g NovarTIs

Odhopmneno: —|
Cannos C.P..

Byn. IliBeseHi, 7A

540472 Tupry Mypedt
PymyHia

Ten.: +40 265 208 120
Parc: +40 265 254 767
WWw.sandoz.ro

NMiuensis Ha BUPOGHULTEO:

TopriBenbHa nazea:
Cuna giifaKTMBHicTL:
Nikapcbka thopma:
Tun ynakoBku:
Posmip ynakosku:

Ne Matepiany:

Ne cepii:
Darta BMpoBruurea:
TepMmin npugaTHocTi:

Kpaina npuanauenns:
MAPC kopn;:
Kpaina-imnoprep:

YKpaina

BupobHuua ginbHuys:

Bupo6Huuua ginbHuusa:

BupoBuuua ainbruus:

Ne: 2405241401 10F
CepTudpikar BignosigHocTi N
Haama Marepiany: ASWTPO CAO3 100MF/5MN 20MN Noc ykp

A3UTPO CAHI03®

100 M/ 5 Mn

NOPOLLOK ANA OPANLHOI CYCMNEHS(
®HAKOH

TWIT x 20 M
44117172
44113075

NRg253
C2-KBI-2024
31-BEP-2027
CAHOO3 C.P.N.
BYI. NIBE3EH!, 7A

540472 TUPTY MYPELL
PymyHis

CAHAO3 CcP.N.

BYN. NBE3EHI, 7A
540472 TMPIY MYPELL
PymyHis

CAHOO3 C.P.J.

BYJT. NIBE3EHI, 7A
540472 TUPIY MYPELL
PymyHis

Ykpaiha

7772

Homep Peectpauiiinoro MOCBIigYeHHSA:
UA/M764/02/01

Tun Bunycky:

Hara Bunyexy:
KinbkicTe:

KomnouenTu:

Hazea marepiany:
Ne Matepiany:

BupoBuuua AinsHnuA:

Cropinka: 1/2

3aransHa KinoKicrs in bulk:

Homep niuenaii:

Homep niyewaii:

Homep nigenaii:

CEPTUOIKALIA CEPI

19-KBI-2024
10686 ¥
10F

10F

10F

§

ASUTP INOC 100Mr/5MN PCO3 T8 OB Y 02TX

42037128 MpoaykT in bulk Cepis Ne: NS7317
199.2 KI
CAHIO3 C.P.JI. Ne riiuedaiis 10F

BYI. NIBE3EHI, 7A
540472 TUPTY MYPELL
PynyHin

*3asipeHo enekTpoHHUM MANMCOM BiANOBIgHS AC CTaHAAPTIB €NEKTPOHHUX nignucir

Canpoa

%’X Ny /\/p(’-,,?; g??jo

A




” , : 5 Odpopmneno:

& NQ)VA‘ RT IS C;Em’;a CPN
Byn. JliBezeHi, 7A
540472 Tupry MypeLw
PyniyHis
Ten.: +40 265 208 120
dakc: +40 265 254 767
Www.sandoz.ro
MiueHsis Ha BUPCBHULTEO:

10F
Ne: 2405241401

Ceptudpikar BignosigHocTi

Hassa matepiany: A3UTPO CA3 100MI/5MI1 20MI MOC YKP
Toprosa Hazga: ASNTPO CAHOO3®
Ne Mavepiany: 44117172 Ne cepii:

NR9253

KomnonenTu:

Haiga marepiany: ASNTPOMILUWH 1XJP H [TNAB MB C QOB EY 01
Ne Matepiany: 40008425 AxTuBHuI ®apm. HrpeaieHT Cepis Ne: B721222
Bupobuuya AinbHuua:  MNIBA XPBATCKA 0.0.0.

CM MPYHUYKA LUECTA 54

10291 MPUIOPLE BPAOBEYKO

Xopearis

Homep CEP: R1 CEP 2010-131-REV 02
Homep DMF: 000657-10(10/2022)

711168643510923

NMonoxewnns npo ceprhdgikauito

L niaTeep gy AOCTOBIPHICTb | TOYHICTL BALLEHaBeneHoT iHdopmauii. Aana cepis npenapary Byna
BUrOTOBNEHA, BKMOYHO 3 NaKyBaHHAM/MapKyBaHHaM Ta KOHTpOTEeM AKOCTI, Ha BULLEBKaZaHil BUPOBHKUYH
AiNbHWL y NoBHiIR BiAMCBIGHOCT 3 BUMOramn GMP micyesux ACLHABHUX PErynaToOpHMX OPraHiB, a Takox
cretdikadii, Wo skazani y Peecrpaliiitomy flocse Nikapcekoro 3acoby B kpaidi iMnopTepa. faki npo
BUTOTOBNEHHS, YNaKoBKY Ta ananiany cepil 6ynu nepesipeHi | MiATBEpAMEHE TX BIANOBIAHICTE cTaHdapTtam
GMP.

MNpoaykT eunywenni ANR peanizauii Ha puHky Yipainn,

Ceptucpikar aHaniay fjofaeThbes.

3apeecTposaHui Trn ynakosku: 17,1 r nopowky grisi 20 mn OpanbHoi cycneHaii y hnakoni 3 ajanTepom i
WAPULIOM ANS 103YBAHHA B KaPTOHHIN Kopobui

IliyeHzin Ha su o0BHuyTBO Ne 10F

Ne cepii BupoGuuka:

KomeHTap no ceprudhikaty:

B npoueci BupoBruyTea Ta NaKyBaHHA He BUABNEHO BigxuneHs, sxi 3AATHI BASMHYTY Ha BUNYCK npoayKTy.
Y npousci kxoHTponio sxocTi | CERENOBULA BIgXVNEHHS Biy cneywvdikayii siacyTHi.

Bunyck cepii/ Ceprudpikauis Bukonana: Adela Mihaela Neagoe, Ekcnepr Onepauin 35/Y0
Bunyck cepii / Ceprudpikauin Qara/Yac: 19-KBI-2024 / 07:56:14 BKY

fNara/Mac ohopmnenns cepTudpikary: 24-TPA-2024/11:01:26 BKY

Cropinka: 2/2 *3aBipeHo ENEeKTPOHKWM nignvcom BiANOBiAHO Ao CTanAaPTIB EnekTpoHHNX Aignucis

Ca+poea




U NovaRrTIS

Odhopmneno: Cangos C.P.I1.
By”n. Nieeaewi, 7A

540472 Tupry Mypew
PymyHis

Ten.: +40 265 208 120

®akc: +40 265 254 767
www.sandoz.ro

Ceptudpikar Ananiay

3sit COA Homep: 112853

Hasea matepiany:
Toprosa Hazga:

A3WUTPO CA3 100MI/5MN 20MN MOC OB YKP
A3UTPO CAHOO3®

Ne Martepiany: 44117172 Cepin Ne; NR9253
BuxigHuii Homep mMartepiany 1; 42037128 Buxianuit Homep Cepii1: NS7317
Cepis LIMS; 58725
fara BupoGHuyTEa: 02-KBI-2024 Tepmin npunatHocTi: BEP-2027
CrarTa TectyBannn: 3.2.p.5.1 ~ cneyndpikauin —~ UA - 201
Tect Creundpikauis PezynkTar
3oBHilWHIA BUrnag
(MeTog konTpono: ANM_BFDF_00149352 (1604/08))
Gnue nopowky Nopowwek 6inoro abo maike Ginoro Konsopy Bignosigae
Onuc roTosoi fo BUKOPUCTaHHA cycneHs!  MomorenHa CycneHsia Ginoro abo malixe Ginoro Konoopy  Bianosigae
3anax
(MeToa koHTponte: ANM_BFDF_00149352 (1604/08))
3anax nopotwky XapakrepHuii apomar Bianoeinae
Janax  roToeol A0 BUKODYCTaHHA  XapaKkTepHuil apomar Bignosigae
CyCneHsii
lnenTudbixauin asuTpomiumnny (BEPX)
{MeTog konTponio: ANM_BFDF_00149344 {1604/02))
laeHTrdikawia asuTpoMiunHy (BEPX) Bianceinae CranpapTy xpomaTtorpamu Bianosigae
lnenTudrikauis aanTpomiuuny (TLLIX)
{MeTog korTponso: ANM_BFDF_ 00149344 (1604/02))
laeHTuhikaLis asmTpomiuury (TUIX) Bignoeigae CTaHaapTHOMY 3HaueHHw Rf Bignosifae
laenTudikayin TUTaHY giokcuay
{MeTon keHTponio: ANM_BFDF_00149344 (1604/02)}
laeHTndpikauis TATaHY Aiokcuay Bignoeigae METOAY TeCTYBaHHSN MoauTneHwii
OnHopigHicTs macy HANOBHEHHS
(MeTog koHTpomo: ANM_BFDF_00149352 {1604/08))
OpgHopiguicTs MaCH HANOBHeHHA: 16,67 — 17 62 1 17,03 r
Cepeata maca HanoeHerns (06 em =20 mn)
CgHopigHicTs mach HanoBHeHHSA; - 16,84 r
MiHIMaNbHe  aHaveHHs -~ 5 % Big
BCTAHOBIEHOT cepenHboT Macy HaNnoBHEHHS)
OgropigHicts macu HanoBHeHHs: - 17,27 r

MaKCUManbHe 3HaYeHHA (+ 5 4 Big,
BCTaHOBNEHOT cepenHbal Mack HaMCBHEHHA)}

Cropitka 1234

CepTudikat cTBopaHHo B GNEeKTDOHHIA cucTemi

Hagpykosano: 24-TPA-2024 12:52:01 BKY +3




doNovarTIs

Odvopmneno: Cangos C.P.M.
ByR. fliezeHi, 7A

540472 Tupry Mypeln
PymyHin

Ten.: +40 265 208 120

Paxc: +40 265 254 767
www.sandoz.ro

Ceptudikar AHanizy

3siT COA Homep: 112853

Hazsa matepiany: A3UTPO CAO3 100MI/5MN 20M71 NOC OB YKP

ToproBsa Ha3Bsa: A3UTPO CAHAO3®

Ne Marepiany: 44117172 Cepis Ne: NR9253
Buxianwii Homep Marepiany 1: 42037128 Buxignuit Homep Cepil1: NS7317
Cepina LIMS: 587256

CycnengysaHHs
{MeTog koHTpOmIo: ANM_BFDF_00149352 {1604/08))

CycneHgysaHHs

lomoreHHa cycnensis Bigrosigae

BumicT Boan
{MeToa KoKTponio: ANM_BFDF_00149352 (1804/08)}

BmicT Bogu

make. 1,50 % 0,25 %

Ha¢ crifikocti cycnensiy
(MeTop korTpon; ANM_BFDF_00149352 (1604/08))

Hac crifixocti cycnenaii

Minivym 1 xg >1xB

PH roTosoi 4o BukopucTanna cycneHsiy
(MeTog keHTponio: ANM_BFDF_00148352 (1604/08))

bH revesol go BUKOPUCTAHHA cycnenail

8.00 - 11,00 8,94

Kinokicre  BuzHauenns A3NTPOMILMHY
(BEPX) i CBIXONpurotoBaHoi  pnn
BXUBAHHA cycneH3ii (3aseneHwil BmicT:
100 Mr/5mA)

(MeTog konTpomo: ANM_BFDF_00149346 {1 504/03))

Kinbkiche  BuaHavenHs A3MTPCMIUMHY
(BEPX) 3i CBIXOFIpUrOTOBANOT ANA BXMBAHHRA
cycnedsit

95,0 - 105,0 mr/5mn 98,3 mr/Bmn

KinbkicHe BuaHavenns A3ATPOMILMHY  3j
CBixonpuroTosaHoi Aans BXWBaHHA
CcycneHsif yepez 5 guin 3bepiraHHa npuy
KIMHaTHIil TemnepaTypi

(MeTog koHTpon: ANM_BFDF_00149346 (1604/03))

KinekicHe BuanaueHHs AIUTPOMILIMHY 3
CBIXONpWUIoTOBaHoI Ans BXWBAKHA cycneHasii
4epes S AHie sBepiranus NPy KIMHaTHIR
Temnepartypi

85,0 -~ 105.0 Mr/5mn 98,4 mr/Smn

Po3unHeHHs auTpoMmiukHy vepez 30 xp B

0,05 M chocpatnomy Gythepi pH 6,8

(Q=75 %)

{MeTog koHTpOMG: ANM_BFDF_00148351 (1804/07))
Posuunerins auTpoOMiUMHY yepes 30 xB

8 0,05 M docatHomy Bydepi pH 6,8 (Q=75

%)

MiH. 75 % 87,1 %

PosuiiMenns mitimanste 3Ha4veHHs

- 95,7 %

PoauynHerns MaKCUMansHe 3HaYeHHs

CynposiaHi gomilugn

(MeTog konTpono: ANM_BFDF_00149354 (1604/9))
Cynpoe. noMitukm: Homiwka E

[3'-(N,N-ﬂmgememn)-aampomium {amino

A3INTPOMILMH)]

2 99,0 %

Makc. 0,50 % < 0,04 %

CTopiHka 2 3 4 CepTudikar cTaopeHHo a ENeKTPOHHIA cucTemi Hagpykosaho: 24-TPA-2024 125201 BKY +3




N OVARTIS

Odpopmneno: Cangoz C.P.JT.
Byn. JliBeaeni, 7A

540472 Tupry Mypew
PymMmyHin

Ten.: +40 265 208 120

dake: +40 265 254 767
www.sandoz.ro

CepTudikar Ananizy
3eit COA Homep: 112853

Hasea matepiany:
Toproea nazea:

A3WTPO CA3 100MI/5MN 20MI1 NOC OB YKP
A3WUTPO CAHAO3®

Ne Marepiany: 44117172 Cepin Ne: NR9253
Buxianuit nHomep MaTepiany 1: 42037128 BuxigHuit Homep Cepii1: NS7317
Cepia LIMS: 58725

Cynpoe. aomiwkw: Jomiwka F [3"-N- makc. 0,50 % < 0,04 %
AEMETUN-3 -N-hopMinasuTpamiLmA]

CynpoB. gomiwku: Homiwka | [37- N - makc, 0,50 % 0,05 %
ABMETUNAIUTLOMILMA]

Cynpos. aomiwkn: JomiLka 1 [2anTpomiumy makc. 0,30 % < 0,04 %
N-okeng)

Cynpos. pomiwku: Jomiwka 2 {37-{N,N- Makc. 0,40 % 0,06 %
avaemeTtin)- 3’-N—¢opmmaamrpomium]

Cynpoe. fomiwkn: Jomiluxa 3 [3°- makc. 0,50 % < 0,04 %
Ae{lMMeTUNamiHo)- 3’—0|<coaalnTp0M}unH]

Cynpos. goMilukn koxHoT Makc. 0,20 % <004 %
HeigeHTndikoBaHai, HecretndikoBaHoT

Cynpee. nomiwwkn: Cyma nponykria posnagy make. 1,50 % 0,11 %

Tectn Ha MikpoGionoriyny ductory (Metog
NiapaxyHky Ha Yawkax)
(MeTog KaHTpono: ANM_MIBI_00160238 (1804/10))

3arancHe HKCnNo aepobHux
MIKPOOPraHisMie: baktepii — He Ginowe Hix
10° kyoir

3aranshe “YnCno aspobHux
MIKPOOpraHiamis: dpixygxosi Ta nnicenes;
rPubU - He Binbiwe Hix 102 kyo/r

Escherichia coli

= 10°KYO/Ir < 1000 KYO/r
=102 KYO/r <10 KYO/r
BiacyTHicTs /1 BigcyThi /1

CTopiHka 334

Ceprudikat cteopeno s ENEKTPOHHIA cucTemi

HagpykoBano: 24-TPA-2024 12:52:01 BKY +3




r . v Odvopmneto: Canpoa C.P.N.
(L NovarTIs syn. Migeson, 7
540472 Tupry Mypew
PymyHin
Ten.: +40 265 208 120
®akc: +40 265 254 767
www.sandoz.ro

Ceptuddikar AHanisy
3eit COA Homep: 112853

Ha3sea marepiany: A3WTPO CA3 100MI/5MN 20MN NOC OB YKP

Toproea Hazaga: A3WTPO CAHOO3®

Ne Matepiany: 44117172 Cepist No: NR9253
Buxianuii Homep MaTepiany 1: 42037128 BuxigHuit Homep Cepii1: NS7317
Cepia LIMS: 58725

Cepiio NR9253 6yna BUnylleHa 19-Kei-2024 Ta CoA CTEOPEHO ABTOMATUYHO ENEKTPOHHOW cucTemoto. TexHiuHy NOMUIKY
Byno sHageHo & Wabnoni CoA & TecTi KinbkicHe BU3HaYeHHs (HenpaeunsHa KOHUEeHTpaUia sanenerHora smicT )Y
3B'A3KY 3 UMM BYNO BUAAHO HOBMI CoA 3 npasunelow iHdbopmaLieso.

NiaTBepmKenun

Cepis Bignosigae nonoxeHHsm CTaTTi TecTyBaHHA. | um MIATBEPAKYETLES, WO BULeBKa3aHa iHhopmauis & ROCTOBIPHOWD |
TOHHO!0, @ TaKOXK, Wo AaHi gocniamens nepesipeni i BignosinanTe BUMOoram GMP.

Oaui niareepoxeno; Beata-Noeml Madarasz

Mocapa: KepiBHuk KOMaHau 3 AakocTi KS

fata 2areepamenns AaHux: 24-TPA-2024

CepThdikar BUOAHO: Grama Sorina

Mocapa: BianoeinanbHa 3a BokymenTayio NaBoparopii
Hata sugaui: 24-TPA-2024

Digiaily tigned by Fede chanks Tatans

Fe d oc h en ko ON: de=com, de=novartis, ouspocpio.
eneFaechani T2

Tetla na Reason: Gandez Uktaina OF an inpart

imp
Dole: 2024.08.77 165711 10300

CTopiHka 4 3 4 CepTudhikaT cTeopenHa s BNEeKTPOHHIA cucTem| HanpykoeaHo: 24-TPA-2024 12:52:01 BKY +3




%

AEPKABHA CJIVKBA 3 HIKAPCBKHX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥V KUIBCHKTA OLJIACTI

npos. Ceitniunoi Hagii, 3, M.Kuis, 02099, Tei/(akc: (044) 363-06-50
E-mail: d!s.ko@dls.gov.ua, Kon €IPTIOV 37078774

BUCHOBOK
1IPO SIKICTHL BBE3eHOro B Ykpainy JiKapcbKoro 3acoly

28.06.2024 Ne 31324/24/10

AZUTPO CAHAO3®

(naitmenysanmsg JKapcsKoro 3ac08y 3riano 3 peectpariitiim NOCBiAYeHIsM)
MOPOWOK N1 OpaJIbHOT cyenensii, 100 mr/5 mur, mo 17,1r MopowmKy st 20 mur opassioi
cycnensii y uraxoni; no 1 paaxony y kommnekTi 3 A0ANTEPOM Ta WIPUIOM 151 N03YBAHHS Y
KapToHHiil Kopobui

((popma unycky, NO3YBAHHA, BUJ MakyBaHHs JKAPCLKOTO 3acoly)
Howmep peectpauiiinoro mocsiguens UA/4764/02/01 CTPOK Aif peecTpauifitoro mocsimuerms 0] .01.2099
Cepis nikapcskoro zaco6y Mo NR9253 KinekicTs BBesenoro nikapcskoro 3aco0y 10986

Bupo6uuk C.K. Canos C.P.JL, Pymynuis

(naitmenysanng BHPOOHHKa Tikapchxoro 3aco0y, kpaiua TOXO/KEHHS)

Beeseno B Vxpainy Tosapuerso 3 06mexenoo BiANMOBinanbHicTIO "Canno3 Ykpaina',
iztenT. koa: 38419586

Ipotokon Bisyansnoro KxouTposto sin 24.06.2024 N 1789/1.

3a  pesyneraramu ACPKABHOTO  KOHTpOmMIO BCTAHOBIEHO, 110  JNikapchkwmii 3acid Beeseno g Ykpainy 3

AOTPHMAHHAM sinvor $aKOHOZABCTBA W00 3a6e3neueHns sKocT TiKAPCLKUX 3ac0BiB,

Bixtop CTE®KIBCHKH]

(iniuianw Ta npizemie)

7 (nanncy™
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