MNPHJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



vTosn JICKAPCTBEH MPOAYKT IMOJICKH Ha JONBIHUTEIHO HaOoeHre. ToBa Ie M03BOJIH ObP30TO
YCTaHOBSIBaHE Ha HOBa HH(OpMAIMs OTHOCHO O0e30macHOCTTa. OT METUITMHCKUTE CIICIIHATTUCTH CE
M3WCKBA J1a ChOOIIAaBaT BCSIKA MOA03MpaHa HeKellaHa Peakiis. 3a HaunHa Ha ChOOIIaBaHe Ha
HEXEJTaHW PEaKINH BIDKTE TOUKa 4.8.

1. HUME HA JIEKAPCTBEHMA TPOAYKT

Uzpruvo 130 mg xoHIeHTpat 3a uHY3HMOHEH Pa3TBOP

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcexu dmakon crappka 130 mg ycreknaymad (ustekinumab) B 26 ml (5 mg/ml).

Ycrekunymab e usiisuio 4oBerko [gG 1k MOHOKIIOHAIHO aHTUTSII0 KbM uHTepieBkuH (IL)-12/23,
MPOM3BEICHO B MUEJIIOMHA KJIEThYHA JIMHHUS Ha MHIIKH ¢ TIoMoIITa Ha pekomOnHanTHa JTHK
TEXHOJIOTHSL.

IToMOIIIHO BEIIECTBO C M3BECTHO JICUCTBUE:

Bceexu ml cpappxa 0,4 mg monmcopOat 80.

3a IBJIHUA CIIUCHK HA IIOMOIIHUTE BEIlECTBA BIDKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA
KonueHTpat 3a HH}yY3UOHEH pa3TBOp (CTEpUIIEH KOHLIEHTPAT)

PaztBOpBT € OuCTHp, Oe31BeTeH 10 0I€T0KBIT U O0€3 BUJUMH YaCTHIIH.

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTHYHU MOKA3ZAHUS

Bonect Ha Crohn

UmeVO € IIOKa3aH 3a JICUCHUC Ha BE3PAaCTHU MAIMUCHTH C YMEPCHA N0 TCKKA aKTHBHA OoJsecT Ha
Crohn, KOHTO Ca C€ NOBJIHAIN HEAOCTATHhYHO, BEUC HC CC IMOBJIHABAT NN UMAT HCIIOHOCHMOCT KbM
KOHBCHIIMOHAJIHATA TEpalrsd WJIN KbM aHTAarOHUCT Ha TNF(I., I UMaT MEIUIIMHCKNA
ITPOTUBOIIOKA3aHU 3a TaKWUBa TCPAIInu.

4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

Uzpruvo KOHIEHTpAT 3a HH(Y3HOHEH pa3TBOp € IpelHa3HaueH 3a ynoTpeba 1o/ phbKOBOACTBOTO U
HA/[30pa Ha JIeKap C OIMUT B JIMArHOCTUIIMPAHETO U JieueHrneTo Ha 6onect Ha Crohn. Uzpruvo
KOHIICHTpAT 3a UH(Y3UOHEH Pa3TBOP TPSOBA Ja Ce M3IMOJI3Ba CaMO 32 HHTPABCHO3HATA MHAYKIIHOHHA
J103a.

EOBI/I[ZOBKa

bonecm na Crohn

Jledenuero cbe Uzpruvo tpsaodea na ce 3amoyHe ¢ eqUHIYHA HHTPABEHO3HA /1033, OCHOBABAIla ce Ha
TEIECHOTO Terno. H(y3noHHUAT pa3TBOpP TPSAOBA Ja ce MPUTOTBU OT HAKOJKO (urakoHa Uzpruvo
130 mg, xakTo € yka3zano B Tabmuma 1 (Bx. Touka 6.6 3a IPUTOTBSHETO).



Tabnuya 1 Hauanna unmpagenosna 0oza Uzpruvo

TesiecHo Teryio Ha manuenTa  [IpenopbunTesHa 1032 Bpoii puaxkonu Uzpruvo
KbM MOMEHTA Ha NMpUJiaraHe 130 mg

<55kg 260 mg 2

> 55 kg to <85 kg 390 mg 3

> 85 kg 520 mg 4

2 [Ipubmusurenso 6 mg/kg

IIspBaTa moaKoKHA 7032 TPSOBA Aa ce MPIIIOKHU Ha CeaIMUIIA 8 clie[] HHTPAaBeHO3HATa 103a. 3a
JIO3UPOBKATA IIPH MOCJIEIBAIllaTa CXeMa Ha MOJAKOKHO mpuiiokeHue BkTe Touka 4.2 or KXII Ha
Uzpruvo uHkeKIMoHeH pa3TBop ((prakoH) M MHKEKIIMOHEH pa3TBOP B MPEABAPUTEIHO HAITBIHEHA
CIIPHUHIIOBKA.

Cmapuecka év3pacm (> 65 200unu)
He e HeoOxommuMo aganTrpane Ha 103aTa IPH MAIMEHTH B CTapyecka Bb3pacT (BXK. Touka 4.4).

bvopeurno u uepnoopobno yspescoane
He ca mpoBexaHu MpOy4BaHus C yCTCKMHYMAO MpH T3 MOMyIaniy nanneHTr. He Moske na ce gaze
npernopbhka 3a 103aTa.

Ileouampuuna nonynayus
besomacHocTTa M edmkacHOCTTa HAa ycTeKMHYyMal mpu siedeHre Ha O6onect Ha Crohn mipu fema Ha

BB3PACT I10J 18 roAvHHA BCC OLIC HC Ca YCTAHOBCHHU. Jlumcear JaHHH.

Hauwun na OPHUITOKCHHUC

Uzpruvo 130 mg e camo 3a HHTPaBEHO3HO MPIIIOKeHHE. 1ol TpsiOBa fa ce mpuiara B
NPOJBIDKCHUE HA Hall-MaJIKO eJIMH 4Yac. 3a yKa3aHUsi OTHOCHO Pa3peKJaHeTO Ha JIeKapCTBEHUSI
MPOAYKT MPEIH MPUI0KEHUE BUKTE TOUKA 6.6.

4.3 TIIpoTuBomoKa3aHus

CBpPBXYYBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO MJIM KBM HAKOE OT IIOMOLIHUTE BELIECTBA,
n30poeHu B Touka 6.1.
KiuHnuHO 3HaunMa, akTHBHA MH(EKIMs (HArp. aKTUBHA TYOepKyJi03a, BXK. Touka 4.4).

4.4 Chnenuajanu nmpeaynpeskaeHus: U NpeAnasHyl MepKH NpU ynoTpeda

IIpocnenumoct
3a 1a ce moI00pH MPOCIEAUMOCTTA HAa OUOJIOTMYHUTE JICKAPCTBEHU MPOJIYKTH, UMETO U TTAPTUIHUST

HOMEp Ha MPIJIOKEHUS MPOTYKT TPsIOBa ACHO J1a CE 3arMcBarT.

WUndeknmu

VYcrekuHyMad MOXKe Jla IMa MOTEHIWAN J]a yBelnuaBa prcka oT MH()EKINH U J1a peakTHBHPa
nareHTHU MH(ekuuu. [Tpy KIMHIYHE TPOYYBaHUS U TOCTMAPKETHHIOBO 00CEPBALIMOHHO MTPOYYBaHE
NP TALMEHTHU C ICOPHA3UC ce HaOJII0aBaT CEpHO3HU OaKTepHaaIHH, ThOWYHN U BUPYCHU HH(EKLIUH
NIPY TIALMEHTH, IPHEMAI ycTeKnHyMao (BxK. Touka 4.8).

[Ipu manmeHTH, TEKYyBaHU C YCTEKUHYMA0, ce ChOoOIaBa 3a ONOPTIOHUCTUYHY NH()EKIIUY, BKIFOYBAIIU
peakTUBUpaHe Ha TyOEpKyJ03a, IPYTH OMOPTIOHUCTUYHN OaKTepHaTHU MHPEKITUH (BKIIOYUTEITHO
aTUTTMIHA MUKOOAKTepraiHa HHGEKIVsI, MCHUHTUT, IPUIHNHEH OT Listeria, THEBMOHUS, IPUIUHEHA OT
Legionella, u HOkapuo3a), OMIOPTIOHUCTUYHN MUKOTUYHH WH(PEKIIUU, OMOPTIOHUCTUYHHA BUPYCHHU
MH(pEKIUU (BKIIOYUTEIHO SHIE(AINUT, MPUIUHEH OT XEPIIeC CUMILIEKC 2) U apa3suTHH WHPEKIIUN



(BKIJIFOUATETTHO OYHA TOKCOIUIa3MO03a).

Tps[6Ba Ja CC€ MoAxX0xXK1aa C IOBHIICHO BHUMAaHHUEC, KOTraToO CC O6C’b)KIla IMMPUJIIOKCHUCTO Ha UZpI'UVO
IIpU MaueHTU C XPOHUYHU I/IH(beKLII/II/I HJIM aHaMHE3a 3a peuuJuBrpalia I/IH(l)CKHI/Dl (B)K. TOYKa 43)

[penu 3amouBaHeTo Ha NedeHue cbe Uzpruvo mareHTuTe TpsioBa J1a ce U3CIIeABAT 3a
TyOepkyo3Ha nnpekmus. Uzpruvo He TpsOBa Ja ce mpuiiara npy NalyeHTy ¢ aKTHBHA
TyOepkymo3a (Bxk. Touka 4.3). JleuenueTo Ha naTeHTHa TyOepKyno3Ha HHMEKIHS TpsiOBa Ja 3amovYHe
npenu npuiokerneTo Ha Uzpruvo. AHTHTYOEpKyJI03HATa Tepanus ChIo TPsIOBa na 6b1e oO6chaeHa
MpeIu HaYaIoTo Ha JieueHue ¢ Uzpruvo npu nanyeHTH ¢ aHaMHe3a 33 JJaTCHTHA WM aKTHBHA
TyOepKyJ103a, Py KOUTO HE MOXKE JIa CE MOTBBP/IU aICKBaTCH Kypc Ha jeueHue. [laruenrure,
npuemany Uzpruvo, TpsiOBa J1a ce HaOroaBaT BHUMATEITHO 32 TIPU3HAIM ¥ CUMIITOMH Ha aKTHBHA
TyOepKyJio3a o BpeMe Ha JICUCHUETO U CIIE HETO.

[TanmenTuTe TpsAOBa 1a ObJAT HHCTPYKTHPAHU J]a MOTHPCAT JIEKAPCKU CHBET, aKO CE TOSBST IPH3HALH
W CUMITTOMH, TIpEIonaramy nHQEeKus. AKO MalyueHT pa3Bhe CepHo3Ha HHPEKIUS, ChbCTOSHUETO
My TpsiOBa BHUMATEIHO Ja ce ciaeau u Uzpruvo He TpsiOBa Jia ce mpuiiara, 1oKato HHPEKIusATa He
Obae oBaAsHA.

310Ka4eCTBEHU 3a001ABaHUS

HmyHoCcynpecopy KaTo yCTeKHHYMad UMaT MOTEHIIMAN JIa YBEJIMYAaBaT PUCKA OT 37I0KAYSCTBCHH
3a0osiBaHus. Hsikou manueHTH, KOUTO ca MpueMaiy ycTeKnHyMal B KIIMHUYHY MTPOYYBAHUS U B
MOCTMapPKETHHIOBO 0OCEPBAIMOHHO MPOYYBaHE IIPU MAIMEHTH C IICOPUA3UC, Ca PA3BUIIA KOKHU U
HEKOXXHH 37I0KaYeCTBCHH 3200 11BaHUA (BXK. TOUKa 4.8). PUCKBT OT 3710KaYeCTBEHH 3200 IIBaHUS MOXKE
Jia € TI0-BHCOK MPH MAIMEHTH C IICOPHA3KC, KOUTO Ca JICKYBAHHU C PYTrd OUOJOTMYHH JIEKAPCTRA B
X0/1a Ha 3a00JITBAHETO.

He ca nmpoBexxganu mpoy4yBaHus, B KOUTO yJacTBAT MAI[USHTH C aHAMHE3a 3a 3JI0KaUYeCTBEHH
3a00JIsIBAHUS MJTH B KOMTO MPOIBIDKABA JICUCHUETO Ha MAIUSHTH, Pa3BIIIU 3]I0Ka4eCTBEHO 3a00IIsIBaHE
0 BpeMe Ha IpreMa Ha ycTekuHyMa0. 3aToBa TpsiOBa Jja ce OIX0K/Ia C TOBUIIIEHO BHUMaHHE,
KOTaTo ce 00Chkaa MpuiokeHneTo Ha Uzpruvo npu Te3u MarueHTH.

Benuku nanuenTy, no-crenuanto te3u Haja 60 ToAuHy, MalueHTH ¢ aHaMHe3a 3a MPOIBJDKUTETHA
MMYHOCYIIpECUBHA TEpalysl WK TakuBa ¢ aHamHe3a 3a [ITYBA (ricopaineH u ynTpaBrojeTOBH A JIb4N)

Tepanusl, TpsOBa a ce HabJIroAaBaT 3a MosABa Ha PaK Ha Koxkara (Bxk. Touka 4.8).

CucreMHH U pecnmpaTopH PEAKIIMH Ha CBPBbXYYBCTBHTCIIHOCT

Cucmemnu

CepHro3HH peaKIMy Ha CBPbXYYBCTBUTEIIHOCT Ca JA0KJIaJBaHU B IOCTMAPKETUHIOBU YCJIOBHS, B HIKOH
CIIy4ad HSKOJIKO JHHM Ciief| iedeHnero. Mima crmyyan Ha aHaduiakcus M aHTHOeAeM. AKO C€ TIOSIBU
aHaWIaKTHYHA WM JIpyTa CEpUO3Ha peakius Ha CBPhXUYBCTBUTEIHOCT, TPSAOBA J1a CE HA3HAYH
MTOIXO/ISIIIIA TEPAIHsI M IPHIIoKeHneTo Ha UZpruvo tpsibsa 1a ce mpeycTaHoOBH (BXK. Touka 4.8).

Peaknun, cBbp3anu ¢ uHpYy3UATA

B kIMHUYHKATE U3MUTBAHMS ca HAOJF0aBaHU PeaKIiluU, CBbp3aHu ¢ nH(y3usaTa (Bx. Touka 4.8). Io
BpeMe Ha IOCTMAapKETHHTOBOTO HAOII0/IeHNE ce ChOOIIaBa 3a CEPHO3HHU PEAKIINH, CBhP3aHU C
WH(Y3UATA, BKIFOYUTEITHO aHAPWIAKTUIHH PEaKINK KbM HHOY3usITa. AKO ce HabIoaBa cepro3Ha
WJIM KUBOTO3acTpalllaBaliia peakiiys, TpsOBa Ja ce 3aloyHe MOAXO0IAIIa TePanus U MPUIOKEHUETO Ha
ycTeknHyMa0 Jia ce mpeycTaHOBH.

Pecnupamopnu

Crnyvau Ha aJiepruueH ajaBeoJIUT, €O3MHO(IITHA THEBMOHUS M HeMH(DEKIIMO3HA OTpaHH3upaIia
MTHEBMOHHS ca ChOOIIEHH TI0 BpeMe Ha IIOCTMapKeTHHroBaTa ynoTpeda Ha ycrekuaymab. Knuanunure
MPOSIBY BKITIOYBAT KAIIUTHIIA, TUCITHES M MHTSPCTUIIMATHY HHOUIATPATH CIIE]T THA IO TPH JIO3H.
CepHo3HHTE TTOCIIENI BKITIOYBAT JIWXATEIIHA HEJIOCTATHYHOCT U MPOABIDKUTEIHA XOCTTUTATU3AIIHS.



IMono6penue e croOImaBaHO ClIe/ MPEYCTAaHOBSIBAHE HA JIEYCHUETO C yCTEKMHYMA0 U B HAKOU CIIy4au
IPH IIPUIIOKEHNE Ha KOPTHKOCTEPOUAN. AKO Ob/ie H3KITI0UeHA MHPEKINS U AUArHo3aTa ce MOTBBPIH,
MPUIOKEHUETO HA YCTEeKHHYMa0 TpsIOBa Jja ce MPeyCTaHOBHU U Ja CE 3all04He MOAXOASIIO JIeUeHUE
(BXk. Touka 4.8).

CupieYHOCHA0BU CHOUTHS

[Ipu manmeHTH € TICOPHA3HC, C eKCIO3UINS Ha YCTeKHHYMa0, B TOCTMAaPKETHHIOBO 00CEPBAIlMOHHO
MPOyYBaHE ca HAOIOJaBaH! ChPIETYHOCHIOBH CHOUTHS, BKIIOUUTETHO HH(PAPKT HA MUOKapa U
MO3bYHOCH/IOB UHIIUICHT. PHCKOBUTE (haKkTOPH 3a ChPIASYHOCHIOBO 3a00JsBaHe TPsOBA Ja ce
OIICHSIBAT PEIOBHO IO BPEME Ha JICYCHHETO ChC YCTCKUHYMAO.

Bakcunanuu

[IpemopwuBa ce Aa He ce MpUiIarat >KHBH BUPYCHH WJTH JKUBU OakTepuaiHy BakcuHu (kato BLIK)
enHoBpemenHo ¢ Uzpruvo. He ca mpoBexxaaHu KOHKPETHH MIPOYUYBAHUS P MALUEHTH, BBPXY

KOHMTO HACKOPO € MpHJjlarana >kuBa BUPYCHA MM )kKHBa OakTepualiHa BakcuHa. Hsma nanxu 3a
BTOPHYHO NpenaBaHe Ha MH(EKIHS Ype3 )KUBU BAKCUHH [IPU NalMEHTH, nosy4yasamy Uzpruvo.
Jleaenueto ¢ Uzpruvo TpsiOBa f1a ce MpeyCcTaHOBU Hai-MaiKo 3a 15 cenmMuIu ciem mocieaHarta

J103a TIPE TIOCTAaBSIHETO Ha )KMBa BUPYCHA MJIM )KMBa OaKTepualiHa BAKCHHA M MOXKE J1a ce Bb30OHOBU
Half-MaJko 2 ceZIMHIIM cjie]] BaKCHHUpaHeTo. JlekapuTe, MpeanucBally JIEKapCcTBOTO, TpsiOBa aa
HanpaBsT cipaBka ¢ KpaTtkara xapakTepucTuka Ha IPOIyKTa 32 KOHKPETHATa BAKCHHA 3a
JOIIBIIHUTEHA HHQOpMAIIHS U yKa3aHHs 32 €THOBPEMEHHATa YIOTpeba Ha UMYHOCYTIPECHBHH
JIEKapCTBa CJIe]l BAKCUHUPAHE.

He ce mpenopbsuBa npunarane Ha >kuBu BakcuHU (kaTo LXK BakcuHa) mpu kppmadeTa, ¢ eKCIIO3HUIUS
Ha YCTEeKMHYMa0 in Utero, B mpoJbKeHHE Ha JABAHAIECET Mecea Cliel PaXKIaHeTO HIIH JI0KATO
CEepYMHHTE HMBA HAa yCTEKUHYMAa0 NP KbPMAUeTO CIIaIHAT MO/l HUBOTO HA JETEKINS (BXK. TOUKU 4.5 1
4.6). Axo e HanMIe KaTeropu4Ha KIMHUYHA 105132 32 OTAEIHOTO KbpMayue, MOXKeE J1a ce OOMHCIH
MpuUjIaraHe Ha *KUBa BaKCHHA B [TO-PAaHEH MOMEHT, aKO HE C€ OTKPHBAT CEpyMHU HUBA Ha
YCTEeKHUHYMao.

[MammenTture, kouto ynorpedssat Uzpruvo, MoXxe Ja MoTyqaT e THOBPEMEHHO HHAKTUBUPAHU WITH
yOUTH BaKCHHHU.

Hdbarocpounoro neyeHue ¢ Uzpruvo He MOTUCKA XyMOPAJIHUS UMYHEH OTTOBOP KbM
MMHEBMOKOKOBHTE MOJIM3aXapUIHN BAKCUHH WU KbM BAaKCHHHUTE CPEITy TeTaHyc (BX. Touka 5.1).

ExHoBpeMeHHa UMYHOCYIIPECUBHA TEPAINS

[Tpu npoy4BaHus IpH NICOPHUA3UC HE Ca OLICHSIBAHN 0€30IMaCHOCTTA U e(PMKACHOCTTA HA YCTEKHMHYMa0
B KOMOMHALIMS ¢ UMYHOCYIIPECOPH, BKIIOUNTEITHO OMOJIOTMYHM NPOIYKTH Wi poroTepanus. [lpu
NPOYYBaHUs MPH NICOPUATHYEH apTPHUT, eAHOBpeMeHHaTa ynoTpeda Ha MTX He nosiusiBa
Oe3omacHOCTTa U ePUKACHOCTTA Ha ycTeKnHyMab. B nmpoyusanusita npu 6onect Ha Crohn u
YIILEPO3EH KOJIUT EAHOBPEMEHHATA yIIOTpeda Ha IMyHOCYIPECOPH WIIN KOPTUKOCTEPOUIN H3IIIEKIA
HE MOBIUsIBa 0e30MacHOCTTa WK epUKacHOCTTa Ha ycTeknHyMab. TpsaoBa na ce moaxoxaa c
MOBHIIIEHO BHUMaHHE, KOraTo ce 00CHK/Ia €THOBpEMEHHATA YIIOTpeOa Ha IPYTH HMYHOCYTIPECOPH U

Uzpruvo uimy pu MpeMHUHABAHETO KbM JICYEHHE C APy OMONOTUYHHI UMYHOCYIIpECOpH (BK. TOUKa
4.5).

HmyHotepanus

YcTekuHyMal He € OleHSIBaH MPH MalMeHTH, KOUTO Ca MOJJIaraHi Ha UMyHOTepanus 3a anepruu. He e
n3BecTHO qanmu Uzpruvo Moske /1a ce OTpa3y Ha UIMyHOTEpanuaTa Ipy alepruu.



CepHo3HHU KOXKHU 3a00JIsIBAaHUS

[Tpu manuenTu ¢ ncopuasuc ce choOIaBa 3a ciaydyan Ha eKC(OIMATUBCH JSPMATHUT CJIC]T JICUCHHUE C
ycrekuHymab (Bx. Touka 4.8). [lareHTrTe ¢ mcopuasuc ¢ miaku MOXKe Jia pa3BUAT ePUTPOJACPMUYUCH
TICOPHUA3HUC KAaTO YaCT OT ECTECTBEHUS X0/ Ha 3a00JIIBAHETO ChC CHMITTOMH, KOUTO MOXKE OT KJIMHUIHA
TJIeIHA TOYKA J1a He CE OTIMYaBaT OT eKCc(hoMMaTUBHUS AepMaTuT. Jlekaprre TpsOBa 1a BHIMaBaT 3a
CUMITOMH Ha EPUTPOJICPMUYCH IICOPUA3UC W CKCPOTUATHBEH JCPMATHUT KaTO YacT OT
MOHHUTOPHPAHETO Ha IICOpHA3Nca MPH MarreHTa. AKO T€3H CHMIITOMH Ce€ TIOSBST, TPSOBa 1a ce
3armovHe noaxozsmo gedenue. [Ipuembt Ha Uzpruvo TpsdBa qa ce mpeycTaHOBH, aKO Ma

CBMHEHHUS 32 JICKAPCTBEHA PEAKIIHSL.

3aboisiBaHus, CBEP3aHU C JIYITYC

Crnyuyan Ha 3a00JIsIBaHUs, CBBP3aHHU C JIYIYC, C€ ChOOIIABaT NPHU NAIMCHTH, JICKYBaHU C YCTEKUHYMAO0,
BKITIOUHTEITHO KOXKEH JYIYC epUTEMATOICC | JIynyc-moio0eH curapom. [Tpy Bb3HUKBaHE HA JIC3UH,
0c00CHO Ha M3JIOKEHUTE Ha CITBHIIC YYaCcThIIM Ha KOXKATA, UITH aKO T€ CE ChITBTCTBAT OT apTPaJIrus,
MAIMeHTHT TPSAOBA Jla MOTHPCH He3a0aBHO JIeKapcKa MOMOII. AKO Ce TOTBBPAAT 3200 IsIBaHMSI,
CBBP3aHHU C JIYIyC, YCTCKUHYMAa0 Tpsi0Ba Jia ce MPEyCTAHOBH U JIa Ce 3all0YHE TOAXO/ISINO JICUCHHE.

CrernuanHu nonyJIaiun

Cmapuecka év3pacm (> 65 200unu)

B kIMHUYHWTE W3MUTBAaHUS MIPH OJIOOPEHUTE TIOKA3aHUS HE c€ HAOI0aBaT ChIICCTBCHU Pa3IHyKs B
euKacHOCTTa WM OE30MaCHOCTTA IPY MALMEHTH Ha 65-TOAXIIHA BB3PACT U IIO-TOJIEMHU, KOUTO
MOJy4aBaT YCTEKHHYMa0, B CpaBHEHHUE € TIO-MJIa I MALMEHTH. bposAT Ha manueHTuTe Ha Bb3pacT

65 roMHM ¥ O-TOJIeMH 00aue He € JOCTaThYEH, 3a J1a C€ ONPe/es A1 Ce TOBIUIBAT Pa3INuHO OT
Mo-MJIaIuTe MarueHTH. Thi KaTo pa3npocTpaHeHHETO Ha MH(EKIUU cpell cTapyecKaTa IMOMmyJIalist
KaTo ISUI0 € IO-TOJISIMO, JICYEHUETO NPH MALMEeHTH B CTapuecKa Bb3pacT TpsOBa 1a ce mpuara
BHUMATEIHO.

CopabpkaHue Ha HATPUH

Uzpruvo ceabprxa mo-manko ot 1 mmol Hatpuii (23 mg) Ha 1032, T.e. MOXKE /1a Ce Kaxe, 9e
NPaKTUYECKU HE ChAbpiKa HaTpuil. UZpruvo obade ce paspexka ¢ HaTpUeB

xyopua 9 mg/ml (0,9%) nndysnonen paszrsop. ToBa TpsiOBa 1a ce ©Ma npeABH] NIPH NALMEHTH Ha
JMeTa ¢ KOHTPOIUPAH MpHeM Ha HATpuH (BXK. ToUKa 6.6).

IMonucop6aru
To3u nexkapcTBeH MpoayKT chabpxa 10.4 mg nonucopdar 80 BbB BcekH (IIakoH, KOEO €

expuBasieHTHO Ha 0.4 mg/ml. [TomucopOaTuTe MOTaT 1a NPUYMHSAT ACPIHYHN PEAKIUH.
4.5 BzaumopaeiicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru opMu Ha B3auMoJelicTBUE
JKuBu BakcuHU He TPsiOBa Ja ce IpuiiaraT eqHoBpeMeHHO ¢be Uzpruvo (Bx. Touka 4.4).

He ce npenopbuBa npunarane Ha >kuBu BakcuHU (kaTo BL[JK BakcuHa) mpu kbpMadeTa, ¢ €KCIIO3UIHS
Ha ycTekuHymab in Utero, B mpoab/KEeHHEe Ha JIBAaHAIeCeT Mecella Clie]] PaXKIaHeTO HITH JI0KAaTo
CEpYMHHTE HHMBA HAa yCTEKUHYMAa0 MPH KBPMAUETO CIIaTHAT IIOJT HUBOTO HAa JACTEKITUS (BXK. TOUKHU 4.4 1
4.6). AKO e HauIle KaTeropruyHa KIMHWYHA 0J13a 33 OTJEITHOTO KbpMade, MOXKe J1a C€ OOMHCITH
MpHJIaraHe Ha )KMBa BaKCHHA B TTO-PaHEH MOMEHT, aKO HE CE OTKPHUBAT CEPYMHH HHBA Ha
YCTEKHHYMao.

He ca npoBexxaanu mpoy4yBaHus 3a B3auUMOJIeHCTBUsITA Ipu Xopa. [1pu (hapMakOKMHETUYHY aHATN3H
Ha TIOMyJIaIuaTa, HAMPaBeHN B TpoydBaHus daza 3, € m3cinenad ePpeKThT Ha HAW-UECTO
€THOBPEMEHHO MPUEMAaHH JIEKAPCTBEHH TPOIYKTH TIPH MAIIMEHTH € TICOPUA3UC (BKIIOUYUTEITHO U
napareramoi, uoynpodeH, aleTUICATHIIUIOBA KHUCEINHA, MET()OPMHH, aTOPBACTATHH,
JIEBOTHPOKCHH) BBPXY (papMaKOKHHETHKATa Ha ycTeKuHyMa0. He ca HaOmo1aBaHy MpU3HAIY Ha



B3aUMOJICHCTBHUE C TE3H €IHOBPEMEHHO IPUEMAaHH JIEKApCTBEHU NPOAyKTH. OCHOBA HA TO3U aHAIN3 €
¢bakThT, ye Hali-manko 100 manmenT (> 5% OT U3ceABaHaTa MOITyJIAINs) ca JIKYBaHU
€HOBPEMEHHO C TE3U JIEKAPCTBEHM MPOAYKTH Ipe3 noHe 90% oT neproaa Ha MpOy4BAHETO.
dapMaKOKHHETHKATa HA YCTEKHHYMal He ce € MOBIUsUIa OT eJHOBpeMeHHaTa ynotpeba Ha MTX,
HCIIBC, 6-mepkantomnypuH, a3aTHOIIPHH W TIEPOPATHA KOPTUKOCTEPOUIH TIPH MAITUEHTH C
TICOPHATHYCH apTpHT, OonecT Ha Crohn WM yIIIepO3eH KOJHT, WK OT MPEANIecTBaIla eKCIIO3UITHS Ha
antu-TNFa cpencTsa, mpu MalMeHTH ¢ IIcOpUaTudeH apTput uium 6onect Ha Crohn, umu ot
TpeIIecTBaIa SKCIIO3UITHS Ha OMOJOTHYHH JIEKApCTBEHU POIYKTH (T.e. anTU-TNFa cpenctsa u/mnu
BEJI0JN3yMal) MPH MAUEHTH C YIIepO3eH KOIUT.

Pesynratute oT mpoydBaHe in Vitro He mpezmonarat HeoOX0AUMOCT OT afaNTHPaHe Ha J03aTa MPH
MAIMeHTH, KOUTO morydaBat egHoBpemMeHHo CYP450 cyOcrpaTtn (Bx. Touka 5.2).

[Tpu npoyuBaHus NpU IICOPUA3UC HE ca OLCHSIBaHU 0€30MaCHOCTTa 1 e(PUKACHOCTTA HA YCTEKHMHYMa0
B KOMOHMHALUS ¢ UMYHOCYIIPECOPH, BKIIOUNTEITHO OMOJIOrHYHM cpeacTBa uin ¢pororepanus. [Ipu
MPOYYBaHUS MPHU TICOPUATHYCH apTPUT, eAHOBpeMeHHaTa ynorpeda Ha MTX He moBnusBa
Oe3omacHOCTTa U ePUKACHOCTTA Ha ycTeknHyMa0. B npoyuBanusTa mpu 6osect Ha Crohn n
YIILEPO3€H KOJIUT EAHOBPEMEHHATA yoTpeda Ha IMyHOCYIPECOPH WIIN KOPTUKOCTEPOUIN H3IIIEKIA
He TIOBJHsBa 0€301acHOCTTa WK ehUKACHOCTTa Ha yCTeKHHyMa0. (BK. Touka 4.4).

4.6 @epTHINTET, OPEMEHHOCT H KbpMeHe

Kenu ¢ gereposieH DOTEHITHAI

JKenu ¢ neteponieH noTeHnmai TpsAOBa qa U3MOI3BAT €(PEKTHBHE METOM Ha KOHTPAIIETIIIH TTO0 BpeMe
Ha JIEYeHHE U 10 15 ceaMuIu cien 1e4eHHUETO.

BpemenHoct

[MpocrieKTUBHY JaHHU OT HETOJISIM Opoii cirydan Ha OPEMEHHOCT CJIe/] eKCIIO3HIIUS Ha YCTEKHHYMa0 ¢
W3BECTEH M3XOJl, BKIIIOYHUTENHO MoBede oT 450 ciryyast Ha OpeMEHHOCT ¢ eKCIIO3HIINS MPe3 MbPBHS
TPUMECTHP, HE IOKA3BAT MOBHUILEH PHCK OT TOJIEMH BPOACHU MaJI(POpPMALIH P HOBOPOAEHOTO.

[IpoyuBaHusiTa IPH JKUBOTHU HE MOKA3BAT MPEKH UM HEMIPEKHU BpeAHHU e()eKTH, CBbP3aHH C
OpeMEHHOCTTa, eMOPHOHATHOTO/(ETATHOTO Pa3BUTHE, PAXKIAHETO MM MOCTHATATHOTO Pa3BUTHE (BXK.
ToYka 5.3).

Hanmuunust knuaMYeH onut, obade, € orpanndeH. Karo npeanasHa Mspka e 3a nmpeArnodnTane Ja ce
n30srea ynorpedara aa Uzpruvo no Bpeme Ha OpeMEHHOCT.

Ycerekunymab mpeMuHaBa Mpe3 IUIANeHTaTa U ce OTKPUBA B CepyMa Ha KbpMadeTa, POJICHU OT JKEHH,
JIEKYBaHH C YCTEKHHYMa0 10 BpeMe Ha OpeMeHHOCTTa. KIIMHUYHOTO BB3/IeiicTBHE Ha TO3U (akT HE €
W3BECTHO, HO PUCKBT OT UH(MEKIIMS MPU KbpMadeTa ¢ SKCIO3UIHS Ha YCTeKHHYMa0 in utero moxe aa
0bJle ToBHUIIIeH ciell paxaaneTo. He ce mpenoppyuBa mpuiarane Ha xuBH BakcuHH (KaTto BIDK
BaKCHHA) MPH KbpPMadeTa, C CKCIO3UIMS Ha yCTeKHHYMa0 in Utero, B mpoabKeHHE Ha

JIBAaHAJIECET Mecella CIIe]] PaXKIaHEeTO WU TIOKATO CEpyMHHUTE HUBA HAa YCTEKHMHYMAa0 TpY KbpPMayeTo
CIIaHAT TI0]] HUBOTO Ha JETEKITHS (BX. TOUkH 4.4 n 4.5). AKo € HanuIe KaTeropuiHa KIIMHNYHA T10J13a
3a OTAEIHOTO KbpMaue, MOXKEe Jia ¢€ OOMHCIIY TpUiIaraHe Ha )KMBa BaKCHHA B TIO-PaHEH MOMEHT, aKO
HE Ce OTKPUBAT CEPyMHU HUBA Ha yCTEKHHYMaO0.

Kbpmene
OrpaHuveHH JTaHHU, yOJUKYBaHU B JINTEPATYpaTa, IOKA3BAT, Y€ YCTEKHHYMa0 ce eKCKpeTUpa B

YOBEIIIKaTa KbpMa B MHOTO MaJIKH KomuecTBa. He € n3BecTHO manu ycreknHymab ce abcopoupa
CHCTEeMHO clief1 roripiiane. [lopaay noreHmana 3a mposiBa Ha HEXKEJIaHH JIEKAPCTBEHH PEaKIIui KbM
yCTeKMHyMab Mpu KbpMaueTaTa, TpA0Ba /ia ce B3eMe pelIeHne Iaju Jja ce IPEyCTaHOBH KbPMEHETO
0 BpEME Ha JICYCHHE U 0 15 ceaMunu ciefl JICUEHUETOo, WU 1a C€ MPEYCTAHOBHU TEPaIUiTa ChC
Uzpruvo, xaTo ce B3eMaT MpeIBH/I MoI3aTa OT KbPMEHETO 32 JIETETO U 1M0JI3aTa OT TepanusiTa ChC



Uzpruvo 3a >xeHara.

Deprriurer
EdexThT Ha ycTeKMHYMa0 BBpXY (epTHIUTETA IPH X0pa HE € OIleHEH (BXK. To4Ka 5.3).

4.7 EdexTu BbpXy crioco0HOCTTA 32 mo¢upaHe U padoTa ¢ MAIIUHI
Uzpruvo He TTOBJIMABA WM ITOBIHABA IMTPEHEOPEKUMO CITOCOOHOCTTA 3a modupaHe u padora.
4.8  Hexenanu JeKapcTBeHH PeaKIUH

O060061eHMEe Ha poduia Ha OE30I1aCHOCT

Haii-yecTute HexenaHu JIeKapcTBEHH peakuuu (> 5%) B KOHTPOIMPAHUTE NEPUOIH OT KIMHUYHUTE
NPOY4BaHUs IPH BH3PACTHH C IICOPHA3HC, TICOpUATHIEH apTpuT, 6osiecT Ha Crohn u ynuepo3eH KonuT
¢ ycTekuHyMab ca Ha3ogapuHruT U rinasodonue. [loBeuero oT TIX ce cunTar 3a JISKH U He Hajarat
MIpeKbCBaHE Ha MPOYYBAaHOTO JeueHue. Hall-cepro3HaTta HexennaHa JIeKapcTBeHa PEeaKIysl, KOsITO €
cbOOIIaBaHa 3a YCTEKNHYMa0, € CepruO3Ha Peakysl Ha CBPbXUyBCTBUTEIHOCT, BKIIOUUTETHO
aHadwmrakcus (Bx. Touka 4.4). O6uusaT mpodwit Ha 6€30MacHOCT € MOA00EH IIPH MAIUEHTH C
TICOpPHUA3UC, IICOpUATHUCH apTpuT, OosiecT Ha Crohn U ymIiepo3eH KOJUT.

TabnudeH CIMCHK HA HEXKEIAHUTE PEaKIIun

JannuTte 3a 6€30MacHOCT, IPEAOCTaBEHH IMO-/I0JTY, Ca MOMYYEeHH Clie]l eKCTIIO3UIHS Ha yCTeKnHyMa0
npy Bb3pacTHU B 14 npoyuBanus daza 2 u ¢asa 3 npu 6 709 manmentu (4 135 ¢ ncopuasuc u/uinm
rcopuaTuyeH apTpuT, 1 749 c 6omect Ha Crohn n 825 marmieHTy ¢ ynmepo3eH Koiut). ToBa BKIIOUBa
EKCITO3UINS Ha yCTEeKMHYMa0 B KOHTPOJIUPAHUTE U HEKOHTPOJIMPAHUTE TIEPUOAN HA KIIMHUIHHUTE
MPOYYBaHUS B IPOIBDKEHUE HA Hail-manko 6 mecena uinu 1 ronuna (4 577 u 3 253 manuenTn
CBHOTBETHO C IICOpHUA3NC, TICOPUATHYCH apTpuT, 6osiecT Ha Crohn WM ynmepo3eH KOJIUT) U
EKCITO3UIHS 32 Hal-Manko 4 i 5 roauan (cboTBeTHO 1 482 1 838 maruenTy ¢ ncopuasuc).

B Tabnuia 2 € nmokasaH CIHCHK C HEXKEIAHUTE JIEKAPCTBEHU PEaKIMU OT KJIMHUYHY [IPOYUBAHUS TIPU
BB3PACTHHU C TICOPHA3HC, TICOPHATHICH apTPUT, OojecT Ha Crohn  yiIiepo3eH KOIUT, KaKTo U
HEXETaHUTE PEaKIUK OT MOCTMAPKETUHTOBaTa yroTpeda. Hexxenanure peakiyu ca Kiacuuimpanu
0 CUCTEMO-OPTraHHU KJIaCOBE U Y€CTOTA ChIJIACHO ClIeJIHATa KOHBEHIMs: MHoro dectu (> 1/10),
Yectu (> 1/100 mo < 1/10), Hewectu (> 1/1 000 go < 1/100), Peaxu (> 1/10 000 mo < 1/1 000), Muoro
penxu (< 1/10 000), c Hen3BecTHA YecToTa (OT HATMYHUTE TAHHU HE MOXe J1a ObJie HallpaBeHa
orieHka). [Ipu BCsiko rpynupaHe B 3aBUCMMOCT OT YECTOTaTa HEXEJIAHUTE JICKApPCTBEHU PEaKIIUU Ce
M30pOsABAT B HU3XOSI P/l IT0 OTHOIICHHUE Ha TAXHATA CEPUO3HOCT.

Tabnuya 2 Cnucvk HA HeXCENAHU PEaKyuu

Cucremo-opranau Yecrora: Hexxenanm peakuuu

KJIacoBe

WNudexnyu u nndpecranmm Yecty: nHOEKIHSA HA TOPHUTE JUXATEIHHU ITHTHINA, HA30(DapHHTHT,
CUHY3HT

Heuectn: nenynur, NeHTaTHA HHOEKIUH, XEpIIeC 30CTep, HHPEK-
IUS1 HA JIOJTHUTE INXATEeNTHH IIBTUIIA, BAPYCHU UHPEKIMN Ha TOP-
HUTE AUXATEJIHU ITBTHIIA, BYJIBOBarnHAIHA MUKOTHYHA MH(EKIINs

Hapyuienns Ha umyHHata Heuectu: peaKnuK Ha CBPhXUYBCTBUTEITHOCT (BKIFOUUTEITHO
cucremMa 006pHUB, YpTHKAPH)
Penku: CEpPHO3HM PEAKIIMU Ha CBPBXUyBCTBHUTEITHOCT

(BKITFOUUTEITHO aHA(PHUIAKCHUS, aHTHOCIEM)

ITcuxuunu HapylIeHUst Heuecrtu: Henpecust

Hapymenus Ha HepBHaTa Yectu: 3aMaiiBaHe, ri1aBoOoue
cucremMa Heuecru: JMLEBa Mapaius3a




CI/lCTeMO-OpFaHl{l/I

Yectora: Hexxesnanu peakunu

MHoro penku:

KJIacoBe

Pecniuparopuu, rppaau u Yecru: opotapunreanna 6onka

MeINacTUHATHA Heuecru: HazajHa KOHTECTHUs

HapyIICHHUS Penxu: aJIeprUyeH ajJBEOJUT, EO3MHO(DMITHA THEBMOHUS

OpraHu3upaIia MMeBMOHUS™

MHoro peaku:

CroMalHo-4peBHU Yecrn: JIuapus, TaficHe, IOBPBIIaHe

HapyLICHHS

Hapymenus Ha koxaTa u Yectu: cbpOex

MTOJKOXKHATA ThKaH Heuecru: IIyCTYJI03€H MCOpHa3yc, eKCQonuanys Ha Koxara,
aKHe
Penku: eKc(OoIMaTUBEH AEPMATUT, XUIIEPCCH3UTUBEH
BaCKyJIAT

Oymo3eH eMGHUTONT, KOXKCH JTYITYC EPUTEMATOIEC

Hapyienust Ha MycKyJIHO-
CKEJIETHATa CHCTEMA H
ChEIMHUTEITHATA ThKaH

Yectu::

MHoro penku:

00NKH B T'bp0a, MUAJITHUS, apTPaITUs
TyIyc-mo100eH CHHIPOM

OO HapymeHus 1
eeKTH Ha MACTOTO Ha
MPUIOKECHUE

Yectu::

yMopa, epuTeMa Ha MACTOTO Ha MH)KEKTHpaHe,

00JIKa HAa MSICTOTO Ha WHXXCKTHUPAHE

Heuectn::

peakIuy Ha MSCTOTO Ha MH)KEKTHPaHE
(BKIIIOUUTENHO KPHbBOU3IHB, XEMATOM,
BTBBP/JABAHE, TIOJyBaHE U ChPOEXK), aCTeHHUS

*  Bmxre Touka 4.4, CHCTEMHH U pECITUPATOPHU PEAKIIUN Ha CBPBXTYBCTBUTEITHOCT.

Onucanue Ha n30paHu HEeXKEJIaHU JICKAPCTBEHH PEAKIIMU

Hngpexyuu

B mane60-koHTpoMMpaHy MpOyYBaHMSI IIPH MAIUEHTH € TICOPHA3HC, ICOPHATUYEH apTPUT, O0JIecT Ha
Crohn u ynepo3eH KOJUT NPOLEHTHT Ha MHPEKIUUTE WIN CEPHO3HUTE MH(DEKLINH € CXOJICH MPH
NalUeHTHTE, JEKYBaHH C YCTEKMHYMa0, U NIPH JIEKyBaHUTE ¢ Tuiane0o. B mnane6o-KoHTpoIupaHus
MIEPHUO/I HA T€3U KIIMHUYHU IIPOYYBaHUS YyecToTaTa Ha MH(eKuuTe ¢ 1,36 3a manueHToro[uHa
npociensBaHe Py NalueHTH, JIeKyBaHH ¢ YCTeKHHYMa0, u 1,34 — npu nauueHTH, JIeKyBaHH ¢
riane6o. [losBunure ce ceprosnu nHdpekuu ca ¢ yecrora ot 0,03 3a HaMEeHTOroAMHA IpOCeIsIBaHe
NIpY TIALMEHTH, JIeKyBaHu ¢ ycTekuHyMao (30 cepro3nn nadpeknnu 3a 930 nanueHToroanHu
npocnensasane), u 0,03 npu manueHTH, JeKyBanu ¢ miaredo (15 cepuo3nu nHdekuu 3a

434 manuMeHTOroAMHM mpocieasBane) (BxK. Touka 4.4).

B KoHTpOnHMpaHUTE M HEKOHTPOJIHUPAHHUTE IEPHUOIN Ha KIIMHUYHUTE MPOYYBAHUSA MTPH TICOPHA3HC,
NICOpUATHYEH apTpUT, 6osecT Ha Crohn M yJmepo3eH KOJIHT, MPeaCTaBIIsBaLLH

11 581 nanuenToroauuu ekcno3unus npu 6 709 nanueHTy, MeAaHaTa Ha BPEMETO Ha MpocieAsBaHe
e 1,0 ronunwy; 1,1 roguHuM 3a Mpoy4yBaHusATa Mpu nicopuasuc, 0,6 ToJMHU 32 MPOYUYBAHUSATA ITPH OOJIECT
Ha Crohn u 1,0 ronuna 3a npoyuBaHusTa C yaepo3eH Konut. [IpoueHTsT Ha nHpeknuute € 0,91 3a
NaIMEHTOTrO/IMHA MTPOCIIeAsABaHe MIPH NalMEHTH, JIEKYBaHH C YCTEKMHYMa0, a IPOLUEHTHT Ha
cepuo3nuTe nHpekmn npu Tsx e 0,02 3a nanueHToronuHa npocnenssade (199 cepro3nu HHPEKIHN
3a 11 581 manueHTOroAMHM IPOCIIEAsIBaHE) U Ca JOKJIAABAHH CEPHO3HN MH(EKIUH, BKIIOYUTETHO
THEBMOHMS, aHAJIEH a0CIec, LeTyJIUT, AUBEPTUKYIIUT, TACTPOCHTEPUT U BUPYCHHU HHPEKIIH.

B mpoBeieHr KTMHUYHY POYYBAHUS MAIIMEHTH C JIATEHTHA TYOEpKYJ103a, KOUTO ca OHIIH

CAHOBPCMCHHO JICKYBAHU C U30HHUA3U, HC Ca pa3BUJIN Ty6ep1<yno3a.

3noxauecmeenu 3abonasanus

B mnanie60-koHTpoIMpaHys IepHo/I Ha KITMHHYHH POYYBaHUsI ITPH TICOPUA3UC, TICOPHATHYECH apTPHT,
6onect Ha Crohn ¥ yiIepo3eH KOJHUT Y€CTOTaTa Ha 3JI0KAYeCTBEHUTE 3a00JIIBaHUS, C U3KITIOUCHHE Ha
HEMEJIaHOMEH pak Ha Koxata, ¢ 0,11 3a 100 marueHToroquHu IpocieasBaHe Py MaIlueHTH,



neKkyBaHu ¢ ycrekuaymab (1 manueHT 3a 929 nmarueHToroIuHA mpocieasBane) B cpaBaenue ¢ 0,23
MIpH MAIUEeHTHTE, JIeKyBaH! ¢ Tuiane6o (1 manueHT 3a 434 manueHTOroINHY MPOCIeIIBaHe).
UecToTara Ha HEMellaHOMEH pak Ha koxkata € 0,43 3a 100 marueHTOroAMHM MpoCieAsiBaHe 3a
MAIUCHTHUTE, JICKYBaHH C YCTeKMHYyMa0 (4 mamueHTH 3a 929 nanueHTOoroJuHY MPOCieIsIBaHe) B
cpasaenue c 0,46 mpu manueHTHTe, JIEKyBaH! ¢ Turanedo (2 nanuenTty 3a 433 manueHToroInHI
MpoCTIeAsSBaHE).

B xoHTponmpaHuTe ¥ HEKOHTPOJIHUPAHUTE IEPHUOIN Ha KIIMHUIHUTE MIPOYIBAHUS MTPH TICOPUAZHC,
TICOpUATHYEH apTpuUT, OoJecT Ha Crohn U yiepo3eH KOIHT, IPeACTaBIIIBAIIH

11 561 nmanuenToroaunu ekcro3uiys npu 6 709 nanueHnTy, MeAaHaTa Ha BpEMETO Ha MPOCIeAsIBaHe
e 1,0 ronuna; 1,1 roguHu 3a mpoy4BaHusiTa Npu ncopuasuc, 0,6 TOAMHY 3a MPOYyUIBaHUATA MIPU OoJIeCT
Ha Crohn u 1,0 roguHa 3a Mpoy4YBaHUATA C YAIEPO3eH KOJIUT. 3II0Ka4eCTBEHH 3a00IIBaHNUS, C
M3KIIIOUEHHE Ha HEMENTaHOMEH paK Ha KojkaTa, ca JO0KJIaJBaHu Ipu 62 MalueHTH 3a

11 561 nanuentoroauau Ha mpocieasBane (dectota ot 0,54 na 100 mareHTOroIMHN Ha
TIpOCIIeIIBaHe MPH MAIUEHTH JIEKYBaHH ¢ YCTeKnHyMa0). Te3n cirydan Ha 3I0Ka4eCTBEHU
3a00IABaHs, CHOOIIEH TIPH MAITUEHTH, JIEKYBAaHU C YCTEKMHYMa0, ca CpPaBHUMH C OYaKBAHUTE
ciiy4au B oO1ara nomysiaius (ctanaapTu3upan koedunuent Ha yecrota = 0,93 [95% norepureneH
unTepsain: 0,71, 1,20], kopurupas 3a Bb3pacT, oI U paca). Haif-uecto HaOmro1aBaHUTE
3II0KaY€CTBEHH 3a00ISIBAaHAS, PA3IMYHA OT HEMEIAHOMHUS KapIImHOM Ha KOXaTa, ca KapInHOM Ha
MpocTaTara, KOJOPEKTaJIeH KaplIMHOM, MEIaHOM U KapIIMHOM Ha IrbpAata. CilydanTe Ha HEMEIaHOMEH
KapuuHoM Ha kokarta ca 0,49 na 100 marmeHTOroIMHN Ha POCieAsIBaHe MPU MAIUEHTH, JICKYBaHH C
ycrekuayMab (56 manuentn 3a 11 545 manmeHToroanHN Ha nipocnensBane). CbOTHOIIEHUETO Ha
MAalMeHTH ¢ 6a3aJIeH CIIPSMO CKBAMO3HOKIICTHUCH KaplIMHOM Ha Kokata (3:1) € cpaBHUMO ChC
CHOTHOIIICHUETO B 00IaTa Mmomynanus (Bx. Touka 4.4).

Peaxyuu na cepvxuyscmeumennocm u peakyuu Kom uH@y3uama

B npoyuBaHusiTa ¢ HHTpaBEHO3HA HHAYKIUS ITpu O6osiecT Ha Crohn U yniiepo3eH KOJIUT He ce
ChOOIIaBaT CHOUTHS HAa aHA(WIIAKCUS MITH JPYTH CEPUO3HU peakiy KbM HHPY3UATA Cie]] eAMHIYHA
MHTpaBeHO3Ha 703a. B Te3u npoyuBanus 2,2% ot 785 nauueHTH, JIeKyBaHH ¢ mianebo, u 1,9% ot
790 manueHTH, JIEKYBaHH C MIPENOPhYUTEIHATA 1033 YCTEKMHYMa0, ChoOIIaBaT HeXKeJIaH! ChOUTHS,
BB3HUKHAJIM 10 BpeMe Ha UM B PaMKHTE Ha elnuH yac oT nHdy3usra. [To Bpeme Ha
MOCTMAapKETHUHIOBOTO HAOJII0IEHHE Ce ChOOIIaBaT CEPHO3HH PEAKLNH, CBbP3aHH ¢ MHDY3HITA,
BKITFOUUTEITHO aHAPWIAKTUIHH PEAKIIUN KbM HHY3UATA (BXK. Touka 4.4).

Ileduampuuna nonynayus

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

be3zonacHocTTa Ha ycTeknHyMal e mpoydeHa B JIBe MpoyuBaHus (aza 3 Mpu neAuaTpUIHH MaIUSHTH C
YMEPEH /10 TEKbK IIAK0oB nicopuasuc. [IspBoTo npoyusane e npu 110 nanueHT Ha Bb3pacT ot 12 110
17 ropuHu, NEKyBaHH B MpoAbbKeHNe Ha 60 ceIMHIIM, a BTOPOTO TPOYyYBaHe € Npu 44 mannueHTH Ha
BB3pacT oT 6 10 11 roguHw, JIeKyBaHU B MPOIbIDKEHHE Ha 56 ceamuin. KaTo 151710 ChOOILIEHUTE
HE)KEJIaHU ChOUTHS B TE3H ABE MIPOYUBAHUS C JaHHU 3a Oe30MacHOCT A0 1 roguHa ca moJoOHH Ha
Te3H, HaOJI01aBaH! B PEAMIIHU IPOYYBAHHS IPU BB3PACTHH C TUIAKOB IICOPHA3HC.

C'BO6I]_IaBaHG Ha 10J03MpPaHH HEXCJIaHW PCAKIINH

CpoO11aBaHeTo Ha T0I03UPAHK HEXKEIAH! PEaKIUK CJIe]] pa3pelaBaHe 3a yrnorpeda Ha JIeKapCTBEHUsI
OPOIYKT € BaxkHO. ToBa M03BOJIsIBA J1a MPOIBIDKU HAOIFOICHUETO HA ChOTHOIICHHETO MOJI3a/PHUCK 32
JICKapCTBEHUS MPOAYKT. OT MEIUIMHCKUTE CIICIUATHCTH CE U3UCKBA J]a ChOOIIABAT BCSIKA
MOJI03UPaHa HeXellaHa Peakius Yype3 HAIMOHAIHA CHCTeMa 3a ChOOIIaBaHe, TIOCOYCHA B

IIpunoxenne V*.

4.9 Ilpeno3upane
Enunanyan no3u 10 6 mg/kg ca npunaraHi HHTPaBEHO3HO B KJIMHHYHH MPOYYBaHUS 0e3

orpaHnvaBaliia 103aTa TOKCUYHOCT. B cnyqaﬁ Ha OpCAO3HUpPaHC CC NPCTIOPHUBA MANUCHTUTC [1a CC
Ha6JIIOIIaBaT 3a IpU3Halu Uik CUMIITOMH Ha HEXKEJIIaHU pCaKIU 1 He3a0aBHO ha Ce IMPUIOKH
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moaxXoadaIo CUMIITOMATHYHO JICYCHUC.

5.  ®APMAKOJIOTMYHU CBOMCTBA
5.1 ®apmakoauHAMHYHU CBOWCTBA

®dapmakoTepaneBTHYHA Tpyna: myHocynpecopu, nHxuOnTOpH Ha nHTepineBkuHa, ATC xox:
LO4ACO05

Uzpruvo e 6uoornvHo moao6eH iekapcTBeH mpoaykt. [TloapoGHa uHpOpMaIHs € mpeaocTaBeHa Ha
yebOcaiita Ha EBporneiickara areHmus o jekapcrsara https://www.ema.europa.eu.

MexaHu3bpM Ha IeWCTBUE

Ycereknaymab e n3isuio yosentko [gG 1k MOHOKIIOHATHO aHTHTSIIO, KOETO CE CBBP3Ba ChC
CrenupUIHOCT KbM 00IIaTa nporenHoBa cyoeauania p40 Ha 9OBEIIKH MUTOKIMHN HHTEepieBKuH (IL)-
12 u IL-23. Ycreknnymab notrcka OnoakTuBHOCTTa Ha yoBemikute 1L-12 u IL-23, karo
npenorepatsiBa cBbp3BaneTo Ha p40 c IL-12RB1 penenTopen mpoTenH, pa3noiaokeH Ha TOBFPXHOCTTA
Ha UMYHHHTE KIETKH. Y CTeKHHYMa0 He Moke a ce cBbpike ¢ IL-12 umm ¢ IL-23, xouto Beue ca
cebp3anu ¢ IL-12RB1 peuentopu mo kieTbyHaTa moBbpXHOCT. CIEIOBATENHO € MAIKO BEPOATHO
yCTCKI/IHYMa6 Ja ydyaCTBa B KOMIUICMCHT- WJIHW aHTUTAJIO-MEAUNPaHaTa HIUTOTOKCUYHOCT HAa KIIECTKUTE
¢ peuenTopu 3a I1L-12 w/wmm 1L-23. 1L-12 u [L-23 ca xeTepoauMepHU IIUTOKWHHU, CEKPETUPAHU OT
AKTUBHPAHH aHTUTCH-NIPECTABAIN KJICTKH, HAITpUMep Makpodaru u NEHIAPUTHH KICTKA U JBaTa
UTOKMHA yyacTBaT B UMyHHHUTE GyHKIMK; IL-12 cTumynupa ecrectBenuTe kiuetku youiinu (NK) u
npenu3BukBa nudepennuanysata Ha CD4 + T xnerkure kpM T 1 xenmepen (Thl) penorumn, 1L-23
uaaynpa et Ha T 17 xenmepute (Th17). AGHOpMHaTa perynamus Ha IL-12 u [L-23 obadge ce
CBBP3Ba C IMYHHOMEIUUPAHH 3a00JsIBaHUs KaTO TICOpHA3KC, TICOpUATHICH apTpuT, 6osecT Ha Crohn
U YJILEPO3€H KOJIUT.

Upes cebp3Bane Ha obmata cyoenunnna p40 na [L-12 u [L-23, ycreknHymMab MoOXe Jja OKa3Ba CBOUTE
KIMHAYHU e€QeKTH TPU IICOPHA3NC, ICOPHUATUIEH apTpHT, Oonect Ha Crohn U yIepo3eH KOJIUT Ype3
npexbcBane Ha mpTHIIATa Ha Thl 1 Th17 nuroknHM, KOUTO ca B OCHOBATa HA MATOJIOTHATA HA TE3H
3a00JIBaHUSI.

[Tpu marmenTtu ¢ 6omect Ha Crohn nedeHneTo ¢ yCTeKUHYMab BOAM IO HaMalleHUe Ha
BB3MAIUTEITHUTE MapKepH, BKIIFoUnTeHO C-peaktuBeH nporenH (CRP) u dhekanen kanmpoTeKTHH 110
BpeMe Ha MHIIyKIIMOHHATa (haza, KOeTo clie]l TOBa ce Mo bpiKa Mpe3 1siara noaabpxkaia gaza. CRP
€ OLIEHEH 10 BpeMe Ha NMPOJBJHKEHUETO Ha TPOYYBAHETO M HAaMaJICHUATa, HAOII0JaBaH! 110 BpeMe Ha
nojabpxkamara ¢asa, OOMKHOBEHO ce€ 3ama3Bat A0 252 ceaMuua.

NmyHnuzanuu
[lo Bpeme Ha ABATOCPOUYHOTO MPOABIKEHNE Ha ipoyuBaHe mpu ncopuasuc 2 (PHOENIX 2),

BB3PACTHUTC NMAIITUCHTH, JICKYBAHU C YCTGKI/IHyMa6 3a Hail-MaJIko 3,5 T'OAWHH, Ca JaJIn aHTHUTAI0-
OTTOBOPH HAa ITHEBMOKOKOBH IMOJIU3aXapUAHU BaKCUHU U BAKCUHHA CPEHLy TETAaHYC, CXOJAHHU C TE3U IIPU
KOHTpPOJIHATA Irpyna mauueHTH, 1ojrydaBallli HECUCTCMHO JICUHCHUC Ha IICOpHUA3UC. CXOZ[CH MIpOUCHT OT
BB3PACTHUTC NAIITUCHTH, JICKYBAHU C YCTGKI/IHyMa6 " TC3U B KOHTpPOJIHATA I'pyIia, €a pa3BUJIv 3alllUTHU
HUBA HA aHTUITHEBMOKOKOBU 1 AaHTUTCTAHNYHU aHTUTEIA, U TUTPUTE HA aHTUTEJIaTa UM Ca CXOOHHU.

Kinununa edpukacHocT

Bosect Ha Crohn

BesonacHoctTa 1 eukacHOCTTa Ha ycTeKMHYMa0 ca OLIEHEH! B TP PaHAOMHU3UPaHH, IBOHHOCIIEIIH,
1ane00-KOHTPOIMPAaHU, MHOTOLICHTPOBH MPOYYBaHMS IIPU Bb3PACTHH MAILEHTH C yMepeHa 10 TexKKa
akTuBHA Oostect Ha Crohn (MHAEKC Ha akTUBHOCTTA Ha OojiectTa Ha Crohn (Crohn’s Disease

Activity Index, CDAI) > 220 u < 450). IIporpamara 3a KJIMHHYHO pa3pabOTBaHE Ce ChCTOU OT JIBE
8-cenmuuny npoyuBanus ¢ uHTpaBeHo3Ha HHAyKIMs (UNITI-1 u UNITI-2), nocnenBanu ot
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44-ceqMUYHO PAHIOMHU3HPAHO MPOYIBAHE C TOIKOXKHO MPHIIOKEHUE Ha MOoTbprkama go3a (IM-
UNITI), npexacrasnsBaiim 52-ceIMUYHA TEPAITHL.

[MpoyuBanusita c uaaykuus Bkitoysar 1 409 (UNITI-1, n = 769; UNITI-2 n = 640) manuenTu.
[IppBUYHATA KpaifHA TOYKA 32 JIBETE WHAYKIIMOHHU TIPOYYBAHUS € MPOIECHTHT HA YYACTHUITUTE C
KJIIMHAYEH OTroBop (ompeaenieH karo Hamanenne Ha CDAI ckopa ¢ > 100 Toukn) Ha ceamuria 6.
JannuTte 3a epUKACHOCT ce ChOMpAT U aHAIM3UPAT 10 CEAMUIIA § 3a ABETE MPOYUYBAHHUS.
EnHOBpEeMEHHOTO MPUIIOKEHNE HA MEPOPATHU KOPTUKOCTEPOUTU, UMYHOMOTYIaTOPH,
aMUHOCAJIMIIUIIATA U aHTHOMOTHIIH € Pa3perieHo u 75% OT ManueHTuTe IpoabDKaBaT J1a ToIydaBat
Half-MaJiko €JHO OT Te3H JIeKapcTBa. B 1BeTe MpoydYBaHus MALMEHTUTE ca PaHJOMHU3UPAHH Ja
MOJy4aT €THOKPATHO MHTPABEHO3HO MPETNopbUnTeNHATa 1032 OT Npubau3uTenno 6 mg/kg B
3aBUCHMOCT OT T€JIeCHOTO TerJo (Bxk. Tabmmma 1, Touka 4.2), pukcupana no3a 130 mg ycrekuayMab
wii mane6o Ha cenqmuna 0.

[Manuentute B UNITI-1 ca nekyBaHH HEyCHEIIHO WIM UMAT HEMOHOCUMOCT KbM NpeaUIeCTBAIA aHTU-
TNFa Tepanus. [Ipubnuzutento 48% oT nauueHTHUTE ca JIEKyBaHU HEYCIIEIIHO ¢ 1 mpeamiecTama
antu-TNFa Tepanus, a 52% ca nexyBaHu HeycnemHo ¢ 2 win 3 npeamectsany antu-1TNFo Tepanuu.
B ToBa npoyuBane 29,1% oT nauueHTUTE UMAT HEIOCTATH4YEH HaYaJIeH OTTOBOP (IbPBUYHHI
HepecnoHzaepn), 69,4% ca ce MOBIHSIIN, HO Ca IPECTAHANIM /1 CE MOBJIHSBAT (BTOPHUYHH
HepecnoHiepn), a 36,4% umaT HemOHOCUMOCT KbM aHTu-TNFo Tepammm.

[Nanuentute B UNITI-2 ca nekyBaHHM HEYCHEIIHO HAH-MAJKO C €JHA KOHBEHIIMOHAIHA TEPAIHS,
BKJIFOUUTETHO KOPTUKOCTEPOUIN I UMYHOMOAYJIaTOPH, KaTO WIIM HE ca JIEKYBaHH JI0Cera ¢ aHTH-
TNF-a tepanust (68,6%), wnu ca monydaBanu npeay Topa aHTu-TNFa Tepamnust, HO Ts € Onna
Heycrenraa (31,4%).

B nBete UNITI-1 u UNITI-2 3HauMMO 1O-TOJISIM MIPOIICHT OT MAIIMEHTHUTE B TPyIiaTa, JIEKyBaHa ¢
YCTeKHMHYMa0, ca ¢ KIMHUYEH OTrOBOP U peMUcHs B cpaBHeHue ¢ muiaieto (Tadnuna 3). KnuauaausT
OTTOBOP M PEMHCHSTA Ca 3HAYMMH OIIle Ha CeMUIIA 3 TIPH MAIUEHTHTE, JIEKYBaHH C YCTEKUHYMa0, H
T€ TPOJIBJDKBAT JIa Ce MOA00psABaT 10 ceamuiia 8. B Te3n npoydyBaHust ¢ UHAYKIUSA e(PUKACHOCTTA €
MO-BHCOKA U C€ TOJIbprKa Mo-100pe B rpymnaTa ¢ 03a B 3aBUCHMOCT OT TEJIECHOTO TETJIO, B
cpaBHEHUE ¢ rpymnara ¢ go3a 130 mg u nopaau ToBa pU UHTPABEHO3HA UHAYKILIMS CE MPENOpPHUBA
JIO3UPAHETO B 3aBUCUMOCT OT TE€JIECHOTO TETJIO.

Tabauya 3: Unoykyus na knunuuen omeogop u pemucust ¢ UNITI-1 u UNITI 2

UNITI-1* UNITI-2**
Ilnanedo IIpenopbun InanedoN| [Ipenopbun
N =247 TeJIHA 1032 =209 TeJHa 1032
YCTeKMHYMAa0 YCTEeKHHYMA0
N =249 N =209
Knunnuna pemucus, ceamuna 8 |18 (7.3%) 52 (20.9%)? 41 (19.6%) |84 (40.2%)?
Kimmaunuen orrosop (100 Touku), | 53 (21.5%) 84 (33.7%)"° 60 (28.7%) | 116 (55.5%)%
cexmulia 6
Kimmawnuen orrosop (100 Touku), | 50 (20.2%) 94 (37.8%)? 67 (32.1%) | 121 (57.9%)%
cexMmuiia 8
70-TOYKOB OTIOBOp, ceaMHIa 3 67 (27.1%) 101 (40.6%)° | 66 (31.6%) | 106 (50.7%)?
70-TOYKOB OTTOBOP, CeaMHMITA 6 75 (30.4%) 109 (43.8%)° | 81 (38.8%) | 135 (64.6%)?

Kimuangnara pemucus e onpezenena kato CDAI ckop < 150; KnuHUYHUAT OTTOBOP € ONpe/IesieH KaTo
Hamanenne Ha CDAI ckopa ¢ Haii-manko 100 TOUKH WM KaTO KIIMHUYHA PEMHUCHS
70-TOYKOBHAT OTTOBOD € omnpeznecH karo HamaneHue Ha CDAI ckopa ¢ Haii-manko 70 Touku

* Heycnex Ha antu-TNFo Tepanust

** Heycniex Ha KOHBEHIIMOHAJIHATA TEPAIH

2 p<0,001
S p<0,01

B mpoyusaneto ¢ nopabspskama tepanus (IM-UNITI) ca ouenenu 388 manueHTH, KOUTO JOCTHTAT




100-To4KOB KJIIMHUYEH OTTOBOP Ha CeAMHIIA 8 OT MHAYKIUATA ¢ ycTeknHymMa0 B poyusanus UNITI-1
u UNITI-2. [TanuenTHTEe ca paHIOMU3MPAHN HA CXeMa Ha TOIIBPIKAII0 JCUCHHE C TTOIKOKHO
npuinoxxkenue Ha 90 mg ycreknHymab npes 8 cenmunu, 90 mg ycreknaymad npe3 12 ceaMuiuy uin
iane6o B Mpoab/KeHUe Ha 44 ceMUIH (3a MpenopbYuTeNHATa O IbpKalla 1032 BX. Touka 4.2 oT
KXII na Uzpruvo mmkeKImnoHeH pa3TBop ((IakoH) U HHXKEKITMOHEH pa3TBOP B IIPEIBAPUTEITHO
HaIThTHEHA CIIPUHITOBKA).

3HAYMMO TO-TOJISIM MPOIEHT NAIUEHTH B TPYIHTE, JEKYBAaHH C YCTEKHHYMa0, IOJIbPKAT KIHHUYHA
peMIucHs ¥ OTTOBOD Ha ceamuIia 44 B cpaBHEHHE C rpynara Ha miarnedo (Bx. Tabmuima 4).

Tabnuya 4: Iloodwvpoicane na kaunuunus omeogop u pemucusi 8 IM-UNITI (ceomuya 44, 52 ceomuyu
om 3anousane ¢ UHOYKYUOHHama 003a)

Mnamedo* 90 mg 90 mg
N =131f YCTeKMHYMa0 |yCcTeKMHYMa0
npe3 npe3s
8 cenmunm 12 cenmunu
N = 128" N = 1297
KnuHnuHa peMucHs 36% 53%? 499%°
Knuangen otrosop 44% 59%° 58%°
Kimmangna pemucus 6e3 KOpTHKOCTSPOUIN 30% 47%* 43%°

Kinanyna pemucus npy NauueHTu:

B PEMHCHS B HAYAJIOTO Ha moaabpikamara | 46% (36/79) |67% (52/78)*  |56% (44/78)

Tepanus

KOHTO C€ BKJIFOYBAT OT IPOYYIBAHE 44% (31/70) |63% (45/72)° 57% (41/72)
CRD3002*

KOWTO HE Ca JIEKyBaHH JI0OCETa C aHTH- 49% (25/51) |65% (34/52)¢  |57% (30/53)
TNFa tepanus

KOWTO C€ BKJIFOYBAT OT IPOyYBAHE 26% (16/61) |41% (23/56) 39% (22/57)
CRD30018

Kinnnnunara pemucus e onpeznenena kato CDAI ckop < 150; KnuHUYHUAT OTrOBOp € ONpeeieH KaTo
Hamanenue Ha CDAI ckopa ¢ Haii-manko 100 TOYKH WIIM KaTO KIMHUYHA PEMUCHS

* TI'pynara Ha ruiane0o ce CbCTOH OT TALMEeHTH, KOUTO ca Ce TOBIIMSUIN OT YCTEeKHHYMAa0 U ca paHJIOMU3UPaHH
Jla MOoJTy4aBar I1anedo B Ha4aloTo Ha MOAAbpiKallaTa Tepanus.

[TarmenTn, xonto umat 100-TOUKOB KIMHIYEH OTTOBOP KbM YCTEKHHYMa0 B HAYAJIOTO HAa MOJIbpKAIaTa
Tepamnus

ITanuenTH, Mpu KOUTO KOHBEHIIMOHAJIHATA Tepallus € HEYCIIElIHa, HO He U aHTu-TNFo Tepanus
[TarmenTy, KOouTO ca pedpakTepHH WM UMAT HETOHOCUMOCT KbM aHTH-TNFa Tepanus

p<0,01

p <0,05

HOMHKHaJIHO 3HauuMo (P < 0.05)

o ® ot —

B IM-UNITI 29 ot 129 nauueHTH He MOAABPKAT OTTOBOpPAa KbM YCTEKHHYMa0 MpH NPUIIOKEHUE Tpe3
12 ceqmuIy ¥ € MO3BOJICHO KOPUT'HpaHe Ha J03aTa Taka, 4e Ja MoJIy4aBaT yCTeKHHyMab npes

8 cemmurn. 3arybara Ha otroBop € onpeaenieHa karo CDAI ckop > 220 Touku u > 100 Toukm
nosumeHue crpsamo uzxogaus CDAI ckop. lpu Te3u manueHTn KIMHIYHA PEMUCHS C€ TIOCTUTA TTPH
41,4% ot mauuenture 16 ceqMuIu cieq KOpUrupaHe Ha J03aTa.

[NarnuenTTe, KOUTO HE Ca MOCTUTHAIIM KIIMHIYEH OTTOBOP KbM WHIYKIIHS C YCTEKHHYMa0 Ha
ceamuia 8 ot nmpoyuBanusTa ¢ uHAyKnus UNITI-1 u UNITI-2 (476 nanuentu), ca BKIIOYCHA B
HEepaHIOMH3HUpaHaTa 4acT OT MpoyuBaHeTo ¢ noaabpxkama tepanus (IM-UNITI) u ca nomyuniu
MOJIKOKHA WHXKEKIHs yerekrnayMad 90 mg mo Toa Bpeme. Cien ocem cenmuttu 50,5% ot
MAIMEHTHTE ca MOCTUTHAIN KIIMHUYESH OTTOBOP M Ca MPOIBIDKUIN Aa MOJTy4aBaT MOAIbpIKaIa
Tepanud npe3 8 cenMuiy. [loBedeTo oT Te3M NaMEHTH, IPU KOUTO MOAIbPKAILA TePaTHs
MpOABIDKaBa, MOAABPKAT 0TroBop (68,1%) u mocturar pemucus (50,2%) Ha cenmuna 44, kato
MPOIEHTHT UM € 10100eH Ha TO3H MPH MAIlUEHTUTE, KOUTO IThPBOHAYAITHO Ca C€ MOBIHSIIA OT
MHIYKIHS C YCTEeKHHYMao.
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Ot 131 nanuenTy, KOUTO ca Ce MOBIMSIIN OT HHAYKIHA C YCTEKHHYMal  ca paHAOMU3HUPAHA B
rpynara Ha mianedo B Ha4aJloTO Ha IMPOYYBAaHETO ¢ MObPIKaIla Tepamnus, 51 BrocliencTBre ca
3aryOmid OTroBOpa CHU U ca noay4in 90 mg ycrekuaymMab moakoxHo npe3 8 ceamunu. [loBeueTo ot
MAIMEeHTHTE, 3aryOniIi OTTOBOPA CH U TIOJHOBIIIH JICYEHHETO C YCTEeKHHYyMa0, ca ro HalpaBUiIH B
paMkuTe Ha 24 ceaMuIM OT HHIYKIHOHHATa HHQY3us. OT te3u 51 nanuentu 70,6% mocturar
KJIIMHAYEH OTroBOp U 39,2% mocTurar KIMHUYHA peMucus 16 cenMuiu ciaen mory4aBaHeTo Ha
IbpBAaTa MOJKOKHA /1032 YCTEKHHYMaO0.

B IM-UNITI nanuentute, 3aBbPIININA IPOYYBAHETO 0 ceamunia 44, ca MOIXOSAIIN A TPOIBIIKAT
JICYCHUETO B MPOIBIDKEHUE HA poyuBaHeTo. [Ipu Becuukute 567 manueHTH, BKIIOYCHH HA U JIEKYBaHU
C YCTEKHHYMal B MPOIBIDKEHUETO Ha TPOYYBAHETO, KIIMHUYHATA PEMHUCHS 1 OTTOBOPHT OOMKHOBEHO
ce TOJIbPIKaT 110 ceamuia 252, kakto npu OosHuTe ¢ Heycnex Ha TNF-TepanuuTte, Taka u npu
MaLMEHTUTE C HEYCIIEX HA KOHBEHIIMOHATHUTE TEPAIIUH.

He ca ycraHOBeHH HOBU ChOOpaKeHUsI, CBbP3aHU ¢ OE30MaCHOCTTA, IPU yIbDKABAHE HA TOBA
MpOY4BaHe JI0 5 TOJMHU Ha JIeYeHUe MpH NanueHTu ¢ 6onect Ha Crohn.

Enoockonus

BBHIIHUAT BUJ HA IMTAaBUIIATa € OLICHEH €HJJOCKOIICKY MpHU 252 MaIlMeHTH C MOAXO0/ISIIIa U3X0Ha
€HJIOCKOTICKA aKTMBHOCT Ha 3a00JIIBAHETO B €IHO MOANIPOyUYBaHe. [IbpBUYHATA KpaliHa TOYKa ©
MPOMSIHA OT M3XOTHOTO HUBO Ha ONMPOCTEHHUS CHIOCKOTICKU CKOP 32 TEKECT Ha 3a00JISIBAHETO TIPU
6onect Ha Crohn (Simplified Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD),
ChCTaBEH CKOP OT 5 MJICO-KOJIOHHU CETMEHTA 3a HaJIMuue/pa3Mep Ha S3BUTE, IPOIICHT Ha JIMTaBUYHATA
MOBLPXHOCT, IOKPHUTA OT SI3BH, TIPOLICHT HA IMTaBUYHATA TIOBBPXHOCT, 3aCErHATA OT JAPYTH JIC3HH, H
HaJIM4Me/BUJT HA CTECHABAHUATA/CTPUKTYypuTe. Ha cenmunia 8, ciien eAMHUYHA HHTPABEHO3HA
WHIYKIMOHHA 71033, ipomsiHata B SES-CD ckopa e mo-rosiMa B rpynara Ha ycTeKuHymao (n = 155,
cpelHa nmpomMsiHa = -2,8) OTKOJIKOTO B Ipyrnara Ha miarebo (n = 97, cpeana npomsna = -0,7, p =
0,012).

Iosnussane na gucmynume

B eana noarpyna nauneHTu ¢ qpeHupamy Gpuctyny Ha u3XoaHo HuBoO (8,8%; n = 26), puctynure Ha
12/15 (80%) oT nexyBaHHTE C YCTEKUHYMAO MMallMEHTH CE TIOBJIHIBAT B MPOIbIDKEHNE Ha 44 ceMunn
(ompeneneno karo > 50% HamalieHHe OT U3XOJJHO HUBO B IPOYYBAaHETO C MHIYKIIMS Ha Opost Ha
Inpenupaiute ¢puctynu) B cpaBHerue ¢ 5/11 (45,5%) c mnanedo.

Kauecmso na sicusom, cevpsano cvce 30pasemo

KauecTBOTO Ha )KMBOT, CBBP3aHO ChC 3JIPABETO, € OIIEHEHO MOCPEACTBOM BBIpoCcHUK mpu
BB3NAIUTETHN 3a00saBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BoerpocHur SF-36. Ha cenmuria 8 nareHTHTE, IMOJydaBalid yCTeKHHyMa0, TIOKa3BaT CTaTUCTUYCCKU
3HAYUMO IO-TOJISIMO M KIIMHUYHO 3HAYMMO 1mo00penue Ha oomiust IBDQ ckop u Ha SF-36 O00011eH
ckop 3a nicuxuuer komnonet (Mental Component Summary Score) 8 UNITI-1 u UNITI-2 u na SF-36
O0606meH ckop 3a ncuxudeH kommnonet (Physical Component Summary Score) BUNITI-2 B
cpaBHeHue ¢ miare6o. B mpoyusaneto IM-UNITI no cenmunia 44 te3u noago0peHus

0OMKHOBEHO Ce€ TMOIBPIKAT MMO-100pe MPH JEKyBaHH C YCTEKUHYMa0 IMallueHTH B CPAaBHEHHE C
rtane6o. [logoOpeHneTo Ha Ka4ecTBOTO Ha KHUBOT, CBBP3aHO ChC 3/IPaBETO, KATO ISUIO CE

MOJTBbPIKa MPe3 ISUTOTO MPOIBIDKEHHE 10 ceaMuna 252.

HUmyHorenHoct
ITo Bpeme Ha JledeHne ¢ YCTEKHHYMa0 MOTaT J1a Ce pa3BUAT aHTUTEIA CPEIly YCTEKHHYMal 1

MMOBEYETO OT TAX ca HeyTpam3upanyi. O0pa3yBaHEeTO Ha aHTHUTENA CPEITy YCTEKUHYMa0 € CBBP3aHO C
MOBHIIIEH KIMPHHC HA YCTCKUHYMa0 Mpu manueHTH ¢ 6onect Ha Crohn wim yimepo3en koaut. He e
HaOII0JaBaHa HaMaseHa epukacHocT. He ce HaOmro1aBa 0OueBUIHA 3aBHCUMOCT MEXK]Ty HATHYUETO Ha
aHTHTEIIA CPelly YCTeKMHYMAa0 U NosBaTa Ha PeaKIiy Ha MSICTOTO Ha HHKEKTHUPAaHe.

[lennarpuyHa nomyJarus
EBpomneiickaTa areHnus mo JeKapcTBaTa oTiiara 3aIbDKEHIETO 3a MPEAOCTaBsIHE HA PE3YNTaTUTE OT

14



MPOYYBaHUATA C YCTEKHHYMa0 B €JIHA HJIH MTOBEYE MOJATrPYIH Ha MeAHaTPUIHATA TIOMyIAIHs TPU
6onect Ha Crohn u ynepo3eH KoiuT (BK. Touka 4.2 3a nHpOopMaIus OTHOCHO yroTpeda B
NeNaTpUITa).

5.2 dapMaKkoKHHETHYHH CBOHCTBA

Cren npenopbuMTeNTHATa HHTPABEHO3HA HHAYKIMOHHA 71032 MeTMaHaTa Ha MakCUMallHaTa cepyMHa

KOHIIEHTpAIlVs Ha yCTeKnHyMal, HaOmonaBaHa 1 yac cien nadysusara, e 126,1 ug/ml mpu
naruerTute ¢ 6onect Ha Crohn u 127,0 pg/ml npu nanmeHTUTE € yaepo3eH KOIUT.

PasnpeneneHue

Menuanara Ha oOemMa Ha pasnpeesieHue B TepMuHanHata ¢asza (Vz) cie eHOKpaTHO HHTPABEHO3HO
MPUJIOKEHUE MTPH MAIUEHTH € TICOpHa3uc Bapupa ot 57 mo 83 ml/kg.

Buorpanchopmars

TouynuAT MeTaOOIUTEH BT HA YCTEKMHYMAa0 HE € U3BECTEH.

Enumunupane

Menmnanara Ha cuctemans kKnupbsHC (CL) crien eIHOKpaTHO MHTPABEHO3HO MPUIIOKEHHE TIPH
MAIUeHTH C TIcopuasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. Menuanara Ha nonyxusora (t1/2) Ha
YCTEKMHYMa0 € IPUOIM3UTETHO 3 CEAMUIIU TP MAIMEHTH ¢ YJIEPO3eH KoauT, bonect Ha Crohn,
TICOPUA3UC ¥/VITU TICOPUATHUYEH apTPHUT U Bapupa oT 15 10 32 1HM BHB BCUYKH MTPOYYBAHUS HA
TICOPUA3UC ¥ TICOPUATHYEH apTPHUT.

JInHeWHOCT Ha Jio3aTta

CucremHara excriozuiyst Ha yereknayMab (Cmax u AUC) ce yBennyaBa 1o Ha4WH, TPUOIU3UTEITHO
IIPONOPLUOHAJIEH HA J103aTa, CJe] €IHOKPAaTHO HHTPABEHO3HO IIPUJIOKEHUE Ha 103U B I'PaHULATA
mexay 0,09 mg/kg u 4,5 mg/kg.

CrernmanHu nonyJaiun

Hsima Hannyan papMakOKMHETHYHM AaHHU [IPY HMALMEHTH C yBpeaeHa 0bOpedHa il YepHOAPOOHa
¢ynkuus. He ca mpoBeZieHN KOHKPETHU MPOYYBAHUS C MHTPABEHO3HO MPUIIOKEHHE Ha YCTEKHHYMa0
MIpU MAIMEHTH B CTapUyecKa Bb3pacT WK NMEeAUATPUYHH MMalleHTH.

[Ipu manmenTu ¢ 6osect Ha Crohn ¥ yJIepo3eH KOJIUT BapUaOMIHOCTTA HAa KJIMPBhHCA HAa YCTEKUHYMAa0
ce MOBIIUSIBA OT TEJIECHOTO TETJI0, HUBOTO HA CEpPYMHUSI AIOYMUH, TI0J1a U cTaTyca Mo OTHOIICHUE Ha
aHTHUTEJaTa CPelly yCTeKHHYyMa0, TOKaTO TEIECHOTO TEIJIO € Hali-3HaunMaTa KoBapHuara, Biusena
BBpXy 0OeMa Ha pasmnpenenenue. OcBeH ToBa mpu Oonectta Ha Crohn KIHPBHCHT ce ToBnusABa oT C-
pEaKkTUBHUS POTEUH, CTAaTyca I10 OTHOLIEHUE HA HeycneX Ha jgedyeHnero ¢ TNF-aHTtaronucTy u
pacara (a3uaTcKu CIpsAMO Hea3uaTCKH Mpou3xo). Be3elcTBIeTO Ha Te31 KOBapUaTH € B PAMKHUTE Ha
+20% ot TunM4YHaTa WU pedepeHTHaTa CTOWHOCT Ha choTBeTHU DK mapamersp, mopaau ToBa He €
Heo0X0IMMa KOPEKITUs Ha J103aTa 3a Te3u KoBapuaTu. EnHoBpeMenHara ynorpeda Ha
MMYHOMOJYJIaTOPH HSAMA 3HAYUTETHO BIHSHUE BBPXY Pa3NpeIe]ICHHEeTO Ha YCTEKNHYMaOo.

Perynupane sa CYP450 ensumu

Edexrure na IL-12 wim IL-23 Bbpxy perynupanero Ha CYP450 ensumure ca omeHeHu B in Vitro
MPOYYBAHE C U3IOJI3BAaHE HA YOBEIIKU XEMaTOIUTH, KOeTO mokasea, 4e 1L.-12 w/wmm 1L-23 ¢ HuBa ot
10 ng/ml He npomensT aktuBHOCTTaA Ha YoBemikute CYP450 enzumu (CYPLAZ2, 2B6, 2C9, 2C19, 2D6
nn 3A4; BX. Touka 4.5).
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5.3 IlpeakIVHUYHYU JAHHU 32 0€30MACHOCT

HeknmuHanyHMTE NaHHU HE TIOKa3BaT OCOOCH PUCK (HAITP. TOKCHYHOCT Ha OpraHWTe) 3a Xopa Ha Oa3aTa
Ha W3MUTBAHUATA 32 TOKCHYHOCT IIPU MHOTOKPATHO NpUJIaraHe, TOKCHYHOCT 33 Pa3BUTHETO H
PENpOIYKTUBHA TOKCHYHOCT, BKITFOYUTETHO U ()apMaKOJIOTUIHUTE OIIEHKH 3a Oe3omacHocT. [1pu
MPOYYBAHUS 32 TOKCHYHOCT 32 Pa3BUTHETO U PENPOYKTHBHA TOKCHYHOCT TIPHU JIBJITOOTIAIIATH MaKaIly
HE ce HaOJII0jaBaT HeXeNlaH! ePeKTH BhpXY (pepTHIIUTEeTa MPH MBKKUTE, KAKTO U BPOJCHH JeEKTH
WJIM TOKCUYHOCT 32 pa3BUTHETO. He ce HabmonaBar HexxenaHu epeKTH BbpXy QepTHiinTeTa npu
JKEHCKHUTE MIPH yHoTpedaTa Ha aHAJIOTUIHO aHTUTsUIO cpemry [L-12/23 nmpu mumkn.

Jlo30BUTE HUBA B MPOYYBAHUS TPU )KHUBOTHH ca 0JM30 45 MIBTH [TO-BUCOKHU OT Hail-BUCOKAaTa
eKBHBAJICHTHA 71034, IPEIBIDKIaHa 32 MPUIOKEHNE TIPH TTAIIUEHTH C TICOPUA3UC, U BOIAT JI0
MaKCUMAaJIHU CEPYMHH KOHILICHTPAIUU NpU MaMyHH, KOUTO ca Haa 100 mbTH MO-BUCOKHU OT
KOHIICHTpAIMKTE, HAOII0IaBaHu TIPH XOpa.

He ca npoBexnanu mpoy4BaHus 3a KApLUUHOTEHHOCT C YCTEKHHYMa0 Opaay JUIcaTa Ha MOIXOAALIH
MOJIEININ 32 aHTHTSUIO 0€3 KphCTOCaHa peakTHBHOCT KbM IL-12/23 p40 Ha rpuzaun.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk Ha NOMOIIHHUTE BelIeCTBA

EDTA aunaTtpueBa coi quxuapar
XUCTUIUH

XHUCTUAMHOB MOHOXUAPOXIOPH/T
[Momcopbar 80 (E433)

3axaposa

Bona 3a umkexkiuu

6.2 HecbBMeECTHMOCTH

[1pu numica Ha MPOYYBaHUS 32 HECHBMECTUMOCTH, TO3H JIEKAPCTBEH MPOAYKT HE TPsIOBa Jla ce cMecBa ¢
Jpyru JiekapcTBeH: npoaykTu. Uzpruvo TpsOBa 1a ce pa3peskia caMo ¢ pa3TBOP HAa HATPUEB

xsopua 9 mg/ml (0,9%). Uzpruvo He TpsiOBa 1a ce npuiiara eIHOBPEMEHHO Upe3 €JHa U ChIla
MHTPAaBEHO3HA CHCTEMA C JIPYTH JIEKaPCTBEHHU MPOTYKTH.

6.3 Cpok Ha rogHocT
18 mecena
Joka3ana e xuMu4Ha 1 pU3MYHA CTAaOMIIHOCT TI0 BpeMe Ha yrnoTpeba 3a 8 waca mipu 15-25°C.

OT MHKpPOOHOJIOrMYHA IJIeJIHA TOUKA MPOAYKTHT TPsOBA Ja ce ynoTpeOu He3a0aBHO, OCBEH aKo
METOABT Ha pa3pexaaHe U3KII0UBa PUCK OT MUKPOOHO 3aMbpcsiBaHe. AKO HE ce yoTpeOu He3abaBHO,
MIEPUOABT Ha U3IOJI3BAaHE U YCIOBHATA Ha ChXpaHEHHE MPEu yrnoTpeda ca OTTOBOPHOCT Ha
nmoTpeduTens.

HeoTtBopenusT ¢akon Moxe Ja ce ChbXpaHsiBa pH cTaiiHa Temneparypa 10 30°C 3a efHOKpaTeH
MEePUO MaKCHMyM JI0 7 THU B OpUTHHAIHATA KAPTOHEHA OMAKOBKa, 32 J1a Ce MPEAIas3y OT CBETIHMHA.
Beaubk chXpaHsBaH Ha cTaiina Temnepatypa (10 30° C), ¢pnakonsT He TpsA6GBa 1a ce BpbIIa B
xJnaauiaHuka. M3xewpiere ruakoHa, ako He ce U3MO0I3Ba Cle]] ChXpaHEeHHEe B paMKHUTE Ha 7 JHU TIPU
CTaiHa TemmnepaTypa WiH ciell U3THYaHe Ha OPUTHHAITHUS CPOK Ha TOAHOCT, B 3aBUCHMOCT OT TOBa,
KO€ OT JABETE HACTBIIU I10-PAHO.
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6.4 CnenuaJHM ycJI0BUS HA ChbXpaHeHUe

Ja ce cpxpansia B xnamuiHuk (2°C — 8°C). [la He ce 3ampa3sbBa.
CoxpaHsBaiiTe rakoHa B KApTOHEHATa OMAKOBKa, 3a Jla C€ Mpe/a3u OT CBETINHA.
3a ycJoBUATA HA ChXPAaHEHHE CIIE/ Pa3pekIaHe Ha JIGKAPCTBEHUS MPOIYKT BUKTE ToUka 6.3.

6.5 Buau chabpKaHue HA ONAKOBKAaTa

26 ml xonrenTpar 3a uadysuorex pazrsop B 30 ml dakon ot cThKII0 THI I, 3aTBOPEH ChC
3amyInagka oT OpoMOyTHiIOBa ryma ¢ nmokputue. UZpruvo ce pasnpocTpaHsiBa B OakoBKa 1o 1
¢nakoH.

6.6 CrhenmnajJHu npeanasHu MEPKH NPH U3XBBPJIsiHE U padoTa

Konnentparst 32 mHQY3HOHHHS pa3TBOp BBHB (urakoHa Uzpruvo He TpsiOBa Aa ce pasKiaria.
KoHIeHTpaThT 32 HH)Y3UOHHUS pa3TBOP TPsIOBA Ja Ce MPOBEPH BU3YaTHO 32 HAIMYUETO HA BUIAUMH
YaCTULY WIM IIPOMSHA Ha 1[BETA, IIPEIU Ja CE IIPUIIOKHU.

KonnentparbT 3a ”HPY3HOHHHS Pa3TBOP € OUCTHP, Oe31BETEH 10 OIEMOKBIT O€3 BUIUMHU YACTHIIH.
JlekapCTBEHUAT POAYKT He TPsIOBa J1a ce ynoTpedsiBa, ako pa3TBOPHT € 3aMpa3sBaH, C MPOMEHEH
UBAT WX MBTCH UK CbABbPXKa BUAWMU HaCTUIIHU.

Pazpexnane

Uzpruvo KOHIICHTpAT 3a MH(Y3UOHEH pa3TBoOp TPsiOBa Ja ce pa3peau U Aa ce MOATOTBU OT
MEIUIUHCKH CIICIUAITUCT C MOMOIITA HA aCCNITHYHA TCXHHKA.

1. N3uucnere no3ata u Opost Ha HeoOxoauMuTe QuiakoHu Uzpruvo Bb3 OCHOBA Ha TETJIOTO Ha
naruenTa (Bx. Touka 4.2, Tabnuma 1). Beeku ¢uiakon Uzpruvo 26 ml ceabprxka 130 mg
ycreknHyMa0. MznonsBaiite camo mbiHU (hrakorn Uzpruvo.

2. W3rernere u u3xpbpiere oT uHQYy3HOoHEH cak oT 250 ml o6em oT pa3TBopa Ha HATPHEB XIJIOPH/T
9 mg/ml (0,9%), paBen Ha obema Uzpruvo, koiito TpsOBa 1a ce 1006asu. (u3xpbpiiere 26 ml
HATpPUEB XJIOPHUJ 332 Bceku HeoOxoanm (raxon Uzpruvo, 3a 2 ¢gmakoHa u3xswpiuere 52 ml, 3a 3
¢maxona u3xpbpiere 78 ml, 3a 4 ¢gakona m3xpeprere 104 ml).

3. Uzrernere 26 ml Uzpruvo ot Bcekn HE0OX0anM (IIaKOH U TH J00aBeTe KbM HH(Y3HOHHHS
cak ot 250 ml. KpaitausaT o6em B nHGYy3MOHHUS cak TpsaOBa na Obae 250 ml. Banmarenno
cMecere.

4, [Ipenu npuoKEHUETO MPOBEPETE BU3YAIHO pa3peleHus pa3rBop. He ro ynorpedssaiite, ako
ce HaOJI01aBaT BU3YaJIHO HEMPO3payHH YacTHUIIH, IIPOMSHA HA [IBETA WM YY>KIH YaCTHUIIH.

5. [Ipunoxere paspeaeHus pa3TBOp 3a NEPHOA OT Hai-Maiko eauH dac. [Ipunaranero Ha

WH(Y3UOHHUS Pa3TBOP TPOBA J]a ce U3BHPILIU B PAMKHTE Ha OCEM Yaca Clie]l
paspexxaaneTo B HHQY3UOHHUS Cak.

6. Wznon3zBaiite camo Habop 3a MHDY3H ¢ BrpajieH, CTEPHIICH, alupOreHeH QUITHP ChC caabo
CBBbp3BaHE Ha NMPOTEHHH (pa3mep Ha nopute 0,2 MUKpOMETpa).
7.  Bceku pnakoH e camo 3a eJHOKPATHO TPUIIOKEHHE W HEU3TIOI3BAHUSAT JICKAPCTBEH MPOTYKT

Tpr6Ba Ja €€ U3XBBHPJIU B CbOTBETCTBUC C MCCTHUTC U3MCKBAHUA.

7. INPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
STADA Arzneimittel AG

Stadastrasse 2—-18
61118 Bad Vilbel

I'epmanus

8. HOMEP(A) HA PASPEIIIEHUETO 3A YIIOTPEBA
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EU/1/23/1784/005

9. JATA HA ITBPBO PA3BPEIIABAHE/IIOJJTHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Jata Ha TEpBO pa3pemasane: 5 sHyapu 2024 1.
10. JATA HA AKTYAJIU3BUPAHE HA TEKCTA

[Moxpo6Ha uH(OpMAIHs 3a TO3M JICKAPCTBEH NPOAYKT € MpeocTaBeHa Ha yeOcaiita Ha EBpomneiickara
areHIysl Mo JiekapcTBaTa https://Www.ema.europa.eu.
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v To3u nexapcTBEH NPOAYKT MOJICKH Ha JIOIMBIHUTEITHO HabmoaeHue. Tosa 1e mo3Boiu 0bp30TO
YCTaHOBSBaHE HA HOBA MH(POPMAIIUS OTHOCHO Oe30macHocTTa. OT MEMIIMHCKHUTE CIICIIHATICTH Ce
M3WCKBA J]a ChOOIIABaT BCSIKA MOA03MpaHa HeKellaHa peakins. 3a HaunHa Ha ChOOIaBaHe Ha
HEXEJIaHU PEaKIUH BIDKTE TOYKa 4.8,

1. HUME HA JJEKAPCTBEHUS MPOAYKT
Uzpruvo 45 mg WHXeKIIMOHEH pa3TBOp

Uzpruvo 45 mg WHXEeKIIMOHEH pa3TBOP B MPEIBAPUTEITHO HAITBIHEHA CIIPUHIIOBKA
Uzpruvo 90 mg vHXEKITMOHEH pa3TBOP B MPEIBAPUTEITHO HAITBIHCHA CIIPUHI[OBKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Uzpruvo 45 Mg HHKEKIIMOHEH Pa3TBOP

Bceeku ¢uakon chabpka 45 mg ycrekuaymad B 0,5 ml.

Uzpruvo 45 mg MHKeKIIMOHEH Pa3TBOP B IIPEABAPUTEIIHO HANBJIHEHA CIIPUHIIOBKA

Besika npeiBapuTEIHO HAITbJIHEHA CIIPHHIIOBKA ChIbpka 45 mg ycrekunymabd B 0,5 ml.

Uzpruvo 90 mg MHKEKIIMOHEH Pa3TBOD B IIPEABAPUTEIHO HAMBJIHEHA CIIPUHIIOBKA

Bcsika npeBapuTeIHO HAITBJIHEHA CIIPUHIIOBKA ChABPKa 90 mg ycrekunymab B 1 ml.
VYcerekunymab e usipsuio 4oBeko [gG 1Kk MOHOKIIOHAIHO aHTUTSIO KbM uHTepieBkuH (IL)-12/23,
NPOM3BEICHO B MUEJIIOMHA KJI€ThYHA JIMHUS Ha MUILIKH ¢ TToMo1Ta Ha pekomOnHanTHa JTHK
TEXHOJIOTHSL.

ITomMO1IIHO BEIECTBO € U3BECTHO JAECHCTBUE:!

Bceeku ml cappixa 0,04 mg noaucopdar 80.

3a IIBJIHUS CUCHK Ha ITOMOIIHHUTEC BCUICCTBA BHXKTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA
WHxeKImoHeH pa3TBop (MHKEKIHA).

PazTBOpBT € OuCThp M Oe31BETEH 10 OJIEOKBIIT U O0€3 BUIUMH YaCTHIIH.

4. KJIMHNUYHU JAHHHN
4.1 TepaneBTUYHU NMOKA3aAHUSA

IIimakoB mmcopuasuc

Uzpruvo e noka3zaH 3a JIEYEHUE HA YMEPEH JI0 TEXbK IUIaKOB IICOPUA3HC IPU Bb3PacTHHU, KOUTO HE ca
ce TMOBJIHIN, UIMAT IPOTUBOIIOKA3aHUS WM HEMMOHOCUMOCT KBbM JIPYT'H CUCTEMHH TEpPaIlnHy,
BKJIIOUBaIIM [uKiIociopuH, metorpekcat (MTX) unu ITYBA (mcopaneH u yaTpaBHOIETOBU A JThUH)
Tepanus (BK. Touka 5.1).
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IInakoB ncopuasuc Opu NeIUaTPUIHNA HAIUCHTH

Uzpruvo e nokasaH 3a JeueHHe Ha YMEPEH JI0 T&XbK TUIAKOB MICOPUA3UC MPH JIela U MAI[UCHTH B
IOHOIIIECKA Bh3pacT Ha 6 TOJAWHU U MO-TOJIEMH, ITPU KOUTO UMa HEJIOCTAThUCH KOHTPOJ WU
HEMMOHOCHMOCT KbM JIPYTH CHCTEMHH Tepanuu win Gororepanuu (BXK. Touka 5.1).

IIcopuatnuer aptpur (PsA)

Uzpruvo, camocrosTerHo win B komOnHanus ¢ MTX, e rmokas3aH 3a JiedeHre Ha aKTUBEH TICOPUATHICH
apTPUT IPH BH3PACTHH NALUCHTH, IIPH KOUTO OTTOBOPBHT KbM IMPEALISCTBAIIIO JICYCHHE C
HEOMOJIOTMYHU MOIU(HIIMpaly OojiecTTa aHTHpeBMaTonIHHU JiekapcTa (disease-modifying anti-
rheumatic drugs, DMARD) e 6ui HemocTaTh4eH (BXK. Touka 5.1).

Bonect Ha Crohn

UZprUVO € ITOKa3aH 3a JICYCHHUC Ha BB3PACTHU NMalUCHTU C YMEPEHA 1O TEKKa aKTUBHA oouecT Ha
CI’Ohl’l, KOHTO Ca C€ IOBJIHAIN HEAOCTATHhYHO, BEUC HC CC MMOBJIHABAT UJIH UMAT HCIIOHOCHUMOCT KbM
KOHBCHIIMOHAJIHATA TEpAInd UJIW KbM aHTarOHUCT Ha TNF(X, WM UMaT MCIUITMHCKA
IIPOTHUBOIIOKAa3aHUA 3a TAKUBa TEPAITUH.

4.2 Jlo3MpoOBKA M HAYMH HA MPUJIOKEHHE

Uzpruvo e npeaHa3zHayeH 3a ynorpeda moj pbKOBOJICTBOTO M HA[30pa Ha JieKap C OIUT B
JUArHOCTUIIMPAHETO M JICYCHUETO Ha 3a00saBaHus, 3a kouto UZpruvo e mokasaH.

2!03I/I[ZOBKa

1Inakoe ncopuasuc
IIpenoprunrennara go3uposka Ha UzZpruvo e Havaina g03a 45 mg, NpuiiokeHa MoJK0XKHO,
MocJIeIBana OT 1032 45 Mg 4 ceAMUIM MO-KBCHO | CJIE TOBA HA BCEKH 12 ceIMUIIH.

IIpu nmanueHTH, KOUTO HE Ca Ce MOBIUSUIN OT JICUSHUETO A0 28 ceIMUIIM TpsiOBa a ce 00MUCIU
MIpeKpaTsBaHe Ha TepanusiTa.

Hayuenmu ¢ menecno mezno > 100 kg

3a maruenTH ¢ TenecHo Ternno > 100 kg Hauannara no3a ¢ 90 mg, npuiIoKeHa MOIK0XKHO, IOCIIeBaHA
ot 103a 90 mg 4 ceaMuIy O-KBCHO U ciie ToBa Ha Bceku 12 cenqmury. [Ipu Te3n nmanuenTu no3ara
oT 45 mg chIIo e epuKacHa, HO Mmo-rojsiMa eukacHOCT uMa mo3ata oT 90 mg. (Bxk. Touka 5.1,
Tabsmmna 4)

IIcopuatnuen aprpur (PsA)

[Ipenoppuntennara no3uposka Ha Uzpruvo e HavamHa 103a 45 mg, mpuiiokeHa MmoIK0XKHO,
rociieIBaHa ot 703a 45 Mg 4 ceAMHUIIM TTIO-KBCHO U CJIEN TOBA HA BCEKH 12 ceaqmMumm. AITepHATHBHO,
npu narenTu ¢ renecHo Terio > 100 kg, Mmoxke na ce uanonzear 90 mg.

IIpu manmeHTH, KOUTO HE ca Ce MOBIHSIHN OT JISYEHNETO A0 28 cenMuIH TpsioBa ja ce 0OMUCIIN
IPEYCTAHOBSIBAHE HA JICYCHUETO.

Cmapuecka év3pacm (> 65 200unu)
He e HeoOX01MMO aJlaniTUpaHe Ha J103aTa PH MAIMEHTH B CTapyecka Bb3pacT (BK. Touka 4.4).

bvbpeuno u wepnodpobHo yepesicoare

He ca nposexmanu npoyuBanus ¢ Uzpruvo npu te3u nomynamuu nanveHTd. He morar ja 6baat
JAJICHN TIPETIOPHKH 32 T03HpaHe.
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Ieouampuuna nonynayus

be3onacHocTtTa 1 edukacHocTTa Ha UZPruvo mpu aena ¢ mcoprua3nc Ha Bb3pacT oA 6 TOAWMHY WA
IIPH JIeTa ¢ ICOPUATUYCH apTPUT 1Mo 18-roAuITHa BB3pacT BCe OIIE HE ca YCTaHOBEHU. Jlumncear
JTAHHHU.

IInakos ncopuasuc npu neduampuunu nayuenmu (6 200unu u no-eoremu)
[Ipenoppunrtennara nqo3a Ha UzZPruvo criope TeIecHOTO TErdIo € MmoKa3aHa mo-1oiy (tabmuma 1).
Uzpruvo tps6Ba na ce npuiara Ha ceamuit 0 1 4, ciem ToBa Ha BCEKH 12 ceMUITH.

Tabnuya 1: Ilpenopvuumenna 0oza UZPRUVO npu neduampuynu nayuenmu ¢ ncopuasuc

TeJsiecHO Terji0 KbM MOMEHTA HA NIPUJIaraHe IIpenopbunTeHA 1032
< 60 kg 0.75 mg/kg
> 60-<100 kg 45 mg
> 100 kg 90 mg

3a m3uncngBane Ha o0ema 3Ha uHxektupane (ml) npu nanuentu < 60 kg u3non3paiite cieqHara
dopmyna: TenecHo terio (kg) x 0,0083 (ml/kg) nmu Bixre Tabnwma 2. Mzuncnenust obeM TpsadBa ia
ce 3axkpbrm 70 0,01 ml 1 ga ce nmpuara ¢ rpagyupasa cipuHiioBka ot 1 ml. Hanuuen e ¢uiakoH ot
45 mg 3a nequaTpUYHM MAIMEHTH, KOUTO TPAOBA Jia MOTy4aBaT MO-MaJKo OT Iiara a1o3a 45 mg.

Ta6muua 2: O6emu 3a uHxekTHpane Ha UZPruvo npu neauaTpuvHu nanueHTy ¢ ncopuasuc < 60 kg

TejiecHO Tery10 KbM MOMEHTA Ha Ho3za (mg) Oobem 3a un:xkekTupane (ml)
npuiaarse (kg)
15 11.3 0.12
16 12.0 0.13
17 12.8 0.14
18 13.5 0.15
19 143 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
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TeJiecHO TerJi0 KbM MOMEHTA Ha Jo3a (mg) O0eMm 3a un:kekTupane (ml)
npuiaarse (kg)
40 30.0 0.33
41 30.8 0.34
42 315 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
50 375 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

[Tpu marueHTH, KOUTO HE Ca CE MOBJIUSIM OT JICUSHUETO JI0 28 ceAMUIIM TPsiOBa J1a ce OOMHCITU
MpeKpaTsBaHe HA TepaIuAiTa.

bonecm na Crohn

B cxemara Ha neyenune mppBaTa q03a UZpruvo ce npunara MHTpaBEHO3HO. 3a JO3UPOBKATa Ha
MHTPaBEHO3HA CXeMa Ha rpuiiarane, Bikre Touka 4.2 ot KXII na Uzpruvo (130 mg koHueHTpar 3a
WH(Y3MOHEH Pa3TBOP).

IIspBoTO MOAKOXKHO NpuiIokeHue Ha 90 mg Uzpruvo TpsiOBa fa Oblie Ha ceaMuIia 8 cies
WHTpaBeHO3HAaTa J103a. CJie/] ToBa ce MpenophyuBa MPHIOKEHHUE HA BCCKH 12 ceaMuIIu.

[TarmeHTH, KOUTO HE C€ TOBIHUABAT JOCTATHYHO 0 § CEMUIIM CJIE]l ITbpBaTa IMOAKOXKHA /1032, MOXKE
Jla IoJTy4yar BTopa IOJKOXKHA 71032 110 TOBAa BpeMe (BXK. Touka 5.1).

[TarmenTH, mpyu KOUTO UMa 3ary0a Ha OTTOBOp MPH MpHIIarane mpe3 12 ceqmMumm, Moxe /1a ©Mar moj3a
OT IIOBUIIIEHHE Ha YECTOTaTa Ha MpujlaraHe npes3 8 ceIMuuy (B. Touka 5.1 u Touka 5.2).

BriocnencTBue mo3aTa MOKe /1a ce Mpuiiara Ha MarueHTUTe mpe3 8 ceAMULM Wik Tipe3 12 cenMuIy Bb3
OCHOBA Ha KJIMHUYHA TpereHKa (BxK. To4ka 5.1).

TpsiOBa 1a ce 0OMHUCIN MPEyCTaHOBSBaHE Ha JICYEHUETO MTPH MAIIMEHTH, KOUTO HE TIOKa3BaT JIaHHH 32
TepamneBTUYIHA 10132 16 ceaMuIT il 1.V. MHAYKIIMOHHA 71032 WA 16 CeMUITH CIe]l TpeMIHABAHE

KbM IIpujiaralHe Ha nmoAgabpiKaliia 103a Ipe3 8 CCOMMUIIN.

[MpunoxeHneTo Ha UMYHOMOIYJIATOPH W/WIIA KOPTUKOCTEPOUIA MOXKE J1a TIPOJIBIIKH 110 BpeMe Ha
nedenueto ¢ Uzpruvo. IIpu manueHTHTe, KOUTO ca ce MOBIHUIN OT JieueHueto ¢ Uzpruvo,
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IIPUIIOKCHUETO HAa KOPTUKOCTEPOU AN MOXKE J1a C€ HaMaJIu WJIN Jia C€ IPEYCTAaHOBU B CbOTBETCTBUE CHC
CTaHJapTa Ha JICUCHUC.

[Tpu 6onect Ha Crohn, ako TepanusTa ce MPEKbCHE, MMOTHOBIABAHETO HA JICYCHUETO C MOKOKHO
MIPIIIOKEHHUE TIpe3 8§ CeAMUIH € Oe301acHo U e(heKTUBHO.

Cmapuecka év3pacm (> 65 2o0unu)
He e HeoOX01uMO KOpUTHpaHe Ha J03aTa IIPY MAlMeHTH B cTapyecka Bh3pacT (Bxk. Touka 4.4).

bvopeurno u uepnoopobro yspescoane
VYcrekunymab He € IpoyduBaH MPH TE3H MOTMyJIAIiK nanueHTH. He Morar a ce HanpaBsT IpenopbKu
3a JI03UpaHe.

Ileouampuuna nonynayus
besomacHocTTa M edmkacHOCTTa HAa ycTeKHHYyMa0 mpwu jiedeHre Ha 6onect Ha Crohn mpu nera Ha

BBb3pacT oA 18 roauHu Bce ollle HE ca YCTaHOBEHU. JIUICBaT JaHHU.

HauwuH Ha npuiioxxeHue

Uzpruvo 45 mg u 90 Mg npeaBapuTEITHO HAIIBJIHEHU CIIPHUHIIOBKH Ca CaMO 3a MOKOKHO
uHKekTHpaHe. [10 Bb3MOXKHOCT KOXKHHUTE YJaCThIIU C U3SBSH IICOPUA3UC TPSOBA J1a ce u30ArBaT KaTo
MSICTO Ha MHXKCKTHPAHE.

Criet moaxoA110 O0YUYCHHE 32 TSXHUKATA Ha MTOJKOKHO MH)KEKTUPAHE MAI[UCHTUTE MU TEXHUTE
OomHOTIIEauM Morat fga nHxekTHpaT UZpruvo, ako JekapsT pemin, 9e ToBa € ymMecTHo. Bee mak
JeKapsT TpsiOBa Aa OCUTYPH IOAXOIAIIO TIPOCIesIBaHe Ha manueHTuTe. [laruenTuTe uim TexHuTe
OosHOTIIeaun TPsAOBa J1a ObJAT HHCTPYKTHPAHH Jla MHXKEKTUPAT NPEANMCaHOTO KojimyecTBo Uzpruvo
ChITIACHO YKa3aHMSTA B JIUCTOBKaTA. [101po0OHM yKa3aHUs 3a MPUIIOKESHHE Ca JJaJICHU B JINCTOBKATA.

3a Mo-HATATHIIHN YKa3aHUS 3a IPUTOTBSIHE U CIIEIMAIHH MPENasHu MEPKH TIPH paboTa BIKTE
TO4YkKa 6.6.

4.3 TIlpoTuBOomOKAa3aHUS

CBpBX4yBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO HWJIM KbM HSKOE OT IIOMOIIHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

KinHanyHO 3HauMMa, akTUBHA MH(EKIUs (HaIp. akTUBHA TyOepKyIo3a, BK. Touka 4.4).

4.4 Chnenuajanu nmpeaynpeskieHus: U NpeAna3sHil MepKH NpU ynoTpeda

IIpocnenumoct
3a fa ce moIo0py MPOCIETUMOCTTa Ha OMOJIOTMYHUTE JICKAPCTBEHH MPOYKTH, UMETO U MAPTHIHUSAT

HOMED Ha MPWIOKEHUS IPOAYKT TPSOBA SCHO J1a Ce 3aInCBar .

Undeknmu

VYcrekuHyMad MOXKe Jla IMa MOTEHIWAN J]a yBelnuaBa prcka oT MH()EKINH U J1a peakTHBHPa
nareHTHN MHGeknuu. [Tpy KIMHUYHT TPOYYBAHUS M TOCTMAPKETHHIOBO 00CEPBAIlIOHHO MPOYyYBaHE
NP TALMEHTH C TICOPHA3UC ce HaOJII0aBaT CEpHO3HU OaKTepHaIHU, TbONYHN U BUPYCHU HH(EKIUH
NpH MAIMEHTH, TPUeMaIi ycTeKuHymao (Bxk. Touka 4.8).

[Ipu manmeHTH, TEKYyBaHU C YCTEKUHYMA0, ce ChOoOIaBa 3a ONOPTIOHUCTUYHY WH()EKIINY, BKIFOYBAIIU
peakTUBUpaHe Ha TyOepKyJ03a, JPYyTH OMOPTIOHUCTUYHHU OaKTepuaTHu HHDEKINH (BKIIOYHTEITHO
aATUTTIIHA MUKOOAKTepraiHa HHGEKIVsI, MCHHHTUT, IPUIMHEH OT Listeria, THEBMOHUS, IPUIUHEHA OT
Legionella, 1 HOKap103a), OMOPTIOHUCTUYHN MUKOTHYHH HHGEKIIUH, OMOPTIOHUCTUYHH BUPYCHHU
MH(pEKIUU (BKIIOYUTEIHO SHIE(AINUT, MPUIUHEH OT XEPIIeC CUMILIEKC 2) U apa3suTHH WHPEKIUN
(BKIJIFOUATETHO OYHA TOKCOIUIa3MO03a).
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TpsOBa na ce moaxokaa C MOBUIIIEHO BHUMaHHUE, KOTaTo ce 00ChKaa mpriiokeHneTo Ha Uzpruvo mpu
MAIMEHTH C XPOHUYHH WH(EKIINK WK aHaMHE3a 3a peluauBupaiia nadexims (Bx. Touka 4.3).

IIpenn 3amouBaneTo Ha neyeHne ¢ UZPruvo manueHTUTe TpsiOBa Aa ce M3CIIeaBaT 3a TyOepKyI0o3Ha
urdexips. UZpruvo e TpsOBa 1a ce mpuiiara npy NaleHTH ¢ akTHBHA TyOepKyo3a (Bk. Touka 4.3).
JledeHnueTo Ha aTeHTHA TYOCPKYJIO3HA MHQEKIU TPsOBA Ja 3aII0YHE MTPEIU TPUIIOKCHUETO Ha
Uzpruvo. IIpotuBoTyOepKyno3HaTa Tepanus ChIo TpsoBa 1a Obae 00ChAeHa Ipear HaYaJoTo Ha
neuenne ¢ UzZpruvo npu marnueHTy ¢ aHaMHe3a 3a JIATCHTHA WIH aKTHBHA TYOepKyJ103a, PH KOUTO HE
MO JIa Ce MIOTBBP/M aJIeKBaTeH Kypc Ha jieueHue. [lanmenture, mpuemantu Uzpruvo, tpsidea aa ce
HaOJI0/JTaBaT BHUMATEITHO 32 MPU3HAIM U CUMIITOMHU Ha aKTUBHA TYOEpPKYJIO3a 110 BPeME Ha JICYCHUETO
U CIie]T HeTO.

[MaumenTute TpsiOBa na ObAAT HHCTPYKTUPAHH J1a TOTBPCAT JEKAPCKU CHBET, aKO CE MOSABAT MPU3HALN
W CUMITTOMH, TIpEJIoarany HH}EeKIus. AKO MalyueHT pa3Bue Cepro3Ha HHPEKIHUS, ChCTOSHUETO
My Tpsi0Ba BHUMaTENHO 1a ce cieau u UzZPruvo He TpaOBa a ce mpuiiara, J0Kato nHGEKIuaTa He
ObJe OBIIAISHA.

31oKayecTBEHH 3a00IIBaHUS

HNmyHocympecopu KaTo yCTeKHHYMaO UMaT MOTEHIMAN J1a YBEJIMYaBaT pUCKa OT 3JI0KaueCTBEHU
3a0osiBaHus. Hsikon manueHTH, KOUTO ca MprueMaiy ycTeKnHyMal B KIIMHUYHY [TPOYYBaHUS U B
MOCTMAapKETHHIOBO 00CEPBALIMOHHO NTPOYYBAHE IPH MALUEHTH C IICOPHUA3HUC, Ca Pa3BIIIM KOXKHH U
HEKOXXHH 3JI0Ka4eCTBEHH 3a00s1BaHusl (BK. TOUka 4.8). PUCKBT OT 3110KadecTBEHH 3a00ISIBaHUS MOXKE
Jia € TI0-BHCOK TPH MAaIMEHTH C IICOPHA3KC, KOUTO Ca JICKYBaHHU C IPYry OMOJOTUYHH JIEKapCTBa B
X0Ja Ha 3a00JIsIBAHETO.

He ca nmpoBexanu npoy4BaHusi, B KOUTO y4acTBaT MaIlEHTH C aHaMHe3a 32 3JJ0KaYeCTBEHH
3a00JIsIBAHUS HJTH B KOMTO MPOJIBIDKABA JICUCHUETO Ha MAIUEHTH, Pa3BIIIN 3]I0KaYeCTBEHO 3a00IIsIBaHE
0 BpeMe Ha IIpreMa Ha ycTekuHyMab. 3aToBa TpsOBa Ja ce TOX0XK/1a C TIOBUIIIEHO BHUMaHHE,
KOrarto ce o0Chx/aa npuiiokenneTo Ha Uzpruvo npu Te3u mayueHTH.

Benuky nanueHTH, no-criequaito Te3u Haj 60 roanHu, HaluueHTH ¢ aHaMHe3a 3a POAbKUTEIHA
MMYHOCYIIpECMBHA TEpaysl WK TakuBa ¢ aHamHesa 3a [ITYBA-tepamnus, Tpa6Ba na ce Habmoaasar 3a

MosIBa Ha pak Ha Koxara (Bxk. Touka 4.8).

CucreMHH u PECTIMPATOPHHU PCAKIIMK Ha CBPBXYYBCTBUTCIHOCT

Cucmemnu

CepHo3HH peaklMy HAa CBPbXUYBCTBUTEIHOCT €A IOKJIJBAaHU B MOCTMAPKETHHIOBH YCIIOBHS, B HAKOH
CJIydau HSKOJIKO JTHU cliesl JeueHuneTo. MiMa cnyvyan Ha aHaduiakcus u anrnoesieM. AKO ce TIOSIBU
aHa(UIaKTHYHA WK J[pyra CEpHO3HA PEaKIns Ha CBPbXIYBCTBUTEIHOCT, TPAOBA J]a ce Ha3HAYH
NOAXOAAIIA Tepanus 1 npuiioxkennero Ha UZpruvo tpsoBa aa ce npeycraHoBH (BK. Touka 4.8).

Pecnupamopnu

Chyvan Ha aJlepruyueH ajaBeoIuT, €O3MHO(MIHA THEBMOHUS 1 HEMH()EKLIMO3HA OpraHu3upalia
THEBMOHHMS ca ChOOILIEHHU TI0 BpeMe Ha IIOCTMapKeTHHroBaTa ynotpeda Ha ycrekunymad. Knuanunure
MPOSIBH BKITIOYBAT KAIIUTHIA, JUCITHES] U MHTEPCTHIUATHI WHQUITPATH CIIE/ €/THA JI0 TPU JIO03H.
Cepuo3HnTE OCIEIUITN BKIIOYBAT ANXATEITHA HEJOCTATHYHOCT M MPOIBIDKUTETHA XOCITUTAIN3AIIS.
[TonoGpenue e cro0IaBaHO Clie/ IPEYCTaHOBIBAHE HA JICUCHUETO C YCTEKUHYMal 1 B HAKOU CITy4yau
NIPY TIPUIIOKEHHUE Ha KOPTHUKOCTEPOUIH. AKO ObJie M3KITIoUeHa UH(EKIUS U JUarHo3ara ce MOTBbP/IH,
MPUIIOKEHUETO Ha yCTeKHHyMal TpaOBa /1a ce MPeyCTaHOBHU U J1a CE 3all0YHE MOIXOSIIO JIYeHNE
(Bk. Touka 4.8).

CupieYHOCHA0BU CHLOUTHS

[Tpu manmeHTH ¢ ICOPUA3KC, C CKCIO3UIINS HA YCTSKUHYMA0, B TOCTMAPKETHHIOBO 00CEPBAIlMOHHO
MpOy4YBaHe ca HaOII0JaBaH! ChPJICYHOCHI0BH CHOUTHS, BKIFOUUTEITHO HHPAPKT HA MHOKap/a H
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MO3bYHOCHIOB HHIUACHT. PHCKOBUTE (haKTOPH 3a ChPACYHOCHIO0BO 3a00JsIBaHE TPsOBa J1a ce
OIIEHABAT PEIOBHO IO BPEME Ha JICYEHHETO ChC YCTEKUHYMao.

Bakcunanuu

IIpenopbuBa ce na He ce MpHUIIarat )XKUBH BUPYCHH WITH )KUBH OakTepuanan BakcuHu (kato BIDK)
eanoBpemenHo ¢ Uzpruvo . He ca mpoBexk/1aHu KOHKPETHH MPOYYBaHUS NPU NAIIMCHTH, BPXY KOUTO
HACKOpO € TIpujiaraHa jKvBa BUPYCHA WJIH JKMBa OaKkTepraiHa BakcuHa. HsiMa maHHM 32 BTOPUYHO
npenaBaHe Ha WHGEKINS 9pe3 )KUBH BaKCHHU TPY MAIMEHTH, MOTyJaBaiiy ycreknayma0. Jledennero
¢ Uzpruvo Ttps6Ba 1a ce mpeycTaHOBY 3a Hal-Manko 15 ceAMUIM ciiel| mocaeHara 103a mpeau
MOCTaBSHETO HA JKVMBa BUPYCHA WJIU KMBA OaKTepHaTHA BAKCUHA U MOXKE JIa CE Bb30OHOBHU Hai-MaJIKO
2 CeIMUIIM CIIe/l BAKCUHHPaHETO. JIekapuTe, peAmucBaniy JeKapcTBOTO, TPSIOBA ]a HATIPaBAT
crpaBka ¢ KpaTkara xapakTepucTuka Ha MPOAYyKTa 3a KOHKPETHATa BAKCUHA 32 JOM'BIHUTEIHA
uHGOPMAIUS M YKa3aHUs 3a ChITBTCTBAIIO MTPUIOKEHHE HA UMYHOCYIIPECUBHU JICKAPCTBA CIIET
BaKCHHHPAHE.

He ce nmpenoppruBa npunarane Ha >xuBU BakcuHU (kato BLDK BakcuHa) mpu kbpMayeTa, ¢ eKCO3ULIUS
Ha YCTEeKHHYMa0 in Utero, B mpoJbKeHHE Ha ABAHAIECET Mecella CIIe/l PAKIAHETO HITH JTOKATO
CepyMHHUTE HUBA Ha YCTEKHHYMa0 Ipu KbpMAUueTO CIIaJAHAT [10Jl HUBOTO HA AETEKUMA (BX. TOUKU 4.5 1
4.6). AKO ¢ HaJuIle KaTeropuyHa KIMHUYHA 0J13a 33 OTACIIHOTO KbpMade, MOXKE J1a C& OOMHUCIIH
MpuUjlaraHe Ha *KUBa BaKCHHA B [TO-PaHEH MOMEHT, aKO HE C€ OTKPHBAT CEpyMHU HUBA Ha
YCTEeKUHYMao.

[MaumenTute, KOUTO ynotpedssat Uzpruvo , Moske J1a moyryyar eIHOBPEMEHHO WHAKTHUBUPAHU HITH
yOWUTH BaKCHHHU.

HsiarocpounoTo neuenue ¢ UZpruvo He MoTHcKa XyMOPAJTHUS UMYHEH OTTOBOP KbM ITHEBMOKOKOBHUTE
NOJIM3aXapUIHU BAKCHHHU WM KbM BaKCHHUTE CPEIIly TeTaHyc (BXK. Touka 5.1).

C’LHT)TCTBaHIa UMYHOCYIIPECHBHA TCPAIIUi

[Ipu npoyuBaHus MPH IICOPHAZNC HE Ca OIEHIBAHU OE30IIaCHOCTTa U e(PUKACHOCTTA HA YCTEKMHYMa0
B KOMOWHAIMSI C UMYHOCYIIPECOPH, BKIFOYUTEITHO OMOJIIOTHYHHU NPOAYKTH WK GoTorepanus. [Ipn
NPOYYBaHUS MPH NICOPHATHYEH apTPUTCHITBTCTBAIIOTO NMpuiioxkeHne Ha MTX He moBnusiBa
Oe3omacHOCTTa U €PUKACHOCTTA Ha ycTeknHyMa0. B npoyuBanusTa mpu 6osect Ha Crohn u
YIIIEPO3eH KOJHT ChITBTCTBANIOTO NMPHIIOKEHHE HA HIMYHOCYIIPECOPH WIIN KOPTUKOCTEPOHIH
M3IJIeXK/Ia HE TIOBJIMsIBa 0€30MaCHOCTTa WK e(pUKACHOCTTa Ha ycreknHyma0. TpssOBa J1a ce moaxoxaa ¢
MOBHUIIIEHO BHUMaHHUE, KOTaTO ce 00CHkK/Ia ChIIBTCTBAIOTO MPUIOKEHUE HA IPYTH HMYHOCYIIPECOPHU U
yCTeKHHYMa0 WM NP IPEMUHABAHETO KbM JICUEHHUE C APYTH OMOJIOTMYHI HUMYHOCYIIPECOPH (BXK.
Touka 4.5).

HUmynotepanus

YCTCKI/IHYMa6 HE € OLCHABAH IIPpU MaJUCHTHU, KOUTO Ca IMoAJIaraHu Ha UMYHOTEpAIinA 3a aJICpruu. Hee
HU3BCCTHO JaJIn UZprUVO MOXKE a C€ 0Tpa3u HA UMYHOTCpAIIUATA IIPpU aJICPruu.

Cepro3Hu KOKHH 3a00/I9BaHNs

[Ipu manmeHTH ¢ ICOPUA3KC ce ChOOIABa 3a CIIydau Ha eKC(hOTMaTUBEH IEPMATHUT CIIe/ JICUSHUE C
ycTeknayMa0 (BK. Touka 4.8). [larueHTuTe ¢ MmIakoB MCOpHUa3uc MOXKE J1a Pa3BUAT €pUTPOICPMHUUCH
MICOPHA3UC KaTO YacT OT €CTECTBEHUS XO/1 Ha 3a00JISIBAHETO ChC CUMITTOMH, KOMTO MOXE OT KIIMHUYHA
IJIeJIHA TOYKA J]a He Ce OTJIMYaBatr OT ekconmatuBHus nepMarur. Jlekapure TpsOBa j1a BHUMaBaT 3a
CUMITOMH Ha EPUTPOJICPMUYCH IICOPUA3UC WU CKCPOTUATHBEH JCPMATHUT KaTO YacT OT
MPOCIIENBAHETO Ha ICOpHA3Nca P MalueHTa. AKO Te3W CUMIITOMH Ce TOSBAT, TPSOBa 1a ce
3armovHe moaxozsmo gedenue. [Ipuembt Ha UZPruvo tpsoBa f1a ce mpeycTaHOBH, aKO UMa ChMHEHUS
3a JIEKQpCTBEHA PCaKIIUS.
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3aboisiBaHus, CBEP3aHU C JIYITYC

Crnyuyan Ha 3a00JsIBaHUS, CBBP3aHHU C JIYIYC Ce ChOOIIaBaT MPH MAIUCHTHU JICKYBaHU C YCTEKHUHYMao,
BKITFOUUTEITHO KOXKEH JIYITyC EPUTEMATOJIEC U JIyIyCc-1oj00eH cuHapoM. [Ipu BE3HUKBaHE HA JIC3UH,
0c00EHO Ha U3JI0KEHUTE Ha CITBHIIC YYaCThIIM Ha KOXKATA, UITH aKO T€ CE ChITBTCTBAT OT apTPajrus,
MaIMeHTHT TPSIOBA Ja IOTHPCH He3a0aBHO JeKapcKa MOMOII. AKO ce IIOTBHPAAT 3a00sIBAaHUS,
CBBP3aHH C JIYIYC, YCTCKUHYMa0 TpsiOBa J1a ce MPEYCTAaHOBH M J]a CE 3aII0YHE TOAXOASIIO JICUCHHE.

CrienmatH{ IOy AN
Cmapuecka év3pacm (> 65 200unu)

B kmMHUYHKTE M3MUTBaHUS IPH 0100PEHUTE MOKAa3aHUs He ce HaOII0aBaT ChIICCTBCHH PA3IUUUS B
epuKacHOCTTa WK OE30MaCHOCTTA MPU MALMEHTH Ha 65-TOANIIHA BB3PACT U IMO-TOJIEMHU, KOUTO
NOJIy4aBaT YCTEKHHYMa0, B CpaBHEHHUE € TIO-MJIa I MALMEHTH. bposAT Ha manueHTuTe Ha Bb3pacT

65 roguHM U o-TosieMu obaue He € J0CTaThUEH, 3a Ja Ce ONPEIENIN AaJIH Ce MOBIUIBAT PA3IMYHO OT
Mo-MJIaiuTe ManueHTH. Thil KaTo pa3npocTpaHeHHETO Ha UH(EKIUHU cpell cTapyecKaTa IMOMmyJIaust
KaTo ISUI0 € TO-TOJISIMO, JICUCHUETO MPH MALMEeHTH B CTapyecka Bb3pacT TpsiOBa 1a ce mpuiara
BHUMATEJHO.

[onucopbaru

Uzpruvo 45 mg unacekyuonen pasmeop
To3u nekapcTBeH MpoayKT chabpxa 0,02 mg nonucopdar 80 BbB Bceku (1akoH, KOETO €
exuBasieHTHO Ha 0,04 mg/ml. [TonmrcopbaTrute MoraT Ja MPUYHUHSAT AIEPTUIHA PEAKIIHU.

Uzpruvo 45 mg unoicexkyuonen pazmeop 6 npedsapumenro HanbiHeHa CHPUHYOBKA

To3u nekapcTBeH npoaykT chabpxa 0,02 mg noaucopodat 80 BB BCsIKa MPEABAPUTEIHO HAITBJIHEHA
CIIPUHIIOBKA, KOeTo € ekBuBajeHTHO Ha 0,04 mg/ml. [lomucopbaTture Morar aa MpUYUHSAT aJlepTUYHA
peaxiuu.

Uzpruvo 90 mg unsicexyuonen pasmeop 6 npeosapumento HanviHeHa CNpuHyo8Ka

To3u nexapcTBeH npoaykT cbabpxa 0,04 mg nomucopbart 80 BB BCsIKa MPEABAPUTEITHO HAITBITHEHA
CIPUHIIOBKA, KOETO € ekBuBasieHTHO Ha 0,04 mg/ml. [TonmmucopbaTute MoTaT 1a MPUUYUHAT allepruyHHA
peaxuuu.

45 B3aumopeiicTBHE ¢ IPYTH JeKAPCTBEHN MPOAYKTH H APYrH (JOPMH HA B3auMoOAeiicTBHE
JKuBu BakcuHU He TpsiOBa Ja ce npuiaraT egHoBpeMeHHo ¢ Uzpruvo (BrkTe Touka 4.4)..

He ce npenoppuBa npunarane Ha xuBu Bakcunu (kato BLDK BakcuHa) npu kbpMayera, ¢ eKCHO3ULHS
Ha ycTeKnHyMa0 in Utero, B mpoakIDKEHHE Ha IeCT Mecena CiIell pakJaHeTO WK IOKaTO CEPyMHHUTE
HUBA Ha YCTEKMHYyMab Mpy KbpMAdeTO CIaAHAT MO HUBOTO Ha JeTeKIus (BXK. Touku 4.4 u 4.6). Axo e
HaJIMIEe KaTeropuyHa KIMHUYHA 0134 32 OTACTHOTO KbpMaye, MOXe Jja ce€ OOMUCIH MpHUjlaraHe Ha
JKMBa BaKCHHA B IIO-PaHEH MOMEHT, aKO HE C€ OTKPUBAT CEpyMHH HUBA Ha YCTEKUHYMaO.

He ca nmpoBexxganu mpoy4yBaHUs 32 B3aUMOJEHCTBHATA IpH Xopa. [Ipu hapMakOKMHETHYHY aHATTN3H
HAa TIOMyJIAIMsITa, HAPABEHH B Mpoy4YBaHus ¢aza 3, e u3ciieBaH epeKThT Ha Hal-4ecTo
CAHOBPEMCHHO IMPUEMaHM JICKaAPCTBCHU NNPOAYKTHU IIPU MALTUEHTH C IICOpUA3nC (BKJHO‘H/ITC.HHO u
napareramoJ, uoynpodeH, aleTUICATHIINIOBA KUCEINHA, MET()OPMHH, aTOPBACTATHH,
JICBOTUPOKCHH) BbPXY (hapMaKOKHHETHKATa Ha ycTeknHyMa0. He ca HaOnroaBaHu mpu3HaIU Ha
B3aMMOJICHCTBHUE C TE3U SAHOBPEMEHHO ITPUEMAaHH JICKAPCTBEHH MPOoAYKTH. OCHOBA HA TO3M aHAJIN3 €
¢baxThT, ye Hail-manko 100 maruenTy (> 5% OT H3cieaBaHaTa MOMyJIaIys) ca JICKyBaH!
€IHOBPEMEHHO C T€3H JIEKAPCTBEHH MPOAYKTH Ipe3 moHe 90% oT meproaa Ha IPOYIBAHETO.
®dapMakOKUHETHKATa Ha YCTEKUHYMAa0 HE Ce € MOBIHSIIA OT ChITbTCTBANIOTO NMpuitokeHue Ha MTX,
HCIIBC, 6-MepkanTomnypuH, a3aTHOIPHUH U TIEPOPATHA KOPTHKOCTEPOUIH IIPH TAIHCHTH C
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MICOpUAaTHYCH apTpuT, 6ojiecT Ha Crohn wim OT mpeIIecTBalia ekcrno3uius Ha antu- I NFa cpenctsa,
IPH MAIHAEHTH ¢ TICOPHATHIEH apTpuT mwin 6oxect Ha Crohn, Wi OT IpemecTBana eKCIO3HIHs Ha
OHMOJIOTMYHY JIEKapCTBEHU MPOAYKTH (T.e. auTu- 1 NFa cpeactBa u/nim Bemonnzymao).

Pesynratute oT mpoydBane in Vitro e mpeamnonaraT HEOOXOIUMOCT OT aaNTUPaHe Ha J03aTa Mpu
HalUeHTH, KOUTO mojtydaBar eaqHoBpemenHo CYP450 cyGerpatu (BK. Touka 5.2).

IIpu nmpoyduBaHus IpH ICOPHA3UC HE Ca OIEHABAHU 0€30TACHOCTTA U e(PUKACHOCTTa Ha YCTEKHHYMao
B KOMOWHAIMSI C UMYHOCYIIPECOPH, BKIIOYUTETHO OMOJIOTMYHU cpeacTBa win pororepanus. [Tpu
MPOYYBaHUS MPH NCOPUATHYUEH apTPHT, ChITBTCTBALIOTO NpHiiokeHne Ha MTX He noBnusBa
Oe3omacHOCTTa U ePUKACHOCTTA Ha ycTeknHyMa0. B nmpoyuBanusta mpu 6onect Ha Crohn n
YIIIEPO3eH KOJIHT ChITBTCTBANIOTO NPHIIOKEHHE HA HIMYHOCYIIPECOPH WIIN KOPTUKOCTEPOHIH
U3IJIeXK/Ia HE MOBJIMsABA 0€30MacHOCTTA WM e(pMKACHOCTTA HA YCTEKMHYMa0. (BK. Touka 4.4).

4.6 @epTUIUTET, )PEMEHHOCT U KbpMeHe
Kenu c netepojieH noTeHnyan

JKenu ¢ nereponen noteHnyan TpsAOBa qa U3MOI3BAT €(PEKTHBHA METOIM HAa KOHTPAIIETIIIHA TT0 BpeMe
Ha JIEYeHHE U 0 15 ceaMuIu cien 1e4eHHUETO.

BbpemeHnHoct

[TpocrieKTUBHY JaHHU OT HETOJIsIM Opoii cirydan Ha OPEeMEHHOCT e/l eKCIO3HIIUS Ha YCTEKMHYMa0 ¢
W3BECTEH M3XOJl, BKIIIOYUTENHO MoBede oT 450 ciyyast Ha OpeMEHHOCT ¢ eKCITO3UINS MPe3 MMbPBUS
TPUMECTHP, HE NIOKA3BAT MOBHUILEH PHCK OT TOJIEMH BPOACHU MaJI(POpPMALIK IPU HOBOPOAEHOTO.

[IpoyuBaHusITA IPH )KUBOTHU HE TIOKA3BAT MPEKH MK HEIIPEKU BPeIHH e(DEKTH, CBbP3aHH C
OpeMEeHHOCTTa, EMOPHOHATHOTO/(DETATHOTO Pa3BUTHE, PAKAAHETO WM OCTHATATHOTO pa3BUTHE (BIK.
Touka 5.3).

HanmmuausaT kiMHUYEH onut obade e orpaHndeH. KaTto npezmasHa Mspka € 3a MpeArnoYnTaHe Jia ce
n30sTBa ynorpedara va Uzpruvo mo Bpeme Ha OpeMEHHOCT.

Ycreknnymab mpeMuHaBa Mpe3 IUIaleHTaTa i ce OTKpHBa B cepyMa Ha KbpMaydeTa, POJIEHH OT JKeHH,
JIEKyBaHH C YCTEKHHYMa0 10 BpeMme Ha OpeMeHHOCTTa. KITMHUYHOTO BBh3/IeiicTBrE Ha TO3U (akT He €
U3BECTHO, HO PUCKBT OT MH(PEKIHS PH KbpMadeTa, C SKCIIO3HIIUS Ha yCTeKHHYMa0 iN Utero moxe na
ObJ1e TTOBUIIIEH CIIE]] paXXIaHETO.

He ce npenopruBa npunarane Ha >xuBu BakcuHu (kato BLDK BakcuHa) mpu KbpMadera, ¢ eKCIO3ULHS
Ha ycTekuHyMmab in Utero, B mpoasKEeHHEe Ha JIBAaHAIECET Mecella Clie]l PaXKIaHEeTO HIIH JO0KAaTOo
CEpYMHHTE HHMBA HAa yCTEKUHYMAa0 NP KBPMAUETO CIIaTHAT IIOJT HUBOTO HA JAETEKITUS (BXK. TOUKU 4.4 1
4.5). Axo e HanMIe KaTeropu4Ha KIMHUYHA [10J13a 32 OTAEIIHOTO KbpMayde, MOXKE J1a C€ OOMHCIIH
MIpUJIaraHe Ha KUBa BaKCHMHA B [TO-PaHEH MOMEHT, aKO HE CE OTKPHUBAT CEPYMHH HUBA HA
YCTeKHHYMao.

Kopmene
OrpaHudeHy TaHHH, MyOJUKYBaHU B IUTEPATypaTa, IOKa3BaT, 4e yCTEKHHyMal ce eKCKpEeTHpa B

YOBeIIKaTa KbpMa B MHOTO MaJIKH KojrmdecTBa. He e n3BecTHO nanmu ycteknHymab ce abcopoupa
cUCTEeMHO ciesl noripiiane. [lopaau noTeHnana 3a nposiBa Ha HeKEJIaH! JIEKAPCTBEHN PEaKLUN KbM
ycTeknHyMal Ipu KbpMaueTaTa, TpsOBa Jia ce B3eMe pellieHHe JalH Ja ce MPEyCTaHOBH KbPMEHETO
10 BpeMe Ha JICUeHHE 1 J10 15 ceMHIH Cllest JIeYeHUEeTO, WU JIa Ce MIPEyCTAaHOBU TEPAIHUATA C
Uzpruvo , kato ce B3eMat NpeaBu/ [oj3aTa 0T KbPMEHETO 3a AETETO U M0I3aTa OT TEepamusTa C
Uzpruvo 3a >keHara.

Deprunurer
EdekTbT Ha ycTeknHymMad BbpXy (epTHIMTETA TP XOpa HE € OLIEHEH (BXK. Touka 5.3).
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4.7 EdexTH BbpPXy cIOCOOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHH

Uzpruvo He moBnusiBa WK TOBIHSBA IPEHEOPEKUMO CIIOCOOHOCTTA 3a opupaHe U paboTa ¢
MaIlHHY.

4.8 Hexenanu JJeKApCTBEeHH peaKuu

O6006u1enne Ha npoduna Ha 6e300acCHOCT

Haii-uectute HexenaHu JEKapCTBEHH peakuu (> 5%) B KOHTPOIMPAHUTE IEPHUOAN OT KIMHUIHHUTE
NPOYYBAHUS MIPU B3PACTHHU C TICOPUA3HC, ICOPUATUYCH apTpUT, OostecT Ha Crohn ¢ ycrekuHymab ca
Ha30(apuHTUT U rnaBodosue. [IoBeyeTo OT TSX ce CUMTAT 3a JICKH U He HajaraT NpeKbCBaHe Ha
IpOy4YBaHOTO JeueHrne. Haii-cepro3HaTa HexeaHa JeKapcTBEHA PeakIus, KOATO € ChoOIaBaHa 3a
yCTeKHMHYMa0, € Cepro3Ha PeaKlus Ha CBPbXYYBCTBUTEIHOCT, BKIIOYUTEIHO aHa(UIaKCcHs (BXK.
Touka 4.4). O6musT npoduin Ha 6€30MaCHOCT € MoA00eH MPH MAIMEHTH C TICOPUA3HC, TICOPUATHICH
aptput, 6ornect Ha Crohn.

Tabnu4eH cIMCHK Ha HEXEIAHUTE PEaKIIUU

JlanauTe 3a 0€30MaCHOCT, IIPEJOCTABESHHU TI0-I0JTY, Ca TIOJyIEeHH CIIe/l eKCIIO3HUIMS Ha YCTEeKNHYMaO
npu Be3pacTHH B 14 npoyuBanus daza 2 u daza 3 mpu 6 709 nmarmentu (4 135 ¢ ncopuasuc w/unm
ncopuatrueH apTpurt, 1 749 ¢ 6onect na Crohn). ToBa BK/IIOUBA €KCITO3UIIMS Ha YCTEKUHYMAO B
KOHTPOJIMPAHUTE U HCKOHTPOJIUPAHUTE NEPHUOAN HAa KIIMHUYHUTC ITPOYUYBAHHA B IIPOAB/DKCHUC HA
Haii-mMaiko 6 mecena wii 1 roguna (4 577 u 3 253 manueHTH CHOTBETHO C TICOPHA3HC, TICOPHATHICH
apTpur, 6osect Ha Crohn) U ekcrio3unus 3a Hai-Manko 4 i 5 roguan (crotBeTHO 1 482 1 838
MAIEHTH C TICOPUA3HUC).

B tabnuna 3 ¢ mokazaH CIHUCHK ¢ HEKENAHUTE JICKAPCTBCHH PEAKIIUK OT KJIMHUYHU MPOYYBAHUS TIPU
BB3PACTHHU C TICOPHA3KC, TICOPHUATUYCH apTPpuUT, 0ojiecT Ha Crohn, KaKTO U HEKEIAHUTE PEaKIUU OT
MOCTMapKeTHHroBata ynoTpeda. Hexxenanure peakiuu ca KiacuUIMpaHu M0 CUCTEMO-OpraHHH
KJIACOBE U YeCTOTa CHIVIACHO CleaHara KoHBeHIms: Muoro gectu (> 1/10), Yectu (> 1/100 mo < 1/10),
Heuectu (> 1/1 000 mo < 1/100), Peaxu (> 1/10 000 mo < 1/1 000), Muoro peaku (< 1/10 000), ¢
HEU3BECTHA YeCTOTa (OT HAIMYHUTE JaHHHU HE MOXKe Jia Objie HanpaBeHa olieHka). [Tpu Besko
rpyNUpaHe B 3aBHCUMOCT OT Y€CTOTATa HEXKEIAHUTE JIEKAPCTBEHH PEAKIUK Ce U30POsBAT B HU3XOJISIIL
pell 10 OTHOIIICHHE HA TAXHATA CEPUO3HOCT.

Tabnuya 3  Cnucvk Ha HedxceraHu peakyuu

Cucremo-opranHu Yecrora: Hexenanu peakuuu

KJIAcOBe

Wndexnmu u napecrarmn  YecTu: nHPEKIMS HA TOPHUTE JUXATEIHN ITbTHUINA, Ha30(apHHTHT,
CHUHY3UT

Heuectn: LCIIyJINT, JCHTAJIHU I/IH(beKLII/II/I, xeprec 30CTep, I/IH(l)eKLII/IH
Ha JOJIHUTEC NUXATCIIHU IIbTHUIIA, BUDYCHU I/IH(iJeK]_H/II/I Ha TOPHUTE
AUXaTCJIHU I'bTUIA, BYJIBOBAarvHaJlHa MUKOTUYHA I/IH(i)eKHI/IH

Hapymenus Ha umyHHata ~ HewecTu: peakiuy Ha CBPBXUYBCTBHTEIHOCT (BKIIIOUUTEIIHO OOPHB,
cucreMa YpTUKAPHS)
Penxu: cepro3nn peakiiuy Ha CBPbXUyBCTBUTEIHOCT (BKIFOUUTEITHO
aHaduIaKcus, aHTHOEIEM)

IIcuxuynu HapyuIeHNus Heuectu: nenpecus
Hapymenns Ha HepBHaTa UYectn: 3amaiiBane, riaBo0osme
cucTemMa Hedectn: nunesa napanusa
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Pecniuparopuu, rppaau u UYectu: opodapunreanna 60ika

MeINaCTHHAIHH HeuecTu: Ha3zanHa KOHrecTHs

HapyILIeHUs Penxu: anepruieH ajaBeonuT, €O3MHOPHIHA THEBMOHHUS
MHoOro peiKku: opraHu3Mpania MHeBMOHUS

CroMaIiHo-4peBHU UYectn: quapus, raicHe, IOBPBIIaHe

HapylIeHUs

Hapymenus Ha koxara u Yectu: cppoex

MOJIKOXKHATA ThKaH HeuecTu: mycTynosen ncopuasuc, exconuanys Ha KoykaTa, akHe

Penxu: exchonnaTHBeH qepMaTHT, XUIIEPCEH3UTHBEH BACKYIIUT
MHoro peaku: 0yno3eH neMpUrona, KOXKeH JTyIIyC epUTeMaToIeC

Hapymenns nHa myckymao-  Yectu: 601KH B rbpOa, MUAITHS, apTPAITHS

CKeJIeTHAaTa CUCTeMa U MHoro peaku: JIymyc-noJo0eH CUHIPOM

ChEMHUTEHATA ThKaH

OO HapymeHus 1 UYecTtn: ymopa, epureMa Ha MICTOTO Ha MH)KEKTHUpaHe, 00JIka Ha
e(eKTH Ha MACTOTO Ha MSICTOTO Ha MH)KEKTHpaHe

MPUIIOKEHUE HedecTn: peakuuy Ha MACTOTO Ha MH)KEKTHpaHE (BKIIOYUTEITHO

KPBBOU3JIMB, XEMaTOM, BTBbP/AsSBaHE, OJyBaHE U ChPOEK), aCTCHUS

*  Bmxre Touka 4.4, CHCTEMHHU U pECIIMPATOPHU PEAKITHN Ha CBPBbXIYBCTBUTEITHOCT.

Onucanve Ha W30paHN HEXEJIAHU JIEKAPCTBEHU PEAKIIHU

HNndexnnn

B mutane0o-KOHTpONIMpaHu IPOYYBAHUS TIPU MAEHTH C TICOPUA3UC, ICOPUATHYECH apTPUT, OOJIECT Ha
Crohn nipouieHTHT Ha MHG)EKIUUTE WU CEPUO3HUTE MHPEKIMH € CXOACH NPH MaIMEeHTHTE, IEKYBaHH C
YCTeKHMHyMab, U TIpH JIEKyBaHUTE ¢ Tuiaiie6o. B mmane0o-koHTpoupaHust Iepro Ha Te3U KIMHUYHH
MPOyYBaHUS YyecToTaTa Ha MHPeKuuTe € 1,36 3a manueHToro[uHa MpocieIsiBaHe P MaIUeHTH,
JISKYBaHM C YCTEKUHYMa0, u 1,34 — npu manueHTH, JIeKyBaHu ¢ miane6o. [TosBuimTe ce cepuo3Hu
nHpeknuu ca ¢ yecrora ot 0,03 3a manMeHToroiMHa MPOCiIeAIBaHe IPH MAIUSHTH, JIEKYBaHH C
ycrekuaymab (30 cepuoznn nHdeknnu 3a 930 nanuerroronuHu npocneassane), u 0,03 — mpu
MAIUEeHTH, JIEKYBaHU ¢ iane6o (15 cepuoznu nHdekmu 3a 434 narueHToroIMHU MPOCye/IsBaHe)
(Bk. Touka 4.4).

B xoHTpONIMpaHuTe ¥ HEKOHTPOJIUPAHUTE MEPHUOIN HA KIIMHUIHUTE MMPOYUBAHUS TP IICOPHA3HUC,
ncopuaTHueH apTpuT, 6osiect Ha Crohn, npeacrapisBaiiy 11 581 nanueHTOroAMHNA SKCIIO3UIIHS TPH

6 709 manmeHTH MeiiaHaTa Ha BpeMeTo Ha npociessBane e 1,0 ronuna; 1,1 roquHu 3a Mpoy4YBaHUsATA
TIpH TICOpUATHYHO 3a0onsBaHe, 0,6 ToAMHY 3a ipoyuBaHusTa Iipu Oosect Ha Crohn. [IponeHTHT Ha
undexuuute ¢ 0,91 3a narKeHTOroAnHA IPOCSAsIBaHe IPH MAIlMSHTH, JIEKYBaHHU ¢ YCTEKHMHYyMa0, a
MPOLEHTHT Ha cepro3HuTe nHpekmu mpu Tsx € 0,02 3a marreHToroInHa mpocieIsBaHe

(199 cepuosnu nHdeknmu 3a 11 581 nanueHTOroAMHU NPOCIESIIBAHE) U ca TOKJIQJBAHU CEPUO3HH
MHGEKIINY, BKITFOYUTEIIHO THEBMOHHMS, aHAJICH a0CIIeC, LECIY/IUT, JUBEPTHUKYIUT, TACTPOCHTEPUT
BHUPYCHU MH(]EKITHH.

B mpoBeieHr KTMHUYHY POYYBAHUS MAIIMEHTH C JIATEHTHA TYOEpKYJ103a, KOUTO ca OHIIH
€IHOBPEMEHHO JIEKYBaHH C M30HHUA3H]I, HE Ca Pa3BIIIN TyOEpKy103a.

3110Ka4ecTBEHHU 3a00IsIBAHHS

B mnane6o-koHTponpanus NepUoa Ha KIIMHAYHE MTPOYYBaHUS NP IICOPHUA3KC, TICOPHATUYECH apTPUT,
6onect Ha Crohn yectoraTa Ha 370KayeCTBEHUTE 3a00IIIBaHMS, C M3KIIIOUEHUE HAa HEMEJIAHOMEH PaK
Ha KokaTta, ¢ 0,11 3a 100 marueHToroAMHN NPOCIIeAsIBaHEe IIPH MAIUSHTH, JICKYBaHU C YCTEKUHYMa0
(1 marenT 3a 929 MaIMEHTOrOAMHU MPOCIEAsBane) B cpaBHeHue ¢ 0,23 mpu malMeHTHTe, JEKYBaHH C
miare6o (1 manuenT 3a 434 marueHToroIUHA MpocieasBane). UectoTaTa Ha HEMEIIAHOMEH pakK Ha
koxata e 0,43 3a 100 naureHToroIuHu NpociensBaHe 3a MalUeHTUTE, JIEKYBaHU C YCTEKHHYMa0

(4 marmenTy 3a 929 manKeHTOrOAWHH NPOCIIeAsBaHe) B cpaBHeHue ¢ 0,46 Mpu MalMeHTUTe, JICKYBaHU
¢ tare6o (2 marueHTH 3a 433 ManueHTOrOIUHN TIPOCIICASIBAHE).
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B KoHTpOIMpaHKUTE U HEKOHTPOJIMPAHUTE [IEPUOIYU HA KIMHUYHHUTE IPOYUBaHUSI IIPU IICOpUA3UC,
IcopuaTHyeH apTpuT, 6osect Ha Crohn, npeacrapisaBaiiu 11 561 manueHTOroAMHN SKCIIO3UIIHS IIPH
6 709 nauueHTH MeaMaHaTa Ha BpeMeTo Ha npocneasBane e 1,0 roguna; 1,1 ronuHu 3a mpoyuBaHUsTA
IpyY TIcopuaTH4Ho 3abomsBane, 0,6 ronuHu 3a poyuBaHusTa Ipu 6oject Ha Crohn ul,0 roguna 3a
IPOY4BaHUATA. 37I0Ka4EeCTBEHU 3a00JI1BaHMsI, C U3KIIIOUEHUE HA HEMEJIAHOMEH PaK Ha KOxXara, ca
JOKJIaaABaHu mpu 62 marueHTH 3a 11 56 lmanmenToroanan Ha ipocieasBane (decrtora ot 0,54 Ha

100 manueHTOroAMHN Ha IpOCcyeAsBaHe NPU MALMeHTH JISKYBaHU ¢ ycTeKHHyMao). Te3u ciyuan Ha
3JI0Ka4eCTBEHH 3200 sIBaHuUS, CHOOIICHH NP MALUEHTH, JIEKYBaHH C YCTEKHHYMa0, ca CPaBHUMH C
OYaKBaHUTE CIIydad B 00IIaTa MOMyanys (CTaHAapTU3NPAHO ChOTHOLIeHHE Ha yectoTaTta = 0,93
[95% moBeputenen unrepan: 0,71, 1,20], kopurupas 3a Bb3pact, o u paca). Hait-uecto
HaOJIr01aBaHHUTE 3JI0KAUYECTBEHH 3200 IBaHNUs, PA3IMYHU OT HEMEAHOMHHS KaplIMHOM Ha KOXKaTa, ca
KapLHUHOM Ha [IPOCTaTaTa, KOJIOPEKTaJICH KapIIMHOM MEJIaHOM U KapLMHOM Ha rbpaarta. Ciiyyaure Ha
HEMEJIaHOMEH KapIMHOM Ha Koxara ca 0,49 na 100 nmanueHToroguHy Ha npociensBaHe npu
MaIUeHTH, JIEKyBaHHU ¢ ycTeKnHyMa0 (56 manuentu 3a 11 545 nanueHTOrouHu Ha MPOCIEASIBaHE).
CBHOTHONICHNETO Ha MAMeHTH ¢ 0a3alieH CIpsMO CKBaMO3HOKJIEThUEH KapIMHOM Ha Koxkara (3:1) e
CPaBHUMO ChC ChOTHOIIEHHETO B 00IaTa momyaanus (Bx. Touka 4.4).

Peakyuu na cepvxuyscmeumennocm
B KOHTpOJMpaHUTE MEPUOAN HA KIMHUIHU MPOYYBAHUS TIPH TICOPUA3KC U TICOPHATHICH apTPHUT Ha
ycTeknHyMab oOpyB M ypTHKapus ca HabmoaaBanu nmpu < 1% ot manuentute (BXK. Touka 4.4).

THeouampuuna nonynayus

HCIII/IaTDI/I‘IHI/I HNannueHTHU Ha 6 rOJIMHYU U IO-TOJIEMH C IIAKOB ncopuasmc

Be3zonacHocTTa Ha ycTeknHyMa0 e mpoydeHa B JIB€ Mpoy4YBaHus ¢a3a 3 Npu NeAuaTpUIHH MAlUSHTH C
YMEPEH 10 TEXBK IJIAKOB Icopuasuc. [IepBoTo npoyusane € npu 110 nanueHTy Ha Bb3pact oT 12 1o
17 ronuHu, TeKyBaHH B IpOAbIDKeHNE Ha 60 ceIMUIIN, a BTOPOTO TIPOYYBaHE € NpHu 44 mannueHTH Ha
BB3pacT oT 6 10 11 roauHwu, JIeKyBaHU B MPOIbIDKEHHUE Ha 56 ceqmuiiy. Kato 1sio choOmeHuTe
HE)KEJNaHU CHOUTHS B TE3H JBE MPOYUBAHUS C JaHHU 3a 0€30IMacHOCT J0 1 roauHa ca mojo0Hu Ha
Te3H, HaOJII01aBaH! B PEAMIIIHU IPOYYBAHHS IPU BB3PACTHU C TUIAKOB IICOPHA3HC.

Cpo011aBade Ha MOJA03UPAHU HEXKEIIAHN DEAKIIAU

CroOmiaBaHeTo Ha MOIO3UPAHU HEXKEIIAHN PEAKIIUH CIie/] pa3pelaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BakHO. ToBa MMO3BOIIsBA Ja MPOIBIDKHA HAOIIOIEHNETO Ha ChOTHOIIIEHUETO IOJI3a/PUCK 32
JeKapCTBEeHUS MPOAYKT. OT MEIUIIMHCKUTE CTICIIHAIUCTH Ce M3UCKBA J1a ChOOIIaBaT BCAKA
M0JI03UPaHa HeXKeaHa Peakius Ype3 HAIMOHAIHA CUCTEMa 33 ChOOIIaBaHe, IOCOYCHA B

[punoxernue V.

4.9 TIlpemo3upane
Enmunananu 1034 10 6 mg/Kg ca npuiaraHi MHTPABEHO3HO B KIIMHUYHU MTPOY4YBaHus 03
orpaHUYaBaIla J103aTa TOKCHYHOCT. B cityyaii Ha mpeio3upane ce npenopbhiBa NanueHTUTe 1a ce

Ha6J'IIO}_IaBaT 3a MpU3Halu Wikl CUMIITOMU HAa HCKECJIAHU pCAaKIUU N He3a0aBHO Aa CC MPUJIOKH
noAXO0OAII0 CUMIITOMATHYHO JICUCHUC.

5. ®APMAKOJIOTMYHU CBOMCTBA
51 @apmakoguHAMUYHM CBOMiCTBA

dapmakorepanepTuiHa rpymna: UmyHocynpecopu, nHxubuTopu Ha naTepineBknHa, ATC kox:
LO4ACO05

Uzpruvo ¢ 6uonogo0eH JiekapcTBeH mpoaykT. [ToapoOHa nHdopMaius 3a ToBa JIEKapCTBO €
npefocTaBeHa Ha yebOcaiira Ha EBpomneiickara arenius 1o rekapcersara: https://www.ema.europa.eu.
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MexaHn3bM Ha JIEHCTBUE

Ycrekunymab e u3isuio 4yoBemko [gG 1k MOHOKIOHATHO aHTUTSIIO, KOETO CE CBBP3Ba ChC
cnenn(UIHOCT KbM 001aTa NpoTenHoBa cydeannuna p40 Ha YOBEIIKY UTOKMHN HHTepiaeBKuH (IL)-
12 u IL-23. Ycrexkuaymab motucka 6moakTuBHOCTTa Ha yoBemkute 1L-12 u IL-23, xaTo
npenoTBpaTsaBa cBbp3BaHeTo Ha p40 ¢ IL-12RB1 perenTopeH mpoOTEHH, Pa3loI0KeH Ha IIOBLPXHOCTTA
Ha IMYHHHTE KJIETKU. Y CTeKMHYyMal He Moxke 11a ce cBbpike ¢ 1L-12 umm ¢ IL-23, kouTo Beue ca
cebp3anu ¢ IL-12RB1 peuenTopu mo kieTb4HaTa HOBBPXHOCT. CIIeI0BATEIHO € MAJIKO BEPOSTHO
yCTeKHHyMa0 Aa yyacTBa B KOMIUIEMEHT- WM aHTUTSUIO-MeIMUpaHaTa IUTOTOKCUIHOCT Ha KJICTKUTE
¢ peuentopu 3a IL-12 w/umm 1L-23. IL-12 u IL-23 ca xeTepoauMepHH IUTOKHHH, CEKPETUPAHH OT
AKTUBHPAHH aHTUTEH-TIPEICTABALIN KJICTKH, HaIIpUMep Makpodaru U NISHAPUTHH KICTKA U JBaTa
[IUTOKWHA y4acTBaT B UMyHHUTE QyHKIuu; [L-12 ctumynupa ectectBernte kietku youim (NK) u
npean3BukBa qudepennnanusata Ha CD4 + T xnerkute kM T 1 xenmepen (Thl) penorumn, 1L-23
uanyuupa et Ha T 17 xennepute (Th17). AGHopMHara perynanust Ha [L-12 u [L-23 obaye ce
CBBP3Ba C IMYHHOMEAWUPAHH 3200 sIBaHNS KaTO IICOPHA3HC, IICOPUATHIEH apTpuT, 6osiect Ha Crohn.
Upes cBbp3Bane Ha obmara cyoenuuuma p40 ma [L-12 u IL-23, ycreknHymMab MOXKe 1a OKa3Ba CBOHUTE
KIMHAYHU eQeKTH NPH TICOPHA3NC, IICOPUATHIEH apTpHT, Oonect Ha Crohn upe3 nmpexbcBaHe Ha
nerumara Ha Thl u Th17 nuTokuHM, KOUTO ca B OCHOBATAa Ha IIaTOJIOrMATa Ha T€3U 3a00/IsIBaHHUs.

Ipu nauuentu ¢ 6oxect Ha Crohn jgedeHUETo ¢ ycTeKMHYMal BOAU 1O HaMaJIeHUE Ha
BB3NATUTEITHATE MapKepH, BKIrounTenHo C-peaktuBeH npotenH (CRP) u ekanen kanmpoTeKTHH 1o
BpeMe Ha MHAYKIIMOHHATA (pa3a, KOETO CJIe]] TOBa Ce MOIbpiKa Mpe3 msu1aTa moanbppxama ¢aza. CRP
€ OIICHEH 110 BpeMe Ha MPOABDKEHUETO Ha MPOYYBaHETO M HAMAaJICHUATA, HaOMI0JaBaH! 110 BpeMe Ha
nojspxKamara ¢asa, OOMKHOBEHO ce 3ama3Bar A0 252 ceMHuIa.

UmyHn3zannn
ITo Bpeme Ha IBITOCPOUHOTO MPOIbIDKEHHE Ha npoyuBaHe npu ncopuasuc 2 (PHOENIX 2),

BB3PACTHHUTE MAIUCHTH, JICKYBaHU ChC YCTEKHHYMA0 3a Hail-Maiko 3,5 rouHu, ca Jajid aHTUTSIIO0-
OTrOBOpPH HA ITHEBMOKOKOBH MOJIM3aXapuAHN BAKCMHU U BAKCUHHU CPEIy TETaHyC, CXOJHH C TE€3U IPU
KOHTpOJIHATA Irpyma MalueHTH, ody4yaBalld HECUCTEMHO JieueHre Ha ricoprasuc. CXoJieH MPOILEHT OT
BB3PACTHHUTE MAIUCHTH, JICKYBAHN ChC YCTEKMHYMAa0 M Te3HW B KOHTPOJIHATA TPYIIa, ca Pa3BUIIN
3alIUTHU HUBA HAa aHTUITHEBMOKOKOBH 1 aHTUTETAaHUYHU aHTUTENA, U TUTPUTE HA aHTHUTENIATa UM ca
CXOJIHH.

Kinnanyaa edhkacHOCT

1Inaxoe ncopuasuc (6v3pacmuu nayuenmu)

be3zonacHocTTa M ehrkacHOCTTa Ha ycTeKUHYMa0 ca otieHeHu npu 1 996 nmaruenTr B

JIBE PaHJIOMU3UPAHH, ABOHHOCIIEIH, TIIae00-KOHTPOIUPAHH IPOYUBAHUS MPH NALIMEHTH C YMEPEH JI0
TCXBK IJIAKOB IICOPHUA3UC, KaHANJATH 3a Q)OTOTepaHI/IH WM CUCTEMHaA TCparms. OcBeH TOBa B €IHO
PaHIOMHU3UPAHO, AKTUBHO KOHTPOJIMPAHO MPOYYBAHE ChC 3aCTIeTIeH OIICHUTEN € CPABHEHO JIEHCTBUETO
Ha yCTeKHHYMab U eTaHepLEeNT MPH NalMeHTH C YMEPEH A0 TEeXbK IUIaKOB IICOPHA3HC, KOUTO HE ca ce
TIOBJIMSUTH, POSIBUIIM Ca HETOHOCUMOCT MJIM €4 MMaJId MPOTUBOIIOKAa3aHNe KbM IHKIocopuH, MTX
nmu [TYBA Tepamus.

B npoyusane npu ncopuaszuc 1 (PHOENIX 1) ca onenenu 766 namuentu. 53% ot TIX He ca ce
TIOBJIVSUTH, TIPOSIBHITH Ca HETTOHOCUMOCT HMJIM Ca UMAJIM MPOTHBOIIOKA3aHUE KBM JIPyTra CHCTEMHA
tepanusl. [lanmenTrTe, paHIOMHU3UPAHH 32 JIeYEHHE C YCTEKHHYMa0, ca PUe 1031 OT 45 mg Win
90 mg B ceqmuty 0 1 4 1 ca IPOIBIDKWIN Ja IPHEMAT ChIaTa J103a Ha BCEKU 12 CeIMUIIH.
[NanuenTure, paHIOMU3NpPaHH 3a JiedeHue ¢ Tuare6o B ceqmuny 0 1 4, ca MpeMUHAIH KbM JISUEHHE C
ycTeknayMab (45 mg umu 90 mg) B ceamury 12 u 16, ciuen KoeTo ca mMpoabIDKIIIN Ja IpueMar
chInara o3a Ha Bceku 12 cenmury. [lanueHTr, MbpBOHAYAIHO PAHJAOMU3UPAHU 32 JICUCHHUE C
yCTeKHHYMa0, KOUTO ca JOCTHTHAJIM HUBO Ha MOBJHsIBaHE 75 MO WHIAEKCA 3a IUIOII Ha 3acsiraHe U
TeskecT Ha ricopuasc (Psoriasis Area and Severity Index, PASI) (moxo6penue mo PAST or MUHEMYM
75% B cpaBHEHHE C U3XOJHHUTE CTOWHOCTH) B ceamuin 28 u 40, ca MOBTOPHO PaHIOMU3HPAHH 32
JieyeHHe C ycTeKnHyMal Ha Bceku 12 cenMuIy win ¢ miane0o (T.e. OTTErsHe OT TepanusTa).
ITanmenTHTE, TOBTOPHO PAaHIOMHU3UPAHM 3a JICUeHHUE ¢ maredo B ceaqmuria 40, ca Bb300OHOBUIN
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tepanuara ¢ UZPRUVO B mbpBoHauaj HaTa CH CXeMa Ha JI03UpaHe, Clie KaTo MOA00pEHUETO UM I10
PASI B cenmutia 40 e nHamaisiio ¢ MuHEMYM 50%. Benuky manueHTH ca mpocieieHn 3a IEPHOA 10
76 cenMUIY cIel TbPBOTO MPUJIOKEHHUE HA M3CIICBAHOTO JICUCHUE,

B npoyusane npu nicopuasuc 2 (PHOENIX 2) ca omnenenu 1 230 marentn. 61% ot Tsx He ca ce
TIOBJIVISUTH, TIPOSIBHITH Ca HETTOHOCUMOCT HMJIM Ca UMAJIU MPOTHBOIMOKA3aHUE KBbM JIPYTra CHCTEMHA
tepanus. [lanmeHTuTe, paHIOMHU3UPAHH 32 JICYCHUE ¢ YCTEKHHYMa0, ca IMPUEITH 103U OT 45 mg nuiu
90 mg B ceqmuny O u 4, ToCIeIBaHN OT TOMBJIHUTENHA J103a B ceMuIa 16. [TanuenTure,
paHIoOMHU3UpPaHU 3a JiedeHne ¢ manedo B ceamunm 0 u 4, ca MpeMUHATN KbM JIeUeHHE C yCTEeKHHyMa0
(45 mg nnm 90 mg) B ceamurty 12 u 16. Bcuyky marpieHTH ca MPOCIeACHH 3a MEPUOT 10 52 CeaMUIIN
CJie]l TbPBOTO MPHIIOKECHUE HA U3CIICBAHOTO JICUCHHE.

B npoyusane npu ncopuazuc 3 (ACCEPT) ca onenenn 903 nanueHTH ¢ yMepeH J0 TeXbK ICOPHA3HC,
KOHTO HE ca ce MOBJHUTH, POSIBUIIM Ca HETOHOCUMOCT WJIM Ca UMAJIM MPOTHUBOIOKA3aHUe KbM JIpyTa
cucremHa Tepanusi. CpaBHEeHa € e(UKaCHOCTTa Ha YCTEKMHYMal ¢ Ta3u Ha €TaHEePIIENT U € OI[CHeHa
Oe30macHOCTTa Ha yCTeKHHYMa0 u etanepuent. [1o Bpeme Ha 12-ceqMUYIHATa aKTHBHO KOHTPOJIMPAHA
9acT OT MPOYYBAHETO MAllMEHTUTE Ca paHAOMHU3HUpPaHHU Ja puemar etanepuent (50 mg aBa mbTu
CeAMHUYHO), ycTeKuHyMab 45 mg B cenmuru 0 u 4 wn ycrekuayMad 90 mg B cenmuttu O u 4.

W3xoaHNTE XapaKTepUCTUKHU Ha 3a00JIIBAHETO Ca MPUHIUITHO MTOCIIEIOBATEIHNA BHB BCHUKY TPYIIH Ha
JiedeHue B IpoyuBaHe mpu ncopuasuc 1 u 2 ¢ meauana Ha PASI ckopa Ha u3xonHo HUBO oT 17 110 18,
¢ MeJMaHa Ha TesecHa MoBbpxHOCT (BSA) Ha m3xomHo HEBO > 20 1 ¢ MeIMaHa Ha AepMaTOJIOTHYEH
UHJEKC 3a kayecTBo Ha kuBOT (Dermatology Life Quality Index, DLQI) B rpanunute ot 10 g0 12.
bnuzo enna Tpera (mpoyuBaHe mpH rcopuasuc 1) u enHa 4eTBBPT (MpoydYBaHe MPH MCOpHa3uc 2) OT
nmanueHTuTe uMmat ncopuatnder aptput (PsA). [logoOna TexxecT Ha 3a00IIBaHETO ce HAONIOIaBa U
IpY IpOYyYBaHe MpHU Icopuasuc 3.

[IspBUYHATA KpaiiHa TOYKA B TE3U MPOYUYBAHUS € CHOTHOIIICHUETO HA MAITUEHTUTE, TOCTUTHATIN HIUBO
Ha nioBnusABaHe 1o PASI 75 cipssiMo u3xomHUTE CTOMHOCTH B ceamunia 12 (Bxk. Tadmunu 4 u 5).

Tabruya 4. Obobwenue na knunuyHomo nosiusasane 6 npoyusane npu ncopuaszuc 1 (PHOENIX 1) u
npoyusane npu ncopuasuc 2 (PHOENIX 2)

Cenmuna 12 Cenmumna 28
2 nosu (ceamuria 0 u ceamuna 4) 3 no3u (ceamuiia 0,
cenmurtia 4 u ceamuna 16)
[Tnane60 45 mg 90 mg 45 mg 90 mg

IIpoyuBane npu
ncopuasuc 1
Bpoit
paHIOMHU3UPAHU 255 255 256 250 243
MAIUCHTH

IloBnusBane 1o

0 04) 2 04) 2 0, ()
PASI 50. 6p. (%) 26 (10%) | 213 (84%)% | 220 (86%)% | 228(91%) | 234 (96%)

TToBausaBane mo

0, 04) 2 04) 2 0 0,
PASI 75, 6p. (%) 8 (3%) 171 (67%)* | 170 (66%)2 | 178 (71%) | 191 (79%)

IloBnusBane 1o

0 04) 2 04) 2 0, ()
PASI 90. 6p. (%) 5 (2%) 106 (42%)® | 94 (37%) 123 (49%) | 135 (56%)

OOJI° 3a u3uncTenu
WM MUHHUMAITHH, Op. 10 (4%) 151 (59%)? | 156 (61%)? 146 (58%) 160 (66%)
(%)

Bpoii nanmentn

<100 kg 166 168 164 164 153
IToBmusBane 1Mo 0 0 . . .
PASI 75, 6p. (%) 6 (4%) 124 (74%) 107 (65%) 130 (79%) 124 (81%)

Bpoit nanuentu 89 87 o o6 %

> 100 kg
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TToBausaBane mo
PASI 75, 6p. (%)

2 (2%)

47 (54%)

63 (68%)

48 (56%)

67 (74%)

IIpoyyBane npu
MCcopua3uc 2

Bpoi
paHIOMHU3UPaHU
MAalUCHTH

410

409

411

397

400

IloBnusBane o
PASI 50, 6p. (%)

41 (10%)

342 (84%)®

367 (89%)*

369 (93%)

380 (95%)

TloBamsBane mo
PASI 75, 6p. (%)

15 (4%)

273 (67%)2

311 (76%)

276 (70%)

314 (79%)

IloBnusBane o
PASI 90, 6p. (%)

3 (1%)

173 (42%)®

209 (51%) 2

178 (45%)

217 (54%)

OOJI° 3a u3uncTeHn

WM MUHUMAITHH, Op.

(%)

18(4%)

277 (68%)*

300 (73%)°

241 (61%)

279 (70%)

Bpoii nanmenTn
<100 kg

290

297

289

287

280

IloBnusBane 1o
PASI 75, 6p. (%)

12 (4%)

218 (73%)

225 (78%)

217 (76%)

226 (81%)

Bpoii nanmenTn
> 100 kg

120

112

121

110

119

IloBnusBane 1o
PASI 75, 6p. (%)

3 (3%)

55 (49%)

86 (71%)

59 (54%)

88 (74%)

a
6

p < 0,001 3a ycreknnymab 45 mg wiu 90 mg B cpaBHeHHe ¢ miianebo (PBO)
OOJI = O6ma o1ieHKa Ha JIeKaps

Tabnuya 5 O606wenue Ha knunuuHOMO nogausséane 6 npoyusare npu ncopuasuc 3 (ACCEPT) na

ceomuya 12
IIpoyuBaHe npu ncopuasuc 3
Etanepuent Ycrekunymab
24 no3u 2 1o3u (cenmuna 0 u ceqmuiia 4)
(50 mg aBa eTH 45 mg 90 mg
CEIMUYIHO)
Bpoii partoMH3MpaHy MAMEHTH 347 209 347
[ToBmusiane mo PASI 50, 6p. (%) 286 (82%) 181 (87%) 320 (92%)*
[osnusiBane o PASI 75, 6p. (%) 197 (57%) 141 (67%)° 256 (74%)?
IMosnusiBane o PASI 90, 6p. (%) 80 (23%) 76 (36%)* 155 (45%)*
OOJI 3a U3YUCTEHH WIN o oma om\a
MuHHMaTHH, 6p. (%) 170 (49%) 136 (65%) 245 (71%)
Bpoit natmentu < 100 kg 251 151 244
(r(fz;*”“’ma“ no PASI7S, bp. 154 (61%) 109 (72%) 189 (77%)
Bpoit matmentn > 100 kg 96 103
g/i));HI/IHBaHe o PASI 75, 6p. 43 (45%) 32 (55%) 67 (65%)

a

6

p <0,001 3a ycreknuaymab 45 mg wiu 90 mg B cpaBHEHHUE C STAHEPIICTIT.
p = 0,012 3a ycrekunymab 45 mg B cpaBHEHHUE C €TaHEPLEMNT.

B npoyuBane mpu nicopuasuc 1 nogabpxaneTo Ha PASI 75 e 3HaYUTEITHO TT0-BUCOKO TIPH
NPOJBIDKUTEIHO JCUCHUE, B CPAaBHEHHE C TOBA NPH oTTerisiHe ot sieuenuero (p < 0,001). [lonooHu
pe3yaTatu ce HaOmoaBat NpH Besika A03a ycrekunyMmad. Ha 1-Bata roguna (ceamuna 52) 89% ot
MAIICHTUTE, TIOBTOPHO PaHIOMHU3HMPAHH 33 MOIIBPIKAIIO JIedeHHe, ca ce moBmmsuty mo PASI 75, B
cpaBHeHHE ¢ 63% OT MalMeHTHTE, TOBTOPHO PAHIOMU3MPaHH 32 TIae0o (OTTErIIsTHE OT JICYCHUETO)
(p <0,001). Ha 18-tust mecer (ceqmuiia 76) 84% 0T manueHTUTE, TOBTOPHO PAaHIOMHU3UPAHH 32
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MOTBPIKAIIO JIeueHue, ca ce moBnusiin mo PASI 75, B cpaBrenue ¢ 19% oT manueHTHTE, TOBTOPHO
paHmoMHU3upaHu 3a Tianebo (oTTersHe ot JedeHnero). Ha 3-ta roguna (cenmurna 148), 82% ot
NalKUeHTHUTE, MOBTOPHO PaHIOMM3HUPAHU 32 MOIbPIKALIO JieueHue, ca ce mosnusiiu no PASI 75. Ha
5-ta roguna (ceamuna 244) 80% ot nauueHTHUTE, TOBTOPHO PaHIOMU3UPAaHU HA TIOABPIKAILO JICYCHHUE,
ca ce moBimsiH o PASI 75.

[Tpu manmeHTHTE, TOBTOPHO PAaHAOMHU3UPAHH 3a TIane00, KOUTO OTHOBO ca IPEMUHAIIN KbM
I'bPBOHAYAJIHATA CU CXEMa Ha JIeYeHHe ¢ yCTeKuHyMal cien 3arydata Ha > 50% noznoOpeHue 1o
PASI, 85% ca Bp3cTanoBmin nmoBiusiBaneTo 1mo PASI 75 B pamkute Ha 12 ceamuny ciex
BBH300HOBSIBAHE HA TEPAITUATA.

B npoyuBane npu nicopuaszuc 1 B cenmuria 2 u ceamuna 12 ce Habmo1aBa 3HAYUTEITHO TOJ00peHNe
cpsiMo u3xoanuTe ctoiiHoct Ha DLQI BBB BCsiKa OT rpynuTe Ha JieUeHHE C YCTEKUHYMal B
cpaBHenue c miane6o. [Toqoopenuero ce 3anaspa 1o ceamuna 28. [TonoOHO 3HAUMTETHO TOAOOPEHUE
ce HaOrO/1aBa B IpOoyYBaHe MpH rcopuasuc 2 B ceamunu 4 1 12, koeto ce 3ana3sa g0 cenmuna 24. B
IpOy4BaHe MpH Mcoprazuc 1 mogoOpeHnsTa B HOKbTHUS IICOpUA3UC (MHICKC 3a TEKECT Ha HOKbTEH
ncopuasuc, Nail Psoriasis Severity Index), B obmiara ornenka Ha GU3HIECKOTO ¥ EMOIIHOHATHOTO
cherosinue 1o SF-36 1 BBB BU3yaTHO-aHAJIOTOBATa CKajla 3a ompeselsiHe Ha chpoexa (VAS) cpimo ca
3HAYUTEJIHU NIPH BCSAKA IpyIa Ha JIeueHHe C yCTeKHHyMa0 B cpaBHeHue ¢ ianebo. B npoyuBane npu
ncopuasuc 2 KIMHUYHATA CKalla 3a TpeBOKHOCT 1 aenpecus (Hospital Anxiety and Depression Scale,
HADS) u BpIpocHUKBT 3a paboTau orpanndenus (WLQ) cbio moka3BaT 3HAYUTEIHO MO100pEeHUE
BBB BCAKa OT IPYIUTE HA JICUCHUE C yCTEKUHYMal B CpaBHEHHE C manedo.

Tcopuamuuen apmpum (PsA) (sv3pacmuu nayuenmu)

JlokaszaHo e, 4e YCTeKHHyMal mo00psiBa MPU3HAIIMNTE U CAMIITOMHTE, (PU3HYECKOTO ChCTOSTHUC U
CBBP3aHOTO ChC 3[PABETO KAYECTBO HA KHMBOT M HAMAJISABA CTEIICHTA HA MPOTPecHs Ha Mepu)epHOTO
CTaBHO YBpEXK/JIaHe MPH Bb3PACTHH MAI[HEHTH C aKTHBEH PSA.

be3zonacHocTTa M e(hUKacHOCTTA Ha YyCTEKMHYMal ca OLEHEHHU NP 927 malyeHTH B 1BE
PaHIOMU3UPaHH, TBOHHOCIIEIH, TIAe00-KOHTPOIUPaHH MTPOYUYBAHUS MPH MAIIMEHTH C aKTUBEH PsA
(> 5 monmytu ctaBu u > 5 O0Ne3HEHN CTaBU) BBIPEKH YIOTpedaTa Ha HECTEPOUIHN
nporuBoBb3nanuresnnu cpeacrsa (HCIIBC) wim moandunmpaniy 6o1ecTra aHTUPEBMAaTOUAHN
nexapctBa (DMARD). IlanimenTHTE B TE3W MpOYYBaHUS ca MMaJIA TIOCTaBeHa Tuarno3a PsA Haii-
MaJlko OT 6 Mecela. BkitodeHH ca MalieHTH ¢ BCAKAKBB IMOATUIT Ha PSA, BKITIOUNTEITHO
NOJMAPTUKYJIApPEH apTpUT Oe3 JaHHU 3a PeBMaTOUAHU Bb3IH (39%), cioHIMINT ¢ nepudepeH apTpuT
(28%), acumerpuuen nepudepen aptpurt (21%), ¢ yuactue Ha qucTaiHa uHTepdalaHreaaHa cTaBa
(12%) n nuaBanuausupau aptpur (0,5%). Hag 70% u 40% ot nanueHtuTe B ABETE [IPOYUBAHUA Ca
MUMaJll ChbOTBETHO €HTE3WT M JAKTHJIUT Ha U3XO/IHO HUBO. [lanieHTuTe ca paHJoMU3NpaHy aa
NOJIy4aT JieueHue ¢ ycrekunymad 45 mg, 90 mg, nnu mnane6o noakoxxHo Ha cenmuim 0 u 4,
MOCJICIBaHM OT Mpuiiarane Ha Bceku 12 cenvunu (q12w). [pubmmsurentno 50% ot manueHTuTe ca
MPOAB/DKKIIIN Ha ocTosiHHa 1032 MTX (< 25 mg/cenmuiia).

B PsA npoyusane 1 (PSUMMIT I) u PsA npoyusane 2 (PSUMMIT 1I), ceotBeTHO 80% 1 86% OT
nanueHTure, ca omm nexkysanu ¢ DMARD. B npoyuBane 1 He € OMII0 MO3BOJICHO MPEUIITHO JIeYeHUE
C aHTaroHMCT Ha TyMop-HekpoTusupanl pakrop anda (TNF)a. B npoyusane 2, noBedeTo nauneHTu
(58%, n = 180) ca Owu JekyBaHu ¢ eqHO WK nmoBeye autu-1NFa cpexcto(a), kato ot Ts1x Hax 70%
ca mpeyctaHoBmIIN cBoeTo aHTH-TNFa nedenune, mopaay aurca Ha e(pUKACHOCT MM HEITOHOCUMOCT,
IO BCSIKO BpPEMeE.

Ipusnayu u cumnmomu

JlegenueTo ¢ ycTrekuHyMa0 BOAM 10 3HAYUTEIHN MTOTOOPEHUS B U3MEPHUTEITUTE 32 aKTUBHOCT Ha
3a00JIIBAaHETO B CPaBHEHUE C IrIanedo Ha cenmuiia 24. [IbpBuyHaTa KpaifHa TOYKa € MPOICHTHT Ha
MAIUCHTUTE, IOCTUTHAIN OTrOBOP 20 10 KPUTEPUUTE HA AMEPUKAHCKHUS KOJICK 110 PEBMATOJIOTHS
(American College of Rheumatology, ACR) na ceamuria 24. OCHOBHUTE pe3yiITaTH 3a €PUKACHOCT ca
MpeICTaBEeHH B TabJuIa 6 1o-10ITy.
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Tabnuya 6 bpou na nayuenmume, NOCMUSHANU KIUHUYEH 020680 NPU NCOPUAMUYEH apmpUum
IIpoyusane 1 (PSUMMIT 1) u Ilpoyusane 2 (PSUMMIT Il) na ceomuya 24

IIpoyyBaHe npu ncopuaTuyeH IIpoyuyBaHe npu ncopuaTuieH
aprpur 1 aprpur 2
Iliane6o 45 mg 90 mg Il1ane6o 45 mg 90 mg
Bpoii
PaHIOMU3HPAHH 206 205 204 104 103 105
NMANMEHTH
ACR 20 47 (23%) | 87 (42%)* | 101 (50%)2 | 21 (20%) | 45 (44%)* | 46 (44%)*
otrosop, N (%)
OAT?SBig’ N | 1BO%) | SLESW? | 578 | 7(%) | 18(17%)° | 24 (23%)
ACR 70

otrosop, N (%) 5 (2%) 25 (12%)? 29 (14%)? 3 (3%) 7 (7%)® 9 (9%)®

bpoii nayuenmu c

S 146 145 149 80 80 81
PASITS 16 (11%) | 83 (57%)* | 93 (62%)° | 4 (5%) | 41 (51%) | 45 (56%)°
otrosop, N (%)

ETAF‘:’)LSS N | 4(B%) | 60(41%) | 65(44%) | 3(4%) | 24 (30%) | 36 (44%)
Kombunmpan

PASI 75 u 0 AT 0/4)2 0 0/4)2 0p)2
A 8(5%) | 40 (28%)* | 62 (42%)* | 2(3%) | 24 (30%)* | 31 (38%)

otrosop, N (%)

Bpoii nannenTu <

100 kg 154 153 154 74 74 73

ACR 20 otrosop, N

o) 30 (25%) | 67 (44%) | 78(51%) | 17(23%) | 32(43%) | 34 (47%)

bpoii nayuenmu c

> 3% BSA" 105 105 111 > > i

(PO/'?)S' 73 omorop. N1 14 (130) | 64 (61%) | 73(66%) | 4(7%) | 31(53%) | 32 (56%)
i <

Bpoii nanuenTu < 52 52 50 30 29 31

100 kg

ACR 20 otrosop, N

o) 8(15%) | 20(38%) | 23 (46%) 4(13%) | 13(45%) | 12 (39%)

bpoii nayuenmu c

Do 4 40 38 26 22 24
?%S' 73 omorop. N o (506) | 19 (48%) | 20 (53%) 0 10 (45%) | 13 (54%)
" p<0,001

5 p<0,05

" p=NS

Bpoit marmmenTn ¢ > 3% BSA 3acernara ricopmatudHa Ko)ka Ha U3X0QHO HUBO

ACR 20, 50 1 70 oTroBOpH NPOABIDKABAT Ja CE TOA00PSABAT MIIH Ce MOIbpiKat a0 cenmuna 52 (PSA
[Ipoyusane 1 u 2) u ceaqmuna 100 (PsA Tlpoyusane 1). B PsA [poyusane 1, ACR 20 otroBopu Ha
cenmutia 100 ca mocrturnatu npu 57% u 64%, crorBeTHO 3a 45 mg u 90 mg. B PsA Tlpoyusane 2,
ACR 20 otroBopu Ha cenmuia 52 ca nocturHatu npu 47% u 48%, cpoTBeTHO 32 45 mg u 90 mg.

[IponeHTHT Ha MAIMEHTHTE, TOCTUTHAIM OTTOBOP Mo Mojuduuupanu PsA kpurepuu Ha otroBop (PSA
response criteria, PSARC) cbII10 € 3HaYUTEeITHO TO-TOJISIM [IPU TPYIUTE Ha YCTEKUHYMa0, B CpaBHCHUE
¢ rutarie6o Ha ceamuna 24. OrroBopu PSARC ce mogmbpxar mo Bpeme Ha ceamuity 52 u 100. [To-
TOJISIM MIPOIIEHT OT NMAIMEHTHUTE, JIEKYBaHHU C YCTEKHHYMa0, KOUTO ca MMAJIM CIIOHIMINT C IeprdepeH
apTPUT KaTO OCHOBHA TUarHo3a, mokaszsaT 50 u 70 mporeHTHO mogo0peHne B ckopa o bat uHaeke 3a
AKTUBHOCT Ha 3a00JsIBaHeTO NpH aHKuio3upail cnoaannut (Bath Ankylosing Spondylitis Disease
Activity Index, BASDAI) B cpaBHenue ¢ mane6o Ha cenmuiia 24.
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OtroBopuTe, HAOIOJaBaHH TIPU TPYIIHUTE, JIEKYBaHH C YCTEKHHYMa0, ca CXO/IHU MPH MAIlUCHTHTE,
KOUTO TIOJTy4aBaT WM HE TIoJy4aBaT eqHoBpeMeHHO MTX u ce moabppkat o BpeMe Ha CeIMUI 52
u 100. [NanmenTuTe, TeKyBaHU Npeau ToBa ¢ aHTU-TNFo cpescTBa, KOUTO ca MONyYWiIn yCTEKHHYMa0,
ca MOCTUTHAIIM TIO-T'OJISIM OTTOBOP Ha CeMUIIA 24 B CpaBHEHHE C MAIIMEHTHUTE, MOTyYaBaln Iianedo
(ACR 20 otroBop Ha cenmuta 24 3a 45 mg u 90 mg e croTBeTHO 37% 1 34% B cpaBHEHUE C MI1aIe00
15%; p < 0,05) 1 oTroBOpUTE CE MOIBPKAT IO BpeMe Ha cenMuIia 52.

[Ipu manmeHTH ¢ €HTE3UT /WK JAKTHINT HAa U3X0MHO HUBO, ipu PsA IlpoyuBane 1 ce HaGmronaBa
3HAYMMO NOJO0pEHHE B CKOPOBETE 33 CHTE3UT U NAKTHIIUT MIPU TPYIHUTE Ha yCTEKUHYMal B CpaBHEHHUE
¢ mnane6o Ha cenmuna 24. B PsA TIpoyuBane 2 ce HabmoaaBa 3Ha4UMO TOAOOPEHUE B CKOPa 3a
EHTE3UT U YHCIIEHO OJ0OpeHNne (He € CTATUCTHYECKH 3HAYNMO) B CKOpPa 3a AAKTIIIUT IIPH rpymnara Ha
ycrekuaymMab 90 mg B cpaBHeHue ¢ mane6o Ha cenmuna 24. [TonoOpenusta B ckopa 3a €HTE3HT U B
CKOpa 3a JaKTHJIUT ca NOJAbp KaHu 1o Bpeme Ha ceamuiu 52 u 100.

Paouozpachcku omeosop

CTpyKTYpHO yBpeXJaHe B IBETE PHIIE M KpaKaTa ce u3passiBa KaTo MPOMSHA CIIPIMO W3XOAHOTO HUBO
B 00must van der Heijde-Sharp ckop (vdH-S ckop), mogudurmpan 3a PsA ape3 nobassie Ha
JUCTANHUTE HHTEp(daIaHrealHu cTaBu Ha pouere. [IpoBeneH e npeasapurento aeduHupan
WHTETpUpPaH aHAIN3 Ha KOMOMHHUpaHu AaHHK OoT 927 nauuentu B n8ete PsA TlpoyuBanus 1 u 2.
YcreknHyMab mokas3Ba CTaTUCTHYESCKH 3HAYMMO HaMaleHUE B CTEIIEHTa Ha MPOrpecusl Ha
CTPYKTYPHOTO yBpPEXJaHE B CPaBHEHHE C I1ae00, U3MEPEHO Ype3 IPOMSHA CIIPAMO U3XOAHOTO HUBO
1o 24 cenmuna B oommus moguduupan vdH-S ckop (cpeaen = SD ckop € 0,97 + 3,85 B rpymnara Ha
riane6o, B cpaBHenue ¢ 0,40 + 2,11 u 0,39 + 2,40 npu ch0TBETHO yCTeKHHYMab rpymnu 45 mg

(p <0,05) 190 mg (p < 0,001). To3u edekr ce apxu Ha PsA Tlpoyusane 1. Epextsbt ce cunra 3a
JI0OKa3aH, HE3aBUCUMO OT ChIIBTCTBALLIOTO NMpuiiokenrue Ha MTX u ce nmogapp:ka 0o BpeMe Ha
cenmuiy 52 (uarerpupad anainus) u 100 (PsA Ipoyusasne 1).

Qu3uuecko cbCcmosanUe U C8bP3AHO CbC 30PABEMO KAYeCMB0 HA JHCUBOM

[MarmenTy, JieKyBaHU ¢ YCTEKHMHYMa0, ca MoKa3aiu 3HAYUTEIHO MM0100peHHe Ha (PU3UIECKOTO
CBCTOSIHUE, KAKTO € OIIEHEHO 110 MHJIEKCA 332 MHBAJIUIHOCT OT BHIIPOCHUKA 32 OIICHKA Ha 3PaBETO
(Disability Index of the Health Assessment Questionnaire, HAQ-DI) na cenmuna 24. [TponeHThT Ha
MAIUEeHTHTE, IOCTUTHAIIN KIHHUYHO 3HaunMo > 0,3 momoboperne Ha HAQ-DI ckopa cripsimo
M3XOJHUTE CTOMHOCTH, CHIIO € 3HAYUTETHO MO-TOJISIM IIPU IPYNUTE Ha YCTEKHMHYMa0, B CpaBHEHUE C
rtane6o. [lomqoopenne Ha HAQ-DI ckop cripsiMo M3XOAHOTO HUBO C€ TIOJIbPIKa 110 BpeMe Ha
ceamunu 52 u 100.

Wwma 3nauntenno nogoopenne B DLQI ckopoBete mpu rpynuTe Ha ycTeKHHyMa0, B CpaBHEHHE C
rtane0o Ha ceamuua 24, KoeTo ce noJabpxa no Bpeme Ha cenmunu 52 u 100. B PsA Tlpoyusane 2
¥Ma 3HAYMTEHO MMOA00OpEeHNe B CKOPOBETE 32 (PYHKIIMOHATTHA OIIEHKA Ha TepaIusiTa 3a XpOHUIHO
3abossiBane - ymopa (Functional Assessment of Chronic Iliness Therapy — Fatigue, FACIT-F) npu
rpynuTe Ha YCTEKMHYMa0, B cpaBHEHHE ¢ uianebo Ha cenmuia 24. [IponeHTsT Ha NalMeHTHTe,
JOCTUTHAJM KIMHUYHO 3HaYMMO noo0penue Ha ymoparta (4 Touku no FACIT-F) cbio e 3HaunTEHO
MO-TOJISIM TIPH TPYNIHTE HAa yCTEKUHYyMab, B cpaBHeHne ¢ 1uiane6o. [Togoopermnsata ua FACIT-F ckop
ce TOoJIbPIKAT 10 BpeMe Ha ceamuia 52.

[ennatpuyna monymaus

EBpomneiickaTa areHIys 1o JeKapcTBara oTiara 3aIbJDKEHHETO 3a IPEI0CTaBsIHE Ha PE3YJITaTUTE OT
NPOYYBaHUSATA C peepeHTHHs JIEKapCTBEH NPOAYKT, ChABPIKAIL YCTEKMHYMa0 B €1Ha UJIM [TOBEYE
MOJTrPYIH Ha MeNaTPUIHATA MOy IANNs C FOBEHWIEH HMONIaTHIeH apTpuT (BK. Touka 4.2 3a
WHQOpPMAITUS OTHOCHO yroTpeba B IeInaTpusTa).

Inaxos ncopuaszuc npu neduampuuny nayuenmu

JlokazaHo e, 4ye ycTeKnHyMab mogo0psBa MpU3HAIUTE U CAMIITOMHTE, (PU3NIECKOTO ChCTOSIHUE
CBBP3aHOTO ChC 3IPABETO KAYECTBO HA )KUBOT MPHY NeINATPUIHH MAITUEHTH Ha 6 TOAWHU U TIO-TOJIEMHU
C IUTAKOB TICOPUA3HUC.
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Hayuenmu 6 ronowecka svspacm (12-17 2o00unu)

Edwukacroctra Ha ycreknaymad e npoydeHa npu 110 meaumatpuyHu manreHTH Ha BB3pacT ot 12 10

17 ronuHYU ¢ yMEpEH 10 TeXKbBK IJIAKOB IMICOPUA3UC B MHOTOILIEHTPOBO, PAHOMU3HPAHO, TIBOMHO-
Ao, Tane6o KoHTponupano npoyusane dgasza 3 (CADMUS). ITauuentuTe ca paHIOMU3UPaHH 12
nosy4yaBat win mwianedo (n = 37), win npenopbuYnTeaHaTa 103a yeTeKHHyMa0 (Bxk. Touka 4.2; n = 36),
WM TTOJIOBMHATA OT MIPEMOPBUNTENHATA 1032 YCTEKHHYMa0 (n = 37), upe3 MOAKOKHO HHKEKTHpaHe Ha
ceamunu 0 u 4, ciies ToBa npuiiarane Ha Bceku 12 ceamunu (q12w). Ha cenmuna 12 manuenTure,
JIEKyBaHM C TUTarebo ca MpeMHUHAIHN Ha YCTEKHHYyMa0.

[armuentu ¢ PASI > 12, PGA > 3 u 3acernara tenecHa nobpxHoct (BSA) none 10%, kouto ca Ounm
KaHJUIATH 33 CUCTEMHA Tepanus Wik (POToTeparns, ca OTTOBAPSIIM Ha YCIOBUATA HA MTPOYYBAHETO.
[Ipubnuzurentno 60% oT manueHTHTe ca OMIIM TOUIOKEH! Ha MpealiecTBaa KOHBEHIIMOHATHA
cucTeMHa Tepanus win ¢ororepanus. [Tpudnmuzurento 11% or nanueHTUTe ca UMaJU MPEAIISCTRAIIA
Tepanus ¢ OMOJIOTUYHH CPEJICTRA.

[IppBuYHaTa KpaiiHa TOYKa € ChOTHOLIEHUETO HAa MAMEHTUTE, KOUTO ca focTUrHanu PGA oneHka Ha
nzunctend (0) nim muanmanuau (1) mwiaku Ha ceamuna 12. Bropuanute KpaliHU TOYKH BKJIIOYBAT
PASI 75, PASI 90, mpomsiHa cripsiMo U3XOQHOTO HUBO Ha JlepMaTonornyeH nHACKC 3a Ka4eCTBO Ha
skuBoT mipu fera (Children’s Dermatology Life Quality Index, CDLQI), mpomsiHa cripsiMo U3X0JHOTO
HUBO Ha 00II1aTa OILIEHKa 10 CKajaTa Ha BeIpocHUK 3a kKauecTBO Ha KUBOT pu jena (Paediatric
Quality of Life Inventory, PedsQL) na cenmunia 12. Ha cenqmunia 12, naiMeHTUTe TPETUPAHU C
yCcTeKHHYMa0 IOKa3BaT 3HAYUTEITHO MO-TOJSIMO MOJ00pEeHNe Ha TICOPHA3Nca U CBBP3aHOTO ChC
37IpaBeTO KaueCTBO Ha )KUBOT B CpaBHEHHE C ruianedo (Tadmumna 6).

Benuky manueHTH ca npociieAsBaHu 3a ehUKaCHOCT 32 IIEPHOAa OT 52 CeAMULH CIIEeH IBPBOTO
MPUIOKEHUE Ha U3MUTBAHUS JIEKAPCTBEH NPOAYKT. ChOTHOILICHUETO HA manueHTure ¢ PGA oneHka
Ha n3urcrenu (0) nwiam muanMmanau (1) muaku U choTHOLIEHUETO Ha ocTurHanute PASI 75 nokassa
pasiinKa Mex1y rpyrnaTa JeKyBaHa ¢ YCTeKHHyMa0 U Tuiane0o rpynara Ha MbpBaTa BU3UTA Ha
ceamuIia 4 cieJl HadaHaTa, OCTUTAWKN MakcuMyM 1o ceamuna 12. [Togoopenusita B PGA, PASI,
CDLQI u PedsQL ce mommbp:xar g0 ceamuiia 52 (tabuma 7).

Tabauya 7. ObobweHue Ha NbpsUYHUmME U 8MOPUYHUME KPAUHU MOouKU Ha ceomuya 12 u ceOmuya 52
IeanaTpuyHo npoyusae npu ncopuasuc (CADMUS) (Bu3pact 12-171.)

Cenmuua 12 Ceamuia 52
Irane6o IIpenoppuutenna IIpenoppuurenna
no3a Ycrekuaymad | no3a YcrekuHyma0
N (%) N (%) N (%)
PanoMu3upanu naueHTu 37 36 35
PGA
PGA na uzuncrenu (0) nim 2 (5,4%) 25 (69,4%)* 20 (57,1%)
MuHEMAaTHH (1)
PGA na uzunctenu (0) 1(2,7%) 17 (47,2%)? 13 (37,1%)
PASI
PASI 75 pectioniepu 4 (10,8%) 29 (80,6%)* 28 (80,0%)
PASI 90 pecriongepu 2 (5,4%) 22 (61,1%)* 23 (65,7%)
PASI 100 pecionniepu 1(2,7%) 14 (38,9%)? 13 (37,1%)
CDLQI
CDLQI ot 0 pam 1° 6 (16,2%) 18 (50,0%)" 20 (57,1%)
PedsQL
[IpomsiHa cIpsIMO U3XOTHO
HHBO 3,35 (10,04) 8,03 (10,44)" 7,26 (10,92)
Cpemno (SD)"




@ p<0,001

CDLQI: CDLQI e nepmaroiorndeH HHCTPYMEHT 3a U3MEpBaHe Ha eeKTa Ha KOKHUS IpodiaemM
BBPXY CBBP3aHOTO ChC 3/IPABETO KAYECTBO HA KUBOT MpH NeauaTpudHara nomynanus. CDLQI
ot 0 wu 1 mokasBa, ye HIMa e)eKT BbPXY Ka4ECTBOTO Ha KUBOT Ha JICTETO.

* p=0,002

PedsQL: PedsQL e o6ma ckana 3a m3MepBaHe Ha CBEP3aHOTO ChC 3PABETO KAYeCTBO HA JKHUBOT,
pa3paboTeHa 3a ynoTpeba B MOMyJlalKuTe Ha JAela U I0HOMIX. 3a mianedo rpymnara Ha

ceaqmuua 12, N = 36

. p=0,028

ITo Bpeme Ha TIanIe00-KOHTPOJIMPAHUS IEPUO 10 ceaMulia 12, ehukacHOCTTa Ha ABETE TO30BU
TpyIH, MPEMOPHUNTEITHATA U TIOJIOBUHATA OT MPETOPHUYNTETHATA, KATO ISUT0 € CPaBHUMA B
IbpBUYHATA KpaitHa Touka (69,4 1 67,6% ChOTBETHO), BHIIPEKH Y€ NMa JaHHU Ha JO30B OTTOBOP 3a
MO-BUCOKHU CTOMHOCTH Ha KpuTepuuTe 3a epukacHoct (Hanp. PGA na m3uuctenu (0), PASI 90). Cnen
cenmuIia 12, ehpukacHOCTTa KaTo [sUI0 € O-BUCOKA M MO-TIPOIBIDKUTENTHA MTPH TPyIaTa ¢
NPENOPBUYKUTENHA 1032, B CPABHEHUE C TPyIaTa Ha MOJOBHHATA OT MPEMOPbUYUTEIHATA 71033, TIPU
KOSITO ce HaOJoJaBa Mo-4ecTo yMepeHa 3ary0a Ha e(UKacHOCT B Kpas Ha BceKU 12-ceMUUEH J1030B
untepBai. [Ipopunure Ha Ge30macHOCT Ha MPENOPBUYUTENIHATA 103 M HA MTOJIOBUHATA OT
MPENOPBUYUTENHATA 032 Ca CPABHUMHU.

Heuya (6-11 200unu)

EdukacHoctTa Ha ycreknHyMa0 e nmpoydeHa npu 44 nequaTpuIHA MAUeHTH Ha Bb3pacT OT 6 10

11 romuHYU ¢ yMepeH IO TEXBK IJIAKOB IICOPHUAZNC B OTKPUTO, MHOTOIIEHTPOBO Tpoy4BaHe (haza 3 ¢
enno pamo (CADMUS Jr.). [laumenTrTe ca NekyBaHU C MPeNOpbYUTENIHATA 71033 YCTEKHHYMa0 (BK.
Touka 4.2; n = 44) upe3 moakoxHa HHXEKIWs B ceqmunu 0 u 4, mocenBaHo OT MpUIaraHe BeTHEK Ha
Bceku 12 cenmurtu (q12w).

IMamuentn ¢ PASI > 12, PGA > 3 u cbc 3acernara BSA naii-manko 10%, KOUTO ca KaHIAIATH 3a
CHUCTEMHa Teparus Win GoToTepanws, ca OWIH MOIXOIAIIH 32 Ipoy4uBaHeTo. [Ipubmusnrtenno 43% ot
IMAIMUCHTUTC UMaT HpezuueCTBama CKCITO3UIINA HAa KOHBCHIIMOHAJIHA CUCTEMHA Tepanml NN
¢dororepanus. [IpubdausuTenHo 5% OT NAMEHTUTE UMAT MPEALISCTBAIA eKCIIO3UIIUS Ha OMOJIOTHYHU
Cpe/CTBa.

IIppBUYHaTa KpaiiHa TOUKA € MPOLIEHTHT MAUEHTH, TOCTUTHAIH cKOp HA PGA n3uunctenu (0) miun
muauManau (1) Ha cenmuna 12. Bropuunure kpaiiau Touku Briousat PASI 75, PASI 90 u npomsina
CHPSIMO U3XOJHOTO HUBO Ha JlepMaTonoruyHus HHAEKC 3a KauecTBO Ha >kuBOT npH Aena (Children’s
Dermatology Life Quality Index, CDLQI) Ha cenmunia 12. Ha cenmuna 12 narueHTuTe, JEKyBaHH C
yCTeKHMHyMab, oKa3BaT KIMHUYHO 3HAYUMO MOA00pEHHe Ha TICOpHa3uca U CBbP3aHOTO ChC 3/IPABETO
Ka4ecTBO Ha XKHUBOT (Tabnuiald).

Bceuuky naigeHTy ca nmpociesBaHu 3a ePUKACHOCT 10 52 CEAMMIIU ClIe]] TbPBOTO MPHIIOKEHUE Ha
MPOYYBAHOTO JIeKapcTBO. [IponeHTHT Ha manueHTuTe che ckop Ha PGA u3uncrenu (0) nim
muHuMainau (1) Ha cenmuna 12 e 77,3%. EdukacHoct (onpeneneHa kato PGA 0 wiu 1) e
Ha0JIroaBaHa OIe IPH ITEPBOTO TOCEIIEHUE CIIe]T U3XOIHOTO HUBO Ha ceaMuIa 4, a MpoIeHThT Ha
MaleHTUTe, TocTUrHamu ckop Ha PGA 0 wu 1, ce moBumiaBa 10 ceamuria 16, KaTo cjiex ToBa 0cTaBa
OTHOCHUTEINHO cTabuieH a0 cenmuna 52. [logodpenusta Ha PGA, PASI u CDLQI ce monabpkar 1o
cenmuria 52 (tabamma 8).
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Tabnuya 8 Obobwenue Ha NbpeUYHAMA U BMOPULHUMEe KPALHY MOYKY Ha ceomuya 12 u Ha
ceomuya 52

Ileguarpuyno npoyusase npu ncopuasuc (CADMUS Jr.) (Bs3pacr 6-11T1.)

Ceamuna 12 Ceamuna 52
IIpenopwuutenna nosa IIpenoppunrenHa no3a
ycTeKHHyMab ycTeKnHyMab
N (%) N (%)
Bxurrouenu nanmenT 44 41
PGA
PGA na uzunctenu (0) nnn 34 (77,3%) 31 (75,6%)
MuHAMATHH (1)
PGA na uzunctenu (0) 17 (38,6%) 23 (56,1%)
PASI
PASI 75 pecrionaepu 37 (84,1%) 36 (87,8%)
PASI 90 pecrionepu 28 (63,6%) 29 (70,7%)
PASI 100 pecrionmepu 15 (34,1%) 22 (53,7%)
CDLQI?
[Manmentn ¢ CDLQI > 1 Ha (N=39) (N=36)
W3XOJHO HUBO
CDLQI 0 mmm 1 24 (61,5%) 21 (58,3%)

&  CDLQI: CDLQI e nepmaronornueH HHCTPYMEHT 3a OIIEHKA Ha eeKTa Ha KOXKHUS podIeM

BBPXY CBBP3aHOTO ChC 37PaBETO Ka4ecTBO Ha KUBOT MpH NeauaTpuyHara nomynanus. CDLQI 0
win | okasBa, ue HiAMa e(peKT BbpXy KauecTBOTO Ha )KUBOT Ha JCTETO.

Bbonect Ha Crohn

be3omnacHocTTa M ehMKacHOCTTA Ha YCTEKMHYMa0 ca OICHEHH B TPU PaHIOMU3MPAHHU, JBOMHOCIICIIH,
1a1e00-KOHTPOIUPAHN, MHOTOIICHTPOBH MTPOYYBaHUS TIPY BH3PACTHU MMAIMEHTH C yMEPEeHa JI0 TEXKa
axtuBHa OonecT Ha Crohn, ¢ MHnekc Ha aktuBHOCTTa Ha Gonrectra Ha Crohn (Crohn’s Disease
Activity Index, CDAI) > 220 u < 450). [Iporpamara 3a KIMHHYHO pa3pabOTBaHE Ce CHCTOM OT JIBE 8-
ceAMUYHH npoy4dBaHus ¢ uHTpaBeHo3Ha nHAyKIusA (UNITI-1 u UNITI-2), nocneasanu ot 44-
CEIMMYHO PAHJIOMHU3UPAHO MIPOYYBAHE C MOAKOKHO MPHIOKEHHE Ha moubpxaria 1o3a (IM-UNITI),
MIPEJICTARIISIBAIIY 52-CeIMUYHA TePaTIHsl.

[IpoyuBanusTa ¢ maayknus Braousat 1409 (UNITI-1, n = 769; UNITI-2 n = 640) nanuenTH.
[TepBrYHaTa KpaifHa TOYKa 3a IBETE MHAYKIIMOHHH POYYBAHUS € MPOICHTHT HA YYaCTHHUIUTE C
KIIMHAYEH OTroBop (omnpesenen kato Hamanenue Ha CDAI ckopa ¢ > 100 Touku) Ha cenmuna 6.
JanHuTe 3a eUKACHOCT ce ChOMpAT U aHAIM3UPAT JI0 CeMUIIA § 3a ABETE MPOYYBAHHS.
EnHOBpeMEHHOTO NMPUIIOKEHHE Ha MEPOPAIHU KOPTUKOCTEPOU TN, UMYHOMOTYJIaTOPH,
aMUHOCAIMIINIIATA U aHTUOMOTHUIIH € pa3penieHo u 75% OT MarueHTuTe IpoabDKaBaT J1a ToIydaBar
Half-MaJIko €JIHO OT Te3H JIeKapCcTBa. B 1BeTe MpoyyBaHus MAMEHTUTE Ca PAHJJOMU3UPAHH Ja
HOJIy4YaT €THOKPATHO MHTPABEHO3HO MPENOPBYNTEIHATA /1032 OT MpHOIu3uTeHo 6 Mg/Kg (Bk. Touka
4.2 ot KXII 3a Uzpruvo 130 mg koHLIEHTpaT 3a WH(Y3UOHEH pa3TBop) ¢puKkcupana go3a 130 mg
yCcTeKuHyMa0 miM 1iamne6o Ha ceamuiia 0.

ITauuentute B UNITI-1 ca nekyBanu HeyCHEeIHO WM UMAT HEIOHOCUMOCT KbM IpeAlecTBaIla aHTH-
TNFa tepamust. [Ipubmmsutenno 48% OT MaMeHTHUTE ca JIGKYBaHHM HEYCIENTHO ¢ 1 mpeamecTnamna
anTH-T NFa Tepamms, a 52% ca nexyBanu HeycnemHo ¢ 2 win 3 npeamectamy antu- 1 NFa Tepanuu.
B toBa npoyusane 29,1% oT nanueHTHTE UMaT HEAOCTATHYCH HAYaJICH OTTOBOP (IbPBHYHU
HepecnoHepH), 69,4% ca ce MOBIHUSIIN, HO Ca MPECTaHAIH J1a CE TIOBIUABAT (BTOPHYHU
HepecnoHaepn), a 36,4% nmat HemoHocuMocT kKbM aHTu-TNFa Tepanmu.

[TarmenTture B UNITI-2 ca nexyBaHu HEYCHEIIHO Hali-MaJIKO C €/IHa KOHBEHLIMOHAIHA Tepamus,
BKJIFOUHUTEIHO KOPTUKOCTEPOUAN WIIM UMYHOMOAYJIATOPHU, KaTO WM HE ca JISKyBaHH JJOCera C aHTH-
TNF-a tepanust (68,6%), wnu ca momydaBanu npenu Tosa aHTu-1TNFo Tepamnus, HO T He € Ouna
Heycnenna (31,4%).
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B nete UNITI-1 u UNITI-2 3Ha41MO TO-TOJISIM MPOIICHT OT HMAITUEHTUTE B TPYIIaTa, JICKyBaHa C
yCTEKHHYMa0, ca ¢ KIIMHWYEH OTIOBOP M peMucHs B cpaBHeHue ¢ tuianebo (Taomuma 9). Knuanunusr
OTTOBOP M PEMHCHSATA Ca 3HAYMMH OIIlE Ha CSMUIIA 3 MIPH MAIUCHTHUTE, JIEKYBaHU C YCTEKUHYMa0, 1
TE€ TPOJIBJDKBAT JIa Ce MOA00PsABaT 10 ceamuiia 8. B Te3u npoyyBaHus ¢ MHAYKIUS e(hUKACHOCTTA €
M0-BHCOKA ¥ C€ TOJIbPrKa MO-100pe B rpymaTa ¢ J03a B 3aBHCUMOCT OT TEJIECHOTO TETJIO, B
cpaBHEHHE c rpynara ¢ go3a 130 mg 1 mopau ToBa Mpy MHTPABEHO3HA WHAYKIMS Ce MIPENophyYBa
JIO3UPAHETO B 3aBUCUMOCT OT TEJIECHOTO TETJIO.

Tabauya 9. Unoyxyus na xnunuyen omeosop u pemucusi ¢ UNITI-1 u UNITI 2

UNITI-1* UNITI-2**
IInanedo |Ilpemopbuurte| Ilname6o |IIpemopbuuTe
N =247 JIHA /1032 N =209 JIHA /1032
YCTEeKHHYMAa0 yCTeKMHYMa0
N =249 N =209
Knununyna pemucus, ceaMuna 8 18 (7,3%) 52 (20,9%)* | 41(19,6%) | 84 (40,2%)?

Komummen otrosop (100 Touxn), 53 (21,5%) | 84 (33,7%)° | 60 (28,7%) | 116 (55,5%)"

ceamuia 6
Komnuaen otrosop (100 Tousu), 50 (20,2%) | 94 (37,8%)* | 67 (32,1%) | 121 (57,9%)*
cenMuiIa 8
70-TOUKOB OTTOBOP, CEMUIA 3 67 (27,1%) | 101 (40,6%)° | 66 (31,6%) | 106 (50,7%)°
70-TOUKOB OTTOBOP, CEAMUIA 6 75 (30,4%) | 109 (43,8%)° | 81 (38,8%) | 135 (64,6%)°

Knunanunata pemucus e onpeneneHa kato CDAI ckop < 150; KnuHUYHHST OTTOBOD € OnpeeacH
kato HamaneHue Ha CDAI ckop c Haii-manko 100 TOUKH WK ChCTOSIHUE B KIIMHUYHA PEMUCHS
70-TOYKOBHUAT OTTOBOD € ompeneseH karo Hamanenne Ha CDAI ckop ¢ Haii-manko 70 TOUKH

* Heycnex na antu-TNFa Tepamus

** Heycnex Ha KOHBEHIMOHAIHATA Teparus

& p<0,001

® p<0,01

B mpoyuBaneTo ¢ nogaspikara tepanus (IM-UNITI) ca onenenn 388 manueHTH, KOUTO TOCTUTAT
100-TouKoB KIMHUYEH OTIOBOP HA CEAMHIA 8 OT MHAYKLUATA C ycTeknHyMao B npoyuBanus UNITI-1
u UNITI-2. [TaruenTure ca paHAOMU3MPAHN Ha CXeMa Ha MOAIbPIKAII0 JIEYEHHE C ITOJAKOXKHO
npuioxkenue Ha 90 mg ycreknHymab nipes 8 cenmunum, 90 mg ycreknaymab npes 12 ceMuIy Hiu
miane6o B MpOABIDKEHUE Ha 44 ceIMHILH (3a TPENOphUYHUTEIHATA OAbPIKAIIA 1032 BXK. TOUKa 4.2).

3HAYUMO TO-TOJISIM MPOLIEHT MALMEHTH B IPYIKTE, JICKYBAHHU ¢ YCTEKMHYMAa0, MOUIbPIKAT KIMHAYHA
PEMHUCHS 1 OTTOBOP Ha ceamMuIia 44 B cpaBHEHHE ¢ Tpymnara Ha miane6o (Bx. Tabmuma 10).
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Tabnuya 10: Ilooovporcane na knunuunus omeosop u pemucust 6 IM-UNITI (ceomuya 44; 52 ceomuyu
Om 3aNoY8aHe ¢ UHOYKYUOHHAMA 0034

Mnamedo* 90 mg 90 mg
yCTeKMHYMa0 | ycTeKHMHyMa0
npe3 npe3
8 ceamuuu 12 ceamuuu
N =131f N = 129°
N = 128"

KiuHW4HA peMucHus 36% 53%? 49%°
KJIMHWYEH OTTOBOD 44% 59%° 58%°
Knunnuna pemucus 6€3 KOPTHKOCTEPOUAH 30% 47%° 43%"

KnuHnuHa peMucHs npu MaueHTH:

B PEMUCHS B HAYAJIOTO Ha MOIbprKaIaTa 46% (36/79) 67% (52/78)* 56% (44/78)
Tepanus

KOHMTO C€ BKJIFOUBAT OT IIPOYYBAHEC

CRD3002t 44% (31/70) | 63% (45/72)* 57% (41/72)

KOUTO HE ca JISKyBaHH JI0cera ¢ aHTH- 0 . ] .
TNFo, Teparus 49% (25/51) | 65% (34/52) 57% (30/53)

KOHMTO C€ BKJIFOUBAT OT IIPOYYBAHEC

CRD30018 26% (16/61) | 41% (23/56) 39% (22/57)

Knunnunata pemucus e onpenenena kato CDAI ckop < 150; KnuHUYHHAT OTTOBOp € onpeaeieH
kato HamaneHue Ha CDAI ckop ¢ Hail-mManko 100 TOYKH WM ChCTOSIHUE B KIIMHUYHA PEMUCHSA

* TI'pynara Ha muiane0o ce ChCTOH OT HMalMeHTH, KOUTO ca Ce MOBIMSUTH OT yCTeKuHyMal 1 ca
paHIOMU3UpPaHH Ja MoyvaBar rmiamnedo B Ha4aJoTo Ha MO IbpKallaTa Teparnusl.

1 Ilamuentun, kouto uMat 100-TOYKOB KIIMHUYEH OTTOBOP KbM YCTEKHHYMa0 B HAYAIOTO Ha
MOIbpKAIATA TEPATUS

! TlanmeHTH, KOUTO HE ca ce MOBIMSIM OT KOHBEHI[MOHAIHATA Teparusi, Ho He aHTU-TNFa

Tepamnus
§ Tlaumentu, KouTo ca pedpakTepHU UM UMAT HEMOHOCUMOCT KbM aHTU-TNF o Tepanus
2 p<0,01
® p<0,05

®  HomuHaIHO 3HaunMma (p < 0,05)

B IM-UNITI 29 ot 129 nanuenTy He MOAIbPKAT OTTOBOPA KbM YCTEKMHYMa0 IIpY NPUJIOKEHHUE ITPe3
12 ceqmuIy 1 € MO3BOJICHO KOPUTHPAHE Ha Jl03aTa Taka, ue Jia mojlyyaBaT YCTEeKHHyMab mpe3

8 cenmuny. 3arybata Ha oTroBop e onpeaeneHa karo CDAI ckop > 220 touku u > 100 Toukn
nopuieHue crpsamo uzxogaus CDAI ckop.Ilpu Te3u manneHTH KINHUYHA PEMUCHS C€ TTOCTUTA MTPH
41,4% ot mauuenture 16 ceqMuuu ciel KOpUrupaHe Ha J03aTa.

[NarnuenTyTe, KOUTO HE ca MOCTUTHAIIM KIIMHIYEH OTTOBOP KbM WHIYKIIWS C YCTEeKHHYMa0 Ha
cenmuria 8 ot npoyuBanusTa ¢ nHAyKIEsS UNITI-1 u UNITI-2 (476 nanuenTn), ca BKIIIOYEHH B
HEepaHIOMM3MpaHaTa 4acT OT MpoyuBaHeTo ¢ noaabpxkama tepanus (IM-UNITI) u ca nomyunian
MOJIKOKHA MHXKEKIHs ¢ ycreknHymad 90 mg mo toBa Bpeme. Ciien ocem cenmuiu 50,5% ot
MAIMEeHTHTE Ca MOCTUTHAIN KIIMHUYEH OTTOBOP M Ca MPOIBIDKUIN Aa MOJTydaBaT MOAIbpIKaIa
Tepanud npe3 8 cenMuiy. [lopeueTo oT T€3n NaMEHTH ¢ MPOABIDKUTEIHA MOIbprKalla Tepanus
nojabspxat orroBop (68,1%) u mocturar pemucus (50,2%) Ha cenqmuua 44, KaTo NPOLEHTHT UM €
nmo100eH Ha TO3U MPH MAIUEHTUTE, KOUTO TbPBOHAYAITHO €A CE MOBJIMSIN OT HHAYKIHS C
yCTEeKHHYMao.

Ot 131 nanueHTH, KOUTO ca Ce MOBJIUSIINA OT HHAYKIUS ¢ YCTEKHHYMAa0 U ca PaHJOMU3UPAHH B
rpynara Ha mianebo B Ha4alioTo Ha MMPOYYBaHETO ¢ TMOAAbpIKaIia Tepamnus, 51 BrociencTeue ca
3aryOuim OTroBOpa cU U ca momyumwin 90 mg ycTeKkuHyMal moakoxkHo mpe3 8 cenmuiy. [loBedero ot
MAIUCHTUTE, 3aryOniIi OTTOBOPA CU U MOAHOBWIIH JICUSHUETO C YCTEKUHYMa0, ca ro HalpaBUIH B
paMkuTe Ha 24 ceIMUI OT UHIYKIIMOHHATa HHPY3us. OT Te3u 51 marmenTu 70,6% mocturar
KJIIMHAYEH OTroBOp U 39,2% mocTurar KIMHUYHA peMucus 16 ceIMUIM ciaell MOIy4aBaHEeTo Ha
IbpBaTa MOJKOXKHA /1032 YCTEKUHYMaO0.
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B IM-UNITI manuenTrTe, 3aBBPIIIIHA TPOYIBAHETO 0 ceaMunia 44, ca TOIXO AN 1 TTPOIBIDKAT
JICYCHUETO B MIPOIABIDKEHHE Ha MpoyuBaHeTo. [Ipy BcnukuTe 567 manueHTH, BKITOUYCHN HA U JIEKyBaHH
C YCTeKMHYMa0 B MPOIBIKEHUETO Ha TIPOYYBAHETO, KIMHUYHATA PEMUCHS U OTTOBOPBHT OOUKHOBEHO
ce moaabpsKaT 70 ceamuna 252, kakto npu 6onHute ¢ Heycnex Ha TNF-tepanuunte, Taka u npu
MAUEHTHTE C HEYCIIeX Ha KOHBEHIIMOHATHUTE TEPAIIHU.

He ca ycranoBeHrn HOBU chOOpakeHHs 32 0€30MIACHOCT NPH YABDKaBaHE Ha TOBA IPOYYBaHE 10
5 roguaM Ha JedeHue NpHu manueHTH ¢ 6onect Ha Crohn.

Enoockonus

BBHIIHUAT BUJT HA JIMTAaBHULIATA € OLICHEH €H/IOCKOIICKH NP 252 MAlMeHTH ¢ MOIXO0ISIIa U3X0THA
€HJIOCKOIICKA aKTUBHOCT Ha 3a00JISIBAHETO B €THO MOANpoy4YBane. [IspBUYHATA KpaiiHa TOYKA €
MPOMSIHA OT U3XOJAHOTO HUBO Ha OMpOCTEeHUs CHIIOCKOIICKH cKOp Tipu Oonect Ha Crohn (Simplified
Endoscopic Disease Severity Score for Crohn’s Disease, SES-CD), cbcTaBeH CKOp OT 5 WII€0-KOJOHHU
CerMeHTa 3a HaJH4Ke/pa3Mep Ha SI3BUTE, MPOICHT Ha JIMTABHYHATA MMOBBPXHOCT, MOKPUTA OT SI3BH,
MPOIICHT HA JIMTaBUYHATA MOBBPXHOCT, 3aCeTHATA OT JPYTH JIC3UH, ¥ HATUYHES/BUT HA
CTeCHsBaHUATA/CTpUKTypuTe. Ha cenmuna 8, ciien eAnHUYHA HHTPAaBEHO3HA MHAYKIIMOHHA 7034,
npomsiHaTa B SES-CD ckopa e mo-ronisiMa B rpymnaTa Ha ycreknaymad (n = 155, cpegna

npoMsiHa = -2,8) 0TKOJIKOTO B rpynata Ha mmianebdo (n = 97, cpeana npomsina = -0,7, p = 0,012).

Iosenussane na ucmynume

B eana noarpyna nauueHTu ¢ qpeHupamy Gpuctynu Ha nu3xoaHo HuBo (8,8%; n = 26), puctynure Ha
12/15 (80%) oT neKyBaHHUTE C YCTCKUHYMAO MallMEHTH CE TIOBJIMABAT B MPOAB/DKCHUE Ha 44 CeMUIIN
(ompeneneno karo > 50% HamanieHHE OT U3XOJHO HHBO B IPOYYBAHETO C MHAYKIMS Ha Opost Ha
IOpenupamute ¢puctynu) B cpaBHerue ¢ 5/11 (45,5%) ¢ mnanedo.

Kauecmeo na scusom, cewp3ano cve 30pasemo

KauecTBOTO Ha )KMBOT, CBBP3aHO ChC 3JIPABETO, € OIICHEHO MOCPEACTBOM BBIpoCcHUK mpu
BB3NANUTETHN 3a00saBanus Ha yepBara (Inflammatory Bowel Disease Questionnaire, IBDQ) u
BoerpocHui SF-36. Ha ceqmunia 8 mareHTrTe, MoJydaBaiiy yCTeKMHyMa0, TIOKa3BaT CTaTUCTUYCCKU
3HAYMMO MO-TOJISIMO M KIMHUYHO 3HAYMMO 1mo100penue Ha obmuwst IBDQ ckop u na 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 ¢ mane6o. B mpoyusanero IM-UNITI no cenmuria 44 te3u nomoOpeHus
OOMKHOBEHO C€ MOIbPIKAT IM0-100pe MPH JICKYBaHH C YCTEKUHYMA0 MalueHTH B CPAaBHEHUE C
rtane6o. [logqoOpeHreTo Ha Ka4ecTBOTO Ha KHUBOT, CBBP3aHO ChC 3APABETO, OOMKHOBEHO CE
MOJTBPIKA MPE3 ISUTOTO MPOIBIDKEHHE JI0 ceaMuna 252.

UmMyHOreHHoCT
ITo BpeMme Ha nedeHue ¢ ycreKuHyMald MOTaT J1a Ce pa3BUST aHTUTENA CPEIly YCTEKHHYMal u

MMOBEYETO OT TAX ca HeyTpam3upani. O0pa3yBaHEeTO Ha aHTHUTENA CPEITy YCTEKUHYMa0 € CBBP3aHo C
TIOBHUIIIEH KIIMPHHC HA YCTEKHMHYMa0 rpu nanueHTu ¢ 6osiect Ha Crohn. He e nHabmroiaBana HamaneHa
edpukacHoct. He ce HaOro1aBa oueBUAHA 3aBUCHMOCT MEX/Ly HAUIMYHETO Ha aHTUTENIa CPELLy
ycTeKnHyMa0 U MosiBaTa Ha peakiiyi Ha MSCTOTO Ha MH)KEKTHpaHe.

lleanatpuyna monymnanus

EBponeiickaTa areHnys 1o JgekapcTBaTa oTiara 3aIbJKEHHETO 3a IPETOCTABSIHE HA PE3yJITaTUTE OT
MPOyYBaHUATA C pePepeHTHHUS JIEKapCTBEH MPOIYKT, ChABPIKAI YCTeKUHYMa0 B €HA WJIH [TOBEYE
MOJrPYIH Ha MenaTpUIHATA Moy anus npu 6osect Ha Crohn (Bxk. Touka 4.2 3a wHGOpMaIUs
OTHOCHO ymoTpe0a B MeAnaTpusTa).

5.2 dapmakoKHMHeTHYHH CBOWCTBA

AOGcopouus

MennanaTta Ha BpeMe 3a JIOCTUTaHe Ha MaKCHMaJTHa CepyMHa KOHIIEHTpAH (tmax) € 8,5 qHU ciex
€HOKpaTHO NpuiIokeHne Ha 90 mg TOIKOKHO MPU 3ApaBU NaueHTH. MeanaHaTa tmax Ha
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YCTEKHHYMAaO clie]] €MHOKpATHO MpHIoKeHue Ha 45 mg i 90 mg MOAKOKHO TIPH TTAIUEHTH C
TICOPHUA3UC ca CXOTHU C HAOII0JaBaHUTE TP 3PABH MAIIUCHTH.

AOcomoTHaTa OMOHAIMYHOCT HAa YCTEKHMHYMAa0 CJIe]] €THOKPATHO MOJIKOKHO MPUIIOKCHUE €
n3uncieHa Ha 57,2% mpu manueHTH ¢ ICOpHasuc.

PasnpenenecHue

MennanaTta Ha o0eMa Ha pasnpeerncHue B TepMuHanHaTa gasza (Vz) ciuen emHOKpaTHO HHTPABEHO3HO
NPUIOKESHUE TIPH MALMEHTH C copuasuc Bapupa ot 57 go 83 mil/kg.

Buorpancdhopmars

TouynusAT MeTabOMUTEH BT HA YCTEKHHYMal HE € N3BECTEH.

Enumunupane

Menunanara Ha cucteMHus knupbHC (CL) crien eaHOKpaTHO MHTPAaBEHO3HO MPUIIOKEHUE TIPH
MAIMEeHTH C Ticopruasuc Bapupa ot 1,99 no 2,34 ml/nen/kg. Mennanata Ha oyXuBoTa (t12) HA
yCcTeKnHYMa0 € MPUONIU3UTENTHO 3 CEIMUIIM TPH MAUEHTH C TICOPUA3UC, TICOPUATHYCH apTPUT HITH
6onect Ha Crohn u Bapupa ot 15 10 32 qHM BBB BCUYKH POYYBaHUS Ha TICOPUA3UC U TICOPUATHUYCH
aptput. ChIiIacHO MpoBeeH (PapMaKOKUHETUYEH aHANIN3 Ha MOMyJIaluATa IPUBUIHHUAT KIUPBHC
(CL/F) u npuBuguusT o0eM Ha pasnpeneicaue (V/F) ca ceorBetro 0,465 1/d u 15,7 | npu naruenTy ¢
ncopuasuc. CL/F Ha ycTeknHyMa0 He € 3aBUCUM OT 1oJ1a. Pe3ynratu ot monynanuoHeH
(bapMaKOKMHETHYEH aHaJIHM3 [T0Ka3BaT, Y€ MMa TeHICHIU KbM I0-BUCOK KJIIMPBHC Ha YCTEKUHYMa0
IpY TALMEHTUTE, AAJIH MOJI0KUTENICH PE3YITAT Ha U3CIEIBAHETO 3a AHTUTEJIA CPEIy YCTeKHHYMao.

JInHeWHOCT Ha Jio3aTa

CucremHara excriozuiyst Ha ycreknHyMab (Crmax 1 AUC) ce yBenruaBa 1o Ha4uH, MPUOTU3UTEITHO
MIPOMOPIIMOHAJIEH Ha J103aTa, CJIe] €IHOKPATHO MHTPABEHO3HO MPUJIOKEHHUE Ha /103U B TpaHMIIaTa
mexay 0,09 mg/kg u 4,5 mg/kg wnu ciiest eTHOKPATHO MOAKOKHO MPHIIOKEHHE Ha JI03H B IPaHHIATa
Mexay 24 mg u 240 mg npu NalKueHTU ¢ ICOpUa3HuC.

EuHnYHa cpelry MHOrOKpaTHa JIo3a

[Mpodunute Ha cepyMHa KOHIICHTpaIlUsA-BpeMe Ha yCTeKHHyMa0 ca MPUHIUITHO MPEABHIUMH CJIE]T
MOJIKOKHOTO MIPHUIIOKEHNE HA €THOKPATHU M MHOTOKPATHU 103U. [Ipu manyeHTH ¢ mcopuasuc
CTallMOHAPHUTE CEPyMHH KOHIIEHTPALH Ha yCTEKHHYMab ca JOCTUIHATH B ceAMula 28 cien
IEPBOHAYATTHY TOJKOXKHH 1037 B ceamuity 0 u 4, mocieBady OT JI03M Ha BCEKH 12 ceaMmuIIn.
Mennanara Ha cTalfdOHapHaTa CepyMHa KOHIIEHTpalys € B rpaHunute Mexay 0,21 pg/ml u

0,26 pg/ml (45 mg) u mexny 0,47 pg/ml u 0,49 pg/ml (90 mg). Hama oueBuIHO KyMyJIupaHe B
cepyMHaTa KOHIIEHTpalKs Ha yCTeKHuHyMal ¢ BpeMeTo, KOraTo ce Ipuiiara mojJKoKHO Ha BCEKH
12 ceqmunu.

[Ipu nauuentu c 6onect Ha Crohn cien MHTpaBEeHO3HA J103a OT ~6 mg/kg ce mpuiara moaKoXHa
noJyIspKaia tepanust ot 90 mg ycrekuayma6 npe3 8 win 12 ceMHIII, KOSTO 3a1o4Ba Ha ceMuIia 8.
KonnenTpanust Ha ycreknHyMa0 B CTallIOHAPHO ChCTOSHKUE CE JOCTHra KbM Ha4aJoTO Ha BTOopara
noabspxama go3a. [Ipu nanuenTu ¢ 6onect Ha Crohn MeauaHaTa Ha Hall-HUCKUTE KOHLIEHTPALIUH B
CTaI[MOHAPHO ChCTOsIHUE Bapupa oT 1,97 pug/ml 1o 2,24 ug/ml u ot 0,61 pg/ml no 0,76 pg/ml 3a
ycTeknayMad 90 mg chOTBETHO Tpe3 8 ceaMUITH Wid Tipe3 12 ceamuIy.

Binsaue Ha Terioro BepXy hapMaKOKMHETHKATA

B nipoBejieH momysaiioHeH (papMaKOKHHETHUYCH aHAIN3, KBICTO Ca M3IMOJI3BAHU JAHHH OT MAI[HEHTH
C TMICOPHA3HUC € KOHCTATUPAHO, Ye TEJECHOTO TErII0 ¢ Hali-3HaYMMaTa KOBapHaTa, BIUACIIA BbPXY
KJIUpbHCa Ha ycTeknHyma0. Menuanara Ha CL/F npu manuentr ¢ Terino > 100 kg e nmpubau3uTenHo ¢
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55% mo-Bucok B cpaBHeHue ¢ nanueHTH ¢ terio < 100 kg. Menuanara va V/F npu nanueHTH ¢ TEriIo
> 100 kg e mpubmm3uTenHo ¢ 37% mo-BUCOK B cpaBHeHHe ¢ narmeHTy ¢ Terio < 100 kg. Mennanara
Ha MHHUMAJIHU CEPyMHH KOHIICHTPAIIMU HA YCTEKMHYMa0 MPH MAUSHTH C MO-TOJSIMO TETJIO

(> 100 kg) B rpymara ¢ m03a 90 mg ca moo0H Ha TE3U MPH MalMeHTHTE ¢ mo-Maako Terio (< 100 kg)
B rpymarta ¢ 103a 45 mg. [TogoOHu pe3yniTaTu ca Mmoay4eHH OT MOTBbPANUTENCH (PapMaKOKHHETHUCH
HOMYJIAIIMOHEH aHAJIM3, KBIETO Ca U3IMOJI3BAHH JIaHHU OT MAIUCHTH C IICOPUATHICH apTPHUT.

Kopurupane Ha yecroraTa Ha MPUIOKEHUE

BB3 ocHOBa Ha HaOMIOIaBaHUTE aHHU U TommyanuonauTe OK ananu3u mpu naueHTy ¢ 00JIeCT Ha
Crohn panmoMu3npaHuTe yYaCTHHUIIN, KOUTO TPECTAHAT Ja CE MOBIHUIBAT OT JICYEHHETO, UMAT T10-
HUCKHU CEpyMHH KOHIICHTPAIINX Ha YCTEKHHYMad BB BPEMETO B CpaBHEHHE C yYACTHUIIUTE, KOUTO HE
ca 3aryounu otroBop. [Ipu 6onectra Ha Crohn Kopurupaneto Ha no3ara oT 90 mg Ha BceKH

12 cepmunu 1o 90 mg Ha BCekH § ceIMUIU € CBBbP3aHO C MOBUIIIABaHE HA HAW-HUCKUTE
KOHIICHTPAIINH HA YCTEKWHYMa0, ChITHTCTBAIIO NOBHIIABaHE HA €(PUKACHOCTTA.

CrenuanHu nonyJIaiun

Hsama nanmnuan papMakoKMHETHYHH JaHHW TIPH MAIIUEHTH C YBpeaeHa Ob0pevHa i 9epHopoOHa
¢ynkuus. He ca mpoBeZieHn KOHKPETHU MPOYYBAHUS TP MAIEHTH B CTapUecKa Bb3pacT.

dapMaKOKHHETHKATa HAa YCTEKMHYMa0 KaTo LU0 € CPaBHUMA MEXIY MAlMEeHTH C IICOPUa3UC OT
a3MaTCKU U HEa3UaTCKU IPOU3XOJ.

[Tpu marmenTtn ¢ 6onect Ha Crohn BapnabUITHOCTTA HA KIMPHHCA HA YCTEKHHYMal Ce MOBIIHSBA OT
TEJIECHOTO TEIJI0, HUBOTO Ha CEpyMHUs alnOyMuH, [0jIa ¥ cTaTyca [0 OTHOLLICHUE HA aHTUTeNaTa
Cpelly YCTeKHHYMa0, JIOKaTo TEIeCHOTO TETJIo € Hai-3HauuMara KoBapHuaTa, BiHsella BbpXy odema
Ha pasnpenaeienue. OcBeH ToBa mpu 6ojiectta Ha Crohn KIMPBHCHT e MOBNIKsABA 0T C-peaKTUBHUS
NPOTEUH, CTaTyca M0 OTHOIIEHHE Ha HeycnexX Ha jedeHueTo ¢ TNF-anrtaronucTu u pacara (a3uaTcKu
CIIPSIMO HEAa3MaTCKU Mpou3xoa). Be3aeiicTBueTo Ha Te3u KoBapuaTH € B paMmkute Ha £20% ot
TUNIMYHATA WK pedepeHTHaTa cToiHoCT Ha choTBeTHHS DK mapamersp, mopaau ToBa He €
HEo0XoIuMa KOPEKIHs Ha 103aTa 3a Te3u KoBapuaTH. ChIIBTCTBALIOTO NPUIIOKEHNE HA
MMYHOMOJYJIaTOPH HAMA 3HAYUTEIHO BIMSHNE BbPXY Pa3NpeleIeHNETO Ha YCTEeKHHYMao.

Pesynraru oT papMakOKMHETHYEH aHAJIU3 Ha MOMYJIALMITA He IOKAa3BaT BIMSHUE Ha TIOTIOH WM
AJIKOXO0JI BbPXY (papMakOKMHETHKATa HA yCTEKUHYMao.

CepyMHHTE KOHIICHTPAIIUK Ha YCTEKWHYMa0 NPy MeJUaTpUIHN allMeHTH C ICOPUA3UC, HA BB3pacT OT
6 no 17 roauHu, IeKyBaHH ¢ IPENOPBUYATENHATA 1032 CIIOPE]] TEIECHOTO TETTIO, Ca CPAaBHUMHU C TE3U
IIpY Bb3pacTHaTa MOITyJIallks C ICOPUA3UC, JICKYBaHa ¢ 103a 3a Bb3pacTHU. CepyMHUTE KOHLIEHTpaLUU
Ha yCTeKHHYMaO MpH TeuaTpHYHK MaleHTH Ha Bb3pacT 12-17 roaunu ¢ ncopuazuc (CADMUS),
JIEKyBaHHM C TIOJIOBUHATA OT MPENOPBUUTENHATA J]03a CIIOPE TEIECHOTO TETIIO, Ca 3HAYUTEIHO I10-
HUCKH OT TE€3U NP Bb3PACTHHU NMALUEHTH.

Perynupane Ha CYP450 ensumu

Edexrure Ha IL-12 wu IL-23 Bbpxy perynupanero Ha CYP450 en3umure ca oreHeHH B iN Vitro
MPOYYBaHE C U3IMOJI3BAHE HA YOBEIIKH XEHaTOIUTH, KOeTO mokasea, 4e 1L-12 u/unu 1L-23 ¢ HuBa ot
10 ng/ml He mpomMeHsT akTrBHOCTTA Ha yoBemkuTe CYP450 ersumu (CYP1A2, 2B6, 2C9, 2C19, 2D6
i 3A4; Bk. Touka 4.5).

5.3 IlpeaKkIMHMYHHU JAHHU 32 0€30MACHOCT
HexnuaWYHATE JaHHW HE ITOKa3BaT 0COOCH pUCK (HAIp. TOKCHYHOCT HA OpraHUTE) 3a X0opa Ha OazaTa
Ha NMPOYYBAHUATA 32 TOKCUYHOCT P MHOTOKPATHO MpUJIaraHe, TOKCHYHOCT 33 Pa3BUTHETO U

PCIPOAYKTHBHA TOKCUYIHOCT, BKIIFOYUTCIIHO U (bapMaKOJ'IOFI/I‘lHI/ITC OILICHKH 3a 0e30IMacHOCT. HpI/I
IIpoy4YBaHU 3@ TOKCUYHOCT 3a pa3BUTHUETO U PEIIPOAYKTHBHA TOKCHUYHOCT IIPH ABJTIOOIIAIIaTh MaKallx
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HE ce Ha0JIIoJ1aBaT HeXxellaHu e)eKTH BbPXY (PepTUIIHTETa IPHU MBKKHUTE, KAKTO U BPOJICHH Je(eKTH
WJIM TOKCHYHOCT 3a pa3BUTHETO. He ce HabmoqaBaT Hexenanu epexT BppXy (pepTmmuTera mpu
JKEHCKHTE MPH yrnoTpedaTa Ha aHATOTHYHO aHTUTsUIo cpemty 1L-12/23 npu MUIIKH.

Jlo3oBuUTE HUBA B IPOYUYBAHUS IIPY )KUBOTHH ca 01130 45 IbTH IO-BUCOKH OT Hall-BUCOKaTa
€KBHBAJICHTHA /1032, IPEABIDKAAHA 3a IPUIIOKEHHUE [IPY MALMEHTHU C ICOPUA3UC, U BOIAT 10
MaKCHMAaJIHH CEpYMHH KOHIIEHTpAIUK IIpU MaltMyHH, KoUTo ca Hajx 100 mbTH MO-BUCOKHU OT
KOHLIEHTpALMUTE, HAaOII0JaBaH! IIPU XOopa.

He ca npoBexaanu mpoy4yBaHus 3a KApLUHOTEHHOCT C yCTEKWHyMal MOopaay JHUIcaTa Ha MoIXO0IsIIIH
MOJIENIU 32 aHTHUTSIO 0€3 KphCTOCaHa peakTHBHOCT KbM IL-12/23 p40 Ha rpuzaun.

6. DAPMALEBTUYHU JAHHU

6.1 Chnucbk HAa IOMOILHHUTE BellecTBA

XUCTUIUH

XUCTHAMHOB MOHOXUAPOXIJIOPHL

IMomucopbar 80 (E433)

3axapo3a

Bopna 3a nmxexnun

6.2 HecbBMecTHUMOCTH

IIpu nunca Ha Mpoy4BaHUs 32 HECHbBMECTUMOCTH, TO3H JIEKAPCTBEH MPOAYKT HE TPsIOBa Aa ce cMecBa C
JIPYTH JEKapCTBEHH MPOTYKTH.

6.3 Cpok Ha rogHoCT

Uzpruvo 45 mQ MEKEeKIIMOHEH Pa3TBOD

18 Mmecera

Uzpruvo 45 mQ opensapurelIH0 HambJIHEHA COPUHIIOBKA

3 roauuu

UZDIUVO 90 mg nmpeaABapUuTCIIHO HAITbJIHCHA CIIPMHIIOBKA

3 roauuu

OTnenHuTe NPEeABAPUTEIHO HAITBJIHEHHU CIIPUHIIOBKY MOXKE /1a CE ChbXpaHsIBaT NIPU CTaiiHa
temneparypa 10 30°C eIHOKpaTHO ¢ MaKCUMAJICH Mepro 1 Ha npoayukuTeaHocT 30 1Hu B
OpUTMHaTHATA KApTOHEHA ONAKOBKA, 32 1a CE MPEAMNa3sT OT CBeT/IMHA. BeaHbX n3BaieHu OT
XJIQAWTHHKA, 3alMIIeTe JaTaTa Ha U3XBbPJIsIHE Ha 0003HAaYeHUTE Ha BHHILHATA KAPTOHEHA OITaKOBKa
MecTa. Jlarata Ha U3XBBPISHE HE TPAOBA /1a € Clie]] OPUTHHAIHHS CPOK Ha TOJAHOCT, OTIIEYaTaH BbPXY
KapTOHEeHaTa omakoBka. Ciie/1 KaTo BeIHBK CIPUHIIOBKaTa € OWiia ChXpaHsABaHa MPH CTaifHa
temmneparypa (1o 30°C), Ts1 He TpsiOBa 1a ce Bpbllua B XJIAAUIHUKA. MI3XBbpiieTe ClipuHIIOBKATa, aKO HE
Ce M3MO0JI3Ba ClIe]] ChXpaHEeHHe MPH CTaiiHa TemrepaTrypa B pamkuTe Ha 30 JHH WK Clie] N3THYaHE Ha
OPWTHHAJHUS CPOK HA TOAHOCT, B 3aBUCHMOCT OT TOBA, KO€ OT JIBETE HACTBIIH MTO-PaHO.

6.4 ChnenmaJHM ycJI0BHUS HA CbXpaHeHHUe
Ma ce cbxpansea B xnaguiHuk (2°C — 8°C). [la He ce 3ampa3siBa.

CLXpaHHBaﬁTC (l)J'IaKOHa HJIK NIPCABAPUTCIIHO HAITBJIHCHATA CIIPUHIIOBKA B KapTOHCHATA OIIAKOBKaA, 3a
Ja c€ npeamasnu OT CBETIIMHA.
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AK0 € He0OX0MMO, OT/ICITHUTE TPEIBAPUTEITHO HAITBIHCHU CIIPUHIIOBKH MOXKE [1a CE ChbXpaHsBaT PU
craiina Temmepatypa 1o 30°C (Bx. Touka 6.3).

6.5 Buau chabpkaHue HA ONAKOBKAaTa
Uzpruvo 45 mg WHKEKIIMOHEH Pa3TBOP

0,5 ml nmkekunoneH pa3TBop B 2 ml (1akoH OT CTHKJIIO THII I, 3aTBOPEH ChC 3aImymanka oT
OpomOyTHIIOBa TyMa C TIOKPHUTHE.

Bun omakoBku: 1 ¢uiakon

Uzpruvo 45 mg MHKEKIIMOHEH Pa3TBOP B NPEIBAPUTEIHO HANTBJIHEHA COPUHIIOBKA

0,5 M| uHXEeKIMOHEH pa3TBOp B MPEABAPUTEIHO HAMTBJIHEHA CIPUHIIOBKA OT cThKiIO TUm [ 1 ml, ¢
¢ukcupana urna c pazmep 29G, yABIDKEHH AbPKayuu 3a MPBCTH U HEMOJBIKHO YCTPOMCTBO 32
MacHBHA 3aIllMTa Ha UTJIaTa, T7laBa Ha OyTanoTo (OpoMoOyTHIIOBa TyMa) M TBBPJ IIPeIa3uTell Ha
urnara (rigid needle shield, RNS).

Bun omakoBku: 1 mpeaBapuTeTHO HATBIIHEHA CIIPHHIIOBKA

Uzpruvo 90 mg WHXEKIIMOHEH Pa3TBOP B MPEIBAPUTEIHO HAIBIHECHA CIPUHIIOBKA

1 ml MHKEKIIMOHEH Pa3TBOP B MPEIBAPUTEIIHO HATBIIHEHA CIIPUHIIOBKA OT cThkJo T [ 1 ml, ¢
¢ukcrpana urna ¢ pazmep 29G, yAbIKEHN TbPKadd 32 MPBCTH M HEMOJIBUKHO YCTPOHCTBO 32
MacHBHa 3alllMTa Ha UTjiaTa, IjaBa Ha OyTtanoTo (OpoMoOyTHIOBa I'yMa), OyTaio U TBBP/ MPeana3uTell
Ha urnata (RNS).

Bunose onakoBku: | win 2 npeaBapuTeTHO HAITBITHEHA(H) CIIPUHIIOBKA(H).
He Bcuuku BHIOBE OMAKOBKH MOT'aT jJa ObJIAT MyCHATU B IPOAaK0a.
6.6 CroenuajaHu nMpeINa3Hu MEPKH NMPH U3XBHPJIsiHE U padoTa

PasztBopbT UZPruvo B mpeBapuTeIHO HATBIHEHATA CIIPUHIIOBKA HE TPSAOBA Ja ce pa3Kiialia
eHepruyHo. Pa3TBOPHT TPsOBa J1a ce MPOBEPU BU3YAITHO 32 HAJTMYHETO HA TBBP/IM YACTHIIN HITH
MPOMsIHA Ha I[BETA, NIPEJIU JIa Ce MPUIIOKU MOJIK0XKHO. Pa3TBOPBHT € OUCTBP M OS31BETEH 110
OJICTOXKBJIT M IPAKTUUECKU O3 BUTUMH YaCTHIU. JIeKapCTBEHUST MPOAYKT He TpsiOBa Jia ce
yrnoTpeOsBa, aKo pa3TBOPHT € 3aMPa3siBaH, C IPOMEHEH I[BAT WJIM MBTEH MJIH aKO B HETO ce 3a0esa3BaT
rosiemu yactuiy. [pean npunarane Uzpruvo tpsibBa aa JOCTUTHE CTalfHa TeMIiepaTypa
(puOJIM3KUTETHO 3a OKOJIO 1MOJI0BUH 4Yac). [ToapoOHu yka3anus 3a ynotpeda ca mpeoCcTaBeHu B
JUCTOBKATA 3a MAIMeHTa.

Hewnsnon3BanusT gexapcTBEH NPOIYKT, OCTaHAT BbB (DJIaKOHA MIIM CIIPUHIIOBKATA, HE TPsOBa Ja ce
n3non3sa. UzZpruvo ce gocrass KaTo eTUHUYEH (IIaKOH WK CTEPHIIHA IPEABAPUTEIHO HAITbIHEHATa
CIPUHIIOBKA 32 €JHOKpaTHa yrnoTpeoa.

CHpI/IH]_IOBKaTa, urijara u (I)J'IaKOHa HC Tpf[6Ba Ja €€ U3M0JI3BaT MOBTOPHO. Heusnon3pauusr
JICKAPCTBCH NPOAYKT WIN OTHAABYHUTC MATCPUAJIN OT HET'O Tpﬂ6Ba Ja C€ U3XBBPJIIAT B CbOTBETCTBUC C
MECTHUTEC U3UCKBAHUA.

7. INPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
STADA Arzneimittel AG

Stadastrasse 2—18
61118 Bad Vilbel

T'epmanus
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8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Uzpruvo 45 mg uEXeKIIMOHEH Pa3TBOP
EU/1/23/1784/003

Uzpruvo 45 mg MIKEKIIMOHEH Pa3TBOP B IIPEABAPUTEIIHO HATBJIHEHA CIIPUHIIOBKA
EU/1/23/1784/001

Uzpruvo 90 mg WHXKEKIIMOHEH Pa3TBOP B MPEJABAPUTEIHO HATBJIHEHA CIIPHHIIOBKA
EU/1/23/1784/004 [1 npeaBapuUTEeIHO HAITBJIHEHA CIIPUHIIOBKA]
EU/1/23/1784/002 [2 mpeaBapuTeIHO HATBIHEHAN CIIPUHIIOBKH |

9. JATA HA ITBPBO PABPEINABAHE/IIO/IHOBSIBAHE HA PAZPEHLIEHUETO 3A
YIIOTPEBA

Hata Ha mbpBO pa3pewaBane: 05 suyapu 2024 r.

10. [JATA HA AKTYAJIM3UPAHE HA TEKCTA

[MonpoOHa nH(popMaIUs 3a TO3M JICKAPCTBEH MPOIYKT € pejocTaBeHa Ha yeOcaiita Ha EBporelickara
areHIus 1o Jiekapcrata https://www.ema.europa.eu/.
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MNPUJIOKEHUE I1
MMPON3BOJUTEJIN HA BUOJIOI'NMYHO AKTUBHOTO
BEIIECTBO U ITPOU3BOJAUTEJI, OTTOBOPEH 3A
OCBOBOXKIABAHE HA ITAPTUIN
YCJIIOBUSA NJIN OTPAHUYEHMUSA 3A TJOCTABKA U YIIOTPEBA

APYI'U YCJIIOBUA U UBUCKBAHUA HA PASPEIIIEHUETO 3A
YIIOTPEBA

YCJOBUA NJIN OTPAHNYEHUS 3A BE3OITACHA "
EDPEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A.  NPOU3BOIUTEJ HA BUOJIOI'MYHO AKTHUBHOTO BEIHECTBO U
INPOU3BOJUTEJIUTE, OTTOBOPEH 3A OCBOBOKJIABAHE HA TAPTHU/IU

HMe u agpec Ha IPOU3BOJAUTEI HA OMOJIOTUYHO AKTUBHOTO BCIICCTBO

Alvotech Hf,
Saemundargata 15-19
Reykjavik, 102
Hcnanaus

HNme n aaApEC HAITPOU3BOAUTCIIN , OTTOBOPECH 3a OCBO60)K,ILaBaHe Ha TapTUANUTEC
Alvotech Hf,

Saemundargata 15-19

Reykjavik, 102

Ucnangus

STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel
I'epmannus

IlewaTHaTa TUCTOBKA Ha JIEKAPCTBEHHS MPOAYKT TPOBa Ja ChIbPKa UMETO U ajpeca Ha
MIPOM3BOIUTEINS, OTTOBOPEH 32 OCBOOOKIaBAaHETO HA ChOTBETHATA APTH/IA.

b. YCJIOBUSA WU OTPAHUYEHUS 3A TIOCTABKA U YIIOTPEBA
JlexapcTBEHUSAT MPOYKT C€ OTITyCKa 110 OrPaHUYEHO JieKapcko nmpeanucanue (Bx. [punoxenne I:
Kpatka xapakTepucTHKa Ha IPOyKTa, Touka 4.2).

B. JAPYI'M YCJIOBUA N UBUCKBAHUA HA PASPEIIIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKkTyaJu3npanu aokjaaau 3a oesonacuoct (ITAIB)

W3uckBanusdra 3a nonasane Ha [TAJIb 3a To3u nexapcTBeH NPOAYKT ca MOCOUYCHH B CIIUCHKA C
pedepentnute natu Ha EBponeiickus cpio3 (EURD cnucek), npensuaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CIIE/IBAIH aKTyalTU3aliH, yOIMKYBaHH Ha €BPOTEHCKUS
yeOmopTa 3a JieKapcTBa.

I'.  YCJIOBUSA U OI'PAHUYEHUSA 3A BE3OITACHA U EOEKTUBHA YIIOTPEGA HA
JIEKAPCTBEHMUSA TPOAYKT

. Ilnan 3a ynpasaenue Ha pucka (ITYP)

[TputexaTenst Ha paspemeHurero 3a ynorpeda ([IPY) tpsOBa na u3BbpIIBa H3UCKBAHUTE AEHHOCTH U
JeHCTBUS, CBBP3aHU C IIPOCiIeAsIBaHe Ha JeKapcTBeHaTa 0€301acHOCT, mocoueHu B ogoopenus I11YP,
npezcraed B Mogyi 1.8.2 Ha pa3penieHueTo 3a ynorpeda KakTo ¥ BbB BCHUKH CIIEBAIIY 0100peHU
akTyanusaunu Ha ITYP.

Axrtyanmusupan [TYP Tpsa6Ba na ce momaBa:

. o uckaHe Ha EBpornelickara areHIus no JeKapcTBaTa;

. BUHATH, KOTAaTO CE M3MEHS CHCTEMAaTa 3a yIpaBJICHUE Ha PUCKA, OCOOCHO B Pe3yiITaT Ha
nmoJTyyaBaHe Ha HOBa WH(OpPMAITHs, KOATO MOXKE Ja JOBEJE 10 3HAYMMHU IIPOMEHU B
CHOTHOIIICHUETO ITOJI3a/PUCK, WU CIIE] JOCTUTAHE Ha BaXKEH eTall (BB BPh3Ka C MPOCICISIBaHe
Ha JIEKapCTBeHATa 0€30MaCHOCT WU CBEXKIaHE HA PUCKA O MUHHMYM).
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MNNPUJIOKEHUE II1

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA HA ®JIAKOHA (130 mg)

1. HUME HA JIEKAPCTBEHMA TPOAYKT

Uzpruvo 130 mg KoHIIEHTpaT 3a HHPY3UOHEH Pa3TBOP
YCTeKHHyMa0

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

Bcexku ¢makon cpappka 130 mg ycreknaymad B 26 ml.

3.  CHOUCHK HA HOMOUIHUTE BEIIECTBA

EDTA aunaTpueBa coi JuXuapaT, XUCTUANH, XUCTUAUHOB MOHOXUAPOXJIOPHI, METUOHHH,
nosiucopoar 80, 3axapo3a, BoJia 3a HHIKEKIIUU

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

KonuenTpart 3a nH}Y31OHEH pa3TBOP
130 mg/26 ml
1 pmakon

| 5.  HAYMH HA IPUWIOKEHME M ITbT(MILIA) HA BbBEXKJIAHE

Ja He ce paskiara.

[Ipenn ynorpeba npoyereTe JTMCTOBKATA.
Camo 3a enqHOKpaTHa ynorpeoa.
WHTpaBEeHO3HO MPUIIOKEHUE CIIE/T pa3pekJaHe

6. CHELOUAJIHO HPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIEITA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

‘ 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

a ce cpxpaHsBa B XJIIMITHUK.
Jla He ce 3ampassiBa.
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CoxpansBaiiTe (1akoHa B KapTOHEHATa OMAKOBKa, 3a JIa ce TPEJINa3u OT CBETIIMHA.

TAX, AKO CE U3UCKBAT TAKHUBA

10. CHEIMAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPHUAJIN OT

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel
I'epmannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/23/1784/005

13. TAPTHUJAEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIUSI HA BPAILJIOBA A3BYKA

[Ipuero ¢ ocHOBaHUE J1a He ce BKIOYM nH(popMaIus Ha bpaiiosa a30yka.

‘ 17. YHUKAJIEH UIEHTUO®UKATOP — IBYU3MEPEH BAPKO/]

JByn3MepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

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

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHNYHHN
II'bPBUYHHU OITAKOBKH

ETUKET HA ®JTAKOHA

1. HUME HA JEKAPCTBEHMUSI NPOJYKT U MbT(MILIA) HA BbBEXKJAHE

Uzpruvo 130 mg cTepuiieH KOHIICHTpaT
ycTeknHyMab

‘ 2. HAYMH HA ITPUJIOKEHUE

3a i.v. IpUIIOKEHHUE cIIe]] pa3pexaaHe
Ja He ce pa3kiama.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUWHUIIN

130 mg/26 ml

| 6. JIPYTO
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JAHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBLHIIIHA KAPTOHEHA OITAKOBKA HA ®JIAKOHA (45 mg)

1. HUME HA JIEKAPCTBEHMA TPOAYKT

Uzpruvo 45 mg nHXeKIIMOHEH pa3TBOp
YCTeKHHyMa0

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

Bceku (utakon chabpxa 45 mg ycrekuaymab B 0,5 ml.

3.  CHOUCHK HA HOMOUIHUTE BEILECTBA

3axapo3a, XUCTUANH, XUCTHINHOB MOHOXHIPOXIIOpHU, TTonucopbat 80, BoAa 3a WHIKEKITHH.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WHxXeKInoHEH pa3TBoOp
45 mg/0,5 ml
1 pnakon

‘ 5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BHBBEXK/IAHE

Ja He ce pa3kiamia.
[NonkoXXHO TpUITOKEHHE
[Ipenu ymorpebda mpovereTe TUCTOBKATA.

6. CHELOUAJIHO NPEAYHPEXIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPSBBA
A CE CbXPAHSBA HA MSICTO JAJIEYE OT IOTJIEJA U TIOCET'A HA JIEIIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTA.

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

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ce cpxpansBa B XJIaJUITHHK.
[a He ce 3ampa3ssBa.
CopxpansBaiiTe rrakoHa B KApTOHEHATa OIAKOBKa, 3a J1a Ce TMPE/Ia3n OT CBETINHA.
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10. CHELHUAJIHU NPEANTASHU MEPKU IMTPU U3XBBPJSTHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HWME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel
T'epmanus

12.  HOMEP HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/23/1784/003

13. TAPTHUIAEH HOMEP

[MapTuna:

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMHS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

UZPRUVO 45 mg

‘ 17.  YHHUKAJIEH WIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JByrn3MepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CBABPXKXAT MAJIKUTE EJUHNYHHN
II'bPBUYHHU OITAKOBKH

TEKCT HA ETUKETA HA ®JIAKOHA (45 mg)

‘ 1. HUME HA JIEKAPCTBEHUS ITPOAYKT U II'BT(MIIA) HA BBBEKJIAHE

Uzpruvo 45 mg uHxekIus
ycTeknHyMab
S.C.

‘ 2. HAYUH HA ITPUJIIOKEHUE

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

45 mg/0,5 ml

|6.  JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA HA ITPEJABAPUTEJIHO HAITBJIHEHA CITPUHIIOBKA
(45 mg)

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

Uzpruvo 45 mg MHXEKIIMOHEH Pa3TBOP B NPEIBAPUTEIHO HATBJIHEHA CIIPHHIIOBKA
ycTeknHyMab

‘ 2. OBSBSJABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Besika npeiBapuTEIHO HAITbJIHEHA CIIPHHIIOBKA ChIbpka 45 mg ycrekunymab B 0,5 ml.

3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

XUCTUAMH, XUCTHAUNHOB MOHOXHUAPOXJIOpU, osncopoOar 80, 3axapo3a, Bojia 3a MHKEKIIHU.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

MHxekIMoHeH pa3TBOp
45 mg/0,5 ml
1 npenBapuTENHO HAITBIHEHA CIIPUHIIOBKA

| 5. HAYMH HA MPUJIOKEHUE U MHT(MIIA) HA BbBEKIAHE

Ha ne ce pasknamia.
[ToaKOKHO NMPUIIOKEHUE.
[Ipenu ymorpebda mpovereTe TUCTOBKATA.

QR kox
uzpruvopatients.com

6. CIHEHUAJIHO NPEAYHNPEXJIEHUE, UYE TEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MsCTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA I3TUYAHE HA CPOKA HA TOAHOCT

Tonen no:
JlaTta Ha U3XBBHPIISIHE, TPU CbXpPAaHEHHUE Ha CTaliHa TeMIieparypa:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ha ce cpxpaHsiBa B XJIaIITHUK.

Jla He ce 3ampassiBa.

ChxpaHsBaiiTe MPeBAPUTEITHO HAITBJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA OMAKOBKA, 3a JIa Ce
Mpe/na3u OT CBETINHA.

Moxe n1a ce chXpaHsiBa 1pu craifa remrepatypa (10 30°C) eqHOKpaTHO ¢ MAKCHMAJICH IEPHO]] Ha
npoAbIKUTETHOCT 30 JHH, HO HE MO-IIBJITO OT OPUTHHATHUSI CPOK Ha TOJTHOCT.

10. CHEIMAJIHU IIPEJAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HWME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel
I'epmanus

12.  HOMEP HA PA3BPEIIEHUETO 3A YIIOTPEBA

EU/1/23/1784/001

13. TAPTHUJAEH HOMEP

[MapTuaa:

| 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

UZPRUVO 45 mg

‘ 17. YHUKAJIEH UIEHTUO®UKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIEH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH WIAEHTU®UKATOP — JTAHHMU 3A YETEHE OT XOPA

PC
SN
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MUHUMYM JAHHU, KOUTO TPABBA A CbABPXKAT BJIMCTEPUTE

TEKCT BbPXY BJIMCTEPA HA ITIPEABAPUTEJ/IHO HAITbJIHEHA CITPUHIIOBKA
(45 mg)

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

Uzpruvo 45 mg MHXEKIIMOHEH Pa3TBOP B PEIBAPUTEIHO HATBJIHEHA CIIPHHIIOBKA
ycTeknHyMab

‘ 2. NME HA IIPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

STADA Arzneimittel AG

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HHAPTUJAEH HOMEP

Lot

|5.  JIPYTO

Buxre nuctoBkaTa 3a nHpOpMAIHS OTHOCHO ChXPAaHEHHUETO.

45 mg/0,5 ml
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHNYHHN
II'bPBUYHHU OITAKOBKH

TEKCT HA ETUKETA HA IPEABAPUTEJIHO HAITBJIHEHATA CITPUHIIOBKA (45 mg)

1. HUME HA JEKAPCTBEHMUSI NPOJYKT U MbT(MILIA) HA BbBEXKJAHE

Uzpruvo 45 mg nHxXeKIus
ycTeknHyMab
S.C.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUAEH HOMEP

Lot

5. CBABbP/KAHUE KATO MACA, OBEM WJIHU EJUHULIN

45 mg/0,5 ml

| 6.  JIPYTO
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JAHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA HA IMTPEJABAPUTEJIHO HAITbJIHEHA CITPUHIIOBKA
(90 mg)

‘ 1. HNME HA JIEKAPCTBEHUA TPOAYKT

Uzpruvo 90 mg HHXEKI[HOHEH pa3TBOpP B MPEABAPUTEIHO HAITBIIHEHA CIIPHHIIOBKA
ycTeknHyMab

2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Besika npeiBapuTeIHO HaITbJIHEHA CIIPHHIIOBKA Chabpka 90 mg ycreknnymad B 1 ml.

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

XUCTUAMH, XUCTHIUHOB MOHOXHUAPOXJIOpHU/, osrcopOar 80, 3axapo3a, Bojia 3a HHKEKIIHH.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

HMHxexkmoHeH pa3TBop

90 mg/1 ml

1 npenBapuUTENHO HAITBIHEHA CIIPUHIIOBKA

2 TIpeIBapUTEIHO HATbITHEHAN CIPUHIIOBKAU

| 5. HAYMH HA MMPUJIOKEHUE M IBT(MIIA) HA BbBEKJIAHE

Ha ne ce pasknamia.
[TonkoKHO TPUIIOKEHUE
[Ipenu ymorpebda mpovereTe TUCTOBKATA.

QR kon
uzpruvopatients.com

6. CIHEHUAJIHO NPEAYHNPEXJIEHUE, UYE TEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MsCTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA I3TUYAHE HA CPOKA HA TOAHOCT

Tonen no:
JlaTta Ha U3XBBHPIISIHE, TPU CbXpPAaHEHHUE Ha CTaliHa TeMIieparypa:

62



‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ha ce cpxpaHsBa B XJIIMITHUK.

Jla He ce 3ampassiBa.

ChxpaHsBaiiTe MPeBAPUTEITHO HAITBJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA OMAKOBKA, 3a JIa Ce
Mpe/na3u OT CBETINHA.

Moxe n1a ce chXpaHsiBa 1pu craifa remrepatypa (10 30°C) eqHOKpaTHO ¢ MAKCHMAJICH IEPHO]] Ha
npoAbIKUTETHOCT 30 JHH, HO HE MO-IIBJITO OT OPUTHHATHUSI CPOK Ha TOJTHOCT.

10. CHEIMAJIHU IIPEJAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU WJIN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HWME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel
I'epmanus

12.  HOMEP HA PA3BPEIIEHUETO 3A YIIOTPEBA

EU/1/23/1784/004 [1 npeaBapuTeIHO HATbIHEHA COPHHIIOBKA)]
EU/1/23/1784/002 [2 nipeaBapUTEIIHO HAITBJIHEHAU CIIPHHIIOBKH |

13. TAPTHUJAEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Uzpruvo 90 mg

‘ 17. YHUKAJIEH UIEHTUO®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIEH HACHTU(DHUKATOD

‘ 18. YHHUKAJIEH HAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHUMYM JAHHU, KOUTO TPABBA A CbABPXKXAT BJIMCTEPUTE

TEKCT BbPXY BJIMCTEPA HA IIPEJABAPUTEJ/IHO HAITbJIHEHA CITPUHIIOBKA
(90 mg)

‘ 1. HNME HA JIEKAPCTBEHUA TPOAYKT

Uzpruvo 90 mg HHXEKI[HOHEH Pa3TBOpP B MPEABAPUTEITHO HAITBIHEHA CIIPHHIIOBKA
ycTeknHyMab

2. HUME HA IIPUTEXXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

STADA Arzneimittel AG

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

|5.  JIPYIO

Bmxre nmucroBkara 3a I/IH(I)OpMaLIHSI OTHOCHO CBbXPAaHCHUCTO.

90 mg/1 ml

64



MUHHUMYM JAHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHNYHHN
II'bPBUYHHU OITAKOBKH

TEKCT HA ETUKETA HA IPEABAPUTEJIHO HAITBJIJHEHATA CITPUHIIOBKA (90 mg)

1. HUME HA JEKAPCTBEHMUSI NPOJYKT U MbT(MILIA) HA BbBEXKJAHE

Uzpruvo 90 mg MHKeKIHsI
ycTeknHyMab
S.C.

‘ 2. HAYMH HA ITPUJIOKEHUE

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUAEH HOMEP

Lot

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

90 mg/1 ml

| 6.  JIPYTO
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b. JUCTOBKA
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JlncroBka: undopmanusi 3a NoTpeduTENs

Uzpruvo 130 mg koHueHTPAT 32 uH(Y3UOHEH PA3TBOP
yerekunymab (ustekinumab)

vTOSI/I JIEKapCTBEH MPOAYKT IMOJICKH Ha JOIBIHUTETHO Habmoaerne. Tosa me mo3Boiu 0bp30TO

YCTaHOBSIBaHE HAa HOBAa MH(OpPMAIUsl OTHOCHO Oe30macHOCTTa. MOXKeTe 1a JajieTe CBOsl IPUHOC, KAaTo
CHOOIIUTE BCSAKA HEXKETAHA PEaKIIHs, KOSITO CTE MOJYYWIN. 3a HAUMHA Ha ChOOIIaBaHEe HAa HEXEIIaHU

peakIuy BIDKTE Kpas Ha TOUuka 4.

IIpoyeTeTe BHMMATEIHO USLJIATA JIMCTOBKA, IIPEeIH 1A 3alI0YHeTe 12 U3M0JI3BaTe TOBA
JIEKAPCTBO, Thil KATO T ChAbLP:KA BazkHa 3a Bac undopmanus.

Ta3u JUCTOBKA € HANMCAHA 32 manmueHTa, KOWTO nmpuemMa J€KapcTBoTo.

- 3anazere Ta3u JUCTOBKA. MOXe /1a ce HAIOXKU J1a 51 IPOYETETE OTHOBO.

- AKO UMaTe HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexap wiu gapmaiieBt.

- Tosa nekapcTBO € npeanucaHo JuuHo Ha Bac. He ro npeoTrcTbnBaiite Ha npyru xopa. To Mmoxe
Jla IM HaBpeIr, HE3aBUCHMO Y€ TPU3HAIIMTE Ha TAXHOTO 3a00JsBaHe ca ChITUTE KaTo BammuTe.

- AKO TIONTyuHTe HAKAKBU HEXEJIAaHU peaklny, yBepomeTe Bamus exap wnn GapmarieBT. ToBa
BKJIFOYBA U BCUYKH Bb3MOXXHH HCKCJIIaHU p€aKIuU, HCOIMMCAaH! B Ta3H JIMCTOBKA. Bmxre
TOYKa 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kakso mpencrasnasa Uzpruvo u 3a KakBO ce U3M0I3Ba
Kakso Tpsi0Ba na 3Haere, npeau aa usnonssare Uzpruvo
Kax ga m3nomssare Uzpruvo

BBb3M0OKHM HEXETaHU pPEaKIUU

Kak na cexpansBare Uzpruvo

ChbabppkaHue Ha ONIAaKOBKATa M JOIBIIHUTEIHA HH(POPMALIUS

SouhkrwdE

1. Kaxkso npeacrasiasasa Uzpruvo u 3a KakBo ce M3I0J13Ba

Kaxkso npeacrasasasa Uzpruvo

Uzpruvo chabprka aKTHBHOTO BEIIECTBO ,,yCTEKHHYMa0”’, KOETO € MOHOKJIOHAJIHO aHTHUTSIIO.
MOHOKJIOHAJIHHUTE aHTHUTEJIA Ca IPOTEUHH, KOUTO Pa3lIO3HABAT U CBBP3BAT ONPEAEICHH clieqU()UIHN
MIPOTENHH B OPraHU3Ma.

Uzpruvo npuHaaiexy KbM rpyna JekapcTBa, HapedeHH! ,,AMyHocynpecopu’”. Te3n nekapcTa
JIeficTBaT, KaTO HAMaJIABAaT aKTUBHOCTTA HA YaCcT OT UMyHHATa CUCTEMa.

3a kakBo ce u3nouassa Uzpruvo
Uzpruvo ce u3Ioi3Ba 3a JeU4eHUe Ha CIETHOTO Bh3MAIUTETHO 3a00JIsBaHe!
o YmepeHa 1o Texka 6osect Ha KpoH — npu Bb3pacTHH

Bouect na Kpon

Bonectra Ha KpoH e Bp3manutenHo 3a0oisBane Ha yepBara. Ako nMate 6osect Ha Kpon mbpBo 11e
Bu ce nagaT npyru nekapctBa. AKO HE C€ MOBIIUSETE TOCTATHYHO WM UMATE HETIOHOCUMOCT KbM TE3H
nekapcTBa, Moxe na Bu ce naxe Uzpruvo 3a HamalisiBaHe Ha MIPU3HAIMTE U CHMIITOMUTE Ha
3abonsaBanero Bu.
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2. KaxBo Tpsn6Ba n1a 3Haete, npeau aa ndnoasare Uzpruvo

He uznonssaiite Uzpruvo

o AKO cTe aJIepruyHU KbM YCTeKHHYMA0 M HIKOS OT OCTaHAJINTE ChCTAaBKH HAa TOBA
JeKapcTBO (M30pOCHHU B TOYKA 6).
o AKO MMaTe aKTHUBHA MHpeKMs, KOATO Bamusr nekap Hamupa 3a 3HaunMa.

AKO He cTe CHUTypHU JIaJlH HAKOE OT M30POCHUTE TTO-TOpe ce OTHAcs 3a Bac, mochBeTBaiite ce ¢ Bammms
nekap win (apManeBT, npenu na usnonssare Uzpruvo.

IpenynpesxneHust U Mpeana3sHu MEPKH

I'oBopere ¢ Bamms nexap unu gapmaneBT npenu na uznonzsate Uzpruvo. Bammst nekap e npoBepu
CBCTOSIHUETO Bu npeau Besiko JeueHne. Y BegoMere Jiekaps 3a Besika Bara 6osect npeau BCsSko
nedenue. CpIo Taka TpsAOBa a Kaxetre Ha Bamms nekap, ako HAaCKOpPO cTe OWIIM B KOHTAKT C YOBEK,
KOITO MOKe J1a Ma TyOepkyno3a. Bammsar nekap e Bu mperiiena u me HanpaBu U3cie BaHe 3a
TyOepKyIo3a, npean aa u3nonssare Uzpruvo. Ako BammsT nexap cMsra, 4e CTe U3I0KEHU Ha PUCK OT
TyOepKyo3a, Moxke 1a Bu mpeamuie iekapcTsa 3a JISYeHUETO H.

Cienere 3a cepHO3HU HeKeJTaHU PeaKIUH

Uzpruvo Moxe J1a TpeAn3BUKa CEPUO3HH HEXEIIaH! PEaKIiH, BKIIFOUNUTEITHO aJIepTHYHI PEaKIul 1
nHpeknuu. TpsadBa ga caenuTe 3a ONMpeesIeH! IPU3HAIN Ha 3a00JIIBaHUS, IOKATO IIpUEMAaTe
Uzpruvo. Bmxre ,,Cepro3Hu HeXeTaHu peakiinu’ B TOUKA 4 3a MBJIHUS CIIUCHK HA T€3U HEXKEIIaH!
peaxuuu.

l'[pe[m aa u31moJa3sBarTte UZpl’lIVO TpﬂﬁBa Ja KaxkeTe Ha Bammst JIeKap:

. AKO HIKOTa cTe HMAJIN aJIepruyHa peaknus kbM UZPruvo. Ako He cTe CHUTypHH,
nonuraiite Bamusg nekap.

. AKO HAKOra cTe UMaJId HAKAKbB BUJ PaK — TOBA €, 3aI[0TO UIMYHOCYTIPECOPUTE KATO
Uzpruvo oTtciiabBaT 4acT OT UIMyHHATa crcteMa. ToBa MOXe Jja TIOBUIIIH PUCKa OT pak.

. AKO cTe JeKyBaHHM 32 NMCOPHUA3MC C IPYrd OMOJOTHYHH JIeKapcTBa (JIeKapcTBo,

NMPOM3BeJEeHO 0T OMOJOrNYeH U3TOYHUK U O0UMKHOBEHO NPUJIATAHO Ype3 MHIKeKIMS) -
PHUCKBT OT paK MOXE J1a € MO-BHCOK.

o AKO MMaTe WIM HACKOPO cTe UMaJIu HHGEeKIUs U aKO NMaTe HAKAKBU HeoOnYaiiHu

o OTBOPH 1O KokaTa (pucryman).

o AKO MMaTe HOBH MJIY MPOMEHSIIIIH Ce JIe3UH B YYaCTBIIUTE C TICOPUA3UC MM TIO
He3acerHarara Koxa.

o AKO moJiyuaBate Jpyro jJedyeHue 3a MCOPUA3NC U/WIH MCOPUATHYEH APTPUT — KaTo JPYTH

MMYHOCYIIpecopH Wwin (oToTeparusi (KoraTo TAJI0TO Ce JIeKyBa ¢ Tl yarpasuosierosa (UV)
cBeTnHA). Te3u neueHns ChIIo MOXKE JIa OTCIIA0AT YacT OT UMyHHATa cucteMa. M3non3saHero
Ha Te3H JiedeHus 3aeaHo ¢ Uzpruvo He e u3cieBaHo. Bp3MokHO € o0ade, TO Aa yBETUYH PHCKa
OT 3a00JIABaHusl, CBBP3aHH C OTcIa0BaHe HA MIMyHHATa CHCTEMA.

o AKO moJTy4yaBaTe WIH HAKOIa CTe MOJIYyYaBaJM HHKEKINHU 32 JeYeHHe Ha aJIepruu — He €
n3BecTHO ganu Uzpruvo Moke 1a OKake BIHMSHHUE BbPXY TAX.
o AKO cTe Ha M HaJl 65 roIMHN — MOXe /13 CT€ N0-CKJIOHHU KbM MH()EKLINH.

AKO He CTe CUT'YPHH JIalli HIKOE€ OT ropen30poeHuTe ce oTHacs 3a Bac, mockBeTBaiite ce ¢ Bamms
nexap wiM (apManeBT, npeau aa usnonssare Uzpruvo.

Hsikon manmeHTH nojy4aBaT JyMyc-TIOA00HN peakiuy, BKIIIOYUTEIHO KOXKEH JIYITyC epuTeMaToaec 1
Jymyc-1mo00eH CHHAPOM, [0 BpeMe Ha JiedeHue ¢ ycTekuHymao. ['oBopere BenHara ¢ Bammus sekap,
aKo I10JIy4HUTe YEPBEH, HAJUTHAT, JIIOLIEI] ce OOPUB, IOHAKOI'a C IO-ThbMHU I'PAaHULIY, B U3JI0KECHUTE
Ha CTBHIIE yYacThIM Ha KOXKaTa UM CTaBHU OOJIKH.

Cbpaeven HHPAPKT U HHCYJITH

WudapkT 1 uHCYNTH ca HaOII0AaBaH! B IPOYYBaHE MPH MALMEHTH C TICOPHA3HC, JIEKYBaHH C
ycTekuHyMa0. Barmust nexap peoBHO I1Ie poBepsiBa pUCKOBUTE (haKTOPHU 3a ChPACYHO 3a00JsBaHE U
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WHCYIIT TIpH Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 1o moaxo s HaunH. He3abaBHO moThpCceTe
MEIUIIMHCKA TTOMOIII, aKO MOJTydnTe 00JIKa B ThPANTE, CIabOCT Wil HeOOWYaHO yCellaHe OT eIHaTa
CTpaHa Ha TAJI0TO, OTIIYCHATOCT HAa JIMIIETO WJIK TOBOPHU WK 3PUTEITHU CMYIIICHUSI.

Jeua v roHOIIN
Uzpruvo He ce mpenopbuBa 3a yrnorpebda mpu Jera Ha Bb3pacT nof 18 roguau ¢ 6onect Ha Kpow,
3aI10TO HE € MPOYYBAH MPH Ta3u Bh3PACTOBA IpyIa.

Apyru gexkapcrBa, Bakcuu u Uzpruvo
TpsiOBa na kaxxeTe Ha Bamms jgekap win hapMaieBT:

o AKO TIpreMaTe, HaCKOpO CTe IIPUEMaITH WK € Bb3MOXHO Ja MPHEeMeTe IPYTH JIeKapCTBa.

. Axo Hackopo Bu e npaBeHa uiu ruianupate Aa Bu ce npaBu BakcuHauus. JJokaTo n3mnosizBare
Uzpruvo, HAKOW BUJIOBE BAKCUHU (KUBU BaKCUHH) HE TPsIOBa Ja ce mpujarar.

. Axo cre nonryyaBanu Uzpruvo 1mo BpeMe Ha OpeMEHHOCTTa, TPsIOBa Jja Ka)KeTe Ha JIeKapsl Ha

06ebero Bu 3a neuenunero ¢ Uzpruvo, mpenu To 1a MOIydH KaKBaToO U Ja € BAKCHHA,
BKJIFOUHUTENTHO >KUBH BakcuHU, kKaTo BIDK Bakcuna (n3mon3Bana 3a npeamna3Bane oT
TyOepKyJo3a). JKUBUTE BaKCHHU HE ce IIpenopbuBar 3a Barero 6e0e mpe3 mbpBUTE MIECT
Mecella ciell paXaaHeTo, ako cTe moxydaBanu Uzpruvo mo Bpeme Ha OpeMEeHHOCTTa, OCBEH aKo
nexapsT Ha Bamero 6ebe He mpenopbya IpyTo.

BpeMeHHOCT 1 KbpMeHe

o Axo cte OpeMeHHa, cMATaTe, 4e MOXKe J]a cTe OpeMeHHa WIH IUIaHUpaTe OpeMEHHOCT,
nochBeTBalTe ce ¢ Bamms ekap npenu ynorpebara Ha TOBA JIEKapCTBO.
o He e HaOnromaBaH O-BUCOK PUCK OT BPOJEHH AedeKTH npu Oederta, n3noxxkenn Ha UZpruvo B

yrpobara. lanaute ot ynorpebara Ha UZpruvo npu OpeMeHHU KeHH 00ade ca OrpaHHYCHU.
[Topanu ToBa € 3a mpeanoYnTane Ja ce u30sraa ynorpedara Ha Uzpruvo no Bpeme Ha
OpeMeHHOCT.

o AKO cTe jKeHa C IeTepOIeH MOTSHINA, )KEJIATETHO € 1a He 3a0peMeHsIBaTe U J]a U3II0JI3BaTe
HO/IXOJII IPOTHBO3a4aThueH METOJI, Korato ninoszeare Uzpruvo u noHe 15 ceaMunu ciien
HocieHoTo npuiarane Ha Uzpruvo.

o YcreknHyMad MOKe Jla IpeMUHE Tpe3 MUIaleHTaTa B HepoJJeHoTo Oebe. AKO cTe moTydaBaiu
Uzpruvo no Bpeme Ha OpeMeHHOCTTa cH, 6edeTo Bu Moske 1a MMa 1Mo-BUCOK PUCK OT WH(EKIIHS.
o BaxHo e i1a kaxxere Ha JiekapuTe Ha Bamero 6e0e v Apyru MeTMIIMHCKHY CIICIUAIICTH, aKO CTe

nonyyaBaiu Uzpruvo 1o BpeMe Ha OpeMeHHOCTTa CH, TIpean 0e6eTo Ja Moy KakBaTo U Jia €
BakcuHa. JKuBu BakcuaM, kato BI)K BakcuHa (u3moi3BaHa 3a mpeana3BaHe oT TyOepKyno3a) He
ce mpenopbpuBart 3a Barrero 6e6e mpe3 mepBUTE JBaHAIECET MEcela clie/] PaKIaHeTo, aKo CTe
nonmyyaBaiu Uzpruvo 1mo BpeMe Ha OpeMeHHOCTTa, OCBEH aKo JiekapsAT Ha BameTo 6e0e He
mpenopb4a Ipyro.

. YcTekuHyMad MOXKe Jja IPeMHUHE B KbpMaTa B MHOTO MaJlku kKonmdecTBa. [lockBeTBaiiTe ce ¢
Bamus nekap, ako KbpMHTE HITH aKo TUTaHHUpaTe Aa KbpMmurte. Bue u BamusaT nexap tpsOBa ga
pemnTe nanu TpsiOBa Aa KbpMUTE WK Ja u3non3sate Uzpruvo - He paBeTe U JABETe.

Ilodupane u padoTa ¢ MAIIUHU
Uzpruvo He NOBIMSABA WX TIOBIUSBA PEHEOPEKUMO CITIOCOOHOCTTA 3a modupaHe u padora ¢
MalIuHU.

Uzpruvo cbabpika HaTpHii 1 nosmmcopoar 80
ToBa JilekapcTBO ChIBPIKa MO-Manko oT 1 mmol Hatpuit (23 mg) Ha 103a, T.€. MOXKE Ja Ce Kaxe, e
MPAKTHYECKH HE ChABPKA HATPHIA.

Tosa nekapctBo cpabpika 0,4 mg momucop6bar 80 BbB Bcexn ml. [loaucopbature Morat 1a mpuUIUHST
allepruuHu peakuuu. TpsOBa ga kaxere Ha Bamms nexap, ako ©MaTe yCTaAHOBEHH alepPruu.

3. Kaxk na uznoassare Uzpruvo

Uzpruvo e npenHa3zHaueH 3a yrnorpeda moJi pbKOBOJCTBOTO U KOHTPOJIA HA JIEKap C OIHT B IMarHo3ara
1 JIedeHrneTo Ha Oosect Ha KpoH.
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Uzpruvo 130 mg koHIIeHTpaT 32 WH(PY3UOHEH pa3TBop e Bu Obae npunoxen ot Bamms nexap
KalKOBO BbB BEHATa Ha pbkara (MHTpaBECHO3HA WH(Y3Us) B TPOABDKCHUE Ha Hali-MaJIKO €/TUH Yac.
I'oBoperte ¢ Bamus nexap 3a ToBa, kora e Bu ce mocTaBAT HHKEKIIMUTE U KOTa IIIe ca CIICABAIUTE
KOHTPOJIHU TIPETIIC/IH.

Kaxkso konudectso Uzpruvo ce npuiara
BammsT nekap me pemm kakBo KonmmdectBo Uzpruvo TpsOBa 1a MoIyduTe U 3a KaKbB MEPHOI OT
BpeMe.

Bn3pacTHu Ha 18 roquHu UM mo-rojieMu
e  Jlekapdr 11e M3YMCIIM NPEMOPHUMTEIIHATA 32 Bac 103a 3a MHTpaBeHO3HA UH(Y3HS Bh3 OCHOBA Ha
TenecHoTo Bu Tero.

Bamero TesiecHo TerJio Ho3a

<55kg 260 mg

> 55 kg 10 <85 kg 390 mg

> 85 kg 520 mg

o Crnen HayanmHaTa MHTPaBEHO3HA J103a e Bu Obe npuinokeHa cneapamiara go3a 90 mg Uzpruvo

ype3 HHXKEKITUS 1Mo KoxaTa (TI0JKO’KHA MHXKEKIINS) CIe/T 8 CEMUIIH U CIIe]] TOBa Ha BCEKU
12 cenqmurm.

Kak ce npuaara Uzpruvo

. [IspBara go3za Uzpruvo 3a nedenue Ha 6osxect Ha KpoH win yimepo3eH KONHT ce puiiara oT
JieKap KarnKkoBO BbB BEHA B pbKaTa (MHTpaBeHO3HA HH(DY3HS).

I'oBopere ¢ Barmus siekap, ako UMaTe BbIIPOCH OTHOCHO Ipuiiara€eTo Ha Uzpruvo.

AKo cTe mpomycHaau 1a usnoassarte Uzpruvo
Axo cTe 3a0paBUITH WIIK CTE POITYCHAJIM Yaca CH 3a MpuiiaraHe Ha 703a, CBbpKeTe ce ¢ Bamms nekap
3a TUTaHUpaHE Ha HOB Yac.

AKko cTe cnpesu ynorpedéara Ha Uzpruvo
He e omacno na cripere ynorpebarta Ha Uzpruvo. Ako obaue s cipete, Bamure cuMnToMu Moxe J1ia ce
BB300OHOBSIT.

AKO UMaTe HSKaKBH JIOITBJIHUTEIHH BBIIPOCH, CBBP3aHH ¢ YIIOTpeOaTa Ha TOBa JISKAPCTBO, MOMHTATe
Bammus nekap nim ¢papmanesT.

4, BBb3MOKHH HeKeJIaHU PeaKIun

KakTo Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXCIIAHU PE€aKIIUH, BBIIPEKU Y€ HE
BCCKM T' ITOJTy4aBa.

Cepuo03HU HexkeTaHU peaKkun
Hsikou marnueHT! MOXe J]a UMaT CEpUO3HU HEXEIIaH! PEeaKIiy, TIPU KOUTO JIa c€ Hajlara CIerrHo
JICYCHHE.

AJIepruvdHM peakuuu — MOKe 1a U3HCKBAT cllelHo Jedenne. TpsioBa na kaxkere Ha Bamms
JieKap WM He3a0aBHO MOTHPceTe CIENIHA MeJUIMHCKA MOMOIII, AKO0 3a0ejlesKuTe HIAKOM 0T
cJIeTHUTE MPU3HAIIHA.
e (CepHO3HHUTE aJIEPTUYHU PEaKIny (,,aHaUIaKcus’) ca PeIKH MPHU X0pa, MPUEMaITH
ycrekuHyma0 (Moske na 3acernat a0 1 Ha 1 000 gymm). [IpusHaiure BKIOYBAT:
O  3aTPYAHCHO JUIIAHE WU MPETTbIaHe
O  HHUCKO KPBBHO HAJIATaHE, KOSTO MOXKE JIa IPUIMHHA 3aMassHOCT WJIH CBETOBBPTEK
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O TOAyBaHE Ha JHIETO, yCTHUTE, yCTaTa WM I'bPIIOTO.
o YecTHTe NpU3HALM Ha aJleprHYHa PEeaKLysl BKIIOYBAT KOKEH OOpHB M ypTUKapus (MOKe 1a
3acerHat jo 1 va 100 mymm).

Peaknuu, cBbp3anu ¢ nHPY3UATA — AKO ce JeKyBaTe 3a 6oJjiectTa Ha KpoH niu 3a
yJIIepO3€eH KOJUT, IbpBaTta A03a Uzpruvo mie ce NpuJjiosku KaAllKOBO BbB BeHA
(uHTpaBeHO3HA HH(PY3Ms). HsiKoM NanueHTH 0/1y4aBaT CePUO3HU AJIePIrUYHN PeaKLuu
10 BpeMe Ha HH(Yy3HUATA.

B peaxu ciayyau ce ch001IaBaT aJIePrUYHH 0€10POOHH peakuu U 6eJ10APO0HO Bbh3NaJIeHHe
NP NAIHEHTH, KOUTO MOJIy4aBaT ycTekuaymao. TpsaoBa na ka:xkere na Bamus jgekap, ako
MOJIyYUTEe CHMIITOMH KATO KalUINIA, 3ayX U BUCOKA TeMIlepaTypa.

AKO MoNyYrTe CEeprO3Ha ajeprudHa peakiys, Bamusrt gekap Moxe 1a peiu, 4e Bue He TpsOBa na
ynorpebsisate Uzpruvo oTHORO.

NHpexuun — Moxe 1a U3MCKBAT CIELIHO JedeHne. TpsidoBa 1a kaxxere Ha Bamus jgekap, ako
3a0eJiesknTe HAKOH OT CJIeJHHUTE NPU3HALM.

o WHQEKIUUTE HAa HOCA WK T'BPJIOTO M MPOCTyaTa ca 4ecTH (MOoXe Ja 3acerHar Jo 1 Ha
10 mymm)

° WHQPEKIUUTE HA JOJHUTE AUXATCIHH IbTUIIA (TPhIHH HHPEKIINN) ca HeuecTH (MOoXKe J1a
3acerHat o 1 va 100 mymm)

. BB3IMAJICHUETO Ha TIOJJKO’KHATA ThKaH (IIEIyJIHT) € HedecTo (MOKe /1a 3acerae A0 1 Ha
100 mymmm)

o xeprrec 30ctep (Bu 00Jie3HEH 00pUB ¢ MEXypH) ca HedecTH (MOJKe J1a 3acernar a0 1 Ha
100 mymm)

Uzpruvo Moxe J1a HaMmaju crocooHocTTa Bu na ce 6opute ¢ nndekumu. Hiaxoun nHpekmm Moxe 1a
CTaHaT CEPUO3HH U MOJKE J1a BKIIFOUBAT WHPEKIINU, IPUYHMHEHH OT BUPYCH, I'bOWYKH, OaKTepuu
(BKJTFOUUTETHO TyOEpKYJI03a) UK MApPa3HuTH, BKIIOYUTEITHO UH(EKIINU, KOUTO Bh3HUKBAT MPETUMHO
NpU X0pa ¢ 0TCJIadeHa MMyHHA CUCTeMa (OTIOPTIOHUCTUYHH HHeKIuK). [Ipy nanueHTy, moayJyaBaniy
ycTeKnHyMa0, ce cboOIIaBaT ONOPTIOHUCTUYHN HH(EKIIUN Ha MO3bKa (SHIIe(aTUT, MCHUHTHUT),
OenuTe TPOOOBE U OUHTE.

Hoxkaro ynorpe6siare Uzpruvo, TpsiOBa Ja cieauTe 3a Mpu3Hay Ha nHpeKus. Te BKIo4Bar:
BHCOKa TEMIIEpaTypa, TPUIIONOI00HN CUMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha Terjio

yMOpa W 3a1lyX, yIIOpUTa KallIina

TOIJIa, 3a4€pBEHA U OOJIE3HEHA KOXKa MITH OOJIE3HEH KOXKEeH 00PUB C MEXypHu

napeHe py ypuHUpaHe

Iuapust

3pUTETHO CMYILIEHHE W 3ary0a Ha 3peHHe

r11aB000JIMe, CKOBAHOCT Ha BpaTa, YyBCTBUTEIHOCT KbM CBETJIMHA, I'aJIeHe WM OOBPKAHOCT.

Tpsi6Ba na kaxere Ha Bamms nexap BegHara, ako 3a0esie)XUTe HAKOM OT Te3H MPHU3HALM HA HHEKIHSL.
Te morat aa ObJaT NpU3HANY HA UHPEKIIUU KaTO IPhJIHU HHOEKITUK, KOKHI WHPEKIINHU, XepIiec
30CTEpP WM OTIOPTIOHUCTUYHN MH(EKITUN, KOUTO MOTAT J]a IOBEIAT 10 CEPUO3HH yCIOKHEHHUS.
Tpsi6Ba na kaxere Ha Bamms nexap, ako ©MaTe HAKAKBa YIIOPHUTA HIIH [TOBTApSIIa c€ HHPEKIHS.
Bammusr iekap Moxe Ja pemd, ue He TpsaOBa fa ynotpedssate Uzpruvo, qokato nHpekuusta He 0b1e
n3neKyBaHa. Tpa6Ba ma kaxere Ha Bamms jexkap, 1 ako ©MaTe OTBOPEHU PaHU WM HapaHSBaHUS, Thil
KaTo MOXe Ja ce HHPEKTHPAT.

JlioleHe Ha KOKaTa — HHTEH3UBHOTO 3a4epPBsIBaHe U JIONIeHe HA KOKAaTa HA MO-ToJIIMa IO
MO0 TAJOTO MO3Ke 1a ca CHMIITOMH HAa ePUTPOAePMHUYEeH NCOPUA3UC WIH eKC(PoTUuaATHBEH
AEPMATHUT, KOUTO €A CEPUO3HU KOKHU 3a00/19BaHus1. AKO 3a0ejiesKuTe HAKOM 0T Te3u MPU3HALM,
TpsadBa 1a Ha Bamus Jiekap He3adaBHoO.
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Jpyru HeKeJIaHH peakiuu

YecTu HexkeNaHH peakuuu (Moxe aa 3acerHar a0 1 Ha 10 gymm):

THapus

rajeHe

HOBpPBINAHE

yMopa

3aMastHOCT

riaBo0osme

CBhpOex (IPypUTYC)

0omka B rpp0a, MyCKYJIUTE UIIH CTaBUTE
BB3IIAJIIEHO I'BPIIO

3adepBsBaHe U 0OJIKA Ha MICTOTO HA HH)KEKTHPAHEe
WH(EKINS Ha CHHYCUTE

HeuecTu HexkeaHu peakunu (Moxe na 3acersat 10 1 Ha 100 pymmm):

WH(pEKINN Ha 3501Te

BarmHaJTHa HH(EKIHS, TPUINHEHA OT ThONYKH

JieTpecust

3aIyIIieH HOC WK XpeMa

KbPBEHE, MOCHHIBAHE, BTBbP/ISIBAHE, MOIyBaHE U ChPOEK HA MICTOTO HA HHKEKTUPAHE
ycemase 3a cabocT

criaJlaHe Ha KIiernaya U U3KpUBSBaHE HA MYCKYJIHTE Ha eTHATA TIOJIOBHHA Ha JIUIETO (,,JTHIEBa
napanu3sa’” Wiy ,,iapajin3a Ha bei”), KosTo 0OMKHOBEHO € BpeMeHHa

MPOMSIHA Ha TICOPHA3UCA ChC 3aUCePBSIBAHE U HOBU MAJIKH, JKBIITH WK OCITH MEXYPH TI0 KOXKaTa,
MOHSKOTa MPUAPYKEHH C TeMIiepaTypa (IIyCTyJI03eH IICOPHUA3UC)

OelieHe Ha KokaTta (eKCQoralus Ha KO)KaTa)

aKHe

Penxu Hexes1aHM JeKapcTBeHM peakuuu (Moxe na 3acertat 1o 1 #a 1 000 gymmm)

3auepBsBaHe U JIFOIIEHE HA KOXKAaTa Ha IMO-TOJIsIMA TUTOI 110 TSIIOTO, KOUTO MOXKE J1a ChpOSsT HITH
Jia ca bone3neHu (exchoyimaTUBeH aepMatuT). [10100HH CUMIITOMHM TTOHSKOIA CE Pa3BUBAT KaTo
€CTEeCTBCHA NPOMSIHA HA BUJIA HA CUMIITOMUTE Ha MCOPHUA3UC (EPUTPOICPMHUICH ICOPUABHC)
Bb3naneHue Ha MaJIKUTE KPhBOHOCHHU ChJIOBE, KOSTO MOXE JIa JIOBEE 0 KOXKEH OOPHB C MaJIKH
YEepBEHU WU JIWJIABU TTOYTUHH, TEMIIEPATYpa WK OO0JIKa B CTAaBUTE (BACKYIIUT).

MHoro peaku HeKeJIaHU JeKapcTBeHH peaknuu (Moxe na 3acerHat 10 1 Ha 10 000 xyrm)

OO0pa3yBaHe Ha MEXypH I10 KOXKaTa, KOSITO MOXe Jia ObJie 3a4epBeHa, chpOsiiia U 0oIe3HeHa
(bynosen nemurounn)

KO>KEH JIYITyC epUTeMaTOeC 1 JyIyc-mo100eH CHHAPOM (YepBeH, HaJUrHaT, JIIOLIEI] ce 0OpHB
B M3JIOKCHHUTEC Ha CJIBHIIC YUaCThbIIHM HAa KOXKaTa, KOMTO MOXKe Ja € IpUAPYNKEH OT 60.HKI/I B
CTaBHTE).

Cpo01aBaHe HA HeXKeJIAHU pPeaKlun

AKO TTOTy4YuTe HIKAKBU HEXKEJIAH! JICKAPCTBEHH peaKinu, yBeaoMeTe Bamms nexap wim hapMarienT.
ToBa BKJIIOUBA K BCUYKH Bb3MOKHU HEOMHUCAHU B Ta3H JINCTOBKA HEXENAHU peakuuu. MoxeTre ChIIo
Jla ChOOIIUTE HEXKETIaHU PEaKINK TUPEKTHO Ype3 HallMOHATHATA CUCTEMA 3a ChOOIABaHe, IOCOYCHA B
IIpunoxenne V. Kato cr001maBare HeXxXEIaHA PEAKIIHA, MOXKETE J1a TaJIeTe CBOSI IIPUHOC 3a
MoJTydaBaHe Ha MoBeue HHPpOpManysa OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTBO.
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5. Kak na coxpansiBate Uzpruvo

. Uzpruvo 130 mg KoHIIEHTpaT 3a HHPY3HOHEH Pa3TBOP ce Mpuiiara B OOIHAIA W KIIMHAKA U

HE ce Hajlara MayeHTHTE 1a IO ChbXpaHsIBaT WK Ja OOpaBsT ¢ HETo.

Jla ce cpxpaHsiBa Ha MSICTO, HEJTOCTHITHO 32 JIeTa.

Ja ce cexpanssa B xmaguiauK (2°C—8°C). Jla He ce 3aMpa3sBa.

CoxpansBaiiTe (1akoHa B KAPTOHEHATa OMAKOBKa, 3a Jia ce TPEJIa3u OT CBETINHA.

AKO € HeoOXO0JMO, HEOTBOPCHUSAT (DIIAKOH MOJKE JIa ce ChbXpaHsBa MPH CTalfHa TeMIieparypa Jo

30°C 3a emHOKpATEH MEPUO]] MAKCHMYM JI0 7 JIHA B OPUTMHAIHATA KAPTOHECHA OMAaKOBKa, 3a Jia

ce MpeJa3u OT CBeTIHHA. BeHBk chbxpaHsaBaH Ha ctaiiHa Temneparypa (1o 30°C), ¢prakoHbT

He TpsiOBa J1a ce BpbILa B XJIaAWIHUKA. MI3XBbpieTe gruakoHa, ako HE ce U3MOI3Ba Ciie]

ChbXpaHEHHE TIpH CTaifHa TeMIepaTypa B paMKHUTE Ha 7 JHU IPH CTaiiHa TeMIepaTypa Win clel

W3THYaHE Ha OPUTHHAITHUS CPOK Ha TOJHOCT, B 3aBUCUMOCT OT TOBA, KOE OT JBETE HACTBITH I10-

paHo.

. He pazknamaiite pmaxornte Uzpruvo. [IpoasmKUTETHOTO eHEPTHYHO pa3KilamaHe MOoXe Aa
MOBpEU JICKAPCTBOTO.

He u3znonssaiite TOBa J1eKapcTBO:

. CJIe]l CpOKa Ha TOJHOCT, OTOENsI3aH BhPXY €TUKETa U KApTOHEHATa OMaKOBKa CIIe]
»EXP*“/,,Tonen no:*“. CpoKbT Ha TOJHOCT OTTOBAPs HA MOCJEAHHS JICH OT MOCOYCHHUS MECEII,

. aKO TEYHOCTTA € C IIPOMEHEH IIBST, MbTHA WJIH B B Hesl TUTyBAT €ApH YaCTUIH (BUKTE TOUKa 6
,,Kak msrnexaa Uzpruvo u KakBO ChIbpKa OMMaKoBKaTa™);

° aKo 3HAeTe WU CMsTaTe, Ye MOXKe Ja € OmiIa U3JIoKeHa Ha eKCTPEMHH TeMITepaTypH (KaTo
WHINICHTHO 3aMpb3BaHe WK 3arpsiBaHe);

. aKo TPOIYKTHT € OWJI eHePTUIHO Pa3KIIATeH;

. aKo 3amevaTBaHeTO Ha (PIaKOHBT € HapyYIIeHO.

Uzpruvo e camo 3a eqHoKpaTHa ynorpebda. Hensmon3eanust npoayKT, ocTaHal BbB (hIaKoHa U
CIPUHIIOBKATA, TPSAOBA Ja ce U3XBBPIIU. He M3XBBpIIsiiTE JeKapcTBaTa B KAHATM3AIMATA HIIH B
KOHTEHHepa 3a gomaiHu otnaabiy. [lonuraiite Bamus gapmanesT kak 1a U3XBBPIIATE JIEKapCTBaTa,
KOMTO Bede He M3MoJi3Bate. Te3u MepKH Ile CIIOMOTHAT 3a Olla3BaHe Ha OKOITHATA CpeJia.

6. C'b)l'bp)l(a]—ll/le Ha OMAKOBKAaTa U JO0IIbJHUTE/IHA m{(l)opMaum[

Kakso cpabp:xa Uzpruvo

o AKTHBHO BeIIeCTBO: ycTeKuHyMa0. Beeku ¢uakon chabpika 130 mg ycreknnymat B 26 ml.

o Hpyru cecraBku: EDTA auHatpreBa coyt qTuXuapar, XUCTHIANH, XUCTHIHHOB
MOHOXHIPOXJIOPHJ, METHOHUH, mofcopOar 80 (E433), 3axapo3a 1 BoJa 3a MHKEKIUSL.

Kak n3ruexxna Uzpruvo n KakBO ChbpPiKa ONaKOBKATA

Uzpruvo e 6ucTbp, Oe31BeTeH 10 0JIe0KBJIT KOHIIGHTPAT 32 HHPY3HUOHEH Pa3TBOp (CTepHIIeH
KOHIICHTPAT) ¥ MIPAKTUIECKH HE ChIbpiKa BUANMH YacTHIU. JlocTaBs ce B KapTOHEHA OMAKOBKa,
chIbpkamia 1 exHo1030B cThkieH ¢uiakod 30 ml. Beeku duakon chabpxka 130 mg ycreknaymad B
26 ml KOHIIEeHTpAT 3a HHPY3UOHEH Pa3TBOP (CTEPHUIICH KOHLIEHTPAT).

IIpuTe:kaTes Ha pa3pellleHHETO 32 yNoTpeda
STADA Arzneimittel AG
Stadastrasse 2—18

61118 Bad Vilbel
I'epmanus

IIpousBoauTenn
Alvotech Hf
Seemundargata 15-19
Reykjavik, 102
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STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel
T'epmanus

3a momreTHATETHA WHGOPMAIIHSI OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHS
MIPEJICTAaBUTEN Ha MIPUTEXKATENS Ha Pa3pelIeHneTo 3a ynorpeoa:

Belgié/Belgique/Belgien
EG (Eurogenerics) NV
Tél/Tel: +32 4797878
Boarapus

STADA Bulgaria EOOD
Temn.: +359 29624626
Ceska republika
STADA PHARMA CZ s.r.0.
Tel: +420 257888111
Danmark

STADA Nordic ApS

TIf: +45 44859999
Deutschland
STADAPHARM GmbH
Tel: +49 61016030

Eesti

UAB ,,STADA Baltics*
Tel: +370 52603926
E\\aoa

DEMO S.A. Pharmaceutical Industry
TnAk: +30 2108161802
Espafia

Laboratorio STADA, S.L.
Tel: +34 934738889
France

EG LABO - Laboratoires EuroGenerics
Tél: +33 146948686
Hrvatska

STADA d.o.o.

Tel: +385 13764111
Ireland

Clonmel Healthcare Ltd.
Tel: +353 526177777
island

STADA Arzneimittel AG
Simi: +49 61016030
Italia

EG SpA

Tel: +39 028310371
Kvbmpog

DEMO S.A. Pharmaceutical Industry
TnA: +30 2108161802
Latvija

UAB ,,STADA Baltics*
Tel: +370 52603926

Lietuva

UAB ,,STADA Baltics*
Tel: +370 52603926
Luxembourg/Luxemburg
EG (Eurogenerics) NV
Tél/Tel: +32 4797878
Magyarorszag

STADA Hungary Kft
Tel.: +36 18009747
Malta

Pharma.MT Ltd

Tel: +356 21337008
Nederland

Centrafarm B.V.

Tel.: +31 765081000
Norge

STADA Nordic ApS

TIf: +45 44859999
Osterreich

STADA Arzneimittel GmbH
Tel: +43 136785850
Polska

STADA Pharm Sp. z.0 0.
Tel: +48 227377920
Portugal

Stada, Lda.

Tel: +351 211209870
Romaénia

STADA M&D SRL

Tel: +40 213160640
Slovenija

Stada d.o.o.

Tel: +386 15896710
Slovenska republika
STADA PHARMA Slovakia, s.r.o.
Tel: +421 252621933
Suomi/Finland

STADA Nordic ApS, Suomen sivuliike
Puh/Tel: +358 207416888
Sverige

STADA Nordic ApS

Tel: +45 44859999

I[aTa Ha MMOCJCIHO NMpepasrjaekKaaHe Ha JIMCTOBKaTa



JApyru u3rouyHuu Ha uHpopmanus
[MonpoOHa nH(popMaIUs 3a TOBA JIGKAPCTBO € MPEAOCTaBeHA Ha yeOcalita Ha EBponeiickaTa areHnus
110 JiekapcTBaTa https://www.ema.europa.eu/.
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ITocodenara mo-moiry nHGOpMaINHsI € MpeAHa3HAYCHA CaMO 32 MESIUITHHCKH CITCITHATICTH:
[Ipocneaumoct

3a ma ce moo0pH MPOCIETUMOCTTa Ha OHMOJIOTHYHHUTE JIEKAPCTBEHH MPOYKTH, UMETO H TAPTHIHUAIT
HOMEp Ha MPIUTOKEHUS MPOTYKT TPsOBa SCHO J1a CE 3aIMCBarT.

VYkazaHus 3a pa3pexaane:
Uzpruvo KoHIEHTpaT 3a HH(Y3HUOHEH pa3TBOp TpsiOBa J1a ce pa3pel U Ja ce MOJATrOTBU OT
MEIUIUHCKH CTICITHATUCT C TOMOIITAa HA aCENTHYHA TEXHHKA.

1. M3umcnere no3ara u 6pos Ha HeoOxomuMuTe diakoHu Uzpruvo Bb3 OCHOBA Ha TETJIOTO HA
nanuenTa (Bx. Touka 3, Tabmuna 1). Beeku duakon Uzpruvo 26 ml ceabpika 130 mg

yCTEeKHHYMao.

2. Wzrernere u nu3xBbpiaere otr nHy3uoHeH cak oT 250 ml o6eM oT pa3TBOpa Ha HATPUEB XIOPHIL
9 mg/ml (0,9%), paBen Ha o6ema Uzpruvo, koiiTo TpsaOBa na ce nobdasu. (u3xBbpiere 26 ml

HATPUEB XJIOPHUJ 332 Bceku HeoOxoaum (iaakon Uzpruvo, 3a 2 ¢uakoHa uzxsbpiere 52 ml, 3a

3 dbmakona n3xBbpiaere 78 ml, 3a 4 ¢maxona uzxsbpiere 104 ml).

3. Uzrernere 26 ml Uzpruvo ot Bcekn HeoOXxoanM ¢1akoH U TH 1006aBeTe KbM HH(Y3HOHHUS
cak ot 250 ml. Kpaiinust o0em B nH)Y3HOHHUS cak TpsaOBa na obae 250 ml. Buumarenno

cMecere.

4. [Ipenn npunoxeHUeTo MPOBEPeTe BU3YAITHO pa3peneHus pa3TBop. He ro ymorpebsBaiite, ako ce
Ha6HIO)IaBaT BU3YAJIHO HEIIPO3pavyH YaCTHUIH, IPOMAHA HA IBETA WX Y KAW YaCTULIU.
5. IIpunoxere paspeneHus pasTBOp 3a NEPUOL OT Ha-ManKo enuH yac. [Ipunaranero Ha

MH(Y3UOHHUS Pa3TBOP TPAOBa a ce U3BBPILIU B PAMKHUTE Ha OCEM Haca cliel
paspexaaHeTo B MH(Y3MOHHHS Cak.

6. W3non3Baiite camo HaOOp 3a HH(Y3US ¢ BrpaJicH, CTEPUIICH, aTUpOreHeH GUiIThp Che Cl1abo
CBBp3BaHe Ha MpoTenHu (pa3Mep Ha opute 0,2 MUKpoOMeTpa).
7. Bceku ¢uiakoH e caMo 3a eTHOKPATHO MPHUIOKECHUE U HEU3IMOI3BAHUSAT JICKAPCTBEH MPOAYKT

TpH6Ba Ja C€ U3XBBHPJIU B CbOTBETCTBUC C MECCTHUTE N3 CKBAHUS.

CexpaHeHue

AKO € He0OX0MMO, pa3peneHUAT HH(PY3HNOHHHUAT pa3TBOP MOXKE /1a CE ChbXpaHsIBa Ha CTaiiHa
Temmneparypa. [Iprnaraneto Ha HHQY3MOHHUSAT Pa3TBOP TPSOBA Ja ce N3BBPIIA B pAMKUTE HA OCEM
yaca clie/l pa3pekaaHeTo B nHPY3HOHHUS cak. Jla He ce 3aMpassiBa.
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JlucroBka: uHopMauus 3a NOTPeOUTEIA

Uzpruvo 45 mg nHKkeKIMOHeH Pa3TBop
yerekunymab (ustekinumab)

vTOSI/I JIEKapCTBEH MPOAYKT IMOJICKH Ha JOBIIHUTENTHO Habmoaerne. Tosa e mo3Boiau 0bp30TO
YCTaHOBSIBaHE HAa HOBa MH(OpMaIMs OTHOCHO Oe30macHOCTTa. MoXkeTe Ja JajieTe CBOs IPUHOC, KaTo
CHOOIINTE BCSKA HEXKETaHa PeaKIHs, KOSITO CTE MOMyYMIA. 32 HaurWHa Ha ChOOIIaBaHe Ha HEXXeJIaH!
peaxIuy BIDKTE Kpast Ha TOYKa 4.

IIpoyeTeTe BHUMATEIHO LSJIaTa TUCTOBKA, IPEIH A 3alI09HETe 12 H3I10J3BaTe TOBA
JIEKAPCTBO, Thil KaTO TH ChbAbP:Ka BaxHa 32 Bac nungopmanus.

Ta3u 1HUCcTOBKA ¢ HANMCAHA 32 NAHUEHTA, KOWTO NPHEMa JIEKAPCTBOTO. AKO €T¢ POAMTE UIH
HACTOMHMK, KOWTO e npuiara Uzpruvo Ha aete, MOJIsl IpoYeTeTe BHUMATEIHO Ta3u
uHdopmanus.

- 3anazere Ta3u JUCTOBKA. MOXe /1a ce HAIOXKU J1a 51 IPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTETHA BBIIPOCH, TTonuTaiiTe Bamms nexap winu gapmarest.

- Tosa nekapcTBO € npeanucaHo JuuHo Ha Bac. He ro npeoTrcTsnBaiite Ha apyru xopa. To moxe
Jla UM HaBpEIH, HE3aBUCUMO Y€ TPU3HAIIUTE HA TAXHOTO 3a00JIABaHe ca ChIIUTE KaTo BamuTe.

- AKO TIONTyuHTe HIKAKBU HEXEJIAaHU peaklny, yBeapomeTe Bamus ekap winn gapmarieBt. ToBa
BKJIFOYBA U BCUYKHW Bb3MOXXHH HEXKECJIaHU pE€aKIIMK, HCOIMMCAHU B Ta3U JIMCTOBKaA. Bmxre
Touka 4.

KakBo cbabpika Ta3u JINCTOBKA

Kaxso npencrasnsa Uzpruvo 1 3a KakBO C€ H3IMOJI3BA
Kakso TpsiOBa na 3naere, npenu Aa nsnonssare Uzpruvo
Kak ga uznonssare Uzpruvo

BBb3M0OKHM HEXETaHU pPEaKIUU

Kak na cexpanssare Uzpruvo

ChappikaHne Ha OMAKOBKAaTa U AOMBIHUTENHA HH(pOpMAans

Sk wnE

1. Kaxkso npeacraBiasasa Uzpruvo u 3a KakBo ce M3I0J13Ba

Kakgo npeacrasiasisa Uzpruvo

Uzpruvo chabpika aKTUBHOTO BEILECTBO ,,yCTEKHHYMa0™’, KOETO € MOHOKJIOHAJIHO aHTUTSLIO.
MOHOKIJIOHAJTHUTE aHTHUTEJIA ca IPOTEUHH, KOUTO Pa3llo3HABAT U CBBP3BAT ONPEAEICHH ClieqU()UIHN
MIPOTENHH B OPraHU3Ma.

Uzpruvo npuHaaiexy KbM rpyna JekapcTBa, HapedeHH! ,,AMyHocynpecopu’”. Te3n nekapcTsa
JefcTBaT, KaTO HaMaJIsABaT aKTUBHOCTTA Ha YacT OT UMyHHATa CHCTEMA.

3a kakBo ce uznoJ3sa Uzpruvo
Uzpruvo ce n3mon3Ba 3a JieueHUEe Ha CICAHUTE Bh3MAIMTEIHH 3a00IABaHuUS:

o [InakoB ncopuasuc - Mpyu Bb3pacTHU U A€Lia Ha Bb3pacT OT 6 TOAWHU U MO-TOJIEMHU
o [IcopuaruyeH apTpuT — Ipu Bb3pacTHU
. YMepena 10 Texka 6onect Ha Kpon — npu Bb3pacTHr
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IlnakoB ncopuasuc
,,] LIIAKOB TICOpHa3nc” € KOXKHO 3a00sABaHe, KOETO BOAM /10 Bh3MAIIEHHE, 3aCsrallo KoXKaTa i HOKTHUTE.
Uzpruvo HaMajsiBa Bb3NAJICHUETO U IPYTHTE MPU3HAILM Ha 3a00JIIBaHETO.

Uzpruvo ce u3I0JI3Ba IPH BB3PACTHH C YMEPEH JI0 TEXBK MIAKOB MICOPHUA3UC, KOUTO HE MOTaT Aa
U3II0JI3BAT IUKJIOCTIOPYH, METOTPEKCAT WU (POTOTEpaIus, WIIK KOTAaTO TE3U JICUCHHS HE JICHCTBAT.

Uzpruvo ce u3I0II3Ba IPH JIela | FOHOIIN Ha Bb3pacT 6 TOAWHU U MO-TOJIEMH C YMEPEH 110 TEXKbK
TUTAKOB MICOPUA3UC, KOUTO UMAT HEITOHOCUMOCT KbM (DOTOTEPAIHUS WIH APYTH CUCTEMHU TEPAIiU, UIH
KOraTo Te€3H JIEUEHHUS He elcTBAaT.

IlcopuaTnuen apTpur

[lcopuaTrueH apTPUT € BB3MATUTEIHO 3200/ sIBaHE Ha CTABUTE, OOMKHOBEHO CHITBTCTBAHO OT
IICopHa3uc. AKO UMaTe akTUBEH IICOPUATUYEH apTPUT, IbPBO e By nekysar ¢ Apyru nekapcrBa. AKo
HE ce MOBIUsAETE AOCTaThUHO 100pe OT Te3H JIeKapcTBa, Moke a Bu ce npennume Uzpruvo, 3a aa ce:

o HaMaJIAT MIPU3HALUTE ¥ CHMITOMUTE Ha 3a0onsBaneTo Bu;
o nonoOpu pusmueckoTo Bu cherosiame;
o 3a0aBHU yBpeKIAaHEeTO Ha Bammre craBw.

Bouecrt Ha Kpon

Bbonecrra va KpoH e Bp3nanuTenHo 3a0onsBane Ha yepBara. Ako uMate 6onect Ha KpoH mbpBo 11e
Bu ce nagat npyru nekapctBa. AKO He ce OBIHUSETe JOCTAThbYHO WIM UMAaTe HETOHOCUMOCT KbM TE€3U
nekapcTBa, Moxke Aa Bu ce nage Uzpruvo 3a HamaisiBaHe Ha OPU3HALIMTE U CUMIITOMUTE HA
3abonsBanero Bu.

2. Kakso Tps0Ba 1a 3Haete, npeau Aa usnouassare Uzpruvo

He u3noassaiite Uzpruvo

o AKO cTe aJIepru4Hi KbM YCTEKHHYMAa0 WIH HAKOS OT OCTAHAINTE ChCTaBKU Ha TOBA
JIeKapcTBO (M30pOeHU B TOUKA 6).
o AKO nMaTe aKTHUBHA MHpEKIMA, KOATO Bamusr iekap Hamupa 3a 3HaUnMa.

AKO He cTe CUTYpHH JIaii HSIKOE OT W30POCHUTE MO-TOpe ce OTHAcCS 3a Bac, mocwBeTBaiite ce ¢ Bamms
nekap vy GapManeBT, npenu na u3nonssare Uzpruvo.

Ilpenynpeskaenus u npeanasHu MepKu

T'oBopere ¢ Bamus sekap wiu papmMarieBT npeau Aa usnon3sare Uzpruvo. BamusT aekap 1ie npoBepu
CBhCTOSTHUETO BU mpeu BCAKOo JieueHne. Y BEJIOMETe CBOS JieKap 3a Besika Baia 6onect npean Besko
nedenue. Cpio Taka mHPopMupaiiTe Bamus nekap, ako HACKOpPO CTe OMIIM B KOHTAKT C YOBEK, KOWTO
MOJKe J1a uMa TyOepKyo3a. BamusT nekap me Bu npernena u mie HanpaBu u3ciIeABaHEe 3a
TyOepKyso3a, mpenu aa usnonssare Uzpruvo. Ako BamusT nekap cMsTa, 4e cTe U3JI0KEHH Ha PUCK OT
TyOepKyio3a, Moxxe 1a Bu mpenuiie iekapcTsa 3a JISYSHUETO 1.

Cienere 3a cepHO3HU HeKeJIaHU Peakuu

Uzpruvo Moxe Ja NpeAnu3BUKa CEPUO3HU HEXKEIAHU PEaKLMH, BKIIOUUTEIHO aJIEpTUYHU PEaKIUU U
nHpeknuu. TpsaOBa Ja caenuTe 3a ONpe/IelieH! IPU3HAIN Ha 3a00JIsIBaHUs, IOKATO IPUEMAaTe
Uzpruvo. Buxre ,,Cepro3Hn HEXETaHN peaklny’ B TOYKA 4 3a MBIHUS CIUCHK HA T€3W HEXKEIIaH!
pEeaKIUH.

Ipean na uznoazsare Uzpruvo ungopmupaiite Bamus jgexap:

. AKO HAKOra cTe UMAJIU ajlepruyna peaknust kKbM Uzpruvo. AKo HE CTE CUTYpHH,
nonuraiite Bamus nekap.
o AKO HSIKOTa cTe MMAJIU HAKAKbB BH/ PaK — TOBA €, 3aII0TO UMYHOCYIIPECOPUTE KaTo

UZpI'UVO 0TCadBaT 4acT OT HMYHHATa CUCTEMaA. ToBa Moxe Jla IOBUIIIA pUCKaA OT pakK.
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. AKO cTe JJeKYBaHH 32 IICOPHA3KC C APYTH OHOJTOTMYHH JIEKApCTBa (JIeKapcTBo,
NPON3BeIeHO 0T OMOJIOTHYeH U3TOYHHK U 00MKHOBEHO NPUJIATaHO Ype3 HHKeKLMS) -
PHCKBT OT paK MOJKE J1a € O-BHCOK.

. AKO UMAaTe WJIH HACKOPO cTe MMAJIH HH(eKIus.

o AKO UMaTe HOBH WJIM MPOMEHSIIIH ce JIe3UH B yJaCTBIUTE C IICOPUA3UC HITH TI0
He3acerHaraTa Koxa.

o AKo mojsy4aBare Jpyro JeyeHue 3a MCOPUA3UC U/MIU MCOPUATHYEH APTPUT — KaTO APYTH

UMYHOCYIIpecopH win (oToTepamnus (KoraTo TAIO0TO ce JIeKyBa ¢ Tul yarpasuoseroBa (UV)
CBETIMHA). Te3H JeueHus ChII0 MOXKE 1a OTCIA0AT 4acT OT UMyHHAaTa cucteMa. M3non3BaHeTo
Ha Te3u JieueHus 3aeaHo ¢ Uzpruvo He e u3cieaBano. Bp3MoxHo e o0aue, TO a yBEIUYH PHCKa
OT 3a00JIBaHusl, CBBP3aHH C OTca0BaHe HA HIMyHHATa CHCTEMA.

. AKO TIOJTyYaBaTe WJIH HAKOTA CTe MOJIyYaBaJu HHKEKIINHU 32 JIeUeHne Ha aJIePrud — He ©
u3BecTHO Jlanu Uzpruvo Moxe Jia OKaKe BITUSTHHE BBPXY THX.
° AKO cTe Ha M Hajl 65 roIMHU — MOXE J]a CTE TO-CKJIOHHU KbM HH(EKIINH.

AKO He CTe CUTypHU JIajlM HAKOE OT Topen30poeHuTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamus
nexap vy GapManeBT, npenu aa usnonssare Uzpruvo.

Hsxou nanyeHTH nonydaBaT Jynyc-mog00HU peakiuy, BKIIOYUTEIHO KOXKEH JYITyC epuTeMaToaec 1
Jymyc-1Iof00eH CHHAPOM, II0 BpeMe Ha JIUeHHe ¢ ycTeKuHyMab. I'oBopere BeaHara ¢ Bamms nekap,
aKo IOJIyYUTE YEPBEH, HAAUTHAT, JIIOLIEI ce OOPUB, IOHSKOI'a C IO-ThbMHU IPAHULIY, B U3JI0KCHUTE
Ha CTBHIIE yYacThIM Ha KOXKaTa UM CTaBHU OOJIKH.

CobpaedyeH MHGAPKT U HHCYJITH

WHdapKT 1 HHCYNTH ca HaOII0AaBaHU B IPOYYBAHE NPH MALMEHTH C IICOPUA3HC, JIEKYBAHU C
ycTeknHyMa0. Bammst nexap peoBHO 1€ poBepsiBa pUCKOBUTE (PAKTOPH 3a ChP/IEUHO 3a00iIsIBaHEe U
UHCYNT IpH Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT 10 noaxo1siy HaunH. HezabaBHO noTspcere
MEIUIMHCKA IIOMOL, aKO MOJIy4uTe 00JKa B I'bpIUTE, c1ab0CT MM HEOOMYaHO ycellane OT eqHaTa
CTpaHa Ha TsJI0TO, OTIIYCHATOCT HA JIMIETO WX I'OBOPHU WX 3PpUTCIIHU CMYIICHUSA.

Jleuna u roHOIIH

Uzpruvo He ce mpenopbuBa 3a yrnorpebda mp Jera Ha Bb3pacT 1o 6 TOAWHYU C IICOPUA3UC WIIH TIPH
Jiela M IOHOIIM Ha Bb3pacT 1o 18 rofguHu ¢ copuatudeH apTput u oosiect Ha KpoH, 3a11oTo He €
MPOYYBaH MPH Ta3W Bb3pacToBa IpyTa.

Apyru gexkapcrBa, Bakcuau u Uzpruvo
TpsiOBa na kaxkeTe Ha Barms jekap wim papmaiieBT:

. AKoO ipreMaTe, HaCKOPO CTe MPUEMAIIU WK € Bb3MOXHO J1a IPUEMETe IPYTH JICKapCTBa.

. Axo Hackopo Bu e npaBeHa wiu miaHupate 1a Bu ce mpaBu BakcuHalus. JJokaTo u3mnos3sarte
Uzpruvo, Hsikou BUIOBE BaKCHHU ()KUBU BAaKCHHU) HE TPSOBA J1a CE MpUJIarar.

. Ako cte noirygaBaiu Uzpruvo 1o BpeMe Ha OpeMeHHOCTTa, TpsIOBa Jla KayKeTe Ha JieKaps Ha

6ebero Bu 3a neuenmnero ¢ Uzpruvo, mpeau ToO 1a MOMyYH KaKBaToO U Ja € BAaKCHHA,
BKJTFOUHTEITHO JKUBH BakcHHU, KaTo BIDK BakcwHa (M3mo13Bana 3a nmpeana3Bane oT
TyOepkyio3a). JKuBuTe BakCHHH HE ce MpenopbuBaT 3a Bamiero 6e0e mpe3 mbpBUTE ABaHAAECET
Mecena ciell paxJaHeTo, ako cTe nomydaBaiu Uzpruvo o BpeMe Ha OpeMEeHHOCTTa, OCBEH aKo
nexapsT Ha Bamero 6ebe He mpenopbya Ipyro.

BpemeHHOCT M KbpMeHe

o AKko cTe OpeMeHHa, cMsTaTe, Ye MOKe J1a cTe OpeMeHHa WM IJIaHupaTe OpEeMEeHHOCT,
MOChBETBalTE ce ¢ Bamms nekap npeau ynorpedaTa Ha TOBa JIEKapCTBO.
o He e nabaronaBaH mo-BUCOK PUCK OT BpoJeHH AeekTu npu OedeTa, H3I0KEHH Ha yCTEeKHHYMa0

B yTpobara. [lanauTe OT ynorpedara Ha ycTeKUHYMa0 IIpu OpeMeHHH JKeHH 00ade ca
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orpanuueHu. [Topaju ToBa € 3a mpenoYnTane J1a ce u3darea ynorpedara Ha Uzpruvo mo Bpeme
Ha OPEMEHHOCT.

o AKO cTe JKeHa C JISTepOICH MOTCHIUATT, XKEJaTeIHO € 1a He 3a0peMeHSBATE U JIa M3I0JI3BATe
MOJIX OIS MPOTHUBO3aUaThueH METO/I, KoraTo usnoiieare Uzpruvo u none 15 cenMuiu cien
nocieaHoTo npuiarane Ha Uzpruvo.

o YcrekuHyMad MoKe Jla IpeMUHE Ipe3 MUIaleHTaTa B HepoJeHOoTo 0ebe. AKO cTe morydaBain
Uzpruvo 1o Bpeme Ha OpeMeHHOCTTa cH, 6e0eTo Bu Moke 1a mMa 1mo-BHCOK PHCK OT WH(EKITHSI.
o BaxHo ¢ 1a kaxxeTe Ha iekapuTe Ha Bariero 6e0e 1 Apyrd METUITMHCKH CIICITUAIMCTH, aKO CTE

noygaBaiu Uzpruvo mo BpeMe Ha OpeMeHHOCTTa CH, TIpean 0e6eTo a Moy KaKBaTo  J1a €
BakcuHa. JKuBu Bakcuny, kato BIJK BakcuHa (M3mon3Bana 3a mpeanasBaHe oT TyOepKyo3a) He
ce npenopbuBaT 3a Bamero 6ebe npe3 mbpBUTE ABaHAAECET MEceLa ciell pAKIaHETO, aKO CTe
norygaBaiu Uzpruvo mo BpeMe Ha OpeMeHHOCTTa, OCBEH aKo JiekapsAT Ha Bamero 6ebe He
npenopwya Apyro.

. Ycreknaymab MoXe J1a PEMUHE B KbpMaTa B MHOT'O MaJIKH KojrmdecTBa. [lockBeTBaiiTe ce ¢
Bammst niekap, ako KbpMUTE WK aKO IIAaHUpATe Ja KbpMmute. Bue u Bammst nekap tpsoBa ga
pewuTe Aaiy TpsOBa Aa KbpMUTE Wi Aa usnomnssare Uzpruvo - He mpaBeTe U JBETe.

Ilodupane u padoTa ¢ MAIIUHU
YcreknHyMal He MOBIMSBA WK TIOBIHABA IPEHEOPEKUMO CTIOCOOHOCTTA 32 modupaHe u padoTa ¢
MAIlUHH.

Uzpruvo csabp:ka nosmcopoar 80
Toga nexapctBo cpabpka 0,04 mg nomucopbat 80 BbB Bceku ml. [lommucopbarnTe Morar aa mpuIuHAT
aNepruvHu peakuuu. TpsOBa na kaxere Ha Bamms nexap, ako ©MaTe yCTaHOBEHH aJiepTHu.

3. Kak na uznoasBare Uzpruvo

Uzpruvo e npeiHa3zHa4yeH 3a yrnotpeda 1mo1 pbKOBOACTBOTO M KOHTPOJIA Ha JIEKap C OIMHUT B JICYCHUETO
Ha 3a00JsBaHMs, 32 KOUTO € okazan Uzpruvo.

Bunaru n3nonsBaiite ToBa JeKapcTBO TOUHO KakTo Bu e xazan BamusT nekap. AKo He cTe CUTYpHH B
Heulo, nonuTtaiite Bamus nexap. IloceBerBaiite ce ¢ Bamus nekap 3a ToBa, kora mie Bu ce mocrasst
MHXEKIHMUTE U KOra LIE ca CIEABAIIUTE KOHTPOJIHU MPETIICAH.

KakBo xoaudectBo Uzpruvo ce nmpuiara
BammsT nekap me pemm kakBo konmdecTBo Uzpruvo TpsiOBa fa MoirydnTe U 32 KaKbB IMIEPHO OT
BpeMe.

Bn3pacTtHu Ha 18 roquHu UM mo-rojieMu
Ilcopuasuc nan ncopuaTuyeH apTpuT

. [Ipenopbunrennarta HavyanHa 1o3a € 45 mg Uzpruvo. IlauuenTtu ¢ terao Hag
100 xunorpama (kg) Moxe na 3anouHar ¢ go3a 90 mg Bmecro 45 mg.
o Cren HayanmHata J103a, cieaBaniata Bu no3a me Obae 4 ceqMuny no-KbCHO U ciIe]] TOBa Ha

Bcekn 12 ceamunu. Crenpammre 1031 OOMKHOBEHO €a CHIUTE, KATO HavaaHaTa 103a.

BoJsect Ha KpoH

° ITo Bpeme Ha nedenueTo Bammsr nexap nie Bu nmpunoxu mepBaTa 032 OT MPHOJIU3UTETHO 6
mg/kg Uzpruvo kankoBo BbB BeHa Ha pbkara (MHTpaBeHO3Ha WHQYy3us). Ciell HadamHara J103a,
uie noiayuute cuensamara no3a 90 mg Uzpruvo cnen 8 ceamuiy, ciuej ToBa mpe3 12 ceamuim
ype3 MHKEKIUS 1Mo KoxaTa (TI0JIKOKHO).

80



) [Ipu HsIKOM MAIMEHTH, CIEA MbpBaTa MOAKOXHA HHXKekIus, 90 mg Uzpruvo moxe na ce
mpuiara npe3 8§ ceaMuIli. Bammust gexap 1ie pemru Kora TpsioBa /1a TOXYIHTe CIIeBAIaTa CH
Jo3a.

Jena u 10HOIIM HA 6 TOAMHU WJIM MIO-TOJIEMHU

IIcopuasuc

. JlexapsT TpsOBa ma ompenenu mpaBuiIHaTa 3a Bac 103a, BRIFOYUTEITHO B KOJTMIECTBOTO (00eMa)
Uzpruvo, xoiiTo TpsiOBa Ja ce MHXEKTUPA, 3a Ja € mpaBwiiHa go3ata. [IpaBuinaTa go3a 3a Bac
IIe 3aBHCH OT BameTo TenecHo Terino mo BpeMe Ha BCsKa J103a.

. Axo Texwure mo-mainko ot 60 Kg, npenoppunrtensara no3a e 0,75 mg Uzpruvo Ha kuiorpam
TEJIECHO TETJIO.

o Axo texure ot 60 kg no 100 kg, npenopruntennara go3a e 45 mg Uzpruvo.

o Axo Texxute moBede ot 100 kg, nmpenmopruntennara go3a e 90 mg Uzpruvo.

o Crnen HayamHaTa 7034, cieaBamara Bu go3a me 0b1e npuiokeHa 4 ce MUY TO-KBCHO U CIIE]
TOBa Ha BCEKH 12 ceaMUIIN.

Kak ce npuaara Uzpruvo

. Uzpruvo ce mpunara Kato HHXEKIUS M0 KoxkaTa (1oK0kHO). B HadanoTo Ha Bamrero
nedenue, Uzpruvo MoXxe J1a ce MHKEKTHpa OT JIeKap WIIN METUIIHCKA CEecTpa.

. Bue n Bammsr nekap, obade Moxe na permure, ue Bue camu Moke 1a CH HHXKEKTHUpaTe
Uzpruvo. B TakbB ciydaii e npeMuHeTe 00ydeHre Kak Jia ci HHkekTupare Uzpruvo
CaMOCTOSITEIIHO.

. 3a ykazaHus Kak Ja umwkektupate Uzpruvo BIKTE ,,YKa3aHUsA 3a PUIOKEHUE B Kpas Ha Ta3u
JIMCTOBKA.

I'oBoperte ¢ Bamus nekap, ako mMare BBIPOCH OTHOCHO TOBA KaK CaMU J1a TIOCTaBATe MHKEKIUATA.

AKO cTe H3M0JI3BAJIN ITOBe4Ye 0T HeoOxoaumaTta no3a Uzpruvo

AKO cTe M3M0JI3BaJIM WK ca By npuioxuiny moseye oT Heooxoqumata no3a Uzpruvo, HezabaBHO ce
HOCHBETBANTE C JIeKkap wiH (apmaneBT. Bunaru Hocete ¢ Bac kapToHeHaTa OnakoBKa Ha
JIEKapCTBOTO, JIOPH U /1a € Ipa3Ha.

AKko cTe nponycHaau ga u3nojssare Uzpruvo
AKoO cTe npoIycHalu J103a, CBbpikeTe ce ¢ Bamus nexap mnu papmaunent. He npunaraiire nBoitHa
J103a, 3a J1a KOMIIGHCUpaTe MPOoIycHaTaTa 103a.

AKo cTe cripesin ynorpebéara Ha Uzpruvo

He e omacHo na cripere ynorpebara va Uzpruvo. Ako obaue s cupete, BamunTe cCMMITOMH MOXeE /12 ce
BBH300OHOBSIT.

AKO MMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHH € YIOTpebaTa Ha TOBa JICKApCTBO, MOMUTaNTe
Barus siekap win GpapMariesT.

4, BBb3MOKHH HeKeJIaHU PeaKIun

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKEC 1a MPEAN3BUKA HCIKCIIAHU PCAKIIUU, BBIIPECKU Y€ HC
BCCKH I' TIOJTy4aBa.

Cepuo03HU HexkeTaHU Ppeakuu

Hsxon MNalUCHTH MOKE 1a UMAT CCPUO3HU HCIKCIIaHU PCAKIINU, IIPU KOUTO Aa CC Hajiara CIICIIHO
JICUCHUC.
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AJlepruYHH peaKIHH — MOsKe 1a H3UCKBAT clemHo Jeyenne. Mndopmupaiite Bamus gexap nian
He3a0aBHO NMOTHPCeTe CHEIIHA MeTUIHHCKA MTOMOIII, aKO0 3a0e/1esKUTe HAKOH OT CJIeIHUTe
NpHU3HALM.
. CepHo3HATE aJePTUIHH peakind (,,aHadUIaKCHs’) ca peIKH IIPH X0pa, MPHeMaIIn
ycreknHymab (moxe aa 3acertar a0 1 Ha 1 000 gymm). [Ipu3HannTe BKIIOYBAT:
o 3aTPyJHEHO IUIIaHEe WM MPETIbIaHe
) HHCKO KPBBHO HAJATaHe, KOGTO MOJKE Ja TIPHYMHH 3aMastHOCT WIN CBETOBBPTEX
o MOyBaHe Ha JIUIIETO, YCTHUTE, yCTaTa WK I'bPIOTO.
o YecTHTe npuU3HALY Ha aJleprHYHa Peaklysl BKIIIOYBAT KOKEH OOpPHB M ypTUKapus (MOXKe 1a
3acerHat jo 1 va 100 mymm).

B peaxu caydan ce cb001aBaT ajieprudHu 0e10ApoOHM peakuuu U 0e10Apo0HO Bb3NaJIeHne
NP NAUEHTH, KOUTO MOJy4YaBaT yCTeKMHYyMa0. YBegomere BeqHara Bamms iekap, ako
NoJIy4yHMTe CHMITOMH KaTO KAallUIMIA, 3ayX U BUCOKA TeMIlepaTypa.

AKO ToITyulTe CEeprO3Ha ajepTuiHa peakus, Bamust nekap Moxe 1a pemu, ye Bue He TpsOBa aa
ynotrpebsiBate Uzpruvo 0OTHORO.

Nudexnun — moske 1a H3UCKBAT crieliHo JevyeHue. Uudopmupaiite Bamus Jekap, ako
3a0esiesKUTe HAKOM OT cJleJHUTE MPU3HALH.

o WHQEKIUUTE HAa HOCA WK TBPJIOTO M POCTyaTa ca 4ecTu (Moxke Aa 3acerHar Ao 1 Ha
10 mymm)

o WH(EKINUTE HA JOJTHATE NUXATEIHH IBTUIA (TPhAHA HHPEKIINN) ca HedecTH (MOXe Jia
3acertar a0 1 va 100 gymm)

. BB3MAJICHUETO Ha TIOJJKO’KHATA ThKaH (IIEIyJIHT) € HedecTo (MOKe /1a 3acerae A0 1 Ha
100 mymm)

. xepriec 30ctep (Buj 00Jie3HEH O0PUB ¢ MEXYpH) ca HeuecTH (MOJXKeE J1a 3acerHar o 1 Ha
100 mymmm)

Uzpruvo Moxe J1a Hamaju crocoOoHocTTa By na ce 6opute ¢ nndexumu. Hiaxoun nHpekinm Moxe 1a
CTaHaT CEPHO3HU M MOXKE J1a BKIFOYBAT MHPEKIINU, NPHYMHEHH OT BUPYCH, 'BOMYKH, OaKTepuu
(BKITFOUMTEITHO TYOEPKYJI03a) WM Mapa3uTH, BKIFOYUTEITHO HH(EKIMN, KOUTO Bb3HUKBAT IPETUMHO
NpHY Xopa ¢ oTciiabeHa MMyHHA cucTeMa (OMOPTIOHUCTHYHY nHpeKkyn). [Ipu nanuenTy, momyvyapaniy
yCTeKHHYyMab, ce chOOIaBaT OMOPTIOHUCTUYHHA HHPEKITUN Ha MO3bKa (€HIe(alluT, MEHUHTHUT),
OenuTe TPOOOBE U OUHTE.

Hoxkaro ynorpebasate Uzpruvo, TpsiOBa 1a cieanTe 3a Npu3Hany Ha nHeknus. Te BKIo4Bar:
BHCOKa TeMIIEpaTypa, TPUIIONO00HN CHMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha Teriio

yMOpa WIH 331yX, YIIOPUTa KallTHIa

TOIJIa, 3a4epBEeHA M 0OJIE3HEHA KOXKa MITH OOJIE3HEH KOXKEH 00PUB C MEXypH

napeHe Mpu ypuHUpaHe

Japust

3pHUTEITHO CMYIIEHHE WM 3ary0a Ha 3peHue

r71aBoOosINe, CKOBAHOCT Ha BPaTa, YyBCTBUTEITHOCT KbM CBETJIMHA, TaJICHE UM 0OBPKAHOCT.

Wudopmupaiite Bamms nexap BegHara, ako 3a0enexuTe HIKOM OT Te3u mpu3Hany Ha nHpexnus. Te
Morar Ja ObJaT NpU3HANY Ha UHPEKIIUK KaTo TPhJIHU HHOEKITUH, KOXKHA HHPEKIINH, XepIec 30CTep
WM ONOPTIOHUCTHYHH MH(EKLINHU, KOUTO MOTaT Jja JOBEAAT /10 CEPUO3HH YCIOKHEHHS.
Wndopmupaiite Bamms gexap, ako MaTe HsIKaKBa YHIOPHUTA WM NOBTapsia ce nHpeKus. Bamust
JeKap MOJKe Jla pelu, ue He TpsaoBa 1a yrotpedssare Uzpruvo, qokato nHpEKIusITa He Obe
U3JEeKyBaHa. YBengoMmeTe Bamus nekap, 1 ako UMaTe OTBOPEHH paHU WU HapaHSIBaHMA, ThbH KaTo
MOJKe J1a ce HH(EKTUpaT.

JloneHe Ha KOaTa — HHTEH3UBHOTO 3a4YepBsiIBaHe U JIIOIEHe HA KOKATA HA M0-T0JIsiMa IJI0LL
0 TSIJIOTO MOJKe /1a ca CHMIITOMHM HA ePUTPOJePMHUYEH NMICOPHAZHMC MIIN eKc(omaTHBeH
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JAePMATHT, KOUTO €A CEPHO3HH KOKHU 3a00.isIBaHNA. AKO 3a0e/1e;KNTe HAKOM OT Te3U MPU3HAIM,
TpsioBa n1a nHdgopmupate Bammusi jekap He3abaBHO.

Jpyru HexxenaHu peakuuu

YecTu HexenaHu peakuum (Moxe aa 3acerrar g0 1 Ha 10 qymm):

JHapus

rajeHe

HOBpPBINAHE

yMopa

3aMastHOCT

riaBo0osme

CBhpOex (IPypUTYC)

0omka B rpp0a, MyCKYJIUTE UITH CTAaBUTE
BB3IIAJIIEHO I'BPIIO

3adyepBsBaHe U OOJIKA Ha MSICTOTO HA HH)KEKTHPaHEe
WH(EKINS Ha CHHYCUTE

HeuecTu Heskeanu peakunu (Moxe 1a 3acersat 1o 1 va 100 pymmm):

WH(EKIUN Ha 350HUTE

BarvHaJIHA MHQEKIUS, TPUINHEHA OT ThOWYKH

Jenpecus

3aMylIeH HOC MM Xpema

KbPBEHE, MOCHHIBAHE, BTBbP/SBAHE, IOIyBaHE U ChbpOEK HA MICTOTO HA MHKEKTUPAHE
ycellaHe 3a ci1adocT

criaJilaHe Ha KJieraya U U3KpUBsBaHEe HAa MYCKYJIMTE Ha eHaTa OJIOBUHA Ha JIMIETO (,,JJUIIeBa
napanmu3a’ Wiu ,,l1apanu3a Ha benr”), KosTo 0OMKHOBEHO € BpeMeHHa

NPOMSIHA Ha IICOPHA3UCca ChC 3a4epBsIBAHE U HOBU MAJIKHU, JKBJITH WIX O€IHU MEXypH O KOXKaTa,
MOHSIKOTa MPUAPYKEHH C TeMIiepaTypa (IIyCTyJI03€eH IICOPHUA3UC)

OeiieHe Ha KokaTta (eKCQoHalms Ha KOKaTa)

aKHe

Penku HexenaHu JeKapcTBeHH peaknuu (Moxe na 3acerHat no 1 Ha 1 000 mxymm)

3auepBsaBaHe U JIFOIIEHE HAa KOXKAaTa Ha IMO-TOJIsIMA TUTOI 110 TSIIOTO, KOUTO MOXKE J1a ChPOST HITH
Ja ca bone3neHu (excosmaTuBeH qepMatuT). [10J00HN CHMIITOMH TIOHSKOTa Ce pa3BUBAT KaTo
€CTECTBEHA NPOMSHA Ha BH/Ia HA CUMIITOMHTE Ha ICOPUA3UC (EPUTPOICPMHUUEH IICOPUA3HC)
Bb3naneHue Ha MaJIKUTe KPhBOHOCHHU ChJIOBE, KOSTO MOXE JIa JIOBEE 0 KOXKEH OOPHB C MaJIKH
YEPBEHU WU JIMJIABU TIOAYTHHH, TEMIIEpaTypa WK 0OJKa B CTaBUTE (BaCKYJIHT).

MHoro peaku HeKeJIaHU JeKapcTBeHH peaknuu (Moxe 1a 3acerHat 10 1 Ha 10 000 ayrm)

OO0pa3yBaHe Ha MEXypH 110 KOXKaTa, KOSITO MOXe Jia ObJie 3a4epBeHa, chpOsiiia 1 0oIe3HeHa
(6ynosen nemurounn)

KOKEH JTYITyC epUTeMaToieC M JyIyc-1mo100eH CHHAPOM (YepBEeH, HaJUTHAT, JIFOIIEN] ce 0OpUB
B U3JIOKEHUTE HA CI'BHIIC yYaCTHIM Ha KOXAaTa, KOUTO MOXeE J1a € MIPUIPYKEH OT OOJIKHU B
CTaBHTE).

Cpo01aBaHe HA HeXKeJIAHU pPeaKlun

AKO TTOITyuHTe HIKAKBU HEXKEJIaHH JIEKapCTBEHH PEakiiy, yBejoMere Bamus nexap i gpapmanenT.
ToBa BKII0YBA M BCHYKH BH3MOKHH HEOITMCAHH B Ta3M JUCTOBKA HEKEIaHU PCaKIUu. Moxete CBhIIIO
Jla ChOOITUTE HEXKEJIaHU PEaKIUK TUPEKTHO Ype3 HallMOHATHATA CUCTEMa 33 ChOOIIaBaHe, IIOCOYCHA B
IIpunoxenne V. Kato cro01maBare HeXXEIaHA PEAKIIH, MOXKETE Jla TaJIeTe CBOSI MPUHOC 3a
MoJTydaBaHe Ha MoBeue HH(POpMannsa OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKapCTBO.
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5. Kak n1a coxpansiBate Uzpruvo

[a ce cpxpaHsBa Ha MSCTO, HEJJOCTHITHO 32 JICTa.

Ja ce cexpanssa B xmaguiauK (2°C—8°C). Jla He ce 3aMpa3sBa.

CoxpansBaiiTe prakoHa B KApTOHEHaTa OMAKOBKA, 3a J]a C€ MPEe/a3u OT CBETINHA.

He pasxmamaiite daakonute. [IpoabmKUTETHOTO EHEPTUYIHO pa3KIIaniaHe MOXKE Ja BIIOIITH
KayeCTBOTO Ha JIEKAPCTBOTO.

He u3nos3BaiiTe TOBa JIeKAPCTBO:

° CJIe]l CpOKa Ha TOJHOCT, OTOENsI3aH BhPXY €TUKETa U KapTOHEHATa OMaKOBKa CIIe
»EXP*“/,,Lonen no:*“. CpoKbT Ha TOJHOCT OTTOBApPs HA MOCIEAHUS JCH OT MOCOYCHHUS MECEII,

° aKO TEYHOCTTA € C IIPOMEHEH IIBST, MbTHA WJIH B Hesl ce 3a0esI3BaT IUTyBaIi Ty>KIH YaCTHIIN
(BwkTe Touka 6 ,,Kak nzrnexaa Uzpruvo u KakBO ChIbpPIKa OMAaKOBKaTa“‘);

° aKo 3HAeTe WU cMsTaTe, ye MOXKe Ja € Omila U3JIoKeHa Ha eKCTPEMHH TeMITepaTypH (KaTo
WHITUICHTHO 3aMpb3BaHe WM 3arpsBaHe);

o aKo MPOAYKTHT € OMJI CHEPTUUHO Pa3KIATCH.

Uzpruvo e camo 3a enHOKpaTHa ynotpeda. Hensnon3BaHUT NPOIYKT, OCTaHAI BBB (IaKoHa, TpsiOBa
Jla ce N3XBbpaHu. He N3XBbpIIdiiTe IeKkapcTBaTa B KaHAIN3ALKATA WK B KOHTEHHEPA 3a JOMAIIHA
ornaasuy. Ilonuraiite Bamus gapmaneBT Kak 1a U3XBBPIIATE JICKApCTBATa, KOUTO BEYE HE
usnoinssare. Te3su MEepKH Ilie CIIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA Cpefa.

6. CpabpikaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHopMauus

Kakso cpabp:xa Uzpruvo

. AKTHBHO BeIIECTBO: ycTeKuHyMa0. Beeku ¢uakoH chabpika 45 mg yerekunymad B 0,5 ml.

o JIpyru chCTaBKU: XUCTHINH, XUCTHIMHOB MOHOXUAPOXIOpHI, moaucopbar 80 (E433), 3axaposa
Y BOZA 32 MHXKEKLHH.

Kaxk u3riexxnaa Uzpruvo U KakBo ChIbpP:Ka ONaKOBKAaTa

Uzpruvo e GucTsp, OE31BETEH 10 OJICA0KBIIT HHKEKIIMOHEH pa3TBOp, 03 BUAMMH YacTHIU. JlocTaBs
Ce B KapTOHEHA OMAaKOBKa, ChJIbpPrKAllla €MH CTHKIICH (UIakoH oT 2 ml ¢ eAMHUYHA J103a. Beeku
¢akon chabpka 45 mg ycreknaymab B 0,5 ml HHXEKIIMOHEH pa3TBOp.

IIpuTeskaTes HA pa3peLIeHUETO 32 ynoTpeda
STADA Arzneimittel AG

Stadastrasse 218

61118 Bad Vilbel

T'epmanus

IIpounsBoguten
Alvotech Hf
Semundargata 15-19
Reykjavik, 102
Ucnanans

3a JOIIBJIHUTCIIHA I/IH(l)OpMaLII/Iﬂ OTHOCHO TOBa JICKapCTBO, MOJIsA, CBBPKETEC CC C JIOKAJTHUSA
MNPEACTABUTCII HA TPUTCIKATCIIA Ha pa3pClICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien Lietuva

EG (Eurogenerics) NV UAB ,,STADA Baltics*
Tel/Tel: +32 4797878 Tel: +370 52603926
Bouarapus Luxembourg/Luxemburg
STADA Bulgaria EOOD EG (Eurogenerics) NV
Ten.: +359 29624626 Tél/Tel: +32 4797878
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Ceska republika

STADA PHARMA CZs.r.o.
Tel: +420 257888111
Danmark

STADA Nordic ApS

TIf: +45 44859999
Deutschland
STADAPHARM GmbH
Tel: +49 61016030

Eesti

UAB ,,STADA Baltics*

Tel: +370 52603926
EALGoa

DEMO S.A. Pharmaceutical Industry
TnA: +30 2108161802
Espafia

Laboratorio STADA, S.L.
Tel: +34 934738889

France

EG LABO - Laboratoires EuroGenerics
Tél: +33 146948686
Hrvatska

STADA d.o.o.

Tel: +385 13764111

Ireland

Clonmel Healthcare Ltd.
Tel: +353 526177777

island

STADA Arzneimittel AG
Simi: +49 61016030

Italia

EG SpA

Tel: +39 028310371
Kvbmpog

DEMO S.A. Pharmaceutical Industry
TnA: +30 2108161802
Latvija

UAB ,,STADA Baltics*

Tel: +370 52603926

Magyarorszag

STADA Hungary Kft
Tel.: +36 18009747
Malta

Pharma.MT Ltd

Tel: +356 21337008
Nederland

Centrafarm B.V.

Tel.: +31 765081000
Norge

STADA Nordic ApS

TIf: +45 44859999
Osterreich

STADA Arzneimittel GmbH
Tel: +43 136785850
Polska

STADA Pharm Sp. z.0 0.
Tel: +48 227377920
Portugal

Stada, Lda.

Tel: +351 211209870
Romaénia

STADA M&D SRL

Tel: +40 213160640
Slovenija

Stada d.o.o.

Tel: +386 15896710
Slovenska republika
STADA PHARMA Slovakia, s.r.o.
Tel: +421 252621933
Suomi/Finland

STADA Nordic ApS, Suomen sivuliike
Puh/Tel: +358 207416888
Sverige

STADA Nordic ApS

Tel: +45 44859999

JIaTa Ha MOCJCAHO NMpepasrjckaaHne Ha JIMCTOBKaTa

Jlpyru u3TOYHUIM HA HHpOpMANHA

IMoxpo6Ha nH(popMalius 3a TOBa JIEKAPCTBO € MPEA0CTaBeHa Ha yeOcalita Ha EBponeiickaTa areHIus
o yiekapcteata https://www.ema.europa.eu/.
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Yka3zanus 3a npuiioxKeHue

B nauanoto Ha leueHUETO METUIIMHCKY crienuanucT e Bu moctaBu Bamarta nmbpea nmxkekuus. Bue
u Bammsr nexap obade Moxke na pemure, 9e Bue cammu Moxe nma cu umkektupare Uzpruvo. B TakbB
CITyJaii 11e IpeMHrHeTe o0ydeHne kak na nmkektupare Uzpruvo. ['oBopere ¢ Bamms nekap, ako nmate
BBIIPOCH OTHOCHO TIOCTABSHETO HA MHKECKIIUATA.

. He cmecpaitte Uzpruvo ¢ Apyru TEUHOCTH 33 UHKEKIU.
. He pasknamaiite gnaxonnte Uzpruvo. [Ipuunnata 3a ToBa €, 4e CHIIHOTO pa3KkialliaHe MOXe J1a
BJIOIIN Ka4e€CTBOTO HA JIEKAPCTBOTO.

1. IlpoBepeTte Opost Ha uiaKOHNTE U MOATOTBETE MaTepHaINTe:

NzBanere ¢makonHa (paakonute) ot xnagumauka. OctaBere (rakoHa J1a IPEeCTOX OKOJIO TOJIOBHH Yac.
ToBa 111e O3B0 HA TEYHOCTTA Jia JOCTUTHE TOJXO/IAIA TeMIepaTypa 3a HHXeKTupaHe (cTaiiHa
TeMIiepaTypa).

IIpoBepere dakona (QrakoHUTE), 32 1a CE YBEPHUTE, Ue:
e OposT Ha (hITAKOHUTE M KOJMYECTBOTO HAa aKTUBHOTO BEIECTBO B J1030Ba €ANHHIIA Ca BEPHU
Axko Bamara n103a e 45 mg wim mo-Majko, Iie noaydute equt 45 mg dutakon ¢ Uzpruvo.

e Axo Bamara no3za ¢ 90 mg, me nonyuure apa 45 mg ¢uiakona cbe Uzpruvo u e tpsosa aa cu
IIOCTaBUTE JIBE MHKEKIMHU. M30epeTe ABe pa3nuyHu MecTa 3a HHKEKTHpaHe (HarpuMep eaHara
MHKEKIHUS B JICHOTO Oenpo, a Apyrarta — B JIIBOTO) U TH HAIIPaBeTe €IHa CIIe] IpyTa.
W3non3BaiiTe HOBA UIJIAa U CIIPUHIIOBKA 34 BCAKA MHIKEKIIUS.

TOBA € IIPaBHIIHOTO JIEKAPCTBO

CPOKBT Ha TOJHOCT HE € M3TEKbII

(1akoHBT He € TIOBpe/ieH 1 00KaTKaTa He € cUyleHa

Pa3TBOPHT BBB (PI1akoHA € OUCTBHP JI0 JIEKO OMANECHEHTEeH (C mepiieH OIsChK) U 0e31BETEH 10
0JIeTOKBIT

Pa3TBOPHT HE € C MPOMEHEH IIBSIT WIIK MBTCH U HE ChABPKa YYXK/IU YACTHIIN

® pa3TBOPHT HE € 3aMPH3HAIL.

IMpu mena c Terso moj 60 kg e HeoOxoaMMa 1032, TO-MajKa oT 45 mg. YBepere ce, ue 3HaeTe TOUHOTO
KOJIM4YECTBO (00eM), KOeTo TpsOBa Jja M3TEerIuTe OT ()JIaKOHA M BHJIA HAa CITPUHIIOBKATA, HEOOXOANMH
3a mpuiiarane. AKO He 3HaeTe HeOOXOUMHUTE KOJUUECTBO MM BUJ HA CIIPUHIIOBKATA, CBBPKETE Ce C
Barus tocTaBuuK Ha 3ipaBHYU FPUXKH 3a JTOMBIHUTEIHH HHCTPYKIUH.

Cnbepere BCHUKH MaTepHalii, OT KOUTO Ce HYXAaeTe, U I'M OCTaBeTe BbPXY YHCTa MOBBPXHOCT. Te
BKJIFOYBAT CIIPUHIIOBKA, UIJIa, aHTUCCIITUYHN KbPIIUYKH, TaMY4YHHU TaMIIOHU WJIX MapJiu 1 KOHTeﬁHep
3a ocTpu nipeamMeTH (Bx. gurypa 1).

o

Jlemenka AHTHCETITHYHU ITamyxk Uzpruvo CrpuHItoBka Konreiinep 3a
KbPIHYKA (IaKoH  C MpUKpereHa M3XBBPJISTHE HA
uria OCTpH TPEAMETH
®urypa
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2. N30epete n moAroTBeTE MIACTOTO 32 MHAKEKTHPAHe
N30epeTe MsICTOTO 32 MHXKEKTUpaHe (BUKTe (urypa 2)

o Uzpruvo ce mpuiiara KaTo MHKEKIUS 10/ KoxKarta (TIOAKOKHA HHKCSKITUS )

. [Moaxonsmu MecTa 3a MHXKEKTUpaHE ca rOpHaTa yacT Ha OepoTo WK 00JacTTa Ha Kopema, Ha
pa3CTOsTHUE Hali-MaJIKO 5 CM OT IrbIla

. AKO € Bb3MOXHO, HE U3IOJI3BATe 00JaCTH OT KOXKaTa C MIPU3HAIM Ha TICOPHA3KC

Axo HIKOM By momara mpu ImocTaBssHETO Ha HHKEKITHATA, TOH/TS MOXKe Ja m30epe U TopHaTa
YacT Ha pbKaTa KaTo MSCTO 3a MHXKEKTHpaHE

N

*Q6sacTuTe, MApPKUPAHU B KBJITO ca IPEIOPHUNTEITHA MECTa Ha HH)KEKTHPaHE

®@urypa 2
[ToaroTBeTe MSACTOTO 32 HHKEKTUPAHE
. W3muiiTe phlieTe CM MHOT'O 10OpE ChC CallyH M TOILIa BOJA.
. [Touucrere kokaTa Ha MACTOTO 33 MHKEKTUPAHE C aHTUCETITUYHA KbPIIUYKA.

He HOKOCBaﬁTC IoBeue Ta3u 001acT J0 IMMOCTAaBAHCTO HAa MHXKCKIUATA.

w

. IlpurorBere no3ara:
. OtcTpaHeTe KarmaykaTta Ha jiakoHa. (BrkTe urypa 3)

S

-

-—
—

=

®Ourypa 3

He cBansiire 3amymankara.

[louncrere 3amymankaTa ¢ aHTUCENITUYEH TaMIIOH.

[locraBere ¢akoHa BbpXY paBHa HOBBPXHOCT.

BsewmeTe cripuHIIOBKaTa M OTCTpaHETE Kamavkara Ha WIJiaTa.

He noxocsaiiTe urnarta v He 1 ONUPANTE B APYT'H NPEIMETH.

BxkapaliTe urnara npe3 rymeHara 3anyIaika.

O0mbpHeTe (hi1akoHa U CIPUHIIOBKATA HAZOIY.

Usrernere OyTanoTo Ha CIPUHLIOBKATA, JOKATO C€ HAITBIIHH C KOJIMYECTBOTO TEYHOCT, KAKTO €
IpeAnyucano ot Bamms nekap.

o BaxxHo e urnara mpes 1s71I0TO BpeMe /1a c€ HaMHpa B TEYHOCTTa. ToBa mpeoTBparsBa
o0pa3yBaHeTO Ha BB3/YIIIHA MEXypUeTa B CIIPHHIIOBKATa. (BXK. Gpurypa 4).
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Qurypa 4

WzBaneTe nrnata ot QuiakoHa.

3aapbKTe CIPUHIIOBKATA C MTJIATa HAarope, 3a Jja MPOBEPUTE Al B TEYHOCTTa UM BB3YIIHH
MeXxypueTa.

Axo MMa MexypueTa, oTynaiTe CIPHHIIOBKATA JIEKO C PBCT, JJOKATO Te U3ILTyBaT Ha
MOBBPXHOCTTA. (BXK. purypa 5)

@urypa 5

CJ'IC,I[ TOBAa HATHUCHETEC 6YTaJ'IOTO, A0KaTO HEIHAT Bb3AYX (HO HC U Te‘{HOCT) H3JIC3C.
He nocragsiite HHXXCKIOWATA JICTHAJIa 1 HE oanaﬁTe urjarta B ApyTryu NpeamMeTu

. MHxexkTHpaiiTe K03aTa:
Jleko nputrcHETE MOYKMCTEHATA KOYKa MEXK/1y Najena v rnokasaneua. He cruckaiite CUIHO.
BxkapaiiTe urnara B 3axBaHaTara KO>KHa I'bHKa.
HartucHere OyTanoTo ¢ majuer Taka, 9e Jja ce HEIKeKTHpa IpsiiaTa TeuHocT. HaTuckaiite 6aBHO H
PaBHOMEPHO, KaTO €THOBPEMEHHO C TOBA JIEKO IIPUTUCKATE KOXKATa.
Korato OyTaiioTo cTUTHE 110 Kpasi, M3BaJeTe UIlaTa U ITyCHETE KOXKaTa.

. Caex mH:KeKTHpaHe:
[IpuTtHcHEeTE aHTHCENTHYHATA KbPIIMYKA BBPXY MSACTOTO Ha MH)KEKTHPAHE B IPOABIDKEHUE Ha
HSKOJIKO CEKYH/]IH, CIIE/l KaTO TOCTAaBUTE MHKEKIIMATA.
BB3MOXHO € Ha MACTOTO Ha MH)KEKTHPAHE Jja UMa MaJIKo KOJTMYEeCTBO KPbB WM TeuHOoCT. ToBa
€ HOpMaJlHoO.
Moske aa MpUTHUCHETE MACTOTO Ha HHXXEKTHpaHE ¢ MaMy4eH TaMIIOH WM MapJeH KOMIIPEC U Jia
3anbspxkute 10 cexyHau.
He pasrppkBaiite KokaTa Ha MSICTOTO Ha HHXKEKTHpaHe. AKO € HE00X0JMMO, MOXKE J1a CIIOKUTE
MaJIKa JIEICHKA BbPXY MACTOTO Ha HH)XXEKTUPAHE.

88



6. U3xBbpisine:

H3non3BaHuTe CIIPUHIIOBKY M MIJIM TPIOBa Ja CE MOCTABAT B HENPOOMBAaeM KOHTEHHED,
HanpuMep KOHTEHHEp 3a OCTpU NpeaMeTH. 3a OCHrypsiBaHe O0e30macHOCTTa Ha Baieto 3npase u
TOBA Ha JPYTUTE, HUKOTA HE M3MOJI3BalTe MOBTOPHO UTIUTE U CIIPUHIIOBKUTE. 3XBBpIIsiiTe
Barus koHTeHHEp 32 OCTPH MPEAMETH B CbOTBETCTBUE C MECTHUTE Pa3nopeI0u.

[Ipazuurte (paakoHU, AHTUCENTHYHUTE KbPIUYKU U IPYTH KOHCYMAaTUBU MOXE J1a CE U3XBBHPIAT
B OOIITHS OOKITYK.
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JIncroBka: nH(popManus 3a NOTpedUTENA

Uzpruvo 45 mg nHkeKIMOHEeH Pa3TBOP B NMPeABAPUTE]IHO HANTbJIHEHA CIPUHIIOBKA
ycrekunyMa0 (ustekinumab)

vTo3H JIEKapCTBEH MPOIYKT MOAJICKH Ha JOMBIHUTEIHO HabmoaeHne. Tosa 1ie mo3Boiau 6p30To

YCTaHOBSIBaHE HA HOBAa MH(POPMAIIUS OTHOCHO Oe3omacHocTTa. Moxere Jia 1aieTe CBOsI MPUHOC, KaTo
CHOOIIUTE BCSKA HEXXETaHa Peakilys, KOATO CTE MOTYUMIIA. 3a HAYMHA Ha ChOOIIaBaHe HA HEXETaHH

peaKInu BIKTE Kpas Ha TouKa 4.

HqueTeTe BHUMATEJHO IslJIaTa JUCTOBKA, IIPEIU Aa 3aI0YHETE Ja U3I10J13BaTE TOBA
JIEKApPCTBO, ThH KATO TS CbABbPiKa BaxkKHa 3a Bac PIH(l)OpMaIII/Iﬂ.

Ta3u JMCTOBKA € HANIMCAHA 32 MaLMEeHTAa, KOWTO NpueMa JIeKapcTBOTO. AKO CTe pOAUTeJ UJIH
HACTOMHUK, KOWTO e npuaara UZpruvo Ha aere, MoJIsi IpoYeTeTe BHUMATETHO TA3U
HHGopmanus.

- 3anazere Ta3u JUCTOBKA. MOXe /1a ce HAIOXKU J1a 51 IPOYETETE OTHOBO.

- AKO UMaTe HAKAaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexap wiu gapmarieBT.

- Toa nekapcTBO € npeanucano 1uyHo Ha Bac. He ro mpeorcThnBaiite Ha npyru xopa. To Moxke
Jla UM HaBpeIy, HE3aBUCUMO Y€ IPU3HAIMTE Ha TSIXHOTO 3a00JisBaHe ca chluuTe KaTo BamuTe.

- AKO TIoITyuHTe HSIKaKBU HEXEJaHU peakiny, yBenromere Bamms nekap win ¢papmaieBt. Tosa
BKJIFOYBAa U BCUYKH Bb3MOXXHH HEKECJIIaHU pE€aKlIMU, HCOIMMCAHN B Ta3W JINCTOBKA. Buxte
TouKa 4.

KakBo cbabpika Ta3u JHCTOBKA

KakBo npencraBnsisa Uzpruvo u 3a KakBo ce M3M0JI3Ba
KakBo Tpsi0Ba na 3Haete, nmpeu aa usnonssare Uzpruvo
Kax ga m3nomssare Uzpruvo

BBb3MOXXHU HEeKETaHN PEaKIiu

Kak na cexpansisare Uzpruvo

ChabpkaHue Ha ONIAKOBKATa M JOMBIIHUTEHA HHPOPMALIUS

BRI .

1. Kakso npencraBasa Uzpruvo u 3a KakBo ce U3M0J13Ba

Kaxso npeacrasassa Uzpruvo

Uzpruvo cbabpika akTHBHOTO BELIECTBO ,,yCTEKMHYMa0 ’, KOETO € MOHOKJIOHAJTHO aHTUTSLIIO.
MOHOKJIOHAJTHUTE aHTHTEIIA ca IPOTEUHH, KOUTO Pa3llo3HABAT U CBBP3BAT ONpEIEIeHH CcrieluQUIHN
MPOTEWHH B OpTaHU3Ma.

Uzpruvo npuHaaniexxu KbM TpyIia JIeKapcTBa, HapeueHH ,,iMyHocympecopn”. Te3u nexapcTsa
JIeficTBaT, KaTO HAMAJIABAaT aKTUBHOCTTA HA YaCcT OT UMyHHaTa CUCTEMA.

3a kakBo ce uznoJ3sa Uzpruvo
Uzpruvo ce n3nosnsBa 3a JeYeHUE Ha CIICIHUTE Bh3MAIUTEITHN 3200 SIBAHUS:

J IImakoB mcopuasuc - Mpu BB3PACTHH | JIeTa Ha BH3PacT OT 6 TOJAWHH U MTO-TOJICMH
o IlcopuaTideH apTpuT — IMpu Bb3pacTHU
. Ymepena 1o Texxka 6omect Ha KpoH — nmpu BB3pacTHH

InakoB ncopuasuc
,,I17TaK0OB TIcopra3nc’ € KOXKHO 3a00JIsIBaHe, KOETO BOJH JI0 BH3MAJICHHE, 3acsATaIlo Ko)kKaTa U HOKTHUTE.
Uzpruvo HamassiBa Bb3MaJICHUETO U APYTUTE MPU3HALM Ha 3a00JISIBAHETO.
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Uzpruvo ce n3mosn3Ba npu Bb3PaCcTHU C YMEPEH JI0 TeXbBK IIAKOB IICOPHA3HC, KOUTO HE MOTAT J1a
M3IIOJI3BAT UKIIOCTIOPYH, METOTPEKCAT WK (POTOTEparnus, MIIM KOTaTO Te3 JICUSHHS HEe IeHCTBAaT.

Uzpruvo ce n3mnon3Ba NpH Jela U IOHOIIY Ha Bb3PacT 6 TOAMHU U MO-TOJIEMH C YMEPEH JI0 TEKBK
IUTAKOB IICOPHA3HC, KOUTO MMAT HEIOHOCUMOCT KbM (OTOTEpanysl WK APYTY CUCTEMHHU TE€PaIuy, Win
KOTaTO TE3M JICYCHHUs HE ACHCTBAT.

IIcopnaTnyeH apTpur

IlcopuaTiden apTpuT € BB3NATUTENHO 3a00IIIBaHe Ha CTaBUTE, OOMKHOBEHO CHITHTCTBAHO OT
ncopuasuc. AKo UMaTe aKTUBEH MCOPUATHUUEH apTPUT, IbPBO e Bu nexkysat ¢ apyru gekapcrsa. AKoO
HE ce MOBJIHUsETE AOCTaThUHO A00pe OT Te3| JIeKapcTBa, Moxe a Bu ce mpennume Uzpruvo, 3a aa ce:

o HaMaJISIT IPU3HALUTE ¥ CUMITOMUTE Ha 3a00isiBaneTo Bu;
o nogo0pu guznyeckoto Bu cherosinue;
o 3a0aBu yBpekIaHeTo Ha BamuTe craBu.

Boaect na Kpon

Bonecrra Ha KpoH e Bb3nanuTesiHO 3a00is1BaHe Ha yepBara. Ako umate 6ojiect Ha KpoH mepRo 111e
Bu ce mamaT npyru nexapcTBa. AKO HE C€ TTOBIIUSETE TOCTATHYHO WM UMATe HETIOHOCUMOCT KbM TE3H
nekapcTBa, Moxe na Bu ce naxe Uzpruvo 3a HamansiBaHe Ha MPU3HAINTE U CHMIITOMHTE Ha
3abossBaHeTo Bu.

2. Kakgo TpsdBa 1a 3HaeTe, npeau Aa u3nouassare Uzpruvo

He u3noassaiite Uzpruvo

o AKO CTe aJIepru4Hi KbM YCTeKHHYMA0 WK HIKOS OT OCTAHAIUTE ChCTABKH HA TOBA
JekapcTBO (M36poeHH B TOUKA 6).
o AK0 UMaTe aKTHBHA HHEKIHUs, KOSITO Bamusr iekap HaMupa 3a 3HaYnMa.

AKO He CTe CUTYpHH JIaJIM HAKOe OT M30pOeHUTE Mo-rope ce oTHacs 3a Bac, mocwBerBaiite ce ¢ Bamms
nexap wiM (apManesT, npeau aa usnoinssare Uzpruvo.

IIpexynpeskaenusi U NpeAnasHu MepKU

I'oBopere ¢ Bamms nexap wiu dapmaneBT npenu 1a u3nonzsare Uzpruvo. Bammst nekap e npoBepu
ChCTOSTHMETO Bu mpenu Besiko eueHue. YBegoMeTe CBOs JieKap 3a Beska Bama 6onect npeau Besiko
nedenue. CpIno Taka TpsAOBa a KaxkeTe Ha Bamus nekap, ako HaCKOpo cTe OMIIN B KOHTAKT C YOBEK,
KOITO MO>Ke J1a uMa TyOepkysio3a. Bammsar nekap e Bu npernena u e Hanpasu u3ciieiBaHe 3a
TyOepKyno3a, mpeau aa usnonassare Uzpruvo. Axo Bammsar nexap cmsita, 4e cTe U3I10)KeHH Ha PUCK OT
TyOepKyio3a, Moke 1a Bu mpeamnuine iekapcTsa 3a JI€YEHUETO 1.

Cienere 3a cCepHO3HHU HeKeJIaHU PeaKIHH

Uzpruvo moxke Ja mpeaIu3BUKa CEPHO3HH HEXKEIaH! PEaKIINH, BKIIOYUTEITHO aIEPTUYHU PEAKITUN 1
uH¢exuuu. TpsOBa 1a ciaeauTe 3a ONpe/Ie/ICHN IPU3HAIY Ha 3a00JIABaHus, TOKATO IIpUeMaTe
Uzpruvo. Buxre ,,Cepro3Hu He:KEIaHU peakinyu’ B TOYKA 4 3a IBITHUS CIIHUCHK HA TE€3W HEXKETaHH
peaKIum.

Ipean na uznonssare Uzpruvo ungopmupaiite Bammus gexap:

o AKO HAKOTa cTe HMAJIH aJlepruyHa peaknus kbM UZPruvo. AKo He cTe CHUTypHH,
nonuraiTe Bammus nekap.

o AKO HSIKOTA CTe HMaJI HAKAKBB BH/I PAaK — TOBA €, 3aIll0TO UMYHOCYIIPECOPUTE KaTO
Uzpruvo otciabBar 4acT OT UMyHHAaTa cucteMa. ToBa MOe Jja ITIOBUIIM PUCKA OT paK.

o AKO cTe JIeKyBaHH 32 IICOPHA3HC ¢ APYIr'H OMOJIOTHYHH JIEKapCTBa (J1eKapcTBo,

NMPOU3BeJeHO 0T OM0J0rnYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKLMS) -
PHUCKBT OT paKk MOXKE J1a € TI0-BUCOK.
° AKO0 MMaTe UM HACKOPO CTe MMAJIN HHpeKIus.
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o AKO HIMaTe HOBH WJIM MIPOMEHSIIIN Ce JIE3NH B YYACTHIUTE C IICOPUA3UC WU TI0
He3acerHaraTa Koxa.

o AKo TIoJTy4aBaTe JPyro JedeHHe 32 MCOPUA3NC U/IITH MCOPUATHYEH APTPUT — KaTO APYTU
UMYHOCYTIpecopr win (oToTepamnus (KoraTo TsIIOTO ce JIeKyBa ¢ Tam yaTpaBuonerosa (UV)
cBeTIMHA). Te3u JIeueHHsI ChIIO MOXKE J]a OTCIIA0SIT YacT OT UMyHHATa cuctema. M3mnon3BaHeTo
Ha Te3M JieueHus 3aeano ¢ Uzpruvo He e usciieqsaHo. Br3MoxHO € o0aye, TO Aa yBEIUYH PHCKa
oT 3a00IsIBaHus, CBBP3aHU C OTcIabBaHe HA IMyHHATa CHCTEMA.

. AKo0 noJiyyaBaTe WM HAKOra CTe MNOJYy4aBaJIM HHKEKIIUM 32 JiedeHHe HA aJIepruM — He €
n3BecTHO qanmu UZPruvo mMoske aa okake BIUSHHUE BPXY TAX.
. AKO cTe Ha ¥ HaJx 65 roAUHU — MOKE Ja CTE MO-CKIIOHHU KbM WH()EKITHH.

AKO He cTe CUTypHU JIajli HAKOE OT Topen30poeHuTe ce oTHacs 3a Bac, mochBeTBaiite ce ¢ Bamms
nekap wim GapManeBT, mpenn aa usmonssare Uzpruvo.

Hsxon nanyeHTH nonydaBaT Jymyc-mog00HU peakiuy, BKIIOYUTEIHO KOXKEH JYITyC epuTeMaToaec 1
JTymyc-mofo0eH CHHAPOM, [0 BpeMe Ha JiedeHue ¢ ycTekuHymab. ['oBopere Bennara ¢ Bamus snekap,
aKo MOJyYHTE YePBEH, HAJUTHAT, JIOIIEI] ce 0OPUB, MOHAKOT'a C MO-THbMHU TPaHUIIY, B U3JI0KCHUTE
Ha CITBHIIC yYacThIM HA KOXKaTa UM CTaBHU OOJIKH.

CobpaedyeH MHGAPKT U HHCYJITH

WHdapkT 1 HHCYNTH ca HaOII0AaBaHU B TPOYYBAHE NPH MAIMEHTH C TICOPUA3UC, JIEKYBAHU C
ycTeknHyMa0. Bamust jgekap pefoBHO Iie MpoBepsiBa pUCKOBUTE (DAKTOPH 3a CHPICYHO 3a00sIBAHE U
WHCYNT npH Bac, 3a 1a e curypHo, 4e Te ce JeKyBaT o noaxo sl HaunH. He3abaBHO moTepceTe
MEMIIMHCKA TTOMOIII, aKO MOJIyuuTe 00JIKa B I'bPAUTE, CI1a00CT MiIM HEOOUYAHO yCelllaHe OT eHaTa
CTpaHa Ha TsUI0TO, OTIIYCHATOCT HA JIMIETO WX I'OBOPHU WX 3PpUTCIIHU CMYIICHUS.

Jeua v roHOIIM

Uzpruvo e ce nmpenophyBa 3a yrnotpeda mpH Jiena Ha Bh3pacT Hoj] 6 TOIWHU ¢ TICOPUA3UC WU MPU
JieTa v IOHOIIM Ha BB3pacT 1o 18 roauHu ¢ ncopuatudeH apTput u 6osect Ha KpoH, 3amoTo He e
MPOYYBaH MPH Ta3l Bb3pacToBa IpyTa.

Jpyru aexkapcTBa, Bakcunu u Uzpruvo
Tps0OBa na kaxxere Ha Bamms nexap wim papmanesr:

o AKo npreMaTte, HaCKOpO CTe MPUEeMalld WM € Bb3MOXKHO 2 IPUEMETE IPYTH JIEKapCTBa.

o Axko Hackopo Bu e nmpaBena niu nianupare 1a Bu ce npaBu BakcuHanus. JlokaTo U3Mos3Bare
Uzpruvo, Hsixou BUIOBE BaKCUHHU (KMBU BaKCHHH) HE TPsAOBa Jla ce Mpuiiarar.

o Ako cre nosryyaBanu Uzpruvo no Bpeme Ha OpeMEHHOCTTa, TpAOBa Ja KaKeTe Ha JIeKapsl Ha

6e6eto Bu 3a negenunero ¢ Uzpruvo, mpeau To 1a MOMydd KaKBaTO U J1a € BAKCHHA,
BKITFOUUTEITHO )UBH BakchHHM, kKaTo BIIJK BakcrHa (M3mon3BaHa 3a npejna3Bane ot
TyOepKyso3a). JKuBuTe BaKCHHU HE Ce MpenophuBaT 3a BameTo 6ebe mpe3 mppBUTE ABaHAICCET
Mecelna ciiell pakJJaHeTo, ako cTe norydaBaiyd UzZpruvo mo BpeMe Ha OpeMEeHHOCTTa, OCBEH aKo
nekapsT Ha Bamrero 6e6e He nmpenopbya Ipyro.

BpeMeHHoOCT U KbpMeHe

e Ako cTe OpeMeHHa, CMsITaTe, Y€ MOXKE Jla CTe OpEeMEHHA WK TUTaHupaTe OPEMEHHOCT,
nochBeTBaliTe ce ¢ Bamms nexap npean ynorpebara Ha TOBa JIEKApCTBO.

e He e nabnroaBaH 1Mo-BUCOK PHCK OT BpoJieHH JiepekT npu OedeTa, H3I0KEeHH Ha YCTeKNHYMal B
yrpobara. lanHute oT ynorpebara Ha yCTeKHHYMa0 MpH OpEMEHHH KeHH 00aue ca OrpaHHYCHU.
[Topanu ToBa € 3a IpeaImovYnTaHe 1a ce u30srBa yrmorpedara Ha UzZpruvo mo Bpeme Ha
OpEeMEeHHOCT.

. EdexTute Ha UZpruvo mpu 6peMeHHHN KEHHU HE ca U3BECTHH. AKO CTE KeHa C JIETSPOICH
MOTEHIIMAI, JKEIaTeNTHO € a He 3a0peMeHsIBaTe U Jja N3M0I3BaTe NOAXO I IPOTUBO3aYaThueH
MeTO/I, KoraTo u3non3eare Uzpruvo u moHe 15 ceamuny ciief| OCIEHOTO MIPHIaraHe Ha
Uzpruvo.

. Ycerekuaymad MOKe J1a TIpEMHHE TIpe3 TUIarieHTaTa B HepoIeHOTo 0ebe. AKO CTe TIOTydaBalii
Uzpruvo no BpeMe Ha OpeMeHHOCTTa cH, 6edeTo Bu Moxke 1a MMa O-BHCOK PUCK OT HH(EKIIHSL.
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o BaxHo € n1a kaxxeTe Ha JiekapuTe Ha Bamrero 6e6e 1 Ipyry MEIUIIMHCKH CIICITUATUCTH, aKO CTC
norygaBaiu UZPruvo mo BpeMe Ha OpeMeHHOCTTa CH, TIpean 0e6eTo 1a Moy KaKBaTo U Ja €
BakcuHa. JKuBu BakcuHH, KaTo BIJK BakcrHa (M3mon3BaHa 3a mpennasBaHe oT TyOepKyino3a) He
ce mpenopbuBaT 3a Bamero 6e6e npe3 mbpBUTE ABaHAAECET Mecela ciell paKJaHeTo, aKo CTe
nonyuaBaiau UZpruvo mo Bpeme Ha OpeMEHHOCTTa, OCBEH aKo JiekapsT Ha Bamero 6ebe He
npenopbsya JApyro.

o YcTekuHyMad MoXke Jia MPeMHUHE B KbpMaTa B MHOTO Mallku KoymdecTBa. [lockBeTBaliTe ce ¢
Bamwis nekap, ako KbpMHUTE WK aKo TUIaHKpaTe Ja KbpMuTe. Bue u Bamusit nekap tpsoBa na
peuuTe naiau TpsOBa ga KbpMHUTE WK Ja u3noi3sate Uzpruvo - He mpaBeTe U JABETE.

Ilodupane u padoTa ¢ MAIIIUHU
Uzpruvo He moBnusiBa WK TOBJIHSBA IPEHEOPEKUMO CIIOCOOHOCTTA 3a odupaHe U paboTa ¢
MaIlHHY.

Uzpruvo chabp:xa nojucopodoar 80
Toga nekapctBo chabpka 0,04 mg noaucopdat 80 BbB Beceku ml. I[TommucopOaruTe MoOrar aa mpuYUHAT
aNepruvHu peaknuu. TpsaoBa fa kaxere Ha Bamms nekap, ako UIMaTe YCTaHOBEHH alepruu.

3. Kaxk 1a m3nossBare Uzpruvo

Uzpruvo e npeaHa3HaueH 3a ynorpeda noa pbKOBOJCTBOTO M KOHTPOJIA HA JIEKap C ONUT B JICUEHUETO
Ha 3a00JsIBaHMs, 32 KOUTO € okazan Uzpruvo.

Bunaru n3nonsBaiite ToBa JekapcTBO TOUHO KakTo Bu e xazan BamusT nexkap. AKo He CTe CUTYpHH B
Heulo, nonutaiite Bamwst nexap. IloceBerBaiite ce ¢ Bamus nekap 3a ToBa, kora e Bu ce nocrassar
WHKEKIMHUTE U KOra IIE ca CJIEBAINTE KOHTPOIHU MIPETIIECIN.

KakBo xoauvecTBo UZpruvo ce mpusara
Bamusr siekap e perm kako konudectBo UZPruvo tpsibsa Jia mony4yuTe U 3a KaKbB MEPHOJT OT
BpeMe.

Bb3pacTHu Ha 18 roquHu WIH NMO-TOJIEMU
Ilcopua3suc M NCOPUATHYEH APTPUT

o [Ipenopruntennara HadanHa go3a € 45 mg Uzpruvo. [lanuenTu ¢ Terio Hax
100 xunorpama (kg) moxe na 3anouHar ¢ go3a 90 mg Bmecto 45 mg.
o Cnen HayanmHata J103a, cieaBaniara Bu nosa me Obae 4 ceqMuny no-KbCHO U cie]l TOBa Ha

Bceku 12 ceamunu. Crenpammre 1034 OOMKHOBEHO €a CHIUTE, KATO HaYaaHaTa 103a.

Bouect na Kpon

o ITo Bpeme Ha nedenueTo Bammsr nekap nie Bu nmpunoxu mepBaTa 1032 OT NPUOIH3UTEITHO
6 mg/kg Uzpruvo kankoBo BbB BeHa Ha pbkaTa (MHTpaBeHOo3Ha nH(y3us). Ciaes HadaaHaTa
Jlo3a 1TIe moay4duTe cieasamiara no3a 90 mg Uzpruvo ciex 8 cenmuim, ciaex ToBa Ipe3
12 ceqmuiy upe3 WHKEKIHS MO KOXKaTa (TIOAKOXKHO).

o [Ipu HAKOM MaNMeHTH, cliel IbpBaTa NoAKoKHa wrkekus, 90 mg Uzpruvo moxe na ce
npuiiara npes 8 ceaMuild. Bamnusr jgekap e peiiy Kora TpsoBa J1a OJIyYUTe ClIeABaIlaTa CH
J103a.

Jena u 10HOIIM HA 6 TOAMHU WJIM MO-TOJIEMHU

IIcopuasuc

. JlexapsT TpsOBa ma ompenenu nmpaBuiIHaTa 3a Bac 103a, BRIFOYUTETHO B KOJTMIECTBOTO (00eMa)
Uzpruvo, koiito TpsOBa Jja ce MHXXEKTHPa, 32 Ja € IpaBuiIHa fo3ara. [IpaBunHara 103a 3a Bac
1Ie 3aBHCH OT BameTo TenecHo Terno no BpeMe Ha BCsSKa J103a.

o Wma HannyeH ¢uakoH ot 45 MQ 3a zena, Ha KOUTO TPSIOBa J1a ce MPUIIOKH MTO-MaJIKO
KOJIMYIECTBO OT 45 Mg

o Axo Texwure mo-mainko ot 60 Kg, npenoppunrtennara no3a ¢ 0.75 mg Uzpruvo va kg TenecHo
TETJIO.
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o Axo texure ot 60 kg no 100 kg, npenopruntennara no3a e 45 mg Uzpruvo.

o Axo texxute noseue ot 100 kg, npenoppunrtennata goza e 90 mg Uzpruvo.

o Crnen nayanmHara 103a, cieBaniata Bu no3a me Obae 4 ceqMuny no-KbCHO U cie]] TOBa Ha
BCeKH 12 cenmuny.

Kaxk ce mpuiara Uzpruvo

. Uzpruvo ce mpuiara kaTo HHKEKIHS IO KoxkaTa (TIoaK0Ho). B HagamoTo Ha BareTo
neuenne, UZPruvo Moxe Aa ce MHKEKTUPa OT JIeKap M MEAULUHCKA CecTpa.

o Bue u Bamwsit nekap, obade Moxe na perure, ue Bue camu Moe J1a CU HHKEKTUpPATe
Uzpruvo. B takbeB ciay4aii e npeMuHETe 00y4YeHHEe KaK J1a Cu WHxKeKTrpaTe UZpruvo
CaMOCTOSITEITHO.

. 3a ykazaHus Kak Ja nmkekTapate UZpruvo BmxTe ,, YKa3aHUs 3a MPUWIOKEHNE” B Kpas Ha Ta3H
JIUCTOBKA.

I'oBopere ¢ Barus siekap, ako ©MaTe BBIIPOCH OTHOCHO TOBA KaK CaMU Ja MOCTaBATEe WHKCKIUATA.

AKo cTe H3M0/13BaJIU IIOBeYe 0T HeoOXoauMaTa 103a Uzpruvo

AKO cTe M3MO0JI3BaIM WK ca By npumnoxuny mosedye oT Heobxoaumara no3a Uzpruvo, nezabasHo ce
MOCHBETBAMTE ¢ JieKap win dapmaneBT. Bunaru HoceTe ¢ Bac kapToHeHaTa omakoBKa Ha
JIEKapCTBOTO, IOPH U J1a € IIpa3Ha.

AKoO cTe nponycHaau aa usnoJssare Uzpruvo
AKO cTe TIpoITyCHaJM /1032, CBhpKeTe ce ¢ Bamms nekap mmm ¢apmarnieBT. He mpunaraiite nBoitHa
71033, 3a J1a KOMIIEHCUpaTe [IPOIlycHaTaTa 103a.

AKo cTe crpeu ynorpedara na Uzpruvo
He e omacno na cripere ynorpe6arta Ha Uzpruvo. Ako obaue s ciipete, Bamure cuMntoMu Moxe J1ia ce
BBH300HOBSIT.

AKO UMaTe HSIKaKBH JIOITBIHUTEIHN BBIIPOCH, CBBP3aHH € YIIOTpebaTa Ha TOBa JICKAPCTBO, MOMHUTANTEe
Bamus nexap uinu papmarienr.

4, Bb3MOKHHU HeKeJTaHU peakuuuun

Kakro Bcuukm JICKApCTBA, TOBA JICKApPCTBO MOXKE J1a MTPECAN3BHUKA HCIKCIaHU PCAKIIUH, BBIIPEKU Y€ HC
BCCKM I' ITIOJTy4aBa.

CepuHo3HH HexkeTaH! PeaKIuu
Hsaxown manmeHTH MoXe J1a UMaT CepUO3HHI HEXeJlaH! PEakiluy, IPH KOUTO Ja Ce Hajlara CIemIHo
JIEUCHHUE.

AJIeprUYHM peakIiu — MOsKe 1a N3MCKBAT clelIHo JedeHue. UHpopmupaiite Bamust nexap nim
He3a0aBHO NMOThpPceTe CelIHa MeUIIUHCKA MOMOIII, aKO0 3a0esIe/KuTe HAKOH OT CJIeIHUTE
NpU3HAIM.
e (CepHO3HHTE aEepTUYHU peaKlny (,,aHaUIaKcHs”) ca peaKH MpH Xopa, MPHEeMaIH
ycrekuaymab (Moxke na 3acerHat n0 1 Ha 1 000 gymm). [Ipusnanure BKItOYBaT:

o 3aTPYJIHEHO JIMIIAHE UITK MIPETIIbIIAHe
o HUCKO KPBBHO HaJISiTaHE, KOETO MOXKE Ja NPUUYUHU 3aMastHOCT WJIM CBETOBBPTEK
o MOJyBaHE Ha JIMLETO, yCTHUTE, yCTaTa WIK I'bPJIOTO.
. UecTuTe MpU3HANM HA AJIEPTHYHA PEAKINs BKIIFOYBAT KOKEH OOPUB U ypTUKApHS (MOXKE Ja

3acernat 1o 1 Ha 100 gymm).
B peaxu ciaydan ce cb001aBar ajileprudHu 0e10Apo0OHM peakuuu U 0e10ApOo0HO Bb3NaJIeHHe

NP NAAEHTH, KONTO MOJIy4YaBaT yCTeKMHyMa0. YBegomere BeqHara Bamms gekap, ako
MOJIyYUTe CHMIITOMH KaTO KallJIMIA, 3aAyX U BUCOKA TeMIlepaTypa.
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AKO TIOTyYuTe CeprO3Ha aJepruyHa peakius, Bammsar nexkap Moxe aa permw, ue Bue He TpsaodBa qa
ynorpebsiBate UZpruvo oTHOBO.

HNndexnnn — Moske 1a M3UCKBAT clielIHo JieyeHue. Undopmupaiite Bamms gekap, ako
3a0eJ1eKuTe HAKOM OT CJIeAHUTE PU3HALM.

o WH(EKIUUTE Ha HOCA WM T'HPJIOTO M MPOCTyIaTa ca 4ecTH (MOXe Ja 3acerHar Jo 1 Ha
10 aymm)

. WH(EKITUUTE Ha TOJIHATE JUXATETHU MBTHINA (TPBIHA HHGEKITNH) ca HedecTH (MOXKe 1a
3acernar a0 1 Ha 100 gymm)

. BB3MAJICHUETO Ha TOJJKO’KHATA ThKaH (IIEIyJIHNT) € HeuecTo (MOXKe J1a 3acerse 70 1 Ha
100 mymm)

o xepriec 30ctep (Bu 00Jie3HEH 00OPUB ¢ MEXypH) ca HEUYeCTH (MOKE Jia 3acerHar Jio 1 Ha
100 mymm)

Uzpruvo moxke 1a Hamanu ciocooHocTTa Bu na ce 6opure ¢ uadekimu. Haxon nadekumn Moxe 1a
CTaHAT CEPHO3HU M MOXKE J1a BKIIOYBAT MHPEKIINU, IPHYMHEHH OT BUPYCH, 'BOWYKH, OaKTepuu
(BKJIFOUUTENHO TyOEpKYyII03a) UK Mapa3uTH, BKIFOUUTETHO MH(PEKIINU, KOUTO Bb3HUKBAT MPEIHUMHO
IpY Xopa ¢ oTciiabeHa MMyHHA cUcTeMa (OMOPTIOHUCTHYHY nHpeknyn). [Ipy nanuenTy, momyvyapaniy
yCTeKHHyMab, ce chO0IIaBaT OMOPTIOHUCTUYHN HHPEKITUN Ha MO3bKa (€HIe(auT, MEHUHTHUT),
OenuTe MPOOOBE U OUHTE.

Hoxato ymorpedssare Uzpruvo, tpsoBa aa ciequte 3a nmpu3Hany Ha wH(eKws. Te BKIroYBar:
BHCOKa TeMIIEpaTypa, TPUIIONOI00HN CHMIITOMH, HOIITHO TIOTEHE, 3ary0a Ha TerJio

yMoOpa WM 33/1yX, yIIOpUTa KallIhLa

TOIJIa, 3a4epBEeHA M OOJIE3HEHA KOXKa MM 0OJIE3HEH KOXKEeH 0OpHB ¢ MEeXypHu

napeHe Mpu ypuHUpaHe

JAapust

3pUTEITHO CMYIIEHHE WM 3ary0a Ha 3peHHe

r1aBo0osMe, CKOBAHOCT Ha BPaTa, YyBCTBUTEIHOCT KbM CBETIIMHA, FAJIeHE WIN 00BbPKAaHOCT.

Wndopmupaiite Bamms nekap BeqHara, ako 3a0einexuTe HIKOH OT Te3u npu3Hany Ha nadekuus. Te
Morar Aa ObJaT NpU3HANY Ha HH(EKIIUN KaTo TPhJIHN HHPEKIIUH, KOKHA HHPEKIINHU, XepIec 30CTep
WM ONOPTIOHUCTHYHH MH(EKLINHU, KOUTO MOTaT Jja JOBEAAT /10 CEPUO3HH YCIOXKHEHHS.
Wudopmupaiite Bamms ekap, ako nMare HIKaKBa yIopuTa WK TOBTapsa ce nHdeknus. Bammst
JIeKap MOJKe Jia pelliy, ue He TpsiOBa Aa ynotpedsate Uzpruvo, mokato HHPEKIUITa He Obe
U3IEKyBaHa. ¥YBenpoMeTe Bamus iekap, 1 ako UMaTe OTBOPEHH paHU WM HapaHsSIBaHMs, ThbH KaTo
MOJe J1a ce MH(EKTUpaT.

JIromeHe Ha KOKATA — HHTEH3NBHOTO 3a4YepPBsIBaHE U JIOIIEHE HA KOKATA HA MO-T0JISIMA TIJIOIT
0 TSJIOTO MOJKe /1a ca CHMIITOMHM HA ePUTPOJEPMHUYECH NMICOPHAZHMC MIIN eKc(omaTHBeH
AepMATHUT, KOMTO Ca CEPHO3HU KOKHH 3200/ IIBaHUsA. AKO 3a0ejeKuTe HAKOH OT Te3u NMPU3HALM,
TpsadBa 1a nHopMmupare Bamus gexap He3abaBHO.

I[pyl"l/l HEKEJIAaHU pCaKIIuU

YecTH HexkeIaHH peakuuu (Moxe jaa 3acerHar a0 1 Ha 10 gymm):
Japust

rajieHe

MOBpBIaHEe

ymopa

3aMasHOCT

riaBo0osue

chpOex (IpypHTYC)

Ooika B rbp0a, MyCKYJIUTE WIJIH CTABUTE
BB3IAJICHO T'bPIIO

3ayepBsiBaHe U 00JIKA HA MSICTOTO HA MHXEKTHPaHe
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I/IH(l)eKI_II/I}I Ha CUHYCHUTC

HeuecTu HeskeaHu peakuuu (Moxe na 3acersHat 1o 1 Ha 100 pymmm):

WH(EKITUN Ha 3p0HTe

BarvHajHa HHPEKINS, MPUIUHEHA OT I'bOMYKH

JieTpecHst

3aIyIeH HOC HITH XpeMa

KbPBEHE, MOCHHIBAHE, BTBBP/ISIBAHE, MIOIyBaHE U ChPOEK HA MICTOTO HA HHKEKTUPAHE
ycemaHe 3a cabocT

criaJilaHe Ha Kiieraya v U3KpUBSBaHEe HAa MYCKYJIHTE Ha eTHATa TIOJIOBHHA Ha JIUIETO (,,JJHIIEBa
napanusa” WiH ,,iapanu3a Ha ben”), KosiTo 0OMKHOBEHO € BpeMEeHHA

MPOMSIHA Ha TICOPHA3UCA ChC 3aUepBsIBAHE U HOBU MAIIKH, JKBIITH WIH OCITH MEXYPH TI0 KOXKaTa,
MIOHSKOTa MPUIPYKEHU € TeMIiepaTypa (IycTyI03eH IICOPHUA3HUC)

OeclieHe Ha KokaTta (eKcQoraius Ha KoyKaTa)

aKHe

Penxu Hexe1aHM JekapcTBeHu peakuuu (Moxe na 3acertat 1o 1 #a 1 000 gymm)

3ayepBsBaHE U JIOMICHE HA KOXKATa HA TO-TOJIsIMA TUIOI 110 TSI0TO, KOUTO MOXKE JIa ChpOST HITH
Ja ca bone3HeHu (ekcoyimaTUBeH aepMatuT). [10100HN CHMITTOMHM TTOHSIKOTA CE Pa3BUBAT KaTo
€CTEeCTBCHA POMSIHA HA BUJIA HA CUMIITTOMUTE Ha MCOPHUA3UC (EPUTPOICPMHUYICH ICOPUABHIC)
Bb3naneHue Ha MaJIKUTE KPhbBOHOCHU ChJIOBE, KOSTO MOXKE J1a JIOBEIE 10 KOKEH O0PUB C MaJIKH
YEepBEHU WU JINJIABU TOTYyTUHH, TEMIIEPATypa WK 00JIKa B CTAaBUTE (BACKYIIUT).

MHoro peaku HexKeJIaHU JeKapcTBeHH peakunu (Moxe fa 3acerHat 1o 1 #a 10 000 myrmm)

OO0pa3yBaHe Ha MEXypH T10 KOXKaTa, KOSITO MOXe Jia ObJie 3a4epBeHa, chpOsia U 00Ie3HeHA
(bymnozen nemduromnn)

KOXKEH JTYIyC epUTEeMaTO/IeC U JyMyc-mo00eH CHHAPOM (YepBEeH, HaJUTHAT, JIFOIICI] Ce OOpPHB
B M3JI0)KEHHUTE Ha CITBHIIC YUaCThIIM HA KOXKaTa, KOUTO MOXKeE J1a € TIPUIPYKEH OT OOJIKU B
CTaBUTE).

Cho0maBaHe Ha HesKeJAHH PeaKIuu

AKO TOITyuHTe HSIKaKBU HEXEJIaHH JISKApPCTBEHU peakiiy, yBejoMere Bamus nexap i gapmarenT.
ToBa BKJIFOYBA M BCUYKU BE3MOKHU HEONMCAHM B Ta3M JINCTOBKA HEXKEJIAHU peakiu. MoxeTe ChIIo
J1a ChOOLIUTE HEXKENIaHU PEAKLUHN JUPEKTHO Ype3 HallMOHAJIHATa CUCTEMA 3a ChOOIIaBaHe, IOCOYEHA B
Ipunoxenue V. Kato cpo01aBaTe HexeNaHU peakiUy, MOXKeETe 1a 1aieTe CBOS IPUHOC 3a
HoJTy4aBaHe Ha MOBEYe HH(POPMAIIHS OTHOCHO 0€3011acHOCTTa Ha TOBA JISKAPCTBO.

Kak na coxpansBate Uzpruvo

[la ce cpxpaHsiBa Ha MSCTO, HEJJOCTBITHO 32 JICLA.

Ja ce cpxpansa B xnamuHuK (2°C—8°C). Jla He ce 3ampazsBa.

CoxpassBaiiTe MpeABAPUTEIHO HAITbJIHEHATa CIIPUHIIOBKA B KAPTOHEHATa ONIaKOBKa, 3a J1a ce
MpeJnasu OT CBETINHA.

[IpenBapuTenHo HarbJIHEHATa CIPUHIIOBKA TPsiOBa /1a ce OCTaBH Ja JOCTUTHE CTaliHa
Temmeparypa (MpuOIM3UTETHO MOJIOBHH Yac).AKo € Heo0xoaumo, oTaerante Uzpruvo
NpeABapUTEIHO HATBJIHEHHU CIIPUHIIOBKH MOXE ChIIO /1a CE ChbXPaHIBaT NIpU CTaiiHa
temmneparypa 1o 30°C 3a MmakcuMyM enuH nepuon 10 30 JHU B OpUTHHAIIHATA KapTOHEHA
OTTaKOBKa, 3a J]a ce MPEeana3saT OT CBETINHA. 3alHIIeTe JaTaTa, Ha KOSTO MPEeIBAPUTEITHO
HaITbJIHEHATa CIPUHLIOBKA € M3BaJlcHa 32 IbPBH BT OT XJIaJMIHUKA U 1aTaTa Ha U3XBbPIISTHE
Ha 0003HauCHNUTE HA BHHIIIHATA KAPTOHEHA OMaKoBKa MecTa. [lataTa Ha H3XBBPIIIHE HE TPsOBa
Jla € clie/l OpUrMHAJIHUA CPOK Ha TOJTHOCT, OTIIeUaTaH BbpPXY KapTOHEHaTa onakoBKa. Ciell KaTo
BEJIHBK CIPUHIIOBKATa ¢ Onjla chXpaHsaBaHa IpH craiiHa Temmepatypa (10 30°C), Ts1 He TpsiOBa
Jia ce BpbILa B XJIAAWIHUKA. VI3XBbpIiieTe CIPUHIIOBKATA, aKO HE CE M3II0JI3BA CIIE ChbXPaHCHHE
IpY CTaiiHa TemIepaTtypa B paMkuTe Ha 30 JHU WM cJe] U3THYaHe Ha OPUTHHAIHUS CPOK Ha
TOJHOCT, B 3aBUCUMOCT OT TOBa, KO€ OT JIBE€TE HACTBIIU I10-PaHo.
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o He pasknamaiite npenBapuTenHo HamrbiHeHUTE cripuHioBkH Uzpruvo. [poabmxutenHoTo
€HEPIUYHO pa3KiIallaHe MOXKE J1a IOBPEAH JIEKaPCTBOTO.

He u3noJi3BaiiTe ToBa JieKapCcTBO:

° CJIe]l CpOKa Ha TOJHOCT, OTOeNsI3aH BhPXY €TUKETa U KapTOHEHATa OMaKOBKa CIIe]
»EXP*“/,,Lonen no:*“. CpoKbT Ha TOJHOCT OTTOBAPs HA MOCIEAHUS JCH OT MOCOUYCHUS MECEII,

. aKO TEYHOCTTA € C IPOMEHEH I[BAT, MbTHA WJIM B Hesl Ce 3a0esI3BaT IUTYBAIU YY>KIH YaCTHIIN
(BmxTe TOuKa 6 ,,Kak m3rneskma UZpruvo u kakBo ChIbpika OMaKoBKaTa™);

° aKo 3HAeTe WM CMATATe, 4e MOJKe /1a € Onia N3NIo)KeHa Ha eKCTPEMHH TeMIieparypu (KaTo
WHITUICHTHO 3aMPb3BaHE WU 3arPsiBaHE);

° aKO TPOIYKTHT € OWJI €eHepPrUYHO Pa3KIIaTeH.

Uzpruvo e camo 3a eqHokpaTHa ynorpeda. Hem3noa3BaHUAT MPOIYKT, OCTaHANI B CIIPUHIIOBKATA,
Tps0Ba 1a ce u3XBbpiu. He M3XBBHPIIAiTE IeKapcTBaTa B KaHAIM3ALMATA WITH B KOHTEITHepa 3a
JoMairHu oThaabiy. [lonuraiite Bamus gapManieBT Kak 1a U3XBBPIIATE JICKapCTBaTa, KOUTO BEYE HE
n3nosizBare. Te3u MEpKH 1€ CIIOMOTHAT 3a OMa3BaHE Ha OKOJIHATA CPelia.

6. Cbm)pma}me HAa OMAKOBKAaTa U JO0IIbJHUTEC/IHA I/IH(l)OpMaIII/Iﬂ

Kaxkso cpabp:xa Uzpruvo

o AXTHBHO BEIIECTBO: YCTEKUHYMa0. Besika mpeiBapuTeHO HAITbJIHEHA CIIPUHIIOBKA ChIbpiKa
45 mg ycrexkunymab B 0,5 ml.
o JIpyru ¢hCTaBKU: XUCTHINH, XUCTHIMHOB MOHOXUAPOXIOpH I, moaucopbar 80 (E433), 3axaposa

¥ BOJIA 32 HHXKEKIHH.

Kaxk m3riaexxaa UZpruvo u KakBo ChAbPiKa OMAKOBKATA

Uzpruvo e 6ucTbp, Oe31BeTeH 10 0JIeI0KBJIT HHKEKIIMOHESH Pa3TBOp, 0e3 BUAMMHU YacTuly. JloctaBs
Ce B KapTOHEHA OMAaKOBKa, ChIbpiKallla e/IHa CThKJICHA TPEIBAPUTEITHO HAIThJIHEHA €IHO030Ba
cnpuHioBka 1 ml. Besika mpeiBapuTeTHO HAITbIHEHA CIIPUHIIOBKA ChIbpPKa 45 mg yCTEKHHYMa0 B
0,5 ml umXeKIMOHEH Pa3TBOP.

IIpuTeskaTes HA pa3peLIeHUETO 32 ynoTpeda
STADA Arzneimittel AG

Stadastrasse 218

61118 Bad Vilbel

I'epmanus

IIpousBoaurean
Alvotech Hf
Semundargata 15-19
Reykjavik, 102
Ucnangns

STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel
T'epmanus

3a AoNbIHUTENTHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHSI
NpEeJICTABUTEN Ha MPUTEKATEIS Ha Pa3pelieHHETo 3a yIoTpeoa:

Belgié/Belgique/Belgien Lietuva
EG (Eurogenerics) NV UAB ,,STADA Baltics*
Tel/Tel: +32 24797878 Tel: +370 52603926
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bbarapus

STADA Bulgaria EOOD
Ten.: +359 29624626
Ceska republika
STADA PHARMA CZs.r.o.
Tel: +420 257888111
Danmark

STADA Nordic ApS

TIf: +45 44859999
Deutschland
STADAPHARM GmbH
Tel: +49 61016030

Eesti

UAB ,,STADA Baltics*
Tel: +370 52603926
EALdoa

DEMO S.A. Pharmaceutical Industry
TnA: +30 2108161802
Espafia

Laboratorio STADA, S.L.
Tel: +34 934738889
France

EG LABO - Laboratoires EuroGenerics
Tél: +33 146948686
Hrvatska

STADA d.o.o.

Tel: +385 13764111
Ireland

Clonmel Healthcare Ltd.
Tel: +353 526177777
island

STADA Arzneimittel AG
Simi: +49 61016030
Italia

EG SpA

Tel: +39 028310371
Kvbmpog

DEMO S.A. Pharmaceutical Industry
TnA: +30 2108161802
Latvija

UAB ,,STADA Baltics*“
Tel: +370 52603926

Luxembourg/Luxemburg
EG (Eurogenerics) NV
Tél/Tel: +32 24797878
Magyarorszag

STADA Hungary Kft

Tel.: +36 18009747

Malta

Pharma.MT Ltd

Tel: +356 21337008
Nederland

Centrafarm B.V.

Tel.: +31 765081000
Norge

STADA Nordic ApS

TIf: +45 44859999
Osterreich

STADA Arzneimittel GmbH
Tel: +43 136785850
Polska

STADA Pharm Sp. z.0 0.
Tel: +48 227377920
Portugal

Stada, Lda.

Tel: +351 211209870
Roméania

STADA M&D SRL

Tel: +40 213160640
Slovenija

Stada d.o.o.

Tel: +386 15896710
Slovenska republika
STADA PHARMA Slovakia, s.r.o.
Tel: +421 252621933
Suomi/Finland

STADA Nordic ApS, Suomen sivuliike
Puh/Tel: +358 207416888
Sverige

STADA Nordic ApS

Tel: +45 44859999

JIaTa Ha MOCJCAHO NMpepasrjackaaHne Ha JIMCTOBKaTa

Jlpyru u3TOYHUIM HA HHpOpMANHA

IToapoOHa uHoOpMalKs 3a TOBa JIEKApCTBO € IIpeJocTaBeHa Ha yeOcaiita Ha EBporetickata areHIus

1o JiekapctBaTa https://www.ema.europa.eu/.

[MonmpobOHa nHbopMaIs 3a TOBA JIEKAPCTBO, BKIFOUYUTEITHO BHJICO 32 U3MOI3BAHE HA MIPEBAPUTEITHO
HaIThJIHEHATa CIPUHIIOBKA, € HAIMYHA Ype3 ckaHupaHe cbe cMapTdoH Ha QR koxa, n300paszeH mo-
JOJTy WJIM BBPXY KapTOHeHaTa onakoBka. Chiata HHpOpMaIHs MOXe Jja HAMEPHUTE Ha CIICAHUS JTUHK:

uzpruvopatients.com
QR kon
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Yka3anus 3a MPUJI0KCHHUE

Yxka3anus 3a ynorpeda

Uzpruvo 45 mg uH:KeKIMOHEH Pa3TBOP B NPeABAPUTEIHO HATbJIHEHA CIIPUHIIOBKA
YCTeKMHYMAa0

32 MOAKOKHO NPHJIOKEHUE

IIpoyeTe BHMMATEJIHO Te3W HHCTPYKUUH 32 yHoTpeda npeau aa uznospare Uzpruvo
HH/KEeKIMOHEH Pa3TBOP B NpeABAPUTEIHO HANbJIHEHA CIIPUHIIOBKA.

B nauanoto Ha leueHUETO METUIIMHCKY crienuanucT e Bu noctaBu Bamarta nmbpea nmxkekuus. Bue
u Bammsr nexap obade Moxke n1a pemunre, 9e Bue cammu Moxe ma cu umkektupare Uzpruvo. B Takss
CITy4aii 111e MpeMHUHeTe 00yUYeHHe Kak Ja umkektupare Uzpruvo. l'osopere ¢ Bamms nekap, ako nmate
BBIIPOCH OTHOCHO MOCTAaBAHCTO HAa MHXXCKIHATA.

Basxkna undopmauus

o Camo 32 IOAKOXKHO MPHUIIOKECHUE

. He cmecBaiite Uzpruvo ¢ apyru TeYHOCTH 32 HHXKEKIIUS.

. He paskmnamaiite Uzpruvo rpenBapuTeTHo HabIHEHUTE CIpUHIIOBKY. [[prauHara 3a ToBa e,
4e CHJIHOTO Pa3KJIalllaHe MOXKE Jja IOBPEU JIEKapCTBOTO.

o He ynorpe0sBaiite 1ekapcTBOTO, ako € OMIIO CUIIHO pa3KiIaTeHo. B3emeTe HOBa IpeiBapUTEIHO

HaITbJIHCHA CIIPUHIIOBKA.

[IpoBepeTe mpeaBapUTEIHO HATBIHCHUTE CIIPUHIIOBKH, 32 Ja CTE CUTYPHH, 4e:

o OpOoSAT Ha CIPUHIIOBKUTE U KOHIIEHTPAIIHATA Ca MTPABIITHI
0 Ako Barnara f103a e 45 mg, TpsiOBa J1a U3I0JI3BaTe €HA MIPEIBAPUTEIIHO HAITbIHEHA
crpunnoBka Uzpruvo, ceappxaima 45 mg
0 Ako Bamara no3a e 90 mg, TpsiOBa Jia H3MOJI3BATE JIBE MPEIBAPUTEITHO HAITBJIHEHN
crpunoBkr Uzpruvo ceabprkainy 1o 45 mg Besika, u 1ie TpsOBa Ja CH IOCTaBUTE JIBE
umkekun. Mzoepere Be pa3InyHA MeCTa 32 HHXEKTHpaHe (HaTp., €{Ha HHXKEKIUS B JIECHUS
KpakK W JIpyra — B JIEBUs), KATO HANPaBUTE WHXEKIIUUTE €HA CIIE]] Ipyra

TOBA € MPABIITHOTO JIEKAPCTBO

HE € U3TEeKbJ CPOKBT Ha TOJTHOCT

MpeIBApUTETHO HAIThJTHEHATa CIPUHIIOBKA HE € TIOBpe/ieHa

Pa3TBOPBT B MPEIBAPUTEITHO HAITBITHEHATA CIIPUHIIOBKA € OMCTHP, OE3IBETEH JI0 JIEKO XXBIT U

0€e3 BUIUMH YaCTHIIH

Pa3TBOPBT B MPEABAPUTEIIHO HAIIBJIHEHATA CIIPUHIIOBKA HE € 3aMpa3siBaH

. IIpenu npunarane Uzpruvo tpsoBa ga JOCTHTHE CTaifHa Temreparypa (IpuOIu3UTETHO 32

OKOJIO ITOJIOBUH Yac)

Ha ¢urypa 1 e nokazano kak u3riexaa Uzpruvo npeaBapuTesHo HaTbIIHEHATA CIIPUHIIOBKA.
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Byrano Kopnyc na
CrpuHIOBKaTa uria Kallaue Ha urjiara

®@urypa 1
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1. IToaroTBeTe MaTepUAINTE:
IToarorBere MaTepuauTe, KOUTO ca HeOOXoMUMHU 3a BamaTa urxekus. Bue numare Hyx/a OT:
® AHTUCENTUYHH KbPIHYKU
MaMy4YHH TaMIIOHU WJIA TAMIIOHU OT MapJist
3aJIensIa ce MpeBpbh3Ka
npennucanara Bu no3za Uzpruvo (Buwxkte durypa 1)
VYcroituns Ha mpoOHBaHe KOHTEHHED 32 U3XBBHPIISHE HA OCTPH NpeaAMETH (HE € BKITIOYCH).
Bmxre durypa 2.
Cr0epeTe BCHUKH MaTepUAIM, OT KOUTO C€ HYXKIA€Te M TH MOCTABETE BhPXY YMCTa TOBBPXHOCT.

IIpenBaputenHo 3anensdma ce AHTHCENTUYHH KbPIIUYKK IaMydeH TaMIIOH  yCTOWYHUB Ha
HaI'bJIHEHA IIpeBpB3Ka WM TaMIIOH OT npobuBaHe
CIIPHUHIIOBKA Mapis KOHTEHHEP
Uzpruvo 3a M3XBBPISHE
Ha OCTpH
IpEeAMETH
®urypa 2

2. N30epeTe U MOATOTBETE MSICTOTO 32 HHKEKI[HA
N36epere MACTOTO 3a HHKEKIMs (BHKTE BuUrypa 3)

. Uzpruvo ce npuiiara Kato HHKEKIUs M0/ Koykarta (IOAKOKHA HHKESKIIUS)

o N36epere MACTO Ha MHKEKTHPAHE.

o [Moaxomsiim MecTa 3a MHXKEKTUpAHE ca FOpHATa 4acT Ha OejpoTo, celaniiHaTa 001acT Hin
o0J1acTTa OKOJIO KOpeMa Ha pa3CTOsSHUE Hail-Mallko 5 ¢M OT IrbIa

o Axko OonHornenad Bu momara rmpu nocTaBsiHETO Ha MHXKEKLUATA, TOW/TS MOXe /1a u3depe u
ropHaTa 4acT Ha pbhKaTa KaTo MsICTO 3a MHXKEKTUpaHe (BHxK ¢urypa 3)

o N36upaiitTe pa3muvHO MICTO Ha MH)KEKTHpaHe 3a BCAKa MHXKEKIs. He mocTaBsiiTe HHKEKIUS

Ha 00J1aCTH OT KOXaTa, KOUTO Ca HapaHCHH, C KPbBOHACAAAaHEC, 3a4CPBCHU UJIN TBBPAU.

A

Ob6nacTuTe, MapKUpaHH B KBJITO Ca MPENOPHUNTENIHN MECTAa HA HHKEKTHPAHE

®urypa 3
IMoaroTBeTe MSICTOTO 32 HHKEKTHPaHe
o Wzmuiite ppiieTe cu MHOTO J0OpE ChC callyH U TOIUIA BOJA.
o [Touncrere KOXkaTa Ha MACTOTO 33 HHXEKTHPAHE C AaHTUCENTUYHA KbPIIHUKA.

He noxocBaiiTe moBede Tazu o0JracT J0 IOCTaBAHCTO HA MHKXCKIIUATA. OcraBeTe Ko)KaTa Ja
H3CHXHC MPEAN MHIKCKIUATA.
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He nyxaiite BbpXy MmouncTeHara ooaact
He umxekrtupaiite npe3 apexu

3. CBaseTe kanaukara Ha urJjarta (¢purypa 4)

Caarnere Karmaykara Ha WTJIaTa, KOraTo CTe TOTOBHU Ja WHXXeKkTupaTe Uzpruvo

He nokocaiite OyTanoTo, JOKAaTO CBaJsATe KalmaykaTa Ha UTiaTa

IIpunspikaiiTe KOpIyca Ha IPeIBAPUTEITHO HAITBTHEHATAa CIIPUHIIOBKA C €/THA PBKa U PA3KO
M3IbpIaiTe KalaykaTa Ha UIJIaTa B IpaBa Mocoka (Bmwxre gurypa 4)

M3xBbprere kanaukata Ha uriarta. He s moctaBsiiiTe OTHOBO.

Moske ma 3a0enexuTe Karka TEYHOCT Ha BbpXa Ha uriara. ToBa e HOpMaiHO.

He noxocsaiiTe uriata v He 1 JONUPANTE B APYTHU MOBBPXHOCTH.

WmxexTupaiite mo3aTa BegHara, oM CBajJINTe Kalavykara Ha UIiiara.

(N
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4. Un:keKkTHpAaiiTe 103aTa
XBaHeTe CIPUHIIOBKATA

XBaHeTe KOopIlyca Ha IPeIBApUTEIIHO HAITbIHEHATa CIIPUHIIOBKA MEKIY MaJIel] U IoKa3aiena
(BmkTe durypa 5) Ha enHATa phKa

He usnosnsBaiite npeaBapuTeIHO HAITBIHEHATa CIIPUHIIOBKA, aKO TTaJHE C OTBOPEHA UIia. AKO
TOBA C€ CIIy4H, MOJISI CBbp>KeTe ce ¢ Bamus nexap wiu GapManeBT 3a HHCTPYKLHH.

He uznppmBaiite OyTanoro.

®urypa 5

3axBaHeTe KO>KHA T'hbHKA U BKapaﬁTe uriiara

WsnonsBaiiTe gpyrara ppKa, 3a 1a XBaHEeTe KOJKHA I'bHKA OT TIOYMCTEHATA YacT Ha KOXKaTa.
3anpbKTe 3APaBo.
C enHo OHP30 IBIKCHHUE BKapalTe UTIIaTa B KOXaTa IO bI'bd 45° (BrkTE Qurypa 6)
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HuxekTupaite 1eKapcTBOTO
e MmxexTupaiite nsnaTa TEYHOCT, KaTO M3MIOI3BATE MaJela 1a HAaTUCKa OyTalIo0To Mpe3 LAJI0TO
BpeMe 10 U3Mpa3BaHe Ha CIIPHUHIIOBKATA (BIKTe urypa 7)

®urypa 7

Ilycuere urnara na ce npudepe
e Koraro OyTanoTo CTUTHE 10 Kpas, He OTIyCKalTe HaTUCKa BbpXY IllaBaTa My. M3Bajiere
urjara v IryCHETE KoxKarta.
e baBHO OTCTpaHeTe Majelna Cu OT IJiaBata Ha OyTanoTo. byTanoro 1me ce mpuIBMKH Harope
3aelIHO ¢ nphcTa By, 10KaTO IisaTa uriia ce mokpue ¢ npeanasureis (Buxre purypa 8).
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®urypa 8

5. Cnen uH:KeKTHPaHeE:

e (Cren HXXEKTHpaHEe, IPUTHUCHETE TAMYYIHHS TAMIIOH WIIA Mapiisi BPXY MACTOTO Ha
HWHXEKTUPAHE B MPOIBIIKECHUE HA HIKOJIKO CEKYHIH, CIIE] KaTO MOCTABUTE MHXKEKIUATA
(BmwxTe purypa 9).

e Bb3MOXHO € Ha MACTOTO Ha MHXKEKTHPAHE Jja UMa MaJIKO KOJIMYeCTBO KpbB. ToBa e
HOPMAJTHO.

e He pa3rbpkBaiiTe Ko)kaTta Ha MSICTOTO Ha MH)XKEKTUPAHE.

e  Moxke 1a CIOKUTE MalKa JIETIeHKa BbPXY MICTOTO Ha HHXEKTHPAHE, aKo € HE0OXO0IUMO.

®urypa 9

6. U3xBbpIisiHe:

e [locraBeTe M3MON3BAHUTE CIIPHHIIOBKH TPsIOBa B HEMMPOOHMBaEM KOHTEHHED, KATO KOHTelHepa
3a OCTPH IPEAMETH C€ U3XBBPJIS ChIVIACHO MECTHUTE pasnopendu. He usxswpiisiite
U3M0JI3BaHHUTE CIIPUHIIOBKY B KOHTEHHEp 3a JOMAIIHH oTHaabiu (BXK. purypa 10).

e  AHTHCENTHUYHHUTE KbPIHYKH U APYTH KOHCYMAaTHUBH MOKE J1a CE€ U3XBBPIIAT B OOIIUS OOKITYK.

e He usnon3BaiiTe MOBTOPHO CIPUHLIOBKUTE 32 Bama Ge30macHOCT U 3/1paBe U 3a
Oe3omacHocTTa Ha Apyrute. U3xBopisiite Bamms koHTeHED 32 OCTPH NMPEIMETH B
CHOTBETCTBHE C MECTHHUTE pa3nopenou.

®urypa 10
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JlncroBka: undopmanusi 3a NoTpeduTENs

Uzpruvo 90 mg uH:KeKUHOHEH PAa3TBOP B NMPEABAPUTE]HO HATbJIHEHA CIPUHIIOBKA
ycrekunyMa0 (ustekinumab)

vTosn JIEKapCTBEH MPOYKT MOAJICIKH Ha JOMBIHUTEIHO HabmoaeHne. Tosa 1ie mo3Boiu 6p30To

YCTaHOBSIBaHE HA HOBa MH(POPMAIIUs OTHOCHO Oe3omacHocTTa. MoxeTe Jia 1ajieTe CBOs MPHHOC, KaTo
CHOOIIUTE BCSKA HEXXETaHa Peakilys, KOATO CTe MOTYUMIIN. 3a HaurHA Ha ChOOIIIaBaHe Ha HEeXKeTaH!

peaKInu BIKTE Kpas Ha TouKa 4.

IIpoyeTrere BHMMATEIHO USJIATA JIMCTOBKA, IIPEeAH 12 3alI0YHeTe 12 U3I0/I3BaTe TOBA
JIEKapCTBO, Thil KaTO TS ChABP:KA BaxkHa 3a Bac nundopmanus.

Ta3u JMCTOBKA € HANIMCAHA 32 MaLMeHTa, KOWTO NpueMa JIeKapcTBOTO. AKO CTe POAMTeJ WU
HACTOMHUK, KOWTO e npuaara UZpruvo Ha aere, MoJIsi poYeTeTe BHUMATETHO Ta3U
HHGopmanus.

- 3amaseTe Ta3u JUCTOBKA. Mojke 1a ce HalloXkKU Ja s IIPOYETETE OTHOBO.

- AKO UMaTe HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TonuTaiiTe Bamus nexap wiu gapmaiieBt.

- Toa nekapcTBO € npeanucano JuyHo Ha Bac. He ro nmpeotcThnBaiite Ha npyru xopa. To Moxke
Jla UM HaBpeI, He3aBUCUMO Y€ IPU3HAIMTE Ha TSIXHOTO 3a00JisiBaHe ca chluuTe KaTo Bammure.

- AKO ToITyuHTe HSIKaKBU HEXEJaH! peakiuy, yBenromere Bamms nekap win ¢papmaieBt. Tosa
BKJIIOYBA M BCUYKH Bb3MOXKHH HEKEJIAHU PEAaKLIUH, HEOIIMCAaHH B Ta3H JHCTOBKA. Brokre
TOuKa 4.

KakBo cbabpika Ta3u JHCTOBKA

KakBo npencraBnsisa Uzpruvo u 3a KakBo ce M3IM0JI3Ba
Kakgo TpsiOBa ja 3Haere, npeau Aa usnon3sare Uzpruvo
Kax ga m3nomssare Uzpruvo

BBb3MOXHU HEeXKETaH! PEaKIiu

Kak na cexpansisare Uzpruvo

ChabpkaHue Ha ONIAKOBKATa M JOMBIIHUTEIHA HHPOPMALIUS

BN .

1. Kaxkso npeacraBassa Uzpruvo u 3a KakBo ce M3M0J13Ba

Kaxkso npeacraBassa Uzpruvo

Uzpruvo chapprka akTHBHOTO BELIECTBO ,,yCTEKMHYMa0”, KOETO € MOHOKJIOHAIHO aHTHTSLIO.
MOHOKJIOHAJTHUTE aHTHTEIIA ca IPOTEUHH, KOUTO Pa3llo3HABAT U CBBP3BAT ONpEIEICHH CcrieluQUIHN
NPOTEUHH B OpTaHU3Ma.

Uzpruvo nprHaanexu KbM TpyIia JIeKapcTBa, HapeueH! ,,AMyHocytipecopn”. Te3u nexapcTpa
JIefiCTBaT, KaTO HAMAJIABAT aKTUBHOCTTA HA YaCcT OT UMyHHATa CUCTEMa.

3a kakBo ce u3noaszsa Uzpruvo
Uzpruvo ce n3nosnsBa 3a JEYeHUE Ha CIICIHUTE Bh3NAIUTEITHN 3200 SIBAHUS:

. [InaxoB mcopuasuc - Mpu Bb3PACTHH U JIelia Ha Bb3PacT OT 6 TOAWHU U MO-TOJIEMHU
. IIcopuaTuueH apTpuT — Npu Bb3pacTHU
. Ymepena 10 Texka 6osiect Ha KpoH — npu Bb3pacTHH

IlnakoB ncopuasuc
,,I17TaK0OB TIcoOpra3nc’ € KOXKHO 3a00JIsIBaHe, KOETO BOJH JI0 BH3MAJICHHE, 3acATaIl0 Ko)KaTa U HOKTHUTE.
Uzpruvo HamansiBa Bb3MAICHUETO U IPYTUTE MPU3HAIM Ha 3a00JISIBAHETO.

Uzpruvo ce n3mosn3Ba npu Bb3PaCTHU C YMEPEH JI0 TEXbBK IJIAKOB IICOPHUA3ZNC, KOUTO HE MOTaT Ja
W3M0JI3BAT MUKIOCITIOPUH, METOTPEKCAT WK (POTOTEpAIHs, I KOTaTO Te3H JICUCHHUS He AeHCTBAT.
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Uzpruvo ce n3mos3Ba npu ea 1 IOHOIIHM Ha Bh3PAcT 6 TOAMHH U TIO-TOJIEMHU C YMEPEH /10 TeKBK
TUTAKOB TICOPUA3UC, KOUTO UMAT HETTOHOCUMOCT KbM (POTOTEpAIHs WK APYTH CHCTEMHH TE€PAIiH, I
KOraTo T€3U JICUCHHsI HE JICHCTBAT.

IIcopnaTnyeH apTpur

IlcopuaTiden apTpuT € BB3NATUTENHO 3a00IIIBaHe Ha CTaBUTE, OOMKHOBEHO CHITHTCTBAHO OT
ncopuasuc. AKo UMaTe akKTUBEH MCOPUATUYCH apTpUT, IIbPBO I1ie Bu nekysar ¢ apyru jekapctsa. AKO
HE Ce MOBJIHACTE TOCTaTHIHO TOOpe OT Te3! JeKapcTBa, Moxke Aa Bu ce mpeanume Uzpruvo, 3a na ce:

o HaMaJIST MIPU3HALUTE ¥ CHMITOMUTE Ha 3a00isiBaneTo Bu;
o nogo0pu guznyeckoTo Bu cherosiaue;
. 3a0aBM yBpekiaHeTo Ha BammTe craBu.

Bouaect na Kpon

Bonecrra Ha KpoH e Bb3nanuTesiHO 3a00is1BaHe Ha yepBara. Ako umate 6ojiect Ha KpoH mepRo 111e
Bu ce mamat npyru nexapctBa. AKO He C€ TTOBIUSAETE TOCTATHYHO WM UMAaTe HETIOHOCUMOCT KbM TE3H
JIEKapCTBa, MOXKE Ja Bu ce nane Uzpruvo 3a HaMaJIsIBaHE HA MPU3HAIIMTE U CUMIITOMUTC Ha
3abossBaHeTo Bu.

2. Kakgo TpsoBa 1a 3HaeTe, npeau Aa usnoussare Uzpruvo

He u3noassaiite Uzpruvo

o AKO cTe aJIepru4YHH KbM YCTeKMHYMa0 WM HAKOS OT OCTaHAINUTE ChCTaBKU Ha TOBA
JekapcTBO (M30pOeHU B TOUKA 6).
. AKo0 nMaTe aKTUBHA MH(eKI U, KOATO BamusT nekap HaMupa 3a 3HaYuMa.

AKO He cTe CUTypHU JIajli HAKOE OT M30POCHHUTE T0-TOpe ce OTHAcs 3a Bac, mochBeTBaiite ce ¢ Bammms
nekap wiu apManeBT, npenu na u3nonssare Uzpruvo.

IIpexynpeskaenusi U NpeAnasHU MepKU

I'oBopere ¢ Bamms nexap win dapmaneBT npenu 1a u3nonzsare Uzpruvo. Bamust nekap 1me nposepu
ChCTOSTHMETO Bu mpenu Besiko jieueHne. YBegoMeTe CBOs JieKap 3a Beska Bama 6onect npeau Besiko
neuyenne. CplI0 Taka TpsiOBa Aa KaxeTe Ha Bamus nexap, ako HACKOPO CTe OMIIM B KOHTAKT C YOBEK,
KOIMTO MO>Ke J1a Ma TyOepkyIo3a. Bammsar nekap e Bu nperniesa u e HanpaBy U3ciieBaHe 3a
TyOepKyo3a, mpeau aa usnonassare Uzpruvo. Axo Bammsar nexap cmsita, 4e cTe U3I0KeHH Ha PUCK OT
TyOepKyIo3a, Moxe Ja Bu npeamnuiie nexkapcTsa 3a JISYEHUETO M.

Caenere 3a cepuoO3HU HEKeJIAHU PeaKIun

Uzpruvo moxke Ja mpeau3BrKa CEPHO3HN HEXKETIaH! PEaKIINH, BKIIOYUTEITHO aIEPTUYHU PEAKITUN U
uHpeknuu. TpsaOBa Ja caenuTe 3a ONpe/IelieHH PU3HAIN Ha 3a00JIsIBaHUS, IOKATO IPUEMAaTe
Uzpruvo. Buxre ,,Cepro3Hy He)KEIaHU peakinyu’ B TOYKA 4 3a IBITHUS CIIUCHK HA TE€3W HEXKETaHH
peaKIum.

Ipean na uznonsBare Uzpruvo nungopmupaiite Bammus gexap:

. AKO HIKOTa CTe HMAJIN aJIepruyHa peaknus kKbM UZPruvo. AKo He cTe CUTypHH,
nonuraiite Bamus nekap.

. AKO HAKOra cTe HMAJId HAKAKbB BUJl PAK — TOBA €, 3alI0TO UMYHOCYTIPECOPUTE KATO
Uzpruvo orcrabBat 4acT OT MMyHHaTa cucTeMa. ToBa MOXKe J1a TIOBUIIM PUCKa OT pax.

. AKO cTe JeKYBaHM 32 MICOPHA3HC C APYTH OHOJOTMYHH JIEeKapCcTBa (JieKapcTBo,

MPOU3BeJeHO 0T OMOJOrNYeH U3TOYHUK U O0UKHOBEHO NMPUJIATAHO Ype3 MHIKeKUMS) -
PHUCKBT OT paKk MOXKE J1a € I0-BUCOK.
° AKO0 MMaTe UM HACKOPO CTe MMAJIN HHpeKus.

L AKoO IMaTe HOBH WJIH MPOMEHHAIIM C€ JIE3UH B YHACTBHUTE C IICOPUA3UC UIIH 110
HE3acCrHaTara Ko’ka.
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o AKo ToJTy4aBaTe Jpyro JedeHne 3a MCOPUA3NC U/IITH MCOPUATHYEH APTPUT — KaTO JAPYTH
UMYHOCYTIpecopu win (oToTepamnus (Koraro TSIIOTO ce JeKyBa ¢ Tull yatpaBuonerosa (UV)
cBeTnMHA). Te3u IeueHns ChIIo MOXKE JIa OTCIIA0AT YacT OT UMyHHATA cucteMa. M3non3saHero
Ha Te3u JieueHus 3aeaHo ¢ UzZpruvo He e uscneasano. BramoxHo € o0aue, TO 1a yBeIHYH pHCKa
oT 3a00JIsIBaHus, CBBP3aHU ¢ OTCIa0BaHe HA MMyHHATa CUCTEMA.,

. AKo0 noJiyyaBaTe WM HAKOra CTe MNOJYy4aBaJIM HHKEKIIUM 32 JiedeHHe HA aJIepruM — He €
n3BecTHO qanmu UZPruvo mMoske aa Okake BIUSHHUE BPXY TAX.
° AKO cTe Ha M Hajl 65 roIMHU — MOXE J]a CTE TIO-CKJIOHHU KbM HH(EKIINH.

AKO HE cTe CUTypHU JIajlM HIKOE OT TOpen30poeHUTe ce oTHacs 3a Bac, mochBeTBaiiTe ce ¢ Bamus
nekap wim GapManeBT, mpenn aa usmonssare Uzpruvo.

Hsikon manmeHTH nogy4aBaT JyMyc-TIOA00HN peakiuy, BKIIOYUTEIHO KOXKEH JIYITyC epuTeMaToaec 1
Jymyc-1Iof00eH CHHAPOM, II0 BpeMe Ha JIeueHUe ¢ ycTeKuHyMab. I'oBopere BeaHara ¢ Bamus nekap,
aKo IOJIyYUTE YEPBEH, HAAUTHAT, JIIOLIEI ce OOPUB, MOHAKOI'a C TO-TbMHU IPAHULIY, B U3JI0KCHUTE
Ha CITBHIIC yYacThIM Ha KOXKaTa UM CTaBHU OOJIKH.

CobpaedyeH MHGAPKT U HHCYJITH

WHdapKT 1 HHCYNTH ca HaOII0AaBaHU B IPOYUIBAHE NPH MALMEHTH C IICOPUA3HC, JIEKYBaHHU C
ycTeknHyMa0. Bamust nekap pefoBHO I1e NpoBepsiBa pUCKOBUTE (PaKTOPHU 3a ChPEUHO 3a00/19BaHe U
uHCYNT npu Bac, 3a 1a e curypHo, ue Te ce JeKyBaT 1o noaxonsnl HauuH. Heza0aBHO moTepcere
MEIUIMHCKA IIOMOL, aKO MOJIy4uTe 00JKa B I'bpIUTE, c1ab0CT HIM HEOOMUYaHO yCcellaHe OT eqHaTa
CTpaHa Ha TsUI0TO, OTIIYCHATOCT Ha JIMIETO WX I'OBOPHU WX 3PpUTCIIHU CMYIICHUS.

Jleua u roHOIIH

Uzpruvo He ce nperopbyBa 3a yrnoTpeda Mmpu Jielia Ha Bb3pacT Mojl 6 TOJUHH C TICOPHA3KUC WK ITPH
Jiela M IOHOIIM Ha Bb3pacT 1o 18 roauHu ¢ copuatudeH apTput u oosiect Ha KpoH, 3a1oTo He €
IIPOYyYBaH IIPU Ta3U Bb3pAcTOBa I'pyIa.

Jpyru nexkapcTBa, BakcnHu 1 Uzpruvo
Tps6Ba na kaxere Ha Bamus nexap wiu gapmanesT:

. AKoO ipreMaTe, HaCKOpPO CTe MPUEMAJIU WK € Bb3MOXKHO J1a IPUEMETe IPYTH JICKapCTBa.

. Axo Hackopo Bu e npaBeHa wiu ruiaHupate 1a Bu ce mpaBu BakcuHanus. JJokaTo u3nona3sare
Uzpruvo, Hsikou BUIOBE BaKCHHU (3)KUBU BAaKCHHU) HE TPSOBA J1a Ce Mpuiarar.

. Axo cte monyyaBanu Uzpruvo no BpeMe Ha OpeMEHHOCTTa, TPAOBA Jla KaKEeTe Ha JIeKaps Ha

6e6eto Bu 3a negenunero cUzpruvo, mpenu To /1a moJydd KakBaTo U Jia € BaKCHHA,
BKJTFOUHTEITHO >KUBH BakcuHU, KaTo BIDK Bakcuna (n3mon3Bana 3a npemna3Bane oT
TyOepKyino3a). JXuBITE BaKCHHHU He ce IperophuBar 3a Barero 6ebe rmpe3 mbpBUTE J[BaHAIECET
Mecela ciie]l pakJaHeTo, ako cte norydaBaid UzZpruvo mo BpeMe Ha OpeMEHHOCTTa, OCBEH aKo
nexapsT Ha Bamero 6ebe He mpenopbya Ipyro.

BpemeHHOCT M KbpMeHe

e Ako cre OpeMeHHa, cMsATaTe, Ye MOKeE J1a cTe OpeMeHHa WU IJIaHupaTe OpeMEeHHOCT,
HoChBeTBalTe ce ¢ Bamms nekap npenu ynorpebara Ha TOBa JIEKApPCTBO.

e He e nHabnroaBaH 1mo-BUCOK PHCK OT BpoJieHH JieekTu npu 6edeTa, H3II0KEHH Ha yCTeKHHyMab B
yrpobara. lanHute oT ynorpebara Ha yCTeKHHYMa0 pu OpEMEHHH eHH 00aue ca OrpaHUYCHU.
[lopanu ToBa e 3a npennovynTane Aa ce nu30sArea ynorpedara Ha Uzpruvo mo BpemMe Ha OpeMEHHOCT

o Edexrure Ha Uzpruvo npu 6peMeHHH KEeHU HE ca U3BECTHU. AKO CTe JKeHa C IeTePOACH

HOTEHIIHAI, JKeJIaTeJIHO € Ja He 3a0peMeHsIBaTe H 1a 3I0I3BaTe MOIXO/ I TPOTUBO3aYaThYeH
MeTo[, Korato n3noissate Uzpruvo u mone 15 cexmuiy ciex mociaeHOTO pUilaraHe Ha

Uzpruvo.
o YcTekuHyMad Moke Jia PeMHUHE Tpe3 IDIAeHTaTa B HEPOACHOTO 0e0e. AKO CTE MoTydaBau
Uzpruvo no BpemMe Ha OpeMeHHOCTTa cH, 0ebeTo Bu Moke 11a MMa T0-BHCOK PUCK OT HH(EKITHS.
o BaxxHo € n1a kaxxeTe Ha JiekapuTe Ha Bamrero 6e6e 1 Apyry MEIUIIMHCKY CIICITUATUCTH, aKO CTS

nosrygaBanm UZPruvo mo Bpeme Ha OpeMEeHHOCTTa CH, TIper 0e0eTo /1a moTydr KakBaTo U Ja €
BakcuHa. JKuBu BakcuHH, kKaTo BI2K BakcrHa (M3mon3BaHa 3a mpena3Bane oT TyOepKyno3a) He
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ce mpenopbuBaT 3a Bamrero 6e0e npe3 mbpBUTE JIBaHAICCET Mecella Cie] paXK/JIaHETO, aKO CTe
norygaBaim UZPruvo mo Bpeme Ha OpeMeHHOCTTa, OCBEH aKo JiekapsAT Ha Bamero 6ebe He
npenopbya Ipyro.

. Ycreknaymab MOXe J1a PEMIHE B KbpMaTa B MHOTO MaJKH KojmdecTBa. [locbBeTBaiiTe ce ¢
Bamus siekap, ako KbpMHTE WU aKo TUTAHUpaTte Aa KbpMmute. Bue u BamusT nexap tpsoBa na
pemnTe nanu TpsiOBa Aa KbpMHUTE WK Ja u3noi3Bate UzPruvo - He mpaBeTe U ABETE.

Hlodupane u padora ¢ MAIIUHU
Uzpruvo He moBIHsABa WU TIOBIIHSBA MMPEHEOPEKUMO CIIOCOOHOCTTA 3a Modupane u padora ¢
MaIlIHHH.

Uzpruvo cbabpika nosmcopoar 80

Toga nekapctBo chabpika 0,04 mg ot nonucopdat 80 BeB Beceku ml. [TommucopbaruTe Morar ia
NPUYHMHAT aJepTudIHu peakimu. TpsOBa ma KakeTe Ha Barms jtekap, ako ©MaTe YCTaHOBEHH aJlepTuu.

3. Kak na n3noszBare Uzpruvo
Uzpruvo e npenHa3HayeH 3a yrnorpeda moji ppKOBOJCTBOTO M KOHTPOJIA HA JIEKAp C OMUT B JICUCHHETO
Ha 3a00JsIBaHU, 32 KOUTO € TTokazad Uzpruvo.

Bunaru n3nonsBaiite ToBa JekapcTBO TOUHO KakTo Bu e xazan BamusT nekap. AKo He CTe CUTYpHH B
Hewlo, nonuTtaiite Bamus nekap. IloceBerBaiiTe ce ¢ Bamus aexap 3a ToBa, kora e Bu ce nocrasst
VMHXEKIMUTE U KOI'a IIE Ca CIEABALIUTE KOHTPOJIHU IIPETIIEAHN.

KakBo koanuectBo UZPruvo ce mpuiiara
Bammsr nekap e perm kakBo koimdectBo UzZpruvo TpsOBa qa nomyyure U 3a KakbB IEPUO OT
BpEMe.

Bb3pacTau Ha 18 roquHu UM mo-rojieMu
Icopuasuc wim ncopuaTnyeH apTpur

° [Ipenopruntennara HadanHa g03a € 45 mg Uzpruvo. [lamuenTu ¢ Terno Hax
100 xunorpama (kg) Moxe na 3anouHar ¢ jo3a 90 mg Bmecro 45 mg.
° Cnen HavamHara 103a, ciaeasamara Bu go3a e 0b1e 4 ce MUY O-KBCHO U CIIEN TOBA HA

Bceku 12 ceamuiu. Cieasammre 1031 OOMKHOBEHO ca ChIUTE, KATO HaYaIHATa J1034.

Boaect na Kpon

. ITo Bpeme Ha jeueHreTo Bamusr siekap e Bu npuinoxu mbpBarta 03a OT IPUOIU3UTEITHO
6 mg/kg Uzpruvo kankoBo BbB BeHa Ha pbKaTa (MHTpaBeHo3Ha HHPYy3us). Cinen HavamHaTa
Jlo3a 1ie noiayuyute ciaensamiara no3a 90 mg Uzpruvo cien 8 ceamuiiy, ciae ToBa Ipe3
12 ceamuiiy upe3 HHKEKIMS 01 KOXKaTa (MIOAKOMKHO).

o [Ipu HsKOM MauMeHTH, ce] MbpBaTa MoAKoXkHa nHkekuus, 90 mg Uzpruvo Moxe aa ce
npuiara npe3 8 ceMuIy. Bamust jgekap 1me peiu Kora TpsioBa Jia oJIy4uTe CiieBaaTa Cu
J103a.

Jlena v roHOIIM HA 6 TOAUHU WJIU TO-TOJIEMH

IIcopnasuc

o JlexapsT TpsiOBa 1a ompeaeny MpaBUIIHATA 32 Bac 103a, BKIIFOYUTETHO U KOTMYECTBOTO (0Oema)
Uzpruvo, xoiiTo TpsOBa Ja ce MHXXEKTUPA, 3a Ja € npaBwiiHa go3ata. [IpaBunnaTa go3a 3a Bac
1Ie 3aBUCH OT BaleTo TejecHo Terio 1mo BpemMe Ha BCsKa J103a.

. Hanuuen e daakon oT 45 Mg 3a jgena, Ha KOUTO TPsIOBa J1a ce MPHIIOXKHU J03a MO-HUCKA OT 45
mg.

o Axo Texure mo-manko ot 60 kg, mpemoprunTennara mo3a e 0.75 mg Uzpruvo sa Kg tenecHo
TErJ10.

o Axo texure ot 60 kg 1o 100 kg, npenopruntennara no3a e 45 mg Uzpruvo.

. Axo texure noseue ot 100 kg, npenoppunrennata go3za e 90 mg Uzpruvo.
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) Cren HavajiHaTa 4034, cieaBamara Bu go3a me 0bae 4 ce IMHIM IT0-KbCHO U CJIE TOBA Ha
BCekH 12 cenmurin.

Kax ce mpunara Uzpruvo

. Uzpruvo ce mpuiara kaTo HHKEKIHS IO KoxkaTa (TIoaK0xHo). B HagamoTo Ha BareTo
neuenne, UZpPruvo Moxe Aa ce MHKEKTUPa OT JIeKap M MEAULUHCKA CecTpa.

o Bue u Bamwsit nekap obaue Moxe ja pemute, e Bue camu Moke J1a CM MHXKEKTUPATE
Uzpruvo. B takeB ciaydaii e npeMuHETE 00y4YeHHEe KaK /1a Cu WHxKeKTrpaTe UzZpruvo
CaMOCTOSITEITHO.

. 3a ykazaHuUs Kak Ja nmkekTapate UZpruvo BmKTe ,, YKa3aHUs 3a MPUWIOKEHNE” B Kpas Ha Ta3H
JIUCTOBKA.

ToBopete ¢ Bamus nekap, ako nMate BBIIPOCU OTHOCHO TOBA KaK CAMH JIa TIOCTABATE HHIKCKIIHATA.

AKo cTe H3M0/13BaJIU IIOBeYe 0T HeoOXoauMaTa 103a Uzpruvo

AKO cTe M3MO0JI3BaJIM WK ca By npumnoxuiny moseye oT Heodxoaumata no3a Uzpruvo, nezabasHo ce
MOCHBETBAMTE ¢ JieKap win dapmaneBT. Bunaru HoceTe ¢ Bac kapToHeHaTa omakoBKa Ha
JIEKapCTBOTO, IOPH U J1a € IIpa3Ha.

AKoO cTe nponycHaau aa usnoJssare Uzpruvo
AKO cTe TIpoITyCHaJM /1032, CBhpKeTe ce ¢ Bamms nekap mmm dapmarnieBT. He mpunaraiite nBoitHa
71033, 3a J1a KOMIIEHCUpaTe IIPOIlycHaTaTa 103a.

AKo cTe crpeu ynorpedara na Uzpruvo
He e omacno na cripete ynotpe6arta Ha Uzpruvo. Ako obaue s ciipeTe, Bamure cuMntoMu Moe z1a ce
BBH300HOBSIT.

AKO UMaTe HSKaKBH JIOITBIHUTEIHN BBIIPOCH, CBBP3aHH € YIIOTpeOaTa Ha TOBa JICKAPCTBO, MOMHUTANTEe
Bamus nexap uinu papmarienr.

4, Bb3MOKHHU HeKeJTaHU peakuuuun

Kakro Bcuukm JICKApCTBA, TOBA JICKAPCTBO MOXKE J1a NTPECAN3BHUKA HCIKCIAaHU PCAKIIUN, BBIIPEKU Y€ HC
BCCKM T' ITOJTy4aBa.

CepHO3HH HexkeTaH! PeaKIuu
Hsikon manyeHTH Moke Jja UMaT CEpUO3HM HeXKETIaHU PEeaKI|H, IPHU KOUTO J1a Ce Hajara CIeuIHo
JIEUCHHUE.

AJIeprUYHM peakIu — MOsKe 1a N3MCKBAT ClellHo JedeHue. UHpopmupaiite Bamus nexap nim
He320aBHO MOTHpceTe CNEelIHA MeTUIIMHCKA MOMOIIL, aKO 3a0eJiesKUTe HIKOI 0T cCleTHHTE
NpU3HAIM.
. Cepuno3HnTE aJIEprUYHA peakuH (,,anadumakcus’™) ca peKu Ipy Xopa, IpUeMaIiu
ycrekuaymab (moxke na 3acerHat no 1 Ha 1 000 gymm). [Ipu3Hanure BKItOYBaT:
o 3aTPy/HEHO JIUIIAHE HITH MPETIIbIaHe
o HHUCKO KPHBHO HAJISITaHE, KOETO MOJKE JIa IPHYMHN 3aMastHOCT MITH CBETOBBPTEX
o NOJyBaHe Ha JIMIIETO, YCTHUTE, yCTaTa WK I'bPIOTO.
o YecTrTe MpU3HALY HA aJlEpTHYHA PEaKIUs BKIIIOYBAT KOKEH OOPHB U ypTUKapus (MOXKeE Ja
3acerHat jo 1 va 100 qymm).

B peaxu ciaydan ce cb001aBar ajileprudHu 0e10Apo0OHM peakuu U 0e10Apo0HO Bb3NaJIeHHe
NP NAAEHTH, KONTO MOJIy4YaBaT yCTeKMHyMa0. YBegomere BeqHara Bamms sekap, ako

MMOJYYUTEC CUHMIITOMH KaTO KallULIMIA, 3alyX 1 BUCOKA TeMIIepaTypa.

AKO TIOJTyYuTe CepHO3Ha alleprUYHa peakius, Bamust nekap Moxe na pemnu, 4ye Bue He TpsiOBa na
ynotpeb6sBare Uzpruvo oTHoBo.
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Nudexuuu — MoKe 1a U3UCKBAT clieliHO JeyeHue. UHopmupaiite Bamusa gekap, ako
3a0esiesKMTe HAKOM OT cileJHUTE MPU3HALH.

o WHQEKIMUTE HA HOCA WK TBPJIOTO M IPOCTyJIaTa ca 4ecTH (MOoXe Ja 3acerHar Jo 1 Ha
10 aymmn)

. WH(EKITUUTE Ha TOJIHATE JUXATETHU MBTHINA (TPBIHA HHGEKITNH) ca HedecTH (MOXKe 1a
3acernar a0 1 Ha 100 gymm)

. BB3MAJICHUETO Ha TOJJKO’KHATA ThKaH (IICIYJINT) € HeuecTo (MOXKe J1a 3acerse 70 1 Ha
100 mymm)

. xeprrec 30ctep (Buz 00sie3HEH 00pHB ¢ MEXypH) ca HedecTH (MOJKe /1a 3acernar o 1 Ha
100 mymm)

Uzpruvo moxke 1a Hamaiu criocoOHoctTa Bu na ce 6opurte ¢ nHbekuu. Hiakon ek Moxe 1a
CTaHAT CEPUO3HH U MOJXKE J1a BKIIFOUBAT WH(EKIIMU, MPUIUHEHH OT BUPYCH, I'bOWYKH, OaKTepUu
(BKJIFOUUTENHO TyOepKYyII03a) UK Mapa3uTH, BKIFOUUTETHO MH(PEKIINU, KOUTO Bb3HUKBAT MPEIHUMHO
IpY X0pa ¢ oTciiabeHa MIMyHHA cUcTeMa (OMOPTIOHUCTHYHY nHpeknyn). [Ipu nanuenTty, momyvyapany
yCTeKHHyMab, ce chO0IIaBaT OMOPTIOHUCTUYHN HHPEKITUN Ha MO3bKa (€HIe(auT, MEHUHTHUT),
OenuTe TPOOOBE U OUHTE.

Hoxato ymorpedssare Uzpruvo, tpsoBa aa ciequte 3a nmpu3Hany Ha wH(eKus. Te BKIFoYBar:
BHCOKa TeMIIEpaTypa, TPUIONOI00HN CHMIITOMH, HOIITHO TIOTeHE, 3ary0a Ha TerJio

yMoOpa WM 33/1yX, YIIOpUTa KallIhLa

TOIJIa, 3a4epBEHA U OOJIE3HEHA KOXKa WU 0OJIE3HEH KOXKeH 00pHB ¢ MEeXypH

napeHe Mpu ypuHUpaHe

IAapust

3pHUTEITHO CMYIIEHHE WK 3ary0a Ha 3peHue

r71aBo0oJIMe, CKOBAHOCT Ha BPaTa, YyBCTBUTEITHOCT KbM CBETIIMHA, TaJICHE HIIH 00BPKAHOCT.

WNndopmupaiite Bamms nekap BeqHara, ako 3a0eiexuTe HIKOH OT Te3u npu3Hany Ha nadekuus. Te
Morar Aa ObAaT NpuU3Hany Ha HHQEKIHUH KaTo IPbAHN HHPEKINH, KOKHA HHPEKINH, XepIec 30CTep
WM ONOPTIOHUCTHYHY MH(EKLINHU, KOUTO MOTaT Jja JOBEAAT /10 CEPUO3HH YCIOXKHEHHS.
Wudopmupaiite Bamms ekap, ako nMare HIKaKBa yIopuTa WK TOBTapsa ce nHdeknus. Bammst
JIeKap MOJKe Jia pelliy, ue He TpsiOBa Aa ynotpedssaTe Uzpruvo, mokato HHPEKIUITa He Oble
U3IEKyBaHa. ¥YBenoMeTe Bamus iekap, 1 ako UMaTe OTBOPEHH paHU UM HapaHsSIBaHMs, ThbH KaTo
MOJe J1a ce MH(EKTHparT.

JlioueHe Ha KOKaTa — HHTEH3UBHOTO 3a4epBsiBaHe U JIIOLIEHe HA KOKATa HA MO0-roJisiMa MJIO0LL
N0 TAJIOTO MO’Ke A2 ca CHMIITOMH HA epUTPOAepPMUYEH NICOPHAZUC WU eKC(]POIHATHBEH
AepMATHUT, KOMTO Ca CEPHO3HU KOKHHU 3200/ Is1BaHUsA. AKO 3a0ejeKnTe HAKOMH OT Te3u NMPU3HALM,
Tpsa6Ba 1a nHpopMupare Bammus nexap He3abaBHO.

I[pyl"l/l HEKEJIAaHU pCaKIIUU

YecTH HexkeaHH peakuuu (Moxe aa 3acerHar a0 1 Ha 10 gymm):
Iuapust

rajicHe

MOBpBIIaHE

yMmopa

3aMastHOCT

riaBo0ome

cbpOex (mpypuTyc)

0oka B Ipp0a, MyCKYJIUTE UIIN CTaBUTE
BB3MAJIEHO I'bPII0

3ayepBsiBaHe U OOJIKA Ha MSICTOTO HA HHKCKTHPaHE
MH(EKIHS Ha CHHYCHTE
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HeuecTu Hexkenanu peaknuu (Moxe aa 3acerHar a0 1 va 100 gymmm):

MH(EKIUN Ha 350HTe

BarMHaJiHa HHQEKIHS, TPUINHECHA OT ThOUYKH

JeTpecHs

3alylIeH HOC MM Xpema

KbpBEHE, TOCUHSIBaHE, BTBBP/ISBAHE, TIOJyBaHE U ChPOEK HAa MACTOTO HAa MHIKCKTUPAHE

ycellane 3a ci1adocT

crajiaHe Ha KJernaya v U3KpUBsSBaHE HAa MyCKYJIMTE Ha elHaTa MOJOBUHA Ha JHULETO (,,JTHLeBa

napanmsa’” Wi ,,fiapann3a Ha beir’”), KosTo 00MKHOBEHO ¢ BpeMeHHa

o MPOMSIHA Ha TICOPHA3UCA ChC 3aUepBsIBAHE U HOBU MAJIKH, JKBIITH WIH OCITH MEXYPH TI0 KOXKaTa,
MIOHSKOTa MPUIPYKEHU € TeMIiepaTypa (IycTyI03eH IICOPUA3HUC)

. OcieHe Ha KoxaTa (eKcdoymaIys Ha KoxkaTa)

o aKHe

Penku HexxenaHu JeKkapcTBeHH peakuuu (Moxe na 3acerHat no 1 Ha 1 000 mxymm)

o 3auepBsBaHe U JIFOIIEHE Ha KOXKAaTa Ha IMO-TOJIsIMA TUTOI 110 TSUIOTO, KOUTO MOXKE Ja ChPOST HITH
Jia ca bone3neHu (excoyimaTUBeH aepMartuT). [10100H CHMITTOMHM TTOHSIKOTA CE Pa3BUBAT KaTo
€CTEeCTBEHA POMSHA Ha BUJIA HA CUMIITOMHUTE Ha MICOPUA3UC (EPUTPOIEPMUYICH TICOPUA3HC)

o Brp3nanenue Ha MaJIKUTE KPHBOHOCHH ChJIOBE, KOETO MOXKE A JOBE/IE 10 KOXKEH OOpUB ¢ MaIIKU
YEPBEHU WY JIMJIABU TIOAYTHHH, TeMIIepaTypa Wi 0OJKa B CTaBUTE (BaCKYJIHT).

MHoro peaku HeKeJIaHU JeKapcTBeHH peaknuu (Moxe na 3acerHat 1m0 1 Ha 10 000 xymm)

o OO0pa3yBaHe Ha MEXypH T10 KOXKaTa, KOSITO MOXe Jia ObJie 3a4epBeHa, ChpOsia U 00Ie3HeHA
(6ymnozen nemduromnn)

o KOJKCH JIYITyC €PUTEMATO/IEC U JIYIyC-M0JJ00€H CHHIPOM (YepPBEH, HAIUTHAT, JTFOLICI Ce OOPHB
B U3JIOKCHHUTE HA CIIBHIIC YIACTHIM HA KOXKaTa, KOWTO MOXKE Ja € MPHIPYKEH OT OOJNKH B
CTaBUTE).

Cpol0maBaHe Ha HeJKEJIAHH PeaKIHU

AKO TIOITyuHTe HSIKaKBU HEXEJIaHH JISKApPCTBEHU peakiiy, yBegoMeTe Bammus nexap i GapmarenT.
ToBa BKJIIOUBA M BCUYKH BH3MOKHU HEOMUCAHM B Ta3M JIMCTOBKA HEXeJlaHU peakuu. MoeTe ChIIo
J1a ChOOLIUTE HEXKENIaHU PEAKLUHN JUPEKTHO Ype3 HallMOHAJIHATa CUCTEMA 3a ChOOIIaBaHe, IOCOYEHA B
[punoxenue V. Karo crobuiaBare HexkenaH! peakLuy, MOXKETe J1a 1aIeTe CBOsI IPUHOC 32
HOJIyyaBaHe Ha MoBe4e MHPOPMAIKs OTHOCHO 0€30M1acHOCTTa Ha TOBA JIEKapCTBO.

Kak na coxpansBate Uzpruvo

[a ce cpxpaHsiBa Ha MSCTO, HEIOCTBITHO 32 JIeHa.

JHa ce cpxpansa B xnaquHuK (2°C—8°C). Jla He ce 3ampazsBa.

ChxpaHsBaiiTe PeIBAPUTEITHO HAITBJIHEHATA CIIPUHIIOBKA B KAPTOHEHATA OMAKOBKA, 32 JIa Ce

Mpe/nasu OT CBETINHA.

o IIpenBapuTenHo HabJTHEHATA CIIPUHIIOBKA TPsIOBA J]a CE€ OCTaBM /1a JOCTUTHE CTaifHa
Temreparypa (MpuOIM3UTEITHO MOJIOBHH Yac).AKO € HeoOXxoaumo, oTaenaute Uzpruvo
MIPEIBAPUTETHO HAITBJTHEHN CHPUHIIOBKH MOXE CBINO J1a Ce ChXpaHsIBaT MPH CTaifHa
temmneparypa 1o 30°C 3a MmakcuMyM einH riepuon 1o 30 JHU B OpUTHHAITHATA KapTOHEHA
OITaKOBKa, 32 J]a Ce MPe/na3saT OT CBETIMHA. 3alHIleTe JaTaTa, Ha KOSTO MPEIBAPUTEITHO
HaIbJIHEHATA CIIPUHIIOBKA € M3BaJICHA 3a ITbPBH ITBT OT XJIaIMTHUKA U JaTaTa Ha U3XBBPIISHE
Ha 0003HaYEHUTE Ha BHHITHATA KAPTOHEHA OMaKOBKa MecTa. JlaTaTa Ha U3XBBPIIAHE He TPsiOBa
Jla € cjell OpUTHHAIHUSA CPOK Ha TOJTHOCT, OTIIeYaTaH BbpXY KapTOHEeHaTa onakoBka. Ciesn kaTo
BEJIHBXK CIPUHIIOBKATa ¢ Onia chXpaHsaBaHa IpH craitHa Temnepatypa (10 30°C), s He TpsiOBa
Jla ce BphIa B XJIaJWIHNAKA. VI3XBBpieTe CIpUHIIOBKATA, aKO HE CE M3M0JI3Ba ClIe ChXpaHeHHe
MIpH CTaifHa TemmnepaTypa B pamkuTe Ha 30 JHA WK Clie]] I3THYaHe Ha OPUTUHAIHUSA CPOK Ha
TOJHOCT, B 3aBHCUMOCT OT TOBa, KO€ OT JIBETE HACTBIIN IO-PaHO.

. He pasxramaiite npeBapuTeTHO HAITBJIHGHUTE CIIPHHIOBKH UZPruvo. IIpoabnKuTe THOTO

EHEPTUYHO pa3KiIallaHe MOXKE J1a TIOBPEAH JIEKapCTBOTO.

e o o (_)'I
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He u3nos3BaiiTe TOBa JIeKAPCTBO:

° CJIel CpOKa Ha TOJHOCT, OTOSNSI3aH BhPXY €TUKETA U KAPTOHCHATA OMIAaKOBKA CIIC
»EXP“/,,T'onen no:“. CpoKbT Ha TOMHOCT OTTOBApSI HA MTOCIICIHUS ASH OT TOCOYCHIS MECeIl;

° aKO TEYHOCTTA € C IPOMEHEH IBAT, MbTHA HJIH B Hesl ce 3a0eIIs3BaT IUTyBaIH Ty>KIH YaCTHIIH
(BwxTe Touka 6 ,,Kak nzrnexaa Uzpruvo u KakBo ChAbpKa OMAKOBKaTa“);

° aKo 3HAeTe WIM CMATaTe, Y€ MOXKe Jia € Oriia 3JI0KEeHA Ha EKCTPEMHHU TeMIlepaTypu (Kato
WHITUICHTHO 3aMPb3BaHE WU 3aTrPsIBAHE);

° aKO TPOIYKTHT € OWJI CHEPTUYHO Pa3KIIATEH.

Uzpruvo e camo 3a enqHokpaTHa yrnorpeda. Hen3non3BaHUAT NPOIYKT, OCTaHAI B CIIPUHIIOBKATA,
TpsAOBa Na ce u3XBbpiK. He M3XBBHPIIANTE JiekapcTBaTa B KaHAIM3AMATA WK B KOHTEIHEpa 3a
nmoMarrau otnaxbid. [lomuraiite Bamms gpapmaneBT Kak 1a H3XBBPIIATE JICKapCTBaTa, KOUTO BEYE HE
n3noa3Bare. Te3n MepKH ITie CIIOMOTHAT 3a OIla3BaHe Ha OKOJIHATA Cpea.

6. CpabpikaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHopMauus

KaxkBo cbpabp:ka Uzpruvo

. AKTHBHO BEILIECTBO: YCTeKHHYMa0. Besika npeaBapuTeTHO HAITbJIHEHA CIIPHHIIOBKA ChIbPKA
90 mg ycrekunymatb B 1 ml.
o JIpyru ¢hCTaBKU: XUCTHINH, XUCTHIMHOB MOHOXUAPOXIOpH I, moaucopbar 80 (E433), 3axaposa

¥ BOJIA 32 HHXKEKIHH.

Kaxk u3rie:xxaa UZpruvo n KakBo CbAbpika ONaKOBKATa

Uzpruvo e 6ucTbp, Oe31BeTeH 10 OIe0KBIIT HHKEKIIMOHEH Pa3TBOp 0e3 BUaAUMH YacTuld. JlocTaBs
ce B KapTOHEHa OIMaKOBKa, ChJIbpxkaia | nin 2 CThKICHH MPEIBAPUTETHO HAITbIHEHA(H)
enHozo30Ba(u) cnpunioBka(u) 1 ml.. Besika npeaBapuTeIHO HAITbJIHEHA CIIPUHIIOBKA Chabpxka 90 mg
ycreknHyMa0 B 1 ml MH>KEKIIMOHEH pa3TBOP.

He Bcuuku BHIOBE OMAKOBKH MOT'aT jJa ObJIAT MyCHATU B IPOAaK0a.

IIpuTeskaTes HA pa3peLIeHUETO 3a yoTpeda
STADA Arzneimittel AG

Stadastrasse 218

61118 Bad Vilbel

I'epmanus

IIpousBoaurean
Alvotech Hf
Semundargata 15-19
Reykjavik, 102
Ucnangns

STADA Arzneimittel AG
Stadastrasse 218

61118 Bad Vilbel
T'epmanus

3a AONBIHUTENTHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHSI
NPEICTaBUTEN HAa PUTEKATENSI Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien Lietuva

EG (Eurogenerics) NV UAB ,,STADA Baltics*
Tel/Tel: +32 24797878 Tel: +370 52603926
Bouarapus Luxembourg/Luxemburg
STADA Bulgaria EOOD EG (Eurogenerics) NV
Ten.: +359 29624626 Tél/Tel: +32 24797878
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Ceska republika

STADA PHARMA CZ s.r.o.
Tel: +420 257888111
Danmark

STADA Nordic ApS

TIf: +45 44859999

Deutschland
STADAPHARM GmbH
Tel: +49 61016030

Eesti

UAB ,,STADA Baltics*
Tel: +370 52603926
EMGda

DEMO S.A. Pharmaceutical Industry
TnA: +30 2108161802
Espafia

Laboratorio STADA, S.L.
Tel: +34 934738889
France

EG LABO - Laboratoires EuroGenerics
Tél: +33 146948686
Hrvatska

STADA d.o.o.

Tel: +385 13764111
Ireland

Clonmel Healthcare Ltd.
Tel: +353 526177777

island

STADA Arzneimittel AG
Simi: +49 61016030
Italia

EG SpA

Tel: +39 028310371
Kvnpog

DEMO S.A. Pharmaceutical Industry
TnAk: +30 2108161802
Latvija

UAB ,,STADA Baltics*
Tel: +370 52603926

Magyarorszag
STADA Hungary Kft
Tel.: +36 18009747
Malta

Pharma.MT Ltd

Tel: +356 21337008
Tel: +49 61016030
Nederland
Centrafarm B.V.
Tel.: +31 765081000
Norge

STADA Nordic ApS
TIf: +45 44859999
Osterreich

STADA Arzneimittel GmbH
Tel: +43 136785850
Polska

STADA Pharm Sp. z.0 0.
Tel: +48 227377920
Portugal

Stada, Lda.

Tel: +351 211209870
Romaénia

STADA M&D SRL
Tel: +40 213160640
Slovenija

Stada d.o.o.

Tel: +386 15896710

Slovenska republika

STADA PHARMA Slovakia, s.r.o.
Tel: +421 252621933

Suomi/Finland

STADA Nordic ApS, Suomen sivuliike
Puh/Tel: +358 207416888

Sverige

STADA Nordic ApS

Tel: +45 44859999

IIaTa Ha MOCJIECAHO MpepasrjaeKaane Ha JJUCTOBKaTa

Jlpyru u3TOYHUIM HA HHpOpMANHA

Ho;[p06Ha I/IH(l)OpMaLII/ISI 3a TOBa JICKAPCTBO € NPECAOCTABCHA HA ye6caI7ITa Ha EBpOHCﬁCKaTa arcHuus

1o JiekapcTBaTa https://www.ema.europa.eu/.

ITonpoOHa nHpOpManHs 3a TOBA JIEKAPCTBO, BKIFOYUTEITHO BUICO 32 U3IOI3BaHE HA MPEIBAPUTEITHO
HaIThTHEHATA CIIPUHITOBKA, € HAIMYHA Ype3 CKaHupaHe cbe cMapThoH Ha QR koma, n3o0paseH mo-
J0J1y WK BbPXY KapTOHCHATa OITaKOBKaA. C'bIIIaTa I/IH(i)OpMaIH/IS[ MOXE J1a HAMCPUTE Ha CIICAHUSA JINHK:

uzpruvopatients.com
QR kon
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Yka3anus 3a MPUJI0KCHHUE

YKA3AHUSA3A YIIOTPEBA

Uzpruvo 90 mg uH:keKIMOHEH Pa3TBOP B MPeABAPUTEIHO HATbJIHEHA CIIPUHIIOBKA
YCTeKMHYMAa0

32 MOJIKO0KHO NMPUJIOKeHH e

IIpoyeTe BHMMATETHO TE3H YKa3aHHs 32 yNoTpe6a npeau Aa uznoazsare Uzpruvo
HHKEKIIMOHEH PAa3TBOP B MPeIBAPUTEIHO HATbJIHEHA CIPHHIIOBKA.

B nauanoto Ha leueHUETO METUIIMHCKY crienuanucT e Bu noctaBu Bamarta nmbpea nmxkekuus. Bue
u Bammsr nexap obade Moxke n1a pemunre, 4e Bue cammu Moxe na cu umkektupare Uzpruvo. B TakbB
CITy4aii 111e MpeMHUHeTe 00yUYeHHe Kak Ja umxektupare Uzpruvo. [oBopere ¢ Bamms nekap, ako nmate
BBIIPOCH OTHOCHO MOCTAaBAHCTO HAa MHXXCKIHATA.

Basxkna undopmauus
e Camo 3a MOAKOXKHO MPUIIOKEHHUE
e He cmecBaiite Uzpruvo ¢ Ipyru TEUHOCTH 38 MHXKEKLUSL.

. He paskmnamaiite Uzpruvo rpenBapuTeTHo HabIHEHUTE CIpUHIIOBKY. [[prauHara 3a ToBa e,
4e CHJIHOTO Pa3KJIalllaHe MOXKE Jja IOBPEU JIEKapCTBOTO.
o He ynotpe0sBaiite 1exapcTBOTO, aKo € OMJI0 CHITHO pa3KiIaTeHo. Biemere HOBa peaABapUTEITHO

HaITbJIHCHA CIIPUHIIOBKA.

IIpoBepere mpenBapUTEIHO HAITBIIHEHUTE CIIPUHIIOBKH, 32 J]a CT€ CUTYpPHHU, 4Ye:

o OpOST Ha CIIPUHIIOBKUTE U KOHIICHTPAIUSITA Ca IPABUITHU

o ako Bamrara mo3a e 90 mg, TpsaOBa Jia U3MON3BATE €/JHA MPEIBAPUTEITHO HATbIHEHA

cripuaIioBka Uzpruvo, ceaspkama 90 mg

TOBA € MPABHIHOTO JIEKAPCTBO

HE € U3TEeKbJI CPOKBT Ha FOJTHOCT

MPEIBAPUTETHO HAIThJIHEHATA CIIPUHIIOBKA HE € MOBPE/IcHA

Pa3TBOPBT B MPEABAPUTEIIHO HAIIBJIHEHATA CIIPUHIIOBKA € OUCTBP, OC3IBETEH JI0 JICKO KBJIT U

0e3 BUJUMH YaCTHIIN

Pa3TBOPHT B MPEIBAPUTEIHO HATBJIHEHATA CIIPUHIIOBKA HE € 3aMPa3siBaH

o IMpeau npunarane Uzpruvo tpsoBa 1a J0CTUrHE CTaliHa Temrepatypa (MpUOIU3UTEHO 32
OKOJIO TIOJIOBHH Yac)

Ha ¢urypa 1 e nokazano kak usriexzaa Uzpruvo npeaBapuTeaHo HallbIHEHATa CIPUHIIOBKA.

o
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e
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Byrano Kopmyc na
CrpurIioBkara uria Karade Ha urjaara

Ourypa 1

1. IToarorsere MaTepuaJInTe:
[oxroTeere MatepuanuTe, KOUTO ca HeOOXoAuMH 3a Bamara umwkeknus. Bue nmare Hyxaa oT:
® AHTHUCENTUYHU KBbPIIHIKI
® [JaMy4YHH TaMIIOHH WJIM TAMIIOHU OT MapJiist
e 3ajersiia ce NpeBph3Ka
e npeanucanata Bu noza Uzpruvo (Bmwkre dpurypa 1)
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e YCTOWYMB Ha MPOOMBAHE KOHTEHHEP 32 U3XBBHPIISHE HA OCTPH MPEAMETH (HE € BKJIFOUCH).
Bmxre durypa 2.
Crbepere BCHYKH MaTepHaIIH, OT KOUTO C€ HYX/IAETe U TM MOCTABETE BhPXY YUCTA OBBPXHOCT.

1 J
[IpeaBapurenHo 3anemnsina ce AHTUCENITUYHH KbPIIUYKA TaMy4yeH TaMIIOH  yCTOWYHUB Ha
HaITbJIHEHA peBpbH3Ka WJIY TAMIIOH OT nmpoOuBaHe
CIIPUHLIOBKA MapIst KOHTEHMHEp
Uzpruvo 3a M3XBBPISHE
Ha OCTpHU
MpEeAMETH
®urypa 2
2. N30epeTe 1 MOATOTBETE MACTOTO 32 HHKEKIUS
N36epere MsacTOTO 3a MHXeKius (BuxTe Gurypa 3)
. Uzpruvo ce mpuiara KaTo WHXEKIH 10/ KoKaTa (TI0AKOKHA HHKEKITUSI
. N36epere MACTO Ha WHKEKTHPAHE.
. [omxonsamum MecTa 3a MH)KEKTHpaHe ca TOpHATa YacT Ha OepoTo, celanniiHaTa 001acT Win
00J1acTTa OKOJIO KOpeMa Ha Pa3CTOSHUE Hal-MaJIKo 5 CM OT ITbIia
° Ako OosHOrIeay Bu momara npu mocTaBsHETO Ha MHXKEKIIMATA, TOW/TS MOXKE J1a u3depe u
ropHaTa 4acT Ha phKaTa KaTo MsICTO 32 HHXKEKTUpaHe (BIK ¢urypa 3)
. N3bupaiite pa3nuvHO MSICTO Ha MH)KEKTHPaHE 33 BCAKA WHXKEKIs. He mocTaBsiiTe HHKEKIUSL

Ha 00J1acTH OT KOXKaTa, KOMTO Ca HapaHEHH, C KpbBOHACSIaHE, 3aUePBEHH WIH TBHPJIH.

o, | 5

Ob6nactuTe, MapKHpaHH B XKBJITO Ca MPENOPHUNTEIIHA MECTA HA HHKEKTHUPaHe

®urypa 3
IHoarorBere MSCTOTO 32 MHIKEKTHPAaHe
. M3muiiTe prlieTe U MHOTO TOOpE ChC CaITyH M TOIDIa BOJIA.
o TTouncrere KOkaTa Ha MSICTOTO 34 HWHXCKTHPAHE C aHTUCCTITUYHA KbPITUYKa.

He noxocBaiiTe nmoBeue Ta3u 00JacT A0 MOCTaBIHETO HA HHXeKIuATa. OcTaBeTe Koxara Ja
M3CHXHE MPEIN HHKEKITUATA.

o He nyxaiite BbpXy mouncTeHaTa 00JacT

. He nnxextupaiite npes apexu

3. Cpasere kanmaykara Ha urJjara (purypa 4)
e (Cpajere KarmaykaTa Ha UTjara, KOraTo CTe TOTOBH Jia mHkektupare Uzpruvo
e He nmokocBaiiTe OyTamoTo, JOKATO CBAJIATE Kanadykara Ha UrjiaTta
e [IpugbpxaiiTe KOpITyca Ha MPEABAPUTEITHO HATBIIHEHATA CITPUHIIOBKA C €/THA PhKa H PA3KO
M3IbpHaiiTe KaraykaTa Ha UTjiaTa B MpaBa Mmocoka (BwkTe durypa 4)
e I3xBbprere kanaukara Ha urjata. He g mocraBsiite OTHOBO.
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e Moxe Ja 3a0€eNeKUTE KalKa TCUHOCT Ha BbpXa Ha vrjara. Topa e HOPMAJIHO.
e He I[OKOCBafITe urjiara v HE A IIOHI/IpaI;'ITC B ApPYTHU NMMOBBPXHOCTHU.
L I/IH)ICGKTHpafITe Jo3aTta B€aHara, moM CBaJIMTC KalladKaTa Ha urjarta.

SN

4. Mn:xekTHpaiiTe 103aTa
XBaHeTe CIPUHI[OBKATA
e XBaHeTe KOpIlyca Ha IIpeIBapUTEIIHO HallbJIHEHATa CIIPUHIIOBKA MEKIY Iajelia U oKas3aela
(BmwkTe durypa 5) Ha eqHATA phKa
e He usnon3saiite npenBapuTeNHO HAIIBJIHEHATA CIIPUHIIOBKA, aKO I1aJHE C OTBOPEHA UIJIa. AKO
TOBa C€ CIIy4H, MOJISI CBBpKeTe ce ¢ Bamus nexap uim papManeBT 3a HHCTPYKIHU.
e He m3nawpmBaiite OyTanoro.

®urypa S

3axBaHeTe KO’KHA 'bHKA M BKapaiiTe urjiara
e l3momn3BaiiTe ApyraTa pbKa, 3a ]a XBaHETe KOXKHA I'bHKA OT IMOYMCTEHATa YacT Ha KOXKara.
3anpbKTE 3APaBo.
e C enno Obp30 IBMXKEHHE BKapalTe Uriara B Koxarta 1o brl 45° (Bukre purypa 6)
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NHxekTHpaiTe JIEKapCTBOTO
e MmxexTupaiite nsnaTa TEYHOCT, KaTO M3II0JI3BATE MAJIeNa 1a HATUCKa OyTaJIo0To Mpe3 LAI0TO
BpeMe 10 U3Mpa3BaHe Ha CIIPHUHITOBKaTA (BIkTe (urypa 7)

Ilycuere urnara na ce npudepe
e Koraro OyTanoTo CTUTHE 10 Kpas, He OTIyCKalTe HaTUCKa BhpXY TilaBaTa my. M3Banere
WrJIaTa u MyCHeTe KoXaTa.
e baBHO OTCTpaHeTe Majelna Cu OT IJiaBata Ha OyTanoTo. byTanoTo 1me ce mpuIBMKH Harope
3aeIHO ¢ npbheTa By, 10KaTo Ls1aTa uriia ce MmoKpue ¢ npeanasureis (BuxTe gurypa 8).
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5. Cnen uH:KeKTHPaHeE:

Crnen vHXEKTHpaHe, IPUTHCHETE TaMyJHUs TAMITOH WM Mapiii BbPXY MSACTOTO Ha
HWHXEKTUPAHE B MPOIBIIKECHUE HA HIKOJIKO CEKYHIH, CIIE] KaTO MOCTABUTE MHXKEKIUATA
(BmwxTe purypa 9).

B1b3M0kHO € Ha MSCTOTO Ha MHXKEKTUPAHE Ja UMa MaJIko KOJIM4eCcTBO KpbB. ToBa e
HOPMAJTHO.

He pa3TbpkBaiiTe KoxkaTa Ha MSICTOTO Ha HHXKEKTHPAHE.

Mosxe a CIOXHUTE MallKa JIETIeHKa BhPXY MACTOTO Ha MH)KEKTHPaHe, ako € HE0OXOANMO.

®urypa 9

6. U3xBbpIisiHe:

[locraBeTe U3NOI3BaHUTE CIIPUHIIOBKU TPsIOBa B HENIPOOHMBaEM KOHTEHHEpP, KaTo KOHTeHHepa
3a OCTPH MPEIMETH CE U3XBBPIIS ChITIACHO MECTHUTE pa3nopeadu. He u3xsbpisiite
U3IM0JI3BaHHUTE CIIPUHIIOBKY B KOHTEHHEp 3a JOMaIIHu oTraabiu (BxK. purypa 10).
AHTHCENTHYHNUTE KbPIIHYKH U IPYTH KOHCYMAaTHBH MOXE Jla C€ H3XBBPJIAT B OOLIHS OOKITYK.
He n3non3BaiiTe mMOBTOPHO CIPHHIIOBKHTE 32 Baria 6e3omacHoCT 1 3/ipaBe u 3a
Oe3onacHocTTa Ha Ipyrute. U3xBopisiite Bamus koHTelHEp 32 OCTpH NPEAMETH B
CBHOTBETCTBHE C MECTHUTE Pa3nopeou.

®urypa 10
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