Reddy’s

CERTIFICATE OF QUALITY

CEPTHUGIKAT AKOCTI

Page/Crop. 1 of/3 6

in anipules NeS )
[ipogyws: OCETPOH® posunn aan iw’exuiii (2mr/ma) no 2 ma
(4 mr), B amMuyaax N 5

Ondanselron
1 M5 po3unAy MICTHTL! OHJAHCETPOHY IUAPOXACPILY
exninaiarno 2 Mr oHAABCCTHORY

Pradnet: OSETRON, solution for injection, 2 mig/ml, 2 ml (4 mg)

1 ml contains: Ondansetron hydrochloride equivalent to 2 mg of

Country of manufactarer: India
Kpaina-supobaux: luaia

Batch / {epin Ne: V240008

Rateh Quantity / 06 e naptil: 21600 Packs / vrgrosoR

Analytical Report / Ananinessdi saiT Ne: 040002369737

Date of Analysis / Hara gocaimmenus: 07.02.2024

Date of Manufacture / Jara supofnnuysa: 12/2023

Date of Expiry / Tepnin npiasTHocrh: 11/2026

Registration certificate / Peectpaunifine nocsinsenus Ne:
114/4886/01/01

Valid till / Kiticue ao: anlimited / neoBmemennii

Order of MOY No: 1452 from 15.07.2021 / Haxas MO3 Ywpaiun

Nel452 wig 15.07.2021

Size and type of the package / Posmip 1a Tun NARYBAHHA

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

7, vt (4 mr) B ammyai; no 5 ammys y Gaicrepi; no 1 Guicrepy
e kapToHHIl xopobui 3 MapKyBAKIIM yRpalHeBIROIO Ta

A HicEKOI0 MOBAMIL

Name, address and numbers of the leences of manufacture and
quality control / HalimenyBanusi, azpeca Ta HOMED Jinensit
BHpPOGHIKA Ta KONTPOJO SKOCTI:

Dr. Reddy's Laboratories Limited

Tormilation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Diste
Solan, H.P, 173205, India., No. MB/05/264

Np. Penpi’c JaBoparopic Jlimiren

Bupobunua ginenuus ~ VI, . Kxon, Hagarap poax, Banni,
oepyr Costan, Ximayvan Tipagew 173205, Inpis

Utinensia Ne MB/05/264

N Test/ Teer

Result / PeavapTar

Specification / Cnenpdiranin

Description / Ormc
free of particles /
Geabapprult  PO3YHH

Bl HAR BIZL HACTOK

Clear colorless solution, practicaily
TIposopu#t
OPAKTI4HO

Clear colorless solution, practically free of
particles / Tlpozopmii Oe3bapBHull  po34Hil
npaKTHIHO BiTbHMI B HACTOK

Identification Complies / Bignosinac
{(by HPLC) / Inentudiranis

{meron BEPX)

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
YIPHMYBAHHS OCHOBHOI'G FKY Ha XpoMarorpami
BUIPOGOBYBAHOTO  PO3UMHY, OTPUMaHOT nNpH
KUTBKICHOMY BH3HaYeHMI, Ma€ BIATIOBIZATH Hacy
YTPHMYBaHHA OCHOBHOTO FiKY Ha Xpomarorpami
CTAUAAPTHOTO PO3UHHY

3. | Bacterial endotoxins <2.4 EUlmg / 2.4 EO/ur

{BaxrepianpHi

NMT 0.9 units of endotoxin USP for 1 mg of
Ondansctron hydrochloride / He 6inpwe 9.9
onuuuns eapoToxcady USP ua Mr OHIANCETPOHY

Remarks: The product confirms to above specifications
Tipumitka: Ilponykr pianosixae pumesasHaueniil cnenudixauil

Opinion: APPROVED
Buenopox: Horoauru

Tested by / Tectysas: Santosh

Kumar Maurya
A

Pardeep Kumar

Document Checked by / [lepesipus:

Name and position of person apthorizing the batch
QcoFiL KA A03BOILIA
el CHailif {AQA)

Date / Jara: 16.03.2024 Date / Jara: 16.03.2024




. . ¥
Reddy’s
CERTIFICATE OF QUALITY

CEPTUDIKAT AKOCTI

Page ! Crop. 2 of/3 6
Product: OSETRON, solution for injection, 2 mg/ml, 2 ml (4 mg)|Country of manufacturer: India

in anpules N5 Kpaina-supoduuk: luais

Nponyrr: OCETPOH® pozunn ans in’cxuilt (Znar/san) no 2 ma
(4 mr), B ammynax Ne 5

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

1 M1 po3auHy MICTHTB! OHARHCETPORY FHAPOXIOpULY
ewpiBanenTRo 2 ML OHASHCLTROUY

Rateh { Cepin No: V240008 Batch Quantity / 06’ em naptii: 21600 Packs / yiawoBoK
saabytical Report / Apaxirnsni apitT Je: 040002369737 Date of Analysis/ Jara poenimrenns (7.02.2024

Date of Manufacture / [lova supoluumenas 12/2023 Date of Txpiry / Tepmin ppupaTiocti 112026

Registration certificate / Peecrpaniftue nocpinuennn N alid till / Jiicne no: pnlimifed / neoOmenetai
{1A/4886/01/01

Order of MOH No: 1452 from 15.07.2021 / Haxas MO?S Yrpainy Neld52 sin 15.07.2021

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

in 2 cardboard box labelled in Ukrainian and English /
2wt (4 mr) B ampyal; uo S amuyn y gaicrepiy mo 1 Baicrepy
B kapTouniit Kopobui 3 MAPKYBAHUAN YEpPAIHCBROIO T2
irraiiichKeI0 MOBAME
Name, address and numbers of the leences of manufacture and Dr, Reddy's Laboratories Limited
quality control / Hafvenypauus, aapeca 1a nonep aigensii Formulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
BHPOGHIKA T2 KOHTPONIO aAKrocTi: Solan, H.P. 173205, India., No. MB/05/264
p. Pepni’c JlaGoparopic JlimiTea
BupoGunsa ALALHIA — V1, ¢. Kxon, Hanarap poan, Baaai,
oipyr Conan, Ximayan Hpaget 173205, Ingis
tuenzin e MB/OS/264
EHADTOKCHHHU FHAPORAOGPHLY
4. | pH/pH 3.5 From 3.3 t0 4.0/ Big3.3 0 4.0
5. | Particulate matter /
MexauiuHi BRTIOYCHHA

a) 2 10 ym /> 10 mxn 106 cont./ 106 xonTeRHep a)  NMT 6000 particles in a container / 1ie
Sinpuie 6000 uacTuIs Y KouTeitnepi
b) > 25 pm/ = 25 MM 00 cont./ 00kourelinep b) NMT 600 particles in a container ! we
Ginbiie 600 wacTuup Y KoHTehuepi
6. | Limit of  ondansetron 0.05% NMT 0.12% / He 6insiue 0.12%
related compound D/
Mexa OHJIAHCETPOHY

cynyTHbO! omiutki D

Remarls: The product confirms to above specifications Opinion: APPROVED
FipnmiTias Hpoayky siAnoRinaE BUIIE3A3HAYSHIA oretidixanii Bucuogpor: Horoaury
Tested by / Tectysas: Santosh Document Checked by / Iepepipus: [Name and position of person authorizing the batch
Kannar Mauorya Pardeep Kumar reloase / IM’a Ta nocaga ocomt, ;m;x NO3BORAI
@’& BHIVOR G Shhishek C futah (AQA)
e {::sé,,,:/ - <3 ,1‘ / ??% 7 o
Date / Jara: 16.03.2024 Date / Jara: 16.03.2024




Dr.Reddy’s

CERTIFICATE

OF QUALITY

CEPTHPIKAT AKOCTI

LI

Page/ Crop. 3 of /36

in ampules Ne5
MpoaysT: OCETPOH® posunn anst in’excuifi (2nr/ma) mo 2 mi
(4 mr), B amuysaax Mo 5

Ondansetron
1wt poswiniy MICTHTD: OBAAHCETPOHY THAPOXAGPHAY
crepiBaaeHTHE 2 M QUARICETROY

Praduct: OSETRON, solution for injection, 2 mg/ml, 2 ml {4 mg)

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

Country of manufacturer: India
Kpatna-pupobmus: Tugis

Bateh / Cepia Ne: V240008

Batch Quantity / 06’ em naprii: 21600 Packs / yiarosox

Snalytieal Report/ Apasrioaunnit 3sir Mo 046002369737

Daieof Analysis / Jara nocaiamenng: 07.02.2024

Dite of Manufacture / Jars pupobuunrsa: 1272023

Date of Expiry / Tepain npuuaruocri: 11/2026

Registration certificate / Peecrpaniitne nocsingenns Ne:
UA/886/01/01

Valid fill / Hittene no: unlimited / neodmemenni

Grder of MOH N

o: 1452 from 15.07.2021 / Haxaz MO3 Vxpaisu Ne1452 pig 15.07.2021

Size and type of the package / Posmip Ta THI BaKyBanus:

2 mi (4 mg) in an ampoule; 5 ampoules in a blister; 1 blister
in a cardboard box labelled in Ukraintan and English /
2wt (4 Mr) B ammyai; no S amiyay Gaicrepi; no 1 Haicrepy
& xapToHHiil kopobui 3 MapKyBaHHAM YRPATHCHKOIO T8
arsiACh K010 MOBAMH

quality control / Haiimenysauid, aqpeca Ta HoMep nigensii
BUPOGHAKA TA KOHTPONIO sicecTi:

Name, address and numbers of the Heences of manufacture and

Dr. Reddy's Laboratories Limited

Formytlation Unit 6 Vill. Khel, Nalagarh Road, Baddi, Distt.
Selan, H.P. 173205, India, No. MB/05/264

Iip. Peani’e JlaGoparopic Jimiten

Bupobusua absruus — Vi, ¢ Kxos, Hanarap poan, baaa,
orpyr Conan, Ximaua Tipanein 173205, Ingis

Slinensin Ne MB/05/264

Chromatographic purity /
Kpomarorpadiuna UHCTOTa
a) The largest individual
compound / HaliGinsina
innmBigyaipHa  JOMIlIKa
b} Total componnds
(including ondansetron
related compound D, %) /
Cymu BCix  BOMIDNOK
{BRIIOUAIOUH

OHAAHCETPOHY
nomiuky D, %)

;
i
i

Below BDL
pecerpaidi

0.05%

CYNYTHIO

Hipxue

nopory a) NMT 0.20% / ne Ginbinie 0.20%

b) NMT 0.50% / ue Ginsuie 0.50%

Sterility / CrepiiasHICTh Complies / Binnosinae

Should correspond to US Ph.: should be sterile /
Mae pixnosizama sumoram @. CUIA: mae ByTH
CTepyITBIHM

Remarks: The product confirms to above specifications

Dpumitka: TIpodykT Bignoniac BHLE3A3HAYSHIA crienmdixanii

Opinion: APFROVED
Bucnosok: HHorogurs

Tested by / Tectysas: Santosh

Kumar Maurya @/ Pardecp Kumar
e

R
[

Document Checked by / ITepenipus:

Name and position of person authorizing the batch
release / Iv’a 1 ocaya ocods, #K3 AozsomLia

hek cy{uz{ G(AQA)
o, ;‘42:/

- i;

;»r T
i \;gpam
e

Yhxis

Date / lata: 16.03.2024 Date / Jlata: 16.03.2024




CERTIFICATE OF QUALITY

CEPTH®IKAT SAKQCTI

Page/ Crop. d of /36

Product: OSETRON, solution for injection, 2 mgiml, 2 ml (4 myg)
in anpules Me5

Ipoaykr: OCETPOH® posunn
(4 mp), B amuynax Ne 5

1 ml contuins: Ondansetron hydrochloride equivalent to 2 mg of
Ondauseiron

1 Mg po3usiy MICTHTB: OHJAHCETPORY THAPOXIOPUAY
erpiBaJeHTHO 2 MI GHIANCETRONY

st i cruiit (2mr/mn) ao 2 ma

Country of manufacturer: India
Kpaina-sipoGuux: Iuxis

Rateh / Cepin No: V240008

Batch Quantity / O6’em naprii: 21600 Packs / ynaroBox

Analytical Report / Anasiravmnii 38t Ne: 040002369737

Date of Analysis / ara poeninmenns: 07 02.2024

Date of Expiry / Tepyig npugarnoeri: 11/2026

Date of Manufacture / Jatd supobunirsa 1212623
Registration certificate / Peecrpaniiine noceipuenns N
A/4886/01/01

Valid till / Mificwe ao: unlimited / HEOOMEOKCH I T

Order of MOH No: 1452 from 15.07.2021 / Haxas MO3 Yipaian

Ne1452 in 15.07.2021

Size and type of the package / Posmip 12 TdR NaKyBanHs:

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

2 ot (4 Mr) B aMnyii; no 5 aMOyt y Gaicrepl; mo 1 GaicTepy
5 KapTOHHI ROpOGLI 3 MAPKYBAHHAM yrpaiHEBKOIO T4

2 HEAHICHKOI0 MOBAMY

Dr. Reddy's Laboratories Limited

Name, address and numbers of the licences of manufacture and
guality control / Haiivmenysanust, anpeca 7a Homep asinensii
grpelunKe 78 KOHTPOJII sikoeTi:

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

Hp. Peani’e JlaGoparopic Jlimiten

Bupobiiya ginsanns — VI, ¢ Kxon, Hamarap poag, banai,
orpyr Conan, Ximavan Tipanews 173205, Tuxis

Ulitieusin Ne MB/05/264

Assay / Kinsxicae 1,98 mg/ml/ 1.98 mr/mn
BHIHAYCHHS:

each 1 mli of the solution
contains ondansetron
hydrochloride, equivalent to
ondansetron (in terms of
CiaHi1oN30) / KOXEH M
pO3UHAY MICTHTB
OHJAHCETPOHY
THAPOXIIOPHALY,
EKBIBANCHTHO
oHpaceHTPOHY (B
EpEepaxyHKy Ha
onpagcetpo CistlioNs0)

1.00 mg/ml — 2.10 mg/ml / sin 1.90 MITMI 10O
2.10 mr/ma

Extractable volume, ml /| 2.0ml/ 2.0 ma

QBF’eM, IO BUTATAETHCS, Ml

10,

Not less than the stated gquantity / He medue
sageneHol KibKocT

11, Complies / Bixnosigae

Clarity / Tlposopicts

The test solution opalescence should be no more

Remarks: The product confirms to above specifications
Tlpumitra: [poayxr BUIOBI A€ BHILE3a3HAYeHH crenudiranii

Opinion: APPROVED
Bucuosox: Horoanty

Tested by / Tecrysan: Santosh

Kumar Maurya
&

Pardecp Kumar
4}
‘—.4

Document Checked by / Ilepesipus:

Name and position of person authorizing the batch
aaa OcoM, i AO3BOAUIE
sishek Clfohgd(AQA)

A

Date / Hara: 16.03.2024 Date / Jara: 16.032024




é‘/} }‘f?@ g%@

CERTIFICATE OF QUALITY

S

CEPTHPIKAT AKOCTI

Page/ Crop. 5 of/3 6

Product: OSETRON, solution for injection, 2 mg/ml, 2 mi (4 mg)
in ampules N5
fiposyst: OCETPOH®
(4 mr), B amnysax Ne 5
1 ml contains: Ondansetron hydrochloride equivalent to 2 mg of|
Ondansefyon

1 M pO3UHHY MICTHTE OMAHCETPORY FHAPOXJIOPIIY
erpisaienTuo 2 MO ONARBLETPOIY

po3usn Aas iR cxnill (2mr/nur) o 2wt

Country of manufacturer: india
Kpatua-prpobum: Ingin

Batch / Cepin Je: V240008

Rateh Quantity / 06’ em napriis 21600 Packs / ynaKoBOK

Analytical Report / Anaairnysuit spiT Ne: 040002369737

Dnte of Aualysis / Iara aocaigrenns: 07.02.2024

Date of Mannfacture / Jata sapofunursa 122023

Date of Expiry / Tepmin npuaaraocti: 1172026

Registration certificate/ Peeerpaniitne nocsigdenns Ne:
1 A/4886/01/01

Valid till / Mjiicae xo: unlimited [ neobmemennii

Order of MOH No: 1452 from 15.07.2021 / Haxaz MO3 Yepaiin

Xo1452 pin 15.07.2021

Size and type of the package / Possmip 12 THI NAKyBAHHS:

2 ml (4 mg) in an ampoule; 3 ampoules in a blister; 1 blister
in a cardboard box labelled in Ukrainian and English /

3 wut (4 mr) B ammyai; no S amMmyay osricrepi; no 1 Guicrepy
s KapToHHii KopoGui 3 MApRYBRHHNM YKPATHCLROIO T4
SHTIACKKOIG MOBAMU

Iame, address and numbers of the licenees of manufacture and
quality control / Hafimeuypannsi, agpeca Ta HoMep Ainensii
BUPGOHIKA Ta KOHTPOIIO skocri:

Dr. Reddy's Laboratories Limited

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

JTip. Peani’e JlaBopartopic Jimiren

BupoGimay Aasuaust - VI, c. Kxon, Hanarap poaj, Ba,
oicpyr Conan, Ximauan Ipagemt 173205, Yanin

Tiensis Ne MB/05/264

intense  than the opalescence of reference
suspension solution ~ 1 (according to B.Ph) /

OnaiecueHuia  BUnpodYBaHOIo  posHKHYy  HE
noBuHHA GyTH IHTEHCHBHILIOWL onangcuexLiy
eTANOMHOrO  posumny  cycremsii - 1

sinnopiguogyi 10 BEMOT BpPHT, @)

0.855% wiv — 0.945% w/v / Bin 0.855% M.J0B. 7O

Tpumirtica: TIpoaykr pinnosinae panesasaauenii crienudixanii

12. | Assay of sodium chloride / | 0.887 % wiv/ 0.887 % m./08.
Kissxicse BH3HAYEHH 0.945% m./00.
HATDIO XJIOPUAY
TRemarks: The product confirms to above specifications Opinion: APPROVED

Bucuopox: IToropuTH

Tested by / Tectypas: Santosh

Kumar Maurya f:@ Pardeep Kumar
/

Docurnent Checked by / Tlepesipus:

Name and position of person a,,u’th,‘o_rizing the batch

release / IM g g mocana o¢ jz.;,(%{;zi AO3BOAKAL
o - g 2
sumygpeEipuis ¥k G mﬁéﬁ‘(AQA}

“

Date / Hara: 16.03.2024 Date / iara: 16.03.2024




CERTIFICATE OF QUALITY

CEPTH®IKAT SIKOCTI

Page/ Crop. 0 ofi3 6

Product: OSETRON, solution for injection, 2 mg/ml, 2 ml (4 mg)
in ampules N3

[Ipogyxr: OCETPOH® posunn any in’ acnil (mrivn) no 2 Ma
(4 mr), B avmnyaax M S

1 ml contains; Ondanse{ron hydrechloride equivalent to 2 mg of
Ondansetron

1 nt po3UIY MICTHTR: OHAAHCETPORY FUAPOXIOPHAY
crpiBaACHTHO 2 MY OHIAHCETPONY

Country of manufacturer: India
Kpaiua-pipobHux: Ianin

Ratch / Cepin No: V240008

Batch Quantity / O6’em naprii: 21600 Packs / ynaxopox

Analytical Report / Anayirnanui sriT Moy 040002369737

Date of Analysis / JlaTa aocajjpkenns: §7.02.2024

Date of Manufacture / Jata pupo0uursa; 12/2023

Date of Expiry / Tepmin npuaarnecerh 1172026

Registration certificate / Peccrpanifine mocsimiens Ne:
UA/4886/01/01

Valid till / Jificue ao: unlimited / neobmeiwes uil

Order of MOH No: 1452 from 15,07.2

021 / Haxas MO3 Viepalun Ne1452 pig 15.07.2021

Size and type of the package / Posmip Ta TRI HaKyBaHHI

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

2 M (4 Mr) B amMuyai; no S anuyny 6aictepl; o 1 Gaictepy
p kapTonuiil KOpodui 3 MapKyBAHHAM yRPATHCBKOIO T4

A5 HICKICOI0 MOBAMH

address and numbers of the licences of manufacture and
ep ainensil

Name,
quality control / Hajimenypanys, agpeca 1a HOoM
pupolHHKa T2 KORTPOAIC axocTi:

Dr. Reddy's Laboratories Limnited

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

Tp. Penai’c JlaBopaTopic JlimiTen

Bapofuaya JAbHRLE — VI, . Kxon, Hanarap poax, Bapni,
oxpyr Conan, Xivauan Tipageut 173205, lupis

Ulinensia Ne MB/05/264

Declaration of certification: “I hereby certify that the above
manufactured, including packaging/labelling and quality control
requirements of the local Regulatory

at

or product specification file for Investigational Medicinal Products. The batch processing,

reviewed and found to be in compliance with GMPp
Jexrapauisn upo ceprudiranio: “Ham sacsingyio, Mo B

RUPOTORNIEHA, BKHOMAIOUN YIAKOBKY/MAPKYBaHH Ta niepesip

information is authentic an

d accurate. This batch of product has been

the above mentioned site(s) in full compliance with the GMP

Authority and with the specifications in the Marketing Authorisation of the importing country

packaging and analysis records were

FMHIEBHICIAICHA THPOPMALLS CIPABRHS i rouma, 1 cepin npoaykry Oysa
Ky AKOCTi Ha BHILE 3TAfaHOMYy ¢

airi (ax) y nosHii pixnosiguocT 3

puvoramyt GMP MictgRoro PerynsTopHoi opray { pigmosigno Ao cneuudixauili, wo mictaThes B peecTpanifiHoMy AOCLE /

toprosill minensil kpaius-iMooprepa abo y A0CHE criemudixanii npoayKTy AnA OCHIKYBAHEX JIKAPCHKHEX

sacobiip. JOKYMENTH

1o 06po6ui, ynakosli Ta aHaiisy oy neperisHyTi T8 BCTAHOBJICHO sinnosiyugiors GMP.”

Remarks: The product confirms to above specifications
{Ipumitra: TIponyxr BianoBifae BHIIE3A3HAUCHI crenudikauil

Opinion: APPROVED
Bucuopor: Horoauwrs

Tested by / Tectypas: Santosh

Kumar Maurya f 4
ar

Pardeep Kumar

[

Document Checked by / TlepeBipns;

IName and position of person authorizing the batch

release / v’ 't npcaza ocof fi/x)\;’x JO3BOTHAA

Iy CisSH %
Fe HekEHOK

ek Clagligh{AQA)

Date / Jara: 16.03.2024

Date / Jara: 16.03.2024




