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CERTIFICATE OF QUALITY
CEPTHOIKAT AKOCTI

Page/Crap. 1 of /36

roduct; OSETRON, solution for injection, 2 mg/ml, 2 ml (4 mg)|Country of manufacturer: India
in ampules No5 Kpaisa-pHpobuuk: Ingis
Hpoaykr: OCETPOH® posuun ans in’exuin (Zmr/m) oo 2 ma
4 mr), 8 amnynax Ne 5
1 ml contains: Ondansetron hydrochloride equivalent to 2 mg ofj
ndansetron
MJI PO3YHHY MICTHTE: OHIAHCETPOHY THAPOXJIOPUAY
eKBiBaNIGHTHO 2 MI' OHAAHCETPORY

Batch / Cepin Ne: V240007 [Batch Quantity / O6’em maprii: 21560 Packs / yrakoBok
[Analytical Report / AnaniTvuanwii seir Ne: 040002367779 IDate of Analysis / lata nocnimxenns: 07.02.2024

[Date of Manufacture / flaTa pupoGnunrea; 12/2823 IDate of Expiry / Tepmin nipugaruocti; 11/2026
Registration certificate / Pecerpaniiine nocsiguenna Me: Valid till / [Tjficue ao: unlimited / HeaOMesReHHi
UA/4886/01/01

{Order of MOH No: 1452 from 15.07.2021 / Haxas MO3 Ykpaiau Ne1452 sin 15.07.2021

Size and type of the package / PoaMip Ta THI makypaHns: ml (4 mg) in an ampoule; 5 ampoules in a blister; 1 blister

 a cardboard box labelled in Ukrainian and English /

2 mu1 {4 Mr) B amnyai; no 5 amnyn y Gnicrepi; mo 1 Gnicrepy
kaprouniit kopobui 3 MAPKYBaHHAM YKPATHCLKON) Ta

iHTnificb K010 MOBAMH

Name, address and numbers of the licences of manufacture and
quality control / HaliMeHyBaHna, aapeca Ta HoMep JiimeHsii
BHPOOHHKA Ta KOHTPOJIIO SKOCTI!

r. Reddy's Laboratories Limited

‘ormulation Unit ¢ Vill. Khol, Nalagarh Road, Baddi, Distt.
olah, H.P. 173205, India., No. MB/(5/264

p. Penai’c JlaGopaTopic Jlimiren

upoGHm=a ninsuuna — VI, ¢. Kxo, Hanarap poan, Baaai,
orpyr Conan, Ximayan Ilpagewr 173205, Innis

Tinensin Noe MB/05/264

_Nb Test/ Teer Result / PesynsTart Specification / Cnenndircanin
1. | Description / Omuc Clear colorless solution, practically | Clear colorless solution, practically free of
free of particles / Tlposopuit | particles / Ilposopuit Gesbapsumii po3unH
fe3bapBHMil  PO’YMH  MPAKTMUHO | OPAKTHYHO BINLHMI Bif YacTOK
. BilbHMH Bin vacTok
2. | Identification Complies / Bianorinae The retention time of the principal peak in test
{(by HPL.C) / InenTndixania :H 0:(‘)"“ solution chromatogram, obtained in Assay should
{(meron BEPX) W A/ eiRe pond to the retention time of the principal
i ak\n standard solution chromatogram / ac
'LUH,{' \LE HLT I ¥ aHHA OCHOBHOTO MKy HAa XpOMarorpami
p'synauoro PpoIHHY, OTpPHMAaHOT NpH
u E a L] m TioMy BM3HAYEHHI, Mac BiINOBiZATH yacy
_ | yiouw ypaHHA OCHOBHOTO MKy Ha XpOMAaTorpami
| CraHNAPTHOrO POSYHHY
I 3. | Bacterial endotoxins <2.4 EU/mg / <2.4 EO, \\ 181 {7/9.9 units of endotoxin USP for 1 mg of
/BaxTepianHi ;, in ,' - i\ Ondansetron  hydrochloride / He Gimeme 9.9
= ﬁmrmm‘ eHpoTokcAHY USP Ha Mr OHIaHCETPOHY
Remarks: The product confirms to above specifications Opinion: APPROVED B
Mpumitka: [TpoaykT BijmoBigac BHMNesasHadeHil coemmdiranii IBucnosox: ToroneTn .
Tested by / Tectypae: Santosh Document Checked by / Ileperipus: ..- on of perso nAydwrizing the batch
Kumar Maurya Pardeep Kumar - 321CA O3BOJIHAA
M b (AQA)
—-“, 20
Date / {ata: 16.03.2024 - | Date / [lata: 16.03.2024
Lot Gifiny, 8232337, Rozud vla. B, Banjarn Hills, Hyders L%
T re1 e 1000 D00 F +-‘Jl W3 1800 2Hen, Eran
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CERTIFICATE. OF QUALITY
CEPTHGIKAT SAKOCTI
Page/Crop.2 of /36

roduct: OSETRON, solution for injection, 2 mg/ml, 2 ml (4 mg)|Country of manufacturer: India

n. ampules NoS Kpalua-sapopus: Iuais

Ipoayicr: OCETPOH® posuun ana in’exuiit (2mr/m) no 2 ma

4 Mr), B amnymax Ne S
1 ml contains: Ondansetron hydrochloride equivalent to 2 mg of|
Ondansetron
1 mJI po3uMHY MICTHTH: OHAGHCETPOHY THAPOXIOPHAY

KRIBANEHTHO 2 MI' OHAAHCETPOHY
Batch / Cepls Ne: V240007 ' [Batch Quantity / 06'em napril: 21560 Packs / ¥NaKOBOK
Analytical Report / Auaniraunni 3sir Ne: 040002367779 [Date of Analysis/ Jara nocimxenns: 07.02.2024
Date of Manufacture / Jlara sepoGunnrea: 12/2023 ate of Expiry / Tepmin upsaataocti: 11/2026
[Registration certificate / PeceTpauifine nocBiaenHn Ne: Valid till / dificae go: unlimited / veobmemenmi
UA/4886/01/01

rder of MOH No: 1452 from 15.07.2021 / Haxa3 MO3 Vkpaian Nel452 Big 15.07.2021

ize and type of the package / Posmip Ta THI NAKYBAHHIA: ml (4 mg) in an ampoule; 5 ampoules in a blister; 1 blister
in a cardboard box labelled in Ukrainian and English /

ma (4 Mr) B amMmyi; no 5 aMnyJ y gnicrepi; no 1 Gmicrepy
B KapTouHiH KopoGUi 3 MAPKYBAHHNM YKpATHCRKOW0 TR
RriHCLK0I0 MOBAMHA
r. Reddy's Laboratories Limited
‘ormulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
olan, H.P. 173205, India., No. MB/05/264
Jip. Peqni’c JlaGopaTopic JlimiTen
3npobumya AikRMLE — VI, ¢ Kxon, Hanarap poaa, Baaai,
wpyr Couan, Ximauan Ilpagem 173205, Iupin
Tinensis No MB/05/264

Name, address and numbers of the licences of manufacture and
quality control / HafimenyBanas, a1peca Ta HOMep niensii
BHPOGHIKA TA KOHTPOIO AKOCTI:

EHNOTOKCHEH FHIPOXIIOPEIY
4, | pH/pH 34 From 3.3 t0 4.0/Bin3.3 86 4.0
5, | Particulate matter /
MexauidHi BRIIOYECHHA
a) 2 10 pm/ 2 10 Mkm 72 cont./ 72xoHTeiHep a)  NMT 6000 particles in a container / He
Ginpime 6000 wacTrms ¥ KoHTeHnepi
b) 2 25 um/ = 25 MKM 00 cont./ O0xoHTeHHEp b)  NMT 600 particles in a container / He
Gineie 600 gacTHL Y KouTeiHepi
6. | Limit of ondansetron 0.05% NMT 0.12% / He 6imsire 0.12%
related compound D [/ %mm

AL 3 il

Mexa OHAAHCETPOHY 5 e
cymy 0] goMinku D \V B0
r’:_?( OKY MEHT B
& "
o[ W
= E a .U M
%\~
N\
Remarks: The product confirms to above specifications * LLIJ 318 Y
| Opumirwa: MponyKT BijFioBiae pAINesasHaieniit crenrdikaiind “,]‘}'—;?- - x
'_Tested by / Tectyean: Santosh [Doeamient Checked by / Tepebipme-—Nin
Date / Jara: 16.03.2024 | Date / Tara: 16.03.2024
Maonztercd Cfffce: $-2-227, Rond Mo 2, Banjara Hills, Hydern R
Tl #2110 1000 2800, Fax: 41 10 4901 1099, Emzil 1y

Citl LREISEAPLOZ4PLIN0 50T
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. Page / Crop. 3 of /3 6
'E‘rodnct: OSETRON, solution for injection, 2 mg/ml, 2 ml (4 '-mgﬁCount'ry of manufacturer: India

in ampiles NS Kpaina-supoGrmc: Inais

[poxyxT: OCETPOH® posunn nas in’ekuiii (2mr/mn) no 2 M1
(4 mr), B ammy.iax Na 5

1 ml contains: Ondansetron hydrochloride equivalent to 2 mg of]
Ondansetron

1 Ml pO3URHY MICTHTBL! OHAAHCETPONY FRAPOXIOPHAY
lexpiBameHTHO 2 MI OHAAHCETPOHY

stch / Cepist Ne: V240007 3atch Quantity / 06’em mapTil: 21560 Packs / yIAKOBOK
Analytical Report / ApaniTuannii apir Ne: 040002367779 Date of Amnalysis / Jdira AOCAOKERHA: 07.02.2024
Date of Manufacture / Jlata supoGuuTaa: 12/2023 yate of Expiry / Tepmiu npraatsoeri: 11/2026
Registration certificate / Peccrpaniiine nocaizdennst No: valid till / JjiicHe ao: unlimited / neoSmeenuti
[A/4886/01/01
Order of MOH No: 1452 from 15.07.2021 / Hakas MO3 Yrpainn Nel452 2ix15.07.2021 _
[Si'zé and type of the package / Posmip Ta TRl RaKyBaHHs: ml (4 mg) in an ampoule; 5 ampoules in a blister; 1 blister '

tn & cardboard box labelled in Ukrainian and English /

ma (4 Mr) B amMoyi; mo 5 ammya y 6nicrepi; no 1 Saicrepy
B KapToHHiHA Kopobni 3 MAPKYBAHHAM yKpalHcbRO0 T2

ArAificHK010 MOBAMHE

r. Reddy's Laboratories Limited
Formulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
Splan, H.P. 173205, India., No. MB/05/264
ilp. Pepni‘c JTaGoparopic Jlimien
upobauua ginpauus — VI, . Kxou, Hamarap poaa, Bauai,
kpyr Conan, Ximatan Hpagews 173205, Tunis
inensiz Ne MB/05/264

[Name, address and numbers of the licences of manufacture and
quality control / Hafimenyeanus, anpeca Ta HOMED stiren3if
BHPOGHIKA TA KOHTPONIO0 HKOCT:

7. | Chromatographic purity
Xpomarorpadisaa yucroTa
a) The largest individual | Below BDL / Hixue uopory g) NMT 0.20% / ue Ginsle 0.20%
compound / Haiibinbma peecTpaii
jHEEBiXyanpHa ~ AOMINIKA
b) Total  compounds 0.05% b) NMT 0.50% / He Gimbwme 0.50%
(including ondansetron
related compound D, %) /
Cymn  BCiXx  JIOMIMOK

(BEKImOYaTH
OHIEHCETPOHY  CYNYTHIO eWCHO0 S
pomimky D, %) e;«'r‘ e S A
» L z
¥ :IL)H}'\\I'_IHH
8. | Sterility / CrepuneHicTs Co @ o ‘ iAo vi " ".‘f-\ Should correspend to US Ph.: should be sterile /
\% a‘]t:M J§ Mae pinnosimati pumoraM @, CLIA: mae GyTH
\ B\ . /3 CTePHITHEM
B S i

I/

Remarks: The product confinmus to aboviigpecit
[Ipumirras TIpoaykT BiATIORIRAE BUINE3AIEREHE
Tested by / Tectypas: Santosh

Kuiitar Maurya
@’W
-/—'

Dpinion: APPROVED

Sl

by Tlepepipue: [N
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CERTIFICATE OF QUALITY B
CEPTAGIKAT SKOCTI
Page/ Crop. 4 of /36
Product: OSETRON, solution for injection, 2 mg/ml, 2 ml (4 mg){Country of manufacturer: India
ampules Ne3 Kpaina-supobunk: Inais

fiponyxr: OCETPOH® posuus a1z is exauit (2Mr/mir) mo 2 ma

4 mr), B amiyaax Ne 5
1 ml contains: Ondansetron hydrochloride equivalent to 2 mg of

Indanse{ron
I M1 PO3YHHY MICTHTBL! OHAAHCETPOHY FHAPOXIOPUAY
eKBIBANEHTHO 2 MI OHAAHCETPORY
Rateh./ Cepisi No: V240007 [Batcl Quantity / 06’em napTil: 21560 Packs / VIAKOBOK
[Analytical Report / AnaniTuanuii amiT No: 040002367779 Date of Analysis/ laTa ocnipmenns: 07.02.2024
Date of Manufacture / Jara papobanTea: 12/2023 ate of Expiry / Tépmin npwratTuocti: 11/2026
Registration certificate / Peecrpauiline nocpixuennsa Ne: Valid till / Jiiicue go: unlimited / HeobMemeHuHi
TA/4886/01/01
Order of MOH No: 1452 from 15.07.2021 / Hakas MO3 Yipaion Ne1452 sin 15.07.2021
[Size and type of the package { Po3mip Ta TMD NaKyBaHBA: 2 ml (4 mg) in an ampoule; 5 ampoules in g blister; 1 blister

n a cardboard box labelled in Ukrainian and English /
2 ma (4 Mr) B amnyai; no 5 amnyn y Guicrepi; mo 1 Gruievepy
B KApTOHHIH xopobui 3 MapKyBaHHAM YKpaiHCLKOK TR
RErHiHcEK0I0 MOBAME
yr. Reddy's Laboratories Limited
ormulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
olan, H.P. 173205, India., No. MB/05/264
Nip. Penxi’c JlaGoparopic JimiTen
BupoGuu4a ALTEHHUA — VI, e. Kxon, Hanarap poaA, Baani,
orpyr Conan, Ximauan Ipaneru 173205, Innis
enzis Ne MB/05/264
9, | Assay/KimekicHe "2.00 mg/ml / 2.00 Mr/mn 1.90 mg/ml — 2.10 mg/ml / gig 1.90 mr/mn jno
BH3HAUCHHA: 2.10 mr/mn
each 1 ml of the solution
contains ondansetron
hydrochloride, equivalent to : n}LE
ondansetron (in terms of % .
C1sHi1sNaQ) / KOXKEH M £
pO3UMHY MICTHTL
OHIAHCETPOHY
THAPOXTIOpHLY,
EKBIBAJICHTHO
OHzaceHTPoHY (B
TepepaxyHKy Ha ot 1)
ounancerpos C1aH)oNz0) IBa M.:
10. | Extractable volume, ml / 20mi/2.0mMn Not less than the stated quantity / He memumme
06’ €M, 110 BETATACTHCH, M 3aABICHOT KiBKOCTI
11. | Clarity / TipozopicTs Complies / Binnopinae The test solution opal¢scence should be no more
Remarks: The product confirms to above specifications Bg_ini_on: APPROVED
Mpawirka; Opoaykr sipnosinae § amesasiateni cneudikagt cnopok: [oromuen
Tested by / Tectysas: Santosh Dotument Checked by / Iepesipus: [Name sndpg sition of peréomaithorizing the batch
Kuriar Maurya [Pardeep Kumar lails, k- A ccgbin, sika Jo3BOMIIA
Bu_

Q-L:’ Kok . 'f:' Aicbon (AQA)

Name, address and numbers of the licences of manufacture and
quality control / HajimenyBasns, anpeca Ta niomep Jinensit
lespoGEKKa Ta KOHTPOIIO AKOCTI:

QN
2N
\GJ iy

JOKY MEHTIB \v_&\

\=

Date / lata: 16.03.2024

Prelmielee A E - . 3 35 . R 25
Seminieed SO 322227, Road b 3, Bandnin Hills, Bueders Dgus ol
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“EPTHGIKAT AKOCTI

L A e =

Pag__g‘z’ Crop.5of/36

roduct: OSETRON, solution for injection, 2 mg/ml, 2 ml (4 mg)iCountry of manufacturer: India 1
ampules Ne5 Kpalna-BuposHHK: Inpia
[IpoxyKT: OCETPOH® posumst pist ie’exuiil @mr/mi) o 2 M
(4 mr), B aMmynax Ne 5
1 ml contains: Ondansetron hydrochloride equivalent to 2 mg of
jndansetron
1 MJI PO3UHHY MICTHTDL: OHAAHCETPORY CHAPOXAOPHAY
KBiBAJICHTHE 2 M OHABHCETPORY
lﬁ'atch [ Cepis Ne: V240007 ' atch Quantity / 06 em napTii: 21560 Packs / ymakosok
[Analytical Report / ApaniTwannii 3siT Ne: 040002367779 Date of Analysis/ lata pocrirxenss: 07.02.2024
ate of Manufscture / lara supofunmrsa: 12/2023 yate of Expiry / Tepmin npuarngeri: 11/2026
Registration certificate / Peccrpaniitie mocsigaenns Ne: Valid till / dificae ao: unlimited / HeobmeneHmii
TJA/4886/01/01
Order of MOH No: 1452 from 15.07.2021 / Hakas MO3 Yicpainn Ne1452 Bin 15.07.2021
ISize and type of the package / Po3mip Ta THIl DaKYBAHHH: 2 ml (4 mg) in an ampoule; 5 ampoules in a blister; 1 blister

in a cardboard box labelled in Ukrainian and English /
ma (4 Mr) B amMnyi; o 5 amoys y Gaicrepi; mo 1 Gnicrepy
KapToHHil KopoGui 3 MapKYBAHNIM yKpaTHCLKOH TA
Hrailicb Kol MOBAMHU

Dr. Reddy's Laboratories Limited

Formulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
olan, H.P. 173205, India., No. MB/05/264

p. Pexpi’c JlaGopatopic JlimiTex

Bupofrnya ALsHANA ~VI, c. Kxos, Hanarap poan, Baaxni,

okpyr Conan, Ximauan Mpapewr 173205, Innia

ensis Ne MB/05/264

intense than the opalescence of reference

suspension solution — 1 (according to B.Ph) /

OnanecieHuis BUNPOOYBAHOTO PpO3uMHY HE

NoBUHHA OyTH IHTSHCHBHILIOIO onaiecueHIl

Name, address and numbers of the licences of manufacture and
quality control / HafimesyBaHH:d, aapeca T4 Homep Jinensii
BUPOOGHAKA T3 KOHTPOI0 SIKOCTI:

ETANOHHOTO  PO3UHMHY cycmemii — I (y
BiATOR{AHOGTT 0 BUMOT BPUT. D.) _
12. | Assay of sodium chloride / 0.891 % wiv/0.891 % m./06. 0.855% wiv - 0.945% wiv / Bin 0.855% m./00.
KinpkicHe BM3HAYEHHA no 0.945% m./0b.
HETPIIO XNOPUILY
CHOM
_ nad \‘»,/,\_
?'u)}{‘\'n\'_ll'i‘ln \1_\

n aithorizing the batch
g1, kA J1O3BOJIHIIA
fiduhan (AQA)

ardeep Kumar
¢35 I

Date/ JNata; 16.03.2024 [ Date / Jiare: 16.03.2024

Kumar Maurya

H
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CERTIFICATE OF QUALITY |
CEPTH®IKAT AKOCTI
Page/Crop. 6 of /3 6

in ampules Ne3

4 mr), B ammyaax Ne 5

( ndansetron
M7 pO3uMHY MICTHTDL: ORJAHCCTPOHY rHAPOXTIOpUAY
KBIB&A/JAEHTHO 2 MT GHEAHCETPONY

Mpeayir: OCETPOH® posunH L5t i exudii (ZMr/mi) no 2 Ma

1 ml contains: Ondansetron hydrochloride equivalent to 2 mg of

roduct: OSETRON, solution for injection, 2 mg/ml, 2 ml (4 mg)|Country of manufacturer: India

Kpaina-sHpodanK: 1uain

3atch / Cepin Ne: V240007

yatch Quantity / 06°em naprii: 21560 Packs / ynakonox

Analytical Report / AraniTuanmit 38iT N: 040002367779

IDate of Analysis / JlaTa nociimxeHns: 07.02.2024

Date of Manufacture/ [lava BUpoGRUUTRAL 12/2023

iDate of Expiry / Tepmin npratnocti: 11/2026

Registration certificate / Peecrpanifine nocpinwenns No:
UA/4886/01/01

Valid till / Jificne o: unlimited / HeofmexeH i

Order of MOH No: 1452 from 15.07.2021 / Haxas MO3 Yxpalnn Nel452 Bin 15.07.2021

Size and type of the package / Po3mip Ta THIl TAKYBAHAA:

ml (4 mg) in an ampoule; 5 ampoules in a blister; 1 blister
:n a cardboard box labelled in Ukrainian and English /

M (4 Mr) B amnyai; mo 5 amMnya y Gnicrepi; no 1 Gaictepy
B KapTorHill Kopobui 3 MAPKYBAHHAM yKpaTHChLKO10 T

ACAiiichKOH MOBAMH

quality control / HafimenyBsarHs, aqpeca Ta HOMep Jiensil
RipoGHHKA TA KOHTPOAID sKOCTH

Name, address and numbers of the licences of manufactare and

r. Reddy's Laboratories Limited

ormulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
|Solan, H.P. 173205, India., No. MB/05/264

. Peaui’c JlaGoparopic JlimiTea

BrpobH4a AL1HHIA —VI, ¢. Kxon, Hanarap poan, Banni,
gpyr Conas, Ximauan Mpagem 173205, Ingin

fuensist Ne MB/05/264

Declaration of certification: 1 hereby oertify that the above information is authentic and accurate. This batch of prodist hias been |
anufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP

requirements of the logal Regulatory Authority and with the sp

ecifications in the Marketing Authorisation of the importing gounizy-

?)f product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis records. were

reviewed and found to be in compliance with GMP.”

Hexmapauis npo ceprudixanio: “1luM sacBinTyo, WoASmeldn:

BUTOTORNCHR, BRIIOUAIOHNA YRAROBKY/MapKyBaHHs T2 JEDTE f
mavoramu GMP micnesoro Perynaropuol oprauy 4/ sian
Toprosill Mmemsil xpatup-ivmopTepa 860 y AOCKE pNOHH

1o 06pobi; yriakobly Ta aanisy Gyne ueperasHyTIY actidan

wopMatria cparks 1 Tosa, L tepis mpesykTy Byaa.
AraanoMy caliri (ax) y nosuil simmosignoeti 8
Rjaill, mo mioTaTHCA B peecTpauliitiony AOCHE /
ocnimicysHyX Tikapeskux 3ac06in. JokyMenTH
GMe.”

[ Remarks: The product confirms to above specifications

Tipuwmiriea: [Ipoaykr sinnorizae BumesasHadenil cnemmbikanii

Opinion: APPROVED
pemnpok: IMOroaHTH

]
yghthorizing the batch
AP, KA AO3BOIMTIA
hanhan (AQA)

Name angdpasition of pexs
aifee b N ;

RO CAHE

Tested by / Tecrypas: Santosh Document Checked by / [TepeBipup:
Kumar Maurya Pardeep Kumar
B [
e -
Date / Jata: 16.03.2024 Date / Hara: 16.03.2024

Fopmeersd o 320

s erredoya.con

S G -
--257, Road Mo 2, Canjars Hille, Hyderaigs




Dr.Reddy’s ‘;s

CERTIFICATE OF QUALITY

74

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUPIKAT AKOCTI

www.drreddys.com

Page/Crop. 1 of /36

Product: OSETRON, solution for injection, 2 mg/mi, 2 ml {4 mg)
in ampules NeS

fipoayry: OCETPOH® pozunu nas in’exuiii (2mr/ma) go 2 M
(4 Mr), B ammysaax Ne 5

1 ml contains: Ondansetron hydrochloride equivalent to 2 mg of]
Ondansetron

L M2 pozunyy MICTHTL: OHAAHCETPOHY FRAPOXIOPHIY
ERBIBANCHTHO 2 MI 01LQ HCETPOHY

Country of manufacturer: India
Kpatua-pupoduuk: Ingin

Bateh / Cepin No: V240326

Batch Quantity / O8’em naptii: 18792 Packs / yiawogor

Analyrical Report / AnaaiTwamrii spir No; $90001736411

Date of Analysis / Jara socainmenns: 31.05.2024

Drate of Manufacture / data supoduinrea: 05/2024

Date of Expiry / Tepsin upnaaruacri: 04/2027

Registration certificate / PeecTpauiiine nocsiquenas No:
UA/4886/01/01

Valid till / Qiticue go: unlimited / HeoGmesenuit

Order of MOH No: 1452 from 15.07.2021 / Hakas MO3 Yipaing Nel1452 pig 15.07.2021

Size and type of the package / Posmip 1a THn nakyeauua:

2 mi {4 mg) in an ampoule; 5 ampoules in a blister: 1 blister
in a cardboard box labelled in Ukrainian and English /

2 MJt (4 mr) B ammyni; no S amnya y Gnicrepi; mo 1 Gaicrepy
B KAPTOHHIT ROpoGHi 3 MapKyBannaM ykpalHCLKOW Ta
ﬂl!rﬂiﬁCbKOE{) MOBaMN

Name, address and numbers of the licences of manufacture and
quality control / Haiimenysanun, agpeca ta HOMep Aiuensii
BHPOOHHKA TA KOHTPOIO AKOCTI:

Dr. Reddy's Lahoratories Limited

Solan, H.P. 173205, India., No. MB/A5/264

. Pepui’e Jladoparopic JlimiTen

Bupobuiua ainenuna - VI, ¢. Kxon, Hanarap poan, Baanai,
orpyr Coaan, Ximayan Tipagem 173205, Yunin

Ulinensia Ne MB/(5/264

Formulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt,

i_Ng‘ o Fest/ Tect Result / PesvanTat Specification / Cneundiranin
1. Description / Onuc Clear colorless solution, practically | Clear colorless solution, practically free of
free  of particles / [Iposopuii | particles / llpozopuit  BesGappanii  posvun
Ocs0apBHMH  POSUNH  TIPAKTHYHO | NPAKTHMHO BINBHME Bif YacTOX |
i L BillbHKH BT HacTOK
2. | Idemntification Complies / Binmosinac The retention time of the priacipal peak in test
(by HPLC) / Inenrudixauis solution chromatogram, obtained in Assay should
(merog BEFX) correspond to the retention time of the principal
peak in standard solution chromatogram / Hac
YTPHMYBaHES OCHOBHOTO NiKy Ha XpomaTorpami
BUNIPOOOBYBAHOTO  DOIUHHY, OTPHMAHOT! fipH
RUIBRIVHUMY BHSHAYLHRI, Mat slIuUBIAAIN 4duy
YTPHMYBAHH OCHOBHOrO NIKY Ha XpoMarorpami
o ) CTAHAPTHOIO PO3IHMHY -
3 Bacterizl endotoxins <2.4 EU/mg / <2.4 EQ/mr NMT 9.9 units of endotoxin USP for 1 mg of
| /BaxTepiabi Ondansetron hydrochloride / He 6inpme 9.9

i

ofknUL eHAOToXCHHY USP Ha MT opaHceTpony

Remarks: The product confirms to above specifications
Npuaivia: NpoaykT sianosinae BumezazHavenii crieumdikanii

Opinion: APPROVED
Buenosow: Norogurn

Tested by / Tectynas: Ambresh
Kumar

-‘H‘-

//

Santosh Kumar Maurya

Qg

’""“'-w-!

Docuement Checked by / [Tepeeipns:

Name and position of persan authorizing the batch
release / IM’4 ra mocana ocobu, axp po3sonHna

e
PAs Ty

Date / Hara: 14.06,2024 Date / Mara: 14.06.2024

Tl GG 4000 2000

.......




Dr.Reddy’s @3¢

CERTIFICATE OF QUALITY

Or. Reddy's Laboratories Lig
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P, 173 205, iNDIA

CEPTUDIKAT JKOCTI

Tat: +91 98166 56001-02

wwvdrrecddys.com
Page/Crop.20f /3 6

Produet: OSETRON, solution for injection, 2 mg/ml, 2 ml (4 mg)
in ampules No§

NMpoaywr: OCETPOH® posuun past in’cxniii (2vr/mn) mo 2 Ma
(4 Mmr), B amaynax Ne 5

1 mi contains: Ondansetron hydrochloride equivalent to 2 mg of
Ondansclron

T M POZURNY MICTHTS: OHNEHCETPORY THAPOXAOpHAY
CRBIBANCHTHO 2 M OTUIAHCETPOHY

Country of manufacturer: India
Kpaiua-gnpobuux: Ingis

Batch / Cepin No: V240326

Bateh Quantity / O6%em napril: 18792 Packs / ynakosowr

Anabyiical Report / Avaniruunnii 3siT No: 896001736411

Date of Aualysis / JlaTa noenigrenns: 31.05.2024

Date of Manufacture / Hava supobinnrsa: 05/2024

Date of Expiry / Tepmin npunarnocti; 04/2027

Registration certificate / Peecrpaniiie nocsiguenus Ne:
UA/4886/01/01

Valid till / Jificue go: unlimtted / neobmemenni

Order of MOH No: 1452 from 15.07.2021 / Hakas MO3 Ykpaiun Ne1452 gig 15.07.2021

Size and type of the package / Posmip Ta THII naKyBasus:

2 ml (4 mg} in an ampoule; S ampoules in a blister; 1 blister
in a cardboard box labelled in Ukrainian and English /

2 M (4 mr) B amnyai; no S amnyn y Gnicrepi; no 1 Gaicrepy
8 KAPTOHHIA Kopofni 3 MapKkyBaHHAM YKPAiHCLKOW Ta
GHTAICHKO MOBAME

Name, address and numbers of the licences of manufacture and
quality control / Haiistenypanus, agpeca ta woMep Jinensii
BHPOBHNKA Ta KOHTPONID AKOCTI:

Dr. Reddy's Laboratories Limited

Formulation Unit & Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan, H.P. 173205, India., No. MB/05/264

Ip. Peagi’e JiaGopaTtopic Mimiten

Bupobuuwa ginvannm — VI, ¢. Kxon, Hamarap poan, Eaani,
oxpytr Conan, Xivasan Mpagew 173205, Hain

Uliveszia Ne MIB/05/264

CHAOTOHKCHHH FHAPOXNIOpHAY
4, | pH/pH 34 From 3.3 t0 4.0 /Bin 3.3 10 4.0
5. | Particulate matter /
Mexaniyui BxnoveHHA
a) 2 10 pm /= 10 mku 04 cont./ 04 xonteiinep a)  NMT 6000 particles in a container / ue
binbiue 6000 yacTHe ¥ KOHTEHHep]
b) =25 um /= 25 Mim 00 cont./ 00koHTElHED b)  NMT 600 particles in a container / e
6inbme 600 wactuue y xonrejinepi
6. { Limit of  ondansetron 0.04 % NMT 0.12% / He 6inbwe 0.12%
related compound D/
Mexa OHIAHCETPOHY
CYIIVTHROT Tomilukn D

Remarks: The product confirms to above specifications
ITpumitra: TlpogykT Bignopigae sylmesasnaveHii crenudikamii

Opinion: APPROVED
Bucnopok: Horonnth

Tested by / Tectysas: Ambresh

Kumar :
=8
. x\ T
fr\. ) o

Santosh Kumar Maurya

Document Checked by / [epesipus:

Name and position of person authorizing the batch
release / In’a ta nocana ocofH,£xKa 103BOJHIA

-

Date / Hata: 14.06.2024

Date / Mara: 14.06.2024

p. PEAANC ¥
;\ﬁsopmomn




Dr.

eddy’s ‘

CERTIFICATE OF QUALITY

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vitl. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, IND|A

CEPTH®IKAT SIKOCTI L\L;gr 931]60 ?F__001~02
Page/Crop.3 0f /36

Product: OSETRON, solution for injection, 2 mg/ml, 2 ml (4 mg)
in ampules NoS

Mpoayxt: OCETPOH® posunn ans isnexnift (2sr/mn) mo 2 mn
{4 Mr), B amMnynax Ne 3

1 ml contains: Ondansetron hydrochloride equivalent to 2 mg of
Ondansetron

1 M pO3MIHY MICTHTE: OHIANCETPUNY MHUPOLIOHIAY
EKBIBAIENTHO 2 MI' GHAAHCETPOHY

Country of manufacturer: India
Kpatna-supo6unk: buyin

Batch / Cepina No; V240326

Batch Quantity / O6’em naprii: 18792 Packs / ynaxorok

Analytical Report / Ananiruansnit 3sit Ne: 890001736411

Date of Analysis / Jata nocnimkennsn: 31.05.2024

Date of Manufacture / /lata gnpoGaaursa: 05/2024

Date of Expiry / Tepmin npnparuocri: 04/2027

Registration certificate / Pecerpanifine nocsinuenns No:
UA/4886/01/01

Valid till / Ailicne zo: unlimited / ueobmesxenuii

Order of MOH No: 1452 frem 15.07.2021 / Hakas MO3 Ykpainn

Nel452 sig 15.07.2021

Size and type of the package / Posmip Ta THE nakysanun:

2 ml (4 mg) in an ampoule; 5 ampoules in a blister; 1 blister
in a cardboard box Iabelled in Ukrainian and English /

2 mi1 (4 Mr) B avmyai; no § amoyn y Gnicrepi; no 1 aierepy
B KAPToHKIH KOpoOUi 3 MaPKYBAHHAM YKPATHCHKOI0 Ta
AHNTIAICKLKO10 MOBAMIE

Name, address and numbers of the licences of manufacture and
quality controi / Halimenysanns, agpeca Ta Homep Ainensii
BHPOGHUKA Ta KOUTPOJTI0 HKOCTI:

Dr. Reddy's Laboratories Limited

Formulation Unit 6 Vill. Khol, Nalagarh Read, Baddi, Distt,
Solan, H.P. 173205, India., Ne. MB/(5/264

lp. Peani’c Jlatopatopic Jdimiren

BupoSunua gineunus — VI e. Kxon, Hanarap poan, Bamai,
okpyr Conan, Xivaqan Hpagew 173205, Ingia

UTinensis Ne MB/05/264

Chromatographic purity /
Xpowmarorpadiyna 9acToTa
a} The largest individual
compound / Hali6inewa
iHAWBiAyankHa  OoMillka
b) Total compounds
(ncluding ondansetron
related compound D, %) /
Cymu BCix AOMINTOK
{BrIFOUAIOUN

OHIEHCETROHY
AnMimney 1, %)

Below BDL /  Hwxue

peecTparii

0.04%

CYITYTHIO

nopory a) NMT 0.20% / ne Ginsiue 0.20%

b) NMT 0.50% / e Ginewe 0.50%

Sterility / Crepunbricts Complies / Binnosigas

Should correspond to US Ph.: should be sterile /
Mae Binnosimats eumoram @, CILA: mac 6ytu
CTePHIbLHUM

Remarks: The product confirms to above specifications
Ipnmitia: Uponykr Binoriiac BuuiesaszHaueHii cneuuhikanii

Opinion: APPROVED
BucHosow; [TorognTu

Tested by / TecTysas: L\mbrus
Kumar (
Ny

C”‘:

Santosh Kumar Maurya

Zil

Document Checked by / Tlepesipus:

Name and position of person authorizing the batch
release / Im’s Ta riocama oc

OO, 4K A03BONIITA
BUNYCK cepil; Manj Kumay&m()
¥ ST Py @‘fi

Date 7 Jara: 14.06.2024 Date / JiaTta: 14.06.2024

Rogiclarad Office: 8-2-337, Road!
Tel: 431 40 4800 2860, Fax: -
Citd LBS1UBaP19Y

wwwswdrreddys.com

MNo. 3, Banjara Hills, H
91 A% 48C0 2039, x.ﬂldlf L

A4PLI00AR0T




Dr.Reddy’s Q;‘

CERTIFICATE OF QUALITY

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. iKhol, Nalagarh Road, Baddi,
Distt. Sofan, H.P, 173 205, INDIA
Tel: +91 98166 56001-02

CEPTHDIKAT AKOCT]

www. drreddys.com

Pape/ Crop.40f/36

Product: OSETRON, solution for injection, 2 mg/ml, 2 ml (4 mg)
in ampules No5

Npoaykr: OCETPOH® posynn ans in’exuilt (2mr/ma) no 2 mh
(4 v}, B amnysiax No 5

1 ml contains: Ondansetren hydrochloride equivalent to 2 mg of|
Chidansetron

| MD posKHY MICTHTE: OHAAHCETPOHY FHAPOXJIOPUAY
CHBIBAICHTHD 2 MU DIIANCETPOHY

Country of manufacturer: India
Kpaina-pupodumi: Inaia

Batch / Cepis Ne: V240326

Batch Quantity / O6%em maprii: 18792 Packs / ymaxopox

Agalyvtical Report / Awanitonunwii ssit Ne: 896001736411

Date of Analvsis / Java pocaiamennn: 31.05.2024

D:ite of Manufacture / Jara supoGonrea: 05/2024

Date of Expiry / Tepatia npnaataocyi: 04/2027

Registrution certificate / PeecTpauifine noceinuennn No:
UA/{886/01/01

Valid till / Hijficpe no: unlimifed / neoOmesxensit

Order of MOH No: 1452 from 15.07.2021 / Hakas MO3 Yipalun Nel452 sig 15.07.2021

Size and type of the package / Posmip Ta THN makyeanus:

2 ml (4 mg) in an ampoule; 5 ampoules in a blister; 1 blister
in a cardboard box labelled in Ukrainian and English /

2 Ma1 (4 M) B aMnyai; o 5 asnyst y Gnicrepi; no 1 GaicTepy
B KAapToHHIA kKopoOui 3 MapKyBaHHRM yrpaiHcLK00 Ta
AHMNIACL KO0 MOBAMH

Name, address and numbers of the licences of manufacture and
quality control / HaliMenyranua, aapeca Ta Homep Jivensii
BHPOGHHKS T4 KONTPOJIH RKOCTI:

Dr. Reddy's Laboratories Limited

Formulation Unit 6 Vill, Khol, Nalagarh Road, Baddi, Distt,
Salan, H.P. 173205, India., No. MB/05/264

VIp. Peani’c JlaGoparopic JlimiTen

Bupotuuua ainkauun — Vi, ¢. Kxon, Hanarap poan, Bangai,
arpyr Conan, Ximavan Ipageur 173205, luain

UMiunenziss Ne MB/35/264

Assay / Kinsxicue 2.04 mg/ml / 2.04 Me/mn
BH3HARCHHN:

each 1 ml of the solution
containg ondansetron
hydrochloride, equivalent to
ondansetron (in terms of
CigHioN30Q) / koxen mn
POIYHHY MICTHTE
OHJIAHCETPOHY
THADOXNOPHAY,
€KBIBAJIEHTHO
OHIACEHTPOHY (B
nepepaxysKy Ha
oHgaHceTPOH CigHisNa0)

1.90 mg/ml ~ 2.10 mg/m! / pin 1.90 mMr/Mr z0
2.10 Mr/mMn

" Extractable volume, ml /| 2.0ml/2.0 mn

[O67em, UI0 BHTATAETHCA, MIT

- 10.

Not less than the stated quantity / He menure
3aABIEHOT KiNLKOCT

11 | Clarity / Itposopicts Complies / Binmnosigae

The test solution opalescence should be no more

Remarks: The product confirms to above specifications
ITpumirka: [IpoayKT BifNOBiGAE BHLIe3a3Havenii crewrhixauii

Opinion: APPROVED
Buecuosor: Horoautn

Tested by / Tectysas: Ambresh
Kumar -

Santosh Kumar Maurya

Bu

Document Checked by / Ieperipns:

Name and position of person authorizing the batch
release / [M’A Ta iocada oco?u/,m'a RO3BOAMIA

Date / Hara: 14.06.2024

runycx cepil: Manoj Kumar{AQAY
L Ty Ll 1
m-n*' \;109"40&' -y Aq, ¢ % __é',,
- AT, e R




Dr.Reddy’s Q3¢

CERTIFICATE OF QUALITY

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, iNDIA

CEPTHP®IKAT SIKOCTI

Tel 1 491 98166 56001-02
W, Gr By

!ue/C'mp 50f/36

Product: OSETRON, solution for injection, 2 mg/ml, 2 ml (4 mg)
in ampules Nu3

fpoayir: OCETPOH® posuuu gas in’excuit (2mr/mi) mo 2 ma
(4 mr), B astnyaax Ne 3

I ml contains: Ondansetron hydrochloride equivalent te 2 mg of
Ondansetron

1 M POFUHHY MICTHTD: OHNAHCETPORY TUAPOXNOPHAY
CRBIBAMEHTHO 2 MI GHILCETPONY

Country of manufacturer; India
Kpatna-snpoebunn: Tunis

Baich / Cepis No: V240326

Batch Quaniity / G6”em niaptiy; 18792 Packs / ynaxorowr

Analytical Report / Ananirwannit apit No: §90001736411

Date of Analysis / Jata gocaipmenna: 31.05.2024

Date of Manufacture / Jata rupodunirea; 05/2024

Date of Expiry / Tepsmin npuaavuoeti: 04/2027

Registration certificate / Peccrpauiiive noceimuensa No
1A/4886/01/61

Valid till / Jiitcue n0: unlimited / neotmencennii

Order of MOH Ne: 1452 from 15.07.2021 / Haxas MO3 Yxpainu

Ne1452 gia 15.07.2021

Size and type of the package / Po3mip 1a T nakysanus:

2 ml (4 mg) in an ampoule; 5 ampoules in a blister; 1 blister
in & ¢cardboard box Iabelled in Ukrainian and English /

2 mur (4 mr) B amnyai; mo 5 amuyn y 6aicrepi; o 1 faicrepy
B KapTOHHIT KOPOGLI 3 MAPKYBAHUAM YKPAIHCLKOW Ta
AHTTHICKKOI0 MOBAMYH

Name, address and numbers of the licences of manufacture and
quality control / HaitmenyBanus, anpeca Ta nomep siuessii
BHPOOHHKA TA KOHTPOME AKROCTI:

Dr. Reddy's Laboratories Limited

Eormulaiion Unit 6 Vilk. Khel, Nalagarhk Road, Baddi, Distt.
Solan, H.P. 173205, India., Na. MB/05/264

iip. Pepai’e JaGoparopic Jimiren

Bupodnnaia gineanua — VI, e. Kxon, Hanarap poan, banai,
orpyr Conau, Ximausa Mpagew 173205, Iunia

Uhueirain No MB/O5/264

intense than the opalescence of reference
suspension solution — 1 (according to R.Ph.) /
Ornanecuenuia sunpoByBaHOTO POZYHHY He
noBHHHAa OyTH  IHTEHCUBHIIIOID OnAnNeCUeHLiT
ET&JIOHHOTO  pO3YMHY  cycrieHsil I Ay
Bianmosinmocti 4o Bamor bpur. @.)

Assay of sodium chloride /
Kinpiicue BU3HAUEHHS
Harpin XAopHIy

0.865 % wiv/ 0.865 % m./06,

0.855% w/v —0.945% wiv/ Bix 0.855% m./06. o
0.945% m./06,

Remarks: The product confirms to above specifications
Hpuytitra: Npoayxr sianosinze sumiesaznaveniii cnenmdikauii

Opinion: APPROVED
Buenopox: IMoroxrs

Tested by / TecTysas: Ambresh

Kumar Santosh Kumar Maurya
Kc-"w"‘zs

Q.

-~

Document Checked by / Ttepesipue:

Name and position of person authorizing the batch
release / Im’sl Ta Fiocana 0coby,AKa 1038001
BRNTYCK ce - i Manoj Kuma/é
A% \}iﬁmﬂi‘ . i
,,,ﬁﬂ\“?“ )
@ ¥

Date / Hara: 14.06.2024

Date / Nara: 14.06.2024

Fogieier




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vil Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P, 173 205, iNDIA
Tel: +91 98168 56001-02
WAL

. 8%
Dr.Reddy’s Qe
CERTIFICATE OF QUALITY
CEPTHDIKAT AKOCTI

Pagc i Crop. 6 0f/36

Product: OSETRON, solution for injection, 2 mg/ml, 2 ml (4 mg)Country of manufacturer; India
in ampules N25 Rpafua-supobnu: lijain
[Mpoayxt: OCETPOH® posuns pna in’ercuifi (2vo/vn) mo 2 w1
(4 mr), B amnynax Ne 5

1 ml contains: Ondansetron hydrochloride equivalent to 2 mg of
Ondansetron

1 M pozuuny MiCTHTB: OHIZHCETPOHY FHAPOXNOPHAY
eKBIBAJIRHTHO 2 MI OHAAHCETPOHY

Batch / Cepia No: V240326 [Batch Quantity / O5’em napTii; 18792 Packs / ynakogok

Analytical Report / AnaniTaunnii 3siv No: 890001736411 Date of Analysis / faTa gociaimkenna: 31.05.2024

Date of Manufacture / flaTa BupoGaunursa: 05/2024 Date of Expiry / Tepmin npuaaragocti: 04/2027

Registration certificate / Peecrpaniitne nocsiggennn Ne: Valid till / Hificue no: unlimited / HeoGneacuuii

UA/4886/01/01

Order of MOH No: 1452 from 15.07.2021 / Haxaz MO3 ¥xpainu Ne1452 six 15.07.2021

Size and type of the package / Po3mip Ta vun naxysaans: 2 ml (4 mg) in an ampoule; 5 ampaounlesin a blister: 1 Llister
in a eardboard box labelled in Ukrainian and English /

2 st (4 atr) B anmnyai; no 5 amuyn y diderepi; no 1 Gaicrepy
B KapToHil KopoDdni 3 MAPKYRANHIM YRDATHCEROK T2
MHTHICLIOI0 MOBAMN

Dr. Reddy's Laboratories Limited

Formulation Unit 6 Viil. Khol, Nalagarh Road, Baddi, Distt.
Salan, H.P. 173205, India., No. MB/05/264

Ulp. Pepni’e JlaBopaTtopic Jimiten

Bupobuuua ginsunnd — VI, ¢, Kxon, Hanarap poan, Baani,
oxpyr Coaan, Ximavaa Hpagemr 173205, Ingin

Ninensis Ne MB/05/264

Name, address and numbers of the licences of manufacture and
quality control / HaiiMentyeauns, aapeca Ta Homep AineHzil
BHPOBHHKSE TA KAHTPONIO SKOCTI:

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the imperting country
or product specification file for Investigational Medicinal Products. The baich processing, packaging and analysis records were
reviewed and found to be in compliance with GMP.”

Hewxnmapauis npo ceprudixauiio: ‘L sacsinuylo, wo suiesHlafeHa indopmars crpagxns i Touna, L cepis npoayxry 6yia
BHIOTCBJICHA, BKMOYAIOYH YII2KOBKY/MAPKYBaHI Ta NEPeBipky SKOCTL HA BMue 3ranaHoMy caiTi (ax) y nosHifl BianosinHocti 3
prmoramp GMP wicnerore Perynatopnol eprany i Biznosigno po creuudikaniif, Mo MICTATBCS B peecTpalifiHOMY HOChE /
TOpProBii mitnensii kpaisn-imoprepa abo y xocre cnelmdikauil npogykry AN AOCHULKYBAHWX JiKAPCHKHX 3acobis. JJokyMenTa
no 00pobui, ynakoBi Ta aHanisy Gyi1M neperasnyTi Ta BCTAKOBIEHO BignosigdicTs GMP.”

Remarks: The product confirms to above specifications
[Tpusmirra: [poaykT BiANOBIJAE BUIIe3a3HaYeHi i crielmdikauil

Opinion: APPROVED
Bucnosok: [Moroanrs

Tested by / TecTysas: Ambresh
Kuamar

Document Checked by / ITepesipus:

Santosh Kumar Maurya

(@"i

Name and position of person authorizing the batch
release / I Ta nocana ocofin

KA A03BOIIHAA

Date / Jata: 14.06.2024




AEPJKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTUKAMMH V KHIBCHKIA OBJACTI

npos. CeiTnuynol Haail, 3, v Kuis, 02099, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPITOY 37078774

BUCHOBOK
NPO AKICTh BEE3EHOI0 B YKpaiHy Jikapeskoro 3acoy

02.08.2024 Ne 31895/24/10

OCETPOH®

17

(naiiMenypanss NxapepKoro 3acofy 3TiAn0 3 peecTpalifiHuM HocBigueH M)
PO s ik exuii, 2 MF/MUL; 0 2 Mul (4 Mr) B amMmyai; no 5 amiya y fuictepi; o 1 icrepy
R KapTOHHINH kopobmi

(dropma sunycKy, JO3YBANIA, BHA NAKYBEHHA TIKAPCEKOTO 3ac08Y)
Houep peectpauitinoro noceiguenws UA/4886/01/01 crpox aii peectpauiiinoro mocsinzenns 01.01.2099
Cepis nikapcekoro sacofiy Ne V240326 KinexicTs BBe3enoro mikapcskoro sacoby 216

Bupofiux J-p Peagi'c JJaboparopic JliMiten, Tapis

(nafiMenyranng BupofuHKa JiKApCBKOIe 3ac0fy, kpallia MTOX0IHCHHs)

Baescro s Vipainy Tosapucreo 3 obmexenolo Binnosinaneuicrio "dp. Peaic

Jaboparoepis", inenr. kox: 37560808

(Haiimcnysanus Ta kof 32 €APIIOY wopramunoi ocobu abo npizeHie, iM's, no Gatekosi Pizmunoi
0Cc0BH - mianpuemMi, i Micne NPoXKHBAHHA T3 peeCTPALIHHHE HOMep oBiKOROT KAPTKYM MIATHHKA
nopaTxis abo ¢epid Ta HOMeEp TacIopTa)

[Tporexon sisyansuoro xourpose eig 27.06.2024 N 182.0/1.

Jlaboparopumnit 2naniz sxooTi JiKapesKkoro 3acoly 3diflcHeHuH;

JlaGopaTopis 3 kKoHTpoTO AKOCTI NikapebkuX 32c06is TOB "JOBPOBY T-JIKUJIAB" (M. Kuis,
Byn. Hoeropon-Cisepcsxa, 0y11.3, HEKHTIOBI TpUMilueHns 92)

(HaliMeHYBaHHA Ta MICIICIHAXOUKeHHS NabopaTopii, o nposena 1aGopaTopHHi adanis AKOCTI)

BHCHOBOK I{0JO AKCCTI JiKapCEKOre 3acofy, BRIauuil naboparopico sig 01.08.2024 Ne 1062-24

Pesynpratn nabopaTtopHoro ananisy SKOCTI HiKapehkoro 3acoby 3a HepepipeHIMy ToKasHHkaMu BiAORINAIOTE
BUMOTAM METOZIE KOHTPONO AKOCT] (aHAIITHYHO-HOPMATABHOT JOKYMeHTALiT).

3a  pesyneTaTAMM  UEPRABHOTO KOHTPOMIO BCTAHOBACHO, MO Jlikepchimit 3aciG  sBesemo B Yipainy 3

JOTPHMAHHHAM BUMOT 338KOHOIABCTEA IHOAO 2a6e3[ICUEHHS AKOCTI TKapChkUX 3aco0is.

Do vz telifiea cavusan)
b R el el o

o s e .
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JAEPAKABHA CJYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHMKAMM Y KHIBCHKINA OBJIACTI

npoB. Ceitmugnoi Haxil, 3, m.Kuie, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko(@dls.gov.ua, Kon €JPIIOY 37078774

BUCHOBOK
PO SIKICTH BBE3€HOI0 B YKpainy Jikapenkoro 3acofy
04.09.2024 Ne 43580/24/101
OCETPOH®

(naiiMCHYBAMAA TixKapCLKOro 3ac0By 3riAHo 3 peecTpatiinmy Kocsi nueHHTM)
PO3YHH I n'exuiif, 2 Mr/Mur; o 2 Mur (4 Mr) B amityai; o S amnys y 6urictepi; o 1
OuicTepy B KapTOHHIi Kopobui
{popma BuRYCKY, No3YBanKA, BHI N4KyBaHLA NiKapchrare zacoby)

Howmep peectpartiiinoro nocsimuenss UA/4886/01/01 crpox nii peecrpaniiinoro moceinsenna 01.01.2099
Cepis nixapeskoro zacofy Ne V240326 KinexicTe BBesexoro mkapenkoro sacofy 18376

Bupobuk H-p Peani'c JTaboparopic Jlimiten, Inais

(naienyBanas BHPoCHMKA TiKAapCEKOTE 3ac06Y, KPalHA TOXOIKeHHA)

Beezeno B Yipainy Toeapucrro 3 0dmexenoro BinnosigaasnicTio "Ap. Peaai'c
Jadopartopis", izenr. kox: 37560808
{(nafimenyeanka Ta xox 32 CAPIIOY ropuasyHol ocobu abo npizauue, iM's, 1o GaTEKoR]
chiznauo] ocobu - mianprem, i MicHe NPOKHBAHHA Ta PecCTPANifiMil HoMep ¢6iikosol
KapTKe IJIATHHKA DoAaTKie a6o cepis Ta HOMep nacrnopra)

lpoToxon sisyannuore kourposio rig 29.08.2024 Ne 2584/3.

3a  pcaynbTaTaMM  JICPXKABHOTO KOHTPOJIEQ BCTAHOBICHO, [0 mEKapceKMI  3acid  rsczeHo B Vipainy 3

JOTPHMAHHAM BuMOr 3aKOHOIABCTER LIOAQ 3a6e3IeUeHHA SKOCT] JKapchKHX 3acobin.

@j/ Bikrop CTE®KIBChKHIA

HTPROIO) T [{HEGEE (Inimians ta npissuine)

Y
8 TA XUz, 4
'\,\S‘Q\Q{AHHQ f’zb 7

...............................................




AEPIKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJHO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpog. Ceitmaaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKiCTL BBE3€HOI0 B YKpaiHy JiKkapchbKoro 3acody

03.11.2023 Ne 50066/23/10

OCETPOH®

(HaHMeHYRAHHA IiKapCLEOTo 3acofy 2riTHO 2 peccTpaniiHHM NOCBIICHHAM)
PO3YHH A iH'€kmii, 2 Mr/mua; oo 2 Ma (4 Mr) B aMmnyid; mo 5 amnya y oaicrepi; no 1 daicrepy
B KapToHHiH Kopodii

(topMa EHITyCKY, 103YBAHHSA, RH] HAKYBAHHA JKAPCEKOTC 32coby)
Howmep peectpaniiinoro noceimacras UA/4886/01/01 cipok gii peectpaniitnoro noceimuenss 01.01.2099
Cepin nikapcekoro 3aco6y Ne V230668 KimnkicTh BRe3eHOTO JiKapehkoro 3acofy 4968

BrApoGHuK JI-p Penni'c JIaboparopic Jlimiten, Inais

(HaliMeHYBaHHA BHPOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXoKeHHA)

Brezeno B Yxpainy ToBapHCTBO 3 00Mexenoio BinnoBinaasnicTio "/lp. Penai’c
JlabopaTopiz", inenr. xox: 37560808

(BaiiMeRyBaHHA Ta KoJ 33 €JIPIIOY opaaHHOL oco6H abo OpisBHIME, iM'd, Ho SaTkkoBi disHIHOI
ocobH - mianpHeMna, 1i Miclie TPOXKHBAHHA T peccTpanifinui HoMep oGNiKORO] KAPTKH IIIATHHKA
IOJATKIB a0 cepid Ta HOMEp TacHopTa)

Ipotokoen sizsyannaoroe xearpomo six 13.10.2023 N 3213/3.
JlaGopaTopHuii aHATIZ AKOCTL MKAPCEKOTO 3acoly 3MificHEHHEH:

JlaGopartopis ¢apmakoneiinoro anamizy JII1 "Ykpaincbkuid HaykoBHH dapMakoneHAM IeHTP
AKOCTI MKAPCHKHX 3aco01B” (M. XapkiB, Byl AcTpoHOMI4Ha, 33)

(HalMEHYBaHHA TA MicIOezHAXOKEHHA TaGopaTopil, Mo NpoBena NAGOPATOPHH AHATIE AKOCTI)

BHCHOBOK IOJIO AKOCTI JIKAPCHKOro 3acoby, Buanni madopatopicio Bix 02.11.2023 Ne 686/73623

PesymbTaTH N1afopaTOpPHOTO AHAIN3Y AKOCTL mxapcnxom 3acofy 3a lepeRipeHAMH DOKAIHHKaME BiIIOBIIaI0Th
BHMOTaM METOJIE KOHTPOIIO AKOCTL (AHANITHYEg=-HOPMATARAOCT JOKYMCHTAI).




Dr.Reddy’s Q¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF QUALITY Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02

CEPTHO®IKAT AKOCTI

www.drrgdd\fi,ﬁ%@"; Crop.1 of/3 6

n ampules o5
Iponyir: OCETPOH® po3uun pas in’exuiii (2mr/ma) mo 2 Ma
(4 mr), B ammynax Ne 5

ndansetron
1 mn pozumny MicTHTB: OHARHCETPOHY THAPOXTOPHLY
KBiBAJEATHO 2 MI' OHEAHCETPOLY

1 ml contains: Ondansetron hydrochloride equivalent to 2 mg of]

Product: OSETRON, solution for injection, 2 mg/ml, 2 ml (4 ‘mg)|Country of manufacturer: India

Kpaiua-supobuni: Ingia

Batch / Cepis Ne: V230668

[Batch Quantity / O6’em-napTil: 19309 Packs / ymaxoeok

Analytical Report/ AnamiTHunuii 3eit Ne: 890001688697

IDate of Analysis / Hara mocaimxenns: 15.09.2023

Date of Manufacture / flava papo6unnrea: 08/2023

Date of Expiry / Tepmin npagaruocri: 07/2026

Registration certificate / Peecrpaniline noceinuenns Ne:
UA/4886/01/01

'Valid till / Tificue po: unlimited / HeoSmeskeH i

Order of MOH No: No1452 from 15.07.2021 / Haxas MQ3 Yipalen Nel452 pix 15.07.2021

ize and type of the package / Posmip Ta THD nakyranus:

ondition in a cardboard box with markings in English and
krainian languages /
2 ma (4 Mr) B amnyai; no 5 ammyn y 6aicrepi; no 1 6micTepy

KApPTOHAIH Kopo6li 3 MapkyBanHaAM YKpaTHCEKOKO Ta
Eﬂr’niﬁemem MOBAMH

Eml (4 mg) in ampules to 5 ampules in a blister; 1 blister's

Name, address and numbers of the licences of manufacture and
quality control / Haltmenypauusi, anpeca Ta HoMep JineHsii
BHPODHIKE Ta KOHTPOTE} SIKOCTI;

Dr. Reddy's Laboratories Limited
Formulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
(Solan, HL.P. 173205, India., No. MB/05/264
Hp. Peani’c JlaGoparopic JlimiTen

upoGreva ainsuuus — VI, c. Kxon, Hanarap poan, Baaxi,
orpyr Conan, Ximauan Ipanew 173205, Tugin

UTinensia Ne MB/05/264

Test / Teet Result / PesyabpTaT

Specification / Cnenndivania

1. | Description / 3osBHimmil

Clear colorless solution, practically

Clear colorless solution, practically free of

BUTTIAL free of particles / Ilposopuit | particles / ITposopuit GesGapeHHN po3duH
GesbapeHMii  po3dMH  MPaKTUYHO | IPAKTHYHO BiNBHMI Bil YacTok
BineHHH Bif yacToOK .
2. | Identification Complies / Binnoripae | The retention time of the principal peak in test
(by HPLC) / Inentudixamia 1.8 hromatogram, obtained in Assay should
{meTon BEPX) co o the retention time of the principal

Jfiéhk in“stan¥ard solution chromatogram / Yac

“g " N ) " =
) yipﬁn}%%m:& CHOBHOTO MKy Ha XpoMaTorpami
B at pO3UHHY, OTpHMaHO! [IpH
aliiu OMY ‘BiHaueHHi, Mae BixmoBinath yacy
'”;_ CHOBHOTO MiKy Ha Xpomarorpami

Remarks: The product confirms to above specifications
Dpumirka: Nponykr sigiosijae sititesasnavenii cnenudikaii

inion: APPROVED
[BacaoBox: Toroguri

[Name and position of person ay

Tested by / Tecrysas:; Document Checked by / Ilepesipus;
Ankit ﬁp Santosh Kumar Maurya

/’
Sign & Date / [Tignuc/Mara: Sign & Date / Iigmmc//aTa;
15.09.2023 15.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills

, Hyderabad X

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mailf

CIN: L85195AP1984PLC004507
www.drreddys.com

-




Dr. Reddy's Laboratories Ltd.

Qe
] {v' ‘.. Formulation Unit-6
Dr. Reddy S N* Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF QUALITY Distt. Solan, H.P, 173 205, INDIA
mvr HKOCTI Tel ; #91 98166 56001-02
= WWW, drreddvi,com, Crop.2 of /36

Product: OSETRON, solutien for injection, 2 mg/ml, 2 ml (4 mg)lCountry of manufacturer: India
in ampules Ne5 Kpatua-supobuunk: Ingis
Mpoayxr: OCETPOH® posunu g in’exniit (Zmr/ma) o 2 ma
(4 mr), B aMnynax N 5

1 ml contains: Ondansetron hydrochloride equivalent to 2 mg of]
Ondansetron

1 Mn po3yHHRY MiCTHTE: ORAAHCETPOHY rRAPOXIOPHLY
[EKBIBAJIGHTHO 2 MI' OHOAHCETPOHY

Batch / Cepin No;: V230668 atch Quantity / O6’em maprii: 19309 Packs / ynaxosok
Analytical Report / AnaniTuaanii 3eir Ne: 820001688697 Date of Analysis / JaTa Aocaigxenns: 15.09.2023
ate of Manufacture / Jara enpobuuursa: 08/2023 Date of Expiry / Tepmin npuaaTrocti: 07/2026

Registration certificate / Peccrpaniiine moceinuenns Ne: Valid till / Ajiicae no: unlimited / HeoGmesrennii

UA/4886/01/01

Order of MOH No: Ne1452 from 15.07.2021 / Hakaz MO3 ¥Ykpainn Nel452 ein 15.07.2021

Size and type of the package / Posmip Ta Tun nakysaaus: 2 ml (4 mp) in ampules to S anipoles fn a blister; 1 blister's:
condifion in & cardboard hox with markings in English and
[Ukrainian languages / '

2 M (4 mr) B avnyni; no 5 ammyn y Gaicrepi; 1o 1 Gnicrepy
KapToHHii kopobii 3 MAPKYBAHHRM YKPATHCRKOM T4’

Eumiﬁébxom MOBAMHK.

Name, address and numbers of the licences of manufacture and [Dr. Reddy's Laboratories Limited

quality control / HaiimenyBanns, agpeca Ta HomMep JineHsii ‘'ormulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.

[EHpoGHHKA TA KOHTPOTIO IKOCTI} Solan, H.P. 173205, India., No. MB/05/264

. Pepai’c JlaGopaTopic .]IIMITejI

Bnpoﬁmma Ainenuna — VI, ¢. Kxon, Hanarap poaa, Baaxai,

Kpyr Conan, Xima4gan ITpagem 173205 Ingin

exsia No MB/05/264

3. | Bacterial endotoxins ‘<= 2.4 EU/mg / EQO/ur NMT 9.9 units of endotoxin USP for 1 mg of
/ BaxrepiansHi Ondansetron hydrochloride / He 6inpme 9.9 EQ
SHIOTOKCHHH eHnoTokcuny USP Ha MimirpaM OHAaHCETPOHY

THAPOXIIOPHITY

4. | pH/pH 34 From 3.3 t0 4.0/ Bin 3.3 nc 4.0

5. | Particulate matter / PosMip
9aCTOK

a) > 10 pm/ = 10 Mxm 30 /Cont. / xouTeiinep a)  NMT 6000 particles in a container / re
6ineie 6000 y xoHTelHepi

b) > 25 pm /> 25 MxM 02 /Cont. / koHTElHED r‘; f‘r:oh“‘\\ b) NMT 600 particles in a container / ue
ﬁ = /,\ﬁlﬂb]l[e 600 y xoHTElHHEpI

6. | Limit of ondansetron | 0.04 % / 7 nad AT 0.12% / He 6ineme 0.12%
related compound D / &/ TOKYMEHTI \\)w\
Memxa OHJAHCETPOH 9] R
CYNYTHBO! NOMIlIKH %rp g - E a j:,l M } z.

LB : =]
\E\ Sk

' Remarks: The product confirms to above speciﬁcationm}f 3181 N "'g:;?{on: APPROVED
IpnmiTia: IIpoayKT BiANoBigae BHIIE3a3HAYEHIH CIeIH as'j;‘f; 8.5 ‘\/\ ¢uook: MoroauTH
Tested by / Tecrysas: Document Checked bymgﬁma ~IName and position of pcrson autherizing the batch
Ankit Santosh Kumar Maurya release:‘ .‘ it Ca By, A flo3BOIIANA
A @Eﬁ & (T eam Member-
Sign & Date / ITinmuc/JTara: Sign & Date / Ilinnuc//Iara:
15.09.2023 15.09.2023

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad¥!
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Emar!: mag
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd,

&
Dr.- ReddY’S ‘..... ‘ Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,

CERTIFIC ATE OF QUALITY Distt. Solan, H.P,, 173 205, INDIA

CEPTH(I)IKAT HKOCTI Tel : #91 98166 56001-02
WWW, drr.t_-dd\:i,,&%J Crop.3 of /36

Eroduet: OSETRON, solution for injection, 2 mg/ml, 2 ml (4 mg){Country of manufacturer: India

n ampuiés N5 Kpaina-pupobaui: Inain
Tponysr: OCETPOH® posuns s in’exniit (2mr/vi) no 2 ma
K4 mr), B amnynax Ne 5

1 ml contains; Ondansetron hydrochloride equivalent to 2 mg of]
Ondansetron

1 MA po34RHY MICTHTE: OHJAHCETPORY THAPOXACPHAY
[exBiramenTHO 2 MI CHAAHCETPORY

[Batch / Cepia No: V230668 [Batch Quantity / 06°em napril: 19309 Packs / ¥IaKoBoK
Analytical Report / Anagitnynmit 3aiT Ne: 890001688697 [Date of Analysis / Java ademigennn: 15.09.2023

[Date of Manufacture / JaTa expoGaunrea: 08/2023 [Date of Expiry / Tepmin upunatroeti: 07/2026
Registration certificate / PeccTpanifine mocsixyenns Ne: [Valid till / Jiicee xo: unlimited / neabmeskeHni
UA/4886/01/01

Order of MOH No: Ne1452 from 15.07.2021 / Hakas MO3 Yipaian Ne1452 iz 15.07.2021

[Size and type of the package / PosMip T2 THII naKyBaHHS: 2 ml (4 mg) in ampules to 5 ampules in a blister; 1 blister's
'nndlimn in a cardboard box with markings in English and
ainian languages /

.M (4 MT) B ammyJi; mo 5 amnyn y Gricrepi; no 1 6aicrepy
B KAPTOHHI#H Kopo6ni 3 MAPKYBAHHSM YKPATHCBKOIO T4

AH LTI L KO MOBAMH

r. Reddy’s Laboratories Limited

ormulation Unit 6 Vill, Khol, Nalagarh Read, Baddi, Distt.
Solan, H.P, 173205, India., Ne. MB/5/264

, Penni’c JlaGoparopic JlimiTen

BrpoGunua ginsHuna — VI, ¢. Kxon, Hanarap poan, baani,
oxpyr Conan, Ximauan Ipagew 173205, Ingia

inersin Ne MB/05/264

Name, address and numbers of the licences of manufacture and
quality control / HafimenyBanus, agpeca Ta HoMep JineH3il
BAPOOHAKA TA KOHTPOI0 AKOCTI:

7. | Chromatographic purity /
XpomarorpadiigHa THCTOTA
a) The largest BDL (disregard area 808) a) NMT 0.20% / ne Ginpme 0.20%
individual compound  /
Haiifinpma iHAUBiAYANLHA
AoMilIKa

b) Total compounds 0.04 % b) NMT 0.50% / ue 6inpme 0.50%
{including ondansetron .

related compound D, %) /
Cymr  Beix  moMimox

(BKmOYarouy
OHJAHCETPOHY  CYMYTHIO
.| momimky D, %) —
8. | Sterility / CTepunbnicTs Complies / Bimmosinae &dﬁspo o US Ph.: should be sterile /
la€ m,grr.ﬂgma oram @. CIIIA: Mae GyTH
Wk!ﬂ?ﬂl LT1
Remarks: The product confirms to above specifications l,ﬁ:,@&j'j )
IipumiTka: [IponyKT BifNOBiAEE mmesaznaqemﬁ cnenAdikanii k'l oronuw ‘1‘
 Tested by / Tectypas: |Document Checked by / Ilepesipus. me and posmon i:d} gon authorizing the batch
Ankit R Santosh Kumar Maurya ~ \etess S I8 18/0c06U, AR JO3BOTHIA
@ e '._. - . s ; s (Team Member—
Sign & Date / TTigmic/Mara: Sign & Date / Ilignuc/Jara:
15.09.2023 15.09.2023

Registered Offlce: 8-2-337, Road No. 3, Banjara Hills, Hyderab3} % G20
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: ooz M
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr. Reddy’s Laboratories Ltd

_ @s
Dl'. Reddy’s ‘_... Formulation Unit-6

Vill. Khol, Malagarh Road, Badd;,

CERTIF[CATE OF OUALITY Distt. Solan, H.P.,, 173 205, INDIA
CEPTI’I_@IKAT AKOCTI Tel ; +91 98166 56001-02
www.dr_reddyi,goggqﬁ Crop.4 of /36

Educt: OSETRON, solution for injection, 2 mg/ml, 2 ml (4 mg)|Country of manufacturer: India

ampules No5 Kpafna-suapobuunk: Inpia
Mpogyxt: OCETPOH® posunn aist in’exuii (2mr/mn) no 2 ma
(4 mr), B amnysax Ne 5
1 ml contains: Ondansetron hydrochloride equivalent to 2 mg of
Ondansetron
1 M1 po3YHHY MICTHTE: OHAAHCETPOHY FHAPOXIIOPHLY
lekBiBaNeHTHO 2 MI' OHAAHCETPOHY

[Batch / Cepin No: V230668 [Batch Quantity / (O6’em maprii: 19309 Packs / ynakorox
[Analytical Report / AnanirHannii 3eir Ne: 800001688697 IDate of Analysis / Jara gocnimxenns: 15.09.2023

Date of Manufacture / Jata pHpobunuTea: 08/2023 Date of Expiry / Tepmin npnaaruocri: 07/2026
Registration certificate / Peecrpauifine nocriguenna Ne: Valid tilf / Jiiicre go: unlimited / veobMexenni
UA/4886/01/01

{Order of MOH No: Ne1452 from 15.07.2021 / Hakaz MO3 ¥Ykpaiau Nel452 gin 15.07.2021

Size and type of the package / PoaMip Ta TUIT NAKYBAHHA: 2 ml (4 mg) in ampules to 5 ampules in a blister; 1 blister's
o_ndition in a cardboard box with markings in English and
Jkrainisn Ianguages /

ma (4 mr) B amnyni; no 5 amnyn y Guicrepi; mo 1 Gnicrepy
KApTOHHiA xopolni 3 MApKYBAHHAM YKpPATHCLKOW T4
AHNCLKOK MOBAMH

ir. Reddy's Laboratories Limited

‘armuldtion Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
alan, H.P. 173205, India., No. MB/05/264

p. Peani’c JlaGopaTopic JimiTen

upoGanua nlneHHnd — VI, ¢. Kxou, Hanarap poan, Baaai,
oxpyr Conan, Ximauan Ilpagenr 173205, Inpia

ieniin Noe MB/05/264

Name, address and numbers of the licences of manufacture and
quality control / HaiimeHnyBaHns, agpeca Ta HoMep Jinen3il
BUPODHHKA TA KOHTPOJIIO AKOCTI:

9. | Assay: each 1 ml of the 2.00 mg / mr 1.90 mg/ml — 2.10 mg/ml / sixg 1.90 mr/mn mo
solution’ contains 2.10 Mr/Mn
ondansetron hydrochloride,
equivalent to ondansetron //m\
(in terms of C13HsN:Q) / ot ~Jlan
KinrkicHe BHIHAYEHHS: . ﬂ/ 1
KOXeH  MJI  PO3UHHY MOKYME HTIB\S
OHNAHCETPOHY
THAPOXAOPHAY, . E a I_L M
€KBIBANIEHTHO ¢
OHTACCHTPOHY (s ,f
NIEPEPAXYHKY Ha 3181,
onzianceTpor CigHgN30) i’i\};}_ = {\\
10, | Extractable wvolume, ml / 2.0 ml/mn NotJese-titan the stated quantity / He Menme
(O6’eM, IO BHTATACTECH, M 3asfBJICHOT KINBKOCTI
11. | Clarity / TlpozopicTs Complies / Binmosinae The test solution opalescence should be no more
Remarks: The product confirms to above specifications gpinion: APPROVED
TIIpnmirka: [Tponykr BinNoBinac BHINE3a3Ha4YeHiH coemmbikanii HeHOBOK: ITOTOAUTH
Tested by / TecTypas: Document Checked by / ITepenipus: [Name and position of person guthdrizing the batch
Ankit Santosh Kumar Maurya release .fl et 1 JO3BOJHAA
Fopi Team Member-
o
—
Sign & Date / Ilignuc/ara: Sign & Date / [Tigmuc/Mara:
1 15.09.2023 . 15.09.2023

CIN: LB5195AP1984PLCOO4507
www.drreddys.com




Dr. Reddy's Laboratories Ltd,

Qe
Dr. Reddy,s ‘.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF QUALITY Distt. Solan, H.P, 173 205, INDIA

CEPTU®IKAT SIKOCTI Tl : +91 98166 56001-02
www.drreddypeamy Crop. 5 of /3 6

in ampules NeS Kpatra-supobrsn: Ingia
Mpoayxr: OCETPOH® po3unu aas in’exuiit (2vMr/mr) no 2 ma
(4 mr), B aMmmy1ax No 5

1 ml contains: Ondansetron hydrochloride equivalent to 2 mg of]
‘Ondansetron

1 M1 po3unHY MICTHTH! OHAAHCETPOHY FHAPOXJIGPUAY
[eRBiBAIEHTHO 2 MI" OHIAHCETPOHY

Eductz QSETRON, solution for injection, 2 mg/ml, 2 ml (4 mg)Coantry of manufacturer: India

Batch / Cepig Ne: V230668 [Batch Quantity / O6’em naprifl: 19309 Packs / ynakosok
Analytical Report / AuaniTHunuii 38iT No: 890001688697 Date of Analysis / /laTa nocnimxennn: 15.09.2023

[Date of Manufacture / Jara Bupobunurea: 08/2023 Date of Expiry / Tepmin npnaathocti: 07/2026
Registration certificate / Peccrpaniiine nocsinuenns No: Valid till / JTjiicue ro: unlimited / neoGmeskenmii
UA/4886/01/01

Order of MOH No: Ne1452 from 15.07.2021 / Hakas MO3 Yxpalen Ne1452 gin 15.07.2021

Size and type of the package / Posmip Ta THI MAKYBAHHAT ml (4 mg) in ampules to 5 ampules in a blister; 1 blister's
onditioh in a cardboard box with markings in English and
krainian languages /

2 M1 (4 Mr) B ammyni; mo 5 amnyn y 6rricrepi; mo 1 Gmictepy
I KapTOHHIll KopoGui 3 MADKYBAHASIM YKPATHCEKOKO TA
HrificbKo MOBaAMH

r. Reddy's Laboratories Limited

ormulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
olan, HLP. 173205, India., No. MB/05/264

Ip. Peani’c Jlaboparopic JimiTea

Brpotiamua ginbanus — VI, ¢, Kxon, Hanarap poan, Baaxi,
kpyr Conau, Ximavan Ilpapem 173205, Inpia

Jligensia Ne MB/05/264

Name, address and numbers of the licences of manufacture and
quality control / HalimenyBan#aa, agpeca T2 HoMep Jiinessii
BHpPOGKHKA Ta KOHTPONK AKOCTI!

intense than the opalescence of reference
suspension solution — 1 (according to B.Ph.) /
OnanecucHnia npenapary He MOBMHHA Oyra
IHTEHCHBHIIIOIO  OMANECHEHIH]  eTwIOHHOTO
pozumHy cycrensii — I (y signmosignocti 1o eumMor
Bpur. ©.)

12. | Assay of sodium chloride / | 0.896 w/v/m/o6 0.855% wiv — 0.945% w/v / Bia 0.855% m/06 mo
Kinrxicue BHIHAYCHHA
HaTpik XIopumy

Remarks: The product confirms to above specifications

IIpumitka: [TpogykT BimoBigae BHMne3azHaTeHil cnelmbikarii Bucaosok: Iloroaurx
Tested by / Tecrysag: Document Checked by / ITepeipue: [Name and position of person guthérizing the batch
Ankit : Santosh Kumar Maurya release / Iy ocana oc ¥4 03RO
B 'iiﬁlb R Chatigd (Team Member-
/ gi__f/\‘____ A e"‘ﬂ(a 910 Yz,
£ 2 ™ :
Sign & Date / Mianuc/ara: Sign & Date / ITianuc/[{ara: % 3atpg LA
15.09.2023 | 15.09.2023 R
} S, ey S
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderaba , 5
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: maNggel) X
CIN: LB5195AP1984PLCO04507 2,01 oY
Aped Wi

www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6
Vill. Khol, Nalagarh Road, Badd;,

OF .OUALITY Distt. Solan, H.P., 173 205, INDIA

CEPTHUDIEAT AKOCTI

Tel : 491 98166 56001-02

www.d rreddvy;;ﬂ(}mp. 6of/z6

[Preduct: OSETRON, solution for injection, 2 mg/ml, 2 ml (4
in ampules NeS

iTpoayxr: OCETPOH® pozuun ans in’exuiit (2Mr/mn) no 2 ma
(4 mr), B amnynax Ne 5

Ondansetron
1 M)1 po3uMHY MICTHTE: OHAAHCETPOHY rRAPOXAOPHAY
EKEiBAICHTHO 2 MT ORAHCETPOHY

mg)

1 ml contains: Ondansetron hydrechloride equivalent to 2 mg of]

Country of manufacturer: India
Kpaiua-BupoGuuk: Inais

Batch. / Cepin Ne: V230668

[Batch Quantity / O6’em napril: 19309 Packs / ynaxosok

Andlytical Report / AuaniTunuunit 3giT Ne: 890001688697

Date of Analysis / Jata gocnigxenns: 15.09.2023

Date of Manufacture / Jara supobuuntea: 08/2023

IDate of Expiry / Tepmin npagarrocri: 07/2026

Registration certificate / Peecrpaniiine nocpiguenns Ne:
UA74886/01/01

Walid till / Jjificne ao: unlimited / neoGmenennii

Order of MOH No: 1452 from 15.07.2021 / Hakas MO3 Ykpainn Ne1452 sin 15.07.2021

Bize and type of the package / Po3Mip Ta THn naKkyeanns:

ml (4 mg) in ampiiles to 5 ampules in a blister; 1 blister's
sondition in a cardboeard box with markings in English and
Ukrainian languages /

2 mJt (4 Mr) B amnyai; no 5 amnya y Gnicrepi; mo 1 6aicrepy

, KapToHHili kopobui 3 MapKyBaHHAM YKpalHCEKOI0 TA
EHI’JIiﬁCbKﬂlO MOBaMH

Name, address and numbers of the licences of manufacture and
quality control / HaiimenyBaHHs, aapeca Ta HOMep Jinensii
BHPOGHUKA TA KOHTPOJO AIKOCTI:

r. Reddy's Laboratories Limited
Formulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
olan, H.P. 173205, India., No. MB/05/264

\Ip. Peani’c JlaGopaTopic JlimiTea

BupoGunaa xiteanus — VI, ¢, Kxon, Hasnarap poan, Baaai,
okpyr Conan, Ximauan Ipapems 173205, Inain

{Miwensia Ne MB/05/264

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the focal Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country
or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP.”

Jexnapauis npo ceprudixaniro: “I{umM 3acBizayio, Mo BUMEBHKIaAeHa indopmauia cnpasxiut i TouHa. La cepia nponykry Gyna
BHTOTOBJIEHA, BKIKYA0TN YIIAKOBKY/MAPKYBAHNS Ta TEPERIPKy AKOCTI Ha BMINE 3rajaHoMy caiti (ax) y nosHiti BignosigHOCT 3
puvoramid GMP wmicnesoro Perynstoprof opraity i Biamoigso xo cnenpixauilf, mo MiCTATECA B peecTpalifHOMy XOCHE /
TOprogiii Jtinemii kpaiun-iMnoptepa a6o y mocke cnemudikanii OpOXYKTY A AOCTIANYBAHMX JKAPCHKHX 3acobiB. JIokyMeHTH
110 06po6ILi, YNaKkoBIi Ta aHATi3Y y1M neperiHYTI Ta BCTaHORNEHO BinnoiawicTs GMP.”
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Remarks: The product confirms to above speciﬁcatioﬁ:g\ T - /fg‘.l : APPROVED
Npumirka: [IpoaykT BiANOBiAaE BHIe3a3HaYeHil cre 'ébmagu _[BrgngBok: Iloroguru
Tested by / Tectysas: Document Checke y}t\]j@qggpu@; Nanté and position of person guthorizing the batch
Ankit H Santosh Kumar Mautya Lajy, . 0 g v, @6 HO3BOIMNA
— ¢am Member-
A% s
- _—
Sign & Date / ITinmuc/Mara: Sign & Date / [Tinmmc//lara:
| 15.09.2023 15.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderaba AR
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: muii® i Nig
CIN: L85195AP1984PLCOD4SD7
www.drreddys.com
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