SANDO

Cebinka: 1504201436

A Novartis
Division

BbinyweH:

Cantotac ®apma MmbxX
OTT0-BOH-TYyEpUKe Annee 1
39179 bapneben

MepmaHnus

Ten: 03 92 03/71-0

@akc: 03 92 03/71-77 70
Nuuexans:
DE_ST_01_MIA_2019_0008

CEPTUO®HUKAT COOTBETCTBUA

[Ipoaykr

Jo3uporka

dopma 103HPOBKH
YnakoBka

O0beM YNAKOBKH

Koa

Cepus Canjos

JlaTa npou3BojacTBa
CpoK roiHoCcTH

Alpec npoH3BOAHTES

Bbinyckaromuii caiir:

TecTupyromuii caiir:

Crtpana umnoprep:
Poccuitckas Peaepauus

Toprosoe naumenoBanue

LOPEDIUM{JIOITEIUYM)2MG 10TAB RU

JIOTIEJIUYM

2MI

Tadnerku

baucrep

1 6nuctep x 10 TadaeTok

9 Tun Bbinycka: BbIMyck Ha peIHOK
KJ8308

13.09.2019

31.08.2024

CAJIIOTAC DPAPMA I'MBX
Otro-BoH-I'yepuke-Annee 1
39179 bapaeben (I'epmanmus)
['epmanus

CAJIIOTAC ®APMA I'MBX Jluuensusi:DE_ST 01 _MIA 2019 0008
OTtTo-BOH-I 'yepuke-Annee |

39179 bapaeden (I'epmanus)

['epmanns

CAJIIOTAC ®APMA I'MBX Juuensus:DE_ST 01 _MIA 2019 0008
OtTo-BoH-I 'yepuke-Annee |

39179 bapineden (I'epmanus)

[epManus

Perucrpaunonnoe yioctoBepeHue:

[TNO015863/02

Hata Bbinycka: 09-04-2020
Koauuecrpo: 256000 yi.
JInuensnsn:DE_ST 01 _MIA 2019 0008

O0muii odobem
Alpec NIpoH3BOAUTEISA

Cocras:
Ipoxykr JIOIIEPAMWUJI HCL TAB 2MI" DE21 EU
Kon 42024191 banxk [Ipoaykt

3458000 1. Cepus: KA4384
CAJIIOTAC ®APMA I'MBX Jluuensns:DE_ST 01 _MIA 2019 0008
OtTo-ROH-I vepuke-Aniee 1

39179 bapneden (['epmanmust)

['epmanus

Crp.: 1/2
Cannos

"SAI;IJ DOZ"

epmuguxamos




SANDOZ ;i
Division Cantorac ®apma I'mbX
OTT0-BOH-Myepuke Annee 1

39179 BapnebeH
FepmaHmns
Ten: 03 82 03/71-0
dakc: 03 92 03/71-77 70

Ccbinka: 1504201436 NuueHsua:
DE_ST_01_MIA_2019_0008

CEPTU®UKAT COOTBETCTBHAA

Ilpoaykr: LOPEDIUM{JIOIIEJUYM) 2MG 10TAB RU

Toprosoe nauvenosaunue: JIOIEJUYM

Homep marepnana: 9 Cepus Cannos: KI8308
Cocras:

poaykr: JIOTIEPAMW/] HCL N SIFA PW UD EU

Kon: 40003742 Axkrtusnas ®apm. CydcTaHumns Cepus: B514529

Anpec npon3BOIHTEIN: Cudasutop c.n.a.

Via Livelli
26852 Casaletto Lodigiano

Italy
Cepusi npOH3BOJCTBA: 1950000304
3aknouenue:
HacToALNM NOATBEPAIAI0, YTO BCE MPOU3BOICTBEHHBIE ITaMbl YTOH MApTHH roOTOBOH NPOLYKUHH Obl/IM NPOBEEHbI B MOIHOM

coorercTBHM ¢ Tpedosanuayu GMP u tpedosanuay GMP EC # (koraa He B EC) ¢ TpeoBanusivm peryasTopHbIX OpraHos
CTpaHbl/CTPAH HA3HAYCHHS.

[MpoayKT YNakoBaH  npoMapkHpoBad B cootsetcTaid ¢ HILTT NO15863/02-100118 Wamenenus Ne |

Haspanue npoussoantenn Aktueroi ®apm.CyGeranumu: Cudasurop C.p.o.

KommenTapun:
B npotiecce MPOH3BOACTBA H YIIAKOBKH MPOYKTa He Obl10 3a(HKCHPOBAHO KaKHX-TM00 OTKJIOHEHHH, KOTOPbIE
Moriu Obl BNUATE HA BLINYCK MPOAYKTa

Boinyck cepun / CepTu(uKaTt co3aaH Kapuna [iokep, ynoaHOMOYEHHOE JIHLO
Beimyck cepun / Jlata ceprudukara / Bpems  09.04.2020 /12:37:11
Jata coznanus ceprudukata / Bpems 15.04.2020 /12:36:52
Crp.: 2/2 *B 1aHHOM J0KYMEHTE MOCTAaB/IeHA AIEKTPOHHAsA MOAMUCH B COOTBETCTBHH €O CT
Cannos ZoL> —=CT8g
"CAHA03"
A
AN
"SANDOZ"
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SANDOZ v/
ivision Boinywen: Caatorac ®apma I'moX

Otto-von-Guericke-Allee 1,

39179 Barleben, Germany

Tel: +03 92 03/71-0

daxce: 03 92 03/71-77 70

JlvueH3ust Ha Mpou3BOACTBO:

DE_ST_01_MIA_2019_0008

CEPTU®HUKAT AHAJIM3A

Ccoinka: 000000280508

Haumenopanne: JJOMEAUYM 2MI" 10TAB P®
Toprosoe nanmenoBaune: JJONMEAHYM

Homep maTepuaja: 9

Marepuan baak 1: 42024191

Homep KoHTpoabHOi naptin: 000408089411

Cepus Cannos: KJ8308
Cepust bank 1: KA4384

JlaTa npousBojacTsa: 13.09.2019

HaneuaTaHHas 1aTa neTedenus cpoka roaHoctn 1: 08.2024
Moayuarens: Cannos Poceusi, Poceniickan @enepaunst

Toaen no: 08.2024

HUcnbiTanus TexuuueckHe yc10BHSA Pe3y/ibTarhl
OnucaHue: Benble unu nodtv Genele Kpyrnble
(opraHoJenTHYECKH) TabneTky, BbiNyKNble C OAHON CooTBeTcTBYET
CTOPOHbI, C PUCKO Ha ApYron
CTOpOHE; NOBEPXHOCTb TabneTku
CKOLLEHa K pUcke
Cpeanas macca 142.5-157.5 mr 149.7 mr
(Epp.®.2.9.5)
OHOPOIHOCTD M0 Macce 1871a0. £ 7.5%,271a6. £15 % CooTBeTCTBYET
(Esp.®. 2.9.5)
PacnagaemocTb < 15.00 MuH. Menee 2 MUH
(Esp.®.2.9.1)
[oanHHHOCTB Jlo/mKHO COOTBETCTBOBATH CooTBeTcTBYET
Jonepamua (BOXKX)
KonnuecTseHHOe onpeaeieHne 1.9-2.1 mr 2.0 mMr

Jlonepamuaa (B2KX)

OaHOPONHOCTL  COJEPKAHUA
pewiectsa (BDIX)

J1eHCTBYIOLIETO

JlonmkHo cootBeTcTBOBaTH EBp.®. 2.9.40

Cootsercrayet (n=10)

Kpurepuii npuemaemocty (BOKX)

<15.00

4.9

Pacteopenue nocne |5 Mun
(B2XKX)

He menee 75 % (Q)

CooTtseTtcTBYET (n=1-6)

PacTBopeHue cpeaiHee
(B2XKX)

He menee 75%

97%

Ctp 1 3 3 B 1aHHOM 0OKYMEHTE MOCTaB/eHa YeKTPOHHAA NOANHCE B COOTBETCTBHH CO CTAHAAPTOM Canaos

CAHIO3™
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A Novartis
Division

SANDO

Ccoinka: 000000280508

Beinyuwen: Camorac ®apma F'm6X
Otto-von-Guericke-Allee 1,

39179 Barleben, Germany

Tel: +03 92 03/71-0

Mdakc: 0392 03/71-7770
JIMueH3Iug Ha NpoH3BOACTBO:

DE_ST_01_MIA_2019_0008

CEPTU®UKAT AHAJIN3A

Haumenosanue: JIOMIEAUYM 2MT 10TAB P

Homep marepuana: 9

Cepus Canpnos: KJ8308

He Gonee 1,0 %

HenbiTanns TexnuyeckHe yca0Bus PesyabTaThl
PacTBopeHHE MaKC. Jlns uedopmaunm 101%
(B2XKX)

PacTBopeHHE MHH, Jns nudopmauun 94%
(B2XKX)

EanHU4HAsA NPUMECH He donee 0,5 % 0.1%
(BAKX)

Cymma npumeceil (BDHKX) 0,1%

AspoGHble DakTepuH

(Esp.®. 2.6.12)

He 6onee 10° KOE/r

Menee 10 KOE/r

Jposoxn/receHu
(Erp.®. 2.6.12)

He 6onee 107 KOE/T

Menee 10 KOE/r

Escherichia coli
(Epp.®@. 2.6.13)

oTCYTCTBHE B | T

Ot1cyTeTBYET/T

cooTeetcTBytoT H/I onupasck Ha
HCTIOb3YeMble YTBEPKIEHHBIE
MaKeTbl BllalebLa
perucTpaLHoOHHOrO YA0CTOBEpeHHA

MukpoGuoaoruueckas YucToTa JIon:KHO COOTBETCTBOBATD CootpeTcTRYET
(EBp.@.5.1.4)
YnakoBka: MapkupoBKa 1 yakoBKa CooTBeTcTBYET

[Moarsepikaenne:




SANDOZ 5"

Cebinka: 000000280508

Brinymen: Caaorac ®apma I'moX
Otto-von-Guericke-Allee 1,

39179 Barleben, Germany

Tel: +03 92 03/71-0

Makce: 0392 03/71-77 70
Jluuen3na Ha NPou3IBOACTBO!
DE_ST_01_MIA_2019_0008

CEPTU®UKAT AHAJIM3A

Haumenosanue: JIOITEJIUYM 2MI" 10TAb P
Homep matepuana: 9

Moareepxaeno QC
[Moareepxaeno QC [ata/Bpems
Bbinyck cepHH

Buinyck cepun / lata ceprudmnrara / Bpemsn
JaTa cozaanusa ceprudurkara / Bpemsa

Cepus Cannos: KJ8308

[a6puena Oanew , sxenept no npoueccam (LQK nach
AMWHY)
08.04.2020 08:45:29

Kapuua JlloKkep, ynoJIHOMOYEHHOE JTHLLO
09.04.2020 12:37:11
09.04.2020 13:45:20
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