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WHCTpyKIHA M0 MEWIHHCKOMY MPUMEHEHHEO JIEKaPCTBEHHOTO CPEICTRA

Honwbnaza®
[TanToMmpaszon

Toprosoe nazsanue 7
Honbmaza® (Nolpaza®)

12}
MexayHapoiHoe HeMaTeHTORAHHOE HA3BAHHE ‘ APPROVED
Haxrompasan (Pantoprazole) Mariam Tohikyan 9.08.2016

Jlexapereennan dopma
TabneTku, MOKPHITEIE KULIEHHOPACTBOPUMOI 060110uKOi

Coctas

| TabneTka, NOKPbITAA KULLIEYHOPACTBOPUMO 000I0UKOM, COMEePIKHT:

Armugnoe gewecmso:

[ManTonpasona Hatpus ceckBATHapat 22,55 mr u 45,10 Mr (4To cooTBEeTCTBYET ManTonpazony 20 Mr 1
40 mr)

Benomozamensnvie gewyecmsa:

MaHHHUTOJI, KPOCTIOBWIOH, HATpUA KapOoHaT, Oe3BOMIHEIH, COpOUTON, KATBIIHA CTEApaT, THIIPOMEII03a,
TIOBHIIOH, THTaHa auokeua (E 171), kpacurens xene3a okcum xenteiit (E 172), nponmieHrImKons,
METAKPUIIOBOH KHCIOTEI M 3Tunakpunata cononumep (1:1), 30% nucnepcus (Takxke COOEPIKUT HATPHS
naypurncynkhar u nonucopdar 80), Tansk, makporoa 6000.

Onucanue
OBaibHBIE, CIIETKA ABOAKOBBINYKIIbIE TAONETKH, MOKPLITHIE MIIEHOYHOH 060N0UKO# CBETIIOr0
JKENTOBATO-KOPHUHEBOTO LIBETA.

@apmakoTepaneBTHYECKasi TPYINA
HuruduTop npotorHoro Hacoca. Ko ATX [A02BC02].

dapmakooruieckne cBoiicTea

DapmakoduHamuxa

TManTomnpason naruoupyet pepment H /K AT®-a3y («MpoToHHBIIF HacoC») B TApHETATHHBIX KITETKaxX
JKeNyaKa 1 ONOKHpPYET TeM CaMbIM 3aKITFOUHTENLHYIO CTaIHI0 CHHTE3a COJIAHOM KUCTIOTHL. 2TO
NIPUBOIMT K CHH)KEHHIO YPOBH: 0a3anbHON W CTUMYIMPOBAHHOH CEeKpPeLuH, He3aBHCHMO OT [PUpPOIbI
pasapaxuTend. Y O0JBIIHMHCTRA MAMEHTOR BEIPAKEHHOE 0BNIerIeHHe CHMIITOMOB JOCTHTAETCS B
TeueHHe 2 HelleNb JIEUeH .

Dapmaroxkurnemuxa

Hozowenue

TManTonpazon 6sICTPO BCackIRAETCS, MAKCHMaNbHAA KOHIEHTPALUA B TITa3Me KPOBW JOCTHTAETCA
JlaKe Mnocse npuema onHoKpatHoi 1o3el 20 Mr unu 40 Mr. MakcuMalibHas KOHUEHTpalys B Ma3Me
nocruraercs uepes 2.0 - 2,5 9 u cocranser okono I-1,5 Mxr / Ma gnst tabnerok 20 Mr 1 okono 2-3
MKr / M1 s Tabnetok 40 mr. PapMakoKHHETHKA He MEHAETCS MOCIIE OMHOKPATHOTO WITH
MHOTOKpaTHOro npuMeHeHus. B auanazone 103 ot 10 go 80 Mr nmnasmeHHas KMHETHKA MAHTONpPA3ona
ABMAETCA JIMHEHHON Kak 1ocne npuemMa BHyTPb, TaK U MOCTe BHYTPHBEHHOIO BBEICHUSL.

AGcomroTHas GMOTOCTYITHOCTE COCTARNAET 0KoNo 77%. COMmyTCTRYOLIHIA TIPHEM MHIIN He 0KA3LIBAET
BruAHAA Ha 3HaueHHe AUC, MakcUManbHYHO KOHUEHTPALMIO B MIa3Me W, CJIe0BaTelbHO, Ha
OHOAOCTYNHOCTD.

Pacnpedenenue
Cea36 MaHTOMNpa3oNa ¢ denKaMu Mia3Mel - okolto 98%. O6wem pacripenenenns coctasnaer 0,15 n/kr.
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Memabonuszm u gvigedenue
[TanTonpason B ocHOBHOM MeTaGonm3upyercs B rnedeHd. OCHOBHOM My Th MeTabomn3ma —
nemerunuposanue nocpeacrsom CYP2CI19 c nocnenyroweii cynbdaTHoll KOHBIOTALIHEH, APYTOit
MeTabomuueckuit myTh - okucnedue npu nomowy CYP3A4. [lepuoa momyBbIBEAEHHA COCTARTIAET
okoro 1 waca, kimpenc - okono 0,1 5n/u/kr. Habmomanock HeckoMEKo CITydaeR 3a1ep/KKH BEIBEIEHHS.
BcernencTerne cieu(pUIecKoro CBA3LIBAHNS MAHTOMPA30Ma ¢ TPOTOHHEIM HACOCOM MapHeTaTBHBIX
KJIETOK, MEPHO/I MOJTy BbIBE/IEHHS HE KOPPellipyeT C NMPOACKUTENLHOCTEH BO3AEHCTBHA
(MHrHOMpOBaHKUE CEKPElNH CONAHON KUCIIOTHI).
BrigeeHHe MeTabOMMTOR MAHTONPA30/IA B OCHOBHOM OCYIIECTRIIsieTes noukamu (okosio 80 %),
ocraneHbie 20 % - ¢ kanom. OCHOBHBIM METa00OJIUTOM B CHIBOPOTKE KPOBH M MOUE ABJIAETCA
JIeCMETHIINaHTONPa30l, KOHBIOTHPOBAHHEI ¢ cyNhharoM. [Tepros BLIBENEHHS OCHOBHOIO
MeTaloNHTa - okoro 1,5 waca, 9To He HaMHOTO OOITBIIE, YEM Y MaHTONpPa30a.
Ocobennocmu y HEKOMOPLIX 2PYIN NAYUEHINOE
[TpumepHo 2 % epponelickoro HaceNeHus, HA36IBAEMOro MeANEeHHBIMU MeTa0ou3aTopamMH, CTPaIaeT
¢dysxioRaneHBEM HemocTaTkoM Gepmenta CYP2C19. V nanubIX cyObekTOB MeTabOIIN3M
MIAHTOTIPa30/Ia KaTaTH3UpyeTcs MaBHEM obpazoM depmenToM CYP3A4. Tlocie ogHokpatHoTO
npuemMa 103sl 40 Mr MaHTONpasona Mioaab Mo KPHBOH «MIasMeHHas KOHLEHTPaLHs-BpeMs»
TipUMepHo B 6 pa3 fonblie Y MeUIeHHBIX MeTab0IM3aTOPOR, YeM Y BbicTpbiX. CpeiHue MAKOBBIE
KOHIIEHTPAIHWH B TUIa3Me YBETHIHBAIOTCA TpAMepHO Ha 60 %. [laHHEBIE BBIBOJBI HE OKA3BIBAIOT
BIIMAHWE HA JO3UPOBKY MAaHTOMpa3sona.
[Mauwenram c HapyweHUAME (QYHKLMHA Moyek (B TOM 4Hclie, AHANU3HBIM NalueHTamM) He TpedyeTcs
KOpPEeKTHPOBKA MpHHMUMaeMoi 1036l Tak e Kak | y 3Z0pOBEIX MAHEHTOB, MEPHO MOy BEIBEICHHS
TIaHTOTIPa3ofa KOpoTKHit. HesHauuTenbHOE KOJTHIECTBO MAHTOIPAa301a MOABEPraeTes HaATH3Y.
Hecmotps Ha To, 4TO BpeMs MOTyBbIBEICHAA OCHOBHOTO METabONHTA HE3HAYUTENBHO MPOJTIeBaeTCs
(2-3 mwaca), BbIBEICHHE MO-TIPEKHEMY OBICTPOE, W aKKYMYJIALUY HE [IPOUCXOIUT.
V mammenToRr ¢ uuppo3om niedenu (kmaccel A 1 B o Child) mepnon nonmyssigeaeHus YBETHIHBATICS
ot 3 10 6 4, 3Hauenns AUC ysenuuuBanuce B 3-5 pa3, a MakCUMallbHas KOHLEHTPALUWs B [1a3Me
yBenuuuBanack B [,3 pasa no cpaBHEHHIO CO 340POBEIMH HCMBITYEMBIMH [OCNE PUEMa BHYTPb 1035l
20 wr.
V nauueHTOB € uMppo3oM neveHu (knaccel A ¥ B mo Child) nepuon nomyeeiBeaeHus yBennuuBacs
ot 7 10 9 4, 3Hauenna AUC ysenuuuBanuce B 5-7 pa3, a MakCHManbHas KOHLEHTpaLMs B Miasme
yBeMMUUBaIack B 1,5 pasa no cpaBHEHUIO CO 310POBBIMH MCTIBITYEMBIMHU TIOCITE TPHEMAa BHYTPh T0O3bI
40 wmr.
Heznauutenshoe ypenuuenne AUC u Cmax y noxuisix 106poBobLER N0 CPABHEHHIO C MOJIOABLIMHU
TaloKe He MMEeT KIHHHWYECKOTO 3HAYEHWA.

emu
[Tocne nprema ofHokpaTHOMH nepopanbHoil 103kl 20 unu 40 Mr naHTonpaszona AeTEMHA B BO3pacTe 5-
16 ner AUC u Cmax 0blIM B TMana3oHe COOTBETCTBYIOIIMX 3HAYEHWI Y B3POCIIBIX.
[Tpu nocnenytomeM BBEIEHHH BHYTPUBEHHO OIHOKPATHOM 1036l nanTonpaszona 0,8 wiy 1,6 mr./ kr
neTsaM B Bozpacte 2-16 net He Obl10 00HApYKEHO CYUIECTBEHHOMN CBA3H MEXKILY KJ'aleHCOM
naHronpasona, Bozpacrom unu secom. AUC u 06bem pacnpenenenus ObTi B AUa
COOTBETCTBYIOLIWX 3HA9EHHH Y B3POCITBIX.

TMokazanus K NpUMEHEHHI0 - &ﬁ/ ﬂ/_{y /{

Bspocaeie u nodpocmru cmapuie 12 aem - ;
e CumnromatHueckas ractpodsodareansHas peQuiokcHas 0one3Hsb. APPROVED
e JlnuTenbHOE NeveHne W MpoduIakTHka 060CTpeHH pecbmxc—%ocbarmal\/la riam ‘Toni kyan 9.08.2016
e Pedmokc-330¢arut.
Bspocasie
e T[IpodumakTika S3pO3HBHO-AZBEHHBIX MOPKEHNI KeTyIKa W IBeHaAUATHIIEPCTHOM KHIIKH,
CBA3AHHBIX C MPHEMOM HECTEPOUIHBIX IPOTHBOBOCTIATMTENBHEIX Npenapatos (HITBIT).

| SmPCPIL073380 3 | 02.02.2016 — Updated: 02.02.2016 | Page 2 0f9 |

CONFIDENTIAL


tonikyan
Typewriter
Mariam Tonikyan 9.08.2016

tonikyan
Approved


‘ {‘ KRKMA Nolpaza gastro-resistant tablets 20 mg, 40 mg VOL: 1; P: 105/ 857

31 Pantoprazole sodium sesquihydrate
SPC, Labeling and Package Leaflet

e  DOpo3HBHO-A3REHHEIE MOPAXKEHH KETyIKa H TBEHAIUATHIIEPCTHOM KUIKH,
accouuupoBaHHble ¢ Helicobacter pylori (B cocTaBe KOMIUIEKCHOH IpaquKalHOHHO
Teparnuu).

e  Cunapom 3onHHrepa-27IuCcoHa, APYTHe COCTOAHUA N30LITOUHOM CEKpELIMM CONAHOI
KHUCIIOTHI.

Cnocob npuMeHeHHS H 0361

BHyTpk, 10 enbl (00BIYHO Nepel 3aBTpakoM), 3anuBas HeGONbIIHM KOJTHYECTBOM BOLL. TabneTku
CHELyET POrIaTEIBATEL ETUKOM, HE Pa3iKeRbIBAs.

B3spocisie u noopocmku cmapuie 12 nem

Cumnmomamuieckasn 2acmpoasopazealbnas pequiokcHas 6oesHs: PEKOMEHI0BaHHAS 1034 - |
tabnerka Honberaser 20 Mr B cyTku. KynupoBaHHe cCHMITOMOB 0GBIMHO HACTYNAET B TedeHHe 2 — 4
HEIENb, NPH HE0OXOOUMOCTH MPOIOJKHTENBHOCTE JIedeHHs YBeTHIHBaioT 10 8 Henens. [Tocse
KYTMHPOBAHUA CHMIITOMOB IMPH WX MOBTOPHOM MOABNEHUH JOCTATOYHO MPUHUMATE 20 MT B CYTKH N0
Tpebopanuto. Haznauaercsa anurensHoe nognepxkuBatoiee tedeHue Honbnazoi 20 Mr B cyTKH, eclu
TPH TpHieMe Mo TpeOOBaHMIO HE YIaeTces JIOCTHYE KeNIAeMOTro 0GIerdeHus CHMITTOMOB.

Lnumenvroe nevenue u npogurakmuxa obocmpenus pegniokc-330¢azuma: Npu AJUTENBHON Tepanuu
pexoMerioBana f1o3a Honbnasel 20 Mr B cyTku, npu o6octpenns — 40 mr B cyTky. [Ipu kynuposanun
CHMMTOMOB 0DOCTPEHHSA 1032 MOXKET OLITh yMeHbIIeHa 10 20 Mr Hombmassl B CyTKH.
Pegpmoxc-330¢hazum: pexoMerI0BaHHad 103a - | Tabnetka Homnemaser 40 Mr B cyTku. B
HHIMBUIYaNbHBIX CIIyuasX 1032 MOXKeT ObITh yABoeHa (1o 2 Tabnerok Honbnaser 40 Mr B cyTkH),
oco0eHHO NP OTCYTCTBUH OTBETA Ha JleueHue. JleueHne peKoMeHI0BaHO 00LMHO B TeYeHue 4
HEJEIE, TPHA HE0OXOAUMOCTH MPOLOKUTENEHOCTD JIEUeHNs YRETMYHUBAIOT 10 8 HeleNb.

Bspocasie

ITpoghunakmura 3posusHO-A38EHHbIX NOPANCEHUIL HCETYOKA U DBEHAVYAMUNEPCIMHOU KUUIKLY,
ceasannbix ¢ npuemom HITBIT: 20 mr Hombnassl B CyTKH, MTPOIOIDKHTETBHOCTE TIPHEMA OTIpeIeNisieTcs
Kypcom Tepanuu HITBIL

Ipadurayua Helicobacter pylori: spanukanys NpoBOAKTCSA B COCTABE KOMIUIEKCHO# TEpaIHH.

Crenyer npuHHMaTh BO BHUMaHHE HAOMOHATLHLIE TPeOOBaHIA W PEKOMEHIALVH 110 IPHUMEHEHHIO
aHTHOAKTePHATBHBIX IEKAPCTBEHHBIX CPEACTB M OaKTepHabHO pe3HCTEHTHOCTH. B 3aBHCHMOCTH OT
PE3HCTEHTHOCTH PEKOMEHI0BaHAI CleIytolie koMOUHALINY 1NTs 3panukauun Helicobacter pylori:
a)  Honbnaza 40 mr 2 pa3sa B cyTKH
+ 1000 MT aMOKCHUMIUTHHA 2 paza B CYTKH i
+ 500 mr knapuTpoMuLMHA 2 pa3a B CYTKH %
6) Honbnasza 40 mr 2 pasa B cyTkH o
+ 400-500 mr meTponwzasosna (wim 500 Mr THRMIA307a) 2 pasa B CYTKH c()/( 7). 4 /{'
+ 250-500 Mr krapuTpoMHIIHa 2 pa3a B CYTKH m—— D
B)  Honbnasa 40 mr 2 pasa B cyTkH : g
+ 1000 Mr amokcuumMHA 2 pasa B CYTKH Mariam Tohikyan 9.08.2016
+ 400-500 mr metponnnazona (unu 500 Mr THHHZAz07a) 2 pasa B CyTKH
[Mpwu spanuxaunn Helicobacter pylori B cocTaBe KOMIJIEKCHOM Tepanui BTOpYIo TabneTky Hombnassl
CIeAyeT NPUHUMATE 34 | yac 10 yxuHa. JITUTeNnsHOCTE Tepamii 00BMHO cocTaBnseT 7 JHel, npu
Heo0X0IMMOCTH MPOIONKATENLHOCTE IeueHns yBenuyuBaoT 1o 14 nueil. [Ipu HeoOxoaumocTu
AdansHeHLIeH Tepaniy NaHToNpasonoM ¢ LeNnblo IeUeHHs A3BEHHBIX MOpaXeHuil Heodxoaumo
YIUTBIBATE J030BbIC PEKOMEHIALWH AJIA JICYEHNA A3B JKEMyaAKa W ABEHaIUATUTIEPCTHON KUIIKH.
[Tpw oTcyTCTBII HEOOXOAMMOCTH B JanbHeiIel Teparii W oTpHIATeNLHOM TecTe Ha Helicobacter
pylori HE0BXOONMO YUHTBIBATE CHIEAYIOLHE PEKOMEHIAIIMK N0 MOHOoTepanul Honsnasoii.
A36a oicenyora: 40 mr Hoserasel B cyTkn (NIpM OTCYTCTBUM OTBETA HA JIEUEHHE A03Y YBEIUUUBAIOT 10

ABYX TabNeTOK B CyTKH), 0OBIMHO B TeueHHe 4 Helleb, MPH He0OXOAUMOCTH MPONOIKUTENLHOCTE
JeveHus yBEHIMBAIOT 10 8 Henlensb.

| SmPCPIL073380 3 [02.02.2016 — Updated: 02.02.2016 | Page30f9 |

CONFIDENTIAL


tonikyan
Typewriter
Mariam Tonikyan 9.08.2016

tonikyan
Approved


‘ " |<R |(k Nolpaza gastro-resistant tablets 20 mg, 40 mg VOL: 1: P: 106 /857
[N

1.3.1 Pantoprazole sodium sesquihydrate
SPC, Labeling and Package Leaflet

Asea deenadyamunepcmuoi kuwiku: 40 mr Honbnassl B cyTkH 00bIMHO B TedueHHe 2 HeNemb, (Mpu
OTCYTCTBHH OTBETA Ha JIEUEHHE 103y YBETMIHBAIOT J0 ABYX TaOIeTOK B CYTKH), PH HEOOXOIHMOCTH
NPOJOIKMTENBHOCTD JISUEHHs YBENHIUBAIOT 10 4 Heaelb.

Cundpom 3onnunzepa-Innucona, Opyzue cocmosHUA USOLIMOYHOT CEKPEYUl CONAHO KUCIOmMbL: 1034
nojdupaeTcs WHANBHUIYaTEHO, 0OBITHO HAaUMHAIOT ¢ D03kl 80 Mr 1 pa3 B cyTKH, YTPOM [0 3aBTpakKa.
Ecnu neodxomnmet 10361 6onee 80 MT B CYTKH, clieQyeT NPUHHUMATE MOJIOBHHY 10361 YTPOM H
nonoBHHY BedepoM. Bo3MokHO BpeMeHHO HazHauaTh 103y Gonee 160 Mr B CyTKH, HO Takoe
NIPEBBILIEHUE 03Bl HE TOJIKHO JUTUTHCS AOIbLIE, YeM 3TO HEOOXOIUMO I afeKBaTHOTO MOAaBIEHHS
CEKPELUH CONAHOM KUCTOTEL. [TpOIOIKHTENEHOCTE JISTeHHS ONpeaeeTcs KITHHAYeCKuM
COCTOSIHHEM M30BITOYHOI CeKPEeLIHH CONAHON KHCTOTEL

Qcobvle epynnot Hacenexus

Hemu cmapuie 12 nem

Honenasa He pekoMeH10BaHa geTsaM 10 12 JeT u3-3a OrpaHHIeHHOCTH JaHHBIX 110 O€30MacHOCTH
NPUMEHEHHHA.

[Tayuenmer ¢ napywenuem yuryuu neveny

TTaunenTtam c HapyuieHneM rnedeHoTHOoMH (PYyHKIHH He cilemyeT NpeBsimats go3y 20 mr. [MTanuenTam ¢
YMEPEHHBIMU 1 CEPhE3HBIMHU HAPYIUSHUAMH (DYHKLMH NEYeHHU He crienyer npuHumath Hombmasy 40
Mr B KOMOWHALMK ¢ aHTHOMOTHKAMU 1714 3panukauuu Helicobacter pylori w3-3a 0TCYTCTBHSA JaHHBIX
o 0e30MacHOCTH.

Ilayuenmul ¢ Hapyuienuem QYHKYUY nOYEK

[MauuenTtam ¢ napymenuem QyHKUMH MOYEK He TpeOyeTcs KOPPeKTHPOBKA MPHHEMAEMOI 0351,
[TauvienTaM ¢ yMepeHHBIMH W CEPBE3HBIMH HapyIIEHHAMH QYHKIHH TOYEK He ClIeAyeT PAHHAMATh
Homenasy 40 Mr B kKOMOWHALMK ¢ aHTHOWOTHKAMMU TSt spanukawmn Helicobacter pylori wz-3a
OTCYTCTBHsl AaHHAIX N0 0e30MacHOCTH U 2P (EeKTHBHOCTH.

Hoxcuneie nayuenmeol

TToxuneM MauMenTaM He TpedyeTcst KOPPEKTHPORKA MPUHAMAEMOM HO3BL.

IMpumepro y 5 % MauueHToOB MOMXKHO OXKHAATE Pa3BATHE MOO0YHEIX peakunii. HanGonee
pacnpoCTpaHeHHbIMH MOOOYHBIMU PEAKUMAMH SBISIOTCA Mapes U oNIoBHAA 60/Ib, KOTOPLIE
Knaccupukamnns 9acToThl pa3BUTHA MOOOUHEIX 3P (EKTOR COTITACHO BceMMpHoﬁ
3paBOOXPAHEHHA:
-"acteie (=1/100 oo <1/10), /
L ) o ¥ Oo% //
- HedacTseie (>1/1000 xo <1/100), =
- o4eHb peakue (<1/10000), Marlam Tonldcyan 9 08.2016
- HEM3BECTHBIE (HE MOTYT OBITh OLIEHEHE! HAa OCHOBE UMEFOIINXCS JAHHEIX).

IMoGounoe neiicTBHE

BO3HHKAIOT NpuMepHO ¥ | % nauueHToB.

- 04eHb yactsie (>1/10), /Le(" |
- peaxue (=1/10000 mo <1/1000), _
YacroTa modouHEX 3¢ekTOB MepedrclieHa Mo OTAeTBHBIM CHCTEMaM OpPraHoB.

Heuactbie Penxue OueHsb peakue HeuspectHble

Hapyuienua co ArpaHyouuTos TpombouuToneHn
CIMOPOHbL CUCIMEMbL 51, IeHKOTIEHHS;
Kpoeu u MaHIHTONEHHA
Jumgamudeckoil
CUCmEMbL
Hapvuenus co IMinepuyBCTBUTEND
CIMOPOHbBI UMMYHHOU HOCTB (BKJIFOUAs
CUCHEMb! aHauIaKTHIeCK e

peaxunu H

aHaQUIaAKTHIECKHIT

IOK)

| SmPCPIL073380 3 [ 02.02.2016 — Updated: 02.02.2016 | Page 40f9 |

CONFIDENTIAL


tonikyan
Typewriter
Mariam Tonikyan 9.08.2016

tonikyan
Approved


‘ {‘ I <R I <A Nolpaza gastro-resistant tablets 20 mg, 40 mg

VOL: 1; P: 107/ 857

1:3.1

Pantoprazole sodium sesquihydrate

SPC, Labeling and Package Leaflet

Hapyuierua Tunepnumupemus I'nmonaTtpuemus;
Memabonuzma u 1 YBEIWUEHHE THTIOMAarHUeMHS;
nUmanus YPOBH:A THITHIOB THIOKATEIHEMHS,
(TPHTIHIIEPHIOB, CBfI3aHHadA C
X0JnecTepona); rUnoMarHueMHuet,
W3MEHEHHE Beca THIIOKATTHEMHS
Hcuxuueckue Hapyenus cua Henpeccus He3opuenrarus [ammourHaIHH,
paccmpoiicmea CIIYTAHHOCTh
CO3HaHUA

(ocobenHo y
TMaUuEHTOB C

MPE/IPACcToNOKEHHO
CTHIO)
Hapywenus co [onoruas 6ons; Hapyenus Bxyca [Mapecresus

CMOPOHbL HEPBHOT
cucmembi

TOJIOBOKPYKCEHHE

Hapyuienus co
CMOPOHbLL OP2AHA
3peHus

3puTtensHee
paccTpoticTea /
HEYETKOCTb 3pEHUA

7o

Hapyutenus co
CIMOPOHBL HCENYOOUHO-

KUWIeYHO20 MpPpAaKmd

Jwuapes; TomHOTA
/ pBOTA; B3OyTHE
JKHBOTA; 3a110p;

Mariam Tonik

APPROVED

van¢9.08.2016

CYXOCTb BO PTY;
00k B KHUBOTE H
nckoMdopT
Hapyuienus co [Toseitenue [MoBeinenue [enarouesmmonsipH
CMOPOHbI YPOBHSA YPOBHS bl€ HapyLUSHHA;
zenamoduIuapHo TeYeHOYHBIX Gunupyouna JKENTyXa,
cUCmeMbl tepmeHTOR renaToLeIUToIIspHa
(TpaHcamMuHas, y- A HEIOCTATOYHOCTh
GT)
Hapyuenusa co Ceinb/ 3xk3anTema/ | Kpanueruua; CuHnpom
CIMOPOHbL KONCH U KOJKHEIE aHTHOHEBPOTHYECK Crusenca-
HOOKONCHBIX IKaHeit BBICEINAHUA/ 3y | Wil oTek JxoHcoHa;
cunapoM Jlaiienna;
MYJIbTH(OPMHAS
IpUTEMA;
(hoTouyBCTBUTENBH
0CTB; TojAocTpas
KOXHas KpacHas
BOJTYAHKA
Hapyutenua co [Tepenomer Genpa, | ApTpanTus; Meimeunere
CIMOPOHbI CKENEMHBIX | 3aTIACTBS UITH MHanrusa CTa3Mbl KaK
Mbldy U TO3BOHOYHHKA TOCeICTRHE
CcoeQUHUMENbHOT HapyIIeHnus
mKany 3NIEKTPOIUTHOTO
Darnaxca
Hapywenusa co WHTepcTrinanbHEIi

CMOPOHLL NOYEK U
.4:!0'-!68&160())11!_41&6

Hedpur (Moxer
TIPOTPECCHPORATE B

nymeti TTOYEYHYIO
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HEIOCTATOYHOCTE)

Hapyuenus co IuHekomacTus

CHIOPOHBL
pPenpoOVKmMUSHOT

CUCIEMbL 1L MOTOYHOT G A /
Jicenesel A
Ocnosicnenus 0bwezo | Acrenus; [ToBblLIEHHE A | ,
XapaKmepa u peaxkyuu YCTAIOCThL U TCMﬂepaTypBl TENna, 6 0
8 Mecme geedenus HeJloMOoTaHHe nepreprdeckue 7 g
OTEKH Mariam [fonikyan 9.08/.2016
IlpoTusonokasanus

[TogblneHHas 1y BCTRUTETEHOCTE K MTAHTOMPA30MTy, 3aMeIIeHHEIM OeH3HMIAA30/1aM, PasIHYHBIM
KOMOWHALWAM WK JPYTHM KOMTIOHEHTaM Tpernapara.

Ilpenocrepexenus 0 0codble YKa3aHusd

ITevenounasn nedocmamounocme

HeobxoanMo perynspHO KOHTPOJIMPOBATh YPOBEHB MEYEHOYHBIX (JEPMEHTOB BO BPEMS JIEIEHUs
naHTonpasoioM (0coOEHHO TIPH ANTUTENEHON TepanuH), U TIPH €ro TIOBLIIEHHH JleueHHe HeoDX0MMO
MPEKPATHTE.

Oonospemennoe npumenenue ¢ HITBIT

IMpumenenne Honpnasel 20 Mr B KauecTse NpohUNIaKTHYECKOTO CPENCTRA s JIeYEeHHS A3B
JIBEHATUATHTIEPCTHOH KHIIKH, BhI3BaHHbIX Tepanmeil HITBIT, nomkro GbITE orpaHmdeHo mamdeHTaMu
nponomkaromumi sieuerre HITBIT u mogsepeHHEIMI pUCKY pa3BHTHSA KENTYI0YHO-KHIIEUHBIX
ocnoxneHuil. [ToBeleHNe picka pa3sBUTHA OCIONKHEHHH Cle/lyeT OLIEHWBAThL B COOTBETCTBHH C
WHIMBUIYalbHBIMH (hakTOpaMH PHCKaA, HAIPUMED, MOKWION BO3pacT (cTapiie 65 net), a3BeHHan
Oorne3Hb JBeHaIUAaTHIIEPCTHOH KUIIKH H JKEITy T0THO-KHIIIEYHEIE KDOBOTEUEHHS B AHAMHE3E.
Kombunuposannas mepanus

ITpn koMOUHKpOBaHHOI Tepanuy And spagukaunu Helicobacter pylori veobxomuMo cobmOaaTE U
YUHTHIBATE XAPaKTEPHCTHKH COOTBETCTBYIOIMINX JIEKAPCTREHHEIX CPENCTB.

TMpy Han9uK TPEBOKHBIX CHMIITOMOR (HarpiuMep, 3Ha4YNTelLHOE HeMpeIHaMepeHHOe CHUKEHNE
BECa, PELMIMBUPYIOLIAA PBOTA, AUC(Ark, PBOTA KPOBLIO, AHEM KA HITM MENEHa), MITA NIPH HATHIHK
SI3BBI JKENy/IKa WK TIOI03PEHNN Ha Hee, HeoOX0AMMO UCKITIOUHTE HATMYHE 37I0KAYECTBEHHOTO
HOBOOOPa30RaHNA, T.K. J€UEHHE, MACKHPYsS CHMIITOMATHKY, MOKET OTCPOYHTE TTOCTAHOBKY
MPaBHTBHOTO IHATHO3A.

Janeneiiinve vccnenosanua Heo0OX0IHMO TIPOJOIKNTE, ECIIU CUMIITOMBI COXPAHAIOTCA TIPH
a7leKBaTHOM JIEYeHHH.

Oonoepementoe NPUMeHeHUe C amas3aHasupom

He pexomenayerca oqHOBpeMeHHOE MPUMEHEHUE aTa3aHaBHPa ¢ HHIHOUTOPaMM MPOTOHHO MOMIIEL
Ecnu npumenenue ganHoi koMOUHAIMN HEN30€KHO, PEKOMEHIYETCS TIMATENEHEI KITHHWIECKHIA
MOHUTOPUHT (HANpUMEp, RUPYCHOMN HAarpy3Ky) B KOMOWHALIMHK ¢ MOBBILIEHHEM JI03bI aTa3aHaBHpa 10
400 mr ¢ 100 mr putonasipa. He crexyer npesbiats 103y 20 Mr nadTonpasona.

Bausinute na noznowenue sumamuna B12

VY BoNBHEIX ¢ cCHHAPOMOM 30JTHHTepa-IITHCOHA W TPH APYTHX MaTONOTHYECKUX COCTOSHHUAX
CHIEPCEKPELHH, TPEOYIOMIX ITUTETLHOTO JIEUEHHA, TAHTOTIPA20IT MOXKET CHWIKATEL BCACKIBAHNE
sHTaMuHa B12 (umanoxobanamMuna) B CBA3H ¢ THITO- WIIH aXJIOPrHAPKEH. DTO ClENyeT yUHTLIBATE Y
O0MBHBIX CO CHIDKEHHOT Maccoil Tema M HaJTHIHeM (DakTOpOB PHCKA CHUAKEHUS TTOTIIOMIEHUS
BuTaMuHa B12 (unanokobanaMuHa) pH ITHTETBHOM TEParii HITH TIPH HATHYHH KITHHHYECKITX
CUMITOMOB.

Mumensnas mepanus

TTpu nmuTensHOM NeueHnH, ocoBeHHO MPeBBIMIADIEM Mepruo | rom, TAHEHT JOIKeH HAX0AUThCST
MoJ TIIATENBHBIM U PEryIApHEIM HabmoneHueM.

Kerydouno-xueunuie uHgexyuy, 8bI36anHbIe GAKMEPUIMIU
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1.3:1 Pantoprazole sodium sesquihydrate
SPC, Labeling and Package Leaflet

[Tpn nprMeHeRuy NaHToNpasona, kKak u ApYrux WHrudutopor npotoHHol mommsl (HUITIT), Bo3MoskHO
yBeITHUeHHE KOTUYECTBA DAKTEPHIi, B HOpMe MPUCYTCTBYIOLIMX B BepxHUX oTaenax JKKT. Jleuenne
Honbnazoid MOXeT IPUBECTH K HE3HAYUTENLHOMY YBEIHUEHHIO PUCKA Pa3BUTHA OaKTepHATIbHBIX
nHpexunit KT, BezBannex Takumu Oakrepusmu, kak Salmonella w Campylobacter.
Tunomaznuemus

Taxenas runoMarHueMns HabmroOanack y manneHTos, mpuaAMasimx MITTT, & ToM gwcre
naHTonpason 6onee yem 3 Mecsla, a B OOJLIIMHCTRE CyYaeR - B Te4eHHe roga. MoryT BO3HHKaTh
TAKHE CEPbE3HbIE NPOSABICHUA [MIIOMArHUEMUH, KaK YCTANOCTb, TETaHWA, AeTHPHIA, CYI0POrH,
TOJIOBOKPYKEHHUE U KEITy0UKOBask apUTMHA, KOTOPbIE MOTYT MOABIATHCS HE3AMETHO M MOTYT OBITE
Hepacno3HaHel. Y OONBLIIMHCTBA MALMEHTOB MOCNE 3aMECTUTENEHOM Tepanii MarHieM KiTH
npekpatteHud neuenus UI1IT cocrosinue ynyyinanocs.

Tlepen ravanom neqerns UITTT u nepHoaudeckd Bo BpeMs JieUeHHs CIIELHAIHCTOM J0KEH OBITh
OLIEHEH YPOBEHb MArHu, B CITydae, €CITH MalHeHT HaXOOUTCs Ha ATUTENEHOM JIEYeHHH, WITH
MPHHUMAET AUrokcHH onHoepeMeHHo ¢ MIIT1, unu npenaparsl, Bhi3bIBAIOLIKME FTHITOMATHHEMHIO
(HarmpuMep, IHYPETHKH).

Ilepenomer Gedpa, sanicmes u RO36OHOYHUKA

I npn itensHOM MpUMeHeHUH (Dodiee | rofia) v B BRICOKHX /103aX MOTYT HE3HAYWTENEHO
MORKIIIIATE PHCK MeperioMa Gepa, 3amicThs W TI03BOHOTHHKA, 0COOEHHO Y MOXKWITEIX TIAIMEHTOR WITH
MaLKMEHTOB C YCTAHOBIEHHBIMH (akTopaMu pucka. MccnenoBaHus cBUAETENLCTBYIOT 0 ToM, yTo MITIIT
MOTYT YBENU1HBaTh 00K pHck nepenomos Ha 10 — 40 %. OxgHako AaHHOE YBETUYEHHE MOKET ObITh
o0ycriorneno ApyruMu dakTopaMu pricka. [TauHeHTsI ¢ pHCKOM pa3BHTHA O0CTEOTIOPO3a JOIKHE!
TMPOXONTE JIe4eHHEe B COOTRETCTBHH C NeHCTBYIOMIMMH KITMHHIECKHMH PEKOMEHIALMAMHE U TTONTy9aTh
JIOCTATOYHOE KOJIHYECTRO BUTaMKHA D U KanbUHs.

Honbnaza cogepuT copOUT, MO3ITOMY NpPETMApaT He PeKOMEHIYEeTCs JTHLAM ¢ PelIKHMH
HacIeACTBEeHHEIMH COCTOSHHAMW HEMePeHOCHMOCTH (PPYKTO3EL.

Ilodocmpas koxcnas kpacnaa sondanka (IIKKB)

HHrubuTOps MPOTOHHOH MOMIMBI CBA3LIBAIOT ¢ 04eHb penkuMu cryuasMu [TKKB. ITpu nossnenvn
TTOpayKEeHWH KOH, 0COOEHHO Ha Y4acTKaxX, MOBEP)KeHHBIX BIIMAHWIO COJTHETHBIX Ty1ei,
OIIHOBPEMEHHO CONPOBOXAAIOLINXCS apTpalriei, MalMeHTy cleayeT HeMeITeHHO 06paTHThCA K
Bpady M Bpay J0/bKeH paccMOoTpeTh Bonpoc 00 oTMeHe npenapata Honenaza. [TKKB, Bozuukwas B
pesynbTaTe MpeIBapUTENLHOT0 JeIeHHS HHTHONTOPOM MIPOTOHHOM MOMITEI, MOYKET MOBBICHTE PUCK
pazeurtus [TKKB nipu npreme Apyrux HHrUGUTOPOR MPOTOHHOM TIOMIIHI.

bepevennocme u 2pyonoe ecxapmiueanue

Kiiunuueckuit onbIT NIpUMeHeHHs y OepeMeHHbIX KeHIIWH orpaHitieH. B uccnenosanusx Ha
’KHBOTHBIX HaOMFo1anack penpoIyKTHBHAS TOKCHIHOCTE. [ IoTeHIMANBHENH PHCK [T 9eToBeKa
HeussecTeH. He cnenyer npumensaTs Honbnasy Bo Bpemst GepeMeHHOCTH 3a UCKITFOUEHHEM CITy4aes
KpaiHeHd Heo0XoaUMOCTH.

Hccnenosanus Ha KUBOTHBIX MOKAa3aJli BRIIEIEHHE TAHTONPa30/1a B FpyIHOe Mosioko. OTMedeHo
BEIZIEIEHNE TAHTOMPA30Ia B TPYIHOE MOJIOKO Yenoeeka. TakuM o6pa3oM, pelieHne 0 HEODXOTUMOCTH
NPOJOJKHTE / MpepBaTh rpyJHOE BCKapMIIMBAaHKE WM MPOJ0ILKATE / pepeaTsh Tepanuto Honbnasoii
JOMKHO OBITH MPHHATO C YIETOM OLEHKH IMOJIB3BI TPYIHOrO BCKAPMITHBAHHS I peOeHKa U TTONB3bI
Tepamuu Honsmazoit ams MaTtepu.

Brusnue na cnocobrnocme k ynpasienuro asmompancropmoM U nOMEHYUTEHO ONACHbLMY
MEXAHUIMaml

TTpu mpuMeHeHnH nMpemapaTta MOTYT BOHHKATE TaKHe TTOOOTHEIE PeaKHH KaK FOOBOKPYKEHHE U
3pUTENBHBIE PACCTPOICTRA. B TakuX clyuatx maLMEHTY He cIeyeT YNpaBiaTh aBTOTPAHCTIOPTOM H
MOTEHLHANBHO ONACHEIMU MEXAHH3IMAMH.

B3aumopeiicTBHe ¢ IPYTHMH JIeKAPCTBEHHBIMH CPeACTBAMHE U Apyrue GopMbI B3auMonelicTRHNA
Brusnue nanmonpazona Ha 6cacbi8anue HEKOMOPLIX NEKAPCIMEEHHBIX CPEACME

- e
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[TanTonpason yMeHbIIaeT OHOOOCTYTHOCTE MPENapaToR, BCACKIBAIOLIMXCA B KACION cpele,
HANPUMED, HEKOTOPBIX MPOTHROTPHOKORKIX a30710B (KETOKOHA30/1a, HTPAKOHA30I1a, N03aKoHa30/1a) H
JPYTHX JIEKAPCTBEHHBIX CPEICTB, TAKUX KaK IPIOTUHKG.

IIpenapamer ons nevenus BHY (amazanasup)

ITanTomnpason MokeT yMeHbIaTh OnonocTymHOCTE BUY-TipenapaTos, BcackiBalOUIMXCS B KHCIIOH
cpene, enuss Ha ux adpextrrHoCcTs. Takum obpazom, npuMenenwe HUTITT ogrospemenno ¢
aTa3aHaBUPOM HE PEKOMEHIYEeTCA.

Kymapunosgeie aumuxoazynanmer (heHnpokoymon u eapghapun)

XoTs MpH OIHOBPEMEHHOM NMPUMEHEHUH ¢ (DEHTPOKOYMOHOM WITH BapdapiHOM B
(hapMaKOKMHETHYECKNX MCCNe0BaHHAX He GbIIO BBISBIEHO 3HAYMMBIX B3aUMOEHCTBHI, B
MOCTMAPKETHHIOBOM TMEPUOJE MOMTy4eH Al co00LIeHHH 00 OTAeNbHBIX ciyyasx uzMeHenus MHO
(MeskIyHapOoIHOr0 HOPMAIIH30BAHHOTO OTHOLIEHHS ), TIOITOMY y TALHEHTOB, IPHHAMAIOIIHX
KYMapHUHOBBIC AHTHKOATYIIAIHTEL, TIPH OJTHOBPEMEHHOM JIETeHUH MaHTONPa307I0M PEKOMEH/TYeTCs
pEryispHO KOHTPOIMPOBaTh MpoTpoMOHHOBOE Bpems wid MHO.

Memompexcam

IMoctymnanu coobuieHus o0 ToMm, ITO OHOBPEMEHHBIH TMPHEM BBICOKHX J103 MeToTpekcata (Harp., 300
MT) M HHTHOMTOPOB MPOTOHHOM MOMIIBI MPHBOIMI K MOBBIIIECHHIO YPOBHA METOTPEKCATA B KPOBH
HEKOTOPHIX MauueHToR. [ToaToMy B cimyuasx, Koraa MpPUMEHAKTCH BEICOKHE J036I METOTPEKCATa, Kak
HarpuMep, MPU OHKOIIOTMYECKHX 3a00NIeBaHUAX U TICOPHa3e, CIIEMYeT PACCMOTPETE BOMPOC O
BPEMEHHOIi OTMEeHe MaHToNpasona.

Huvre gzaumodeiicmaus

IMTanTonpason MeTaboNMH3HpPYETCs B MeueHN (epMeHTHOI cicTemMoit unrtoxpoma P450. Hemssa
HCKITIOYHTE B3aHMOIEHCTBIIH MaHTOMpa3oa ¢ JTeKapcTReHHBIMH TpenapaTaMi, KOTOphIE
MeTaboMu3NpYrOTCs Tl ke cicremoii. TeM He MeHee, B KITHHUYECKHX HCCIIE0BAHMAX HE ObLITO
BBIAB/IEHO 3HAYHMBIX B3aUMOEHCTRBUI C AMTOKCMHOM, IUa3enaMoM, THKIO(QEHAKOM, 3TaHOJIOM,
deHUTOMHOM, TTHOESHKIIAMUIOM, KapOaMazelmiHOM, KO(eHHOM, METOMPOJIONIOM, HAMTPOKCEHOM,
HHGEIUTHHOM, MUPOKCHKAMOM, TeO(HIINHOM H NepopaibHBIMA KOHTPALEITHRAMHU.

TTpu ogrOBpEMEHHOM MpHEME MAaHTONPA30Ma C AHTALUMAAMH KaKHX-TTHGO IEKapCTEEHHBIX
B3aMMOIeHCTRHIT He OBII0 3apETHCTPHPORBAHO.

[Tpw ogHOBpEMEHHOM TIpHEMe MTaHTOMPa30Jia C AHTHOHOTHKAMH (KITapUTPOMHULIHHOM,
METPOHHIA30JI0M, AMOKCHLIMIITMHOM) KaKHX-JINOO JIeKapCTBEHHBIX B3aUMONEHCTBHIH He OBIIO
3aperuCTPHPORAHO.

Tlepenozupoeka

XapakTepHble cUMNTOMBI He onucaHsl. J{o3bl A0 240 Mr, BBOAHMbIE BHYTPHMBEHHO B TeUEHHE 2 MUH,
Xopomwo nepeHocates. [lanTonpa3om MPouHO CBA3BIBAETCA ¢ OENKaMU TITa3MEL, TIOITOMY JHAJIH3 He
sthdexTHBeH.

B cnyyae nepeno3npoBKH MalMeHTa clefyeT HaOMOAaTh U MPOBOAKTL CUMIITOMATHYECKOE H
MOAAepKABAKOLIEE JIeUeHNE.

Ycnoeusa XpaHeHHSA

XpanuTs npu Temneparype He soime 30 °C.

XpaHHUTB B OPUTHHAIBHOMN YITaKOBKE € MENIBHO 3alWTHI OT BIATH.
XpaHuTb B HEZIOCTYMHOM /114 JIETEH MEcTe.

Cpok roaHocTH

5 ner. 95/‘, &/{’ /

He ncrnons3oBats nosiHee qarthl, yka3aHHON Ha yIAKOBKE. APPROVED

Mariam Ton¥kyan 9.08.2016

Ycnosus OTHYCKA H3 anTeK

IT NTY Bpaua.
0 pelenTy Bpa ()

VYmakoeka
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Tabremicu, nokpeimele KuweyHOpacmeopumot obonourot, 20 me.
TTo 14 radnerox B 6mmctep. [To 2 6mucTepa B Mauky KapTOHHYH BMECTE ¢ HHCTPYKIHEH MO

[IPHMEHEHHIO,

Tabnemku, NOKpbIMbLEe KULUEYHOPACMEOPUMOL 000n0uKot, 40 me.
ITo 14 Tabnerok B 6nmctep. [Mo | wmm 2 GnrcTepa B Mauky KapTOHHYIO BMECTE ¢ HHCTPYKIHEH 110

TTPUMEHEHUWTO.

[Ipom3BognTens

KPKA, 1.1, HoBo mecTo, llImapsernka uecta 6, 8501 Hoso Mecto, Criosenus.

ol
oK 0L L
" [arerOVED }
Mariam Tonikyan” 9.08.2016

| SmPCPIL073380 3

| 02.02.2016 — Updated: 02.02.2016

| Page 90f9 |

CONFIDENTIAL


tonikyan
Typewriter
Mariam Tonikyan 9.08.2016

tonikyan
Approved




