M

NEPKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCHKIU OBJACTI

npos. Cituunoi Hazii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHUCHOBOK
1po AKiCTH BBE3eHOro B YKpaiHy JiKapchKoro 3aco0y

05.08.2024 Ne 37903/24/10

COTAJIOJ CAHI03®

(HailMeHyBaHHS TiKapChKOTO 3ac00y 3Ti/HO 3 peecTpatifHuM TOCBI{UEHHAM)
ra6iaerku no 80 Mr o 10 TaGerox y 6aicrepi; no S 6Jicrepis y KapTOHHIi KopoOui
(opmMa BUIIYCKY, 103YBaHHs, BUJ MaKyBaHHA nikapcbkoro 3acoby)

HoMep peecTpaiiitHoro nocBiT4eHHs UA/4449/01/02 crpox mii peecTpaniifHoro mocsi 14eHHs 01.01.2099
Cepis mikapcskoro 3acoby Ne NW0256 KinbKicTs BBe3eHOTO Tikapchkoro 3aco6y 20010

Bupo6HuK Camorac ®apma ['m6X, HimMeuurHa
(HaliMeHyBaHHA BUPOOGHHKA TiKapCHKOro 3acoGy, KpaiHa II0XOIKEHH)

Bae3eHo B YKpaiHy ToBapHCTBO 3 00MEKEHOI0 pinmosinaneHicTIo "Canmos Yxpaina",
inent. xon: 38419586
(waitMenysanss Ta kol 3a €JIPTIOY 1opuamsHOL ocoby a60 Mpi3BHIIE, iM'A, 110 6aTBKOBI QisudHOL

ocobu - mianpuemus, i Micue IPOXUBAHHS Ta peectpauiiinuii HoMep 0611ikoBOI KApTKH NIATHHKA
ToxaTkiB abo cepist Ta HOMEp racropTa)

TIpoToKoN Bi3yadbHOTO KOHTPOXIO Bil 30.07.2024 Ne 2199/9.

3a pesysbTaTaMM JEPKABHOTO KOHTPONO BCTAHOBJNCHO, IO nikapcekuit 3aci6 BBeseHo B VYikpainy 3

JOTPUMAHHSAM BuMOT 3aKOHOXABCTBA OO 3aBe3MedeHHs AKOCTI NiKapChKuX 3ac00iB.
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Ne: 2506241331

OdropmneHo:

CanoTac ®apma 'M6X
OtTo-BoH-Ttopike-Annee 1
39179 BapnebeHx
HimeuuvHa

Ten.: 039203/71-0

daxc; 039203/71-7770
NiueHsis Ha BUpo6HULTBO:
DE_ST_01_MIA_2023_0004

CepTudikaT BignosigHoCTi

Hassa maTtepiany:
Toprosa Ha3Ba:

Cwuna Aii/akTUBHICTB:
Nikapcbka cpopma:
Tun ynakoBku:

Po3Mip ynakoBKu:

Ne Marepiany:

Ne cepii:

[laTa Bupo6HUuTBA:
TepMiH NpUAATHOCTI:
Bupo6Huua AiNbHULUA:

[OinbHuUus BUNYCKY cepii:

MinbHULA TeCTyBaHHA cepil:

COTANON CA3 80MI" 50TAB YKP

COTANON CAHAO3®, TABNETKM MO 80 Mr, 10 TABNETOK B BNICTEPI, 5

ENICTEPIB B KAPTOHHI KOPOBLII

80 MI
TABNETKA
BNICTEP
5WTx10WT
44036439
NWO0256
29-Ci4-2024
rPy-2028

CAIMOTAC ®APMA T'MBX
39179 Bapnebex (HIMEHHYNHA)
HimeuunHa

CAJTHOTAC ®APMA TMBX
OTro-eoH-Ttopike-Annee 1
39179 bapneber (HIMEYHYNHA)
HimevunHa

CAIHOTAC ®APMA TMBX

Tun BUNycKy: CEPTU®IKALLIA CEPII

LaTa BUNYCKy: 25-4YEP-2024

KinbkicTs: 20010 VYT

Homep niuensii: ~ DE_ST_01_MIA_2023
_0004

Homep niuensii: ~ DE_ST_01_MIA_2023

0004

Homep niuensii: ~ DE_ST_01_MIA_2023

OTro-BoH-Tlopike-Annee 1 0004

39179 bapneber (HIMEYH/HA)

HimeuuuHa
Kpaina-imnopTep: Homep PeecTtpauiitHoro noceif4eHHs:
YkpaiHna UA/4449/01/02 J
KomnoHeHTH:
Hassa matepiany: COTAJIOJ 80 TBJ1 MIT PRAGUNG SOT
Ne marepiany: 513003 MpoaykT in bulk  Cepis Ne: NNO0348
3aranbHa Kinekicts in bulk: 3965216 WT
Bupo6Huyua AinbHULA: CANMOTAC PAPMA TMBX NMiyensia Ne: DE_ST_01_MIA_2023

Otro-soH-Ttopike-Aninee 1
39179 Bapneber (HIMEHUHA)
Himey4uHa

0004

Cropitka: 1/2

*3aBipeHo erliekTPOHHUM NIANMCoM BiINOBIAHO 4O CTaHAAPTIB eNEeKTPOHHUX nignucis CaHao3




OdropmneHo:

Cantotac dapma Mi6X
Otr0-80oH-TH0OpiKe-Annee 1
39179 BapnebeH

HimeuunHa

Ten.: 039203/71-0

dake: 039203/71-7770
NiueHsisa Ha BUPOBHUUTBO:
Ne: 2506241331 DE_ST_01_MIA_2023_0004

CepTtudikat BignosigHoCTi

Hassa marepiany: COTANON C13 80MI" 50TAE YKP
Toprosa Ha3Ba: COTAINONN CAHA03®, TABMNETKW MO 80 MI", 10 TABNIETOK B BNICTEPI, 5
ENICTEPIB B KAPTOHHIA KOPOBLII
Ne maTtepiany: 44036439 Ne cepii Canpo3s: NWO0256
KoMnoHeHTHU:
Hasga marepiany: COTAINOJ HCL MOE
Ne MaTtepiany: 555698 AKTUBH. papm. iHrpegieHT  Cepis Ne: B709926
BupoGHuia AiNbHULUA: MOEXC KATANAHA C.J1.
CE3AP MAPTIHAIL | BPYHET 12A
BPYHET 12 A
Poma 8-12
08191 PYbI
IcnaHis
Cepin BupobHUKa: 839-MC

MornoxeHHs Npo cepTudikauilo

Linm nigTBEpmMKyr0 AOCTOBIPHICT Ta TOUHICTb BULLEHaBeneHoi iHdopmalii. Lia cepis nikapcbKoro 3acoby 6yna
BUFOTOBIIEHA, BKMIOYHO 3 YIakKoBKOW/MapKyBaHHAM Ta KOHTpOnem AKOCTI Ha BULLEHaBEAeHUX BUPOBHUUUX
AinbHULSX Y NOBHI BiANOBIAHOCTI A0 BUMOT GMP MicLeBUX perynatopHuX opraHis, a TakoX Ao crneuudikauii
PeecTpaLiitHoro f[locke kpaiHu iMnopTepa abo caiiny cneuyudikallii AocnifAXyBaHoOro nikapcbkoro 3acoby. laHi npo
BUrOTOBIEHHS, YNaKOBKy Ta aHaniau cepii byno nepesipeHo Ta NiATBEPAKEHO IX signosigxicts cTaHpapTam GMP.

KomeHTap Ao ceptudikaTy:

B npoueci BUpoBHWLTBA | NakyBaHHs He BUABNEHO BiAXUMEHb, WO 3AaTHI BANUHYTN Ha BUNYCK NPOAYKTY.

Bunyck cepii / CepTudikauis BUKOHaHa: Roland Gross, YrnosHoBaxe+a ocoba Ta KepisHuk KA-MNd
Bunyck cepii / CepTtudikauia fara/Mac: 25-4EP-2024 / 11:31:37 BKM
Nata/Mac ocopMneHHs cepTUdikaTy: 25YEP-2024 / 11:31:40 BKM

Cropinka: 2/2 *3aBipeHo eneKTPOHHUM NiZUCcoM 8iANOBIAHO A0 CTaHAaPTIB eNeKTPOHHUX nignucis CaHao3



Ne: 000000540457

OdropmneHo: Cantorac ®apma M'M6X
OTtro-BOH-"tOpike-Annee 1,
39179 BapnebeH, HimeyuuHa
Ten.: 039203/71-0
dakc: 039203/ 71-7770
TNiueHsis Ha BUPOBHUUTBO!
DE_ST_01_MIA_2023_0004

CepTudpikat AHanisy

HasBa npoaykTy:
ToproBa Ha3Ba:

COTANON CA3 80MI" 50TAB YKP

COTANON CAH03®, TABJIETKM NO 80 MI", 10 TABNIETOK B
BNICTEP!, 5 BNICTEPIB B KAPTOHHIA KOPOBLYI

(BEPX)

Ne marepiany: 44036439 Ne cepi: NW0256
Marepian in bulk 1: 513003 Ne cepii in bulk: NN0348
KoHTpornbHa cepist Ne: 000409003663

[arta BupobHuyTBa: 29-CI\-2024 TepMiH npUaaTHOCTI: PYy-2028
Tepmin npugaTHocTi Ha ynakosui 11 12/2028

3aMOBHHUK: Canpgoz YkpaiHa, YkpaiHa

MokasHuKK Bumoru Pesynbtartu
30BHILUHIA BUMMAA Bini kpyrni TaBNeTkn 3 puckoto 3 oaHoro Boky, onykni  Bignosinae
(opraHonenTuyHo) 3 TUcHeHHAM «SOT» 3 iHworo Boky

Hiametp 6,9—-7,1 MM 7,0 mm
(meTog BupoGHMKa)

Bucota 2,8-3,2 MM 3,0 MM
(meTod supobHuKa)

CepeaHs maca 118,8 - 131,3 Mr 126,3 Mr
(€Erp.®. 2.9.5)

OpnHopigHicTb macu 18/20 He 6inblwe + 7,5 %, Bignosinae
(Esp.Papm. 2.9.5) 2/20 He Binble = 15 %,

TeepicTs 40-70H 58 H

(€Bp.®. 2.9.8)

PosnagaHHs: <15.00 xs. <3 x..

(E€p. dapm. 2.9.1)

laeHTudpikauis Cotanony Mae BignosigaTu Binnosinae
(BEPX)

laeHTudikauia Xnopuagy Mae BignosifaTn Bignoesigae
(ximivHa peaxuis)

KirbkicHe BusHaderHa Cortanony HCI 76,0 - 84,0 mr 79,2 Mr
(BEPX)

KinbkicHe BuaHaueHHs Cotanony HCI [%] 95,0 - 105,0 % 99,0 mr

CropiHka 13 3

3aBipeHo enekTPOHHUM fliANMcom BiANOBIAHO A0 CTaHAapTiB enexTpoHHUX nianucis Canaos



OdhopmrneHo: Cantotac ®apma MmeX
OTtTo-BOH-tOpike-Annee 1,
39179 Bapneben, HimeuunHa
Ten.: 039203/71-0
dakc: 039203/ 71-7770

Ne: 000000540457 NiueHsis Ha BUpOGHUUTBO!
DE_ST_01_MIA_2023_0004

Ceptudcpikat AHanisy

Hasea npoaykry: COTANON CA3 80MI" 50TAB YKP
Ne Marepiany: 44036439 Ne cepii: NW0256
Moka3HUKK Bumoru Pezynbtatun
PosyuterHa Cotanony HCI yepes 30 xs. 280 % (Q) Bignosiaae (n 1-6)
(BEPX)
PoaunHeHHs cepefiHe 280 % 99 %
(BEPX)
PoaunHeHHst Makc. [ns indpopmanii 100 %
(BEPX)
Po3unHeHHA MiH. Ans indbopmauii 98 %
(BEPX)
Oowiwka B (€sp.d.) $02% <0,1%
(BEPX)
Dowmiwka A (Esp.P.) s0,3% <0,1%
(BEPX)
Homiiwka C (€p.d.) <£0,3% <0,1%
(BEPX)
Oxpemoi Hesigomol gomiwku (Jom. D Ta <0,1% <0,1%
Byab-sika iHwwa)
(BEPX)
Cyma BCiX BOMILWOK <£0,5% <0,1%
(BEPX)
MikpoGionorivHa uucroTa Mae signosigaTtv *
(€Bp.®. 5.1.4)
Mepesipka nakysanbHoOro marepiany MakyBanbHUIA MaTepian BiAMNoBiAAE BUMOraMm. Bignosigae

XapakTepucTuku HaBeAeHi 3rigHo 3i cTaHAapToM i

po36Gipnuso.
MpumiTku:

Tecty, sigmiveHi (*), BUKOHYIOTLCS! B PEXUMI MOHITOPUHTY 3 BKA3aHOK0 4acToTo

NigTBepAXeHHs:

Lis cepis Bignosigae moHorpadii TecTysaHHsA. Lium nigTBEpAXYEMO, WO BULLEBKa3aHa iHpopmaLlis € AOCTOBIPHOIO | TOYHOLD,
a TaKoxX, Lo pesynbTaTy aHanisis rnepesipeHi i signosigatoTe BUMOram HanexHol BUpOBHUYOT NPaKTUKA.

CropiHka 2 3 3 3aBipeHo eneKTPOHHWUM fianUcoM BiANOBIAHO A0 cTaHapTiB enekTpoHHKX nignucis CaHaos



OdopmneHo: Cantortac Papma M'M6X
Otro-BoH-"opike-Annec 1,
39179 Bapne6eH, Himeuuuna
Ten.: 039203/71-0
dake: 039203/ 71-7770
Ne: 000000540457 JliyeHsis Ha BUPOGHUUTBO!:
DE_ST_01_MIA_2023_0004

Ceptudcbikat AHanisy
Hazea nponykTy: COTANOI C[13 80MI" 50TAB YKP
Ne Marepiany: 44036439 Ne cepii: NW0256
Bunyck cepii / Ceptudikauisi BUKoHaHa: Roland Gross, YnoBHoBaxeHa ocoba Ta KepiBHuk KA-I'T1d
Bunyck cepil / Ceptudikauii [lara / Hac: 25-4EP-2024 11:31:38 BKY
Ceprudikar odoopmnenuin nata / yac: 25-YEP-2024 11:31:52 BKY

Digitafly signed by Fodochenko Totiana

Fedochenko o amn. denovns, ouspocpi,

ou=SZ, seriniNumber=2116816,
cav=Fudochenko Taliana

Tet| a n a Reason: Sandoz Ukraine QP on Import
Oato: 2024.07.23 12:22:19 +0300"

Cropinka 33 3 3aBipPEHO EMEeKTPOHHUM MIAMUCOM BINOBIAHO A0 CTAHAAPTIB €NeKTPOHHNX nignucis CaHpos
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