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Otro-BoH-I'yepuke-Aniee 1

39179 bapneben (I'epmanust)

['epmanus

CAJIIOTAC ®APMA I'MBX  Jlnuensus:DE ST 01 MIA 2019 0008
Orro-Bon-I'yepuxe-Anee |

39179 bapneben (I'epmanus)

["'epManus

CAJIIOTAC ®APMA I'MBX  Jluuensus:DE ST 01 _MIA 2019 0008
Otro-BoH-I"yepuxe-Aiiee 1

39179 bapaeben (I'epmanus)

['epmanust

Tun Bbmycka: Bpinyck Ha pIHOK

Hmnoprep: Perucrpaunonnoe yaocrosepenue No:
Poccuiickas Deneparns ITNO012049/01

CocraB:

IIpoaykr ENALAPRIL (OHAJIAITPMJI) 10 TBL

Kon 547087  bank ITpoaykr

Oomuii 00bem 3310127 wr. Cepusi: KM9159

A/lpec NpPOH3BOAUTEIA

CAJTIOTAC ®DAPMA I'MBX Jnuensun:DE ST 01 MIA 2019 0008
Otro-BoH-I yepuke-Annee |

39179 bapneben (I'epmanus)

['epmaHnust

Ctp. 1/3 B nanHOM 10KyMeHTe MocTaBleHa YeKTPOHHAsA MOAMHCH B COOTBETCTBHM €O cTaHaapTom Canaos

AN 1
"SANDOZ"
%\ cepn r::f))i):n.'r.n'u«




A Novartis Boinyuwen:
SANDOZ Division CantoTtac ®@apma M'meX

OTro-BOH-lyepuke Annee 1
39179 BapnebeH
FepmaHmA
Ten: 0392 03/71-0
Pakc: 03 92 03/ 71-77 70
Nuuenans:

DE_ST_01_MIA_2019_0008
Ccoinka: 0807200716

CEPTUD®HUKAT COOTBETCTBUS

MpoaykTr ENALAPRIL HEX (QHAJIAIIPWUJI TEKCAJT) 10MG 20TAB RU
Toprosoe nanmenosanue  DHAJIATIPUII TEKCAJI

Homep matepnagia 543763 Cepusa: KS0763
IIpoaykr ENALAPRIL (DHAJIAITIPAUJI) MAL N ZHHU PW C EU

Kon 544627 Axtupnas ®apm.CyOcranuus Cepun: B544

Anapec npoH3BOAHTE/IS Yaooran Xyaxait GapmacbroTHKaN
Xungiao
317024 Linhai,
Kurait

Cepusi IPOU3BOACTBAS 5199-19-039

3aknwueHune:

HacTosum NoATBEp:KIaI0. 9TO BCE TPOM3BOICTBEHHBIE HTATbI YTOMH NAPTHH FOTOBOH MPOAYKIIHK ObiZIM POBE
MOMHOM COOTBETCTBHH ¢ Tpedosanusymu GMP u tpedosanmsn GMP EC u (koraa ue B EC) ¢ TpeGOBaHMAMM PErYASTOPHBIX
OpraHoB CTPAHBI/CTPAH HAZHAYCHMUS.

[poyKT NPOMAPKHPOBAH U yrakoBaH B cooteTeTsiu ¢ HILTT NO12049/01- 220817 U3menenus No 1-2

[MpouzpoauTeas AktuHoii Gapmauesrudeckoii Cybetanumm: Yuoussn Xyaxait Papmacsrotikai Ko.. JITL.

Ynakopka:

IMo 10 raaetok B GAKCTEPE M3 ATIOMUHHI/atOMUHHEBON Gonbri.1.2.3.4 uan 5 6aucTepos ByecTe ¢ HHCTPYKLMEH no
MpUMeHcHMIo B kapToHHoit mavke. [Tpuvesanne: C Uenbio KOHTPOIA NEPBOTO BCKPHITHA € JBYX CTOPOH KAPTOHHOI Mnatiku
0N CKAETCS HAIMYHE NPO3PAUHBIX HAKIIEEK.

Mapknposka:

Ha nepeuuHoii ynakoske (0McTEpPe) HA PYCCKOM A3bIKE YKA3bIBAIOT!

Toprosoe HauMeHOBAHME TIPENIAPATA, HAMMEHOBAHME JSHCTRYIOUIErO BELIECTBA. ICKAPCTBEHHYIO (POPMY. 103HPOBKY.
HAWMEHOBAHHUE, CTPAHY M JIOTOTHIT JIePiKaTENd PETHCTPALIMOHHOTO YA0CTOBEPEHHA. HOMED CEPHH M CPOK MOIHOCTH (rOeH
210).

Ha BTOpHUHOH yNaKOBKE(KAPTOHHOM! MAa4YKe) Ha PYCCKOM SI3BIKE YKA3BIBAKOIT.

Toprosoe HanMeHOBAHHUE NPENapaTa, MeKIYHAPOAHOE HENATEHTOBAHHOE HANMEHOBAHHE, IEKAPCTBCHHYIO (hopmy.
J103MPOBKY. KOMHUECTBO Ta0IETOK B YIIAKOBKE, «MHIUGMTOP aHIMOTEH3HHNIPEBpaLaloiero (epmentar, «BHumatenbHo
npounTaiiTe MPUIATACMYIO MHCTPYKLMIO epel IPHEMOM MpenapaTa.». HAMMEHOBAHKE U COAepKaHHe AeHCTBYOLEro
BelllecTRa B 0/1HOM TabneTke. «[lpenapar coaepAuT TaKTO3bl MOHOTHIAPAT.». YCIOBMS XpaHeHHs. « XPaHHTh B
HEJ0CTYIMHOM A5 JeTeH MecTe. ». crnocod npuMenenns («/11s npuema BHYTPb.»). HOMEP PErHeTpaluHoHHOTO
V10CTOBEPEHHS. YCIOBMSL OTIYCKA, HAMMEHOBAHWE H CTPAHY MPOH3IBOANTENS, HAUMEHOBAHUE, alPEC U JIOTOTHIT ACPHATEH
PErHCTPALMOHHOIO YIOCTOBEPEHUA, HOMED CEPUM. ATy MPOH3IROICTBA. CPOK TOAHOCTH (FOICH J10). WTPUN-KO,
BHYTPEHHHE KO/IbI KOMITAHUH NPOH3BOANTETS. JIONOTHUTENLHO MOKET ObITh HaHECEHa HH(OPMALINA 1118 MOHUTOPHHIA
JABMACCHHS TEKAPCTBEHHBIX [PENApaToR 0T NPOU3BOINTENA 10 KOHEUHOTO NOTPEOHTE N,

KommenTapun:
B npolecce MpoM3BOACTEA 1 YIIAKOBKH NPOAYKTa He Ob110 3aMKCHPOBAHO KAKUX-ITHDO0 OTKIOHEHHH, KOTOpBIE
MOTH Obl BIMSATH HA BBIMYCK NPOAYyKTa

Ctp. 2/3 B 1aHHOM A0KYMEHTE NOCTAB/IEHA 3/IEKTPOHHAA MOAMKCKL B COOTBETCTBUM €O cTaH1apToM Canio3




SANDOZ ;!:::"

Division Cantorac ®apma MM6X
OTro-BoH-lyepuke Annee 1
39179 BapnebeH
Fepmanua
Ten: 03 92 03/ 71-0
®akc: 03 92 03/ 71-77 70
NuueHaunsn:
DE_ST_01_MIA_2019_0008

Ccbinka: 0807200716

CEPTHOHKAT COOTBETCTBUA

Ipoaykr ENALAPRIL HEX (DHAJIATTPMJI TEKCAJT) 10MG 20TAB RU
Toprosoe naumenosaune  DHAJIAIIPUII TEKCAJI

Homep matepuana 543763 Cepua: KS0763
Beinyck cepuu / CepTudurar cozgan Kapuxa [lrokep, ynoJaHOMOUEHHOE JTHL0

Beinyck cepun / laTa ceprudmrara / Bpems 06.07.2020 /11:48:27

Jdara cozpanus ceprudurara / Bpems 08.07.2020 /05:16:57

CTp. 3/3 B nanHom AOKYMEHTE [10CTaBJIeHa 2JIEKTPOHHAA NOAMHUCE B COOTBETCTBHH CO CTAHJAPTOM Cannos



SANDOZ 5

Ccoinka: 000000294263

Brinyuien:

CamwoTtac ®apma 'mo6X
Orro-Bou-I'vepure Amiee 1
39179 bapaeden

I'epmannn

Tea: 039203/ 71-0

Marce: 039203/ 71-77 70
Juueninn:
DE_ST_01_MIA_2019_0008

CEPTH®HUKAT AHAJIU3A

Hanmenosanune: ENALAPRIL HEX (9HAJIATIPWJI TEKCAJT) 10MG 20TAB RU
Toproeoe HaunmenoBanune: JHAJIAIIPUJ TEKCAJT

Homep maTepnana: 543763
Martepuan Baak 1: 547087

Homep konTpoabHoil naprun: 000408160624

Hdata npounssoncrsa: 08.05.2020

HaneuyaTtannan nata HereveHus cpoka roavocru 1: 04.2023
[Monyuarens: I'ekcan Poccusi, Poceniickas @eaepauns

Cepusa Cannos: KS0763

Cepust baak 1: KM9159

Nonen no: 04.2023

HcnbiTanus TexHuyeckue veaoBus Pe3ynbTarhl
Onucanue: KpacHo-kopHUYHeBbIe, OBabHbIE,
(opraHonenTHYeCcKHii) JABOSKOBbINYK/Ible TabneTku ¢ bosee CooTtBeTcTBYET
TEMHBIMU MM D0Nee CBETIBIMH
BKPAreHHAMH, C [J1aakoH
MOBEPXHOCTBIO, € PUCKOIT M HAANMUCHIO
“EN 10" Ha o1HO#i cTOpOHE H
Haceukoit noa yriaom 140° (“snap-tab™)
Ha Apyroii cTopoHe
Cpeamsin Macca 153,8-178.8 mr 170.4 mr
(EBp.® 2.9.5)
O1HOPOIHOCTb Macchl: 18/20 He Gonee = 7,5%
(Ep.® 2.9.5) 2/20 He Gonee = 15 % CooTBeTCTBYET
PacnanaemocTsb <15,00 Mmun < 3 MHH
((Erp.@2.9.1)
CoaepzaHue BOIbI <7% 5%
(Epp.® 2.5.12)
[ToanuHHOCTS JlonxkHo cooTBETCTBOBATh CootseTcTByET
(B2AX)
KonuyecTBeHHOE onpeaeneHue: 9,0 -10,5 mr 10,1 mr

DHananpuna Masear (B2XX)

OﬂHOpOﬂHOCTb A03MpOoBaHNnA

(B2KX)

JIOI:KHO COOTBETCTBOBATH

Esp. 1.2.9.40

CooreeTrcTBYET (n=10)

Kpurepuii npuemaemoctu

(BOXKX)

<15,0

2,7

PacteopeHnue uepes 30 muH
(B2XKX)

He menee 80 % (Q)

CoorsetcTByeT (n 1-6)

CTp. 1 u33 B naHHoM JOKYMEHTE MOCTABJIEHA 3JIEKTPOHHAS MOANUCH B COOTBETCTBUH CO ¢




A Novartis
Division

SANDOZ

Ccbinka: 000000294263

CEPTUOUKAT AHAJIU3A

Bomymen:

Camorac ®apva ['MoX
Otro-ou-I'yepure Amnee |
39179 bapaetien

lepmanunn

Ten: 039203/ 71-0

Marce: 039203/ 71-77 70
JIuueninn:
DE_ST_01_MIA_2019_0008

Haumenosanue: ENALAPRIL HEX (DHAJIATIPUJTI TEKCAIT) 10MG 20TAB RU

Homep matepuana: 543763

Cepus Cannos: KS0763

HcenpiTanus Texnnueckne ycjioBus PesyinbTaThbl
PactBopeHue (cpenHee 3HaueHHe) He menee 80 % 101 %
(BRXKX)

PactBopenue (MakcHMyM) Has uudopmaunu 101 %
(B2XKX)

PactBopeHue (MHHHMYM) Hna nudopmauun 99 %
(B2XX)

[Mpumeck DHananpunar <3.0% 0,1 %
(BOXKX)

[Tpumecs DHananpua <0,5% <0,1 %
NHKETOMHMepPa3uH

(B2XKX)

EnuHuyHasn HenaeHTuduumpopantas | < 0,5 % <0,1%
npuMech (BOXKX)

Cymma npumeceii (B2XKX) = 3.0% 0.1 %
MukpoOuonornueckas yucTora: JloN#HO COOTBETCTROBATD CooteetcTByeT

(EBp. ®.5.1.4)

O6uee uncio aspoOHbIX
mukpoopranuzmos TAMC (Esp. @.
2.6.12)

He Gonee 10 KOE/T

Menee 10 KOE/r

Of1uee yHuCa0 APOKIKEBBIX U
naecHeBblX rpubos TYMC (Egp. @.
2.6.12)

He Gonee 10° KOE/r

Menee 10 KOE/r

Escherichia coli (Eep. @. 2.6.13)

OrcyreTBHE/T

OrcyTeTBYeT/T

TecThl MaTepuana

MapkupoBKka 1 yNakoBka
coorsetcTBYtOT HJI, nonarasck Ha
HCIOJb30BaAHHE MAKETOB,
YTBEPAICHHBIX AepKaTEIEM
PErucTPaLMOHHOTO YIOCTOBEPEHHS

CoorsetcTByeT

[ToaTBepikaenue:

CTp. 2u33 B nanHom JOKYMEHTE TOCTaBJICHA 3JICKTPOHHAs MOANMKUCEL B COOTBETCTBHM CO

"CAHII03"

HﬂﬂpTO{N@?‘lHHOB

"SANDOZ"
Aas

cepmupuxamoa




SANDOZ: 5"
Division

Ccbinka: 000000294263

Buinyuien:

Camorac Dapma ['mGX
Otro-son-I'vepure Annee 1
39179 bapaeben

I'epmannsn

Ten: 0392 03/71-0

Pake: 039203/ 71-77 70
Juunensnn:
DE_ST_01_MIA_2019_0008

CEPTU®UKAT AHAJIM3A

Haumenosanue: ENALAPRIL HEX (SHAJIATIPWUJI TEKCAJT) 10MG 20TAB RU

Howmep marepuana: 543763

Cepua Cannos: KS0763

[TapTus cOOTBETCTBYET TECTOBON MOHOIpa K. HacToALMM OATBEPKAAETCS, YTO BhllLCYKa3aHHas HH(OpMALns
ABASETCH NOUTMHHON W TOUHOI M UTO QHATMTHUECKHE 3arUcK ObITN PACcCMOTPEHB] H TPU3HAHBI COOTBETCTBY MMM GMP.

Moarsepxaeno QC
Moarsepxaeno QC Jata/Bpems

Bbinyck cepun
Buinyck cepun / JlaTa ceprudukara / Bpemsn

Mara co3nanus cepTudurara / Bpems

Tomac IN'ona, 3kenept no npoueccam (LQK nach
AMWHYV)
26.06.2020 07:10:04

Kapuna Jloxep, ynonHoMoueHHoe JTHLO
06.07.2020 11:48:27

07.07.2020 12:27:24




