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SrioN

CEPTU®UKAT AHAJIM3A

®JIYTAMU 250 MIT TABJETKHU 84 TABJL

Homep TIpoayKTa: 109307
Howmep ceprut OpHOH: 2042335
JlaTta MPOW3BOIACTBRA: 04.02.2021
Tojen 1o: 02.2024
Jl03uUpOBKa/AKTHBHOCTS: 250 mr
JlekapcTaennan opMa TaGneTkn
Pasmep YIIAaKOBKH: 84 TabIeTKH
Twm YIIaKOBKH: bauctep
VeIIoBHUs XpaHeHus +15..25°C
Crpana Ha3HAHEHHUS: Poceuns

Crpanuua 1 u3 2

TECTBI METOJ TPEBOBAHWA PE3VYJILTATHI
[{reT 113206-1 CBETIIO-KENTBIH CBET0-KelThIH
dopma 113206-1 KpyTi1as IBOSKOBBITYKI1ad Kpyriias JBOAKOBBITIYKIaN
Pucka 113206-1 HeT HeT
Kox 113206-1 HET HET
[TokpsITHE 113206-1 HET HET
PacnagaemMocTh 113227-1 e Goxnee 15 MHH 7 MUH
Cpeamss Macca 113207-1 632 Mr— 698 M 667 Mr
Pacteopenne 30 MUHYT, Q=75% 107379-2 coorsercTByeT Sl cooteercTayer Sl
(dapm. CUTA u EBp. dapm.)  (Dapm. CIIA u Esp. ®apm.)
COOTBETCTBYET 52
(®apm. CLLIA 1 Esp. dapm.)
cOOTBETCTBYET S3
(dapm. CUTA w Esp. dapm.)
PacTBopenHe, CpeiHee 3HAUCHIC, Q=75% 107379-2 92 %
OHOPOAHOCTE MACChl 113207-1 Esp. dapm. Esp. ®apm.
[oaMHHOCTD, GayTamMuil 107381-3 NOAOKHTENBHO MONOKNTENBHO
Poncraentbie npumeck, [TpuMech B 107381-3 e Gonee 0.2 % <0.1 %
N-(4-HnTp0-3-(TpncbmpMeTm}q;f:Hml)-
aueraMni
PoscTReHHbIC pMecH, TIpuvech C 107381-3 ne Gonee 0.3 % <0.1 %
N-(4-Hm‘po—3-(Tpnq)TopmeTun)d)emm)-
nponaHaMmi
Poncrsettbie npunmecy, Tpumecs A 107381-3 ue Gonee 0.2 % <0,1 %
4-ruTpo-3-(TpUGTOPMETIT)-aHITHH
PoCTREHHBIE TPUMECH, APYras eAHHUIHAR 107381-3 ne Gonee 0,2 % <0,1 %
PojcTBEHHBIE IPAMECH. CYMMAPHO 107381-3 ne Gonee 0.5 % <0,1 %
KonuuecTBeHHOE OTPEIAeNCHHE, daryramui 107381-3 238 mr/rab. — 262 Mr/Tad. 253 mr/tad.
OHOPOHOCTb A03WPOBaHUA, yCI. €. 122298-1 COOTBETCTRYET TPEOOBAHHAM COOTBETCTBYET TPEOOBAHUAM
®apwu. CLUA u Esp. ®apm. dapwu. CHIA u Esp. @apM.
OaHOPOAHOCTh A03UPOBAHKS, MPHEMI. 3Ha. 122298-1 He Goaee 15,0 3,2
O6uLee Yuc0 a3pOOHBIX MHKPOOPraHH3MoB 114678-1 He Gonee 1000 /r <100 /7
OGLiee YMCII0 APOTKIKEBBIX U MIIECHEBBIX 114678-1 He Gonee 100 /r <10 /r
rpubos
Escherichia coli 114678-1 orcyreTBYeT B L T orcyrerryer B 1 T
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Opuon Kopropefis

OPUOH GAPMA

OpuonunTye |, 02200 Denoo
n/a 635, 02101 Denoo

Ten +358 10 4261

daxe +358 10426 3815

Opwon KopriopeiitH, 3apErHCTPHPOBAHHBIN oduc 1 aLpec MECTa HAXO0AK

TIpon3BOACTBEHHAA JTHLCH

TercTpéMuHKkary 8, 20360 Typky
/s 425, 20101 Typky
Ten. +358 10 42692
daxc +358 104267777

nerns; OpronunThe |,

3ua Ne FIMEA/2019/000732

Boaprmikary 8, Kyonuo
n/a 1780, 70701 Kyonwo
Ten. +358 10428 611

Make +358 10 428 6444

Hoencyyuxary 7, 24100 Caio

Ten. +358 10 4261

F1-02200 Dcnoo, GuHiaHANs







CEPTU®UKAT AHAJTU3A Crpanuua 2 us 2
6 RION

®JIYTAMUJ 250 MT TABJIETKH 84 TABJL

Homep npoaykTa: 109307
Homep cepun OpHoH: 2042335
[101WAAKA, 0TBEYAKLIAN 33 KOHTPOIb KA4ecTBa: Opwon Kopropeiiis, 3aBoi B 3c1o0.
Opuonuntie 1 FI-02200 Senoo
Ceprudukar coorercTeus GMP: FIMEA/2020/001390
[Mpon3BoACTREHHAS JHLEH3UA: FIMEA/2019/000732
DNEKTPOHHAS TIOATTHCE 18.03.2021 12:58:30 Omnodpeno Ynonnomouennbv oM Katu Pucro (Kati Risto)

KoppeKkTHOCTB Meperoia yI0CTOBEPSIO:
pun E.A.,
Menemxkep 10 kadeeTBy H papmakonaszopy 000 «Opuon @apmay

109307 2042335_COA_18.03.2021_12:59:22_KATIRIST

Opuon KopropeiiiuH [ponssoacrserHas mnueHzua Ne FIMEA/2019/000732

OPUOH ®APMA

Opuonnntie 1, 02200 Senoo Tercrpémunkary 8, 20360 Typky Bosnwrrikary 8, Kyonuo Hoencyynkary 7. 24100 Cano
n/a 65, 02101 Senoo n/s 425, 20101 Typky n/a 1780, 70701 Kyonuno

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

hakc +358 10 426 3815 daxc +358 104267777 akc +358 10 428 6444

Opuon Kopriopeilis, 3aperncTpipoBaHHblit OGHC 1 a1pec MecTa Haxo#eHis: Opuonnntue 1, F1-02200 Denoo, dunnaHans






SrioN

CEPTU®UKAT COOTBETCTBHA

OIYTAMHUI 250 MT" TABJIETKHU 84 TARJL.

Homep npoaykra:
Homep cepun Opuon:
I[a‘ra IMPpOU3BOJICTBA;
lozen no:
Jl03MpoBKa/aKTHBHOCTE!
JlekapcrBenHas Gopma:
Pasmep ynakoBku:

Tun ynakoBku:
VYenosus xpanenus:
Crpana HasHaveHus:
Homep perueTpauHoHHOro ya0CTOBepeHHs

npDH]BOﬂCTBEHHHH MnJiomaakKka:

Ceptudurar coorBetcTBus GMP:
Ipon3BoacTBeHHAS THLEH3IHA:

Tlnowanka, ocywecTBAAIOIMAS YIAKOBKY:

Ceptudurar coorsercreangs GMP:
ITpousBoacTBEHHAS THLEH3HS:

Cyberanuus (ADH):
Homep cepun ADH:
HaumenoBanue npousBoautens AOU:

Cydcranuus (ADH):
Homep cepuu ADH:
Haumenosanue npoussoautens AOH:

109307
2042335
04.02.2021
02.2024

250 Mr
TaGneTku
84 tabnerkn
bmicrep
+15..25°%C
Poccus
TTNO15647/01

Crpanuna 1 u3 1

Howmep poccuiickoit HII: TTN015647/01-061217, Wam. Ne 1-3

Opwuon Koprniopefimn, 3ason B Typky,

Tenrcrpémunkary 8 20360 Typky
004580/06.08.02.00/2017
FIMEA/2019/000732

Opuon KopropeiiwH, 3asoa B Cano,
Hoencyyukary 7 FI-24100 Cano
001894/06.08.02.00/2015
FIMEA/2019/000732

DiryramMul
1997607

®epmuon O, Opuonunkary 2. FI-10900 Xanko, Ounngrivsg

Payramun
2016141

Gepmuon O, Opronunkaty 2, FI-10900 Xauko, ®uuHasHIMs

Hacrostiunm s noaTBepskaalo, 4TO BCE NPOM3BOACTBCHHBIC CTAIMM AAHHON CEPUM FOTOBOFO NMPOIYKTA GhUIM BBINOIHEHB B [10J1HOM
COOTBETCTBHH C TPeGOBAHHAMH HAlIRKALIEH NPOU3BOACTBEHHOM TipakTHkn (GMP) 1 B COOTBETCTBIM € TPEGOBAHUAMM PErUCTPALIMOHHOTO

J0CKE CTPAHBI-HA3ZHAYCHUA.

NeKTPOHHAs MOANNUChH

KGppEKTHOCTb nepepoja yaiocrosepsio:

I'pun E.A.,

Menexkep no kavecTBy u papmaxonagzopy OO0 «Opuon dapman

109307_2042335 COC_18.03.2021_12:59:39 KATIRIST

18.03.2021 12:58:30 OnoGpexo YnonsomouenHbim anuom Karn Pucto (Kati Risto)

Opuon Kopnopefiux

OPHOH ®APMA

Opuonnntue 1, 02200 Denoo
/s 65, 02101 Denoo

Ten. +358 10 4261

hakc +358 10 426 3815

Terctpémunkary 8, 20360 Typky
/s 425, 20101 Typky

Ten. +358 10 42692

Maxc +358 104267777

IpouseoacteenHas inuetzua Ne FIMEA/2019/000732

Boabrrukary 8, Kyoruo
n/s 1780, 70701 Kyonuo
Ten. +358 10 428 611

Make +358 10 428 6444

Hoencyyuxary 7, 24100 Caio

Ten. +358 10 4261

Opuon KopriopeiiiiH, 3aperucTpupoBannbiii ofuc 1 aapec MecTa HaX0AACHNA: Opwonnnrhe 1, FI-02200 Dcnoo, OUHMAH IS






