®-0000000551-07

PA3PEIIEHHE
HA BBIIIYCK I'OTOBOI'O ITPOIYKTA Ne 1296/25

Toprosoe HauMeHOBaHHe [IpenapaTa

uunoxe Conrorab®

MewnyHaponsoe HENaTeHTOBAHHOE
HaXMEHOBAHUE (rpynmupoBouHOE WITH Hoxcnmurme
XHMHYECKOE)
Jlexapcteennas Gopma TabneTkn oucneprHpYeMEIe
JHo3uporxa 100 mr
DopMa BITYCKA TaGrerky mucneprapyemsle, 100 mr
(6muctep) 10 x 1 (mayka kapToHHas)
Howmep cepun 530625
Obrem cepun 39 186 mT. YIIAKOBOK
JlaTa mpoussoacTRa 27.06.2025
Tonex no 31.05.2030
Haumenosanwe W agpec NPOM3BOLHTENN 3aKprITOE aKIMOHEPHOS 0DIIECTRO
(NpPOM3BOACTRO, TIEPBUUHAS yrakoBka, | «3u0-3n0posee» (3A0 «3u0-310poBeen),
BTOpHYHAN/TIOTPEOHTENECKas yTIaKORBKa, Poccug, 142103 Mockosekas o61.,
BEIITYCKaIOIIMiT KOHTPOIL KAUECTRa) r. ITopomeck, yi. Xeneznonopoxuas, I. 2
Jlnuensns Ne JI012-00102-77/00010736
(Ne 00049-JIC) ot 20,10.2021 1.
CeprudukaT cooTBereTsia Tpeborannam [Ipasnn
Hafnexamel NpoOH3IBOACTREHHOH TPAKTHKY
ErpasnifcKoro 3KOROMHYECKOrQ COF3a
Ne GMP/EAEU/RU/01442-2024 ot 15,08,2024 1,
Howmep H nata PErUCTPALKOHHOIO [IN013102/01 ot 12,09.2008 r.
YIOCTOBEPEHHA (mata BHecerus H3MeHeHHH B PY 01.03.2023 1.)

Homep HopMaTHBHOH AOKYMEHTALMH

HOIIN013102/01-130418,
Mavenenugs k HOI N 1, No2, Ne 3, Ne 4, No 5, Nu§

HauMeHoOBaHKE W gipec OEPHKATCI
PETHCTPATHOHHOI0 YAOCTOBEPEHHA

YEILJTADAPM ApnrafiMutrens I'M6X,
Tepmanrna/CHEPLAPHARM Arzneimittel GmbH,
Zicgelhof 24,17489 Greifswald, Germany

PrIHOK TOCTaBKH MPOAYKIHH

Paceus

Howmep nacnopra

1273725

L nDJITBB}J}KHHI'O, UTO BEINCYKa3aHHad CEPHA JIEKADPCTBEHHOTO TIpENapaTa BEIMTYCKASTCA B

obpalneHne.
2. [apanTupyro, uTo BBIICYKa3aHHas WHGOpPMALMA TOMATHHHA W BepHa. OTa cepha Owma
NPOU3BEACHE, BKIIOYAY YMAKOBKY H KOHTPONL KAYECTBA, 10 YKA3aHHEGLIM BEIIE agpecaM

IIPOM3BO/ICTBEHHEIX IIOLIAN0K B cooTBeTcTBHM ¢ Tpebforammamu GMP («[Ipasuna wuamiexanreld
NPOH3BONCTRCHHON MpakTHKIM) K PerHCeTpauMOHAOH IoKyMeHTal el Ha TPONYKT.

3 Bee pesyneTaThl aHaqmsa M 3amucd OmlH PACCMOTPEHB! H OROGPEHH B COOTBETCTEHH ¢ GMP,
TEXHHYECKHMH corfamteRuaMH ¥ CornauleHHAMH 110 KaYecTsy.

4, Beutt mm xaxue-muBo OTKIOHEHUS OT NPOM3BOACTBEHHOIO NPOLECCs, KACAIOLIMECH KadyecTsa
HPOJYICLIHH:
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@-0000000555-05
3A0 «3u0-310poBLen
142103, Poccus, Mockorckan ofnacTs,

Hoponsek, yi. Xenesnonopoknas, o, 2
Tesn./dakc: +7(495) 419-20-64

Jlntensns na ocyliecTB/IeHAE MPOUIBO/ICTEA JIEKAPCTECHHEIX CPECTR
Mo J1012-00102-77/00010736 (Ne 00049-JIC) ot 20.10.2021 .

HACIHOPT Ne1273/25

Haumenoranne npenaparta

Kopa npenapara
Homep cepun
Obnem cepun

Harta npoussoacrea
Togen mo

Hata ananuza

AHANM3 NPOBEAEH MO

714

530625

39 186 mT. ynakosok
27.06.2025 r.
31.05.2030 r.
21.07.2025 r.

10unpoke Comora6® Tabneriu aneneprupyemsie, 100 mr, Ne 10

CII-KO-0701-0107-13 «¥Onnnowe Comorab® rabnericn aAncneprupyemsie, 100 mr»

HJI TT NO13102/01-130418 «IOnunore Comorab® tabnericn ancneprupyemuie, 100 Mr»,
Hamenennam Ne 1, No 2, Mo 3, No 4, No 5, Mo 6 ¢ HII,

XpOMAaTorpaMme HEMBITYEMOr O pactropa JOIKHO
COOTBETCTEORATL EpEMEHH yaepxHBanun IHKa
AOKCHUHK/THHA HA XpOMaTOrpaMmMe CTaHIAPTHOrD PacTROpa
A, OPHIOTOBNEHHOTO N4 KOJHYECTREHHOr0 ONPSACNeHNA,

Kauecrnenmas peaxiia ¢ ceproft KHCnoTOH
KOHIGHTPHPORAHHOH — 00Pa3yeres IKENTOS OKPAIIHBANHE,
Kayecrsensas peaxuus © XJOPHCTOROAOPOAHON knenoToi
— OTCyYTCTBHC (ufoopecuenuny B Yd-ceere npu AnHue
BONHEI 336 HM,

KagqecTheHHad peakilta ¢ HaTPHA THAPOKCHIA PACTBOPOM
0,1 M - sencnan gumoopecuerius B Yd-caere npu mnnne
BOJHL 356 HM.

Hanmenosannie Tpebosanna HopMaTHEHON JOKYMEHTALIMH Pezynerarh ucneiTanuii
nokasarenei
Onucanne Kpyriste, ARGAKOBRINYKARIE TalNeTkY, OT coeTno-KeaToro | Ipyrnme, ABOTKOBLIMYKNEIE TabIeTkn cepo-
HIH CEPO-HENTOrD 10 KOPHIHEBOTO C BRPaneHHaMH UBeTd, | XeNToro usera, ¢ rpasHposkoif «173» (koz
¢ rpasuporrofl «173» (xox TaGneTiy) Ha oanoll cTopore # | TaBeTkH) Ha OHOH cropoHe W pHCKol Ha
pHCKoH na apyroi JIpyTo.
INoanuuBoCTE B2XKX. Bpema yhaepauBaddsl OCHOBHOrO THKA HA | BpeMs YACPWHBAHHA OCHOBHOIO MWER Ha

XPOMATOrpAMME  MCHIBITYEMOr0  pacTeopa
COOTBETCTBYET BPEMEHM YACPKHUBAHMA [Hka
JAOKCHLHKIHHA Ha XpOMaTorpaMMe
CTRHIAPTHOI'D pacTBopa A, NPHTOTORJEHHOTG
ANA KOJMHYCCTREHHOTD ONpexe/icHH .
Ofpasyeres %enToe OKpanHzanme,

Otcyternyer dmoopecuenis B Yd-caere npy
AIHHE BOJHE 356 HM,

HaGmonaetcs senewas  dunoopecuesuus =
Yth-cere npu anmite Bounl 356 v,

Pacnanaemocts, cexyHa| He Gonee 3 munyT (npu Temneparype soar 20 °C) 87
Pacrropenne, % He wmenee 80 % (Q) or sassncHnuoro wa aTHKETke 100
KOJIMHECTBA HOKCHUHMKIWHE JIOMKHO MEpelTH B pactsop 100
wepes 30 MuHyT. 100
98
98
98
99 (cpeance)
Bona, % He donee 6,0 % 53
CBeTonornomaioniHe He Gonee 0,2 i
NPHEMECH ?
Hucnepcnocts, % He mence 99 % wacTHu nomxHel Npoiits wepes curo 100
710 mren,
OnnopoanocTs Jna 10 eansun venmTyenoro npenapara (n=10), AV =LI1;
O3HPOBAINA vk ang 30 eaurng (0= 30), AV < L1 u Bce sHavenHa X n=10
YIOBNETROPAIOT HepaseHeTy [M-xj| < 0,01xL2xM AV =22
PoncreeHHsle G-aMHAOKCHIMENKH: He Gonee 2,0 %; 0,30
npumecy, % 4-anuporcHumknan: He Gonee 1,0 % Menee 0,1
Meranunknui: ne Gonee 2,0 %; He oBuapymxeno
JhoBas apyras elHHHYHAR npuMecs: He Gonee 0,5 Y%; Mernee 0,1
Cynma nipimeceil — He Gonee 5 % 0,30
KonmuecTrennoe Ot 90,0 mMrsio 105,0 Mr (o1 90 % no 105 % oT 36:0
OTIpPE/IeNeHHe, MT IWIBAEHHOTO HA ITHKETKE). (99 % ;
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CKas yMeroTa

Haumenosanue TpeboBaHuA HOPMATHEHOH PesysibTaThl HCNBITAHHIT
nokasaresici JOKYMEHTALLHH
Mukpoduonoruue | Karer

O6muiee uucno aspolHLIX MUKPOOPTAHUIMOBE —
He Gonee 10° KOE B 1 T

OBGuiee weno APOAIKEBhIX | MJIECHEBBIX
rpuGos— ue Gonee 102 KOE s 1 1,
Oteyrerane Escherichiacoliz 1 T,

Ofee konyuecTsO a3pobHEX MHKPOOPTEHHIMOE ¥ BAIHYHE
Escherichia coli & | r ne onpencnaerca.

OBliee HUCHo APORIKEBLIX H NNeCHEBbIX rpubos —

mcree I[P KOEs 1 r,

Viakoska

Mo 10 TaBretok o Ganerep w3 mnedkn [IBX
(oaBTH ANIOMEAHEROH.

TTa 1 Saucrepy BMecTe ¢ MHCTpYKUHER o
NPHMEHCHHIO B NMaYKy KapTOHHYIO.

Tlo 10 rabneroxk s Omerep w3 nuedru [IBX u donsru
ANIOMHHAHEBOH.

[To 1 GoHeTepy BMEecTe ¢ MHCTPYKIHEH 110 NPUMEHCHHIO, 33B0/ICKHE
ros wHerpykuny «M-714 (392)-06-06», «90006726/1 1», B nayke
KapTOHHOH,

Mapxuposka

[+ i 7 Iy
TOPTOROC HAHMEHOBAHHE npcnapa'ra c
npeaynpeanTensHoi MEPKHPOBKOH a,
Me)]t,ll}'l-!apD,L\HDC HENMATCHTORBARHOE

HAMMEHOBAHWE, JIEKAPCTREHHYIO  (opMy,
AO3INPOBKY, HatBAHKC H CTpany BhalenkLnad
PErHCTPALMOHHOID YNOCTOBEPEHH;, HOMED
CepHH, CPOK TOAHOCTH B (OPMATE; WID MM
rrern, MOryT GbITE HAHECCHB! BHYTpeHHHE
3ABOACKHE KB,II.LIA"HCPEMCI]HM TEXHHYECKAA
utpopMauns,

Ha xapmonnoll nauike Hg pycckoM  S3bIKe

VraIbIGAION. TOProBoe HAUMCHORBEHHE
npenapara [+ NpeAyNpenHTensHoH
MaprHpoBKoli ®, M&IYRApOIHDE
HEMATCHTOBAHHOE HaHMCHOBAHHE,
NeKapCcTREHHYIO hopmy, JIO3HPOBKY;
HEIBAHME  JAGHCTBYIOUIETD  REUISCTHR, €ro
COIep/Kante B 'raﬁncﬂm; I'l!E.‘pE‘-ItI‘ll-
BCTIOMOTATENLHEIX  BEIECTE,  KONHYECTBO

TalNeToR B YNAKOBKE;, HA3BAHME, CTPAHYy H
JOTOTHIT  BARJENLLA  PETHCTPALNHOHHOTO
yaocrosepernn (rpadiiieckoe w3obpmikene
n Hannues « CHEPLAPHARM» 8 aBe cTpoki
GyxknaMu naTHHcKOTO andiaEuTa), nazpaduc
npomgoauTens B pepaxuud «[lponseeneno:
3A0 «3u0-310poBRenn, €MD CTPAHY, alpec,
Tenedion/(ake; yononHs XpaHeHHN, YenosH:
oTnycka, «Jlnn npHeMa BHYTPLS,
TIpeAynpeHTensNEe HaanucH: «lIpuunMars
M0 HAZHAYEHHIO Bpavay, «OaHaxoMLTECE ¢
HWHCTpYKUMeH»,  «Xpawuts B8 mecTax,
HOAOCTYMHRIX ~ AAf  fAcTeiin,  Homep
PETHCTPALHONNOTO YAOCTORCPEHUA,
TepeMeHHBe  AOHHBIE (HOMEp CepHH B
penakumy  «CepuaAmd, CPOK  TONHOCTH B
penakuny «logen:») w undopmanmo ana
MOHHTODHHI® JIBHMKEHHA JNEKapCTBEHHOTO
MPenapaTa OT NPOH3BOANTEMI 0 KOHEMHOrD

notpebHTens; IWTPHX-KOA, MoryT OwiTh
HAHECEHE! BHYTPEHHHE 3aB0JICKHE
Koz nepeMeHHasn TEXHHYCCKA

HudlopMali,
JlomonHUTENEHO  HAHOCHTCA  rpalhiyeckui
picyHok,  wamocTpupylownil  cnocoB
NIPHMEHEHHT,

Ha Baucniepe na pycexom s3ntice Vicd304o; TOPTOROE HANMCHORAHHC
npenapata ¢ npeaynpenntensHoll mMapkiposkol ® «IOuMmoNE
COJIIU‘I.‘HGWN. MEXIYHADOJIHOE HEMATEHTORAHNHOC HAHUMCHOBAHHC
«mOKCHUNKANE®,  Jekaperseddas  QopMa  «rabaericn
Ancnepriupyemeies, goauponka «100 mry»; wazpamme u cTpama
BRANENELA PCrUCTpauHoHHoro yaocrosepetis «HEIJIADAPM
Apunaiimurrens TmBX, Tepmanusy; noMep cepun «530625»,
cpok roasocTH «ao 05 2030», nHyTpeHHHe 3ABOACKHC KOMIEI
«90006641/10», «@-714 (392)-01-04n,

Ha rapmonnoil nauke na pycckoM RIeIRe VKdIgHD. TOPToBOE
HAAMEHOBAHKHE TIpenaparta ¢ HPEMNPBJIHTEHBHDﬁ MBPKPTPOBKDﬁ ®
«FOnunoke Comoraf®, MEXIYHAPOAHOE  HelATeHTORAHHOE
HAHMEHORAHWE  «JOKCHUMKAMHY,  NeKapcrscHHas  (opMa
«TABNCTIH QUCNepripyeMeien, doduporxka «100 mr»; nassaHdune
JIEHETBYIOIIErD BEIIECTRA, ET0 cofiemkanye B Tabnerke «I{amaan
Tabmerca  comepmut 100 mr powenumkauHA B BHOE
AOKCHIOMKNHNA MOHOTHAPATR®; NEPEUClE BCIOMOTATENbLHLIX
BELIECTB «BenomMoraTensHele BEUIECTRAL UENNa03a
MHKPOKPHCTANAHYECKARA, caxapum, runpojosa
(HII?-WDS&MEIHEHHHH), THOPOMENI03A, KpPeMHHA  JUOoKCHA
wonnonAnkll  (Gespoanniii), MATHHA CTEApPAT, JIAKTO3bI
MOHOTHAPATY; KonHvecTno Tabnerok B ymaxoske «10 Tabneror
ANCNePTHRYeMBIX®; HAZRAHHE, CTpaHa W JIOTOTHN BAOANCIELA
PErUCTPALHOHHOIO yaocToBeperns (rpadmyeckoe H3oBpakenie |
nagmick «CHEPLAPHARMDY» B nne crpoxu Gykeamu Jatusckoro
ampasyra) «UENNAGAPM  Apumaiivurrene:  I'mok,
l"epmmmmo, HA3BAHHE NPONZROAHTENA «I'Ipmt:meneun:
3A0 "3u0-3a0posse'y, ero crpana, anpec, Tenedion/daxe
«Poceusn, 142103, Mockosekan obnacTh,

r. Topoanck, yi. AenesHonoposaas, o 2

Ten/hawe: +7 (495) 419-20-64»;

yenosusi XpaHenus «XPpaHHTB MpH TeMMepaType He Bhille
25 °Cy, yenosus otnycka «Ornyer no peuenty», «dan npuema
BHYTpb», NpeAynpeauTeNsurie Hagmich: «llpuanmate no
HAIHgYeHHI0 Bpausy, «OInaKoMBTECE C© HHCTpYRUNeis,
«XpAHHTE B MECTAX, HeJOCTYNHLIX JAAR [evei, HoMep
PETHCTPALNOHHOTD YAOCTORCPEHHS «PerneTpanuonnoe
yagcrosepenne: [T NO13102/01», nepeveHnble faHHEE;

«Cepus: 530625y,

«Tonmen: 05 2030»,

HH([)ODMEI.HHH JAA MOHWTODHHIE JHBHMCHHA [CKAPCTBEHHOrO
NpPErapaTa OT NPOM3BOANHTENN A0 KOHEMHOTo noTpebHTens:

«Data Matrixn;

«GTIN: 04260747721569,

«8/Ni» ¢ yKajaHWeM HHIMBHIYANRHOTO CEPHANH3IALMOHHOIO
HoMepa  naved;  wrpux-ron  «4200747721569», muyrpennne
3ABONCKHE KO/BI «90006724![0», «1'1-714 10-03-06x».
HoronHurensHo LT Hqccxnﬁ
|1J1mm:'rpupymu.;uﬂ cn qgd

PHEYHOK,

X paneHde

TTpu Temneparype He seime 25 °C

Cpok rogHocTs

3 ner

5 ner

Baksmouenne: Jexapemaennwviil npenapam FOnudoxe Comomat®™ mat
Ne 10, cepuu 530625 coomeememsyem mpebosanusim @ Yacmu npoe

Havansrmk OTAOCIa KOHTPOJIS Ka4eCcTBa

Hexeuuckas O.E.,

Honaenochn

DHO
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