HEPXXITIKCITY, KBA
JIFPIKABHA CIIYIKBA 3 JIKAPCBEKHX 3ACOFBIB TA KOH'1POJIIO 3A
HAPKOTUKAMU Y KHTBCHLKTI OBJIACTI
IpocriekT Banepis JoBanoseskoro, 5 1, M. Kuis, 03110, Ten/axc: (044) 363-06-50
E-mail; dIs.ko@d]s.gov.ua,httpg{/_\ﬁ_ngy.dls.gov.ual Kon CIPTIOV 17078774

BHCHOBOK
Npo AKICTH BBe3eHOro g Ykpainy xikapcskoro 3acody
26.02.2021 Ne 7646/21/1011
MMAKJOITEPO®
(HaliMeryRanug JiXapeEKoro 3acoby 3rimo 3 peecTpaniium NOCBiXYeHHD
KOHUEHRTpAT Aist po3unny mus Iadhysiit, 6 mr/vut o S50 mop (300 mr) y

dr1axomni; no 1 duraxomy
¥ RApTOHHIH Kopotii '
AGSYBUIDL, BRUL Ly BistEs nlkagicnkor o sac60y)
Homep pecctpaniitnoro nocsigeensg UA/14743/01/01 CTPOK il peecTpaniifioro mockimaens 27. 1 1.2020
Cepia sikapcrkoro saco6y Mo PAC320605B

Kinsxicts BRe3enoro HiKapeskoro zacoby 720
Bupobmux

I'ETEPO JIAB3 JIMITE], Innis

(nathvernypanys BHPOOHUKA JiKapcskoro 3acoby,

(dopnn xam FORY,

Kpaika moxomxesas)
Breseno » Vkpainy

Torapucrro 3 obMexenon BiAnoBinameuictio "EC DPAPMA"

xox: 37193045

(wabiMenyparms ta kon 32 €IPIIOY ropunmunof 0cobu abo TpisBumIe, iM'S, 110 6aTEROR] (isramol

0c06H - mianpuemoy, 5 MiCIe IIposkHBanyT Ta peecTpauiiingll Homep o6nixonoi KapTKH MNaTHHKA
noaaTkis abo cepis Ta HOMEp IachnopTa)

Hporokon rizyanssoro Koutposno ein 24.02,2021 Na 0468/1.

, imenr.

3a Pe3yIpTaTamu HEpKAaBHOTO KoHdTpoimo BCTaHOBJ'IeHO,

MO Jkapcekm¥ 3aci6  Besemo B Vkpainy 3
,IIOTpHMaHHHM BHMOT 3aKOHOABCTRA oo safesneuenmy

‘Onexcitt COJIOP A




oy

¥

HETERG

S

HETERO LAE

Hetero Corporate, 7-2-A2, industrial Estate,
Tel FR23704928/24/25, Fay »
E-Mall : contact@heterodrugs.co

(UNIT-VI) SEz

CERTIFICATE OF QUALLIY

(UNIT - 1)

ITED

Sanath Nagar, Hyderabad = 500 (8, T.S, INDIA,
91-40-23704928, 28714250,
m, URL - Bttp/www:heteradrugs.com

Product name:

Hasza npoyrmii:

CEPTHOIKAT STKOC'S L
Certificate No.; Page 1 of 4
Cepradixar Xo: S6EP20000603 C‘I‘Zpil’-ﬁca 134 |
PACLITERO Manufacturing country: | India
ITAKJITEPQ® Jeprana-BRpoGrmg: Tanig

Pharmaceutionl forms
Jixaperka dopma:

coneenlrate for solution for

Infusion, 6 mg/ml
KOHIERTDAT [1s pozammy gas indysif, 6 mr/su

Bk posslp fraross

- MBPRYRAEIIM yipaltersicoio MOBOI0

Strength/potencys Imlol solution confains: Paclitaxe] - 6 mg

Crura git/axrnsriors: 1 mx posamyy MICTHTE! TARAITAKCENTY 6 My

Type and size ofpackaging: | §0 mI (300 mg) in a vial; 1 vial in a cardbox with Ukrainian language
lubeling

o 30 s (300 3r) ¥ Gutconly o 1 Qustkory v gaprosuii opoiil =

Batch No.: i Batch Size: packs
7 Cepia Ne: PACSZOGU_S_B Posnip cepii; ‘;{500 YIRODOK
M Mg Dates ; Expiry Date;
“ | JaTs eap oGHAN Ty, 2020 Uprnarmnit o i
; Registration Certificate; Valid up to:
Peecrpaniiine NOCRITYEHRs: e UA/14743/01/01 Jilicue xo: 27112020
Manufacturer name: Hetero Labs Limited Man. License No.: 28/MN/APROLUFR
Baiivenypanns suposmuka: Terepo Jlafs Miviren Brp. ninenzig Ne:
Location: Unit-VT, TSIC, Formulation SEZ, Sy No. 410 & 411, Polepally Village, JYadcherla
Mandal, Mahaboobnagar—l)istrict, Telangana, Pin-509301, India
Micnesmaxomserns: ¥Oonir-VI, TCIIC, Popmynefimen CE3, Ci N2 4101 411, Honenanni Bixens,
Hexagaepna Maggan, Maxaﬁyﬁnarap-mcrpim, Tenxanrana, Hi5-509301, Yapig

SMDC Conelusion on confirmation of GMP Certificate No.: validity:
Buerosok mone UOTBepReH NS cepragiraty HBIAIIC Na; 091/2018/C-199 TepMIE Ai: #A152020
\ Analysis procedure results
z Pesymnrars apoBeIcIIs anaTisy
: Sr.No Test/ ‘ ' Specification / B Result/
: Nes/m [Moxazmuk sxoers Lonyerumi mesxi Pesynerar

Description Clear colorless to slightly vellow viscous Slightly yellow viscous solution free from
solution free from visible particles in a | visible particles in a glass vial,

. Onue glass vial,

1 poscpuis, Ges BAIMMMX  9acTOK, Binm | Jlems HOBTYBAIOr0  KOMBOPY  B’smascwii
Oesbapsuoro  no  memy HOBTYBATOTO | PO3IRH Ge3 Bammvm TaCTOK ¥ CRITHOMY
ROMEOPY B’askm¥ posgmy Y cxuaEOMy | Gmaxomni,
NEXOH].

Identification 2.1. The retention time of the major peak in | 2.1. The xetention time of the major peak in
the chromatogram of the sample solution the chromatogram of the sample sohation
corresponds to that ip the chromatogram of comresponds to that in the chromatogram of
the standard solution, as obtained m the the standard solution, as obtained in the
Limit of degradation products. Limit of degradation products,

2 22.The retention time of the major peak in | 2.2, The refention fime of the majer.peal; in
2 the chromatogram of the sample solution | the chromatogram of &~ sarnp] sBMan
corresponds fo that in the chromatogram of Tam.
the standard solution, as obtained in the :
Assay.

Inenrudixayis 2.1. Uac yrpmsysamss ocronmoro niKa Bz
XpoMarorpai BHNpOGoBYBanora PO3THRY
BixnoBinae wacy JIPHMYBAHEA OCHOREOID
ka2  ga Xponarorpayi  cramnapreoro

Y I A0l 2y
Kok SYSs /)




HETERO LA

Hetaro Corporate, 7-2-A2,

E-Mall.- cohtapt-@ heter

(UNIT - viy

Industrial Estate, Sanath Nagar;

SEZ (UNIT - )
Hyderdbad - 500 018, T.S, INDIA,
Tol “2R704920/24/25, Fax - 81-40.23704026, 237250,

odrugs.com, URL * tp/iwwwhetarodings.com

| Tageiord
Cropiexa 23 4

«Iponysru

STHHApTHOrO
«Kihmiione

=

Certificate No.: . .
Cepradixar Ne: | S6FP20000603
— . ,
I POSUENY ¥ ampoSysanml  «Tpogyi POSUINY Y EmIpoGysammd
po3nazmy». Posnamyy,
22, Yac YIDHMYBaHES OCHOBROrD mhxa Ha | 2,2, U YTPHMYR2HRA OCHOBHOTO Yixa Ha
XpoMaTOrpami BHOPoGOBYBarory DO34HEY | XpoMatorpani BrANpobosyRanore posvmHAy
BiAIORINAE HECY YIPHMYBAENS 0CHOBHOTO BlrnoRinae Y YIPRMYDARES otHonHo
nika  ma XpoMarorpani CTaHAAPTHOTO | rika wma XpoMarorpami
POSIHEY v mumpofypagni «Kimxicre POSTHHY Yy  BRRpOGyRaumi
BH3HATCHRAY BHIHAYCHHsNY,
Bacterial endotoxins Not mere than 0.67 stidotoxin wnits permg i Less than 0.67 EU permg
3 of Paclituxe],
Bamegig&u_i He 6msme 0.67 MO/ur YRR rakeeny Menmrto wisk 0,67 MO/ 1
3 Bringiggen i —_—
4 [Slerliity Sliould be seqils Complis
o ggg_ymu.nlm e nguap_a'{ Mae Byt CTERHTELIG Uixtomuse singoray
5. |om Between 3.0 and 7.0 in g solution 395
— . He MeggeB.OiueﬁislmmaIQ. -
Limit or degradation
moduets
— Baccatm {[] Not more than 0,3% m/m Below LOQ (LOQ= 0.024%m/m)
*| =~ Ethyl ester side chain | Not more than 0.4% m/m Not Detected
~ I0-Deacety] Paclitaxe] Not raore than 0.8% m/m 0.04 %m/m
—10-Deacety]-7-
epipackitaxel (paclitaxe} Not more than 0,5% m/m, Not Detected
related cornpound-R)
~ 7-Epi Paclitaxe] Not more than 0.6% m/m 0.07 %m/m
—~ Any other paclitaxe] Not more than 0.1% m/m 0.05 % m/m
degradation progucts
— Total Paclitaxe] Not more than 2.0% m/m 0.16 % m/m
degradation products
Hponyrcrs poanany: :
— OarkaTmy I7] He Simme 0.3 % Hioxme MKB (MKR = 0.024%)
& — THITOnOTO egipy .
Giumit narmmor He 6inpme 0.4 He zussyneno
10,
AfAeTHaKiTakcey | M Gimsme 0.8 9% 0.04%
~ 10-neavtersn-7-
SINakTiTaxce He 6inpme 0.5 9 He »assneno
(maxniraxceny
.| CYHpOBiNHa
ZoMiumka B)
— T-eninaritaxce) He Giisime 0.6 9 0.07%
— Oy mE-sxmit irume: He Ginsme 0.1 o 0.05%
HpOnyXT posnazy
HaxniTaxcesy
~ C¥YMAa Mponryicrip He 8bmme v.0 9 0.16 %
bosmany
Iaxnizaxcery
Assay:
Paelitael
— (%) Labeled amount 95.0-105.0 (%) 100.0
—mg/m] 5.7-6.3" (mg) 6.0
7 Himxuicne
BHEH? YeHHs:
naRRIMaKeER He memie 95.0 % { me Oimeme 105.0 9% 100.0
— % Bix noMinansrore
3HaYeRHy He xemme 5.7 mr {ge Oimeme 6.3 pr 6.0
M‘——“M\H




HETERO LABS LINMIITED

(UNIT~-Viy SEZ ‘,(,UNIT. -1} e
Hetero Corgorate, 7-3-A2, Indusirial Estate, Sanath Nagar; Hyderabsd - 500 018; T., INDIA,
Tel T23704923/24/25, Fax : 81 -4042373"{926! 23714250,

E-Mali ¢ conlac{-@heterodrugs‘t;om, URL ::‘hﬁp//www;hetepod'rug;;.com

[ A R P
: Parﬁct{lzfte matfer:
:&Qﬂg@_n@ﬂﬂlﬁ PA;ETIg nzm;sbfirt:n —not more then 600 per | 0
l‘;iLt}cles 2 10 pm —not more than 6000 per | 07

Particulate matter: . {vial;
iR et
— visible particles

Visible particles should be absent Absent
8 Mexaniuwi g KITFOTenys:,
= HeBHIHMI waori Cepenry sinpricrss
BILT 92CTOK > 25 Muhs — qe finzins 0
600/ maron;
RIA YBG10K > 10 MEw — ye 6 LI o

6000/umwon
Mexaniuyi BRIOYeR g

— BuOpMI YagTry Byre-axi wigmng WACTKH Maro1s Gy 1o
singyrui —(BEym
Color of Solution Not wore (han 02 0.017 Abs
9 Llorasau: He Binsyme 0.2 0.017
KOnboposoct
J Extractable volume Not less than 50.0 mL Minimum: 52.0 L
10 Average: 52,0 m1,
OFem. 1o He Mesme 50.0 yp Mininyn: 52.0 v
BHTACACTR O . Cepenme: 52.0 mn
Ethanol Content
~ Release Not less than 44,73 % {(volfvol) and 48.72

not more than 54,67 % {(vol/vol)
(%) Labeled amount- Not less than 50.09% 98.0
and not more than 110,0 %

- Shelf Iife Not less than 39,76 % (vol/vol) and
not more than 54.67 9 (volivol)

(%) Labeled amount: Not less than 80.0 9%
and not more than 110, o

11
Buicr erappny

Seszoanora:
- TIDH BHIyCKy: He merme 44.73 9, (06706) i e Simeme 48.72
34.67 % (o6/o6)
(He rmerme 50,0 94 ixe Ginpme 110.0 9% 98.0
BIX BoMiEamsuore 3HAYCHE)

~ TIPOTATOM TepMiny | Ke Memme 39.76 % (06/06) i me imme
ApHAaTHOCT: 3467% {06/06)

(He merme 80,0 9 1 He Glmpme 110.0 %
i BIA HOMIHaL 11 SHaverRy)
Labelling Should comrespond to the MQC requirements i .
Mapxysanmng Toswemo simoniary BHMOramM MICST i ' %
Packaging Shouid comespond to the MQC requirements
Tarysanug TTosrmro BUINOBINATH Bynvoran MICT
¥B —~————2 PUIHOBIIATH Bxnvoran MICST

I hereby certify that the abpye Information s authentic and accurate, This bateh of pro

including packaging/]abelz’ng and g

requirements of the local Regulatory Authority and with e Specification gvailable in regisirati
Processing, backaging and analysis records weye reviewed and found to be in compliance with GMP




_ (UNIT - VIy SEZ (UNIT ~ ]
Hetero Caffsorate, 7-8:4g, Industrial Estaite, Sarmath Nagar, tyderabdr + 5000 8. T8, INDIA,
Tol “B7(H929724]/a, Fus | 0140, 23704008 digriddso,
E-Mall.: contact@heéterodrugs.com, LR Zhittprfergaheterodirigsiopm

T 3 cer -
éert[fmeffe Nu;.- SEEP20000603 nge 4 of 4—[

epTRikar No: Cropinxa d 3 4
Llust 5 3aceiduyo, o ragedena gyuse inQopmayis ¢ docmosiproio ma menso, o cepiio npodyryii 6pno éUpobneng
(8rmiovawoun MARYBARNA MADRYEarKs) ma Kormpoms i sxocmi na sunesasnayenis SUPOOHIMIT dinbuiyi npogedeny y
NOEHTE 6i0RvGIONICHE 3 Bup0ze GMP, scmanosnenuny aicyegum Pezynsmopiunt opzarom, a maxowe eidnosidno do
creyudias, wo micmumsen g pescmpaylinomy docve. pomoxony 6UPOBRUNGS, nayeaNuR ma awanisig Gyno
Repecsnymo ma ecmancanenn eidnosiduiomn GIE,

HETERO

— -

Name | X. Satish GGoud
Position of persun authorlsing the bateh release Manger- Qunality Assnrance
Tpiserwme | ¢, Caviyn Lyx
Tocaga 0cobi; 7Ka shxana X03BiT Ha BUITYCR cepii Meneien-3ates: p@;{ FroeTi
B . ¢ R | 2HPHRIRE L

. i /7 < :
Sigmature of person authorising the buteh release | - ( v f’ e
Hisgree ocoliy, sk Bimaxa mosnin Hi BHITP G Gopil P ¢ ol
RS - = C

Date sFsgmatios |77 5 o 10
e 0 06 g
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