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SANDOZ 5

Ccoinka: 0709201617

BbinyweH:

CanioTac ®apma MméX
OtTo-BOH-T'yepuke Annee 1
39179 bapneGen

Mepmanus

Ten: 03 92 03/71-0

®akc: 03 92 03/71-77 70
NuueHaus:
DE_ST_01_MIA_2019_0008

CEPTHO®HUKAT COOTBETCTBMUSI

IIpoaykT

TO[)FOBOE HaAHMECHOBAHHE
JlozupoBKa
JlekapcTBenunasi popma
Ynakorka

Ob6beM ynakoBKH

Kon

Cepus Canaos

JdaTa npousBoacrsa
Cpok roanoctu

Anpec NPOH3BOJAHTE A

Boinyckaromuii cair:

TecTupyromuii caiir:

Crtpana umnoprep:
Poccutickas @enepauns

CARVEDILOL(KAPBEIMJIO)SDZ 25MG 30TAB RU
KAPBEJIUJIOJI CAHAO3 25MI 30TAB

25MI

Tabnetku

bructep

3 Gmmcrepa x 10 Tabnetok
578927

KU7855

01.07.2020

30.06.2023

CAJMIOTAC ®APMA I'MBEX
Otro-BoH-['yepuke-Annee 1
39179 bapaeden (I'epmanus)
['epmanus

CAJIIOTAC OAPMA I'MBX Jlnuensusa:DE_ST_01_MIA_2019_0008
Otto-BoH-I yepuke-Annee 1

39179 bapneden (I'epmanus)

['epmanus

CAJIOTAC ®APMA I'MBX Jluuensus:DE_ST_01_MIA_2019_0008
Otro-BOH-I yepuke-Aiee 1

39179 bapneben (I'epmanus)

['epmanus

Perucrpaunonnoe yaoctoBepeHue:

JICP-006859/08

Tun Bbinmycka: BpllycK Ha pbIHOK

Hdara Beimycka: 07.09.2020
Koauuvectro: 9701 ym.
JInuensus:DE ST 01 _MIA 2019 _0008

O0muit 0d0bem
Anpec NpoOH3BOANTEIS

Cocras:
IIpoaykTr CARVEDILOL(KAPBEJIMJIOJI) TAB 25MG DE21 EU V1
Kon 42002072 bank [Ipoaykt

2915015 m. Cepusi: KS3436
CAJIOTAC ®APMA I'MBX Jluuensus:DE_ST _01_MIA_2019_0008
Otro-BoH-I'yepuke-Aee |

39179 bapneden (I epmanus)

["'epmanus

Crp.: 1/3

*B naHHoM NOKYMEHTE NOCTABIIEHA 3JIEKTPOHHAA NOANHUCH B COOTBETCTBHH CO CTAHAAPTOM Canpos




SANDO A Novartis BhinyLieH:
Division CaniwoTtac ®apma M'meX
Otro-BoH-Iyepuke Annee 1
39179 BapnebeH
FepmaHusa
Ten: 03 92 03/71-0
Pakc: 03 92 03/71-77 70

Ccbinka; 0709201617 NuueHaus:
DE_ST_01_MIA_2019_0008

CEPTU®UKAT COOTBETCTBUAA

[Ipoaykr: CARVEDILOL(KAPBEJMJIOJ)SDZ 25MG 30TAB RU
Toprosoe nauvenosanne: KAPBEJINJIOJI CAHIO3 25MI" 30TAb
Homep maTepuaina: 578927 Cepust Canprosz: KU7855
CocraB:
IMpoaykr: CARVEDILOL(KAPBEWJIOJI) ZHH
Koa: 568784 AxtusHas @apm. CybcTaHuus Cepus: B557457
Anpec NpoOH3BOAHTEINA: WouzaH Xyaxai dapmackroTHKA
Xunqgiao
317024 Linhai
China
CepHsi NpOH3BO/JCTBA: 5334-19-044
3aknrouenue:

HacTosMM NOATBEP AAI0, UTO BCE MPOM3BOACTBEHHBIE 3Tarlbl 3TOH NAPTHUH FOTOBOH NPOYKUWK ObLIM MPOBEACHBI B MOTHOM
cooTReTcTBUM ¢ Tpebosanuamu GMP u tpeGosannsm GMP EC u (korna e B EC) ¢ TpeGoBaHHsMH PerynaTOPHBIX OPraHoB
CTPaHbI/CTPaH HA3HAYEHHSL.

Haumenopauue npoussoanteas AxktneHoil ®apam.Cyderanunn: Yiousan Xyaxaii ®apmacsiotikan Ko. JITa.

[NpoayKT ynakosaH K npoMapkupoBaH B cootsetetuu ¢ H JICP-006859/08-220808 Mamenenns Ne 1-4

YnakoBka:

10 raGnerok B 6auctep u3 [IBX/amomuuunesoi gossru. Tlo 1, 2. 3.4 uau 5 GaucTepos BMecTe ¢ HHCTPYKIMEH 1O MPUMEHEHHIO B
KAPTOHHYIO NaYKy.

[Mpumeuanue: C LENbIO KOHTPO/IS [EPBOr0 BCKPBITHS € JABYX CTOPOH KAPTOHHOH MauKH J0MYCKAeTCA HATMMMC NMPO3PAUuHBIN
HaKJIEEK.

Mapkuposka:

Ha nepBuuHoii ynakoske (D11cTepe) Ha pyCCKOM A3BIKE YKA3bIBALOT!

ToproBoe HAMMEHOBAHHE Npenapara ¢ npey npeIuTeILHOM MapKHPOBKOH &, ME Iy HAPOAHOS HENATEHTOBAHHOE HANMEHOBAHKE,
JIeKapCTBEHHYIO (JOPMY, LO3HPOBKY. JOTOTHIT JEP/KATENs PErHCTPALMOHHOTO YJI0CTOBEPEHHSA. HOMEP CEPHH, CPOK TOIHOCTH
(roaeH /10), BO3MOZKHO HATMYHE BHYTPEHHUX KOJLOB MMPOU3BOAUTENS.

Ha BTOpHYHON YIaKoBKe (KAPTOHHOMN Mayke) HA PYCCKOM f3bIKE YKA3LIBAKOT:

Toprosoe HAMMEHOBAHKE penapara ¢ npeaynpeanTenbHOH MAPKUPOBKOH ®, MEKIYHAPOIHOE HEeMaTeHTOBAHHOE HAHMEHOBAHHE,
J03MPOBKY. JEKAPCTBEHHYIO (OPMY. KOJIHUYECTBO TabNETOK B YNAKOBKE. HAHMEHOBAHWE M COJEpPXKAHWHE aKTHBHOIO BEUIECTBA B
oxHoi Tabnerke. «[lpenapat colepikMT NaKTO3bl MOHOTHAPAT.», MPEAYNpPEAUTENLHbIE HAANKWCH: «BHUMaTeNLHO TMpouHTaiiTe
NpUIAraeMyrd HHCTPYKLHIO NEPe] NPHEMOM Mpenapata.», «XpaHWTh B HEJ0CTYIHOM A8 ICTEH MECTE.», YCIOBUA XPaHEHUS,
crnocof NPUMEHEHHUS. HOMEP PETHCTPALMOHHOTO Y10CTOBEPEHHS. YCI0BHSA OTIYCKA, HAMMEHOBAHHME, alpec i TOTOTHIT epiKaTels
PEFUCTPALMOHHOTO YAOCTOBEPEHHS, HAMMEHOBAHME M CTPaHy KOMMAHMU-TIPOM3IBOAMTENS, LWITPHX-KOL. HOMEP CEpHH, Jaaty
[POM3BOICTBA. CPOK FOAHOCTH, BHYTPEHHHE KOJIbI IPOH3BOIHTEIIS.

JIONOMHHTENBLHO BO3MOKHO HaHeceHue MH(POPMALIMM 118 MOHMTOPHHIA [BWKEHHS JICKaPCTBEHHBIX MPENapaToB OT
MPOUIBOAMTEIS 10 KOHEHHOTO MOTpeduTe1s.

VenoBus XpaHeHus: Npu Temneparype He sbie 25°C

Crtp.:2/3  *B 1aHHOM J0KYMEHTE MOCTABIEHA 3JIeKTPOHHAsA MOAMNCH B COOTBETCTBUM €O cTaHaapToM Canios




SANDO A.N_OIVE%THS Bblf‘lyu.lEHZ
Division CantwoTac ®apma Mm6X
Otro-BoH-Tyepuke Annee 1

39179 bapneben
FepmaHna
Ten: 03 92 03/71-0
®dakc: 03 92 03/71-77 70

Ccoinka: 2808201407 TNuueHaus:
DE_ST_01_MIA_2019_0008

CEPTUO®UKAT COOTBETCTBUA

[Ipoaykr: CARVEDILOL(KAPBEJIUJIOJ)SDZ 25MG 30TAB RU

Toprosoe nauvenosanme: KAPBEJIMIIOJ CAHJ103 25MI" 30TAB

Homep maTepuaJa: 578927 Cepus Canpnos: KU7855
KommeHnTapuu:

B npoliecce MpOM3BOACTBA He GbLI0 3a(hMKCHPOBAHO KaKMX-MO0 OTKJIOHEHHI1, KOTOPbIE MOTJIH OBl BJIMATH HA
BBIMYCK MPOJIYyKTa

Buinyck cepun / CepTuHKaT co3aaH Ponana ['pocc, YNOJTHOMOYEHHOE JIHLO
Boinyck cepnn / lata cepruduxara / Bpems 07.09.2020/ 14:16:35
JlaTa co3nanus ceprudukata / Bpemsn 07.09.2020 / 14:17:07

Crp.: 373 *B 1aHHOM [0KYMEHTE MOCTaBJIeHa 21eKTPOHHAs MOAMNKCH B COOTBETCTBUM O cTaHAapTom CaHno3



SANDOZ 3152{3",{”5

Cchinka: 000000302798

Boinywen: Caatorac ®apma [MoX
Otto-von-Guericke-Allee 1,

39179 Barleben, Germany

Tel: +03 92 03/71-0

Makc: 03 92 03/71-7770
ﬂlll.l?H}lrlﬂ Ha 11p0|13BDﬂCTBDZ
DE_ST_01_MIA_2019_0008

CEPTU®HUKAT AHAJIU3A

Hanmenosanne: CARVEDILOL(KAPBEIUJIOJSDZ 25 MG 30TAB RU

Toprosoe HaHMeHOBAHHE! KAPBEIWJIOJI CAHA03 25MI" 30TAB

Homep matepuana: 578927
MaTtepuaa Baaxk 1: 42002072

Cepust Canno3: KU7855

Cepus baax 1: KS3436

Homep KOHTPO/IbHOI NapTHH: 000408195073

JlaTa npoH3BOACTBA: 01.07.2020

HaneuaTannas 1aTa HcTedeHNs cpoka roanocty 1: 06 2023
Moayuateas: Cannos Poccus, Poceniickan Deaepanusn

Toaen go: 30.06.2023

HcenbiTaHus TexunueckHne ycJ0BHS Pe3yabTarhl
Onucanne: bernble K NpakTHYeCKH Oenble, CooTBeTCTBYET
(opraHosienTHiecKuit) KpY[JTble, IBOSKOBBIMYK/IbIE, C PUCKOI €

2-X CTOPOH 1 Ha BOKax U HAHECEHHEM

«C4» Ha 0JJHOH CTOpOHE.
Cpennss macca 185.0-215.0 mr 2012 mr
(Esp. . 2.9.5)
OaHOpPOJHOCTS 110 Macce 18 Tab. = 7,5 %, 2 1ab. £ 15 % CoOTBETCTBYET
(Epp.®. 2.9.5)
PacnagaeMocTh <15.00 MuH. <2 MUH
(Esp.®@.2.9.1)
[MonnuunocTts Kapseaumnon Jlon#HO COOTBETCTBOBATH CoOTBETCTBYET
(B2XKX)
KonnuectBeHHoe onpeaenerne Kapseauiosna 23.8-26,3 Mr 24 4 mr

(B2XKX)

OIHOPOAHOCTh  CONEP/KaHHd  JIEHCTBYIOLIEro

gewectra (BOAX)

85% - 115% oT cpeaHero 3Ha4YeHUA
conep:xanusa Kapseansiona

CootsercTByeT (n=10)

Pacteopenue Kapseannona nocne 30 MuH
(B2XKX)

He menee 80 %

CootsercreyeT (n=1-6)

PacTBopeHHe cpeaHee > 80% 100 %
(BOXKX)
PacTBOpeHnue Makc. Jlnsa undopMauuu 101 %

(B2XKX)

Ctp | u3 2 B 1anHOM OKYMEHTE MOCTABEHa /IEKTPOHHAA MOAMKCH B COOTBETCTBHH CO CTAHAAPTOM Cannos




SANDOZ ;'™
Division Boinywen: Canrwrac ®@apma F'moX

Otto-von-Guericke-Allee 1,

39179 Barleben, Germany

Tel: +03 92 03/71-0

®akc: 03 92 03/71-77 70
Ccoinka: 000000302798 JIuueH3usa HA NPOH3IBOACTBO:

DE ST 01 _MIA_2019_0008

CEPTU®UKAT AHAJIM3A

Hanmenopanue: CARVEDILOL(KAPBEAMJIOJI)SDZ 25 MG 30TAB RU

Homep matepuana: 578927 Cepus Cannos: KU7855
HenbiTanus Texunueckne ycJIOBHA PesyabraTel
PacTBOpeHHE MHH. Jlnsa uHgpopmauHH 97 %

(B2XKX)

EnunuiHas npumech <0.2% <0,1%
(BDXKX)

Cymma npumeceii (B3XKX) <1,0% <0,1%
MuKkpoOHONIOrHYECKas YHCTOTA JomKHO COOTBETCTBOBATh CooTBeTCTBYET
(Esp.®@.5.1.4)

A3poOHble GakTepuH He 6onee 10° KOE/r <100 KOE/

(Esp.®. 2.6.12)

Jlposoku/neceHu He 6onee 10° KOE/'r <100 KOE/ r
(Epp.®.2.6.12)

Escherichia coli OTcyTcTBHE/T OtcyrterByer/t
(Epp.®. 2.6.13)

WcnbiTaHus MaTepyuana MapKHpOBKa U yNnakoBKa CooTBeTCTBYET
cooteetcTBYtoT H/l onupasce Ha
HCMOJIb3YeMbIe YTBEPA/IEHHBIE
MaKeThl Bl1aJelibla
perucTpalOHHOIO Y0CTOBEPEHHS

[ToaTBepxaCHHE:
Cepys COOTBETCTBYET TecToBOi MoHOrpaduu. HacTosumm noaTBep: a0, YTo MpHBeeHHas Bbilue HHOpMALHs
sIBISeTCH AOCTOBEPHON M TOYHOM M MpOaHaTM3NpOBaHA B COOTBETCTBUH ¢ GMP.

Moareep:xaeno QC Tadpuena Onaeu, 3xenept no npoueccam (LQK nach AMWHY)
Moarsepxaeno QC daTta/Bpemsa 01.09.2020 12:14:47
Boinyck cepuu Ponana I'poce, ynoanomoventoe JHuo

Buinyck cepun / Jlata ceprudukara / Bpema  07.09.2020 14:16:57

JlaTa co3ganus ceprudukara / Bpemn 07.09.2020 14:17:10

Ctp 2 u3 2 B n1aHHOM IOKYMEHTE MOCTaBeHa JEKTPOHHASA MOANNCH B COOTBETCTBHH ¢0 cTaHnapTom Cannos



