JEPKABHA CJIYIKEA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMH
Y AHITPONIETPOBCBHKIA OBJIACTI

Huinpo, w.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kox €/IPTIOY 37070665

BHCHOBOK
1po AKicTh BBe3eHOro B YKkpainy JiikapchKoro 3aco0y
07.12.2023 Ne 61361/23/04
MAKJITAKCEJ AMAKCA

(HaliMeHyBaHHS JiKapcsKOro 3acoby 3riuHo 3 peecTpauifHuM MIOCBIIYEHHAM)
KOHIEHTPAT JUIs PO34HHY A indysii 6Mr/mua 50ma(300Mr) y o Nel

{(opma BHITyCKY, LO3YBAHHS, BH]I IaKyBaHHS JiKapCEKOTO 3acoby)

Homep peectpatittuoro nocsizuenna UA/15145/01/01 erpox nif peectpauiiiHoro nocpiTens 01.01.2099

Cepis nikapcskoro sacoby Ne A0230601 KinbkicTs BBe3eHOTO Jikapchkoro 3acoby 240
Bupo6GHUK AxBina 'm6X , Himeuunsa
(uatimenyranus BupoOHHKa Nixapchkoro 3acoby, kpaiHa MOXOKEHHA)
BeeseHo B YKpaiHy ToBapHCTBO 3 0GMEKEHOI0 BilNOBiIAIbHICTIO "Ba/IM", inent. xon:
31816235

(naimeHyBanHs Ta koa 32 CJIPTIOY ropumuunol ocobu abo npissuie, im'd, M0 HaTEKOBI
biznunoi ocobu - minnpuemug, ii Micue NpoXHBAHHA Ta peecrpauifauit Homep obnikosoi
KapTKH TTATHUKA NOJATKIB aGo cepis Ta HoMep NacnopTa)

TpoToxon Bisyansnoro kourpomio sin 30.11.2023 N 07-01/3402/3.

3a pesyNbTATAMH /C[XKABHOTO KOHTPOIIO BCTAHORIEHO, WO Jikapehkui 3aci6 BBeseHo B YkpaiHy 3
JOTPHMAHHAM BHMOT 33KOHOJABCTBA MO0 3a6e3NedeH A AKOCT] niKapchKHX 3acobis.

B. 0. HauankHuKa JlepxaBHol cTyx6u 3
nikapchKHX 3aco6iB Ta KOHTPOIIO 3a Mapis BPE3ILIBKA

(nianuc) (ininianm Ta npi3BUILE)

'10}(}-‘\\}‘,!1'1‘\11 :

’

Hikitiuea Okcana +38(066)345-41-71



N\

AQVIDA
N

Tixapcokuil 3aclG: fMaxnimencen AM3xca, KOHUeRmpPam OnR poavuny ann ingyslil, 6 M2/vm no 50 un y hraroni; no 1
Drug product: gtaxoHy e kapmonnli vopoByl
Paclitaxel Amaxa, concentrale for gsolution for infusion, 6 mg/mi, 50 mf in vial: 1 vial in carton box
Ahova pevyoeuna; flaxnimaxcen (1 mn xonyenmpamy micmums 6 M2 nam!makcany)
Active ingradient: Paciitaxel {1 mi cancentrate confains 6 mg paciflaxel)

Homep cepli/ Batch number . AQ230601

Hama eupoSnuymaa / Date of Manufacturing D7.07.2023
Bema aaxinvenns cmpoxy npudamuocmi / Expiry date D7/2026
Poawmip cepli/ Batch size 601 ynakoBok/packs
Hirapcura popma | Dosage form: KOHLIHTRAT ANA posuuHy ans indysiA / concentrate for solution for infusion
Cuna dfifaxmuesicms [ Strength/potency; 8 Mr naxnitakceny / 6 mg of paciitaxel
Po3Mip Td THN nakyeadHn / Package size and lype: no 50 Mn y chnakoHi; no 1 chnakoHy B kapToRHii kopoBui / 50 mi in vial; 1 vial
in carton box
Peccmpayliine nocelduarnm Ne / Marketing Authorization No. UAM5145/01/01
Bupabnux, xpaina / Manufacturer, country AxBiga TvEX, HimesumHa / AgVida GmbH, Germany
flokaanuxu axocmi Hornycmumi nopmtt (Requirements) Memodu xonmpomnw | Pesynbmamu (Restiits)
{Tests) {Quality methods}
Onuec (Mpo3opuii KOBTYBATURA B'A3KMH POIYMH BiayaneHo Bignosinae
Appearance Clear yellowish viscous solution Visual Complias
KoneoposicTe <Ys €pp.®, 2.2.2 Bignoeigae
Color Ph.Eur. 2.2.2 Complies
Mpoaopicts {Tpo3opuii Sep.®. 2.2.1 Bignosinae
Clarity Ciear Ph.Eur. 2.2.1 Complies
MexaHiuHi BkmioweHHA: | Buanmi 4acTku NpakTueHO BigcyTHi €ep.@. 2.9.20 Bignoeigae
BHMOUMI M2CTKU :
Particutate Practically frae from visible particles Ph.Eur. 2.9.20 Complies
contamination: visible
arlicles
MexaHiuri armiouenna: | Z 10 mim: < 6 000 vacmok Ha ¢hrakoH €8p.®. 2.9.19 < 20 YacTok Ha thnakoH
HERUANMI YACTKKU 2 25 mim: £ 600 vacmox Ha ghnakoM Ph.Eur. 29819 £ 227 uyacTok Ha hnaKaH
Particulate 2 10 um: s 6 000 particles per vial s 20 pariicles per vial
contamination: sub- 2 25 pm: < 600 particles per vial < 227 particles per vial
visible patticles
laeHTudikauis TUIX. Rf ocHosHol nnAaMU BUNpoGysaHoro €ep.®. 2.2.27 Bignosinac
Mentification posynHy Mae eignosigaTti Rf oCHOBHOT RmaMu Ph.Eur. 2.2 27 Complies
POaUMHY NOPIBHAHHA
TLC. R¥of the main spot of the examination
solution has to comply with Rf of the main spot
of the refarence solution
BEPX. 3pasox slanosigae cTanqapry MaTop eupobHuka Bignosigae
HPLC. Sample complies to standard OCHoBaHuiA Ha USP 26 | Complies
In-house, based an
USP 26
H 3.0-4% € - - . 33
QB’em, Wwo euTaraeTsea | Maknitakcen 300 mr: 2 50,0 Mn /Ebp . 2,9,17 2"\ Bianosigae (51.8 mn)
Extractable volume Paclitaxel 300 mg: 2 50,0 mi / 1 Eur. j.g HTIB \® \Compﬁas {51.8 mi)
CynposigHi oMiLLIKA Baxkarin [1l: £0,2 % EFX MeTon \ \ke BusBneHo
Related substances Baccatin Iif: 0,2 % i &f |3 Wot detacted

N-BensoindeHinizosepuHaTtunectep: < 0,2 %
N-Banzoylphenylisoserineethylester: s 0,2 %
10-aeausTunnakniTakcen: < 0,2 %
10-dsacetylpaclitaxel: 5 0,2 %
LiecdbanomaHin Ta izomep (aomiwka A/B). < 0,7 %
Caphalomannine and isomer {impurity A/B): s
0,7 %

7-Eninaknitakcen: £ 0.4 %

7-Epipaclitaxel: 5 0.4 %

1

._O¢r

R e 107 HE BUABNBHO
2A Mose# Not defected

0.0 %
0.0 %

AqVida GmbH ¢ Kaiser-Wilhelm-Ste 89 © 20355 Hamburg = Germany > Tel. +49 40 380 37190 » Fax +49 40 380 37192 ¢ infof@aqvida,com
HRB 94083 » Managing Director: Wolfgang H. Heinze = VAT ID: DE 814418869 » T/AY, ID: 02/850/03083




fMixapeoruii 3aci6:
Drug product:

Ahova pavoeuna:
Active ingredient:

Howmep cepli / Batch number

7N\

AQVIDA

N

flaxnimaxcen Amaxca, konyenmpam Ann possuny ana lugyalis, 6 ma/mn no 50 Mn y naxoni; no 1

thriaxosy 9 xapmonruii xopobyi

Paclitaxel Amaxa, concenirate for salution for infusion, 6 mg/mi, 50 mi in vial; 1 vial in carton box
Maxnimaxcen (1 mn xoHyeumpamy micmums § M2 nagnimaxceny)
Paclitaxel {1 mi concentrate contains 6 mg paciitaxef)

AO230601

CynposigHi goMiwkn | 7-Eni-10-geauetunnaknitakcen: < 0,4 % BEPX metog, He BUARNEHO
Related substances 7-Epi-10-deacelylpaciitaxel: < 0,4 % eupoGHuka {LUSP 26) Not detected
Byab-axa HeigeHTUIkoBaHA Aomiwka: < 0,1 % HPLC In-house (USP HE BUABNSHO
Every other single impurity: < 0,1 % 26) Not defected
CyMa gomilok: < 1,2 % 0.1 %
Total impurities: 5 1,2 % 0.1%
KinskicHe 5,7 — 6,3 mrimn MeTton BupOGHUKA 6.1 Mr/mn
BU3HAYEHHS 95,0 — 105,0 % Bla 3aneneHol KinbkocTi ocHoBaHui Ha USP 26 | 1014 %
naknitakceny (BEPX) | 5,7 - 86,3 mg/mi In-house hased on 6.1 mg/mi
Assay of paclitaxel 95,0~ 105,0 % of labeled amount USP 26 101.4 %
(HPLC)
KinbkicHe 356,4 —435,6 mr/imn Cep.¢®. 2.2.28 411.6 mrimn
BU3HAYEHHA 90,0 ~ 110,0 % Big aasepneHoi KNbLKOCT Ph.Eur. 2.2.28 104.3 %
eTaHony Geasognoro | 356,4 — 435,6 mg/mi 411.6 mg/ml
Assay ethanol 90,0 — 110,0 % of labeled amount 104.3 %
anhydrous
Bopa £30% €ep.®. 2512 0.2 %
Water Ph.Eur. 2.5.12
CTepunbHICTL CrepunsHuii Eep.®. 2.6.1 Bianoslgae
Sterifity Sterile Ph.Eur. 2.6.1 Complies
BakrepianeHi s 0,67 EQ/Mr nawnitakceny Cep.®. 2.6.14 Bignoeigae
SHAOTOKCUHIA < 0,67 EU/mg paciitaxef Ph.Eur. 2.6.14 Complies
Bacterial endotoxins

Bucrosox: Cepia No AO230601 eianobinae aumoram MKR, peecTpauiiiHe nocsigueHHA Ne UN15*45:‘01:‘01
Conclusion; Batch No. AO230601 complles with requirements to AND, marketing authorization Ne UA/M5145/01/01

Halimenysanus, mcuesuaxodxamm ma Homep nijenall ma cepmucdpikamy sidnosidnocmi GMP dinsruyl 3 eupobruymea, wo eldnoeldas 3a
Koampom. ma sunyr:x cepit: :

AxBida F MEX (AqVida GmbH)
Kaitaep-Binvzensm-Liimp. 89, 20355 Mambype, Himeuyura (Kaiser-Withelm-Sir. 89, 20355 Heril

Nivenin Ha supobuuymeso {Manufacturing license) Ne DE_HH_01_MIA_2018 0006
GMP Capmucpixam (GMP Certificate) Ne: DE_HH_01_GMP_2021_0002

TexHonozin GUPOBHULMER, KOHMPOIT RXocmi ma surlycky cepit Ne AO230601 nifBpch
DOIYUHY 3NA Iihy3it, 6 ma/n 10 50 MA y chnarowi: o 1 chnakoHy @ KapmOoHHit i ﬂ,
Manutacturing process, quality control and release of the batch No.AO230601 of e

infusion, 6 mg/mi, 50 ml in vial; 1 vial In carton box complies with GMP standards))

Barea npo cepmudhhaulio; Harum 1 nidmeepdiyo, wo Hasedona euis iHgpopmady
Hana cepln susomosnena (EKNIOYEION YIAKOSKY/MAPKYSaHHR), cepmudbikosa
eupobrwyild BinbHuyl 6 noawit eidrosioHocmi 3 eumozamu supobruumea GMP, ecrtaHoRm
eidnosidnocmi af cneyughicayieio, wo snaxodumbeA @ pescmpauitvoMy docke, fpo
fpoaHaniogayi ma eidnoeidxicrms GMP nidmeepdweHno.

Corlification stafement: | hereby confirm that the abovementioned information Is true and corract.
These baich of pmduct is manufactured (including packaging/iabeling), certified and it quality control i carried out in the abovementioned
manufacturing aras In full compliance with the GMP requirements set by the local regulatory authorify 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.

BEIM peaynamopHus opaaHoM | v
HGMas, YNAKOBKU ma akanizie bynu

KepiaHuk koHTponio AKocT | {ynoeHoRameHa ocoba)

Head of the Quamy Cantrol (authonzed person) .
C Pemmne 04.10.2023
I chantal Hemmie Rata /date 04-036-2023
(signaturey (nidmtc)
Page 2/2
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JNEPKABHA CJIVKBA 3 JIKAPCBKHX 3ACQEIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npos. CriTIBYAOI Hapit, 3, mKuis, 02099, Ten/(axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €IPIIOY 37078774

BHCHOBOK

20.03.2024 Ne 11805/24/10

3 TAKJAITAKCEJL AMAKCA
(HafiMenyBaHHEA nikaperKoro 3acofy ATYNHO 3 PeECTPALHIHIM NOCBaeHHAM)
KONUEHTPAT LTS PO3UHHY JVist indys3iit, 6 mr/mit o 50 M y gurakoni; 1o 1 gaaxoeny B
xapToHHii Kopobui
{thopya BHITYCKY, KO3YBAHHA, BUI MAKYBAHHA nikapchROro 3acoby)

Homep peecrpaniiisoro mocsinuenss UA/15 145/01/01 crpok aii peccrpauiitzoro nocpixuenna 01.01 2099

Cepis nixapeskoro sacoby Ne AO230603 KibkicTh BEE3EHOTO NiKapebxoro sacoby 200
Bupobuuk AxBina Tm6X, HiMequnna L
(HaiiMenyBaHHA BUpOGHHKA nigapcekoro 3acoBy, kpaita LOXOIKEHHA)
Breseno s YxpaiHy- CnijibHe yKpaiHCHKO-eCTONChbKE MANPHEMCTBO ¥ dopmi TopapucTBa
3 ofMesKeHo0 BiAmosinaIbHicrio "Omrivma-®apm, JITH", inexr, xon:
21642228

(HaitMenyBanii Ta Ko 32 EIPTIOY ropuiraioi ocodn abo npissulie, iar's, o Darekost dizHanol
ocoBi - igmpHeMit, Tl MicTe TPOXWEAHHS T4 peecTpatiiiniit HoMep ofTiKOBOI KAPTKH NAATHHKA
nonatkin a6o cepif Ta HoMep macnopTa}

TIPOTOKO BI3yANBHOFG KOHTPOI0 BN 20.03.2024 N: 0508/3.

3a pesyIBTATaMH  IePKaBHOTO KOHTPOIIO BCTAHOBNEHO, MO NikapChkiil 3aci6. BHEBEHO. B Vipainy 2
JAOTPHMAHHAM BrMOr 3AKOHOXABCTBY 1100 3a0¢3MeYeHHA AKOCT] AKAPCHRUX 3ac00is.

Bixtop CTEGKIBCHKIN

{iniriann Ta:npisanuie)
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JNiKapchiul 3aci6; Nawnimaxcen Amaxca, Koruenmpam 9na poISudy O iHibyaitl, 6 Ma/mi no 50 ¥ chraxoni; no 1
Drug product: hraKory e KapmoRHii Kopo6uf
-Paclitaxel Amaxa, concentrate for salution for infusion, 6 mg/mi, 50 ml in vial; 1-vial it carton box
Aivoya pedoeuna: Maxnimaxcen (1 Ma Konyenmpamy micmuma 6 M2 naknimaxceny)
Active ingredient: Paclitaxel (1 mi concentrate contains 6 mg paclitaxel)
Homep cepii / Balch number AD230803
Hama eupo6ruymea / Date of Manufacturing 07.07.2023
AHama zaxindenns cmpoky npudamuaocmi / Expiry date Q7/2026

Poawmip cepii/ Batch size

Nikapcoka chopma / Dosage form:
‘Cuna diakmuenicme | Strength/potency:
Po3mip Ta TMN nakyBaHHA / Package size ahd type:

501 ynakosow/packs _
KOHLEHTPAT ANA poavuHy ANs iHdy2id 7 coricentrate for solution far infusion
6 mr naknitakceny / 6 mg of paclitaxel

16 50 Mn y denakoHi; no 1 dnakoHy B kapToHHiv kopoBL./ 50 mi in vial: 1 via]
in arfor box

UA/15145/01/01

AxBina M'vbX, Himeduna / AqVida GmbH, Germany

Peecmpauyiine noceidyennn Ne / Marketing Authorization No.
BupoGHux, kpatva / Manufacturer, country

Morasruky skocmi Aonycmumi nopmu (Requirements) Memodu kxoumponio Peaynbmamu (Results)
{Tests) (Quality methods)
Cnwne lMpoacpiA KOBTYBATWIA B’ AZKUA PO3UMH BiayansHo Bianosigae
Appearance Clear yelfowish viscous solution Visual Complies
KoneoposicTs <Y €ep.®. 222 Bignoeipas
Color Ph.Eur.2.2:2 Complies
MposopicTe Flposopuit €ap.®. 2.2.1 Bianoeigae
Clarity Clear Ph.Eur. 2.21 Compiies
MexaHiuHi BRMIGUERHA: Buaumi uactku npaktudHo sigcyTHi Sep.¢. 2.9.20 Bianoeinae
BUAWMI Y2CTKK
Particulate Practically free-from visible particles Ph.Eur..2.9.20 Complies
contaminalion: visible
particles .
MexaHiqui BkNOYeHHA, | 2 10 mxm: £ 6 000 vacmok v chraxkoH €ep.d. 2.9.19 < 20 yacTok Ha thnakoH
HEBUAMMI 4aCTKM 2 25 mrm: < 600 Yacmok Ha (onakoH Ph.Eur. 2.9:19 <227 4acToK Ha hrakcH
Particulate 210 pm: < 6 000 particles per vial = 20 particles per vial
contamination: sub- 225 pum: < 800 particles per vial < 227 particles per vial
visible particles )
lpeHTudcbikauin TIUX. Rf ocHoBHOT NNsmu BUNpobyRaHoro Eep.d. 2.2.27 Bianoeinae
identification po34nHy mac Bignosigat¥t Rf ccHoBHOT NAsiMy Ph.Eur. 2.2.27 Complies
PO3YUHY NOPIBHAHHS
TLC. Rf of the main spot of the examination
solution has to comply with Rf of the main spot
of the reference solution .
BEPX. 3pasok signosigae crangapTy MeTog BupoSHUKa Bigneoeinae
HPLC. Sample compiies to standard ocHoBaHwi Ha USP 26 | Complies
In-hcuse, based on
USP 26
pH 30-49 eep.d. 2.2.3 3.3
Ph.Eur.2.2.3
O6'em, Wo suTaraeTeen | Maknitakcen 300 mr: = 50,0 mn €e8p.®. 2917 Bianosiaae (51.8 mn)
Extractable voiume Paclitaxel 300 mg: = 50,0 m{ Ph.Eur.2.9.17 Complies (51.8 i)
CynposigHi AOMILLKKM Bakkativ lll: 0,2 % BEPX meTog, HEe BMABMEHO
Related substances Baccatin 1l: 0,2 % BupobHuka (USP 26) Not detected
N-BenacindetinisozepuneTunectep: 50,2 % HPLC in-house He BUFBMNEHO
N-Benzoylphenylisoserineethylester: < 0,2 % (USP 26) Not detected
10-geaueTnnnaknitakcen: 0,2 % 0.0 %
10-deacetylpaciitaxel: < 0,2 % 0.0 %
Uedhanomarin Ta izomep (nominka A/B) < 0,7 % He BMABNEHD
. Cephalomannine and isomer fimpurity AB): = Not detected
; Q.7 %
£Bninaknitakcen: £ 0,4 % 0.0%
pachitaxel £0,4 % 0.0%
Page 1/2

Rahelm-Ste 89 © 20355 I[Tamburg © Germany © Tel. +49 40 380 37190 o Fax +49 40 380 37192 ¢ info@aqvidd.com

1t j “ ° Managing Dircetod Wolfgang I1. Heinze ¢ VAT D 12(1 814418869 « TAX 112:-02/850/03083

ﬂ) Y o //ci’éf 3 EC) 1¢r ‘%




7
AQVIDA
N

Nikapebkull 3aci6; Taknimaxcen Amaxca, KOHUEHMpPam dns poavyuHy ons inchy3iit, 6 Me/iir o 50 Mn y ghriakoii: o 1
Drug product: thrakoHy 8 kapmorHil Kopobyi

Paclitaxel Amaxa, concentrate for solution for infusion, & mg/mil, 50 mi in vial: 1 vial in carton box
Airoya peyosuna: Tlawnimaxcern (1 ms xonyenmpamy Micmums 6 Mz naknimaxceny)

Active ingredient:

Homep cepii / Batch number

Paclifaxel (1 m!concentrate confains 6 mg paclitaxel)

AC230603

CynpoeigHi fomikn 7-Eni-10-geauetunnaknitakcen: < 0,4 % BEPX meTtog HE BUSBMNEHO
Related substances 7-Epi-10-deacetylpaclitaxel: < 0,4 % supobHuka (USP 26) Not detected
byab-sika KeigeHTudbikoraHa goMiwka: €0,1 % HPLC in-house (USP HE BUABMNEHO
Every other single impurity: < 0,1 % 26) Not detected
Cyma gomiwor; < 1,2 % 0.1%
Total impurities: £ 1,2 % ) 0.1%
KinbkicHe 5,7 - 86,3 mr/mn MeToa BupoBHUKa 6.1 mr/mn
BW3HaYEHHA 95,0 — 105,0 % Big 3asBNeHO! KINBKOCTI OCHOBaHWK Ka USP 26 | 101.4 %
naknitakceny (BEPX) | 57— 6,3 mg/m/ In-house based on 6.1 mg/mi
.Assay of paciitaxel 95,0 - 105,0 % of labeled amount USP 26 101.4 %
(HPLC) _
KinbkicHe 356,4 — 435,6 mrimn €ap.®. 2.2.28 411.6 mr/mn
1 BMSHAYEHHS 90,0 — 110,0 % Bin sanBneHOT KiNLKOCTI Ph.Eur. 2.2.28 104.3 %
eTaHony BespoaHoro | 356,4 - 435,6 mg/m! 411.6 mg/ml
Assay ethanol 80,0 110,0 % of labeled amount 104:3 %
anhydrous
Boaa =30% Cep.®. 2512 0.2 %
Water Ph.Eur. 2.5.12
CTepunbHicTs CTepunbHuit €sp.¥. 2.6.1 Bianoeigae
Sterility Sterile Ph.Eur. 2.6.1 Complies
BakrepiansHi = 0,67 EO/vr nakniTakceny Cep.®.26.14 Binnosipas
EHAOTOKCUHYK = 0,67 EU/mg paclitaxe! Ph.Eur. 2.6.14 Complies
Bacterial endotoxins

Bucroeok: Cepin Ne AO230603 mignosigac sumoram MKS, peccTpayiiie noceigveHHs Ne UAM5145/01/01
Conclusion: Batch No. AO230603 complies with requirements to AND, marketing authorization Ne UA/15145/01/C1

Halimenysants, MicuesHaxo0KeHHs ma HoMep fiueHsiT ma cepmutpikamy sidnosidnocmi GMP dinoHulyi 3 supobruumea, wo eidnceidac 3a
KOHMPOITb Ma sunyck cepii:

Name. iocation and number of the ficense and GMP certificate of compliarice of the prodction site responsible for the certification and batch
release:
AxBida rmeX (AqVida GmbH)

Kaisep-Binseensm-lmp. 89, 20355 Mambypa, Himeyyuna (Kaiser-Wilheim-Str.. 89, 20355 Hamburg, Germany)

Tiyenin #a supobruymeo (Manufacturing license) Ne DE_HH_01_MIA_2019_0006
GMP Cepmucbikam (GMP Certificate) Ne:. DE_HH_01_GMP_2021_0002

TexHoroeis supoBruymea, KOKMPONs AKOGTI Ma sunycky cepii Ne AO230603 mikapcbkoao zacoby Maknimakcen Avakea, KOoRusHmparm ons
Po3umy Ans iHeby3ill, 6 Ma/mn 1o 50 M1 y chrakoMi mo 1 gontakoky & kapmonwii Kopoby eidnosifac eumozam GMP.

Manufacturing process, gquality control and refease of the batch No.AO230603 of the product Paclitaxel Amaxa, concentrate for solution for
infusion, 6 mg/mi, 50 mi in vial: 1 vial in carton box complies with GMP standards.

- 3as8a npo cepmudbikaufio: Janum s nidmeepdmyio, wo Hagedena 8ULLE IHbOPMAELIT € docmosipHoto | mogHo.

HaHa cepin euzomosnexa (axknwoyanyy yrakosky/Mapkyaanns), cepmudbikosara | kormpons i sxocmi euxonarut Ha exazadil gLiie
eUpobruyill dinbHuul 8 noswild eidnosidHocmi 3 aumozamu supobruymea GMP, scmanosnesuMy- micueeun pesynamopHumM opzatom iy
sidnoeidnocmi 3i creyudbikauiern, wo adaxodumscs a peccmpayifinomy docbe. [MPOMOKONU SUPOBHUUMEa, YNaKosku ma anamizle Gynu
npoaxanizoaani ma sidnosidricmes GMP nidmeepdxero.

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

These batch of product is manufactured (including packaging/iabeling), cerfified and it quality confrol is carried out in-the abévermentioned
manufacturing area in fulf compliance with the GMP requirements sef b y the local regulatory authority and in accordance with the specification
Iocated in the registration dossier. Protocols of manufacturing, packaging and tests wers analyzed and their GMP compliance were confimed.

KepieHWK KOHTPOIHO RKOCT | (YNOBHOBAXEHA acoba)
Head of the Quality Controf (authorized person)

C Hemmﬁ Chantal Hemmje

Hata /date 17.11.2023
{signature)/ (mdriicf

Page 2/2
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Mikapcbrull 3acib:
Drug product:

Alroqa pevosuxa:
Active ingredient:

a1
N
AQVIDA

Aaknimaxcen AMakca, KOHUeHmpam 3na po3quny ona ingysid, 6 ma/mn no 50 My dhnaxori; no 1
ghnakory e Kapmoniii kopobuf

Paclitaxel Amaxa, concentrate for sclution for infusion, 6 mg/mi, 50 mi in vial; 1 vial in carton box
Maxnimakcen (1 MA koHYeNmpamy micmumb 6 M2 naKnimarcesty)

Paclitaxel (1 mi concentrate contains 6 mg paclitaxel)

Howmep cepii / Batch number AO240301
Hama eupobuuumaea / Date of Manufacturing 06.05.2024
Hama 3axinyerHs cmpoky npudamyocmi / Expiry date 05/2027
Poszmip cepit / Bafch size 501 ynakosak/packs
Jlikapcuka thopma ! Dosage form: KOKUEHTPaT ANS pesunHy AnA iHdyain / concentrate for solution for infusion
Cuma Oif/akmuericms | Strength/potency: 6 Mr naxknitakceny / 6 mg of paclitaxel
Poamip Ta TMN NnakyeaHHA / Package size and type: no 50 MA ¥ dnakoni; ne 1 dnaxody B kKapToHHIA kopofui / 50 mi in vial; 1 vial
in carton box
Peecmpauilne moceidyentst Ne / Marketing Authorization No. UA/5145/01/01
BupaobHuk, kpaika / Manufacturer, country AkBina M'wBX, HiMeuunHa / AqVida GmbH, Germany
Mokasnuku saxocmi Honycmumi nopmu (Reguirements) Memodu konmpome | Peaynsmamu (Resulis)
{Tests) {(Quality methods)
Onwne Mpc3opuil KOBTYBAaTUA B'A3KUA PO3UNH BisyaneHo Bignoeinae
Appearance Clear yellowish viscous solution Visual Complies
KonkbopogicTe 2Ys €sp.®. 2.2.2 Bignosigae
Color Ph.Eur. 2.2.2 Complies
Mpo3sopicTb Mpozopui Epp.d. 2.21 Bignoeigae
Clarity Clear Ph.Eur. 2.2.4 Complies
MexaHi4Hi BKITHYeHHA: BuAaKUMi YAcTKW NpakTU4HO BIACY THI cep.®. 2.9.20 Bignosinae
BUOMMI HaCTKU
Particulate Practically free from visible patficles Ph.Eur. 2.9.20 Complies
confamination: visible
patticles
MexaHiubi BknoseHHs: | 2 10 MM < 6 000 vacmok Ha hnakod €sp.d. 2.9.19 223 vacTokK Ha thnakoH
HEBWMIKMI 4ACTKK 2 25 MrM: £ 600 yacmok Ha hrakoH Ph.Eur. 2.2.19 220 4acToK Ha nakoH
Particulate 2 10 uym: s 6 000 particles per vial 223 particles per vial
contamination: sub- 2 25 ym: = 600 particles per vial 220 particles per vial
visible particles
{neHTUdikauin TWX, Rf ocHoeHol nRAMK BUNPobyBaHOIMO eep.¢. 2.2.27 Bignoeinae
Identification po3urHy Mae BignosinaT Rf ccHeBHOT nNaMy Ph.Eur, 2.2.27 Complies
PO34UHY NOPIBHARHA
TLC. Rfofthe main spot of the examination
solution has to comply with Rf of the main spot
of the reference solufion
BEPX. 3pasok Bignosigas cTaHgapty MeTog, BupoBHuka Bianoeigae
HPLC. Sample complies to standard ocHoBaHWi Ha USP 26 | Compifes
In-house, based on
USP 26
pH 3,0-49 EBp.9. 2.2.3 3.3
Ph.Eur. 2.2.3
O6’eM, Wo BUTHraeTLca | Maknitakcen 300 mr: = 50,0 mn €ep.d. 2.9.17 Binnosiaae (50.7 mn)
Extractable volume Paclitaxel 300 mg: 2 50,0 ml Ph.Eur. 2.9.17 Complies (50.7 mi)
CynpoBigH: AOMiLLKK BarkxaTin 1ll: 0,2 % BEPX meTof, He BUABNEHO
Related substances Baccatin ll: £ 0,2 % BupobHuka (LSP 26) Not detected
N-BensoindeHiniacaepuHeTunectep: £ 0,2 % HPLC in-house He BUABMNEHO
N-Benzoylphenylisoserinesthylester: < 0,2 % {USP 26) Not detected
10-peaueTunnaknitakcen: £ 0,2 % He BUABNEHO
10-deacetylpaciitaxel: = 0,2 % Not detected
Lledanomanin Ta isomep (gomiwka A/B): £0,7 % 0.02%
Cephalomannine and isomer (impurity A/B). < 0.02%
0,7 %
7-Eninaknitakcen: < 0,4 % 0.02%
XEpipaclitaxel: < 0,4 % 0.02%
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Jlikapebkuil 3aci6: Maknimaxcen Amakca, KOHUeHMPam Ons posyquHy 0na ingysid, 6 ma/mna no 50 Ma 'y thnakowi; o 1
Drug product: chnakoHy 6 Kapmo#Hili kopobui

Paclitaxel Amaxa, concentrate for solution for infusion, 6 mg/mi, 50 ml in vial; 1 vial in carton box
Hhoya pevoguHa: Haxnimaxcen (1 M konyenmpamy Micmume 6 M2 naxnimakceny)

Agtive ingredient:

Homep cepif / Batch number

Paclitaxel (1 mi cancenlrate contains 6 mg paclitaxel)

AQ240301

CynpoBsigHi [oMiLLKKM 7-Eni-10-peauetunnaknitakcen: < 0,4 % BEPX meTtoa HE BMSABINEHO
Related substances 7-Epi-10-deacetylpaclitaxei: s 0,4 % BUpoDHKMKa (USP 26} Not detected
By[ik-Aka HeigeHTudikosaHa poMiwka: < 0,1 % HPLC In-house {(USP He BUABNEHO
Every other single impurity: < 0,1 % 26) Not detected
Cyma gomiwok: < 1,2 % 0.04 %
Total impurities: £ 1,2 % 0.04 %
KinkkicHe 5,7 — 6,3 Mr/mn MeToa BUpoGHUKa 6.2 Mrimn
BU3HA4EHHA 95,0 — 105,0 % Big 3aABNEHOT KINLKOCTI ocHoBaHWlil Ha USP 26 | 103 %
naknitakceny {BEPX) | 5,7 — 6,3 mg/m! In-house based on 6.2 mag/ml
Assay of paclitaxel 95,0 — 105,0 % of labeled amount USP 26 103 %
{HPLC)
KinekicHe 356,4 — 435,86 mr/mn Eep.®. 2.2.28 408.3 mrimn
BW3Ha4eHHA 90,0 — 110,0 % Big 3anBNeHol KINLKOCTI Ph.Eur. 2.2.28 104 %
eTaHony SessoaHoro | 356,4 — 435,6 mg/m/ 408.3 mg/ml
Assay ethanol 90,0 — 110,0 % of labeled amount 104 %
anhydrous
Bopa <3.0% Eep.0®. 2.5.12 0.2 %
Water Ph.Eur. 2.5.12
CTepuUnbHICT CTepuneHUi €ep.®. 2.6.1 Bignosigae
Sterility Sterile Ph.Eur. 2.6.1 Complies
BakTepianesHi < 0,67 EO/Mr nakmiTakceny Eep.d. 2.6.14 Binnosigae
SHAOTOKCHUHN < 0,67 El¥mg paclitaxel Ph.Eur. 2.6.14 Complies
Bacterial endotoxins

Buchoaok: Cepin N A0240301 signosigac sumoram MKF, peectpatliide noceiguenHs Ne UA/15145/01/01
Conciusion: Batch No, A0240301 complies with requirements to AND, marketing authorization Ne UA/15145/01/01

HaliMeHyeaHHs, micyesHaxodxeHns ma HoMep AileHsil ma cepmudikamy sidnosidxocmi GMP dinshuyi 3 supoBHUUMBs, Wo gidriogidae 3a
KOHMPONb ma GUMYcK cepii.

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

AkBida rmeX (AqVida GmbH)

Katizep-Binszensm-tlimp. 89, 20355 Mambypa, Himeuwuna (Kaiser-Withelm-Sir. 89, 20355 Hamburg, Germany)

Niuenis na supotHuymeo (Manufackuring license) Ne DE_HH_01_MIA_2015_0006
GMP Cepmutbikam (GMP Certificate} Ne: DE_HH _01_GMP_2021_0002

TexHornozin gUpoBHULMEs, KOHMPOAA AKOCM ma surtycky cepli Ne AO240301 nikapckkozo 3acoby Makmimakcen AMakca, KoHUeHmpam ons
poayUHy Ons inghyailh, 6 ma/mn no 50 Mn y chrakoui; 1o 1 hnakody 8 Kapmondit kopobuf sidnosidae sumozam GMP.

Manufacturing process, quality control and release of the batch No.AQ240301 of the product Paclitaxel Amaxa, concentrate for solution for
infusion, 6 mg/ml, 50 mi in vial; 1 vial in carton box complies with GMP standards.

3asgsa npo cepmudbikauiio: Janum a nidmaeepdxyic, wlo HagedeHa suwje iHghopmallis € AocmaosipHO | MOYHOW.

[ava cepist euzomoenena [SRAOYAIGHY YIaKoSKy/MapkyaanHs), cepmugbikosana i Konmpons Ji sxocmi euxoHaHull Ha ekasadill stiye
supoBHuYit dibHuyl 8 noerill eidnosidtocmi 3 eumozamu eupobruumea GMP, ecmanosienuMy MICUSSUM DEaynamopHUM opzaroM |y
sidnoaidHocmi 3l creyudbikauielo, Wo 3HaxodUMbCA & peccmpayidHoMy docke. [pomokonu eupobRuLMEs, ynakosku ma adanisie Bynu
npoananizosani ma eidnosidnicms GMP midmeepdxero.

Certification statement: I hereby confirm that the abovementioned informalion is true and correct,

These batch of product is manufactured (including packagingfiabeling), centified and it quality control is carried out In the abovementioned
manufacturing area in fuli compfiance with the GMP requirements sef by the local regulatory authority and in accordance with the specification
jocated in the registration dossier. Protocols of manufacturing, packaging and tests were analyzed and their GMP compiiance were confirmed.

KepiBHUK KOHTpOnO SIKOCT | (ynoBHoBaNeHa ocoba)
Head of the Quality Control (authorized person)

Devangi Pate} Rarta / date 24.05.2024

(signature)f (miénuc)
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AEPKABHA CJYXBA 3 JIKAPCHbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIY OBJIACTI

mpoR. Citnanof Haail, 3, m.Kids, 02099, Ten/daxc: (044) 363-06-30
E-mail: dis.ko(@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
Mpo AKICTL BBE3LHOr0 B Y Kpainy Jikapebroro 3acody
30.67.2024 Ne 37306/24/10
HAKJHTAKCEJ AMAKCA

{LaifsienyBame AiKapeskoro sncofy 3riano 3 peceTpatiiizgy nocsixtennam)
ROHNIEHTPAT AJ8 po3uuny Jas indysii, 6 sir/sn no 50 ma y duiaxouis mo 1 duraxony s
kaproennii kopodui

{thopaa runyCKY, A03YRAINTL, K BaRYBAINA MKAPCLROTY Jacohiy)
Homep pecerpauiiinoro nocsigyennz UA/15145/01701 crpox aif pecerpaniiinoro nocsinaenns 01.01.2099
Cepia nikapesxoro sacody Ne AQ240301 Kinsxicts sBe3enioro nikaperoro sacody 200

Bupotnik AxBina [atoX, Himeuunga
(HuiiMenyBannn BUPOBIIKA MKIPCLKOPD 3uco0Y, KpaiHa NeXeAHILN)

Breseno o Yipainy Crianne yrpainebKo-ecToHChRE NIANPHEMETBO ¥ dopnti
TOBAPHCTEA 3 00MeKe010 BianosinaasnicTo "Ontisa-Papy,
JITH", inent. xog: 21642228
(nafimenysanng 1a ko 3a CAPIIOY opiaminol ccoby abo npissinue, iv', no farukoni
Qzirmol ocoli - minnpuesy, i Mice IPOFNBANIA Ta pecerpaniiiunit soMep oBaikaBo;
RSPTEI fuarHia noarsis abo copin Ta Hoaep nachopTd)

HpoTexen sisyaaniore konrpoase sig 30.07.2024 Nz 2163/5,

3a  pesyabTATAME  ACPHEBHOIQ KOHTPONK BCTAOBAENO, IO Nikapenknif 3acid BBeicao B YxpalHy 4
LOTPHMAMHAM supor 3ak0H08aBCTEA DI040 3a0C3NECHNS IKOCT] nikapeskir sacobis,

Cuhrea EPRHOME
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AEPXKABHA CHIYXBA 3 JIIKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH
Y JHINTPOIIETPOBCBKIH OBJIACTI

Auinpo, mn.CoGopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kon €JIPTIOY 37070665

BHCHOBOK
npo AKicTh BBe3eHOro B YKpaiHy Jikapcbkoro 3aco0y
24.10.2024 Ne 54670/24/04
MMAKJIITAKCEJ AMAKCA

{nafiMeHyBaHEA NikapcbKOro 3acoby 3riZHO 3 peecTpauifiiiMM IIOCBIAYEIHAM)
KOHLEHTPAT 118 POo3uHAY AIs iHdy3ill 6mr/ma S0ma(300mr) y ¢a Nel

((ropma BUNyCKY, LO3YBAHHA, BHI NAKYBaHHA Jikapcexoro 3acoby)

Homep peectpauitinoro noceiauenns UA/15145/01/01 crpox gii peectpauiiinoro nocsinuenus 01.01.2099

Cepis nixapcuxoro sacoby Ne AOQ240303 KinbkicTs BBe3eHOrO nikapcwkoro 3acoby 200
Bupobuux AxBiga I'mM6X , HiMmeuunna
{naiimetyBains BUpo6HHKa NikapcsKoro 3acofly, kpaina NoXoAMCHHS)
Bseseno s Ypainy ToBapucTBO 3 00MekeHOI0 BianoBinansHicTio "BaJM", iaen. koa:
31816235

{(ualimenysanud ta ko 3a €/1PTIOY ropuauvnoi ocobu abo npissuite, iM's, no Garbkoni
thizuunoi ocolu - nixnpremusd, Ti Micle NpoXMBaHHA Ta peecTpallifinuii soMep o6aikosol
KapTKH NNaTHHKA noJaTkis afo cepia Ta HoMep nacnopTa)

Nporokon BisyaasHoro kontpoaio sia 21.10.2024 N 07-01/2718/4.

3a pe3ynbTaTaMM AEPKABHOrO KOHTPOJIO BCTAHOBNEHO, L0 Jlikapcbkuf 3acif Bmeszeno B Ykpainy 3
AOTPHMAHHHAM BUMOr 3aKOHOAABCTBA WOA0 3a0e3MeHeHHR AKOCTI NiKapebkux 3acobis.

B. 0. HauansHKKa JlepkaBHOT cyxOH 3
NIKapChbKHX 3ac00iB Ta KOHTPOIIIO 3a
HapKOTHKaMH y JIHINpONeTPOBCHKiH
obnacti . -

Mapia BPE3ITHKA

(nocanosa ocoba opfly
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Hixitivera Oxcana +38(066)345-41-71 -
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Hixepcokud 28cis: Naxnimaxcen Amaica, xontenmpam 9aa pozvusy dns ingy3ia, 6 me/mn no 50 mn y chnaxond; no 1
Drug product: draiory a xapmornslis xopobul
Paclitaxel Amaxa, concentrate for solution for infusion, 6 mg/ml, 50 mi in vial: 1 vial in cartor box
Hhwoua pevceuuar flaxnimaxcen {1 mn xonyenmpamy micmums 6 Ma naxnimaxceny)
Active ingredient: Paclitaxel {1 m/ concentrate containg 6 mg paclitaxel)
Homep cepii / Baich number AO24030%
Hama supobuuumea / Date of Manufacturing 06.05.2024
Hama 3axivvensn cmpoxy apudamuocmi / Expiry date 0512027
Posmlp cepli / Bafch size 501 ynakopok/packs
fMikapcoka hopua | Dosage form: KOHUEHTPAT ANA posuniHy AnA indyalid / concentrate for solution for infusion
Cuna difaxmuesicms | Strength/potency: 8 Mr naxniTakceny / 8 mg of paclitaxel
Poamip Ta TN naxyeauHa / Package size and fype: ?o 50 mu: go tnakoHi; no 1 nakoHy 8 kapToRHIA kopobUi / 50 mit in vigl: 1 vial
N Ca: X
Peecmpauliiine nocalduennn Ne / Marketing Authorization No. UA/M5145/01/01
BupobHux, xpaina / Manufacturer, country AxBiga Mm6X, HiMeuuuna / AgVida GmbH, Germany
floxaanusu axocmi Honyemumi Hopmu (Reguirements) Memodu xonmpomo | Pesynsmamu (Results)
{Tosts) (Quality methods)
Onue [Mpo3opuii XOBTYBaTHI B'A3KWIA PO3UUH BiayanbHo Bianosinae
Appearance -Clear yellowish viscous solution Visual Compiies
Konkoposicts £Ys Esp.$. 222 Biarosigae
Color Ph.Eur, 2.2.2 Complies
Mpoaopictb Mposopmit Eep.d. 221 Bionopigae
Clarity Clear Ph.Eur. 2.2.1 Complies
MexaHiuHi BKniowegHHA: | Buaumi 4acTk1 npakTU4HO BigCyTHI E€sp.®. 2.9.20 Bignoginae
BHAOUMI YACTIH
Particutate Practically free from visible particies Ph.Eur. 2.9.20 Complies
contamination: visible
particles
Mexarivnl BioueHHR: | 2 10 mim: < 6 000 yacmox na ghnaxon Eep.®. 2.9.19 223 vacTok wa dnakoH
HeBUANMI YacTKu 2 25 miu: < 800 4acmoK Ha ¢hnakoH Ph.Eur. 2.9.19 220 yacToK Ha thnakoH
Particulate 2 10 uym: < 6 000 particies per vial 223 particles per vial
contamination: sub- 2 25 pm: s 600 particles per vial 220 particles per vial
visible pariicles
laeHTMdikaUin TIWX. RfocHoeHOT NnsMK BunpoByBaHoro €8p.®. 2.2.27 Bignosinae
Identification po3uvHy mae signosinath Rf ocHoBHOI nnsiMu Ph.Eur. 2.2.27 Complies

PO3YHHY MOPIBHAHHA
TLC. Rfof the main spot of the examination
solution has to comply with Rf of the main spot

of the reference solution
BEPX. 3pasok signosifae craHaapTy MeToa BupoGHUMKa Bignopigae
HPLC. Sample compliss to standard OCHOBaHWIA Ha USP 26 | Compilies

/.:m\ In-house, based on
e S, "-—j 7 UsP 26

pH 3,0-49 /y it Yg/‘ €ap.®. 2.2.3 3.3
A\ PHTIB AN Ph.Eur. 2.2.3

O6’eM, WO BUTArAETLCA | MNakniTakcen 300 G‘U Wr \& \\ €ep.9. 2.9.17 Bignoeinae (50.8 mn)
Extractable volume Paciitaxel 300 mg. § m‘- P [V, b '°£ || Ph.Eur. 2.9.17 Complies (50.8 mi)
CynposigHi oMKW Barxatin IIl: £0,2 % ;‘- /] BEPX meToq HE BUABREHO
Rolated substances Baccatin ill: 5 0,2 % . y J| empolHuKka ocHoBannil | Not defected
N-EeH3oindeHinisa % 1202 %+ /| Ha USP 26 HE BUSBNEHD
N-Benzoylphenylisosugilier / HLPC in-house, based | Not detectad
10-geaueTunnakniTakcsin.d 0.2 96w on USP 26 He BUABMEHD
10-deacetyipaciitaxel: € 0,284 ¢ - Not detected
UedbancmaHiH Ta iaomap (,qomLUKa AB).£07% 0.02%
Cephalomannine and isomer (impurity A/B); 0.02%
<07%
7-Eninaknitakcen: < 0,4 % 0.02%
7-Epipaciitaxel. = 0,4 % 0.02%
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Mixapebkul 3acis:; fTaknitiakcen AMaKca, KOHUEHmPam R poavury Ons ingysii, 6 Me/Mn 1o 50 ms y chraxont; mo 1
Drug product: raxoHy e RepmoHRil xopoByl

Paclitaxel Amaxa, concentrate for solution for infusion, 8 mg/mi, 50 mi in vial: 1 vial in carton box
Aioua pesoauna: IMaxnimaxcen (1 ma xonuenmpamy sicmums 6 M2 naxnimarceny)

Active ingredient:

Homep copli / Batch number

Pacitaxel (1 mi concentrate contalns 6 mg paciitaxel}

AQ240303

Cynposighi gomiwku | 7-Eni-10-geauetunnaknitakcen: s 0,4 % BEPX meTon HE BURBNEHC
Related substances 7-Epi-10-deacetylpaciitaxsi: < 0,4 % BUpOBHUKA OCHOBaHWIA | Not detected
Byab-Aka HeigeHTUthikopaHa AoMiwka: < 0,1 % Ha USP 26 He BUABRMNEBHO
Every other single impurity: < 0,1 % HPLC in-house, based | Not detected
Cyma pomitok: < 1,2 % an USP 26 0.04 %
Total impurities: £ 1,2 % 0.04 %
KinexicHe 57 — 86,3 mrfmn Metoa supoBHuka 6.2 Mrimn
BUAHAYEHHA 95,0 — 105,0 % =ig 3asBneHOT KiINbKOCTI oCcHOBaHWA Ha USP 26 | 103 %
naknitakceny (BEPX) | 5,7 —8,3 mg/m! In-house based on 6.2 mgiml
Assay of paciitaxel 95,0~ 105,0 % of labeled amount USP 26 103 %
(HPLC)
Kinekicre 356,4 - 435,6 mrimn Eep.®. 2.2.28 406.9 mrimn
BMaHAUEHHSA 90,0 — 110,0 % min sanBneHOoT KiNkkoOCTI Ph.Eur, 2.2.28 103 %
eranony Geasogrora | 356,4 - 435,6 mg/mi 406.9 mg/ml
Assay athanol 90,0 — 110,0 % of labeled amount 103 %
anhydrous
Boaga £30% €ep.®. 2,512 0.2%
Waler Ph.Eur. 2.5.12
CTepuneHicT CrepunbHui €ep.®.2.6.1 Binnopinae
Sterility Sterite Ph.Eur. 2.6.1 Complies
BakrepiantHi s 0,67 EO/Mr naknitaxkceny €8p.®. 2.6.14 Bianosigae
EHAOTOKCUHM = 0,67 EU/mg paciitaxel Ph.Eur. 2.6.14 Complies
Bactenial endotoxing

Bucreoaok: Cepin Ne AQ240303 signosigae swmoram MKA, peecTpalitiHe nocsiguenHs Ne UA/15145/01/01

—.-:?’——«~,_

Conclusion: Batch No. AO240303 cormplies with requirements to AND, marketing authorization Ne UA/5145/01/01

Hailmorysars, MicyeaHaxodxeHHa ma HOMOp MiueHal ma ceprugbikamy eldnoeidnocmi GMP dinsHuw 2 eupobHuymea, o eidnosidae 38
xoumponb ma qunycK cep:?‘

@a_ae
AxBida FmbX (AqVida GmbH)
Katizep-Binezensm-llimp. 89, 20355 I'emBypa, HiMewduna (Kalser-Witheim-Str. 89, 20355 Hamburg, Germany}

fMliuenin na supobruumac (Manufacturing license} Ne DE_HH_01_MIA_2024_0014
GMP Cepmucpivar (GMP Certificate} No: DE_HH_01_GMP_2024 0034

bosuuny Ons ingbyald, 6 ma/Mn 1o 50 Mn y htaxoni:
Manufacturing process, quality control and releasé ¢
infusion, 6 mg/mi, 50 mi in vigl; 1 vial in carton &

Sageq fpc cepmuchikayito: Oavum A Aidmeepiny
Reawa cepln euzomoanena {exmovaiouu yngw
eupobHuil dinsHuwl @ nosniG sidnosidvoct ; sDetph
eidnosidnocri 3i cheyudhivauien, wo aHaxtdom et
npoaxanisoaaHi ma aidnoeidricms GMP nidmsesixe

Centification stafement: ! hereby confirm that thg
These batch of product is manufactured (including
manufactunng area in fuﬂr compﬂance with the Gk

N \
4 ulb}lée} 359:3&] ..-,_.. AU € GOCTOBIPHOW | MOYHO,
; chifoana | xoumpons T Axocrni suxoHaHul e erazanil auuie
ga Ga‘.a , BCMEHOBBHUMU MICUBEBUM PEyRSMmOpHUM Op2aHOM | y
bF. [pomoxonu eupobHuymes, ynaxoesy ma avaniaie Gymu

KapisHWK KOHTPONIO AKoCT | {YNOBHOBRKEHA ocofa)
Head of the Quality Control (authorized person)

“{ < Uhun & Bornd Temme Rata / date 07.08.2024
{signaturey (nidmuc)
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