ABPKIIKCIYIKBA
AEPKABHA CJIYIKEA 3 JIKAPCLKHX 3ACOBIR
TA KOHTPOJIIO 3A HAPKOTHUKAMM y w1, KI€ER]

BYJI. Bepe:mmdﬂcz,m, 29, Kuis, 02098, Ten/hake: (044) 550-23-55, e (044) 550-20-55
E-mail; dis.kyiv@dls.gov.ua,h_t_tps://w;-_\;»y‘,_dlmmyg= Ko €IPITOY 37079055

SAIARS AR LA

BHCHOBOK

PO AKICTL BBe3enoro i Yxrpainy JHKAPCHLKOro 3acoby

07.09.2020 Ne 46237/20/2611

HAKJIITAKCEJ -BICTA

(naitsenynani tikapenkorg sacoly 3riano 3 peecTpauiiinum TOCKIACsIN )
KonnenTpar s PO3HHy ;urst tadysiit, 6 vr/vur o 10 16,7 mur (100 mr) Y ¢urakouni; no |

¢uakony g RapToHHili xopobui

(bopara sunycky, AOIYBARKA, BUA taKy BRI 7 KAPCLKOTO 34co8y)
Homep peecrpauitinoro nocsinvers UA/13988/01/01 CTPOK Aif peectpauiitnoro nocsiguenms HCOOMEeWCH I
Cepia snikapeskoro sacody Ne O8V5E011 Kinskicrs sseseroro AKapesKoro sacoby 1000

BrpoBun AxTasic [ranis C.a A, Tranis
(Haitmeny sang BHPOOHUKE JHKapChioro 3acody, kpafi HoXo/ e

Breseno v Vkpainy Tosapucerso 3 06memenon BiNOBIAaIL icTIO
"DAPMALIEBTUYLA KOMIIAHISI BICTA", inenr. xon: 37642513
(vaftsenysang ta ko4 3a CLIPITIOY HOPHARYHOT 0¢oBi alo npisswue, iM'a, no Barnkoni
disnanor ocoi - HiAnpREstL, i Micie UPOHHBAHHS Ta pecerpauitingi omep obnikono]
KAPTKA 1AATHAKA nofaTKip 260 cepis ra nosep nacriopra)

Hporokoa sisyansuore lkowrpomo vin 07.09.2020 Ne 268572,

3a pesymyratamn ACPIKABHOIO  KOHTPOIMIO BCTaHOBACHO, 1110 JiKkapeskni - sacio BBEICHO B Vkpainy 1
AOTDHMAHHSM BHMOT 3aKOHONABCTEA L1010 3abe3neyeHus akocT JHKAPCLKHX 3acoBiy,

o

Muxosa XOJIO] [EHKO

(intudanm ra pissaing)

(nixnuc)
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HAKJHTAKCEJI-BICTA 100 M1/ 16,

Ko0: 120004800

Onue

[posopnit,  snerxa B 93K,
6poM6)-"rx-rm<ay'lxyl<y Ta 3aKYHOPIOIOTE
BIAKHIACTLCS, 3 HONIPONINCHOBHM AHCKOM,

Gesbapuuii

abo

7 MU konuenrpar

CBITHO-/KOBTHI
TIOMIHICRHM KOBIAYKOM, 1110

AJISL PO3IHEY st indyysiid

Y

Cepia Ne 08V501 71

Hama BUPOOHUYM G
Tepmin npudamnocmi

02-2020)
02-2023

Cepmudpinam scocmi No: 103954 3

POSYKHH.  Djlakonn

3AKpUBAIOTH
3aKPHBACTHLCS. hnakon TAKOXK Mac KPHUWIKY, 1110

npofikoio 3

oo Qounuyi : y iy |
TECT , f CHELOHDIKALILA PE3YIABTAT |
A GUMIDIOSANILY .
2 Ilposopuit, snerka 8’ s3knit posu,
Onne Bin GesbapsHoro o Gnino-wonrore Bianosigae
- KOIThopy
Koxip posanny npu 425 uy He Ginsuwe 0,05 0,03
[Tposopicrs posumy [osunen Gyru MPO3OPHM Binnosizac |
L.
pH (1710 m/m Y BOjI) 3,3-4,3 3.8
O6’em, wo suTsracrses sil/ piaxon | He menme 16,7 17,0
Bona % He Ginbwe 2,0 1,5
o : Posunn nosunen 6yri sinpng Bix g .
Mexaniuni sxaroues (Broamwi wacricn) Y ’ Bixnosizac
BHIAMMUX YaCTOK
Hesuwimi vacricn >= 10 mxm No/ dmaxon | He Gispwe 6000 6
Hesnumumi vacrin >= 25 yiu N/ pnaxon | He Ginbire 600 0
Bianosiauicrs snavens Ri (Onmspko 8
A . XBUIHMH) NIKIB HA XPOMATOrPaMax : .
Liewrnikanin naxnirakceny (BEPX) ) i nd Bianosizae
BHNPOOyBAaHOTO T ¢Ta HJAPTHOTO
PO34IIHIR
Kinskicuuit ananis naKmitakceny (BEPX) MIY/MIT 6, 0:3% (5,7-6,3) 6,2
Crepusonicrs Crepunsiunii Crepiobinii
bakrepiany,ui CHAOTOKCHHHA EO/Mmr He 6inwure 0,67 Bianosinae
- ]

Hadpyrosano: (03-04-2020

Cropirxa | 3 |

KOHTPQOJIb SIKOCTI
CXBAJIEHO

Hyisenna Biznami/ Luisellq Vignati

/rianuc/
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CEPTU®IKAT HA CEPIIO BUPOGHUKA

Haspa MPOAYKTY

Konuwenrpanis/Cua iy
Jlikapenka popma, craay

Posmip ra tun ynaxoskn

Howmep cepii

Hara BupoSunnrea

Tepmin npuparnocri
Kpa’ina»in'um[)'rep

Homep peecrpauiitnoro NocBixyenns
Hazsa ra apgpeca BHpoOHUKa

Homep ninensiy BHPOGHUIOT Ainbnnni
Pesysnrarn anaJzy

Komenrapi:
e Kinnkicrs OMHHI UL

Pesynvrarn MEPEBipku Beiel noxymenTauii WOA0 BHILE3r
OCHOBHUM BUPOOHHYMM JOKYMEHTAM, Orli

BIANOBLAHICTE

3asBa upo ceprudikaniio

Lum a1 migreepmkyio, mo HaBenena puwe inpopManin cripasins | roums, s ce
OJIb SIKOCTI, HA BHILE3a3HAYEH ] BY
AIEKHOT BUPOGHUHIOT mp
CECTPALIHHOTO MTOCBiqueHTs YK

BHTOTOBJICHA, y TOMY YHCII YIIaKOBKA T2 KOHTp
HOBHIH BifnoBijHocTi 3 BuMoramu H
oprany i 3i crienudixanismu p
[Tpororonn BAPOOHMIITBA, T1aK
BrMoram GMP,

YBAHHS | ap

/miznmc/
Menedoicep 3 KONMponio akocmi
H-p Lunyus Manmosani/ Dr.ssa Cinzia Mantovani

anis cepii Gyno MEePEBIPEHO | B

ITAKITITAKCEJ-BICTA

Omr/mit (100 mr/ 16,7 mi)
KoHuenrpar s POSUMHY st IHy31i,
[Mawirakcen

Crnsnmit dutaxon 16,7 mi
08Vs011

0272020

0272023

Ykpaina

UA/13988/01/01

Axrasic [tanis C.n A,

Bia ITacrep, 10

20014 Hepgiano Minan, Iranis

Ne aM-142/2019
Ceprudikar axocti gonaernes

/
2998

amanoro MpoayKTy npoaemMoHCTpyBanm ii
CAHUM Y 3a3HAYCHUX BUIIE MCTOAAX,

pis mponykry Gyia
pobunyilt ginsuui p
AKTHKN  MICLICBOTO  PeryssTopHoro
paini-imrioprepa.

M3HAHO TAKOIO, O BINoOBiae

Hepaiano, 03/04/2020



Actavis ltaly 5.p.A. a socio unico
A Teva tompany - Capitale sociale € 120.000,00 i.v.
Sede Legale stabilimento: via Luigi Pasteur, 10 . 20014 Nervianog (Ml)

Registro Imprese di Milano - CF./PIVA 09193481000 - REA MI-1867004
Tel. +39 0331 983111 - Fax +39 03

31583455 . PEC actavfs.certiﬂggmai(@actavis.telecom 0st, it
messslledmail@actavis, tele POSt, it

PACI,.,I"I‘AXEL-VIST/\ 100mg/16,7m) cone. for solution for inf.

Code ; 120004800
Batoh n, 08Vs01]
Mfr date 02-2020
Exp date 02-2023

Deseription.

Clear, slightly viscoys solution, colourless to pale yellow. The via)

with aluminium cap with polypropylene disk.

R T e T > U. M o SPECIEICATTION « o - EA ST RESULT~ - -
Appearance Clear, slightly viscous solution, Complies
colourless to pale vellow
Colour of solution ar4d2s nm A N.M.T. 0.05 0.03
Clarity of solutjon Clear Clear
PH (1710 viv in water) 33 43 3.8
Extractable volume ml/v] N.L.T. 16,7 17.0
Water % NMT. 2.0 1.5
Visible particles Solution free of visible Complies
particles
Sub-visible particles >= 10 micropn nv] N.M.T. 6000 6
Sub-visible particleg = 25 micron n°v| N.M.T. 600 0
Identification of Paclitaxel (HPLC) Complies with Ry Positive
(approxixmnely 8 minutes) of
the reference Standard
Assay of Paclitaxel (HPLC) mg/mi 6.0 +/ 5% (5.7-6.3) 6.2
Sterility Sterile Sterile
Bacterial Endotoxing EU/mg NMT 0.67 Complies

Supplier ScinoPharm - batchn, 711] 1AA292

Printed on: 03-04-2020

Page 1 of 1

Analysisg certificate number ;

S are stoppered with g bromobutyl rubbe

QUALIMTY CONTROL
APPROVED By

Ludsella Vignar

bj;f \\Sm&(»‘ ?&%} WA

I'stopper and sealed

1039543
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MANUFACTURER’S BATCH CERTIFICATE

Name of product PACLITAXEL-VISTA
Strength/Potency 6mg/ml (100mg/16.7ml)
Dosage form, composition Concentrate for sol. for inf,, Paclitaxel
Package size and type 16.7ml glass vial
Lot number 08Vs5011
Date of Manufacture 02/2020
Expiry date 0272023
Importing Country Ukraine
Marketing Autorization number UA/13988/01/01
Actavis Italy S.p.A.
Name and address of manufacturer Via Pasteur, 10
20014 Nerviano MILAN, lItaly
Manufacturer Authorization number aM-142/2019
Results of analysis Attached is Certificate of Analysis
Comments: /
*  Number of units 2998

All documentation for the above mentioned product has been reviewed and found to be in compliance with
the master production documents described in the above methods,

Certification statement

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging 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,

N,
-~ T
Q"'*/\"’i'ﬁ‘*’\‘ RAL L NN S

Qﬁlxliﬁed Person
Drssa Cinzia Mantovani Nerviano 03/04/202()
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