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

16.04.2024 Ne 2687/24/10

OCETPOH®

(HaHMeHYRAHHA IiKapCLEOTo 3acofy 2riTHO 2 peccTpaniiHHM NOCBIICHHAM)
PO3YHH A iH'€kmiii, 2 Mr/mua; oo 4 ma (8 Mr) B aMmnyird; mo 5 amnya y aicrepi; 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 V230949 KimLKicTh BBE3EHOTO JiKapehKoro 3acoby 2360

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 Bizsyannaoroe xeaTpoo six 29.01.2024 N 0210/1.

JlaGopaTopHuii aHATIZ AKOCTL MKAPCEKOTO 3acoly 3MificHEHHEH:

JIaGopaTtopis 3 KOHTPOIIO SKOCT1 JIiKapCbKHX zaco6is TOB "JIOBPOEBYT-JIIKWJIAB" (M. Kuis,

ByJ. HoBropos- ClBepcm{a 6y11 3, HEXHTIIOBI anZ)

naGopaTopHHi aHAMIZ AKOCTI)

2024 No 234-24
HoKazHHKaMH BiAINOBIAAIOThH

op CTEOKIBCbKUM

R (iriuianu T2 npizsmwe)




® Dr. Reddy's Laboratories Lid,
g Formulation Unit-6
? L J
Dr. Reddy S q.. Vill. Khol, Malagarh Road, Baddi,
» Distt. Solan, H.P, 173 205, INDIA

CERTIFICATE QF QUALITY ~ [*: 9138166 55001:62
CEPTU®IKAT SIKOCTI ‘ L

Page/Crop. 1 of /36

Product: OSETRON, solution for injection, 2 mg/ml, 4 ml |Country of manunfacturer: India

(8 mg) in ampules Ne5 Kpaina-eupobrux: Inais

[lpoaykr: OCETPOH® pozuun ans in’exuiii (2mr/ma) no 4
(8 mpr), B amnymaax Ne 5

1 ml contains: Ondansetron hydrochloride equivalent

to 2 mg of Ondansetron

1 vt pOIMHAY MiCTHTE: OHAAHCETPORY FTHAPOXJIOPHAY

lexBiBANENTHO 2 MI OHTAHCETPORY

IBateh [/ Cepig Ne: V230949 {Batch Quantity / O6’em april: 11008 Packs / ynakonok
[Analytical Report / AnaniTuuuaii 38it Ne: 890001704663 Il)a't'e of Analysis / Hata aocnimrennn: 30.12.2023
[Date of Manufacture / J{ata BupoGrunTea: 11/2023 Date of Expiry / Tepmin mpuxaTaocTi: 10/2026

Registration certificate / PeecTpauiiine noceinuenusn Ne:  [Valid till / ificue no: unlimited / Heodmesxenuii
UA/4886/01/01

Order of MOH No: Nel452 from 15.07.2021 / Hakaz MO3 Ykpainu Nel452 gin 15.07.2021

ﬁiz_e and type of the package / Posmip Ta Tun nakyeanss: |4 ml (8 mg) in ampules {o 5 ampules in a blister; 1 blister's

kondition in a cardboard bex with markings in English and

[kraiiiian langnages /

4 vt (8 mr) e amimyni; o 5 amnyn y Gaicrepi; no 1 6aicTepy B

iKaprouHidl kopofui 3 MapKYBAHHAM YKPATHCHKOIO T2
HITiHCLKOH: MOEAMA

'Name, address and numbers of the licences of manufactur
and quality control / Haiimenysanun, anpeca ta HoMep
ninen3il BHpoBHNKA TA KOHTPONK ZKOCTI;

}r. Reddy’s Laboratories Limited

ormulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
lan, H.P. 173 205, India., Ne MB/05/264

Hp. Pengi’e JlaGopatopic JlimiTen

BirpoGamisa ainpHHUA — VI, ¢. Kxon, Hanarap poan, baaai,
Kepyr Conan, Ximauan I[Ipagew 173205, Tnnin

inensin Ne MB/0S5/264

| Ne Test / Teer Result / PesyasTaTh Specification / Coeundikanis

1. | Description / 3oBHiwnii Burnag Clear colorless solution, | Clear colorless solution, practically free of
practically free of particles / | particles / [lIpozopmii Oe3bGapBHHE poO3UHHE
[Ipezopniit GesBappHHU pO3UMH | NPaKTHYHO BITBHUHM BiA 4ACTOK

OPaKTHYHO BiNbHHH Bil 4acToK

B on

2. | Identification

The retention time of the principal peak in test
(by HPLC) / Inentndikania

solution chromatogram, obtained in Assay

(meron BEPX) 2 1 f‘:l TIB should correspond to the retention time of the
JIOKY MEH s principal peak in  standard  solution
1] E ,a L"M" }% chromatogram / Jac yTpHUMYBaHHS OCHOBHOI'C
¢ a niky Ha Xpomarorpami BUIpoGOBYBAaHCTO
‘: po3uMHY, OTpuMaHoi TpH  KinkKicHOMY
o BHZHAYCSHHI, MAaE BignmoBinaTH yacy
SN 1 _3____\1&_’\\ VTPUMYBaHHS OCHOBHOTO Ky Ha
lq7pa WY
Remarks: The product confirms to above specifications — Opinion: APPROVED
MpumiTka: TlpoayicT RANORIIAC BHILE2ATUATEII cugudirauii Bugsonor; Ilorogim
Tested by / Tectypas: Ambresh Kumar  JDocument Checked by / [Name and position of person authorizing the batch
. TTeperipur: Santosh Kumar release / IM’s Ta mocana oco0wH, AKa T03BOIHITE
W Maurya &l sunyck cepii: Manoj Kumar
Sign & Date / TTinnuc/Hara; Sign & Date / [lignuc/Hara: g S e o
30.12.2023 30.12.2023 al Dl

Registercd Officse: B-2-327, Road Mo, 3, Banjara Hills, H\,rder‘ P
Tl #2100 000 2000, Fav: +91 40 4900 2699, Ermail et e
CiM: LRS195AR1334PICONGSNT Y

v drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF QUALITY

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

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

CEPTU®IKAT SKOCTI

www.drreddys.com

Page/Crop.2 0f /36

(8 mg) in ampules NeS
Mpoxykr: OCETPOH® posymu ans in’ekniii (2mr/mn) o 4
(8 ™), B ammynax Ne 5

1 ml contains: Ondansetron hydrochloride equivalent
to 2 mgof Ondansetron

MJI POSMHHY MiCTHTB: OHZAHCETPOHY THAPOXJIOPHAY
RBIBATCHTHO 2 MI OHIAHCETPOHY

o‘di;??: OSETRON, solution for injection, 2 mg/ml, 4 ml [Country of manufacturer: India
Kpaiua-papodauk: Ingin

Batch / Cepia Ne: V230949

[Batch Quantity / O6’em napril; 11008 Packs / ynaxosox

[Analytical Report / Ananitnunnii 3sit Ne: 890001704663  [Date of Analysis / Jara nocoipxenns: 30.12.2023

Date of Manufacture / flats eupobuunraa: 11/2023

[Date of Expiry / ‘Tepmin mpisgaTrocti: 10/2026

Walid till / Jiiicue no: unlimited / Heobmemennit

Registration certificate / PeceTpanifine noepinuenss Ne:
UA/4886/01/01

Order of MOH No: Ne1452 from 15.07.2021 / Haka: MO3 ¥Yrpainun Nol1452 gin 15.07.2021

[Size and type of the package / Posmip Ta tun naxysauns: |4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blister's
condition in a cardboard box with markings in English and
[Okrsinian [anguages /

4 mut (8 mr) B ammyi; mo 5 amnya y Gnicrepi; mo 1 GnicTepy B
KApPTOHAIA Kopobui 3 MAPKYBAHAAM YKPATHCREKO10 TA
l:l{miﬁ(:bkom MOBAMH

and quality control / HaiimenyBaHHA, aapeca Ta HoMep
fiineasi BUpoOHHMKA Ta KOHTDONIC AKOCTI:

Name, address and numbers of the licences of manufaétire/Dr. Reddy s Laboratories Limited

‘srrlation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
olan, H.P, 173 205, India,, Ne MB/5/264

Ip. Peani’c JlaGopaTopic Jlimiren

upobGuwya pinsamua — VI, ¢. Kxon, Hanarap poan, baaai,
lcpyr Conan, Ximauan Hpanem 173205, Ingis

Jlinenain Ne MB/5/264

xp_omaTorpaMi CTAHIAPTHOIC pO3YHHY

3. | Bacterial endotoxins
/ BakTepianbHi eEIOTOKCHHH

<= 24EU/mg / EO/mr

NMT 9.9 units of endetoxin USP for 1 mg of
Ondansetron hydrochloride / He Ginbme 9.9 EO
ennotokcEny USP Ha MinirpaM OHIAHCETPOHY
PHAPOXTOPHIY

b} >25pum/ =25 mrm

Inm' MEHTIB

4, | pH/pH 3.5 A om . | From3.31t04.0/Bin3.3 no4.0
5. | Particulate matter / Po3mip yacTok 73 e LTI
a) > 10 pm/ > 10 mxm 31 Cont f/roprenep 151 NMT 6000 particles in a container / He

Hinsine 6000 ¥ xoHTeliHep]

NMT 600 particles in a container / He
Butbiie 600 v koHTeHHEPI

6. | Limit of ondansetron related
compound D / Mexa

0.04 %
\J\

/NMT 0.12% / He 6imbme 0.12%

el L E

{h\/\\‘/

IlpumiTka: [Iponykr sinnopigac BHm¢3a3H_ﬂ“l¢H1H cneuxpixauii

Remarks: The product confirms to above specifications = ————er"

Opinion: APPROVED
Bucuosok: IloroanTn

o

Tested by / Tectysas: Ambresh Kumar  [Doeument Checked by /

; Hepegipes: Santosh Kumar
G e g

[Name and position of person authorizing the batch
release / IM’A Ta mocaga ocobu, Aka NO3BOIHIA

Sign & Date / [liamuc/Hata;

30.12.2023 30.12.2023

Sign & Date / ITinnue/Hara:

pumyck cepii: Manoj Kumar
 Team Member- AQA) W

Regisicrea Slice 3-7-327, Read Mo, 3, Banjara Hills, Hyder "';-‘. !

O TR IG5 AFTQ9AR TONASN?
oL drrecdys .com




® Pr. Reddy's Laboratories Ltd.
. . [ ¢ Formulation Unit-6
)
Dr. Reddy S ".. Vill. Khol, Nalagarh Road, Baddi,
» Distt. Solan, H.P, 173 205, INDIA

CERTIFICATEOF QUALITY [ 25
CEPTHOIKAT AKOCTI ' L

Page/ Crop.3of /36

roduct: OSETRON, solution for injection, 2 mg/ml, 4 ml Counh-y of manufacturer: India
(8 mg) in ampules Ne5 Kpaitea-papoGuak: luain
ITpoxyyT: OCETPOH® pozunn ans in*ekuiii (2mr/mn) oo 41
M (8 Mr), B amMnyax Ne 5§
1 ml contains: Ondansetron hydrochloride equivalent
te 2 mg of Ondansetron
1 M1 PO3UHHY MICTHTL! OHAAHCETPOHY FHAPOXN0PHAY
EKBIRANEHTHO 2 MT gHEANESTPORY

Batchi  Cepls J: V231949 [Batch Quantity / O’ cw napriK: 11008 Packs / ynascosok
Analytical Report / Auanitaunnii seit Ne: 890001704663 [Date of Analysis / Aarg focnitxenans: 30.12.2023
Date of Manufacture / Jlara sapofuiurear 11/2023 Date of Expiry / Tepmin npugarhoeri: 10/2026

Registration certificate / PeccTpaniiine noceinyennsn Ne:  [Valid till / Midicne xo: unlimited / neoOyexcelinii
UA/4886/01/01

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

Size and type of the package / Posmip Ta Thn naxkyBanna: |4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blister's
condition in a cardboard box with markings in English and
Ukrainian languages /

M (8 Mr) B amnyii; mo 5 ammyn y Gaicrepi; mo 1 Gnicrepy B
ciproyuii Kopodui 3 MAPKYBAHHAM YKPATHCEKOIO Ta
AHrNiicLKoK MOBAMH

Name, address and numbers of the licences of manufactar
and quality control / Hajlimenysanns, aapeca ta HoMep
ninensii BHpOGHMKA Ta KOHTPOIO AKOCTI:

r. Reddy’s Laboratories Limited

Formulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan, H.P. 173 205, India., Ne MB/05/264

p. Peani’e Jladopatopic Jlimiten

Bupotuuya ainenuug — VI, ¢. Kxon, Hanarap poan, baani,
kpyr Conas, Ximavan Tpanew 173205, Innia

inensia No MB/05/264

OHAZHCETPOHY CYITYTHROT
Jomiteyr D

7. | Chromatographic purity /
Xpomarorpadiyaa yucroTa

a) The largest individual 0.03% a) NMT 0.20% / He 6inpme 0.20%
compound / Halibinrma
inHBiTyaTLHA TOMIIIKa
b) Total compounds (including 0.11 % b) NMT 0.50% / ue 6inbiue 0.50%

ondansetron related compound D,
%) / cyMH BCIX TOMILIIOK
(BKIMIOUAKOYH CHOAHCETPOHY
CYIyTHEO joMinmky D, %)

8. Sterility / CTepHNbHICTS | Complies / Bianosinae Qjﬁﬁ’éﬁs o US Ph.: should be sterile /
/ Blgﬂpﬁl}]aT oraM P, CUIA; mMae 6yTH

L

” "\
Remarks; The product confirms to above specifications ISy
Mpunirka: poaykT Binnorigac BUesazHadeHil cnemudikanii

Tested by / Tectypas: Ambresh Kumar  [Document Checked by /

W’ l'lepeaipua: Santosh Kumar it Iﬂa(;, OH, AKa NO3BONHIA
' Maury Ny A | .
/ u-"ya @‘ wchl . - ; .._- } Al I ..\ F; .

Sign & Date / Hianuc/Hara: Sign & Date / [lignuc/Hara:
30.12.2023 30.12.2023

Registorad Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyder Al "
Tel: +91 4D 4900 2900, Fax: +91 40 4900 2939, Email Wt oMe
CIM; L85195AP1984PLC001507
www drreddys.com




Dr.Reddy’s ":"

CERTIFICATE OF QUALITY

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND{A
Tel : +91 88166 56001-02

www.drreddys.com

CEPTUDIKAT AKOCTI

'Page-f Crop.4of /36

-rod:;&: OSETRON, solution for injection, 2 mg/ml, 4 ml
8 mg) in ampules Ne5

s (8 ™Mr), B ammynax Ne 5

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

1 Mot pOB3YHHY MICTHTL: OHAAHCETPORY MTHADOXAOPNAY
[eKBIEZICHTHO 2 MT DHAFHEETPORY

Tponykr: OCETPOH® pozuus ans in’ exuiii (2mr/ma) no 4

l(:mmtry of manufacturer: India
Kpaliza-supoduux: Iugin

Batch / Cepin No: V230049

Batch Quantity / O6'em napril: 11008 Packs / ynaxoenok

Analytical Report / Auamituunnit 3eit No: 890001704663

‘IDate of Analbysis / Jara aocaimaenns: 30.12.2023

Date of Manufacture / lara supoGunirraa: 11/2023

Date of Expiry / Tepmin npuaarnoeti: 10/2026

Registration certificate / PeecTpaniiine noceinuenss Nog
UA/4886/01/01

Valid till / Tiitcue ao: unlimited / neodmexennii

Order of MOH No: Ne1452 from 15.07.2021 / Hakaz MO3

Ykpaiuu Nel452 sin 15.07.2021

Size and type of the package / Poamip Ta THN NaKyBaHHMA:

4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blister’s
condition in a cardbeard box with markings in English and
[Gkrainizn languages /

4 Mo (8 Mr) B ammyni; no S amnyn y 6aicrepi; no 1 Oaicrepy B
| KaproRdii Kopobui 3 MAPKYBaHHAM YKDPATHCHKOIO T2

CLKOH MOBAMH

and quality control / Haifimenysanns, agpeca Ta HoMep
minensil BMpoGHIHKE TA KOHTPOIIO TKOCTI:

Name, address and numbers of the licences of manufactureDr. Reddy s Laboratories Limited

ormaulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
olan, H.P. 173 205, India., No MB/S5/264

Hp. Peani’c Jlabopatopic Jlimiten
upobusya ainbuans — VI, ¢. Kxon, Hanarap poaa, baani,
kpyr Conan, Ximauan Tlpanem 173205, Iuain

Mineuwaing Ne MBAS5/264

. l [ | crepunbuum

9, | Assay: each 1 ml of the solution 2.00 mg/mMr 1.90 mg/ml — 2.10 mg/ml / pig 1.90 mr/mMn ao
contains ondansetron 2.10 Mr/mn
hydrochloride, equivalent to
ondansetron (in terms of
CisH9sN2Q) / KinekicHe
BH3HAYEHHA:
KOKEH MJI PO3YMHY OHOAHCETPOHY
THAPOXJICPHAY, CKBIBAIEHTHO
OHIACEHTPOHY (B MepEpaxyHKY Ha s
OHIlaH(:eTpOH C13H|9N30) m\

10. | Extractable volume, ml/ 06’em, | 4.0 ml/mn y 4S5 ‘Gb\t\l@ss than the stated quantity / He meHme

gL o 7

I l"H

Remarks: The product confirms to above specifications
HpimiTice; TIpoayKkT niAnonizac prme3asrareniii cueg
Tested by / Tectysar: Ambresh Kumar

LOKYMEHQ piﬂ‘mg;ﬁvmovm
: o] Horognrn

S ';’*' W A Ta mocaga ocodbu, xka J03BOIHIA
{ n Manoj Ku

Sign & Date / ITinmic/Mara:
30.12.2023

i If]'4 FLA ‘-‘h R kS *‘71 10

CIN LE5195APTIR2ARLIAN4507
wiww. drreddys.com

4000 2ﬂ99 Emal'




P Dr. Reddy's Lahoratories Ltd,
R ) 'Y ] Formulation Unit-6
Dr. eddy S L d Vill. Khol, Nalagarh Road, Baddi,
Distt. Selan, H.P., 173 205, INDIA

CERTIFICATE OF QUALITY ™ s
CEPTH®IKAT SIKOCTI www.drreddys.com

Page/ Crop.5of /36

Product: OSETRON, solution for injection, 2 mg/ml, 4 ml (Country of manufacturer: India
8 mg) in ampules NeS Kpaina-gapotuuk: Ingin
Opoaykr: OCETPOH® poszunn ana in’exuiii (2mr/ma) no 4
mJi {8 Mr), B amnyaax Ne 5

1 ml contains: Ondansetron hydrochloride equivalent
6 2 mg of Ondansetron

1 MU PO3YHHY MICTHTE! OHAAHCETPOHY THADOXAOPHAY
RBIBANEHTHO 2 MI OHIANCETPORY

[Batch / Cepls Ne: V230949 Batch Quantity / 06’em napril: 11008 Packs / ynakoeox
Analytiea] Report/ Ananitnuuuii 3eiv No: 890001704663  |Date of Analysis / laTa aocsiokenns: 30.12.2023
Date of Manufacture / ara Bupofinaursa; 11/2023 Date of Bxpiry / Tépmin npuaarooeri: 10/2026

Registration certificate / PeccTpaniiine nocrinuennn Ne:  (Valid till / Tiitcue no: unlimited / neoGvexennii
UA/4886/01/01

Order of MOH No: Ne1452 from 15.07.2021 / Haxka3s MO3 ¥kpaiuu Nel452 in 15.07.2021

[Size and type of the package / Posmip Ta THn naxyeanns: |4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blister's
eendition in a cardboard box with markings in English and
Ukrainian languages /

4 v (8 Mr) B aMmyni; no 5 amnya y 6nietepi; mo 1 Gnictepy B
KapTouBii Kopoflli 3 MADKYBAHHAM YKPATHCLKOK T2
AHTAIHCLKOK MOBAMI

r. Reddy s Laboratories Limited

Formulation Unit 6 Vill, Khol, Nalagarh Road, Baddi, Distt.
olan, H.P. 173 205, India., Ne MB/05/264

Mp. Penni’c JlaGopatopic JlimiTen

Bupobuu4a ainsunns — VI, ¢. Kxon, Hanarap poag, Gaaai,

gxpyr Conan, Ximauan Ipagem 173205, Inais

Hinéusin No MB/05/264

Name, address and numbers of the licences of manufactar
jand quality control / Hafimenysanusn, anpeca Ta nomep
niten3ii BUPOOHHKA TA KOHTPOMK RKOCTI:

WO BUTAAETLES, MII 3aABACHOT KINBKOCTI

11. | Clarity / [IposepicTs Complies / Binnmosinae The test solution opalescence should be no more
intense than the opalescence of reference
suspension solution — 1 (according to B.Ph.) /
OnanecueHuis npernapaTy He NOBHHHA OyTu
{HTCHCHBHINIOK  OMANecUeHUil eTanoHHOTOo

/m( posunHy cycnensil — 1 (y sigmosiznocti mo

a2\ | mumor Bput. ©.)

12. | Assay of sodinm chloride / 0. SQT'?/ 8%24 wWpehiT m\ 2 W 0.855% wiv — 0.945% wiv / Big 0.855% m/ob
KinpkicHe BM3HAYEHHA HATPLIO & " \uo 0.945% wm/ob
xnopay 3 "L’«:TIM )Ei
»1 = LAPFRT Py i
/S

Remarks: The product confirms to above spec1ﬁcatlonw_“, =" |Opinion: APPROVED
TipaMiTRa: TTR0aVKT BITnoRina¢ RUIIESATHAYERTH CI'IEUHIMK&IJI'I BHCHLBOK: TTHRUINTH
Tested by / Tectypag: Ambresh Kumar  |Document Checked by / Name and position of person authorizing the batch
[Tepesipup: Santosh Kumar release / Im’st Ta mocaga ocolu, AKa JO3BONHIA
: . Maurya (p pUITycK cepil: Manoj Kumar
: (Team Member- AQA) M

Sign & Date / Tligmac/JTara: Sign & Date / ITignuc/flata: TR BE T o fla W 1T
30.12.2023 30.12.2023

Regivier=qg Oftice: 8-2-337, Road Mo, 2, Banjara Hills, Hyder ~ ]

Tl ST G 4900 1900, Fox: +51 43 900 2929, Email’§ i T
G ES51954P1934P COOAS0T
wiww drraddys.com



P Dr. Reddy's Labaratories Lid.
? e Formulation Unit-6
DI'. Red dy S ‘-.. Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF QUALITY  '¢:*91 93366 56001-02
CEPTH®IKAT AKOCTI www.drreddys.com

Page/Crop.6of /3 6
Product: OSETRON, solution for injection, 2 mg/ml, 4 m! ‘l.Country of manufacturer: India

(8 mg) in ampules Ne5 Kpalaa-gEpobuek: [unia
[IpoaykT: QCETPOH® posunn aan i’ exuiit (2mr/mn) mo 4 ' '
paT (B8 MI), B ammysiax No 5

1 ml contains: Ondansetron hydrochloride equivalent

to 2 mg of Ondansetron

I MJI pO34YHHY MICTHTE: OHIAHCETPCHY FHAPOXJTOPULY
CKEIEAJIEHTHO 2 MI' OHAAHCETPOHY

Batch / Cepia No: V230949 .Batch Quantity / 06’em nmapTii: 11008 Packs / ynaxorok
Analytical Report / AnanitHannii 3ait Ne: 860001704663  [Date of Analysis / JaTa gocninaenns: 30.12.2023
Date of Manufacture / lata pupoduunTea: 11/2023 Date of Expiry / Tepmin npuaataocti: 10/2026

Registration certificate / PeecTpaniiine nocsiguenna Ne:  [Valid till / ificne go: unlimited / neofmemenmii
UA/4886/01/01
Order of MOH No: Ne1452 from 15.07.2021 / Hakaz MO3 Ykpaiuu Nel452 Big 15.07.2021

Size and type of the package / Posmip Ta tan naxyeansa: [4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blister's
eondition in a cardboard box with markings in English and
[Ukrainian languages /

4 M1 (8 mr) & amnyai; mo 5 amnyn y Gaicrepi; mo 1 GaicTepy B
Ila__capTOHHiﬁ KOpob0i 3 MADKYBAHHAM YKPATHCLKOO TA

ArJilchKR0K MOBAMH
Name, address and numbers of the licences of manufactireDr. Reddy's Laboratories Limited
and quality control / HaiiMeRyBaHH4, afpeca Ta HOMep ‘grmilation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
nineHsii BHpoBHHKA T2 KOHTPOMIO AKOCTI! yolan, H.P. 173 205, India., Ne MB/05/264
Ip. Penai’c JlaGopaTopic JlimiTen

wpobarva Aineaaos — VI, ¢. Kxon, Hanarap poan, baaai,
kpyr Conan, Ximauan Ilpagemn 173205, Tuain
imerzia Ne MB/5/264

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of produet has
been manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the lecal Regulatory Authority and with the specifications in the Marketing Authorisation of the importing
country or product specnﬁcatlon file for Invest;gahonalMedlcmal Products. The batch processing, packaging and analysis records

A ATyIoL h’lb BH aﬂeHa indopmartin cnpaexua i Touna. 11 cepis mpoaykry
?fmhﬁbfha\{ﬁi% {pxy AKOCTI Ha BUlle 3rafaHoMy caifti (ax) y nNOBHIH
BiAMIOBimHOCTI 3 BuMoramu GMP wi

OW !' 07;5" 1y 1 pigneeigHo Jo cneludikauiff, mo MicTaThcd B
peecTpaliliHoMy nOCkE / TOPromii i aii epw y IOChE cneumpikaui'i’ TPONYKTY JyiA NOCHANKYBAHIX

nigapcekux 3acofie, JlokymenTn no obp @ ynaKOBLu Ta auaqﬁ%f &a) W NEpernaHyTi Ta BCTaHOBNeHo Binnosizgnicte GMP.”

Jeknapauia npo ceprudikamio: “Ll
Oylla BHTOTOBICHA, BKAKYAKYH YIAK

Sy

J\j 181323

+ }“Hu | ‘ \‘/—
Remarks: The product confirms to above specifications pinion: APPROVED
IIpumiTia: [IponykT pinnoBinae BHINe3a3HaueHil cnemudikanii HcHopok: IloroauTH
Tested by / Tectysae; Ambresh Kumar  {Document Checked by / IName and position of person authorizing the batch
[Meperipue: Santosh Kumar release / IM°4 Ta mocaga ocobH, AKa I03RONHMNA
Maurya @ punyck cepil: Manoj Kumar
(Team Member- AQA) / :
Sign & Date / Tligmuc/ [ara: Sign & Date / IMianuc//larta: L RRET o1 gRg
30.12.2023 30.12.2023

Rogisiared Office: 8-2-337, Road No. 3, Banjara Hills, Hyder®

Tel: 497 40 1900 2900, Fax; <91 40 4900} 2999, Emai.?g v
CIN: LB5195aP1984PLC00AS07 ¥ fo Savyg
ww.drreddys.com ¥ nal"d .-"'




NEPKABHA CJIYXKEBA 3 JIKAPCHLKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHiBCBKIA OBJIACTI

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

BHCHOBOK
Npo AKiCTHL BBE3¢HOI0 B YKpaiHy JikapchbKoro 3acody

02.08.2024 Ne 31896/24/10

OCETPOH®

(HaHMeHYRAHHA MiKapCLEOTo 3aco6y 2riTHO 2 peccTpaliiHHM IOCBITICHHAM)
PO3YHH A iH'€kmii, 2 Mr/mua; no 4 ma (8 Mr) B aMmnyird; mo 5 amnya y oaicrepi; no 1 daicrepy
B KapToHHiH Kopodmi

(topMa EHITyCKY, 10ZYBAHHSA, RH]] IAKYRAHA JIKAPCLKOTO 2acoby)
Howmep peectpaniiinoro noceimacraa UA/4886/01/01 cipok nii peectpaniitnoro noceimuenns 01.01.2099
Cepin nikapcekoro 3acoby Ne V240323 KimukicTh BBe3eHOTO JiKapehkoro 3acoby 6400

BrpoSHHEK JI-p Peqni'c JTa6oparopic Jlimiten, Injia

(HaliMeHYBaHHA BHPOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOX0MEHHA)

Brezeno B Yxpainy ToBaprCTBO 3 00Mexenolo BinnmoBinaasnictio "Jp. Penai’c
JlabopaTopiz", inenr. xox: 37560808

(BafiMeRyBaHHA Ta KoJ 3a €JIPIIOY oprAETHOI ocoSH abo NpisBHINE, iM'A, Do GaThkoBi (izErTHO]
ocobH - mianpHeMna, 1i Miclie TPOXKHBAHNHA T peccTpanifinyi HoMep 0GNiKORO] KAPTKH IIIATHHKA
IOJATKIB a0 cepid Ta HOMEp TacHopTa)

Ipotokoen Bizyannaoroe xeaTpoo Bix 27.06.2024 Na 1820/2.
JlaGopaTopHuii aHATIZ AKOCTL MKAPCHKOTO 3aco0y 3ificHCHHIL

JlaGopatopis 3 KOHTpoIo AkocT] mKapcekkuXx 3aco6ie TOB "JIOBPOBY T-JIIKWIAB" (M. KuiB,
By HoBropox-Cisepcenka, 6y.3, HEXHTIIOBL IPUMIIEHHS 92)

(HaliMeHyBaHHA TAa MicIe3HAXOKECHHA TaGopaTopil, INo NpoBelAa Na6opaTOPHAH aHATI3 AKGCTL)

BHCHOBOK MO0 AKOCTI MiKapchLKOro 3aco8y, BHanHaiH naboparopicio six 01.08.2024 No 1063-24
PesynmbTaTH 1ab0opaTopHOTO aHANI3Y AKOCTL JiKAPCEKOTO - el fieperIp HoKazHHKaMH BiIIOBIa0TH

BHMOTaM METOJIB KOHTPOIIO AKOCTL (AHANITHIHO-HOPMRPARHG nq{xweﬂfm.@

N
(P] h,

,’LUH.\'\H'_H'HB \\)ﬁ
3a pe3yIRTATAMH JICPAKABHOTO KOHTPOIK BCTRESRISHPT ﬁ( ] Mﬂ&) aci6 sneco 5 Yapa 3
= 1V =
MOTPHMAHHAM BUMOT 33aKOHOJABCTBA MO0 348 C g aiHy




Dr. Reddy's Laboratories td,
Formulation Unit-6

..
Dr.Red dY’S ‘..... Vill. Khol, Nalagarh Road, Badigi,

Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF QUALITY www.drreddys.com

CEPTH®IKAT AKOCTI
Page/Crop.1of /a2 g

roduet: OSETRON, solution for injection, 2 mg/ml, 4 ml [Country of manufacturer: India
(8 mg) in ampules oS Kpatna-pupobume Ingis
Ipoayky: OCETPOR® posuud ans in’ekuif (Zmr/mn) no 4
M (8 mr), B amnynax Ne §
ml contains: Ondansetron hydrochloride equivalent
6 2 mg of Ondansetron
1 M1 pO3YHHY MICTHTL: OHIAHCETPOHY THAPOXAOPHAY
EKRIBANENTTH0. 2 MU OHARICETPONY

ateh / Cepin No: V240323 . IBateh Quantlty/ 06'em napril: 10080 Packs f_y'llalconqk
Analytical Repart / Ananinuunnit ssiv Ne: 890001737069 Date of Analysls / Jlata pocnigmenns: 31.05.2024
Date of Manufacture / Java sapobonurea: 05/2024 Date of Expiry / Tepmin npunaraocti: 04/2027

egistriition certificate / Peectpauiiine mocainuenms No:  [Valid till / Xjitese ao: unlimited / neoGmentermit
lefﬂl .

Drdzr of MOH No: Ne1452 from 15.07.2021 / Haxas MO3 Yxpalsn N1452 pin 15.07.2021

and type of the package / Po3mip Ta Tun naxyeanns: |4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blister's
nditlon in a cardboard box with markings in English and
Ukraintan languages /

4 »ut (8 Mr) B ammyni; mo S ammyJ1 y Gatierepi; no 1 Gnicrepy B
KApTOREiH kopoboi 3 MADKYBAHHAM YKpATHCLKOIO TA
igCAlfick KoK MOBAME

D, Reddy's Laborstories Limited

‘ormulation Unit 6 Vill, Khol, Nalagarh Road, Baddi, Distt.
olan, H.P. 173 205, India., Ns MNB/05/264

Jtp. Penai’c JlaGopavopic Jimirex

BupoGiuua aineumus — VI, ¢. Kxonr, Henarap poan, Bami,
ipyr Conan, Ximauan Ipagew 173205, Ingin

inéntin Ne MNB/05/264

Name, address and numbers of the licences-of manufac
and quality control / HaitMenypanus, agpeca Ta Homep
ninensii BAPOOHHKA TA KOHTPOJI SKOCT:

| Ne ) Test / Tecr Result/ Pe3ynbTaTh Specification / Cneundirauin

1. | Description / 3oBailHii BHrIAN Clear colorless solution, | Ciear colorless solution, practically free of
practically free of particles /| particles / Ilposopuit GesGapeHHE posunu
IMposoprii Ge3BGaprruit posuun | npakTHIHO BLTREAMI Big TacTok

[PAKTHYHO BiMLHHIE BiT YacToK

2, | Identification Complies / Bignosinae The retention time of the principal peak in test
{by HPLC) / Inerradixaniz solution chromatogram, obtained in Assay
(meTon BEPX) should correspond to the retention time of the

prncipal peak in  standard  solution
\ / Yac YIpMMYBAHHA OCHOBHOTO
A e” mpolsaTorpaMi  BHNpOGOBYB2HOTO
_/p@w[lqﬂ mﬁ iayoi npu  kinbRicHOMY
B H@‘{qlfﬁl”n; h(ae\ Binnoninanl Jacy
BHOTO miky HA

Remarks: The product confirms to above specifications
ITpamiTica; [TpoAykT BinoRigae BHINEsa3sHaveHil coeludikanii

Tested by / Tecrypas: Suntosh Kumar Dacument Chiscked by / i authorizing the batch
Maurya ::E ! [epedipus: Pardsep Kiiniar 1} ocoﬁu, sKa O3BONMIA

Sign & Date / [lignuc/Iata: |Stgz & Date / Mizouc/Mara:

31.05.2024 31.05.2024

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hyderabad Se0aaid MM o
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: malirr MRS
CIN: L85195AP1954PLC00A507 ¥ i
www.drreddys.com




Dr. Reddy's Laboratories Ltd,

L X3 ; ;
; by Farmulatien Unit-6
Dr. Reddy S ‘_.. Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CEPTH‘DH(AT HI{O CTI

Page/Crop.20f /3 6

Prodict: OSETRON, solution for injection, 2 mg/m), 4 ml [Country of manufacturer: India
8 mg) in ampules K, '] Kpalira-eupobamic: [unis
Mpoayxr: OCETPOH® pozuun ana in’exuiit (2mr/mn) o 4
1n (8 Mr), B ammynax No 5
1 ml contains: Ondansetron hydrochloride equivalent
2 mg of Ondansetron
MA pOIUHHY MICTUTL: 0HAGHCETPOHY FHAPOLIOPHAY
KBIRANCHTHO 2 MI OHJAHLCTRONY

Batch / Cépin No: V240323 [Batch Quantity / 06'em naprit: 10080 Packs / ynaiconok
Analytical Report / Ananituysuii anit Ne: 890001737069 Date of Analysis / Ravas pocnimienna: 31.05.2024
Date of Manufacture //lava aupoGunnraa: 052024 [Date of Expiry / Tepmint spuaaTsocti: 04/2027

[Registration certificate / Peccrpaniiine moceiguenns M:  |Valid till / Tifkcue go: unlimited / HeoBmesennii
UA/4836/01/01

Order of MOH No: Nel452 from 15.07.2021 / Haxaa MO3 Yikpaiau Nal452 min 15.07.2021

[Size and type of the package / Posmip Ta THn nakysasns: |4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blister's
ndition in a cardboard hox with markings in English and
raininn languages /

4 ma (8 M) B ammyai; no 5 amnys y Gaicrepi; ne 1 Snicrepy B
prosHiif Kopodui 3 MapryBaHHaM YEpaTHCLKOI0 Ta
AHTAITiChI010 MOBAMH

Name, address and numbers of the licences of mapufactur
and quality control / Halimenypanns, agpeca Ta Homep
nisess BHPOGHH KA Ta KOHTPOTIO AKOCTI:

¥, Reddy™s Laboratories Limited

Formulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
olgin, HLP. 173 205, India., No MINB/05/264

p. Pexni’c JaGoparopic Jimiren

BupoGauya alteuuna — VI, c. Kxont, Hanarap poaa, Bagai,

"'lcpyr Conau, Xinayan Ipagew 173205, Iuzis

Tiixesvin Ne MNB/05/164

XpOMATOrpAMI CTAHEPTHOIO PO3YHRY
3. | Bacterial endotoxins <=2 4EUf/mg / EQ/Mr NMT 9.9 units of endotoxin USP for 1 mg of
{ BaKTepiansHi cHIOTOKCHHY Ondansetron hydrochlom-ie‘!' He 6imewe 9.9 EC
engoTokcHHy USP Ha MilzirpaM CHAGHCETPOHY
THAPOXJIOPHLY
4. | pH/pH 34 5 | Ezenr3.3404.0 /Bin 3.3 10 4.0
5. | Particulate matter / Poamip wacTok [t 5,0
a) > 10 pm/ 2 10 Muc4 09 Cont. / xonTeiirep 1/ah i‘,NMT WK cles in a container / He
; ra BIFE y KORTEeRHED]
b)  225um/>25 M Joxy TS XY
\r
00 Cont, / kouTetiRep J B;BLEI ﬁoq cles in a container / e
innme 600 v/koHTeliHEpi
6. | Limit of ondangetron related 1 0.04 % NMT 0.12% f Hefﬁr me 0.12%
compaund D "“ Ma*a ............ + Lt \\
Remarks: The product confirms to above specifications ' iaion @PRQ?ED
Ilpuuima IIpoaykT :ninnosinae BHINE3azHAuCHI coelmbikanii : OTOAHTH
L'ested by / 'l'ectysae: Santosh K Document Checked by / ame and pusmon of person authorlzing the bach
Maurya [eperipne: Pardeep Kumar ascl Im’a Ta [ocana ocoﬁn, KA nosnomma
Sign & Date / Elianuc//Tara; Sign & Date / TTigmuc/Jara:
31.05.2024 31.05.2024

Registerad Office: 8-2-337, Road MNo. 3, Benjara Hills, Hyrderabad Rsged)
Tel: +91 40 4900 2500, Fax: +91 40 4300 2999, Ernail: ma Rk
CIN: L85195AP1984PLC004507  §
www.dreddys.com




Dr. Reddy's Laboratories Ltg,
Formulation Unit-6

L A
Dr.Reddy’s “.. Vill-Khol, Nalagath Road, Badi,

Distt. Solan, H.P, 173 205, INDIA
Tet : +91 98166 56001-02
CERTIFICATE OF QUALITY www.drreddys.com
CEPTH®IKAT JKOCTL

Page/Crop.3of /3 6

roduct: OSETRON, solution for injection, 2 mg/ml, 4 ml [Country of manufactorer: India
8 mg) in ampules 35 Kpaiwa-supobunic; Ingia
TROAYRY: OCETPOH‘ PO3YHH ANA iF’exui# (2mr/mna) no 4
1 (8 mMr), B amnynax N 5
1 ml contains: Ondansetron hydrechioride equivalent
fo 2 mg of Ondansetron
1 M po3YHHY MICTHTE! OHAANCETPOHY THAPOXIOPKAY
kexninaaenTHO 2 MI” QRABHCCTPORY

Batch / Cépin Ne: V240323 Batch Quanfity / O6’cm naprif: 10080 Packs / ynaxkonowk
Analytical Report / AnaniTaunuii ssiv Ne: 890001737069 Date of Annlysis / Nata gocnteius: 31.05.2024
Dato of Manufacture / ava sepobumuraa: U5/2024 Date of Expiry / Tepatist npnaavuocri: 04/2027

Registrution certificate / Peccrpanifine noceizuenss Xe: ~ [Vafid ill / litiene no: unlimited / neoGmexcennii
UA/4886/01/01
Order of MOH No: Ne1452 from 15.07.2021 / Haia3 MO3 Ykpafan Ne1452 Big 15.07,2021

ISize and type of the package / Posmip Ta TUn naxypannst: |4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blister's
‘onditicn in a cardboard box with markings in English and
Jkrainian langnages /

m (8 mMr) B amyni; mo 5 amnyn y Goicrepi; no 1 Gnicrepy B
proqHiit kopofni 3 MapKyBaHBSM YRPATHCEKOIO T2
1Al cs KO MOBAMH

r. Reddys Laboratories Limited

?ormulation Unit 6 Vill, Khol, Nalagarh Road, Baddi, Distt.
olan, H.P. 173 205, India., Ns MNB/05/264

p. Peasi’c JIaﬁupa'ropic JimiTen

Bupotiasma alneaiua — VI, ¢, Kxon, Hanarap poaa, Baazi,
kpyr Conan, Ximavan Hpanem 173205, Inpist

Name, address and numbers of the licences of mannfactu.
and quality control / HaliMeHyBaHHf, 8APECa T4 HOMED
L 7ineH3ii BUpOGHHKA TA KOHTPOAO AKOCT:

JHiirensist Ne MNB/05/264
OHIAHCETPOHY CYITYTHBOT
JoMimku D
7. | Chromatographic purity /
Xpomarorpadiysa yacToTA
a) The largest individual a) NMT 0.20% / ne 6inswie 0.20%
compound / HaliGinsma
iHguBigyansHa KoMilika
b) Total compounds (including b) NMT 0.50% / He Ginpmre 0.50%
ondansetron related compound D,
%) / cyMH BCiX AOMIIIOK
{PXnrouaIONH OHAAHCETPOHY
CYIyTHIO JoMilTky D, %) .
8. | Sterility / CTepunsHicTs omh& Bi onw.ae /| Should correspond to US Ph.: should be stetile /
l 8 / 3 Mae pianorinare sumoram @. CI1A: mac ByTH
\C” Ba M ;
“Remarks: The product confirms to above specifications ——— IOplnion: APPROVED
Tpumirka: [IpoaykT Bianosinae ButezazHaucHiH eneuudixanii BucHosox: [loroquTy
Tested by / Tectysas: Santosh Kumar Document Checked by / ame and position of person authorizing the batch
Maurya @_ Tlepesipiss: Pardeep Kumar lcasu f IM‘x Ta nocaya ocob, AKka JosBONATA
Sign & Date / ITigmuc/Tara: Sign & Date / TTigmuc/Nara:
31.05.2024 31.05.2024

Pegistered Office: 8-2-337, Road No. 3, Ban[ara Hills, HyderabadREp60 :
Tel: +91 40 4900 2200, Fax: +911 40 4300 2999, Email: matmiis R chs
CIN: L85195AP1S84FLCD0AST7 9

wwav.drreddys.com




Dr. Reddy's Laboratories Ltd,
Farmulation Unit-6

@
Dr. Reddy’s "... Vill. Khol, Natagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDj4,
Tel : +91 981466 56001-02
CERTIFICATE OF QUALITY www.drreddys.com
CEPTH®IKAT AKOCTI

Page/Crop.d40of /36

roduct; OSETRON, solation for injection, 2 mg/ml, 4 mi I_C_r.-u_n_try of manufacturer: India
mg) in ampules NS Kpatia-enpobuuk: Inmis
poaysT: OCETPOH® potuwn A/ts in’exuili (2mr/mu) mo 4
(8 mr), B amMnynax N 5 |
1 ml contains: Ondansetron hydrochloride equivalent
to 2 mg of Ondansetron
1 Ma po3YBAY MiCTHTE: OHJAHCETPORY THAPOXJIOPHAY
kruipagenTie 2 Mr onRdliceTpoiry

Batch / Cepis Ne: V240323 _ [Bateh Quantity / 06 em napyil; 10080 Packs / YIAKOBOK
Analytieal Report / Amaniruunudl ssit No: 890001737069 [Date of Analysts / lara zoenigmenus: 31.05.2024
Date of Manufacture / Hata.supobuuurea: (52024 Date of Expiry / Fepaiin nptazraoeri: 04/2027

: -ation certificate / Pecerpaniitie mocsixienna Ne:  [Valid till / Mificke po: unlimited / neoOyesennii
JUA/MA4886/01/01

iOrder of MOH No: Ne1452 from 15.07.2021 / Hakas MO3 Yikpalun N1452 sin 15.07.2021

[Size and type of the package / Po3mip Ta Tun nakysanys: |4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blister's
ondition in a cardboard box with markings in English and
-aieian languages /

ma (8 mMr) B amayni; mo S amnya y Gaicrepi; o 1 Gnicrepy B
pTOHHil xopobui 3 MADKYEaHRAM YKPATHCLKOI TA
HITHCHKOH0 MOBAMH

. Reddy's Laboratories Limited

rmuilstien Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
slan, H.P. 173 205, India., Na MNB/05/264

. Peaai’c JlaGoparopic JlimiTea

Bapobuuua aimsuuns — VI, ¢. Kxon, Hajarap poag, Banxl,
oxpyr Conau, Xivavwan Ilpagem 173205, Inpia

Tinensin Ne MINB/05/264

Name, address and numbers of the licences of manufactar
and quality control / HalimenysaHHS, aapeca Ta HoMep
rigensil BipoGHHUKS TA KOHTPOIIO AKOCTI:

| [ [ creprnbEEM

—Z. 105, { Big 1.90 Mr/Mn no

"8, | Assay: each 1 ml of the solution | 2.02 mg/Mr 1.997

contains ondansetron M 1A
hydrochloride, equivalent to TOKY MEHTI B\%
ondansetron (in terms of 4 -
CsHsN30) / Kinexicae " E qﬁl M

3 & g |
BUSHAYCHHI:

KOWSH MT pO3YHHY OHAAHCETPOHY

THOPOXJIOPHAY, eKBiBANeHTHO \
OHMICERTPOHY (B ICpEpaxyHKy Ha \;\l 8 ,-‘\/\ N
ongasEceTpod CigH1sN:0) =iBa M)
10. | Extractable volume, ml / O6’em, 4.0 ml/mn Not less than the stated gquantity / He menme
| Remarks: The product confirms to above specifications pinion: APPROVEDN
DpamiTKa: IpoaykT Binnoeiaae BHINesasHaueHil cnewuixayiy Bucnorox: Iorogura
Tested by / TecTyRas: Santosh Kumar Dotiment Checked by / amne and position of person authorizing the batch
Maurya [Mepesipyn; Pardeep Kumar elease / Im'a Ta mocaza ocoBn,.AXa R03BONANA
@_ unyex cepil: Pavan -.: g,
' Qf’*- = (Team M VA P
; _ - _ JipLiHe o
Sign & Date / IMTigmnc/Tata: Sign & Date / ITigmec/ara: Si i -
31.05.2024 31.05.2024 31 i
L] x og
2o Gl e
Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderaba 5@ BOPAT J _;:',’ :,
Tel; 491 40 4800 2200, Fax: +91 40 4300 2999, Email; m 008 FXS
CIN: L85195AP1584PLC004507 o .,o‘.?*
wiwww.drreddys.com 290, hasy




Dr. Reddy's Laborateries Ltd.
Formulation Unit-6

: @
’ P Viil. Khol, Nalagarh Road, Baddi,
Dr. Reddy S ‘-_o Distt. Solan, H.f,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF QUALITY  www.dreddys.com
CEPTUMIKAT SKOCTI

Page /Crop.50f /3 6

Product: OSETRON, solution for injection, 2 mg/ml, 4 ml [Country of manufacturer: India

8 mg) in ampules Ne5 Kpaina-sipobusk: Injis
Mposysr: OCETPOH® posuun ans in’exuiff (Zmr/mn) mo 4

0 (8 mr), B amnynax No 5
1 mi contains: Ondanseiron hydrochloride equivalent
ito 2 mg of Ondansetron
1 MA po3uHY MICTHTE: OHIAHCETPONRY THAPOXTOPHAY
[EKBiBaJEHTHO 2 ML ORARTICCTPOHY

IBatch / Cepia No: V240323 [Batch Quantity / 06em naprii: 10080 Packs / ynakosaw
[Analytical Report / Auasirnanuii 3giv No: 890001737069 [Date of Analysis / Bava nocainmenns: 31.05.2024
Date of Manufacture / Java snepobudirea: 95/2024 ate of Exphry / Tépmin npugaraocti: 04/2027

Registration cerfificate / PeccTpauiiine nocrigitenna Ne: Valid till / Hikicre ao: unlimited / neafimenennit -
UA/4886/01/01

Order of MOX No: Nel452 from 15.07.2021 / Haxaz MO3 Vicpatuu N'1452 Bin 15.07.2021

KSize and type of the package / Poimip Ta THn nakysauns: {4 ml (8 mg) in ampuiles to 5 ampules in a blister; 1 blister's
ondition in a cardboard box with markmgs in English and
ainian languages /
ma (8 Mr) B amnyJti; 0o 5 amnyn y 6nicrepi; mo 1 GnicTepy B
pronmiil kopobui 3 MAPKYBAHHAM YKPaiHCEKOK T2
uriiticnkow Mosamu

Name, address and numbers of the licences of manufacture{Dr. Reddy's Laboratories Limited
Jand quality control / Hatimenysanus, anpeca Ta HOMep ormulation Unit & Vill. Khol, Nalagarh Road, Baddi, Distt,
nimenzil BHpOSNHKA T3 KOHTPOIIO AKOCTi: olan, H.P. 173 205, India., \o MNB/05/264
p- Peani’e JlaGopavopic Jimiren
Bupotuusa ginsunnn — VI, c. Kxon, Hanarap poaa, Baui,
kpyr Conai, Ximauan Ipaaew 173205, Iupia

inendig Noe MNB/05/264
IO BHTATAETHCH, MA sagBAEHOT KiLKOCTI
11. | Clarity / ITpo3opicTs Complies / Bianoeipae The test solution opalescence should be no more

intense than the opalescence of reference
suspension solution — 1 (according to B.Ph.) /
OnanecueHuix npemapary He MOBHMHHA OyTH
inTeHCHBHilIOI omnanecueHnii  ETANOHHOTC
posunHy cycnemsii — I (y siamosigHoeTi no
sumor Bput. @.)

12. | Assay of sodium chloride / 0.865 wfv /0.865 M/o6 0.855% wiv — 0.945% w/v / Bin 0.855% w/0f
KintkicHe BrsHa4eHHA HaTpio a0 0.945% m/ob
XIOPHIY

Remarks: The product confirmz to above specificati 78 i ; ioq: APPROVED
Hpumirica: Tlpogyxt sinnosizae erinesasHasenil cadufpicaml o k: Horogurv

pusitivu uf peisun aullnising the batch
n Ta mocaga oco6u, SKa JO3ROJIHNA
P 7

‘'ested by / | ecTyBaB: Saditogh Kimar

(Maurya. E lea
g: UI/CE)

easgf) '

Sign & Date / Ilianuc//Tara; Sign & Date / Tan. “‘T e
31.05.2024 31.05.2024 %

Registerad Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabaog
Tel: +91 40 4900 2900, Fax: +91 4Q 4500 2999, Emall: m R
CIN: L851954P1554FLCA0A507 '

www.drreddys.com




Dr.Reddy’s “:‘.

CERTIFICATE OF QUALITY

Dr. Reddy's Laboratories Ltd,
Formulaticn Unit-6

vill, Khol, Nalagarh Road, Badd;i,
Distt. 3olan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTH®OIKAT SIKOCTI

Page./ Cyop.6of /2 6

8 mg) in ampules Na5

[Tpoayxr: OCETPOH® posyun aas in’ exuili (2mr/mn) no
n (8 mr), B amoynax Ne 5

11 ml contains: Ondansetron hydrochloride equivalent

to 2 mg of Ondansetron

1 M2l pOIUMHY MICTHTB: OHAAHCETPOHY FTHIPOXIOPHIY
lexpipateHTIO 2 MC DHASHCETPORY

Kpaina-snpobuns: Innin

Produc! OSETRON, sclution for injection, 2 mg/ml, 4 mi JCountn of manufacturer; India

[Batch / Cepia Ne: V240323

[Batch Quantity / 06 cu napril: 10080 Packs / ynacosok

[Analytica! Report / AnaniTnynuii 3sit No: 820001737069

Date of Analysis / Jata gocnigmenss: 31.05.2024

Date of Manufacture / JaTa supobannrea: 05/2024

Date of Expiry / Tepmin npuaarsocti: 04/2027

Registration certificate / PeecTpaniiine noceinyenna Net  |Valid GIL/ Miicue ro: unliniited / HeoGmexen il

UA/4886/01/01

Order of MOH No: N\e1452 from 15.07.2021 / Haxaz MO3 Yxpaina Ne1452 gig 15.07.2021

Fize and type of the package / Poamip Ta Tn naxysanss: |4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blister's
condition in a cardboard box with markings in English and

inian languages /

s (8 Mr) B ammyai; no 5 amnyn y dnicTepi; mo 1 6xicrepy B

profitifi kopoGui 3 Maprysanuam yKpalHCbKO0 Ta

RITAINCLKOI0 MOBAME

Name, address and numbers of the licences of manufacturéiDr. Reddy's Laboratories Limited

and quality control / HaltmenyBsanus, agpeca Ta RoMep 'ormulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
Ainensil BHPOGHIKA TA ROHTPO/IIC AKOCTI: Selan, H.P. 173 205, India., }o MNB/05/264

Ap. Peani’c JlaGoparopic JlimiTen

Bupobuiraa aineunus — VI, ¢. Kxon, Hanarap poax, Baaxi,
xpyr Conan, Ximauan IMpazew 173205, Iuain

ineuzia N MNB/05/264

Declaration of certification: “I hereby certify that the above information is anthentic and accurate. This baich 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 importing
couniry or product spec1ﬁcauon file for Inveet:gatlonal Medwmal Products. The batch processing, packaging and analysis records
were reviewed and found to be in compliance with G

Hexnapauia npo ceprigirauito; “LlpM 3acBiadyio, WO BHINEBEKIafeHa indopmauis cupasxaa i Tousa. Lla cepig NPOAYKTY
Gyna BHrOTOB/EH3, BKIIOYAIOTH YMAKOBKY/MADKYBAHHT TA NEPERIPKY AKOCTL HA BHIIE 3IrajlaHOMY cafiti (ax) y MOBHiM
mnnosmxocn 3 BHMOTaMH GMP mcuenom Pcnmumpnm oprady i1 Bipnmosimxo ,no cnel.mqm{amﬁ, mp MICTATECA B

Renmbiksii_NpoayKTy And SOCHIIAKYRAHHX

A BETS 2o signosiguicts GMP.”
"‘\’}, RN

' nad \’r,\
JTOKYME HTIB

Remarks: The product confirms to above specifications
Ipnmirka: Mponykr sianosigae suulesasnavenitt coenmpdixanil

&Eﬂ»ﬁ@#ﬁ ED | - 3 )/
\ worok: loromn®i/ 3

"Tested by / Tecrysun: Sanlosh Kumar Doeument Checked Ly / ah{s;a.ml pusntmn of pers authorizing tho batch
Meurya d" [Tepenipus: Pardecp Kumar N ease@ﬂmmm cobH, fKa AO3BONKIA
L ol : iR  Kumar i
Qi—/”’ ! Aol /.
Sign & Date / TTignnc/Jara: Sign & Date / I[Tinnuac/fara:
31.05.2024 31.05.2024

CIN; L85195AP1584PLCOD4507
wnwLdrreddys.com




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 AKiCTHL BBE3¢HOI0 B YKpaiHy JikapchbKoro 3acody

03.11.2023 Ne 50064/23/10

OCETPOH®

(HaHMeHYRAHHA IiKapCLEOTo 3acofy 2riTHO 2 peccTpaniiHHM NOCBIICHHAM)
PO3YHH A iH'€kmii, 2 Mr/mua;noe 4 ma (8 Mr) B aMnyJr; o 5 amnya y Gaicrepi; nmo 1 daicrepy
B KapTOHHiH Kopodmi

(topMa EHITyCKY, 103YBAHHSA, RH] HAKYBAHHA JKAPCEKOTC 32coby)
Howmep peectpaniiinoro noceimacras UA/4886/01/01 cipok gii peectpaniitnoro noceimuenss 01.01.2099
Cepin nikapchkoro 3aco6y Ne V230617 KimLKicTh BBE3€HOTO JiKapchKkoro 3acoby 64

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 oprAETHOI ocoSH aGo NpisBHINE, iM'd, To GATRKOEI dizHIHOL
ocobH - mianpHeMna, 1i Miclie TPOXKHBAHHA Ta peccTpanifinyi HoMep 0GNiKORO] KAPTKH IIIATHHKA
IOJATKIB a0 cepid Ta HOMEp TacHopTa)

Ipotokoen Bizsyannaoroe xearpomo Bix 13.10.2023 N 3213/1.
JlaGopaTopHuii aHATIZ AKOCTL MKAPCEKOTO 3acoly 3MificHEHHEH:

JlaGopartopis ¢apmakoneiinoro anamizy JII1 "Ykpaincbkui HaykoBHH dapMakoneHHM IeHTP

AKOCTI JTIKAPCHKHX 3aco01B” (M Xapkis, ByJI AcrtpoHOMIdHa, 33)

2; s-23GopaTopil, I MpoRela NabopaTOPHAH aHATI3 AKGCTL)
dm“““f“ 2N\

BHCHOBOK IO/I0 AKOCTI JIIKAPCHKO, /"4 » 6y, g}qgﬂnﬂﬁ\ﬂ@é URaTopicIo Bu( 02.11.2023 Ne 684/ 73423

Pe3ynnTaTH Jlaﬁopa'ropﬂoro aBams;: qu’[wméﬁf;ck}l&ﬁjé =-"-

7
2 5N ﬂf OHIAPEHKO

'ulanu Ta [IPiIBHIIE)




Dr.Reddy’s €3¢

CERTIFICATE OF QUALITY

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarb Road, Baddi,
Distt. Solan, H.R., 173 205, INDIA,
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHDIKAT SKOCTI

Page/Crop.1of /36

[Product: OSETRON, solution for injection, 2 mg/ml, 4 ml
(8 mg) in ampules Ne5

[paayxT: OCETPOH® po3unn ans in’exuiii (2mr/min) no
(v (8 M), B ammynax Ne 5

1 ml contains: Ondansetron hydrochloride eqmivalent

to 2 mg of Ondansetron

1 MN pO3YHHY MICTHTE: OHJAHCETPOHY THAPOXIOPUAY
PRBIBAIICHTHO 2 MI ORAAHCETPORY

)

Couniry of manufacturex: India
Kpaina-gupobumx: Ingis

Batch / Cepin No: V230617

Batch Quantity / 06’em papTil: 12500 Packs / ynakogox

Analytical Report/ AnaniTuanmuii 3pir Ne: 890001685537

Date of Analysis / aTa nocnipkennsa: 31.08.2023

Date of Manufacture / TaTa supobunrrea; 08/2023

Date of Expiry / Tepmin npugarnocti: 07/2026

Registration certificate / Peecrpauiiine nocsiguennsn Ne:
JA/4886/01/01

Valid till / iiicne po: unlimited / neobmexennit

Order of MOH No: Neld452 from 15.07.2021 / Hacaz MQO3

Yxpaluu Ne1452 ein 15.07.2021

{Size and type of the package / Po3mip Ta THN naKyBaHHA:

4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blister's
condition in a cardboard box with markings in English and
Jkrainian languages /

E‘ ma (8 Mr) B amnyi; no 5 amnyn y Gaicrepi; mo 1 Guicrepy B
Ka

PTOHHIH Kopoebui 3 MADKYBAHHSM YKPATHCEKOIO TA
IHINiHCHKO0I0 MOBAMH

Name, address and numbers of the licences of manufacture
and quality control / HaliMeHYBaAHHA, Alpeca TA HOMED
siirenail BHpoOHHKA TA KOHTPOJIIO SAKOCTI:

Dr. Reddy's Laboratories Limited

‘ormulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
olan, H.P. 173 205, India., N0 MB/05/264

[p. Peani’c JIabopatopic JlimiTen

Bapobauna ginpHuus — VI, ¢, Kxon, Hanarap poan, Baani,
xpyr Conan, Ximauan Ilpanewr 173205, Inpia

Mivenzig Ne MB/05/264

. Ne Test / Teet Result / Pe3yneTaTH Specification / Cienuikania
1. | Description / 3oeriwmiii BUrIsEa Clear colorless solution, | Clear colorless solution, practically free of

particles / TIlpozopuli 6esfapeHEli pozumH

practically free of particles /
IIposzopuit 6e3bapeHuit posyHH
TpaKTHYIHO BiNbHHHA Bl HACTOK

NPaKTHIHO BinEHHM BiX yacToK

Identification
(by HPLC) / InenTndixaria
{MeTong BEPX)

Complies / Bignosinae

The retention time of the principal peak in test
solution chromatogram, obtained in Assay
should correspond to the retention time of the
principal peak in  standard  solution
chromatogram / Uac yTpUMyRaHH4 OCHOBHOTO

K"‘t‘ﬁifp 3 miky Ha XxpoMaTtorpaMi BHOpoOOBYBAHOTO
“o‘ i posuHHY, oTpuMaHoi TpH KinbKicHOMY
S JTOKY MEHTIB > BHBZHAYEHH], Maec B1ATOBIZATH qacy
I ' ‘\'g.\ YTPHMYBaHHS OCHOBHOTO miky Ha
:"3 i l: a n M } ":'.Jlli XPOMATOTPAMi CTAHJAPTHOTO DOITHHY
" P ]
| Remarks: The product confirms to ab mﬂcatmns &/ 3/ pinion: APPROVED
IMpumirka: [TponyKT BilNOBiA€ BHLOES m cnemﬂbmgam HcHoBok: [oroaurTu
“Tested by / Tecrysag: Santosh Kumar et ﬁ‘h‘:@{{@w / ame and position of person authorizing the batch
Maurya TTepeaipias: Pardéep Kumar lease / IM "4 Ta 1I0caza ocoﬁ 8, O3B OJIHIIA
2 - of- 2002 Qﬁ—" -' jﬂr.;.rb
B o8 N i 34 .
Sign & Date / ITignuc/Oara: Sign & Date / [Tignuc/Hara:

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad M
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email; mafg™ Cria

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":"

CERTIFICATE OF QUALIT

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vVill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P,, 173 205, INDIA
Y Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOIKAT AKOCTI

Page/Crop.20f /36

roduct OSETRON, solution for injection, 2 mg/ml, 4 ml
(8 mg) in ampules NoS

Moy (8 MI), B ammynax Ne 5

1. ml contains: Ondansetron hydrochloride equivalent
to 2 mE of Ondansetron

1 M1 pOMHHY MICTHTL: CHIAHCETPOHY THAPOXJIOPHAY
jlexpiradieHTHO 2 MI OHIAHCETPORY

poaykr: OCETPOH® posuns ans in’ckuiit (2mr/mn) mo 4

Couniry of manufacturer: India
Kpdina-snpobank: Ingis

Batch / Cépist No: V230617

[Batch Quantity / 06°em napril: 12500 Packs / yrmakosok

Anslytical Report / Auanitwanuii 3BiT Ne: 890001685537

[Date of Analysis/ JlaTa nocainmenns: 31.08.2023

[Date of Manufacture / lara supofuunrea: 08/2023

Date of Expiry / Tepmin npagaTuocti: 07/2026

Registration certificate / Peccrpaniiine mociguenns Ne:
UA/4886/01/01

Valid till / iiicue xo: unlimited / neofmexenwii

Order of MOH No: No1452 from 15.07.2021 / Haxas MO3

VYipainpm Nel1452 Bin 15.07.2021

Kize and type of the package / Po3mip Ta THI NaKyBaHHs:

4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blister's
condition in a cardboard box with markings in English and
krainiail languages /
ma (8 Mr) B amnyani; oo 5 ammyn y Gaicrepi; mo 1 GricTepy B
capTOHHIH Kopo6ui 3 MAPKYBAHHAM YKPAIHCLKOIO T2
IHEAiHCLKO0 MOBAMH

Name, address and numbers of the licences of manafacture
and quality control / HaiimeHyBaHHS, aqpeca Ta HOMED
[ninen3if BHpoGHMKA T2 KOHTPOJIKO AKOCT:

r. Reddy's Laboratories Limited

ormulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
olan, H.P. 173 205, India., Ne MB/05/264

Aj. Peani’e JlaGoparopic Jlimirex

BupoGruqa aineunns — VI, c¢. Kxon, Hanarap pean, Baaxi,
kpyr Conas, Ximauan Hpanem 173205, Ingin

inensia Ne MB/05/264

3. | Bacterial endotoxins <=2 4EU/mg / EQ/Mr NMT 9.9 units of endotoxin USP for I mg of
/ BaKTepianbii eHIOTOKCHHA Ondansetron hydrochlom.ie_ / He binkure 9.9 EQ
ennorokcHHy USP Ha minirpaM oHAaHCETPOHY
TRAPOXTOPULY
4, | pH/pH 34 From 3.3 t0 4.0/Bin 3.3 10 4.0
5. | Particulate matter / Posmip uacTok
a) 210 um /> 10 MxM 01 Cont. / xonreiftep a)  NMT 6000 particles in a container / ne
6ineine 6000 y koHTeHEpi
b) =25 um /> 25 MM
00 Cont. / onretinep b)  NMT 600 particles in a container / e
6ineine 600 y koHTediHEpi
6. | Limit of ondansetron related 0.04 % NMT 0.12% / He 6insime 0.12%
compound D / Mexa .
- '\'\‘\( H Q}O .
OHJIAHCETPOHY CYITYTHBOI N1
gomimku D ; 114

| Remarks: The product confirms to above specifications
TpumiTica: ITpoaykT BiANOBiNaE BHIIE3a3HAYEHil crie

Tested by / Tecrysas: Santosh Kumar Document Ch fted | position of person authorizing the batch
Maurya - ITeperipur: P noEana 0CODM; K J03B0/MIIA
% Fof- 2003 % /Qg\foo /
ek - .
Sign & Date / [Tinnne/Mara: Sign & Date / Iligmac/dara:

Regzistered Office: 8-2-337, Road No. 3, Banjar
Tel: +91 40 4900 2900, Fax: +91 40 49
CIN: LB5195AP1

www.drreddys.com

a Hills, Hyderaba el T
00 29%9, Emaii: mangigidet
S84PLCO04507



Dr.Reddy’s ":'.

CEPTH®IKAT SIKOCTI

Dr. Reddy's Laboratories Ltd.
Fermulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
% Tel : +91 98166 56001-02
UALITY www.drreddys.com

Page/Crop.3of /36

roduct: OSETRON, solution for injection, 2 mg/ml, 4 ml
(8 mg) in ampules Ne5

Moz (8 Mr), B amnynax N 5

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

I Mn pO3uNRY MICTHTE: OHAAHCETPOHY THAPOXJIOPHAY
lexBipaneHTHO 2 MI oHASHCETONY

Hpeaykr: OCETPOH® posunn ang in’exuiii (2mr/mi) no 4)

Country of manufacturer: India
Kpaina-supobnuxk: Inain

Bateh /Cepis Ne: V230617

Batch Quantity / 06em napril: 12500 Packs / yiaxoBok

Analytical Report / AnayiTnannii 3pit Ne: 890001685537

Iyate of Analysis / flaTa aocmimienns: 31.08.2023

IDsate of Manufacture / Jata Bupobuuirea; 08/2023

Date of Expiry / Tepmin npugarHocti: 07/2026

Registration certificate / Peccrpauiitne nocsiguenns Ne:
UA/4886/01/01

Valid till / Hjiicre ao: unlimited / neofmexeRna

Order of MOH No: Ne1452 from 15.07.2021 / Hakaz MO3

Yiepainu Nel452 Bin 15.07.2021

{Sire and type of the package / Posmip Ta THI nakyBaHHSA:

4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blister's
condifien in a cardboard box with markings in English and
Ukrainian languages /

Errn (8 mr) B amayni; mo 5 ammnyn y Giicrepi; no 1 Guicrepy B

caproHnki kopofni 3 MAPKYBAHHAM YKPaIHCLKOIO Ta
raificLK0I0 MDBAMHK

Name; address and numbers of the licences of manufacturé
and quality control / Hajiimenyeannas, aapeca TaA HOMep
nimensil BHpPoGHHKA T2 KOHTPOJIIO RKOCTI:

r. Reddy's Laboratories Limited

ormulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
Jolan, H.P. 173 205, India., Ne MB/05/264

. Penni’e JlaGoparopic JlimiTen

wpofimtia pinsanua — VI, ¢. Kxon, Hanarap poas, Baani,
yrpyr Conan, Ximauan ITpageumr 173205, Ingis

_ Jiuenaia Ne MB/05/264
7. | Chromatographic purity /
Xpomarorpatiyna HucTOTa
a) The largest individual BDL (Disregard Area 761} a} NMT 0.20% / me 6incie 0.20%
compound / Haiifinbira
iHAMBiAyANBEHA OOMIMKA 0.04 %
b) Total compounds (including b) NMT 0.50% / e binsme 0.50%
ondansetron related compound D,
%} / cymu Beix JOMIIIOK
{BKIIFOUAIOYH OHEAHCETPOHY
cymyTHO gomimky D, %)
8. | Sterility / CTepmisHicTh Complies / Bixnosinae Should correspond to US Ph.: should be sterile /
Mae signosimarn BumoraM €. CIUA: mac 6yTH
— =i CTCPHILHHM
e ‘!“ (' HO i( ) B
o e e //}
.\c 1 i‘(l \J’ \
| Remarks: The product confirms to above specifications TORY Wigbiion 2\ AKPROVED
TIpumiTia: [TpoayKT BiANOBiNaE BHLIEIa3HAYEHil cneumbi -‘lﬁm Rl OTOIHTH
Tested by / Tectygas: Santosh Kumar i {anie and podition of person aumoﬂzjng the batch
Maurya HU I'P‘Pﬂ?e.:f"}’m ] nnr'arm nmﬁ : ,nmnnn:lcrﬁ’ 1)
: BUITYS ¢ ; \ dy
20 23 Hf? S (3\
Ha M- &Fe
| Sign & Date / Iiamuac//Tara: Sign & Date / Tinnue/fata; | a:
g7 'C W55
P (e
2N e rmpima i KL S 8,
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderaba L1 ;i?
Tek: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: ma G\%\“’
CIN: L85195AP1984PLC004507 E Nopga Wity

www.drreddys.com




Dr.Reddy’s “:'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Xhol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel 1 +91 98166 56001-02

CERTIFICATE OF QUALITY v drreddys.com
CEPTH®IKAT KOCTI

Page/Crop.4of /36

: raduct: OSETRON, solution for injection, 2 mg/ml, 4 ml
(8 mg) in ampules Ne5

a1 (8 mr), B amnynax N 5

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

M1 PO3YRHY MICTHTL: OHJAHCETPOHY TRAPOXJTOPHIY
KRIBAJIEHTHO 2 MI GHARHCETRORY

poaysT: OCETPOH® posumn i in’cxnift (2mr/ma) no 4

Country of manufacturer: India
Kpaina-snpoSunk: Iuain

Bateh / Cepia No: V230617

[Batch Quanfity / O6’em napril: 12500 Packs / ynakosok

[Analytical Report / Ananituaruil 3piT Ne: 890001685537

IDate of Asislysis / Jlara gocmimwenns: 31.08.2023

Date of Manufactare / Mara supobsmmrea: 08/2023

iDate of Expiry / Tepmin npuaarnocris 07/2026

Registration certificate / Peectpauifine nocsiguenns Ne:
{UA/4886/01/01

Valid till / Tiiicie no: unlimited / HeoGmemenmii

Order of MOH No: No1452 from 15.07.2021 / Hakaz MO3

Yxpaiau Nel452 six 15.07.2021

[Size and type of the package / Po3smip Ta THI MaKyRaHnN:

4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blister's
condition in a cardboard box with markings in English and
(Tkrairian languages /

4 M1 (8 Mr) B amnyaii; no 5 amnyn y Gnicrepi; mo 1 Gnicrepy B
caprouniii kopoGui 3 MapxyBanHAM YKpaiHCHKOIO Ta

AT ifcsKo10 MoBAMH

Name, address and numbers of the licences of manufacture
and quality control / HaiimenyeaHH$, axpeca Ta HOMEp
niiensii BupolHEKa Ta KORTPOMIO AKOCTI:

r. Reddy's Laboratories Limited

‘ormulation Unit 6 Vill. Khol, Nalagarh Roead, Baddi, Distt.
Solan, H.P. 173 205, India., Nt MB/05/264

. Pexai’c JlaGopaTopic .JIiMi'ren

Bupetnmaa ginsanus — VI, ¢ Kxon, Hanarap poan, Baani,
oxpyr Conal, Ximauan Ipagewm 173205, Innin

Timenaia Noe MB/05/264

9. | Assay: each 1 ml of the solution 1.98 mg/mr 1.90 mg/ml — 2.10 mg/ml / Bin 1.90 Mr/mn no
contains ondansetron 2.10 Mr/Mn
hydrochloride, equivalent to
ondansetron (in terms of
ClsngNso) ." Kinekicue
BH3HAYCHH!
KOXEH MJI PO3UHHY OHAAHCETPOHY
THAPOXJIOPHAY, EKBiBATCHTHO
OHOACSHTPOHY (B epepaXxyHKY Ha
ounatcetpon CisHigN3O)
10. | Extractable volume, ml/ O6’em, 4.1 mlimn Not less than the stated quantity / He menme
100 BETATAETHCH, MII 3ajdRNEHOY KiIBKOCTi
11. | Clarity / IIposopicts Complies / Bianoei ——==-] The test solution opalescence should be no more
& eMCE00 2 \itense than the opalescence of reference
o, ‘Qﬁg sion solution — 1 (according to B.Ph.) /

1.4
."-\\\ HILE’.\" \Y

Remarks: The product confirms to above specifications
Ipumirka: IpoXyKT BiAnoBinae BHIlle3a3HAYEHil crie

Jf@

Tested by / TectyBas: Santosh Kumar Document Clie
Maurya INepesipus: Pardesp Kumar
% fo&h 2023
Sign & Date / ITinmc/ Mata: Sign & Date / l'h,unncfﬂa'ra

CIN L85195AP1984PLC004507
www.drreddys.com




D R d d y ...' Dr. Reddy's Laboratories Ltd.

. Ke Formulation Unit-6

r. y s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF QUALITY www.drreddys.com
CEPTH®IKAT AKOCTI

Page/Crop.50f /36
Produnet: OSETRON, solution for injection, 2 mg/ml, 4 ml 1Caml_t;ry of manufacturer: India
8 mg) in ampules Ne5 Kpaina-prpobaur: Ingia
[TpoxyxT: OCETPOH® posuns anw in’eknist (2mr/mn) no 4
(8 mr), B amnynax Ne 5
ml contains: Ondansetron hydrochloride equivalent
0 2 mg of Ondansetron
1 MJT PO3YUHHAY MICTHTB: OHAAHCETPORY THAPCXJIOpUAY
KBIiBANEHTHO 2 MC OHAARCETPONY

]Batch / Ce_mn Ne: V230617 Batch Quantity / O6°em napril: 12500 Packs / yilaKosok
|Analytical Report / AnaniTaunnii seiT Ne: 890001685537  [Date of Analysis/ [lara nocnimxenns: 31.08.2023
IDate of Manufacture / llata bupobnumrsa: 08/2023 Date of Expiry / Tepmin upnaaTaocti; 07/2026

Registration certificate / Pecctpauniiine nocsigyenns No:  [Valid till / Hjficre no: unlimited / neoGmencenuii
UA/4886/01/01
{Order of MOH No: Ne1452 from 15.07.2021 / Haxas MO3 Ykpaluu Ne1452 ix 15.07.2021
ISize and type of the package / Posmip Ta Tun naxysauns: |4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blistex’s
condition in a cardboard box with markings in English and
Ukrainian languages /
4 ma (3 mr) B amoyni; 0o S ammyn y Guicrepi; mo 1 Guicrepy B
pToHHi Kopobui 3 MapKYBAHHAM YKPATACHKOIO T4
Hraifichioo MoOBAMBI
7. Reddy's Laboratories Limited
Formulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
olan, H.P. 173 205, India., Ne MB/05/264
fip. Peani’c JlaGoparopic Jimirex
upobunua ginsanng — VI, ¢. Kxon, Hanarap poaa, Baani,
kpyr Conan, Ximauan Ipagewr 173205, Ingin
inemsia Ne MB/05/264
OnanecueHnis npemapary He NoBHHHa 6OyTH
IHTeHCHBHIUIOW  oOmwIECHEHNII eTaNQHHOro
posudHy cycnemzii — I (y eignoeimsocti ;o
puMor bpur. @.)

Name, address and numbers of the licences of mannfactur:
and guality control / HajimenyBauns, ajpeca Ta HOMep
Uritresail BUpoOHNKA TA KOHTPOJIIO AKOCTI:

12. | Assay of sodium chloride / 0.894 wiv/0.894 /o6 0.855% wiv — 0.945% wfv / Bin 0.855% m/o6
KinpxicHe BH3HAYEHHS HATpil0 zo 0.945% m/ob
Xnopusy

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 importing
country or product specification file for Investigational Medici batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP.”

Remarks: The product confirms to above specifications HOKY MEH Opin I. ity APPROVED
Hpumirka: Mponykr sianosizac sumesasnavenilt cneypdixauii . . weHpnok: Moromu
Tested by / Tecrysak: Santosh Kumar thenked % position of person authorizing the batch

ame! i

2roeat

Sign & Date / [linmac//ara:

Registered Office: 8-2-337, Road No. 3, Banjara Hil's, Hyderabady $J6U
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maRgigcied
CIN: L85195AP1984PLCOD4S07
www.drreddys.com




_ , ‘ ...o Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Dr‘ Reddy S '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
U Tel : +91 98166 56001-02
CERTIFICATE OF QUALITY wiidrrsddyscom
CEPTH®IKAT AKOCTI

Page/Crop.6of /316

oduct: OSETRON, solution for injection, 2 mg/ml, 4 ml [Country of manufacturer: India
$ mg) in ampules Ne5 Kpalua-supobunx: Ingin
pogytr: OCETPOH® posunn j14 in’exuiit (2mr/mn) no 4
(8 Mr), B amnynax Ne 5

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

1 M pO3YMHY MICTHTD: OHAAHCETPOHY THAPOXNIOPHAY
KBiBAJNEHTHD 2 MI' GHARHCETPONY

IBatch / Cepist No: V230617 Batch Quantity / 06°em maprii: 12500 Packs / ynarosokr
[Analytical Report / AnaniTuunnit 3sir Ne; §90001685537 Date of Anabysis / lara socnimgenss: 31.08.2023
[Date of Manufacture / Jata BupoGauuTa: 08/2023 [Date of Expiry / Tepmiu mpuparroeri: 07/2026

Registration certificate / Peccrpaniiine mocpinuenna Ne:  [Valid till / ificue go: unlimited / neobmexxenni

[UA/4886/01/01

|Order of MOH No: Ne1452 from 15.07.2021 / Haxas MO3 Yipainn Ne1452 pin 15.07.2021

ISize and type of the package / Posmip Ta Tun nakyeanusa: |4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blister's

condition in a cardboard box with markings in English and

Ukrainian languages /

4 ma (8 Mr) B amnyni; no 5 amnya y Groicrepi; no 1 GaicTepy B

apronniil kopo6ui 3 MApKYBAHHAM YRPaiHCEKOI0 T

_ igrifiesico MOBaMH

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

and quality control / HalimenyBanns, aapeca Ta HOMep ormulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.

tinen3ii BUpOGHAKA Ta KOHTPOI SKOCTI: olan, H.P. 173 205, India., Ne MB/05/264

p. Peani’c JiaGoparopic Jimirex

BupoSuuaa aitbunns — VI, c¢. Kxon, Hanarap poana, Baani,
kpyr Conan, Ximauan Ilpagewn 173205, Iupin

Hinenzia Ne MB/05/264

Jexnapauis npo ceprudixanio: “Iim 3acBimiylo, Mo BHIICBHKNAASHA iHc]mpmauisl crpapxkHs 1 Toaua. Lg cepis TPOAYKTY
Gyla BMrOTOBNCHA, BKTIOMAIMH YIAKOBKY/MapKyBaHHA Ta NCPeBipKy AKoCTi Ha BHme 3rajanomy caiti (ax) y moBHii
BignosiggocTi 3 Bumoramu GMP micueporo Perynsropuol opray i ignoeiamo Ao cnmeumdikamifi, mo sicratecs B
peecTpauitHoMy fAocke / TOprosiif miLeH3ii Icpamn—mnop‘repa abo y Hocse crienudikanii HPOAYKTY AIA JOCHIIKYBAHHX
mikapcekiXx 3acobin. JlokymeHTH 1o 06pobii, ynakoBii Ta ananisy Ti T2 BCTAHOBJEHO BiXMORifHicTE GMP.”
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Remarks: The product confirms to above specifications |0pinion: APPROVED

Npumirka: [poaykT Bignoeifae pumesasHade il cnepdikamni Buchopok: IloroauTH

Tested by / TecTysan: Santosh Kumar Document Checked by / Name and position of person authorizing the batch

Maurya ITepepipup: Pardeep Kumar  [release/ Im’s Ta nocana ocobgy xa nossosmina
@ 013 lBunycx copilmidalyishek Ck K % "
k< 1 : . B A | —
3 208 ~ ) » o@\bwo % : ‘?‘(_r; J
Sign & Date / ITignuc/Mara: Sign & Date / [Tignuc/Tara: ; !
il 'C W35

2 o AsoPATOPE B
A g bl iR R g‘? 4/
Registered Office; 8-2-337, Road No. 3, Banjara Hills, Hyderaba 3
Tel- +91 40 4900 2500, Fax: +91 A0 4500 2999, Emall: ma fre
CIN: L85195AP1984PLCO04507

www.drreddys.com

d
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Dr.Reddy’s Qi"

Dr. Reddy's Lahorateories 1td,
Formulation Unit-6

Yill. Khal, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205 1NDIA
Tel: +371 98166 S6001-07

CERTIFICATE OF QUALITY  vdrcdddys com

CEPTHPIKAT AKOCTI

Page/Crop.1of /36

(8 mg) in ampules No5
M (8 M), B amayiax Ne 5

0 2 mg of Ondansetron

WBIBAJHTHO 2 M DHAANLETPOUY

[Product; OSETRON, solution for injection, 2 mg/ml, 4 ml
Mpoay s1: OCETPOH® posunm past in’exuiii (2mr/mn) no 4
I ml contains: Ondansetron hydrechloride equivalent

1 M po1unEy MictHTn: OHAZHCETPOHY THADOXJIOPHAY

Country of manufacturer: India
Kpaiua-eupoSuux: Iugiq

Bateh / Cepist Nos V240324

Batch Quantity / O6’em naprii: 10272 Packs / YIAKOBDK

Analviical Report / Ananitusaumii sgir Nes 890001737057

Date of Anatysis / lata nocimxenns: 31.05.2024

Date of Manufacture / Jara aupobhmucraa: 0572024

Date of Expiry / Tepmin npuaaruocri; 04/2027

UA/4886/01/01

Registration certificate / Peectpauniiine nocinvenns No:

Valid till / Aitiche po: unlimited / neobmenennii

Order of MOH No: Ne1452 from 15.07.2021 / Haras MO3

Yxpalun Ne1452 pin 15.07.2021

Size and type of the package / Poamip Ta Tun naxysauns: {4 ml (8 mg)

condition in

Ukrainian languages /

4 vt (8 M) B amny.i; ne 5 ammya y Gaicrepi; no 1 Guaicrepy s
KAPTOHALL Kopobui 3 MapkyBanuam YKpaiHchbKkoo Ta
ARPHIECE RO MOBaMMK

in ampules to 5 ampules in a blister; 1 blister's
a eardboard box with markings in English and

Name, address and numbers of the licences of manufacture
and quality control / Haitmenyranns, aapeca Ta HOMep
Ainensiy supodanra Ta KOHTPOMIO SKOCTI:

Dr. Reddy's Laboratories Limited

Formulation Unit 6 Vill, Khol, Nalagarh Road, Baddi, Distt.,
Solan, H.P. 173 205, India., N MNB/05/264

HIp. Peani’e Jabopatopic Jisitex

Bupobuirya gimewuus — VI s € Kxon1, Hamarap poan, Bapggi,
orpyr Conan, Ximaqas IMpanens 173205, Iuais

Hdineusziss No MNB/05/264

[ M Test/ Teer

Result / Pesyabtars

Specification / Cnenndirauis

1. | Description / 3oBHimmin BHIUIAL

Clear colorless solution, | Clear colorless solution, practically free of
practically free of particles / particles / Ipozopui Oe3baperiii  pozuun
Tlpozopuii GesGapeHuii POSHHH | NPAKTHYHO BIMLHUI Big HacTOK

TPaXTHYHO BinkaMii Bin wacTok

2. | Identification
{by HPLC)/ Inentudixkanis
(Meton BEPX)

Complies / Bignosinae

The retention time of the principal peak in test
solution chromatogram, obtained in Assay
should correspond to the retention time of the
principal  peak  in  standard solution
chromatogram / Yac YTPHMYB4EHS OCHOBHOTO
miky Ha  Xpomarorpami BUNPOOORYBAHOIO
posdnyy,  oTpumanof  mpm KUIBKICHOMY
BU3HAYEHH], Mae BifnesigaTu yacy
YTPHMYBAHHS OCHOBHOFO Ky Ha

Me 3 T
Remarks: The product confirms to above specifications
Mpumirxa: Hpoaykr Bignosinac BHINEIasHaYeHIH cnenpdikanil

Opinion: APPROVED
Bucaosox: HoroaurH

Tested by / Tecrysas: Santosh Kumar

Maurya Of\‘l

Document Checked by /
MTepenipna: Pardeep Kumar

. {Name and position of person authorizing the batch

release / Im™s T2 nocana ocolu, AKa Jo3BONNIA

Sign & Date / [igrmc/aTa: Sign & Date / [Tignne/Tata:
31.05.2024 31.05.2024
focistarud Office: $-2-337, Road &

RS TR L 3] 280,

TR




Dr.Reddy’s Qj‘:‘

CERTIFICATE OF QUALITY

Dr. Reddy's Laboratories 114,
Formulation Unit-G

VIl Bhol, Nalazarh Road, Badd;,
Diste. Solan, .7, 172 205 MDA
ol 1 +91 92166 56001-02

vowvs drradddys com

CEPTHDIKAT SIKOCTI

Page/Crop.2of /36

MI.ch: OSETRON, solution fo
(8 mg) in ampules No5
Hpoay xr: OCETPOH®
It (8 M), B ammyaax Ne 5

1 ml contajus: Ondansetron b
0 2 mg of Ondansetron

I M pO3unuy micrurs: OHAAHCETPOHY rUApOXAOPHIY
ERBIBAACHTHO 2 Mr oMaaHCeTpOHY

¥ injection, 2 mg/ml, 4 ml

vdrochloride equivalent

O3MHMH fst iWeuilt (2vr/vn) nio 4
p

Country of manufacturer: Ingia
Kpaina-upo6ank: Inzis

Batch / Cepin Ne: V240324

Batch QGuantity / 06’ em naptii: 10272 Packs / ynawogor

Date of Analysis / JTata nocaimxenmns: 31.05.2024

Analyticn] Report / Auaaitaannn 3BiT Ne: 890001737057
Date of Manufacture / AaTa supotunurea: 05/2024

Date of Expiry / Tepmin npaaartuocri: 0472027

Registration certificate / Peccrpauiiine noceizuenns Ne:
YUA/1886/01/01

Valid ¢l / Hittene 1o: unlim; ted / HeoGyemennii

Order of MOH No: Neld52 from 15.07.2021 / Haxas MO3

Yxpainu Nel452 sin 15.07.2021

Size and type of the package / Pozmip Ta tun DAKYBAWHA:

4 ml (8 mg) in ampules to 5 amp
condition in a cardboard box wi
Ukrainian languages /
H va (8 mr) B amMoyai; mo 5 amn
KapTonkil Kopobui 3 MapKyBa
dUIviiicL K010 MoBaMH

ules in a blister; I blister's
th markings in English and

Y1y aicrepi; mo 1 Ouricrepy B
HHSM yKpaiHCBKO Tq

Name, address and numbers of t
and qaality contro) / Hajimenys
arinensi BupoBunia Ta KOHTPO

he licences of manufacture
AHHA, aapeca Ta HOMep
S AKOCTI:

L

Dr. Reddy's Laboratories Limited

Formulation Unit 6 Vil Khal, Nalagarh Road, Baddi, Distt.
Solan, H.P. 173 205, India., M MNB/05/264

p. Penni’e JlaGoparopic dimiren

Brpotimug AinbAMES - VI, ¢, Kxon, Hanarap poag,
orpyr Conas, Ximavan Mpanew 173205, Iunis
Jlinensisi Ne MINB/05/264

baani,

Bacterial endotoxing
/ Baxrepianpuj €HAOTOKCHHH

H/pH

P
Particulate matter / Posmip gagrox

<=2.4EU/mg / EO/ur

34
- ]

XPOMaTOTpami CTAHAAPTHOO PO NN

NMT 9.9 units of endotoxin USP for | mg of
Ondansetron hydrochloride / He Binbuie 9.9 EO
CHIOTOKCHHY UJSP na Minirpam OHABHCETPOHY

THAPOXTOPHILY
From33tc4.0/ Bin3.3 no4.0

a) 2 10 im /2 10 miem 12 Cont. / konteituep a)  NMT 6000 particles in a container / 11e
Sinpure 6000 v KOHTeliHepi
b) Z225um/ > 25 mim
00 Cont. / konreitrep b)  NMT 600 particles in a container / e

Bisbure 600 v kouteHep;

Limit of ondansetron related
compound D / Meyxa

0.04 %

|

NMT 0.12%/ He Ginbire 0,12%

Remarks: The product confirms to above specifications
Hpumirea: Mponyxr signos

1nac BHulerasnavenil caeundixanii

Opinion: APPROVED
Bucnopo: Horonmry

Tested by / Tecrysan: Santosh Kumar

Maurya QS’

e

Document Checked by/
Hepesipis: Pardeep Kumar

SN

Name and position of person authorizing the baich
release / Im’a Ta Tiocana ocodn, Aka RO3BONHIA
BUITYCK cepil: Pavan Kumar S (e
(Team g

Sign & Date / Hinnuc/Tara;

31.05.2024 31.05.2024

Sign & Date / Hinnue/dara:

l

Somsiorad Qffie
Tkl

7, Boad plo,




Dr. Reddy's Laboratorieg ld.

Al ‘ Formulation Unit-6
Dr.Ked dy’s q; Vill- Khol, Nalagarh Road, Bag
. Distt. Solan, ., 173 205, INpjA

Tet : +91 98166 56001-02
CERTIFICATE OF QUALITY wyy.drreddys.com

CEPTH®OIKAT AKOCTI
Page /Crop.3of /36
Product: OSETRON, sclution for injection, 2 mg/ml, 4 m! Country of manufacturer: India “/I
(8 mg) in ampules Nes Kpatira-Bupobunk: Ingisn |

ltpoaysr: OCETPOH® POSYHH Anst i’ cxentfii (2mr/ma) no 4
M (8 MI), B amnynax Ne 5 .

1 ml contains: Ondansetron hydrochloride equivalent

to 2 mg of Ondansetron

1 MJT pOYIHRY MicTHTR: OHARHCETPOHY rnapoxnopHay
eRBiBRJIITHO 2 Mr OHASHCCTPOHY

Batch / Cepia Ne: V240324 Batch Quantity / 06’em napmii: 10272 Packs / ynawonor
Analyticsl Report / Ananituanuii apir N 890001737057 [Date of Analysis / lata gocaizkennsn: 31.05.2024
Date of Manufacture / Mara Bupobusicrsa; 05/2024 Date of Expiry / Tepmin npuaarioeri: 04/2027

Registyation certificate / Peecrpauiiine nocsinuennn No; Valid till / Tittcne po: unlimited / HeoBMewenuf

UA/4886/01/01

Order 6f MOH No: Me1452 from 15.07.2021 / Haxcaz MO3 Yipainu Nel452 Bin 15.07.2021

Size and type of the package / Posmip Ta Tin nakysanus: 4 mi (8 mg) in ampules to 5 ampules in a blister; 1 blister's

condition in a cardboard boy with markings in English and

Ukrainian languages /

4 Mit (8 mMr) B amnyi; o 5 aMuyn y Gaicrepi; no 1 Onicrepy &

wApToHKRIi Kopobui 3 MAPKYBAHHAM YKPATHCLKOIO Tg
AHCAHICH KO0 MoBaMH

Name, address and numbers of the licences of manufactureDy, Reddy’s Laboratories Limited

and gquality control / Haitvenyrannus, ajapeca Ta HoMep Formulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt,

He3it BHpOGrnIca Ta KOUTPOAW SKeCT: Solan, LP. 173 265, India., N+ MNB/05/264

Ap. Peani’c Jlaoparopic Jlimiren

BupobHiyua AimsHpus — VI, ¢, Kxog, Hanarap poag, Baani,

oxkpyr Cosnau, XimMayan Upagew 173208, Innis

Ulinensist Ne MINB/05/264

OHIAHCETPOHY CYIIYTHLOT

i domimkg D —]

Chromatographic purity /

XpomMarorpagivna yucrora

a} The larpest individual Below BDL / Hiue HOpOrYy a) NMT 0.20% / pe Sinpue 0.20%
compound / Hal6insma peecTpauii

IHAHBIAYaALHE NOMiluKg

b) Total compounds (including 0.04 % b) NMT 0.50% / ne Sinpume 0.50%

ondansetron related campound D,
%) / eymu Beix pomimox
{rKmoOualoyy OHIOAHCETPOHY
CYTYTHEO Bomiutky D, %)
Sterility / CrepunpricTs Complies / Binnosigae Should correspond to US Ph.- should be sterile /
Mae sinorigary BasMoram B. CIHITA: mac Gytu

Remarks: The product confims to above specifications Opinion: APPROVED
Npuntitra: Hpoayxr signosinae BHUeIasHaYeHIH crenudikanii Bucnosos: [Teroany
Tested by / Tectysas: Santosh Kumar ’Document Checked by / Name and position of person authorizing the batoh :
Maurya Hepenipus: Pardeep Kumar release / Im’a 4 nocama 0001, sika 103BOMMNA i
(Ei.~ BHITYCK cepii: Pavan Kumar S- 7 p
r:j//' (Team: Menaiaranfd P i
Sign & Date / Miamne/ ara: Sign & Date / IMianue/Mara: [ g 11 g
31.05.2024 31.05,2024 F 058y

37, Road o, 3, Banjarn Hills, Hyderafhigt

FIEQG, Fav: 101 dn aopn 28998, Eraall:
CIN: .,""5}5’\?1.‘}55-]PLCO&I.‘EC?’

vedireedlys com




Dr.Reddy’s Q¢

Dv. Reddy's Laboratories Lid,
Fermulation Unit-6

Vill. Khol, Malagarh Road, Badfgj,
Distt. Sofan, H.2, 173 205 MDA
Tl +91 98158 56001-02

CERTIFICATE OF QUALITY  wdreddys.corr

CEPTH®IKAT AKOCTI

Page / Crop.dof /36

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

Ma (8 mMI), B ammynax Ne S

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

I ma pozauny micturn: (HIAHCETPORY rMAPOXTOpHAY
CKBiRAIeHTHO 2 Mr OHRANCETROY

fponyxr: OCETPOH® posuun gas i’ exnii (2mr/man) no 4
pony

Country of manufacturer: India
Kpaina-supoebunrs Ingia

Batch / Cepin Ne: V240324

Batch Quantity / O6%em naprii: 10272 Packs / ynawkonor

Analvtical Report/ AHANITHYHAI 3BIT Ni: 890001737057

Date of Analysis / flara aocnizacciim: 31.05.2024

Date of Manufacture / Jara BHpGOnnUTaa: 05/2024

Date of Expiry / Tepmin npaaaTHoceri: 0472027

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

Valid till / Hificue g0; unlimited / neodmMeRen

Order of MOH No: Ne1452 from 15.07.2021 / Hakaz MO3 Yrpaiun Ne1d452 pig 15.07.2021

Size and type of the package / Poamip Ta Tun NaKypanns:

4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blister's
condition jn a cardboard box with markings in ¥nglish and
Ukrainian languages /

H M1 (8 Mr) B amnyai; oo 5 ammy.r y Gaictepi; mo 1 Gnicrepy »
KAPTOHHIH KopoGui 3 MapxyBanuam YKPATHCLKOIO Ta
AHTiics 010 MoBaMK

and quality control / Hajimenysanus, aapeca Ta Homep
Ninensiy BHpoGHHKa T KOHTPOA0 SIKOCTI:

Name, address and numbers of the licences of manufactureDr. Reddy's Laboratories Limited

Farmulation Unit 6 Vi, Khol, Nalagarh Road, Baddi, Distt.
Solan, H.P. 173 205, India., Ne MNB/05/264

Plp. Peani’e Jaboparopic Jimiren

BupoGunua pineauna — Vi » & Kxom, Hasarap poas, banxai,

oxpyr Coman, Ximauan Ipanew 173205, Inais
b]iucmiﬂ Ne MNB/05/264

L[ L

|_crepmntitim ]

o Assay: each 1 ml of the solution 2.04 mg/mr
contains ondansetron

hydrochioride, equivalent to
ondansetron (in terms of
CisHi1eN:0) / Kinbkicne
BU3HAYSHHS:

KOXCH Mt pO3ukHY OHliaHCETPOHY
THOPOXIIOPURY, €KBIRANEHTHO
OHJaceHTpOHY (B TIEpepaxyHxy Ha

190 mg/ml - 2.10 mg/ml / Big 190 Mr/Mi mo
2.10 mr/ma

OHnaHceTpor CisHioN;0)
10.

Extractable volume, ml/ Q6’em, 4.0 ml/mn

Not less than the stated Juantity / He menume

Remarks: The product confirms to above specifications

Opamirica; Hpoaykr sianosinae BUINE3asHAYCRIA cnenmdiikanii

pinion; APPROVED
Bucuorox: IHoroauTu

Tested by / Tectysas: Santosh Kumar

Decument Checked by /

Name and position of person authorizing the batch
release / lm’a Ta nocapa 0cobH, aka nozsonmra

Maurya @7 [Tepesipus: Pardeep Kumar
— -
Sign & Date / Higmue/dara; Sign & Date / IMipoue/Mara:
31.05.2024 31.05.2024
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Dr.Reddy’s Qs®

CERTIFICATE OF QUALITY

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nategarh Road, Backdj,
Distt. Solan, H.R, 173 205, INDIA
Tel 1 +91 981645 56001-02
wwwdrreddys.com

CEPTHPIKAT AKOCTI

Page /Crop.50f /16

’Epdm:l: OSETRON, solution for injection, 2 mg/mi, 4 m]
(8 mg} in ampules NeS

fIpoaykr: OCETPOH® PO3URY anst in’erenhii (2mr/ma) no 4
M (8 Mr), B ammynax Ne 5

1 ml contains: Ondansetron hydrochleride equivalent

to 2 mg of Ondansetron

KEIE&ACHTHO 2 Mr OHHAHCETPORY

Country of manufacturer: India
Kpafug-Bupobuui: Iugin

I Ma posunny micrirs: OHAAHCETPOKY THAPOXAOPHIY
e

Batch / Cepist Ne: V240324

Baleh Quantity / O6%em naprii; 10272 Packs / ynawopore

Analytieal Report/ Ananitunni asitT No: 890001737057

Date of Analysis / Hara nocainxenns: 31.05.2024

Date of Manufacture / Hara supofunuraa: 052024

Date of Expirv/ Tepmin npupatuocri: 0472027

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

Valid till / Niiicue 0: unlimited / neobmeken i

Order of MOH No: MN1452 from 15.07.2021 / Hakas MO3

Yxpainu Nol452 in 15.07.2021

Size and type of the package / Posmip Ta Tun HAKYBAHHA:

4 wl (8 mg) in ampules to 5 ampules in a blister; 1 blister's
condition in a cardboard box with markings in English and
Ukrainian languages /

H v (8 mr) B aMiryJii; no 5 amnyn ¥ Gnicrepi; no 1 Gnicrepy B
KAPTOHAI Kopo6igi 3 MAPKYBAHHAM yrpaiHcLKOW T3
ARTJHECHROI0 MoBaMy

and quality control / Haftmenypanna, anpeca Ta Homep
Jiinensii supo6upka Ta KONTDOMI0 SIKOCTi:

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

Formulation Unit 6 Viil Khol, Nalagarh Road, Baddi, Distt.
Solan, HLP. 173 205, India., Noe MNB/05/264

V1p. Peani’e JlaGoparopie Jimiten

Brpodmira ninkungs — VI » €. Kxon, Hanarap poan, Baagi,
orpyr Conan, XivMauan Hpanewr 173205, Iunia

Lﬂiuemiﬂ Ne MINBA5/264

LIC BHTATACTREN, M

3aABIEHOT KiILXOCTI

11. | Clarity / IIposopicrs

12. | Assay of sodium chloride / 0.867 wiv/0.867
Kinbkicne Busrauenny HaTpi

XITOPHITY ]

Complies / Bixmorinae

The test solution opalescence should be no more
intense than the opalescence of refersnce
suspension solution — 1 (according to B.Ph.} /
Onanecuenuis TpeNapary He NoBHMHHA 6yTy
iHTeHcHBHI OG0 onanecuenuil  etanoHHOro
PO3THHY cycnensii — [ (y BiAnoeimHocT go
BUMOT Bpur. @}

0.855% wiv — 0.945
70 0.945% w/o6

M/ob % wiv / Bin 0.855% miob

Remarks: The product confirms to above specifications

Ipamirka; [Tponyicr BIANOBiNAE BUMesazHAY N[ crneuupiralii

Opinion; APPROVED
Bucnorox: Horomurn

Tested by / Tectysas: Santosh Kumar

Maurya g

Document Checked by/
Mepesipns: Pardeep Kumar

N

Name and position of person authorizing the batch
release / [m’a Ta nocafa ccolbu, fAxa JosBosina

Sign & Date / Hiarac/Tata:
31.05.2024

31.05.2024

Sign & Date / Tligmuc/Hara:

BHITYCK cepil: Pavan Kumar § m
(Team MherupQA) &i—,
. ‘..-‘ . . 7 X 6 }

Reistarad Offjesy $-2-237, Roed fvo, 2
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CERTIFICATE OF QUALITY

Dr. Reddy's Laboratoriag Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.p, 173 205, INDIA
Tel 1491 98166 56001-02
wwwLdrreddys.com

CEPTHDIKAT AKOCTI

Page/ Crop. 6 of /3 6

Product: OSETRON, solution for infection, 2 mg/ml, 4 mI
(8 mg) in ampules No3

M (8 M), B ammynax Ne 5

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

[ w1 posysny mictirn: OH/IAHCETPOHY FHAPOXAOPHAY
eKBIBAICHTHO 2 M OHJaHCeTpony

[Ipoaykr: OCETPOH® PO3WHH st i’ ekuift (2Mr/ma) no 4

Country of manufacturer: India
Kpaida-gupobnur: lugia

Batch / Cepia No: V240324

Batch Quantity / O6%em naprii: 10272 Packs / ynacosok

Analytical Report/ Auaniruaunii ssir No: 890001737057

Date of Analysis / {aTa nochinxenmns: 31.05.2024

Date of Manufacture / data pupotunurea: 05/2024

Date of Expiry / Tepain npusathaocri: 04/2027

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

Valid till / Hifiche go; unlimited / neobmesxenuii

Order of MIOH No; No1452 frem 15.07.2021 / Haxcas MO3

Yxpainun No1452 gin 15.07.2021

Size and type of the package / Posmip ta tHir NaKyBayua:

4 ml (8 mg) in ampules to 5 ampules in a blister; 1 blister's

condition in 4 cardbeard box with markings in English and
Ukrainian languages /

4 M (8 mr) 8 amnyni; no 5 amnyn y turierepi; no 1 Snicrepy B
lRapToHHIH kopoGui 3 MapRYBAHHAM YRpPATNCLEOI) T

ANTIICR IO MOBRMY

and guality control / Hafimenypanng, 2Apecd Ta Homep
Ainensit supoGunica Ta KOHTPOJTIO AKOCT:

L

Name, address and numbers of the licences of manufacture

Dr. Reddy's Laboratories Limited

Formulation Unit 6 Vill Khol, Nalagarh Road, Baddi, Distt,
Solan, H.P. 173 205, India., Ne MNB/05/264

f1p. Peaai’c JlaGopatopic Jimiten

BirpoSunya ainbanus — Vi » €. Kxon, Hanarap poap, Bapai,
okpyr Conaw, Ximauan Mpanewm 173205, Yunia

Wliuensis Noe MNB/05/264

Declaration of certification: T 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 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_»

peccrpattifiHomy Aocne / TOProeiil jrinenzii KpaiHH-IMIIOpTepa a6o Y Hocke cneuubikauii OpORyKTY IS AOCIHiDKYRaHIK
TiKapehkux 3acobig, Horymentu no o6pobni, ynakosui ta aHalizy 6ymu nepernsnyti ta BCTAHOBNCHO BIANORIAHICTL GMP.”

r—REnarks: The product confirms to above specifications Opinion: APPROVED

Hpumitia; TpoaykT innosinae BHIHE3A3HAYEHI ] crienud ikauiy Bucnosox: Ilorogwrn

Tested by / Tectypae: Santosh Kumar Document Checked by / Name and position of person authorizing the batch
Maurya TTepesipne: Pardeep Kumar release / Im's Ta mocaza ocobu, KA N03BOJEHNA

BHOYCK cepii: Pavan Kumar § ; mﬁ
4’7‘ (Team M T A)
< > kP IHHa * s
Sign & Date / IMianuc/Tara: Sign & Date / ITiannc/ara: S AWnra:
31.05.2024 31.05.2024 D35S ouene B2%
g AP, PEAAIC B0% J

Tl T Sens
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LE

HAEPKABHA CJIVKEA 3 JIIKAPCI)KI_/IX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMMH ¥ KHIBCBLKINA OBJIACTI

npoe. Ceitouaaoi Hagii, 3, M.Kuis, 02099, ter/daxc: {044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
PO SIKICTH BBe3eHOro B Ykpainy JiKAPCHKOro 3ac0fy

02.08.2024 Ne 31897/24/10

OCETPOH®
(HaiiMenysanua nikapcbkoro 3acoly 3TimHO 3 peecTpawiiitmm TIOCBIAYEHHAM)
PO3YUH 1051 in'exkuiii, 2 Mr/mia; mo 4 ma (8 Mr) B ammy.ii; mo 5 aMmya y oaicrepi; mo 1 Oaicrepy
B KapToHHiH Kopo6ui
(dopma Bunycky, AO3YBaHHA, BHA NaKyBaHHA JKapCEKOr0o 3acoby)

Howmep peectpanitinoro nocsinuerns UA/4886/01/01 CTPOK i peectpaniiinoro mocsiggenns 01.01.2099
Cepis mixapcexoro saco6y Ne V240324 Kinskicts BRE3enoro nikapcskoro sacoby 10272

Bupo6uuk H-p Peani'c JlaGoparopic Jlimiten, Inpis

(HaliMeHyBaHHA BUPOGHHKA MKapCEKOro 3aco6y, KpaiHa MOXO/KeHHs)

Bseseno B Vipainy TorapuceTso 3 06Meskeno0 BiImOBinanLHiCTIO "'Ip. Perti'c
JlaGopatopis", ixent. kox: 37560808

(HaitveHyBanHS Ta Ko7 32 E€PTIOY ropranuHoi 0cobu 960 TIPI3BHILE, iM'A, 10 6aThKORI dizuuHOT
ocobH - mianpuemua, 1i Micie HPOXMBAHHS Ta PEECTPANiHHHI HOMep 06miKoBOT KapTKH IIIaTHHKA
nonatkis abo cepis Ta Homep 1acropra)

IIpoTokon sisyansuore xonrponio vix 27.06.2024 Ne 1820/3.

JlabopaTopuuii ananis sxocti MKapCLKOro 3acoby 3xifcHenHii:

JlaGoparopis 3 kourpomo skocTi mikapehkux 3aco6is TOB "NOBPOBYT-JIIKUJIAB" (M. Kuis,
Byn. Horopoa-Cisepcrxa, Oyz.3, HOXUTIOBI IpuMirIeH s 92)
(HaliMenyBaHHS Ta MicliesHaxolKxenms nadoparopii, mo mposena nabopaTopmuii ananis skocti)

BucHorox momo saxocri NiKapcrKOro 3acoby, BUAANHI naboparopiero sig 01.08.2024 No 1064-24

Pesyneraru nabopatoproro aHAaI3Y AKOCTI JiKApCEKOTD 3aco0y 3a meperipeHHMHU OKa3HHKAMYU Biamosinalorn
BHMOTaM METO/1iB KOHTPOIIIO AKOCTI (ananitnano-mopMatusHO} MOKyMeHTanii).

3a  pesymeTaramu ACPHABHOTO  KOHIPONIO BCTAHOBIEHO, Mo mikapcekmif  3acib  Beeseno & Vkpainy 3
MOTPHMAHHAM BHMOr 3aK0HOABCTRA LWOA0 32BC3NEYCHHs AKOCT KAPCHKHX 34C06iR,
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