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JEPXUIKCIIYIXBA YKPATHM
JAEPKABHA CIYIKBA 3 .HIKAPCBI{I(_IX SACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIN OBJIACTI

mpocniekT Banepis Jlo6anorerkoro, 51, M. Kuis, 03110, Ten/daxe: (044) 2753030
-mail: dls.ko@dls.gov.ua, Kon €ZIPTIOY 37078774

BHCHOBOK
OPO SIKICTH BBE3€HOI'0 B Yxpainy sikapcerskoro 3acody

10.03.2020 ' . Ne 9754/20/10

B OCIIAMOKC
(naftmenysanus nikapcskoro 3aco0y 3TinHO 3 peecTpauiiiamm noceingenHaM)
TIOpOMIOK /st 0panbHol cycnensii (250 mr/5 ma) mo 6,6 r nopowrky s 60 Mo cycnemsii y
paraxconi, no 1 paaxony pazom 3 MNPHLOM ISt JO3YBAHHS 3 aJalTepoM y KAPTOHHI
KopobGui

(opma Bunycky, A03YBaHHS, BHA 113Ky BAHHA nikaperkoro 3acoby)

Howmep peectpauiiinoro nocsinueting UA/3975/05/02 CTpOK aif pedeTpaniiinoro moceinyenna 19.10.2021
Cepis nixapeskoro saco6y Ne KIEQ936 Kinskicts sBesproro mikapeskoro 3acoby 62845

Bupo6uuk Canmmos I'm6X - TexOre, ABcTpis _
' (naiimenynanis BUPOGHMKa NiKAPCEKOTD 3acofiy, kpaiHa noxomxenns)

Bseseno B Vipainy Tosapucrso 3 06Mexeno10 Bianoginansuicrio "Cannos Vxpaiua",
inent. kon: 38419586
(ualimenysauus Ta kog 3a CIPIIOY 1oprau4Hol 0coBH abo npisBMine, iM'A, o 6aTEKOB] (iznunof

0cobu - mianpuemug, T Micue POKHBAHHEA Ta peecTpanilinuii nomep o6aikonoi KapTKH NIATHUKA
nogarkis abo cepis ra nomep HacnopTa)

Ipotoken BisyaneHoro kouTpomo six 27.02.2020 Ne 0619/1.

3a  pesynpTaTaMM  JepikasHoro KOHTPOMIO  BCTAHOBNIGHO, IO nikapcskuil  3aci6  mpesemo VYipainy 13
AOTPHMAHHSIM BHMOT 32KOHOABCTRA 10O 3abe3ne e AkocTi mikapchkux 3aco6is,

Ta KOHTﬁpJﬁq“‘,a’é HaBRBTI - i i (%/ 3ybapera H.B.
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A Novartis
Division

SANDO

Ne: 3012191430

OdopmnieHo:

CAHOO3 MMBX
BUOXEMUWLLUTPACCE 10,
6250 KYHO/1b

ABCTPUA

Ten.: +43 5338 200

CepTtudmkar CooTseTCTBUS

Ha3ssanue marepuana:

Toprosoe HazBaHue
npoaykra:

Cuna pefcTBNA/aKTUBHOCTD:
NekapcrBeHHan dopma:

OCIMAMOKC 250MI" 60MJ1 MOC YKP

OCMAMOKC, NOPOLLIOK 4151 OPAJIbHOW CYCMEH3UN (250 MI/5 MN),
6,6 I' NOPOLUOK AN 60 MM CYCMEH3UN BO ®NAKOHAX Net

250 MIr/ 5 Mn

NOPOLLUOK AnA OPANbHOWM CYCIMEH3UM

Tun ynakoBku: PJIAKOH
Pasmep ynakosku: 1 UT x 60 M1
Ne Marepuana: 982581 Tun Bbinycka: Ansa PbiHKA
Ne cepuu CaHpos: KE0936 Ne cepuu Ha ynakoske: KE0936
daTta nponsBoncrsa: HOA-2019 Hata Bbinycka: 27-AEK-2019
Cpok ropHocTy: HOA-2022 KonuuecTso: 62845 YN
MpoussoacTBeHHbIN yuacTok: CAHOO3 MMBX

BMOXEMUWITPACCE 10

6250 KYHONb

ABcTpus
CrpaHa-umnoprep: Homep PeructpaunonHoro CeuaetenncTna:
YkpauHa UA/3975/05/02
KomnoheHTbI:
Hazganue matepuana: AMOKCULIMNA 3XAP NOC 250MI/5MA AT12 EY 02
Ne Martepuana: 42026144 MpogykT in bulk Cepusi Ne:  KE0903

O6wee konunyecTro in bulk:

MpousBogcTBEHHbLI! yyacTok:

447000

CAHO3 r'MBX
BUOXEMULITPACCE 10
6250 KYHONb

ABCTPYS

Crpatuua: 1/3

nognucein Canaoa
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. Odopmneno:
SANDOZ )=t CAHOO3 FMBX
BUOXEMMLLTPAGGE 10,
6250 KYHAMb
ABCTPUSA
Ten.: +43 5338 200

Ne: 3012191430
CepTtudmkar CootBeTCcTBUSA

Hassanue maTepuana: OCNAMOKC 250MI 60M1 NOCT YKP

Toproeoe HazBaHue: OCMAMOKC, NOPOLIOK ANA OPANTBHOM CYCNEH3UM (250 Mr/s M),
6,6 I' NOPOLLOK 111A 60 MJ1 CYCMEH3M BO $NTAKOHAX N1

Ne Marepuana: 982581 Ne cepum Canpos: KE0936

KomnoHeHThI:

Hasganue marepuana: AMOKCULIMNNNH 3XOP H EC31 NB C1 YE

Ne Marepuana: 472191 AxtuBHbii dapm. MHrpegueHt  Cepust Ne: B541391

MNpousBoacTeeHubli yuactok: CAHAO3 UHOACTPUAN NPOOAKTC C.A.
Kpra. MpaHonsepc Kapgaxey
08520 NEC ®PAHKYECEC B.

Henanus
KoMmnoHeHTbI!
Hassanue marepumana: AMOKCWUUWNNNH 3XOP H EC31 MB C1 YE
Ne Marepuana: 472191 AKTUBHBIA dapM. UHrpeaneHt  Cepus Ne: B541385

MNpoussoacTeenHbI yyactok: CAHOO3 WHOACTPUAN NMPOJAKTC C.A.
Kpra. MpaHonbepc Kapaaxey
08520 JIEC ®PAHKYECEC B,
cnanns

Monoxenune o cepruduraLmu

Hactosuum noATBepXAal [OCTOBEPHOCTH U TOYHOCTS BblLUeyKasaHHOM uHdbopMaLmn. [laHHas cepus
npenapara Gbina NpoussesieHa, BKYas yNaKoBKy/MapkupOBKY 1 KOHTPOSb KaYecTsa, Ha BbILLEYKa3aHHOM
MPOUSBOACTBEHHOM y4acTke(ax) B NONHOM COOTBETCTBMM G TPEBOBAHUSMU GMP MECTHbIX PErynaTOpHbIX
OpraHoB U cneundukaLumuam, ykasaHHeIMU B PerucTpaumoHHoM CauaeTenscrae CTpaubl umnopTepa. JanHbie

06 M3roTOBNEHUM, ynakoBKe W aHanmsax cepun Gbinu NpoBEpPeHbl U NOATBEPKAEHO WX COOTBETCTBUE
ctaHaaptam GMP,

Yyactok Bbinycka cepuu: CaHaos FMGX-TexOne, BuoxemuwTpacce 10, 6250 Kynanb, AscTpus.
MpoussoacTBeHHan nuueHsns: 481921

3aperucTpupoBaHHbIi pazmep ynakosku: 1 ®JIAKOH B KOMMNEKTE CO WNPULIOM ONA NO3VPOBAHUA
C ADANTEPOM B KAPTOHHOW KOPOEKE

KommeHTapuu:

B npoLecce npoussoacTea He Bbino 06HapYKEHO OTKNOHEHUI CROCOBHbIX MOBMUATL Ha BbINYCK NPOAYKTA.

e S
f"w: Tepe
REP AN

P RN
e - \\}
;’f N ;!“; kY ?i,%‘
7 A PO Yo
I N T 5 % N
o ey y“;'; P }} d
! v b0 B COOTBETCTBUK aH TaM OHHBIX T % .. |
Crpannua: 2/3 Saeepel-:o 3NEKTPOKHON MOANUCHLIO B CO T CO CT: Aag 2 wag\pr ; /ﬂi’
noanuceit Cavaos A ?




: Odopmneno:
SANDOZ: ;™ CAHIO3 TMBX
BUOXEMULLUTPACCE 10,
6250 KYHOb
ABCTPUA
Ten.: +43 5338 200

Ne: 3012191430
CepTtudmkar CootTBeTcTBMSA

Ha3Banue marepuana: OCMNAMOKC 250MI" 60MJ1 MOC YKP

Toprosoe Ha3BaHue: OCMAMOKC, NOPOLLUOK ANA OPANIbHOW CYCTEH3U (250 MI/5 MIT),
6,6 ' MOPOLLOK ANs 60 M1 CYCMNEH3UU BO ®NAKOHAX Ne1

Ne MaTtepuana: 982581 Ne cepuu Canpos: KE0936

Beinyck cepuu / Ceptuchukauun BoinonHewa:  Mag. Ruth Becker, YnonHomoueHHoe ayo
Buinyck cepnu / Ceptudbukauun Qata/Bpems:  27-0EK-2019/ 11:23:39 BKB
HAata/Bpema othopmnenus ceptucukara: 30-0EK-2019/ 13:30:49 BKB

* ” S q j\'\‘&w
CTpanvua; 3/3 3aBEpPEeHO 3NEKTPOHHOI NOAMMCHIO B COOTBETCTBMM CO CTaHAARIAMIA aNeKTPOHHbIX .
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SANDOZ 5"

Per.: 000000266135

Odopmneno: CAHAO3 'MBEX

BUOXEMULUTPACCE 10,
6250 KYHONb, ABCTPUA

Ten.: +43 5338 200

Ceptudmkar AHanunsa

HassaHue npoaykra:
ToproBoe Ha3BaHue:

OCNAMOKC 250MI' 60MI1 NOC YKP
OCMNAMOKC, MOPOLLOK ANA OPANbHOU CYCMEH3WN (250 MI/5
M), 6,6 I NTOPOLUOK ANA 60 M1 CYCNEH3UU BO ®TIAKOHAX Ne1

Marepuan Ne; 982581 Ne cepun Canpos: KE0936

Ne cepuu Ha ynakoBke 1: KE0936

Martepuan in bulk 1: 42026144 Ne cepuu in bulk 1: KE0903

Ne KOHTpOnbHOW napTuu: 000408026904

Harta npon3seoacTtBa: HOA-2019 Cpok rogHoCTH: HO#A-2022

Cpok rogHocTH Ha ynakoBke 1: 11 2022

Ne ecneuundmkaumnn: 5075.6

TecT TpeboBaHus PesynbTaThbl

OMUCAHWE NMOPOLLIKA MNOPOWOK OT BENOIO 40 XXENTOBATOMO CootsetcrayeT
LIBETA

OMUCAHWE rOTOBOW CYCNEH3UN CYCNEH3MA OT BENIOIro A0 XENTOBATOIO CootsetcrayeT
LBETA

WAEHTUOUKALUA AMOKCULIMANAH COOTBETCTBYET CTAHIAPTY CootsetcrByeT

(BATCX)

WAEHTUOUKALIMA AMOKCULINININH COOTBETCTBYET CTAHOAPTY CootsetcreyeT

(BIXKX) ,

WOEHTUOUKALUUA HATPUA BEH30AT COOTBETCTBYET CTAHOAPTY CoorsetcrayeT

(BIXKX)

CYCMEHANPYEMOGCTb OAHOPOOHAS CYCMEH3NA CooteeTcrayet

ONHOPOOHOCTb MACCHI: CPEAHSIA 6,27 -6,93r 6,62r

MACCA HAMNONHEHWSA

OAHOPOAHOCTL MACCHI: 2504r 6,50r

MHAMBNAYANBHBIE MACCHl: MUHUMYM

OOHOPOLHOCTL MACCHI: <7261 6,721

VHOVBAOYANBHBIE MACChI:

MAKCUMYM

PECYCNEHOAWPYEMOCTb <£10c 5c

BOOA <9,0% 8,0 %

PH 45-55 54

MUKPOBNONOIMHYECKAA YACTOTA/TECT < 1000 KOE/r 50 KOE/r

HA CNEUMOUYECKUE
MUKPOOPIAHM3MbI: OBLUEE YCNO
ASPOBHBIX MUKPOOPIAHM3MOB

Crpanuua 1 va 3 Canaos

3aBepeHo SIIEKTPOHHOW NOAMUCHIO B COOTBETCTBUN €O Ctangaprtammn




CAHAO3 'MBX
BAOXEMULLUTPACCE 10,
6250 KYHAb, ABCTPUA

A Novartis Odopmneno:

Division

SANDO

Per.: 000000266135

Ten.: +43 5338 200

CepTtucpukar AHanusa

Hassanue npoaykra:

OCIMAMOKC 250MI" 60MIT NOC YKP

Marepuan Ne: 982581 Ne cepuu Canpgos: KEO0936

Ne cepum Ha ynakoBke 1:  KE0936

TecT Tpe6oBanus Pe3ynbTaThi
MUKPOBUONOIMMYECKAR YNCTOTA/TECT <10 KOEK <10 KOE/r

HA CNELUNOUIYECKNE

MUKPOOPIAHU3MbI: OBLLEE YACNO

JPOXOKEBBLIX ¥ NNECHEBLIX TPUBOR

MUKPOBUONOIMNMYECKAA YACTOTA/TECT HE ONPEAENAETCAB 1T CooTeetcTBYET

HA CNELWNOUMECKNE
MWUKPOOPTAHU3MbI: ESCHERICHIA COLI

COMNYTCTBYIOWME NPUMECHU:
CMELUMOULINPOBAHHBIE:
AMOKCULMNINH NEHULIMINONHBIE
KUCNOTHI

(B3XX, EBP)

CONYTCTBYIOWME NMPUMECH:
CMELMOULIMPOBAHHBIE:
AMOKCULIIINH NEHUNNONHASR
KWCNOTA

(BIXX, EBP)

CONYTCTBYIOWMWE NPUMECH:
CNEUNOULINPOBAHHLIE:
OWKETOMUNEPA3NH

(BOXX, EBP)

CONMYTCTBYIOWME MPUMECHU:
CNELMOULINPOBAHHBIE:
AVMEPHbIN AMOKCLMNANH
(BIXX, EBP)

CONYTCTBYIOWWE NPUMECH:
CNELIMOULIMPOBAHHbIE:
2-TNOPOKCK-3-(4-MUAPCKCUDEHWN)
MNPA3NH

(B3XX, EBP)

COMNYTCTBYIOWWE NPUMECMW:
HECTIELIMOULINPOBAHHBIE, NIOBARA
APYIFAA MPUMECH (HAWMBONbLIAR)
(BOXX, EBP)

CONYTCTBYIOIWWE MPUMECU: CYMMA
NPUMECEU
(BOXX, EBP)

< 1,0 % oT HOMUHaNbLHOIO coaepXaHust

< 1,0 % OT HOMUHanNBLHOTO coaepX aHnus

<1,0 % OT HOMUHANBHOIO COAEPXKAHNA

< 1,0 % OT HOMUHANbLHOrO CoAePIaHUS

< 1,0 % OT HOMUHANbHOTO CoAEPXaHUA

£ 0,2 % 0T HOMUHaILHOro cogepxaHua

< 3,5 % oT HOMWHANLHOrO CoAEePXaHNUA

0,14 % oT HoMUHAaNLHOrO
coaepxanua

< 0,05 % 0T HoMUHanNLHOro
coaepxanust

0,05 % oT HOMUHANbLHOro
coaepxaHus

0,19 % OT HOMWHanbHOro
conepxaHua

< 0,05 % OT HOMWUHanNLHOro
coaepxaHus

< 0,05 % OT HOMUHanNLHOro
cofepxKaHus

0,38 % OT HOMUHaNbHOro
coaepxanus
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: Odopmneno: CAHIOO3 'MBEX
SANDOZ ot EMOXEMMILTPACCE 10,

6250 KYHAb, ABCTPUA
Ten.: +43 5338 200

Per.: 000000266135
CepTtuchukat AHanusa

Mpoaykr OCMNAMOKC 250MI" 60MIN NMOC YKP
Cepua Ne 982581 Ne cepuu Canpos: KE0936
Ne cepuu Ha ynakoBke 1: KE0936

Tecr TpeGoBaHus PesynbTaTthl

KONUYECTBEHHOE OMPEAENEHWE 240 — 262 mr/5mn 248 Mr/5Mn
AMOKCULIMANWH

CBEXENPUrOTOBNEHHARA CYCMNEH3US

(BIMKX)

KONMYECTBEHHOE OMPELENEHUE 6,4 — 7,8 Mr/5mn 6,9 Mr/5mn
HATPVS! BEH30AT

(BIMX)

MNoaTeepxaeHune:

OTa cepust NpoAyKTa COOTBETCTBYET METOAaM KOHTPONS. HacTosiwumm NOATBEPXKAAEM, YTO BblLLEyKasaHHas
WH(DOPMALUS ABNSETCA TOYHON U NOANUHHOM, W YTO PE3yNbTaThl AHANU30B NPOBEPEHbI U OTBEYAIOT
TpeboBaHuaM Haanexalleit NPON3BOACTBEHHON NPaKTUKK.

Y1eepxaeHue OKK BhinonHeHo: Julia Hofmann, Menempkep KK
Yreepxaenve OKK [aTta/Bpems: 20-AEK-2019 11:21:32 BKB

Boinyck cepun/Ceprudpukaims BoinonteHa: Mag. Ruth Becker, YnonHomoueHHoe nuuo
Bbinyck cepun/CepTtudmkaumu fara/Bpems: 27-[1EK-2019 11:23:39 BKB

Cospnanusn ceptudmxara nata/Bpems: 03-AHB-2020 06:59:17 BKB
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