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Cepradixar No: S6FP19000797 Cropinka | 3 4
Product name: GEMTERO Manufacturing country:] India
Ha3sa npoaykuii; FEMTEPO Hepsxapa-pupobuux: Tnnin

Pharmaceutical form:
Jlikapenka dopara:

Lyophilisate for solution for infusion 200 mg
Jiodinizar ans pozunny aaa indysii no 200 ar

Strength/potency:
Cnaa aii/ax THRUicTh:

200 mg

resuuTadin 200 mr

1 vial contains: Gemeitabine hydrochloride equivalent to Gemcitabine

1 draxon micTurs: resuynrabiny riapoxnopuay B HepepaxyHKy Ha

Bua 1 po3mip ynakoskmn:

‘Type and size of packaging:

200 mg in a vial; 1 vial in a carton box
o 200 mry daakowni; mo 1 ({n‘mouy ¥ Kaprouniii kopofui

Z No.: -
]% 1tc_h I ‘Io GEM1196015 Batch Size: 500 packs
Cepisi Ne: Posnip cepii: YHAKOBOK
} i - Lrates LXpi :
Bg-bater 07/2019 Expiny Date 06/2022
Jara Bupodunnrea: IpnaaTuuii go:
Regls_trat{(‘)'u Certlil_cate: UA/14626/01/02 V‘ajul up to: 21.09.2020
Pecerpauiiine nocsinuenns: Hiiicue go:
Manufacturer name: Hetero Labs Limited Man. License Nao.: .

& ~ ‘ / 2

Haiimenysanns pupobunka: | Terepo Jab3 Jimiten Bup. ninenzis No: 28/MN/AP/2011/F/R

Location:

Micuesnaxoaxcuns:

Unit-V1, TSIIC, Formulation SEZ, Sy No. 410 & 411, Polepally Village,
Jadcherla Mandal, Mahaboobnagar-District, Telangana, Pin-509301, India
0nir-VI, TCIIC, ({)opwvﬂenmeu CE3, Ci Ne 410 i 411, Hosnenanai Binenx,
Horaguepaa Mannan, MaxaGy6uarap-Tierpikr, Tesanrana, Hin-309301, Inais

thaaxoni 3 Ge30apBHOTO cKna.

SMDC Conclusion on confirmation of GMP Certificate No..p 091/2018/C-199 vahdi’ty: 124.082020
Bucnosox mono niarsepukesns ceprudicary HBI JJIC Ne: Tepmin Ail:
Analysis procedure results
Pesyasrarn npopeacnus anaiuisy
Sr.No[Test / Specification / Result/
N s/ [loxasznnk skocTi Honyerumi mesi PesyabTar
Description White to off white lyophilisate in a flint | White Iyophilisate in a flint glass
1 olass vial. vial.
Omnse Binuis abo maibxe Ginuit alodinizar y

Binui nmodisizar y dgmaroni 3
Oe3bapBHOro cKna.

identification

a. UV spectrum
The UV absorption spectrum of
sample preparation should exhibit
maxima and minima at the same
wavelengths as that of standard
preparation,

b, HPLC method
The retention time of the major peak
in the chromatogram of the sample
solution should correspond to that in
the chromatogram of the standard
solution, as obtained in the Assay.

a. UV spectrim
The UV absorption spectrum of
sample preparation exhibits
maxima and minima at the same
wavetengths as that of standard
preparation.

b HPLC method
The retention time of the major
peak in the chromatogram of the
sample solution corresponds to
that in the chromatogram of the
standard solution. as obtained ip
the Assay,
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Imenmndicanis

a. ¥Yawmpadhionemoeuii cnexmp
YapTpadioneropuii cnekTp
NOPAMHAHHS JOCTiKYBAHOTO
POZUUHY NOBHHEH MaTH MaKCHMYMH
Ta MIHIMYMH NPH THX K€ JOBKHHAX
XBUJib, W10 § CIEKTP PO3UMILY
CTaHIAPTHOrO 3pa3Ka.

b. Memoo BEPX
Ha xpomarorpami sociizxxysagoro
PO3UMHY HAC YTPHMYBAHHS
OCHOBHOI'Q MIKY MaC CNIBAAAATH 3
YACOM VTPHMYBAKHA OCHOBHOIO NiKa
HA XPOMATOrpaMax CTaBAApTIOro
PO3UMHY, OTPHMAHMX Y PO3ALNi
«KinpkicHe BH3BaueHHS».

a. ¥avmpaeghionemosuii cnexnp
YastpadioneTorni criekTp
HOTAMHARHA AOCHIIDKYBAHOTO
PO3UHHY MAE MAKCHUMYMU Ta
MIHIMYMM TIPH THX JKE JOBIKHHAX
XBWilh, 1O | CIIEKTP PO3UKHY
CTaHNapTHOTO 3paska.

b. Memood BEPX
Ha xpomarorpami
AOCALIUKYBAHOTO POIUMHY yac
YTPHMYBAHHA OCHORHOIO THKY
CTIBRAMAE 3 YaCOM YTPHMYBaHHSL
OCIIOBHOTO TiKa Ha
XPOMaTOrpamMax CTaHJaApTHOrO
PO34HHY, OTPUMAHHX Y po3aini
«KinbKicHe BH3HAYECHHY,

Clarity of solution

Not more than 10 NTU

anomer}

Any other individual
impurity

Total impurities

3 Hposopicrs He 6inbwe [0 NTU 5.53 NTU
po3uIHy
Bacterial Not more than 0.05 endotoxin units per | Less than 0.049 EU per mg
4 endotoxins mg of gemcitabine.
Baxrepianbui He Siapme 0,05 MO/yr remunrabiny. Meuiue 0,049 MO/Mr
eHZOTOKCHIH
5 Sterility Should be sterile. Complies
N Crepuabuicrs Mae 6yTH cTepHnbHUM. Bignorizae Bivoram
Uniformity of AV not more than 15.0
dosage units
6 Oauopianicts AV He Ginkue 15.0. 0.6
A030BAHUX
ONNENIE
7 pH of solution Between 2.7 and 3.3 2.83
pH posunny Bixn 2.7 no 3.3.
Particulate Matter:
sub-visible =10pm: Not more than 6000 per vial 206
particles 225um: Not more than 600 per vial 00
8 Mexaniyni He Ginsue 6000 uacTHIIOK poaMipom 206
BRJIIOUEHHA: > 10 miw B ] draxoni.
HeBHUAMMI He Ginpme 600 uacTunok posaipom 00
TACTIHRI > 25 vk B | haakoni.
Related compounds
Impurity-A Not more than 0.1% Below LOQ (LOQ=0.010%m/m)
{Cytosine)
Impurity-B Not more than 0.1% Not detected
] {Gemcitabine a-

Not more than 0.2%

Not more than 0.3%

0.02 %m/m

(.02 %m/m
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Cynyrui zomimkn
Homimka-A
(Lirozmm)
Jonmiuika-B
(TeMuurabin a-

ue Sinpue 0,)%

ue Binsine 0,1%

Hmxae MKB (MKB=0.010%)

He ruspneno

Caitaonponycxaunns

He menme 95%

izoMep)
bByas-sikol
neinenrudikosanol | ne Ginbue 0,2% 0.02%
AOMILIKK
Cyma nomimox He Giabie 0,3% 0.02 %
Assay Not less than 190.00 mg and not more
than 210.00 mg 200.78
10 (95.0% to 105.0%) 100.4
Kinpxicne He wmernwe 190,00 yr i He Ginslue
BHIHAYEH IS 210,00 mr 200.78
(Biz 95,0% no 105,0%). 100.4
Reconstitution time | Not more than 60 seconds 32 seconds
L Uac Bi : He 6i 60 32
AC BiHOBACHHS e Ginbie 60 ¢ 2¢
Water content Relegse: Shelflife:
{(Method K. Not more than 3.0% | Not more than
3 Fischer) 5.0%
Boaa Ha siomenm qumyexy | Ha mepain 2.04 %
(Meron K. ®iwepa) | He insiue 3.0%. npudanmocni
He 6insie 5,0%
Osmolality Not less than 400 mOsm per kg and
13 not more than 800 mOsm per kg 572 mQOsm per kg
OcroasabuicTs He menwe 400 MOcyonb/xr Ta ne
Gimbuie 800 mOcmonb/kr. 372 sOcmonb/xr
Color of solution Optical density not more than 0.2
14 | Koasoposicrs 0.010
po3unny Ouruyna rycruna e Siape 0.2
15 (Lighttransmittance | Not less than 95% 98.836 %

Labelling Should correspond to the MQC requiraments Complies
Maprypatia Hosimno sinnosizary suvorast MKSI Binnopizae
Packaging Should correspond 1o the MQC requiraments Complies
TTaxysanns TosurHo BinnosiaaTy susoran M5 Biznosinae

I hereby certify that the above mformation is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling und quality conirol af the above mentioned site in Jidl compliance with the GMP
requirements of the local Regulatory Authority and with the specification available in registration dossier. The baich
processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

L s zacaioyio, upo nacedeny auuge ngdhopuayis ¢ docmosipioio ma mounoio. Lo cepio npodysyii OV GUPOZICHO
(6ENGHQION Y NARYGISINAPRYGaiis) ma xonnpoas i axocmi na suuesazHaveniit upodukit dixsing nposedeno ¥
noguilt Gionosionocmi 3 cuvocay GMP. aemanosiennyi vicyeain PECYAIMORIIN 0peanoM, @ Marode ¢ioneeiono oo
ceneyihinanil, wo sicmumees 6 pecompaiimoaty docnc. Hpomoron eupodinmea, RARYGQHIA M dretizie Ovio
NEPeIRHVING mda GeRanoesieno gionogidnicns GP.
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Namie | K. Satish Goud
Position of person anthorising the bateh release | Manager- Quality Assurance
MpisBuime K. Carim I'yn
Iocana ocodu, stca Bugasa 10361 ia BanyeK cepil | Y Ie“eﬂ’l‘ep"r”a“‘s“e‘m’“’" P T

s'-"
Signature of person authorising the batch release 1% 'O:Ul ‘;
Hinmuce ocodn, sea BumaNa 103814 Ha BuNyCK cepii g n!t—V
_ Date of signature ST
i \M~B Q. G’ 2,
Jara nigmacanusn B \C‘\ OChas

Factory : S. No. 410 & 441, TSIIC-Formulation SEZ, Polepally (V), Jadcherla (M), Mahaboob Nagar (Dist) - 509301.
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TEPXIIKCITYKBA
JEPKABHA CIVIKEA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 34
HAPKOTHKAMM ¥ KHIBCHKII OBJIACTI

npocriext Bayepisr JloGaHoBchKoro, 51, M. Kuis, 03110, Ten/dake: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kox CIOPIIOY 37078774

BHCHOBOK
PO AKICTH BBE3eHOro B Yxpainy aikapeskoro 3acoly

29.10.2019 Ne 65066/19/10

I'EMTEPO

(saliMenypanns nikapeskoro 3acofy arinno 3 peectpanitiimg nocni A enmsm)
Jiodinisart ns PO3THHy fan indyzifi mo 200 mry thaaxoni; mo 1 paakoHy y xaproumik
Kopodmi

(dbopma BrnyCKY, AC3YBAHHA, BUI TIAKYBAHHA NKAPCEKOro sacoly)
Homep peecrpaniiinoro nocsizuenms UA/14626/ 01/02 expok nig peectpaniitroro nocsigzennsa 21.09.2020

Cepis nixapcrkoro sacosy e GEMI119601B KimkicTs BBE3€HOr0 HiKAPCEKOrO 3acoby 500

Brpofuk Tetepo J1a63 Jlimiten, Funig
(matimenyranng BupoSuuka TiKaPCEKOTo 2acoby, KpaiHa NOXOmKernHs )
Bsesero B Vipainy ToBapacrso 3 o6mexenomn BignoBiIanLHIiCTIO "EC DPAPMA", inenr.
xoa: 37193045

{(HaliMeHYRaHHES Ta KO 38 E€IPIIOY ropuauanot ocodu abo npiseume, iM's, 16 Garsrob (izuyHol
ocobH - mixnpuemis, 1T Micne PpPOXHBANTHA Ta peecTpaliHHu HoMep o6mikopol RAPTKH NIATHHKA
nojarkie abo cepis Ta HoMep nachopra)

TpoToxon sizyansHoro xentpomo rix 07.10.2019 x: 3690/2.

JlaGoparopunit apais sxoct TIKAPCHKOT0 3ac0By suilicHeHu:

AT "Lerrpamsua naboparopis 3 anamisy sxoeri JLKAPCHKHUX 32c061B 1 Memmano] OpOayKIii"
(m.Knis, Byn. Kynpsscrxa 10r)

(nalivenyBanss Ta MicuesnaxomIErIA nabopatopii, mo nposena naboparopuuil araniz sxocti)

BrcHOBOK moz0 sKoCTi iKapeEKoTo 3acoly, sraamn naboparopico 5in 28.10.2019 Ne 3393

Pesynsraru naGoparoproro aHANIZY AKOCTI NiKapebkoro 3aco0y 2a nepeBipenHImH NoKasHHKaMK BignosinaTs
BHMOTaM METORIB KOHTPOFO AK0CTi (aHaniTHIHO-HOpMaTHBROT JoxyMeHTanil).

3a pesymsratamu ACPXABHOTO  KOHTPOJIO BCTAHORNEHO, mI0 TXapchKHE  3aci6  BResexo B Yxpainy 3
ROTPDHMAHHAM smvor JAKOHOAaBCTBA WOAO 3abeanevenny KocT] TKapChKAX 3a3c06iB.

L BHug I
T.s.0. 32 %ﬂ%ﬂé&%ﬁg Bimainy 3y6apesa H. B.
(noc?].uog:g gf 6a opfiHy ne ‘g“’égr Econmomo) o (ininiame ta npisesme)
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