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

CEPTII<l>IIKAT AHAJIIBA 

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 Express (ketorolac) Orally Disintegrating Tablets 10 mg 
llpo.uy1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .uucnepr11nveML1e B noJIOCTH pTa, 10 Mr 
Market/ PLIHOK : Russia / Poccm1 
Batch No/ 

: V2600386 
Batch Quantity/ 36,00,000 tab I 

CepnH .N'!! O6beM cepnu 36,00,000 Ta6 
Analytical Report No/ 

: 040003301354 
Date of Analysis / 

28.02.2026 
AuaJI11T11qecK11ii oTqeT .N'!! l(aTa auaJI11Ja 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 )J;aTa npOll3B0,UCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
llpo11JBO.UCTBeuuaH : MNB/05/263 

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

JIHIJeHJIIH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoBe.ueu no H)J;: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / liuCTpyKQHH yTBepm,JJ,eua: 21.04.2025 

Page 1 of 11 / CTp. 1 HJ 11 
No 

Test/ IloKaJaTeJib Results I PeJyJibTaTbI Specification / HopMa 
.N'! 

1 Description/ OnucaHue 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 IIJIOCKHe 
side. / Kpyrnh1e rrnocKHe Ta611eTKH C cpacKOH, CBeTJIO-)KeJITOro LJ,BeTa C 
Ta6JieTKH c cpacKOH, CBeTJIO- rpaBHpOBKOH «I» Ha O.D,HOH cTopoHe. 
)KeJITOro LJ,BeTa C rpaBHpOBKOH 
«I» Ha O.D,HOH CTOpOHe. 

2 Identification/ lfaeHTH$HKau,uSI 

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

cneKTphI rrornomeHH» 11crrhnyeMoro pacrnopa 11 
pacrnopa CTaH.D,apTHOro 06pa3u,a KeToponaKa 
TPOMeTaMHHa .D,OJI)l(Hhl HMeTb MaKCHMYMhl rrpH 
0.D,HOH H TOH )Ke .D,JIHHe BOJIHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMeqauue: Ilpo.D,yKT C0OTBeTcTByeT Tpe6oBaHH»M HJJ. 3aKmoqeuue: OJJ.OliPEHO 

Prepared by/ 

~;;;oToBn<HO P,a1 

Date / 

J],aTa: 28.02.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
OpoBepetto:Pardeep llposepeHO (AOK) : O.uo6peHo: O6ecrreqe1-111e KatJeCTBa!OTBeTCTBeHHOe 

K umar 

~ 
Amit Kumar JIHL{O: l () N. I l r u V'-11::i ,t_ 

~~ __Lv-1 
Date/ Date / IDate / d,._ ft-o 2- J,__ Ulb 
)laTa: 28.02.2026 )laTa: 28 .02 .2026 JJ,arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIH3A 

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 Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,!ly1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,!lHCnepruoveMhle B DOJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Poccm1 
Batch No/ 

: V2600386 
Batch Quantity I 36,00,000 tab I 

CepuH .N'!! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003301354 
Date of Analysis / 

28.02.2026 
AuaJIHTH'lecKuii OT'leT .N'!! .II:aTa auaJiu3a 
Date of Manufacture/ 

: 01/2026 
Date of Expiry/ 

12/2027 
.ll:aTa npOH3B0,!lCTBa ro,!leH ,!lO 
Mfg. License No./ 

MA number:/ 
Ilpott3BO.llCTBeuuaH : MNB/05/263 

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

Jiun:eu3ttH N!! 
Analysis performed according ND:/ AnaJIH3 npoBe,!leu no H.II:: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKU:HH yrnep~eua: 21.04.2025 

Page 2 of 11 / Crp. 2 H3 11 
No Test/ IloKaJaTeJib Results/ PeJyJibTaTbI Specification/ HopMa x~ 

Complies / CoorneTcrnyeT 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 BpeM» y.nep)l(HBamrn OCHOBHOro fll1Ka Ha 
xpoMarnrpaMMe HCilhITyeMoro pacrnopa 
,[(0Jl)l(H0 COOTBeTCTBOBaTh BpeMeHH 
y.nep)l(HBaHHH OCHOBHOro ITHKa Ha 
xpoMaTorpaMMe pacrnopa CTaH.napTHOro 
06pa3u_a KeTopoJJaKa TpOMeTaMHHa {pa3.neJJ 
«KOJJil'!eCTBeHHOe orrpe.neJJeHHe» ). 

Remarks : The Product confinns to ND/ Conclusion : APPROVED I 
Tip11Me'-1aH11e: ITpoL1yKT COOTBeTCTByeT Tpe6oaaHMIIM HJI. laKJIIO'leHue: O,LJ:OliPEHO 

Prepared by I 

Rana 
Ilo,nroTOBJJeHo: Pra? h 

IDate / 
:Jl.aTa: 28.02.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
ITpoeepeHo :Pardeep IlpoBepeHo (AOK): O.no6peHo: O6ecrre'-!em1e Ka'-lecrna/OrneTcTBeHHoe 

Kumar 

~ 
Amit·Kumar JJ HQO: _(uri-1 L r.._vvvifJ'/2.__~ 

(\~ _ __L.y!/ 

I Date/ Date / 1 IDate / c!,8, -,) 1--J_tr2.f::, 

: ,r(aTa: 28.02.2026 JI.ara: 28.02.2026 )],ara: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH$IIKATAHAJIB3A 

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 
Ilpot1,YKT: KeTopon® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, uucnepruoveMhle B nonocTu pTa, 10 Mr 
Market / PhlHOK : Russia / Pocci-rn: 
Batch No/ 

: V2600386 
Batch Quantity/ 36,00,000 tab I 

CepttH .M! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ Date of Analysis / 
AuanttTH'lecKuii OT'leT .N'!! 

: 040003301354 
,il;aTa auaJIHJa 

28.02.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
12/2027 

,il;aTa npOH3BOUCTBa rotJ,eH tJ,O 
Mfg. License No./ 

MA number:/ 
Ilpou1sot1,cTBennaH : MNB/05/263 

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

JIHI~eH3HH .N'!! 
Analysis performed according ND:/ Auanu1 npoBeueu no 11,[I;: .JIIl-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyKo;HH YTBep,imeua: 21.04.2025 

Page 3 of 11 / CTp. 3 u1 11 

Test/ IloKaJaTeJlb Results/ PeJyJ1bT8Tbl Specification / HopMa 

Butylhydroxyanisole I 
EymuJ12uopoKcuaHU30fl 

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). I 
BpeMetta y.nep)Kl-IBamrn ITIIKOB 2-
6YTIIflf1IJJ:pOKCIIaHII30fla II 3-
6YTIIflr!IJJ:pOKCIIaHII30fla Ha xpoMaTOrpaMMe 
IICITblTYeMoro pacrnopa JJ:Ofl)l(Hbl 
COOTBeTCTBOBaTb BpeMeHaM y.nep)KIIBaHII}I 
ITIIKOB 2-6yTIIflrlIJJ:POKCIIaHII30fla II 3-
6yTIIflr!IJJ:pOKCIIaHII30fla Ha xpoMaTorpaMMe 
pacTsopa cTatt.napTttoro o6paJua 
6yT1Inrn.npoKc1IaH1IJona (paJ.nen «Co.nep)KaHIIe 
6YTIIflr!IJJ:pOKCIIaHII30fla»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHne: Ilpo.nyKT COOTBeTCTByeT Tpe6osamrnM H,[( 3aKJIIO'leune: OJ.(OliPEHO 

Prepared by/ 

Tio.uroTosnetto: Pravesh 
Rana 

1 
Date I 
,[(am: 28.02.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Tiposepeuo:Pardeep Ilposepeuo (AOK): O.uo6petto: O6ecneT.Jeune KaT.Jecrna/OrneTCTBeHHoe 
Kumar Amit Kumar m:1uo: f (J,i-.i1L =1-r- ~ _A-

,( 1/vv?/J ~ 

~ ,J 

V'1 
Date I Date I !Date / J f-'6 2- -1.,,0 )-6 
,[(am: 28.02.2026 ,D;am: 28.02.2026 )1,arn: 

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 

I 



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

CEPTH <I> HKAT AHAJIII3A 

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 Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpouy1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, uucneoruoveMhie B noJiocTu PTa, 10 Mr 
Market / PhrnoK : Russia / Poccm, 
Batch No/ : V2600386 

Batch Quantity/ 36,00,000 tab/ 

Ceoun .N'2 O61>eM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003301354 
Date of Analysis / 

28.02.2026 
AuaJIHTH<JeCKHH OT<JeT .N'!! )laTa auaJiuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
)laTa npOH3B0LI.CTBa roueu Ll.0 
Mfg. License No./ MA number:/ 
IlpouJBOLI.CTBeuuaH : MNB/05/263 

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

JIHD;eH3HSI .N'!! 
Analysis performed according ND:/ AuaJiuJ nposeueu no H)l: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version annroved: / HuCTpyKu;usi yTsep'.IK,!\eua: 21.04.2025 

Page 4 of 11 / CTp. 4 u3 11 
No 

Test/ TioicaJaTeJib Results/ PeJyJihTaThI Specification / HopMa x~ 
3 Average weight/ CpeAHSUI 69.7 mg I 69,7 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 

Macca OT 67,2 Mr no 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/ CooTBercrnyer 18/20 Ta6neTOK - He 6onee ± 10 %; 
0):{HOponHOCTb MaCCbl 2/20 m6neTOK - He 6onee ± 20 %. 

4 Disintegration time / 
Pacna):{aeMoCTb 

00 min 20 sec / 00 MHH 20 ceK Not more than 3 min. / He 6onee 3 MHH. 

5 Dissolution / PacrsopeHue Unit-1 / Ta6n-l 96% Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 / Ta6n-2 98 % 
(ketorolac tromethamine) in 15 min./ He Mettee 
75 % (Q) C1sHuNO3•C4H11NO3 (KeTOpOJiaKa 

Unit-3 / Ta6n-3 98 % rpoMemMttH) qepe3 15 MHH. 

Unit-4 I Ta6n-4 97% 

Unit-5 I Ta6n-5 99% 

Unit-6 I Ta6n-6 99 % 

Remarks : The Product confirm to ND/ 
Ilp11Metta1111e: Opo.nyKT cooTBeTcTsyer Tpe6oaaHH$1M HA 

Conclusion : APPROVED / 
3aK IO'iCHne: O,ll;06PEHO 

Prepared by / 

r;;:.oroanetto l"b 

Date I 
)];am: 28 .02.2026 

Checked by / 
npoeepeHo:Pardeep 
Kumar 

Date I 
)J.aTa: 28.02.2026 

Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
TTpoBepeHo (AOK): OJJ.o6peHo: O6ecne'-!em1e Ka'-!ecrna/OrnercTBeHHOe 
Amit Kumar 

Date I 
)];am: 28.02.2026 

Jl MUO: 

'Date I 
)];am: 

( 0 N I L Kl,, Vv1 fJ it_ __ 

__L_rlj 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydera bad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: ma il@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 



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

CEPTH~HKATAHAJIH3A 

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 Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)lVKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKU, ,!lUCneprupyeMble B DOJIOCTU pTa, 10 Mr 
Market/ PhIHOK : Russia / Pocc1rn 
Batch No/ 

: V2600386 
Batch Quantity/ 36,00,000 tab I 

CepuH .N'!! O6-heM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003301354 
Date of Analysis / 

28.02.2026 
AuaJ1HTU'lec1rnii OT'leT .N'2 ,[(aTa auaJiu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry/ 

12/2027 
)];aTa npOH3B0,!lCTBa ro)l;eH ,!l;O 
Mfg. License No./ 

MA number:/ 
Ilpon3BOACTBeuuaH : MNB/05/263 

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

J1UQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee,!l;eu no H,[1;: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version annroved: / HucTPYKQHH YTBep~eua: 21.04.2025 

Page 5 of 11 / CTp. 5 H3 11 
No Test/ IloKaJaTem, Results/ PeJyJ11>TaT1>1 Specification / HopMa x~ 
6 Particle size distribution / Complies I CooTBeTcrnyeT A uniform suspension passing through a 710 µm 

,IJ:ucnepCHOCTb sieve is formed. I O6pa3yeTCjj O,ll,HOpO,nHajj 
cycrreH31-rn, npoxo.wimajj CKB03b CHTO 
pa3MepoM ornepcrnw 710 MKM. 

7 Impurities / IlpuMecn 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / / HmKe rrpe,nena o6Hapy)l<em,rn 
1-rn,npOKCHaHaJIOr {TTO = 0,0010 %) 
KeToponaKa 

1-keto analog of ketorolac / 0.06 % not more than 0.8 %; / He 6onee 0,8 %; 
1-KeToaHanor KeToponaKa 

unidentified impurity / 0.02 % not more than 0.5 %; / He 6onee 0,5 %; 
e.n,11Hw-rnajj 
He11,neHT11~11u11posaHHajj 
rrp11MeCb 

total impurities / 0.1 % not more than 1.0 %. I He 6onee 1,0 %. 
CYMMa rrp11Mece11 

Remarks : The Product confirms to ND/ 

!
Conclusion : APPROVED / 

IlpuMe'1aH1-1e: TTpo,nyKT C00TBeTcrnyeT rpe6oBaHJ,fj!M H,n 3aKmo11euue: o,nOliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
no.n,roTosneHo: Pravesh 
Rana 1 
Date/ 
l{aTa: 28.02.2026 

n ponepeno :P ardeep TTposepeHo (AOK): Oao6peno: O6ecrre1IeH11e Ka1Iecrna/OrneTcTBeHHoe 
Kumar Amit Kumar m1uo: (V>-'ll (_vv-,fpYJ~ 

J-z:- /\,-/\- _f_y/1 
.,- I 

Date / 

I 
Date / IDate / ,_)}.; /1) 2. ~ Js Ol,£ 

l-{aTa: 28 .02.2026 naTa: 28 .02.2026 l{arn: 

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

CIN : L85195AP1984PLC004507 
www.drreddys.com 

C 

I 



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

CEPTH~HKATAHAJIH3A 

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 Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uyKT: KnopoJJ® 3Kcnpecc (KeTOPOJJaK) Ta6JJeTKH, ,uucnepruoveMbie B noJJocTu pTa, 10 Mr 
Market / PbIHOK : Russia I Pocc1u1 

Batch No/ : V2600386 
Batch Quantity/ 36,00,000 tab I 

CepHH .M! O6beM cepHH 36,00,000 Ta6 
Analytical Report No/ : 040003301354 

Date of Analysis / 
28.02.2026 

AuaJIHTH'leCKHii OT'leT N2 llaTa auaJiuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
,n:aTa npOH3B0,llCTBa ro,ueu ,llO 
Mfg. License No. / 

MA number:/ 
IlpouJBO,llCTBeuuaH : MNB/05/263 

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

JlHQeH3HH .N'!! 

Analysis performed according ND:/ AnaJIH3 npose,ueu no H,n:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKQHH yTeep"'Aeua: 21.04.2025 

Page 6 of 11 / Crp. 6 HJ 11 
No 

Test/ IloKaJaTeJih Results/ PeJyJ11>TaT1>1 Specification / HopMa 
.N'! 

8 Water content/ 2.4 % Not more than 7.0 %. / 
CoJJ:epJKauue B0JJ:hl He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTO'IH1>1e oprauuqecKue paCTB0pnTeJJu 

Isopropyl alcohol / 9 µg/tab I Not more than 350 µg/tab. / 
vbonponaHOJI 9 MKr s Ta6JieTKe He 6onee 350 MKr B Ta6JieTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe<1auue: TTpo,nyKT cooTBeTCTsyeT TPe6osaHHJIM HJ::i: 3aKJJIO'lenue: OJ::i:O.6PEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
nonroTOBJJeuo: Pravesh n po sepeHo: P ardeep CTposepeH0 (AOK): Ono6peuo: O6ecnel.feH11e Kal.fecTBa/OrneTcTBeuuoe 
Rana 1 Kumar Amit Kumar nuu:o: 

_(UNIL 
~ /\~ / uirvf .11 JJ -

_L_vv; 

Date I Date I Date I !Date/ c.2. l -() i~i 1r2J.:, 
)J;arn: 28.02.2026 )J;arn: 28 .02.2026 )J;arn: 28.02 .2026 )J;arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)],y1n: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )],HCUeprupyeMble B DOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ : V2600386 

Batch Quantity / 36,00,000 tab/ 
CepuH .N'!! O6'heM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003301354 

Date of Analysis / 
28.02.2026 

AuaJiuTuqecKun OTIIeT .N'!! .[{aTa auaJiu3a 
Date of Manufacture / : 01/2026 

Date of Expiry / 
12/2027 

)(aTa rrpOH3B0)],CTBa ro)],eH)],O 
Mfg. License No./ 

MA number:/ 
IlponJBO)],CTBeuuaH : MNB/05/263 

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

JIHU,eH3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 npoee)],eu no HJI:: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyKU,HH yTeep,K)],eua: 21.04.2025 

Page 7 of 11 / CTp. 7 H3 11 
No 

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

10 Microbiological purity*/ MuKpo6uoJiornqecKaH 'IHCTorn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6w,ee qucno He 6onee 103 KOE/r; 
a3p06HhIX MHKpo-
opraHH3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6w,ee qucno He 6onee 102 KOE/r; 
.upm10KeBhIX H ITJJeCHeBhIX 

rptt60B 

Escherichia Coli NA shell be absent in 1 gram. / 
OTCYTCTBHe B 1 r. 

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
O,11.uopo,11.HOCTb 

7.3 
IToKa3aTeJih rrptteMJieMOCTH (AV) .UOJJ)l(eH 6bJTb 

,U03Hp0BaHHblX e,11.HHHU. He 6onee 15,0. 

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

IlpuMetJaHHe: Tipo,11.yKT COOTBeTCTByeT rpe6oBaHHJIM HJJ: 3aKJIIOtJeuue: O)].Ol>PEHO 

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

ITo,uroTOBJieHo: Pravesh TTpoaepeHo:Pardeep TTpoaepeHo (AOK): On.o6peHo: O6ecrreqemre Ka'lecrna/OTaeTcTBeHHoe 

Rana · 1 Kumar · Amil Kumar · m1u.o: . _{ UNI L: ~'v ir'i fHL_ 
d-c I'-~ __ L"1 

Date / Date/ Date/ !°are / ,1J-1> 1-;__ en_ l 
,[(ara: 28.02.2026 nara: 28.02.2026 nara: 28.02.2026 )].am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTHwHKATAHAJilI3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh 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)J.YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )J.HCneprupyeMhie e DOJIOCTH pTa, 10 Ml' 
Market / PhlnOK : Russia / Poccm1 
Batch No I : V2600386 

Batch Quantity / 36,00,000 tab/ 
CepHH .N'2 O61,eM cepHH 36,00,000 Ta6 
Analytical Report No I : 040003301354 

Date of Analysis / 
28 .02.2026 

AuaJIHTH'leCKHii OT'leT .N'!! ,U:aTa auaJIHJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
,U:aTa npOH3BO)J.CTBa ro)J.eH )J.O 
Mfg. License No./ 

MA number:/ 
IlpoH3B0)J.CTBeHH8H : MNB/05/263 

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

J1HQ;eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee)J.eu no H,U:: JIIl-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / lJHCTDVKU.IISI yraep~eua: 21.04.2025 

Page 8 of 11 / CTp. 8 HJ 11 
No 

Test / IloKaJaTeJlb Results/ PeJyJlhT3Thl Specification / HopMa 
.N'!! 

12 Assay/ KoJ1tt'leCTBCHHOe 10.1 mg/ 10,1 Mr From 9.0mg to 11.0mg of 
onpe,neJ1eHue (100.9 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .no 11,0 Mr 
C1sHuNO3•C4H11NO3 (KeTOponaKa 
TPOMeTaMHH) (OT 90,0 .no 110,0 % OT 
3a)IBJleHHOro KOJIHl!eCTBa) B Ta6JleTKe. 

13 Butylhydroxyanisole 0.1003 mg/tab I Not less than 0.042 mg/tab./ 
content I Co,nep:iKaHue 0,1003 Mr a rn6neTKe He Mettee 0,042 Mr B rn6neTKe. 
6yTHJ11'H.[(pOKCH3HH30Jl3 

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

IlpttMe'l3Htte: Tipo,nyKT COOTBeTcrnyeT Tpe6oBaHIDIM H,l], 3aicmo'leHue: O)].OliPEHO 

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

noJlr0T0BJ1e110: Pravesh nposepeHo:Pardeep ITpoeepeHo (AOK): O.no6peHo: O6ecnel!eH11e Kat.Jecrna/OTBeTCTBeHHoe 

Rana { Kumar Amit Kumar nuuo: 
,_ {UNI L t.VH /'-lfl:___ 

~ ,!'-~-- _Lv-1 

Date/ Date / Date/ !Date I -1 & -1i 2 -.LM .. )~ 
,IJ;aTa: 28.02.2026 ,l],arn: 28 .02.2026 _[{ara: 28.02.2026 ,l],arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH <I> HKA T AHAJilI3A 

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 Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO)WKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )].HCneprupyeMble B UOJIOCTH pTa, 10 Mr 
Market/ PhlHOK : Russia I Poccm, 
Batch No/ 

: V2600386 
Batch Quantity / 36,00,000 tab I 

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

: 040003301354 
Date of Analysis / 

28.02.2026 
AuaJIHTHlJecKuu OTlJeT .N'!! ):(aTa auaJiuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
):(aTa npOH3B0JlCTBa ro)leH JlO 
Mfg. License No./ 

MA number:/ 
IlponJBO)].CTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe)].eH no HJ(: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKQHH yTBep)K)].eua: 21.04.2025 

Page 9 of 11 / CTp. 9 HJ 11 
No 

Test/ IloKaJaTeJih Results/ PeJyJihTaThl 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. 1 or 2 

desiccant/HOPE) foil// (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. / TTo 10 rn6JieToK B 6JIHCTepe H3 
information leaflet in a carton (TTA/ AJ1/TT3 C BJJaronornoTHTeJieM/TT3BTI) 
pack. I Ilo 10 Ta6JieTOK B !pOJibrH II ([13/AJI) <pOJibrH. no 1 HJIH 
6JIHCTepe H3 {TTA/ AJ1/TT3 C 6JIHCTepa BMeCTe C JIHCTKOM-BKJJa,L(bIWeM 
BJiaronornoTHTeJieM/TT3B IT) rra'IKY KaprnHHYJO. 
<pOJihrn // {TT3/ AJI) <pOJihrn. TTo 
2 6JJHCTepa BMecTe c JIHCTKOM-
BKJia,L(h!WeM B naqKy 
KapTOHHYJO. 

* 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. 
* Ilpu BhmycKe JieKapcTBeHnoro npenapaTa K0HTpOJih KalJeCTBa no noKaJaTemo «Mmepo6uoJioruqecKaH 
lJHCT0Ta» npoBO,L(HTCH ,L(JIH Ka,imou 20-ou cepuu, HJIH JlJIH 0,L(HOH cepuu B ro.L(, B JaBUCHM0CTH OT Toro, lJT0 
uacTynuT paHbUie. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe1Jauue: TTpODYKT coorneTcrnyeT Tpe6osaHHJJM H.lJ: 3aKJIIOlJeHue: O.ll:OnPEHO 

Prepared by / 
n oDroTOBJieHO: Pravesh 
Rana 1 
Date/ 
,lJ;arn: 28.02.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Oposepe1m:Pardeep OponepeHO (AOK): 0 D06petto: O6ecrreqeHHe Kaqecrna/OrneTcTBeHHoe 

Kumar ~ Amit K umar nm.1_0: <'.;.ul--' 1 L ~liV\-/ PY?_ 
(\ --- ___ (v1 

Date/ Date/ 

!
]Date/ ,,_l__ ~/{; }., --:1 (JL l 

,n:arn: 28.02.2026 ,lJ;arn: 28.02.2026 ,lJ;arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALY IS 
CEPTR<l>HKATAHA.Jlll3A 

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO,lzyKT: KeTopon® 3KClll)CCC (KeTopoJiaK) Ta6nenrn, }lncneprupyeMblC e llOJIOCTH pTa, 10 Mr 

Market / P1>1uoK : Russia I Poccm, 
Batch No/ 

: V2600386 Batch Quantity/ 36,00,000 tab/ 
CepHR .N'!! 061>eM cepun 36,00,000 rn6 
Analytical Report No/ 

: 040003301354 Date of Analysis / 
28.02.2026 

AH3JUITll<leCKHU OT'feT .N'!! )laTa auanuJa 
Date of Manufacture/ 

: 01/2026 Date of Expiry / 
12/2027 

,ll,aTa llf)0lf3BOACTBa ro)lCII AO 
Mfg. License No./ 

MA number:/ 
flpOH3BOJJ.CTBeHHaR : MNB/05/263 

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

Jllll.Cll31Ul .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeJJ.eH no 11,lJ;: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version ap-proved: / HucTPVKl•llff VTBep"'t).eua: 21.04.2025 

Page 10 of 11 / CTp. 10 H3 11 
API name/ HanMenosauue A<l>C: Ketorolac tromethamine / Ke-ropona1<a TPOMeTaM HH 

INN/MHH: Ketorolac / KeToponaK 
API manufacturer batch number/ 

ABSH003095 
HoMe·p cep1111 npoHJBOJJ.HTeJUI A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHQHH npOH3BOJJ.HTeJIR FESA00497 
r JI<I>: 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
Ilpou3eoJJ.HTeJ11> A<l>C, cTpaua: ~ -p PeMtt'c Jla6opaTOpHC JlT)].. , 11H)].l151 
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 
HauMe11ona1me, a,upec, JIHQeHJHR JJ.JIR ,[1;-p Pe)UI.H C Jla6oparnp11c JlT)]. ., 11H)].H51, CTpOH3B0)].CTBeHHOe 
IlponJB0/1.CTBenuast nnoLQaJJ.Ka / IlJioLQaJJ.Ka no.n.pa3.n.e11ett11e-6, BH1111. Kxonh, Hanarapx Poy.n., EaMH, ,[(ttcTpHKT 
K0HTp0Jiff Ka<JeCTBa / IlJIOI.Q3/J,Ka B.btnYCKa ConaH, x.rr., 173205, HH.llf.151 (nm.1,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 / 
flpHMC'-laHHe: ITpo,llyKT C00TBeTcTByeT Tpe6oBaH!UIM HJ:( 3aicmo-...em1e: O.l(OJiPEHO 

Prepared by I 
n o1.1roToe11eHo: Pravesh 
Rana i 
Date / 
):(am: 28.02 .2026 

Checked by / Checked by (AQA) / Approved by: Quality A urance/ Authorized person / 
n posepeH0: p ardeep nposepeHo (AOK): OJio6peHo: O6ecneqem1e KattecTBa/OrneTCTBeuuoe 

Kumar ~ Amit Kumar mmo: • 
((VI..Jll . /(vv--1 f1rL 

~ r-A----,:::; _C:vJj 
Date / Date / !°ate / ,f.l-u i ~ j t52-6 
J].aTa: 28 .02.2026 ,ltaTa: 28 .02.2026 JJ.aTa: 

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

CEPTH~IIKATAHAJIH3A 

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.r.yKT: KeTopoJI® 3Kcnpecc (KeTODOJiaK) Ta6JieTKH, .r.ucneprupyeMblC s DOJIOCTH DTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ 

: V2600386 
Batch Quantity/ 36,00,000 tab/ 

Cepuu.M, O6'heM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003301354 
Date of Analysis / 

28.02.2026 
AuaJIHTH'lecKuii OT'leT .N'!! .lJ:aTa auaJinJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry/ 

12/2027 
J:{aTa DPOH3BOACTBa ro.r.eu AO 
Mfg. License No./ MA number:/ 
IlponJBOACTBeuuau : MNB/05/263 

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

JIHQeHJHH .N'!! 
Analysis performed according ND:/ AuaJiuJ npose.r.eu no H.lJ:: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / HucTDVKUHH YTBep~eua: 21.04.2025 

Page 11 of 11 / CTp. 11 HJ 11 
3aKmoqeuue O COOTBeTCTBUU: «HacT0511UIIM 51 IIO)lTBep)K)laIO, qTo rrpRBe)leHHaH Bhlllle RmpopMau;1rn 51BJ151eTC51 

)lOCTOBepHOH II TQqHoH. 3Ta cep1rn rrpo.n;yKI.J;llll rrpomBe)leHa (BKJIJ0qa51 yrraKOBKY (MapKRpOBKY) H KOHTpOJib 

Kaqecrna) Ha BhillleyKa.3aHHOH rrpOH3BO)lCTBeHHOH rrrroma,n;Ke (rrrroma,n;Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHHHMH ITpaBHJI Ha)lJie)KameiI rrpOI13BO)lCTBeHHOH rrpaKTHKH EBpa.3HHCKOfO 3KOHOMifqecKoro COI03a H 

Tpe6oBaHH51MH KOHTporrsr KaqecTBa rreKapCTBeHHbIX cpe)lCTB, a TaK)Ke B COOTBeTCTBHH co crreu;mpHKaI.J;H51MH, 

co.uep)KaI.UHMHC51 B perHCTpau;HOHHOM )lOCbe CTpaHbI-HMIIOpTepa. 3amICH ITO rrpOH3BO)lCTBY, yrraKOBKe H aHamny 

rrpoBepeHbI, If ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH51M ITpaBHJI Ha):pie)KaIIIeH rrpOH3BO)lCTBeHHOH rrpaKTHKH 

EBpa:miicKoro 3KOHOMJfqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'faHHe: TTpo,nyKT cooTBeTcrnyeT Tpe6oBamrnM H,ll; 3aKJJIO'feuue: O,l(OliPEHO 

Prepared by / 
TTon.roTOanetto: Pravesh 
Rana ·1 
Date / 
,0:aTa: 28 .02 .2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
nposepetto:Pardeep nposepeHo (AOK): O,no6peHo: O6ecne'feH11e Ka'fecrna/OrneTcTBeHHoe 
Kumar Amit Kumar JIHU.O: 

. _(U}-JIL f(v\,v//11l __ 
~ }\,-A.--

L,/ _<!v-v/ 
Date / Date/ !Date/ 

I 

,ll;aTa: 28.02 .2026 ,ll;arn: 28.02.2026 
~--o 2, -hfL-l 

.D:arn: 

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 
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