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SAN

Ne: 2705241345

OdhopmneHo:
Cantotac ®apma MbX

Otro-BoH-Ttopike-Annee 1
39179 bapnebeH
Himeuumnna

Ten.: 039203/71-0

dakc; 039203/ 71 =77 70
NineHsin Ha BUpoBHULTBO!
DE_ST_01_MIA_2023_0004

CepTudikaT BignoBigHOCTI

Hassa matepiany:
ToprienbHa Ha3Ba:

KAPBEOWNON CO3 12,5MI 30TAB YA

KAPBEZMION CAHOO3®, TABNETKM 12,5 MI", 10 TABNETOK B BNICTEPI, 3

ENICTEPY B KAPTOHHIV KOPOBLYI

Cwuna ailfakTMBHICTb! 12,5 MI"
Nikapcbka dopma: TABNETKA
Tun ynakoBKu: BNICTEP
Poamip ynakoBku: 3WTx10WT
Ne maTtepiany: 44019579 Tun BUNycKy: CEPTU®IKALIA CEPIT
Ne cepii: NU2551
Jlata BUpOOHULTEA! 13-BEP-2024 [ara BURYCKY: 27-TPA-2024
CTpOK NpMpaaTHOCTI: NKOT-2027 BunyweHa Kinbkicts: 180405 YT
BupobHuuTBO: CANIOTAC ®APMA TMBX Homep nileHsii: DE_ST_01_MIA_2023_
OTT0-BOH-I1Opike-Annee 1 0004
39179 Bapne6eH (HIME4YMHA)
HimeuunHa
Bunyck cepil; CAMOTAC ®APMA MEX Homep niueH3sii: DE_ST_01_MIA_2023_
Otro-BoH-Ttopike-Annee 1 0004
39179 Bapne6ex (HIMEY4YMHA)
HimeuyuHa
TecTyBaHHA: CAMIOTAC ®APMA T'MBX Homep niueHsii: DE_ST_01_MIA_2023_
Otro-BoH-Iopike-Annee 1 0004
39179 BapnebeH (HIMEY4YMHA)
HimeuyunHa
KpaiHa-imnopTtep: Homep PeectpauiitHoro [ocBia4eHHs:
YkpaiHa UA/17223/01/01
KoMnoHeHTH:
Hassa matepiany: KAPBEQWMITON TAB 12,5MI JE21 €Y 02
Ne maTepiany: 42030319 TMpogykT in bulk Cepis Ne: NR4267
3aranbHa KinbkicTb in bulk: 5825284 LWIT

Bupo6Huya AinbHUUS:

CAMIOTAC ®APMA TMBX
Otro-BoH-Topike-Annee 1
39179 bapne6eH (HIMEY4YNHA)
HimeyunHa

Homep niueHsil:

DE_ST_01_MIA_2023_

0004

CropiHka: 1/2
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*3acBifqeH0 eNeKTPOHHUM NG NMcoM BiAMOBIAHO CTAHAAPTIB EIEKTPOHKNX nignucis CaHpo3
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Odropmnero:

Camotac ®apma I'MBX
OTro-son-Tiopike-Annee 1
39179 BapnebeH

HimeuuunHa

Ten.; 039203/71-0

dakc: 039203/ 71~7770
fliueHsis Ha BUPOBHULITBO!
DE_ST_01_MIA_2023 0004

SAN

Ne: 2705241345

CepTudpikaTt BignosigHocTi

Hasga matepiany: KAPBEOWMNOSN CA3 12,5MI 30TAB YA
TopriBenbHa Ha3Ba KAPBEOMION CAHOO3®, TABNETKV 12,5 MI™, 10 TABIETOK B BNICTEP, 3
BNICTEPU B KAPTOHHIV KOPOBLII
Ne maTepiany: 44019579 Ne cepii: NU2551
KomMnoHeHTH:
Hassa marepiany: KAPBEOMNON H MOEX B YO TE
Ne martepiany: 40006447 AxTuBH. bapm. iHrpepieHt  Cepis Ne: B705866
BupoGHuya ginbHULs: MOEXC KATANAHA C.J1.
KECAP MAPTIHANN | BPKHET 12A
BPYHET 12 A
Poma 8-12
08191 PYBI
lcnauisi
Ne cepii BupoGHuKa: 2083

MonoxeHHs Npo cepTudikauio

Lium nigTBepAXYIO [OCTOBIPHICTL Ta TOHHICTbL puiLeHaBeseHol indopmauii. Lis cepis nikapcbkoro sacoby Gyna
BUrOTOBIEHA, BKIIIOUHO 3 YNIAKOBKOIO/MapKyBaHHAM Ta KOHTPOIEM AKOCTI Ha BULLEHABEASHX BAPOBHNUMX AiNBHULIAX
y TMOBHIA BignogiaHocti go sumor GMP MICLEBMX PErynsiTOPHUX OpraHiB, a Takox Ao cneuudikauii PeecTpauiiHoro
Jlocke Kpaitun imnoptepa a6o caiiny cneumdikadlii [OCHipKyBAHOro NikapCbKoro 3acoBy. [laHi Npo BUroTOBMEHHSA,
yNaKoBKy Ta aHariaun cepii 6yno nepesipeHo Ta niaTBEPAKEHO iX BiANOBIAHICTE CTaHAAPTAM GMP.

KomeHTtap go ceptudikaty:

B npoLieci BUpOGHWULITBE Ta NaKyBaHHA He BUABNEHO BiAXWUMeHb, WO 34aTHI BIAWHYTU Ha BUNYCK NPOAYKTY.

Bunyck cepii / CepTudikauisa BUkOHaHa: Sebastian Gerth, YnosHosaxeHa ocoba Ta KepiBHuk KA-IT13
Bunyck cepii / CepTudikauis Jarta/Mac: 27-TPA-2024 / 11:45:23 BKY
DatalMac ochopmneHHA ceprudikara: 27-TPA-2024 [ 11:45:25 BKY

CropiHka: 2/2 *3acsifyeHo eneKTPOHHUM nignucom BignosigHo cTaHAapTiB eNEKTPOHHUX nianucis Canpo3




SA

Peecr.: 000000534199

OdvopmneHo: Camotac ®apma Twmb6X
OrTo-BoH-Topike-Annee 1,
39179 bapnebeH, HimeuunHa
Ten.: 039203/71-0
dakc: 039203/71-7770
NiueH3isi Ha BUPOGHULTBO!
DE_ST_01_MIA_2023_0004

CepTudpikat AHanisy

Hasga npoAaykTry:
Toprosa HasBa.

KAPBELOWNOJ CA3 12,5MI 30TAB YA
KAPBEOUIION CAHLOO3®, TABNETKU 12,5 MII', 10 TABJIETOK B BJIICTEPI, 3
BMNICTEPU B KAPTOHHIA KOPOBLII

Ne maTepiany: 44019579 Ne cepii: NU2551
Marepian in bulk 1: 42030319 Ne cepii in bulk: NR4267
KoHTporbHa cepis Ne: 000408982572
[Jara BUPOOHMLTBA: 13-BEP-2024 TepmiH npupaaTHoOCTI: Ni0T-2027
Tepmin NPUAATHOCTI Ha 02/2027
ynakosui 1:
3aMOBHUK: Canpos YkpaiHa, YkpaiHa
TecTn Bumoru Pesynbratn
30BHilWHIK BUTNAL kpyrni onykni TaBneTku TEMHO-POXEBOro KOMBOPY, 3 PUCKOHD Bignosipae
(opraHonenTu4HO) Kog: rpasiioBanHs C3 Ha OAHi CTOPOH
HiameTp NPVBAU3HO 7 MM 7,1 mm
(meTop BUPODHMKa)
OpHopigHICTL MacK mac BignosigaTi Bianosigae
(Epp.0apm. 2.9.5)
OinumicTb: OaHopiAHICTE Macu Mae Bignosigati *
(€8p.®. MoHorpadis TabreTok)
PoanagaHHs <15 xs. < 2 XB.
(Esp. ©.2.9.1)
lpeHTudikaLlis Kapsegunon Mae BianoBiaaTh Bignoeigae
(BEPX)
IneHTvdbikaLis Kapsegunon mac Bignosigath Bignosinae
(BEPX)
laeHTUikaLis 3aniaa okcna Mag BignosinaTh ")
(ximigHa peaKuis)
KinbxicHe BU3Ha4YeHHA 11,88 — 13,13 mr 12,38 mr
Kapeepaunon
(BEPX)
KinbKicHe BU3Ha4YEHHSA 95,0—-1050 % 99,0 %

Kapeegunon [%)]

(BEPX)

PoaunHeHHs yepes 30 xB.
(BEPX)

>80 % (Q) Bignosigae (n 1-6)

CropiHka 13 2

3aBipeHo eneKTPOHHNM NiANUCOM BiAMNOBIAHO AO CTaHAaPTIB ENEKTPOHHUX nignucis CaHao3




SAN

PeecT.: 000000534199

CepTudikat AHarnisy

OdropMneHo:

Cantotac ®apma M'm6X
Orro-BoH-Ttopike-Annee 1,
39179 BapnebeH, HimeuunHa
Ten.: 039203/71-0

Pake: 039203/71-7770
TNMiueHsis Ha BUPOBHULITBO!
DE_ST_01__MIA_2023_0004

L

Hasea npooykKTy:

KAPBEOMITON CA3 12,5MI 30TAB YA

Ne maTtepiany: 44019579 Ne cepii: NU2551
Tectn Bumoru Pe3ynbTaTy
Po3unHeHHs CEPeiHE 280 % 94 %
(BEPX)

Po3unHeHHs Makce. [ina indpopmauif 96 %
(BEPX)

PO34YMHEHHS MiH. Onst ingpopmadi 91 %
(BEPX)

Byab-Aka OKpema AOoMiLLKa <02% <0,1%
(BEPX)

Lomiwka 10 (4-ri.n,p0|<chap6a30n) <02% <01 %
(BEPX)

Bcboro A0MILIOK <1,0% <01 %
(BEPX)

MikpoGionorivna wncToTa mae signosigaty *)
(Epp.®. 5.1.4)

Mepesipka nakysasnbHOMO MakysanbHuit matepiarn gignoBinae BviMoram. XapakTepucTiku Bignogigae
marepiany HaBeaeHi 3rigHo 3i CTaHAapTOM i posGipnueo.

TMpuUMiTKK:

Tecty, BigMiveHi (7), BUKOHYOTBCA B peXUMi MOHITOPUHTY 3 BKA3aHOKO 4acToToH.

MNigrBepAXKeHHA:

Llst cepia NPOAYKTY BiAMOBIgaE METOAAM KOHTPOIO. Takum YMHOM, RIATBEPAKYETHCA, WO BULLeBKasana iHdhopmaLyis €
[OCTOBIPHOIO | TOYHO!O, & TAKOX, L0 peaysibTaTh aHanisis nepesipeHi | BiANOBIAAICTL BUMOTaM HanexXHO! BUPOBHWHOT NPaKTuky.

Bunyck cepii / CepTudikalis BUKoHaHa:
Bunyck cepii / Ceprudikauii fara / Hac:

Ceptudpikar odyopmneHun gara I yac:

27-TPA-2024 11:45:23 BKY

27-TPA-2024 11:45:37 BKY

Sebastian Gerth, YnosHoBaxeHa ocoba ta KepisHuuk KA-T'T13

CropiHka 2 3 2

3asipeHo eneKTpoH

Fedochenko
Tetiana

HUM RignNcoM BiANOBIAHO AO CTaHaapTiB €neKTPOHHUX nignucie Canpos

Dighatly signed by Fedochenko Tetiana
DN: dcecom, desnovartis, ou=people,
ousGX, serialNumber=2116816,
en=Fedochenko Tetiana

Haason; Sandoz Ukeains QP on impon.
Date: 2024.06.07 13:02:59 +0300°
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JEPKABHA CJIYKBA 3 JTIKAPCbKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKIM OBJIACTI

mpos. Ceitymuroi Hapil, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
npo sIKiCTL BBe3eHOro B YKpaiHy JikapcbKoro 3acody

19.06.2024 Ne 29718/24/10

KAPBEJAMJIOJ CAHAO3®

(naiiMeHyBaHus JikapebKkoro 3acofy 3rinuo 3 peecTpauiiem [OCBIAUECHHAM)
ta6merku no 12,5 mr; mo 10 Ta6aerok y 6aicrepi, no 3 GJicrepu B KAPTOHHiH navui

(opma BHTICKY, JO3YBaHHs, BU MaKyBaHHA JIKAPCHKOro 3aco0y)
Howmep peectpauiitroro noczimyenns UA/17223/01/01 crpox aii peectpauifisoro noceienss 20.02.2025
Cepis nixapcskoro 3acoby Ne NU2551 Kinbkicts BBe3eHoro nikapcekoro sacoby 180405

Bupo6Hux Camotac ®apma ['M6X, Himeuunna
(uaiiMeHyBaHHA BUPOGHUKa iKapchkoTo 3acoby, kpaina MOXOJIKEHHS)

Bresero B Yipaity TosapucTBO 3 0GMexeHo0I0 Bianosiganpuictio '"Canyos Yxpaina",
inent. xon: 38419586

(HaiiMeHyBaHHa T2 ko 3a CIPIIOY 1opuawunoi ocobu abo npissuILe, iM'1, 10 GaTeKoBi BizuaHOT
0co6y - nignpuemns, i Micue NpoXUBAHHA T peccTpaulifinnii Homep 061ikoBOI KapTKy IUIATHHKA
nozarkie abo cepis Ta HoMep nacropTa)

IIpoToKOJI Bi3yaabHOre KOHTPOJIIO Bij 12.06.2024 Ne 1668/2.

3a pesynsTaramM OEPKABHOIO KOHTPOMIO BCTAHOBJCHO, IUO nikapcekuil  3aci6 BReseHO B YKpaiHy 3

AOTPUMAHHSAM BHMOT 32KOHOJABCTBA LIOJO 3a0e3neyeHHs AKOCTI NiKapChKUX 3ac061B.
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