
•·· Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTl1cJ>l1KAT AHAJil13A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDIA 

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

Page 1 of 7 / CTp. 1 HJ 7 

Product/ : Ketorol gel for external use 2 % 
IlpOJJ.YICT Kempon®, renb )].JUI ttapy)lrnoro rrpttMetteHJ,rn: 2 % 
Market/ 

Russia I Pocc11H 
PbIHOK 

Batch No/ : V260105 Batch Quantity I : 32649 units / 

Cep11H N! Pa1Mep cepuu 32649 e,u11HHU 

Analytical Report No I : 040003282138 Date of Analysis/ : 16-02-2026 

AttaJlHTHlfeCKHH OTlfeT N! ;::t:aTa anaJ1n1a 

Date of Manufacture/ : 02/2026 Date of Expiry / : 01/2028 

;:I:aTa I1POH3B0,IJ,CTBa ro,IJ,eH ,IJ,O (BKJ1.) 

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

IlpOH3B0,IJ,CTBeHH3H JlHQeHJHH HoMep PY RU) 

N! 
Analysis performed according to ND/ AnaJ1111 npoBe,IJ,eH no H;::t:: JIIl-N!(001119)-(Pr-RU)-210623 

N! Test/ IloKaJaTeJlb Result/ Pe1yJ1bTaTbI Specification/ HopMa 

1 Description / On11can11e Homogeneous semi-transparent gel Homogeneous transparent or semi-
with characteristic odor / transparent gel with characteristic odor / 
O.uttopo,uHbIH nonyrrp03paqHbIH renb OJJ.ttopo,uttbIH rrp03paqttbIH HJIH 

c xapaKTepHbIM 3arraxoM. rro11ynpo3paqHbIH renb c xapaKTepHbIM 
1arraxoM. 

2 Identification/ 11JJ.eHTHd>HKaQHH 
2a Ketorolac tromethamine / The retention time of the main peak in the 

KernponaKa TpoMernmrn 
Complies as prescribed / 

chromatogram of test solution should 
correspond to that in the chromatogram 

CooTBeTcTByeT 
of ketorolac tromethamine reference 
standard solution (Assay section). I 
BpeMH y.uep)KHBaHIUI OCHOBHOro ITHKa 
Ha xpoMarnrpaMMe HCITbITyeMoro 
pacTBopa ,UOJl)KHO COOTBeTCTBOBaTb 
BpeMeHH y.uep)KHBaHH51 OCHOBHOro ITHKa 
Ha xpoMaTorpaMMe pacTBopa 
CTaH,UapTHOro o6pa3ua KeTOponaKa 
TpOMeTaMHHa (pa3,ue11 
«KonwqecTBeHHoe onpe,uenetttte») 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
llpHMelfaHHe: Ilpo,uyKT COOTBeTCTByeT Tpe6oBaHH51M H.D: 3aKJ110lfeH11e: O;:I:OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
IlOJJ.rOT0BJleHO: npo·oepetto: i npoeepeHo(AOK): person/ O,uo6peHo: O6ecrreqeHtte 

Yogesh Chauhat Pravesh Rana _,,, Amit Kumar KaqecTBa/OTBeTCTBeHHOe JlHUO: 

·§ ~~ ___( 0 t.J IL l<:ll 1-1 Nl__ 
_Lv---f 

Date /16.02.2026 Date /16.02.2026 Date /16.02.2026 Date/ f 1 --o). ~ .J.J) L 6 
.lJ:arn: .ZJ:arn: ,n:arn: .ZJ:arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

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

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

Page 2 of 7 / CTp. 2 HJ 7 

Product/ : Ketorol gel for external use 2 % 
fipo,nyKT KeTOpon®, renh ,ruu1 Hapy)l(H0ro np11MeHemrn 2 % 
Market/ 

Russia I Poccm1 
PblHOK 

Batch No/ : V260105 Batch Quantity / : 32649 units I 
Ceom1 .N'2 PaJMep cepuu 32649 eJJ,HHHU 

Analytical Report No / : 040003282138 Date of Analysis / : 16-02-2026 
AHaJIHTHqecKHH OTqeT .N'2 ,ll.aTa aHaJIH3a 

Date <if Manufacture / : 02/2026 Date of Expiry/ : 01/2028 
llaTa npoHJBOACTBa fo,neu ,no (BKJI.) 

Mfg. License No./ : MNB/05/263 MA number/ : JH1-N2(001 l 19)-(Pf-
TipOH3B0,1-CTBeHHaH JIHUeH3HH HoMep PY RU) 

.N'2 
Analysis performed accordin!?: to ND/ AHaJIH3 nooBe,neu no Hll: JITI-.N'2(001119)-(Pf-RU)-210623 

.N'2 Test/ TioKaJaTCJib Result/ PeJyJibTaTbt Specification/ HopMa 

2b Sodium methyl parahydroxy- The retention time of the sodium methyl 
benzoate and sodium propyl parahydroxybenzoate and sodium propyl 
parahydroxybenzoate / parahydroxybenzoate peak m the 
MeT11nnaparunpoKc116eHJOaT Complies as prescribed / chromatogram of the sample preparation 
HaTpm1 11 npon11nnaparnnp0Kc11- CooTBeTcTByeT corresponds to that in the chromatogram 
6eH30aT HaTpm, of the standard preparation (Assay 

section). I BpeMeHa ynep)l(HBaHHH 
0CHOBHbIX DHKOB Ha xpoMaTorpaMMe 
:11cnhnyeMoro pacTBopa ,ll0Jl)l(Hbl 
COOTBeTCTBOBaTb BpeMeHaM 
ynep)l(HBaHIUI OCHOBHb!X flHKOB Ha 
xpoMaTorpaMMe pacrnopa CTaHJJ,apTHbIX 
o6pa3UOB MeT1111napar:11npoKc:116eHJOaTa 
11 npon11miaparn,npoKc116eHJOaTa. 
(paJnen «KonwiecrneHHoe 
onpeJJ,ene1rne») 

3 Weight of package content/ 30.4g I 30,4 r Should correspond to the requirements / 
Macca co,nep,i_uMoro B COOTBeTCTBHH c Tpe6osaHHHMH. 
ynaKOBKH 

4 pH of aqueous suspension/ 6.0 6.0 - 7.8 / OT 6,0 no 7,8 
pH Bonuoii cycneHJHH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipHMeqaHHe: IIponyKT COOTBeTCTByeT rpe6oBaHHl!M H,ll. 3aKmoqeHue: O,ll.OliPEHO 

Prepared by / Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized 

DonroToBneHo: '& IlpoaepeHo: 

i 
IlpoBepetto(AOK): person I Ono6peHo: O6ecne1IeH11e 

Y ogesh Chauhan Pravesh Rana Amit Kumar Ka1Iecrna/OTBeTcTBeHHoe mm,o: 

~~ _(_ u ..i I L K ll M pe.__ 
~ 

Date /16.02.2026 Date /16.02.2026 Date /16.02.2026 !Date/ I 1---ot-~..<... 01...6 

I ,[I.am: ,n:arn: ,LI.am: ,n:arn: 

Registered Office : 8-2-337, Road No. 3, Banjare1 Hiiis, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, ~ax: +9140 4900 2999, Email: mail@drreddys .com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJil13A 

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

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

Page 3 of 7 / CTp. 3 H3 7 

Product/ : Ketorol gel for external use 2 % 
IlpOJWKT Kempon®, renh }])UI ttapy)I{HOro rrpHMeHeHJorn: 2 % 
Market/ 

Russia / Poccm, 
PhlHOK 
Batch No/ : V260105 Batch Quantity/ : 32649 units / 
CeouH .NI, Pa3Mep cepuu 32649 eJJ,HHHU 

Analytical Report No / : 040003282138 Date of Analysis/ : 16-02-2026 

AHaJlHTH'leCKHH OT'feT .N"2 ,[(aTa auaJ1tt3a 

Date of Manufacture/ : 02/2026 Date of Expiry/ : 01/2028 

,[(aTa npOH3B0JlCTBa ro!{eH JJ,O (BKJ1.) 

Mfg. License No./ : MNB/05/263 MA number/ : JU1-N2(001 l 19)-(Pf-

IlpOH3B0,IJ,CTBeHHaH J1HUeH3HH HoMep PY RU) 

.N"2 
Analysis performed according to ND/ AuaJ1H3 npoBe!leH no H,[(: JITI-.N"2(001119)-(Pr-RU)-210623 

.N"2 Test/ IloKa3aTeJ1b Result/ Pe3yJ1bT3TbI Specification / HopMa 

5 Viscosity / BH3KOCTb 7.049 poise/ 7,049 rrya3 Between 5 and 12 poise / 
01' 5 JJ,o 12 nya3 

6 Related substances / IlpuMecu 
Ketorolac 1-keto analogue/ Not more than 1.0 % /He 6onee 1,0 % 
1-KeToattanor KeToponaKa 0.0228 % 

Ketorolac I-hydroxy analogue / Below LOQ (LOQ = 0.020 %) / Hm1<e Not more than 0.5 % / He 6onee 0,5 % 
1-nrnpoKcttattanor KernponaKa npe,LleJJa KOJIH'leCTBeHHOI'O orrpe,LleJJeHHll 

(TTKO = 0.020%). 

Any single unidentified Below BDL / HmKe nopora Not more than 1.0 % I He 6onee 1,0 % 
impurity/ EJJ,ttHWIHall pernCTpau1111 

HettJJ,eHTll~llUllpOBaHHall 
rrpttMeCb 

Total impurities/ CYMMa Not more than 3.0 % / He 6onee 3,0 % 
np11Mecei1 

0.0228 % 

7 Microbial limits / MttKpo6uoJ1ortt'feCKaH 'IHCTOTa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Tip11Mec1a1111e: ITpOJl}'KT COOTBeTcTByeT Tpe6oBat-111llM H)J; 3aKmotJeHne: O,[(OliPEHO 

Prepared by I Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
IToJJ,rOTOBJJeHo: Ilposepetto: 

f 
n poeepeHo(A OK): person I OJJ,o6petto: O6ecrre'lettue 

Yogesh Chauhar ,# Pravesh Rana Amit Kumar Ka'leCTBalOTBeTCTBeHHOe m1uo: 

('~ -1..._v~ll- l<\J....., ~l'L. 
~ 11'1 

Date /16.02.2026 I Date /16.02.2026 Date /16.02.2026 Date I 
I 

I 1--v2~~01...~ 
,[l;arn: ,[l;arn: ,[l;arn: ,[l;arn: 

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

CIN: L85195AP198~PLC004507 
www.drreddys.com 



•·· Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<DHKAT 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 

Page 4 of 7 / CTp. 4 HJ 7 

Product/ : Ketorol gel for external use 2 % 
Ilpo.u.yKT KeTOpo11®, re11h .11;u1 Hapy)lrnoro rrp11MeHemrn 2 % 
Market/ 

Russia / Poccm, 
PblHOK 
Batch No/ : V260105 Batch Quantity/ : 32649 units / 
CepuH .N'! PaJMep cepuu 32649 e.ll,HHHU 

Analytical Report No/ : 040003282138 Date of Analysis/ : 16-02-2026 
AHaJ1HTtt1-1ecKuif OT'-leT .N'! )],aTa auanuJa 
Date of Manufacture/ : 02/2026 Date of Expiry/ : 01/2028 
llaTa npouJBO.ll.CTBa ro.u.eH LIO (BKJJ.) 
Mfg. License No./ : MNB/05/263 MA number/ : JU1-N2(001119)-(Pf-
IlpoHJBOLl,CTBeHHaH JJHU.eHJHH HoMep PY RU) 
.N'! 
Analysis performed according to ND/ Ananm npoBe.u.eu no Hll: JITT-.N'!(001119)-(Pr-RU)-210623 

.N'! Test/ IloKaJaTeJJb Result/ PeJyJJhTaTbI Specification / HopMa 

Total aerobic microbial count/ Less than 10 CFU/g / MeHee 10 Not more than 102 CFU/g / 
O6mee '-IHCJlO a1po6HblX KOE/r He 6011ee 102 KOE/r 
MHKpoopraHH3MOB 

Total combined yeast and Less than 10 CFU/g / Mettee 10 Not more than 101 CFU/g / 
molds count/ O6mee '-IHCJIO KOE/r He 6onee 10 1 KOE/r 
Apm10KeBblX 11 n11ecHeBb!X 
rp1160B 

Pseudomonas aeruginosa Absent in 1 g/ OTcyTcTByeT B 1 r Should absent in 1 g/ OTcyTcTB11e B 1 r 

Staphylococcus aureus Absent in 1 g/ OTcyTcTByeT B 1 r Should absent in 1 g/ OTcyTCTBHe B 1 r 

8 Assay / KoJJtt'-leCTBeHnoe onpe.u.eneHue: 

Ethanol / 3TaHOJ1 99.1 % NLT 85 % and NMT 115 % of the 
labeled amount I 
OT 85 .u.o 115 % OT JmrnneHHoro 
KOJIW!eCTBa 

Dimethyl sulfoxide / 99.6 % NLT 90 % and NMT 110 % of the 
A11MeT1111cy11h~OKCHA labeled amount I OT 90 .uo 110 % OT 

3a51BJieHHOro KOJIH'-!eCTBa 

Sodium methyl parahydroxy- 100.7 % NLT 90 % and NMT 110 % of the 
benzoate / MeT1111rrapa- labeled amount I OT 90 .uo 110 % OT 
rn.upoKCH6eH30aT HarpH51 3a51BJleHHOro KOJlH'IeCTBa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
npuMe•-rnnue: Ilpo.uyKT cooTBeTcTByeT Tpe6osamrnM HA 3aKJIIO'-leHue: O)];OliPEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 

no,!).rOTOBJlCHO: t Opoeepeuo: i npoeepeHo(AOK): person / O.uo6peHo: O6ecne'!eH11e 
Yogesb Chauhan / Pravesh Rana .,, Amit Kumar Ka4eCTBai0TBeTCTBeMHOe mruo: 

{\---~ ~UNIL kV v-i )(\ fl..._ · // ~vvi 

Date /16.02.2026 Date /16.02.2026 Date /16.02.2026 IDate I 11~ 2---~0)-.6 
I Aarn: Aarn: ,n:arn: .JJ:arn: 

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

CIN: L85195AP198~PLC004507 
www.drreddys.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 

Page 5 of 7 / CTp. 5 HJ 7 

Product/ : Ketorol gel for external use 2 % 

IlpoAyICT KeTOpon®, reJih wu1 Hapy)l(HOro rrp11MeHemrn 2 % 

Market/ 
Russia / Poccm1 

PhlHOK 

Batch No I : V260105 Batch Quantity/ : 32649 units / 
Cepusi .N'2 PaJMep cepuu 32649 e,UHHl11.I, 

Analytical Report No I : 040003282138 Date of Analysis / : 16-02-2026 

AHaJJHTH'leCKHH OT'leT .N'2 ,IJ:aTa auaJJHJa 

Date of Manufacture/ : 02/2026 Date of Expiry/ : 01/2028 

)lam rrpOHJBOJJ,CTBa roJJ,eH AO (BKJl.) 

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

IlpOHJBO)],CTBeHHaH JlHQeHJHH HoMep PY RU) 

.N'2 

Analysis performed according to ND/ AuaJ1HJ npoBeJJ,eu no H,IJ:: JIIl-.N'2(001119)-(Pr-RU)-210623 

.N'2 Test I IloKaJaTeJlb Result/ PeJyJlhTaTbI Specification / HopMa 

Sodium propyl parahydroxy- NLT 90 % and NMT 110 % of the 
benzoate I ITporr11nrrapa-

100.3 % 
labeled amount / OT 90 .n:o 110 % OT 

r11,upoKc116eH3oaT naTpllil 3a5.IBJieHHOro KOJIH'-IeCTBa 

Ketorolac tromethamine / NLT 90 % and NMT 110 % of the 
KeToponaKa TPOMeTaMHH 

99.6 % 
labeled amount / OT 90 .n:o 110 % OT 
Ja5.IBJieHHOro KOJIWieCTBa 

9 Package/ Onucauue 30 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 
ynaKOBKH tube together with patient information leaflet in a carton. / ITo 30 r B Ty6y m 

JiaMHHHpOBaHHOro aJIIOMHHH.H, CHa6)1(eHHyJO MeM6pattorr )lJI5.I KOHTp01I5.I 
rrepBoro BCKpbITl15.I. rro 1 Ty6e BMeCTe C l1HCTpyK1.1,11err no Me)lHll,11HCKOMY 
rrp11MeHeHJ1!0 (JIHCTKOM-BKJia)lb!IlleM) B na1rny KapTOHHyJO. 

Remarks : The Product confirms to ND/ Conclusion: APPROVED I 
TTp11Mc'la1111e: HpOJlYKT coorneTcrnyeT Tpe6ouaHHJIM HA 3a1emo~e1mc: O)lOliPEHO 

Prepared by / Checked by/ Checked by (AQA) I Approved by: Qua I it y Assurance/ Authorized 
ITo,n:roTOBJietto: npoaepe1-l0: 

J_ 
ITpoaepetto(AOK): person / O.no6peHo: O6ec.neqeuwe 

Yogesh Chauhav Pravesh Rana Amit Kumar K8<JeCTBal OTneTCTBeHHOe JHlll,0: 

~/ ~~ ~\)NIL KV·H~IZ__ 
:__Lvv) 

Date /16.02.2026 

,n:arn: 
Date /16.02.2026 Date /16.02.2026 IDate / 11-01~zo.l.. C. 
.lJ:arn: .lJ:arn: ,n:arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTM<l>MKAT AHAJIM3A 

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

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

Page 6 of 7 / CTp. 6 u1 7 

Product/ : Ketorol gel for external use 2 % 
Ilpol{yKT KeTOpon®, renh .1vrn Hapy)l(Horo npttMeHem1.11 2 % 
Market/ 

Russia / Pocrn.si 
PbIHOK 
Batch No/ : V260105 Batch Quantity / : 32649 units/ 
Cepm1 .N'! Pa1Mep cepuu 32649 e,IJJIHHU 
Analytical Report No/ : 040003282138 Date of Analysis/ : 16-02-2026 
AuaJ1un1qecKuu oTqeT .N'! )]:aTa auaJ1ma 
Date of Manufacture/ : 02/2026 Date of Expiry/ : 01/2028 
)].aTa UPOUJBO,llCTBa fol{eH l{O (BKJ1.) 

Mfg. License No./ : MNB/05/263 MA number/ : JUl-N!!(00I 119)-(Pf-
IlpOHJBO,llCTBeHHaSI JlHU:eHJHSI HoMep PY RU) 
.N'! 

Analysis performed accordin2: to ND/ AuaJJHJ noooe.neu no Hll: JIIl-N!(001119)-(Pf-RU)-210623 

API name/ HauMeuosauue A<l>C: Ketorolac tromethamine I KeTOponaKa -rpoMeTaMMH 

INN /MHH: Ketorolac I KeTOponaK 

API manufacturer batch number/ ABSH002976 
HoMep cepuu npoHJBO.llHTeJ1S1 A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6crnuu:uu FESA00498 
npOH3B0,llHTeJ1SI f Jl<I>: 

API Manufactured by & country/ 
Dr. Reddy's Laboratories Ltd., India/ .D:-p Pe.1U1.11'c Jla6opaTOp111 JIT.ll, l1H.lll1.!I IlpouJBO.llHTeJlb A<l>C, CTpaua: 

Name, address, authorization No for Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Viii. Kho!, 
FP manufacturing site/ Control site / Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
Release site / MNB/05/263) I 
HauMeHOBauue, a.upec, JlHL{eHJHSI ,UJlSI .lJ:-p Pe.1U1.11'c Jla6opaTopuc JIT.u., HH.UIDI, TTpo111so.ucrneuuoe 
IlpOHJBO.UCTBeHHaSI nnoma,llKa / no,llpa1.11.eneuue-6, B111m. Kxonh, Hanarapx Poy.11., Ea.u.11.tt, .D:ttc-rpttKT Conau, 
IlJioma,11.Ka KOHTpOJISI KaqecTBa / x.n ., 173205, HH.llH.!I (n11ueH3ml HOMep MNB/05/263) 
IlJioma.uKa BblUYCKa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: TTpo.nyKT coorneTcrnyeT -rpe6osaHH.!IM HA 3atcmoqeuue: O,L(O6PEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Oon,roTOBne1m: nposepeHO: d npoeepe1-1o(AOK): person / O.11.06peHo: O6ecneqeHue 

Yogesh Chauht-/ Pravesh Ra11a Amit Kumar Ka'-leCTBa!OrneTCTBCHHOe flHl.-lO : 

(\_/~ __{U~lL K_Ur-1f'.h'l 
.--<v-1 

Date /16.02.2026 
)].ara: 

Date /16.02.2026 Date /16.02.2026 'Date I ) 1--C 2. -.(0 L~ 
.[(ara: JJ:arn: JJ:arn: 

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

CIN : L8519SAP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJUl3A 

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 

Page7of7/CTp.7HJ7 

Product/ : Ketorol gel for external use 2 % 
Ilpo,11.y1rr KernpoJI®, reJib .lI)UI Hapy)lrnoro np11MeHeHm1 2 % 

Market/ 
Russia / Pocc11J1 

PhIHOK 

Batch No/ : V260105 Batch Quantity/ : 32649 units / 
CepttH .N'~ PaJMep cepuu 32649 e)].HHHU 

Analytical Report No/ : 040003282138 Date of Analysis/ : 16-02-2026 

AHaJJHTH'-leCKMH OT'-leT .N'~ )laTa aHaJJMJa 

Date of Manufacture / : 02/2026 Date of Expiry/ : 01/2028 

)laTa npOHJBO)].CTBa ro,!(eH ,11_0 (BKJI.) 

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

IlpoMJBO.l(CTBeHHaH JlHl..(eHJMH HoMep PY RU) 

.N'~ 
Analysis performed accordine to ND/ Aua.11113 npoae.neu no H)l: JIIl-.N'~(001119)-(Pr-RU)-210623 

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 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: «HacTOJIUJ;HM JI llO.lJ.TBep:)f(_)].aJO, lfTO npHBe,ll.eHHaJI Bblllle 1-rncpopMaU,HJI 

JIBJ!JleTCJI ,ll.OCTOBepHOH H TOlfHOH. 3Ta cepHJI npo.n.yKU.HH npOH3Be.l].eHa (BKJIJOlfaJI ynaKOBKY (MapKHpOBKY) H 

KOHTpOJib KalfeCTBa) Ha BbIWeyKa3aHHOH npOH3B0,ll.CTBeHHOH nnow;a.u.Ke (nnow;a.n.Kax) B llOJIHOM COOTBeTCTBHH 

C Tpe6oBaHHJIMH ITpaBHJl Ha.l].Jle)Kamett npOH3B0.l].CTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMHlfeCKOro COJ03a 

H Tpe6oBaHHJIMH KOHTpOJl.sl KalfeCTBa JieKapCTBeHHbIX cpeJJ.CTB, a TaK)Ke B COOTBeTCTBHH co cneu.HcpHKaU,HJIMH, 

COJJ.ep)KaUJ;HMHCJI B perHCYpaU,HOHHOM J].OCbe CTpaHbl-HMnopTepa. 3anHCH no npoH3BOJ].CTBy, ynaKOBKe H 

aHaJIH3Y npoBepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH.slM ITpaBHJl Ha,ll.Jle)Karu;eH npOH3BOJ].CTBeHHOH 

npaKTHK EBpa3HHCKOro 3KOHOMH'-IeCKOro COJ03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'-laHue: ITpo.nyKT C00TBeTCTByeT rpe6oBaHl1JIM HJ]; 3aKJH0'-let111e: O,llOliPEHO 

Prepared by/ Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITo.nrornsJieHo: TTposepeno: 

1 

Opo13epeHo(AOK): person / O.no6peHo: O6ecne'-!em1e 

Yogesh Cbauhaf Pravesh Rana 
AmhKu~ ~ 
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