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SrioN

CEPTU®HUKAT AHAJIU3A

METWITPE] 4 MT" TABJIETKH 100 TABJIETOK

Howmep npoyrra: 154052
Homep cepun OpuoH: 2044089
Jlata pOW3BOICTRA: 08.02.2021
Tozen 10: 02.2026
Jlo31pOBKa/aKTHBHOCTE! 4 Mr
Jlexapersennas gopma: TadneTku

Pasmep yrakoBKH:

Tun ynakoBKH: MriakoH
VenoBrs XpaHeHns: +15..25°%C
CTpara HazHaueHUA: Poccus

100 TadneTox

Crpanuua 1 u3 2

TECTbI METOA TPEBOBAHUA PE3YJIBTATbHI

Ieer 113206-1 nouTH ekl nouTH Oenbrit
oeblii

JlnameTtp 113206-1 6.9 MM - 7.3 MM 7.1 MM

dopma 113206-1 ryiockas TadlleTka co rulockas TadneTka co CKOMEHHBIMK
CKOUIEHHBIMH KpasMH KpasmMu

Pucka 113206-1 aa na

Koxn 113206-1 HET HET

[TokpriTie 113206-1 HeT HeT

Cpeanss mMacca 113207-1 114 Mr-126 Mr 120 mMr

O IHOPOAHOCTE MACCHI 113207-1 Erp. dapm Erp. dapm.

PacniazaeMocTh 113227-1 e Gonee 15 MUHYT 5 MUHYT

HctupaemocTh 113250-1 He Gozee 0,5% 0.2 %

Pacteopenue 30 munyT. Q=70% 114341-2 cooreetcTeyeT S1 (EBp. Mapm.) cooteeTcTRyeT S1 (EBp. Mapm.)
cooteeTcTBYeT S2 (EBp. Papm.)
cooTseTcTBYET S3 (EBp. dapm.)

Pacreopenne 30 MUHYT 114341-2 87 %

TToanuHHocTh, BOKX 114342-2 NOJOKHTENBHO NONOKHTENBHO

TToamuHOCT, YD 114342-2 MOJIOKUTENBHO MOJIOKHTENBHO

KonuuecTBeHHOE OMNPeaciieH1e 114342-2 3.6 mr/rad. - 4,2 mr/Tab. 4.0 mr/Tad.

OIHOPOAHOCTE JI03UPOBAHNS, YCIL.EIL 114342-2 COOTBETCTBYET TPEOOBAHMAM COOTBETCTBYET TPEOOBAHUAM
dapwm. CIIA u Esp. ®apm. Mapm. CLIA u Esp. Dapm.

OIHOPOAHOCTh I03UPOBAHKA, KPHTEPHH NPHCMIIEM. 114342-2 He Gonee 15.0 2,0

Po/IcTBEHHBIE TPHUMECH, TIPUMECH A 114342-2 He Goaee 0.5% <0,1 %

METHJIPEAHNIONOHA

PoCTBEHHBIE IPUMECH, MPEAHW30I0H 114342-2 He 6oaee 0,5% <0,1 %

PojcTBEHHbIE MPUMECH. ALETAT METUANPEAHN30JI0HA 114342-2 He Gonee 0.5% <0.1 %

PoACTBEHHBIE PUMECH, TIPUMECH ¢ OTHOCHTE/IbHBIM 114342-2 He donee 0.5% <0,1 %

BpeMeHeM vaepskuBanns 2,08

Po/ICTBEHHBIC PUMECH, IHMEP METHIINPEAHH3010HA 114342-2 He Goaee 0.5% <0,1 %

PoacTBeHHBIC NPUMECH, SIMHHUHAA 114342-2 He Gonee 0,2% <0,1 %

HeAeHTH(HIIMPOBAHHAA PUMECH

PoacTeeHHbIE MpUMecH, 001LEe CO/IEPKAHUE 114342-2 He 6onee 2,0% <0,1 %

OB1iee 4Mea0 aIPOOHBIX MHKPOOPTaHH3MOB 114678-1 He Gonee 1000 KOE/r <10 KOE/r

OB1ee YHC0 APOATKEBBIX 1 TUIECHEBLIX TPHOOB 114678-1 He Gonee 100 KOE/T <10 KOE/r

Escherichia coli 114678-1 oTCYTCTBYET B | T OTCYTCTBYETB | T
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Opuon KopnopeiiwH

OPHOH GAPMA

Opuonuntie 1, 02200 Senoo
n/2 63, 02101 Denoo

Ten. +358 10 4261

hakc +358 10426 3815

Opuon KopriopeiiilH, 3aperncTpupoBaniblil oue 1 apec Mecta

Terctpémunkary 8, 20360 Typky
n/n 425,20101 Typky
Ten. +358 10 42692
dakc +358 104267777

TpoussocTeeHHas Lensns Ne FIMEA/201 9/000732

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

ake +358 10 428 6444

HMoencyynkary 7, 24100 Cano

Ten. +338 104261

paxoskaenns: Opuonnnthe 1, FI-02200 Denoo, GuHisHins







CEPTUO®HUKAT AHAJIM3A Crpanuua 2 u3 2
6 RION

METHWITPE/] 4 MT" TABJIETKH 100 TABJIETOK

Howmep npoaykra: 154052

Homep cepun Opron: 2044089

[M1owanka, 0TBeYAK AN 32 KOHTPOJIb Ka4ecTBa: Opwion Kopriopeiinrs, 3asoi B 9eroo.
Opuonnnrie | FI-02200 Senoo

Ceptudurar coorsercraua GMP: FIMEA/2020/001390

IMpox3BoACTBeHHAS JIMLEH3HHA: FIMEA/2019/000732

DIeKTPOHHASA MOJITACE 24.03.2021 10:08:46 OmoGpeno YnonHomouerasn oM Karn Prero (Kati Risto)

KoppeKTHOCTh MepeBoa YI0CTORepsIo:

I'pun E.A.,
Menekep 1o kadectsy U papmakonamsopy OO0 «Opuon ®apmay

1540522044089 COA_24.03.2021_10:09:00_KATIRIST

Opuon Kopriopeiiun TMpoussoacTeeHHas auuensus Ne FIMEA/2019/000732

OPHOH ®APMA

Opuonuntue 1, 02200 Denoo Tercrpemunkary 8, 20360 Typky Boasrrukary 8, Kyonuo Hoencyynkary 7. 24100 Cano
n/a 65, 02101 Dcnoo /s 425, 20101 Typky /s 1780, 70701 Kyonuo

Ten. +358 10 4261 Ten. +358 10 42692 Ten +358 10428 611 Ten. +358 10 4261

hake +358 10 426 3815 dakc +358 10 4267777 ake +358 10 428 6444

Opuon KopriopefilH, 3apericTpupoBaHtbii 0pUC H A1PEC MECTa HaXO0KACHHA: OPHOHHHTHE 1, FI-02200 Dcrnoo, MuHIsHANS






6 : CEPTUOUKAT COOTBETCTBUS Crpanuua 1 u3 1
RION

METHUTIPE/L 4 MT" TABJIETKH 100 TABJIETOK

Homep npoaykra: 154052
Howmep cepun Opuon: 2044089
Jlara IpOU3BOACTRA: 08.02.2021
loxen no: 02.2026
Jl031UpOBKa/aKTHBHOCTE! 4 mr
JlekaperBenHas Gopwma: Tabnerku
Pazvep yrakoBKH: 100 tadnerok
THI YIIaKOBKH: DiakoH
VCI0BHS XpaHeHNs! +15..25°C
CrpaHa HazHAYEHMS: Poceus
HoMmep peructpatuoHHOTO

YI0CTOBEPEHUA [TNO015709/01

Homep poceuiickoit HJL: TTNO15709/01-110518, M3m. Nel-4

MponsBoAcTBeHHAN MJIOMIATKA: Opuon Kopriopeiitns, 3aBoj1 B DEroo,
OpuonunTie 1 FI-02200 3cnoo

Cepruduiat cooTeeteTus GMP: FIMEA/2020/001590

[pousBoacTBEHHAS THLEH3UA: FIMEA/2019/000732

IMaomaaka, oCyWecTBASHIIAA YIAKOBKY: Opuon Kopnopeitn, 3asoz B Caio,
Hoencyynrary 7 FI-24100 Cano

Ceptudurar coorsercTeus GMP: 001894/06.08.02.00/2015

TMpou3BoACTBEHHAA THLIEH3HS: FIMEA/2019/000732

Cyberanuus (A®H): MeTnnpeHU3010H

Homep cepun ADH: 2027335

Haumenosauue npoussoautens AGU: Tauswsans Truaso Gapuackrotukan Ko.JIta, No.19, Xinye 9th Street, West Area of

Teda, CN-300462 Tianjin, China

Cyberanuus (ADH): MeTuanpeaHu3010H
Homep cepun AOU: 2030343
Haumenosanue npoussoautens AOH: Taubuznds Tudso ®apmackiotukan Ko Jita, No.19. Xinye 9th Street, West Area of

Teda, CN-300462 Tianjin, China

HacTosumyM 8 1OATBEPAIAIO, YTO BCE MPOM3BOACTBEHHLIC CTAIMM JIAHHOH CEPUM FOTOBOTO MPOIYKTA GbUTH BBINOJHEHBI B [OIHOM
COOTBETCTRBUM € TPEOOBAHUAMM HaANEKALIEH TPOM3BO/ICTBEHHON NMPAKTHKY (GMP) ¥ B COOTBETCTBHH ¢ TPEOOBAHUAMH PErHCTPALMOHHOTO
0Che CTpaHbl-HAZHAYEHUS,

JNeKTPOHHAA MOAMUCh 24.03.2021 10:08:46 OnoGpeno Ynoanomodennsm muom Karn Pucto (Kati Risto)

KoppeKTHOCTh NMepeBoaa yI0CTOBEPSIHO:
I'pun E.A.,
Meneqxep no kavectBy u papmaxonaasopy OO0 «Opunon ®Papmar

154052_2044089_COC_31.03.2021_11:56:29_KATIRIST

Opuon Kopriopeimn TTponseoacTeHHas mHueHsns Ne FIMEA/2019/000732

OPHUOH ®MAPMA

Opuonuntue 1, 02200 Scnoo Terctpémunkary 8, 20360 Typky BoapTTHKaTy 8, Kyonuo HMoencyynkary 7, 24100 Cano
n/a 65, 02101 Denoo n/a 425, 20101 Typky n/a 1780, 70701 Kyonuo

Ten +358 10 4261 Ten. +358 10 42692 Ten. +358 10428 611 Ten. +358 104261

axc +358 10 426 3815 Maxkc +358 10 4267777 dakc +358 10 428 6444

Opuon Kopriopefitns, 3aperncTpHpoBanHbiil opuc W apec MecTa HaxokaeHHA: OPHOHHHTHE 1, FI-02200 Denoo, GunasHans






