HTEPXKABHA CJIYXFBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A.
HAPKOTUKAMMHA ’
Y JHIMPONETPOBCBKIN OBJIACTI

Huinpo, mn.CobopHa,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dis.dp@dls.gov.ua, Kon €JIPTIOY 37070665

BUCHOBOK
PO SIKiCTh BBE3€HOr0 B YKpaiHy JIKapcbKOro 3acoly

21.01.2026 | Ne 55775/25/04

JOLHETAKCEJI AMAKCA

(naiiMeHyBaHHA JliKapchbKoro-3acoby 3rifHo 3 peecTpaliiiHUM NOCBiX4YCHHAM)
KOHIEHTPAT JJIs po34HHy A indys3iii, 20 mr/ma no 4 ma y gaaxoni; no 1 (lmaxo B
KAPTOHHIH KopoOui o

(dopma Bunycky, K03yBaHHS, BUA NaKyBaHHSA JlikapchKkoro 3acoby)

Homep peecrpaniiinoro nocsimuenns UA/14900/01/01 crpox zii peecrpaniitroro nocsinuenns 01.01.2099

Cepis nikapckoro 3acoby Ne AT250503 KinpkicTs BBE3€HOrO Jikapchkoro 3acoby 150
Bupo6HuK AxBiga 'M6X , HiMequnna
(nHaliMeHyBaHHA BUPOOHHKA JHKapChKOTo 3aC0o0y, KpaiHa IOXOKEHH)
BeeseHo B YkpaiHy ToBapHCTBO 3 06MeKeH010 BixnoBinaabHicTI0 "BalM", inent. xon:. -
31816235 » S0

(maiiMenyBaHHs Ta koA 3a CAPTIOY ropuaiunoi ocobu aGo npi3BHILe, iM'4, 10 6aTHKOBi
disuunoi 0cobu - mianpueMus, ii Micue NPOXHBAHHA Ta peecTpalliliHui HoMep 06mikoBoT
KapTKH [UIATHUKA NOAaTKiB abo cepis Ta HOMep nacnopra)

Tpotokoa BisyansHoro koutpoao Bia 06.11.2025 Ne 03-01/2599/3.

N v

3a pesy/ibTaTaMH OEPKABHOTO KOHTPONIO BCTAHOBJIEHO, WIO Jikapchkué 3aci6 BBe3eHO B VYkpaiHy 3
JOTPHMAHHSM BUMOT 3aKOHOABCTBA OO 3a6e3neuenHs AKOCTi JiKapChKUX 3ac00iB.

jp H.JI. Baiicarypo

(nixnuc) A (iniuianu Ta npissuine)

B. 0. HauanbHKKa JlepxKaBHOT Ciry>x0H 3
JKapChKHUX 3aC00iB Ta QR
HapKOTHKaMH y J{Hj# fqﬂ"’{‘ i
obnacTi §

(mmocanosa ocoba
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Nixapcbxutl 3aci6: Houemaxcen Amakca, konyenmpam dns PO3YUHY Ons inby3il, 20 M2/mMn no 4 mn y Gnakoui; no 1
Drug product: naxoHy 8 KapmonHia Kopobuj
Docetaxel Amaxa, concentrate for solution for infusion, 20 mg/mi, 4 miin vial; 1 vial in carton box

Airova pevoeura: Rouemaxcern (1 mn KoHyeHmpamy micmume 20 me doyemaxceny)

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

Howmep cepli / Batch number AT250503

Hama eupobruumea / Date of Manufacturing 28.07.2025

Hama 3axinvenna cmpoxy npudamuocmi / Expiry date 07/2027

Poawmip cepii / Batch size 500 ynaxoBok/packs

Nlikapcuua hopma | Dosage form: KOHUEHTpaT ANA PO3umnHy Ans iHdDY3iK / concentrate for solution for
infusion

Cuna diifakmuenicms / Strength/potency:
Po3wmip ta Tun nakysauus / Package size and type:

Peecmpauitine noceidyernns Ne/ Marketing Authorization No.
BupoGHux, kpaina / Manufacturer, country

20 wr goueraxceny / 20 mg of docetaxel
Mo 4 mn y onaxkoHi; no 1 cbnakoHy B KapTOHHiik kopobui/ 4 ml in

vial; 1 vial in carton box

UA/14800/01/01
AxBiaa 'm6X, Himeuuuna / AqVida GmbH, Germany

UV. Maximum of absorption for docetaxsl! should be
between wavelength 220 — 240 nm

BEPX. CniBBifHOWEHHS YaCy yTPUMYBAHH] OCHOBHOTO
niky Ha xpomarorpami sunpoBosysanoro PO34MHY A0

€8p.®. 2.2.29. Metop

Moka3unku sKocTi Bonycrumi Hopmu (Requirements) Memodu konmponio Pesynbraru (Resuits)
(Tests) (Quality methods)
Onuc Mpo3opa macnanucTa piguKa Big XOBTOTO 40 XOBTO- BiayansHo Bianosinae
KOPUUHEBOrO KONLOPY Visual
Appearance Clear viscous solution from yellow to brown yellow color Complies
Cryninb 3a6apanenns MpoaykT nosuHeH ByTu He iHTEHCUBHILLE 3abapsnenum, | €sp.®.2.22 Bignosigae
po3dmMHy HIX €TanoHHUi PO3UMH Y; Ph.Eur. 222
Degree of coloration of The product should be not intensively colored than Complies
solution reference solution Y,
lnexrudikayin Y. MaxkcumyM nornuHaHnis ans AoueTakceny nosuHeM €8p.®. 2.2.25. Bianosigae (231 Hm)
"Identitication 3HAXOAUTNCHL MDK ROBXMHAMU XBUNL 220 — 240 HM Ph.Eur. 2.2.25.

Complies (231 nm)

Bianosiaae (1.000)

Hacy yTPUMyBaHHA Niky AOLIETAKCENY Ha XPOMaTOrpami ;"”6""2"3

PO34YKHY NOPIBHAKHA NOBUHEH CTaHOBUTH 0.975 — 1.025 In?biltl/’ée -2.29.

HPLC. Ratio for retention time of main peak in

chromatogram of test solution should comply with the Complies (1.000)

retention time in chromatogram of reference standard of

docetaxel, it should be 0.975 - 1.025
MexawiuHi BKNIOYeHHA: Buaumi yactku sigcyThi €ep.®. 2.9.20 Bianosiaae
BUANMI HacTKu Ph.Eur. 2.9.20
Particulate contamination: | Free from visible particles Complies
visible particles
MexaHiuni BrnioweHHs; 2 10 MkM: S 6 000 YaCTUHOK Ha hnakon €ep.®. 2.9.19 34 yacTUHOK Ha hnakoH
HEBUA MMI YacTKn 2 25 MkM: < 600 YacTUHOK Ha nakom Ph.Eur 29.19 22 43CTUHOK Ha hNakoH
Particulate contamination: | 2 10 Um: s 6 000 particles per vial 34 Particles / Vial
Sub-visible particles 2 25 um: s 600 particles per vial 22 Particles / Vial
pH 30-40 €8p.®. 223 31
pH 30-40 Ph.Eur. 223 31
O6'em, Wo euTATaETLCA He mMeHwe 3a3nayeHoro HoMiHanLHOro o6'emy €8p.®.29.17 Bianosigae (4 mn)
Extractable volume Not less than labelled nominal volume Ph.Eur. 2.9.17 Complies (4 mi)

Page 1/2
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Jlikapcbutl 3aci6: Aoyemaxcen Amarca, koHuenmpam dnsa posyun y Onsa incby3ia, 20 me/Mn no 4 mn y naxoHi; no 1
Drug product: raxoHy € KapmoHHil xkopobuyi
Docetaxel Amaxa, concentrate for solution for infusion, 20 mg/ml. 4 mi in vial: 1 vial in carton box
Hirova pevosuna: Aouemaxcen (1 un konyewmpamy micmums 20 me Jdoyemaxcerny)
Active ingredient: Docetaxel (1 mi of concentrate contains 20 mg of docetaxel)
Homep cepii / Batch number AT250503
CynposiaHi pomiwku®* Domiwka A; He Ginbwe 0.2 % €8p.9.2.2.29. < MEeXi KiNbKICHOro
Related compounds* Impurity A: not more 0.2 % MeToa supobHuka BU3HAYEHHR
Ph.Eur. 2.2.29. < Limit of Quantification
Lomiwxa B: He Ginbwe 0.3 % hiiguse 0.0%
Impurity 8: not more 0.3 % 00%
Homiwka C: He Ginbwe 0,2 % 01%
impurity C: not more 0.2 % 0.1%
Homiwka D: He Ginbe 0.2 % < MexXi KinbKiCHOro
Impurity D: not more 0.2 % BU3HAUEHHA
< Limit of Quantification
Byab-aka HeigenTudikosana gomiwwka: He Sinbwe 0.2 % 0.0%
Any other impurities: not more 0.2 % 00%
Cyma aowmiwok: He Ginble 1.0 % 0.2%
) Total impurities: not more 1.0 % 02%
KinbxicHuit micr 95 % — 105 % Big 3a8BNEHOT KiNbKOCTI €8p.0.22.29.
| moueraxceny 95 % - 105 % of the labeled emount Metoa Bupobuuka 100 %
| Assay of docetaxel Ph.Eur. 2.2.29. 100 %
In-house
Kinexicuui BmicT eTanony | 355.5 Mr/mn — 434.5 mr/mn €8p.®. 2.2.28. 389.6 mr/mn
Assay of ethanol 355.5 mg/ml — 434.5 mg/m! Meron supoBHuka 389.6 mg/mi
Ph.Eur. 2.2.28.
In-house
CrepunsHicTs Crepunbhni €Bp.®. 26.1 Bianosigae
Stenility Sterile Ph.Eur. 2.6.1 Complies
bakrepianwHi He Ginbwe wix 0.4 EO/Mr Aouerakceny €ep.®. 26.14 <0.2 EO/mr
€HAOTOKCHHM Not more than 0.4 EU/mg docetaxel Ph.Eur. 2.6.14 Houetaxceny
Bacterial endotoxins < 0.2 EU/mg Docetaxel
OnHopigHicTb 4030BaHux | Bianosiaac sumoram €8p.®. 2.9.40 €8p.®. 2.9.40 Bignosigae
OAUHULL Ph.Eur. 2.9.40
Uniformity of dosage units | Complies with Ph. Eur. 2.9.40 Complies
L)

Hdostinu d. 2-0-0e36en30i1-2-O-mizuwrooyemarcen (2-0ctensoncui-2-nenmeno 1 ooyemarce):
(2aR, 48,48, 6RYS.115.128,1 2aR, 1 2bS)- 1,24, 3.4, 4a.6, 9.40.11.12,12a,12b-odexaciopo-4.6.9,11, 12,12h- ‘eRCqMIpoRcu-4a. X 13,1 3-mempasiemun-7, 1 1 -semano-5H-
yuxao0ekd [3.40ens [1.2-hjoxcem-S-ou 12b-ayemam, | 2-[(E)-2-memuaiiym-2-enoam/, 9-ccmep 3 (2R,38)-N. MPEm-OymoKcukapGonti-3-hentuzozepun.
Impurity 4: 2-O-deshenzoyt-2-O-tiglvldocetaxel (2-Debenzaxyl 2-pentenoyt docetaxel):
(2aR 48,4a8.6R.98.118,125.12aR,12b5)- 1,20, 3.4, 4a.6. 9.10,11,12,12a,12b-Dodecahydro-4,6,9.11,1 2,12b-hexahydroxy-4a,8,13,13 ~tetramethyvl-7, 1 1-methano-5H-
cyclodeca (3,4 ]benz {1,2-bjoxet-5-one 12b-acetate. | 2-{(F)-2-methylhus-2-enoate ], 9-vsier with (2R, 38)-N-tert-butoxycarbonyl-3-phenylisoserine
Hosiwxu B: 10-0eoxcu-10-oxcoo iy e (G-oxco0ny e
(2aR38,4u8,95.118,128.12aR, 12bS)-1,2a. 3.4, 44,6.9,10,11.12,12a.12b-/looexaeopo-4.9.11.12.1 2h-nesmaziopoxcu-4a.8.13.13-mempavemus-7, 1 1-semano-51 1-
 YUKA00eKG[3, 4 [Genzs |1, 2-b foncem-3,6-0ione | 2b-ayemam, 12-Gen wam, 9-ccmeq 3 (2R, 38)- N-mpem-Gymoxcusaptonia-3 -entazoepun.
Umpurity B: 10-deoxy-10-oxodocetaxel (6 Ixodocetaxel);
(2uR,48.4a8,98,115,128,12aR,12b8)-1,2a,3,4,44,6.9.10.1 A2,12a,12b-Dodecahydro-4. 9.11,12.12b -pentahydroxy-4a.8,13, 1 3-tetramethvl-7, 1 -methano-SH-
cyclodecal 3,4 benz [ 1,2-hjoxet-5,6-dione [ 2b-acetate, 12-benzoute, 9-cster with (2R, 35)- Netert-butoxycarbonyl -3-phenylisoserme.
Homuuxu C; 7-eni-doy cet (4-enidoyemance).
(2R AR 4aS.6R,95,115.128,12aR. 1 2bS)- 1.20.3,4,40.6. 9.10.11.12,12a,12b- 00KAAOPO-4.6.9.11, 12, 12b-coxcanoporcu-4a.8.13.] S-mempaviemua-7. | L-vemano-SH-
yukiodexal3, 4j6ens |1, 2-hjokcem-S-on 1 2b-ayemam. 12-Gensoanm, 9~ccmep 3 (2R, 38)-N-mpem - OYmOXCUNapGOni i-3-gentusosepun
{mpurity ;. 7-epi-docetaxel (4-Iipidocetaxel):
(2aR 4R 4uS,6R.98,115,125.12aR, 12b8)- 1,2a,3,4,4a.6, 9.10.11,12.12a,12b-Dodecahydro-4,6.9.11.12,1 2b-hexahydroxy-4a,8.13, 1 3-tetrameth -7, 1 1-methano-3H-
cyclodecal3, 4 fbenz [1,2-bfoxet-S-one 12b-acetate, | 2-benzoate, 9-ester with (2R3 ~tert-butoxycarbonyl-3-phenylisoserme
dosiuxg ;. 10-0eoxcu-10-okco-7-eni-] O-0Kcodonemancet (4-eni-6-oxcodouemarce /N
(2aR 4R 4aS.98,118,128,12aR.12bS)- 1,2a.3,4.44,6. 9,10,11.12,12a.12b-Hooexaziopo-4, 9.11.12. | 2b-nenma. HOPOKCU-4a,8,13, 1 3-mempaseemu-7, 1 [-vemano-5H-
HUR100eRd [3,4]Bens [1,2-bJoxcem-5.6-non [ 2b-ayemanm, | 2-Gewsaam, Y-ecmep 3 (2R 38)- N-mpem- ﬂ_vm:)kt.‘um[rﬁwmd-t/u'm:mncpun,
{mpurity 2. 10-deoxy-10-0x0-?-cpi-10-oxodocetaxel (4 Epi-6-oxodocetaxel).
(2aR 4R 4aSYS 118 125.12aR,1 2b68)- 1,24,3.4,40,6,9.10.11,12.12a,! 2b-Dodecahydro-4, 9,11.12, 12b-pentahydroxyv-4a.8,13, 13<1ciramethyl-7,1 1 -methano-SH-cyclodeca
[3A]benz [1,2-boxer-5,6-dione 1 2b-acetate, | 2-henzoate, Y-exter with (2R, 35)- N-tert-butoxvcarbonyl-3-phenylisoserine

BucHoaeox: Cepisn Ne AT250503 BignoBiaac Bumoram MKS, peecTpauiiiHe noceiguerns Ne UA/14900/01/01
Conclusion: Batch No. AT250503 complies with requirements to AND, marketing authorization Ne UA/14800/01/01

HalimeHysaHHs, Micue3HaxooxeHHa ma HOMep niyenaii ma cepmucbikamy eidnoeidHocmi GMP dinbHuui 3 8upobHuyMes, Wo 8idnoeidac 3a

KoHMpons, cepmudikauiio ma sunyck cepii:
Name, location and number of the license 4
batch release:;

AkBida F'm6X (AqVida GmbH)
Kaisep-Binbeensm-LUmp. 89, 20355 I ambypa, Himeyquna (Kaiser-Wilhelm-Str 89, 20355 Hamburg, Germany)

AqVida Gmbl i © Kaiser-Wilhelm-Str 89 © 20355 IMamburg © Germany < Tel. +49 40 380 37190 © Fay +49 40 380 37192 ¢ infO¢
HRE 94083 © Managing Dircctor: Wolfgang 11, Heinze ¢ VAT ID: DE 81441 RRG6Y 2 TAX 11): 02/850/03083
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TliyeHist va eupobruymeo (Manufacturing license) Ne DE_HH_01_MIA_2024_0014
GMP Cepmucgpikam (GMP Caertificate) Ne: DE_HH_01_GMP_2024_0034

S3anea npo cepmudbiauing: Lanum s nidmeepoxylo, wio HasedeHa suwe iHGhopMaUist € BOCMOBIPHOX | MOYHOK.
Lana cepia suzomoenena (exriouaoyy YNaKosKy/mapKyearis), cepmugpikosana i KOHMPONL i IKOCMI BUKOHaKUT Ha eKasaHil euue

npoaxanizoeani ma sionoeidHicms GMP niomeepoxero.

ificati ment. | 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
were confirmed.

KepisHuk koHTpONIo AKocr i (ynosHosaweHa ocoba) / Head of the Quality Control (authorized person)

T - » € Bernd Temme RNara/date 04.11.2025
" (signature) / (nidnuc)

; - . " < . A
AgVida GmbH © Kaiser-Wilhelm-Str 89 » 20355 Hlamburg = Germany o Tel. +49 40 380) 37190 0 poax +49 40 3803 Rgtp@al 1
HRB 94083  Managing Dircctor: Wolfgang H. Heinze o VAT I1: DE 814418869 « TAX I 02/850/030——""
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