INPUJIOKEHMUE 1

KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKTA



' To3u nexapcTBeH NPOAYKT MOJUICKH Ha AOMBIHUTEITHO HAOM0qeHre. ToBa 11e mo3Boiu Obp30To
YCTaHOBSIBaHE HAa HOBAa MH(OpPMAITUs OTHOCHO Oe30omacHOCTTa. OT MEIUIIMHCKUTE CIICIIUATIMCTH CE
W3KCKBa J]a ChoOIaBaT BCsKa MOI03MPaHa HeXKeIaHa Peakiins. 3a HaYrHa Ha ChoOIaBaHe Ha
HEXEJIaHU PeaKkLUu BUXKTE Touka 4.8.

1. NME HA JJEKAPCTBEHUSA ITPOAYKT

Pyzchiva 130 mg koHIteHTpar 3a HHPY3HOHEH Pa3TBOP

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceeku ¢nakon cpabpka 130 mg ycrekunyma6 (ustekinumab) B 26 ml (5 mg/ml).

YereknayMad e m3iso yoemko [gG 1k MOHOKITOHATHO aHTHUTSUIO KM HHTepiieBkuH (IL)-12/23,
MPOU3BEACHO B KJIETHYHA JIUHUS OT SHIHUK Ha KuTaiicku xamcrep (CHO) ¢ moMorira Ha

pexombunanTHa JIHK TexHomorus.

3a IBJHMS CIIMCHK Ha IIOMOIIHHUTE BCUICCTBA BH)XTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

Konnenrpar 3a nH(hy3uoHeH pa3TBop

Pa3TBOpBT € 6UCTHP, Oe3nBeTeH 10 O6IeA0KBIT U € hopmynupan mipu pH 6,0 £ 0,3. OcmoTnaHOCTTA
Ha pasztBopa ¢ 290 £+ 30 mOsm/kg.

4. KJIMHUYHU JAHHHU

4.1 TepaneBTHYHU MOKA3AHUSA

Boanect Ha Crohn npu Bb3pacTHU

Pyzchiva e noka3aH 3a JieueHHe Ha Bb3PAaCTHU MAI[MCHTH C YMEPEHa JI0 Te)KKa akTUBHA 0O0JIECT Ha
Crohn, KOHTO ca ce HOBIUSUIM HEAOCTATHYHO, BEUE HE CE MOBJIMUABAT UM UMAT HEIMOHOCUMOCT KbM
KOHBEHIIMOHAIHATA Tepanus Wik KbM aHTaroHucT Ha TNFa.

Bonecr na Crohn opu acna

Pyzchiva e mokasan 3a eueHne Ha yMepeHa 10 TeKka akTuBHA 06oj1ecT Ha Crohn mpu menuaTpuvIHHA
MMaluEeHTH C TCIJI0 Haii-manko 40 kg, KOUTO Ca UMaJIu HEJOCTATHhYCH OTI'OBOP MJIM UMAT
HEMOHOCUMOCT KbM KOHBEHIIMOHAIHA WJIK KbM OUOJIOTUYHA Teparusl.

4.2 I[o3np0131ca U HAYMH HA MPUJIOKCHUEC

Pyzchiva koH1ieHTpaT 3a nHGY3UOHEH pa3TBOP € MpeAHa3HaueH 3a ynoTrpeda 1o pbKOBOACTBOTO U
Ha/30pa Ha JIeKap ¢ OIUT B AUATHOCTUIIMPAHETO U JeueHueTo Ha 6omnect Ha Crohn.

Pyzchiva koH1IeHTpaT 32 HH)Y3HOHEH pa3TBOP TPSIOBA Jla ce M3MOJI3Ba CaMO 32 HHTPAaBCHO3HATA
WHAYKIMOHHA /103a.



gO3I/I[20BKa

Bn3pactHu
Bonect Ha Crohn

Jleuenueto ¢ Pyzchiva TpsiOBa 5ia ce 3amovHe ¢ ¢AMHUYHA HHTPABESHO3HA /1033, OCHOBABAIIA CE HA
TeJIECHOTO Tero. UH(Y3HOHHUAT pa3TBOp TPSOBA a ce MPUTOTBHU OT HAKONKO (hiakoHa Pyzchiva
130 mg, xakTo e ykazaHo B Tabmmma 1 (Bk. Touka 6.6 3a MPUTOTBSIHETO).

Taoauna 1: Hayanna uaTtpaBeHo3Ha n103a Ha Pyzchiva

TesecHo TerJio Ha nauuenTa IIpenopbunrTenHa  Bpoii guakonn

KbM MOMEHTA HA NIpU/IaraHe no3a’ Pyzchiva
130 mg

<55kg 260 mg 2

>55kg no <85 kg 390 mg 3

> 85 kg 520 mg 4

a

[pubnusurenno 6 mg/kg

[IppBaTa nmoaKoKHa 1032 TPsIOBA /1a ce MPUIIOKHU Ha CeIMUIA 8 clie]l MHTpaBeHO3HaTa J103a. 3a
JIO3MPOBKATA MPH TOCNIEBAIIATA CXeMa Ha MOJIKOKHO MpUIokeHne BikTe Touka 4.2 ot KXTII Ha
Pyzchiva nmxkexknuoneH pa3TBop ((hIaKoH) U MHXEKIIMOHEH Pa3TBOP B MIPEABAPUTEITHO HAIThIHEHA
CIPUHIIOBKA WU MPEABAPUTEIIHO HAITBJIHEHA MTHCAJIKa.

Cmapuecka év3pacm (= 65 200unu)
He e HeoOxoauMo aganTupaHe Ha 103aTa MPH MAIMEHTH B CTapyecKka Bb3pacT (BXK. Touka 4.4).

bvopeuno u uepnoopobro yepescoane
He ca npoBexaanu npoyduBaHus ¢ yCTEKMHYMa0 MpH TE3W MOMyJiaiuu naiueHT. He Moxe 1a ce naje
MpernophKa 3a 103ara.

Ileouampuuna nonynayus

Bosnect Ha Crohn nipu sena (maumenTu ¢ terno Ha-mManko 40 kg)

JleuenueTo cbe Pyzchiva Tps0Ba na ce 3amoyHe ¢ eAMHUYHA HHTPABEHO3HA /1032, OCHOBABAIIA CE Ha
TeJECHOTO Tero. UH(Y3HOHHUAT pa3TBOp TPSOBA 1a ce MPUTOTBHU OT HAKOJNKO (hiakoHa Pyzchiva
130 mg, xakTo e ykazaHo B Ta0nwmia 2 (BX. Touka 6.6 3a MPUTOTBSIHETO).

Tabauna 2: Hayagna naTpaBeHo3Ha 103a Ha Pyzchiva

TeJjieCHO Tery10 HA NALUEHTa KbM Ipenopbuutenna no3a  bpoii paakonn Pyzchiva
MOMEHTA HA NIpUJIaraHe 130 mg

>40 kg no <55kg 260 mg 2

> 55 kg no <85 kg 390 mg 3

>85kg 520 mg 4

*  TIpu6nusurenno 6 mg/kg

[IspBata moaK0KHA 1032 TPAOBA /1a Ce MPIIIOKK Ha CeMHUIIA § ciiel MHTpaBeHO3HaTa 103a. 3a
JIO3UPOBKATA TPHU MOCJIEBAIATa CXeMa Ha TIOJIKOXKHO MpUioxKeHue BuxkTe Touka 4.2 ot KXII Ha
Pyzchiva unxekiponeH pa3top ((pJ1akoH) U HHXESKIIMOHESH Pa3TBOP B MPEABAPUTEITHO HAITBIIHECHA
CIIPUHIIOBKA.

BezonacHoctTa 1 eukacHOCTTa Ha ycTeKUHyMal npu jeuenne Ha 6omnect Ha Crohn mpu
neAnaTpUYHY ManueHTH ¢ Terao nog 40 kg Bee orie He ca ycraHoBeHH. JIMncBar JaHHM.

HauuH Ha IpuaoXeHne

Pyzchiva 130 mg e camo 3a uHTpaBeHO3HO NpuiokeHue. Tol TpsOBa a ce mpuiiara B mpoabIKEHUE
Ha Hall-MaJKoO eJINH Yac.

3a yka3aHusi OTHOCHO Pa3pexTaHETO Ha JICKAPCTBEHUSI MPOAYKT MPEIH MPUIOKEHUE BUKTE TOUKA 6.6.




4.3 IIpoTuBomoKa3zaHus

CBpT)X‘IyBCTBI/ITeJ'IHOCT KBbM aKTUBHOTO BCIICCTBO UJIN KbM HAKOC OT IIOMOIIHUTC BCIICCTBA,
n30poeHu B TouKa 6.1.

Kinmmangno 3HaunMa, akTHBHA HHPEKIHS (HAIp. aKTHBHA TyOepKyIT03a, BX. ToUKa 4.4).

4.4 CrhenuajaHu npeaynpexaeHus U NpeANa3sHA MePKH NPH ynoTpeda

IIpocaeaumoct
3a n1a ce moao0pH MPOCIETUMOCTTa Ha OMOJIOTMYHUTE JICKAPCTBEHU MPOYKTH, UMETO U MAPTUTHUSIT

HOMCP Ha NPUIIOKCHUA MPOAYKT TpH6Ba SICHO Ja CC 3aI1icCBar.

Undeknun

YcreknHyMad MoKe ja HMa MOTEHIMAN Ja yBeJInyaBa prucka oT HHPEKUNHU U Aa PeaKTHBHpa
nateHTHU nHGekuun. Ilpy KIMHUYHY IPOYYBaHUS U IOCTMAapPKETUHIOBO 00CEPBALIMOHHO MIPOYYBaHE
MIPU MAIMEeHTH C IICOPUA3UC ce HaOIII0JaBaT CEPHUO3HN OaKTepHallHU, 'bOUYHH U BUPYCHH HH(EKINN
NpHY MaLlUEeHTH, IPUEMaIy yCTeKnHyMao (BK. Touka 4.8).

[Ipu nanmenTy, TeKyBaHH C YCTEKHHYMa0, ce ChOOIaBa 3a OMOPTIOHHUCTHYHI WH(EKIIUHU, BKITOYBAIIH
peakTuBUpaHe Ha TYOepKyi03a, JPyTrd ONOPTIOHUCTUYHN OaKTepHaTHH HHPEKINN (BKIIOUUTEITHO
aTUIIMYHA MUKOOaKTepuaiHa HHGEKIHs, MCHUHTUT, IpUYKHEeH oT Listeria, MTHEBMOHHSI, IPUYMHEHA OT
Legionella, n HOKap103a), OMMOPTIOHUCTHYHA MUKOTHIHN HH(PEKITUN, OTIOPTIOHUCTUIHHA BHPYCHHU
UHQEKINHU (BKIIOUYUATEITHO eHIIe(aTUT, IPUIUHEH OT XEPIIeC CUMILIEKC 2) U Tapa3uTHU HHPEKITUH
(BKJIIOYMTEIIHO OYHA TOKCOIIA3MO03a).

TpsOBa 1a ce MOIX0XK/a ¢ IIOBUILICHO BHUMAaHKE, KOTaTo ce 00CHK/a MPUI0KEHHUETO HA YCTEKHHYMa0
NP MAUEHTH ¢ XPOHUYHU HHPEKIUN UM aHaMHe3a 32 peluIuBHpalia HHpeKuus (Bxk. Touka 4.3).

[penu 3amouBaneTo Ha JCUEHNE C yCTEKUHYMa0 MallMeHTUTE TPsIOBA Jja ce M3cIeIBaT 3a
TyOepkyno3Ha nHpekuus. Y crekunyMmad He TpsiOBa J1a ce puiiara Ipu ManieHTH ¢ akTHBHA
TyOepkyio3a (Bx. Touka 4.3). JleueHnero Ha nateHTHa TyOepKyo3Ha nH(pEKIUsS TPpIOBa /1a 3arouHe
TIpean MPUIIOKEHUETO Ha yecTeKuHyMab. [IpoTuBoTyOepKyI03HaTa Tepanus ChIo TpssOBa na Obe
00Ch/IeHa TIpe/IM HAYaAJIOTO Ha JICUCHHE C YCTEKWHYMa0 NPy MallMeHTH ¢ aHaMHe3a 3a JIaTeHTHA HITH
aKTHBHA TYOEpKyYJI03a, PH KOUTO HE MOXKE /1a Ce MOTBBPAH a/ICKBaTeH KypC Ha JICUCHHE.
[ManmenTHTe, MpuUeMaIy ycTeKuHyMa0, TpsiOBa 1a ce HaOIr0JaBaT BHUMATEIHO 33 TPU3HALN U
CHMIITOMH Ha aKTHBHA TyOEpKyJ03a I10 BpeMe Ha JICUSHHETO U CJIe]| HeTo.

[ManmenTture TpsaOBa 1a ObIAT HHCTPYKTHPAHU J1a OTHPCAT JIEKAPCKU CHBET, aKO CE MOSBAT NPU3HALH
WY CUMITTOMH, TIpeIoarany HHeKnus. AKO MalueHT pa3Bhe Cepro3Ha HHPEKIHUS, ChbCTOSHUETO
My Tpsi0OBa BHUMATEIIHO Jia Ce CIeJ U YCTeKHHyMa0 He TpsOBa a ce mpuiiara, 10Kato HHQEeKIusITa He
Obae oBnajasHA.

310KaueCTBEHH 3200IIBAHUS

HNmyHOCYynpecopy KaTo yCTEKUHYMa0 MMaT MOTSHIIMAN J1a YBEITUYaBaT PUCKA OT 3JI0KAYeCTBEHU
3abossiBaHus. HAKou MarMeHTH, KOUTO ca MpUeMalid YCTeKUHYMa0 B KJIMHUYHU MPOYYBAHHS U B
HOCTMapKeTI/IHFOBO OGCepBaHI/IOHHO HpoyHBaHe HpI/I IIAIIUCHTHU C HCOpI/Ia3I/IC, ca paSBI/IHI/I KOXHHU U
HEKOXKHU 3JI0KaYECTBCHHU 3200 siBaHus (BXK. Touka 4.8). PUCKBT OT 3710KkaueCTBEHH 3200 IIBAHUS MOXKE
Jla € TI0-BUCOK MPH MAIUEHTH C MICOPHA3KC, KOUTO Ca JICKYBAHHU C JPYTH OUOJOTUYIHH JIEKapCTRA B
X0J1a Ha 3a00JIIBaHETO.

He ca npoBexxnanu npoy4dBaHusi, B KOUTO Y4aCTBAT NALUEHTH C aHAMHE3a 32 3JI0KAUECTBEHU
3a00IIIBaHuUs WIIM B KOUTO MPOIBIDKABA JICYEHUETO Ha MalMeHTH, Pa3BIIIN 3JI0KAYEeCTBEHO 3200 sIBaHe
10 BpeMe Ha IpueMa Ha yCTeKuHyMal. 3aToBa TpsOBa Ja ce MoAX0XK/a ¢ IOBUIIIEHO BHUMAaHHE,
KOTaTO ce 00CHXkK/1a MPHIOKECHUETO Ha YCTCKMHYMAa0 MPH Te3H MallUECHTH.



Bcuukuy nanuenTy, mo-crnenuanHo Te3u Haja 60 ToAuHY, TAIMeHTH ¢ aHaMHe3a 3a MPOIbIDKUTEITHA
UMYHOCYTIPECHBHA Teparvsl WM TaKuBa ¢ aHamHe3a 3a [TYBA-tepamnus, TpsOBa 1a ce HaOI0AaBaT 3a
MOsIBa Ha pak Ha Kokara (Bxk. Touka 4.8).

CHCTEMHH U PECIMPATOPHH PEAKIIUU HA CBPhXUYBCTBUTEITHOCT

Cucmemnu

CepHO3HU PEeaKIMK Ha CBPBXYYBCTBUTEIIHOCT Ca JIOKJIaIBaHU B IOCTMAPKETUHTOBHU YCJIOBUS, B HSIKOU
CJIy4ad HSIKOJIKO JHU ciie]] ieueHueTo. Mma cinyyan Ha aHaduimakcus U aHruoeaeM. AKO ce OSIBH
aHaMIaKTHYHA WITH JpyTa CEpHO3HA PEaKIUs Ha CBPBXYYBCTBHTEIHOCT, TPSIOBA Jla ce Ha3HAYN
MOIXO/ISINA TEPANHS U MIPIIIOKEHUETO HA yCTeKMHYMab TpsiOBa 1a ce mpeyCcTaHOBH (BXK. Touka 4.8).

Peakiuu, cBbp3anu ¢ uHbpy3MITa

B xIMHWYHATE W3MUTBAHUS ca HAOII0aBaH! PEaKIuH, CBbp3aHu ¢ nHPy3miaTa (BK. Touka 4.8). I1o
BpEME Ha TIOCTMApPKETUHTOBOTO HAaOJIOICHUE CEe ChOOIIIaBa 32 CEPUO3HU PEAKIUU, CBbP3aHH C
UHQY3UATA, BKIFOUUTETHO aHADUIAKTHYHHN PEAKIUH KbM HHDY3uUsITa. AKO cCe Hab0aBa cepruo3Ha
WM J)KUBOTO3aCTpaIllaBaIia peakius, TpsaoBa Jja ce 3aovHe MOIX0As1Ia Tepanus U NPHUIOKCHAETO Ha
yCTeKnHYMa0 Ja ce MpeycTaHOBH.

Pecnupamopnu

Chy4au Ha aJlepriyueH aiuBeoJUuT, €03MHO(UITHA ITHEBMOHUS W HeMH(EKIO3HA OTpaHn3UpaIa
THEBMOHHS ca ChOOIICHHU 110 BpeMe Ha MOCTMapKEeTHHIOBaTa ynoTpeda Ha yctekuaymad. Knuananunre
MPOSIBY BKIIIOYBAT KAIIUIUIA, TUCITHES] 1 UHTEPCTHIIMATHA WHOUITPATHU CIIE]] €[HA IO TPH JI03H.
CepHo3HHTE TOCIIETUITN BKIIOYBAT ANXATeTHA HEAOCTATHYHOCT M MPOABIDKUTETHA XOCTTUTAI3AIHS.
[omoOpenue e cro0IIaBaHO clie]l TPEYCTAHOBIBAHE HA JICICHUETO C YCTEKUHYMAal M B HSIKOU CITy4Yau
MIPH MPHUIIOKEHHNE HA KOPTUKOCTepouau. Ako Objie n3KitoueHa nH(EKIKs U TUarHo3arta ce NOTBbP/IH,
MIPUIIOKEHUETO Ha yCTeKHHYyMal TpsOBa /1a ce MPeyCTaHOBHU U J1a Ce 3all0YHE MOIXOISINO JIEYeHUE
(Bk. TOuKa 4.8).

CBbplIeYHOCHIOBH CHOUTHUS

[Ipu manmeHTH € ICOpHUAa3KC, C eKCIO3ULMS Ha YCTEKMHYMa0, B TOCTMapKETUHIOBO 0OCEpBaIlMOHHO
NpoyYBaHe ca HaOII0JaBaH! ChPJICYHOCHA0BH CHOUTHS, BKIIOYUTEIHO HHPAPKT Ha MHOKapa 1
MO3bUYHO-CH/IOB MHIUJCHT. PuckoBuTE (hakTOpH 3a ChpJeUHOCHIOBO 3a00ABaHe TPIOBa /1a ce
OIIEHABAT PEOBHO TIO BpeMe Ha JIEYCHUETO C YCTEKHHYyMao.

Bakcunanumn
IIpenopwuBa ce 1a He ce MPUIIAraT )XUBHU BUPYCHH WJTH KMBH OakTepruaaHu BakcuHH (kato bIXK)

€IHOBPEMEHHO ¢ ycTeknHyMa0. He ca mpoBexJaHi KOHKPETHH MPOYYBaHUS PU MAIUEHTH, BEPXY
KOUTO HACKOPO € TpuiiaraHa )KuBa BUPYCHA WM XKHBa OaKkTepuanHa BakcuHa., Hsama naHHu 3a
BTOPUYHO TpeAaBaHe Ha MH(EKIHS Ype3 KUBU BAKCHHHU TIPH MAIIUSHTH, TIOTyYaBallyd YCTEKHHYyMa0.
Jlewenmero ¢ ycreknmHyMa0 TpsiOBa 11a ce MpeyCTaHOBH HAW-MAaKo 3a 15 ceAMHITy citel IocaeaHaTa
J103a MpeIy TOCTaBSIHETO Ha KUBA BUPYCHA WM XKUBa OaKTepHaaHa BAKCHHA U MOXE JIa C& Bhb30OHOBU
Hali-MaJKo 2 ceaMUIM ciell BakcuHupaHeTo. JlekapuTe, mpemiucBally JIEKapCcTBOTO, TpsiOBa aa
HampaBsT crpaBka ¢ KpaTkaTta xapakTeprcTrKa Ha MPOIYKTa 32 KOHKPETHATa BAaKCHHA 32
JOITBJIHUTCIIHA I/IH(bOpMaHI/IH 1 yKazaHuA 3a CbIIbTCTBAIIOTO IMMPUJIIOKECHUC HAa UMYHOCYIIPECCUBHU
JIEKapCTBa CJie]l BAKCHHUPAHE.

He ce nmpenoppuBa npunarane Ha >xuBr BakcuHu (kato BLDK Bakcuna) mpy KbpMadeTa, ¢ eKCIIO3ULUS
Ha yCTeKuHyMab in utero, B IpOIbIDKEHUE HA IBAHAJIECET Mecella ClIe PaKAaHEeTO HIH JOKATO
CepyMHHUTE HMBA Ha yCTEKWHYMa0 Ipu KbPMayeTo ClaJHaT 0] HUBOTO HA JETEKUHMs (BXK. TOUKU 4.5 1
4.6). Axo e HaMIle KaTeropuIHa KIMHWYHA 110J13a 3a OTISITHOTO KhbpMade, MOXKe Ja ¢€ OOMHUCIH
MpuUjaraHe Ha KMBa BaKCHHA B MTO-PaHEH MOMEHT, aKO HE c€ OTKpMBAT CEpyMHHU HUBA Ha
YCTEKHHYMao.

[TarueHTHTE, KOUTO M3MON3BAT YCTEKUHYMAO, MOJKE J1a TIOJIy4aT €HOBPEMEHHO MHAKTUBUPAHU WITH
yOUTH BaKCUHHU.



ﬂ’BJ’IFOCpO‘IHOTO JICUYCHUC C YCTCKI/IHyMa6 HE NIOTHUCKAa XyMOpAJIHUA UMYHCH OTTOBOP KbM
IMTHCBMOKOKOBHUTC MMOJIU3aXapUAHU BAKCUHU UJIK KbM BAKCHUHUTC CPCILY TCTAHYC (B)K. TOYKa 5. 1)

ChbIbTCTBAIIA UMYHOCYIIPECHBHA TEPAIHS

[Tpu nmpoy4BaHMs PH NICOPUA3KC HE Ca OICHIBAHU 0€30IaCHOCTTA U e(h)UKACHOCTTA HA YCTEKHHYMa0
B KOMOMHAIMS C UMYHOCYTIPECOPH, BKJIFOUUTEITHO OMOJIOTNYHY MPOIyKTH Wi (Gororepamnus. [Tpn
NPOYYBaHUS MPH MCOPUATHYECH apPTPHUT, CHITBTCTBAIIOTO NpHoxkeHne Ha MTX He moBnusiBa
Oe3onacHocTTa U epuKkacHOCTTa Ha ycTekuHyMal. B mpoyuBanusita npu 6onect Ha Crohn u
YJIIEPO3eH KOJIHUT CHITBTCTBALIOTO MPHUIIOKEHNE HAa HMYHOCYIIPECOPH MIIH KOPTHKOCTEPOHIN
U3IJIeXK/1a He MOBIMsABA O€30IIacHOCTTa WM e(hHKACHOCTTa Ha ycTeknHyMa0. TpsaOBa 1a ce moaxoxnaa
C TMOBUILEHO BHUMaHKE, KOTaTo ce 00CHKAa ChI'BTCTBAIIOTO MPUIOKEHHE Ha IPYTH HMYyHOCYIPECOPH
1 YCTEKMHYMa0 WM IIPU TPEMHHABAHETO KbM JICYEHHUE C PYTH ONOJIOTUYHH UMYHOCYTIPECOPH (BXK.
TouKa 4.5).

HUmyHoTepanus
YcereknHyMa0 HE € OIEeHABaH IIPH MAIMEHTH, KOUTO ca Mo IaraHu Ha IMYHOTeparus 3a aneprun. He e

W3BECTHO JAJIM YCTEKUHYMa0 MOXKeE Jla C€ OTpa3u Ha UMYHOTEPAIUATA P aJICPTHH.

Cepro3Hu KOKHHU 3a00/1sIBaHUs

[Ipu marueHTH ¢ TICOPHA3KC Ce ChOOIIaRa 3a cliyyan Ha eKC(hOJIMATUBEH IEPMATHUT CJIS JICUCHHUE C
ycrekuayMmab (Bxk. Touka 4.8). [lanimeHTUTE ¢ TUIaKoB NICOPHA3UC MOXKE Ja Pa3BUSAT CPUTPOJACPMHUUCH
TICOPUA3UC KATO YacT OT €CTECTBEHHS XO/1 Ha 3200 SIBAHETO ChC CUMITOMH, KOUTO MOXKE OT KJIMHUYHA
rJIeJHa TOYKa Ja He Ce OTJInYaBar OT ekconuaTuBHus aepMarut. JIekapure TpssOBa 1a BHUMAaBaT 3a
CUMIITOMH Ha epHTpoz[epMquH HCOpI/IaSI/IC NN eKC(l)OJII/IaTI/IBeH IIepMaTI/IT KaToO 4acT OT
MOHHUTOPUPAHETO HA TICOPUA3UCA NIPU MAIUCHTA. AKO TE3U CUMIITOMH CE MOSBAT, TPsIOBa J1a ce
3aMmovHe NOaX0Ad1I0 JeueHue. [IprueMsbT Ha yeTeknHyMa0 TpssOBa Ja ce MPeyCTaHOBH, aKO UMa
ChbMHEHUS 3 JICKapCTBEHA PEaKIusl.

3abonsBaHus, CBEP3aHU C JYITYC

Cryvaun Ha 3a00JsIBaHUsI, CBBP3aHH C JIYITyC, Ce ChOOIIAaBaT NMPH MAIIMEHTH, JIEKYBaHHU C yCTEKUHYyMao,
BKITFOYUTEITHO KOXKEH JIYIIyC epUTEMaTOJIeC U JIynyc-nogo0eH cunapom. [Ipu Bp3HUKBaHE HA JIC3HH,
0CcO0CHO Ha U3JIOKEHHUTE HA CIIBHIIC YYACTHIM HA KOXKATa, UM aKO T€ CE ChITBTCTBAT OT apTPANTHS,
MAIAEeHTHT TPSOBA Ja MOTHPCH He3a0aBHO JeKapcKa MOMOIT. AKO c€ TOTBBPIAT 3a00JITBaHUS,
CBBP3aHH C JIYIyC, YCTEKHHYMa0 TpsiOBa Jla ce MPEYCTaHOBH U JIa C€ 3alI0YHE ITOAXO/ISIIO JICUCHHE.

CroenuaaHy monyJIaiun

Cmapuecka év3pacm

B xIMHUYHUTE U3NUTBaHUS MTPH 0JI00PCHUTE TIOKAa3aHMsI HE Ce HAaOJII0/IaBaT ChIIICCTBCHU Pa3iIuiUs B
e(HKaCHOCTTA WK 0E30MACHOCTTA NP MAIHCHTH HA 65-TOAUIIHA B3PAcT U MO-TOJIEMH, KOUTO
oJiyyaBaT YCTCKHHYMa0, B CpPaBHEHHUE C [TO-MJIaId HallMeHTH. BposT Ha MallMEeHTUTE Ha Bh3PacT

65 TOMHYU U MO-TOJIEMH 00aue HE € JIOCTAThYCH, 3a JIa CE ONPE/ICIIN AT CE TIOBIUSIBAT PAa3TUYHO OT
Mo-MIIIuTe MarueHTH. Thil KaTo pa3npoCTpaHEHUETO Ha MHMEKITUH CpeJl CTapUyecKaTa MOMmyarus
KaTo LSJIO0 € TIO-TOJIIMO, JICUCHHETO IIPH MAlMEHTH B CTapyecKa Bh3pacT TPsAOBa J1a ce mpuiiara
BHUMATEIHO.

CopabpprkaHue Ha HATPU

YcrekunyMab chabpika mo-Manko ot 1 mmol Hatpuii (23 mg) Ha 1033, T.€. MOXE Ja ce Kaxe, 4e
MPAKTUYECKU HE ChABPIKa HATPUH. Y CTeKMHYMa0 obaue ce pa3pexkaa ¢ MHPY3HMOHEH pa3TBOp Ha
HaTpueB xaopua 9 mg/ml (0,9%). Toa TpsiOBa na ce nMa MpeABHU PY TAIIMEHTH Ha JHeTa C
KOHTPOJIMPaH IMpreM Ha HaTpui (BX. TOUKa 6.6).

Hommcopbar 80
Yereknaymab cpaspika 10,4 mg mommcopbat 80 (E433) BBB Beska 1033, KOSATO € €KBUBaJICHTHA HA

0,40 mg/ml. I[TonrcopbaTuTe Morar 1a NPUUUHST AIEPTHYHA PEaKIIUH.



4.5 BsamMmopeiicTBHe ¢ IPYTH JeKAPCTBEHN MPOAYKTH M APYTrH (POpMH Ha B3auMojelicTBHe
JKuBu BakcuHU HE TpsOBa Ja ce Mpuiiarat eJHOBPEMEHHO C yCTeKHHyMao0.

He ce nmpenoppuBa npunarane Ha >xuBu BakcuHU (kato BLDK BakcuHa) mpu kbpMadeTa, ¢ €KCIIO3UIUS
Ha yCTeKHHYMal in utero, B IpOIBIDKEHNE HA IBaHAECET MECeIa CIe]l paXX/TaHeTO WIIH JJOKATO
CEpYMHHTE HHBA HA yCTEKUHYMAab MpH KbPMAUETO CIIaTHAT 0T HUBOTO Ha JACTEKITNS (BXK. TOUKU 4.4 1
4.6). AKO ¢ HaJHIle KaTeropuyHa KIIMHUYHA TI0J13a 32 OTACITHOTO KbpMayie, MOXE Jla c€ 0OMUCIH
MpUjIaraHe Ha KMBa BaKCHHA B MTO-PaHEH MOMEHT, aKO He ce OTKpWBAT CEpyMHHU HUBA Ha
YCTEKHHYMao.

[Ipu dpapmakoKMHETHYHM aHAJIM3H Ha MOMYJIALMTa, HAPABEHH B IpoyuBaHus (aza 3, e nscnensan
e(eKThT Ha Hali-4eCTO €JHOBPEMEHHO IPUEMaHH JIEKAPCTBEHH MIPOLYKTH IPHU MALUEHTH € IICOPUA3UC
(BKJIIOYMTEIHO U TapaneTamoll, HOynpogeH, aneTHICaTuiniIoBa KHCceInHa, METQOpPMUH,
aTOPBACTAaTHH, JEBOTHPOKCHH) BbPXY (papMakoOKMHETHKATa Ha ycTeknHyMao. He ca nabnronaBanu
IIPU3HALM Ha B3aMMOJIEIICTBUE C T€3U €AHOBPEMEHHO IPUEMAaHU JIEKapCTBEHU NpoayKTu. OCHOBA Ha
TO3M aHanu3 € (HaKThT, 4ye Haii-manko 100 maruenT (> 5% OT u3cnenBaHara MOMyJalus) ca JeKyBaHH!
€HOBPEMEHHO € TE3H JIEKApCTBEHH MPOAYKTH Tpe3 moHe 90% oT neprosaa Ha MPOy4BAHETO.
dapMakOKHHETHKATa HAa YCTEKUHYMAa0 He Ce € MOBIHUsIa OT ChITBTCTBAMIOTO MpIIIokeHHe Ha MTX,
HCIIBC, 6-mepkanTomypuH, a3aTHONPHUH U TIEPOPATHU KOPTUKOCTEPOUIH ITPH MAITUEHTH C
MICOPHATHYEH apTpHT, OoJecT Ha Crohn WM yJIepo3eH KOJIUT, WU OT MpeIiecTBaIla eKCIIO3UIH Ha
antu-TNFa cpenctsa, mpu nanyeHTH ¢ ICOpUaTudeH apTput unu 6onect Ha Crohn, uimu ot
IIPEIIECTBAIA eKCIIO3UIMSI Ha OMOIOTUYHY JIEKapCTBeHU NPoayKTH (T.e. anTu-TNFa cpencrsa u/unu
BEZ0JIM3yMal) MpH MAIUEHTH C YIIEePO3eH KOJIHT.

Pesynrartute oT mpoydBaHe in vitro v OT ipoy4BaHe Gasza | mpu yJacTHHIM C aKTUBHA OOJIECT Ha
Crohn He npeamoiaraT HEOOXOIUMOCT OT aanTUpaHe Ha 103aTa MPH MAIUEeHTH, KOUTO MOJIydaBaT
ennoBpemenHo CYP450 cybcTpaTu (Bxk. Touka 5.2).

[pu npoy4BaHusI IpH TICOPUA3UC HE ca OLICHSIBAHN 0€301MacHOCTTa 1 e()UKACHOCTTA HA YCTEKHHYMa0
B KOMOHMHAIIUS ¢ UMYHOCYIIPECOPH, BKIIOUUTEITHO OMOJIOTHYHH cpecTBa win ¢ororepanus. [Tpu
MPOYYBaHUS IPH IICOPHATUYEH apTPHUT, ChIIBTCTBALIOTO NpwiokeHne Ha MTX He noBiusBa
Oe3omacHocTTa 1 e(hUKacHOCTTa Ha ycTekuHyMab. B mpoyuBanusTa mpu 6onect Ha Crohn u
YIIEPO3EH KOJIUT CHITBTCTBAIIOTO MPHIIOKEHUE HA HMYyHOCYIPECOPH WIIN KOPTUKOCTEPOH TN
M3MJICKA HE TIOBIHSIBA 0€30IaCHOCTTA WK e()UKACHOCTTA Ha yCTeKuHyMa0. (BK. Touka 4.4).

4.6 @epTHAUTET, OPEMEHHOCT U KbpMeHe
Kenu ¢ gerepojeH NoTeHIHA

JKeHu ¢ geTepoacH MOTEHITHAN TPSAOBA 1a U3MOI3BaT e(DEeKTUBHI METOIN HA KOHTPAICTIIIHS 110 BpeMe
Ha JIeYeHHe U 10 15 ceaMuIu ciaen IeUeHUETO.

Bpemennoct
IIpocieKTHBHU JaHHU OT HETOJISAM Opoil cilydan Ha OPEMEHHOCT CJIe]T EKCIIO3UIIHUS Ha YCTEKUHYyMab ¢

HU3BCCTCH U3X0/[, BKIIFOUHUTCIIHO IIOBCYEC OT 450 CjIydad Ha 6pCMeHHOCT C CKCIIO3ULYS TIPE3 IIbPBUSL
TPUMECTBHP, HC ITOKAa3BAT MOBUILCH PUCK OT I'OJICMH BPOACHHU Maﬂ(l)OpMaI_II/II/I IIpru HOBOPOACHOTO.

[IpoyuBaHusTa P )KUBOTHH HE TIOKA3BAT MPEKHU WU HETIPSKU BpeIHH e(DeKTU, CBBP3aHU C
OpEMEHHOCTTa, eMOPHOHATHOTO/PETATHOTO Pa3BUTHE, PAXKAAHETO WM TOCTHATAITHOTO Pa3BUTHE (BXK.
TOoYKa 5.3).

HanuvHusaT KIMHUYECH OmuT obade ¢ orpanuueH. Kato npeanasHa Msapka € 3a NperoYnTaHe aa ce
n30sTBa ynotpedara Ha yCTEKUHYMab 1Mo BpeMe Ha OPEeMEHHOCT.

Ycreknnymad mpeMuHaBa Npe3 IIalleHTaTa i ce OTKpUBa B cepyMa Ha KbpMadeTa, POJCHHU OT JKEeHH,
JIEKYBaHH C YCTEKMHYMa0 1o BpeMe Ha OpeMeHHOocTTa. KIIMHMYHOTO BB3AEHCTBHE HA TO3U (aKT HE €
W3BECTHO, HO PUCKBT OT MH(EKIINS NP KbpMaveTa ¢ eKCIIO3UIHS Ha yCTeKUHyMa0 in utero Moxe Jia



ObJlc MOBUIIICH Clie]| paxaaneTo. He ce mpenopbyuBa nmpuiarane Ha xuBH Bakcuau (kato BIDK
BaKCHHA) MPH KbpMaveTa, C EKCITO3UIINS Ha yCTeKUHYMa0 in utero, B IPOABIDKEHUE HA

JIBAHAJICCET Mecella Clie]] PaXIaHEeTO WU TOKATO CEPyMHHMTE HUBA HAa YCTEKUHYyMa0 NpU KbpPMadyeTo
CIaJHAT MMOJ] HUBOTO Ha AeTeKIus (BX. Toukd 4.4 u 4.5). Axo e HamuIe KaTeropuiyHa KIMHUYHA 0133
3a OTHIETHOTO KbpMaue, MOXKe Jia e OOMUCIY TpUiIaraHe Ha )KMBa BaKCHHA B TIO-paHEH MOMEHT, aKo
HE C€ OTKPUBAT CEPYMHH HHBA Ha YCTEKHMHYMaoO.

Kopmene
OrpaHndeHd JaHHM, TyOJWKYBaHH B IUTEpATyparTa, MoKa3BaT, 4e yCTeKHHyMal ce eKCKpeTrpa B

YOBEIIKaTa KbpMa B MHOTO MaJIKi KoyimdyecTBa. He € n3BecTHO naym ycreknHymab ce abcopoupa
CHUCTEMHO ciie]] noribinane. [lopaau noTeHIMana 3a nposiBa Ha HeXKEJaH! JICKAPCTBEHH PEAKIIMU KbM
YCTeKHMHYMab Mpu KbpMaueTaTa, Tp0Ba /1a ce B3eMe pelIeHue TajlH J]a ce MPEYCTaHOBU KbPMEHETO
10 BpeMe Ha JISUeHHE 1 10 15 ceaMuIu cief ISYeHHEeTO, WK Ja Ce TPEyCTaHOBH TEPAIHATA C
YCTEKHMHYMa0, KaTo ce B3eMAaT MPEJBH]I II0J3aTa OT KbPMEHETO 3a JICTETO U 10JI3aTa OT TepaIusiTa ¢
YCTeKHMHYMab 3a xKeHara.

Deprramrer
EdexTbT Ha ycTeknHyMa0 BBpXyY (epTHIUTETa IIPH X0pa He € OlleHEeH (BXK. Touka 5.3).

4.7 EdexTu BbpXy cnioco0HOCTTA 3a mogupaHe U padoTa ¢ MALIUHA

YcreknnyMab He OBIUSBA WIK HOBIHMABA IPEHEOPEKUMO CIIOCOOHOCTTA 3a modupaHe U padboTa ¢
MAIlUHH.

4.8 HexenaHu JeKapCTBEeHH pPeaKkUUu

0060061eHre Ha npoduia Ha 0€30HaCHOCT

Haii-uecTute HeXenaHu JCKapCTBEHU peakuu (> 5%) B KOHTPOJIMPAHUTE TIEPUOIU OT KIHHUIHHUTE
NPOYYBAHUS MPH BH3PACTHHU C MICOPHA3ZKC, ICOPHATHYCH apTPpHT, OonecT Ha Crohn U yIIepo3eH KOTUT
¢ ycreknHymab ca Ha3ohapuHTUT U Ti1aBoOoue. [loBeueTo OT TSIX ce CUHTAT 3a JISKH U He HayjaraT
MPEKbCBAaHE Ha MPOYYBAHOTO JicueHue. Hail-cepro3HaTa HexellaHa JIEKapCTBEHA PEAKIIHS, KOSTO €
ChOOII[aBaHa 32 YCTEKUHYMA0, € CEpUO3HA PEaKIMs Ha CBPbXUYBCTBUTEIHOCT, BKITFOUHTEITHO
anadunakcus (BX. Touka 4.4). O6muaT npodui Ha 6€301acHOCT € MOA00SH IPH MAIUEHTH C
NICOpPHA3MC, ICOpUATHUCH apTpuUT, OosiecT Ha Crohn U yJIIIepo3eH KOJIHMT.

TabawueH cIUChK HA HEXKEIAHUTE PEaKIIuN
JannauTe 3a 6€30MaCHOCT, MPEIOCTaBEHU MO-A0TY, Ca MOTYyUYEHH cie/l eKCIO3UIMS Ha YyCTEKHHYyMa0

npu Bb3pacTHU B 14 npoyuBanus ¢aza 2 u ¢aza 3 npu 6 710 mauentu (4 135 ¢ ncopuasuc u/unm
ricopuaTuyeH apTpuT, 1 749 c Gomect Ha Crohn n 826 maryeHTy ¢ yimepo3eH Koiut). ToBa BKIIOUBa
€KCIIO3UIHSI HAa YCTEKUHYMa0O B KOHTPOJIUPAHUTE U HEKOHTPOJIUPAHUTE IEPUOAN HAa KIMHUYHUTE
MIPOYYBaHUs NPH MALMEHTH C IICOPUA3HC, IICOpUATHIEH apTpuT, 6osect Ha Crohn wim ynuepo3eH
KOJIUT B IPOABIDKEHUE Ha Hail-Manko 6 mecena (4 577 nmanueHnTH) wim none 1 roguHa

(3 648 marmmenTn). 2 194 manueHTH ¢ Icopuasuc, 6oxect Ha Crohn wiw yimepo3eH KOJIHT ca ¢
eKCIIo3uIusI 3a oHe 4 roaunan, qokato 1 148 manuentu ¢ ncopuasuc win 6onect Ha Crohn ca ¢
€KCIIO3UIIMS 3a TOHE 5 TOINHHU.

B tabnuna 3 e nmokasaH CIHCHK C HEXKEIAHUTE JIEKAPCTBEHU PEAKIIMU OT KIMHUYHH MPOYYBAHUS IPU
BB3PACTHHU C TICOPHA3KC, TICOPHATUYCH apTPUT, OojecT Ha Crohn U yJIIepo3eH KOJIUT, KAaKTO U
HEXEaHUTE PEaKI[UK OT OCTMAPKETHHTOBATa yroTpeda. Hexxenanure peakiuu ca Kiacupuimpanu
10 CCTEMO-OpTaHHH KJIACOBE W YECTOTa ChITIACHO CIeAHaTa KOHBeHIHA: MHoro dectu (= 1/10),
UYecrtu (> 1/100 no < 1/10), Heuectu (> 1/1 000 mo < 1/100), Penxu (> 1/10 000 no < 1/1 000), MHuoro
penku (< 1/10 000), c Hen3BecTHA YecToTa (OT HATMYHUTE TAHHU HE MOXe J1a ObJie HallpaBeHa
orieHka). [Ipu BCsIKO rpynupaHe B 3aBUCHMOCT OT YECTOTaTa HEXKEJIAHUTE JICKApCTBEHU PEaKIIuu Ce
M30pOsABAT B HU3XOAI P/l I10 OTHOIICHHUE Ha TAXHATa CEPUO3HOCT.



Tadauua 3: CnucbK HA HeXKeJAHU peaKliuu

CucreMo-opranumn
KJIacoBe

Yecrora: Hexes1aHu peakuuu

Wndexunn u napecranmun

YecTr: nHPEKIMS HA TOPHUTE AUXATENHU IMBTHINA, Ha30(hapUHTHUT,
CUHY3UT

Heuectu: nenynut, IeHTAIHN HHOEKINH, XEPIIEC 30CTep, HHPEKIHs
Ha JIOJTHUTE JUXATEJHU ITbTUINA, BUPYCHH MH(EKIINU Ha TOPHHUTE
JIUXaTeJIHU ITbTHUILA, ByJIBOBATMHAIHA MUKOTHYHA HHQEKINS

Hapymenusa na umyHHaTa
cucTeMa

HeuecTn: peakiiy Ha CBpBXYIYBCTBUTEITHOCT (BKIIFOUNTEITHO OOPHUB,
YPTHUKapHs)

Penxu: ceprno3Hu peakiuy Ha CBPbXUyBCTBUTEIHOCT (BKIIFOUUTEITHO
aHa(UIIaKCHs, aHTHOE]IEM )

Ilcuxuunu HapylIeHUs

Heuectu: nenpecus

Hapymienus Ha HepBHaTa
cucremMa

YectH: 3aMaiiBaHe, IJ1aBO0OJIHE
Heuectu: nuiuesa napaimza

PecniuparopHu, TpbIHH U
MeINacTUHAIIHU
HapyIIeHUs

UYecru: opodapurreanna 6omika

Hedectn: Ha3aIHa KOHTECTHS

Penxwu: anepruueH anBeosuT, €03MHO(MITHA THEBMOHUS
MHOTO0 penKu: OpraHu3upania MMeBMOHHUA ™

CroManrHo-4peBHU
HapylLICHUs

Uectn: muapusi, rajeHe, MOBPBITaHe

Hapymenus Ha koxara u
MOJKOKHATA ThKaH

Yecru: cepbex

Heuectu: mycTyno3eH ncopuasmc, ekchonmanms Ha KoaTa, akHe
Penku: excdonraTHBeH AEPMATUT, XUTIEPCCH3UTUBEH BACKYJIUT
MHoro penku: 0y03eH TeM()UTON]I, KOXKEH JIYIyC EPUTEMATOIEC

Hapymenusa Ha MycKyJHO-
CKeJIeTHaTa CrcTeMa U
ChCAMHUTENIHATA ThKaH

UYectn: 00JKH B THpOa, MUAITHSI, apTPAITHS
MHoOT0 penKu: JIymyc-noJjo0eH CHHAPOM

OO0y HapyIIeHUs u
e(hexTH Ha MICTOTO Ha
MPUIIOKEHHE

Yecru: yMOpa, epuTeMa Ha MACTOTO HA MHKCKTHUPAHC, OoJKa Ha
MSCTOTO Ha MHXKXCKTHPAHE

Heuectu: PCaKIUM Ha MACTOTO Ha MHKXCKTUPAHE (BKJIIO‘-II/ITGJIHO
KPBbBOU3JIMB, XEMATOM, BTBBPASBAHC, IOAYBAHE U C'Lp6€)l(), aCTCHUs

*  Bwkre Touka 4.4, CUCTEMHH ¥ PECIIUPATOPHU PEAKIUU Ha CBPHXUYBCTBUTEIHOCT.

Onucanue Ha I/I36D3HI/I HCXCIaHN JICKAPCTBCHHU PCAKITNHN

Hudexrmn

B mumane60-koHTpOIMpaHu POYYBaHUS NIPHU IMTALUSHTH C TICOPUA3HUC, TICOPHATHYECH apTPHT, OOJIECT Ha
Crohn 1 ynepo3eH KOJUT NPOLEHTHT Ha MH(PEKLINUTE UK CEPHO3HUTE HH(EKIIUH € CXOJCH pU
MAIMEeHTUTE, JIEKYBaH! C YCTEKMHYMa0, U TIPH JIEKyBaHUTE ¢ Tuiane6o. B mmane0o-KoHTpoIrpaHust
MIEPUOJT HA T€3W KIIMHUYHHU MPOYYBaHUs YyecToTara Ha uHpekuure ¢ 1,36 3a malueHTOrouHa
MIPOCJICIBAHE MPU MALMEHTH, JICKYBaHU C YCTeKUHYMa0, 1 1,34 — mpu NMaIueHTy, JISKyBaHH C
rrane6o. [losBunute ce ceprosan nHdpekiuu ca ¢ gectora ot 0,03 3a manueHTOro[uHa MPOoCIeIBaHe
MIPH MAMCHTH, JICKyBaHU ¢ ycTeknayMad (30 cepro3nn nHpeknmn 3a 930 manueHToroJinHI
npocnenssane), u 0,03 npu manueHTH, JIeKyBaHu ¢ miainebo (15 cepruo3nu nHpeKuu 3a

434 manmMeHTOTrOAMHM MpociensBaHe) (BXK. Touka 4.4).

B xoHTpONMpaHUTE M HEKOHTPOJIUPAHUTE TIEPUOIN HAa KIMHUIHUTE MPOYYBAHUS MIPHU TICOPUA3HC,
NICOPUATHYCH apTpuUT, 6ojiectT Ha Crohn U yJIepo3eH KOJIUT, IPEACTABIISBAIIH
15 227 nanueHToroAMHU EKCIO3HIIUS C YCTeKUHYMao rnpu 6 710 nmanueHTy, MeJuaHata Ha BpeMeTo Ha




npocnensaBade € 1,2 ronuny; 1,7 roquHM 3a MpoydBaHUATA NPH ncopuasuc, 0,6 TOAUHHU 3a
npoyuBaHusTa npu 6onect Ha Crohn u 2,3 roguHuU 3a NPOYYBaHUATA € YILEPO3eH KOIUT. [IponeHTsT
Ha nHpeknuuTe ¢ 0,85 3a manueHToroIMHa MpociensBaHe MPU NalUeHTH, JIEKYBaHH C YCTEKHHYyMa0, a
NPOLIEHTHT Ha cepro3HuTe HHPpekunu npu Tax e 0,02 3a manueHToroJuHa Npocie/sIBaHe

(289 cepno3nm nHpekmn 3a 15 227 nanueHToroANHU NPOCIeAsiBaHe) U ca JOKIIaJIBaHA CEPUO3HU
HHGEKINH, BKJIIOYUTEIHO THEBMOHMS, aHAJIEH a0CIiec, LeNyJIUT, AMBEPTUKYIIUT, TACTPOCHTEPUT U
BHUPYCHH MH(EKIHH.

B npoBeneHn KIMHUYHY MPOYYBaHMS MMAIlMEHTH C JIATEHTHA TyOepKyJ03a, KOUTO ca Omin
€HOBPEMEHHO JIEKyBaHH C M30HHUA3H]I, HE Ca PAa3BHIIN TyOEpKy03a.

310Ka4YeCTBEHHN 3a00IsIBAHUS

B mtarte60-koHTpOIMpaHus Ieproa Ha KIMHAYIHH MPOYYBAHUS TIPH TICOPHUA3HC, TICOPUATHICH apTPHT,
6osect Ha Crohn ¥ yiIepo3eH KOJIUT YeCTOTaTa Ha 3JI0KAYeCTBEHUTE 3a00JIIBaHUS, C U3KITIOUCHHE Ha
HEMEJIaHOMEH pak Ha Koxata, € 0,11 3a 100 mauueHToroguHu NpocieasBaHe Npu NalueHTH,
JIEKyBaHU ¢ ycTekuHyMa0 (1 mamueHT 3a 929 nmarueHToroInHy mpocieasBane) B cpaBaenne ¢ 0,23
MIpH MAIIMEHTUTE, JIEKyBaHU ¢ mare6o (1 manueHT 3a 434 marmeHToroIMHN MPOCIICASIBAHE ).
YecToTaTa Ha HEMeIaHOMEH pak Ha koxkara € 0,43 3a 100 manueHTOroANHY MPOCIEIsIBaHE 3a
MMalACHTHUTE, JICKYBaHH ¢ YCTeKHHYyMa0 (4 manuenTn 3a 929 manyueHTOroANHY MPOCIIEAIBaHe) B
cpasaenue ¢ 0,46 mpu ManKUeHTUTE, JICKYBaH! ¢ 1arne6o (2 manuenTy 3a 433 marueHToroInHu
MIpOCIIEsSBaHE).

B xoHTponmpanuTe M HEKOHTPOJIMPAHNUTE TIEPHUOIU HAa KITMHIHYHUTE MTPOYIBAaHUS TPU TICOPHA3HC,
[IcopuaTH4eH apTpuT, OosecT Ha Crohn u ymIiepo3eH KOJIUT, IPeACTaBIIABALIH

15 205 manueHToroiIMHU eKCIO3UIINS C YCTeKUHYMao rpu 6 710 nmanueHTy, MeJuaHata Ha BpeMeTo Ha
npocieasiBane € 1,2 roguHa; 1,7 roguHu 3a npoy4BaHusTa Npu rncopuasuc, 0,6 ronuHu 3a
npoyuBanusTa mpu 6osiect Ha Crohn u 2,3 ronuHM 3a MPOYIBAHUATA C YIIIEPO3CH KOJUT.
3nokadecTBEHH 3a00NsIBaHUs, C H3KIIOYCHNE Ha HEMETaHOMEH paK Ha KoKaTa, ca JOKJIaJBaH! IpU

76 nanuenTH 3a 15 205 manueHToroauam Ha npocienssane (dectora ot 0,50 Ha 100 manueHTOroJMHHA
Ha TIPOCTeIsIBaHe TIPH MAIMCHTH JICKYBaHU C YCTeKHHYMa0). Te3n ciaydan Ha 3710Ka9eCTBEHH
3a00JIsIBaHuUS, CHOOILCHN TPH MAUCHTH, JIEKYBaHH C YCTEKHHYMa0, ca CpaBHUMH C OYaKBaHUTE
cilyyad B o0IIaTa nomyJanus (crannapTu3upad koepuuueHt Ha yectora = 0,94 [95% noseputenen
naTepBait: 0,73, 1,18], kopurupad 3a BB3pacT, oI U paca). Hali-decTo HaOIro1aBaHUTE
37I0Ka4eCTBEHH 3a00JIIBaHNA, Pa3TUYHN OT HEMEJIAHOMHHS KapIIMHOM Ha KO)KaTa, ca KapIMHOM Ha
[IpocTaTara, MeJIaHOM, KOJIOpEKTaJIeH KaplIMHOM U KapIIMHOM Ha rbpAarta. CllydyanTe Ha HEMeJIaHOMEH
KapImHOM Ha kKoxkata ca 0,46 Ha 100 maieHTOroJMHU Ha MPOCIeAsiBaHe MPU MaIlUEHTH, JIEKYBaHH C
ycTekuHyMab (69 manuenTH 3a 15 165 manmenToroanan Ha npociensBane). CbOTHOIIEHHETO Ha
MaIMeHTy ¢ 0a3ajeH CIpsIMO CKBaMO3HOKJIEThUEH KapLMHOM Ha KoskaTa (3:1) e cpaBHUMO Cbhe
CHOTHOIICHUETO B 00MIaTa momyinanus (Bx. Touka 4.4).

Peaknyu Ha CBPBXYYBCTBUTEIHOCT U PEAKIIMU KbM HHQY3HUATA

B npoy4BanusTa ¢ ”HTpaBeHO3HA HHAYKIH 1pH OoJiecT Ha Crohn M ymIiepo3eH KOJIHT He ce
choOIIaBaT ChOUTHS Ha aHADUIAKCHS WIH IPYTH CEPHO3HH PEaKINK KbM HHPY3HATA clie]] eTMHUIHA
WHTpaBeHO3HA /103a. B Te3u nmpoyuBanus 2,2% ot 785 manueHTy, JIeKyBaHH ¢ mianebo, u 1,9% ot
790 nauueHTH, IeKyBaHU € IPENOpBUMTENHATA 1032 YCTEKHHYMa0, choOIIaBaT HeKeJIaH!u ChOUTHS,
BB3HUKHAJIHM 10 BpEMe Ha WM B PAMKHUTE Ha eIWH Jac oT nHPy3usra. [lo Bpeme Ha
MOCTMAPKETUHTOBOTO HAOJIOJIEHHE CE ChOOIIABAT CEPHO3HH PEAKIINH, CBbP3aHH ¢ MHDY3UITA,
BKJIIOUMTEITHO aHa(WIAKTUYHHU peakunuu KbM HHPYy3usaTa (BXK. Touka 4.4).

llenmaTpudHa HOMyIaIis

Ileduampuunu nayuenmu Ha 6 200UHU U NO-20JleMU C NIAKO8 NCOPUASUC

BbesonacHocTTa Ha ycreknHyMal € mpoyveHa B IBe Mpoy4dBaHus ¢asa 3 mpu NeAnaTpUIHU MaIUeHTH C
YMEpEH JI0 TeXbK IJIaKOB rncoprasuc. [IspBoTo npoyusane € nipu 110 mauueHT Ha Bh3pact oT 12 10
17 roauHu, TeKyBaHH B Mpob/KeHne Ha 60 ceAMUIIM, a BTOPOTO Ipoy4BaHe € npu 44 manueHTH Ha
BB3pactT ot 6 110 11 rojuHu, JISKyBaHU B MPOIbIDKEHHUE HA 56 ceamuim. KaTo 1s10 choOmeHuTe
HEeXellaH! CHOUTHS B TE3U JIBE IIPOYUYBAHUS C JaHHM 33 O€301acHOCT A0 | TofuHA ca MoA00HH Ha
Te3W, HAOJII0JaBaHU B IPEIUIITHH MPOYYBAHUS MIPU BH3PACTHH C IJIAKOB IICOPHUA3HC.
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Tleouampuunu nayuenmu ¢ meeno nati-manko 40 kg ¢ 6onecm na Crohn

besomacHocTTa Ha ycTeknHyMab e mpoydyeHa B eqHO npoyuBaHe (aza 1 u eaHo npoyuBane ¢asza 3 npu
NIeIMaTPUYHU MMAIMEHTH C YMEPEeHa JI0 TeXKKa akTuBHA OosiecT Ha Crohn choTBeTHO 110 ceamuna 240 u
cenmuna 52. Karo msmo mpodrrbT Ha 6e30macHOCT B Ta3u koxopTa (n = 71) e mogo6eH Ha To3H,
HaO0JIFOTaBaH B MPETUIITHA MPOYYBAHUS ITPH BB3pacTHH ¢ Oosectra Ha Crohn.

CrobIiaBane Ha Mo/I03MPAHU HEWKETAHH PEAKIIUH

Cro0IaBaHeTo Ha MMOJI03MPAHN HEeXKENIaHH PEaKIUK CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
HPOIYKT € BaxkHO. ToBa M03BOJIsIBA /1a IPOIBIKU HAOJIOICHUETO Ha ChOTHOIICHHUETO MOJI3a/pHUCK 32
JIeKapCTBEHUs MPOAYKT. OT MEAUIIMHCKHUTE CIICI[HATHCTH CE M3UCKBA Jla ChOOIIABAT BCSIKA
M0JI03UPaHA HEeXeNlaHa Peakiis Ype3 HaMOHAIHA CHCTEMa 3a ChOOIIaBaHe, MOCOYCHA B

Ilpunoxenue V.

4.9 Ilpeno3upane

Ennanunn no3u go 6 mg/kg ca npuiaraHu HHTPaBEHO3HO B KIIMHUYHU MPOYyYBaHUs 0€3
orpaHyYaBallia 103aTa TOKCHYHOCT. B citydaii Ha npeno3upane ce npenopbuBa NallMEHTUTE Ja ce
HaOJrofaBaT 3a NPU3HAIM WIKM CHMITOMH Ha HE)XXEJIaHU PEaKkIMU 1 He3a0aBHO Aa ce MPUII0XKU
HOAXOISIN0 CUMIITOMATHYHO JICUCHHUE.

5. DAPMAKOJIOT'NYHU CBOUCTBA

5.1 ®apmakoaMHAMUYHHU CBOMCTBA

®dapmakoTepaneBTHYHa rpyna: MimyHocynpecopu, naxuoutopu Ha uatepieknna, ATC kox:
LO4ACO5

Pyzchiva e 6uonomo0eH iekapcTBeH npoAyKT. [loagpoOHa uHdpopmarlus e npegocTaBeHa Ha yeOcaiita
Ha EBponeiickara areHuus mo jgekapcraata https://www.ema.europa.eu.

MexaHn3bM Ha JIEHCTBUE

YcerexkunyMab e 3o goBemko [gG 1Kk MOHOKIIOHAIHO aHTUTSIIO, KOETO C€ CBBbP3Ba ChC
cneunpUIHOCT KbM 00IaTa IpoTenHoBa cyOeanHuna p40 Ha YOBEIIKUTE HTUTOKUHA HHTEPIICBKUH
(IL)-12 u IL-23. YcTexknnymab moTucka OmoakTUBHOCTTA Ha YoBemkute 1L-12 u IL-23, xaro
npenoTBpatsBa cebp3BaHeTo Ha p40 ¢ IL-12RB1 penentopen npoTenH, pa3noiokeH Ha MOBbPXHOCTTa
Ha UIMYHHUTE KJIETKU. Y CTeKHHYyMa0 He Moxe a ce cBbpke ¢ 1L-12 umu ¢ IL-23, xouTo Beue ca
cebp3anu ¢ IL-12RB1 peuentopu no knerpuHaTa NOBBPXHOCT. ClIeJ0BATETHO € MAJIIKO BEPOSTHO
ycTeknHyMal Aa yJacTBa B KOMIUIEMEHT- WIIM aHTUTSJIO-MEJUUpaHaTa IUTOTOKCUYHOCT Ha KIIETKUTE
c peuentopu 3a IL-12 w/umm 1L-23. IL-12 u [L-23 ca xeTrepoarMepHU LIUTOKWHH, CEKPETHPAHU OT
aKTHUBHMPAaHU aHTUTE€H-TIPEICTABAIIN KIETKU, HAIpUMep Makpodaru 1 JeHAPUTHH KICTKU U JBaTa
IIATOKWHA yJacTBaT B UMyHHUTE QyHKINH; [L-12 ctumynupa ectecTBeHuTE KieTku youim (NK) u
npeanssuksa qudepennuanusata Ha CD4 + T knetkure kbM T 1 xenmmnepen (Thl) penorumn, IL-23
unnyuupa et Ha T 17 xennepurte (Th17). AGHopmHara perynanust Ha IL-12 u IL-23 obaue ce
CBBP3Ba C UMYHHOMEIMUPAHH 3a00JIIBaHUS KaTO IICOPHA3UC, ICOPUATHYEH apTPUT U OOJIeCT Ha
Crohn.

Upes cBbp3Bane Ha obmara cyoeqununa p40 na [L-12 u IL-23 ycrekuHymab MoxKe 1a OKa3Ba CBOUTE
KJIMHUYHYU e¢(EKTH MTPH TICOPHA3NC, TICOPUATHICH apTpuT u OoJiecT Ha Crohn upe3 mpekbCcBaHe Ha
merrumara Ha Thl u Th17 nurokuamr, KOUTO ca B OCHOBATa Ha IATOJIOTHATA Ha TE€3U 3200 IIBaAHUS.

IIpu nmaruenTu ¢ 6osrect Ha Crohn JredeHNETO ¢ yCTEeKMHYMa0 BOAM 10 HAMAJICHHUE Ha
BB3MAJUTETHUTE MapKepH, BKIIoUnTenHo C-peaktuseH npotenH (CRP) u dexanen KanmmpoTeKTHH 110
BpeMe Ha MHIYKIMOHHATa (aza, KOeTo cliell TOBa ce MOAbpiKa Ipe3 Isuiarta noaabpxama ¢gaza. CRP
€ OLICHEH I10 BpeMe Ha NPOIBJDKEHUETO Ha IPOYyYBAHETO U HAMAJICHUTA, HAOII0AaBaHH 110 BpeMe Ha
noaabppxKamaTa (pasa, oOOMKHOBEHO ce 3ama3BaT 0 252 ceaMuIia.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc
https://www.ema.europa.eu/

Umynnszanun
ITo BpeMe Ha IBATOCPOUYHOTO MPOABIKEHUE Ha IpoyyBaHe rpu ncopuasuc 2 (PHOENIX 2),

BBH3PACTHUTE MAIMEHTH, JICKYBaHU C YCTCKUHYMa0 3a Hali-Maliko 3,5 TOJUHH, ca aId aHTHTSIIO-
OTTOBOPH Ha THEBMOKOKOBH TIOJIM3aXapH/IHH BAKCHHH U BAKCUHU CPEIIly TeTaHyC, CXOIHU C TE3U NpH
KOHTpOITHATa rpyna MalueHTH, ToIy4yaBalld HECHCTEMHO JedeHre Ha ricopraszuc. CXOeH MPOLEHT OT
BB3PACTHUTE MAITUEHTH, JIEKYBaHU C YCTEKUHYMAa0 U T€3W B KOHTPOJIHATA TPYIIa, Ca Pa3BUIH 3aIIUTHH
HUBA HAa aHTUITHCBMOKOKOBH M aHTUTCTAHUYHU aHTUTENA, M TUTPUTE HA aHTUTEIATa UM Ca CXOJTHH.

Kimmanuna edpuxacHoct

Bonect va Crohn

bezomacHocTTa 11 epuKacHOCTTa HAa yCTEKHHYMa0 ca OIIEHEHU B TPU PaHAOMHU3HPAHHU, IBOWHOCIIETIH,
TT1ane00-KOHTPOJIUPAHU, MHOTOIICHTPOBH MTPOYYBAHUS MPU BH3PACTHU MALMEHTH C YMEPEHA JI0 TEKKA
aktuBHa Oostect Ha Crohn, ¢ MHmekc Ha akTBHOCTTA Ha OojecTTa Ha Crohn (Crohn’s Disease
Activity Index, CDAI > 220 u < 450). IIporpamara 3a KTHHUYHO pa3paboTBaHe ce€ ChCTOH OT JBE 8-
CeIMUYHH ITpoyuBaHus ¢ nHTpaBeHo3Ha HHIYKIus (UNITI-1 u UNITI-2), mocnenBanu ot
44-ceMUYHO PaHIOMHU3UPAHO TIPOYYBAHE C TIOJIKOKHO MPUIIOKEHUE HA ToIbpiKkaiia no3a (IM-
UNITI), mpexncrapisBamm 52-ceqMUIHA TepaITHSI.

[IpoyuBanusta ¢ uaaykums moysar 1 409 (UNITI-1, n = 769; UNITI-2 n = 640) manuenTH.
[IppBHYHaTa KpaiiHa TOUKa 3a IBETEC MHIYKIIMOHHU IPOYYBAHHS € MIPOLEHTHT HA YUaCTHULIUTE C
KIIMHUYEH OTroBop (ompenerneH kato Hamanenue Ha CDAI ckopa ¢ > 100 Toukn) Ha ceamuiia 6.
Jannute 3a epUKacHOCT ce chOMpAT M aHATU3UPAT JI0 CEIMUIIA 8 3a IBETE MPOYUYBAHUSI.
EnHOBpeMEHHOTO MPUIIOKEHHUE Ha NIEPOPATHU KOPTUKOCTEPOUIM, UMYHOMOYJIaTOPH,
aMMHOCAIMLIIATH U aHTUOMOTHULIM € pa3penieHo u 75% oT mauueHTuTe NpOoABJIKABAT J1a I10JIyyaBat
Hali-MaJKo €JHO OT Te3H JIeKapcTBa. B BeTe mpoydBaHus MAMEHTUTE Ca PaHIOMU3NPAHH Ja
NOJy4aT €MHOKPATHO MHTPABEHO3HO MpeNopbUnTeNHaTa 103a 0T nNpubam3utenHo 6 mg/kg B
3aBHCHMOCT OT T€JIEeCHOTO Tero (Bxk. Tabmuua 1, Touka 4.2), pukcupana no3a 130 mg ycrekuHyMad
w1 miane6o Ha cexmuna 0.

ITauuentute B UNITI-1 ca nekyBaHu HeyCHEIIHO WIM UMAT HEMMOHOCUMOCT KbM IIpeALIeCTBAIlAa aHTU-
TNFa tepanus. [lpubmusnurenno 48% OT manueHTHTE ca JIeKyBaHHU HEYCIIEITHO ¢ | TpeamecTama
antu-TNFa tepamus, a 52% ca nexyBaHu HeycnemHo ¢ 2 uin 3 npeamectany antu- 1T NFo Tepanum.
B toBa npoyuBane 29,1% oT manueHTHTE UMAT HEAOCTAThYEH HayajieH OTTOBOP (IbPBUYHU
HepecroHaepn), 69,4% ca ce TOBIUSUIIN, HO ca MPECTAHAIH J]a C€ TIOBIUABAT (BTOPHYHH
HepecTnoHepH), a 36,4% umar HemOHOCHUMOCT KbM aHTH- T NFa Tepanun.

ITauuenture B UNITI-2 ca nekyBaHHu HEyCHEIIHO HA-MAJKO C €JHA KOHBEHI[MOHAIIHA TEPAIHs,
BKITFOUMTEITHO KOPTUKOCTEPOH TN HITH KIMYHOMO/IYJIATOPH, KaTo K HE ca JIEKYBaHH JIOCETa C aHTH-
TNF-a tepanust (68,6%), wiu ca mosryyaBanu npeau Tosa aHTu-1TNFo Tepamust, HO Ts e Onna
Heycrensa (31,4%).

B nBere UNITI-1 u UNITI-2 3Ha4MMO TTO-TOJISIM TIPOIICHT OT IMAIIMEHTHUTE B TpyIiaTa, JIEKyBaHa ¢
YCTEKHHYMa0, ca ¢ KIMHUYEH OTIOBOP U peMHCHS B cpaBHeHue ¢ miare0o (Tadnumna 4). KnuaunaHust
OTTOBOP U PEMHUCHSTA ca 3HAYHMH OIIE HA CEAMUIIA 3 TIPH MAIUSHTUTE, JICKYBaHU C YCTEKUHYMa0, U
T€ TIPOIBIDKBAT Jla ce MOA00pIBaT 0 ceamuIia 8. B Te3u mpoydBaHUs ¢ HHAYKIHS ePUKacCHOCTTA €
MO-BUCOKA M Ce MOJABpPIKA M0-I00pe B TpyIaTa ¢ 103a B 3aBUCHMOCT OT TEJIECHOTO TETJO, B
cpaBHEHUE C rpymara ¢ A03a 130 mg u nmopaau ToBa MPU MHTPABEHO3HA UHIAYKLUS C€ IPETNOpPbUBa
JIO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TETJIO.
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Tabanna 4: Unayknus Ha kJanHu4YeH oTroBop M pemucusi B UNITI-1 m UNITI 2

UNITI-1* UNITI-2 **
Ilnaue6o |IIpenopbuure| Ilname6o |IIpenopbuuTe
N =247 JIHA 1032 N =209 JIHA 1032
yCTeKMHYMa0 yCTeKMHYMa0
N =249 N =209
Knmanyna pemucusi, ceqmuria 8 18 (7,3%) 52 (20,9%)* | 41(19,6%) | 84 (40,2%)*
Komnuaen orrosop (100 Touxu), 53 (21,5%) | 84 (33,7%)° | 60 (28,7%) | 116 (55,5%)"
ceamuia 6
Komnusen orrosop (100 Touxnu), 50 (202%) | 94 (37,8%)" | 67 (32,1%) | 121 (57,9%)"
cenqMuIia 8
70-TOYKOB OTTOBOD, CEAMHIIA 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)*
70-TOYKOB OTTOBOP, CEAMHUIIA 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)*

Knuununara pemucus e onpegencna kato CDAI ckop < 150; KnMHUYHUAT OTrOBOp € OIpeEICH KaTo HaMaJIeHUE Ha
CDALI cxop ¢ Haii-manko 100 Touku UM CbCTOSHHUE B KIIMHUYHA PEMUCHUS

70-TOUYKOBHSIT OTTOBOP € orpeaeseH karo Hamanenue Ha CDAI ckop ¢ Haii-manko 70 Touku

* Heycnex na antu-TNFa tepanust

** Heycnex Ha KOHBEHI[OHAJIHATA Tepanus

¥ p<0,001
® p<0,01

B npoyuBanero ¢ mogappxarma tepamnus (IM-UNITI) ca onenenn 388 marueHTH, KOUTO TOCTUTAT
100-TOYKOB KIMHHUYEH OTTOBOP Ha CEAMHUIIA 8 OT MHAYKLHUATA ¢ ycTeknHyMa0 B mpoyuBaHust UNITI-1
u UNITI-2. [TanmenTure ca paHAOMU3HPAHU HA CXEMa Ha MOAIBPKAIIO0 JICUCHHUE C MTOAKOXKHO
npunoxenue Ha 90 mg ycreknaymad npe3 8 ceqmuiy, 90 mg ycrekuHyMad npe3 12 ceaMunm wiu
mwiane6o B mpoabpiDKeHue Ha 44 cenMuiy (3a MpenopbhUnTeTHATa MOIbpKAIIa 032 BXK. Touka 4.2 OT
KXITI Ha ycTeknHyMa0 MHKEKIIMOHEH Pa3TBOP ((hIaKOH) ¥ MHKEKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO
HaITbJIHEHA CIIPUHIIOBKA WX MIPEBAPUTEITHO HAIThITHEHA TTHCAJIKA).

3HaYMMO MO-TOJISIM MPOLEHT MALMEHTH B IPYNHUTE, JIEKYBaH! C YCTEKHHYMa0, MOAIbPKAT KITMHHUYHA
peMucus 1 OTrOBOp Ha ceamuLa 44 B cpaBHEHHUE ¢ TpymaTa Ha mtanedo (Bx. Tabmuna 5).

Tabauna 5: Hogabp:kane Ha KIUHUYHUA OTroBOP M pemucusi B IM-UNITI (cenmumna 44;
52 cexMuIM OT 3aM04YBaHe ¢ HHAYKIMOHHATA /1032)

[nanedo* 90 mg 90 mg
YCTEeKHHYMAa0 | ycTeKHHyMa0
npe3 npe3
8 cexmuun 12 cenmunu
N=1317 N =129f
N =128
Knuanuna peMucust 36% 53%" 49%°
Knunuyen otrosop 44% 59%° 58%°
Knuanana pemucust 6€3 KOPTUKOCTEPOHTH 30% 47%* 43%"°

KnmargHa peMucHsi py MalueHTH:
B PEMUCHS B HAYAJIOTO HA MOAIbpIKamaTa
Tepanus

46% (36/79) | 67% (52/78)* | 56% (44/78)

KOHTO C€ BKIIFOUBAT OT IIPOYUBAHC

CRD3002% 44% (31/70) | 63% (45/72)° 57% (41/72)

KOHMTO HE Ca JICKYyBaHHU JOCE€Tra C aHTU-

0, 0, B 0
TNFo Tepanust 49% (25/51) | 65% (34/52) 57% (30/53)

KOHTO C€ BKIIFOUBAT OT IIPOYYUBAHC

CRD3001°% 26% (16/61) | 41% (23/56) 39% (22/57)
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Knunnunara pemucus e onpenenena kato CDAI ckop < 150; KnuHUUHUAT OTTOBOD € OIpeAesieH KaTo HaMaJieHue Ha
CDALI ckop ¢ Haii-manko 100 TOUKU WM ChCTOSHHUE B KIIMHIUYHA PEMUCHS

* T'pynara Ha ruiane6o ce CbCTOHM OT HALJMEHTH, KOUTO Ca e MOBIHMSUIN OT YCTEKMHYMa0 M ca paHJOMHU3HPAHH 1a

OJTy4aBaT Iiane0o B Ha4aJoTo Ha MOIbpIKaIlaTa Teparus.

MManuenTn, kouro nmat 100-TOYKOB KIMHUYEH OTTOBOP KbM yCTEKMHYMal B HA4aJIOTO HA MOJbpIKAIIaTa Tepamus

[TarmenTH, KOMTO HE ca ce MOBIMSUIM OT KOHBEHIIMOHAJIHATA Tepamnusi, HO He aHTH-TNFa Tepanus

e

[MauuenTH, KouTo ca pepakTepHU WIK UMAT HEMOHOCUMOCT KbM aHTH-TNFa Tepamnus
p<0,01

p <0,05

HOMUHAJHO 3HaunMa (p < 0,05)

(S

B IM-UNITI 29 ot 129 naumueHTH He MOAABPKAT OTTOBOPA KbM YCTEKHHYMa0 MPpH NPUIIOKEHHE Tpe3
12 cenMuIy 1 € TIO3BOJICHO KOpUTHpAHE Ha J03aTa Taka, 4e Ja Moy4aBaT ycTeKuHyMab mpe3s

8 cemmurtu. 3arybara Ha otroBop e omnpeneneHa karo CDAI ckop > 220 Touku u > 100 Touku
nosuieHue crpsmo usxogaus CDAI ckop. [lpu Te3u nanueHTy KIMHUYHA pEMUCHS ce TIOCTUTa U
41,4% ot mauuenture 16 ceaMUIN clie] KOpUTHpaHE Ha J03aTa.

[TarueHTHTE, KOUTO HE Ca MOCTUTHAIN KIIMHUYCH OTTOBOP KbM MHAYKIIUS C YCTCKUHYMaO Ha
ceamuna 8 ot npoyuBanusaTa ¢ uHAYKIus UNITI-1 u UNITI-2 (476 nanueHTu), ca BKIIOYEHH B
HepaHAOMH3UpPaHATa 9acT OT MPOyYBaHeTO ¢ moaabpxkainia tepanus (IM-UNITI) u ca moxyunnm
MOJIKO)KHA MHXKEKIHA ¢ ycTeknHymab 90 mg mo toBa Bpeme. Crieq ocem ceamunu 50,5% ot
MAI[MEHTUTE Ca OCTUTHAJM KIIMHUYEH OTIOBOP U Ca PO IBJDKIIIH J1a TIOJIyYaBar MmoibpiKania
Tepanus npe3 § ceqmuiy. [lopeueTo oT Te3u MaMEeHTH ¢ MPOABIDKUTEHA TIOTbpoKaIla Teparus
noaabppxKat orroBop (68,1%) u mocturat pemucus (50,2%) Ha cenmuna 44, KaTo MPOIEHTHT UM €
Mo100eH Ha TO3M MPHU MALMEHTUTE, KOUTO IIBPBOHAYAIHO €a CE€ MOBIMSIIA OT HHIYKLUS C
YCTEKHMHYMao.

Ot 131 manueHTH, KOUTO ca ce MOBJIUSIM OT MHAYKINA C YCTEKHHYMal ¥ ca paHAOMHU3HPAaHH B
rpynara Ha miare0o B Ha4ajloTO Ha MPOYYBAHETO C MO IbpIKalla Tepanus, 51 BIOClIeCTBUE ca
3aryOmim oTroBOpa cu ¥ ca noiay4min 90 mg ycreknayMad moakoxHo npes 8 ceamunu. [loBeyero ot
MMalACHTUTE, 3aTyOMIIN OTTOBOPA CH U TTOTHOBHIIH JICUEHUETO C YCTEKUHYMab, ca To HalpaBwIIA B
pamkuTe Ha 24 ceMUIM OT HHAYKIMOHHAaTa nHGY3us. Ot Te3u 51 nanuentu 70,6% nmocturar
KJIMHAYEH OTroBOp U 39,2% MOoCTUraT KIMHUYHA peMucHs 16 ceIMuULY ciel MoIy4aBaHeTo Ha
ITbpBaTa MOIKOXHA 10332 YCTEKHHYyMa0.

B IM-UNITI nauueHnTuTe, 3aBBPIIMIM IPOYUBAHETO A0 ceamuua 44, ca moAXoAsAIIU 1a IPOAbIIKAT
JICYEHHUETO B IPOABJDKEHUE Ha poyuyBaHeTo. [Ipu Bcnukute 567 nalieHTH, BKIIOYEHH Ha U JIEKyBaHU
C ycTeknHyMal B MPOIBIDKEHUETO Ha MMPOYYBAHETO, KIMHUYHATA PEMUCHS U OTTOBOPHT OOMKHOBEHO
ce MoIbpKAT 10 ceamuIia 252, kakto npu OosHuTe ¢ Heycnex Ha TNF-tepanuuTe, Taka u npu
MalMEHTUTE C HEYCIIeX Ha KOHBEHIIMOHATHUTE TepaIluu.

AHanu3bT 3a 6€30macHOCT, BKIrouBai 457 nanuenTtH (1289,9-narieHTOroiMHM"), POCICACHH JI0
220 cenMuIy, OKa3a, 4ye npoduabT Ha Oe3onacHocT Mexay 44 u 220 ceaMulia, € CpaBHUM € TO3H,
HaOronaBad 1o 44-ta ceqMuIia.

He ca ycraHoBeHM HOBU ChOOpaXkeHUs 3a 0€30MaCHOCT MPH YIbJDKaBaHE HAa TOBA MPOYYBAHE JI0
5 TOIWHY Ha JICYCHUE TIPH ManueHT ¢ 6onect Ha Crohn.

Enoockonus

BBHIIHMAT BUJ HA TUTaBUIIATA € OIEHEH SHIOCKOIICKH MpH 252 MAIMeHTH C MOAXO0 A U3X0THA
€H/IOCKOTICKAa aKTHBHOCT Ha 3a00JIsIBAHETO B €THO MOANpoyuBaHe. [IspBuUHaTa KpaiiHa TOYKa e
MPOMSIHA OT M3XOJHOTO HMBO Ha ONPOCTEHUS SHIO0CKOIICKU cKop nipu Oosect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH CKOp OT 5 WII€0-KOJIOHHU
CErMEeHTa 3a HaJn4uue/pa3Mep Ha SI3BUTE, IPOICHT Ha JIMTaBUYHATA MMOBBPXHOCT, TOKPHUTA OT SI3BH,
MIPOIICHT Ha JIMTaBUYHATA MOBBPXHOCT, 3aCeTHATa OT JIPYTH JIC3UH, U HATNYIHE/BUJT HA
CTeCHsIBaHMsATa/CTpUKTYypuTe. Ha cenmuna 8, cren efMHMYHA MHTPaBEHO3HA MHIYKIIMOHHA /1034,
npomsiHaTta B SES-CD ckopa e mo-ronsiMa B rpymnara Ha ycreknaymad (n = 155, cpeana

mpoMsHa = -2,8) OTKOJIKOTO B Tpymara Ha 1ramnebo (n = 97, cpenna npomsaa = -0,7, p = 0,012).
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Tlosnusasane na pucmynume

B enHa moarpyma nanueHTy ¢ ApeHupany GUCTyIr Ha u3X0aHO HUBO (8,8%; n = 26), uctynure Ha
12/15 (80%) oT JeKyBaHUTE C YCTEKHMHYMAO MAI[MCHTH CE MOBJIHUSIBAT B MPOABIDKCHUE HA 44 ceMUII
(ompeneneno kato > 50% HaMaeHre OT U3XO0HO HHUBO B IPOYYBAHETO C HHAYKIHS Ha Opos Ha
npenupanute puctynm) B cpasaenue ¢ 5/11 (45,5%) ¢ mmare6o.

Kauecmeo na srcusom, cevp3ano cve 30pasemo

KadecTBOTO Ha KHBOT, CBBP3aHO ChC 37PABETO, € OICHEHO IMMOCPEACTBOM BBIIPOCHUK TIpH
Bh3MAIMTEIHN 3200 sBanus Ha yepsara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BeipocHunu SF-36. Ha cenmunia 8 nanpieHTUTE, MOJTyYaBaIlin yCTeKHHyMa0, IOKa3BaT CTaTUCTUYCCKU
3HAYUMO TO-TOJISIMO ¥ KIIMHUYHO 3HAYUMO 1ogoopenue Ha oommms IBDQ ckop u Ha SF-36 Mental
Component Summary Score B UNITI-1 u UNITI-2 u Ha SF-36 Physical Component Summary Score B
UNITI-2 B cpaBHeHnue ¢ miane6o. B npoyusanero IM-UNITI no cenmuia 44 te3u mogo0peHus
O0OMKHOBEHO C€ MOIbPKAT MO-100pe MpH JIEKYBaHU C YCTEKHHYMAa0 MallueHTH B CPAaBHEHHE C
miare6o. [lomobpenneTo Ha Ka4eCTBOTO HA KUBOT, CBBP3aHO ChC 3APaBETO, OOMKHOBEHO CE
MOJUTbprKa MPe3 IAJI0TO MPOIBIDKEHHE A0 cenMuIa 252.

HmyHoreHHocr
ITo Bpeme Ha NedeHHE ¢ YCTEKUHYMa0 MOTaT Jla Ce pa3BUAT aHTUTEJNA CPEIly YCTEKHHYMa0 1

MOBEUYETO OT TAX ca HeyTpanu3upanm. O0pa3yBaHETO Ha aHTHTENA CPEIly YCTEKMHYMa0 € CBhP3aHO ¢
TIOBHIIIEH KIIMPHHC Ha YCTEeKUHYMaO rpu nanuenTu ¢ 6onect Ha Crohn. He e HaOmo1aBana HaMaseHa
eukacHocT. He ce HabOm01aBa 0UeBHIHA 3aBUCIMOCT MEXKIY HAJTMYUETO Ha aHTHUTETIA CPEIITy
YCTEeKUHYMAa0 | MOsBaTa HA PEAKIINH Ha MSICTOTO Ha WHXKEKTUPAHE.

[Nenmarpuyna nonynanus

EBpomnelickara areHIus 1o JeKapcTBara oTiara 3abJKEHHETO 3a PEI0CTaBsHEe Ha PE3yJITATUTE OT
NPOYYBaHUATA C YCTEKWHYMa0 B €lHa WM NOBeYe NOATPYIH Ha MeAnaTpUIHaTa NOMyIanus IpH
oorect Ha Crohn (Bx. Touka 4.2 32 wHGOPMAIIIS OTHOCHO yIOTpeda B MeUATPUATA).

bonecm na Crohn npu doeya

BbezonacHocTTa M ehrkacHOCTTA Ha yCTEKHMHYMa0 ca OlleHeHH MpH 48 NeAnaTpUyYHU MAIUEHTH C TETJI0
Haii-manko 40 kg B MeXXIHHEH aHaJIM3 HA MHOTOIIEHTPORBO poyuBaHe ¢aza 3 (UNITI-Jr) 3a
NeIMATPUYHH MAIMEHTH C YMEPEHa JI0 TeXKa akTuBHA OosecT Ha Crohn (nedunupana upes MHaeKc
Ha akTHBHOCTTA Ha OosiectTa Ha Crohn [PCDAI] >30) B npoabkeHue Ha 52 CEIMUIH JICUCHUE

(8 ceqmuIT MHAYKIIMOHHO U 44 CeIMHUIIN TTOAIBPIKAIIO JiedeHue). [larmenTuTe, BKIIOYCHH B
MIPOYYBAHETO, MITM HE Ca MMAaJIM IOCTaThu€H OTIOBOP, MJIM Ca MM HEMOHOCHMOCT KbM IPEIX0IHA
OMoJIOTMYHA WM KOHBEHIIMOHATHA Tepanus 3a 6onectta Ha Crohn. [Ipoy4uBaHeTo BKIIIOYBA OTKPUTO
WHIYKIMOHHO JIYeHUE C eJMHNYHA MHTPABEHO3HA /1032 YCTEKMHYMa0 nmpubmusutentno 6 mg/kg (Bxk.
To4Ka 4.2), MOCIIeIBaHO OT PAaHIOMHU3HpaHa JBOWHOCIIANA MOJTbpKAIIa CXeMa C IIOIKO0KHO
npuioxkeHue Ha 90 mg ycTekuHyMab Ha BCEKH 8 CEIMUIIM WM Ha BCEKH 12 cenMuUIn.

Pesynmamu 3a epuxacnocm

[IbpBUYHATA KpaiiHa TOYKA HA MPOYYBAHETO € KJIMHUYHA PEMHCHS Ha CEIMHIIA 8 OT HHIYKIUATA
(nedmnupana xato ckop mo PCDAI < 10). [IponieHTHT Ha MAIUEHTUTE, IOCTUTHAIIN KIMHAYHA
pemucus, € 52,1% (25/48) u e cpaBHUM C TO3H, HAOJIOJaBaH B POy4YBaHHUATA (a3a 3 Ha yCTEeKHHYMao
MIPU BB3PACTHH.

Kiuanden otroBop e HaOnro1aBaH omie Ha ceaMuna 3. [[poleHThT Ha NAlMEHTUTE C KIMHHYEH
OTroBOp Ha ceamuIia 8 (neduHMpaH KaTo HAMAJICHHUE CIIPSAMO M3XOTHOTO HUBO Ha OOIIHS CKOp TI0

PCDAI >12,5 touku ¢ o6m1 ckop o PCDAI ne noseue ot 30) e 93,8% (45/48).

B tabmmia 6 ca npeacTaBeHN aHATM3UTE HA BTOPUYHHUTE KPaWHHA TOYKH TI0 BpeMe Ha MO abprKaIiaTa
Tepanus 10 cenmuia 44.
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Tabanna 6: Pe3roMe Ha BTOPHYHUTE KPAHN TOYKH 110 BpeMe HA MOAAbPKAIIOTO JeYeHne

ceamuua 44
90 mg 90 mg OO0 Opoii
YCTEKMHYMA0 YCTeKHMHYMA0 NAlUEHTH
npe3 8 cexmMuum npe3 N=48
N=23 12 ceamMum
N=25

KIMHHNYHA peMucHs 43,5% (10/23) 60,0% (15/25) 52,1% (25/48)
Kiuanuna pemucus 6e3 43,5% (10/23) 60,0% (15/25) 52,1% (25/48)
KOPTHKOCTEpOM 1’
KimHnyHa pemucus npu nanueHTy, 64,3% (9/14) 54,5% (6/11) 60,0% (15/25)
KOUTO ca OWJIM B KJIMHUYHA
PEMUCHSI TTPU UHIYKIIAATA
cenmuna 8
Knuanden otrosop ' 52,2% (12/23) 60,0% (15/25) 56,3% (27/48)
EHI0CKOICKH OTTOBOP * 22,7% (5/22) 28,0% (7/25) 25,5% (12/47)

*  Knunnuynara pemucus e aepunupana karo ckop no PCDAI <10 Ttouxw.
Y Pemucus Ges KOpTHKOCTEepouau e aedpunupana kato ckop no PCDAI <10 touku u 6e3 npremM Ha KOPTUKOCTEPOUIH B
npoabiukenue Ha rnone 90 auu npeau Cenmuna M-44.

KnuauaausT 0TroBOp € qeduHupaH KaTo HaMaJIeHHE CIPSIMO M3XOAHOTO HUBO Ha ckopa o PCDAI >12,5 Touku ¢
0061 ckop mo PCDAI He osede ot 30.

Ennockonckust oTroBop € aeduHnpan kato Hamanenue Ha ckopa SES-CD >50% nmn ckop SES-CD <2 npu
MaIMEeHTH ¢ u3xoaeH ckop SES-CD>3.

Kopurupare Ha yectoTara Ha IpUIIOKEHNE

[NanmenTHTE, KOUTO MPEMUHABAT Ha MOJABPIKAIIO JISUeHHE U UMaT 3ary6a Ha oTroBop (loss of
response, LOR) B3 ocHOBa Ha ckopa o PCDAI, oTroBapsT Ha ycloBHsITa 32 KOPUTHPaHE Ha J03aTa.
ITauueHTHTE MM IPEMUHABAT OT JICYEHUE HA BCEKU 12 ceAMUIM HAa BCEKU 8 CEAMUIM, WIIK OCTABaT HA
JICYeHNE Ha BCEKH § ceIMUIH (TTae00 KOpEeKIyst). 2 MalMeHTH ca ¢ KOPUTHUPaHa J103a KbM I10-
KpaTKus UHTEpBaJ Ha npuioxkenue. [Ipu Te3u nanueHTH KIMHUYHA peMucus € nocturHara npu 100%
(2/2) ot marueHTUTE 8 CEAMUITH CIIC]T KOPUTHpaHE Ha 103aTa.

[Ipodunbt Ha Ge30MaCHOCT HA cXeMaTa Ha MHIYKIIMOHHO MPHJIOKEHUE U HA JIBETE CXEMH Ha
NOJThpKAIaTa CXeMa Ha JICUCHHUE MPH MeAMaTpHYHaTa TOMyJIaus ¢ Terio Haili-manko 40 kg e
CpPaBHHUM C TO3W, YCTAaHOBEH IMPH MOITyJIanpATa Ha Bb3pacTHU ¢ 60jecT Ha Crohn (BXk. Touka 4.8).

Cepymnu u ghexannu buomapxepu Ha 6b3NANEHUSTNO

CpenHara npoMsiHa CIIPsIMO U3XOJHOTO HUBO MPH MOIBPIKAIIIO JIeUeHUE Ha ceaMuiia 44 Ha
koHneHrpanunte Ha C-peaktuBer npotenH (CRP) u dexanen kanmmporektur e chorBeTHO -11,17 mg/l
(24,159) u -538,2 mg/kg (1271,33).

Kauecmeo na oicusom, cevp3ano cvc 30pagemo
Oo6uwmte ckopose o IMPACT-III u Bcnuky nmogaomMerHu (YpeBHA CUMIITOMH, CUCTEMHH CHMITTOMH,
CBBP3aHH C YMOPa, ¥ 0JIATOCHCTOSHIE) MMOKa3BaT KIMHUYHO 3HAYMMHU OZOOpEeHuUs cell 52 CeAMULIH.

5.2 ®apmakoKMHETHYHHU CBOHCTBA

Cren npenopbunTENHATa MHTPABEHO3HA MHAYKIMOHHA 032 MEaHaTa Ha MaKCUMaJIHaTa CepyMHa
KOHIIEHTpAaIys Ha ycTeknHyMa0, HaOmonaBana 1 wac cnen nadysusdra, e 126,1 ug/ml mpu
nanuenture ¢ 6onect Ha Crohn.

PaznpeneneHue
Menuanarta Ha oOeMa Ha pasnpejelieHue B TepMuHanHara ¢asa (Vz) ciieq] eTHOKpaTHO HHTPaBEHO3HO

MIPUJIOKEHHE TTPH MAIUESHTH C Icoprasnc Bapupa ot 57 mo 83 ml/kg.

Buorpanchopmarius
ToYyHMAT BT HA META0OIU3UPAHE HA YCTCKUHYMA0 HE € M3BECTEH.
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EnnmMununpane
Menauanata Ha cucteMHus KiaupbHC (CL) cnen eTHOKpaTHO MHTPABEHO3HO MPHIIOKEHUE TTPU

MAIMEeHTH C rcopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. MenuanaTa Ha oy xuBorta (ti2) Ha
YCTeKHHYMa0 € MPUOIM3UTENHO 3 CEIMUIH MPH manueHTH ¢ 6onect Ha Crohn, copuasuc u/unm
TICOpUATUYEH apTPUT U Bapupa oT 15 10 32 nHU BHB BCUUKHU MIPOYUYBAHUS Ha NICOPUA3UC U
MICOpPUATUYCH apTPUT.

JInHelWHOCT Ha J103aTa

Cucremnara excrio3unyst Ha ycreknHyMma0 (Crax 1 AUC) ce yBenn4aBa 1o HauyuH, MpUOIU3UTETHO
MIPONOPIIMOHANIEH Ha 103aTa, CJIe]] €ETHOKPAaTHO MHTPABEHO3HO MPUIIOKEHHE Ha JI03U B PaHULIATa
mexay 0,09 mg/kg u 4,5 mg/kg.

CrenuaiHu nonyJaanuu

Hsma HannvHu GapMakOKMHETHYHU JaHHU NPU MALUEHTH ¢ yBpeleHa ObOpedHa uiu YepHOApOOHa
¢yskuus. He ca npoBeneH KOHKPETHU NPOYYBaHUA C HHTPABEHO3HO MPUIIOXKEHHE Ha yCTEKUHYMa0
NP TMALMEHTH B CTapUecKa Bb3pacT WIN MeJUaTpUIHN anueHTy ¢ tero mox 40 kg.

ITpu maruenTu ¢ 6omect Ha Crohn BapmaOMIHOCTTA Ha KIMPBHCA HA YCTEKMHYMA0 CE TIOBIIHSBA OT
TEJIECHOTO TETJI0, HUBOTO Ha CEpYMHHUsI all0YMUH, TI0J1a U cTaTyca Mo OTHOLICHUE Ha aHTUTeaTa
cpelly ycTeKHuHyMa0, JIOKAaTO TEJIIECHOTO TETJIO € Hali-3HaunMaTa KOoBapuara, BIHsella BbpXy ooema
Ha pasmpenenenre. OcBeH ToBa mpu Oonectta Ha Crohn KIMPBHHCHT ce oBNUsABa 0T C-peaKTUBHUS
MIPOTEHH, CTaTyca [0 OTHOIICHHUE Ha Heycrex Ha JiedeHueTo ¢ TNF-anTaronucTy u pacata (a3uaTcKu
CIIPSIMO HEa3MaTCKU MPOU3X01). Be3nelicTBUETO Ha T€3U KOBapHaTh € B pamkute Ha £20% oT
TUIIUYHATA WU pedepeHTHaTa CTOWHOCT Ha choTBeTHU DK mapamersp, mopaay ToBa He €
Heo0Xo[Ma KOPEKIHsl Ha J03aTa 3a Te3u KoBapraTtd. ChIIBTCTBAIIOTO MPHUIIOKEHHE Ha
UMYHOMO/TYJIATOPY HSAMA 3HAYUTEITHO BIUSHUC BHPXY pa3NpeIeICHICTO HA YCTEKMHYMAO0.

Perynupane na CYP450 enzumu

Edexrure Ha IL-12 umu IL-23 BBpXy perynupanero Ha CYP450 en3umuTe ca OlieHEHH B in Vitro
MPOYYBaHE C M3MOI3BAHE HA YOBEIIKU XEMATOIUTH, KOSTO NoKa3Ba, ue 1L-12 u/vnm 1L-23 ¢ HuBa oT
10 ng/ml He nmpomensaT aktuBHOcTTa Ha YoBemkuTe CYP450 ensumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
nia 3A4; BXK. Touka 4.5).

[IpoBeneHo e oTkpuTo NpoyuBaHe Baza 1 3a nexkapctBenu B3aumoaeicreugs CNTO1275CRD1003 3a
OIlcHKA Ha edeKTa Ha YCTeKHNHYyMa0 BEPXY €H3UMHATa aKTUBHOCT Ha ITUTOXpoM P450 ciem nHIyKIus
¥ TIOJIBPIKAIIo TpUIIaraHe Mpy ManueHTy ¢ akTuBHa 6osect Ha Crohn (n=18). He ca naGmonaBanu
KIMHAYHO 3HAYMMU poMeHH B excriozunuara Ha kodpend (CYP1A2 cyOcrpar), Bapdapun

(CYP2C9 cy6erpar) omenpason (CYP2C19 cy6erpar), aekcrpomeropdan (CYP2D6 cyberpar) nnn
munazonam (CYP3A cyOcTpar), KoraTto ce H3MoJI3BaT ChITBTCTBAIIO ¢ YCTEKHHYyMab IpHu oodpeHaTa
npenopbYuTEeNIHA JO3UPOBKA NpH nanueHTH ¢ 6onect Ha Crohn (Bx. Touka 4.5).

IlenuaTpuyHa nonyJaanus

CepyMHHUTE KOHIIEHTPAIIMH HAa YCTEKUHYyMa0 NpHU NeIuaTpUIHK narueHTu ¢ 6osect Ha Crohn ¢ Terio
Haii-manko 40 kg, TekyBaHM ¢ IPEMOphUYUTEIHATA 1033, OCHOBABAIIA CE HAa TETJIOTO, KaTo ISUI0 ca
CPaBHHMHU C T€3H IIPH BB3PACTHU NaruieHT ¢ Oonect Ha Crohn, JIekyBaHU ¢ 71033, OCHOBaBAIlla Ce Ha
TEMJIOTO.

5.3 IlpeakJMHMYHH JAHHHU 32 0€30MACHOCT

HexnuHuYHUTE JaHHM HE MMOKa3BaT 0coOEH pHUCK (Halp. TOKCHYHOCT Ha OPTaHHUTE) 3a Xopa Ha 0a3zaTta
Ha [IPOYYBAHHUS 32 TOKCHYHOCT IIPU MHOTOKPATHO MpHJIaraHe, TOKCUYHOCT 3a Pa3BUTHETO U
PENpOAYKTUBHA TOKCUYHOCT, BKJIFOYUTEIIHO U (PApMaKOIOTHYHUTE OLIEHKH 3a Oe3onacHocT. [Ipu
NPOYYBaHUS 32 TOKCHYHOCT 32 PA3BUTHETO U PENPOJYKTUBHA TOKCUYHOCT TIPH JIBJITOOMAIIATH MaKaIX
HE ce Ha0I0aBaT HeXeNaH! eeKTH BbpXY (pepTuiinTeTa Ipu MBXKKHTE, KAKTO U BpoJeHH Ac(eKkTn
WJIN TOKCUYHOCT 3a pa3Butueto. He ce HabmogaBar HexxeNnanu eeKTH BbpXy GepTHanTeTa Ipu
JKEHCKHUTE MPH yroTpedara Ha aHAJIOTHYHO aHTUTsUIO cpety 1L-12/23 npu Muky.
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I[OSOBI/ITG HHUBA B IPOYYBaHUs IIPU )KUBOTHU Ca 01130 45 MBTH MO-BHCOKHU OT Hali-BUCOKaTa
CKBUBAJICHTHA /1034, IPCABMIK/IaHa 3a IPUIJIOKCHUEC IIPU NAIMUCHTH C IICOpHUa3ucC, U BOAAT 10
MaKCHUMAaJIHU CEPYMHU KOHICHTPALIUU IIPpU MaﬁMYHH, KOHMTO Ca Haja 100 obTH IMO-BUCOKH OT
KOHOCHTPALUUTC, Ha6J'IIOI[aBaHI/I IIpu Xopa.

He ca nmpoBexaanu mpoy4yBaHUs 3a KapLUMHOTEHHOCT C YCTEKHMHYMab Mmopaju JHUIcaTa Ha MOIXOSAIIN
MOJIENH 3a aHTUTSUIO 0e3 KphCTOCaHa peakTHBHOCT KbM 1L-12/23 p40 Ha rpuzaun.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Chouchbk Ha IOMOUIHHNTE BelIECTBa

XUCTUANH

XUCTUANHOB XUAPOXIOPU] MOHOXHUAPAT
MeTtnoHnna

JunaTtpues exerart

3axapo3za

[Monucop6ar 80 (E 433)

Bona 3a umxekiuu

6.2 HecbBmMecTHMOCTH

[Mopanu nurca Ha MpoyYBaHMS 32 HECHBMECTUMOCTH, TO3H JICKAPCTBEH MPOIYKT HE TPIOBa J1a ce
CMECBa C JAPYyTH JIEKapCTBEHH MPOAYyKTH. Pyzchiva TpsOBa na ce pa3pexkaa ¢ pa3TBOp Ha HATPUEB
xopua 9 mg/ml (0,9%) 3a uady3usa. Karo anrepHaruBa Moxe fa ce n3non3pa 250 ml uady3noHeH

cak, cpabpxail HaTpueB xiopun 0,45% umxekiuoneH pa3rsop, USP.

Pyzchiva He TpsibBa na ce mpuiara eTHOBPEMEHHO B €[HA M ChI[a HHTPABEHO3HA CHCTEMA C APYTH
JIEKapCTBEHH MPOIYKTH.

6.3 Cpok Ha rogHoCT

IIpenu pazpexnane

3 roauHU.
[a He ce 3ampassBa.

Ornenante (HIakoHN MOXKE Jla Ce ChXpaHsSBaT MpH cTaitHa Temmepartypa 1o 30 °C eqHOKpaTHO 3a
MaKCHUMAJICH TIEpUOJT 10 35 THU B OpUTHHATHATA KAPTOHEHA OMAKOBKA, 3a JIa CE MPEANa3siT OT
CBETJIMHA. 3alHIleTe aTaTa, Ha KOsATO (PIaKOHBT € W3BaJIeH 3a ITBPBU ITBT OT XJIaINTHHKA Ha
0003HAYCHOTO HA KAPTOHEHATA OTIAKOBKa MsIcTO. [10 BCSIKO BpeMe Mpeu N3THYaHETO Ha TO3HU MEPHOJT
IMIPOAYKTHT €AHOKPATHO MOXKE Oa 6T>I[e BBpHAT OTHOBO B XJIAAWJIHUKA, KBJACTO Jia C€ ChbXpaHiABa 10
W3TUYaHEe Ha CpoKa Ha TOAHOCT. M3xBbpIiere (1akoHa, ako HE CE U3II0JI3BA CIIe/l ChXPaHECHUE PU
CTaliHa TeMIepaTrypa B paMKHUTE Ha MAKCUMAITHHSI IEPUOJ] OT 35 AHU WM CJIe]] U3THYAHE Ha
OpPUTHHAJIHHS CPOK HA TOJHOCT, B 3aBUCUMOCT OT TOBa, KO€ OT JBETE HACTHIIU MO-PAHO.

Crej paspexaane

JlokazaHa e XuMHUYHA U (U3NIHA CTAOMITHOCT mpH yrorpeda g0 72 yaca npu 30 °C. Ako e
HE0OX0MMO, pa3peieHUT HH(PY3UOHEH pa3TBOp Moxke Ja ce chxpansasa npH 2 °C no 8 °C no 1 mecen
U TIpH cTaifHa Temirepatypa g0 30 °C 3a omre 72 9aca ciieq H3BaXKAaHe OT XJIAAMIHUKA, BKIIOUHUTECITHO
nepuo/a Ha HHQpY3usl.

Ot MuUKpOoOHONIOrMYHA TIeiHA TOYKA HH(Y3HOHHHAT pa3TBOP TPIOBa J1a ce MPHIIOKH He3a0aBHO. AKO
HE Ce M3I0JI3Ba He3a0aBHO, BPEMETO U yCIIOBHATA HA ChbXPaHEHHE IpeIH ynoTpeda ca OTTOBOPHOCT Ha
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noTpebuTens U 0OMKHOBEHO He TpsiOBa a HaaxBBpiAT 24 yaca nipu 2 °C g0 § °C, ocBeH ako
pa3pexJaHeTo He € U3BBPILEHO IPU KOHTPOJIMPAHU M BaIUJUPAHH aCEIITHYHH yCIOBUSI.

6.4 CrhenuajaHu ycJI0BHMA Ha CbXpaHeHHUe

a ce cexpanssa B xmammiauK (2 °C — 8 °C). Jla He ce 3aMpa3sBa.
CuxpansiBaiiTe (1akoHa B KapTOHEHATa ONAKOBKA, 32 JIa Ce MpeJlna3d OT CBETIHHA.

3a yclioBUsITa HA ChXpaHEHUE Clle]] pa3pekIaHe Ha JISKAPCTBEHUS ITPOIYKT BHKTE TOUkKa 6.3.
6.5 Buau chabp:kaHue HA ONIAKOBKATA

26 ml xormenTpar B 30 ml ¢1akoH OT CTHKIIO THTI I, 3aTBOPEH ChC 3amyIaiKa OT XJIOPOOyTHIIOBA
ryma. Pyzchiva ce paznpocrpansia B omakoBka 1o 1 unu 3 (piakoHa WM rpynoBa OnakoBKa,
chabpkama 3 (3 onakoBku 1o 1 Opoif) durakoHa.

He Bcuuku BUIOBE OMAKOBKH MOTAT Jla ObJIaT IIyCHATH Ha T1a3apa.
6.6 CpoeunuajHM NpeanasHu MepPKHU NPH U3XBbLPJisiHe U padoTa

PastBopbT BBB uiakona Pyzchiva He TpsiOBa aa ce paskiainia. Pa3rBopsT TpsiOBa J1a ce mpoBepu
BH3YyalTHO 3@ HAJTMYMETO HAa BUMMH YACTHIU WM TIPOMSIHA Ha I[BETA, MPEIH Ja CE MPHIONKH.
Pa3TBOpBT € OUCTHP, Oe3nBETEH 10 OIeT0XKBIT. JIeKapCTBEHHUAT MPOAYKT HE TPsIiOBa J1a Ce M3IT0JI3BA,
AKO Pa3TBOPBT € C IPOMCHECH IBAT WX MBTCH HUJIM KO B HETO CC 3a0es3Bar BUIUMHU 9YyKIU YaCTUIU.

Paspexxnane
Pyzchiva koHIiieHTpaT 3a MH(QY3UOHEH Pa3TBOP TPSOBA 1a ce pa3pey U Aa Ce MOATOTBH OT

MCIUIMHCKHN CIICIMUAJIHUCT C IIOMOIITAa Ha aCCIITHYHAa TCXHHUKA.

1. N3uucnere no3ata u Opost Ha HeoOxoauMuTe (uakoHu Pyzchiva Bb3 0CHOBa Ha TETrJIOTO Ha
nanueHTa (Bx. Touka 4.2, Tabmuua 1). Beexu gnakon Pyzchiva ¢ 26 ml koHueHTpaT cbabpxa
130 mg ycrekunyma6. M3non3paiite camo meiaHu (prakoru Pyzchiva.

2. Nzternere u u3xpbpiere oT HHPY3HOHHMS cak oT 250 ml 06eM oT pa3TBOpa Ha HATPHUEB XJIOPHU]T
9 mg/ml (0,9%), paBen Ha obema Pyzchiva, koliTo TpsiOBa na ce mo0aBu. (U3xBBpieTe 26 ml
HaTpHEB XJIOPH] 32 Bceku HeoOxoauM ¢uiakon Pyzchiva, 3a 2 ¢rmakona usxsbpiaere 52 ml, 3a
3 ¢makona uzxBepitere 78 ml, 3a 4 pmakona uzxewpiere 104 ml). Karo antepHarnBa Moxe aa
ce m3noa3sa 250 ml undy3uoHeH cak, chabpxail Harpues xiopus 0,45% UHKEKIIMOHEH
pastBop, USP.

3. Uzrernere 26 ml Pyzchiva ot Bcexu HeoOxomuM ¢uiakoH ¥ TH 100aBeTe KbM WH(Y3UOHHUS CaK
ot 250 ml. KpaitausaT o6em B mHGY3HOHHUS cak TpsiOBa ma 0b1e 250 ml. Baumarentno cMmecere.

4. [Mpean npunokeHUETO MPOBEpeTe BU3YaIHO paspeaeHus pa3tBop. He ro ynorpebsiBaiite, ako ce
HaOII0/1aBaT BU3YalTHO HEMIPO3pPaYHM YAaCTHLM, IPOMSIHA Ha [IBETA WIIM YY>KAU YACTHULIH.

5. [TpunosxxeTe pazpeaeHus: pa3TBOp 3a NEPUO OT Hal-MaJiko eluH yac. Cliell KaTo ce pa3peiu,

NpUIaraHeTo Ha MHQY3HOHHUST Pa3TBOP TPsOBa Jia ce 3BBPIIH B paMKUTE Ha 72 Yaca IpH
craiina temneparypa 110 30 °C oT pa3pexnaHeTo B MHPY3UOHHUS cak. AKO € HE0OX0J1MO,
paspeaeHusIT HHPY3MOHEH pa3TBOp Moke Ja ce chxpansasa npH 2 °C no 8 °C o 1 mecen u mpu
craitaa Temnepatypa 10 30 °C 3a omie 72 Jaca cies U3BaKIaHE OT XJIAIMIIHUKA, BKIIOYUTEITHO
nepuojia Ha uHDy3us.

6. W3nomn3eaiite camo HaOOp 3a HH(Y3US C BrpajieH, CTEPHUIICH, aTUPOTeHEH QUITHP ChC CI1ab0
CBBP3BaHE Ha MpoTenHHU (pa3mep Ha mopute 0,2 MUKpOMETpaA).
7. Bceku Quakon e caMo 3a eTHOKPATHO MPUIOKEHNE U HEU3IOI3BAHHAT JIEKAPCTBEH MPOILYKT

TpH6Ba Ja €€ U3XBHPJU B CbOTBETCTBUEC C MCCTHUTC U3UCKBAHUS.
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7. HOPUTEXATEJI HA PABPEHIEHUETO 3A YIIOTPEBA
Samsung Bioepis NL B.V.

Olof Palmestraat 10

2616 LR Delft

Hunepnannus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA
EU/1/24/1801/003

EU/1/24/1801/006
EU/1/24/1801/008

9. JATA HA ITBPBO PASPEINABAHE/TIOJHOBABAHE HA PASPEIHIEHUETO 3A
YIIOTPEBA

Jara Ha mbpBO pa3pemaBane: 19 anpun 2024 1.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

ITonpo6Ha mHGOpPMAITHS 32 TO3U JEKAPCTBEH MPOAYKT € MpeIocTaBeHa Ha yeOcaiita Ha EBponelickara
areHIus 10 JieKapcTBaTa https://www.ema.europa.eu/.
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vTosn JIEKapCTBEH MPOAYKT TOJUICKH Ha AOMIBIIHUTEIHO HaOMoqeHre. ToBa 1ie mo3Boiu Obp30To
YCTaHOBSIBaHE HAa HOBAa MH(OpPMAITUs OTHOCHO Oe30omacHOCTTa. OT MEIUIIMHCKUTE CIICIIUATIMCTH CE
W3KCKBa J]a ChoOIaBaT BCsKa MOI03MPaHa HeXKeIaHa Peakiins. 3a HaYrHa Ha ChoOIaBaHe Ha
HEXEJIaHU PeaKkLUu BUXKTE Touka 4.8.

1. HUME HA JIEKAPCTBEHMUSA TPOAYKT

Pyzchiva 45 mg WH)XKEKIIOHEH Pa3TBOp

Pyzchiva 45 mg uHXeKIIMOHEH pa3TBOP B NPEJIBAPHUTEIIHO HAITBJIHEHA CIIPUHIIOBKA
Pyzchiva 90 mg nHxeKunOHEH pa3TBOP B NPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Pyzchiva 45 mg WHXeKIHOHEH Pa3TBOP
Bceku duakon chabpika 45 mg ycrekunymab B 0,5 ml.

Pyzchiva 45 mg WHXEKIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAThJIHEHA CIPHHIIOBKA
Bcesika npeBapuTeiHO HATbJIHEHA CITPUHIIOBKA ChIbpka 45 mg ycrekunymad B 0,5 ml.

Pyzchiva 90 mg uHXeKIMOHEeH Pa3TBOP B MPEABAPUTEIIHO HAThJIHEHA CIPHHIIOBKA
Bcska mpeaBapuTenTHO HaITBIHEHA CIIPUHITOBKA ChABpka 90 mg ycrekuaymad B 1 ml.

Yereknnymab e m3nsio yoBeko 1gG 1k MOHOKIIOHATTHO aHTUTAIO KbM uHTepieBKuH (IL)-12/23,
npousBeneHo B CHO kieThuHa TUHUS ¢ ToMoITa Ha pekomOuaanTHa JIHK texHomorus.

3a IIBJIHMS CIIMCHK Ha IIOMOIIHHUTEC BECUICCTBA BHXXTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA

Pyzchiva 45 mg MHKEKIIMOHEH Pa3TBOP
MHXeK1MoHeH pa3TBop.

Pyzchiva 45 mg MHKEKIIMOHEH PA3TBOP B IIPEABAPUTEIHO HANBIHEHA CIIPUHIIOBKA
MHXeKk1noHeH pa3TBop.

Pyzchiva 90 mg uHXeKIHOHEeH Pa3TBOP B MPEABAPUTEIIHO HAThJIHEHA CIPHHIIOBKA
MHxek1roHeH pa3TBop.

PasztBOpET € OUCTEHp, Oe31BeTeH 10 01e0KBIT U € hopmynmpan ripu pH 6,0 £ 0,3. OcMmoTu4HOCTTA
Ha pa3tBopa ¢ 320 £+ 32 mOsm/kg.

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHUYHHU NOKA3aAHUS

IImakoB mcopuasuc

Pyzchiva e nokasaH 3a eueHre Ha yMEPEH /10 TEXbK IIAKOB IICOPHA3UC IPH BB3PACTHH, KOUTO HE ca
ce MOBJIMSUIN, UMAT IPOTHUBONOKA3aHNUS WIIM HEIOHOCUMOCT KbM JAPYT'H CUCTEMHH Tepanuy,
BKJIFOYBAIIY IUKIocnopuH, MeToTpekcar (MTX) unu ITYBA (nicopainieH u ynTpaBHONIETOBH A THYH)
Tepanus (BX. Touka 5.1).

IlrakoB mcoprasuc mpy NeIUaTPUIHN ITAIUEHTH
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Pyzchiva e nokasaH 3a eueHre Ha yMEpEeH 10 TEXbK IJIaKOB NICOPHA3UC MPH Jela 1 MAllUEeHTH B
IOHOLIECKA BB3PAcT Ha 6 TOOUHHU U [O-TOJIEMH, IIPU KOUTO MMa HEAOCTaTh4eH KOHTPOJI UIIH
HETMIOHOCUMOCT KbM JPYTH CUCTEMHH Tepanuu win ¢poTtoTepanuu (Bx. Touka 5.1).

IIcopuatnueH aprpurt (PsA)

Pyzchiva, camocrositenHo unu B komOuHaius ¢ MTX, e okas3aH 3a JjeueHUue Ha aKTUBEH
TICOPUATHYCH apTPUT MPHU BB3PACTHH MAIUCHTH, TIPU KOUTO OTTOBOPHT KBbM MPEIISCTBAIIO JICUYCHHE C
HEOMOJIOTHIHU MoTudHUIHpaIiy 0ojiecTTa aHTHpeBMaTonIHu JiekapctBa (DMARD) e 6w
HeJOoCTaTh4eH (BXK. Touka 5.1).

Bosnect Ha Crohn nipu Be3pacTHH

Pyzchiva e mokasan 3a ledeHIe Ha Bb3PACTHH MTAIMEHTH C YMEpEHa JI0 TE)KKa aKTHBHA 0O0JIeCT Ha
Crohn, KouTO ca ce MOBIUSUIA HEJIOCTATHYHO, BEUE HE CE MOBJIHMIBAT WM UMAT HEIIOHOCUMOCT KbM
KOHBEHIIMOHAIHATA Tepanus Wik KbM aHTaroHucT Ha TNFa.

Bonecrt Ha Crohn npu nena

Pyzchiva e mokasan 3a eueHre Ha yMepeHa 10 TeKka akThuBHA 0oj1ecT Ha Crohn IpH mexuaTpuaHHA
MMalUECHTH C TCIJI0 Haii-manko 40 kg, KOHUTO Ca UMaJIu HEJOCTATHhYCH OTI'OBOP WJIM UMAT
HETMIOHOCHMOCT KbM KOHBCHIIMOHAITHA WITU KbM OHMOJIOTHYHA TEPaIysl.

4.2 I[o3np0mca U HAYMH HA PUJIOKCHUEC

Pyzchiva e mpenna3HadeH 3a yrmoTpeba o1 pbKOBOJICTBOTO U HAA30pa HA JICKap C OIUT B
JMAarHOCTUITUPAHETO U JICYEHUETO Ha 3a00IsiBaHms, 32 KOUTO Pyzchiva e mokasas.

ﬂompoma

IlinakoB nicopuasuc
[Ipenoppuntennara no3upoBka Ha Pyzchiva e HauanHa no3a 45 mg, npunoxeHa MoAKOKHO,
nocjeaBaHa oT Jo3a 45 mg 4 ceIMUIM TTO-KBCHO U CJIe/] TOBAa Ha BCEKHU 12 ceaMuIy.

[Ipu marueHTH, KOUTO HE Ca CE MOBIIUSIIM OT JICUSHUETO 0 28 ceaMuIm TpsiOBa Ja ce 0OMUCITH
MpeKpaTsBaHe Ha TEPaIusTa.

Tayuenmu ¢ menecno mezno > 100 kg

3a mauuenTu ¢ tenecHo terao > 100 kg mppBoHavanHaTa 103a € 90 mg, npuIoKeHa MOJKOKHO,
nocneaBana ot Jo3a 90 mg 4 ceaMuIM MO-KbCHO U Cliej TOBa Ha Beeku 12 cenmuitu. [1pu te3u
MalMeHTH Ao3aTa oT 45 mg cbIo € euKacHa, HO Mo-roysiMa eukacHOCT uMa go3ara oT 90 mg. (Bx.
Touka 5.1, Tabnwuma 4)

IIcopuatnuex aprpur (PsA)

[IpenopruBanara no3upoBka Ha Pyzchiva e HauanHa n103a 45 mg, npuitoKeHa MOAKOKHO, TIOCIeIBaHA
oT 103a 45 mg 4 ceIMULIU MTO-KBCHO U CJEN TOBA HA BCEKU 12 ceaAMUIM. ANTEPHATUBHO, IPU
MaIueHTH ¢ TenecHo Terio > 100 kg, moxe ma ce uzmonsear 90 mg.

HpI/I nanyMcHTHU, KOUTO HE Ca C€ IMMOBJIMAJIN OT JICYHCHUETO A0 28 ceamuIu TpH6Ba Ja ce ooMucIu
NpEyCTaHOBABAHE Ha JICUCHUETO.

Cmapuecka év3pacm (= 65 coounu)
He e HeoOxonuMo amanTupaHe Ha 103aTa MPH IMAMEHTH B cTapyecka Bbh3pacT (BXK. Touka 4.4).

bvopeuno u uepnodpobro yepesicoane

He ca npoBex/aHu npoy4BaHus C yCTeKMHYMaO0 IpH Te3H MolyJanuy nanuenTd. He Mosxxe na ce nazne
HperopbKa 3a 103ara.
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Tleouampuuna nonyrayus
be3onacHocTTa M epUKaCHOCTTA HAa YCTEKUHYMa0 MpH Jienia ¢ TICOPHA3NC Ha BH3PacT MO 6 TOIUHU
WIW TIpH Jiena C ICOPHaTHYeH apTpUT oA | 8-roauirHa Be3pacT Bee OLIe He ca YCTaHOBEHHU.

IlnakoB TIICOpHasucC Npyu NCAUATPUYHU MaIUCHTHU (6 TOAWHU U ITO-TOJIEMH)

[Ipenopruntennara 103a Ha Pyzchiva B 3aBUCUMOCT OT TE€JICCHOTO TETJIO € MOKa3aHa Mo-I10JIy
(Tabmuma 1 n Tabmura 2). Pyzchiva TpsioBa na ce npumara Ha ceamuity 0 1 4, cjaex ToBa Ha BCEKH
12 cenmury.

Tadauua 1: [IpenoppbuuTe/iHa 1032 YCTEKHHYMA0 NPU NeIMaTPHYHU NALMEHTH ¢ IICOPHA3HUC

TejiecHO Teryji0 KbM MOMEHTA HA NMPUJIaraHe IIpenopbunTEIHA 1032
<60 kg 0,75 mg/kg
>60-<100 kg 45 mg
> 100 kg 90 mg

3a u3uncisBaHe Ha oOeMa Ha MHKekTHpane (ml) npu nanuenTty ¢ Terno < 60 kg, n3non3paiire
ciennata opmyna: TenecHo terio (kg) x 0,0083 (ml/kg) unm Brwkre Tabnuna 2. U3zunciaenust odem
TpsOBa na ObJe 3aKpbIvieH 10 Hail-omu3kute 0,01 ml u na ce mpunara ¢ rpagynpana CIpHHLOBKA OT
1 ml. [Ipennara ce dhmakoH ¢ mo3a 45 mg 3a MeTUaTPUIHA MAITUEHTH, KOUTO TPSIOBA J1a TOJTyqaT
Mo-MaJka OT Isu1aTa jgo3a 45 mg.

Ta6anuna 2: O6emu 3a HH:KeKTHPaHe HA Pyzchiva npyu neqnaTpuyHu NanMeHTH ¢ NCOPHA3NUC
<60 kg

Tenec?lg;;;J;aneo(E[g))e Ve Ha Ho3a (mg) O0em 3a un:kektTupane (ml)
15 11,3 0,12
16 12,0 0,13
17 12,8 0,14
18 13,5 0,15
19 14,3 0,16
20 15,0 0,17
21 15,8 0,17
22 16,5 0,18
23 17,3 0,19
24 18,0 0,20
25 18,8 0,21
26 19,5 0,22
27 20,3 0,22
28 21,0 0,23
29 21,8 0,24
30 22,5 0,25
31 23,3 0,26
32 24,0 0,27
33 24,8 0,27
34 25,5 0,28
35 26,3 0,29
36 27,0 0,30
37 27,8 0,31
38 28,5 0,32
39 29,3 0,32
40 30,0 0,33
41 30,8 0,34
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42 31,5 0,35
43 32,3 0,36
44 33,0 0,37
45 33,8 0,37
46 34,5 0,38
47 35,3 0,39
48 36,0 0,40
49 36,8 0,41
50 37,5 0,42
51 38,3 0,42
52 39,0 0,43
53 39,8 0,44
54 40,5 0,45
55 41,3 0,46
56 42,0 0,46
57 42,8 0,47
58 43,5 0,48
59 44,3 0,49

HpI/I nanuceHTH, KOUTO HE Ca CC IOBJIMAIIN OT JICYHCHUETO A0 28 CCIAMMIIN, Tpﬂ6Ba Ja ce oomucau
NpEyCTaHOBABAHE Ha JICUCHUETO.

Bn3pactHu
Bomnect Ha Crohn

B cxemara Ha reuenue mppBarta qo3a Ha Pyzchiva ce mpurara mHTpaBeHO3HO. 3a JO3UpPOBKaTa MpH
WHTpPaBEHO3HA cxeMa Ha mnpuiarade BwkTe Touka 4.2 ot KXIT Ha Pyzchiva 130 mg koHuieHTpaT 3a
WH(Y3UOHEH Pa3TBOP.

[IspBOTO MOMTKOKHO TpHITOKeHHe Ha 90 mg Pyzchiva TpsOBa na ce M3BBPIIU HA ceMHULIA § CIie]
MHTpaBeHo3Harta jo3a. Cien ToBa, ce MpenopbyBa NpUIIOKEeHNE npe3 12 ceqMuIy.

[NanenTH, KOUTO HE Ce MOBJIUSABAT JOCTATHYHO JI0 8 CEMHUITH CJIe]| ITbPBAaTa MMOJIKOKHA /1033, MOXKE
Jia oJTyvat BTOpa MOAKOXHA /1032 10 TOBa BpeMe (BXK. To4ka 5.1).

[MarnuenTH, Ipu KOUTO MMa 3aryba Ha OTrOBOP MpH Mpuiarade npe3 12 ceqMuIm, Moxe J1a HMaT 1moJiza
OT MOBHINICHUE HA YE€CTOTAaTa Ha MPIIOKEHHE mpe3 § cenmuin (BXK. Touka 5.1, Touka 5.2).

BrniocnenctBue go3ata MOXe Jia ce Ipujiara Ha MalueHTUTe npe3 8 ceIMUIM WiIK npe3 12 ceqMUI Bb3
OCHOBA Ha KIIMHWYHA TpereHka (BxK. Touka 5.1).

TpsbBa 1a ce 0OMHCITH NPEyCTaHOBSBaHE HA JICYSHUETO MIPH MAIMEHTH, KOUTO HE TIOKa3BaT JJaHHU 32
TepamneBTUIHA 1MoI3a 16 ceaAMUIT clle i.V. MHAYKIIMOHHA 032 I 16 CeMUITH Clie]] IpeMHHABaHE
KbM IIpUJIaraHe Ha MoJIbprKallia /103a Mpe3 8 CeAMMIIH.

[IpunoxeHneTo Ha IMyHOMOAYJIATOPH U/HIM KOPTUKOCTEPOUIN MOKE Ja IPOABIIKH 10 BpeMe Ha
neuenuero ¢ Pyzchiva. [Ipu mammenTuTe, KOUTO ca ce MOBIWSIM OT JieueHueTo ¢ Pyzchiva,
MIPWJIOKEHUETO Ha KOPTUKOCTEPOHUIN MOYXKE JIa Ce HaMaJld WX Ja e IPEyCTaHOBU B ChOTBETCTBUE ChC
CTaHAapTa Ha JICUCHHUE.

Ipu 6onect Ha Crohn, ako TepanusTa ce MPeKbCHE, MOJHOBIBAHETO HA JICUSHHETO C MOAKOKHO
MpUJIOKEHHE Mpe3 § ceAMUIH € 0e30macHo 1 e(heKTHBHO.

Cmapuecka 6v3pacm (= 65 coounu)
He e HeoOxomuMo KopurHpaHe Ha J03aTa MpY NAIlMeHTH B CTapuecka Bh3pacT (Bk. Touka 4.4).
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bvbopeuro u uepnodpobro yepesicoane
VYcrekuHyMab He € MpoyYBaH IPH TE3H MOMyJIAIMK naiueHTd. He Morat 1a ce HanmpaBsaT npenopbKu
3a JI03UpaHe.

Teouampuuna nonynayus

bonect Ha Crohn npu sena (manuenty ¢ Terno Haii-mManko 40 kg)

B cxemara Ha neyenue mepBata n03a Pyzchiva ce npunara nHTpaBeHO3HO. 3a T03MPOBKATA MPH
cxemara Ha MHTPaBeHO3HO NpuiioxkeHue BkTe Touka 4.2 ot KXII Ha Pyzchiva 130 mg xoHuenrpar
3a HHQY3UOHEH Pa3TBOP.

[IppBOTO MOIKOX)KHO TpHIokeHne Ha 90 mg Pyzchiva Tps6Ba 1a ce M3BBPILM HA ceaAMHLA § CIe
MHTpaBeHo3HaTa J1o3a. Cieq ToBa ce MpenopbyuBa NPHIOKEHNE HA BCEKH 12 ceaMuIu.

[NanmenTHTEe, KOUTO UMAT 3ary0a Ha OTTOBOP IPH MPHIIOKEHUE HA BCEKH 12 ceaAMUIN, MOXKE Ja ce
MOBJHSSAT OJaroMpUsATHO OT YBEJIMYAaBAaHE HA YECTOTATA HA MPHUJIOKCHUE HA BCCKH 8 CeAMUITH (BIXK.
Touka 5.1, Touka 5.2).

BnocneacTBue naneHTUTE MOXKE /12 MOJIyYaBaT 1032 HAa BCEKH 8 CEAMMUITN WX Ha BCeKH 12 ceaMuIiu
criope]T KITMHUYHATA TIperieHKa (BXK. Touka 5.1).

TpsiOBa 1a ce MOMUCIU 3a IIPEYCTAHOBSIBAHE HA JICYCHUETO MPH MAIUSHTH, KOUTO HE MMOKa3BaT JJaHHU
3a TepareBTUYHA MoJi3a 16 ceqMUIM ciel MHTpaBeHO3HaTa HHAYKIIMOHHA 1033 WK 16 ceMuIu e
KOpHUTHpaHE Ha J103aTa.

ITo Bpeme Ha neuenmnero cbe Pyzchiva moxe n1a ce mpoabiku ynoTpedaTa Ha IMyHOMOYJIATOPH,
CheIMHEHMS Ha S-amMuHOcamuImiar (5-ASA), aHTHOMOTHIIN W/WIN KOpTUKOCcTepouIn. I1pu manuenTH,
KOUTO ca ce MOBJHSIIM OT JIedeHUeTo che Pyzchiva, Te3u nekapcTBa MoXKe Jja c€ HaMallsT WK Ja ce
OpEyCTAHOBAT B CbOTBETCTBUE CHC CTAHAAPTHOTO JICUCHUC.

be3onacHocTTa 1 ehUKaCHOCTTA Ha YCTEKMHYMa0 mpu jiedeHne Ha 6osect Ha Crohn mmpu
NeAMaTpUYHU MaueHTH ¢ Terio noja 40 kg Bee omie He ca ycraHoBeHH. JIUncBar JaHHM.

Hauwz Ha npuiokeHne

Pyzchiva 45 mg ¢nakonu unm 45 mg u 90 mg npenBapuTETHO HAITBIIHEHU CIIPUHIIOBKH €a caMo 3a
MOJKOKHO HHXeKTHUpaHe. [10 Bb3MOKHOCT KOXKHUTE yYacThIM C U3SBEH IICOpUa3uc TpsaOBa 1a ce
U30srBaT KaTo MACTO HAa HMHXEKTHPAHE.

Cren moaxoAsmo o0y4YeHUe 3a TEXHUKATa Ha MOJKOKHO HHKXEKTHPAHE MACHTUTE UK TEXHUTE
OosHOTIIeIaYM MOTaT Ja MHkKeKTHpar Pyzchiva, ako iekapsr pemy, 4e ToBa € ymecTHo. Bee mak
JeKapAT TPAOBa Ja OCUTYPH ITOIXOIAIIO IIPOCIIeIIBaHe Ha MAlMeHTuTe. [lannenTuTe uin TeXHuTe
OonHorneaayn TpAOBa Ja ObJIaT MHCTPYKTHPAHH Ja HHXKEKTHPAT MPEANUCaHoTo KoiaudecTBo Pyzchiva
CBIJIACHO YKa3aHMATA B IMCTOBKaTA. [1opoOHM yKa3aHuMs 3a NPUIIOKEHHE Ca J1aJeHH B JINCTOBKATA.

321 ITO-HATATHhIIIHU YKaSaHI/IH 3a HpI/IFOTBﬂHe " CIICNUaJIHAN HpeIIHaSHI/I MepKI/I HpI/I pa60Ta BUIXTC
TOouKa 6.6.

4.3 IIpoTuBomoka3aHus

CBpBXUYYBCTBUTEIIHOCT KbM aKTUBHOTO BEIIECTBO WIIM KbM HSIKOE OT IIOMOIIHHUTE BEIIECTBA,
n30pocHM B TOUKa 6.1.

Knuanyno 3HaunMa, akTuBHA WHGEKIMA (Hamp. akTUBHA TyOepKyno3a, BX. ToUka 4.4).
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4.4 CroenuajaHu npeaynpexaeHus U NpeANa3sHA MePKH NPH ynoTpeda

IIpocaenumoct
3a n1a ce moo0pH MPOCIETUMOCTTa Ha OMOJIOTMYHUTE JICKAPCTBEHU MPOYKTH, UMETO W MAPTUTHUSIT

HOMCP Ha NPUIIOKCHUA MIPOAYKT TpH6Ba SICHO Aa CC 3aI1icCBar.

HUudexnuu

YcreknnyMad MoKe ja Ma MOTEHIHAN Ja yBeJInyaBa prucka oT HHPEKIUU U Aa PeaKTHBHPa
nateHTHU nHGekuun. Ilpy KIMHUYHY IpOYYBaHUS U IOCTMAaPKETUHIOBO 00CEPBALIMOHHO MIPOYYBaHE
MIPU MAIEeHTH C ICOPUA3UC ce HaOIII0JaBaT CEPHUO3HN OaKTepHallHU, T’BOUYHH U BUPYCHHU UH(EKINN
NP MaLUEeHTH, IPUEMaI YCTeKnHyMao (BK. Touka 4.8).

[Ipu marnmeHTH, TeKyBaHU C YCTEKHHYMa0, ce choO0IIaBa 3a OMOPTIOHUCTUYHNA WH(EKITNH, BKITFOYBAIIH
peakTuBUpaHe Ha TYOepKyi03a, JPYTrd ONOPTIOHUCTUYHU OaKTepHaTHi HHPEKIUN (BKIIOUUTEIIHO
aTUMMYHA MUKOOAaKTepraHa UHPEKIUA, MCHUHTUT, PUYMHEH OT Listeria, MHEBMOHUS, IPUYMHEHA OT
Legionella, n HOkapr03a), OMOPTIOHUCTUYHN MUKOTHYHH WH(EKITUH, OTTOPTIOHUCTHYHN BUPYCHH
UHQEKINHU (BKIFOYUTEITHO eHIIe(aTUT, IPUIUHEH OT XepIiec CUMIUIEKC 2) U TTapa3uTHU HHPEKITUH
(BKIIIOUUTETHO OYHA TOKCOIIIIA3MO03a).

TpsOBa 1a ce MOIX0XK/a ¢ TOBUILICHO BHUMAaHKE, KOTaTo ce 00CHK/a MPUI0KEHUETO HA YCTEKHHYMa0
NpY MAUEHTH ¢ XPOHUYHHU HHPEKIMK WM aHaMHe3a 32 peluauBHrpaiia HHpeKuus (Bx. Touka 4.3).

[Ipenu 3amouBaHeTO Ha JeUEeHUE ¢ yCTEKHHyMa0 MaIlieHTuTe TpsOBa a ce U3cienBar 3a
TyOepKyI03Ha HHPEKIUA. Y CTEKHHYMa0 He TPsOBa Ja ce Mpuiara Ipy MalueHTH C aKTUBHA
TyOepkyo3a (Bxk. Touka 4.3). Jleuennero Ha naTeHTHA TyOepKyno3Ha HHEKIHs TPAOBa a 3alloYHe
TIpeay MPUIOKEHUETO Ha yeTeKuHyMad. [IpoTuBoTyOepKyI03HaTa Tepanus ChIo TpsOBa na Obe
o0Ch/IeHa TIpe/IM HAYaNIOTO Ha JICUSHHE C YCTEKMHYMal NpH MalUeHTH ¢ aHaMHe3a 3a JIaTeHTHA HITH
aKTHBHA TyOEpKyJI03a, IPH KOUTO HE MOXKE /1a Ce OTBBPAM a/IeKBaTeH KypC Ha JICUCHHE.
[NanmenTure, mpuemany ycreKnHyMa0, TpsioBa a1a ce HaOIroaBaT BHUMATEIHO 33 IPU3HALN U
CHMIITOMH Ha aKTHBHA TyOEpKyJ03a 110 BpeMe Ha JICUSHHETO U CJIe]] HeTo.

[NanuenTure TpsiOBa na ObAAT HHCTPYKTUPAHU J1a IOTHPCAT JIEKAPCKU CHBET, aKO CE MOSIBSIT NPU3HALN
WA CUMIITOMH, IPeAnoaramy nH(exnus. AKo NaueHT pa3Bue cepruo3Ha MH(EKLus, CbCTOSIHUETO
My Tpsi0Ba BHUMATEIHO Jla ce CJIEJN U yCTeKnHyMal He TpsOBa Ja ce mpuiara, T0KaTo HHPEKIuITa He
Obie OBlIA/SHA.

310KaueCTBEHH 3a00IIBAHUS

HNmyHOCynpecopu KaTo YCTeKUHYMa0 MMaT MOTSHIIMAN J1a YBEIMYaBaT PUCKA OT 3JI0KAYeCTBEHU
3abossiBaHus. Hakou marMeHTH, KOUTO ca MpUeMalid YCTEeKUHYMa0 B KJIMHUYHU MPOYYBAHHS U B
MMOCTMAPKETHHIOBO 00CEPBAIIMOHHO MPOYYBaHE IPH MAIIMEHTH C ICOPUA3UC, Ca PA3BUIIA KOKHU U
HEKOXKHU 3JI0KaYeCTBCHHU 3200 siBaHus (BXK. ToUKa 4.8). PUCKBT OT 3710KaueCTBEHH 3a00JIIBAHUS MOXKE
Jla € TI0-BHCOK MPH MAIUEHTH C MICOPHA3KC, KOUTO Ca JICKYBaHHU C PYTH OUOJOTUIHH JIEKapCTRA B
X0J1a Ha 3a00JIIBAHETO.

He ca npoBexaany npoyyBaHus, B KOUTO y4acTBaT MAI[MEHTH C aHaMHe3a 3a 3JI0KaueCTBEHU
3a00IIIBaHUs WM B KOWTO MPOJIBIDKABA JISYCHUETO Ha IMAlMEHTH, Pa3BUIIM 3JI0KAYECTBEHO 3a00sIBaHe
10 BpeMe Ha TIpueMa Ha yeTeKuHyMal. 3aToBa TpsaOBa Ja ce MoAX0XK/(a ¢ TOBUIIIEHO BHUMaHHE,
KOTaTO ce 00CHXK/1a MPHJIOKECHUETO Ha YCTEKMHYMAa0 MPH Te3H MallHCHTH.

Bcwnuky nmanmeHTy, no-cnenuanto tesu Hajx 60 ToIuHN, TallMeHTH ¢ aHaMHe3a 3a MPOIbIDKUTETHA
MMYHOCYIIpECHBHA Tepamnus WiId TakuBa ¢ aHamHe3a 3a [IYBA-tepanus, TpsOBa na ce HabnaromaBar 3a
MosiBa Ha pakK Ha KoxkaTa (BXK. Todka 4.8).

CHCTEMHH U PECHMPATOPHM PEAKIIMU HA CBPHXYYBCTBUTEIHOCT

Cucmemnu

CepHo3HH peakIny Ha CBPbXYYBCTBUTEITHOCT Ca JIOKJIAIBaHN B TIOCTMApKETUHTOBHU YCJIOBHUS, B HIKOH
CIIy4yau HSIKOJIKO JTHU CJieN JedeHneTo. Mima cmydan Ha aHadUIaKCHs U aHTHOEEM. AKO C€ MOSBH
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aHaMIaKTHYHA WM JpyTra CEpHO3Ha Peaklus Ha CBPbXUYBCTBUTEIHOCT, TPAOBa J]a c€ Ha3HAUN
NOJXOIAIIA TEPANusl U NPUIOKEHHETO Ha YCTEeKHHYMab TpsiOBa Jja ce MpeyCcTaHOBH (BXK. Touka 4.8).

Pecnupamopnu

Crnyuan Ha aepTU4eH aIBeOJIHT, CO3MHO(DIITHA THEBMOHUS M HeWH(EKIINO3Ha OpraHu3upaIia
ITHEBMOHHUS ca ChOOIIEHN TT0 BpeMe Ha IOCTMapKeTHHTOBaTa yrnorpeda Ha ycTekuHyMad. Knunnanute
MPOSBU BKJIIOYBAT KAIIUIUIIA, TUCITHES U MHTEPCTHLUATHA HHOUITPATU CIIe]] €IHA IO TPH JI03H.
CepHo3HUTE TOCIICTUITH BKIIFOUBAT AUXATETHA HEAOCTATHYHOCT M MPOIBIDKUTEITHA XOCTUTATH3AIHS.
[Tomobpenwne e cro0maBaHo CiIe]] IPEyCTaHOBSIBaHE HA JICYCHUETO C YCTEKNHYMal M B HAKOM CITydan
[IPH IPUJIOKEHHUE HA KOPTUKOCTEPOUIH. AKO Objie n3KIItoueHa HH(QEKIIMS U TMarHo3arta ce NOTBbP/IH,
MPHUJIOKEHUETO HAa yCTEKUHYyMa0 TpsOBa Jia ce MPEyCTAaHOBHU U JIa CE 3aIl0YHE MOIXO/ISINO JICUCHUE
(Bk. Touka 4.8).

CbpaeyHo-ChI0BH CHOUTHS

[Ipu nanueHTy ¢ MCOPHA3UC, C CKCIO3UIIMS HA YCTEKHHYMA0, B MOCTMApKETHHIOBO 00CEPBAIIHOHHO
IIPOyYBaHe ca HAOJI0JaBaHH ChPACYHO-ChIOBU ChOUTHS, BKIIFOUUTEIHO HH(PAPKT Ha MHOKapAa U
MO3bUHO-ChJIOB HHIIUJCHT. PUCKOBUTE (hakTOpHU 3a CHPCUHOCHIOBO 3a00sIBaHe TPOBa 1a ce
OIICHSIBAT PEJIOBHO 10 BPeME Ha JICYCHUETO C YCTEKUHYMaO0.

Bakcunanumu
[IpenopbuBa ce ga He ce MpUIIarar XKMBH BUPYCHU WU J)KUBU OakTepuannu BakcuHu (kato BIIXK)

€HOBPEMEHHO ¢ ycTeknHyMa0. He ca mpoBexaHi KOHKPETHH MTPOYYBaHUS MPH MAIUEHTH, BEPXY
KOUTO HACKOPO € TpriIaraHa )KuBa BUPYCHA WM KHBa OakTepraiaHa BakcwHa. Hsima maHHM 3a
BTOPUYHO MpeaaBaHe Ha MH(EKIMS Ype3 KUBU BAKCUHM MTPY MAIUSHTH, TI0JIyYaBallyd YCTEKHHYyMa0.
Jledenueto c ycTekuHyMab TpsaOBa Ja ce IpeyCTaHOBH Hali-Mallko 3a 15 ceqMuIu cies nocieaHaTa
J103a Mpear TOCTaBsSIHETO Ha JKMBA BUPYCHA WM KUBa OaKkTepraiHa BAKCHHA U MOXeE J]a c€ Bb30OHOBHU
Hall-MaJKo 2 ceAMUIIM ciell BakcuHupaHneTo. JlekapuTe, mpeanucBally JIeKapcTBOTO, TpsiOBa aa
HaNpaBAT crpaBka ¢ Kparkara xapakTepucTUKa Ha MPOJyKTa 32 KOHKPETHATA BAaKCUHA 32
JIOITBTHATETHA UHPOPMAIIHS U YKa3aHHsI 32 ChITBTCTBAIIOTO MPHUIIOKEHHE HA IMYHOCYTIPECUBHU
JIEKapCcTBa ClIe]] BAKCHHHUPAHE.

He ce npenopruBa npuiiarane Ha >xuBU BakcuHH (kaTo BLDK BakcuHa) npu kbpMavera, ¢ €KCIIO3ULIUS
Ha yCTEeKUHyMao in utero, B IpOIBbJDKEHUE Ha IBAHAJICCET MeceLa CIIe PaKAaHEeTO Ui JOKATO
CEepyMHHTE HUBA HAa yCTEKHHyMal MpH KbpMadeTo CHaaHaT IO HUBOTO Ha JETEKIHS (BXK. TOUKH 4.5 1
4.6). AKo e HaMIe KaTeropuiHa KIMHUYHA 10132 38 OTIACITHOTO KbpMaue, MOXKe Jja c€ 0OMHUCIN
IpuiIaraie Ha )KMBa BaKCHHA B IT0-PaHEH MOMEHT, aKO HE c€ OTKPUBAT CEPYMHH HHBA Ha
YCTEKHMHYMao.

[MarreHTHTE, KOUTO M3MOJI3BAT YCTCKMHYMAa0, MOXKE Ja TOAYYaT eTHOBPEMECHHO HHAKTHBUPAHU HITH
yOUTH BaKCHUHH.

JBITOCPOYHOTO JIeYeHHE C YCTEKHHYMAa0 He TOTUCKA XyMOPAITHUS UMYHEH OTTOBOP KbM
ITHEBMOKOKOBHTE TIOJIM3aXapHIHN BAKCHHH WM KbM BaKCHHHUTE CPEIy TeTaHyc (BX. Touka 5.1).

ChIbTCTBAIA UMYHOCYIIPECHBHA TEPATIHS

[pu nmpoy4BaHus IPH NCOPUA3KC HE ca OLEHIBaHU 0€30I1aCHOCTTA U e(h)UKACHOCTTA HA YCTEKHHYMa0
B KOMOHMHAIMSI ¢ IMYHOCYIIPECOPH, BKIFOUUTEITHO OMOJIOTUYHU NPOAYKTH uin (hotorepamnus. [Tpu
NPOYYBaHUS MPH NMCOPUATHYECH apTPHUT, CHITBTCTBAIOTO NpHiioxkenne Ha MTX He moBnusiBa
Oe3onacHocTTa U eprkacHOCTTa Ha ycTeKuHyMa0. B mpoyusanusita npu 6onect Ha Crohn u
YJIIEPO3eH KOJIHUT CHITBTCTBALIOTO MPHUIIOKEHNE HAa HMYHOCYIIPECOPH WITH KOPTHKOCTEPOUIN
U3IJIeXK/1a He MOBIHsABA O€30IacHOCTTa WM e(pHKAaCHOCTTa Ha ycTeknHyMa0. TpsOBa 1a ce moaxoxaa ¢
HOBHIIICHO BHUMAaHHUE, KOTaTo ce 00CHXK/a ChIIBTCTBAIOTO PHIOKEHHE Ha IPYTH HMYHOCYIIPECOPH U
yCTeKHHYMa0 WM IPH MPEMHUHABAHETO KBbM JICUEHHE C APYTU OHMOIOTHYHN HMYHOCYIIPECOpH (BIK.
Touka 4.5).
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HmyHoTtepanus
YcTexknHyMal He € OlleHSBaH MMPH MallueHTH, KOUTO ca MMo/JIaraHd Ha UMyHOTepanus 3a aneprun. He e

M3BECTHO JAJIM YCTEKHHYMa0 MOXKeE Jla C€ OTpa3u Ha UMYHOTEPAIUsITa MPH aJICPTHH.,

CepHro3HH KOKHU 3a00sIBaHUS

[Ipu manmeHTH ¢ ICOpHAa3ucC ce choOIaBa 3a cirydan Ha eKC(hOIMaTUBEH IEPMATHUT CIIe/T JIedeHHE C
ycTeknuHyMab (Bxk. Touka 4.8). [larueHTuTe ¢ miakoB MCOPUAa3NC MOXKE J1a Pa3BHIT €PUTPOICPMIUCH
TICOPUA3UC KATO YacCT OT €CTECTBEHUSI X0 Ha 3a00JIIBAHETO ChC CUMIITOMH, KOUTO MOXKE OT KITMHUYHA
TJIeJIHAa TOYKa J]a He Ce OTIINYaBar OT ekchonmaTuBHUS AepMartuT. Jlekapure TpsaOBa 1a BHUMaBaT 3a
CHUMIITOMH Ha €PUTPOJICPMHUUCH TICOPUAZHC WU €KC(HOTMATHBEH IEPMATUT KATO YaCT OT
MOHHTOPUPAHETO HA IMICOPHUA3KCa NPU NMAIMEeHTa. AKO TE3U CUMIITOMH CE MOSBAT, TPSAOBA J1a ce
3armovHe noaxo o neuenue. [IpueMbT Ha ycTeknayMab TpsOBa a ce MpeyCTaHOBH, aKO UMa
CHMHEHHS 32 JIEKapCTBEHA PEaKITsl.

3abosnsBaHus, CBEP3aHU C JIYITYC

Cirydan Ha 3a00JIIBaHUS, CBBP3aHHU C JYITYC, CE ChOOIABaT MPH MAMCHTH, JICKyBaHU C YCTEKHHYMao0,
BIJTFOUHUTEITHO KOXKEH JIYITyC epUTEMAaTOIeC U IyITyc-oo0eH cuuapoM. Ilpu Bb3HUKBaHE HA JIC3UH,
0COOCHO Ha U3JIOKCHHUTE Ha CIBHIIC YUaCThIU HAa KOXKATA, WU aKO T€ CE ChITBTCTBAT OT apTPaITus,
MAIAEHTHT TPSOBA Ja MOTHPCH He3a0aBHO JeKapcKa MOMOIT. AKO ¢€ TOTBBPIAT 3a00ITBaHUS,
CBBP3aHH C JIYIyC, YCTEKHHYMAa0 TpsiOBa Jla ce MPEYCTAHOBH U JIa C€ 3aII0YHE ITOAXO/ISIIO JICUCHHE.

CrienuaiHy HomyJIaIum

Cmapuecka év3pacm

B KJIMHUYHKTE U3NUTBaHUS [TPH 0JI00PSHUTE TIOKAa3aHMsI HE Ce HA0JII0IaBaT ChIIICCTBEHU Pa3IuiUs B
eukacHOCTTa HITH 0€30MaCHOCTTA IIPY MAIMEeHTH Ha 65-TOANIITHA BE3PACT U MO-TOJIEMH, KOUTO
MoJTyJaBaT YCTEeKHHyMa0, B CpPaBHEHHE C ITO-MJIaIv aMeHTH. bposT Ha manueHTHTe Ha BH3pacT

65 TOIMHYU U TIO-TOJIEMU 00ade HE € JOCTATHUCH, 32 J1a CE ONPEICIIA JAIH CC TMOBJIHUIBAT PA3IMIHO OT
MO-MJIaIUTE MalueHTH. Thi KaTo pa3npoCTPaHSHUETO Ha MH(EKIUK CPeJl CTapuyecKaTa MoIyJIalus
KaTo IISJI0 € TI0-TOJISIMO, JICUEHUETO TP TMalUeHTH B CTapuecKa Bbh3pacT TPSAOBa Jla ce Mpriiara
BHHUMATEITHO.

Hommcopbar 80
Yerekuaymabd cpaspika 0,04 mg (90 mg/1,0 ml) umm 0,02 mg (45 mg/0,5 ml) momucop6at 80 (E433)

BBB BCSKa 1033, KOsATO ¢ ekBuBaneHTHa Ha 0,40 mg/ml. [TomicopbatuTe Morar ga IpUYHHST
IEPTrUYHH PEaKLUH.

4.5 BzauMmopeiicTBHe ¢ IPYIrd JeKapCTBEHH MPOAYKTH M APYrH (OpMH Ha B3auMojeiicTBHe
JKuBu BakcuHM He TpsIOBa J1a ce MpUiIaraT €JHOBPEMEHHO € YCTEKHHYMaO0.

He ce nmpenoppuBa npuiarane Ha xuBu BakcuHU (kato BLDK Bakcuna) npu kbpMadeTa, ¢ €KCIO3ULUSA
Ha YCTEKUHYMAb in utero, B IPOABIDKCHUE HA IBAHAJIECET Mecela Cile]] paKAaHeTo N JOKATO
CEepyYMHHUTE HHMBA Ha yCTEKWHYMal IpU KbPMAUeTO CIIaJHAT 0] HUBOTO Ha JIETeKUus (BXK. TOUKHU 4.4 U1
4.6). Axo e HanuIle KaTeropuyHa KIMHWYHA T0J13a 32 OTJCITHOTO KbpMade, MOXKe Ja e 0OMUCIN
MpujlaraHe Ha KMBa BaKCHMHA B [10-paHEH MOMEHT, aKo He C€ OTKPHUBAT CEpyMHM HUBA Ha
YCTEKHMHYMao.

[Ipu dpapmakoKMHETHYHH aHAJIM3H Ha MOIYJIALMATA, HAPABSHH B TIpoyuBaHus (aza 3, e uscneaBan
e(eKThT Ha Hali-4eCTO €JHOBPEMEHHO TPUEMaHH JIEKaPCTBEHH MPOLYKTH IPH MALUEHTH € TICOPUA3UC
(BKITIOUMTEITHO W TIapareTaMost, HoymnpodeH, aneTHICATUIIIOBA KHCEeTHHA, METPOPMHUH,
aTOpBaCTaTHH, JIEBOTUPOKCHH) BbPXY (papMaKOKMHETHKATa Ha ycTeKknHyMa0. He ca HaOmogaBann
MPU3HALM Ha B3aMMOJICHCTBHUE C T€3H €AHOBPEMEHHO IPUEMaHH JIEKapCTBEHU NPOoayKTH. OCHOBa Ha
TO3M aHaNm3 € (pakThT, e Hai-manko 100 mamuentu (> 5% ot u3cienBaHaTa MOMyJaNKs) ca JIEKyBaHH
€THOBPEMEHHO C Te3H JIEKaPCTBEHN NPOAYKTH Tpe3 more 90% ot neproaa Ha MPOYyYBAHETO.
dapMaKkOKMHETHKATa HA YCTEKUHYMa0 HE Ce € MOBJIMsIA OT ChIIBTCTBAIIOTO MpriiokeHue Ha MTX,
HCIIBC, 6-mepkanTonypuH, a3aTHONPHUH U IEPOPATHU KOPTUKOCTEPOUIH IIPH NMALUEHTH C
IICOpUaTHYEeH apTpuT, OosecT Ha Crohn mim ynepo3eH KOJIUT, WK OT MpeAnIecTBala eKCIO3UIusI Ha

28



antu-TNFa cpescTa, pu manMeHTy ¢ ICOPUATUYCH apTpuT win Oonect Ha Crohn, wiu ot
npeIIecTBaIa eKCIO3UIIHS Ha OMOJIOTHYHY JICKApCTBEHU NMPOAYKTH (T.e. anTH-TNFa cpenctra u/nnu
BEIIOJIM3YyMa0) MpH MAIUEHTH C YIIIEPO3EH KOJUT.

Pesynrtatute oT mpoy4BaHe in Vitro ¥ OT poy4BaHe Gasza | mpu y4acTHHIM ¢ aKTUBHA OOJIECT Ha
Crohn He nipeanonaraT HEOOXOIUMOCT OT aIAITHPAHE HA J03aTa NPYU MAIUEHTH, KOUTO MMOJTy4aBat
ennoBpemenHo CYP450 cybcTpatu (BxK. Touka 5.2).

[Ipu npoy4BaHus pu ICOPUA3UC HE Ca OICHIBaHU 0€30MaCHOCTTa U €(PUKACHOCTTA Ha YCTEKUHYMa0
B KOMOMHAIUS C UMYHOCYTIPECOPH, BKIFOYUTEITHO OMOJIOTMYHY CpeicTBa Win ¢oroTepanws. [Tpu
NPOYYBAHUS MPH MCOPUATHYCH apPTPUT, ChITBTCTBAIOTO NpHiIokeHne Ha MTX He moBnusBa
Oe3omacHoCTTa U ehUKACHOCTTA Ha YCTeKMHYMa0. B nmpoyuBanusTa mpu 6onect Ha Crohn u
YILEPO3EH KOJUT CHIIBTCTBAIIOTO MPWIOKEHNE HA UMYHOCYIIPECOPH U KOPTUKOCTEPOUIU
U3TJICKA HE MOBIUSIBA OE30MACHOCTTA WM e(pHUKACHOCTTA HA YCTEKUHYMAa0. (BXK. Touka 4.4).

4.6 @epTHANTET, OPEMEHHOCT U KbPpMeHe
Kenu ¢ nereposieH MOTEHIINAT

JKenu ¢ getepoaeH MOTEHITHAN TPsOBa 1a U3MOI3BAT e(DEKTUBHN METOIM HA KOHTPAIICTIIINS 110 BpeMe
Ha JIeYeHue U 10 15 ceaMuIM clie] ISUEHUETO.

Bpemennoct
IIpocieKTHBHU JaHHU OT HETOJISAM Opoil cilydan Ha OPEMEHHOCT CJIe]l EKCIIO3UIIHUS Ha YCTEKUHYyMab ¢

W3BECTEH M3XO0/1, BKIIOYUTETHO TIoBeue oT 450 cirydast Ha OpeMEHHOCT ¢ €KCIIO3HIINS TIPe3 ITbPBHSI
TPUMECTBP, HE MTOKA3BaT MOBUIIEH PICK OT TOJIEMHU BPOACHU MalihopMaIiui Mpu HOBOPOIECHOTO.

[IpoyuBaHusTa P )KUBOTHH HE TIOKA3BAT MPEKHU WU HETIPSKU BpeIHH e(hEeKTU, CBBP3aHU C
OpEMEHHOCTTa, EMOPHOHATHOTO/PETATHOTO Pa3BUTHE, PAXKIAHETO WM TOCTHATATHOTO Pa3BUTHE (BIXK.
TOouKa 5.3).

HanuvHusaT KIMHUYEeH omuT obade ¢ orpanuueH. Kato npeanasHa Msapka € 3a NperoYuTaHe aa ce
n30sTBa ynoTpedara Ha yCTEKUHYMab 1Mo BpeMe Ha OPEeMEHHOCT.

Ycreknnymad nmpeMuHaBa Npe3 IUIalleHTaTa i ce OTKpUBa B cepyMa Ha KbpMadeTa, POJCHHU OT JKEeHH,
JIEKyBaHH C YCTEKMHYMa0 1o BpeMe Ha OpeMeHHocTTa. KIIMHUYHOTO BB37eicTBHE Ha TO3U (aKT HE €
W3BECTHO, HO PUCKBT OT MH(EKINS MPHU KbpMadeTa, ¢ eKCIIO3MIINS Ha YCTEKUHYMa0 in utero Moxe Jia
ObJic IOBHUIIIEH cliell pakaanero. He ce mpemnopbuBa npuiarane Ha xuBH BakcuaH (kato BIK
BaKCHHA) MPH KbpMaveTa, C EKCITO3UIINS Ha yCTEKUHYMa0 in utero, B IPOABIDKEHUE HA

JIBAaHA/IECET Mecela Clie] paKIaHeTO WITH TOKaTO CepyMHHTE HIBA Ha yCTEKNHYyMal Tpy KbpMadeTo
CIaJHAT MMOJ] HUBOTO Ha AeTeKIus (BX. Toukd 4.4 u 4.5). Axo e HamuIe KaTeropuyHa KIMHUYHA 0133
3a OTAEITHOTO KbpMaue, MOKe Jja ce OOMHUCIIN NpUIaraHe Ha KMBa BAKCHHA B MIO-PaHEH MOMEHT, aKo
HE Ce OTKpWBAT CEPyMHU HUBA Ha yCTEKHUHYMa0.

Kopmene
OrpaHunueHu 1aHHY, TyOJIMKYBaHU B JINTEPATypaTa, MOKa3BaT, 4e YCTEKHHYMal ce eKCKpeTHpa B

YOBEIIKaTa KbpMa B MHOT'O MaJIki KoyindecTBa. He € n3BecTHO naym ycreknHymab ce abcopoupa
CUCTEMHO ciie]] norrbiane. [lopaau noTeHIMana 3a nposiBa Ha HeKEJIaHU JICKAPCTBEHU PEAKIIMUA KbM
YCTeKHMHYMab Mpu KbpMaueTaTa, Tp0Ba /1a ce B3eMe pelIeHre aju J]a ce IPEYCTAaHOBU KbPMEHETO
10 BpeMe Ha JIeUeHHe 1 10 15 ceaMuIu cief ISYeHNEeTo, WK Ja e TPEyCTaHOBH TEPAInsATa C
YCTEKUHYMa0, KaTo ce B3eMar MpeABHU/ MoJI3aTa OT KbPMEHETO 3a JICTETO U MM0JI3aTa OT TEPAIMsITa C
YCTeKHMHYMab 3a xKeHara.

Deprramrer
EdexTbT Ha ycTeknHyMa0 BBpXY (epTHIUTETA IIPH X0pa He € OlleHEeH (BXK. Touka 5.3).
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4.7 EdexTu BbpXy cnioco0HOCTTA 32 modupaHe U padoTa ¢ MAIIUHA

YcTekuHyMab He TIOBJIUSABA WK TIOBJIUSIBA MPEHEOPESIKUMO CITIOCOOHOCTTA 32 IodupaHe u padora ¢
MaIIHHY.

4.8 HexeqaHnu JieKAapCTBEHU PeaKIIul

OO6o6uieHue Ha npoduia Ha 6€300acCHOCT

Haii-uecture HexXenaH! JIEKapCTBEHH peakiuu (> 5%) B KOHTPOJIMPAHNUTE IEPHOIH OT KINMHUIHUTE
MIPOYYBaHUS MPU BH3PACTHH C NICOPHA3UC, ICOPHATHYEH apTpuUT, OosiecT Ha Crohn U ymriepo3eH KOJIuT
C ycTeknHyMab ca Ha30(apuHTHUT U rinaBoOomue. [loBedeTo oT TAX ce CUMTaT 3a JIeKH U He HajaraT
IpEKbCBaHE Ha MPOYYBAHOTO JieueHne. Hali-ceprno3Hara He)xenaHa JIeKapCTBEHa PeaKIns, KOsTo €
cho0IaBaHa 32 YCTEeKHHyMa0, € Cepro3Ha Peakiys Ha CBPbXUYBCTBUTEIHOCT, BKIIOUHTEITHO
aHadunakcus (Bk. Touka 4.4). O6umar npodui Ha 6e30MacHOCT € Mo100eH MPH NalueHTH C
TICOPMA3HNC, ICOPUATUYCH apTpHT, OostecT Ha Crohn U ynIiepo3eH KOJIHT.

TabaunueH CIUChK HA HEKEIAHUTE PEaKIuu

JlanauTe 32 6€30MACHOCT, MPEIOCTABCHU MO-A0Y, Ca MOJYUYSHH CJIe/ SKCIO3UIIMSI Ha YCTEKUHYyMa0
TIpH BB3pacTHH B 14 mpoyuBanus $aza 2 u daza 3 npu 6 710 manmenTtu (4 135 ¢ ncopuasnc u/nimm
nicopuaTHyeH apTpurt, 1 749 ¢ 6onect Ha Crohn u 826 manueHTH ¢ yiuiepo3eH KouuT). ToBa BKITIOUBa
EKCIO3UIIMSI HA YCTEKUHYMA0 B KOHTPOJIMPAHUTE U HEKOHTPOJIMPAHUTE NIEPUOIU HA KIIMHUYHUTE
MIPOYYBaHUS MPU NAIMEHTH C IICOPUA3UC, ICOPUATHYEH apTpuT, Oosect Ha Crohn nim ynmeposeH
KOJIUT B IPOIBIDKECHUE HAa Hali-Mako 6 Mecena (4 577 marueHTH) Wi one 1 roguaa

(3 648 nmaruentn). 2 194 nanuenTH ¢ ncopuasuc, 6osect Ha Crohn uin yaepo3eH KOJUT ca ¢
EKCIIO3UIIHS 3a MoHe 4 ronuHu, nokaro 1 148 manuenTtu ¢ ncopuasuc wim 6onect Ha Crohn ca ¢
EKCITO3UIIHS 32 ITIOHE 5 TOTNHH.

B tabmuna 3 e nmokaszaH CHCHK C HEXKEITAHUTE JIEKAPCTBEHU PEaKIMU OT KIIMHUYHU MMPOYYBAHUS [TPH
BB3PACTHHU C IICOPHA3HC, TICOPHATHYCH apTPUT, OojecT Ha Crohn u ¢ ynIepo3eH KOJIUT, KaKTO
HEXEJTAHUTE PEaKIUK OT MMOCTMapKETHHTOBATa ynoTpeda. Hexenmannure peakiinu ca KiacupUITHPaHH
0 CUCTEMO-OPTaHHU KJIACOBE U Y€CTOTA ChITIACHO CJICIHATA KOHBEHIMA: MHoro dectu (> 1/10),
Yectm (> 1/100 mo < 1/10), Heuectu (= 1/1 000 mo < 1/100), Penxu (> 1/10 000 mo < 1/1 000), Muoro
peaxu (< 1/10 000), c Hem3BecTHA YecTOTa (OT HAIMYHUTE JAHHHW HE MOXKe J1a OblIe HaIrpaBeHa
orenka). [Ipu Besko rpynupaHe B 3aBUCHMOCT OT YECTOTATa HEXKEIIAHNUTE JICKAPCTBCHH PEAKIINH CE
M30pOsABAT B HU3XOJAI PeJl IT0 OTHOIICHHUE Ha TSAXHATA CEPUO3HOCT.

Tadauua 3 CnuchbK HA HEKEJIAHU PeaKkIuu

CucreMo-opranumn Yecrora: Hexes1aHu peakuuu

KJIacoBe

Wndexunn u napecranmun YecTr: nHEKIMS HA TOPHUTE AUXATENHU IIBTHINA, Ha30()apUHTHUT,
CUHY3UT

Heuectu: nenyaut, IeHTATHN HHOEKINH, XEPIIEC 30CTep, NHPEKIHS
Ha JOJHUTE TUXATEJIHU IIbTHUILA, BUPYCHU HH(EKLINN HAa TOPHUTE
JUXaTeJIHU ITbTHUILA, ByIBOBATMHAIHA MUKOTHYHA HHQEKINS

Hapyiiienus Ha uMyHHAaTa Heuectu: peakiyu Ha CBPhXIYBCTBUTEIIHOCT (BKIFOUMTEIIHO OOPHUB,
cucrema YPTHUKapHs)
Penxu: ceprno3Hu peakiuy Ha CBPbXUyBCTBUTEITHOCT (BKIIFOUUTEITHO
aHa(WIIaKCHs, aHTHOE]IEM )

Ilcuxuunu HapylIeHUs Heuectu: nenpecus
Hapymienns Ha HepBHaTa YecTu: 3amaiiBane, riaBo0oHe
CUCTEMA Heuecrtn: nmunesa napanusa
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PecniuparopHu, TpbaHH U
MeInacTUHAITHU
HapyILeHUs

Yectu: opodapunreanna 0omka

Hedecrtu: Ha3aHa KOHTECTHS

Penxu: anepruveH anBeonnuT, €0O3MHO(PUIIHA THEBMOHUS
MHOTO0 pelKu: OpraHu3upaIia MHEBMOHHS *

CromamHo-4peBHI
HapylIeHus

Yecru: Auapus, raicHe, IMOBPBIIAHC

Hapymenus Ha koxara u
MOJKOKHATA ThKaH

UYectu: cppOex

Heuectu: mycTyno3eH ncopuasuc, ekchoaranus Ha KoxKara, akHe
Penxu: exchonraTHBEH AepMATUT, XUTICPCCH3UTUBEH BACKYJIUT
MHoro penku: Oyno3eH neM(QUTron 1, KOXKeH JIyIyC epUTEeMaToIeC

Hapymenus Ha MycCKyJIHO-
CKeJIETHATA CUCTEMA U
CheIMHUTENHATa ThKaH

YecTu: 60KH B I'bpOa, MUAITHUS, apTPAITUs
MHoro penku: JIymmyc-noJjo0eH CHHAPOM

OOuwm HapyuieHus u
edexTr Ha MACTOTO Ha
NPUIIOKEHHE

Yectu: yMoOpa, €puTeéMa Ha MACTOTO HAa MHIKCKTHUPAHE, 0oJKa Ha
MSCTOTO HAa MHIKCKTHPAHC
Heuectu: PCaKIn Ha MACTOTO Ha MHKXCKTUPAHE (BKJIIOT-II/ITGJIHO

KPBbBOU3JIMB, XEMATOM, BTBBPASABAHEC, IOAYBAHE U c1;p6e>i<), aCTCHUs

*  Bwxre Touka 4.4, CHCTEMHH U peCIMPAaTOPHU PEaKIUU Ha CBPHXIyBCTBUTEIHOCT.

Onucanve Ha U30paHy HEXKEJIAaHW JIEKAPCTBEHU PEaKInu

Undeknun

B nmane00-KoHTpoIMpaHu NPOyYBaHHS P MALUEHTH € TICOPUA3UC, ICOPUATHYECH apTPUT, O0JIeCT Ha
Crohn u ¢ yamiepo3eH KOJIUT IPOIeHTHT Ha HHM)EKITUUTE WITH CEPHO3HUTE NH(MEKITNHN € CXOJICH IIPH
MAIMEeHTUTE, JIeKyBaHU C YCTeKHHYMa0, U TIpH JIeKyBaHUTe ¢ Iutaie6o0. B miane0o-KoHTpoIrpaHus
NepUOJ Ha Te3U KIMHUYHY MIPOYYBaHUs YecToTaTa Ha HHpekuuute e 1,36 3a manueHToroquHa
IpociensiBaHe PU MALUEeHTH, JEKyBaHH C YCTeKMHYMa0, u 1,34 — nmpu nanueHTy, JeKyBaHH ¢
iane6o. [losBunure ce ceprosnu nHdpeKIuu ca ¢ yectora ot 0,03 3a manMeHTOroIuHa MPOCeIsIBaHe
NpY MAaLUEeHTH, JeKyBaHu ¢ ycTekuaymab (30 cepro3nu undekunu 3a 930 manueHToroanHu
npocnensBane), 1 0,03 — npu manueHTH, JeKyBaHH ¢ Taneto (15 cepno3nu nHpeknn 3a

434 manueHTOroIMHA TIpociieAsBane) (Bk. Touka 4.4).

B koHTpoNHMpaHuTe M HEKOHTPOJIMPAHUTE TIEPUOJIU HAa KIIMHUYHUTE IMPOYYBAHUS IPU TICOPHA3HC,
TICOpHaTHYEH apTPHUT, OosecT Ha Crohn M yIIIepO3eH KOJUT, MPEACTABIIIBAIII

15 227 manueHToroANHN eKCIO3MUIMs ¢ yCTeKuHyMab npu 6 710 manuenTy, MeJuanata Ha BpeMeTo Ha
npocneasBane € 1,2 roqunu; 1,7 roquHu 3a mpoy4BaHUsITa Npu ricopuasuc, 0,6 roauHu 3a
npoyuBanusTa mpu 6osiect Ha Crohn u 2,3 TonWHA 32 IPOYIBAHUATA C YIIIEPO3CH KOJUT. [IpOneHTHT
Ha uHpekuure ¢ 0,85 3a MalUeHTOroAMHA POCIICASBAHE MIPH MAIMEHTH, JICKYBaHU C YCTCKHHYMao0, a
MPOICHTHT Ha cepro3HuTe nHpeknuu npu Tax ¢ 0,02 3a manueHTOroJuHa MPOCIeIIBaHe

(289 cepro3nu nHpekmu 3a 15 227 nanueHToroAVHU NPOCIeAsBaHe) U ca JOKIIaJIBaHN CEPUO3HU
AH(EKITHH, BKITIOYHUTEITHO ITHEBMOHUS, aHAJICH a0cIiec, MeIyIIUT, TUBEPTUKYIIHT, TACTPOSHTEPUT U
BUPYCHH HH(EKIHH.

B npoBeneHn KIMHUYHY MPOYYBaHUS MMAIMEHTH C JIATEHTHA TyOepKyJ03a, KOUTO ca Omin
€IHOBPEMEHHO JIEKyBaHH C M30HHUA3H/I, HE Ca PA3BHIIN TyOEpKyIo3a.

3710Ka4YeCTBEHH 3a00IsIBAHUS

B mnane60-koHTpoIMpaHus IEPUO/T Ha KIMHUYHU POYYBaHUS MPHU ICOPUA3UC, TICOPUATUICH apTPHT,
6osect Ha Crohn ¥ yJIepo3eH KOJIUT YeCTOTaTa Ha 3JI0KAYeCTBEHUTE 3a00JIIBaHUS, C U3KITIOUCHHE Ha
HEMEJIaHOMEH pak Ha Koxata, € 0,11 3a 100 mauueHToroguHu NpocieasBaHe Npu NalueHTH,
JIeKyBaHU ¢ ycTekuHyMa0 (1 mamueHT 3a 929 nmarueHToronHy mpocieasBane) B cpaBaenne ¢ 0,23
MIpH MAIMEHTUTE, JIEKyBaHU ¢ marne6o (1 manueHT 3a 434 marmeHToroIMHN MPOCIICASIBAHE ).
UYectoTaTa Ha HEMeJIaHOMEH pak Ha koxkata € 0,43 3a 100 marueHTOoroAMHU MpOoCeAsiBaHe 3a
MMalACHTHUTE, JICKYBaHH ¢ YCTeKNHYyMab (4 manuenTn 3a 929 mannueHTOTOAWHY MPOCIICAIBaHe) B

31



cpaBHeHue ¢ 0,46 mpu manueHTHuTe, JIeKyBaH! ¢ Tuiane6o (2 nanueHTy 3a 433 nanueHToroIMHI
MIpOCIIe/sIBaHe).

B koHTpOHMpaHUTE W HEKOHTPOJIMPAHUTE MIEPUOIH HA KIMHUYHHUTE MPOYYBAHUS IPU IICOPHA3HC,
TICOPUATHYEH apTpuT, 6osect Ha Crohn U yiIepo3eH KOJIHT, IpeACcTaBIIsIBAIIH

15 205 marueHTOroIMHN eKCIIO3HIIHS ¢ YCTeKHHyMab mpu 6 710 marueHTH, MeIranaTa Ha BpeMeTo Ha
npocnensBade e 1,2 ronuHa; 1,7 roguHM 3a MPOyUYBaHUATA MIPH Ncopuasuc, 0,6 ToauHM 3a
npoyuBanusiTa mpu 6osiect Ha Crohn u 2,3 ronuHM 3a NPOYUBAHUTA C YILEPO3CH KOJUT.
3nmokadecTBeHH 3a00IIABaHNs, C H3KIIOUEHUE Ha HEMEJIAaHOMEH paK Ha KOKaTa, ca JOKJIaJIBaH! IpH

76 manmenTH 3a 15 205 manmenToroauan Ha npocneassane (dectora ot 0,50 Ha 100 manyeHTOrOAMHA
Ha [pociieisiBaHe [IPH NaleHTH JIEKyBaHU ¢ ycTeKuHyMa0). Te3u ciryuau Ha 3710Ka4eCTBEHU
3a00IsiBaHus, ChOOIICHH MTPY MAIUSHTH, JIEKYBAaHU C YCTEKHHYMa0, ca CpaBHUMHU C OYaKBaHUTE
ciy4ad B oO11ara nomyJamnus (cTannaprusupat koeduiuent Ha gectora = 0,94 [95% moseputeneH
untepBai: 0,73, 1,18], kopurupat 3a Bb3pacT, noj 1 paca). Haii-uecto HabmogaBaHuTe
3]I0KQ4€CTBEHU 3a00JIIBaHNA, PA3IUYHHA OT HEMEIIAHOMHHUS KapIIMHOM Ha KOXara, ca KapIMHOM Ha
IpocTaTara, MeJIaHOM, KOJIOPEKTAIeH KapIIMHOM H KapIIMHOM Ha rbpAara. CiydanTe Ha HEMEJIaHOMEH
KapuuHOM Ha Kokarta ca 0,46 na 100 marueHTorofMHA Ha IPOCIeAsIBaHe IPY MAIUEHTH, JICKYBaHH C
ycreknHyma0 (69 nauuentu 3a 15 165 nauuenroroguan Ha npocienssade). CbOTHOIICHUETO Ha
MMalHeHTH ¢ 0a3aJieH CIPSAMO CKBAMO3HOKIICTHYCH KapIIMHOM Ha Kokarta (3:1) € cpaBHIMO ChC
CHOTHOIIICHHETO B 00IIaTa momynanus (Bx. Touka 4.4).

Peaknyy Ha CBPbXYYBCTBUTEIHOCT U PEAKIIMU KbM HHQY3UATA

B npoyuBanmsTa ¢ MHTpaBEHO3HA HHAYKIHS MpH O0ojecT Ha Crohn 1 yiepo3eH KOJIUT He ce
ch0oOIIaBaT CHOUTHUS Ha aHA(WIAKCHUS WM APYTH CEPUO3HU PEaKIUK KbM HHPY3HATA cIe]l CIUHIIHA
MHTpaBeHO3Ha 103a. B Te3u npoyuBanus 2,2% ot 785 mauuenTy, JekyBaHu ¢ miauedo, u 1,9% ot
790 nauneHTy, JEKyBaHH ¢ IPENOPhUYMUTENHATA 1032 YCTEKUHYMa0, ch0oOIIaBaT HeXXEIaHU ChOUTHS,
BB3HUKHAJIH 110 BpeMe Ha W B PaMKUTE Ha eJIUH 4ac oT uHpy3usTa. [To Bpeme Ha
MMOCTMAapKETHHIOBOTO HAOJIOICHHE Ce ChOOIaBaT CEPUO3HU PEaKINy, CBbP3aHu ¢ MHPY3UsITa,
BKITFOUUTEITHO aHA(DUIAKTUYHH PEaKIINHA KbM HHY3usTa (BXK. Touka 4.4).

Ileouampuuna nonynayus

[leanaTpuunu nanueHTH Ha 6 TOIUHU U ITO-TOJIEMH C IIAKOB MICOPHA3UC

be3onacHocTTa Ha ycTekuHyMa0 e IpoydeHa B 1Be NpoyuBaHus (a3a 3 npu NeAnaTpuuHH MALUEeHTH C
YMEpEH J10 TeXbK IIaKoB rncopuasuc. IIspBoto npoyusane e npu 110 manuenty Ha Bb3pacT oT 12 10
17 roauHu, IeKyBaHH B pob/KeHNe Ha 60 ceAMULIM, a BTOPOTO IpoyuBaHe € npu 44 nmalueHTH Ha
BB3pacT oT 6 10 11 roauHu, TekKyBaHH B MPOABIDKeHHE HA 56 ceamuIty. KaTo 1ssmo cro0mennTe
HEXXEJIaHU CHOUTHSI B TE3H JIBE IPOYUYBAHMUS C JAHHU 32 0€30MacHOCT 10 1 rouHa ca moJoOHH Ha
Te3H, HaOJIr0IaBaH! B TIPEIMIIHYU MPOYYBAHUS PU BB3PACTHH C TUIAKOB IICOPHA3HLC.

Tleouampuunu nayuenmu ¢ meano nav-manxo 40 kg ¢ 6oarecm na Crohn

BeszonacHocTTa Ha ycTeknHyMab e mpoydyeHa B eHO npoyuBaHe (aza 1 u eaHo npoyuBane ¢asza 3 npu
MeMaTPUYHU MAI[MSHTH ¢ YMepeHa 70 Texka akTuBHa 6osecT Ha Crohn choTBeTHO 710 cenmuna 240 u
ceammuria 52. Kato 1s5mo mpodmreT Ha 6€301MacHOCT B Ta3u kKoxopTa (n = 71) e mogoOeH Ha TO3H,
Ha0II0AaBaH B IPEIUIITHE MPOYYBAaHUS MPH BB3pacTHU ¢ Oosectra Ha Crohn.

Cro0n1aBane Ha IO03MPAHK HEXKEIAHU PEaKIInu

Cw0o0I11aBaHeTO Ha TIOI03UPAHU HEKEIIAHU PEaKIIUU CIIe/ pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBSHUS
MPOAYKT € BakHO. ToBa M03BOJIsABA 2 MPOIBIKHA HAOIIOJICHUETO Ha CHOTHOIIICHUETO TMOJI3a/PUCK 3a
JeKapCcTBEeHUs MPOAYKT. OT MEIMIIMHCKHUTE CIICIIHATMCTH CE M3UCKBA J]a ChOOIIABAT BCSIKA
M0JI03MPaHa HeXeNlaHa peakiisl Ype3 HalMOHAIHA CUCTEMa 32 ChOOIaBaHe, IIOCOYCHA B

Ilpunoxenue V.

4.9 TIlpeno3upane

Envanunn no3u go 6 mg/kg ca nmpuinaranu MHTPaBEHO3HO B KIIMHUYHU MPOYyYBaHUs O€3
orpaHMyaBalla 103aTa TOKCUYHOCT. B ciyuaii Ha mpeno3upane ce npenopbuBa NauueHTUTe Ja ce
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HAOJI0aBaT 3a MPHU3HAIM WIM CUMIITOMH Ha HEXKEJIaHU PEakIMy U He3a0aBHO J1a Ce MPHUIIOKU
TIOJIXOISIIIO CUMITTOMAaTHYHO JISYCHHUE.

5. ®APMAKOJIOTHYHU CBOMCTBA

5.1 ®apmakoaMHAMUYHHU CBOHCTBA

dapmakoTepaneBTHyHa Tpyna: MMmyHocynpecopu, naxudburopu Ha naTepieBkuHa, ATC xox:
L04ACO05

Pyzchiva e 6uonooben nexkapcteeH npoAykt. I[logpoOHa uHpopMmanus e mpegocTaBeHa Ha yeOcaiita
Ha EBporretickara areHIus 1o jiekapcTpara https://www.ema.europa.eu.

MexaHu3bM Ha JEUCTBHE

YerekunayMab e m3isiio yoemko [gG 1k MOHOKIIOHATHO aHTHTSIIO, KOETO CE CBhP3Ba ChC
crenupUIHOCT KbM 001aTa MpoTenHoBa cyOeanHua p40 Ha YOBEIIKUTE IUTOKUHA HHTEPIICBKUH
(IL)-12 u IL-23. Ycrekunymab noTrcka OnoakTuBHOCTTa Ha YoBewkute [L-12 u IL-23, kato
npeaoTBpaTsaBa cBbp3BaHeTo Ha p40 ¢ IL-12RB1 pernenTopeH mpoTenH, pa3noaoKeH Ha TOBbPXHOCTTA
Ha UIMYHHHTE KJIETKH. Y CTeKHUHyMab He Moxke Jia ce cBbpike ¢ IL-12 mmm ¢ IL-23, kouTo Beue ca
cebp3anu ¢ IL-12RB1 peuentopu no knerpyHaTa MOBHPXHOCT. CIe0BATETHO € MAIKO BEPOSTHO
ycTeknHyMal Ja yyacTBa B KOMIUIEMEHT- WIIM aHTUTSAJIO-MEeJUUpaHaTa UUTOTOKCHYHOCT Ha KIETKUTE
¢ pererrropu 3a IL-12 w/mmm 1L-23. IL-12 u IL-23 ca XeTepoauMepHU IIMTOKUHU, CCKPETHPAHHU OT
AKTUBUPAHU aHTUT'€H-TIPEICTABSAIIN KIETKH, HalpUMep Makpodary u IeHAPUTHH KJIETKH U JIBaTa
IIUTOKWHA y4acTBaT B UMyHHUTE PyHKInK; [L-12 ctumynupa ectectBenute kietku youim (NK) u
npenu3BukBa nudepennuanuara Ha CD4 + T xietkute kM T 1 xenmepen (Thl) denotum, 1L-23
unnynupa et Ha T 17 xenmepure (Th17). AGHopmHara perynanust Ha IL-12 u IL-23 obaue ce
CBBP3Ba C UMYHHOMEIUUPAHH 3a00JISIBAHUS KaTo IICOPHA3HC, ICOPUAaTHIEH apTpHT, Oonect Ha Crohn.

Upes cBbp3Bane Ha obmara cyoennuuma p40 ua IL-12 u IL-23 ycTexknrymMab Moke 1a OKa3Ba CBOHUTE
KIMHAYHU eQEeKTH IPH IICOPHA3HC, ICOPUATHIEH apTpuT, 6onect Ha Crohn upe3 npekbcBaHe Ha
mprumara Ha Thl u Th17 nurokuHu, KOUTO ca B OCHOBAaTa Ha IaTOJIOTHTA HA TE3H 3a00JIsIBaHUSL.

[Tpu narmmenTn ¢ 6omect Ha Crohn regenneTo ¢ ycrekuaymMad BOAM 10 HAMAJICHHUE Ha
BB3MAIUTEIHUTE MapKepH, BKIrounTenHo C-peaktuBeH npotenH (CRP) u dekaneH KanmpoTeKTHH 1o
BpeMe Ha MHAYKITMOHHATA (ha3a, KOETOo CJIe] TOBa ce MOoAIbpika Mpe3 IisiaTa mojabpxamma daza. CRP
€ OIIEHEH 110 BpeMe Ha MPOABDKEHNETO Ha MMPOYYBAHETO W HaMaJIeHUATa, HaOI0JaBaHy 110 BpeMe Ha
nojabprKamara ¢aza, OOMKHOBEHO ce 3ara3BaT 10 252 cenqMuna.

Umynnszannn
ITo BpeMe Ha ABATOCPOUYHOTO MPOABIKEHUE Ha poyuBaHe npu ncopuasuc 2 (PHOENIX 2),

BB3PACTHUTC NMALIUCHTH, JICKYBAHU C YCTGKI/IHYMa6 3a Hal-MajIko 3,5 TOAWHHU, Ca JaJIh aHTUTAJIO-
OTTOBOPH Ha ITHEBMOKOKOBH ITOJIU3aXapUIHN BAKCUHU U BaKCUHU CPEUTYy TETaHYC, CXOAHU C TE3U IIPpU
KOHTpOJIHATa rpymna naliueHTHy, 1mojrydaBaiii HECCUCTEMHO JICYCHUEC Ha IICOpHas3ucC. CXOI[CH IMPOLCHT OT
BB3PACTHUTC NALIUCHTH, JICKYBAHU C yCTeKI/IHyMa6 1 TC3U B KOHTPOJIHATA rpyIia, ca pasByuiiv 3allilUTHU
HHUBA Ha aHTUITHECBMOKOKOBU U aHTUTCTAHUYHHN aHTUTCJIA, U TUTPUTC HA aHTHUTCJIIaTa UM Ca CXOJHHU.

Kinnununa edukacHocT

[InakoB nicoprasuc (Bb3pacTHU MAITUEHTH)

bezonacHocTTa 1 epuKacHOCTTa Ha ycTeKHHYyMa0 ca orleHeHu npu 1 996 manmeHTH B

JIBE paHAOMHU3HPAHHU, JTBOHHO-CIIEIH, IIare00 KOHTPOIUPaHH MTPOyYBaHUS IPH TMAIIUEHTH C yMEepeH
JI0 T&XBK TUIAKOB IICOPUA3UC, KAaHIUAATH 3a (OTOTepanisl Wik cucTeMHa Tepamnusi. OCBeH TOBa B €THO
PaHIOMHU3UPAHO, aKTUBHO KOHTPOJIMPAHO MPOYYBAHE ChC 3aCIICTIEH OLEHUTEN € CPABHEHO JIEHCTBHETO
Ha yCTeKMHyMab U eTaHepUeNT MPH NalueHTH C YMEPEH A0 TEeXbK IUIAKOB IICOPHA3HC, KOUTO HE ca ce
TIOBITHSUTH, TIPOSIBIIIM Ca HETTOHOCUMOCT HIJTM Ca HMAJIH TTPOTHUBOIIOKa3aHUE KbM IUKIOCTIOpruH, MTX
win [TYBA Tepanus.
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B npoyusane npu ncopuazuc 1 (PHOENIX 1) ca onenenu 766 naunentu. 53% ot Tsx He ca ce
TTOBJIFSUTH, TIPOSIBIUIN Ca HETOHOCUMOCT WJTH Ca MMaJIA MTPOTUBOIIOKA3aHIE KbM JIPyTra CUCTEMHA
Tepanus. [lanmeHTuTe, paHIOMU3UPAHHU 32 JICUCHUE ¢ YCTEKHHYMa0, ca MPUeH T03U OT 45 mg uin
90 mg B cenmunu 0 1 4 ¥ ca MPOIBIKUIM A2 IpUEMAT ChILATa 1032 Ha BCEKH 12 cenMHULIN.
[larmenTrre, paHAOMU3NPAHN 3a JIeueHHe ¢ Tuianedo B ceqmutin 0 u 4, ca mpeMuHAIN KbM JIYeHUE C
ycTekuaymab (45 mg wiu 90 mg) B cenmuru 12 u 16, ciaen KoeTo ca MpOABIDKIIN Aa IpUeMaT
chIlaTa go3a Ha Bceku 12 ceamuru. [lanmenTu, mbpBOHAYATHO PaHAOMU3HPAHU 32 JICUCHUE C
yCTeKruHyMab, KOMTO ca JOCTUTHAIM HUBO Ha TIOBIUSBaHe 75 1O MHJEKCA 3a IUTONI Ha 3acATaHe U
TexxecT Ha rcopuasuc (Psoriasis Area and Severity Index, PASI) (mono6penne no PASI ot MuHuMYyM
75% B cpaBHEHHE C U3XOJHUTE CTOWHOCTH) B ceAMHULH 28 U 40, ca HOBTOPHO paHIOMU3UPAHU 3a
JIYeHUE C YCTeKHMHyMab Ha Bceku 12 ceaMuiy i ¢ manedo (T.e. OTTErIIsTHE OT TepanusTa).
[TanmeHTHTE, TOBTOPHO PaHIOMU3HMPAHU 3a JICUCHHE ¢ Tuanebo B ceamuma 40, ca Br30OHOBIIIH
Tepanusira ¢ yCTeKUHyMa0 B I'bpBOHAYAIHATA CH CXeMa Ha JIO3UPaHe, Clie]] KaTo MOJ00PESHUETO UM T10
PASI B cenmuna 40 e namansuio ¢ MuUHUMYM 50%. Bcuuku nanueHTH ca npocieaeHu 3a NEPHO 10
76 cenmMUIM cIieT TbPBOTO NPUJIOKEHUE HA H3CIIEABAHOTO JICUSHHE.

B npoyusane npu nicopuasuc 2 (PHOENIX 2) ca onenenu 1 230 manuentu. 61% ot Ts1x He ca ce
TIOBJIMSIITH, TIPOSIBUJIHA Ca HETIOHOCHMOCT WIIM Ca UMaJIH IPOTUBOIIOKA3aHNe KbM JIpyTra CHCTEMHA
tepanus. [laruenTuTe, paHAOMHU3UPAHHA 3a JICUCHHE ¢ YCTEKUHYyMa0, ca IpHend J03H OT 45 mg niu
90 mg B cenqmuitu 0 u 4, mocnenBaHu OT AOMBIHUTENHA 1032 B ceamuna 16. [amuenture,
paHIOMHU3UpaHU 3a JiedeHue ¢ manedo B ceamunum 0 1 4, ca MPEeMUHATN KbM JICUeHUE C yCTEKUHYyMa0
(45 mg i 90 mg) B cemmuty 12 1 16. BCcHIky marueHTH ca MpOCIeeH! 3a TIEPHOT 10 52 CEAMUITH
CJIeNl IHPBOTO IMPHWIIOKEHNUE HA U3CIEABAHOTO JICUCHHE.

B mpoyuane npu nicopuazuc 3 (ACCEPT) ca onierern 903 mamueHTn ¢ yMepeH 0 TeXbK IICOPHA3HC,
KOWTO HE ca C€ TMOBJIHSIIN, IPOSBIIN Ca HETIOHOCUMOCT WJIM Ca UMAaJTd IPOTHBOIIOKA3aHUE KbM JIpyTa
cucrteMHa Tepanusi. CpaBHeHa € e(UKAaCHOCTTa Ha YCTEKUHYMal ¢ Ta3u Ha eTaHEepILENT U € OllCHEeHa
Oe3omacHocTTa Ha ycTeknHymab u eranepuent. [1o Bpeme Ha 12-cemMuYHaTa aKTHBHO KOHTPOJIUpPaHa
9acT OT IPOYYBAHETO MAIUEHTUTE ca PAaHAOMU3UPAHHU Ja IpueMar ertanepent (50 mg 1Ba mbTH
CeJMHUYHO), ycTeKuHyMab 45 mg B cenmuiy 0 u 4 wim ycrekuaymad 90 mg B ceamunu 0 u 4.

W3xomHuTe XapakTepUCTUKHU Ha 3a00JI1BaHETO Ca MPUHLUITHO [T0CTIEC0BATEIHN BB BCUUKHU IPYIH Ha
JiedeHue B Mpoy4BaHe npu ncopuasuc 1 u 2 ¢ meanana Ha PASI ckopa Ha n3xomHo HUBO OT 17 110 18,
¢ MeanaHa Ha TelecHa moBbpXHOCT (BSA) Ha m3xonHo HUBO > 20 U ¢ MeAnaHa Ha IEPMATOJIOTHICH
WHEKC 3a KauecTBo Ha uBOT (Dermatology Life Quality Index, DLQI) B rpanumure ot 10 mo 12.
bruzo eqna Tpera (mpoyuBane mpwu rcopuasuc 1) u eaHa 4eTBbPT (IpoyyYBaHe MPH IICOPUA3NC 2) OT
nanueHTuTe uMat rcopuatuueH aptput (PsA). [TomoOHa Texxect Ha 3a00s1BaHETO ce HAOII01aBa U
IIpH [IPOyYBaHe MpH IcopHuasmc 3.

[IspBUYHATA KpaifHa TOYKA B TE3U MIPOYUBAHIS € CHOTHOIICHUETO HA MAIUEHTUTE, IOCTUTHATIN HUBO
Ha noBiusBaHe 1o PASI 75 cipsiMo uzxomHuTe CTOMHOCTH B ceimunia 12 (Bxk. Tabmuiu 4 u 5).

Ta6auua 4: O0001eHNe HA KIMHUYHOTO NMOBJIMSIBaHE B MPOoyYBaHe Npu ncopuasuc 1
(PHOENIX 1) n npoyuBaHe npu ncopuasuc 2 (PHOENIX 2)

Cenmura 12 Cenmuiia 28
2 nos3u (ceamura 0 u cenmua 4) 3 mo3u (cemmutra 0,
ceamunia 4 u ceamuna 16)
[Tnamebo 45 mg 90 mg 45 mg 90 mg

IIpoyuBane npu
ncopuasuc 1
Bpoit
paHIOMHU3UPAHU 255 255 256 250 243
MalMEeHTH
EX‘;J;“S’ST&;; r(‘(;) | 26 (10%) | 213 (84%)" | 220 (86%) | 228 (91%) | 234 (96%)
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IloBnusBane mo

0
PASI 75, 6p. (%) 8 (3%)

171 (67%)*

170 (66%)*

178 (71%)

191 (79%)

IToBausiBaHe MO

0,
PASI 90, 6p. (%) > (2%)

106 (42%)°

94 (37%)*

123 (49%)

135 (56%)

OOJI° 32 m3uncTeHH
VI MUHUMAITHH, Op.

(%)

10 (4%)

151 (59%)*

156 (61%)*

146 (58%)

160 (66%)

Bpoit nanyenTn

<100 ke 166

168

164

164

153

IToBausBaHe mo

0
PASI 75, 6p. (%) 6 (4%)

124 (74%)

107 (65%)

130 (79%)

124 (81%)

Bpoit nanyenTn

> 100 kg 89

87

92

86

90

IToBausBaHe mo

0
PASI 75, 6p. (%) 2 (2%)

47 (54%)

63 (68%)

48 (56%)

67 (74%)

IIpoyuBane npu
ncopuasuc 2

bpoii
paHIOMU3UPAHA
MAIMEeHTH

410

409

411

397

400

IloBausiBaHe mo

0
PASI 50, 6p. (%) 41 (10%)

342 (84%)

367 (89%)*

369 (93%)

380 (95%)

IloBnusBane mo

0
PASI 75, 6p. (%) 15 (4%)

273 (67%)*

311 (76%)*

276 (70%)

314 (79%)

IloBausiBaHe o

0,
PASI 90. 6p. (%) 3 (1%)

173 (42%)°

209 (51%)®

178 (45%)

217 (54%)

OOJI° 32 m3uncTeHH
WA MUHUMAITHH, Op.

(%)

18(4%)

277 (68%)*

300 (73%)*

241 (61%)

279 (70%)

Bpoit nauyenTu

<100 ke 290

297

289

287

280

IToBausBane mo

o
PASI 75, 6p. (%) 12 (4%)

218 (73%)

225 (78%)

217 (76%)

226 (81%)

Bpoit nanyenTn

> 100 kg 120

112

121

110

119

IToBausBane mo

0
PASI 75, 6p. (%) 3 (3%)

55 (49%)

86 (71%)

59 (54%)

88 (74%)

p < 0,001 3a ycrekunymab 45 mg i 90 mg B cpaBaenue ¢ mianedo (PBO)

0 OOJI = O61a oreHKa Ha JIeKaps

Tabauna 5: O6001eHNe HA KIMHUYHOTO MOBJIMSIBaHEe B IPOy4YBaHe MPHU ncopuasuc 3

(ACCEPT) na cexmuna 12
IIpoyuBane npu ncopuasuc 3
Etanepuent Ycrexknnymad
24 mo3u 2 no3u (ceamuna 0 u ceamua 4)
(50 mg nBa mbTH 45 mg 90 mg

CEIMHYHO)
Bpoii pangoMu3upanu NanueHTu 347 209 347
INosnusBane o PASI 50, 6p. (%) 286 (82%) 181 (87%) 320 (92%)*
[NosnusBane o PASI 75, 6p. (%) 197 (57%) 141 (67%)° 256 (74%)°
[osmusBane o PASI 90, 6p. (%) 80 (23%) 76 (36%)* 155 (45%)*
N e o 170 (49%) 136 (65%)" 245 (71%)"
Bpoii narentu < 100 kg 251 151 244

35




(rf/"f“”m‘*e no PASITS, p. 154 (61%) 109 (72%) 189 (77%)
0
Bbpoit marmmenTn > 100 kg 96 58 103
g/o;snnﬁBaHe o PASI 75, 6p. 43 (45%) 32 (55%) 67 (65%)
0

a

6

p < 0,001 3a yctekunymab 45 mg wnn 90 mg B cpaBHEHHE C €TaHEPLENT.
p = 0,012 3a yctekunymab 45 mg B cpaBHEHHE C €TaHEPLEMNT.

B npoyusane npu ncopuasuc 1 nogabpxkanero Ha PASI 75 e 3HaunTEIHO NO-BUCOKO IpH
MPOIBIDKUTEITHO JICUCHHE, B CPaBHEHUE C TOBA MPH oTTerIsIHe OT JiedeHueTo (p < 0,001). [Togo6un
pe3ynraTu ce HaOJroAaBat MpH Besika o3a yerekunymad. Ha 1™ roquna (cenmuna 52) 89% ot
MAIMEHTUTE, TOBTOPHO PaHAOMHU3UPAHH 32 MOIBPIKAIIO JIeUeHHe, ca ce nopnusui o PASI 75, B
cpaBHeHUE ¢ 63% OT MaUeHTHuTe, MOBTOPHO PAHJOMHU3HUPAHH 32 T1ane0o (OTTETIISHE OT JIEUEHUETO)
(p <0,001). Ha 18-Tus mecen (ceaqmura 76) 84% oT manneHTHTE, TOBTOPHO PAaHIOMHU3UPAHU 32
MOAIBPIKAIIo JieueHne, ca ce nopnusutu o PASI 75, B cpaBHenue ¢ 19% oT manueHTHTEe, TOBTOPHO
paHIoOMH3MpaHu 3a marebo (oTTerisHe ot iedenneto). Ha 3-ta roguna (ceqmuma 148), 82% ot
MalMEHTUTE, TOBTOPHO PaHIOMU3UPAHU 3a MOIBPrKAIo JeueHue, ca ce nosnusiau mo PASI 75. Ha
5-ta roguna (ceamuria 244) 80% OT manueHTUTE, MOBTOPHO PAHIOMHU3UPAHU Ha MOIBPIKAIIO JICUCHUE,
ca ce nmoBnusiau mo PASI 75.

IIpu marueHTHTE, MOBTOPHO PaHIOMHU3UPAHHU 32 IIale00, KOUTO OTHOBO Ca MPEMUHAIHA KbM
I'bpBOHAYATHATA CH CXEMa Ha JICUCHHUE C YCTEeKHMHYyMa0 cief 3arybara Ha > 50% nonoOpeHue no
PASI, 85% ca Bb3cTanoBuIu noBnusiBaneTo no PASI 75 B pamkure Ha 12 ceamuiu ciex
BB300HOBSIBAHE HA TEPAIHSITA.

B npoyuBane npu ncopuasuc 1 B ceamuua 2 u cenmuna 12 ce HaOogaBa 3HaYNTETHO TOA00OpEHNE
cripssMo m3xoAHuTe croitHocTH Ha DLQI BBB Besika OT TpyHHUTE HA JICUCHHUE ¢ YCTEKUHYMab B
cpaBHeHHeE ¢ mane6o. [Tomobpennero ce 3anaspa 1o cenqmuiia 28. 110100HO 3HAYUTEITHO TTOT00pEeHME
ce Ha0JIr0/1aBa B IPOYYBaHE MPH rcopuasuc 2 B ceamuny 4 u 12, koeTo ce 3amna3sa 10 ceamuiia 24. B
MIpOy4YBaHe MpH Ncoprazuc | mogoOpeHusTa B HOKbTHHUS TICOPHA3UC (MHICKC 3a TEXKECTTa Ha HOKBTCH
ricopuasuc, Nail Psoriasis Severity Index), B o0miara oreHka Ha (U3HMYECKOTO ¥ €MOITMOHAITHOTO
cberosiHue 1o SF-36 1 BB BU3yaJIHO-aHAJIOTOBaTa CKajia 3a ONpeessHe Ha CTOWHOCTTa Ha OoKaTa
ipu cbpOex (VAS) chilo ca 3HaYUTETHY [IPH BCSIKA TPpyIa Ha JICYSHHE C YCTEKHHYMa0 B CpaBHEHHE C
miane6o0. B mpoy4BaHe npu mcoprasuc 2 KIMHUIHATA cKalla 32 TPeBOKHOCT U nerpecus (Hospital
Anxiety and Depression Scale, HADS) u BbnpocHUKET 32 pabotHu orpannuenus (WLQ) coino
MOKa3BaT 3HAYUTEIHO MOA0OPEHNE BBB BCSKA OT IPYNHUTE Ha JIeUeHHE C YCTEKHHYMa0 B CpaBHEHHUE C
iare0o.

ITcopuatnuen aprpurt (PsA) (BE3pacTHU MAIMEHTH)

JlokazaHo e, 4ye yCTeKHHyMa0 1mo100psBa MpU3HALIUTE U CUMITOMUTE, (DU3MYECKOTO ChCTOSHUE U
CBBP3aHOTO ChC 37PABETO KAYECTBO HA JKUBOT M HAMAJISIBA CTETICHTA Ha TIPOTpecHs Ha TIepupEPHOTO
CTaBHO YBpEXIaHE NMPU BH3PACTHU MAIIUCHTH C aKTHBEH PSA.

be3omacHocTTa M1 epUKacCHOCTTA Ha yCTEKUHYyMa0 ca OTleHEHH py 927 maIueHTy B IBE
paHIOMU3UPaHH, TBOWHOCIEIH, TUIaIe00-KOHTPOJIMPAHH TIPOYYBAHUS TIPH TMAITUEHTH ¢ aKTHBEH PSA
(> 5 noxytu craBu 1 > 5 OOJIC3HEHU CTaBH) BBIIPEKH yIOTpeOdaTa Ha HECTEPOUHU
npotuBopb3manurenHu cpeactsa (HCIIBC) mnmm moguduimpamu 601ecTTa aHTHPEBMATONIHA
nexapctBa (DMARD). IaruenTuTe B T€31 IpOyYBaHUS ca MMAJId TOCTaBeHA MrarHo3a PsA Haii-
MaJKo OT 6 Mecena. BkiroueHu ca manueHTy ¢ BCAKAKBB MOATUIT Ha PSA, BKIIIOUUTETHO
MOJIUAPTUKYJIAPEH apTPUT Oe3 JaHHU 32 peBMaTOUIHH BB3IH (39%), clioHAnINT ¢ iepud)epeH apTpuT
(28%), acumetpuuen nepudeper aptpur (21%), ¢ ydactre Ha qUCTamHa WHTEp(]aTaHreanHa cTaBa
(12%) u unBamuauzupam aptpur (0,5%). Hag 70% u 40% ot nanuenTuTe B ABETE IPOYUYBAHUS Ca
UMaJi CbOTBETHO CHTE3UT U JAKTUIUT Ha U3X0JHO HUBO. [laruenTuTe ca paHAOMU3UpaHU Ja
ToTydaT JiedeHue ¢ ycTeknaymMao 45 mg, 90 mg, i tramnedo moaKkoxHo Ha ceamuny 0 u 4,
MOCJICIBAHU OT Mpuiarane Ha Bceku 12 cemmurtu (q12w). [Ipubmusurensao 50% oT marueHTUTE ca
MPOABIDKUIM Ha TocTosiHHA 103a MTX (< 25 mg/cenmuiia).
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B PsA npoyusane 1 (PSUMMIT 1) u PsA npoyusane 2 (PSUMMIT 1), ceotBetHO 80% 1 86% OT
naruenTute, ca ovnn nexyBaau ¢ DMARD. B npoy4uBane 1 He € OHII0 TO3BOJICHO MPEAUIITHO JICUCHUE
C aHTAaroOHUCT Ha TyMop-HekpoTusupail Gakrop anda (TNF)a. B npoyusaHe 2, moBe4eTo MarueHTH
(58%, n = 180) ca 6unu nexyBanu ¢ enHo i nmoseue anTH-TNFa cpeactBo(a), kato ot Tsx Hax 70%
ca nmpeycrtaHoBuiIn cBoeTo anTu-TNFa nedenue, nopany aumnca Ha epUKaCHOCT MM HEIOHOCHUMOCT,
I10 BCSIKO BPEME.

Ipusnayu u cumnmomu

JleuenueTo ¢ ycrekuHyMa0 BOJY O 3HAUYUTEIHU OAOOPEHUS B U3MEPUTENINTE 32 AKTUBHOCT Ha
3a00JIsIBAHETO B cpaBHEHUE ¢ 1uiane0o Ha cenmuna 24. [IbpBudHara kpaiiHa TOYKa € MPOICHTHT Ha
MaIUEeHTUTE, TOCTUTHAIM OTroBop 20 Mo KpUTEpUHUTE Ha AMEPUKAHCKHUS KOJIEX MO0 PEBMATOIOTHS
(American College of Rheumatology, ACR) Ha ceamunia 24. OCHOBHUTE pe3yNTaTH 3a €pUKACHOCT ca
IpeACTaBeHU B TabauLa 6 mo-aoiy.

Tadauua 6: bpoii Ha naUeHTUTE, NOCTUTHAIM KJIMHUYEH OTTOBOP MPHU COPUATUYEH APTPUT
IIpoyuBane 1 (PSUMMIT I) u IlpoyuBane 2 (PSUMMIT II) na cexmuna 24

IpoyuBaHe npu NCOpUATHYEH IpoyuBaHe npu NcOpuaATHYEH
aptpur 1 apTput 2
Ilaane6o 45 mg 90 mg Ilnane6o 45 mg 90 mg
Bpoii
pPaHAOMU3MPaAHU 206 205 204 104 103 105
naAIHeHTH
ACR 20 47 (23%) | 87 (42%)* | 101 (50%)* | 21 (20%) | 45 (44%)* | 46 (44%)*
otrosop, N (%)
ACR 50 18 (9%) | 51(25%) | 57 (28%)° | 7(7%) | 18(17%)° | 24 (23%)"
otroBop, N (%)
ACR 70

0 () a 0 a 0, 0 B 0 B
orrosop. N (%) | Q%) | 25(12%) | 29(14%)" | 3G%) | 7(7%) 9 (9%)

bpoii nayuenmu c

> 395 BSA" 146 145 149 80 80 81

ol 0
PASI 75 . — — - — —
orroon. N (%) | 16(11%) | 8357 | 036200 | 4(5%) | 41(51%) | 45 (56%)
PASI 90 o o/na o . o .
otrosop, N (%) 4 (3%) | 60 (41%)" | 65 (44%) 3(4%) | 24 (30%)" | 36 (44%)
KomOunupan
ACR20 B(S%) | 40Q8%)F | 622 | 2(%) | 24(0%) | 31(8%)

otrosop, N (%)

Bpoii nanuenTu

<100 kg 154 153 154 74 74 73

ACR 20

orronop. N (%) | 39 (25%) | 67(44%) | T8(51%) | 17(23%) | 32(43%) | 34 (47%)

bpoti nayuenmu c

> 39 BSA" 105 105 111 54 58 57

PASI 75

orrosop. N (%) | 14 (13%) | 64(61%) | 73(66%) | 4(7%) | 31(53%) | 32(56%)

Bpoit nanuenTn

> 100 ke 52 52 50 30 29 31

ACR 20

orronop. N (%) | 8 (15%) | 20(38%) | 23(46%) | 4(13%) | 13(45%) | 12(39%)

bpoii nayuenmu c

> 39 BSA" 41 40 38 26 22 24

PASI 75

orosop. N (%) | 2C%) | 19(48%) | 20(53%) 0 10 (45%) | 13 (54%)
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 p<0,001

p <0,05

® p=NS

Bpoii manmentu ¢ > 3% BSA 3acernara ncopuaTiyHa Ko)a Ha U3XO0JHO HUBO

ACR 20, 50 u 70 oTroBOpPY TIPOIBIDKABAT Ja CE MOAOOPSIBAT MIIA C€ TTOAIBpKAT A0 ceamuia 52 (PsA
IIpoyuBane 1 u 2) u ceamuna 100 (PsA Ilpoyusane 1). B PsA Ilpoyusane 1, ACR 20 otroBopu Ha
ceamuua 100 ca mocturnatu npu 57% u 64%, crorBeTHO 3a 45 mg u 90 mg. B PsA IlpoyuBane 2,
ACR 20 otroBopu Ha ceamuna 52 ca nocturdat npu 47% u 48%, cboTBeTHO 3a 45 mg u 90 mg.

[IpoeHThT Ha MalUEHTHTE, IIOCTUTHAIN OTrOBOP 1o Moaudunupanu PsA kputepuu Ha orroBop (PsA
response criteria, PSARC) cblIio € 3HAYUTENHO MO-TOJISIM MPH IPYNUTE HA YCTEKUHYMAO, B CPABHEHHE
¢ orane6o Ha ceamuria 24. Otrosopu PsARC ce mogabpxat mo Bpeme Ha ceqmunu 52 u 100. ITo-
TOJISAM ITPOUCHT OT MAIMCHTUTE, JICKYBAHU C YCTGKI/IHYM36, KOUTO Ca UMaJii CIIOHAUJIUT C Hepn(i)epeH
apTPUT KaTo OCHOBHA JMarHo3a, nokaseat 50 u 70 mpoiieHTHO ojo0peHue B ckopa o bat uHiekc 3a
aKTHBHOCT Ha 3a00JIsIBaHeTO TIpH aHKmIo3upar ciouamnt (Bath Ankylosing Spondylitis Disease
Activity Index, BASDALI) B cpaBHeHue ¢ ruianebo Ha ceamuriia 24.

OtroBopute, HAOIIOAABaHY TP IPYIHTE, JIEKYBAHU C YCTEKHHYMa0, ca CXOHH IIPH MaIlUeHTHTE,
KOUTO IMOJIy4YaBaT WIKM HE nofy4yaBaT eqHoBpeMeHHo MTX u ce moJurbpkart no Bpeme Ha ceaAMuiu 52
u 100. [Naumnenture, nekyBanu npean ToBa ¢ aHTu-TNFa cpeacTBa, KOUTO ca MOTYYHIH yCTeKUHYMao,
ca IMOCTUTHAIY TIO-TOJISIM OTTOBOP HA CEAMHUIIA 24 B CpaBHEHHE C AIIMEHTHUTE, MTOTyJaBaJd Tu1arebo
(ACR 20 otroBop Ha ceamuta 24 3a 45 mg u 90 mg e crorBeTHO 37% 1 34% B cpaBHEHUeE ¢ TUIaIe00
15%; p < 0,05) u oTrOBOpPHUTE CE MOIIBPIKAT IO BpeMe Ha cenMuIiia 52.

[Ipu manueHTH ¢ €HTE3UT W/WIIM JaKTHIUT Ha U3XOAHO HUBO, Ipu PsA TlpoyuBane 1 ce HabmoqaBa
3HAYMMO MOJJOOpEHHEe B CKOPOBETE 32 CHTE3UT U JIAKTHIIUT MIPU TPYIIUTE HAa YCTEKUHYMa0 B CpPaBHEHHE
¢ miane6o Ha cenmuna 24. B PsA TIpoyusane 2 ce HaOIr01aBa 3HaYUMO TOIOOPEHKE B CKOpa 3a
EHTE3UT U YHUCIICHO MOoJ00peHue (He € CTAaTUCTUYECKH 3HAYMMO) B CKOpa 3a NaKTWJIMT IIPH TpyIara Ha
ycTeknayMao 90 mg B cpaBHEeHHE ¢ TrIane6o Ha cenmumna 24. [TogoOpeHusiTa B cCKopa 3a EHTE3HT U B
CKOpa 3a JaKTHJIUT ca MOJAbPKaHu 1Mo BpeMe Ha ceamunu 52 u 100.

Paouoepagpcku omeosop

CTpyKTYypHO YBPEKIaHE B JBETE PhIIC U KpaKaTa ce U3pa3siBa KaTo MPOMSIHA CIPSIMO M3XOJHOTO HHUBO
B o6mus van der Heijde-Sharp ckop (vdH-S ckop), Mmoguduipan 3a PsA upe3 no6aBsiHe Ha
JUCTATHUTE UHTEep(aNTaHTealTH! CTaBU Ha pbhlieTe. [IpoBesieH e mpenBapuTenHo AeQuHUpaH
WHTETpHUpaH aHAIN3 Ha KOMOWHHUpaHU JaHHH OT 927 manueHTd B aBete PsA Ilpoyusanus 1 u 2.
YcTekuHyMab Mmokas3pa CTaTHCTUYECKH 3HAYMMO HaMaJIeHUE B CTEIICHTA Ha MPOTpecus Ha
CTPYKTYPHOTO YBPEKIaHE B CpaBHEHUE C TUIANe00, U3MEPEHO Ype3 MPOMSHA CIIPSAMO U3XOTHOTO HUBO
1o 24 cenmuna B oomust Mmogudummpan vdH-S ckop (cpexer = SD ckop e 0,97 + 3,85 B rpymara Ha
wrane6o, B cpaBuenue ¢ 0,40 = 2,11 u 0,39 + 2,40 mpu choTBETHO ycTeKnHYyMal rpynu 45 mg

(p <0,05) 1 90 mg (p <0,001). To3u edekT ce nbxu Ha PsA [Ipoyusane 1. EpexTsT ce cuuta 3a
JI0Ka3aH, HE3aBUCHMO OT ChITBTCTBAIIOTO MpuiioxkeHue Ha MTX u ce moaabpxa o BpeMe Ha
cenmuii 52 (uaterpupan ananmus) U 100 (PsA Ilpoyusane 1).

Qu3suuecko CbCmMosHUe U C8bP3AHO CbC 30PABEMO KAYECMB0 HA JHCUBOM

[larmenTy, TekyBaHU ¢ yCcTeKHHYMa0, ca MOKa3ald 3HAYUTETHO IOJ00peHre Ha (PU3MIECKOTO
CBCTOSTHHUE, KaKTO € OI[CHEHO 110 MHJIeKCa 32 MHBAIMAHOCT OT BHIIPOCHUKA 32 OLIEHKA Ha 3/IpaBeTO
(Disability Index of the Health Assessment Questionnaire, HAQ-DI) na cenqmua 24. IIporieHThT Ha
HAaLMEHTUTE, HOCTUTHAIIM KJIMHUYHO 3HauuMo > 0,3 nonob6penue Ha HAQ-DI ckopa cipsimo
M3XOJTHUTE CTOWHOCTH, CHIIO € 3HAYUTEIHO MO-TOJISIM IIPY TPYNIHUTE Ha yCTEeKHHYyMa0, B CpaBHEHHE C
iane6o. [Nogoopenne Ha HAQ-DI ckop cnipsiMo MU3X0AHOTO HUBO CE MOJIbPKa 10 BpeMe Ha
ceamunu 52 u 100.

Nma 3unaunrtenno nogoopenue B DLQI ckopoBeTe npu rpynuTe Ha YCTEKHHYMa0, B CPaBHEHHE C

rutane6o Ha ceqmuiia 24, KOeTo ce moIbppxa mo Bpeme Ha ceamuny 52 u 100. B PsA Ilpoyusane 2
VMMa 3HAYUTENHO IMOA00pEeHHe B CKOPOBETe 32 (PYHKIIMOHATHA OI[eHKa Ha TepaIusaTa 3a XpOHUIHO
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3abomsiBane - ymopa (Functional Assessment of Chronic Illness Therapy — Fatigue, FACIT-F) npu
IpynuTe Ha YCTEKHHYMa0, B cpaBHEHHE ¢ ianebo Ha cenmuna 24. [IpoueHThT Ha TaLMEHTHUTE,
JIOCTUTHAJIH KJIMHUYHO 3HAa4YMMO rogoopenue Ha ymoparta (4 touxu o FACIT-F) cpimo e 3HauuTeTHO
MO-TOJISIM TIPH TPYNHTE HA YCTeKUHYMa0, B cpaBHeHue ¢ manedo. [logobpenunsita Ha FACIT-F ckop
ce MOAABbPIKAT 10 BpeMe Ha ceAMHLa 52.

IlenuaTpuyHa HOMyJIaIus

EBporneiickaTa areHnus mo jgekapcTBaTa oTiiara 3abJKEHHETO 32 IPEAOCTaBsIHE HA PE3YITaTUTE OT
IPOYYBAHUATA C YCTEKHHYMa0 B €1HA UJIM [IOBEYE NOATPYIH Ha NeAUaTPUIHATA MOITyJIalus C
IOBEHIJICH WIMOTIATHYEH apTPHT (BXK. Touka 4.2 3a nH(pOpMaIKs OTHOCHO YIOTpeda B IeJUATPUSATA).

Ilnakog ncopuasuc npu neouampudnu nayueHmu

JokazaHo e, ye ycTeKuHyMab 1mogo0psiBa MpU3HAIUTE U CUMIITOMHUTE, (PU3NYECKOTO ChCTOSHUE H
CBBP3aHOTO ChC 3PABETO KAUECTBO HA JKUBOT IPH MEIUATPUYHHU MAIMECHTH Ha 6 TOJUHU U HO-TOJIEMHU
C TIAKOB TICOPHA3HC.

THayuenmu 6 onowecka év3pacm (12-17 coounu)

Eduxacnoctra Ha ycTekunymab e npoydena npu 110 neauaTpuvHy NalueHTy Ha Bb3pacT oT 12 1o

17 roguHu ¢ yMEpEH 0 TEeXbK MIIaKOB IICOPUA3UC B MHOTOLIEHTPOBO, PaHAOMHU3UPAHO, JBOHHO-
cIisno, miamnedo kKoHTponupano npoy4sane paza 3 (CADMUS). [TanueHTrTe ca paHIOMHU3UPAHH J1a
nojy4aBaT wid rianebo (n = 37), uin npenopbuYMuTeNIHATa 1032 YCTEKHHYMao (Bk. Touka 4.2; n = 36),
WJIH TIOJIOBHHATA OT MPENOPhUNTENIHATA J103a YCTEKUHYMa0 (n = 37), upe3 MOJAKOKHO WHKEKTUPaHEe Ha
ceamurty 0 1 4, ciaen ToBa npwiiarane Ha Bceku 12 cenmunm (q12w). Ha ceqmumia 12 marueHTHTE,
JIEKYBaHH ¢ 1iane0o ca NpeMHHAIH Ha yCTeKHHyMao.

[Narmmentn ¢ PASI > 12, PGA > 3 u 3acernara tenecHa moBbspxHocT (BSA) mone 10%, xouto ca Onnn
KaHIHUJIATH 32 CHCTEMHA Teparus Wik GOTOTEpaIsi, ca OTTOBAPSUIH HA yCIIOBUATA HA TIPOYIBAHETO.
[pubnuzurento 60% ot malMEeHTUTe ca OUITH MOJI0KEHHN Ha IIPE/IIIeCTBAIa KOHBEHIIMOHATHA
cucreMHa Tepanus uin pororepanus. [Ipudmusurenno 11% OT manueHTHTE Ca UMajH MpeaIecTBana
Tepanus ¢ ONOJIOTHYHU CPEICTBA.

[IppBuyHaTa KpaliHa TOYKA € CHOTHOIICHUETO Ha MallUEHTHTEe, KOUTO ca focTurHanu PGA oleHka Ha
m3uncreny (0) v muanManay (1) roraku Ha ceqmunia 12. BropuaHuTe KpaitHu TOYKA BKITFOYBAT
PASI 75, PASI 90, mpomsiHa cripsiMO M3XOIHOTO HHUBO Ha JlepMaToIoTHueH HHACKC 3a Ka4eCTBO Ha
xwuBoT nipu geua (Children’s Dermatology Life Quality Index, CDLQI), nmpomsiHa cipsiMO U3XOAHOTO
HHBO Ha o0II1aTa OoIleHKa IT0 cKajaTra Ha BeIpocHuK 3a kauecTBO Ha XUBOT Iipu nena (Paediatric
Quality of Life Inventory, PedsQL) na ceqmuma 12. Ha ceqmuna 12, manuieHTHTE TPETUPAHU C
yCTeKHMHYyMa0 MOKa3BaT 3HAUYUTEITHO MO-TOJIIMO MOI00PEHIE Ha TICOPHA3KCa U CBBP3aHOTO ChC
3IIpaBETO Ka4eCTBO Ha )XKMBOT B CpaBHEHHE C Tuianebo (tadmumna 7).

Bceuuku nanueHTy ca mpociiesiBaHu 3a €pUKACHOCT 3a Meproa OT 52 CEeAMMUIU CIIe TbPBOTO
MPUIOKEHUE Ha U3MUTBAHUS JIEKapCTBeH NpoAyKT. ChoTHOLIEHUETO Ha nanuentute ¢ PGA ouenka
Ha n3uncteHu (0) wm MuauMatHu (1) MmIaku ¥ ChOTHOIIEHHETO Ha mocturHanmute PASI 75 moka3sa
pasiuka MEeXIy rpylaTta JIeKyBaHa ¢ YCTEKHHyMa0 u rianebo rpynaTa Ha TbpBaTa BU3HUTA Ha
ceamuiia 4 cieJl HauaHaTa, TOCTUTaKK MakcuMyM 1o ceamuia 12, [logobpenusita B PGA, PASI,
CDLQI u PedsQL ce nogaepxat no ceamuiia 52 (tadnuna 7).

Ta6anna 7: O0001eHHe HAa MbPBUYHATE U BTOPUYHUTE KPaliHU TOYKH Ha ceqmMuna 12 u

cenmMuua 52
IennaTrpnyno npoyusane npu ncopuasuc (CADMUS) (Bu3pacr 12-17 r.)
Cenmuna 12 Cenmuua 52
Iate6o [penoprunrenna [Ipenoprunrenna
no3a YcrekuHyMad | no3a YcTeknHyMmab
N (%) N (%) N (%)
PanpomMu3upanu naiueHTu 37 36 35
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PGA

PGA na nzuncrenu (0) wim 2 (5.4%) 25 (69.4%)" 20 (57.1%)
MuHAMATHH (1)

PGA na m3uncrenu (0) 1 (2,7%) 17 (47,2%)* 13 (37,1%)
PASI

PASI 75 pecnonaepu 4 (10,8%) 29 (80,6%)* 28 (80,0%)
PASI 90 pecionaepu 2 (5,4%) 22 (61,1%)* 23 (65,7%)
PASI 100 pecrionaepu 1(2,7%) 14 (38,9%)* 13 (37,1%)
CDLQI

CDLQI ot 0 mmn 1° | 6 (16,2%) | 18 (50,0%)" | 20 (57,1%)
PedsQL

[Tpomsna cipsiMO U3XOTHO

HHUBO 3,35 (10,04) 8,03 (10,44)" 7,26 (10,92)
Cpenno (SD)"

 p<0,001

0 CDLQI: CDLQI e nepmatonorudeH HHCTPYMEHT 3a H3MepBaHe Ha e(eKkTa Ha KOXKHUSI POOJIeM BEPXY CBBP3aHOTO

ChC 3[PABETO KaYeCTBO Ha KMBOT Ipu neauatpuydnara nomynamus. CDLQI ot 0 unu 1 nmokassa, ye HIMa eeKT BbPXY
KaueCcTBOTO HA KUBOT Ha JETETO.

® p=0,002

PedsQL: PedsQL ¢ o6ia ckana 3a u3MepBaHe Ha CBHP3aHOTO ChC 37[PAaBETO KAYECTBO HA XKHUBOT, pa3paboTeHa 3a
ynorpeda B NOMyJalUKUTe Ha Aela ¥ I0HOIIN. 3a mianedo rpynara Ha ceamuna 12, N =36

A p=0,028

ITo Bpeme Ha mIare00-KOHTPOTUPAHHS TIEPHUO 0 ceamuria 12, ehrukacHOCTTa Ha IBETE TO30BU
IpyMy, NPENOPBbUUTETHATA U TIOJIOBHHATA OT MPENOPBbYUTENHATA, KaTO IO € CPaBHUMA B
IbpBUYHATA KpaliHa Touka (69,4 u 67,6% chOTBETHO), BBIIPEKH Y€ UMa JaHHHU Ha 1030B OTTOBOP 3a
MMO-BHUCOKHM CTOMHOCTH Ha KpUTepHHUTE 3a epukacHOCT (Hanp. PGA na uzuuctenu (0), PASI 90). Cnen
cenmuna 12, eprkacHoCTTa KaTo ISJI0 € TTO-BHCOKA M MO-TIPOIBJDKUTENHA [IPH rpymara ¢
NpenopbYHUTENIHA 1033, B CPABHEHHE C Tpylara Ha MOJOBHHATA OT MPENOPbUYUTENHATA 1033, IPH
KOSTO ce HaOJIIoaBa IMo-4eCTo yMEpeHa 3aryoa Ha eprKacHOCT B Kpast Ha BCEKH 12-ceIMHUUEH 10308
untepsai. [Ipopunure Ha 6e30MacCHOCT HA MPENOPBUYUTEIIHATA 1032 M HA MTOJIOBUHATA OT
NpEenopbYUTEIIHATA 1032 Ca CPAaBHUMHU.

leya (6-11 2o0unu)

EduxacHoctTa Ha ycTeknHyMa0 e mpoydeHa npu 44 rnenaTpudHu NaeHTH Ha Bb3pacT OT 6 J10

11 roanHU C yMEpPEH 0 TeKBK IIAKOB TICOPHA3KC B OTKPUTO, MHOTOLIEHTPOBO Mpoy4uBaHe ¢a3za 3 ¢
exro pamo (CADMUS Jr.). [lanimenTrTe Ca JIGKYBaHH ¢ MIPENOPBYNTETHATA 1033 YCTEKUHYMa0 (BiK.
Touka 4.2; n = 44) upe3 moaKoKHA HHKEKIEs B cenMutin 0 1 4, TOCTISABAHO OT MPUJIaraHe BEIHBXK Ha
BcekH 12 cenmunu (q12w).

ITammmentn ¢ PASI > 12, PGA > 3 u cbc 3acernara BSA naii-manko 10%, KoUTO ca KaHIHJIaTH 3a
cCHCTeMHa Tepanus wii GoToTepanus, ca OWIn MOAXO M 3a poyuBaneTo. [Ipubnusurtenno 43% ot
MalMeHTUTE UMAT Npe/IIecTBallla EKCIO3UIM Ha KOHBEHIIMOHAIHA CUCTEMHA Teparus Wik
tdhotorepamus. [IpubamsutenHo 5% OT MaIMEHTUTE UMAT MPEAIIeCTBAIIa SKCITO3UITHS Ha OMOJIOTHIHI
cpencTna.

[IspBUYHaTA KpaifHa TOYKA € MPOIICHTHT MAIMEeHTH, MOCTUTHAIH cKop Ha PGA m3uncrenn (0) nmun
muHuManau (1) Ha cenmuna 12. Bropuaanre kpaitan Touky BkiarouBat PASI 75, PASI 90 u mpomsina
CHPSIMO M3XOJHOTO HUBO Ha JepMaToNOrHYHUs UHACKC 32 KauecTBO Ha kuBOT ipu aena (Children’s
Dermatology Life Quality Index, CDLQI) Ha cenmuna 12. Ha cenmmuna 12 nanueHTuTe, JIeKyBaHH C
YCTeKHHyMa0, MOKa3BaT KIIMHUYHO 3HAYMMO TTOJA00pEeHNe Ha TICOPHA3ica U CBBP3aHOTO ChC 3[[PaBETO
Ka4ecTBO Ha >KMBOT (Tabmurna 8).

Benuky nanueHTH ca mpocieasaBaHu 3a epuKacHOCT 10 52 CeIMUITH e/ MbPBOTO MPHUIIOKEHHE Ha
MIPOYYIBAHOTO JIEKapCcTBO. [IpoleHTHT Ha manmueHTuTe ¢he ckop Ha PGA uzuncrenu (0) wmm
munumaiau (1) Ha cenmuna 12 e 77,3%. Edukacuoct (onpezneneHa kato PGA 0 wiu 1) e
Ha0II0JaBaHa oIlle IPH IHPBOTO TOCEIICHUE CIIE/ M3XOTHOTO HUBO Ha ceaAMHUIIa 4, a MPOIIEHTHT Ha
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MalUEHTUTE, ToCTUTrHaIu ckop Ha PGA 0 unu 1, ce moBuasa a0 ceamuiia 16, kaTo cien ToBa 0cTaBa
OTHOCHTENHO cTabmieH a0 cenmuna 52. [lomoopennsara Ha PGA, PASI u CDLQI ce nogabepxar 1o
ceammuria 52 (tabnwmma ).

Ta6anna 8: O000meHne HAa MBPBUYHATA U BTOPUYHATE KPAWHN TOYKH Ha cefMuua 12 u Ha
cenmuna 52
IHequaTpuyno npoyusaHe npu ncopuaszuc (CADMUS Jr.) (Bs3pact 6-111.)

Cenmuna 12 Ceamuua 52
[IpenopwrunrtenHa qo3a [IpenoppunTtenua g03a
ycTeKuHyMab yCTEKHHYMao
N (%) N (%)
Brxurrouenu marmeaT 44 41
PGA
PGA na uzuucrenu (0) wiu 34 (77.3%) 31 (75.6%)
MHHUMATHH (1)
PGA na mzuncrenu (0) 17 (38,6%) 23 (56,1%)
PASI
PASI 75 pecnionaepu 37 (84,1%) 36 (87,8%)
PASI 90 pecnionaepu 28 (63,6%) 29 (70,7%)
PASI 100 pectionznepu 15 (34,1%) 22 (53,7%)
CDLQI*
[Tamentn ¢ CDLQI > 1 Ha (N=39) (N=36)
W3XO0JTHO HUBO
CDLQI 0 mmm 1 24 (61,5%) 21 (58,3%)

a
CDLQI: CDLQI e nepmaronorideH HHCTPYMEHT 3a OLieHKa Ha eeKTa Ha KOXKHUsI IPOOJIeM BbPXY CBBP3aHOTO ChC

3[paBeTO KayeCTBO Ha XKUBOT Ipu nepuarpuunara nomynauus. CDLQI 0 wiu 1 nokassa, ue HsiMa eeKT BbPXY
KaueCcTBOTO HA KUBOT Ha JIETETO.

Bonect na Crohn

BbezomnacHocTTa M ehkacHOCTTa HA yCTEeKHHYMa0 ca OIEHeH! B TPU PaHJOMHU3HPaHH, JBOWHO-CIICTIH,
TTare00-KOHTPOITUPAaHH, MHOTOIICHTPOBH MTPOYYBAHUS IIPH BH3PACTHH MALMEHTH C yMEpPEeHa 0 TeXKa
aktuBHa OosiecT Ha Crohn, ¢ MHnekc Ha akTuBHOCTTA Ha OosiectTa HAa Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u <450). [Iporpamara 3a KIUHHYHO pa3pabOTBaHE Ce ChCTOU OT JBE 8-
ceIMUYHHM ITpoy4uBaHus ¢ nHTpaBeHo3Ha HHIYKIusS (UNITI-1 u UNITI-2), mocnenBanu ot 44-
CEeIMHUYHO PAHIOMHU3UPAHO IMPOYUYBAHE C TOJIKOXKHO MPHUIIOKEHUE Ha morbpxkaia go3a (IM-UNITI),
MPEJICTABIISBAIY 52-CeIMUYHA TEPAIIHS.

[IpoyuBanusra ¢ mamyknus rarodsaT 1409 (UNITI-1, n = 769; UNITI-2 n = 640) manueHTH.
[IppBUYHATA KpaifHa TOYKa 32 JIBETC MHIYKIIMOHHU MPOYYBAHHS € MPOLEHTHT HA YYACTHUIUTE C
KIIMHUYEH OTroBop (ompeneneH kato Hamaienue Ha CDAI ckopa ¢ > 100 Toukn) Ha ceamuiia 6.
JananTe 32 epUKACHOCT ce ChOMpPAT M aHATM3UPAT J0 CeIMUIIa § 3a IBETE MPOYUBAHMSL.
EnrOBpeMEHHOTO NPHIIOKEHNE Ha TEPOPATHU KOPTUKOCTEPOUAN, UMYHOMOYJIATOPH,
AMHHOCAIHLIWIATH U aHTUOMOTHUIIM € pa3penieHo u 75% oT mauuMeHTUTe NPOABJKABAT J1a MOJTyYaBat
Hali-MaJIKo €THO OT Te3H JIeKapCcTBa. B JBeTe Mpoy4YBaHUs NAIMEHTUTE Ca PaHIOMU3HPAHH Ja
MOJTyJaT eTHOKPATHO HHTPABEHO3HO MPENOPBUHNTENTHATA 1033 OT MPUOIH3UTENHO 6 mg/kg B
3aBUCHMOCT OT TeJiecHOTO Terio (BuxkTe Touka 4.2 ot KXII Ha Pyzchiva 130 mg koHueHTpar 3a
MPUTOTBSHE HAa MH(Y3UOHEH Pa3TBOp), hukcupana go3a 130 mg ycreknHymab wim 1uianebo Ha
ceamuna 0.

[Tarmenture B UNITI-1 ca nexyBaHM HEyCIEIIHO MM UMAT HETIOHOCHMOCT KbM IPE/IIeCTBAIa aHTH-
TNFa tepanus. [Ipubnusutenno 48% ot nauneHTUTe ca JIEKyBaHU HEYCIIEIIHO ¢ | mpeiecTamia
anTu-TNFa tepamus, a 52% ca nexyBaHu HeycnemHo ¢ 2 uin 3 npeamectanty antu- T NFo Tepanum.
B toBa mpoyuBane 29,1% oT nanueHTUTEe UMAT HEOCTAThUEH HauaJaeH OTIOBOP (ITbPBUYHU
HepecnoHepn), 69,4% ca ce NOBIMSIIN, HO Ca PECTAHANH /1a CE NOBIHUABAT (BTOPUYHHI
HepecnoHepn), a 36,4% nmaT HermoHocuMocCT KbM aHTH-TNFo Tepanmm.
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[Tarmenture B UNITI-2 ca nexyBaHu HEyCHEIIHO Hall-MaJIKO C €/JHa KOHBEHI[MOHAIHA Tepamnus,
BKJIFOYUTEITHO KOPTUKOCTEPOUIU WM HIMYHOMOAYJIATOPH, KaTO WM HE ca JIEKYBaHH JI0CEra C aHTH-
TNF-a tepanust (68,6%), wiu ca mosryyaBany npeau Tosa aHTu-1TNFo Tepamnust, HO Ts e Ona

Heycneusa (31,4%).

B asere UNITI-1 u UNITI-2 3Ha4uMO 1O-roJIsiM MIPOIIEHT OT MAIlUEHTUTE B rpymaTa, JIEKyBaHa C
YCTEKUHYMa0, ca ¢ KITMHUYCH OTTOBOP M PEMUCHS B cpaBHeHUE ¢ marebo (Tabmuma 9). Knuanaausat
OTrOBOp M PEMHUCHSATA Ca 3HAYMMH OLIe Ha CeAMUIIA 3 MPH NalUEHTUTE, JIEKyBaHH C YCTEKUHYMAaO, 1
Te TIPOIBIDKBAT JIa ce MoA00psBaT 1o ceamuna 8. B Te3n nmpoyuBaHus ¢ MHAYKINS e(pUKACHOCTTA €
MO-BUCOKA H CE MOJIbPIKa MMO-100pe B TpyIaTa ¢ J103a B 3aBUCHMOCT OT TEJIECHOTO TETJo, B
CpaBHEHUe ¢ rpynara ¢ f1o3a 130 mg 1 mopaju ToBa Npu UHTPABEHO3HA MHIYKIUS C€ MPEropbhUBa
JIO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TETJIO.

Tabanna 9: Unayknus Ha kianHu4YeH oTroBop M pemucusi B UNITI-1 m UNITI 2

UNITI-1* UNITI-2 **
[nanedo |IIpenopbuure| Ilnanedo |IIpemopbuure
N =247 JIHA 1032 N =209 JIHA 1032
yCTeKMHYMa0 yCTeKMHYMa0
N=249 N =209
Knmandana pemucust, ceqmumna 8 18 (7,3%) 52 (20,9%)* | 41(19,6%) | 84 (40,2%)*

Knunanuen otrosop (100 Touxm),
ceaMuua 6

53 (21,5%)

84 (33,7%)°

60 (28,7%)

116 (55,5%)"

Kimuawaen otrosop (100 Toukm),
ceamuua 8

50 (20,2%)

94 (37,8%)"

67 (32,1%)

121 (57,9%)°

70-TOYKOB OTTOBOD, ceaAMHUIIA 3

67 (27,1%)

101 (40,6%)°

66 (31,6%)

106 (50,7%)"

70-TOYKOB OTTOBOD, CeAMUIIA 6

75 (30,4%)

109 (43,8%)°

81 (38.8%)

135 (64,6%)"

Knunuunara pemucus e onpenenena kato CDAI ckop < 150; KnMHUUHUAT OTTOBOD € OIpesiesieH KaTo HaMaJIeHUue Ha
CDALI cxop ¢ Haii-manko 100 Touku UM CbCTOSHHUE B KIIMHUYHA PEMUCHUS
70-TOYKOBHUAT OTTOBOP € omnpezesneH kato HamaneHue Ha CDAI ckop ¢ Haii-manko 70 Touku

* Heycnex Ha anTU-TNF0 Tepanus

** Heycnex Ha KOHBEHIIHOHAJIHATA TEPaIHs
¥ p<0,001
® p<0,01

B mpoyusanero ¢ nogabspixkaria tepanus (IM-UNITI) ca onenenn 388 manueHTH, KOUTO TOCTUATAT
100-ToYKOB KJIMHUYEH OTTOBOP HA CEAMMIIA 8 OT HHAYKIHKATA C ycTekuHyMao B mpoyuBaHust UNITI-1
u UNITI-2. [Tauuentute ca paHIOMU3UPAHU Ha CXeMa Ha TOIbPIKAIIO JEUCHUE C TIOJIKOXKHO
npunoxenre Ha 90 mg ycrekuaymab mpe3 8 cenmuiy, 90 mg ycreknaymad npes 12 cenMuiy uiu
miarne6o B MpoabDKeHNe Ha 44 ceqMuIH (3a MPEnophIATEIHATA TIOIThpIKaIla 1032 BXK. Touka 4.2).

3HaYMMO TIO-TOJISIM MIPOLEHT MAIUEHTH B TPYIIUTE, JIEKYBaHH C YCTEKUHYMA0, MOAIbPKAT KIIMHUYHA
pEMUCHS ¥ OTTOBOP Ha cenMuIia 44 B cpaBHEHHUE ¢ Tpynara Ha miarebo (Bx. Tadmmma 10).

Taoauna 10:

52 ceaMuuM OT 3an10YBaHe ¢ HHAYKIIMOHHATA 103Q)

Hopabpxane Ha kIMHUYHASA 0TroBOpP N pemucus B IM-UNITI (cexmuna 44;

Iaauedo* 90 mg 90 mg
ycTeKMHYMa0 | ycTeKHHYMad
npe3 npe3
8 cexmuum 12 ceqmunu
N=1317 N =129f
N =128
Knunuyna pemucust 36% 53%" 49%°
KJIMHHYEH OTrOBOP 44% 59%° 58%°
Knununyna pemucust 0€3 KOPTUKOCTEPOU U 30% 47%" 43%"
KiuHuyHa peMucHsl IPU MalUeHTH:
B PEMHCHS B HAYANOTO HA NOAABPKALATA | 4o, (36/79) | 67% (52/78)" 56% (44/78)
Tepanus
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Igif];(; gngiKﬂlquaT OT IIPOYyYBaHC 44% (31/70) | 63% (45/72)" 57% (41/72)
?1)\11/11?3 ;{:p:; E;CIKYBaHI/I Jlocera ¢ aHTH- 49% (25/51) | 65% (34/52)" 57% (30/53)
Ié(i;l];(; gngéiKﬂquaT OT MPOYYBaHe 26% (16/61) | 41% (23/56) 39% (22/57)

Knuununara pemucus e onpenencena kato CDAI ckop < 150; KnMHUYHUAT OTTOBOp € OIpeEIeH KaTo HaMaJICHUE Ha
CDALI cxop ¢ Haii-manko 100 Touku UK CbCTOSHUE B KIIMHUYHA PEMUCHS

* TI'pynara Ha rane6o ce CbCTOM OT HAIJUEHTH, KOUTO Ca e HOBIMSUIN OT yCTEKMHYMal U ca paHIOMHU3HUPAHH 1a

OJIy4aBaT IUIalebo B HAUaJI0TO Ha HOIbPIKAILATa TePaIInsl.

MManuenTn, kouto umat 100-TOYKOB KIMHUYEH OTTOBOP KbM YCTEKHHYMal B HAUaJIOTO HA MOJTbpiKallaTa Tepanus

b e

HaLII/IeHTI/I, KOUTO HE Ca CC MOBJIMAIN OT KOHBCHIIMOHAJIHATA T€PpAIus, HO HE antu-TNFo Tepanus

P

[ManuenTn, kouTo ca pedpakTepHU WM UMAT HETIOHOCUMOCT KbM aHTH-TNFa Tepamnms
 p<0,01

p <0,05

HOMHHAITHO 3HaunMa (p < 0,05)

B IM-UNITI 29 ot 129 nmanueHTn HEe MOAIBPKAT OTTOBOPA KbM YCTEKHHYMAa0 P IMPHUIIOKCHUE TIPe3
12 cenmMuIy 1 € MO3BOJIEHO KOPUTHPAHE Ha J103aTa Taka, 4e Ja MoJlyuyaBaT yCTeKHHYyMal mpe3

8 cenmuuu. 3ary0ata Ha oTroBOp € onpeneneHa karo CDAI ckop > 220 Touku u > 100 Touku
nopuiieHue crpsamo uzxoauusa CDAI ckop.lIpu Te3u nanyueHTH KIMHUYHA PEMUCHS CE€ TIOCTHUTA MPU
41,4% ot manmenture 16 ceaMUITN Clie]] KOpUTHPaHE Ha J03aTa.

[laruenTHTe, KOUTO HE Ca MOCTUTHAIN KIMHUYCH OTTOBOP KbM WHAYKIUS C YCTEKUHYMa0 Ha
cenmuna 8 ot mpoyuBanusaTa ¢ uHAYKIusA UNITI-1 u UNITI-2 (476 nanuenTty), ca BKIIOYEHU B
HEpaHJOMHU3HpaHaTa 4acT OT IpoyuBaHeTo ¢ noaabpxama repanus (IM-UNITI) u ca nonyunmnu
MOJIKOYKHA MHXKEKIHA ¢ ycTeknHymad 90 mg mo toBa Bpeme. Crieqy ocem ceamunu 50,5% ot
MalMEeHTUTE Ca MOCTUTHAIM KJIMHWYEH OTIOBOP U Ca MPOJABJDKUIIM Ja MoJIydaBat MoJIbprKaiila
Tepanus npe3 8 ceamuiry. [loBeueTo OT Te3u MAIMEHTH ¢ MPOIBDKUTETHA TIObPKAIIA Teparis
oaabppxat orroBop (68,1%) u mocturat pemucus (50,2%) Ha ceamuna 44, KaTo MPOLCHTHT UM €
moA00eH Ha TO3H MPH MAIMCHTHTE, KOUTO ITPBOHAYAITHO Ca C€ TOBIHSIIA OT HHIYKITUS C
YCTEKHMHYMao.

Ot 131 mauueHTH, KOUTO ca ce MOBIMUIM OT HHAYKIHS C YCTEKMHYMal U ca paHAOMHU3HPaHU B
rpynara Ha niane0o B Ha4ajloToO Ha IPOYyYBaHEeTO ¢ HOAAbpXKallla Tepanus, 51 BrocieacTaue ca
3aryOHiIi OTTOBOpa cu U ca mony4ymid 90 mg ycreknHyMad noKoxHo mnpe3 8 ceaqmuiu. [Topedero ot
MalMeHTHTE, 3aryOUI OTTOBOpa CU M MOJHOBWIIN JIEYEHHETO C YCTEKHMHYMa0, ca ro HallpaBUiIX B
pamkuTe Ha 24 cenMUIM OT HHAYKIHOHHaTa nHY3usa. Ot Te3u 51 mamuentu 70,6% mocturar
KJIMHUYEH OTroBop U 39,2% mocTuraT KIMHUYHA peMuchs 16 ceIMUIH e mojydyaBaHeTo Ha
I'bpBaTa MOJKOXKHA 1032 YCTEKHHYMa0.

B IM-UNITI manueHTHTE, 3aBBPIIAINA IPOYIBAHETO 0 ceamuIia 44, ca MoAXOAIIH a TIPOAbIIKAT
JICYCHHUETO B IPOIBIDKEHUE Ha poyuBaHeTo. [Ipu Bcuukute 567 marieHTH, BKIIOYCHH Ha U JICKyBaHU
C YCTEKHHYMa0 B MPOIBIKCHUETO HA IPOYYBAHETO, KIMHUYHATA PEMUCHS U OTTOBOPHT OOMKHOBEHO
ce ToIIbPIKaT 10 ceaMuIa 252, KakTo IpH OoHKTE ¢ Heycnex Ha TNF-Tepanuure, Taka ¥ pH
MMAIICHTUTE C HEYCIIeX Ha KOHBEHITMOHATHUTE TEPaITHH.

AHamu3bT 3a Oe30macHOCT, BKitouBanl 457 narueHTH (1289,9-nanueHToronnan), IpocieIeH: 10
220 ceamwuIy, mMokasa, ue mpouibT Ha O0e30macHoCT MeXay 44 u 220 ceamuIia, € CpaBHUM C TO3H,
HaOMrogaBad 1o 44-ta cenMuIa.

He ca ycraHOBeHH HOBH ChOOpayKeHHs 32 O€30MACHOCT IPHU yIb/DKaBaHE Ha TOBA NPOYYBaHE JI0
5 ToavHM Ha JieueHHe TP nanueHTH ¢ 6onect Ha Crohn.

Enoockonus

BBHIIHUST BUT HA JIMTaBHIIATA € OIEHEH CHJIOCKOTICKU TPH 252 MAIMEeHTH C IMOAXOISIIA U3X0HA
€HJIOCKOTICKa aKTUBHOCT Ha 3a00JsIBAHETO B €HO MOANpoyYBaHe. [IspBuyHaTa KpaiiHa Touka e
MIPOMSTHA OT U3XOAHOTO HUBO Ha OTpOCTEeHUs €HIOCKOTICKH cKop Tipu Ooject Ha Crohn (Simplified
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Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH CKOp OT 5 UJI€O-KOJIOHHU
CerMEeHTa 3a HaJ4uue/pa3Mep Ha S3BUTE, IPOICHT Ha JIMTaBUYHATA MMOBBPXHOCT, TOKPUTA OT S3BH,
NPOIICHT HA JIMTaBUYHATA IOBBPXHOCT, 3aCErHATA OT JAPYTH JIC3UH, ¥ HATUINE/BU]T Ha
CTeCHsIBaHMATa/CTpUKTypuTe. Ha cenmuna 8, cnen enMHMYHA MHTPaBeHO3Ha MHAYKIMOHHA /1034,
npomsiHaTta B SES-CD ckopa e mo-rosisiMa B rpynara Ha ycTekuHymab (n = 155, cpenna

mpoMsiHa = -2,8) OTKOJIKOTO B rpymara Ha 1uramnedo (n = 97, cpenna npomsaa = -0,7, p = 0,012).

Hosnussane na gpucmynume

B enna moarpyna marnueHTH ¢ ApeHupamy GUCTYIH Ha U3X0AHO HUBO (8,8%; n = 26), ductynure Ha
12/15 (80%) oT neKyBaHUTE C YCTCKMHYMaO MAIMEHTH CE MOBJIMSIBAT B MIPOAb/DKCHUE Ha 44 ceIMUIIN
(ompeneneno kato > 50% HaManeHue OT U3X0JHO HUBO B IPOYYBAHETO C MHAYKIMS Ha Opos Ha
IOpeHupamure GUCcTynn) B cpaBHeHue ¢ 5/11 (45,5%) ¢ manebo.

Kauecmeo na scueom, cevpsano cve 30pasemo

KauecTBOTO Ha )KHMBOT, CBHP3aHO ChC 3/IPABETO, € OIIEHEHO MOCPEACTBOM BBIpocHUK mpu
BB3NANMTETTHHU 3200 saBanus Ha yepBaTa (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BeIpocHunn SF-36. Ha ceqmuna 8 marueHTuTe, MOIy4YaBaiii yCTeKHHyMa0, ITOKa3BaT CTaTUCTHICCKH
3HAYMMO TMO-TOJIIMO U KIMHUYHO 3HaYMMO moao0penue Ha oomust IBDQ ckop u Ha SF-36 Mental
Component Summary Score B UNITI-1 u UNITI-2 u na SF-36 Physical Component Summary Score B
UNITI-2 B cpaBuenue ¢ miare6o. B npoyusanero IM-UNITI mo cemmutia 44 Te3u mogo0peHus
OOMKHOBEHO C€ MOIbpPHKAT MMO-00pe MPH JCKYBaHU C YCTEKHUHYMA0 MallMEHTH B CPAaBHEHUE C
miane6o. [TomoOperrneTo Ha Ka4eCTBOTO Ha KUBOT, CBBP3aHO ChC 3APaBETO, OOMKHOBEHO Ce
MOJIbPrKa Mpe3 1AJI0TO MPOABIDKEHUE 10 ceamuia 252.

HUmyHoreHHoct
ITo Bpeme Ha JiedeHHE ¢ YCTEKHHYMa0 MOTaT Jla Ce pa3BUAT aHTUTEINA CPEIy YCTEKMHYMAa0 1

MOBEYETO OT TAX ca HeyTpanusupaiu. Obpa3yBaHEeTO Ha aHTHTENA CPelly YCTEeKHHyMab € CBbP3aHo ¢
TIOBHIIICH KIIUPBHC HAa YCTEKUHYMa0 mpu nauenTtu ¢ 0osiect Ha Crohn. He e HaOmotaBana HaMaseHa
epukacHocT. He ce HaOnr01aBa 0ueBHIHA 3aBUCHMOCT MEX/Ty HAJTMYMETO HA aHTUTENA CPETy
YCTEKUHYMAa0 | MOsBaTa HA PEAKIINH Ha MSICTOTO Ha WHXKEKTUPAHE.

[ennarpuyna nonynamnms

EBpomneiickara areHIus 110 JeKapcTBaTa oTiara 3aIbJDKEHHETO 3a MPEI0CTaBsHEe Ha PE3YJITATUTE OT
NPOYYBAaHUATA C YCTEKWHYMa0 B €/lHa WM NIOBEYe NOATPYIH Ha MeAnaTpUIHATa TOMYJIalus MpH
6onect Ha Crohn (Bk. Touka 4.2 3a uH(GOpPMAIHI OTHOCHO yIOTpeda B IeIUATPHITA).

bonecm na Crohn npu oeya

BezonacHocTTa 1 eprkacHOCTTa HAa ycTeKUHYMal ca oLleHeH! npH 48 nequaTpuyHy NauueHTH C TETI0
Haii-Manko 40 kg B MeXXMHEH aHAJIN3 Ha MHOTOLIEHTpOBO npoyusaHe ¢aza 3 (UNITI-Jr) 3a
MeAUaTPUYHU TAITUEHTH ¢ YMEPEeHa 10 TeKKa akTuBHA O0ojecT Ha Crohn (aedunupana upe3 Mumexc
Ha akTHBHOCTTA Ha OosiectTa Ha Crohn [PCDAI] >30) B npoabbkeHUe Ha 52 CEIMUIM JICUCHUE

(8 cenMuIM MHIYKITMOHHO U 44 CeIMUIIM MOAIbpxKaIIo JedeHue). [laruenTure, BKIIIOUSHH B
MIPOYYBAHETO, WITH HE Ca MMAaJIM IOCTaThu€H OTIOBOP, MIIM Ca MAJIH HEMOHOCHMOCT KbM IIPEIX0/IHA
OMOJIOTHYHA WJIM KOHBEHIIMOHAITHA Tepanus 3a Oonectra Ha Crohn. [Ipoy4yBaHeTo BKIIIOYBA OTKPUTO
MHIyKIIMOHHO JICYEHUE C eAMHNYHA HHTPABEHO3HA J]03a YCTeKMHYyMa0 npuonmsutenHo 6 mg/kg (Bx.
TouKa 4.2), IocieIBaHo OT paHJAOMH3UpPaHa JBOWHOCIANA MOIIbPKAIIA CXeMa C MTOJIKOKHO
npuwioxenue Ha 90 mg ycreknHyMal Ha BCEKU 8 CEIMUIIM WM HAa BCEKHU 12 CeIMMUIIH.

Pezynmamu 3a epuxacrnocm

[IppBUYHaTa KpaiiHa TOUKA HA IPOYYBAHETO € KJIMHUYHA PEMHUCHUS Ha CEAMMLA 8 OT MHAYKLUTA
(meduampana karo ckop mo PCDAI < 10). IIporieHThT Ha MAIMEHTUTE, TOCTUTHAIA KIIMHAYIHA
pemucus, € 52,1% (25/48) u e cpaBHUM C TO3H, HAONIOJaBaH B MpOy4YBaHHUATa (a3a 3 Ha yCTEeKHHyMao
IIPY BB3PACTHHU.

Knunauuen otroBop e Habmo1aBaH omie Ha ceamuiia 3. IIpoleHThT Ha MalMeHTUTE C KJIMHIUYEH

OTTOBOP Ha cenMmuIa 8 (neduHIpaH KaTo HaMalleHHe CIIPSIMO U3XOJHOTO HUBO Ha OOIIHS CKOP IO
PCDAI >12,5 touku ¢ o6my ckop o PCDAI ne nmoseue ot 30) e 93,8% (45/48).
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B tabmuma 11 ca npeacraBeHn aHATU3UTE HA BTOPUYHUTE KPallHU TOYKH 110 BpeMe Ha Mo IbpKaiaTa
Tepanus 10 ceamuia 44.

Tadauua 11: Pe3oMe HA BTOPpUYHUTE KPAHHU TOYKH 10 BpeMe Ha MOAIbPKALIOTO JeYeHue
ceamuua 44
90 mg 90 mg OO0 Opoii
YCTeKMHYMa0 yCTeKMHYMa0 NMANMEHTH
npes 8 cexmMuum npe3 N =48
N=23 12 ceamMumn
N=25

KnuHnuHA peMucus - 43,5% (10/23) 60,0% (15/25) 52,1% (25/48)
Kiuanuna pemucus 6e3 43,5% (10/23) 60,0% (15/25) 52,1% (25/48)
KOPTHKOCTEPOHIH
KiuHuuHa peMucus npy MalueHTH, 64,3% (9/14) 54,5% (6/11) 60,0% (15/25)
KOMTO ca OMJIM B KITMHUYHA
PEMUCHSI TTPH UHITYKIIAATA
cenmuna 8
Knunuyen otrosop ' 52,2% (12/23) 60,0% (15/25) 56,3% (27/48)
EHIOCKONCKH OTTOBOP * 22,7% (5/22) 28,0% (7/25) 25,5% (12/47)

*  Kiunnynata pemucus e gedunupana kato ckop no PCDAI <10 toukn.
% Pemncns Ges KOPTHUKOCTEepoHaH € aedunupana kato ckop nmo PCDAI <10 touxu u 6e3 nprem Ha KOPTUKOCTEPOUN B
npoasipkeHue Ha none 90 nuu npenu Ceamuna M-44.

KnuHn4HUAT 0TrOBOp € AehMHUpaH KaTo HaMaJIeHHue CIIPSIMO U3X0AHOTO HIBO Ha ckop o PCDAI >12,5 Touku ¢ o0y

ckop o PCDAI ne moseue ot 30.

Ennockonckust oTroBop € aeduHnpan kato Hamanenue Ha ckopa SES-CD >50% nmn ckop SES-CD <2 npu
MaIUeHTH ¢ u3xojeH ckop SES-CD>3.

Kopurupane Ha gecToTaTa Ha MPUIOKCHUE

[MaruenTrTe, KOUTO MPEMUHABAT Ha MOJIBPXKAIIO JICUCHUE U UMAT 3aryda Ha oTroBop (loss of
response, LOR) BB3 ocHOBa Ha ckopa mo PCDAI, otroBapsIT Ha yCJIOBHATA 32 KOPUTHPAHE Ha J103aTa.
Ha]_[I/IeHTI/ITe WK MpeMUHAaBAT OT JICUCHUEC Ha BCCKU 12 Cc€aAMHMIIU Ha BCCKU 8 CCIMHUIIM, UM OCTaBaT Ha
JICUCHUE Ha BCEKU 8 ceaMuIH (Tuiare0o Kopekius). 2 MalueHT! ca ¢ KOPUTUpaHa J103a KbM I10-
KpaTKUs HHTEpBall Ha npuiioskeHue. [Ipu Te3n nanuenTn KInHnYHA pemucus e nocturaata mpu 100%
(2/2) ot marueHTUTE 8 CEAMUITH CIIC]T KOPUTHpaHE Ha J103aTa.

[Ipodunbt Ha Ge30macHOCT Ha cXeMaTa Ha MHIYKIIMOHHO IIPHIIOKEHUE U Ha JIBETE CXEMH Ha
MoIIbpoKaIiaTa cxeMa Ha JISUeHHE TIPH ITeuaTprudHaTa MOoImyJamus ¢ Teriio Hai-manko 40 kg e
CpaBHHM C TO3H, yCTAaHOBEH IIPH MOMyJanusaTa Ha Bb3pacTHH ¢ Oonect Ha Crohn (BX. Touka 4.8).

Cepymuu u ¢hexannu buomaprepu Ha 8vb3NANICHUETNO

CpennaTa mpoMsiHa CIIPSIMO M3XOJHOTO HUBO MPH MOIBPIKAIIO JICUeHHUE Ha ceamuiia 44 Ha
koHueHTpanuute Ha C-peaktuBer npotenH (CRP) u dexanen kanmnporekTut e chorBeTHO -11,17 mg/l
(24,159) u -538,2 mg/kg (1271,33).

Kauecmeo na osicusom, cevpsano cvc 30pagemo
O6umte ckopose o IMPACT-III u Bcnuku nmogpomMeHu (YpeBHA CUMIITOMH, CUICTEMHH CHMITTOMH,
CBBP3aHU C YMOPa, ¥ 0JIarOChCTOSHIE) TOKA3BaT KIMHUYHO 3HAYMMHU IOZOOpeHNus ciell 52 CeAMULIH.

5.2 ®dapmMakoOKMHETHYHM CBOICTBA

AGcopOuus
Meauanara Ha BpeMe 3a JIOCTUTaHe Ha MaKCHMaJIHa CepyMHa KOHIIEHTPANHUS (tmax) € 8,5 JTHU ciien

€JTHOKpATHO MpuiiokeHne Ha 90 mg NoJIKOKHO MPH 3/IpaBU NallueHTu. MeraHarta tmax Ha
YCTEeKUHYMa0 clie]] €MHOKPATHO MpIiIokeHue Ha 45 mg win 90 mg MOAKOKHO MPHU MAITUEHTH C
TICOPUA3HUC Ca CXOJHH C HAOIIOAaBaHUTE TPH 3]JpaBU MAIMCHTH.
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AOconroTHaTa OMOHAINYHOCT Ha YCTEKMHYMAO0 ciie]] €AHOKPATHO TTOIKOYKHO MPUIIOKEHUE €
u3umcieHa Ha 57,2% Mnpu NaueHTy ¢ Icopruasmuc.

Pasnpenenenue
MenunanaTta Ha oOeMa Ha pasnpesiesicHne B TepMuHanHara (aza (Vz) cien eqHOKPaTHO HHTPABEHO3HO

MPUJIOKEHHE MTPH MAIUSHTH C Icopuasuc Bapupa ot 57 mo 83 ml/kg.

Buorpanchopmarms
ToYHMAT BT HA META0OJU3UPAHE HA YCTCKUHYMA0 HE € M3BECTEH.

Envmunupane
Menunanata Ha cucteMmuans KkapbHC (CL) cimen emHoKpaTHO HHTPABEHO3HO MPHUIIOKEHUE TIPH

NanyeHTy ¢ ncopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. Menuanara Ha momyxuBoTa (t12) Ha
yCcTeKnHyMa0 € MpuOIN3UTENHO 3 CeAMHLN IPH MALUEHTH C IICOPUA3HC, IICOPUATHICH apTPUT, O0IeCT
Ha Crohn u Bapupa ot 15 1o 32 1HM BB BCHUYKH IPOYYBAHUS Ha TICOPUA3HUC U IICOPHATHUIEH apTPUT.
CrwriacHo npoBelieH (hapMaKOKHHETHYEH aHAIIM3 Ha TomynanusaTa npuBuanusaT knmupbHe (CL/F) n
npuBUAHUAT 00eM Ha pasnpenencHue (V/F) ca ceorBetHOo 0,465 1/d 1 15,7 1 npu nauueHTu ¢
ricopraszuc. CL/F Ha ycTekmayMab He € 3aBUCHUM OT 1moja. Pe3ynraTi oT momysanuoHeH
(hapMaKOKMHETHYECH aHAIN3 IOKa3BaT, 4Ye UMa TCHICHIIMS KbM TI0-BHCOK KIMPBHHC HA YCTEKHHYMa0
[IPU ALUEHTUTE, AT NOJIO0KUTENICH PE3YITaT Ha U3CIEIBAaHETO 3a aHTHUTEIA CPEIy YCTeKUHyMao.

JInHelWHOCT Ha J103aTa

Cucremnara excrio3unyst Ha ycreknHyMmao (Crax 1 AUC) ce yBenn4aBa 1o HauyuH, MpUOIU3UTETHO
NPONOPLHOHANICH Ha J103aTa, CJIe] €AHOKPaTHO HHTPABEHO3HO NMPHUJIOKECHUE Ha 103U B TPaHHLIATA
mexnay 0,09 mg/kg u 4,5 mg/kg nmm cies; eTHOKPaTHO MTOAKOKHO IIPIIIOKEHHE Ha 03 B TpaHUIaTa
MexTy 24 mg u 240 mg npu manueHTH ¢ ICopHasuc.

EnvHuyHa cpenly MHOTOKpaTHa /1032

[Ipodunure Ha cepyMHa KOHIICHTPAILUA-BPEME HA YCTEKUHYMA0 ¢a MPUHIUITHO MPEIBUIANMU CIIC]
MOJAKOKHOTO MPUIOKEHUE Ha €THOKPATHU U MHOTOKpaTHU A03U. [Ipu marueHTu ¢ ncopuasuc
CTallMOHAPHUTE CEPYMHHU KOHIIGHTPAIMU Ha YCTEeKHHYMa0 ca IOCTUTHATH B ceMHUIIa 28 clies
II'bPBOHAYAIHY MMOJKOKHU 103U B ceamuiu 0 u 4, mocieBaHy OT 103U Ha BCEKH 12 ceaMuuu.
Menunanara Ha cTallioHapHaTa cepyMHa KOHIIEHTpanus € B rpanuiute Mexay 0,21 pg/ml u

0,26 pg/ml (45 mg) u mexnay 0,47 ug/ml u 0,49 pg/ml (90 mg). Hiima odeBUIHO KyMyIUpaHe B
cepyMHaTa KOHIICHTpalys Ha YCTeKHHYMald ¢ BpeMeTo, KOraTo ce Mpuiiara oJK0KHO Ha BCEKU

12 cenmury.

[Ipu nauuentu c 6onect Ha Crohn ciaen nHTpaBeHO3HA 103a OT ~6 mg/kg ce mpuara noaKoXXHa
noAabpskama Tepamust oT 90 mg ycrekuaymad mpe3 8 uiu 12 ceaMuIy, KOSTo 3aliovBa Ha CeaMuIia 8.
KoHuenTpanus Ha ycTeknHyMa0 B CTallMOHAPHO CHCTOSHUE CE€ JOCTHra KbM HayajJoTO Ha BTOpaTa
nojabpkama no3a. Ipu namuentu ¢ 6onect Ha Crohn MenuanaTa Ha Hall-HUCKUTE KOHLIEHTPALUH B
CTAITMOHAPHO ChCTOsTHUE Bapupa oT 1,97 pug/ml mo 2,24 ug/ml u ot 0,61 pug/ml mo 0,76 pug/ml 3a
ycrekuayMabd 90 mg choTBETHO mpe3 8 ceamuny v npe3 12 ceamunu. Hal-HuCKUTe HUBA Ha
ycTeKnHyMal B CTAlIHOHAPHO CHCTOSIHHE, MONydeHu pu 90 mg ycreknHyMab npes 8 cenMuI, ca
CBBP3aHH C I10-BHCOKA YECTOTA HA KIMHUYHA PEMUCHS B CPaBHEHHE C HA-HUCKUTE HUBA B
cTannoHapHO cheTosHuE ciex 90 mg npe3 12 cenmury.

BnusiHue Ha TEryoTo BEpXY hapMaKOKMHETHKATA

B nposenen nomynanuoneH ¢papMakKOKMHETHYIEH aHaJIN3, KbAETO Ca W3I0I3BAaHU JaHHU OT MAlMEeHTH
C TICOpHa3NC € KOHCTaTHPAHO, Y€ TEIECHOTO TEIJIO € Hali-3HauMMaTa KOBapHara, BIHseIla BbPXY
KJIMpBHCa Ha ycTekuHyMmad. Menuanata Ha CL/F npu nmanuentu ¢ terno > 100 kg e npubausurento ¢
55% mo-Bucok B cpaBHeHHe ¢ manueHTH ¢ Terio < 100 kg. Menmanara va V/F mpu nmaryiedTy ¢ Terio
> 100 kg e npubnmsurenHo ¢ 37% mo-BUCOK B cpaBHeHUe ¢ nanueHTu ¢ terno < 100 kg. Menuanata
Ha MUHHMAaJIHA CEPYMHH KOHIIEHTPAIMU Ha YCTEKUHYMal MPH MAMEeHTH C TO-TOJSIMO TETJI0

(> 100 kg) B rpynara ¢ no3a 90 mg ca moJoOHM Ha Te3H MPH ManUeHTHTE ¢ mo-mManko tero (< 100 kg)
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B rpynara c 1o3a 45 mg. [TomoOHu pe3yaTaTH ca MmolyuyeHH OT MOTBbPANTENCH (papMaKOKHHETHUCH
MOITyJIAMOHEH aHAJIN3, KBJIETO ca U3IOI3BaHU JaHHH OT HALMEHTHU C ICOPUATHYCH apTPHT.

Kopurupane Ha yectoTaTa Ha NPUIOKCHUE

BB3 ocHOBa Ha HaOMrO1aBaHWTE aHHY U TomynanuonHnTe OK ananmsu npu nanueHTy ¢ 0oecT Ha
Crohn panmoMu3upaHuTe YIaCTHHUIHM, KOUTO TPECTAHAT Ja Ce MOBJIHIBAT OT JIEUEHUETO, IMaT TI0-
HUCKH CCPYMHHU KOHIICHTpAU Ha yCTeKI/IHYMaG BBB BPpEMECTO B CPABHCHUC C YHACTHUIUTEC, KOUTO HE
ca 3aryounu otroBop. [Ipu 6onectra Ha Crohn kopurupaseTo Ha jgo3ara ot 90 mg Ha BceKH

12 cenmuiu Ha 90 mg Ha BCEKH 8 CEAMMUIIM € CBbP3aHO C MOBUIIIaBaHE Ha HA-HUCKUTE
KOHIICHTpAINH Ha YCTEKUHYMa0, KaTO TOBA CE€ CHITLTCTBA C TIOBHINIABaHE HA e(hUKACHOCTTA.

CrelyatHy MONyIaluK
Hsima Hanmnaan papMakOKHHETUIHH JaHHU TIPH MTAlIUEeHTH C YBpeaeHa Ob0pedHa WM YepHOApoOHa
(dhynkus. He ca mpoBeieHN KOHKPETHH TTPOYYBAHUS MPU MAIMESHTH B CTApPUYECKa Bh3PACT.

dapMaKOKMHETHKATa Ha YCTEKHHYMa0 KaTo I[5UI0 € CPaBHUMa MEXTy MAIlUeHTH C IICOPUA3HC OT
A3MaTCKU M HEA3WaTCKU TPOU3XO/.

bronanu4HOCTTa Ha YCTEKUHYMA0 ciiesl MPHUIIOKEHHE ChC CIIPUHIIOBKA WIIA TIPEBAPUTEITHO
HaIbJIHEHA MUCAJIKa € CPaBHUMA.

[Ipu manuentu ¢ 6osect Ha Crohn BapnaObUITHOCTTA HA KIMPHHCA HA YCTEKHHYMAaO0 Ce MOBIIUSABA OT
TEJIECHOTO TETJIO, HUBOTO Ha CEpYMHUS allOYMUH, IT0JIa M CTaTyca 10 OTHOIIIEHUE Ha aHTHTEJaTa
Cpelly yCTeKHHYMa0, JIOKaTo TEIeCHOTO TErJIo € Hali-3HauuMara KoBapHaTa, BIHsella BbpXy odema
Ha pasmnpenenenue. OcBeH ToBa npu Oonectra Ha Crohn KIMPBHHCHT ce oBNUsABa 0T C-peakTUBHUS
MIPOTEHH, CTaTyca [0 OTHOIICHHE Ha Heycrex Ha JieueHueTo ¢ TNF-anTaronucTy u pacata (a3uaTcKu
CIIPSIMO HEa3MaTCKH NPOM3X0a). Be3melicTBHETO Ha T€3U KOBapHaTH € B pamkute Ha = 20% oT
TUNHWYHATA WK pedepeHTHaTa cTOWHOCT Ha choTBeTHHs DK mapameTrsp, mopanu ToBa He €
HeoOXoAMMa KOPEKIIHA Ha J103aTa 3a Te3u KoBapuatu. ChIIFTCTBAIIOTO IPUIIOKEHUE Ha
MMYHOMO/TyJIATOPH HAMA 3HAYUTETHO BIMSIHNE BBPXY pPa3NpeAesIeHHEeTO Ha yCTeKHHyMa0.

Pesynraru oT hapMakOKMHETHYEH aHATN3 Ha MOMYJIANKATA HE MOKA3BaT BIMAHUE Ha TIOTIOH WA
AJKOXO0J BEPXY (DapMaKOKHHETHKAaTa Ha YCTEKHHYMao.

CepyMHHUTE KOHIICHTPAL[MH Ha YCTEKMHYMa0 NpH MeANaTPUYHHU MAlUEHTH C TICOPUA3UC, Ha BB3PacT OT
6 1o 17 roguHy, JeKyBaHU C MPENOPBUUTETIHATA 1032 CIIOPE] TEJIECHOTO TEIJI0, Ca CPABHUMH C T€3U
IIpU Bb3pacTHaTa MOIyJIalMs C ICOPUA3HC, JISKYBaHa C 7032 3a Bb3pacTHU. CepyMHUTE KOHLIEHTpaLUU
Ha YCTEKWHYMa0 MpH NeJuaTpu4YHU NalueHTy Ha Bb3pacT 12-17 roaunu c ncopuasuc (CADMUS),
JIEKYBaHH C I0JOBHHATA OT MPENOPbUYUTETHATA 032 CIIOPE TEIECHOTO TETJIO, Ca 3HAYUTENHO I10-
HHUCKH OT T€3H IIPH Bb3PACTHU MALUECHTH.

CepyMHUTE KOHIIEHTPAIUH B CTAI[IOHAPHO CHhCTOSIHUE TPU TIETUATPUYHH MAIIEHTH ¢ 0OJIECT Ha
Crohn c Teryno Hait-manko 40 kg ca cpaBHIMY ¢ Te3u ITPH Bb3pacTHATA HoITynamus ¢ 6onect Ha Crohn.

Perynupane sa CYP450 enzumu

Edexrute Ha IL-12 wmu IL-23 Bepxy perynupanero Ha CYP450 eH3umute ca OIIeHEHU B in Vitro
MPOYYBAHE C U3IOJI3BAHE HA YOBCIIKK XEMaTOIMTH, KOeTO moka3ea, 4e 1L.-12 u/wmm IL-23 ¢ HuBa ot
10 ng/ml He npomensT aktuBHOcTTa Ha YoBelkuTe CYP450 enszumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
i 3A4; Bxk. Touka 4.5).

IIpoBeneno e oTkputo npoyuBane (asa 1 3a nexkapcrBenu B3aumoseicTeust CNTO1275CRD1003 3a
OlLIeHKa Ha epeKTa Ha yCTEKUHyMal BbPXY €H3UMHATa akKTUBHOCT Ha nuToxpoM P450 crnex unmykuums
¥ TIOIBPIKAIIO MpUiIarane Mpy ManueHTH ¢ akTuBHA OotecT Ha Crohn (n=18). He ca mabmogaBanu
KJIMHUYHO 3HaYMMU NMPOMEHH B ekcriosunmsara Ha kodend (CYP1A2 cyGcerpar), Bapdapun

(CYP2C9 cy6erpar) omenpazon (CYP2C19 cy6erpar), aekcrpomeropdan (CYP2D6 cyGerpar) nnn
mupazonaMm (CYP3A cyGcerpar), koraTo ce U3M0I3BaT ChIIBTCTBAIIO ¢ YCTEKMHYMa0 MpH o1o0peHara
NpenopbYHTENIHA JO3UPOBKA NpH ManueHTH ¢ 6onect Ha Crohn (Bx. Touka 4.5).
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5.3 IlpeakJMHMYHU JAHHHU 32 0€30MACHOCT

HexnuHauuHuTe JaHHH HE MOKa3BaT 0coOEH pHUCK (Halp. TOKCHYHOCT Ha OPTaHHUTE) 3a Xopa Ha 0azaTta
Ha MIPOYYBAHHUS 32 TOKCHYHOCT IIPU MHOTOKPATHO MpHJIaraHe, TOKCHYHOCT 3a Pa3BUTHETO U
PENPOAYKTUBHA TOKCHYHOCT, BKJIFOYUTEJIHO U (PAPMAKOIOTHYHUTE OLIEHKH 3a Oe3omacHocT. [Ipu
MIPOYYBaHUS 32 TOKCHYHOCT 32 Pa3BUTHETO M PENPOAYKTUBHA TOKCHYHOCT MPH JBJATOONAIATH MaKalli
HE ce Ha0I0AaBaT HeXeNaH! eeKTH BbpXY (pepTuinTeTa Npu MBKKHTE, KAKTO U BpoJeHH Ae(eKkTn
WJIN TOKCUYHOCT 3a pa3Butueto. He ce HabmonaBar Hexxenanu eeKTH BbpXy GepTuianTeTa npu
JKEHCKHUTE MPH yroTpedara Ha aHAJIOTHYHO aHTUTsUIO cpety 1L-12/23 npu Mutky.

Jlo30BuTE HMBA B IPOYYBAHMS PU KUBOTHH ca 01130 45 MbTH MO-BUCOKH OT Hal-BHCOKATa
€KBUBAJICHTHA /1034, IPEABIK/IaHA 33 IPUIOXKEHHE IIPU MALUEHTH € IICOPUA3HUC, U BOAAT /10
MaKCHUMAaJIHU CEpyMHH KOHIIEHTpallMK MpU MalMyHH, KouTo ca Haja 100 mbTH MO-BUCOKHU OT
KOHLIEHTpalUKuTe, HaOJII0JaBaHu IPH X0Pa.

He ca npoBexnanu mpoy4YBaHus 3a KApIMHOTEHHOCT C YCTEKWHYMA0 MOpaJH JIMICaTa Ha MOIXO/ISIIH
MOJIENN 3a aHTUTSUIO 0e3 KphCTOCaHa peakTHBHOCT KbM 1L-12/23 p40 Ha rpuzaun.

6. DAPMAIEBTUYHU JAHHU

6.1 ChnucbK Ha IOMOLIHUTE BelleCTBa

XUCTUOUH

XUCTUANHOB XUAPOXIOPH MOHOXUAPAT

ITommcop6ar 80 (E 433)

3axapo3sa

Bona 3a naxexnun

6.2 HecbBMECTHMOCTH

ITopanu nurnca Ha IPOyYBaHUs 32 HECHbBMECTUMOCTH, TO3H JIEKAPCTBEH IPOAYKT He TpsiOBa z1a ce
CMECBa C APYTH JIEKAPCTBEHH MPOIAYKTH.

6.3 Cpok Ha rogHocT

Pyzchiva 45 mg MHXEKIIMOHEH pa3TBOP
42 mecera

Pyzchiva 45 mg MHXEKIIMOHEH pa3TBOP B IIPEABAPUTEIHO HANBIHEHA CIPUHIIOBKA
42 mecera

Pyzchiva 90 mg MHXEKIIMOHEH pa3TBOP B IIPEABAPUTEIHO HANBIHEHA CIPUHIIOBKA
42 mecena

OtaenHuTe MpeABAPUTETHO HAITBLITHCHH CTIPUHITOBKH U (DIITAKOHU MOJKE Jla Ce ChXPaHsBaT MPU CTaitHa
temrepatypa a0 30 °C efHOKpaTHO 3a MAaKCUMAaJEH Nepruoi 10 35 IHU B OpUTMHATHATA KapTOHEHA
ONAaKOBKa, 33 J1a Ce MPEANa3aT OT CBETJIMHA. 3aMUIlIETe AaTaTa, Ha KOSTO MPEABAPUTEIHO HAaITbIHEHATa
CIIPUHIIOBKA € M3BaJIcHa 3a TbPBH BT OT XJIaAWIHUKA Ha 0003HAYEHOTO Ha KAPTOHEHATa OITAKOBKA
MscTo. 1o Besako BpeMe Tpein U3THYAaHeTO Ha TO3U MEPHOJT IPOAYKTHT STHOKPATHO MOXKE Ja Obe
BbPHAT OTHOBO B XJaJUJIHUKA, KbJETO JIa CE ChbXPaHsIBa A0 U3TUYAHE Ha CPOKA HA TOAHOCT.
M3xBBprieTe COpUHIIOBKATA, aKO HE C€ M3I0JI3Ba Clie]] ChXpaHeHHUE IIPU CTaliHa TeMIieparypa B
paMKHUTE Ha MaKCUMAJTHHSI TIEPUOJ OT 35 THU WM CIIe M3TUYAaHE Ha OPUTHHATHHS CPOK Ha TOAHOCT, B
3aBUCHUMOCT OT TOBa, KO€ OT JIBETE HACTHIIH MO-PAHO.
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6.4 CrhenuajaHu ycI10BHA Ha CbXpaHeHHUe

Ha ce cexpanssa B xnammiauk (2 °C — 8 °C). Jla He ce 3aMpa3siBa.

CoxpaHnsiBaiiTe (1akoHa WK MPEeIBAPUTETHO HAITbJIHEHATa CIPUHIIOBKA B KAPTOHEHATa OMaKOBKa, 32
Jia ce Mpeanasy OT CBETIHHA.

AKO e HeOOXO0IMMO, OTICTHHUTE MPEIBAPUTEITHO HAITBITHEHN CIIPUHIIOBKH MOXE J]a C€ ChXPaHSBaT MPH
ctaifHa Temnepatypa 10 30 °C (Bx. Touka 6.3).

6.5 Buau cbabpkaHMe HA ONMAKOBKATA

Pyzchiva 45 mg uHXEeKIIMOHEH pa3TBOP
0,5 ml pa3tBop BBB (hr1akoH OT cTHKJIO TUI | 2 ml, 3aTBOpEH ChC 3amymaika OT XJIOpPOOYTHIIOBA TyMa.

Pyzchiva 45 mg uHXeKIIMOHEH Pa3TBOP B NPEABAPUTEIHO HAITBJIHEHA COPUHIIOBKA

0,5 ml paztBop B 1 ml cipuHIIOBKa OT CTHKIIO THII | ¢ UKCHpaHa WA OT HePhXKIacMa CTOMaHa C
pa3mep - BpHIIeH d/apwkuHa: 29 G X 13 mm (72 WHY) 1 Ipeana3uTen Ha UTJaTa, ChAbPIKaIl KayqIyK,
u OpoMOyTHIIOBa TyMeHa TriiaBa Ha OyTtano. CrnpuHIIOBKaTa € cHabeHa ¢ yCTpOHCTBO 3a MacHBHA
3alIuTa.

Pyzchiva 90 mg uHXeKIMOHEH pa3TBOP B NPEJABAPUTEIHO HAITBIHEHA COPUHIIOBKA

1 ml pa3tBop B 1 ml cipiHILIOBKa OT CTHKJIIO THII | ¢ pUKCHpaHa UIJla OT HEpPBKIaeMa CTOMaHa C
pasmep - BpHIIEH d/obwkuna: 29 G X 13 mm (72 uHY) ¥ npeAna3uTen Ha UIiaTa, ChIbpiKalla Kaydyk,
u OpoMOyTHIIOBa TyMeHa Ti1aBa Ha OyTtano. CripuHITOBKATa € CHabIeHa ¢ YCTPOMCTBO 3a ITacHBHA
3aIuTa.

Pyzchiva ce mpenyara B onakoBka ¢ 1 ¢iakoH v ¢ 1 mpeaBapuTeTHO HAITBIHEHA CIIPUHITOBKA.
6.6 CrnenuajaHu nNpeana3Hu MepKH NPH U3XBbPJIsIHEe U padoTa

PasTBOpBT BBB (prakoHa WM peABAPUTENHO HAIThIHEHATa CIIpHHIIOBKA Pyzchiva He TpsiOBa jia ce
paskiamia. Pa3TBopsT TpsiOBa 1a ce MpoBEpH BU3YaTHO 32 HATMYMETO HA BUJMMU YACTULU UITH
NPOMSIHA Ha I[BETA, MPEIH JIa Ce MPIIIOKH MOJKOKHO. Pa3TBOPHT € OUCTHD, OE3IBETEH 10 OJICAOXKBIT
U MOJKE J1a ChABPIKa HAKOJIKO IPeOHU TOTYIPO3pavHU WK OCIM YaCTHIM MPOTeHH. T0o3W BBHIIICH BH/T
HE ¢ HeoOWYaeH 3a MPOTEHHOBUTE Pa3TBOPHU. JIeKapCTBEHUSAT MPOAYKT He TPsIOBa J1a ce M3MOJI3Ba, aKo
Pa3TBOPHT € C MPOMEHEH LBAT WM MBTEH, M ChIbp)Ka BUIUMH Uy KIU yacTuiy. [Ipean npunaraxe
Pyzchiva Tpsi6Ba 1a mocTurHe CTaiiHa TemnepaTtypa (IpHOIU3UTETHO 32 OKOJIO TTOJIOBHUH Jac).
[MonpoOHu ykazaHwus 3a yrnorpeba ca nMpeloCTaBeHH B JIMCTOBKATA 3a MAlUCHTA.

Pyzchiva He chabpika KOHCEPBAHTH, 3aTOBA HEU3IOI3BAHUAT JICKAPCTBEH MPOIYKT, OCTAHAN BbB
(hmakoHa M CIPUHIIOBKATA, He TPOBa 1a ce m3moi3Ba. Pyzchiva ce mocrass kaTo crepmiieH (piakoH 3a
€JIHOKpaTHa yrnoTpeba Wik MpeIBapUTeIHO HAITbJIHeHATa CIIPUHIIOBKA 32 €JHOKpaTHa ynorpeoa.
CrpuHIIOBKAaTa, UTJIaTa ¥ (PIakoHBT He TPsAOBa Ja ce U3IMoI3BaT MOBTOpHO. Hensnon3Banusr
JIEKapCTBEH MPOJYKT WU OTMAAbYHATE MAaTePHATH OT HEro TpsIOBa Jja ce U3XBBPIIAT B ChOTBETCTBHUE C
MECTHUTC N3HNCKBAaHUA.

[Ipu u3mon3BaHe Ha €IHOT030B (IIAKOH CE MPETNophYBa U3IOI3BAHETO Ha CIIPUHIIOBKA OoT 1 ml ¢ urna
27 gauge, 13 mm ('2 na4a).

7. INPUTEXATEJI HA PABPEHIEHUETO 3A YIIOTPEBA
Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnangus
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8. HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

Pyzchiva 45 mg WHXXEKIIMOHEH Pa3TBOD
EU/1/24/1801/007

Pyzchiva 45 mg MHKEKIIMOHEH pa3TBOP B IIPEABAPUTEIHO HANBIHEHA CIIPUHIIOBKA
EU/1/24/1801/001

Pyzchiva 90 mg MHKEKIIMOHEH PA3TBOP B IIPEABAPUTEIHO HANBIHEHA CIIPUHIIOBKA
EU/1/24/1801/002

9. JATA HA ITbPBO PA3SPEIIABAHE/IIOJJHOBSIBAHE HA PAZPEIIEHUETO 3A
YIIOTPEBA

Jara Ha mbpBO pa3pemaBane: 19 anpun 2024 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

IToapo6Ha wHGOPMAITHS 32 TO3U JCKAPCTBEH MPOAYKT € MpeIocTaBeHa Ha yeOcaiita Ha EBponefickara
areHIys 1o JIeKapcTBaTa https://www.ema.europa.eu/.
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vTOSI/I JICKapCTBEH NMPOIYKT ITOAJICKH Ha JIOMBJIHUTEIHO HabmoaeHue. Toga 1e mo3Boiau Obp30To
yCTaHOBSIBaHE HA HOBA WH(POPMAIIUS OTHOCHO Oe3omacHocTTa. OT MEAUIIMHCKHUTE CIICIIHATIMCTH Ce
M3UCKBA Jla ChOOIABAT BCSKA ITOI03UpaHa HeXKeNaHa peakiys. 3a HaunHa Ha choOIIaBaHe Ha
HEXEJIaHU Peakluu BUXKTE Touka 4.8.

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Pyzchiva 45 mg WHKEKIIMOHEH Pa3TBOP B MPEABAPUTEITHO HAITBIHEHA TTHCATKA
Pyzchiva 90 mg uHXeKIMOHEH pa3TBOP B NPEJABAPUTEIHO HAITBIHEHA MTUCATKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Pyzchiva 45 mg MHXEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HAMBIHEHA MUCATKA
Bcska mpeaBapuTenTHO HaITbIHEHA MHCANTKA ChIABbPKa 45 mg ycrekuaymad (ustekinumab) B 0,5 ml.

Pyzchiva 90 mg uHkeKIIMOHEH Pa3TBOP B NPEABAPUTEIHO HAITBIHEHA MUCATIKA
Bcesika npeaBapuTennHO HaTbIIHEHA MTUCANKA ChAbpka 90 mg ycrekuayMab (ustekinumab) B 1 ml.

Ycereknnymab e m3usio yoBemko [gG 1k MOHOKIIOHATTHO aHTUTAIO KbM uHTEpieBKuH (IL)-12/23,
npousBeneHo B CHO kierka ¢ momomra Ha pekomOuHanTHa JJHK TexHomorms.

3a IBJIHASA CIIMCHK HA ITOMOIIHUATE BEIECTBA BIKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Pyzchiva 45 mg WHXEKIIMOHEH Pa3TBOP B MPEJABAPUTEIHO HAThJIHEHA MUCAIIKA
MHxek1roHeH pa3TBop.

Pyzchiva 90 mg wHXeKIHMOHEeH Pa3TBOP B MPEABAPUTEITHO HATBJIHEHA MUCAIIKA
MHxeKk1roHeH pa3TBop.

PasTBOpBT € OUCTBP, Oe31BeTEH 10 ONeA0KBIT U € popmynupan mpu pH 6,0 £ 0,3. OcmoTHuHOCTTA
Ha pa3tBopa ¢ 320 £+ 32 mOsm/kg.

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHUYHHU NOKA3AHUSA

IInaxoB ncopuasuc

Pyzchiva e nokasaH 3a jieueHre Ha yMEPEH JI0 TeXBK TIAKOB MICOPHA3KC TIPH Bh3PACTHH, KOUTO HE ca
ce MOBJIMSUIN, UMaT MPOTUBOIIOKA3aHMsI UM HEMOHOCUMOCT KbM JPYTH CUCTEMHH TeparnuH,
BKITFOYBAIHY IuKiIocnoput, Metorpekcar (MTX) wmu [TYBA (nicopainieH u ynTpaBronIeTOBU A ThUH)
Tepanus (BX. Touka 5.1).

IIcopuatnueH aprpurt (PsA)

Pyzchiva, camocTosTenso nimu B komOuHarmsa ¢ MTX, e moka3aH 3a JIeUeHHE Ha aKTHBEH
MICOPUATHYCH apTPUT MPHU Bb3PACTHH MAIUSHTH, IIPU KOUTO OTTOBOPHT KbM MPEIICCTBAIIO JICUYCHHUE C
HeOnonornyHu MoauduIMpanty OonecTra anTupeBMaTonHu Jekapcrsa (DMARD) e Oun
HeJ0cTaTh4eH (BXK. Touka 5.1).

Bonect na Crohn

Pyzchiva e mokasaH 3a jieueHre Ha Bh3PACTHU MAIMEHTH C YMEPEHA JI0 TE)KKA aKTHBHA 0OO0JIECT HAa
Crohn, KOMTO ca Ce MOBIMSIN HEAOCTATHYHO, BEUE HE CE MOBJINIBAT MM UMAT HEIIOHOCHMOCT KbM
KOHBEHIIMOHAJIHATA Tepanus Wik KbM aHTaronucT Ha TNFa.
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4.2 Jlo3UpOBKAa M HAYUH HA NPUJIOKEHHE

Pyzchiva e npeanasznaueH 3a ynorpeda moja prKOBOACTBOTO U Haa30pa Ha JIeKap ¢ ONHT B
JUAarHOCTUIIUPAHETO U JICYEHUETO Ha 3a00MsBaHus, 3a KOUTO Pyzchiva e mokasas.

03HpOBKa
ITrakoB mmcopmasuc

[Ipenoppunrennara no3uposka Ha Pyzchiva e HauanHa no3a 45 mg, npuokeHa MoAKOXKHO,
nocieBana ot 1o3a 45 mg 4 ceAMUIM MO-KBCHO U CIIE/ TOBA Ha BCEKH 12 ceaqMuIu.

IIpu marueHTH, KOUTO HE ca ¢e TMOBIFSUIA OT JICICHUETO 10 28 CeaMUITH TpsIOBa 1a ce OOMUCITH
MPEKpaTsABaHE Ha TEPAIUsTA.

Hayuenmu c menecrno meeno > 100 kg

3a manuenTy ¢ tenecHo terno > 100 kg mepBoHavanHaTa fn03a € 90 mg, mpuIIoKeHa MOJKOKHO,
rnocyienBana ot n03a 90 mg 4 ceAMHIIM MO-KBCHO U Ce/ TOBa Ha Bceku 12 ceamuniu. [lpu te3u
MMaIeHTH J03aTa oT 45 mg ChINOo € epuKacHa, HO MO-ToysiMa epruKacHOCT uMa o3ata ot 90 mg. (Bx.
Touka 5.1, Tabnuna 4)

IIcopuarnuen aprpur (PsA)

IIpenoprunTennara 1o3upoBka Ha Pyzchiva e HagamHa 103a 45 mg, mpuiiokeHa MOIKOKHO,
rocjesBaHa ot 703a 45 mg 4 ceIMUIH MO-KBCHO U CJIe]l TOBA Ha BCeKH 12 ceamuuu. AITEpHATUBHO,
TIpH MAIMeHTy ¢ TexecHo terno > 100 kg, Mmoxke aa ce m3non3sat 90 mg.

[Ipu nanmeHTH, KOUTO HE Ca Ce MOBIHUSUIIN OT JICYUSHHETO 10 28 ceIMUIIH TPsIOBa Jja ce 0OMHUCITH
NpeyCcTaHOBSIBAaHE Ha JICUCHHUETO.

Cmapuecka 6v3pacm (> 65 coounu)
He e HeoOxoauMo aganTupaHe Ha 103aTa MPH MAMEHTH B CTapyecka Bh3pacT (BX. Touka 4.4).

bvopeuno u uepnoopobro yepescoane
He ca npoBexaanu npoyduBaHus ¢ yCTeKMHYMa0 MpH TE3W Homyauu naiueHTd. He Moxe na ce gane
MpernophKa 3a J103ara.

Ileouampuuna nonynayus

BezonacHocTTa M eprkacHOCTTa HAa yCTEKUHYMal MpH Jena ¢ ICOPHa3nuC Ha Bb3PacT Mo 6 TOTUHH
WIW TIPH Jielia C ICOPUaTHUYEH apTpUT oA 1 8-roauirHa Be3pacT Bce OLIe He Ca YCTaHOBEHHU.
[IpensapurenHo HabJIHEHATA IKMCAIKa HE € IPOyYBaHa IIpH NeIuaTpuyHaTa IOIyNalys U He ce
npenopbyBa 3a yrnorpeda mpu neguarpuyHu naureHTy. Biokre Touka 4.2 ot KXII Ha npeaBapuTtenHo
HaI'bJIHEHATa CIPUHIIOBKA 32 J03UPOBKATa M HAYMHA Ha NPUIOKEHNE TIPU NeINaTPUIHH MAUEHTH
Haza 6 TOJIMHU C TICOpHA3UC.

Boxecr Ha Crohn

B cxemara Ha nedeHue mepBaTa 103a Ha Pyzchiva ce nmpuiara nHTpaBeHO3HO. 3a JO3UPOBKaTa MPH
MHTpPaBEHO3HA cxeMa Ha mpuiarade BwkTe Touka 4.2 ot KXIT Ha Pyzchiva 130 mg koHiieHTpaT 3a
UH(Y3UOHEH Pa3TBOD.

IIspBOTO MOAKOXHO TpHIIokeHre Ha 90 mg Pyzchiva Tps0OBa na ce M3BBPIIK HAa ceaMUIIA 8 CIea
UHTpaBeHo3Hara J1o3a. Cies ToBa, ce mpenopbyBa MpuiIokeHue npe3 12 ceamuIy.

[NaruenTH, KOUTO HE Ce MOBJIUSABAT JOCTATHYHO JI0 8 CEJIMHUITH CJIE]| TbPBATa MOJIKOXKHA /1033, MOXKE
Jla TIOJTydaT BTOpPA MOAKOKHA 71034 TI0 TOBa BpeMe (BXK. Touka 5.1).

[MaruenTH, Tpu KOUTO MMa 3aryba Ha OTTOBOP MPHU MpUiIaraHe npes 12 ceaMuim, MoXe J1a MMaT 1moJiza
OT MOBHINIEHUE HAa YECTOTATa Ha MPIIOKEHHE Mpe3 § cenmuid (BXK. Touka 5.1, Touka 5.2).
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BriocnenctBue qo3ara Moke J1a ce mpuiiara Ha ManueHTUTe Mpe3 8 CeIMUIN WiTh 1ipe3 12 ceqMuIl Bb3
OCHOBA Ha KIIMHWYHA MpereHka (BxK. Touka 5.1).

TpsbBa 1a ce 0OMECTH IPeyCTaHOBSBaHE Ha JICYCHUETO MIPH MAIeHTH, KOUTO HE TIOKa3BaT TaHHU 3a
TepaneBTUIHA 1MoI3a 16 ceaAMUITH e i.V. MHAYKIIMOHHA 7032 WA 16 CeMUITH Clie] IpeMHHABaHE
KBbM TpHjIaraHe Ha MOJAbpIKallla 03a Mpe3 8 ceAMUIIH.

[IpunoxxeHneTo Ha UMYHOMOTYJIATOPH /MM KOPTUKOCTEPOHIN MOXKeE J1a TIPOIBIDKH 110 BpeMe Ha
neyenneTo ¢ Pyzchiva. [Ipu manumenTuTe, KOUTO ca ce MOBIUSIIM OT JieueHueTo ¢ Pyzchiva,
MIPUIIOKEHUETO Ha KOPTUKOCTEPOUIM MOXKE J1a C€ HaMaJId WK J1a Ce MPEyCTaHOBH B ChOTBETCTBUE ChC
CTaHJapTa Ha JICUEHHE.

Ipu 6onect Ha Crohn, ako TepanusTa ce NpeKbCHE, MOJHOBABAHETO HA JICUSHHETO C MOAKOKHO
NPUIOKEHHE Npe3 8 ceMHUIHM € 0e3011acCHO U €()eKTHBHO.

Cmapuecka 8v3pacm (= 65 coounu)
He e HeoOxonuMo kopurupane Ha qo3aTa MpY MAIMEHTH B CTapYECKa Bb3pacT (BxK. Touka 4.4).

bvopeuro u uepnoopobHo y8pescoane
YcTekuHyMab He € MpoyYBaH MPH Te3U MOIyJIaluy nanueHTd. He Morar ja ce HanpaBsiT npenopbKu
3a JI03UpaHe.

Ileouampuuna nonynayus

BeszonacHocTTa M erkacHOCTTa HAa yCTeKMHYMa0 mpH jJedenue Ha 6osect Ha Crohn npu
MeAnaTpudHu manreHTH ¢ Terio o 40 kg Bee omre He ca ycTtanoBeHu. Jlumcsar qanHM.
[IpenBapuTenHo HaTbIHEHATA MHCATIKA HE € IPOYyYBaHa MPH MeJuaTpUIHATA MTOMYJIalus U He ce
IpenopbyBa 3a ynorpeba npu neauaTpuuHu nanueHTH. Buskre Touka 4.2 ot KXII Ha koHIIEHTpaTa 3a
nH(Y3MOHEH pa3TBOP U HA MPEABAPUTENHO HAITbJIHEHATa CIIPHUHLIOBKA 33 JO3UPOBKAaTa U HAUMHA Ha
MIPIJIOKEHHUE MPH MEeAUaTPUIHN HanueHTH ¢ 6onect Ha Crohn u terno Hai-manko 40 kg.

Hauun Ha npunoxxeHue

Pyzchiva 45 mg u 90 mg npeaBapuTeTHO HAITBTHEHHN MHCAIKH ¢a CaMO 3a TTOIKOYKHO HHKEKTHpaHE.
ITo BBE3MOKHOCT KOXKHUTE Y4acTblM C U3SABCH IICOPUA3UC TpH6Ba Ja ce I/I36HFBaT KaTo MsCTO Ha
HWHXXEKTHUPaHE.

Crnen moaxoaamo o0ydeHune 3a TeXHUKaTa Ha MOAKOKHO WH)KCKTUPAHE MAIIMEHTUTE WM TEXHUTE
0OJIHOTJIEauu MOTaT Aa WHXKeKkTupaT Pyzchiva, ako JiekapsT peinu, ue ToBa € yMecTHO. Bee mak
JIeKapsAT TPAOBA J1a OCUTYPH MOJXO A0 MPOCIEIIBaHe HA MAIUCHTUTE. [[allUCHTUTE UITH TEXHUTE
OorHOTIIEMaun TPsiOBa 1a ObIAT MHCTPYKTUPAHU J1a HHXKEKTHPAT MPEaITUcaHoTo KommdecTBo Pyzchiva
ChIVIaCHO YKa3aHUsATa B JIMUCTOBKATA. HO[[pO6HI/I YKa3aHuA 3a NPpUII0KCHUE Ca JaZICHU B JINCTOBKATA.

3a [M0-HATATHIIHM YKA3aHHUs 3a IPUTOTBSAHE U CICIMAIHH MPEANAa3HA MEPKH TP padoTa BHIKTE
TO4YKa 6.6.

4.3 IIporuBomokazaHus

CBpBX4YYBCTBUTEIHOCT KbM aKTUBHOTO BEILIECTBO MJIM KbM HSIKOE OT ITIOMOIIHHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

Knuangano 3HaunMa, akTHBHA HHGEKIHS (HAIP. aKTHBHA TyOepKy103a, BXK. ToUka 4.4).

4.4 ChneunajHu npeaynpexaeHus v NpeanasHu MeEPKU Mpu ynorpeoda

IIpocaeaumoct
3a 1a ce mogo0pH MPOCIETUMOCTTa Ha OMOJIOTHYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTUTHUST

HOMeEp Ha MPUJIOKEHHS MMPOIYKT TPsIOBa SICHO Jja ce 3alucBart.
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Undekunn

YcTekuHyMab Moke Jja UMa TIOTEHIIHAaN 1a yBeJIn4aBa prcka oT MH()EKIMY U 1a peaKTHBHpa
nateHTHU uHpekun. [Ipy KTMHHYHN POYYBAHUS U TIOCTMAPKETHHTOBO 00CEPBAIIIOHHO MTPOyYBaHE
NPY MAIUEHTH ¢ TICOPUA3UC Ce HAOII0aBaT CEPUO3HH OAKTePHATHU, ITbOUYHN U BUPYCHU HHDEKITUH
MIpH MMAMCHTH, TTPUEMAIlld YCTEKHHYyMa0 (BXK. Touka 4.8).

[Ipu manuenHTH, JIeKyBaHU C YCTEKHHYMa0, ce choOIIaBa 3a ONOPTIOHUCTUYHH WH(EKITUHU, BKITFOYBAIIH
peakTHBHpaHe Ha TYOSPKYII03a, APYTH ONMOPTIOHUCTHYHHN OAKTEPHATTHH HHPEKIHH (BKIIOYUTEITHO
aTHITMYHA MUKOOaKTepuaiHa HHPEKIH, MCHUHTUT, IPUYKHEH OT Listeria, MTHEBMOHHUS, TIPUYWHEHA OT
Legionella, u HOkapM03a), OMOPTIOHUCTHYHU MHUKOTUYHU UH(PEKIIUU, OOPTIOHUCTUYHHA BUPYCHU
UHQEKIMH (BKIIOYUTEIHO SHIE(hATUT, IPUIUHEH OT XePIec CUMIUIEKC 2) U apa3uTHU HHPEKITUH
(BKITIOUMTEITHO OYHA TOKCOTIIA3MO3a).

Tps6Ba 12 ce MOIXOXK/A C TOBUILIEHO BHUMAaHKE, KOraTo ce 00CHK/Ia MPUI0KEHHUETO HA YCTEKMHYMA0
MIPH MAIIMCHTH ¢ XpOHUYHH HH(EKITUH WM aHaMHe3a 3a peluauBuparia nHpekiums (Bx. Touka 4.3).

[Ipenu 3amoyBaneTo Ha JCUEHNE C yCTEKMHYMal MallMeHTUTe TPsIOBa Ja ce u3cienBaT 3a
TyOepKyI03Ha HHPEKINA. Y CTEKHHYMa0 He TPsAOBa Ja ce Mpuiara IpH MarueHTH ¢ aKTUBHA
TyOepkyno3a (Bxk. Touka 4.3). JleuenneTo Ha jJaTeHTHA TyOepKyI0o3Ha HH(EKIHS TPAOBa Ja 3all0YHe
npean NPUIIOKEHHETo Ha ycTeknHyMa0. [IpoTuBoTyOepKyno3HaTa Tepanust ChbIo TpsiOBa Aa ObJe
00Ch/IcHA TIPS HAYANIOTO HAa JICUCHHUE C YCTEKHHYMa0 MpH MAIMCHTH ¢ aHaAMHe3a 32 JIATEHTHA WK
aKTHBHA TYOEpKyJI03a, PH KOUTO HE MOXKE JIa Ce IOTBBP/H a/ICKBATEH KypC Ha JICUCHUE.
[ManmenTHTe, MpHEMaIy yCcTeKHHYMa0, TpsiOBa j1a ce HaOIro1aBaT BHUMATEIHO 33 IPU3HAIHN U
CUMIITOMH Ha aKTUBHA TYOEpKYJI03a 110 BpeMe Ha JISYCHHUETO U CIIe]] HeTo.

[ManmenTure TpsiOBa 1a OBAAT HHCTPYKTUPAHU JIA IOTHPCAT JICKAPCKU CHBET, aKO CE MOSIBSIT MPU3HAIIH
WA CUMIITOMHU, NPeanoiaraiy nHheKus. AKo MalueHT pa3Bue CepUo3Ha HHPEKIUS, ChCTOSHUETO
My TpssOBa BHUMATEIHO Jia Ce CICIU U YCTCKHHYMab He TpsA0Ba Aa ce mpuiara, 10KaTo MHPEKIUITa He
ObJie OBIIaAsIHA.

3mokavecTBeHH 3a00IBaHHS

HmyHoOCynpecopu KaTo YCTEKHHYMad UMAaT MOTEHIIMA JIa YBEINYaBaT PUCKA OT 3JI0KaYeCTBEHH
3abomnsBanus. HAKou manueHTH, KOUTO ca MpUeMalid YCTEKHHYMa0 B KIIMHUYHU MIPOYYBaHUS U B
MOCTMAPKETHHIOBO 00CEPBAIMOHHO MPOYYBAaHE NPU MAIMEHTH C IICOPUA3UC, Ca PA3BUIA KOXKHU U
HEKOXXHU 3JI0Ka4eCTBEHH 3200 1sBaHus (BXK. ToUKa 4.8). PHCKBT OT 3710Ka4eCTBEHHU 3200 ITBAHMS MOXKE
J1a € MO-BUCOK ITPU MaUCHTU C IICOpHUA3UC, KOUTO Ca JICKYBaHU C IPYyTU OHMOJIOTHYHU JICKapCTBa B
X0/1a Ha 3a00JISIBAHETO.

He ca nmpoBexxaann mpoydyBaHus, B KOUTO yJacTBAT MAI[MEHTH C aHaMHe3a 3a 3JI0Ka4eCTBEHH
3a00JIIBaHUs WM B KOUTO MPOJIbJDKABA JICYCHUETO Ha MALMEHTH, Pa3BUIIM 3JI0KAUYECTBEHO 3200 sBaHEe
10 BpeMe Ha IpreMa Ha ycTeknHyMab. 3aToBa TpsOBa Ja ce OX0K/1a C TIOBUIIIEHO BHUMaHUE,
KOTaTo ce 00CHKIa MPHIIIOKEHUETO Ha YCTEKMHYMa0 MpH Te3W MaIfeHTH.

Bceuuku nanuenTy, no-crnenuaiio Te3u Haja 60 TouHM, TallMeHTH ¢ aHaMHe3a 3a MPOIbJKUTEITHA
UMYHOCYIIPECHBHA TepaIus Wid TakuBa ¢ aHamHe3a 3a [IYBA-Tepanus, TpsiOBa na ce HaOroaBar 3a
MOsIBa Ha pakK Ha Kokara (BXK. Touka 4.8).

CHCTEMHH U PECIIMPATOPHH PEAKIIUU HA CBPhXUYBCTBUTEITHOCT

Cucmemnu

CepHO3HU PEeaKIMK Ha CBPBXYYBCTBUTEIIHOCT Ca JIOKJIAIBaHU B IOCTMAPKETUHTOBHU YCJIOBUS, B HSIKOU
CITydau HAKOJIKO JTHU e JeueHneTo. MiMa cnyvan Ha aHaduIakcus U aHrnoeeM. AKO ce MOSIBU
aHa(MIaKTHYHA WITH JpyTa CEpHO3HA PEaKIUs Ha CBPhXUYBCTBHTEIHOCT, TPIOBA J]a Ce Ha3HAYN
MOIXO/ISINA TEPANHS U MPIIOKEHUETO HA yCTEeKUHYMab TpsiOBa 1a ce mpeyCcTaHOBH (BXK. Touka 4.8).

Pecnupamopnu
Chyd4au Ha alepriyeH aiuBeoUuT, €03MHOMMITHA ITHEBMOHUS W HeMH(EKIO3HA OpraHnu3upaIia
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THEBMOHHS ca ChOOIICHHU 110 BpeMe Ha MMOCTMapKEeTHHIOBaTa ynoTpeda Ha ycTekuHymMad. Knuanaaure
IPOSIBU BKITFOYBAT KAIUIUIIA, TUCITHES H MHTEPCTUIIMAIHN HHUITPATH CIIe eHa 10 TPH J03H.
Cepro3HHTE MOCIEUIT BKITIOYBAT TUXaTelTHA HEOCTATHYHOCT U MPOIBIKUTETHA XOCTIUTATH3AIIHS.
[MomoGpenue e cro0IAaBaHO cliell TPEYCTAHOBSIBaHE HA JICUCHUETO C YCTEKUHYMal U B HAKOU CIy4Yau
TIpY IPUIIOKEHUE Ha KOPTUKOCTEPOUIU. AKO ObJIe N3KITI0OYeHA HH(EKIUS U TMarHo3ara ce MoTBbp/y,
IPHIOKEHHETO Ha YCTEeKHHyMal TpsOBa /1a ce MpeyCTaHOBHU M J1a CE 3aII0YHE TTOIXO/IAIIO JIeUeHHEe
(Bk. TOuKa 4.8).

CbpIeyHOCHI0BY CHOUTHUS

[Ipu naumeHTyH ¢ MCOpHA3UC, C EKCIO3UIHS Ha YCTeKHHYMa0, B TOCTMapKETHHIOBO 00CEpBaIlHIOHHO
Npoy4BaHe ca HaOII0JaBaH! ChPICYHOCHA0BH CHOUTHS, BKIIOYUTEIHO HHPAPKT HA MHOKapaa 1
MO3BYHOCHIOB MHLIUACHT. PUCKOBUTE (hakTOPH 3a ChPAECYHOCHAOBO 3a00IsIBaHe TPsiOBa 1a ce
OLIEHSIBAT PEJOBHO IO BPEME Ha JICYEHHETO C YCTEKHHYMao.

Bakcunaiuu

IIpenopwuBa ce 1a He ce TMPUIIAraT )XUBU BUPYCHH WJTH KMBH OakTepruaaHu BakcuaH (kato bIXK)
€IHOBPEMEHHO ¢ ycTeknHyMa0. He ca mpoBexaHi KOHKPETHH MPOYYBaHUS IPU MAllUEHTH, BEPXY
KOUTO HACKOPO € TpuiiaraHa )KuBa BUPYCHA WM XKHBa OakTepranHa BakcuHa., Hsama naHHu 3a
BTOPUYHO TTpeaBaHe Ha MH(EKIH Upe3 KIUBU BAKCHHHU TIPH MAITUEHTH, TIOTyJIaBally YCTEKHHYyMa0.
Jleuenueto ¢ ycTekuHyMab TpsOBa Ja ce IpeyCTaHOBU Hal-MaJIKo 3a 15 ceaMuIM ciie/l ocaeaHaTa
J103a MpeIy MOCTaBSIHETO Ha KUBA BUPYCHA WM XKUBa OaKTepHaaHa BAKCHHA U MOXE JIa C& Bhb30OHOBU
Hali-MaJKo 2 CeaMUIIM ciell BakcuHupaHeTo. JlekapuTe, mpeImiucBaliy JIEKapcTBOTO, TpsiOBa aa
HampaBAT cupaBka ¢ Kparkara xapakTepucTika Ha MMPOIyKTa 32 KOHKPETHATa BaKCHHA 3a
JOITBJIHUTCIIHA I/IH(bOpMaLII/IH 1 yKa3aHuA 3a CbIIbTCTBAIIOTO MPUIIOKCHUEC HAa UMYHOCYIIPECUBHU
JIeKapCcTBa Clie]] BAKCHHHUPAHE.

He ce npenoppuBa npunarane Ha >kuBH BakcuHu (kato BLDK BakcuHa) mpy KbpMayeTa, ¢ eKCIIO3ULUs
Ha yCTeKUHYMab in utero, B IpOIbIDKEHUE HA IBaHAICCET Mecela CIIe PaKAaHEeTO UK JOKATO
CepyMHHUTE HUBA Ha yCTEKHHYMaO NpU KbPMAyeTo CliaJHaT 0] HUBOTO HA JETEKUHMs (BXK. TOUKU 4.5 U
4.6). AKO ¢ HaJIMIIe KaTeropuyHa KJIMHUYHA 110J13a 3a OTACIHOTO KbpMayue, MOXe Jla ¢& 0OMHUCIH
IIpUjIaraHe Ha *H1Ba BaKCHHA B MTO-paHEH MOMEHT, aKO HE c€ OTKpUBAT CEpyMHHU HUBA Ha
YCTEKHHYMao.

[TarueHTHTE, KOUTO M3MON3BAT YCTEKUHYMAO, MOJKE J1a TIOJIy4aT €HOBPEMEHHO MHAKTUBUPAHH WITH
yOUTH BaKCUHHU.

JBIATOCpOYHOTO JIeYeHne ¢ yCTeKHHYMa0 He TOTHCKA XyMOPAIHUS UIMYHEH OTTOBOP KbM
ITHEBMOKOKOBHUTE MOJIM3aXapuIHI BAaKCUHH WIM KbM BaKCHHHUTE Cpellly TeTaHyc (BXK. Touka 5.1).

ChObpTCTBAId UMYHOCYIIPECUBHA TEPAIIHS

[Ipu npoy4BaHus pH ICOPUA3UC HE ca OLEHSIBaHN 0€30MacHOCTTa M e()UKACHOCTTA HA YCTEKHHYMa0
B KOMOHMHAIMS ¢ IMyHOCYIIPECOPH, BKIIOUUTEIHO OMOJIOTUYHU NPOAYKTH uiH (otorepanus. [Ipu
HPOYYBAHUS NIPU ICOPUATHUYCH apTPUT, CHIIBTCTBAILOTO NpHiIoxkeHne Ha MTX He nosnusBa
Oe3omnacHocTTa 1 e(hUKacHOCTTa Ha ycTeknHyMab. B nmpoyuBanusiTa mpu 6osect Ha Crohn u
YJILIEPO3€H KOJIUT ChI'BTCTBALIOTO NMPHIIOKEHUE HA UMYHOCYIIPECOPH MIIH KOPTUKOCTEPOUIU
M3IJIeKIa He MOBIUsIBa 0€3011aCHOCTTa UK e(pUKACHOCTTa Ha yCTeknHyMa0. TpaoBa na ce moaxoxnia ¢
MOBHIIIEHO BHUMAHHE, KOTAaTO ce 00CHKa ChITBTCTBAIIOTO MPUIIOKEHHUE Ha IPYTH UMYHOCYTIPECOPH U
yCTeKHHYMa0 WM MIPH MPEMUHABAHETO KBbM JICUEHHUE C APYTH OMOIOTHYHI UMYHOCYTIPECOPH (BXK.
TouKa 4.5).

HmyHortepanus
YcrekuHyMab He € OlleHSBaH MMPH MalMeHTH, KOUTO ca MOJIaraHu Ha UMyHOTepanus 3a aneprun. He e

M3BECTHO J]AlIM YCTEKMHYMal MOXe J]a ce OTpa3u Ha MMyHOTepanusITa Ipy aJeprim.

CepHo3HH KOKHU 3a00sIBaHUS
[Ipu manueHTH ¢ ICOpHAa3uC ce ChoOIaBa 3a cirydyan Ha eKC(hOIMATUBEH IEPMATHUT CIIe/T JIeUeHHUE C
ycTekuayMab (BxK. Touka 4.8). IlarueHTuTe ¢ mIakoB MCOPUAa3NC MOXKE JIa Pa3BHT €PUTPOJICPMIUCH
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ICopua3nc KaTo 4aCT OT CCTCCTBCHUA X0 Ha 3a00JIIBaHETO CHC CHMIITOMH, KOUTO MOXXEC OT KIMHHYHA
TJI€JHa TOYKa Ja HE C€ OTIIn4YaBart OT eKC(I)OJ'II/IaTI/IBHI/ISI ACPMATHUT. .HCKapI/ITG TpH6Ba Ja BHUMAaBar 3a
CUMIITOMH Ha EpUTPOACPMHUYCH IICOPHUAZUC UITU EKC(i)OJII/IaTI/IBeH ACPMATHUT KaToO 4acCT OT
MOHUTOPUPAHETO HA IICOpHUa3nca Ipu marucHTa. AXO Te3H CUMIITOMHU C€ IIOABAT, Tpﬂ6Ba Ja Cce
3all0O4YHEC MOAXO0AAII0 JICUCHHUC. HpI/IeM’LT Ha YCTCKI/IHYM3.6 TpHGBa Ja c€ MpCyCTaHOBH, aKO UMa
CBbMHCHHUA 3a JICKAapCTBEHA pCaKI M.

3abossBaHuUs, CBEP3aHU C JIYITYC

Crrydan Ha 3a00JIIBaHUS, CBBP3aHHU C JYITYC, CE ChOOIABaT MPH MAMCHTH, JICKyBaHU C YCTEKHHYMao0,
BKJIIOUUTEITHO KOXKEH JIYIIyC epuTeMaToiec U JIymyc-nogooeH cunapoMm. [Ipu Bb3HUKBaHE Ha JIE3UH,
0COOCHO Ha U3JIOKCHHUTE Ha CIBHIIC YUaCThIM HAa KOXKATA, WU aKO T€ CE ChITBTCTBAT OT apTpaIrus,
NAIKEHTHT TPsIOBA J1a MOTHPCH HEe3a0aBHO JieKapcKa MOMOIIl. AKO ce TOTBBPASAT 3a00IABaHMS,
CBBP3aHH C JIYIyC, YCTEKMHYMAa0 TpsiOBa Jla ce MPEYCTAHOBH U JIa C€ 3alI0YHE ITOIXO/ISIIO JICUCHUE.

CrienuaiiHy nomyJIaIim

Cmapuecka év3pacm

B KJIMHUYHKTE U3NUTBaHUS [TPH 0JI00PSHUTE TIOKAa3aHMsI HE Ce HA0JII0IaBaT ChIICCTBEHU Pa3Iuius B
eukacHOCTTa WM 0€30IaCHOCTTA IIPU MAIMEHTH Ha 65-TOMIIHA BB3PACT U MO-TOJIEMH, KOUTO
MoJTyJaBaT YCTEKUHYMa0, B CpPaBHEHHE C ITO-MJIaIy aMeHTH. bposT Ha manueHTHTe Ha BH3PacT

65 TOIMHYU U TIO-TOJIEMU 00ade HE € JOCTAaTHUCH, 32 J1a CE ONPEICIIH JAIH CC MOBJIHUIBAT PA3IMIHO OT
MO-MJIaIUTE MarUueHTH. Thi KaTo pa3npoCTPaHCHUETO Ha MH(EKIUK CPeJl CTapuyecKaTa MoIyJIalus
KaTo IISJI0 € TI0-TOJISIMO, JISUEHUETO TP TMAalUEeHTH B CTapUecKa Bh3pacT TPSAOBa Jla ce Mpriiara
BHUMATEITHO.

Hommcopobar 80
Yerekuaymad cpaspika 0,04 mg (90 mg/1,0 ml) umm 0,02 mg (45 mg/0,5 ml) momucop6at 80 (E433)

BBB BCSKa 1033, KOsTO ¢ ekBuBaneHTHa Ha 0,40 mg/ml. [TonmicopbatuTe Morar ga IpUUUHST
IEPTrHYHH PEaKLUH.

4.5 BzauMmopeiicTBHe ¢ IPYIrd JeKapcTBEHH NPOAYKTH M APYrH (OpMH Ha B3auMojeiicTBHe
KuBu BakcuHM He TpsOBa J1a ce MpUIaraT €JHOBPEMEHHO C YCTEKHHYMao.

He ce mpenoppuBa npuiarane Ha xuBu BakcuHU (kato BLDK BakcuHa) mpu KbpMadeTa, ¢ €KCTIO3UITUSI
Ha YCTeKUHYMab in utero, B IPOABIDKCHUE HA IBaHAIECET Mecela Cie]] paKAaHeToO HIH JOKATO
CEepyMHHUTE HHMBA Ha yCTEKWHYMal IpU KbPMAUeTO CIIaJHAT 0] HUBOTO Ha JIETeKUus (BXK. TOUKHU 4.4 U
4.6). Axo e HanuIe KaTeropuyHa KIMHWYHA T10J13a 32 OTJCITHOTO KbpMade, MOXKe Ja ce OOMECIH
MpujlaraHe Ha KMBa BaKCHMHA B [1I0-paHEH MOMEHT, aKo HE Ce OTKPHUBAT CEpyMHM HUBA Ha
YCTEKHMHYMaO.

[Ipu dpapmakoKMHETHYHH aHAJIM3H Ha MOIYJIALMATA, HAPABESHH B TIpoyuBaHus (paza 3, e uscneaBan

e eKThT Ha HA-YECTO ETHOBPEMEHHO IIPUEMaHH JIEKapCTBEHH MPOTYKTH IIPH MAIUEHTHU C IICOPHA3HC
(BKITIOUMTEITHO W TIapareTaMost, HoymnpodeH, aneTHICATUIIIOBA KHCeTHHA, METPOPMHUH,
aTOpBacTaTHH, JIEBOTUPOKCHH) BbPXY (papMaKOKMHETHKATa Ha ycTeKnHyMa0. He ca HaOmogaBann
MIpU3HAIM HA B3aUMO/IEICTBHE C TE3U €THOBPEMEHHO IPUEMaHH JIEKapCTBEHU NpoayKTH. OCHOBa Ha
TO3U aHanu3 € (pakThT, ue Hal-manko 100 namuentu (> 5% ot u3cienBaHaTa MOMyJalys) ca JEKyBaHH
€THOBPEMEHHO C Te3H JIEKapCTBEHN NPOAYKTH Tpe3 more 90% ot neproaa Ha MPOYYBAHETO.
dapMaKkOKMHETHKATA HA YCTEKUHYMa0 HE Ce € MOBJIMSIA OT ChIIBTCTBAIIOTO MpHiiokeHue Ha MTX,
HCIIBC, 6-mepkanTonypuH, a3aTHONPHUH U MIEPOPATTHU KOPTUKOCTEPOUIN IIPH NMALUEHTH C
TIcopuaTH4eH apTpuT, OosecT Ha Crohn M ynepo3eH KOJIUT, WK OT MpeAnliecTBala eKCIO3UIns Ha
anTu-TNFa cpencTBa, mpu manyeHTH ¢ ICOPHATHYEH apTpUT Wwin 6oject Ha Crohn, wiu oT
MpeIecTBaIla eKCIO3UIM Ha OMONIOTMYHY JISKapCTBEHU NPOAYKTH (T.e. anTu-TNFa cpenctsa u/nim
BeJI0NN3yMal) MPH MalMEHTH C YIIepO3€eH KOJHT.

Pesynratute oT poyuBaHe in vitro u oT poyuBaHe (asza | mpu y4acTHHLU ¢ aKTHBHA OOJIECT Ha

Crohn He nipeamnonaratr HeOOXOJUMOCT OT alaTHpaHe Ha J03aTa MPU NalUEeHTH, KOUTO MOJydaBaT
ennoBpemenHo CYP450 cybcTpatu (Bxk. Touka 5.2).
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[pu nmpoy4BaHus PH NICOPUA3KC HE ca OICHIBAHU 0€30MacHOCTTa U e(hUKACHOCTTA HA YCTEKUHYMa0
B KOMOHMHAIMSI ¢ IMYHOCYIPECOPH, BKIFOUUTEITHO OMOJIOTUYHHU CpelicTBa Wi Gororepans. [Ipu
NPOYYBaHUS MPH NICOPUATHYCH aPTPHUT, CHITBTCTBAIIOTO NpHiioxkeHne Ha MTX He moBnusiBa
Oe3omacHocTTa 1 e(hUKacHOCTTa Ha ycTeknHyMa0. B mpoyuBanusita mpu 6osect Ha Crohn u
YJIIEPO3eH KOJIHT CHITBTCTBALIOTO NMPHUIIOKEHNE HAa HMYHOCYIIPECOPH MITH KOPTHKOCTEPOUIN
U3TJIeK 1A HE TIOBNIMsABA 0€30M1aCHOCTTA WU e(pUKACHOCTTAa Ha YCTEKUHYMAO. (BXK. Touka 4.4).

4.6 @epTHIHUTET, DOPEMEHHOCT H KbPMeHe
Kenu ¢ geTepopeH NoTeHINANT

JKenu ¢ nereponeH nmoTeHnuan TpsiOBa Aa U3MON3BaT e(eKTUBHM METOAH Ha KOHTPAIICTILIUS 110 BpeMe
Ha JIedeHue 1 10 15 ceaMunu cien IeUeHUETO.

bpemennoct
IIpocieKTHBHA JaHHHU OT HETOJISIM Opoil cilydan Ha OpEMEHHOCT CIIe]T EKCITO3HUIINS Ha YCTEKUHYyMab ¢

M3BECTEH M3XO0/, BKIIOYUTETHO ToBeye oT 450 cirydas Ha OpeMEHHOCT € eKCIO3MIINS MPe3 MbPBUS
TPUMECTBD, HE TIOKa3BaT MOBHUILEH PUCK OT TOJIEMH BPOACHU Mai(opMaluy Ipyu HOBOPOAEHOTO.

[IpoyuBaHusTa MPHU )KUBOTHH HE TIOKA3BAT MPEKH WU HEIIPEKHU BpeIHH ¢(DEeKTU, CBBP3aHU C
OpeMeHHOCTTa, EMOPUOHATHOTO/(PETATHOTO Pa3BUTHE, PAXKTAHETO WIIM ITOCTHATATHOTO Pa3BUTHE (BK.
TOYKa 5.3).

HannuausT kmuHIYeH omuT obave e orpanuyeH. Karo npeanazHa Mapka e 3a mpeInoynTaHe Ja ce
n30sTBa ynorpedaTa Ha ycTeKnHyMal 110 BpemMe Ha OpEeMEHHOCT.

YcTekuHyMab nmpeMuHaBa Mpe3 IIaleHTaTa i ce OTKPUBa B CepyMa Ha KbpMadeTa, pOJIEHH OT JKEHH,
JIEKYBaHH C YCTEKMHYMal o BpeMe Ha OpeMeHHOCTTa. KIIMHMYHOTO BB3/ACHCTBHE HA TO3U (aKT HE €
M3BECTHO, HO PUCKBT OT MH(EKLUS NPU KbpPMadeTa, ¢ eKCIIO3ULMS Ha yCTEKUHyMa0 in utero Moxe nia
ObJIe MOBUIIIEH ciief paxaaneTo. He ce mpenopbuBa mpuiarane Ha xuBH BakcHH (kaTto BIDK
BaKCHHA) MPH KbpMaveTa, ¢ eKCIIO3UIHNS Ha yCTeKUHyMal in utero, B IpOIBIDKEHHE HA

JBaHAJECET MECela Clie/l PaXIaHETO WM JOKAaTO CEpPyYMHHMTE HUBA HAa YCTEKMHYMal MPH KbPMaveTo
CTIagHaT IOl HUBOTO Ha AETEKIHS (BXK. TOUKH 4.4 1 4.5). AKO € HauIe KaTeropuIHa KIIMHWYHA T10J13a
3a OTIEITHOTO KbpMaue, MOXKe Jja ce OOMUCIHM TpuiIaraHe Ha )KMBa BaKCHHA B TIO-paHEH MOMEHT, aKo
HE ce OTKPUBAT CEPyMHHU HHBA Ha yCTEKHHYMao.

Kbpmene
OrpaHuueHUu NaHHY, MyOJIMKYBaHU B JINTEPATypaTa, MOKA3BaT, Ue YCTEKHHYMal ce EKCKpETHpa B

YoBelIKaTa KbpMa B MHOTO MaJIKH KoirdecTBa. He e u3BecTHO nanu yctekuHyMab ce abcopoupa
CHCTEMHO cie[ roriabpiiane. [lopaay moTenHmana 3a nposiBa Ha HeXeJIaHH JIEKapCTBEHH PEAKIINN KbM
ycTeknHyMab Ipu KbpMadeTaTa, TpsOBa Jja ce B3eMe pelIeHUe Jalli a ce MPEYCTaHOBH KbPMEHETO
10 BpeMe Ha JICYCHHUE U J10 15 CeIMHUIM Clie/T JISYSHUETO, WITH J]a Ce PEYCTaHOBH TeparusTa C
ycTeKnHyMa0, KaTo ce B3eMaT IIPEABU/I OI3aTa OT KbPMEHETO 3a JIETETO U 10JI3aTa OT TepamnusTa ¢
YCTeKHMHYyMab 3a xKeHara.

PepruinTeT
EdexTsT Ha ycTeknHyMal BBpXY (epTHIINTETA IIPH X0Opa He € OlleHeH (BXK. Touka 5.3).

4.7 EdexTu BbpXy cIocO0HOCTTA 32 mIOo¢upaHe U padora ¢ MALIMHU

YcTekuHyMab He TIOBJIUSABA WK TIOBJIUSBA MPEHEOPESIKUMO CITIOCOOHOCTTA 32 IodupaHe u padora ¢
MAIITHHH.
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4.8 HexenaHu JeKapcTBeHH peaKIUu

0060061eHre Ha poduia Ha 0€30HaCHOCT

Haii-uecTute HexXenaHu JCKapCTBEHU peakuu (> 5%) B KOHTPOJIMPAHUTE TIEPUOIU OT KIHHUIHHUTE
NPOYYBAHUS MPH BH3PACTHHU C MICOPHA3ZKC, ICOPHATHUYCH apTPHT, OonecT Ha Crohn  yIIepO3eH KOTUT
C yCTeKHHYMa0 ca Ha30(apuHTHUT U riaBoboiue. [IoBedeTo OT TAX ce CUMTAT 3a JICKH U He HallaraTt
MPEeKbCBaHE Ha NMPOYYBAHOTO JieueHue. Hail-cepro3HaTa HexellaHa JIEKapCTBEHA PEAKIIHS, KOSTO €
ChOOINaBaHa 3a YCTEKUHYMa0, € CepuO3Ha PEakIis Ha CBPbXUYBCTBUTEIHOCT, BKIFOUUTEITHO
anadunakcus (BXK. Touka 4.4). O6uuat npodui Ha 6€30MacHOCT € MOA00SH IPH MAIUEHTH C
MICOpPHA3MC, ICOpUATHUCH apTpuUT, OosiecT Ha Crohn U yJIIepo3eH KOJIHMT.

TabnuyeH cIMCHK HA HEXETAHUTE PEAKLIUU

Jannute 3a 0€30aCHOCT, IPEAOCTaBEHH I10-A0JIY, Ca IIOJYUYEeHHU CIIe eKCIIO3ULMS Ha yCTEKUHYMao
npu Bb3pacTHU B 14 npoyuBanus ¢aza 2 u ¢aza 3 npu 6 710 mauentn (4 135 ¢ ncopuasuc u/unm
IICOpHaTHUeH apTpuT, 1 749 ¢ H6onect Ha Crohn u 826 manueHTH ¢ ynuepo3eH kKouuT). ToBa BKIIIOUBa
€KCIIO3UIMSI HA YCTEKNHYMa0O B KOHTPOJIMPAHUTE U HEKOHTPOJIUPAHUTE IEPUOAN HAa KIIMHUYHUTE
NPOYYBaHUS MPH MAIMEHTH C ICOPHA3HC, IICOPHATHICH apTpHT, OonectT Ha Crohn win yniepo3eH
KOJIUT B IPOABIDKCHUE HA Hall-MaJko 6 mecena (4 577 nauneHTn) win noHe 1 roguaa

(3 648 marmuenTn). 2 194 manueHTH ¢ Icopuasuc, 6oxect Ha Crohn wim yimepo3eH KOJIHT ca ¢
eKCIIo3uIusI 3a oHe 4 roaunawn, qokaTo 1 148 manuentu ¢ ncopuasuc win 6onect Ha Crohn ca ¢
€KCITO3UIIMSA 3a TIOHE 5 TOJINHH.

B tabmuna 1 e mokasaH CIHCHK ¢ HEKEIAHUTE JIEKAPCTBEHU PEAKIIMU OT KIMHUYHH MPOYYBAHUS IPU
BB3PACTHHU C TICOPHA3HC, TICOPHATHYCH apTPHUT, OojecT Ha Crohn U ¢ ynIepo3eH KOJIUT, KaKTO U
HEXeJIaHUTE PEeaKIMK OT MOCTMAapPKETHHIOBaTa yroTpeda. Hexxenanure peakiuuu ca KiacHpHUIMpaHT
0 CUCTEMO-OPTaHHU KJIACOBE U Y€CTOTA ChIJIACHO CJIeHATA KOHBEHIIMA: MHoro dectu (> 1/10),
UYecru (> 1/100 no < 1/10), Heuectu (> 1/1 000 o < 1/100), Penxu (> 1/10 000 no < 1/1 000), MHuoro
penku (< 1/10 000), c Hen3BecTHA YecToTa (OT HATMYHUTE TAHHU HE MOXKe J1a ObJie HallpaBeHa
orieHka). [Ipu BCsKO rpynupaHe B 3aBUCHMOCT OT YECTOTaTa HEXKEJIAHUTE JICKApCTBEHU PEaKIIuU Ce
M30pOsABAT B HU3XO/AI PeJl IT0 OTHOIICHHUE Ha TAXHATA CEPUO3HOCT.

Tab6aunua 1 CnucbK HA HEXKEJAHU PeaKIun

CucremMo-opranaun YecroTa: Hexenanu peakuu

KJIacoBe

Wndexkunn u uapecranun  YecTu: HHPEKIMs HA TOPHUTE AUXATENHHU IBTHIIA, HA30()apUHTUT,
CHUHY3UT

Heuectu: nienyur, NeHTATHA HHOEKIUH, XEPIIEC 30CTEP, HHPEKIHS
Ha JOJHUTE JUXATEJIHU ITbTUILA, BUPYCHU HH(EKINN HAa TOPHUTE
JUXaTeIHU IIbTHUILA, ByJIBOBATMHAIHA MUKOTHYHA HH(PEKINS

Hapymienns Ha umyHHata ~ HedecTu: peakuuu Ha CBPbX4yBCTBHTEIHOCT (BKIFOUUTEIHO OOPHB,
cucTemMa yPTUKAPHUS)
Penxu: cepuo3HM peakiiu Ha CBPbXYYBCTBUTEIHOCT (BKIIOYUTEITHO
aHaduIaKCcHs, aHTHOEIEM )

Ilcuxnyau HapyIIeHUs Heuectu: nenpecus

Hapyuenust Ha HepBHaTa Yecru: 3amaiiBane, rmaBo0osme

cUCTEMA Hedecrtu: nunesa napanusa

PecriuparopHu, TpbIHA U Yectu: opodapunreanta 6omka

MeANACTUHAIHU Hedectu: Ha3aiHa KOHrecTHs

HapyIIeHUs Penxu: anepruueH anBeosuT, €O3MHO(UIHA THEBMOHUS

MHoro penku: opraHu3upaIia MTHeBMOHUS ™
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CTOMaIJ.IHO—‘-IpGBHI/I Yectu: Auapus, raicHe, MMOBPHIIAHC

HapyIICHUS
Hapymenus Ha koxara u Yectn: cppOek
MOIKOKHATA ThKaH Heuectu: mycTyno3eH ncopuasuc, ekcoiuanus Ha KoxKara, akHe

Penxu: exconraTHBeH AEPMATUT, XUIIEPCECH3UTUBEH BACKYJIUT
MsHoro penku: Oyno3eH neM(pUrons, KOXeH JIyIyC epuTeMaToeC

Hapymenus Ha myckynmHo-  UecTtu: 60JKU B I'bp0a, MUAITHS, apTPAIITUS

CKEJIETHaTa CUCTEMA U MHoro penku: Jymyc-mo1o00eH CHHIPOM

CBEIMHUTEIIHATA THKaH

OO HapyIIeHUS U Uectn: yMopa, epuTeMa Ha MICTOTO Ha HHXEKTHUpaHe, 00JIKa Ha
e(eKTH Ha MSACTOTO Ha MSICTOTO Ha UH)KEKTHUPaHE

MIPUIIOKEHUE Hedecrtu: peakuny Ha MCTOTO Ha MHXKEKTUPaHE (BKIIOYHTEITHO

KPBHBOM3IINB, XEMaTOM, BTBBPSIBaHE, TIOTyBaHE U ChPOEK), ACTCHUS

*  BmkTe TOUKa 44, CHuCTeMHH U peCUpaTopHu peaKlu Ha CBPBbXYYBCTBUTCIIHOCT.

Onmucanue Ha I/136DaHI/I HCXCIaHN JICKAPCTBECHH PCAKIIMN

Undexnun

B nmane00-KoHTpoIMpaHu NPOyYBaHUS NPU MALUEHTH € TICOPUA3UC, ICOPUATHYCH apTPUT, O0JIeCT Ha
Crohn u ¢ yariepo3eH KOJIuT IPOIeHTHT Ha HHMEKITUUTE WITH CEPHO3HUTE NH(MEKITNHU € CXOJICH IIPH
MAIMEeHTUTE, JIeKyBaHU C YCTeKHHYMa0, U TIpH JIeKyBaHUTe ¢ Iuiaie6o0. B mnane0o-KoHTpoarpaHus
NEepUOJ Ha Te3U KIMHUYHY MPOYYBaHUs YeCToTaTa Ha MHpekuuute e 1,36 3a manueHToroquHa
npociensBaHe MPU MalUeHTH, JEeKYBaHH C YCTeKHHYMa0, U 1,34 — npu mauueHTy, JeKyBaHH €
mwiane6o. [losBrmnre ce ceprosan nHPekIuu ca ¢ yectora oT 0,03 3a MaIMEeHTOTOAMHA MTPOCIICATBaHE
NpY MaLUEHTH, JeKyBaHu ¢ ycTekuaymad (30 cepro3nn undeknnu 3a 930 manueHToroanHu
npocnensgBane), 1 0,03 — npu nanueHTH, JeKyBaHu ¢ Taneoo (15 cepno3nu nHpeknn 3a

434 manueHTOroIMHHU TIpociieAsBane) (Bk. Touka 4.4).

B xoHTpoONMpaHUTE U HEKOHTPOJIHUPAHUTE MEPUOAN HA KIMHUIHUTE MPOYUYBAHUS IIPU IICOPHA3HUC,
TIcOpHaTHYeH apTpHUT, OosecT Ha Crohn M yIIepo3eH KOJUT, MPEACTaBIIIBAIII

15 227 manueHToroAnHN eKCIO3MUIMs ¢ yCTeKuHyMab npu 6 710 manueHTy, Meuanara Ha BpeMeTo Ha
npocneasBane € 1,2 roqunu; 1,7 roquHu 3a mpoy4YBaHUsITa Npu ricopuasuc, 0,6 ToauHu 3a
npoyuBaHusTa rnpu 6osect Ha Crohn u 2,3 ToauHM 32 MPOyYBaHUsATA C yIIepo3eH KomuT. [IporeHThT
Ha nHpekmuuTe ¢ 0,85 3a marueHToroAnHa MPOoCIeAIBaHe IIPH MAIMCHTH, JICKyBaHU C YCTEKHHYMa0, a
NPOIIEHTHT Ha cepro3HuTe UHpeknnu npu Tsx e 0,02 3a manueHToro JiHa IpoCie/sIBaHe

(289 cepro3nu nHpekmu 3a 15 227 nanueHToroAVHU NPOCIeAsSBaHe) U ca JOKIIaJIBaHu CEPUO3HU
AH(EKITHH, BKITIOYHUTEITHO ITHEBMOHUS, aHAJICH a0cIiec, MEIyIUT, TUBEPTUKYIIHT, TACTPOSCHTEPUT U
BHUPYCHH MH(EKIHH.

B npoBeneHy KIMHUYHY NPOYYBaHUS MMAMEHTH C JIATEHTHA TyOepKyJ03a, KOUTO ca OMin
€IHOBPEMEHHO JIEKyBaHH C M30HHUA3H]I, HE Ca PAa3BHUIIN TyOEpKyo3a.

3110KaYeCTBEHH 300 ISIBAHMS

B mtarte60-koHTpOIMpaHus Iepro Ha KIMHAYIHH MPOYYBAHUS TIPH TICOPHA3HC, TICOPUATHICH apTPHUT,
6osect Ha Crohn U yiIepo3eH KOJIUT YeCTOTaTa Ha 3JI0KAaYeCTBEHUTE 3a00JIBaHUs, C U3KIIIOUCHHUE Ha
HEMEJIaHOMEH pak Ha Koxata, € 0,11 3a 100 mauueHToroguHu NpocieasiBaHe MNpu NalueHTH,
JIEKyBaHU ¢ ycTekuHyMa0 (1 mamueHT 3a 929 nmarueHToroInHy mpocieasBane) B cpaBaenne ¢ 0,23
MIpH MAIMEHTUTE, JIEKyBaHU ¢ mare6o (1 manueHT 3a 434 marueHToroIMHN MPOCIICASIBAHE ).
YecToTaTa HAa HEMeIaHOMEH pak Ha koxkara € 0,43 3a 100 manueHTOroAMHY MPOCIEIsIBaHE 3a
TIAIUCHTHUTE, JISKyBaHH C YCTEKNHYMA0 (4 manueHTH 3a 929 manueHTOroJUHH MTPOCIeIBaHe) B
cpaBHenue ¢ 0,46 TIpu MAMEHTHTE, JICKYBaHM ¢ I1ane6o (2 manueHTy 3a 433 marueHTOoroIHHA
MIpOCIIEsBaHE).

B koHTpONMpaHuTE U HEKOHTPOIUPAHUTE NEPUOJN HA KIMHUYHUTE IPOYUYBAHUS IIPU NICOPHA3HLC,
[IcCoOpuaTH4eH apTpuT, OosecT Ha Crohn u yJIiepo3eH KOJIUT, IPeACTaBIIABALIH
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15 205 manueHTOroAMHU eKCIo3ULus ¢ ycTeknHyMab npu 6 710 manuenTH, MequaHaTta Ha BpeMeTo Ha
npocneasBane € 1,2 ronuna; 1,7 roquHu 3a mpoy4BaHUsATa Opu ncopuasuc, 0,6 ronuHu 3a
npoyuBaHusTa npu 6osiect Ha Crohn u 2,3 rouHM 33 MPOYUYBAHUSATA C YJIIEPO3EH KOJUT.
3nokadecTBEHH 3a00NABaHUs, C M3KIIOYCHNE Ha HEMETaHOMEH paK Ha KoXKaTa, ca JOKJIaJBaH! Ipu

76 nanmenTH 3a 15 205 manuenToroauan Ha pocneassane (dectora ot 0,50 Ha 100 manueHTOrOUHH
Ha TIpOCIesIBaHe MPH MAIUeHTH JISKYBaHU C YCTeKMHyMao). Te3u ciydan Ha 37T0KadeCTBEHH
3a00ssBaHus, ChOOILICHH MIPH MAIIUEHTH, JIEKYBAaHU C YCTEKHHYMab, ca CpaBHUMHU C OYaKBaHUTE
cilyyad B oOIaTa nomyanus (cTanIapTusupad koepuureHt Ha yectora = 0,94 [95% noseputenen
uaTepBai: 0,73, 1,18], kopurupad 3a BB3pacT, 1o U paca). Haii-uecto Habmo1aBanuTe
3JI0Ka4€CTBEHH 3a00/IIBaHNA, PA3TUYHNA OT HEMEJIIAHOMHHUS KapIIMHOM Ha KOXaTa, ca KapIMHOM Ha
[IpocTaTara, MeJIaHOM, KOJIOPEKTaJIeH KaplIMHOM U KapIIMHOM Ha rbpaarta. CllydanTe Ha HEMeJIaHOMEH
KapuuHOM Ha Koxkarta ca 0,46 Ha 100 nanueHTOroAMHU Ha IPOCieasiBaHe NPU NAalUEHTH, JIEKYBaHHU C
ycTeknayMao (69 manuenTy 3a 15 165 maruenToronuHu Ha ipocieasBane). CbOTHOIICHUETO Ha
ManueHTH ¢ 0a3aeH CIpsMO CKBaMO3HOKJIEThUCH KapIIMHOM Ha KoxkaTa (3:1) € cpaBHUMO Che
CHOTHOIIIEHHETO B 00MIaTa momynanus (Bx. Touka 4.4).

Peaknnu Ha CBPBXYYBCTBUTCIHOCT U PCAKIIMHN KbM I/IHd)V3I/I$ITa

B npoy4BaHusTa ¢ UHTpaBeHO3HA HHIYKIHS 1IpH OosiecT Ha Crohn U yIiepo3eH KOJIUT He Ce
chOOMIaBaT ChOUTHS Ha aHADUIAKCHS WIH IPYTH CEPUO3HM PEaKIMK KbM HH(Y3HATA clie]] eTMHUIHA
WHTpaBeHO3HA J103a. B Te3u nmpoyuBanus 2,2% oT 785 manueHTy, JIeKyBaHH ¢ miane6o, u 1,9% ot
790 marueHTH, JIGKYBaHU C MIPEMOPHUYUTEIHATA 1032 YCTEKUHYMa0, ChOOIIaBaT HeXEIIaH! ChOUTHS,
BB3HUKHAJIM M0 BPEME Ha WITH B PAMKUTE Ha eTUH Yac oT uHpy3usTa. [To Bpeme Ha
ITOCTMAPKETHHTOBOTO HAOIOCHIE Ce ChOOIABAT CEPHO3HM PEAKIINH, CBbP3aHN ¢ HHDY3UATA,
BKJIIOUUTENTHO aHA(PUIAKTUYHH PEaKIMK KbM HHQY3HsITa (BXK. Touka 4.4).

Cro0IlaBaHe Ha MOJI03MPAHN HEXKENIAaHH PEaAKIIUH

CphoOI11aBaHeTO Ha MMOI03UPAHH HEXKETAaHU PEaKIMU CIIe]] pa3peliaBaHe 3a yrnoTpeda Ha JIeKapCTBEHHs
NPOAYKT € BaykHO. TOBa MO3BOJISABA J1a TIPOIBIKU HAOIIOJICHUETO Ha CHOTHONICHUETO TTOJI3a/PHCK 32
JeKapCcTBEeHUs MPOAYKT. OT MEMIMHCKHUTE CIICIIHATMCTH CE H3MCKBA J]a ChOOIIABAT BCSIKA
N0/I03MpaHa HeXKeJIaHa peakilns ype3 HallMOHAIHA CHCTeMa 3a ChoOIIaBaHe, MOCoYeHa B

IIpunoxenue V.

4.9 TIlpeno3upane

Envanunn no3u go 6 mg/kg ca npunaranu MHTPaBEHO3HO B KIIMHUYHU MPOYyYBaHUs O3
orpaHHuaBallla J103aTa TOKCUYHOCT. B ciyuaii Ha mpefo3upane ce npenopbuBa NanueHTUTE Ja ce
HaOIro/IaBaT 3a MPU3HAIN MITM CUMIITOMH Ha HEXXEJTaHU PeaklMy 1 He3a0aBHO Ja ce MPUII0KU
HOJXOISIIO CHMITOMATHYHO JICUCHHE.

5. ®APMAKOJIOTTYHU CBOMCTBA
5.1 @®apmakoaMHAMUYHU CBOICTBA

dapmakoTepaneBTuuHa rpyna: myHocymnpecopu, nHxuOuTopu Ha untepieskuna, ATC kox:
L04ACO05

MexaHu3bM Ha JieicTBUE

Ycereknnymab e m3nsio 4oBemko 1gG 1k MOHOKIIOHATTHO aHTUTAJIO, KOETO CE CBBP3Ba ChC
crenupUUHOCT KbM 00IaTa NpoTenHOBa cyOeanHNna p40 Ha YOBEIIKUTE HUTOKUHYU HHTEPICBKUH
(IL)-12 n IL-23. YcTekuHyMab noTrcka OMoakTUBHOCTTA Ha yoBemmkure 1L-12 u IL-23, xato
npenoTBpatsBa cebp3BaHeTo Ha p40 ¢ IL-12RB1 penentoper npoTenH, pa3mnoiokeH Ha MOBbPXHOCTTa
Ha UMyHHUTE KJICTKHU. Y CTeKHHYMa0 He Moxe 1a ce cBbpxe ¢ IL-12 wmm ¢ IL-23, kouTto Bede ca
cBbp3anu ¢ IL-12RB1 penenTopu no knerbuyHaTa MOBbPXHOCT. ClIeZIOBATENHO € MAJIKO BEPOSTHO
ycTeknHyMad Ja yyacTBa B KOMIUIEMEHT- WIIM aHTUTAJIO-MEeJUHpaHaTa IUTOTOKCHYHOCT Ha KIETKUTE
¢ peuentopu 3a 1L-12 w/wmm [L-23. IL-12 u [L-23 ca xeTepoquMepHU IUTOKUHH, CEKPETUPAHH OT
AaKTUBUPAHN aHTUTCH-TIPEICTABSAIIN KIETKH, HAIIpUMep Makpodary U IeHAPUTHH KIETKH U J[BaTa
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OUTOKUHA y4yacTBaT B UMyHHHTE QyHKIMK; [L-12 ctumynupa ecrectBenute kietku youiinu (NK) u
npenu3BrukBa nqudepennuanysata Ha CD4 + T knerkure kM T 1 xenmmepen (Th1) ¢penorumn, 1L-23
unnynupa et Ha T 17 xenmepure (Th17). AGHopmHara perynanust Ha IL-12 u [L-23 obade ce
CBBP3Ba C UMYHHOMEIUUPAHH 3a00JISIBaHUS KaTo IICOPHA3HC, ICOPHATHYEH apTPHUT U OOJIEeCT Ha
Crohn.

Upes cBbp3BaHe Ha obmmara cyoenunuma p40 nHa IL-12 u IL-23 ycTexknayMad Moke Aa OKa3Ba CBOHUTE
KJIIMHUYHU €EKTH MPH TICOPUA3UC, IICOPUATUYCH apTpUT U OosiecT Ha Crohn u upe3 mpekbCcBaHEe Ha
mpTuiara Ha Thl u Th17 HuTOKMHM, KOUTO ca B OCHOBATa Ha I1aTOJIOTMSITAa Ha T€3U 3200 IIBaHMS.

[pu naruentu ¢ 6osect Ha Crohn Jie4eHUETO C YCTEKMHYMAa0 BOIH 10 HAMAJICHUE Ha
BB3MAIHTEIHATE MapKepH, BkmountenHo C-peaktuseH nmpoterH (CRP) u dekanen kaampoTekTHH 1o
BpeMe Ha MHAYKIIMOHHATA (aza, KOeTOo clie] TOBa ce MOIIbprKa Ipe3 Iisutata moarspikama dasza. CRP
€ OILICHEH I10 BpeMe Ha MPOIBIKEHUETO Ha MPOYYBAHETO M HAMANICHUATA, HAOI01aBaHU 110 BpeMe Ha
noaabppxkamara asa, OONKHOBEHO ce 3ama3Bat /10 252 ceaMuIia.

NmyHuzauuu
ITo BpeMe Ha ABATOCPOUHOTO MPOABIKEHUE Ha poyuBaHe npu ncopuasuc 2 (PHOENIX 2),

BB3PACTHUTE MMAIMEHTH, JEKYBaHU C YCTEKUHYMa0 3a HalH-Malko 3,5 TOMUHM, ca T aHTHTIIO-
OTTOBOPHY HA THEBMOKOKOBH TMOJIM3aXapUIHN BAKCUHU U BAKCHHH CPEILY TETaHYC, CXOTHU C T€3H MPHU
KOHTPOJHATa rpyIa MalyueHTH, MOTyJaBallyd HECUCTEMHO JeueHne Ha ncopuasuc. CXoAeH MPOLEHT OT
BB3PACTHUTE MMALMEHTH, JIEKYBaHU C YCTEKUHYMa0 U Te3U B KOHTPOJIHATA TPYIIa, ca Pa3BUIIN 3alllUTHU
HUBA Ha aHTHUITHEBMOKOKOBH M aHTUTETAHNYHHU aHTUTENA, M THTPUTE HAa aHTUTEJIATa UM Ca CXOJHH.

Kimmanuna edukacHoct

IInakoB ncopuasuc (Bb3pacTHU MMAIUEHTH)

BesonacHocTTa M ehrkacHOCTTa Ha yCTeKHMHYMa0 ca olieHeHu ripu 1 996 nanueHTH B

JIBE paHIAOMU3HPAHH, JIBOHHO-CIEIH, I1are00 KOHTPOIMPaHH MTPOyYBaHUs IPH MAIIMEHTH C yMepeH
JIO TSKBK IJIAKOB IICOPUA3UC, KAaHIUAATH 3a (OTOTepanus Wik cucteMHa tepanus. OCBeH TOBa B €THO
PaHIOMU3UPAHO, aKTUBHO KOHTPOJIMPAHO MPOYYBAHE ChC 3aCIICIIEH OIEHUTEN € CPABHEHO JIEHCTBUETO
Ha YCTEeKUHYMa0 M €TaHepIEeNT MPH MAIlUeHTH C YMEPEH J0 TeXbK TUIaKOB TICOPHA3UC, KOUTO HE ca ce
TIOBJIUSUIH, TTPOSIBIITH Ca HETTOHOCHMOCT HITA Ca UMaJTH MPOTHBOIIOKa3aHue KbM ITUKIIocTiopuH, MTX
i [TYBA Tepanus.

B mpoyusane npu ncopuazuc 1 (PHOENIX 1) ca onenenn 766 manuenTn. 53% ot TsX He ca ce
TTOBJIFSUTH, TIPOSIBIUIN Ca HETTOHOCUMOCT WJTH Ca MIMAJTA ITPOTUBOITOKA3aHIE KbM JIPyra CUCTEMHA
Tepanus. [lanmeHTuTe, paHJOMU3UPAHHU 32 JICUCHUE ¢ YCTEKHHYyMa0, ca MPHUENH 103U OT 45 mg uiu
90 mg B cenmunu 0 1 4 ¥ ca MPOIBIKUIIM 12 IpUEMAT ChIaTa 1032 Ha BCEKH 12 cenMuLIn.
[larmenTrre, paHAOMU3NPAHN 3a JiedueHHe ¢ Tanedo B ceqmuiiy 0 u 4, ca mpeMuHaIN KbM JIYEHUE C
ycrekunyma6 (45 mg uinu 90 mg) B ceqmuiiu 12 u 16, cies K0eTo ca mpOAbIKUAIM J]a PUeMar
chIaTa /1o3a Ha Bceku 12 cemmuriy. [lanuenTr, mbpBOHAYAIHO PaHIOMHU3UPAHH 32 JISYSHUE C
YCTeKHHyMab, KOUTO ca IOCTUTHAIN HUBO Ha MOBJIMSABaHE 75 1O MHIEKCA 3a TUTOI Ha 3acsiraHe u
TexxecT Ha rcopuasuc (Psoriasis Area and Severity Index, PASI) (mopo6penue no PASI ot MuHuMyM
75% B cpaBHEHHE ¢ U3XOJHUTE CTOHHOCTH) B ceamunu 28 u 40, ca MOBTOPHO paHIOMHU3UPAHH 3a
JIeYeHUE C yCTeKHHyMab Ha Bceku 12 ceamuny i ¢ miaredo (T.e. OTTErIISTHE OT TepanusTa).
[TarmenTrTe, MOBTOPHO paHIOMU3HUPAHH 3a JieueHue ¢ mranebo B ceamuna 40, ca Bb300HOBHIIN
TepamnusiTa C YCTeKHHYMa0 B IbpPBOHAYAIHATA CH CXEMa Ha JO3UpaHe, e/ KaTo MOJ00PEHUETO UM T10
PASI B cenmuna 40 e namansuio ¢ MuHUMYM 50%. Becnuku nanueHT ca npocieaeHu 3a NePUo 10
76 cenmMuIM ciel TbPBOTO MPUJIOKEHHUE HAa H3CIIEABAHOTO JIeUeHHeE.

B npoyusane npu ncopuasuc 2 (PHOENIX 2) ca ouenenn 1 230 naunentu. 61% ot T4x He ca ce
MOBJIHMSUTH, IPOSIBUIIM Ca HEIOHOCUMOCT WJIM Ca MMAaJIi IPOTHBOIIOKAa3aHUE KbM JIpyTra CHCTEMHA
Tepanusd. llanmenTuTe, paHIOMHU3MpaHH 32 JIYEHNE C YCTEKHHYMa0, ca mpuenu 1031 ot 45 mg uimu
90 mg B ceqmutu 0 u 4, mocienBaHu OT AOMBIHUTENHA 1032 B ceamunia 16. [aruenture,
paHIOMU3MpaHH 3a JiedeHue ¢ wianebo B cenmunu 0 u 4, ca mpeMUHAIN KbM JICUEHHE C YCTEKUHYMao
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(45 mg nwu 90 mg) B cemmun 12 u 16. Bcuyuky nanueHTy ca mpocieieH! 3a IEPHo A0 52 CeaMUIN
CJIe]T ITbPBOTO MPUIIOKEHUE Ha U3CIIEIBAHOTO JICUCHHE.

B npoyusane npu ncopuasuc 3 (ACCEPT) ca onenenn 903 mauueHTy ¢ yMEpeH A0 TEXBK IICOPHUA3UC,
KOHUTO HE Ca Ce MOBIHUIN, IPOSIBIIIN Ca HETOHOCHMOCT MJIHM Ca UMaJIM POTUBOIIOKAa3aHUE KbM JIpyTa
cucremMHa Tepanus. CpaBHeHa € e(pUKaCHOCTTa Ha YCTEKMHYMal ¢ Ta3H Ha €TaHEPLENT U € OLICHeHA
Oe3omacHocTTa Ha ycreknHyma0 u eranepuent. [lo Bpeme Ha 12-cenMuyHaTa akTHBHO KOHTPOJIUpPaHa
4acT OT MPOYYBaHETO MAMEHTUTE Ca paHIOMHU3UPaHU Jla mpueMar eTanepuent (50 mg 1Ba mbTH
CEIMHUYHO), ycTeKnHyMao 45 mg B ceamuity 0 u 4 ninm ycrekuayMad 90 mg B ceamurtu 0 u 4.

WzxoaHuTe XapakTeprCTUKY Ha 3a00JI1BAHETO Ca MPUHLUITHO MIOCIIEI0BATEIIHN BB BCHUKHU IPYIH Ha
JIeUeHHe B NIpOoy4BaHe Npu ncopuasuc 1 u 2 ¢ meanana Ha PASI ckopa Ha n3xoaHo HUBO oT 17 10 18,
¢ MeMaHa Ha TejecHa MoBBPXHOCT (BSA) Ha m3xoaH0 HEBO > 20 ¥ ¢ MeIMaHa Ha JEPMAaTOIOTHICH
WHJIEKC 3a KauecTBO Ha xuBoT (Dermatology Life Quality Index, DLQI) B rpanuuute ot 10 1o 12.
bnuso enna tpera (mpoy4BaHe npu ncopuasuc 1) u eqHa 4eTBBPT (MIPOyUBaHE NPH IICOPHAZHC 2) OT
ManeHTUTE UMaT nicopuaTudeH apTput (PsA). IlomoOHa TexecT Ha 3a00JIIBaHETO ce HaOMIOAaBa U
IIpH NTPOYYBaHE MPH TICOPHA3HC 3.

[IepBUYHATA KpaifHa TOYKA B TE3W MPOYIBAHUS € CHOTHOIIEHHUETO HA MAIMEHTUTE, TOCTUTHAIN HUBO
Ha noBmsiBaHe 1o PASI 75 cripssMo M3XoMHUTE CTOWHOCTH B ceamuta 12 (Bx. Tabmuiu 2 u 3).

Tab6umuna 2: O6o01menne HA KIMHUYHOTO NMOBJIUsIBaHEe B IPOY4YBaHe NpH ncopuasuc 1
(PHOENIX 1) u npoyuBane npu ncopuasuc 2 (PHOENIX 2)

Cemmuna 12 Cenmuria 28
2 no3u (ceamuna 0 u ceqmuiia 4) 3 no3u (cemmuna 0,
ceamuna 4 u ceamuiia 16)
ITmare60 45 mg 90 mg 45 mg 90 mg

IIpoyyBane npu
ncopuasuc 1
Bpoit
paHJIOMU3UPaHU 255 255 256 250 243
MAIMCHTH

IloBnusBane mo

o 0 a o a o o
PASI 50, 6p. (%) 26 (10%) | 213 (84%)° | 220 (86%)" | 228 (91%) | 234 (96%)

IToBausiBaHe Mo

0, 0 a o a o h)
PASI 75, 6p. (%) 8 (3%) 171 (67%)* | 170 (66%)* | 178 (71%) | 191 (79%)

IloBnusBane mo

0 0 a o a o 0
PASI 90, 6p. (%) 5(2%) 106 (42%)* | 94 (37%) 123 (49%) | 135 (56%)

OOJI° 3a n3umncTeHn
WM MUHUMAITHH, Op. 10 (4%) 151 (59%)® | 156 (61%)* 146 (58%) 160 (66%)
(%)

Bbpoii manuenTn

<100 ke 166 168 164 164 153

IloBnusBane mo

0 0 o o o
PASL75. 6p. (%) 6 (4%) 124 (74%) | 107 (65%) | 130(79%) | 124 (81%)

Bbpoii manuenTn

> 100 ke 89 87 92 86 90

IloBnusBane mo

0 o 0 0 0
PASL75. 6p. (%) 2 (2%) 47 (54%) | 63 (68%) 48 (56%) 67 (74%)

IIpoyyBane npu
ncopuasuc 2

Bpoit
paHJIOMU3UPaHU 410 409 411 397 400
NAalMEHTH
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IloBausiBaHe mo 0 o/\a 0/\a 0 0

PASI 50, 6p. (%) 41 (10%) 342 (84%) 367 (89%) 369 (93%) 380 (95%)

[ToBnusiBane mo o 0/ a 0/ a 0 0

PASI 75, 6p. (%) 15 (4%) 273 (67%) 311 (76%) 276 (70%) 314 (79%)

IloBausiBaHe mo 0 o/\a 0/\a 0 0

PASI 90, 6p. (%) 3 (1%) 173 (42%) 209 (51%) 178 (45%) 217 (54%)

OO0JI° 3a u3uncreHn

WM MEUHHMAJTHU, Op. 18(4%) 277 (68%)* | 300 (73%)* 241 (61%) 279 (70%)

(%)

Bpoit nauuentu

<100 ke 290 297 289 287 280
IToBnusiBane mno o 0 0 0 0
PASI 75, 6p. (%) 12 (4%) 218 (73%) 225 (78%) 217 (76%) 226 (81%)

Bpoit nauuentu

~ 100 kg 120 112 121 110 119
IToBausiBane mo o o 0 0 0
PASI 75, 6p. (%) 3 (3%) 55 (49%) 86 (71%) 59 (54%) 88 (74%)

p < 0,001 3a yctekunymab 45 mg mnun 90 mg B cpaBaenue ¢ mianedo (PBO)

0

OOJI = O6u1a orieHKa Ha JeKaps

Tadauua 3: O0001eHNe Ha KIMHUYHOTO MOBJIMSIBaHEe B IPOY4YBaHe NPHU copuasuc 3

(ACCEPT) na ceamuna 12

IIpoyuBane npu ncopuasuc 3
Ertanepuent Ycrekunymab
24 no3u 2 nosu (ceamuna 0 u ceamuia 4)
(50 mg nBa IBTH 45 mg 90 mg
CEMHYHO)
Bpoii pangoMH3MpaHy MalUEHTH 347 209 347
[TosmusBane o PASI 50, 6p. (%) 286 (82%) 181 (87%) 320 (92%)*
ITosnusiane o PASI 75, 6p. (%) 197 (57%) 141 (67%)" 256 (74%)*
[Moenusiane mo PASI 90, 6p. (%) 80 (23%) 76 (36%)* 155 (45%)°
OOJI 3a u3uucrenu unu o o/a o/a
MuHEMATH, 6p. (%) 170 (49%) 136 (65%) 245 (71%)
Bbpoit marmmenTn < 100 kg 251 151 244
(r(f/"f““”BaHe no PASIS, bp. 154 (61%) 109 (72%) 189 (77%)
0
Bpoii marment > 100 kg 96 58 103
g/O;mI/IHBaHe o PASI 75, 6p. 43 (45%) 32 (55%) 67 (65%)
0

p < 0,001 3a ycrekunymab 45 mg wir 90 mg B CpaBHEHHE C €TAHEPIICHT.

o p = 0,012 3a yctekuayMab 45 mg B cpaBHEHHE C €TaHEPLENT.

B npoyuBane npu nicopuasuc 1 mogbpxkanero Ha PASI 75 e 3Ha4uTEIHO O-BUCOKO TIPHU
MIPOABIDKUTEIHO J€UYCHNE, B CPaBHEHHE C TOBA MPH OTTerysiHe ot jieuenuero (p < 0,001). [ogo6uu
pe3yiTaTH ce HaOI0AaBaT MPH BCska j03a yereknayMad. Ha 1% roguna (ceamuna 52) 89% ot
MAIUEHTUTE, IIOBTOPHO PAHIOMHU3HPAHH 3a MOIIBPIKAIIo JIeUeHH e, ca ce moBiusuty o PASI 75, B
cpaBHeHuUe ¢ 63% OT MaIUeHTUTE, MOBTOPHO PAHIOMHU3HPAHH 32 T1ane00 (OTTETIISHE OT JICUCHUCTO)
(p <0,001). Ha 18-Tus mecen (ceqmuiia 76) 84% OT manueHTHTE, TOBTOPHO PaHIOMH3UPaHH 3a
MOJITBPIKaIIo JIeueHne, ca ce monusumm mo PASI 75, B cpaBHernne ¢ 19% oT manueHTHTE, TOBTOPHO
paHIOMU3UpaHU 3a mianedo (oTTersHe oT jeueHuero). Ha 3-ta roguna (ceaqmuna 148), 82% ot
MAIMEHTUTE, TOBTOPHO PaHAOMHU3UPAHHU 32 TIOIbPIXKAIIO JICUeHUE, ca ce moByusiu mo PASI 75. Ha
5-ta ronuHa (ceamuna 244) 80% OT manueHTUTe, TOBTOPHO PAaHIOMHU3UPaHU Ha MOIBPIKAIIO JIYSHNE,
ca ce nosnusa o PASI 75.

[pu nanueHTHUTe, MTOBTOPHO PaHIOMU3UPAHH 32 TIae00, KOUTO OTHOBO Ca MPEMHUHAIN KbM
IbPBOHAYAIHATA CH CXEMa Ha JIeYeHHeE C YCTeKHHyMab cien 3arydara Ha > 50% momobpenwue mo

63



PASI, 85% ca Bb3cTanoBmIn noBiusaBaneTo mo PASI 75 B pamkute Ha 12 cegMuIm cuex
BBH300HOBSIBAHE HA TEpaIUsiITA.

B npoyuBane npu ncopuasuc 1 B ceamuua 2 u cenmuna 12 ce HaOmoaaBa 3HaYUTETHO TOA0OpEHNE
CIpsMO M3XOAHUTE cTOMHOCTH Ha DLQI BBB BCsKa OT TpyNUTE HA JIEUSHHE C YCTEKHHYMal B
cpaBHeHUe ¢ mane6o. [Tomoopennero ce 3ana3pa 10 cenmura 28. [1o100HO 3HAYNTEITHO TTO00pEeHUE
ce HabIro1aBa B MpOyYBaHe MpH rmcopuasuc 2 B ceamuiiy 4 u 12, koeTo ce 3amas3sa jo ceamuiia 24. B
Mpoy4BaHe NpH Ncoprasuc 1 mogoopeHnsaTa B HOKbTHHS TICOpUa3nc (MHICKC 3a TEKECTTa Ha HOKBTECH
ncopuasuc, Nail Psoriasis Severity Index), B o0miara orieHka Ha GU3HIECKOTO H EMOITMOHATHOTO
cberosiHue 1Mo SF-36 1 BBB BU3yaIHO-aHAJIOTOBATa CKajla 3a ONpeessiHe Ha CTOWHOCTTA Ha OoJKaTa
npu cbpOesx (VAS) cbliio ca 3HaYUTEIHYU MPH BCSAKA Tpyla Ha JieueHHEe C yCTEKHHYMab B CpaBHEHUE C
rutane6o. B mpoyuBaHe mpu ricopuasuc 2 KIMHAYHATA CKajia 32 TpeBOXKHOCT U fenpecus (Hospital
Anxiety and Depression Scale, HADS) u BpnpocHUKBT 3a paboTHHU orpanndeHus (WLQ) cbio
IHOKa3BaT 3HAYUTCIIHO HOI[O6pCHI/Ie BBB BCsKa OT I'PyIUATC HA JICUCHUC C YCTCKI/IHyMa6 B CpaBHCHUC C
wianeoo.

IIcopuarnuex aprpur (PsA) (Bp3pacTHH IMAIMEHTH)

JlokazaHo e, 4ye yCTeKHHyMa0 mo100psiBa MPU3HAIUTE U CUMIITOMUTE, (PU3NIECKOTO ChCTOSHUE H
CBBP3aHOTO ChC 37PABETO KAUECTBO HA JKUBOT M HAMAJISIBA CTEIICHTA HA TIPOTPECHs Ha TIepUPEPHOTO
CTaBHO YBpEXIaHE NMPU BH3PACTHU MAIIUCHTH C aKTHBEH PSA.

BezonacnocrTa 1 eprkacHOCTTa Ha yCTEKUHYMal ca OLIEHEHU pH 927 MalueHTH B ABE
PaHIOMHU3UPAHH, ABOMHOCIIENH, J1ane00-KOHTPOIUPAaHH IPOYYBAHUS NIPH MALUEHTH C aKTUBEH PSA
(= 5 noxgyTtu craBu U > 5 G0NE3HEHU CTaBH) BBIPEKU yroTpedaTa Ha HECTEPOUIHU
npotuBopb3manutentu cpeactsa (HCIIBC) mmm Moguduimpany 6o1ecTTa aHTUPEBMATONIHA
nexapctBa (DMARD). IaruenTuTe B Te31 IPOyYBaHMUS ca IMaJId ITOCTaBeHa nrarHo3a PsA Haii-
MaJKo oT 6 Mecera. BkirroueHu ca manueHTy ¢ BCSIKaKbB MOATHIT Ha PSA, BKIIFOUNTENTHO
NOJMApPTUKYJApEH apTpHUT O0e3 JaHHU 3a PeBMAaTOMAHU BB3IH (39%), CIOHIUIUT ¢ IepudepeH apTpuT
(28%), acumerpudeH nepudeper aptput (21%), ¢ yuacTue Ha AucTanHa HHTEpQalaHreaaHa cTaBa
(12%) u unBanmuausupam aptpur (0,5%). Hag 70% u 40% ot nanuenTure B ABETE IPOYUYBAHUS Ca
MMaJIi CbOTBETHO €HTE3UT U NAKTWINT Ha U3XOAHO HUBO. [lallueHTHTE Cca paHIOMHU3UpPaHH /1a
MoJry4aT JiedeHue ¢ ycrekuaymab 45 mg, 90 mg, i mnanedo moaxkoxHo Ha ceqmuin 0 u 4,
TTOCIIE/IBAHN OT Tipriiarane Ha Bceku 12 cenmuru (q12w). [pubnmsurenno 50% ot manueHTHTE ca
MPOAB/DKUIM Ha TocTosiHHA 1038 MTX (<25 mg/ceamuna).

B PsA nmpoyusane 1 (PSUMMIT 1) u PsA npoyusane 2 (PSUMMIT II), crorBeTHO 80% 1 86% OT
MaruenTuTe, ca omnu nmexyBann ¢ DMARD. B npoyuBane 1 He e OMI0 TTO3BOJICHO MPEAMIITHO JEUEHHE
C aHTaroHUCT Ha TyMop-HekpoTusupanl gakrop anda (TNF)a. B npoyuBaHe 2, moBe4eTo MarueHT
(58%, n = 180) ca Owu nekyBaHu ¢ eAHO WK oBede aHTH-TNFo cpenctBo(a), kato ot Tsx Hag 70%
ca IIpeycTaHOBIIIH cBoeTo aHTH-TNFo teuenune, mopaau aurica Ha e(pUKaCHOCT MIIH HETTOHOCHMOCT,
TI0 BCSIKO BpEME.

Ipusnayu u cumnmomu

Jleuenmnero ¢ ycTeKMHYMad BOAM 10 3HAYUTETHH MTOTOOPEHHS B N3MEPHUTEIHUTE 32 aKTUBHOCT Ha
3a00J15BaHETO B CpaBHEHUE c I1anebo Ha cenqmuna 24. [IspBryHaTa KpaifHa TOuka € MpoLEeHTHT Ha
MAlMEHTHUTE, TOCTUTHAIN OTroBOP 20 M0 KpUTEPUUTE HA AMEPHUKAHCKHUS KOJIEX IT0 PEBMATOIOTHs
(American College of Rheumatology, ACR) Ha cenqmuma 24. OcHOBHUTE pe3yaTaTh 3a e(hUKacHOCT ca
MpeACTaBeHH B TabIuIa 4 mMo-10Iy.
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Ta6anna 4: bpoii Ha ManMeHTUTe, NOCTUTHAIY KJINHUYEH 0OTTOBOP NMPHU MCOPHATHYEH apTPUT
IIpoyuBane 1 (PSUMMIT I) u Ilpoyusane 2 (PSUMMIT II) na cexmuua 24

IIpoyuBaHe npu ncopuaTuveH IIpoyuBaHe npu ncopuaTuydeH
aprpur 1 aptTpur 2
Iaauedo 45 mg 90 mg Iaauedo 45 mg 90 mg
Bpoii
PAHIOMU3BHPAHHU 206 205 204 104 103 105
NAIMEeHTH
ACR 20 47 (23%) | 87 @2%)* | 101 (50%) | 21 (20%) | 45 (44%)* | 46 (44%)"
otrosop, N (%)
ACR 50 18 (9%) | 51(25%) | 57 (28%)° | 7(7%) | 18(17%)° | 24 (23%)*
otroBop, N (%)
ACR 70

orrosop. N (%) | Q%) | 25(12%) | 29(14%) | 30%) | 7% | 9(O%)

bpoti nayuenmu c

> 304 BSA™ 146 145 149 80 80 81
ol ()
PASI 75 . . ) -
orrosop. N (%) 16 (11%) | 83 (57%)* | 93 (62%) 4(5%) | 41 (51%)" | 45 (56%)
PASI 90 ) - ) -
otrosop, N (%) 4 (3%) | 60 (41%)" | 65 (44%) 3(4%) | 24 (30%)" | 36 (44%)
KomOunMpan
iléil 273 ! 8(5%) | 40 (28%)" | 62 (42%)* | 2(3%) | 24 (30%)* | 31 (38%)"

otrosop, N (%)

Bpoii nanuenTu

<100 kg 154 153 154 74 74 73

ACR 20

omrosop. N (%) | 39 25%) | 67(44%) | 7T8(51%) | 17(23%) | 32(43%) | 34(47%)

bpoti nayuenmu c

> 39 BSA" 105 105 111 54 58 57

PASI 75

otrosop, N (%) | 14 (13%) | 64(61%) | 73(66%) | 4(7%) | 31(53%) | 32(56%)

Bpoii nanuenTu

> 100 ke 52 52 50 30 29 31

ACR 20

orrosop. N (%) | 8 (15%) | 20(38%) | 23(46%) | 4(13%) | 13(45%) | 12(39%)

bpoti nayuenmu c

> 3% BSA" 41 40 38 26 22 24
PASI 75 . . ) : :
otrosop, N (%) 2 (5%) 19 (48%) 20 (53%) 0 10 (45%) 13 (54%)

* p<0,001

® <005

P p=NS

bpoii marentu ¢ > 3% BSA 3acernara ncopuaTudHa Koka Ha U3XOJHO HHBO

ACR 20, 50 u 70 oTroBOpH MpOIBIKABAT J]a C€ OMOOPSABAT UK CE OUIBPKAT 10 ceamuiia 52 (PsA
IIpoyuBane 1 u 2) u ceaqmumna 100 (PsA IIpoyusane 1). B PsA Ilpoyusane 1, ACR 20 otroBopu Ha
cenmuna 100 ca mocturHaTu ipu 57% u 64%, crotBeTHO 32 45 mg 1 90 mg. B PsA Ilpoyusane 2,
ACR 20 otroBopu Ha ceamuna 52 ca mocturnaru mnpu 47% u 48%, crorBeTHO 32 45 mg u 90 mg.

IIporeHTHT HA MAITUEHTHUTE, IIOCTUTHATIN OTTOBOP 10 MoauduIupanu PsA kputepun Ha oTToBOp (PSA
response criteria, PSARC) cbIo € 3HaYUTENHO MO-TOJISIM TPH IPYNUTE HA YCTEKUHYMAO, B CpaBHEHHE
¢ rane6o Ha ceamuna 24. Orrosopu PsARC ce momnbpxar no Bpeme Ha cenmuiy 52 u 100. [o-
TOJISIM TIPOIIEHT OT TMANUEHTHTE, JIEKYBaHU C YCTEKHHYMa0, KOMTO ca UMaJI CIIOHIMIUT ¢ TiepudepeH
apTPUT KaTo OCHOBHA AMarHo3a, mokassar 50 u 70 mpomeHTHo nomodpenue B CKopa mo bat nHaekc 3a
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AKTUBHOCT Ha 3a00JisiBaHeTO Mpu aHkuio3upail cnouaumT (Bath Ankylosing Spondylitis Disease
Activity Index, BASDALI) B cpaBHeHue ¢ turane0o Ha ceqmuiia 24.

OtroBopuTe, HAOMIOJaBaHY [P TPYIHUTE, JICKYBAHU C YCTEKHHYMa0, ca CXOIHU MPH MaIUCHTHTE,
KOUTO TIOJy4aBaT WK He ToJdy4aBar eqHoBpeMeHHO MTX 1 ce moIbpIKaT 1o BpeMe Ha ceMHIH 52
u 100. [TanmenTure, TeKyBaHU Mpeau ToBa ¢ aHTH- T NFa cpencTsa, KOUTO ca MOIyYHIIH yCTEKHHYyMa0,
ca MOCTUTHAJIM TO-TOJISIM OTTOBOP HA CeAMHUIIA 24 B CpaBHEHHE ¢ MAIlMEHTUTE, OTyJaBalId Mianebo
(ACR 20 otroBop Ha ceqmuna 24 3a 45 mg u 90 mg e crorBeTHO 37% U 34% B cpaBHEHUE ¢ TUIANE00
15%; p < 0,05) u oTroBOpHUTE CE MOJABPIKAT II0 BpeMe Ha ceamuIa 52.

[Ipu naumeHTH ¢ eHTE3UT W/WiIKM AAKTUIMT Ha U3X0IHO HUBO, IpH PsA TIpoyuBane 1 ce nabmonasa
3HAYUMO TOJIOOPEHHE B CKOPOBETE 332 EHTE3UT U AAKTIIIUT IPH TPYIUTE HA YCTEKUHYMal B CpaBHEHHE
¢ turane6o Ha cenmunia 24. B PsA TlpoyuBane 2 ce HaO01aBa 3HAYUMO TIO00pPEHUE B CKOpa 3a
EHTE3UT U YHCIICHO NMoA00peHNe (HEe € CTATUCTUYECKH 3HAYMMO) B CKOpa 3a AaKTUIIUT MPH TpyIaTa Ha
ycrekuayMabd 90 mg B cpaBHeHHe ¢ Tuiane6o Ha ceamuna 24. [logoOpeHusita B ckopa 3a €HTE3UT H B
CKOpa 3a TaKTUJIUT ca MOAAbPXKaHU 1Mo BpeMe Ha ceamui 52 u 100.

Paouoepaghcxu omeosop

CTpyKTypHO YBpEXIaHe B JBETE PbIIC U KpaKaTa ce h3passBa KaTo MPOMSHA CIPSIMO H3XOJHOTO HHBO
B 0o0mwms van der Heijde-Sharp cxop (vdH-S ckop), moaudunmpan 3a PsA upes no0aBsiHe Ha
JUCTAIHUTE UHTep(danaHreanHu cTaBy Ha pbliere. [IpoBeneH e npeaBapurenHo AeGuHUpaH
HWHTETpUpPaH aHAIN3 Ha KOMOMHHUpaHU AaHHH OoT 927 naunentu B nBete PsA IlpoyuBanus 1 u 2.
YcTexknHyMab 1MmokasBa CTAaTHCTUIECKH 3HAYMMO HaMalleHHe B CTENeHTa Ha MPOrpecus Ha
CTPYKTYPHOTO YBpEKAaHE B CpaBHEHHE C IUIa1e00, M3MEPEHO Ype3 MPOMSIHA CIIPSAMO U3XOTHOTO HUBO
1o 24 cenmuna B oomus Mmoguduimpan vdH-S ckop (cpeaen = SD ckop e 0,97 + 3,85 B rpymara Ha
miane6o, B cpaBHeHue ¢ 0,40 = 2,11 1 0,39 + 2,40 mpu choTBETHO ycTeKMHYMa0 rpymu 45 mg

(p <0,05) 1 90 mg (p < 0,001). To3u edext ce npoku Ha PsA [Ipoyusane 1. EdbektsT ce cunra 3a
JIOKa3aH, HE3aBUCUMO OT ChIIBTCTBAIIOTO IpiIokeHre Ha MTX U ce nogabspxa 1o BpemMe Ha
cenmuuy 52 (uarerpupas aHanus) u 100 (PsA IIpoyusane 1).

Duzuuecko cbecmosanue U C8bP3AHO CHC 30PABEMO KAUECMBO HA HCUBOM

[NarmenTy, lekyBaHU ¢ yCTEKHHYMa0, ca MOKa3ald 3HAYUTEITHO oJ00peHre Ha (PU3HIECKOTO
CHCTOSTHHE, KaKTO € OIICHEHO I10 MH/IEKCa 332 HHBAJIMAHOCT OT BBIIPOCHUKA 32 OIIEHKa Ha 3[PaBETO
(Disability Index of the Health Assessment Questionnaire, HAQ-DI) na ceqmuria 24. IIporieHTHT Ha
MAIUeHTUTE, TOCTUTHAIN KIMHUYIHO 3HaunMo > 0,3 mogobpenue Ha HAQ-DI ckopa ciipsiMmo
M3XOJTHUTE CTOMHOCTH, CHINO € 3HAYUTEHO IO-TOJISIM IIPU TPYIIHTE Ha yCTEeKHHYMab, B CpaBHEHHE C
mare6o. [lomobpenne Ha HAQ-DI ckop cpsiMo W3XOAHOTO HHBO €€ TIOIIBPIKa IO BpeMe Ha
ceaqmuru 52 u 100.

Nma 3nauntenHo nogobpenne B DLQI ckopoBeTe nmpu rpynure Ha ycTeKUHyMal, B CPaBHEHHE C
rtane6o Ha ceamuiia 24, KoeTo ce mobpxa mo speme Ha ceamuu 52 u 100. B PsA Ilpoyusane 2
nUMa 3HAaYUTEIIHO OJ00pEeHNE B CKOPOBETE 3a (PyHKIIMOHATIHA OLIEHKA Ha TepaIusITa 32 XpOHUYHO
3abomsBaHe - ymopa (Functional Assessment of Chronic Illness Therapy — Fatigue, FACIT-F) npu
TpynHTe Ha YCTEKMHYMab, B CpaBHEHHE c 1anebo Ha ceamuiia 24. I[IponeHThT Ha TalMEeHTHUTE,
JIOCTUTHAIM KIIMHUYHO 3HaYMMO nonobpenue Ha ymopara (4 touku no FACIT-F) cbio e 3HaunTEHO
MO-TOJISIM TIPH IPYNUTE HA YCTEKHHYMa0, B cpaBHeHue ¢ manedo. [Tonodpenusita Ha FACIT-F ckop
ce MOAABpPIKAT [0 BpeMe Ha ceamuua 52.

[eanarpuyHa monysarus

EBpomneiickaTa areHnuns mo jJekapcTBaTa oTiiara 3aIlbJDKEHIETO 32 MMPEIOCTaBsIHE Ha PE3yITaTUTE OT
MPOYYBAHUSATA C YCTEKMHYMa0 B €/IHA WJIU TIOBEUE MOATPYITH Ha TIeIUaTPUIHATA MOIYJIAIUS C
IOBEHWJICH WANONaTHYeH apTpuT. [IpenBapuTeTHo HaTbITHEHATa TTHCAJIKa He € TPOyYBaHa IMpu
neInaTpUyHa TOMyJIaus ¢ TICOPHA3HC U He ce MPenophyBa 3a yroTpeda MpH MeAHaTpHIHH TalieHTH.

Bonect Ha Crohn
BesonacHocTTa M e(hUKACHOCTTA HA YCTCKHHYMAa0 ca OLEHEHU B TPU PAHJIOMH3HUPAHHU, TBOWHOCIICITH,
1a1e00-KOHTPOJUPAHU, MHOTOIICHTPOBH MTPOYYBAHUS TPH BH3PACTHU MALMEHTH C YMEPEHA JI0 TEKKa
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aktuBHa OostecT Ha Crohn, ¢ MHmekc Ha akTHBHOCTTA Ha O0ojecTTa Ha Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u < 450). I[Iporpamara 3a KIMHAUYHO pa3padOTBaHE Ce ChCTOU OT JBE 8-
CeIMUYHHM MpoyuBaHus ¢ nuHTpaBeHo3Ha HHAYKIus (UNITI-1 u UNITI-2), mocnenBanu ot 44-
CeIMUYHO PaHAOMH3HPAHO MPOYYBaHE C MMOJKOKHO NPUIIOKEHHE Ha mojabpxama go3a (IM-UNITI),
NpeACTaBIsABAIIN 52-CeIMUYHA TEPAITHsL.

IIpoyuBanusra ¢ naaykuus BiaoyBaT 1409 (UNITI-1, n = 769; UNITI-2 n = 640) naruenTy.
[IppBUYHATA KpaifHa TOUKa 32 IBETEC MHIYKIIMOHHU MPOYYBAHHS € MPOLUEHTHT HA YYaCTHULIUTE C
KIIMHUYEH OTroBop (ompeneneH kato Hamamenue Ha CDAI ckopa ¢ > 100 Toukn) Ha ceamuiia 6.
Jannute 3a epUKacCHOCT ce ChOMpAT M aHATU3UPAT JI0 CEIMUIIA 8 3a IBETE MPOYUYBAHUSI.
EnHOBpeMEeHHOTO NPUIIOJKEHHE Ha TIEPOPATHI KOPTUKOCTEPOHU TN, UMYHOMOYJIaTOPH,
AMHHOCAJIMLMIATH U aHTUOMOTHUIM € pa3penieHo u 75% oT mauuMeHTuTe NpOoABJIKaBaT J1a 0JIyyaBat
Hali-MaJIko €IHO OT TEe3H JIeKapcTBa. B 1BeTe Mpoy4YBaHus MAaLMEHTUTE ca PAHIOMU3UPAHH Ja
NOJyYaT €MHOKPATHO MHTPABEHO3HO MpenopbunTeNHaTa 103a OT npubiamsutenHo 6 mg/kg B
3aBHCUMOCT OT TEJIECHOTO Teryo (Bxk. Touka 4.2 ot KXII Ha jekapcTBeH NPOAYKT, ChABbpPKAIL]
ycTeknayMad 130 mg KOHIIEHTpaT 3a MPUTOTBSHE Ha HHPY3HOHEH pa3TBop), hukcupana go3a 130 mg
ycTekuHyMab mim rurane6o Ha ceamua 0.

ITarmmentute B UNITI-1 ca nekyBaHu HEyCHENTHO WJIM UMAT HEMMOHOCUMOCT KbM MpeliecTBalia aHTH-
TNFa Tepammst. [Ipubnmsutentno 48% oT manueHTUTE ca JIGKYBaHH HEYCIIEITHO ¢ | mpeamecTpama
antu-TNFa Tepanus, a 52% ca nekyBaHu HeycnemHo ¢ 2 uiau 3 npeamectsany antu-TNFo Tepanum.
B ToBa npoyuBane 29,1% oT mauueHTUTEe UMaT HEAOCTAaThUEH HAYaJeH OTIOBOP (IIbPBUYHH
HepecnoHepn), 69,4% ca ce MOBIHIIN, HO ca MPECTaHANIN Ja Ce TIOBIHSIBAT (BTOPUIHU
HepecTnoHepH), a 36,4% umar HemOHOCHUMOCT KbM aHTH-TNFa Tepanun.

ITaunenture B UNITI-2 ca eKkyBaHM HEyCHEIIHO HAl-MaJIKO ¢ €JHAa KOHBEHI[MOHAJIHA TePaIInsl,
BKJTIOYUTEITHO KOPTUKOCTEPOH TN HITH HIMYHOMO/YJIATOPH, KaTO MK HE ca JIEKyBaHH JI0OCETa C aHTH-
TNF-a tepanust (68,6%), wiu ca mosryyaBany npeau Tosa aHTu-1NFo Tepanust, Ho Ts1 e Ouna
HeycrernHa (31,4%).

B neetre UNITI-1 u UNITI-2 3Ha4nMO MO-TOJISIM MPOIICHT OT MAIIMEHTUTE B IPyIaTa, JIEKyBaHa ¢
YCTeKHMHYMa0, ca ¢ KIIMHUYEH OTTOBOp U peMucHs B cpaBHeHue ¢ mare6o (Tadnuma 5). Knuaunanust
OTTOBOP W PEMHUCHSTA ca 3HAYMMH OIIe Ha CEAMHUIIA 3 TIPH MAI[EHTUTE, JIEKYBaHH C YCTEKHHYMa0, 1
T€ TIPOIBIDKBAT Jla ce MOA00pABaT 10 ceamuIia 8. B Te3u mpoydBaHus ¢ HHAYKIHS ePUKACHOCTTA €
MO-BUCOKA M CE MOJABPIKA MMO-100pe B TpyIaTa ¢ 103a B 3aBUCHMOCT OT TEJIECHOTO TETJo, B
cpaBHEeHUeE c rpymnara ¢ Ao3a 130 mg 1 nopaau ToBa Npu UHTPABEHO3HA UHIYKLUS C€ IPENOPbUBA
JIO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TETJIO.

Ta6anna 5: Unayknus Ha kianHH4YeH oTroBop u pemucusi B UNITI-1 m UNITI 2

UNITI-1* UNITI-2**
Inanedo |IIpenopbunte| Ilnamedo |IlpemopbuuTe
N =247 JIHA 1032 N =209 JIHA 1032
YCTeKHHYMAa0 YCTeKUHYMAa0
N =249 N =209
Knunuuna peMucusi, ceamuia 8 18 (7,3%) 52 (20,9%)* | 41(19,6%) | 84 (40,2%)*
Kmaen otrosop (100 Touxn), 53(21,5%) | 84(33,7%)° | 60 (28,7%) | 116 (55,5%)"
ceaMuia 6
Kommraen otrosop (100 Touxn), 50 (202%) | 94 (37,8%)" | 67 (32,1%) | 121 (57,9%)"
ceaMuua 8
70-TOYKOB OTTOBOP, CeAMMIIA 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)*
70-TOYKOB OTTOBOD, ceaMuua 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)*

Knmanunara pemucus e onpenenena kato CDAI ckop < 150; KnuHUYHUAT OTTOBOp € OMpeAesieH KaTo HaMaJIeHHuE Ha
CDALI cxop ¢ Haii-manko 100 Touku UK CbCTOSHHUE B KIIMHUYHA PEMUCHUS
70-TOUYKOBHST OTTOBOP € ompeereH karo Hamanenue Ha CDAI ckop ¢ Haii-manko 70 Touku
* Heycnex na antu-TNFa tepanust
** Heycrex Ha KOHBEHIIMOHAIHATA TEPAITUs
¥ p<0,001
6
p<0,01
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B mpoyuBanero ¢ nogubpixkaria tepamus (IM-UNITI) ca onenenn 388 manueHTH, KOUTO TOCTUTAT
100-ToYKOB KJIMHUYEH OTTOBOP HA CEAMMIIA 8 OT HHAYKIHKATA ¢ ycTeKuHyMao B mpoyuBaHust UNITI-1
u UNITI-2. [Tauuentute ca paHIOMU3UPAHU Ha CXeMa Ha MOIbPIKAIIO JEUCHUE C TIOJIKOXKHO
npunoxenre Ha 90 mg ycrekuaymab mpe3 8 cenmuiy, 90 mg ycreknaymad npes 12 cenMuiy uiu
marne6o B MpoabDKeHNe Ha 44 ceqMuIH (3a MPEnophIATEIHATA TTOIThpIKaIla 1032 BXK. Touka 4.2).

3HAYMMO TIO-TOJISIM MPOIEHT MAIUCHTH B TPYIIUTE, JICKYBaHH C YCTEKUHYMA0, MOIIbPKAT KIMHUYHA
pEMUCHS ¥ OTTOBOP Ha cenMuIia 44 B cpaBHEHHUE ¢ Tpynara Ha mianedo (Bx. Tabmmma 6).

Tabéamnua 6: Ilonabp:kane Ha KINHNYHUA 0TroBOp M pemucusi B IM-UNITI (cenmuna 44;

52 ceamMuum OT 3an0YBaHe ¢ HHAYKIIMOHHATA 1032)

Ilaauedo* 90 mg 90 mg
ycTeKMHYMa0 | ycTeKHHYMad
npe3 npes
8 cexmuum 12 ceqnmunu
N=1317 N =129f
N =128
KnuHnyna pemucust 36% 53%" 49%°
KJIMHHYEH OTTOBOD 44% 59%° 58%°
Knunuyuna pemucust 0e3 KOPTUKOCTEPOU U 30% 47%" 43%*
KiuHuyHa peMucHsl IPH MalUSHTH
B PEMHCHS B HAYANOTO HA NOAABPKAATA | 4o, (36/79) | 67% (52/78)" 56% (44/78)
Tepanus
KOHUTO C€ BKJIFOYBAT OT IPOyYBaHE o o s o
CRD3002: 44% (31/70) | 63% (45/72) 57% (41/72)
KOUTO HE Ca JICKYBaHU JIOCETa C aHTH- o o 5 N
TNFo Tepanms 49% (25/51) | 65% (34/52) 57% (30/53)
KOUTO Ce BKJIFOYBAT OT POYYBaHE o o o
CRD3001 26% (16/61) | 41% (23/56) 39% (22/57)

Knunununara pemucus e onpenenena kato CDAI ckop < 150; KnMHUUHUAT OTrOBOp € OIpesiesieH KaTo HaMaJIeHUue Ha
CDALI ckop ¢ Haii-manko 100 TOUKU WM CHCTOSHHUE B KIIMHIUYHA PEMUCHS
* TI'pynara Ha mmanebo ce ChCTOU OT MAI[MEHTH, KOUTO Ca CE MOBIUSIIN OT YCTEKMHYMAa0 U ca paHAOMHU3HPAHH A2
MOTy4aBaT IUIanedo B Ha9anoTo Ha IMOIbprKallaTa Teparusl.

[TarmeHTH, KOMTO HE Ca c€ NOBJIMSUIA OT KOHBEHIIMOHAJIHATA Tepamnus, HO He aHTU-TNFa Tepanus

i

I

§ [ManuenTH, KouTo ca pedpakTepHU WIM UMAT HEMOHOCUMOCT KbM aHTH-TNFa Tepanus
' p<0,01

® p<0,05

HOMUHAJHO 3HaunMa (p < 0,05)

IManuenTn, konto mMat 100-TOYKOB KIMHUYEH OTTOBOP KbM yCTEKHHyMal B HAUaJIOTO HA MOIbPIKAIIATa TePAHs

B IM-UNITI 29 ot 129 nauueHTH He MOAABPKAT OTTOBOPA KbM YCTEKMHYMa0 MPpH NPUIIOKEHHE TIpe3
12 cenMuIy 1 € IO3BOJICHO KOPUTHpAHe Ha J03aTa Taka, 9e Ja IMoy4aBaT ycTeKnHyMab mpes

8 cemmurtu. 3arybata Ha otroBop e onpeneneHa kato CDAI ckop > 220 Touku u > 100 Touku
nosuieHue crnpsamo uzxoguus CDAI ckop.Ilpu Te3n nanueHTH KIMHUYHA PEMUCHS Ce TOCTUTa MPU
41,4% ot mauuenture 16 cegMuIM clie] KOpUTMpaHe Ha J03aTa.

[MaruenTHTEe, KOUTO HE Ca MOCTUTHAIN KIMHUYCH OTTOBOP KbM MHAYKIIUS C YCTCKUHYMa0 Ha
cenmuna 8 ot mpoyuBanusTa ¢ uHAyKius UNITI-1 u UNITI-2 (476 narnuenTn), ca BKIIOYCHU B
HepaHAOMH3UpPAHATa 9acT OT MPOyYBaHeTO ¢ moaabpxkaria tepanus (IM-UNITI) u ca moxyganam
MOJIKOYKHA MHXKEKIHA ¢ ycTeknHyMmab 90 mg mo toBa Bpeme. Crien ocem ceamunu 50,5% ot
MAI[MEHTUTE ca OCTUTHAJIM KIIMHUYEH OTIOBOP U Ca PO IBIDKHIIH J1a TIOIyYaBar Mo IbpiKania
Tepanus npe3 § ceqmuny. [loeueTo oT Te3n MAMEHTH C MPOABIDKUTETHA MOIIbPIKaIIa Teparus
noaIbpkat orroBop (68,1%) u mocturat pemucus (50,2%) Ha cenmuiia 44, KaTo IPOIEHTHT UM €
110100€H Ha TO3U MPU MAIUEHTUTE, KOUTO ITPBOHAYAIIHO Ca CE MOBJIUSIN OT UHIYKIIHS C

YCTEKHMHYMao.




Ot 131 nanueHTH, KOUTO ca CE MOBJIUSIN OT UHAYKIHS C YCTEKHHYMAa0 U ca paHIOMU3HUPAHH B
rpynara Ha rarne0o B Ha4aloTo Ha MPOyYBaHETO C MOIbpIKaIla Tepamnus, 51 BrocieacTerue ca
3aryomiii OTToBOpa cu U ca nmoiayumwin 90 mg ycrekuayMad moakoxHo mpe3 8 cenmuny. [ToBedero ot
MAIMEHTUTE, 3aryOnIi OTTOBOPA CH U TTOTHOBWIIY JICUSHUETO ¢ YCTEKHMHYMa0, ca ro HalpaBUIH B
paMKuTe Ha 24 ceqMUIM OT HHAYKIHOHHAaTa HHPY3us. Ot te3u 51 naruentu 70,6% nocrurat
KIIMHUYEH OTroBop U 39,2% mocTurat KIIMHAYHA peMuchs 16 ceMUIH cie/1 moTydaBaHeTo Ha
IbpBaTa MOJAKOKHA /1032 YCTEKUHYMaO0.

B IM-UNITI nanuentute, 3aBbpIININ IPOYUYBAHETO /10 ceaMula 44, ca MOAXO0ASIIN 1a MPOAbJKAT
JICYCHUETO B IPOIBIDKEHUE Ha MpoyuBaHeTo. [Ipy Bcuukute 567 MarieHTH, BKIIOYCHH HA U JICKyBaHU
C YCTEKMHYMa0 B MPOJIBIKCHUETO Ha IPOYYBAHETO, KIIMHUYHATA PEMUCHSI U OTTOBOPHT OOMKHOBEHO
ce MoAIbpKAT 1o ceamuia 252, kakto npu OosHuTe ¢ Heycnex Ha TNF-repamuuTe, Taka u npu
MMalACHTUTE C HEYCIIeX Ha KOHBEHITMOHATHUTE TEPaITHH.

AHanu3bT 3a 6e30macHOCT, BKiIrouBan] 457 nanuentH (1289,9-nanuieHToroAnHm"), MPOCIEACHH J10
220 cenmunw, MoKasa, 4e npouIbT Ha Oe30macHoCT Mexay 44 n 220 cenMuIia, € CpaBHUM C TO3H,
HaOmrogaBad 10 44-ta ceqMuIa.

He ca ycranoBeHH HOBH ChOOpakeHHs 3a 0€30IaCHOCT IPH yIbJDKaBaHE HA TOBA MPOYYBAHE 710
5 ronWHM Ha JieueHHe TIpH nanueHTy ¢ 6onect Ha Crohn.

Enoocronus

BBHIIHUAT BUJ HA JIMTABULIATA € OLEHEH €HIOCKOIICKH NpHU 252 NalMeHTH ¢ MOAXOASIIA U3X0AHA
€HJIOCKOTICKa aKTHBHOCT Ha 3a00JSIBAHETO B €THO MOANpOyYBaHe. [IspBUYHATA KpaiiHa TOUKa €
MIPOMsIHA OT U3XOTHOTO HMBO Ha ONMpOCTeHUsI eHOOCKOINCKU cKop mpu Oostect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH CKOp OT 5 WI€0-KOJIOHHU
CErMEHTa 3a HaJMuue/pa3Mep Ha S3BUTE, IPOICHT Ha JIMTaBUYHATA MOBBPXHOCT, IOKPUTA OT SI3BH,
MPOLICHT Ha JINTABUYHATA MOBBPXHOCT, 3aCE€rHaTa OT APYTH JIC3UHU, U HATHYUE/BUI HA
CTeCHABaHUATa/CTpuKTypute. Ha cenmunia 8, crex eqMHIYHA HHTPABEHO3HA MHTyKITHOHHA J1034,
npomsHaTa B SES-CD ckopa e mo-rosima B rpynara Ha yctekuaymab (n = 155, cpenna

poMsiHa = -2,8) OTKOJIKOTO B Tpymnata Ha miane6o (n = 97, cpenna npomsiaa = -0,7, p = 0,012).

THosnussane na gucmynume

B enna moarpyna manueHTH ¢ ApeHupamy GUCTyIH Ha U3XoaHo HUBO (8,8%; n = 26), ¢puctynure Ha
12/15 (80%) oT NeKyBaHUTE C YCTCKMHYMa0 MAI[UCHTH CE MOBJIMSIBAT B IPOABDKCHUE Ha 44 ceIMUITU
(ompeneneno xaro > 50% HaManeHre OT U3XOAHO HHBO B IPOYYBAHETO C HHAYKIHS Ha Opos Ha
IpeHupantuTe GUCTyIn) B cpaBaenue ¢ 5/11 (45,5%) c mame6o.

Kauecmeo na scusom, cevp3ano cvc 30pasemo

KauecTBOTO Ha )KHBOT, CBHP3aHO CHC 3[IPABETO, € OIIEHEHO MOCPEACTBOM BBIpocHUK mpu
BB3MaJIUTETHH 3a00isaBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BoipocHuim SF-36. Ha ceqmuna 8 manueHTuTe, 1MojyqaBaiiy yCTeKHHyMa0, TOKa3BaT CTATUCTHYECKU
3HaYMMO TIO-TOJISIMO M KIIMHUYHO 3HAYNMO 1oioopenue Ha oomus IBDQ ckop u Ha SF-36 Mental
Component Summary Score B UNITI-1 u UNITI-2 u na SF-36 Physical Component Summary Score B
UNITI-2 B cpaBHenue ¢ miane6o. B npoyusanero IM-UNITI no cenmuiia 44 Te3u mogoOpeHust
OOWKHOBEHO C€ MOAIbPHKAT MO-00pe MPH JICKYBaHU C YCTEKUHYMa0 MallueHTH B CPABHEHUE C
miare6o. [lomobpennero Ha Ka9eCTBOTO HA KHUBOT, CBBP3aHO ChC 37PaBeTO, OOMKHOBEHO CE
MOABbpIKA MPe3 ISUTOTO MPOIBIDKEHHE J10 ceaMunia 252.

HUMyHOT€HHOCT
ITo Bpeme Ha NedeHHE ¢ YCTEKUHYMa0 MOTaT Jla Ce pa3BUAT aHTUTENA CPEIly YCTEKHHYMa0 1

MOBEYETO OT TSIX ca HeyTpanusupaiiu. O6pa3yBaHETO Ha aHTHUTEINA CPEILY YCTCKHHYMab € CBbP3aHO C
MTOBUIIICH KIIMPHHC Ha YCTEKHHYMa0 npH manueHTy ¢ 6oiect Ha Crohn. He e HabmronaBana HamaneHa
edpukacHocT. He ce HaOmoaBa 0ueBU/IHA 3aBUCUMOCT MEX/Ty HATMYMETO HA aHTUTETa CPelLy
YCTeKHMHYMa0 W TOsIBaTa Ha PEaKIMK Ha MSICTOTO HA HMHXKEKTUPAHE.
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IlenpaTpuyHa DomyJaamus

EBpOHGﬁCKaTa arcHUus I10 JICKapCTBaTa OTJiara 3aAbJKCHUCTO 3a IPCAOCTABAHC HA PE3YJITATUTE OT
Impoy4BaHusATa C yCTeKI/IHYMa6 B €/1Ha WJIK IOBEYC MOATrPYIH HAa NI€JUaTpUuIHaTa 1romnyjaanusd npu
6onect Ha Crohn. Hpe,[[BapI/ITGHHO HaIlTbJIHCHATA MHCAJIKa HC € MpOYyYBaHa IIpu neauarpuyHaTa
nomyJjanus U HE CC MPCropbYBa 3a yHOTp€6a IIpu NCANATPUIHU MMAUCHTH.

5.2 ®apmakoKMHETUYHHU CBOHCTBA

AGcopbuus
MenuanaTta Ha BpeMETO 3a JOCTUTaHEe Ha MAKCUMAJTHA CepyMHA KOHIIEHTPAIUS (tmax) € 8,5 THU ciien

€IHOKpaTHO NMpuiiokeHne Ha 90 mg MOJKOKHO MPH 3IpaBH y4acTHUIM. MennaHaTa tmax Ha
yCTeKHHyMa0 cliel eAHOKPAaTHO NpuiIoxkeHue Ha 45 mg uin 90 mg MoIK0KHO NPH MAUEHTH C
IICOPHA3UC Ca CXOJIHH C HAOJIIOJaBaHUTE IIPU 3APaBH MALUEHTH.

AOconroTHaTa OHOHAIMYHOCT Ha YCTEKHHYMa0 Clie]] €THOKPATHO TOJIKOKHO MPHIIOKEHHUE €
n3uucieHa Ha 57,2% Mpu ManueHTy ¢ IICOpHasuc.

Pasnpenenenue
MenunanaTta Ha oOeMa Ha pasnpesiesicHne B TepMuHanHara (aza (Vz) cien eqHOKPaTHO HHTPABEHO3HO

MPUJIOKEHHE MTPH MAIUSHTH C IIcopuasuc Bapupa ot 57 mo 83 ml/kg.

Buorpanchopmarus
ToyHUAT BT Ha META0OTU3NPAHE HA YCTEKUHYMa0O HE € U3BECTEH.

Envmunupane
Menunanara Ha cucteMmuans KkaphHC (CL) cimen emHoKpaTHO HHTPABEHO3HO MPHUIIOKEHUE TIPH

MAIMEeHTH C Icopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. MenuanaTa Ha oIy )HBOTA (t1,2) Ha
YCTEKHMHYMa0 € MPUOIU3UTEIHO 3 CEIMUIH MPU MALMEHTH C TICOPHA3KC, ICOPHUATUYCH apTPUT, OOJIECT
Ha Crohn u Bapupa oT 15 10 32 1HU BBB BCHUYKH MPOYYBAHUS HA MICOPHAZKC U ICOPUATHUCH APTPHT.
CwriacHo npoBeJieH (hapMakOKHHETHYEH aHAIM3 Ha TommynanusaTa npuBuaausaT knmupbHe (CL/F) n
npuBHIHUAT 00eM Ha pasnpenencnue (V/F) ca ceorBetno 0,465 1/d w 15,7 1 npu nanueHTH ¢
ncopuasuc. CL/F Ha ycTekMHyMab He € 3aBUCHM OT ToJjia. Pe3yITaTi oT momyaaiuoHeH
(hapMaKOKMHETHYCH aHATTN3 OKa3BaT, 4e UMa TCHICHIIUS KbM TI0-BHCOK KIMPHHC HA YCTEKHHYMa0
IIPY MAI[MEHTHUTE, JJAJIU TIOJI0XKHUTEICH Pe3yITaT Ha U3CIICIBAHETO 33 aHTUTENA CPEILy YCTeKHHYyMao.

JInHelHOCT Ha J103aTa

Cucremnara excrio3unyst Ha ycreknHyMmao (Crax 1 AUC) ce yBennyaBa 1o Ha4yuH, MpUOIU3UTETHO
MIPONOPIIMOHANIEH Ha 103aTa, CJIe]] €THOKPAaTHO MHTPABEHO3HO MPUIIOKEHHE Ha JI03U B IPaHULIATa
mexay 0,09 mg/kg u 4,5 mg/kg nnm ciiex eAHOKPAaTHO MOAKOXKHO MPUIIOKEHHE Ha JO3M B IPaHUIIaTa
Mexy 24 mg u 240 mg npu NalyueHTy ¢ Icopruas3uc.

EnvHuyHa cpenly MHOTOKpaTHa /1032

[Ipodunure Ha cepyMHa KOHIIEHTpaNHA-BpeMe Ha YCTEKHHYMa0 ca MPUHIUITHO MPEIBUANMHA CIIE]
MOJIKOYKHOTO TIPUIIOKEHHE Ha €IHOKPATHA 1 MHOTOKPATHH JO3H. [IpH MarMeHTH ¢ rcopuasmc
CTallMOHAPHUTE CEPYMHH KOHIICHTPAIIMK Ha yCTeKMHyMal ca JOCTHIHATH B ceAMUIa 28 ciexn
IbPBOHAYATHA TTOJIKOKHU 7037 B cenMuiiy O 1 4, TIOCIeIBaHM OT 103U Ha BCeKH 12 cenMuIiy.
Menunanara Ha cTallioHapHaTa cepyMHa KOHIIEHTpanus € B rpanuiure Mexay 0,21 pg/ml u

0,26 pg/ml (45 mg) u mexnay 0,47 ug/ml u 0,49 pg/ml (90 mg). Hsma odueBUIHO KyMyIUpaHe B
cepyMHaTa KOHIICHTpalus Ha YCTEKHHYMa0 ¢ BpEMETO, KOraTo ce Mpriiara oJK0KHO Ha BCEKH

12 cepqmuny.

[Ipu nauuentu c 6onect Ha Crohn cien nHTpaBeHO3HA 103a OT ~6 mg/kg ce mpuara noaKoXxXHa
oAabpskama Tepamus oT 90 mg ycrekuaymad mpe3 8 uiu 12 ceaMunm, KOATO 3aliovBa Ha CeaMuIia 8.
KonuenTpanus Ha ycTeknHyMa0 B CTalIHOHAPHO CHCTOSHHUE CE JOCTHra KbM Ha4aJloTO Ha BTOpaTa
nojabpKama no3a. [Ipu nanuentu ¢ 6onect Ha Crohn MenuanaTa Ha Hall-HUCKUTE KOHLIEHTPALIUH B
CTalMOHApHO ChCTOsIHUE Bapupa ot 1,97 pg/ml no 2,24 pg/ml u ot 0,61 pg/ml no 0,76 pg/ml 3a
ycrekuayMad 90 mg choTBETHO mpe3 8 ceamuny win npe3 12 cenmunu. Hal-HuckuTe HUBA Ha
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yCTeKnHyMal B CTAlIMOHAPHO CHCTOSTHHE, MONTydeH: Ipu 90 mg ycTeknHyMab mpe3 8 ceIMUIH, ca
CBBP3aHHU C IT0-BUCOKA YECTOTA HAa KIMHUYHA PEMHUCHS B CPAaBHEHUE C HAli-HUCKUTE HUBA B
CTanMoHapHO cheTosgHue cnex 90 mg npe3 12 cenmury.

BausHue Ha TEra0To BepXy hapMakoKHHETHKATa

B npoBenien nomynanuoneH GapMaKOKHHETHYEH aHAIN3, KBICTO Ca N3MOI3BAHH JaHHH OT MAIlMEHTH
C TCOpHAa3NC € KOHCTATHPaHO, Ye TEJIIECHOTO TErJIO € Hall-3HaYMMaTa KoBapuara, BIUsela BbPXY
KJIMpBHCa Ha ycTekuHyMmad. Menuanata Ha CL/F npu nanuenTu ¢ terno > 100 kg e npubausurento ¢
55% mo-Bucok B cpaBHeHHe ¢ manueHTH ¢ Terio < 100 kg. Mennanara va V/F mpu nmariieHTy ¢ Terio
> 100 kg e npubnmsurenHo ¢ 37% mo-BUCOK B cpaBHeHUe ¢ nanuenTu ¢ terno < 100 kg. Menuanata
Ha MUHHMAaJIHA CEPYMHH KOHIIEHTPAIMU Ha YCTEKUHYMal MPH MAMEeHTH € TO-TOJSIMO TETJI0

(> 100 kg) B rpynara ¢ no3a 90 mg ca moJoOHM Ha TE€3H MPH MaUeHTHTE ¢ mo-manko teryo (< 100 kg)
B rpymara ¢ 1o3a 45 mg. [TomoOHu pe3ynraty ca Mmojay4eHH OT MOTBbPANTENEH (papMaKOKHHETHYCH
MOMyJIAIIMOHEH aHaU3, KbETO ca U3MOI3BaHU JaHHH OT NAlMEHTHU C ICOPUATHYEH apTPHT.

Kopurupane Ha yecrtorara Ha NPHIOKEHHE

BB3 ocHOBa Ha HAOMOaBaHUTE MAaHHU U nomynanunonanTe ®K aHanu3u nmpu nanueHTy ¢ 6oect Ha
Crohn pannoMu3upaHUTE YIaCTHUIIM, KOUTO MPECTAHAT JIa CE MOBJIMIBAT OT JICUCHUETO, HMAT TI0-
HHUCKH CEpyMHU KOHIICHTPAIIUN Ha YCTEKUHYMa0 BB BpEMETO B CPaBHEHHE C YIACTHUIINTE, KOUTO HE
ca 3aryoumnu otroBop. [Ipu 6onectra Ha Crohn kopurupasero Ha qo3ara ot 90 mg Ha BcekH

12 ceqmuru Ha 90 mg Ha BCEKU 8 CEIMUIIM € CBBP3aHO C MOBUIIABAHE HA HAM-HUCKUTE
KOHIICHTPAIINH Ha YCTEKUHYMa0, KaTo TOBa C€ CHITHTCTBA C MMOBHUINIABaHE HA e(h)UKACHOCTTA.

Crenyaiaay IonyJIainu
Hsama HannvHu papMaKOKWHETUYIHU TaHHH TIPU MAIUCHTH ¢ YBpeleHa ObOpeuHa Wik YepHOAPOOHA
(dynkus. He ca mpoBeaeHr KOHKPETHH ITPOYYBAHUS MPH MALIMEHTH B CTapUYeCKa Bbh3PACT.

q)apMaKOKI/IHGTI/IKaTa Ha yCTCKI/IHYMa6 KaTo IAJI0 € CpaBHUMA MCKIAY MAlITUCHTHU C IICOPUA3UC OT
a3UAaTCKU U HCA3UATCKU ITPOU3XOUA.

[pu nauuentu ¢ 6onect Ha Crohn BapraOMITHOCTTa Ha KJIMPBHCA HA YCTEKHHYMa0 ce MOBIUABA OT
TEJIECHOTO TETJIO, HUBOTO Ha CEPYMHUS allOYMUH, I10JIa ¥ CTaTyca M0 OTHOIIICHUE Ha aHTHTEJaTa
cpemry ycTeKnHyMa0, TOKaTo TEIeCHOTO TETJIO € Haii-3HaunMaTa KOBapHara, BIHsela BbpXy ooema
Ha paznpenencHue. OcBeH ToBa mpu Oosnectra Ha Crohn KIUPHHCHT ce MOBNUsABA OT C-peakTUBHUS
IIPOTENH, CTaTyca [0 OTHOIIEHHE Ha HeyclexX Ha jeueHnero ¢ TNF-aHTtaronucTu u pacata (a3uaTcku
CIpsAMO HEa3MaTCKH MPOU3X0[). BraneiicTBrero Ha Te3n KoBapuaTH € B paMkute Ha + 20% oT
TUIIUYHATA UIH pedepeHTHaTa CTOWHOCT Ha choTBeTHUA PK mapaMmersp, mopaay ToBa He €
HEeoOX0oJ1Ma KOPEeKIHA Ha J03aTa 3a Te3u KoBapuaTH. ChIIbTCTBAIIOTO MPHUIIOKEHUE HA
MMYHOMOJTyJIATOPH HAMa 3HAYUTEIHO BIMSHUC BBPXY Pa3NpeAelieHUEeTO Ha yCTeKHHyMa0.

Pesynratu oT papMakOKMHETHUEH aHANIN3 Ha MOMYJIAMATa HE TIOKa3BaT BIUSIHKUE HA TIOTIOH WK
AJIKOXOJI BBPXY (hapMaKOKHMHETHKATa Ha yCTEKUHyMa0.

bronamnanoctTa Ha yCTeKI/IHYMa6 CJICT MIPUIIOKCHUE CHC CIIPUHIOBKA WIIN IMTPEABAPUTCIHO
HaIlbJIHCHA MUCAJIKa € CpaBHUMA.

IIpenBapurenHo HambIHEHATa MCAJIKA HE € IPOyYBaHa pY NeAuaTpuyHaTa MOIyJIalys U He ce
mpenopbyBa 3a yrnorpeda npu neIuaTpuyHy MalHeHTH.

Perynupane va CYP450 ensumu

Edexrure Ha [L-12 umu IL-23 BBpXy perynupanero Ha CYP450 eH3umuTe ca OlieHEHH B in Vitro
MIPOYYBaHE C U3IOJI3BAHE HA YOBEIIKH XETaTOINTH, KOeTO 1mokassa, ye 1L.-12 w/wmm [L-23 ¢ HuBa ot
10 ng/ml me mpoMeHnsaT aktuBHOcTTa Ha YoBemkuTe CYP450 emsumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
win 3A4; Bk. Touka 4.5).

[IpoBeneHo e oTkpuTo npoyuBaHe ¢aza 1 3a nexapcTeenu B3aumoaeictaua CNTO1275CRD1003 3a
OrleHKa Ha eeKTa Ha yCTeKMHYyMab BEPXY €H3UMHATa aKTUBHOCT Ha IuToxpoM P450 cien nHayKIus
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Y TIOATBPIKAILO MTpUJIarane IpH ManueHTH ¢ aktuBHa Oonect Ha Crohn (n=18). He ca HabnronaBanu
KIIMHAYHO 3HAYMMH ITPOMEHU B ekcriozunusata Ha kopend (CYP1A2 cyOctpar), Bapdapur

(CYP2C9 cyocrpar) omenpason (CYP2C19 cy6erpar), nekcrpomeropdan (CYP2D6 cyderpar) wiu
munazonam (CYP3A cyberpat), Korato ce H3Mo3BaT ChIIBTCTBAIO C YCTEeKHMHYMal pu oJo0peHara
NpenopbUYUTEsIHA JO3UPOBKA IpH MaueHTH ¢ 6onect Ha Crohn (BX. Touka 4.5).

5.3 IlpeakJuHUYHU JAHHHU 32 0€30MACHOCT

HexnmmHWYHWTE TaHHKW HE TTOKa3BaT 0COOCH PUCK (HAIp. TOKCHYHOCT Ha OPTAaHHUTE) 3a Xopa Ha O6azaTa
Ha MPOYYBAHMUS 32 TOKCHYHOCT MIPU MHOTOKPATHO MpHJIaraHe, TOKCHYHOCT 338 Pa3BUTUETO U
PENpOaYKTUBHA TOKCUYHOCT, BKJIIOYUTEIHO U (JapMaKoJIOTHYHUTE OLIEHKH 3a Oe3omacHocT. [Ipu
NPOYYBaHUS 32 TOKCHYHOCT 32 PA3BUTHETO M PENPOIYKTUBHA TOKCUYHOCT IPH IBJITOONAIIATH MaKalu
He ce HaOmoaBat HexellaHu e(heKTH BbpXy (pepTHINTEeTa MPH MBKKHUTE, KAKTO W BPOJCHU NehEKTH
WJIM TOKCUYHOCT 3a pa3BuTheTo. He ce HaOmogaBar HexxeNaHu eeKTH BbpXy QepTHINTETa IpU
JKEHCKUTE TIPH yHoTpedaTa Ha aHAJIOTHYHO aHTUTSIIO cpeiy [L-12/23 npu mumiky.

Jlo30BUTE HUBA B IPOYYBAHISI IPH KUBOTHH ca 0JIn30 45 MTH TIO-BUCOKH OT Hal-BHCOKAaTa
CKBUBAJICHTHA /1034, NPCABUIK/IaHAa 3a IPUIJIOKCHUEC ITPU NAIMUCHTH C IICOpHUa3UC, U BOAAT 10
MaKCHMAaJIHU CEPYMHH KOHIIEHTpaIlMU NMpU MaMyHH, KOuTo ca Haja 100 mbTH O-BUCOKH OT
KOHIICHTPAIMHTE, HAOII0JaBaHy IIPH X0Opa.

He ca npoBexxaanu mpoydyBaHUs 3a KaHIIEPOTEHHOCT C YCTEKHHYMa0 MOpau JIUICATa Ha TOIXO SN
MOJICITH 32 aHTHUTSIIO 0e3 KpbcTocaHa peakTuBHOCT KbM 1L-12/23 p40 Ha rpu3aum.

6. DODAPMAIIEBTUYHU JAHHHA
6.1 Choucbk Ha NIOMOIIHHUTE BelIeCTBA

XHUCTUINH

XUCTUIUHOB XUIPOXIOPUT MOHOXHUIPAT
[Mommcop6ar 80 (E 433)

3axapo3za

Bonma 3a umxeknuu

6.2 HecbBMECTHMOCTH

[Topaau nurca Ha MpoyYBaHMS 32 HECHBMECTHMOCTH, TO3M JIEKapCTBEH MPOIYKT HE TpAOBa 1a ce
CMECBa C APYTH JIEKAPCTBEHH MPOIAYKTH.

6.3 Cpoxk Ha roaHoCT

Pyzchiva 45 mg uHXeKIIMOHEH Pa3TBOP B MPEABAPUTEITHO HATBIIHEHA MTHCATKA

42 mecena

Pyzchiva 90 mg uHXeKIMOHEH pa3TBOP B MPEABAPUTEIHO HAITBIHEHA MTUCAIKA

42 mecena

OTaenHATe IPEABAPUTETHO HAITBTHCHH IMHCATTKA MOKE J1a C€ ChXpaHsIBaT IIPH CTallHA TeMIleparypa
10 30 °C eqHOKpaTHO 32 MaKCUMAJICH MEPHOJ A0 35 JHU B OPUTHHAIHATA KAPTOHEHA OTIAKOBKA, 3a J1a
Ce MPEANa3sT OT CBETJIMHA. 3aluIlleTe 1aTaTa, Ha KOATO MPEABAPUTEITHO HAThIIHEHATA ITUCAITKA €
W3BaJIeHa 32 THPBH ITBT OT XJIaIMIIHAKA HAa 0003HAYEHOTO HA KaPTOHEHATa ONakoBka MsCcTO. [1o Besko
BpEMC IIPEAN U3TUYAHETO HA TO3U IIEPUOT IMPOAYKTHT €AHOKPATHO MOXKE Ja 61)116 BbpHAT OTHOBO B
XJIAJIITHUKA, KBJICTO Jla Ce ChXPaHsBa JJO U3TUYAHE Ha CPOKa Ha TOAHOCT. 3xBhpieTe
MIpeBapuTETHO HAIThJTHEHATA MHCaJIKa, aKo He ce M3IT0JI3BA Clie]l CbXpaHeHHUe MPH cTaiiHa
TeMIepaTypa B paMKUTe Ha MAaKCUMAITHUS TIEpUO OT 35 THW WK Clle] U3THYaHe Ha OPUTHHATHUS
CPOK Ha FOJHOCT, B 3aBUCUMOCT OT TOBa, KO€ OT JBETE HACTBIIU I10-PAHO.
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6.4 CrhenuajaHu ycI10BHA Ha CbXpaHeHHUe

Ha ce cexpanssa B xnammiauk (2 °C — 8 °C). Jla He ce 3aMpa3siBa.

CpxpaHsiBaiiTe peIBAPUTEIHO HAITBIHEHATA MHCAJIKA B KAPTOHEHATAa OIaKOBKa, 3a J]a e Mpeanasy OT
CBETJIMHA.

AKO e HeOOXOIMMO, OTJCITHHUTE MPEIBAPUTEITHO HAMIBITHEHU THCANKH MOXE Jla C€ ChXPaHABaT MPH
ctaifHa Temnepatypa 10 30 °C (Bx. Touka 6.3).

6.5 Buau cbabp:kaHue HA ONMAKOBKATA

Pyzchiva 45 mg MHXEKIIMOHEH pa3TBOP B IIPEABAPUTEIHO HANBIHEHA TUCAIKA

0,5 ml paztBop B 1 ml cipuHIIOBKa OT CTHKIIO THII | ¢ UKCHpaHa WA OT HePhXKIacMa CTOMaHa C
pasmep - BpHIIeH d/apwkuHa: 29 G x 13 mm (72 uHY), MOHTHpaHa B TIPEBAPUTEITHO HAITBIHEHA
MMcaJIKa ¢ YCTPONCTRO 32 MaCHBHA 3alllUTa 3a UrJiaTa.

Pyzchiva 90 mg wHXeKIMOHEeH Pa3TBOP B MPEABAPUTEIIHO HAThJIHEHA MMHCAIKA

1 ml pa3tBop B 1 ml ciprHIIOBKA OT CTHKJIO THII | ¢ PHUKCHpaHa UIIIa OT HEPBXKJaeMa CTOMaHa C
pa3mep - BbHIIEH d/abmwkuna: 29 G x 13 mm (Y% uHY), MOHTHpaHA B MPEIBAPUTEIHO HAITBIHCHA
MMcaJIKa ¢ yCTPOHCTBO 3a MacHBHA 3aIMTa 32 UTJIaTa.

Pyzchiva ce npemyara B omakoBka ¢ 1 nmpeBapuTeIHO HAITBIHEHA MTUCAIIKA.
6.6 CroeumajHM NpeanasHu MepPKU NMPH U3XBBPJisiHe U padoTa

PasTBOpBT B mpenBapuTeNIHO HamrbIHEHATa nucaika Pyzchiva He Tps6Ba na ce paskiama. Pa3tBopsT
TpsiOBa Ja ce MPOBEPH BU3YaIHO 34 HAJIMYMETO HAa BUAMMY YacTUIM WIM IIPOMSIHA Ha LIBETA, IPEaU Aa
ce IPUIOXKH TTOIKOKHO. Pa3TBOPBT € OUCTBD, Ge31BETEH 10 OIEJ0XKBIT U MOXKE J1a ChABPKA HIKOJIKO
IpeOHU MoTynpo3padyHy WK OeIM 4acTHLIY NPOoTerH. TOo3W BHHILIEH BUJ] HE € HEOOHYaeH 3a
NPOTEHHOBUTE Pa3TBOPpH. JIeKapCTBEHUT MPOAYKT HE TPsiOBa J1a ce M3IO0JI3Ba, aKO Pa3TBOPBT € C
MPOMEHEH I[BAT WM MBTEH, WIN ChAbPKa BUIUMH 9y>xau yacTunu. [Ipenu npuinoxenue Pyzchiva
TpsOBa Ja JOCTUTHE CTaiHa TemIeparypa (MpUOJU3UTETHO 3a OKOJIO0 MONOBHH Yac). [loapoOHu
yKa3aHus 3a ynorpeba ca npeloCTaBeH! B JIUCTOBKATA.

Pyzchiva He chabpika KOHCEPBAHTH, 3aTOBA HEM3IIOI3BAHUSAT JICKAPCTBEH MPOYKT, OCTAHAI B
NpeABapUTEHO HAITbJIHEHATa IHcalKa, He TpsiOBa Ja ce u3nonsBa. Pyzchiva ce qocraBs kato
CTEepUIIHA NIPEIBAPUTEITHO HAITBJIHEHATA MHCANKa 3a eIHOKpaTHa ynorpeda. [IpenBapurenHo
HaITbJIHEHATa MHCAKa HUKOTa He TPsiOBa Jla ce M3MOJI3Ba MOBTOPHO. Hen3noa3BaHuAT JiekapCTBEH
MPOAYKT WIH OTHAIBUYHUTE MaTEpUAII OT HEro TpsiOBa J1a ce U3XBBPIAT B CHOTBETCTBHUE C MECTHUTE
H3UCKBaHHUAL.

7. NNPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10
2616 LR Delft

Hunepnangus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Pyzchiva 45 mg MHKEKIIMOHEH pa3TBOP B IIPEJABAPUTEIHO HANBIHEHA MUCAIKA
EU/1/24/1801/004

Pyzchiva 90 mg MHKEKIIMOHEH pa3TBOP B IIPEABAPUTEIHO HANBIHEHA TUCAIKA
EU/1/24/1801/005
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9. JATA HA ITBbPBO PA3ZPEINABAHE/IIOJJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

Hata Ha mepBo pa3pemanane: 19 anpun 2024 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

IToapo6Ha mHpOpPMAITUS 32 TO3U JIEKAPCTBEH MPOAYKT € MpeIocTaBeHa Ha yeOcaiiTta Ha EBponelickara
areHIIM 110 JekapcTBaTa https://www.ema.europa.eu/.

74


https://www.ema.europa.eu/

NNPUJIIOXKXEHUE I1
IMPOU3BOJAUTEJIN HA BUOJIOI'NMYHO AKTUBHOTO
BEIIECTBO U INTPOU3BOJUTEJL, OTTOBOPEH 3A
OCBOBOXJIABAHE HA ITAPTUN
YCJIOBUSA NJIK OTPAHUYEHUS 3A TOCTABKA U YIIOTPEBA

APYI'U YCJIOBUS N UBUCKBAHUSA HA PASPEIIIEHUETO 3A
YIHHOTPEBA

YCJIOBUS NJIN OT'PAHUYEHMNSA 3A BE3OITACHA U
E®OEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUA TPOAYKT
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A. TIPOU3BOJAUTEJIN HA BUOJOTI'NMYHO AKTUBHOTO BEIIECTBO U
IMPOU3BOJUTEJIL, OTTOBOPEH 3A OCBOBOXIABAHE HA ITAPTUIN

HMe u aapec Ha IPOU3BOAUTCINTE HA OMOJIOTUYHO AKTHUBHOTO BCIICCTBO

AGC Biologics A/S
Vandtarnsvej 83B
Soborg, 2860
Jaaus

HMe u aapec Ha IPOU3BOAUTENS, OTTOBOPEH 32 OCBO60)K)IaBaHe Ha MapTuauTe

Samsung Bioepis NL B.V.
Olof Palmestraat 10,
2616 LR Delft

Hunepnannus

b. YCJI0OBHMA NN OI'PAHUYEHUA 3A JOCTABKA 1 YIIOTPEBA

JlexapcTBEHUAT MPOJYKT c€ OTITycKa 10 OrpaHMYEHO JieKapcKo npeanucanue (Bx. [Ipunoxenue I:
Kpatka xapakTepucTika Ha MpoAyKTa, Touka 4.2).

B. JPYI'U YCJIOBUSA U UBNCKBAHUSA HA PASPEHIEHUETO 3A YIIOTPEBA
. Iepuoauynm akTyaau3upanu aoxkjaaau 3a o6esonacuoct (ITAIIB)

MsuckpanusTa 3a nogasane Ha [TA b 3a To3u JekapcTBEH NPOAYKT Ca MOCOUYEHHU B CITUCHKA C
pedepentaure natu Ha EBponeiickus cvio3 (EURD crucek), npeasuzes B wi. 1078, an. 7 ot
HupexruBa 2001/83/EO, 1 BB BCHUKH CIIEIBAIN aKTyallU3allH, yOJIMKYBaHH Ha €BPONIEHCKUS
yeOropTa 3a JeKapcTBa.

. YCJIOBUSA U OI'PAHUNYEHUA 3A BE3OIIACHA U EOEKTUBHA YIIOTPEGA HA
JIEKAPCTBEHMUSA ITPOAYKT

. Ilnan 3a ynpasienue Ha pucka (ITYP)

[purexaTensaT Ha pa3perienuero 3a ynorpeba ([IPY) TpsOBa na u3BbpIIBa H3UCKBAHUTE JCHHOCTH U
JEeWCTBU, CBBP3aHH C IPOCIIEsIBaHEe Ha JIeKapcTBeHaTa 0€30MacHOCT, mocoueHH B ogoopenus [1YP,

npeactaBeH B Moxyn 1.8.2 Ha pa3pemeHneTo 3a yrmoTpeda KakTo U BB BCHUKH CJICABAIIH OA00PCHH
akTyanu3auuu Ha ITYP.

Axtyamusupan [TYP Tps6Ba na ce momasa:

o o nckane Ha EBporielickaTta areHIus mo JeKapcTBara;

o BHHATH, KOTATO C€ M3MEHS CHCTEMAaTa 3a yIpaBJiIeHrne Ha PUCKa, 0COOEHO B pe3yiTar Ha
moJTy9JaBaHe Ha HOBa WH(OPMAITHS, KOSTO MOXKE J1a JIOBEIE A0 3HAYNMHU ITPOMEHH B
CHOTHOILIEHHETO MOJI3a/PUCK, WK CIIe] JOCTUTaHE Ha BaKeH eTar (BB BPb3Ka ¢ IpOCie/sIBaHe
Ha JIeKapcTBeHaTa 0€30MacHOCT MM CBEXKAAaHE Ha PUCKA 10 MUHAMYM).
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NMPUJIOKEHUE 111

JAHHMU BBPXY OITAKOBKATA U JIMCTOBKA
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A. IJAHHHA BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBbHIIHA KAPTOHEHA KYTHS (130 mg)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Pyzchiva 130 mg koHueHTpaT 32 HH)Y3UOHEH Pa3TBOP
YCTEKUHYMao

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceeku dmakon cpappika 130 mg ycrekunymab B 26 ml.

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

[TomoIHY BelIecTBa: XUCTUANH, XUCTHIUHOB XUAPOXIOPH MOHOXUIPAT, METHOHWH, JTHHATPUCB
enerar, 3axapo3sa, moxucopoar 80 (E 433), Boga 3a HHKEKITIH

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

KoHneHTpar 3a HH(pY3UOHEH pa3TBoOp
130 mg/26 ml

1 pnaxon

3 dnaxkona

‘ 5. HAYUH HA ITPUJIOKEHUE U ITBT(MIA) HA BBBEXJIAHE

Ja He ce pa3kiara.

Ipenn ynmoTrpeba npodereTe IMCTOBKATA.

CaMo 3a eTHOKpaTHO PUIIOKEHHE.
WHTpaBeHO3HO NPUIIOKEHHE CIIe/ Pa3pekaaHe.

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTHIIHO 34 JICIIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Hanmmere narara Ha n3BakaaHe OT XJIQAUJIHUKA

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

ﬂa CC CbXpaHsdBa B XJIaAUJTHUK.
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[a He ce 3ampassBa.
CoxpansBaiiTe prakoHa BB BHHIIIHATA KAPTOHEHA OMIAKOBKA, 32 JIa Ce MPEAIa3y OT CBETIIHHA.
Moutst, BIDKTE JTUCTOBKATA 3a MHGOPMAIIUSI OTHOCHO APYTH YCIOBUS 32 ChXPAHCHHE

10. CHENUAJHU NPEAITA3SHU MEPKU ITPU U3XBBPJIISAHE HA HENU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA IIPUTE/KATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10
2616 LR Delft

Hunepnannus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/24/1801/003
EU/1/24/1801/008

13. HNAPTHUIAEH HOMEP<, KOOJOBE HA JAPEHUETO U HA ITPOAYKTA>

ITapT.Ne:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHWUJ 3A YIHOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

IIpueTo e ocHOBaHME J1a HE Ce BKIIOYN HHMopManus Ha bpaiinoBa a3z0yka.

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JBynaMmepeH 0apKoJ C BKIIOUEH YHUKAICH UACHTH(DHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

BBbHIIHA KAPTOHEHA KYTUA 3A I'PYIIOBU OITAKOBKMH OT 3 ®JIAKOHA
(BKJIIOUYBALIIA BLUE BOX)

‘ 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Pyzchiva 130 mg koHIteHTpar 3a HHPY3HOHEH Pa3TBOP
YCTeKHHyMa0

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bceku ¢nakon cpappka 130 mg ycrekunymab B 26 ml.

‘ 3. CIIMCBK HA IOMOIIHUTE BEIIECTBA

IToMomHM BemiecTBa: XUCTHANH, XUCTHIUHOB XUAPOXIOPUI MOHOXHUIPAT, METUOHUH, TUHATPHUCB
ezerar, 3axapo3a, noaucopbar 80 (E 433), Boia 3a MHXEKIUU

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

KonreHtpar 3a uH(hy3uOHEH pa3TBOP
130 mg/26 ml
I'pynoBa omakoBka: 3 (3 onakoBku 1mo 1 Opoif) rakoHa

‘ 5. HAYMH HA TPUWJIOKEHUE U ITbT(MUIIA) HA BHBBEK/IAHE

Ja He ce pa3kiara.

Ipenn ynmoTrpeba npodereTe IMCTOBKATA.

CaMo 3a eTHOKpaTHO PUIIOKEHHE.
WHTpaBeHO3HO NPUIIOKEHHE CIIe/ Pa3pekaaHe.

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAJOCTBIIHO 3a JCIIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Hanmmere narara Ha n3BakaaHe OT XJIQAUJIHUKA

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

ﬂa CC CbXpaHsdBa B XJIaAUJTHUK.
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[a He ce 3ampassBa.
CoxpansBaiiTe prakoHa BB BHHIIIHATA KAPTOHEHA OMIAKOBKA, 32 JIa Ce MPEAIa3y OT CBETIIHHA.
Moutst, BIDKTE JTUCTOBKATA 3a MHGOPMAIIUSI OTHOCHO APYTH YCIOBUS 32 ChXPAHCHHE

10. CHELNMWAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnanous

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/24/1801/006 rpymoBa omnakoBka oT 3 ¢iaakoHa (3 omakoBkH 1o 1 ¢iaakoH)

13. HNAPTUIAEH HOMEP<, KOAJOBE HA JAPEHUETO U HA ITPOAYKTA>

ITapTt.Ne:

‘ 14. HAYUH HA OTITYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHME J1a He ce BKIIIOUM HH(popMmanus Ha bpaiinoBa a30yka

‘ 17. YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

</IByn3amepeH 0apKoJ ¢ BKIIOYCH YHUKAJIEH HICHTU(PHUKATOP>

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHA 3A 1 ®JJAKOH KATO MEXK/IUMHHA OITAKOBKA, KOMIIOHEHT
OT I'PYIIOBA OITAKOBKA (BE3 BLUE BOX)

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Pyzchiva 130 mg koHIteHTpar 3a HHPY3HOHEH Pa3TBOP
YCTeKHHyMa0

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bceku ¢nakon cpappka 130 mg ycrekunymab B 26 ml.

‘ 3. CIIMCBK HA IOMOIIHUTE BEIIECTBA

IToMomHM BemiecTBa: XUCTHANH, XUCTHIUHOB XUAPOXIOPUI MOHOXHUIPAT, METUOHUH, TUHATPHUCB
ezerar, 3axapo3a, noaucopbar 80 (E 433), Boia 3a MHXEKIUU

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

KonreHtpar 3a uH(hy3uOHEH pa3TBOP
130 mg/26 ml
1 pmakon

KommoHeHT Ha rpymnoBa onmakoBKa, He MOXKE JIa CE POoaBa OTICIHO.

‘ 5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXXJIAHE

a He ce paskiama.

[Ipenu ynorpeba mpoverere IMCTOBKATA.

CaMo 3a eTHOKpaTHO TIPHUIIOKEHHE.
WHTpaBeHO3HO MPHIIOKEHHE CIeN pa3pexkIaHe.

6. CIIENMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHABA HA MSICTO JAJIEYE OT IIOI'JIEJA 1 JOCEI'A HA JELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 34 [CIA.

‘ 7. APYI' CHEIMAJIHU NIPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Hanumere narara Ha u3BakgaHe OT XJIaJUITHUKA
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJIQAMITHUK.

Ja He ce 3ampassiBa.

CoxpansBaliTe iakoHa BB BhHIIIHATA KAPTOHEHA OMAKOBKA, 32 J1a CE MPEAINa3y OT CBETIMHA.
Moutsi, BUKTE JIMCTOBKATAa 32 WHGOPMAIIHsI OTHOCHO JPYTH YCIOBHUS 32 ChbXPaHECHUE

10. CHELOUWAJHU NPEAITA3SHU MEPKU ITPU U3XBBPJISAHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA IIPUTE/KATEJISAA HA PASPEIIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/24/1801/006 rpymoBa omakoBka oT 3 (hiakoHa (3 omakoBkd Mo 1 dhakoH)

13. MNAPTHUIAEH HOMEP<, KOOJOBE HA JAPEHUETO U HA ITPOAYKTA>

ITapt.No:

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

[Ipueto e ocHOBaHuKE 112 HE ce BKIOUM MH(opManus Ha bpaiinoBa a30yka

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

TEKCT HA ETUKETA HA ®JIAKOHA (130 mg)

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEX/IAHE

Pyzchiva 130 mg koHIIeHTpaT 3a HHPY3Ug
YCTeKHHyMa0

‘ 2. HAYUH HA ITPUJIIOKEHUE

3a 1.v. IPUJIOKEHHE CIIe]T pa3perkIaHe
[a He ce paskiamia.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM WJIN EIMHUILIN

130 mg/26 ml

6. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

TEKCT HA KAPTOHEHATA KYTUSA HA ®JIAKOHA (45 mg)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Pyzchiva 45 mg uHXxeKUnOHEH pa3TBoOp
YCTEKUHYMao

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bceku dnmakon cpabpika 45 mg yecreknaymad B 0,5 ml.

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

ITomoiHu BemecTBa: XUCTUANH, XUCTUANHOB XUAPOXJIOpUI MoHOXMApaT, E 433, 3axapo3a, Boja 3a
WHXKCKIUH. 3a JOIThJIHUTCIIHA I/IH(i)OpMa]_[I/HI BUKTC JIUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHxexkunoHeH pa3TBoOp
45 mg/0,5 ml
1 pmakon

‘ 5. HAYMH HA TPUWJIOKEHUE U ITbT(MIIA) HA BHBBEK/IAHE

[a He ce paskiama.

TTonkoXHO PUIIOKEHUE

CaMo 3a eTHOKpaTHO PUIIOKEHHE.
[Ipenu ynotpeba nmpoyereTe IMCTOBKATA.

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAJOCTBIIHO 3a JCIIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA NI3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no:
Hamnmere natata Ha u3BaXkgaHe OT XJIaJUIHUKA

9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE
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[a ce cbxpaHsiBa B XJIaAUITHHK.

[a He ce 3ampassBa.

CoxpaHsiBaiiTe (1akoHa BbB BHHIIHATA KAPTOHEHA OITAKOBKA, 32 Ja Ce MPEe/ITa3 OT CBETIHHA.
Mo, BUKTE TUCTOBKaTa 3a HH(OpMAaNus OTHOCHO IPYTH YCIOBHS 32 CbXpaHCHUE

10. CHENOUAJHH NPEAITA3SHA MEPKWU ITPU N3XBBHPJISAHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnannus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/24/1801/007

13. HNAPTUIAEH HOMEP<, KOOAOBE HA JAPEHUETO U HA ITPOAYKTA>

[TapTt.Ne:

‘ 14. HAYUH HA OTITYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

| 16. MH®OPMAIIUS HA BPAILJIOBA A3BYKA

Pyzchiva 45 mg

‘ 17. YHUKAJIEH UAEHTUO®OUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKos ¢ BKIIIOYECH YHUKAJICH HACHTU(PHUKATOP

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

TEKCT HA ETUKETA HA ®JIAKOHA (45 mg)

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEX/IAHE

Pyzchiva 45 mg urkexmmst
YCTeKHHyMa0
s.C.

‘ 2. HAYHMH HA ITPUJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIUHULIN

45 mg/0,5 ml

6. JPYIO

88



JAHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSITA HA IPEJABAPUTEJIHO HAITBJIHEHATA CIIPUHIIOBKA (45 mg)

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Pyzchiva 45 mg WH)XEKITMOHEH pa3TBOP B MPEABAPUTEITHO HAITBbJIHEHA CIIPHHIIOBKA
yCTeKHHyMa0

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEIHIECTBO(A)

Bcesika npeiBapuTeiHO HAITbJIHEHA CITPUHIIOBKA ChIbpka 45 mg ycrekunymad B 0,5 ml.

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

IToMomTHM BemecTBa: XUCTUANH, XUCTHINHOB XUAPOXIOpUI MOHOXHApaT, moiucopoar 80 (E 433),
3axapo3a, BoJa 3a HHIKEKIIUHU. 3a OMbIHUTEIHA WHGOPMAITHS BIDKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WHxeKkunoHeH pa3TBoOp B MPEABAPUTEIIHO HATBJIHEHA CIIPUHIIOBKA
45 mg/0,5 ml
1 mpeBapUTEIHO HAITBIHEHA CIIPUHIIOBKA

5. HAYUH HA ITIPUJIOKEHUE U ITBT(MIIA) HA BBBEXKXJIAHE

Ja He ce pasknaiia.

ITonkoXHO NMPUIIOKEHUE

Camo 3a eqHOKpaTHa ynorpeoa.

IIpenn ymoTpeba mpodereTe TUCTOBKATA.

6. CIIEHUAJIHO INPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IHOTJIEJA U TIOCET'A HA JTELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'Y CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINMO

‘ 8. JATA HA NI3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no:
Hamnmere natata Ha u3BaXkgaHe OT XJIaJUIHUKA
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsBa B XJIaAUIHHK.

Ja He ce 3ampassiBa.

CoxpaHsBaiiTe IpeIBapUTEITHO HATbJIHEHATa CIIPUHIIOBKA B KApTOHEHAaTa OMaKOBKa, 3a J1a Ce
Ipeanasy OT CBETINHA.

Moxe na ce cbXpaHsiBa pH cTaiiHa Temneparypa (1o 30 °C) 3a exHOKpaTeH nepuoa A0 35 AHHU, HO HE
HO-ABJITO OT OPUTMHAIHUS CPOK Ha FOJHOCT.

10. CHELOUAJHU NPEAITA3SHU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT

TAX, AKO CE U3UCKBAT TAKUBA

11.

NME N AAPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10
2616 LR Delft

Hunepnannus

12.

HOMEP HA PAPEHIEHUETO 3A YIIOTPEBA

EU/1/24/1801/001

13.

IHAPTUJAEH HOMEP

ITapt.No:

| 14.

HAYUH HA OTITYCKAHE

| 15.

YKA3AHMUA 3A YIIOTPEBA

| 16.

WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Pyzchiva 45 mg

| 17.

YHUKAJIEH HIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJICH HICHTU(PHUKATOP

| 18.

YHUKAJIEH WAEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

TEKCT HA ETUKETA HA IIPEIBAPUTEJIHO HAITBJIHEHATA CIIPUHIIOBKA (45 mg)

1. UME HA JIEKAPCTBEHUSA INPOAYKT U ITbT(UIIA) HA BBbBE/KJAHE

Pyzchiva 45 mg umkexmmst
YCTeKHHyMa0
s.C.

‘ 2. HAYHMH HA ITPUJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHUILIN

45 mg/0,5 ml

| 6. JIPYTO

91



JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSTA HA ITIPEJBAPUTEJIHO HAITBJIHEHATA CITPUHITOBKA (90 mg)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Pyzchiva 90 mg uHXeKIMOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBIIHEHA CITPUHIIOBKA
YCTEKUHYMao

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bcska mpeaBapuTenTHO HaITbIHEHA CIIPUHITOBKA ChABpka 90 mg ycrekuaymad B 1 ml.

3. CIIMCBK HA ITIOMOIIIHUTE BEHIECTBA

IToMomnTHM BemecTBa: XUCTHANH, XUCTHIWNHOB XHAPOXIOpHI MOHOXHIpaT, monucopoar 80 (E 433),
3axapo3a, BoJa 3a MHXKEKIMH. 3a IOMbJIHUTETHA HHQOpMAIIHs BHKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

WmkeknoHeH pa3TBop B MPEIBAPUTEITHO HAITBJIHEHA CIIPUHIIOBKA
90 mg/1 ml
1 mpeBapyuTEHO HAITBITHEHA CIIPUHIIOBKA

‘ 5. HAYMH HA TPUWJIOKEHUME U ITbT(MIIIA) HA BHBBEK/IAHE

Jla He ce pa3kiaia.

TToikOXHO MPUIIOKEHUE.

Cawmo 3a emHOKpaTHA yroTpeoa.

[Ipenu ynoTpeba mpoverere IMCTOBKATA.

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAJOCTBIIHO 3a JCIIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Hanmmere narara Ha n3BakaaHe OT XJIQAUJIHUKA

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

ﬂa CC CbXpaHsdBa B XJIaAUJTHUK.
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[a He ce 3ampassBa.

CpxpaHsBaliTe NpeIBApUTETHO HATBIIHEHATA CIIPUHIIOBKA B KAPTOHEHATa ONIaKOBKa, 3a J1a ce
Mpeanasy OT CBETINHA.

Mosxe na ce cbxpaHsaBa npu cTaiiHa Temmneparypa (1o 30 °C) 3a eqHOKpaTeH Nepuo 10 35 AHU, HO HE
MO-IBITO OT OPUTHHAIHUS CPOK Ha TOJHOCT.

10. CHELOUWAJIHU NPEAITAZHUW MEPKU IIPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnannus

12. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/24/1801/002

13. HNAPTUIAEH HOMEP

[TapTt.Ne:

‘ 14. HAYUH HA OTIITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Pyzchiva 90 mg

‘ 17. YHHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJ ¢ BKIIFOYCH YHUKAJICH HICHTH(PHKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

TEKCT HA ETUKETA HA IIPEIBAPUTEJIHO HAITBJIHEHATA CIIPUHIIOBKA (90 mg)

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEX/IAHE

Pyzchiva 90 mg urxexmmst
YCTeKHHyMa0
s.C.

‘ 2. HAYHMH HA ITPUJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHUILIN

90 mg/1 ml

| 6. JIPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSITA HA ITPEJBAPUTEJIHO HAITBJIHEHATA IINCAJIKA (45 mg)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Pyzchiva 45 mg uHXEKIIMOHEH Pa3TBOP B IPEABAPUTEIIHO HAIIBIIHEHA MMACAIKA
YCTEKUHYMao

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bcska mpeaBapuTeTHO HaITBIHEHA MHCANTKA ChAbPkKa 45 mg ycrekuaymad B 0,5 ml.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

IToMomnTHM BemecTBa: XUCTHANH, XUCTHIWNHOB XUAPOXJIOPUA MOHOXHIpaT, mommcopoat 80 (E 433),
3axapo3a, BoJa 3a MHXKEKIMH. 3a IOMbJIHUTETHA HHQOpMAIIHs BHKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

WHKeKIIMOHEH Pa3TBOp B IPEABAPUTEIIHO HAITBIHEHA MTHUCATKA
45 mg/0,5 ml
1 mpeBapuUTEIIHO HAITBJIHEHA TIHCATKA

5. HAYMH HA TPUWJIOKEHUME U ITbT(MIIA) HA BHBBEK/IAHE

Jla He ce pa3kiaia.

TTonkoXHO PUIIOKEHUE

Cawmo 3a emHOKpaTHA yroTpeoa.

[Ipenu ynoTpeba mpoverere IMCTOBKATA.

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAJOCTBIIHO 3a JCIIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Hanmmere narara Ha n3BakaaHe OT XJIQAUJIHUKA
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsBa B XJIaAUIHHK.

Ja He ce 3ampassiBa.

CoxpaHsBaiiTe peBapUTEIHO HAITbJIHEHATa MHICajIKa B KapTOHEHATa OMaKOBKa, 3a J1a Ce Mpeanasu oT
CBETJIMHA.

Moxe na ce cbXpaHsiBa IpH cTaiiHa Temneparypa (1o 30 °C) 3a eqHOKpaTeH nepuoa Ao 35 AHU, HO HE
IIO-ABJITO OT OPUTHHAIHUS CPOK Ha FOJHOCT.

10. CHEIOUWAJHU NPEAITA3SHU MEPKU ITPU U3XBBPJIISAHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA IIPUTEKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnannus

12. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/24/1801/004

13. NAPTUIEH HOMEP

ITapt.No:

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHUI 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Pyzchiva 45 mg

‘ 17. YHUKAJIEH UAEHTUO®OUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJICH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

TEKCT HA ETUKETA HA IIPE/IBAPUTEJIHO HAITBJIHEHATA IIMCAJIKA (45 mg)

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEX/IAHE

Pyzchiva 45 mg urkexmmst
YCTeKHHyMa0
s.C.

‘ 2. HAYHMH HA ITPUJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHUILIN

45 mg/0,5 ml

| 6. JIPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

TEKCT HA KYTUSTA HA ITIPEJIBAPUTEJIHO HAITBJIHEHATA IINCAJIKA (90 mg)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Pyzchiva 90 mg uHXeKIMOHEH Pa3TBOP B IPEABAPUTEIIHO HAIIBIIHEHA MMACAJIKA
YCTEKUHYMao

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bcska mpeaBapuTenHo HaITbIHEHA MACANTKA Chabpka 90 mg ycrekuaymad B 1 ml.

3. CIIMCBK HA TIOMOIIIHUTE BEHIECTBA

IToMomnTHM BemecTBa: XUCTHANH, XUCTHIWNHOB XUAPOXIOPUI MOHOXHIpaT, mommcopoat 80 (E 433),
3axapo3a, BOJAa 33 MHKEKIMH. 3a IOMIbIIHUTENHA HH()OpMAIIXs BIKTE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WmxeKknoHeH pa3TBop B IPEIBAPUTEIIHO HAITBIHEHA MTUCATKA
90 mg/1 ml
1 mpenBapUTENIHO HAITBITHEHA TTHCAITKA

5. HAYMH HA TPUWJIOKEHUME U ITbT(MIIA) HA BHBBEK/IAHE

Jla He ce pa3kiaia.

TTonkoXHO PUIIOKEHUE

Cawmo 3a emHOKpaTHA yroTpeoa.

[Ipenu ynoTpeba mpoverere IMCTOBKATA.

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAJOCTBIIHO 3a JCIIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
Hanmmere narara Ha n3BakaaHe OT XJIQAUJIHUKA

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

ﬂa CC CbXpaHsdBa B XJIaAUJTHUK.
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[a He ce 3ampassBa.

CexpaHsBaliTe IpeIBapUTEIHO HAITbIHEHATA MK CAIKa B KAPTOHEHATa ONIaKOBKa, 32 J1a CE NMPEANa3H OT
CBETJIMHA.

Mosxe na ce cbxpaHsaBa npu cTaiiHa Temmneparypa (1o 30 °C) 3a eqHOKpaTeH NepuoA 10 35 AHU, HO HE
MO-IBITO OT OPUTHHAIHUS CPOK HAa TOJHOCT.

10. CHELNUWAJIHU NPEAITA3HU MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Samsung Bioepis NL B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnannus

12. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/24/1801/005

13. HNAPTUIAEH HOMEP

[TapTt.Ne:

‘ 14. HAYUH HA OTITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Pyzchiva 90 mg

‘ 17. YHHUKAJIEH UWAEHTUOUKATOP — IBYU3MEPEH BAPKO/JI

JByn3mepeH 0apKoJ ¢ BKIIFOYCH YHUKAJICH HICHTH(PHKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN

99



MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

TEKCT HA ETUKETA HA IIPE/IBAPUTEJIHO HAITBJIHEHATA ITMCAJIKA (90 mg)

1. NME HA JIEKAPCTBEHMUS TPOAYKT U ITBT(MIIA) HA BBBEX/IAHE

Pyzchiva 90 mg urkexmmst
YCTeKHHyMa0
s.C.

‘ 2. HAYHMH HA ITPUJIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHUILIN

90 mg/1 ml

| 6. JIPYTO
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Bb. IHUCTOBKA
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JIncroBka: nHpopManus 3a NOTpeOUTEJIs

Pyzchiva 130 mg konueHTpar 3a nH(y3u0oHEeH Pa3TBOP
ycrekunyMab (ustekinumab)

vT031/1 JIEKapCTBEH NPOJYKT IOAJEKU Ha JOIBJIHUTENHO HabmoneHue. Tosa 1ie 1o3Boiau Obp30TO
yCTaHOBsIBaHE Ha HOBa MHQOpPMAIHs OTHOCHO Oe3omacHocTTa. MosKeTe a AajeTe CBOsl IPUHOC, KaTo
ChOOLINTE BCAKA HEXENaHa PeakLysl, KOSATO CTe MOIydmId. 3a HauMHa Ha ChOOIaBaHEe Ha HEXXEIaHU
peaxiuu BIKTE Kpast Ha TO4Ka 4.

IIpoyeTeTe BHUMATETHO IAJIATA JUCTOBKA, MPEIN A 3all0YHETE 2 H3MO0JI3BATE TOBA
JIEKAPCTBO, Thil KATO T ChAbP:Ka Ba:kHa 3a Bac nndopmanus.

Ta3u JHCTOBKA € HANMCAHA 32 nmanueHTa, KOHTO npuemMa JeKapcTrBoTo.

- 3amasere Ta3u JIMCTOBKA. MOJKe /1a Ce HAJIOXKH JIa S POYETETe OTHORO.

- AKO uMare HAKaKBH JIOBIHUTEIIHA BBIPOCH, NonuTaiTe Bamus jiekap iy GapMaresT.

- AKO MoNyunTe HIKAKBH HEKETaHU peakinu, yBenaomere Bamus nekap win dapmariet. ToBa
BKJIFOYBA ¥ BCHYKU Bh3MOKHU HEIKEJIAaHU PEaKIM1, HEOIIMCAHU B Ta3H JUCTOBKA. BuxkTe
TOuKa 4.

KakBo cbabpiKa Ta3H JHCTOBKA

Kakso mpencrasmnsaBa Pyzchiva u 3a kakBo ce n3mon3sa
Kakso Tpsi0Ba na 3Haete, npeau Aa usnoissare Pyzchiva
Kak me ce mpunara Pyzchiva

BB3MOKHH HEXENaHU PeaKInu

Kak na cexpansBare Pyzchiva

ChbabpxkaHue Ha ONAKOBKATa M AOIMBIHUTENHA HHPOPMALUS

A i

1. Kaxkso npeacraBassa Pyzchiva u 3a kakBo ce n3noJi3za

Kaxkso npeacraBiassa Pyzchiva

Pyzchiva chabpxka akTHBHOTO BEILIECTBO ,,yCTEKUHYMa0”’, KOETO € MOHOKIIOHAIHO aHTUTSIIIO.
MOHOKJIOHJIHUTE aHTUTENIa ca IPOTEHHHU, KOUTO Pa3[O3HABAT U CBbP3BAT ONpPENENICHH crieln(pUIHI
MPOTEHHH B OPTaHN3Ma.

Pyzchiva npunaanexu KpM Ipyna JeKapcTBa, HapeueHH ,,uMyHocynpecopu”. Te3un nexapcTsa
JeicTBaT, KaTO HAMaJIIBAaT aKTUBHOCTTA HA 4acT OT UMYHHATa CUCTEMa.

3a kakBo ce u3noJ3Ba Pyzchiva
Pyzchiva ce u3nosn3Ba 3a JieueHHE Ha CIEJHUTE Bb3MAIUTEIIHN 3200 sIBaHUS:
. YmepeHa o Texka 6onect Ha KpoH — npu Bb3pacTHU 1 Aena ¢ Terio Hah-manko 40 kg

BoJaecr na Kpon

Bonecrra Ha KpoH e Bp3nanuTenHo 3a00isBaHe Ha yepBara. Ako umare 6osnect Ha KpoH mepBo 111e
Bu ce magat apyru jgekapcTBa. AKO HE ¢€ IOBIHUACTE JOCTATHYHO HMIIM UMATEe HEITOHOCUMOCT KbM TE3U
JiekapcTBa, Moxe 11a Bu ce nane Pyzchiva 3a HamansiBaHe Ha IPU3HAIIMTE M CHMIITOMUTE Ha
3a0o1BaneTo Bu.

2. Kakso TpsadBa 1a 3HaeTte, npeau aa uznoJssarte Pyzchiva

He uznon3saiite Pyzchiva

o AKO cTe aJIepru4Hl KbM YCTEKHHYMA0 WIN HAKOS OT OCTaHAIIUTE ChCTABKH Ha TOBA
JISKapCcTBO (M30pOEHU B TOUKA 6).
o AKo UMaTe aKTHBHA MH(}eKuus, KosATo Bamusr jekap HaMupa 3a 3HaYUMa.
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AKO He CTe CUTYpHH JIaJId HAKOE OT H30POEHUTE MO-Tope ce OTHAcs 3a Bac, mochBeTBaiite ce ¢ Bamms
nekap win (hapMmarieBT, Ipeu 1a u3noissare Pyzchiva.

Ipenynpexaenus U NpeANa3Hu MEPKH

T'oBopete ¢ Bammst mekap winm gapManeBT npean na uimonssare Pyzchiva. Bammust ekap e
NPOBEPH CHCTOSIHUETO BU mpeu eueHneTo. YBegoMere cBos Jiekap 3a Besika Bara 6osect mpeau
nedenueto. ChIno Taka nHpopMupaiite Baius ekap, ako HaCKOpPO CcTe OWIIM B KOHTAKT C YOBEK,
KOWTO MOXe J1a nMa TyOepkyo3a. Bammsr nexap me Bu nperiiena u me HarrpaBu U3CIeIBaHE 3a
TyOepKymo03a, mpeau na usnonspare Pyzchiva. Ako Bamusr nekap cMsita, 9e cTe U3JI0KESHH Ha PUCK
ot TyOepKyJ03a, Moxe J1a Bu npesnuiie iekapcTBa 3a JICUSHUETO M.

CJenere 3a cepHO3HH HeKeJTAHU PeaKIUH

Pyzchiva Mosxe 1a mpenu3BrKa cCEpHO3HH HEXENaHU PEaKINH, BKIIOYUTEIHO aJIEPTHYHHI PEaKLUU 1
uHbpeknuu. TpsOBa fa ciaenuTe 3a ONpe/elIeHU MPU3HAIY Ha 3a00JIIBaHUs, IOKATO IIpueMaTe
Pyzchiva. Bmwxre ,,Ceprno3Hn HexXeJIaHA peKalliy’ B TOUKa 4 3a IIBJTHHS CIIHCHK HA TE3UW HEXKETTaH!
peaxiuu.

Ilpenn na uznoaszsare Pyzchiva undgopmupaiite Bamus jexap:

. AKO HSIKOTa €Te MMAJIU AJIEPTUYHA PeaKlusd KbM YCTEKHHYMAa0. AKO HE CT€ CUTYPHH,
nonuraiite Bamus nekap.

. AKO HAIKOra cTe UMaJIU HAKAKBB BH PaK — TOBA €, 3aII0TO UMYHOCYIIPECOPUTE KATO
YCTeKHMHYMab OTClIa0BaT 4acT OT UMYHHATa cucTemMa. ToBa MOKe Jia TOBHIIU PUCKA OT PakK.

. AKO cTe JIeKYBaHH 32 MICOPUA3UC C APYTU OMOJOTUYHH JIEKAPCTBA (J1eKaApPCTBO,

NMPOU3BeJEeHO 0T OMOJOTNYeH U3TOYHUK M OOUKHOBEHO NPUJIATAHO Ype3 MHKeKIMA) -
PHCKBT OT PaK MOJKE J1a € II0-BHCOK.

. AKO UMaTe WJIN HACKOPO €Te MMAJIU HH(EKIUA WIN AKO UMATEe HAKAKBU HeOOMYaAHHI
OTBOPH 1O KOXkaTa (pucryam).

. AKO UMaTe HOBH WJIM IPOMEHSIIIM ce JIe3NH B yJacThLUTE C ICOPUA3UC UITH 110
He3acerHaraTa Koxa.

o AKo noJsryyaBare Apyro JiedeHue 3a NCOPUAZHC U/ UJIH NICOPUATHYEH APTPUT — KAaTo APYTH

UMYHOCYIIpECOpH HIH (hoToTepamnus (KOraTo TsIIOTO ce JIeKyBa ¢ ThIl yarpaBuoiieroBa (UV)
cBeTnHA). Te3u JeueHns ChIIo MOXKE JIa OTCIA0AT YacT OT UMyHHAaTa cucteMa. V3non3BaHero
Ha Te3H JICUeHHsI 3a¢HO C YCTEKMHYMa0 He € u3cieBano. Be3MokHO € obaue, TO Ja yBeTudn
pHcKa oT 3a00JIIBaHMsI, CBBP3aHH ¢ OTcIabBaHe HA UIMYHHATA CHCTEMA.

o AKO ToJIy4YaBaTe HJIH HAKOra CTe MOJIy4YaBaJu HHKEKIHH 32 jJJedeHHue HA aJIepruu — He €
HU3BECTHO JaJIn yCTeKI/IHYMa6 MOXE J1a OKaXXE€ BIIMAHUC BBPXY TAX.
. AKoO cTe Ha M HaJX 65 roAUHU — MOXE J1a CTE TIO-CKJIIOHHU KbM WH(EKITHH.

AKO He CTe CHTYpHH JIAJIH HAKOE OT rOpeu30poeHHTE ce OTHACA 3a Bac, mochBeTBaiite ce ¢ Bammus
Jexap win (papMareBT, Ipean aa u3noiissarte Pyzchiva.

Hsxou nanuenTu nojry4aBat J'IyrIyC-HOI[O6HI/I pCaKnnu, BKIIIOUUTCIIHO KOXCH JIYITYC CPpUTCMATOACC U
J'IYHyC-HO,Z[OGCH CUHAPOM, IIO BpEME HaA JICYCHUE C YCTeKI/IHYMa6. FOBOpeTC BCaHara c Bamms JIEKap,
AKO IIOJIYUUTC YCPBCH, HAJUTHAT, JIFOUICIH] CE O6pI/IB, IMOHAKOrI'a C MO-TbMHU I'PaHUIIH, B U3JIOKCHUTEC
Ha CIIBHIEC Y4aCThIM HAa KOXXaTa Wi CTaBHU 0O0JIKH.

CobpaeyeH HHPAPKT U HHCYJITH

WudapkT 1 HHCYNITH ca HaOII0JaBaHu B IPOYYBaHE NPH MAEHTH C TICOPUA3UC, JIEKYBaHU C
ycTekuHyMab. Bamwust nekap peloBHO I1ie IpoBepsBa PUCKOBHUTE (JaKTOPH 3a CHPACYHO 3a00sBaHE U
UHCYNT TpH Bac, 3a 1a e curypHo, 4e Te ce JIeKyBaT Mo Moaxoasi| HaunH. HezabaBHo moThpcere
MEIUITMHCKA TTOMOIII, aKO MOIYIUuTe O0JIKa B THPAUTE, CIA00CT WM HeOOMIaiHO ycelaHe OT eaHaTa
CTpaHa Ha TAJIOTO, OTITYCHATOCT Ha JIUIETO WJIK TOBOPHU HIIU 3PUTEITHUA CMYIICHHSL.

Jleua v roHOIIM
YcrekuHyMab He ce mpernopbuBa 3a ynorpeda npu jaeua ¢ 6osect Ha Kpon u terno nox 40 kg, 3amoro
HE € MPOYYBaH MPH Ta3d Bb3pacToBa rpyrma.

103



JApyru nexkapcrBa, Bakcunu u Pyzchiva
Tpsi6Ba na kaxxere Ha Barmus sekap uimu dhapmarieBT:

o AKo mpremMaTte, HaCKOpO CTe IpUeMalld WIIM € Bb3MOXHO J1a TPUEeMeTe JIpYTH JIeKapCTBa.

o Axo Hackopo Bu e npaBena winu miaHuparte J1a Bu ce nmpaBu BakcuHanus. J{okaTo usnon3sare
Pyzchiva, Hsxou BuoBe BakCHHM (KMBH BaKCHHH) HE TPsIOBa Ja ce MpuJarar.

o Axo cre nmonmyyaBanu Pyzchiva mo Bpeme Ha OpeMeHHOCTTa, TPsIOBa Aa Ka)KeTe Ha JieKaps Ha

6e0eTo Bu 3a meuennero ¢ Pyzchiva, npenu To ma momy4n KakBaTo M J1a € BAKCHHA,
BKJTFOUHMTEITHO JKUBH BakcuHH, KaTo BIDK BakcuHa (mM3mon3BaHa 3a peAmna3BaHe OT
TyOepKymo3a). JKuBure BaKkCHHHU HE ce MpenophuBaT 3a BameTo 6e6e mpe3 mppBUTE ABAHAICCET
Mecella ciell paXaaHeTo, ako cTe oidy4aBanu Pyzchiva mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo
JekapsAT Ha BameTo 6e6e He mpenophia Ipyro.

BpeMeHHOCT U KbPMeEHe

o AKko cTe OpeMeHHa, cMsTaTe, ye MOXe J1a cTe OpeMeHHa WU MJIaHupaTe OpEeMEHHOCT,
NochBeTBaiTe ce ¢ Bamms jgekap npenu ynorpebdara Ha TOBA JIEKapCTBO.
o He e HaOnro1aBaH 1o-BUCOK PHCK OT BPOJICHH Ae(eKTH IpH OedeTa, H3JI0KEeHH Ha yCTEeKUHYMa0

B yTpobata. JlanHuTe OT ynoTpedaTta Ha ycTeKHHYMab npy OpeMeHHH KeHHU obade ca
orpannucHu. [lopaau ToBa e 3a npeAnounTane ia ce u30area ynorpedara Ha ycTeKuHyMad 1o
BpeMe Ha OPEMEHHOCT.

o AKO cTe JKeHa ¢ IETePOICH TOTCHITHA, JKEeJIAaTeIHO € Ja He 3a0peMeHSIBATE U J1a U3I03BaTe
MOJIXOJIAI MPOTUBO3aYaTh4eH METO/I, KOraTo U3MOJ3BaTe YCTeKHHYMa0 U oHe 15 cenqmunm
CJIe/] TIOCIETHOTO pHIIaraHe Ha YCTEeKHHYyMa0.

. YcerekuayMad MOKe Jla MpeMUHE TIpe3 TUTAeHTaTa B HepoIeHOTo 0ebe. AKO CTe ToydaBaiu
Pyzchiva mo Bpeme Ha OpemeHHOCTTa cH, 6e0eTo Bu Moxe 1a nMa 1o-BUCOK PUCK OT
WH)EKITHS.

o BaxHo e 1a xakere Ha ekapuTe Ha Bamrero 6eGe u Ipyri MeIUIMHCKH CIICIIMAINCTH, aKO CTE

nony4aBaiu Pyzchiva rmo Bpeme Ha OpeMeHHOCTTa CH, pen 6e0eTo Ja MOoIydr KaKBaTo | Ja €
BakcuHa. JKuBu BakcuHH, kaTo BIJK BakcuHa (M3mos3BaHa 3a mpejna3BaHe oT TyOepKyo3a),
HE ce npenopbuBaT 3a Bamiero 6e6e mpe3 mbpBUTE ABaHAAECET MECELA CIie]l paXKJaHETO, aKO
cre nosrydaBany Pyzchiva mo Bpeme Ha OpeMEeHHOCTTa, OCBEH ako JieKapsT Ha Bamrero 6ebe He
Ipenopwya Jpyro.

. VYcreknnymMab Moke Ja IpeMHHE B KbpMaTa B MHOTO MaJIki KonnyecTBa. [locsBeTBaiiTe ce ¢
Bamms nexap, ako KbpMHUTE WM aKO IJIaHUpaTe ga KbpMmute. Bue n Bamusat nekap tpsosa na
peryre gany TpsAOBa Aa KbPMUTE WM J1a U3MI0JI3BATE YCTEKHHYMa0 — HE MPaBeTe U ABETE.

Ilopupane u padoTa ¢ MAILIUHU
YcereknHyMa0 He TIOBIHSBA WITH TIOBJIASBA MIPEHEOPEKUMO CIIOCOOHOCTTA 32 Iodupane U padoTa ¢
MalluHHU.

Pyzchiva cbabpika HaTpHid

Pyzchiva cpapprka mo-manko ot 1 mmol Hatpmii (23 mg) Ha 103a, T.€. MOXKE Ja ce Kaxe, 4e
NPaKTUYECKH HE ChABbPKa HATPUI.

[Ipenu na Bu 6vae npunoxxen obaue, Pyzchiva ce cmecBa ¢ pa3TBop, KOWTO ChIbpKa HATPUH.
I'oBopere ¢ Bamms nekap, ako cte Ha JUeTa ¢ HUCKO ChIbpyKaHHUE HA HATPHIA.

Pyzchiva csabpika nmoamcopoar 80 (E433)

Tosa nexapctBo cpabpika 10,4 mg nomucopOat 80 (E433) BbB Bcekn daaxon (30 ml), kouro ca
exBuBasieHTHH Ha 10,4 mg/26 ml. [TonucopbaTrute Morar fa MPUUMHAT ajleprUaHu peakuuu. Tpsosa
Jla KakeTe Ha Bamms siekap, ako UMaTe yCTaHOBEHH aJICPIUU.

3. Kaxk me ce npuiara Pyzchiva

Pyzchiva e npeanasznaues 3a ynorpeda moja prKOBOACTBOTO U KOHTPOJIA Ha JIEKAp C OIHT B
JMarHOCTHKAaTa U JIe4ueHueTo Ha Oonect Ha KpoH.
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Bammsr nexap me Bu npunoxu Pyzchiva 130 mg xoHIeHTpaT 32 HHPY3HOHEH pa3TBOP Ype3 KalKoOBO
BJIMBaHE BbB BEHATa HA pbKaTa (MHTpaBeHO3HA MH(Y3HsI) B IPOABDKEHUE HAa Hall-Mallko €MH Yac.
ITocbBetBaiiTe ce ¢ Bamus iexap 3a ToBa, Kora 1me Bu ce mocTaBiaT MH)XEKIIMKUTE U Kora IIIe ca
CIIeJIBAIINTE KOHTPOJIHH NPETIeIH.

KaxBo xoaudectBo Pyzchiva ce mpuiara
Bammsr nekap mie pemu kakBo KonudecTBo Pyzchiva TpsiOBa aa moiy4nTe 1 3a KaKbB MEPUO]] OT

BpEMe.

B1)3pacnm Ha 18 roauH Wim mo-rojeMu

. Jlekapsrt 111e M3YUCIIK IpernopbunTesiHaTa 3a Bac 103a 3a nHTpaBeHo3Ha MH(Y3Us Bh3 OCHOBA Ha
TesiecHoTo Bu Terno.
Bammero TenecHo Terio Jloza
<55kg 260 mg
> 55 kg no <85kg 390 mg
> 85 kg 520 mg
° Crnien HavyajiHaTa MHTPAaBEHO3HA J103a 1ie Bu Obe mpuiioxkeHa cienpaiiara 103a 90 mg

Pyzchiva upe3 nHxeKkIus Mo Koxara (IIoOAK0KHA HHKEKIUS) el 8 CSMMUIIU U CIIe] TOBa Ha
BcekH 12 cemmuIm.

Hena c 6osect Ha KpoH 1 Terno Haii-maiko 40 kg

L .HGKapHT Ie orpeacj NpenopbUnTEeIIHATA 34 Bac J103a 3a UHTPAaBCHO3HA I/IHq)y3I/I$I BB3 OCHOBA
Ha TenecHoTo Bu Terio.

Barrero tenecHo Terio Ho3za
>40 no <55kg 260 mg
>55 kg no <85kg 390 mg
> 85 kg 520 mg
. Crien HavyaHaTa MHTPABEHO3HA /1034 IIIe MOIy4nTe clieaBamaTa 1o3a 90 mg Pyzchiva upes
WHXCKTHPaHE MOJI Koxkara (MIOAKOKHA MHKEKITUS) CIe] 8 CeJMHUIIH, a CJIe]l TOBA HA BCCKU

12 ceamuin.

Kak ce npuaara Pyzchiva

. [IspBata no3a Pyzchiva 3a neuenne Ha 6omect Ha KpoH ce mpuiara ot Jiekap 4pe3 KarrkoBO
BIIBaHE BHB BEHA B pbKaTa (MHTpaBeHO3HA HH(DY3Hs).

T'oBopete ¢ Bammst mekap, ako IMaTe BBIIPOCH OTHOCHO TpHitaraneTo Ha Pyzchiva.

AKo cTe mponycHa/am aa usnoaszsare Pyzchiva

AKO cTe 3a0paBHITH HITH CTE TIPOIYCHAIM Yaca CH 3a MpHUJIaraHe Ha J103a, CBhpiKeTe ce ¢ Bamms inexap
3a IIaHWpaHe Ha HOB 4ac.

AKko cte cipesin ynorpedara Ha Pyzchiva

He e omacuo ga cripete ynorpebara Ha yerekuHyMa0. Ako obade s cripeTe, Bammre cHMIITOME MOXKe
Jla e Bb30OHOBSIT.

AKO MMare HSKaKBH JOITBIHATEIHN BBIPOCH, CBBP3aHHU C yIoTpedaTa Ha TOBA JIEKapCTBO, MOMUTANTE
Bammmst nexap wim papmareBr.

4. Bb3MoKHM HeXKeJTAHU peakuumn

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKE [1a IPCAN3BHUKA HCKCIIAaHNU PCAKINU, BBIIPCKU Y€ HC
BCCKHM I' I10JTy4aBa.
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CepHoO3HM HeKeJTaH! pPeaKkuu
Hsaxon MNalEeHTU MOXKE J1a UMAaT CCPHUO3HHU HCIKCIIaHU PCAKIUHU, [TPU KOUTO Aa CC Hajlara CIiCluIHo
JICUCHUC.

AJlepru4Hy peakuuu — MOe /1a U3UCKBAT cIelHo Jeyenue. Undopmupaiite Bamus
JieKap Win He3a0aBHO MOTbPCeTe CNelIHA MeIHIMHCKA MOMOIII, aAK0 3a0eJIe;KuTe HIAKOW oT
cJIeTHUTE MPU3HALM.
. CepHo3HHTE aleprUIHN PeaKyH (,,aHapuiIaKcus’’) ca peJKd Py Xopa, MprueManiy
ycTekuayMab (Moxke na 3acersHat g0 1 Ha 1000 qymm). [Ipu3HanuTe BKIIIOYBAT:
o 3aTPyAHEHO AUIIIAHE WM MPErTbIaHe
o) HHCKO KPBBHO HAJIATAHE, KOETO MOXKE JIa IPUINHU 3aMassHOCT WJIA CBETOBBPTEK
o) MOAYyBaHE Ha JIMIIETO, YCTHUTE, YCTaTa WIH I'BPIIOTO.
. UYecTuTe NMpU3HAIM HA AJIEPTUYHA PEAKIIMUS BKIIFOYBAT KOXKEH OOpUB U ypTUKApUS (MOXKE
na 3acerHat 10 1 va 100 mymm).

Peakunu, cBbp3ann ¢ HHQY3UATA — AKO ce JeKyBaTe 3a 6oJiectTa Ha KpoH, mbpBaTa n03a
HAa YCTeKMHYMa0 11e ce MPUJI0KHU Ype3 KallKOBO BJIMBaHe BbB BeHA (MHTPABEHO3HA
uHy3us). Hakou naumeHTH MoJIy4aBaT CePUO3HM aJIePrUYHM PeaKIluu 1o BpeMe Ha
HHpy3usTAa.

B peaku ciyyan ce cho01IaBaT ajieprudHu 0ej101pooHN peakMu U 6eJ10APoOHO
Bb3MAaJIeHUEe MPHU NAllMeHTH, KOUTO MOJy4aBaT yCTeKHHYMAa0. YBeaomeTe BeqHara Bamus
JieKap, aKko MoJiyuuTe CHMITOMH KATO KAIILUIUIA, 32yX U BUCOKA TeMIlepaTypa.

AKO MoNTyYlTe Cepro3Ha ajepruiHa peakiiys, Bamust gekap Moxe na pemy, 4ye Bue He TpsiOBa
na ynorpebssare Pyzchiva oTHORBO.

Nudexuumn — Moske 1a U3UCKBAT clieliHo JeyeHue. Uudopmupaiite Bamus nekap, ako
3a0esie:kNTe HAKOM OT cileTHUTE NMPU3HALM.

o HHGEKIMUTE Ha HOCA WK T'BPJIOTO M MIPOCTyIaTa ca uecT (MOJKe J1a 3acerHart 1o 1 Ha
10 mymm)

o MHQEKIMUTE Ha JIOJIHUTE IUXATCIHH MbTHINA (TPBIHU HHPEKIIUN) ca HeuecTH (MOXKe Jia
3acersar a0 1 Ha 100 gymm)

o BB3MAJICHUETO Ha TIOJIKO’KHATA ThKaH (LIEIyJINT) € HedecTo (MOXKe J1a 3acerne 70 1 Ha
100 mymmm)

. xepriec 30ctep (B O0JIE3HEH 00pUB ¢ MEXYpH) € HedecT (MOXKe J1a 3acerHart o 1 Ha
100 mymrm)

YcrexknayMab Moxke a Hamanu criocobHoctra Bu na ce 6opute ¢ uHdpexun. Hakon naexim
MOJKE J1a CTAaHAT CEPUO3HU M MOJXKE J1a BKJIIOYBAT MH(EKIINU, IPUIMHEHU OT BUPYCH, I'bOMUKH,
OakTepuH (BKIIFOYUTEITHO TyOepKyJI03a) WK Napa3uTH, BKIFOUUTEITHO HH(DEKIINH, KOUTO
BB3HUKBAT MPEAMMHO NIPU XOpa ¢ OTcIabeHa UMYHHA cucTeMa (OTMOPTIOHUCTHYHN WH(EKIINN ).
[Ipu nanueHTH, NoJIyvaBallyd YCTEKHHYMa0, ce ChoOIaBaT ONOPTIOHUCTUYHHN HHPEKIIUN Ha
MO3bKa (eHIeaaiT, MeHUHTHUT), OeTuTe APOOOBE U OUHUTE.

Jlokato u3mosi3BaTe yCTeKHuHyMa0, TpsOBa 1a CiieinTe 3a MpU3Hany Ha nHpeknus. Te
BKJIFOYBAT:

BHCOKA TeMIlepaTypa, TpUNonoa00HH CHMITOMH, HOIIHO TIOTEHE, 3ary0a Ha TerJio
yMopa W 33yX, YIOPUTa KallTHIa

TOIJIa, 3a4epBeHa u OoJIe3HEHa KOXKa MITH 00JIe3HEH KOXKEH OOPUB C MEXypH
napeHe Mpu ypuHUpaHe

Juapus

3PHUTEITHO CMYIIICHHE WX 3ary0a Ha 3peHHe

r1aBo0oJIHe, CKOBAaHOCT Ha BPaTa, YyBCTBUTEIHOCT KbM CBETIIMHA, T'aJICHE UIIN
00BPKAHOCT.
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WNudopmupaiite Bamms nekap BegHara, ako 3a0€IeKUTE HIKOW OT TE3U MPU3HAIY Ha
uHdeknus. Te Morat na 6baT NPU3HAIM HA HHPEKIMH KaTO TPhIAHNA HHOEKIIUH, KOXKHH
UHQEKIINHU, XePIIeC 30CTEP WM ONOPTIOHUCTUYHNA UHPEKIIUN, KOUTO MOTaT JIa JIOBEAAT JI0
cepuo3Hu ycnoxHeHus. Madopmupatite Bamus nekap, ako uMare HIKakBa yIOpPUTa WK
MOBTapsIIa ce nHGEKIMs. BausaT gekap MoXke J1a peliy, 4e He TpsiOBa 1a ynotpedsiBare
YCTEKHHYMa0, TOKaTo HHPEKIHATA He ObIe M3eKyBaHa. YBeaoMeTe Bamms nekap, u ako
nMaTe OTBOPCHU PaHU WJIN HAPpAHABAHUAA, TBU KaTO MOXKeE Ja ce HHq)eKTHpaT.

JliomeHe Ha KOXkaTa — HHTEH3WBHOTO 3a4epBsiBaHe U JIOLIEHE HA KOKATa HA M0-ToJisiMa
IJIOI MO TAJ0TO MO3Ke /1a ca CAMIITOMH HA ePUTPOAepPMHYEH NMCOPUA3NC HUJIH
excomaTHBEH 1IePMATUT, KOUTO €A CEPHO3HH KOKHU 3200/1s1BaHUsl. AKO 3a0ese:kuTe
HAIKOH OT Te3u NMPU3HALM, TPsiOBa 1a nHGopMmuparte Bamus Jiekap He3a0aBHO.

Jpyru HexKeJlaHHU peaKkuuu

YecTu HexeJIaHU peakunu (Moxxe 1a 3acerrar 1o 1 Ha 10 gymmm):
JapHst

rajicHe

MOBpBIIaHE

yMopa

3aMastHOCT

riaBobosme

cepbex (IpypuTyC)

0oiKa B I'bp0a, MyCKYJIUTE HIIH CTABUTE
BB3MAICHO T'bPIIO

3a4yepBsiBaHe U 00JIKa HA MSICTOTO HA WHIKEKTUPAHE
WH(QEKIUS Ha CHHYCHUTE

HeuecTun He:xenaHu peaknnu (Moxe na 3acersar o 1 va 100 qymm):

WH(EKINN Ha 360UTe

BarMHaJIHa HH(EKIHS, IPUINHEHA OT T'bONYKH

JeTpecust

3aIyIIeH HOC WK Xpema

KbpBEHE, TOCUHSIBaHE, BTBBPsIBAHE, II0{yBaHEe U ChPOEkK Ha MSACTOTO HAa MHIKEKTHPAHE

ycelaHe 3a ciaboct

crHajlaHe Ha KJlenada U U3KPHUBSIBAaHE HA MYCKYJIUTE Ha €JHATa MIOJIOBHHA Ha JIUIIETO

(,JiIIeBa Mmapanmsa’” WIH ,,[1apain3a Ha ber’”), KosATo 00MKHOBEHO € BpeMeHHa

. MpOMSTHA Ha TICOPHA3Uca ChC 3aU4EPBSIBAHE M HOBH MaJIKH, JKBJITH WU O€IH MEXypH I10
KOJKaTa, IIOHSKOTa IPUIPYKEHHU C Temreparypa (IIyCTyI03eH IICOPHa3uc)

. OesneHe Ha Kokata (ekcdomalus Ha KoxKara)
aKHE

Penxu HexxeJIaHM JTeKaApCTBeHH peakuuu (Moxe fa 3acerrar 10 1 Ha 1 000 mgyrmm)

. 3auepBsBaHe U JIOIIEHE HA KOXKAaTa Ha IMO-TOJIsIMa TIUIOI 110 TSUTOTO, KOUTO MOXKE /1a
ChpOsT WiH 11a ca 6ose3HeHu (exchonratuBer aepmarur). [lomobun cuMnToMu
MOHSIKOTA CE Pa3BHBAT KaTo eCTeCTBEHA MPOMsIHA Ha BUa Ha CUMIITOMHU Ha TICOPUA3HUC
(epuTposepMHUUEH TICOPHA3HC)

. Br3manenue Ha MalTkKuTe KPHBOHOCHU CHJIOBE, KOETO MOXKE J1a JIOBEE 0 KOXKEH OOpHB C
MaJIK{ Y€PBEHH WJIH JIMJIABU TIOAYTHHH, TEMIIepaTypa Wi 00JIKa B CTaBHUTE (BaCKYJIHT).

MHoro peakn HexKeJIaHU JeKapcTBeHH peaknuu (Moxe na 3acerHat no 1 #a 10 000 mymm)

. OO0pazyBaHe Ha MeXypH 10 KOXKaTa, KOITO MOXe Ja ObJ/ie 3a4epBeHa, ChpOsIa u
OomnesHeHa (0y03eH meMpUTOn)
. KOXKEH JIYITyC epUTeMaToieC U JyMyc-mo00eH CHHAPOM (YepBEH, HAJIUTHAT, JIFOIIEII Ce

0OpHB B M3JIOKEHUTE Ha CIIBHIIC yYaCThIIM HA KOXKaTa, KOUTO MOXKE J1a € IPUAPYIKEH OT
0OJIKU B CTABUTE).
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Cpo01IaBaHe HA He)KeJIAHU PpeaKluu

AKO TIOJTy4YHTe HAKAKBH HEXeJlaHH JIEKapCTBEHU peakluy, yBeqoMeTre Bamus nexap win ¢papMarenT.
ToBa BKIIIOUBA U BCUYKU Bb3MOKHU HEOMHMCAHU B Ta3H JIMCTOBKA HEXEIAHU peakiuu. MoXKeTe ChIIo
Jla ChOOIINTE HeXKETIAaHW PEaKINK JUPEKTHO Ype3 HAIMOHAIHATA CHCTEMa 3a ChOOIIaBaHe, TOCOYEHA B
IIpunoxenune V. Kato crobmaBare HexXeIIaHA Peakiliy, MOXKETE Ja MajeTe CBOS MPUHOC 3a
noJlyyaBaHe Ha oBeuye HHQOpMalns OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na coxpansiBate Pyzchiva

J Pyzchiva 130 mg xoHeHTpaT 32 HH(PY3HUOHEH pa3TBOP ce Mpuiiara B OOJHHULA WM KIMHUKA 1

HE ce Hajara MaueHTHTE 1a IO ChbXPaHsIBaT WK 1a OOpaBsT ¢ HETO.

[a ce cpxpaHsiBa Ha MICTO, HEIOCTBITHO 32 JIeIa.

[a ce cpxpansBa B xnaauiaHuk (2 °C—8 °C). [la He ce 3ampa3ssiBa.

CrxpansBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa, 3a J1a C€ Mpeana3y OT CBETIHHA.

Axko e HeoOxoaumo, otaenaute Guakonu Pyzchiva Moxke cbiio na ce cbxpaHsBat Ipu craiiHa

temneparypa 10 30 °C enHOKpaTHO 3a MaKCHMAJIEH NEPUO A0 35 IHU B OpUTHHAIHATA

KapTOHEHa OIaKOBKa, 3a J]a ce Mpenas3sT OT CBETIMHA. 3anulleTe 1aTaTa, Ha KOATO (IaKOHBT €

W3BaZICH 32 IbPBU BT OT XJIAJAWIHUKA Ha 0003HAYEHOTO HA KapTOHEHAaTa OlakoBKa MacTo. 1o

BCSIKO BpeMe IIpeAr U3TUYaHETO Ha TO3M HEePHUOJ IPOAYKTHT €IHOKPATHO MOXKe Jja ObJie BbpPHAT

OTHOBO B XJIAJMJIHUKA, KBJIETO J]a C€ ChbXpaHABa 0 U3THYAHE HAa CPOKa Ha TOAHOCT. 3xBBpiere

(akoHa, ako He ce U3I0J3Ba Clie]l ChbXpaHEeHHUEe MPH CTaliHa TeMIlepaTypa B pAMKHUTE Ha

MaKCHMAaJIHUS IIEPHOA OT 35 THM W ciiell U3TUYaHe Ha OPUTMHAIHMS CPOK Ha TOJHOCT, B

3aBUCHMOCT OT TOBa, KO€ OT JBETE HACTBIIU [10-PAHO.

. He pasknamaiite gnakonute Pyzchiva. I[IpoibIoKUTETHOTO EHEPTUYHO pa3KIIaliaHe MOXKeE J1a
MOBPEH JIEKAPCTBOTO.

He u3non3BaiiTe ToBa JIeKAPCTBO:

° cJIelI CpoKa Ha TOJTHOCT, OTOCISI3aH BhPXY €THKETa M KapTOHEHATa OITaKOBKa CJICT
»EXP“/,,Tonen no“. CpoKbT HA TOHOCT OTTOBAPS HA MOCICAHUS JCH OT MOCOYCHUS MECEIl.

. aKO TEYHOCTTA € C IPOMEHEH I[BST, MbTHA WJIH B Hesl Ce 3a0eIIsI3BaT IUTYBAIH YYKIW YaCTUIIN
(BmxTe TOuKa 6 ,,Kak m3rnexna Pyzchiva u kakBo chappika omakoBkara™).

° aKo 3HaeTe WK CMsTaTe, 4e MOKe Jia € Onia n3Nio)KeHa Ha eKCTPEMHHU TeMIiepaTryp (KaTo
WHITAIACHTHO 3aMpPB3BaHE WIIN 3arpsiBaHe).

° aKo TIPOIYKTHT € OMJI CGHEPTHYHO Pa3KIIaTeH.

. ako oOKaTKaTa € cuyIeHa.

Pyzchiva e camo 3a egnokpaTtHa ynorpeba. Paspenenuar nH(y3nOHEH pa3TBOP WU HEU3MOI3BAHUAT
IPOIYKT, OCTaHal BbB (DJIaKOHA U B CIIPUHILIOBKATA, TPsIOBa 1a ce U3XBBPJIHU B CHOTBETCTBHE C
MECTHHUTE U3UCKBaHUS.

6. ChabprkaHue HA OMMAKOBKATA M JOMbJIHUTETHA HH(POPMAIUS

KakBo cbabp:xa Pyzchiva

. AKTHBHO BelecTBO: ycTeknHyMab. Beeku ¢akon chabpika 130 mg ycrekuaymab B 26 ml.

o Jpyru cbcTaBKU: XUCTUIMH, XUCTUAMHOB XUIPOXJIOPUA MOHOXUIPAT, METHOHHH, TNHATPHUEB
enerar, 3axapo3sa, moiucopoar 80 (E 433), Boma 3a HHKEKITHH.

Kak m3rnexna Pyzchiva u kakBo cbabpika onmakoBKaTa

Pyzchiva e 6ucTbp, 6e31BeTeH 10 OJICI0KBIT KOHIIEHTPAT 3a HHGY3UOHEH pa3TBop. JlocTass ce B
KapTOHEHa OTAaKOBKa, chabpxkama 1 win 3 cTekiienn ¢uiakona ot 30 ml ¢ emuHUYHA 7032 U B TPYIIOBa
OTIaKOBKa, ChCTOAIIA C€ OT 3 KAPTOHEHU KYTHUH, BCsIKa chabpxamia 1 ¢gruakoH. Beekn duakon cbappxka
130 mg ycrekunymab B 26 ml koHIIeHTpaT 32 WH(GY3UOHEH Pa3TBOP.
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He Bcuukm BHUI0OBC OIMAKOBKU MOrar aa 6”b,E[aT IIyCHATHU Ha mas3apa.

IpuTexaTes HA pa3pelIeHHETO 32 YNOTPeda U MPOU3BOAUTE

Samsung Bioepis NL. B.V.
Olof Palmestraat 10

2616 LR Delft
Hunepnanaus

3a gonbIHUTENIHA HHPOPMALUs OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKAIHUS
NpeACTaBUTEN Ha IPUTEXKATENS Ha pa3pellieHneTo 3a ynoTpeoa:

Belgié/Belgique/Belgien
Sandoz nv/sa
Tél/Tel: +32 2 722 97 97

Bwarapus
Cannos bearapus KUT
Ten.: +359 2 970 47 47

Ceska republika
Sandoz s.r.o.
Tel: +420 225 775 111

Danmark/Norge/Island/Sverige
Sandoz A/S
TIf: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

EAMada

SANDOZ HELLAS MONOIIPOZQIIH A.E.

TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 1 49 64 48 00

Hrvatska
Sandoz d.o.o.
Tel: 4385123 53 111

Ireland
Rowex Ltd.
Tel: + 353 27 50077

Lietuva
Sandoz Pharmaceuticals d.d filialas
Tel: +370 5 2636 037

Luxembourg/Luxemburg
Sandoz nv/sa
Tél/Tel.: +32 2 722 97 97

Magyarorszag
Sandoz Hungaria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +35699644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z o.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Slovenska republika
Sandoz d.d. - organizacna zlozka
Tel: +421 2 48 200 600
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Italia Suomi/Finland

Sandoz S.p.A. Sandoz A/S
Tel: +39 02 81280696 Puh/Tel: +358 10 6133 400
Kvnpog

SANDOZ HELLAS MONOITPOZQITH A.E.
TnA: +30 216 600 5000

Latvija

Sandoz d.d. Latvia filiale

Tel: +371 67 892 006

Jara Ha mocyaeaHo npepasrJiexaane Ha aucropkata MM /I'TTT.

JApyru u3ro4yHMIM Ha HHPOpMAaLUs

IToapo6Ha wHGOpPMAITHS 32 TOBA JIEKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBporneiickaTa areHnus
10 JIeKapcTBara https://www.ema.europa.eu/.

Ilocouenara no-10J1y I/IH(l)OpMaI_II/IH € IpcAHa3Ha4YCHa CaMO 3a MCAUIUHCKHU CIICHHUAJINCTU:

IIpocaenumoct

3a ma ce mogo0pH MPOCIETUMOCTTa Ha OMOIOTHYHUTE JIEKAPCTBEHH MPOIYKTH, UMETO H MAPTUIHHST
HOMeEp Ha MPUIIOKEHHS MMPOIYKT TPsIOBa SICHO Jja ce 3alucBar.

VYkazauus 3a paspekaaHe:

Pyzchiva koHnnenTpart 3a nHpY3HOHEH pa3TBOP TPsIOBa Jla ce pa3pelu U Aa ce MOATOTBU OT
MEIULMHCKYU CTICIHAIHICT C MOMOILTA Ha aceNTHYHA TEXHUKA.

1. N3uucnere no3ata u Opost Ha HeoOxoauMuTe (uakoHu Pyzchiva Bb3 0CHOBa Ha TETrJIOTO Ha
nanueHTa (Bx. Touka 3, Tabnuua 1, Tabnuua 2). Beexu duakon Pyzchiva ot 26 ml cabspxa
130 mg ycTekunymao.

2. U3rernere u uzxpbpiere ot nHGY3HOHHHS cak oT 250 ml 06eM oT pa3TBoOp Ha HATPUEB XJIOPH]T
9 mg/ml (0,9%), paBen Ha obema Pyzchiva, koiiTo TpsiOBa na ce 1o6aBu. (u3xBBHpIeTe 26 ml
HaTpUEB XJIOPUJ 3a Bcekn HeoOxoanm (rakon Pyzchiva, 3a 2 ¢gnakona nzxswpraere 52 ml, 3a
3 ¢urakona uzxBwpiiere 78 ml, 3a 4 pmakona uzxewpiere 104 ml). Karo antepHarnBa Moxe aa
ce m3non3ea 250 ml undy3uoHeH cak, chabpxai Harpues xiopun 0,45% UHKXEKIIMOHECH
pastBop, USP.

3. Nzternere 26 ml Pyzchiva oT Bcekn HeoOxomuM (iiakoH U TH qo0aBeTe KbM WH(PY3MOHHUS Cak
ot 250 ml. Kpaitausar o6em B nH(Y31MOHHHS cak TpsiOBa na Ob1e 250 ml. BHumarenHo cmecere.

4. [Mpeau npunokeHHETo MpOBEpeTe BU3yaIHO paspeaeHus pa3tBop. He ro ynorpeosiBaiite, ako ce
HaOII0]aBaT BU3YaIHO HEMPO3payHH YaCTHUIIM, POMSHA Ha [IBETa WIIM YK/ YACTHIIH.

5. [IpunoxeTe paspeaeHus: pa3TBOP 3a MEPHUO OT Ha-Manko eauH gac. Cien KaTto ce pa3peny,

MpUIaraHeTo Ha HHQY3UOHHUST Pa3TBOP TPsOBa 1a ce U3BBPIIM B pAMKHUTE Ha 72 yaca cieq

paspexxaaHeTo B MH(PY3UOHHHS cak. AKO € He0OXOOUMO, pa3peeHUAT HH(Y3UOHEH Pa3TBOP
Moxe Ja ce chxpansiBa rpu 2 °C go 8 °C go 1 mecen u npu craitHa temmnepatypa 10 30 °C 3a
ome 72 Jaca ciell U3BaXIaHe OT XJIQJWITHUKA, BKIFOYHTEIIHO IEpUO/ia Ha HHPY3HS.

6. W3znonseaiite camo Habop 3a nH(Y3HS C BrpajeH, CTEPUIICH, alluPOreHeH GUITHP ChC €1abo
CBBbp3BaHe Ha NPOTeHHU (pa3mep Ha nopute 0,2 MUKpoMeETpa).
7. Bcexu (rakoH e camo 3a € THOKPATHO MPHIIOKEHUE F HEU3ITOI3BAHUAT JIEKAPCTBEH MPOTYKT

Tpﬂ6Ba Ja €€ U3XBHPJIU B CbOTBETCTBUEC C MECCTHUTEC U3UCKBAHUS.
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CexpaHeHue
Axo e HeoOxoauMo, otaenHuTe pruakoHu Pyzchiva Moxke ChINO J1a ce ChXpaHsBaT IPH CTaifHa

temnepatypa 10 30 °C eqHOKpaTHO 3a MaKCUMaJIeH epuo A0 35 THU B OpUTHHATIHATa KapTOHEHA
OTIAaKOBKa, 32 J1a CE MPEAMNa3AT OT CBETJIMHA. 3alUIlIeTe AaTaTa, Ha KOSATO (pJIakoHBT € U3BaJCH 32
IBPBH IIBT OT XJIaJWJIHMKA HAa 0003HAUYE€HOTO Ha KapTOHEHATa onakoBka MACTO. [1o Besiko Bpeme
Mpeay U3TUYAHEeTO Ha TO3H MEPHOJ MPOIYKTHT €AHOKPATHO MOXKE Ja Ob/ie BbpHAT OTHOBO B
XJIQJIWTHUKA, KBIETO Ja Ce ChXpaHsABa 0 U3THYaHe Ha CPOKa Ha FOAHOCT. M3xBbpiere ¢rakoHa, ako
HE ce U3II0JI3BA CJIe]l ChbXPaHEHUE IIPH CTalHa TeMIepaTypa B paMKHTE HA MAKCUMAIHUS IIEPHOA OT
35 nHu WM ciej u3TUYaHe Ha OPUTHHAIHUS CPOK Ha TOJTHOCT, B 3aBUCHMOCT OT TOBA, KOE€ OT JBETE
HaCTBIIU TO-PAHO.

Paspenenusar uHdpy3nOHEH pa3TBOP MOXKE Jia Ce ChXpaHsaBa IMpH cTaiiHa TeMreparypa a0 30 °C mgo 72
yaca, BKJIIOYUTEIHO HHPY3UATa. AKO € He00X0ANMO, pa3peaeHUAT HHPY3HOHHUAT Pa3TBOP MOXKE 1a
ce cexpansBa npu 2 °C no 8 °C no 1 Mecer u nipu craitna temnepatypa 1o 30 °C 3a omie 72 vaca cief
M3BAXKJaHe OT XJIaJUIIHUKA, BKIIOUMTEIHO eprojaa Ha undysus. [a He ce 3ampassisa.
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JIncroBka: nHpopManus 3a NOTpeOUTEJIs

Pyzchiva 45 mg uH:KeKIIMOHEH pa3TBoOp
ycrekunyMab (ustekinumab)

vTOSI/I JICKapCTBEH IPOJYKT IOJICKU Ha AOIBIHUTENHO HaOiojeHue. ToBa 1ie Mo3Boau Obp30To
yCTaHOBsIBaHE Ha HOBa MH(OpPMAaIMsi OTHOCHO Oe30macHocTTa. MoseTe J1a AajaeTe cBOsl NPUHOC, KaTo
ChOOLINTE BCAKA HEXeNaHa PeakLysl, KOSATO CTE MOIydmId. 3a HauMHa Ha ChOOIaBaHe Ha HEXXENaHU
peaxiuu BIKTE Kpast Ha TOYKa 4.

IIpoyeTeTe BHUMATENHO IAJIATA JUCTOBKA, MPEIN A 3aMl0YHETE a2 U3MO0JI3BATE TOBA
JIEKAPCTBO, Thil KATO T ChAbP:Ka BazkHa 3a Bac nndopmanus.

Ta3u JUCTOBKA € HANTMCAHA 32 MALMEHTA, KOWTO MpUeMa JeKAPCTBOTO. AKO CTe POAUTE/ WU
HACTOMHUK, KOiTO e npuiaara Pyzchiva Ha gere, Mo/l IpoyeTeTe BHUMATEJIHO Ta3H
HHpopmanus.

- 3anaszere Ta3u JIUCTOBKA. MoOXe /1a ce HAIOXKH J1a 51 IPOYETETe OTHOBO.

- AKO UMaTte HAKaKBH JOMBIHUTEITHHA BBIIPOCH, TTONUTaiiTe Bammms tekap wim GpapMaresT.

- ToBa nekapcTBo € npeanucano JudHo Ha Bac. He ro npeorcrenBaiite Ha npyru xopa. To moxe
Jla UM HaBpeIly, He3aBUCHMO Y€ TIPU3HAIIUTE Ha TIXHOTO 3a00JIsIBaHEe ca ChIIUTE KaTo BamuTe.

- AKO TIONTyuHnTe HIKaKBH HEXEJaHU peakiuu, yBeaomeTe Bamms nexap ninn papmarent. ToBa
BKJIIOYBA M BCUYKH Bb3MOKHU HEXKEJIaHU PEeaKIMU, HEOMIMCAHU B Ta3M JIMCTOBKA. Brkre
TOouKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakgo npencrasnsaBa Pyzchiva u 3a kakBo ce H3mon3Ba
Kakso TpsiOBa na 3Haete, npeau Aa u3noissare Pyzchiva
Kax ma m3nomssare Pyzchiva

BBb3MOKHH HEXENAHU PEaKIUU

Kak na cexpansBare Pyzchiva

ChIpprkaHne Ha OTIAaKOBKATa M JOIBIHUTEIHA HHPOpManus

AR

1. Kaxkso npeancrasasia Pyzchiva u 3a kakBo ce u3noJizBa

Kaxkso npeacrasiassa Pyzchiva

Pyzchiva cbabppika akTHBHOTO BEILIECTBO ,,yCTEKHHYMa0”’, KOETO € MOHOKJIOHAJHO aHTHUTSIO.
MOHOKJIOHAIHUTE aHTUTeNa ca IPOTEHMHU, KOUTO Pa3lOo3HABAT U CBbP3BAT ONpeesIeHH crennpuIHu
MIPOTENHU B OPTaHU3Ma.

Pyzchiva npunaanexxu KbM Ipyna JeKapcTBa, HApeUeHHU ,,uMyHocymnpecopu”. Te3un nexapcTsa
JieificTBaT, KaTO HaMaJIsIBaT aKTUBHOCTTA HA YacT OT MMyHHaTa CHCTeMa.

3a kakBo ce u3noJ3Ba Pyzchiva
Pyzchiva ce n3momn3Ba 3a jiedeHe Ha CICAHATE BH3NAIUTEITHN 3a00JIIBAHII:

o I1maxoB mcopmasuc - mpu BB3PacTHU U JIela Ha Bb3pacT OT 6 TOIWHH U MO-TOJeMH
o [IcopuaTnueH apTpuT — IpU BB3PACTHU
. YMepena 10 Texxka 6osecT Ha KpoH — pu BB3pacTHH | JeTa ¢ Teriio Hak-manko 40 kg

IlnakoB ncopuasuc
,»L [ITaKOB TIcOpHa3uc” e KoXKHO 3a00IIsIBaHe, KOETO BOJH JI0 BB3IAJICHHE, 3acATall0 KOXaTa U HOKTUTE.
Pyzchiva HamansaBa Bp3NAIICHUETO W IPYTUTE TIPU3HAIN HA 3200 ISIBAHETO.

Pyzchiva CC U3IIOJI3BA IIPU BB3PACTHU C YMEPCH A0 TCXKBK IJIAKOB IICOPHUA3UC, KOUTO HC MOraT Ja
H3I10JI3BAT MUKIIOCIIOPHUH, METOTPEKCAT UJIU q}OTOTepaHI/IH, WA KOTaTO TE3H JICUCHHS HE JIeHCTBaT.
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Pyzchiva CC M3II0JI3Ba IIPpH ACHA U FOHOIIHN Ha Bb3PacCT 6 TOAWHU U IO-T'OJIEMU C YMEPECH 0 TCIKBK
IJIaKOB IICOpUa3nC, KOUTO UMAT HCIOHOCUMOCT KbM (l)OTOTepaHI/IH WK Apyru CUCTEMHU TECparinuu, Uin
KOraTro TE3H1 JICUCHHUSA HC I[eﬁCTBaT.

IlcopnaTuyen apTput

[IcopuatuueH apTpuT € Bb3MAIUTEIHO 3a00JIBaHE HA CTaBUTE, OOUKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPHUATHYEH apTPUT, ITbPBO Iie Bu nexyBar ¢ Apyru JekapcTa. AKo
HE ce MOBJIMSETE JOCTaThYHO 100pe OT Te3u JiekapcTBa, Moke na Bu ce mpeanuie Pyzchiva, 3a na ce:

o HaMaJIIT OpU3HALMTE U CUMIITOMUTE Ha 3a0ojsiBaHeTo By;
o nonoopu guznyeckoTo Bu cherosiHue;
o 3a0aBu yBpekaaHeTo Ha BamuTe cTaBu.

Boaect na Kpon

Bonectra Ha KpoH e Bp3nanutenHo 3a0ossBane Ha yepBara. Ako uMmate 6onect Ha KpoH mbpBo 11e
Bu ce nanat npyru nekapcta. AKO HE ce MOBJIHMSIETE JOCTaThYHO WM UMaTe HEMOHOCUMOCT KbM T€3U
JexkapcTBa, MoXxe 1a Bu ce nane Pyzchiva 3a HamansBaHe Ha IPU3HALUTE U CHMITOMUTE Ha
3abomsiBaneTo Bu.

2. Kaxgo Tpa6Ba 1a 3HaeTe, npeau Aa usnoJuaspare Pyzchiva

He u3nonzsaiite Pyzchiva

o AKO cTe aJIeprU4HH KbM YCTeKMHYMAa0 WIH HAKOS OT OCTaHAJIUTE ChCTAaBKU Ha TOBa
JIEKapCTBO (M30pOCHH B TOUKA 6).
. AKO0 UMaTe aKTUBHA HHPeKIUA, KOATO Bamusr nekap Hamupa 3a 3HauuMa.

AKO He CTe CUTYpHH JIajl HSIKOe OT M30pOeHUTE Io-rope ce oTHacs 3a Bac, mocwBeTBaiiTe ce ¢ Barms
nexap win (hapMmareBT, Ipeau na u3noi3sare Pyzchiva.

IIpenynpexaenus u npeanasHu MepKu

I'oBopere ¢ Bamus nekap wiu gapmaneBT npeau Aa unonssare Pyzchiva. Bammsr nekap e
MIPOBEPH CHCTOSTHUETO BU mpean BCSIKO JIedeHHe. Y BeIoMeTe CBOS Jiekap 3a Besika Bamma 6omect
npeau Besiko Jedenue. Chimno Taka nHbopMupanTe Barmms iekap, ako HaCKOpo cTe OUITN B KOHTAKT C
YOBEK, KOMTO MOXKe Jla uMa TyOepkyio3a. Bamust nekap e Bu nperiena u e HanpaBu U3cieIBaHe
3a TyOepKyio3a, mpenu na usnonspare Pyzchiva. Axo BamusT nekap cMsTa, 4e cTe U3JI0KESHH Ha
PHUCK OT TyOepKyJ103a, MOKe Ja Bu npenmuiie rekapcTsa 3a JISICHUETO H.

Cienere 3a cepHO3HH HeKeJTAHU PeaKIUA

Pyzchiva Moxe 1a npequ3BHKa CEpHO3HN HEXEJIAHH PEaKIny, BKIIOYUTEITHO aTepTHYHN PEaKIul U
nHbpeknuu. TpsOBa ga ciaenuTe 3a ONpeaesieHN MPU3HAIM Ha 3a00JIIBaHuUs, TOKATO IpremMaTe
Pyzchiva. Buxre ,,Cepro3Hu Hexenanu peakuy’ B TOUKa 4 32 ITBJIHUS CIIMCHK HA TE3U HEXeJaH!
peaxIyu.

IIpeau na uznoassare Pyzchiva nndopmupaiite Bammus nexap:

o AKO HAKOra cTe HMAJIM aJIepruYHa peakuus KbM YCTeKHHYMAa0. AKO He CTe CUTYPHH,
nonuraiite Bamus nekap.

o AKO HAKOTa cTe HMAJIM HAKAKBB BHJ PAK — TOBA €, 3al[0TO UIMyHOCYIIPECOPUTE KaTO
yCcTeKMHyMab oTciabBar 4acT OT UMyHHaTa cucTeMa. ToBa MoJke /1a TIOBHIITM PUCKA OT Pak.

o AKO CTe JIeKyBaHM 32 ICOPUA3UC € IPYrH OMOJIOTHYHH JeKapcTBa (JeKapcTBo,

NMPOU3BEACHO OT 0MOJIOrMYEeH H3TOYHHK M 00MKHOBEHO NMpujaaratHo 4pes3 HH)KeKIIHﬂ) -
PHUCKBT OT paK MOXKC [a € IO-BUCOK.

J AKO MMaTe WIM HACKOPO cTe uMaJu uHdeKkuus.

o AKO IMaTe HOBH WJIM ITPOMEHSIIIN ce JIe3N! B yJacCThLUTE C ICOPUA3UC UITH 110
He3acerHaraTa Koxa.

o AKo moJIy4yaBate Jpyro JieueHHe 32 MCOPUA3NC U/UJIU MCOPUATHYEH aPTPUT — KaTo APYTH

UMYHOCYIIpecopu min (oToTepanus (KOrato TAJIOTO ce JIeKyBa ¢ TuIll yaTpaBuoieTosa (UV)
cBeTnMHA). Te3u JeueHus ChII0 MOXKE /1a OTCIIA0AT YacT OT UMyHHaTa cucteMa. M3non3BaHeTo
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Ha TC3HU JICUCHUA 3aC€IHO C yCTeKI/IHYMa6 HE € U3ciieABaHo. Bb3MokHO € 063.1{6, TO Aa yBCJINYU
pucCKa OT 336OHHB3HI/IH, CBBpP3aHU C oTcnaOBaHe Ha HMYHHATa CUCTEMaA.

o AKO TOJTy4YaBaTe WM HAKOra CTe MOJIyYaBaJi HHKEKINH 32 JJedeHHe HA aJIepruu — He €
HU3BECTHO JaJIu YCTeKI/IHYMa6 MOXKE /1a OKaXXE BIIMAHUC BBPXY TAX.
. AKo cTe Ha M HaJX 65 rOAUHU — MOXE J1a CTE TIO-CKJIIOHHU KbM UH(EKITHH.

AKO He CTe CHT'YPHH JIai HIKOE OT ropen30pocHUTE ce OTHACH 3a Bac, mockBeTRaiiTe ce ¢ Bamis
Jexap win (papMarieBT, Ipean 1aa u3noiissare Pyzchiva.

Hsxou nanueHTH moy4aBar JIynyc-loJJOOHU PEaKIiH, BKIIFOUUTEITHO KOXKEH JIYITyC EpUTEMATO/IeC U
nyIryc-moto0eH CHHIPOM, 110 BpeMe Ha JiedueHue ¢ ycreknayma0. ['oBopete BeqHara ¢ Bamus nekap,
aKo MOJyYHUTE YCPBEH, HAUTHAT, JTFOIICI C€ OOPUB, TIOHAKOTA C TIO-THMHU TPAHUIIH, B H3I0KECHUTE
HA CIIBHIIC YYACThIM Ha KOXATa WM CTAaBHHU OOJIKU.

CobpaeveH MHGAPKT U UHCYJITH

WudapkT 1 HHCYNITH ca HaOIOaBaH! B IPOYYBaHE NPH MAMEHTH C TICOPUA3HC, JIEKYBaHU C
ycTeknHyMab. Bamust nexap petoBHO Iiie IpoBepsBa PUCKOBHUTE ()aKTOPH 3a CHPACYHO 3a00JsBaHE U
WHCYNT Tipu Bac, 3a 1a e curypHo, 4e Te ce JIeKyBaT 0 oXoAsm HaauH. HezabaBHO moThpeere
MEIUITMHCKA ITOMOIII, aKO MOJIyJuTe 60JIKa B THPAUTE, CIA00CT WM HEOOMIalHO ycemaHe OT eaHaTa
CTpaHa Ha TAJIOTO, OTIIYCHATOCT Ha JIMIETO WX IT'OBOPHU WJIN 3PUTCIIHU CMYIIICHUS.

Jlena v roHOIIM

YcTekuHyMab He ce mpernopbyBa 3a yrnorpeda npu Jeia Ha Bb3pacT 1Mo 6 ToJIMHU ¢ ICOpUa3uc, aera
¢ 6onect Ha Kpon u Terno nox 40 kg wnm nipu fena Ha Bb3pacT oA 18 ToAuHM ¢ ICOpHATHYCH
apTPUT, 3aI0TO HE € MPOYyIBaH IPH Ta3H Bb3PacTOBa IpyIa.

JApyru nexkapcrBa, Bakcnuu 1 Pyzchiva
Tps6Ba ma kakere Ha Bamms iekap uim dpapMmarieBT:

o AKO TipremMaTe, HaCKOpO CTe TIPUEMAalTi MK € Bb3MOXHO J1a TPUEeMETe JIPYTH JIeKapCTBa.

. Axo Hackopo Bu e npaBeHa wiu ruianupate aa Bu ce npaBu BakcuHanus. Jlokato usnonis3sare
Pyzchiva, Hakou BuoBe BakCUHH (’KMBH BaKCHHH) He TPsiOBa Ja ce mpuiarart.

o Axo cte momydaBaiu Pyzchiva mo Bpeme Ha OpeMeHHOCTTa, TPAOBa 1a KayKeTe Ha JIeKaps Ha

6ebeto Bu 3a neuenuero ¢ Pyzchiva, nmpenu To 1a mony4yu KakBaTo U J1a € BAKCHHA,
BKJIIOUUTENTHO XUBHU BakcuHH, kaTto BLK BakcuHa (M3mon3BaHa 3a npeana3BaHe ot
TyOepKymo3a). JKuBuTe BakCHHHU HE ce MpenophrIBaT 3a BameTo 6ebe mpe3 mspBUTE ABAHAIECCET
Mecela ciell paXJaHeTo, ako cTe norydaBanu Pyzchiva mo Bpeme Ha OpeMeHHOCTTa, OCBEH aKo
nexapsT Ha Bamero 6ebe He npenopbya Apyro.

BpemeHHOCT U KbpMeHe

. AKo cTe OpeMeHHa, CMsATaTe, 9¢ MOXKe Jla CTe OpeMeHHa WIH TIaHupaTe OpeMEHHOCT,
MochBETBalTe ce ¢ Bammms nekap npeau ynorpedaTa Ha TOBa JIGKAPCTRO.
o He e HaOnroaBaH o-BUCOK PUCK OT BpOACHHU Ae(ekTH mpu 0edera, H3II0)KEHU Ha yCTEKMHYyMa0

B yTpoOaTta. JlanHUTE OT yroTpedaTa Ha ycTeKHHyMa0 Iipu OpeMeHHH XKeHH obade ca
orpanmdenun. [lopanu ToBa € 3a mpeamoYnTaHe fAa ce n30srea ynorpedara Ha yCTeKHHyMab 1Mo
BpeMe Ha OpEMEHHOCT.

o AKO cTe JKeHa C JISTepOCH OTCHIIUA, KeJaTeJIHO € Aa He 3a0peMeHsBaTe 1 1a U3I0I3BaTe
MOJXOIAII NPOTHBO3auaTh4eH METOI, KOraTo U3MOJI3BaTe YyCTeKMHyMal u oHe 15 cenmunu
CJIe/ TTOCIIETHOTO pUIIaraHe Ha YCTEeKHHYyMa0.

o Pyzchiva mosxe 1a mpeMrHe mpe3 IuaneHTaTa B HepoAeHOTO 6e6e. AKO CTe MoTydaBain
Pyzchiva o Bpeme Ha 6pemeHHOCTTa cH, 6ebeTo B Moxe 1a mMa Mmo-BUCOK PUCK OT
uH}eKuus.

o BaxkHo e 1a kaxxeTe Ha JiekapuTe Ha Bamrero 0ede 1 Apyru MEAMIIMHCKH CIICIHAINCTH, aKO CTe

nonmydaBanmu Pyzchiva mo Bpeme Ha OpeMeHHOCTTA cH, TTpenn 6e0eTo Aa MoTydr KaKBaTo U Ja €
BakcuHa. JKuBH BakcuHH, kKato BIDK BakcuHa (M3moi3BaHa 3a mpeana3BaHe oT TyOepKyno3a) He
ce mpenopbuBaTt 3a Bamrero 60ede npe3 mppBUTE ABaHAIECET MECela CIell PAKIAHETO, aKO CTS
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nony4aBaiu Pyzchiva mo Bpeme Ha 6peMEHHOCTTa, OCBEH aKo JieKapsT Ha Bamiero 6ebe He
Ipenoprya Apyro.

o YcreknHyMab MoXe Ja MpeMHUHE B KbpMaTa B MHOTO MaJIKi KoJimuecTBa. [lockBeTRaiite ce ¢
Bamms nekap, ako KbpMHUTE WM aKO TUTaHUpaTe na KbpMmute. Bue n Bammsr nexap Tpa6Ba na
pelmTe Aany TpsOBa Aa KbPMHUTE WM J1a U3I0JI3BAaTe YCTEKUHYMA0 — HE MpaBeTe U ABETE.

Ilodgupane u padora ¢ MAIIUHU
YcTekuHyMal He TIOBIIUSABA WK TIOBJIUSIBA MPEHEOPESIKUMO CITIOCOOHOCTTA 32 IodupaHe u padora ¢
MaIIHHY.

Pyzchiva csabpika nosamcopoar 80 (E433)

Tosa nexapctBo cpabpika 0,02 mg nonmucopOat 80 (E433) BbB Bceku dakoH (2 ml), kouTo ca
exBuBasieHTHH Ha 0,02 mg/0,5 ml. [TonucopbatuTe Morar a MPUYMHSAT aJleprudHu peakuuu. Tpsdsa
Jla KaxeTe Ha Bamus nekap, ako ©MaTe yCTaHOBEHH aJepru.

3. Kaxk na usnoassare Pyzchiva

Pyzchiva e npenHa3HaueH 3a ynorpeba 1oy ppbKOBOACTBOTO U KOHTPOJIA HA JIEKAp C OIHT B JICYEHHETO
Ha 3a00JIsIBaHuUs, 32 KOUTO € moka3aH Pyzchiva.

Bunarn n3nonsBaiiTe ToBa JeKapcTBO TOYHO KakTo Bu e xazan BamusT nekap. AKO HE CTe CUTYPHH B
Hewlo, nonuraire Bamus nekap. IloceBeTBaiite ce ¢ Bamus sekap 3a ToBa, kora me Bu ce nmocrasst
HMHXEKIMUTE U KOTa IIE ca CIEeABAINTE KOHTPOIHU MIPETJIEeIu.

KakBo koanuectBo Pyzchiva ce mpuiara
BamusT nekap mie pemm kakBo koimdectBo Pyzchiva TpsiOBa na moiay4urte u 3a KakbB IEPUOJT OT
BpeMe.

Bb3pacTHu Ha 18 roxMHN WM O-TOJIEMHU
Ilcopua3uc WM NCOPpUATHYEH APTPUT

. [IpenoppunrtennaTta HadanHa 1o3a e 45 mg Pyzchiva. [TanmenTtu ¢ Terno Haz
100 xunorpama (kg) mosxe ma 3amounat ¢ g03a 90 mg Bmecto 45 mg.
o Crnen HavanmHata 703a, ciiefBamara Bu no3a me Obpae 4 ceqmunm mo-KbCHO U CIIE]] TOBA Ha

Bceku 12 cenmuru. CrieaBaiuTe 1031 OOMKHOBEHO Ca CHIUTE, KATO HayaaHATa J034.

Boaect Ha Kpon

J ITo Bpeme Ha neyennero Bammsr siekap me Bu nmprnoxu mepBara 103a OT IPUOIN3UTEITHO
6 mg/kg Pyzchiva upe3 kankoBo BivBaHEe BB BeHa Ha pbKarta (MHTpaBeHO3Ha nH(py3us). Crex
HavalHaTa J03a, e NoiayunTe cieasamara go3a 90 mg Pyzchiva cnen 8 cenmunu, cien ToBa
npe3 12 ceaMuIy upe3 MHKEKIHS Mo KoKaTa (OAK0XKHO).

J [Ipy HSAKOM MAIMEHTH, CIIeN ITbpBaTa MOAKOKHA HHkeKIust, 90 mg Pyzchiva mosxe na ce
npuiIara npe3 8 ceMUIIM. Bamusit iekap mie penms kora Tps0Ba Jia MmoJyquTe clieiBaliara cu
703a.

Jewa 1 10HOIIM HA 6 TOAMHM WM NIO-T0JIEMH

IIcopuaszuc

) JlexapsT TpsiOBa a ompeeny IpaBUiIHaTa 3a Bac 103a, BKIIIOUUTENHO U KOJIHYECTBOTO (00eMa)
Pyzchiva, koiito TpsiOBa a ce MHKEKTHPa, 3a J1a € npaBwiIHa fo3ara. [IpaBuinaTta no3a 3a Bac
IIIe 3aBHCH OT BamieTo TenecHo TerIo Mo BpeMe Ha BCsIKa 103a.

° Axko Texxute mox 60 kg, mpenoppuutenHara no3a e 0,75 mg Pyzchiva Ha kumorpaM TenecHo
TETJIO.

o Axo Texute oT 60 kg no 100 kg, npenoppunTennata no3a e 45 mg Pyzchiva.

. Axo texute nioseue ot 100 kg, mpemmoppuntennara qo3a ¢ 90 mg Pyzchiva.

° Cnepn HayajHaTa J03a, clieaBaiara Bu go3a me 0b1e 4 ceIMULM I0-KbCHO U CJIE]] TOBa Ha

Bceku 12 cemMuIu.
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Jena c Teryio Haii-manko 40 kg

Bouecr na Kpon

o ITo Bpeme Ha eueHreTo BammsaT nekap 1me mpuiioku mbpBata 103a oT npuonusutenHo 6 mg/kg
Pyzchiva upe3 kankoBo BIMBaHE BbB BeHa Ha pbKaTa Bu (nHTpaBeHo3Ha uHDy3us). Crex
HavajHaTa 7032 IIe MoJyuuTe ciaeasamara go3a 90 mg Pyzchiva ciien 8 cemmuny, a ciies ToBa
Ha BCEKH 12 ceMUIM Ype3 WHKEKIHS MOJT KOXKaTa (,,[T0KOXKHO).

o [Ipu HAKOM ManMeHTH, CIIe] ITbpBaTa MOoAKOXHA WHxKeKIws, 90 mg Pyzchiva moxe na ce
mpuiiara npe3 8 ceaMuIly. Bammst gexap e pemy Kora TpsAoBa /1a TOIy9IHTe CIeBaIlaTa CH
Jo3a.

Kaxk ce npuiara Pyzchiva

. Pyzchiva ce mpuiara kaTo WHXEKIINA IO KokaTta (TIok0xkHo). B HagaoTo Ha BameTto
neuenue, Pyzchiva Moxke 1a ce MHXKEKTHpa OT JIeKap MM METUIIMHCKA CeCTpa.

. Bue n Bammsr nexap, o6aue Moxe Jia pemmnre, ue Bue caMu Moke 1a CM MHKEKTHpaTe
Pyzchiva. B TakbB ciryuaii me npemunere oOyueHue Kak Jaa cu nHxektupare Pyzchiva
CaMOCTOSITEIHO.

o 3a yka3aHus Kak J1a uHxekrupare Pyzchiva Bmkre ,,Ykazanus 3a npuiiokeHue” B Kpasi Ha Ta3u
JIUCTOBKA.

I'oBopere ¢ Bamus nekap, ako uMare BbIPOCH OTHOCHO TOBA KaK CaMU J1a OCTaBATE MHXKEKIUATA.

AKO cTe U310J13BAJIM NTOBeYe OT HeoOxoaumara o03a Pyzchiva

AKO cTe U3MoN3BaIN WK ca Bu npuinoxuinu noBeve ot HeoOxoaumMaTta jo3a Pyzchiva, HezabaBHo ce
NOChBETBaNTE C Jiekap Wi GapmaneBT. Bunaru Hocere ¢ Bac kapToHeHaTa omakoBKa Ha
JIEKapCTBOTO, IOPH U J1a € IIpa3Ha.

AKO cTe mponmycHaJau Aa usnoassare Pyzchiva
AKO cTe poIycHaI 103a, CBhpsKeTe ce ¢ Bamus nexap win papmanest. He npunaraiite nBoiina
[103a, 3a Ja KOMIIEHCUpaTe [IPOIycHaTaTa 103a.

AKo cTe cipesu ynorpedara Ha Pyzchiva
He e omacuo na cripete ymorpebara Ha yecTeKmHYMa0. Ako o0ade s cripeTe, Bammre cHMIITOMH MOXKe
Jla ce Bb30OHOBST.

AKO UMare HSKaKBH JOMBIHUTEIHA BBIPOCH, CBBP3aHHU C YIIOTpeOaTa Ha TOBA JIEKApCTBO, MOMMUTANTE
Bammst mexap wnm gpapmaneBT.

4. Bb3MoKHM HeKeJTAHU peaKkuumn

Kakro Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE [1a IPCAN3BUKA HCIKCIIaHNU PCAKINU, BBIIPCKU Y€ HC
BCCKH I' ITIOJTy4aBa.

CepHO3HI/I HEKEJIAaHU pCaKIUU
Hsxou nanmeHTH MoXe 1a UMaT CCPUO3HHU HCIKCIIaHU pCaKIUHU, [TPU KOUTO Aa CC Hajlara CriCurHo
JICUCHUC.

AJIeprUYHM peaKIiu — MOsKe /1a U3MCKBAT cemHo JedeHue. UHpopmupaiite Bamus gexap nium
He3a0aBHO MOTBPCeTE CNEeNIHA MeHIIUHCKA IOMOII, aK0 3a0eJIe)KUTe HAKOH OT CJIeHUTe
NpPU3HALH.
. Cepuo3HHTE alepTUYHA PEeaKnH (,,aHaumakcus’”) ca peAKH MPH Xopa, MpUeMaIi
ycreknayMab (Mosxe 1a 3acerrat 10 1 Ha 1000 gymm). [Ipu3HanuTe BKIIOYBAT:
o 3aTpyIHEHO IUINAHE WK IperbliaHe
O HUCKO KPBBHO HaJIATAHE, KOCTO MOXE Jla IPUYUHU 3aMassHOCT WUJIM CBETOBBPTEK
o MOJlyBaHe Ha JIMIETO, YCTHUTE, YCTaTa WK I'bPJIOTO.
] YecTuTe NMpU3HAIM HA AJIEPTUYHA PEAKIIMS BKIIFOUBAT KOKEH OOPUB U ypTHKApHs (MOXKE Ja
3acersar a0 1 Ha 100 gymm).
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B peaxu ciayvan ce cb001IaBaT aJIeprudHy 0e10ApOOHN peakuu U 0e10Apo0HO Bh3NaJIeHne
NPHU NAUNEHTH, KOUTO MOJYy4aBaT yCTeKMHYMa0. YBegoMeTte BeqHara Bamus jexap, ako
NMOJIy4uTe CUMITOMH KaTO KAUIMIA, 3aAyX M BUCOKA TeMIlepaTypa.

AKO MONTy4YHlTe Cepro3Ha aJepruyiHa peakiiys, Bamust jekap Moxe na peiny, ye Bue He Tps0Ba na
ynotpeobsBare Pyzchiva oTHOBO.

HNHdexkuun — MoxKe 1a H3MCKBAT celHo Jeyenue. Mudgopmupaiite Bammus jgexap, ako
3a0esiekuTe HAKOM OT CJIeIHUTE MPU3HALM.

o MH(EKIUUTE Ha HOCa WM I'BPJIOTO U IPOCTyJaTa ca 4ecTH (MoXe Aa 3acerHar a0 1 Ha
10 mymm)

o WHQEKIUUTE Ha TOJTHUTE TUXATEeITHN TBTUILA (TPBIHI HHPEKIIMN) ca HedecTH (MOoXe Ja
3acersar a0 1 Ha 100 gymm)

. BB3MAJICHUETO Ha MOJKOKHATA ThKaH (LIETyJIMT) € HedecTo (MOoKe /1a 3acerHe 7o 1 Ha
100 mymm)

o xeprec 3octep (Bua 0one3HeH 0OpUB C MEXYPH) € HeuecT (MOJKe J1a 3acerHar jo 1 Ha
100 mymmm)

Ycreknaymab Moke Aa Hamanu criocobHoctTa Bu na ce 6opute ¢ undexnun. Hixkon nadexm Moxe
Jla CTAHAT CEPHO3HU U MOJXKE JIa BKITFOUBAT WHPEKIMU, MPUYUHEHU OT BUPYCH, THOWYKH, OaKTEepUn
(BKIIOUHMTENHO TyOEpKyJI03a) UK Mapa3uTH, BKIIOYATEIHO HH(EKIINU, KOUTO BH3HUKBAT MIPETUMHO
npu Xopa ¢ oTciabeHa UMyHHa cucteMa (OTOpTIOHUCTHYHY nHGekun). [Tpu nanuenTy, noayvyaBanm
YCTEKHHYMa0, ce ChoOIaBaT OMOPTIOHUCTHYHHA HH(PEKITUH Ha MO3bKa (CHIIePaIUT, MCHUHTHT),
Oenute QpoOOBE U OUHTE.

JokaTo u3non3eare ycTeKMHyMa0, TpsiOBa Ja cieuTe 3a pu3Haly Ha nHpekus. Te BKIouBar:
BUCOKa TeMIIEpaTypa, TPUIIONOI00HN CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha Terjio

yMOpa WM 3a1yX, YIOpUTa KallIina

TOIJIa, 3a4epBeHa U OOJIe3HEHa KOXKa HIIH OO0JIE3HEH KOXEH OOpUB C MEXypH

napeHe npu ypuHUpaHe

IUapust

3PUTEHO CMYLICHUE WK 3ary0a Ha 3peHne

raBo0oJIMe, CKOBAaHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETJINHA, TaZIcHE N 0OBPKaHOCT.

Wudopmupaiite Bamms nekap BeaHara, ako 3a0eiexuTe HIKOH OT Te3u NMpu3Hauy Ha nHpekuus. Te
Morar Aa ObAaT NpuU3HaLy Ha HH(PEKUUHU KaTo IPpbIHN HHPEKIUH, KOXKHNA HH(EKLINH, XepIec 30CTep
WJIN ONOPTIOHUCTUYHM MH(EKLINHU, KOUTO MOTaT Ja JOBEAAT 10 CEPUO3HU YCIOKHEHHUS.
WNndopmupaiite Bamms nexap, ako nmaTe HAIKaKBa YIOpUTa WM MOBTapsIIa ce naHdexus. Bammsat
JieKap MOXKe Jia pellid, 4e He TpsOBa 1a ynorpedsBare yCTeKHHYMa0, JoKkaTo HHGeKuusITa He Obe
n3JIeKyBaHa. YBegomere Bamus nekap, 1 ako nMate OTBOPEHU PaHH WM HapaHsABaHU, ThbI KaTo
MOXe J1a c€ HHPEKTUparT.

JIromeHe HA KOKATA — HHTEH3WBHOTO 3a4epBsiBaHe U JIOIIeHE HA KOKATA HA MO-TOJIsIMAa IO
10 TSJIOTO MO3Ke 12 €A CHMIITOMHU HA ePUTPOiepMHUYeH IICOPUA3UC WU eKc(oIMaTUBEH
AePMATHT, KOUTO €A CEPHO3HU KOKHH 3a00/IIBaHUA. AKO 3a0es1eKUTe HAKOM 0T Te3n MPHU3HALH,
TpsA0Ba 1a uHpopMupaTe Bamms gexap He3abaBHO.

I[pyl"l/l HE/KEJIAaHU pCaKIUU

YecTH HexkeNMaHn peaknuu (Moxe na 3acerHat 1o 1 Ha 10 gymm):
uapus

rajieHe

MOBpBIIIaHE

ymopa

3aMasiHOCT

riaBobosme

117



chpOex (pypuUTyC)

6oka B rbpOa, MyCKYJIUTE WM CTABUTE
BB3IMAJIIEHO I'bPIIO

3a4yepBsiBaHe U 00JIKa HA MSICTOTO Ha WH)KEKTUPaHE
WHQEKIHs Ha CHHYCHTE

HeuecTn HexkenaHu peaknuu (Moxke 1a 3acersar jo 1 Ha 100 gymm):

MH(EKITMN Ha 3p0UTe

BarnHajHa HHPEKINS, TPUIUHEHA OT I'bOMYKH

JieTpecust

3aIyIieH HOC MM Xpema

KbPBEHE, MOCHHIBAHE, BTBLP/ISIBAHE, TOyBAHE M ChPOEK HA MSICTOTO HA HHKEKTUPAHE
ycelane 3a cadocT

ClaJjaHe Ha KJernavya U U3KpUBSBaHEe HA MYCKYJIUTE Ha €JJHATA ITOJIOBHHA Ha JIMIETO (,,JTUICBa
napanusa’ uid ,,napannsa Ha ben’), KosTo 00MKHOBEHO € BpeMeHHa

MPOMsIHA Ha MCOPHA3Uca ChC 3aUePBABAHE M HOBU MAJIKH, JKBJITH HJIM OCJTH MEXYPH T10 KOXKaTa,
MOHSIKOTA MPUAPYKEHH ¢ TeMmrepaTypa (IycTyJI03¢H COPUa3uC)

OeneHe Ha KoxkaTa (ekcdonmaius Ha Koxkara)

aKHe

Penxu HexxesIaHM JTeKapCTBeHH peakuuu (Moxke Aa 3acerrart 1o 1 Ha 1 000 myrm)

3auepBsBaHe U JIOIIEHE HAa KOXKaTa Ha M0-ToJIsiMa IJION] 110 TSUIOTO, KOUTO MOKE 1a ChPOSsT WiIH
na ca 6one3HeHu (ekcdoauaTuBeH qepMaTT). [logo0OHN CHMITOMYU OHSKOTa CE pa3BUBAT KaTo
€CTEeCTBEHA MMPOMsIHA Ha BU/Ia HA CHMIITOMHTE Ha IICOPUA3UC (EPUTPOIEPMHUYEH TICOPUA3HC)
Br3manenne Ha MaTKuTe KPHBOHOCHU CHIOBE, KOETO MOXKE J]a IOBE/IE A0 KOXKEH OOPHB C MallKH
YepBEHU WU JIWJIABH MOy THHHU, TEMIIEpaTypa WK O0JIKa B CTaBUTE (BaCKYJINT).

MHoro peaku HeKeJIaHH JIeKAPCTBeHU peakuuu (Moxe 1a 3acerHat 1o 1 Ha 10 000 mymm)

OO0pa3yBaHe Ha MEXypH TI0 KOXkaTa, KOITO MOXe Ja ObJie 3a4epBeHa, chpOsia u 00ne3HeHa
(bymno3en memdurony)

KOXKEH JIYITyC epUTeMaToiec U JyMyc-mo00eH CHHIPOM (YepBeH, HaUTHAT, JIFOMIEI ce 0OpHB
B M3JIOKCHUTE Ha CIIBHIIC YUACTHIIM Ha KOXKaTa, KOUTO MOXKeE Jla € IPUAPYIKEH OT OOJIKK B
CTaBUTE).

Chol0maBaHe Ha HeKeJaHU peaKIuu

AKO TIOTy4YHUTe HIKAKBU HEXKEIIAaHU JICKAPCTBEHU PEaKIMy, yBegoMere Bamims nekap win ¢apmaiesT.
ToBa BKIIIOYBA ¥ BCHYKH BH3MOKHU HEOTIMCAHU B Ta3M JIUCTOBKA HEXENaHH peakiui. MoxKeTe ChIIo
Jla ChOOIIHNTE HEXKETTAHW PEAKINK AUPEKTHO Upe3 HAI[MOHAIHATA CHCTEMA 32 ChOOIaBaHe, TOCOYEHa B
[punoxxenue V. Kato cho0OIaBaTe He)KEIaHN PeaKIMU, MOXKETE Ja JaJeTe CBOS IIPUHOC 3a
MoJTyYyaBaHe Ha MOoBeUYe MH(OPMAIIHI OTHOCHO 0€30MTaCHOCTTa Ha TOBA JICKapCTBO.

S.

Kak na coxpansiBate Pyzchiva

[a ce cpxpaHsiBa Ha MsICTO, HEIOCTBITHO 32 JIeHa.

[a ce cpxpansBa B xnaauiaHuk (2 °C—-8 °C). [la He ce 3ampa3siBa.

CoxpansBaiiTe (1akoHa B KApTOHEHATa OMAKOBKa, 3a Jla C€ Mpeaa3y OT CBETIHHA.

Axko e HeoOxoaumMo, otaenHute ¢Guakonu Pyzchiva Moxe cbiio na ce cbxpaHsBat Ipu craiiHa
temriepatypa 10 30 °C eqHOKpaTHO 3a MaKCHMaJIeH IIEPHOJ 10 35 THHU B OpUTHHATHATA
KapTOHEHa OMaKOBKa, 3a J]a ce MPena3sT OT CBETIMHA. 3aluIeTe JaTaTa, Ha KOsATO (JIAKOHBT €
W3BaZICH 3a IbPBU BT OT XJIAAWIHUKA HAa 0003HAYEHOTO HA KapTOHEHATa OIakoBKa MscTo. 1o
BCSIKO BpeMe IIpeAr U3THYaHETO Ha TO3M HEePHOJ IPOAYKTHT €IHOKPATHO MOXKe Jja ObJie BbPHAT
OTHOBO B XJIAJMJIHUKA, KBJIETO J]a C€ ChbXpaHABa O M3THYAHE HAa CPOKa Ha TOAHOCT. 3xBBpiere
(akoHa, ako He ce U3I0J3Ba Clie]l ChbXpaHEeHHUE MIPH CTaliHa TeMIlepaTypa B paMKHUTE Ha
MaKCHUMaJIHUS IIEPHOA OT 35 THU WM cliell U3TUYaHe Ha OPUTHHAIHMS CPOK HA TOJHOCT, B
3aBHCHMOCT OT TOBa, KO€ OT JIBET€ HACTBIIH MO-PaHO.
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o He pazxuamaiite ¢makonute Pyzchiva. [IpoabmkUTeTHOTO eHEPriuuHO pa3KiiallaHe MoXe 1a
BJIOIIN Ka4eCTBOTO Ha JIEKapCTBOTO.

He u3nosa3Baiite ToBa JIEKaApCTBO:

° cJIe/I CpoKa Ha TOJTHOCT, OTOEIA3aH BhPXY €THKETa M KapTOHEHATA OIMaKOBKA CJIC]T
»EXP*“/,,Tonen no:*“. CpoKbT Ha TOJAHOCT OTTOBAPS HA MOCICAHUS JICH OT IIOCOYCHHS MECEIl;

. aKO TEYHOCTTA € C IPOMEHEH I[BST, MbTHA WJIH B Hesl Ce 3a0eIIsI3BaT IUTYBAIH YYKH YaCTHIIN
(BmxTe TouKa 6 ,,Kak m3rnexna Pyzchiva u kakBo chIppika OmakoBKaTa“);

° aKo 3HaeTe WM CMsTaTe, 4e MOKe J1a € Onia N3No)KeHa Ha eKCTPEMHH TeMIleparypu (KaTo
WHITAICHTHO 3aMpBh3BaHe WM 3arpsiBaHe);

° aKo TIPOIYKTHT € OMJI CeHePTHYHO Pa3KIaTCH;

. aKko oOKaTKaTa € CuyIeHa.

Pyzchiva e camo 3a egHOKpaTHa yrioTpeda. Hen3non3BaHUsT NpoIyKT, OCTaHaT BBB (DIaKOHA U B
CIIPHUHIIOBKATa, TPsiOBa Ja ce M3XBbpun. He n3XBBpIsgiiTe JeKkapcTBaTa B KaHATU3AIUATA UITH B
KOHTEWHepa 3a JoMaiiau oTrnaabiu. [lonuraiite Bamus GapmarieBT kak 1a U3XBbPIISITE JIeKapCTBaTa,
KOWTO Beue He u3Mos3Bare. Te3n MEepKH 11i€ CLIOMOTHAT 3a Olla3BaHE Ha OKOJIHAaTa Cpeaa.

6. CLI['I:.I))KaHI/Ie Ha OIMaKOBKaTa M J10II'bJIHHUTEJIHA an)opMauml

KaxBo csabp:ka Pyzchiva

. AKTHBHO BeIIeCTBO: ycTeKuHYyMab. Beeku ¢urakon chappika 45 mg ycrekuaymad B 0,5 ml.

o Jpyrure cbcTaBKH ca XUCTHIWH, XUCTHIMHOB XUIPOXJIOPU MOHOXHApAT, oaucopdat 80
(E 433), 3axapo3a, Bo/1a 32 HH>KEKIIHH.

Kax usraexna Pyzchiva u kakBo cbabpka onakoBKaTa

Pyzchiva e 6uctbp, 6€31BETEH 10 OJICI0KBIT HHKECKIIMOHEH pa3TBOp. Tol MOXe 1a ChabpiKa
HSKOJIKO JAPEOHH MOJTYNPO3PaYHH WIIH OCJIM YacTUIM MpoTeuH. JlocTass ce B KapTOHEHA OMAKOBKA,
ChIbpPIKAIA €NH CTHKIIEH (urakoH oT 2 ml ¢ enuHUYHA 103a. Beeku hakoH chabpika 45 mg
ycTeknayMad B 0,5 ml HHXEKIIHOHEH pa3TBOP.

IIpuTexxaTes Ha pa3pelIeHHETO 3a yNOTPeda M MPOM3BOIUTE
Samsung Bioepis NL B.V.

Olof Palmestraat 10

2616 LR Delft

Hunepnannus

3a JOIIBJIHUTCIIHA I/IH(l)OpMaHI/IH OTHOCHO TOBa JIEKapCTBO, MOJId, CBBPKETE CC C JIOKATTHUA
NpeACTABUTEI HAa MPUTCIKATEIIA Ha PA3PCIICHUCTO 34 yHOTpe6a:

Belgié/Belgique/Belgien Lietuva

Sandoz nv/sa Sandoz Pharmaceuticals d.d filialas
Tél/Tel: +32 2 722 97 97 Tel: +370 5 2636 037
bnarapus Luxembourg/Luxemburg
Canpno3 bearapus KUT Sandoz nv/sa

Ten.: +359 2 970 47 47 Tél/Tel.: +32 2 722 97 97
Ceska republika Magyarorszag

Sandoz s.r.0. Sandoz Hungaria Kft.

Tel: +420 225 775 111 Tel.: +36 1 430 2890
Danmark/Norge/island/Sverige Malta

Sandoz A/S Sandoz Pharmaceuticals d.d.
TIf: +45 63 95 10 00 Tel: +35699644126
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Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

EA\rada

SANDOZ HELLAS MONOITPOZQITH A.E.

TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 1 49 64 48 00

Hrvatska
Sandoz d.o.o.
Tel: +385 12353111

Ireland
Rowex Ltd.
Tel: +353 27 50077

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvnpog

SANDOZ HELLAS MONOITPOZQIIH A.E.

TnA: +30 216 600 5000
Latvija

Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

IIpocaeanmoct:

3a Ja ce HOI[O6pI/I IpocIeANMOCTTA Ha OMOJIOTUYHUTE JICKaPpCTBCHU NPOAYKTHU, UMETO U MAPTUAHUAT

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z 0.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Slovenska republika
Sandoz d.d. - organiza¢na zlozka
Tel: +421 2 48 200 600

Suomi/Finland
Sandoz A/S
Puh/Tel: +358 10 6133 400

HOMEp Ha MPHUIIOKEHIS MPOIYKT TPsiOBa SICHO Ja ce 3amucBar.

Jara Ha mocaeqHo nmpepasrJjexnaane Ha aucropkata MM /I'TTT.

IToapo6Ha nHOpMAaIKs 32 TOBA JIEKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickaTta areHnus

10 JIeKapcTBaTa https://www.ema.europa.eu/.
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Yka3aHus 3a IpUIIOKEHUE

B Hayanorto Ha Je4eHneTo MEAUIMHCKY criennanuct e Bu nocraBu Bamara nbpBa unxkekiusa. Bue

u Bammst nekap obaue Moxke ga pemute, ue Bue camu Moske na cu uHxkektupare Pyzchiva. B takbs

cilydail me npemuHeTe oOyueHne Kak aa nmxektupare Pyzchiva. 'oBopere ¢ Bamms nexap, ako

MMaTe BBIIPOCH OTHOCHO MOCTAaBSIHETO HA MHIKEKIIMATA.

e He cmecpaiite Pyzchiva ¢ 1pyru Te4HOCTH 32 WHIKEKITHSL.

e He pasxiamaiite ¢makonute Pyzchiva. [Ipuuunara 3a ToBa €, 4e CHITHOTO pa3KiialiaHe MOXe Jia
BJIOLIN KauecTBOTO Ha JIeKapcTBOTO. He m3momn3Bare JIeKapcTBOTO, aKO € OMII0 CHITHO pa3KIIalaHo.

1. IIpoBepere Opost Ha JIaKOHUTE M NOATOTBETE MaTepHAJINTE:

UzBagere uakona (prnakonure) o xnaamwiHuka. OctaBere QrakoHa J1a MPECTOU OKOJIO MOJIOBUH Yac.
ToBa 1ie M03BOJIM HA TEYHOCTTA @ JOCTUTHE MOAXOAAIIA TEMIIEPATypa 3a MH)KEKTUpaHe (craiiHa
TeMIrepaTypa).

[Iposepete ¢dakoHa (pakoHUTE), 32 Ja C€ YBEpUTE, Ue:
e OposAT HA (PJIAKOHUTE U KOJIMYECTBOTO HA AKTUBHOTO BEIIECTBO B 1030BA CAMHHUIIA CA IPABUIIHUTE;
o  ako Bamara no3a e 45 mg winu no-Manko, e noiay4ute eauH 45 mg GirakoH ¢
Pyzchiva;
o ako Bamrara no3a e 90 mg, me nonyuute n8a 45 mg ¢naxona Pyzchiva u me tps6Ba na
CH MOCTaBUTE JIBE MHXEKIMU. M30epeTe Be pa3iuuHu MEeCTa Ha WH)KEKTUpaHe
(HampuMep enHaTa MHKEKIHA B AICHOTO Oeapo, a IpyraTta — B JIABOTO) U TH HaIllpaBeTe
eaHa cieq apyra. Mznos3Baiite HOBa UIJIa M CIPUHIIOBKA 32 BCAKA MHIKEKITHSL.
TOBAa € MPABUITHOTO JIEKAPCTBO;
CPOKBT Ha TOJHOCT HE € U3TEKbI;
(1akOHBT HE € MOBpe/ieH U 00KaTKaTa He € CUYIIeHa;
pa3TBOPBT BbB (pj1akoHa € OUCTHP U Oe3LBETEH 10 0JIEI0 KBJIT;
pa3TBOPBT BBB (DJIaKOHA HE € C TIPOMEHEH IBAT WM MBTEH U HE ChbpIKa UYKAN YaCTUIIH;
pa3TBOPBT HE € 3aMpPB3HAI.

[pu mena ¢ nenuarpuyen ncopuasuc ¢ terno nox 60 kg e HeoOxonuma 103a, Mo-HUCKa oT 45 mg.
VYBepere ce, 4e 3HaeTe TOYHOTO KOIUIEeCTBO (00eM), KOeTo TpsiOBa J1a U3TErIHUTE OT (JlaKOHA U BUAA
Ha CIIPUHIIOBKATA, HEOOXOMMH 3a Mpujiarane. AKO He 3HaeTe HEOOXOJMMHUTE KOJIMYECTBO MITU BHJ Ha
CIPHHIIOBKATa, CBBpPKETE ce ¢ Bammsa MeIUIIMHCKY CIENUANINCT 32 AOIMBIHUTETHN HHCTPYKLIUH.

Cnbepere BCHUKN MaTepHaiu, KOUTO ca Bi HE0OX0AMMH ¥ T'H TIOCTaBETE BhPXY YHCTa OBBPXHOCT.
Te BKIIIOYBAT CIIPUHIOBKA, UIJIA, aHTHCENTHYHN KbPIHYKH, TAMYYHHA TAMIIOHU HJIH MapJd U
KOHTEHMHEp 32 oCTpyu npeamertu (Bxk. ¢purypa 1).
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2. N30epeTte 1 moaroTBere MACTOTO 32 HHKEKTUPAHE:

N3zbepere mscTo 3a mHKeKTUpaHe (BXK. (urypa 2)

e Pyzchiva ce mpuiara ype3 WHKEKIHS 0] KOXkaTa (ITOJKOKHO).

e [loaxosiy MecTa 3a HH)KEeKTHpPaHEe ca TOPHATA YacT Ha OeAPOTO WK 00JIacTTa OKOJIO KopemMa Ha
pa3CcTosiHUE Hal-MaJIKo 5 CM OT ITbIIa.

e AKO € Bb3MO’KHO, HE M3I0/I3BaliTe 00JaCTH OT KOXKaTa ¢ IPU3HALK Ha ICOPHUA3UC.

e AKo HAKOW Bu momara npu IMOCTaBsSTHETO HAa WHXKEKITUSTA, TOW/TS MOXKe 1a n30epe U TopHaTa 4acT
Ha pbKaTa KaTo MACTO 32 HHXKEKTUPAHE.

*30HUTE B CUBO ca IpenopbUBAHUTE MECTA 3a UHIKCKTHUPAHE.

®durypa 2

IToaroTBeTe MACTOTO 32 MHKEKTHPaHE

e l3muiiTe phIleTe CH MHOTO 10OPE ChC CAIlyH M TOILIA BOJA.

e [louncrere KokaTa Ha MACTOTO 32 UHKEKTUPAHE C AaHTUCENTUYHA KbPIIUYKA.
e He noxocBaiiTe moseue Ta3u 00JIACT 10 MOCTABSIHETO HA MHIKEKIMSITA.

3. IIpurorsBere q03ata:
e OrcTpaHere Kanaykara Ha (iaakoHa (BX. ¢purypa 3).

He maxaiite 3anymiankara.

[Mouncrere 3amymankaTa ¢ aHTUCENITHIHA MapJIsL.

ITocTaBete ¢akoHa BbpXy paBHa HOBBPXHOCT.

B3emere cnpuHIIOBKATa M OTBOpPETE KaraykaTa Ha UIJIaTa.

He nokocBaiite uriara u He S OMUpaiTe B APYry MPEIMETH.

Bkapaiite uriara rnpes rymeHara 3arynraika.

OObpHeTe (1akoHa U CIIPUHIIOBKATA HAIONY.

W3rernere OyTanoTo Ha CIPUHIIOBKATA, JOKATO HE CE HAITBJIHH C KOJMYECTBOTO TEYHOCT, KAKTO €
npennrcano ot Bamms ekap.

e BaxHo e uriara mpe3 IsII0TO BpeMe J1a € B TeYHOCTTa. ToBa MpeoTBpaTsBa 00pa3yBaHETO Ha
BB3YIIHN MEXypUeTa B CIIPHUHIIOBKATA (BXK. Qurypa 4).
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Qurypa 4

W3Bazgere urnata ot ¢akoHa.

3anpbiKTe CIPUHIIOBKATA C UTJIaTa Harope, 3a Jia IpOBEpUTE Jajld B TEUHOCTTA HSIMA BB3yIIHU
MexypueTa.

AKoO uMa Mexypuera, IoTynaiTe CopUHIOBKaTa JIEKO € MIPBCT, JOKATO U3ILUTyBaT Ha IOBBPXHOCTTA

(Bx. urypa 5).

®durypa 5

ToraBa HaTHCHETE 6YTaJ'IOTO, JO0KAaTO LEJIUAT Bb3AYX (HO HC U Te‘{HOCT) H3JIC3C.
He nmocrapsiite CIIpUHIIOBKATa JICTHAJIa U HE OHHpaﬁTC uriarta B ApyTy nNpeaMETH.

HNuxexTupaiite no3ara:
JIeko nmpuTHCHETE MOYKMCTEHATA KOYKa MEXK Ty Najena v rnokasaneua. He cruckaiite CUIIHO.
Bxapaiite urnarta B Ko>kHaTa I'bHKa.
Hatuchere OyTanoTo ¢ majierl Taka, 4e Jia ce MHXEKTHpa Isuiata TeyHocT. Hatuckaiite 6aBHO 1
PaBHOMEPHO, KaTO €IHOBPEMEHHO C TOBA JIEKO MIPUTUCKATE KOXKaTa.
Korato 6yTanoto cTurae 1o Kpasi, U3BaJeTe UIIaTa U MMyCHETe KOXKaTa.

Caen MHXKeKTHPaHe:
[IputrcHEeTEe aHTUCENTUYHA KbPIIMYKA BHPXY MSCTOTO Ha MHXKEKTUPAHE B IPOIBIKEHUE HA
HSKOJIKO CEKYHJIH, CJIe]T KaTO MOCTABUTE MHXKEKIIUATA.
BB3MOXHO € Ha MSICTOTO Ha MH)KEKTUPAHE J1a Ma MaJIKO KOJIMYECTBO KPbB HIIM T€UHOCT. TOBa €
HOPMAJTHO.
Moske J1a IPUTUCHETE MSACTOTO HA MHXKEKTUPAHE C MaAMYy4eH TaMITOH MJIH MapJisi U 1a 3aJbPKUTE
10 cexynmm.
He pa3rbhpkBaiiTe koxara Ha MSICTOTO Ha MHXEKTHpPaHe. AKO € HEOOXOIUMO, MOKE J1a CIIOKUTE
MaJiKa JICTICHKa BbPXY MSCTOTO Ha MHXKCKTHPAHE.
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6.

N3xBbpasine:
W3non3BannuTe COpUHIIOBKY U UTJIM TPSIOBA J1a Ce MTOCTABAT B HEMPOOHBaeM KOHTEHHED KaTo
KOHTelHepa 3a ocTpu npeaMeTd. 3a Bamara 6e3omacHoCT U 31paBe U 3a 0€3011aCHOCTTA Ha
JIPYTUTE, HUKOTa HE U3I0JI3BAlTE IIOBTOPHO UIVIMTE U COPHUHLIOBKUTE. M3XBBpisaiiTe Bamus
KOHTEMHEep 3a OCTPHU MPEIMETH B CbOTBETCTBHE C MECTHUTE pa3nopeadu.
[Mpa3HuTe (1akoHU, AaHTUCENITUYHUTE KBPITUYKA U JPYTHd KOHCYMAaTHBU MOJXKE JIa Ce U3XBHPIIAT B
001IHsT OOKITYK.
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JIncroBka: nHpopManus 3a NOTpeOUTEJIs

Pyzchiva 45 mg uH:KeKIIMOHEH Pa3TBOP B NPeABAPUTEIHO HANNBJIHEHA CIIPUHIIOBKA
ycrekunyMab (ustekinumab)

vT031/1 JIEKapCTBEH NPOJYKT IOAJEKU Ha JOIBJIHUTENHO HabmoneHue. Tosa 1ie 1o3Boiau Obp30TO
yCTaHOBsIBaHE Ha HOBa MHQOpPMAIHs OTHOCHO Oe3omacHocTTa. MosKeTe a AajeTe CBOsl IPUHOC, KaTo
ChOOLINTE BCAKA HEXENaHa PeakLysl, KOSATO CTe MOIydmId. 3a HauMHa Ha ChOOIaBaHEe Ha HEXXEIaHU
peaxiuu BIKTE Kpast Ha TO4Ka 4.

IIpoyeTeTe BHUMATETHO IAJIATA JUCTOBKA, MPEIN A 3all0YHETE 2 H3MO0JI3BATE TOBA
JIEKAPCTBO, Thil KATO T ChAbP:Ka Ba:kHa 3a Bac nndopmanus.

Ta3u JUCTOBKA € HANTMCAHA 32 MALMEHTA, KOWTO NpueMa JeKapCTBOTO. AKO CTe POAUTEJ U
HACTOMHUK, KOiiTO e npuiaara Pyzchiva Ha gere, MoJisl ipoyeTeTe BHUMATEJIHO Ta3H
HHpopmanus.

- 3anaszere Ta3u JIUCTOBKA. MOXe /1a ce HAIOXKH J1a 51 IPOUYETETE OTHOBO.

- AKO UMare HIKaKBU JOIBIHUTEIIHNA BBIIPOCH, TTOTUTaiTe Bamms nexap wim (hapMarienT.

- ToBa nekapcTBo € npeanucano JudHo Ha Bac. He ro nmpeorcTenBaiite Ha npyru xopa. To Mmoxe
Jla UM HaBpeIy, He3aBUCHMO Y€ TIPU3HAIUTE Ha TAXHOTO 3a00JIsIBaHEe ca ChIIUTE KaTo BamuTe.

- AKO TIONTyYHnTe HAKaKBH HEXEJIaHU peakiny, yBenomeTe Bamms nekap ninu GpapmaresT. Tosa
BKJIIOUBA M BCUYKH Bb3MOKHU HEXKEJIaHU PEaKIMU, HEOMMCAHU B Ta3H JIMCTOBKA. Buxre
TOouKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakgo npencrasnsaBa Pyzchiva u 3a kakBo ce u3mon3Ba
Kakso Tpsi0Ba na 3Haete, npeau aa usnonssare Pyzchiva
Kax ga m3nomsBare Pyzchiva

BBb3MOKHH HEXKEJTaHU pEeAKLIUU

Kak na cexpansiBare Pyzchiva

CopapprkaHue Ha OTIAKOBKATa M JOIBIHUTEIHA HHpOpManus

ALY

1. Kaxkso npeancrasasipa Pyzchiva u 3a kakBo ce u3noJizBa

Kaxkso npeacraBassa Pyzchiva

Pyzchiva cbabppika akTHBHOTO BEILIECTBO ,,yCTEKHHYMa0”’, KOETO € MOHOKJIOHAJTHO aHTHUTSIO.
MOHOKJIOHaJIHUTE aHTUTENIa ca IPOTEHHHU, KOUTO Pa3[O3HABAT U CBBP3BAT ONpPENENICHH crieln(pUIHI
MIPOTEHHHU B OPTaHU3Ma.

Pyzchiva npunaasiexu KbM Irpyna jJekapcTBa, HapedeHu ,,iMyHocynpecopu”. Tesu jgekapcTaa
JeiicTBaT, KaTo HaMaJlsIBaT aKTUBHOCTTA HA YacT OT MMyHHATa CHCTeMa.

3a kakBo ce u3noJ3Ba Pyzchiva
Pyzchiva ce n3mon3Ba 3a iedeHe Ha CICAHUTE BH3NAUTEITHN 3a00JITBaHII:

o [TnakoB rcopuasuc - Npy Bb3PACTHU H JICTIa Ha BB3PACT OT 6 TOJWHH U MO-TOJIEMU
. [IcopmatnueH apTpUT — IIPH BB3PACTHH | JeTa ¢ Teryio Hai-manko 40 kg
o Ymepena g0 Texka 6oiect Ha KpoH — mpu Bb3pacTHU

IlnakoB ncopuasuc
,L [ITaKOB TIcopra3uc” e KoXXHO 3a00IIsIBaHe, KOETO BOJIH JI0 BB3IAJICHHE, 3acATaIl0 KOXaTa U HOKTHUTE.
Pyzchiva HamansaBa Bp3NAIICHHETO U IPYTUTE TIPU3HAIM HA 3200/ ISIBAHETO.

Pyzchiva CC U3IIOJI3BA IIPU BB3PACTHU C YMEPCH A0 TCXKBK IJIAKOB IICOPHUA3UC, KOUTO HC MOraT Ja
HM3II0JI3BAT MUKIIOCIIOPHUH, METOTPEKCAT UJIU CbOTOTepaHI/IH, WJIA KOTaTO TE3H JICUCHHS HE JIeHCTBaT.
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Pyzchiva CC M3II0JI3Ba IIPpH ACHA U FOHOIIHN Ha Bb3PacCT 6 TOAWHU U IO-T'OJIEMU C YMEPECH 0 TCIKBK
IJIaKOB IICOpUa3nC, KOUTO UMAT HCIOHOCUMOCT KbM (l)OTOTepaHI/IH WK Apyru CUCTEMHU TECparinuu, Uin
KOraTro TE3H1 JICUCHHUSA HC I[eﬁCTBaT.

IlcopnaTuyen apTput

[IcopuatuueH apTpuT € Bb3MAIUTEIHO 3a00JIBaHE HA CTaBUTE, OOUKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPHUATHYEH apTPUT, ITbPBO Iie Bu nexyBar ¢ Apyru JekapcTa. AKo
HE ce MOBJIMSETE JOCTaThYHO 100pe OT Te3u JiekapcTBa, Moke na Bu ce mpeanuie Pyzchiva, 3a na ce:

o HaMaJIIT OpU3HALMTE U CUMIITOMUTE Ha 3a0ojsiBaHeTo By;
o nonoopu guznyeckoTo Bu cherosiHue;
o 3a0aBu yBpekaaHeTo Ha BamuTe cTaBu.

Boaect na Kpon

Bonectra Ha KpoH e Bp3nanutenHo 3a0ossBane Ha yepBara. Ako uMmate 6onect Ha KpoH mbpBo 11e
Bu ce nanat npyru nekapcta. AKO HE ce MOBJIHMSIETE JOCTaThYHO WM UMaTe HEMOHOCUMOCT KbM T€3U
JexkapcTBa, Moxxe 1a Bu ce nane Pyzchiva 3a HamansBaHe Ha IPU3HALUTE U CHMITOMUTE Ha
3abomsiBaneTo Bu.

2. Kaxgo Tpa6Ba 1a 3HaeTe, npeau aa usnouaspare Pyzchiva

He u3nonzsaiite Pyzchiva

o AKO cTe aJIeprU4HH KbM YCTeKMHYMAa0 WIH HAKOS OT OCTaHAJIUTE ChCTaBKU Ha TOBa
JIEKapCTBO (M30pOCHH B TOUKA 6).
. AKO0 UMaTe aKTUBHA HHPeKIUA, KOATO Bamusr nekap Hamupa 3a 3HauuMa.

AKO He CTe CUTYpHH JIajl HSIKOe OT M30pOeHUTE Io-rope ce oTHacs 3a Bac, mocwBeTBaiiTe ce ¢ Barms
nexap win (hapMmareBT, Ipeau na u3noi3sare Pyzchiva.

IIpenynpexaenus u npeanasHu MepKu

I'oBopere ¢ Bamus nekap wnu gapmaneBT npeau aa nsnoissare Pyzchiva. Bammusr nekap e
MIPOBEPH CHCTOSTHUETO BU mpean BCSIKO JIedeHHe. Y BeIoMeTe CBOS Jiekap 3a Besika Bamma 6omect
npean Besiko sedenue. Cohino Taka nHbopMupanTe Barmms iekap, ako HaCKOpo cTe OUITN B KOHTAKT C
YOBEK, KOMTO MOXKe Jla uMa TyOepkyio3a. Bamust nekap e Bu nperiena u e HarpaBu U3Ciie/IBaHe
3a TyOepKyJo3a, mpenu na usnonspare Pyzchiva. Axo BammsT nexap cMsta, 4e cTe U3JI0KESHH Ha
PHUCK OT TyOepKyJi03a, MOXKe Ja Bu npenmuiie mekapcTsa 3a JICYCHUETO H.

Cienere 3a cepHO3HH HeKeJTAHU PeaKIUuA

Pyzchiva Mosxe 1a npeu3BHKa CEPHO3HN HEXKEIAHH PEaKINH, BKIIOYUTEITHO aJIePTHYHN PEaKIu 1
nHbpeknuu. TpsaOBa ga ciaenuTe 3a ONpeesIeHN MPU3HAIM Ha 3a00JIIBaHuUs, TOKATO IpruemMaTe
Pyzchiva. Buxre ,,Cepro3Hu HexXeNnaHu peakuy’ B TOUKa 4 32 ITBJIHUS CIIMCHK Ha TE3W HEXeJaH!
peaxIyu.

Ipenn na m3noazsare Pyzchiva nundopmupaiite Bammns nexap:

o AKO HAKOra cTe HMAJIM aJIepruYHAa peakuus KbM YCTeKHHYMAa6. AKO HE CTe CUTYPHH,
nonuraiite Bamus nekap.

o AKO HAKOra cTe HMAJIM HAKAKBB BHJ PAK — TOBA €, 3al[0TO UIMyHOCYTIPECOPUTE KAaTO
yCTeKMHyMab oTciabBaT 4acT OT UMyHHaTa cucTeMa. ToBa MOJKe /1a TTOBHIITM PUCKA OT PakK.

o AKO cTe JeKyBaHHM 32 MICOPHA3MC C IPYTH OMOJOTHYHH JIEKAPCTBA (JIeKapcTBo,

NMPOU3BECACHO OT 0HMO0JIOrMYEeH H3TOYHHK M 00MKHOBEHO NMpujJIaraHo 4pes3 l/lH)KeKIIHﬂ) -
PHUCKBT OT paK MOXKC a € IO-BUCOK.

o AKO MMaTe WJIM HACKOPO cTe UMaJIu HHeKIusl.

o AKO IMaTe HOBH WJIM IIPOMEHSIIIN ce JIe3N! B yYacThLUTE C ICOPUA3UC UITH 110
He3acerHaTaTa Koxa.

o AKo ToJIy4yaBate Jpyro JiedeHHe 32 MCOPUA3NC U/UJIU MCOPUATHYEH aPTPUT — KaTo APYTH

MMYHOCYIIpecopt Wi (oToTepanus (KOraTo TAJIOTO ce JIeKyBa ¢ TUIll yaTpaBuoieTosa (UV)
cBeTNMHA). Te3u JeueHus ChII0 MOXKE /1a OTCIA0AT YacT OT UMyHHaTa cucteMa. V3non3BaHeTo
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Ha TC3HU JICUCHUA 3aC€IHO C YCTGKI/IHyMa6 HC € U3CJICABAHO. Bb3MoxHO € 068.‘{6, TO Aa yBCJINYU
pHUCKa OT 336OHHB3HI/IH, CBBpP3aHU C oTcnaOBaHe Ha HMYHHATa CUCTCMaA.

o AKO TOJTy4YaBaTe HJIH HAKOIa CTe MOJIyYaBaJi HHKEKINH 32 JJedeHHe HA aJIepruu — He €
HU3BECTHO JaJIn yCTeKI/IHYMa6 MOXE J1a OKaXXEC BIIMAHUC BBPXY TAX.
. AKo cTe Ha M HaJX 65 rOAUHU — MOXE J1a CTE TIO-CKJIIOHHU KbM WH(EKITHH.

AKO He CTe CHT'YPHH JIali HIKOE OT ropen30pocHUTE ce OTHACH 3a Bac, mockBeTRaiiTe ce ¢ Bamis
Jexap win (papMarieBT, Ipean 1aa u3noiissare Pyzchiva.

Hsxou nanueHTH moy4aBar JIynyc-loJJOOHH PEaKIiH, BKIIFOUUTEITHO KOXKEH JIYITyC EpUTEMATOIeC U
nyIryc-moto0eH CHHIPOM, 110 BpeMe Ha JiedueHue ¢ ycreknayma0. ['oBopete BeqHara ¢ Bamus nekap,
aKo MOJIyYHUTE YSPBEH, HAUTHAT, JIFOIICI C€ OOPUB, IIOHAKOTA C TIO-THMHU TPAHUIIH, B H3I0KECHUTE
HA CIIBHIIC YYACThIM HAa KOXATa WK CTAaBHHU OOJIKU.

CobpaeveH MHPAPKT U UHCYJITH

WudapkT 1 HHCYNITH ca HaOJI0JaBaH! B IPOYyYBaHEe NPH MAHEHTH C TICOPUA3UC, JIEKYBaHU C
ycTeknHyMab. Bamust nekap peloBHO I1ie IpoBepsBa PUCKOBHUTE (JaKTOPH 3a CHPACYHO 3a00JsBaHE U
WHCYAT Tipu Bac, 3a 1a e curypHo, 4e Te ce JIeKyBaT 10 IoXo s HaauH. HezabaBHO moTspcere
MEUITMHCKA ITOMOIII, aKO MOJIyduTe 60JIKa B THPAUTE, CIA00CT WM HEOOMIalHO ycenaHe OT eaHaTa
CTpaHa Ha TAJIOTO, OTIIYCHATOCT Ha JIMIETO WX IT'OBOPHU WX 3PUTCIIHU CMYIICHUS.

Jlena v roHOIIM

YcTekuHyMab He ce mpernopbyBa 3a yrnorpeda npu jena Ha Bb3pacT 1Mo 6 roJIMHU ¢ TICOpUa3uc, aera
¢ 6onect Ha KpoH ¢ Terno nox 40 kg wnu nipu fena Ha BB3pacT 1o, 18 ToauHM ¢ ICOpHaTH4eH
apTPUT, 3aI0TO HE € MPOYyIBaH IPH Ta3H Bb3PacTOBa IpyIa.

Jpyrn nexapcrBa, Bakcuuu u Pyzchiva
Tps6Ba ma kakere Ha Barmus ekap uiu dhapMarieBT:

o AKO ipremMaTe, HaCKOpO CTe TIPHUEMAalTi MK € Bb3MOXHO J1a TPUEeMETe IPYTH JIeKapCTBa.

. Axo Hackopo Bu e npapeHa uiu ruiaHupate aa Bu ce npaBu BakcuHanus. JlokaTo u3non3pare
Pyzchiva, Haxou BuIoOBE BakCHHY (KUBU BaKCHHH) HE TPSAOBA /1a ce Ipuiiarar.

. Ako cte momyuaBaiu Pyzchiva o Bpeme Ha OpeMeHHOCTTa, TpsIOBa 1a Ka)KeTe Ha JIeKaps Ha

0ebeto Bu 3a neuenuero ¢ Pyzchiva, npenu To 1a monyyu KakBaTo U J1a € BAKCHHA,
BKJIIOUUTENTHO XUBHU BakcuHH, kaTo BIK BakcuHa (1M3m0n3Bana 3a npeana3BaHe ot
TyOepKymo3a). JKuBute BakCHHHU HE ce MpenophuBaT 3a BameTo 6ebe mpe3 mppBUTE ABAHAIECCET
Mecela ciell paXJaHeTo, ako cTe norydaBanu Pyzchiva mo Bpeme Ha OpeMeHHOCTTa, OCBEH aKo
nexapsT Ha Bamero 6ebe He npenopbsya Apyro.

BpemeHHOCT U KbpMeHe

. AKo cTe OpeMeHHa, CMsATaTe, 9¢ MOXKe Jla CTe OpeMeHHa WX TIaHupaTe OPeMEHHOCT,
MOoCHBETBalTe ce ¢ Bamms nekap npeau ynorpedaTa Ha TOBa JIGKAPCTRO.
o He e HaOnroaBaH o-BUCOK PUCK OT BpOAcHHU AeeKTH mpu O0edeTa, H3II0)KEHU Ha yCTEKMHyMa0

B yTpoOaTta. JlanHWTE OT yroTrpedaTa Ha ycTeKMHyMa0 mpu OpeMeHHH KeHH obaye ca
orpanmdecnun. [lopanu ToBa € 3a mpeamoYnTaHe Ja ce U30srBa yrnorpedara Ha yCTEKUHyMab 1Mo
BpeMe Ha OpEMEHHOCT.

o AKO cTe JKeHa ¢ ISTepOCH OTSHIIUA, KeJaTeJHO € Aa He 3a0peMeHsBaTe 1 1a U3I0I3BaTe
MOJXOIAII NPOTHBO3a4aTh4eH METOI, KOraTo M3MOJI3BaTe YyCTeKUHyMal u noHe 15 cenmunm
CJIe/] TOCIIETHOTO pUIIaraHe Ha YCTEeKHHYyMa0.

o Pyzchiva mosxe 1a mpeMrHe mpe3 TuaneHTara B HepoAeHOTo 6e6e. AKO CTe MoTydaBain
Pyzchiva o Bpeme Ha 6pemeHHOCTTa cH, 6ebeTo B Moxe 1a uMa 1mo-BUCOK PUCK OT
uH}eKuus.

o BaxHo e 1a kaxxeTe Ha JiekapuTe Ha Bamrero 0eOe 1 Apyru MEMIIMHCKH CIICIHAINCTH, aKO CTe

nonmydaBanu Pyzchiva mo Bpeme Ha OpeMeHHOCTTA cH, Tpenn 6e0eTo Aa MoTydr KaKBaTo U Ja €
BakcuHa. JKuBH BakcuHH, kKato BLJK BakcuHa (W3moii3BaHa 3a mpeana3BaHe oT TyOepKyno3a) He
ce mpenopbuBaTt 3a Bamrero 6ede npe3 mppBUTE ABaHAIECET MECeIa CIell PAKIAHETO, aKO CTS
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nony4aBaiu Pyzchiva mo Bpeme Ha 6peMEHHOCTTa, OCBEH aKo JieKapsT Ha Bamiero 6ebe He
Ipenoprya Apyro.

o YcreknHyMab MoXe Ja MpeMHUHE B KbpMaTa B MHOTO MaJIKi KoiimuecTBa. [lockBeTBaiite ce ¢
Bammms nekap, ako KbpMHUTE WK aKo TUIaHUpaTe 1a KbpMmute. Bue n Bammsr nexap Tpa6Ba na
pelmTe gany TpsOBa Aa KbPMHUTE WM J1a U3M0JI3BAaTe YCTEKUHYMa0 — HE MpaBeTe U JABETE.

Ilodgupane n padora ¢ MAIIUHA
YcTekuHyMal He TIOBJIUSABA HITH TIOBJIHSBA MPEHEOPESIKUMO CITIOCOOHOCTTA 32 1odupane u padoTa ¢
MaII{HY.

Pyzchiva ebabpika nonucopoar 80 (E433)

Tosa nexapctBo cpabpka 0,02 mg monucopOar 80 (E433) BbB Besika MpegBapUTEIHO HAITBIHEHA
cnpuHioska (1 ml), kouto ca ekBuBanentHu Ha 0,02 mg/0,5 ml. [TomucopbaTure MoraT 1a NPUIHHST
alepruyHu peakuuy. TpsOBa ga kaxere Ha Bamus nexap, ako UMaTe yCTaHOBEHH aJIEPTHH.

3. Kaxk n1a usnoassare Pyzchiva

Pyzchiva e npenHa3HaueH 3a ynorpeba 1moJ; ppbKOBOACTBOTO U KOHTPOJIA HA JIEKAP C OIHT B JICYEHHETO
Ha 3a00Js1BaHMs, 32 KOUTO € IokazaH Pyzchiva.

Bunarn n3nonsBaiiTe ToBa JeKapcTBO TOYHO KakTo Bu e xazan BamusaT nekap. AKo HE CTe CUTYPHH B
Hewo, nonuraiite Bamws nekap. IloceBerBaiite ce ¢ Bamus nexap 3a ToBa, kora 1e Bu ce nocrassar
HMHXEKIMUTE U KOTa IIE ca CIEeABAINTE KOHTPOIHU IIPETJIEeIN.

KakBo koanuectBo Pyzchiva ce npuiara
BamusT nekap mie pemm kakBo KoimdectBo Pyzchiva TpsiOBa na moiay4urte u 3a KaKbB IEPUOJT OT
BpeMe.

Bb3pacTHu Ha 18 roxuHN WM MO-TOJIEMHU
Ilcopua3muc M NCOpuaTHYEH AaPTPUT

. [Ipenoppuntennata HauanHa 1o3a € 45 mg Pyzchiva. [TanmenTtu ¢ Terno Hax
100 xunmorpama (kg) mosxe ma 3amounat ¢ g03a 90 mg Bmecto 45 mg.
o Crnen HavanmHata A03a, ciefBamara Bu no3a me Obae 4 ceqmMunm mo-KbCHO U CIIE]] TOBA Ha

Bceku 12 cenmuru. CreaBamuTe 1031 OOMKHOBEHO Ca CHIUTE, KATO HayaaHaTa J034.

Boaect Ha Kpon

J ITo Bpeme Ha neyennero Bammsr siekap me Bu nmprmoxu mepBara 103a OT IPUOIN3UTETHO
6 mg/kg Pyzchiva upe3 kankoBo BirBaHe BB BeHa Ha pbKaTta (MHTpaBeHO3Ha nH(py3us). Crex
HavyaJlHaTa 103a, e Noay4uTe ciesamara go3a 90 mg Pyzchiva cnen 8 cenmunu, ciaen ToBa
npe3 12 ceqMuIm 4pe3 HHKEKIUS 1Mo KOXKaTa (ITOJKOXKHO).

. [Ipy HAKOM MAIMEHTH, CIIe] IbpBaTa IMoAKoKHa HHkeKus, 90 mg Pyzchiva moxe na ce
npuiiara npes3 8 cenMuIM. Bamusit iekap mie pemm kora Tps0Ba Jia MoJTyqyuTe clie/IBaliara cu
703a.

Jena 1 oHOIIM HA 6 TOAMHM WM NIO-TOJIEMH

Ilcopuasuc

o JlexapsT TpsiOBa a ompeaeny NpaBUiIHaTa 3a Bac 103a, BKIIIOUUTENHO U KOJIHYECTBOTO (00eMa)
Pyzchiva, koiito TpsiOBa a ce MHXKEKTHPa, 3a J1a € IpaBwiIHa fo3ara. [IpaBuiHaTa q03a 3a Bac
1€ 3aBUCH OT BaleTo TenecHo Terao mo BpeMe Ha BCsKa J03a.

J ®dnakoH ¢ 45 mg e HaJIM4eH 3a Aela, KOUTO TpsiOBa J1a Molyyar Io-MajKo OT IbJHAaTa J03a OT
45 mg.

o Axko Texxute o 60 kg, mpenoppuntennara go3a e 0,75 mg Pyzchiva Ha kumorpam TesecHO
TErJIO.

J Axo texute ot 60 kg no 100 kg, npenopruntennara no3a e 45 mg Pyzchiva.

. Axo texxute noseye ot 100 kg, npenoppunrennara go3a e 90 mg Pyzchiva.
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° Cnepn HavajiHaTa J03a, clieaBainara Bu fgo3a me Oble 4 ceIMULIM I0-KbCHO U CJIE] TOBA Ha
BcekH 12 cemMuIm.

Jena c terJio Haii-manko 40 kg

Bouaect na Kpon

o ITo Bpeme Ha yieueHneTO Bammsat nekap 1ie IpuiioKH MbpBaTa 103a OT nprOImu3uTenHo 6 mg/kg
Pyzchiva upe3 kankoBo BIUBaHE BbB BeHa Ha pbKaTa Bu (uHTpaBeno3Ha undysus). Cuexn
HaJaJIHaTa J03a IIIe TMoJIyuInTe ciaeapamara go3a 90 mg Pyzchiva ciien 8 cenmutiu, a cies ToBa
Ha BCeKH 12 cemMuIin Upe3 HHXKEKITUS o] Koxkata (,,[TOKOKHO ).

° [Tpu HAKOUW MaLMEHTH, CIIE] ITbpBaTa MOAKOXKHA WHxKeKIws, 90 mg Pyzchiva Moxe na ce
npuiara npe3 § ceaMuIy. Bammst gekap 1ie pemy Kora TpsoBa /1a OIy4YUTe CIIeBaIlaTa CH
Jo3a.

Kak ce npuiara Pyzchiva

. Pyzchiva ce npunara kaTo MHXeKUus MOA KoxkaTa (IIOAK0XHO). B HawanoTo Ha Bamrero
neuyenue, Pyzchiva Moxxe 1a ce HH>KEKTHpa OT JIeKap WM MEIULMHCKA CECTPa.

J Bue u Bammst nexap, obade moxe fa pemnre, ye Bue caMmu Moxke 1a cu HH>KEKTHpaTe
Pyzchiva. B TaxbB citydaii me npeMuHeTe 00y4eHue Kak Jia cu nHxkekrtupate Pyzchiva
CaMOCTOSTEIHO.

° 3a yka3zaHus Kak J1a uHxektupare Pyzchiva Bikre ,,YKka3zaHus 3a npuiiokeHHe” B Kpasi Ha Ta3H
JIMCTOBKA.

I'oBopere ¢ Bamms sekap, ako ©MaTe BIIPOCH OTHOCHO TOBA KaK CaMH Jla ITOCTaBSITe HHXKCKIUATA.

AKO CcTe N3M0JI3BAJIN MOBevye OT HeoOxoanmaTa qo3a Pyzchiva

AKO cTe U3I0I3BaIHN WK ca By mpmtoxwmm mosede oT Heodxomumara g03a Pyzchiva, HezabaBHO ce
MOCHBETBATE ¢ Jekap win dapmareBT. Burarn Hocete ¢ Bac kaproHeHaTa onakoBKa Ha
JIEKapCTBOTO, JIOPH U J1a € Mpa3Ha.

AKo cTe mpomycHa/m aa usnojaszsare Pyzchiva
AKO CcTe mpoIyCHaIH J103a, CBbpxKeTe ce ¢ Bamus nekap uwiu gapmanest. He npunaraiite aBoiina
J103a, 32 Ja KOMIICHCUpAaTe MpoIlycHaTaTa 103a.

AKo cTe cnipesiu ynorpedéara Ha Pyzchiva
He e onacuo na cnpere ynorpebara Ha ycrekunymMa0. Ako obaue s cripere, Bamure cuMntomu Moxe
Jla ce Bb30OHOBSIT.

AKO MMaTe HIKaKBH JIOMIBIIHUTEIHU BBIIPOCH, CBBP3aHHU C YIOTpebaTa Ha TOBa JEKapCTBO, MOMUTANTE
Bamms nexap nnu dapmanesT.

4. Bb3MOKHN He:KeJIaHU peaKuuu

Kaxkro Bcnmuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia IPCAU3BHUKA HEKECIIaHU pCaKINU, BBIIPEKU Y€ HE
BCCKHU I' I1IOJTy4aBa.

CepHO3HM HeKeJTaHU PeaKIuu
Hsikon manpeHTH MOXe a UMaT CEPHO3HU HEXEJIaH! peakluy, MPH KOUTO Jia ce Hajlara CIemHo
JICYCHHE.

AJlepruvyHy peakuMu — MosKe J1a M3MCKBAT cnelHo jJeyenue. Uudgopmupaiite Bamus
JieKap Win He3a0aBHO NOTbpPCeTe CNEeNIHa MeIUIMHCKA MOMOIII, aK0 3a0eseKuTe HIAKO 0T
cJIeJHUTe MPU3HALM.
° CepHo3HHTE alleprUYHA Peakiny (,,aHa(uIakcus’™) ca peAKH MPH Xopa, MpUeMaIi
ycTekuayMab (Moxxe na 3acersHat a0 1 Ha 1000 gymm). [IpusHanuTe BKIIIOYBAT:
o) 3aTPYJIHEHO JUIIAHE WUJIK MPErIbIIaHe
o) HUCKO KPBBHO HAIIATAaHE, KOETO MOXKE J1a IPUYUHU 3aMassHOCT WJIM CBETOBBPTEK
o) MOAYBaHE Ha JMIETO, YCTHUTE, YCTaTa WIH I'bPJIOTO.
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. UectHTte Mpu3HAIK HA QJICPTHYHA PEAKIUs BKIIIOUBAT KOKEH OOPUB U yPTUKApHs (MOXKE
na 3acersat 1o 1 Ha 100 gymm).

B penxu ciyyau ce ch001IaBAT ajleprudHu 0eJI0APOOHU peakiuu 1 6e10PooHO
BBh3NAaJIeHHE NP NAIAEHTH, KOUTO MOJIy4aBaT YCTeKHHYMa0. YBeqomeTe BeqHara Bamms
JieKap, aKo MOJIyYuTe CHMIITOMH KATO KalIHIIA, 3ayX H BHCOKA TeMIlepaTypa.

AKO TIOITyYHTe Cepro3Ha ajepruiHa peakiys, Bamusr gekap Moxe na pemy, 4e Bue He TpsioBa
na ynorpebssare Pyzchiva oTHOBO.

Nudexnun — Moske 1a U3UCKBAT clielIHo JedyeHue. MHpopmupaiite Bamus gekap, ako
3a0ejiesKUTe HAKOI OT cCleHUTE MPU3HAIH.

. MHQPEKIMUTE Ha HOCA WU T'BPJIOTO M MPOCTYaTa ca uecT (MOoXKe Jia 3acerHart Jio 1 Ha
10 mymm)

° WH(PEKIMUTE Ha JIOJHUTE IUXATeIHH MbTHINA (TPhIHA HHPEKIIUN) ca HeuecTH (MOXe Jia
3acerHat a0 1 ma 100 gymm)

. BB3MAJICHUETO Ha IMOJKOKHATA ThKaH (IETyIUT) ¢ HedecTo (MOoKe Ja 3acerHe 10 1 Ha
100 mymrm)

. xeprec 30ctep (Bua 00e3HeH 0OpUB C MEXYPH) € HeuecT (MOJKe Jia 3acerHar jio 1 Ha
100 mymm)

Ycrexknaymab Moxke a Hamanu criocoOHoctTa Bu na ce 6opute ¢ undexun. Hakon nadexum
MOJKE JIa CTAHAT CEPUO3HU M MOXKE JIa BKIIFOYBAT MH()EKIIUU, TPUIMHEHU OT BUPYCH, T'bOMUKH,
OakTepun (BKIIOYHTEITHO TYOSPKYJ103a) WM TTapa3uTH, BKIIOYUTEITHO HHPEKIINH, KOUTO
BB3HUKBAT MIPEIUMHO IIPH XOpa ¢ 0TCIabeHa UMyHHA cucTeMa (OMOPTIOHUCTHYHHN MH(EKIINH ).
[Ipu nanuenTyH, NoTyYaBally yCTEKUHYMa0, ce ChoOIaBaT ONOPTIOHUCTUYHH UH(PEKIIUN Ha
MO3bKa (eHIeaNInuT, MEHUHTHT), OenuTe IPoOOBE U OUUTE.

JlokaTo u3noa3Bare yCTeKHHYyMa0, TpsOBa Ja CleauTe 3a MpU3HaIy Ha nHpekus. Te
BKITIOYBAT:

BHCOKA TeMIIepaTypa, TPUIIONOJ00HN CUMITTOMH, HOIITHO TIOTEHE, 3ary0a Ha TEeTJIo
yMopa WU 33/1yX, YIIOPUTa KalLTUIa

TOTLIIA, 3a4epPBEeHA U OOJIE3HEHA KOXKa WK 00JIE3HEH KOXKEH 00OPHUB ¢ MEXypH
napeHe npu YpUHUPaHEe

apus

3PUTEITHO CMYIIICHUE WK 3ary0a Ha 3peHne

rmaBo0osKe, CKOBAaHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETJIMHA, TAJICHE HITH
00BPKAHOCT.

Wndopmupaiite Bamms nekap BeHara, ako 3a0eeKUTe HSIKOH OT Te3W MpU3HALHU Ha
nHpekusa. Te Morar na ObIaT Npu3HAIK Ha HHPEKITUN KaToO TPBIHA HHDEKITHH, KOKHH
WH(EKINH, XePIIeC 30CTep WM ONOPTIOHIUCTUYHH WH(EKIINH, KOUTO MOTaT J1a I0BEAAT 10
CepHo3HU ycnoxkHeHus. Unpopmupaiite Bamms nekap, ako uMaTe HSIKaKBa YIOPHUTA HITH
noBTapALIa ce nHpeKHs. BamusaT nekap Moxke 1a pemy, ye He TpsiOBa 1a ynorpedsiBare
YCTEKHHYMa0, noKaTo nHeKIsITa He ObJe n3IeKyBaHa. YBegomere Bamus nexkap, u ako
uMare OTBOPECHU paHH WIIM HapaHsSBaHUsI, ThH KaTo MOXeE J1a ce HH(EKTUupar.

JliomeHe Ha KOKaTa — HHTEH3WBHOTO 3a4epPBsIBaHE U JIIOIIeHE HA KOKAaTa HA MO-T0JIsIMa
IUION MO TSJIOTO MO3KE 12 ¢a CAMITOMHU HA ePUTPOAEPMUYEH MCOPUAZHC UIH
ekcoUATHBEH 1ePMATUT, KOUTO €A CEPUO3HU KOKHU 3a00/11BaHus. AKO 3a0ejie;kuTe
HAKOM OT Te3M NpU3HAIU, TPsiOBa 1a uHGopmupaTe Bamus jiekap He3a0aBHO.

I[pyl"lf[ HEKEJIAaHU pCaKIUU

YecTH HexkeTaHu peakuu (Moxe na 3acerHat no 1 Ha 10 gymm):
° TAAPHST
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rajeHe

MOBpBILAHE

yMopa

3aMastHOCT

riaBobonue

chpOex (IpypHUTyC)

OoJika B rbp0a, MyCKYJIMTE HIIH CTABHTE
BB3MAIEHO T'BPIIO

3auepBsiBaHe M 00JIKa Ha MACTOTO HA MHXKEKTHPaHEe
WHQEKIHs Ha CHHYCHTE

HeuecTn HexkeaHu peaknum (Moxe aa 3acerHat a0 1 va 100 gymmm):

nH(EKIMN Ha 3p0HTe

BarvHaj Ha WHPEKINS, TPUIUHEHA OT I'bOMYKH

Jerpecust

3aIynieH HOC MM XpeMa

KbpBEHE, MOCHHSIBAHE, BTBLP/IIBAHE, MOTyBaHE U ChPOEK HA MICTOTO HA HHKECKTHPAaHE
ycelmane 3a ciadocT

CraJjaHe Ha KJiernavya U H3KpUBSBaHEe HA MyCKYJIUTE Ha €{HATa IOJIOBHHA Ha JIUIETO
(,JiiiieBa mapanusa’” Wi ,,fapanmnsa Ha ben”), KosTo 0OMKHOBEHO € BpeMeHHa
MPOMsIHA Ha TICOpHA3UCca ChC 3a4epBsIBaHe U HOBH MAJIKH, JKBITH WK OEIH MEXYPH 10
KO>KaTa, IOHSIKOTa MPUAPYKEHH C TeMIieparypa (IIyCTyI03eH ICOPHA3HUC)

OeJeHe Ha KokaTa (excomanus Ha KoxkaTa)

aKHe

Penku Hexke1aHU JIeKAPCTBEHU peakiuu (Moxe aa 3acerHar g0 1 ga 1 000 mytm)

3adepBsiBaHe U JIIOIICHE HA KOXKATa Ha TIO-TOJIsIMa TUIOII 110 TSUIOTO, KOUTO MOXKE J1a
ChpOAT WM Ja ca 0one3HeHu (excdomuaTuBeH qepMaTtut). [logooHu cuMnToMu
MOHSKOTa CE Pa3BHBAT KaTO €CTECTBEHA MPOMSIHA Ha BHa HA CHMIITOMUTE HA MICOPUA3HC
(epuTpOIEpPMUICH IICOPHAHC)

Br3naneHre Ha MAIKHTE KPBbBOHOCHH ChJIOBE, KOETO MOXKE JIa IOBEZIE 0 KOXKEH OOPHUB C
MAaJIK{ YepBEHHU WM JINJIABH NMOAYTHHHU, TEMIIepaTypa WK O0JIKa B CTaBUTE (BACKYJIHT).

MHOr0 peaKHu HesKeJIaH! JIeKAPCTBEHH peakiun (Moxe aa 3acerHar A0 1 ga 10 000 gymm)

OO0pa3yBaHe Ha MEXYPH IT0 KOKaTa, KOSATO MOXe /1a ObJIe 3auepBeHa, ChbpOsIa U
Ooneznena (Oyno3eH neMGuromnn)

KOJKEH JIYIyC epUTEeMaTO/IeC U JIyImyc-mog00eH CHHIPOM (YepBEH, HAJUTHAT, JIFOIIEHI Ce
0OpHB B M3JI0KEHUTE HA CIIBHIIC YYACThIIM HA KOXKAaTa, KOUTO MOXKE J1a € IPUAPYIKEH OT
OOJIKH B CTAaBHTE).

Cro0lIaBaHe HA HEXKeJIAHU peaKkiuu

AKO MONy4YHTe HIKAKBH HEXXETAHHU JICKAPCTBEHU PEakIuy, yBeaoMere Bamius jgekap win dhapMarieBT.
ToBa BKJIFOYBA U BCHYKH BH3MOXKHU HEOITMCAHU B Ta3H JIMCTOBKA HEXETAHU peakiiu. MoxeTe ChIo
Jla ChOOIIUTE HEXKETIaHU PEAKIMK JUPEKTHO Ype3 HAIMOHAIHATA CHCTEMA 3a ChOOIIaBaHe, TOCOYCHA B
[punoxenue V. Karo chobiaBare HexXeIaHU PEaKI[UK, MOXKETE JIa TaJeTe CBOSI MPUHOC 3a
NoJy4aBaHe Ha moBeue HH(popMaIus OTHOCHO 0€30MMacHOCTTa Ha TOBA JIEKAPCTBO.

5.

Kak na coxpansiBare Pyzchiva

Jla ce chxpaHsiBa Ha MSICTO, HEJIOCTBITHO 32 JIela.
Ja ce cexpanssa B xmammraEK (2 °C—8 °C). [la He ce 3ampassiBa.

CoxpaHsBaiiTe MpeIBapUTEITHO HATBITHEHATa CIIPUHIIOBKA B KAPTOHEHATa OMIAKOBKA, 32 J1a Ce
MpeAnasu OT CBETINHA.

Axo e HGO6XO,[[I/IMO, OTACITHUTE NPCABAPUTCIHO HAITBJIHCHU CIIPUHIIOBKHU PYZChiV?l MOXKE ChIIIO
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Jla ce ChXpaHsaBaT npu craifHa Temmneparypa 110 30 °C eqHOKpaTHO 32 MaKCHUMAJICH MEPUOI 10
35 nmHU B OpUrMHAIIHATa KAPTOHEHA OMAKOBKA, 32 J1a Ce MPEAMNa3aT OT CBETJIMHA. 3aluiIeTe
JlaTaTta, Ha KOSTO TIPEIBAPUTEITHO HAIThJIHEHATA CIIPUHIIOBKA € M3BaJIeHA 32 IHPBH BT OT
XJIAJUITHUKA Ha 0003HAYCHOTO HA KApTOHEHATA OMakKoBKa MscTo. [1o Bcsiko BpeMe npeau
M3TUYAHETO Ha TO3M MEPUOJ MPOAYKTHT €IHOKPATHO MOKeE Jia ObJie BBPHAT OTHOBO B
XJIaUITHAKA, KBAETO JIa e ChXpaHsIBa O M3THYAHE HA CPOKa Ha TOAHOCT. V3xBBpIere
CIIPUHITIOBKATA, aKO HE C€ M3IO0JI3Ba CJIe/l ChXpaHEeHUE IIPH CTallHa TeMIIepaTypa B paMKUTE HA
MaKCUMAaJIHUS IEPUO OT 35 THU WM CIe] U3TUYaHE HAa OPUTHHAIHUS CPOK HAa TOAHOCT, B
3aBHCHMOCT OT TOBa, KO€ OT JIBETE HACTBIIH MO-PaHO.

. He pasknamiaiite npeaBapuTeTHO HATBIHEHUTE CIPUHITOBKH Pyzchiva. I[IponbmkuTesHoTo
EHEPriUYHO pa3KiallaHe MOXe J1a TIOBPEIN JIEKAPCTBOTO.

He n3non3Baiite ToBa J1eKapcTBO:

. Cclie]] CpOKa Ha TOJHOCT, OTOeNsI3aH BbPXY €TUKETa U KapTOHEHATa OMAaKOBKa CJIe]]
»EXP*“/, T'onex no:“. CpoKbsT Ha TOAHOCT OTTOBApSI HA MOCIECTHUS JEH OT ITOCOUCHHUS MECEIT;

. aKO TEYHOCTTA € C POMEHEH IBAT, MbTHA WJIM B Hesl ce 3a0€IsI3BaT IUTYBAIH Iy KA YaCTHITH
(BmwxTe Touka 6 ,,Kak usrnexxaa Pyzchiva n kakBo chIbpxka onakoBkara™);

. aKO 3HACTE WJIM CMSTATe, Y€ MOXKE Jia ¢ Onila N3JI0)KeHa Ha EKCTPEMHH TeMIieparypu (KaTo
WHIUICHTHO 3aMpb3BaHe WM 3arpsiBaHe);

. aKO MPOIYKTHT € OWJI EeHEPTUYHO pa3KIIaTeH.

Pyzchiva e camo 3a eqHOKpaTHa ynorpeda. Hensnoa3BaHuAT IPOIYKT, OCTaHAI B CHPUHIIOBKATA,
TpsOBa a ce u3XBbpiaH. He u3XBhpisiiTe IekapcTBaTa B KaHAIM3aNMATa WK B KOHTEHHEpa 3a
JoMmaiuHu otnaabiy. Ilonuraiite Bamms dapmaneBT Kak f1a U3XBBPIIATE JIEKapCTBaTa, KOUTO Beue HE
usnoissare. Te3n MEepKH IIe CIIOMOTHAT 3a OIla3BaHE HA OKOJIHATA CpeJia.

6. CbabpkaHie HA ONIAKOBKATA M A0MbJIHUTEIHA UHpopMaus

Kakso cpabp:xa Pyzchiva

o AKTHBHO BEIIIECTBO: YCTeKHMHYMa0. Besika mpeBapuTeIHO HAITbITHEHA CIIPUHIIOBKA ChIBPKa
45 mg ycrekunyma0 B 0,5 ml.
o Jlpyrute cbCTaBKH ca XUCTUMH, XUCTUANHOB XHIPOXJIOPU MOHOXUAPAT, moucopbar 80

(E 433), 3axapo3a, BoJ1a 32 HHKEKITHH.

Kaxk u3rie:xkna Pyzchiva n kakBo chAbp:ka ONIAKOBKAaTa

Pyzchiva e 6ucTbp, 6€31BeTeH 10 OJIEI0KBIT HHKEKIIMOHEH pa3TBOp. Toil MOXKe /1a ChabpKa
HSKOJIKO JAPEOHH MOTYNPO3PaYHH WIIH OCJIM YacTUIM NMpoTeuH. JlocTaBs ce B KapTOHEHA OMAKOBKA,
ChIbpPIKAIa €IHA CTHKIICHA PEABAPUTEIIHO HAITbIIHEHA CIIPUHIIOBKA 0T 1 ml ¢ equHMYHa no3a. Beska
MIPEeIBAPUTETHO HAITBIHEHA CIIPUHIIOBKA ChABPKaA 45 mg ycrekuayMab B 0,5 ml nHxXeKImoHeH
pasTBop.

IIpurtexares Ha pa3pelieHHETO 32 ynoTpeda U NPOU3BOAUTE.I
Samsung Bioepis NL B.V.

Olof Palmestraat 10

2616 LR Delft

Hunepnannus

3a JOIIBJIHUTCIIHA I/IH(l)OpMaLII/IH OTHOCHO TOBa JICKapCTBO, MOJId, CBbPIKCTEC CC C JIOKATTHUA
MNPpCACTABUTCI HAa ITPUTECKATCIIA Ha pa3pCIICHUCTO 3a yHOTpeGa:

Belgié/Belgique/Belgien Lietuva
Sandoz nv/sa Sandoz Pharmaceuticals d.d filialas
Tél/Tel: +32 2 722 97 97 Tel: +370 5 2636 037
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bbarapus
Canno3 bearapus KUT
Ten.: +359 2970 47 47

Ceska republika
Sandoz s.r.o.
Tel: +420 225 775 111

Danmark/Norge/island/Sverige
Sandoz A/S
TIf: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

E\rada

SANDOZ HELLAS MONOITPOZQITH A.E.

TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 1 49 64 48 00

Hrvatska
Sandoz d.o.o.
Tel: +385 12353111

Ireland
Rowex Ltd.
Tel: +353 27 50077

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvnpog

SANDOZ HELLAS MONOITPOZQIIH A.E.

TnA: +30 216 600 5000
Latvija

Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

IIpocaeanmoct:

3a Ja ce HOI[O6pI/I IpocCIeANMOCTTA Ha OMOJIOTUYHUTE JICKaPpCTBCHU NPOAYKTHU, UMETO U NAPTUAHUAT

Luxembourg/Luxemburg
Sandoz nv/sa
Tél/Tel.: +32 2 722 97 97

Magyarorszag
Sandoz Hungaria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +35699644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z 0.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Slovenska republika
Sandoz d.d. - organiza¢na zlozka
Tel: +421 2 48 200 600

Suomi/Finland
Sandoz A/S
Puh/Tel: +358 10 6133 400

HOMEp Ha MPHUIIOKEHSI TPOIYKT TPsiOBa SICHO Ja ce 3arucBar.
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Jara Ha mocyaeqHo npepasrJiexaane Ha aucropkata MM /I'TTT.
JApyru u3rouyHMIM Ha HHPOpMAaLUs

IToapo6Ha wHGOpPMAITHS 32 TOBA JIEKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickara areHnus
10 JIeKapcTBara https://www.ema.europa.eu/.
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Yka3aHus 3a IpUIIOKEHUE

B Hayanorto Ha Je4eHneTo MEAUIMHCKY criennanuct e Bu nocraBu Bamara nbpBa unxkekiusa. Bue

u Bammsr nekap o6ade Moxe na pemure, ue Bue camu Mmoxke n1a cu umxkektupare Pyzchiva. B Takes

CITy4ai 11e mpeMruHeTe 00y4eHre Kak fa nHxekTupate Pyzchiva. ['oBopere ¢ Bamus nekap, ako

UMaTe BbIIPOCH OTHOCHO MOCTAaBSIHETO HA MHXKEKIUATA.

. He cmecBaiite Pyzchiva ¢ gpyru TeYHOCTH 32 WHKEKITHS.

. He pasknamiaiite npeaBapuTeIHO HAITBITHEHUTE CIPUHIIOBKY Pyzchiva. [IpudnHara 3a ToBa e,
Ye CIJIHOTO pasKialaHe MOXKe Ja MOBpean JiekapcTBOTo. He ymoTpebsBaiiTe 1ekapcTBOTO, aKO
€ OMJI0 CHITHO pa3KIIaTeHoO.

Ha ¢urypa 1 e mokazaHo Kaxk M3riex/ia MpeIBapuTeHO HAITbIHEHATA CITPUHIIOBKA.

Crobu Ha
npeanasuTena Ha

KoHutponHo  Kopnyc vrnata
nposop4e bytano
S |
il Gy DG *
N
Kanaye Ha urnata Wrna Etmker
Mhaea Ha
byTtanoto
Ourypa 1

1. IlpoBepeTte Oposi Ha NpeABAPUTEIHO HANBJIHEHUTE CIPUHIOBKH M MOATr0OTBeTEe MaTepHaJJIuTe:

[ToaroroBka 3a M3MOJI3BaHE Ha NMPEIBAPUTEITHO HAITbIIHEHATA CIIPUHIIOBKA

o W3Bazgere npenBapuTeTHO HAITbJIHEHATA CIIPUHIIOBKA/CIPUHIIOBKY OT XnaauiaHuka. OcraBere s
Jla IPECTON OKOJIO MOJIOBUH Yac U3BBH KyTHATa. ToBa IIe MO3BOJIM HA TEYHOCTTA J]a JOCTUTHE
MOIXOJISIIIIa TEMIIepaTypa 3a MH)KeKTHpaHe (cTaiiHa Temneparypa). He 3aromsiite
MpeIBapUTEIHO HAITbIHEHATa CIIPUHIIOBKA M0 HUKAKbBB JPYT HA4YMH (HallpuMep He 5
3aTOIUIANTE B MUKPOBBJIHOBA IT€UKa WIX B ropemia Boaa). He cansiite kanaukara Ha uriara,
JIOKAaTO TEYHOCTTA HE JOCTUI'HE CTalfHa TeMIIepaTrypa.

o XBaHeTe KopIlyca Ha CIPUHIIOBKATA TaKa, 4e MOKPHUTATa C Karavyka Uriia Jia CO4d Harope.

o He xBamaiite riaBara Ha OyTanoTo, OyTajgoTo, CTPAHUIUTE HA TPEIIa3uTelsl Ha UTjaTa Win
KaraykaTa Ha MIJIaTa.

o He m3gppnBaiite 6yTanoTo.

o He cBansiiTe kamagykaTa Ha Urjiata oT CIIPUHIIOBKATa, JOKATO HEC MPOYCTCTEC B UHCTPYKIUATA 3a
TOBA.

[IpoBepeTe npeBapUTEIHO HATBIIHEHATA CIIPHHIIOBKA/CIIPHHIIOBKH, 32 Jla CE YBEPUTE, Ue

o OpOsT Ha TPEIBAPUTEITHO HAITBIHEHUTE CIIPHHIIOBKH U KOJHMYECTBOTO HA AKTUBHOTO BEIIECCTBO

B JI030Ba €IMHUIIA Ca BEPHU

o ako BamaTa no3a e 45 mg, me nosnydure enHa 45 mg npenBapuUTEIHO HATbIHEHA
cnpuHioBka Pyzchiva;

o ako BamaTa no3a e 90 mg, me nonyuure aABe 45 mg NpeaBapUTEIHO HAIBJIHEHU
cupuHuoBKY Pyzchiva u me TpsOBa na cu mocraBute ABe HHkeKuu. M30epere nse
pa3jIn4yHu MeCTa Ha MHXXEKTUpaHe (HalpuMep eAHaTa HHXXEKLHs B JSICHOTO Oenpo, a
Jpyrarta — B JIIBOTO) M TH HAIIpaBeTe €HA CIIE]l IPYTa;

TOBA € MPABIIIHOTO JIEKAPCTBO;

CPOKBT Ha TOAHOCT HE € U3TEKbJ;

MIpeIBapUTEIHO HAITbJITHEHATa CIIPUHIIOBKA HE € ITOBPEICHA;

pPa3TBOPBHT B CIIPUHIIOBKATA € OMCTHP U OE3IBETEH 0 OJICSI0 KBIIT;

135



o Pa3TBOPHT B CIIPUHITOBKATA HE € C MPOMEHEH IBST I MBTEH U HE ChIBPKA TYXKIH YACTHUITH;
o Pa3TBOPHT B CIIPUHITOBKATA HE € 3aMPB3HAI.

CLGepeTe BCUYKHU MAaTCpHaJI, OT KOUTO CC HYXKIACTC U I' IOCTABCTC BbPXY YHUCTA IIOBBPXHOCT. Te
BKJIIOYBAT aHTUCCIITUYHU KbPIIUYKHA, TaMYYHH TaMIIOHU WJIX MapJii U KOHTeﬁHep 3a OCTpH NMPEAMETU.

2. U30epeTte 1 NOAroTBETE MSACTOTO 32 HHIKEKTUPaHe:
M3bepete MsaCTO 3a HHXKEKTHpaHe (BX. Gurypa 2)

. Pyzchiva ce mpuiara upe3 WHXEKITHS MO KokaTa (TI0IKOXKHO).

. [omxonsamu Mecta 3a MHXEKTHpaHe ca TOpHATa Y9acT Ha OeIpoTo Wim 00JacTTa OKOJIO KopeMa
Ha pa3CTOSIHUE Hal-MaJIKO 5 CM OT IbIIa.

. AKO e Bb3MOKHO, He U3MO0JI3BaiiTe 00JacTy OT KOXKaTa ¢ MPU3HAIM Ha TICOPHA3HC.

. Axo HsK0¥ Bu momara mpu moCTaBsSHETO Ha MHXKEKITUATA, TOW/TSA MOXKe Jla u30epe u ropHara

4acCT Ha pbKaTa KaTO MSCTO 3a MHXCKTUPAHC.

*30HUTE B CUBO Ca MPENIOPHYBAHUTE MECTA 3a UHIKCKTHUPAHE.

®durypa 2
IToaroTBeTe MSACTOTO 32 MHKEKTUPAHE
. W3mwuiiTe ppiieTe cu MHOTO J0Ope ChC CallyH M TOIUIA BOJA.
° [Touncrere KOXkaTa Ha MSICTOTO 32 MHIKEKTHPAHE C aHTUCENTHYHA KbPITUYKA.
° He nokocBaiiTe moseue Ta3u 00JaCT J0 IMOCTABIHETO HA MHKEKIIHASTA.
° HepeiiTe 1a BeeTe U HE AyXaliTe BbpXY UHMcTaTa 30Ha.

3. CBaJjieTe KanmauykaTa Ha urjara (B:xk. ¢purypa 3):

o KarmaukaTa Ha urnara He TpsOBa Ja ce cBasis, JOKAaTO HE CTE TOTOBH Ja MHKEKTHpATe 103aTa.
o Bsemere npeaBapuTeHO HaITBTHEHATA CIIPHHIIOBKA W XBaHETE KOPIIyca i ¢ eHa pbhKa.
. Psi3ko uzabpnaiiTe kanaukara Ha UrjaTa B IpaBa Mocoka U s u3XpbpJiiere. JlokaTto mpaBuTe

TOBA, HE JIOKOCBAlTe OyTaNOTO.

®urypa 3
. Moxe na 3a0enexuTe Bb3AYyIIEH MEXyp B IPeIBapUTEIIHO HAIIbJIHEHATA CIIPUHIIOBKA HWIIN
KaIka TeYHOCT Ha BbpXa Ha uriata. ToBa € HOpMaIHO U HE € He00XOIUMO J1a Ce OTCTpaHsIBaT.
o He nokocgaiite urnata u He s JonupaiTe B APYTH MOBBPXHOCTH.
o He n3non3BaiiTe npeaBapuTENTHO HATbJIHEHATA CIIPUHIIOBKA, aKO 51 U3IIyCHETE C OTBOPEHA UTJa.

AKo TOBa ce ciIy4H, ce CBbpikeTe ¢ Bamus nexap uinu dapmaresr.
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° HH)KGKTHpaﬁTe Jo3ara B€JHara, 1joM CBaJIMTC KalladyKaTa Ha urjara.

4. Un:kekTHpAaiiTe 103aTa:

o XBaHEeTE NpeABAPUTEITHO HATBJIHEHATA CIIPUHIIOBKA MEKIY CPEIHUS NMPBCT U MOKa3aaena Ha
e/lHaTa pbKa U [I0CcTaBeTe Iajela CU BbpXy IVlaBaTa Ha OyTasloTo, a ¢ Apyrara pbKa JIEKO
CTHCHETE TIOYHCTEeHaTa KoXa MeX Iy najera 1 nokasanena. He ctuckaiite cumnHo.

. He n3pppnBaiite Oytanoro.

. C enHo OBP30 ABMKECHUE BKapaiiTe UriiaTta B KoxkaTa, JOKbAETO MOXe (BXK. urypa 4).

Ourypa 4

. WmxexTupaiiTe MI0TO KOJIMYECTBO OT JIEKAPCTBOTO, KATO HATUCKATe OyTajIoTo, JOKATO
rJIaBaTa My JOCTUTHE MEXKTy CTPAaHUITUTE Ha MpeAna3uTeis Ha uriara (BxK. purypa 5S).

®durypa 5

J Korato OyTanoTo cTUTHE 10 Kpas, He OTITyCcKalTe HATHCKa BbpPXY IJIaBaTa My, H3BaJIeTe UrjaTa
U IyCHEeTe Koxata (BxK. ¢purypa 6).

®urypa 6

o baBHO oTcTpaHeTe nmajena cu OT I1aBaTa Ha OyTasloTo, 3a 1a II03BOJIUTE Ha IIpa3HaTa
CIIPUHIIOBKA J1a C€ MPUABMKM HArope, JOKaTo Iisj1aTa UIJia ce MOKpHE ¢ MpeAna3uTens, KakTo €
MOKa3aHo Ha Qurypa 7:
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Qurypa 7

5. Cnien mHKEKTHpaHe:

[IpuTrcHeTe aHTHCENTHYHA KbPIIMYKA BBPXY MSACTOTO HAa MH)KEKTHPAaHE B IPOABIKEHUE Ha
HSIKOJIKO CEKYHH, CJIe KaTO MOCTABUTE HHXKEKITUATA.

BB3M0OXHO € Ha MSICTOTO Ha MHXKEKTUPAHE J1a UMa MaJKO KOJIMYECTBO KPBB WK TEYHOCT. ToBa
€ HOpMAaJHO.

Moske 1a IpUTUCHETE MSCTOTO Ha MHXKEKTUPAHE C ITaMy4eH TaMITOH MM MapJisi U Jia
3aabpxkutTe 10 cexyHau.

He pa3TbpkBaiiTe kKokaTa Ha MACTOTO Ha HHXKEKTHPaHe. AKO € HeOOXOAMMO, MOXKE JIa CIIOKHTE
MaJjKa JeTreHKa BbPXY MSCTOTO Ha MHKEKTHUPAHE.

6. U3xBbpJasine:

W3non3saHuTe CIPUHIIOBKH TPSOBA Jla Ce MOCTABAT B HEMPOOHBAEM KOHTEHHED, KaTO
KOHTeHHepa 3a ocTpH npeameTH (Bk. (urypa 8). 3a Bamrara 6e3omacHOCT U 37[paBe u 3a
0e30MmacHOCTTa HA JPYTUTE, HUKOTA HE M3MO0A3BalTe MOBTOPHO CIIPUHITOBKUTE. V3XBBpIsiiTe
Barius KoHTe#Hep 3a OCTPHU MPEIMETH B ChOTBETCTBUE C MECTHUTE PA3MOPEIA0H.
AHTHCENTHYHUTE KbPIUYKH U IPYTH KOHCYMATHBH MOXKE J]a C€ U3XBBPIIAT B OOMIHsI OOKITYK.

®durypa 8

138



JIncroBka: nHpopManus 3a NOTpeOUTEJIs

Pyzchiva 90 mg uH:KeKIIMOHEH Pa3TBOP B NPeABAPUTEIHO HANNBJIHEHA CIIPUHIIOBKA
ycrekunyMab (ustekinumab)

vT031/1 JIEKapCTBEH NPOJYKT IOAJEKU Ha JOIBJIHUTENHO HabmoneHue. Tosa 1ie 1o3Boiau Obp30TO
yCTaHOBsIBaHE Ha HOBa MHQOpPMAIHs OTHOCHO Oe3omacHocTTa. MosKeTe a AajeTe CBOsl IPUHOC, KaTo
ChOOLINTE BCAKA HEXENaHa PeakLysl, KOSATO CTe MOIydmId. 3a HauMHa Ha ChOOIaBaHEe Ha HEXXEIaHU
peaxiuu BIKTE Kpast Ha TO4Ka 4.

IIpoyeTeTe BHUMATETHO IAJIATA JUCTOBKA, MPEIN A 3all0YHETE 2 H3MO0JI3BATE TOBA
JIEKAPCTBO, Thil KATO T ChAbP:Ka Ba:kHa 3a Bac nndopmanus.

Ta3u JUCTOBKA € HANTMCAHA 32 MALMEHTA, KOWTO NpueMa JeKapCTBOTO. AKO CTe POAUTEJ U
HACTOMHUK, KOiiTO e npuiaara Pyzchiva Ha gere, MoJisl ipoyeTeTe BHUMATEJIHO Ta3H
HHpopmanus.

- 3anaszere Ta3u JIUCTOBKA. MOXe /1a ce HAIOXKH J1a 51 IPOUYETETE OTHOBO.

- AKO UMare HIKaKBU JOIBIHUTEIIHNA BBIIPOCH, TTOTUTaiTe Bamms nexap wim (hapMarienT.

- ToBa nekapcTBo € npeanucano JudHo Ha Bac. He ro nmpeorcTenBaiite Ha npyru xopa. To Mmoxe
Jla UM HaBpeIy, He3aBUCHMO Y€ TIPU3HAIUTE Ha TAXHOTO 3a00JIsIBaHEe ca ChIIUTE KaTo BamuTe.

- AKO TIONTyYHnTe HAKaKBH HEXEJIaHU peakiny, yBenomeTe Bamms nekap ninu GpapmaresT. Tosa
BKJIIOUBA M BCUYKH Bb3MOKHU HEXKEJIaHU PEaKIMU, HEOMMCAHU B Ta3H JIMCTOBKA. Buxre
TOouKa 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakgo npencrasnsaBa Pyzchiva u 3a kakBo ce u3mon3pa
Kakso Tpsi0Ba na 3Haete, npeau aa usnonssare Pyzchiva
Kax ga m3nomsBare Pyzchiva

Bb3MOKHH HEXKEJTaHU pEeaKLIUN

Kak na cexpansBare Pyzchiva

CopapprkaHue Ha OTIAKOBKATa M JOIBIHUTEIHA HHPOpManus

Sk v~

1. Kaxso npeancrasasipa Pyzchiva u 3a kakBo ce u3noJizBa

Kaxkso npeacraBassa Pyzchiva

Pyzchiva cbabppika akTHBHOTO BEILIECTBO ,,yCTEKHHYMa0”’, KOETO € MOHOKJIOHAJTHO aHTHUTSIO.
MOHOKJIOHaJIHUTE aHTUTENIa ca IPOTEHHHU, KOUTO Pa3[O3HABAT U CBBP3BAT ONpPENENICHH crieln(pUIHI
MIPOTEHHHU B OPTaHU3Ma.

Pyzchiva npunaasiexu KbM Irpyna jJekapcTBa, HapedeHu ,,iMyHocynpecopu”. Tesu jgekapcTaa
JeiicTBaT, KaTo HaMaJlsIBaT aKTUBHOCTTA HA YacT OT MMyHHATa CHCTeMa.

3a kakBo ce u3noJ3Ba Pyzchiva
Pyzchiva ce n3momn3Ba 3a jiedeHe Ha CICAHUTE BH3NAIUTEITHN 3a00IITBaAHII:

o [1maxoB mcopmasuc - mpu BB3pPacTHU U JIela Ha BB3pacT OT 6 TOIWHH U MO-TOJIeMH
o [IcopuatnueH apTpuT — IpH BB3PACTHU
. Ymepena 10 Texxka 6osecT Ha KpoH — pu BB3pacTHH | JieTia ¢ Teryio Hak-manko 40 kg

IlnakoB ncopuasuc
,L [ITaKOB TIcopra3uc” e KoXXHO 3a00IIsIBaHe, KOETO BOJIH JI0 BB3IAJICHHE, 3acATaIl0 KOXaTa U HOKTHUTE.
Pyzchiva HamansaBa Bp3NAIICHHETO U IPYTUTE TIPU3HAIM HA 3200/ ISIBAHETO.

Pyzchiva CC U3IIOJI3BA IIPU BB3PACTHU C YMEPCH A0 TCXKBK IJIAKOB IICOPHUA3UC, KOUTO HC MOraT Ja
HM3II0JI3BAT MUKIIOCIIOPHUH, METOTPEKCAT UJIU CbOTOTepaHI/IH, WJIA KOTaTO TE3H JICUCHHS HE JIeHCTBaT.
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Pyzchiva CC M3II0JI3Ba IIPpH ACHA U FOHOIIHN Ha Bb3PacCT 6 TOAWHU U IO-T'OJIEMU C YMEPECH 0 TCIKBK
IJIaKOB IICOpUa3nC, KOUTO UMAT HCIOHOCUMOCT KbM (l)OTOTepaHI/IH WK Apyru CUCTEMHU TECparinuu, Uin
KOraTro TE3H1 JICUCHHUSA HC I[eﬁCTBaT.

IlcopnaTuyen apTput

[IcopuatuueH apTpuT € Bb3MAIUTEIHO 3a00JIBaHE HA CTaBUTE, OOUKHOBEHO CHITBTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOPHUATHYEH apTPUT, ITbPBO Iie Bu nexyBar ¢ Apyru JekapcTa. AKo
HE ce MOBJIMSETE JOCTaThYHO 100pe OT Te3u JiekapcTBa, Moke na Bu ce mpeanuie Pyzchiva, 3a na ce:

o HaMaJIIT OpU3HALMTE U CUMIITOMUTE Ha 3a0ojsiBaHeTo By;
o nonoopu guznyeckoTo Bu cherosiHue;
o 3a0aBu yBpekaaHeTo Ha BamuTe cTaBu.

Boaect na Kpon

Bonectra Ha KpoH e Bp3nanutenHo 3a0ossBane Ha yepBara. Ako uMmate 6onect Ha KpoH mbpBo 11e
Bu ce nanat npyru nekapcta. AKO HE ce MOBJIHMSIETE JOCTaThYHO WM UMaTe HEMOHOCUMOCT KbM T€3U
JexkapcTBa, Moxxe 1a Bu ce nane Pyzchiva 3a HamansBaHe Ha IPU3HALUTE U CHMITOMUTE Ha
3abomsiBaneTo Bu.

2. KaxBo TpadBa na 3Haete, npeau Aa usnouassare Pyzchiva

He uznoa3zBaiite Pyzchiva

° AKO cTe aJIeprUHYHU KbM YCTEKHHYMA0 WIKN HAKOSA OT OCTaHAJIMTE ChCTABKH Ha TOBA
JIEKapCTBO (M30POCHM B TOUKA 6).
° AKo0 uMaTe aKTUBHA HHPeKIUA, KOSTO Balusr ekap Hamupa 3a 3HauuMa.

AKO He CTe CHTYPHH i HIKOE OT M30pOCHUTE MO-rope ce oTHacs 3a Bac, mochBeTBaiiTe ce ¢ Barus
nekap win (papMarieBT, Ipean na u3noiissare Pyzchiva.

IpenynpexnaeHus U Npeana3sHu MEPKH

I'oBopeTe ¢ Bamms nekap wmm papmarieBT npean na usmonssare Pyzchiva. BammsaT mekap e
NPOBEPH CHCTOSIHUETO BU mpe/in Besiko NieueHne. Y BeZloMeTe CBOs Jiekap 3a Besika Bamna 6omect
npeau Besko neuenue. Coio Taka nHGopmupaiite Bamus nexap, ako HACKOPO CTE OMIIM B KOHTAKT C
YOBEK, KOWTO MOKe J1a uMa TyOepKyno3a. BamusT nexap me Bu npernena u me HanpaBu U3clieBaHe
3a TyOepKyso3a, mpeau na u3noispare Pyzchiva. Ako Bamusr nexap cMsiTa, 4e cTe U3II0KCHN Ha
PHCK OT TyOepKyIo3a, Moxke Aa Bu npennuie nekapcTsa 3a JISYEHUETO H.

Caenere 3a cepro3HN HeKeJAaHU pPeaKIuu

Pyzchiva Moxe na mpenu3BuKa CeprUO3HU HEXKEIIAaH! PEAKITUH, BKIIOUUTEIHO AJICPTHIHN PEAKITUN U
uHpeknuu. TpsaOBa fa ciaenuTe 3a ONpe/IeNIeHU MPU3HAIY Ha 3a00JIIBaHUs, OKATO IpUeMaTe
Pyzchiva. Bmwxre ,,Ceprno3Hu HexxenaH! peakiui’ B TOUKa 4 3a ITBJIHUS CHUCHK Ha TE3W HEXEIIaH!
peaKImm.

penn na m3nonzeare Pyzchiva nndgopmupaiite Bammns nexap:

. AKO HIKOTa cTe UMAJIU aJIePru4Ha peakuus KbM YCTEKHHYMAa0. AKO HE CTE CUTYpHH,
nonuraiite Bamus nekap.

. AKO HSIKOTa cTe MMAJIM HAKAKbB B/l PAK — TOBa €, 3alI[0TO UMYHOCYIIPECOPUTE KAaTO
YCTeKMHYMa0 OTClIa0BaT 4acT OT UMYHHATa cucTeMa. ToBa MOJKeE Jia TOBHIIIU PUCKA OT PakK.

. AKO cTe JIeKYBaHH 32 MICOPUA3UC C APYTUd OMOJOTHYHH JIEKAPCTBA (J1IeKaAPCTBO,

NMPOU3BeJeHO 0T OMOJOTNYeH U3TOYHUK U O0UKHOBEHO NPUJIATAHO Ype3 MHKeKIMA) -
PHUCKBT OT pak MOXKE J1a € TI0-BHCOK.

. AKO UMAaTe WU HACKOPO €Te MMAJIHU UHPeKIUs.

o AKO UMaTe HOBH WJIM MPOMEHSIIIM ce JIE3WH B yJaCTHIUTE C TICOPUA3UC HITH 110
He3acerHaTaTa Koxa.

o AKo moJsryyaBate APYyro JiedeHue 3a NCOPUA3HC U/ MU NCOPUATHYEH APTPUT — KaTo APYTH

MMYHOCYTIpECOpH WM (oToTepanust (Koraro TsUI0TO ce JIeKyBa ¢ ThIl yarpasuoiierosa (UV)
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CBCTJ’H/IH&). Te3u neueHus ChIIo MOXKE 1a OTCIA0AT YacT OT HMYHHATa CUCTEMaA. H3non3BaneTo
Ha TC3U JICUCHUA 3aCIHO C yCTeKI/IHyMa6 HE € U3ClIeABaHO. Bb3MOXKHO ¢ 068.‘16, TO da yBCJIINYIU
pucka ot 3a6OHHBaHI/IH, CBBpP3aHHU C oTcia0BaHe Ha HMYHHaTa CUCTEMa.

L Axo mojayvyaBaTe Wi HAKOra €te mojdy4aBsajd HHKCKIHUHA 3a JICYCHUEC HA AJIEPIrUU — HE €
HU3BCCTHO JaJIn yCTCKI/IHyMa6 MOIXKE [1a OKaXXC BJIIMAHUC BHPXY TAX.
L AKo cTe Ha B HajJ 65 roguHu — MOXe Ja CTC I10-CKJIOHHU KbM I/IH(bGKIH/II/I.

AKO He CTe CUTYPHH JTaTi HIKOE OT TOPEH30pOeHUTE ce OTHACS 3a Bac, mochBeTBaiiTe ce ¢ Barmms
nekap win (hapMmarieBT, Ipeu 1a u3noissare Pyzchiva.

Hsxoun manueHTH mory4aBar JIymyc-TIoJJOOHH PEaKIii, BKIIFOUUTEITHO KOXKEH JIYITyC epUTEMaTO/IeC U
nyIyc-moo0eH CHHPOM, 110 BpeMe Ha JieueHue ¢ ycreknayma0. ['oBopere BeqHara ¢ Bamus nekap,
aKo MOJYYHTE YepBEH, HAIUTHAT, JIIOLIEI] ce OOpHUB, MOHSAKOTA C O-TbMHH IPAaHHIIN, B U3JI0)KEHUTE
Ha CITBHIIE YYACTHIM Ha KOXATa WK CTAaBHHU OOJIKU.

CobpaeyeH HHPAPKT ¥ HHCYJITH

WudapkT 1 HHCYJITH ca HAOJI0[aBaHU B MPOYYBAHE MPH MAI[HCHTH C TICOPUA3UC, JICKYBAHU C
ycTekuHyMa0. Bamusr jgekap peIoBHO Ie IpoBepsiBa PUCKOBHUTE (HaKTOPH 3a ChPACYHO 3200 IsIBaHE U
UHCYJT nipu Bac, 3a j1a e curypHo, 4e Te ce JIeKyBarT 110 oaXxo s HauuH. He3abaBHo moThpcere
MEIMIIMHCKA TIOMOIII, aKO MOJIy4nuTe 00JIKA B I'bPAUTE, CI1a00CT WiIH HEOOUYAWHO yCeIllaHe OT eIHaTa
CTpaHa Ha TAJIOTO, OTIYCHATOCT Ha JIUICTO MIIK TOBOPHHU MJIH 3PUTEITHUA CMYIICHHMS.

Jlena v roHOIIM

YcTekuHyMab He ce MpernopbyBa 3a yrnorpeda npu Aena Ha Bb3pacT 1Mo 6 ToIMHU ¢ ICOPUA3uC, Iera
¢ 6onect Ha Kpow ¢ terio mox 40 kg wimm nipu fieria Ha Bb3pacT oA 18 roauHu ¢ mcopuaTndeH
apTpUT, 3aII0TO HE € MPOYIBaH IPH Ta3H BH3PACTOBA IPyIIa.

Apyru aexkapcrBa, Bakcunu u Pyzchiva
TpsibBa ma kakere Ha Bammms ekap uiau dpapmareBT:

o AKo mpreMaTte, HaCKOpO CTe MPUEMalli WIH € Bb3MOXKHO Jia TIpUeMeTe JIPYTH JIEKapCTBa.

. Ako Hackopo Bu e npaBeHa nnu miianupare 1a Bu ce nmpaBu BakcuHanus. [JJokaTo usnosassare
Pyzchiva, Hsxou BUOBe BakCUHM (KUBH BaKCHHH) HE TPsIOBa Ja ce MpuJarar.

. Axo cre nonyyaBanu Pyzchiva mo Bpeme Ha OpeMeHHOCTTa, TPsOBA A2 KaXKeTe Ha JieKaps Ha

0ebeto Bu 3a neuenuero ¢ Pyzchiva, mpeau To 1a mony4n KakBaTo M J1a € BAKCHHA,
BKJIFOUMTEITHO JKUBH BakcuHU, KaTo BIDK BakcuHa (M3mon3BaHa 3a mpeama3BaHe OT
TyOepkyJo3a). JKMBUTE BaKCHHHU HE ce IpenophbuBar 3a Barero 6e0e mpe3 mbpBUTE JBaHAICCET
Mecella ciell paXaaHeTo, ako cTe TodydaBanu Pyzchiva mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo
nexapAaT Ha Bamero 6ebe He mpemnopbya IpyTo.

BbpeMeHHOCT U KbPMeHe

o Ako cTe OpeMeHHa, cMATaTe, Y€ MOXKeE Ja CTe OpeMEHHa WU TUIaHUupaTe OPEeMEeHHOCT,
nochBeTBalTe ce ¢ Baus nekap npenu ynorpedara Ha TOBa JICKapCTBO.
. He e HaOmo1aBaH 1mo-BUCOK PHUCK OT BpoAeHU aedexTn mpu Oederta, N3I0’KEH! Ha yCTEeKHHyMa0

B yTpoOaTta. JlanHuTE OT ynorpebaTa Ha ycTeKMHyMal pyu OpeMeHHH KeHH obade ca
orpanndeHd. [Topaau ToBa e 3a mpeAnoYUTaHe Jla ce n304rea yrnorpedaTa Ha yCTeKHHyMal o
BpeMe Ha OpPEeMEHHOCT.

o AKO cTe KeHa ¢ IeTepOoeH OTeHIHA, KeJaTeIHO € Aa He 3a0peMeHsBaTe U 1a U3M0I3BaTe
TTOIXOJISIIIT TTPOTHBO3a4aTh9€H METO/I, KOTaTO M3MOI3BaTe YCTEKUHYMA0 1 MoHe 15 ceamumm
clle]l OCIEJHOTO MpUIaraHe Ha YCTeKUHyMao.

o Pyzchiva Mmosxe na mpeMuHe mpe3 IuianeHTaTa B HepoJeHoTo O6ebe. AKO cTe MmoryyaBaiu
Pyzchiva no Bpeme Ha 6pemeHHOCTTa cH, 6e6eTo Bu Moxe 1a mMa mo-BUCOK PUCK OT
HHOEKITHS.

J BaxHo e 1a xakeTe Ha JekapuTte Ha Bamrero 6e6e u 1pyri MeIUIMHCKA CIICIIMATNCTH, aKO CTE

nony4daBanu Pyzchiva mo Bpeme Ha 6peMeHHOCTTA cH, Tpean 6e0eTo Aa MoTydr KaKBaTo U Ja €
BakcuHa. JKuBu Bakcunu, karo BLI)K Bakcuna (n3nomn3BaHa 3a npeanaszBaHe OT TyOepKyJio3a) He
ce mpernopbyBar 3a Bamero 6e6e npe3 mbpBUTE IBaHAZECET Mecela Ciel] paXKIaHeTo, aKo CTe
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nony4aBaiu Pyzchiva mo Bpeme Ha 6peMEHHOCTTa, OCBEH aKo JieKapsT Ha Bamiero 6ebe He
Ipenoprya Apyro.

o YcreknHyMab MoXe Ja MpeMHUHE B KbpMaTa B MHOTO MaJIKi KoiimuecTBa. [lockBeTBaiite ce ¢
Bammms nekap, ako KbpMHUTE WK aKo TUIaHUpaTe 1a KbpMmute. Bue n Bammsr nexap Tpa6Ba na
pelmTe gany TpsOBa Aa KbPMHUTE WM J1a U3M0JI3BAaTe YCTEKUHYMa0 — HE MpaBeTe U JABETE.

Ilodgupane n padora ¢ MAIIUHA
YcTekuHyMal He TIOBJIUSABA HITH TIOBJIHSIBA MPESHEOPESIKUMO CITIOCOOHOCTTA 32 1modupane u padoTa ¢
MaII{HY.

Pyzchiva ebabpika nonucopoar 80 (E433)

Tosa nexapctBo cpabpka 0,04 mg monucopOar 80 (E433) BbB Besika MpegBapUTEIHO HAITBIHEHA
cnpunioBka (1 ml), kouto ca exkBuBanenTHU Ha 0,04 mg/ml. [lonmncopbaruTe Morar ga MPUYUHAT
alepruyHu peakuuy. TpsOBa ga kaxere Ha Bamus nexap, ako UMaTe yCTaHOBEHH aJIEPTHH.

3. Kaxk n1a usnoassare Pyzchiva

Pyzchiva e npenHasHaueH 3a ynorpeba 1oy pbKOBOACTBOTO U KOHTPOJIA HA JIEKAP C OIHT B JICYCHHETO
Ha 3a00JIsIBaHuUs, 32 KOUTO € moka3aH Pyzchiva.

Bunarn n3nonsBaiiTe ToBa JIeKapcTBO TOYHO KakTo Bu e xazan BamusaT nekap. AKo HE CTe CUTYPHH B
Hewlo, nonuraire Bamus nekap. IloceBersaiite ce ¢ Bamus sekap 3a ToBa, kora e Bu ce nmocrassT
HMHXEKIMUTE U KOTa IIE ca CIeJBAINTE KOHTPOIHU MIPETIIEeIN.

KakBo koanyectBo Pyzchiva ce mpuiara
BamusT nekap mie pemm kakBo koumdectBo Pyzchiva TpsOBa a moiay4ure u 3a KakbB IEPUOJT OT
BpeMe.

Bb3pacTHu Ha 18 roxMHN WM O-TOJIEMHU
Ilcopua3uc M NCOpUATHYEH APTPUT

. [IpenoppuntennaTta HadanHa 1o3a € 45 mg Pyzchiva. [TanmenTtu ¢ Terno Hax
100 xunorpama (kg) mosxe ma 3amounat ¢ g03a 90 mg Bmecto 45 mg.
o Crnen HavanmHata J03a, ciiefBamara Bu no3a me O0bae 4 ceqmMunm mo-KbCHO U CIIE] TOBA Ha

Bceku 12 cenmuru. CreaBaiuTe 103U OOMKHOBEHO Ca CHIUTE, KATO HaYaaHATa J034.

Boaect Ha Kpon

J ITo Bpeme Ha neyennero Bammsr siekap me Bu nmprnoxu mepBara 103a OT IPUOIN3UTETHO
6 mg/kg Pyzchiva upe3 kankoBo BIrBaHEe BB BeHa Ha pbKaTa (MHTpaBeHO3Ha nH(py3us). Crex
HavyalHaTa J03a, e Noiay4uTe cieasamara go3a 90 mg Pyzchiva cnen 8 cenmunu, cien Tosa
npe3 12 ceaMuIy upe3 MHKEKIHS Mo KojkaTa (IOAK0XKHO).

J [py HAKOM MAIMEHTH, CIIe]T ITbpBaTa MOAKOKHA HHKeKust, 90 mg Pyzchiva mosxe na ce
npuiiara npes3 8 cenMuIM. Bamust iekap mie pens kora Tps0Ba Jia MoJyquTe clieIBaiara cu
703a.

Jewa 1 10HOIIM HA 6 TOAMHM WM NIO-TOJIEMH

IIcopuasuc

J JlexapsT TpsOBa a ompeaeny NpaBUiIHaTa 3a Bac 103a, BKIIIOUUTENHO U KOJIHYECTBOTO (00eMa)
Pyzchiva, koiito TpsiOBa a ce MHKEKTHPa, 3a J1a € IpaBuiIHa fo3ara. [IpaBuinHaTa qo03a 3a Bac
1€ 3aBHCH OT BamieTo TenecHo Tero o BpeMe Ha BCsIKa 103a.

J ®dnakoH ¢ 45 mg e HaJIM4eH 3a Aela, KOUTO TpsiOBa J1a Moiyyar o-MajKo OT I'bJHATa J03a OT
45 mg.

o Axo Texxute ox 60 kg, mpenoppuutennara no3a e 0,75 mg Pyzchiva Ha kumorpaM TenecHo
TErJI0.

J Axo texute ot 60 kg no 100 kg, npenopruntennara no3a e 45 mg Pyzchiva.

° Axo texxute noseye ot 100 kg, npenoppunrennara go3a € 90 mg Pyzchiva.
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° Cnepn HavajiHaTa J03a, clieaBainara Bu fgo3a me Oble 4 ceIMULIM I0-KbCHO U CJIE] TOBA Ha
BcekH 12 cemMuIm.

Jena c terJio Haii-manko 40 kg

Bouaect na Kpon

o ITo Bpeme Ha yieueHneTO Bammsat nekap 1ie IpuiioKH MbpBaTa 103a OT nprOImu3uTenHo 6 mg/kg
Pyzchiva upe3 kankoBo BIUBaHE BbB BeHa Ha pbKaTa Bu (uHTpaBeno3Ha undysus). Cuexn
HaJaJIHaTa J03a IIIe TMoJIyuInTe ciaeapamara go3a 90 mg Pyzchiva ciien 8 cenmutiu, a cies ToBa
Ha BCeKH 12 cemMuIin Upe3 HHXKEKITUS o] Koxkata (,,[TOKOKHO ).

° [Tpu HAKOUW MaLMEHTH, CIIE] ITbpBaTa MOAKOXKHA WHxKeKIws, 90 mg Pyzchiva Moxe na ce
npuiara npe3 § ceaMuIy. Bammst gekap 1ie pemy Kora TpsoBa /1a OIy4YUTe CIIeBaIlaTa CH
Jo3a.

Kak ce npuiara Pyzchiva

. Pyzchiva ce npunara kaTo MHXeKUus MOA KoxkaTa (IIOAK0XHO). B HawanoTo Ha Bamrero
neuyenue, Pyzchiva Moxxe 1a ce HH>KEKTHpa OT JIeKap WM MEIULMHCKA CECTPa.

J Bue u Bammsr nexap o6aue Moxxe z1a pemunTte, ue Bue camu Moxe 1a CH HH)XKEKTUpaTe
Pyzchiva. B TaxbB citydaii me npeMuHeTe 00y4eHue Kak Jia cu nHxkekrtupate Pyzchiva
CaMOCTOSTEIHO.

° 3a yka3zaHus Kak J1a uHxektupare Pyzchiva Bikre ,,YKka3zaHus 3a npuiiokeHHe” B Kpasi Ha Ta3H
JIMCTOBKA.

I'oBopere ¢ Bamms sekap, ako ©MaTe BIIPOCH OTHOCHO TOBA KaK CaMH Jla ITOCTaBSITe HHXKCKIUATA.

AKO CcTe N3M0JI3BAJIN MOBevye OT HeoOxoanmaTa qo3a Pyzchiva

AKO cTe U3I0I3BaIN WK ca By mpmioxmmm mosede oT Heodxomumara go3a Pyzchiva, HezabaBHO ce
MOCHBETBATE ¢ Jekap min dapmMarieBT. Burarn Hocete ¢ Bac kaproHeHaTa omakoBKa Ha
JIEKapCTBOTO, JIOPH U J1a € Mpa3Ha.

AKko cTe mponmycHa/m aa usnogaszsare Pyzchiva
AKO CcTe mpoIyCHaIH 71033, CBbpxkKeTe ce ¢ Bamus nekap uinu gapmarnest. He npunaraiite aBoiina
[103a, 32 a KOMIIEHCUpaTe MpoIlycHaTaTa 103a.

AKo cTe cnipesiu ynorpedéara Ha Pyzchiva
He e onacHo na cnpere ynorpebara Ha ycrekunyma0. Ako obaue s crpere, Baiure cuMrntomu Moxe
Jla ce Bb30OHOBSIT.

AKO MMaTe HIKaKBH JIOMIBIIHUTEIHU BBIIPOCH, CBBP3aHU C YIOTpebaTa Ha TOBa JEKapCTBO, MOMUTANTE
Bamms nexap nnu dapmanesT.

4. Bb3MOKHN He:KeJJaHU peakuuu

Kaxrto Bcmuku JICKapCTBa, TOBA JIEKAPCTBO MOXKE Jia IIPCAU3BHUKA HEKECIIaHNU pCaKINU, BBIIPEKU Y€ HE
BCCKHU I' I1IOJTy4aBa.

CepHO3HM HeKeJTaHU PeaKIuu
Hsikon manpeHTH MOXe a UMaT CEPHO3HU HEXEJTaH! peakiuy, MPH KOUTO Ja Ce Haiara CIemHo
JICYCHHE.

AJIepruyHH peaxkiuy — MoKe /1a H3UCKBAT crielnHo jJevyenne. Mudopmupaiite Bamus nexap niau
He320aBHO MOTHbPceTe CIelIHa MeJUIHHCKA MOMOII, aKO0 3a0eJIe;KUTe HAKOH OT CIeJHUTE
MpHU3HAIM.
. Cepuno3HHTE alepruYHU peakuuH (,,aHaduiakcus™) ca peaKH IpH Xopa, IpHUeMalH
ycTeknayMab (Moxe na 3acerHat a0 1 Ha 1000 gymm). [IpusHanuTe BKIIIOYBAT:

o 3aTpyIHEHO JTUIIAHE WK MPETTbIIaHe

o HHMCKO KPBBHO HaJIsiraHe, KOETO MOKE Ja MPUYMHH 3aMasiHOCT MJIH CBETOBBPTEK

o HO/TyBaHe Ha JIMIETO, YCTHUTE, yCTaTa MK T'bPIIOTO.
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. UectHTe MpU3HAIIM HA aJIEPTHYHA PEAKIUs BKIIIOYBAT KOKEH OOPUB U ypTUKapus (MOXKe aa
3acerHart a0 1 Ha 100 gyum).

B penku ciiydau ce cbo0IIaBAT aJlePru4Hu 0€JI0ApPOOHH peaKkuu U 06eJ0Ipo0HO Bh3NaJcHHE
NpH NAIEeHTH, KOUTO MOJIy4YaBaT ycTeKMHyMa0. YBenoMeTe BeqHara Bammus jiekap, ako
NOJIyYHuTe CUMITOMH KaTO KalIMIA, 324yX U BUCOKA TeMIiepaTypa.

AKO ToNTyYHTe Cepro3Ha ajepruiHa peakiys, Bamust gekap Moxe na pemy, 4ye Bue He TpsiOBa na
ynorpebsiBate Pyzchiva oTHOBO.

Nudexuun — Moske 1a U3UCKBAT cneliHo JeyeHue. Uudopmupaiite Bamusa jgekap, ako
3a0eJie:kNTe HAKOM OT CJIeJHUTE MPU3HALM.

) MHQEKIMUTE Ha HOCA WU T'bPJIOTO M MPOCTYaTa ca uecT (MOoXKe Jia 3acerHart Jio 1 Ha
10 myrmm)

° WH(EKIMUTE Ha JIOJHUTE IUXATEIHH MbTHINA (TPBIHA HHPEKIUHN) ca HeuecTH (MOXe Jia
3acerHat a0 1 ma 100 gymm)

. BB3MAIICHUETO Ha MOJKOXHATA ThKaH (IETyIUT) ¢ HedecTo (MoKe Ja 3acerne 0 1 Ha
100 mymrm)

o xeprec 30ctep (Bua 00Jae3HEH 00pUB C MEXYPH) € HeuecT (MOKe Jia 3acerHar Jio 1 Ha
100 mymm)

Ycreknnymad Moke Jja Hamalti criocoOHocTTa Bu na ce 6opure ¢ nndpexnuu. Hiaxon nHpexmm Mmoxe
Jla CTaHaT CEPHO3HH U MOXKE /1a BKIIIOYBAT WH(EKINU, TPHYNHEHU OT BUPYCH, ThOWYKH, OaKTepUn
(BKITIOUXTETHO TyOEpKYJI03a) WIH Mapa3uTH, BKIIOYHTEITHO HHPEKIINH, KOUTO BE3HUKBAT MIPEANMHO
IIpH XOpa ¢ oTcinadeHa UMyHHa cucTeMa (ONmopTIOHUCTHYHH nHpexkyn). [Ipn mannenTH, mosydaBamu
yCcTeknHyMa0, ce cb0oOIIaBaT ONOPTIOHUCTUYHN HH(EKINH Ha MO3bKa (eHLe(paTuT, MCHUHTUT),
OenmuTe TPoOOBE U OUHTE.

Jlokato u3noa3Bate yCTeKUHYMa0, TpsiOBa Ja ciaeauTe 3a MpU3HaIy Ha uH(pekius. Te BKI0YBaT;
BHCOKA TeMIIEpaTypa, TPUIIONOJ00HN CUMIITOMHU, HOIIHO TIOTEHE, 3ary0a Ha Terjo

yMopa WU 3a/1yX, YIIOPUTa KalLIUIa

TOIJIa, 3a4epBeHa H OoJIe3HEeHa KOXKa MK 00JIe3HEH KOXKEH OOpUB C MEXypH

MapeHe Npy ypuHUpaHe

uapust

3pUTEITHO CMYIIIEHUE WK 3ary0a Ha 3peHue

rJ1aB000JIMEe, CKOBAHOCT Ha BPaTa, YyBCTBUTEIHOCT KbM CBETJIMHA, TaJICHE WIH 00BPKAHOCT.

Nudopmupaiite Bamms nexap BegHara, ako 3a0eieKuTe HIKOH OT Te3H MpU3HaNK Ha HHpekus. Te
MoraT J1a ObAaT MpU3HaLK Ha MHOEKIIMY KaTo MPhAHA HHGEKIIUH, KOXKHH HHPEKIIUH, XepIIeC 30CTep
HJIN OMMOPTIOHUCTUYHUN HH(bCKHHH, KOHMTO MOTaT aa J0BE€AAT N0 CECPUO3HU YCIIOXKHCHUA.
HNudopmupaiite Bamms nekap, ako nMaTe HAKaKBa YIIOPUTA WM MTOBTapsIIa ce nH}exus. Bammsat
JIeKap MOJKe Jia peIy, e He TpsAOBa Ja yrnoTpedsBare ycTeKnHyMa0, mokaTo nHpekusaTa He Obe
u3NeKyBaHa. YBenomete Barmmms nekap, 1 ako UMaTe OTBOPEHU PaHU WK HapaHSIBaHUS, Thi KaTO
MOKe J1a ce HH(peKTHupar.

JIlomeHe Ha KOKATAa — HHTEH3WBHOTO 3a4epBsiBaHe U JIOIIeHe HA KOKATa HA MO-ToJIsMa MJI0]
10 TAJIOTO MOJKe /1a ca CAMIITOMH Ha ePUTPOAePMHUYEH NMCOPHUA3UC WM eKC(POTHATHBEH
JAEPMATHUT, KOUTO €A CEPUO3HU KOKHH 3a00/15iBaHUA. AKO 3a0e/ie;KUTe HAKOM OT Te3u NPU3HAIH,
TpsdBa 1a nHpopmupate Bamus jgexap He3adaBHO.

JApyru He:xeJIaHM peakuuu

YecTu HexeIaHM peakunu (Moxe 1a 3acersar 1o 1 Ha 10 gymm):

o uapus
o rajieHe
o MOBpBIIIaHE
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yMopa
3aMastHOCT

riaBobonue

chpOex (IpypuUTyC)

6oKa B rbpOa, MyCKYJIUTE WIH CTaBUTE
BB3MAICHO T'BPIO

3a4yepBsiBaHe U 00JIKa HA MSCTOTO Ha WH)KEKTUPaHE
WHQEKIHs Ha CHHYCHTE

HeuecTn Hexkenanu peaknum (Moxe na 3acersat a0 1 va 100 gymm):

nH(DEKIr Ha 3p0UTe

BarnHaj Ha HHPEKINS, TPUIUHEHA OT I'bOMYKHI

Jeripecust

3aIynieH HOC MM Xpema

KbpBEHE, MOCHHIBAHE, BTBLP/ISIBAHE, MOyBAHE M ChPOEK HA MSICTOTO HA HHKEKTUPAHE
ycerane 3a cradocT

CraJjaHe Ha KJernavya U H3KpUBSBaHE HA MyCKYJIUTE Ha €JJHATA ITOJIOBHHA Ha JINIETO (,,JTUICBa
napanusa’ uid ,,apannsa Ha benr’), KosTo 00MKHOBEHO € BpeMeHHa

MPOMsIHA Ha MCOpPHA3Uca ChC 3aUePBABAHE M HOBU MAJIKH, JXBJITH HIIM O MEXYPH T10 KOXKaTa,
MOHSIKOTA MPUAPYKEHH ¢ TeMrepaTypa (IycTyJI03¢H MCOPUasuc)

OeneHe Ha KokaTa (ekcdonmanus Ha Koxkara)

aKHe

Penxu Hexes1aHM jTeKapCcTBEeHH peakumu (Moxe fa 3acerrar g0 1 Ha 1 000 myrm)

3auepBsiBaHE U JIIOMICHE HA KOXKaTa Ha MO-TOJISIMa TUIOIIL 110 TSJIOTO, KOUTO MOXKE J1a ChpOSsT WiH
na ca 0one3HeHu (excdonuaTuBeH aqepMaTuT). [loJo0OHN CHMIITOMYU IOHSKOTa CE pa3BUBAT KaTo
€CTEeCTBEHA MPOMIHA Ha BU/Ia HA CHMIITOMHTE Ha IICOPUA3UC (EPUTPOIEPMHUYEH IICOPUA3HC)
Br3manenne Ha MaTKuTe KPHBOHOCHU CHJIOBE, KOETO MOXeE J1a IOBE/IE A0 KOXKEH OOPHUB C MallKH
YepBEHU WU JIWJIABH IOy THHHU, TEMIIEpaTypa Win O0JIKa B CTaBUTE (BaCKYJIHT).

MHoro peakn He:KeJIaHU JeKapCTBeHH peaknuu (Moxe fa 3acerHat 1o 1 #a 10 000 mxymmm)

OO0pazyBaHe Ha MeXypH TI0 KOXaTa, KOSITO MOXe Jla Ob/ie 3a4epBeHa, chpOsina u 0oie3HeHa
(bymnozen memdurony)

KOXKEH JIYITyC epUTeMaToieC U JyIMyc-mo00eH CHHAPOM (YepBeH, HaUTHAT, JIFOIIEI] ce 0OpHB
B M3JIOKCHUTE Ha CIIBHIIC YUACThIIM Ha KOXKaTa, KOUTO MOXKe JIa € IPUAPYIKEH OT OOJIKH B
CTaBUTE).

Chol0maBaHe Ha He/KeJaHU peaKIMu

AKO TIOTy4YHUTe HIKAKBH HEXCIIaHU JICKAPCTBEHU PeaKIluy, yBeqoMeTe Baius nekap wim gapManesT.
ToBa BKIIFOYBA ¥ BCHYKH BH3MOKHU HEONTMCAHU B Ta3u JIMCTOBKA HEXeJaHU peakiui. MoKeTe ChIIo
J1a ChOOIIHNTE HEXKETTAHW PEaKINH AUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMA 32 ChOOIMaBaHe, TOCOYEHA B
[punoxxenue V. Kato cho0OI1aBare He)KEIaHN PeaKIMU, MOXKETE Ja JaJeTe CBOS IPUHOC 3a
NoJy4aBaHe Ha MoBeue HH(opManus OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

S.

Kak na coxpansiBate Pyzchiva

[a ce cpxpaHsiBa Ha MICTO, HEIOCTBITHO 32 JIeHa.

[a ce cpxpansBa B xnaauiaHuk (2 °C—8 °C). la He ce 3ampa3siBa.

CpxpaHsBaiiTe NpeABAPUTEIHO HAITbIHEHATa CIIPUHLIOBKA B KAPTOHEHATa ONIaKOBKa, 3a J1a ce
IpeAMnasu OT CBETJINHA.

Axo e Heo0X0AUMO, OTAETHUTE IIPEIBAPUTEIHO HATBIIHEHHU CIIPUHIIOBKH Pyzchiva Moske chIno
Jla ce ChbXpaHsBar IpHu craiina temnepatypa J1o 30 °C eqHOKpaTHO 32 MaKCUMAaJIEH TIEPUO/T 10
35 nHU B OpUrMHaJIHaTa KApTOHEHA OMAKOBKa, 32 J1a CE NMPEAMNAa3AT OT CBE€TJIMHA. 3alUIlIeTe
JaraTa, Ha KOSITO IIpelBapUTEIHO HAIIbJIHEHATa CIPUHIIOBKA € U3BaJIeHa 3a IbPBU BT OT
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XJIQJMITHUKA Ha 0003HAYEHOTO Ha KapTOHEHAaTa OmakoBka Msicto. [1o BCsiko Bpeme npenu
M3TUYAaHETO Ha TO3W MEPUOJ MPOAYKTHT €IHOKPATHO MOKE J1a ObJie BBPHAT OTHOBO B
XJTaIUITHUKA, KBJETO JIa Ce ChXPaHsBa JI0 U3TUYaHE HAa CPOKa HA TOAHOCT. M3xBBpIETE
CIIPUHIIOBKATA, aKO HE C€ U3IO0JI3Ba Ce/l ChXpaHeHUE MIPU CTallHa TeMIlepaTypa B paMKUTE Ha
MaKCHMAJTHUS IEPUOJ OT 35 JTHU WK Clie]] U3THYaHe Ha OPUTHHATHHS CPOK Ha TOJTHOCT, B
3aBHCHMOCT OT TOBa, KOE€ OT JIBETE HACTHITH TTO-PaHO.

. He pasknammaiite npeaBapuTeIHO HATBIHEHUTE CIPUHITOBKH Pyzchiva. I[IponbmkuTe sHoTO
EHEePrHUYHO pa3KiallaHe MOXe J1a IIOBPEIN JIEKApCTBOTO.

He u3non3BaiiTe ToBa JieKApCTBO:

. Cllell CpOKa Ha TOAHOCT, OTOENA3aH BhPXY €THKETa M KapTOHEHATa ONaKOBKa CIIe]
»EXP*/,,Tonen no:“. CpoKbT Ha TOJAHOCT OTTOBAPS Ha MOCICAHUS JCH OT TOCOYCHHUS MECEII,

o aKO TEYHOCTTA € C IPOMEHEH LBAT, MbTHA HJIH B Hesl ce 3a0eIs3BaT IUTyBally 9yKIH YaCTHIIN
(BmwxTe Touka 6 ,,Kak msrnexxaa Pyzchiva n kakBo chabpxa onakoBkara™);

o aKo 3HaeTe WM CMATaTe, Y€ MOXKE J1a € Ouiia M3JI0KEeHa Ha eKCTPEMHHU TeMIepaTypH (Kato
MHIUJICHTHO 3aMpb3BaHe HJIM 3arpsBaHe);

o aKO MPOAYKTHT € OMJI eHEPTUYHO pa3KJIaTeH.

Pyzchiva e camo 3a eanokpaTtHa ynorpeba. HensnonsBanusT NpoayKT, OcTaHall B CIPUHIIOBKATA,
TpsiOBa 1a ce u3XBbpiau. He U3XBbpisiiTe IekapcTBaTa B KaHAIM3aUMATa WIK B KOHTEHHEpa 3a
JoMmaiuHu otnaabiy. [lonuraiite Bamms dapmaneBT Kak f1a U3XBBPIIITE JIEKapCTBaTa, KOUTO Beue HE
usnoin3eare. Te3n MepKu I1ie CIIOMOTHAT 3a OIla3BaHe Ha OKOJIHATA CpeJia.

6. Cb)n)pmalme Ha onmaKkoBKaTa M 10IIbJHUTEC/IHA nH(l)opMaum[

KakBo cbabp:xa Pyzchiva

o AKTHBHO BEIIECTBO: YCTeKHHYMa0. Besika mpeiBapuTeTHO HAITBJIHEHA CIIPHHIIOBKA ChIBpPKA
90 mg ycrexkuaymab B 1 ml.
o Jlpyrute cbCTaBKH ca XUCTUMH, XUCTUIMHOB XHIPOXJIOPU MOHOXUIPAT, nmoucopbar 80

(E 433), 3axapo3a, Bojia 3a HHXEKLIUH.

Kax usraexna Pyzchiva u kakBo cbabpka onakoBKaTa

Pyzchiva e 6uctbp, 6€31BETEH 10 OJCI0KBIT HHKEKIIMOHEH pa3TBOp. Tol MOXe 1a ChabpKa
HSIKOJIKO APeOHU MOTyNpOo3payHy WK Oen 4acTHLM NMPOoTerH. JJocTaBs ce B KapTOHEHa OMaKOBKa,
ChIBbpPIKAIlla €JHa CTHKIIEHA TPeABAPUTEITHO HAITbIIHEHA CIIPUHIIOBKA 0T | ml ¢ eguHMYHA n03a. Beska
MPEeIBAapUTETHO HAITBIHEHA CIIPUHIIOBKA chAbpka 90 mg ycTexkuayMabd B 1 ml mHKeKIMOHEH
pasTBop.

IlpuTexaTen Ha pa3penieHNETO 32 yNOTPeda ¥ IPOU3BOAMTE
Samsung Bioepis NL. B.V.

Olof Palmestraat 10

2616 LR Delft

Hunepnanaus

3a AOMBIHUTETHA HHPOPMAIUSI OTHOCHO TOBA JIGKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHUS
MPe/ICTABUTEN HA MPUTEKATEISI HA Pa3pelIeHHeTo 3a yrnorpeoa:

Belgié/Belgique/Belgien Lietuva

Sandoz nv/sa Sandoz Pharmaceuticals d.d filialas
Tél/Tel: +32 2 722 97 97 Tel: +370 5 2636 037

Bbuarapus Luxembourg/Luxemburg
Canno3 bearapus KUT Sandoz nv/sa

Ten.: +359 2 970 47 47 Tél/Tel.: +32 2 722 97 97
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Ceska republika
Sandoz s.r.o.
Tel: +420 225 775 111

Danmark/Norge/island/Sverige
Sandoz A/S
TIf: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

ElLada

SANDOZ HELLAS MONOITPOZQIIH A.E.

TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 1 49 64 48 00

Hrvatska
Sandoz d.o.o.
Tel: +385123 53 111

Ireland
Rowex Ltd.
Tel: +353 27 50077

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvnpog

SANDOZ HELLAS MONOITPOZQIIH A.E.

TnA: +30 216 600 5000
Latvija

Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

IIpocaeanmoct:

3a ma ce mogo00pH MPOCIETUMOCTTa Ha OMOIOTHYHHTE JIEKAPCTBEHH MPOIYKTH, UMETO M MAPTUIHHST

Magyarorszag
Sandoz Hungaria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +35699644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z 0.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Slovenska republika
Sandoz d.d. - organiza¢na zlozka
Tel: +421 2 48 200 600

Suomi/Finland
Sandoz A/S
Puh/Tel: +358 10 6133 400

HOMeEp Ha MPUJIOKEHHS MPOIYKT TPsIOBa SICHO Jia ce 3alucBar.

JlaTa Ha mocJeaHO mpepa3riexaaHe Ha guctokata MM /I'TTT.

JApyru u3ro4yHMIM Ha HHPOpMAaLUs
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1o JiekapcTBata https://www.ema.europa.eu/.
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Yka3aHus 3a IpUIIOKEHUE

B Hayanorto Ha Je4eHneTo MEAUIMHCKY criennanuct e Bu nocraBu Bamara nbpBa unxkekiusa. Bue

u Bammsr nekap o6ade Moxe na pemure, ue Bue camu Mmoxke n1a cu umxkektupare Pyzchiva. B Takes

CITy4ai 11e mpeMruHeTe 00y4eHre Kak fa nHxekTupate Pyzchiva. ['oBopere ¢ Bamus nekap, ako

UMaTe BbIIPOCH OTHOCHO MOCTAaBSIHETO HA MHXKEKIUATA.

. He cMmecBaiite Pyzchiva ¢ 1pyru TeYHOCTH 32 WHKEKITHS.

. He pasknamaiite npeaBapuTeIHO HAITBITHEHUTE CIPUHIIOBKH Pyzchiva. [Ipudnnara 3a ToBa e,
Ye CIJIHOTO pasKialaHe MOXKe Ja MOBpeAn JieKkapcTBOTo. He ymoTpebsBaiiTe 1ekapcTBOTO, aKO
€ OMJI0 CHITHO pa3KIIaTeHO.

Ha ¢urypa 1 e mokazaHo kak M3riex/1a MpeIBapruTeHO HAITbIHEHATA CITPUHIIOBKA.

Crobu Ha
npeanasuTena Ha

KoHutponHo  Kopnyc vrnata
nposop4e bytano
S |
il Gy DG *
N
Kanaye Ha urnata Wrna Etmker
Mhaea Ha
byTtanoto
Ourypa 1

1. IlpoBepeTte OGposi Ha NMpeABAPUTEIHO HANNBJIHEHUTE CIPUHIOBKHY M MOATr0OTBeTEe MaTepHAJIHUTe:

IToaroroBka 3a M3MOJ3BaHE Ha NMPEABAPUTETHO HATBJIHEHATA CIIPUHIIOBKA!

o W3Bazere npenBapuTeTHO HAITbJIHEHATa CIPUHIIOBKA/CIPUHIIOBKY OT XnaauiaHuka. OcraBere s
Jla IPECTON OKOJIO MOJIOBUH Yac U3BBH KyTHATa. TOBa IIe MO3BOJIM HA TEYHOCTTA J]a JOCTUTHE
MOIXOJISIIIIa TeMIIepaTypa 3a HH)KeKTHpaHe (cTaiiHa Temneparypa). He 3aromsiite
MpeIBapUTEIHO HAITbIHEHATA CIIPUHIIOBKA MO0 HUKAKbBB JPYT HA4MH (HallpuMep He 5
3aTOIUIAKTE B MUKPOBBJIHOBA I1€YKa WM B ropemia Boja). He cBansiite kamaukara Ha uriarta
JIOKAaTO TEYHOCTTa HE JOCTUI'HE CTalfHa TeMIeparypa.

. XBaHeTe KOpITyca Ha CIPUHI[OBKATa Taka, 4e MOKpHUTaTa ¢ Karayka urja Jia COYd Harope.

. He xBamaiite rnaBata Ha OyTanoro, OyTaloTo, CTPAaHHUIMTE Ha MPEANIAa3UTEeNs Ha UIJ1aTa K
Karaykara Ha Urjara.

o He uznbpnBaiite Oyranoro.

o He cBansiiTe kamagykaTa Ha Urjiata oT CIIPUHIIOBKATa, JOKATO HEC MPOYCTCTC B UHCTPYKIUATA 3a
TOBA.

[IpoBepeTe npeBapUTEIHO HATBIIHEHATA CIIPUHIIOBKA/CIIPHHIIOBKH, 32 JIa CE YBEPHTE, de:

o OpOsT Ha TPEIBAPUTEITHO HAITBIHEHUTE CIIPHHIIOBKH U KOJHMYECTBOTO HA AKTUBHOTO BEIIECTBO

B JI030Ba €IMHUIIA Ca BEPHMU:

o ako BamaTa no3a e 90 mg, me nonyunre enna 90 mg npenBapuTETHO HATbIHEHA
cnpuHioBka Pyzchiva;

TOBA € MPABIIIHOTO JIEKAPCTBO;

CPOKBT Ha TOJHOCT HE € U3TEKbII;

MpeIBapUTEIHO HAITBITHEHATA CIIPUHIIOBKA HE € ITOBPEICHA;

pPa3TBOPBHT B CIIPUHIIOBKATA € OMCTHP U OE3I[BETEH 10 OJICI0 KBIIT;

Pa3TBOPBT B CIIPUHIIOBKATA HE € C TPOMEHEH LBSIT WJIM MBTEH U HE ChABPIKA Ty KU YACTHIIN;

Pa3TBOPBT B CIIPUHIIOBKATA HE € 3aMpPB3HAI.
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C’LGepeTe BCUYKHU MaTCpHraJid, OT KOUTO CC€ HYKAACTEC, U ' MMOCTABETC BbPXY YUCTAa NOBBPXHOCT. Te
BKJIFOYBAT aHTUCCIITUYHU KBPIIMYKHA, [TAMYYHH TAMIIOHU WJIW MapJin U KOHTeﬁHep 3a OCTpH NPEAMCTH.

2. N36epeTte u moAroTBeTE MACTOTO 32 HHKEKTHPaHe:
N3zbepere mscTo 3a MHXKEKTUpaHe (BXK. (urypa 2)

° Pyzchiva ce npumara upe3 HHXEKIUS MO Koxkata (TIOJIKOKHO).

o [Noxxonsmy MecTa 3a HHXEKTHpPaHe ca TOpPHATa YacT Ha OepoTo Wik 00JacTTa OKOJIO KopeMa
Ha pa3CTOSIHUE Hal-MaJIko 5 CM OT IIbIIa.

o AKO e Bb3MOXXHO, HE U3IT0JI3BaiTe 00IACTH OT KOKaTa ¢ MPU3HALN Ha IICOPHA3HC.

. Axo HsKOM By momMara mpu mocTaBsSHETO Ha HHXKCKITUATA, TOW/TS MOXe J1a n30epe u ropHara

4acCT Ha pbKaTa KaTO MCTO 3a MHXXCKTUPAHEC.

*30HHTE B CHBO Ca PENOPHYBAHUTE MECTA 32 MHIKEKTHPAHE.

Qurypa 2
IToarorBere MACTOTO 3a MH)KEKTHPaHE
. W3mwuiiTe phIteTe ¢ MHOTO J0Ope ChC CalTyH M TOIUTA BOJa.
o [Touncrere KOkaTa Ha MACTOTO 32 HHYKEKTUPAHE C aHTUCETITUYHA KbPIHYIKA.
o He noxocBaiiTe moBede Ta3u 06JacT 0 MOCTaBIHETO HA MHXKEKIIMATA.
. HepeiiTe 1a BeeTe U He JyXalTe BbpXY UHMCTaTa 30Ha.

3. CBaseTe kKanmaykarTa Ha urJjara (Bx. ¢purypa 3):

L Kamaukara Ha uriara He TpiI6Ba Ja C€ CBaJid, 10KATO HE CTC I'OTOBU [Ja MHXXCKTUPATE J03aTa.
L Bzemete MPpEABAPUTCIIHO HAITBJIHCHATA CIIPUHIJOBKA 1 XBAHETC KOPITyCa nc €Ha PBbKa.
o Ps3ko H3,E[’bp1'[al71Te KaraykaTa Ha urjiaTta B IIpaBa IOCOKa U A U3XBBPJICTE. I[OKaTO MMpaBUTC

TOBa, HE JIOKOCBaWTE OYTAJIOTO.

Q@urypa 3
o Mosxe na 3a0enexure Bh3AyIIeH MEXyp B IIPEIBAPUTEIHO HAIThJTHEHATA CIIPUHIIOBKA HJTH
KaIlka TEeYHOCT Ha BbpXa Ha Urjara. ToBa e HOpMaJHO U HE € He0OXOAUMO J1a Ce OTCTPaHSBAT.
. He nokocpaiiTe uriara v He 51 JOUPANTE B APYTH MOBHPXHOCTH.
o He m3non3BaiiTe mpeaBapuTeTHO HATBITHEHATA CIIPUHIIOBKA, aKO 51 M3ITyCHETE C OTBOPEHA HTJIA.
AKo TOBa ce CIlyuH, ce CBbpKeTe ¢ Barms nekap wim apmarieBT.
. WmxexTupaiite no3ara BeHara, oM CBAJIUTE Karmaykara Ha UTJiaTa.
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4. NnxexkTHpaiiTe 103aTa:

o XBaHeTe MpeIBapUTEIIHO HAITBJIHEHATA CIIPUHIIOBKA MEXKAY CPEIHUS MIPBCT U MOKa3anena Ha
e/HaTa pbKa M IOCTaBeTe Mayela CH BbpXy IJ1aBaTa Ha OyTasloTo, a ¢ Apyrara pbKa JIEeKO
CTHCHETE IOYNCTEeHaTa Kojka MeKy Iajiena 1 rmokasanena. He ctuckaiite cuiHo.

o He uznbpnBaiite Oytanoro.

o C enno 6bp30 OBMKEHUE BKapaiiTe UriaTa B Koxara, T0KbAETO MoXe (BK. ¢purypa 4).

®Ourypa 4

. WmxexTupaiiTe MI0TO KOJTHYECTBO OT JIEKAPCTBOTO, KATO HATUCKATe 0yTajIoTo, JOKATO
rjilaBaTa My JIOCTHTHE M@y CTPaHHIIMTE Ha Mpeana3uTelis Ha uriara (Bx. purypa S).

Qurypa 5

o KoraTo 0yTanoTo CTUTHE 10 Kpas, He OTITyCKalTe HATHCKA BbPXY [JIaBaTa My, U3BaJIeTe UTjaTa
Y ITyCHETe KoXkaTa (BX. purypa 6).

Qurypa 6
o BbaBHO oTcTpaHeTe majnena cu OT ri1aBaTa Ha OyTanoTo, 3a Jia TI03BOJIMTE Ha MTpa3HaTa
CIIPUHIIOBKA JIa CE MPUIBIKU HATOPE, TOKATO I[5JIaTa UIJIA CE MIOKPUE C TPEANa3uTeNs, KakTo €
MMOKa3aHo Ha ¢urypa 7:
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Qurypa 7

5. Cnen mHKEKTHpaHe:

[IpuTrcHeTEe aHTHCENTHYHA KbPIIMYKA BBPXY MSCTOTO Ha MH)KEKTHPAaHE B IPOABIKEHUE Ha
HSIKOJIKO CEKYHH, CJIe KaTO MOCTaBUTE HHXKEKITUATA.

BB3M0OXHO € Ha MSICTOTO Ha MHXKEKTUPAHE J1a UMa MaJKO KOJIMYECTBO KPBB WK TEYHOCT. ToBa
€ HOpMAaJHO.

Moske 1a IpUTUCHETE MSCTOTO Ha MH)KEKTHPAHE C ITaMy4eH TaMITOH WM MapJisi U J1a
3aabpxkutTe 10 cexyHau.

He pasrspkBaiiTe koxkara Ha MSICTOTO Ha HHXEKTHpPaHe. AKO € HEOOXOIMMO, MOXKE J1a CIIOJKUTE
MaJjKa JeTreHKa BbPXY MSCTOTO Ha MH)KEKTHUPAHE.

6. U3xBbpJasine:

W3non3saHuTe CIPUHIIOBKH TPsOBA 72 CE MOCTABAT B HEMPOOMBAEM KOHTCHHED KaTO
KOHTeHHepa 3a ocTpH mpeameTH (BK. (urypa 8). 3a Bamrara 6e30macHOCT U 37[paBe u 3a
0e30MmacHOCTTa Ha JPYTUTE, HUKOTA HE U3MOA3BalTe MOBTOPHO CIIPUHITOBKUTE. V3XBBpIsiiTe
Barius KoHTe#Hep 3a OCTPU MPEIMETH B ChOTBETCTBUE C MECTHUTE PA3MOPEAOH.
AHTHCENTHYHUTE KbPIUYKH U IPYTH KOHCYMATHBH MOJXKE J]a C€ U3XBBPIAT B OOMIHsI OOKITYK.

Ourypa 8
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JIncroBka: nHpopManus 3a NOTpeOUTEJIs

Pyzchiva 45 mg uH:KeKIMOHEH Pa3TBOP B NPeABAPUTEIHO HANNBJIHEHA MUCAJIKA
ycrekunyMab (ustekinumab)

vTOBI/I JIEKapCTBEH MPOAYKT HMOAJIEKN Ha JOITBIHUTETHO HabmoaeHre. ToBa e mo3Boiu Obp30TOo
yCTaHOBSIBaHE HA HOBa MH(OPMAaLKs OTHOCHO Oe3omacHocTTa. MoeTte 1a 1afere cBOsl IPUHOC KaTo
ChOOIIUTE BCAKA HEXKENaHa PEaKIys, KOsTO CTe MOJyYHIn. 3a HauMHA Ha ChOOIIaBaHe HAa HEXETaHH
peaKkumu BIKTE Kpasi Ha Touka 4.

HqueTeTe BHUMATEC/IHO LAJ1aTa JIMCTOBKA, IPEeAN 1a 3all0OYHETE Ja U3IoJI3BaTe TOBa
JIEKapCTBO, ThH KaTO THA CbABbPiKa BaKHa 3a Bac qu)opMauml.

Ta3u JUCTOBKA € HANKCAHA 3a nmamueHTa, KOITO npuemMa JIeKapcTBoTo.

- 3anaszere Ta3u JIUCTOBKA. MOXe J1a ce HAIOXKH J1a 51 IPOUYETETE OTHOBO.

- AKO uMare HAKaKBH JIOBIHUTEIHH BBIIPOCH, MonuTaiTe Bamus iekap uinu GapMaresT.

- ToBa nekapcTBo € npeanucaHo JuuHo Ha Bac. He ro nmpeoTrcTbnBaiite Ha ipyru xopa. To Moxe
Ja UM HaBpE€ar, HE3aBUCHUMO Y€ IMPU3SHAIIUTE HA TAXHOTO 3360H$IB3H€ Cca ChbIIMUTE KAaTO Bamure.

- AKO TIONTyuHuTe HIKAKBH HEXEIIAaHU peakluu, yBeaomeTe Bamus nekap uinu gapmarert. Toa
BKITFOYBA ¥ BCHYKU BH3MOKHU HEXKEJIaH! PEeaKIn, HEOMCAaH! B Ta3M JIUCTOBKA. Brkre
TOYKa 4.

KakBo cbabp:ka Ta3u JIHCTOBKA

1. Kakso npencrasnsBa Pyzchiva u 3a kakBo ce u3mon3pa
Kakso Tpsi0Ba na 3Haere, npeau aa usnonssate Pyzchiva
Kak na m3nomsBare Pyzchiva
BB3MOXXHH HEXENAHU PEAKLIUU
Kak na cexpansBare Pyzchiva
ChbabpxaHue Ha ONIAKOBKATa M JOIBIHHUTENIHA HH(OpMAaLUs

Sk wbd

1. Kaxkso npeacrasassa Pyzchiva u 3a kakBo ce n3moJi3Ba

Kaxkso npeacrasassa Pyzchiva

Pyzchiva chabpxa akTHBHOTO BEILIECTBO ,,yCTEKUHYMa0’, KOETO € MOHOKJIOHAJIIHO aHTUTSLIO.
MOHOKIIOHATHUTE aHTUTENA ca MPOTEHHU, KOUTO pa3lo3HaBaT U CBbP3BAT ONpeesIeHH crennpuIHu
MIPOTEVHH B OPraHU3Ma.

Pyzchiva npunamiexxu KpM rpyna JeKapcTBa, Hape4eHu ,,AMyHocynpecopu’”. Te3u ekapcTBa
HeﬁCTBaT, KaTO HaMaJIsIBaT aKTUBHOCTTA HA 4aCT OT UMYHHaTa CUCTEMA.

3a kakBo ce u3noJ3Ba Pyzchiva

Pyzchiva, mpunoskeHa ¢ U3MOI3BaHETO HA IPEBAPUTETHO HAITBIHEHA THCAJIKa, CE U3I0JI3BA 3a
JICYCHHE Ha CIICAHUTE Bh3NAIUTEIHN 3a00IBaHUSL:

e [lmakoB ncopuasuc — Ipyu Bb3PACTHU

e [lcopuatnueH apTpuT — IpU BB3pACTHU

e VYmMepeHa 1o Texkka Oonect Ha KpoH — ipu Be3pacTHH

IlnakoB ncopuasuc
LI 171aKoB TIcoprasuc” € KOXKHO 3a00IsIBaHe, KOSTO BOAM 10 BH3IAJICHHE, 3aCATaI0 KOJKaTa 1 HOKTHUTE.

PYZChiVEl HaMaJIsIBa Bb3MAJICHUCTO U APYTUTC NIPpHU3HALIU Ha 3a00JIIBaHETO.

Pyzchiva, IMPUJIOKCHA C U3TOJI3BBAHETO HAa NPEABAPUTECIIHO HAITBJIHCHA MMUCAJIKA, CC U3I10JI3Ba IIpU
BB3PAaCTHU C YMEPECH 0 TCXKBK IUIaKOB IICOPUA3NC, KOUTO HE MOT'aT Aa M3IOJI3BAT HUKIIOCIIOPUH,
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MCTOTPEKCAT U (1)0TOT€paHI/IH, WK KOraTo TE3u JICUCHUA HE HCﬁCTBaT.

IlcopuaTnyeHn apTpur

HCOpI/IaTI/I‘IeH apTpUT € BH3MNAJIUTCIIHO 3a0o0JIsIBaHe Ha CTaBHUTC, OOHMKHOBEHO CHII'HTCTBAHO OT
ncopuasuc. AKO UMaTe akTUBEH IICOpUATHYEH apTPUT, TbPBO 1ie Bu nexyBar ¢ Apyru gekapcTa. AKo
HE Ce TIOBIIUSAETE JOCTAaTHIHO JOoOpe OT Te3H JIeKapCcTBa, Moxe na Bu ce mpeammmre Pyzchiva, 3a ga ce:
e HaMaJAT NPU3HALMTE U CHMITOMHTE Ha 3a0onsBaHeTo Bu;

e moxo6pu ¢pusnveckoro Bu cberosHue;

e 3a0aBuW yBpexnaHeTo Ha Bammre craBu.

Bouecr na Kpon

Bbonectra Ha Kpon e Bp3nanurenHo 3a00sBaHe Ha uepBaTa. Ako umate 6onect Ha KpoH mbpBo 1m1e
Bu ce nagat npyru nekapcta. AKO He C€ OBIIUAETE JOCTATHYHO WJIM UMATE€ HEIOHOCUMOCT KbM TE3U
nexapcTBa, Moxe fa Bu ce nane Pyzchiva 3a HamansBaHe Ha MPU3HALUTE © CHMIITOMUTE Ha
3abonsBaneTo Bu.

2. KaxBo TpsdBa 1a 3HaeTe, mpeau Aa usnouassarte Pyzchiva

He n3nouassaiite Pyzchiva

e AKO cTe ajlepru4Hu KbM YCTEKHHYMAO WM HAKOSI OT OCTAHAJIMTE ChCTABKH Ha TOBA JIEKAPCTBO
(m30poeHu B TOUKa 0).

e AKko mMaTe aKTMBHa WH(}eKIUsl, KOATO BammsaT Jekap HaMupa 3a 3HaYNMa.

AKO He CTe CUTYPHH JIaJli HsIKOe OT U30pOeHUTe Mo-rope ce oTHacs 3a Bac, mocbBeTBaiiTe ce ¢ Bamus
nexap uin ¢apManesT, npeau 1a uznonssare Pyzchiva.

Mpenynpesxkaenns u npeanasHu MepKU

I'oBopere ¢ Bamus nekap wiu gapManeBT npeau Aa usnonssare Pyzchiva. Bammst nekap e
MIPOBEPH ChCTOSIHUETO Bu mpeau Besako JieueHrne. Y BeJIOMeTe CBOS JieKap 3a Besika Baia 6onect
npeau Besiko jeuenue. Chio Taka nHGopmupaiite Bamus iekap, ako HACKOPO CTE OMIIM B KOHTAKT C
YOBEK, KOWTO MOXe Jia IMa TyOepKyJo3a. Bamsit iekap nie Bu nperiiesna u me HanpaBy u3cieBaHe
3a TyOepKyJo3a, mpeau aa m3noispare Pyzchiva. Ako Bammsar jgexap cMmsTa, 9e cTe H3JI0KCHH Ha
pHCK OT TyOepKyJi03a, MOXke J1a Bu npeamnuiie gekapcTsa 3a JICYEHHETO H.

Crenere 3a cepHO3HH HeKeJIAHU PeaKIuu

Pyzchiva Mosxe 1a mpenu3BUKa CEpHO3HH HEXXENaHU PEAKINH, BKIIOYUTEIIHO AJIEPTHYHH PEaKLUU U
nH¢pexuu. TpsOBa na ciaenute 3a ONpeAeIeHU NPU3HaLU Ha 3a00JBaHusL, JOKATO IpHeMaTe
Pyzchiva. Buxre ,,Cepro3Hn HexXeNaHu peakyu’ B TOUKa 4 32 ITBJIHUS CIIUCHK HA TE3W HEXeJaH!
peakuuu.

penn na m3nonzearte Pyzchiva nndopmupaiite Bammns nexap:

e AKO HAKOra cTe HMAJH AJIePrUYHA PeaKUusd KbM YCTeKHHYMa0. AKO HE CTe CUTYpHH,
nonuTaiite Bamus nekap.

e AKO HAKOra cTe HMaJH HAKAKBB BHJ PaK — TOBA €, 3alll0TO UMYHOCYTIPECOPHUTE KaTO
ycTeknHyMa0 oTcabBar 4acT OT MMyHHATa cucTeMa. ToBa MOXe Ja MOBUIIN PUCKA OT paK.

e AKO CTe JIEKYBaHH 32 IICOPUA3HC C APYTH OMOJOTHYHH JIEKAPCTBA (JIEKAPCTBO, IPOU3BEAECHO
0T OMOJIOTHYEH M3TOYHHUK U O0MKHOBEHO NMPUJIATAHO YPe3 HHIKeKIH) — PUCKBT OT PaK MOXKeE
Jla € MO-BUCOK.

e AKO MMaTe WJIHM HACKOPO CTe MMAJIN HH(eKIus.

e AKO MMaTe HOBH WM NMPOMEHSIIIH ce JIe3MH B yUacThIUTE C IICOPUA3HUC WM 10 He3acerHarara
KOXa.

e AKO moJiyyaBate APYyro JedeHHe 32 MCOPUA3UC W/ MJIN MICOPHATHYEH APTPHUT — KaTo APYTU
MMYHOCYTIpeCOpH WiH (oToTepanust (KoraTro TsUI0TO ce JIeKyBa ¢ THIl yarpaBuoiieroBa (UV)
CBETIIMHA). Te3H JeueHus ChII0 MOXKE 1a OTCIA0AT yacT OT UMyHHaTa cucreMa. M3non3saHeTo Ha
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TE3H JICUCHUSI 3a€]THO C YCTEKUHYMal HE € u3cieBaHo. Bb3MokHO € 00ade, TO Ja yBEIUYH PUCKA
oT 3a00JsBaHus, CBEP3aHy ¢ OTcIa0BaHE HA UMyHHATa CHCTEMA.

e AKO moJry4aBaTe MJIM HAKOra CTe MOJy4aBaJIi HHKEKIIUM 32 JiedeHne HA aJIeprum — He €
M3BECTHO JJAJIA YCTEKUHYMA0 MOXKeE JIa OKAXKE BIMSHUE BBPXY TSIX.

e AKO cTe HA M HaJl 65 roAUHN — MOXE J1a CTE TO-CKIIOHHU KbM WH(EKITHH.

AKO He CTe CHTYPHH i HIKOE OT ropen30poeHUTE ce oTHACS 3a Bac, mochBeTRaiiTe ce ¢ Baris
nekap wim (hapMmarieBT, Ipeu 1a u3noi3sare Pyzchiva.

Hsikon manueHTH nomy4aBaT JIyIlyc-IIOAOOHHU PeaKkIty, BKIIOYUTEIHO KOXKEH JIYITyC epUTEeMaTOAEC 1
JTymnyc-moao0eH CHHIPOM, IO BpeMe Ha JIedeHHue ¢ ycTeknuHyMa0. ['oBopere BenHara ¢ Bamus nexap,
aKo MOJYYHTE YepBEH, HaUTHAT, JIOLIEL] ce OOpHUB, MOHSAKOTA C IO-TbMHH IPAHHLIU, B U3JI0KEHUTE
Ha CITBHIIC yYacThIM Ha KOXKaTa WM CTaBHU OOJIKH.

ChbpaeyeH HHPAPKT M HHCYJITH

WndapkT u nHCYNITH ca HaOII0AaBaHU B IPOYYBaHE IPH MALMEHTH C IICOPUA3HC, JIEKYBaHU C
ycTekuHyMa0. Bammst nekap peioBHO 1ie IpoBepsiBa pUCKOBUTE (PAKTOPH 3a ChPIEYHO 3a00IIBaHE U
uHCYNT pu Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 1o noaxoasm HauuH. HesabaBHo moTepcete
MEIUIMHCKA TIOMOLI, aKO NOJIy4uTe 00JKa B IbpAUTe, cabocT MM HeoOMYaiHO ycellane OT egHara
CTpaHa Ha TAJIOTO, OTITyCHATOCT Ha JIUIETO MJIM TOBOPHU WIIH 3PUTEITHN CMYLICHHS.

Jeua u roHomu

YcTekuHyMal nmpeBapuTeTHO HAThlTHEHA MTHCANIKa He ce MPerophyBa 3a yrnorpeda npu jaena Ha
BB3pact noj 18 ronunu ¢ ncopuasuc wiu 6osect Ha KpoH, 3a110To He € mpoyyuBaH NpHu Ta3u
BB3pacToBa rpyna. Bmecto ToBa npu zema Ha Bb3pacT 6 W [MOBeYe FOJMHU U IOHOLIH C TICOPUA3HC
TpsiOBa Ja ce U3MOJ3Ba MPEIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA Wi (uiakoH. BmecTo ToBa mpu nena
¢ 6osiect Ha KpoH ¢ Terno Haii-manko 40 kg TpsiOBa 1a ce u3nosi3pa uH(Yy3UOHEH Pa3TBOP,
MpeJBapUTEIHO HATBJIHEHA CIIPUHIOBKA WK (JIAKOH.

YcreknnyMab He ce IpenopbyBa 3a yHoTpeda npu Jiela U FOHOIIM Ha Bb3pacT noJ 18 roanHu ¢
NICOpHATHUEH apTpUT WK fgeua ¢ 6oxect Ha Kpown ¢ Terno moxg 40 kg, 3amoTo He € mpoy4BaH Opu Ta3u
BB3pacToBa Irpyrma.

Jpyru sekapcrBa, Bakcunu u Pyzchiva

TpsabBa na kaxere Ha Bamms nekap wiu dapMarienT:

¢ Axo mpuemare, HACKOPO CTe IIPHEeMaJIH Wi € Bb3MOXKHO JIa TIPUEMETE APYTH JIEKapCTBa.

e Axo Hackopo Bu e npaBeHna unu rianuparte Aa Bu ce npaBu BakcuHanus. Jlokato u3nosis3pare
Pyzchiva, Hiaxou BuIOBE BakcWHM (KUBU BaKCHHH) HE TPsIOBa J1a ce TpujIarar.

e Axo cre nonxy4yaBaiu Pyzchiva mo Bpeme Ha OpeMEHHOCTTa, TPSAOBa J1a KaXKeTe Ha JieKapst Ha
0ebeto Bu 3a neuennero ¢ Pyzchiva, mpemu To 1a moay4yu KakBaTo U Jia € BAKCHHA, BKIFOUHUTEITHO
JKUBH BakcuHM, kato BIIJK BakcuHa (M3mo13BaHa 3a mpeanasBane ot TyOepkyno3a). JKusurte
BaKCHHU He ce TpenophuBar 3a Bamiero 0ebe mpe3 mbpBUTE JBaHAIECET Mecela Clie/l paKIaHeTo,
ako cre noixy4yaBaiu Pyzchiva mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JieKapAaT Ha Bamero 6ebe He
MperopbrYa APYyTo.

bpeMeHHOCT U KbpMeHe

e Axo cre OpeMeHHa, CMsTaTe, Y€ MOXKeE Jla CTe OpeMeHHa WK IJIaHUpaTe OPEeMEHHOCT,
nochBeTBaiTe ce ¢ Bamus nexap npean ynorpebara Ha TOBa JIEKApCTBO.

e He e HaOmI0MaBaH MO-BUCOK PHCK OT BPOJACHU JieeKTH Tpu OedeTa, U3N0KEHN Ha YCTEeKUHYMal B
yTpobata. [lanauTe OT ynorpedara Ha yCTeKUHYMa0 Mpu OpeMeHHH KeHH 00ade ca OTpaHHYCHH.
ITopanu ToBa € 3a MpeaOYNTaHe Ja ce U30sTBa yrmorpedaTa Ha YCTEKUHYyMa0 1o BpeMe Ha
OpEMEHHOCT.

e AKO cTe )KeHa C JIeTepOo/IeH TOTEHITHAI, KEJIaTETHO € J]a He 3a0peMeHsIBaTe  Ja N3I0I3BaTe
TTOIX OIS MTPOTHUBO3a4aThueH METO/I, KOTaTO M3IONI3BaTe yCcTeKnHyMab u moHe 15 ceaqmunu cien
ITOCIIEAHOTO TIpHUJIaraHe Ha yCTeKHHyMao.
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e Pyzchiva Moxe a npeMHUHe Ipe3 IIaleHTara B HepoaeHoTo 6ebe. Ako cre monydasanu Pyzchiva
1o BpeMe Ha OpeMeHHOCTTa cH, 6ebeTo By Moxke 1a iMa TO-BHCOK PUCK OT WH(EKIIHS.

e BaxHo e J1a KakeTe Ha JekapuTe Ha Bamrero 6e0e u Ipyru MEITUIIMHCKY CIICLUATIMCTH, aKO CTe
nony4aBaiu Pyzchiva mo Bpeme Ha 6GpeMeHHOCTTa cH, Tpenu 0e6eTo Aa MOoIydr KaKkBaTo | 1a €
BakcuHa. JKuBu BakcuuH, kaTo BI[DK BakcuHa (uM3moi3Bana 3a mpe/na3BaHe oT TyOepKyio3a), He
ce mpenopbuBar 3a Bamero 6e0e npe3 MbpBHUTE ABaHAIECET Mecela cie]] paKIaHeTo, aKo CTe
nony4aBaiu Pyzchiva mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JiekapsT Ha Bamiero 6e6e He
npenopbsya Apyro.

e VYcrexknHymab MOXKe Jia IPEMHHE B KbpMaTa B MHOTO MaJIki KonndectBa. [lochBeTBaiiTe ce ¢
Bamms siekap, ako KbpMUTE WU aKO IJIaHUpaTe qa Kbpmute. Bue u Bamust nekap tpsaosa na
pemmTe ganu TpsiOBa 1a KbPMHUTE WK J]a U3I0JI3BAaTe YCTEKMHYMal — HE ITpaBeTe H JABETE.

IModupane u padora ¢c MAIIUHU
YcTeknHyMab He TIOBIIUSBA WM TIOBIIUSBA MPEHEOPEIKUMO CITIOCOOHOCTTA 32 IodupaHe u padora ¢
MalluHH.

Pyzchiva cboabprka motucopdart 80 (E433)

Tosa nekapctBo cpabpka 0,02 mg nomcopbat 80 (E433) BBB Besika MpeABApUTETHO HAITBITHEHA
nucanka (1 ml), koero e ekBuBanieHTHO Ha 0,02 mg/0,5 ml. [TomucopbaruTe Morat 1a MPUIUHST
anepruyHu peakuuu. TpsOBa ga kaxere Ha Bamus nexap, ako UIMaTe yCTaHOBEHH AJIEPTHH.

3. Kaxk n1a usnoszsare Pyzchiva

Pyzchiva e mpenna3HadeH 3a ymorpeda o1 pbKOBOJCTBOTO M KOHTPOJIA HA JIEKap C OIUT B JICUCHUETO
Ha 3a00JIsIBaHUs, 32 KOUTO € TToKazaH Pyzchiva.

Bunaru usznon3zpaiite ToBa JeKapCcTBO TOUHO KakTo Bu e kazan Bamusar jgexap. Ako He cTe CUTYPHH B
Helo, nonuTtante Bamus nexap. I[locsBerBaiiTe ce ¢ Bamms nexap 3a ToBa, kora me Bu ce nocrassr
WHKEKIMUTE U KOra 1Ie ca CJeABALMTE KOHTPOIHU IPeTeau.

KakBo koanuectBo Pyzchiva ce npuiara
Bammst nekap mie pemm kakBo Koun4ecTBo Pyzchiva TpsiOBa fa moiay4nTe U 3a KaKbB MEPUOJ] OT
BpeMe.

Bn3pacTHu Ha 18 roauHu WM mo-rojieMu

Ilcopua3uc niau ncopuaTH4eH apTPUT

o [Ipenopruntennara HadamHa g03a € 45 mg Pyzchiva. [lanmenTtu ¢ Terno Han 100 kmwrorpama (kg)
MOJKe J1a 3arrovHat ¢ go3a 90 mg BMecTo 45 mg.

e (Crenm HawaHATA /1034, cieaBamara Bu mo3a e 0bae 4 CeIMUIM IMO-KBCHO | CJIET TOBA Ha BCEKH
12 ceamuiu. CreasamuTe 1031 OOMKHOBEHO ca ChIUTE, KATO HaYaIHATa J103a.

BoJject Ha Kpon

e Jlo Bpeme Ha neyeHneTo BammsaT jgekap me Bu npunoku mepBata 103a 0T IPUOIU3UTEIHO
6 mg/kg Pyzchiva upe3 kankoBo BIMBaHE BbB BeHA Ha pbKaTa (MHTpaBeHO3HA nHY3Mst). Criex
HavajgHaTa 7033, Ile Noay4YuTe cieasaiiara go3a 90 mg Pyzchiva cnen 8 ceamunm, ciie ToBa npes
12 ceamuIu upe3 WHKEKIHS O] KOJKaTa (TI0IKOXKHO).

o [Ipu HAKOM MAIMEHTH, Clie/l IbpBaTa NoAKoXHa HHKekus, 90 mg Pyzchiva moxe na ce npunara
npe3 8 cenmuny. Bammsit ekap mie pemm kora TpsOBa J1a MOyYUTe ClIeABAIIATa CH /103a.

Kak ce npuiara Pyzchiva

e Pyzchiva ce mpunara KaTo WHXEKIH 0] KoKaTta (0AK0KHO). B HauanoTo Ha Bamero nedenue,
Pyzchiva Mosxe 1a ce HHKEKTHpa OT JIeKap WM MEIUIMHCKA CecTpa.

e Bue u Bamusar nekap obaue moxe aa pemmure, ye Bue camu Mosxe na cu nmxkektupare Pyzchiva. B
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TaKbB CIy4ai Iie MpeMUuHeTe 00yUeHHe Kak Ja cu nHxektupate Pyzchiva camocTtositenHo.

e 3a ykazaHUs Kak Ja WHxekTtupate Pyzchiva Bmxre ,,Yka3aHus 3a npuiioxeHue” B Kpas Ha Ta3zu
JIUCTOBKA.

I'oBopere ¢ Bamms nekap, ako ©Mare BIIPOCH OTHOCHO TOBA KaK CaMH Jla TOCTaBSITEe HHXKEKIHUATA.

AKO cTe H310J13BAJIM II0OBeYe 0T HeoOxoauMmara ao03a Pyzchiva

AKO CTe M3MoJI3BaJIM WK ca Bu npuiioxxuiu mosede or HeoOxoaumMara j1o3a Pyzchiva, He3abaBHO ce
MMOCHBETBAlTE C Jiekap wim (papmarieBT. Burarn Hocete ¢ Bac kapToHeHaTa ommakoBKa Ha
JIEKapCTBOTO, IOPH | JIa € Mpa3Ha.

AKko cTe nponycHa;u aa usnoJssare Pyzchiva
AKoO cTe poIycHaIN 1033, CBhpKeTe ce ¢ Bamus nexap win papmanest. He npunaraiite nBoiina
71033, 3a ]a KOMIICHCHpaTe MIPOIyCcHaTaTa 103a.

AKko cTe cipesin ynorpedara Ha Pyzchiva

He e onacHo na cipete ynorpebara Ha ycreknHyma0. Ako obade s cipere, Bammte cuMnToMn Moxke
Ja ce Bb30OHOBST. AKO MMaTe HSAKAaKBU JOIBIHUTEIHH BBIIPOCH, CBBP3aHH € yIoTpebara Ha TOBa
JIeKapCTBO, MonuTaiiTe Bamms nekap win ¢papMarenr.

4. Bb3MoOKHN HeKeJTaHU PeaKIuu

Kaxkro Bcmuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia IPCAU3BHUKA HEXKECIIaHNU pCaKIUU, BBIIPEKH Y€ HE
BCCKMU I'M I10JTy4aBa.

Cepn03lm HEKEJIAaHU peaKIuu
Hsxon MaqUCHTHU MOXKEC Ia UMAT CCPUO3HH HCXKCIAHU PCAKIIUHU, IIPU KOHUTO Aa CC HaJlara CIICIITHO
JICUCHUC.

AJIeprUYHH peaKIiu — MOsKe /1a U3MCKBAT clemrHo JedeHue. Ungopmupaiite Bamus gexap niun
He3a0aBHO MOTBPCeTe CNEeNIHA MeHIIUHCKA OMOII, aK0 3a0eJIe)KUTe HAKOH OT CJIeHUTe
NpU3HALM.
e (Cepuo3HUTE aepPrUuHU peakiny (,,aHaduiaakcus™) ca pellku Ipu Xopa, IpUeMalil YyCTeKHHyMa0
(moxke ma 3acernar g0 1 Ha 1000 mgymmm). [IpusHanuTe BKIIOYBAT:
O 3aTpyAHEHO JIUWIIaHE WU MperiIbIlaHe
O HHUCKO KPBbBHO HAJIATAaHE, KOCTO MOXKE J1a IPUYUHU 3aMasiHOCT UJIKM CBETOBBPTECIK
O  TIOMyBaHE Ha JUIETO, YCTHHUTE, YCTaTa WK I'bPIIOTO.
e UYecTHuTe MpHU3HALM Ha aJleprHYHa PEeaklys BKIIOYBAT KOXKEH 0OpUB U ypTHUKapHs (MOXKe /1a
3acersar a0 1 Ha 100 gymm).

B peaxu ciayuyau ce cb001aBaT ajJiepruyHu 0ej0Apo0HN peakunu 1 0eJI0ApoOHO Bb3NaJIeHUe
NpH NAlEeHTH, KOUTO MOJIy4YaBaT ycTeKMHyMa0. YBenoMeTe BeqHara Bammus jiekap, ako
NOJIy4YuTe CHMITOMH KAaTO KALIIMIA, 3aAyX M BUCOKA TeMIlepaTypa.

AKO TIOTy4YuTe Cepro3Ha aJepriudHa peaknus, Bamusar gexap Moxe aa pemm, 4e Bue He TpsaoBa na
ynotpeosBate Pyzchiva oTHOBO.

HNHdexkuun — Moxe 1a H3MCKBAT celnHo Jedenue. Mugopmupaiite Bammus jgexap, ako
3a0es1e:knTe HAKOM OT CJIeHUTE MPHU3HALM.

e HH(DEKIUUTE HA HOCA WM T'BPJIOTO U MPOCTYAATA ca yecTd (MoKe Jia 3acerHat no 1 Ha 10 aymn)

e HHDEKIUHUTE HA JOJHUTE AUXATEIHU MbTHUINA (TPBIHU UH(DEKIIMHU) ca HeYeCTH (MOXKe J1a 3acerHat
mo 1 ma 100 mymrm)

e BB3MAJICHUETO HA TOAKOXHATA ThKaH (LETYJIUT) € HedecTo (Moske 1a 3acerde 70 1 Ha 100 gyin)

e xeprmec 3ocTep (BUa 00Je3HEH 0OpUB C MEXYpH) € HeuecT (Moxke Ja 3acerHart o 1 Ha 100 mymn)
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Ycreknnymad MoKe ja Hamali criocoOHocTTa Bu na ce 6opure ¢ nnpexnun. Hakon nnpexnmm Mmoxe
Jla CTaHAT CEPHO3HU U MOJXKE JIa BKIIFOYBAT WH(EKIUY, IPUYUHEHU OT BUPYCH, THOWYKH, OaKTepun
(BKIIOUYMTENHO TyOEpKyJI03a) MK Mapa3uTH, BKIIOYATEIHO HH(PEKINU, KOUTO BH3HUKBAT ITPETUMHO
TP XOpa ¢ oTciIabcHa MMyHHA CUCTeMa (OTTOPTIOHUCTHYHN WHGeKwH). [Ipyu manuenTH, morydaBamy
yCTeKHHYyMa0b, ce cho0IIIaBaT OMOPTIOHUCTUYHN HH(EKIINN Ha MO3bKa (eHIe]auT, MEHUHTHUT),
OenmuTe TpoOOBE U OUHTE.

JokaTto u3non3Bare yCTeKMHyMa0, TpsOBa Jia cieiuTe 3a Mpu3Hay Ha nHpekus. Te BKIo4Bar:
BHCOKa TeMIIEpaTypa, TPUIIONON00HH CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha Terjo

yMOpa WM 3a1yX, yIOpUTa KallIina

TOIIJIa, 3a4epBeHa U OOJIe3HEHA KOXKa MIIH OO0JIE3HEH KOXEH OOpUB C MEXypH

napeHe npu ypuHUpaHe

IUapust

3pUTEIHO CMYIICHUE WK 3ary0a Ha 3peHne

ri1aBo0oJre, CKOBAHOCT Ha BpaTa, YyBCTBUTEITHOCT KbM CBETIIMHA, TaJJeHe WU 0OBPKaHOCT.

Wndopmupaiite Bamms nexap BeqHara, ako 3a0elie)XuTe HIKOW OT Te3u mpu3Hany Ha nHpeknus. Te
MoraT Jia ObJaT IpU3HANK Ha MH(EKIIUY KaTO IPhJIHA UHPEKIUHN, KOXKHH HHPEKIIUHU, XEPIIeC 30CTeP
WA OTIOPTIOHUCTUYHU UHQEKITUK, KOUTO MOTAT Jia IOBENIAT 10 CEPHUO3HU YCIOKHCHHUS.
Nudopmupaiite Bamms iekap, ako nMare HIKaKBa yIiopuTa WM TOBTapsina ce uHdeknus. Bammsr
JIeKap MOJKe Jia pely, ue He TpsOBa Ja yrmoTpedsBare ycTeKnHyMa0, mokaTo nHpeKIusaTa He Obe
M3JIeKyBaHa. YBemoMere Bammus nekap, n ako vMaTe OTBOPEHH paHU WM HapaHABAHUA, ThU KaTo
MOKe J1a ce HH(peKTHupar.

JliomeHe HA KOKATA — HHTEH3MBHOTO 3a4epPBsiBaHe U JIIOLIEHEe HA KOKATa HA MO-roJisiMa 1jiomn|
MO TSIIOTO MO3Ke J1a ca CHMIITOMM HA ePUTPOJepPMUYEH NMCOPUA3UC MU eKC(POoINaTUBEH
JIePMaTHUT, KOMTO €A CEPUO3HU KOKHU 3200/11BaHUsA. AKO 3a0ejie;kuTe HAKOM 0T Te3W NMPU3HAIH,
TpsioBa na nHpopMmupaTe Bammusi jJekap He3a0aBHO.

Jpyru HexeJIaHU peakuH

YecTu HexkeJTaHU peakunu (Moxe 1a 3acerrar qo 1 Ha 10 gymmm):
JHapHsI

rajicHe

MOBpPBIIAHE

ymopa

3aMastHOCT

rJ1aBoooIHe

cbpOex (IpypuTycC)

Oonka B rpp0a, MyCKYJIUTE UK CTaBUTE
BB3MAJICHO I'bPJIO0

3auepBsiBaHE U 00JIKA Ha MSCTOTO HA MH)KEKTUPAHE
WH(EKINs Ha CHHYCHTE

HeuecTn Hexkenanu peakmuu (Moxe na 3acersat g0 1 va 100 gyrmmm):

MH(EKINN Ha 30UTe

BarvHajgHa WHOEKIHS, IPUIHMHEHA OT I'bOUYKH

Jenpecus

3aIyIIeH HOC WM Xpema

KBpPBEHE, IOCUHABAHE, BTBBPAABAHC, IIOAYBAHE U C'bp6e)K Ha MsACTOTO Ha MHXXCKTHUPAHE
yCeIIane 3a cnadoct

CriaJlaHe Ha KJieraya U H3KpUBsSBaHE HAa MyCKYJIMTE Ha eTHaTa MOJIOBHHA Ha JIULETO (,,TUIEBa
napaimsa’ Wid ,,iapannsa Ha ben’), KosTo 0OMKHOBEHO € BpeMeHHa

® [IpOMsHA Ha ICOpHUasuca CbC 3a4CPBABAHC U HOBU MAJIKU, XBJITU UJIN 66.]]1/1 MEXYpPHU IO KOXKara,
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MOHSIKOTa MPUAPYKEHU ¢ TemIiepaTypa (IIyCcTyJI03€eH IICOPUa3unC)
e OeneHe Ha KoXkata (ekcoauanus Ha KoKaTa)
e aKHe

Penxm He:kelaHM JeKapcTBeHM peaknuu (Moxe 1a 3acerHar 1o 1 Ha 1000 gymm)

e 3ayepBsBaHE U JIIOIICHE HA KOXKaTa Ha MO-ToJIsIMa TUION] O TSIOTO, KOUTO MOKE J1a ChpOSsT WITH 1a
ca OonesHenu (exchonaraTuBeH AepMaThT). [10100HN CHMIITOMY MOHSKOTa Ce pa3BUBAT KAaTO
€CTECTBEHA NPOMSIHA Ha BH/Ia HA CHMITOMHUTE Ha TICOPUA3UC (€PUTPOACPMHUUCH TICOPHA3HC)

e Brp3naneHue Ha MaJKUTE KPHBOHOCHHU CHJIOBE, KOETO MOXKE J1a JIOBEJE 10 KOXKEH 0OpUB C MaJIKH
YepBEeHH WM JIMJIaBHU IOy THHHU, TEMIIepaTypa WM O0JIKa B CTaBUTE (BACKYJIHT).

MHoro peaxku HexKeJIaHU JeKapcTBeHH peakuuu (Moxe na 3acerHat 1o 1 Ha 10 000 mymm)

e (OO0pa3yBaHe Ha MEXypH IO KOXaTa, KOATO MOKe Jja Ob/ie 3auepBeHa, chpOsina u 0oje3HeHa
(Oymo3zeHn nmemdurons).

® KOXKEH JIyITyC epUTEMATOEC H JIyIyC-II0J00eH CHHIPOM (Y4epBEH, HaIUTHAT, JFOLIEN] ce OOpUB B
M3JI0)KEHUTE Ha CIIBHIIE YYacThIM Ha KOXKaTa, KOWTO MOXe Jja € MPUIPYKEH OT OOJIKH B CTABHTE).

CpodaBaHe HA HeKeJIAHU peaKIuu

AKO TIONTy4YHTe HIKaKBH HEXEJIaHU JISKAPCTBEHU PeaKIlny, yBeJoMeTe Bamms nexap wim dapManesT.
ToBa BKIIIOYBA U BCUYKU Bb3MOKHU HEOMHMCAHU B Ta3H JIMCTOBKA HEXEJIAHU peakuuu. Moxere ChIio
Jla ChOOIINTE HEXKETTaHU PEAKIIMU JUPEKTHO Ype3 HAIMOHAIHATA CHCTEMA 3a ChOOIaBaHe, TOCOYCHA B
[punoxxenue V. Kato choOIaBare He)KEIaHN PeaKIMU, MOXKETE Ja JaieTe CBOS IPUHOC 3a
noJTydaBaHe Ha oBede HHQOpPMAaINHsI OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na coxpansiBate Pyzchiva

e Jla ce chxpaHsBa Ha MCTO, HEAOCTBITHO 3a JIela.

e Jla ce cexpansBa B xnammiHuK (2°C—8°C). Jla He ce 3ampassba.

e (CpxpaHsBaliTe MpeIBApUTEITHO HAITBIHCHATA MTHCATKa B KApTOHEHATa OMAKOBKa, 3a J1a Ce Mpeana3u
OT CBETJIMHA.

e AKko0 ¢ He00X0MMO, OTACTHUTE IPEIBAPUTEIIHO HAITBIHCHU MHCATKN Pyzchiva Moe ChIIo aa ce
CBhXpaHABAT MpH CTaiHa TemmepaTtypa a0 30°C 3a MaKCUMyM €IIMH TIEPHO 10 35 THU B
OpWTHMHAJHATa KapTOHEHA OMAaKOBKa, 3a J]a ce Mpena3saT OT CBeTINHA. 3aluileTe aTaTa, Ha KOsTo
MIPEeIBAPUTETHO HAITTHEHATA MHCAJIKa € N3BaJ/IeHa 32 ITbPBH ITBT OT XJIaIMIHAKA HAa 0003HAYEHHUTE
Ha BBHITHATA KapTOHEHa OmaKoBKa MecTa. [1o Bcsko BpeMe mpean N3THIaHeTO Ha TO3H CPOK,
MPOAYKTHT MOXKE J]a C€ TIOCTAaBM OTHOBO B XJIAMMJTHUKA €THOKPATHO U J1a CE ChXpaHsIBa TaM JI0
M3THYaHe Ha CPOKa Ha TOAHOCT. V3XBBpiieTe mucankara, ako He s U3M0JI3BaTe CiIell KaTo € MIHAI
MaKCHMAJHUAT TIepHOJT Ha ChXpaHeHne OT 35 AHM Ha cTaifHa TeMIepaTrypa WiId clie] N3THYaHe Ha
OpPWTHHAIHHA CPOK HA TOJHOCT, B 3aBUCUMOCT OT TOBa, KO€ OT JBETE HACTHIIN MIO-PaHO.

e He paskinamaiite mpeaBapuTeHO HATbIIHEHUTE TTHcaku Pyzchiva. [IpoabmKuTenTHOTO €eHePTUIHO
pasKialaHe MOXe Jia IIOBPEIU JIEKapCTBOTO.

He u3non3BaiiTe TOBa 1€KaApPCTBO:

e Clle]] CpOKa Ha TOAHOCT, OTOeNsI3aH BEPXY €TUKeTa M KapTOHEeHaTa onakoBka cien ,,EXP/, 'onen
110:“. CpOKbT Ha TOJHOCT OTTOBApPS Ha MOCIEAHUS JIEH OT MOCOYEHUS MEeCell;

® aKO TEYHOCTTA € C MPOMEHEH IIBAT, MbTHA WJIH B Hesl Ce 3a0eIIsI3BaT IUTYBAIH YYy>KIW YaCTHIIN
(BmxTe Touka 6 ,,Kak usrnexxaa Pyzchiva u xakBo cbabpika onakoBkara™);

® aKO 3HACTE WU CMsATATe, Ye MOXKe J1a € Oniia U3JI0XKeHa Ha eKCTPEMHH TeMIieparypu (KaTo
MHIUJICHTHO 3aMpPBh3BaHe WU 3arpsiBaHe);

® aKO MPOIYKTHT € OWJI EHEPTrUYHO Pa3KIIaTeH.

Pyzchiva e camo 3a enHOKpaTHa yrioTpeda. Hen3non3BaHUAT NpOIyKT, OCTaHAT B MACAIKATA, TPIOBA
Jla ce u3xBbpiid. He u3xBbpIistiiTe iekapcTBaTa B KaHAIM3alUMsITa WM B KOHTEWHEpa 3a JOMAaIlIHU
ormaabiy. [lonuTaiite Bamms GapmaiieBT kak J1a M3XBBPIIATE JIEKAPCTBATA, KOUTO BeUue HE
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n3moa3Bare. Te3n MCPKH IIC CTIOMOTHAT 34 Olla3BaHC HAa OKOJIHATa Cpeaa.

6. Cb)n)pmalme Ha onmaKkoBKaTa M 10IIbJHUTEC/IHA an)opMaum[

KaxkBo cbabp:ka Pyzchiva

e AKTHBHO BEIECTBO: ycTeKHMHyMa0. Bcsika mpeBapuTenHO HAITBIHEHA THCAKa ChIbpxka 45 mg
ycrekuaymab B 0,5 ml.

e JlpyruTe ChCTaBKU Ca XUCTUIUH, XUCTUAMHOB XUIPOXIOPUI MOHOXUApAT, momucopbar 80 (E 433),
3axapo3a, BOJa 32 HHKCKIIUHU.

Kaxk n3rue:xxna Pyzchiva u kakBo cbIbpika 0NaKoBKaTa

Pyzchiva e 6uctsp, 6€31BEeTEeH 10 OJIET0XKBIT HHKEKIIMOHEH pa3TBop. Tolt Moxke 1a chabpka
HSKOJIKO ApeOHHU TOTyTIPO3paTHH WK O YaCTHIIH MPOoTeHH. JlocTaBsl ce B KapTOHEHA OITaKOBKa,
ChIbpIKAIlla €Ha CTHhKIICHA MPEABAPUTEIIHO HaIIbJIHEHA nucaika oT 1 ml ¢ enuHuyHa 103a. Beska
MIPEBAPUTEITHO HAITBIHCHA TUCATIKA ChIIbpxka 45 mg ycrekuaymad B 0,5 ml MHKEKIIMOHEH pa3TBOp.

IIpurtexares Ha pa3pelIeHHNETO 32 yoTpeda U NPOU3BOAUTEII

Samsung Bioepis NL. B.V.
Olof Palmestraat 10
2616 LR Delft

Hunepnannus

3a JOIIBJIHUTCIIHA I/IHq)OpMaLII/ISI OTHOCHO TOBa JIEKApCTBO, MOJid, CBBPKETE CC C JIOKATTHUA

IpeACTABUTECI HA MMPUTCIKATECIIA Ha PA3PCHICHUCTO 3a yHOTpeGa:

Belgié/Belgique/Belgien
Sandoz nv/sa
Tél/Tel: +32 2 722 97 97

bbarapus
Cannos bearapus KUT
Ten.: +359 2 970 47 47

Ceska republika
Sandoz s.r.0.
Tel: +420 225 775 111

Danmark/Norge/Island/Sverige
Sandoz A/S
TIf: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Lietuva

Sandoz Pharmaceuticals d.d filialas

Tel: +370 5 2636 037

Luxembourg/Luxemburg
Sandoz nv/sa
Tél/Tel.: +32 2 722 97 97

Magyarorszag
Sandoz Hungaria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +35699644126

Nederland

Sandoz B.V.
Tel: +31 36 52 41 600
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Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

EALada
SANDOZ HELLAS MONOIIPOZQIIH A.E.
TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

France
Sandoz SAS
Tél: +33 1 49 64 48 00

Hrvatska
Sandoz d.o.o.
Tel: +385 123 53 111

Ireland
Rowex Ltd.
Tel: +353 27 50077

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvnpog
SANDOZ HELLAS MONOITPOXQIIH A.E.
TnA: +30 216 600 5000

Latvija
Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

IIpocnenumoct:

3a ja ce HOI[06pI/I mpocCIeAMMOCTTAa Ha OMOJIOTUYHUTE JICKapCTBCHU NPOAYKTHU, UMETO U NAPTUAHUAT

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z o.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00

Romania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Slovenska republika
Sandoz d.d. - organiza¢na zlozka
Tel: +421 2 48 200 600

Suomi/Finland
Sandoz A/S
Puh/Tel: +358 10 6133 400

HOMeEp Ha MPUIIOKEHHS MMPOIYKT TPsiOBa SICHO Ja ce 3amucBar.

JlaTa Ha mocJeaHo mpepa3riexaaHe Ha guctoBkata MM/I'TTT

JApyru u3rouyHMIM Ha HHPOpMAaLUs

IToapo6Ha nHOpMAaITUs 32 TOBA JIEKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickaTta areHmnus

IO JIeKapcTBara: https://www.ema.europa.eu/.
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YKA3AHUA 3A YIIOTPEBA
Pyzchiva
(ycTeknnymao)

HHKEKIHS 32 MOJAKO0KHO NMPHJIOKEeHHE
IIpenBapuTeHO HAITBJIHEHA NMHCAJIKA

Yka3zanus 3a nnkekTupane Ha Pyzchiva ¢ moMoira Ha npeaBapuTe/JTHO HATbJIHEHA MUCAJIKA.

ITpoueTeTe Te3u MHCTPYKIMHU 32 yIIOTpeOa, mpeau Aa 3anmouHere Aa udnouassarte Pyzchiva.
BamusaT MeIMIMHCKH cIeUAINCT TPsA0Ba A1a Bu nokare Kak 1a NPpUroTBUTE M MOCTABUTE
uH:keknuaATa Pyzchiva no npaBninusa HavymH.

AXO He MOXeTe Ja CH IIOCTaBUTC CaMH MHXKCKIIUATA:
° nomoJjere Bamms MCIUIIMHCKHU CIICHUAJIUCT Oa Bu nomorse nnu
° IIOMOJICTC HHKOﬁ, KOHTO € 06y‘{eH OT MCOAWIIWMHCKH CIICHUATIUCT, a Bu nocras
HWHXXCKIIUUTC.

He ce onutBaiite 1a cu mHxektupare Pyzchiva camu, nokaro BamusT MeIUITMHCKH CIICIHATMCT HE
Bu mokaxe kak ce umxekrupa Pyzchiva.

Hmate Hy:k1a 0T moMom?

Obazere ce Ha Bamms nekap, 3a 1a 00chANTE BCUUKH BBIIPOCH, KOUTO MOKE J1a UMaTe. 3a
JOITBJTHUTEIIHA TTOMOIII MJTH 32 JIa CHOEINTE MHEHHETO CH, BU)KTE JINCTOBKATa 3a HHGOpMaIus 3a
KOHTAKT C JIOKQJTHUS TIPECTaBUTEIL.

YnnTBaHe 3a yacTuTe:
IIpenu ynorpeda

— bAT UHAMKATOP

ﬁj‘ EKP:XIXXXXK :I

Kanauka Ha | Mpo3opye 3a | Cpok Ha
urnara HabnogeHune | rogHocT (Exp:)
(noctaBeHa)

Caen ynorpeda

[ bAT nHamkatop
(MHXKEKTMpaHEeTOo e 3aBbPLLEHO)

— — EXP:XXXXXX \

[ I L] :I |

W

Kanayka Ha MpegnasuTten 3a urnata

urnara (urnata e ckputa BbTPE)
(cBaneHa)
®urypa A

Baxna nngopmanusi, KosiTo TpAOBA 1a 3HaeTe, NpeAu Aa uH:KekTUpaTe Pyzchiva

*  Camo 32 NOAKOKHO MHKEeKTHPaHe (MHXEKTHPaWTe TUPEKTHO IO KOXKaTa)

*  He cBansiiTe Kamaukara Ha UIJaTa, IPeAU Aa CTE€ TOTOBH 32 HH)KEKTHPaHE.

*  Hukora He paskjamaiiTe npegBapuTe/JHO HANTbJIHEHATA NMUcaaKa. Pazkianianero Ha
Bamrara npenBapuTenHo HallbJIHEHA THCANKA MOXe Jia oBpenu Bamero nexapctBo Pyzchiva.

ChbxpaHeHue HA MpeIBAPUTETHO HaNTbJIHeHA Mucaaka Pyzchiva:
*  Coxpansgaiire Pyzchiva B xnagumauk mexay 2°C no 8°C.
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CoxpansBaiite Pyzchiva B opuruHainaTa KapTOHEHa OMAKOBKa, 3a J1a s MPEANa3uTe OT CBETINHA
nny GU3NUECKO YBPEKIAHE.

AK0 e HeOOXO0MMO, OTACITHHUTE MPEIBAPUTEIHO HAIIBIIHEHU MHCANKH Pyzchiva Moxe chio aa
ce ChXpaHBAT MpH cTaiiHa TeMieparypa a0 30°C 3a MakcuMyM €I1H nepuoA 10 35 AHU B
OpUTHHAJIHATa KapTOHEHA OIAKOBKa, 3a Ja C€ MPEANa3saT OT CBETJIMHA. 3alluIlIeTe AaTaTa, Ha
KOSITO MpeIBapUTEIHO HAIIbJIHEHATA NTMCAJIKA € N3BAaJICHA 3a I'bPBU ITBT OT XJIAJAWIHUKA HA
0003Ha4YCHUTE HAa BHHITHATA KApPTOHEHA OMAaKOBKa MecTa. [10 BCSIKO BpeMe Mpe i H3THIaHEeTO Ha
TO3U CPOK, MPOTYKTHT MOKE JIa CE TOCTaBH OTHOBO B XJIAAWIIHUKA €THOKPATHO U Ja Ce
ChbXpaHs;Ba TaM [0 U3THYaHE Ha CPOKa HA TONHOCT. M3XBbpiieTe nucankara, ako He sl U3110J13BaTe
cJIe]] MaKCUMAaJTHHS TIEPHO OT 35 THH cJiell CbXpaHEeHUE Ha CTaiiHa TeMIepaTypa WiH cies
M3THYaHE HAa OPUTMHAIIHUS CPOK HA FOJHOCT, B 3aBUCUMOCT OT TOBa, KO€ OT JIBET€ HACTBIIH I0-
pano. He cpxpansBaiite Pyzchiva npu ekcTpeMHH TOpeIvHI WIK CTYA0BE.

Ja He ce 3ampazsiBa.

IMoaroroBka 3a HHKeKTHPaHe HA NPeABAPUTEIHO HANTbJHeHA Nucaika Pyzchiva

Crobnka 1 Ilpeau na 3anovyHeTe, NpoBepeTe KAPTOHEHATa ONMAKOBKA, 32 /1a ce yBepHTe, Ye TOBA e
npaBuianara go3a. llle pasnonarare ¢ 45 mg wim 90 mg, B 3aBUCUMOCT OT IPEANKUCAHUETO HA
Bamust nekap.

L]

Axo Bamrara fo03a e 45 mg, e nofydrTe eaHa MpeaBapuTelIHO HAITBIHEHA TTHcaKa OT 45 mg.
Axko Bamara no3a e 90 mg, 1ie noay4yuTe WiK eHa MpeBapuUTeIHO HallbJIHEHA MUcalKa OT

90 mg, unu aBe NpeABAPUTEIHO HATBJIHEHH NMUCAIKH OT 45 mg. AKO MOJIy4UTE 1BE
MIpeIBapUTETHO HAITBJITHEHH MUCATKX oT 45 mg 3a mo3a 90 mg, e TpsiOBa 1a CH TIOCTaBUTE JBE
WH)KEKIINH, €IHa CJIE]] IpyTa.

Crbnka 2 Ilpurorsere KOHCyMaTUBHTE

L]

Crtbnka 2.1: U3zb6epere noOpe ocBeTEHA, YMCTA M paBHA paOOTHA TOBBPXHOCT.
Crbnka 2.2: CrOepere HeoOXOAMMHUTE KOHCYMAaTHBH, 3 J1a MOJTOTBUTE U NTOCTABUTE
nHxeknusiaTa (Purypa b).
[le mmate HyXIa OT CIIEAHNUTE KOHCYMAaTHBH.
°  BkJII04YeHH B KapTOHEHaTa OMaKOBKa:
- [IpenBapuTenno HambiHeHa mucanka Pyzchiva
o HeBkiIOYeHH B KapTOHEHATa OTaKOBKa:
- TamnoH, HanoOEH ¢bC COUPT
- [lamyuyHu Wi MapJiaeHH TAMIIOHU
- Jlenenka
- KoHteliHep 3a U3XBBPIISIHE HA OCTPU NIpeaMeTH (BHKTE ,, U3XBBbpJIsiHe Ha
NMpeABapUTEJHO HATbJIHeHa nucaaka Pyzchiva®)

o

®urypa b

Crpnka 3 IlpoBepere npeABapuTeIHO Ha'bJIHeHaTa nmucajaka (Purypa B)

Crbnka 3.1: IIpoBepere cpoka Ha TOAHOCT BbPXY MPEABAPUTETHO HAITbJIHEHATA MTUCATIKA WIIH
KapTOHEHaTa OTaKOBKa.

Crtpnka 3.2: [IpoBepere IeKapcTBOTO Mpe3 MPO30PUETO 32 HATWIUE HA YACTHUIN WIIA TPOMSTHA B
nBeta. JlekapcTBOTO TpsIOBa Jia U3IJICK 1A OUCTPO U OS3I[BETHO J0 CBETIIONKBJITO C MAJIKO OEITU
YaCTHUIIH.

Crbnka 3.3: IIpoBepere nanu nucaikaTa He € TOBpeeHa.
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He uznonssaiite Pyzchiva ako:

°  CPOKBT Ha TOJHOCT € U3TEKbJI WM aKO IPEABAPUTEIIHO HAITbIHEHATA IIHCANIKA €
ChXpaHsIBaHa €HOKPATHO MpH cTaiiHa Temreparypa A0 30°C B mpoabinKeHne Ha ToBede OT
MaKCHMaJeH MepHoA OT 35 THH WIIK aKo MpeABAPUTEIHO HAIThIHEHATA IIHCANIKA €
chxpansBana Hax 30°C.

°  €3aMpb3Haia, C IPOMEHEH LIBST, MbTHA WIIN ChABPKA FOJIEMHU YaCTUILIH.

° e TOBpe/cHA.

° e U3MycHaTa M U3IJIeKIa HalyKaHa WK CUyTeHa.

Hopmanno e ga Buaute | wim nopede Mexypdera B IpO30PUETO.

 Mpo3payHa? bezysemHa?
v CpoKbm Ha 200HOCM He
e UusmeKkvna?

M Co Gy

v/ Hama nospeda?

v Bes yacmuyu?

®urypa B

Ctpnka 4 OcTaBeTe JIEKAPCTBOTO /1a IOCTUTHE CTaiiHA TeMIepaTypa

3a mo-koM(OPTHO UHKEKTUPAHE, CIIC]] KATO U3BAUTE OT XJIaUIIHUKA
MpeIBapUTeIHO HaITbJIHEeHaTa nucaika Pyzchiva, octaBere s Ha craiiHa
Temneparypa 3a okoyio 30 MUHYTH NPeIu UHXKEKTUPAHETO.

He 3arorursiite MMpEeABAPUTECIIHO HAITBJIHCHATA MU CAJIKa 10 HUKAKBB JAPYyT
HauuH (HampuMep He s 3aTOIUIANTE B MUKPOBBIHOBA (ypHA HIIH B
roperia Bojia).

Crtbnka 5 U3muiiTe cu pbuere

Wzmuiite mnodpe phlieTe cu che caryH u Tora Boja (Purypa I).

N

\

®urypa I'

Crbnka 6 36epete MACTOTO Ha HHIKEKTHPaHe

N3bepere MaCTO 32 MHXKEKTHPAHE B TOPHATA YacT Ha KpakaTa (Oeapara) Wil JIoJIHATa 4acT Ha
KOpeMa, C U3KJIIOYEHUE Ha 5-CAHTUMETPOBATa 30HA TOYHO OKOJIO ITbIa. AKO HHXKEKLMITA CE
MoCTaBs OT OOJTHOTIIEAAaY, MOXKE J]a C€ U3IT0JI3Ba M BHHIIIHATA YacT HA TOpHATa YacT Ha PBIIETE.
(@urypa JI)

H3znoa3BaiiTe pa3JM4YHO MSACTO 32 HH:KEKTHPAHe NPHU BCIAKO HHKEKTHPaHe.

He nocrapstiiTe HHXKEKIHSI B 00JIaCT OT KOKaTa, KOSITO € UYyBCTBUTEIIHA, HAThPTEHA, 3aUepBeHA
WJIU TBBPJIA WK MTOKa3Ba MpU3HAIM HA TICOPHUA3HC.
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®urypa [

Croenka 7 Ilouncrere KoKaTa Ha MACTOTO HA HH/KEKTHpPaHe
*  Ilouncrere kKokaTa c HOB TaMIIOH, HAIIOEH ChC CIHPT, KBJETO IUITAHUPATE /1a TOCTABUTE
umxkeknusTa cu. (Purypa E)
*  He ngokocBaiiTe 0THOBO Ta3u 00JacT, peau Ja MocTaBuTe HHXeknuara. OctaBere KoxkaTa Ja
H3CHXHE IIPEIU UHKECKTUPAHE.
*  He npasere BATBp U HE AyXalTe BbpXY YHCTaTa 30Ha.

(" )

/

®urypa E
HNHkeKkTHpaHe ¢ MOMOIITA HA MPeIBAPUTETHO HallbJIHEeHaTa nMucaiaka Pyzchiva

Crenka 8 M3abpnaiiTe HANpaBo KanmaykaTa HA MIJIaTa, KOraTo cTe FOTOBH /1a HHIKEKTHpAaTe
Pyzchiva (®@urypa K).
*  M3xBbpiere KamavykaTa Ha Urjiara.
*  HopmainHo e na BUuauTe, 4e OT UrjaTa U3IU3aT HIAKOJIKO KalKy TE€YHOCT.
*  He 3aBbpraiiTe 1 HE Or'bBaMTE KalaykaTa Ha UIJIaTa, JIOKaTo s OTCTpaHsABaTe, Thil KATO TOBa
MO’KE J1a TTOBPEAN UTJIaTa.
*  He uznosn3Baiite npeBapUTEIHO HAITBIHEHATA NHCANKa, aKO € U3IyCKaHa clie/l OTCTpaHsBaHe
Ha Kamadkara Ha uriara. O0azere ce Ha Bamms MEAUIIMHCKH CIETIMAIIUCT 32 WHCTPYKITUH.

N

il

®urypa K

Crbnka 9 IlocTaBeTe npeBapuTeIHO HATBJIHEHATA MHCAJIKA HANIPABO BBPXY KOKaTa CH MO/
bI'bJ 0T 90 rpanyca (@urypa 3).
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J

®@urypa 3

Crenka 10 IIpuTncHeTe ITBTHO NPeIBAPUTEIHO HAITbJIHEHATA MUCATKA HAA0JIy KbM KO0KaTa,
3a J1a 3ano4HeTe nH:KeKkTUpaHeTo (Purypa H).
*  Moske fa yyeTe IbPBO IIPaKBaHE, KOTaTO HH)XEKTUPAHETO 3all0YHE.

~ N

Cronka 11 IIpoabikeTe 1a HATHCKATE MUACAIKATA BbPXY KOKATA, TOKATO KbJITHIT HHIUKATOP
cnpe aa ce aBmku. (Purypa M).
Hnxekrupanero moxe na Bu otaeme 10 10 cexynau.
*  Moke aa gyere BTOPO IIpakBaHe. ToBa 03HAYaBa, Y€ WHKEKTHPAHETO € MPUKITFOYLIIO.
* He HaMansgBaiiTe HaTHCKa BEPXY MACTOTO Ha HHXEKTHPAHE, ITPEId MHKEKTUPAHETO Ja
MIPUKITIOYH.
* He MmecreTe npeBapuUTETHO HATBITHEHATA THCAIIKA TI0 BpeMe Ha MH)KEKTUPAHETO.

®urypa

Crbnka 12 IIpoBepeTte 1aau Npo30pyeTo 32 HAOIIOAeHUE € CTAHAJIO KbJIT, 32 /1a ce yBepHuTe, Ye e
HH)KEeKTHPaHA MbJIHATA 1033, cjle]l KOeTO OTCTPaHeTe MPa3HaTa MUCAJIKA 0T KoKaTa
(®urypa K).
* IlpeamasurensT Ha UTIaTa IIe TOKpYE HAITBIHO UIJIATa.
» Kakro Ha @urypa K, B3MOKHO € B TIPO30PUETO 3a HAOIIOIEHNE BCE OIIIE J]a CC BIDKIa MajIKa
CHBA JICHTA.
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M I/I3Ba)K}_IaHeTO Ha urjiata OT KOXaTa MOXKE J1a MPCAN3BHUKA JICKO KbpPBCHE WJIN 06pa3yBaHe Ha
HAKOJIKO KallK1 KPbB Ha MACTOTO Ha MHIKCKTUPAHC. ToBae HOPMAJIHO. Moxete Ja IPUTUCHETC
NaMy4d€H TaMIIOH WJIW MapJisd KbM MACTOTO HAa MHXKCKTHUPAHE, aKO € HCO6XOZ[I/IMO. He
pa3TpPIBaI71TC MSACTOTO HAa MHIKCKTHUPAHEC. MoxeTte Ja IOKPHUETEC MACTOTO Ha MHIKXCKTUPAHE C
MaJiKa JICTICHKAa, aKo € HeO6XOI[I/IMO.

4 )
v

®urypa K

Axo Bamara go3a e 90 mg, me noJry4ynTe Uiy eJHA NPeIBAPUTEIHO HAIBJIHEHA MUCAJIKA OT
90 mg, nju ABe NpeIBAPUTETHO HATBJIHEHHU MUCAJIKHU OT 45 mg. AKO MoJyuHTe IBe
NnpeIBapuTeIHO HATLJIHEHU MUCATKH OT 45 mg 3a 103a 90 mg, e TPsiOBA 1a CM MOCTABUTE
BTOPA MHKeKIMA BeAHara ciex mbpBarta. [loBropere cTbnku 1 — 12 32 BTOpaTa MHAKEKIMSA C
HOBa nucaJjka. 30epere Ipyro MsicTo 3a BToOpaTa MHKEKIM.

H3xBBpJIsiHe HA MIPeABAPUTETHO HaTbJIHeHaTa nucajka Pyzchiva

Crbnka 13 IocTaBeTe U3M0JI3BAHATA MUCAJIKA B KOHTEHHEP 32 OCTPHU NMpeAMeTH BeJHara cJjiej
ynotpe6a (Purypa JI).

* He u3xBbpisiiTe HEHYKHUTE ITMCAJIKA B KOHTEHHEpA 3a JIOMAILIHH OTIAIbLH.

* He penuknupaiite U3M0I3BaHNsI KOHTEUHED 33 U3XBBPIISIHE HA OCTPH IPEAMETH.

/ N

®urypa J

CobxpansiBaiiTe Pyzchiva u Bcuukn jJekapcTBa Ha MsICTO, HEIOCTBITHO 3 Jena.
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JIncroBka: nHpopManus 3a NOTpeOUTEJIs

Pyzchiva 90 mg uH:XKeKIIMOHEH Pa3TBOP B NpPeABAPUTEIHO HANNBJIHEHA MU CAJIKA
ycrekunyMab (ustekinumab)

vTOSI/I JISKaPCTBEH MPOAYKT MOJUICKH Ha JOMBJIHUTEIHO HAOMoeHue. ToBa 111e mo3Boiu Obp30To
YCTaHOBSIBaHE Ha HOBa MH(OpMaIMs OTHOCHO Oe30macHOCTTa. MoXeTe Aa JaieTe CBOsI MPUHOC KaTo
CHOOIINTE BCSIKA HEXKEIIAHA PEaKIIUs, KOSITO CTE MOJYUYMIIn. 3a HauMHa Ha ChOOIIaBaHEe Ha HEXKEJIaHH
PeaKiuu BIKTE Kpasi Ha TOYKa 4.

IIqueTeTe BHUMATEC/IHO LAJIaTa JIUCTOBKA, IIPEAN 1a 3all0OYHETE Ja U3I0J13BaTe TOBa
JIEKApCTBO, ThH KaTO THA CbABbPiKa BaKHa 3a Bac HHQ)OpMallI/Iﬂ.

Ta3u JUCTOBKA € HANMMCAHA 32 MANIMEHTA, KOWTO MpueMa JeKapcTBOTO.

- 3anazere Ta3u IUCTOBKA. MOXeE /1a C€ HAIOXH J1a 5T POYETETE OTHOBO.

- AKO MMaTe HSIKaKBH JOIBJIHUTEIHN BBIIPOCH, ONMUTaiTe Bamms exkap wim gapmanesT.

- Tosa nekapcTBO € mpeanucano TnaHo Ha Bac. He ro mpeotcrrnBaiite Ha apyru xopa. To Moxe
Jla UM HaBpeIH, HE3aBUCHUMO Ue TIPU3HAITUTE Ha TAXHOTO 3a00JIIBaHE ca ChIUTE KaTo Bammre.

- AKo monTyunTe HSIKaKBH HEXXEJIaHU peakiuu, yBeromere Bamus nekap wim ¢papmaneBt. Toa
BKIIFOYBA ¥ BCHYKU BH3MOKHU HEKEJIaH! PEeaKIii, HEOIMCAHU B Ta3M JIUCTOBKA. BuxkTe
Touka 4.

KakBo cbabpika Ta3u JHCTOBKA

1. Kaxso mpencrasisiBa Pyzchiva u 3a kakBo ce u3mosn3Ba
Kakgo TpsiOBa 1a 3Haere, npeau Aa usnon3sare Pyzchiva
Kak na m3nonspare Pyzchiva
BBb3MOXKHH HEXETaHH PEaKiluu
Kak na cexpansiBare Pyzchiva
ChabpikaHre Ha ONTAKOBKATA ¥ JOMBIHUTEHA HH(POPMALUS

bk wd

Kakgo npeacraBsjasiBa Pyzchiva H 3a KAKBO C¢ U3110JI3Ba

Kaxkso npeacraBassa Pyzchiva

Pyzchiva, mpuioxkeHa ¢ moMmomira Ha IPEABAPUTEIHO HATBJIHEHA MMUCAJIKA, ChIbPKa AKTUBHOTO
BEILIECTBO ,,yCTEKUHYMa0 , KOETO € MOHOKJIOHAJIHO aHTHUTAI0. MOHOKIIOHAIHUTE aHTUTEIIA ca
NPOTEWHH, KOUTO PAa3MO3HABAT M CBBP3BAT ONpEACICHU CIeHU(PHIHN IPOTEHHH B OPraHU3Ma.

Pyzchiva mpunauiexu KpM rpyna JeKapcTBa, HapeueHu ,,AiMyHocynpecopu’”. Te3u ekapcTBa
JieficTBaT, KaTO HaMallsBaT aKTUBHOCTTA HA YaCT OT UMYHHATa CUCTEMA.

3a kakBo ce u3noJ3Ba Pyzchiva

Pyzchiva, mpunosxeHa ¢ moMoIITa Ha IpeIBapuTeIHO HAITBTHEHA MTUCAIKA, Ce U3II0JI3BA 3a JICYeHUE Ha
CJIETHUTE BH3MAJIUTEIHH 3a00JIIBaHUS:

e [lnakoB rcopuasuc — Ipu Bb3PACTHU

e JlcopuartuueH apTpuT — IIPU Bb3PACTHU

e VYmMepeHa 10 Texka 0ojecT Ha KpoH — Ipu BB3pacTHH

IlnakoB ncopuasuc
,»1 LITAKOB TICOpHa3uc” e KOXKHO 3a00JIsIBaHe, KOETO BOJH JI0 BB3IAJICHHE, 3acATaI0 KOXaTa U HOKTHUTE.
Pyzchiva HamansiBa Bb3MalICHUETO U JPYTUTE MPU3HAIM HA 3a00SBAHETO.

Pyzchiva, mpuiokeHa ¢ M3MOI3BAaHETO HA MPEBAPUTEIHO HAITBIIHEHA MHCAIIKa, C€ M3II0JI3Ba IPU

BB3PACTHU C YMEPEH J0 TeKBK IUIAKOB TICOPHA3HC, KOUTO HE MOTAT /1a U3IMOJI3BAT IUKIOCIOPHH,
METOTpeKcaT uin (HOTOTepanus, UM KOraTo Te3H JIeUeHUs He JeiCcTBaT.
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IMcopnaTuyen apTpur

[Icopnatnuen apTpuT € BB3MAIUTETHO 3a00JIIBaHE HA CTABUTE, OOMKHOBEHO CBHITBTCTBAHO OT
ricoprasuc. AKO UMaTe aKTUBEH IICOPHATHYCH apTPHT, IBPBO e By jekyBar ¢ apyru nekapcrBa. AKO
HE ce MOBJIMSIETE JOCTaThYHO 100pe OT Te3H JiekapcTBa, Moke na Bu ce mpeanumie Pyzchiva, 3a na ce:
® HAMaJAT NPHU3HANUTE ¥ CUMIITOMHTE Ha 3a0oisBaneTo Bu;

e mono0pu pusmueckoTo Bu chcrostHmE;

e 3a0aBu yBpexkIaHeTo Ha BammTe craBu.

Boaect na Kpon

Bonecrra Ha KpoH e Bb3nanuTenHo 3a0osBane Ha yepBara. Ako umate 6osect Ha KpoH mbpBo 1ie
Bu ce magar apyru jgekapcTBa. AKO HE ¢€ IOBIHUSIETE JOCTATHYHO MIIM UMATE HEITOHOCUMOCT KbM TE3U
JiekapcTBa, Moxe 11a Bu ce nane Pyzchiva 3a HamansBaHe Ha MPU3HAIIMTE ¥ CUMIITOMUTE HA
3a0osBaneTo Bu.

Kaxkso TpsadBa 1a 3Haete, npeau xa uznoJssare Pyzchiva

He uznoassaiite Pyzchiva

e AKoO cTe ajlepru4Hu KbM YCTEKHHYMAO0 MM HSKOSI OT OCTaHAJIHMTE ChCTABKH Ha TOBA JIEKAPCTBO
(130poeHu B TouKa 6).

e Ako umMaTe akTMBHA HH(eKIHUs, KOATO BamusT Jekap Hamupa 3a 3HaYNMa.

AKO He CTe CUTYPHH JTaJIM HSIKOE OT M30pOCHUTE TIO-rope ce oTHACsA 3a Bac, mocwrBeTBaiiTe ce ¢ Barmms
nekap win (hapMmarieBT, Ipeu aa u3noissate Pyzchiva.

IpenynpeskaeHns u npeanasHu MePKU

T'oBopete ¢ Bammst mekap wnm papmaneBT npean na uimonssare Pyzchiva. Bammusr iekap e
NPOBEPH CHCTOSIHUETO BU mpe/u Besko NieueHrne. Y BeJoMeTe CBOs Jiekap 3a Besika Bara 6omect
npeau Besiko sedenne. Chino Taka uHbopMupaiite Bams jgekap, ako HaCKOPO cTe OWJIM B KOHTAKT €
YOBEK, KOUTO MOXKeE J1a IMa TyOepKyJ103a. Bamust siekap 1ie Bu nperiiesa u mie HanpaBu U3Cie/IBaHe
3a TyOepKyJio3a, mpeau aa usnoispare Pyzchiva. Axo BamusT nekap cMsTa, 4e CTe U3JI0KESHH Ha
PHCK OT TyOepKyIo3a, Moxe Ja Bu npennuiie gekapcTpa 3a JISYEHUETO H.

Cienere 3a cepHO3HH HeKeJTAHN PeaKIuu

Pyzchiva Mosxe 1a mpeTu3BrKa CEpHO3HH HEXENaHU PEaKINH, BKIIOYUTEIHO aJIEPTHYHHA PEaKIUU 1
nHpekuu. TpsaOBa ga cieauTe 3a ONpeeIICHN MTPU3HAIN Ha 3a00JIIBaHUS, IOKATO IIpUeMaTe
Pyzchiva. Bmxre ,,Ceprno3Hu HexxenaH! peakuy’ B TOYKa 4 3a ITBJIHUS CIHCHK HA TE3W HEXeIlaH!
peakuuu.

IIpenn na u3nonsBarte Pyzchiva undopmupaiite Bammus nexap:

e AKO HAKOra cTe HMAJH AJePruvYHa peakuus KbM YCTeKMHYMa0. AKO HE CTe€ CUTYpHH,
nonuraite Bamus nekap.

e AKO HAKOra cTe NMaJH HAKAKBB BIJ PaK — TOBA €, 3all[0TO UMYHOCYTIPECOPHUTE KaTO
yCcTeKnHyMab oTcnabBar 4acT OT UMyHHATa cucTeMa. ToBa MOXe Ja IOBUIIIN PUCKA OT pak.

e AKO CTe JIEKYBaHH 32 NCOPUA3UC ¢ IPYTH OMOJOTrHYHH JeKapPCTBa (JeKapcTBO, MPOU3BeIeHO
0T 0M0JIOrHYeH U3TOYHHUK M 00UKHOBEHO NPHJIATAHO Ype3 MHKeKIHUs) — PUCKBT OT PaK MOKe
Jla € MO-BHCOK.

e AKO MMaTe WM HACKOPO CTe MMAJIU HHeKIus.

e AKO MMaTe HOBH WJIH IPOMEHSIIH Ce JIe3MH B yYacThIUTE C IICOPUA3HUC WM IO HE3acerHarara
KOXa.

e AKo nmoJiyyaparte ApYro JiedeHue 3a ICOPHA3HC U/MJIH IICOPUATHYECH aPTPHUT — KaTo ApyIu
MMYHOCYTIPECOpPH WM (oToTepamnus (KOraTo TAI0TO ce JIeKyBa ¢ TuIl yarpasuosierosa (UV)
cBeTNIMHA). Te3u JeUeHus ChII0 MOXKE 1a OTCIA0AT YacT OT UMyHHaTa cucteMa. V3non3BaHeTo Ha
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TE3H JICUCHUSI 3a€]THO C YCTEKUHYMal HE € u3cieBaHo. Bb3MokHO € 00ade, TO Ja yBEIUYH PUCKA
oT 3a00JsBaHus, CBEP3aHy ¢ OTcIa0BaHE HA UMyHHATa CHCTEMA.

e AKO moJry4aBaTe MJIM HAKOra CTe MOJy4aBaJIi HHKEKIIUM 32 JiedeHne HA aJIeprum — He €
M3BECTHO JJAJIA YCTEKUHYMA0 MOXKeE JIa OKAXKE BIMSHUE BBPXY TSIX.

e AKO cTe HA M HaJl 65 roAUHN — MOXE J1a CTE TO-CKIIOHHU KbM WH(EKITHH.

AKO He CTe CHTYPHH i HIKOE OT ropen30poeHUTE ce oTHACS 3a Bac, mochBeTRaiiTe ce ¢ Baris
nekap wim (hapMmarieBT, Ipeu 1a u3noi3sare Pyzchiva.

Hsikon manueHTH nomy4aBaT JIyIlyc-IIOAOOHHU PeaKkIty, BKIIOYUTEIHO KOXKEH JIYITyC epUTEeMaTOAEC 1
JTymnyc-moao0eH CHHIPOM, IO BpeMe Ha JIedeHHue ¢ ycTeknuHyMa0. ['oBopere BenHara ¢ Bamus nexap,
aKo MOJYYHTE YepBEH, HaUTHAT, JIOLIEL] ce OOpHUB, MOHSAKOTA C IO-TbMHH IPAHHLIU, B U3JI0KEHUTE
Ha CITBHIIC yYacThIM Ha KOXKaTa WM CTaBHU OOJIKH.

ChbpaeyeH HHPAPKT M HHCYJITH

WndapkT u nHCYNITH ca HaOII0AaBaHU B IPOYYBaHE IPH MALMEHTH C IICOPUA3HC, JIEKYBaHU C
ycTekuHyMa0. Bammst nekap peioBHO 1ie IpoBepsiBa pUCKOBUTE (PAKTOPH 3a ChPIEYHO 3a00IIBaHE U
uHCYNT pu Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 1o noaxoasm HauuH. HesabaBHo moTepcete
MEIUIMHCKA TIOMOLI, aKO NOJIy4uTe 00JKa B IbpAUTe, cabocT MM HeoOMYaiHO ycellane OT egHara
CTpaHa Ha TAJIOTO, OTITyCHATOCT Ha JIUIETO MJIM TOBOPHU WIIH 3PUTEITHN CMYLICHHS.

Jeua u roHomu

YcTekuHyMal nmpeBapuTeTHO HAThlTHEHA MTHCANIKa He ce MPerophyBa 3a yrnorpeda npu jaena Ha
BB3pact noj 18 ronunu ¢ ncopuasuc wiu 6osect Ha KpoH, 3a110To He € mpoyyuBaH NpHu Ta3u
BB3pacToBa rpyna. Bmecto ToBa npu zema Ha Bb3pacT 6 W [MOBeYe FOJMHU U IOHOLIH C TICOPUA3HC
TpsiOBa Ja ce U3MOJ3Ba MPEIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA Wi (uiakoH. BmecTo ToBa mpu nena
¢ 6osiect Ha KpoH ¢ Terno Haii-manko 40 kg TpsiOBa 1a ce u3nosi3pa uH(Yy3UOHEH Pa3TBOP,
MpeJBapUTEIHO HATBJIHEHA CIIPUHIOBKA WK (JIAKOH.

YcreknnyMab He ce IpenopbyBa 3a yHoTpeda npu Jiela U FOHOIIM Ha Bb3pacT noJ 18 roanHu ¢
MICOpHATHYEH apTpUT WK feua ¢ 6oxect Ha Kpown ¢ terno mox 40 kg, 3amoTo He e Mpoy4BaH Opu Ta3u
BB3pacToBa Irpyrmna.

Jpyru sekapcrBa, Bakcunu u Pyzchiva

TpsbBa na xaxere Ha Bamms nekap wiu dapMarienT:

e AKo mpuemare, HACKOpO CTe IIPHEeMaJi HiIH € Bb3MOXKHO JIa TIPUEMETE JPYTH JIEKapCTBa.

e Axo Hackopo Bu e npaBeHna unu rmianupare Aa Bu ce npaBu BakcuHanus. JlokaTo u3noss3pare
Pyzchiva, Haxon BuoBe BakcHHH (KUBY BaKCHHH) He TPsI0OBa /1a ce Ipujiarar.

e Axo cre nonyuyaBanu Pyzchiva mo Bpeme Ha OpeMEHHOCTTa, TPsIOBa J1a KaXKeTe Ha JieKapsl Ha
0ebeto Bu 3a neuennero ¢ Pyzchiva, mpemu To 1a moay4yn KakBaTo U /1a € BAKCHHA, BKIFOUUTEITHO
JKUBU BakcuHM, kato BIIJK BakcuHa (M3moa3BaHa 3a mpeanasBane oT TyOepkyino3a). JKusurte
BaKCHHU HE ce TpernopbuBar 3a Bamrero 60ebe mpe3 mbpBUTE ABaHAIECET Mecella el paKIaHeTo,
ako cre nony4yaBanu Pyzchiva mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JieKkapAaT Ha Bamero 6ebe He
MperopbYa ApyTo.

bpemMeHHOCT U KbpMeHe

e AKo cTe OpeMeHHa, cMsATaTe, 4e MOXKE Jla CTe OpeMeHHa WX TIIaHupaTe OPeMEHHOCT,
nochBeTBaiTe ce ¢ Bamms nexap npean ynorpebara Ha TOBa JIEKApCTBO.

e He e HaOmIOMaBaH MO-BUCOK PHCK OT BPOACHU JieeKTH Npu OedeTa, U3I0KEHN Ha YCTEeKUHYMal B
yTpobata. [lanauTe OT ynorpedara Ha yCTeKUHYMa0 Mpu OpeMeHHH KeHH 00ade ca OTpaHHUYCHH.
ITopanu ToBa € 3a peIIOYNTaHe Ja ce U30srBa yrmorpedaTa Ha YCTEKHHYMao 1o BpeMe Ha
OpEeMEHHOCT.

e AKO cTe )KeHa C JIeTepOo/IeH TOTEHITHATI, KEJIaTETHO € J]a He 3a0peMeHsIBaTe  Jja N3I0I3BaTe
MOJIXOJISIIT IPOTHBO3a4aThueH METO/I, KOTaTO M3IOJNI3BaTe YCTeKNnHyMal u moHe 15 ceamunu cief
MOCTIETHOTO TpHJIaraHe Ha yCTeKHHyMao.
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e Pyzchiva Moxe a npeMHUHe Ipe3 IIaleHTara B HepoaeHoTo 6ebe. Ako cre monydasanu Pyzchiva
1o BpeMe Ha OpeMeHHOCTTa cH, 6ebeTo By Moxke 1a iMa TO-BHCOK PUCK OT WH(EKIIHS.

e BaxHo e J1a KakeTe Ha Jekapute Ha Bamiero 6e0e n Ipyru MEIUIIMHCKY CIICLUAINCTH, aKO CTe
noiy4aBanu Pyzchiva mo Bpeme Ha 6peMeHHOCTTa cH, Tpey 0e0eTo Aa MOoIydr KaKBaTo | 1a €
BakcuHa. JKuBu Bakcunu, kato bBIJK BakcuHa (M3moi3BaHa 3a Impena3BaHe oT TyOepKyno3a), He
ce mpernopbuBar 3a Bameto 6e0e npe3 IbpBHUTE ABaHAIECET Mecela cie]] paKIaHeTo, aKo CTe
nony4aBanu Pyzchiva rmo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JieKapsT Ha Bamiero 6e6e He
npenopbsya Apyro.

e VYcreknHymab MOXKe J1a IPEMHHE B KbpMaTa B MHOTO MaJIki KoindecTBa. [lochBeTBaiiTe ce ¢
Bamms siekap, ako KbpMUTE WITH aKO IJIaHUpaTe qa KbpMmute. Bue u Bamust nekap tpsosa na
pemmTe nany TpsiOBa 1a KbPMHTE WK J]a U3I0JI3BAaTe YCTEKMHYMal — HE ITpaBeTe | JABETE.

IModupane u padora ¢c MAIIUHU
YcTeknHyMab He TIOBIIUSBA WM TIOBIIUSBA MPEHEOPEIKUMO CITIOCOOHOCTTA 32 IodupaHe u padora ¢
MalluHH.

Pyzchiva cbpabprka motucopdart 80 (E433)

ToBa nexapctBo cpabpka 0,04 mg nomcopbat 80 (E433) BBB BCsika MpeABApUTENTHO HAITBITHEHA
nucanka (1 ml), koero e ekBuBaneHTHO Ha 0,04 ml. [TonmucopbaTuTe Morar Aa MPUYUHAT aJepruIHU
peakuuu. TpabBa na kaxketre Ha Bamms nekap, ako ©MaTe yCTaHOBEHH aleprum.

Kaxk na usnoassare Pyzchiva

Pyzchiva e npeaHazHadeH 3a ynotpeda 1moj1 phbKOBOJCTBOTO U KOHTPOJIA Ha JIEKAP C OMKT B JICYEHHETO
Ha 3a00JIABaHMS, 32 KOUTO € TIoKka3aH Pyzchiva.

Bunaru u3znon3spaiite ToBa JeKapcTBO TOUHO KakTo Bu e kazan Bamusar gexap. Ako He cTe CUTYPHH B
Helo, nonutaiTe Bamms nekap. IlocsBeTBaiiTe ce ¢ Bamus nekap 3a ToBa, kora e Bu ce nocrassar
WHXXEKIMUTE U KOra LIe ca CIeABALIMTE KOHTPOIHU IPeTeau.

Kakso xoamvectBo Pyzchiva ce mpuiara
Bammsr nekap mie pemu kakBo KonudecTBo Pyzchiva TpsiOBa aa moiydnTe U 3a KaKbB MEPUO]] OT
BpeMe.

Bn3pacTHu Ha 18 roauHu ujam no-roJjieMu

IIcopua3uc win nNcopuaTHYeH apTPUT

o [Ipenmopruntennara HayamHa g03a € 45 mg Pyzchiva. [lanmenTtu ¢ Terno Han 100 kmtorpama (kg)
MOXe Ja 3armoyHar ¢ jo3a 90 mg Bmecto 45 mg.

e Cnen HavanHaTa J03a, clieABamara Bu no3a me Obae 4 ceqMuIn o-KbCHO U CIIe] TOBa Ha BCEKU
12 cenmuru. CrieaamuTe 1034 OOMKHOBEHO ca ChIUTE, KATO HayallHATa JI034.

Boaect na Kpon

o [Ilo Bpeme Ha neuenuero Bammusat iexap me Bu mputosxu mepBaTa 103a 0T IPUOITH3UTEITHO
6 mg/kg Pyzchiva 4ype3 kankoBo BiIMBaHE BbB BeHa Ha pbhKaTa (MHTpaBeHO3HA uH(DYy3us). Cren
HaJaJlHaTa 7034, Ie moiyduTe cienpamara go3a 90 mg Pyzchiva cnen 8 ceamury, cines ToBa mpes
12 ceamuIy upe3 WHKEKIHS O] KoKaTa (TI0JIKOXKHO).

e [Ipu HAKOM MAlMEHTH, CJIE]] TbPBATa MOJIKOXKHA UHxekius, 90 mg Pyzchiva Mmoxe na ce npuiara
mpe3 8 ceaMuUI. BamusT iekap Ie penry Kora TpsoBa 1a MOJIyIuTe CaeaBaliaTa cu 103a.

Kak ce npuiiara Pyzchiva

e Pyzchiva ce mpuara kaTo HHKEKIHS 1TOJ] Ko)kaTa (TToAKoKHO). B Hauanoro Ha Bamrero eucHue,
Pyzchiva Moxxe fa ce MH)KEKTHpa OT JIeKap WM MEAUIIMHCKA CECTpa.

¢ Bue n Bammsit nexap obade Moxe jaa pemmre, 4e Bue camu Moxe 1a cu nmxektupare Pyzchiva. B
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TaKbB CIy4ai Iie MpeMUuHeTe 00yUeHHe Kak Ja cu nHxektupate Pyzchiva camocTtositenHo.

e 3a ykazaHUs Kak Ja WHxekTtupate Pyzchiva Bmxre ,,Yka3aHus 3a npuiioxeHue” B Kpas Ha Ta3zu
JIUCTOBKA.

I'oBopere ¢ Bamms nekap, ako ©Mare BIIPOCH OTHOCHO TOBA KaK CaMH Jla TOCTaBSITEe HHXKEKIHUATA.

AKO cTe H310J13BAJIM II0OBeYe 0T HeoOxoauMmara ao03a Pyzchiva

AKO CTe M3MoJI3BaJIM WK ca Bu npuiioxxuiu mosede or HeoOxoaumMara j1o3a Pyzchiva, He3abaBHO ce
MMOCHBETBAlTE C Jiekap wim (papmarieBT. Burarn Hocete ¢ Bac kapToHeHaTa ommakoBKa Ha
JIEKapCTBOTO, IOPH | JIa € Mpa3Ha.

AKko cTe nponycHa;u aa usnoJssare Pyzchiva
AKoO cTe poIycHaIN 1033, CBhpKeTe ce ¢ Bamus nexap win papmanest. He npunaraiite nBoiina
71033, 3a ]a KOMIICHCHpaTe MIPOIyCcHaTaTa 103a.

AKko cTe cipesin ynorpedara Ha Pyzchiva

He e onacHo na cipete ynorpebara Ha ycreknHyma0. Ako obade s cipere, Bammte cuMnToMn Moxke
Ja ce Bb30OHOBST. AKO MMaTe HSAKAaKBU JOIBIHUTEIHH BBIIPOCH, CBBP3aHH € yIoTpebara Ha TOBa
JIeKapCTBO, MonuTaiiTe Bamms nekap win ¢papMarenr.

BBb3MOKHH HeXKeJTaHU peakumuun

Kaxro Bcnmuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia NPCAU3BHUKA HEKCIIaHNU pCaKIUU, BBIIPEKH Y€ HE
BCCKMU I'M I1IOJTy4aBa.

Cepnoslm HEKEJIAaHU peaKIuu
Hsxon MaUECHTH MOXKEC aa UMAT CCPUO3HH HCKCIAHU PCAKIIUU, IIPU KOHUTO Aa CC HaJlara CIICITHO
JICUCHUC.

AJIepruvyHM peakiuuu — MOKe 1a U3UCKBAT clelmHo jJedenne. Mudopmupaiite Bamus jexkap nin
He3a0aBHO MOThPCeTe CNelIHA MeIMIMHCKA MOMOIII, aK0 3a0eJieskuTe HAKOM 0T cJieJHuTe
NPU3HALH.
e CepHO3HHTE allepTUYHU peaknny (,,aHaduIakcus’’) ca peiKu IIPH Xopa, IPHeMaIli YCTeKHHyMao
(moxe na 3acerHar o 1 Ha 1000 mymm). [Ipu3HanmTe BKIIOYBAT:
o 3aTpyJHEHO JUIIaHE WIH MPETTbIaHe
o HHCKO KPBBHO HAJIATAaHE, KOCTO MOXKE JIa IPHYUHHN 3aMassHOCT HIIH CBETOBBPTEK
o MoIyBaHe Ha JINIETO, YCTHUTE, yCTaTa UK I'bPIIOTO.
e UYecTHTe MpHU3HANY HA aJieprHUYHA PEaKIUs BKIIOYBAT KOXKEH OOPUB U ypTUKApHs (MOXKE J1a
3acerHar g0 1 va 100 qymmn).

B peaku ciaydan ce ch001maBar ajJieprudHu 0e10ApoOHH peaKkuu U 0e101po0HO Bbh3NaJIeHHe
NPHU NAUNEHTH, KOUTO MOJYy4aBaT yCTeKMHYMa0. YBegoMmeTe BeqHara Bammus jexap, ako
NMOJy4YUTe CUMITOMH KaTo KalIMIA, 3aAyX M BUCOKA TeMIepaTypa.

AKO ToITyynTe Cepro3Ha allepruiHa peakiys, Bammsar nekap moxe 1a penid, ye Bue He TpsiOBa na
ynotpebsiBate Pyzchiva oTHOBO.

HNHadexnnn — Moxke 1a M3UCKBAT crielIHo JieyeHne. Ungopmupaiite Bamms jgekap, ako

3a0eJie’KuTe HAKOM OT CJieTHUTE MPU3HALIM.

e uH(EKIUHUTE Ha HOCA WM I'bPJIOTO U MPOCTYAaTa ca uecTu (MoxKe Jia 3acerHat no 1 Ha 10 gymm)

e UHQEKIUUTE HA JIOJIHUTE IMXATEIHUA IbTUIIA (TPBIHU UHPEKIUH) ca HeYeCTH (MOXKeE J1a 3aCerHaT
1o 1 ma 100 gymrm)

¢ BB3MAJICHHUETO HA MOJKOXKHATA ThKAH (IEIYIUT) € HedecTo (Moxke Aa 3acerne mo 1 Ha 100 mymmm)

e xeprec 3ocTep (BUA 00JIE3HEH 00pUB ¢ MEXypH) € HeuecT (Moxe aa 3acerHat 70 1 Ha 100 xymm)
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YcreknnyMad MoKe ja Hamalii ciocoOHocTTa Bu na ce Oopure ¢ nnpexuun. Hakon nnpexnum moxe
Jla CTaHAT CEPHO3HH U MOXKE /1a BKIIIOYBAT WH(EKINU, IPUYNHEHU OT BUPYCH, T'bONYKH, OaKTeprun
(BKIMIOYHMTENHO TyOepKyI03a) UK Mapa3uTH, BKIIOYATETHO HH(PEKINH, KOUTO BE3HUKBAT MIPEIUMHO
IIpH XOpa ¢ oTcinadeHa UMyHHa cucTeMa (OMOpTIOHUCTHYHHU uH(pexmn). [Ipu manneHTH, nosyyaBamu
yCTeKHHYMab, ce choO0IIIaBaT OMOPTIOHUCTUYHN HHPEKIINH Ha MO3bKa

(enrmedanutT, MCHUHTHUT), OeHUTE IPOOOBE M OUHTE.

JlokaTo u3non3Bare yCTeKMHyMa0, TpsiOBa 1a cieauTe 3a Mpu3Haly Ha nHpekus. Te BKIo4Bar:

® BHCOKa TEMIIeparypa, FpUIONOJ00HN CHMITOMH, HOIIHO MOTEHE, 3aryba Ha TerJo

yMopa Wi 3a1yX, yIIOpUTa KalIuia

TOILJIa, 3a4epBeHa U OOJIe3HEHa KOXKa MK 0O0JIe3HEH KOXKEH OOpUB C MEXypH

MapeHe Ipu ypuHUpaHe

Tuapusl.

3pUTENTHO CMYIIIEHHE WK 3ary0a Ha 3peHue

ri1aBo0OJIMEe, CKOBAaHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETJIMHA, FaJeHE WU 0OBPKAHOCT.

Wudopmupaiite Bamms nekap BefHara, ako 3a0eeuTe HIKOH OT Te3u NMpu3Haly Ha nHdekuus. Te
Morar fa ObJaT Ipu3HaI Ha HHPEKITUH KaTo TPBIHA HHOEKITNH, KOKHA HH(EKITHH, XepIiec 30CTep
WM ONIOPTIOHUCTUYHY MH(EKINHU, KOUTO MOTAT Ja JOBEAAT 10 CEPUO3HM YCIOKHEHHUS.
Undopmupaiite Bamms nekap, ako nmare HIKaKBa yIopuTa WM IOBTapsa ce nHdekuus. Bammsar
JieKap MOJKe J1a pellin, 4e He TpsiOBa 1a ynorpedsiBare yCTeKMHYMa0, JoKaTo HHpEKIusITa He ObJe
u3JeKyBaHa. YBenoMeTe Bamms iekap, 1 ako UMaTe OTBOPEHH PaHU MM HapaHsIBaHUS, Thi KaTo
MOJXKe Jla ce HH(pEKTUpaT.

JllomeHe Ha KO’KaTa — HHTEH3MBHOTO 3a4epBsiBaHe U JIOIIeHe HA KOXKATA HA MO-ToJIsIMAa MJI0]
10 TSVIOTO MO2Ke 1a ca CHMIITOMM HA epUTPOoAepMHUYeH NICOPUA3UC WU eKc(OTHATHBEH
JAepMATHT, KOUTO €A CEPHO3HM KOKHM 3200/1ABaHMA. AKO 3a0e/ie;kuTe HAKON OT Te3u NMPU3HALH,
TpsAOBa 1a nHpopMupare Bammus gexap He3abaBHO.

Jpyru HexeJIaHH peaKIuu

YecTH HeKeaHU peaknuu (Moke a 3acersar a0 1 Ha 10 qymm):
TAAPHS

rajeHe

MOBPBINAHE

ymopa

3aMasiHOCT

riaaBo0oJIHe

CchpOex (IpypuUTyC)

0oiKa B rppOa, MyCKYJIUTE UIH CTABUTE
BB3IATICHO T'bPII0

3auepBsABaHe U 0OJKA Ha MSACTOTO HAa MHKCKTUPAHE
WHQEKIUS Ha CHHYCUTE

HeuecTn HesxenaHu peakiuu (Moxe aa 3acerHar g0 1 Ha 100 gymm):

WHQEKINU Ha 30UTE

BarmHaJHa WH(EKIN, IPUIMHEHA OT THOMIKH

Jerpecust

3aIrymIeH HOC WIIM Xpema

KbpBEHE, IOCHHSABaHe, BTBbP/AsIBAaHE, TI0JyBaHE U ChpOeX Ha MSICTOTO HA MH)KEKTHPAaHE

yCeIane 3a ciadoct

Cra/laHe Ha KJlenada M M3KpUBsIBaHEe HAa MYCKYJIMTE Ha eHaTa MOJIOBHHA Ha JIUIETO (,,JIUIeBa

napayimsa’’ Wi ,,iapann3a Ha benr”), kosTo 0OMKHOBEHO € BpeMeHHa

® TpOMSHA Ha IICOpPHAa3Mca ChC 3aUepBsIBAHE M HOBHU MaJIKH, XBJITH WU O€IH MEXypH 0 KOXKaTa,
MOHSAKOTa MPUAPYKEHH ¢ Temrieparypa (IyCcTyJI03eH IICOPHa3HC)

e (eneHe Ha KoXkaTa (ekcouanys Ha KoxKaTa)
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® QaKHC

Peaku HexenaHu JekapcTBeHH peakuuu (Moxe aa 3acersar ao 1 va 1000 qymm)

e 3auepBsiBaHE M JIOLICHE HA KOXKaTa Ha IO-TOJIsIMa TUIOL] 10 TSUIOTO, KOMTO MOJKE J1a ChpOsIT WiIn 11a
ca 6ose3HeHH (excdoanaTiBeH AepMatut). [1o100HN CUMIITOMH MOHSIKOTa Ce Pa3BUBAT KAaTO
€CTECTBEHa IPOMsHA Ha BHJIa HA CHMITOMUTE Ha NICOPHA3UC (EPUTPOAEPMUYEH IICOPHA3HC)

e Bp3naneHue Ha MaJKUTE KPbBOHOCHHU ChJIOBE, KOETO MOJXKE J1a IOBEE O KOKEH 0OPHB C MaJIKH
YepBEHU MJIU JIMJIABH MOy THHH, TEMIIepaTypa Wix 0oJiKa B CTaBUTE (BaCKyJIHT).

MHOro0 peaKkHu HesKeJIaHu JIeKaAPCTBeHH peakiun (Moxe aa 3acerHar A0 1 ga 10 000 gymm)

e (OOpa3yBaHe Ha MEXYpH I10 KOxkKaTa, KOATO MOKe Ja ObJe 3auepBeHa, Chposa u 6oie3HeHa
(bymozen mempurons).

® KOXKEH JIyIIyC €pUTEMATOEC U JIyIyC-TI0A00eH CHHAPOM (4epBEH, HAJUTHAT, JIFOIIEI] ce OOPHB B
M3JI0KEHHUTE Ha CIIbHIIEC yJaCThIIM Ha KOXaTa, KOMTO MOXe J1a € IPHUIPYKEH OT OOJIKM B CTABHUTE).

Chol0maBaHe Ha HesKeJIAHU PeakIuu

AKo0 ToITyunTe HIKaKBH HE)KEJIaHH JICKAPCTBEHHU PEaKINHy, yBenomere Bamms nexap nnm gapmanesT.
ToBa BKJIFOYBA M BCHYKH BH3MOKHU HEOIMCAHU B Ta3H JINCTOBKA HEXEJaHU peakiuu. MoxkeTe ChIIo
Jia ChOOIINTE HeXENaHU PEaKIUH JUPEKTHO Ype3 HallMOHAIHATa CUCTEMa 3a ChOoOIIaBaHe, MOCoUeHa B
[punoxenue V. Karo crobmiaBare HexenaHu peakuy, MOXeTe J1a JaeTe CBOsI IPUHOC 32
HOJTyyaBaHe Ha MOBeYe MH(POPMAIIHA OTHOCHO 0€30I1aCHOCTTAa Ha TOBA JIEKApCTBO.

Kak na cexpansBare Pyzchiva

e Jla ce cbXpaHsABa Ha MACTO, HEAOCTBHITHO 3a JEIa.

e Jla ce cexpanssa B xmammiHAK (2°C—8°C). Jla He ce 3aMpassba.

e (CpxpaHsBaliTe IpeBapUTEITHO HAITbIIHEHATA MHICATKA B KAPTOHEHATA ONIAKOBKA, 32 /1a CE MpeAnas3y
OT CBETJIMHA.

e AKO e He00X0IMMO, OTIEJIHUTE NPEABAPUTEIHO HAITbIHEHH Ucaiku Pyzchiva moxe cbiio na ce
ChXpaHsBar IpH cTaitHa TemnepaTypa 10 30°C 3a MakCUMyM €1MH Nepuo A0 35 THU B
OpUTMHAJIHATa KAPTOHEHA OMAKOBKa, 32 J]a c€ IMpenas3sAT OT CBETINHA. 3alylIIeTe AaTaTa, Ha KOsTO
NPEABAPUTEIHO HATbJIHEHATA IMCANIKa € U3BaJICHa 3a ITbPBU BT OT XJIaJUIHUKA Ha 0003HAYCHUTE
Ha BBHIITHaTa KapTOHEHa onakoBKa MecTa. [1o BCsAko BpeMe npeau M3THYaHETO Ha TO3H CPOK
MPOAYKTHT MOXE Jla C€ IOCTaBU OTHOBO B XJIaJMJIHUKA €THOKPATHO U J1a CE ChbXpaHsBa TaM J10
M3TUYaHE Ha cpoKa Ha ToAHOCT. M3XBbpIiieTe mucankara, ako He s U3MoJI3BaTe Ciiejl KaTo € MUHAJ
MaKCHUMAaJIHUS NEPUOJ Ha ChXpaHEeHHe OT 35 AHM Ha cTaliHa TeMIepaTypa WiH clie] U3THYaHe Ha
OpPUTMHAJIHMA CPOK HA TOJHOCT, B 32aBUCUMOCT OT TOBa, KO€ OT JIBETE€ HACTHIIU IO-PaHO.

e He paskiaiaiite npeaBapuTeIHO HAMbJIHEHUTE nUcaku Pyzchiva. [IpoabkuTeTHOTO €eHEPTUYHO
pasKIIallaHe MOXKe J1a IOBPEU JIEKapCTBOTO.

He u3noJassaiite ToBa JIeKapCTBO:

e cIiell CpoKa Ha TOJHOCT, OTOENsI3aH BbPXY €TUKETa U KapTOHEeHaTa omnakoBka cien ,,EXP/, Tonen
J0:“. CpoKbT Ha TOJHOCT OTrOBapsl Ha MOCJEIHUS I€H OT IOCOUEHUS MECell;

® aKO TEYHOCTTA € C POMEHEH LIBAT, MbTHA WM B Hesl ce 3a0ems3BaT IUTyBAILU Yy YaCTUIU
(BmwxTe Touka 6 ,,Kak usrnexxaa Pyzchiva n kakBo cbabpika onakoBkara®);

® aKo 3HAaeTe WM CMsTaTe, ye MOKe Ja ¢ Oria U3JI0KeHa Ha eKCTPEMHH TeMIlepaTypH (KaTo
MHIUIEHTHO 3aMpb3BaHe WM 3arpsiBaHe);

® aKO MPOJYKTHT € OMJI EHEPTUYHO Pa3KIIaTeH.

Pyzchiva e camo 3a egHOKpaTHa yrioTpeda. Hen3non3BaHUAT NPOILYKT, OCTaHAJ B IMACANKATa, TPIOBa
Jla ce u3xBbpiid. He U3XBBHpIsiiTe IekapcTBaTa B KaHANM3alKsATa WIM B KOHTEMHEpPA 33 JOMAIIHU
otnanwity. [lommraiite Bamus hapmarieBT Kak 1a U3XBBPIIATE JIEKapCTBaTa, KOUTO BeUe HE
u3noJi3Bare. Te3n MEpKH 1€ CIIOMOTHAT 3a Olla3BaHE Ha OKOJIHATA Cpelia.
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6.

Cmmpma}me HA OIIAKOBKAaTa U JOII'bJIHHUTE/IHA HHq)OpMaIII/IH

KakBo cbabp:xka Pyzchiva

e AKTHBHO BEIIECTBO: yCTeKMHYMa0. Besika mpeBapuTeHO HAITBIHEHA MTUcalKa chabpka 90 mg
ycreknayMat B 1 ml.

e JIpyrute ChCTaBKU Ca XUCTUAMH, XUCTUAMHOB XUAPOXIOpU MOHOXHApAT, moiucopodar 80 (E 433),
3axapo3a, BOJa 33 MHKCKIIHH.

Kak m3ruexxna Pyzchiva u kakBo cbIbpka ONaKoBKaTa

Pyzchiva e 6uctbp, 6€31BETEH 10 OJIET0XKBIAT HHKEKIIMOHEH pa3TBop. Toll Moxke 1a chabpka
HSKOJIKO JIPeOHM MOIYTPO3PavYHA WiIH OeTH 9acTUIIN poTerH. JlocTaBs ce B KapTOHEHA OITaKOBKa,
ChIbpPIKAIlla €IHA CTHKIICHA MPEABAPUTEIIHO HaIIbJIHEHA nucaika oT 1 ml ¢ enuHuvHa 103a. Besika
NpEeABAPUTEIHO HAITBJIHEHA Mucaika cbabpka 90 mg ycreknHyMab B 1 ml MH>KEKIIMOHEH Pa3TBOpP.

IIpurtexaTes Ha pa3pelIeHNETO 32 ynoTpeda U NPOU3BOAUTEII

Samsung Bioepis NL. B.V.
Olof Palmestraat 10
2616 LR Delft

Hunepnannus

3a JOITBJIHUTCIIHA HHq)OpMaHHSI OTHOCHO TOBa JICKApCTBO, MOJId, CBBPKETE CE€ C JIOKATTHUA

MIpEeACTAaBUTE HAa MPUTCIKATEIA Ha PASPCHICHUCTO 3a yHOTpC6aZ

Belgié/Belgique/Belgien
Sandoz nv/sa
Tél/Tel: +32 2 722 97 97

Bwarapus
Cannos bearapus KUT
Temn.: +359 2 970 47 47

Ceska republika
Sandoz s.r.o.
Tel: +420 225 775 111

Danmark/Norge/Island/Sverige
Sandoz A/S
TIf: +45 63 95 10 00

Deutschland
Hexal AG
Tel: +49 8024 908 0

Eesti
Sandoz d.d. Eesti filiaal
Tel: +372 665 2400

EAMada

SANDOZ HELLAS MONOITPOXQITH A.E.

TnA: +30 216 600 5000

Espaiia
Sandoz Farmacéutica, S.A.
Tel: +34 900 456 856

Lietuva

Sandoz Pharmaceuticals d.d filialas

Tel: +370 5 2636 037

Luxembourg/Luxemburg
Sandoz nv/sa
Tél/Tel.: +32 2 722 97 97

Magyarorszag
Sandoz Hungaria Kft.
Tel.: +36 1 430 2890

Malta
Sandoz Pharmaceuticals d.d.
Tel: +35699644126

Nederland
Sandoz B.V.
Tel: +31 36 52 41 600

Osterreich
Sandoz GmbH
Tel: +43 5338 2000

Polska
Sandoz Polska Sp. z o.0.
Tel.: +48 22 209 70 00

Portugal
Sandoz Farmacéutica Lda.
Tel: +351 21 000 86 00
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France
Sandoz SAS
Tél: +33 1 49 64 48 00

Hrvatska
Sandoz d.o.o.
Tel: +385 123 53 111

Ireland
Rowex Ltd.
Tel: +353 27 50077

Italia
Sandoz S.p.A.
Tel: +39 02 81280696

Kvnpog

SANDOZ HELLAS MONOITPOXZQITH A.E.

TnA: +30 216 600 5000
Latvija

Sandoz d.d. Latvia filiale
Tel: +371 67 892 006

IIpocnenumoct:

Romania
Sandoz Pharmaceuticals SRL
Tel: +40 21 407 51 60

Slovenija
Sandoz farmacevtska druzba d.d.
Tel: +386 1 580 29 02

Slovenska republika
Sandoz d.d. - organiza¢na zlozka
Tel: +421 2 48 200 600

Suomi/Finland
Sandoz A/S
Puh/Tel: +358 10 6133 400

3a Ja ce HOI[O6pI/I IpocIeANMOCTTA Ha OMOJIOTUYHUTE JICKaPpCTBCHU NPOAYKTHU, UMETO U NAPTUAHUAT
HOMCP Ha NPUIIOKCHUA MPOAYKT TpHGBa SICHO Ja CC 3aI1icCBar.

Jara Ha mocyieqHo npepasriesxkaade Ha aucroskata MM/ITTTT

Apyru uzrounnum Ha nagopmanus

IToapo6Ha nHpOpMAaIKS 32 TOBA JIEKAPCTBO € IIpeIocTaBeHa Ha yeOcaiita Ha EBpomneiickaTa areHnus

0 JIeKapCcTBara: https://www.ema.europa.eu/.
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YKA3AHUA 3A YIIOTPEBA
Pyzchiva
(ycTeknnymao)

HHKEKIHS 32 MOJAKO0KHO NMPHJIOKEeHHE
IIpenBapuTeHO HAITBJIHEHA NMHCAJIKA

Yka3zanus 3a nnkekTupane Ha Pyzchiva ¢ moMoira Ha npeaBapuTe/JTHO HATbJIHEHA MUCAJIKA.

ITpoueTeTe Te3u MHCTPYKIMHU 32 yIIOTpeOa, mpeau Aa 3anmouHere Aa udnouassarte Pyzchiva.
BamusaT MeIMIMHCKH cIeUAINCT TPsA0Ba A1a Bu nokare Kak 1a NPpUroTBUTE M MOCTABUTE
uH:keknuaATa Pyzchiva no npaBninusa HavymH.

AXO He MOXeTe Ja CH IIOCTaBUTC CaMH MHXKCKIIUATA:
° nomoJjere Bamms MCIUIIMHCKHU CIICHUAJIUCT Oa Bu nomorse nnu
° IIOMOJICTC HHKOﬁ, KOHTO € 06y‘{eH OT MCOAWIIWMHCKH CIICHUATIUCT, a Bu nocras
HWHXXCKIIUUTC.

He ce onutBaiite 1a cu mHxektupare Pyzchiva camu, nokaro BamusT MeIUITMHCKH CIICIHATMCT HE
Bu mokaxe kak ce umxekrupa Pyzchiva.

Hmate Hy:k1a 0T moMom?

Obazere ce Ha Bamms nekap, 3a 1a 00chANTE BCUUKH BBIIPOCH, KOUTO MOKE J1a UMaTe. 3a
JOITBJTHUTEIIHA TTOMOIII MJTH 32 JIa CHOEINTE MHEHHETO CH, BU)KTE JINCTOBKATa 3a HHGOpMaIus 3a
KOHTAKT C JIOKQJTHUS TIPECTaBUTEIL.

YobuTBaHe 3a yacTuTe:

IIpenn ynorpeda

EXP:XXXXXX )
Kanayka Ha | Mpo3opye 3a | Cpok Ha
urnaTa HabnoaeHne | rogHocT (Exp:)
(nocTaBeHa)

Caen ynorpeda
__ ’bAT MHAUKaTOp

(MHXEKTMPaHETO e 3aBbPLLEHO)

(A EXP: )
Kanauka Ha | [lpegnasunTen 3a urnata
urnaTta (urnata e ckputa BbTpE)
(cBaneHa)

®durypa A

Baxna nndopmanms, kosiTo TpsidBa Aa 3HaeTe, peaAn 1a nHxkekTHpare Pyzchiva

+ CamMo 32 NOAKOKHO MHKEKTHPaHe (WH)XEKTHPATe JTUPEKTHO MO/ KOXKaTa)

*  He cBangiiTe Kanaukara Ha UIJIaTa, IPeJIu Aa CTe TOTOBH 3a HHXEKTHUPAHE.

*  Hukora He pa3kjiamaiiTe npeIBapuTe/;IHO HATbJIHEHATa NMUcajaka. Pazknamanero Ha
Bamrara npenBapuTenHO HallbJIHEHA IMCAJIKA MOXe Jia moBpenu Bamero nexapcrBo Pyzchiva.

CbxpaHeHue Ha MpeABAPUTEIHO HANbJIHeHa nucanka Pyzchiva:

*  Cexpansaiire Pyzchiva B xmagumauk mexay 2°C no 8°C.
*  Cwxpanspaiire Pyzchiva B opurnHagHara KapToHEHa OIIAKOBKa, 32 Jia s IPEIIa3uTe OT CBETINHA
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nin GU3NUECKO YBPEKIAHE.

AKO € He00X0IUMO, OTACITHUTE MIPEeIBAPUTEIHO HAITbIHEHN nicainku Pyzchiva mosxe cpiio ga
ce ChXpaHsIBaT MpH craiiHa Temmeparypa a0 30°C 3a MakKCUMyM €IUH TIepUo/ 10 35 THU B
OpUTHMHAJIHATa KapTOHEHA OMAaKOBKa, 3a Ja e MPEeANa3sT OT CBETJIMHA. 3aluIlIeTe AaTaTa, Ha
KOSITO IIPEJIBAPUTEIHO HAI'BJIHEHATA MTUCAJKa € U3BaJIeHa 3a IbPBU BT OT XJIaAUIHUKA Ha
0003HaUeHUTE Ha BHHITHATA KApTOHEHA OMaKkoBKa MecTa. [1o Bcsko Bpeme mpeau n3THIaHeTo Ha
TO3H CPOK MPOJTYKTHT MOKE J1a Ce MOCTaBU OTHOBO B XJIAJMITHUKA €THOKPATHO U Ja ce
ChXpaHsABa TaM JI0 U3THYaHE Ha CpOKa Ha FOJHOCT. MI3XBBpIieTe nucankara, ako He 5 U3M0JI3BaTe
cJie]l MaKCUMAaJTHUS Mepro/] OT 35 JIHM clie]l ChXpaHEeHHe Ha CTaiiHa TeMIiepaTypa WK Clie]
M3THYaHE HAa OPUTHHAIHUS CPOK Ha TOJHOCT, B 3aBICHMOCT OT TOBA, KO€ OT JIBETE HACTBIIH I10-
pano. He cpxpansBaiite Pyzchiva npu ekcTpeMHH TOpEHIMHHI WIH CTY/I0BE.

Ja He ce 3ampa3sBa.

IloaroroBka 3a HHIKCEKTHPaAHE HA NMPEJIBAPUTEIHO HAITBJIHCHA MU CAJIKA Pyzchiva

Cropnka 1 Ilpenu na 3anovyHeTe, NpoBepeTe KAPTOHEHATA 0NMAKOBKA, 32 /1a ce YBEpUTe, Ye TOBA e
npaBuHara go3a. llle pasmomnarare ¢ 45 mg wm 90 mg, B 3aBUCUMOCT OT IPEAMUCAHUETO HA
Bamusr nekap.

Ako Bamara f1o3a e 45 mg, e nojay4ure eaHa NpeJBapUTeIHO HalbJIHEHA TUcalKa OT 45 mg.
Axko Bamrara n1o3a e 90 mg, 1mie noay4ynTe Win eHa MpeIBapUTEIHO HAITbIHEHA MUCATKa OT

90 mg, wiu 1Be MPEABAPUTEITHO HATBIHEHH MUCATIKH OT 45 mg. AKO MOTyduTe ABE
MpeIBapUTETHO HAITBTHEHH MTUCATKK oT 45 mg 3a no3a 90 mg, mie TpsiOBa 1a CH IIOCTaBUTE JBE
WHXEKIINH, €IHa CIIE]] IpyTa.

Crobnka 2 IIpurorsere KOHCyMaTHBHTE

Cropnka 2.1: U306epete noOpe ocBeTeHa, YNCTA M paBHA paOOTHA TOBBPXHOCT.
Crtbnka 2.2: Cprbepere HeOOXOAMMHUTE KOHCYMATHBH, 34 JIa TIOJITOTBUTE U TTOCTABUTE
nHxekuiara (Purypa b).
[le umate HYk1a OT CIETHUTE KOHCYMATHBH.
o  BxiIrodyeHM B KapTOHEHATa OMAKOBKA!
- [IpenBapurenno HambaHeHa nucanka Pyzchiva
o  HeBxiroueHH B KapTOHEHATA OTIAKOBKA:
- TammoH, HarmoOEH CHC CIUPT
- [lamy4yH¥” Wi MapJIeHN TAMIIOHU
- JIenenka
- KoHreitHep 3a U3XBBPIISHE Ha OCTPU NpeAMeTH (BHKTe ,, U3XBBpJIsiHe HA
NpeJIBAPUTEIHO HallbJHeHa nucaiaka Pyzchiva®)

<=

®urypa b

Crobnka 3 IIpoBepere npeABapuTeIHO HATBJIHeHATa nucaka (Purypa B)

Crbnka 3.1: [IpoBepere cpoka Ha TOAHOCT BbPXY IIPEABAPUTEIHO HATBIIHEHATA MTUCAJIKA WIH
KapTOHEHATa ONAaKOBKa.

Crbnka 3.2: [IpoBepere 1ekapcTBOTO Mpe3 MPO30PUETO 3a HATMYUE HAa YACTUIU WITU POMSIHA B
uBeta. JlekapcTBOTO TpsiOBa Ia M3raexaa OMCTpo 1 63LBETHO 10 CBETIOKBITO C MAJIKO Oenu
YaCTHUIIH.

Crbnka 3.3: IIpoBepere nanu nucajikara He € MOBpPECHa.

He m3nom3saiite Pyzchiva ako:
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°  CPOKBT Ha TOJAHOCT € U3TEKhJI WIH aKO IPEABAPUTEIIHO HAIIbIHEHATA MTUCAJIKA ©
ChXpaHsBaHA ¢IHOKPATHO MPH cTaiiHa Temmepatypa 10 30°C B mpoab/KeHHEe Ha MOBEYE OT
MaKCHMAJICH NIEPUOJT OT 35 JIHU WM aKO MPEABAPUTEIIHO HAIBJIHEHATA TIHCAJIKA €
chxpansBana Han 30°C.

° e 3ampbh3Haa, C MPOMEHEH I[BSIT, MbTHA WIIH ChABPKA TOJEMH YaCTHIIH.

° ¢ MoBpelcHa.

° ¢ M3MyCHATa U U3IJIeK]a HalyKaHa WK CUyICHA.

Hopmanso e na Bunute 1 i moBeye Mexyp4era B Ipo30pUeTo.

 [po3spayHa? besuysemHa?
 Bezuacmuyu?  CPOK®M Ha 200HOCM He

e UsmeKva?
Y . .
G D) (Exp: %xxxx i
j— S

/ Hama nospeda?
®urypa B

Crbnka 4 OcraBere JIeKApCTBOTO J1a NOCTHTHE CTaliHA TeMIepaTypa

3a mo-koM(OpPTHO MHKEKTHUPAHE, CIIe]] KaTO N3BAJNTE OT XJIAAUIHHUKA
IIpeIBapUTEIHO HAalbJIHEeHaTa nucanka Pyzchiva, ocraBere s Ha craiiHa
TeMreparypa 3a okojio 30 MUHYTH ITpeIy HHKEKTHPAHETO.

He 3aroruisiite MMPEABAPUTECIIHO HAITBJIHCHATA MM CAJIKA 10 HUKAKHB
OpyT Ha4MH (HaIpuUMep He s 3aTOIUIIITe B MUKPOBBJIHOBA (hypHA MU B
roperia Bojia).

Crbnka 5 U3muiite cu pbuere

W3muiiTe moOpe ppleTe cu ChC cammyH U Toria Boaa (Purypa I).

~N

@urypa I’

Crbnka 6 U36epere MACTOTO HAa HHIKEKTHPaHe

N3bepere MACTO 32 MHXKEKTUPAHE B TOPHATA YacT Ha KpakaTa (Oeapara) Wi JToJIHaTa 4acT Ha
KOpeMa, C U3KJII0YEHUE Ha 5-CAHTUMETPOBATa 30HA TOYHO OKOJIO ITbIa. AKO HHXKEKLUITA CE
MOCTaBs OT OOJHOTIIEAad, MOXKE J]a C€ U3IT0JI3Ba M BHHITHATA YacT HA TOpPHATa YacT Ha PBIETE.
(@urypa JI)

H3noa3BaiiTe pa3jMyHO MSACTO 32 HH:KEKTHPAHe NPHU BCIAKO HHKEKTUPaHe.

He nocrapstiiTe HHXKEKIHSI B 00JIaCT OT KOKaTa, KOSITO € YyBCTBUTEIIHA, HAThPTEHA, 3aUepBeHA
WJIU TBBPJIA WK MTOKa3Ba MPU3HAIM Ha TICOPHUA3HC.

179



Croenka 7 Ilouncrere KoKaTa Ha MACTOTO HA HH/KEKTHpPaHe
*  Ilouncrere kKokaTa c HOB TaMIIOH, HAIIOEH ChC CIHPT, KBJETO IUITAHUPATE /1a TOCTABUTE

umxkeknusTa cu. (Purypa E)

*  He gokocBaifTe 0THOBO Ta3u 00JIACT, IPEIU JIa MOCTaBUTE UHKEKIuATa. OcTaBeTe KoXKaTa Ja

HU3CHXHC MPEANU NHKCKTUPAHE.

*  He mpaBete BIATBp U HE IyXaiTe BbPXY UMCTaTa 30HA.

-

N

/

®urypa E

HHkeKkTHpaHe C TOMOIITA HA MPeIBAPUTETHO HalbJHeHaTa nucajika Pyzchiva

Crenka 8 M3abpnaiiTe HANPaBo KamayKaTa HA MIJIaTa, KOraTo cTe FOTOBH /1a HHIKEKTHpAaTe

Pyzchiva (®@urypa K).
*  H3xBBpiere KamaykaTa Ha Urjara.

*  HopwmanHo e na BUguTe, Y€ OT UIJIaTa U3NIM3aT HAKOJIKO KAallKU TEUHOCT.
*  He 3aBbpraiiTe 1 HE Or'bBaMTE KalaykaTa Ha UIJIaTa, JIOKaTo I OTCTpaHsABaTe, Thil KaTO TOBa

MOK€E 1a IOBpECIN Urjara.

M He u3nomnzsaiite MMpEABAPUTECIIHO HAITBJIHCHATA MHUCAJIKA, aKO € U3ITyCKaHa CJIC] OTCTpaHsIBaHE
Ha KallaykKaTa Ha urjara. O6a;[eTe ce Ha Bammmus MCIUIUHCKHU CIICHUAINCT 3a MHCTPYKIHHU.

i
= =)

™\

1 #\ I

N\

/

®urypa XK

Crbnka 9 [TocTaBeTe npeIBapuTEeIHO HATBJIHEHATA MHCAJIKA HANMPABO BHPXY KOKATa CH MO/

bI'bJ 0T 90 rpagyca (Purypa 3).
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®urypa 3

Crepnka 10 IIputncHeTe ITBTHO NPEIBAPUTEIHO HAITBJITHEHATA MUCAJIKA HAA0JIy KbM KOXKaTa,
3a J1a 3ano4yHere MHKekTUpaHeTo (Purypa N).
*  Moxe f1a uyeTe IbpBO LIPAKBaHEe, KOTaTO HHKEKTHUPAHETO 3all0YHe.

®urypa U

Crpnka 11 IIpoabiakeTe 1a HATHCKATE MUCATKATA BbPXY KO0KATA, JOKATO KBJIATUAT HHANKATOP
cnpe f1a ce asmkn. (@urypa M).
HNmxextupanero Mmoxe 1a Bu otHeme 10 10 cekyHam.
*  Moke aa gyere BTOpO ImpakBaHe. ToBa 03Ha4aBa, Y€ HHKEKTHPAHETO € MPUKITF0YNIIO.
¢ He namangBaiiTe HaTHUCKa BBPXY MACTOTO Ha MHKXCKTUPAHEC, IPCIN UHXCKTUPAHCTO Oa
TIPUKJTIOYH.
* He mecreTe npeaBapuUTETHO HATBITHEHATA TIICATIKA TI0 BpeMe Ha HH)KEKTUPAHETO.

®urypa v

Crbnka 12 IIpoBepere qaju npo3op4ero 3a Ha0JII0JAeHHE € CTAHAJIO KbJIT, 32 1a Ce yBepure, 4ye e
HHKEKTHPaHa IBJIHATA 1034, CJIe]l KOeTO OTCTPaHeTe MPa3HaTa MUCATIKA 0T KOKATa
(Purypa K).
» Ilpenmazurensr Ha UrjaTa e MOKPHE HAMBIHO UIJIATA.
* Kakro Ha ®@urypa K, Bb3M0OKHO € B Tp0O30pUeTO 3a HAaOII0ACHHE BCE OIIIE J]a CE BUXK/Ia MaJIKa
CHBa JICHTA.
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M I/I3Ba)K}_IaHeTO Ha urjiata OT KOXaTa MOXKE J1a MPCAN3BHUKA JICKO KbpPBCHE WJIN 06pa3yBaHe Ha
HAKOJIKO KallK! KPbB Ha MACTOTO Ha MHIKCKTUPAHC. ToBae HOPMAJIHO. Moxete Ja IPUTUCHETC
NaMy4d€H TaMIIOH WJIU MapJisd KbM MACTOTO Ha MHXKCKTHUPAHE, aKO € HCO6XOZ[I/IMO. He
pa3TpPIBaI71TC MSACTOTO HAa MHIKCKTHUPAHEC. MoxeTte Ja IOKPHUETEC MACTOTO Ha MHIKXCKTUPAHE C
MaJiKa JICTICHKAa, aKo € HeO6XOI[I/IMO.

4 )
v

®urypa K

Axo Bamara 103a e 90 mg, e nmoJy4uTe MM eIHA NPeABAPUTETHO HATBJIHEHA MU CAJIKA OT
90 mg, nju aBe NpeIBAPUTEIHO HAITbJIHEHU NUCAJIKH OT 45 mg. AKoO NOJIy4uTe ABe
NpeABAPUTEHO HAITbJIHEHH NUCAJKHU OT 45 mg 3a 103a 90 mg, ure TpsAdBaA 1a CM MOCTABUTE
BTOPA MHKeKIMA BegHara cjex mbpBarta. [loBropere cThbnku 1 — 12 3a BTOpaTa MHMKEKIMS C
HOBa nucajka. U30epere Apyro MacTo 3a BTOpaTa MHAKEKIHS.

H3xBBPJIsIHE HA TPEABAPUTEIHO HANTbJIHeHAaTa Mucaaka Pyzchiva

Crenka 13 IlocTaBeTe H3MOI3BAHATA MMHCAJIKA B KOHTEHHEP 32 OCTPH NMpeIMeTH BeHara cJjiej
ynotpeba (®urypa JI).

*  He u3xBbpiisiiTe HEHYKHUTE NTUCAJIKU B KOHTEHHEpA 3a JIOMAIIIHU OTIAJIbLIH.

* He penuknupaiite U3M0a3BaHNs KOHTEHHED 32 U3XBBPIISIHE HA OCTPH IPEAMETH.

®urypa J

CobxpansiBaiiTe Pyzchiva u Bcuukn JekapcTBa Ha MsICTO, HEIOCTBITHO 3a Jena.
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