HEPKABHA CJIYIKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIXO 3A HAPKOTHUKAMM y m. KHEBI

npos. Hauii Ceitanunof, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BICHOBOK
Npo AKICTH BBe3eHOro B YKkpainy Jikapcbroro 3acoly

22.08.2025 Ne 41533/25/26

JOIETAKCEJI-BICTA
(nafiMeHyBaHHs NiKapcEKOro 3acoly 3rilHo 3 peecTpauifinuM MOCBITYCHHM)
KOHUEHTPAT JJIst po3umny st indry3iit, 20 mr/mvu; mo 7 ma (140 mr) y daraxoni; mo 1
dbaaxony B KapToHHiii Kopooui
((hopma BunycKy, AO3yBaHNs, BI NAKYBAHHS JiKapceKoro 3acody)

Homep peecrpauiitnoro nocsixuesns UA/13982/01/01 crpox xii peecrpauiitnoro nocsixyens HeoOMeeHUH
Cepis nikapcekoro 3aco6y Ne DF250011H Kinbkicts BBe3eHoro nikapeskoro sacoGy 1000

Bupo6uuk Cinpan dapma C.P.JI, Pymynis

(HaitMeHy BaHsT BUPOOHHKA Jlikapebkoro 3acoBy, kpaiHa NoXoKeHns)

Bseseno B Yipainy Topapucrpo 3 oomexenoro BignosinanbHicTio "AT-OAPMA", inenr.
won; 422106926

(ualiMeHyBaHHA Ta KOR 32 E,}_IPHOY 1opuuMuHOT 0co6H abo npidsuLie, iM's, 1o GaThKoB
(iznunoi ocolu - mignpuemug, i Micue NPOXHBAIHA TR peectpauiiinuii HoMep o6nikonoi
KAPTKU TUIATHIKA HOAATKIB 200 Cepis Ta HOMEP MACNOpTa)

Tiporoxkon Bisyasnkuoro ronrposio six 21.08.2025 Ne 3115/01.10-25/2.

3a pesyJsTaTaMH [AEpKABHOTO KOHTPOJIO BCTAHOBJNEHO, WO JKAPChKUH 3aci0 BBe3eHo B YKpaiHy 3
AOTPUMAHHIAM BUMOT 3aKOHOAABCTBA LWO/0 320€3NEUEHHS sKOCTI JliKapehkux 3aco6is.
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT AHAJIZY CEPIT NIKAPCLKOrO 3ACOBY

Ne: S/PF/0907/25
Date: 10 July, 2025

Name of product / HalimeHyBauHa npoayxty
(strength, dosage form, package size and type /
[03yBaHHA, nikapcbka popma, po3mip Ta TUn
YNaKOBKU)

DOCETAXEL-VISTA, concentrate for solution for infusion,
20mg/ml, 7ml (140mg) in vials N2 1 /
AOCLETAKCE/I-BICTA, KOHUEHTPAT ANIA PO3UUHY ANA
indyaii, 20mr/mn, 7mn (140mr) y dnaxoul Ne 1

Active substance / [litoua pesosuHa

Docetaxel 20mg/ml / Aouerakcen 20mr/mn

Name and country of manufacture /
HasBsa Ta KpaiHa BUPOOHUKa

S.C. Sindan-Pharma S.R.L., Romania /
CiHgan ®apma C.PJ1., PymyHis

MA number / Homep PN UA/13982/01/01

Batch number and size / Homep cepii Ta ii po3mip DF25001H/ 1000 vials
DF25001H/1000 dnakoHis

Date of manufacture / [lata Bupo6HULTBA 04.2025

Expiry date / Cpok npuAaTHOCTI 04.2027

Address of manufacturing site / Agpeca BnpoGruyoi

AinbHuu

S.C. Sindan-Pharma S.R.L., B-dul lon Mihalache nr. 11, sector 1,
Bucuresti, cod 011171, Romania / Cikpan ®apma C.P.J1., 6y,
lona Muxanaue, 11, cexktop 1, 011171, Byxapecr, PymyHia

License number of manufacturing site / Homep

14F

AiLeHsii BUPOBHUYOT AjNbHUL

Test / Tecr Specification / Cneundixauia ::::;’:h{rar
Appearance / Onuc Clear, oily, pale yellow solution / Mposopuii macnauuit | Complies /

: PO34MH CBITN0-KOBTOrO KONbOpY Blanosipae
Particulate matter. Visible particles / Solution must be free of visible particles / PosuuH | Complies /
Mexariuni sBritoveHtn Buagyumi HYactku noburieH 6y BiNbHWIA BiA BUAUMUX YACTUHOK Bignosigae
Particulate matter. Sub-visible particles /

Mexaniudi skmoderHa HeBuanmi acrkm

-2 10 mem / 2 10 mxm Not more than 6000/vial / He 6inblwe 6000/¢nakon 42

-225mem / 225 MKM Not more than 600/vial / He 6inblie 600/dnaroH 3

Coloration / 3abapsnenictb Must be able to compare with reference solution Ys/ Complies /
MoBUHEH BUTPUMYBATU MOPIBHAHHA 3 eTanoHHum | Bianosinae
po3unHom Y3

Clarity / Mposopicrb The solution must be clear / Posuvun mae 6yt | Complies /

:. . npos3opum Bianosigae
pH (1:10 0/0 BOAHMHA PO3YUH) 3,0-4,0 3,0
' Water (K.F.) / Boaa (3a K.®iwepom) Not mare than 3% / He bBinblue 3% 1,4%
| Extractable volume /
06'em, WO BUTAraeTbCA
- 140mg/7ml Not less than 7,0 ml/ 7.4 ml/

140mr/7mn He meHwe 7,0 mn 7,4 mn
Identification / laeHTudikanin y WIHL:\\\
- TLC / meTopa TCX Complies with Rf of reference substance /- v‘ -OAPMle Coty Les/
Bignosinae Rf craHaapTHOro po3yuny !ﬁ* \B
! - HPLC / merop BEPX Complies with Rt of reference substan % (apProx*}wis"ﬂﬁ o pllé's'/
minutes) / Bignosiaae Rt cranaapTHor poaq HY Bm,nom,u,ae
. (npu6nnsHo 18 XBUNUH) \\ B ,/" < //
Assay"af docetaxel / Kinsiicre 19,00 — 21,00 mg/ml (20,00 mg/ml + 5%)‘/\(’ ¥ \"'T”’*‘- 20 8)4 mg/ml/
BU3HAYEHHA AOUETaKCceny 19,00 — 21,00 mr/mn (20,00 mr/mn + 5%) "“*\“-t:}m e $20784 mr/mn
Assay of alcohol / Kinbkicte suznavenna  |360,00 - 440,00 mg/ml (400,00 mg/ml £ 10%) / | 406,26 mg/ml/
| cnvpty eTunosoro 360,00 - 440,00 mr/mn (400,00 mr/mn + 10%) 406,26 Mr/mn
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT AHAMI3Y CEPIT NIKAPCbKOIO 3ACOBY

Ne: S/PF/0907/25
: Date: 10 July, 2025
Name of product / HalimenysaHHA npogyKry DOCETAXEL-VISTA, concentrate for solution for infusion,
(strength, dosage form, package size and type / 20mg/ml, 7ml (140mg) in vials Na 1 /
[03yBaHHA, nikapcbKa popma, po3mip Ta TUn AOUETAKCEN-BICTA, KOHLEHTPAT ANA PO34YUHY ANA
YNaKoBKu) ingyaiit, 20mr/mn, 7ma (140mr) y daakoHi Ne 1
Active substance / [liloua pe4oBuHa Docetaxel 20mg/ml / Douetakcen 20mr/mn
Name and country of manufacture / S.C. Sindan-Pharma S.R.L., Romania /
HasBa Ta KpaiHa BupobHuKka Cingan ®apma C.P.J1,, PymyHia
MA number / Homep Pl UA/13982/01/01

Batch number and size / Homep cepii va ii posmip DF25001H/ 1000 vials
DF25001H/1000 ¢pnakonis

Date of manufacture / lata eupo6HULTEE 04.2025

Expiry date / CpoK NnpuMAaTHOCTI 04.2027

Address of manufacturing site / Aapeca supo6uuuoi | S.C. Sindan-Pharma S.R.L., B-dul lon Mlhalache nr. 11, sector 1,

LinsHUU Bucurestl, cod 011171, Romania / Cinaan ®apma C.P./1., 6yn.
lona Muxanaue, 11, cexktop 1, 011171, byxapecT, PymyHia

License number of manufacturing site / Homep

; . \ 14F
|_niyensii BpobHNYOT AinbHuui
" Related substances HPLC / CnopigHeni
pedoBuHu BEPX
-10-oxo-docetaxel / 10-okco-goueTtakcen Maximum 0,3 / He 6inbwe 0,3 0,03
-Epi-docetaxel / eni- gouerakeen Maximum 0,3 / He Ginbwe 0,3 0,04
| -7-epi-10-oxo-docetaxel / Maximum 0,2 / He 6inbwe 0,2 0,03
| 7-eni-10-oKco-aoueTakcen
- Other impurities, individual / Maximum 0,20 / He 6inbwe 0,20 0,05
JHWi GOMILKY, IHAUBIAYAIbLHO
- Total Impurities / Cyma AOMILWOK Maximum 1,5 / He 6inbwe 1,5 0,1
Bacterial endotaxins / BakrepianoHi Not more than 0,3 EU/mg docetaxe / <03
EH,0TOKCUHMU He Ginbwe 0,3 MO/ Mr gouerakceny <03
Sterility / CrepunbHicts The solution must be sterile / Sterile /
L Po3uunH Mae 6yTu CcTepUnsHUM CrepunHmii __J

The batch meets the requirements of QCM for MA Ne UA/13982/01/01/
Cepin sianosipac sumoram MKA fo PN Ne UA/13982/01/01.

i hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the
local Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP / Lium s 3acsiauyio, o
HaBEAEHa BWlle iHdopmayin € AOCTOBIpHOIO Ta To4YHOIO. LA cepia npoaykty 6yna BMWrOTOB/MEHA, BKNIOYAKOHU
NaKkyBaHHA/MapKYBAHHA Ta ROHTPONbL AKOCTI Ha BULLE3A3HAYCHIA(UX) AlnbHULI(AX) B noeHili sianosiaHocTi 4o Bumor GMP
MICLLEBOrO PEryniolouoro opramy Ta Ao cneuudikauii y peecrpaumHomy ,L\ocbe KpaiHu- |Mnop1:eEa("ZaanuEﬁ"npo cepinHy
06pobRry, nakyBaHHa Ta aHania 6yav nepesiperi Ta amaHa:( 1?»‘\“@""“ /
N

issued by / 3aragp,q»l HO

Compiled by / NMigrotosnexo A wﬁ?@ 5
‘ ; 3 ] \;a'q o
Quality Control / KoHTponb aKocTi: g O.uahfled Person (/JQYHOBHOBJ)}{EH 0
(Full name, position, s:gnature) :",, (Fu/ me, posit(q Igna re)
‘f\,! onn clhbolen L@ & («vg\m\ nrRoud’ -j(/ :

Date / fata:  AC.QOF- 240 5 ) Date / [lara: /;
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