JEP)KABHA CJYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH
V JHIMPOIIETPOBCHKIN OBJACTI

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

BUCHOBOK
Npo AKICTb BBE3EHOTO B Y KpalHy JIIKAPCHKOro 3acoly

24.10.2024 Ne 54671/24/04

NTAKJIITAKCEJI AMAKCA

{nafisienyBanHs nikapeskoro sacoly 3rinto 3 peectpauifiHkM nocaiaveHHam)
KOHUCHTPAT /I PO3YHHY Aa4 iHdys3iil, 6 Mr/mJ o § M y guraxonax Ne 1

(dopma BUnyCKY, A03yRAHHS, BHJ NAaKyBaHHA NiKapckkoro 3acoby)

Homep peectpauifinoro nocsiguenns UA/15145/01/01 crpox nii peectpauitinoro nocrinuenns 01.01.2099

Cepis nikapcekoro 3acofy Ne AQ230203 KinskicTb BBE3€HOTO NiKapcbkoro 3acoby 150
Bupo6uuk AxBina I'm6X , Himeuunna
(nalMeHyBaHIA BHpoOGHMKA fikapcekore 3acofy, kpatHa NOXoAkeHHS)
Beeseno B Ykpaihy TosapucTBo 3 00meskenor Binnoeigaanuicrio "BaJIM", irent. kon:
31816238

(natimenysarus ta koa 3a €APTIOY opuanynoi ocobu abo npizsuile, iM's, no datskoni
disn4noi ocobu - ninnpueMus, i MICLE NpOKHUBAHHA Ta peecTpallifiuA HoMep obaikonroT
KaPTKH NIaTHWKA Nofatkis afo cepia Ta HoMep nactiopTa)

MpoToxon sisyanexoro kontpoaso sin 21.10.2024 Ne 07-01/2718/5.

3a pesyabTaTaMH AEpXKABHOIO KOHTPOMIO BCTAHOBNEHO, WO Jikapchkui  3acib eeezeHo 8 VYipainy 3
AOTPHMAHHAM sHMOr 3aKOHOLABCTRA 11010 3a0e3NeHeHHA AKOCTI NikapcrkHx 3acobib.

B. o. HayansHuKa Jlep:kaBHO! cnym6u 3
NiKapchKUX 3aco0iB Ta KOHTPOJIIO 3a
HapKoTHKaMH y JlHinponeTpoBebkiii
obnacti

Mapis BPE3II[bKA

5
. >z ““m“d““__- & G g
{nocanosa ocoGy/FaiyiiiN ;;Qu;.- (tHiuiany T2 npizsnne)

o N

Hikitiuesa Okcana +38(066)345-41-71
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Naimaxcen AMakca, xoHUeHmpam Ann pozsury ans Inghyail, 6 Ma/misr no 5 mn y guraxoss; no 1

Paclitaxel Amaxa, concentrate for solution for infusion, 8 mg/mi, 5 mi in vial; 1 vial in carfon box

fixapeuruil 2aci:

Drug product: hranony & kapmonsiil kopoBuf

Aioua pesioguna: Mexnimarcen (1 mn xoHyeHmpamy micmums 6 Mz maxnimaxceny)
Active ingredient; Paciitaxel (T mi concantrate contains 6 mg paciitaxel)

Houmep ceplf / Balch number  AQ23020%

Hama eupobnuymaa / Date of Manufacturing 04.07.2023

Hama saxinvenns cmpoxy npudamwocmi / Expiry data 0772026

Poamlp capli/ Batch size 501 ynaxoBow/packs

Jiixapcbxa hopma ! Dosage form:

Cuna diifaxmuenicms | Strength/potancy:

Poamip Ta YN nakyBaHun /

Peccmpauyliine noceidverins Ne / Marieling Authorization No,
Bupobrux, xpaina / Manufacturer, country

Package size and fypea:
carfort box

UAM5145/01/01
AxBiga MuoX, Himeunna / Aqvida GmbH, Germany

KOHLI@HTPAT AnA peaunHy AnA [Hdwaii / concentrate for solution for infuslon

6 mr naknitakceny / 6 mg of paclitaxel
no 5 Mn y hnakoHi; no 1 dinakony B kapTouHiii kopoBul / & mi in vial; 1 vial in

Hoxaznuxu axocmi Aonycmumi Hopmu (Requirements) Memodu xonmpomo Peaynumamu (Resuits)
(Tests) {Quality methods)
Onue TMpo30opuif XOaTYBATWIA B'AMIA pOavKH BiayansHo Bignosinae
Appearance Clear yellowish viscous solution Visual Complias
Koneoposgicts Y4 Sap.®, 2.2.2 Bignosinae
Color . Ph.Eur. 22,2 Compiles
MpoaopicTe Mposopui Sep.®. 2.2.1 Bipnosigae
Clarity Clear Ph.Eur. 2.2.1 Compliag
MexaHiuHi BKIKYOHHA: | BUAUMI NACTKU NPAKTUYHO BIACYTHI €ap.d, 2.9.20 Bignoeigae
BAOMMI MBCTKU Ph.Eur. 2.9.20
Particulate Practically free from visible particles Complies
contarmination: visible
particles
Mexaniunl BkmioveHHs: | 2 10 mxae: < 6 000 yacmok Ha bnaion Eep.¢®. 2.9.18 3 vacmok ha hnaxoH
HEBUONMI YacTKK 2 25 MxM: S 800 vacmok Ha ¢hnakoH Ph.Eur. 2.9.18 22 yacmok Ha hnakoH
Particulate 2 10 um: s 6 000 particles per vial 3 particles per vial
contamination: sub- & 25 pm: < 600 particles per vial 22 particles per vial
visible particles
IneHTUdikaLin TWX, Rf ocHoBHOT RNAMW BANpoByBaHora Eep.®. 2.2.27 Binnoslgae
Identification po34nHy Mae rinnosigaty Rf ocHosHOT Ph.Eur, 2.2.27 Complies
MAAMU PO3UKMHY NOPIBHAKHA
TLC. Rfofthe main spot of the examination
solution has to comply with Rf of the main
spot of the reference solution
BEPX. 3pasck einnosinae cranaapTy Bignosinae
HPLC. Sample complies fo standard Complies
pH 3.0-49 3 3.2
Ob'em, wo Naxnitakcen 30 mr: 2 5,0 Mn 15} Bignoeinae (5.5 mn)
BUTArAETLCA Paclitaxel 30 mg: 2 5,0 mi Ph.Eur. 2.9.‘17 3/ Compilies (5.5 mi)
Extractable volume N, 2/ /)
CynpoaigHi gomilLiku Backkarti II: 50,2 % w BERX\MeToz8po6HMKE | He BUABNeHo
Related substances Baccatin i1: 0,2 % 41 \osm&aamﬁ:ﬁ na'USP 26 Not detected
N-Beraoindeninizosepunetunectep: < 0,2 %P1 L jn-kGuse based on | He BusiBNeHO
N-Benzoylphenyliscserineethylester: < 0,2 % | USP 28 Not detected
10-pealetvnnaknitakcen: £ 0,2 % He BUABMNEHD
10-deaceotylpaciitaxel: s 0,2 % Not detected
Uedanomanliy Ta iaomep {Aomiwka A/B):
<0,7% He BUABRMEHO
Cephalomannine and isomer (impurity A/B); Noft detected
£07%
7-Eninaknitakcen: < 0,4 % 0.00 %
7-Epipacitaxel: < 0,4 %
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Mixapcbruil 3acio: Naknimaxcen AMaKca, KOHUEHMPam OnA po3yuny Ans ingysia, 6 Ma/un no 5 mn y praxosl: no 1
Drug product: craxony 8 Kapmonsii xopobul
Paciitaxel Amaxa, concentrate for solution for infusion, 6 mg/mi, 5 mi in val; 1 vial in carton box
Ahova pevosuna: Naknimaxcen {1 mn xonyssmpamy micmums 6 Mz naxnimaxcamy)
Active ingredient: Paclitaxel (1 mi concentrate contains 6 mg paciifaxaf)
Hosep cepl/ Batch number  A(230203
CynposigH| AoMIWwks 7-Eni-10-peayetunnaknitakcen: s 0,4 % BEPX meTog BHPOBHUKS | HE BUABNEHD
Related substances 7-Epi-10-deacetyipaciitaxel: < 0,4 % ocHOBaHWA Ha USP 26 Not detected
Byab-sika HeineHTUdikoBaHa Aomiluka: < 0,1 % GSLPCZL“"“’““ basedon | .o suannexo
Every other single impurity: < 0,1 % Not detected
Cyma gomiwok: 5 1,2 % 01 %
Total impurities: £ 1,2 %
KinekicHe BuaHaueHH] [ 5,7 — 8,3 MmriMn MeTog BupoGHuka 6.1 mrimn
naknitakceny (BEPX) 95,0 = 105,0 % Bla 3aABNOHOT KINLKOCTI OCHOBaHWI Ha USP 26 | 101.9%
Assay of paciitaxel 5,7 - 8,3 mg/mi In-house based on 6.1 mg/ml
{HPLC) 95,0 = 105,0 % of labeled amount USP 26 101.8 %
KinekicHe BUsHavenHa | 356,4 — 4356 mrimn €ep.d. 2.2.28 414.8 mrimn
eTaHony GesponHoro 90,0 — 110,0 % Bla 3anBNOHOT KiINLKOCT Ph.Eur. 2.2.28 105.1 %
Assay ethanol 356,4 ~ 435,6 mg/mi 414.8 mg/ml
anhydrous 90.0 - 110,0 % of labeled amount 105.1 %
Bopa £30% €sp.d. 25,12 03%
Water Ph.Eur. 2.5.12
CTepuneHicT CrepunbHWiA €ap.®. 2.6.1 Bignoeinae
Sterility Sterile Ph.Eur. 2.6.1 Complies
BakrepiantHi 5 0,67 EQ/mr naxknivakceny €ap.®. 2.6.14 Bignosinae
E€HIOTOKCHHH < 0,67 EU/mg paciitaxe! Ph.Eur. 26,14 Compiles
Bacterial endotoxing

BucHoeok: Cepia Ne AQ230203 signosinae sumoram MKS, peecTpaliiiHe nocsiguenHs Ne UAM5145/01/01
Conclusion: Batch No. AQ230203 complies with requirements to AND, marketing authorization Ne UA/15145/01/01

HalimeryearHs, MICUBSHaXOMKOHHR mMa HOMOP TIUeH3T ma cepmuchixamy eldnoeidvwocmi GMP dinsnuyl 3 eupobHuLImBa, o eidnoaidac 3a
KOHMPOIb Ma BUITYCK CODIT;

relpase
AxBida FmbX (AqVida GmbH)}
Kailzep-Binveansm-(Ump. 89, 20355 Fambypa, Himewiuna (Keiser-Withelm-Sir. 89, 20355 Hamburg, Germany)

Hivenln na supobruumeo (Manufacturing license) Ne DE_HH_0 1_MIA_2018_0006
GMP Cepmudbiam {GMP Certificate) Ne:OE_HH_01_GMP_209T-01/12

Weenoeo sacoly Maxnimaxcan Amarca, coHuyesmpam dnn
tf\sidnogidac sumozam GMP,

Baney npo cepmudikaulo: faHum 7 nidmeepdxyio, tio el auh i‘f' MOSIRHOI0 | MoNHOIO.
Hana cepis suzomosiiena (BKMONEIGYY YNER0EKY/Ma 8HHs), copmudbixoesha I Noumpons I swocmi euxoMarull Ha exasanid sutye

gupoBHuvil dinsHuui & noenil eidnosidnocmi 3 eumbdzda aupobruymea GMP/ QCHIHOBNIHUMU MICUBRUM DBEYIAMOpHUM Op2aHoM i y
sidnoeidnocmi 3i cneuutbixauieio, wo amaxodumees d\pesurdio Lg{a;fo&ay\ rlc::c:;‘s{0 lpomoxonu supobHuumes, ynakosxu ma ananisie Syniu

Apoakanizosani ma sidnosionioms GMP nidmeepdxero., 18 2 o8N/
Certification statement; | hereby confirm that the abovementioned -iﬁ'ﬁ;qnati;h‘»?s' rife and correct.

These batch of product ls manufactured (including packeging/igistingl—gertified and it qualfty control is caried out in the abovementioned
manufacturing area in full complfance with the GMP requiroments sef by the local regulatory suthorily and in accordance with the specification
locatad in the registration dossiar. Profocols of manufacturing, packaging and tests were analyzed and their GMP compliance were confirmed.

KepisHuk kaHTporTIo AKOCT i {ynoBHoBakeHa ocoba)
Head of the Quality Control (authorized person)

C . H emm ﬁ Chantal Hemmije Aara/date 20.11.2023
(signaturs) -~
{nidnue)

Page 2/2

AqVida GmbH ¢ Kaiser-Wilhelm-5te 89 » 20355 Hamburg © Germany o ‘Tel +49 40 380 37150 © Fax +49 40 380 37192 « info@sqvida.com
HRB 94083 © Managing Director: Woifgang H. Heinze = VAT ID; DE 814418849 » TAX ID: 02/850/03083



JEPKABHA CJYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU
Y JHIITPOIIETPOBCBKIN OBJIACTI

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

BUCHOBOK
Npo AKiCTH BBe3eHOro B YKpaiHy JikapcbKkoro 3acody
19.03.2025 Ne 12886/25/04
IMNAKJHTAKCEJI AMAKCA

(HaliMeHyBanHg TiKapeeKoro 3acody 3riqHo 3 peecTpailiftHitd NOCBIAYEHHINM)
KOHIEHTPAT A/ Po34uuuy A4 indysiii, 6 mr/mu no 5 ma y paaxonax Ne 1

{dopma BUNYCKY, 103YBaHHA, B NIAKYBAHHA IKAPCEKOTO 3ac00y)

Homep peectpauiitioro nocsimuenns UA/15145/01/01 crpox nif peectpauiiiroro nocsiguenna 01.01.2099

Cepisa nikapcrkoro 3aco6y Ne AQ240302 Kinbkicts BBE3€HOrO NiKapcrkoro 3acoby 200
Bupo6Huk AxBiga I'M0X , Himeuunna
(naliMmenyBaHHg BHpoGHHKA NikapchKoro 3acoly, Kpaila NoXoAKEHHS) .
Breseno B YkpaiHy ToBapucTBo 3 00MexkeHow0 BianosinaabHicTio "BaJIM", izent. kox:
31816235

(uafimenysannd Ta ko 3a CJIPIIOY wopunuuHoi ocobu abo npissuuile, iM's, 1o 6aTekosi
dizuunol ocoby - nignpreMus, T Miclie NPOKHBAHHA Ta peecTpaltifiHKHA HoMep oBaikoBoi
KapTKH NnaTHHKA nojatkis aGo cepin Ta HoMep nacnopra)

TpoTokon pisyansnoro kourpomo sia 14.03.2025 Ne 03-01/578/10.

3a pesynbTaTaMH [EPKABHOTO KOHTPOMIO BCTAHOBNEHO, WIO JikapchkHid 3aci® BeeseHo B YkpaiHy 3
JOTPHMAaHHSAM BUMOT 3aKOHOAABCTRA ILOAC 3afe3neyents sKOCTi Nikapcbkux 3acobis.

T.B.0. HauansHUKa JepxaBHON Ciry:xk0H 3
JKapChKHX 3ac06iB Ta KOHTPOJIIO 33
HapKoTHKaMH Y JIHINpOIeTpOBCEKii
obnacri

Hikiriuesa Oxcana +38(066)345-41-71
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Maxnimaxcen AMaKca, KOHUEeHmMpam OnR poivury dns ingyzid, § ma/mn mo § mn y dinakoni; no 1

Paclitaxel Arnaxa, concentrate for solution for infusion, & mg/mi, § miin vial: 1 vial in carton box

Muapesuud aacls:

Drug product: chriakoHy @ xapmonnil xopobul

Hiroua peyosuna: Naxnimaxcen (1 Mo xsoxgenmpamy sicmumes § M2 naxnimakcesny)
Active ingredient: Paclitaxel! (1 mi concentrate contains 6 mg paclitaxel)

Homep cepli / Batch numbsr  AQ240302

HAama eupoSnuymaa / Date of Manufacturing 22.08,2024

Aama saxinqdanns cmpoxy npudamuocmi / Expiry date 08/2027

Mixapcuxa popma [ Dosage form:

Cuna df/axmuenicms | Strength/patency:

Poamip Ta TN naxyeaHHn /

Peccmpauliive noceidvennsn Ne / Marketing Authorization No.
Bupobaux, kpaina / Manufacturer, country

Package size and type:
carton box

UA/M5145/01/01
AxBiga Mw6X, Himevwwra f Agvida GmbH, Germany

KOHLUEHTRAT ANA po3srHy AnsA indy3aii / concentrate for solution for infusion

6 Mr naknitakceny / 6 mg of paclitaxel
no 5 mn y (enakoHi; no 1 nakoHy B KAPTOHHIA kopabui / § mi in vial; 1 viai in

Mokasnuru arocmi HAonyemumi Hopmu (Requirements) Memodu konmponic Peaynsmamu (Resulis)
{Tests) {Quality methods)
Onuc Mpo3opWiA XOBTYRATUA B'A3KUIA PO3YWH BiayanbHo Binnosigae
Appearance Clear vellowish viscous solution Visual Complies
KonwopopicTb =Y €ep.P. 2.2.2 Bianosigae
Color Ph.Eur, 2.2.2 Complias
MpoaopicTe Mpoaopuit epp.9. 221 Bignosigae
Clarity Clear Ph,Eur, 2.2.1 Complies
MexaHiuHi BKNIOYEHHA: | BuAvMi HACTKH NPaKTUYHO BIGCYTHI €ep.®. 2.9.20 Binnosigae
BUAVMI YBCTKU Ph.Eur. 2.9.20
Particulats Practically free from visible particles Complies
contamination: visible
particles
Mexaniumi BrItoveHHA: | 2 10 MiM: 5 6 000 vacmok Ha ghnakoH €ep.¢. 2.9.19 39 vacmoxk Ha thnakoH
HEBUOMMI YACTKK Z 25 mim: 5 600 vacmox Ha chrianoH Ph.Eur. 2.9.19 28 4acmoK Ha (hnaKkoH
Particulate Z 10 um: 3 6 000 pariicles per vial 39 particles per viaf
contamination: sub- 2 25 um: = 600 particles per vial 26 particles per vial
visible particles
laenTudikauia TIUX. Rf oCHOBHOT NNAMKM BUAPOGYBAHOIO €ep.®. 2,227 Bianoeinae
tdentification poavuuHy Mae pignoeinatu Rf ocHoBHOI Ph.Eur, 2.2.27 Cornplies
MARMKA PO3YMHY NOPIBHAHHA
TLC. Rfofthe main spot of the examination
solution has to comply with Rf of the main
spot of the neference solution
BEPX. 3pasok innorinae cTaHaapTty MeToa evpoBHuka Bianoeigae
HPLC. Sample complias fo standard oc| (] Compiies
quﬁaié:ﬁ%\
A : 2o\
pH 30-439 // gégmﬂ”““ NEE
Ob'em, wo Maxknitakcen 30 mr: 2 5,0 mn ; 2.9.47 M“ \% 1 Bigrosinae (5.4 Mn)
BUTATAETHCS Paclitaxel 30 mg: 2 5,0 m! =t g E_]{ | : J Complies (5.4 mi}
Exiractable volume \ 3 ©w)3
CynposigHi noMiLki bakkariH lll: £0,2 % \ 1//| He BusIBNEHO
Related substances Baccatin lif: s 0,2 % Not detecied
N-BensoindeninizosepuHeTunectep: £ 4,2 % He BUABNEHO
N-Benzoylphenylisoserineathylaster: < 0,2 % Not detacted
10-geaueTvnnaknitakcen: s 0,2 % HE BUABNEHOD
10-deacetylpaciitaxei: 5 0,2 % Not detected

UstbanoMaHiH Ta izomMep {goMiluka A/B):
07 %

HE BUABNEHD

Cephalomannine and isomer (impurity A/B); Not defected
S0,7%
7-Eninakniraxkcen: £ 0.4 % 0.0 %
7-Epipaciitaxel. < 0,4 % 0,0 %
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Nixapecbrul 3acls: Maknimaxcen AMaxca, KOHUeHMPam OnA po3vury ans Indgyald, § ma/mn no 5 s y danaxoni; no 1
Drug product: chnaxoHy @ xapmoHHid xopobuyi
Paclitaxel Amaxa, concentrata for solution for infusion, 6 mg/mi, 5 m! in vial; 1 vial in carlon box
Ahova pevoeuna: Maxnimancen (1 ma sonyenmpamy micmums 5 Mz naxnimaxceny)
Active ingredient: Paclitaxel {1 mi concentrate contains 6 mg paclitaxel}

Homep cepli / Batch number  AQ240302

Cynposigxt AoMiLLIKn 7-Eni-10-geauetunnaknitakcen: = 0,4 % BEPX meTcq aupoBhuka He BUABNEHD
Related substances 7-Epi-10-deacetylpaciitaxel: € 0,4 % GCHoBaHuit Ha ISP 26 Nat detected
ByOb-Aka HeiaeHTUdikosana aomiwka: < 0,1 % | HPLC In-house based on | Lo puaeneno
Every other single impurily: £ 0,1 % Usk2e Not detected
Cyma nomilek: < 1,2 % 0.0 %
Total impurities: < 1,2 % 0,0 %
KinbkicHe BUIHaYEHHA 5,7 -6,3Mr/mn Merop BupoBHuka 6.2 Mrimn
naknitakcany (BEPX) 95,0 — 105,0 % sin saneneHol kKinsKkocTi ocHoBaHMA Ha USP 26 | 102.8 %
Assay of paclitaxel 5,7 - 6,3 mg/mi In-house based on 6.2mg/ml
{HPLC) 85,0 — 105,0 % of labeled amount USP 26 102.8 %
KinbkicHe BusHaqvenHa | 356,4 — 435,86 mrimn €ap.®. 22,28 397.4 mrimn
eTaHony Ge3sogHoro 90,0 — 110,0 % Big 3aseneHol KinbkocTi Ph.Eur. 2.2.28 100.7 %
Assay athanol 356,4 — 435,6 mg/mi 397.4 mg/ml|
anhydrous 90,0 — 110.0 % of labeled amount 100.7 %
Boga =30% €ep.®. 2512 02%
Water Ph.Eur. 2.5.12
CTepuUnbHiCTbL CrepunsHWit €ep.¢. 2.6.1 Bignoeigae
Sterility Sterile Ph.Eur. 2.6.1 Complias
BakrepianbHi % 0,67 EQ/Mr nakiniTakceny Esp.®. 2.6.14 Bignoeigae
SHOTOKCUHN = 0,67 EU/mg paciitaxel Ph.Eur. 2.6.14 Compiies
Bacterial endotoxing

Bucroeox: Cepin Ne AQ240302 elgnosinac sumoram MK, peecTpaujiine nocaiguerns Ne UA/t5145/01/01
Conelusion: Batch No. AQ240302 complies with requirements to AND, marketing authorization Ne UA/15145/04/01

Haameryaannn, MicuearaxodwonHs ma Homep niuenal ma cepmuchixamy sidnosidnoomi GMP dinbHuty 3 BupobHULMEs, wo eidnoeidac 3a
KOHMPOs Ma SLNYCH COpi:

Name, location and number of the license and GMP certi f compliance of the ction site responsible for the certification and batch
release

AxBida FmEX (AqVida GmbH)

Kadsep-Binnaenum-Limp. 89, 20355 Nambype, Hivewiuns (Kalser-Witheim-Str. 89, 20355 Hamburg, Germany)

Higowin v supobruymeo {Manufacturing license) Ne DE_HH_01_MIA_2024 0014
GMP Cepmudpicam (GMP Certificate) Ne: DE_HH_01_GMP_2024_0034

TexHonoeiR GUPOBHULMES, KOHITIPONA AXCCMI Ma eunycxy cepii Ne AQ240302 nikepceroso 3acoby ITaknimaxcen AMaKC, KOHUENmMpaNm ans
DO3YUHY 3nR iHghy3ill, 6 me/vn 10 5 MA y chnakowi; no 1 ghriakoHy 8 kapmonkit kopobuf eidnosidae eusmozam GMP.

Manufacluring process, quality control and release of the batch No. AQ2403G2 of the product Paclitaxel Amaxa, concentrate for solution for
infusion, 6 mg/mi, § mi in vial: 1 vial in carton box complies with GMP sfandards.

28r08 nNpo copmudikauio: JaHum 7 Hdmeepdxyio, wo K. ghopMauin € docmoelpHON | MoYHoIG.

Hara copis su20mMOBNeHa (BKIIGYAIOYY YIISKOBKY/M ¥osaHa | KOHMPORL I SXOCMI BUKOHBHUG HE exasanil auiwe
aupobruvild dinbHuui € nosHId eidnaeidnocmi 3 sy 4 ), BCMBHORNPHUMU MICUSEUM PEZYATIODHUM OP2aHoM | v
sidnoeionocmi 3i cneyugbikayiclo, wo anaxedumil 8, flpomoxonu eupobruimes, ynaxoexu ma aHanisie Bynu
MpoaHanizoeani ma eidnosidnicms GMP nidmes

Cortification statement: | hereby confirm that the i and corect.

aqd it quality controf is carried out in the abovementionsd
Sreinulatory authority and in accordance with the specification
sis fWere analyzed end their GMP compliance were confirmed.

These balch of product Is manufaclured (including

KepiBHWK KOHTPOMO AKOCT | (yrioEHOBaNeHa ocobal
Head of the Qualily Confrol {authorized person)

.~ —--":\_\' -
Devang! Patel / llesanzi Mament -4 22 Data / date 27.11.2024
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