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Certificate No.: 1 Page | of4
cudiear Noe | SGIPT900093. E¢
Ceprudinar No; 1200003 Cropinra | 34
Product names: PACLITERO Mapufacturing country: | lndia
_Hassa npopyienit: OAIJITEPO® Hepprasa-sitpabuime: lugin

Pharmaccutieal torny:
Jlrapenica gopma;

concentrate for solution for infusior
KONUCHTPAT ]IS Po3unIy st indy,

s 6 mg/ml
Riit, G Mr/nei

Strength/potency:
Crura mivaernn ot

I mlof solutiou contains; Paclitaxe
1191 posunny mieTurn: naairacees

—-6mg
Yy G mr

Type and size of packaging:

Bt i posmlp yisomen:

16, 7mL (100 mg) in a vinly T vialin o
labeling
10 16,7 w11 (100 m1) y Quraneonds no |
RADKYBAHHSIM YIPRDICHROTO RIOBOI

cardbox with Ulaainian fanguage

duracony v rapromiii wopobud 3
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Mpuparoil pof

Bateh No.: N . Bateh Sixe: packs
Cepist M PAC2L601D Posmip copir: . IAKROROI
,ll‘lq-\!ga Zﬁ:)uciﬁmnn'u-v LB st s g

Registration Certificate:
Pecerpoudiiine nocninueins:

Ne UAZL4743/01101 Yall

Hididue no:

i up to: 27.11,2020

Manufacturer name:
Hadtvenynanns supodnmen:

Hetero Labs Limited

Cerepo Jlads)isiven Bup

Max. License Mo,

" s 28IMNIAPD TR
Jrnensise Nog

Location:

Micueanaxoenn:

Unit«¥1, TSUC, Formulation SKZ, Sy No. 4
Mandal, Mahaboolmagar-District, Telanga
1Ouie-VI, TCHC, Qopmyseiltnen CE3, Ci
deransiepan Mangaan, MaxaGyGuarap-icrp

a, Pin=504301, India
410§ 411, MTosenannd Blaewn,
ter, Tesanraua, ITin-509301, lipis

10 & 411, 2olepally Village, Jadeherin

|

SMDC Conclusion on conlirmation of GNP Certificate No.:
Bucnosor mouo nigrsepmresnts eepriinary HBIAJIC No;

091/

O1g/c-r9e | Yalidity: o e o020
TCPMIN

Analysis procedure vesul(s

Pesynprati nposenens guanizy

+

Sr.No(Test / Specifiention / Result/

Net/o Wioreasinig sucogrt Jonyerunti momi Pesyniorar

' Deseription Clear colorless 1o slightly yellow viscous Blightly yelfow viscous solution fiee from
solution free Irom visible particles in a | isible particles in a glasy vial.
glass vinl.

1 Qune Mposopiit, Ges oy nacror, By flesn,  swomynatoro  konbopy  'skuli
GesGapmiiors 4o sepws  sicourynarora | posunn 663 BRIMMEN acTox y crinnoMy
koAbopy  B'asknil poswun y crknsnomy | dsakoui.

(axorni.

Identification 2.1."The retention tme of the major peak in | 4.1, The retention time of the major peak in
the chiromatogram of the sample solution | fhe chromutogram of the sample solution
corresponds 1 that in the chromatogram of' | orresponds 10 that in ihe <chromalogram ol
the standard solution, as obined in the | fhe standare solution, as obtained in (he

) Limit of degrddation products. Limit of degradation produl
2.2."Che retention time of the major peak in | 3.2, The retention llmc.
the chromatogram of the sample solution | the chromatgram ol
corresponds to that in the chromatogram of’ qorresponds 10 that
the standard solution, as obtained in the | the standard solug
Assay. S§ny,

@Of Qf DY L £/§ Y.
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Cartificate No.:

Ceprudirgar Ny 59

Page 2 of 4

FP19000934 Cropinea 24 4

Lnenmiiranis

2.1 Hae yrpiynaris ocHoBtoro i ta
Xpostatorpami srtipoGouysanoro poasiny
BIALOBIIAE qacy yIpuMyBaiIs 0cHOBIOND

nike Xpasarorpaml  eramapenoro
poswitny y - aanpeSynansi - «llposysrn
POSIIRILY».,

2.2, Hoe yrpusiysanmmst ocnonioro miky na
Xporarorpan sunpoGosynatore POy
Bsiatosinae ey YTPUMYBOIIIE OCROBHOr

nike wa xXpoparorpami — craugapioro ||nika na XPOMATOUPING CTWAPTHO MO
posuuay vy wupobysaind  «Kinnkicne PORMEIY  d BunpOBy s «Knxiene
B3I, ' BHAATEINID,

Bacterinl endotoxing
Lacteriu endotoxins

Bacrepiamnni
CHAOTOICCTITI (Y

=y

2.1, Yac y pumypanna ocnonuoro fixy #a
Xpomarorpami - BHIpoSosynairo pozynmy
sinnonilac wney YTRUMY BN OCHOBHOY

nika 1 XpoMaTorpami CTAMAPTIOr
pastniy -y ipoGynaninl «lTpoayir
PO3NVHY,

2.2, Hac y-puMYBAIG 0COBIOY i 1y
XpoMatorpesi - rnnpofiopy natoro POy
BlAnoBizae wncy yrIpusysanng ocnomoro

Not more than (,67 endotoxin units per mg,
ol Puelitaxel,
He Ginnine 0,67 MO/ nagnlraxeeny

L.ess than 0.6 BU per mg

vVictie nix 0,16 MO

- Bacceatin (1t

= Lithy! ester side chain

= JO-Deacetyl Poelitvel

= 10-Deacelyl-7-

epipaclitixel (pachitae)

related compound-1)

~ 7-Epi Paclitaxel

=~ Any other patlitaxel

degradation products

- "Total Paclitaxel

depradalion products
Hpouvern posunuy:

— Bakarn 1)

= CHUIAROIS eipy

Giunul naor

- 10

Aeancrsnaksiancen

- [Q-neqauernun-7-

cninakaivaxcen

(udxnirarceny

Cynponinta

Jomimka 13)

- Teninaruirakces

= Gy =3t frnnm it

HPONYKT posnaLy

naieilracceny

= CY¥Ma UpoayrYig

Sterility Should be sterite Complics
Crepunpuicn, Tipermpar Mac Sy orepmis i Biltonixe naoram
Between 3.0 and 7.0 i a solution
al B.16
i Ife xene 3.0 4 e Glinine 7.0
Limit of depradation
producty

Not mote than 0.8 %m/in
Notmore than 0.4 Yam/m
Not nore than 0.8 %mAn
Notmuore than 0,5 %m/m

Not more than 0.6 % m/m
Not more than 0.1 % mim

Not more than 2.0 % mAn
He Giunme 0.8
e Gimane 0.4
Ie Gismne 0.8

He Gisnaue 0.5

He Ginye 0.6
e Gisnme 0.1

Il Ginnnie 2.0 %

3elow LOQ (LOQ = 0.024 % m/m) .
3elow LOQ (L,OQ = 0.009 % m/im)
09 % mim

Not Detected

A7 % m/m
.09 % m/m

35 % mim

flunete MICE (MKB= 0.024%)
lancie MKE (MIKKB= 0.009%4)
1.09%

Hie susimnenc

17 %
.09 %

=

35 %
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Certificate No.: - Page dof 4
Ceprudirear No: SGrr12000g54 Cropluka 4z 4

- uporsiom vepstiy | e senine 39.76 % (0G/06) i ue Gise
npuRATHOCT: 54,67 % (06/06)

(He menute 80.0 % 1 e Gistie 110.0 %
BIJLHOMIHANL IOV grnmeiis)

Labelling -| Should conespand to the MQC requitements Complies
Mapteynsannse Tontuino sianouhury pussoray MICS Binwasixac
Packaping Should carrespond to the MQC requirements Camplics
Tacysange Flomyno nimonianyn sumoran MICS) Binnoniyae

[ hereby certify that the avove information is anthentic angl geeurate, Thi
ehiding packaging/labelng and quality control at the aboye ntentlongd site in ‘Wl compliance with the Gatp
retiverients of the local Regulatory Anthority uid with the speviftealion peallable i registration dussier, The baleh
processing, packaging and analysis records were reviewed and found'to be it compliomee with GMPp,

b barch of product has been ianufuctured,

Lt st zacsidno, wo naeedeins auuge lhopyain ¢ doemosipnow ma mo
(RO RORVEAENAINE PrYGaom) ma ROUMPOAL 11 aroemi’ na suupesas
noauin pidnocidnoemi 3 gustoeas CMP, semanomnetsin stfeyecins eyt
chequehicanil, wo aiemun ves g pecempaitmosry duese. Hpomoxomy e
[epeeiny Iy nid Geindnoen e sionowidnionts G,

notw. Lo ceplio npodyiyii Syno supodueno
auendii susoBu I Qi hposedey 3
TOPHIL OPSEIOM, L 10GURONC GIONesidi o
DOGHNINGG, NARYGAINS 104 Q1anisie G

Name | KK, Satigh Goud
Paosition of person authorising the baich relense Mangef- Quality Assurance
Mpiassme | 1¢ Cavikn Iyn
Tocaua ocob, stca Byt 1038l na nanyete cepit | Vepep Rep-3afeszenenns 91octi

Signature of Herson suthovising the bateh relense

R4
Tlintre 0co6ut, stea Bram O3B na winrycre cepli ":A/h j e

Date of sighature
Hava whunmcanns

G -lo - ol
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Ceprilrar Mo SO 19000934 C'roi;i nxag 3 4
poaLy ‘
lagnitakeeny
Assuy:
Puclituxel
= (%) Lubeled amount . | 95,0 —1035.0 (%) 98.3
= mg/ml 5.7 ~0.3 (mg) 5.9
4 I civise
Bipratenisg:
MU IIRCEN
~ % B noMiuansioro | e mennre 95.0 % i ne Shiotwe 105.0 Y 98.3
KTTHUTNIT
~ Mr/aLt e dentite 3.7 s Lue 6lnplie 6.3 me 5.9
Particulnte matter; ’
—sub visihle pavticles Average number;
Particles > 25 um —not more than 600 per | 102
vial;
Particles 2 10 pm - not more than 6000 per |11
Particnlate mattor: vialg
~yisible payticles Visible particles should be absent Absent
8 Mexaniaud seajouenrusy
~ HeRIuH Macri Cepeans kisticrs:
ANSERACTOKR 2 25 MKM — He Bithine )2
600/ pnuxon; )
BB Aok 2 10 Mkt ~ ne Ginnute [
GOOO/irakon
Mexaniuut nremover
I ace Bysto-atich uppunti wacren oot Gy
) nieyen 3ieyrut
Color of Sulution Not more than 0.2 .005 Abs
9| Howaninne
IKOSLOPOBOETE 11¢ Ginvuwe 0,2 D.00S
Exiractable vohnne Not {ess than16.7 ml. Mintmum: 17,0 oL
10 Average 17(0 ml.
© QB eat wo He semme 16.7 s Minisynm: 17,0 ma
BUTHINCTL OS] Cepenne: 17,0 st
= Release Not Iess than 44.73 % (valival) and 10,77
not more than 34.67 % (volrvol)
(%) Labeled amount: Not less thin 90.0% 00.1
and not more thant 10,0 %
~ Shelf tife Not less than 39.76 % (vol/vol) and
11 not more than 34.67 % {vol/val)
(%) Labeled oinount: Not less than 80,0 %
and not more than 110.0 %
Bmicr eranony e setne 44.73 % (06/06) § ue 6innue 9,77
Gesnounoro; 54,67 % (0G/o6) ‘
< NP BIyeKy: (He menme 90.0 % i ue Sinvie 110.0% 00.1
BiALDOMINANLIOTO 3natieinis)

Factory : TSIIC Formulation Sez, Polepally (V), Jedcherla (Mandé

). Mahabd
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AEPXCIKCIYIKBA YKP
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Ay

JMEPKABHA CIIYKBA 3 JIIKAPChKHX 3ACOBIB TA KOHT POJIO 3A
HAPKOTHKAMHA ¥ KHIBCHKIN OBJIACTI

npocrierT Banepis JoGanoncsxoro, 51, m. Kuis, 0311
E-mail: dls.ko@dls.gov.ua, Ko €PTIC

BHCHOBOK
upo Axicrs BBe3eHoro B Yxpainy mix

14.02.2020

HTAKJITEPO®

, Felr/dak

APCHIKO

5 (044) 2753030

V 370787974

[0 32C00y

Ne 844/20/10

(undMenyBatns Nixapchkoro 3acofy SIIHO § peectpal
KOHEEHTPAT I POIIHRAY Axa bagysii, 6 mr/mix noe 16

(haaxony y kapronuii xopdGsi

7 mux (10

HHIM IOCBI e HsM)

() mr) y daaxoeni; wo 1

TIporoxoxn pizyanunoro kemrpono six 16.01.2020 N 0079/2.

(hopma BHITYCKY, NOFYBAHES, WA TAKYBAHES HKJPOLIOTO 500

Howmep peectpanitfaoro nocaimsenma UA/14743/01/01 cTpoK i peecry

Cepis xixapeskoro 3acofy Mo PAC2196ﬁ1B

bGy)

aniiigoro roceinaenns 27,11 .20;20

Kinsxicrs nesenorp Jikapesxro aacoby 92
BupoGux TETEPO JIAB3 JUMITEL, Tais, lujuis
(uaifvMeHyBanHs BUPOOHEKA AiRapURIoTd 32c06Y, Kpaiia MOXOIKCHHS)
Bseseno & Vxpainy ‘Topaprerso 3 o0Mexenoro sinnosipansuiciio "EC GAPMA", inenr.

xox: 37193045

(naitveryraxss 1a Kox 32 EJPIIOY roprumyno]
ocolu - nigmpreMu, I Micle TPOKMBARER Ta Po
nogatkin 60 cepig

JlaGopaTopruit aranis sxocti Jikapesroro 3acoby 3ailicnerit:

JIT "Llentpansna naGopatopis 3 aHaNISy SKOCTI TIKAPCEKEX 39
(m.Xuis, pym.Kynpsmepka 10r)

ocoby 160 11
becTpaniiiny

coBis 1 m|

(pisnye, im'st, 110 Garekosi Qiavanot
it HoMep oBIiOBOT KapTkH DRATHRK

12 HOMEp ndonopra)

eIHOT mpomyKIi”

(maltvenyna:Ha Ta MICHE3HAXOIKGHIS TRO0PATODIT, IO TPOBeNh NAGOPATOPHIY AHANI SKOCTL) d

Bucnonok mozo sxocti Tkeporkoro 3acofy, Buaanmii naGopatopiex pig |
Pesymsrary raboparopnoro aganisy sxocri mxapeskoro 3acoby 3a nepeniy
BUMOTaM METOAIB KOUTPOIO AKOCTI (AHANITATHO-HOPMATARHOT HOKYMEHTY

HOTPHMAHHAM BrMOT 3aK0OH0JABCTRA TIONO0 3AGE30CUSHES K0T 71

3acTyrmax AT
,ZIepxcaBHo m p BRIEX 3ac0618
Ta xcom:p 'r‘i‘apﬁ”?n

inchKiit '//%/
oﬁnac‘n § S / I8 k

3.02.202

il

34, peayIpTaATaME . JIEPHABHOY0. . KOHTPOIIO. . BOTAHOBNENO, .. 10O- JiKapehiumit.. -3aci6. - -Bresero- -

KAPCHKNK,

(noca,u(%&ag %{gﬁ}iﬁi}}jﬁbg&‘ gxo ;‘-rpomo) (mizmmo)

SHUMH TIOK

0 Ne 0448
azpEKAME BIAIOBINAIOTE

B~ YKpalgy--3-
acoGin.
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