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KPATKA XAPAKTEPI/ICTI/IK,QIA IHPOAYKTA



1. HMME HA JIEKAPCTBEHUA ITPOAYKT

PANTOLOC Control 20 mg croMaIirHO-yCTOHYHBY TaOIETKH

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Besika cTomarmHo-ycToiunBa tabiaeTka chabprka 20 Mg manromnpasosn (pantoprazole)(karo HaTpres
CEeCKUXHIpaT).

3a IBJIHUA CIIUCHK HA ITOMOIIHHUTE BEIIECTBA BIKTE TOUKA 6.1.

b’b

3. JIEKAPCTBEHA ®OPMA &QQ/

N O
CToManiHo-yCTOMYHBHY TaOJIETKU \\Q
JKBaTH, €TUTICOBUIHY, TBOWHO M3MBKHAIN, GHIMHUPAHHA TaOICTKH, C OTneana}v@an “P20” ¢
Ka(sIBO MAaCTHIIO OT €IHATa CTPaHa. ¢@

<

4, KJIUHUYHU JAHHU Q/&
4.1 TepaneBTHYHH MOKAZAHUA ’bbe

PANTOLOC Control e moka3zan 3a KpaTKOCPOYHO JI€U€ eQa CHUMIITOMHUTE Ha racTpo-e3odareaieH
pediyke (KaTo KHCETMHU B CTOMAaxa, KHCEJIH OpUTBa TIPH BB3PACTHHU.

4.2 Jlo3MpoBKa M HAYUH HA MPUJIOKEHHE g&

Tosup %
O3HMPOBKaA
Q\QJ

IIpenopruanata mo3a e 20 mg naHTogp'ason (emHa TabneTKa) JHEBHO.

cumrromuTte. [Ipu HacTBIT a TTBJIHO MOBIIMSIBAHE HA CUMIITOMHUTE, JICUCHUETO TPSIOBA J1a ce
npeKpary.
Jledenueto He TpsOBa anomﬂmﬂd noseue oT 4 ceamunr, 6€3 KOHCYNTAIHS C JIeKap.

Moske na 0bae He0OX0IUMO is@émme Jia ce mpuemMar 2-3 MmoclieIOBaTeIHU JIHU 3a 00JeKJaBaHe Ha

AKo He ce noc ¢ oOJiekuaBaHe Ha CUMITTOMUTE 3a 2 CeIMHIIA HEMTPEKHCHATO JICUCHUE,
MMAllEHTUTE @ OBa 1a OBJAT MOCHBETBAHM JIa C€ KOHCYJTHPAT C JIeKap.

Cue MOMYJIAIHNA

He% Hajlara KOpUTHpaHe Ha J03aTa Py NaIleHTH B cTapuecka Bb3pacT, WM TaKWBa C HapyIIeHa
0BpOpeyHa M YepHOAPOOHA HYHKITHA.

Ileouampuuna nonyrayust
PANTOLOC Control e ce nmpernopbuBa IpH Jelia U FOHOIIX Ha BB3PACT 10 18 roauHu mopaau

HEJ0CTAaThYHO JaHHU 32 e(DUKACHOCTTAa U OE30IaCHOCTTA.

HauuH Ha npuiioxxeHue

PANTOLOC Control 20 mg croMaIiHo-yCcTOHYMBH TaOJIETKH HE TPSAOBa a Ce IbBUAT WK
HATPOIIIABAT, & JIa Ce MOTIBINAT IeJIH, C TEYHOCT, IPEIHN SICHE.



4.3 TIpornBomoKa3aHus

CBpBbX4YyBCTBUTEIIHOCT KbM aKTHBHOTO BEIIIECTBO MJIM HIKOE OT MIOMOIIHHUTE BEIIECTBA, H30POCHH B
TOoukKa 6.1.

EnnoBpeMeHHOTO MpHiarane Ha manTonpasoi ¢ HIV nporea3san uHXUOUTOPH, TIPH KOUTO
abcopOnusTa 3aBUCH OT HUBOTO Ha KMCEIIMHHOCT Ha BhTpecToMaImHoTo pH, kaTo aTtazanaBup,
He(uHaBHp, HE Ce MPENOPHUBA IOPAIH 3HAYNTEITHOTO HAMAISIBAaHE HA TSIXHATa OMOHAIMYHOCT (BK.
Touka 4.5).

4.4 ChneumnajaHu npeaynpe;KIeHus U Crieuaany Npeanasiy MeEPpKH Mpu yHOTpeﬁa b’b

ITanmentuTe TpsOBa 1a OBIAAT WHCTPYKTHPAHHU [1a C€ KOHCYITHUPAT C JIEKAp, aKo: ,&

° AMAaT HEYMHUIIJIEHA 3ary6a Ha TEJIECHO TETJI0, aHEMMUS, CTOMAIITHO-YPEBHO K’bp@ nucharus,
YIOOPHUTO MOBPBIIAHE WK NOBPBILIAHE C KPBB, Thil KATO MAHTONPA30J MOXKE,J1a O0JIEKIN
CHMITTOMUTE, ¥ J1a 3a0aBH TUATHOCTUIIMPAHETO HA HAKOH 3200 IIBaHU. €31 ChCTOSITHUS
Tp516Ba J1a C€ M3KJIIIOYU MAJIMTHEHOCT. @

° ca IPEXXUBSIIM OITEpaLMs 32 CTOMAIIIHA s13Ba UJIH ApYyra Olepauus H OMAaIIHO-4YPEBHUSA TPAKT.

° Ca Ha MOCTOSIHHO CUMIITOMAaTHYHO JICYCHUE 3a CTOMAIIIHO pasc TBO UJIM KMCEJIMHHU B

CcTOMaxa IoBeyYe OT 4 CeIMHUIIH.
° UMarT XbJITEHUIIA, YePHOIPOOHO YBpEXKIaHE WITN qeprxonp@b 3a00IIIBaHeE.
° MMaT CEpHO3HO 3a00IsIBaHE 3acATamno 00II0TO UM ChC e
° ca Ha Bb3PAacCT HaJ 55 roAuHHU, C HOBH, WIIH HacxopoQ MEHEHN CHMIITOMH.
[NarueHTH, ¢ NPOIBIDKUTEIIHU MIOBTAPSIIU CE CUMIT ?m TIACTIETICHS WA KUCEJIWHHA B CTOMAaxa,
TpsiOBa Ja MOCEIIaBaT PeIOBHO CBOs jekap. Oco 0 MalMeHTH HaJ 55 rouIllHA Bh3pacT,
MpHEeMAaIId eKEIHEBHO JIeKapcTBa 0e3 JieKapc eAMKUCaHue, MPOTUB AUCIICIICUS W KUCSIIMHU B
cromaxa, TpsOBa 1a HHPOPMHUPAT TEXHUS JI i hapMarieBT.

[Naruenture He TPsOBA 1a MpUeMaT e@&peMeHHo JPYTH HHXHOUTOPHU HA TIPOTOHHATA MOMIIA HITH
H, anraronncru. &

ITanmentute TpsOBa 1A ce K@]TH})EIT ChC CBOS JICKap MPEIH 1a IprueMaT TO3H JIEKapCTBEH
MPOIYKT, aKO TPsIOBa 1a JIaT SHAOCKOIIHSI W U3CIICABAHE 32 ypes B M3ANIIIBAHMS BB3AYX.

[Manuenture TpsioBa e%Lz[aT nH(OpMHUPaHH, Y€ TaOJCTKUTE HE ca MPEIHA3HAYCHH 32 OCUTypPsSBaHE
Ha He3ab6aBHO 00/@KueHue. [lanmenTnTe MOXKe JIa 3aM0YHAT 114 1yBCTBAT 00JIEKYCHNE Ha CHMIITOMHTE
HpH6nH3nTenyQ JIeH CJIe]T 3aI0YBaHe JICUCHNEe ¢ TTaHTOIPAa30J1, KaTo MOXe 1a 0BbAe HE0OX0IuMO 11a
preMar It KTa 7 IHH, 32 TOCTUTaHe Ha IIBIHO HOBJIMIBAHE HA KHCEIMHUTE B CTOMaxa.

ITamuen He TpsiOBa J1a MpHeMaT MaHTONPa30Jl KaTo MPO(UITAKTHYCH JIEKAPCTBEH MPOAYKT.

C@%&;Ho-qpelmn UHGEKIUY TPEIU3UBKAHN OT OaKTEPUU

IMoHmkeHaTa CTOMaIIHa KHCEJTMHHOCT, TIOPAIH Pa3InNYHU IPUYHHH, BKIFOUHTEIHO IPHEM Ha
WHXHOUTOPH Ha MPOTOHHATA TIOMIIa, MOBHUIIaBa Opost Ha GaKTEepUUTE, IPUCHCTBAIIN HOPMAITHO B
CTOMAIITHO-YPEBHUSI TPAKT. JICUCHUETO C TPOAYKTH, HAMAJISABAIIM KHCEIMHHOCTTA B CTOMaxa BOJIST J10
JIEKO TIOBHIIIaBaHE HA PUCKa OT cToMaIrHo-upeBHr nH(eknuu cbe Salmonella, Campylobacter, wn
Clostridium difficile.



Cy0OakxyTteH koxeH aynyc epuremaronec (SCLE)

MuaxnbuTOopuTEe Ha MPOTOHHATA MTOMIIA ca CBBbp3aHu ¢ MHOTO peaku ciaydan Ha SCLE. Ako ce mosBsT
JIe31H, 0COOCHO B YUACTBITM OT KOXKaTa, 3JI0)KEHU Ha CI'bHUEBH JIbYH, U aKO T€ ca ChIIPOBOJICHU C
OOJIKM B CTaBUTE, MAIIMEHTHT TPsIOBa HE3a0aBHO J1a TIOTHPCH MEITUIIMHCKA TIOMOII X METUIIMHCKUST
CICIMAIIUCT ciieaBa aa oomuciu ciupade Ha npuema Ha PANTOLOC Control. SCLE, HacThImi cief
NPEIXOJTHO JICYCHUE C MHXHUOUTOP Ha MPOTOHHATA TIOMITa, MOXe Ja yBennuH prcka ot SCLE npu
ynotpeba Ha Ipyryd MHXUOUTOPH HA MTPOTOHHATA TIOMIIA.

TlorausBane Ha HaGODaTODHI/ITC PE3yIATATH

IToBumenoTo HUBO Ha XpoMmorpaauH A (CgA) MoXe Jja TIOBJIHSIC Ha N3CIICIBAHAATA 32 bfb
HEBPOCHIOKPUHHU TYMOPH. 3a Ja ce n30eTHe TOBa B3auMoeicTBre, tedennero ¢ PANTO

Control Tps6Ba fa ce cripe BpeMEHHO Hai-MajIKo 3a 5 THU Ipean onpenensHeTo Ha CgA

touka 5.1). Ako HuBaTa Ha CgA ¥ TacTprHA HE ca CE BH3CTAHOBHIIHN B pecpepeHTHHTe}@paHHuH
CJIeT Ha4aTHOTO OIpeAeIITHe, N3MEPBAaHETO TpsiOBa /1a Ob/Ie MOBTOPEHO 14 mHU cn,g vpaHe Ha
JICUCHUETO C MHXUOUTOP HA IPOTOHHATA [TOMIIA. )

ClieIHUTE NOIMBIHUTEIIHN PHCKOBE € I0Ope JIa ce MMAT MPESABHI ITPU HBJ@O‘IH& Vnome6a:

To3u nexapcTBEH MPOAYKT € MpeAHa3HAYCH caMo 3a KPaTKOCPOTHA )@TpeGa (mo 4 cenmmtn)
(Bx. Touka 4.2). [larmenTure TpsOBa Aa OBIAT MPETYIPEICHH 3 BITHUTEITHA PUCKOBE OT
NPOJIBIDKUTEHATA YIIOTpeOa Ha JIEKapCTBEHUTE MPOIYKTH, Ka Ja ObJie moruepTana
HEOOXOAMMOCTTa OT PEIeNTa U PEIOBHO HAOIIOICHHUE. Q

Brusanue evpy abcopbyusma na eumamun Bia &

[ManTOMpa3on, KAKTO BCUYKH JIEKapCTBa OJIOKUpa CEJIMHHATA CEKEeKPEIHs, MOXE Ja HaMaJIH
abcopOuusaTa Ha BuTaMuH B, (inaHkoOaaMuHY WOpaay XHUII0- WK axjopxuapus. Tosa TpsOBa ga
O'bJIe B3€TO 110J] BHUMAaHKE TIPH MAIUCHTH C JICHU TEJICCHU 3aI1acy WM MPU HaJIMYUe HA PUCKOBH
(hakTopu 3a HaMajieHa abCOPOIIHS Ha BUT. B, pu IpoaBIDKATETHA TEPAITHs, WIH aKO ca
HaOJF0/1aBaHN ChOTBETHUTE KITMHUIHU TITOMH.

@Dpaxmypa na kocmu A

Nuxuburopure Ha MPOTOHHA MI1a, 0COOEHO aKo C€ M3IOJI3BAT BbB BUCOKH JI03HU MPOIBIDKATEITHO
BpeMe (Hax 1 roguHa), MOT; §ha6o Jla TIOBHIIIAT PUCKa OT PpakTypa Ha O€IpPOTO, KUTKATA U
IrpBOHAYHUS CTHIIO, IPEAMHO NIPU XOpa B CTapuecka Bb3PacT WIH PU HATMYUETO HA JIPYTH
M3BECTHH pUCKOBH haksopu. OOCepBaIMOHHN MMPOYIBAHUS MTOKA3BAT, Y€ MHXHOUTOPHUTE HA
MIPOTOHHATA TIOM \%braT na moBumat oomurust puck ot ¢paxtypu ¢ 10-40%. Yact ot ToBa

IMOBUIIIABAHE Jla ce IBJDKU Ha APYTH pUCKOBHU ¢akTopu. [lanneHTrTe, puCcKOBH 3a 0CTEOIIOPO3a,
TpsIOBa Aa 11 aT TPHKU CIIOpE] CbBPEMEHHHUTE KIIMHUYHN HACOKH, KaKTO U aJIcKBAaTCH MPUEM Ha
BUTAMUH KaJIUH.

ng@aenewejwuﬂ

[Ipu manmenTH, TeKyBaHN ¢ HHXHOWTOpHU Ha poToHHaTa momna (UIIIT), karo marTompazon B
MPOABIDKEHNE Ha Hali-MaJIKO TPH MECEIIa, a B IOBEYETO CIyJYan 1 Ha €JHa TONHA, UMa PSIKO
CHOOMICHNUS 3a TeXKa XunoMaraesuemrust. Cepruo3HH MPOSBY Ha XUTIOMarHe3neMus KaTo ymopa,
TETaHwsl, JeUPUYyM, KOHBYJICHH, 3aMastHOCT M KaMepHa apUTMHUS MOTaT J1a Ce MPOSBIT, HO TE MOTaT
Jla 3aImoYHaT He3abels3aHo U Ja ObaaT IpeHeOperaaTi. XuImoMarde3ueMusaTa MoKe J1a JOBEAE 10
XUTIOKAJITUEMUS W/WITH XUTTOKaTueMus (Bxk. Touka 4.8). [Ipu moBedeTo 3acerHaTy marueHTH
XUTIOMarHe3nueMusTa (M CBbp3aHara ¢ XUIOMarHe3NeMIs XUTIOKAITUEMHIS 1/ HITH XUTIOKATNEMHUS] )
TIpeMUHaBa CJIe] MPUEM Ha MarHe3ueBU J00aBKH U MMpeKpaTsaBaHe Ha jJedeHueTo ¢ I

IIpu marueHTH, KOWTO Ce OYaKBa Ja ObAaT Ha MPOIBIDKUTENTHA Tepanws win kouto npruemat UIIIIT ¢
JTUTOKCHH HIIM JIEKAPCTBEHH MPOTYKTH, KOUTO MOTaT J1a TOBEAAT A0 XUIIOMarHe3neMust (Harp.
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JTUYPETHIIN ), € HEOOXOIMMO MEIULIMHCKUTE CIIEIMAIMCTH 1a B3eMaT 0]l BHUMaHUe U3MEPBAaHETO Ha
MarHe3ueBUTe HUBA Mpey 3anouBaHe Ha JeueHuero ¢ UIIII, kakTo v meproIMyHo 10 BpeMeE Ha
TepanusAra.

ITanTompason cbabprka HATPUH

Tora yieKkapcTBO ChIBPIKA MO-MaKko oT 1 mmol Harpuii (23 mg) Ha TableTKa, T.€. MOXKE J1a ce KaxKe,
4e MPaKTUYEeCKU HE ChIbpKa HATPHI.

4.5 B3aumopeiicTBHe ¢ APYrd JeKAPCTBeHN MPOAYKTH U Apyru opMH Ha B3auMojelicTBHE

JlekapcTBEeHM NPOAYKTH ChC 3aBrucuMa oT PH dhapmakokuueTrka Ha abcopOuusara

(%

PANTOLOC Control moxe aa pexyiupa abcopOIusaTa Ha aKTUBHY BEIIECTBA, YHATO OMOHAT cT
3aBUCH OT HUBOTO Ha PH B cromaxa (Harp. KETOKOHA30I1). &Q

HIV nporeasun nuxuObuTOpn \\Q

EnxnoBpemeHHOTO Mpuiiarane Ha mantomnpasoi ¢ HIV nporea3nn naxuOuTopH, OUTO
abcopOusTa 3aBUCH OT HUBOTO Ha KUCEIIMHHOCT Ha BhTpecToMamHoTo pH, KATO aTa3aHaBHP,
Hen(uHaBHp, € TPOTHUBOIIOKA3aHO MTOPaIU 3HAYNTEITHOTO HaMallsiBaHe Ha aTa OMOHAJIMYHOCT (BIXK.
Touka 4.3). Q

Kymapunosu anTukoaryinanty (HhEHIPOKYMOH WK BapdapuH) QQ/

Brwrpeku, ue npyu KTUHHIHATE apMaKOKHHETUIHN npquﬁaﬂ, MPU €THOBPEMEHHO TIPUJIaraHe C
(heHITPOKOPMOH U BapdapHH, He ca HAOIIOAaBaHU B3aH CTBUS, TIPH HIKOM OTICITHH CITydau ca
nokmaaBanu nmpomenu B International Normalised Rati R), pu CHITBTCTBAIIO JIEYEHUE B

MocT-MapKeTHHToBus nepro. [lopaau ToBa mamm , IEKYBaHHU C KyMapWHOBH aHTUKOAryJIaHTH
(Hamp. GeHnpokopMOH uin BapdapuH), ce Hpengp YBa MPOCIEAsBAaHEe HA TPOTPOMONHOBOTO
Bpeme/INR cnen HaganoTo u kpas Ha mpue KTO ¥ TI0 BpeMe Ha HEPEIOBHO MpUeMaHe Ha
MaHTOIIPa30JI. ‘2\@

Merotpekcar C

A
HMa choO1eHus, e eIHOBPE \§-1-0TO MPUIOKEHNE HA BUCOKH 031 MeToTpekcat (Hamp. 300 mg) ¢
UHXHOUTOPH Ha IPOTOHHATANOMIIA OBHINABA HHBATA HA MCTOTPEKCAT NPH HAKOW MALMCHTH. [Mopaau
TOBA, NIPH CIIy4YaH, IPH @To ce mpuiara BUCOKa /1032 METOTPEKCAT, HAlIPUMEp IPH PaK U MCOPHUA3HC,
MOe J1a ce OOMHUCITH BéMeHHO npeKpaTsBaHe Ha MPUEMa Ha MTaHTOMPa30Jl.

Jpyru npovtnja\@g/Ha B3aMMOJICHCTBHATA

Crerng HU TECTOBE ¢ kapOaMazenuH, KopenH, Trua3enam, THKI0()eHaK, TUTOKCHH, €TaHOJI,
r @mnaMI/m, METOTPOJIOJ, HAMPOKCEH, HUemuiH, eHUTONH, TMPOKCHUKAM, TCODHUITHH U
MEePOPAIHU KOHTPALICTITUBH, ChIAbPIKAIIN JICBOHOPI€CTPE M €THUHUII €CTPAIHOJ HE Ca TOK3aIH
KIIMHAYHO 3HAYMMHM B3aUMOJEHCTBH. Bee mak, He MOKe Jja ce M3KIII0YN B3aHMOIEHCTBHE Ha
MAHTOIPA30J1 ¢ APYTH BEIIECTBa, METa0OIM3UpaIIY CE OT ChI[aTa EH3UMHA CHCTEMA.

Hamonpz@ ce MeTaboau3npa B YepHUS Apod MocpeACTBOM MUTOXpoM P450 ensuMHara cuctema.

Hsima B3anMoaeiCTBUS ChC €MHOBPEMEHHO IMPUETH aHTHAITMIHHA CPEACTRA.



4.6 ®epTHIAUTET, OPEMEHHOCT H KbpMeHe

BpemeHHocT

Hsma mocratsuHO JaHHM 32 ynoTpedarta Ha TTaHTOIPa3oll ipu OpeMeHHH keHu. [IpoyuBaHusaTa mpu
YKUBOTHH TIOKa3BaT PENpPOJTYKTHBHA TOKCHYHOCT. [IpeKTMHUYHUTE IPOYYBaHUSI HE ca OTKPIITH
HapymieH GepTIINTET WK TepaToreHH! eekTH (BK. Touka 5.3). [[oTeHITMaHAST PUCK TIPH XOpa HE
e m3BecteH. [lanTonpa3on He TpsIOBa J1a ce U3IMOoM3Ba 10 BpeMe Ha OPEMEHHOCT.

Kspmene

YcTaHOBEHO € HATMINETO Ha MAHTOIMPA30J1/METa00INTH B KbpMaTa. EQEeKThT Ha maHTOIIpa3o r%@
HOBOpOIeH/KbpMadeTa ¢ HemsBecTeH. Pantoloc Control He TpssGBa [1a ce U3IOI3Ba IO BpEMeE 1@

KbPMEHE. O&Q
DepTHIUTET AQ

HsiMa nannu 3a HapymieH GepTUIINTET ClIe]] PUIarane Ha MaHTONpa3oJl Py npagQaHm C KUBOTHH
(Bx. Touka 5.3).

R
4.7 EdexTu BbpPXy coco0OHOCTTA 3a modupaHe u padora ¢ Mamm@b

PANTOLOC Control se moBmwsiBa WK TIOBIHABA TIPEHEOPEKH @10cobHoCTTa 32 modupane u
pabota ¢ MammHK. Bee mak, MoXke J1a HaCTBIIT HeKeNaHu HCK‘%&BCHI/I peakiuu, KaTto 3aMaiiBaHe
WM 3puTeNTHN HapymeHus (Bx. Touka 4.8). [Ipu TakoBa SIBaHE, MMAIIMCHTUTE HE TPsIOBa /1a
modupat Wik padoTIT ¢ MalTHHU. o)

4.8 He:xenanu JeKapcTBEHH PeaKIuu ¢Q‘

N

Kparek npodwn Ha 6e30macHoOCT Q)

[Ipubnuzurtenno 5% morat 1a oyakBat zia\nonyan HE)KeJIaHU JIEKAPCTBEHH PEaKIIH.

TabauyeH CIIUCHK Ha HC)KCJIaHI/I!g j)_CKaQCTBCHI/I pCaKnmmn

CrenmauTte HeXeNaH! nexa@%é}m peaKIyu ca JOKIaBaHH MPH MPUIOKEHHETO Ha MaHTOMPA30II:

B crnenpamara tabnuna, G¥KenaHnTe JEKApCTBEHN PEaKIUK ca KIACHPUIMPAHU IO KiacupukanusaTa
Ha MedDRA 3a gectota: 'MHOro yectu (> 1/10); wectr (> 1/100 10 < 1/10); mewectu (> 1/1 000 x0

< 1/100); penxu @aﬂ 000 10 < 1/1 000); muOTO penku (< 1/10 000), c HeM3BecTHA YecToTa (OT
HAJIMYHKTE Jagih He MOKe 1a 6be HanpaBeHa oueHka). [Ipu Besiko rpynupane B 3aBHCHMOCT OT
YecToTarta, JIAHWUTE JICKAPCTBEHU PEaKIUK ce M30posSBaT B HU3XOIAIIL PEJ 10 OTHOIIIEHHE Ha
TSAXHATA 03HOCT.

Tﬁ;fna 1. HexxenmaHu IeKapCTBEHN PEAKIINH MTPH MPIUTIOKEHUETO Ha MMaHTONPa30Jl IPY KIMHIIHU
B

np aHWS ¥ TTIOCT-MapKETHHTOBO HAOIIOJCHUE
Yecrora | HecTn Heuectn Penxn MHuoro C Hen3BeCTHA YeCTOTA

peaxku

Cucremo-

opraHeH

KJIac

Hapymenus Arpanynounto3a | Tpombouur

Ha KpbBTa U O-TICHHUS,

numpHa JleBronieHUS

cucreMa s
Ilannuronen
us




YecroTa | YecTn Heuectn Penxnu MHoro C Hen3BeCTHA 4eCTOTA
peaku
Cucremo-
OpraHeH
KJ1ac
Hapymenus CBpBXUyBCTBUTEN
Ha UMyHHaTa HOCT (BKIL
cucrema aHa(UIIaKTHYHU
peakuuu u
aHa(WIaKTH4YeH
LIOK)
Hapymenus XunepnunuaeMu XunoHaTpuemus,
Ha 1 ¥ TIOBHIIaBaHE XurnomaraeaueMu
MeTabosm3mMa Ha JIMITUJIITE Xunoxanuemusd
U XpaHEHETO (Tpurmuuepum, XI/IHOKaHI/IeMI/IQ
XOJIECTEPOIT), A
IIpomenu B QO
TErI0TO A\
Icuxuunu Hapymenus Henpecust (u JHesopuenra | X mhary,
HapyLIeHHUs Ha ChHS BCSIKO st (41 O’@,pKBaHe (mmo-
arpaBHpaHe) BCSIKO (Pgnennanto Npy NakeHTH
arpau;npa@ C NIPEJUCIIO3UIINS KaKTO U
(79) arpaBHpaHe Ha
& CBIIECTBYBAIIH
@ CHMIITOMH)
Hapymenus I'nmaBoGonue, | Hapymenue Ha ’b IMapecTesus
Ha HEpBHATA 3amaiiBaHe BKycCa @
cucrema Q
Hapymenus Hapymenufd )
Ha ouuTe 3pEHUE; %ane
HO BQ&C
CromariHo- Ionunu Ha Huapus, g\‘ MUKpPOCKOIICKU KOJIUT
YPEBHU ¢ynnycuure | I'anene/moBp b,b
HapylIeHHs HKIIE3U bIIAHE, <
(mobpokauec Pa3uyBaHe‘€h
TBEHH) Kopemal
3a
Ta B
Qc aTa,
O Kopemuu
QQ 00JIKH U
> JckomdopT
Xemnaro- @‘ ) INoBumasane | IloBumaBane Ha XenaronenynapHu
OnnmapHH ‘«@ Ha OounmpyOuna yBpeXJaHu,
napymenus (), YEepHOIPOOHH Kpnrennna,
T€ eH3UMU XemnarouenynapHa
\&_,b (Tpanc- HE0CTaTbYHOCT
< aMHHa3H,
Q y-GT)
Hapymenus O06pus/ Yprukapus, Cunnpom Ha Stevens-
Ha Ko’kKaTa u ex3anTeM/ AHruoenemM Johnson,
MIOJIKOXKHATA HaJIUrHaT Cunapom Ha Lyell,
ThKaH o0pus, Epurema myntudopme,
Copbex ®DOTOUYBCTBUTEIHOCT,

JlexkapcTBeHa peakius ¢
€03UHO(DUITUS U CUCTEMHH
cumnromu (DRESS);
Cy0aKyTeH KOXXeH JIyITyC
epuTeMaTo3yc (BK.

Touka 4.4).
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HApYIICHUS U
e(eKTH Ha
MSICTOTO Ha
PUIIOKEHHE

Acrenus,
yMopa, u
HEpasIoJIoKe
HUE

IloBumaBane Ha
TeJiecHaTa
TeMIeparypa,
[epudepun
OTOLIH

/
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Q
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() XymokanuueMus W/ iid XUIIOKAIMEMHUs MOTaT 3 6bJaT CBbP3aHH C HOW Ha XHIIOMarae3neMus (Bx. Touka 4.4)

C'LO6I]_IaBaHe Ha IMoa03HupaHn HEXKEJIAHW PCAKIINH

O

X

C’bO6I].[aBaHeTO Ha IOAO03UPAHN HEKCIIAHU PCaK P@“ JICH pa3pCliaBaHC 3a yHOTpe6a Ha JICKAapCTBCHUA
MMPOAYKT € BaKHO. ToBa mo3BossiBa Ja HpOZ[’L% Ha6J’IIO,I[eHI/ICTO Ha CbOTHOIICHUCTO HOJ'I3a/pI/ICK 3a
JICKApCTBCHHUA NPOAYKT. Or MCIUIIMHCKUT! @eHI/IaHI/ICTI/I CC U3HCKBA Ja C'bO6I].IaBaT BCsiKa

MOJI03UpaHa HeXeNlaHa Peakius upe3 H
[punoxenue V.

4.9 IIpeno3upane

O

aJlIHa CUCTEMaA 3a C’LO6H.IaBaHC, II0CO4YCHAa B

A
&

Ho3u Han 240 mg, npun g MHTPaBEHO3HO, B TEYCHHE Ha 2 MIN ca OWiIK IOHEeCeHU 100pe.
TBil kKaTO MaHTONpPa3o. BBP3Ba B roJisiMa CTEINEH C MPOTEUHUTE, TOW HE ce JUalln3upa JIECHO.

X

[pu ciyuaii Ha O3WpaHe, ¢ KIMHUYHU JaHHH 32 MHTOKCHKAIHs, HE MOXe Ja ce JaaaT
CHGIIH(bI/I‘lHI/IC‘fR OPBKH M3BBH CHMITOMATHYHO U MOABPIKALIO JICUCHHE.

5. @&PMAKOJIOH/II{HI/I CBOMCTBA

5.1 ®dapmakonmHAMHYHH CBOHCTBa

dapmakoTrepaneBTryHa rpyna: Maxuburopu Ha nporonHara nomna : ATC kox: A02BC02

MexaHu3sM Ha HeﬁCTBHC

HaHTor[pa3on € CY6CTI/ITy1/1paH 6GH3I/IMI/II[a30J'I, KOHTO I/IHXI/I6I/Ipa CCKpCLUATAa Ha COJIHA KUCCJIMHA B
CTOMaxa 4pes3 CHGLII/I(l)I/I‘lHa 6J10KaI[a Ha OpOTOHHATA IMOMIIa HAa MAPHUCTATHUTEC KJICTKU.


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

[ManTompa3zon ce KOHBEPTHUPA B HETOBATa aKTUBHA (popMa, IMKIMYCH CyJIQeHaMUJI, B KKcenara cpenia
Ha TIapUeTATHATE KIETKH, KbeTo naxuoupa H+, K+ AT®a3a emzumure, T. €. GUHATHHUS CTaIuNA OT
NPOJIYKIIMATA HA COJTHA KUCEITMHA B CTOMAXa.

NuxnubupaHeTo e J10303aBUCHMO H 3acsira KakTo 0a3aliHara, Taka ¥ CTUMYJUpaHaTa KUCeITMHHA
cekpenus. [Ipy moBeveTo NanueHTy NpeMaxBaHeTo Ha CHMITOMHTE Ha pediIykca ce mocTura 3a 1
cenmuiia. [TaHTOIpas3on peaynupa KUCETMHHOCTTA B CTOMaxa M 10 TO3W HAYKMH MOBUIIIaBa HUBOTO Ha
racTpHHa, IPONIOPIMOHAIHO Ha PEAYKIMATA Ha KUCETMHHOCTTA. [I0BHIIIaABaHETO HA HUBOTO HA
ractpuHa ¢ 00patumo. T'hif KaTo MaHTONPa30JI ce CBBP3Ba C EH3UMHUTE JIUCTAIHO OT PEIENTOPHOTO
HUBO, TOI MOKe J1a THXHOUPA CEKPEIHATA Ha COTHA KUCEITMHA, HE3aBUCUMO OT CTUMYJIUPAHETO U OT
IpyTH cyOCTaHINY (AIETUIXONH, XUCTAMHH, TacTprH). EQeKThT € chimsT, He3aBUCUMO Aaln
AKTUBHOTO BEI[ECTBO CE€ MPUJIara mepopaHo UK HHTPABEHO3HO.

Hupara Ha ractpuHa Ha TJaJTHO Ce MMOBHIIABAT OT IMAHTOMNPa30Jl. [Ipy KpaTKOCpOUeH MpreM I bfo
MOBEYETO CIy4au Te He HAJXBBPIIAT rOpHATA TPAHUIA HA HOpMaTa. [Ipu MPOABIKUTEITHO Q@Hne,
HUBaTa Ha TacTPHHA C€ YJBOSBAT MPH MOBEYETO ciiydau. ExciiecnBHO HapacTBaHe HACTHIEBA'TIPH
otaenHu cirydau. Kato pe3ynrar, npu NpoabIKUTEITHO JISYEHUE MTPU MaJlKa YacT OT c@me, ce
Ha0JIr0/1aBa, JIEKO 0 CPEaHO NoBHIaBaHe Opos Ha cnienuduunute enaokpuaan (ECL) kineTku B
cromMaxa (0OMKHOBEHHA JI0 aACHOMATOMIHA XUTIepIUTa3us). Bee mak, chriacHo BaHMSITA
MIPOBEICHH IO MOMEHTa, (OPMUPAHETO HA KAHIICPOUIHU IPEKYPCOpU (amnp@a XUMEPILIA3HS) WITH
CTOMAIITHY KaHI[EPOHIH, KAKBUTO ca OWIIM OTKPUTH IIPH OITUTHTE C KUBOTHY (BXK. TOuka 5.3), He ca
HaOJII0JTaBaHU TIPH XOpa. Q

ITo BpeMe Ha NedeHne C aHTUCEKPETOPHH JIEKAPCTBEHH MPOTYKT TpPHWHA B CEpyMa ce TTOBHIIABA B
OTTOBOp Ha IOHMKEHATa KUCEIMHHA ceKpenns. B pe3ynrar HaBINAICHATa CTOMAIIIHA KHCETMHHOCT
ce mosumaBa U HUBOTO Ha CgA. [ToBumenoto HuBo Ha Cg K€ J1a TIOBIMsIE Ha M3CIIEIBAHMATA 32
HEBPOCHIOKPUHHHU TYMOPH. o)

Hannununte my6inkyBaHu 1aHHY IIOKA3BaT, ye IIp HETO Ha HHXUOUTOPH Ha IIPOTOHHATA IIOMIIa
TpsiOBa Jia ce MPEYCTAHOBH MEXy S5 HU U 2 cegMuIy mpeau n3Meppane Ha CgA. ToBa ce npaBu ¢
uei HuBara Ha CgA, KOMTO MOTAT Ja ca JIb noButieHu cirend neuenue ¢ UIIII, na ce
BB3CTAHOBST 10 PEYCPECHTHUTE CU TPAHULER,

Kinanyna eukacHocT U 6e3omacuob

IIpu peTpOCTICKTHBEH aHAIN3 7 mpoyuBaHus 1pu 5960 marmeHTH ¢ racTpo-e3odareaaHa
pedmykcHa GoJect (FEPB)@&yBaHH ¢ 20 mg naHTOPa30j1 KaT0 MOHOTEPAIIHs, CHMITOMUTE
acOIMMpPaHU C KUCENUHH{Y pedayKc, Halp. KUCENNHN B CTOMaxXa M KUCEJIM OPUTBAHUSA, ca OWiH
OIIEHEeHW CHIIIACHO CTaWJdapTu3npanara Metonoiorus. [IpoyuBanusita ca cenekTupaHu J1a IMatT
Hail-MaJIKo eIuH TOM Ha KHCEIUHHUS peduiyke, npocieaspan 2 ceamuiin. Jluarno3ara Ha EPB
TIPH TE3U PO 1 ce e 6ba3uparna Ha eHAOCKOIICKA OLIEHKa, C M3KII0UYEeHNE Ha €THO IPOyYBaHe,
TPH KOETO, RRIJIOUBAHETO HA NMALMEHTHTE CE € 0a3upasno caMo Ha OlleHKa Ha CHMIITTOMHTE.

IIpu T@pOy‘IBaHI/Iﬂ, MPOLICHTHT Ha MALUEHTUTE, TOJIYIMIN ITbJIHO 00JI€KYaBaHe HAa KUCCIIMHUTE B
CTg@a cien 7 nau e 6mn mexay 54,0% u 80,6% mpu rpynara jgexyBana ¢ maaronpason. Cuenx 14 go
28 IHU, TBITHO O0JIeKIaBaHe Ha KHCETMHUTE B CTOMaxa € IocTUTHaTo TpH 62,9% no 88,6% u 68,1%
110 92,3% OT marMeHTUTe, PECIIEKTHBHO.

3a meIHO OOJIeKYaBaHe Ha KHUCETMHHUTE OPUTBAHUA ca HAOJIIOAaBaH! Pe3yaTaTH, IOJOOHHU Ha TE3H,
NpY KUCENMHUTE B cToMaxa. Criest 7 JIHU, MPOIEHTHT HA MAIUSHTUTE, TOJTYYUITH ITBJITHO 00JICKYBaHE
Ha KUCENIMHHUTE OpUrBaHus € omn mexay 61,5% u 84,4%, cnen 14 g mexmy 67,7% u 90,4%,

u cren 28 qau Mexay 75,2% u 94,5%, pecrieKTHBHO.

[TanTompason e mokasan mo-xobpu pesynraTu oT miarnedo u H; perentopHuTe aHTarOHUCTH U HE
mo-MaJnka e(peKTHBHOCT OT APYTUTE HHXUOUTOPH Ha MPOTOHHATa rmomra. Yectorata Ha oOJIeKyaBaHe
Ha CUMIITOMUTE € 3aBUCela B rojisiMa crerneH ot craaus Ha ' EPB.



5.2 @dapMaKOKHHETHYHH CBOIiCTBA

dapMaKOKHHETHKATA HE Bapupa CJIe]] JHOKPATHO WIIK MIOBTOPHO Mpuiiarane. B 1030BUs HHTEpBAI OT
10 mo 80 Mg mIa3MeHaTa KHHETHUKA HA TTAHTOIMPA30JI € JIMHeapHa CJIe T IEPOPAITHO WITH HHTPABEHO3HO
NPUIIOKEHUE.

AbcopOrus

ITarTOMmpa30JI HAITBITHO U OBP30 Ce pe30pOHupa ciie]] IePOPATHO IPUITIOKEHHE. AOCOIIOTHATA
OMOHAIMYHOCT OT TabjaeTHaTa hopma e okono 77%. Obuuaiino, okomo 2,0 h —2,5 h cirex
MPIIOKEHUETO (tmax) HA €MHOKpaTHA TIepopasiHa qo3a 20 M, ce T0CTUTa MaKCUMaTHa cepyMHaQ’b
koHueHTparys (Cmax) Okoso 1-1,5 ug/ml, u Te3u HUBa OCTaBAT MMOCTOSHHU, CJI€]] MHOTOKPATH

npuiarane. EMHoBpeMeHHUST IpHeM Ha XpaHa He nosiusBa Ononamuanoctra (AUC win Caly), HO
NoBHIIaBa BapruaObmiIHoOCcTTa Ha lag dasara (tiag). @)
PasnpenencHue \\

(o

O6embT Ha pasmnpeaeienne € okoio 0,15 I/kg u cBbp3BaHETO CHC CEPYMHHTE @POTEHHHU € OKOJIO 98%.

buotpanchopmaris @‘2\

ITaHTOMPA30J1 MOYTH HAITBJIHO CE META0OIU3HMpPa B YSPHHS JIPOO. QQ/

Enumunupane Q’b’b

KmupsresT € okono 0,1 1/h/Kg, n TepMuHaIHAST 0T ot (112) okoio 1 h. iMa HAKOIIKO CiIydas Ha
cyOeKTH che 3a0aBeHa enuMMuHaIs. [Topamu crerr HOTO CBBP3BaHE Ha MAHTOIPA30J1a C

MPOTOHHATA [TOMIIA B MMAPUETATHUTE KIETKU, CIEMIHAIIMOHHUSAT MTOTYKHUBOT HE KOPEIUpa ¢ MHOTO
MO-ITBJITaTa MPOIBDKATETHOCT Ha ﬂeﬁCTBH%@pr(SHpaHe Ha KHCEIMHHATA CEKPEITHs).

brOpeunoTo emuMuHIpaHe npeHCTaBnﬂB%\%CHOBHHﬂT BT 3a ekckpenus (oxoio 80%) 3a
MeTabOIMTUTE Ha TTAHTOIIPa30JIa; OCTaHaIaTa 4acT ce eKCKpeTupa ¢ dereca. OCHOBHUAT METaOOIUT B
cepyMa M ypuHara € JeCMETHIIAHTOIPa3ol, KOUTo e cylhaTHO KoHIorrpaH. [1o1yXKuBOTHT Ha
OCHOBHHS METa00IUT (OKOJI0 1,§ ) HE € MHOTO TTO-IIBJIBT OT TO3H Ha TTAHTOIPA30JIa.

o
Crenmanau nonynagng Q

bvopeuno yspeoic

He ce npenopy@ amMaJisIBaHe Ha J103aTa, KOraTo IMaHTOIPa30Jl ¢e Ipujiara Ipy HalMeHTH C
HapylIlIeHa 6@61{% (yHKIMS (BKIIOUUTEIIHO MMAlMEHTH Ha JIUajIn3a, KOSATO OTCTpaHsIBa CaMo
HE3HAYN 1 KOJIMYECTBA MaHTOIPa301). KakTo npu 3apaBu CyOeKTH eIIMMUHAILIMOHHHUST
OJIy’ Ha IaHTOIPa30JI € KpaTbk. He3aBucuMo, Y€ OCHOBHHUAT META0OJUT UMa IO-AbIbI
H@BOT (2-3 h), exckpenusTa e Bce Taka Obp3a, M IOPAIH TOBA HE HACTHIIBA aKyMYJIaIlHs.

Yeprnodpobnuo yepesxcoane

Cren nmpunarane Ha TTAHTOITPA30JI Ha MAIMEHTH, ¢ YepHoipoOHo yBpexaane (A, B u C kiac o
Child-Pugh), mosmyxuBoThT ce yabnkasa 10 Mexay 3 u 7 h, a nuBara na AUC ce yBennvaBat ¢
koeduiueHT 0T 3-6, 10KaTO Cmax CE MOBHUIIIABA CAMO HE3HAYUTEIHO ¢ KoeduiueHT 1,3 B cCpaBHEHHUE
ChC 37IpaBU CyOEKTH.

Cmapuecka év3pacm

Jlexoto noBunienne Ha AUC 1 Crax IIpy JOOPOBOJIIK B HAIIPEIHAIA Bb3PacT, B CPABHEHHUE C
MO-MJIaH CYOSKTH, HE € OMIIO KIIMHIUYHO 3HAYUMO.
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5.3 TIpenkJIMHUYHU JAHHH 32 6€30MACHOCT

HexnuHUYHUTE JaHHU HE TIOKA3BaT OCOOCH PHCK 3a XOpa Ha 0a3ara Ha KOHBEHIIMOHAITHHUTE
(hapMaKoJIOTUYHY MPOYYBAHHUS 32 O€30MaCHOCT, MPOYYBAHUS 32 TOKCHYHOCT NIPU MHOTOKPATHO
Mpujarane ¥ TeHOTOKCUYIHOCT.

[pu 2 rogumIHO MpoyYBaHe 3a KaHIIEPOTreHe3a MPH INThX0BE ca OUIIM OTKPUTH HEBPOCHIOKPHHHHI
Heoruta3Mu. B nombliHeHne, CKBAMO3HO-KIIETHYHH TAMMIOMHY ca OWIIM OTKPHUTH B MPEJCTOMAaxa Ha
TUTHXOBE IIPH €JTHO MpOy4BaHe. MeXaHU3MBbT, Bojel] 0 (opMHUpaHe Ha CTOMAIIIHU KapIIHOUU OT
cyOcTUTYUpaHUTe OSH3UMHUJIA30]TU € OWMJI BHUMATETHO NMPOYYEH U € JOCTHTHATO JI0 U3BOJIa, Y€ TOBA €
BTOpPHYHA PEaKIMs Ha CHITHO TIOBUIIIEHUTE CEPYMHH HUBA HA TaCTPUHA, HACTHIIBAIIH TP ILTHXOBE 110
BpeMe Ha XPOHUYHO JICYCHUE C BUCOKH JIO3H. o>
[pwm 1BEroMITHN TPOYYBAHHUS BHPXY I'PH3a4M € YCTAHOBEH yBEINYEH Opoii Ha YEPHOIOPOOHH T, 17§
IIPY IDTHXOBE (Camo TMPH €IHO MPOYYBAHE ITPH IDTHXOBE) U )KEHCKU MUIIIKH, KOETO € UHTEPIIP @)aHo
KAaTo CIIe/ICTBUE Ha BUCOKATA CTETICH Ha MeTabOIM3bM Ha MTAHTOINPA30J B YePHHUS JIPOO.
Crnabo yBenMYeHHe Ha YeCTOoTaTa Ha HEOTUIACTUYHHUTE W3MEHEHHUSI Ha IIITOBHIHATA ;@ e
YCTaHOBEHO IPH IPyIaTa ITbXO0BE, TPETHPAHHU ¢ Hail-Bucoka g03a (200 mg/kg) mpu 2 TOAWIITHO
npoy4Bane. Hamuumero Ha Te3u HOBOOOPa3yBaHUS € CBBP3AHO C MPEIN3BUKAHUT! aHTOTPA30IT
MIPOMEHH B KaTtaboJIM3Ma Ha THPOKCUHA B YepHUS Jpo0 Ha turbxa. Thil kaTo r&@tomxa J103aTa € HICKA,
HE C€ OYaKBaT HEXKEaHW PEaKIMy OT CTPaHa Ha IIMTOBH/IHATA XKJIIe3a. \2\

[Tpu nepu-nocTHATAIHO MPOYYBAHE 32 BH3IPOU3BOJICTBO HA TIHXO peHa3HAUCHO J1a OLICHH
Pa3BUTHETO HA KOCTUTE, Ca HAOIIOaBaHU MPH3HAIY Ha TOKCHHHQQ/Ha ITOTOMCTBOTO (CMBPTHOCT,
TO-HHCKO CPETHO TEJIECHO TEII0, IO-HUCKO CPEIHO HA/IIaBaHE HATEIECHO TEITI0 M HAMAJICH KOCTCH
pactex) mpu eKCIO3uIHH (Cmax) TTPHOIUZUTEITHO 2 IHTH K YHATa €KCIIO3UINA TP Xopa. [lo kpast
Ha (pa3ara Ha BH3CTAHOBSBAHE, TAPAMETPUTE HA KOCTHTE-CA €XOJIHH B TPYITUTE, & TEIIECHOTO TETJIO
CBIIO € C TEHJCHIIUS KbM 00PaTUMOCT CJIe]| TIEPHO]T H%B@SCTaHOBHBaHC 0e3 nexapctBo. [loBuieHa
CMBPTHOCT C€ CHOOIIaBa caMo TIPH MPEKIACBPEME TONUTH KbpMadeTa (10 21-1HEBHA BB3pACT),
KOSITO Ce OLIEHsBa KaTo ChOTBETCTBAIIA Ha 0e6 0 2-TOJIMIIIHA BB3pacT. 3HAYEHUETO Ha Ta3n
HAXOJIKA 3 TI¢/IMATPHIHATA TIOMyJIAIHs ¢ HesCho. [IPeIHIIHO epH-TIOCTHATAIHO IPOYYBAHE TIPH
TTHXOBE TIPH MAJIKO TTO-HUCKH JI03H HE ycéz)lm HexenaHu eQexTu nmpu 3 mg/kg B cpaBHeHHE C
HHCKa 7032 oT 5 mg/kg B TOBa npquBa *poBenenuTe U3cleIBaHNS HE OTKPHBAT JJOKA3aTENICTBA 32
yBpeXKIaHe Ha PEPTHIIATETA WITH T €HHU e(PEeKTH.
[IpoHnkBaHeTO Mpe3 IUiaeHTaTa '§pqueHo TIPY TUTXOBE H € YCTAHOBEHO, Y€ Ce YBEIMIaBa C
Harpe/BaHe Ha OPEMEHHOCTT: %-3ynTaT Ha TOBA, KOHICHTPAIIMSATA Ha MIAHTONPA30]I B TUIOJA CE
yBeJIMYaBa HCHOCpCHCTBCH]@%&HI/I paKaaHeTo.

6. (I)APMAIIF@aTI‘IHI/I JAHHH

6.1 Cnncb@a IMMOMOIHMTE BellecTBa
spo (¥

2
Ha%I/ICB kapOoHaT, 0€3BOJICH
Manwuron (E421)
Kpocnosugon
[oBumon K90
Kanuues creapar
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OO0BHUBKa

Xwunpomenosa

IHoBumon K25

Turanos auokcun (E171)

Kot sxenezen okenn (E172)

TIponunenraukon

MertakprieH anua-eTui akpriat komoiaumep (1:1)
Harpues naypuncyndar

ITommcopbat 80

TpueTw nmuTpat

b’b
IleyaTHO MacTHIO Q/

Ilennak (@)
Uepren xenezed okcua (E172) Q
Uepen xenesen okcun (E172) \\
Kot sxenezen okenn (E172) ,))’0
KoHneHTpupaHn aMOHSIYEH Pa3TBOp QS

6.2 HecbBMecTHMOCTH Q

Hsama
AR

6.3 Cpok Ha rogHocT Q’b

¢9

6.4 CrneuuajHu ycjJoBuUsl 32 CbXpaHeHHe g\

3 roguHu

Ila ce chXpaHsBa B OPUTHHAIHATA onaxw@@a Jla ce Tperasy OT BiIara.
6.5 JlaHHM 32 omaKoBKaTa (/

Alu/Alu 6mmctep, cpasp % u 14 cromamHo-ycroituusu Tadbnetku, win Alu/Alu 6imucrep,
TIOJICHJIEH C KapTOH, cmm@ win 14 CTOMAIIHO-YCTONYMBH TabJIETKH.

He Bcruku Bunosu OHQ)BKI/I Morart /Ja ObJIaT IMyCHATH Ha Ia3apa.

6.6 Cneuna@q{pennamn MepPKH NP U3XBbPJIsTHE U paGoTa

B CBOT: TBUC C MCCTHHUTC N3 CKBaHUSI.

7. TPUTEXKATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

Hemnwnm JIEKapCTBEH MPOAYKT WA OTIIAbUHUTE MaTepPHaIl OT HETO TPsiOBa Ja ce M3XBBPIAT

Takeda GmbH
Byk-Gulden-Str. 2
D-78467 Konstanz
T'epmanus

Tenedon: 0800 825332 4
Tenedaxc: 0800 825332 9

12



8. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/09/519/001-004

9. JATA HA TBPBO PA3ZPEIIABAHE/ITIOJJHOBSIBAHE HA PAZPELHIEHUETO 3A
YIIOTPEBA

Jlata Ha mepBO pazpemaBane: 12 rouu 2009 r.
Jara Ha mocienno nmogHoBsiBaHe: 21 ¢eBpyapu 2014 r.

(%
10. JATA HA AKTYAJIUBUPAHE HA TEKCTA @b
{MM/TTTT} QO&Q
ITonpoOHa mHGOpMaNHS 32 TO3M JIEKAPCTBEH MPOAYKT € PeJ0CTaBeHa Ha ye6ca171%H EBpomneiickara
areHIws 1o JiekapcTaara http://www.ema.europa.eu/. o)
R
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N
MPAJIOKEHHE 11 @Q

MMPOU3BOAUTEJI(N), OTFOBOPB@ 3A OCBOBOXJABAHE HA
IMAPTU AN ‘2‘

YCJIOBUA NN OFPAHWQﬁ‘J\HI/Iﬂ 3A JOCTABKA 1
YIIOTPEBA Q)

APYT' YC.JIOBI/IH\ﬂ‘I/BI/ICKBAHI/IH HA PA3PEHIEHHUETO 3A
YIIOTPEBA

YCJIOB I/I OI'PAHUYEHUS 3A BE3OIIACHA U
E(I)EKT YIHOTPEBA HA JIEKAPCTBEHUS IIPOAYKT
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A.  IIPOU3BOJUTEJI(M), OTTOBOPH(N) 3A OCBOBOXJIABAHE HA ITAPTUIN

HmMe u agpec Ha TPOM3BOIUTENIS, OTTOBOPEH 3a OCBOOOK/IaBAHE HA MAPTUJINTE

Takeda GmbH

Production site Oranienburg
Lehnitzstralle 70-98,

16515 Oranienburg

T'epmanus
b. YCJIOBHUS NJIX OTPAHUYEHUA 3A TOCTABKA U YIIOTPEBA b’o
JlexapcTBEHHUSAT MPOMYKT CE OTITyCKa O€3 IEKapCKO MpearicaHme. &QQ/

<\O
B. JPYI'H YCJOBUSA U U3NCKBAHUMS HA PASPEHIEHUETO 3A Y, &I’PEBA

>

. IHepuoanynu akTyanu3nupaHu Aokjaaau 3a 6esonacHoct (ITA/IB) <

W3uckBanmsra 3a monasane Ha [TA /b 3a To31 JexapCcTBEH IPOAYKT ca @%?)qe}m B CIIUCBHKA C
pedepentaute natu Ha EBpomneiickus cpio3 (EURD crnmchk), mpensyugs B wi. 1078, air. 7 oT
HupextuBa 2001/83/EO, 1 BbB BCUUKH CIIEABAIIN aKTyaTH3aI| JTUKYBaHU HA €BPOMEHCKHUS
yeOropTasn 3a JeKapcTBa. ’O’b

%

r. YCJI0OBUA UJIN OIT'PAHUYEHMUA 3A BEQ&IACHA N EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUSA ITPOAYKT ¢

)

. Ilian 3a ynpasiaenue Ha pucka (ITY
2
Henpuoxxumo. ‘2‘
@

&
%
O;\\
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JAHHU, KOUTO TPABBA JA CbAbPKA BTOPUYHATA OITIAKOBKA

KAPTOHEHA KYTHUA 3A BJINCTEP
KAPTOHEHA KYTHUA 3A BJIMCTEP, HOACUJIEH C KAPTOH

1. HMME HA JIEKAPCTBEHUA ITPOAYKT

PANTOLOC Control 20 mg croMaIHO-yCTOHYNBY TaOIETKH

ITanTonpazon
@’0
~&
2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIECTBO(A) A&V
\9)
Bcsika cromanHo-ycToiurBa TabeTka chabppika 20 Mg maHTomnpason (KaTo HaTpui e&:Kanm{paT)
(%
D
| 3. CIUCBHK HA HOMOUIHUTE BEIIECTBA N
2
O
|4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EI[H%@ffAKOBKA
,O’b
7 CTOMANTHO-yCTOWINBHU TaOJICTKH Q
14 croManiHoO yCTOHYUBH TaOJIETKH o)

\N

5. HAYHUH HA ITPUWJIOXEHHUE N H’buﬁ‘tL[A) HA BBBE/KJIAHE

TabneTkuTe TpsOBa /1a Ce MOTIBINAT uegggl
[Ipenu ynotpeda npoyeTeTe TUCTOBKATA:

TlepopanHo npuiioKeHue. A
S

6. CHELHMAJIHO IIP. yl:IPE)KJ]EHI/IE, YE JIEKAPCTBEHUAT IIPOAYKT TPABBA
JA CE CBbXPAHSB MSACTO JAJIEYE OT IIOI'VIEJA U TOCEI'A HA JIELITA

I[a ce %xpan;m&)% MsACTO, HCIOCTBITHO 3a AC1A.

A
~

| 7. IRV CHEUMAJIHA OPEIYIPEXIEHUS, AKO E HEOBXOUMO
N\

QQ/

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

‘ 9. CHEIMAJIHMA YCJIOBUS HA CbXPAHEHUE

I[a C€ CbXpaHsABa B OpUI'MHAJIHATA OIIAKOBKa, 3a 1a CC€ MpECaIia3su OT Bjiara.
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10. CIIEHUAJIHU NPEAITASHU MEPKMU ITPU U3XBBHPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIKX OTHHAABYHU MATEPUAJIM OT THAX,
AKO CE U3UCKBAT TAKHUBA

11. UME U AAPEC HA IIPUTEXATEJIA HA PABPEIHIEHUETO 3A YIIOTPEBA

IIpuTexaTen Ha pa3penIeHUETO 3a yroTpeoda:
Takeda GmbH

Byk-Gulden-Str. 2

D-78467 Konstanz

Iepmanus @fo
<
K
12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA (\O
*\
EU/1/09/519/001-004 (o
Q//b
D

13. NAPTUAEH HOMEP o\

ITaptuna:
AR
laN
14. HAYMH HA OTIIYCKAHE r\\(
‘b\.l
JlexkapcTBEHUAT MPOAYKT CE OTITycKa Oe3 nexapcx&&énnmcaHne.
2
15. YKA3AHUA 3A YIIOTPEBA XQV

<O
3a KpaTKOCPOYHO JICUCHHUE HA CUM T&vfme Ha racTpo-e3odarcaiiecH pedykc (KaTo KUCEIHMHH B
CTOMaxa, KHCEJN OPUTBaHU) TPU-BH3PACTHH.

IIpuemaiite no eqHa T36H6TI§§B MQ) naeBHO. He mpeBmimaBaiiTe Ta3u mo3a. ToBa 1eKapcTBO MOXKE
1a He j1oBejie 10 He3a0aBH@ 9bIekyaBaHe HA CHMIITOMUTE.

HawmansBa moBumenar €IMHHOCT B CTOMAaxa.

X

i

16. MHOOPAFAIINSI HA BPAIJIOBA A3BYKA

9
PANT&@% Control 20 mg
Q
A\

‘ 17. VHHUKAJEH NIEHTUDPUKATOP — IBYU3MEPEH BAPKO/I

Henpunoxumo

‘ 18. YHMKAJIEH HWIEHTU®UKATOP — JAHHHU 3A YETEHE OT XOPA

Henpunoxumo
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MUHUMYM JAHHHU, KOUTO TPABBA JA CbABbPKA MEXKINHHATA OITAKOBKA

BJIMCTEP, IIOACHUJIEH C KAPTOH

1. HMME HA JIEKAPCTBEHMUA ITPOAYKT

PANTOLOC Control 20 mg croMaIrHO-yCTOHYHBY TaOIETKH

ITanTonpazon
2. OBSBSBAHE HA AKTUBHOTO(MTE) BEILIECTBO(A) A@'O
Bcsika cromanHo-ycToiurBa TabneTka chabppika 20 Mg maHTomnpason (KaTo HaTpui cecx@&mm)
| 3. CIUCBHK HA TOMOUIHUTE BEINECTBA 0
7
Z
R\

| 4. JIEKAPCTBEHA ®OPMA U KOJMYECTBO B EJIHA ONIAROBKA

7 CTOMANTHO-yCTOWINBHU TaOJICTKH QQ/
14 croManiHoO yCTOHYUBH TaOJIETKH ’b’b

R

[aY
5. HAYHH HA ITPUWJIOXEHHUE N H’I)T(I/II.I.MA BBBEX/IAHE

TlepopanHo npuiioXKeHHE. ,§
TabmerkuTe TpsAOBaA 1@ CE TMOTITHINAT IEITH. )
[Ipenn ynoTtpeba nmpouetere JII/ICTOBKaTaQ\Q

O

A
6. CIHEIOUAJHO HPEI[;’&-E\)KI[EHI/IE, YE JIEKAPCTBEHUAT IIPOAYKT TPABBA

JA CE CBbXPAHSIBA HA CTO JAJIEYE OT IIOIVIEJA U JOCEI'A HA JEIIA
1 4

Jla ce cbxpansiBa Ha M;@& HEJIOCTBITHO 3a JIeTia.

6%

O

| 7. IPYTUCNENUAJHHA OPETYNPEXIEHUS, AKO E HEOBXOUMO

(X

| 8. AIATA HA M3THYAHE HA CPOKA HA TOJHOCT

\‘

T'onen no:

‘ 9. CHEIMAJIHMA YCJIOBUS HA CbXPAHEHUE

I[a CC€ CbXpaHsABa B OpUI'MHAJIHATA OIIAKOBKa, 3a 1a CE€ NpECaIa3u OT Bjara.
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10. CIIEHUAJIHU NPEAITASHU MEPKU ITPU U3XBBHPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NI OTHHAABYHU MATEPUAJIM OT TAX,
AKO CE U3UCKBAT TAKHUBA

11. UME U AAPEC HA IIPUTEXATEJIA HA PABPEIHIEHUETO 3A YIIOTPEBA

Takeda GmbH
Byk-Gulden-Str. 2, D-78467 Konstanz
T'epmanus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA AQIV

EU/1/09/519/001-004

13. MAPTUAEH HOMEP

©
ITapTuna: 6‘2‘
N
<

£

14, HAYMH HA OTITYCKAHE O)\e

(o
JlexapcTBEHUSAT MPOIYKT CE OTITyCKa O6€3 IEKapCcKo npezéngm/le.

&

15. YKA3AHMSI 3A YIIOTPEBA RS
(%

3a KpaTKOCPOUYHO JIYeHNE Ha CHMIITOMU Cna ractpo-e3odareanHus pedurykc (KaTo KHCEIMHH B
CTOMaxa, KHCEJIM OPUTBAHMS) TIPH BH3PACTHH.
IIpuematite o emua Tadierka (20 ,@ nTHeBHO. He mpeBmimaBaiite Ta3u mo3a. ToBa 1eKapcTBO MOXKE

J1a He JOBee 10 He3a0aBHO 00, e@uaBaHe Ha CUMIITOMMUTE.
Hamaissa nosuiesara Kuc OCT B cCTOMaxa.

Rox

| 16. MHO®OPMAIIMS HA BPAILJIOBA A3BYKA
N

<

| 17.  VHWAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKO/I

A Y

-

A

| 18) * VHUKAJIEH WJIEHTU®UKATOP — IAHHM 3A YETEHE OT XOPA
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CbABbPXKXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEP

| 1. HMME HA JIEKAPCTBEHUA NPOAYKT

PANTOLOC Control 20 mg cTomariHo-ycToi4IuBy TabJIETKH

ITanTonpason
0
(2. MME HA IPUTEKATEJISI HA PA3PELIEHUETO 3A VIIOTPEGA Q"
keda Gmb O&Q
Takeda GmbH
&

| 3. JIATA HA M3THYAHE HA CPOKA HA TOJHOCT D

EXP Qs\“

<
>
4. TIAPTUJEH HOMEP ~Q
4
Lot Q
O
&
| 5. JIPYTO AN
R)
&
< @
NS
o
K
Q;?*
&Q?
O
&
<

22



&
O
N
Q/’b’b
@Q\\X\
>
2
Bb. JUCTOBKA be
>
OQ
&
0
,bﬂ\
>
<
Qs
& <
Q
o
K
X
<2
@
X

23



JlucTroBka: uH(popmanusi 3a NoTpeduTENISA
PANTOLOC Control 20 mg cromamHo-ycToiiYyuBH TA0JeTKH
maHTomnpasoi (pantoprazole)

IIpoyeTeTe BHUMATEJIHO ISJIATA JUCTOBKA, MPeIH /Ia 3aM04YHeTe Ja U3M0J3BaTe TOBA
JIEKApPCTBO, Thil KaTO TA ChABbP:Ka Ba:kHa 3a Bac undopmanus.

BuHaru u3nosn3Baiite TOBa JEKapCTBO TOYHO KAKTO € OMMCAHO B Ta3M JIMCTOBKA MK KakTo Bu e kazan
Bamms nexap nau dapmarienT.

- 3amaseTe Tas3u JIMCTOBKA. MOXKe J1a MMaTe Hy»X/1a Ja s IPOYeTeTe OTHOBO.

- Axo ce Hy)KJaeTe OT JOIIbJIHUTEIIHA HH(POPMAIIU WK ChBET, monuTaite Bamms GapmarlieBt.

- AKO NOJy4uTe HIKAKBH HEKEJIaHU JICKAPCTBEHU PEakiluy, yBejomere Bamms nexap wim b’o
(dhapmarieBt. ToBa BKIIIOUBA M BCHUKU Bb3MOXKHU HEXKEJIAHH PEAKI[UH, HEOMUCAHU B Ta3H Q
JIUCTOBKA. Bikte TOouka 4.

- AKo criest 2 ceIMUIIM He ce YyBCTBaTe MO-J00pe WM ChCcTOHUETO B ce Bromw, Tp@ Iia

HOTHPCHUTE JIEKAPCKa MOMOIII. Q
- Bue e tpsa6sa ma npuemate PANTOLOC Control moseue ot 4 cenmurm, 6e3 %a KOHCYJITUpATE
C JeKap. o)
Z
KakBo cbabpika Ta3u JIMCTOBKA \2\¢
1. Kakso mpencrasmsiea PANTOLOC Control u 3a kakBo ce U310 2
2. Kakso Tps0OBa na 3Hacte mpeau aa usnoaseare PANTOLO trol
3. Kak aa usnomnszsare PANTOLOC Control &)
4. Bb3MOKHH HEXKEJTAHU PEAKIIUH (
5. Kak ma cexpanssare PANTOLOC Control Q
6. CpappkaHue Ha OTMAKOBKATA U TOMBJIHUTEIHA HH@%Maum

1. Kaxkso npeacrasiasBa PANTOLOC ol u 3a KakBo ce H3M0JI3Ba
PANTOLOC Control ceappika aKTHBHOi?O BEIIECTBO MAHTOMNPA30J]1, KOETO OJIOKUPA «IIOMIIATay,

KOSITO TIPOAYIIMpa COTHA KUCeNnHA B eromaxa. [1o To3n HauMH NpOAYKTHT HaMalsiBa KHCETHHHOCTTA
BBHB Bammst cromax. !

PANTOLOC Control ce I/I@?Ba 3a KPaTKOCPOYHO JICYCHUE HA CHMITOMUTE Ha CTOMAITHUS
peduyke, KaTo Hanpngncenpmn B CTOMAaxa M KHCEII OPUTBAaHMUS [IPU BH3PACTHH.

CromanrHust ped) € BpbIllaHe Ha KHCEIMHHO CTOMAIITHO ChABPKUMO B XPaHOIIPOBOA, KOETO
MOJKe J1a TIpe] a Bp3nasieHne wim 6oika. ToBa MOXe /1a T0Beze 10 CUMTIIOMH, KaTO YyBCTBO Ha
nmaperia 60J1ica, B rbpAuTe, JOCTHralla 0 I'hPIIOTO (KHCETHHM B CTOMAXa) H HENPUATCH KHCEI BKYC B
ycrara ( 710 OpUTBaHe).

Bue (osxe na MOYyBCTBaTe 00JeKYaBaHe OT CHMITOMUTE HAa KUCEIMHHUS peIIyKC ¥ KUCETHHH B
n&axa cien camo enuH jieH euenne ¢ PANTOLOC Control, Ho ToBa JiekapcTBO He €
MpeTHa3HAYeHO J1a BOAW A0 He3abaBHO oOnekdeHne. Moxke 0u me Ob1e HeoOX0IuMo Ja puemMare
TabneTkure 2-3 Mocae0BaTeIHN AHU 3a 00JeKYaBaHe HA CHMIITOMHUTE.

AKo cref 2 ceIMHIIM He ce YyBCTBaTe MO-100pe Wik ChCTOsHNETO B ce Biomm, TpsOBa na
HOTHPCUTE JIEKAPCKa TOMOIII.
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2. Kakso TpsoBa 1a 3Haere npeau aa usnoassare PANTOLOC Control

He npuemaiite PANTOLOC Control
- aKo CTe aJIEpIrHYHU KbM MMAaHTONPA30JI WM KbM HIKOS OT APYTHTE ChCTABKH HA TOBA
JICKapCTBO,U30POCHH B TOUYKa 6.

- axo npuemare HIV nporeasan HHXUOUTOPH KaTO arazaHaBUp, HelUHABHD (32 JICUCHHUE HA
HIV-undexmus). Buxre ,,Jlpyru nekapctea 1 PANTOLOC Control*.

Ipenynpe:kaeHus ¥ MpeaNa3sHu MEPKH
T'oBopere ¢ Bamust jgekap win papmarieBT ripeau aa uzrmomssate PANTOLOC Control:
- aKo cTe OWII JIeKyBaH MMOCTOSHHO 32 KHCEJIMHH B CTOMaxa MJIM CTOMAIITHO Pa3cTPOWCTBO 4

CeJIMHIIY WII TIOBEYE. o

- aKo CTe Ha Bh3pacT HaJl 55 TOJMHU U IPUEMAaTe eKEJTHEBHO 0e3 JIeKapCKO Mpe/IIHcaHue Q/b
JIEKapCTBO CPEIILy JIOIIO XPaHOCMUIIAHE.

- aKo CTe Ha Bb3pacT HaJl 55 TOJMHU B UMaTe HOBOIIOSIBHIIM CE, MJIM HACKOPO npOMeH@/ﬁ‘
CHUMIITOMH Ha CTOMaIleH pediykce.

- aKo CTe MPEXUBAJ Ollepanys Ha cToMaxa WM CTe HMajl CTOMAIHa 5I3Ba. \\

- aKo mMaTe YepHOIPOOHHU MPOOIEMH HITH K BJITCHHIA (TTOKBITIABaHE HA KO WJTH OYHUTE).

- aKo peJoBHO MoceliaBate Bamiws jekap 3a cepro3HH OITAKBAHUS HITH 3@)ﬂ;{BaHm.

- aKo TpsOBa J]a MPOBEXKIATE SHIOCKOIICKO M3CIICABAHE HITH HscnenBa\I}\e&a JbXa, HAPEUCHO
C-ypeeH TecT.

- HSKOTa CTe MOJyYaBaiy KOXKHA PEaKIysl Cie]] JICUeHHe C nemp@o, nogoono Ha PANTOLOC
Control, koeTo HaMaJIsIBa CTOMAIlIHATa KHCEIMHA.

- TpsabBa ma cu HampaBUTE ONPEACIICH BT U3CIICABAHE Ha Ta (XpoMorpanuH A).

- axo npuemare HIV nporeasan HHXUOUTOPH KaTo aTa3 up, HeauHaBup (3a JeueHne Ha
HIV-uudexIms) 1mo chImoTo BpeMe, KOraTo HpI/ICMﬁ HTOTIPa30JI, monuTaire Bamms gexap 3a
KOHKPETHH ChBETH. \2\

He npuemaiite To3u IpoayKT moBede OT 4 cenMiiH, Oe3 1a ce KoHcynTupare ¢ Bamms gexap. Ako
CHUMIITOMUTE Ha peduIyKC (KUCEINHU B CTOM, JIM KMCENH OPUTBaHMA) POIBIDKAT IOBEYE OT

2 ceIMUIIM, KOHCYNTHpaiTe ce ¢ Bamst , KOWTO IIle B3eMe pelIeHrne OTHOCHO He0OX0IMMOCTTa
OT IPOIBJKUTENICH IPHEM Ha TOBA JIEK BO.

Axo npuemare Pantoloc Control i&o—npomnmmean HIEPHO/IN, TOBA MOXKE Ja JOBEJE 10
JOITBJIHUTEITHU PHCKOBE KaTo;
- HaMmasieHa abcopOrm TaMuH B12 1 neduumt Ha BuTamuH Biz, ako Beue MMaTe HUCHK 3amac

Ha BUTaMuH B2 B HU3MA.

- (paktypa Ha 6en&t KUTKAaTa WIA TPhOHAYHUS CTHI0, 0COOCHO aKO Bede WMaTe OCTEONopo3a
(moHmxeHa t?ﬁ{a IUTBTHOCT) WJIK ako Barmmusit ekap Bu e ka3ai, 4e cTe M3J0)KEeHH Ha PUCK OT
0CTEOTOop ]?/HanpnMep aKo TpueMaTe CTEPOUIN).

- TaJaHeHJ‘HMBATA HA Mar"es3ii B KpbBTa (TIOTEHIIMATHI CUMIITOMH: YMOPAa, HEBOJIEBH MYyCKYJTHH
KOH LMW, JI€30pPHUEHTAIlVsI, TbPUYOBE, 3aMasHOCT, MOBHUINEHA ChpAedHa uectora). Hucknre
H Ha MarHe3Wyd MOraT Ja JOBeJaT M /0 HaMalsiBaHe Ha HHWBAaTa HAa KaMW{d WIH KalIii B
%LBTa. TpsiOBa nma roBopure ¢ Bamms nekap, ako cTe€ W3MON3BAIM TO3W MPOAYKT B
MPOIBIDKEHNE Ha ToBede OT 4 ceamunu. Bammsar nexkap MoXe Ja peld Ja Cce MPOBeXAar
pPEIOBHU KPHBHHU M3CIIEIBaHUS, 32 J1a CIIEI HUBAaTa Ha MarHe3uil.

Kazxere Ha Bamust 1exap He3a6aBHO, aK0 NIPEIH WK CIie/l IPUEMAHETO Ha TOBA JIEKAPCTBO

3a0eNIeKHUTE HAKOM OT CIIETHATE CUMIITOMH, KOUTO MOXE JIa ca TIPU3HAK Ha JAPYTO, MO-CEPUO3HO

3a0ossaBane:

- Hexenana 3ary0a Ha TenecHO Terjo (He CBbp3aHa ¢ AueTa Wwin (r3ndecKyd HaTOBAPBAHUSA).

- TloBpsIane, 0cOOCHHO aKO ce MOBTapSL.

- TloBpsblnane Ha KpbB; MOXKeE J]a U3TIICK]IA KAaTO yTalika Ha Kade B MOBbPHATUTE MATCPUH.

- AKko 3a0enexxuTe KPbB BbB BamuTe nanpaxHeHUsI, KOUTO MOKE J1a M3TIICHKTAT YSPHU HITH
CMOJIMCTH Ha BHJI.
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- 3arpymHeHue WM 00JIKa TIpH TIpeTJiaiaHe.

- Wsraexpmare Gien WK ce 4yBCTBaTe oTmaaHan (aHeMus).

- bonku B repaure.

- bonku B ctoMaxa.

- Texxka w/uiau NPOIBIDKUTEHA JIUAPHS, 3aI0TO TOBA JIEKAPCTBO C€ CBHP3BA C JIEKO IMOBHIIICHA
YecToTa Ha MH(EKIMO3HA THaAPHSL.

- Axo moxyuuTe 0OpHB IO KOXKaTa, 0COOCHO B YIACTHIIN, U3JI0KEHH Ha CIBbHIIEC, HHPOpMUpaiTe
Bammis nmekap BemHara korato Bu 0b1¢ BB3MOYKHO, ThI KaTO MOXKE J1a C€ HAJIOXKH Ja CTIpeTe
aedennero ¢ PANTOLOC Control. He 3abpaBsiiiTe ChIIIO a CIOMEHETE BCUYKH JIPYTH
HeOIAroNpHUATHH TIOCIIEICTBUS, KaTO O0JIKa B CTaBUTE.

Mosxe 6u Bamwusit siekap 1ie peiny, 4e uMarte Hy>kJJa OT JOIIbITHUTEITHN H3CIIe/IBaHUSI.

AKo TpsiOBa J1a IPOBEXIATE KPHBHY M3CIIEIBAHMSA KaKeTe Ha Baius nekap, ye npuemare 0B b
JIEKapCTBO. ,&

Bue Moxe fa mouyBcTBaTe 00JIeKYaBaHe CHMITOMUTE Ha KUCETMHHUS pedIyKe U KI/I@IHI/I B
cTomaxa cies camo eauH feH edenne ¢ PANTOLOC Control, o ToBa neKapCTngHe
MpeIHa3HAYeHO /1a BOAU 10 He3a0aBHO OOJIeKUEHHE.

Bue ne Tps6Ba ga ro npuemare PANTOLOC Control xaTo mpodumakTiasHo JRICHHC.

AKO CTe UMaJH MTOBTAPSIIIH C€ CUMIITOMH Ha CTOMAIITHA KHCEITMHH mm@(}uo XpeHOCMHIIaHe, He
3a0paBstiiTe peOBHO Ja TocemaBare Bamms mekap.

Jlena v oHOIIM be
PANTOLOC Control ue Tpsi6Ba 1a ce M3I10J13Ba OT J€lA U Q@mn o 18-roauIiiHa Be3pacT mopaan
JuTica Ha mHpOopManus 3a 6€30IMacHOCTTa IIPH Ta3Hu BL3]60T Ba TpyIa.

Hpyru aexapcerea u PANTOLOC Control

Tps6Ba na kaxere Ha Bamms nexap nim (bapM a1<0 npueMare, HaCKOPO CTe MPUEMAITH WIIH €

BBH3MOXKHO JIa TIPUEMETE JIPYTH JIEKApCTBA. LOC Control mose 1a monpeyn Ha APyTH

JeKapcTBa Ja AeHCTBAT MPaBHIIHO. Oc06e JIeKapCTBa, ChIABPIKAIIHN HIKOE OT CIICHUTE BEIIECTBA:

- HIV nporeazan mHXHOUTOPH KaTO 3aHaBHp, HenduHaBHp (M3II0NI3BA CE 3a JICUeHUE Ha
HIV-undexnus). Bue ne Ip;{6Ba<ua npuemate PANTOLOC Control ako ce nekysare ¢ HIV
MPOTea3H! HHXUOUTOPH. BQ?HC npuemaiite PANTOLOC Control”.

- KETOKOHAa30I] (M3M0jI3Ba JieYeHre Ha TROMYHY WH()EKINHN).

- BapdapuH u GpeHnpok %—I (u3non3Ba ce 3a pa3pexaaHe Ha KpbBTa U MPEIOTBPATIBAHE
o0Opa3yBaneTo Ha cpChperny). Moxe O 11e nMaTe HyX/Ja OT JOIBIHUTEITHN H3CIIEABAHMSL.

- MeToTpekcaT (M3IBJI3Ba ce 3a JIeYeHHe Ha PEBMATONIEH apTPUT, ICOPHUA3HC H PAK) — aKO
npremare MC&CKcaT Bammsr nexap moxe BpeMeHHO fa crpe JedeHrero Bu cbe PANTOLOC
Control 3@ 0 IMaHTOMPA30JI MOXKE /1A TIOBUIIIM HUBOTO Ha METOTPEKCAT B KPBBTA.

@)

He mpue e@re PANTOLOC Control 3aeiH0 ¢ apyru JiekapcTBa HaMaJIsIBAIK POAYKIMATA HAa COTHA
cTomaxa Bu, kaTo Apyru MHXUOUTOPH Ha MPOTOHHATA ITOMITa (OMETpa3oJl, JTaH30TPa30Il
enpa3zon) win Hy 6nokepu (paHUTHAMH, PaMOTHIVH).

Bcé mak, moxe ma npremate PANTOLOC Control ¢ antnarnmaau ekapcrsa (Hammp. Marauipar,
AITHHOBA KHMCEINHA, HATPUEB OMKapOOHAT, aTyMUHHEB XHPOOKUC, MAarHE3UEB KapOOHAT WM TEXHH
KOMOWHAITNHN), aKO € HEOOXOIUMO.

BpeMenHocT U KbpMeHe U GepTUIUTET

Axko cTe OpeMeHHa WK KbpPMUTE, He TPSAOBA Ja pUeMare ToBa JICKapCTBO.

AKo cTe OpeMeHHa Wi KbPMUTE, CMATaTe, 9€ MOXKE Jla CTe OpeMeHHa WM IIaHupaTe OpeMEeHHOCT,
mochBeTBaliTe ce ¢ Bamus nekap unu hapMareBT mpeju ynorpedarta Ha TOBa JIEKapCTBO.
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lodupane u padoTa ¢ MAIIMHH
AKO MOYyBCTBATE HEXKEIAHU PEAKIMH KAaTO 3aMastHOCT M HapyIlleHO 3peHue, He TpaOBa Jia modupare
WJIN 1a pOOOTUTE C MAIIIMHH.

PANTOLOC Control cbabp:ka HaTpuii
Tosa JieKapcTBO ChIBPIKA MO-MaNKo OT 1 mmol Harpuii (23 mg) Ha TableTKa, T.€. MOXKE J1a ce KaxKe,
4e MPaKTUYEeCKU HE ChJIbPKA HATPUI.

3. Kak na uznoassare PANTOLOC Control

Bunaru npuemaiite PANTOLOC Control Touso kakTo € OImicaHo B Ta3H JIMCTOBKA. AKO He CTeb’O
CUTYpPHH B Helllo, monuTaiTe Bamms nexap wimm dhapmanesT. %0}

IIpenopruBanara g03a el Tabiierka nHeBHO. He mpeBumIaBaiiTe nmpemopryaHaTa 103a OT @7%
MAHTOMNPA30J THEBHO. \\

Bue Tps0Ba 1a nmpuemMare ToBa JIEKapCTBO Hal-MaKo 2-3 MOCIeJOBATEHH THH eTe MPUEMaHETO
na PANTOLOC Control korato cummnromute Bu oTirymsT HambiHO. Bue MQZKg Ja [O4YBCTBATE
obJieKuaBaHe CUMIITOMUTE Ha KHCEIHHHUS PedIyKC U KUCETHHU B CTOMA €1 caMo eJIUH JIcH
neuerre ¢ PANTOLOC Control, Ho ToBa J1ekapcTBO HE € npez[Ha3Haqe®)éﬁa BOJH 10 He3a0aBHO
oOJex4yeHwue. o

AKo HAMaTe 00JIeKIaBaHE Ha CHMIITOMHUTE CJIe] IpUeMaHe Ha pPCTBOTO B MPOABIHKEHUE HA JIBE
MOCJEI0OBATEIHU CEAMUIIM, KOHCYITUpaTe ce ¢ Bamms e

He npuemaiite PANTOLOC Control moseue ot 4 ce u 0e3 Ja ce KoHCynTupate ¢ Bamms nekap.

g2

o

IIpuematite TabireTkaTa Mmpeau XpaHeHe, o CI[H@) 110 BpeMe BCeKH AeH. TpsOBa Ja morrpimare
TabJileTkara Is1a, ¢ MajJKko Boja. He gpBueT € pasTpormiaBaiite TabieTKaTa.

AKO cTe M3M0J13BAJIH I0BeYe OT Heoﬁx&nMaTa mo3a PANTOLOC Control
Kaxete na Bamus nekap nimn (bapMagaBT aKO CTe IPHEIU OBEYE OT NpernopbyaHaTa 103a.AKO €
BB3MOXKHO HOCETE JIEKAPCTBOTO Fasu nncToBKa ¢ Bac.

AKO CTe NPOIMyCHAJIH J1a @}lmaTe PANTOLOC Control
He npuemaiite nsoﬁm&, 3a J1a KOMIIEHCHpaTe npoiycHarara fo3a. Ilpuemere Bamara cnegsama
HOpMaJHa 7103, Ha CJICNBAIIMS JIeH, B 0OMYaiiHOTO BpeMe.

AKko umare 110 TEJTHH BBIIPOCH, CBBP3aHU C yIOTpedaTa Ha TOBa JIEKapCTBO, MonuTaiTe Bamms
TeKap Win (p@ aIeBT.
4.&'&3M0)KHI/I HeKeJIaHU peakiuu

Kakrto Bcnuku jexapcTBa, TOBa JISKAPCTBO MOXKE J]a Ma HEXXeJIaHW PEeaKLUK, MaKap 4e He BCEKU '
I10JTy4aBa.

Kaxere Ha Bamms nexap He3a0aBHO HITH c€ CBBPKETE ChC CHEIIHOTO OTAC/IEHHe Ha Hail-OM3KaTa

0oJTHHIIA, aKO TIOTYYHUTE HAKOS OT CICTHUTE CEPHO3HU HexkelaHHu peakuuu. Crpere npuema Ha
JIEKapCcTBOTO He3a0aBHO U B3eMeTe JTMCTOBKATa u/min TabneTkute ¢ Bac.
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- Cepuno3Hu ajleprudHu peaknuu (PeIKH M0 4eCTOTA: MOJKe /1a 3acCerHar mo-mMaJjko ot 1
notpedouTen Ha 1 000):
peaKIny Ha CBPBXYYBCTBUTEIHOCT, TaKa HaApeUeHUTE aHA(WIAKTUYHU PEaKIiy, aHaQUIAKTHICH
IIOK ¥ aHTHOEIEM. | MIIMYHUTE CUMIITOMH Ca: TIO{yBaHe Ha JIUIETO, YCTHUTE, €3UKA U /YN
I'BPIIOTO, KOSTO MOJKE JIa TPEIN3BHKA 3aTPYTHEHO NIPETITBIIAHE U IUIIaHe, ypTHKapusl (00IrpeH
IUIOCHK OOPYB), TEXKKO 3aMaiBaHe, ChC CHITHO YUECTEHA ChpJIeUHa ICHHOCT W OOFITHO M3ITOTSBAHE.

- CepHO3HHU KOKHHU peakuuu (HEM3BECTHA YeCTOTA: YeCTOTATA He MOJKe J1a Ce ONpeaea OT
HAJIMYHUTE JAHHH):
Bue Moxxe 1a 3a0enexere eTHO UITH TIOBEYE OT CIICTHUTE - OOPHBH, MEXYPH U JIFOIIEHE HA KOXKaTa,
3ary0a Ha KOka ¥ KbpPBEHE OKOJIO OUUTE, HOCA, YCTATa MM TEeHUTAJIUTE U ObP30 BIIOIIABAHE Ha
00III0TO CHLCTOSTHAE WM 00pHB, 0COOEHO B 30HH 110 KOYKaTa, N3JI0KEHH Ha CITHHYEBA CBETIIMHA. @e
CBIIIO /12 UMaTe OOJIKK B CTABUTE WITH TPUIIONIOA00HN CUMITTOMH, BUCOKA TEMITepaTypa, I1o, €3
(HanpuMep B MOAMUIIIHKUIIATA) U KPbBHUTE U3CJICIBAHUS MOI'aT Ja MOKaXKaT MPOMEHH, Kac;{@n
orpeziesieHy Oer KPbBHHU KJIETKH WK YEPHOAPOOHN SH3UMHU. @)

- Jlpyru cepuo3HH peakuuu (HEU3BECTHA YECTOTA: YECTOTATA HE MOKe /12 %thene.]m oT

HAJMYHUTE TAHHH): 0)
MOXKBJITSABAHE HA KOXKaTa M 0UuTe (MIOpaJan CEPHUO3HO 3acsTaHe Ha qepHH@[po6), Wi ObOpeUHH
pobiieMu, KaTo O0JIE3HEHO YpHHHUPaHE Wi 00JIKa HUCKO B I'bp0a ¢ Ka.

Jlpyrute HeKeJNaH! PeaKiuy BKITFOUBAT:
- Yectu Hexxennanu peakuuu (Mosxe ra 3acersar o 1 Ha 10 &I/I)
JIOOPOKAYECTBEHU MOJIUIH B CTOMAXa. ’O’b

- HeuecTu He:xeJaHu peakuun (MOXe J1a 3aCCFHaT6)Q Ha 100 myrim)
r71aB000JIHE; OTIAJHAIIOCT; JHAPHS; TaJICHE, HOB@maHe; MOyBaHe Ha KOPEMa U OT/CIISHE Ha

TOJISIMO KOJIMYECTBO ra30Be; 3aIeK; CyXoTa B a; KOJIUKH U TUCKOM(OPT; KO>keH 00pUB WK
ypTUKapHs; CbpOeK; TyBCTBO Ha CIIA00CT, YHBCTBO HA M3TOIICHUE WITH O0III0 HEPA3ITOIOKEHHE;
HapyllIeHHe Ha ChHS; OBHUIIaBaHEe HA JPOOHNTE SH3UMH B KPBBHHUTE M3CIIC/IBAHNS;

¢paxrypa Ha 6e1pOTO, KHTKaTa WM IPHOHAYHUSA CTHIIO.

- Peaku HexkeJlaHM peakuMu (g;eb na 3acerrat 10 1 ua 1000 myrmn)
M3BpalllaBaHEe WM ITbJIHA JGICA HAa BKYC; HAPYILEHHS B 3pEHUETO, KATO 3aMBIJICHO BUXKIAHE;
OOJIKH B CTaBUTE; MYCKY, q%omcn; IIPOMEHU B TEJIECHOTO TETJI0; IOBUILEHA TEJIECHA
TEMIIEpaTypa; MOyBaTs KpalHuIuTe; AEMpecysi; MOBUILICHO HUBO Ha OWINpyOnHA U MacTUTe
B KPbBTa (yCTaHO‘@ TIpH KPBBHU U3CIICBaHMs), YTOJIEMsIBaHE HA I'bPIUTE IPH MBXE; CHUITHA
TpecKa M psA3KO CiajlaHe Ha Oposi Ha TPaHYJIOLUTHTE B KPBBTA (BU OCJIM KPBBHU KIIETKH) (BHKTE
) e/IBaHus).

- Mﬂoro@gum Hexxkes1aHu peakuuu (Moxe 1a 3acersar o 1 wa 10 000 myrim)
nie3 HTAIWs; HAMAISBSHE Ha OpOsi Ha TPOMOOIIMTHTE, KOETO MOXKE J1a TIPEAN3BHKA KbPBEHE U
H&HBaHe, MO-U3pa3eHu OT OOMIAHHOTO; HaMaJIIBaHEe Opos Ha OeNHTe KPBBHU KIETKH, KOSTO
Q JKe Jla TOBeJIe JI0 TI0-4ecT! MH(EKINH; eTHOBPEeMEHHO HEeCTECTBEHO HaMalleH!e Ha Opost Ha
YepBEHUTE U OEUTEe KPhBHH KJIETKH, KAKTO M HA TPOMOOIUTHTE (BIIKTE MIPH KPBBHH
W3CJICIBAHWI).

- C Heu3BecTHA YecTOTa (OT HAIMYHUTE JAaHHU HE MOXeE Ja OBbJe HalpaBeHa OIEHKA)
XaJTFONUHAIMH, bPUOBE (ITO-CIICIUATHO MPH MAIMEHTH C aHAMHE3a 32 Te3U CHUMIITOMH);
HOBHIICHO HUBO Ha HATPHI, MArHE3Hi, KAJIIMH WK KaIuil B KPBBTA (BUXKTE TOUKA 2); 0OpUB,
KOMTO MO’Ke /1a ObJie CHIIPOBOJIEH ¢ OOIIKa B CTaBUTE; YCEIIaHe 3a U3TPhIIBaHe, OOLKaHE,
MpaByYKaHe, yCellaHe 3a IMapeHe Wi CKOBAHOCT.
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Cpo0maBaHe Ha He)KeJIaHU pPeakuuu

AKO TIOJTyuHTe HAKaKBU HE)KEJIaH!U JICKApCTBEHHU peaklny, yBeaoMeTe Bamus nekap wim ¢papMaienT.
ToBa BKJIFOUBa BCHYKH BH3MOXKHU HEOMFICAHU B Ta3M JIMCTOBKA HEXEJIaHU peakinn. MoxeTe ChIIo /1a
CHOOIIUTE HEXKEJIAHHU PEAKIINU TUPEKTHO Ype3 HAllHOHAIHATA CHCTEMa 33 ChOOIaBaHe, MOCOYCHA B
IIpunoxkenne V. Karo crobmaBaTe He)xeNaHn peakIny, MOXETE J]a 1aJleTe CBOs MPUHOC 32
nojy4aBaHe Ha MoBede HH(OpMAIHs OTHOCHO 0€30T1aCHOCTTA Ha TOBA JIEKapCTBO, Bh3manenue Ha
J1e6e0To YepBo, KOETO MPUINHABA YIIOPUTA BOJHUCTA TUAPHSL.

5. Kak aa cexpauaare PANTOLOC Control

Jla ce cpxpaHsaBa Ha MACTO, HEIOCTHITHO 3a JIeTia. b’b
He uznon3paiiTe ToBa JekapcTBOCIE] U3TUYAHE CPOKA HA TOJIHOCT, ITIOCOYEH Ha KyTHATA U 2 Tepa.
CpoOKbT Ha TOAHOCT U3THYA HA TIOCTIETHUS ACH OT ITOCOYCHUS MECETI. @)

[a ce cpxpaHsiBa B OpUTHHAIIHATA OMAKOBKA, 32 /Ia Ce TPEeAa3y OT Biiara. \\

(o

He uzxBbpisiitTe nekapcTBaTa B KaHAIM3ALUITA WIM B KOHTEHEpa 3a JIOMAIEY OTHaIbIIH.
ITormmratite Bammus dhapMmarieBT Kak ga H3XbPIsATe JIeKapcTBaTa, KOUTO Be\'}\ uznoszBare. Te3u

MEPKH III¢ CIIOMOTHAT 3a OIla3BaHEe Ha OKOJIHATA CpeJia. <

6. Cbabp:kaHHe HA ONAKOBKATA U JONMBJIHUTEIHA HH(}O usi

Kakso ceabp:xka PANTOLOC Control Q

- AKTHBHO BEIIECTBO: IMMTAHTOIPa30JI. Besika Ta6neég chabprka 20 Mg maHTOMmMpasoi (KaTo
HaTPUEB CECKUXUIPAT). ¢

- Hpyru cbcTraBku:
Snpo: HarpueB kapOoOHAT, O€3BOJICH, %@/ITOJ‘I (E421), xpoctioBuaoH, moBuaon K90, kanmmes
cTeapar.
OOBHBKA: XHIIPOMEN03a, HOBHHOH&ZS, TATaHOB AuoKcHa (E171), )KBAT Keae3eH OKCHT
(E172), mpOmIMIeHTIHKOIL, MeTQWpHneH anua-eTH akpuiat komoiaumep (1:1), HaTpueB
naypuincyndar, nonnc0p6§680, TPUETHI IATPAT.
ITewatHo mMacTmio: mIe ﬂs , depBeH xkeneseH okcun (E172), uepen sxenesen okcun (E172),
JKBJIT )KeTle3eH oxcn@ét 2) ¥ KOHIIEHTPHUPAH aMOHSIYEH Pa3TBOP

Kaxk m3raexna PANT@%C Control u kakBoO CbhIBbP:Ka OMAKOBKATA
CTOMamHo—yCToﬁ@%}nTe TaOCNTKH ca KBJITH, SIUIICOBUIHU TBOHHO N3ITBKHAIN, QUIMHPAHU
TabJIETKH, C OT TaH Haamuc “P20” ¢ kadsBO MacTHIIO OT €THATa CTPaHa.
PANTOLOC(S?;UOI ce npemtara B Alu/Alu 6irctepu cbe wiu 6€3 yCHIieHa TBBPIOCT.
OmnakoB @cx,nbpma 7 nnu 14 cTOMaNTHO-YCTOWYHBY TAOJIETKH.

He BC@ BHUJIOBH OIIAKOBKH Morar j1a ObJIaT IMyCHATH Ha Ma3apa.

H&FC)K&!T&H Ha pa3peLlieHUeTo 3a ynorpeda:
Takeda GmbH

Byk-Gulden-Str. 2, D-78467 Konstanz
I'epmanus

IIpousBoaurenu:

Takeda GmbH

Production site Oranienburg
Lehnitzstralle 70-98, 16515 Oranienburg
I'epmanus
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3a gonbIHATENHA HH(GOPMAIIHS OTHOCHO TOBA JICKAPCTBO, MOJISI CBBPIKETE C€ C JTOKATHHUS
MIPEJICTABUTEN Ha MPUTEKATEIs Ha pa3pelIeHneTo 3a yrnoTpeoda:

Belgié/Belgique/Belgien
Takeda Belgium

Tél/Tel: + 322464 06 11
takeda-belgium@takeda.com

Bbbarapus
Takena boirapus
Ten.: +359 295827 36

Ceska republika

Takeda Pharmaceuticals Czech Republic s.r.o.

Tel: + 420 234 722722

Danmark
Takeda Pharma A/S
TIif: +4546 77 11 11

Deutschland

Takeda GmbH

Tel: +49 (0) 800 825 3324
medinfoEMEA@takeda.com

Eesti

Takeda Pharma AS
Tel: +372 617 7669
info@takeda.ce

E)AGda QO

TAKEDA EAAAZ A.E @)
Tnh: +30 210 6729570 Xa
o

gr.info@takeda.com
ana S.A.

Espaiia

Takeda Farmacéutica
Tel: +34 917 90 2
spain@takeda

France
Taked%&nce SAS

eg\ 140 67 33 00
medinfoEMEA@takeda.com

Hrvatska
Takeda Pharmaceuticals Croatia d.o.o.
Tel: +385 1 377 88 96

Ireland
Takeda Products Ireland Limited
Tel: + 353 16 42 00 21

@@

Lietuva
Takeda, UAB
Tel: +370 521 09070

Luxembourg/Luxemburg
Takeda Belgium

Tél/Tel: + 322464 06 11
takeda-belgium@takeda.com

Magyarorszag

Takeda Pharma Kft. @)

Tel: +361 2707030

Malta o)fo
Takeda Italia S.p.A.
Tel: +39 06 502601 \2\\%

Q

Nederland &

Takeda Ned d bv
Tel: +31 3 5492
medi EA@takeda.com

@y\g%a AS

TIf: + 47 6676 3030
infonorge@takeda.com

Osterreich
Takeda Pharma Ges.m.b.H.
Tel: +43 (0)800-20 80 50

Polska
Takeda Pharma sp. z 0.0.
Tel.: +4822 608 13 00

Portugal

Takeda - Farmacéuticos Portugal, Lda.

Tel: +351 21 120 1457

Romania
Takeda Pharmaceuticals SRL
Tel: + 4021 33503 91

Slovenija
Takeda GmbH, Podruznica Slovenija
Tel: + 386 (0) 59 082 480



Island

Vistor hf.

Simi: +354 535 7000
vistor@vistor.is

Italia
Takeda Italia S.p.A.
Tel: +39 06 502601

Kvmpog

TAKEDA EAAAX AE
TnA: +30 210 6729570
gr.info@takeda.com

Latvija
Takeda Latvia SIA
Tel: + 371 67840082

Slovenska republika
Takeda Pharmaceuticals Slovakia s.r.o.
Tel: +421 (2) 20 602 600

Suomi/Finland
Takeda Oy
Puh/Tel: + 358 20 746 5000

Sverige

Takeda Pharma AB

Tel: +46 8 731 28 00 o>
infosweden@takeda.com @6

United Kingdom (@)
Takeda UK Limited Q
Tel: +44 (0)1628 537 900 ’O\\

>

Z
JlaTa Ha mocJieqHO nmpepasriaexaane Ha aucropkara {MM/YYYY} \2\¢

ITonpo6Ha mHpOpPMAIHS 32 TOBA JIEKAPCTBO € MPe0CTaBeHa Ha yeGQ@a Ha EBporeiickaTta areHmmst
1o JiekapcTBara http://www.ema.europa.eu.
aR

7

CJICI[HI/ITC IIPEIOPHKHU 3a HAYMWH Ha )XMBOT U IPOMCHU B AHCHCTO, MOXXC CHIIO Jia IOMOT'HAT 3a
o0JieKuaBaHe Ha KMCEIIMHUTE B CTOMAaxa U CB'bpSaHI/ITQe\ OBa CUMIITOMM.

- M306sarsaiite 0OMITHOTO XpaHEHE. ¢9‘
- Shxre 6aBHO. g\

- Cmpete myrmieHeTo. >

- Hamanere koHCyMaInmsTa Ha anxoxo@@a@e.

- Hawmanere TenecHOTO Terio (aKo HMATE HATHOPEMHO TETJIO).

- H30srBaiiTe TECHU IPEXH U KOJIAEM.

- H30srBaiiTe na ce XpaHuTe gémam(o OT 3 Jaca mpeju JisraHe.

- IloBauruere ropHara 4a a;\{ JIETTIOTO CcH (aKO CTpasaTe OT HOIIHA CUMIITOMH).

- Hamanere npuema Ha §i‘u, KOWTO MOTAT J1a IPeN3BUKAT CTOMAITHA KHCETNHH. Te BKIF0UBAT:
IIOKOJIaJl, MEHTA, OBHM OOHOOHH, TI'ECTH Y IBPKEHH XPaHH, KICEITH XPaHH, TUKAaHTHH
XpaHH, umpycom%nonom Y TUTO/IOBU COKOBE, JIOMATH.

/\Q’@
&
>
Q;&-

¢
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