
•·· Dr. Raddy's ~;• 
CERTIFIC TE OF ANALYSIS 

CEPTH~HKATAHAJIB3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Nalagarh Road, Baddi, 
Di5tt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-0Z 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlponvKr: KeTOPOJJ® 3iccnpecc (KeTopoJiaK) Ta6JieTKH, AHCnepru_pyeMble B DOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Pocc11.fl 

Batch No/ 
: V2600388 

Batch Quantity / 36,00,000 tab I 
CepuH .N"!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003315298 
Date of Analysis / 

13.03.2026 
AuaJIHTH'lecKuii OT'leT .N"!! ,ll,aTa auanu3a 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

01/2028 
,U:aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ MA number:/ 
IlpOH3B0ACTBeHHaH : MNB/05/263 

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

nunen3HH N2 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H,z:i:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKUHH yTBeo'1C)l;eua: 21.04.2025 

Page 1 of 11 / CTp. 1 03 11 
No 

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

1 Description / Onucanne 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 rrnoCKH.e 
side. / Kpyrm,e rrnocKH.e rn6neTKH. c qiacKoti, cserno-)KenTOro useTa c 
rn6neTKH. c qiacKoii, cserno- rpas11.posKoii «I» Ha 0.11.Hoti cTOpoHe. 
)KenTOro usern c rpas11.posKoii 
«I» Ha 0,11.ttoti cTopotte . 

2 Identification / 1-f)leHTH(J>HKaUHH 

K etorolac I KemoponaK Complies I CooTBeTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm) . / Y<D-
crreKYpbI rrornomeHH.R H.CllbITyeMoro pacTBopa 11. 
pacTBopa CTaH.11.apTHOro 06pa3ua KeToponaKa 
YpOMeTaMH.Ha .11.0n)KHbl H.MeTb MaKCH.MYMbl rrpH 
O)lHOH u TOH )Ke .11.nH.He BOnHbl (± 2 HM). 

Remarks : The Product confirms to ND/ 

I

IConclusion : APPROVED/ 
llpuMe1-1anue: TTpo.11.yKT cooTBeTcTByeT Ype6osaHH.RM H,l], 3aKJ1IO'-IeHHe: o,n:06PEHO 

Prepared by / 

n oJlroToaneHo,l: :-oo.e h 
Chauhan 

' // 
IDate / 
:L(aTII: 13.03.2026 

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

npouepeHo:Rama K ant ITposepeHo (AOK) : OAo6petto: O6ec11eqem1e KalfecTBal OTBeTcTBeHnoe 

t~ Ajay Kumar m1uo: 

6P Srivastava ~ _j-

I Date/ Date / I Date/ , (rll '?,r ?()?.{ 
: ,l],arn: 13.03.2026 }J:ara: 13.03.2026 L(ara: 

Registered Office: 8-2-337, Ro;;d 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 

CEPTH<l>HKAT AHAJJH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
I/ill. Khol, Nalagarh Road, Baddi, 
Ddt. Solan, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02. 

www drredd ys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uy1n: KeTOpoJI® 3Kcopecc (KCTOPOJtaK) Ta6JlCTICH, )J.lfCITCPl'HPYCl\1ble B D0JI0CTH pTa, 10 Mr 
Market / PhIHOK : Russia I Poccm1 
Batch No/ : V2600388 

Batch Quantity / 36,00,000 tab I 
CepuH .N"!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003315298 

Date of Analysis / 
13.03.2026 

AttaJlHTH'leCKHH 0T<JeT .N'!! )laTa attaJtuJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

01/2028 
,[.(aTa DP0H3B0/J,CTBa ro,l),eH )).0 

Mfg. License No. / MA number:/ 
fipOH3B0/J,CTBeHHaH : MNB/05/263 

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

JIHQeH3HH .N°!! 
Analysis performed according ND:/ AuaJIH3 npoBe/1,eH no H,[.(: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKQHH yrnep~eua: 21.04.2025 

Pai!e 2 of 11 / CTp. 2 HJ 11 
No 

Test/ TToica3aTeJlb Results/ Pe3yJlbTaTbt Specification / HopMa 
N2 

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 BpeMH y,uep)K11BaH11H OCHOBHOfO nJ-IKa Ha 
xpoMarnrpaMMe 11CllbITYeMoro pacrnopa 
,UOJI)KHO COOTBeTCTBOBaTb BpeMeH11 
y,uep)!<11Batt11H OCHOBHOro TIH.Ka Ha 
xpoMarnrpaMMe pacrnopa crntt,uapTHoro 
o6pa3ua KernponaKa TpOMeTaMH.Ha (pa3,ueJI 
«KoJil1'-IeCTBeHHOe onpe,uenett11e» ). 

Remarks : The Product confirms to ND/ 

I

IConclusion : APPROVED / 
npuMe'laHue: ITpo,uyKT COOTBeTcTByeT Tpe60BaH11HM H,D; 3aKJ110'leHue: O.ll,OliPEHO 

Prepared by I 
Tio,uroTosnetto: Y ogesh 

Chauhan • ~ 

Date/ 

,D;arn: 13 .03.2026 

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

Tiposepetto:Rama Kant nposep HO (AOK): O,uo6petto : O6ecne11em1e Ka11eCTsa/OrneTCTBeHHoe 

~ 
Ajay Kumar miuo: 

~ Sriva tava > 
Date I Date I !Date/ f '{rt) l r 'M'J..C ,D;arn: 13 .03 .2026 ,D;arn: 13.03 .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 

CEPTH~HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
I/ill. Khol, Nalagarh Read, Baddi, 
Oi5tt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
W\Vw.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,n-yirr: KeTopo.11® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, JJ.HCneprupyeMble e DOJIOCTH pTa, 10 Mr 

Market / PblHOK : Russia / Poccm1 

Batch No/ 
: V2600388 

Batch Quantity / 36,00,000 tab I 
CepuH .M! O6'beM cepuu 36,00,000 rn6 
Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKnii OT'leT .N"!! 

: 040003315298 
,ri:aTa anaJiu3a 

13.03.2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
01/2028 

,ri:aTa npOH3BOJJ.CTBa ro,IJ.eH,IJ.0 
Mfg. License No./ 

MA number:/ 
llpon3BOJJ.CTBeuuaH : MNB/05/263 

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

JlHU.eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee,1J.eu no H,ri:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKU.HH yTBeP"'-1l.ena: 21.04.2025 

Pa~e 3 of 11 / CTp. 3 H3 11 

Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbl Specification / HopMa 

Butylhydroxyanisole I 
EymuJ12uopoKCUaHU30JI 

Complies/ CoorneTcrnyeT The retention times of2-butylhydroxyanisole and 
3-butylhydroxyanisole peaks on the 
chromatogram of the test solution should 
correspond by the retention times to 2-
butylhydroxyanisole and 3-butylhydroxyanisole 
peaks on the chromatogram of 
butylhydroxyanisole standard solution 
("Butylhydroxyanisole content" section). / 
BpeMeHa y,11.ep)l(1,rnaHIUI Ill1KOB 2-
6YTJ1Jir11,11.poKCl1aHl130Jia 11 3-
6yT11Jirn,11.poKc11aH113ona Ha xpoMarnrpaMMe 
11CilbITYeMoro pacrnopa AOJilKHhl 
COOTBeTCTBOBaTh BpeMeHaM y,11.ep)l(l1BaH11J1 
Ill1KOB 2-6yT11nrn,11.pOKCl1aH1130Jia 11 3-
6ynmrn,11.pOKCHaH1130Jia Ha xpoMaTorpaMMe 
pacTBOpa cTatt,11.apTHoro o6pa3ua 
6yTHJff11ApOKCHaHH30Jia (pa3,11.eJI «Co,!l,ep)l(aHHe 
6YT11nrn,11.p0Kc11att113ona» ). 

Remarks: The Product confinns to ND/ Conclusion : APPROVED / 
IlpuMe'faHue: Ilpo,11.yKT coorneTcrnyeT Tpe60BaH1U1M HA 3a1m10<1euue: O,LJ:OliPEHO 

Prepared by / 
Ilo,11.roT0BJieHo: Yogesh 

Chauhin I ft 
Date / 

,l1;aTa: 13 .03.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
npoeepeno:Rama Kant Opoeepeno (AOK): O)lo6peno: O6ecrre1Iem1e Ka4ecTBa/OrneTcrneHHoe 

~ 
Ajay Kumar m,uo: 

~ Srivastava 

~ 
Date/ Date / !Date / 1 (rO'!.r'Wl--b 
,l1;aTa: 13.03 .2026 ,nara : 13.03.2026 ,l1;arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH~IIKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Rcac!, Baddi, 
Di~tt. Solan, H.P., 173 205, INDIA 

Tel: +9198166 56001-02 

www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.)'KT: l(e·ropoJ1® 3Kcnpecc (KeTopoJJaK) Ta6rrcnrn, p,ucneprupyeMhie B noJJOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 

Batch No I 
: V2600388 

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

: 040003315298 
Date of Analysis / 

13.03.2026 
AuaJJuTuqecKHH oTqeT .N'!! )I:aTa auaJJu1a 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 

01/2028 
)I:aTa npOH3BOJJ.CTBa roAeH JJ.O 
Mfg. License No./ 

MA number:/ 
IlpouJBOJJ.CTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJJH3 npoBeAeH no H)I:: Jlll-.N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucrnvKQHH yrnep,KJJ;eua: 21.04.2025 

Page 4 of 11 / CTp. 4 u3 11 
No 

Test I IlmcaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa 
.N'~ 
3 Average weight/ Cpe.ll.HHH 70.1 mg/70,1 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 

Macca OT 67,2 Mr .no 72,8 Mr (70,0 Mr± 4,0 %). 
I 

18/20 tablets - not more than ± 10%; 
2/20 tablets - not more than ± 20%. I Uniformity of weight/ 

Complies/ CooTBeTcTByeT 18/20 rn6neTOK - He 6onee ± 10%; Ot1.Hopot1,HOCTI, MaCCbl 
2/20 rn6nernK - ue 6onee ± 20 %. 

4 Disintegration time / 
Pacna.ll,aeMOCTb 

00 min 15 sec/ 00 Ml1H 15 ceK Not more than 3 min. / He 6onee 3 MHH. 

5 Dissolution / PacTBopeuue Unit-I/ Ta6n-1 100 % Not less than 75 % (Q) of C1sH13NO3•C4H11NO3 

Unit-2 / Ta6n-2 

Unit-3 / Ta6n-3 

Unit-4 I Ta6n-4 

Unit-5 / Ta6n-5 

Unit-6 I Ta6n-6 

Remarks : The Product confirms to ND/ 
n p11 1C'13Hlle: TTpo.nyKT COOTBeTcTByeT Tpe6oBaHl1JIM H,ll; 

101 % 
(ketorolac tromethamine) in 15 min. / He Me Hee 
75 % (Q) C1sH13NO3•C4H11NO3 

99% TpOMeTaMHH) Y:epe3 15 MHH. 

99 % 

100 % 

100 % 

Conclusion : APPROVED I 
3aicmoqeuue: O,ll.OliPEHO 

(KernponaKa 

1:==========::::;-;::========:;;=========: 
Prepared by / 
TT0.1I.rornsneuo: Yo esh 
Chauhan 

Date I 
,ll;arn: 13.03.2026 

Checked by/ 
TTposepetto:Rama Kant 

7 
Date I 
,[(am: 13.03.2026 

Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
TTposepeuo (AOK): O.1I.06petto: O6ecneY:eH11e KaY:ecrna/OrneTCTBeHHoe 
Ajay Kumar 
Srivastava 

Date/ 
,ll;arn: 13.03.2026 

m,uo: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH <I> HKA T AHAJill3A 

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

Tel : +91 98166 56001-02 

www.drredciys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJWKT: KeTopon® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )J;HcneprupyeMbte B noJIOCTH pTa, 10 Mr 
Market/ PLIHOK : Russia I Poccm, 
Batch No/ 

: V2600388 
Batch Quantity / 36,00,000 tab/ 

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

: 040003315298 
Date of Analysis / 

13.03.2026 
AuaJiuTuqecKnii oTqeT .N'!! ,n:aTa anaJiuJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 

01/2028 
.l(aTa DPOH3B0)J;CTBa ro)J;eH )J;O 
Mfg. License No./ 

MA number:/ 
IlponJBO)J;CTBeuuaH : MNB/05/263 

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

J1HQeH3HH .N'!! 
Analysis performed according ND:/ AuaJJH3 npoee)J;eu no II)];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKQHH yTeep,K)J;eua: 21.04.2025 

Pa2e 5 of 11 / CTp. 5 HJ 11 
No 

Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbt Specification/ HopMa x~ 
6 Particle size distribution / Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 

,l(ucnepCHOCTb sieve is formed. I O6pa3yeTCR O.UHOpo.uHaR 
cycneH3HR, npoX0,Ullll.(aR CKB03b 
pa3MepoM OTBepcrnif 710 MKM. 

7 Impurities/ IlpuMecu 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / / Hu)l(e npe.uena o6Hapy)l(eHHR 
1-rn.upoKCHaHaJIOr (TIO= 0,0010 %) 
KeToponaKa 

1-keto analog of ketorolac / 0.07% 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,UHHH'IHaH 
HeH,UeHTH~HUHpOBaHHaR 
npHMeCb 

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

Remarks : The Product confirms to ND/ 
IlpttMe'lan0e: Tipo.uyKT coorneTcrnyeT Tpe6osaHHRM HA 

Conclusion : APPROVED / 
3aKJJIO'lenue: 0,l(OliPEHO 

CHTO 

Prepared by / 
Tio.urornsneHo: Yo 

Checked by/ 
npoBepeHo:Rama Kant 

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

Chauhan 

Date / 
)laTa: 13.03.2026 

TiposepeHo (AOK): O.uo6peHo: O6ecneqeH11e Kaqecrna/OrneTcrneHHOe 

~t Ajay.Kumar JIHUO: 
Srivastava 

Date / Date I 
}].ant: 13.03.2026 )],am: 13 .03.2026 

Registered Office: 8-2-337, Ro~d No. 3, Banjara Hills, Hyderabad - 500034, Telang,rna, India 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@d rreddys.com 

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

CEPTH<l>IIKAT AHAJIH3A 

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

Tel : +91 98166 56001-02 
d d ' WWW. rre tiV$.COm 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo~yKT: KeTopon® 3Kcnpecc (KeToponaK) Ta6ncT1rn, ,uucneprupyeMble B nonocTn pTa, 10 Mr 
Market / PbIHOK : Russia / Pocc1151 

Batch No I 
: V2600388 

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

: 040003315298 
Date of Analysis / 

13.03.2026 
AnaJIHTH<teCKHH oTqeT .N'!! ):(aTa auanu1a 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 

01/2028 
):(aTa npou1eo,ucTea ro.ueu .no 
Mfg. License No. / 

MA number:/ 
1Ipou3B0,UCTBeHHaH : MNB/05/263 

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

JIHl~eH3HH J(!! 

Analysis performed according ND:/ Auanu1 npoee,ueu no H,ll.: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKI\HH yTeep,K,1J;eua: 21.04.2025 

Pa2e 6 of 11 / CTp. 6 01 11 
No 

Test I IloKaJaTeJJb Results/ PeJyJJbTaTbl Specification/ HopMa 
_Ng 

8 Water content/ 2.4 % Not more than 7 .0 %. / 
Co,uep,icauue BO.Ubl He 6onee 7,0 %. 

9 Residual solvents/ OcTaTO'-IHb1e oprauuqecKue pacTsopunnu 

Isopropyl alcohol / 5 µg/tab / Not more than 350 µg/tab. / 
l130nponaHoJJ 5 MKr s Ta6JJeTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe'-lauue: Ilpo.uyKT cooTBeTcrnyeT Tpe6osaHIUIM HA 3aKJJJO<teuue: O.LJ:OliPEHO 

Prepared by / 

Chauhan / 
Ilo.uroToBneuo: l og h_ 

/ 
Date / 
.[l.aTa: 13.03.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
Oposepe1m:Rama Kant Ilposepeuo (AOK): O,uo6peuo: O6ecne'leHHe Ka'leCTBa/OrneTCTBeHuoe 

~ 
Ajay Kumar JJHU,O : 

f,& Srivastava 
~ 

Date/ Date/ IDate / I ("0 o'l,,?-02---t 
,ll;arn: 13.03.2026 ,ll;aTa: 13.03.2026 ,r(arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



••· Dr.Reddy's ~;• 

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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Viii. Kho\, Nalagarh Road, Baddi, 
Distt. Sulan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
wv,:w.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,IXyKT: KeTOJ}OJI® 3KCIIJ}CCC (KeTOPOJ!aK.) Ta6JJeTKII, ,zx11coe11r11nveMhle B IlOJI0CTH DTa, 10 Mr 

Market / PhIHOK : Russia I Pocc1rn 

Batch No/ : V2600388 
Batch Quantity/ 36,00,000 tab / 

CepnH .M! O6'heM cepuu 36,00,000 Ta6 

Analytical Report No/ 
: 040003315298 

Date of Analysis / 
13.03.2026 

AuaJIHTHitecKuii OTIIeT .N'!! ,!(aTa auaJIH3a 

Date of Manufacture/ 
: 02/2026 

Date of Expiry / 
01/2028 

l(aTa npon3B0ACTBa roi:.eui:.o 

Mfg. License No./ MA number:/ 
IlpOH3B0,IXCTBeHH3H : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 nposei:.eu no H,IJ;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HncTDVKUHH VTeep)KJ).eua: 21.04.2025 

Pa2e 7 of 11 / CTp. 7 H3 11 
No 

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

10 Microbiological purity*/ Mmcpo6uoJiorH'lecKu1 t.JHCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee t.J11cno He 6onee 103 KOE/r; 
a1po6HhIX MHKpo-
opraHH3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6mee '-IHCJio He 6onee 102 KOE/r; 
,up0)IOKeBblX 11 nnecHeBbIX 
rp1160B 

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,ll,HOpO,ll,HOCTb 

2.6 
I1oKa3aTen1, np11eMneMocrn (AV) ,uon)l(eH 6bn1, 

,U03Hp0B3HHblX e,UHHHU He 6onee 15,0. 

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

IlpuMet.Jauue: ITpo,uyKT coorneTcTByeT Tpe6oaaHl,fj!M H)J. 3a1cmo•1c1J11e: O)1,OliPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITo,urornaneHo: Yogesh nposepetto:Rama Kant npoaepeHo (AOK): O,uo6peHo: O6ecrret.Iem1e Kat.Iecrna/OrneTcTBeHttoe 
Chauhan 

I/ ~~ · Ajay Kumar m1uo: 

~ Sriva tava ~ 
Date/ - Date I Date/ IDate / 
)J.aTa: 13.03.2026 )J.arn: 13.03.2026 )J.arn: 13.03.2026 

~f,b's --2-0U 
)laTa: 

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. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~IIKATAHAJIH3A 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
lIDOJ(VKT! KeTOPoJI® 3Kcnpecc (KeTOPOJlaK) Ta6JieTKH, Jl:HCneprunveMbie B DOJlOCTU PTa, 10 Mr 
Market / PLIHOK : Russia I Pocc1-151 

Batch No I : V2600388 
Batch Quantity / 36,00,000 tab I 

CepuH .N'!! O6'beM cepuu 36,00,000 rn6 
Analytical Report No I : 040003315298 

Date of Analysis / 
13.03.2026 

AnanuTn'lecKnii OT'leT .N'!! )];aTa auanu3a 
Date of Manufacture / : 02/2026 

Date of Expiry/ 
01/2028 

,l(aTa npOH3B0,IJ,CTBa ro,IJ,eH ,IJ,0 
Mfg. License No./ 

MA number:/ 
Ilpou3BO,IJ,CTBeunaH : MNB/05/263 

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

JIHI~eH3HH .N'!! 
Analysis performed according ND:/ Attanm np0Be,1J,eu no H)];: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKQHH YTBepiK,ll;eHa: 21.04.2025 

Pa!'.!e 8 of 11 / CTp 8 u3 11 
No 

Test/ IloKaJaTem, Results/ PeJym,TaTbl Specification / HopMa 
.N'~ 
12 Assay/ KoJrn'-leCTBeHHoe 10.0 mg I 10,0 Mr From 9.0mg to 11.0mg of 

onpeneJieHue (100.3 %) C1sH13NO3•C4HnNO3 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr LIO 11,0 Mr 
C1sH13NO3•C4H11NO3 (KernpoJiaKa 

13 Butylhydroxyanisole 0.0899 mg/tab I 
content I Co,nepm:aHue 0,0899 Mr s Ta6JieTKe 
6yTHJirH,L1,pOKCHaHH30Jia 

Remarks : The Product confirms to ND/ 
IlpnMe<taHne: TTpo.LlyKT coorneTcrnyeT Tpe6oBaHIDIM H,D; 

TpoMeTaM1rn) (OT 90,0 ,11,0 110,0 
3a51BJieHHOro KOJIW!eCTBa) B Ta6JieTKe. 

Not less than 0.042 mg/tab. / 
He MeHee 0,042 Mr B Ta6JieTKe. 

Conclusion : APPROVED / 
3a1<mo<teH11e: O.ll:O6PEHO 

% 

Prepared by I 
nonroTO BJieHo: Yo sh 

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

Chauhan 

Date/ 
)],am: 13.03.2026 

npoeepeHo:Rama Kant TTpoaepeHO (AOK): O.a.o6peHo: O6ecneqem1e Kaqecrna/OrneTcTBeHttoe 

(\ \~ it Ajay Kumar ~y Srivastava 

mmo: 

Date/ Date / 
,D;arn: 13.03.2026 )].aTa: 13.03 .2026 

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

C\N: L851'?5AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH«l>HKAT AHAJilI3A 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpoi.yKT: KeTopon® 3 Kcnpecc (KeToponaK) Ta6nenrn, AHcneprupyeMhie B noJJOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Poccm1 

Batch No/ 
: V2600388 

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

: 040003315298 
Date of Analysis / 

13.03.2026 
AuanttTtt<JecKuii OT'leT .N'!! ,l];aTa auanuJa 
Date of Manufacture/ 

: 02/2026 
Date of Expiry / 

01/2028 
.IJ:aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlpouJBOACTBennaH : MNB/05/263 

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

JIH~eHJHH .N'!! 
Analysis performed according ND:/ AuanuJ npoBeAeH no H)];: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTnvK~HH VTBep~eua: 21.04.2025 

Pa~e 9 of 11 / CTp. 9 HJ 11 
No 

Test/ IloKaJaTe.nb Results/ PeJyJibTaTbl Specification / HopMa x~ 
14 Package description / 10 tablets in a blister of 10 tablets m a blister of (PA/AL/PE with 

OnucaHueynaKOBKH (PA/AL/PE with desiccant/HDPE) 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 6nttcTepe m 
information leaflet in a carton {TIA/ AJ1/TT3 C snaronornonneneM/TI3Bn) 
pack. I no 10 Ta6JieTOK B QlOJibrl1 II (n31AJ1) QlOJibnt. no 1 HJIH 
6JIHCTepe H3 (ITAi AJ1/IT3 C 6m-i:cTepa BMeCTe C JU!CTKOM-BKJia.UbIWeM 
BJiaronornonneneM/n3BTI) rraqKy KapTOHH)'IO. 
QJOJihrH // (TI3/ AJI) QJOJihrH. ITo 
2 6JIHCTepa BMecTe c JIHCTKOM-
BKJia}lhJWeM B na'-!KY 
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 BbmycKe neKapcTseuuoro npenapaTa KOHTpOJJb Ka'leCTBa no noKaJaTeJJIO «MitKpo6uonoruqecKaH 
'IHCTOTa» npoBO.UHTCH .UJIH KaiK,1lOH 20-oii cepuu, HJIH .UJIH O.UHOH cepuu B ro.u, B JaBHCHMOCTH OT Toro, 'ITO 
HaCTynttT paHhUJe. 

Conclu ion : APPROVED / 

3a1rnio'leHue: O,.QOliPEHO 
1:==========;r=======::::;;::::========: 

Remarks : The Product confirms to ND/ 
IlpuMe'lanue: TTpo,nyKT cooTBeTcTByeT Tpe6oBaHIDIM H,.Q 

Prepared by / 
non.roTOBJieHo: Yoge h 
ChauJ1an 

Date I 
,.Qarn: 13.03.2026 

Checked by/ 
npoaepeHo: Rama Kant 

Date / 
,.QaTa: 13.03.2026 

Checked by (AQA) / 
IlpoBepeHo (AOK): 
Ajay Kumar 
Srivastava 

Date / 

)J.aTa: 13 .03.2026 

Approved by: Quality Assurance/ Authorized person / 
Ono6peHo: 06ecrreqem1e Ka11ecrna/OrneTcTBeHHoe 
JIH U.O: 

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

CIN: L85195AP1984PLC004507 

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

CERTIFICATE OF ANALYSIS 
CEPTH<l>MKAT AHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Di~tt. Solan, H.P., 173 205, INDIA 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Il'PO.llYKT: KeTopon® 3Kcnpecc (KeTopoJiaK) Ta6JieTKu, ;::i;ucneprupyeMble B noJiocTu pTa, 10 Mr 
Market / PLIHOK : Russia I Poccirn: 
Batch No/ 

: V2600388 
Batch Quantity/ 36,00,000 tab I 

CepuH }fo O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003315298 
Date of Analysis / 

13.03.2026 
AuaJIUTU'lecKun OT'leT .N'!! ,[(aTa auaJiuJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 

01/2028 
.[(aTa npOU3B0,l].CTBa ro,IJ.eH ;::J;O 
Mfg. License No. / 

MA number: I 
IlpOU3B0,l].CTBeHHaH : MNB/05/263 

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

JIUU,eH3UH .N'!! 
Analysis performed according ND:/ AuaJJuJ npose,1J.eu no H,[(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKu,uH YTBep,KJJ,ena: 21.04.2025 

Page 10 of 11 / CTp. 10 uJ 11 
API name/ HauMeuosauue A<l>C: Ketorolac tromethamine / KernponaKa TpoMeTaMHH 
INN /MHH: Ketorolac / Kernpo11aK 
API manufacturer batch number / 

ABSH003095, ABSH002976 
HoMep cepuu npouJBO,IJ.UTeJJH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHU,UU np0U3B0,l].UTeJIH FESA00497, FESA00498 
r JI<I>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
IIponJBO,l].nTeJJh A<l>C, cTpaua: ,ll.-p PeM11'c Jla6oparnp11c JlT.D,., 11tt.D,H51 
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 
HauMeuosauue, a,1J.pec, JJuu,euJUH ,IJ.JJH ,ll.-p Pe.D,.D,H' C Jla6opaTOpHC JlT.D,., 11H.D,H51, ITpoH3B0.D,CTBeHHOe 
IIpouJBO;::J;CTBeuuaH nJiom,a;::i;Ka / IIJ1om,a,1J.Ka no.D,pa3.D,e11ett11e-6, B111111. Kxo11b, Hanarapx Poy.D,, EaMH, ,ll.11cTpHKT 
K0HTp0JIH Ka'leCTBa / IlJIOlll,3,1].Ka BhmycKa CoJiaH, x.rr., 173205, 11H.D,H51 (11111~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 
IlpuMetJauue: Ilpo,!l_yKT coorneTcrnyeT Tpe6osamrn:M HA 3aKJ110'-lenue: O,LJ:OEPEHO 

Prepared by / 

TTo,!l_r?TOBJieHl : Yo esh 
Chauhan 

~ 
Date/ 

\./ 

Aarn: 13.03.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
TTpoaepeHo:Rama Kant nposepeHo (AOK): O,!1_06petto: O6ecrreqem1e KaLiecrna/OrneTcrneuttoe 

~ 
Ajay Kumar JJHUO: 

$ Srivastava ;,0-
Date/ Date / IDate / J [rbs.r'U)'l-,{ 
,11.ara: 13.03.2026 .0,arn: 13.03.2026 Aarn: 

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 corn 

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

CERTIFICATE OF ANALYSIS 
CEPTH$lIKATAHAJilI3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1J.y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,l).HCIIeprnnveMble B II0JI0CTH pTa, 10 Mr 
Market / P1,,rnoK : Russia / Poccm1 

Batch No I 
: V2600388 

Batch Quantity/ 36,00,000 tab I 
CepnH .N'!! O61,eM cepnn 36,00,000 Ta6 
Analytical Report No/ Date of Analysis / 
AuaJIHTH"1ecKnii 0PteT .N'!! 

: 040003315298 
)laTa auaJin3a 

13.03.2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
01/2028 

)laTa IIP0H3B0,l).CTBa ro,IJ.eH ,1).0 
Mfg. License No./ 

MA number:/ 
Ilpon3BO,IJ.CTBeuuasi : MNB/05/263 

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

JIHU:eH3HH .N'!! 
Analysis performed according ND:/ AuaJin3 np0Be,1J.eu no H)l: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / HucToVKU:HH YTBep~eua: 21.04.2025 

Page 11 of 11 / CTp. 11 n3 11 
3aKJIIO'lenue O COOTBeTCTBHH: «HacTO}IlI.IJIM }I 110.UTBep)K,[J,aIO, qTo rrp1,rne,neHHa51 BbUIIe HH<pOpMaU:H51 51:BJUieTCJI 

.UOCTOBepHOH H TQqHoH. 3m cepirn rrpo,nyKU:HH rrpOH3Be,neHa (BKJIJOqM yrraKOBKY (MapKHpOBKY) H KOHTpOJib 

Kaqecrna) Ha BbIIIIeyKa3aHHOH rrpOH3BO.UCTBeHHOH IIJIOill,a,nKe (rrnoma.uKax) B IIOJIHOM COOTBeTCTBHH C 

rpe6oBaHJrnMH IlpaBHJI Ha,nJie)Kalll,eH rrpOH3BO.UCTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMHqecKoro COI03a H 

Tpe6oBaHH}IMH KOHTpOJI}I KaqeCTBa JieKapCTBeHHbIX cpe.UCTB, a TaK)Ke B COOTBeTCTBHH co crreu;H<pHKau;mIMH, 

co.uep)Kal.I.]J,t'MHC}I B perHCTpau;HOHHOM .UOCbe CTpaHbI-HMIIOpTepa. 3arrHCH 110 rrpOH3BO.UCTBY, yrraKOBKe H aHamny 

rrpoBepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH}IM IlpaBHJI Ha,nJie)KaIIIeii rrpOH3BO.UCTBeHHOH rrpaKTHKH 

EBpa3HHCKOfO 3KOHOMRqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqanue: IlpoAyKT coorneTcrnyeT Tpe60BaHID1M H,[I, 3aicmoqeuue: OJl:OliPEHO 

I!===========:;,::::::======:::;.::======:: 
Prepared by / 
r1oAroTOsneHo: Yo e h 
Chauhan 

Date/ 
,[(,am: 13 .03.2026 

Checked by/ 
TipoBepeHo:Rama Kant 

~ 
Date/ 
,[(,am: 13.03.2026 

Checked by {AQA) / Approved by: Quality Assurance/ Authorized person I 
r1posepeHo (AOK): OAo6peHo: O6ecneqeHHe Kaqecrna/OrneTcTBeHHoe 
Ajay Kumar 
Srivastava 

Date/ 
)J;arn: 13.03.2026 

nHJ..{O: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 


