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CEPTU®UKAT AHAJIU3A

METHIIPE]T 4 MT TABJIETKH 100 TABJIETOK

Crpanuua 1 3 2

Homep npoxykra: 154052
Howmep cepun Opuron: 2042362
Jlata npoussojcTea: 03.02.2021
Tosen jio: 02.2026
J103UpOBKA/aKRTHBHOCTE! 4 mr
Jlexapcersennas gopma: Tabnerkn
Pazmep ynakorku: 100 Tadnerox
Tun ynakoskn: ®lrakon
YCI0BHS XpaHeHus: +15..25°C
Crpana nazHayeHus: Poccus
TECTHI METOQ TPEBOBAHUWS PE3YJIbTATBI
et 113206-1 NOuTH GeTblit nouTH OelibIii
dembii
Jmamerp 113206-1 6.9 MM - 7.3 mmu 7.1 Mm
Dopua 113206-1 TJiockas TadsieTka co N70CKan TabeTKa CO CKOTICHHRIMK
CKOWEHHBIMM KpasgMH KpasamMH
Pucka 113206-1 Ja Ja
Koa 113206-1 HET HeT
[TokpbiTie 113206-1 HeT HeT
Cpejnsasa Macca 113207-1 114 Mr-126 mr 119 mr
OIHOPOIHOCTE MACCHI 113207-1 Egp. dapm. Esp. dapm.
Pacnazaemocts 113227-1 He Oonee 15 MUHYT 4 MUHYTBI
Herupaemocts 113250-1 He Gosree 0.5% 0.2 %
Pacteopenne 30 munyt, Q=70% 114341-2 cootseTeTBYET S| (EBp. Mapm.) coorseTeTBYeT S1 (EBp. dhapwm.)
cooTreTcTRYET S2 (EBp. dapwm.)
cooTBeTCTBYET S3 (EBp. Dapw.)
Pacrsopenne 30 munyr 114341-2 87%
MoamuHocTs, BOKX 114342-2 MOJIOKUTEIBHO NOA0KATENLHO
IMommuuHocTh, Y 114342-2 MOJOKHTENBHO NOJOAHTENTLHO
Konunuectsennoe onpenenenne 114342-2 3.6 mr/tab. - 4.2 mr/Tad. 4.0 mr/Tag.
OJHOPOAHOCTH 103UPOBAHMS, YCII. €1, 114342-2 COOTBETCTBYET TPeGOBAHHAM COOTBETCTBYET TPEOOBAHMAM
Mapm. CIIA n Esp. dapm, Mapm. CIIIA 1 Egp. apwm.
OAHOPOAHOCTL 103MPOBAHMA, KPHTEPHIT NpHEMIem. 114342-2 He Bonee 15.0 4.1
PojcteenHbIe npuMecn. npumeck A 114342-2 He Bonee 0.5% <0,1 %
METHIMPEARH3OI0HA
PojcTeennble npuMeci, npeanusoion 114342-2 He donee 0.5% <0,1 %
Poicrsennbie npaMech. auetar Metnanpeanusonona  114342-2 He Gozaee 0,5% <0.1 %
POJCTBEHHBIC MPUMECH. TPHMECH C OTHOCHTETLHBIM 114342-2 He 6oaee 0,5% <0.1 %
BpeMEHeM viepaupanus 2,08
PoacTeennbIe NpUMECH, HMEP MeTHINPEAHN3010Ha 114342-2 He 6onee 0.5% <0.1 %
PoacTeeHHble npUuMecH, eanHHYHAasA 114342-2 He Gosee 0,2% 0,1%
HEMACHTHOUUHPOBAHHAR NPHUMECh
PoacTeeHHbIe IpHMecH, o0lee coepkaHne 114342-2 He donee 2,0% 0.1 %
O0uee 4He0 aIpOGHBIX MUKPOOPraHUIMOR 114678-1 He doaee 1000 KOE/r <10 KOE/r
O0iee 4110 APOAGKEBBIX U [LIECHEBLIX TPHOOB 114678-1 He donee 100 KOE/r <10 KOE/r
Escherichia coli 114678-1 oreyTeTBYeTB 1 T OTCYTCTBYETB | I
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Opuon Kopnopeiinin

OPHOH ®APMA

Opuonunrie 1, 02200 Scenoo
n/a 65, 02101 Denoo

Ten. +358 10 4261

haxc +358 10 426 3815

Opuon Kopriopeliuns, 3apericTprpoBaHHbiil ofiHe H AIpec MEcTa HAXOAACHHA OpuonunTue 1, FI-02200 Scnoo, hunn

Tercrpémunrary 8, 20360 Typky
n/s 425, 20101 Typky
Ten. +358 10 42692
Maxc +358 10 4267777

IponssoacTeentas auuensus Ne FIMEA/2019/000732

Boabrrukary 8, Kyomnmo
n/s 1780, 70701 Kyonwuo
Ten. +358 10428 611

Mhakc +358 10 428 6444




CEPTUOPHUKAT AHAJIN3A Crpanuua 2 u3 2
6 RION

METHINPEL 4 MTI"' TABJIETKH 100 TABJIETOK

Howmep npoaykra: 154052

Homep cepun OpHoH: 2042362

[Lrowanka, oTBeyaArOLIANA 32 KOHTPOIL KaYyecTBAa: Opuon Kopriopeitus, 3aBoit B 3¢roo.
OpuonunTthe 1 FI1-02200 Scmoo

Ceprudurar coorsercTeug GMP: FIMEA/2020/001590

IMponsBoacTBEHHAS JIMLEH3NA: FIMEA/2019/000732

DIICKTPOHHAS MMONTUCH 17.03.2021 09:20:50 Ozodpeno YnonnomoueHHsiM auiom Karn Pucro (Kati Risto)

KoppekTHocTh neperoia y1oeToBepsiio:

I'pun E.A,
Meneaxep no kavecTBy H papmarkoHaazopy OO0 «Opuon dapma»

154052 2042362 COA_17.03.2021_09:21:05 KATIRIST

Opuon KoprniopeiiuH TTponseocreerHas anuensis Ne FIMEA/2019/000732

OPHUOH ®GAPMA

OpuonudTie 1. 02200 Denoo Tercrpémunkary 8, 20360 Typky Boasrrukary 8, Kyvonmo Ho;Mﬂ? ‘QM'OQ Cano
n/a 65, 02101 Denoo n/a 425, 20101 Typky n/s 1780, 70701 Kyonuno W Gt
Ten. +358 10 4261 Ten. +358 10 42692 Ten. +358 10 428 611 23,4358 104261

Makc +358 10 426 3815 hakc +358 104267777 Maxc +358 10 428 6444
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CEPTHO®HUKAT COOTBETCTBUA Crpanuua 1 n3 1
6 RION

METHUIIPEL 4 MT TABJIETKHU 100 TABJETOK

Homep npoaykra: 154052
Homep cepun Opuon: 2042362
Hara npoussozcTea: 03.02.2021
l"ozen no: 02.2026
Jlo3MpoBKa/aKTHBHOCTE: 4 mr
JlekaperBennas Gpopma: Tatnerku
Pasmep vITakoBKH: 100 TadeTok
Tun ynakosku: ®rakoH

Y eI0BHS XpaHenus: +15.:25%€
Crpana nasnavenms: Poccus
Howmep perucrpaunonmoro

YJI0CTOBEpPEHUS ITNOT5709/01

Homep poccuiickoit HIT: TINO15709/01-110518. Mam. Nol-4

IpousBoacTBeHHAs NIOWAAKA: Opuon Kopriopeiius, 3agoi1 8 Jcnoo,
Opuonunrre | F1-02200 Dcnoo

Ceprudurar coorsercrena GMP: FIMEA/2020/001590

[Tpou3BoACTBEHHARA JIHLIEH3HA: FIMEA/2019/000732

[nowanka, ocyuiecTBAAIOWAS YIAKOBKY: Opuon Kopriopeiiin, 3ago B Caio,
ﬁocucyyuxar)' 7 F1-24100 Cano

Ceprudurar coorsercreust GMP: 001894/06.08.02.00/2015

IpousBoacTBeHHAA THUEH3HA: FIMEA/2019/000732

Cyoceranuus (ADH): MeTHanpeHu3010H

Howmep cepun A®U: 2022437

HaumenoBanue npouzsoautens AOU: Tansusuus Tunsio @apmaceiorikan Ko.JIta, No.19, Xinye 9th Street. West Area of

Teda. CN-300462 Tianjin, China

HacToAlnm s NoATBEPHIAI0, HTO BCE MPOM3BOACTBEHHBIC CTALMM AaHHON CEPHH FOTOBOTO NPOIYKTA ObIIH BLINOJAHCHB B MOTHOM
COOTBETCTBHH ¢ TPEOOBAHUAMH HAJLICIKANIEH NPOH3BOACTBEHHON MpakTHKK (GMP) i B COOTBETCTBUN € TPEGOBAHHAMH PErHCTPALMOHHOTO
JIOCHE CTPaHbI-HAZHAYEHHS.

DNCKTPOHHAS NOUTHCH 17.03.2021 09:20:50 Oznodpeno Ynonnomouennsiv antosm Karu Pucro (Kati Risto)
p P

KoppekTHocTL nepeBoaa yiaocToBepsiio:
I'pun E.A.,
Menemxep no kaveerBy u papmaxonaazopy 000 «Opuon ®apmar
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Opuon Kopropeiitin [ponseoacTeennas anuensus Ne FIMEA/2019/000732
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