OCIAMOKC

(HaﬁmeHyBaan JKapcrkore 3ac i
Y 00y 3rinno 5 PeecTpanilinmy noeg;
Nopowok y1g OpaiibHoj Cyenensii (500 MT/S M) 1o 5 A

. 1
TAKORI; 110 1 Prrageoy o XOpOUIKY 1 60 “yenensii y

BupoGiu Cannos 'vgX — Bupo6unya AUIBHALL AHTHIHbekmiig] I'JI3 ra Ximiyni
onepanii Kynmis (AIXO T JI3 Kyns), ABcTpis

(HaitMenyBanmy BHPOGHIKa Nikapchkore 3acoby, kpaiHa TTOXO/IKEHH )

Baeseno 8 Vipainy ToBapucreo 3 o0MexkeHo10 BilmoBinaabHicTIO "Canmos Vipaina",

inent. xon: 38419586

IIporoxon sisyansnoro koutpomo sin 17.10.2024 N 3187/2.

i i i Ykpainy 3
3a pesynbraTamm, DEPKABHOTO  KOHTPOIIO BCTAHOBJICHO, MO JKapChKMit 3aci6 BBeseno & paiHy

AOTPUMAHHAM sumor sakoHonascTEa W00 320E3NEYEHHS SKOCTI MKAPCHKUX 3aC00iB.
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Ne: 2609241132

Ceptudpikar BignosigHocrTi

OdopmneHo:

CAHOS3 'MBX
BIOXEMIWTPACCE 1,
6250 KYHONb
ABCTPIA

Ten.: +43 5338 200
Bupo6Huua niuensis:
INS-481921

Hasga MaTepiany:
Toprosa Hassa nNPoRyKTy:

Cuna piilakTuBHicTe:
Nikapckka dhopma:

OCMAMOKC 500MI/5M1T 60MJ] MOC B1 YKP

OCIMAMOKC, MOPOLLOK 125

HI1s 60 MIT OPANBHOI CYCNEHSII

(500MI/5MI) Y GIAKOHAX Nef

500 M/ 5 M

MOPOLWOK AN OPANBHO] CYCNEH3I|

Tun ynakosku; ®NIAKOH
Poamip ynakoeku: 1 WUT x 60 MN
Ne Marepiany: 44070037 Tun Bunycky: CEPTU®IKALIIS CEPII
BHyTpiwHiit Ne cepii: PA2178 Ne cepii Ha ynakoBui: PA2178
Hara Bupo6HuyTea: CEP-2024 Hara Bunycky: 24-BEP-2724
TepmiH npugaThocTi: linn-2027 Bunyuiena kinbkicre: 36220 YN
Bupo6Huva pinbHuys: CAHIO03 'MBX Bupo6Huua niyenzis: INS-481921
BIOXEMIWTPACCE 10
6250 KYHANb
ABcTpis
AinsHuys BUNYCKY cepii: CAHIOS3 I'MBX Bupo6Huua niuensis: INS-481921
BIOXEMILWTPACCE 10
6250 KYHANb
AgcTpis
Kpa'l'Ha-imnop'rep: Homep Peectpauiitioro noceiguyeHHs:
Ykpaita UA/3975/05/03
KoMnoneHTh:
Haaga marepiany: AMOKCULIAN 3XOP NOC 500MM/5MN AT12 EY 02
Ne Marepiany: 42026145 Mpogykr in bulk Cepist Ne: NX8558

3aranbHa KinbkicTs in bulk:

Bupo6Huua AinbHuYs:

455500 I

CAHIOO3 'MEX
BIOXEMIWTPACCE 10
6250 KYHAONb

ABcTpis

Bupo6Huua niyensis: INS-481921

CropiHka: 1/3

*3asipeHo €NeKTPOHHUM NiANUCOM BianoBigHo A0 cTaHpapTis enekTpoHHWY nignucis

CaHpos



Odopmneno;
CAHLO3 MBX
BIOXEMILUTPACCE 10,
6250 KyHane
ABCTPIS

Ten.: +43 5338 200
Bupo6Huyg niyeHasis:
INS-481921

Ne: 2609241132

Hazg iany:
a Marepiany: OCNAMOKC 500Mr/smn 60MIN Noc 81 YKP

Toprosa Hasga: OCNAMOK
C, NOPOWIOK 121 ansa eomn OPANBHOJ cy. i
(500M|‘/5Mﬂ) Y ®[TAKOHAX Neq el

44070037 BHyTpiwniii Ne Cepil: PA2178

Ne MaTepiany:

KomnownenTy:

Has i :
N ;:T:::;P'_a"% AMOKCMLMHIH 3XOP HEC31 B U1 vye
y: 472191 AKTUBHUI ®apm. lHrpegient Cepis Ne: B731886

Bupo6Huyg AinbHUys CAHOO3 IHOACTPIAN NPOOAKTC ¢
K-251 K 4 '
Kprta. I paHonLepc Kap,qax(ey

08520 nNEC ®PAHKYECEC B.

lcnanis
B731886

Cepisn BUPOBHUKa:

KoMnoHeHTy:

::?\;BaTMa_TePl"aﬂyl AMOKCML(VIHIH 3XOP HEC31 1B U1 ve
arepiany: 472191 AKTUBHMI dapm, lHrpegieHT Cepis Ne: B731884

Bupo6Huya AinbHUYs CAHO3 IHOACTPIAN NMPOJAKTC C.
-251 km 4
Kpra. I paHonbepc Kapaaxey
08520 NEC ®PAHKYECEC B.
Icnatis

Cepist BUpo6HUKa: B731884
Hm\_“

Nonoxexns npo cepTudikayiio

Uum nigTeepmkyio BOCTOBIPHICTE | TouHicTs BUllleHaseneHoi incbopmauii. [aHa cepis npenapaty Gyna
BUFrOTOBIEHa, BKMIOYHO 3 NaKyBaHHAM/MapKyBaHHaM Ta KOHTPONEM $KOCTI, Ha BuLLeBKa3aHii BUPOBHUYIR
BinbHUUl v noewi BiAnosigHocTi 3 BuUMoramu GMP Micuesux gepmaBHUX PErynaTtopHux oprasiz, a Takox
crneyudikauil, wo Bskasawi y PeectpaLiiinomy NnocBigyeHHi, BufaHoMy y kpaini iMnoptepa. [aki npo
BUPOBHULTBO, ynakoBky Ta aHaniau cepii 6y nepesipeHi i nigTeepaxeHa ix BiANOBIAHICTL yMoBam GMP.

BupoBHuua ginbHuys Bunycky cepii: Cangos 'meX — Bupobruva ginbhuus AHTUIHDeKUiRHI TN3 Ta Ximiuwi
Onepauii Kynane (AIXO i3 KyHans), BioxemiwTpacce 10, 6250 KyHanb, Ascrpis.
Jliuensis Ha BUPOBHULTRO: 481921

KomeHTap no ceptudikary:

B npoueci Bupo6HiyTea He BUABMNEHO BiOXWUNEeHs, Wo 3gaThi BNITMHYTU Ha BUMYCK NPOAYKTY.

*3aBipeHo ENeKTPOHHUM nigrMcon signoaigHo AO CTaHaapTiB eNeKkTPOHHUX MignuciE

Cropinxa: 2/3
CaHgos



SAND:

Z Odopmneno:

o CAHIO3 'MBX
BIOXEMIWITPACCE 10,
6250 KYHAMb
ABCTPIA
Ten.: +43 5338 200
BupoBHuya nidensis:
INS-481921

Ne: 2609241132
Ceptudikar BignosigHocrTi

[ Hasga Martepiany: OCIMAMOKC 500MI/5M1 60MJT MOC B1 YKP
Toproea Hasga; OCIMAMOKC, NMOPOLLOK 121 AJ1A 60MN OPANBLHO] CYCNEHS3IT
(500MI/5MIM) Y ®ITAKOHAX Ne1
Ne Marepiany: 44070037 BryTpiwnin Ne cepii: PA2178
Bunyck cepii / CepTudikauis BukonaHa: Dr. Priska Kraisser, YnosHoBaxeHa ocofa
Bunyck cepii / Ceprudikauin farta/Mac: 24-BEP-2024 / 16:45:06 BKY

Rara/Mac opopmienns cepTudpikary: 26-BEP-2024 / 09:32:24 BKY

*3asipeHo ENEKTPOHHUM NiAnucoM BignosiaHo A0 CTaHaapTiB enekTPoHHY X nignucia

Cropinka: 3/3
CaHpos




Peect.: 000000556690

Hassa npogyxry:
Toproga Hasga:

OdopmneHo: CAHOO3 rMBX
BIOXEMILWTPACCE 10,
6250 KYHONb, ABCTPIS
Ten.: +43 5338 200
Bupo6Huya niyenais:
INS-481921

Ceptudpikar AHanizy

OCNAMOKC 500MI/5Mn 60MI1 NOC B1 YKP
OCMAMOKC, NOPOLLOK 121 AA 60MN OPANLHOI CYCNEH3IT
(500MI/5MIT) Y SIAKOHAX Ne1

Marepian Ne: 44070037 Ne cepii: PA217s

Ne cepii Ha ynakosuy; 1: PA2178

Marepian in bulk 1: 42026145 Ne cepii in bulk 1: NX855%

KeHrponsha napris Ne: 000409031051

Hara Bupo6HUuTRa: CEP-2024 TepMmiH npugaTHocTi: nn-2027

Tepmin npMAaTHocTi Ha 07 2027 a

ynaronui 1: -

Ne cneuudpikauii: 5076.6

Tecr Bumornu Pesynnra~u

ONUC NoPOLLKY MOPOLLOK BIf BINOro 00 XOBTYBATOro Bianosigae

Konbory

Onnc roTosoi CYCNEH3I| CYCMNEH3IA BIA BINOro o Bignosigae
. ’KOBTYBATOIO KOTbOPY

I,[IEHTWDIKALUFI AMOKCULIIMIH BIONOBIOAE CTAHOAPTY Bian:zsinae

(BEPX)

IAEHTU®DIKAL|IA AMOKCHULIIMIH BiANoBsigAe CTAHOAPTY Bi;cxhoei,qae

(TLLX)

IBEHTUOIKALIA HATPIIO BEH30AT Blonosigae CTAHOAPTY Bignosinae

{BEPX) , :

OAHOPIOHICTL MACU: CEPEQIHA MACA 11,40-12,60r 12,12 r

HAMOBHEHHSA ]

(AnA CyCnEali 0 Mn)

OLOHOPIAHICTL MACU: IHOVBIAYANLH] 210,80 r 11,96 ¢

MACHI: MIHIMVM‘

(BNA CYCMEH3IT 60 Mf)

OOHOPIOHICTL MACH: IHOVBIOYANBbHI <13,20r 12,291

MACHU: MAKCMMYM

(D19 CYCNEM3IT 60 Mn)

CYCMEHOOBAHICTb ONHOPIAHA CYCNEH2IS Binnoeinae

PECYCMEHAOBAHICTb <10¢ 5¢

BMICT BOU <9,7% 82 %

PH 45-55 5,2

Cropinka 1 3 3

3asipeHo ENeKTPOHHUM ninnucom BiAnoBiaHo go CTaHAapTIB enekTPpOHHUX nianucis Cangos



SANDOZ

Peecr.: 000000556690

o¢opmm'mx\\7
SIOXEMM.UTPACCE 10,
6250 KyHpne, ABCTPi7

Ten.: +43 5333 200

Bupo6uuya Nivenzig:

INS-481921
Ceprudikar AHanizy
Hasga npogykry: OCnAmMokc 500Mr/smn 60MIT Noc B1 YKP
Marepian Ne 44070037 Ne cepii: PA217g

Ne cepii na ynakosyi 1: PA2173

— -

Pesynurary
\“\\

MlKPOBlOﬂOFHHA “MCTOTATECT HA < 100 KYO/r <100 KyOrr
CNELMDMH) MIKPOOPFAHISMM: TAMC _ ,

(BATANTbHE 4Yucno AEPOBHX

MIKF’OOPFAHISMIB)

MIKPOBIOHOFNHA YNCTOTATECT HA s 10 KYO/r " <10KYO/r
CNELMDMH) MIKPOOPFAHI3MM: TYMC : ’
(BATANBHE Ynucno APDKIDKOBUX |

NNICEHEBMX I'PUEBIRB)

MIKPOBIOHOFNHA HUUCTOTA/TECT HA HE BMBHAYAETLCS B 1r Binnosinae
CHELINDH) MIKPOOPFAHISMVI:

ESCHERICHIA COoLi

CYNPOBIAH] AOMILLKY: CNELNDIKOBAHI: $1.0% <0,05 %
AMOKCULIMNIH NEHILMNOMHI Kncnortu
(BEPX)

CYIMPOBIAHI ,ﬂOMlLUKM:pﬂELM@IKOBAHI: <1.0% ‘ <0,05%
AMOKCULIUNIH NEHINOWHI KUCnoTy
)

(BEPX

0,
CYMPOBIOHI BOMILKA: CRIELU®IKOBAH: $1,0% <0,059%
AVKETOMINEPA3UH (AMOKCULMNIH)

(BEPX)

0,31 %
CYMPOBIOHI OMILLKMY: CNELMDIKOBAHI: <1.0% o
AUMEPHUI AMOKCULUNIH

(BEPX)

<0,05%
CYMPOBIZHI AOMILLKN: CIMELUNSIKOBAHI: <1,0%

2-MAPOKCI-3-(4-T1IPOKCUPEHIN) MIPASYH
(BEPX)

0,11 %
CYNPOBIAHI BOMILKW: HECMELM®IKOBAHI: 50,2 %

BYAb-AKA HLUA JOMILLKA (HABINbLLUA)
(BEPX) :

ﬂ ] ANACIE
TO| HK3233 HO € LY HH manucom ei 108Bi H()”()t:laH”a TIB enek ')HHHMX nACIE (:aH[ 03



g A N D m Z : : Odopmneno: CAHOO3 TMEX
: % ElOXElMlUJTPACCE 10,
6250 KYHONY, ABCTPIA

Ten.: +43 5338 200
Bupo6Huya niyenain:

Peecr.: 000000556690 INS-481921
CepTudikar AHanizy

Hasgea npopyxry: OCMNAMOKC 500MI/5M1 60MA NocC B1 YKP

Cepis Ne 44070037 Ne cepii: PA2178

Ne cepii Ha ynakoeuyi 1: PA2178

Tecr Bumoru Pesynnrath

CYNPOBIAH! ,LIOMILUKIA: CNELMOIKOBAHI | £35% 0,42 %

HECTELN®IKOBAHI: CYMA JOMILLIOK ‘

(BEPX) ) ' B

KINLKICHE BUBHAYEHHS AMOKCUUMNIH 480 — 525 mr/5mn 49‘7 mMr/5mn

(BEPX) , o

KINBKICHE BUSHAUEHHS HATPIIO BEH30AT 6,4~78wmr/5mMn 7,0 mMr/5mn

(BEPX)

Migreepnxeniis:
Lis cepin NPoOAyKTY Bignosinae crartrsam TecTyBaHHs. Lum nigTBepaKYeMo, Wo Bullleskasana iHchopmalyis ¢ [OCTOBIPHGH: |
TO4HOLO, & Takox, Wo peaynbTaTu aHanisis 6ynu nepesipeni i BianosinaoTs BuMoram GMP.,

CxsaneHna BKS sukonano: Dr. Priska Kraisser, YnoeHosaxeHna Ocoba
Cxsanenust BKS Nata/Mac: 24-BEP-2024 00:00:00 BKY
Bunyck cepii/ CepTudikauin BukoHaHa: Dr. Priska Kraisser, YnoeHosaxeHa Oco6a
Bunyck cepii/ Ceprudikauii fara/Mac: 24-BEP-2024 16:45:06 BKY
OdopmneHus cepTudikaty farta/Yac: 26-BEP-2024 04:37:26 BKY

"
Fedochenko &

. cn=f. achenko Tu o
Tetiana R sarios Ut oo e

CropiHka 33 3 3aBipeto enekTpoHHUM MiATMCOM BifINOBIAHO A0 CTaHAaPTIB eneKkTPOHHUX fign - cip Carpos



