JAEPXKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
npos. Haaii Ceitnuunofi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPIIOY 37079055

BUCHOBOK
Npo sIKiCTH BBE3€HOro B YKpaiHy JiKapchbKoro 3acody
27.12.2024 Ne 70971/24/26
IPHIBET

(HaliMenyBaHus JikapchKoro 3acofy 3rifiHo 3 peccrpauiiHUM NOCBiMEHHIM)
KOHIEHTPAT MJist po3uuuy st indysii, 20 mr/mi; no S mu/100 mr y ¢uraxoni; no 1 pnaxony
B KapTOHHIH KopoOui
(thopma BunyCKy, N03yBaHHs, BHI NaKyBaHHA Jikapcekoro 3acoly)

Homep peectpauiitnoro nocsiauenns UA/19792/01/01 crpok aif peectpauiiinoro nocsiguenns 15.12.2027
Cepis nikapcbkoro 3aco6y Ne 1IR24006 KinbkicTs BBe3eHoro nikapeskoro saco6y 1000

Bupobuuk O xia @apma Cremienitis Jlimiten, Ingis
(naiiMeHyBaHHs BHpOOHHKA JikapchKoro 3aco0y, KpaiHa NoxoIKeHH)

Baeseno B Ykpainy TOBAPHUCTBO 3 OBMEXKEHOIO BIITTOBIJAJIBHICTIO
"BVCT ®APMA", inenT. xon: 44107410

(naiimenysanns Ta koJ1 3a €JIPTIOY iopuauunoi ocobu aGo npissuue, iM's, no 6aTbKoBi
diznunoi ocobu - nianpuemus, if MicLe NPOKHBAHHS Ta peecTpaitinuii Homep obnikosoi
KapTKH IUIaTHHKA MoAaTKiB abo cepia Ta HOMEp nacnopra)

IMporokon Bizyansnoro koutposio sin 05.09.2024 Ne 2944/1.
Jla6opaTtopHuii aHaii3 AKOCTI JiKapchkoro 3aco0y 3ailicHeHH il

JII1 "LienTpansHa 1aboparopis 3 aHATI3y SKOCTI JTiKapchKUX 3aC00iB i MEAMYHOT POy KILii"
(M.KuiB, Bysn. Kynpsisceka 10r m.Kuis, Bys1. Kyapssceka 8B KuiBcbka obuacts, ¢. Hosi o
Ilerpisii, ByJ1. IBana ®@panka, 19)

(naiimeHyBaHHs Ta Micle3HaxopkeHHs laboparopii, wio nposesa naGoparopHHii aHanis SKocTi)

BHCHOBOK II0/I0 AKOCTI JliKapebKoro 3acoly, siaanuii naoparopicio in 15.11.2024 Ne 2229

PesyibTaTi 1JaGOPaTOPHOTO aHIi3y AKOCTI JIIKAPChKOro 3acoby 3a nepeBipeHAMH MOKA3HUKAMH BiANoOBiZaOTHL
BHMOTaM METOIiB KOHTPOJIIO AKOCT] (aHANITHYHO-HOPMATHBHOT A0OKYMEHTALLIT).

3a pe3yNbTaTaMH J[EPXKABHOrO KOHTPONIO BCTaHOBJEHO, LIO nikapcekuii 3aci6 BeeseHo B VYkpaiHy 3
JAOTPHMAaHHSM

aBcTBa WOA0 3abe3neueHHs AKOCTI Jj bKHX 3aco0iB.
3ACOBIB 14

Muxkona XOJIOAEHKO

(nmianmc) (iniuianu Ta npi3pMiLE)

HauanpHHK

(nocanosa




HepskapHa cny:xba Ykpainu
3 JIIKapChKKX 3ac00iB Ta KOHTPOIIIO 3a
HapKOTUKaMM

Jlep:xkasne nignpuemcreo "Lentpaabua
J1abopatopist 3 ananizy sikocTi JiKapebKux
32c00iB i MeHuHOT npoayKmii"

State Service of Ukraine on Medicines
and Drugs Control

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

Yikpaina, 04053, m.Kuls, eyn. Kydpsiecoka 10T

men./thakc (044) 272 57 98

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

106G, Kudryavska street, Kyiv. Ukraine, 04053
Tel /Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

Ceprudikar anajizy Ne 2229 gix 14.11.2024

Hasea spaska:

PeccTpauiiinuii Homep:
Bupotunk:

Homep cepii:

Micue Biadopy spaska:
3aMOBHHK:
CynpoBiannii 1okymenT:
AKT Binbopy 3paska:
CraHn 3pazka:

HaTta orpumanus 3paska:
JdaTn BuKoHaHHS podiT:
Bua xonTpouio:

Micue npoBeaenns
NiSJILHOCTI:

H/, sinnosiano ao sikof
MPOBOAHBCH AHAI3:

IPHI3ET, koHUeHTpaT ans po3unsy mwis indysif, 20 mr/mr; no 5 ma/100 My
tpnakoni; no 1 dnaxony B kaprouHiii kopodui

2349.24

O nxia ®apma Criewienitis Jlimiten, [uais

1IR24006

TOB "BYCT ®APMA"

Hepxasua cinyxba Ykpainu 3 Tikapchkux 3aco6is Ta KOHTPOTIO 3a HapKOTHKaMH
Jlner Ne 9251-002.0.1/002.3/2-24 Bin 05.11.2024 p.

Ne Bin 06.11.2024

3pasok B CTaHi NPUAATHOMY [l [IPOBEACHHA BUIPOOYBAHb

07.11.2024

07.11.2024 - 14.11.2024

3a posnopsikeHHsaM [lepaxasHoi cirykGu Vkpaiku 3 TiKapehKHX 3ac06iB Ta KOHTPOIO
3a Hapkotukamu ("IM", [Tocranosa 902)

AT «llenTpanbha naGopaTopis 3 aHanizy SKocTi TikapchKuX 3aco6iB | MeHYHOT
NPOAYKILITH

MKA no p.n.Ne UA/19792/01/01

| o MokazHWKK Bumorn HOQ PesynbTtatn
1. Y& cnektpodoTomeTpia. Binnosigae
Y® cnekTp nornuHaHHa BUNPODYBaHOro po3uunHy Mae eignosigatu Yo
CMNEKTPY NOrMUHAHHA PO3UUHY CTaHAapTy.
2. BEPX. Bignosigae
Yac yTpuMyBaHHA OCHOBHOrO Mika Ha xpomaTorpami sunpoGysaHoro
PO34MHY Mac BignoBiaaTy Yacy yTPUMYBaHHSA OCHOBHOMO nika Ha
XpomaTorpami po3unHy ctaHgapTy, oTpumanii B n. "KinbkicHe
BU3HAYeHHA".
1. KoxHuit Mmn MicTuTh ipuHoTekany rigpoxnopugy (Tpurigpary) 20,1 mr
[C33H38N406 x HCI x 3H20] Bia 3assneHo’ kinbkocTi: 19,0 - 21,0 mr
2. KoHuia Mn MiCTWUTE ipHOTEKaHY rigpoxnopuagy (Tpurigpary) 100,5 %
[C33H38N406 x HCI x 3H2Q] Big 3asBneHoi kinskocTi: 95,0 - 105,0 %
pH 3,0-4,0 3.5
MexaHiuHi BKIoYeHHS MeToz cBiTnobnokyBaHHA, KiNbKICTe YACTOK/KOHTERHEP: Bignoeinae
2 10 mkm: He Ginbwe 6000
2 25 mkm: He BinbLe 600
0O6'em, WO BATATAETLCH (mn) 5 Mn/100 mr: He mMeHwWwe cymu HomiHanbHoro o6'emy 3 Bignosigae
KOHTeMHepiB, B3ATUX pa3om (To6To He meHwe 15,0 mn).
30BHIWHIN BArNSA 1. MNposopicTe Ta cTyniHb onanecueHuii piauHun. Bianoeinae
po34unHy; 30BHILLHIN BunpobysaHnin po3vnH mae DyTh MEeHLL OnanecLiolYuM, HiK eTanoH-
BUNAA PO3YUHY
2. CTyniHb 3abapeneHHs. Binnosinae
BunpobyBaHuii po3ynH mae Byt Nnpo3opyum Ta 3abapeneHnm He
iHTEHCUBHILLE, HiX eTanoH GY2
YnakoBeka 3riaHo sumor MK Bionoeinae
MapkyBaHHs 3rigHo sumor MKA Bignosigae

BUCHOBKH: Ceprudikar ananizy Ne 2229 pin 14.11.2024 miarsepmkye, 1o rnepesipeHuii 3pazok npenapary

SOP/G-5.10/D1

Crop. 1i3 2



Kineus ceprudikara ananisy No 22"9 Bia 14.11.2024

SOP/G-5.10/D1 Crop. 2i3 2



IO/IZKIA ®APMA CIIEHIIEJIITI3 JIIMITE T

eugiei

Capgeii Ne 550, 551 Ta 552, Koaryp Binagxk, lllamipner Mangan, Mequan - Maakamxaupi, HicTpikt Meguaa,
Tenanrana Creiit,500101 — Ingis
CEPTUP®IKAT AHAJII3Y HATOTOBY IIPOJAYKTIIO

. 2
%a;:aczizﬂiﬂ . IPHIZET 100 A.R. Ne: EPFP24001091
Cﬂmf’ PMA | 1 TAKOH I3 OJTHIEIO JTO3010] NaTa BHOycKy:  |30.05.2024
[PHHOTEKARY I'VTIPOXJIOPHJTY 20MI'/MIT _ Tata
3araJnHa Ha3Ba KOHIIEHTPAT JJIA PO3YNHY JJIA IHOVY 311 BHDOGHIIITEA: TpaBens-2024
(100 MT/5 MJI) POOHHITEA:
Cepist HOMep: HR24006 Tepmin: KsiTens-2027
NPHAATHOCTI:
Cuenuikamis EPI1-
Koz ToBapy: SIHBBAAUR -y " " FPS/SITHBBAAUR-
B 0-00
Po3mip cepii: 5607 ®nakoHU Cropinka Ne: 132
S.No. TecT PesyapTar Crenugikanin
IIpozopmit  Oe30apBHINI ~ pO3YHH, Bl.'u Tpo30poro  besdapsHOro 110
: 3 : CBITNIO-;KOBTOTO KOJIBOPY PO3YHH,
BIMBHHIT  Bi  BHJUMHX  9acToOK, . N
b ; 3aTalloM BINBHHII BiJ  BIJIHMIX
3aTOBHEHIIT Yy (IakoH i3 TEeMHOTO o
. SpenEE. i Sryeya YacTOK, HANOBHEHHII Y (IakoH
1 Omic ; > . |TEeMHOTO CKIa 3 TYMOBOHO IIPOOKOI0
TIpoOKOI0 Ta 3alevaTaHImnD | . -
S ciporo KOImbOpY Ta YKYHOPEHHI
aJTFOMiHIEBOIO KPIHIIKOIO 3 .
: : aTTFOMiHi€BIIM KOBIIAYKOM 3
TIOJIIPOTILIEHOBIM ~ JICKOM TEMHO- . .
TIOJNIIIPOTITIEHOBHM [IICKOM TEMHO-
3eJIEHOTO KOIIBOPY.
3€JIEHOTO KOIIBOPY.
2 InenTHOIKaIig
Vo CIIEKTP normuHaHHA | YO CHEKTP TIOTTIITHAHHSA
BHIIPOOOBYBAHOTO PO3UNHY BiJIIOBidac |BHIIPOOOBYBAHOTO  PO3UIHY  Ma€
21 |VO . .
V@ crnekTpy NOITHHAHHA PO3YHHY |BLIIIOBIIATH Vo CHEKTPY
CTaHAAPTY. TIOTJINHAHHS PO3YHHY CTaHJapTy.
Yac yTpmMyBaHHS OCHOBHOTO IIiKYy|Yac YTpHMYBaHHS OCHOBHOTO TIKY
BIIIPOOOBYBAHOTO PO3UHHY BiIIOBiga€ |BIIIPOOOBYBAHOTO PO3YIHY IIOBIHEH
22 |BEPX qacy  yYIpHMYBaHHS pPO3YUNHY |BiAIOBINAaTH Yacy  VTPIMYBaHHS
CTaHAapTa, OTPHMAaHOTO TiJ Yac |pO3YMHY CTaHJapTa, OTPHMAHOTO ]I
KinpKicHOT0O BH3HAYEHHS. gac KinbKicHOro BI3HaYeHHS.
3 KinekicHe pm3HaueHHA (BEPX)

KoKHIIT MII MICTUTB ipITHOTEKaHY

3.1 |rigpoxnopunay (TpHTigpary) 19.9 mr He menme 19,0 Ta He 6inpmre 21,0
[C33H38N406°HCI*3H20]

3.2.1 | % Bifg 3aABIeHOI KUTBKOCTI 99.3 % He Mmenrme 95,0 Ta He 611p111e 105,0

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

4.1 3a3HadeHl JOMIIIKH

4.1.1 |€sp. ®@apm. lomimka E Hinkae LOQ (0,031) He Gimpmre 0,15

42  |Byab-aKi HecremidiKoBaHi JOMITITKII 0,09 % m/M He 6impire 0.2

43 |Cyma JOMIIITOK 0,09 % m/m He Gimprre 0,8

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

6 CTepIIbHICTE CrepIibHIIT Mae OYTH CTepHIBHIIM

7 pH 3,49 Bix 3,0 10 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 Cmapuiiiii MmeHeoxcep
Migmuc i gaTa 10.06.2024 10.06.2024 10.06.2024




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

. o: EPFP24001091
%";:;‘;ﬂ‘;ﬂgma IPHI3ET 100 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
(100 MT/5 MJT) BHPOOHHIITBA:
Cepist HoMep: HR24006 Tepitt | gpirens-2027
NPHIATHOCTI:
Cuenuikamis EPI-
Kox ToBapy: SITHBBAAUR No: FPS/STHBBAAUR-
N 0-00
Po3mip cepii: 5607 ®nakoHH Cropinka Ne: 332
S.No.| TecT PesyapTaTr Crnenugikanin
MexaHiTHI BKIIFOUeHHS (METO
8 CBITJIOONIOKYBaHHA, KiTBKICTE
JaCTOK/KOHTEITHED)
8.1 |>=10 mxm 6 He 6insmre 6000
8.2 |>=25 MM 0 He 6insmre 600
He MeHme cyMn HOMIHATBHOTO
9 O06’eM, 110 BUTATAETHCH (MII) 15,66 M 00’eMy 3 KOHTeITHEpPIB B3ATHX pa3oM
(TobTo0 He MeHIe 15,0 M)
ITormmazEg Koasopy (AU, 3a TOBXKIHI
10 xB1 430 HM, MeTo Y@-BuaIMOL 0,1989 AU He 6insire 0.3
CIEKTPOo(h OTOMETPIT)
OcMoanbHicTh (MOCMOIIB/KT) 306,00 MOCMOJIB/KT Big 280 mo 320
12 30BHINTHIIl BITIIA pO3YHHY
S ——_" Bumpo6oB yBaHIMIT _ posumH  Mae Brmpo6oByBaHIIil PO3TIH Mae oyt
12.1 | . MEHIITY OTIAJIECIIEHIIi0, HK eTaJlOHHA | MEHII OMaJIeCIIOIYIM, HiXK eTaJoH-
PUIHHI CyCIeH3ig-1 1
BumpoGoByBaHIII po3YNH Ipo30pHil | BrmpoOoRyRaHIil po3unH Mae OVTH
12.2 | CTymiHb 3a0apBIICHHA PiTHHI i MEHII IHTeHCHBHO 3a0apBIIeHINI, | MpO30pIM Ta 3abapBICHIM  He
HiK eTanoH GY2. IHTEHCHBHIIIIE, HiK eTaoH GY?2

CriocTepeskeHHS: BiIOBIIHO 10 HaBeJeHOI BuIle crerpigikarrii 3paska & Bigmosigae / O He Bimmosimae

Po3Mmip yIIakoBKIL: 1 KapTOHHA YIIaKOBKa.

Kpaina-immoptep: YkpaiHa.

Howmep peectpaniiinoro mocBiguenas: UA/19792/01/01.

PeecTpamis:

Jarta peecTpariiiHoro mocBigueHsas: 19.12.2022.

TepMiH gil peecTpaliiiHoro mocBimdeHns: 15.12.2027.

Ceprdikatn BigmosigHocTi GMP: BrcHoBoK Jlep:kaBHol cIy:KOH YKpalHil 3 JiKapchKIX 3ac00iB Ta KOHTPOIIO 338 HAPKOTHKAMIT
Ne FT055/MH/00 1/2024, miiicHmii go: 25.11.2024.

Ipamitka. CepTudikaT aHami3y IiATOTOBICHO BimmoBimHO mo 3aTBeppkeHNX MO3 VKpalHH MeTOIB KOHTpOTIO SAKOCTI
JIKapChKOTO 3aco0y.

ITmM s 3acBigduyio, IO HaBeldeHa BHINE iH(oOpMAIlid € JOCTOBIPDHOW Ta TOYHOK. ILlg mmapria mpoAykry Oyia
BHT'OTOBJICHA/BHTOTOBIICHA, BKJIIOUAIOUN TTAKYBaHHA/MapKyBaHHA Ta KOHTPOJb SKOCTi Ha BIINE3a3HAUCHIN MUIAHINI V IOBHII
BiAIOBigHOCTI 10 BiMoT GMP MicCIIeBOTO peryIITOPHOTO OpraHy Ta IO cIeIH(iKaIiil v JimeHsii Ha mpoJak KpaiHi-iMmopTepa.
3amiIci mpo cepiiiHy 00poOKy, MaKyBaHHS Ta aHaJi3 Oy epeBipeHi Ta BI3HAHI TaKIIMIL, 110 BimmoBigaroTe GMP.

Iligrorysas IlepeBipeno 3aTBepaKeHo
Im's K.Bana Cyopamanosxicam P.Pappana Y. Pamayanopa Pao
IMigmuc Alionuc/ /ionuc/ Alionuc/
Biggia Meneoxcep konmponro akocmi Cmapuiiii mexHeoxcep Cmapuiiiii MmeHeoxcep
Mignuc i gaTta 10.06.2024 10.06.2024 10.06.2024
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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 A.R. No.: EPFP24001091
Dosage Form IRNIZET 100 [SINGLE - DOSE VIAL]
Date of
Strength —— 30/05/2024
IRINOTECAN HYDROCHLORIDE 20
Generic Name | MG/ML CONCENTRATE FOR SOLUTION | Mfg Date: .| May-2024
FOR INFUSION (100 MG/5 ML)
Batch No.: 11R24006 Exp. Date: April-2027
Specificati EP1-
Product Code: | SITHBBAAUR s THEAHO | FpS/SITHBBAAUR-
0.: 0-00
Batch Size: | 5607 Vials | Page No.: | 01 of 04
S.No. Test Result Specification
Clear  colorless  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 Dark | with aluminium seal having
Green color PP disc. Dark Green color PP disc.
2 Identification
The UV absorption spectrum of | The UV absorption spectrum
21 By UV the Sample solution | of the Sample solution should
: _ corresponds to that of the | corresponds to that of the
Standard solution. | Standard solution. }
The retention time of the major | The retention time of the major |
peak of the Sample solution | peak of the Sample solution
2.2 By HPLC corresponds to that of the | should corresponds to that of
Standard solution, as obtained | the Standard solution, as
in the Assay. obtained in the Assay.
3 Assay (By HPLC)
) Each mL Ct-)ntams_ Irinotecan Kt Aeaaitbion 0. 05 K
3.1 hydrochloride (Trihydrate) 19.9 mg ore than 21.0
[C33H38N406 HCl» 3H20)] s s
30 o aF abel claiin 99.3 % Not less than 95.0 and Not

more than 105.0

Prepared By Checked By Approved By
Name l‘( &Angkr}mw)%f@wf Q %«nm Qy\gem(’)/\a-v&)\.'m (‘-2-::
Designation Dt~ pAAAAS L) S 1k vpiiad &Y'\‘{DMW
Department \(b_ ¢ o Ac 0 G AOUAS A Lo
' Sign & Date (‘(se.)/{ 9“ ﬂg[‘wz,l-! | M!m[mﬁ N\Uje\'l.o'l.q‘
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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 A.R. No.: EPFP24001115
Dosage Form IRNIZET 100 [SINGLE - DOSE VIAL] Date of
Strength Releaka: 30/05/2024
IRINOTECAN HYDROCHLORIDE 20
4 MG/ML CONCENTRATE FOR
Generic Name SOLUTION FOR INFUSION (100 Mfg Date: May-2024
MG/5 ML)
Batch No.: 11R24006 Exp. Date: April-2027
; ; EP1-
Product Code: | SHHBBAAUR Specification | FpS/SIHBBAAUR-
0.: 0-00
Batch Size: | 5607 Vials | Page No.: | 02 cf 04
S.No. Test Result Specification
4 Related Substances (Yom/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 0.09 % m/m Not more than 0.2
43 Total impurities 0.09 % m/m Not more than 0.8
5 Bacterial Endotoxin (EU/mg) | Less than 0.286 Not more than 0.286
& ll Sterility E Sterile Must be sterile
| 7 pH 3.49 Between 3.0 and 4.0
Particulate contamination (By
8 light Obscuration method,
number of particles/container)
8.1 |>=10pm 6 Not more than 6000
8.2 >=25 um 0 Not more than 600
Not less than the sum of the
9 Extractable volume (mL) 15.66 mL nominal volumes of 3-
containers taken collectively
(i.e. Not less than 15.0 mL).
i Prepared By Checked By Approved By
|
Name k ﬂfﬂg“gwjﬁém Q anmw@\ Q_\NQ_N\:QQ)\MMM(L;
Designation ‘D\}‘ MA S LA g, \\(k“.aagg{ Qv YA, %.&\/
Department | 0. ¢ e ¥ A VM NOWABanL 2
: 1 2
 Sign & Date %‘P{" fw»Lj‘ ‘;)Lﬂb—"ﬁ:hblmﬁ MD\D\O\%M
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EUGIA PHARMA SPECIALITIES LIMITED
Survey No 550,551 and 552, Kolthur Yillage, Shamirpet Mandal, Medchal - Malkajgiri, District
Medchal, Telangana State, 500101 - India

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Product Name A.R. No.: EPFP24001115
Dosage Form IRNIZET 100 [SINGLE - DOSE VIAL] Date of
IRINOTECAN HYDROCHLORIDE 20
: MG/ML CONCENTRATE FOR
Generic Name SOLUTION FOR INFUSION (100 Mfg Date: May-2024
MG/5 ML)
Batch No.: 11R24006 Exp. Date: April-2027
; ; EP1-
Product Code: | SHIHBBAAUR Jpecification | pps/STHBBAAUR-
0. 0-00
Batch Size: | 5607 Vials | Page No.: ! 03 of 04
S.No. Test Result Specification
Color Absorbance (AU, At
10 430 nm, By UV-Visible) 0.1989 AU Not more than 0.3
11 Osmolarity (mOsmol/kg) 306.00 mOsmol/kg Between 280 and 320

12 Appearance of solution
Clarity and degree of Sample solution is less Sample solution should be less
12.1 - opalescence than reference opalescence than reference
opalescence of liquid I .
suspension-1 suspension-1
. Sample solution should be
Sample solution is clear and  asrandl Hok Rt RS
12.2 | Degree of coloration of liquid | less intensely colored than © d

GY?2 reference solution.

colored than GY?2 reference
| solution.

Observation: As per the above specification of the sample \zamﬂies / 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.

Registration 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.

Prepared By Checked By Approved By
Name k Leda Sy ¢ . é)ﬁm Ql, L&(!J@AE&Z:@
Designation Dy Mevuede) S Mownoaes WMo esA
' Department \(Q*C ) . O 4 MW“‘LNAMJ
' Sign & Date e athou “Toub)o2y QM@SAQ&"-—E‘_
\ | 1 1 o

L S @
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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 A.R. No.: EPFP24001115
Dosage Form IRNIZET 100 [SINGLE - DOSE VIAL]
Date of
Strength S dleane: 30/05/2024
IRINOTECAN HYDROCHLORIDE 20
. MG/ML CONCENTRATE FOR
Generic Name SOLUTION FOR INFUSION (100 Mfg Date: May-2024
MG/5 ML)
Batch No.: 11R24006 Exp. Date: April-2027
Specificati i
Product Code: SIIHBBAAUR N O | FPS/SIHBBAAUR-
0.: 0-00
Batch Size: 5607 Vials Page No.: | 04 of 04

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

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.
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