‘C.o Dr. Reddy's Laboratories Ltd.
’ @ : .

Formulation Unit-6
Dr' REddy S " Vill. Khol, Nalagarh Road, Baddij,

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

- 491 98166 56001-02
CEPTUDIKAT SIKOCTI ™
_ www.drréddy%g&gﬂ / Crop. 1 of /3 6

E*ﬁ{luct: OSETRON, solution for injection, 2 mg/ml, 2 ml (4 mg) Country of manufacturer: India
it ampules NeS Kpaina-supobnuk: Inain
Mpoayxr: OCETPOH® posuun ans i’ ekutist (2mr/mn) no 2 mn
{4 mr), B amayaax Ne 5

I ml contains: Ondansetron hydrochloride equivalent to 2 mg of

Ondansetron
I ma posunny micTuTs: onnancerpony ragpoxnopuny
CRBIBAMIENTHO 2 MI OUAANCCTPOHY

Batch / Cepin Ne: V230668 Batch Quantity / O6’em napriv; 19309 Packs / _YNAKOBOK
.&iiaiylical Report / AnanmiTHynauit seit Ne: 890001688697 Date of Anzalysis / Tara gocnigxkenas: 15.09.2023

Date of Manufacture / iata pupo6uuursa; 08/2023 Date of Expiry / Tepmin npugarnocri: 07/2026
Registration certificate / Peccrpauifine nocrinaenns Ne: Valid till / Miitcae po: uanlimited / neodmesxen i
UA/4886/01/01

Order of MOH No: Ne1452 from 15.07.20217 Haxas MO3 Ywpainn Ne1452 pin 15.07.2021

Size and type of the package / Posmip T2 Tun paxysannn: 2 ml (4 mg) in ampules to 5 ampules in a blister; 1 blister's

condition in a cardboard box with markings in English and
Ukrainian languages /

2 M1 (4 mr) B aMnyai; o 5 amnya y Gaicrepi; mo 1 Gaicrepy
B KapTOHHiil Kopoblli 3 MapKyBanHsM YKpaiHCLKO0 T2
AHNAICLICO10 MOBaAMMU

Name, address and numbers of the licences of manutacture and {Dr. Reddy's Laboratories Limited

gnality control / Ha AmenyBaHBs, agpeca Ta HOMep Jituensit Formulation Unit ¢ Vill. Khel, Nalagarh Road, Baddi, Distt.
BHPODHHKE T2 KOHTPOSIO SIKOCTI: Solan, H.P. 173205, India., No. MB/05/264

fip. Penni’c Jaboparopic Jlimiten

BupoGuuua ainswuus — VI, c. Kxon, Hanavap poan, Baani,
Orpyr Conan, Ximauan Ipapeur 173205, Tunis

Ulineusist Ne MB/05/264

Ne Test/ Teer Result / PesyasTaTt Specification / Coemsdinauis
1. | Description / 3omimniii | Clear colorless solution, practically | Clear colorless solution, practically free of
BUTTIA] free of particles / Ilposopuit | particles / IIposopuit Oe3bapsuuit  pozuun

Oesbapruuii pPO3uUH NPaKTHYHO | NPAKTHYHO BIIBHHMIT Bi)l YACTOK
BLIBHMI Bia yacTok

<. | Identification Complies / Binnosipae The retention time of the principal peak in test
(by HPLC) / Luentuixamuis solution chromatogram, obtained in Assay should
{meron BEPX) correspond to the retention time of the principal

peak in standard solution chromatogram / Yac
YTPHMYBAHHA OCHOBHOI'O MIKY Ha XpOMaTorpami
BHIIPOGOBYBAHOIO PpO3YHHY, OTPHMaHO] npu
KUILKICHOMY BHM3HAYEHHi, Mac BinmoeigaTh 4acy
YTPHMYBaHHS OCHOBHOIO NiKy HA XpoMarTorpami
CTEHAAPTHOIQ POIYIIHY

ey

Remarks: The product confirms to above specifications Opinien: APPROVED
tipnamirica; [IpoAVKT BIANORIAAC BINLE3A3HAYEHI CHeUd§IKALIT Bucuopowk: Moroguri -
Tested by / Tectypap: Document Checked by / Ilepesipun: [Name and position of person au f_o’r?izing the batch
Ankit o Santosh Kumar Maurya release / Im'& TS LO3BONHNA
o @_) BHITY G iR C U, (Tearn Member-
P ﬂ - SAOSY ,.~::‘-'-"-*"ﬁ:': .:.-'ff,-__.:i:% \ * )
Sign & Datl] \iinkrc/ Tate " Sign & Date / [Tinnuc/Hara: ‘
15.09.2028/ S . i *\\ 15.09.2023

': -2-337, Road No. 3, Banjara Hills, Hyderabad $R&OH ;

9P 4300 2900, Fax: +91 40 4900 2939, Email: mail RG]

CIN: L85195AP1984PLCONASO7
www.drreddys.com
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Dr.Reddy’s €3¢

Dr. Reddy's Labaoratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,

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

CEPTHDIKAT SIKOCTI

Tel : +91 98166 56001-02

cam

www.drreddys,e o/ Crop.2 of /3 6

Product; OSETRON, solution for injection, 2 mg/mi, 2 mi (4 mg)
in ampules NeS

Npopyxr: OCETPOH® pozuun aus ig’exniit (2mr/mn) no 2 ma
(4 Mr), B ammrynax Ne 5

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

I M1 pO3YHHY MICTHTL: OHAAHCETPOHY I'HAPOXJIOPUAY
EKBIBAJICHTHO 2 MI OHAAKCETPORY

Country of manufacturer: India
Kpatua-supobuux: Inain

Batch / Cepist No: V230668

Batch Quantity / 00 em maprii: 19309 Packs / YHaKOBOK

Analyvtical Report/ AuasiTinanpnii 3sit Ne: §90001688697

Date of Analysis / laTa nocipxkenns: 15.09.2023

Date of Manufacture / /lata rupobaunrea: 08/2023

Date of Expiry / Tepmin npugaTaocTi: 07/2026

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

Valid till / Hificae xo: unlimited / HeodnemeH il

Order of MOH No: Ne1452 from 15.07.2021/ Haxaz MO3 Ykpainu Nel452 sin 15.07.2021

Size and type of the package / Posmip Ta T nakyBaHHN:

2 ml (4 mp) in ampules to 5 ampules in a blister; 1 blister's
condition in a cardboard box with markings in English and
Ukrainian languages / )

2 s {4 s} B amoyii; o S amnyn y Onicrepi; no 1 Gaicrepy
B KApTOUNITE Ropobui 3 MapiyBaAHUAM YKPATHCHROIG T3

A EHICHL KO0 MOBHEMH

Name, address and numbers of the licences of manufacture and
quality control / HafiMenyBanns, agpeca Ta HomMep Riuensii
BHPOOHHKA Ta KOHTPOJIIO SIKOCTI:

Dr. Reddy's Laboratories Limited

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

p. Peani’c JlaGopaTtopic JdimiTen

BupoGauqa ginpuuus — VI, ¢c. Kxon, Hanarap peaa, Banai,
jorepyr Conan, Ximauan Hpagewr 173205, Inaia

Nigensig Ne MB/(05/264
3. | Bacterial endotoxing <= 2.4 EU/mg / EO/mr NMT 9.9 units of endotoxin USP for 1 mg of
/ Baxrepiansi Ondansetron hydmc]:ﬁoridre: f He 6inpuie 9.9 EO
CHIOTOKCULH eHOOoTokcHHY USP Ha MinirpaM OHIQHCETPOHY
_________ IHAPOXJIOPURY
4 | pH/pH 3.4 From33t04.0/Bi1ia3.3 n04.0
5. | Particulate matter / Poamip
YaCTOK
a) 2 10 ym /> 10 mxm 30 /Cont. / xonreiitep a)  NMT 6000 particles in a container / e
6ineine 6000 y koHTEAHED!]
b) 225 pm /> 25 MM 02 /Cont. / xoHTEHHEP b) NMT 600 particles in a container / He
oinsine 500 y KoHTEHED]
6. | Limt of  ondanseiron | 0.04 % NMT 0.12% / He 6inpmme 0.12%
related compound D [/
Mexa OHHAHCETPOHY
CYIYTHBO! AoMiku D

Remarks: The product confirms to above specifications
Hpumirka: [IpoaykT Bianopigae suiiesasHaueHii coenudikauii

Opinio n: APPROVED
Bucuorpol:: [Joronurn

Tested by / TecTyrag:

Ankit Santosh Kumar Maurya

(o

Document Checked by / Ilepepipus:

drizing the batch
(A BO3BOJIKAA
(Team Member-

Name and posttion of person a
release / I '

nhk

15.09.2023

Sign & Date / Ilinnuc/Jara:

» §-2-337, Road No. 3, Banjara Hills, Hyderaba

CIN: L85195AP1984P1LCO04507
www.,drreddys.
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Dr.Reddy’s €3¢

Dr. Reddy's Laborataries Lid.

formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

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

CEPTH®IKAT AKOCTIL

Tei : +91 98166 56001-02

www.dreddY$L0) Crop. 3 of £3 6

in ampules Nod
Hpoayxy: OCETPOH® posuna pns in’exkui# (Zvr/min) no 2 v
(4 mr), B amnynax Ne 5

Ondansetron
1 MJ1 pO3YHHY MICTHTL: OHAAHCETPOHY FHAPOXIIOPHAY
erpinaacHTHO 2 M OHZABRCETPOITY

Product: OSETRON, solution for injection, 2 mg/m], 2 ml (4 mg)

I ml contains: Ondansetron hydrochloride equivalent to 2 mg of

Country of manufacturer: India
Kpatua-supotuux: Iaais

Batch / Cepia Ne: V236668

Batch Quantity / 06’em naprii: 19309 Packs / ynaxonox

Analytical Report/ Ananitnunnii 3sit No: 890001688697

Date of Analysis / JlaTa nocyipkensn: 15.09.2023-

Date of Manufacture / Hara supodnigiea: 08/2023

Date of Expiry / Tepmin npugarnocti: 07/2026

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

Valid till / Mificue go: unlimited / HeobMeReH I

Order of MOH No: Ne1452 from 15.07.2021 / Hakas MO3 Vrpainy Neld52 sin 15.07.2021

Size and type of the package / Po3Mip 172 THN HaKYBAaHHA!

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

2 mu1 (4 Mr) B amnysi; mo 5 amayn y Gaicrepi; no 1 6nicrepy
B KAPTOHHIiT KOpoGUi 3 MAPKYBAHHAM YKPAIHCLKOI Ta
AanrniifcLKo 0 MOBaMH

Name, address and numbers of the licences of manufacture and
quality control / Halimesiysanns, agpeca Ta HOMep JritteH3il
sIPOOHHKA T4 KOHTPOJI0 AKOCTI:

Dr. Reddy's Laboratoeries Limited

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

ip. Peani’c JlaGopatopic JdimiTen

Bupofuuya ginpuuas — VI, ¢. Kxon, Hanarap poan, Basni,
oxpyr Conan, Ximayan Ipapem 173205, Ieigis

UTinenaia Ne MB/05/264

Chromatographic purity /
XpomartorpadiyHa 4ucToTa
a) The larpest
individual compound  /
Hait6inbllla 1HAKXBIAYyalbHa
HOMILIKa

b) Total compounds
{(including ondansetron
related compound D, %) /
CyMH  BCiX  [JOMIIIOK
(BRMHOMAOYH
OHAAHCETPOHY
aoMitky D, %)

0.04 %

CYILYTHIO

BDL (disregard arca 808)

a) NMT 0.20% / ne 6insuie 0.20%

b) NMT 0.50% / ue 6inplie 0.50%

Sterility / CTepHABHICTE Complies / Bignosigae

Should correspond to US Ph.: should be sterile /
Mae pimnosizate amoram ®©. CUIA: mae Gyru
| cTepunsHHEM

Remarks: The product confirms to above specifications
fipumirica: [poaykr Binnogiae sunieasHaneHiil coeyihirat

Opinion: APPROVED
Bucnorok: Horoguru

A,

o

HOPM/

Tested by / TecTyBas: - Document Checked by / Tlepepipus: [Name and position of person 3 athorizing the batch
Ankit " Santosh Kumar Maurya ¢ Afa 103BOIMNA
|
. _ (T'eam Member-
pAHA . @‘

Sign & éte " "'\
: % ®

w10 15.09.2023

Sign & Date / Tlimnue/lara:

15.00 %% WA
; 3

‘e: 8-2-337, Road No. 3, Banjara Hills, Hyderabdg

1 40 4900 2900, Fax: +91 40 4900 2959, Email:

CIN: L85195AP1984PLCOOA5CY
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF QUALITY Distt. Solan,

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

Vill. Khol, Nalagarh Road, Baddi,
H.P, 173 205, INDIA

CEPTHOIKAT HKOCTI

Tel : 491 98166 56001-02

WWW, {:Irrédd‘i'iac% /Crop.4 of /36

in ampules NeS
[Ipoaykr: OCETPOH® posunn anst iw’exniii (2mr/ma) no 2 ma
(4 mr), B amnynax Ne 5

Ondansetron
1 MJ1 pO34YHHY MICTHThL: ORAAHCETPOHY THAPOXJIODHAY
CKRBIRANEHTHO 2 MT OHJARCETPOHY

Product: 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
Kpaina-supotank: laain

Batch / Cepin No: V230668

Batch Quantity / O6’cm naprii: 19309 Packs / ynakorok

Analytical Report/ Auanituunnit 3git No: 890001688697

Date of Analysis / laTa goeaimxenns: 15.09.2023

Date of Manufacture / ara supobaunnrea: 08/2023

Date of Expiry / Tepmin npumatrocti: 07/2026

Registration certificate / PeecTpauiiine nocsiggenna Ne:
UA/4886/01/01

Valid till / JTificue go: unlimifed / neotmereumis

Order of MOH No: N21452 from 15.07.2021 / Hakasz MO3 Ykpaiuu Nel452 sin 15.07.2021

Size and type of the package / Po3mip Ta THR NaKyBaHHSI:

2 ml (4 mg) in ampules fo 5 ampules in a blister; 1 blister's
cendition in a cardboard box with markings in English and
Ukrainiap languages /

2 ma (4 mMr) B amnyai; no 5 amuya y oaicrepi; no 1 6iicrepy
B KApPTOHHIH Kopo6ui 3 MApKYBAHHAM YKpPaTHCHKOIO T2
AHCACLKGI0 MOBAMH

Name, address and numbers of the licences of manufaciure and
quality control / HalimeuysaHnns, agpeca Ta Homep Jixensiy
BUPOOHYKA TAa KOHTPOJIIO AKOCTI:

Dr. Reddy's Laboratories Limited

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

Jip. Peani’e JlaGopatopic Jlimiren

Bupobunua ginsuuus — VI, e. Kxon, Hanarap poaa, baani,
oxpyr Conan, Ximaquan Hpangews 173205, kunin

blil.lﬂ-i:ﬂi! Ne M B/05/264

Assay: each 1 ml of the
solution contains
ondansetron hydrochloride,
equivalent to ondansetron
{in terms of CigH sN30Q) /
KiibKICHE BU3HAYEHHS!!
KO)KEeH MJT PDO3UHHY
OHAAHCETPOHY
THAPOXJIOPHLY,
eKBIBAIEHTHO
QHOACCHTPOHY (B
nepepaxyHKy Ha
oHnnarcetpor C)pH;oN:O)

200 mg/ mr

1.90 mg/ml — 2.10 mg/ml / Bix 1.90 mr/mn a0
2.10 Mr/mn

10. | Extractable volume, mil / 20ml/ Mmn

O6’eM, W10 BUTATAECTLCA, MIT

Not less than the stated quantity / He wmMeHIne
3aABJEHOl KiRKOCTI

i1, | Clarity / Ilpozopicts Complies / Bignoeinae

The test solution opalescence should be no more

Remarks: The product confirmis to above specifications
Mpumitka: [Iponykr Bignosinac Bumie3aszHayeHii coenudikalii

Opinion: APPROVED
Bucnopok: Ilorooutu

\H& *
*li" QOﬂM: 4’

Tested by / Tectysan: Document Checked by / [epepipus: [Name and position of person getheérizing the batch
Ankit i ,'? Santosh Kumar Maurya release / Ing FApgcana oco i (4 O3BOJIHIIA
; ‘ - {Team Member-

Sign & J @e /) ﬂnﬂcf}:[a ‘9 “

Sign & Date / ITignuc/Hara:

*‘.5’

15.09. &59 *\0 \o. A\ | 15.09.2023
| [ o %\l & g‘ 21
:5 ‘0“1\!3 ‘ﬁgwm C@‘ e: 8-2-337, Road No. 3, Banjara Hills, Hyderaba
\lﬂ‘“‘ g 218 LT 40 4900 2900, Fax: +91 40 4900 2999, Email: m
16"3' - CIN: L85195AP15984PLCO04507

www.drreddys.com




@
Dr.Reddy’s ‘;’

Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF QUALITY Bistt. Solan, H.P,, 173 205, IND1A

CEPTUDPIKAT AKOCTI

Tel : 491 98166 56001-02

www.drreddyf,&g@ Crop. 5 of /3 6

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

Npoaykr: OCETPOH® po3uun ans in’exuiii (2mr/ma) o 2 Ma
{4 mr), B aMnys1ax Ne 5

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

1 mJ1 pO3YNRY MICTHTEL! OHAAHCETPOHY THAPOXJIOPUAY
IEKBIBANICRTHO 2 MI" OHAAHCETPOHY

Country of manufacturer: India
Knaina-supobunk: Iamia

Batch / Cepis Ne; V230668

Batch Quantity / O6’em napril: 19309 Packs / ynaxopok

Analytical Report / Ananiruunauii 3giT Ne: 890001688697

Date of Analysis / Jara gocnitskennn: 15.09.2023

Date of Manufacture / Jlara supobunurnsa: 08/2023

Date of Expiry / Tepmiu npuxatHocti: $7/2026

Registration certificate / Pecerpaniiixe nocginuennsa Ne;
UA/4886/01/01

Valid till / diitcye mo: unlimited / necdmexennii

Order of MOH No: No1452 from 15.07.2021 / Hakaz MO3 ¥xkpainn Neld52 pin 15.07.2021

Size and type of the package / Po3mip Ta THI maKyBaHHs:

2 mi (4 mg) in ampules to 5 ampules in a blister; 1 blister's
condition in a cardboard box with markings in English and
Ukraimian languages /

2 ma (4 Mr) B amMnydi; mo 5 amnyn y onicrepi; no 1 osictepy
B KapTOHHi1 Kopolui 3 MAPDKYRAHAAM YKPATHCLEKOK T4
AHCALHCHL KO0 MOBAMH

Name, address and numbers of the licences of manufacture and
quality conirol / Haiimenysanus, anpeca Ta Homep Jiuensii
BHPOBHHKA T2 KOHTPOJE AKOCTI:

Dr. Reddy's Laboratories Limited

Formulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt,
Solan, H.P. 173205, India., No. MB/(5/264

p. Pepni’c Jlaboparopic .}IIMITE,[[

Bupoburua ginsaaua — VE ¢. Kxon, Hanarap poas, Bajuui,
oxpyr Conan, Ximauan Ikpageims 173205, Innist

Jliensin Noe MB/05/264

intense than the opalescence of reference
suspension solution — 1 (according to B.Ph.) /
OnanecueHuis npenapary He IoBuHHA OyTH

IHTEHCHBHILIOID  OnalecueHull  eTAIOHHOIO
pOzUMHY cycrieH3il — I {y BIIOBINHOCTI 10 BUMOT
bput. D.)

12. | Assay of sodium chloride / | 0.896 w/v/ m/06
KinnxicHe BU3HAYCHES

HaTPIIO XJIOPURY

0.855% wiv — 0.945% w/v / Bix 0.855% m/06 mo
(3.9459%, M/ob

Remarks: The product confirms to above specifications
IMpumirka: [TpoaykT BiNNOBigac BHIIEIaA3HAYEHIH cnendikanil

Opinion: APPROVYED
BicHorok: HlorooutH

Tested by / Tectysas:
Ankit

Y
] r

Santosh Kumar Maurya

&

....--‘"'"#“__

s

-l
s.f:.
..-ll-l'l'

pAHA /7 %
/3¢ ODM

e

Document Checked by / Ilepepipug:

Name and position of person

guthorizing the batch

release / Ingg ,,,,5“;4 acof HO3BOIWIA

L i A
BUTTYCFoT ' : (Team Member-
A

Sign & l}/ e /a an/I[a "%‘rﬁ Sign & Date / [Tianuc/Hata:
15.09. 24/ 9 “\0 ﬁ* *\ | 15.09.2023
I T
‘0“1\\3® ngatt ?l : 8-2-337, Road No. 3, Banjara Hills, Hycieraba PUERA, |
. u&\'@ ,.2‘.13 * 40 4900 2900, Fax: 491 40 4500 2999, Email: mait N TR
252 1\6 & a- CIN: LB5195AP1984PLCO04507
\ ‘*’Oo 5o 9*,.:». www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Dr.Reddy’s €5® R
i'.. e ys _. | Formulation Unit

Viil. Khol, Nalagarh Road, Badd,
CERTIFICATE OF QUALITY Distt. Solan, H.P, 173 205, INDIA

CEPTH®DIKAT SSKOCTI Tel : +91 98166 56001-02
www,drreddymm Ctop. 6 of /3 6

Product: OSETRON, solution for injection, 2 mg/mi, 2 ml (4 mg)iCountry of manufacturer: India
in ampules Ne5 Kpaina-eupobuux: Inais
Mpoayxt: OCETPOH?® posunn ansi i’ exuiif (2mr/mn) no 2 M
(4 mr), g ammynax Ne 5

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

I My pO3UMHY MICTHTH: OHXAHCETPOHY FHAPOXAOPHAY
cKBipanedTig 2 MI OBJANCETPORY
Batch / Cepis Ne: V230668 Batch Quantity / O6’em naprii: 19309 Packs/ YIaKOBOK

Analytical Report / AHamiTHyBuHA 3BIT Ne: 890001688697 Date of Analysis / Jlata pocnimxenns: 15.09.2023

Date of Manufacture / Jara supoduirigrea; 08/2023 Date of Expiry / Tepsin npugatiocti: 07/2026
Registration certificate / Peecrpauiiine noceigyenns No: Valid till / Misicxe no: unlimited / HeoOMemen i
UA/M886/01/01 |

Order of MOH No: Ne1452 from 15.07.2021 / Hakaz MO3 Ykpainu Ne1452 sig 15.07.2021

Size and type of the package / Po3Mip T2 THH NTAKYBAHHA: 2 ml (4 mg) in ampules to 5 ampules in a blister; 1 blister's

condition in 2 cardboard box with markings in English and
Ukrainian Ianguages /

2 Mt (4 Mr) B amnyai; no 5 ammya y Gaicrepi; mo 1 Guietepy
B KAPTOHHIH Kopo61i 3 MapKYBaHHAM YKPATHCBKOIO Ta
AHTNIRCHEKOW MOBaMH

Name, address and numbers of the licences of manufacture and Dr. Reddy s Lahorateries Limited

quality control / HalimeHyBanHs, aJpeca Ta HOMED Jinen3il Formulation Unit ¢ Vill. Khol, Nalagarh Road, Baddi, Distt.
BUPOBHUKA Ta KOHTPOJIO SIKOCTL Solan, H.P. 173205, India., No. MB/05/264

1Ip. Penunri’c JlaGopartopic Jlimiren

Bupofuuua ainsuuug — VI, c. Kxoda, Hanarap poad, baani,
oxpyr Conan, Ximauau Hpaneur 173205, Inaia

Tinensin Ne MB/05/264

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the 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.”

Iexnapauisa npo ceprudikaniio: “Lum 3aCBiUYI0, LIO BUIUEBHKAAeHE 1H(GOPMALIL CTIPARXKHA i Touna. 1{a cepis npoxyxTy Oyna
BUTOTOBNEHA, BXIKOUAIOYH YITAKOBKY/MapKyBaHHS Ta TIEPEBIPKY AKOCTI HA BULIC 3TafaHOMY caliti (ax) y MOBHIA BIAMOBIIHOCTI 3
siMoramMi GMP Micneeoro Peryisropsoi oprady 1 BimoBifHO mo crelp(ikailli, mo MiCTATBCH B peecTpauiiiHoMy ROcke /
Topro.iit fAinensii kpaiun-iMnoprepa abo y ROCHE cnenudikanii OPOLYKTY I AOCHIIKYBaHHX J1KAPCHKKX 3acoGie. JJOKyMEHTH
110 06poBII, yNakosLi Ta aHaNi3y 6YIH NeperyiAHyTi T2 BCTAHOBICHO signogigHicts GMP.”

Remarks: The product confirms to above specifications I(}pinit:m: APPROVED

MpumiTka: TIpONYKT BINTOBIJAE BUIe3a3HadeHii cnenydikamy Bucuopok: Jloroanry

Tested by / TecTyBas: Document Checked by / [epesipys: [Name and position of person athorizing the baich

Ankit /D‘ Santosh Kumar Maurya release / IM’4 72 nocana 0CQ0! i NO3BONKIIA
!l Pt Eenn i - P .

. L (-i. 2R - T \%{T eam Member
ﬁ,;p...\HA ’.’rf,»ﬁ -~
AN SLIE AL AN
Sign & .f.',!, atewjATimmuc/ s ,'\ Sign & Date / [Tignuc/HaTa:
15.09p80/ “\©  _\a'A\ | 15.09.2023
fsof . qaw e
32 [ e ® )

E:‘. 19 4 v ) H H
Mﬁtiw redopfice: 8-2-337, Road No. 3, Banjara Hills, Hyderaba

- W z Ji: _ N >
AN w‘:‘;w 31219 T 1 40 4900 2900, Fax; +91 40 4900 2999, Emait: M Xstapys. corg

£ N CIN: L&5195AP1984PLCO04507 S
)

\ b_‘fo ot _, www.drreddys.com

4 (2] []DH w ’




“1

AEPKABHA CIIYXBA 3 JUIKAPCBbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KHIBCBKIN OBJIACTI

npos. CeiTianuHoi Hanii, 3, M. Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
PO SKICTh BBE3€HOI0 B YKPaiHy JiKapchbKOro 3acody

03.11.2023 Ne 50066/23/10

OCETPOH®

(HaHMEHYBaHHA J1IKAapChKOro 3aco0y 3rifHO 3 peecTpaniiiHuM NOCRiAUEH M)
PO34HH Il IH'€KIIM, 2 Mr/Mu; o 2 ma (4 Mr) B ammyJi; no 5 amnya y 6aicrepi; mo 1 Gaicrepy
B KADTOHHIiH KopoOui

(dopma BuITyCKY, 103yBaHHSA, BU TAKYBaHHS JIKapChKOro 3acoby)
Howmep peectpauititoro mocsimuenus UA/4886/01/01 crpox nii peecrpauiitnoro noceiauenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne V230668 KinekicTs BBe3eHOrO NiKapepkoro 3acoby 4968

BupoGuuk % J-p Penni'c Jlaboparopic Jlimiten, Innis

(HaliMeHyBaHHA BUPOOHMKA KapPCHKOTo 3aco6y, Kpaia HOXOMKEeHHS)

Beeseno B Ykpainy ToBapucrro 3 oOMexeHo0 BitnoBinansuicTio " p. Penni'c
JlaﬁopaT{)_pia", inent. kox: 37560808

(HalimenyBsanus Ta koz 3a €[[PTIOY ropuauanoi ocobu aGo mpizBuie, iM's, 110 6aTHKOBI pizmuanOi
0CO0M - MiAnpUeEMILY, il Micue IPOXKUBAHHS Ta peecTpaliiHuit HoMep 06KOBOT KAPTKHM [UIATHUKA
noJaTKIB abo cepis Ta HOMep macIopTa)

IIporoxon BisyansHoro kourpomio six 13.10.2023 Ne 3213/3.

JIaGoparopHuii anai3 AKOCTI JTIKAPCHKOro 3acofy 3iHCHEHHiA:

Jlaboparopist papmakoneiinoro ananizy {1 "Vkpaincekuii HaykoBHit hapMakoneiHui LEHTp
SIKOCTI JlikapchKux 3acobiB" (M.XapkiB, Bys1. AcTpoHOMi4Ha, 33)

(HaiiMEHYBaHHS Ta MicLE3HAXO/UKEHHS 1abopaTopii, 110 NpoBena 1abopaToOpHHMii aHATI3 AKOCTI)

BHCHOBOK 110210 AKOCTI NlikapchKOTo 3acoly, Bumanuii naboparopicto pig 02.11.2023 No £ -.a_--.:_~
SHA

Pesynbraty nadopaTopHOro aHai3zy SKOCTi iKapChKOTro 3aco0y 3a MepeRipeHHUMH MoK g

BUMOTraM METOIB KOHTPOJIKO AKOCTI (aHATITHYHO-HOPMATHBHOI JOKYMEHTALIIT). / »
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