A Novartis
Division

SANDO

Ne: 2005201333

Odhopuneno;

Canigrac dapma 'MoX
OTtTo-80H-THopuHke-Annee 1

39179 Bapnebex
lepMaHua

Ten.: 039203/71-0

dake: 039203/ 71-7770
Jluuenauns Ka NPoU3BOACTRO:
DE_ST_01_MIA_2019_0008

CepTtudunkat CooTBEeTCTBUS

HazsaHue matepuana:
ToproBoe HazBaHue:

Cuna nedcTBUA/aKTUBHOCTb:!
NekapcTBeHHan dopmMa:

Twn ynakoBku:

Paamep ynakosku:

Ne Matepuana:

Ne cepun Canpos:

DHata npovseoacTRa:

Cpok rogHocTH:
Mpon3BOACTBEHHLIA YUacTOK:

Y4actok BeINyCcKa cepuu:

YvacTok TECTUPOBAHWUA CEPUN:

CtpaHa umnopTep:
YkpauHa

AONEQUYM 2MTI 10XT'K B1 YA

JONEAWYM®, KAMCYALI TBEPALIE 2 MIT, 10 KANCYN B BNIUCTEPE, 1

BIVICTEP B KAPTOHHOM KOPOBKE
2 Mr

KAMCYNbl TBERLLIE
BIIACTEP

1WT x 10 WT
440646580

KM3676
27-5HB-2020
JEK-2024

CANKOTAC PAPMA FTMBX
OTro-sok-Topuke-Anrnee 1
39179 bapnebeH (FTEPMAHWS)
Fepmarus

CANKOTAC ®APMA TMEBX
Otr0-BOH-T OpUKe-Annee 1
39179 bapneben (TEPMAHIA)
[epmanus

CANKTAC DAPMA 'MBX
OTrro-BoH-Toprke-Annee 1
39179 bapnebeH (FEEPMAHUA)
FepMaHus

Homep PerucrpayuoHHoro CeBMaeTenscTea:
UA/9738/01/01

Tun Beinycka:

Hata Bbinycka:
Konuyecrtso:

HoMep nuueHauu:

Homep nuueHamu:

Homep nuuensum:

ONA PbiHKA

20-MAH-2020
128340 YN
DE_ST_01_MIA_201
9 0008

DE_ST_01_MIA_201
9_0008

DE_ST_01_MIA_201
9_0008

KomnoHeHTbI:

HasBaHue matepuaria:
Ne Matepuana:

OBbwee konuuecTtso in bulk:
NpoKU3BOACTEEHHLIA Y4YacTOK:

ROMNEPAMWA HCL XTK 2MF 1IE21 EY
42023900 Mpoaykr in bulk  Cepusa Ne:

2900250 WT

CANIOTAC PAPMA T'MBX NMuueHsna Na:
Orro-son-Toprike-Annee 1

39179 bapneber (FEEPMAHWA)

epmaHus

KG7374

DE_ST_01_MIA_201
9_0008

Crparuya: 1/2
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. Odpopmnero:

SAN Do S;ﬁ;‘ﬁ:t's Canwtac ®apma "mbX
Otro-oH-Topuke-Annee 1
39179 bapneben
"epmarmng
Ten.: 039203/71-0
dake: 039203/ 71-7770
NuugHsua Ha NpouseoaCTEO:
DE_ST_01_MIA_2019 0008

Ne: 2005201333

Ceptudmkat CooTBeTCTBMS

HazBaHue matepuana: NOMNEOVYM 2MI 10XTK B1 YA
ToproBoe HasBaHue: NONEONYM®, KAMCYNbl TBEPALIE 2 MI™, 10 KANCYN B BIUCTEPE, 1
BJINCTEP B KAPTOHHOW KOPOBKE
Ne Marepuana: 44064680 N2 cepuu Canpoa: KM3876
KoMNoHeHTBE:
Hassanue maTtepuana: NOMNEPAMWA HCL H CUDA B ¥ EY
Ne Marepwana; 40003742 AxtnsH, chapm. uHrpegueHT  Cepua Ne;  B539885
(Ipo#3BOACTBEHHLIN YYaCTOK: CudbaeuTop ¢.n.a.

Bwa Nlusennn 1
26852 Kacanetto logwkuaHc
Wtanus

Cepun nponzsoaurens: 1950002319

Monoxexue o ceprucbmkaLum

Hactonlum noaTeepkgaio, 4To Boe 3Tanbt MpoussoacTea ABHHOI CepuM roToBOro NeKapCTBEHHOro CpeAcTEa
OCYWIECTBNEHL 8 NOMHOM COOTBETCTBMM C TpeGoBaHWsiMu GMP EC u [Ha TeppuTopuu EC] B cooTBercTBMM C
TpeBoBaHUAMN paspeLleHWs Ha NPO[AaXKY NeKkapCTBEHHbIX CPeACTs, BuIAAHHOM B CTpaHe/CTpaHax HasHaYeHus.

KommeHTapwii k cepTudpmkary:

B npouecce npoussoacTea He OBHaApYXKeHO OTKNOHEHUH, cNOcoBHLIX NOBMUSATD Ha BbINYCK NpogykTa.

Beinyck cepun / Ceprucbuiauua BuinonHena: Dr. lika Schaaf, YnonHoMoueHHoe nuyo
Beinyck cepun I Cepruchukaumna Qata/Bpems: 20-MAR-2020 / 09:06:56 BKB
Oara/Bpems odopmneHun ceprudukara: 20-MAA-2020/ 11:33:36 BKB

e o S
Crpannua: 2/2 *CepTutmkaT 3aBepeH SNeKTPOHHOA NOANUCHID B cd{émei’cmm CO CTaHpapTamMu
BNEKTROHHLIX NCANMCEN CaHaos HES I e
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SANDOZ ::::"

Ne: 000000286887

Cdropmneno: Caniotac Papma M'MBX
Orto-BoH-Topuke-Annee 1,
39179 bapnebeH, MNepmatus
Ten.: 039203/71-0
Dakec: 039203/ 71-7770
FluueHsuns va npoussogerao:
DE_ST_01_MIA_2019 0008

Ceptudmkar AHanusa

HazsaHue npoayxra:
ToproBoe HazBaHue:

NONEQUYM 2MI 10XIK B1 YA

NOMNEANYM®, KANCYNBI TBEP[ILIE 2 M, 10 KAFICYN B BIMCTEPE, *

BIINCTEP B KAPTOHHOW KOPOBKE

Ne MaTtepuana: 44064680 Ne cepuu Canpos: KM3876
Marepuan in bulk 1: 42023900 Ne cepum in bulk: KG7374
KoHTponkHas cepus Ne: 000408118375
fdara npoussogncTea; 27-AHB-2020 Cpok rogHocTu: LEK-2024
Cpok rogHOCTH Ha yrakoske 1: 12/2024
MNonyuarens: Canpos Ykpauha, Yepania
Tect TpeGoranua Pe3ynkrarbi
BHewHuiA sua TBEPAbIE XENATUHOBbIE KANCY bl CEPOro — TEeMHO- coovaeTcTByeT
(opratonenTuveck) 3€NEHOr0 UBETA, KATOPBIE COACPMAT FOMOrEeHHbI

nopouwok 5enoro unu nourn Genoro UseTa
Pasmeps| kancynbl 3 COOTBETCTBYET
(MeToa npoMasoauTEnsy)
CpepHas macca 166,5—193,5 mr 181,8 mr
{Esp. ©. 2.9.5)
OaHopOAHOCTE Macckl 18 kan. * 7,5%; 2 xan. + 15% COOT8&TCTRYET
(E® 2.9.5)
Pacnapaemocts <15 MuH < 5 MuH
(E®2.9.1)
Wnentudukauma Nonepamig AOMHHO COOTBETCTBORATS COOTBETCTBYET
{(BIKX)
WneHTncbukauus Tutana Avokcug AOIKHO COCTBETCTBOBATL cooTBeTCTRYeT
(xuMWyeckas peakums)
UaeHTubvkaums Xenesa oKeng FOIMKHO COOTBETCTBOBATL COOTBETCTRYET
{(xuMu4eckan peaxuma)
WaerTtudurkaumus NarteHToBaHslH A0IXHO COCTBETCTROBATL CoOTBETCTBYRT
CUHWIA
(TCX)
UaeHTudikauns MNaTeHTosansM AOIMKHO COOTBETCTSOBATL COOTBETCTRYET

CUHUI
(TCX)

Crpanvua 113 3

CepTndmkar sasepen BNEKTPOHHOW NoANVChio B coor
ANEKTPOHHLIX NeANUcen CEHJ:I,OE




SANDOZ 25

Ne: 000000286887

Odbopmneno: Camtotac ®apma MM6X
Otro-soH-T'opuke-Annee 1,
39179 BapnebeH, Mlepmanus
Ten.: 039263/71-0
®akc: 039203/71-7770
Tuuenaun Ha npoussoacTso:
DE_ST_01_MIA_2019_0008

CepTudpukar AHanusa

Hazsanue npogykra: JIOMEONYM 2MI 10XFK B1 YA

Ne Marepuana: 44064680 Ne cepuun Canpes: KM3676
Tect TpeBoBanun PesynbraTi!
KonnyecteeHHoe onpenenetvne 1,90 =210 mr 2,02 mr

Jlonepamug rugpoxnopun
(BIMX)

OAHOPOAHOCTL CopepXaHus
(BOHKX)

Pacreopesne Yepes 20 mux,
{BOHX}

PacTeopeHue cpeanee
{BIXKX)

Pacreopetne maxc.

(BINX)

Pacrsoperue mMuH.

(BIXX)

OauHouHas npuMecs
{B3XX)

Cymma npuveceit

(BOXX)
MukpoGuonorwueckas yuctoTa
(E® 5.1.4)

Npoaepka ynakosouHoro
MaTepuana

Mpumeuanus:

TecTbl NoMeveHHbIe (*) BRINONHSIOTCH B He BYTWHHOM pexume ¢ onpeseneHHol YacToTon

NoaTeepxaenue:

Cepun cooTseTCTRYET MOHOrpaguu TecTUpoBsaHns, HacTos
ROCTGBEpHan W TOUHAA, U YTO 3aMUCKH aHannaos nepecmarp

AOMiHa CooTBeTCTaOBATL EBp. O, 2.9.6
270 % {Q)

270 %

s uHehopmayum

Ans uichopmayum

$025%

<0,5%

AOIKHA COOTRETCTBORATL

YnakoscuHbIi MaTepran oTeevaeT TpeGosaHuAM,
XapaKTepuCTUkM ykasaHb! B COOTBETCTRIN Co
CTaHaapToM 1 pasGopuneo.

Cootaetcrayet {n = 10)
Cooreetcrayer (n 1-6)
95 %

96 %

94 %

0,16 %

0.2 %

)

CooTeetcrayer

WM NOATBEDKAAND, HYTO BhilUe YKasaHHas vHhopmalma
MBAMKCH U YCTAHOBNEHO UX COOTBETCTBUE Hopmam GMP.

Crpannua 2 us 3

Ceprudmxar 3aBepeH sn1ekTPOHHOH NoANUCHID

3NEKTPOHHEIX Nognice Canaos




Odbopmneno: Cantotac Gapma MmGX
OTro-BOH-TopuKke-Annee 1,

. 39179 Bapne6en, Nepmaruna

SAN Do £, Hoyanis Ten.: 039203/71-0
Wision

dakc: 038203/ 71-7770
JTIMueH3nA Ha RPOUIBOZCTBO:
DE_ST_C1_MIA_2019_0008
Neg: 000000286887

CepTtudpmkar AHanusa

Hassauuve npoaykra:  [JONEOAYM 2MI 10XTK B1 YA

Ne MaTtepuana: 44084680 Ne cepun Canyoa: KM3676
YTBepxkaeHue OKK BbINONHeHO: Thomas Goll, EkcnepT npouecca (LQK nach AMWHVY)
YreepxaeHue OKK [Qata/Bpems: 13-MAA-2020 16:44:08 BKB

Brinyck cepun/CepTrudmKalua BLINOHEHA! Dr. llka Schaaf, YnonHomoueHHoe nuuo
Boinyck cepuniCepTudmkaumm Bata/Bpemsn:  20-MAS-2020 09:06:56 BKB

Ceprudbnkar ochopmnen para/Bpems: 20-MAA-2020 11:31:26 BKB

e TR
TpaHuua 3 ns 3 CepTuhrxaT 3aBepeH areKTPOHHOH NOAMUCHIo B co{%ﬁegcjsuw co'CTaHnapTamu

INEKTPOHHBIX Nodnucen Cannoa




HEPXIIKCITYKBA YKPATHA
AEPIKABHA CJIYIKBA 3 JIIICAPCI)KI./‘IX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA Yy KHIBCBKIA OBJIACTI

npocniext Bajepis JloGanoscEkoro, 5 1, m. Knis, 03110, Tea/akce: (044) 2753030
E-mail; dls.ko@dls.gov.ua, Kox ENIPTIOY 37078774

BHCHOBOK
Npo AKICTL BBe3eHOro B Ykpainy sikapeskoro 3acoly

25.06.2020 Ne 28797/20/10

JOIEIYM®

(natiMenynanng nikapcekoro 3acoBy 3rinno 3 peecrpanidtim HOCBiNYeHHAM)
Kancyas Teepui mo 2 mr;, o 10 Kancyn y daicrepi; mo 1 Oaicrepy B KapTonHiii kopoGui

{dopma BHNYCKY, N03YBaNHS, BHA TIaKyBaHHs NiKapeRkoro 3acofy)
Homep peectpaniiizoro nocainvenis UA/ 9738/01/01 crpox ait peecrpantifinore nocsimuenns 01.01,2099
Cepist ntikapcexoro 3aco6y Ne KM3676 Kinpkicts Breseroro nikapeskoro sacofy 128340

BupoGaui Camorac ®apma ['m6X, Himeyunna
(naliMenysanns BAapoGHHKa Nikaperkorg 3acoBy, kpaiua TIOXOMKEHHS)

Baeseno B Yipainy Toapucrno 3 06mexencio Bignoeinannuicro "Cannos Vkpaina',

inenT. kon; 38419586

(HaliMenypanus g Koz 3a EJIPTIOY 1opuuMunot 0coby a60 npizsuime, iM'a, no OatbkoBi Bismunol
OCOSH ~ nifnpueMny, if Micue npoxueanng Ta PeecTpaniitunmii HoMep obuikopof KapTKH IUIATHNKS

Hpotokon aisyanexore KouTpomo eix 18.06.2020 N 1866/4,

3a  pesynnratamu AEPKABHOTO  KOHTPOITO BCTAHOBNCHO, IO Jikapchkmii  3acis BBE3CHO B Vkpaimy 3
AOTpHUMARH

HMOT" 3aKOHONABCTBA MO0 3abesnevemnss AKOCTI KAPCEKMX 3a006is.
D,
)

Onexciit COJIOAPAM

(iniuianwm ra npisBHIe)
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