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3A0 «3u0-3130poBLen
142103, Poccua, MockoBekad oGIacTs,

TMoponbek, yo. JKenesdoopokyan, A, 2
Ten./dare: +7(495) 419-20-64

JInuenang Ha ocyuleeTEAeHIE NPONIBOACTEA JEKAPCTBEHHBIX CPLACTE
Ne J1012-00102-77/00010736. (Me 00049-J1C) o1 20.10.2021 1.

HamMeHOBaHHE NpenapaTa

Koa npenapata
Homep cepun
Oonem cepun

JaTta npou3eoacTsa
Tonmen mo

Mara anpanuza

AHaNH3 NPOBEJEH [0

MACHOPT Ne1257/25

714

510625

38 985 mr. ynmaoBok
27.06.2025 .
31.05.2030 r.
21.07.2025 r.

FOuupoxe Comora6® tabnerkn gucneprupyemsie, 100 vr, No 10

CIM-KO-0701-0107-13 «¥Ounmoxe Comerad” tadnerion aucneprupyemsie, 100 mo»

HJI I1 N013102/01-130418 «lOungoxe Comorad® Tabnerkn aueneprupyemeie, 100 mm,
Manmenennam Ne 1, No 2, No 3, Nie 4, Mo 5, No 6 w HIL

HanmMeHopadne
nokazateneli

TpeGoBaHA ROPMATHBHON NOKYMEHTALINH

PesynsTaThl HCTIRITAHHI

Onucanue

Kpyrinte, ABOAKOBBINYKIILIE TABNCTRY, OT CRETI0-KENTOr0
FITH COPO-KEATOr [0 KOPHIHEBAro € BRPAT/ICHHAMH LUBETA,
¢ rpasuposkof «173» (kon Tabnericn) Ha oIHOMN CTOPOHS M
puckeill na apyroi

Kpyrivle, nposxonmbnykime Tabnerkn cepo-
wenroro upera, ¢ rpassponkof «173n (ron
tabrerky) wa omHolt eTopone M pHCkoil Ha
JIpYTo#.

MoanHHHOGTE

BE2XX, Bpems yICPHUBAHMN OCHOBHOTO [HKa HA
XpOMATOrpaMMe  MCNLITYEMOre  pacTeopa  AOMKHO
COOTGETCTRORATE  BPEMEHH  YACEKHBAHHA ImHKa

JOKCHIHENHHA HA XPOMATOrpaMMe CTaHapTHOro PACTROPA
A, HARUFOTORACHHOTC A8 KONHYECTRCHHOTO ONPEICICHHIL

[auccToennast  peakuds ¢ cephHoi kHenoToll
KOHUEHTPHPOBARHON — 0BpAlyeTen KENTOE DKPAIIHEANICE,
[anscrrennan peaklia © XJIOpHCToROAOpoHGH kHcnoTol
— oTcyTeTBNC (funoopecucHiuK B Y®P-cuere npH AmMHe
BOJHEI 356 HM,

aucerhenHan peakiyig ¢ HATPHA MUIPOKCHIA PACTEOPOM
0.1 M - senenan Quuoopecuestis 5 Y{-caere NpH 1JIHHE
BOJTHBI 356 HM.

Bpem:  yACPIKHBANMA OCHOBHOTO [HKA HA
NpPOMATOTPAMME  MCILITYEMOrD  pacTeopa
COOTRETCTHYET BpPEMEHN VISPKMBaHUS AHKA
NOKCHLIETHHA Ha XPOMATOrPaMMe
CTAHJIAPTHOTO PacTBopa A, MPHTOTOBASHHOTO
AN KOMHYESCTBEHNOTO ONPETEncHuil.

OBpazyeres MEITOR OKPALIHBAHHE,

Oreyrersyer hmoopecucHunn 3 Y ®-caere npy
JUiHHE BoNHE 336 HM,

HaBmopaeres  sencHas  droopecuenuus B
Ydr-¢pere npi ANHHe Boaan 356 s,

PacnajaeMocTs, CeKyHil| He Gonee 3 munyT (npu Temnepatype nogw 20 °C) 90
PacTropenne, % He mence 80 % (Q) oT 304BAEHHOrO W3 3ITHKCTRE 97
KOMHUCCTRA JOKCHUMKAMHA JOMKHO HepeffTH & pacTsop 97
yepes 30 MUHYT. o8
98
98
98
98 (cpemes)
Boaa, % He Gonee 6,0 % 4.3
CRETONOMNOIAOLUINE Fle Gonee 0,2 0.0
npHMEcH 4L
Jucneperocts, % He mence 99 % wacruil AoBKHEL NpOfATH uepe3 cHTO 100
710 MM,
OpnopoftnocTh Jlnn 10 eanssu nenamyesoro npenapara (n=10), AV =L1;
ROINPOBRAMHA wine g 30 egnumy (0= 30), AV < L1 o sce sHaueHns X n=10
VIOBICTROPAIOT HepaseHetay [M-xi < 0,01 :-cL2>sM — AV =309
PojicTREHHLIE G-anuoxcHiEg: He Gonee 2,0 %; : 0,31
npumecy, % d-amanoxenikniH: Be Gonee 1,0 Yo Menee 0, ]
MeTraumemin: 1e Gones 2,0 %; A He obHapymeHo
Jhiobas npyrag cAMHHMAAN NPIMeCh: He Gnneeft) 3 %, s, Nu= Menee 0,1
Cyama npunieceil — ne Goaee 5 % £ Js | e 0.31
KonuuecTrenuoe Q7 90,0 Mr ao 105,0 Mr (o7 90 % no 105 % prr o T 98.4
onpe/ieneHie, Mr 3a9BIEHHOTO HA STHKETKE), W (D8 %)

Crp. | u3 2
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Ofuee vucno aapobHLIX MUKPOOPIANHIMOR —
He Gonee 10 KOE & 1 ¢,

Ofiee THCN0 JPOIIKeBLTX U MIECHEREIX
rpiGos — 1ie Gonez 102 KOE s 1
Oteyrernne Escherichiacolis L T,

CKafA HHoTOTA

Haumenonanue TpefoBaHnA HOpMATHBHOH PeaynsTatel HeneITaHi
noxazarensif JOKYMEHTALAH
MuxpoSuonoruye | Kareropus 3A,

Ofiiee xonuHeeTBo 23polHEIX MHKPOOPIANHIMOR W HAIHYHE
Escherichia coli 8 1 rue onpenengeres,

Ofuiee 9HET0 APOXOKERIX 1 NISCHERRIX rpubon —

senee IR KOEs I T

TTo 10 taGaeror B Ganerep 13 mnenxn [TBX u
doaeri anoMHHtescH,

Mo | Gnucrepy mMecTe ¢ HHCTpYRUMER no
MPHMCHEHHIO B TTHMKY KAPTUHHYIO,

Yrnakoeka

Mo 10 taBretox ® Gauerep w3 mmenky [1BX n donsry
aTaMHHHEBOT,

[To 1 GnucTepy BMeCTE ¢ HHCTRYKUWEH 110 MPAMEHEHRHIO, JaBOACKHE
koas wHeTpyKkiMy «H-T14 (392)-06-06», «20006726/1 I», b natike
KAPTOHHOI,

CIEPE 11 PVECKOM 2361
TOPrOBOE  HAWMCHORAHHE
TREAYNPEAHTENEHOT
MeHIyHapoaaoe HENATERTOBAHHOE
HAMMEHOBAHWE, JSKAPCTBEHHYIO  hopMy,
OOTPOBKY; RA3BAKHE M Cipauy BIalenkua
PErMCTRALMOHHONG  YOCTOREDEHHA] HOMED
CepyH, CPOK TOIHOCTH B 1[30PM'I'1TC‘- “I0 MM
rrrry, MoryT ObiTh HoHeCeHs! BHYTPEHHHG
JABONCKHE  KONBI/TIEPEMEHHAT  TCXHHYETKAN
Hihapmatusg.

Ha rapmopnoil _pauxe Ha BYCokos  SsblKe

Mapxiposia
nperapata ¢
mapiuposkoil  ®,

VKGIRIGZIGM,  TOProBOE  HAHMEHOBAHHE
nperapara e NPEAYIREAHTEEHOH
MAPKHPOBEOT b, MOUCAYHAPOAHOE
HEIMATEHTOBAHHOE HEAUMEHOBIHHE,
NEKAPCTECHIYIO thopmy, AOBHPOBKY:
HAIBAHME JIGHCTRYIOUIEro ECLIECTRA, €0
cojepdanne ©  TafineTke,  NepeteHs

HENOMOTETEJLHLTK  BEINECTE;  KOJHYECTBO
TAGNETOR R YOOKOBKS, HAIBAHNE, CTpaHy M
JIOTOTHI  BJBAEMRNE  PErHCTRALHCOHHOTO
ynocTosepenss (rpafinueckoe HioGpaKEHHES
u pannues «CHEPLAPHARM» B nue cTpokH
fykBaMH NaTHHCKOTO anguedTd), HAIRaHME
MPORIBOAHTENA B pegariin «llponisencuo;
3A0 «3u0-3no0posLeny, ero CTPAHY, anpec,
Teseor/hare; YCIOBKS XpaHEHHA, YOI0BuA
OTIyCKd, Lt fpHeMa BHYTPB,
npeaynpenntensnee nanmici: «fpurnsits
no HasHagemmio mpauay, «O3HaxOMETECE €

WheTpykmHeity,  «Xpaduth B MeCTax,
HEAGCTYITHBIX Juts Jetefin, HOMEP
PErHCTRALMOHHOD YAGCTOBCPCHMI
MepEMEHHBle  Januke  (HoMmep  cepHM B

penakin - «Cepnaiy,
peaakusn «logeniy) uHfopMatme A
MOHWTOPHHTE  JIBHAKEHHA  JCKAPCTECHHOTO
rpenapata o NPOU3IBOARTER 0 KOHEHHOrD
norpeBuTend; WTPHX-KON, MOrFYT  GHTh
HalCCCHDb BHYTPEHHHE JARO/ICKHE
KoAni/MepeMerHag TEXHRYCCKAn
HHPOPMALHS,
HonoranTeisno  HanocHTes
PHCYHOL, HAMOCTPHRYIOUTHE
MpHMEHEHHI.

CPOK  TORHOCTH B

rpathHyecic it
criecod

Ha Brucmepe na PYcekop Abce Viaiaio! TOPFOBOE HAHMEHORAHHE
mpenapard ¢ npenynpeautensHell mapiupeskoil ® «IOungore
ComoTai®, MEORIyHapOAHOS HENATEHTODAHNOE HAUMENORANHE
“NOKCHINKANHY, JlerapoTnerna hopma «TalaeTn
aucmeprupyensien, Aoauponka «100 mre; HalsauHe ¥ CTpENE
BABAENENE perscrpaunonnoro yaoctosepenus «HEILTARAPM
Apunpitmurrents TmEX, epmanuny; Homep cepun «310625,
cpox romvoctd «io 05 2030w, BHYTPCHHIE 3aBOICKHE KOUbI
«00006641/10%, «b-T14 (392)-01-0ds,

Ha_ sapmondall nayke NG FYCEKOM SEpge YasaHo: TOProsoe
HaMEHOBAKHE NPellapara ¢ npeaynpeuTensHof Mapkaponkoi @
«I0nupoke Comorad¥», wmesmayHapoadie HeMaTeHTORARNOS
HEAMEHOBAHHE  WIORCHUMIAMHY,  ACKAPCTBCHHAR  (hopma
«rafieTRy aucneprupyemstes, nozuporka «100 mm»; Hazpanne
HEHCTRYIOWETD BELICCTRA, €r0 COACplanme B TaOnerre «Kaxans
Tafiersa  cogepaut 100 mr JokcnOHRnHa B miae
AOKCHUNCHNHA  MOHOTHAPATAY, [CpeueHs  BCIOMOTATENLHBIX
HELECTR «BenomoraTensabie BRIIECTEA: eI HNI03a
MIKPORPHETALIHYECKA, caxapity, FHApOa03E
(HU3KDIAMELIEHHAN), THIPOMELAOIA, KPEMHWH  ANOKCHA
KonaoHAHBIT  (Ge3BoAHLI), MATNNS  CTEApPAT, JAKTO3hI
soHorapat, komeeTso Tabierox 8 ynaxonke «10 Tadnetor
juenepriypyemuixy; HalRaHHe, CTpaHAa H JIOFOTHO  BAAOAILLE
PETHCTPALMOHIIOED YaceTorepenua (rpadmuccioe naodpaxkenie 1
papmncs «CHEPLAPHARMS» b 1be cTporn Gykiamy IATHHCKOTO
andasura)  «UEMJAGAPM  Apumaiimurrens  I'mfX,
Cepmannse,  Haisauwe  npomssogutens  «Ilpeusseneno:
3A0 "3n0-3xoperse’’s, ero cTpaia, aapee, renchon/daxc
«Pocena, 142103, Mockoscran obaacts,

r. Moaoaeek, yi, WenesnoaopossHas, 4. 2

Tea/dame: +7 (495) 419-20-64»;

YCIOBHA XpaHeHns «XpaHHTE AP TeMIOpATYpe He BbLiure
25 9Cyw, ycnosua ornycxa «Crrnyer no peuenTy», «/Ina npuena
BHYTPLY, OpeAynperurensiLe naanuck: «TIpunimats no
HazHaveniw  ppauan, «O3HaKoMbTeCR € HHCTpYRUMEd»,
«XpaHiTL [ MECTAX, HEADCTYNHRIX A AeTely, HOoMep
perHcTpalHeRHOrD YAGCTOREPAHHA «Pernetpaunonnoe
ynoctosepenne; I NO13102/01», nepemeHHbie AaHHbBE

«Cepus: 510625,

«open: 05 2030»,

NHGOPMAILESL [0  MOHHTOPHHIE  JIBHKEHHS  JICKAPCTBEHHOTO
[PENAPETA OT MPON3BOANTESNS 10 KOHEIHOTo NoTpefTens:

«Data Matrix»;

«GTIN: 04260747721569»,

«S/MN» ¢ yraiaHueM mm}isu,uymmaoro
HOMEpA  NaukH; WTPHX-KOI «426[1? T2
sanogcrHe Konp «20006724/10x», «l'l-f' _~'¢I 14,

Jononunrenso naugceH [/ mw;mﬁ

waeTpupylouiit coocod npHMEHETITH/ o e
KpaHeHHe Ip# remrepatype He saune 25 °C Tpu Temneparype re swme 25 °C f A
Cpok roaRocTH 3 ner 5 ner

Bakmwouenne: Jexapemeennniit npenapam FOnudoke Conomat®™ mabnemuu aucrz’epazgmyw :
MNe 10, cepuu 510625 coomeememeyem mpebosaniam 8 Hacmy APOGEPEHHBIX nommm,eweu,

Hawaneuuk otaena KOHTPOIA Ka4ECTEA

Hesxsmucxan O.E.

d/,!' o&fz"*:

Hamicnochie

A
1328 «3.;5»3“‘7# m‘f-’;'ji w]

CTp 2 !13!2
ﬁn“ *.\ 5. j
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PA3SPEINEHHE

HA BBIOIYCK I'OTOBOT' O TTIPOIYKTA Ne 1294/25
Toprosos HarMmeroBaHKE NpenapaTa HOnupoxe Comotab® -
Mexmynaponnoe HENATEHTOBAHHOE
HAUMEHOBAHKE (rpynnuposogHoe HITH HOKCHLIAKITHH
XHMHUECKOE)
Jlexaperrennan Gopma TadneTxn mucneprupyeMere ]
Hozuposka 100 Mr

Tabnetku mucrneprupyemeie, 100 mr

D
Ops BxyeRa {6awmcrep) 10 x 1 (nauxa xkapronuas)

| Homep cepun 510625
Obrem cepun 38 985 wrt, ymaxoBok
JlaTa npouIBoIcTBa 27.06.2025
lomen no 31.05.2030
HanMmenomanue M agpec TpOU3BOAMTENA 3axprITOE AKIHOHEPHOE 06IIECTRO
(npomsBomerso, TIEPBHYHAS ynakosxa, | «3u0-3noposeey (3A0 «3u0-3xopossey),
BTOpHIHasA/MoTpeduTenseKan yIaKoBKa, Poccuza, 142103 Mockogekas o6,
BEIIYCKAIOINH KOHTPONE Ka4eCTRa) r. [lomoascek, yi, ¥enessonopoxuad, 1. 2

Jwueraus No J1012-00102-77/00010736
(Ne 00049-J1C) ot 20.10.2021 .
Ceprugurar cooreTeTrHs TpeQosaumam [Ipasun
HaamexalieR MPOHIBOACTRERHON NPpaKTHiKH
EBpasuifckoro sx0HOMATECKOTO CORO3A
Ne GMP/EAEU/RU/01442-2024 ot 15.08.2024 1.

Howmep " naTa PErHCTPAlHOHHOIO TINO13102/01 ot 12.09.2008 1.
| YIIOCTOBEPCHHS (maTa BHECCHH wameneEwi B PY 01.03.2023 1)

HIITINO013102/01-130418,

Homep HOpMaTHBHOR HOKyMeHTaLMH Wsmeserus k HILNe [, Ne 2, No3, Ne 4, Ne 5, Mo 6

YEIUTADQAPM Apunaiimurrens Im6X,
Tepmanua/CHEPLAPHARM Arzneimitel GmbH,
Ziegelhof 24,17489 Greifswald, Germany

HammeHopan#e o anpec gepmwarens
PErHCTPALMOHHOTO YIOCTOBEPEH S

PriHOK mocTagkn mpomykumy Pocers

Homep nacrnopra 1257/25

5] TIoATBEPHIAID, 9TO BEUUEYKAIAHHAA CePHA JEKAPCTRSHHOrO [NpENapaTa BLIYCKAETCA B
oBpatense. _

2 Tapantnpylo, 9T0 BBIIGYKA3aHHAS WHOODMAIHA NOATHEHA W BepHa, Ora cepms Omina
NpOW3IBSHCHH, BKIMOYAA YNAKOBKY M KOHTPONE KAYECTRA, 10 YKA3AHHBIM BLINE  aZpecaM
MPOMIBONCTREHHEIX MIOWANOK B COOTReTCTBHE ¢ Tpebosammamu GMP («[Ipapsna Hammexamed
TIPON3BOACTBEHHON NMPAKTHKIY) B PerucTpantonHol nokyMeHTAUMEH Ha TPOLYKT.

3, Bee pesynsTarii aHanuaa M 3anucH OBUMH pacCMOTDEHs H ofolpeHsl B coorserereni ¢ GMP,

TEXHHYSCKIMME COraienyaMn i COrmantesHaMy mo KadecTsy.

4, Beiny ny Kakwe-nudo OTKIOHEeHHS OT NPOUZBOACTREHHOrO Mpolecea, Kacaiolinecs KadecTsa
AT AV M E b

MMPOLYKITHM:

¥ Her

al " \ £
PASPEMIEH |

BBIIIYCK [OTOBOT'O TPOIYKTA

h¢
/ .
YV IonHoMoeHHOE THIO! W 4

fodnues

Hara ssinycra s ofpamenme; _0cf. O £ . ob0XS™







