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JEPXIIIKCITYXXBA
NEPXKXABHA CIYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KUIBCHKIN OBJIACTI

npocrekT Banepis Jlo6aHoBcskoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €APIIOY 37078774

BUCHOBOK
PO SIKiCTH BBE3CHOI'0 B YKPAaiHy JIKapCHKOro 3aco0y
05.09.2022 Ne 34703/22/10
IPUHOTEKAH MEJTAK

(HaliMEHYBaHHS JIKapCBKOro 3aco0y 3riHO 3 peecTpaniiHuM nocm,utleHImM)
KOHIEHTPAT MJIS NPHTOTYBANHSA Po3unny Mg indysii, 20 mr/mi; mo 135 M (300 mr) y

criagHomy duiaxoni; mo 1 gaaxony B maqui
((opMa BUIYCKY, HO3YBaHHA, BH ITAKYBaHHA NiKapChLKOro 3acody)

Homep peecrpauiitoro nocsiguenns UA/11702/01/01 crpox xii peecrpauiiinoro nocsinuends 01.01.2099
Cepis nikapcbkoro 3acoby Ne 1210437D Kinpkicrh BBE3€HOTO Nikapebkoro 3acoby 100

Menak I'ezenbimadT drop kiiniwe [negiansnpenapare M6X,

BupobHuk .
P - 4wveqypyya R
(HaumeHyBaHHﬂ BIpOOHUKA JlikapChKOro 3acoby, kpaiHa MOXOKEHHA)
Beeseno B YkpalHy Cuinsie yKpaiHChLKO0-eCTOHCHKE NiANPHEMCTBO Y hopmi

TOBAPHCTBA 3 00Mexenoro BixnosiganbricTio "Onrima-Papm,
JTHA", inewnT. won: 21642228

(HaitMeHyBaHHs Ta ko4 3a CAPITOY 1opuanyHoi 0co6H abo npizsuwe, iM's, 1o 6aTLKOBI
(izmunoi 0cO0H - HiANpHeML, i MicLIE NIPOKHBAHHA Ta peccrpauiiHgii Homep 06n1KkoBOI
KapTKH [UIaTHUKA MOAATKIB a00 cepid Ta HOMEp Nacnopra)

MpoTtokoa Bizyaistoro xoutpoio six 31.08.2022 Ne 2176/5.

3a pe3yasTaraMH IEPXKABHOI'O KOHTPONIO BCTAHOBNEHO, [0 Jikapchkud 3aci6 BBeseHO B VYkpaiuy 3
JOTPHMAHHSM BuMOT 3aKOHOJABCTBA HIOA0 3a0€3ME€YECHHS AKOCTi JIKApCHKHX 3ac00iB.
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CEPTHOIKAT BIIITOBITHOCTI/ CERTIFICATE OF CONFORMITY Ne 1879238

_____________________________________________ _,",..""‘.._...‘—""....:‘.:._...._._“., mimindnbs i mgmink o i e e e . . T T S S S O S P S T L. i

| Hasea npemapary | IPHHOTEKAH MEJAK - E

| Name of product KOHUEHTPAT ISl IPUTOTYBaHHS PO3YKHY Ut 1H(Y31H, 20 Mr/Mir; 1o 15 M '
(300 mr) y cxisHoMy (uiaxoHi; no 1 duakony B ravul

IRINOTECAN MEDAC

concentrate for solution for infusion, 20 mg/mi; 15 ml (300 mg) in a glass vial;
1 vial in a carton

- L L - - T i i - o ¥ y —— il i iyl e el i e il i . e takug .

Ne UA/11702/01/01

— RS

| Kpaina-iMnoprep chpama PeecTpaniiine noceigueHnus No
Amportingcountry | Ukraine | Marketing Authorization No.
| Binacauxk PIT Menak I“esenbmaq)'r qnsop - Homep cepil | 1210437D
MA Holder KJTiHiLIe | Batch number ’
IInenjansnpenapare
MOX, HimMeuurina
| Medac Gesellschaft fur
klinische
Spezialpraparate m.b. H.,
o o Germany o
Jlixoya peyoBHHa [PUHOTEKAH | Jlixapceka hopma
Cuna g1l / AXTEBHICTE irinotecan Dosage form
| Active substance 300 wmr (mg)
Strength / Potency

- KOHIGHTPAT I l
PUIOTYBAHHS |
PO3YMHY IJLS
| 1HY31H '
concentrate for
| solution for
_. N __ |imfusion
| HaTta BupoOHUITRA 14.09.2021 Tepmm HleIaTHOCTl | 14.09.2024
| Date of manufacture | Expiry date ‘

-y e W L T oy Mkt _— ——

' Po3mip maxyBanmd | | dmakoH | Tun naxysars CKJTSTHIH (bnaKOH
i Package size 1 vial | Package type glass vial
* 15 mn (ml)

_ Batch A% Date ofrelease w

3

| Hasga 1 agpeca QUISTHOR - Eran supoOHHNTBA ' Homep Jlinensii Ha Iv’n

| BHPOOHHUNTBA I KOHTPOJIIO Stage of manufaciuring | BUpodHHKTBO 200  YIIOBHORBAKEHO1

SIKOCTI Ceprudixary HBII ocobu |

| Name and address of :' No. of Manufacturing License | Name of

| manufacturing and quality or GMP Certificate Qualified Person

control site(s) N R . N

" Me;(alc I esenbmaqrr q.uop | Bupobuuk, 110 o
kainime Hlneniansnpenapare | BiOIIOBIAAcE 3a

| m0X, Himeuwauua MAapKyBaHHS ISPBUHHOT

TeaTepurrpacce, 6, 22880 YITAKOBKH, BTOPMHHE

Benens, HiMeuuuna TIaKyBaHHS, HAHECSHHS

; 3aXHCHOI IUTIBKH

| (OIIIOHANBHO),

KOHTPONE/BHIIPOOYBAHHS

l‘ cepli Ta 3a BHITYCK cepil

— d

DE SH 01 MIA 2022 0004 | Andreas Diivel

| Medac Gesellschaft fur Manufacturer responsible
\ klinische Spezialpraparate for labeling of primary
| m.b.H., Germany package, secondary

- Theaterstrasse 6, 22880 Wedel, | packaging, sleeving

| Germany | (optionally), batch

' | control/testing and for

[ batch release

i —— =

q- —
i
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Crop. 1 132




CEPTUDIKAT BIAITOBIAHOCTI / CERTIFICATE OF CONFORMITY Ne 187928

P S

Onkorex Papma Ilpopaxmu | BupobHui, o DE ST 01 MIA 2021 0015 | H. Schenk 1
I'm0X, HiMeuunna BiZMORIAAE 32 -' '
- Em Dapmanapk, 06861 [leccay- | BUpoOHMITBO
Poccnay, HimeuunnHa JIKapchkoro 3acody,
MEPBUHHE TIAKyBaHHSI,
MapKyBaHHS IIEPBHHHOT
- YTIaKOBKH, BTOPUHHE
l | MaKyBaHHS,
- KOHTPOJIL/BUNPOOYBaHHS
cepii

:

' Oncotec Pharma Produktion Manufacturer responsible

| GmbH, Germany for drug production,

| Am Pharmapark, 06861 primary packaging,
Dessau-Rosslau, Germany labeling of primary
package, secondary
packaging, batch
“control/testing

s gsa b et mevbaiaios b .. P ...._._._._..__..‘--_._.-..-_ L L L

R e e o e o

T Y

LM ceprudikaToM 3acBiuyemo, L0 BHLLEBKa3aHa iH(popMaLlis € JocTOBIpHOIO i Tounoro. s cepis stikapeskoro
3aco0y Oyna BHIOTOBJIEHA, BIJIIOYAIOUH [TaKYBaHH/MapKyBaHHS Ta KOHTPOJIb IKOCTI, HA BUILEBKA3AHIN JinsHL]
(AunsgHKax) y nmoBHIN BiANoBiaHOCTI Ao BUMor GMP, BcTaHOBIEHHUX MICLUEBHM PeryJsSTOPHHM OpraHoM, Ta Y
BLANOBIAHOCTI N0 cnieuudikanii Topropol niuensii kpaiuu-immopTepa. [IpoTokonu BUPOOHULTBE, IAKYBAHHS Ta
aHajlzy cepii OyJ0 po3rJISIHYTO | BU3HAHO BigmoBigHuMH 10 GMP.

Buinerkazana cepisi cxpajieHa [yis peatizanii.

actured,
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 baich processing, packaging and analysis records were reviewed and found o be in
compliance with GMP.,

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

Above mentioned batch is released for market.

Tlata/Date  17.08.2022

Crop. 2132




CEPTU®IKAT SIKOCTI / CERTIFICATE OF ANALYSIS Ne 187928

[litoya peyoBuHa
Active ingredient

[laTa BUpOGHULTBA
Date of manufacture

TEST

Onmc
Description

e

identification
HPLC
Ph. Eur. 2.2.29)

UV-spectrum
(Ph. Eur, 2.2.25.)

Gesellschaft {lir klinische
Spezialpréaparate mbH

IPUHOTEKAH MELAK

KOHLEHTPAT ANA NMPUroTYBaHHA PO34UHY Ans iHgysii, 20 mr/mn;
no 15 mn (300 wmr) y cknaHomy hrakoHi; rno 1 durakory B rayu

IRINOTECAN MEDAC | S
concentrate for solution for infusion, 20 mg/ml; 15 ml (300 mg) in a glass

vial; 1 vial in a carton
lpuHOTEKAH
Irinotecan

1210437D

14.09.2021 TepMiH npuaaTHOCT 14.09.2024
Expiry date

T
SPECIFICATION  TAHATIZA
TESTRESULT

ﬂpoaopmm po:sLMH KOBTOrO Konbopy “Bignosigae BumMoram

| A clear yellow solution. | Complies

1l p03 Oplch
Clarity
Ph. Eur. 2.2.1.)

KonkLoposicTb

Colour

| The colour of the solution must be not more

pH
pH

From _3.0 to 3 8._

..--.-..“. m PR TR RRTITI TR RO RS S kil

| A. Uac YTPUMYBaHHS$ OCHOBHOT0 MKy IpMHOTEI(aHy Bl,a,noauj,ae BUMOTam
Ha Xpomarorpami BUnpoboByBaHOro PO3YUNHY, ‘

npuroTosneHoro Ans sunpobysaHHs «KinbkicHe

BU3HaYeHHsA», Mae BiANOBIAATY Yacy YTPUMYBaHHSA

MKy IpUHOTEKaHY Ha XpomaTtorpami po3ymnHy Ans

nepesipkn npupaTtHocTi XpomaTtorpadivyHol

“cuctemm (3 pisHuuero meHwe 10 %).

B. YnbTtpadhionetosuii criekTp norrnvHaHH:

BUNpoboByBaHOro po3ynHy B obnacrti Big 220 po

400 HM noBKMHEH BIQNOBIAATY CNEKTPY PO3UNHY

-cTaspapry. _

| A. The retention time of the main peak of irinotecan | Complies

in the chromatogram of the sample solution

| prepared for test “Assay” must conform to the

| retention time in the chromatogram of the system
suitability solution (with the difference of less than
10 %).

| B. The ultraviolet absorption spectrum of the
sample solution in the range of 220 to 400 nm

| must correspond to the spectrum of the standard
POSL{MH NOBUHEH 6y'rw nposopmm anosl,qae meoram

The solution must be clear. Compltes

3abapererHs po3unHy NOBUHHO BYTH He Binnosiaac Bumoram

IHTEeHCUBHILWMM 3a 3abapeneHHs etanoly GYa,

in tense than reference solution GY, 7 3




CEPTUBIKAT SIKOCTI / CERTIFICATE OF ANALYSIS Ne 187928

IOKABHUK |
TEST

CynyTHi foMilLIKW:
| Related substances:
(Ph. Eur. 2.2.29.)

T T -
SPECIFICATION

A YR S R SR T PPN LR L AF GY S PRy Y X1 T I Wity S A S O EARLEET ) TRy W L e e s & P :_1.

7-eTun-10-rigpokcu-
: KaMnToTelnH
| 7-Ethyl-10-

Gesellschaft {ir klinische

Spezialpraparate mbH

PEBVHbTAT

AHATI3A e
TESTRESULT

T YL

| Not more than 0.2 %.

| hydroxycamptothecin |

| byab-fika HeBlgomMa

| iHaMBiAYanbHa gomilika
| Any indlividual unknown
impurity

Baranbunu BMICT Hemaommx

AOMILLIOK
Total unknown impurities

e

_ 3aranbnmu BMicT nommou
| Total impurities

KinbkicHe BU3HaueHHst

v\ssay

| CTepunbHicTs -

Sterility
| (Ph. Eur. 2.6.1.)

BakTepianbHi eHOOTOKCUHM

| ipuHOTEKaHY rigpoxnopuay Tpurigpaty (He Binblue
i 11 MO/mn).

Bacterial endotoxins
(Ph. Eur. 2.6.14.)

Notmore than 0.2 %.

" | He GinbLwe 0.6 %.

'He meHwe 19,0 wmr & He Ginbiue 21 O M
ipuHoTEKaHY rigpoxnopuay Tpurigpaty 8 1 M

| (95-105 % Bip, TeOPETUYHOT KiNbKOCTI).

| Not less than 19.0 mg and not more than 21.0 mg

[penapat noBUHEH BYTU CTEPUNBHUM.
| The drug product must be sterile.

, 9]5% EM, LLO B.“Tﬂ raeTEcﬂ —

Extractable volume

Buaumi yacTtiu *&

| Visible particles
Ph. Eur. 2.9.20.)

MexaHiuHi BKNIOYEeHHS
Sub-visible particles
(Ph. Eur. 2.9.19.)

o Ginowe 02 %

Heﬁinbmeo,d,%," e

| Not morethan0.4%.

0,09 %

T s L e

“Not more than 0.6 %.

_ . ’09 T

of irinotecan hydrochloride trihydrate in 1 mi
_(95-105 % of the theoretical amount).

"He 6inblue 0,56 MO/Mr Teope'rmqﬁm KiNbKOGTI

Not more than 0.56 IU/mg of the theoretical

amount of irinotecan hydrochloride trihydrate (not
| more than 11 1U/ml).

"~ | Bignosinae meoram
Complies

| Bignosigae Bumoram

| Complies

He MeHLUe HOMiHanbHoro 06" efwy

“Ans 15 mn - He MmeHwe 15,0 mn.

Not less than the nominal volume,

For 15 ml - not less than 15.0 m.

| Bugumi 4acTk NOBUHHI 6mi npaKTmHo
| BiCYTHIMW,

Practically free from visible particles.

| He Oinbie 6000 yactok Ha KoHTenHep 2 10 MKM.
“Not more than 6000 particles per container
| 270um.
| He 6inbLe 600 YacTok Ha I(OHTeMHep =25 m
Not more than 600 particles per container :

anosn,qae BUMOram

Complies

.- - - - - '-‘-_-;'"T‘ - alnipteiniys ap— n
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Spezialpridparate mbH
Crop. 31i33
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0 LAt cepist NikapcbKoro 3aco

JikaT 3acsinuye,
3aTBEepHKEHNX npouenyp KoHTponto. Jl

.

.

Deputy Head of Quality Control

. KepiBHUKa

approved control procedures. The product meets all requ
3act

flata / Date



