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SANDOZ "

Ccbinka: 2107201423

BoinyweH:

CaniwoTac ®apma MmoX
OTTo-BOH-Iyepuke Annee 1
39179 BapnebeH

Fepmarnsa

Ten: 03 92 03/71-0

dakc: 03 92 03/71-77 70
NuueHans:
DE_ST_01_MIA_2019_0008

CEPTU®UKAT COOTBETCTBHUA

IMpoaykr

Toprosoe HaHMeHOBAaHHE
Jlo3upoBKAa

®opma 103HPOBKH
YnakoBka

O0LeM YIAKOBKH

Kon

Cepust Cannos

JlaTa npou3BOJACTBA
CpoK roaHocTu

Alpec NPOH3BOIUTE/ISA

Boinyckaomuii cair:

TecTupyrommii caiir:

Crtpana umnoprep:
Poccuiickas ®enepanus

CAPTOPRIL(KAIITOITPUIDSDZ 25MG 40TAB RU
KAIITOITPHUIJI CAHOO3

25 Mr

TaOnerku

bnucrep

4 6nuctepoB x 10 TabeTok

44034709 Tun Boinycka: BolycK Ha pbIHOK
KS5685

13.03.2020 Jara Beinycka: 21.07.2020
28.02.2023 Koan4dectBo: 46930 yr.
CAJIIOTAC ®APMA I'MbX  Jluunensus:DE_ST_01_MIA_2019_0008
Otro-BoH-I'yepuxe-Aiee 1

39179 bapaeben (I'epmanus)

['epmanus

CAMIOTAC ®APMA I'MBX  Jlnuensus:DE_ST_01_MIA_2019_0008
Otto-BoH-I"yvepuke-Aniee 1

39179 Bapaeden (I'epmanus)

["'epmanus

CAJIIOTAC ®APMA I'MBX  Jlnuensus:DE_ST_01_MIA_2019_0008
Otro-BoH-I'yepuke-Annee 1

39179 bapnebeH (I'epmanus)

['epmanus

Perucrpaunontoe y10cToBepeHue:

[TNO11001

O6muii 00bem
Aapec npoH3BOAHTE/ISA

CocraBb:
Ilpoaykr KAIITOITPWUJI TAB 25MI" DE21 EU
Kon 501374 bank [poxyxT

1930503 1. Cepusi: KK8301

CAJIIOTAC ®APMA I'MbX  Jlnuensus:DE_ST_01_MIA_2019_0008
Orro-soH-I yepuke-Aiee |

39179 bapneben (I'epmanus)

['epmaHus

Crp.: 173 *B 1aHHOM JOKYMEHTE

"SANDOZ"
Haz

cepmudukaman /%




A Novartis BoinyLe:
SANDOZ Division CaniwoTac dapma MmEX
OtTo-soH-yepuke Annee 1
39179 bapnebeH
Fepmannsa
Ten: 03 82 03/71-0
®akc: 03 92 03/71-77 70

; NuueHaus:
Cebinka: 2107201423 DE ST 01_MIA 2018 0008

CEPTU®UKAT COOTBETCTBUA

Ipoaykr CAPTOPRIL(KAIITOITPHJT) SDZ 25MG 40TAB RU
Topropoe HaumeHopaune  KAIITOIIPHUJI CAHJIO3
Homep maTtepuaJia 44034709 Cepus Cannos: KS5685
Cocras:
IpoaykTr CAPTOPRIL(KAIITOITPHUII) N ZHHU PW C EU
Kox 500035 Axr.@apm. cybctanuns Cepusi: B524078
Apec npou3BOANTE/IS Yaooussan Xyaxaii PapmacbiOTHKA
Xungqiao
317024 Linhai
China
Cepust npousBoacTsa: 5102-18-053
3akmouenne:

HacTosumM noATRepK K0, YTO BCE MPOUIBOACTBEHHBIE ITAlbl ITOH NApTHKH rOTOBOM NMPOAYKUMKM ObLIK IPOBEAEHD] B MTOTHOM
cooTBeTcTBUH ¢ Tpebosannamu GMP u tpeGosanusym GMP EC u (koraa ne B EC) ¢ TpeGoBaHHsMH peryISTOpHBIX OpPraHoB
CTPaHBI/CTPaH HA3HAYEHMS,

[MpoayKT NPOMApKHPOBAH M YIIAKOBAH B COOTBETCTBHM ¢ HOPMATHBHBIM JA0KYMenToM [T NOT1001-081018 u3m. |

[Mpoussoautens AxtusHoil ®apy.CyOeranumnn Ysnonszan Xyaxai @apmackiotikan Ko Jlta

Ynakosxa:

Mo 10 tabnerok B Gumcrep us [BX/Al wan TT/AL ponbru.

o 1.2.3. 4.5 umm 10 61McTepoB BMeCTE ¢ MHCTPYKUMEH 110 MPHUMEHEHHUIO B KAPTOHHYIO NAUKY,

[MpumMedanue: ¢ UCbI0 KOHTPOJS MEPBOTO BCKPBITHA € JBYX CTOPOH KAPTOHHOI MaukM J0MycKaeTcs HAlMUME [1PO3pauHbIX
HAKJIEEK.

MapkHpoBKa:

Ha nepBuunoit ynakoske (01McTepe) Ha PYCCKOM SI3bIKE VKA3BIBAIOT: TOPrOBOE HAMMEHOBAHME TIPENAPATA C NPEAY IPEANTENLHOI
MApKHUPOBKOH B, JIekapcTBEHHYIO (POPMY. T03MPOBKY, HAMMEHOBAHWE H JIOTOTHIT AP/KATENA PErHCTPALHOHHOTO VA0CTOBEPEHHA,
HOMEP CCPHHM. CPOK FOAHOCTH (TOJEH J10). BO3MOKHO HAJIMYME BHY TPEHHUX KOIOB KOMIAHUU-TIPOUIBOJAMTENS.

Ha propuunoii ynakoBke (KapToHHOH nauke) HAa PYCCKOM A3bIKe YKA3BIBAIOT: TOProBOE HAMMEHOBAHHME Tpenapata c
npeay npenTeNbHOH MapKHPOBKOI ®. MEKIYHAPOAHOE HEMATEHTOBAHHOE HAMMEHOBAHHE, JICKAPCTBCHHYIO (DOPMY. J03HPOBKY.
KOMUeCTBO TabACTOK B YNAKOBKe, «BHUMaTEIbHO NPOUNTANTE NMPHIATAEMYI0 HHCTPYKUMIO MEpel MPUEMOM Mpenapata.»,
COAEP/KAHHE KaNTONPUIIA U TAKTO3bl MOHOrKApaTa B | Tabaerke (Mr). veaoBHs XpaHeHHs. «XPAHUTE B HEJOCTYIHOM /U1 JeTei
MecTe . Cnocod NMPUMEHEHHS. HOMEP PErHCTPALMOHHOTO YIOCTOBEPEHHA. VCIOBHS OTIYCKA. HAMMEHOBAHHE. a1pec. CTpaHy
JOTOTHI JIGPHATENS PErUCTPALHOHHOIO Y I0CTOBEPCHHSA, HAUMEHOBAHWE H CTPAHY KOMMAHWH-NPOM3BOIMTE NS, HOMEP CEPHM. J1ATY
[POM3BOACTBA, CPOK FOAHOCTH (FOJEH J10). WITPHX-KOL. BHYTPEHHHE KO1bl KOMMIAHHH-NPOH3BOAMTENA. JLONOTHHTEILHO BOBMOMKHO
HaHeCeHHe HH(POPMALMK 19 MOHHTOPHHTA JIBHKEHHS JEKAPCTBEHHBIX [IPENApaToB OT MPOMIBOAMTENS 10 KOHEUHOIO
notpedurens.

Ycnosus xpanenus: [1pu temneparype ne soie 23°C,

Crp.: 2/3 *B 1aHHOM 10KyMEHTE MOCTaB/EHa IEKTPOHHAS MOAMHCH B COOTBETCTBHHU CO CTaH

"SANDOZ"

das
CepMuUPULLm e




A Novartis BbinyLUeH:
SANDOZ Division Cantotac ®apma mMEX
OTTo-BOH-'yepuke Annee 1
39179 bapnebeH
epmaHus
Ten: 03 92 03/71-0
dakc: 03 92 03/71-77 70

Cc 12107201423 fNnueHsaus:
eenee DE_ST_01_MIA_201 90008

CEPTU®UKAT COOTBETCTBU

IpoaykT CAPTOPRIL(KAITTOITPHJI) SDZ 25MG 40TAB RU

ToproBoe HAaMMeHOBAHHE KATITOITPUIT CAHO3

Homep maTepua.ia 44034709 Cepus Canpgo3: KS5685
KommenTapuu:

B npouecce MPoM3BOACTBA 1 YNAKOBKH MPOIYKTa HE G110 32 MKCHPOBAHO KAKMX-THOO OTK/JIOHEHHH, KOTOpbIE
MOI/IM Obl BJIUATE Ha BbIMYCK MPOAYKTA

Beinyck cepun / CepTudukar cosnan Ponana [pocc, yNOTHOMOUYEHHOE JIHLO
Brinyck cepuu / Jlata ceprudurata / Bpems 21.07.2020/ 08:56:36
Jlata cosnanus ceptidurara / Bpems 21.07.2020 /12:23:11

Ctp.: 3/3 *B 1aHHOM 10KYMEHTE NOCTABIEHA H/IEKTPOHHAA MOAIHCE B COOTBETCTRIM CO cranaaptom Canaos




SANDOZ

Cebiaka: 000000296473

A Novartis
Division

Buinymen: Camorac @apma MmoX
Otto-von-Guericke-Allee 1,

39179 Barleben, Germany

Tel: +03 92 03/71-0

Mdakc: 0392 03/71-7770
JIMueH3Hs Ha NPOH3BOACTBO:

DE ST_01_MIA_2019_0008

CEPTUDUKAT AHAJIU3A

Haumenoganne: CAPTOPRIL(KANITOINPWJT) SDZ 25MG 40TAB RU
ToproBoe HAUMEHOBAHHE! KANTOMNPHUJI CAHA03

Homep matepuana: 44034709
Matrepuaa baak 1:501374
Homep KOHTPO.ILHOI MAPTHH: 000408167675

JaTa npoussoacrea: 13.

03.2020

HaneuaTaHHas AaTa ucTedeHns cpoka roanoctn 1: 02 2023
Moayuartean: Cannos Pocens, Poceniickas Mepepauus

Cepus Cannos: KS5685
Cepun baak 1: KK8301

Ioaen no;: 02.2023

UcnbiTanus TexHHYECKHE YCJIOBHSA Pe3yibTaThbl
Onucanue: Benble,  kpyripie  Tabnetkn B opme
(opraHosienTU4eckmn) UEeTHIPEXIMCTHHIKA € O/HOPOAHOM MOBEPXHOCTBIO, | COOTBETCTRYET
¢ ¢ackoii n KpecroodpasHoil puckoii Ha obenx
CTOPOHAX.
PacnazaeMoCThb: <15 muH <] MuH
(Esp.@. 2.9.1)
[ToAJIMHHOCTD J10/15KHO COOTBETCTBOBATH CooTseTcTBYET
Kanronpun (B2XX)
KonuuecTBeHHOE OlpeeeHune 24,48 mr

Kantonpun (BD¥KX)

23.75-26.25 mr

OnHOpOAHOCTL 103HPOBAHUA
(B2XKX)

Tonxko cootercrBoBath EBp.d 2.9.40

Cootserctayet (n=10)

Moka3zaTtens NpUeMIEMOCTH <15.0 4.8

(BDKX)

PacTropenue nocne 20 MuH =75 % (Q) CootsercTByeT (n 1-6)
(BDAKX)

PactropeHue ( B CpeiHeM) >75% 99 %

(BIHKX)

PacTBopeHue (MaKCHMYM) Jng nudopmannu 100 %

(B3XKX)

PacTBopeHue (MHHUMYM) Jnst uabopmalun 98 %

(BIKX)

CT]I) | u3 3. B 1aHHOM JOKYMEHTE MocTaBjieHa 3JIEKTPOHHAA NMOANKHCH B COOTBETCTBUH CO CTA




A Novartis
Division

SANDO

Boinyuten: Camtorac ®@apma I'm6X
Otto-von-Guericke-Allee 1,

39179 Barleben, Germany

Tel: +03 92 03/71-0

Makc: 03 92 03/71-77 70
Jlvuensust HA NPON3IBOACTBO:

Ceblaka: 000000296473
DE_ST_01_MIA_2019_0008

CEPTUD®UKAT AHAJIM3A

Haumenopanune: CAPTOPRIL(KATITOIMNPKJI) SDZ 25MG 40TAB RU

Homep matepunana: 44034709 Cepun Cannos: KS5685

HenbiTanus TexHH4yecKHe YCJI0BHSA PesyabTaTsl
[pumecs Kantonpuna aucyabgua: <2,0% 0,1 %
(B2XKX)
EauHnuHas HenaeHTupuumpyemas | < 0,2 % <0,1%
npumeck (BDKX)
Cymma nennentHhuuupyemex | < 0.5 % <0,1%
npumeceii( BOIKX)
CyMMa Beex npumeceit <2,5% 0,1 %
(BDXKX)
MukpoGHonoruueckas YHcToTa: JI0/1’KHO COOTBETCTBOBATD CooTBeTcTBYET
(Eep. @.5.14)
Oobwwee 4HCNO aspodueix | He Gonee 10° KOE/r < 10 KOE/r
mukpoopranusmos (Eep.@. 2.6.12)
O6uee konuyecTBo apoxckesbix MW | He Gonee 107 KOE/r <10 KOE/r
nnechesbix rpudos (Esp.@. 2.6.12)
Escherichia Coli Otcyrtersue/r OrcyTreTBYeT/T
(Erp.®@. 2.6.13)
Ynakoska: Mapkupoeka 7 ynakoska | CooTBeTcTByET
coorpercTBytor HJI onupasck Ha
MCIOb3YEMbIE VTBEPHKIEHHbIE MAKETDI
BJaaesbla pel'I/[CTpﬂL[HOHHOFO
YJI0CTOBEPEHHS
[MoaTeepxaenne:

CepHa COOTBETCTBYET TecTOBOH MoHorpadui. HacTosumm noATsepkalo, YTo NpHBEIEHHAs Bhille HHGOPMALIA
SBJIAETCA 10CTOBEPHOIT H TOUHOI M NpoaHanu3MpoBaHa B cooTsetcTBun ¢ GMP.

CTp 2 u3 3. B nanHom JAOKYMEHTE MOCTaB/I€Ha 3NIEKTPOHHAA NOANKCH B COOTBETCTBHH CO CTAHIAR

¢ 03"

"SANDOZ"
Har

cepmupukamos




SANDOZ 55"

Ccebtaka: 000000296473

Boinywen: Caasorac ®apma I'moX
Otto-von-Guericke-Allee 1,

39179 Barleben, Germany

Tel: +03 92 03/71-0

daxc: 0392 03/71-7770
JlMueH3ua Ha NPOH3BOACTBO:
DE_ST_01_MIA_2019_0008

CEPTU®UKAT AHAJIU3A

Hanmenopanne: CAPTOPRIL(KAINTOIPUIT) SDZ 25MG 40TAB RU

Homep matepuana: 44034709

Moareep:xaeno QC
Moareepxaeno QC Jdata/Bpemsn

Beinyck cepHH
Buinyck cepun / Jlata cepruduxara / Bpems

Jata cospanus ceprudmraTa / Bpems

Cepus Cannos: KS5685

Iagpuoaa Onnem, IKENEPT N0 npoueccam (LQK nach
AMWHY)
14.07.2020 06:00:41

Kapuua Jiokep, yNo1HoMOUeHHOE IO
21.07.2020 08:56:36

21.07.2020 12:23:27

"CAHIIO3"

Crp 3 u3 3. B 1aHHOM 10KyMEHTE 110CTaB/IeHA 3ICKTPOHHAA MOANUCE B COOTBETCTBHM CO CTaH/L Canio

"SANDOZ"

Han




