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39179 bapneden (I'epmanus)

Tun BBIITYCKA: BB[H}-’CK Ha PBIHOK

['epmanus
Umnoprep: Peruncrpaunonnoe yrocrosepenue Ne:
Poccuiickas ®eepanus [1N012049/01
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IMpoaykr ENALAPRIL (DHAJIATIPHII) 20 TBL
Kona 547088 bank [Ipoaykr

O0muii 0d0bem
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39179 bapaeben (I'epmanus)

["epmanus

Crp.: 1/2  *B nanHom 10KyMeHTe NnocTaBleHa 3eKTPOHHAS MOAITUCE B COOTBETCTBHH CO CTMEHA
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: BuinyweH:
| CAHJ03 Cantotac ®apma MM6X

Otro-BoH-T'yepuke Annee 1
39179 BapnebeH
Fepmanus

Ten: 03 92 03/ 71-0

®ake: 03 9203/ 71-77 70
NuueHsaunAa:

DE_ST _01_MIA_2019_0008

Ccoinka: 0306200821

CEPTU®UKAT COOTBETCTBUSI

[IpoaykTr ENALAPRIL HEX (QHAJIAIIPWJI TEKCATI) 20MG 20TAB RU
Toproeoe nanvenosane  DHAJIATIPUII 'EKCAIL
Homep maTepHnaa 543768 Cepusa: KP3171
Ipoaykr ENALAPRIL (DHAJIATIPUJI) MAL N ZHHU PW C EU
Koa 544627 Axtusnas ®apm.Cybcranuns Cepus: B544779
Aapec npoH3BOAMTEIS Uaowsan Xyaxail @apmacbioTHKal

Xungiao

317024 Linhai,

Kuraii
Cepusi IPOM3BO/ICTRA! 5199-19-038
JaknoueHme:
HAaCTOAIIMM [0ITBEPAIAIO, YTO BCE IPOM3BOACTBEHHbIE ITaIbI ITOH NapThu FOTOROM MPOAYKLMM OBITH [IPOBEICHBI B
HOMHOM COOTBETCTRHM ¢ TpeGoBanuamu GMP 1 Tpedosannay GMP EC u (koraa e s EC) ¢ TpeBOBAHUANMK PEIYISTOPHBIX
OpraHOB CTPAHBI/CTPAH HA3HAUCHUA.
[1poay KT NpOMapKUpOBaH 1 YNAKOBAH B COOTBETCTBHH C HJLTT NO12049/01- 220817 W3smenenns Ne 1-2
[pousroantens AKTHBHOH (PapMaLeBTHUECKOH CyGeranunn: Yaoman Xyaxad PapMaceoTHKal Ko.. JIta.

KomMmeHnTapuu:

B npouecce NpoM3BOACTBA NPO/YKTA He ObII0 3ahHKCHPOBAHO KaKHX-TM00 OTKIOHEHHUT, KOTOpbIE MOT/IH Obl
BJIMATH Ha BBIMYCK MPOIYKTA

Boinyck cepuu / CepTudinkar co3aan: Kapuna Jllokep, ynoJHOMOYEHHOE JTHLO
Boinyck cepun / Jlata ceptudmrara / Bpems: 02.06.2020 / 14:54:34
Jlata coznauus ceprudukara / Bpems: 03.06.2020/ 06:21:52

"CAHJI03"
4
"SAWITOZ"

HAan




CAH/103

KOMIIAHHSA HOBAPTHC Buinyuen:

Camorac @apma I'MoX
Orro-son-I'vepure Anee 1
39179 bapaebden

Fepmanus

Ten: 039203/ 71-0

Make: 039203/ 71-77 70
Jluuenius:

DE ST_01_MIA_2019_0008

Ccebinka; 000000288632

CEPTH®UKAT AHAJIM3A

Hanwenopanne: ENALAPRIL HEX (QHAJIATIPHUJI FTEKCAUT) 20MG 20TAB RU
Toprosoe nanmenosaune: IHAJATIPUI TEKCAJI Homep cepun Canno3: KP3171

Homep matepnana: 543768 Cepus Baaxk 1: KJ0461
Marepunan Banxk 1: 547088

Homep KoHTpoabHOI napTun: 000408139554

Harta nponssoacrsa: 21.02.2020

Toaen no: 01,2023

HaneuaTaHHas JaTa HCTedeHus cpoka roanoctn 1: 01.2023
Moayuateas: lexcan Pocens, Poceniickan ®enepanus

McmbiTanus TexHuueckne yCIoBms Pe3ybTathl
Onucanue: CBeTn0-0paHKeBble, OBAIbHbIE,
(opraHonenTH4eckH) NBOAKOBBINYK/ble TabneTkH ¢ Oonee CooTBeTcTBYET
TeMHbIMU UK Go7ee CBET/ILIMU
BKparJeHHAMH, ¢ T1a1KOH
MOBEPXHOCTHIO. C PUCKOI W HAATIHCHIO
“EN 20" Ha 0HOIi cTOpOHE U
naceukoit noa yraom 140° (“snap-tab™)
Ha APYroi cTopoHe
Cpennsas macca 150.4-174.8mr 166.0 mr
(Epp.@ 2.9.5)
OaHOPOIHOCTE MacChl: 18/20 tabnerok He fonee + 7,5%
(Epp.® 2.9.5) 2/20 Tabnetok He Honee = 15 % CooTBeTCTBYET
PacnanaemocTs <15,00 MuH < 3 MHH
{((Epp.®2.9.1)
Coaep#aHue BObI <7% 5%
(Eep.® 2.5.12)
[ToanuHHOCTB J1017KHO COOTBETCTBOBATH CooTReTCTBYET
(B2XKX)
KonnuecTBeHHOE OMpeae/ieHHe: 18,0 21,0 mr 20,4 mr

Duananpuna maneat (BDKX)

OIIHOPOD.HOCT!: J03UpOBaHKUA
(BKX)

JI0T3KHO COOTBETCTBOBATh
Esp. ©.2.9.40

CootserctByet (n=10)

KpuTepuit npuemMnemMocTy
(BDIKX)

<15,0

4.2

Pacteopenue uepes 30 MuH
(BRXAKX)

He menee 80 % (Q)

CootsetctByert (n 1-6)

Ctp. 1 u3 3 B 1aHHOM A0KYMEHTE MOCTAB/EHA EKTPOHHAsA [OAMHCH B COOTBETCTBH

"SANDOZ"
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CAHA03
KOMITAHHSA HOBAPTHC

Ccbinka: 000000288632

CEPTHOHUKAT AHAJIU3A

Buimyuwen:

Camworac @apma FMoN
Orro-son-I'yepuke Anaee |
39179 bapaeden, IN'epmanusn
Ten: 039203/ 71-0

Make: 0392 03/71-77 70
Jlnuen3ns Ha npou3BOACTRO:
DE_ST_01_MIA_2019_0008

Haumenosanne: ENALAPRIL HEX (QHAJIATIPUJI TEKCAJL) 20MG 20TAB RU

Homep matepuana: 543768

Homep cepnn Cannos: KP3171

Hcenprranns Texunueckne yciosua PesyabTaTthi
PacTBopeHue (cpeaHee 3HaUEHHE) He menee 80 % 99 %
(B2XKX)

PacTBOopeHHe (MakcuMyM) s undopmauiu 100 %
(B2XKX)

PacTBopenie (MUHUMYM) Jns undopmanun 98 %
(B2XKX)

[Ipumecs DHananpunat <3,0% 0,1 %
(B2XKX)

[Mpumeck DHananpuia <0.5% Menee 0,1 %
AHMKETOMUMEepa3HH

(B2XKX)

EauHH4Has HeMaeHTH(HULUMPOBAHHAA <0,5% Menee 0,1 %
npumecs (BOXKX)

Cymma npumeceii (BDIKX) <5,0% 0,1 %
Mukpoduonoruyeckas YHCTOTA: Hon#Ho cooTBETCTBOBATD CooTBeTcTBYET

(Ep. @. 5.1.4)

Obuiee unca0 aIpoOHLIX
mukpooprannsmos TAMC (Eep. .
2.6.12)

He Gonee 10° KOE/r

Menee 10 KOE/r

Ofuiee YHCI0 APOATKEBBIX H
naecHeBbix rpudoB TYMC (Esp. ®.
2.6.12)

He Gonee 10° KOE/T

Menee 10 KOE/r

Escherichia coli (Esp. ®. 2.6.13)

OtcyTcTBHE/T

OTcyTeTBYET/T

TecTnl MarepHaia

MapkupoBka u yriakoska
cootBetcTBYtOT H/I, nonarasce Ha
HCMOJIL30BAHNE MAKETOB,
YTBEPKACHHBIX JepikKarenem
perucTpalMoOHHOrO YA0CTOBEPEHUA

CooTBeTcT BYET

IMoaTeepaaenue:

Aas
cepmupuxamon




CAH/03

, . ! ‘e Buimywen:
KOMITAHHA HOBAPTHC P s —

Otro-eon-I'yepuke Anaee 1
39179 bapaeten, I'epmanns
Ten: 0392 03/ 71-0

Marc: 0392 03/71-77 70

. Jlumensna Ha NPoN3IBOACTRO:
1 000000288632 p
Caornea; 000 DE_ST_01_MIA_2019_0008

CEPTUO®HUKAT AHAJIM3A

HaumenoBanne: ENALAPRIL HEX (QHAJIAIIPHJI TEKCAJI) 20MG 20TAB RU
Homep maTepnana: 543768 Homep cepun Canpos: KP3171

[laptus cooTBeTcTBYET TecToBOll MoHorpaduu. HacTosuuuM NOATBEPkKAAETCA, 4TO  BbIlIEyKa3aHHas
uHPOpMALHS ABNSETCA MOATHHHON M TOUHOH M UTO aHATMTHYECKHE 3anicH OblLIM PACCMOTPEHBI M MPH3HAHbI
cooteercteytouiumu GMP.

[MoaTeepxaeno QC: Tomac INoaus, 3kenepT no npoueccam (LQK nach
AMWHYV)

Moareepxaeno QC Jlata/Bpema: 28.05.2020 15:18:14

Beinyck cepun / Ceprudmkanus npopeaena: Kapuuna Jioxkep, ynoJaHoMo4eHHOE 1HLO

Beinyck cepun / lata ceprudukara / Bpemsn: 02.06.2020 14:54:34

Jata co3nanus ceprudurata / Bpems: 03.06.2020 06:24:04
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