Ne: 2108231018

SANDOZ ;o g i

BIOXEMILLTPACCE 10,
6250 KyHOIb
ABCTPIA

Ten.: +43 5338 200

CepTudpikaT BignosigHocTi

Ha3ea matepiany:
ToprinensHa Ha3Ba:
Cuna gil/akTMBHICTDb:
Nikapckka chopma:
Tvn ynakoBKM:
Po3mip ynakoBkM:

Ne maTepiany:
BHyTpiwHiin HoMep:
Hara apoSuuyrea:
CTpok npugaTHOCTI:
BupobGHuya ginbHUUA:

AinbHUUs BUNYCKy cepil:

AMOKCUKINAB 625MI" 140KT B1 YKP
AMOKCUKINAB® 2X

500 Ml + 125 Ml

TABJIETKA, BKPUTA MNMNIBKOBOKO OBONOHKOIO

BNICTEP

2WTx7 WT

44020011 Tun Bunycky: CEPTU®IKALIA CEPII
NC6827 Ne cepii HagpykoBanuii: NC6827
TPA-2023 Aarta Bunycky: 18-CEP-2023
KBI-2025 KinbkicTb: 50400 ¥T1

CAHOO3 T'MbX
BIOXEMILUTPACCE 10
6250 KyHOQb

ABcTpis

CAHOO3 T'MbX
BIOXEMILWWTPACCE 10

6250 KyHOQb
ABcTpis
TecTyBaHHA: CAHOO3 I'MbX
BIOXEMILWWTPACCE 10
6250 KyHOQb
ABcTpis
Kpaina-imnoprep: Homep PeectpaniiHoro MNoceiguyeHHs:
YkpaiHa UA/7064/01/01
KomMmnoHeHTH:

Haspa maTepiany:
Ne maTepiany:

3aranbHa kinbkictb in bulk:

BupobGHuya ginbHUUA:

AMOKC/KNAB ©KT 500+125MIC AT12 €Y 17

4203 OAYKT in bulk Cepina Ne: NB6145
HOF
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XHOO3 TYMBX
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CropiHka: 1/3

\ o
\ o\~
v‘* g A
";:ﬁ ' ‘}_! ?i\— CRL
dipa w0

*3aBipeHo eneKTPOHHWUM MigNKMCoM BiONOBIAHO CTaHAAPTIB enekTpoHHMX nignucie CaHpos




Ne: 2108231018

OdropmMneHo:

Si\ﬁgi‘:)ar:tls CAHOO3 'MBX
BIOXEMILLTPACCE 10,
6250 KyHOIb
ABCTPIA
Ten.: +43 5338 200

CepTtudpikaT BignosigHocTi

HazBsa marepiany:

AMOKCUKIAB 625MI" 140KT B1 YKP

ToprisennHa Ha3Ba AMOKCHKNAB® 2X
Ne matepiany: 44020011 Ne cepii Cangoa: NC6827
KomMmnoHeHTH:
Hassa marepiany: KANIA KNNABYN H CI106 NB YA TE
Ne matepiany: 784249 AKTWBH. thapM. IHrpefieHT Cepin Ne: B675289AA
BupoGHuua ginbHULA: Nek a.p. NeHpaea, zasop Ad| Rinensin Ne:  800-16/2022-13
Tpimnini 21
9220 lNeHpaBa
CnoeeHif
Cepis BupoGHuKa: B675289AA
KomMmnoHeHTH:
Ha3sa marepiany: KANIA KNNABYN H CI106 NB YA TE
Ne matepiany: 784249 AKTWBH. thapM. IHrpefieHT Cepin Ne: B682817AA
BupoGHuua ginkHMLA: Nek a.p. NeHpaea, zasop AD| Ninensin Ne:  800-16/2022-13
Tpimnini 21
9220 lNeHpaBa
CnoeeHis
Cepis BupobBHuKa: B682817AA
KoMmnoHeHTH:
HazBa marepiany: AMOKCH €C31 AC U1 ve
Ne matepiany: 472191 TWrpefieHT Cepin Ne: B685257

BupobHnua ainkHUUA:

i }f"jﬁ'fzﬂ nega
V2

CropiHka: 2/3

*3aBipeHo enekTPOHHUM MiZNUMCOM BignNoBigHO CTAHOAPTIB enekTpoHHUX nignucie CaHgo3




: OdropmMneHo:
SANDOZ: 5 CAHIIOB TMEX
BIOXEMILLUTPACCE 10,
6250 KYHAIb
ABCTPIA
Ten.: +43 5338 200

No: 2108231018

CepTudpikaT BignosigHocTi

Hassa matepiany: AMOKCHWKNAB 625MI" 14 ¢KT YKP
TopriBensHa Ha3Ba AMOKCHKNAB® 2X
Ne maTepiany: 44020011 Ne cepii Canfo3: NC6827
KomMmnoHeHTH:
Ha3sa marepiany: AMOKCHUWNIH TPUINAP H €C31 AC U1 YE
Ne matepiany: 472191 AKTWBH. thapM. iHrpefieHT Cepin Ne: B685251
BupotHuya ginbHULA: CAHAO3 IHOACTPIAN NPOJAKTC C.A.
C-251km4
KpTa. paHonbepc Kappamey
08520 NEC ®PAHKECEC B.
lenaHin

MonoxenHns npo ceprudikanio

Lum nigTREepoKylo, WO HaBeaeHa iHhopMaLif € AOCTOBIPHOIO TA TOYHOKW. [laHa cepin roToBOro nikapceKoro
3acoby Dyna BUroToBNeHa BKIICYHO 3 NAKyBAHHAM/MAPKYBAHHAM Ta KOHTPONEM SIKOCTI HA BULLIEHABEAEHWX
BUpOGHMYKMX AINBHMUAX ¥ NOBHIK BignoBigHocTi Ao BuMmor GMP MicueBux perynaTtopHux opradiB Ta arigHo
aaTeepaxeHol cneuwndikauil PeecTpauiiHoro [ocke y KpaiHi iMnopTepa abo gocbe O0CNIIKYBaHOMO
nikapckekoro aacoBy. MpoTokonu BUpoGHUUTBA, NakyBaHHS Ta aHaniTMYHOIo TECTYBaHHA Gynn nepesipeHi Ta
Byna scTaHoBneHa ix eignoeigHicte GMP.

BupobHuya QinkHUUA BUNYCKY cepil:
Canpoz N'M6X — BupoBHuda ginbHuua AHTHiHdekUiAHi T3 Ta
bioxemiwTtpacce 10, 6250 KyHane, ABcTpis.
NiueHain Ha BUpoBHULTBO: 481821

- — ’.\.'\\
Oqeggui'r"'(gi}, \ (AIXO M3 KyHane),
1B \%,

/ QOKY MEHT

V=2
|

KomeHTap go ceptudpikaTy:

Bunyck cepii / Ceptudixauia sBukoHaHna: Vlad Jucan, YnoBHoBaxeHa ocoba
Bunyck cepii / Ceptudixauia fara/™ac: 18-CEP-2023 / 11:55:04 BKM
Aata/Mac ocdbopmnenHs cepTudikara: 21-CEP-2023 / 08:18:57 BKM

CropiHka: 3/3 *3aBipeHo eneKkTPOHHUM MigNMCOM BiANORIOHC CTAHAAPTIB eneKTpoHHMX nignuciB CaHaos




A Novartis
Division

PeecT.: 000000485772

CAHAO3 rMEX
BIOXEMILUTPACCE 10
6250 KYHANE, ABCTPIA
Ten.: +43 5338 200

OdropmMneHo:

CepTtudpikaTt AHaniay

Ha3ssa npoaykTy: AMOKCWKINAB 625MI" 14TABE B1 ICA
Topropa Ha3Ba: AMOKCHUKNAB® 2X
MaTtepian Ne: 44090011 Ne cepii: NC6827
Ne cepii Ha ynakoBui 1: NC6827
Martepian in bulk 1: 42032865 Ne cepii in bulk 1: NB6145
Ne xoHTponkHOI NAapTIl: 000408800266
HAata BupobHMUTBA: TPA-2023 Tepmin npupatHocti: KBI-2025
Tepmin npupatHocTi Ha ynakosui 1: 04 2025
TecT Bumorn PeaynbTath
30BHILLIHIM BATNAA ¢OPMA OBAJbHI, ABOONYKNI Bignosigae
30BHILLHIV BUrNAA TUCHEHHA GG N6 3 OJHOIC bOKY Bipnosinae
30BHILUHIV BArNA PO3MIP MPHUBNN3HO 10 x 21 MM Bionosigae
30BHILLHIY BUrAAA KONIP BIf BINOCTO OO 3NENKA XKOBTYBATOIC Bipnosinae
IAEHTUDIKALIA AMCKCHALMNIHY BIANOBIQAE Bionosigae
(HPLC)
IAEHTUDIKALLIA KWCNOTIA BIANOBIQAE Bignosigae
KNABYITAHOBOI (HPLC)
IAEHTUDIKALIIA AMOKCULIMNIHY (UV)  BIAMNOBIQAE Bignosigae
IAEHTUDIKALLIA KNCNOTIA BIANOBIQAE Bignosigae
KNABYITAHOBOI (UV)
CAHOPIOHICTb A0O3CBAHMX __ BIANOBIJAE €BP.®. Bignosigae
CAVHWLUE {AMOKCHLUIMAIH): CT Pees
(10 OAMHWLb) e ;\
(CAHOPIOHICTE BMICTY) g \&,\

MOKY MEHTIB J.v,
CAOHOPIOHICTb 40O3CBAH | 3.4
CavHWLUE {(AMCKCHMUIMNIH
(10 OQVHALb) :
MOKA3HUK NPUUHATHOCTNEI) i
(CAHOPIOHICTE BMICTY) . PNJ18 Lo

Laina w007

CAHOPIOHICTb 0O3CBAHMX ——BIANOBIOAE €BP.®. Bionosigae

OOWMHULb (KWCNOTA KINABYIAHOBA):

CTAAIA 1 (10 CAUHWULIb)
(OJHOPIAHICTb BMICTY)

CropiHka 134

3agipeHo eneKTPOHHWM NigNACOM BiANCBIOHC A0 CTAaHOAPTIE eNeKTPOHHUX
nignucie CaHgoa




A Novartis
Division

Peccr.: 000000485772

CAHAO3 rMBX
BIOXEMILLUTPACCE 10
6250 KYHANb, ABCTPIA
Ten.: +43 5338 200

OdropmneHo:

CepTtudpikat AHanisy

Ha3ssa npoaykTy: AMOKCUKIIAB 625MI" 14TAB B1 I0A
MaTtepian Ne: 44090011 Ne cepii: NC6827
Ne cepii Ha ynakoBui 1: NC6827
TecT Bumorn PeaynbTaTth
OOHOPIAHICTb AO30BAHUX < 15,0 5,5
OOWHWULL (KUCRNOTA KIABYTNAHOBA):
CTALIS1 1 (10 OOQWUHMULb) MOKA3HUK
MPUAHATHOCTI (M)
{OOHOPIAHICTb BMICTY)
PO3YUHEHHA AMOKCULMNIHY Q = 85 % BIf] 3AABNEHOT KINbKOCTI, M/IAH  Bignosigae
YEPE3 30 XB (CTAJIA 1) BUNPOBYBAHHA BIANOBIAHO OO BUMOT
(BOOA) €BP.®.
PO3YMHEHHA AMOKCHLUWNIHY 2 85 % Big sanBneHol KiNbLKOCTI 99 % Big
YEPE3 30 XB: CEPEOHE 3HAMEHHA 3anBneHol
(CTAQIA 1) KINbKOCTI
(BODA)
PO3YUHEHHA KUCNOTU Q = 80 % BIf] 3AABNEHOI KINbKOCTI, MMIAH  Bignosigae
KNABYITAHOBOI YEPE3 30 XB BUNPOBYBAHHA BIANOBIAHO OO BUMOT
(CTALIA 1) €BP.0.
(BODA)
PO3YMHEHHA KMCINOTH 2 80 % Bia 3aABneHol KiINbLKOCTI 100 % Big
KNABYNAHOBOI YEPE3 30 XB: 3aABneHol
CEPEHE 3HAYEHHSA (CTAQIA 1) KiNbKOCTI
(BODA)
BMICT BOWU £90% 7.5%
TECT HA MIKPOBIONOMYHY < 1000 KYOIT *)
YACTOTY/ TECT HA OKPEMI BUIX X
MIKPOOPIAHI3MIB: TAMC 5 RSN

‘{ iﬂ . \-\/’?/-.\_\. N
TECT HA MIKPOBIONOMYHY < 100 MOKYMEHTIB \3,\ *)
YACTOTY/ TECT HA OKPEMI BUIX s Mn \o
MIKPOOPIAHI3MIB: (TYMC) E aﬂ | 5-}
TECT HA MIKPOBIONOMYHY HE BU ETbCA B 1 r.\_f;/sg *)
YACTOTY/ TECT HA OKPEMI BUIX S G
MIKPOOPTAHI3MIB: ESCHERICHIA T 1B el
coLu SinE N -

0,24 %

MONIMER KNABYNAHATY | IHLLI
$NYOPECLIEHTHI ACMILLKH
(KNABYJTAHOBOI KUCIOTW)

£20%

CropiHka 23 4

3aBipeHo eneKTPOHHWM NigNACOM BiANCBIOHC A0 CTAaHOAPTIE eNeKTPOHHUX
nignucis CaHaoa




AN ti
SANDOZ )™ Odiopmneno: CAHAO3 MBX
BIOXEMILUTPACCE 10
6250 KYHONB, ABCTPIA

Ten.: +43 5338 200
PeecrT.: 000000485772

CepTudpikat AHaniay

Ha3ssa npoaykTy: AMOKCWKNAB 625MI" 14TABE B1 ICA

MaTtepian Ne: 44090011 Ne cepii: NC6827

Ne cepii Ha ynakoBui 1: NC6827

TecT Bumorn PeaynbTaTth

CYMYTHI AOMILLKU: CMELM®BIKOBAHI
(AMOKCULIMITIHY): AMOKCULIMITIH
NEHILUNOMHI KUCTIOTU

(HPLC)

£10% 0,10 %

CYMYTHI AOMILUKW: CMELIMPIKOBAHI < 1,0 % < 0,05 %
(AMOKCULIMITIHY): AMOKCULIMNIH

NEHINOWHI KKCNOTH

(HPLC)

CYMYTHI AOMILLKW: CMELM®IKOBAHI < 10 % 0,06 %
(AMOKCULIUITIHY):

JIVKETOMINMEPA3WH (AMOKCULIIIH)

(HPLC)

CYMYTHI AOMILIKW: CELM®IKOBAHI < 1,0 % 0,33 %
(AMOKCULIUNIHY): AVMEPHWI
AMOKCULIMNIH

(HPLC)

CYTIYTHI AOMIWKK: CNELINPIKOBAHI  =0,2 % <0,05%
(AMOKCHLIMNIHYY): TPUMEPHAWN
AMCKCULIMNIH

(HPLC)

CYMYTHI AOMILLKW: CMELMPIKO
(KUCNMOTU KINABYNAHOBOI): 3-ET
2,5-BIC-(2-TIIPOKCU-ETUN)-
NIPA3SVH

(HPLC)

<0,05%

CYNYTHI AOMILLKW: CMELIMGIKOBAHI < 5 9 0,14 %
(KUCNOTU KNABYNAHOBOI): AUMEP ‘

KUCNOTW KNABYNAHOBOI

(HPLC)

3aBipeHo eneKTPOHHWM NigNACOM BiANCBIOHC A0 CTAaHOAPTIE eNeKTPOHHUX

CropiHka 3 3 4 nignucis Cangos




AN ti
SANDOZ )™ Ochopmneno: CAHAO3 MMBX
BIOXEMILLUTPACCE 10
6250 KYHONb, ABCTPIA

Ten.: +43 5338 200
PeccT.: 000000485772

CepTudpikat AHanisy

Ha3ssa npoaykTy: AMOKCWKNAB 625MI" 14TABE B1 ICA

MaTtepian Ne: 44090011 Ne cepii: NC6827

Ne cepii Ha ynakoBui 1: NC6827

TecT Bumoru PesynbTaTti
CYMYTHI QOMILLKM: =02% < 0,05 %

HECMELM®IKOBAHI: BYb-SKA HLLA
NIOMILLKA (HAVBINbLLA) (3
MOCUNAHHAM HA 3ASIBNEHY
KIMBKICTb AMOKCULUIIHY)

(HPLC)

CYMYTHI JOMILWWKW: CMELMPIKOBAHI  =3,0 % 0,63 %
| HECIMELIM®IKOBAHI: CYMA

JOMILLOK

(HPLC)

KUUTbKICHE BU3HAYEHHA 475 — 525 mr/TAB 503 mr/TAB
AMCKCULIMNIH
(HPLC)

KINbKICHE BU3HAYEHHA KMCNOTA 119 - 131 Mr/TAB 125 mriTAB
KNABYTAHOBA
(HPLC)

MpuMiTKK:

("} TecTyBaHHA 3QiACHIOETLCA HE ANA KOXHOT cepil. MU rapaHTyeMo, IO LA cepisa TakoX BignoBiaae BUMoram.
MinrBepameHHA:

Cepia eignosigae moHorpadil TectyBaHHA. LlMM nigTBepKyeThCA, WO HaBeaeHa Buwe iHdopmauis €
AOCTOBIPHOIC TAa TOMHOIO | WO 3anWcK aHanizy Gynu nepernsHyTi Ta BU3HaHI TAKMMMK, WO BignoBigawoTb
Bumoram GMP.

CxpaneHHA BKHA BMKkoHaHo:
CxpaneHHA BKHA Jara™ac:

- -~ Nikola Vusurovic, Migep xomanau 3 akocti QC

Bunyck cepii / Ceprud:ixauin B
Bunyck cepil / Ceprudixantii J

a!

cE aD{M.:lJ :' 23 07:55:20 BKY

Ceptudpikar ohopmMneHuin

B

1813 27 Fedochenko M&amesiais”
dina N2 Tetiana R s L ot

CropiHka 4 3 4 CepmidpikaT nignucaHo enekTpOHHUM NiQNWMCOM BignoBigHO 0o CTaHAAPTIB ENeKTPOHHMX nignucie
CaHpoa



JAEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpoB. Ceitmiaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKIiCTL BBE3€HOI0 B Y KpaiHy JiKapchbKoro 3acody

25.08.2023 Ne 41457/23/10

AMOKCHKJIAB® 2X

{HaHMeHYRAHHA MiKapchkoro 3acoby 3riqHo 3 peccTpaniiHHM IOCBIAICHHAM)
TabmeTKH, BKPHATI ILIIBKOBOI0 06010HK010, SO0MI/125Mr, o 7 TabaeTok y OumicTepi; mo 2
OadicTepu B kapToHHiH KopodIi

{topMa BHITyCKY, 103YBAHHA, RH]] HAKYBAHHA TiKAPCEKOTO 33coly)

Homep peectpaniiinoro nocgimacrns UA/7064/01/01 cipok nii peectpaniitnore noceimaenss 01.01.2099

Cepin nikapcrkoro 3aco6y Ne NC6828 KimnkicTh EBe3eHOTO JiKapchkoro zacoby 32010
Canjtos I'm6X - BupoOnuga nuisHHIE ARTHIHGeKM1HH] I'JI3 Ta XiMiumi
BrApobHEK j
Onepami Kyais (AIXO I'I3 KyHmm), ABCTpis
(HaliMeHYRaHHA BHpOOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOKEHHA)
Brezeno B Yxpainy ToBaprCcTBO 3 00Mexkenolo BinmoBinaasaicTIo "Canmnos Ykpaina”,

inenr. kox: 38419586

(BaiiveRyBaHHA Ta KoX 33 €JTPIIOY opraETHOI ocoSH afo NpisBHINe, iM'A, Mo 6aTEKOEI dizHTHOL
ocobH - mianpHemnd, 11 MicIte NTPOXKHBAHHA Ta peccTpanifuui HoMep oONiKORO] KAPTKH IIIATHHKA
IOJATKIR aff0 cepid Ta HOMEp TacHopTa)

IpoTokoen Bizyannaoroe xoaTpoo eix 24.08.2023 N 2620/1.

3a pe3VIRTATAMH JEPKABHOIO KOHTPONIO BCTAHOBICHO, IO JOKAPCRKHE 3acié BBezeHo B YEpaiHy 3
AOTPHMAHHAM EHMOT 3aKOHOJABCTBA MO0 3a0e3NeYcHAA AKOCTI MKapChKAX 3acobiE.

‘J'“"CH O

Ao /.l'): :

i e
TOKYMEHTI

Kotnspoga J1.B.

(mpizanaie Ta iniuiany)




A Novartis
Division

SANDO

PeecT.: 000000481785

'

CAHAOO3 rMeX
BIOXEMIWTPACCE 10

OdopMneHo:

6250 KYHANb, ABCTPIA

Ten.: +43 5338 200

CepTudpikat AHanisy

Hassa npoaykTy:

AMOKCUKNAB 625MI" 14TAB B1 IOA

Toprosa Ha3Ba: AMOKCUKNAB® 2X

Marepian Ne: 44090011 Ne cepii: NC6828

Ne cepii Ha ynakoBuUi 1: NC6828

Marepian in bulk 1: 42032865 Ne cepii in bulk 1: NB6146
Ne KOHTpONbLHOI NapTii: 000408800267

Aarta Bupo6HuuTBa: YEP-2023 Tepmin npuaatHocTi:  TPA-2025
Tepmin npuaaTtHocTi Ha ynakoBui 1: 05 2025

TecTt Bumoru PesynbTaTtu
30BHIWHIV BUrNAL ®OPMA OBANbHI, ABOONYKII Bignosinae
30BHIWHIV BUrNAA TUCHEHHA GG N6 3 O1HOI O BOKY Binnosinae
30BHILWHIV BUrNAA PO3MIP nPUBNNU3HO 10 x 21 MM Bianosinae
30BHILWHIV BUrNAL KONIP BI4 BINOro A0 3NErKA >XOBTYBATOIO Bignosinae
IBEHTUBIKALIA AMOKCULIMNIHY BIANMOBIOAE Bianosinae
(HPLC)

IAEHTUDIKALIA KUCNOTU BIANOBIAAE Bignosinae
KNABYNAHOBOI (HPLC)

IDEHTNOGIKALIIA AMOKCUUWIIIHY (UV)  BIONOBIQAE BignoBinae
IREHTU®IKALIA KUCITOTU BIAMNOBIQAE Bignosigae
KNABYJTAHOBOI (UV)

OOHOPIOHICTL AO30BAHUX BIANOBIQAE €BP.O. Bignosinae
oaQnHUUb (AMOKCULIUNIH): CTALIA 1

(10 O AMHUUb)

(OAHOPIOHICTL BMICTY)

OAHOPIQHICTL 4O30BAHNX <150 3,5
oanHWLIb (AMOKCULIMNIH): CTALIA 1

(10 OOMHULL)

NOKA3HUK MPUNHATHOCTI (NN)

(OAHOPIAHICTL BMICTY)

OAOHOPIAHICTb AO30BAHUX BIAMOBIOAE €BP.9. Bignoeinae

OAnHNUbL (KUCNOTA KITABYNAHOBA):

CTALISA 1 (10 OANHUL)
(OAHOPIAHICTL BMICTY)

Cropinka 134

3aBipeHo eneKkTPOHHUM NiARUCOM BiANOBIAHO A0 CTa
nianucis CaHaos




gl

Nbo A Novartis
SA Division Odopmneno: CAHOO3 NMBX
BIOXEMILUTPACCE 10

6250 KyHONb, ABCTPIA
Ten.: +43 5338 200

PeecT.: 000000481785

CepTtudcpikat AHanisy

HasBa npoaykry: AMOKCHUKNAB 625MI" 14TAB B1 FOA

Marepian Ne: 44090011 Ne cepil: NC6828

Ne cepii Ha ynakosui 1: NC6828

Tecr Bumoru Pe3ynbTatu
OOHOPIAHICTb AO30OBAHNX £15,0 7.1

OOVHWLb (KUCTOTA KNABYTAHOBA):
CTALISA 1 (10 OAVHWLIb) MOKA3HUK
APUMHATHOCTI (NN)

(OOHOPIAHICTL BMICTY)

PO3YUHEHHA AMOKCULUANIRY Q = 85 % Bl 3AABNEHOI KINbKOCTI, MNAH  Bignosinae
YEPE3 30 XB (CTALIA 1) BMMNPOBYBAHHA BIAMOBIAHO 4O BUMOI

(BOOA) €BP.®.

PO3YNHEHHA AMOKCUUWUNIHY 2 85 % Bif 3aABNEHOT KiNbKOCTI 97 % Big
YEPES 30 XB: CEPEAHE 3HAYEHHA 3asABneHol
(CTALIA 1) KinbKOCTi
(BOOA)

POSYNHEHHA KNCTOTU Q =80 % Bl 3AABNEHOI KINLKOCTI, NNIAH  Bignosinae
KNABYJTAHOBOI! HYEPES 30 XB BUMPOBYBAHHA BIANOBIAHO 4O BUMOTI

(CTALIA 1) €BP.9.

(BOOA)

PO3YMHEHHA lfI/ICﬂOTM 2 80 % Bifg 3aABNEHON KiNbKOCTI 99 % Bin
KNABYNAHOBOI HEPES3 30 XB: 3aaBneHol
CEPEQHE 3HAYEHHA (CTALIA 1) KiNbKOCTI
(BOOA)

BMICT BOau <£9,0% 7.2 %
TECT HA MIKPOBIONOTIYHY < 1000 KYO/l )

UNCTOTY/ TECT HA OKPEMI BUOU
MIKPOOPIAHI3MIB: TAMC

TECT HA MIKPOBIONOMMYHY < 100 KYOIlr *)
YUCTOTY/ TECT HA OKPEMI BUAMU
MIKPOOPIAHI3MIB: (TYMC)

TECT HA MIKPOBIONOTIYHY HE BUSIBNSAETBCAB 1T ")
YMCTOTY/ TECT HA OKPEMI BUAWU
MIKPOOPTIAHI3MIB: ESCHERICHIA
coLl

NONIMEP KNABYNAHATY I IHLLI <2,0% \
®NYOPECLIEHTHI JOMILLKM 2 A )
(KNABYJTAHOBOI KUCNOTH) [TOKY MEHTIB

3aBipeHO enekTPpoHHUM NiANUCOM BIANOBIAHO A0 CTaHAapTIB en

Cropinka 2 3 4 nignucis CaHno3



A Novarii RS
SANDO Divi(s)i\gﬁus OdopmnenHo: CAHOO3 NMBX
BIOXEMILUTPACCE 10
6250 KYHANb, ABCTPISA

Ten.: +43 5338 200
Peccrt.: 000000481785

Ceptudikar AHanisy

HasBa npoaykry: AMOKCUKIAB 625MI" 14TAB B1 HOA

Marepian Ne: 44090011 Ne cepii: NC6828

Ne cepii Ha ynakoBUi 1: NC6828

Tecr Bumoru PesynbTaTtu

CYNYTHI AOMILWKK: CMELU®IKOBAHI
(AMOKCULIMNIHY): AMOKCULINIH
NEHILUNONHI KACNOTK

(HPLC)

<1,0% 0,09 %

CYNyTHI AOMIWKN: CNELUNDIKOBAHI  =1,0% < 0,05 %
(AMOKCHUMIIHY): AMOKCWUWAIH

MEHINOWHI KUCNOTH

(HPLC)

CYNYTHI AOMILLK: CMELIM®OIKOBAHI <4 0o 0,06 %
(AMOKCULIUAIHY):

OAVKETOMINEPA3UH (AMOKCULIMAIH)

(HPLC)

CYMYTHI AOMILLKM: CMIELM®IKOBAHI  <1,0 % 0,34
(AMOKCULIVMIHY): AUMEPHUIA
AMOKCULIMIIH

(HPLC)

CYMNYTHI AOMIWKU: CNEUN®IKOBAHI  <0,2 % < 0,05 %
(AMOKCULIMNIHY): TPUMEPHNA
AMOKCHUUMNIH

(HPLC)

CYMYTHI AOMIWKM: CNELMOIKOBAHI < 4 9 < 0,05 %
(KUCNOTW KNTABYJTAHOBOI): 3-ETUN-

2,5-B1C-(2-MAPOKCU-ETUN)-

NIPA3VH

(HPLC)

CYNYTHI AOMIWKN: CNEUMDIKOBAHI < g 5 9
(KMCNOTU KNABYNNAHOBOI): AIMMEP

KUCNOTU KNABYNAHOBOI

(HPLC)

3aBipeHo eneKTPOHHUM NIANUCOM Bi4NOBIAHO A0 CTaHAAPTIB €NEKTPOHHUX

CIopIHKkE 53 % nignucis CaHpos
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A Novartis ot g
SANDOZ )" Ochopmnero: CAHAO3 TMEX
EIOXEMILTPACCE 10
6250 KYH[Nb, ABCTPIS

Ten.: +43 5338 200
Peecr.: 000000481785

Ceptudgikar AHanisy

Hassa npoaykry: AMOKCUKIAB 625MI" 14TAB B1 IOA

Marepian Ne: 44090011 Ne cepii: NC6828

Ne cepii Ha ynakosui 1: NC6828

Tect Bumoru PesynbTartu
CYNYTHI BOMILWWKW: £02% < 0,05 %

HECMELUW®IKOBAHI: BYAb-AKA IHLUA
OOMILKA (HAMBINbLLA) (3
NOCUNAHHAM HA 3AABNEHY
KINbKICTb AMOKCULIUIIHY)

(HPLC)

CYNyTH! AOMIWKW: CNEUN®IKOBAHI  <3,0% 0,61 %
| HECMEUU®IKOBAHI: CYMA

AOMIWOK

(HPLC)

KINbKICHE BUBHAYEHHSA 475 — 525 mr/TAB 496 Mr/TAB
AMOKCULMNIH
(HPLC)

KINbKICHE BU3HAYEHHA KNCNOTA 119 - 131 mMr/TAB 125 mr/TAB
KNABYNNAHOBA

(HPLC)

MNpumMitku:

(*) TectyBaHHs 34INCHIOETLCA HE ANA KOXHOI cepii. MU rapaHTyeMo, WO uUs cepis Takox signosigae
BMMOram.

MinrBepAXeHHA:

Cepis Bignosinae MoHorpadii TecTyBaHHA. LIM nigTBepaXyeTbCs, WO HaBegeHa Buwie iHdopmauis €
AOCTOBIPHOIO Ta TOMHOK i WO 3anucu aHanisy 6ynu nepernsHyTi Ta BU3HAHI TakMMu, WO BigNOBiAawTb
Bumoram GMP.

CxBaneHHa BKSA BukoHaHo: Benedikt Grasser, llinep komaHau 3 skocTti QC
CxsaneHusa BKA OQara/Mac: 13-/1MN-2023 12:59:07 BKY
Bunyck cepii / CepTudikauia BukoHaHa: Dipl-. Ing. Reinhold Wutka, YnoBHoBaxeHa ocoba

Bunyck cepii / CepTtudcpikauii flata / Yac: 21-NMN-2023 19:22:16 BKY

CepTtudikar ochopmnenui aara/ vac: 24-1N-2023 10:00:00 BKY

, o .
; (VY MEHTIB
TOKY ME HT

nEaﬂM"

3

CropiHka 4 3 4 CepTudpikat nignucaHo enekTpoHHUM NiANUCOM BiANOBIAHO A
Canpos

'% HAAPTIB eneKkTROHkM, nignucis
g & SWAY/
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Ne: 2407231209

OdopmneHo:

SANDOZ: " - CAH03 FMBX

BIOXEMIWTPACCE 10,
6250 KyHONb
ABCTPIA

Ten.: +43 5338 200

CepTtudikar BignosigHoCTi

HasBa martepiany:
TopriBenbHa Ha3sBa:
Cuna paii/akTUBHICTDb:
Nikapcbka dopma:
Twvn ynakoBku:
Po3mip ynakosku:

Ne marepiany:
BHyTpiWwHin Homep:
DaTta BupobHuuTBa:
CTpOK NpyAaaTHOCTI:
BupobHuua ainbHUUA:

AinbHWuA BUNYCKy cepii:

AMOKCUKNAB 625MI" 14®KT B1 YKP
AMOKCUKNAB® 2X

500 MI" + 125 Ml

TABNETKA, BKPUTA MNIBKOBOKO OBOMOHKORO

BNICTEP

2WT x7 WT

44090011 Tun sunycky: CEPTU®IKALIA CEPII
NC6828 Ne cepii HagpykoBaHun: NC6828
YEP-2023 Darta Bunycky: 21-NnNM-2023
TPA-2025 KinbkicTb: 52010 YN

CAHOO3 'MBX
BIOXEMIWUTPACCE 10
6250 KYHAIb

ABcTpist

CAHOO3 NMBX
BIOXEMIWTPACCE 10
6250 KYHOJb

ABcTpis

TecTyBaHHSA: CAHOO3 'MbX
BIOXEMILWLTPACCE 10
6250 KYHANb
ABcTpis
KpaiHa-imnoprep: Homep PeecTtpauiiHoro MocBigueHHs:
YkpaiHa UA/7064/01/01
KomnoHeHTH:

Ha3sBa matepiany:

AMOKC/KNAB ©KT 500+125MI" AT12 €Y 17

Ne marepiany: 42032865 MpoaykT in bulk Cepisa Ne: NB6146
3aranbHa KinekicTthb in bulk: 772022 WUT
Bupo6Huya ginbHUUA: CAHOO3 NMBX

BIOXEMIWUTPACCE 10

6250 KYHANb

ABCTpis

Cropixka: 1/3

*3aBipeHo eneKTPOHHUM NiANUCOM BIANOBIAHO CTaHAAPTIB enekTPOoHHUX nignucis CaHao3
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ik OdopmneHo:
SANDOZ: .. CAHIO3 T'MBX
BIOXEMILLTPACCE 10,
6250 KYHANb
ABCTPIS

Ne: 2407231209

Ten.: +43 5338 200

Ceptudikar BignosigHOCTI

Hassa maTtepiany:

AMOKCUKNAB 625MI" 140KT B1 YKP

ToprisenbHa HasBa AMOKCUKNAB® 2X
Ne martepiany: 44090011 Ne cepii CaHpos: NC6828
KomnoHeHTH:
HasBa martepiany: KANIA KNABYN H Cl06 NMB YO T'E
Ne martepiany: 784249 AKTUBH. hapM. iHrpegdieHT Cepis Ne: B682817AA
BupobHuua ginbHuunA: Jlex g.a. Nenpgaea, 3asog AdI Niuensia Ne:  800-16/2022-13
Tpimnini 21
9220 JleHpaBsa
CnoseHis
Cepist BUpob6HUKa: B682817AA

KoMnoHeHTH!:

Hassa marepiany:

AMOKCUUWUNIH TPUTIAP H €C31 AC U1 YE

Ne martepiany: 472191 AKTUBH. cbapm. iHrpegieHT Cepina Ne: B685281
Bupo6Huua ginbHuuA: CAHOO3 IHOACTPIAN MPOOAKTC C.A.
C-251km 4
Kpta. paHonbepc Kapgaxey
08520 NEC ®PAHKECEC B.
Icnanis
KomnoHeHTHU:
Hassa marepiany: AMOKCULMAIH TPUrMAP H €C31 AC U1 YE
Ne marepiany: 472191 AKTUBH. hapM. iHrpeaieHT Cepist Ne: B685269

BupobHuua ginbHuus:

CAHOOS3 IHOACTPIAN NPOOAKTC C.A.
C-251km 4

KpTa. panonbepc Kapaaxey

08520 NEC ®PAHKECEC B.

IcnaHis

Cropinka: 2/3

*3aBipeHo eneKTPOHHUM MiANUCOM BiANOBIAHO CTaHAAPTIB eneKTPORANK ﬁinnucia CaHnpo3




artia OdopmneHo:
SANDOZ: ;" CAHOO3 FMBX
BIOXEMIWTPACCE 10,
6250 KYHONb
ABCTPIA
Ten.: +43 5338 200

Ne: 2407231209

CepTtudikaT BignosigHoOCTI

Hassa matepiany: AMOKCHWKIAB 625MI" 14 ®KT YKP
TopriBenbHa Ha3Ba AMOKCUKINAB® 2X
Ne maTtepiany: 44090011 Ne cepii Canpos: NC6828

MonoxeHHst Npo cepTucpikauiro

Lium nigTBepaxyto, WO HasedeHa iHdopMauis € AOCTOBIPHOK Ta TOMHO. [laHa cepist rOTOBOro MikapCbKoro
3acoby 6yna BurotosrneHa BKIIOMHO 3 NAaKyBaHHAM/MapKyBaHHSIM Ta KOHTPONEM SKOCTI Ha BULLlEHaBeAEHUX
BUPOBHMYMX AINbHUUAX Y NOBHIN BignoBigHocTi Ao BuMor GMP Micuesux perynaTopHUX opraHiB Ta 3rigHo
3atBepmxeHoi cneundikauii PeectpauinHoro [locbe y kpaiHi imnoprepa abo gocbe gocnigxysaHoro
nikapcbkoro 3acoby. MNpoTtokonu BupobHUUTBA, NaKyBaHHA Ta aHaniTUMHOro TecTyBaHHs 6ynu nepesipeHi Ta
Gyna scraHoBneHa ix BignosiaHicte GMP.

BupobHuua ginbHUUs BUNYycKy cepil:

Canpo3 'M6X — BupobHuya ginbHuusa AuTuiHdekuini M3 ta Ximivni Onepaduii KyHans (AIXO M3 KyHans),
BioxemiwTpacce 10, 6250 KyHanb, AscTpis.

JliueHsis Ha BUpobHULTBO: 481921

KomeHTap po ceptudikarty:

B npoueci Bupo6HULTBa Ta NakyBaHHA He BUSBIEHO BiAXMNEHb, WO 34aTHI BNNUHYTU Ha BUNYCK NPOAYKTY.

Bunyck cepii / CepTtudikauina BukonaHa: Dipl-. Ing. Reinhold Wutka, YnoBHoBaxeHa ocoba
Bunyck cepii / Ceptudbikauia flata/Mac: 21-1IMN-2023 / 19:22:16 BKY
Rara/Mac ochopmneHHA cepTudikara: 24-NNN-2023 / 10:09:52 BKY

: e
KA MEHTIB
JIOKYMEHT

Cropiunka: 3/3 *3aBipeHo eneKkTpoHHUM NiANMCOM BIANOBIAHO CTAHAAPTIB eNeKTPOHHUX nianucis CaHao3
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SANDOZ e EIOXEMILITPACE 10

6250 KyHONb, ABCTPIA
Ten.: +43 5338 200

PeecT.: 000000514813

Ceptudikat AHanisy

Hazea npopyxkry: AMOKCWKIAB 625MI" 14TAB B1 1OA.

Toprosa Ha3ga: AMOKCUKNAB® 2X

Martepian No: 44090011 Ne cepii: NM4287
Ne cepii Ha ynakoedi 1: NM4287

Marepian in bulk 1: 42032865 Ne cepii in bulk 1:; ‘NJ1097
N2 koHTponbHOT napTii: 000408911232

Aarta BupobHuurea: . Nnc-2023 TepmiH npupatHocTi:  JKOB-2025

TepMiH npuaaTHocTi Ha ynakosui 1: 10 2025

TecT Bumorn PezyncTatu
30BHIWHIA BUrMAL ®OPMA CBANbHI, ABOONYKNI Bignoeinae
30BHIWHIA BArNAL TUCHEHHSA GG N6 3 O[JHOT O EOKY Bignosiaae
3OBHILWLHIA BUrIA0 PO3MIP NPUBENN3HO 10 = 21 MM Bigriosigae
30BHILWHIA BUMNAL KOSIP BIf BINOTO OO 3MEMKA KOBTYBATOIO Bignoeinae
IAEHTU@IKALIIA AMOKCULWNIHY BIONOBIOAE Bignoeigae
{HPLC)

IAEHTUGIKALIA KNCNOTW BIANOBIOAE Bionoeigae
KNABYNAHOBOI (HPLC)

IAEHTUOIKALIIA AMOKCHULWIIHY (UVY  BIANOBIJAE Bignosigae:
IDEHTU®IKALIA KNCIOTW BIAMOBIOAE Bigrnoeinae
KNABYRAHOBOI (UV)

OfHOPIAHICTb RO3OBAHUX  BIAMNOBIIAE EBP.6. Bignogigae
OAVHMLL (AMOKCULIMNIHY: CTAZIA 1 e — ,

(10 OIMHWLIb)
(OOHOPIOHICTL BMICTY)

OIHOPIAHICTb AO3OBAHMX
OOMHMLb (AMOKCULIAIH): CTALIS 1
(10 OAVHULY)

NOKASHWUK MPUAHATHOCTI (M)

(OAHOPIAHICTL BMICTY)

58

OfHOPIQHICTE IO30BAHUX
OfMHUL (KUCNOTA KNABYNAHOBA):
CTALIS 1 (10 OAMHWLE)
(OBHOPIOHICTL BMICTY)

Bignosigas

CTOpiHKa i34 SaBIPEHO ENEKTPOHHMM NIARMCOM BIANOBIAHO A0 CTAHAARTIR EMNeKTPOHHUX

P o foter s o7 24p 7




SANDOZ

Pecct.: 000000514813

CAHAO3 rMBX
SIOXEMILUTPACCE 10
6250 KyHONk, ABCTPIA
Ten.: +43 5338 200

QdropMneHo:

CepTudikat AHanisy

Hazga npopykry:

AMOKCHUKNAB 625MI" 14TAE B1 0A

NM4287

(BOAA)
BMICT BOJM

TECT HA MIKPOEIONOTIYHY L
HYNCTOTY/ TECT HA OKPEMI BUOWN
MIKPOOPTAHI3MIB: TAMC

TECT HA MIKPOBIONOMMYHY
YUCTOTY/ TECT HA OKPEM| BUAW
MIKPOOPIAHI3MIB; (TYMC)

TECT HA MIKPOBIONIOTIUHY
YUCTOTY/ TECT HA OKPEMI BUAM
MIKPOOPTAHI3MIB: ESCHERICHIA
COLI

NONIMEP KNABYNAHATY | IHLLI
GNYOPECLUEHTHI AOMILLKMW
(KNABYNAHOBOI KUCITOTUN)

<8,0%

$ 1000 KYO/II

<100 KYOIT

HE BUABNAETBCA B I

Marepian Ne: _ 44090011 Ne cepil;

Ne cepii Ha ynakoBwi 1: ‘NM4287

Tect Bumoru PesynbTati
OAHOPIAHICTE AO30BAHUX 5150 42
OAVIHULbL (KNCNOTA KNABYJIAHOBA):

CTAQIA 1 (10 OONHWLIL) MOKA3HUK

NPUNHATHOCTI (11M)

(OAHOPIAHICTL BMICTY)

PO34YNHEHHA AMOKCHLIMITIHY _Q =85 % BI 3AABANEHOI KINbKOCTI, NIAH  Bignoeigae
YEPE3 30 XB(CTALIA 1) BUNPOBYBAHHA BIANOBIAHO A0 BUMOI :
(BOOA) €BP.®.

PO3YUHEHHA AMOKCULIMNIHY 2 85 % eif| sasBneHoT KinbkocTi 99 % Bif
YEPE3 30 XB: CEPEJHE 3HAYEHHA 3anABNEHOT
{CTALIA 1) KiNbKOCTI
(BOOA)

PO3YNHEHHS KUCIIOTK Q =80 % BI} 3AABAEHO[ KINEKOCTI, TMIIAH  Bigriosigae
KNABYINAHOBOI YEPE3 30 XB BVWNPOBYBAHHSA BIZNOBIAHO OO BAMOT

(CTALIA 1) €BP.®.

(BOAA)

POSUMHEHHSA KUCNOTU Z 80 % BiA-3asBNEHOT KINBKOCT 100 % Bin
KIIABYIIAHOBOI YEPE3 30 XB: 3asiBneHol
CEPEOHE 3HAYEHHA (CTALIS 1) KiMbKOCTI

CropiHka 2 3 4




SANDOZ e IOXEMILITPAGCE 10

6250 KYyHOb, ABCTPIA
Ten.: +43 5338 200

Peecr.; 000000514813

CepTtudikart AHanisy

Hassa npogykry:. AMOKCUKNAB 625MI" 14TAE B1 KOA
Marepian Ne: 44090011 Ne cepii:
N2 cepii Ha ynakosiji 1: NM4287

NMa287

Tect Bumoru

PeayneTatu

CYNYTHI AOMIWKW: CNELN®IKOBAHI <10%
(AMOKCULIWITIHY): AMOKCULIWIIH = O
AEHILWAOWHI KACNOTU

(HPLC)

CYNYTHI AOMIWKW: CNEUNGIKOBAHI < 1.0 %
(AMOKCULIMNIHY): AMOKCULIMMIH

NEHINOWHI KACHOTU

(HPLC)

CYMYTHI JOMIWKI: CTIEUABGIKOBAHI < 1 g
(AMOKCULIUTTIHY):

AVKETOMINEPA3UH (AMOKCULIMNIH)

(HPLC)

CYNYTHI AOMILLKK: CAELUMOIKOBAHI  $1,0%
(AMOKCULITIHY): AMMEPHWI
AMOKCHLIMNIH

{HPLC)

CYMYTHI AOMILKW: CMEUNGIKOBAHI  £0,2 %
(AMOKCULIUNIHY): TPUMEPHWIA
AMOKCULINMIH

(HPLC)

CYNYTHI AOMILIKW: CIELIMGIKOBAHI ¢ 4 o
(KNCJIOTU KNABYNAHOBO): 3-ETUI-
2,5-BIC-(2-T|APOKCY-ETWN)-

MIPA3VH

(HPLC)

CYNYTHI AOMILK: CNELUMSIKOBAHI < 5§
(KUCNOTU KNABYIIAHOBOIY: OMMEP '
KUCNOTWU KNABYNAHOBROI

(HPLC)

0,13 %

<0,05 %

0,06 %

0,40%

< 0,05.%

< 0,05 %

0,10 %

Cropikka 3 3 4




SANDOZ RO IOXEILLITPAGCE 10

6250 KYHOTb, ABCTPIA
Ten.: +43 5338 200

PeecT.: 000000514813

CepTudikat AHanisy

Haspa npoayxry: AMOKCHWKNAB 625MI" 14TAB B1 I0A

Marepian No: 44090011 Ne cepi: NM4287

N2 cepii Ha ynakosui 1: NM4287

Tecr Bumorn PeaynbTaTtn
CYIYTHI AOMILLKWA: 202% < 0,056 %

HECMEUM®IKOBAHI: BYb-SIKA IHLLIA
NOMILLKA (HAVBIMbLUA) (3
MOCUIAHHAM HA 3AABIEHY
KINBKICTb AMOKCULIUAIHY)

(HPLC)

CYNYTHI AOMILLKN: CRELIN®IKOBAHI 23,0 % 0.68 %
I HECTTEUW®IKOBAHI:. CYMA

AOMILLOK

(HPLC)

KINBKICHE BU3HAHEHHA 475 — 525 Mr/TAB ‘494 mr/TAB
AMOKCHLIMNIH
{HPLC)

KINbKICHE BUBHAYEHHSA KNCNOTA 119 - 131 MIiTAB 127 MrTAB.
KNABYTAHOBA :
(HPLC)

MpumiTki:

(*) TecTyBaHHs 30IACHIOETHCH HE Ars KOXHOI cepil. M rapaHTyemo, 1o Lisi Cepia TakeK BiANOBIAZE BUMOTEM;
NigTBepaXeHHA:

Cepisi Bignosigae MoHorpadii TecTyBaHHsA. Lium MATBEPMAKYETECA, WO HaseAeHa Buwe iHdopmayin €

AIOCTOBIPHOK Ta TOYHOK | WO 3anucu aHanisy 6ynu NepernaHyTi Ta BY3HaHI TakuMn, Lo Bl,qnom,qalmb
Bumoram GMP. .

Cxpanenusa BKA euxoHauo: Julia Hofmann, NMigep komManam 3
Cxsanenus BKA fQara/Mac: 04-MPY-2023 14:58:44 BKY '

Bunyck cepii/ Ceprudikauisi Bukou'aﬂa': Viad Jiican, YnosHoBaxeHa oclif
Bunyck cepii / Ceptudikauii fAata / Yac: 06-NMKOT-2024 13:24:07 BKY

Ceptudikar ohopmnenni gata f vac: 07-Nt0T-2024 07:07:05 BKY

e o g ” Dighally signad by Fadochenks Teliara
Fe d Oche n ko DN: domcarm. demnovrtis, oumpeopis,
QU=GX, 3atiaHumbor=2116815,
<cneFagochanke Tatlana

Tetia na Reason: Sangor Uktaloe QP on imporl

Dnte: 2024 02 21 12:32.04 «0207

Cropivka 4 3.4 3aBipEeHO ENEKTPOHHMM NIGNNGOM BIANOBIAHO A0 CTaHAapTiB eNeKTPOHHMX nignucia Carnos




Ne: 0702240846

SANDOZ CANBOS B

BIOXEMIWTPACCE 10,
6250 KyHONb
ABCTPIA

Ten.: +43 5338200

Ceptudikat BignosigHocTi

Hazsa martepiany:

TopriBenbHa Hazga:
Cwuna giifakTUBHICTBL:
Nikapcbka hopma:
Tun ynakogku:

Pozmip ynakoBsku:

Ne matepiany:
BHyTpiwHii Homep:.
Aara BupobHuuTBa:
CTpok npuaartHocTi:
BupoBHuya ginbHuuA:

TecTyBaHHA:

BinbHUUA BUNYCKY Cepii:

AMOKCUWKNAB 625MI" 149KT B1 YKP
AMOKCWKIAB® 2X

500 Ml + 125 MIC

TABNETKA, BKPUTA MNIBKOBOK OBOROHKO

BNICTEFP

2WTx7WT

44090011 Twvn Bunycky: CEPTU®IKALIA CEPIT
NM4287 Ne cepii HagpykoBaHuit: NM4287
nnc-2023 Data Bunycky: 06-NOT-2024
OB-2025 KinekicTs: 37440 YT

CAHOO3 'MBX
BIOXEMILWTPACCE 10
6250 KyHONbL

ABcTpis

CAHNO3 TMBX
BIOXEMIWTPACCE 10
6250 KYHANb

ABCTpisi

CAHOO3 r'MBX -
BICXEMIWTPACCE 10
8250 KYHA b

_ ABGTRIA o _
KpaiHa-imMnopTep: Homep Peectpauiinoro MoceinueHHs:
Ykpaina Ua/7oe4/01004
KomnoHeHTH:

Haasa marepiany:
Ne marepiany:

BupobHuia ainbHuUsA:

3aransHa KinbKicTb in bulk:

AMOKC/KNAB ®KT 500+125MF AT12. EY 17
42032865 MpeaykT in bulk Cepia No; NJ1097

777818 WUT

CAH103 M'MBX
BIOXEMILLTPACCE 10
6250 KYHAOMb

ABcTpin

§ *3aBipeo eneikpoHHAM HiANMCOM BIANGBIAHG cTanAApTIE SMEKTROHHIK MAfICE CaHnes




SANDOZ CAHBOS TMEX

Ne: 0702240846

BIOXEMILWITPACCE 10,
8250 KYHONb
ABCTPIA

Ten.. +43 5338200

CepTudikar BignosigHocTi

Hassa marepiany:

| ToprieensHa Ha3ea
Ne matepiany:

AMOKCWKIAB 825MI" 140KT B1 YKP
AMOKCWKNAB® 2X
44090011 BryTpiwHii Ne cepil: NM4287

KoMnoHeHTK:

Hassa marepiany:
Ne matepiany:

Bupobhuya ginbHuuA:

Cepis BupoGHuka:

KANIA KNABYN H Cloe NB YA TE :
784249 AKTUBH. hapm. iHrpegieHT Cepis Ne: B695417AA

Nex g.4. Nexpasa, sasog AdI NMiuen3zia Ne: 800-16/2023-6
Tpimnini 21

9220 NeHpasa

CnoeeHin

BE95417AA

KoMnoHeHTH:

Hassa matepiany:
Ne marepiany:

BupobHuya ginbHKUUSA:

Cepis BupobHuKa:

KANIA KNABYN H CI06 NB YA TE
784249 AKTUBH. bapM. iHrpeaieHT Cepisa Ne; B699942AA

Nex a.4. Nelpasa, 3asog AQ! NMiuensin No:  800-16/2023-8
TpimniHi 21
9220 lNenpasa
CnoBeHia
 BB99942AA

KomnoHeHTwn:

' HazBa marepiany:
N2 maTepiany:

Bupothuua ginbHuua;

- Cépin BUpoOHKKa:

AMOKCHLUIIH TPUMAP H €C31 AC L1 YE
472191 AkTuBH. dhapm. iHrpegieHT Cepin Ne: B699763

CAHAO3 IHOACTPIAN MPOJAKTC C.A.
C-251 km 4

Kpta. MpaHonbepc Kappaxey

08520 NEC ®PAHKECEC B.

Icnanis

B699763

Cropiiika: 2/4

*3anBipens eNEKTPOHHIM NANUCOM BIANOBILHO CTAHAAPTE eNeKTPORHIX HamMcia Caunos




Ne: 0702240846

SANDOZ CANBOS TMEX

BIOXEMIWTPACCE 10,
6250 KYHANb
ABCTPIA

Ten.: +43 5338200

Ceprtudikar BignosigHocti

Haiea marepiany:

TopriBenbHa Haaga
Ne martepiany:

AMOKCWKIAB 625MI™ 14 ®KT YKP
AMOKCUKNAB® 2X .
44090011 BHyTpiwHiin Ne cepil: NW4287

KoMnoHeHTH:

Hasea mavepiany:
Ne marepiany:

Cepia BupoGHuKa:

BupobGHuya ginsHULRA:

AMOKCWUUWIIH TPWIAP H €C31 AC U1 YeE
472191 AKTueH. hapm. iHrpegieHT Cepin Ne: B696371

CAHOO3 IHOACTPIAN NMPOJAKTC C.A.
C-251km 4

Kpra. Mpanonsepc Kapaakey

08520 NEC ¢PAHKECEC B,

Icnanis

B696371

KoMnoHeHTH:

Hazea martepiany:
Ne marepiany:

BupoSHuya AinkbHnus:

AMOKCUUWNIH TPUMAP H €C31 OC L1 YE

472191 Aktmer. hapm. iHrpegieHT Cepia Ne: B695052
CAHAOO3 IHRACTPIAN NPOAAKTC C.A.

C-251um 4

Kpra. M'paHonbepe. Kapaaxey

08520 NEC ¢®PAHKECEC B.

Icnanin

MonoxenHs npo ceprudpikauio

Lum niaTeepakyio, Lo HaBeaeHa iHcopMallis € AOCTOBIPHO Ta TOYHOIO. [laHa cepis roTOBOro NiKAPCHKOro
3acofy Gyna BUroToBMEHa BKITIOYHO 3 NaKyBAHHAM/MapPKyBaHHAM Ta KOHTPONEM AKOCTI Ha BULILEHaBEeAeHUX
BAPOGHWYMX AiNbHAUSX ¥ NOBHINA BIANOBIAHOCTI 4o BUMOr GMP MicueBsux PerynATOpPHUX Opradie Ta arigHo
saTBepAXeHol crneuwdikauii PeectpauiiHoro [locke Yy KpaiHi iMnopTepa abo Aocbe QOCHIAKYBAHOrO
nikapckkoro 3acoby. MpoTokony BupoBHUALTES, nakysaHHs Ta aHaniTUYHOro TECTYBaHHA BYnu nepesipeni Ta
6yna BCTaHOBNEHA X BianosigHicTe GMP.

BupoBHuua ginsHULsS BUNYCKY cepif: _ _ _
Canpos 'MEX — BupoBHuya AinbHuusi AHTuiHdekuitiHi T3 Ta Ximiymi Onepauii KyHans (AIXO TN3 Kyuans),
bioxemilutpacce 10, 6250 KyHanb, ABcTpis.

NiyeHsia Ha BupoBHUUTEO: 481921

KomeHTap ao ceprudikary:

B npoueci BpoGHuUTEa Ta NakysaHHs He BUSBNEHO BigxuneHs, L0 3aaTHi BNAMHYY

CropiHka’. 3/4




. OdropmneHo:
s A N D O Z CAHAO3 TMBX
BIOXEMILWUTPACCE 10,
6250 KYHOTb
ABCTPIA

Ten.: +43 5338 200

Ne: 0702240846

Ceptudikar BignosigHocTi

Hazga maTepiany: AMOKCHKKNAB 625MI" 14 OKT YKP

ToprisenbHa Ha3Ba AMOKCUKINAB® 2X.

Ne maTepiany; 44090011 BHyTpiwHin Ne cepii: NM4287
Bunyck cepii / Ceprudikauis BukoHaHa: Vlad Jucan, YnosHosaxeHa ocoba

Bunyck cepil f Ceprndikauia Jara/Mac: 06-MKOT-2024 7 13:24:07 BKM

Aara/Mac ochopmnennn cepTudikara: 07-MOT-2024 /07:46:04 BKY

CTopiHKa: 414 *3aBipeHo eneKTPOHHIUM NIANACOM BIANOBIAHO CTaHAAPTIE eNeKTPOHHUX ignucie Cangss
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