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

CEPTH~IIKATAHAJilI3A 

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.yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, JJ.HCnepruoveMbie B U0JIOCTH pTa, 10 Mr 
Market / PblHOK : Russia / Poccm1 

Batch No I : V2600009 
Batch Quantity / 36,00,000 tab/ 

Cepun .M! O6'heM cepu11 36,00,000 Ta6 
Analytical Report No I 

: 040003250730 
Date of Analysis / 

12.01.2026 
AuannTnqecKnii oTqeT .N'!! ,UaTa auanu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,UaTa npOH3B0,UCTBa ro)J.eH JJ.O 
Mfg. License No. / MA number:/ 
IlpouJBOJJ.CTBeuuan : MNB/05/263 

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

JIHQeuJun .M! 
Analysis performed according ND:/ AuaJIH3 npoBeJJ.eH no H,[(: Jill-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKQHH yTBep'.>K)];eua: 21.04.2025 

Pa2e 1 of 11 / CTp. 1 HJ 11 
No 

Test/ IloicaJaTe.rib Results/ PeJyJibTaTbI Specification / HopMa 
.N'2 
1 Description/ OnHcauHe Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 

tablets with "I" debossed on one debossed on one side. I Kpyrnhle IlJIOCKHe 
side. / Kpyrnb1e 11JiocK11e Ta6JieTKl1 c q>aCKOH, CBeTJIO-)I<eJIT0rO U:BeTa C 
Ta6JieTKl1 c qiacKOH, CBeTJIO- rpaBHp0BKOH «I» Ha 0,!lHOH CTOpOHe. 
)l{eJITOro U:BeTa C rpas11pOBKOH 
«I» Ha O,!lHOH CTopoue. 

2 Identification / 11.LlenTH«J>HKaUHH 

Ketorolac I Kemopo1iaK Complies I CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 run). / Y<l>-
crreKrpbI 11ornomeu11Jl 11c111,nyeMoro pacrnopa 11 
pacrnopa CTaH,!lapTHOro 06pa3u:a KeTOpoJiaKa 
TpOMeTaMHHa ,!l0Jl)l{Hbl HMeTb MaKCHMYMhl 11p11 
O,!lHOH 11 TOH )Ke ,!lJIHHe BOJIHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMel.fam1e: llpo.LlyKT coorneTcrnyeT rpe6osaHHJIM Hl]: 3aKmo'-feHHe: 0)].0liPEHO 

Prepared by / 

llo.LlrOTOBJieHo: Pravesh 

Rana 1 
Date/ 

J].aTa: 12.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
llpoBepeHo: Pardeep nposepeHo (AOK): On.o6peHo: O6ecneqeu11e Ka'lecrna/OrneTcrneuuoe 

Kumar 

~ 
Amit Kumar m1u:o: 

~ ~ _/'---
Date/ Date/ I Date/ \ 'L -u, ~u; 
J].aTa: 12.01.2026 ,l.1,arn: 12.01.2026 p: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 ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~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 
IlPOAYKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprupyeMble e UOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Pocc1-rn 

Batch No I : V2600009 
Batch Quantity/ 36,00,000 tab I 

Cepun .N'!! O6'beM cepuu 36,00,000 rn6 
Analytical Report No I 

: 040003250730 
Date of Analysis / 

12.01.2026 
AeaJIHTHIIecKnu OTIIeT .N'!! ,[(aTa anaJIH3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,[(aTa DPOH3B0,UCTBa ro.ueu ,uo 
Mfg. License No./ MA number:/ 
Ilpon3Bo,ucTBenuan : MNB/05/263 

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

J1HU.eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npose,ueu no H,[(: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / li11CTDVK1\IUI yTsep~eua: 21.04.2025 

Pa2e 2 of 11 I CTJ>. 2 H3 11 
No 

Test/ IloKaJaTeJJb Results / PeJyJJbTaTbl Specification/ HopMa 
N!! 

Complies / CooTBeTcrnyeT 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 BpeM11 yJlep)l(l-!BaHIUI 0CH0BHOro n11Ka Ha 
xpoMaTorpaMMe 11cnhnyeMoro pacrnopa 
,11,0JDKHO COOTBeTCTBOBaTh BpeMem1 
y ,11,ep)l(11Batt1111 OCHOBHOro n11Ka Ha 
xpoMarnrpaMMe pacrnopa CTaHJlapTHOro 
06pa3u.a KeToponaKa TpoMeTaMHHa (paJJ{en 
«KonJ1llecrneHHOe onpe,11,enem1e» ) . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
flpHMe'laH1-1e: Tipo,11,yKT COOTBeTcrnyeT TPe6oBaHl111M H,D; 3aKJJJO'feHHe: O,LJ:OJiPEHO 

Prepared by/ 

n o.u.roTOBJieHo: Pravesh 

R ana i 
Date I 
JJ;arn: 12.01.2026 

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

n posepeHo: Pardeep ITpoeepeHo (AOK) : OJto6peHo: O6ecne1Iett11e Ka1Iecrna/OrneTcTBeHHoe 

K umar Amit Kumar 
\ 

mi1uo: 

~~ ~ ~ 
Date / Date/ IDate I ' '2---c>)~ '1-e:)'2.A::. na·ra: I 2.01.2026 ,D;aTa: 12.01.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad • 500034, Teiangana, 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~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 
Ilpo,uyKT: KeTopoJT® 3 i.:cnpecc (KeToponaK) Ta6J1eTK11, 1u1cneprupyeMhle B noJiocTu pTa, 10 Mr 
Market / PL1HOK : Russia / Poccm1 
Batch No I : V2600009 

Batch Quantity/ 36,00,000 tab/ 
CepuH .M! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ Date of Analysis / 
AuaJIHTnqecKHH oTqeT .N'!! 

: 040003250730 )].aTa anaJiu1a 
12.01.2026 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

,LJ:aTa DPOH3B0,UCTBa ro.ueu ,uo 
Mfg. License No./ 

MA number:/ 
Ilpou1eo,ucTeeuuaa : MNB/05/263 

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

JIHIJ.eH3HH .N'!! 

Analysis performed according ND:/ AuaJiul npoee,ueu no H,n:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HncToVKU.D.H YTBep)Mena: 21.04.2025 

No 
.N'!! 

Test I IloicaJaTeJib Results I PelyJibTaTbI 

Pa2:e 3 of 11 / CTp. 3 Hl 11 

Specification / HopMa 

Butylhydroxyanisole I 
Eymw12uiJpoKcuaHU30J/ 

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.n:ep)Kl1BaH1rn: JU!K0B 2-
6YT11nr11.n:poKCl1aH113ona 11 3-
6yT11nrn.upoKc11aH113ona Ha xpoMarnrpaMMe 
HCITbITYeMoro pacTBopa .QOfl)l(Hhl 
CO0TBeTCTBOBaTh speMeHaM y.n:ep)KHBaHml 
ITHKOB 2-6yTHnnmpoKCl-!aHH30na H 3-
6YTHnrn.n:poKcHaHH30na Ha xpoMarnrpaMMe 
pacTsopa CTatt.n:apTHoro 06pa3ua 
6yT11nrn.n:poKcHaHH3ona (pa3.n:en «Co.n:ep)KaHHe 
6yrnnrn.n:poKcHaHH3ona» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
flpnMe'-rnm1e: TTpo.uyKT cooTBercrnyeT TPe6osaHHHM HA 3aKJJioqeune: o,n:OliPEHO 

Prepared by / 
TTo.n:rornsneHo: Pravesh 
Rana i 
Date/ 
Aarn: 12.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
npoaepe110: Pardeep TTposepeHo (AOK): O.n:o6peHo: O6ecneqem1e Ka'Iecrna/OrneTcTBeHttoe 
Kumar 

~ 
Amit Kumar n11uo: 

w/ A~ 
Date/ Date/ 'Date/ 
,n:arn: 12.01.2026 .IJ:arn: 12.01.2026 I 2-~l ~ U ,n:ara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad • 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91404900 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 
Vii i. 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,uy1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,uucneprupyeMhie B DOJIOCTH pTa, 10 Mr 
Market / PhlHOK : Russia I Poccm1 

Batch No I 
: V2600009 

Batch Quantity/ 36,00,000 tab I 
CepuH .M, O6'heM cepuu 36,00,000 Ta6 
Analytical Report No I : 040003250730 

Date of Analysis / 
12.01.2026 

AuaJIHTH<JecKuii OT<IeT N!! ,ll;aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,UaTa npOH3B0JlCTBa ro,ueu JlO 
Mfg. License No. / 

MA number:/ 
Ilpou3BOJlCTBeuuaH : MNB/05/263 

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

Jiuueu3nH N2 
Analysis performed according ND:/ AuaJin3 npoBe,ueu no H)I;: JIIT-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKUHH VTBep~eua: 21.04.2025 

Page 4 of 11 / CTp. 4 03 11 
No 

Test/ IlotcaJaTeJlb Results/ PeJyJlbTaTbI Specification / HopMa 
.N"!! 
3 Average weight/ Cpe,umm 69.8 mg I 69,8 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 %; 

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

Complies / CooTBeTcTByeT 18/20 Ta6neTOK - He 6onee ± 10 %; 
0.!lHOpO.!lHOCTb MaCCbl 

2/20 rn6neToK - He 6onee ± 20 %. 

4 Disintegration time/ 
Pacna.uaeMOCTb 

00 min 18 sec / 00 MHH 18 ceK Not more than 3 min. / He 6onee 3 MHH. 

5 Dissolution / PacTBopem1e Unit-I/ Ta6n-1 97% Not less than 75 % (Q) ofC1sH13NO3•C4HJ1NO3 

Unit-2 / Ta6n-2 98 % 
(ketorolac tromethamine) in 15 min. / He MeHee 
75 % (Q) C1 sH13NO3•C4H11NO3 (KernponaKa 

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

Unit-4 / Ta6n-4 98 % 

Unit-5 I Ta6n-5 97% 

Unit-6 / Ta6n-6 97% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMeqau11e: Ilpo.uyKT cooTBeTcTByeT i-pe6oeamrnM H.[.I; 3aicmoqeHue: 0.Ll:06PEHO 

Prepared by / 
Tio.uroTOBneHo: Pravesh 
Rana 1 
Date / 
Aarn: 12.01.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Tipoeepeuo : Pardeep nposepeuo (AOK): O.uo6peuo: O6ecneqem1e Ka'-!ecTBa/OrneTcTBeHHoe 
Kumar 

~ 
Amil Kumar n11uo: 

~/ ~/ .-- ' Date/ Date/ 'Date / ti, .--n ' ,- ')..,e) '1k Aarn: 12.01.2026 ,IJ;aTa: 12.01.2026 Aara: 

Registe red Office : 8-2-337, Road No. 3, Ba njara Hill s, Hyderabad - 500034, Te langana, India 
Tel: +9140 4900 2900, Fax: -t91 40 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH~IIKATAHAJIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
'✓ iii. 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 
IlpOAYICT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprupyeMbie B DOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ 

: V2600009 
Batch Quantity / 36,00,000 tab/ 

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

: 040003250730 
Date of Analysis / 

12.01.2026 
AuaJiuTuqecKuii oTqeT .N'!! llaTa auaJiuJa 
Date of Manufacture / : 12/2025 

Date of Expiry / 
11/2027 

,UaTa npOH3B0ACTBa roAeH AO 
Mfg. License No. / 

MA number:/ 
IlpoH3BOACTBeHHaH : MNB/05/263 

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

JIHIJeH3HH .N'!! 
Analysis performed according ND:/ AnaJiu3 npoBeAeH no 11,lJ;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved:/ llucTPYK-IIJUJ YTBep)KJJ.eua: 21.04.2025 

Page 5 of 11 / CTp. 5 HJ 11 
No 

Test/ Ilo1rn1aTeJ1b Results/ Pe1yJ1bTaTb1 Specification / HopMa 
,N'Q 

6 Particle size distribution / Complies / CooTBeTcTByeT A uniform suspension passing through a 710 µm 
,ll;ucnepcuocTb sieve IS formed. I O6pa3yeTCH 0)],HOpO)lHa.sI 

cycrreHJ1rn, rrpoxo)l.sirua.si CKB03b CHTO 
pa3MepoM OTBepcrnl-1710 MKM. 

7 Impurities / IlpuMecu 

I-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He 6011ee 0,5 %; 
ketorolac: / / HmKe rrpe.ue11a 
1-rH)lpOKCHaHaJJOr K0JJWleCTBeHH0ro orrpe)leJJeHtt.11 
KeT0p0JJaKa (TTKO = 0,0032 %) 

1-keto analog ofketorolac / 0.04% not more than 0.8 %; / ue 6011ee 0,8 %; 
1-KeTOaHanor KernponaKa 

unidentified impurity / 0.02 % not more than 0.5 %; I He 6011ee 0,5 %; 
e.u11tt.wrna» 
Hett)leHTH~HUttpOBaHHa.si 
rrpttMeCb 

total impurities / 0.1 % not more than 1.0 %. / He 6011ee 1,0 %. 
cyMMa rrp11MeceJ;\ 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me<Jauue: TTpo.uyKT cooTBeTcTByeT rpe60BaHID1M HA 3aKJJto<Jeuue: O,ll;OliPEHO 

Prepared by / Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
TTo.uroTosnetto: Pravesh 
Rana i 
Date/ 
,n:arn: 12.01.2026 

Oposepetto: Pardeep nposepetto (AOK): O.uo6petto: 06ecnet:Jem1e Kat:JecTBa/OTBeTcTBeHHOe 
Kumar AmitKu/ JIHLlO: 

p/ ~ ~ ,/' 

Date I Date I IDate I I t , --o~ '{.A)v§ ,n:arn: 12.01.2026 Aarn: 12.01.2026 Aarn: 

Registered Office : 8-2-337, Road No. 3, Ba11jard Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: t91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

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

CEPTH~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)WICT: KeTopoJI® 3Kcnpecc (KeTOpOJiaK) Ta6JieTKH, AHCneprupyeMhle e DOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ : V2600009 

Batch Quantity/ 36,00,000 tab/ 
CepuH N2 O6'beM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003250730 

Date of Analysis / 
12.01.2026 

AuaJIHTH'leCKHH OT'leT N2 ,UaTa auaJiuJa 
Date of Manufacture / : 12/2025 Date of Expiry / 

11/2027 
,UaTa DPOH3BOACTBa roAeHAO 
Mfg. License No./ 

MA number:/ 
IlponJBOACTBeuuaH : MNB/05/263 

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

JIHIJ,CH3HH N!! 
Analysis performed according ND:/ AuaJiuJ npoBeAen no H,LI:: JIIl-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKIJ,HH vrnep)Meua: 21.04.2025 

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

8 Water content/ 1.8 % Not more than 7.0 %. / 
Co_nepm:auue BOAhl He 6onee 7 ,0 %. 

9 Residual solvents / OcTaTO'IHbJe oprauuqec,me pacTBopnTeJJu 

Isopropyl alcohol / 15 µg/tab / Not more than 350 µg/tab. / 
J,bonponaHOJI 15 MKr B rn6neTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lauue: Tipo)],yKT COOTBeTcrnyeT Tpe6oBaHID!M H,ll; 3aKJ1IO'leHne: o,n:OliPEHO 

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

~';';'ronneHo, P,avi ITpoeepeHo: Pardeep npoeepetto (AOK): O,11.06petto: O6ecneqem1e Kal.fecrna/OrneTcTBeHHoe 

Kumar ~ Amit Kumar mn.1.0: 

~ ~ _/,) 

Date/ Date / Date / I Date/ 
' i.,--v,r ~/?b )];am: 12.01.2026 AaTa: 12.0 1.2026 )J,aTa: 12.01.2026 ,ll;arn: 

Registe red Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad S00034, Telangana, India 
Te l: +91 40 4900 2900, Fax: -t91 40 4900 2999, Email: rnail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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 
IlPOA:VKT: KeTopo11® 3Kcnpecc (KeTopo11aK) Ta611enrn, .z:.ucneprupyeMbie B noJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia I Poccm, 
Batch No I : V2600009 

Batch Quantity/ 36,00,000 tab / 
Cepun .N'!! O61,eM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003250730 
Date of Analysis / 

12.01.2026 
AuaJiuTn'lecKuii OT'leT .N'!! l{aTa auaJiu1a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
J(aTa DPOU3BOACTBa ro.z:.eu AO 
Mfg. License No./ 

MA number:/ 
IlpoH3BOACTBenuaH : MNB/05/263 

HoMepPY : JIIl-.N'!!(004669)-(Pr-RU) 
JlHI(eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe.r.eu no HJ(: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKl(HH yrnep~ena: 21.04.2025 

Page 7 of 11 / CTp. 7 u1 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa 
N2 

10 Microbiological purity*/ MuKpo6uoJ1ornqecKaS1 quCTorn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee 1n1cno He 6onee 103 KOE/r; 
a3po6Hh!X MHKpo-
opraHH3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6mee lfHCJIO He 6onee 102 KOE/r; 
.npm101<eBbIX H llleCHeBblX 
rptt60B 

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 
OJJ,HOpOJJ,HOCTb 

6.7 
IToKa3aTeJib npueMJieMOCTH (AV) JlOJDKeH 6b!Tb 

Jl03Hp0BaHHbIX eJJ,HHHU He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqantte: ITpo,nyKT COOTBeTCTByeT Tpe6oBaHWIM H,[( 3aKmoqenue: O)1,OliPEHO 

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

Tio.nroTosneHo: Praves{h llpoeepeHo: Pardeep npoeepe1-10 (AOK): O.no6peHo: O6ecnelfeHHe Ka11ecrna/OrneTcTBeHHoe 
Rana Kumar Amit Kumar JIHl..{O: 

~/ ~ 
;\ 

/\__,/ ~ 

Date/ Date/ Date / !Date/ I t---n1 ~ t.-OU )];am: 12.01.2026 )],aTa: 12.01.2026 ll_aTa: 12.01.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjarci Hills, Hyderabad .. 500034, Teiangana, India 
Tel : +9140 4900 2900, Fax: -t9140 4900 2999, Email: mail@drreddys.com 

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

CEPTH~HKATAHAJill3A 

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 
IlpOAYI.:T: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprupyeMbJe.B UOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm, 
Batch No/ 

: V2600009 
Batch Quantity / 36,00,000 tab/ 

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

: 040003250730 Date of Analysis / 
12.01.2026 

AuaJIHTH<JecKuii OT<JeT .N'!! .l(aTa auaJitt3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.l(aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlponJBOACTBeuuaH : MNB/05/263 

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

JIHIIeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no I-1.,lI;: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKIIHH YTBep~eua: 21.04.2025 

Page 8 of 11 / CTp. 8 HJ 11 
No 

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

12 Assay/ KoJIH<JeCTBeuuoe 9.8 mg/ 9,8 Mr From 9.0mg to 11.0mg of 
onpe.i.eJieuue (98.3 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .uo 11,0 Mr 
C1sH13NO3•C4H11NO3 (KeTOpoJiaKa 
TPOMernM11tt) (OT 90,0 .uo 110,0 % OT 
JaRBJieHHOro KOJIJ1liecrna) s Ta6JieTKe. 

13 Butylhydroxyanisole 0.0974 mg/tab I Not less than 0.042 mg/tab. / 
content I Co.i.epiKauue 0,0974 Mr B rn6JieTKe He Mettee 0,042 Mr B rn6JieTKe. 
6yTHJirHApOKCHaHH30Jia 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpttMe'lauue: ITpo.uyKT coorneTcrnyeT TPe6osamrnM H,n: 3aKJitO'leuue: O):i:OliPEHO 

Prepared by / Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
ITo,nroTOsnetto: Pravesh Uposepetto: Pardeep nposepe110 (AOI<}: O.uo6petto: O6ecrrel.fem1e Kal.fecrna/OrneTcTBettttoe 
Rana 1 Kumar 

~ 
Amit Kumar 

/\,./\--
mu-10: 

~ 
Date/ Date/ Date/ IDate / 

J 'L-~ ~ '1-0~ ,n:arn: 12.01.2026 J:(aTa: 12.01 .2026 )laTa: 12.01.2026 ,n:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad·· 500034, Teiangana, 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 

CEPTHWMKATAHAJIH3A 

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,IWKT! KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,!J.HCneprupyeMbie e U0JI0CTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ 

: V2600009 
Batch Quantity/ 36,00,000 tab/ 

CepuH .N'!! O6neM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003250730 
Date of Analysis / 

12.01.2026 
AuaJiuTuqecKuii oTqeT .N'!! )],aTa auaJinJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
)],aTa npOH3B0)].CTBa ro,!J.eH )1.0 

Mfg. License No. / 
MA number:/ 

IlpouJBO!J.CTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHU,eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee)].eu no H)],: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKU.HH YTBep'1C,IJ,eua: 21.04.2025 

Page 9 of 11 / CTp. 9 u3 11 
No 

Test/ IloKaJaTeJib Results I PeJyJibTaTbI Specification / HopMa 
.N'! 
14 Package description / 10 tablets in a blister of 10 tablets m a blister of (PA/ AL/PE with 

OnucaHue 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 m6neTOK B 6nucTepe tt3 
information leaflet in a carton (TIA/ AJ1/TI3 C BJiarorrornoTttTeJieM/TI3BTI) 
pack. I Tio 10 Ta6JieTOK B !pOJlbrH II (TI3/AJ1) !pOJlbrH. Tio 1 HJIH 

6JIHCTepe H3 (TIA/ AJ1/TI3 C 6JIHCTepa BMeCTe C JIHCTKOM-BKJia)],bIIJJeM 
snarorrornoTttTeJieM/TI3BTI) rra'!KY KapTOHHyIO. 
!pOJlbrH // (TI3/AJI) !pOJlbrH. no 
2 6JIHCTepa BMeCTe c JIHCTKOM-
BKJia)],bIIJJeM B rra'!KY 
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. 
* IlpH BbIDYCKe JieKapCTBeHHOro nperrapaTa KOHTpOJib Ka'-leCTBa no DOKa3aTeJIIO «MHKpo6ttOJIOrH'-leCK3SI 
'-IHCTOTa» npoBO)],HTCSI )],JISI K3'1C,UOU 20-ou cepuu, HJIH )],JISI 0)],HOU cepttH B ro.n:, B 33BHCHMOCTH OT Toro, '-ITO 
H3CTYDHT paHbUJe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'-laHue: Tipo.uyKT COOTBeTcTByeT Tpe6oBaHIDIM H.D: 3aKJito'-leuue: O,[(OliPEHO 

Prepared by I 
Tio.n:roTOBJieHo:Praves

1
h 

Rana 

, 

Date I 
)];am: 12.01.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
TiposepeHo: Pardeep IlposepeHo (AOK): O.uo6peHo: O6ecneqemfe Ka'!ecrna/OrneTcTBeHHoe 

Kumar Amit Kumar rruuo: ot~ ~ 0 _/ ~ 

Date/ Date/ I Date/ 
1 1.--~, ~ ~ )];am: 12.01.2026 )];am: 12.01.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjarc1 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 ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKATAHAJilI3A 

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;yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ;::i;ucnepruoveMbie B UOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccmr 
Batch No/ 

: V2600009 
Batch Quantity / 36,00,000 tab I 

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

: 040003250730 
Date of Analysis / 

12.01.2026 
AuaJinTnqecKnii oTqeT .N'!! llaTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,[(aTa npOH3BO)];CTBa ro;::i;eu )];O 
Mfg. License No./ 

MA number:/ 
IlponJBOACTBeuuan : MNB/05/263 

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

JiuuenJun .M! 
Analysis performed according ND:/ AnaJin3 npoBe;::i;eu no H,[(: JIII-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTpyKunn yTBep,KJJ,eua: 21.04.2025 

Page 10 of 11 / CTp. 10 03 11 
API name/ HanMenoBauue A<l>C: Ketorolac tromethamine / KeTopoJiaKa TPOMeTaMHH 
INN /MHH: Ketorolac / KernpoJiaK 
API manufacturer batch number / 

ABSH001785 
HoMep cepuu nponJBOJ:lHTeJin A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauuuu nponJBOAHTeJin FESA00219 
r JI<I>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
IlponJBOAHTeJih A<l>C, CTpaua: ,[(-p PeMH'c Jla6oparnpHc JIT,n:., l1H,n:m1 

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 
HanMenoBauue, a;::i;pec, JiuueuJun AJIR ,[(-p PeMH'c Jla6opaTopHc JIT,n:., l1tt,n:m1, IlpoH3Bo,n:cTBeHHoe 
IlponJBOACTBeuuan nJio«.a;::i;Ka / IIJio«.aAKa no.n:pm,n:eJieHHe-6, BHJIJI. KxoJib, Hanarapx Poy.n:, EaMH, ,[(HcTpHKT 
KOHTPOJIR KaqecTBa / IIJio«.a.n:Ka BhrnycKa CoJiaH, X.IT., 173205, l1tt.r:i:m1 (Jim.(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 I 
IlpnMeqaune: TipO/lYKT coorneTcrnyeT rpe6oBaHH51M H,ll; 3a1011oqettne: O)];OliPEHO 

Prepared by / 

Rana 
Ilo,!J,rOTOBJieHo: Pravc1h 

Date I 
}];am: 12.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TipoBepetto: Pardeep TipoBepetto (AOK): O)lo6petto: O6ecne11ettne Ka11ecrna/OrneTCTBeHHOe 
Kumar Amit Kumar mn-10: 

~/ ~ (\_/' 

I 
Date/ Date I !Date/ I i.-rn,- L-0 2~ }];am: 12.01.2026 }];am: 12.01.2026 }];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. Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTM~MKATAHAJIH3A 

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 
IIP0.IJ.YKT: KcTOPOJl® 3Kcn pecc (KeTOPOJiaK) Ta6JieTKH, )J.UCOeprunveMbie B UOJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Poccm1 
Batch No/ 

: V2600009 
Batch Quantity/ 36,00,000 tab / 

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

: 040003250730 
Date of Analysis / 

12.01.2026 
AnaJIHTH'lecKun OT'leT .N'2 .[{aTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.[{aTa DPOH3BO)J.CTBa ro)J.eH )J.O 
Mfg. License No./ 

MA number:/ 
flpOH3B0)J.CTBeHHaH : MNB/05/263 

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

JIUQeH3HH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoBe)J.eu no H,11,: JITI-.N'2(004669)-(Pr-RU)-190224 
PIL version annroved: / MucTpyKQHH yTeep,K,1J.eua: 21.04.2025 

Page 11 of 11 / CTp. 11 HJ 11 
3aKJiloqeHHe O COOTBeTCTBHH: «HacT051IIJJ1M 51 IIO,LlTBep)l()J.aIO, 'ITO rrp:irne,neHHM Bbillle Irnq>OpMa:u;m1 51BJUieTC51 

,LlOCTOBepHOH H TO'IHOH. 3m cepttx rrpo,nyK:UHH rrpOH3Be,neHa (BKJIIO'IM yrraKOBKY (MapKHpOBKY) H KOHTpOJII, 

Ka'IeCTBa) Ha BbillleyKa3aHHOH rrpott3BO,LlCTBeHHOH rrnoma,n:Ke (rrnoma,n:Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH51MH IlpaBHJI Ha,n:Jie)Kamett rrpOH3BO.L{CTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMH1IeCKOro COI03a H 

Tpe6oBaHH51MH KOHTpOM Ka1IeCTBa JieKapCTBeHHbIX cpe,n:CTB, a TaK)Ke B COOTBeTCTBHH co crre:u;Hq>HKal..(mIMH, 

co.n;ep)KamttMHC51 B perHCTpal..(HOHHOM .noc1,e CTpaHbI-HMIIOpTepa. 3arrHCH no rrpOH3BO,lJ;CTBY, yrraKOBKe H aHaJIH3Y 

npoBepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHirnM Ilpamrn Ha,n;Jie)Kameit rrpOH3BO,lJ;CTBeHHOH rrpaKTHKH 

EBpa3HHCKOro 3KOHOMH1IeCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMC'fauue: ITpo,nyKT COOTBeTCTByeT Tpe6oBaHIDIM H,l], 3aKJJIO'feuue: O,l].OliPEHO 

Prepared by / 
TTo:nroToaneHo: Pravesh 

Rana i 
Date/ 
,[),am: 12.01.2026 

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

npoaepe,w: Pardeep TTpoeepeHo (AOK): O.no6petto: O6ecnelfett11e KalfecTBa/OTBeTCTBeHttoe 

Kumar Amit Kumar Jll,11._\0: 

G;~,,-----=4---c- 0/.--
Date/ Date/ IDate / \ 2.--vl ~o-z._-/;, ,[),am: 12.01.2026 ,[),am: 12.01.2026 ,[),am: 

Registered Office: 8-2-337, Road No. 3, Banjare1 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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