SrioN

CEPTUOUKAT AHAJIM3A

OJIYTAMU 250 MT' TABJIETKH 84 TABJI.

HoMmep npoaykra:
Homep cepun Opron:
Jlata npousBoacTea:
Tojen jo:

J103MPOBKA/aKTHBHOCTS!

JlekapcreeHHas GopMa:
Pasmep ynakoBku:

Tun ynakosku:
VeIIoBHS XpaHeH!s:
CTpaHa HazHa4YeHUA:

109307
2030022
24.09.2020
09.2023

250 mr
Tabnerkn
84 tabnerku
bimcrep
+15..25°%C
Poccus

Crpannua 1 n3 2

TECTBI METOA TPEBOBAHHWA PE3YJIbTATBI
ger 113206-1 CBETI0-KEITBIN CBETII0-KeNThIH
Dopma 113206-1 Kpyriias JBOAKOBBITIYKIAsA Kpyrias IBOAKOBLITYKI1As
Pucka 113206-1 Her HET
Kon 113206-1 HeT HeT
[TokpwiTHE 113206-1 HeT HeT
Pacrianaemocts 113227-1 He Dostee 15 MuH 6 MUH
Cpennss macca 113207-1 632 M — 698 mr 664 Mmr
Pactopenue 30 munyT, Q=75% 107379-2 COOTBETCTBYET S1 cooTBeTcTBYET S|
(hapm. CLIA u Epp. dapm.) (Papm. CHIA u Esp. ®apm.)
COOTBETCTRYET S2
(Papm. CIIIA n Esp. ®apm.)
COOTBETCTBYET 83
(Papm. CIIA u Ep. dapm.)
Pactsopenue, cpeaHee sHadenne, Q=75% 107379-2 91 %
OIHOPOIHOCTE MACCHI 113207-1 Egrp. ®apw. Egp. Mapm.
[MToamHHOCTS, (ayTaMul 107381-3 TTOJIOKHTETHEHO MOJOKUTETLHO
Poncreennsie npumec, Ipumecs B 107381-3 He Oonee 0.2 % <0.1 %
N-(4-nurpo-3-(rpudropmernin)ennn)-
aueraMi
Poncreennsie npumeck, Tlpumecs C 107381-3 ne donee 0.3 % <0,1 %
N-(4-uutpo-3-(TpudTropmeTiijheHu)-
TpONaHaMmL
Poncreennbic npumecu, [pumecs A 107381-3 He dosee 0.2 % <0,1 %
4-HuTpo-3-(TpUdTOPMETHI )-AHHIUH
PoicTBeHHBIE NPUMECH, IpYTas eJIMHHYHAS 107381-3 te donee 0.2 %o <0.1 %
PozcTBentble mpuMecH, Cy MMapHo 107381-3 He 6onee 0.5 % <0.1 %
KonuuecTBeHHoe onpeenenue, Gayramu 107381-3 238 mr/rab. — 262 Mr/Tad. 249 mr/Tab.
OaHOPOAHOCTEL 103WPOBAHUS, YCII. €]l 122298-1 COOTBETCTRBYCT TPEDOBAHUIM COOTBETCTBYET TpeOOBAHUAM
®apm. CIIA u Esp. Dapm. dapm. CLUA u Esp. Papm.
OHOPOAHOCTE LO3UPOBAHKS, IPHEMIL. 3HAY. 122268-1 He Gounee 15.0 1.8
O6uiee uncao a’podHbBIX MUKPOOPraHU3MOB 114678-1 He donee 1000 /1 <100 /r
OOiuee 4MCI0 APOKIKEBBIX U MIIECHEBBIX 114678-1 He donee 100 /v <10 /r
rpubos
Escherichia coli 114678-1 OTCYTCTBYET B | T OTCYTCTBYET B | T
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Opnon Kopriopeiiun

OPUOH ®APMA

OpuonunTue 1, 02200 Ienoo
n/a 65, 02101 Denoo

Ten. +338 10 4261

Makc +358 10 426 3815

Tercrpémunkary 8, 20360 Typky
n/a 425, 20101 Typky
Ten. +358 10 42692
Makc +358 104267777

[TponseoacreenHas nnuensusa Ne FIMEA/2019/000732

Boaetrikary 8, Kyonmo
n/a 1780, 70701 Kvonuno
Ten. +358 10428 611

Dakc +358 10 428 6444

f/'locucyyuxa'ly 7, 24100 Cano

Ten. +358 10 4261

Opuon KoprniopeiiiH, 3aperncTpupoBanHblii e 1 anpec MecTa HaxosacHus: OpronnHtie 1, FI-02200 Denoo, Gunisnns



CEPTHO®HUKAT AHAJIU3A Crpanuua 2 u3 2
6 RION

G®IITYTAMU/ 250 MTI' TABJIETKH 84 TABJL.

Homep npojykra: 109307
Homep cepun Opuon: 2030022

Opuon Kopriope#urs, 3asoi B denoo,
Opuonunrue 1 FI-02200 Denoo
FIMEA/2020/001590
FIMEA/2019/000732

".'IOIIHU.]K'EI, OTBEHAKIIAA 34 KOHTPOJIb KA4YecTBAa:

Ceprudukat cooteercreus GMP:
IpousBoacTBeHHAS THLEH3HS:

DIIEKTPOHHAA TOITMHCH 03.12.2020 11:06:23 Onobpeno YnoawomodeHnsiv oM Kartu Pucro (Kati Risto)

KoppexTHocTh neperoja yioctosepsio:

Jlyroeckas E.A.,
Menejxep o kavecTsy u papmaxonaazopy Q00 «Opuon dapmar

109307_2030022_COA 03.12.2020_11:06:34 KATIRIST

Opuon Kopnopefin [TponssoacTeenHas auuensus Ne FIMEA/2019/000732

OPHOH ®APMA

OpuonunTie 1, 02200 Denoo Tercrpémunkary 8, 20360 Typxy Bonermikary 8, Kvomio ﬁ(}CI{C)')’HKa'I'}' 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 10 4261

Daxc +358 10 426 3815 Daxc +358 10 4267777 Dakc +358 10428 6444

OproH Kopropefim, 3aperucTpupoBaHHbIi oie i aapec MecTa HaxomIeHH: Opuonuntie 1, FI-02200 Dcnoo, OuuisHang



6 - CEPTU®UKAT COOTBETCTBHS Crpanuua 1 u3 |
RION

OIYTAMU 250 MI' TABJIETKH 84 TABJL.

Homep npoaykra: 109307
Howmep cepun Opuon: 2030022
Jlata npousBoACTBA: 24.09.2020
lNoaeH 1o: 09.2023
Jlo3HpOBKa/aKTHBHOCTD: 250 mMr
JlekapcTBenHas (opma: TabneTrn
Pazmep yIiakoBKH: 84 TabrneTkn
Twn ynakosku: bamerep
VeioBus XpaneHus: +15.25°C
CTpaHa Ha3HaYeHHs: Poccus
Homep perucTpanmoHHOro Y/10CTOBEPEHUS ITNO15647/01

Howmep poccuiickoit HII: TTNO15647/01-061217, M3m. Ne 1-3

ITpousBoacTBeHHAR NIOWALAKA: Opuon Kopriope#is, 3aBoz B Typky,
Tenrcrpémunkary 8 20360 Typky

Ceprudurat coorBeTcTBUA GMP: 004580/06.08.02.00/2017

ITpon3BoAcTBEHHAR JHLEH3NA: FIMEA/2019/000732

Tnomwanka, 0CyiecTBAAOMIAS YNAKOBKY: Opuon Kopropeiius, 3aBox 8 Cao,
Hoencyynkary 7 FI-24100 Caio

Ceprudurar coorsercteus GMP: 001894/06.08.02.00/2015

TMpousBoacTBeHHAR JHLIEHIUA: FIMEA/2019/000732

CyGetanuns (ADH): Dayramui

Homep cepun AOH: 2016141

Haumenosaunue npouseoautens AOU: @epmuon O, Opuonunkary 2. FI-10900 Xanko. @unisains

”aCTOﬂl[]HM A NOATBCPKIAdK, HTO BCC MPOU3BOJACTBCHHBIC CTAIWH ,?i&lHHOi:i CEPHH TOTOBOIO TIPOAYKTA Ghl,’[M BbI[TOJIHEHLI B MMOJIHOM
COOTBETCTBHH C 1'p€6033HHﬂMH Ha l1eKalei HpUV!BBDJlCTBﬁHHOﬁ TNPaKTHKH (GMP) W B COOTBCTCTBHH C Tpt?ﬁOBaHHHMH pPErucTpallmoHHOro
JHOCLC CTPAHbI-HA3HAYCHHA.

DIIEKTPOHHAA NOANHCE 03.12.2020 11:06:23 Opobpeno YnoanoModeHusiM oM Katu Pucto (Kati Risto)

KoppeKTHOCTh MepeBo/ia Y10CTOBEPSH):
Jlyroeekas E.A.,
Menemkep no kadecTBy U papmarkonaazopy OO0 «Opuon ®@apmar

109307_2030022_COC_03.12.2020_11:06:44_KATIRIST

Opuon Kopriopeix [ponssoiacTeennad auuensus Ne FIMEA/2019/000732

OPHOH ®APMA

Opuonnntue 1, 02200 Denoo Tercrpémunkary 8, 20360 Typky BoabrTikary 8, Kyvonno Hoencyynkary 7, 24100 Cano
n/s 63, 02101 3enoo n/a 425, 20101 Typky /s 1780, 70701 Kyonuno

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

Daxc +358 10 426 3815 Dhaxc +358 104267777 akc +358 10 428 6444

Opuon Kopnopeiiwn, saperncrpuposanibiii oduc u anpec Mecrta HaxosaeHua: Opuonuntie 1, FI1-02200 Dcnoo, OuuisHang



«CBeleHns 0 BBOAE B rPaXAaHCKMii 060poT B POCCUItCKON depepaunn

CpeacTB Mo COCToAHUIO Ha 17.12.2020 17:33»

NeKapCTBEeHHbLIX

Opranuzanus,
Jlara BHecenns B - Ilpon3soanrenn Homep Homep, nara
s T'oprosoe 2 5 - Hopmarusnas BbINYCTHBLIAS B
AHC (BLIMyCKAKO MM Crpana CBejiennsi 0 cTaguax NPoOH3IBOACTBA N CepHH, paspeleHust
N ) HAHMEHOBAHHE JOKYMeHTALHs IPAXKIAHCKHIT
Pocanpasnamsopa KOHTPOJIb) NAPTHH Ha HIIIT
obopor
Opuon Kopnopeitms, ®unisnjms

D AR (¥ nakosmpx/acopumk (B nepsuunyio [T NO15647/01-061217; Ham.

._.mmv: ,n._ z::m.é e 2| Opson ynakosky)); Opron Kopnopeiium, Nel k ITNO15647/01-061217; 000 "Opros
17.12.2020 = ) P DUHNSAHAMA Dunnsupms (Y nakoBuyk/(acosmmk Ham. Ne2 x I1 P 2030022

., baucreps (4),
MAYKH KAPTOHHBIE

Kopriopeiimn

(BTOpHuHasi/TpeTHUHAS YIIAKOBKA));
Opuon Kopriopeitus, ®unnsgiaus
(IpousBopurens (rotosoii JId))

NO15647/01-061217; Ham.
Ne3 k I1 NO15647/01-061217

Dapma”




