
•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

Product/ : Ketorol® (ketorolac) gel for external use 2 % 

fipO.llYIIT KeTOpon® (KeTOponaK) reJlb .D,illl Hapy)KHOfO rrp11MeHeHHH 2 % 

Market/ 
Russia I PoccttH 

PhIHOK 
Batch No I : V260617 Batch Quantity/ : 19235 units / 

Ceo11H .N'!! PaJMep cep1111 19235 e,llHHHU 

Analytical Report No I : 890001904829 Date of Analysis / : 31.08 .2026 

AHaJlHTHlfeCKHH OTlfeT .N'!! ,/l.aTa aHaJ111Ja 
Date of Manufacture/ : 08/2026 Date of Expiry / : 07/2028 

)laTa IlPOH3B0,llCTBa ro,lleH ,llO (BKJl,) 

Mfg. License No. / : MNB/05/263 MA number/ : JUl-N!!(O0l 119)-(Pf-RU) 

TipOH3B0.!lCTBeHHaH JIHQeHJHSI HoMep PY 
.N'!! 

Analysis performed according to ND/ AHaJ1111 npoBe.!leH no H)J.: JITI-.N'!!(001119)-(Pr-RU)-130126 
Artworks of primary package approved: / MaKeTM nepBHlfH0tt ynaK0BKH yrnep,KJJ,eu1,1: 13.01.2026 
Artworks of secondary package approved: / MaKeT1>1 BTOpttlfHOH ynaKOBKH YTBep;KJJ:eHM: 13.01.2026 
PL aooroved: / JIB vrneo;KJJ:eH: 13.01.2026 

Paee 1 of 8 / Cro. I 111 8 

.N'!! Test/ TI0Ka1aTeJ11, Result/ PeJyJ11>TaThl Specification / HopMa 

1 Appearance/ On11caH11e Homogeneous semi-clear gel with Homogeneous clear or semi-clear gel with 
characteristic odour. I O.n:Hopo,uHbIH characteristic odour. I O.n:Hopo,uHbitt 
nonynp03pa'IHbitt reJlb C xapaKTepHbIM rrpo1pa4Hbltt 11n11 rronyrrpo1pa'IHbIH renb c 
3anaxoM. xapaKTepHbIM 1arraxoM. 

2 Identification/ "11euTuib11KaUHS1 
Ketorolac tromethamine / The retention time of the main peak in the The retention time of the main peak in the 
KeTOponaKa rpoMemMHH chromatogram of test solution chromatogram of test solution should 

HPLC I B3)K)( 
corresponds to that in the chromatogram correspond to that in the chromatogram of 
of ketorolac tromethamine reference ketorolac tromethamine reference standard 
standard solution. / BpeMR y.uep)l(11BaHHH solution (Assay section). I BpeMH 
OCHOBHOfO n11Ka Ha xpoMaTorpaMMe y .uep)Kl.fBaHHR OCHOBHOfO ITHKa Ha 
HCITbITyeMoro pacTBopa COOTBetcTByeT xpoMaTOrpaMMe HCITbITYeMoro pacTBopa 
BpeMCHH y.uep)l(l,JBamrn OCHOBHOrO IlHKa ,UOJl)l(HO COOTBCTCTBOBaTb BpeMeHH 
Ha xpoMaTorpaMMe pacTBopa y.uep)l(HBaHHH OCHOBHOfO ITHKa Ha 
cmH.uapTHOro 06pa3ua KCTOponaKa xpoMatorpaMMe pacTBopa craH.uaprttoro 
rpoMemMttHa. 06pa3ua KeTOponaKa rpoMemM11Ha (pa3,uen 

«KOJIH'-ICCTBeHHOe onpe.ueneHtte»). 

Remarks : The Product confirms to ND/ 
TI HMelfaH11e: IT O.!l KT CO0TBeTCTB eT e6oBamuiM H.U 

Conclusion : APPROVED I 
3aKJ110lfeHue: O,lJ,OliPEHO 

Prepared by / 
ITo.urorosneHo: 

Vishal Sh .Ta 

Date/ 
,[(am: 31.08.2026 

Checked by/ 
ITposepeHo: 
Pardeep Kumar 

C"df -:--

Date/ 
,[(am: 31.08.2026 

Checked by (AQA) / 
TiposepeHo (AOK): Amit 
Kumar 

Date I 
,[(am: 31.08.2026 

Approved by: Quality Assurance/ Authorized person 
/ O.no6peHo: O6ecne'leH11e 

KalfecjZf wYB=~~uo: 

Date/ 
,[I;am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel : +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys .com 
CIN: L85195AP1984PLC004507 

www drreddys_com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>HKAT AHAJIJ13A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P. , 173 205, INDIA 

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

Product/ : Ketorol® (ketorolac) gel for external use 2 % 

IlpO.!lYKT Kempon® (KernponaK) renb ,/l,illl Hapy)lrnoro rrp11MeHeH1rn 2 % 

Market/ 
Russia / Poccm1 

PblHOK 

Batch No I : V260617 Batch Quantity/ : 19235 units / 

CeouH .N'!! Pa1Mep cepuu 19235 e,!IJIHHU 

Analytical Report No/ : 890001904829 Date of Analysis / : 31.08.2026 

AHaJUITUlfeCKHH OTlfeT .N'!! ,l],aTa aHaJ1u1a 

Date of Manufacture / : 08/2026 Date of Expiry / : 07/2028 

,l],aTa npOHJBO,!lCTBa ro,!leH ,!lO (BKJ1,) 

Mfg. License No./ : MNB/05/263 MA number/ : JUl-N2(001119)-(Pf-RU) 

IlpoHJBO,!lCTBeHHaH JlHU.eHJHH HoMep PY 

.N'!! 
Analysis performed according to ND/ AHaJ1u1 npoBe,!leH no H,l],: JIIl-.N'2(001119)-(Pr-RU)-130126 
Artworks of primary package approved: / MatceTbl nepBH'rnou ynatcoBKH yTBep'lKJJ.eHbI: 13.01.2026 
Artworks of secondary package approved: / MatceTbl BTOpHllHOH ynatcoBKH yTeep;t<JleHbI: 13.01.2026 
PL approved: / JIB yrneo')f(JleH: 13.01.2026 

Pa{!e 2 of 8 / CTp 2 HJ 8 

.N'!! Test/ IlotcaJaTeJlb Result/ PeJyJ1hTaTbl Specification / HopMa 

Ketorolac tromethamine / The UV absorption spectra of the test The UV absorption spectra of the test 
KernponaKa TpOMeTaMHH preparation and the standard preparation preparation and the standard preparation in the 

UV I Y(J>-cneKmpo<J;omoMempuR 
in the wavelength range from 300 to 350 wavelength range from 300 to 350 nm should 
run have maximum absorbance at the have maximum absorbance at the same 
same wavelengths with an allowed wavelengths with an allowed variation of± 2 
variation of ± 2 nm. / Y<l>-cneKTphI nm. I Y <l>-cneKTPhI rrornomeHHH 
rrornomeHHH HCIThITyeMoro H HCilhITyeMoro H CTaH.!lapTHOro paCTBOpOB B 
cTaH,!lapTHoro pacTsopos B .!lHarraJoHe ,!lHanaJOHe ,ll,IIHH BOnH OT 300 .!lO 350 HM 
J:(nHH BOnH OT 300 .!lO 350 HM HMelOT .uomKHhl HMeTb MaKCHMYMbl nornomeHHH npH 
MaKCHMYMbl rrornomeHHH rrpH O,llHOH H O,llHOH H TOH )Ke ,ll,IIHHe BOnHhl C .nonycTHMh!M 
TOH )Ke ,ll,IIHHe BOnHhl C .uonycTHMhIM 0TKJI0HeHHeM ± 2 HM. 
OTKJIOHeHHeM ± 2 HM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3atcmoqeuue: O,ll,OliPEHO IT uMelfanue: IT 

Prepared by / 

Date/ 
)].am: 31.08 .2026 

o,u KT COOTBeTCTB eT 
Checked by/ 
TipoBepetto: 

e6oBamrnM H)]. 
Checked by (AQA) / 
IlpoBepeHO (AOK): Amit 
Kumar Pardeep Kumar 

~ 
Date/ Date/ 
,llara: 31.08.2026 )lam: 31.08.2026 

Approved by: Quality Assurance/ Authorized person 
I O,uo6peHb: O6ecrre'leHHe 
K84eCTBa/0TBeTCTBeH Hoe J} H uo: 

~\1.0J\OMA~ 
Date/ 
,l],am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: t-9140 4900 2999, Emai l: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<DMKAT AHA.JIM3A 

Product/ : Ketorol® (ketorolac) gel for external use 2 % 

Ilpo.uyirr KeTopon® (KeToponaK) renh ,!Lilli ttapy)lrnoro np11Mettemu1 2 % 

Market/ 
Russia/ Poccm1 

PblHOK 

Batch No/ : V260617 Batch Quantity / 
CepHH .N'2 PaJMep cepHH 

Dr. Reddy's Laboratories Ltd . 

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

Distt. Solan, H.P., 173 20S, INDIA 

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

: 19235 units/ 

19235 e,UHHHU 

Analytical Report No/ : 890001904829 Date of Analysis / : 31.08.2026 

AuaJ1HTH1.feCKHH OT1.feT .N'! .Ll,aTa auaJJHJa 

Date of Manufacture / : 08/2026 Date of Expiry/ : 07/2028 

,llaTa npOHJBO,UCTBa fo.ueu ,UO (BKJ1.) 

Mfg. License No. / : MNB/05/263 MA number/ : JIIT-.N!!(00l 119)-(Pf-RU) 

ITpOHJBO,!lCTBeHHaH JlHQeHJHH HoMep PY 
.N'2 

Analysis performed according to ND/ AuaJIHJ npOBe.11.eu no H.LI,: .JIIT-.N'2(001119)-(Pf-RU)-130126 

Artworks of primary package approved: / MaKeTbl nepBH'iHOH ynaKOBKH yTBep,imeub1: 13.01.2026 
Artworks of secondary package approved: / MaiceTbI BTOpH'IHOH ynaK0BKH YTBepmJ.J.eHbt: 13.01.2026 
PL approved: / JIB yTBepm.ueH: 13.01.2026 

Pa2c 3 of 8 / CTp. 3 H3 8 

.N'2 Test/ IToicaJaTeJ1b Result/ PeJyJlbTaTbt Specification / HopMa 

Sodium methyl The retention times of the main peaks in The retention times of the main peaks in the 
parahydroxybenzoate and sodium the chromatogram of test solution chromatogram of test solution should 

propyl parahydroxybenzoate / correspond to those in the chromatogram correspond to those in the chromatogram of 
MeTHJ1napar11.upoKc116eH30aT of methyl parahydroxybenzoate and methyl parahydroxybenzoate and propyl 

HaTµ1rn 11 npon1111napar11.up0Kc11- propyl parahydroxybenzoate reference parahydroxybenzoate reference standards 

6eH3oaT HaTpIDI standards solution (Assay section). I solution (Assay section). I BpeMeHa 

BpeMeHa y.11.ep)l{11BaHID1 OCHOBHhIX y .ll,ep)l{11BaHl1JI OCHOBHhIX nl1KOB Ha 

n11KOB Ha xpoMaTorpaMMe 11CIThITYeMOro xpoMaTorpaMMe 11CIThITYeMoro pacTBopa 
pacTBopa COOTBeTCTB)'lOT BpeMeHaM .ll,OJDKHhl COOTBeTCTBOBaTh speMettaM 

y.!lep)l{11BaHl1JI OCHOBHhlX ITl1KOB Ha y .!le p)l{11BaHIUI OCHOBHhlX ITl1KOB Ha 
xpoMaTorpaMMe pacrnopa cTaH.ll,apTHhIX xpoMaTOrpaMMe pacrnopa CmH.!lapTHhIX 
o6pa3l(OB MeT1111rrapar11.ll,pOKCl16eH30aTa o6pa3UOB MeTHJ1rrapar11.ll,po1<c116eH30aTa 11 

11 rrporr11J1rraparn.ll,po1<c116eH3oam. rrporr11nrrapar11.!lpoKc116eH30aTa (pa3)],e11 
«Ko1111qecTBeHttoe onpe.ll,eJieH11e»). 

3 Weight of package contents/ 50.7 g I 50,7 r Should correspond to the requirements / B 

Macca co.11.epmHMOro ynaKOBKH COOTBeTCTBIHI c Tpe6oBaHHJIMH. 

4 pH of aqueous suspension / 6.7 6.0 to 7.8 / OT 6,0 .!lO 7,8 

pH BO.UHOH cycneH3HH 

5 Viscosity / Bsi3KOCTb 7.35 poises/ 7,35 rrya3 5 to 12 poises I OT 5 .!l0 12 nya3 

6 Impurities/ ITpHMeCH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aicJ1101.feuue: O.ll:OliPEHO 

Prepared by I 
ITo.uroTosneHo: 

Visha!Sha~ 

Date/ 
)];am: 31.08.2026 

0.!l KT C00TBeTCTB eT T 

Checked by / 
ITposepeHo: 
Pardeep Kumar 

c:::, f .. 
Date/ 

JI.am: 31.08.2026 

e6osattm1M HJJ: 
Checked by (AQA) / 
ITposepeHo (AOK): Amit 
Kumar 

Date/ 

,[{am: 31.08 .2026 

Approved by: Quality Assurance/ Authorized person 
/ O.!lo6peHo: O6ecne4em1e 

Ka'!eC~!B;JCTBeHHOe JU1U.O: 

! ~ {~1}'\,,\ 

Date/ 

,[{am: 

Registered Office: 8-2-337, Road l~o. 3, Banjara Hills, Hyderabad· 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L85 19SAP1984PLC004507 

www.d rreddys.com 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +9198166 56001-02 
www.drreddys .com 

Product/ : Ketorol® (ketorolac) gel for external use 2 % 
IlpOllYIIT Kempon® (KeTOpoJiaK) rem, .umr ttapy)l<HOro np11Mettemrn 2 % 
Market/ 

Russia / Poccm1 
PblHOK 
Batch No/ : V260617 Batch Quantity/ : 19235 units/ 
Cepm1 .N'! Pa3Mep cep1111 19235 e,ZUIHHU 
Analytical Report No/ : 890001904829 Date of Analysis/ : 31.08.2026 
Atta.rrnTU1-1ecKHH oTqeT .N'! ,ll.aTa aHa.r1n3a 
Date of Manufacture/ : 08/2026 Date of Expiry / : 07/2028 
,ll.aTa np0H3B0,1J,CTB3 ro1teH ,11,0 (BK.fl,) 
Mfg. License No./ : MNB/05/263 MA number/ : JIIl-.N!!(00l 119)-(Pf-RU) 
IlpOHJB0,11,CTBeHHaSI JlHU,eH3HSI HoMep PY 
.N'! 
Analysis performed according to ND/ Aua.r1u3 np0Be1teu no H,ll.: JIIl-.N'!(001119)-(Pr-RU)-130126 
Artworks of primary package approved: / MaKeTbl nepsuquou ynaK0BKH yrnep,imem,1: 13.01.2026 
Artworks of secondary package approved: / MaKeTbl BTOpuquou ynaK0BKH YTBep,imeHbJ: 13.01.2026 
PL annroved: / JIB yrnep,imeu: 13.01.2026 

Paee 4 of 8 / CTp. 4 Hl 8 

.N'! Test/ IloKa3aTe.flb Result/ Pely.flbTaTbl Specification/ HopMa 

1-keto analog of ketorolac / 0.0252 % Not more than 1.0 % /He 6onee 1,0 % 
1-KeTOattanor KeTOponaKa 

I-hydroxy analog ofketorolac / Not detected / ue o6uapylKetta Not more than 0.5 % / He 6onee 0,5 % 
l-rn1tp0Kc11attanor KernponaKa 

Individual unidentified impurity / Below LOQ (LOQ = 0.025 %) / HHlKe Not more than 1.0 % I He 6onee 1,0 % 
E1t11tt111rnan npe,uena K0JJH'IeCTBeuuoro onpe,ueneHHll 

ue111teHT11$11u11poBaHttall (DKO = 0,025 %) 

np11MeCh 

Total impurities/ CyMMa 0.0252 % Not more than 3.0 % / He 6onee 3,0 % 
npHMeCeH 

7 Microbiological quality / MuKpo6uo.r1ornqecKaS1 qncTorn 

Total viable aerobic count/ Less than 10 CFU/g / Not more than 102 CFU/g / 
O6mee '-fMCJIO a::ipo6Hb!X Mettee 10 KOE/r He 6onee 102 KOE/r 
MHKpoopraHM3MOB 

Total yeasts and mould count/ Less than 10 CFU/g / Not more than 101 CFU/g I 
O6mee '-{J1CJIO llPO)IOKeBhlX 11 Meuee 10 KOE/r He 6onee 101 KOE/r 
rmectteBhIX rp1160B 

Pseudomonas aeruginosa Absent in 1 g/ OTcyTcTByeT B 1 r Absence per 1 g/ OTcyTCTBtte B 1 r 

Staphylococcus aureus Absent in 1 g/ OTcyTcTByeT B 1 r Absence per 1 g/ OTCYTCTBHe B 1 r 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMet:fauue: Ilpo1tVKT cooTBeTCTBveT Tpe6osaHIDIM H.U 3aKJ110t:feune: O.llOliPEHO 
Prepared by / 
Ilo,urOTOBnetto: 

VishalShG~ 

Date I 
)];am: 31.08.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 
IlpoBepeuo: IlpoBepetto (AOK): Amit / O1to6peuo: O6ecnel!ett11e 
Pardeep Kumar Kumar 

\ _.-,\ 
Ka'-feC~Yca:.Z~ 

~ fl\~ ,,Q. -
Date I Date/ l Date I I )" y} '~ t,l, 
)];am: 31.08 .2026 )];am: 31.08.2026 .Uarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hill s, Hyde rabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Em ail: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www drreddys com 



•·· Dr. Raddy's ~~• 

Product/ : 
Ilpo.uyirr 
Market/ 
PbIHOK 
Batch No/ 
Cepm1 .N"!! 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Ketorol® (ketorolac) gel for external use 2 % 
KeTOpoJJ® (KeTOpoJiaK) reJib J],JUI Hapy)l<H0ro rrpHMeHeHHH 2 % 

Russia / PoccID1 

: V260617 Batch Quantity/ 
PaJMep cepuu 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Kho/, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

: 19235 units I 
19235 e.UHHHU 

Analytical Report No/ : 890001904829 Date of Analysis / : 31.08.2026 

AHaJlHTHl.feCKHH OT'feT .N"!! ,llaTa aHaJluJa 

Date of Manufacture/ : 08/2026 Date of Expiry / : 07/2028 

,llaTa noOH3B0.llCTBa roi.eH L{O (BKJl.) 

Mfg. License No. / : MNB/05/263 MA number/ : JU1-N2(001119)-(Pf-RU) 

IlpOHJBOJJ,CTBeHHaSI JJHQeHJHSI HoMep PY 
.N"!! 
Analysis performed according to ND/ AHaJJHJ npoBeJJ.eH no H,ll: JIIl-.N"!!(001119)-(Pr-RU)-130126 
Artworks of primary package approved: / MaKeT1>1 nepsu11uou ynaKOBKH yTBep,KJJ,eu1,I: 13.01.2026 
Artworks of secondary package approved: / MaKeT1>1 BTOpH'IHOH ynaKOBKH YTBep,KJJ,eubl: 13.01.2026 
PL approved:/ JIB yTBeo,KJJ,eH: 13.01.2026 

Pa2:e 5 of 8 I Crp. 5 HJ 8 

.N"!! Test/ IloKaJaTeJJb Result/ PeJyJJ1>TaT1>1 Specification / HopMa 

8 Assay/ KoJJu11ecTBeHHOe onpei.eJJeuue: 

Ethanol/ 3rnHoJI 97.8 % 85 % to 115 % of label claim 
OT 85 AO 115 % OT JaHBJieHHOro KOJIHlJeCTBa 

I 

Dimethyl sulfoxide / 102.8 % 90 % to 110 % oflabel claim/ OT 90 AO 110 % 
,llHMeTHJICYJib~OKCHJJ, 

Sodium methyl parahydroxy- 101.9 % 
benzoate / MeTunrrapa-
rnApOKcu6emoaT HaTPIDI 

Sodium propyl parahydroxy- 98.9 % 
benzoate / IlporrHJirrapa-
rni.poKcu6emoaT HaTPHH 

Ketorolac tromethamine / 101.0 % 
KeTOponaKa TpOMeTaMHH 

Remarks: The Product confirms to ND/ 
n HMel.fanue: TI OA KT COOTBeTCTB eT T e6oBaHIDIM H,ll 
Prepared by / 
Iloi.roTOBJietto: 

Checked by/ Checked by (AQA) / 
IlpoBepetto: IlpoBepeHo (AOK): Amit 

Vishal~ Pardeep Kumar Kumar 

4-:- -
Date/ Date/ Date/ 
Darn: 31.08.2026 am: 31.08.2026 ,llarn: 31.08.2026 

OT JaHBJieHHOro KOJ!HlJ:eCTBa 

90 % to 110 % oflabel claim/ OT 90 ,no 110 % 
OT JaHBJieHHOro KOJIWieCTBa 

90 % to 110 % oflabel claim/ OT 90 AO 110 % 
OT JaHBJieHHOro KOJIH'IeCTBa 

90 % to 110 % of label claim / OT 90 .uo 
110 % OT JaHBJieHHOro KOJIH'!ecrna 

Conclusion : APPROVED I 
3aKmoqenue: O,llOliPEHO 
Approved by: Quality Assurance/ Authorized person 
/ O,no6peHo: O6ecrre'!ettue 
1<a•1ecTBa/~~TCTBeHHOe JJ MMO: 

(f *to-..{ \eou,,,'11"1 

Date/ 
Darn: 

Registered Office : 8-2-337, Road ffo . 3, Banjara Hill s, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product/ : Ketorol® (ketorolac) gel for external use 2 % 
Ilpo,n:yKT KeTOpon® (KeTOponaK) reJib .ll)UI Hapy)l(HOro npHMeHeHIUI 2 % 

Market/ 
Russia I Poccm1 

PbIHOK 

Batch No I : V260617 Batch Quantity/ 

Cepm1 .N'! PaJMep cepHH 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt . So lan, H.P., 173 205, INDIA 

Tel : +9198166 56001-02 
www. drredd ys. com 

: 19235 units I 
19235 e,n:HHHIJ. 

Analytical Report No / : 890001904829 Date of Analysis / : 31.08 .2026 

AHaJJHTHlfeCKHH OTlfeT .N'! ,ll,aTa aHaJJHJa 

Date of Manufacture / : 08/2026 Date of Expiry/ : 07/2028 

,ll,aTa npOHJBO.D:CTBa ro.n:en .no (BKJJ.) 

Mfg. License No./ : MNB/05/263 MA number/ : Jlfl-N2(001 l 19)-(Pf-RU) 

IlpOHJBO)lCTBeHHaH JJHUeHJHSI HoMep PY 

.N'! 

Analysis performed according to ND/ AnaJJHJ npose.n:en no H,ll,: JIII-.N'!(001119)-(Pr-RU)-130126 
Artworks of primary package approved: / MaKCTbl nepBHlfHOH ynaKOBKH yTBep»c,lleHbl: 13.01.2026 
Artworks of secondary package approved: / MaiceTbl BTOpttlfHOH ynaicosicn yTseplKJ).eHbt: 13.01.2026 
PL aooroved: / JIB vrnep»c)leH: 13.01.2026 

Pa11:e 6 of 8 / CTP 6 HJ 8 

.N'! Test I IloicaJaTeJJb Result I PeJyJJbTaTbI Specification / HopMa 

9 Package description / 50 g in a laminated aluminum tube 30 g or 50 g in a laminated aluminum tube 

OnncaHHe ynaKOBKH equipped with tamper-evident equipped with tamper-evident membrane, with 
membrane, with a screw cap made of a screw cap made of Polypropylene. 
Polypropylene. One tube and patient information leaflet in a 
One tube and patient information leaflet carton. / flo 30 r HJIH 50 r B ry6y l13 

in a carton. I flo 50 r B Ty6y H3 JiaM0HHpOBaHHOro aJIIOM0HHJI, CHafot<eHHYIO 
JiaM0HHpOBaHHOrO aJIIOM0H0JI, MeM6paHOll .llJlJI KOHTpOJIJI nepaoro BCKpbITHJI 
CHa6)1(eHHYIO MeM6paHOll .llJl.)( KOH'tpOJIJI H KpbllllKOll H3 nommporrnJieHa. 
nepsoro BCKpb!T0JI H KpbllllKOll 03 flo 1 ry6e BMCCTe c JIHCTKOM-BKJia.llbllllCM s 
non0nponHJietta. nalfKY KapTOHHYfO. 
flo 1 Ty6e BMCCTC C JIHCTKOM-
BKJia.llbllllCM B na'-!KY KapTOHHyIO. 

10 Labeling/ MapicHposica Complies / CooTBeTcTByeT See Section 1.3.2 of .Module 1 of registration 
dossier. I CM. pa3,n:en 1.3.2 MO.llYJIJI 1 
per.HCTPaU.HOHHOro .llOCbe. 

11 Storage conditions/ YcJJOBHH At temperature not higher than 25 °C. Do not freeze. / fl pH TCMrrepaType He Bhillle 25 °C. 

xpaHemrn He JaMopa)K1rnaTh. 

12 Shelf-life (storage period) / 2 years. / 2 ro,n:a. 

CpoK fO)lHOCTH (xpaneHHH) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJJIOlfeHne: O,ll.OEPEHO II HMeqaHHe: Il 

Prepared by / 
ITo,n:roTOBJieHo: 
Vishal Sharma 

Date/ 
,[{am: 31.08.2026 

0.ll KT COOTBCTCTB eT T 
Checked by/ 
ITposepeHo: 
Pardeep Kumar 

~ 
Date I 
,[{am: 31.08.2026 

e6osaHHJIM H,n: 
Checked by (AQA) / 
ITposepeHo (AOK): Amit 
Kumar 

Date I 
,[{am: 31.08 .2026 

Approved by: Quality Assurance/ Authorized person 
/ 0.n:o6peHo: 06ecne'-!emie 

Ka'-!CCTBa/~to:.rta/HiW~ 

Date I 
).I.am: 

Registered Office: 8-2-33 7, Road No. 3, Banjara Hil ls, Hyde rabad - 500034, Telangana, Ind ia 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKAT AHAJIH3A 

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

Product/ : Ketorol® (ketorolac) gel for external use 2 % 
IlpOAYICT Kernpon® (KernponaK) reJJh wrn Hapy)KHOro npHMeHemui 2 % 

Market/ 
Russia / Poccm1 

PbIHOK 

Batch No/ : V260617 Batch Quantity / : 19235 units I 
CepuH .N'! PaJMep cepuu 19235 e)].HHHU 

Analytical Report No/ : 890001904829 Date of Analysis/ : 31.08.2026 
AuaJ1HTH'tecKuil OT'-leT .N'! ,l],aTa auaJ1uJa 

Date of Manufacture / : 08/2026 Date of Expiry/ : 07/2028 
,l],aTa llPOH3B0,LlCTBa ro,LleH AO (BKJ1,) 

Mfg. License No./ : MNB/05/263 MA number/ : JUl-N!!(00l 119)-(Pf-RU) 
IlpOH3B0ACTBeHHaH JlHUeHJHH HoMep PY 
.N'! 
Analysis performed according to ND/ AuaJ1HJ npoBeAeH no H,l],: JIIl-.N'!(001119)-(Pr-RU)-130126 
Artworks of primary package approved: / MaKeTbl nepBH'lHOH ynaKOBKH yTBep)K)J.eHbl: 13.01.2026 
Artworks of secondary package approved: / MaKeTbl BTOpH'IHOH ynaKOBKH yTBep)K)J.eHbl: 13.01.2026 
PL aooroved: / JIB yrnep,KJJ.eu: 13.01.2026 

API name/ HauMeuosauue A<I>C: 

INN /MHH: 

API manufacturer batch number / 
HoMep cepuu npouJBOAUTeJ1H A<I>C: 

FP Manufacturer API Batch number 
/ HoMep cepuu cy6crnuu,uu 
npOH3BOAHTeJ1H r Jl<l>: 

API Manufactured by, address & 
country/ IlpouJBOAHTeJlb A<I>C, 
a,Llpec u cTpaua: 

Name, address, authorization No for 
FP manufacturing site / Control site / 
Release site I 
HauMeHosauue, aApec, J1uu,euJHH AJ1H 
IlpOH3BOACTBeHHaH llJ10IU3AK3 / 
IlJ10IU3AKa KOHTpOJlH Ka'leCTBa / 
IlJ10lll3AKa BbinVCKa 

Remarks : The Product confirms to ND/ 
n HMe1taHHe: TI 
Prepared by I 
IloJJ.roTOBJJeuo: 
Vishal Sha 

Date I 
Darn: 31.08.2026 

0)]. KT C00TBeTCTB 
Checked by I 
IlpoBepeHo: 
Pardeep Kumar 

~ 
Date I 
Darn: 31.08.2026 

Page 7 of 8 / CTp. 7 HJ 8 
Ketorolac tromethamine / KernponaKa TPOMeTaMHH 

Ketorolac / KernponaK 

ABTH001065 

FETA00409 

Dr. Reddy's Laboratories Ltd., Chemical Technical Operations - Unit II, Plot No.I, 
75A, 75B, 105, 110, 111 & 112, Sri Venkateswara Co-operative Industrial Estate, 

Bollaram Village, Jinnaram Manda!, Sangareddy District, Telangana-502325, India/ 
ll-p PeMtt'c Jla6oparnpttc JITJJ., IloJJ.pa3)].eJJeHHe XHMHKO-TexHonorWieCKHX 
onepauuw-II, Y1tacTKH N!! 1, 75A, 75B, 105, 110, 111 H 112, KoonepaTHBHO-

npOMhIIIIJJeHHhIH KOMnJJeKc lllpu BeHKaTernapa, EonnapaM B1rnnaa)K, ll)KHHHapaM 
MaHAaJI, CaHrapeMH nucTpHKT, TenaHraHa-502325, l1HJJ.H.s! 

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

ll-p PeMH'c Jla6oparnpuc JITJJ.., l1HJJ.H», IlpoH3BO.ll.CTBeHHoe noJJ.pa3JJ.eJJeHHe-6, 
Bunn. Kxonh, Hanarapx PoyJJ., EaMH, llttcTpHKT ConaH, X.IT., 173205, l1HAH» 

(JJHUeH3H.s! H0Mep MNB/05/263) 

e6oBaHH»M HD 
Checked by (AQA) I 
IlpoBepeHo (AOK): Amit 
Kumar 

_....__ -
Date/ 
Darn: 31.08.2026 

Conclusion : APPROVED I 
3aKmoqeuue: O,ll,OliPEHO 
Approved by: Quality Assurance/ Authorized person 
I Oao6peHo: O6ecne1teH11e 

Ka'!eCTBa~1T~t\~\.v\ 

Date/ 
,[{am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys .com 
CIN: L85195AP1984PLC004507 

www.drreddys com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product/ : Ketorol® (ketorolac) gel for external use 2 % 
Ilpo.ny1n Kempon® (KernponaK) renb .Ulm Hapy)lrnoro rrp11MeHemrn: 2 % 
Market/ 

Russia / Poccm1 
PblHOK 

Batch No/ : V260617 Batch Quantity/ 
Cepm1 .N"2 PaJMep cep1111 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Vii i. l(hol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

: 19235 units I 
19235 e,nttH11U, 

Analytical Report No/ : 890001904829 Date of Analysis / : 31.08.2026 
AuaJIHTH'IeCKHH OT'IeT .N"2 ,ll,aTa auaJIHJa 

Date of Manufacture / : 08/2026 Date of Expiry / : 07/2028 
,ll,aTa npOH3B0,[(CTBa ro,neu ,no (BKJI,) 

Mfg. License No. / : MNB/05/263 MA number/ : JIIT-NQ(00l 119)-(Pf-RU) 
IlpoHJBO.[(CTBeuuast JlHQeHJHH HoMep PY 
.N"2 
Analysis performed according to ND/ AuaJIHJ npose.neu rro H,ll,: JIIl-.N"2(001119)-(Pr-RU)-130126 
Artworks of primary package approved: / MatceTbI nepBH'IHOH ynaKOBKH yTsepiK,l1,eHbI: 13.01.2026 
Artworks of secondary package approved: / MaKeTbt srnptt'IHOii ynaKOBKH yTsepm:.neubt: 13.01.2026 
PL approved: / JIB yrnepiK,IJ,eu: 13.01.2026 

Page 8 of 8 I CTp. 8 HJ 8 

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

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/02329-2025 dt. 
September 19, 2025) 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»./ 
3aKJIIO'leuue O COOTBeTCTBHH! «HacT0511.l.(UM 51 TTO,[\TBep)K):(aIO, 'ITO npuBe,[\eHHa51 BbIUJe HH<pOpMaIJ,H51 5IBJ15IeTC51 
.L\OCTOBepttoH u TO'IHOH. 3rn cepuH npo.L\yKu,uu npoU3Be.[(etta (BKJIIO'laH ynaKOBKY (MapKupoBKY) u KOHTpOJib Ka'lecrna) 
Ha BbIUJeyKa3aHHOH npOH3B0,[\CTBeHHOH TTJIOI.l.(a,[(Ke (nJIOI.l.(a,[\Kax) B TTOJIHOM COOTBeTCTBHH C Tpe6oBaHU5IMU IlpaBUJI 
Ha.[(Jie)Kameii npoU3BO.L\CTBeHHOH npaKTHKH Espa.1uwcKoro 3KOHOMH'lecKoro co103a (N'!! GMP/EAEU/RU/02329-2025 
OT 19 cettrn6p51 2025 r.) "Tpe6oBaHH5IMU KOHTpOJI51 Ka'leCTBa JieKapCTBeHHbIX cpe.[(CTB, a TaK)Ke B COOTBeTCTBUH co 
cneu,mpuKaIJ,U5IMH, CO.[(ep)Kall.(HMUC51 B perucTpau,HOHHOM ,[\OCbe CTpaHbl-HMnopTepa. 3anucu no npOH3B0,[\CTBY, 
ynaKOBKe H aHaJIH3Y nposepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH5IM IlpaBUJI Ha,[\Jie)Kall.(eH 
npOU3B0,[\CTBeHHOH npaKTHKU EBpa3HHCKOro 3KOHOMuqecKoro COI03a». 

Remarks : The Product confirms to ND/ 
Il HMe•rnuue: IT o.n KT COOTBeTCTB eT T e6oBaHl15IM H)l 
Prepared by/ Checked by/ Checked by (AQA) / 
Il0J1,l"OTOBJ1eHo: IlpoBepeHo: IlpoBepeHo (AOK): Amit 

v;shal Sha~ Panieep ~ Kumru- V 

Date/ Date/ Date/ 
):lam: 31.08.2026 )];am: 31.08.2026 )lam: 31.08.2026 

Conclusion : APPROVED / 
3aKJIIO'leuue: OllOliPEHO 
Approved by: Quality Assurance/ Authorized person 
/ O,no6petto: O6ecrre'leHue 
Ka'lecrna/OTB(f ~yT~~HHOe JHIU0: O 

:' ) ~0-v\ 'LJJvv1 ""'\ 

Date/ 
):lam: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys .com 
CIN: L85195AP1984PLC004507 

www drreddys com 




