6 R ' o N CEPTHO®HUKAT AHAJIM3A Crpannua 1 u3 2
DQIYTAMHM] 250 MI' TABJIETKH 84 TABJI.
Homep npoaykra: 109307
Homep cepuut Opuon: 2070727
Jlara npousBocTea: 15.09.2021
Tonen mo: 09.2024
Jlo3MpoBKa/akTHBHOCTB: 250 mr
JlexapcTeeHHan dopma: Tabnerkn
Pasmep ymakosku: 84 Tabnetkn
Tun ynakosks: bmictep
VcnoBus xpanenus: *15.:25%
CrpaHa Ha3HAYEHMA: Poccun
TECTHBI METOJ TPEBOBAHUA PE3YJIBTATEI
Lger 113206-1 CBETJIO-XKEIITHIH CBETJIO-KE/ThI i
DopMma 113206-1 KpyT7as JBOAKOBBITYKIasd KpYTJias ABOAKOBBIIY K4S
Pucka 113206-1 HeT HET
Kon 113206-1 HET HET
IMoxpeiTie 113206-1 HET HET
Pacnamaemocts 113227-1 He Gonee 15 MuH 6 MUH
Cpeauss Macca 113207-1 632 Mr— 698 mr 667 Mr
Pacteopenue 30 munyt, Q=75% 107379-2 cooTBeTcTRYET S1 cooTBercTByeT S1
(®apm. CILA u Esp. ®apm.)  (Papm. CLIA u Esp. ®apm.)
cooTBeTCTBYET S2
(@apm. CLUA u Esp. ®apm.)
COOTBETCTBYET S3
(®apm. CIIIA u Esp. ®apm.)
Pacteopenne, cpeanee snavenue, Q=75% 107379-2 95 %
OaHOPOIHOCTE Macchl 113207-1 Erp. ®apm. Esp. ®apm.
HMoamuunocts, dayramus 107381-3 TIOJIOACHTENBHO TIOJIOKHTE/ILHO
Popacrpennsie npumecy, [Ipamecs B 107381-3 He 6onee 0,2 % 0,0 %
N-(4-mmTpo-3-(rpudropmeriun) penm)-
aueTaMu
Poncreennsie npumecy, Ipumecs C 107381-3 He Gonee 0,3 % 0,0 %
N-(4-mmTpo-3-(tpudrropmerin) dermn)-
npoNaHaAMHI
Poncreennsie npumech, Ipumecs A 107381-3 ne bonee 0,2 % 0,1 %
4-uurpo-3-(TpudrropMetii)-anmiun
Poxcreennsie npumecy, npyras exuuuunas 107381-3 He Gonee 0,2 % 0,0 %
Poncrsennsie npumecn, cymmapuo 107381-3 He Oonee 0,5 % 0,1%
Kommaectsennoe onpenenenue, dyramuy 107381-3 238 mr/Tab. — 262 mr/Tab. 255 mr/Ta6.
OnuopoanocTs Ho3upoBanus, yeu. e, 122298-1 COOTBETCTBYET TPeGOBAHMAM  COOTBETCTBYET TPeGOBAHHIAM
@apm. CIIA u Esp. Dapm. ®apm. CIIIA 1 Esp. dapm.
OHOPOAHOCTE I03MPOBAHMSA, IPHEMIL. 3HAY. 122298-1 He 6onee 15,0 31
Obmee THCI0 a3po6HEIX MUKPOOPIAHUIMOB 114678-1 He 6omee 1000 /r <100 /r
OBIee IMCI0 IPOXOKEBBIX H [UIECHEBRIX 114678-1 He Gonee 100 /r <10 /r
rpubos
Escherichia coli 114678-1 orcyreTByeT B 1 OTCYTCTBYET B 1 1
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Opuon Kopropeiin Ipon3soncreennas nuuensus No FIMEA/2019/000732

OPHOH ®APMA

Opuonunntre 1, 02200 Denoo
w65, 02101 3cnoo

Ten. +358 10 4261

Dakc +358 10 426 3815

Terctpémunkary 8, 20360 Typky Hoencyynkary 7, 24100 Caino
/5 425, 20101 Typky
Ten. +358 10 42692

Daxc +358 10 4267777

Bonbrakary 8, Kyonuno
/s 1780, 70701 Kyonuo
Ten. +358 10428 611

Daxc +358 10 428 6444

Ten. +358 10 4261

Opnon Kopriopeiium, saperncrpupoBasubii O(HC H ajIpec MecTa HaXOKIEHUS: OpuonnnThe 1, FI-02200 Dcnoo, ®annsumus




SrioN

©IIYTAMHM/ 250 MT' TABJIETKH 84 TABJL

Homep npogyxra:
Homep cepuu Opuon:
Jara npouseoacrsa:
I'open go:
Jlo3HpoBKa/aKTHBHOCTS:
Jlexapcteennas dopma:
Pasmep ynakosku:

Tun ynaxkopxu:
Venosus xpaneHus:
Crpana HasHaveHHs:
Homep peructpausonnoro YAOCTOBEPEHHA

Ilponssoacreennan maomanka:

Cepruduxar coorsercreun GMP:
Ilpomssoacreennan nnnenzus:

ILromanka, ocymecrsasioman YNaKoBKY:

Cepruduxar coorercrenn GMP:
IponisoncTBennan tanensnn:

Cybecranuus (ADH):
Homep cepan ADH:
Hanmenosanne nponssogurenn ADOH:

CEPTHOUKAT COOTBETCTBMSI

Crpannua 1 m3 1

109307
2070727

15.09.2021

09.2024

250 mr

Tabmetku

84 Tabnerxku
Bmucrep

+15..25°C

Poccus
ITNO015647/01
Homep poccuiickoit HIT: TI N0O15647/01-050321

Opnon Kopriopeiinm, zaron & Typxy,
Tenrcrpémunkary 8 20360 Typky
004580/06.08.02.00/2017
FIMEA/2019/000732

Opwuon Kopriopeiits, 3arof s Caro,
Hoencyynxary 7 FI-24100 Cano
FIMEA/2020/007862
FIMEA/2019/000732

Doryramun
2044372
Depmuon Oit, Opuonnuxary 2, FI-10900 Xanko, Ouunanausg

Hacrosumm 1 noareepsoiato, wro Bee TIPOM3BOJICTBECHHEIE CTA4/IMH JAHHOH CEPHM TOTOROTO TPOJyKTa OBUIM BBINIOJHEHEI B IIOJTHOM
COOTBETCTBHH ¢ TPeOOBAHMAMHN Ha/eKALIEH NPOHIROACTBEHHOH npaktuki (GMP) 1 B cooTetcTBHE ¢ TpeGoBanuAME PETHCTPALMOHHOTO

JOChE CTPAHBI-HAZHAYECHHA.

DnexTpoHHAas N0ATHCE 01.11.2021 15:21:22 Ono6peno VionHoMoueHHEM matom Katu Puero (Kati Risto)

KoppexTHocTk nepesoa yxocropepsio:

Ipun E.A.,

MeHe/mkep no kavecTBy n thapmakonaxzopy 000 «Opuon dapman
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Opron Kopnopeitn

OPHOH ®APMA

Opuonnntye 1, 02200 Fenoo
n/4 65, 02101 3cnoo

Ten. +358 10 4261

Dakc +358 10 426 3815

Tercrpémunkary 8, 20360 Typxy
/5425, 20101 Typky

Ten. +358 10 42692

Dakc +358 10 4267777

ITpousBogcTrenuas nHuensus Ne FIMEA/2019/000732

Bonsrrukary 8, Kyonuo
/s 1780, 70701 Kyonuo
Ten. +358 10428 611

Daxc +358 10 428 6444

Hocncyynkary 7, 24100 Casno

Ten. +358 10 4261

Opuon Kopnopefin, 3aPETHCTPHPOBAHHKIH O(HC M AJIpec MecTa HaXOM/ICHHS! Opuonunrue 1, FI-02200 3cnoo, Gunnsuus




PEAEPAABHAL CAVKEA 110 HAAIOPY

BLDEPE BABOONPAHEHMY

«CBefileHnA o BBOAE B rpaxgaHckui obopoT B

CPEACTB Mo CoCTOAHMIO Ha 03.02.2022 13:54»

Poccuiickoit ®egepavuun NeKapcTBeHHbIX

Oprasmanus,

Kopnopeinm, Gunnangus (MpouseoauTe ns
(rotosoit JID))

JlaTa Baecenns B Mpoussogurens Homep Howmep, nata
AHC u.s“.hm__., “”ea . (BhIMyCcKaromui Crpana Cregenns o cragasx NPOH3IBOICTBA Hop H”_“E.un u...yu.u. “u_“nu CEepHH, Paspemenns
Pocanpasragaopa - KOHTPOMB) Y v P eme__::, OAPTHH ua HIN
Opwuon Kopropeiim, DU
®nyravm: Tabretxu (¥ makosmuk/chacosmux (s TIePBHYHYIO0
ynakosxy)); Opuon Kopriopeitum, -
03.02.2022 250 ur 21 ar,, e R T pm—— - 000 "Opuon 2070727
o 6macTepr (4), mauku Kopnope#tms K % N015647/01-050321 Dapma”
KapTOREHE ~ (BTOpHYHAA/TPeTHUHAS ynakoeka)); Opson




