Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories itd.

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

CEPTH®HUKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
i 8456 56001-07

Product :

Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Keropon® Dkenpece (keropoak) TabiieTky, IacneprupyeMble B MOJOCTH pra, 10 Mr

Market / PoiHOK :Russia / Poccus

Batch No/ ) Batch Quantity / 3600000 tab /

Cepus Ne - V2500750 O6nbem cepun " 3600000 Tab

Analytical Repourt No/ - 040002904691 Date of Analysis / . 28.04.2025

AHaJiuTHYEeCKHH oTueT Ne JlaTa aHann3a

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027

Jara npou3BojacTBa Tonen oo

Mfg. License No. / . o

IlponsBoacTBennan : MNB/05/263 P ULy : JIIT-Ne(004669)-(PT-
Homep PY RU)

Juuenszus Ne

Analysis performed according ND: / Anauns nposenen o HJI: JIII-Ne(004669)-(PI'-RU)-190224

Page 10of 9/ Crp. 1139

ITpumeuanue: [Tponykt coogBeTcTBYET Tpebopanusam HJI

1}2 Test / TTokazaTenn Results / PezynnTaThi Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets
tablets with "|" debossed on one with "|" debossed on one side. / Kpyribie
side. / Kpyrnsle riockue iockue TabneTkn ¢ ackoil, cemio-
TabneTkH ¢ packoit, ceeTIo- JKEJITOTO I[BeTa C TpaBUPOBKOM «I» Ha
JENTOTrO LBETA C FPaBUPOBKOMH OJIHOM CTOpOHE.
«|» Ha OJHO¥ CTOpOHE.
2 Identification / UaenTuduxanus
Ketorolac / Kemoponax Complies / CooTBETCTBYET UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / V®-cniekTphl NOrNOIIEHUS
UCILITYEMOrO  PacTBOpa M pacTBopa
cTaHgapTHOro  ofpasiua  KeTopoJaka
TpOMeTaMHHa JOJIXKHBI HUMETb
MaKCHMYMBI PH OJIHOM M TOMH XKe [UIMHe
BOJIHBI (£ 2 HM).
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Zaxaouenne: OJOBPEHO

Prepared by / _
IToarorosneno: Pravesh Rana

Checked by /
IIpoeepeno: Pardeep Kumar

N

Approved by: Manager/Executive /
Ono6peHo: MeHemkep / Pyhoso,pﬂﬁenb
Pavan Kumar Sharma .

Reprint Date /
Hara: 28.04.2025

Reprint Date /
Jlara: 28.04.2025

Reprint Date /
Hara: 28.04.2025

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

. Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

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

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

CEPTHU®UKAT AHAJIM3A  Tol:+01 951665600107

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykrt: Keropoa® Jxcnpece (keropoiak) Tab/ieTkH, ANCeprupyeMble B nojocts pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne : M2500150 O6beM cepun " 3600000 Tab

Analytical Rep03't No/ - 040002904691 Date of Analysis / . 18.04.2025

AHanutnyeckuii oTyer Ne JaTta anannza

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027

JlaTa npoH3BOACTBA I'ogen xo

Mfg, License No. / .

IIpon3BoaCTBEHHAS : MNB/05/263 I, M Crl g LN (00466)(ETs
Homep PY RU)

JIHueH3us Ne

Analysis performed according ND:

/ Ananms nposenen no H: JITI-Ne(004669)-(PT-RU)-190224

Page 2 of 9/ Cip.2u3 9

No
Ne

Test / [TokazaTeJb Results / PesyabTaTsl

Specification / Hopma

Complies / CooTBETCTBYET

chromatogram of test solution should
correspond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay section). / Bpems ynepxuBaHHA
OCHOBHOTO TIMKa Ha XpoMaTorpamme
HCTIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATH BPEMEHH YAEPKHBaHHs
OCHOBHOrO THMKa Ha XpOMaTorpaMmme
pacTBOpa CTaHJAPTHOTO oGpazua
KETopoiaka  TpoMeTamuHa  (pasgen
«KonuyecTBeHHOE OIpeleeHUEN).

The retention time of the main peak on the |

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr coofsercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by / rh
[MoarotosneHo: Pravesh Rana

Checked by /
[TpoeepeHo: Pardeep Kumar

=l —

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pymsomﬂrenb

Pavan Kumar Sharma frw____- =

.-r'"'“’

Reprint Date /
Hara: 28.04.2025

Reprint Date /
Jata: 28.04.2025

Reprint Date /
Jlarta: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

Tol 48128166 500010

CEPTUDPUKAT AHAJIM3A Lt o

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoayxr: Keropon® Jxcnpece (keToposak) TabaeTKH, JHCIeprapyemMbie B H0J10cTH pTa, 10 Mr

Market / Ppinok :Russia / Poccus

Batch No / ‘ Batch Quantity / 3600000 tab /

Cepus Ne - V2500750 O6bem cepun " 3600000 Tab

Analytical Repovrt No/ . 040002904691 Date of Analysis / . 98.04.2025

AHanuTnyeckuii oTyer Ne JlaTa aHajM3a

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JaTa npoH3BOACTBA T'ogen no

Mfg. License No. / . .

IIponsBoacTBeHHAs : MNB/05/263 G UL G . JII-Ne(004669)-(PT-
Homep PY RU)

Juuenzusa Ne

Analysis performed according ND: / Auann3 nposeaen mo HJI: JITI-Ne(004669)-(PT'-RU)-190224

Page3 0of 9/ Crp.3m3 9

1;_2 Test / ITokazaTenn Results / PesyabTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunzudpoxcuaruzon butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the
chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content” section). / Bpemena
YAEpKUBaHUS ITHKOB
2-0y THITHAPOKCHAHU30T1a u
3-0yTWArHApOKCHAHH30I1a Ha
XpOMaTorpaMme HCIBITYeMOTo pacTBopa
JOJDKHBl  COOTBETCTBOBAaTb  BPEMEHAM
YAEpXKHMBaHHA MHKOB
2-0yTUNrUApPOKCHaHU30/1a U
3-0yTUNrUApOKCHAHU30J1a Ha

XpoMaTorpaMme pacTBopa CTaHAaPTHOIO
obpasua OyTuaruapokcHanusona (pasaen
«CopnepxaHnue
OYTHIATHAPOKCHAHHU30Ian).

Remarks : The Product conforms to ND/
IMpumeuanue: [Iponykr coogsercTByeT Tpebosanusam HJI

Conclusion : APPROVED /
Zaxaiouenne: OJJOBPEHO

Jara: 28.04.2025

Jara: 28.04.2025

Prepared by / " Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pravesh Rdna IIpoepeHo: Pardeep Kumar | Onobpeno: Menemkep / Pykosognreis
Pavan Kumar Sharma P
= [ —-\1" 5 _—
Reprint Date / Reprint Date / Reprint Date /

Hara:; 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.F., 173 205, INDIA

CEPTUPUKAT AHAJIM3A

z W -
S 56001-07

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoaykt: Keroposn® Jkenpece (keTopoiak) TaGIeTKH, AMCIEprupyeMblie B MOJOCTH pTa, 10 Mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / 3600000 tab /

Cepus Ne | V2500750 O6Bem cepun " 3600000 Tab

Analytical Repourt No/ - 040002904691 Date of Analysis / . 98.04.2025

AHanuTHYecKHi oTyeT No JlaTa ananu3za

Date of Manufacture / - 04/2025 Date of Expiry / - 03/2027

JaTa npon3BojcTBa T'ogen oo

Mfg. License No. / . >

IIpousBoacTBEHHAS : MNB/05/263 MA number: / 5 CI=NE(Q0A662)=(ED=
Homep PY RU)

aunenzus Ne

Analysis performed according ND: / Anaauns nposegen no HJI: JITI-Ne(004669)-(PI'-RU)-190224

Page4 of 9/ Crp. 4u3 9
I}oo Test / [TokazaTenb Results / PesyabTaThl Specification / Hopma
3 Average weight / Cpennsis 69.8 mg/ 69.8 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). A
Macca . Ot 67,2 Mr o 72,8 mr (70,0 mr = 4,0 %).
Complies / CooTBeTcTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;
OaHOpPOOHOCTHL MACCHI 2/20 tablets - not more than = 20 %. /
18/20 Tabnerok — He Ooyee = 10 %;
2/20 Tabnetok — He 6onee + 20 %.
4 Disintegration time / 00 min 12 sec / 00 muH 12 cex Not more than 3 min. / He 6onee 3 muH.
Pacnagaemocts
5 Dissolution / PacTBopenne Unit-1/ Ta6n-1 99 % Not less than 75% (Q) of
. CisH13NO3C4H1 1 NO3 (ketorolac
Unit-2 / Tabn-2 99 % tromethamine) in 15 min. / He wmenee
Unit-3 / Ta6n-3 106% | 75% Q) CisH1aNO3CsH1NO3
(xeToponaxa TpOMETaMHH) yepes 15 mun.
Uniw-4 / Taln-4 99 %
Unit-5 / Ta6n-5 104 %
Unit-6 / Tabn-6 101 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [TpoaykT coogseTcTBYET Tpebopanuam HJ|

Conclusion : APPROVED /
3akawuenue: OJJOGPEHO

A

Prepared by /
IloarorosneHo: Pravesh Rana

Checked by /
[posepeno: Pardeep Kumar

<

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoanTENb
Pavan Kumar Sharma .7

Reprint Date /
Hara: 28.04.2025

Reprint Date /
Jata: 28.04.2025

JlaTa

3

Reprint Date /
: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

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

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

55 5300102

I

CEPTUPHKAT AHAJIU3A  7eiioi?

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoayxr: Keropoa® Ixcnpece (keToposiak) TabIeTKH, AUCHEprpyemble B noa0cts pra, 10 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepusa Ne § V2500750 O61beM cepHH " 3600000 Tab

Analytical Repovrt No/ - 040002904691 Date of Analysis / . 28.04.2025

AHaTUTHYECKHH oTyeT No JlaTa anau3a

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

JaTa npon3BoACTBa T'ogen no

Mifg. License No. / ) o

Hpousn;oacnéennan : MNB/05/263 MA number: / ; JIII-N2(004669)-(PT -
Homep PY RU)

Junensus Ne

Analysis performed according ND: / Auanus nposegen no HJI: JII-Ne(004669)-(PT-RU)-190224

Page Sof 9/ Crp. S5u3 9

1;00 Test / ITokasaTesnnb Results / PesyabTaTh! Specification / Hopma
6 Particle size distribution / Complies / CooTBETCTBYET A uniform suspension passing through a
JuenepcHocTs 710 um sieve is formed. / Ob6pasyercs
ONHOpOJAHAs CYCNEH3UsA, IPOXOIsLias
CKBO3b CHTO C pa3MepoM OTBEpCTUH
710 MKM.
7 Impurities / Ilpumecn

1-hydroxy analog of
ketorolac: /
1-ruapokcuaHaior

/ Hixe npepena

Below LOQ (LOQ = 0.0032 %)

KOJIMYECTBEHHOTO ONIPEACTICHUA

not more than 0.5 %; / He 6onee 0,5 %;

Conepmaﬂne BOJBI

KeTopoJaKa (ITKO = 0.0032%)
1-keto analog of ketorolac / 0.02% not more than 0.8 %; / He donee 0,8 %;
1-keToaHaNOr KETOpOJIaKa
unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %;
eAMHUYHAs '
HEUAESHTHOHIIMPOBAHHAS
MpUMeCh
total impurities / 0.0415% not more than 1.0 %. / He 6onee 1,0 %.
CyMMa IIpUMECEH

8 Water content / 2.4 % Not more than 7.0 %. /

He 6onee 7,0 %.

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTpeTcTBYET TpeboBaHuaM HJL

Conclusion : APPROVED /
3axmouyenne: OJJOBPEHO

Jara: 28.04.2025

Jlara: 28.04.2025

Prepared by / ¢ Checked by / Approved by: Manager/Executive /
[oarorosneno: Pravesh Rana I[Iposepeno: Pardeep Kumar | OnobpeHo: Menemxkep / Pykosoanrens
C:L/ Pavan Kumar Sharma Ae——
, P =
& =
Reprint Date / Reprint Date / Reprint Date /

Hara: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4600 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories itd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A Tel +91 98165 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg -----------
TpoaykT: Keropon® Jkcnpecc (keropoaak) TabeTKH, THcNeprupyeMbie B NOJI0CTH PTa, 10 mr
Market / Peinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne FRESEOIEE O6Bem cepun " 3600000 Tab

Analytical Repo:‘t No/ - 040002904691 Date of Analysis / . 28.04.2025
AHaguTHYeCKHH oTueT No Jlara ananusa

Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027
JlaTa npou3BoACTBA T'onen oo

Mfg. License No. / . 3
IIpon3BoacTBeHHAs : MNB/05/263 s MU g CINE(0L62)=(F T

Homep PY RU)

Junen3us Ne

Analysis performed according ND: / Anasins nposegen no HJI: JITI-Ne(004669)-(PT-RU)-190224

Page 60f 9/ Crp. 6139

Ilpumeuanue: Ilpoaykr COOTRETCTBYET TpedboBanusm HJI

[ [
i.no Test / Tloka3zaTenn Results / PeayabTaTsbl | Specification / Hopma
9 Residual solvents / OcTtaToyHble OpraHH4YecKHE PACTBOPHTETH
Isopropyl alcohol / 10 pg/tab / Not more than 350 pg/tab. /
HzonponaHon 10 Mkr B TabneTke He Gosiee 350 MKT B TabeTKe.

10 | Microbiological purity*/ Mukpo6uosornyeckasi Yucrora*

Total Aerobic Microbial not more than 103 CFU/g; /

Count / ob1iee 4ucio NA He 6onee 10° KOE/T;

a3poOHBIX MUKPO-

OpraHu3MOB

Total Combined Yeast and not more than 102 CFU/g; /

mold count / o61ee yKCIO NA He Gonee 102 KOE/r;

JPOACKEBBIX U IUTECHEBBIX

rpuboB

Escherichia Coli NA shell be absent in 1 gram. /
OTCYTCTBHE B 1 T.

11 Uniformity of dosage units / 3.7 Acceptance value (47) not more than
OaHOpPOAHOCTDL 15.0 Tlokasarens mpremiaeMocTy (4V)
N03UPOBAHHBIX €AHHHIL IoJokeH ObITh He Gonee 15,0.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3axmouenne: OJOBPEHO

Prepared by / '
IMoarorosieno: Pravesh Rana

Checked by /

ITpoeepeno: Pardeep Kumar

= -

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykopoawmrens
Pavan Kumar Sharma e e

=

Reprint Date /
Hara: 28.04.2025

Reprint Date /
Hara: 28.04.2025

Reprint Date /
Hara: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

vill. Khol, iNalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIU3A

A} 11\816“ canGt.Co

TAl - H v
€1, 724 (SRR VAR SO0

Larrennoys . CoMm

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

IIponykr: Keropoa® Dkenpece (keTopoiak) Ta6JieTKH, AHCHEPrEpyeMble B HOJIOCTH pTa, 10 Mr o

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / 3600000 tab /

Cepus Ne g WeSEo=s O0bem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002904691 Date of Analysis / . 98.04.2025

AnanuTH4YecKH i oTyeT Ne JlaTa anaauza

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027

Jara npon3BoAcTBa Tonen go

Mfg. License No. / ] .

IIpou3BoAcTBeHHAS : MNB/05/263 MA number: / : JIIE-Ne(004669)-(PT-
Homep PY RU)

Junensusa Ne

Analysis performed according ND: / Anaius nposegen mo HJI: JOI-Ne(004669)-(PT-RU)-190224

Page 70f9/Crp. 7Tu3 9

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerox B
omucrepe w3 (IIA/AJIV/IID ¢
Bnaronornoturenem/I[19BIT)
donsru // (I15/AJT) donsru. Ilo
2 6nucTepa BMECTE C JIHCTKOM-
BKJTaIbIIIEM B rnayky
KapTOHHYO.

|
ioo Test / Ioka3aTenb Results / Pe3yabTaTsl Specification / Hopma
12 Assay / KosninuecrBeHHoOe 9.9mg/9.9 mr From 9.0mg to 11.0 mg of
onpejesieHue (98.7 %) Ci1sH13NO3C4H1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 Mr o
11,0 MT C15H13NO3‘C4H11NO3
(ketoponaka Tpomeramun) (oT 90,0 mo
110,0 % oT 3asBNEHHOTO KOAUYECTBA) B
TabyeTke.
13 | Butylhydroxyanisole 0.0954 mg/tab / Not less than 0.042 mg/tab. /
content / CoaepxaHue 0.0954 mr B TabneTke He menee 0,042 mr B TabneTke.
Oy THJITHAPOKCUAHN30J1A
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanue ynakoBKH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or

2 blisters with patient information leaflet
in a carton pack. / ITo 10 Tabnerok B
6mcrepe H3 (TIA/AJI/ITD c
pnaronornoturesieM/[I9BII) doneru //
(II3/AJT) doneru. [To 1 wim 2 6nuctepa
BMECTE C JIMCTKOM-BKINafplllleM B NauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
[Tpumeuanue: [Tponykt cooTBgTcTBYET TpeboBanuam H]I

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / ¥ L
INoaroroeneno: Pravesh Raria

Checked by /
[Mpoeepeno: Pardeep Kumar

<l

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykoeoaurens
Pavan Kumar Sharma '

1. —
& -llv“_

Reprint Date /
Jlara: 28.04.2025

Reprint Date /
Hata: 28.04.2025

Reprint Date / ¥
Jlara: 28.04.2025

-

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +21 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys com
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Dr. Reddy's Laboratories Ltd.

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

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

CEPTUDPUKAT AHAJIN3A Tel : +91 98165 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[ Ipoayxr: Keropos® Jxenpece (keroposak) TabaeTku, AHCHEPrUpyemMbie B moaocTn pra, 10 mr

Market / Prinok :Russia / Poccust
Batch No / _ Batch Quantity / 3600000 tab /
Cepus Ne 2500750 O6bem cepun " 3600000 Tab
Analytical Repourt No/ - 040002904691 Date of Analysis / . 98.04.2025
AHajgaTHYecKHi oTuer No JlaTa anaam3za
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2027
JlaTa npoH3BOACTBA TI'onen oo
Mifg. License No. /

_ MA number: / . JIII-Ne(004669)-(PT -
IIpon3BoacTrBeHHAsS : MNB/05/263 Howmep PY ' RU)

JIHLeH3us Ne

Analysis performed according ND: / Auasnn3 nposegen mo HJI: JII-Ne(004669)-(PT-RU)-190224

Page8 of 9/ Crp.8mu3 9

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 batches or one batch per year whichever is more.

* [Ipu BeIMyCKe JEKAPCTBEHHOO NMPENnapaTa KOHTPOXb KauecTBa no nokasareiio «MukpoGHosioruieckas
YUCTOTA» MPOBOJUTCS JUTA Kol 20-0ii cepuu, UITH ANA OAHOI cepHH B o, B 3aBUCHMOCTH OT TOI0, YTO

HACTYIIUT paHbLUC,

API name / HaumenoBanue ADPC:

Ketorolac tromethamine / Keroposnaka TpoMeTaMHUH

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /
Homep cepun nponssoauteas ADC:

ABRH009745

FP Manufacturer API Batch number /
Howmep cepun cyOcTaHIMH NPOU3BOAHTEIA
I'J1dP:

FESA00032

API Manufactured by & country /
Iponseoautens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Peqnu'c Jlaboparopuc JIta., Ueaus

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HaunmeHnoBaHue, aapec, JHIEH3HA s
IIpousBoacTBenHas miomangka / Ilnomagka
KouTpoaa kavectpa / Ilnomaaka Beinmycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

H-p Peanu’c Jlaboparopuc Jita., Muaus, IlponssoacreeHHoe
nonpazzenenue-6, Bunn. Kxons, Hanarapx Poyn, bauuu, Jluctpuxr
Conan, X.I1., 173205, Unnusa (nuuensus nomep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

ITpumeyanue: IlponykT coompeTcTBYET TpeboBanuaM HJI Baxmouenune: OJJOGPEHO
Prepared by / } Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Pravesh Rafia ITposepeno: Pardeep Kumar | OmpoGpeHo: Menemxep / Pykosoanteins

[ _ Pavan Kumar Sharma A s 7

=

Reprint Date / Reprint Date / Reprint Date /
Hara: 28.04.2025 Jlara: 28.04.2025 JHata: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




@ Dr. Reddy's Laboratories Ltd.
y q-. )
Formulation Unit-6
Dr. Reddy S N Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUOHKAT AHAJIM3A  Tel:+91 98165 56001-02

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Jkcnpecce (keTopo.iak) TabJeTKH, AMCHEPrHpyeMble B MOJIOCTH pTa, 10 mMr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / ~ 3600000 tab /
Cepust No 8 Va0t O6beM cepuu " 3600000 Tab
Analytical Repog't No/ - 040002904691 Date of Analysis / . 28.04.2025
AnaauTH4YecKHi oTyer No JlaTa aHaIH3Aa
Date of Manufacture / . 04/2025 Date of Expiry / - 03/2027
JlaTa npoH3BoOACTBA T'onen 1o
Mfg. License No. / . .
IIpou3BoACTBEHHAS : MNB/05/263 MA number: / o SR OEEG60) (TS

. Homep PY RU)

nHnen3us Ne
Analysis performed according ND: / Anaans npoeexen mo HJL: JITT-Ne(004669)-(PI-RU)-190224
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product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3ak/09eHne 0 cooTBeTcTBHM: «HacTosAmmm 1 MoATBEP)KAA0, YTO NIPUBENCHHAS BBIIE HHPOPMAIIHUS ABJISETCA
JIOCTOBEPHOH W TOYHOM. DTa cepHs MPOAYKUHMH MpOM3BeAeHa (BKIIOYas YIAaKOBKY (MapKHPOBKY) W KOHTPOIb
Ka4yecTBa) Ha BBIIECYKA3aHHOW IPOW3BOJACTBEHHOU IUIomanke (IJIOMAagKax) B IOJHOM COOTBETCTBHH C
TpeGoBanusamMu [IpaBui HaTexalel POM3BOCTBEHHOM NPaKTHKH EBpa3suiickoro 3KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsOps 2022) u TpeboBaHUAMYU KOHTPOJI Ka4eCTBA JIEKAPCTBEHHBIX CPEJICTB,
a TakXe B COOTBETCTBHH CO CIIEIU(UKAITUAME, COIACPKAITUMHUCA B PETHCTPAIMOHHOM JIOCKE CTPAaHBI-UMIIOPTEPA.
3anucu 110 IPOU3BOJICTBY, YIIAKOBKE M aHAITH3Y IIPOBEPEHBL, U YCTAHOBIIEHO HX COOTBETCTBHE TpeOoBaHusM I1paBui
HaJJIe)XaIeld Ipou3BOICTBEHHON IPaKTUKU EBpa3uiicKOro 95KOHOMHUYECKOI'O COI03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeyanue: IIponykr cogreercTByeT TpeboBanmsam HJI Zakmouenue: OJOBPEHO
Prepared by / _ Checked by / Approved by: Manager/Executive /
[oarotosneno: Pravesh Réna IMpoeepeno: Pardeep Kumar | OnobpeHo: Menemwxkep / PykosoauTtess

f Pavan Kumar Sharma C-K{’w,..- =

= S

Reprint Date / Reprint Date / Reprint Date / =
Jlarta: 28.04.2025 Jlata: 28.04.2025 Jara: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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