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- cepua KP645, napmus 114779 ynaxosok, 20den do 31 .08.2024, npouseodemsa Hosapmuc Cazaux Mida e

| ammecmam axipedumauu RA.RU.21LIK01, Cepmugpuxam POCC TR, ®MOS.C52577 om 30.1 0.2019

JEKJAPAISL O COOTBETCTBHN |

AEKJIAPAHT, IPUHUMAIO WK JEKJTAPALHAIO O COOTBETCTRUH i
340 "CAHOO3"

Ceedenua o pecucmpayun opzanusayuu. Mesicpaiionnan uncnerxyus Oedepanviiof narozosor ciyorcber No 46 no
2. Mocxrse 01.01.2008, OI'PH 1027739] 59601, dama npuceoenus OIPH 06.09.2002. |
Adpee: 1253135, 2. Mocwea, Jderunepadckuii npocrexm, 0.72, kopn.3. Tenegporn: 8§(495)660-75-09.

B nuye: Pykosodumeny omodena nozucmuxu (npuxaz Ne GX-60100/18 om 15.11.2018 2.) Enuceeg H.B.

3ASIBJBIET, UTO
Aexapemsgenroe cpeocmeo: Cupdanyd, mabnemxu 2 Mz 10 wm., ynaxoexu sueiikossre xonmyprivie (3), nauxu
xapmonvie, PY Ne IT N0O12947/01 om 03.08.2010 (dama samenst 25.12.201 8) evroano Hosapmuc Papma Al

Tapun FOpionrepu Canaiu ge Tuxapem A.C., Typyus, Novartis Saglik Gida ve Tarim Urunleri San. ve Tic.
A.S., Yenisehir Mahallesi, Ihlava Vadisi Sokak No. 2, Pendik, Istanbul TR 34912, T urkey; koo OKIT/2
21.20.10.225, xod TH B3/ 3004900002, xormpaim Ne 02/Candos AIVI2 om 01.02.2012, unaoiic N
4190519345 om 10.10.2019

COOTBETCTBYET TPEBOBAHUSM
HIT42-11511405 wzse. Ne f-11

JEKJIAPAITHA IIPUHSTA HA OCHOBAHHN ' ,
npomoxor ucneimanui Ne 11774J] om 29.10.2019 HJT OO0 “Lenmp xonmporn kavecmea Buonasih® |

HATA IPUHATHS JEKJTAPAIAH 0/.17.2019

MEXTIAPAYR} AEACTBUTEMLHA 10 31.05.2024
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CBEIAEHUS O PETUCTPALIAN

OPTAH IO CEPTHOUKATIWH, 3APETICTPUPOBABIUIHIT JIEKJIAPA LIUEO )
RA.RU11@M08 OPIAH 1O CEPTHDHKALIHH TPORVKIIHH OBIUECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH LJEHTP KOHTPOJIH KAYECTBA o

adpec opeanusayuu: 115280, 2. Mocxea, yn. Macmeprosa, 0. 4, am. 5, nom, I, xom. 1, aopec opaana na
cepmupuxayuu: 115280, POCCHA, zopoo Mocxksa, yn. Muemeprosa, O, 4, am.. 5., men.: (495)788-02-88; geb-
caum, QUKK.pa. :
JEKJAPAIIHS O COOTBETCTBHH 3APETHCTPUPOBAHA A POCC RU -TR. OMO8.A.42513/19
,&AT&{’_‘__I}%QTPAIIHH 01,11.2019
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Buinyueno:

h NovarTIs

Cramdysn, Typussa

JIHUEHIHA HA HIroToRAeH e No:

2004/14
Cepruurar GMP Ne:
GMP30937/340471-0007

CEPTUD®HUKAT CEPHUM
Ne TR100200084351

[poaywr:

Aosvposka:
Jlekaperaennasn gopma:
Bun ynakosxu:

Paimep ynakosgn:
Perucrpauuonnoe
yaocvosepenue Nu:
Crpana:

IMoBanehuiii matepuan No:
Jata w3rovosnenus:
Jara euinycka:

Cpok roanocru:
Koanuecreo eannnu
NPOAYKTA:

CHPJAIIY

TU3AHWHAHH TMAPOXTIOPH 2,288 MI™
TabneTku

Bawcrep

3X10 tabnerox

P N0O12947/01

Poccuiickas Meaepaus

7127132 Cepun Ne;
06.09.2019

08.10.2019

08.2024

114779.000

KP643

aHHbIE TECTORB, T E6OBaHMH, €3YBTATHI K JARAIOHCHHA NPHBEAEHDBI B CAEAYIOWEM CepTHDHKATe/cepTudKaTax:
P

Ceprudmrar Na:

[Mpoaywr:

I'nobansubiii maTepuan Ne:
JloKkanbubiil MaTepuan N
Jarta sbinycka:
[Tpowssonurens:

Jlunenina Ha
H3rOTOBIeHIE:

TRI00100058481
CHPLANY L2 mr TABJIETKA DSO8 YM - FoC

861405 Cepun Ne: K0027

B61405
02.10.2019
Houaprue ¥ py niepn
34912 Kyprroit
CramGyn, Typuus
2004/14

Flm mevsrnies
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Boinyweno: ‘
(‘) N O VA RT [ S Hosuprue Ypyriepu
34912 Kyprxoit
CramByn, ypuns
Jliienida Ha H3roTosaeHHe Ne:
2004/14
Cepruguxar GMP Ne:
GMP30937/340471-0007

CEPTHOUKAT CEPHUH
Ne TR100200084351

fMpoaywr: CHPIANY [
Inobansubiil matepnan Ne: 727132 Cepun Na KP645 i

i
Jakmwouenne: ]

HacTostuum ya0CTOBSPAIO, 4TO AanHHas HHGOPMALHA NOUIHHHE H BEPHA, |
Jaknas cepus co3aana/ NPOM3BENEHA, BKNIOUAA YNIZKOBKY H KOHTPO/Ib, HA BbILICYTOMAHYTOM MECTE IPOHIBOACTBA B I
COOTBETCTBHI ¢ npasHaaMy GMP NOKAILHOrO PErYARTOPHOTO OPTaHa i CrieUHBHKALIEH PETHCTPALHOHHOIO |
YAQCTOBEPCHHA MMNOPTHPYIOLLEN CTpaHbL. '
HapaGo1xa, yNaKosKa v @Hain3 CEpHH COUTBETCTBYIOT tpeGosarnam GMP.

OTBeTcTBEHNHOE JIHLIO: Cetpa Cesunuk

Jata u Bpems: 08.10.2019 14:38:22

Jnuo, seipasuiee cepTRdUKaT: Cedra Cepnng

Aon#HHoeTE:? Koopanuatop onepauHii kayecrsa
Jata u Bpemat (8.10.2019 14.38:22
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() NOVARTIS

Mpowyseseno:
Hosaprue Ypyuiepu
34912 Kyptroi
Crambyn, Typuua

CEPTHOUKAT AHAJIM3A
Ne TR100100058481

Npoaykr: CHPOANY I rabnerkn 2 mr DS08 YM FoC

Cnofaneherit mavepuan 861405 Cepun Nu: K027

Ne:

Hara wsroTossienns: 06.09.2019 INporoxon ananuia Ne; 41500936066

Bpemn yaepmanus 04.01.2021

Gank:

HopmaTtusuas DP3I700028029R |

AOKYMEHTALUS:

Tecrbi TpeGosanus Pesynbrare

Bua: user Ot Benoro 20 noutn Henoro CoorseTcrayer

Bua: dopma Kpyrasie nnockue TabneTky co CoorretcTayer
CKOWEHHBIME KPAAMH

Bua: kon rpaeupoBry Ha oanoil cropose - kon «OZ» ¢ puckoit Cootserctoyer

Bun: pasmepb

[MoanuuHocTs TH3IAHHABH nmpomcpuna
METOAOM AHAKCCTHOH xpomaTorpadmi ¢
BoicTpbiM pazaeneHueM B KOMOHHAUNMK C
DAD

MNoanuHHocTb TH3AHHANK THAPOXNOPH LA
meTonoM B3MX

PacnafnaeMocTh

Cpennss macca

Ouamerp 7,9 - 8,1 mm
Tonwnna 2,7 - 3,0 mMm
CooTpeTcTByeT CTAHAAPTY CPABHEHMA

CoOTBETCTRYET CTAHAPTY CPARHEHHS

Marcumym |5 MuH.
152 - 168 Mr

Coorsercrayer

Cootsercrayer

Cooteercrayer

| MHH
160 mr

Mrpaanazrsnim D EE Ilnamemiiniidt ammavidaisimes &,




H NOVARTIS

fiponsseneno:
Honaprue Ypyiiepn
34912 Kyptkoit
CramOyn. Typuwms

CEPTHOHUKAT AHAJIM3A
Ne TR100100058481

MNpoaykr: CHPIANY O rabnersn 2 mr DSO8 YM FoC
nofannuwiii mavepuan Ne: 801405 Cepun No: K0027
TecTo! TpeGosauusn Pesyabrathi
MuauBnayanbLHas macca Maxcumynm 2/20: am £7,5 % CootrseTcTByET
Maxcumym 0/20
am £15 %
Jlomkoctn He Honaee O rabn, 0 rab.
Hcetupaemocts Makeumys 1,0 % 0,2 %
Cuna paznoma 40 - 80 H 57 H
IloTepu nph cyuixe Marcumym 3.2 % 2,5 %
MaentuhurpoBarHbiit npoaykT pacnana, NAP Makcumym 0,2 % <0,1 %

505-78, na OCHOBAHMH 3ARBICHHOIO KONMYECTBA
THIZHHAMHA FHApOXJIOpKaa MeTogom BOXX

s nssntonms A T8 Vlanemmmeicie¥ cmmaeidsiimem &




() NOVARTIS
flpouiuenenc:
Hogapruc Y pyunepu
34912 KypTxoft
Crambya, Typuma

CEPTHO®UKAT AHAJIM3A
Ne TR100100058481

Mpoavst: CHUPIOANY O vaGneriu 2 mr DSO8 YM FoC
[aobaneHbiii matepuan No: BG14035 Cepnn No: K0027

|
Tectnt Tpebosauun Pesyaurars ]
[TpoayxT pacnasa He HASHTHMHUKPOBAHHDL, B Makcumym 0,2 % <0,1 % J
nepecueTe Ha TH3AHHIMKH riApoxaopua, BIKX i
[poaykTel pacnaga: CyMmMa, B nepecyere Ha Tiiadinans  Maxkcumym 0.5 % <01 % |
THAPOXAOPHA MeTOLOM BDXX
KonunuectseHHOE 0NpeneneHme TH3aHKHAHHA 95,0 - 105,0 % 100,5 %
rHApoxnopHia metogom BOHX
Oanopoanocts goinposarns: N=10 mwin 30 10-30 10 '
OnHOpoOHOCTE A03HPOBaHHS: CPEdHEE - 102.8 %
QaHOpPoAHOCTb AO3HPOBAHIA. MHHHMYM - 984 %
OaHOPOAHOCTE A03MPOBAHUA: MAKCHMYM - 106,6 %

Maiamsissiom © 18 Tl ccereeee ™ cmnmcms s i iimme B s m s ey s e i (04 e e s me ey e



{
) NOVARTIS

[ponsseseno:
Hosapric ¥Ypysiepu
34912 Kyprkoit
Crambyn, Typums

CEPTH®HKAT AHAJIU3A
Ne TR100100058481

(cpearee) MeTonom BOWX uepes 15 muuyr
{3naveHue Q)

Pactaopenue: MHHHMYM . 97 %
Pacraopenne: makcHMyMm - 102 %
PacTaopenne THIaHnAMH ruApOXIOpUaa meTonom  CooTBeTCTBYyeT TPeboBarMsimM Coorsercisyer

B3XAX nocne 15 MuHyT okonuarensublit smsos . CLUA

[posykT: CHPIAJY I rabnetku 2 sr DSO8 YM FoC

[ioBanbneiii matepuan No: 861405 Cepun Nu: K0027

Tecrit Tpebosanus PeivinTath !
OaHOPOAHOCTb HO3MPOBAHHSA; NPHEMIEMAn He Bonee 15,0 7,9 J
BE/HUHHA |
O1HOpOAHOCTL A0IHPORAKHS THIAHWIAKH Coorsercrayer TpeGosanuan Esp. D, Coorsercrayer |
THAPOXAOpHIa MeToAoM BIIKX: cpennee: @, CLUA » Ad ‘
KOHE'THOE 3aKJIOMEHME

Pactsopenue N=6, 12 uan 24 6-24 6

PACTBOPEHKR TH3AHKAHH MHAPOXNOPH a Munumym 80 % 100 %

Jakmouenne:

Cepusl COOTBETCTBYET CHEUM(IMKALMK HOPMATHBHOMN AOKYMerTaUnK, HaCTORILHM YAOCTOBEPAKY, YTO JaHHaA
#HopMauKs noaanHHA W BepHa. HapaboTka # aHanmns CEpitH IPOBEPEHDI K COOTBETCTBYIOT Tpefopanuam GMP,

OrsercTBeHHOE NHLO: D6py leprep

Jdara u spemsa: 27.09.2019 10:40:42

Jlnuo, seinasiiee ceprudua: 20py Ieprep

HOKHOCT ! CneunanucT COOTBETCTBHA KAYECTHa
Aata u Bpemsi: 27.09.2019 10:40:42
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