
•·· Dr.Raddy'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 
IlpOtWKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )],HCneprupyeMbie e D0JI0CTH pTa, 10 Mr 
Market / PhlHOK : Russia / Poccm1 

Batch No/ 
: V2600240 Batch Quantity/ 36,00,000 tab/ 

CepuH N2 O6neM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003281195 Date of Analysis / 
13.02.2026 

AnaJIHTH'lecKuii: 0T'leT N2 ):(aTa auaJin3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
.LJ:aTa DP0H3B0)],CTBa ro)],eH )],0 
Mfg. License No./ 

MA number:/ IIpon3BO)].CTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-N2(004669)-(Pr-RU) 
Jin1.1,eu3nH N2 
Analysis performed according ND:/ AuaJIH3 npoee)],en no H.LJ:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / MncTpyK1.1,nH YTBep)K)].ena: 21.04.2025 

Page 1 of 11 / CTp. 1 u3 11 
No 

Test I IloKaJaTeJih Results/ PeJyJihTaThl 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 Kpyrnb1e ITJIOCKl1e 
side. / Kpyrnb1e rrnocK11e Ta6JJeTKl1 c cpaCKOH, CBeTJIO-)l{eJJTOro LJ,BeTa C 
Ta6JJeTKl1 c cpacKOH, CBeTJJO- rpas11poBKOH «I» Ha O,llHOH cTOpoHe. 
)l{eJJTOro LJ,BeTa C rpaB11pOBKOH 
«I» Ha O,llHOH cTopoue. 

2 Identification/ ll,/leHTmjmKau,usi 

Ketorolac I Kemopo;iaK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
crreKTpbI rrornomeHm1 11cnb1TyeMoro pacrnopa 11 
pacrnopa CTaH,llapTHOro o6pa3LJ,a KeToponaKa 
TpOMeTaMl1Ha ,ll0Jl)l{Hbl 11MeTb MaKC11MYMbl rrp11 
0,llHOH 11 TOH )Ke ,llJll1He BOJ!Hbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'IaHue: ITpo,llyKT CO0TBeTcrnyeT Tpe6oBaHmlM HJJ: 3aKJIIO'Ieuue: O)1:OliPEHO 

Prepared by / 
IT 0 .D.fOTO'BJJ eHO'. hivani 

f1 
Date / 
JJ:arn: 13 .02 .2026 

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

□poBepeuo: Rama nposepeuo (/\OK): O.llo6peHo: O6ecrre'lem1e Ka'lecrna/OrneTcTBeHHoe 

Kant 

~~ 
Amil Kumar JUILJ,O : 

~ f"/'~ 
Date/ Date I IDate / 

\ ~ -t) 1.--c- '1,-0 ~ JJ:arn: 13.02.2026 JJ:arn: 13.02.2026 JJ:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T2langana, 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 "lllllil~• 

CERTIFICATE OF ANALYSIS 
CEPTHWIIKATAHAJIH3A 

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::i:v1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ;::i:ucneprupyeMhle B DOJIOCTU pTa, 10 Mr 
Market / PLrnoK : Russia / Poccmr 

Batch No/ 
: V2600240 

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

: 040003281195 
Date of Analysis / 

13.02.2026 
AuaJIHTH'leCKHH OT'leT .N'!! ){aTa auaJiuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry/ 

12/2027 
,ll:aTa npOH3BO)];CTBa ro;::i:eu ;::i:o 
Mfg. License No./ 

MA number:/ 
IlpouJBOJ:1:CTBeuuaH : MNB/05/263 

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

JIUQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npose;::i:eu no HJJ:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKQHH yTBep,KJ:1:eua: 21.04.2025 

Pa2:e 2 of 11 / CTp. 2 HJ 11 
No 

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

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)],ep)K!IBaHIUI OCHOBHOfO IllIKa Ha 
xpoMaTorpaMMe 11crrhITyeMoro pacrnopa 
,[\OJl)KHO COOTBeTCTBOBaTb BpeMeHII 
y)],ep)KIIBaHII» OCHOBHOfO ITIIKa Ha 
xpoMarnrpaMMe pacrnopa CTaH,napTHOro 
06pa1ua KeTopoJiaKa rpoMeTaM!IHa (pa1)],eJI 
«KonwrecrneHHoe orrpe)],eJieHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipnMe'laHne: Ilpo)],yKT coorneTcrnyeT Tpe60BaH1I»M HA 3aKJIIO'leHne: O,LJ:OliPEHO 

Prepared by / 

Tio,ru·oTOBJJeHo: Shivani 

~ 
!Date/ 
:)];am: 13.02.2026 

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

npoaepeHo: Rama ITpoBepeHo (AOK): O)],o6peHo: O6ecrre'leHHe Ka'!ecrna/OrneTcTBeHHoe 

Kant 

~ 
Amit Kumar m1uo: 

~~ f\~---
I Date/ Date/ 'Date I '·~~1---L--O~ 
: )];am: 13.02.2026 )];am: 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 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTM~MKATAHAJIM3A 

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.drre dd NS.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOLJ,YKT: KeTOPOJI® 3Kcnoecc (KeTOPOJiaK) Ta6JieTKH, nucneoruoveMbie B IlOJIOCTH PTa_, 10 Mr 
Market / PLIHOK : Russia / Poccm, 
Batch No/ : V2600240 

Batch Quantity/ 36,00,000 tab/ 
Cepun .N'!! O6'beM cepuu 36,00,000 rn6 
Analytical Report No I : 040003281195 

Date of Analysis / 
13.02.2026 

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

: 01/2026 
Date of Expiry / 

12/2027 
)].aTa npOH3BOLl,CTBa roneu no 
Mfg. License No./ MA number:/ 
IlpouJBOLJ,CTBenuan : MNB/05/263 

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

JiuueuJHH .M! 
Analysis performed according ND:/ AuaJIH3 nposeneu no Ht(: JIII-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / MucTPVKUHH YTBep~eua: 21.04.2025 

Test I IloKa1aTeJ1b 

Butylhydroxyanisole I 
Eymw12uopOKCUGHU30JI 

Remarks : The Product confirms to ND/ 

Results/ Pe1yJ1bTaTbt 

Complies / CoorneTcT~yeT 

Pa!!e 3 of 11 / CTn. 3 uJ 11 

Specification / HopMa 

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 ynep)l<11Bamrn: rmKoB 2-
6yrunrunpoKcttaHH3ona u 3-
6yrunrnnpoKcttaHmona Ha xpoMaTOrpaMMe 
ucrrhtTyeMoro pacrnopa nomKHhI 
COOTBeTCTBOBaTb BpeMeHaM ynep)l<HBaHHJI 
IIHKOB 2-6yTunrnnpoKCHaHH30JJa H 3-
6yrunrnnpOKCHaHH30JJa Ha xpoMarnrpaMMe 
pacTBopa cTaHnapTHoro 06pa3ua 
6yrunrnnpoKcttaHH30JJa (pa3nen «Conep)l<aHHe 
6yrunrnnpoKcttaHH30JJa»). 

IlpuMe•rnuue: TiponyKT coorneTcrnyeT rpe6oBaHHJtM HA 
Conclusion : APPROVED / 
3a1rn10qeHue: O,[(Ol>PEHO 

Prepared by/ 
Tion.roToene Ho: Shivani 

Date/ 
,l!a-ra: 13.02.2026 

Checked by I 
flponepeHo: Rama 
Kant 

Date / 
)laTa: 13.02.2026 

Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
HposepeHo (AOK): Ono6petto: O6ecrrelfemrn Kalfecrna/OrneTcTBeHHoe 
Amit Kumar 

0 
Date I 
1-J:aTa: 13.02.2026 

m1uo: 

IDate / 
1-J:arn: 

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 



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

CEPTH<I>HKAT AHAJIH3A 

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,a:yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, .a:ucnepruoveMLie B DOJIOCTH pTa, 10 Mr 
Market/ PLIHOK : Russia / Poccm1 

Batch No/ 
: V2600240 

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

: 040003281195 
Date of Analysis/ 

13.02.2026 
AuaJIHTHqecKHii OTqeT .N'!! ,UaTa anaJiuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
,UaTa npOH3B0.ll:CTBa ro.a:eu .a:o 
Mfg. License No. / 

MA number:/ 
IlponJBO.ll:CTBennaH : MNB/05/263 

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

JIHU:eHJHH .N'!! 
Analysis performed according ND:/ AuaJim npoBe,a:eu no H,u: JIIT-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpYKU:HH yTBepm,a:eua: 21.04.2025 

Page 4 of 11 / CTp. 4 HJ 11 
No 

Test/ IloKaJaTeJih Results/ PeJyJihTaThI Specification/ HopMa 
.N'! 

3 Average weight/ Cpe.a:nHH 70.6 mg I 70,6 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%; 

Uniformity of weight/ 
2/20 tablets - not more than ± 20%. I 

Complies / CoorneTcrnyeT 18/20 Ta6JieTOK - He 6onee ± 10%; 
O.a:uopO)],HOCTb MaCCbl 

2/20 rn6neTOK - He 6onee ± 20 %. 

4 Disintegration time / 
Pacna.a:aeMOCTb 

00 min 34 sec / 00 MHH 34 ceK Not more than 3 min. / He 6onee 3 MHH. 

5 Dissolution / PacTBopeune Unit-I / Ta6n-1 103 % Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 / Ta6n-2 103 % 
(ketorolac tromethamine) in 15 min. / He Me Hee 
75 % (Q) C1sH13NO3•C4H11NO3 (KernponaKa 

Unit-3 / Ta6n-3 101 % TpoMeTaMHH) qepe3 15 MHH. 

Unit-4 / Ta6n-4 100 % 

Unit-5 / Ta611-5 104 % 

Unit-6 / Ta6n-6 102% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'tauue: Ilpo,/1,yKT coorneTcrnyeT Tpe6oBaHIDIM HA 3aKJIIOttenue: O.ll:OliPEHO 

Prepared by / 
Ilo,/1,roTOBJieHo: Shivani 

)>( 
Date/ 
,ll,a,a: 13.02.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
npoaepeHo: Rama IlpoBepeHo (AOK): O)],o6peHo: O6ecneIJeHHe KaIJecrna/OrneTcTBeHHoe 
Kant 

~ 
AmitKu°/\r JIHU.O: 

~ ' .---, 
( ,----

I)ate/ Date/ I Date I (?, --n ~- 2---0 -z_,,-{,· )],aTa: [3.02.2026 ,0:aTII: 13.02.2026 ,ll,aTa: 

Regisiered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T2langana, India 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH~HKATAHAJilI3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-5 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO}lVKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6Jien.:u, }lUCneprupyeMbie B DOJIOCTH PTa, 10 Mr 
Market / PhIHOK : Russia / Pocc1rn 
Batch No/ 

: V2600240 
Batch Quantity/ 36,00,000 tab I 

CepttH .N'!! O61,eM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003281195 
Date of Analysis / 

13.02.2026 
AuaJittTuqecKuii oTqeT .N'!! l(aTa auaJitt3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
)];aTa npOH3B0/l:CTBa ro.ll:eH Jl:O 
Mfg. License No. / 

MA number: I 
IIpott3BO/l:CTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe.ll:eH no Hl(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKQHH vrnepiKJl:eua: 21.04.2025 

Paee 5 of 11 / CTo. 5 uJ 11 
No 

Test/ IloKaJaTeJlb Results/ PeJyJ1bT3Tbl Specification / HopMa 
.N'!! 

6 Particle size distribution/ Complies / C(?OTBeTcrnyeT A uniform.suspension passing through a 710 µm 

,r:t:ucnepCHOCTb sieve is formed. I O6pa3yeTCll onHoponHa» 
cycrreH3H», rrpoxon»ma» CKB03h CHTO 
pa3MepoM ornepCTHH 710 MKM. 

7 Impurities / IlpuMecu 

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

not more than 0.5 %; / He 6onee 0,5 %; 

ketorolac: / 
l-rnnpoKc11aHanor 

H11lKe npe.nena 06HapylKeH11l! (TIO 
= 0.0010 %) 

KeToponaKa 

1-keto analog ofketorolac I 0.04% not more than 0.8 %; / He 6onee 0,8 %; 
1-KeToattanor KeToponaKa 

unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %; 
e,n11tt11qHa» 
He11,neHTH~11u11poBaHHa» 
npHMeCh 

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

CYMMa rrp11Mecei1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMeqaH11e: IIpo,nyKT coorneTcrnyeT Tpe6osaHIDIM H,r:t: 3aKmoqeuue: 0)1:0liPEHO 

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

DoJJ.rOTOBneHo: Shivani 

/>, 

Date I 
,r:t:arn: 13.02.2026 

npoBepeHo: Rama npoeepetto (AOK): O,no6peHo: O6ecrreYeH11e KaYecrna/OrneTcTBeHHoe 

Kant 

~ 
Amit Kumar JIHQO: ~-&--V I 

Date I Date/ IDate I ') ,-v ?--,---'"2,-0 £;-~ )];am: 13.02.2026 Aarn: 13.02.2026 ,r:t:arn: 

Regisiered Office: 8-2-337, Road No. 3, Banjan; rlills, Hyderabad - 500034, T2langana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

C 

I 



•·· Dr. Reddy's "lllfil;• 
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 

Tei: +9198166 56001-02 
www.drre dd 1vs.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo}].y1n: KeTOPOJI® 3Kcnpecc (KeTOpOJiaK) Ta6JieTKH, }],HCneprupyeMbie B DOJIOCTU pTa, 10 Mr 
Market / PLrnoK : Russia / Poccirn 
Batch No/ 

: V2600240 
Batch Quantity/ 36,00,000 tab/ 

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

: 040003281195 
Date of Analysis / 

13.02.2026 
AuaJinTuqecKuu oTqeT .N'!! ,[(aTa auaJiuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
l(aTa npOH3B0}],CTBa ro}],eH }],O 
Mfg. License No./ 

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

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

JIHUeHJUH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoBe}],eu no IUJ:: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKUHH YTBepm.ueua: 21.04.2025 

Page 6 of 11 / CTp. 6 m 11 
No Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbl Specification / HopMa 
.N'!! 

8 Water content/ 1.9 % Not more than 7.0 %. / 
CoJ:{ep,icauue BOJ:lbI He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTO'-IHbte opratttt'-lecKue pacTBopuTeJJu 

Isopropyl alcohol / 14 µg/tab / Not more than 350 µg/tab. / 
l13orrporraH0JI 14 MKr B Ta6JieTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpuMe'-lattue: IlpOJ:lYKT coorneTcrnyeT TPe6oBaHIDIM H,D; 3aKJJIO'-lettue: O,D;OliPEHO 

Prepared by / 
TI OJl,rOTOBJieHO: hivani 

)>~ 
Date/ 
)];am: 13.02.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
ITpo·aepe1w: Rama TTpoaepeHO (AOK): OJ:{o6peHo: O6ecrre11em1e Ka11ecrna/OrneTcTBeHHoe 
Kant ~1 Amit Kumar JIHl..(O: 

~ f~ 
Date/ Date / !Date/ 1~-n'2-----~½ .[(a-ra: 13.02.2026 ,[(a-ra: 13.02.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara rlills, Hyderabad - 500034, T2langana, 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 

CEPTII <I> IIKAT AHAJill3A 

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}J,y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ;::i;ucneprupyeMhie B noJI0CTH pTa, 10 Mr 
Market/ PhIHOK : Russia / Poccm1 

Batch No/ 
: V2600240 

Batch Quantity/ 36,00,000 tab I 
CepuH .M! O6'heM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003281195 
Date of Analysis / 

13.02.2026 
AuaJIHTH<IecKuii 0T'leT N!! ,UaTa auaJIHJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
):laTa np0H3B0)];CTBa ro;::i;eu }1,0 
Mfg. License No./ 

MA number:/ 
IlpoH3B0}],CTBeHHaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee}J,eu no H,U: JITI-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IfHCTPYKU:HH yrnep,K)],eua: 21.04.2025 

Page 7 of 11 / CTp. 7 HJ 11 
No 

Test/ IloKaJaTeJlb Results/ PeJyJ1hTaThI Specification / HopMa 
.N'!! 

10 Microbiological purity*/ MuKpo6uoJ1oruqecKaH qucrnrn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count/ o6mee qwcno He 6onee 103 KOE/r; 
a1po6HbIX MHKpo-
opraHH3M0B 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count / o6mee qwcno He 6onee 102 KOE/r; 
.n.pm10KeBbIX H ITJiecHeBbIX 
rpw6oB 

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

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

3.5 
IToKa3aTeJih npHeMJieMOCTH (AV) ,!l,OJI)KeH 6b!Tb 

)l03HpOBaHHblX e)lHHHII He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMetfauue: ITpoti:yKT coorneTcrnyeT TPe6oBaHtt}IM H)]; 3aKJ110<teuue: O,il;OliPEHO 

Prepared by I 
IToti:rOTOBJieHo: Shivani 

;Sr 
Date I 
)];am: 13.02.2026 

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

TTposepeHo: Rama nposepeHo (AOK): Oti:o6peHo: O6ecneqeHwe Kaqecrna/OrneTcTBeHHoe 

Kant w Amit Kumar JIHUO: 

~----------f-;_ 
Date I Date/ I Date I 

) ".) '"Z) i..-- '?.--0 L---b ,narn: 13.02 .2026 ,na-ra: 13.02.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjarc1 rlills, 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~IIKATAHAJill3A 

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).l.yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ).I.HCUeprupyeMble B UOJIOCTH DTa. 10 Mr 

Market / PblHOK : Russia / Poccm1 
Batch No/ : V2600240 

Batch Quantity/ 36,00,000 tab I 
CepuH N2 O6beM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003281195 

Date of Analysis / 
13.02.2026 

AuanuTn'lecKuii OT'leT N2 ,UaTa auaJiu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
)];aTa npOU3B0).I.CTBa ro).l.eH).1.0 

Mfg. License No./ 
MA number:/ 

Ilpou3BO).I.CTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-N2(004669)-(Pr-RU) 
JIHUeH3HH .N'!! 

Analysis performed according ND:/ AuanuJ npoBe).l.eH no H,U: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpYKUHH YTBepmJJ,eua: 21.04.2025 

Pa2e 8 of 11 / CTP. 8 m 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa x~ 
12 Assay/ KoJIH<tecTBeuuoe 10.2 mg I 10,2 Mr From 9.0mg to 11.0mg of 

onpe)leJieuue (101.8 %) C1sHuNO3•C4H11NO3 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr /lO 11,0 Mr 
C1sH13NO3•C4H11NO3 (KeTopoJiaKa 
rpoMeTaMttH) (OT 90,0 AO 110,0 % OT 
3a~BJieHHOro KOJIWieCTBa) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.1003 mg/tab I Not less than 0.042 mg/tab. / 
content I Co)lepJKauue 0, 1003 Mr B rn6JieTKe He Mettee 0,042 Mr B rn6JieTKe. 
6yTHJlrH/lpOKCHaHH30Jla 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe<tauue: TipoAyKT cooTBeTcTByeT rpe6osaH~M HA 3aKJ110'fe1111e: O)l.OliPEHO 

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

TIO/lrDTOBJietto: Shivani Ti poeepeHo: Rama Tiposepetto (AOK): 0.llo6peno: O6ecne1.Jem1e Ka1.Jecrna/OrneTcTBeHttoe 

/>T Kant ~ 
Amit Kumar JIMl..lO'. 

~/ ~ 
/\ 

e---
Date I Date I Date/ !°ate/ (~-~2---~u )];am: 13.02.2026 )];am: 13.02.2026 )];am: 13.02.2026 ,r:i: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 
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•·· Dr. Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTII <l>HKA T AHAJilI3A 

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. rre IVS.com d dd 
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYin: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCUeprupveMble B UOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ 

: V2600240 Batch Quantity/ 36,00,000 tab I 
CepuH .M! O61>eM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003281195 
Date of Analysis / 

13 .02.2026 
AuanuTuqecKuii oTqeT .N'!! ,L(aTa anaJIHJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry/ 

12/2027 
,il;aTa npOH3BOACTBa roAeHAO 
Mfg. License No./ 

MA number:/ 
IlponJBOACTBeuuaH : MNB/05/263 

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

JIHQeHJHH .N'!! 
Analysis performed according ND:/ AuaJiuJ nposeAen no H,n:: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIucTPYKl\HH yrnep,KJJ.eua: 21.04.2025 

Paee 9 of 11 / CTp. 9 03 11 
No 

Test I 1IoKa3aTeJib Results/ Pe3yJibTaTbl Specification / HopMa 
.N'! 

14 Package description / 10 tablets in a blister of 10 tablets in a blister of (PA/ AL/PE with 
OnucaHHe ynaKOBKH (PA/AL/PE 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. I no 10 rn6neTOK B 6m1cTepe H3 
information leaflet in a carton (TTA/ AJ1/TT3 C BJiarorrornornTeJieMITT3BTT) 
pack. I no 10 Ta6JieTOK B q>OJibrH II {TT3/AJ1) lpOJibrH. no 1 HJIH 
6JIHCTepe 113 (TTA/ AJ1/TT3 C 6nuCTepa BMeCTe C JIHCTKOM-BKJia)lbIWeM 
snaronornornTeJieM/TT3B TI) na'IKY KapTOHH)'IO. 
q>OJibnl // (03/ AJI) qJOJibnl. Tio 
2 6JIHCTepa BMeCTe c JIHCTKOM-
BKJI8)lblllleM B na'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. 
* Ilpu Bhmyciee JieKapCTBeHHOro npenapaTa KOHTp0Jib KatteCTBa no llOKa3aTeJIIO «MuKp06HOJJOruttecKaSI 
'tHCTOTa» npoBO)lHTCSI )lJlSI Ka'.IK)lOH 20-ofi cepuu, HJJH )lJlSI O)lHOH cepHH B ro)l, B JaBUCHMOCTH OT Toro, 'tTO 
HacTyn11T paubrne. 

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

np11Mettauue: TipoJlyKT coorneTcrnyeT rpe6osaHID!M H,U 3aicmotteHHe: O,ll,OliPEHO 

Prepared by / 
TTo.n.roTOBJieHo: Shivani ,~ 
Date / 
.[(ara: 13.02.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
npoeepeHo: Rama TTposepeHo (AOK): OJlo6peHo: O6ecne'-!eH11e Ka'-lecTBa/OTBeTcTBeHHOe 
Kant 

~~ 
Amit Kumar nwuo, ~ ~~;_ 

Date/ Date I !Date/. \ s '() 1-----u:/2--b ,n:arn: 13 .02.2026 Aarn: 13.02.2026 ,Uarn: 

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

CERTIFICATE OF ANALYSIS 
CEPTH <I> IIKAT AHAJill3A 

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)lYJ.:T: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )lHCneprupyeMble B DOJIOCTH pTa, 10 Mr 
Market / PhlHOK : Russia / Pocc1-rn 
Batch No/ 

: V2600240 Batch Quantity/ 36,00,000 tab I 
CepnH .N'!! 061,eM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003281195 Date of Analysis / 
13.02.2026 

AnaJIHTH<JecKuii OT<JeT N!! llaTa auaJiu3a 
Date of Manufacture/ : 01/2026 Date of Expiry/ 

12/2027 
Jf:aTa DPOH3B0)lCTB8 ro)leH )lO 
Mfg. License No./ 

MA number:/ 
Ilpou3BO)lCTBenuaH : MNB/05/263 

HoMepPY 
: JIII-N!!(004669)-(Pr-R U) 

JIHD;eH3HH N!! 
Analysis performed according ND:/ AuaJiu3 npoBe)len no 11,lJ;: Jill-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKUHH yrnep:JK)leua: 21.04.2025 

Page 10 of 11 / CTp. 10 u3 11 
API name/ HauMenoBauue A<l>C: Ketorolac tromethamine I KeToponaKa TpoMeTaMHH 
INN /MHH: Ketorolac I KernponaK 
API manufacturer batch number/ 

ABSH002693, ABSH002976 
HoMep cepuu npou3BO)lHTeJIH A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTauu,un npouJBO)lHTeJIH FESA00356, FESA00498 
r JI<I>: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India / 
Ilpou3BO)lHTeJih A<l>C, cTpaua: .IJ:-p Pe.ru:i:H'c Jla6opaTOpHC JlT)l., J1H)lH51 
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 
HauMeHOBauue, a)lpec, JIHU,eH3HH )lJIH .IJ:-p PeMH' C Jla6opaTopHC JlT)l ., 11H)lH51, I1pOH3BO)lCTBeHHOe 
Ilpon3BO)lCTBennaH nJI011.1,a)lKa / IlJioll.l,a)lKa no.n.pa3)leJ1eHHe-6, BHJ1J1. Kxo11b, Hanarapx Poy.n., EaMH, ,l1;HcTpHKT 
KOHTPOJIH Ka<JeCTB8 / IlJIOll.l,8)lK8 BhlDYCKa ConaH, x.rr., 173205, 11H,D.H51 (11m~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 / 
IlpwMe<1aHwe: Ilpo,a:yKT coorneTcTsyeT Tpe6oaaHIDIM HA 3aKJ110<1eHwe: O,ll,OliPEHO 

Prepared by / 
TTonroTOBJletto: Shivani 

t~ 
Date I 
,narn: 13.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
IlpoeepeHo: Rama IlpoaepeHo (AOK): Oao6petto: O6ecne1Iettwe Ka1Iecrna/OrneTcTBeHttoe 

Kant ~ Amit Kumar m 1uo: 

~~ (\ .---
Date / 

I 
Date / IDate / ,1,-o~-2--02--C. 

AaTa: 13.02.2026 ,D,arn: 13.02.2026 Aarn: 

Registered Office: 8-2-337, Road No. 3, Banjarc1 rlill s, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.d rreddys.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 

Tel: +9198166 56001-02 

www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uyKT! KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKU, .uucnepruoveMble e DOJIOCTU PTa, 10 Mr 
Market / Pi.rnoK : Russia / Pocclrn: 

Batch No/ 
: V2600240 

Batch Quantity / 36,00,000 tab/ 
Cepun N2 O6'heM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003281195 Date of Analysis / 
13.02.2026 

AuaJiuTnqecKuii oTqeT N2 llaTa anaJinJa 
Date of Manufacture / 

: 01/2026 Date of Expiry / 
12/2027 

.!l:aTa npOH3B0,UCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
IlpouJBO.UCTBenuan : MNB/05/263 

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

JIHU:eHJHH N2 
Analysis performed according ND:/ AnaJIHJ npoee.ueu no 11,lJ;: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKU:HH YTBep~eua: 21.04.2025 

Page 11 of 11 / CTp. 11 HJ 11 
3aKJIIO'leHHe O COOTBeTCTBIUI: «HacT05III.(HM 5I IIO,UTBep)l()],aJO, qTO rrpHBe,UeHHM BbIIIIe 1rnqiopMau;m1 .SIBJUleTC5I 

,IJ;OCTOBepHOll H rnqHott. 3rn cep1rn rrpo,uyKIJ;HH rrpOH3Be)],eHa (BKJIIoqa51 yrraKOBKY (MapKHpOBKY) H KOHTpOJib 

Kaqecrna) Ha BhIIIIeyKa3aHHOll IIpOH3BO)],CTBeHHOll IIJIOII.(a)],Ke (IIJIOII.(a,n;Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH5IMH IlpaBHJI Ha,UJie)l(all.(ett rrpOH3BO,UCTBeHHOll rrpaKTHKH EBpa3HllCKOro 3KOHOMHqecKoro COI03a M 

Tpe6oBaHH5IMH KOHTpOJ15I KaqecTBa JieKapCTBeHHhIX cpe,UCTB, a TaK)Ke B COOTBeTCTBHH co crreu;HqJHKau;H5IMH, 

co.uep)Kall.(HMHC5I B perHCTpau;HOHHOM )],OChe CTpaHhI-HMIIOpTepa. 3arrncH no rrpOH3BO)],CTBY, yrraKOBKe M aHaJIH3y 

rrpoBepeHbI, H ycTaHOBJieHO MX COOTBeTCTBHe Tpe6oBaHIUIM IlpaBHJI Ha,n;Jie)Kall.(eii rrpOH3BO)],CTBeHHOll rrpaKTHKH 

EBpa3HHCKOro 3KOHOM:0qecKoro co103a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMel.faHne: ITpoAyKT cooTBeTcTByeT Tpe6oBamrnM H)]; 3aKJ1K)l.feu11e: O}l06PEHO 

Prepared by / 
IToJJ.rOTOBJleHo: Shivani 

)> ~ 
Date / 
,[{aTa: 13.02.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
npoaepe1i0: Rama nposepeHo (AOK): OJto6peHo: O6ecneqem,1e Ka1.JecTBa!OTBeTcTBeHHoe 

Kant ~/ 
Amit Kumar 

~~ 
JllfU,O: 

~~ 
Date / Date/ IDate / ) 3,1) 2--'2-o u 
)lam: 13 .02.2026 )];am: 13.02.2026 )];arn: 

Registered Office: 8-2-337, Road No. 3, Banjarc, rlills, 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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