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CERTIFICATE OF QUALITY =% 1% -
CEPTU®DIKAT AKOCTI b

.. Page/Crop, 10f/6

Product: KETOROL GEL, gel 2 % 30g

[Ipoayxr: KETOPOQJ T'END, rean 2 % o 30r

| £ of gel contains: 20 mg of ketorelac tremetamine
L r ress sicrirs 20 M KETOPOAAKY TPOMETAMIHY

KpaTaa-supolinuk: Ingin

Bateh / Cepin Ne: V230735

[Batch Quantity 7 O6%em maprin: 23400 Packs / 23400

[YNIAKOBOK

Nl e s

Date m_g__lgsi_s [ Mava Amigmég.tm: 06.10,2023

Date of Manufacture / ata supoGunurea: 09/2023

Date of Eﬁcm ! Tepmin nprasTrocyi: 08/2025

[Registration certificate / Peccrpanitine nocsingennn Nes
HWA2566/03/61

Valid till / AilcHe mo: unlimited / aeoGyenmennii )

Order of MOIL No; Xe1116 from 20.09.2017 / Hakaz MO3 Yepaina Nel116 sig 20.09.2017

Size and type of the package / Poasip 72 visn nakypanua:;

1T¥61 Kepofui 3 MapRyYBanHAM YKPATHCLKGI Ta apraliichkom|

3¢ g in a tuhe labeled in Ukrainian; 1 tuba in the box
marked in Ukrainian and English languages /
10 30 ¥y Tv6i 3 MAPRYBARKAM YRPATHCLKOI MOBOH: 110 1

MOBAMIY

|quality control  Haftmenypanna, anpeca Ta nomep aiueusil
IBHPOGHHKR T2 KOHTPRTIO AKOCTE:

{p. Peani‘c. JaGopaTopic Jlisiren

D, Reﬂdyr;Labumtﬂria;ﬁnﬂté& h
Formulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
{Solan, H.P, 1732085, India., No. MNB/05//263

Bapobruwua alnvenmug - V1, ¢, Kxor, Hanarap poan, Baaai,
wpyr Conan, Ximauan Hpagem 173205, Inain
Mlinensin Ne MINB/05/263

| Ipusirka: TIPOAYKT ignosinae suuesssuavenii cneundikauil

| Ne | _Testf Tecr | Result/ PeayabTar Specification / Crneundixauin
1.* [escription / Omc Homogeneous with charactenistiHomogeneous with characteristic odor, transparent 10
odor, translucent gel / omorenunit atransiucent gel / Cosorenunii pia maftxe nposoporo 1o
XAPAKTSPHHEM 3AFAXOM,IPO3OPOTD TEA0 3 XAPAKTEPHIM 3a0AX0M
HanIBNpo3OpPHE rens
2. [Hdentification / Inewrndikauin: Complies / Binnonigac The retemtion times of the min peak in the
K etorolac fromietamine (HPLC) / hromatograms of the sample preparation corresponds]
Kevoponaky Tpomcraminy (BEPX). 0 that in the standard preparation under assay / Yag)
i HMAHHA FORORHOTO [NiKa HE XPOMaTOrpamax
3 BHNpOOYBaHoro POIHHHY NOBHHHO BIUNOBIIATH Hacy
HMAHHS [ONOBHOTO TIK& Ha XpoMarorpamax
SRR S 11 N e CTAHAADTHOTO POTYHHA
3.* pH (2% suspension in water / BonHa | 6.8 £.0-738
1 gycnensia) . i N
4.*_[Viscosity /B AIKICTE - 6.918 poise / 6,918 nyas 5 — 12 poise / nyas
5. (Average il weight / Cepenna Maca | 306g/306r Not less than 30 g / He medme 30 v
Remarks: The product confirms 1o above specifications pinign: APPROVED

Bucnorok: IMoroams

Tested by / TecTypas: Ankit
sSantosh Kumar Maurya

Document Checked by / IIepeﬁfﬁm:
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Praduct: KETOROL GEL, gel 2 % 30¢

poayxT: KETOPOJI F'EJD, reas 2 % no 301

I g of gel contains: 20 mg of ketorelac tmmetamma
I r reqio mictivre 20 Mr KCTOPONAKY TROME

Country of manufar:turar Indm
Kpalua-supobnng: Iuaisa

Batch / Cepin Ne: V230735

_lynaxoRog

Batch Quantity / O5'cm maprit: 23400 Packs / 23400

Analyuﬂal Report / Anzuimmunssit asiv Xg,SW{iﬁMﬂS}

| _[Date of Analysis / lava nnmmeﬂuﬂ* 6. Ii} 2023

Date of Mapufacture / [laTa supoGuauras: 09/2023

Date of Expiry / Tepsmin npagarnocrti: (8/2025

Registration certificate |/ Peecrpanifine nocsifgenus .l"é:
UA/2566/03/01

Valid till / Jifiche ao: wnlimited / aeofisemennii

Order of MOH No

: X1116 from 20,09.2017 / Hakas MO3 Yxpainn Me1116 sin 20.09.2017

Size and type of the package / Possmip Ta TR naxyrauna;:

_|MOBAM

30 g in a tube labeled In Ukrainian; 1 tuba in the box
marked in Ukrainian and Eaglish languages /

no 30 r ¥ 7v6i 3 MmapryBanasM yKpaTHCLKO I MoR010; 110 |
1ry6i Kopolini 3 mapKyBAKEAM YEPATHCHLKOIO TH AHAIHCH KO

INanie, address and numbers of the licenses of manufactare and
iquality control / Haltmenysanua, aapeca Ta womep ninewsii
{BHPOOHHKS T3 KOHTPOTIO RKOCTI:

Dr. Reddy's Laboratories Limited
Formulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan, H.P. 173205, India., No. MNB/05//263

Ap. Peaai’e JlaSopaTopic .I[mfrren | 1
BupoGrirua pinsuun — VI, ¢. Kxont, Hanavap poay, Bawd,
kpyr Conguy, Xisagan Hpagens 173205, Iaaia |
Elimm 3in Ne MINB/05/263

6. PMinimum fill / Maca susinbieHs Complies / Binnosiaac {The average net content is not less than the iabeled.
i mount and the net contemt of any single container s
Emt less than 90% of the labeled amount / 3navuenns|
cepeanbol MacH BHBIIGHEHMN Mac (VvTI we »emnue]
panprelol KiALROCTE T2 HOAHOT lHﬂl{HiH}‘ﬂﬂI:Ht}?.-!dattii:
. e _ [Menue 90% 3aqeresol KisLKoCT) .'
7. methy] sulfoxide / 0R.9% [From 90% to 110% of the labeled amount 7 Big 90%;
dlaseruncynngorera (15%) - — o ino 110% 3assnenol kinbkocTi | -
§.* [Ethanol / Eranoa {(5%) 98.9% ﬁ:&m 85% o 1153% of the labeled amount / Bix 85%4
i I ) ) 0 115% 3ansnenof xinkkocTi
19.* |Preservatives / KoRceppauT 3
} Sodium Methyl hydroxybenzoate 97.7% ) From §4% to 11034 of the labeled amount / Big 90%
Harpia meTunnapaben (0.18%) | 0 110% maaenenof kinsxocTi
) Sodium Propyl hydroxybenzoate 4 05.8% } from 90% to 110% of the labeled amount ¥ Big 90%
farpia uponunnapafen (0.02%) | _ 110% 3agrnengi ginexouti
Remarks: The product confirms to above specifications lﬂpiniun' APPROVED
[lpusivia: Upogyxr Bignosinac sMuiesaznavenif cneumdixauii Bucnownor: Horogury
Tested by / Tecrynab: Ankit

santosh Kumar Maurya

kﬂmum&zt Checked by / Hepemp;m*

j~ame and position of porson auﬂmnzmb the bateh |

felease /. im H A MOCana c}cu;,}ﬂ aﬁ:a JIOIROIHAL
ISHOYCK €801
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CEPTUDIKAT AKOCTI ™%

Page/ Ciop. 3 of /6

Prodact: KETOROL GEL, gel 2 % 30p

NMpogyxT: KETOPOM I'EJIb, rein 2 % no 30r

1 g of gel contains: 20 mg of ketorelac trometamine
L ¥ reaso MiczuTs 20 Mi° KeTopoaaky TpoMeTraMiny

Country of manufacturer: India
Kpaina-supotnns: Ingin

Batch / Cepig Ne;: V230735

“|Batch Quantity / O6’ext naprii: 23400 Packs / 23400

NHAKOBOK

- gigalﬁi:_éa! Report / AuasiTnanui spit Na: 890001692053

Date of Anaiysis. !R&Ta Eﬂ-l‘hJ;IFEIIﬁ.‘EHHH* 06.10.2023

Date of Manufacture / Aara nupofunurea: 0972023

Date of Expiry / Tepmiv npuaarnocri: 08/2025

Registration certificate / Peccrpauiiine mocrigyenns Ne:
{UAS2ZS66/03/01

Valid till / Hificue ao: unlimited / HeoBvewemyii

Size and type of the package / Possmip va THi naxypanun::

1Order of MOH No: Jﬁlllﬁ from 20.09,2017 / Haxaz MO3 Y Kkpainu JUHG ain 20.09.2017

30 g in 8 tube labeled in I}krmmau, 1 tuba in the hox
marked in Ukrainian and English languages/

ng 30 ry 1y6i 3 Maprysasuss YRpallnceRow Mog010; 1o 1
Ty6i Ropobni 3 MapRYBanHAM YEDPATHCEROI0 T2 aRCNICLKOIO
MOBaMIE

Name, address and numbers of the licenses of iﬁaﬁufactﬁﬁ? and
quality contrel/ HafimeuyBannas, anpeca Ta Homep-aiuenait
BHPOGHHKA T3 KOHTPOIIO #KOCTH:

{Bupobunva alasanus - Vi, o Kxon, Hanarsp poaz, Baasi,
_Lo;;pyr Canan, Xisasan Npasent 173208, luais
Hlinensiz N MINB/05/263

Dr. Reddy's tharﬁmﬁeﬁ Limited |
Formulation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan, H.P. 173203, India., No. MNIV05/263

AAp. Peaaite ﬁaﬁﬂpaTopIc_ﬂmﬂt%ﬂ

IWuri_tias { Hosmining
k) 1-Ketoanalog / I-keToasanor

110.*

ISy Hydroxyanalog / 1-

(HAHBIAYaAbHA AOMIMIKaA

r] ‘Total inpunites / cyma pomiox |

Below LOQ (LOQ = 0.020 %) /
Huxae mivita KinbkicHoro
suznavenxn (JIKB = 0.020 %)

Below LOQ(LOQ=0.020%) /

| m}xﬂ}{ﬂﬂ:ﬂ_ﬂﬂr Hurue miMITa KinbKICHOMG

suznguenus (JIKB = 0,020 %) |
I3 &} Not more than 1.0% / He binpe 1,0%
I} Any single impurity / aigba Below L{BQ ([ O =0.025%)/

Hinkye niMira xiaskicHoro |
BHaHaucHHA (JIKB = 0,025 %)

Below LOQ f Hyoxue mimita
KUILKICHOTO BHIHAYEeHHA

a) Not more than 2.5% / He Bincmie 2.5%

1{b} Not more than 0.5% / He Ginkise 0.5%

) Not more than 5.0% / He binswie 5.0%

[ Remarks: The product confirms to above specifications
Hpumirka: Npogysr pinnosigae srmesasnagenii creungikanii

Opinion: APFROVED
Bncaopok: Horoaumn

Tested by / Teerysag: Ankit

Santosh Kumar Maurya
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Document Checked by / IMepenipus:

Name and position of person authonizing the batch
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Page/ Crop. 4 of / 6

{Product: KETOROL GEL, gel 2 % 30g Country of manufacturer: India
{[Ipoaykr: KETOPOJ CEJD, reas 2 % 5o 30r Kpatua-Bsrpobunk: Inais ]
1 g of gel contains: 20 me of ketorolac trometamine !
L r remo micTiTs 20 M KETOPONAKY TPOMETAMIRY
Batch / Cepin M V230735

Batch Quantity / O6%em naprin: 23400 Packs / 23400
NAKOBOR | ) -
Date of Analysis / lata nocnipxenns: 06.10.2023
{Date of Expiry / Tepmin npuaarnocti: 08/2025
Valid till / Kificne go: unlimited / neoSmemennii

Analytical Report / Ananivnauuii 3sit No: 890001692053
Date of Manufacture / lata supobunuysa: 09/2023
Registration certificate / PeecTpaniftne noceingenns No;
|UAS2566/03/0]1 _ _
Order of MOH No: Me1116 from 20.09.2017 / Haxas MO32 Yxpainu Xo1116 sig 20.09.2017 __
Size and type of the package / Posmip T3 TaAn naxysanus:: 30 g in 2 tube labeled in Ukrainian; 1 tuba in the hex
marked in Ukrainian and English languages /
0o 30 ry Ty6i 3 MADKYRAWIGIM YKPATNCLKOK MOROIO; N0 |
TY0i KopoOui 3 MAPKYRARIEM YRPATHCLKOW TA aHrTHOE K016
_ . i IMOBAME e
Namé, 2ddress and numbers of the licenses of manufacture and [Dr- Reddy’s Laboratories Limited .
quality control / HaliMenysanua, agpeca ta Homep ainensii Formalation Unit 6 Vill. Khol, Nalagarh Road, Baddi, Distt. |
BEHPOGHIKA T8 KONTPOIIO SKOCH: {Solan, H.P. 173205, India., No. MNB/0S//263
Hp. Peagi'e JlaGoparopic MimiTes
Bispobuuna aineuwnr — VI, ¢ Kxon, Hanarap poan, Baagi, |
ORPpYT Conan, Xiavauan Mpagew 173203, Ingid
yliuensiv Ng MNB/05/263

?

11.* Assay (2%, calculated as
' u['.i]d”zaﬁ) / Kinkxicue
pusHauerHd (2%, B mepepaxyxky Ha

) from 95% to 105% of the labeled amount.f 5ix 95%
0 105% saasneHof KiITLROCT] |
) from 90% to.110% of the Iabeled amount / iz 90%}
_$00 110% 3aapaeH0T KiALKOGT

. D9.6%
HMOMENT BHAYCKY

b*} during shelf life / npotarom
__|TepMiny NpanaTHocT

Remarks: The product confimms to above speciﬁcatin}ns 9 phﬂun: APFROVED
Npasmirka: [ponyxT piapoeigac sMmesasnagenii cnermdiranii Bucnonok: Haroamnry

Tested by / Tecrysas: Ankit Document Checked by / INeperipue:  IName and position of person authiorizing the batch
o Santosh Kumar Maurva. ] fl, Axa 103BOAK A
i f 2 }_. . :Ih P ‘{)F*'::“ o b
= WAL Vo !
£l a: 08.01 2024
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CEPTUDIKAT AKOCTI

CERTIFICATE OF QUALITY 75 ! i

Page /Crop. Sof /6

Product: KETOROL GEL, gel 2 % 30g

Opoaywr: KETOPOMX T'EJb, reasn 2 % no 30r

1 g of gel contains: 20 mg of ketorolac trometamine
L rreaw MicTaye 20 Mr Keropoaaxy TpoMeraminy

Country of manafacturer: Indiz
K patua-Bupebuux: Inaia

[Bateh / Cepis Ne: V230735

Ba'téﬁ:auﬂtiw '.f”(.}ﬁ*f:m il.iél. pﬁ‘i 1340{] I;aek;s / 23400
¥ NAKOBOK

Analytical Repnrt! Aua.nrm-m]m :mn' .I"E"m* 890&0]692{]53

Date of Analgﬁ { Bara nnmia.mﬂﬂﬂ 06.10.2023

Date of Iﬂanufacmref Hata By pﬂﬁHHlﬂ‘Eﬁ 09/2023

Date of Expiry / Tepmin npigarnocri: 08/2025

Registration certificate / Peecrpaniiine noceinuenns No:
UAS2566/03/01

Valid dll f Qiiicue go: mnlimifed / HeobMemenni B

Order of MOH No: Ne1116 from 20.09,2017 / Baxas MO3 Yipatau 21116 oin 20.09.2017

Size and type of the package / Poxmip ra Tun nagysanna::

MOBaMu

30 g in & tube labeled in Ukrainian; 1 tuba in the box
marked in Ukrainian and English languages /

o 30 r y Ty6i 3 MapKyBausasM yrpaticL Ko MoBOW; o 1
TYG1 Kopebui 3 MapKyBaHHAM YRPATHELKOW TR aHMICL KO0

Nam address and uumbers of the ln:en&es uf manufacfﬂm and
jquality control / Halimenysanus, agpeca Ta HOMEp Jilen3it
BHPOBHIUKA T2 ROHTPOSIO HKOCT:

Dr. Reddy's Laboratories Limited

Formulation Unit & Vill. Khaot, Nalagarh Road, Baddi, Distt,
Solan, H.P. 173205, India., No. MNB/05//263

K. Peaai'e JabGopartoplc Mimiren

¥r Conan, Ximauan [pagews 173205, Inain
ﬁhueaum Ne MNB/5/263

<10CFU/g / <10KYO/r

b} Total number of yeasts and molds|{<10CFUjg / <10KYO/r
in total / 3aranene yncno

pRIDKOBHX Ta NAICHABIX IPHOIB
cymapio {TYMC) |
K} Pseudamanas aerugingsa, Absent / Biacythi
| Smph vocoecus aureus Absent / Bincyrui

a) Not more than 100 CFU/g / He Sinse 100 KVOir

lb} Not more than 10 CFU/g/ He 6imure 10 KYO/r

1

|¢) Pseudonionas 'aerngmaga Staphvlocacens aureus

Bupebinya pinkunus - VI, c. Kxou, Hanarap poan, Baxai, |

should be absent in | g / nonundi 6y sincyriie 1 r

*- 1ests performed during quahty control
HPOMA20M mepminy 36epicannn

of the drug during stnragt i n MECHIY, NPOBAOAMBER REAE KORMPOTT ARG npenapanty

[Remarks: The pruduet cnufma to above apﬂclﬁcnimn{:
Hpuusirka: Hpoaykr signosinac mruiesaznauenii crnenMdixanii

|o¢m; APPROVED
Bucunpnox: Horoautn

i Tested by / Tectysas: Ankit

Santosh Kumar Maurya

o

Document Checked by / Tlepesipus:

IName and position of person authorizing the batch

release f lu 8 T2 nocaza ucqpif”ﬂm AD3BOANAA
7
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. Page 1Ciop. 6 of /6

Product: KETOROL GEL, gel 2 % 302

Npoayxr: KETOPOJ T'EJIb, reas 2. % no 30r

1 g.of gel contains: 20 mg of ketorolac trometamine

I I reqiso MICTHTE 20 M KETOPONAKY TPOMETAMINY

Country of manufmtureﬂlndia
KpaTua-enpoduux: Ingia

Bateh / Cepin Ne: V2307358

Batch Quantity / Q6 em naprit: 23400 Packs / 23400

ynakosoxr

{Analytieal Report / AHanituignil 3BiT % 890001692053

Date of Annlysis .f Hara pocainxedsn: ﬂﬁ.fé.ZUZB

Date of Manufacture / [lata supoGuuirraa: 09/2023

Date of Expiry / Tepmin npupatrocti: 08/2025

Registration certificate / Peecrpaniiine nocsiauenns Me;
UASZ566/03/01

Valid fill / Mificue go: unlimited 7 neobGmenenuii |

1Size and type of the package / Poamip Ta Tun nakysanna::

|Order of MOH No: M21116 from 20.09.2017 / Haxas MO3 Yrpatnn Ne1116 sia 20.00.2017

31k ¢ in a tube labeled in Ukrainian; 1 tubs in the box
mirked in Ukrainian and English Innguages /

no 30 r ¥ Ty6i 3 MapryBanans VRPATHCLROW MOBOM; A0 |
TYGi ROPOGUI 3 MAPKYBAHHAM YEPATHCLKO T8 ARMIIICLKOIG
MOBSMI |

Lo

Name, address and numbers of the licenses of manufacture and
quality control / Hafimenypanun, aapeca 1a Homep Niuesil
EHPOIRMKA Ta KOHTPON AROCTI?

Dr. Reddy's Laboratories Limited -
¥ormulation Unit 6 Yill. Khel, Nalagarh Read, Baddi, Distt,
iSolan, H.F, 173205, India., No. MNB/05//263 |

r&p. Peaai’c JlaGopaTopic AimiTen |

Bupobuiua ginsunna — VY, ¢ Kxon, Hoarap poan, Baagi, |
hﬂp}‘!‘ Conan, Ximaqan [Tpagems 173205, Inzin |
linensia Ne MINB/05/263

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 21 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.”

Hekpapauis apo ceprudixauino: “Liuv 3acBiavylo, mo BHMEBHKIAfCHA . indopManis CnpamkHA i Touma. llg cepis
{IPOAYKTY OyNa BUroTOBAeHA, BKAOIAOYN YIIAKOBKY/MApKYREHHA TA TIEPERIPKY AKOCTI HA BHHIC IradaHOMy caivi (ax) ¥
TIOBRIF BIANOBIAHOCTI 3 8uMoranst GMP micuesoroe PerynsropHoi oprany i sianosiano 10 citerppiKaitifi, o MICTATLCA . B
peecTpaiinomy #0Cbe / roprosiil ailensit kpainu-iMnoprepa abo y gocse crolmdikanii NPONYKTY IR HOCRUDKYBAHHX
Jiikapokkhx 3acotis, HoxyMmeRtH no ofpobui, ynakorui Ta asanizy 6yns nepersanyTi 1a BSTanosncHo Binnosianicts GMP."
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