Jlixapcexul 3aci6:
Drug produoct:

Diroua pevosura:
Active ingredient:

Homep cepii / Balch number

Hama aupobruymea / Date of Manufacturing
Hama zakindenHa cmpoxy npudamHoecmi / Expiry date

Pozmip cepii / Batch size

Nikapcbka chopma | Dosage forn.
Cuna difakmuenicms | Strength/potency:
Poamip Ta TMN NakyeaHHA / Package size and fype:

PeccmpauiiiHe noceifueHtn No / Markeling Authorization No.
Bupo6ruxk, kpaiva / Manufaclurer, country
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Maknimakcen AMakca, KoHyeHmpam ansi poadury ans ingysid, 6 ma/mn no 16.7mn y aakoHi; mo 7
hnakony e kapmoHHiil Kopobyf

Paclitaxel Amaxa, concentrale for solution for infision, 6 mg/mi, 16.7 mi in vial; 1 vial in carton box
faknimakcen (1 Ma konyedmpamy Micmums 6 M2 naimaxceny)

Paclitaxel {1 mi concentrate conlains 6 mg paclitaxel)

AR230204

08.05.2023

05/2026

556 ynaxosok/packs

KOHUEHTpaT Ans poaurHy gns iHdyaild / concentrate for solution for infusion

6 mr nakniTakceny / 6 mg of paclitaxel
no 16.7 Mn y donakowi; 1o 1 iNakoHy B KapToHRiG kopobui / 16.7 mi in vial; 1
vial in carton box

UAM5145/01/01

ArBiga IwBX, Himeuuuna f AgVida GmbH, Germany

Mokasnuku sxocmi Honycmumi nopmu (Regquirements) Memaodu koHmpomo Pesynbmami (Results)
(Tests) {Quality methods)
Onue Mpo3opuiA XKOBTYBaTUA B'A3KWA PO3YUH BisyaneHo Biariceinae
Appearance Clear yellowish viscous solution Visual Complies
KoneopoBicTb <Yy cep.P. 222 Bianosinae
Color Ph.Eur. 2.2.2 Complies
MNpoaapicTe Mpozopui €ap.d. 2.2.1 Binnoginae
Charity Clear Ph.Eur. 2.2.1 Complies
MexaHiuHi BKkAMEHHA: | Buaumi YacTkM npakTUYHO BiOCyTHI €p.9. 2.9.20 Bignosinae
BUDUMI YACTKK Practically free from visible particles Ph.Eur. 2.9.20 Complies
Particulate
contamination: visible
particles
MexaHiuni BknosenHa: | = 10 Mkm: = 6 000 yacTok Ha donakoH €ap.d, 2.9.19 3 vacmok Ha ghriakoH
HEBMANMI 4acTkn = 25 mrM: £ 600 vyacmok Ha chrnakon Ph.Eur. 2.9.19 70 yacmok Ha ¢hnakoH
Farficulate 210 ym: = 6 000 particles per vial 3 particles per vial
contamination: sub- = 25 pm: < 600 particles per vial 70 particles per vial
visible particles
{neHTudikauisn TWX. Rf ocHosHO! nnsiMu BUNpoBysaHoro Eep.d. 2.2.27 Bifrnosinae
Identification po3uuHy Mae Bignoeinath Rf ocHoBHOT Ph.Eur. 2.2.27 Complies
MIAMU PO34KUHY NOPIBHAHHA
TLC. Rfof the main spot of the examination
solution has to comply with Rf of the main
spot of the reference solution
BEPX. 3pa3ok Bignoeigae crangapty MeToa eupobHuka Bianoeinae
HPLC. Sample complies fo standard ocHoBakvi Ha USP 26 Complias
In-house, based on USP
26
pH 3,0-49 €ep.d.2.2.3 3.3
Ph.Eur. 2.2.3
OB’eM, Wo Maknitakcen 100 Mr: = 16,7 mn €pp.®. 2.9.17 Bignasigae (17.6 mn)
BUTAMRETLCA Paclifaxel 100 mg: =z 16,7 m/ Ph.Eur. 2.8.17 Complies (17.6 mi}
Extractable volume
CynpoBsiaHi BOMiLLKK BakkariH IlI: £ 0,2 % BEPX mMetoa BUpOBHUKE | He BUABNEHO
Related substances Baccatin ll: < 0,2 % OCHOoBaHUK Ha USP 26 Not detected
N-Benzoindeninizosepunetunecrep: £ 0,2 % | HPLC in-house based on | He BUABNEHO
N-Benzoyiphenylisoserineethylester: < 0,2 % | USF 26 Nol detected
10-geaueTunnaxnitakcen: < 0,2 % HE BUABIEHO
10-deacelylpaclitaxel. < 0,2 % Nol detected
LledranomaniH Ta izomep (oomiwka A/B): He BUABNEHOD
<07 % Not detected
Cephalemannine and isomer (impurity A/B):
207 %
7-Eninaknitakcen: < 0,4 % He BUABNEHO
7-Epipachifaxel: < 0,4 % Not detected
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Haknitnaxcen AMaica, KOHUeHmpam Gns poaduHy ona ingysit, 6 ma/mn no 16.7 mn y dhrarowi; o 1
thnaxoHy e kapmonuiil kopoGyf
Paclitaxel Amaxa, concentrate for solution for infusion, 8 mg/mi, 16.7 ml in vial; 1 vial in carton box

Aikapcexudl 3acio:
Drug product:

Hitowa peqosuda:
Active ingredient:

Maknimaxcen (1 Ma konuedmpamy micmums 6 M2 naknimaxceny)
Paciitaxel (1 mi concentrale contaitis 6 mg paclitaxel)

Homep cepii / Batch number  aAR230204
CynpogrigHi gomitkm 7-Eni-10-geaueTvnnaknitakcen: < 0,4 % BEPX meTon HE BUABNEHD
Related substances 7-Epi-10-deacetylpaciitaxel: < 0,4 % BupobHuKka ocHoBaHuid | Not detected
Byns-Aka HeigeHTudbikosaHa fomiwka: = 0,1 % | na USP 26 HE BUABFIEHO
Every other single impurity: < 0,1 % HPLC In-house based Not detected
Cyma gomiwlox; < 1,2 % on USP 26 0.0%
Total impurities: £ 1,2 %
KinbkicHe BuanadenHs 5,7 — 6,3 mr/mn Metog BUpoBHUKa 6.0 mr/Mn
naknitakceny (BEPX) 95,0 — 105,0 % Big 3aaBNeHOl KINLKOCTI ocHosaHui Ha USP 26 100.3 %
Assay of paclitaxel 5,7 - 8,3 mg/mi In-house based on 6.0 mg/mi
{HPLC) 95,0 — 105,0 % of labeled amount USP 26 100.3 %
KinbkicHe BU3HaueHHs | 356,4 —435,6 mr/mn Epp.®. 2.2.28 393.1 mr/mn
eTadony bessoaHoro 90,0 — 110,0 % Bia 3asBneHOl KINLKOCTI Ph.Eur. 2.2.28 89.6 %
Assay ethano! 356,4 — 435,6 mg/mi 393.1 mg/ml
anhydrous 90,0 — 110,0 % of labeled amotint 99.6 %
Boga £3,0% €Bp.®. 2.5.12 0.2%
Water Ph.Eur. 2.5.12
CTepunbHICTEL CTepunsHUA €sp.®. 2.6.1 Bignosinae
Sterifity Sterile Ph.Eur. 2.6.1 Complies
BakTepianoHi < 0,67 EO/mr naknirakceny €ep.®, 2.6.14 Bignoeinae
EHOOTOKCHMHN < 0,67 EU/myg paclitaxe! Ph.Eur. 2.6.14 Complies
Bacterial endotoxins

Bucroeok: Cepia Noe AR230204 signosigae suMoraM MKH, peectpauiiiie noceigueHHa Ne UA/15145/01/01

Conclusion: Batch No. AR230204 complies with requirements to QCM, marketing authorization Ne UA/15145/01/01

HalimeryeaHHs, MicueanaxodeHHs ma HomMep niueHst ma cepmudbikamy sidnceidocmi GMP dineHuui 3 stipoBHUYMea, wWo eidnosidac aa
KOHMpOib 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:

AxBida TmbX (AgVida GmbH)

Kalizep-Binnzensm-Lmp. 89, 20355 Mambype, HiMeuuuna (Kaiser-Withelm-Str, 89, 20355 Hamburg, Germany)

fliyenist Ha aupabruymeo (Manufacturing license) Ne DE_HH 01 _MIA_2019_0066
GMP Cepmuchixam (GMP Certificate) Ne:DE_HH_01_GMP_2021_0002

Texnonozis sUPOBHULMEa, KOHMPOIis Akocmi ma sunycky cepii Ne AR230204 nixapcekozo 3acoby [Maknimakcen AmMaxca, Koruermpam ons
posutiny dnA inghyaid, 6 maimn no 16,7 Mt y gonakoni; no 1 ghnaxoky 8 kapmaotitl kopobui eldnosidas eumozam GMP.

Manufacturing process, quality control and release of the batch No. AR230204 of the product Paclitaxel Amaxa, concentrate for salufion for
infusion, 6 mg/ml, 16.7 m! in vial; 1 vial in carton box complies with GMP standards.

3aaga npo cepmudghikauio: Jarum s nidmeepdxyio, wo HasedeHa suwe /Aghopmaliia € GocmosipHole | MmodHo0.

Hara cepia euzomoeneHa (exriodaroyuu faKysaHHs/MapkyaanHs), cepmudikoeana | konmpones If AKOCMI eUKOHAHU( Ha exa3aHil eluiue
supobHuvill dinsHuyi 8 nosait eidnoeidHocm! 3 sumozamu eupobuuumea GMP, 8CMaHOBREHUMU MICUEBUM DezyRAamopHUM opaarom |y
sidnogionacmi 3i crieyubikaliel, o sHaxodumscs & peccmpalilinomMy docbe. fpomokony supobHUUMSa, ynakosku ma ananisie Gynu
fpoaHalisosani ma sidnoeloHicms GMP midmeepdxeHo.

Certification staternent: | hereby confirm that the abovemerntioned information is frue and correct.

These batch of product is manufactured (including packaging/labeling), certified and it quality conirol is carried out in the abovementioned
manufacturing area in full compfiance 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 were confirmed.

KepisHuK KOHTROMIO AKDETI (YNoBHORAKEHA ocoba)
Head of the Quality Contral (authorized person)

O Ve g
(signature}
(nidnuc)

Chantal Hemmje Narta / date 08.02.2024
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