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

CEPTH~IIKATAHAJIII3A 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,[].yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,[J.HCnepruoveMble s UOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccirn: 

Batch No/ 
: V2600756 

Batch Quantity / 36,00,000 tab/ 
CepuH .M! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003362190 
Date of Analysis / 

14.04.2026 
AuaJIHTH'leCKHii OT'leT .N'!! )J,aTa auaJiu3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
)J,aTa npOH3B0,[J.CTBa ro,[J.eH ,[J.0 
Mfg. License No./ MA number:/ 
Ilpou3BO,[J.CTBeuuaH : MNB/05/263 

HoMepPY 
: JIII-.N'2(004669)-(Pr-RU) 

JIUQeH3HH .N'!! 
Analysis performed according ND:/ AuaJim npose,[J.eu no 11,[t;: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKQHH yTsep)K,[J.eua: 21.04.2025 

Page 1 of 11 / CTp. 1 H3 11 
No 

Test I IloKaJaTeJib Results I PeJyJibTaTbI Specification / HopMa 
.N~ 
1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 

tablets with "I" debossed on one debossed on one side. I Kpyrnhie nnocK11e 
side. / Kpyrnh1e nnocK11e rn6neTKl1 c qiacKott, cBerno-)Kenrnro I..(BeTa C 
rn6neTKl1 c qiacKott, cBerno- rpaB11poBKOH «I» Ha 0,/1,HOH cTopoHe. 
)KenToro UBeTa C rpaBHpOBKOH 
«I» Ha o.n:Hott cTopone. 

2 Identification/ M.neHTmlrnKaUHH 

Ketorolac I KemopollaK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 

Remarks : The Product confirms to ND/ 

IlpuMe'lanue: Tipo,/1,yKT coorneTcrnyeT TPe60BaH11»M HA 
1:==========;-;:::=======;;,;:::=====::::::;;;::: 
Prepared by/ 

DoArOToaneHo: Shagun 

Date / 
.U,a-ra: 14.04.2026 

Checked by/ 

TTpoBepeHo:P?av h 
Rana 

;.,,-

Date/ 

.D:arn: 14.04.2026 

Checked by (AQA) / 

TTpoBepeHo (AOK): 

Amit Kumar 

{'~ 
Date/ 

)]:am: 14.04.2026 

tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
cneKTPhI nornomeHH» 11cnb1TyeMoro pacrnopa 11 
pacrnopa CTaH,/1,apTHOro o6paJua KernponaKa 
TPOMeTaM11Ha ,/1,0ll)KHbl 11MeTb MaKC11MYMbl np11 
0,/1,HOH 11 TOH )Ke )],lll1He BOllHbl (± 2 HM). 

Conclusion : APPROVED / 
3aKmoqenue: O,[l;OliPEHO 

Approved by: Quality Assurance/ Authorized person / 
O)],o6peHo: O6ecneqeH11e Kaqecrna/OrneTcTBeHHoe 

n11uo: w> \JC,,~ 

Date/ 

.D:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te:angana, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH~HKATAHAJilI3A 

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 Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,11.yKT: KeTopon® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCnepruoveMble B DOJIOCTH DTa, 10 Mf' 

Market / PhrnoK : Russia I PoccYDI 

Batch No/ : V2600756 
Batch Quantity / 36,00,000 tab I 

CepuH .M! O6'heM cepuu 36,00,000 Ta6 

Analytical Report No/ : 040003362190 
Date of Analysis / 

14.04.2026 
AuaJIHTH'leCKHH OT'leT N!! ,[(aTa auaJIHJa 

Date of Manufacture / : 03/2026 
Date of Expiry/ 02/2028 

,U:aTa npOH3B0,l).CTBa ro,11.eH AO 

Mfg. License No./ MA number:/ 
IlpOH3BOACTBeHHaH : MNB/05/263 

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

JIHQCH3HH N!! 
Analysis performed according ND:/ AuaJIHJ npose,11.eu no H,n:: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKQHH yTeeom,11.eua: 21.04.2025 

Pa2e 2 of 11 / CTp. 2 HJ 11 
No Test/ IloKaJaTeJlb Results/ PeJyJ1bTaTbl Specification / HopMa 
.N'! 

Complies / CoorneTcrnyeT The retention time of the main peak on the 

Remarks : The Product confirms to ND/ 
Ilp11Me'laH11e: Ilpo,nyKT coorneTcrnyeT TPe60BaH11HM H~ ~=========..========::.,:::;;=========; 
Prepared by/ 

CToJlrOTOBJTeHo: hagun 

Date/ 

~am: 14.04.2026 

Checked by / 

nposepe1m:~/vesh 

Rana j_ 

Date/ 
)].am: 14.04.2026 

Checked by (AQA) I 
npoeepeH0 (AOK): 
Amit Kumar 

Date/ 

~am: 14.04.2026 

chromatogram of test solution should correspond 
to that on the chromatogram of ketorolac 
tromethamine standard solution (Assay section). 
I BpeMH y .nep)l(HBamrn 0CH0BHOro ITHKa Ha 
xpoMaTorpaMMe 11crrbnyeMoro paCTBOpa 
.nomKH0 C0OTBeTCTB0BaTb BpeMeHH 
y.nep)l(HBamrn OCHOBHOfO ITl1Ka Ha 
xpoMarnrpaMMe pacrnopa cmH.napTHOro 
06pa31w KeToponaKa TPOMemM11Ha 
«Konw-tecrneHHoe orrpe.nenettHe»). 

Conclusion : APPROVED / 
3aKJ1t0'1eu11e: O,[l;OliPEHO 

(pa3,neJI 

Approved by: Quality Assurance/ Authorized person/ 

O)l?6peHo: O6ecnelfeHtt~ KalfeCT~OTBeTCTBeHHOe 

OMUO f\J'l.lt>A--1' 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te,angana, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH$IIKATAHAJill3A 

Dr. Reddv'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 Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;w1u: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMbie B DOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccmr 
Batch No/ 

: V2600756 
Batch Quantity I 36,00,000 tab I 

CepuH .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003362190 
Date of Analysis / 

14.04.2026 
AuaJiuTu11ecKuii oT11eT .N'!! ,UaTa anaJin3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,UaTa npOH3BOACTBa roAeH AO 
Mfg. License No. / 

MA number:/ 
IlpOH3BOACTBennaH : MNB/05/263 

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

JIHIIeH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoBeAeH no H,n:: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKIJHH yrnep,K,11.eua: 21.04.2025 

Page 3 of 11 / CTp. 3 u3 11 

Test/ Ilo1rnJaTeJ1h Results/ PeJyJJhTaTht Specification/ HopMa 

Butylhydroxyanisole I 
Eymun2uopoKCUaHU30J/ 

Complies / CoorneTcrnyeT 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 
peaks on the chromatogram of 
butylhydroxyanisole standard solution 
("Butylhydroxyanisole content" section). / 
BpeMeHa yAep:anrnaHI-rn IIHKOB 2-
6YTHnrHApOKCHaHH3ona H 3-
6YTHflfHApOKCHaHH30na Ha xpoMaTorpaMMe 
HCilhITyeMoro pacrnopa AOfl)l(Hbl 
COOTBeTCTBOBaTb BpeMeHaM ynep)l(HBaHH51 
IIHKOB 2-6yTHnrnnpoKCHaHH3ona H 3-
6yTHflrHAPOKCHaHH30na Ha xpoMaTOrpaMMe 
pacTsopa cTattnapTHoro 06pa3ua 
6yTHnrnApoKcHaHH3ona (pa3Aen «Conep)l(aHHe 
6yTwnrnnpoKcHaHH3ona»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpuMe•rnuwe: IlponyKT coorneTcrnyeT Tpe6osaHH51M H,ll; 3aKJ1 l0'1e1rne: O,l(06PEHO 

Prepared by I 
ITonroTosnetto: Shagun 

'2-----
I Date/ 
:,lJ;arn: 14.04.2026 

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

~;::ep'"1 "esb 
ITposepeHo (AOK): Ono6peHo: O6ecrre'-lettwe Ka•rec~ aa/OT TCTaeHHoe 
Amit Kumar 

IlHUO rt?\J ~ J'~ . 
I Date/ I 

Date/ Date I 

~f\~'°'i¼ : ,ll;arn: 14.04.2026 ,ll;arn: 14.04.2026 ,ll;arn: 
-

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te:angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

Cl r~: L85195AP1984PLC004S07 
www.drreddys.com 



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

CEPTM~IIKATAHAJIII3A 

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 Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYIU: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneoruoveMbie B DOJIOCTH DTa, 10 Mr 
Market / PhIHOK : Russia I Poccm1 
Batch No/ 

: V2600756 
Batch Quantity/ 36,00,000 tab I 

CepuH .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003362190 
Date of Analysis / 

14.04.2026 
AuaJiuTnqecKnii oTqeT .N'!! ,llaTa auaJin3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,UaTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
Ilpott3BOACTBenuaH : MNB/05/263 

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

JIHU:eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H,11;: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MncTDVKU:HH yTBep,K)J,eua: 21.04.2025 

Page 4 of 11/CTp.403 11 
No Test/ IloicaJaTeJlb Results/ PeJyJ1bT8TbI Specification / HopMa 
.N'! 

3 Average weight / CpeJJ.HSISI 69.9 mg I 69,9 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr )),0 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 / CooTBeTcTByeT 18/20 Ta6neTOK - He 6onee ± 10%; 
0JJ,HOpOJJ.HOCTb M8CCbl 2/20 m6neToK - ue 6onee ± 20 %. 

4 Disintegration time / 
PacnaJJ,aeMOCTb 

00 min 38 sec/ 00 M11H 38 ceK Not more than 3 min. / He 6onee 3 Ml1H. 

5 Dissolution / PaCTBopeuue Unit-1 / Ta6n-l 99 % Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 I Ta6n-2 99 % 
(ketorolac tromethamine) in 15 min. / He Mettee 
75 % (Q) C1sH13NQ3•C4H11NO3 (KeTOponaKa 

Unit-3 / Ta6n-3 99 % TpOMemM11H) qepe3 15 Ml1H. 

Unit-4 / Ta6n-4 94% 

Unit-5 I Ta6n-5 95 % 

Unit-6 / Ta6n-6 99% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'faune: IlpoJJ.yKT cooTBeTcTByeT Tpe60BaHID1M H,[( 3atcmoqeune: O,ll,OliPEHO 
I;==========~======::::;-;::=======: 
Prepared by/ 
IloJJ,rOTOBneuo: Shagun 

Checked by/ 
IlpoBepeuo:Pravesh 

Checked by (AQA) / 
IlpoBepeuo (AOK): 

Approved by: Quality Assurance/ Authorized person / 

Date / 
Ll,aTa: 14.04.2026 

Rana i 
Date I 
,[(am: 14.04.2026 

Amit Kumar 

Date I 

~ 
/ 

,[(am: 14.04.2026 

Ono6peHo: O6ecneqem1e Ka'-!eCTBa/OTBeTcTBeHHoe 

flKUO 'f 'vlR',\~ 

Dale / 
JJ;ara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te,angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN: L85195AP1984PLC004507 

v.:ww.drreddys.com 



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

CEPTH «I> IIKAT AHAJill3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol,. Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 2~5, INDIA 
Tel: +9198166 56001-02 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpol(y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, l(UCUeprunveMble B U0JI0CTU PTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ 

: V2600756 
Batch Quantity / 36,00,000 tab I 

CepuH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003362190 
Date of Analysis / 

14.04.2026 
AnaJiuTu'leCKHH OT'leT .N'!! )laTa auaJiu3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
)laTa DPOU3B0l(CTBa rol(eH 1(0 

Mfg. License No./ 
MA number:/ 

IlpOH3B0l(CTBeHHaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHU,eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 nposeAeH no H,IJ,: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKU.HH yrnep)K,[{ena: 21.04.2025 

Page 5 of 11 / CTp. 5 m 11 
No Test I Ilmca1aTeJJb Results/ Pe1yJJbTaTbt Specification / HopMa 
X2 

6 Particle size distribution / Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 
,z:i:ucnepCH0CTb sieve is formed. I O6pa3yeTCll 0,11,HOp0JlHall 

cycneH31-rn, np0X0,11,llW:all CKB03b CHT0 
pa3MepoM ornepcrnii 710 MKM. 

7 Impurities / IlpuMecu 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / / Hu)Ke npe,11,ena o6Hapy)KeHHll 
1-rn,llpOKCHaHaJJOr (ITO= 0,0010 %) 
KeToponaKa 

1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He 6onee 0,8 %; 
1-KeToaHanor KeToponaKa 

unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %; 
e,11,11H11q Hall 
ue11,11,eHTH~HUHpOBaHHal! 
npHMeCb 

total impurities / 0.1 % not more than 1.0 %. I He 6onee 1,0 %. 
CYMMa npuMeceii 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
UpuMettauue: TTpo,ll,yKT coorneTcrnyeT Tpe6oBattuRM H.D: 3ateJJIOtteuue: O.lJ:O1iPEHO 

Prepared by I Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
nowo-rosneHO: Shagun 

c;l,-

Date/ 
Aau: 14.04.2026 

ITposepeHo:Pravesh nposepeHo (AOK): O.uo6peHo: O6ecneqem1e KatifjTeaf~ TBe CTBCHMOe 
Rana 

I 
Amit Kumar 

TTHUO ~ h'.i lJ r,. 

0~ 
Date I Date/ Date/ 

~ \~Y-JJ'--'~oiY' _n:arn: 14.04.2026 ,AaTa: 14.04.2026 LJ:arn: 

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

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

C 



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

CEPTII<I> MKAT AHAJIII3A 

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 .corr. 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1ly1n: KeTOPOJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,[lHCneprunveMble B U0JIOCTH PTa, 10 Mr 
Market / PhrnoK : Russia / Poccm, 
Batch No/ 

: V2600756 
Batch Quantity / 36,00,000 tab I 

CepuH .M! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003362190 
Date of Analysis / 

14.04.2026 
AnaJIHTnqecKuii oTqeT N!! )I:aTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,ll,aTa np0H3B0,!J;CTBa ro,!J;eH ,!J;0 
Mfg. License No./ 

MA number:/ 
IlpOH3BO)J;CTBenuaH : MNB/05/263 

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

JIHQeHJHH N!! 
Analysis performed according ND:/ AuaJIHJ npoee,1J;eu no H,l(: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIncTPVKQHH YTBep~eua: 21.04.2025 

Page 6 of 11 / CTp. 6 HJ 11 
No 

Test I Ilmca1aTCJ1b Results/ Pe1yJ1bTaTbI Specification / HopMa x~ 
8 Water content/ 2.3 % Not more than 7.0 %. / 

Coi:i:epm:auue BOLl:bI He 6oJiee 7 ,0 %. 

9 Residual solvents / OcTaToqHbie oprauw-1ec1me pacTBopHTCJIH 

Isopropyl alcohol / 6µg/tab I Not more than 350 µg/tab. / 
l·borrporrauoJI 6 MKr B rn6JieTKe He 6oJiee 350 MKr s m6JieTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe•rnuue: ITpo.uyKT coorneTcrnyeT Tpe6osamu1M H,[( 3aKJIIO'-leHue: O,ll.OliPEHO 

I!=====:::::::::::=====;-;:::=======:::;,========: 
Prepared by/ 
nonroTonneuo: Shagun 

S]/ 

Date / 
J.{aTa: 14.04.2026 

Checked by I Checked by (AQA) / 

r:.::epeHO P? h 
TTpoeepe1➔0 (AOK): 
Amil Kumar 

/\ ..--
Date / Date/ 
J.{aTa: 14.04.2026 ,[(am: 14.04.2026 

Approved by: Quality Assurance/ Authorized person / 
O.uo6peHo: O6ecneqeu11e Katiecrna/OrneTcTseuuoe 

JIHUO: • ~ \IC~ 

Date/ 
,[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te:angana, India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email: maii@drreddys.com 

CIN: L85195AP1984f>LC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH«l>HKAT AHAJill3A 

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIoo}lVICT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, /lHCneprupyeMLie B DOJIOCTH pTa, 10 Mr 
Market/ PLIHOK : Russia / Pocc1,rn 
Batch No/ : V2600756 

Batch Quantity / 36,00,000 tab/ 
CeonH .M! O6'heM cepuu 36,00,000 rn6 
Analytical Report No / : 040003362190 

Date of Analysis/ 14.04.2026 
AnaJiuTu11ecKnii: oT11eT .N'!! llaTa anaJiu1a 
Date of Manufacture/ : 03/2026 

Date of Expiry / 
02/2028 

)laTa npOH3B0/lCTBa ro}leH /lO 
Mfg. License No./ MA number:/ 
1IpoH3B0/lCTBenuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe}len no H)l: Jlll-.M,(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKQHH YTBep,KJlena: 21.04.2025 

Pa2e 7 of 11 / CTp. 7 u1 11 
No 

Test/ IloKa3aTeJJb Results/ Pe3yJJbT8Tbt Specification/ HopMa 
,N'Q 

10 Microbiological purity*/ Mm~po6HoJioruqecKaH l.fHCTOTa* 

Total Aerobic Microbial Less than 10 CFU/ g / not more than 103 CFU/g; I 
Count I o6mee tJHCJI0 MeHee 10 KOE/r He 6011ee 103 KOE/r; 
a3p06Hh!X MttKpO-
opraHtt3MOB 

Total Combined Yeast and Less than 10 CFU/g / not more than 102 CFU/g; / 
mold count/ o6mee tJttc110 MeHee 10 KOE/r He 6onee 102 KOE/r; 
,!lpO)K)l(eBhIX l1 nnecHeBhlX 
rpH60B 

Escherichia Coli Absent in 1 gram / shell be absent in 1 gram. / 
OTcyTcrnyeT B 1 r OTCYTCTBHe a 1 r. 

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
O,nHOpO,!lHOCTb 

4.3 
IloKa3aTeJih npHeMJieMOCTH (AV) ,!l0JI)l(eH 6htTh 

,!l03Hp0BaHHblX C,!lHHHU He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMel.faHue: Ilpo,uyKT cooTBeTcrnyeT TPe6oaaHIDIM HA 3aKJJIOl.feHue: O.ll:OliPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
Ilo,uroToaneHo: Shagun IlpoBepeHo:Pravesh Ilpoaepetto (AOK): O,uo6peHo: O6ecnetJeH«e Ka4ecrna/OnteTcTBCHHoe 

Ran, i Amit Kumar nmi:o: 1"{1 \) (). ,( I 

'72---- ~ .----\ 
,,..-----

Date/ Date I Date I Date I r 
\ I 

: 

' ~ -)].am: 14.04.2026 ,[I.am: 14.04.2026 )laTa: 14.04.2026 }J:am: \ I 

' 
' 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te:angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: m<1ii@drreddys.com 

CIN: L85195AP1984PLC004507 
•t,.•ww.drreddys.com 



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

CEPTM~HKATAHAJIII3A 

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 Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::i;y1n: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, JJ.HCneprupyeMbie B DOJIOCTH pTa, 10 Mr 
Market / PhlHOK : Russia I Poccm1 

Batch No/ : V2600756 
Batch Quantity / 36,00,000 tab I 

CepuH .N'!! O6'beM cepuu 36,00,000 m6 
Analytical Report No/ : 040003362190 Date of Analysis / 14.04.2026 
AuaJiuTuqecKuii oTqeT .N'!! ,ll,aTa auaJiuJa 
Date of Manufacture / : 03/2026 Date of Expiry/ 02/2028 
,ll,aTa npOH3BOJJ.CTBa ro;::i;eu JJ.O 
Mfg. License No./ 

MA number:/ 
IlponJBOJJ.CTBennaH : MNB/05/263 

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

JIUI~eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoeeJ].eu no H)];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MncTPVKQHH yrnep~eua: 21.04.2025 

No 
Test/ IloieaJaTeJib Results/ PeJyJibT3Thl 

.N"! 

12 Assay/ KoJiu'-leCTseHHOe 9.9 mg I 9,9 Mr 
onpe,neJieHue (99.4 %) 

13 Butylhydroxyanisole 0.0959 mg/tab I 
content I ConepmaHue 0,0959 Mr B rn6neTKe 
6yTHJiru,npOKCUaHU30Jia 

Remarks : The Product confirms to ND/ 
IlpuMe'-laHue: IIpo,nyKT cooTBeTcTByeT Tpe6osaHHHM H,U 

1:========::::::;-;:=======:::;-;:::::======::: 
Prepared by I 
llo,nroTOBJietto: Shagun 

Date/ 
,Uarn: 14.04.2026 

Checked by / 
TTpooepeHo:Prave b 

Rana -{ 

.t--
Date/ 
,UaTa: 14.04.2026 

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

.--'\ 

----Date/ 
Aarn: 14.04.2026 

Page 8 of 11 / CTp. 8 u1 11 

Specification/ HopMa 

From 9.0mg to 11.0mg of 
C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr JJ.O 11,0Mr 
C1sH13NO3•C4H11NO3 (KeTOpOJiaKa 
TpoMeTaM1rn) (OT 90,0 JJ.O 110,0 
JaHBJieHHOro KOJIH'!eCTBa) B Ta6JieTKe. 

Not less than 0.042 mg/tab. / 
He MeHee 0,042 Mr B rn6JieTKe. 

Conclusion : APPROVED / 

3aKJIIO'-leHue: O,IJ;OliPEHO 

% 

Approved by: Quality Assurance/ Authorized person / 
Ono6p~HO: O6ecne'!eHtte Kt4CCTBal0JJltTCTBCHHOe 

JIHUO: l~1.,b' V CJ-)J\j 

Date/ 
,Uarn: 

OT 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te:angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH~HKATAHAJIB3A 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)ly1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )lHCneprupyeMble B DOJIOCTH pTa, 10 Ml' 
Market / PhIHOK : Russia / Poccm, 
Batch No/ 

: V2600756 
Batch Quantity / 36,00,000 tab I 

CepuH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003362190 
Date of Analysis / 

14.04.2026 
AuaJiuTuqecKun oTqeT .N'!! JlaTa auaJiu3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,[{aTa npOH3B0)lCTBa ro)leH /l:O 
Mfg. License No./ 

MA number:/ 
IlpouJBO/l:CTBeuuaH : MNB/05/263 

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

JIUQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee.a:eu no HJI:: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKQHH yTeep,imeua: 21.04.2025 

Page 9 of 11 / CTp. 9 uJ 11 
No 

Test I IloKa3aTeJJh Results I PeJyJJhTaTht Specification / HopMa 
.N'! 

14 Package description / 10 tablets in a blister of 10 tablets in a blister of (PA/ AL/PE with 
Onucauue ynaKoBKH (PA/AL/PE with desiccant/HOPE) foil // (PE/AL) foil. l or 2 

desiccant/HOPE) foil// (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. I Ila 10 rn6neTOK B 6m1cTepe H3 

information leaflet in a carton (ITAi AJI/I13 C BJiarorrornoTttTeJieM/I13B I1) 
pack. I Ilo 10 Ta6JieTOK B !pOJlbrll II (I13/AJI) !pOJlbrH. Ilo 1 H.IUI 

6m1cTepe H3 (ITAi AJI/Il 3 C 6m1cTepa BMeCTe C J111CTKOM-BKJiaJJ:billleM 
BJiarorrornon1TeJieM/I13BI1) rra'-IKY KapTOHH)'IO. 
!pOJibrH / / (I13/ AJI) <pOJibrtt. Ilo 
2 6Jil1CTepa BMeCTe c JJl1CTKOM-
BKJia,11,b!llleM B rra'-IKY 
KapTOHH)'IO. 

* 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. 
* Ilp11 BhmycKe JJetrnpcTBeHHoro rrpenapaTa KOHTpOJJh KaqecTBa no noKaJaTemo «MuKpo6uoJJorut:tecKaH 
lfHCTOTa» npoB0,11,HTCH ,11,JIH Ka,KJJ:OH 20-0H cepuu, HJIH ,11,JIH 0,11,HOH cepuu B ro,11,, B 3aBHCHMOCTH OT Toro, lfTO 
uacTynuT paHhrne. 

Remarks: The Product confirms to ND/ 
IlpuMet:tauue: Ilpo,11,yKT coorneTcrnyeT Tpe6oBaHill!M H,ll; 

Conclusion : APPROVED I 
3aKmot:teHue: O)];OliPEHO 

1:=::=========:::;-;:::========;-;==========: 
Prepared by / 
no~rOTOBJieHo: Shagun 

~------
Date / 
)].am: 14.04.2026 

Checked by/ 

Rana /J 
n po0epe1-t0:P1-av: sh 

Date I 
)];am: 14.04.2026 

Checked by (AQA) / 
npoBepeHO (AOK): 
Am.i t Kumar 

..-,\ --Date / 
,ll;aTa: 14.04.2026 

Approved by: Quality Assurance/ Authorized person / 
0,11,06petto: 06ecrre '-1eH11e Ka•,,x r~a/OTBei cTBeHHOe 

IlMUO f Ll\\.((l LLl..f 

Date I 
,ll;am: 

Registered Office: 8-2-337, Road No. 3, BanJara Hills, Hyderabad - 500034, Te:angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr. Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALY IS 
CEPTH<l>HKA T AHAJJ1i13A 

Viii. Khol , Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02 
www.drreddys .com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilno.nyKT: KeTopon® 3Kcnpecc (KeToponaK) Ta6nenrn, .uncneprnnveMbie s noJiocTu PTa 10 Mr 
Market/ PblHOK : Russia / Pocc1-ui 
Batch No I : V2600756 

Batch Quantity / 36,00,000 tab/ 
Cep1rn .N'!! 06'heM cepu11 36,00,000 Ta6 
Analytical Report No I : 040003362190 

Date of Analysis / 
14.04.2026 

AnannTn<tecKni:i oT11eT .M! .L(aTa auaJiu3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
llaTa nr>OHJBOACTBa roneu AO 
Mfg. License No./ 

MA number:/ 
IlpouJeoACTBennau : MNB/05/263 

HoMepPY 
: JIIl-.M!(004669)-(Pr-RU) 

JIUUCH311H .N'!! 
Analysis performed according ND:/ AnaJIH3 npoBeAeH no H.L(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKUIHJ yTsepmti,eua: 21.04.2025 

Pa~e 10 of 11 / CTp. 10 HJ 11 
API name/ HanMeuosauue A<l>C: Ketorolac tromethamine / KeToponaKa TP0MeTaMHH 
INN/MHH: Ketorolac / KeToponaK 
API manufacturer batch number / 

ABSH006294 
HoMep cepuu npomsomtTem1 A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6CTauuuu npon3BOAHTeJIH FESA00536 
r JI<I>: 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd. India/ 
IlponJBO,nnTeJib A<l>C, CTpaua: ,ll;-p PeMH'c Jla6opaTOpHC flT,u., 11H)].H5! 
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 
HaHMeHOBauue, a,ri:pec, JIUU:eH3UH /(JIB ,ll;-p PeMH'c na6oparnpHc flTL(. , 11HL(H51, I1pOH3B0)].CTBeHHOe 
IlpoH3BOACTBeuuaH nJioin:a,ri:Ka / Ilnoin:aAKa noJJ.pa.3,ueneHHe-6, Bttnn. Kxonh, Hanarapx Poy;::i:, BaMH, ,ll;ttcTpHKT 
KOUTPOJUI KaqeCTBa / IIJiotn:a,AKa BblflYCKa ConaH, x.rr., 173205, MH_AHJI (nm~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/ 
Il.p11MC'13HHe: TTpOJlYKT COOTBeTCTByeT -rpe6oBaHIUIM H)], 3a1rnioqeuue: O)1:OliPEHO 

Prepared by/ 
noArOTOBneHo: Shagun 

'5L---

Date / 
,UaTa: 14.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TTposepeHo:Pravesh n posepeHo (AOK): OAo6peHO: O6ecne,1eHHe Ka'ICC'T'Bal;(JTBeTCTBeHHOe 
Rana i Amit Kumar 

RHOO f mu°'~ I"~ 
Date / Date / Date I l~ ~ ,l;~ "° '-1- () 2,,1,; )],aTa: 14.04.2026 )];aTa: 14.04.2026 ):(aTa: 

-
Registered Office: 8-2-337, Road No. 3, Banja ra Hills, Hyderabad - 500034, Te:angana, India 

Tel : +9140 4900 2900, Fax: +9140 4900 2999, Ema il: mai i@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



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

CEPTH$IIKATAHAJIB3A 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)ly1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )lHCneprupyeMhie B DOJIOCTH pTa, 10 Ml' 
Market / PLrnoK : Russia / Poccm1. 
Batch No/ 

: V2600756 
Batch Quantity/ 36,00,000 tab I 

CepuH .N'!! O61>eM cepuu 36,00,000 rn6 
Analytical Report No/ Date of Analysis / 
AnaJiuTuqecKuu: oTqeT N!! 

: 040003362190 
,lI:aTa anaJiu3a 

14.04.2026 

Date of Manufacture/ 
: 03/2026 

Date of Expiry / 
02/2028 

,lI:aTa npOH3B0)lCTBa ro)leH )lO 
Mfg. License No./ 

MA number:/ 
IlpOH3B0)lCTBennaH : MNB/05/263 

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

Jiuneu3ttH N2 
Analysis performed according ND:/ AuaJIH3 npoBe,a:eu no H,II:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKQHH YTBep~eua: 21.04.2025 

Page 11 of 11 / CTp. 11 03 11 
3aKmoqeHHe O COOTBeTCTBHH: «HacTO}IIIJJIM a IIO,[(TBep)K,[(aIO, qTO rrpirne,n:eHHaa Bblllle MHq>OpMau;mr XBJrneTCX 

,[(OCTOBepHOM M rnqHoii. 3rn cepirn rrpo,n:yKU:MM rrpOM3Be,[(eHa (BKJIIOqax yrraKOBKY (MapKHpOBKY) M KOHTpOJib 

KaqecTBa) Ha BbIIlleyKa3aHHOM rrpOH3BO,[(CTBeHHOM IIJIOIU:a,[(Ke (rrnoma,n:Kax) B IIOJIHOM COOTBeTCTBMM C 

Tpe6oBaHMXMM ITpaBMJI Ha,[(Jie)Kameii rrpOH3BO,[(CTBeHHOM rrpaKTMKM EBpa3HHCKOro 3KOHOMMqecKoro COI03a M 

Tpe6oBaHMXMM KOHTpOAA KaqeCTBa JieKapCTBeHHbIX cpe,n:CTB, a TaK)Ke B COOTBeTCTBMM co crreu:Mq>MKaU:MXMM, 

co,n:ep)Kall(MMMCX B perMCTpaa;MOHHOM ,[(OCbe CTpaHbl-MMIIOpTepa. 3arrMCM no rrpOH3BO,[(CTBY, yrraKOBKe M aHaJIM3Y 

rrpoBepeHbI, M ycTaHOBJieHO MX COOTBeTCTBHe Tpe6oBaHMXM ITpamrn Ha,r:i:Jie)Kameii rrpOH3BO,[(CTBeHHOH rrpaKTMKM 

EBpa3HHCKoro 3KOHOMMqecKoro coI03a». 

Remarks : The Product confirms to ND/ Conclusion: APPROVED I 
3aKn10'-1eH11e: 0.Ll:OliPEHO JlpttMe'-rnuue: Ilpo)],yKT coorneTcrnyeT Tpe60BaH1U1M HA 

Prepared by / 
ITo.nroToBnetto: Shagun 

Date/ 

)J.aTa: 14.04.2026 

Checked by/ 

Date/ 
)];am: 14.04.2026 

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

/' 
~ 

Date/ 
)];am: 14.04.2026 

Approved by: Quality Assurance/Authorized person/ 
OAo6peHo: O6ecrre'lem1e Ka'lecrna/OrneTcrnettHoe 
m1uo: 

Date/ 

,[(aTII: 

f tRu cu---<J 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te:angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

Cir~: L85195AP1984PLC004507 
www.drreddys.com 


