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Jlikapcekutl 3acio: Houemaxcen Amakca, konuenmpam 0ns posvuny Ons inghy3id, 20 ma/mMn no 8§ mn y hraxoni; o 1

Drug product: DIaKoRy 8 KapmoHHIG Kopobyi |
Docetaxel Amaxa, concentrate for solution for infusion, 20 mg/mi, 8 ml in vial: 1 vial in carton box

Hiroua pevoasuna: Aouemaxkcen (1 Mi1 koruenmpamy micmume 20 m2 douemaxceny)

Active ingredient: Docetaxel (1 mi of concentrate contains 20 mg of docetaxel)

Homep cepii / Baich number AV230403
fama supobruymea / Date of Manufacturing 12.04.2023
Hama 2aKxinienHa cmpoky npuBamsocmi / Expiry dafe 04/2025

Poamip cepii/ Batch size
flikapcuka ¢popma ! Dosage form:

1001 ynakosox/packs

KOHLIEHTPAT ANA posvuHY ANns indysin / concentrate for solution for
infusion

20 mr gouerakceny / 20 mg of docetaxel

Mo 8 mny dnakoni; no 1 dnaxoHy B KapToHHIN kopobui/ 8 mi in
vial; 1 vial in carton box

UA/14900/01/01

Curna diifaxmusnicms | Strength/potency:
Po3mip Ta Tin nakyBaHHA / Package size and type:

Peecmpayitine nocaidvuenns Ne / Marketing Authorization No.

Bupobruk, kpaiva / Manufacturer, country

AkBipa ['MOX, HiMeuumHa / AqVida GmbH, Germany

Noka3Hukn AKocTi HAonycTtumi Hopmu (Requirements) Memodu xonmpomo PesynebTary (Results)
(Tests) (Quality methods)
Omme [1po3opa MacnAHUCTA pigvHa Bifg XOBTOND 110 XKOBTO- BizyansHo Biganosigae
KOPWYHEBOrO KONbOopy Visual
Appearance Clear viscous solution from yeliow fo brown yellow color Complies
CTynide 3afiapeneHHsn [TpoayKT noenHeH ByTU He iHTEHCUBHIWe 3a6apBReHrM, epp.®. 222 Bianosigae
PO3YMHY HIX eTANOHHUA PO3UMH Y Ph.Eur. 2.2.2
Degree of coloration of The product should be not intensively colored than Complies
solution reference solution Y
|laeHTudikais YO, MakcuMym nornuHaHHA 3HaxoauTbCa Mix €8p.$. 2.2.25, Bianosigae (233 um)
Identitication AOBKUHAMK XBUMNE 220 — 240 HM Ph.Eur. 2.2.25,
UV. Maximum absorbance is between the wavelengths Complies (233 nm)
220 - 240 nm
BEPX. CnisBigHOWEHHS Yacy yTpMyBaHHs ocHoenoro | €8p.9. 2.2.29. MeTog Bignosiaae (1.003)
Miky Ha XpoMaTorpami BUNPOGOBYBAHOrO POIYKHY A0 i'}’?pgsr”;z 29
Hacy yTpUMYBaHHS NiKy AOLUETAKCENY Ha XpoMaTorpami !n-.:‘:a B S & T
PO34KHY NOPIBHAHHA NOBUHEH CTaHosuUTK 0,975 — 1,025
HPLC. Ratio for retention time of main peak in Complies (1.003)
chromatogram of test solution should comply with the
retention time in chromatogram of reference standard of
docetaxel, it should be 0,975~ 1,025
MexaHiMHI BRIIQUSHHS: Buanmi vactkn Bigoy i cep.P, 2.9.20 Binnosigae
BUAWMI MACTKM FPh.Eur. 2.9.20
Particulate contamination: | Free from visibie particies Complies
visible particles
MexaHivHi BKNKYeHHS: 2 10 Mkm: S 6 000 4aCTHHOK HA DrakoH Cep.®. 29.19 50 yacTuHOK Ha dhnakoH
HEBMAUMI MCTKM z 25 MxM: S 600 MaCTUHOK Ha (hnakoH Ph.Eur. 2.9.19 45 YaCTUHOK Ha hnakoH
Particulate contamination: | & 10 um: S 6 000 particles per vial 50 Particles / Vial
sub-visible particles 2 25 um: < 600 particles per vial 45 Farticies / Vial
pH 3,0—-40 eep.P. 2.2.3 3.2
pH 30-40 Ph.Eur 2.2.3
O6'eM, WO BUTATAETLCA He meHwe 3aanaveHoro HoMIHaNLHoro o6'emy €8p.®. 2.9.17 Binnogigae (8.5 mn)
Extractable volume Not less than labelled nominal volumne Ph.Eur. 2.9.17 Complies (8.5 mi)
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flikapcuKua 3acio; Houemakcen AMakca, KoHueHmpam 0ns po3vuHy Ans ingy3ii, 20 M2/mit o 8 mn y chnaxoni; no 1
Drug product: hIaKORY & KapmOHHIG Kopo6yi
Docetaxel Amaxa, concentrate for solution for infusion, 20 mg/mi, 8 mi in vial; 1 vial in carton box
Aitova peyosuna: HBovemarcen (1 mn koHyeHmpamy mMicmums 20 me douemaxcesy)
Active ingredient: Docetaxel (1 mi of concentrate contains 20 mgq of docetaxel)
Howmep cepii / Batch number AV230403
CynposigHi gomiwkin* Homiuka A: He Ginblwe 0,2 % eep.®. 2.2.29. Metont | 0.0%
Related compounds* Impurity A: not more 0,2 % BMpODHIMKa
Aomiwika B: He Ginbwe 0,3 % Ph.Eur. 2.2.29, 0.1%
impurity B: not more 0,3 % In-house
Aomiwka C: He Binblwe 0,2 % 0.0 %
Impurity C: noft more 0,2 %
Adomiwxa D: e Binblie 0,2 % 0.0%
Impurify D: not more 0,2 %
byab-fika HeigeHTUhiKoBaHa AOMILIKA: He Binbwe 0,2 % 0.0 %
Any other impurities: not more 0,2 %
Cyma gomiwok: He Ginbwe 1,0 % 0.1%
Total impurities: not more 1,0 %
KinbKiCHWA BMICT 95 % ~ 105 % Bia 3asBNEHOT KiNbKOCTI €ep.®. 2.2.29. MeTog,
nouetakceny 95 % - 105 % of the labeled amount BNpOOHUKa 100.2 %
Assay of docetaxel Ph.Eur. 2.2.29.
in-house
KinbkicHWiA BMIiCT eTaHony | 355,5 mrimn — 4345 Mrimn Cap.®, 2.2.28. Metoa | mr/mn
Assay of ethanol 355,5 mg/mi — 434,5 mg/mi BUpOGHMKa 390.8 mg/mi
Ph.Eur 2.2.28.
In-house
CrepunbHicTs CTepunbHNA €ap.¢. 2.6.1 Bianosigae
Sterility Sterile Ph.Eur. 2.6.1 Complies
baKTepianbHi He binbwe Hix 0,4 EO/Mr goueTaxkceny eep.®. 2.6.14 < 0.4 EOQO/Mr
EHAOTOKCUHN Not more than 0,4 EU/mg docetaxe! Ph.Eur. 2.6.14 Aouerakceny
Bactenial endotoxins < 0.4 EU/mg docetaxef
OnHOPIAHICTD Z030BaHMX Bianoeinae eumoram €ap.d. 2.9.40 €ep.P. 2.9.40 Bianosigae
OAWHWLL Ph.Eur. 2.9.40
Uniformity of dosage units | Complies with Ph. Eur. 2.9.40 Complies

%

domimiky A: 2-0-gesbensoin-2-O-rirnunzouerakcesn (2 -nebeH3OKcH- 2-MEHTEHOINT ACLETAKCET):
(2aR ,45,4a8,6R,98,118,128,12aR, 12bS)- 1,2a,3,4,4a,6,9,10,11,12, 122 12b-Nonexarinpo-4,6,9,11, 12,12b-rexcarinpokcu-4a,8, 13,13-terpamein-7,11-meTano-5H-
ipkaoaexa [3,4]6ena [1,2-blokcer-5-01 1 2b-anerar, 12-[(E)-2-meTunbyt-2-eHoar], 9-ecrep 3 (2R ,38)-N-tper-6yroxcurapbonin-3-denitizosepun.

Impurity A: 2-0-desbenzoyl-2-O-tiglyldoceiaxel (2-Debenzoxyl 2-pentenoyl docetaxel):

(2aR,454a8,6R 98,118,128, 1 2aR, 12b5)- 1,20.3,4.4a.6,9, 10,11,12,12a,12b-Dodecahydro-4,6,9, 11,12, 126 -hexahydroxy-4a,8, I3, f3-tetrameth -7, 1 I-methano-5H-
cyclodeca {3, 4fbenz {1,2-b]oxet-5-one [2b-acetate, | 2-{(E)-2-methylbui-2-enoate], 9-ester with (2R, 35}-N- tert-butoxycarbonyl-3-phenylisoserine,

Homiurki B: 10-aeokcH-10-okconaouerancen (6-oxcomoueTakcen):

(2aR,45,428,95,118,125,12aR, 12b8)-1,22,3,4,4a,6,9,10,1 1,12,12a,12b-floaexarinpo-4,9,11,12,12b-nesrari apoxcn-4a,8,13, 13-tetpameun-7,1 1-meTano-5H-
Lynoaeka(3,4]6ems [1,2-bjokcer-5,6-nione 12b-aueraT, 12-Gernoar, 9-ectep 3 (2R,38)- N-1per-0yrokcukapbonin-3-penitizosepHn.

{mpurity B: 10-deoxy- 10-oxodocetaxel (6-Oxodocetaxel):

(2aR,45,4a8,95,118,128, 1 2aR, 12bS)-1,2a,3,4,40,6,9, 10, 11,12, 1 2a, [2b-Dodecahydro-4, 9, 11,12, 12b-pentabydroxy-4a,8,13, 1 3-te tramethyl-7, I 1-methano-5H-
cyclodecal3 4jbenz [1,2-bJoxet-5,6-dione I2b-acetate, 12-benzoate, 9-ester with (2R, 35)- N-tert-butoxycarbonyl -3-phenylisoserine.

Jlominexw C: 7-emi-aoueraxcen (4-enigoueTakcen);

(2aR,4R,4a8,6R,95,118,125,12aR,12bS)- 1,2a,3,4,4a,6.9,10,1 1,12,124a,12b-Toxexariapo-4,6,9,1 1, 12,12b-rekcariapoxcu-4a,8,13, 13-TeTpamerun-7, 1 1-Merano-5H-
uHxnoznexa[3,416ems [1,2-bJoxcer-5-on 12b-anerar, 12-6emsoar, 9-gcrep 3 (2R,38)-N-tper- OyTORCHKapOOHLT-3-(enim3o3epun.
Impurity C. 7-epi-docetaxe] (4-Epidocetaxel):

(2aR 4R, 4aS,6R 98,118 125.12aR. 1 2b8)- 1,20,3,4,40,6,9.1011,12 12a 1 2b-Dodecahydro-4,6,9,11,12,1 2h-hexahydroxy-4a,8, 13, 13-tetramegh’
cyclodecaf3, 4 jbenz [1,2-bJoxet-5-one I 2b-acetate, 12-benzoate, 9-ester with (2R, 35)-N-tert-butoxycarbonyi-3-phenylisoserine.
Homimka D: 10-geokcH-10-okeo-7-emi-1 0-oxconolerakcen {4-em-6-oxcomoueTakcen):

(2aR,4R,4a8,95,1185,128,12aR,12b8)- 1,2a,3,4,42,6,9,10,11,12,124, 12b-Monexarinpo-4, 9,11, 12, 12b-nenrariapokci-4a,8,13,13-reffaes
[3,4]6en3 [1,2-blokcer-5,6-aiow 12b-anerat, 12-6emsoar, 9-ecrep 3 (2R,38)- N-tpet- SyToxcuxapborin-3 -penimiosepus. /
Impurity D. 10-deoxy-10-oxo-7-epi-10-oxodocetaxel (4-Epi-6-oxodocetaxel):
(2aR, 4R 4a8,95, [ 18,125,12aR, 1 2bS)- 1,2a,3,4,40,6,9,10,11,12,12a, ] 2b-Dodecahydro-4, 9,11,12, 12b-pentatiydroxy-4a, 8,13, 13-teiff
[3.4benz [1,2-bJoxet-5,6-dione 12b-acetate, 12-benzoate, 9-ester with (2R, 38}~ N-tert-butoxycarbonyl-3-phenylisoserine.

Bucnrosox: Cepia Ne AV230403 sinnosinae Bumoram MKS, peecTpauiiie noceigueHHa Ne UA/14900/01/01 NN
Conclusion: Batch NoAV230403 complies with requirements to QCM. marketing authorization Ne UA/14800/01/

Hatimeryearns, MicueanaxodxeHHs ma Homep niueHsi ma cepmudhikamy eidnosidHocmi GMP OinbHuyi 3 supobnuumea, wo sidnosidace 3a
KOHMpOns, cepmugikauiro ma sunycK 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 I'mbX (AqVida GmbH)
Kadaep-Birbaenbm-tiimp. 89, 20355 MamBype, HiMeyyuxa (Kaiser-Withelm-Str. 89, 20355 Hambury, Gemmany)

Jliuenis Ha eupobHuymeo (Manufacturing license) Ne DE _HH 01_MIA_2019 0006
Cepmudghikam eidnogidHocmi GMP (GMP certificate} Ne DE_HH_01_GMP_2021_0002
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Texxonozin eupobHuYmMea, KOHMPOaA AKocMi Ma eunycKy cepil Ne AV230403 miKapcoioeo 3acoby foyemaxcen AMakca, KOHUesmpam
dns posyudy Ons indhyaid, 20 Me/Mn o 8 mn y ghinaxori; no 1 ghriakony e KapmonHiil Kopobuj eidnoeidae eumozam GMP.

Manufacturing process, quality control and release of the batch No.AV230403 of the product Docetaxel Amaxa, concentrate for solution for
infusion, 20 mg/mi, 8 mi in vial, 1 vial in carton box complies with GMP standards.

3agea npo cepmudbikauio: Janum s nidmeepdKyro, wo Hasedera suwie iHgopMalis € docmosipHow | MOYHO.

Haxa cepin suzomoaneHa (8xmoyaYu NaKySaHHA/MAPKyeaHHs), cepmucpixosana i KOHmMpPonsL I akocmi eukoMaHuil Ha exasanitl euwe
gupobHuvIl dinbruyi 6 noeHili 8idnoesidHocmi 3 eumMoeamu eupobHuymea GMP, ecmaHosesuMy MICUEEUM DezsynsmopHuM Op2aHoM | y
8/0roeidnocmi 3i cneyugbikauicio, wo snaxodumacs e peecmpauiiiHomy docee. fipomokonu eupobHuymea, yraakosku ma aHanisis Bynu
npoaranizosani ma ef0nosidxuicmes GMP nmidmeepdxero.

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

These batch of product is manufactured (including packaging/abeling), certified and i quality control is carried out in the abovementioned
manufacturing area in full compliance with the GMP reguirements set by the local requiatory 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.

KepiHuk koHTpONIO SIKOCTI (ynosHoRaxeHa ocoba) / Head of the Quality Control (authorized person)

C | H%me Chantal Hemmie lara / date 05.07.2023
(signature) / (ridrtic)
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