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SANDOZ "

Buinywen: Cantorac ®apma I'm6X
OT1ro-BOH-T'yepuke Annee 1
39179 Bapne6eH, Fepmanus
Ten: 03 92 03/71-0
®akc: 03 92 03/71-77 70
Make: 03 92 03/71-77 70
Jluuensusn ua npoussoacteo:
DE_ST_01_MIA_2019_0008

CEPTH®UKAT COOTBETCTBUS

Ccbinka: 2505200834

Ipoaykr LOPEDIUM(JIOIIEAMYM)2MG 10HGC V1 RU

Toprosoe naumenosanue  JIOTTEJJUYM(#®)

Jdo3upoBka 2MI'

JlekapcTBenHas popma Karncy bl TBepbie

YnakoBka bnucrep

O0bem ynakoBku 1 6racrep x 10 kancyn

Kon 44064221 Tun Beimycka: Beinyck Ha peiHOK
Cepus Canjos KN3125

Jara npou3BoacTBa 26.03.2020 Jdata Bbinycka: 20-05-2020
Cpok roaHoctn 28.02.2025 Konnuecrpo: 283828 .

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

CAJIIOTAC ®APMA TMBX Jluuensus:DE_ST 01 MIA 2019 0008
Orro-BoH-I yepuke-Anee 1

39179 bapneben (I'epmanus)

['epmanus

CAJIOTAC ®APMA I'MBX Jlnuensnsi:DE_ST 01 _MIA 2019 0008
Orro-Bon-I'yepuke-Annee 1

39179 bapneden (I'epmanus)

Anpec Ipou3BoAHTEISI Jluuensus:DE_ST 01_MIA 2019 0008

Bbinyckaromuii cair:

TecTupyromuii cair:

Anpec npou3BoOaAMTE IS

['epmanus
Crtpana umnoprep: Perucrpannonnoe ynocrosepenue:
Poccuiickas ®enepanus [T NO15863/01
Cocras:
Mpoxyxkr JIOTIEPAMMJ1 HCL HGC 2MT DE21 EU |
Kona 42023900 bank Ilpoaykt
O6muii 00bem 2878227 wir. Cepus: KK8040

CAJIIOTAC ®APMA I'MBX Jlnuensus:DE_ST 01_MIA 2019 0008
Otro-BoH-I'yepuke-Annee 1

39179 bapneben (I'epmanus)

["'epmanus

Crp.: 1/2

*B maHHOM JOKYMEHTE NMOCTaB/IeHa 3JIEKTPOHHAA MOAMMCHL B COOTBETCTBHH CO CTaH1apTOM Cannos




SANDO gimgi‘g}:ﬁs Beinywen: Canrac ®apma I'm6X

OTtro-BOH-Tyepuke Annee 1
39179 BapneGeH, FepmaHus
Ten: 03 92 03/71-0

®akc: 03 92 03/71-77 70
®akc: 03 92 03/71-77 70
Jlnuensus va npoussoncrao:
DE_ST_01_MIA_2019_0008

CEPTU®UKAT COOTBETCTBUS

Ccbinka: 2505200834

IMpoaykr: LOPEDIUM(JIOIIEUYM) 2MG 10HGC V1 RU
Toprosoe HauMeHoBaHHe: JIOTIEAUYM(#®)
Homep maTepnana: 44064221 Cepus Cangos: KN3125
Cocras:
Hpoayxkr: JIOTIEPAMM/]I HCL N SIFA PW UD EU
Koxa: 40003742 Akrusnas ®apm. CyGeTaHuus Cepusn: B539885
Anpec DpOH3BOIHTEIN: CudaruTop c.n.a.
Via Livelli
26852 Casaletto Lodigiano
Italy
Cepusi npousBoacTBa: 1950002319
3akawyenue:

Hacrosiumm noareepsiciaio, 4To Bee NPOM3BOACTREHHBIE YTATTHl HTOMH NapTHH TOTOBOH MPO/YKUMH OBLTH NPOBEACHBI B MOTHOM
COOTBETCTBHM ¢ TpeGoBaHuaMn GMP u tpeGopanusm GMP EC u (koraa ue B EC) ¢ tpeboBanusmu PeryIaTOPHBIX OPraHos
CTPaHBI/CTPAH HA3HAYCHHS.

ITpoaykt ynakosan u npomapkuposan B cootserctsum ¢ HJ TT NO15863/01-170717 HM3menenus Ne |

Anpec npousroauTens AKTuBHON Mapm.CyoeTanumu: Cudasurop C.p.J1.

KommeHTapuu:
B npouecce npousBocTBa i ynakoBKM MPOLyKTa He GbLIO 3aMKCHPOBAHO KAKHX-THO0 OTKIOHEHHH, KOTOpBIE
MOTIIH Obl BIMATH Ha BBIMYCK [POJ1yKTa

Beinyck cepun / Ceprudukar cozgan HA-p. Maka Llaag, ynonHomoueHHOE 1110
Beimnyci cepun / lata ceprudukarta / Bpems 20.05.2020 /13:42:50
Aara cosaanus ceprudmrata / Bpems 25.05.2020 /06:34:53

Crp.: 2/2 *B navHOM 0KyMeHTe nocTasieHa /IEKTPOHHAsA MOAMHUCh B COOTBETCTBHM CO cTanaaptoMm Canao3



SANDOZ 5"

Boinymen: Cantorac ®apma ['moX
Otro-BoH-Tyepuke Annee 1
39179 Bapneb6eH, Nepmanun
Ten: 03 92 03/71-0
®akc: 03 92 03/71-77 70
®akc: 0392 03/71-77 70
JInueH3ust Ha NPOU3BOACTBO:
DE_ST_01_MIA_2019 0008

CEPTU®UKAT AHAJIM3A

Cceinka: 000000287242

Haumenosanne: LOPEDIUMJIONEAUYM) 2MG 10HGC V1 RU
Toproeoe naumenopanue: JJOTIEJHYM(H®)

Homep maTepnana: 44064221

Marepuan bank 1: 42023900

Homep xonTponsHoii napruu: 000408127885

Cepus Cannos: KN3125
Cepus banx 1: KK8040

JaTta npousBoactsa: 26.03.2020

Haneuatannas nara ucrevenns cpoka roanoctn 1: 02.2025
[Moayuartens: Cannos Pocenst, Poccniickas ®enepauns

Tonen no: 02.2025

Henbitanus TexHHuYeCKHE YC/10BHSA PesyabTaThl
Onucanue: Teepable JKenaTHHOBbIE KAICYJIbI.
(opraHonenTHueckuii) Conepkumoe Karncys1: TOMOreHHsl it CootsercTByeT
NopowWOoK OeN0ro UK MouTH 0e10ro
useta. Kopnyc kancyn: cepulii,
HENPO3pauHklii; KpbILLIEYKA: TEMHO-
3e/1eHas, Hernpo3pavHas
Cpennss macca 171.0-189.0 mr 180,7 mr
(Ep.®. 2.9.5)
OaHopoIHOCTE MO Macce 18 kan. £ 7,5 %, 2 kan. = 15 % CooTetcTByeT
(Esp.@.2.9.5)
Pacnanaemocth < 15.00 MuH. Menee 4 MuH
(Epp.d. 2.9.1)
[ToanuHHOCTH HomKkHO COOTBETCTBOBATE CoorBeTtcTBYeT
Jlonepamua (BRXX)
Konnuecteennoe onpenenenune 1.9- 2.1 mr 2,0 mr

Jlonepamuaa (B2KX)

OnuoponHocTs  coaepixaHus
BelecTsa (BOXKX)

JeficTByIO1IEero

HonxHo cootrercTBOBaTE EBP.D. 2.9.40

CootBercTByeT (n=10)

Kpurepuii npuemnemoctu (B2IKX)

< 15.00

5,0

PactBopenue nocne 20 Mun
(B2XX)

He menee 70 %

CootetcTByeT (n=1-6)

PacTBopeHue cpennee
(B2XKX)

He menee 70%

100%

Crp 1 u3 3 B 1aHHOM 10KYMEHTE [OCTaB/IEHa 3MeKTPOHHAs MOAMKMCh B COOTBETCTBUM CO cranaapTom CaHnos




SANDOZ gi"}:g;fc;1r:ti5

Ccbinka: 000000287242

Beinyuwen:

Canrorac ®apma I'm6X
Otro-BOH-T'yepuke Annee 1
39179 Bapne6eH, Nepmanun
Ten: 03 92 03/71-0

®akc: 03 92 03/71-77 70
Makc: 03 92 03/71-77 70

J]HLIEH3HH Ha MPpOH3IBOACTBO:
DE_ST_01_MIA_2019 0008

CEPTH®HUKAT AHAJIU3A

Haumenosanue: LOPEDIUM(JIOMMEUMYM) 2MG 10HGC V1 RU

Homep marepuana: 44064221

Cepusa Cannos: KN3125

UenbiTanus TexHnyeckue ycao0Bus PesyabTaThl
PacTBOpeHHe Makc. Jns unpopmaumnn 103%
(BRXKX)

PacTBopeHHe MUH. Jna unpopmaLiu 97%
(BOXKX)

EnuHuvHAsA npuMech He 6onee 0,5 % Menee 0,1%
(BIAX)

Cymma npumeceii (BOIKX)

He Gonee 1,0 %

Menee 0,1%

MukpoOHonornyeckas YHcToTa
(Esp.®. 5.1.4)

JI0J13KHO COOTBETCTBOBATH

CooTBeTcTBYET

AspobHbie HakTepuu
(Ep.®. 2.6.12)

He 6onee 103 KOE/T

Menee 10 KOE/ r

JpoxKn/ieceHu
(EBp.®. 2.6.12)

He Gonee 10° KOE/r

Menee 10 KOE/r

Escherichia coli OTCYTCTBHE B | T OrcyTtetByet/r
(EBp.®.2.6.13)
Ynakoska: MapkupoBka H ynakoBka CootsercTByeT
cootBeTcTBYIOT H/I onupasce Ha
HCITO/Ib3YEMBbIE YTBEPHKAECHHbIE
MaKeThl Blajenblua
PErMCTPALIMOHHOTO YIOCTOBEPEHHS
lMoaTeep:kaenue:

Cepus cooTBeTCTBYET TecTOBO MoHOrpauu. HacTosmy noATBep:kaato, 4To NpHBEIeHHaA BbIlIe HHPOPMALIUA

ABIAETCA JOCTOBEPHOI W TOUHOH M NpoaHalM3MpPoOBaHa B COOTBETCTBHU ¢ GMP.

CTp 2 u3 3 B nannom AOKYMEHTE MOCTaB/IEHA 3JIEKTPOHHAA MOAIMHCH B COOTBETCTBUH CO CTAHIAPTOM CaHnpos




SANDOZ 50

Ccbinka: 000000287242

Beinywen: Cantorac ®apma I'méX
OTro-BOH-T'yepuke Annee 1
39179 Bapne6eH, NepMaHua
Ten: 03 92 03/71-0
®ake: 03 92 03/71-77 70
®Dake: 03 92 03/71-77 70
.Hlll.lEH}HSI HA MPOH3BOACTBO:
DE_ST_01_MIA_2019_0008

CEPTH®UKAT AHAJIU3A

Hanmenosanune: LOPEDIUM(JIOTIEJIMYM) 2MG 10HGC V1 RU

Homep matepuana: 44064221

Moarsep:xkaeno QC
[Moareepkaeno QC data/Bpems
Brinyck cepun

Boinyck cepun / Jata ceprudmrara / Bpemsn
Hara cozpanns ceprudukara / Bpems

Cepua Cannos: KN3125

Mapko dad, sxenepT no npoueccam (LQK nach
AMWHY)
07.05.2020 10:21:14

Ponana I'poce, ynosiHoMoueHHoe HIO
20.05.2020 13:42:50
25.05.2020 06:35:13

Crtp 3 13 3 B naHHOM J0KyMEHTE MOCTABIIEHa YTEKTPOHHAS MOAMHUCH B COOTBETCTBHH CO craHaaptom CaHzuos




