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Beinywen:
CanwoTac ®apma MubX

SANDOZ: "

Cesinka: 1105201537

Otro-soH-Tyepuke Annee 1
3817¢ bapnebek

Cepmarua

Ten: 03 82 03/71-0

dakc: 03 92 03/71-77 70
Nuuerana;
DE_ST_01_MIA_2019_0008

CEPTH®UKAT COOTBETCTBHA

Mponykr

Jlo3upoBKa

Mopma 103UPOBKH
Ynakoska

O06bem ynakoBkH

Kon

Cepus Canpnos

Jara npoussoacrea
Cpok rogHocTH

Azapec npou3BOAHTE/IA

Boinycrarouuii caiir:

TecTupyromuii caiir:

Crpana umnoprep:
Poccuiickas @enepauus

Toprosoe HauMeHOBaHHe

SOTAHEXAL (COTAT'EKCAJL) 160MG 20TAB V1 RU
COTATI'EKCAIJI

160 Mr

Tabnetku

baucrep

2 Onuctepa x 10 TabneTok
44065278

KN0381

18.02.2020

31.01.2025

CAJIIOTAC ®APMA I'MBX
Otro-BoH-['yepuke-Annee 1
39179 bapneben (I 'epmanns)
['epmanus

CAJIIOTAC ®DAPMA I'MbBX Jlnuensus:DE_ST 01_MIA_2019_0008
OTtro-BoH-I'yepuke-Anee |

39179 bapneben (I'epmanus)

["epmanus

CAJIIOTAC ®APMA I'MBX Jlnuensus:DE_ST 01_MIA 2019_0008
Otro-ron-I'yepuxe-Annee |
39179 bapneben (I epmanus)
["epmanus
PerucrpaunoHHoe V10CToOBepeHHe|[S
[TN013255/01

Tun Bbinycka: Beinyck Ha pbIHOK

Jdara Beimycka: 11-05-2020
Koauuecrso: 95600 yn.
Jluuensus:DE ST 01 _MIA 2019 0008

O6mmuii o0bem
Apec Npou3BOAHTEA

CocraB:
Hpoaykr COTAJIOJI HCL TAB 160MG DE21 EU 01
Koa 42001801 bank ITponykr

1953760 wr. Cepusi: KJ1066
CAJIIOTAC ®APMA I'MBX Jtuuensna:DE_ST 01 _MIA_2019_0008
Orro-Bou-TI'yepuke-Annee 1

39179 bapneGen (I'epmanns)

['epMaHus

Cipas 12
Canaos

*B naHHOM JOKYMEHTE MOCTABAEHA TEKTPOHHAA NOAMKCH B COOTBETCTBHH CO CTAHAAPTOM




s ANDO A Novartis Beinylwex:
Division Cantwtac dapma MubXx

Otro-sou-lN'yepuke Annee 1
38179 bBapnebeH
lepmaHua
Ten: 03 92 03/71-0
®ake: 03 92 03/71-77 70

Ccebinka: 1105201537 Nuyeraus:
DE_ST_01_MIA_2019_0008

CEPTU®HKAT COOTBETCTBHS

IMpoaykr SOTAHEXAL(COTATEKCAJI) 160MG 20TAB V1 RU
Toprosoe Haumenosanne COTAI'EKCAIJI

Homep marepuana 44065278 Cepust Cangos: KN0O38|1
Ilpoaykr COTAJIOJ HCL MOE

Kon 555698 Akt.®apm. cyberaHuus Cepus: B546925
Alpec MpoH3BOANTE A Moaxc Karanana C.J1.

Poligono Rubi Sur
Cesar Martinall I Brunet 12A
Brunet 12A
08191 Rubi
Spain
Cepus npoussoacrsa: 635-MC

Jakaouenne:

HacToswmy noarsepkadio. YTo Bee MPOM3IBOICTBEHHBIC YTallb! HTOI NAPTHH roTOBOMH NMPOAYKLUMH GHUTH MPOBENEHB! B MNOTHOM
cootsetcTBHM C Tpebosatusmi GMP u tpeGopanuay GMP EC u (koraa we 8 EC) ¢ TpeGOBaHMAMU PETYAATOPHRIX OPraHOB
CTPAHBI/CTPAH HAZHAYECHHS,

[IpoaykT ynakosad v npomapkrposal B cootserctaum ¢ HJ1 TTN13255/01-310718 man.1-2

KommenTapuu:
B npouecce npou3soaCTBA M YNAKOBKH MPOIYKTA He ObIIO 3aMKCHPOBAHO KAaKHX-THO0 OTKJOHEHHI, KOTOpbIE
MOTIH OBl BAHATHL HA BBIMYCK MPOIYKTA.

Brimmyck cepun / CepTudukar cozaau Kapuna Jllokep, yNoaHOMOUYEHHOE THLO
Beimyck cepun / lata ceprudmkara / Bpems  11.05.2020 /12:38:27
[laTa co3nanus ceprudurata / Bpems 11.05.2020 /13:37:04

"CAHLI03"

Crp.: 2/2 *B naHHOM Z0KYMEHTE NI0CTaBJIeHA 3MEKTPOHHAR NOANHCE B COOTBETCTBHH CO CTAHAAPTOM
Cannol




A Novartis
Division

SANDO

Beinywen: Canwrac ®apma F'm6X
Otto-von-Guericke-Allee 1,

39179 Barleben, Germany

Tel: +03 92 03/71-0

®axc: 03 92 03/71-77 70
JluueHina Ha npouiBoacTBO:
DE_ST_01_MIA_2019_0008

CEPTHD®UKAT AHAJ/IU3A

Cebinka: 000000285356

Haumenosanue: SOTAHEXAL (COTATEKCAJI) 160MG 20TAB V1 RU
Toprosoe nanmenosanne: COTATEKCAJ

Homep matepuana: 44065278

Martepuan Bask 1: 42001801

Homep xonTponsHoit naptiu: 000408124791

Cepus Cannoz: KN0381
Cepus bank 1: KJ1066

Hara npoussoacTea: 18.02.2020
HaneuaTtanHas nara ucteteHus cpoka roqHocTtu 1: 01.2025
[Monyuarens: Fekcan Poccus, Poceuiickas DPenepauns

lonen no: 01.2025

Hcrbitanus TexHHuecKHE YCI0BHS PesynbTathl
Onucanue: benbie uau noutn Gesbie Kpyrase
TabaeTkH, ¢ omHoH  ctoponsl | COOTBETCTBYET
BbI[TYK/ble C rpaBUPOBKON «SOT»;
W ¢ pHCKOH  na  apyroi,
MOBEPXHOCTL TalNETOK CKOLEHA K
pHCKe
ONHOPOAHOCTE MACChl: 18/20 e Oonee + 3%
(Erp.®.2.9.5) 2/20 1ab. = 10 % CooTseTcTBYET

OnHopoaHOCTE J03HPOBAHKA
(EBp.® 2.9.40)

HonkHo cooteeTcTROBaTH EBp.O,
2.9.40

CootsetcTsyet (n=10)

[TokasaTenb nNpueMAeMOCTH =15,0 23

(Esp.® 2.9.40)

PacnagaeMocTh <15,00 MmuH < § MHH
((Ep.® 2.9.1)

[MoanvHHOCTE: JIOMHO COOTBETCTBOBATD CooTBeTcTBYET
Cotanoa (B2XKX)

KonuuecteHHoe conepxanue: 1520 - 168,0 mr 157,1 mr

Cotanon ruapoxnopua
(BDKX)

Pacteopenue nocsie 30 Muu
(BDXKX)

He menee 80 % (Q)

CooTtseTcTBYET (n 1-6)

Pactsopenue ( B cpeaHem) He menee 80 % 97 %
(BIKX) N
PacTBopenHe (MakcHMYyMm) Jna uudopm & S Jsp . 98 %
(B2XX) s/ "CA HI03"\e
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OOTBETCTBHH CO CTAHAAPTOM Cannos




SANDOZ ;"
Division Boinywen: Camorac ®apma ['m6X

Otto-von-Guericke-Allee 1,
39179 Barleben, Germany
Tel: +03 92 03/71-0

Pakc: 03 92 03/71 .77 70
Jluuensus na npoussoactso:

DE_ST_01_MI A_2019_0008
Cceinka; 000000285356

CEPTU®UKAT AHAJIU3A

Hanmenosanue: SOTAHEXAL (COTATEKCAI) 160 MG 20 TAB V1 RU

Homep matepuana: 44065278 Cepus Cannos: KN0381
Henbirauus Texunueckue yenosus PesyastaTel
PacTsopenme (MunmnMym) s vHpopmaumm 96 %

(BOKX)
[Mpumecs B He Gonee 0.2 % <0,1 %
(BIXKX)
Cymma npumeceit A u C He 6onee 0,3 % <0,1%
(B2IKX)
Jlrobas HeuneHTH(UIIpoBalHas | He 6oiace 0,1 % <0,1 %
npUMecs
(B2XX)
CyMMa npumeceii He Gonee 0,5 % <0,1 %
B3XKX)
MukpoGuonoruueckas uucrora: HoaxkHo cooTBeTCTBOBATE CooTBeTcBYET
(Egp. ®©. 5.14)
Obwee KOJHUYECTBO apo0Hbix | He 6onee 10° KOFE/r Menee 100 KOE/r
MHkpoopraiuimMos (Esp.d. 2.6.12)
Ofuee komuuecTBo apoxkkeswix W | He Gonee 10° KOE/r Menee 100 KOE/r
riecHesblx rpubos (Esp.®. 2.6.12)
Escherichia coli (Esp.®. 2.6.13) OtcyteTBHe B | Otcytereyers | r
Ynakoska: MapkupoBka ¥ ynakoska
COOTBETCTBYET TpeGoBaHuAM HJL
NOJArasch Ha COOTBCTCTBHE MAKETOB CooTtsercTByeT
Brajgesbua PY

Ctp 2 13 3. B NaHHOM NOKyMEHTe NOCTABAEHA INEKTPOHHAS MOAMUCL B COOTBETCTBHH CO crannaptoM CaHnos



SANDOZ ;"

Cesinka: 000000285356

Beinywen: Camorac ®apma MméX
Otto-von-Guericke-Allee 1,

39179 Barleben, Germany

Tel: +03 92 03/71-0

@axc: 03 92 03/71 -77 70
Jluuensua wa npouisoacteo:
DE_ST_01_MIA_2019_0008

CEPTUD®UKAT AHAJIU3A

Haumenosanue: SOTAHEXAL (COTATEKCAJT) 160MG 20TAB V1 RU

Homep matepnana: 44065278

Moareepxaeno QC
[MoaTeepxneno QC data/Bpems

Beinyck cepun
Boinyck cepun / lata ceprudmkara / Bpems

HNata cosnanns ceprudukaTa / Bpems

Cepua Canznos: KN0381

Mapko lad, skcnepr no npoueccam (LQK nach
AMWHYV)
06.05.2020 08:07:53

Kapuna diokep, ynoanomouennoe anuo
11.05.2020 12:38:27

11.05.2020 13:37:26
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Ctp 3 13 3. B 1aHHOM 10KYMEHTE NOCTABNEHa 31EKTPOHHAS NOAMTHC B COOTBETCTRHM CO crangapToM Canaos




