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

CEPTH <I> HI( A 1' AJ-IAJJ]il3A, 

Dr. Reddv's Laboratories Ltd . 

Formulation Unit-6 
Vii i. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets IO mg 
IIP0llVKT: KeTopoJI® 3 Kcopecc (teeTopoJJaK) Ta6J1eTK11, )J.ucneprnpyel\tbre B noJIOCTH pTa, IO Mr 

Market / PhlHOK : Russia / Poccm1 
Batch No I 

: V2600277 
Batch Quantity / . 36,00,000 tab I 

Cepun .N'!! O6'heM cepuu • 36,00,000 Ta6 
Analytical Report No/ 

: 040003282948 
Date of Analysis / 

: 27.02.2026 
AuaJIUTU'lecKun OT'leT .N'!! JlaTa auaJIH3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

: 12/2027 
,Lt:aTa npOU3B0)).CTBa ro)J.eH AO 
Mfg. License No./ 

MA number:/ 
llpOH3B0)).CTBeHHaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIU3 npoBe,ueu no H,Lt:: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved:/ HucTPVKUIHI yTsep~ena: 21.04.2025 

Paee 1 of 11 / CTp. 1 H3 11 
No 

Test I TToKaJaTeJib Results I Pe3yJibT3TbI Specification / HopMa 
.N'!! 

1 Description / 01.mcauue Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 
tablets with "I" debossed on one debossed on one side. / Kpyrnh1e nJIOCKl1e 
side. / Kpyrnhie nnocK11e m6JieTKl1 c <paCKOH, CBeTJIO-)KeJITOro ueem c 
m6neTKl1 c cpacKOH, ceerno- rpae11poBKOM «I» Ha OJlHOH cTopoHe. 
)KeJIToro ueera c rpae11poeKOH 

' «I» Ha O}lHOH CTOpOHe. 

2 Identification/ l1,11eHT111fmKan.1rn 

K etor olac I KemopollaK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Ye!>-
cneKTpb1 nornomemrn 11cnb1TyeMoro pacrnopa 11 
pacrnopa cmHnaprnoro o6pa3Ua KernponaKa 
TPOMemMMHa ,llOJI)KHbl HMeTb MaKCJ.1MYMbl np11 
O}lHOH 11 TOM )Ke ,llJJiiHe BOJIHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
HpnMe'laHue: TiponyKT coorneTcrnyeT TPe6oeam1.11M H)]; 3a1m 1o<iem1e: O,ll,06PEHO 

Prepared by / 

TTo.1lr0TOeneuo: Ramakant 

@J~t 
Date/ 
)];am: 27.02.2026 

Checked by / CJ1ecked by (AQA) / Approved by: Quality Assurance/ Authorized person / 

TipoeepeHo :Pardeep TTpoeepeHO (AOK): OJ1.06peHo: O6ecneqeH11e Kaqecrna/OrneTCTBeHHOe 

Kumar Amit Kumar JJM UO: iR ~ /\ .-/~ 
Date / Date I !Date / 2,7.~o;...- !uJ2--rf 
,[(am: 27.02.2026 )];am : 27.02.2026 )];am: 

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

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

CEPTH<l>HKAT AHAJIB3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol _. Nalagarh Road, Baddi, 

Distt . Sol an, H.P .. 173 205, INDIA 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
l1po.uy1-."T: KeTopoJI® 3 Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprHDVCMbie s DOJIOCTH PTa, 10 Mr 
Market / PblHOK : Russia / Poccmi: 
Batch No/ 

: V2600277 Batch Quantity/ . 36,00,000 tab/ 
CepHH.N'!! O6beM cepHH • 36,00,000 rn6 
Analytical Report No/ : 040003282948 

Date of Analysis / : 27.02.2026 
AuaJIHTH'leCKHH oT11eT .N'!! .lJ:aTa anaJIHJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / : 12/2027 

)];aTa IIP0H3B0,UCTBa ro.ueu AO 
Mfg. License No. / 

MA number:/ 
IlpOH3B0ACTBeHHaH : MNB/05/263 

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

JIHIIeHJHH .N'!! 
Analysis performed according ND:/ AuaJIHJ npose.ueu no ff)];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / HncTDVKIIHH yTsepm,i::i:eua: 21.04.2025 

Page 2 of 11 / CTp. 2 HJ 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJI1>TaT1>1 Specification / HopMa 
.N'!! 

Complies I CoorneTcTByeT 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 BpeMH y,n:ep)l(J1Batt1rn OCHOBHOrD ITHKa Ha 
xpoMarnrpaMMe 11cIThITyeMoro pacrnopa 

.n:omrrno C00TBCTCTB0BaTh BpeMeHH 
y .n:ep)l(HBaHHH 0CHOBHOro ITH Ka Ha 
xpoMaTorpaMMe pacrnopa CTaH,n:apTHOf0 
06pa3ua KeToponaKa TPOMeTaMHHa (pa3,n:CJI 
«KOJIWieCTBCHHOe onpe,n:eJieHHe») . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMeqattue: ITpo.n:yKT coorneTcrnyeT TPe6osaHHHM HA 3aKmoqeuue: 0.ll:OliPEHO 

Prepared by I 
n o.nroTOBJTeHo: Ramakant 

~ 
!Date/ 
:,D.a-ra: 27.02.2026 

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

nposepetto:Pardeep ITpoaepetto (AOK) : O.no6pe1rn : O6ecne'!eHHe Ka'lecrna/OrneTcTBeHHoe 

Kumar Amit Kumar m 1uo: ~ ~ j\~~ 
I Date I Date I !Date / fJ- 7 r(J/- r 2-tJU 
: )].am: 27.02.2026 ,[(am: 27 .02 .2026 ,[(am: 

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

Cl N: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ,.,.;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>Hl(A T AHAJIH3A 

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 
IlPOAJKT: KeTO,POJI® 3Kcnpecc (KCT0POJiaK) Ta6JieTKH, }lllCnepnmveMLie a DOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia I Pocc,-rn 
Batch No/ 

: V2600277 
Batch Quantity/ . 36,00,000 tab/ 

Cep,rn .N'!! O6beM CeJ)JIH • 36,00,000 rn6 
Analytical Report No/ Date of Analysis / 
AnaJJIITIJ'ICCKllii OT'ICT .N'!! 

: 040003282948 
l[aTa auaJiu3a 

: 27.02.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
: 12/2027 

)];aTa DJ)OlllB0.LJ;CTBa ro.neH .LJ;O 
Mfg. License No./ 

MA number:/ 
IlpoH3BOJlCTBeuuaH : MNB/05/263 

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

JIHU,eH3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 npose}leu no H)];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / B.ecTJ>YKUHH YTBeplK,ll;eua: 21.04.2025 

No 
.N'!! 

Test I Ilo1ea1aTeJ1b Results/ Pe1yJibTaTb1 

Pa2e 3 of 11 / CTp. 3 H3 11 

Specification/ HopMa 

Butylhydroxyanisole I 
EymunzuopOKCUaHU30JI 

Complies / CooTBeTcrnyeT The retention times of2-butylhydroxyanisole and 
3-butylhydroxyanisole peaks on the 
chromatogram of the rest solution should 
correspond by the retention times to 2-
butylhydroxyanisole and 3-buty-U1ydroxyanisole 
peaks on the chromatogram of 
butylhydroxya1tisole standard so.lution 
("ButylJ1ydroxyanisole content" section). / 
BpeMeHa y.uep)K11BaHHSl m11<0B 2-
6yrnnni.upOKCl1aHl1.30Jla H 3-
6yrnnni.upoKCHaHH30Jl8 Ha xpoMaTOrpaMMe 

11cnb1ryeMoro pacTBopa ,!l,OJDKHbl 

COOTBeTCTBOB8Tb apeMef!aM y.uep>Kl1881-HUI 

n11Koa 2-6yrnnrw.npoKcHaHH30na 11 3-
6ymnr11.np0Kc11a11111ona r-ra xpoMaTorpaMMe 
pacTBopa c-ra11naprnoro 06pa1ua 
6yr11nr11JJ.pOKc11.aHH3ona (pal.a.en «Co.a.ep)l(aHHe 
6yrHJJ ntJJ.pOKCHaHH3OJ13}) ). 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
OpuMe•rauue: TTpo.nyKT coOTBeTc-rnyeT Tpe6oaaHIDIM HA 3a1emo•1eu11c: 0/l:OliPEHO 

Prepared by / 
no.uroTosneHo: Ramakant 

~ 
Date/ 
}];aTa: 27.02.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
npoaepeHo:Pardeep npoaepe1-10 (AOK): On.o6peHo: O6ecne'-ieHtte Ka'-iecrna/OrneTcTBeHHoe 
Kumar 

=.1 -
Amil Kumar m1uo: fj 

~,-~ C----
..---

Date I 

1

1:Date I IDate/ ~7.--otrwu 
)],aTa: 27.02.2026 )J,aTa: 27.02.2026 ,[(am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· 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, !NOIA 

Tel: +9198166 56001-02 
www.drred dys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJ:i:YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .a:ucnepruoveMhle B noJIOCTH pTa, 10 Mr 
Market / PhlHOK : Russia I Poccm1 
Batch No I 

: V2600277 Batch Quantity / . 36,00,000 tab I 
CeouH .N'!! O6beM cepuu 

0 

36,00,000 Ta6 
Analytical Report No/ 

: 040003282948 
Date of Analysis / 

: 27.02.2026 
AnaJIHTH'lecKuu OT'leT .N'!! ,Il;aTa auaJIH3a 
Date of Manufacture / 

: 01/2026 Date of Expiry / 
: 12/2027 

l[aTa npOH3BOJ:i:CTBa ro.a:eu .a:o 
Mfg. License No./ 

MA number:/ 
IlpoHJBOJ:i:CTBeunaH : MNB/05/263 

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

JIHQeH3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 npose.a:en no H,n;: JIIl-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKQHH YTBep)KJ:i:eHa: 21.04.2025 

Page 4 of 11 / CTp. 4 H3 11 
No 

Test I IloKa3aTeJib Results/ Pe3yJibTaTbI Specification / HopMa .N'!! 
3 A".erage weight/ Cpe.a:nHH 68.8 mg/ 68,8 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 

Macca OT 67,2 Mr JlO 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 m6JieTOK - He 6onee ± 10 %; 
O.a:uopo.nnocTb MaCcbI 

2/20 rn6nernK - He 6onee ± 20 %. 

4 Disintegration time/ 
Pacna.a:aeMOCTb 

00 min 21 sec/ 00 MHH 21 ceK Not more than 3 min. I He 6onee 3 MHH. 

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

Unit-2 / Ta6n-2 101 % 
(ketorolac tromethamine) in 15 min. / He Mettee 
75 % (Q) C1sH13NO3•C4H11NO3 (KeTOponaKa 

Unit-3 / Ta6n-3 101 % TPOMeTaMHH) '-1epe3 15 MHH. 

Unit-4 / Ta6n-4 103 % 

Unit-5 / Ta6n-5 104 % 

Unit-6 / Ta6n-6 105 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'-lanue: ITpOJlYKT coorneTcrnyeT Tpe6oaaHHJIM H)]; 3aKJ110'-len11e: O)];OliPEHO 

Prepared by/ 
IToJlrOTOBJieHo: Ramakant 

~ 
Date I 
.[(am: 27.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
n posepeuo: P ardeep npooepeuo (AOK): OJJ,o6peHo: O6ecne'-leH11e Ka'-lecrna/OrneTcTBeHHOe 
Kumar 

=! 
Amit Kumar JIHUO: cAf 

/\ _/I-- -~ 

Date I Date/ !Date/ 2 7 r(Jt- r),(J 2-l, 
.[(am: 27.02.2026 )];am: 27.02.2026 .[(am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

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 

.... ·· ·-·. - -~ -- --· 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYl.:T: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMble e UOJIOCTH J>Ta, 10 Mr 
Market / PLrnoK : Russia I Pocc1u1 
Batch No/ 

: V2600277 
Batch Quantity / . 36,00,000 tab I 

CeouH N!! O6beM cepuu • 36,00,000 rn6 
Analytical Report No / 

: 040003282948 
Date of Analysis / 

: 27.02.2026 
AnaJIHTH<IecKuu OT'leT .N'!! )J;aTa auanu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry/ 

: 12/2027 )J;aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 11poH3BOACTBeHHaH : MNB/05/263 
HoMepPY 

: JIII-.N'2(004669)-(Pr-RU) 
JIHUeH3HH .N'!! 
Analysis performed according ND:/ Ananu3 npoeeAeH no~: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version aooroved: / HttcTPYKUHH yTeep,KAetta: 21.04.2025 

Page 5 of 11 / CTp. 5 HJ 11 
No 

Test I IloKaJaTeJJb Results/ PeJyJJbTaTbl Specification / HopMa .N'!! 
6 Particle size distribution / Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 

,l(ttcnepcnocn, sieve is formed. / O6pa3yeTCH 0.[lHOpo,nHaH 
cycneH3HH, npoXO.[lHIUaH CKB03b CHTO 
pa3MepoM ornepcrni1 710 MKM. 

7 Impurities / n pttMectt 

I-hydroxy analog of Below LOQ (LOQ = 0.0032%) / not more than 0.5 %; / ne 6onee 0,5 %; 
ketorolac: / Hm1<e npe.nena 
l-rn.np0Kc11ananor KonwrncTsennoro onpe.nenenm1 
KeToponaKa (ITKO = 0.0032 %) 

1-keto analog of ketorolac / 0.05 % 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,nl1Hl1'-IHaH 
HeH,neHTl1~11U11pOBaHHaH 
rrpHMeCb 

total impurities / 0.1 % not more than 1.0 %. I He 6onee 1,0 %. 
CYMMa rrp11Mecew 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lantte: ITpo.nyKT coorneTcrnyeT Tpe6osamrnM H.l( 3aKJJIO'lentte: 0,l(OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
no.nrOTOBneHO: Ramakant 

~~~ . 
Date/ 
JJ:arn: 27.02.2026 

nposepeHo:Pardeep nposepeHo (AOK): O,no6petto: O6ecne11enue Ka11ecrna/OrneTCTBeHHoe 
Kumar 

~ 
Amit Kumar nMuo: lilf 

/\ --:- r---

Date I Date / 'Date / 17~r2(/){ 
}];am: 27.02.2026 ,ll.aTa: 27.02.2026 J].aTa: 

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

CIN: L85195AP1984PLC004507 
•t,,•ww.drreddys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTII <I>HKAT 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 
IIPO,LJ;VKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,!J;HCneprupyeMhle e DOJIOCTH pTa, 10 Ml' 
Market / PhIHOK : Russia / Pocc1151 
Batch No/ 

: V2600277 Batch Quantity / . 36,00,000 tab/ 
CeonH .N'!! O6neM cepuu • 36,00,000 Ta6 
Analytical Report No/ 

: 040003282948 
Date of Analysis / 

: 27.02.2026 
AuannTn'lecKuii OT'leT .N'!! ,U:aTa auanu3a 
Date of Manufacture/ 

: 01/2026 Date of Expiry/ 
: 12/2027 

,U:aTa npOH3B0,LJ;CTBa ro,!J;eH ,!J;O 
Mfg. License No./ 

MA number:/ 
11pou3B0,!J;CTBeHHaH : MNB/05/263 

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

JIUI~eHJHH .N'!! 

Analysis performed according ND:/ AuannJ npoee,L1;eu no H,z::i:: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / IIncTPVKQHH YTBep~eua: 21.04.2025 

Page 6 of 11 / CTp. 6 HJ 11 
No 

Test I IloKaJaTem> Results/ Pe1yJ1bTaTbI Specification/ HopMa x~ 
8 Water content/ 2.0% Not more than 7.0 %. / 

CoJJ:ep,1rnuue B0/1:bl He 6onee 7 ,0 %. 

9 Residual solvents / OcTaTO'IHbte opranu'!ecKue pacTeopuTeJlH 

Isopropyl alcohol/ 4 µg/tab I Not more than 350 µg/tab. / 
l1J011po11auoJJ 4 MKr s Ta6JJeTKe He 6oJJee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
OpuMe'!auue: Ilpo.uyKT cooTBeTcTByeT -rpe6osaHIDIM H)]. 3a1rn 10'1euue: O,II.OliPEHO 

Prepared by I 
n o.nrOTOBJJeHo: Ramakant 

~ 
Date I 
)J:arn: 27.02 .2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person/ 
TTpoeepeuo: Pardeep Ilposepeuo (AOK): Oao6peHo: 06ecne'!em1e Ka'lecTBa!OTBeTcTseuuoe 
Kumar Amit Kumar nm.i;o: tfi/r) 

d-c "~ - -

Date I Date/ !°ate I 2- 7 r()~)o)t 
,Z:(a-ra: 27.02.2026 )].am: 27.02.2026 )].am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys .com 

I 



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

CERTIFICATE OF ANALYSI 
CEP'fH<l>HKAT AHAJIHJA 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpony,cr: KeTOl)OJl® 3Kcnpecc (KeT0POJlaK) Ta6JJeTKIJ, AIICneprupyeMblC s DOJIOCTH pTa, 10 Mr 
Market/ PhIHOK : Russia / Poccm1. 
Batch No/ 

: V2600277 
Batch Quantity/ . 36,00,000 tab/ 

CePlrn .M! O6neM cepun • 36,00,000 Ta6 
Analytical Report No I 

: 040003282948 
Date of Analysis / 

: 27.02.2026 A11anuTn•1ecKnii OT'IeT .M! llaTa auanu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

: 12/2027 ,ll,aTa 0llOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ IlponlBOACTBeuuaH : MNB/05/263 
HoMepPY 

: JIIT-.M!(004669)-(Pr-RU) 
JIHUeHJHSI .N'!! 
Analysis performed according ND: I AuaJinl npose.neu no H,ll,: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / HncTPYKUUH VTBep~ena: 21.04.2025 

Page 7 of 11 I CTp. 7 Hl 11 
No 

Test/ IloKalaTeJib Results I Pe1yJihTaT1,1 Specification / HopMa 
.N'!! 

10 Microbiological purity*/ M11Kpo6110Jion1'fecKaS1 'fucrnrn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee q11cno He 6onee 103 KOE/r; 
a3p06HhIX M11Kpo-
opraHl13M0B 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count / o6mee q11cno He 6onee 102 KOE/r; 
.npm101<eBhIX M TIJJeCHeBhlX 
rp116os 

Escherichia Coli NA shell be absent in 1 gram. / 
oTcyrcrntte s 1 r. 

11 Uniformity of dosage units I Acceptance value (AV) not more than 15.0 
0.nuopO.llHOCTb 

3.3 
I1oKa3aTeJJh np11eMJJeM0CTl1 (AV) .nomI<eH 6h!Th 

,n03Hp0B8HHblX e.nunuu He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
flpllMCl:lllHlle: ITpo,nyKT COOTBeTcTByeT Tpe6osamHIM H)]. 3aKJIIO'fCHIIC: o,a:Ol>PEHO 

Prepared by/ 
Tio.nrornsneHo: Ramakant 

~ 
Date I 
,Ua111: 27.02.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
ITposepeHo:Pardeep flponepeHo (AOK) : O.no6peuo: O6ecneYeu11e Kaqecrna/OrneTcTBeHHOe 
Kumar Amit Kumar m1uo: fl-c:::.( -;::- f\ _/'\,--

Date / 

I
IDate/ I Date/ I)._ 7 ~ ~-__r uu 

)].am: 27.02.2026 ,na,-a: 27.02 .2026 .IlaTa: 

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

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH~HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vii i. Khol , Nalagarh Road, Baddi, 
Distt. Sol an, H.P., 173 205, INDIA 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo).l,ytcT: KeTopoJJ® 3 Kcnpecc (KeTopoJJatc) Ta6JieTKH, AHCneprupyeMhie B noJIOCTH pTa, 10 Mr 
Market/ PbmoK : Russia / Poccm1 
Batch No/ 

: V2600277 
Batch Quantity / . 36,00,000 tab I 

CeouH N2 O6'beM cepun • 36,00,000 Ta6 
Analytical Report No / 

: 040003282948 
Date of Analysis / 

: 27.02.2026 
AnaJinTn'lecKnu OT'leT N2 ,l(aTa auaJinJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

: 12/2027 
,l(aTa npOH3B0ACTBa roAeH AO 
Mfg. License No./ 

MA number:/ IlpouJBOACTeeunaH : MNB/05/263 
HoMepPY 

: JIII-N2(004669)-(Pr-RU) 
JIUIJeHJHH N!! 

Analysis performed according ND:/ AnaJiuJ npoBeAen no H,l(: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HecTDVKIJHH yTBep,imeua: 21.04.2025 

Page 8 of 11 / CTp. 8 HJ 11 
No 

Test / IloKaJaTeJlb Results/ PeJyJ1bTaTb1 Specification/ HopMa 
NQ 

12 Assay / KoJ1H'-1ecTBeHHoe 10.1 mg/ 10,1 Mr From 9.0mg to 11.0mg of 
onpeJJ:eJ1eHue (100.8 %) C1sHuNO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr JJ:O 11 ,0 Mr 
C1sH13NO3•C4H11NO3 (KeTOponaKa 
TpOMeTaMHH) (OT 90,0 JJ:O 110,0 % OT 
Ja}IBJieHHOro KOJIWieCTBa) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.0984 mg/tab I Not less than 0.042 mg/tab. / 
content I CoJJ:epiKaHne 0,0984 Mr B rn6neTKe He MeHee 0,042 Mr B rn6neTKe. 
6yTHJ1fHJJ:pOKCHaHH30J1a 

Remarks : The Product confirms to ND/ 

I
IConclusion : APPROVED I 

IlpuMe'laHne: TTpoJlyKT coorneTcrnyeT TPe60BaHI1}1M H,D, 3aKJ110'lenue: O,LI:OliPEHO 

Prepared by I Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
lloAr0T0BneHo: Ramakant TTpoBepeHO:Pardeep TTpoBepeHo (AOK): OAo6peHo: O6ecne,ieHtte Ka'-lecrna/OrneTcrneHHOe 

~ 
K umar Amit Kumar n.11uo: I ~ V,,-

Date / Date/ Date / I Date / 2-7 r(),2- ~UJU 
AaTa: 27.02.2026 ,D,arn: 27.02.2026 ,D,ani: 27 .02.2026 .[I.am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te,a ngana, India 
Tel: +91404900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTMWHKATAHAJIH3A 

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 
IlPOJlYKT: :KeTOPOJI® 3Kcnoecc (KeTopoJiaK) Ta6JieTKH, JlUCnepruoveMhle B Il0JIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Pocc11rn 
Batch No I 

: V2600277 Batch Quantity/ . 36,00,000 tab I 
CepuH .N'!, O6beM cepuu • 36,00,000 Ta6 
Analytical Report No/ 

: 040003282948 
Date of Analysis / 

: 27.02.2026 
AuaJIHTH'lecKuii OT'leT .N'!! ,U:aTa anaJiu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry/ 

: 12/2027 
,U:aTa DPOH3B0.[l;CTBa ro.a:eu,a:o 
Mfg. License No. / 

MA number:/ 
Ilpon3BOJlCTBeuuaH : MNB/05/263 

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

m1 uen3nH .M, 
Analysis performed according ND:/ AuaJIH3 npoBe,a:eu no HJJ:: JIIl-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / MnCTPVKUHH YTBepm.[J;ena: 21.04.2025 

Page 9 of 11 / Crp. 9 03 11 
No 

Test/ IToKaJaTeJib Results/ PeJyJibTaThl Specification / HopMa 
.N'! 

14 Package description / 10 tablets m a blister of 10 tablets in a blister of (P Al 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. / no 10 rn6neTOK B 6m1cTepe . HJ 

information leaflet in a carton (nA/ Afl/TT3 C snarorrornornTeneM/n3Bn) 
pack. I no 10 rn6neTOK B <pOflbrH // (n3/ An) <ponbrH. no 1 J,fflj,f 2 
6m1cTepe H3 (nA/ Afl/TT3 C 6Jll!ICTepa BMeCTe C flHCTKOM-BKna,UbIIlleM 
s11arorrornoT11TeneM/Il3B n) na'-IKY KapTOHH)'IO. 
<pOJlbrH // (n3/ AJI) <pOJlbrH. no 
2 6m1cTepa BMeCTe C JlHCTKOM-
BKna,Ub!IlleM B rratJKY 
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. 
* ITpu BbmycKe JleKapCTBeHHOro npenapaTa KOHTpOJlb KaqeCTBa no UOKa3aTeJ1IO «MHKp06HOJ10ruqecKaH 
qffCTOTa» npoBOAHTCSI ,1,JlSI Ka~ou 20-ou cepuu, HJlH ,l)_JlH 0,/)_HOH cepuu B ro.n., B 3aBHCHMOCTH OT Toro, qyo 
HaCTYDHT paHbUJe. 

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

ITpnMeqanue: npo.uyKT coorneTcrnyeT Ype6osaHIDIM H.D: 3aKJIJOqenue: O,Ll;OliPEHO 

Prepared by I 
TToJirOTOBJJeHo: Ramakant 

~ 
!Date/ 
:.n:ara: 27.02.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
TTpoeepeHo:Pardeep nposepeno (AOK): 0.n.o6peHo: 06ecrre1IeH11e KatJecrna/OrneTcrneHHoe 
KLUnar ~r Amit Kumar JlHU:O: flW 

t ~--I C ,,.,,::--

I Date/ Date/ IDate / 2, 7r()J--r~ 
: ./J:arn: 27.02 .2026 ,n:arn: 27.02.2026 ,n:arn: 

Registered Office: 8-2-337, Road No. 3, SanJara Hills, Hyderabad - 500034, Te:angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@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 
CEPTMWIIKATAHAJIM3A 

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

Tel : +91 98166 56001-02 
www.drred dys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIDOIIVKT: KeTopoJJ® 3Kcnpecc (KeTopoJJaK) Ta6JieTKH, .[( IICOepr upyeMhle B UOJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Poccirn 
Batch No/ 

: V2600277 Batch Quantity/ . 36,00,000 tab I 
Cepm1 .N'!! O6beM cepuu • 36,00,000 Ta6 
Analytical Report No/ 

: 040003282948 Date of Analysis / 
: 27.02.2026 

AnaJIHTHlfeCKHH OT'leT .N'!! ,llaTa anaJIH3a 
Date of Manufacture / 

: 01/2026 Date of Expiry / 
: 12/2027 

)];aTa DPOH3B0.[(CTBa roAeU AO 
Mfg. License No. I 

MA number:/ 
Ilpou3BOACTBennaa : MNB/05/263 

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

JIHI .. eH3HH .N'!! 

Analysis performed according ND:/ AnaJim npoBe.[(eu no 11,lJ;: JIII-.N'!!(004669)-{Pr-RU)-190224 
PIL version approved: / MncTDVKUHH YTBep,KJleua: 21.04.2025 

Page 10 of 11 / CTp. 10 H3 11 
API name/ HauMenoBanue AWC: Ketorolac tromethamine / KeTOpoJiaKa TPOMeTaM HH 

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

ABSH002693, ABSH002976 
HoMeP cepuu npoH3BO.[(HTeJIH AWC: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH npOH3B0.[(HTeJIH FESA00356, FESA00498 
rJiw: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India/ 
IlpOH3B0tJ:HTeJib Awe, CTpaua: ,U-p PeMH'c Jla6oparnp1-1c Jh.L1-., I1H.L1-H$1 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Kho!, 
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
site/ MNB/05/263) I 
HauMenoeauue, a.[(pec, JIHQeH3HH .[(JIH ,U-p Pe.LUJ,H'c Jia6opaTOpHC JlT.[(., l1H.[(HSI, TipOH3B0.[(CTBeHHOe 
Ilpon3BO.[(CTBennaH DJIOI.Ua.[(Ka / IIJIOI.Ua.[(Ka no.npa3.[(eJieHHe-6, BHJIJI. KxoJib, HaJiarapx Poy.[(, EaMH, ,UHcTpHKT 
KOHTPOJIH KalJeCTBa / IIJIOI.Ua/],Ka BhlDYCKa CoJiaH, x.rr ., 173205, 11H.[(HSI (JIHI..(eH3HSI 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 / 
IlpuMelfanue: Ilpo,nyKT coorneTcrnyeT Tpe6oBaHIDIM H)J; 3aKJ1t0lfenue: O)];OliPEHO 

Prepared by / 
Ilo.nroTOBJietto: Ramakant 

~ 
Date / 
,ll;am: 27 .02.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
IlpoBepetto:Pardeep flposepetto (AOK) : O.no6petto: O6ecnelfettue Kalfecrna/OrneTCTBeHHoe 
Kumar Amit Kumar JIHUO: ~ 
~ A_/\_ 

Date I Date I !Date / Q,, 7 ,tJJ-r-2,bU I , 

)];am: 27.02 .2026 ,[(am : 27.02.2026 ,[(am: 

Registered Offi ce: 8-2-337, Road No. 3, Banja ra Hills, Hyderabad - 500034, Te,a ngana, India 
Te l: +9140 4900 2900, Fax: +9140 4900 2999, Email : ma il@drreddys.com 

CIN: L85 195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTHWMKATAHAJIH3A 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,[1.y1n: KeTopoJI® 3 Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,[I.HCDeprupyeMble B D0JI0CTH pTa, 10 Mr 
Market / PblHOK : Russia / Poccm1 
Batch No I 

: V2600277 Batch Quantity/ . 36,00,000 tab/ 
CepuH .N'!! O61>eM cepuu • 36,00,000 Ta6 
Analytical Report No/ 

: 040003282948 
Date of Analysis / 

: 27.02.2026 
AuaJIHTH'lecKuii OT'leT .N'!! ,ll,aTa anaJiu3a 
Date of Manufacture / 

: 01/2026 Date of Expiry / : 12/2027 
llaTa npOHlBOJJ.CTBa ro,[l.eH ,[1.0 
Mfg. License No./ 

MA number: / 
Ilpou1BOACTBenuaH : MNB/05/263 

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

JIH .. eH3HH .N'!! 
Analysis performed according ND:/ AnaJiu3 npoBeAeH no H,II,: JIII-.N'2(004669)-(Pr-RU)-190224 
PD.., version approved: / HncTPVK._HH YTBep,KJJ.ena: 21.04.2025 

Page 11 of 11 / CTp. 11 01 11 
3aKJU011CHHC O COOTBCTCTBHH: «HacT05Irn;HM 51 TIO,[(TBep)K,[(aIO, qTo npHBe,[(eHHa51 BbIIIIe HHq>OpMaUH51 51BJrneTC51 

,[(OCTOBepHOH H TQqHOH . 3m cepH51 npo,ayKUHH rrpOH3Be,[(eHa (BKJIIOqa51 yrraKOBKY (MapKHpOBKY) H KOHTpOJib 

Kaqecrna) Ha BbIIIIeyKa3aHHOH npoH3B0,[(CTBeHHOH rrrrorn:a,aKe (rrrrorn:a,aKax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH51MH ITpaBHJI Ha,[(Jie)Karn:eii rrpOH3B0,UCTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMHqecKoro COI03a H 

Tpe6oBaHH51MH KOHTpOJI51 KaqecTBa rreKapcTBeHHblX cpe,aCTB, a TaK)Ke B COOTBeTCTBHH co crreumpHKaUH51MH, 

co,uep)Karn:11MHC51 B perHCTpauHOHHOM ,UOCbe CTpaHbI-HMIIOpTepa. 3arrHCH no rrpOH3BO,UCTBY, yrraKOBKe H aHaJIH3y 

rrpoBepeHbI, H yCTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH51M ITpaBHJI Ha,UJie)Karn:eii npOH3B0,UCTBeHHOH rrpaKTHKH 

EBpa3HHCKoro 3KOHOMHqecKoro coI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMC'f3HHe: Tipo)lyKT C00TBeTcTByeT Tpe6oBamrn:M H,[{ 3aKJIIO'fCHtte: 0,lJ;OliPEHO 

Prepared by / 
Tio)lroTOBJieHo: Ramakant 

~ 
Date / 
,ll;aTa: 27.02.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
npoaepeHo:Pardeep n posepe1-10 (AOK): O)lo6peHO : O6ecrre'lem1e Ka'leCTBa/OTBCTCTBCHHOe 
Kumar Amit K umar m1.u.o : YR ~r - 1'S ---~ 

Date/ 

I
IDate / I Date / ?,, 7 r c)2, ru,U 

,[{aTa: 27.02.2026 Aarn: 27 .02.2026 Aarn: 

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

C\N : L85195AP1984PLC004507 
www.drreddys.com 
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