
•·· Dr.Reddy's ~;• 

CERTlFl TE OF ANALY IS 
CEPTH «I> lIKA T AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. l<hol, r,Jaiuf,arh Road, Baddi, 
Oistc. Soian, H.P., 173 205, ![~DIA 

T::! • 9 ~~ ?~~GS 5600 1 -0~ 
,v1,vvJ.drn2c:dvs.co1 n 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IJpo,11.yKT: ReropoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, llHCOeprupveMhIC B DOJIOCTH pra, 10 Mr 
Market / P1,rnoK : Russia / Poccm, 
Batch No/ 

: V2502427 
Batch Quantity/ 36,00,000 tab/ 

Ceou.e .N'2 O6'heM cep1111 36,00,000 ra6 
Analytical Report No I 

: 040003232116 Date of Analysis / 22.12.2025 
AuaJiuruqecKnii orqer .N'!! l(ara auaJIH3a 
Date of Manufacture / 

: 12/2025 Date of Expiry / 11/2027 
LJ:ara npOH3B0,11.CTBa ro,11.eu ,11.0 
Mfg. License No./ 

MA number:/ 
IIpoH3B01lCTBeHuaH : MNB/05/263 

HoMepPY 
: JIII-.N'!!(004669)-(Pr-RU) 

JIHU,eH3HSI .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBel{eu no H,z::i:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKu,nH yrBep~eua: 21.04.2025 

Pa2c 1 of 11 / CTp. 1 H3 11 
No 

Test I IloKaJaTeJJb Results/ PeJyJJbTaTbl Specification / HopMa 
}fo 

1 Description / Onucauue Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 
tablets with "I" debossed on one debossed on one side. I Kpyrnh1e DJIOCKHe 
side. / Kpyrnh1e n11ocK11e m6neTKH c cpacKOH, CBCTJIO-)KCJITOro UBem C 
m6neTKH c cpacKoi-f., cserno- rpaBHpOBKOH «I» Ha 0.l(HOH CTOpOHe. 
)l{CJITOro u.sem C rpaBHpOBKOH 
«I» Ha o.nttofi cTopotte. 

2 Identification/ 11.neuTmjmKaU,HSI 

Ketorolac I KemopoJ1aK Complies I CooTBeTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-

. cneKTpbI nornomettm1 IICIThnyeMoro pacrnopa II 
pacrnopa cmH.napTHOro 06pa3ua KeToponaKa 
TPOMeTaMHHa .l(OJI)l{Hbl HMeTh MaKCHMYMbl npH 
0.l(HOH II TOH )Ke .l(JIHHe BOJIHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpIIMC'laHHe: Tipo.nyKT COOTBCTCTByeT TPe6osaHIUIM H,)], 3a~motteHtte: O,ll,OliPEHO 

Prepared by / 

Tio.nroTOBJieHo: Pravesh 

Rana 

' ? 

Date I 
}],am: 22 .12.2025 

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

TiposepeHo: Pardeep IlposepeH0 (AOK) : O.no6petto: 06ecneqetttte Kaqecrna/OrneTcTBeHHOe 

Kumar Amit Kumar "-. Jl illl,O: 

d-r t<--
Date/ Date I !Date/ 
,)],aTa: 22.12.2025 ,)],aTa: 22.12.2025 }],am: 

e ;rere nce:-u-.:;.•::'i:-r nuitu 1'1u. ~~ llfJ11 c:tfd n111~ ... •i ,...,,,u,,11au - :lVVV.;.i"+, 1c:: q, " gl!i :a u1 , 'l r "6 p ir:J1 111\,Ui=I 

Tel: +9140 4900 2900, Fax : +9140 4900 2999, Email: mail@drreddys.com 
C/N: LS5195AP1984Pl.C004507 

www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTH <I> HKA T AHAJIII3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. l<hol, Nalagarh Roc1d, BJddi, 
Distt. Solun, H.P., 173 205, 11\iDIA 

·,:vww.d1·1 edciys.coni 

Product : ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1J.yKT: keTopon® 3Kcnpecc (KeToponaK) Ta6nenru, .zu1coepn1pyel\11>1e B noJiocrn DTa, 10 l\tr 
Market/ J.11,rnoK : Russia I Poccm1 
Batch No/ 

: V2502427 
Batch Quantity/ 36,00,000 tab I 

CepnH .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No I Date of Analysis / 
AuannTn .. ecKnii 0T'IeT .N'!! 

: 040003232116 
)laTa auanu1a 

22.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry/ 
11/2027 

)la Ta npo H3B0,IJ.CTBa ro));eH ,!1;0 

Mfg. License No./ 
MA number:/ 

Ilpou1so~cTBeuuaH : MNB/05/263 
HoMepPY 

: JIIl-.N'!!(004669)-(Pr-RU) 
JIHUCH31UI N!! 
Analysis performed according ND:/ AuaJ1u1 npose,1J.eu no H)];: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / lfHCTPYKUHH yTBep;tCJ:l:eua: 21.04.2025 

Page 2 of 11 / C-rp. 2 01 11 
No 

Test I Tioica1aTeJ1b Results I Pe1yJ1bTaTb1 Specification / HopMa 
.N'!! 

Complies I CooTBeTcTByeT The retention time of the main peak on the 
chromatogram of test solution should correspond 
to that on the chromatogram of ketorolac 
tromethamine standard solution (Assay section). 
I BpeM5! y,uep)IUIBaHJUI OCHOBHoro IUIKa Ha 
xpoMaTorpaMMe HCITbITyeMoro pacTBopa 
)lOJDKHO COOTBeTCTB0BaTh epeMeHH 
y)lep)l<HBaHH5! OCHOBHOro IlHKa Ha 
xpoMaTOrpaMMe pacTBopa CTatt,uapTHOro 
06pa3ua KeTopoJiaKa YpOMeTaMHHa (pa1,ueJI 
«KoJIJ.ft{ecTBeHHoe onpe,ueJieHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe•rnuue: Ilpo,uyKT cooTBeTcTByeT Ype6oeaHMM HA 3atcJIIO'leHHe: O)I.06PEHO 

Prepared by/ 

Tio,uroToene1:10: Pravesh 

Rana • 
1 .' 

D:.i te I 
,D,arn : 22 .12.2025 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
npoaepeHo: Pardeep Ilposepe1-10 (AOK): O,uo6pe1-10: O6ecneqett11e KaqecTBa/OTBeTcTBettttoe 

K umar Amit Kumar mw.o: cJ.· ~ ~ · 

,, 
~ ----Date I Date / Date / 

7 2- ; 2- - 2 c?[ 
,lla-ra: 22 .12.2025 ~am: 22.12.2025 ,lJ.aTa: 

e stere tee: -.!.•.j:j/ oa NO. j, ti<ln ofii nu,~, 1, c, auov - :>uuu.:,"', ,._,., llld, IIIUl<I R gt td un ~· , K• 1a J ,y, " 'Ii" 
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 
Viii. Khol, I\Jalagarh Road, Baddi_. 
Distt. Solcin, H.P., 173 205, li~DIA 

CERTIFICATE OF ANALYSIS wwwcln·edciv~.co1n 
CEPTH$IIKATAHAJIII3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO)WKT! l<:eTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKII, JJ.HCneprupyeMhle B UOJI0CTH pTa, 10 Mr 
Market / P1,rnoK : Russia / Poccm1 

Batch No/ 
: V2502427 

Batch Quantity/ 36,00,000 tab I 
CepuH .N'!! O6neM cepuu 36,00,000 rn6 
Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKHH oT11eT .N'!! 

: 040003232116 
)(aTa auaJiu1a 

22.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

)(aTa npOH3B0)].CTBa ro)].eH )].O 

Mfg. License No./ 
MA number:/ 

Ilpou1B0AcTuennaH : MNB/05/263 
HoMepPY 

: JIIl-.N'!!(004669)-(Pr-RU) 
JJHl.{eH3Hff .N'!! 
Analysis performed according ND:/ AuaJJH3 npoBeJJ.eH no H)(: JID-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyKl.{lfH yTBep~eua: 21.04.2025 

Page 3 of 11 / LTp. 3 01 ll 

Test I IloKaJaTCJJb Results/ PeJyJJbTaTbt Specification / HopMa 

Butylhydroxyanisole I 
Eymzm2uopoKCl/GHl/30JI 

Complies / CoorneTCTByeT The retention times of2-butylhydroxyanisole and 
3-butylhydroxyanisole peaks on the 
chromatogram of the test solution should 
correspond by the retention times to 2-
butylhydroxyanisole and 3-butylhydroxyanisole 

Remarks : The Product confirms to ND/ 
IlpuMe•rnuue: ITpOJJ.YKT coorneTcrnyeT Tpe6oaaHIDIM H,[( 

Prepared by/ Checked by/ !Checked by (AQA) / 
Do.rrroTOBJJeRo: Pravesh ITpoaepeHo: Pardeep TipoBepeHo (AOK) : 
Rana 1 Kumar 

J-c 
Amit K umar "~ Date / Date I D ate / 

L(arn: 22.12.2025 ;laTa: 22.12.2025 )J,ani: 22.12.2025 
~6,.,.,.,,,.d c; U _,,,..,..,, v--- J_, , ,,...,..._ ,._ • ..,, 1,..u:11.,- w ,..,.,., I 

peaks on the chromatogram of 
butylhydroxyanisole standard solution 
("Butylhydroxyanisole content" section). I 
BpeMeHa y.uep)IU!BaHJUI ITHKOB 2-
6yTHJlftt,UpOKCHaHH30JJa H 3-
6ynrnru.upoKCHaHH30JJa Ha xpoMaTOrpaMMe 
HCilbITyeMoro pacrnopa )l0Jl)l(Hhl 
C00TBeTCTB0BaTb BpeMeHaM y.uep)l(HBaHH.s! 
IlHK0B 2-6yTnnrn.upoKCHaHl130JJa H 3-
6YTHJJrH,UpOKCHaHH30JJa Ha xpoMaTOrpaMMe 
pacrnopa crnH.uapTHoro o6pa3ua 
6_yrnnrn.upoKcHaHH3ona (pa3.uen «Co.uep)f(am,e 
6YT11nrn.upoKrnaHHJOJ1a» ). 

Conclusion : APPROVED / 
3aKJJ1011enue: O)J:OJiPEHO 

Approved by: Quality Assurance/ Authorized person / 
O)].o6peHo: O6ecnetJeHtte KatJecrna/OrneTCTBeHHoe 

m,uo: 
~-

.,,.,,,~;---

Date / ')_'), - ,I 2 ~ ? 6'-1 
J{ara: 

, ..... ,._, .. 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN:L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vill. l<hol, Nai:l gc1rh Roc1d, Bciddi, 
Dlstt Solan, i-l .P. , 173 205, 11\iOIA 
-~~): : s~ ~,:: Gs ~CC,C)1 -02 

CERTIFICATE OF ANALYSIS vvwvJ.drreC:u,,s.cor,1 
CEPTH<l>UKA T AHAJTU.3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo11,yK-r: Kempon 3Kcnpecc (1ccrropo.riaK) Ta6J1c1:KJJ, 11.ncucpr11pyel\u,1e B noJiocTu l)Ta, 10 Mr 
Market/ PblHOK : Russia / Poccm1 
Batch No/ 

: V2502427 
Batch Quantity / 36,00,000 tab I 

Ceparn Y2 O6neM cepHu 36,00,000 Ta6 
Analytical Report No/ 

: 040003232116 
Date of Analysis / 

22.12.2025 
AuaJinl"HlfeCKHH OTlfeT .N'!! l{aTa anaJIH3a 
Date of Manufacture/ 

: 12/2025 
Date of Expiry / 

11/2027 
,ll;a1 a nPOU3BOJJ:C'rBU ro,[J,eH ,11;0 

Mfg. License No./ 
MA number:/ 

Ilpou3n01J.CTBeuua» : MNB/05/263 
HoMepPY 

: JIIl-.N'!!(004669)-(Pr-RU) 
JIHQeH31-IH .N'!! 
Analysis performed according ND:/ AnaJIH3 opose,/J.en no~: JIIl-.N'2(004669)-(Pr-RU)-190224 
PIL version aooroved: / HncTDVK~UH yrnepm,u.cua: 21.04.2025 

Pa2e 4 of 11 / C-rp. 4 HJ 11 
No Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbl Specification/ HopMa 
.N'! 

3 Average weight/ Cpe)lmrn 70.4 mg / 70.4 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr )lO 72,8 Mr (70 ,0 Mr± 4,0 %). 

I 

18/20 tablets - not more than ± 10 %; 
2/20 tablets - not more than ± 20%. I 

Uniformity of weight/ 
Complies / CoorneTcrnyeT 18/20 Ta6neTOK - He 6011ee ±10%; 

0)lHOpO)lHOCTb MaCCbl 
2/20 rn6neTOK - He 6onee ± 20 %. 

4 Disintegration time/ 00 min 27 sec / 00 MHH 27 ceK Not more than 3 min. I He 6onee 3 MHH. 
Pacna)laeMOCTb 

5 Dissolution / PacTBopeHue Unit-I/ Ta6n-l 97 % Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 / Ta6n-2 97% 
(ketorolac tromethamine) in 15 min. / He Me Hee 
75 % (Q) C1sHnNO3•C4H11NO3 (KeToponaKa 

Unit-3 / Ta611-3 97% TpOMeTaMHH) l.fepe3 15 MHH. 

Unit-4 / Ta611-4 99% 

Unit-5 / Ta6n-5 97 % 

Unit-6 / Ta611-6 96% 

Remarks: The Product confirms to ND/ Conclusion : APPROVED/ 
ITpuMe•rnmte: ITpO/lYKT coorneTcTByeT -rpe6oBaHIDl"M HtJ, 3aKmo<teHue: 0,l(OJiPEHO 

Prepared by/ 
ITo)lroTOBJieHo: Pravesh 
Rana 

1 
Date/ 
,a,a,-,a.: 22.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
nposepeHo: Pardeep IlposepeHO (AOK): On,o6perro: O6ecnel.feH11e Ka11ecrna/OrneTcTBeHHOe 

Kumar AmiL Kumar JJHU.O: 
6A) 

~ r-~ ,,,--

-
Date / Date I 'Date/ /-/ CI). C }.<,J-5 
tJ,arn: 22.12.2025 )'.(aTa: 22.12.2025 tJ,arn: 

-Registered Office : 8-2-337, Road No. 3, BanJar.; t111ls, Hyderabad·. ::n.;~u=, 1er .. ng,ma, ,,. .. ,a 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: ma1l@arreddys.com 

Cl N: L85195AP 1984PLC004507 
www.drreddys. com 

I 



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

CEPTII <l>IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Viii. l<hol, f\lalzig<1rh Roild, Baddi, 
D;stt . Sol ,rn _. H.P ... 173 ~OS, l~!DIA 

wv✓w.d rreddys.rnn, 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOJJ.YKT: KeropoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, JJ,ucnepr11oveMb1e B noJIOCTH pTa, 10 Mr 
Market / PbrnoK : Russia / Poccm1 

Batch No/ 
: V2502427 

Batch Quantity / 36,00,000 tab/ 
Cepusr .M! O6neM cepuu 36,00,000 rn6 
Analytical Report No I 

: 040003232116 
Date of Analysis / 22.12.2025 

AnaJIUTH':lecKuii oTqeT .M! l(aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 11/2027 

)laTa npoHJBOJJ,CTBa roJJ,eH JJ,O 
Mfg. License No./ 

MA number:/ 
IlpouJBO~CTBeuuan : MNB/05/263 ' HoMepPY 

: JIII-.M!(004669)-(Pr -RU) 
JIHQeH3USI .N'!! 
Analysis performed according ND:/ AuaJiuJ npoBeJJ,eu no H,II:: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKQIISI YTBep~eua: 2L04.2025 

Page 5 of 11 / CTp. 5 m 11 
No Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbl Specification / HopMa 
.N'!! 

6 Particle size distribution / Complies / CooTBeTcTByeT A uniform suspension passing through a 710 µm 
,lJ;ucnepcHOCTb sieve is formed. I O6pa3yeTCll 0,llHOpo.uHal! 

cycrreHJHll, rrpOXO.lll!W:all CKB03b 
pa3MepoM OTBepcrn11 710 MKM. 

7 Impurities / IlpuMecu 

1-hydroxy analog of Below LOD (LOD = 0.0010 %) I not more than 0.5 %; / He 6011ee 0,5 %; 
ketorolac: / Hu)l(e rrpe.uena o6Hapy)l(eHHll 
1-rn.upoKcttaHanor (ITO= 0.0010 %) 
KeToponaKa 

1-keto analog ofketorolac / 0.04% not more than 0.8 %; / He 6011ee 0,8 %; 
1-KeToaHanor KeToponaKa 

unidentified impurity / 0.04% not more than 0.5 %; / He 6onee 0,5 %; 
e.u11Hwmall 
HeH,lleHTH~HUHpoBaHHall 
rrpHMeCh 

total impurities / 0.1 % not more than 1.0 %. I He 6onee 1,0 %. 
C)'MMa rrp11Mece11 

Remarks : The Product confirms to ND/ 
OpuMettaHue: Ilpo.uyKT cooTBeTcTByeT Tpe6oBaHHllM H.D: 

Conclusion : APPROVED / 
3aKJJIOtteHue: O):(OliPEHO 

CHTO 

Prepared by/ becked by / 

Hpoeep 1-to: Pardeep 

Kumar 

Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 

Tio;nroToBneHo: Pravesh 

/fJ 
,,:---

Rana 

Date/ 

,[J;arn: 22.12.2025 

IIpoBepeHo (AOK): O.uo6pe1-to: O6ecrre1.1eHJ,1e Kat.iecTBal OTBeTCTBeHHoe 

Amit Kumar JIHUO: 

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

www.drreddys.com 

C 
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•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khoi, Naiagarh Roarl, Baddi, 
Distt. Solan, rl.P., 173 205, if~DiA 

CERTIFICATE OF ANALYSIS www.dm::ddvs.corn 
CEPTII <l>IIKAT AHAJIII3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1wKT: KeTopoJJ® 3Kcnpecc (KeTopoJJaK) Ta6JJeTirn, .r.ncneprupyeMhie B noJJOCTH pTa, 10 Mr 
Market / P1,moK : Russia / PoccJ.rn 
Batch No/ 

: V2502427 
Batch Quantity/ 36,00,000 tab I 

Cepm1 N!!! O6'heM cepun 36,00,000 Ta6 
Analytical Report No/ 

: 040003232116 
Date of Analysis / 

22.12.2025 
AnaJJHTH 11ec1rnu OT'leT N!! ,II:aTa anaJJu1a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,II:aTa npOH3BOUCTBa rouen uo 
Mfg. License No./ 

MA number:/ 
Ilpon1B0P,CTBennaH : MNB/05/263 

HoMepPY 
: JIII-N!!(004669)-(Pf-RU) 

JJHIJ.eH3HSI .N'!! 

Analysis performed according ND:/ AnaJJu1 npose.r.en no 11,ZI:: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTpyK1orn yrnep~ena: 21.04.2025 

Page 6 of 11 / Crp. 6 01 11 
No 

Test/ IloKa3aTeJJb Results/ Pe1yJJbTaTbt Specification / HopMa 
.N'! 

8 Water content/ 2.2% Not more than 7.0 %. / 
Co~ep,icaHtte BO~bl He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTOlfHbte opraHttttecKne pacTBOpttTeJJtt 

Isopropyl alcohol / 7 µg/tab I Not more than 350 µg/tab. / 
1'borrporraHon 7 MKf s Ta6JieTKe He 6onee 350 MKr s rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMelfaHtte: IlpO.U.)'KT COOTBeTCTByeT Tpe6osaHID!M H,n: 3aKJJIOlfeHtte: o,n:OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
IlonroTos11eHo: Pravesh nposepeHo: Pardeep IlposepeHo (AOK): Ono6peHo: O6ecrre'-!eHHe Ka'-!eCTBa!OTBeTCTBeHHOe 
Rana 

1 
Kumar Amit Kumar m,uo: ~ ~ /\~ 

!Date / I Date / Date / 'Date / ') ') .- /J_--),CJ!:> 
:,n:a:-ra: 22 .12.2025 : )];am: 22 .12.2025 ,n:ara: 22.12.2025 )];am: 

r\t'.J=i,l~lt:: 1 '-""' ._, J,,.,1;;~ o---JJ ·I I ''°' ,..._. ,,w-. JI --••_J '"'"' i;i 
,.~, ,,.,_ , ____ ..,...,.._. ..., _ JI 11bw1,.,..," u, .... 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vill. 10101, ~JaiJ;_:;Jrh Ro2d, Bacidi, 
;:'list,:. ':.ol"n; HP ... 173 205_. li'lOI /'<. 
-- , ,-,- -~~ ,;-,- rr,,. { ~, 

CERTIFICATE OF ANALYSIS 
CEPTif<l>HKAT AHAJIIf3A 

:...;i: -1·::..•.1 :: ~ 1.;...,c: ,;i,_·lJv.1-·. 

www.dm:'ciciys.corr: 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOJlYKT: KeTOpoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH. ,/UfCUCl)rJIDVCMblC B DOJIOCTII l)Ta, 10 !\,ff 
Market / P1,rnoK : Russia / Poccm1 
Batch No I 

: V2502427 
Batch Quantity / 36,00,000 tab I 

Cepust .N'!! O6oeM cepuu 36,00,000 Ta6 
Analytical Report No / : 040003232116 

Date of Analysis / 22.12) 025 
AnaJIHTH'lecKuii OT'leT N2 )laTa auaJ1111a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 11/2027 

)laTa npoH3B0/lCTBa ro)leH JlO 
Mfg. License No./ 

MA number:/ 
Ilpou1so~cTseuuast : MNB/05/263 

HoMepPY 
: JIIl-N2(004669)-(Pr-RU) 

JIHQeH3HSI .N'!! 

Analysis performed according ND: I AuaJIHJ npose)len no H,LI;: Jlll-N2(004669)-(Pr-RU)-190224 
PIL version approved: / IfHCTPYKQHst yTsep~eua: 21.04.2025 

Pa2e 7 of 11 / CTP, 7 01 11 
No 

Test/ IloKalaTeJib Results/ Pe1yJ1bTaTbl Specification / HopMa 
.N'! 

10 Microbiological purity*/ Mu1epo6uoJ1orH"-1ec1eaS1 'IHCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee 1.fHCno He 6onee 103 KOE/r; 
a3po6Hh!X MHKpo-
opramtlMOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count / o6mee 1rncno He 6onee 102 KOE/r; 
.upm10KeBhlX H nnectteBhlX 
rpH60B 

Escherichia Coli NA shell be absent in 1 gram. / 
OTCYfCTBHe s 1 r. 

11 Uniformity of dosage units I 9.8 Acceptance value (AV) not more than 15.0 
O)lHOp0/lHOCTb IloKa3aTeJlh nptteMJleMOCTH (A JI) .UOJI)KeH 6bITh 
Jl03Hp0BaHHbIX e)lHHHI.( tte 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipnMe'laHHC: Tipo.uyKT COOTBeTcrnyeT rpe6osaHIDIM H,ll; 3aKJIIO'leuue: O)1,OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
no,ll.rornsne,10: Pravesh Opoaepetto: Pardeep Ilposepetto (AOK): O.uo6petto: 06ecne11etttte Kal.fecTBa/OTBeTcTBeHHOe 
Rana i Kumar ~ Amit Kumar Jll-11.(0 : 

~) /'-/--
Date I Date I Date / Date / ?) ~/?_•-2-oJJ...6 
,n:arn: 22.12.2025 )];am: 22.12 .2025 )];am: 22.12.2025 )];am: 

ne -1scereo un11:e: O-.l.-;j :, { 11oau !'Vo:,, 0011Ja1 d .. .. ~. , ,y, lt: l uuau - JVVU.rt, '"'"''Ii"""• I ,u : v g I 

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

www.drreddys.com 



•·· Dr. Reddy's ~;• 
CERTIFIC 

CEPTH~HKATAHAJill3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Viii. l<hol, Nc1l ugarh Road, Baddi, 
Oi stt <;o l;:i n, H.P, J. 73 205 . li'lDIA 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoJJ.yK"r. l(cTOPOJJ 3Kcnnecc (KCTOl}OJlaK) Ta6JieTKII, .!{IICOeprrmveMble s DOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ 

: V2502427 
Batch Quantity/ 36,00,000 tab/ 

CepuH .M! O6oeM cepI111 36,00,000 Ta6 
Analytical Report No/ 

: 040003232116 
Date of Analysis / 

22.12.2025 
AnaJJuTu-lJecKuii oTqeT .N'!! ~aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
1IaTa npOll3BO,llCTBa ro,lleH ,llO 
Mfg. License No. / 

MA number:/ 
11poH3BO~CTBeHHaH : MNB/05/263 

HoMepPY 
: JIII-.N'!!(004669)-(Pr-RU) 

J1H1~e113nsr .N'!! 
Analysis performed according ND:/ AuaJIH3 n pose,lleu no H~: JITI-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HucTl)YKQDB yrsep)lv),cna: 21.04.2025 

Page 8 of 11 I CTp. 8 HJ 11 
No 

Test I CToKaJaTeJib Results/ Pe1yJibTaTbI Specification / HopMa 
.N"!! 

12 Assay/ KoJIH'ICCTBCHHOe 10.0 mg I 10.0 Mr From 9.0mg to 11.0mg of 
onpe.r.eJieuue (100.4 %) C1sH13N03•C4H11N03 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr ,QO 11,0 Mr 
C1sH13N03•C4H11N03 (KernponaKa 
TpOMeTaMI-IH) (OT 90,0 ,QO 110,0 % OT 
3a5!BJieHHOro KOJIH'-IeCTBa) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.0971 mg/tab I Not less than 0.042 mg/tab. / 
content I Co.r.ep,Kauue 0.0971 Mr B rn6rreTKe He Meuee 0,042 Mr B rn6rreTKe. 
6yT1tJirH,l:lpOKCHaHHlOJia 

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

Ilp11Mcqam1e: Ilpo.r.yKT coorneTcrnyeT TPe6osamIBM HA 3aKmoqeuHe: O.LI:OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
no.nroToBJieHo: Pravesh nposepeuo: Pardeep TiposepeHO (AOK): 0.uo6peHo: 06ecne'-lem1e Ka'-lecrna/OrneTCTBeHHOe 
Rana 

1 Kumar Amit Kumar m1uo: 

C:.~ J- (\-
.,,,.-\ -- ~/ 

Date I Date/ 

"

Date / 'Date I 'J J--· Ii •• Jo}.;, l .D:arn: 22.12.2025 ,n:arn: 22.12.2025 .D:aTa: 22. 12,_025 ,l1;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indi a 
Tel : +9140 4900 2900, FJx: +9140 4900 2999, Email: mail@drreddy3. com 

CIN: L85195AP19S4PLC004507 
www.drrP.ddys.com 



•·· Dr.Reddy's ~;• 
C TE OF ANALY IS 

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
Vil!. l(hol, Naiagarh Road, Baddi, 
Distt. Sol,m, rl.P., 173 205, i1'-iDiA 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uv1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,uucnepruovcMLie B noJIOCTH r>Ta, 10 Mr 
Market/ P1,rnoK : Russia I Pocc1rn 

Batch No/ 
: V2502427 

Batch Quantity/ 36,00,000 tab I 
CepuH N!? O61,eM cepmt 36,00,000 rn6 

Analytical Report No/ 
: 040003232116 

Date of Analysis/ 
22.12.2025 

AnaJIHTH'lec1rnu OT'leT N!! .L(aTa anaJiu1a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11 /2027 
.L(aTa npOH3B0,UCTBa ro,ueH AO 
Mfg. License No./ 

MA number:/ 
Ilpou3BO~CTBennaH : MNB/05/263 

HoMep PY 
: JIII-N2(004669)-(Pr-RU) 

JIHll;eH3HR .N'!! 
Analysis performed according ND:/ AnaJiu1 npose,uen no H,ll;: Jlll-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKU:HH yTnep~ena: 21.04.2025 

Pa!!e 9 of 11 / CTll- 9 u3 11 
No 

Test/ IloKa3aTeJib Results/ Pe3yJibTaTbl Specification/ HopMa 
.N'!! 

14 Package description / 10 tablets m a blister of 10 tablets in a blister of (PA/ AL/PE with 
Onucanue ynaKOBKH (PA/ALIPE with desiccant/HDPE) foil // (PE/AL) foil. 1 or 2 

desiccant/HDPE) foil // (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. / ITo IO rn6neTOK B 6nttcTepe 113 
information leaflet in a carton (I1A/AJ1/TT3 C BJiaronornornTe11eM/Il3BIT) 
pack. I Ila 10 Ta6JieTOK B !pOJlhnt II {Il3/AJ1) !pOJlhrH. no I illU1 

6m1cTepe H3 (ITAi A.Jl/IT3 C 6JIHCTepa BMeCTe C JlHCTK0M-BKJial{blWeM 
BJiarorrornornTeneM/IT3BIT) na'-IKY KapTOHHylO. 
!pOJlbrH // (fl3/ AJI) <pOJibrH. flo 
2 6m1CTepa BMeCTe C Jll1CTKOM-
BKJial{blllieM B na'-IKY 
KapT0HHyIO. 

* 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. 
* IlpH BbmycKe JieKapCTBeHHOro npenapaTa KOHTpOJlb Ka'-IeCTBa no noKa3aTeJllO «M11Kpo6HOJ10rH'leCKaS1 
1.fHCTOTa» npOB0,llHTCH llJlSI Ka,imoii 20-oii cepHH, HJlH llJIH 0,llHOH cepHH B ron, B 38BHCHMOCTH OT Toro, 'ITO 
Hlll:IJIIH I JJllHbWt:. 

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

IlpuMe1.faHHe: Ilpo,llyKT coorneTcrnyeT Tpe6oBaHIDIM HA 3aKJ1101.fe1me: 0.LJ:OliPEHO 

Prepared by I 
flo,llroTOBJJetto : Pravesh 

Rana 1 

d 
Date I 
,U:aTa: 22.12.2025 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
flposepetto: Pardeep flposepetto (AOK): O.n,o6peHo: O6ecne'-Iettue Kaqecrna/OrneTcTBenttoe 

Kumar Amit Kf umar / mruo: 

d--.- -✓ 

I 
Date / 

I 
Date / Date/ 

,z::i:arn: 22 .12.2025 ):(am: 22.12.2025 JJ,arn: 
Ke !Stereo VII ice: o-L.-:,:u , , w uy ·~- ;;;, uw11J<11 d .... ~, g , J ,_., ... _. .. _ - ------"f, -·~• ' Q'.,. td, 11 ,~,"° 

Tel : +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: LS5195AP1984PLC004S07 

www.drreddys.com 

~ ) 

?.J·- /2 ·2c,J~ 
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•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTHwHKATAHAJIH3A 

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

Tel: +9198165 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPO,!J.YKT: keTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,!J.HcnepruoveMhie B noJIOCTH DTa, 10 Mr 
Market / PbIHOK : Russia / Poccm, 
Batch No/ 

: V2502427 
Batch Quantity/ 36,00,000 tab/ 

CepuH x~ O61.eM ceouu 36,00,000 Ta6 
Analytical Report No/ : 040003232116 

Date of Analysis / 22.12.2025 
AHaJIHTH'lecKnii oTqey .N'!! l[aTa aHaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
)];a Ta npo H3B0Jl:CTBa ro,a:eH Jl:O 
Mfg. License No./ 

MA number:/ 
llpOH3B0~CTBeHHaH : MNB/05/263 

HoMepPY 
: JIII-N2(004669)-(Pr-RU) 

JIHl(eH3HJI .N'!! 

Analysis performed according ND:/ AHaJiu3 npoee,a:eH no H)];: JIII-N2(004669)-(Pr-RU)-190224 
PIL version aooroved: / HHCTPVKl(HH yTeep:>imeua: 21.04.2025 

Paee 10 of 11 / CTp. 10 m 11 
API name/ HauMeuoeauue Awe: Ketorolac tromethamine / KeTOpoJiaKa TpoMeTaMHH 
INN/MHH: Ketorolac / KeTOponaK 
API manufacturer batch number/ 

ABSH001415, ABSH001415 
HoMep cepnu npou3eo,a:uTeJIH AWC: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHl(HH npOH3B0,!J.HTeJIH FESA00l 71, FESA00217 
rJiw: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India / 
llpoH3B0,!J.HTeJib Awe, CTpaua: ,a-p PeMH'c J1a6opaTOpHc J1Tn., HttJJ,H51 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
site/ MNB/05/263) I 
HauMeHOBaHue, a,1I.pec, JIHl(eH3HH ,!J.JIH ,a-p PeMH'c J1a6opaTOpHC J1TJJ,., HHJJ,H51, I1poH3BO)],CTBeHHOe 
llponlBO,!J.CTBeHHaH DJIOll(a,!J.Ka / IIJIOll(a,!J.Ka rronpa3JJ,eJieHHe-6, BHJIJI. Kxonh, Hanarapx Poyn, EaMH, ,lJ;HcTpHKT 
K0HTP0JIH KaqecTBa / IIJIOll(a,!J.Ka BbIDYCKa CoJiaH, x .rr., 173205, HHJJ,H51 (JIHI..{eH3H51 HOMep MNB/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/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». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMeqauue: flpo,11:yKT COOTBeTcTByeT Tpe6oBaHIDlM H,A 3a1cmoqeH11e: 0):(0:6PEHO 

Prepared by / 
flo,11,roTOBJietto: Pravesh 
Rana , 

i 
Date/ 
,Aarn: 22.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Tipoaepett.o: Pardeep flpoBepeno (AOK): O,no6peHo: O6ecrre1IeHtte Ka1IeCTBa!OTBeTCTBeHHOe 
Kumar AmitKumar /'- nnao: 

~ ~ r,.-
Date/ Date / !Date / t'.'i.'> ,Aarn: 22.12.2025 ,AaTa: 22.12.2025 :JJ -12.· )];aTa: 

-·· ., . Registered Omce: 8-2-337, Road No.;:,, Banja rd HIits, Hy(Jerabad - :,c;uu~. 1e1;mgana, inola 
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~HKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, NalagJrh Ro2d, Badc1i, 
Distt. Sol;in; H.P .. 173 205, iNDIA 

www.dneddys.co;-n 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPO.IJ.YKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )).HCUeprnpyeMhle B UOJIOCTH pTa, 10 Mr 
Market / P1,rnoK : Russia / Poccm, 
Batch No I 

: V2502427 
Batch Quantity/ 36,00,000 tab I 

Cepm1 .N'!! O6'heM cepnu 36,00,000 Ta6 
Analytical Report No/ 

: 040003232116 
Date of Analysis / 

22.12.2025 
AnaJIHTHqecKHH OT'leT .N'!! ,L{aTa anaJ1u1a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,Il;aTa npoH3B0)).CTBa ro!leH LlO 
Mfg. License No./ 

MA number: I 
IlpOH3B0,UCTBeunaH : MNB/05/263 

HoMepPY 
: JIII-.N'!!(004669)-(Pr-RU) 

JlHD;eH3HSI .N°!! 
Analysis performed according ND:/ AuaJiu1 npoBeJJ.eH no H,n:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPVKUHH yTBep,KJJ.eua: 21.04.2025 

Page 11 of 11 / CTp. 11 H3 11 
3aKmoqeune O COOTBeTCTBHH: «HacT05UI.J.liM JI IIO.lJ:TBep)K.n:aIO, qTo npHBe.n:eHHM BbIIIIe liH<popMau1rn JIBnJieTCJI 

.D:OCTOBepHOH .0 rnqHoH. 3Ta cepHJI npO)J;yKI.J.lili rrpOii3Be.n:eHa (BKJIIOqM yrraKOBKY (MapKHpOBKY) 11 KOHTpOnh 

KatJecrna) Ha BbIIIIeyKa.3aHHOH npOii3B0.lJ:CTBeHHOH nnoma.n:Ke (nnoma.n:Kax) B rronHOM COOTBeTCTBlili C 

Tpe6oBaH.HJIMli ITpaBHJI HaL{Jie)KaII.J.eH npOii3B0L{CTBeHHOH rrpaKTliKli EBpa.3IiHCKOro 3KOHOMlfqecKoro COI03a Ii 

Tpe6oBaHHJIMli KOHTpOnJI KaqeCTBa neKapcTBeHHbIX cpeL{CTB, a TaK)Ke B COOTBeTCTBlili co crreumpttKaIIHJIMli, 

co.n:ep)KaII.J.HMHCJI B perHCTpaIIHOHHOM L{OCbe CTpaHbI-HMilOpTepa. 3arrHCli no npOH3BOL{CTBY, yrraKOBKe H aHMli3Y 

npoBepeHhI, Ii ycTaHOBJieHO HX COOTBeTCTBlie Tpe6oBaHHJIM ITpaBHJI Ha.n:ne)KaII.J.eii rrpOH3B0L{CTBeHHOM rrpaKTliKH 

EBpa.3ttiicKoro 3KOHOMHqecKoro co103a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpnMet.Jam1e: Ilpo,n:yKT coorneTcrnyeT rpe6oBaHIDIM H,D; 3aKJIIO'-teuue: O)J:OEPEHO 

Prepared by I 
Ilo,n:roTOBJieHo: Pravesh 
Rana 

1 
Date/ 
.Il,a-ra: 22.12.2025 

!Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
ITposepeHo: Pardeep IlpoaepeAo (AOK): O,n:o6petto: O6ecneqem1e Kaqecrna/OrneTcTBeHHoe 
Kumar Amit Kumar mu.r.o: tj} 
~ ~--

Date / Daiei 'Date I 9- ) ~I 2 r,202,( 
.Il,aTa: 22. L ._025 ,[J;a-ra: 22.12.2025 )];am: 

-Registered Office: 8-2-337, Road No. 3, BanJard Hills, 11\11.Jeraoao • :,uuu~1-1, 1c1ang<1na, 111mil 
Tel : +9140 4900 2900, Fax: +9140 4900 299!:l, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 




