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3A0 «3u0-3popoeney

142103, Pocens, Mockogcikas ofnacTh,
Moponbek, yn. MeneznonopoxHasd, 1. 2
Ten/hake: +7(495) 419-20-64

JInuensis Ha ocymecTEIEHNE NPON3BOJCTBA JeKAPCTBENHLIX CPEACTR
Ne JI012-00102-77/00010736 (Ne 00049-JIC) o1 20.10.2021 1.

Hanmenosanue npenapara

Kop npenapara
Homep cepnu
O6nem cepuu

Harta npouzsoacrea
Tlogen go

Hara apanuza

AHanns nposeed no

MACHOPT Ne

I0nnpoke Conmorat® Tabaerin
714

500625

38 712 wt. ynaxkoBsok
27.06.2025 .

31.05.2030 r.

21.07.2025 .

1254/25
mucneprupyemsie, 100 mr, Ne 10

CITI-KO-0701-0107-13 «Hungowe Comorad® Tabnerkit gueneprupyemiie, 100 pr»

H/1 1T N013102/01-130418 «FOumnmoke Conntorab® rabnersn ancnepripyemsre, 100 mro,
Hamenennam Ne 1, No 2, Ne 3, No 4, No 5, No 6 i HIIL,

e

WK CEPO-MENTOTNO 40 KOPHYUHEROTO C HKPATLIEHHAIMHA LIBETA,
¢ rpaeuponkoit «173» (Kox TaBnerin) Ha 0AHOH cTopoHe H
pHckoil na apyrof

HanMeHosanHe Tpebopauia HOPMATHBHOM JOKYMEHTAIIHH PesynbTaThl HerbITaHMi]
nokazaTenein
Onucaxne Kpyrinie, IBORKOBBITYKILIE TAGAETICH, OT CRETIO-KENTOrD | Kpyrite, NBoAkoBLINYKIRE Tadnerin cepe-

AenToro upeTa, ¢ rpasdpoeeoil «173» (kon
tabreTen) Ha oamof cTopoHe H puekofl Ha
Apyrof,

Nommsusocts

BIUCK. Bpems  yIepiUBIHMA OCHORHOMO nMEA  Ha
XPOMATOIPAMME  HCTILITYEMOTD  pacTBopa  JUOJDKHO
COOTBETCTBORATL BpeneHn YICPIKHBANHA NHEKA

JAOKCHUMKINHER HA XPOMATOrpaMMe CTANALDTHOTO pacTBOpa
A, NPHTOTORICHHOrD 18 KONTHUECTREHHOIC ONpPeAesHH,

KaveersenHan pearuni c cepHoi KHCNoToH
ROHUSHTPHPORANHO — 0BRATYETCH JENTOE OKPALLNBAHHE.
KaqecTheHnan peaklng © XA0pHCTOROIOpOaHO KncnoToil
= oteyrerawe dumoopecuennyy » Y@-crere npH anHue
BONHEL 336 H,

Kadecroennan peakums ¢ HATPHR IHOPOKCHIR PACTEOPOM
0,1 M — seneran aicopectieruns 5 Yb-caete tipn Anne
BOJHE 356 HM.

Bpems  yaepmusasus  OCHOBHOMO NHKA Ha
XPOMATOrpAMME  MCOLITYSMOTO  pPACTEOpA
COOTBETCTRYET BPEMEHH YOCPKHBAHHA MHMka
JIOKCHLMIENMHA HR XPOMATOTPAMME
CTRHAAPTIOCD PACTEOPA A, NPHIOTOBNCHHOTD
JUIS KDAHMECTREHHOTO OPEeAeneHus,

Oﬁ]‘-‘aﬂ)’m‘&‘l KETOE DKPALIHBAHAE,

JTHHE BONHLI 356 HM.,

HaGmozaerea  senenas  Quioopeciienins

YQ-caere Npy ATHIE BONHE 336 1M,

Oreyrersyer (hmoopecueniys 8 Y @-coete npk

Pacnanaemocts, cexyna| He Gonee 3 muuyt (mpi remieparype soast 20 °C) 83
Pacraopenne, % He wsemee 80 % (Q) oT 3adBncumMoro HA ITHEETKE 7
KOMHMCCTRD JOKCHOMKITHHA JMOMKHO nepedTH o pacthop a7
uepes 30 MuHyT. 9%
o8
98
98
98 (cpenes)
Boga, % He Gonee 6,0 % 52
CreTonormolamniHe He Gonee 0,2
NpHMECH T, = 0,02
Mricnepetacts, % He memee 99 % uacthil nommms np m\ﬂaﬂw“cp o OF %
710 Min. lw"#_ CR s 'G*""‘}"\ 180
P P
Omnopoasocts Jaa 10 eaHHUL HENbITYEMOTO npcnﬂpa_ll mﬂd 0)jadt= L1y NA"25
JLO3MPORAHNA vy aia 30 eannn (n = 30), AV = Li'gﬁdcc %ﬁkw *f"; n=10
YAOBNCTBOPAIOT Hepasenerny [M-xj| = :91-541.@ ff'ff‘ 2ma AV=43
Poncreennnie Granunokenuirnn: He Gonee 2,0 %; 1L, ,; 2 i I THr //; ; ZH 0,31
npEMecH, % 4-anunokcHunEnH; Ko Gonee 1,0 Ya: ‘Q&‘ o e;@-“ﬂ;"é" Meuee 0,1
Meratmemm; He Gonee 2,0 %; M :EmGr’% ¥ Cj‘;}) He obuapyaceto
Thelas apyras CAHITI4HAS NPHMECH: He 50&55;9&%%1 _.,g:; 1 Metice 0,1
Cynima nprsmeceii — ve Sonee 3 % 0,31
[KonuuecTaenyoe Or 90,0 Mr 1o 105,0 mr (ot 90 % 0o 103 % ot
ONpeAENCHHE, MI SUTRACHHOTD HA ITHKETKE). (538‘;])

Crp. 1 u3 2
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refonee 103 KOEe I T,

(O0mee THCN0. IPOIGKCERIK 1 TVICCHERAT
rpubos - ve Gonee 12 KOEs I 1,
Otcyrerave Escherfchiacolin 1 1.

Hapmenopasue Tpéfosanns HopMATHEHO PesyneTaThl HCIEITRHE]
nokazarenet LORYMEHTALHH

MukpoGuanoruie| Kareropus 3A. '

CKaf HHCTOTE O6mes wHeno. a3pobHbN MURPOODrAHHIMOR ~ | OBlIee KoIHIecTED A9p0GHLIX MHKPOOPrEHHINOE i HATH'HE

Escherichia coli w1 T He onpogenseTes.
Ofuiee YHETD AROIGKeRLE i NICCHEBLIX PHEon —
meree 107 KOE= 1T,

Vrakoska Jlo 10 rabnerox g Gruerep w3 theriy TIRX u
(oneTH amoMIHHEE0.

Tlo 1 Gruerepy ByecTe ¢ WHCTpykuMeR no
TIPHMEHCHHIO B DAURY KAPTOHHYO,

Mo 10 rabrevox & Gmiorep w3 fuemin TIBX w Gonsry
AMOMHHHeROH.

TMo 1 GrucTepy BMECTE C HHCTRYKUMEH 110 NPHMEHeRHIO, Ja80ACKHE
KOB HHCTpYIUME «I1-T14 (392)-06-06», «20006726/11», & natie
KAPTOHHOHA,

MaplcSTpDBKa‘ bi /11 VECROM RIBICE VKAS LIS iom.
TOPIOBOE  HAWMESHORAMME npenapata ¢
NpemynpenuTensHoll  Mapkupopkoi @,
MERAYHAPONHOE HEMaTeHTORANNOE
HAHMENOBARME, NEKApCTREEHHYIC  dopay,
AOINPOBKY; MA3BAHKe H CTpaly RNaJcibLa
PETHCTPALMAHHOTD YIOCTOBEPEHNA; HOMeEp
CEPHM, CPOR TOUHOCTH § QODMATE: €10 MM
ITIT), MOryT ObITh HEHECCHBI BHYTRSHHHE
JABOMOKHME KOMBYTIEDEMEHHAS TENHUMECKAs
uudopMany,

Ha_KapmonHoll _nayke H _PYCOKOM AIhIKE
iazs i TOPIOROE  HAMMEHOBaHIE

npenapaTa c NpeaynpelRTENLHal
MapKHPOBKOTH @, METEAYHADOAHOE
HETATEHTOBARITOE HAHMEHOBAHKE,

NEKAPCTHEHRYIO (hapmy, JO3HPOBKY;
HASBAHWE JeHGTRYIOWETo. BEINgCTHa, oro
cofcpiare B TabneTke, | Oepevyens
BCHOMOMETENBILIY  BEHIGCTE;  KOMMHCCTNO
TafNero B YIAKOBKS HasBAHNG, CTPANY W
MOFOTHN  BRAASNEUa  perHcTpauMoHNoero
yrocropepenus (Tpaduriecioe uzoGpanenne
u nannwes «CHEPLAPHARM & nne etpoku
OYKBAMH NETHRCKOrD and)amnTa), Haspanke
NPOMIBOLMTENS B pefakiiy «TIpoHIBenEH0!
A0 «3uD-3nopomeesy, ero. CTpaly, aupec,
Teaedion/pakc, YCNOBHS XKPEREHHA, YoIOsHA
OTNYCKE, gllnn TIpHEMa BHYTPER,
NpEAYIPEANTENEREE HALTHeH: «TIpHHHMATE
no HMasHadelso mpadan, «OIMAKOMETECE C
HHCTpYRUMeiy,  ¢XMpamHTE B MecTax,
HellocTynue  ana geTedin,  HOMEp
PETHCTPAITHOHAOID YHOCTOREPEHHS,
MEpeMeHHEIe  BAHHME (HOMED cepHE &
pemaxnouE  4CepHa!h, C¢poK  TOOHOCTH B
penaxiity «Fonenin) v nHfopMawe ong
MOHHTOPHErA JABHKEHHA JNEKEpPCTEEHHOTG
PETIAPHTA OT TIPON3BOAMTENA 0 KOHETHOTO
noTpeluTEns;  TPMN-KOL,  MOMYT  GRITH

HAHECCHE! BHYTPERHHE FBOACKHE
KGR/ MEPEMERHT TEXHHECKAR
HH{OEMALTL,

Hornonuutensuo WagooHTed  rpadimveckii
PHCYHOK, MILTIOCTPHPYIOLTH criocol
OpAMeHel,

Hea Briemene ja procion A36i0e Vegsano! TOPronce HAUMEHOBAHNE
fipenapata ¢ mpenynpeanteibHoil Mapkuposkoi @ «Hmukoke

Comorai®, MOKIVHAPOAHOS HEMATEHTORANHOE HAWMEHORAHWE
(@OIRCHUHKITITHR, NEeRNpCTREHHAN hopma  wralderen
nucneprupyemsien, nosuposika «100 mmy; nazpaume W CTpAHA
BANENEUA PErHCTPALMOHHOTO yageronepenus «HEIIADATM
Apuuafimurrens TmoX, Tepmanisin; HOMED CEPHH «500625»,
cpale rofmocTR «io 05 2030w, smyrpoHHHE 3EBCICKHE KOAR
«90006641/10%, «B-714 (392)-01-04x.

Ha _rapmonwot_nauke ng pYcexos S3uwie YEGIgng: TOPTOROE
HAHMEHOERHWE [PCHApaTa & NPeAYNpeIuTentrof vapriponkol @
«I0unmoe  ComoTat®s, MEHITYHIDOIHOS HETRTEHTOEAHHOE
HAMMUHORAHHE  «HORCHIUTRIES,  JSKApCTRCHHAT  (hopMa
«TRBAETRA QHCTEPTHpYeMbien, nosiposka «100 M Hassaiue
neficTEYIomero REIMECTRE, ero cofepianne & Talnerxe «Kampan
Tabnerica  ecogepant 100 mT  mowkeHuukanHA B BIIE
AOWCHUNKANNA MOHOTHAPATA®; NCPENENL  BCHNOMOTETENEHEIR
semecTs  «BenoMoraTennEble  BEMEETBA:  HENNION033
MHKPORBULTALIHYCCKAS, caxapiH, TUnposNoesa
(AHM3icC3AMEUIEHHAR), THMPOMERNDIA, KPEMUMR  QHOKCHI
gomnonanetil  (GeaBouHBri), MArdMs  CTEApAT, JAKTO3LI
MOHOFHIPAT?; KONHYECTRO TabneTox 8 ynakowke «l10 Tabnerow
AUCTIePTHPYEMBIX), HAIBAHAS, CTPAHA ¥ JIOTOTHN Biajenbua
PErHCTPALKORHOTG YOCToREpEHTA (rpadusackoe Hzolpaicenne n
naannes ¢« CHEPLAPHARM» » ine cTpoky GylkBami JIATHHCKOTO
anfraerra)  «UEIJIAGAPM  Apunafimutress b X,
Depmagusy,  Hasnadwe  npoussomureny  «llpowseeneno:
3A0 "3n0-3noponnes, ero cTpang, aapes, Tenchon/hake
«Poccun, 142103, Mockoserwan 06aacTs,

r. Hoaonuew, ya. JKenesnonopomya, 1. 2

Teraice: +7 {(405) 419-20-64%;

YCNOBHA XpaucHHA «XDAHHTE TR TeMOEPATYPE HE Bhie
25 °Cy, yenosus ornycka «Ornyer no peuentys, «lma nprema
BHYTDRY, NpeAynpemuTencasie namch; «llpuanmaTts 1o
uazMavennio Bpaumy, «OIMAKOMBTECHE ©  WHETPYKUMEi»,
«XpanuTs B MECTaX, HENOCTYMHBIXN [AR jieTeln, HoMep
PEFHCTPALNOHACTD YHOCTOBEREHMH «PerpeTpannoHoe
ynocresepenne: IT NOT3102/01y, nepeMenipe JaHELE:

«Cepus: 500625,

«Fapen: 05 2030s,

HHPOPMALNY ATY MOMHTODNMHTA ABMKSHMS  NEKADCTREHLOrD
ITPETIARATA OT NMPOHIRGANTENR AQ KOHEHHOTO 10! I'PL-EHTG.‘TS[

«Data Matrixn; %‘p«l\”‘ Tf:,.;r“-r

«GTIN: 04260747721569, O‘\Umﬂw n Csfom
«S/N'w» © yHa3aHMeM  WRINAW .bw b ¢ ::L{ma.vy il mmmm
HOMEDA TAYKH; WOTPHX-KQR 47'2@%153;:, u tﬂp&n@ne
3anociHe xow «0006724/10x 1@[:-_57 14*10,-@3%) Gl o \ \;‘E}

“x’a

¥ om0 HHTENLHO HAHCCCH {45 ) leL’ﬂ\'B pn;:ﬁfmc,
MATIOCTRHPYIOUHH cmocol mprM mﬂ b _,h_c_-,
XpaHeHHe [lpu Temnepatype He.geime 23 °C TTpH TeMnepaType He Brine 25 "C‘%.:;,"j’ \@,,,
Cpox ropsocts | 3087 5 met R

Ry
Jagmoyenne: J}.'ercapcmaermblu npempam IOnudoxe C’amomab"® mebnemxu aumepﬁﬁjvmﬁmie“‘f 00 mez,
MNe 10, cepuy 500625 coomsememayem mpebosansnt 8 HHCII NPOREPEHHBIX NOKG3ATENE,
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PASPENIEHHAE

HA BRIIYCK I'OTOBOTI'O MPOIYKTA Na 1293/25
ToproBoe HAUMEHOBAHUE [IPEMapaTa Huunoxe ComroTadt®
MexmysapojiHoe HENATEHTOBAHHOE
HaUMEHOBAHHWE (rpyrmuEpoBOUHOS HITH JTOKCULMKITHE
KMMHYECKOE)
JlexaperecHuas HopMa TabneTkH JuCHepripyeMale
Hosuposka 100 mr

TaGnerky mueneprupyemsre, 100 Mr

QopMa BRI G (Gnuctep) 10 x | (mayxa KapTOHHA)

Howmep cepuu 500625

Ofnem cepyl 38 712 wrT. ymakoBok

JlaTa nMpoOUaBONCTRA 27.06.2025

Tonen a0 31.05.2030
HauMeHoBaHHe W aZpec MpOM3IBOAMTEINS 3aKpEITOG aKIHOHEPHOE 0BIIECTBO
(1TpOHIBOLCTEO, TIePRHYHAL yrmakoska, | «3u0-3noposse» (3A0 «3u0-310poBse»),
BTOPWIHAA/MOTPEOHTENbCKAR YTIAKOBKE, Pocewns, 142103 Mockosckas o611,
BBLITTYCKAIOLIHE KOHTPO/IE K&IeCTRa) r, Tlononsck, yva. JKenesgonopoxHad, i, 2

Jluuensma Ne JI012-00102-77/00010736
(Ma 00049-JIC) o7 20.10.2021 1.
Cepruduxar cooTeeTcTBHs TpeGosanuaM [Ipasun
HAANGKAICH TPOH3IBOACTECHHOH IPAKTHKH
EspaznicKoro 3KOHOMWYECKOTO CO103a
Ne GMP/EAEU/RU/01442-2024 ot 15.08.2024 1.

Howmep H nata PErHCTPaLHOHHOTO TIN013102/01 ot 12.09.2008 1.
YIOCTOBEPEHHT , (maTa BHecerws uamenennit 8 PY 01.03.2023 1)

HJIIINO13102/01-130418,

FHomep HOPMATHBHOW AOKYMEHTAIHH Uaverenmns k HIINo [, Ne 2, Mo 3, No 4, Ne 5, Mo 6

YEIIIA®APM Apnuaiimirrrens I'MOX,

HaMERaBanms 1 AAPOF REpHLTON: Tepmanna/CHEPLAPHARM Arzneimittel GmbH,

PENESERRRECHIRRG YRR Ziegelhof 24,17489 Greifswald, Germany
PEIHOK [OCTAEKH NMPOJYKILHHA Poceus
Howmep nacnopra 1254/25
L. Moareepikaam, YTO BHIUISYKAIAHHAR CEPHSl JIGKAPCTBEHHOTO TIPSNApaTa BRIMYCKAeTCHd B
oOpamesHe.
& [apaHTHpY:, uTO BhIEYKA3aHHad HHRMQOpPMALNA TONNHHHA W BEPHA. Ora cepus Gwpuia

MpOH3IBEACHE, BRITIOYAd YIIaxKosKy H KOHTPOME  KAH9ECTBd, [0 }’KEIBEHHHM BRIIE ampecam
NPOW3BOACTBEHHBIX MIOMANOK B COOTBETCTBHM ¢ TpeGosanuamu GMP («IlpaBuna HagaewameH
NPONIBOACTEEHHOMN IPAKTHIEY) B PeTHCTPALHORHON DoKyMeuTauHel Ra TpOIyKT.

3. Bee peayJbTaTsl aHAN3A ¥ 3ATHCH OBITH pACCMOTPEHE! B OZ0OpeHb! B COOTBETCTRHH C GMP,
TEXHHHECKUMH COrNamentiMn u Cops \g}?&;}iﬂr}ﬁfﬁ%maqccvay.
4, Bblti ¥ Kaxue-niGo oTieHakM 0% EPOUIROACTECHHOTO MPOLECts, KACAIOUINESA KRYCCTRA
TPOITYKILHH FEES Mep, TN e
: | rh'?'f.,= \& %5
W Het = 3 Jla
‘ P /&
BBIIIYCK FOTOBOT TR FASPEINEH HET
Bheihe 4
e

VIOROMOYeHHOE NHIo: Muprosa EH. f: (&7

Hoduiten S HO b

Iata spmycra s ofpamenue; o4 O & . doiA




