
••· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH <I> HKAT AHA.JIH3A 

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 
w ww.drre ddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlJ)OLl:YKT: KeTOJ)OJI® 3Kcnpecc (KeTOJ)OJiaK) Ta6JieTirn, .uucneprnoveMble s IlOJJOCTH pTa, 10 Mr 
Market / PhlHOK : Russia I PoccJ.rn 
Batch No I 

: V2601020 Batch Quantity / 36,00,000 tab/ 
Cepust .N'!! O6beM cepHH 36,00,000 rn6 
Analytical Report No/ 

: 040003398132 Date of Analysis / 
20.05.2026 AuaJJHTuqectcuii oTqeT .N'!! )J,aTa auaJIHJa 

Date of Manufacture / 
: 04/2026 Date of Expiry / 

03/2028 )I_aTa IlJ)0H3B0Ll:CTBa ro.ueu Ll:0 
Mfg. License No. / 

MA number:/ IlponJBO.UCTBeuuast : MNB/05/263 
HoMepPY : JIIl-N2(004669)-(Pr-RU) 

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AnaJiu3 npose.ueu no H)I: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKQHH YTBep,imeua: 21.04.2025 

No 
Test/ l101rn3aTeJib Results/ Pe3yJibTaTbl Jfo 

1 Description/ Onucauue Light yellow round flat beveled 

tablets with "I" debossed on one 
side. / Kpyrnh1e rrnocK11e 
Ta6JieTKH c q>aCKOH, CBeTJIO-
)KeJITOro l.(BeTa C rpaBHpOBKOH 
«I» Ha OJI.HOH CTOpoHe. 

2 Identification/ M!leHTH<f>HKaU:Hst 

K etorolac I K emopoJ1aK Complies / CooTBeTcTByeT 

Remarks : The Product confirms to ND/ 
flpllMC•iaHue: TipOLI.YKT CO0TBeTcTByer Tpe6oBaHH.l!M H,U: 
1:==========;.========;-;::========; 
Prepared by / 

n o1tr0Tosne1m : Pravesh 

Raoa { 

Date/ 

)):am: 20.05 .2026 

Checked by/ 

TipoaepeHo: Pardeep 

Kumar D 

~t 

Checked by (AQA) / 

TTpoaepeH0 (AOK): 

Am it Kumar 

,...,. _,,.,...-

Page 1 of 11 / CTp. 1 HJ 11 

Specification / HopMa 

Light yellow round flat beveled tablets with "I" 
debossed on one side. I Kpyrnb1e ITJIOCKHe 
Ta6JieTKl1 c cpacKOH, CBeTJIO-)KeJITOro l.(BeTa C 
rpaa11poBKOH «I» ua OJI.HOH crnpoHe. 

UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
crreKTphr rrornomemur 11crrb1TyeMoro pacTBopa 11 
pacrnopa CTaHLl,apTHOro o6pa3ua KeToponaKa 
TpOMeT3MJ1Ha Ll,OJI)KHhl HMeTb MaKC11MYMhl rrp11 
OLl,H0H 11 TOH )Ke Ll,JIHHe B0JIHbl (± 2 HM) . 

Conclusion : APPROVED I 
3a1rn10qeuue: 0.l(OliPEHO 

Approved by: Quality Assurance/ Authorized person / 

O)1o6peHo: O6ecrre'-!enwe Ka'-!ecrna/OrneTcrneuuoe 

nM l.(0: S4,v9~} 

Tel: +9140 4900 2900, Fax : +91 40 4900 2999, Email : rnail@drreddys com 
CIN: l.85195AP1984PLC004507 

www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKAT AHAJIII3A 

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

Distt. Solan, H.P., 173 205, INDIA 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
1Ipo,uy1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )J.HCDeprupyeMble B U0JIOCTH pTa, 10 Ml' 

Market/ PhIHOK : Russia / Poccm1 
Batch No/ 

: V2601020 
Batch Quantity/ 36,00,000 tab I 

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

: 040003398132 
Date of Analysis / 

20.05.2026 
AuaJinTnqecKnii oTqeT .N'!! )];aTa auaJiu3a 
Date of Manufacture / 

: 04/2026 
Date of Expiry/ 

03/2028 
)l,aTa npOH3B0)).CTBa ro)J.eH)J.0 
Mfg. License No. / 

MA number:/ 
1Ipon3BOJJ.CTBeuuau : MNB/05/263 

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

JIUUeH3HH .N"!! 
Analysis performed according ND:/ AuaJiu3 npoee)J.eu no HJJ:: JIII-.N"!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIncTPVKUHH yrnep,KJJ.eua: 21.04.2025 

Page 2 of 11 / CTp. 2 03 11 
No 

Test/ IloKaJaTeJib Results/ Pe1yJ1hT3Thl Specification/ HopMa 
.N'! 

Complies I CoorneTcrnyeT The retention time of the main peak on the 
chromatogram oftest solution should correspond 
to that on the chromatogram of ketorolac 
tromethamine standard solution (Assay section). 

I BpeMH y,z:i:ep)Kl!BaHIUI OCHOBHOro I111Ka Ha 
xpoMaTOrpaMMe 11crrhITyeMoro pacrnopa 
,QOJDKHO COOTBeTCTBOBaTb BpeMeHl1 
y,z:i:ep)K11BaHl1H OCHOBHOro I111Ka Ha 
xpoMaTOrpaMMe pacrnopa CTaH,z:i:apTHOro 
o6pa3LJ,a KeTopoJiaKa rpoMeTaMHHa (pa3,z:i:eJI 
«KoJIWJecrneHHoe orrpe,z:i:eJiem1e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
npnMe'-laHne: Ilpo,z:i:yKT coorneTcrnyeT Tpe6oBaHmIM H.lJ: 3aKJIIO'-leuue: O,LJ:OEPEHO 

1:=========.,=:::== ====::;-;======= ::=: 
Prepared by / 

n o.uroTOBJieHo: Pravesh 

Rana 1 
D ate / 
)l_arn: 20.05.2026 

Checked by I 
ITpoBepeHo: Pardeep 

Kumar 

Date/ 

.lJ:arn: 20.05.2026 

Registered Offic;e : 8 -1 ·3 · 7, 

Checked by (AQA) / 

ITpoBepeHO (AOK): 

.Amit Kumar 
/" 

Approved by: Quality Assurance/ Authorized person / 

O,z:i:o6peHo: O6ecrre11em1e Ka11ecrna/OrneTcTBeHHoe 

mmo: ~l11 Vf}N f 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: rnail@drreddys.com 
C!N: L85195AP1984PLC004507 

www.drreddys.com 



••· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTM «I> MKAT AHAJIB3A 

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 
Ilpoi:.y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, i:.ucneoruoyeMbie B noJIOCTH DTa, 10 Mr 
Market/ PLIHOK : Russia / Poccm, 
Batch No I 

: V2601020 
Batch Quantity/ 36,00,000 tab I 

Cepm1 .N'!! O6beM ceouu 36,00,000 Ta6 
Analytical Report No I 

: 040003398132 
Date of Analysis / 

20.05.2026 
AnaJIHTH<JecKnii OT'leT .N'!! )l_aTa anaJin3a 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
,ll;aTa npOH3BOACTBa roi:.eu AO 
Mfg. License No./ 

MA number:/ 
IlponJBOACTBeuuaH : MNB/05/263 

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

JIHIIeH3HH ,N'!! 
Analysis performed according ND:/ AuaJIH3 npoBei:.eu no H,IJ;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MucTPYKIIHH yrnepJKJJ.eua: 21.04.2025 

No 
]fa 

Test/ IloKaJaTeJib 

Butylhydroxyanisole I 
Eymw12uiJpoKCUGHU30JI 

Remarks : The Product confirms to ND/ 

Results/ PeJyJibT3Tbl 

Complies / CoorneTcrnyeT 

IlpnMe'laH11e: Tipo;:i;yKT cooTBeTcrnyeT Tpe6osaHH»M HA 
1:======== =;,========:::;-;::=======: 
Prepared by / 
Tio;:i;rornsneHo: Pravesh 

Rana 

Date I 
Aarn: 20.05.2026 

Checked by/ 
CTposepeHO: Pardeep 
Kumar 

eg stere 

Checked by (AQA) I 
DpoaepeHO (AOK): 
Amit Kumar 

~~ 

Pa2e 3 of 11 / CTp. 3 HJ 11 

Specification / HopMa 

The retention times of2-butylhydroxyanisole and 
3-butylhydroxyanisole peaks on the 
chromatogram of the test solution should 
correspond by the retention times to 2-
butylhydroxyanisole and 3-butylhydroxyanisole 
peaks on the chromatogram of 
butylhydroxyanisole standard solution 
("Butylhydroxyanisole content" section). / 
BpeMeHa y;:i;ep)Kl1BaH1rn: ITHKOB 2-
6YTHnr11;:i;poKCHaHHJOna H 3-
6YTHnrn;:i;poKCHaHH30na Ha xpoMarnrpaMMe 
HCIThITyeMoro pacrnopa ,lJ;Ofl)KHbl 
COOTBeTCTBOBaTb BpeMeHaM y;:i;ep)KHBaHIDI 
ITHKOB 2-6ynrnrn;:i;pOKCHaHH30na H 3-
6YTHnrn;:i;poKCHaHH30na Ha xpoMaTorpaMMe 
pacTsopa cTaH;:i;apTHoro o6pa3ua 
6yrnnrn;:i;poKc11aHmona (pa3;:i;en «Co;:i;ep)KaHrte 
6yrnnrn;:i;poKcHaHmona»). 

Conclusion : APPROVED / 
3aKJIIO'leHne: O.IJ:Ol>PEHO 

Approved by: Quality Assurance/ Authorized person / 
O.uo6pe1-10: O6ecrreqeH11e KaqecTsa/OrneTCTBeHHoe 

mm,o: • S~IIVANI 

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

www.drreddys.corn 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM <I> IIKAT AHAJIM3A 

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,uy1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, uucneprupyeMble B U0JIOCTH DTa. 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ 

: V2601020 
Batch Quantity/ 36,00,000 tab I 

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

: 040003398132 
Date of Analysis / 

20.05.2026 
AnaJIHTuqecKuii: oTqeT .N'!! llaTa auaJiu3a 
Date of Manufacture/ 

: 04/2026 
Date of Expiry/ 

03/2028 
l{aTa npOH3B0JlCTBa roueil JlO 
Mfg. License No./ 

MA number:/ 
IlpoH3B0JlCTBeHHaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 nposeuen no II)].: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MncTDVKUHH VTBeD,K,ZJ:ena: 21.04.2025 

Pa!!e 4 of 11 / CTp. 4 03 11 
No Test/ IloKaJaTeJib Results/ PeJyJibTaTbI Specification/ HopMa 
.N'! 

3 Average weight/ Cpe,a:HHH 68.5 mg I 68,5 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 I CooTBeTcTByeT 18/20 Ta6JieTOK - He 6oJiee ± 10%; 
O.nnopOJJ,HOCTb MaCCbl 2/20 rn6JieTOK - He 6oJiee ± 20 %. 

4 Disintegration time/ 
Pacna.naeMOCTb 

00 min 19 sec/ 00 MHH 19 ceK Not more than 3 min. / He 6oJiee 3 MHH. 

5 Dissolution/ PacTBopenue Unit-1 / Ta6n-1 102% Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 / Ta6n-2 102 % 
(ketorolac tromethamine) in 15 min. / He Me Hee 
75 % (Q) C1sH13NO3•C4H11NO3 (KeTOpOJiaKa 

Unit-3 / Ta6JI-3 103 % TpOMeTaMHH) qepe3 15 MHH. 

Unit-4 / Ta6n-4 100 % 

Unit-5 / Ta6n-5 100 % 

Unit-6 / Ta6n-6 100 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Me'-lanue: Ilpo.nyKT coorneTcrnyeT Ype6oBaHmIM HA 3a1m 10'-lem1e: O,IJ:OliPEHO 
~====:::::::::::==~;::::===========:;;:::::=========::; 
Prepa:red by / 
IIo,11,roTOBJieHo: Pravesh 
Rana i 
Date/ 
,ll;arn: 20.05.2026 

Checked by/ 
IIpoBepetto: Pardeep 
Kumar 

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

Approved by: Quality Assurance/ Authorized person I 
O.no6peHo: O6ecneqeHue KaqecTBalOTBeTcTBeHHOe 
JlHl.lO: ~~f\Jft-NI · 

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

www.drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTM <I> HKAT AHAJill3A 

Dr. Reddy's laboratories ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.r.y1n: KeTopon® 3Kcnpecc (KeToponaK) Ta6neTKH, .r.ucneprunveMLie B nonocTu pTa, 10 Mr 
Market / PLrnoK : Russia / Pocc1,u1 
Batch No/ 

: V2601020 
Batch Quantity I 36,00,000 tab I 

CepuH N!! O6-beM cepun 36,00,000 rn6 
Analytical Report No I 

: 040003398132 
Date of Analysis / 

20.05.2026 
AuaJIHTH'leCKHH OT'leT N!! ,l(aTa auanuJa 
Date of Manufacture/ 

: 04/2026 
Date of Expiry / 

03/2028 
,l(aTa DPOH3B0,[{CTBa ro.r.eu .[{O 
Mfg. License No./ 

MA number:/ 
IlpOH3B0,[{CTBeHHaH : MNB/05/263 

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

JIHQeH3HH N!! 
Analysis performed according ND:/ AuanuJ npoBe.r.eu no 11,l(: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKQHH YTBep~ena: 21.04.2025 

Pa2e 5 of 11 / CTp. 5 HJ 11 
No 

Test I IloKa3aTeJib Results/ Pe3yJibTaTbt Specification/ HopMa x~ 
6 Particle size distribution/ Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 

.II:ucnepcnocTb sieve IS formed. I O6pa3yeTcn 0.11.Hopo.11.Han 
cycrreH3Irn, rrpoxo.11.nman CKB03b Ci1TO C 
pa3MepoM OTBepCTI1W 710 MKM. 

7 Impurities/ ITpuMecu 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / He 6oJiee 0,5 %; 
ketorolac: / H1-1)1{e rrpe.11.eJia 06Hapy)l{em,1n 
l -rn.11.poKCHaHaJIOr (ITO= 0,0010 %) 
KeTopoJiaKa 

1-keto analog ofketorolac / 0.04 % 
1-KeTOaHaJior KeTOponaKa 

unidentified impurity / 0.01 % 
e.11.11HW1Han 
Hew.11.eHTl-l~HUI-IPOBaHHan 
rrp11MeCh 

total impurities / 0.1 % 

CYMMa rrp11Mecew 

Remarks : The Product confirms to ND/ 
ITpuMe'laHue: IlponyKT coorneTcrnyeT Tpe60BaH11»M H)]. 

Prepared by / 
Ilo.11.roTosneHo: Pravesh 
Rana i 
Date / 
)],am: 20.05.2026 

Checked by / 
Ilp0Bepe110: Pardeep 
Kumar 

Date/ 
)].am: 20.05.2026 

Registered O ice: 8-Z-337, 

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

not more than 0.8 %; / He 6onee 0,8 %; 

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

not more than 1.0 %. / He 6onee 1,0 %. 

Coudusion : APPROVED / 
3aKmo•1cu11e: O,ll.OBPEHO 

Approved by: Quality Assurance/ Authorized person / 
O.no6peHo: O6ecrre'-lettwe Ka'feCTBa/OrneTcTBeHHoe 
JIH UO : S)1!VfJtJ/ 

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

www.drreddys.corn 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJilI3A 

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 
IlpOJJ;YI.:T: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, J];HCneprupyeMbie B UOJIOCTH PTa, 10 Mr 
Market / PLrnoK : Russia / Pocc1-rn: 
Batch No/ : V2601020 

Batch Quantity/ 36,00,000 tab/ 
CepuH .N'2 O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003398132 
Date of Analysis/ 

20.05.2026 
AuaJIHTH'leCKuii OT'leT .N'!! )laTa auaJ1u1a 
Date of Manufacture / : 04/2026 Date of Expiry/ 03/2028 
)];aTa npOH3B0J];CTBa roJJ;eiI J];O 
Mfg. License No./ 

MA number:/ 
IIpou1BOJJ;CTBeuuaH : MNB/05/263 

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

JIHIIeH3HH .N'!! 
Analysis performed according ND:/ AuaJ1u1 npoBeJJ;eu no H,II;: JIIT-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKIIHH yTBep,K)].eua: 21.04.2025 

Page 6 of 11 / CTJ). 6 u1 11 
No 

Test/ Iloi.:a1aTeJib Results/ Pe1yJihTaTbI Specification/ HopMa 
.N'! 

8 Water content/ 2.4 % Not more than 7.0 %. / 
Co)lep:1Katt11e BO)lbI He 6onee 7,0 %. 

9 Residual solvents/ OcTaTO'IHbie opratt11'1ec1rne pacTBOpHTeJIH 

Isopropyl alcohol / 4 µg/tab / Not more than 350 µg/tab. / 
l-horrporraHoJI 4 MKr B Ta6JieTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Me'latt11e: Ilpo,nyKT cooTBeTcTByeT Tpe6oBaHHJIM H,ll; 3aKJ1IO'lem1e: O,ll;OliPEHO 
!=========::::::;;=======:;,=======~ 
Prepared by/ 
TTo,nroTOBJieHo: Pravesh 

Rana 

D ate I 
,IJ;arn: 20.05.2026 

Checked by/ 

IlpoBepeHo: Pardeep 

Kumar 

Checked by (AQA) / 

IlpoBepeHo (AOK): 

Amit Kumar 

' ' 

Approved by: Quality Assurance/ Authorized person / 

On.o6petto: O6ecrre'leH11e Ka'lecTBa/OTBeTcTBeHHoe 

mu.to: &11 I \.A A-tJ I 

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

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKAT AHAJIII3A 

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 
IIPO.llVKT: KeTopoJI® 3Kcnpecc (KeTOPOJlaK) Ta6JieTKH, ,llHCneprupyeMble e DOJIOCTH PTa, 10 Mr 
Market / PMHOK : Russia / Poccm, 
Batch No/ 

: V2601020 
Batch Quantity / 36,00,000 tab/ 

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

: 040003398132 
Date of Analysis / 

20.05.2026 AuaJIHTH'lecKun OT'leT .N'!! JlaTa auaJIH3a 
Date of Manufacture / 

: 04/2026 
Date of Expiry/ 

03/2028 )IaTa npOH3B0,llCTBa ro,lleH,llO 
Mfg. License No. / 

MA number:/ 
Ilpon3BO.llCTBeuuaH : MNB/05/263 

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

JlHl{eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee,lleu no H,11,: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIuCTpyKQHH yTeep,K,lleua: 21.04.2025 

No 
Test I IloKaJaTeJih Results/ PeJyJihTaThl 

,N'Q 

10 Microbiological purity*/ Mm.:po6uonoruqecKasi 'IHCTorn* 

Total Aerobic Microbial NA 
Count I o6mee qHcno 
a3po6Hh!X MHKpO-
opraHH3MOB 

Total Combined Yeast and NA 
mold count / o6mee ,mcno 
,!1,pm101<eBh!X H rrnecHeBhIX 
rpH60B 

Escherichia Coli NA 

11 Uniformity of dosage units / 
O,!1,HOpO/lHOCTb 

4.9 
)l03HpOBaHHblX e,!l,HHHU 

Remarks : The Product confirms to ND/ 

ITpnMeqauue: IlpoL1yKT coorneTcrnyeT rpe6oaaHHHM H)]. 
::========::::::,;=======:;-;:::::======~ 
Prepared by / 
TTo,!1,roTOBJJeHo: Pravesh 

Rana • 

i 
Date/ 
,ll;arn: 20.05 .2026 

Checked by / 
TTposepetto: Pardeep 

Kumar 

Checked by (AQA) / 
TTposepetto (AOK): 

A mitKumar • 

Pa2e 7 of 11 / CTJl. 7 m 11 

Specification / HopMa 

not more than 103 CFU/g; / 
He 6onee 103 KOE/r; 

not more than 102 CFU/g; / 
He 6onee 102 KOE/r; 

shell be absent in 1 gram. / 
OTCYTCTBHe s 1 r . 

Acceptance value (AV) not more than 15.0 
IloKa3aTeJJh npHeMJJeMOCTH (AV) ,!1,0JJ)l(eH 6bITh 
He 6onee 15,0. 

Conclu ion : APPROVED I 
3aKJIIO'leHHe: 0)1:0iiPEHO 

Approved by: Quality Assurance/ Authorized person / 
O,n,o6peuo: O6ecne'lett1-1e Kaqecrna/OrneTcTBeHHOe 

1rnu.o: st1 , v Pr fJ 1 

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

www.drreddys.com 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTHWHKATAHAJilI3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 

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 

Ilpo;::i;y1n: KeTOPOJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ;::i;ucneprupyeMble B UOJIOCTH pTa, 10 Mr 
Market / PMHOK : Russia / Poccm1 
Batch No/ 

: V2601020 
Batch Quantity/ 36,00,000 tab I 

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

: 040003398132 
Date of Analysis/ 

20.05.2026 AuaJiuTuqecKuii oTqeT .N'!! ,UaTa auaJIH3a 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 ,UaTa np0H3B0}J;CTBa ro;::i;eu AO 
Mfg. License No./ 

MA number:/ Ilpou3BOACTBeunaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHQeH3HH .N'!! 
Analysis performed according ND: I AnaJIH3 npose;::i;eu no II)],: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKQHH yTsep,K)],eua: 21.04.2025 

Pa2e 8 of 11 / Crp. 8 u3 11 
No 

Test I IloKa1aTeJ1b Results I Pe1yJ1bTaTbI Specification / HopMa 
.N'! 

12 Assay/ KoJ1H'leCTBeuuoe 10.1 mg/ 10,1 Mr From 9.0mg to 11.0mg of 
onpe.lleJ1euue (100.9 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 

13 Butylhydroxyanisole 0.0911 mg/tab I 
content I Co,llepm:auue 0,0911 Mr B rn6rreTKe 
6yTHJ1fH./lpOKCH8HH30J1a 

Remarks : The Product confirms to ND/ 
IlpuMe'lanue: Tipo,nyKT COOTBeTCTByeT Tpe6oBaHlUIM H,ll. 
:=========::::::;;=======:;-;=======~ 
Prepared by / 
Tio.urornsrretto: Pravesh 
Rana 

Date / 
,ll.arn: 20.05.2026 

Checked by/ 
Tiposepetto: Pardeep 
Kumar 

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

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .uo 11,0 Mr 
C1sH13NO3•C4H11NO3 ( KeTOporraKa 
YpOMeTaMHH) (OT 90,0 .llO 110,0 % OT 
1airnrrettttoro Korr11qecTsa) B Ta6rreTKe. 

Not less than 0.042 mg/tab. / 
He Mettee 0,042 Mr B rn6rreTKe. 

C onclusion : APPROVED I 
3aKJJ IO<iettue: O,ll.OJiPEHO 

Approved by: Quality Assurance/ Authorized person / 
O.1106peHo: O6ecneqem1e Kaqecrna/OrneTcTBettttoe 
n11uo: c.SH1v'11v I 

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

www.drreddys .com 



Dr.Raddy'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.VKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .uucneprupyeMbie B DOJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Pocc1-rn: 
Batch No I 

: V2601020 
Batch Quantity/ 36,00,000 tab I 

Cepm1 N!! O6neM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003398132 
Date of Analysis / 

20.05 .2026 AuaJIHTH'lec1rnii OT'leT N2 llaTa auaJiuJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
,[(aTa DPOHJBOACTBa ro.l).eH AO 
Mfg. License No./ 

MA number:/ 
IlpOHJBO)J.CTBCHHaH : MNB/05/263 

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

JIHQeHJHH N2 
Analysis performed according ND:/ AuanuJ npoBeAeH no H):(: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKQHH VTBep,K,Ueua: 21.04.2025 

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

Test/ IloicaJaTeJib Results/ PeJyJibTaTbI Specification / HopMa 
X2 

14 Package description / 10 tablets m a blister of 10 tablets in a blister of (PA/ AL/PE with 
Onucauue ynaicosicu (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. / no 10 rn6nernK B 6m1cTepe 113 
information leaflet in a carton (TIA/ AJI/Il3 C snaronornornTeJieM/Il3BTI) 
pack. I Ilo 10 Ta6JieTOK B Q)OJibrH II (TI3/AJI) Q}OJibrH. Ilo 1 HJil1 
6Jil1CTepe 113 (TIA/ AJI/Il3 C 6Jil1CTepa BMeCTe C Jil1CTKOM-BKJia,UblllleM 
snaronornoT11TeneM/Il3BTI) na11Ky KapTOHHyIO. 
q>on1,rn // (Il3/ AJI) cpon1,rn. flo 
2 6m1cTepa BMeCTe C Jll1CTKOM-
BKJia,11,blllieM B na11Ky 
KapTOHHYfO. 

* 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 Bblnycice neicapcTseuuoro npenapaTa KOHTpOJih icaqecTBa no noicaJaTemo «Muicpo6uonoruqecicast 
l.fHCTOTa» npOBO}lHTCSI JlJISI K3'.IK.ll.OH 20-oit cepuu, HJIH JlJISI O}lHOH cepuu B ro}l, B 3aBHCHMOCTU OT Toro, l.fTO 
uacTynuT paHhUJe. 

Remarks : The Product confirms to ND/ 
IlpuMel.faHHe: IlpOJlYKT C00TBeTcTByeT Tpe6osattl1JIM H,l], ::========::::::;-;=======:;;::::========: 

Conclusion : APPROVED / 

3aicmol.feuue: O,ll.OliPEHO 

2 
B 

Prepared by/ 
Tio,uroTOBJleHo : Pravesh 

Checked by / 
flposepeuo : Pardeep 

Checked by (AQA) / 
flposepetto (AOK): 

Approved by: Quality Assurance/ Authorized person / 

Rana i 
!Dale / 
,l],aTa: 20.05.2026 

OAo6peHO: O6ecne11eH11e Ka'-l ecrna/OrneTcTBeHHOe 
Kumar Amit Kumar Jll1 UO: ~/.f JV &NI 

I 
Date/ 
JJ:ara: 20.05 .2026 
Registered O 

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

www.drreddys.com 



Dr.Raddy's •• •• • • 

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

CERTIFICATE OF ANALYSIS 
CEPTHWHKATAHAJIB3A 

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,[1,y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, JJ:HCOeprupyeMbie B DOJIOCTH PTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ : V2601020 

Batch Quantity/ 36,00,000 tab/ 
Cepm1.M, O61>eM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003398132 

Date of Analysis / 
20.05.2026 

AuaJIHTH'leCKHH OT'leT N!! llaTa auaJiu1a 
Date of Manufacture / 

: 04/2026 
Date of Expiry/ 

03/2028 
.[{aTa npOH3B0,IJ;CTBa ro,IJ;eH JJ:O 
Mfg. License No./ 

MA number:/ 
Ilpou3BOACTBeuuaH : MNB/05/263 

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

JIHQeu1uH N2 
Analysis performed according ND:/ AuaJiu1 npoeeJ];eu no H,LJ:: .JIII-.N°!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPVKQHH yTeep'.lK)J;eua: 21.04.2025 

Page 10 of 11 I CTp. 10 m 11 
API name/ HanMenoaauue AWC: Ketorolac tromethamine / KeTopo11aKa TPOMeTaMHH 
INN /MHH: Ketorolac / KeTopo11aK 
API manufacturer batch number / ABSH006295, ABSH006408 
HoMep cepuu npou1ao)lnTeJIH AWC: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH npOH3B0J];HTeJIH FETA00146, FESA00588 
r JI<I>: 

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India/ 
IlpOH3BO)lHTeJlh Awe, CTpaua: ,[{-p PeAD,H1

C na6opaTOpHC flTA,, I1HAM51 
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 
HauMenoaauue, aApec, JIHQett3HH JJ:JIH ,[{-p PeJ:UJ,H'C fla6opaTOpHC flT,ll,., I1HAHH, IJpOH3B0)],CTBeHHOe 
Ilpou3BOJJ:CTBeuuaH IIJIOIQa,ll,Ka / IIJioIQa,l),Ka no)].pa1)].e11ett11e-6, B111111. Kxo11h, Harrarapx Poy;:i:, EaMH, ,[{11cTpHKT 
KOHTPOJIH Ka'leCTBa / IIJIOIQa,l],Ka BbrnycKa Co11aH, X.TI., 173205, Htt,lJ,HjJ (11m1,eH3HjJ 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/ 
TTpuMeqauue: ITponyKT coorneTcrnyeT Tpe6osaHlli!M HA 3aKmoqeuue: OAOliPEHO 

1:=========:::::::;:;::::::======::::;;::=======: 
Prepared by / 
TionroToaneHo: Pravesh 
Rana 1 
Date/ 
.l(aTa: 20.05.2026 

Checked by/ 
TTposepeHo: Pardeep 
Kumar 

Reg,stere 

Checked by (AQA) I 
TTposepeHo (AOK): 
Amit Kumar 

Approved by: Quality Assurance/ Authorized person/ 
Ono6peno: O6ecne'leHtte Kal!ecrna/OrneTCTBeHHoe 

mum: St}IV.4/Jr 

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

www.drreddys.com 



•·· Dr. Reddy'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 

CEPTHWIIKATAHAJill3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1J,y1n: KeTopoJI® 3Kcnpecc (KeTOpOJiaK) Ta6JieTKH, /J,HCUeprupyeMble B UOJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Pocc,-rn 
Batch No/ 

: V2601020 
Batch Quantity/ 36,00,000 tab I 

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

: 040003398132 
Date of Analysis / 

20.05.2026 
AuaJiuTuqecKuii oTqeT .N'!! ,U:aTa auaJIH3a 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
j(aTa npOH3B0)].CTBa ro,l),eH ,1),0 
Mfg. License No. / 

MA number:/ 
Ilpou3BOLI.CTBeuuaH : MNB/05/263 

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

JIHIJ,eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 np0Be,1J,eu no 11,[t:: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKIJ,HH YTBep,K)].eua: 21.04.2025 

Page 11 of 11 / CTp. 11 H3 11 
3aKmoqeuue O COOTBeTCTBHH: «HacT051Ill;IIM 51 rro,n;rnep)I(,ll;aIO, qTo rrp1rne,n;eHHa51 BbIIIIe 1rncpopMau:1rn 51BJrneTC51 

,ll;OCTOBepHOH II rnqHoH. 3m cep1151 rrpo,n;yKU:1111 rrp0113Be,n;eHa (BKJIIoqa51 yrraKOBKY (MapK11pOBKy) II KOHTpOJib 

Kaqecrna) Ha BbIIIIeyKa3aHHOH rrp0113B0,ll;CTBeHHOH rrrroma,n;Ke (rrrroma,n;Kax) B IIOJIHOM COOTBeTCTBIIII C 

Tpe6oBaHll51MII ITpaBIIJI Ha,n;Jie)I(ameH IIp0113B0,ll;CTBeHHOH rrpaKTIIKII EBpa311HCKOro 3KOHOM11qecKoro COI03a 11 

Tpe6oBaHll51MII KOHTPOJI5I KaqecTBa rreKapCTBeHHbIX cpe,n;CTB, a TaK)I(e B COOTBeTCTBIIII co crreu:11cp11Ka:U:ll51MII, 

co,n;ep)I(am11MIIC51 B per11cTpau:110HHOM ,ll;OCbe CTpaHbI-IIMIIOpTepa. 3arr11c11 ITO rrp0113B0,ll;CTBY, yrraKOBKe II aHaJill3Y 

rrpoBepeHbI, II ycTaHOBJieHO IIX COOTBeTCTBlle Tpe6oBaHll51M ITpaBIIJI Ha,n;Jie)I(ameil IIp0113B0,ll;CTBeHHOH rrpaKTIIKII 

EBpa.3110:CKOro 3KOHOM11qecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED I 
IlpttMeqanne: 11po;::i:yKT COOTBeTCTByeT Tpe6oBaHlUIM H,ll; 3a1cmo•1e11ue: O)1:OliPEHO 

Prepared by / 
Ilo;::i:roTOBJieHo: Pravesh 
Rana j 
Date I 
)];am: 20.05.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
IlpoBepeno: Pardeep npoBepeMo (AOK): O.o.06pe1!0: O6ecne'-Iettne Ka'-Iecrna/OrneTcTBeHMoe 
Kumar Amit Kumar ;muo: &')r \) P,-N f 

<:o f - ~ {\ ""I" - .,...., 

Date I Date I Date / 
(\ »~_) ~U, )];am: 20.05.2026 )];am: 20.05.2026 ,ll,aTa: 

v .,n .. ._: . u • 4 "" ..J.J , -~....iv , .. v. _., '"'"' r. ,.. •J· ·-~ . ·-·-.. _.,.,_,_, '°'" 'I J 'b- ..... ., .. , ........ 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 


