
•·· Dr.Reddy'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 : +91 98166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpOAYKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprupyeMhle B DOJIOCTH pTa, 10 Mr 
Market / PhlHOK : Russia / Poccm1 

Batch No/ 
: V2601250 

Batch Quantity/ 36,00,000 tab I 
CepnH N!! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003434855 
Date of Analysis / 

27.06.2026 
AuaJinTnqecKnii oTqeT N2 J(aTa auaJiu3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
)laTa npOH3BOACTBa roAeH AO 
Mfg. License No. / 

MA number:/ 
IIponJBOACTBeuuaH : MNB/05/263 

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

JIHUeH3HH N!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no HJ(: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKUHH yTBep,K,1J.eua: 21.04.2025 

No 
Test/ IToKaJaTeJib Results/ PeJyJibTaTbl 

.N'~ 
1 Description/ Onucanue Light yellow round flat beveled 

tablets with "I" debossed on one 
side. / Kpyrnh1e nnocKtte 
m6neTKtt c cpacKow, cserno-
)Kenrnro usem c rpasttpOBKOH 
«I» Ha O)],HOtt cTopoHe. 

2 Identification/ lfoenTH<pHKauuH 

Ketorolac I KemopoJTaK Complies / CoorneTcrnyeT 

Remarks : The Product confirms to ND/ 

ITp11Me'latt11e: ITpo.l1,yKT cooTBeTcTByeT Tpe6osatttt.lIM H,ll; 
1:==========::;-;::========:;-;:::::==========: 
Prepared by / 

ITo.D,rOTOBJietto: Shagun 

Date/ 

,[(am: 27.06.2026 

Checked by / 
TTpoaepe1-10: Pravesh 
Rana 

Date/ 

,[];am: 27.06.2026 

Checked by (AQA) / 

TTpoaepeHO (AOK) : 

Amit Kumar 

Date I 
,[];am: 27.06.2026 

Page 1 of 11 / CTp. 1 03 11 

Specification / HopMa 

Light yellow round flat beveled tablets with "I" 
debossed on one side. I Kpyrnh1e IlJI0CKlie 
m6JieTKli c cpaCKOH, CBeTJIO-)KeJITOro UBem C 
rpasttpOBKOH «I» Ha O)],HOH CTopoHe. 

UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
crreKrpb! rrornomeHtt.lI ttCITbITyeMoro pacrnopa tt 
pacrnopa cmH)],apTHOro 06pa1ua KeTOpOJiaKa 
TpOMemMttHa )J,OJI)l(Hbl liMeTb MaKCliMYMbl rrptt 
0)],HOH li TOH )Ke )],JlliHe BOJIHbl (± 2 HM). 

Conclusion : APPROVED I 
3aKJIIO'lenue: O)J:OliPEHO 

Approved by: Quality Assurance/ Authorized person / 

O.no6pe1-10: O6ecrreY.etttte Ka11ecrna/OrneTcTBettttoe 

mmo: r;7,zJJ ~ \~ vV\ 

Date I 
,[];am: 

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

Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www.drreddys.corn 



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

CEPTHWHKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. 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 10 mg 
Ilpo.uy1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .uucneprupyeMbie B noJiocTu pTa, 10 Mr 
Market / PLIHOK : Russia / Pocclrn: 

Batch No I 
: V2601250 

Batch Quantity/ 36,00,000 tab I 
CepuH }f!! O6beM cepuu 36,00,000 rn6 
Analytical Report No I 

: 040003434855 
Date of Analysis / 

27.06.2026 
AuaJiuTuqecKuii oTqeT .N'!! )],.aTa auaJiuJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry/ 

04/2028 
,UaTa np0H3B0,l].CTBa ro.ueu ,[1.0 
Mfg. License No./ 

MA number:/ 
IlpoH3B0,IJ.CTBeHHaH : MNB/05/263 

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

JIHIJ:eHJHH .M! 
Analysis performed according ND:/ AuaJIH3 npoBe.ueu no H,U: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKQHH YTBep;K,lJ.eua: 21.04.2025 

No 
Test/ IlotrnlaTeJib Results/ PeJyJibTaTbt 

.N'2 
Complies I CooTBeTcTByeT 

Remark : The Product confirms to ND/ 

IlpttMetiaune: IIpot1,yKT coorneTcTByeT Tpe6osaHHHM HA 
\!=========;-;:::::::=======;--;:::========: 
Prepared by / Checked by/ Checked by (AQA) / 
n o,n.roTO~JleH0: Shagun IIposepeHo:j r vesh IIposepeHo (AOK): 

Rana Amit Kumar r ,.......-, 
----

Date / Date / Date I 
Aarn: 27.06.2026 )],am: 27.06.2026 Aarn: 27.06.2026 

Paee 2 of 11 / CTp. 2 03 11 

Specification/ HopMa 

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 yt1,ep,1nrnamui OCHOBHOrO ITHKa Ha 
xpoMaTorpaMMe HCIIbITyeMoro pacTBopa 
tl,OJDKHO COOTBeTCTBOBaTb BpeMeHH 
yt1,epJKHBaHHH OCHOBHOro ITHKa Ha 
xpoMarnrpaMMe pacTBopa CTaHt1,apTHOro 
06pa3u,a KernponaKa TpOMeTaMHHa 
«Kon1111ecTBeHHOe orrpet1,eneH11e»). 

Conclusion : APPROVED / 
3a1mt0'leHtte: O,l1;01iPEHO 

(pa3t1,en 

Approved by: Quality Assurance/ Authorized person / 

O,n.o6peHo: O6ecrre11eH11e Ka~ecTBa!OTBeTcTBeHHoe 

JlH UO'. ~ \(O,(.MWI. 

Date / 
)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 



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

CEPTII <I> IIKAT AHAJIIl3A 

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 
IlponyKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, nucneprupyeMhie B DOJIOCTH pTa, 10 Mr 
Market / PLmoK : Russia / Poccm1 
Batch No/ : V2601250 

Batch Quantity / 36,00,000 tab/ 
CepuH .N'!! O6'heM cepuu 36,00,000 Ta6 
Analytical Report No / : 040003434855 

Date of Analysis / 
27.06.2026 

AuaJIHTH'leCKHH OT'leT .N'!! ,IJ:aTa auaJiuJa 
Date of Manufacture / : 05/2026 

Date of Expiry / 
04/2028 

.lI;aTa npOH3BOACTBa roneuno 
Mfg. License No./ MA number:/ 
IlpOH3BOACTBCHHaH : MNB/05/263 

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

JIHUeHJHH .N°!! 
Analysis performed according ND:/ AuaJIH3 npoeeneu no H,z:i:: JIIT-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IlucTPVKUHH VTBep,imeua: 21.04.2025 

Test/ IloKaJaTeJlb 

Butylhydroxyanisole I 
Eymun2uopoKcuaHU30ll 

Remarks : The Product confirms to ND/ 

Results/ PeJyJlbTaTbI 

Complies / CooTBeTcTByeT 

IlpuMelfaHue: Ilpo,[J,yKT COOTBeTcTByeT Tpe6oBaHl1RM H~ 

Prepared by / Checked by/ Checked by (AQA) / 

n oJlfOTOBJieH0: Shagun nposepeHo: Prave h TTposepeHo (AOK): 

~ 
Ratta f Am.it Kumar 

j\--,_ 
Date / Date I Date/ 
)J.ai-a: 27.06.2026 )J.a-ra: 27.062026 )].aTa: 27.06.2026 

Page 3 of 11 / CTp. 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). I 
BpeMeHa ynep)l{11BaH1UI IUIKOB 2-
6YTIUTf11,[],p0KCl1aHl130Jla 11 3-
6YTl1JirH,[],pOKCHaHH30Jia Ha xpoMaTOrpaMMe 
11CIIbITYeMoro pacrnopa ,[J,0Jl)l{Hbl 
COOTBeTCTBOBaTh BpeMeHaM ynep)l{11BaHl1R 
Il11KOB 2-6yTl1JlrH,[J,pOKCl1aHHJOJla 11 3-
6yTl1JlrH,[J,pOKCl1aHHJOJla Ha xpoMaTOrpaMMe 
pacTBopa cTaH,[J,apTHoro 06pa3ua 
6yTl1JlrH,[J,pOKCl1aHHJOJla (pa3,[J,eJI «Co,[J,ep)l{aH11e 
6YTl1JirH,[J,pOKCl1aHH30Jia» ). 

Conclusion : APPROVED / 
3aKJ110lfettue: O,L(OliPEHO 

Approved by: Quality A ssurance/ Authorized person I 
OJJ.o6petto: O6ecne,,e~11-1e KatJecTBa/OrseTcTserrnoe 

JIHUO: ~ t~VV\ 

/J~ t..eJ ,A" 

Date / ( ' vY/ ~ v 11,., 
.l(aTa: 

/ 

Registe red Office: 8- 2-3 37, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangan a, India 

Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys. com 
CIN : L85195AP1984PLC004507 

www.drreddys.corn 



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

CEPTM~IIKATAHAJIII3A 

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 
Ilpo1w1u: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,a:ucneprupyeMble B noJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Pocc1-rn: 
Batch No/ : V2601250 

Batch Quantity / 36,00,000 tab/ 
CepuH .M! O6neM cepuu 36,00,000 Ta6 
Analytical Report No I : 040003434855 

Date of Analysis / 
27.06.2026 

AuaJIHTU'lecKuii OT'leT N!! ,l(aTa auaJiuJa 
Date of Manufacture / : 05/2026 

Date of Expiry / 
04/2028 

j(aTa DPOH3B0,ll;CTBa ro.a:eu ,a:o 
Mfg. License No./ MA number:/ 
IlpouJBO/l:CTBeuuaH : MNB/05/263 

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

Jimi:euJuH N2 
Analysis performed according ND:/ AuaJIH3 npoBe,a:eu no H,U: .JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / MucTPVK~HH yTBep)K.Ll:eua: 21.04.2025 

Page 4 of 11 / CTp. 4 03 11 
No 

Test/ IloKa1aTeJ1b Results I Pe1yJ1bTaTbl Specification / HopMa 
X!! 

3 Average weight/ Cpe.nmrn 69.9 mg I 69,9 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 I CooTBeTcTByeT 18/20 Ta6JieTOK - He 6onee ± 10 %; 

0.nuopo.nuocTb Maccb1 2/20 Ta6JieTOK - He 6onee ± 20 %. 

4 Disintegration time/ 
Pacna.naeMOCTb 

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

5 Dissolution / PacTBopeuHe Unit-I I Ta6n-1 98 % Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 I Ta6n-2 98 % 
(ketorolac tromethamine) in 15 min. / He MeHee 
75 % (Q) C1sHuNO3•C4H11NO3 

Unit-3 I Ta6n-3 100% TpoMeTaMHH) qepe3 15 MHH. 

Unit-4 I Ta6n-4 100% 

Unit-5 I Ta6n-5 100 % 

Unit-6 I Ta6n-6 101 % 

Conclusion : APPROVED / 
3aKJHO'ICHHe: 0.11.0liPEHO 

1:==========;-;========::::;;:::======~ 

Remarks : The Product confirms to ND/ 
IlpuMe'laHHe: Ilpo.nyKT cooTBeTcrnyeT TPe6osaHH~M H,l.l; 

(KeTOpOJiaKa 

Prepared by/ 
flo.nroTOBJieHo:Shagun 

Checked by/ Checked by (AQA) / 
flposepeHo (AOK): 

Approved by: Quality Assurance/ Authorized person / 

Date/ 
,l.l;arn: 27.06.2026 

Amit Kumar 

,...-'I 

Date/ 
,l.l;arn: 27.06.2026 

O.no6peHo: 6ecneYeHtte KaYecrna/OrneTCTBeHHoe 

!r ru , ~,~,.. JIHU.O: LM"-'V! r-, 

Date / 
Aarn: 

Registered Offi ce: 8-2-337, Road No. 3, Banjara Hill,, Hyderabad - 500034, Telangana, India 

Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8~195AP1984PLC004507 
www.drreddys.corn 



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

CEPTHWHKATAHAJIH3A 

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) Ta6JICTKH, AHCneprupyeMble B UOJIOCTH pTa, 10 Mr 
Market / PhlHOK : Russia / Poccm, 

Batch No/ 
: V2601250 

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

: 040003434855 
Date of Analysis / 

27.06.2026 
AuaJIHTnqecKnii oTqeT .M! J{aTa anaJIHJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
J{aTa DPOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlponJBOACTBennaH : MNB/05/263 

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

JIHIJCH3HH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoBe.a:eu no II)];: JITI-.N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKIJHH YTBep:lK,IJ;ena: 21.04.2025 

Page 5 of 11 / CTp. 5 01 11 
No Test/ IloKa3aTeJih Results/ Pe3yJihTaThI Specification / HopMa 
.N'!! 

6 Particle size distribution / Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 
i:J:ucnepcuocTh sieve 1s formed. I O6pa3yeTc» O.llHOpo,nua» 

cycneH3H.H, npoxo.llmu:a» CKB03h CHTO C 
pa3MepoM ornepCTHH 710 MKM. 

7 Impurities/ IIpuMecu 

I-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / HmKe rrpe.uena KOJIH'leCTBeHHOro 
1-rn.npoKCHaHaJIOr orrpe.ueneHH» (ITKO = 0.0032%) 

KeTOponaKa 

1-keto analog of ketorolac / 0.04% 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 %; 
eL(HHW!Ha.H 
HeH,neHTH~HU:HpOBaHHa.H 
rrpHMeCb 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpttMe'laHtte: Ilpo.llyKT coorneTcrnyeT TPe6osaHH.HM Hi:J: 3aKJIIO'lenue: Oi:J:OliPEHO 

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

Ilo,uroTOBJieHo: Shagun 

~ 
Date/ 
).]:aTa: 27.06.2026 

HposepeHo: Pravesh IlposepeHo (AOK): O.llo6peHQ: O6ecne,1em1e Ka1.Jecrna/OToe-rcTBeHHoe 

JIHU:O: ~ ~VV,. Rana 1 Am;, Ku~ ..-'\-

Date / Date / Date / 
,lJ;aTa: 27.06.2026 ,l{aTa: 27.06.2026 )J;aTa: 

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.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 

/) ~ \~ / 

( \½/()Jo 1,,.0 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH <I> IIKA T AHAJilI3A 

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

Tel : +91 98166 56001-02 
w1Nw.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYICT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, llHCneprupyeMble B DOJIOCTH PTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 

Batch No/ : V2601250 
Batch Quantity I 36,00,000 tab/ 

CepHH .N2 O6'heM cepun 36,00,000 rn6 
Analytical Report No / : 040003434855 

Date of Analysis / 
27.06.2026 

AuaJIHTH'lecKnii OT'leT .N'!! .LI:aTa auaJIH3a 
Date of Manufacture / : 05/2026 Date of Expiry / 04/2028 
,l(aTa DPOH3B0llCTBa roAeH AO 
Mfg. License No./ MA number:/ 
IlpoHJBOACTBeuuaH : MNB/05/263 

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

JIHUeH3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 npoBeAen no H,n:: JIII-.N"!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKIIHH yrnep~eua: 21.04.2025 

Pa2:e 6 of 11 / CTp. 6 u3 11 
No 

Test/ IloKaJaTeJib Results/ Pe1yJibTaTbl Specification / HopMa 
.N'!! 
8 Water content/ 2.2 % Not more than 7 .0 %. / 

Co.uep"'aHne BO.Ubl He 6oJiee 7 ,0 %. 

9 Residual solvents/ OcTaTO'-IHble opraHH'-leCKHe pacTBopwTeJin 

Isopropyl alcohol / 10 µg/tab / Not more than 350 µg/tab. I 
vhonponaHOJI 10 MKr B Ta6JieTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
HpnMetJaHne: ITpo,u:yKT cooTBeTcTByeT Tpe6oBaHH~M HA 3aKmo<1e1me: O,z::t:OliPEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
ITo.uroTOBJieHo: Shagun 

~ 
Date/ 
Aarn: 27.06.2026 

ITpoBepeHo: Pravesh ITpoaepeHO (AOK): O.uo6petto: O6ecne'-!eH11e Ka'-lecTBalOTBeTcTBeHHOe 
Rana 1 Amit Kumar JIHUO: ~)PJ_ ~~W\ 

f\-~- /70{\~ 

Date/ Date / Date / 
AaTa: 27.06.2026 ,AaTa: 27.06.2026 ,n:aTa: 

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

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>HKAT AHAJIH3A 

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,lJ;yin: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )J;HCneprunveMble B DOJIOCTH PTa, 10 Mr 
Market / PhlHOK : Russia / Poccm, 
Batch No/ : V2601250 Batch Quantity/ 36,00,000 tab/ 
CepuH .N'!! O6-heM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003434855 
Date of Analysis/ 

27.06.2026 
AuaJiuTH'lecKuii OT'leT .N'!! .l(aTa auaJiuJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 .l(aTa npOH3B0,ll;CTBa ro)J;eH )J;O 
Mfg. License No./ 

MA number:/ IlpouJBO)J;CTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-R U) 
JIUQeH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoBe,lJ;eu no II)];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKQHH YTBepm.n:eua: 21.04.2025 

Page 7 of 11 / CTp. 7 u3 11 
No 

Test I IloKa1aTeJ1h Results/ Pe1yJ1hTaThI Specification / HopMa 
.N'2 
10 Microbiological purity*/ MttKpo6uoJ1orH"-1ecKasr '-IHCTorn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee q11cno He 6onee 103 KOE/r; 
a1po6Hb!X M11Kpo-
opraHl13M0B 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count / o6mee '-IMCJJO He 6onee 102 KOE/r; 
,11,pm10KeBb!X 11 rrnecHeBbIX 
rp1160B 

Escherichia Coli NA shell be absent in 1 gram. / 
0TcyrcTBl1e B 1 r. 

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
O,11,Hopo,11,HOCTb 

2.3 
IToKa3aTeJih np11eMJieMOCT11 (AV) ,11,oJI)KeH 6hITh 

)],03HpOBaHHblX C,11,HHHQ He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED / 
IlpHMC'-13HHe: ITpo,11,yKT CO0TBeTcTByeT Tpe6oBaHl1JIM H,ll; 3atcmo1-1e1me: O,ll;OliPEHO 

Prepared by I Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
ITo,11,roTOBJieHo: Shagun npo0epeHo: Pravesh ITpoaepeHo (AOK): O,11,06peHo: O6ecneqeH11e KaqecTBa/OTBeTcTBeHHoe 

Rana f Amil Kumar 1111uo: rJiUoJ \@.Mw-r ~ /J. ,J .,,, . 
Date I Date I Date I Date I l_ ~¼e., ~~ )];am: 27.06.2026 )];am: 27.06.2026 .[{am: 27.06.2026 )];am: 

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.com 
CIN: L8519SAP1984PLC004507 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)].y1n: KeTopon® 3Kcnpecc (KeTopoJtaK} Ta6neTirn, )].HCneprupyeMhie B nonocru pra, 10 Mr 
Market / PhlHOK : Russia / Poccm1 

Batch No/ 
: V2601250 

Batch Quantity/ 36,00,000 tab/ 
Cepm1 .M! O6'heM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003434855 
Date of Analysis / 

27.06.2026 
AuaJIHTH'leCKHH OT'leT .M! l(aTa auanu3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
l(aTa npOH3B0.!J;CTBa ro.!J;eH AO 
Mfg. License No./ 

MA number:/ 
IlpouJBOACTBeuuaH : MNB/05/263 

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

JIHU.eHJHH .N'!! 
Analysis performed according ND:/ Auanu3 np0Be.1J;eu no 11,il;: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKU.HH VTBep,KAeua: 21.04.2025 

Pa2e 8 of 11 / CTp. 8 HJ 11 
No 

Test/ IloKa1aTeJ1b Results/ Pe1yJibTaTbl Specification / HopMa 
.N'!! 

12 Assay I KoJ1H'IeCTBeuuoe 10.2 mg I 10,2 Mr From 9.0mg to 11.0mg of 
onpe,ueJ1euue (102.2 %) 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 (KeTOpOJTaKa 
TpOMemMHH) (OT 90,0 .uo 110,0 % OT 
3aJIBJTeHHOro KOJTJ,!T-J.eCTBa) B Ta6JTeTKe. 

13 Butylhydroxyanisole 0.0946 mg/tab I Not less than 0.042 mg/tab. / 
content I Co.1J.ep,Kaune 0,0946 Mr B m6neTKe He Mettee 0,042 Mr B m6neTKe. 
6yTHJirH.1J.pOKCH8HH30Jla 

Conclusion : APPROVED / 

3aKJ110'Ieuue: O,UO6PEHO 
1:==========:;:;::=======:::;-;::::=========: 

Remarks : The Product confirms to ND/ 
IlpuMe'Iaune: Ilpo,uyKT cooTBeTcrnyeT rpe6osaHHJIM HA 

Prepared by / 
Ilo.llrOTOBJTeHo: Shagun 

Date I 
,[(am: 27 .06.2026 

Checked by / 
npoeepeuo: Pravesh 
Rana 

Date I 
,[(am: 27 .06.2026 

Checked by (AQA) / 
Ilpoeepeuo (AOK): 
Amit Kumar 

Date I 
,ll;arn: 27.06.2026 

Approved by: Quality Assurance/ Authorized person / 
O.1J.06peuo: O6ecnet.JeHHe Kat.Jecrna/OrneTcrneuHoe 
mruo: 

Date / 
,[lam: 

~ \c_ow'w--, 

Registered Office : 8-2-337, Road No. 3, Banja ra Hi lls, Hyderabad - 500034, Telangana, India 

Tel : +9 140 4900 2900, Fax: +9 1 40 4900 2999, Emai l: mail@drreddys.com 
CIN: L851 95AP1984PLC004507 

www.drreddys.corn 



•·· 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 
VN.'w.drreddys .com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO,!J.YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,l).HCUeprupyeMbie B D0JI0CTH pra, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ Batch Quantity / 

. 
36,00,000 tab/ 

Cepm1 .M! 
: V2601250 

O6'heM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003434855 
Date of Analysis / 

27.06.2026 
AuaJIHTH'lecKuii 0T'leT .M! llaTa auaJinJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
.lJ:aTa UP0H3B0,l).CTBa ro,l).eH ,1).0 
Mfg. License No. / 

MA number:/ 
IlpouJBO,IJ.CTBeuuaH : MNB/05/263 

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

Jiun;eHJHH .M! 
Analysis performed according ND:/ AuaJIHJ np0Be,1J.eu no H.lJ:: JIIl-.M!(004669)-(Pr-RU)-190224 
PIL version approved:/ HucTPVKU:HH VTBeo,tC,1J.eua: 21.04.2025 

Page 9 of 11 / CTp. 9 03 11 
No 

Test/ IloKaJaTeJlb Results/ Pe1yJ1hTaTbI Specification / HopMa 
.N'~ 

14 Package description / 10 tablets in a blister of 10 tablets in a blister of (PA/ AL/PE with 
Onucauue 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. / ITo 10 rn6neToK B 6nttcTepe H3 
information leaflet in a carton (ITAi AJI/Il3 C BJiaronornoTttTeJieM/Il3B IT) 
pack. I ITo 10 Ta6JieTOK B !pOJlbrH II (I13/AJ1) <pOJibrH. ITo 1 HJIH 
6JIHCTepe 113 (ITAi AJI/Il3 C 6JJHCTepa BMeCTe C JIHCTKOM-BKJia.UbIWeM 
BJJaronornoTttTeJieM/IT3B IT) na'IKY KapTOHHylO. 
<pOJibrH // (IT3/AJ1) Q)OJibrH. ITo 
2 6JIHCTepa BMeCTe c JIHCTKOM-
BKJJa.UbIWeM B na'IKY 
Kaprnuuy10. 

* 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 BbIUYCKe JleKapCTBeHHOro npenapaTa KOHTpOJlb Ka'-leCTBa no noKa3aTemo «MHKpo6HOJ10rH'-1ecKaS1 
'-IHCTOTa» npOBO.UHTCSI ,11,JlSI Ka'.lK,/1,0H 20-oii cepnn, HJlH ,11,JlSI 0,11,HOH cepuu B ro,11,, B JaBHCHMOCTH OT Toro, '-ITO 

uacTynuT paubrne. 

Remarks : The Product confirms to ND/ 
IlpuMe'-lauue: ITpo.uyKT coorneTcTByeT TPe6osaH1-rnM H,D, 

1:===========;.========::;;:::==========: 

Conclusion : APPROVED / 

3aKmo'-lenne: OJJ:OliPEHO 

2 
B 

Prepared by / 
no.11.r0Toene1-10: hagun 

Checked by / 
np0Bepe1-10: Pravesh 

Checked by (AQA) I 
ITposepeuo (AOK): 

Approved by: Quality Assurance/ Authorized person / 

I Date / 
)J:aTa: 27.06.2026 

Rana 

i 
I Date / 

J:J:aTa: 27.06.2026 

Amit Kumar 

Date/ 
JJ:aTa: 27.06.2026 

On.06peuo~~ §~!;r ~4-e~11~ Ka'lecrna/OrneTCTBeHHOe 

JIHUO: ( r ~ (Q?\M vV1 

Date / 
,AaTa: 

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

Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTHWlfKATAHAJill3A 

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

Tel : +9198166 56001-02 
w1Nw.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo1w1u: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, J),HCneprupyeMhle B DOJIOCTH pTa, 10 Mf' 
Market / PLIHOK : Russia / Pocc1rn 
Batch No I 

: V2601250 
Batch Quantity/ 36,00,000 tab I 

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

: 040003434855 
Date of Analysis / 

27.06.2026 
AuaJIHTH'lecKuii OT'leT .N'!! )];aTa auaJinJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
,[(aTa DPOH3BOJJ,CTBa roJJ,eH JJ,O 
Mfg. License No./ 

MA number:/ 
IlpOH3BOJJ,CTBeuuaH : MNB/05/263 

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

JIUQeHJHH .N'!! 
Analysis performed according ND:/ AuaJIHJ nposeJJ,eu no H)];: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKU:HH yTsep,imeua: 21.04.2025 

Page 10 of 11 / CTJ>. 10 HJ 11 
API name/ HauMeuosauue AWC: Ketorolac tromethamine / KeToponaKa TpoMeTaMHH 
INN/MHH: Ketorolac / KeToponaK 
API manufacturer batch number / 

ABSH006777 
HoMep cepuu npouJBOJJ.HTeJIH AWC: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauu:uu nponJBOJJ.HTeJIH FETA00145 
rJiw: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
IlpottJBOJJ.HTeJih AWC, cTpaua: ,IJ;-p PeMH1C Jla6opaTOpHC JlTJJ,., l1HJJ,Hll 
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, aJJ,pec, JIHU:eHJHH JJ,JIH ,IJ;-p PeMH'c Jla6opaTOpHC J1TJJ,., l1HJJ,Hll, I1pOH3B0JJ,CTBeHHOe 
IlpottJBOJJ.CTBeuuaH nJioiu;aJJ,Ka / IIJioiu;aJJ,Ka rro,upa3,ue11ettHe-6, BHnn. Kxonh, Ha.rrarapx Poy,u, Ea,u,uH, ,lJ;HcTpHKT 
K0HTP0JIH Ka'leCTBa / IIJIOiu;aJJ,Ka BhIDYCKa Conatt, X.Il., 173205, l1H.UHll (nmi:ett3Hll 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 / 
IlpuMe<iauue: IIpo,uyKT coorneTcrnyeT TPe6oBaHHllM H,ll; 3aKJIIO'leuue: O,[I.OliPEHO 

Prepared by / 
IIo.uroToBneHo: Shagun 

yt---

Date / 
,ll;arn: 27.06.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
n poeepeHo: Pravesh TTpoeepe1-10 (AOK): OJ1.06pe1-10: O6ecneqeHue Kaqecrna/OrneTcrneHHoe 

Rana i Amit Kumar n11uo: ~ \c..M""' 
1'~- /}~~ C. 

Date/ Date I Date / ( \
-%2,,'V ,b 

):(am: 27.06.2026 J.{ara: 27.06.2026 ,ll;arn: /1,/_n))V 

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 
CIN: L8S195AP1984PLC004507 

www.drreddys.corn 

I 



•·· 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~MKATAHAJilf3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::i;y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ;::i;ucnepruoveMble B noJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccmr 

Batch No/ 
: V2601250 

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

: 040003434855 
Date of Analysis / 

27.06.2026 
AuaJIHTH'lecKuii OT'leT .N'!! llaTa auaJiu3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
llaTa npou3BOJl;CTBa ro;::i;eu )l;O 
Mfg. License No./ MA number:/ 
Ilpou3BOJl;CTBeuuaH : MNB/05/263 

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

JIHD;eH3HH .N'!! 
Analysis performed according ND:/ Auanu3 npoBe;::i;eu no H.LJ:: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKU.USI y·rnep~eua: 21.04.2025 

Page 11 of 11 / CTp. 11 03 11 
3aKJIIO'leHHe O COOTBeTCTBHH: «HacT05IIIJ,MM 5I rro.urnep)K,llaIO, 1ITO rrpHBe,UeHHa5I Bblllle HH!pOpMaUM5I 5IBJUieTC5I 

.llOCTOBepHOH M TQqHoH. 3m cep1rn rrpo,uyKUMM rrpOH3Be,UeHa (BKJUoqa51 yrraKOBKY (MapKHpOBKy) H KOHTpOJib 

Kaqecrna) Ha BbillleyKa3aHHOH rrpOH3BO,UCTBeHHOH IIJIOIIJ,a,UKe (rnrnIIJ,a,UKax ) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH5IMH ITpaBHJI Ha,UJie)KaIIJ,eH rrpOH3BO,UCTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMifqecKoro COI03a H 

Tpe6oBaHH5IMH KOHTpOJUI KaqeCTBa JieKapcTBeHHhIX cpe,n:CTB, a TaK)Ke B COOTBeTCTBHM co crreumpMKaI.J,H5IMH, 

co;::i;ep)KaIIJ,HMHC5I B perHCTpaUHOHHOM ,[(OCbe CTpaHbI-HMIIOpTepa. 3arrHCH no rrpOM3BO,[(CTBY, yrraKOBKe H aHaJIH3Y 

rrpoBepeHhI, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH5IM TipaBHJI Ha,n:Jie)Karn:eii npOH3B0.llCTBeHHOH npaKTHKH 

EBpa3HHCKoro 3KOHoMrrqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipttMetJauue: flpo,uyKT COOTBeTCTByeT TPe6osamUIM H,Il; 3aicmo11euue: 0)1,0liPEHO 

Prepared by I 
n o,uroTos.netto: Shagun 

}!:---

Date / 
,Il;aTa: 27.06.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
flposepetto: Pravesh flposepeHo (AO I<): O.11.06peH~ : 0 ecne<ie1-n1e Ka'!ecrna/OrneTCTBeHHoe 
Rana 1 Amit Kumar m1uo: J . \ .. 1.0.J. t~ WI 

1'-~ /7 ~ ~ ~ 
Date/ Date / Date / ( \ /4)g r-~ 
)];aTa: 27 .06.2026 )laTa: 27 .06.2026 ~am: 'V"~ 

Registe red Office: 8-2-337, Road No. 3, Ba njara Hil ls, Hyderabad - 500034, Te langana, India 
Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Email : mai\@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 




