AEPKABHA CJIYIKBA 3 JIKAPCHKUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMU y m. KUERBI
npos. Hauit Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
PO SIKICTH BBE3EHOT0 B Y Kpainy sika PEBKOro 3acoby

16.11.2023 Ne 58642/23/26

HNAKJITAKCEJI AKKOPJT

(naitvenypanms AiKApCLKOTo 3uco0y 3rio 3 peecrpantiitnum nocnixuenim)
KOHIEHTPAT st po3unmy st indysiit, 6 mr/yur o 50 mur (300 mr) y ¢puraxoni; mo 1 (paakony
Y Kapronmiii kopodui

(bopma Bunycky, nosysamis, s TIAKYBAHHS NKAPCHKOTO 3acoGy)

Howmep peecrpauiiinoro nocsinuenns UA/13924/01/01 CTPOK AT peectpauiitnoro nocsinuenns 30.08.2024

Cepist nikapebkoro saco6y Ne P2301625 Kinbkicrs Baesenoro nikapenkoro saco6y 300
BupoGHuk Axxopn Xesnckea Jlimites, Benuka bpuranis

(naiimenyBanng supoGinka JKapepkoro 3acofy, Kpaina noxomkensis)

Beeseno B Yipainy Tosapucerso 3 o6mexenoro sianosizansuicTIo "AT-DAPMA", igenr.
koa: 42210926

(HaiimenyBanns Ta ko 3a €JIPITOY 1opuantnol ocoGu alo npissuiie, iM's, 10 Garbkosi (Qisuunof
ocodu - nijnpuemus, i Micie HpoakHBatiLE Ta pecerpaniifunii nomep oGnikosoi KapTKH Iu1aTHHKaA
nosarkis abo cepis ta nomep nacnopra)

Tporokon Bisyansnoro konrposio six 15.11.2023 N 3591/2.

3a  pesysbraramy ACPHKABHOLO  KOHTPOIO  BCTAHOBACHO, 1110 Jikapebkuii - 3aci6  BBeseHo B Vkpainy 3
AOTPHMAHHAM Bumor 3AKOHOAABCTBA OO0 3a0e3neUeHHs AKOCT JHKapCLKUX 3aco0is,

Havanbaux Mukosa XOJIOJEHKO
(nocagosa ocoGa oprany HCPIKABHOPO KOUTPOMNO) (mianue) (inindanm ra npizsuie)

MLIL
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CERTIFICATE OF QUALITY

CEPTHO®IKAT AKOCTI
Certificate No.: | : Page 1 of 5
Ceprudikar Ne: BRCUK2301434 Cropinka 1135
Product name: | PACLITAXEL Manufacturing country: | United Kingdom
Hasea npopykuil: | ACCORD Kpaina-supotnuk: | Beinka Bpuranin
HNAKJITAKCEN
AKKOPI

Strength/potency:
Cuaa mii/aK THBHICT b

Each ml of the concentrate contains 6 mg of paclitaxel
1 MJI KOHIEHTPATY MICTHTE 6 MT narmTaKcexy

Pharmaceutical form, dose:
Jlikapceka Gpopma, xosypanms:

concentrate for solution for infusion, 6 mg/ml
KOHHEHTPAT VIS POSUMHY st iH(Qy3iit 6 Mr/aa

Type and size of packaging:
Bup i posmip ynaxosxu:

50 ml (300 mg) in a vial; 1 vial in a carton box with the labelling made in

Ukrainian language

no 50 i (300 Mr) y ¢uaxoni; mo 1 (pirakony

MapKVYBAHHAM YKPATHCLKOI0 MOBOIO

B KapToHHiil xopodui 3

Jdarta BUpoGHHuTRA:

Batch No.: Batch Size; boxes
5 M
Cepist No: P2301625 Posmip cepil; sy Kopobox
Mifg. Date: 04/2023 Expiry Date: 03/2025

Jara sakingenus TepMIHY IpuaaTHocT:

Registration Certificate: MA validity date:
JA/13924/01/0 ¥ 30.08.2024
Peccrpaniiine noceinuenus: UA/13924/01/01 Tepmin aif PIT
FP Prim. Sec. Batchh | Batch License Certificate
Manufacturer name and address: manufactupackaginglpackaging quality |release No. GMP No.
Hailvenysanus ta agpeca BHPOOHIRA: ring Heps. Brop. | control (Bumycx| Jlinensis Ceprudikar
BupoGui [naxysaun|nakysann Kontpons| cepii No HBII Ne
urso JI3 A 4 AKOCTI
cepil
Intas Pharmaceuticals Limited, Plot No. 457,
458, Sarkhej-Bavla Highway, Matoda, Tal.
Sanand, Ahmedabad-382210, India .
3 s ., /472
Inrac @apmacerorikane Jisitex, 382210 wrar - - - - G/28/1026 O?YFI/ .
82-5/2022
T'ywkapat, okpyr Axsenabaz, moce Caprepk-
Basua, c. Matoya, BupoSumyi inamxi Ne 45 7y
458, Imuig.
Intas Pharmaceuticals Limited, Plot No 5/6/7,
P}xa;mez. N_’ear Village Matoda, Sarkhej- Bavla IWSF.405.6
National Highway, No. 8-A, Sanand Taluka, 3.2023.1P.1
- 7 .2023.1P.1.
Ahmedabad, IN-382213, India i paporani
. & ) R + + + z G/28/1336 1
Inrac dapmacpoticane JlimiTe), BupoSmiui 4
Abnku Ne 5, 6 Ta 7, dapmes, Gins c, Maroza, 7 wjum P
TR v i S50 T3z I @ * B 2
Haulonasiene moce Capxenx-basna, No, 8-A, 2 Wl 4, 0,
Canan:( Tanyka, Axmena6ax, In-382213. Inzis { *//\ 7 %;
Accord Healtheare Limited, Edgefield ‘ L&
Avenue, Newcastle Upon Tyne, NE3 3 NB. 3
United Kingdom ) w
Akrropa Xencrea Jlinires, Enxding Apenro, \ W
gbmmqn-ArmH-TaﬁH. NE3 3 NB, Bemixa P SB000
 bpuranis Jouwa a0
Astron Research Limited, 2nd & 3rd Floor, ) P
[ Sage House, 319 Pinuer Road, Harrow, HA 62877 Insp
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chromatogram of the test solution
should correspond to that of the
reference solution,

B. When performing test for Related
Substances the retention time of
Paclitaxel peak on the chromatogram
of the test solution should correspond
to that of the reference solution.

C. The spot obtained on the
chromatogram of solution (2) should
be similar to that obtained from
solution ().

Certificate No.: Page 2 of 5
Ceprudikar No: BRCUK2301434 Cropinka 235§
[ 4HF, United Kingdom GMP/IMP
Actpon Pessopu Jlimires, Hpyruii ta tperiit 62877/89567
nosepx, Ceilypk Xaye, 319 [Tinnyp Poyy, <0017 [H]
| Xeppoy, HA1 4HF, Besmika Bpuranisa
LABANALYSIS S.R.L, VIA EUROPA, 5~
27041 CASANOVA LONATI (PV , Italy IT/102
TABAHANIIC C.P.JL, By E(IBP)OIIA? 5. * aM63/2020) 1! zo/H/ =
27041 KABAHOBA JIOHATI (I1B), Itania
Pharmavalid Ltd., Microbiological
Laboratory, Tatra u. 27/b., Budapest, 1136,
Hungary & HU-M- OGYEI/297
Papmapanix ., Mikpodionoriuna PVALOI 1-2/2023
Jaboparopis, Byn. Tatpa 27/6., Bynanenrr,
1136, Vropmmma
Accord Healtheare Limited, Ground Floor, UK MIA
Sage House, 319 Pinner Road. Harrow, HA L 20075 INSP
4HF, Unired Kingdom - UK MIA | GMP/GDP/I
Arropa Xeaewea Jlinites, epumit moepx, 20075 MpP
Ceitzox Xaye, 319 Minnep Poyy, Xeppoy, HA 20075/281397
4HF, Bemmxa Bpuranis : 8-0005[H]
Analysis procedure results ! Pesynurarn nporegens auaxizy
No. Quality indicators / Acceptable limits / Nomyerini yesxi Test methods / Meroan Results /
/ Ne Hoxrasnukn grocti Release / Ha moMeHT BHnVCRY BHIIpOOYBAHEL Pesyabratn
1 Description Clear, colorless or yellowish solution,
(appearance) without particulate matter. QCM p.01 Complies
Onmne (zoBuimmiii Hposopuit, Ge3dapsuini aGo snerxa MK 1. 01
BHIIAN) KOBTYBATHIT po3uny, 6e3 Brommix Bimmosinae
- v MEXANIUHNX BRIIOUEH,
2 Colority, A425nm Not more than 0.05 AU QCM p.02 0,02
Kouip posunny, | He Ginpire 0,05 AU MIKST o, 02 0,02
| Ad25HM et =
3 Identification: A. When performing Assay the QCM p.03 A, European
retention time of Paclitaxel peak on Pharmacopeia  2.2.29, Complies

Liquid chromatography

QCM p.03 B, European
Pharmacopeia  2.2.29,
Liquid chromatography

In-house, thin-lay
chromatography (TLC)

2T
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Certificate N.)." BRCUK2301434 Page3 of 5
Ceprudikar Ne: Cropinka 335
Inentigiranis; A. Tlpi npoBenenui xinokicoro MKA 1. 03 A, Binnosinae
BH3HANCHHA Yac YIPIMyBaHHS MKy €Bponeliceka
HaKIiTaKkces o ua XpoMarorpami Dapmakones 2,2.29,
BHIIPOGOBYBAHOTO posulmy Mac Pignnua Xpomarorpagis
BINMOBIRATII Yacy yTpiumanns miKy
HaKIiTAKCEeTIO Ha XPOMATOTpani
POIUNHY NOPIRUAHHS,
B. Ipu nposenienni TECTy Ha MK’ . 03 B, Binmosinae
BIBHAYCHHS CYNYTHIX JOMIIIOK qac €pporneficpka
YIPUMYBaHHS iKY DAKTTAKCENI0 Ha Dapmaxores 2.2.29,
XpoMaTorpami BHIPOGOBYBAHOTO Pimmna xpomatorpadis
PO3UIHY Ma€ BiATOB KaTH Uacy
YTPHMAHHS HIKY DaKIiTaKce o Ha
XPOMATOTPaMi POUINY TOPIBHAHE,
C. I'lama, oTpivana Ha Xpomarorpami | Bryrpimmiii metop, Bixnosinae
posuiny (2), Mae 6yTn nogibuo 1o TOHKOWAPOBA
IULIMIL, OTPIMAHOL 3 posunmy (1), XpoMarorpadis
PH (solution 1 to 10) From 3.510 5.1 QCM p.04 European 3,8
Pharmacopeia 2.2.3
pH (po3uns 1 B 10) Bix 3.5 go 5.1 MK ., 04 3,8
E€sponeliceka
Dapmakoreq 2.2.3
Water content Not more than 0.5% QCM p.03 0,1 %
European Pharmacopeia
2.5:12
Buicr Bojur He Ginse 0.5 % MEKJI 1. 05 0,1 %
Caponelicnka
Dapmaxones 2.5.12
Ethanol content From 90.0 to 110.0% from label claim QCM p.06 101,2 %
Gas Chromatography
Bumicr crupry Bix 90.0% 10 110.0 Bix 3assnenoro Ha | MKS 1. 06 101,2 %
CTIKETI{ ' I"a308a Xpomarorpagis
Extractable volume The volume should be not less than QCM p.07 51,0 ml
50.0 ml European Pharmacopeia
2.9.17 ,m
00, o BUTATaETECS | O6’eM Mac GyTi He MeHwe 50,0 s MKS 1. 07 REITOY "\
EBponeiicsra S N .S
Dapmakones 2.9.17, e ] o&
Assay From 5.70 to 6.30 mg/ml QCM p.08 g
95.0 to 105.0% of label claim European Pharmacdjei w
2.2,29,
Liquid chromatograph
Kinskicne Busnavenns | Bix 5.70 10 6.30 Mr/mt MICT 1. 08, & V!
95.0% 10 105,0% Bix 3aspienoro ma €pponeiicska 102,8 %
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Certificate 1\0 BRCUK2301434 Page 4 of 5
Ceprudixar No; Cropinka 43 5
eTHKeTH] Dapmaxores 2.2.29,
o ) Pimuaa Xpomarorpadis
8 Related Substances: QCM p.09
Baccatin III Not more than 0.2% / European Pharmacopeia | Not detectable
Ethy! ester Not more than 0.1% / 2.2.29, Not detectable
10-diacetylpaclitaxel Not more than 0.2% / Liquid chromatography | Not detectable
10-diacetyl-7-epi
Paclitaxel (Impurity B) | Not more than 0.4% / Not detectable
7-epi Paclitaxel Not more than 0.4% / Not detectable
Each other unspecified
impurity Not more than 0.1% / Not detectable
Total impurities / Not more than 1.5% Not detectable
Cynytai gomimxir; MEKST 1. 09,
Baxarin IIT; He 6inpme 0.2 % E€Bponeiicrka He BusBneno
Ermutosuit edip; He 6inpine 0.1 % Dapmaxories 2.2.29, He Bussneno
10- Pimmima Xpomarorpadgia
MaueTiumakiitakcemo; | He Ginbme 0.2% He BusiBjieno
10-pianerin-7-enina-
Gritakcens  (CymyrHs
cnonyka B); He 6insme 0.4 % He BusBneno
7-eninaritaxcens; He Ginpmie 0.4 % He BusiBiieno
Kozxxuol inmof we
Crennpikoaroy He Ginpme 0.1 % He Bnsasneno
JOMILUKIL,
3araibHa cyMa goMimok | He Ginsme 1.5 % He BusiBneHo
9 Particulate matter: Equal or more than 10 Hm: maximum | QCM p. 10 72
Subvisible particles / 3000/container European Pharmacopeia
Equal or more than 25 pm: maximum 2.9.19
300/container 51
Mexauiuni Bomovenns: | Pisno a6o  Giinme HDK 10 MxM: | MKST 1, 10 72
HEBILUIMI QaCTKIIL, MakcMym 3000/ xourelinep E€rponeiicpka
PisHo abo 6inbime Hixk 25 MK Mapmaxones 2.9,19
MakcuMyM 300/ koHTelinep 51
10| Bacterial endotoxins Not more than 0.67 EU/mg of paclitaxell QCM p.11 <0,60
European Pharmacopeia
B o 2.6.14 m——
bakrepiapui He 6inpure 0.67 OFE/Mr nakiitaxcenso MK o 11 Z "“f;? ,’,69 *\
CHAOTOKCIHIT €Bponeiiceka g, /5@
Dapmakones 2.6.14 [/ *
11 Sterility Should be sterile QCM p.12 *E( C%ﬁﬂﬁ o
European Pharmaco %i‘; 2 :
2.6.1 "sj‘\ én'?
CrepumbnicTs Mae 6yTi1 cTepranHIN MKA . 12 G ’*M‘ iac,
: d : Esporeiicska \S/"Ou’g,':,"?,:“ﬂ
SIS BT R
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Certificate No.: . ‘ PageS5of5
Ceprudikar Ne: BROUK2301434 Cropinka 53 5
| @apmaxores 2.6.1
Labelling: | Should correspond to the requirements, Complies
Mapkrysauns: | ITopnumo BIJITIOBIATI BIMOTaM. Bilmosinae
Packaging: | Should correspond to the requirements of MQcC. Complies
Iaxypanus: | IMosnguo BiXIOBINATH BIMoram MKSL Binnoginae
Comments:
Komenrapi: | N

I hereby certify that the above information is autheutic and accurate. This baich of product has been manufactured,
including packagin g/labeling and quality control at the above mentioned site in Jull compliance with the GMP
requirements of the local Regulatory Authority and with the specification available in registration dossier. The batel
processing, packaging and analysis records were reviewed and Jound to be in compliance with GMP,

Lum 5 saceivuyro, wo nasedena sue inghopmania e Q0Ccmosipro ma movunow. L cepiro npodyryii Gyno
GUPOGNENO (6RMIOUAIOYY NARYGUHHA/MUPKYSaHHA) ma KORMpons if axocmi na suiesaznaveniis SUpOOHUNIN
oirsrnyl nposedeno y nosnisi gionosionoemi 3 eumooan GMP, ecmanosnenumu smicuegus pexyiamoprum opzarnom,
4 Haroxte 6ionegiono do eneyquinayit, wo smicmumoes ¢ peecimpaiisomy docne. Ipomoronu GUpOGHIIN g,
NaxKyeanns ma ananisie éyno n CPEIAUYING A 6CNAHO6ACH O 6idN0CIOHICIIE GMP.

Name

Position of person authorizing the batch release
Ipizeuie

ITocaza ocodu, sika BuxaIa A03B1T HA BUNIYVCR cepif

Olaniyi Awe

Qualified Person

Onaniit Ape

VYIIOBHOBAsKEHA 0C06a 3 AROCTI

Batch release date/nara BHIOYCRY cepil | 25/09/2023

Signature of person authorising the batch release
Hipnne ocodu, sika Buaana AO3BLT Ha BHIIVCK cepii

Olaniyi Awe ¢
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