TEPXKABHA CJIYKFBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHUKAMHA
Y JTHIIPOIETPOBCHKIN OBJIACTI

Huinpo, 1.Co6opna,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kox €APTIOY 37070665

BHCHOBOK
Tpo sIKicThL BBe3eHOro B YKpaiHy JikapebKoro 3acody

18.09.2023 Ne 47031/23/04

INAKJITAKCEJI AMAKCA
(HaliMeHyBaHHA JIKApChKOTo 3aco6y 3riIHO 3 peeCTPaNifHIM NOCBIAYEHHAM)
KOHIEHTPAT AUIsl PO3UHHY st indysiit, 6 Mr/mi mo 16,7 ma y ¢uaxonax Ne 1
((opMa BHITycKy, JO3yBaHHS, BH 1aKyBaHHA JiIKapeEKoro 3acoly)

Homep peectpaniiinoro nocsimaennsa UA/15145/01/01 crpox pif peectpaniiiHoro mocsin4eHHs 01.01.2099

Cepin nikapchkoro 3acoby Ne AR230202 KinskicTs BBe3eHOrO Aikapckkoro sacoby 500
BupoGuux AxBina I'M6X, HimeuunHa
(HalMCHYBaHHS BMpoGHHKa JikapceKoro 3acofy, kpaiHa noxo uKeHHs)
Beeseno B Ykpaiiy ToBapucTBo 3 00MexkeHo0 BianosigaabnicTio "ballM", inent. kon:
31816235

(HaiiMeHyBaHHs Ta Koa 3a €IPTIOY wopuauHoi ocobu abo npizpaue, iM's, 110 HaTeKOBi GizpyHOT
0co6H - nianpHEMUS, Ti MicLe MPOXHBAHHA TA peecTpanitHui Homep cGIiKoBOT KAPTKY MIATHUKA
nozatkis abo cepis Ta HOMEp NMacnopTa) )

TpoTokon Bisyansnoro xourpomo six 16.09.2023 Ne 07-01/2645/3.

3a pe3syibTaTaMH ACPXKABHOTO KOHTPOMO BCTAHOBJIEHO, WO JikapchKui saci6 BBeseHo B YKpaiHy 3
JOTPHMAHHSAM BHMOT 33KOHOABCTBA 1IOAO 3a6e3neyeHAA AKOCTI TIKapCHKUX 3ac06iB.

B.o. HayansHuKa JepxaBHoi cxyx6H 3

JHKapchKHX 3ac00iB Ta KOHTPOIIO 3a
P . TPOIo 3a Hatams MAHJIPMKA
HapKoTHKaMH y JIHInponeTpoBCEKid
obnacti
(nocanosa ocoba OpraHy ACPXKaBHOTC KOHTPOMIO) (nizmuc) __(ininjanu Ta npizsume)

M.IL

- A
TOKY MEHT
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Mixapeuxuii 3acls: Taxnimarcen Amaxca, RoHyeHmpam Onr po3vunry ans ingyzid, & me/un no 16.7mn y chnaxoni; no 1
Brug product; draxony 8 kapmonsii xopobul
Paclitaxef Amaxa, concentraie for solution for infusion, 6 mg/mi, 16.7 mi in vial; 1 vial in carton box
Alova pevoaura: flaxnimaxcen {1 mn konyesmpamy micmums 6 M2 naknimaxcany)
Active ingredient: Paciitaxel {1 mi concentrate contains 6 mg paclitaxe/)
Howmep cepii / Batch number  pRo30202
Hama eupobnuumea / Date of Manufacturing 08.05.2023
Jama saxinvesiun cmpoxy npudamnocmi / Expiry date 05/2026

Poauip cepli / Bateh size

HMixapcria chopma | Dosage form:

Cura diVasmnuenicms ! Strength/potency:

Poawmip Ta Tvn nakyBasHna / Package size and type:

1501 ynaxoeox/packs
KOHLGHTRAT AN po3suHy [NA iHgy3ii / concentrate for solution for infusion

6 mr naxnitaxkceny / 6 mg of paclitaxel
no 16.7 MmN y drakoHi; Ro 1 cnakoHy B kKApToHHIA xopobuf f 16,7 mi in vial; 1
vial in carion box

UA/5145/01/01
AxBlaa MmbX, HiMewuuna f AqVida GmbH, Germany

Peccmpauitne noceidvennn Ne / Marketing Authorization No.
Bupobnuk, kpalne / Manufacturer, country

NMoxaanuxu axocml Honycmus! nopmiur (Requirerments) Memodu xonmpoig Paaynsmamu (Results)
{Tests) {Quality methods)
Onuc Mpo3opuil XOBTYBATUA B'AIKMA PO3HMH BiayansHo Biagnoeigae
Appearance Clear yellowish viscous soluiion Visual Complies
Koneoposicte L 1 €8p.®, 2.2.2 Bignosipnae
Color Ph.Eur. 2.2.2 Compiles
Mpoaopicte Mpoaopwit Eep.¢®. 2.2.1 Bignoeinae
Clarity Clear Ph.Eur. 2.2.1 Complies
MexarivHi pxnioueHHA: | BUAUMI HaCTKM NPAKTMHHO BiOCYTHI €sp.®, 2.9.20 Bignopigae
BAOUMI HACTKH Practically free from visible particles Ph.Eur. 2920 Complies
Particulate
contamination: visible
particles
MexanivHi BknroveHHA: | 2 10 mim: < 8 000 yacTok Ha dnakox €ep.9. 2.9.19 3 4acmoK Ha HRaKoH
HEBUAUMI 4ACTKK 2 25 mrM. < 600 yacmok Ha ghnakor Ph.Eur. 2.9.18 70 yacmox Ha chrakoH
Pariiculate 2 10 pm: £ 6 000 pariicles per vial 3 pariicles per vial
contamination: sub- 2 25 pym: < 600 particles per vial 70 particles per vial
visible particies
lnenmuchikauin TIWX. RfockoBHOI MMy BUNPOBYBAHOTD €ep.®, 2.2,27 Bignosigae
{dentification po3uMHy mae Bignosigati Rf ocHosHOl Ph.Eur. 2.2.27 Complies
MNAMK POIYUHY NOPIBHAHHA
TLC. Rfof the main spot of the examination
solution has to comply with Rf of the main
spoi of the reference solution
BEPX. 3pazok pignosigac cTaHgapTy Metog BupobHUKa Bignoeigae
HPLC. Sample complies to standard ocHobanwii Ha USP 26 Complles
In-house, based on USP
26
pH 3,0-49 €apd.2.2.3 33
PhEur. 223 -
Of’em, o Maknitakcen 100 mr: 2 16,7 mn %K&W” 0 p, \ Bianosigae (17.6 mn)
BUTAMAETLCA Paclitaxel 100 mg: 2 16,7 mi I A\ Complies (17.6 mi)
Extractable volume 1 14 \
CynpoeigHi goMiwixm bakkatid I: £ 0,2 % _He BUsANeHo
Related substances Baccatin Iff: 5 0,2 % ;- detocted
N-bensoindeHinizosepuHeTunectep: < 0,2 % ZHd BUABNEHO
N-Benzoyiphenylispserineethylester: < 0,2 % | Mot detected
10-geauetunnaxnitakcen: s 0,2 % ‘__' BWABNSHO
10-deacelfyipaciitaxel: < 0,2 % Not detected
Liedbanomanin Ta iaomep {(aomika A/B): H& BUABIIEHO
£07% Not detected
Cephalomannine and isomer (impurity A/B):
20,7%
7-Eninaxnitakcen: 0,4 % He BUABMNEHO
7-Epipaciitaxsl: 5 0,4 % Not detected
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Jlixapcnxuii 3acls: Margnimaxcar AMaxea, xoHuesmpam ans posvury 8nn lngbyall, 6 asex/an no 16.7 un y gnaxoni: no 1
Drug product: chnarory 8 kapmaonhiii xopobuyl
Paclitaxei Amaxas, concaentrate for solution for infusion, 6 mg/mi, 16.7 mi in vial; 1 vial in carton box
Alroua pevoceura: Maxnimaxcen (1 mn konyenmpamy micmums & M2 nanimaxceny)
Active ingredient: Paclitaxef (1 mi concentrate contains 8 my paclitaxel}
Howmep cepli / Batch number  AR230202
CynposigHi goMiia 7-Eni-10-peauerunnaknitakcen: < 0,4 % BEPX meTog HEe BUABNEHO
Relatad substances 7-Epl-10-deacetylpaciitaxel: < 0,4 % eupoGHUKa ocHoBaHMH | Nof delected
Byns-sika HeineHTudikoraHa fomilka: < 0,1 % | Ha USP 26 HE BUABNEHO
Every other single impurity: £ 0,1 % HPLC In-house based | Noi dstacted
Cyma gomiwor < 1,2 % on USP 26 0.0%
Total impurities: £ 1,2 %
KinekicHe BusHaveHHs | 5,7 — 6,3 mr/mn MeTtog supobauka 6.0 Mrimn
naknitakceny (BEPX} 95,0 - 105,0 % sla sananexol kinckocTi OCHoBaHWi Ha USP 26 | 100.3%
Assay of paciitaxel 5,7 — 6,3 mg/mi in-house based on 6.0 mg/ml
(HPLC) 95,0 - 105,0 % of labeled amount Use 26 100.3 %
KinekicHa BuaHaveHHs | 356,4 —435,6 mr/mn Sep.¢. 2.2.28 393.1 Mrimn
eTanony OeapogHoro 90,0 —110,0 % Big 3afrBNEHOT KiINBLKOCTI Ph.Eur. 2.2.28 99.8 %
Assay ethanal 356,4 — 435,6 mg/mi 393.1 mg/mi
anhydrous 90,0 — 110,0 % of labelad amount 99.6 %
Bopa 230% Esp.d. 2512 0.2%
Water Ph.Eur. 2.5.12
CTepumeHicTe CrepuneHUA €sp.¢. 2.6.1 Bignoeigae
Sterility Sterile Ph.Eur. 2.6.1 Complies
BaxkrapianbHi = 0,87 EO/Mr nagnitakceny €ep.®, 2.6.14 Bignosipnae
SHOOTOKCHHIK = 0,67 EU/mg paclitaxel Ph.Eur. 26.14 Compiles
Bacterial endofoxins

Bucroseox: Cepia Ne AR230202 elnnosinac emmoram MKA, pesctpauiise nocelodeHHa Ne UAM5145/01/01
Conciusion: Batch No, AR230202 complies with requirements to QCM, marketing authorization Ne UA/15145/01/01

Halimonyaaunn, MicuesHaxodxerHR ma Homsp miuenstl ma cepmucbixamy sidnosidnocrmi GMP dlnswuyl 3 eupobruymas, wo eidnoeidac sa
KOHMIpOns ma surycx cepit:

Nams, location and number of the license and GMP cerlificate of compliance of the production sife responsible for the certification and batch
reloase;

AxBida F'mbX (AqVida GmbH)}

Kadsep-Binbaenem-ilimp. 89, 20355 Fambypa, HiMeuquna (Kaiser-Withelm-Str. 89, 20355 Hambtirg, Germany)

Siiionin va supoGHUYmED {Manufactunng ﬂoense} Ne DE_HH 01 MR

5 &'Y". -

TexHanoain supobHuLmMes, KOHIMPONA AKOCITI Ma BUMYCKY CEPITLNE 4 ogac00y Maknimaxcan Amaxca, kontgHmpanm Ons
posyuRy dnn iwgyail, 6 maimn no 16.T Ma y chnaxowi; no 1 gi si0Mbeidac eumozam GMP.

Manufacturing process, quality control and release of the b 78

infusion, 6§ mg/mi, 48.7 ml in vial; 1 vial in carton box compiigs

Sanea npo cepmudbiauio: darnum 3 nidmespdxyio, Wo Hasederd suwe inghopMayin e, OITOH
fana cepia eu2omoansHa (Sxmodanyu namamwapxys \fa . gppugikosata )’ V mbons iT RO sukonanuld Ha exasawiil ettye
supobumili dnsuuy @ noewiii eldnoeidrocmi 3 sumazamu .- %» LT G@R dCINEHOENOHUMU MICUBEUM DBEYNIRMODHUM Op2anoM | y
aldnogionocmi 3i cnedugbivatgero, Wo 3HaxoOUMACH & \®7 y éocs =y igkony eupofHULIMes, ynakoeku ma axaniaie Synu
npoananizosani ma sidnoeidnicms GMP nidmacpdieHo. Ra M)

Cerlification statement: fhemby confirm that the abovementioned informatior is trie and cormect.

These batch of product is manufactured (inciuding packaging/abefing). centffied and it quality controf is carried out in the abovementioned
manufacturing area in full compliance with the GMP requirements set by the local reguiatory authority and in accordance with the specification
located in the registration dossiar. Protocols of manufacturing, packaging and tests were analyzed and their GMP compliance were confimrned.

KepleHuk kouTpoOmo AKecTi (ynosHoBaskeHa ocoba)
Head of the Quality Control (authorized persan)

C Hemme Chantal Hemmije Dava / date 04.07.2023
(signature}
{midnuc}
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