Nikapcbkuli 3aci6:
Drug product:

Airoya pevosuna:
Active ingredient:

/N
AQVIDA
\__/

Ipunomexan Amaxca, KoHueHmpam Onst po3yuHy ons ingyait, 20 Mm2/mn no 15 mn y ¢hnarosi; no 1
chrakoHy e KapmoHrHill kopobuyi

Irinotecan Amaxa, concentrate for solution for infusion, 20 mg/ml, 15 ml in vial; 1 vial in carton box
Ipunomexan (1 mn koHuewmpamy micmume 20 Me ipuHomexaHy 2idpoxnopudy mpuziopamy, w0
eidnosidae 17,33 me ipuHomexany)

Irinotecan (1 mi concentrate for solution for infusion contains 20 mg of irinotecan hydrochioride trinydrate,
corresponding to 17,33 mg irinotecan)

Howmep cepit / Batch number BP240301

Hama eupo6ruuymea / Date of Manufacturing 03.04.2024

HAama 3axinyenns cmpoky npudamuocmi/ Expiry date 04/2028

Poamip cepii / Batch size 501 ynakosok/packs

Jlikapcbka ¢hopma | Dosage form: KOHLIEHTPAT ANA pO34MHY ANs iHdysii / concentrate for solution for infusion

Cuna dii/akmuenicmb | Strength/potency: 20 wr ipuHOTEKaHY riapoxnopuay TpuriapaTty, wio signosiaae 17,33 mr
ipuHoTeKaHy
20 mg of irinotecan hydrochloride trihydrate, corresponding to 17,33 mg
irinotecan

Po3amip Ta Tun nakyBaHHs / Package size and type: Mo 156 mn y cbriakoHi; no 1 hnakoHy B KapTOHHIN kopobui

156 ml in vial; 1 vial in carfon box

Peecmpauitne noceiGuenns Ne / Marketing Authorization No.  Ja/14902/01/01

Bupo6huk, kpaina / Manufacturer, country AkBiaa 'm6X, Himeuuuna / AqVida GmbH, Germany
lokasHnuku sskocmi Honycmumi Hopmu (Requirements) Memodu konmposio Pesynsmamu
(Tests) (Quality methods) (Results)

Onwnc Mpo3opnit pO34UH XKOBTOrO KOMLOPY BisyansHo Bignosigae
Appearance Clear yellow solution Visual Complies
MpozopicTb Po3uuH noeuHeH 6yTy npozopum €8p.®.2.21 Bignosigae
Clarity Solution should be clear Ph.Eur. 221 Complies
KoneoposicTb 3abapBsneHHsi po3yuHy He nepesuLlye €8p.®.2.2.2 Binnosigae
Color eTtanoH GY1 Ph.Eur. 2.2.2 Complies

Color of solution should not exceed the

standard GY;
MexaHiuHi BirioueHHs: | BinbHWii Big BUAKMUX H4aCTOK €8p.®. 2,9.20 Bignosigae
BUAVMI YaCTKK Free of visible particles Ph.Eur. 2.9.20 Complies
Particulate
contamination: visible
particles
MeXaHivHi BKINKYEHHS: €ep.d. 2.9.19 396 yacTok Ha
HEBUANMI YACTKI Ph.Eur. 2.9.19 naKkoH
Particulate 73 vyacTok Ha chnakoH
confamination: sub- 396 particles per vial
visible particles 73 particles per vial
2 10 mMkm < 6 000 yacTok Ha chnakoH
Z 25 MKM < 600 yacTok Ha rnakoH
210 um < 6 000 particles per vial
225 um < 600 particles per vial
Ob'em, wo He meHwe HomiHanbHoro o6'emy €ep.9. 2.9.17 Bignosigae (15.4 mn)
BUTAracThHCA Not less than labeled volume Ph.Eur. 2.9.17 Complies (15.4 mi)
Extractable volume
laeHTHudikauia YO: Binnosigae posynHy NopiBHAHHA €8p.®. 2.2.25. Metog BupoGHuka | Bignosigae
Identification UV: complies with reference solution Ph.Eur. 2.2.25. In-house Complies

BEPX: Bignosigae posunHy nopisHAHHS €8p.0.2.2.29 Bianosigae

HPLC: complies with reference solution Ph.Eur. 2.2.29 Complies
pH 3,0-3,8 €8p.®. 2.2.3 3.4

Ph.Eur. 2.2.3
KinbkicHe BU3HaYEHHs €sp.®.2.2.29.
(BEPX) 19,0 - 21,0 mr/mn Ph.Eur. 2.2.29. 19.7 mr/mn
IpuHoTEKaHY (95,0 ~ 105,0 % Big 3asBneHOl KiNbKOCTI) 98.7 %
rigpoxnopuay
Tpurigpaty 19,0~ 21,0 mg/ml 19.7 mg/ml
Assay of Irinotecan (95,0 — 105,0 % of labeled amount) 98.7 %
hydrochloride
trihydrate (HPLC)
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Jlikapcbkutl 3aci6: IpuHomexan AMakca, KoHUeHmpam Onsl po34uHy Ons iHgy3il, 20 ma/mn no 15 Mn y naxoni; no 1
Drug product: hnaKoHy e KapmoHrHili kopobuyi

Irinotecan Amaxa, concentrate for solution for infusion, 20 mg/mi, 15 ml in vial; 1 vial in carfon box
Hiroya pevoeuna: Ipunomexan (1 mn xkoHueHmpamy micmume 20 M2 ipuHomexaHy 2idpoxnopudy mpuzidpamy, wo
Active ingredient: eidnosidac 17,33 M2 ipuHomenany)

Irinotecan (1 ml concentrate for solution for infusion contains 20 mg of irinotecan hydrochloride trihydrate,
corresponding to 17,33 mg irinotecan)

Howmep cepii / Batch number BP240301
CynposigHi omitku 7-eTun-10-rigpoKCUKamMnTOTe LNH: He €pp.0. 2.2.29. He BUABNEHO
(BEPX) Ginbwe 0,2 % Ph.Eur. 2.2.29.
Related substances 7-ethyl-10-hydroxycamptothecin: not more Not detected
(HPLC) 02%

bynb-sika HeigeHTUdikOBaHa JOMillKa: He

Ginbwe 0,2 % 0.1%

Any individual unknown impurity: not more 0.1%

02%

Cyma HeifeHTUdIKOBaHKUX AOMILLIOK: He 0.1%

Binbe 0,6% 0.1%

Total unknown impurities: not more 0,6 %

Cyma gowmillok: He Binbtue 0,8 % 0.1%

Total impurities: not more 0,8 % 0.1 %
CrepunsHicTb CTepunbHui €ep.d. 2.6.1 Bianosigae
Sterility Sterile Ph.Eur. 2.6.1 Complies
bakrepianbHi He 6Ginbwe 11,0 EO/mn €8p.®. 2.6.14 < 5 EO/mn
€HAO0TOKCUHM Not more 11,0 EU/mi Ph.Eur. 2.6.14 <§5EUmI
Bacterial endotoxins

Bucxoeok: Cepin Ne BP240301 sianosigae sumoram MKS, peectpauiiive nocsigueHHs Ne UA/14902/01/01
Conclusion: Batch No. BP240301 complies with requirements to QCM, marketing authorization Ne UA/14902/01/01

HalimeryeanHsi, micuesnaxodxenHsi ma HoMep niueHsii ma cepmudixamy eidnosidHocmi GMP dinsHuuj 3 eupoBHUUMEa, Wo 6idnosidas 3a
KOHMPOIb, Cepmucpikauilo ma eunyck cepii:

Name, location and number of the license and GMP certificate of compliance of the production site responsible for the certification and
batch release:

AkBida 'mM6X (AqVida GmbH)

Kalsep-Binbeenom-LLimp. 89, 20355 Mambype, Himewuura (Kaiser-Withelm-Str. 89, 20355 Hamburg, Germany)

Jliuenis Ha supo6HuYmeo (Manufacturing license) Ne DE_HH_01_MIA_2024_0014
GMP Cepmudpikam (GMP Certificate) Ne: DE_HH_01_GMP_2024_0034

Texronozis eupCbHUUMEa, KOHMPONs AKOCMI ma eurnycky cepii Ne BP240301 nikapckkozo 3acoby IpuHomekaHn AMakca, KOHUeHmpam
Onst posyury Onsa ingbysill, 20 ma/mn no 15 Mn y corakoni; no 1 ghnakoHy 8 KapmMeHHILl kopobuj sidnosidae sumozam GMP.

Manufacturing process, quality control and release of the batch No BP240301 of the product Irinotecan Amaxa, concentrate for solution for
infusion, 20 mg/ml, 15 ml in vial; 1 vial in carton box complies with GMP standards.

Bagea npo cepmudbikauito: Aanum s nidmeepdxyio, Wo HagedeHa sulye iHghopmauis € GOCMOBIPHOI | MOYHOW.

HaHa cepis euzomosnena (eknodaroyu rakyeaHHs/MapKyearHs), cepmugbikoeaHa i KoHMpons I Akocmi euxkoHaHull Ha exasaHil suwe
8UPOBHUYIL dinbHuYi 8 nosHil eidnosidHocmi 3 eumoezamMu eupobHUYMea GMP, 6CmaHOBNeHUMU MICUESUM DE2ynamopHUM OpaaHoM | y
sidnoeidHocmi si cneyudpikayieto, wo 3Haxodumscs @ peecmpauiiHomy Gocke. MMpomokonu supobHULMEa, ynaKosku ma aHanisie Bynu
npoaHanizosari ma eidnosioHicme GMP nidmeepdxero.

Certification statement. | hereby confirm that the abovementioned information is true and correct.

These batch of product is manufactured (including packaging/labeling), certified and it quality control is carried out in the abovementioned
manufacturing area in full compliance with the GMP requirements set by the local regulatory authority and in accordance with the
specification located in the registration dossier. Protocols of manufacturing, packaging and tests were analyzed and their GMP compliance
was confirmed.

KepisHuk koHmpomio akocmi (yrioeHosaxeHa ocoba) / Head of the Quality Control (authorized person)

L ) Devangi Patel / lesaHai [Tamens Hama / date 10.09.2024
(signatdr&j/(nidnuc)
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