AEPXJIIKCITYXKBA
AEPXKABHA CJIYIKEA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMUM y m. KHEBI
By/l. bepesnskisceka, 29, Kuis, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon CIPITIOY 37079055

BUCHOBOK
Npo AKiCTs BBE3EHOro B Ykpaiuy nikapceicoro 3acoby

10.08.2022 Ne 31544/22/26

IPHHOTEKAH-BICTA

(HaAMeHy BaHHS NiKapcLKOro 3acaby 3riaHo 3 peccTpauifimm MOCBIAHCHHAM)
KOHUEHTPAT ISi IPHIOTYBAHNAS PO3unHY And indysiii, 20 mr/ma no 5 ma (100 mr) y paaoni;
o 1 duiakony B kaprouniii kopobui

(hopma BUNYCKY. N0IYBAHNHA, BHA NAKYBAHHN JNiKapesKoro zacoby)
Homep peectpauiiinoro noceiguenns UA/14240/01/01 crpox aii peectpauiittoro nocsinuenns 14.11.2024
Cepin nixapcbkoro sacoGy Ne 2RC5012 Kinbkicts Baesenoro nikapcekoro sacoby 1503

BupobHik Axragic Itanis C.n.A., Itanis

(HaliMeHYBaKHA BUPOGHKKA NiKapebkoro 3acoly, KpaiHa NOXOMKEHHN)

BeescHo B Ykpainy TOBAPUCTBO 3 OBMEXEHOI BIAIIOBIIJAJBHICTH)
"BYCT ®APMA", ineur. woa: 44107410

(nalimenypanns ta koa sa €IPTIOVY jopuanunof ocobu abo npiasutie, iM's, no Gatekosi diznynol
oco0H - niampuemL, 1T MicLie NpOXHBAKKS Ta PEECTPALIFAHKA HOMEp 0BRIKOBOT KAPTKH NAATHMKA
nonarkis a6o cepia Ta HOMED NAacnopTa)

3a  pesyneTaTami  HEPKABHOrO KONTPOMI0 BCTAHOBNEHO, IO NikapchkWi  3aci6  BeeseHo B  VYkpainy 3
AOTPHMAHHAM eumor 3akoHonaBcTBa WO 3abe3nedeHns AKocTi ikapckkux 3acobis.

-l

HauansHuk Z Muxona XOJIOJIEHKO

o

e T T AFRER :
(nocanosa ocoba 1Y, fucpmg?tﬁm,xonmomu) (nignuc) (iniuianu Ta npissuiue)
ﬁ B SRR TOLNN
S
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IPHHOTEKAH-BICTA, 100mr/5m1 KOHUEHTPAT 115 NPHTOTYBAIHA PO3THHY JUIA iHy3iit

Koa: 120006219

Omue:

Ilposopuii  poswin, GeaGapenumi

Cepin Ne 2RC5012
Hama suzomoenennn 05-2022
Tepain npudamnocini 05-2025

HHomep cepmuchivamy skocmi 1041280

abo  Gnimo-XOBTOr0  Konkopy. ONAKOEM 3AKYNOPEHi KOpKAMH 3
OpoMOYTHAKAYUYKY Ta 3ATICUATAHI AMOMIHIERHMH KPUIMICUKAMU 3 BiJPHRHUM S3WIKOM Ta MOTINpONinenoBmM

AUCKOM.
OAMHHLL
[NAPAMETP, IO [IEPEBIPSICTLCS BUMIEY BHMOI'Y CHEHHBIKALIT PEIVIIETAT
SosHinHil BRI Tpo3opuii, 6eadapeunii abo Gnifo- Bimnosizac
SKOBTOTO KOJALOPY POIUIE

ITpo3opicTs po3uNEY Posuin noenHeH DyTH NPO30PHM Ta [Tposopuii

BHTPHMYBATH MOPIBIAHHA 3 STANOHHHM

posuiiom [

Konip posiuuy GY Poswini noenuct Gyti GesGapsnng aGo Binnosiaae

BHTPHUMYBATH NOPIBHAHHS 3 ETATOHHUM

posunnom GY 2
Lnenrudivanin Ipasoresany BinnosianicTs MAKCHMYMIB TIOPAHHAES Mosurueanii
rLpOKIOpHAY TP apaTy (YD) CHEKTPIB BHTPOSYBAHOTO | CTAHAAPTHOIO
]'Jﬂ'i‘lllll]li
TrenrHdikaiig lpunorerany Bianositicrs suagent Re nikis va Tloanrueunit
riapoxiopiay tpuriapary (BEPX) XPOMATOrPAMIX BHIPOOYRANONO 1
CTAHTAPTHOTO POIUHHIE

00’ €M, 110 BITATBCTEUH M/ G He menin ik 5,0 5,1
Kinsxicuuit suicr [punoTexany MBI 19,0 21,0 (20,0 £ 5%) 20,0
rinpoxnopu;y Tpuriapaty (BEPX)
Kamrrorennd (BEPX) % He Ginbw uin 015 0
7-ernun-kamuroreins (BEPX) 9% He Ginbw nik 0,15 0.01
7-ernn-10-riapokci-KaMaTOTEUIH Y% He Ginpu nisk 0,20 0,01
(BEPX)
Baicr Oyap-skixX HIDIX 10MiloK, % He Ginpn mix 0,20 0,09
inausinyansie susnavenns (BEPX)
Saransuuii syicr gomimok (REPX) Ya He Ginpm nik 1.5 03 .
Crepienics Crepunnumit CrepHIpHi
Buict Gaktepiainliiy eNA0TOKCHHIB EQx/mr He Hinbi mik 0,55 Bianosiac
BMicT HEBHANMMX SUCTUK PO3MipoM = 10} k-cTn/dn He Gibur nisk 6000 14
MiKkpol
BatcT BHAIMIR YACTOK Po3ulis He MICTIITs BIIHMHX HaCTOK Bianosinae
BMicT HeRHEMIX YACTOK PO3MipoM 2 25| k-cte/ (it He Gianus Hisk 600 0
MIKPOH
pH (Ge3 possenenus) 30 40 3.6
Hanwa dpysy: 20-05-2022 KOHTPOIL AKOCTI

Cmopinka | 3 1

HAOKYMEMT 3ATREPIDKELIH
Lusella Vignati
(nidnuc)
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CEPTH®IKAT AKOCTI BUPOBHHKA

Hassa npoaywty IPHHOTEKAH-BICTA

Konuenrpauin/smicr 20mr/mn (100Mr/5Mn y (riakoui)

JMirapenra dopaa, ernag ROUIEHTPAT [U14 TPHTOTYRAHKS porunny g indyaii, Ipunorexan
Tl Ta BMICT ¥UAKOBRH 5 M CKISHATT (hrakoH

Homep naprii 2RCS5012

Jara BUreTOBICHI 05/2022

Tepmin npraatTnocri 05/2025

Kpaiua-imnoprep Ykpaina

Homep peectpaniiinoro moceiguenus UA/14240/01/01
AxTapic [Taniz C.n.A.
Huzea komnanii Ta agpeca pupobunka  Bia [acrep 10
20014 Hepeiano, Minan, ITania

Howmep ainensii na Bupoduunrsoe aM-166/2019
PesyarraTs anamizy CepridikaT sxocTi aojaHmi
Komenrapi:

¢ Kiabgicrs oinHRUb 3003

Yen JokyMeHTanis Ha sasHavennii sue npoayxr Oyna nepemipena, mokymewTanis Binnopizae maiictep-
JOKYMCHTAN BHPOBHILTEL, 3a3HAYEHIHX B ONNCAnii MeTOMWILL,

Hewxaapauis npo ceprudiranino :
Him 8 nixrsepmkyio, 1o iHGopMAlia, HABCACHA BHILE, € aBTENTHYHOIO T upapmienolo. 3aiHateHa naptis
npoayKry Byra BHIOTOBIEHA, BEMIOYHO ONEPAIAMI 3 YIUKOBKI T4 KOUTPOJIO AKOCTI, Ha BHINEIAIHAUEHIH (-Hx}
AL (-xax), y noewiit pignosinsocti ao sumor Hanenool BupoGuuuoi Hpaxmucy (GMP) Ta sumor micuesux
Perymtopinx Opratiis, a Takoxk creuudikanil, sxazannx y Pecerpauiiinony Iocsiydenri, nananny & kpaiki-
IMIIOPTEPI. =

[Ipotteck sipoBIelHs NAPTIL, YIAKOBKI Ta 3BiTH NP0 PE3YTLTATH aHANizy Gyau Nepesiperi, NUITBEPREHO, WO
Bonn BianosiaaoTE 3uMoram GMP,

{nidnuce)
Mesempicep 13 KOHTPOIIO AKOCT] Nerviano 20/05/2022
Dr.ssa Cinzia Maniovani
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IRINOTECAN-VISTA 100mg/5m! cone. for sol. for inf.

Code: 120006219

Degeription:

Batch n. IRCS012
MEx date 035-2022
Exp date 05-2025

Analysis vertificate number: 1041280

Clear, colourless to slightly yellow solution. The vials are stoppered with a bromobutyl rubber stopper and sealed with
aluminium snap cap with polypropylene disk flip-off eap.

Appearance

Clarity of solution
Colour of solution

Identification lrinotecan (UV-VIS)
Identification Irinotecan (HPLC)

Extractable volume

Irinotecan hydrochloride trihydrate assay (HPLC)
Camptothecin (HPLC)
T-ethyl-camptothecin (HPLC)
T-ethyl-10-hydroxy-camprothecin (HPLC)
Any other individual impurities (HPLC)
Total impurities {HPLC)

Steriliey

Bacterial Endoloxins

Sub-visible particles ~= 10 micron

Visible purticles

Sub-visible particles = 25 micron

pH (as 15)

Supplier ScinoPharm Taiwan - Batch n°71134AA080

Printed on: X-(5-2612

Page 1 of 1

GY

mbvi
mg/ml
%
%
%o
%
%
EU/mg
vl

neyl

Clear, colourless to slightly
yellow solution

Clear solution
N.M.T. Degree 2

Complics with the spectrum of
reference standard

Retention time conform (o
reference standard

N.L.T. 5.0

19.0- 21.0 (20.0 +/- 5%)
N.M.T. 0,15

NMT. 015

N.M.T. 0.20

N.M.T. 0.20

N.M.T. L3

Sterile

N.M.T. 0.55

N.M.T, 6000

Solution free of visible
particles

N.M.T. 600

30 4.0

QUALITY CONTROL
APPROVED BY
Luisella Vigirail

o I A~
LALL AR

Complies

Clear
Complics

Positive
Positive

5.1
20.0
1]
0.01
0.01
0.09
0.3
Sterile
Complies
14
Complies

0
36
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MANUFACTURER'S BATCH CERTIFICATE

Name of product IRINOTECAN-VISTA
Strength/Poteney 20mg/ml (100mg/5ml in vial)
Dosage form, composition Concentrate for Solution for infusion, Irinotecan
Package size and type 5 ml glass vial
Lot number 2RC5012
Date of Manufacture 052022
Expiry date 05/2025
Importing Conntry Ukraine
Marketing Autorization number UAS14240/01/01

Actavis Italy S.p.A.
Name and address of manufacturer Via Pasteur, 10

20014 Nerviano MILAN, Italy
Manufacturer Authorization number aM-166/2019
Results of snalysis Auached is Certificate of Analysis
Comments: /

= Number of units 3003

All documentation for the ahove mentioned product has been reviewed and found 1o be in compliance with
the master production documents described in the above methods.

Certification statement

{ 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-menticned site(s) in full compliance
with the GMP requirements of the local Regulatory Authority and with the specitications in the Marketing
Authorization of the importing country.

The buteh processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

\.‘;,fi_l; Ok RN 08
_Qualified Person
" Dr.ssa Cinzia Maniovani Nerviano 20/05/2022
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