JIEPYKIIKCIIYKBA
JEPIKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

Bys. bepesuskisceka, 29, Kuis, 02098, Ten./daxke: (044) 550-23-55, Ten, (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
Npo AKicTL BBe3eHOro B Ykpainy Jikapcbkoro 3acoby

25.01.2021 Ne 2207/21/26

EMNIPYBIIIWH - BICTA

(naiimenysanus Jikapchkoro 3acofy Srijio 3 peecTpauifHuM NOCBIAMEHHAM)
pozumn ISt i’ €Ki, 2 Mr/mut o 50 mut v (uraxoni; mo 1 duraxoiy B KapTOHHIM Kopobui

(popma BrITYCKY, NO3YBAHHS, BIJI TTAKYBAHHS JIKApCLKOTO 3ac00y)
Howmep peectpauiiiroro nocsimaenns UA/14658/01/01 crpox xif peectpauiftroro nocsiverns HEOOMEKEHHH
Cepis nixapeskoro sacofy Ne AM20007A Kinbkicts sseseHoro nikapeskoro sacoty 1000

BupoGHui Cinman ®apma C.P.JI, Pymynis

(HaitMenyBanHs BAPOOHKMKA NTIKAPCHLKOTO 33C00Y, Kpallla NOXOMKEHHs)

Bseseno B Yxpainy TopapucTBo 3 06MEKEN0J0 BiXNOBIIATBHICTIO
"OAPMAIIEBTUYHA KOMIIAHISI BICTA", inent. kon: 37642513

(natiMerypanns Ta ko4 3a CIPTIOY opwumiraoi ocobu abo npissuiie, im's, o GarekoBi (pizuunol
0c06H - niznpremuy, i Micle NPOKKUBAIES Ta peecTpaLiinui HoMep 06:1iK0BOT KApTKY IIATHHKA
noparkis abo cepis Ta HOMCP racnopTa)

Iporokon Bizyansroro xonrpomo sin 22.01.2021 Ne 229/4.

3a  pesydTATAMU JEPKABHOTO KOHTPOJIO BCTAHOBRACHO, MO Jikapewbkuit 3acié  BBeseno B Ykpaiwy 3
NOTPUMAHHSIM BAMOI 3aK0HONABCTBA 11010 3a0e31IEUSHHS AKOCTI JiKapChKuX 3ac00iB.
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.. BATCH CERTIFICATE OF

Date: 1

ANALYSIS OF MEDICINAL PRODUCT

;CEPTMdJMKAT KAYECTBA CEPUM NEKAPCTBEHHOTO CPEACTBA
No.:

S/PF/1538/20
1 November, 2020

Name of product / HazBaume npoaykra

(strength, dosage form, package size and type /
[031POBKA, NeKapcTBeHHan Gpopma, pasmep v Tvn
YNaKoBKK)

EPIRUBICIN-VISTA, solution for injection, 100 mg/50 ml |
Ne 1 in vials / 3NMUPYBULMH-BUCTA, pacrsop ans
uHbeKuni, 100 mr/50 ma Ne 1 Bo grakonax

Active substance / [leiicTyiouiee sewectso

_Epirubicin hydrochloride / 9nupy6uumnna rmapoxiopug

Manufacturing country / cTpaHa-npoussoauTenb

S.C. Sindan-Pharma S.R.L., Romania / Cunpan Papma
C.PJ1, PymbiHua

Expiry date / Cpok rogHocTi.

| MA number / Homep PY UA/14658/01/01

Batch number and size / Homep cepu u pasmep  AM20007A/1000vials

 Date of manufacture / Data npou3BoACTBa 10.2020 B
10.2023

Name, address and license number of
manufacturing site / HassaHue, agpec u HOMEp
NMUEH3NN NPOU3BOACTBEHHOTO yYacTKa

S.C. Sindan-Pharma S.R.L., B-dul lon Mihalache nr. 11,
sector 1, Bucuresti, cod 011171, Romania / CuHaan
®apma C.P.J1, 6yn. Mona Muxanade, 11, cextop 1,
011171, Byxapect, PymbiHus

14F issued on 23.07.2018 / 14F BblAaHo 23.07.2018

GMPcemﬂEate or EudraGMP ‘referenlce numbers /
GMP ceptudukat nnm ccblika Ha EudraGMP

027/2018/RO

A (BOKCOPYBULMHOH)

Strddon Pl |
B}
]
i
1
1]
!

11 1on Mihalache Bivd,
011171, Bucharest 1, Romania |

N ' Result /
fest/Tect pecfication/ Chewnbuawn | peaynurar
Appearance / Onucanue Clear, red solution / Mpo3pautbiit pactsop kpacHoro = Complies /
,,,,,,,,, _ usera _ 4 . Cootsertcrayer
Visible particles / Bugumbie yacrmup Solution must be free of visible particles / Pactsop = Complies /
3 ‘ AOIKEH BblTb CBOBOAEH OT BUANMBIX YaCTUL, . Cootsercrayer
Sub-visible particles / Hesugummbie
HaCTULbI f
-2 10 mem / 2 10 MKm Not more than 6000 / He 6onee 6000 23 |
-225mem /2 25 MKkm Not more than 600 / He 6onee 600 0
Clerity / MpospaunocTs The solution is clear / Pacrsop pomkeH 6biTh Clear/
- npo3payHbIm NpospauHbid
PH L , 25-35 ‘ , 31
Extractable volume / UsBnexkaembiii Not less than 50,0 ml / He meree 50,0 mn 51,0
5 osbeM ok et = s - . )
Identification / Upentnduraumnn The Rt of the main peak of epirubicin on the = Complies/
chromatogram of the test solution obtained in Assay CooTseTcrayeT
test coincides with the Rt of the main peak on the
chromatogram obtained with reference solution / Ha
XpomaTorpamme NCMbITYEMOro pacrsopa,
NO/IYYEHHON NPU  KOAUYECTBEHHOM OnpeaeneHuu,
BPeMA YAEPIKAaHWA OCHOBHOTO NUKa 3nupybuLmHa
AO/DKHO  COOTBETCTBOBATb BPEMEHW  yaepwaHus
OCHOBHOTO NKWKAa Ha XpomatorpaMme pactsopa
,,,,,, . CpasHeHun § v
______ Assay / Konnuecrsennoe onpegenenvne | 1,90 ~2,10 mr/mn (1,90 ~ 2,10 mg/ml) 1.98
Related substances / PopcteeHHbie .
npumecu
- impurity A (doxorubicinone) / npumecs =~ NMT 1,0 % (w/w) (He 6onee 1,0 %, m/m) 0,23

L (+40)21 31817 67
{(+40) 213181777
| £ (+40) 21 312 44 99
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No.: S/PF/1538/20
Date: 11 November, 2020

(O el BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
>4 btk §
13 CEPTUDUKAT KAMECTBA CEPUW NEKAPCTBEHHOTO CPEACTBA

Name of pro’gdct / Hassanue 'hpogyk'ra

YNaKkoBKu)

(strength, dosage form, package size and type /
HO3UPOBKA, neKapcTBenHan Gopma, pasmep v Tnn

EPlRUBlCiN—VISTA, solution for inject’iéﬁﬂ, 100 mg/S?)ml
Ne 1 in vials / 3MUPYBULMH-BUCTA, pacteop aas
uHbEeRUMA, 100 mr/50 mn Ne 1 so drakonax

Active substance / [lelicreyiouwee sewecrso

Epirubicin hydrochloride / dnupybuuymnma MApPoOXIopUL,

Manufacturing country / cTpana-npoussoaurens

C.P.N, PyMblHMﬂ___

5.C. Sindan-Pharma S.R.L.,, Romania / Cungat dapma

: MA number / Homep py

UA/14658/01/01

Batch number and size / Homep cepun Y pasmep

'AM20007A / 1000 vials

Date of manufacture / fata npoussopacrea

10.2020

Expiry date / Cpok rogHocTm

10.2023

Name, address and license

NALEH3UY NPOUIBOACTBEHHOTO YUaCTHa

number
manufacturing site / Hassauue, agpec u HOoMEp

of

sector 1, Bucuresti, cod 011171, Romania / Cungat
®apma C.P.J1, 6yn. Nowa Muxanaue, 11, cexTop 1,
011171, byxapect, PymbiHus

14F issued on 23.07.2018 / 14F suigaro 23.07.2018

GMP certificate or EudraGMP reference numbers /
GMP ceptudukar nn ccoinka Ha EudraGMP

027/2018/R0O

e ' Result / f
e e T it dains st Pesynerar |
- impurity C (doxorubicin} / npumecs C NMT 1,0 % (w/w) (ne 6onee 1,0 %, m/m) 0,39 f
{(moxcopybuuun) 3
- other known impurities (B, D, E, F, G)/  NMTO,5% (w/w) (He 6onee 0,5 %, m/m) 0,39 '
Apyrue uasectHsie npumecn (B, D, E, F, ‘
G)
- other unknown impurities / apyrve NMT 0,2 % (w/w) (ne 6onee 0,2 %, m/m) 0,05
HEUIBRCTHBIE MPUMeck
_- totalimpurities / Cymma npumecedi NMT 2,0 % (w/w) (e Gonee 2,0 %, m/m) ) 1,4
Bacterial endotoxins / Bawrepuanvpie Not more than 1.1 EU/mg of epirubicin / He 6onee Complies /
IHAOTOKCHHBI - 1,1 E3/mr aninpybutmna . Coorsercrayer
Sterility / Crepunbrocts The solution must be sterile / Pactsop gom«en 6biTb | Sterile /
CTEePULHBIM | CrepunbHbii

The batch meets the requirements of QCM for MA Ne UA/14658/01/01/ Cepun cootsercrayer TpeGosannam MKK & PY No UA/14658/
above information is authentic and accurate. This batch of product has been manufactured,
GMP requirements of the local Regulatory

I hereby certify that the

packaging/labeling and quality control at the above mentioned site in full compliance with the
Marketing Authorization of the iraporting country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP (GMP certificate No. 027/2018/R0)
BLILE MHDOPMALNA ABIASTCR AOCTOBEPHOW 1 TOMHOR. 3ta cepns npoAykLkK Bolha vsroTors
HAICCTBA  HA  YKAZAHHOM NPON3BOACTHEHHOM YYACTKE B AONHOM COOTBETCTBHY o pebosaruamn GMP,

Authority and with the specifications in the

NPOBRACHHLIR  KOHTROAL

YCTAHOBABHHBIMI MECTHBIM  PEFYIRTOPHBIM  OPraHom,
IPOMIBOACTES, YNAKOBKA M GHANN30B GbIM NEPECMOTPEHbI YCTAHOBARHO CoOTBE

027/2018/R0),

Compiled by / Noarorosnen

Quality Control / Kontpons kauecrsa:

P PEIRAE iR

1V U an Mihadache Blvd,
; Q17 Bucharest 1, Romania |
3

Issued by / YreepwaeHro

EN

E s ~ 1 A
; N AP L
DA

]

Date / [lara:

FEWaD) 21 11817 67
[ A0)2131817 77
P F A0 213124499

f01/01.
including

/ 3TN A NOATEEPIUAKS, YTO NPUBEAEHHAR
eHA {BRAIONAR YIAKOBKY/MAPRUPOBRY)

a TAK Ke B COOTAETCTBUK €O cheuuduraumed K PY Ha npenapar. (IpOTOROL
rersue Tpebosanuam GMP  {Coprudumrar GMP Ne

Qualified Person / YnonnomouenHoe ANLO:

y { 75 ¥
; b3 f%‘bf‘; { Q‘;fg ::‘/ o ;’( 'f /j{
i { / "Vj{ .
MR Le
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