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

CEPTM~HKATAHAJIH3A 

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

Tei : +91 98166 56001-02 

www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)].y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )].HCDeprupyeMhle B DOJIOCTH pTa, 10 Mr 
Market/ PLrnoK : Russia I Pocc1rn: 

Batch No/ : V2600276 
Batch Quantity/ 36,00,000 tab I 

CepuH .M! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003281929 

Date of Analysis / 
13.02.2026 

AuaJIHTH'leCKHH OT'leT .M! )(aTa anaJinJa 
Date of Manufacture / : 01/2026 

Date of Expiry/ 12/2027 
,l{aTa npOH3B0)].CTBa ro)],eH )].O 
Mfg. License No./ 

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

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

JIHUeHJHH .M! 
Analysis performed according ND:/ AuaJim npose)].eu no H)(: JIIl-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / MncTPYKUHH YTBep)K)].elia: 21.04.2025 

Pag:e 1 of 11 / CTp. 1 HJ 11 
No 

Test/ IloKaJaTeJib Results/ Pe3yJibT3TbI Specification / HopMa 
.N'2 
1 Description/ OnttcaHtte 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 IlJlOCKHe 
side. I Kpynlhle rn10cK11e Ta6JieTKl1 c qiacKott, CBeTJIO-)l(eJITOro usern c 
rn6neTKH c qiacKoi1:, cserno- rpas11posKoi1: «I» Ha OJJ,Hott crnpotte. 
)l(eJITOro useTa C rpasttpOBKOll 
«I» Ha OJJ,HOtt cTopotte. 

2 Identification/ 1-I,neHTHcl>ttKauusi 

Ketorolac I Kemopo;iaK Complies / CooTBeTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Yet>-
crreKTphI rrornomettmr 11cnhnyeMoro pacTsopa 11 
pacTBopa CTaH,napTHOfO 06pa1ua KeToponaKa 
TPOMeTaMHHa )],0JI)l(Hhl HMeTb MaKCHMYMhl nptt 
0JJ,HOll 11 TOH )Ke JJ,JIHHe BOJIHhl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'faHHe: ITpo,nyKT COOTBeTcTByeT Tpe6oBaHID!M H)]; 3aKJIIO'feHue: O,[I:OliPEHO 

Prepared by I 
IToJJ,roTOBJieHo: Shivani 

hr 
Date / 
Aarn: 13.02.2026 

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

ITposepeHo: Rama ITposepeHo (AOK): O)],o6peHo: O6ecneqemie Ka1J.ecrna/OTBeTCTBeHfme 

Kant 

~ 
AmH Kumar rr11uo : ~~ 

'\/ 
• 0 1/ 

I _-
Date/ Date / IDate / I 3-~ 2---- ~ z..c. ,ll.aTa: 13.02.2026 .LlaTa: 13.02.2026 ,[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T2langana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's "llllli;• 

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 : +91 98166 56001-02 
www. rre 1vs.com d dd 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIP0/1,VICT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, /1,HCnepruoveMbie B D0JI0CTH pTa, 10 Mr 
Market/ PhrnoK : Russia / Poccm1 
Batch No/ : V2600276 

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

: 040003281929 
Date of Analysis / 

13.02.2026 
AuaJIHTH'leCKHH 0T'leT .N'!! ,ll;aTa auaJiu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
,II;aTa DP0H3B0/J,CTBa ro/],eH /1,0 
Mfg. License No./ 

MA number:/ 
Ilpou3B0/1.CTBeuuaH : MNB/05/263 

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

JIHU.eH3HSI .N'!! 
Analysis performed according ND:/ AuaJiu1 npoee/],eu no H,a:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKu.nsr VTBeo~eua: 21.04.2025 

Pa2e 2 of 11 / CTo. 2 H3 11 
No 

Test/ IloKaJaTeJlb Results/ PeJyJ1bTaTb1 Specification / HopMa 
.N'! 

Complies / 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 BpeM.H y.nep)l(HBamrn OCHOBHOro nwKa Ha 
xpoMaTorpaMMe wcnbnyeMoro pacTBopa 
,!l0Jl)l(H0 COOTBeTCTBOBaTb BpeMeHH 
y.nep)l(HBamrn OCHOBHOro n11Ka Ha 
xpoMaTorpaMMe pacTBopa CTaH,napTH0ro 
06pa1ua KeTOpoJJaKa rpoMeTaMHHa (pa3,nen 
«KOJJW!eCTBeHHOe onpe,neJJeHHe»)' 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqanue: ITpo,nyKT cooTBeTcTByeT Tpe6oBaHH.HM HA 3aicmoqenue: O,l],OliPEHO 

Prepared by / 
Oo.nrOTOBJleHO: hivani 

Jr 
:Aa-ra: u.02.2O26 
IDate / 

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

TT.poeepeFto: Rama TTpoeepeno (AOK): O.no6petto: O6ecne'leHHe Ka'lecTBa/OTBeTCTBeHHoe 

Kant 

\V\1 
Amit Kumar m1uo: 

~ ~
__./'--. 

j ---
I Date / Date I !Date/ 

I '.3:> 'o '2--- w u : Aara: 13 .02.2026 ,ll;arn: 13.02.2026 ,ll;arn: 

Registered Office: 8-2-3?.7, Road No. 3, Banjaro Hills, Hyderabad - 500034, Tclangana, India 
Tel: +9140 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 

CEPTII <I> IIKAT AHAJIII3A 

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 
IlpOJ:J:YI.:T: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )];HCneprupyeMhle B UOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 

Batch No/ 
: V2600276 Batch Quantity/ 36,00,000 tab/ 

CepuH .N'!! O6beM cepuu 36,00,000 Ta6 

Analytical Report No/ Date of Analysis/ 
AuaJiuTuqecKnii oTqeT .N'!! 

: 040003281929 
.lJ:aTa auaJiu3a 

13.02.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
12/2027 

.ll:aTa npOH3B0)];CTBa ro)];eH AO 
Mfg. License No. / 

MA number:/ 
IlpoH3BO)];CTBeHHaH : MNB/05/263 

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

JIHUeH3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 npoBe)];eu no II)];: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / IIHCTPYKUHH yrnep,K)];eua: 21.04.2025 

Page 3 of 11 / CTp. 3 m 11 

Test/ IIoKaJaTeJib Results/ PeJyJibTaTbt Specification / HopMa 

Butylhydroxyanisole I 
EymUJ12uopoKcuaHu3011 

Complies / CooTBeTcTByeT 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 y;::i:ep)l(HBaHIUI IUIKOB 2-
6yTHflfHJJ:pOKCHaHH30fla H 3-
6yTHflrHJJ:pOKCHaHH30fla Ha xpoMaTorpaMMe 
HCIIhITyeMOI'O pacTBopa )l0fl)l(Hbl 
COOTBeTCTBOBaTb BpeMeHaM y;::i:ep)l(HBaHIUI 
IIHKOB 2-6yTHnrn;::i:pOKCHaHmona H 3-
6yTHflrHJJ:pOKCHaHH30fla Ha xpoMaTorpaMMe 
paCTBOpa CTaH;::i:apTHOI'O o6pa3ua 
6yTHnrn;::i:poKCHaHmona (pa3;::i:en «Co;::i:ep)l(aHHe 
6yTHflrHJJ:pOKCHaHH30fla» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHHe: Ilpo;::i:yKT C00TBeTCTByeT Tpe6oBaHIUIM H,A 3aKJito'leuue: O,l(OliPEHO 

Prepared by/ 
llon.roTOane1-10: Shivani 

/i) 

Date/ 
,n:arn: 13.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
llpoaeperm: Rama IlpoBepeHo (AOK): O.uo6peHo: O6ecrre'leHHe Ka'lecTBa/OTBeTcTBeHHoe 

Kant 

~ 
Amit Kumar JTIH.lO: 

~~ (\ ,-,/~ 
-

Date/ Date/ IDate / ) > '"b '2,.-- '2.-() '2.---£ 
.D:arn: 13.02.2026 ,n:arn: 13.02.2026 .D:arn: 

Registered Office: 8-2-337, R()ad No. 3, Banjara Hills, Hyderabad - 500034, T2langana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

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

CEPTH~HKATAHA.JilI3A 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;:i:yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, .uucneprupyeMble s UOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccmi: 
Batch No/ 

: V2600276 
Batch Quantity/ 36,00,000 tab/ 

CepuH N!! O61>eM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003281929 Date of Analysis / 

13.02.2026 
AuaJiuTuqecKuii oTqeT .N'!! ,UaTa auaJiuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
l(aTa npOH3BOJ1:CTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
Ilpou3so;:i:cTseuuaH : MNB/05/263 

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

Jiun:euJHH N!! 
Analysis performed according ND:/ AuaJiuJ npose;:i:eu no Hl(: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKU:HH YTBep,KJ1:eua: 21.04.2025 

Page 4 of 11 / CTp. 4 HJ 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJibTaTbI Specification/ HopMa 
.N'!! 
3 Average weight / CpeJJ._HHH 69.4 mg I 69,4 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 / CooTBeTcrnyeT 18/20 Ta611eTOK - He 6011ee ± 10%; 

0)1,HOpO)],HOCTb MaCCbl 2/20 rn611eTOK - He 6011ee ± 20 %. 

4 Disintegration time/ 
Pacna,/J,aeMOCTb 

00 min 21 sec/ 00 MHH 21 ceK Not more than 3 min. / He 6011ee 3 MHH. 

5 Dissolution/ PacTBopeuue Unit-1 / Ta611-l 103 % Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 I Ta611-2 104% 
(ketorolac tromethamine) in 15 min. / He Mettee 
75 % (Q) C1sH13NO3•C4H11NO3 (KeTOpo11aKa 

Unit-3 I Ta611-3 101 % TPOMeTaMHH) lfepe3 15 MHH. 

Unit-4 I Ta611-4 104% 

Unit-5 / Ta6n-5 103 % 

Unit-6 I Ta611-6 103 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMeqaurre: IlpoAyKT cooTBeTcrnyeT Tpe6oBaHIDIM H}], 3aKmoqeurre: O)J:OliPEHO 

Prepared by/ 
n onr0Tos11euo: Shivani 

/;r 
Date / 
}],am : 13.02.2026 

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

TTpooepeAo: Rama Ilpooepetto (AOK): O.a.o6petto: O6ecrrelfeHtte KalJecrna/OrneTcrneuuoe 

Kant 

1 
Amit Kumar JlHUO: 

~ t--/::-
Date / Date/ IDate / I ~ --o 1---- u 1-b )],aTa: 13.02.2026 )],aTa: 13.02.2026 }],am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T2langana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

I 



••· Dr.Raddy'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. rre IVS.com d dd 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMble B IlOJIOCTH PTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ 

: V2600276 Batch Quantity / 36,00,000 tab I 
CepuH .N'!! O6neM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003281929 Date of Analysis / 
13.02.2026 

AuaJiuTuqecKuii oTqeT .N'!! )]:aTa auaJiuJa 
Date of Manufacture / 

: 01/2026 Date of Expiry/ 
12/2027 

)]:aTa IlPOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlpouJBOACTBeuuaH : MNB/05/263 

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

JIHU.eH3HH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoBeAeH no H,ll,: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyKIJ.HH yrnepm.Aena: 21.04.2025 

Page 5 of 11 / CTp. 5 uJ 11 
No 

Test/ IloKa3aTeJib Results/ Pe1yJibTaTbI Specification / HopMa .N'~ 
6 Particle size distribution/ Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 

,[(ttcnepCHOCTb sieve is formed. I O6pa3yeTc51 0)],HOpO,llHa51 
cycrreH3Irn, IIpOX0)],511Il;a51 CKB03h CHTO 
pa3MepOM OTBepCTHH 710 MKM. 

7 Impurities / IlpttMectt 

I-hydroxy analog of 
Below LOD (LOD = 0.0010%) / 

not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / 
1-rtt)],pOKCttaHaJIOr 

H1rne npe)lena o6Hapy)KeHHll (TTO 
= 0.0010 %) 

KeTOpOJiaKa 

1-keto analog of ketorolac / 0.05% 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)],HHH'IHa51 
HeH)],eHTH<pHl.l,HpOBaHHa51 
rrpttMeCb 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'laHHe: IIpo.uyKT COOTBeTcTByeT Tpe6oBaH1151M H,[( 3aKJIIO'leHtte: 0,[(0liPEHO 

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

flo)lroTOBJieHo: Shivani 

;)) 
Date / 

,ll.aTa: 13.02.2026 

Oposepeno: Rama OposepeHo (AOK): OAo6peHo: O6ecnetJeHtte KatJecrna/OrneTcTBeHHoe 

Kant 

~~ 
Amit Kumar JJHI.J,O: 

~~ (\ .---
' ~ 

Date/ Date / IDate / 
) ~ 'c) 2--- '"U) U, )].aTa: 13.02.2026 ,UaTa: 13.02.2026 ,Uarn: 

Registered Office: 8-2-337, Road No. 3, Banjar;; Hills, Hyderabad - 500034, T2langana, 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 

CEPTH~MKATAHAJIII3A 

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, ;::i;ucneprupyeMhle B noJiocTn DTa, 10 Mr 
Market/ PhlHOK : Russia / Pocc1u1 
Batch No I : V2600276 Batch Quantity / 36,00,000 tab/ 
CepnH .N'!! O6beM ceouu 36,00,000 rn6 
Analytical Report No I : 040003281929 

Date of Analysis / 13.02.2026 
AuaJIHTH'lecKnii OT'leT .N'!! .l(aTa auaJIH3a 
Date of Manufacture / : 01/2026 

Date of Expiry / 12/2027 
,lJ.aTa npOH3B0.l].CTBa ro;::i;eH.l].0 
Mfg. License No./ 

MA number:/ 
Ilpon3BO.l1.CTBennaH : MNB/05/263 

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

JIHIIeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee;::i;eu no H)].: JITI-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HucTPYKIIHH yTeep)K)];eua: 21.04.2025 

Pa!!"e 6 of 11/CTo.603 11 
No 

Test/ IloKa3aTeJih Results/ Pe1yJihTaTbl Specification / HopMa 
.N'!! 

8 Water content/ 1.9 % Not more than 7.0 %. / 
Co;::i;ep,Kauue BO.l1.hl He 6onee 7 ,0 %. 

9 Residual solvents/ OcrnTO'IHbie oprau11qecK11e pacTBopnTeJitt 

Isopropyl alcohol / 12 µg/tab / Not more than 350 µg/tab. / 
l-faonponauon 12 MKr B rn6neTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMeqauue: Ilpo,nyKT COOTBeTCTByeT Tpe6oBaHlli!M H)]; 3aKJ110qeu11e: O)1,OliPEHO 

Prepared by / 
Ilo.nrornsneuo: Shivani 

) 1 
Date / 
)];aTa : 13.02.2026 

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

~ 

npoaepe1m: Rama O.no6peuo: O6ecneqem1e Kaqecrna/OrneTcTBeHHoe 

Kru,t ¥ Amit Kumar mu-10: 

~~ -~~ 
Date/ Date / IDate / ) 3, ~ 1--~ '"]....-0 2-{, 
,[(a:ra: 13.02.2026 )].a-ra: 13.02.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T2langana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC00450, 
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 
IlpouyKT: KeTopon® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, uucneprupyeMble B UOJIOCTH PTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ 

: V2600276 
Batch Quantity/ 36,00,000 tab I 

CepuH .N'2 O6neM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003281929 
Date of Analysis/ 

13.02.2026 AuanuTuqecKuii oTqeT .N'2 llaTa anaJinJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 )laTa IlPOH3B0L{CTBa roueu )];O 
Mfg. License No./ 

MA number:/ 
IlponJBOJ:lCTBeuuaH : MNB/05/263 

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

JIHIIeHJHH .N'2 
Analysis performed according ND:/ AuanuJ npoBeJ];eu no~: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKIIHH yrnep~eua: 21.04.2025 

Pa2e 7 of 11 / CTp. 7 HJ 11 
No 

Test/ Iloica1aTeJJb Results/ PeJyJJbTaTbI Specification/ HopMa 
.N'! 

10 Microbio!ogical purity*/ Muicpo6uoJJorw1ecicasi qucTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/ g; / 
Count I o6mee •mcno He 6onee 103 KOE/r; 
a3po6Hb!X MHKpo-
opraHl13MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6mee '!HCJIO He 6onee 102 KOE/r; 
.upm101<eBh!X 11 ITJieCHeBbIX 
rp1160B 

Escherichia Coli NA shell be absent in 1 gram. / 
OTC)'TCTBHe s 1 r. 

11 Uniformity of dosage units / Acceptance value (AV) not more than 15.0 
O.uuopo.uuoCTb 

5.5 
IloKa3aTeJib npHeMJieMOCTH (AV) .llOJI)l(eH 6bJTb 

.ll03HpOBaHHblX e,!lHHHl.l He 6onee 15,0 . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMeqau11e: Ilpo.uyKT coorneTcrnyeT Tpe6osamUIM HA 3aicmoqeuHe: O,ll.OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TTo}lrOTooneHo: Shivani IlpooepeHo: Rama IlposepeHo (AOK): 0.n.o6peHO: 06ecne'!eHHe Ka'!eCTBa!OrneTCTBeHHOe 

Kant 

~~ 
Amit Kumar rru uo: 

~/ /?J ~~-- ' Date / Date/ Date I !Date I 1 3>·-z> 2-..--~ 1-b 
)],aTa: l 3'.02.2026 ,UaTa: 13.02.2026 )];am: 13.02.2026 )],am: 

Registered Office: 8-2-337, Road No. 3, Banjar;, 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 

CEPTII <I> IIKAT AHAJIII3A 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpoi:.yKT: KeTOPOJI® 3Kcnpecc (KeTOpoJiaK) Ta6JieTKH, .a:ucnepruoveMhie e UOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No I 

: V2600276 
Batch Quantity/ 36,00,000 tab I 

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

: 040003281929 
Date of Analysis / 

13.02.2026 
AuaJIHTHlfeCKHH OTlfeT .N'!! llaTa auaJin3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
,UaTa DPOH3B0.ll:CTBa roi:.eu AO 
Mfg. License No./ 

MA number:/ 
IlpOH3B0.ll:CTBeHHaH : MNB/05/263 

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

JIHU,eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee.a:eu no 11,lJ;: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version aooroved: / linCTPYKU.HH yrnep,KJJ;ena: 21.04.2025 

Pa2:e 8 of 11 / CTp. 8 H3 11 
No 

Test/ IloKa3aTeJib Results/ Pe3yJJbT3Tbl Specification / HopMa 
N! 

12 Assay/ Konu<teCTBCHHoe 10.2 mg I 10,2 Mr From 9.0mg to 11.0mg of 
onpe,il,eJJCHHe (102.3 %) C1sHuNO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr ,il,O 11,0 Mr 
C1sH13NO3•C4H11NO3 (Kernpo11aKa 
rpoMeTaM11H) (OT 90,0 .n:o 110,0 % OT 
3a~BJJeHH0ro K0Jil11JeCTBa) B rn6neTKe. 

13 Butylhydroxyanisole 0.0995 mg/tab I Not less than 0.042 mg/tab./ 
content I Co,il,ep'.lKaHHe 0,0995 Mr B Ta611eTKe He MeHee 0,042 Mr B rn6neTKe. 
6yTHJJr11,il,pOKCH3HH30JJa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me<taH11e: Ilpo,n:yKT cooTBeTcTByeT rpe6oBaH~M HA 3a1rnt0'leH11e: O)1:OliPEHO 

Prepared by / Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
TTo,il,roTOBJieHo: Shivani TTpoBepetto: Rama nposepetto (AOK): OAo6petto: O6ecne'!eH11e Ka'leCTBalOTBeTCTBeHHoe 

J>r 
Kant 

~~ 
Am it Kumar J1111.l0 '. 

~ 
""~ Date I Date I Date/ IDate / ' 5 -0 1--- '2..-0 '1---f. ,lJ;arn: 13.02.2026 ,lJ;arn: 13.02.2026 ,lJ;arn: 13.02.2026 ,lJ;arn: 

Registered Office: 8-2-337, Road No. 3, Banjar" Hills, Hyderabad - 500034, T2langana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC00450l 
www.drreddys.com 
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•·· Dr. Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tei: +9198166 56001-02 
www.drred dys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpoi.yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKU, i.ucneprupyeMbie e UOJIOCTU pTa, 10 Mr 
Market / PhIHOK : Russia / Pocc1rn: 
Batch No/ 

: V2600276 
Batch Quantity I 36,00,000 tab / 

Cepun N!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003281929 
Date of Analysis / 

13.02.2026 
AuaJIUTH':leCKHH OT':leT N!! .l(aTa auaJiuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
,[(aTa npOH3BOACTBa roi.eu AO 

Mfg. License No./ 
MA number:/ 

IlponJBOACTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-N!!(004669)-(Pr-RU) 
Jim.i:enJuH N!! 
Analysis performed according ND:/ AuaJIH3 npoeei.eu no H.l(: JIII-N2(004669)-(Pr-RU)-190224 
PIL version aooroved: / HncTDVK~UH yTBep~eua: 21.04.2025 

Pafe 9 of 11 / CTp. 9 uJ 11 
No 

Test/ IloKa3aTeJJb Results/ Pe3yJJbTaTbl Specification / HopMa 
.N'!! 
14 Package description / 10 tablets in a blister of 10 tablets m a blister of (PA/ ALIPE 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. / Tio 10 rn6neTOK B 6m1cTepe 113 
information leaflet in a carton (TIA/ AJI/TI3 C snarorrornornTeJieM/TI3B TI) 
pack. I no 10 Ta6JieTOK B qJOJihrtt II (TI3IAJI) qJOJihrH. no I HJIH 

6JIHCTepe 113 (TIA/ AJI/TI3 C 6n11cTepa BMeCTe C Jil1CTKOM -8 KJia)lhillleM 
snaronornornTeneM/fI3BTI) lla'IKY KapTOHH)'IO. 
qJOJihrH // (TI3/ AJI) qJOJihrH. no 
2 6n11cTepa BMeCTe c Jil1CTKOM-
BKJia)lbIWeM B na'IKY 
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 BbmycKe neKapcTBeHHoro npenapaTa KOHTpOJJb Ka"leCTBa no noKa3aTen10 «MHKpo6uonor11qecKaH 
"IHCT0Ta» npOBO)lUTCH AJJH Ka,imou 20-on cepuu, UJJH )lJ]SI O.ll,HOH cepuu B rOA, B 3aBHCHM0CTH OT Toro, "!TO 

HacTynuT paHbUJe. 

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

TipHMe"laHHe: TipOAYKT COOTBeTcTByeT TJ)e6oBaHID!M H.[( 3aKJ110"leH11e: O,U:Ol>PEHO 

Prepared by/ 
TionroToaneHo: Shivani 

)f 1 
Date/ 
.[Lam: 13.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TiposepeHo: Rama TiposepeHo (AOK): O.n.o6peHo: O6ecneqem1e Ka<tecrna/OrneTCTBeHHoe 
Kant 

~ 
Amit Kumar m1110: 

~ I"~> ' 
Date / Date/ IDate / 

''?,<J?,;-- 2-t)'lo--6 ,[J:arn: 13.02.2026 .[(am: 13.02.2026 ,[J:arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

2 
B 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTHWIIKATAHAJIH3A 

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

Tei : +91 98166 56001-02 

www drreddys com 
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1.i:yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, tl,HCUeprupyeMbie B DOJIOCTH DTa, 10 Mr 
Market / PhlnoK : Russia / Poccm, 
Batch No/ 

: V2600276 
Batch Quantity/ 36,00,000 tab/ 

CepuH .N'!! O6'heM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003281929 Date of Analysis / 13.02.2026 
AnaJittTU-'lecKnii OT'leT .N'!! )],aTa auaJIH3a 
Date of Manufacture / : 01/2026 

Date of Expiry/ 
12/2027 

)laTa DPOH3B0tl,CTBa rotJ,eHtJ,O 

Mfg. License No./ 
MA number:/ 

Ilpon3BOtJ.CTBennaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHU:eH3HH .N'!! 
Analysis performed according ND: I AnaJIHJ np0Bet1,en no H)],: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKU:HH YTBep,imeua: 21.04.2025 

Pa!!e 10 of 11 / CTD. 10 u3 11 
API name/ HanMenoBanue AWC: Ketorolac tromethamine / KeTopoJrnKa TPOMeTaMHH 
INN /MHH: Ketorolac / KeTOponaK 
API manufacturer batch number/ ABSH002693 
HoMep cepuu npon3BOtJ.HTeJJH AWC: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTanu:uu npott3BOtJ.HTeJIH FESA00356 
rJiw: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
Ilpon3BOtJ.ttTeJib AWC, cTpaua: ,[(-p PeMtt'c Jla6opaTOpttc JlTP,., I1HP,H}I 
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 
HanMenoBanue, a,LJ,pec, JIHU:eH3HH ,LJ,JIH ,[(-p PeMH'c Jla6opaTOpHC JlT)],., I1H)],H}I, I1poH3B0)],CTBeHHOe 
IlpoH3B0)],CTBennaH DJIOIUa,LJ,Ka / IJJIOIUa,LJ,Ka noP,pa3P,enettHe-6, BHJIJI. KxoJih, Hanarapx PoyP,, BaMH, ,[(HcTpHKT 
KOHTPOJIH Ka'leCTBa / IJJIOIUa,LJ,Ka BbIDYCKa ConaH, X.TI., 173205, l1HP,H}I (nmi:ett3H}I 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 / 
TipttMe'laHtte: IIpo,IJ,yKT coorneTcrnyeT Tpe6oBaHIDIM HA 3aKmo<teH11e: O,U:OBPEHO 

Prepared by / 
TTo.nroT0BJJeHo: Shivani 

)rr 
Date / 
,na-ra: 13.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
OposepeHo: Rama HpoeepeH0 (AOK): OJJ.o6petto: O6ecneqem1e Kaqecrna/OrneTcTBeHHoe 
Kant 

~~ 
Amit Kumar JlML(O: 

~ ('~ 
Date / Date I I Date / l s --z:> 2-- - 'U) 2---6 .ll:aTa: 13.02.2026 .D:aTa : 13.02.2026 )J,aera: 

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

CEPTH~IIKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::i:y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ;::i:ucneprupyeMhle B DOJIOCTH DTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ 

: V2600276 
Batch Quantity/ 36,00,000 tab I 

CepuH N!! O6beM cepnu 36,00,000 rn6 
Analytical Report No I 

: 040003281929 
Date of Analysis / 

13.02.2026 
AuaJiuTnqecKuii: oTqeT N!! ,UaTa auaJinJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry/ 

12/2027 
,UaTa npOH3BOJ:l:CTBa ro;::i:eu ;::i:o 
Mfg. License No. / 

MA number:/ 
IIpouJBOJ:l:CTBenuaH : MNB/05/263 

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

JiuuenJHH N!! 
Analysis performed according ND:/ AuaJIHJ npoBe;::i:eu no H,U: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HncTDVKUHH YTBep,i.;::i:eua: 21.04.2025 

Page 11 of 11 / CTp. 11 HJ 11 
3aKJUoqeHue O COOTBeTCTBHH: «HacT051IIJ;IfM 51 IIO.r:t:TBep)K,n:aIO, qTo rrprrne,n:eHHa51 Bblllle MHQJOpMaI.J,M51 51BJrneTC51 

.r:t:OCTOBepHOH M rnqHoH. 3rn cepH51 rrpo,n:yKI.J,MM rrpOH3Be,n:eHa (BKJIIOqa51 yrraKOBKY (MapKHpOBKY) M KOHTpOJib 

Kaqecrna) Ha BbIIIIeyKa3aHHOH rrpOH3BO.r:t:CTBeHHOH IIJIOII.J,a,n:Ke (rrrroII.J,a,n:Kax) B IIOJIHOM COOTBeTCTBMM C 

Tpe6oBaHM51MM ITpaBMJI Ha,n:Jie)KaII.J,eH rrpOH3BO.r:t:CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMifqecKoro COI03a M 

Tpe6oBaHM51MH KOHTPOJI5I KaqecTBa rreKapCTBeHHbIX cpe,n:CTB, a TaK)Ke B COOTBeTCTBHH co crreI.J,MQJMKaI.J,H51MH, 

co,n:ep)Kalll,HMMC51 B perHCTpaI.1,MOHHOM ,n:Oche CTpaHhl-MMIIOpTepa. 3aIIMCM no rrpOH3BO.r:t:CTBY, yrraKOBKe If aHaJIH3Y 

rrpoBepeHbI, If yCTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH51M ITpaBHJI Ha,n:Jie)KaII.J,eH rrpOH3BO.r:t:CTBeHHOH rrpaKTMKH 

EBpa3HHCKoro 3KOHOMHqecKoro coI03a». 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe•rnuue: ITpo,ri:yKT coorneTcrnyeT TPe6oBamrn.M H,ll; 3a11:m0'-leHHe: 0,11.0liPEHO 

Prepared by / 
ITo,ri:roTOBJieuo: Shivani 

)1 
Date I 
,ll;arn: 13.02.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
npoaepe~m: Rama HposepeHo (AOK): O.uo6peuo: O6ecrre11eutte KatJecrna/OrneTcTBeuuoe 
Kant 

~ 
Amit Kuma.r JIH[_\0: 0~ /\ ~ 

Date/ Date / 'Date / 
' ·-; -n 2---- '1.-0 ~ ,ll;arn: 13.02.2026 ):la.Ta: 13.02.2026 AaTa: 

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

CIN: L85195AP1984PLC00450t 
www.drreddys.com 
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