A3

JTEKJAPALIASL O COOTBETCTBUM

JAEKJAPAHT, MPUHAMAIOIHH AEKJIAPAIIMIO O COOTBETCTBUM

340 "CARZO3"

Coedenun o pezucmpayul cpeanusayun’ Mejcpanonnas  HCReKyud Dedepansroll Hanoeoeol cayocder Ne 46 no
2 Mockse 01.01.2008, OFPH 1027738159601, oama npuceoenus QOI'PH (6.09.2002,

Adpec: 125315, 2. Mocwsa, Jlenunepadcxuil npocnexm, 0.72, kopi. 3. Teneghon: 8(495)660-75-09.

B nuye: Pyxosodumens omdena nozucniuxu (npuxas Ne GX-60100/18 om 15.11.2018 2.) Enucees H.B.

| BASIBJISIET, YTO

nexapemeenioe cpedemeo: Cupdanyd, mabremry 4 me 10 wim., ynaxoeku AYeUKOBYIE KOUMYPHYLE (3), navku
xkapmonxue, PY Ne IT N012947/01 om 03.08.2010 (0ama samenss 25.12.201 8).evroano Hosapmuc ©apma A1
ceput KP875, napmusa 83760 ynaxosox, zoden 0o 31.08.2024, npouzeoocmsa Hosapmuc Caziux I'uda ee
Tapum I0ponnepu Canatiu e Tuxapem A.C., Typyus, Novartis Saglik Gida ve Tarim Urunleri San. ve Tic.
A.S., Yenisehir Mahallesi, Ihlara Vadisi Sokak No. 2, Pendik, Istanbul TR 34912, Turkey, xoo OKITJ2
21.20.10.225, ko0 TH B3 3004900002, konmpaxm Ne 02/Canoo3 Al712 om 01.02.2012, uneoiic N
4190520381 om 15.10.2019

COOTBETCTBYET TPEBOBAHMAM
HIT 42-11511-05 wam, Ne 1-11

JEKJIAPAITAS ITPUHSTA HA OCHOBAHHU
npomoxon ucnuimaruii Ne 121814 om 01.11.2019 HIT OO0 "Lenmp xonmposs kauecmea Buonaiig”,
ammecmam axkpedumayuu RA.RU.21LJK0!, Cepmudpuxam POCC TR. PM08.C52914 om 05. 11,2019

TGN JIEKAPATINIT 06./1.2019
FEACTBUTETBHA JIO 31.08.2024

( P Enuncees H.B.

NOATHCH 1.0

CBEJEHS O PETUCTPATAN

OPTAH 10O CEPTHO®HMKAIIAH, 3APEIHCTPHPOBABILH JEKJIAPAITAIO
RA.RU.11PMO8 OPTAH 110 CEPTHOUKAIIHH IPONYKLIHH OFLECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)KHOH JEHTP KOHTPOJIA KAYECTBA",
adpec-opeanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I xom. 1, adpec opzana no
.cepmugbzmazfuu."]l 5280, POCCHA, z0pod Mocxsa, yn. Macmeprosa, 0. 4, 3m. 5., men.:(495)788-02-88, ae6-
caium. oyrx.pp.
WSl O COOTBETCTBUAH 3APEI'ACTPUPOBAHA Ne POCC RU J[-TR. DMO8.A4.43291/19
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)y NOVARTIS

Boinyuweno:
Hovapruc Ypyunepu
34912 Kyprzo#
CramGyn, Fypuus

Muuewina ua narovosaenne Ni:
2004/14

Ceprudurar GMP Ne:
GMP30937/340471-0007

CEPTUPHUKAT CEPHUN
Ne TR100200084194

flpoaykT:

JNosuposka:
Jlekaperpennas dopmu:
Bua ynakosxu:

Pasmep ynakonxn:

Homep perucrpaunoHuono
YOOCTOBEPEHHA!

CTpana nocTaBKy:
FaoBanbubiit maTepnan Ne:
JaTa HAroTOBJEHUAL

[laTa BhinycKa:

Cpok roaocTs:
Koauuecrso eannun
npoayKra:

CHPIANY ]

TUZAHWUIAWH THIPOXNOPKU]L 4,576 MIT
TabneTkn

Baucrep

3X10 rabnerox

[T NeD12947/01

Poccuiickan denepauna
727148

18.09.2019

03.10.2019

08.2024

83760.000 wryk

Cepusn Ne:

KP§73

[anHble TecTOB, TpeDOBaHHA, PEIYNLTATL H JAKNIOUEHNA TPUBEEHLE B TAEAYIOLIEM CepTH(HKATE/CePTHRHKATAX:

Ceprugmiar No:

[poaykr:

[nobanbubiil maTephan Ne:
Jokaabhbiil marepuan Ne:
JaTa BpinycKa:
[Ipouzsoanrens:

Jiuen3na Ha M3roTOBNEHHE:

TRI00i00058519

CHPOANY 4 m1 TABJIETKA (YM) - FoC
8614006 Cepus Ne:

861406

03.10.2019

Hosapiue Y pyHaepn

34912 Kyprro#

CramByn, Typuus

2004/14

K0041

Crpavnua | /6 Hacroswmii ceprudurcar 6o aBTOMATHIECKH CIEHEPHPOBaH.

,ﬂaHIlblE YTBEDHUICHDLL OTBETCTEEHHBIM NHUOM




Buinyumeno:
(') N O 'VA RT 1 S Howaprue Y pyHiepn

34912 Kypixo#
Crambyn, Typuns

Jluueniun Ha nirotosaenue Ne:
2004/14

Ceprupurar GMP Ne:
GMP30937/340471-0007

CEPTHOUKAT CEPUH
Ne TR100200084194

Npoaykr: CHPLANY L R
Faobanbnetit matepuan No: 727148 Cepun Ne KP873
Jakmouenne:

Hactonuinm yaoCTOREPAIO, YTO AaHHan HHPOPMALHA NOLAKHHA H BEpHA,

Jlawnan cepna co3nana/ NpoOW3IBEAENE, BKIIOYAR YNAKOBKY H KOMTPOAb, Ha BbitlUeYNOMAHYTOM MECTE NPOX3BOACTAE
B COOTBETCTBIH € npasrnamn GMP nokansHoro perynsTopHoro oprasa i cneundukauneil perneTpaLHoHHoro
YOOCTOBEPEHHA HMNOPTHPYIOLWEH CTPAHBI.

HapafoTxa, yNaKosKa ¥ aHajiu3 Cepun CooTBETCTaVIO TpeoBanwim GMP.

OrseTcTBeHHOE AHILO! Hamna Tac
Mara u Bpess; 03.10.2019 15:34:09

Kommenrapuil k ceprugurkary:

B COOTBETCTBHN C BHYTPEHH UMM IPOLEAYDAMY B [POLECCE YNIAKOBKH napTua K004 Guina NEPEUMEHOBAHA HA
KP875. Ceprudmkar anannsa na naptuo KOO4 1 npumennnm ans naptnu KP87S.

JInuo, sblaasuiee cepTHGUKAT: Hasmna Tac
AomHocTb: Crapuwuit GMP koopansarop
HdaTa u Bpems: 03.10.2019 15:34:09

Crpaninua 2 /6 Hacroswmit cepTudmrkar Gbisi aBTOMATHECKH CreHEPHPOBAN,
Harnbie yTaepKaeHbl OTRETCTBEHHBIM THLLOM




Uy NOVARTIS

[Mpouiseneno:
Hosaptue Y pyHiepH
34912 KypTroi
CramOya, Typuus

CEPTHOHUKAT AHAJIM3A
Ne TR100100058519

[poaywT: CHUPIANY 1 taénetrn 4 mr(YM) FoC

[ofaabubti 861406 Cepusn No: K0041

marepuan N

Harta W3roToBAEHHN: 18.09.2019 [porokoa annnniza Ne: 4150095002

Cpox coxpantocTh 18.05.2021

fanxa:

HopmaTubuas DP3700036027R !

AOKYMEHTALMA!

Tecthi Tpebopauus PeiyiibTatsl

Bun: user Or Geaoro 0o noury denoro CoorserctayeT

Buu: hopma Kpyrasie naockue tabnersu co CooreeTcTByeT
CKOLIEHHBIMM KPARMH

Bua: xoa rpasupoBKH Ha onuoil cropone nepexpewinsaiowmecs  CooTsercTayeT
pHCkH, Koa «RL» Ha apyroft cropoue

Bua: pasmepuot Huamerp 9 Mm CooreeTcTBYET
Tonuwmra 2,7 - 3,1 MM

Mominasocts THiannann rrapoxnopuima  COOTBETCTBYCT CTUHIAPTY CPEBHEHHA CooTtBeTCTBYET

setonoM BOXKX

MosannuocTs Thaanuaun rvapoxnopuna  COOTBRTCTBYST CTARAAPTY CPABHEHHA CooTeTCcTBYET

METONOM HMHAKOCTHOM XpoMaTorpadui ¢

BuiCTphiM paspeleHHeM & komOHHaUNN ¢

M

PacnanaeMocTb MarCumym 15 MHuH, (0 muH

Crpansua 3 /6 Hacvoawmi cepTudukat Obit aBTOMATUUECKH CIEHEPUPOBAH.

Jlanueie VTBEPKACHB OTBETCTBE HHbIM THLOM




) NOVARTIS

[tponssencuo:
Hosapive ¥ pynaepu
34912 KypTkoii
CrambBya, Typuus

CEPTHOUKAT AHAJIU3A
Ne TR100100058519

Npoaykr: CHPIAANY [ tabaersn 4 me{YM) FoC
Caocbannusiit maTepnan Ne: 861400 Cepun Ne; K0041
Tectrl TpeGosanus Peaynbinre
Cpennsin macca 209-231 mr 222 mr
MuauBrayanbHas vacca Marcumym 2/20:am 27,5 % CootsetcTsyer
Makcumys 0/20
Am£l3 %
JNomkocTs Maxcumym 0 1adn 0 radn.
HMcTupaemocTs Makcumym 1,0 % 0,2 %
Cuna pazioma 45-80 H 56 H
[Morepu npw Cyuwke Makcumym 3,2 % 23%
WaentudunposanHbiif npoaykT pacnana, NAP Makcumym 0,2 % Mewnee 0,1 %

505-78, Ha OCHOBAHWM JAABACHHOTO KOHHUECTBE
TH3AHHIWHA ruaApoxaopuia metoaom BIHX

Crpannua 4 /6 Hacroswmi ceprnmkaT Obli 2a8TOMATHHECKH CTEHEPHPOBAH.
JaHkble YTBEDHAEHbI OTBETCTRERHbIM NTHUOM



Yy NOVARTIS

Nponineneno:
Hosapyue Ypysnepu
34912 Kyprroi
Crambyn, Typuma

CEPTHOUKAT AHAJIU3A
Ne TR100100058519

Ipoaykr: CHUPIANY L 4 Mr tabaeten(YM) - FoC

Cnobanbuniit matepuan Ne: 861406 Cepun No; KQ0041
Tectnt Tpebosaunn Pesyabrarni
[TponyxT pacnana HeuneHTHPHUHPOBAHH B, B Makcumym 0,2 % Menee 0,1 %
NEPECHETE HA THIAHHMAMH TKAPOXIOpHY, BDKX

[lponykTel pacnaga: CyMMa, B NEPECHETE HA THIAHKANH Maxcumym 0,5 % Mesee 0,1 %
rHapoxnopha Metosom BIWX

Konuuectsennoe onpeneneHue THIaHHARHA 85,0-105,0 % 98,0 %
FHAPOXAopHLa MeTogom BIJCX

Ouaropeanocts nosuposanng: N=10 uau 30 10-30 10
0anopoaHocTs RO3KMpOBaKKS: cpeaHee - 99,0 %
OUHOPOIHOCTE IOBHPOBAHMA: MHHHMYM - 97.3 %
(O3HOPOAHOCT IOIUPOBAHMA: MAKCHMYM - 101,9 ¢

Crparuua 5/ 6 Hacroswmit cepTudukat 6uia apToMaTHYECKH CreHepHpOBaH,
JaHnbie yTEEPHKIACHBI OTBETCTHE HELIM JTHLOM



) NOVARTIS

Mpouiseseno:
Hosaptuc Ypyiepu
34912 Kyprroit
Crambya, Typuus

CEPTU®HKAT AHAJIU3A
Ne TR100100058519

Npoaykr: CHPIANY 4 ur Tabnetkn(YM) - FoC

Faobaasustd 861406 Cepun Ne: Koo41

MATEPHAN

N

Tectwt Tpebosanun Pesynbrare:
OAHOPOAHOCTL HOIHPOBAHMA: NPHEMIEMAn He Gonee 15,0 3.0

BENIHYHHA

OLHOPOAHOCTE A03MPOBAMKSE THIRIMANH Cootsetcrayet TpeGosanuam Esp.  Coorsercrayer
FHIpoxAopHaa metoaom BEXX: koneunoe D.ou . CUIA, Sn.@

IAKNOUEHHE

PactBopenue THIAHMANH FHApoOXIOpHAE Muninmysm 80% 104 %
(cpeanee) meromom BKX vepes 15 MHHYT

(3nauenne Q)

Pacteopenie N=6, 12 uan 24 6-24 12
Pactsopenne: MuHHMYM - 101 %
PACTBOPEHME. MAKCHMYM - 107 %
PacTsopente TH3AHHAUK ruapOXAOpHaa Cootrercrsyet TpeGosanuam @, Coorsercreyer
MeToa0M BEAKX nocae 15 munyt: CLUA

|_OKOHYATE L HBI{T BBIBOIL

’ Jarmouenue:

] g o
l (,-E[JHQ COOTBETCTHYET CI'JELIH(J)HKLIUHH HOPMATHBHOHR JOKYMEHTalHH, HHCTORMHM YAOCTOREPHIO, YTO AanHay

HHOPMALIMS NOANHHHA W BEPHA, HapuaboTka n ananmus cepuy IPOBEPEHLL M COOTBETCTRYIOT Tpebonannsm GMP.

OrsercraeHnoe anuo: 26py lepuekep

Hara u Bpemun: 03.10.2019 14:21.07

Jmua, seiaasiuce cepruukat: D6py Mepuexep

Jenkuocts: Koopaunatop koHTposa kauectaa
Aara w spems: 03.10.2019 14:21:07

Crpannua 6 / 6 Hactoswmii ceprudukat 6uin asToMaTHuecKn CIeHEPHPOBRAY.
JlaHHbIE YTEEPKAE HbI OTBETCTHEHIIbIM NTHLIOM




