JEPXIIIKCITYIXBA |
AEPAKABHA CIIY)KBA 3 .}IIKAPCLICI'IX 3ACQEIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHiBCHKIHN OBJIACTI

tpocnekT Banepis JloGanoscwkoro, 51, . Knis, 03110, Ten/daxc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kog €JIPTIOV 37078774

BHCHOBOK
[Po AKICTH BBE3eHOro B Yxpainy nikapebkoro 3acoby

24.09.2018 Ne 61300/18/10

TPHIIIIOCTAJl ®C

(uadiMenypanna nikapchkoro 3acoby 3Tinno 3 peectpauiftuus NOCBiYCHHSAM)
Kancyau TBepai n1o 10 kaneyu y Ouicrepi; mo 1 OaicTepy y kapronmiit KopooIti

(dopma BrnycKy, no3YBaHHS, BHI NaKyBaHHA NiKapCbKOTo 3acoly)

Howmep peectpauiifiioro nocsinyenns UA/4648/0 1/01 erpox nii peecrpauiitnoro nocsigenns 15.08.2021

Cepis nikapcekoro sacoby Me 74068 Kinpxicrs sBesenoro aikapeskoro sacoby 104016
BupoSuux CTAJJA Apnraiimitrens AT , HiMeuauina
(naitmenysanns BHPOOHHKA NiKAPCBKOTO 3acofy, kpaina NOXOIKEHA)
Breseno s Ykpainy Houipne nixnpuemerso "CTATA-YKPATHA™ Komnanil "BEITXA
Bemi’miryurcre:xem.madxr ¢1op Gapmasepre M6X", igenr. KoA:
32110540

(HatiMenyBanus Ta koy 3a E€APIIOY 1opunnykoi ocobi abo npi3BHLLE, iM'e, 1o GaTikobi dianunof
OCOGH - niznpuesus, 1t Micne TIPOXHUBAHNS Ta peecTpauiiinnii nomep oGnikosof KapPTKH IaTHHKA
monaTkis abo cepis Ta HOMEp nacnopTa)

Ipotokon Bizyantuoro konrpomo iz 21.09.2018 3 3836/4.

3a  pesynsTaTamu ACPIKABHOTO  KOHTPOMO  BCTAHOBIGHD, IO Jikapchkuit  3aci6  BBezeno B Ykpainy 3
OOTPHMAHHSM sumor SRKORONABCTBA WOAO 3a0e3NEYCHHA AKOCT] AikapceKHX 3ac06]s.
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MEPEBO/ ¢ auraniickoro a3eika

Kontposb Kavecrsa CepTHQHKAT KavecTBa

Ipunnocraa® €, KanCyast TBEpabIE

ITpoaykr 09400011 Cepnsi! 74068-7152 Cepnn No: 74068
JaTta npoussoacTsa 102017 Cpox roanocTi: 10/2022
Kanenr:
Bapuawnr: Kourpoae CY: Yrpasna
TMokazarean Kasecren Metoabl KOBTPOARA Tpebosanna MKK Pe3yanTaThl
Omitcanne Binvansto Teepaan wkenaruloras Kancyna, pasmep 1, KPBLUCUKRAT  COOTBETCTRYET
WelTan  Hempospaunas, Kopnyc: Oenwil  nempospauusiii,
COLEPAHMOS KANCYILL MOPOIIOK 0T 571010 A0 XKEATOHATOrO
Cpeiias Macea CONePHEMOro Becosoii 378 - 418 mr 398 mr
Kancyiel
Pacnaacsocts Eep.bapy.® 2.9.1 <30 v < 2 s

Haenrsdnrkais
- AckopOunons KHCa0TA

- [Mapaterason
« Kot
= XnopieHaMiH mMancar

- NHHONIHOBBI SKCNTRIF**
- Dpsrrpoznn**
- Twrrana Anokena™*

BuyTpennnii MeTox
207 KH 1A 200 wan
217K 1A 202
217 KH 1A 707 unn
217 KH 1A 708 nan
217 KIT1A 202

86.05.13 Q

AOMREH COOTBCTCTROBATH

ADNIRCH COVTBETCTBOBATL
A0S COOTBCTCTEOBATD
ACJEBKCH COOTBCTCTECBATE

AQMKEN COOTBCTCTBOBAThL
ZIONKEN COOTBETCTBOBATE
JIOMGKEH COOTBETCTBOBATL:

COOTBETCTBYLT

COOTBETCTBYCT
COOTBETCIBYET
COOTBETCTBYCT

KoasmecTsensoe onpeaenciie
- ACKOpOHHORBAS K1CAOTA

- [ lapaueTamon
- Kodeint
- Xnopdenamyd sanear

BuyTpeninii MeTon:
940001 /GERVA naw
217 KH 1A 402

217 KH 1A 707 sinn
217K 1A T08

142.5 - 157.5 sir/xance. (95 % - 105 %}

190.0 = 210.0 mrfkane. (95 % - 105 %)
23.75 - 26.23 mr/kanc. (95 % - 105 %)
2375 —2.625 mr/kanc. (95 % - 105 %)

1508 mr/kanc,

198.9 mrfranc.
25.32 mr/kanc.
2.532 mrixanc.

ORHOPOAHOCTH JAOIHPOBAHHBIX
Qg

- ACKOPOIHOBAR KIENOTA

~ [TapaugTason

- Kotenn

- Xnophenamus manear

Bisyrpennuil meron

Becosoil

217 KH iA 707 wam
217KH 1A 708

AomaeH cooTeercTBoBaTh Enp, @apae®, 2.9.40 {pacucrio-
Becosoll Meron)

Aojken cooTeeTcTBoBaTh Esp.apm.*, 2.9.46 (pacuetiio-
BECOROL MCTOD)

AomKeH cooTeeTeTROBATL ERp.Papst.*, 2.9.40 (neTon
APAMOTD ONpeAeneHNd OAHOPOAHOCTH CONCPIKAIHA)
fpomked cooTeereToosate Cap.@apat®, 2.9.40 (veToa
NPSMOT0 ONpeagieHHs OIHOPOAHOCTI COACIKAHIIA)

couTseTcInyer, AV=1.9
COOTBETCTRYCT, AV=1.9
cooTsercrnyer, AV=47

coorpeTcTRYCT, AV=42

- Nnopdienaing mMaiear

> 70 % (0=63 %) nocne 435 Muu

[pursmecn®** BuyTpeHHHil seToA:

- 4-amniodeiion 217 KH 1A 303 <0.1% -
~ QUUAHIMHEIC, HCHCHT- 217 KH 1A 304 <0.2% o
(PRILUIPOBAHULIE

- BCCIO <1.0% T
PacTeopenye*** Bnyrpenunli sieTon

~ AckoplBisnonas KuenoTa 217 KH 1A 604 > 70 % (Q=65 %) nocne 45 aun il
- ITupaueramoen = 70 %% (Q=65 %4) szoene 45 mun .
- Kogenn = 70 % (Q=05 %) nocae 43 mim o

Mugpodnonornyecsas
spcToTat

Esp. dapu.*
2.6.12/2.6.13

Esp. rapam.* 5.1.4

* AeficTeyloniee n3ianng

*¥ IPOBEPACTCH CLIIM HET AOCTYNHLIX CePTH(IKATED Ka4eCTBa OT NPOHIBOMAITEAR Kancyn
4 IPOBEPAETCA KIGKAGR 6 Cepiis
*A¥* ipoBepAeTCA OHH PA3 B ToJL

Bumymeno: I', Caanep

Cepus npoizseacna B ceorsereann ¢ rpeforanismi GMP, cooteererever eneipnhixkanin o RLINYVIIECHEA

Jlata/ Tloanues nauannHga OTAENA KOHTPoAA Kaueersa: 24.04.2018

(noanues)

Tewpux Caanep

Papsanent, Kontposs kadecrea
¢

Kowen ceprudurara




CepTudukar Ha cepuio

(noareepkaenye cootsercTeia EMA pykosoacTsam no GMP)

MponyxT:
Crpana-nmmnoprep:

Per.cauner. Ne/ cnipaBoyHsli JOKYMEHT:

Cuna/ JieiicTBue:

Jlekapcreennas dopma:
Pasmep # THN YNAKOBKH:

No cepun (xoHeuHoro npox.):
Cepns (koHeusore npoa.):

Mara npowzsozcrea (uucno/Mecs/roa):

Cpok roaHocTH:

Ne cepunt CTAJIA (Gank):

Ne cepuy nponssoantens (Gank):
Pasaep cepun (6ank):

Y4acTok 1o npeH3BoAcTBY Ganka:

YuacTox rno ynakoeke:

YHaCTOK 1o KOHTPOJIIO KauecTRa:

Y4acTox no BLINYCKY cepHil:
YCRY

Homep ccuinkn EudraGMP:

Homep texywero ceprinhuxata HIII (GMP):

PesyapTaTil aHanusoB;
Konnuectso BbinylueHHOT npoaykun:

CPHUIITIOCTAI® C

YkpauHa

UA/4648/01/01

napaneTtamon 200 mr

acxopBuHosas kucnota 150 mr

koenn 25 Mr

xnophenaMuH mMajeat 2,5 Mr

Karncynsl TREpAbIe

10 kancyn 8 Gnucrepe, mo 1 GaxcTepy B KapToHHOI Kopolke
74068

74068-7213

11.10.2017

10/2022

74068-7152

2 000 000 xancyn

CTAJIA Apugraiimurtens AL, Cranaurrpacce 2-18,
61118 ban Punslens, lepmanisa

ML-no.: DE HE 01 MIA 2015 0064

CTAIA Apusalimurrens AlT, Cranaurrpacce 2-18,
61118 Ban ®dunsbens, lepmanus

ML-no.: DE_HE 01 _MIA_2015_0064

CTAJZIA Apunaiimurtens AlN, Ctamairrpacce 2-18,
61118 Baa @unnbens, NepManna

ML-no.: DE_HE 01_MIA 2015 0064

CTAJIA Apunaiimurrens A, Cragawrpacce 2-18,
61118 Bap @unsbens, Fepmanna

ML-no.: DE_HE 01_MIA_2015_0064

HE TIpeACTaBNeR

DE_HE_01_GMP_2016_0071

cam. cepTH(HKaT KauecTaa

104 016 ynakosok

V' [po3Bonistens() aKTHBHLIX KOMITOHEHTOB SBAAETCA HYACTLIO Aeficroyromelf  KpannhUKAUHOHHOE  pOrpaMabl
npolssoanTeneii akTHBHLIX Komnonentos CTAJIA ApunaliMutrens Al DT0 NOATBEPHKAZET, YTO ITOT NPOH3BOAHTENb{H)
COOTBETCTBYCT akTyalbHbIM pyKosoacTsam i TpeGosaruay HITIT (GMP) as npon3BoacTBa akTHBHBIX KOMIIOHEHTOB,

Hactosumy # noATBepAalo, 4TO BhIUIEYKASAHHAA WHPOPMALMS ABASETCA MOMTHHHON # Touwoii. JlaHHas napTis,
BLILICYOMAHYTOTO NPOAYKTA, Oblia H3rOTOBJIEHI, BKMOUAS YNAKOBKY (€C/I 3TO NPHMEHHMO) H KOHTPOMIL KAUECTBa Ha

BBILICYNOMAHY THIX YHACTKaX B [IOMHOM C0ooTBETCTBHH ¢ TpeGosauiamu HITTT (GMP) MecTHBIX peryiaTOPHLIX OpraHos H B
COOTBETCTBINH cneum});mamm PErHCTPALHOHHOTG CBHMACTE/ILCTBA MM Cl‘[pﬂBO‘lHUﬁ HAOKYMCHTALUNH. npDH'SB()IlC’YBO,
YNAKOBKA It KOHTPOIIL CEPHI ObiNlH PACCMOTPEHBI H IIPH3HAHLL B COOTEBETCTBHH ¢ Tpebosanitamu HIITT (GMP),

Y Brinyck Ha phIHOK Beinyck anst nocrasky
OTKAOHEHNHA B OTHOLIEHNH KAYECTBA H BLINYCKA NPOAYKTa:

V' Ortknonenuii ne NPOH3OLLIIO Ha, moGas gononsnTensHas MRgOpMaLKa, NpIiaraeTes

Komsenrapun/zameuanus:

Hara: 24.04.2018
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