Srion

Ilepesod ¢ anzulickozo A3bIKa HA pyceKuti A361K

CEPTU®HKAT AHAJIM3A Crpannua 1131

METHMIIPE] OPHOH 250 MT', JInoguiasat s MPUrOTOBJIEHHs PACTBOPA A1H BHYTPHBEHHOTO H BHYTPHMBILIEHHOT0

pBegenns, 250 mr/dur.

Homep npoykra:
Homep cepun OpHOH:
Homep cepun:

JlaTa mpoM3BO/ICTBA:
Tonen no:

Jo3HpOBKA/AKTUBHOCTD!

JlexapcTBeHHas popma:
Pasmep yNakOBKH:

Tun ynakoBKH:
YenoBHs XpaHeHHs:
CrpaHa Ha3HAYCHHA:

Homep perdcTpanrHoHHOro

YAOCTOBEPEHHA

IIpou3BoACTBEHHAH MJIOMANKA:

CeprH(HKAT COOTBETCTBHH GMP:
Ipou3BoaCTBCHHAN JTHICH3HS:

TLnomaska, OCyIeCcTBISI0mAs YNAKOBKY:
Cepragmkar coorsercrena GMP:
IIpou3BoJCTBeHHAS THICH3AA:

157528

2116560

2101164.1

07.11.2021

11/2023

250 mr

JInodmusar /Ui IPHTOTORICHHS PACTBOPA LA BHYTPHBEHHOIO M BHY TPHMBILIETHOTO BBCACHHA
250 mr/daakon

@nakoH

[lpu TeMrepaType He BhIIIE +25°C
Poccua

JI1-003467
Homep poceuiickoit HIT: JIT1-003467-290921

Xukma

Derpana Ay Pro ga Mo, Ne 8, 8-A m 8-B, @epsenca PT-2705 Teppyxken CHT
FO06/S1/MH/001/2020

F006/001/2016

Opuou Kopropeiiius, 3a80/1 B Senoo, OpronuaTHE 1 F1-02200 Ocmoo
FIMEA/2022/002459
FIMEA/2019/000732

HacToAIMM 5 TIOATBEPAIAI0, ¥TO BCC MPOM3BOICTBEHHRIC CTALMH [OAaHHO#M CEPHHM rOTOBOTO MPOAYkKTa ObIIA BBIIOJIHEHB! B IOJHOM
COOTBETCTBHMH C TPeOOBAHHAMH HajUTekKaIIei MTPOM3BOICTBEHHOH MPAKTHKH (GMP) 1 B COOTBETCTBHH C TpeGOBAHMAMH PErHCTPAIIHOHHOTO

JOChE crpa.l{u-ﬂazuaqemm.

DNEKTPOHHAsA [IOJTHCE

28092022 16:09:19 OpmobpeHo YoIHOMOYEHHBIM JIHIOM Mapu Ceseyc (Mari Seveus)

KoppekTHOCTS NEpeBoia yA0cToBepsiio:

T'pun EA,,

PyxoBoHTENb 0TAE/IA Ka4eCcTBA 000 «Opuon @apmar»

157528 2116560_COC 128.09.2022_16:09:42 MARISEVE

Opuon Kopnopeiius

OPHUOH ®APMA

OpuonurTae 1, 02200 Dcnoo

/s 65, 02101 3cnoo
Ten. +358 10 4261
dakc +358 10 426 3815

Tercrpémunkary 8, 20360 Typxy BonsTTHraTy 8, Kyonuo
n/a 425, 20101 Typxy
Ten. +358 10 42692
dake +358 10 4267777

[lpon3BoACTBEHHAA THUEH3HS Ne FIMEA/2019/000732

Hoencyynxaty 7, 24100 Cano
/g 1780, 70701 Kyonuo
Ten. +358 10428 611

Maxc +358 10 428 6444

Ten. +358 10 4261

Opuon Kopnopeiiurs, 3aperHCcTPHPOBAKHEI OQUC M a/Ipec MECTa HAXOKIEHHA. Opuonuntie 1, FI-02200 Scnoo, DUHIAHTHS




Srion

Ilepesod ¢ anenuticrozo s3vika na pycekuti azvix

CEPTHOUKAT AHAJIM3A Crpannua 1 u3 1

METHIIPE/] OPHOH 250 M, Jluodunnsar ans npurororienns PACTBOPA /151 BHYTPHBEHHOT0 M BHYTPHMEII eYHOT0

BEeeHHs, 250 mr/da.

Homep npoayxkra: 157528

Homep cepuut Opron: 2116560

Homep cepun: 2101164.1

Hara npouseoscraa: 07.11.2021

T'ogen no: 11/2023

Ho3uposka/akTHBHOCTE: 250 Mr

Jlekapcreennas gopma; JImodmmisar ;s npurotornerms PACTROPA JUIi BHY TPHBEHHOTO M BHY TPHMBIIETHOTO BBEICHHS
Pasmep ynakosku: 250 mr/dnakon

Tun ynakoskn: Dnakon

YenoBus xpanenus: ITpu Temneparype He Brime +25°C

Crpana nasnavenus: Poccus

TECTHI METO] TPEBOBAHHSA PE3YJIBTATHI
Ornmcanue Metoauka gpupmet Cootserctryer Cootsercreyer
Benoro wim noury Genoro msera aMopHBIA

TMOPOLIOK B IPO3PAYHOM CTEKIITHHOM (hIakoHe

BoccranosneHmsiii pacTBop, A Meroanka dupnsi Cootrercrryer Cootserctyer
Boccranosnenmsiit pacteop, B MeTtoaunka pupmel CooteercTyer Coorsetcrryer
Bpemst pactsoperms Meroauka (upas He 6onee 60 cexyna 21 cexynna
Topmunocts, MK Meroanka dupmr Coorsercreyer Cootserctyer
[MopmuanOCTH, BAKX Meroanka upami CootercTryer Coorsercreyer
BaxrephansHbie s3HI0TOKCHHLI Esp. @, He 6osee 0,17 ED/mr <0,03 ED/mr

pH Esp. ®. 7,0-8,0 7,6

Ioteps B Macce npu Bhicy mHBanHH Egp. @. He Gonee 2,0 % 0,2 %
Mexanmueckue promoyenns, HacTvupl pasmepom  Esp. @. He 6onee 6000 wactm/pnakon 833 HaCTHLLY Qi1akoH
He Menee 10 mxm

Mexannaeckue BRIOYCHHA, 9acTHIb! pasmepom  Erp. @, He 6onee 600 yactuiy/dnaxon 3 yacTHus/ akon
HE MeHee 25 Mkm

Mexanugeckne BKIIOYEHHSA, BHIHMBIE YaCTHIb] Merozmka upms Cooteerctayer CoorsercTyer
Crepunsrocts Erp. @. Cootsercrayer Cootserctayer
Konuuectrennoe onpeaencuue (%), Metommka dupmst 95,0 % - 105,0 % 101,9 %

OT 324BJICHHOTO CO/IePKAHUS

Poxcrsennsie npumecy, METHIIIPETHU3O0I0H Metoanka dupme He Gonee 3,0 % 0,9 %
Poncrsennbie npumecH, Maxcimamuas Meromka upm He Gonee 0,2 % 0,0 %
HEeHIEHTH(HUMPOBAHHAA IIpHMecE

Poncreennsie npumec, CYMMAapHO MeTtoauka dupmer He bonee 4,0 % 1,0 %
Oanopoanocrs JI03HpOBaHKH, AV Egp. @. He Gonee 15,0 % 1,4 %

Ilnomanxa, oreevaomas 3a KOHTPOJIb KavecTsa:

Ceprudmkar coorsercranns GMP:
Tpon3soacrrennan Huensns:

Xukma, Detpana iy Puo na Mo, Ne 8, 8-A u 8-B, Depeenca PT-2705
Teppyxer CHT, [Topryranus

FO06/S1/MH/001/2020
F006/001/2016

DNeKTpoHHAA moAmHeh 28.09.2022 16:09:19 Onobpeno Ynommomouermiv oM Mapu Cegeye (Mari Seveus)

157528 21 16560 _COA 28.09.2022_16:09:59 MARISEVE

Opuon Kopropeiium TponssoncTeentas nuuensus Ne Fl MEA/2019/000732

OPHOH ®APMA

Opuonuntae 1, 02200 Denoo Terctpémunkary 8, 20360 Typky Boswrmikaty 8, Kyonuo ﬁoeﬂcyyukaxy 7, 24100 Cano
/3 65, 02101 Benoo /5425, 20101 Typxky 1w/ 1780, 70701 Kyonno

Ten. +358 10 4261 Ten. +358 10 42692 Ten. +358 10 428 611 Ten. +358 10 4261

Dakc +358 10 426 3815 Daxc +358 10 4267777 Dakc +358 10 428 6444

Opuon Kopnopeitmm, 3aperucTpHpoBanHEIi odHc H anpec MecTa Haxoxnenus: Opuonuntne 1, FI-02200 Ocenoo, Punnaumus



«CBepeHuA o BBOAE B rpaxgaHckuin odopoT B Poccuinickon ®epepayumn
neKapCcTBEHHbLIX CPEACTB MO COCTOAHUIO Ha 21.10.2022 13:29%

Opranusanus,
JlaTa BHECEHHA B IpoussoauTenb Homep Homep, nata
Toprosoe X CpeJleHHs 0 CTANHAX HopmaTHBHAA BBINYCTHBINASA B
AHC (BBINYCKANIIHA Crpana e CepHH, paspeleHHs
HaMMeHOBaHHe MPOH3BOJICTEA JOKYMEHTaIHs rpaK JIAHCKHH
PocanpaBHagsopa KOHTPOJIb) obopoT NapTHH na HJIN
Opuon Kopriopefims, QuamisHans
MeTunpea® OpHoH; (¥ nakoBMHK/(acoBmHK
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