JEPXKABHA CJIYKFBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHUKAMH
Y JHIIPOIETPOBCHKIN OBJIACTI

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

BHUCHOBOK
Ipo fIKicThL 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
((hopMa BHITycKy, A03yBaHHSA, BH 1aKyBaHHA JiKapeEKoro 3acoly)

Homep peectpaniiinoro nocsimaenna UA/15145/01/01 crpox pif peectpaniiinoro mocsinyeHHs 01.01.2099

Cepin nikapchkoro 3acoby Ne AR230202 KinskicTs BBe3eHOro Mikapcekoro 3acoby 500
BupoGuux AxBina I'M6X, HimeuunHa
(HalMCHYBaHHS BMpoGHHKa fikapceKoro 3acofy, kpaiHa noxo ukeHHA)
Beeseno B Ykpaiiy ToBapucTBo 3 00MexkeHo0 BianosigaabnicTio "ballM", inent. kon:
31816235

(HaiiMeHyBaHHs Ta koa 3a €IPTIOY wopuauHoi ocobu abo npizeaute, iM's, 110 HaTeKOBi GizpyHOT
0co6H - nianpHeMUS, Ti MicLe MPOXHBAHHA TA peecTpauifHui Homep c61iKoBOT KAPTKY MIATHUKA
noparkis abo cepis Ta HOMEp NMacnopTa) )

TpoTokon Bisyanbnoro xourpomo six 16.,09.2023 Ne 07-01/2645/3.

3a pe3syibTaTaMH ACPKABHOTO KOHTPOMO BCTAHOBJIEHO, WO JikapchKui jaci6 BBeseHo B YKpaiHy 3
JOTPHMAHHSAM BHMOT 33KOHOABCTBA 1IOAO 3a6e3neyeHAA AKOCTI TIKapChKUX 3ac06iB.

B.o. HayanbHuKa JepxaBHoi cIyx6H 3

JHKapCchKHX 3ac00iB Ta KOHTPOIIO 3a
P . TPOIo 3a Hatams MAHJIPMKA
HapKoTHKaMH y J[HInponeTpoBCEKid
obnacti
(nocanosa ocoba OpraHy ACPXKaBHOTC KOHTPOMIO) (nizmuc) (initfiany Ta npizBMInE)
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Taknimarcen AMaNCa, KOHUEHMPaM OAR PO3vURY Gns indayail, 6 ma/mn no 18.7mn y guraxont; o 1

Paclitaxef Amaxa, concentraie for soiution for infusion, 6 mg/mi, 16.7 mi in vial; T vial in carton box

1501 ynaxoeox/packs

Mixapeuxuii 3acls:

Brug praduct; draxony 8 kapmonsii xopobul

Alova peyoaura: flaxnimaxcen {1 mn konyesmpamy micmums 6 M2 naknimaxcany)
Active ingredient: Paciitaxel {1 mi concentrate contains 6 mg paciitaxe/)

Homep cepii / Batch number  pRo30202

Hama eupobnuymea / Date of Manufacturing 08.05.2023

Jama saxinvesiun cmpoxy npudamnocmi / Expiry date 05/2026

Poauip cepli / Bateh size

HMixapceia chopma | Dosage form:

Cura diVasxmuenicms ! Strength/potency:

Poamip Ta Tun nakyeasua /

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

Package sfze- and type:

vial in carion box

UA/5145/01/01
AxBlaa MmBX, HiMewuuna / AqVida GmbH, Germany

KOHLGHTRAT AN po3suHy [NA iHgysii / concentrate for solution for infusion

6 mr naknitaxkceny / 6 mg of paclitaxel
no 16.7 MmN y driaxoHi; Ro 1 cnakoHy B kKApToHHIA xopobui f 16,7 mi in vial; 1

NMoxaanuxu arxocml Honycmus! nopmiur (Requirerments) Memodu xonmpoio Paaynsmamu (Results)
{Tests) {Quality methods)
Onuc Mpo3opuil XOBTYBATUA B'A3KMA PO3IWH BiayansHo Biagnoeigae
Appearance Clear yellowish viscous soluiion Visual Complies
Koneoposicte =Ya €8p.®, 2.2.2 Bignosipnae
Color Ph.Eur, 2.2.2 Compiles
Mpozopicte Mpo3opwit Eep.¢®. 2.2.1 Bignoeinae
Clarity Clear Ph.Eur. 2.2.1 Complies
MexarivHi pxnioueHHA: | BUAUMI HYaCTKM NPAKTMYHO 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 mMiM: < 8 000 yacTok Ha dnakou €ep.$. 2.9.19 3 4acmox Ha HRaKoH
HEBUAUMI HacTKH 2 25 mem: < 600 yacmoK Ha GhnakoH Ph.Eur. 2.9.19 70 vacmox Ha thnakon
Pariiculate 2 10 pm: < 6 000 padiicles per vial 3 pariicles per vial
contamination: sub- 2 25 pm: < 600 particles per vial 70 particles per vial
visible particies
lnenmuchikauin TIWX. RfockoBHOI MnsiMK BUNPOBYBAHOTD €ep.®, 2.2,27 Bignosigae
{dentification po3uMHy mae Bignosigati Rf ocHosHol Ph.Eur. 2.2.27 Complies
MNAMK POIYHHUHY 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 T Compiles
pH 3,0-49 i - 3.3
[/ e\
Of'em, Lo Maknitakcen {100 Mr: 2 16,7 Mn ((; { % ‘t%mﬂ { U__: 1) Binnosigae (17.6 mn)
BUTAMAETLCA Paclitaxel 100 mg: 2 16,7 mi & |5 Complies (17.6 mi)
Extractable volume \S w/3)
CynpoeigHi goMiwixm bakkartid I: £ 0,2 % «\ BEPX maTon eHp He BUARMNEHO
Relatad substances Baccatin fli: s 0,2 % \ﬁ Ha USP Not detected
N-BeHsoindeinisosepuretunectap: < 0,2 WP HPLC inh usebased on | He BusiBNeHD
N-Benzoylphenylisoserineethylester: < 0,2 % IBg M. 2 Not detected
10-geauetunnaxnitakcen: s 0,2 % i He BUABNSHO
10-deacelfylpaciitaxel: < 0,2 % Not detected
Liecbanomanin Ta iaomep {(aomiwka A/B): H& BUABIIBHO
=0,7% Not detected
Cephalomannine and isomer (impurity A/B):
20,7%
7-Eninaknitakcen: < 0,4 % He BUABMNEHO
7-Epipaciitaxsl: 5 0,4 % Not detected
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Jlixapenxuii 3acls: Margnimaxcarn AMaxea, xoHueHmpam ans posvury Onn lnghyall, 6 sex/mn no 16.7 un y ¢naxoni: no 1
Drug product: chnaxory 8 kapmawniii kopobuyl
Paclitaxei Amaxa, concaentrate for solution for infusion, 6 mg/mi, 16.7 mi in vial; 1 vial in cartor box
Alroua pevoceuna: Maxnimaxcen (1 M konyenmpamy wicmums & M2 nanimaxceny)
Active ingredient: Paclitaxef (1 mi concentrate contains 8 my paclitaxel}
Howmep cepli / Batch number  AR230202
CynposiaHi goMiia 7-Eni-10-peauetunnaknitakcen: < 0,4 % BEPX meTog HEe BUABNEHO
Relatad substances 7-Epl-10-deacetylpaciitaxel: < 0,4 % eupoGHUKa ocHoBaHMA | Nof delected
Bynu-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 %
KinbkicHe BusHaveHHs | 5,7 — 6,3 mr/mn MeTtog supobauvka 6.0 Mr/mn
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 iabeled amount UspP 26 100.3 %
KinekicHa BuaHaveHHA | 356,4 —435,6 mr/mn Sep.d. 2.2.28 393.1 Mrimn
eTanony OeapogHoro 90,0 —110,0 % Big 3afrENEHOT KINBLKOCTI Ph.Eur. 2.2.28 99.86 %
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
CTepumeHicTs CTepUnbHAA €sp.¢. 2.6.1 Bignoeigae
Sterility Sterile Ph.Eur. 2.6.1 Complies
BakrapianbHi = 0,87 EO/Mr naknitakceny €ep.®, 2.6.14 Bignosipnae
SHOOTOKCHHIK = 0,67 EU/mg paclitaxel Ph.Eur. 26.14 Compiles
Bacterial endofoxing

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

Halimonyaaunn, MicuesHaxodxenin ma Homep miuensti ma cepmucbixamy sidnosidnocrmi GMP dlnswuyl 3 eupobiuymas, 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 Mambypa, Himeuquna (Kaiser-Withelm-Str. 89, 20355 Hambtirg, Germany)

Jiluonin Ha supobuuymeo (Manufacturing license} Ne DE_HH_01_MIA_2019 0008
GMP Cepmutbixam (GMFP Certificate} Ne:DE_HH 01_GMP_2021_0002

TexHonozia supobruymes, KOHIMPONA Axocmi ma surycxy cepif Ne AR230202 nikapesxozo 3acoby Marnimaxcean AManca, KoHUeHMpam Ons
postuny ona ingyails, 6 ma/mn no 16,7 Mn v chnaxoni; no 1 chraxony & kapmonniil KopoByf eidnosidac eusmozam GMP.

Manufacturing process, quallly conirol and release of the bafch No. AR230202 of the product Paclitaxel Amaxa, concentrate for solufion for
infusion, 6 mg/mi, 18.7 ml in vial; 1 vial in carton box complies with GMP standards.

Sanea npo cepmurtbixariio: Jarnum s nidmespdxyio, Wo Hasedena suie ingopmayin © docmoe:}onmo i mounaio,
Hara copin au20moeneHa (SKHOYAIOYY NaKySaHHAMEpKY8aHHR), cepmiubikoeans | KOHMPONL T AKOCII SUKOHEWUD Ha 8KalaHil eue
supobumili dnsuuyl @ noewiii eldnoeldrocmi 3 sumazamu eupobHuLMEa GMP, acmaHoaanHL u mcueeuu PEEYARMOPHUM cpzanoM | y
aidnoeidHocmi 3 cneuyugbikatiern, wo sHaxodumscr & peecmpaufiHomy docke. erfioRomy, eUpoT

npoaxanisosadi ma sidnoeidnicms GMP nidmaepdxeaHo.
Cerlification statement: fhemby confirm that the abovementioned information is !4 i
These balch of product is manufactured (including packaging/abeilng). ce,
manufacturing area in full compliance with the GMP requirements set by the
focated in the registration dossier. Profocols of manufacturing, packaging and tes

f compﬂsnca were confirmed.

KepleHuk koHTpOMO AKecT! (ynosHOBaskeHa ocoba)
Head of the Quality Control (authorized person)

C Hemmﬁ Chantal Hemmje
(signature}
{midnuc}

/L // Dava/dste 04.07.2023
W\
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JNEPXKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH
Y JHIIMPONETPOBCHKINA OBJACTI

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

BUCHOBOK
npo AKIiCTh BBe3eHOro B Y Kpainy JiKapcbKoro 3acoly
17.09.2024 Ne 47048/24/0411
IHAKJITAKCEJ AMAKCA

(HaliMeHyBaHHA NiKapchKOro 3acoby 3riIHO 3 peecTpallifHEM NOCBIAYEHHAM)
KOHUEHTPAT AJI po3uuHy Axst indy3ii, 6 mr/ma mo 16,7 Ma y daaxonax Ne 1

(¢opma BuNycKy, DO3YBaHHA, BHA NaKyBaHHA TiKapcbkoro 3aco6y)

Homep peectpauiiinoro noceimuenna UA/15145/01/01 crpox aii peectpauiitnoro nocsiguenns (1.01.2099

Cepis nikapcekoro 3acofy Ne AR230204 KinukicTs BBE3¢HOTO NiKapcbkoro 3acoby 200
BupoGHKK AxBina I'm6X , HiMeuunna
(naliMmeHyBaHHA BHPOOHHKa Nikapchkoro 3aco0y, kpaiHa IIOXOKEHH )
Beeseno B Ykpainy ToBapHceTBoO 3 06MexkeHo010 BinnoBinanenicTio "baJM'", izenr. xoa:
31816235

(nalimenyBaHHA Ta ko4 3a €JIPTIOY wpuanuHoi ocobu aGo npizeuile, iM'a, o GaTEKOBI
¢iznunoi ocobu - nianpremMLy, ii MicLie NPOXUBAHHA Ta peecTpatiiftuuit HoMep ofnikoBol
KaPTKH [TATHHKA Noxarkie abo cepia Ta HOMep nmacnopra)

Mpotokon BisyansHoro xoutpomo Bix 16.09.2024 N 07-01/2361/7.

3a peaynbraTaMH JIepKaBHOTO KOHTPOMIO BCTAHOBNEHO, We Jikapchkud 3aci6 Beeseno B YkpaiHy 3
AOTPHMAHHHAM BHMOr 3aKOHOAABCTBA LWOMO 3a0e3MeyeHHs AKOCTI iKapChKUX 3acobiB.

B. 0. nauansHMKa JleprkaBHOI CITy>x0H 3
niKapchKUX 3aco0iB Ta KOHTPOIIO 32
HApKOTHKaMH y JIHinporeTpoBChKiH
obnacTi

Harana MAHJAPHUKA

{nocanoBa ocoba opraHy ZEpKasHOr0 XOHTPONK)

Hikiriuera Oxcana +38(066)345-41-71



TMrxapenxuil 3acll:

Drug product:

Hhova peqoauna:

Active ingrediant:

Homep ceplf / Batch number

Bama supoSnuymaea / Datg

Hama saxinvennn cmpoxy npudamuocmi / Expiry date

Poaumip cepit / Batch size
fMixapcora popma [ Dosage

Cuna axmuenicms | Sﬁrength/botsncy‘

Poamip Ta Twn naxyeaHHa /

Peecmpauiiive noceidvennn Ne / Marketing Authorization No.
Bupobnux, kpaita / Manufacturer, country
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fMaxnimancen AMaxca, KoHUeHMPam ons po3uuny Onn ingysid, 6 me/mn no 16.7mn y dhnaxoni; no 1

dhaxony e kapmonsia kopobyl

Paclitaxef Amaxe, concentrate for solution for infusion, 6 mg/ml, 16.7 mi in vial; 1 vial in carton box
Naxnimaxcen (1 un xonyenmpamy Micmums 6 Mz naxnimarceny)
Paciitaxel (1 mi concentrate contains 6 mg paciitaxel)

AR230204

of Manulacturing 08.05.2023

05/2026

556 ynaxopow/packs

form:

Package size and type:

vial in carton box

UA/15145/01/01
AxBiga MMEX, HiMewmna / AqVide GmbH, Germany

KOHLUBHTRAT ANA posduHy Ans iHtysii / concentrate far solution for Infusion

& wr naknitakceny / 6 mg of paciitaxel
no 16.7 mn y cnakoul; no 1 cnakoHy B kapTarHlil kopabLi f 16.7 mf in vial: 1

MoxasHuny saxocmi HAonyemuwmi nopau (Requirements) Memodu konmponwo Pesynnmamu (Resulls)
(Tests) (Quality methods)
Onue Mpo3opwii MOBTYBATWIA B'AAKUA pOaduH BizyankHo Bianosigae
Appearance Clear yellowish viscous solution Visual Complies
KonbopogicTs =Y Eep.®, 2.2.2 Bianosinae
Color Ph.Eur, 2.2.2 Compiies
ApoaopicTb MNposopuid Eep.0. 2.2.1 Bignosinae
Clarity Clear Ph.Eur. 2.2.1 Complies
MexaHiuHi BkmoveHHA: | BUAWMI 4acTkW NPakTUYHO BiCyTHI €ap.®. 2.9.20 Bignoeinae
BUAMMI YACTKK Practically frae from visible particles Ph.Eur. 2.9.20 Complies
Pariicuiate
contaminaltion: visible
particles
MexaHIyHi BrniovenHa: | 2 10 mem: < 6 000 yacTok Ha dinakoH Sep.®. 2.9.19 3 yacmox Ha gnanon
HEBUAWMI YacTkK 2 25 MiM: S 600 vacmok va chnaxox Ph.Eur, 2.9.19 70 ydemok Ha chriaxoH
Particulale 2 10 ym; < 6 000 particles per vial 3 particles per vial
contamination. sub- 2 25 pm: < 500 particles per vial 70 particles per vial
visible particles
IneHTUChikaLis TWX. Rf ocHOBHOT NASIMK BUNPOGYBAHOrO Cep.P. 2.2.27 Binnoslpae
Identification poauuHy Mae signosigaTtu Rf 6cHOBHOT Ph.Eur. 2.2.27 Complies
NMAMA PO3YKHY NOPIBHAHHA
TLC. Rfof the main spot of the examination
solution has to comply with Rf of the main
spot of the reference solution
BEPX. 3paack signosigae crannapry Mertog BupoGHUKa Bignosigac
HPLC. Sample complias fo standard OCHOBaHuh Ha USP 26 Complias
In-house, based on USF
26
pH 3.0-49 €sp.®. 2.2.3 3.3
Ph.Eur. 2.2.3
O6’em, wo MakniTakcen 100 mr: 2 16,7 Mn Binnoeinae (17.6 mn)
BHUTArEETLCA Paclitaxel 100 mg: 2 16,7 mi Complies (17.6 mi}
Exiractable volume
CynposigHi gomilku Baxxariv I1: £0,2 % HE8 BURBNEHO
Related substances Baccatin Ili: < 0,2 % Not detected
N-BensointeHinisoaspuHeTunesTs o HE BUABMNEHO
N-Benzoyiphenylisoserinesthyiesi Nof detectad
10-geauerunnaknitakcen: < 0,2 HE BUABICHO
10-deacelylpaciitaxel: 5 0,2 % Not detected
Uedanomauin Ta isomep (goMituka He BUABMNEHD
£0,7% Not detected
Cephalomannine and isomer {(impurity
S07%
7-Eninaknitakcen: < 0,4 % HE BUABMBHO
7-Epipaclitaxel: < 0,4 % Not detected
Page 12

AqVida GmbH » Kaiser-Wilhelm-Ste 89 © 20355 Hamburg o Germany © Tel. +49 40 380 37190 « Fax +49 40 380 37192 info{@aqvida.com
HRB 94083 ° Managing Dircctor: Wolfgang H. Heinge » VAT ID: DE 814418869 o TAX ID: 02/850/03083




/7
AQVIDA
N

Jligapcoxuls sacis: Naxnimaxcen Amanca, KoHyeHmpam nn posvusy ana Mneyszii, 6 ma/un na 16,7 un y thnaront; no 1
Drug product: chnaxory 8 kapmonniii kopobui
Paclitaxel! Amaxa, concentrate for solution for infusion, 8 mg/mi, 16.7 mi In vial: 1 vial in carton box
Ahosa pevosuna: NMaxnimaxcen (1 mst xoruesmpamy micmumes 6 Ma naxnimaxceny)
Active ingredient: Paclitaxel (1 ml concentrate contains 6 mg paciitaxel)
Howmep cepli / Batch number  aAR230204
CynposigH| goMILwixm 7-Enl-10-geauetunnaknitakcen: < 0,4 % BEPX meTon HE BMABIEHO
Related substances 7-Epi-10-deacetylpaclitaxel. < 0,4 % BupoGHWKa ocHoBauui | Not delected
Byne-aka HeineHTwdikosana AoMiwka: S 0,1 % | Ha USP 26 HE BURBMEHO
Every other single impurity: < 0,1 % HPLC In-house based | Not detected
Cyma pomiwox: 1,2 % on USP 2§ 0.0%
Total impurities: < 1,2 %
KinbkicHe BUaHaveHHn | 5,7 — 8,3 mrimn Metog BupoBHuka 6.0 Mr/mn
naknitakceny (BEPX) | 95,0 — 105,0 % ein 3aasneHoi KinbKocT ocHoeaHuii Ha USP 26 | 100.3%
Assay of paciifaxel 57— 6,3 mg/mi In-house based on 8.0 mg/mli
{HPLC) 95,0 - 105,0 % of labeled amount USP 26 100.3 %
KinexicHe BuaHayeHHA | 356,4 — 435,86 Mr/mn Cap.d. 2.2.28 3931 mr/mn
aTaHony feasqgHoro 90,0 — 110,0 % bin sansneHol kinbkocT Ph.Eur. 2.2.28 99.6 %
Assay ethanof 356,4 — 435,6 mg/mi 393.1 mgiml
anhydrous 90,0 — 110.0 % of labsled amount 99.8 %
Boga =30% €op.d, 2512 0.2%
Water Ph.Eur. 2.5.12
CTepunLHicTL CrepunbHWH €pp.®. 2.6.1 Bignosinas
Sterility Sterile Ph.Eur. 2.6.1 Complies
Bakreplanehi 5 0,67 EQ/mr naknitakceny Cap.®, 2,6.14 Bignosigae
BHOOTOKGUHIA = 0,67 EU/mg paclitaxel Ph.Eur. 2.6.14 Complies
Bacterial endotoxins

Bucroaox: Cepia Ne AR230204 signoeinae sumoram MKF, peecTpauiiine noceiguedts Ne UAS5145/01/H1
Conclusion: Batch No. AR230204 complies with requirements to QCM, marketing authorization Ne UAM5145/01/01

HalwmeHysanin, MiCUBIHEXOGKEHHR Ma HOMOP Niuenall ma cepmutbikamy sidnoeidnocmi GMP dinsHuul 3 aupobHuLmea, wo eidnosidae 3a
KOHMPOs Na eunyck cepil:

Name, location and number of the license and GMP cerlificale of compliance of the production site responsibie for the ceriffication and baich
release:

AxBiga FrM6X (AqVida GmbH)

Kadisep-Binseansm-Ltimp. 89, 20355 Fambype, Hivawwuna (Kaiser-Wilhelm-Str. 89, 20355 Hamburg, Germany)

Tliyexia na aupabruymeo (Manufacturing liconse) Ne DE_HH_01_MIA_2019_0006
GMP Cepruchicamn (GMP Certificate) Ne:DE_HH _01_GMP_2021_0002

ToxHoMo2iR SUPOBHLILITMED, XOHMPOITA Axocm ma aunycxy cepil No AR230204 nikapcokozo 3ecofiy Mawn

Postiuny dnn ingbyaill, 6 Ma/mi no 16.7 mn y dhnaxonl; no 1 chnakoHy @ kaproHHil Xopob, 580 m‘&u'wsu  GMP.

Manufacturing process, quality controf and refease of the batch No. AR230204 of thefires -Pa‘aftixal’iﬁg ®, concentrate for solution for

Infusion, 6 mg/mi, 16.7 mi in vial; 1 vial in carton box complies with GMP standards S
=~

Jadea ripo cepmuchikaybo; Havium 1 nidmeopdxyio, wio HaeedoHa autle ingopmafy
DaHa cepld SU0MOBHRBHE (SITHOYAIOWU MAKYSaHHA/MBDKYSRHHA), cepmubikoei)
8upolHLY dinbruui 8 noexlts eldnceidvocmi 3 sumozamu supobruumea GMFE)
sldnogidrocmi si cnevyugbiatieio, wo nexodumsen @ peccmpaylitHoMy Gocoe
npoananizosani ma efdnosidnicrns GMP nidmeepdmeno.
Certification statement: | hereby confirm that the abovementioned information is trué
These baich of product is manufactured (including packaging/labsling), certified & \ 9
manufacturing area in fulf compliance with the GMP requirements set by the local reguiatéry gthority-and in Acorda

focated it the registration dossler. Protocols of manufacturing, packaging and fests were ahihddd ani iheitGMP compliance were confirmed,

IMaHUL Ha exasanil suiye

2TAMOPHUM opaaroM | y
oKy ma aHaniala Gynu

Kepiahuk kKoHTROND AKOCT] (ynoeMoraxmeHa ocoba)
Head of the Quality Control {authorized person)

C- Hemf!"ﬁ Chantal Hemmje Dara / date 08.02.2024
(signature)
{rmidnuc}
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