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34 oposse

@-0000000535-05
3A0 «3u0-3n0poBben
142103, Poceun, Mockosckas obnacTs,

Mononwek, ya. Kenezsvonopoxsan, 1. 2
Ten/axe: +7(495) 419-20-64

JInuenana Ha ocyUlecTRERIE NPON3BOACTEA eKAPCTEEHHBIX CPEACTE
Ne JI012-00102-77/00010736 (Ne 00049-J1C) ot 20.10.2021 .

Haumenonanne npenapara

Kon npenaparta
Homep cepun
O6nem cepnu

Hdara npon3BoAcTBa

Topen go
JlaTa aHaau3a

AHBanH3 MPoBeJeH no

MNACIIOPT Ne1266/25

714

520625

39 298 mT. yHakoBoK
27.06.2025 r.
31.05.2030 r.
21.07.2025 r.

IOunupnoxe Comotad® rabnerxkn qucneprupyemsie, 100 mr, Ne 10

CI-K0-0701-0107-13 «FOuunore ConroTad® Tabnern ancnepriupyevute, 100 mry

HJI TT N013102/01-130418 «tOunaore Comorad®™ Tafinetin mcneprapyembie, 100 mr,
Hamenenyam No 1, No 2, No 3, No 4, No 5, Ne 6 i H/LL

MIIH CepO=#eNTOTO A0 KOPHYHEROrO ¢ BRPATIICHUAMI IBETH,
¢ rpariponkoil « 1 73» (oa TabaeTiy) Ha caHoil cTOpoHE H

Haumenonanue Tpehonanng HOPMATHBHOH JOKYMERTALUK PesyneTaTel HenLITAHIH
nokasarenel
Onucanne Kpyraple, IR0AK0BEMTTYKIRe TabneTy, or creTno-wenroro | Kpyrnwe, Aposkopmmyknse Tabnetsn cepo-

werroro usera, ¢ rpasuporxofl «173n (xon
raderTkd) wa oauol cropoHe W pHoKoH Ha

A, [IPHTOTORNEHHOTD O RONHYSCTREHNNOTO ONpeIencHts,

[Kayecruennan peaimy c cepHofi KHCHOTOH
KOHLI:’.‘.‘.HTPH}]OBEHHOH - Oﬁpﬂﬂye‘I‘CH JRENTOC OKPAHBAHHE,
[CagecTneHAA pearing KIIDPHCTDBD,HO[JO,[II‘IDH KHCIOTOH
— oTeyTeTEMe (pmoopscuenuuy B Yd-crere npu AiHHe
BONIHG] 356 HM,

KauecTeenuan Peakini © HETPHA THAPOKTHIA PacTROPOM
0,1 M — 3eneras dmioopecucHima B Y(D-coete npu anmEe
BOJIEAL 336 HM,

PHCKOH Ha JApyroH apyrofi.

TMoamHHHOETE B2XCX. Bpems yACDKHBAMMS OCHOBHOID mTHka  Ha | Bpems  yngépkUBasia OCHORHOTG MHKA HA
XPOMAaTerpaMMe HCMNBITYEMOTO PACTROPA AOMKHO | XPOMATOrpaMME HCTIBITYEMOTO pacTBopa
COOTBETCTBOBATE BPEMEHH YAEPHHBUHHA MHKD | COOTRETCTBYET BPEMCHH YACPHKHBAHHA MHKA
JMOKCHUMICTHHA [ XPOMATOrpaMMe CTaUapTHoro pacTnopa | AOKCHLUHKIHHA HA XpOMATOTpaAMME

CTAHZAPTHOTO DPACTROPA A, HPHIOTORICHHOID
JUTH KOUNHECTREHHOMD ONpeaelietHa,
OBpasyeTcsd HeATOE OKPALITHBARNE,

Oreyrerayer dmoopectennns B YP-caere npy
JTTHHE BOIHSLL 336 HM.

HaGnionaeren  senensst  qunoopectienuns &
Yh-crere npu AAHHE BOJIHE 356 1M,

Pacnajiaemocts, ceicyun| He Gonee 3 sunyr (npH temnepatype soam 20 °C) 86
Pacteoperue, % He senee 80 % (Q) oT 3aqnicHHOTO HA ITHKETKE = 98
KOMMHECTRE JMOKCHIMKAWHA JOMKHO NEpeiTH B pacTBOp /i, 90
aepez 30 MuHyT. MR

':_ 93‘
T 98 -
i 99._ )
| 9% (t.puumc_)
Bona, % He Gonee 6,0 % ety
CreTonornomalouse He Gones 0,2 Tl ':9"62
TIPHMECH F
JuenepcHocTs, % He wmewee 99 % uacTuu Zomkusl npoliTe uepes cuto - i 100
710 mEm.
OaHopolHoCTL Jng 10 e venmTyesmora npenapata (n=10), AV =L1;
NO3HPORANRHA WiH ama 30 equnann (0 = 30), AV = L1 w see anateHus X n=10
VIORAETBOPHIOT HepapencTy |M-x| = 0,012 L2 <M AV =29
Poicraensnie GanuporcHUnkiuH: He Dones 2,0 Ya; (.31
npuMeci, % d-amuaoKeHuNEIHE; He Gogee 1,0 %a; Menee (0,1
Meraunknny; ne Gones 2,0 %; He oBnapymxeno
ThoGas apyras eanHnynHan npumeces: He Gonee 0,5 %; Menee 0,1
- Cymuma npusteceit — ne Gonee 5 % 0,31
KanuuecrneHsoe Qr 20,0 mr a0 105,0 yr (ot 90 % no 105 % ot 98 1
OlTpeasnenne, Mr JAMBRNEHHOTD HA 3THKETKE). '
(98 %)

Crp. 1 u2 2
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Haumerosanue Tpebosarus HopMaTHsHOH PeaynLTathl HCOLITAHMI

nokazateneit JOKYMEHTALINH

MuxpaBuonornye | Kareropus

CKas UHCTOTR O6uee wneno aspobuem MuxpooprannaMos — | OGUICe KOAWTECTRO A3p0NHEIX MHKPOOPTAHHIMOR H HANH'THE
He Gonee 1P KOEs 1 1. Escherichia coli s | r e onpenenaeren.

OBLee YHens IPOKKCRRIX ¥ TIECHEREX Of1ee YHCTO APOKACCRRIX H [INIECHERIX TPUDOR —
rpuBos — e Bonee 102 KOEB 1 . menee 102 KOE B 1 1o
Oreyrerane Escherichia colin 11,

Ynakoeka Tlo 10 taBacrox 8 6nnetep w3 tnerkn [IBX W | Mo 10 taBnetox & Bauctep w3 naeuxn [IBX u doasrn
donery antoMuHHEBOH, AIMONH HHEBOH.

Tla 1 Ganerepy smecre ¢ wnerpycuueit no | Mo | Grverepy BMECTE ¢ HHCTPYKUMEH 110 NPHMEHEHHIO, 3ARONCKHE
MIPUMEHEHHIO B NAYKY KAPTOHHYIO. KoL MHeTRYRitd «k-=T14 (392)-06-06», «20006726/11», & nasxe
KAPTOHHOM,

Mapraponka He finvemepe na pyecron szpice vegsweqiony, | Ha Gruemepe ng pyceicony A36ike YEa3aH0: TOPTOROE HAHMEHOBAHNE
TOProBOe  HAWMEHOREMME TNpenapaTa ¢ | NpElapaTa ¢ npeaynpeadtentioll mapkupobkoil ® «IOuupoxe
HPBRYUFEHHTGHBHOM MﬁPKHpﬂl!lmﬁ #IU, C(IJIHJ'I'EEW», MERCIYHAPOIHOE HENATEHTORAHHOE HAHMEHORAHHE
MENAYHAPOHOS HETIATEHTORAHHOE | «A0KCHUITKANHY, JeKaApCTREHHAN tl}opun wradneren
HAHMCHOBARHE,  JEKAPCTHEEHAYID  {apMy, | ANCTepripyeMsioy, noauposks «100 M) naisssue W crpass
JO3NPORKY; BagBakHe W CTPOHY BHanensua | BOAAENBNA PETHCTPALMOHHOTG yiocTosepedns «HETLTAMDAPM
PErHCTPAUNOBHOrO  Yioctorepenns; HoMmep | Apunaiivirrrens TmBX, Tepmanuan; vomep cepuy «520625»,
CEpPMH, CPOK TOAHOCTH B (JopMmaTe: «1o MM | cpox rogroctd «ao 05 2030», BHYTPCHHEHE 33BOJCKHE KOILI
rrrry, Moryr OkiTe HadeceHb! sHyTpenmie | «0006641/10x, «®-714 (392)-G1-04»,
3ABOACKHE Konki/TepeMenHas TexHuueckad | Ho xapmonnofl nauke na pyvcokol  RIMKe Veazano: TOProBOe
undopMaLs. HAHMEHOBAHHE NIPENAPATA ¢ HpeayupeanTetniol Mapkuporkoi ©
Hea wapmonnofi navie we preccon sawre | «iOuugore  Conworad®s, MEHCIYHAPOLHOE  HENATEHTORAHHOE
Vkdzeiddtions:  TOPrOBOE  HAHMCHODAHHE | HANMCHOBAKRME  «AOKCHLMKANM®,  NekaperieHHad  (opma
rpenapata c NpeAYTPEnnTensHolT | «TabneTrn ancnepriupyeMeie», gosnposka «100 sy, Hassamne
MAPKHPORKOR ®, MEIVHIPOAHOE | ASHCTBYIONISrD BEUECTRR, €rC Cofepkanue B TadneTre «Kamaan
HETATEHTORAHHOE Hanmenoeadue, | Tabaerea  copepsnT 100 wmr  powcmunkawea B BHAE
NEKAPCTREHHYID rapmy, NO3NPOBLY; | AOKCHINIKANHA MOHOTHAPATA», NEPeveHt  BCMOMOTATENLHEX
HAzBaHpe  AefeTRyroimere  memectsa, ero | peijectn  «BemosoravenwHbie  peiulecTea: 1eNAi0030
collepianne B TAGneTRE,  nepedeHb | MEKPOKPHCTAMINYECKAS, caxapit, rimpotoa
BCMOMOTATENLHEIX  BEWECTH,  KOMMMECTEO | (HI3KOIAMENIeHNAR), THUPOMENN03a, KPeMHUA  DHORCH
Tabnerax B yNAakOBKE] HAIBANHE, CTpAMy M | woanonadeiil  (Ge3pOAMBI), MaTHHS  CTEAPAT, JABKTO3BI
MOFOTHITT  BAANENLUE  PECHCTPAUHOHHOID | MOHOIMAPATH, KOIWdecTEO tabnerok @ yrmakoske «10 taGaerton
yaocrosepenuy (rpaduvcckoe mioOpakenye | AMCNepripyeMBIXy, Halpauie, CTPAHE W JOFOTHIT BAagensla
n saanies «CHEPLAPHARM» b npe crporn | perserpauwolnoro yaocronepenus (rpaduieckoe nzobpameine i
Gykeamn fatudexoro andueura), sagsanne | nanmen, «CHEPLAPHARMY» 8 age crpoxy GyxsaMy 7aTHHCKOTO
nponasoArTend B pefasuuy eflponseeseqo: | andasura)  «HENMJAD®APM  Apudaiivorrens moX,
3A0 «3n0-3aoporseny, ero crpany, aspee, | Tepaanus»,  dassanue  npoussoantens  «Tlpousseneno:
Tenedon/hake; yenopna xpancnug, yenonua | 3A0 "3uO-3aoponec’y, ero crpadn, anpec, Tenedon/ake
OTTIYCKA, wList fpHeMa BHYTPE®, | «Poccusn, 142103, Mockosekan 06aneTE,
npeaynpeaTentrne saanen: «lipuummars | r Monoaser, ya. Mereinonoponcuan, a. 2
no HaagaveHmo Bpauny, «Oapakombreck ¢ | Ten/dawe: +7 (495) 419-20-64»;

AHCTpYKLmEils,  «XpaHRTh B MECTAX, | YCHOBHA Xpadeuis «XpaHnTe UpH TEMIEpATYpe He BhOUS
HEQOCTYITHRIX ans AeTeiin, Homep | 25 *Cw, yenorna otnyeka «OTnyer no peuenty», «/las npuena
PECHCTPALHOHREOMD YAOCTOBEPCHUA, | BHYTPE®, [PEAYNPEAUTEIRHEIE  HEMTHCH! ﬂnmllllIMﬂTb [
nepeMeliEie  Janusie  (HoMep  cepHd B | nasuadvenyio  spauan, «OlmakomeTeck ©  muerTpyRuneils,
penaxuun  «Cepuaiy, cpok TOANOCTH B | «Xpa#nTs B MECTAY, HEAGCTYMMEIX Ans  aeveli», Howmep
peasrunn «loacnn) M UH(OPMALMIO ANA | PeruCTPALMOHHOIO YHOCTOREREHHA «PerneTpaunoHHOE
MOHHTOPHHTD  ABHMCCHNS  JICKADCTREHHOrD | ynocrorepenye: [T NO13102/01s, nepemennsie nannste:
MpEnapaTa oT NPOHIBGANTENN A0 kKoHevHoro | «Cepun: 520625», ,.--:""___'__T'_"-»,_,_
NOTREAHTENR,  IHTPHN-KOL, MoryT  Owire | «ojes: 05 20300, AT e
HAHECCHLI BHYTPEHITHE JABOACKHE | MHOPMANHA A MOMWTOPHHTL ,t(nu,kemm hum;apﬁ-:_uummo
KOs/ epeMerHan TEXHHUCCKAA | [penapara aT NpouIBoLuTeNs 1o Konumuromamnﬁmmm TN
REGOPMALTH, «Data Matrixn; f /
Honommrensio  uanocwred  rpadudecenii | «GTIN: 04260747721569, s AN o
PHCYHOE, HIUTIOCTPHPRYIOLLHT cnocof | «S/N:i» ¢ yrasamdeM MHAHBWIVAILHOTG uepnqmmawmauam :
NPUMEREHI, HOMEPR  Matuky;  INTRHN-KOL «426074772156@» auyTpenrma-
anpockne koant «20006724/10», «I1-714-10- &3—(}6» i T
Hononuurensno HaARECEH rpu}mqunm} pucyiton |
HAMOCTpUpYIoUH ciocal npUMeHEHis, AL AN e
XpaneHue Tpu Temnepatype He Bume 25 °C [py Temneparype He Briue 25 °C
Cpox rofiHocTH 5 ner 5 net

Baxmouenue: Jexapcmeennsiil npenapam IOnudoxe Comomat® mabnemicu ducnepeupyemeie, 100 me,
Ne 10, cepuu 520625 coomsememeyem mpebosanuam 8 Yacmu NPogepeHHbIx Hokasamenei,

Haugansuuk otnena KOHTPOJIS Ka4YECTRA

Hesmxprncxas O.E.

Heavenocms

DHO




D-00060000551-07

PASPEUIEHHE

HA BBIITYCK TOTOBOT'Q IPOLIYKTA Ne 1295/25
Toprosoe HauMeroBanme mpenapata Onunoke Comorab®
MexayHapogHoe HETATEATOBAHHOE
HAUMEHROBAHNE (rpynnHpoBogHOe HIH Hoxeunurnuy
XHMHYECKOE)
JlexapcrBensas dopma Tabnetks aucneprupyemele
Ho3uposka 100 mr

TaBnetkn gucneprupyemere, 100 mr

DopMa BEINTYCKa
P Y (Gmmcrep) 10 x 1 (nauxa xkaproHHasn)

Homep cepun 520625

Obpem cepun 39 298 wr. ynaxonox

Hata mpoussozacTra 27.06.2025

Toner no 31.05.2030
Haumenosanue U agpec  TpoMsBognTeNs 34KpEITOS AKIIHOHEPHOE OBIECTEO
(mpousBoacTRO, TEPEUYHAS ynaxoexa, | «3u0-3mopossen (3AO «3u0-3moporsey),
BTOPHYHAA/TIOTPEOHTENLCKAT YIaKOBKa, Poceus, 142103 Mockonekas o6,
BEITYCKAIOIINH KOHTPONE KayecTsa) r, Hononsek, ym. Xeneanogoponcras, 1, 2

Jlnuenaus Ne JI012-00102-77/00010736
(Ma 00049-JIC) or 20.10.2021 T,
CepTHdAKAT COOTRETCTENS TpeBoBanmaM [pazmus
HaANeRaIneH NPOHIBONCTIEHHON IPAKTHKH
EBpasHiickoro 3KOHOMHYECKOTO COMQ3a
Ne GMP/EAEU/RU/01442-2024 ot 15.08.2024 1.

Homep u nara PETHCTPALUOHHOTO TIN013102/01 ot 12.09.2008 r.
YOOCTOBEPEH MY (mata sHecenus wamenenuii 8 PY 01.03.2023 r.)

HITTINO013102/01-130418,

Howmep HopMaTusHOH ARE/MeHTRIA Mavenenmma gk HONo 1, Ne 2, Ne 3, No 4, Ne 5, Ne 6

HETUTA®APM Apumaiivutresns [vmEX,

HanMeHoBasMe 1 anpec Lepxares Tepmanus/CHEPLAPHARM Arzneimitte] GmbH,

PErHCTPALNONNOTO YI0CTOREPEHHA Ziegelhof 24,17489 Greifswald, Germany
PHIHOK MOCTABKY NpOAYKLIHH Poceus
Homep nacniopra 1266/325

1. [TojTeepaanio, ¥TO BhilueyKasdHHan cepws TEKAPCTBEHHOTO [IPSMEPATA BRITYCKASTCH B
ofpatieHie,

2. Fapasmipyio, 410 BLImEyKAsaAHEAR WH(ODMANMA TOANMHHA W BeépHA. OTa cepia  OwlME
NIPONIBEACHA, BKNOUAL YIMAKOBKY § KOHTPOML ¥A9ECTed, N0 YKAIAHHBIM  BEINE ampecay
UPOHSBOLCTHEHUE MUIOWMAROK B COGTBSTCTRITA, ¢ -TpeSosamumym GMP («Ilpasuna manmemauieli
NPOUBBOICTBEHHON NPaKTHRIY) 1 Perucrpannontion AoKyMenTaurel #a nponyxkr,

3 Bee pesyaerars amanmia ¥ sammcy ,'Gggdy'i_pq,t;CMd1'p'jaH1;7‘;§p'fj' amopens! B coorsercTenn ¢ GMP,
TEXHHYCCKAMH COTIAMERUAMY i COrMalieHIAMH 0 KauecTy. |- - |

4. By nu kaxue-muGo OTKNOHEHNHZ OF -:;r-ip?gméélxn’rﬁ‘é:nfrbi;u;-' NMpoLecca, KACRIOWIHECH KayecTsa
POIYKLIMH; N PSS

@Hr g

BBITYCK I'OTOBOT'O PO ¥KTA PASPEINEH

YTIOIHOMOYSHHDS THLD:

fadics,

Tata suimycka o ofpautenue: X - O£ ot 57
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