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IOnnnoxe Comorab®™ Tabnerku aueneprupyemsie, 100 mr, No 10

CI1-KO-0701-0107-13 «FOunnore Comorad” Tabaericn ancnepripyensie, {00 mr»

H/ 11 N013102/01-130418 «¥Ouunoxe Comotad® Tadnerin Ineneprupyemsie, 100 mry,
WMamewennam No 1, No 2, Ne 3, Mo 4, Mo 5, No 6 i HII.

xpoMarorpasme HCNEITYCMOID pacTeOpa JOJTKHO
COOTRETCTBORATH BRCMEHIT Yaepaunanng MeKa
AOKCHUHK/IHHA HE XPOMATOTrpaMme CTAlIARTHOrO pacTRopa
A, TIPHIOTORICHHOTG 18 KONMYECTRCHIOTO onpencIcHIN.

Kawecrsennan  peacums ¢ cepuoil  xmenoroll
KORUCHTPHPORAHHOHR — 0BPazYLTCH MENTOS OxpaHAsHME,
Kadectpennan peaiciina ¢ XI0PHCTOBOAOPOIHOH KO TOH
— oreyTersne (uoopecuennny & Yd-cnere npyu nanue
BONHEN 356 My,

KauecTsenias peaking ¢ HaTpis THIPOKCHIA DACTBOPOM
0.1 M — senenan dmoopecueniuns v Ydb-caere tipn anmne
BOMHB 356 11m,

Haumenoranne TpeGosanus HOPMATHBEHOMN NOKYMEHTALLHH PesynsTaThl nenwtannii
noxkaszatensh
Onucaune Kpyrasie, IB0MKOBLIMYRABE TABICTIH, OT CBETIO-KENTOTO Kpyrisie, ABoAkoRenyasie Talliercn cepo-
VT CEPO-IKENTOrD JIO KOPUILCROIG C REPATUICHIIMA LRETA, | JKEATOrD (BeTa, ¢ rpasuponkoii «l73p (xou
¢ rpagHpoBkeit «173» (ko TabaeTiu) na oanoll copone u | TaGACTEH) Ha 0RO CTOpOHE o PUCKOH HO
PHCKOH Ha Japyrodi Jpvrod,
MopmniHocTs BOKX. Bpewms yaepwusasna ochomHoro muka pa | Bpewms YHSPKHBEHHI  OCHORHOID (KL Ha

XPOMATOrpPAMME HCIBITYEMOTO pacraopi
COOTRETCTHYET BPCMCHH  VICPIHBIHI 11K
JOKCHUMEmIE Hi XPOMATOI panAe
CTRHIAPTHOrO PacTRopa A, NPHIOTOBASHHONO
I8 KOJMYSCTREHHOTO ONPEneieH s,
OGpazyeTen KelTOC ORPALTHEAIIE,

Oreyrerayer dunoopecticnun a Yib-caere npn
JUCIHE BONHDL 3536 HM,

Hadmonaeres  sencnan  dmoopechentns
Yi-grete npu fditHe Bonmms 3356 u.

B

PacnanaemocTs, cekyHa| He Gonee 3 MIHYT (MPH TeMAepaType soasl 20 °C) 93
Pacreoperie, % He memee 80 % (Q) or sausnenmoro Ha sTHreTES 96
KONMICCTEA AOKCHUIMIIHIA JOMKHO NepefiTH B pacToop 86
uepes 30 munyT. 95
96
96
96
96 (cpeauce)
Bopa, % He Gonee 6.0 % 42
CreTonornollainme He Gonee 0.2 T . "
mpecn P i s
,E[ucnepc!-mc-rb, % He wmence 99 % wactui nolbiHs ”Pﬂﬁ}l?fé‘“gﬂ&»ﬁ%ﬂ'%ﬂb‘f& > 100
710 MKM. LES han [0S
OnrHopoanocTs Hnst 10 enunnl wensiryemoro npenapara (A= B, AV 2 ey A e
N0INPORAHNA uan ans 30 equamn ( n=30), AV = L1 ¢ ﬁ.é AT R ."..:? ); J;‘j n= 10
YAOBICTROPAIOT HepanereTny [M-xi < 0.0 (LB ““ Ly AV=39
Poncreennie G-amuuocHisc: e Sonee 2.0 % <% \2, N ey 031
npumecu, % d-snunorcHUMICHN: He Gonee 1.0 %: "7?.. cﬁ > Merice 0.1
Merauuenis: ne Gonee 2,0 %: \‘)Q"“ Sal He olunpymeno
ThoGaq apyran eauuuinan npuveet: He Godee 0’%‘%:__&; Menee 1, ]

Cymsin mpHseceit — e Gonee 5 % 0.31
Konmuectrennoe Or 90,0 mr o 105.0 mr (o1 90 % 1o 103 % ot 97
CMpPEeNENeEHnE, M JNABIEHHOID HA ITHRETKE), (97 "; )
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HanmexosaHHe Tpebonanun HopMATHEHO PeaynuTarsl HCTLITARHI

| moxasareeH JORYMEHTALHHA

Mukpoduonoruue | Karcropusn 3A,

oKan HHCTOTA Oftee YHeao MPOSHLIX MUKPOOPFIHHIMOR — | OBLICE KOIHYECTRO I3POGHEL MUEKPOODTHRMIMOR It HaHe
ue Bojee [P KOEB 1 1, Escherichia ¢oli n | © 1e oupeaensieres.

Obmice HHEH0 APOMKERRIN H TUCCHERBIX Ofu1ee YILCND APOAGKEBLIX U TNECHEBLIX rpntios —
rpuou — ¢ Gonee 102 KOER | 1. sedee 1P KOE s 1 1
Oreyreraue Escherichia colin | 1

Vinakoska Tlo 10 Tabaerok s Gructep w3 nnenkn BX w | [lo 10 tafnerox s Ouancrep w3 [UICHKH MBX u onsrn
(OITKIH AIOMHHICRO, anonIHKEBo.

Mo | Brmucrepy BMeCTe © NMHCTPYKUHCH mo o | Bancrepy BMECTE C HHCTRYRIHEH N0 PUMELCHIO, TARALCKHE
NPHMEREHHIO B a4y KAPTOHHYIO. ot wieTpyElHY «-714 (382)-06-06», «90006726/11», 1 nanixe
kapronyoil,

MapkrpoBKa & et A AZUHKE isaiom; | Ha Guucmepe 1a pyeerosn A3uKe YOG TOProBOL HAHMEHORIHIE
TOpIOBOE  HANMENOBAHHE  NPenaparn ¢ | Openapara c npenynpennteikiol Mapripoprol it «IOunnore
HPEAYIPEAHTEILHON  MApKHPORKCH ®, | Comotai™, MEKIYHAPOUHOE HEMATCHTOBAINOL HANMCIOBARHMS
MEKIYHAPDAHOE HENATEHTORAHHOS | «IOKCHUIIKINH. JIEKAPCTREHHS {ropma «rabmeTin
HouMeRoBaMIe,  JlerapeTrenyio  (hopay. | ARCHeprupyeMeien. NOIHPOBKRD <100 M uateanHe wo CTpRNA
AGIMPORKY; HEIRAHME M CTPAHY MAfebia | BiaAsilbla perncypallloiHore vaocToneperia «HEMIADGAPM
PErHCTPALHONHOT  YAOCTOBEPCHUS, HOMEP Apusafisutrens [m6X, Depmanuan nosep cepun «310325n,
CepHM, CPOK FOAHOCTH B (BopMate: W10 MM | CPOK FOLHOGTH «a0 02 2030». BUYTPEHHIE JABOACKHE KON
CITTY, MOTYT OBITh HaneeeHsl snyTpennue | «D0006641/10», «b-714 {392)-01-04»,
FABOACKHE  KOALI/TCPEMEHHAT TEXHHYECKAH Ha_gapmonnoll _ngyie s#a pyceicos Azhike VEA#iHo. TOProkos
HhopMELHA, HAMMCHOBAHNE TPETIAPATA © MPCLYIPEANTENLINTH sapruponkof
Ha xapmonnoil nawe wa_pyeckos sane | «HOuugoxe  ComotaG®, MEkIyHapoanoe HEMdTCHTORAHHOC
VKgIagaion  TOPFOBOG  HAHMEHORAHHS | HAMMEHOBIHME  KIOKCHINNCIRIE. pexaperncHiay  opa
npenapara c NpeayNPeaHTelbHOH | «TABARTHH [HCAEPTHpPYeMEIE:, NOIHPOBKL «l() mars: HaskuHNE
MAPKHPOBKDI] ®, MENIYHAPOAHDE | LeflCTRYIONIETO BEILECTA, €F0 COACPIAHNE B abaeTke «laupaan
HENATEHTOBAHHDE HaMMeHoBalNe, | Tadnerwa  comepicnt 100 mr o goeunmeaMpMa B pige
JeKAPCTREHAYIO thopmy, [OSMPOBKY: | AOKCHIMKMHA MOHOTIAPATAR] [EPEueil  ACHOMOTATEALHLIN
pazpapwe  AelicTBYOiero  BCUICCTRE, ert | BemiecTs  «BenoMoraTensiinie  BelIccTBA LT THI033
comepikaHue B TubfeTwe, nepetens | MHKPOKpUCTALIIIeCKad, caxapin, rHnpodoia
BCHOMOPATEMLHAY  BCIISCTE:  KOJMMESTHO | (HIIKO3AMOUIEHHAR), THAPOMELIOIA,  KPeMHHS  JIHoxCnA
Tafnerox B YOAKOBKE, WA3SAHHE, CTpaHy H wonnonanstll  (Ge3poaMeiil), MATHHR  CTEAPAT, JAKTO3E
NOroTHN QIAASTBUE  DEFHCTPAIOHHOTO | MOHOHAPATH KOAHSECTEO TAGAETOK B yRaROBKE «l0 TatneTor
yioetonepenmst (rpadiudeckoe H3OOPLKENNS | AUCHEPTHPYEMLIXY; MAssakne, cTpand AOTOTITT  BAAMENLLA
w nannmes «CHEPLAPHARM»  ape erpoiy | PECHETPALHOHHOrD YAGCTOREPCHIA (rpaguueckoe pobpamenne i
OyKBaMy JATHHCROIG WUPABHTA), HASRAHHE | HAATHCH WCHEPLAPHARM» g jise cTpoRI BYIRHRMILIATHICKOFO
npomsoanTean B pedaxuin «llpowssenciio: | andaznra) «ULIJIADAPM ApuHAMIATTEIL mbX,
A0 «3u0-3n0ponkeny. Cro crpary. aapee, | Fepmanua»,  Halpaune  (POHIBOLITCIL «llponsseaero:
renedon/pare: yororml xpancus, ycnosus | 3A0 "3Iy0-3n0pornes, ero crpana, anpec, Tenchan/drice
OTITyCKA, Wl NPHEMA auyTpLy, | «Pocens, 142103, Mocroserast oGaacTs,
npeaynpeaTebise rannse: «Tlprizmars | . Mosonse, ya. Aenesnogoporuan, 1. 2
N0 HasHadeHmio bpauss, «Oaunakomerecs ¢ | Ten/dawe: +7 (495) 419-20-64n;
yucrpykuseiln,  «XpaHuts B MECTAX, | YCNORMR XpalicHis gXpauuTs ApH TEMHEDATYPE e Bhime
HEAOCTYTHILIX s aereiy, Hosep | 25 ®Cx, yelionus oTIycKa «QTnyeK no peuenty». «[Lins npuema
PETHCTPALNDHHOID YVAOCTOBCPCHNS; | BUYTPL», [(PEAYAPCINTENbHEIE  HAMTHCH: «llpuvumiats 1o
nepeMeHiLe  nanHpe  (HOMSp  CepHW B | HOZHAMCHHIO  BpAtLh, «OaHaRoMBLTeCL € HMHCTpYRInedis.
pomakiiy  «Cepnnin,  CpOK  TOAHOCTH B | «XpauuTh B MECTAY, HeADCTYRHLIX Am AeTedin.  HOMCp
pemarit «Fo/ei») H HAGOPMALNIO Lt | perHCTPALMOHIOTD YAOCTORENENIS «PerneTpaunonnoe
MONUTOpHHTA ABMAEHA  fekapeTnennore | yaoetosepenne: [1 NO13102/01», nepenetbie JaHHbLIc:
fpenapaTa o7 OPOMSEOANTENR A0 koMedHoro | «Cepua: 310325,
narpeBrens;  WITpHN-Kod,  MOTYT BTk | «logen: 02 2030,
HAHECEHR! RHYTPEHHHE 3aBONCKHE | MudopMalys  AMA  MOHMTOPHHTE ABIGKEHMI  JERAPCTRCHAOTO
KOABITIEPEMEIHAR TEXHWHECKAN | NpCriapiTa oT MPORFROIHTELT 10 KOHETHOrD noTpeduTens:
HHIPOPMALLIL. «Data Matrix»;
Jonoauurensno  Hanoowres  rpaduuecikii | «GTIN: 04260747721569%,
PHEYHOI, HIHQCTHPYIOULHH cnocod | «3/Nm ¢ ykasanven  WHAHBIAYATRHOIO  Cephanizaliianiory
NpUMEHEMHIL, HOMEPR  TAYKM:  WITPHX-KOI &4260747721569n.  nuyTpCHUNE

aaposacice £oikl «HI00E724/10s, «I1-714-10-03-062.
Jornoauprenso HiHecel rpamuecinil PHEY IO,
‘ HIAKCTPUPYIOLINH €rocod NpHMEHCHIS,
Kparenne TTps TeMncpatype He asime 25 °C [pu Tesneparype HE Beilie 25 “C
Cpox ronHocTH 5 et 5 ner v

Hawanenak oTaena KOHTPOIS KadecTsa
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PASPELHIEHHUE
HA BEIOIYCK TOTOBOI'O IPOIVKTA Ne 0628/25
ToproBoe HAMMEHOBAHKE NPEIApaTa Hnunoke ComoTab®
MexnyRapoaHoe HEMaTeHTOBAHHOE
HAHMEHOBAHHE (rpynmmpoBoYHOe HITH JIoRCHIMIIHE
XHMHIECKOE)
JlexapcTaenHas Gopma TabneTxu gucHeprupyeMele
| Hosuposka 100 mr

TabneTky mucneprupyemere, 100 Mr

<Popma BBy oK (Gaucrep) 10 X 1 (mauxa KapToHHAs)
Homep cepru : 310325
O65emM cepun 39 063 mT. VIRKOBOK
JlaTta npou3soueTEa 13.03.2025
Tonen no 28,02.2030
Haumenopanue H agpec IIPOUABOJIHTENA 3aKphITOe aKLHOHSpHOE 0BuIecTEO
(Impou3BOACTBO, mepBHYHAST ymaxonxa, | «3u0-3noposse» (3A0 «3uO-3mopoBse»),
BTOpHYHAA/MOTpefuTeNbCKAs YTIaKOBKA, Pocea, 142103 Mockosckas of11.,
BEITYCKAOIIHE KOHTPOJL KAYECTRA) r. [Tomoneck, yiu, XKenesnonoposaasn, 1. 2
Junenzng Ne J1012-00102-77/00010736
(Ne 00049-JIC) ot 20.10,2021 T
Cepruurar cooTs¢reTEHs TpeboranuaM ITpasua
figuenamei npomap;mneﬁﬁuﬁ TIPaKTHEH
Espazuiickoro 3xoHOMIMECKOTO COI034
MNe GMP/EAEU/RU/01442-2024 o7 15.08.2024 1.
Homep H naTa PETHCTPAIIHOHHOTO T1N013102/01 or 12.09.2008 1.
YIOCTOREPEHHA (nata sHecenus namenernii B PY 01.03.2023 1.)

HITINOQ13102/01-130418,

Homep HOpMATUBHOM A0KYMCHTALHH Manvenerus x HOMa 1, Mo 2, Ne 3, Ne 4, No 5, No 6

YEILTADAPM Apunaitumrrens I'M6X,

HARMEHONIIRS X QADER ASPAGTSAA Tepmanns/CHEPLAPHARM Arzneimittel GmbH,

PErHCTPALMOHHOTO yA0CTOBCPeHHA Ziegelhof 24,17489 Greifswald, Germany
PEIHOK TIOCTABKH NTPORYKIIMHE Poceus
Homep nacnopta (583/25
L, TMogTRepknalo, 4YTO REMIEYKA3AHHAS CSPMi JICKADCTBEHHOIC IpelapaTa BEIMYCKAsTCd B
ofpamenne.
2, lapanTHpyro, WTO BLILEYKA32HHAS WHOOPMAanWA NOMIHAAA ¥ BepHa, Jta cepua Gwuma

NPOM3BEHEHA, BKIOYas YNAKOBKY H KOHTPOMbL XAYecTBA, 10 YKAIAHHEIM BHIUE  anpecam
NpPOM3IBOACTEEHHBIX. [UIOLIBNOK B  COOTBETCTBHM C _Tpefosammavy  GMP {«HPaNma Eﬂnﬂemameﬁ
nponmaq,qcraenﬁoﬁ npaﬂ'mzm») " Pemc’rpaunmmoﬁ ndeMaHmuﬁsﬁ Hp;,l}quj:yrc’r, Apapda )l gpne Tl

am ramess - s

3 Boe pesynsTaThl aHAMM3E W 3anucH O PaCCMOTPEHEL 1 onoGpeHs! B cooTBeTeTBHH ¢ GMP,
TeXHIEECKHIMH cornameHnamy i CormaneHIaMH IT0 KaYeCcTnY, y
4, Beumi 1 Kaxie-nubo OTIIOHSHHA OT [POM3IBO/CTBEHHOTD Mpoleces, KACAIOUINECH KadeCTEa
TPOAYKLIHH;
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VIonuoModeHHoe JIHIIO:







