TNEPYCITIKCIIYKEBA
JAEPIKABHA CJIYKBA 3 JTIKAPCBHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCBKIU OBJIACTI

npocnekt Banepia Jlo6anorcekoro, 51, M. Kuis, 03110, Ten/akc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https:/www.dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK

Npo SIKICTH BBe3eHOro B YKpaiHy JixapcoKoro 3acoby

02.11.2020 Ne 58019/20/10

ABUTPO CAHIO3®
(HaliMeHyBaHHS MIKaPCEKOro 3acoBy 3rifio 3 peecTpallifHuM NOCBiEYEHHAM)
Ta0JIeTKH, BKPHTI ITiBKOBOIO 060/100K010, o 500 mr o 3 TabxeTkn y Ourictepi, mo 1 dmicrepy
B Kopooui
(popma BUnNycky, 103yBaHig, BUA NAKYBaHHI nikapeeKoTe 3acoby)

Homep peecrpariitioro nocsingenns UA/11332/01/02 crpox nii peectpauiinoro nocsimuenns 01.02.2021
Cepis nixapcekoro 3aco6y Ne KW8701 Kinekicrs BBeseHoro nikapcskoro 3acoby 51615

Bupo6uuk C.K. Cangos C.P.JL, Pymynis

{HakMenyBasH BHPOOHHKA TiIKAPCEKOro 3acoby, KpaiHA HOX0/DKSHHA)

Bseseno B Vipainy Tosapucrso 3 oGmesxenol BinnoBizansmicrio ""Cangos Yipaina",

inenT. koa: 38419586
(HafimenyBaHus Ta ko 3a CJIPIIOY IopHIHYHOT ocofn abo npizsuILe, iM'a, o Darbroni thizuurol

ocobu - mianpremis, i Micile PO HBAHHS Ta peECTpaliHHAH HoMep 06)IKOBOT KAapTKH MNaTHHKA
nojarkie aGo cepis Ta HoMep nacnopTa)

MMporoxon Bisyansnore kourpomo ein 30.10.2020 N 3706/2.

3a pe3ynbTaTaMM  EPKaBHOrO KOHTPOJMIO  BCTAHOBJEHO, MO JikapcekWii 3aci® BeeseHo B  Vkpafny 3
AOTPHMAHHIM BHMOT 3aKOHOJARCTBA OO 3a6e3MeUeHHS SKOCTI JiKapChKHUX 3acofiB.
|
3aCTYIHUK HavanbHuKa Crymou FQ &t/ Onexciit COJIOJPANA
(nocanopa ocofa oprany m:p}xasudrq KOHTPOJIO) “v\(?liﬁnnc) (imiuiann Ta npizeume)

M.IT.
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SANDO

No: 2110201553

A Novartis
Division

Odropmneno:

Canpos C.P.J1,

By1. JliBeseHi, 7A
540472 Tupry Mypetu
PymyHis

Ten.: +40 265 208 120
daxc: +40 255 254 767
www.sandoz.ro
Bupobhusa niuensis:
10F

CepTudikaTt BignosigHocTi

Hassa matepiany:
ToproBa Ha3zga:

ASUTPO C[3 500M

I 3®KT YKP TX

A3SUTPO CAHOO3®

/o 1/ 4933 o

Cuna giifakTuBHicTe: 500 MIr
Nikapcbka dopma: TABJIETKW, BKPUTI MAIBKOBOI) OBOSIOHKOW
Tun ynakoBku: BNICTEP
Po3smip ynakosku; TWTx3WT
Ne marepiany: 44053138 Tun Bunycky: ONA PUHKY
Ne cepii Cangos: KW8701
laTa BupoGuuurea: 12-BEP-2020 Hata Bunycky: 21-K0B-2020
Crpok npuaartHocTi: 31-CEP-2024 Kinbkictb: 51615 YN
BupobHuyrso: CAHOO3 C.P.N. Homep niuensii:  10F
BY/l. NIBE3EHI, 7A
540472 TUPTY MYPEL
PymyHis
Bunyck cepii: CAHOO3 C.P.N. Homep niuensii: ~ 10F
BYI. NIBE3EHI, 7A
540472 TUPTY MYPELW
PymyHis
TecTtyBaHHA: CAHOO3 C.P.N. Howmep niyensir: 10F
BYN. NIBE3EH!, 7A
540472 TUPI'Y MYPELL
PymyHis
Kpaiha ripusHavenns: Ykpaina
Kpaina imnoprep: Homep PeecTpauiiHoro Moceiguenns:
Ykpaina UA/11332/01/02
KoMnoxeHTu:
Ha3sea marepiany: ASUTPOMILMH 2XI1P KT 500MI” PO03 CGE TX
Ne marepiany: 42027021 MNpoaykT in bulk Cepis Ne: KV7904
3arannHa KinbkKicrs in bulk: 157574 WIT
BupoBhuua ainbHuus: CAHOAC3 C.P.1. Homep niuensii: 10F

BYJ. NIBE3EHI, 7A
540472 TUPTY MYP
PymyHis

=0

Cropinka: 1/2

*3aBipeHo enekTpoHHUM nj
Cangos

Y w%

AMMcoM BIANOBIHO A0 CTaHAZPTIB ENeKTPOHHWX nignucis




- OdopmneHo:

Sﬁmﬁﬁ Sﬁgsoi\éanms Cangos C.P.NN.
Byn. Jlisesehi, 7A
540472 Tupry Mypew
PymyHig
Ten.: +40 265 208 120
dakc: +40 265 254 767
www.sandoz.ro

BupoBruya niyensis:
Ne: 2110201553 10F

CepTtudukaT BignosigHocTi

HasBa maTepiany: ASUTPO CA3 500MI" 30KT YKP TX

Toproea Ha3ga: ASWUTPO CAHOO3®

Ne maTtepiany: 44053138 Ne cepii CaHpoa: KW8701
KomnoHenTu:

Hassa marepiany: ASWUTPOMILMH 2XAP H XEKM MB C €BP TX

Ne maTtepiany: 40004621  AkTueH. Gapm. IRrpepiesT  Cepia Ne: B576164
Bupo6uuua ainsuuus: XEK ®APM KO NTAO

BIHBAHT POA] 62
443300 1QY CITI
Kutati

N2 cepil BUpoGHuUKa: AZM3-202006003

MonoxeHus npo cepTudikauiro

UM ninTepaxyo OOCTOBIPHICTE | TOYHICTB BULLieHaBeAeHOT iHdopmalii. Jaxa cepid npenapaty 6yna
BUpPOONEHa, BKMIOYHO 3 NakyBaHHAM/MApKYBaKHAM Ta KOHTpPONem AKOCTI, Ha BULEBKa3aHI BUPOBHUUI
AINBHALI Yy NOBHI BIAMOBIAHOCTI 3 BuMoramn GMP MiCUEeBUX JepxaBHuX opraHis, a Takox 3i
cneyudikauisamu, o BkasaHi y PeecTpauiinomy [ocke kpaiHv imnoptepa. fawi npo BUIOTOBMNEHHSA,
ynakoBky Ta aHanisu cepil 6ynu nepesipeH i niaTBepXeHa Tx signosigHicTs ymosam GMP,

MpoayKT BUNYLUEHWA ans peanizauii Ha puHky Yxpainu.

CepTudpikar aHanisy gogacTthes.

3apeecTpoBaHuin poamip ynakosku: no 3 tabnetku B Gnictepi; 1 BnicTep y kapToHHii kopobLi

Niuensis Ha BMpoBHMUTBO Ne 10F

KomeHTap go ceptudikary:

B npoueci BupobHuyTea T8 YNAKOBKU He BUABNEHO BiAXUNEHb, AKi 30aTHI BNAVHYTA Ha BUNYCK NpoOAYKTY.
B npoueci TectyBaHHs siKocTi Ta KOHTpONio cepefoBULLa BIAXUMEHHS BIA cneuudikayii 6ynu sigcyTHi.

Bunyck cepii / Ceptudikayis Bukonana: Claudia Negrea, YnosHoeaseHa ocoba
Bunyck cepii / Ceprudikauis Oara/Mac: 21-KOB-2020/ 12:34:51 BKY
HAata/Yac ohopmnenns cepTuddikara: 21-K0OB-2020/ 12:53:18 BKY

Cropinka: 2/2 *3aBIpEHO ENEeKTPOHKUM NiAMNKCOM BiANOBIAHO A0 cTannapria SMeKTPOHHKY - Nianucis
Canpos ; ; ;




g @ ’Sﬁ?;‘;’fg“s Odropmneno: Canpo3s C.P.JI.

Byn. Jlige3eHi, 7A, 540472
Tupry Mypew, PymyHis
Ten.: +40 265 208 120
Makc: +40 265 254 767
www.sandoz.ro

Ne: 2110201538

CepTtudpikar AHanisy

Hassa marepiany: A3WTPO CA3 500MI" 3®KT YKP TX

Toproea Hasga: A3WATPO CAHOO3®

Ne Martepiany: 44053138 Cepisa Ne: KW8701

KouTtponsHa naprin Ne: 000408233145

Mnau iHcnekuin: RO031358/1 CTaTTs TecTyBaHHA: 32P51 EX2010/06
CTpok npugarHocTi: 31-CEP-2024

BupobHuk: CAHOO3 C.P.I. Hara BupoBuuurea: 12-BEP-2020

Tectu Bumoru PesynbtaTtu

30BHILHIA Burnan Binoro abo maxe 6inoro Konbopy osansHi  Bignosigae

MeToa kowTponio: TabneTkn, BKpUTi NNiBKOBOID ocBonoHkolo, 3

ANM_BFDF_00149140 (3801/01)  wmaciukoio 3 ogHoro BOKY Ta TUCHEHHAM
"AB00" 3 onHoro Goky.

OnHopigHicTs Macu: CepenHs 893,0 - 9870 mr 934,0 mr
maca

MeToa koHTponio:

ANNM_BFDF_00149140 (3801/01)

OaHopigricTs no3oBanmx Bianosigae €sp.®, 2.9.40 Bianosigae
OAUKWLL

MeTog koHTpONIO:

ANM_BFDF_ 00149145 (3801/03)

laeHTudikauis a3UTPOMILUHY: Hac yTpumanhs Ta hopma niky curHany Bignosigae
(BEPX) A3UTPOMILMHY B PO3UUHI 3pa3ka Mae
MeTopa koHTponio: Bignosinatv hopmi NiKY ¥ PO34YMHI

ANM_BFDF_ 00149143 (3801/02)  cranpapra.

laeHTUdbiKauia 23UTPOMILWHY: OcHosHa nnama 3 PO3YUHY 3pas3ka e Bianosigae
(TUIX) IAEHTUYHOIO Y PO3MIpI, KONLOPI,
MeTon koHTponio: IHTEHCUBHOCTI Ta 3HavenHi Rf 3 nnsmoto

ANNM_BFDF_00149143 (3801/02) CTaHAZPTHOTO PO3YUHY A3UTPOMILIMHY.

inenTudikauia TUTaHy giokcuay Bignoainae etanony KOSTbOPOBOT peakuyii He Tectysanoca (1)
MeToa koHTponto:
ANM_BFDF_00149143 (3801/02)

CTtopiHka 13 3 *3aBIPEHO eNEKTPOHHUM NigNUCom BIANOBIAHO [0 CTaHAAapPTIR ENeKTPOHHMX nignucis Cangos
CropiHka HanexuTs go MaTepiany 44053138 cepii KW8&701, aata evpoB. 12-BEP-2020 Crarrs Tecrysaunna 32P51 EX2010/06




SANDOZ )z

Ne: 2110201538

L

OdopmneHo: Cawnpgos C.P.J.
Byn. fliBeseHi, 7A, 540472
Tupry Mypew, PymyHis
Ten.: +40 265 208 120
®akc: +40 265 254 767
www.sandoz.ro

CepTtudpikar Ananisy

TecTn

Bumory

PesynbTaTtu

Kinbkicke BU3HauyeHHs A3UTPOMILMHY
(BEPX)

(%)

MeTog koHTponio:

ANM_BFDF_ 00149145 (3801/03)

Kinbkicte BU3HaueHHn a3UTPOMILMHY
(BEPX)

{(mriTab.)

MeTtoa KOHTpONH:
ANM_BFDF_00149145 (3801/03)

Oxpemi Hesinomi aomiLuku
MeToz koHTponio:
ANM_BFDF_ 00149151 (3801/05)

Oxpemi sigomi gomituxu
MeTon koHTponio:
ANM_BFDF_00149151 (3801/05)

Cyma gomiwok
MeTog koHTponio:
ANM_BFDF_ 00149151 (3801/05)

3aranbHa KinekicTs aepodbHuy
MiKpOOPraHizmis: Bakrepin
MeToa KOHTRON:
ANM_MIBI_00280282 (3623/08)

3ararneHa KinekicTs aepobHux
MiKpoopraHiamis: Apixaxosux Ta
nricHesux rpubis
ANM_MIBI_00280282 (3623/06)

Escherichia coli
MeTog konTponio:
ANM_MIBI_00280282 (3623/06)

PoaunHenns a3NTPOMILMHY nicns 45
xB. (Q=75,0%)

MeToa kouTpomo:
ANM_BFDF_00149148 (3801 104)
PoauuserHs Minimym

MeTog KOHTpOMO:
ANM_BFDF_00149148 (3801/04)

PoauuHenns Makcumym
MeToa koHTponio:
ANM_BFDF_00149148 (3801/04)

Mpumitku:

95,0 -105,0 %

475,0 - 525,0 Mmr/TabneTka

makc. 0,20%

makc. 0,50%

makc, 3,00%

mMake. 1000 KYO/r

Makc. 100 KYO/r

Biacytrilr

MiH, 75,0%

101,7 %

508.6 mr/rabneTka

0,086 %

017 %

0,23 %

<1000 KYO/r

<10 KYO/r

Bigcyrwilr

99,6 %

99,2 %

100,4 %

CropiHka 23 3

Cropinka KanexuTs o MaTepiany 440531

*3asipeHo enekTpoHHUmM nignucom eigneeigHo ao CTAHAAPTIE ENEKTROHHUX NiANuciE Cangos
38 cepii KWB701 Crarra TecTysaHHuA 32P51 EX2010/06




A Novartis
Division OdopmneHo: Canpos C.P.J1I.

Byn. Jliseseni, TA, 540472
Tupry Mypew, PymyHis
Ten.: +40 265 208 120
®akc: +40 265 254 767
www.sandoz.ro

Ne: 2110201538

Cepruddikar AHaniay

(1) Kox+a 10-a cepis oauH pa3 Ha pik.

MinTBEpPOXEHHS:

Cepisi signosigae nonoxexHam CTaTTi TecTyBaHHs. Linm NiATBEPANKYETLCA, WO ButlleHaBeaeHa iHdopmauis €
AOCTOBIPHOIC Ta TOMHOK, & TaKoX, Lj0 AaHi 4oCninXeHs NEePERIPEHO Ta BCTAHOBIEHO X BIANOBIAHICTL BUMOram GMP.

3ateepaxeHHs BKA anidicHeno: Adela mihaela Neagoe Kepisuuk BHYTpiWHBOI nabopaTtopil
TeCTyBaHHA

3arsepaxenns BKS fata/Yac: 21-XK0OB-2020 06:34:43 BKY

Bunyck cepii/Ceprudikauis 3pincHeHa: Claudia Negrea YnoeHoBsaxeHa ocoBa

Bunyck cepii/fCepTudikauis Hara/Mac: 21-XK0B-2020 12:34:51 BKY

CeptudhikaT odhopmneno nara/Mac: 21-XK0OB-2020 12:38:28 BKY

CropiHka 33 3 *3@BIpPEHO ENEKTPOHHIUM MANUCom BiANOBIAHO 40 cTaHaapTie ENeKTPoHHKX nignucis Cangos

CropiHka HanexuTs 40 Marepiany 44053138 cepii KW8701 Ctatrs TectysanHsa 32P51 EX2010/06




5 Y %

JEPXIIIKCIIYKBA
AEP)KABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIKO 3A
HAPKOTUKAMMH Y KHIBCLKIN OBJIACTI

npocnekt Banepin Jlo6Ganoseskoro, 51, M. Kuie, 031 10, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,hitps://www.dls.gov.ua, Kox €JIPIIOY 37078774

BHCHOBOK
PO SIKICTH BBE3¢HOro B YKpainy JIIKapCBKOro 3acoly

24.12.2020 Ne 71036/20/10

ABUTPO CAHIO3®

{naliMenyBakHa Nikapcskoro 3acofy 3rinmHo 3 peecTpauifinum ITOCBiAYEHHAM)
TabJIeTKH, BKPHUTI IUIIBKOBOIO 0060108K010, 10 500 Mr 110 3 TabaeTicH y OaicTepi, no 1 daicrepy
B Kopooui

(dopma Brnycxy, nosyeawus, sug NAKyBaHHs JiKapCBKOro 3acoby)
Homep peccrpauiiinoro nocsimuenns UA/11332/01/02 CcTpox aii peecrpauiiinoro nocsimuenns 01.02.2021
Cepis nikapcekoro saco6y Ne KY3764 Kinbxicrs BBeaeHoro nikapeskoro sacoby 36418

BupoGHuk C.K. Cannos C.P.JI., Pymynis

(nafimenyBanHa BUpoGHUKA JiKapcekoro 3acofy, kpaita TIOXO/[KEHHS )

Beeseno B Vipainy ToBapucerso 3 o6mesxenolo BixnosizanLHicTIo "Canmos Ykpaina'',
inent. xox: 38419586
(Hativenysanns Ta koz 3a €JIPIIOY HPHAHYHOT 0cobH afio npizsuLLe, M1, 10 GaThKOBI RIEEL (6]

ocolu - nianpuemus, if Miclie nposxkUBanHs Ta peecTpatitinuit HoMep 06MikoBOT KapTky MIaTHHKA
noxatkis 200 cepin T2 HoMep Nacnopra)

Hporokon BisyaneHore konTpomo sin 22,12.2020 Ne 4548/3.

3a  pesymprataMH  HepKaBHOro KOHIPOJII0  BCTAHOBNIEHO, WIO JlKapChKuil 3aci6  BBe3eH0 B Yipainy 3
AOTPHMAHHSAIM Bumor 3aKOHOAABCTEA OO0 3a0e3ncYeHus 'z{KOCTi JKapChknX 3ac06in.

|
A
il
U / 5 = LY T
3aCTYIHUK HAYANBHUKA Cryx6u \ E\ ok * Onexciit COJIOJIPAY
(nocanosa ocoBa oprauy Aepmasuoro KOHTPOJIIO)} ""fn'i,anuc) (imivianu Ta npizoume)

M.IT.




-
SANDOZ ;o

Odopmneno:

Canpos C.P.J.

8yn. JliseseHi, 7A
540472 Tupry MypeL
PymyHis

Ten.: +40 265 208 120
dakc: +40 265 254 767
Www.sandoz.ro

Ne: 0912201128

L

BupoGruua niyeHsis:

10F

CepTudikar BignosigHocTi

[Hasga MaTepiany:
Toproea Ha3Ba:

Rikapcbka popma:
Tun ynakosku:

Cwuna giilakTuBHicTb:

ASUTPO CA3 500MI" 3bKT YKP TX

ABUTPO CAHO3®

500 Mr

TABIIETKW, BKPUTI NMNIBKOBOK OBOJIOHKOK
BNICTEP

Po3smip ynakoBku: TWT x 3 WT
Ne maTepiany: 44053138 Tun Bunycky: ONA PUHKY
Ne cepii Canpnos: KY3764
fata BupoGuuurea: 12-BEP-2020 Hara sunycky: 09-TPY-2020
Crpok npugartHocTi: 31-CEP-2024 KinbkicTb: 36418 YN
BupoGHuyreo: CAHOOS3 C.P.JI. Howmep nigensii 10F
BYN. NIBE3EHI, 7A
540472 TUPTY MYPELL
PymyHia
Bunyck cepii: CAHAO3 C.P.NI. Homep niyensii:  10F
BYN. NIBE3EHI, 7A
540472 TUPTY MYPELL
PymyHis
TecTysanus: CAHLOO3 C.P.N. Homep niuensii: ~ 10F
BYN. NIBE3EHI, 7A
540472 TUPTY MYPELL
PymyHis
Kpaina npusnavenns: Ykpaina
Kpaika imnoprep: Homep Peectpauiitnoro Noceiguexnsn:
YKpaiHa UA/11332/01/02 ]
KomnoneHnTu:
(ﬁassa marepiany: A3UTPOMILUNH 2XOP KT XEK 500Ml PO03 ey
Ne marepiany: 42027021 Mpoaykr in bulk Cepis Ne: KV7901

3aranbHa KinokicTs in bulk: 158908 LT
BupobHuya ainbHuys: CAHOO3 C.P.NT.
BYN. NIBE3EH!, 7A
540472 TUPTY MYPELL

_PymyHis J

Homep niuensii: 10F

CropiHka: 1/3 *3aBipeHo €NeKTPOHHUM nignucom BianosigHo A0 CTaHAapTiB enekTpoHHUX nignucis

CaHpos

70./. MM/% .

/7/% G M e ///




- Odopmneno: —k
SANDO éicjigi\ganms Canpoa C.P.N.
Byn. JliBeseHi, 7A
540472 Tupry Mypetu
PymyHis
Ten.: +40 265 208 120
Qakc: +40 265 254 767
www.sandoz.ro
BupoGruya niuensis:
Ne: 0912201128 10F

Ceptudmkar BignosigHocTi

Hasga marepiany: A3SUTPO C[3 500MI" 3bKT YKP X
Toprosa Ha3ga: A3UTPO CAHO03®

Ne matepiany: 44053138 Ne cepii Canpoa: KY3764 ]
KomnoHneHTy:

Hasga marepiany: A3NTPOMIUUH 2XIP H XEKN NnB C €BP TX

Ne marepiany: 40004621  AktusH. ®apm. IHrpegieHT Cepisi Ne: B567753AA
Bupo6Huya RinNbHUYA: XEK ®APM KO nTa

BIHbAHI POA[ 62
443300 iy CIT!
Kntan

Ne cepii BUpo6HUKa: AZM3-202003011

KomnoHnenTu:

Hassa marepiany: ASUTPOMILVH 2XOP H XEKM MNB C €BP TX
Ne marepiany: 40004621  AktusH. Papm. IHrpegieHT Cepis Ne: B576164
Bupo6Huua AinbHuus: XEK ®APM KO nTa

BIHBAHI POAL 62

44330010y CITI

Kurain
Ne cepii Bupo6Huka: AZM3-202006003

MNonoxenns npo cepTtudpikauiro

Him NiBTBEPAXYIO BOCTOBIPHICTL | TOYHiCTL BULieHaBeAeHOT iHbopmaLlii. Hana cepis Npenapaty 6yna
BupoBnera, BKMIOYHO 3 NakyBaHHAM/MapkyBaHHam Ta KOHTponem sikocTi, Ha Buweskasanit BUPOBHNYIM
AiNbHUL Yy noBHIA BignosigHocTi 3 Bumoramn GMP  micuesux ACDXABHUX oOpraHis, a Takox 3
cneundikalismu, wo skazai y PeecmauiﬁHomy Hocke kpaiHu iMnopTepa. ani NPO  BUrOTOBNEHHS,
yNaKkoBsKy Ta aHanisn cepii Bynu nepesipei i nigTeepaXeHa ix BinnosigHicTs ymosam GMP.
Mpopykr BUnyweHnir Ans peanizawii Ha PYHKY Ykpainu.

CepTudpikar aHanisy fofaeTses.

3apeecTposanui PO3MIp ynakosky: no 3 Tabnetkn 8 BnicTepi: 1 Bnictep y kapTonHiii KOpOobLyi
IﬂueHaiﬂ Ha BpobHuUTBO Ne 10F

Komenrap go cepTugikarty:

B npoueci BUpOBHULITBa Ta YNakoBKu1 He BUSBnEeHo BIAXWNEHb, AKi 30aTHi BNNUHYTU Ha Bunyck NPOAYKTY.
B npoyeci TECTYBaAHHS SKOCTI Ta KOHTpono cepeposuLya BiAXUIEeHHS Big Cneuundikadii 6ynu BIACYTHI.

Cropinka; 2/3 *3asipeHo €NEKTPOHHUM Mmianucom Bignosigro A0 CcTaHaapTis ENEKTPOHHUX Tignucis
’ Canpos e




Ne: 0912201128

Odropmneno:

SANBO éiwgi\:}aﬂrtis Canpos C.P.JI.

Byn. Jliseseki, 7A
540472 Tupry Mypew
PymyHis

Ten.: +40 265 208 120
dakc: +40 265 254 767
Www.sandoz.ro
BupoBuuva niyensis:
10F

Ceptudnkar BignosigHocTi

ma3sa Marepiany:
Toprosa HazBa:

A3WUTPO C[3 500MI" 3®KT YKP TX
ASUTPO CAHLO3®

Ne marvepiany: 44053138 Ne cepii Canpgos: KY3764
Bunyck cepii / Ceprtudikauis BukoHana: Simona Elena Cotlarciuc, YnosHoBaxeHa ocoba
Bunyck cepii/ CepTudikauis Jara/bac: 09-I'PY-2020/ 06:42:02 BKY
Aara/Yac ochopmnenns ceprtudpikara: 09-rPY-2020/10:28:31 BKY

Cropinka: 3/3

“3aBipeHo enekTpoHHum nianvcom BignosiaHo Ao CTaHAapTis enexTporHux nianucie
CaHgos ' :




3 A MNovartis
2. e OdopmneHo: Cangos C.P.1.
sﬂ@NDQ Pivision e Byn. JliBeseHi, 7A, 540472
Tupry Mypew, PymyHis
Ten.: +40 265 208 120
®akc: +40 265 254 767
www.sandoz.ro

Ne: 0912201129

CepTtudikar AHanisy

HasBa maTtepiany: A3UTPO CA3 500MI 3bKT YKP TX

Toprosa Ha3ssa: A3UTPO CAHOO3®

Ne Marepiany: 44053138 Cepis Ne: KY3764

KoHTponbHa napris Ne: 000408256124

Mnaw iHcnekyii: RO031358/1 Cratra TecTyBaHHs: 32P51 EX2010/06
Crpok npuaarHocrTi: 31-CEP-2024

Bupo6Huk: CAHOO3 C.P.N. HAaTta BUpoGHuyTBa: 12-BEP-2020

Tectny Bumoru Pesynbrartu

30BHIWHIN BUrNsig binoro a6o matixe 6inoro konbopy oBaneHi  Bignosigae

MeToa koHTponio; TabneTku, BKpUTI NNiskoBoto oBonoHkoi, 3

ANM_BFDF_00149140 (3801/01)  naciukoto 3 ogHoro Boky Ta TucHeHHsIM
"A500" 3 ogHoro Boky.

OaHopigHicTs macy: cepegHs 893,0 - 987,0 mr 930,8 mr
Maca

MeToa koHTpono:

ANM_BFDF_00149140 (3801/01)

OAHopigHICTL f030BaKUX Bianosinae €sp.®, 2.9.40 Bianosigae
OAMHULL

Metoa koHTponio:

ANM_BFDF_ 00149145 (3801/03)

lnexTucpikauis a3nTPOMIUNHY: Hac yTpumanHs Ta opma niky curHany Bignosinae
(BEPX) a3UTPOMILIMHY B PO3YUHI 3paska mae
MeTog KoHTponio: BiANOBiAATA hopmi niky Y posuuni

ANM_BFDF_00149143 (3801/02) CTaHgapra.

laenTudbikanin asnTpomMiyuRy: OcHoBHa nnsma 3 PO34UHY 3paska € Bianosigae
(TLX) IAEHTIYHOIO y Po3Mipi, KOnbLopi,
MeToa KoHTpomio: IHTEHCUBHOCTI Ta 3HaueHHi Rf 3 nnaMoro

ANM_BFDF 00149143 (3801/02)  cranpaprHoro PO34MHY A3UTpOMILMHY.

lnenTudikauis TUTaHy aiokcuay Bianosinae etanony KONbOPOBOT peakuyii MNosuTusHui
Meroga koHTpornio:
ANM_BFDF_00149143 (3801/02)

CropiHka 13 3 *3asipeHo enekTpoHHIM NiANUCOM BIANOBIAHO A0 CTaHAaPTIB @NeKTPOHHUX MiANucis Carmoa
Cropikka Hanexurs Ao Marepiany 44053138 cepii KY3764, pata supo6. 12-BEP-2020 Crarrs Tecrysanuna 329}5'3 E£X2010/086
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Ne: 0912201129

OdopmneHo:  Cawpos C.P.II.
Byn. Jliseseni, 7A, 540472
Tupry Mypeuw, Pymynis
Ten.: +40 265 208 120
Dakc: +40 265 254 767
www.sandoz.ro

Ceptudpikar AHani3sy

_—
TecTtn Bumorwu Pe3ynbTaTn
KinbkicHe BusHaueHHs asutpomiunHy 95,0 -105,0 % 99,4 %
(BEPX) (%)
MeToa koHTpomio:
ANM_BFDF_00149145 (3801/03)
KinbkicHe BusHauyerHs asnTpomiyuHy  475,0 - 525,0 Mr/Tabnetka 497,0 mr/Tabnetxa
(BEPX)
(Mr/Tab.)
Merog kokTponio: )
ANM_BFDF_00149145 (3801/03)
‘ Okpemi Hesiaomi gomituku makc. 0,20% 0,06 %
MeToz koHTponio:
ANM_BFDF_00149151 (3801/05)
Oxpewmi Bigomi qomituku makc. 0,50% 0,11 %
Meton konTponio:
ANM_BFDF_00149151 (3801/05)
Cyma gomitok makc. 3,00% ' 0,22 %
MeTtopn KOHTPOMHo;
ANM_BFDF_00149151 (3801/05)
3aransHa KinbkicTs aepobHux makc. 1000 KYO/r He Tecrysanoce (1)
Mikpooprasismis: BakTepin
Merop, KOHTPOMIO;
ANM_MIBI_00280282 (3623/06)
3aranbHa KinekicTs aepobrHnx Make. 100 KYO/r He TectyBanocs (1)
MikpoopraHiamis: BPDKAKOBUX Ta
nniceHesux rpubis
ANM_MIBI 00280282 (3623/06)
Escherichia coli BincyThi/r He Tectysarnocs (1)
Mevon konTposnio:
ANM_MIBI_00280282 (3623/06)
POéHMHeHHﬂ asuTpoMiuuRy nicna 45 MiH. 75,0% 100,1 %
X8, (Q=75,0%)
MeToa koHTponio:
ANM_BFDF_00149148 (3801/04)
PosuuHents MiHIMYyM 99,2 %
MeTon koHTponio:
ANM_BFDF_00149148 (3801/04)
PO3uYMHeHHs MaKCUMym - 101,3 %

MaTop, KOHTpOM0:
ANM_BFDF_00149148 (3801/04)

MpumiTku:

Cropivka 23 3

*3aBipeHo enekTpoHHIUM nianucom signosigro ao CT2HAAPTIB eNEeKTPOHHUX Mignucia C'aHAos

Cropitka HanexuTs A0 Matepiany 44053138 cepii KY3764 Cratrs TectyBanHs 32P51 EX2010/06




EANDOZ gi\r;égi\:)ar:“s Ochopmneno: Cawpos C.P.AI.

Byn. JliseseHi, 7A, 540472
Tupry Mypeuw, PymyHis
Ten.: +40 265 208 120
®akc: +40 265 254 767
www.sandoz.ro

Ne: 0912201129

Ceptudikar AHanizy

(1)Nepwi 5 cepiit, noTim koxHa 10-a cepis abo 1/pik

NigTBepaXeHHs;

Cepin BIANOBIAAE NONOXEHHAM CTaTTl TecTyBaHHA. Lum nimaepamyemcn, Lo suLLeHaBeneHa iHGopmauis ¢
AOCTOBIDHOW Ta TOYHOIO, a TaKkoX, Lo AaRi AocniaxXeHs NepeBipeHo Ta BCTAHOBMEHO ix BIANOBIAHICTL BUMOram GMP,

3aTtBepaxeHHst BKS 34iicHeHo: Adela mihaela Neagoe KepisHuk BHyTpimeoTna6oparopi'|'
TecTyBaHHs

3arBepaxeHns BKSI HaTa/Mac: 08-rPY-2020 15:22:03 BKY

Bunyck cepil/Ceprudikadin agificHena: Simona Elena Cotlarciuc, Ynoenosaxena ocoba

Bunyck cepii/CepTudikauin flara/Mac: 09-IPY-2020 06:42:03 BKY

Ceprudpikar othopmnieHo pnaTa/Mac: 09-FPY-2020 10:29:48 BKY

Cropivka 33 3 *3asipeHo €NEeKTPOKHMM nignucom BiANOBIAHO A0 CTakAapTi8 enekTpoHHUX nignucie CaH,qa:T

CropiHka HanexuTs Ao Marepiany 44053138 cepil KY3764 Cratrs Tectysanus 32P51 EX2010/06




HEPXIIIKCIYXBA
AEPKABHA CIIYKBA 3 JIIKAPCI:KI{!X 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKII OBJIACTI

npocnexT Banepis JloGanoseskoro, 51, M, Kuis, 03 | 10, Ten/axc: (044) 363-06-50
E-mail: dls.ko@dIs.gov.ua,h_ttps://www.dls,gov.ﬂ, Kon €IPIICY 37078774

BUCHOBOK
PO SIKiCTh BBE3€HOro B Yxpainy aikapeskoro 3acoly

24.12.2020 Ne 71037/20/10

ASUTPO CAHJIO3®

(HatimenypaaHa nikapcekoro 3a¢00y 3riHo 3 peecrpaniiinmm TIOCBiAEHHAM)
TabJIeTKH, BKPHTI INIIBKOBOIO 060/10HK010, 110 500 Mr no 3 TaGnerkn Yy Oaictepi, mo 1 Guicrepy
B KOpob6mi

(dbopma punycky, H03yBRHHA, BUI NAKYBAHHA JIKAPCHKOIO 3acoby)
Homep peectpauittnoro nocsimaenns UA/11332/01/02 CTPOK Aii peecTpanifinoro mocsiguenns 01.02.2021
Cepin nikapeskoro 3acody Ne KY3765 KinbkicTs BBe3enoro nixaperkoro sacoby 49327

Bupo6ruk C.K. Canpios C.P.JL., Pymynis

(HaiiMenysanns BupOGHEKA MiKApCEKOTO 3acoBy, kpaila TIOXQAKCHHS)

Bseseno B Vipainy Torapucrso 3 o6memxenoro BiinOBiTaabHicTo "' Cannos Ykpaina",
inenr. kox: 38419586

(naiMenysanns Ta ko 38 CHPIIOY 1opunuusoi 0cobu afo npissrme, iM's, 1o 6aTbkoD Qisuuno’
0cofH - minnpHeMus, i Micue NPOMUBAHHA Ta pEeCTpauiiumH HoMep 06aikono] KapTKH MnarHuka
nomarkie abo cepis ta HOMCP Nacnopra)

Mporoxon sisyansuore xonrpomo sin 22.12.2020 X 4548/4.

3a  pesynbrataMm  AepikaBHOrQ KOHIPOMIO  BCTAHORNEHO, MO Jikapcekmii 3aci6 seezeno & Ykpainy 3
HAOTDHMaHHAM BUMOT 3aKOHO/JAaBCTBA MOA0 32683 ey eHus mjbc“ri JKAPCHLKKX 3acodiB,

3acTyNHUK HaYAbHEKA Cryx6n ‘\~ ;‘-i L(fﬂ - Onexciit COJIOJIPAI

(nocanosa ocoGa Opraiy HepikasHOT0 KONTPOIIO) \(hi;:muc) (iminianu ta npiseue)

ML




Odopmneno:

CaHpoa C.P.N.

Byn. JlizeseHi, 7A
540472 Tupry Mypew
PymyHis

Ten.: +40 265 208 120
Qakc: +40 265 254 767
www.sandoz.ro
BupoGHuua niyenzia:
10F

SANDOZ &2

Ne: 1412201240

B Ceptudikat BignosigHocTi

Hazsa marepiany: A3SWUTPO CA3 500MI 3dKT YKP TX

Toprosa Ha3Ba:
Cuna gilfakTuBHicTh:
Nikapcuka dhopma;
Tun ynakoskm;

ABUTPO CAHOO3®

500 Mr

TABJETKW, BKPUTI MNIBKOBOIO OBONOHKOK
BNICTEP

Poamip ynakoeku: TWT x3WT
Ne maTepiany: 44053138 Tun Bunycky: ONA PUHKY
Ne cepii Canpos: KY3765
Aara Bupo6uuyraa: 09-NUC-2020 Oarta Bunycky: 14-TPY-2020
Crtpok npuagarHocTi: 31-KOB-2024 KinbKicTe: 49327 v
BupoBHuureo: CAHOO3 C.P.N. Homep nigensii:  10F
BYJ. NIBE3EHI, 7A
540472 TUPTY MYPELL
PymyHis
Bunyck cepii: CAHOO3 C.P.N. Homep niueHasii; 10F
BYN. NIBE3EHI, 7A
540472 TUPTY MYPELL
PymyHia
TecTyBaHHA: CAHOO3 C.P.N. HoMmep niyenzii;:  10F
BYJL. NIBE3EHI, 74
540472 TUPTY MYPELL
PymyHis
KpaiHa npuznauenns: YKpaina
Kpaina iMmnoprep: Homep Peectpauiiiioro MNoceiguyeHusn:

Ykpaita UA/11332/01/02 ]
KomnonekwTu:
Hasga Mmarepiany: ASUTPOMIUWH 2XOP KT XEK S00MIM POO3 ey
Ne maTepiany: 42027021 Mponykr in bulk Cepisi Ne: KY7152
3aranbHa KinbkicTs in bulk: 151149 WIT
BupoBHuua AiNnbHUUSA: CAHOO3 C.P.J. Homep niuensii:  10F

BYJ. NIBE3EHI, 7A
540472 TUPTY MYPELL

PymyHin
N 4

Cropivka: 1/2 *3amipenxo ENEKTPOHHUM nignucom BsignosigHo ao CTaHnapTis  eNeKTPOHHKX - Nigntcia

CaHnnos

/%,//: W'//fﬁff% SO.1f. ;W/V,,./




Odopmneno:

CaHgos C.P.IN.

Byn. JliseseHi, 7A
540472 Tupry Mypew
PymyHis

Ten.: +40 265 208 120
®ake: +40 265 254 767
www.sandoz.ro
BupoGHuua niyensis:
10F

A Novartis
Division

SANDOZ

Ne: 1412201240

Ceptudukar BignosigHocTi

[ Hassa MaTepiany: ASUTPO C[3 500MI" 30KT YKP TX

Toproga Ha3Ba: A3NTPO CAHOO3®

Ne matepiany: 44053138 Ne cepii Canpoa: KY3765
KomnonenTu:

Hasea marepiany: ABUTPOMILWH 2XOP H XEKN MNB CeyTXx

Ne martepiany: 40004621  AxTvieH. apm, [HrpegiexT Cepis Ne: B576165

Bupo6ruua ginbHuys: XEK ©APM KO nran
BIHBAHI POAL 62
44330010Y CITI
Kinrain

AZM3-202006004

Ne cepii Bupo6GHuka:

NonoxeHHs npo ceptudiikauio

|

lara cepin npenapary dyna
H& BULEBKasaHiii supoBHuYin
aBHUX OpraHis, a Takox 3i
epa. [laHi npo BsuroToBneHHs,

yMoBam GMP.

Lum niaTeepaxyio AOCTOBIPHICTL | TOYHICTH
BUpOGneHa, BKNOYHO 3 NakysaHHaM/Ma
BiNsHUUI ¥ noBHin BignosigHocTi
Cneyuddikaliamm, U skazaHi y Pe
ynakosky Ta aHanisu cepii 6ynu nepe
Mpoay«T sunyweHuit ANs peanisalii Ha PUHKY YKpaiHu,
Ceprudikar aHanisy gonaerscs.

3apeecTpoBanuit PO3MIp ynakosku: no 3 TabneTku s 6ni
JNiueHsina Ha BUpoSHUUTRO Ne 10F

BUlleHaseaeHOl iHhopmauir,
PKYBaHHAM Ta KoHTponem sikocrTi,
3 Bumoramu GMP  micuesux Aep
ecTpaljiiHomy [locke KpaiHm iMnopT
BipeHi i nigTeepkena ix BIGNOBIAHICTL

CTepi; 1 BnicTep y kapTowHii Kopobui

KomenTap go cepTudikarty:

B npoyeci snpoSHuyTea Ta YNaKoBKu He BUABMNEHO B

IAXNeHb, AKi 30aTHI BNMKY
B npoueci TECTYBaHHA AKOCTI Ta KOHTDONIO cepegos

Wlia BigXuneHHs sig cneyu

YTV Ha BUNycK npogykTy.
®ikauir 6ynu sincyTHi.

Bunyck cepii / Ceprudikauis Bukonana:
Bunyck cepii / CepTtugikauis Qara/Yac:
Hara/Yac odropMneHHn ceptudpikara;

CropiHka: 2/2 *3asipeHo enekT

CaHgos

Claudia Negrea, YnosHoBaeKa ocoba
14-TPY-2020 7 11:37:06 BKY

14-TPY-2020 /7 11:40:38 BKY

POHHUM nignucoM signoeiaro AC CTaHAAPTIB enekTPOHHUX nignucia




SANDO

Division

Ne: 1412201241

A Novartis

Odopmneno:

Caunpos C.P.I.

Byn. Jlisesewi, 7A, 540472
Tupry Mypew, Pymyis
Ten.: +40 265 208 120
®akc: +40 265 254 767
www.sandoz.ro

Ceptudbikat Ananisy

Hassa marepiany:
Toprosa Hazea:

Ne Matepiany:
KouTponbHa napria Ne;
MNnaH iHcnekuin:

BupoGuuk;

A3UTPO CA3 500MI" 3OKT YKP TX
A3UTPO CAHAO3®
44053138
000408256886
R0O031358/1

Cepis Ne:

Crpok npugartHocTi:

CAHOO3 C.p.N.

TecTu

CrarTa rectyBaHHus:

Hara aupobruyrea:

KY3765

32P51 EX2010/06
31-XKOB-2024
09-NTNC-2020

Bumoru

‘S_DBH'ILJJHWI BUrNAL
Metog koHTponio:
ANM_BFDF_00145140 {3801/01)

OaHopiaicTs Macu: cepeaHs
Maca

Mertog koHTponio:
ANM_BFDF_00149140 (3801/01)

OaHopighicTs A030BaHnx
0AWHULL

MeTon koHTponio:
ANM_BFDF_00149145 (3801/03)

laeHTudhikauis A3UTPOMILIMHY:
(BEPX)

MeTtoa KCHTpON:
ANM_BFDF_00149143 (3801/02)

laeHTudhikauis a3UTPOMILMHY:
(TWX)

MeToa koHTponio:
ANM_BFDF_00149143 (3801/02)

lnerTudikauis TUTaHy fiokcuay
MeToga konTponio:
ANM_BFDF_00149143 (3801/02)

Binoro aGo maiixe Binoro KOnbopy oBasibHi
TaBneTku, BrkpuTi NNiskosoo 0BonoHKo, 3

HaCivKoIo 3 ofHoro Boky Ta TUCHEeHHsM
"AS00" 3 ogHoro Boky.

893,0-987 0 mr

Bignosigae €sp.®. 2.9.40

Hac yrpumanns Ta thopma niiky curnany
A3UTPOMILUNRY B PO3YMHI 3pa3ka mae
BiANOBigaTH hopmi NiKY ¥ po3qunHi
CTaraapra.

OcHoBHa nnsma 3 PO34MHY 3pa3ka e
IAEHTUYHOID v po3mipi, konsopi,
iHTeHCWBHOCTI Ta 3HaYeHHi Rf 3 nnamoio
CTaHAAPTHOIO PO3YUHY A3UTpOMILMHY.

Bignosigae €TanoHy koneopoaci peakyji

Cropitka 133

Cropinka HanemuTs Ac Marepiany 4405313

PeaynsTarn

Bignosigae

931.4 mr

Binnosigae

Bianosinae

Bignosigae

He Tectysanocs (1)

*3asipeHo enekrpoHHum nianucomM BignosigHo AQ CTAHAAPTIB ENEKTPOHHUX nignucia Cangos

8 cepiil KY3765, gava supoa6. 09-NUC-2020 Gratrs TecTysarnA 32P51 EX2010/06




SANDOZ gi\ﬁgi\gims OdhopmneHo: Cangos C.P.J.
Byn. JliseseHi, 7A, 540472
Tupry Mypew, Pymyin
Ten.: +40 265 208 120
Dakc: +40 265 254 767
www.sandoz.ro

Ne: 1412201241

Ceprudikat Ananisy

Tectu Bumoru PesynbraTtn
KinkkicHe BuaHaueHs asutpomiumnHy 95,0 -105,0 % 98,3 %
(BEPX) (%)

MeTog koHTponio:
ANM_BFDF_00149145 (3801/03)

KinkkicHe suanavyens E3UTPOMILMHY 4750 - 5250 MriTabnerka 491,7 mritabnetka
(BEPX)

{mriTab.)

Metoz konTponio:

ANM_BFDF_00149145 (3801/03)

Okpemi resinomi gomiluku mMakc. 0,20% <0,05 %
Meron KOHTPOM:
ANM_BFDF_00149151 (3801/05)

Oxpewmi Bigomi gomilkm makc. 0,50% 0,13%
MeTon koHTponio:
ANM_BFDF_00149151 (3801/05)

Cyma pomiwox makc. 3,00% 0,19 %
MeToz koHTponIo:
ANMkBFDF_OO149151 (3801/05)

3aranbHa KinbKicTs 2epobHux Mmaxc. 1000 KyO/r He Tectysanoce (2)
Mikpooprawiamis: BakTepin

Merog konTponio:

ANM_MIBI_00280282 (3623/06)

3aranbka kinskicts aepobHux mMakc. 100 KYO/r He Tectysanocs (2)
MiKpoopraHismis: ApbKOXOBUX Ta

nniceHesux rpubis

ANM_MIBI_00280282 (3623/08)

Escherichia cali BiacyTwirr He Tectymanocs 2)
MeToa kouTpomio:

ANM_MIBI_00280282 (3623/06)

Posunrenns a3UTPOMILMAY nicna 45 MiH. 75,0% 99,1 %
x8. (Q=75,0%)

MeTop, KOHTpOMIo:

ANM_BFDF_00149148 (3801/04)

Po3uuHenHs Miimym 98,4 %
Meron koHTponio:
ANM_BFDF_00149148 (3801/04)

Poavunennn MEKCUMY M - 100,2 %
MeTog kenTtponio:
ANM_BFDF_00149148 (3801/04)

MpuMiTku:

Cropika 23 3 *3asipeHc enekTporHuM nignMCoM BiANOBIAHO A0 CTaHAapTIB eneKkTPOHHMX ﬂimmcie"éaﬁﬁgoa
Cropirka HanexuTe Ao Marepiany 44053138 Cepil KY3765 CTarra TecTysanna 32051 EX2010/06




SANQQ Saﬁ&“ﬂ“s Odopmneno: Cawnpos C.P.N.

Byn. fliBeseni, 7A, 540472
Tupry Mypew, Pymysin
Ten.: +40 265 208 120
Dakc: +40 265 254 767
www.sandoz.ro

Ne: 1412201241

Ceptudpikar AHanizy
L _

{1} Kox+a 10-a cepis OAWH a3 Ha pik.
{2)Nepwi 5 cepii, noTim koxHa 10-a cepin abo 1/pix

MiareepoxeHHs:

3arsepaxkenHs BKS 3OiACHEHD; Adela mihaela Neagoe Kepishuk BHyTpinboTnaﬁopa'ropi'l'
TeCTYyBaHHS
3aTsepaxenta BKS Hara/ac: 09-rPY-2020 09:07:5¢ BKY
Bunyck cepiilCepTudpikauin agifcHena: Claudia Negrea, YnoBHOBaMeHa ocoba
Bunyck cepii/Ceprudixauin Nara/Mac: 14-IPY-2020 11:37:06 BKY
Ceprudikar ochopmrieHo nara/lac: 14-rPY-2020 11:41:23 BKY
Cropitka 33 3 *3

aBIPEHC enekTpoRHUM NigNucom signosiano AO CTaHAapTis ENeKTPORHWX Mignucia Calﬁ,qoa
CTopivka HanexuTs Ao Marepiany 44053138 cepil KY3765 Crarra TecTysanus 32P51 EX2010/06 '
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HEPKIIIKCITY XBA
AEPKABHA CJIYXFBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHUKAMH Y KHIBCBKINA OBJACTI

npocnext Banepis Jlobanoscekoro, 51, M. Kuig, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPTIOVY 37078774

BIUCHOBOK
NPo SIKiCTh BBE3€HOro B YKpaiHy JiKapchKoro 3acoby

24.12.2020 Ne 71039/20/10

ASUTPO CAHJIO3®
(naliMenysanHa Rikaperkoro 3acoBy 3riAHO 3 peecTpauiHAMM NOCBIA4EHHAM)
Tab/eTKH, BKPUTI IIIBKOBOIO 060J10HK0I0, 10 500 MK o 3 Tabmerkn y 6xictepi, mo 1 6iicrepy
B KOpoouri
(dopma Brnycky, 103yBaNHA, BHA NAKYEAHAS NTIKAPCLKOro 3acofy)

Homep peectpauitiroro nocsixuenns UA/11332/01/02 crpok aii peectpanifinoro nocsiguenns 01.02.2021
Cepisa nixapeskoro zacoby Ne KZ4475 Kinbxicts BBeseHOro nikapcekore 3acoy 7679

BupoBauk C.X. Cannos C.P.JL., PymyHis

(nafivenyBanas BUPOGHHKA MikapcLkoro 3acody, Kpaina MoXoIHeHHs)

Bresero B Vkpainy ToBapucrso 3 o6meixeHor0 BianosinaabmicTio "Canos Yipaina',

inent. kon: 38419586
(Hamienyﬂaﬂuﬂ Ta kox 3a EJIPTIOY ropramunoi ocobu aGo npissuie, iM's, Mo 6aTeioBi (isHuHOT

ocobH - minanpremus, i Micue NposkUBaHHS Ta PpeecTpavifyi Homep 06AiKoBOT KapTKN MTATHHKA
noparkis a6o cepis Ta HOMep nacnopra)

MIporokoa Bisyannuore konrpomo sin 22.12.2020 Ne 4548/6.

3a pesyneTaraMi JIEPIKABHOTO KOHTPOMIC BCTAHOBIGHO, LIO Nikapchkmil 3aciG BeeseHo B Vkpainy 3
AOTPHMAHHSIM BHMOr 3aKOHOZIABCTBA WO 3a6e3MeUeHH A, IKOCT] NIKaPCHKIUX 3ac06iB.

/ ¥ i 1Y &&(“—I,{ - /," l' . 5 -
3actymauk HavansHuKa Cayxbu ‘\ K all Onexcitt COJIOJIPAU
; o A
(nocajona 0coGa OPraHy ISR KABHOTO KOHTDOIIO) (ninouc) (iniuiany Ta npissuiLe)
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SANDO

Division

Ne: 1412201146

A Novarlis

OdopmneHo:

CaHpos C.P.JL.

Byn. JliseseHi, 7A
540472 Tupry MypelLu

PymyHis

Ten.: +40 265 208 120
drakc: +40 265 254 767

www . sandoz.ro

BupoBruya niuexsis:

10F

Ceptudikat BignosigHocTi

Hasea MaTepiany:
ToproBea Ha3Ba:
Cuna pil/akTUBHICTD:
Nikapcbka thopma:
Tvn ynakoBKku:

A3UTPO CO3 500MI 3PKT YKP TX

A3SWTPO CAHOO3®

500 MIr

TABJIETKW, BKPUTI NNIBKOBOKS OBONOHKOH
BNICTEP

Posmip ynakogku: TWTx3WT
Ne maTepiany: 44053138 Tun BUnNycky: ONA PUHKY
Ne cepii Cangos: KZ4475
Llata BupoGHuuTBa: 09-NTNC-2020 Lata Bunycky: 14-IPY-2020
CTpOK NpUBGATHOCTI: 31-KOB-2024 KinbkicTb: 7679 YT
BupobHuyreo: CAHOO3 C PN Homep niuensiic.  10F
BYJ. NIBE3EHI, 7A
540472 TUPTY MYPELL
PymyHin
Bunyck cepii: CAHRO3 C.P.N. Howmep niuersii: ~ 10F
BYJ1. NIBE3EHI, 7A
540472 TUPTY MYPELL
PymyHis
TecTyBaHHA: CAHOO3 C.P.J. Homep niueHsii: 10F
BY/. NIBE3EHI, 7A
540472 TUPTY MYPELL
PymyHis
KpaiHa npu3HaveHHA: YkpaiHa
Kpaina imnoprep: Homep PeccTpauinnoro MoceiayeHHA:
Ykpaina UA/M1332/01/02
KoMnoHeHTH:
Hasea maTepiany: ASUTPOMILIMH 2XOP ©KT XEK 500MI PO03 €Y
Ne maTepiany: 42027021 MpoayxT in buik Cepin Ne: KY7153
3aranbHa KinbKicTh in butk: 153457 WIT
BupobHuua ginbHUUA: CAHOO3 C.P.NN. Homep niuvensii: 10F

BYN. NIBE3EHI, 7A
540472 TUPFY MYPELL
PyMyHis

Cropitka: 1/2

Cangos Wiz

o
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*3aBipeHo enekTPOHHUM nignucom BIANOBIAHO A0 craH,qiépTia eneK:r;xs_)Hwa nignwcis




: Od)opmneHo:

§AND° ’Si\'ﬂg?éarf“‘"’ Cangos C.P.JI.
Byn. JliBeseri, 7TA
540472 Tupry Mypeu
PymyHis
Ten.: +40 265 208 120
Qake: +40 265 254 767
www.sandoz.ro

BupoGHuya niuensis:
Ne: 1412201146 10F

CepTundoumkaT BignosigHocTi

Ha3ea matepiany: ASUTPO CO3 500MI 3OKT YKP TX

Toproea Ha3Ba: A3WTPO CAHOO3®

Ne martepiany: 44053138 Ne cepil Cangos: KZ4475
KomnoHeHTu:

Hasea martepiany: ASUTPOMILUH 2XOP H XEKM NB C €BP TX

Ne matepiany: 40004621  AxtuesH. ®apm. IHrpegieHT  Cepin Neo: B576165
BupoOHuua ginsHuus: XEK ®APM KO NITA

BIHLAHI POAL 62
443300143y CITI
Kurai

Nz cepii BupoGHUKa: AZM3-202006004

MNonoxexns npo ceptudikauio

Lum niaTeepaxyio AOCTOBIPHICTL | TOMHICTE BULIEHABEAEHOT iHpopmauii. Nana cepisi npenapary 6yna
BUPOOMEHa, BKMIOYKO 3 MakysaHHAM/MapKyBaHHRM Ta KOHTPOMEM AKOCTI, Ha BULIEBKA3aHii BUPOBHUHIR
AinbHUUl Yy nosHIA  BIANOBIAHOCTI 3 Bumoramu GMP MiCUSBUX JEpXaBHWX OpraHis, a Takox 3i
cneuudbikauinmy, o BKasaHi y PeecTpauiiidomy [ocbe kpaiHW iMnopTepa. [adHi Npo BWroTOBMEHHS,
ynakosky Ta aHanisu cepii Synu nepesipeHi i nigTeepaxeHa ix BigNoBigHicTb ymosam GMP,

MpodyKT BUNYWEHUR ANs peanisayii Ha puHky Ykpaixn.

Ceptudbixar aHanisy gogaeTscs.

3apeecTposaHuii poaMip ynakosku: no 3 Tabnetkn s Bnicrepi; 1 GnicTep y kapToHHiIA kKopobui

NiueHzia Ha supoBHULTBO Ne 10F

KomenTap no ceprucpikary:

B npoueci BupoGHuUTEE Ta ynakosku He BUSBNEHO BiaxwuneHs, aki 3aaTH BMIMHYTY HA BUAYCK NPOAYKTY.
B npoueci TectysaHHs sKOCTi Ta KOHTpON0 cepenosulia BIAXUNEHHA BiA cneuundikalyii 6ynu sigcyTHi.

Bunyck cepii/ Ceprudrikauin BukonaHa: Simona Elena Cotlarciuc, YnoBHosaxeHa ocoba

Bunyck cepii / Ceprudrikauia Aata/Mac: 14-TPY-2020 / 09:34:21 BKY

HaralHac odopmnennn ceptuthikara: 14-TPY-2020 / 10:46:13 BKY

CTopinka: 2/2 *3aBipeHO eneKkTpoHHUM ninnvcom BiaNosiAHO .n,é GTéH,fsapT‘iB ehenpo;;nmx nignucis

CaHpos




gAN 0 giﬁgi\:}anrtxs Odopmneno: Canpos C.P.J.
Byn. JliBe3eHi, 7TA, 540472
Tupry Mypew, PymyHis
Ten.: +40 265 208 120
dakc; +40 265 254 767
www.sandoz.ro

Ne: 1412201146

Ceprtudikat AHanisy

HasBa marepiany: A3UTPO CA3 500MI" 3®KT YKP TX

Toproea Ha3Ba: A3UTPO CAHOO3®

Ne MaTtepiany: 44053138 Cepina Ne: KZ4475

KonTpornibHa napria Ne: 000408270878

MNnax iHcnekuin: RO031358/1 CTaTTA TeCTyBaHHA; 32P51 EX2010/06
CTpoK NnpuaaTHoCTi: 31-XK0OB-2024

BupobHuk: CAHIO03 C.P.A. Oata BupoGruyraa: 09-NAC-2020

Tectu Bumoru PeaynbTaTu

3oBHilWHIR BUrNAA, Binoro abo make Binoro konsopy oBansHi - Bignosigae

MeToa KOHTPONK: TabneTku, BKPUTIi NMNiBKOBOK 0GONOHKOW, 3

ANM_BFDF_00149140 (3801/01)  Haci4kol0 3 04HOro Boky Ta TUCHERHAM
"A500" 3 ogHoro Goky.

OpaHopigHicTe Macuy: cepeaHs 893,0-987,0 mr 3930,8 mr
Mmaca

MeTtoa kKoHTpono:

ANM_BFDF_00149140 (3801/01)

OgHopigHicTs fo30BaHUX Bionosinae €8p.¢. 2.9.40 Bianosinae
CAWHUUE

MeTog KoHTpOnio:

ANM_BFDF_00149145 (3801/03)

laerTudbikaLin asuTpomiLuHy: Yac yTpumatida Ta dopma niky curHany Bignoeigae
(BEPX) a3uTPOMILIMHY B PO34WHI 3paska mae
MeTon KoKTpOn: Bionosiga opmi Niky y posymHi

ANM_BFDF_00149143 (3801/02) cTaHmapTa.

lneHTudikaLis asuTpomiunHy: OcHoBHa nnAma 3 po3unHY 3paska € Bignosigac
(TLLX) iIEHTUYHOIO Y PO3MIpi, Konbopi,
MeToa KOHTPOK: IHTEHCUBHOCTI Ta 3HaueHHi Rf 3 nnamMoio

ANM_BFDF_00149143 (3801/02) cTaHAapTHOro po3uuiy A3UTPOMILUHY.

loerTudhikauis TuTany piokcnay Bianoeigae eTanoHy konsopoBaol peakuii He Tecrysanocs (1)
MeTon KOHTponto:

ANM_BFDF_00148143 (3801/02)

CropiHka 13 3 *3aBipeHO ENEKTPOHHIM niANUCCM BIAMOBIAHO AC CTaKAapTIB enekTpoHiyix nignucie Canaos
Cropitka nanexuts fo Mavepiany 44053138 cepii KZ4475, aata supol. 09-NNC-2020 CratTta TecTysaHda 32P51 EX2010/06




SANDOZ 55"

Ne: 1412201146

Odropmneno:

Cawnpgos C.P.JI.

Byn. JliseseHi, 7A, 540472
Tupry Mypew, PymyHist
Ten.: +40 265 208 120
®daxkc: +40 265 254 767
www.sandoz.ro

Ceprtudpikar AHanisy

Tectn

Bumoru

PeaynbraTti

Kinekiche BaHa4yeHHA asuTpomiunHy
(BEPX) (%)

MeToa KoHTponto:
ANM_BFDF_00149145 (3801/03)

KinbkicHe BU3HAYEHHA a3nTPoMIiUMHY
(BEPX)

(mr/Tab.)

Meropn koKTpono:
ANM_BFDF_00149145 (3801/03)

Okpemi HEBIAOMI AOMILLUKK
MeToa koHTpono:
ANM_BFDF_00149151 (3801/05)

Oxpemi Bigomi AOMILLKK
MeTog koHTpOnio:
ANM_BFDF_00149151 (3801/05)

Cyma gomitiok
MeTon KOHTponNo:
ANM_BFDF_00149151 (3801/05)

3aranbHa KinbKicTe agpobHux
MiKpoopraHiamis: akrepin
MeToa KeHTponio:
ANM_MIBI_00280282 (3623/06)

3aranbHa KinbkicTb aepobHux
MIKPOOPraHiamis: APDKAKOBUX Ta
nniceHesux rpubie
ANM_MIBI_00280282 (3623/086)

Escherichia coli
MeToa KoHTpONIO:
ANM_MIBI_00280282 (3623/06)

PG34UHEHHR asuTpoMiluKy nicns 45
x8. (Q=75,0%)

MeTon kKoKTpon:
ANM_BFDF_0D0149148 (3801/04)

PO34mMHEHHA MiHIMYM
MeToa KeHTPONK:
ANM_BFDF_00149148 (3801/04)

PO34UHEHHA MAKCUMYM
MeToAa KORTpOMI:
ANM_BFDF_00149148 (3801/04)

MpuyMiTrA:

85,0-105,0 %

475,0 — 5250 mriTabneTtka

makc. 0,20%

makc. 0,50%

makc. 3,00%

makc. 1000 KYOIr

makc, 100 KYO/r

BiacyTHifr

MiH. 75,0%

99,8 %

499,2 mritabnerxa

<0,05%

0,15 %

0,21 %

He TectyBanocs (2)

He Tectysanoch (2)

He Tectysanochk (2)

99,2 %

97,7 %

100,3 %

CropiHka 23 3

*3aBipeHo enekTPCHHIKM NIANVCOM BIANOBIAHO A0 CTaHAAPTIB eNekTeoHHYX Nignicis Caraos

CropiHka HanexwTe 40 MaTepiany 44053138 cepii KZ4475 CratTa TecTyeanna 32P51 EX2010/06




gﬁ“ 3 0 éi\r::gi?nms OdopmneHo: Cawnpos C.P.N.
Byn. MliBeseHi, 7A, 540472
Tupry Mypeuw, PymyHis
Ten.: +40 265 208 120
®Dakc: +40 265 254 767
www.sandoz.ro

Ne: 1412201146

Ceptudbikat AHanisy

(1) Koxva 10-a cepis ofuH pa3 Ha pik.
(2)Nepwi 5 cepiit, noTiM koxHa 10-a cepis abo 1/pik

flinrBepmKeHHS:

Cepm siAnosigae NonoXeHHsM craTTi TECTYBaHHSA. LlHM ﬂ[,.'lTBE.‘p,D.)KYE:TbCﬂ Wo erUleHaBegeHa IHCbOpMaL[IR £
,CLOCTOBlpHOIO Ta TOYHOK), @ TaKOoX, WO AaHi AOCAIAXEHD nep35|peHo Ta BCTAHOBNEHO TX BE,D,HOBI,EI,HICT}J aumoram GMP.

3arsepaxeHHsn BKS spiiicHenHo: Adela mihaela Neagoe KepirHuk BHYTpIWHLGI naGopartopil
; TeCTYBaHHSA
3arsepaxenHs BKS Jara/Mac: 11-rPY-2020 16:37:44 BKY
Bunyck cepii/Ceprudikayis salitcHena: Simona Elena Cotlarciuc, YnosHosaxeha ocoba
Bunyck cepii/Ceprudikauis Qara/Yac: 14-"'PY-2020 09:34:21 BKY
CeprudbikaT ohopmneHo aataMac: 14-TPY-2020 10:46:56 BKY
CropiHka 33 3 *3asipeHc enekTPOHHUM NiANUCOM BIANCBIAHO 40 cTaHaapTie enex‘rpoHme n:anwcla Canpo3s

Cropika HanexuTe go MaTepiany 44053138 cepii KZ4475 CTaTrs TectyBanHa 32P51 EX2010/06
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JEPXKIITKCIIVIXKBA
AEPKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTUKAMH VYV KHIBCBKINA OBJIACTI

npocrniext Banepis Jlobaunoscskoro, 51, m. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JPIIOY 37078774

BUCHOBOK
NpPO SIKICTH BBe3€HOro B YKpaiHy JAikapchbKoro 3acody

24.12.2020 Ne 71040/20/10

ASUTPO CAHIO3®
(nafiMenypanss nikapcekoro 3acoBy 3rigro 3 peectpatifinnm TIOCBIXUCHHSM)
TabJIeTKH, BKPATI IUHBKOBOIO 06010HK010, o 500 Mr no 3 Tabuerkn y Guicrepi, mo 1 6aicTepy
B KOpoOui
((popma BuMycKy, N03yBANHS, BHA IIAKYBAHHS 1iKAPCHKOro 3ac00y)

Homep peecrpauifinoro nocsimsenns UA/11332/01/02 erpox aif peecrpauiiinoro mocsizaenns 01.02.2021
Cepis nixapcokoro sacoby Ne KZ4476 KinexicTs BRE38HOTO NiKapcrkoro 3acoby 51030

Bupo6uux C.K. Canpos C.P.JL, Pymynis

(nalimestypanns BUpoGHHKa Nikapebkoro 3acoly, kpaiua TIOXOILKEHHS)

Beesero B Yxpaiay Topapucrso 3 ofMexenoro pignosinaapuicTio "Cannes Vkpaina",

inenT. kon: 38419586
(HafiMenysanna Ta kox 3a CIPTIOY ropHan4HOT 0co6H abo npi3sHiIe, iM's, Mo Garbkosi Qizuunol

ocobH - mianpremnd, 1i Miclie IPOXHBAHHS Ta peecTpaviinuii HoMep 06LK0BO] KapTKH NJaTHUKA
noznatkis abo cepis Ta Homep nacnopra)

IIporokon Bizyanshnore kontpomo Bix 22,12,2020 Ne 4548/7.

3a  pesymbTaTamu Iep)KABHOIO KOHTDOMIO BCTAHOBJNEHO, IO JIKAPCHKME 3aci6  BBe3gHO B Yxpainy 3
AOTPHMAHHSM pHMOT 3aKOHO/JABCTRA HIONO 3abe3neyeH s ﬂ}omi nikapceKux 3acofis,

Jactynnnk HavansHuKa Cryxon P\ K&»}?»;f “7 Omexciit COJIOJPAK
(noca,.;(oaa o¢oBa opraity IepxaBHOro KOITPOIO) (r?ﬂmnc) (inimiany Ta npiasruie)

M.ITL.
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; Odropmneno:

SAN Do S{)ﬁ;‘;ﬂ"s Cangos C.P.J.
Byn. JliBeseHi, 7A
540472 Tupry Mypelu
PymyHin
Ten.: +40 265 208 120
Dake: +40 265 254 767
www.sandoz.ro
BupoBHuya niyeHais:
10F

Ne: 1412201103

CepTudikar BignosigHocTi

 Hasea Marepiany: A3NTPO CA3 500MI" 3OKT YKP TX
ToproBa Ha3ssa: ASUTPO CAHOO3®
Cwuna pilfakTuBHicTh: 500 Ml
Nikapceka popma: TABNETKU, BKPUTI MNIBKOBOK) OBEONQHKOKD
Tun ynakoeku: BIICTEP
Po3smip ynakosiu: TWT x3WT
Ne marepiany: 44053138 Tun Bunycky: ANA PUHKY
Ne cepii Cangos: KZ4476
HAarta BupoBHUUTBa: 14-NTNC-2020 Oata Bunycky: 14-FPY-2020
CTpok npupaTHocTI: 31-2K0OB-2024 KinbKicTnb: 51030 vn
BupoGHuuTso: CAHBO3 C.P.IL. Homep niuensii:  10F
BYN. NIBE3EHI, 7A
540472 TUPTY MYPELL
PymyHis
Bunyck cepii: CAHOO3 C.P.NN. Homep nidewHsii:  10F
BY. NIBE3EHI, 7A
540472 TUPTY MYPEL
Pymyrin
TecTtyBaHHA: CAHOO3 C.P.N. Homep niuensii: 10F
BYJT. NIBE3EHI, 7A
540472 TUPIY MYPELL
PymyHia
KpaiHa npusHaveHHs: Ykpaira
Kpaina imnoprep: Homep Peecrpauiinoro MoceiayeHns:
YKpaina UA/11332/01/02
KomnoHenTu:
Hasea matepiany: ASUTPOMILINH 2X[IP ®KT XEK 500MTI PO03 €Y
Nez matepiany: 42027021 MpoayxT in bulk Cepis Ne: KZ4626
3aranbHa KinekicTs in bulk: 155302 LT
BupoBruua aAinbHuus: CAHOO3 C.P.N. Homep niuensii: 10F
BYIN. NIBE3EHI, 7A
540472 TUPTY MYPELL
PyMyHis ]
‘_‘ahia » N
AL
W %‘Ma\\‘f}‘
Cropinka: 1/2 *3aBIpeHO enekTPORHUM RiANUCOM BignosiaHo Ao cTaHa
CaHpos

.0 r5ox / P 7%




: Odropmneno:
S&MDO giﬁs?i\gr‘wms Cargosz C.P.JI.
Byn. JlieseHi, 7A
540472 Tupry Mypews
PymyHia
Ten.: +40 265 208 120
daxc: +40 265 254 767
www.sandoz.ro
BupoBHuyva niyensis:
Ne: 1412201103 10F

CepTtudukar BignosigHocTi

Hazsa matepiany: A3SUTPO CO3 500MI 30KT YKP TX

Toproea HaiBa: ASWUTPO CAHOO3®

Ne maTepiany: 44053138 Ne cepii Canpoa: KZ4478
KoMnoHeHTH:

Hassa matepiany: ASUTPOMILUMH 2XOP H XEKM NB C €BP TX

Ne marepiany: 40004621  Axrusk. dapm. IHrpenieqT Cepisn Ne: B576166
BupoBHuya ainbHuua: XEK ®APM KO NTAH

bIHbAHT POAJ 62
44330010y CITI
Kutai

Ne cepii BupoGHuka: AZM3-202006005

NMonoxeHHA npo cepTudikayiro

Lum niarsepmxyio A0CTOBIPHICT i TONHICTL BullleHaseaeHoi iHcopmauii. Jaxa cepis npenaparty Byna
BupobneHa, BKMIOYHO 3 NaxkyBaHHAM/MapKyBaHHAM Ta KOHTpONEeM SKOCTI, Ha BULeBKa3aHii BUPOBHUYIRA
AiNbHALI Yy  noBHIA  BigNoBIAHOCTI 3 BUMOramu GMP  micueBux pepxasHux opraHis, a Takox 3i
cneuudbikaliamn, Wo BkasaHi y Peecrpauiittomy [ocke kpaikm iMnopTepa. [aui npo BUrOTOBNEHHS,
YNakoBKy Ta aHanisu cepii 6ynu nepesipeti i niaTsepaXeHa ix sianosigHicTs ymoeam GMP.

MpoaykT BUNyWeEHWi ARs peanizauii Ha puHky Ykpaidu.

Ceprudbikar aHanizy AoaaeThes.

3apeecTpoBaHNiA PO3MIP YNAaKOBKU: No 3 TaBneTky B Gnictepi; 1 Gnicrep y kapToHHii Kopobui

JlileHsia Ha BupoSHuuTBO N2 10F

KomeHnTap go cepTudpikary:

B npoueci supoBHuLTEa TA YNAKOBKW He BUSAIBIEHO BiAXMNEHb, SKi 3a4aTH BAMUHYTW HA BUNYCK NPOAYKTY.
B npoueci TectysanHs akocTi Ta KOHTPOMIO CapeacsnLla BiAXKNEHHS Bia cnelndikanii ynu sigeyThi.

Bunyck cepii/ Ceprudikauis BukoHana: Adina-Luminita Gherman, YnoeHosaxeka 0co6a
Bunyck cepii / Ceprudpikauin Nara/Mac: 14-TPY-2020 / 06:49:39 BKY
Hata/Yac odhopmnenus ceprudpikara: 14-MPY-2020/10:03:49 BKY
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Cropivka: 2/2 *3aBipeHo enekTpoOHHUM mignucom signosiaHe Ao cTanaapTis “EhexThONx
CaHgoa A




A Novartis
Division

SANDO

Ne: 1412201107

Odopmneno;

Canpos C.P.1.

Byn. JliBeseni, 7A, 540472
Tupry Mypew, PymyHis
Ten.: +40 265 208 120
Daxc: +40 265 254 767
www.sandoz.ro

CepTudbikat AHanisy

Hazea marepiany:
ToproBea Ha3ga:

A3WNTPO C[13 500MI" 3®KT YKP TX
A3WUTPO CAHAO3®

Ne Martepiany: 44053138 Cepin No; KZ4476
KoHrponbHa napris Ne: 000408271348
MnaH iHchekuin: RO031358/1 Crarrsa TectyBaHHa: 32P51 EX2010/06
CTpOK NpUAATHOCTI: 31-X0B-2024
BupoGHuk: CAHAOO3 C.P.. Hata BupoBHuurea: 14-NMUC-2020
TecTu Bumoru PesynbraTu
SoBRIWKIK BUrNAA Binoro abo maitxe Ginoro KONbopy OBansHi  Bignosinae
MeTon KoHTpOnIo: Tabnetkw, BKPUTI NNiBKOBO 06ONOHKOK, 3
ANM_BFDF_00149140 (3801/01)  Haciukok 3 0AHoro BoKy Ta TUCHEHHSM
"A500" 3 oaHoro Goxy.
OpavopiaticTs Macu: cepeans 883,0-987,0 mr 929,1 mr
Maca
MeTon koHTpOMO:
ANM_BFDF_00149140 (3801/01)
CpaHopiaHicTb 0030BaHMX Bianosiaae Cep.¢. 2.9.40 Bianoeigae
OAVHULB
MeToa koxTponio:
ANM_BFDF_00149145 (3801/03)
|neHTudikadtin a3nTpoMiLMRY: Yac yTpumanHs Ta hopma niky curHany Binnosigae
(BEPX; aszpc:quHy B PO3YKHI 3pazka mae
MeTon koHTponk: * BiAnoBigaTH dopmi niky y poaumHi
ANM_BFDF_00149143 (3801/02) cTaHaapTa.
I,qumcbmau,m a3uTPoOMILUHY: OcHoBHa nnaMa 3 PO3YMHY 3pa3ka € Bignoeinae

(TLX)
MeToa koHTponio:
ANM_BFDF_00149143 (3801/02)

loeHTudikauis Tuta HY aioxcuay
MeToa koHTpOno:
ANM_BFDF_00149143 (3801/02)

ineHTuuHOI0 ¥ poamipi, Koneapi,
iHTeHCUBHOCTI Ta 3HaveHHi R 3 nrismoio
CTAHAAPTHOIO PO3UUHY AUTPOMILIUHY.

Bignosinae etanoty konbopoeoi peaxuii

He Tectysanoce (1)

TH %
/m

Cropivka 133

*3aBipeHo enekTPOHHUM NiANUCOM BiANOBIGHO A0 cTangapTis
CropiHka HanexuTs a0 MaTtepiany 44053138 cepil KZ4476, gaTa BrpoR, 14-NNC-2020 CTaTra TeCTyBai-;(@ Z2P51 EXZG‘;D!&%\\%
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SANDOZ Ve

Ne: 1412201107

Odopmneno: Canpos C.P.I.
Byn. NlisezeHxi, 7TA, 540472
Tupry Mypew, PymyHin
Ten.: +40 265 208 120
®dakc: +40 265 254 767
www.sandoz.ro

CepTudcbikar Ananisy

Tectun

Bumoru

PesynbTaTtu

KinebKicHe BU3Ha4YeHHA a3uTpoMilivHy
(BEPX) (%)

MeTon koHTponio:
ANM_BFDF_00149145 (3801/03)

Kinskiche BU3HaYERHS a3uTPOMILMHY
(BEPX)

(mriTab.)

MeTog, KoHTpONW:
ANM_BFDF_00149145 (3801/03)

Oxpemi Hesigomi AOMILUKW
MeTog koHTponio:
ANM_BFDF_00149151 (3801/05)

Okpemi Bigomi nomiLLku
MeToa koHTponIO:
ANM_BFDF_00149151 (3801/05)

Cyma pomiwok
MeToa koHTponio:
ANM_BFDF_00149151 (3801/05)

3aranbHa KiNbKICTb aepoBHuUx
MikpoopraHismis: Gaktepii
MeToa KoHTpon:
ANM_MIBI_00280282 (3623/06)

3araneHa KinbKicTb aepobHux
MikpoOpraHi3mie: ApiXIKOBUX Ta
nniceHesux rpubis
ANM_MIBI_00280282 (3623/06)

Escherichia coli
MeTon KoHTpono:
ANM_MIBI_00280282 (3623/06)

PO34KHERHA asnTpomiuvKy nicns 45
xB. (Q=75,0%)

MeToa KoHTpOno:
ANM_BFDF_00149148 (3801/04)

Po3uuHeHHR MiHiMym
MeTon xkoHTponio:
ANM_BFDF_00149148 (3801/04)

PO34nHEHHR mMakcumym
MeTon KOHTpOMIO:
ANM_BFDF_00149148 (3801/04)

Mpumirku:

95,0 -105,0 %

475,0 - 525,0 mritabnetka

mMakc. 0,20%

makc. 0,50%

makc. 3,00%

makc. 1000 KYO/r

makc. 100 KYO/r

BigcyThi/r

MiH. 75,0%

98,0 %

490,1 mrfrabnetka

<0,05%
0,06 %

0,11 %

He TectyBanoce (2}
He Tectysanocsk (2)

He Tectysanocs (2)

99.0 %

98,6 %
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Cropinixa HanexuTb 40 MaTtepiany 44053138 cepil KZ4476 Ctarts TecTysanHa 32P51 EX2010/06
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Ne: 1412201107

Ceptudpikat Ananisy

(1) Koxna 10-a cepis 04uH pas Ha pik.
(2)Nepwi 5 cepii, noTim kowHa 10-a cepin abo 1/pik

MNiorsepmomeHHs:

Cepina BiANGBIAaE NONOKEHHAM CTATT TeCTyBaHHA. Lium nigTeepaxkyeTees, Wwo BullleHaseneHa iHdopmallis e
JLOCTOBIPHOK Ta TOUHOM, & TAKOXK, WO AaHi AochioxeHb nepesipeHo Ta BCTEHORNEHO TX BignNoBiAHICTL BUMOram GMP.

3'aTBepA)KBHHFI BKA agidicHeHo: Adela mihaela Neagoe KepisHuk BHYTPiWHLOT Nnabopartopii
TeCTYBaHHA .

3ateepaxenna BKA OaTa/ac: 11-FPY-2020 16:33:12 BKY

Bunyck cepii/Ceprudikauin agificHena: Adina-Luminita Gherman, YnosHoBaxeHa ocoBa

Bunycx cepii/Ceprudikauis fata/Mac: 14-TPY-2020 06:49:39 BKY

Ceprudikar odopmneno AaTa/Yac: 14-FPY-2020 10:07:58 BKY
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CropiHka 33 3 *3aBipeHo enexTpoHHUM nianUcom BIANoBiAHO A0 cTaHAap
CropiHKa HanexuTs Ao Martepiany 44053138 cepii KZ4476 Crarra Tecrveanua 32P51 EX2010/06
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