JAEPKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dlIs.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BUCHOBOK
Npo SIKiCTh BBE3€HOro B YKpaiHy JiKapcbKoro 3acody
27.12.2024 Ne 70972/24/26
IPHIBET

(HalMeHYBaHHA NiKapchbKOro 3acoly 3riiHO 3 peecTpaliHHHM NOCBIIYEHHAM)
KOHIEHTPAT Jis po3uHny s indys3iii, 20 mr/mu; no 15 ma/300 mr y ¢paaxoni; mo 1
daakoHy B KapTOHHIH KopoOoi

(dopma BHITyCKY, 103y BaHHS, BHJI NAKyBaHHS JlikapcbKoro 3aco0y)

Howmep peecrpauiiinoro nocsizuenns UA/19792/01/01 crpok aii peectpauiiinoro nocsinyenns 15.12.2027

Cepis nikapebkoro 3aco6y Ne 1IR24005 Kinskicth BBE3€HOrO Nikapcbkoro 3acoby 688

BupoGruk KOmxia @apma Cnemiesnitis Jlimiten, Inaist
(nailiMenyBanus BupobHKKa Nikapcekoro 3acoly, KpaiHa NoXouKEeHH )

BseseHo B Ykpainy TOBAPUCTBO 3 OBMEXKEHOIO BIAITIOBIJIAJIBHICTHO
"BYCT ®APMA", inenr. xon: 44107410

(naifimenyBanns Ta ko 3a €JIPTIOY ropuauunoi ocobu abo npissuuue, iM'a, no 6aTbkoBi
izuunoi ocobu - nixnpuemu, it Micue NpoxkvBanHs Ta peecTpauiiinuii nomep o6aikosoi
KAPTKH IJIaTHUKA 110/1aTKiB abo cepis Ta HoMep nacnopra)

MpoTokon Bisyansuoro kourposo sia 05.09.2024 Ne 2944/2.
JlaGopartopHuii aHani3 AKOCT Jikapcbkoro 3acoly 3aificHeHHii:

JIIT "LlenTpansHa aboparopis 3 aHasi3y SKOCTi JIiKapchKUX 3aC00iB i MEAMIHOT npoaykiii"
(m.KwuiB, Byn. Kynpssceka 10r m.Kuis, Bys1. Kyapsascbka 8B Kuiscbka o6iacts, c. Hosi
Ilerpisui, By IBana ®@panka, 19)

(naiiMenyBaHHs Ta MicuesHaxoukeHHs aGoparopii, o nposena naboparopHuii ananis AKocTi)

BHCHOBOK 110/10 AIKOCTi JKapchbKoro 3acoby, Buaanuii naGoparopieio in 15.11.2024 Ne 2228
PesynbTaTh 1a60paTOPHOro aHaMi3y SKOCTI JliKapehbKkoro 3aco0y 3a nepeBipeHHMH NokazHMKaMH BUITIOBIIAKOTH
BHMOTaM METO/LIB KOHTPOJIO AKOCTi (aHai THYHO-HOPMATHBHOT IOKYMEHTaLiT).

3a pe3yNbTaTaMH JIEPXKABHOTO KOHTPOJIO BCTAHOB/IEHO, IO nikapcekmit  3aci6 BBeseHo B YKpaiHy 3
OaaBCTBA 100 3a6e3neueHHs AKOCTI Jlikapc 3acobiB.

Muxkona XOJIOJAEHKO

0J110) (mignuc) (iniuiany Ta npizBuiLE)




Hepxkapua cityx6a Yipainu
3 JIIKAPCbKMX 3aCO0IB Ta KOHTPOJIIO 34
HAPKOTHKaAMH

Aepxasue nianpueverio "Hentpansua
aaGoparopis 3 aHaxizy sIKocTi JiKapeLKHX
34C00iB i MeTHUHOT npoaAyKuii"

State Service of Ukraine on Medicines
and Drugs Control

[A5—=

A,
\'l[}<>

B

State Enterprise "Central
Laboratory for Quality Control of
Medicines and Medical Products”

Ykpaika, 04053, m.Kuis, ayn. Kydpsiscoxa 100

mern./chakc (044) 272 57 98

web: www.clab.com.ua, e-mail:

10G, Kudryavska street, Kyiv, Ukraine, 04053
Tel /Fax +380 (44) 272 57 98

centrallab@clab.com.ua web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

Ceprudikar anajizy Ne 2228 Bin 14.11.2024

Hasga 3paska:

Pecerpauiiinmii Homep:
Bupotuuik:

Howep cepii:

Micue Binbopy 3paska:
3amoBHUK:
Cynposinuuii fokymentr:
AKT Biabopy 3paska:
Cran 3pa3ka:

JdaTa oTpumanns 3pazka:
Jatu BukoHauust poGir:
Bua koutposio:

Micue nposeaenns
Al ILHOCTI:

H/, Bianosiaxo 1o sikoi
NpoBOANBES anais:

[PHI3ET, koHUeHTpaT Ais posuuny juist indy3iii, 20 Mr/mn; no 15 mn/300 mry
tnaxoui; no | dnaxony B kapToHHIN KopoSui

2350.24

KO mxia ®apma Cnewwienirtis Jlimiten, Iuais

11R24005

TOB "BYCT ®APMA"

Hepixasna ciyxba Ykpaiun 3 nikapcbKux 3aco0iB Ta KOHTPOIIO 38 HAPKOTHKAMH
JIuer Ne 9251-002.0.1/002.3/2-24 8in 05.11.2024 p.

Ne Bin 06.11.2024

3pa3ok B cTaHi MPHAATHOMY UTA NPOBEAEHHA BUNIPOOYBaHb

07.11.2024

07.11.2024 - 14.11.2024

3a posnopsuskentaM Jlepxkanrol cay:xou Ykpainn 3 Jikapcbkiux 3aco0iB 1a KOHTPOIIO
3a Hapkotukamu ("IM", INocranosa 902)

JIIT «llenTpanbha nadopaTopis 3 aHai3y SKOCTI NKAPCLKUX 3ac00iB | MeAHuHOT
NPOAYKLIT»

MKS 10 p.n.Ne UA/19792/01/01

Bumorn HL | Peaynstatu
1. Y& cnekrpodhoTomeTpis. Bianosigae
Y® cnekTp nornvHaHHa sunpobyBaHoro posvnHy mae signosigatv Y
CMEKTPY NOrMNUHAHHA PO34MHY CTaHAAPTY.
2. BEPX. Bianoeigae
Yac yTpuMyBaHHA OCHOBHOTO Mika Ha xpoMaTorpami BunpobysaHoro
PO34YKHY Mae BiANOBIAATY Yacy YTPUMYBaHHA OCHOBHOrO Nika Ha
XpOMaTorpami po3ynHy ctaHaapTy, oTpumanin e n. "KinbkicHe
BU3HAYEHHRA".
1. KoHWiA MmN MICTUTB ipMHOTeKaHy rigpoxnopvay (Tpuriaparty) 20,1 mr
[C33H38N406 x HCI x 3H20)] eif 3aseneHol kinskocTi: 19,0 - 21,0 mr
2. KoxHuia Mn MiCTUTb ipMHOTEKaRy rigpoxnopugy (Tpurigparty) 100,5 %
[C33H38N406 x HCI x 3H20] Bin 3aseneHol kinbkocTi: 95,0 - 105,0 %
pH 3,0-40 35
MexaHiuHi BKNIOYEeHHS Metog cBiTNOBoKyBaHHSA, KiNbKICTh YACTOK/KOHTERHED: Bianosinae
= 10 mkm: He Ginble 6000
= 25 mkm: He Binble 600
06'em, WO BUTArAETLCA (mn) 15 mn/300 mr: He meHwe 15,0 Bianosinae
3oBHiWHIA BUrNAA 1. Mpo3opicTb Ta CTyNiHbL onanecueHuil piauHu. Bianosigae
PO34KHY; 30BHILUHIN Bunpo6ysaHuin poauvH Mae ByTi MEHLL ONanecuioYnM, HiX eTanoH-
BUINAL POIYUHY 1
2. CtyniHe 3abapeneHHs. Bignosinae
BunpobyBsaHuin po3unH mae ByTu npo3opum Ta 3abapeneHum He
iHTEHCHBHIWE, HiX eTanoH GY2
YnakoBKka 3riaHo suMor MKA Bianoeinae
MapkyBaHH#s 3riaHo Bumor MKA Bianosinae
BUCHOEKM: Ceprudikar ananisy Ne 2228 sia 14.11.2024 nigrsepakye, Wo nepepipenuii 3pasok mnpenaparty

IPHI3ET,

SOP/G-5.10/D1

KOHUEHTPAT 1A po3vuHy s ingysii, 20 mr/ma; no 15 mn/300 mry ¢nakoni; no |
Crop. 1ia 2



Jlimiten, Inaia Bignosinae .v"" UA/19792/01/01 3a HaReaeHUMM BHlLe
i oY

MNOKA3HHKaAMH. -,

Jupextop o PTTIONK G gyfan MAPKIH

Ceprudikar aHanisy He niansrae nosHomy abo uacTKkosa m

aHanizy SKOCTi NiKapchbKMX 3aCOOTET MeAHUHOT MPOAYKLIT™

Kineus ceprudikara ananizy Ne 2228 sin 14.11.2024

SOP/G-5.10/D1 Crop.2i32



Capsgeii Ne 550, 551 Ta

HO/TKTIA PAPMA CIHEHIIEJIITI3 JIMITE/]
552, Koaryp Binagxk, llamipner Maugan, Mexguau - Maakamxaupi, Hictpikt Meguad,

Tenanrana Creiit,500101 — Ingis
CEPTUP®IKAT AHAJII3Y HATOTOBY IIPOJAYKTIIO

eugiei

. 2
%a;:a.ﬁzﬂiﬁ . IPHIZET 300 A.R. Ne: EPFP24001115
Cans PMA | [ TAKOH I3 OJTHIEIO JI03010] Tara pumycky:  |30.05.2024
[PHHOTEKARY I'VTIPOXJIOPHJTY 20MI'/MIT _ Tata
3araJnHa Ha3Ba KOHIIEHTPAT JJIA PO3YNHY JJIA IHOVY 311 BHDOGHIIITEA: TpaBens-2024
(300 MI/15 MJI) POOHHITEA:
Cepist HoMep: 1TR24005 Tepitt | gpirens-2027
NPHAATHOCTI:

. Cnenndikanis EP1- FPS/
Komzonapy: SIEBBARDR Ne: SIIHBBAAUR- 0-00
Po3mMip cepii: 1591 ®@nakoHn Cropinka No: 132
S.No. TecT PesyabTart Crenudikanis

IIpozopmit  Ge30apBHINI ~ pO3YHH, Bl.'u TpEEOPAT; |GEsBApRHIOIY. 10
: 2 . CBITNIO-;KOBTOTO KOJIBOPY pO3YHH,
BINBHHIT  BiJ  BHJUMHX  9acToK, . N
& ; 3aTaOM BITBHII BiJ BHIIMHIX
3aTIOBHEHIIT Yy (IakoH i3 TEMHOTO .
G JacTOK, HANOBHEHHI y (IakoH
CKJa, 3aKyHOPEHHII Cipol0 I'yMOBOIO
1 Ommic . |TEMHOTO CKJa 3 TYMOBOIO IIPOOKOIO
TIpoOKOI0 Ta 3alevaTa I | . N
3 ciporo KONbOPY Ta YKYIOPEHIII
ANFOMIHIE€BOIO KPHIIKOIO 3 .
: < ATTFOMiHi€BIIM KOBITAYKOM 3
TIOJIIIPOTILIEHOBHM JIHCKOM JKOBTOTO . .
TIONITIPOTIIEHOBHM JIIICKOM
KOJBOpY.
JKOBTOT'O KOJIBOPY.
2 InenTHOIKaIig
Vo CIIEKTP norHaHHA | YO CIEKTP TOTIITHAHHSA
>1 v BHIIPOOOBYBAHOTO PO3UNHY BiJIIOBidac [BHIIPOOOBYBAHOTO  PO3UNHY  Ma€
e V@ cnekrpy TOTINHAHHA PpO3YIHY |BiOIIOBiTAaTH Vo CHEKTPY
CTaHAAPTY. TIOTIINHAHHSA PO3YIHY CTaHJapTy.
Yac yTpuMyBaHHS OCHOBHOTO TIiKYy|Yac yTpHMYyBaHHS OCHOBHOTO IIKY
BHIIPOOOBYBAHOTO PO3UHHY BiIOBida€ |BHIIPOOOBYBAHOTO PO3YIHY IIOBIHEH
2.2 |BEPX qacy  YIPHMYBaHHS pPO3YNHY |BiIIOBINAaTH  wacy  VTPIMYBaHHA
CTaHAapTa, OTPHMAaHOTO IiJ Yac |pO3YHHY CTaHJapTa, OTPHMAHOTO IIiJI
KinbKicHOr0 BH3HAYEHHS. gac KinbKicHOTO BH3HAYEHHS.
3 KinekicHe pi3HaueHHA (BEPX)

KoKHITT MII MICTHTB ipITHOTEKaHY

3.1 |rigpoxnopuny (TpHTigpary) 20,0 mr He menme 19,0 Ta He 6inpnre 21,0
[C33H38N406-HCI*3H20]

3.2.1 | % Big 3aABIeHOI KITBKOCTI 100.1 % He Mente 95,0 Ta He 611p111e 105,0

4 Cymposigai qoMmimkn (% m./M., BEPX)

4.1 3a3sHaYeHI JOMIIIKH

4.1.1 |Esp. ®apm. Tomimka E Hinkge LOQ (0,031) He Gimpmre 0,15

4.2  |Byap-gKi Hecremu}iKoBaHi JOMITITKII 0,12 % m/M He 6inp1re 0,2

43 CyMa JoMiIlToK 0,12 % m/M He 6impire 0,8

5 BakTepianpHi eHIoTOKCHEHN (€0/MT) Memnmre 0,286 He Gimpmre 0,286

6 CTepIIBHICTE CTepIIbHIIT Mae OYTH CTepPHIBHIM

7 pH 3.56 Big 3,0 o 4,0

Iligrorysas IlepeBipeno 3aTBepaKeHo

Im's K.Bana Cyopamanosxicam P.Pappana Y. Pamayanopa Pao
IMigmuc Alionuc/ /ionuc/ Alionuc/
Biggia Meneoxcep konmponro akocmi Cmapuiiii mexHeoxcep Cmapuiiiti MmeHeoxcep
Iionuc i oama 11.06.2024 11.06.2024 11.06.2024




eugiei
HO/TKTIA PAPMA CIHEHIIEJIITI3 JIMITE/] g
Capgeii Ne 550, 551 Ta 552, Koaryp Binagxk, lllamipner Maugan, Mexguau - Maakaxaupi, HicTpikt Meguad,
Tenanrana Creiit,500101 — Ingis
CEPTUP®IKAT AHAJII3Y HATOTOBY IIPOJAYKTIIO

. o: EPFP24001115
%";:;‘;f{‘;ﬂgma IPHI3ET 300 aRk-N
Cra [@JTAKOH I3 OJTHIETO TO3010] Jata pumycky: |30.05.2024
IPHHOTEKAHY I'ITPOXJIOPHTY 20MI/MJI
JaraneEa HasBa | KOHI[EHTPAT JUTS PO3UIHY UL THOV3IT HAata | TpaBems-2024
(300 MI/15 MJT) BHPOOHHIITBA:
Cepist HoMep: 1TR24005 Tepitt | gpirens-2027
NPHIATHOCTI:
. Cnenndikanis EP1- FPS/
Koz ToBapy: SIIHBBAAUR No: SIHBBAAUR- 0-00
Po3mMip cepii: 1591 ®@nakoHn Cropinka No: 232
S.No.| TecT PesyabTar Crnenugikanis
MexaHiTHI BKIIFOUSHHS (METO
8 CBITIIOOIOKYBAaHHSA, KiTBKICT
JacTOK/KOHTEIHED)
8.1 |>=10 mxm 64 He 6insmre 6000
8.2 |>=25 MM 0 He 6insmre 600
O06’eM, 10 BUTATAETHCH (M) 15,20 M He menmre 15,0
IlormmHazHEA Koasopy (AU, 3a TOBXKIHI
10 xB1 430 M, MeTo Y@-BuaIMOL 0,2063 AU He 6insire 0.3
CIEKTPO(hOTOMETPIT)
OcMoambHicTE (MOCMOIIB/KT) 306,00 MOCMOJIB/KT Bing 280 o 320
12 30BHINIHIIT BUTIIA pO3YHHY
T T T— Bumpo6oB yBaHIHIT _ posumH  Mae BrmpoGoByBaHIIil PO3THH Mae oyt
12.1 | . MEHIITY OTIAJIECIICHIIi0, HK eTaJlOHHA | MEHII OMaJecITIOIYIM, HiX eTaIoH-
i CycIeH3ig-1 1
BumpoGoByBaHIII po3YNH IIpo30pHil | BrmpoOoByBaHINl po3unH Mae OVTH
12.2 | CTymiHb 3a0apBIeHHA PiTHHI i MEHII IHTeHCHBHO 3a0apBIIeHINI, | Mpo30pIM Ta 3a0apBICHIM He
HiK eTanoH GY2. IHTEHCHBHIIIlE, HiK eTanoH GY2

CriocTepeskeHHS: BiIOBIIHO [0 HaBeJeHOI BiIe crermigikarii 3paska & Bigmosinae / O He Bigmosimgae

Po3Mip yIIakoBKI: 1 KapTOHHA YIIaKOBKa.

Kpaina-immoptep: YkpaiHa.

Howmep peectpaniiigoro mocBiguenaa: UA/19792/01/01.

PeecTpamis:

Jarta peecTpamiiiHoro mocpigueHns: 19.12.2022.

TepMiH il peecTpaliiiHoro mocBimaeHns: 15.12.2027.

Ceprudikarn BigmosigHocTi GMP: BrcHoBoK Jlep:kaBHol c1y:kOH YKpalHil 3 TiKapchKIX 3ac00iB Ta KOHTPOIIO 338 HAPKOTHKAMIT
Ne FT055/MH/00 1/2024, mificHmii go: 25.11.2024.

IIpamitka. CepTudikaT aHami3y IiATOTOBICHO BimmoBimHO mo 3aTBeppkeHnX MO3 VKpalHHI MeTOIB KOHTPOTIO SKOCTI
JIKapCBKOTO 3aco0y.

ITmM s 3acBiguyio, IO HaBedeHa BHINE iH(OpMAIlil € JOCTOBIDHOW Ta TOYHOK. L9 mmapria mpoIykry Oyia
BHT'OTOBJICHA/BHTOTOBIICHA, BKIIOUAIOWN NTAKYBAaHHA/MapKyBaHHA Ta KOHTPOJb SKOCTI Ha BIINe3a3HAUCHIl MiIAHIN V IOBHII
BiAIOBigHOCTI 10 BrMoTr GMP MicIIeBOTO peryIITOPHOTO OpraHy Ta JO cIeIH(iKaIiil v JIimeHsii Ha mpoJak KpaiHi-iMmopTepa.
3amiIci mpo cepiiiHy 00poOKy, IMaKyBaHHS Ta aHaJi3 Oy epeBipeHi Ta BI3HAHI TAaKIIMIL, 1110 BiamoBigaroTe GMP.

Iligrorysas IlepeBipeno 3aTBepaKeHo
Im's K.Bana Cyopamanosxicam P.Pappana Y. Pamayanopa Pao
IMigmuc Alionuc/ /ionuc/ Alionuc/
Biggia Meneoxcep konmponro akocmi Cmapuiiii mexHeoxcep Cmapuiiiti MmeHeoxcep
ITionuc i oama 11.06.2024 11.06.2024 11.06.2024
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EUGIA PHARMA SPECIALITIES LIMITED

Survey No 550,551 and 552, Kolthur Village, Shamirpet Mandal, Medchal - Malkajgiri, District
Medchal, Telangana State, 500101 - India

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Product Name "
eenge:iiarm IRNIZET 300 A.R. No.: EPFP24001115
SINGLE - DOSE VIAL Date of
Strength { ] e 30/05/2024
IRINOTECAN HYDROCHLORIDE 20 mg/mL
Generic Name | CONCENTRATE FOR SOLUTION FOR Mfg Date: May-2024
INFUSION (300 mg/15 mL)
Batch No.: 11IR24005 Exp. Date: April-2027
. Specification | EP1-FPS/
Product Code: | SIIHBCAAUR No:s SITHBCAAUR-0-00
Ratch Size: | 1591 Vials | PageNe: | 010f04
S.No. Test Result Specification
Clear slightly yellow solution, | Clear colorless to slightly
essentially free from visible | yellow solution, essentially free
particles filled in amber glass | from visible particles filled in
1 Description vial stoppered with gray rubber | amber glass vial stoppered with
stopper and sealed with | gray rubber stopper and sealed
aluminium seal having Yellow | with aluminium seal having
color PP disc. Yellow color PP disc.
2 Identification

2.1 By UV

The UV absorption spectrum of
the Sample solution
corresponds to that of the
Standard solution.

The UV absorption spectrum
of the Sample solution should
corresponds to that of the
Standard solution.

2.2

By HPLC

The retention time of the major
peak of the Sample solution
corresponds to that of the
Standard solution, as obtained
in the Assay.

The retention time of the major
peak of the Sample solution
should corresponds to that of
the Standard solution, as
obtained in the Assay.

3 Assay (By HPLC)

Each mL contains Irinotecan

Not less than 19.0 and Not

31 hydrochloride (Trihydrate) 20.0 mg
[C33H38N406 *HCle 3H20] e than 210
32 | % of label claim 100.1 % izielif;:?g : 3‘0 S
Prepared By Checked By Approved By
Name k-ﬂu_’guh{ A,LMQI-'M Q Qowmnf- Qt‘ w&m&o
Designation Dy-thamert£/) S Moweges Mooy
i | = o N
Department (A -/ qc QA
Sign & Date W!a&liﬂw cJ{aﬂa/wm W\\\Od&n‘zﬂ
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EUGIA PHARMA SPECIALITIES LIMITED
Survey No 550,551 and 552, Kolthur Village, Shamirpet Mandal, Medchal - Malkajgiri, District
Medchal, Telangana State, 500101 - India

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Product Name .
e IRNIZET 300 A.R. No.: EPFP24001115
SINGLE - DOSE VIAL Date of
Strength [ ] Relea‘;e: 30/05/2024
Irinotecan Hydrochloride 20 mg/mL
Generic Name Concentrate for Solution for Infusion Mfg Date: May-2024
(300 mg/15 mL)
Batch No.: 1IR24005 Exp. Date: April-2027
- Specification EP1-FPS/

Product Code: SIIHBCAAUR Nix: SITHBCAAUR-0-00
Batch Size: 1591 Vials Page No.: 02 of 04
S.Ns. | Test Result | Specification
4 Related Substances (%m/m,

By HPLC)
4.1 Specified Impurities
4.1.1 | Ph.Eur.Impurity-E Below LOQ(0.031) Not more than 0.15
4.2 Any unspecified impurity 0.12 % m/m Not more than 0.2
4.3 Total impurities 0.12 % m/m Not more than 0.8
5 Bacterial Endotoxin (EU/mg) | Less than 0.286 Not more than 0.286
6 Sterility Sterile Must be sterile
7 pH 3.56 Between 3.0 and 4.0

Particulate contamination (By
8 light Obscuration method,

number of particles/container)
8.1 |>=10pum 64 Not more than 6000
82 >=25 um 0 Not more than 600
9 Extractable volume (mL) 15.20 mL Not less than 15.0

Color Absorbance (AU, At
10 430 nm, By UV-Visible) 0.2063 AU Not more than 0.3
11 Osmolarity (mOsmol/kg) 306.00 mOsmol/kg Between 280 and 320
12 Appearance of solution

Prepared By Checked By Approved By

Name k'&dﬁﬁlb%mqﬁﬂd e = &Wr\c Q_LM &Mc/\/\a.m&/ﬂeo-‘t_

Designation N l}' » MAMES LA & - Momagea St W“@W
Department & - o e 4 @éﬁ-
Sign & Date | (M\\OMW p&«b«:j\k_,,!m‘? Mbd*zo'ut
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EUGIA PHARMA SPECIALITIES LIMITED
Survey No 550,551 and 552, Kolthur Village, Shamirpet Mandal, Medchal - Malkajgiri, District
Medchal, Telangana State, 500101 - India

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Product Name .
i IRNIZET 300 A.R. No.: EPFP24001115
SINGLE - DOSE VIAL Date of
Strength [ | Rd:a';e: 30/05/2024
Irinotecan Hydrochloride 20 mg/mL
Generic Name Concentrate for Solution for Infusion Mig Date: May-2024
(300 mg/15 mL)
Batch No.: 11R24005 Exp. Date: April-2027
" Specification EP1-FPS/
Product Code: SIIHBCAAUR N SITHBCAAUR-0-00
Batch Size: 1591 Vials Page No.: 03 of 04
S.No. | Test | Resuli | Specification
Clarity and degree of Sample solution is less Sample solution should be less
12.1 Bt opalescence than reference opalescence than reference
opalescence of liquid : s
suspension-1 suspension-1
G Sample solution should be
Sample solution is clear and ) A viok srieee it
12.2 | Degree of coloration of liquid | less intensely colored than Clear an sely
: colored than GY2 reference
GY?2 reference solution. <colution

Observation: As per the above specification of the sample w(énplies / o Does not comply

Pack size: 1’s Carton Pack.

Importing country: Ukraine.
Number of Marketing Authorization: UA/19792/01/01.

Registration:

Date of certificate registration: 19.12.2022.

Repistration validity 15 12 2027

GMP compliance certificates: Conclusion of the State Service of Ukraine on Medicines and Drug Control No.

FT055/MH/001/2024, valid till: 25/11/2024.

Note: Certificate of analysis is prepared in line with Ukraine MoH approved methods for quality control of

drug product.
Prepared By Checked By Approved By
Name K Reulo Cuprawsafuls R G =W Cococuasndiin boo
Designation 'D\-; Masese Sy Momedss U Yo sne s~
Department o - A O J RQL
| Sign & Date et hvory %Ml\‘w!wm =QK%‘/7L1\ob\a.o2_~1
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EUGIA PHARMA SPECIALITIES LIMITED
Survey No 550,551 and 552, Kolthur Village, Shamirpet Mandal, Medchal - Malkajgiri, District
Medchal, Telangana State, 500101 - India

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Product Name :
< o IRNIZET 300 A.R. No.: EPFP24001115
SINGLE - DOSE VIAL Date of
Strength [ ] i 30/05/2024
Irinotecan Hydrochloride 20 mg/mL
Generic Name Concentrate for Solution for Infusion Mfg Date: May-2024
(300 mg/15 mL)
Batch No.: 1TR24005 Exp. Date: April-2027
: Specification EP1-FPS/
Product Code: SITHBCAAUR Nogh SITHBCAAUR-0-00
Batch Size: 1591 Vials Page No.: 04 of 04

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

fabricated/manufactured, including packaging/marking and quality control at the above-mentioned site 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.

Prepared By

Checked By

Approved By

Name k ‘ @G‘j‘o\' Q%MMMJ e, &qu e, Q:WN\QMKE&_
Designation \:\u\nMM«ﬁ\m Sy Managey g‘\(‘.w
Department o, n Q¢ - &A )

Sign & Date "ﬂ‘z'ﬁ'l‘oc. \M p{éuw'{gw[ w1y, W\ loo\nony
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