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

CEPTM~MKATAHAJIH3A 

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

Tel: +9198166 56001-02 
,,. •'"' rl rrr>rlrlv< rnm 

Product : _ Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,11.y1n: KeTopon® 3Kcnpecc (KeToponaK) Ta6JieTKH, ,11.ucneprupyeMbie B D0JI0CTH pTa, 10 Mr 
Market / PhrnOK : Russia / Poccm1 
Batch No/ 

: V2600755 
Batch Quantity/ 36,00,000 tab I 

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

: 040003360539 
Date of Analysis / 

13.04.2026 
AuaJIHTH<JecKuu 0T'leT .M! ,UaTa auanu3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
)].aTa np0U3B0,lJ.CTBa ro,11.eu ,11.0 
Mfg. License No./ MA number:/ 
IlponJB0,11.CTBeuuan : MNB/05/263 

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

JIUIJeH3HH ,N'!! 
Analysis performed according ND:/ AuaJIUJ npoBe,!J,eH no H,U: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MncTPYKIJHH YTBepiK,!J,ena: 21.04.2025 

Page 1 of 11 / CTtl. 1 HJ 11 
No 

Test/ TioKaJaTem, Results/ Pe1yJibTaTbI Specification / HopMa 
.N'~ 
1 Description/ OnHcaHHe Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 

tablets with "I" debossed on one debossed on one side. I Kpyrnh1e rrnOCKHe 
side. / KpyrnhJe rrnocKtte Ta6neTKH c cpacKOH, CBeTnO-)KenToro UBeTa C 
rn6neTKH c cpaCKOH, CBeTJIO- rpaBttpoBKOH «I» Ha OAHOH crnpoHe. 
)KenTOro UBeTa C rpaBi-IpOBKOH 
«I» Ha OAHOH crnpoHe. 

2 Identification/ 11AeHTm}mKaUHSI 

Ketorolac I Kemopo,iaK Complies I CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
crreKTµhI rrornorueHHJI ucnh1TyeMoro pacrnopa H 
pacrnopa CTaHAapTHOro 06pa1ua KernponaKa 
TµOMeTaMHHa AOn)l(Hhl HMeTb MaKCHMYMhl rrp11 
OAHOH tt TOH )Ke AnHHe BOnHhl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipHMe'laHHe: TipoAyKT coorneTcrnyeT Tpe6oBaHHJIM HA 3aKmo~1e1:111e: 0 ,ll,0.6PEHO 

Prepared by / 

no.nroTOBJleHO: Aniket 

Thakur 

~ 
Date / 
J],arn: 13.04.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
npooepetto:Prave h n poeepeHo (AOK): 0 .no6peHo: 06ecnel,eH Me Ka•recTBa/0 TBCTCTBCHHOe 
.Rana ;J A mit Kumar n 11uo~ I ~-..,.,.., 

"- /\-- ~-~ 
Date / Date / Date I , -~~µ 
,l.l.a,a: 13.04.2026 JJ.ai-a: 13.04.2026 ,n:arn: / 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· 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, !NOIA 

Tel: +9198166 56001-02 
,.,.... rlrr,:uirlvcc .com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO,ll,YKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,ll,HCDeprupyeMhie s DOJIOCTH pTa, 10 Mr 
Market/ PhIHOK : Russia / Poccm, 

Batch No/ 
: V2600755 

Batch Quantity/ 36,00,000 tab/ 
CepuH.N'!! O6'heM cepuu 36,00,000 rn6 
Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKun OT'leT .N'!! 

: 040003360539 
)];aTa auaJiu3a 

13.04.2026 

Date of Manufacture / 
: 03/2026 

Date of Expiry/ 
02/2028 

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

MA number:/ 
Ilpott3BO,ll;CTBeuuaH : MNB/05/263 

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

JIUQeH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npose,1J;eu no H)];: JIIT-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKQHH yTsep,K)],ena: 21.04.2025 

Page 2 of 11 / CTp. 2 H3 11 
No 

Test/ IloKaJaTem, Results/ Pe1yJibTaTbI Specification / HopMa 
.N'2 

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 BpeM51 y .uep)KHBamrn OCHOBH0ro nHKa Ha 
xpoMaTorpaMMe HCilbITyeMoro pacrnopa 
,UOJDKH0 COOTBeTCTB0BaTb BpeMeHH 
y .uep)KHBaHH51 OCHOBHOro m-IKa Ha 
xpoMarnrpaMMe pacrnopa cmH.uapTHOro 
06pa311,a KeToponaKa TpOMemMHHa (pa3.uen 
«KonwqecTBeHHOe orrpe.ueneHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpwMe'Iauue: ITpo.uyKT coorneTcrnyeT TPe6oBaHtt51M HA 3aKJIIO'Ieuue: O)];OliPEHO 

Prepared by/ 

Tio.uroTOBJieHo: Aniket 

Thakur 

t 
Date I 
)];am: 13.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
Tipoaepeuo:Pravesh n poeepeuo (AOK): 0.n.oope~ · 06ecne4CHHe Ka1.feCTBa/0TBeTCTBeHHOe 

i . ! • Rana A mi t Kumar mmo: 0 ~ ""'7 

{'--~:;_ //~~ 
Date/ Date I Date I l l V /n /4 ~ 
)];am: 13.04.2026 )];am: 13.04.2026 )];am: \ ~ 1,,J)V~ 

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

CIN: L85195AP1984PLC004507 
www.drreddys.r.om 



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

CEPTH~HKATAHAJIII3A 

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

Tel: +9198166 56001-02 
" " .,.., tlrr.,, r! rh, c: rnm 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)].yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )].HCUeprupyeMbie e UOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ : V2600755 

Batch Quantity / 36,00,000 tab/ 
CepuH N2 O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003360539 
Date of Analysis / 

13.04.2026 
AuaJIHTH<JecKuii 0T'leT N2 .LI:aTa anaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
.LI:aTa np0H3B0)].CTBa ro)].eH )1.0 
Mfg. License No. / 

MA number:/ 
IlponJBOLI.CTBennaH : MNB/05/263 

HoMepPY : JIIl-N2(004669)-(Pr-RU) 
JIHQeHJHH .N'!! 

Analysis performed according ND:/ AuaJinJ npoee)].en no H,n:: JIIl-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKQHH yrnep)K)].ena: 21.04.2025 

Page 3 of 11 / CTp. 3 HJ 11 

Test I IloKa3aTeJib Results / Pe3yJihTaThI Specification / HopMa 

Butylhydroxyanisole I 
Eymw12uopoKCUGHU30JI 

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.n:ep)l(J1BaHIUI IU1KOB 2-
6yrunru.n:poKCHaHH30na u 3-
6yrwnrn.n:poKc11aHH3ona Ha xpoMaTorpaMMe 
HCilbITyeMoro pacrnopa JJ:Oll)l(Hbl 
COOTBeTCTBOBaTb BpeMeHaM yJ(ep)l(HBaHH» 
IlHKOB 2-6yTHllrH,[(pOKCHaHH30na H 3-
6yr11nrn.n:poKCHaHH30na Ha xpoMaTOrpaMMe 
pacTBopa cTaH,[(apTHoro 06pa3ua 
6yrnnrn.n:poKcHaHmona (pa3,[(en «Co.n:ep)l(aHHe 
6yTHnrn.n:poKCHaHH30na»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lanue: ITpo.n:yKT coorneTcrnyeT Tpe6oBaHw»M H,[( 3aKJIIO'leuue: 0,l(OJiPEHO 

Prepared by/ 
f10JJ,roToBJ1euo: Aniket 
Thakur 

fr 
Date/ 
,l].aTa: 13.04.2026 

Checked by / Check.ed by (AQA) I Approved by: Quality Assurance/ Authorized person/ 
Tipoaepe110:Prave h nposepeHo (AOK): 0Jio6peHo: 06ecne•1eH11e Kaqecrna/OrneTCTBeHHoe 
Rana t Amit Kumar nuuo ~ ,uw,.,, ~ (\/\~ r:2A - '1 

Date / Date / Date / I /. '>. -
.[1,a'Ta: 13.04.2026 .D,aTa: 13.04.2026 ):\aTa: I _ "?Pit 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTM~IIKATAHAJilI3A 

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

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

Tel: +9198166 56001-02 
"' ,,., ,1,-,.,.,i ...1 "' r-nm 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::i;y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ;::i;ucneprupyeMbie B noJI0CTH pTa, 10 Mr 
Market / PMHOK : Russia / Pocc,rn 
Batch No I 

: V2600755 
Batch Quantity I 36,00,000 tab I 

CepuH .N'!! O6heM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003360539 
Date of Analysis / 

13.04.2026 
AuaJinTuqecKun oP1eT .N'!! )];aTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
JJ:aTa IlP0H3B0)J;CTBa ro;::i;eu )];0 
Mfg. License No./ 

MA number:/ 
IlpouJBO)J;CTBeuuan : MNB/05/263 

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

JIHQeH3HH .N'!! 

Analysis performed according ND:/ AuaJiuJ npoBe;::i;eu no H)];: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / MncTpyKQHH yTBepm.ri,eua: 21.04.2025 

Page 4 of 11 / Crp. 4 HJ 11 
No 

Test I IloKaJaTeJlh Results/ Pe3yJlhT3Thl Specification / HopMa 
.N'!! 

3 Average weight/ Cpe;::i;nsrn 68.9 mg I 68,9 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr AO 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 CoorneTcrnyeT 18/20 Ta6JieTOK - He 6onee ±10%; 
0;::i;HopOAHOCTh MaCChl 

2/20 rn6JieTOK - He 6onee ± 20 %. 

4 Disintegration time / 
Pacna;::i;aeMOCTh 

00 min 36 sec / 00 MHH 36 ceK Not more than 3 min. / He 6onee 3 MHH, 

5 Dissolution / PaCTsopeuue Unit-I/ Ta6n-l 100 % Not less than 75 % (Q) ofC1 5H13NO3•C4H11NO3 

Unit-2 I Ta6n-2 100 % 
(ketorolac tromethamine) in 15 min. / He Mettee 
75 % (Q) C1sH13NO3•C4H11NO3 (KernponaKa 

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-6 100% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe<tauue: Ilpo;::i;yKT coorneTcrnyeT TPe6osaHIDIM HA 3aKmo<teuue: O,ll;OliPEHO 

Prepared by / 
Ilo;::i;rornsnetto: Aniket 
Thakur 

/y 
Date / 
)J,a'Ta: 13.04.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
Ilposepetto:Prave h nposepeHo (AOK): O.llo6pe~o: 6ecneqeH~1e Ka•1ecrna/OrneTCTBeHHOe 
Rana { Amit Kumar mmo: ~ ,t::.o-.--J'""l 

/\ / ~~u 
Date / Date / Date I \ J. r r')P 1,,b 
,ll;ara: 13 .04.2026 )],aTa : 13.04.2026 Aarn: ✓ 

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034. Telangana, India 
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<l>HKAT AHAJIH3A 

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

Tel : +91 98166 56001-02 
'"""" r!rrorlrh,c rnm 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.[1.yKT: KeTopoJI® 3Kcnpecc (KeTODOJiaK) Ta6JieTKH . .[I.HCneprnpyeMbie e DOJIOCTH DTa, 10 Mr 
Market / PLrnoK : Russia/ Poccm1 

Batch No/ : V2600755 
Batch Quantity/ 36,00,000 tab/ 

CepnH .N'!! O6'beM ceouu 36,00,000 rn6 
Analytical Report No / 

: 040003360539 
Date of Analysis / 

13.04.2026 
AuaJIHTH'leCKHH OT'leT .N'!! )];aTa auaJiu3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry/ 

02/2028 
,[J.aTa npOH3B0.[I.CTBa ro.[l.eH,!J;O 
Mfg. License No./ 

MA number:/ 
IIpoH3B0.[I.CTBeHHaH : MNB/05/263 

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

JIHQeH3HH .N°!! 
Analysis performed according ND:/ AuaJIH3 npoee.[l.eu no H)];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKQHH yrnep)K)J;eua: 21.04.2025 

Pa2:e 5 of 11 / CTp 5 H3 11 . 
No 

Test I IloKaJaTeJJh Results/ PeJyJJLTaTLI Specification / HopMa 
,N'g 

6 Particle size distribution / Complies / CooTBeTcTByeT A uniform suspension passing through a 710 µm 
,[I.HcnepCHOCTh sieve is formed. I O6pa1yeTCH 0)].HOpO)].Ha» 

cycneH11rn, npoxoJl»ma» CKB03h Cl1TO 
pa1MepoM oTBepcrnw 710 MKM. 

7 Impurities / IlpHMeCH 

1-hydroxy analog of Below LOD (LOD = 0.0010 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / I HmKe npeJleJia 06Hapy)l(eH11» 
l-r11)].pOKCl1aHaJIOr (TIO= 0,0010 %) 
KeToponaKa 

1-keto analog of ketorolac / 0.03 % not more than 0.8 %; / ue 6onee 0,8 %; 
l-KeToaHanor KeToponaKa 

unidentified impurity/ 0.01 % not more than 0.5 %; / He 6onee 0,5 %; 
e)].11H111-rna» 
ue11)].eHT11~11~11posaHHa» 
np11MeCb 

total impurities I 0.0468 % not more than 1.0 %. / He 6onee 1,0 %. 
cyMMa np11Mecew 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMettaune: TipoJlyKT cooTBeTcTByeT TPe6osaHHHM H)l, 3aKJJIO'-leHne: o,n:06PEHO 

Prepared by/ 
TToJlroToBneuo: Aniket 
Thakur r 
Date/ 
P,arn: 13.04.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
TTponepeHo:Prave h :nponepeuo (AOK): O1106pe~ · 6ecne'le1rne Ka•1ecTna/OrneTCTBeuuoe 
Rana { Amit Kumar nwuo: f p l~VV\ 

{'-~ r.2;v] 
Dare / Date/ Date/ I / ~rv ,yb 
,[laTa: 13.04.2026 ,[laTa: 13.04.2026 )],am: ' rJ,P ; 

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

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

CEPTH~HKATAHAJIII3A 

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

Tel: +9198166 56001-02 
'.. ... rl -~ """~ """" 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.YKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, .uucneprupyeMble e DOJIOCTH PTa, 10 Mr 
Market / PLrnoK : Russia / Poccm, 

Batch No/ 
: V2600755 

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

: 040003360539 
Date of Analysis / 

13.04.2026 
AuaJIHTH'leCKHH OT'leT .N'!! )l,aTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry/ 

02/2028 
.l(aTa npOH3B0)].CTBa ro.ueu )J.O 
Mfg. License No./ MA number:/ 
IlpouJBOJJ.CTBeuuaH : MNB/05/263 

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

JIUUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe}J,eu no 11,[1;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKUHH YTBep,K)],eua: 21.04.2025 

Pa2:e 6 of 11 / CTp. 6 HJ 11 
No Test I IloKa3aTeJlb Results I PeJyJlhTaTbI Specification / HopMa 
.N'2 
8 Water content/ 2.l % Not more than 7.0 %. / 

Co,11,epm:auue B0,11,bI He 6onee 7 ,0 %. 

9 Residual solvents / OcTaTO'IHble oprauuqec1rne pacTBOpuTeJiu 

Isopropyl alcohol / 7µg/tab I Not more than 350 µg/tab. / 
I-borrporrauon 7 MKr B rn6neTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ 
IlpuMe'lauue: ITpo,11,yKT coorneTcrnyeT Tpe6oBaHIDJM H.D: 

Conclusion : APPROVED / 
3aKJ1101Jeuue: O,IJ:OEPEHO 

Prepared by / 
l10J1roT0BJie~10: Aniket 
Thakur 

Date / 
T-(a-ra: 13.04.2026 

Checked by / 
npo,nepeHo:Pravesh 
Rana 1 
Date/ 
!-(am: 13.04.2026 

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

Date I 
.D:arn: 13.04.2026 

Approved by: Quality Assurance/ Authorized person / 
O.11,06petto: 06ecne•1em1e Ka4ecTna/OrneTcTBeuttoe 

rruuo: ~ 1~..,....,_ 

Date/ 
,n:arn: 

Registered Office: 8-2-337, Road No. 3, Banj,m; Hiils, Hyderabad - 500034_, Telangana, India 
Tel: +9140 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 
CEPTH~IIKATAHAJIH3A 

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

Tel: +9198166 56001-02 
rn ,., rl rrnA ,~.,, r-nm 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOllYKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, llHCneprupyeMble B DOJIOCTH pTa, 10 Mr 
Market / PblHOK : Russia / Poccm, 
Batch No/ : V2600755 

Batch Quantity / 36,00,000 tab I 
CepnH .M! O6beM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003360539 
Date of Analysis / 

13.04.2026 
AuaJIHTH<tecKuii OT<teT .N'!! .l(aTa auaJIH3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry/ 

02/2028 
)J:aTa npOH3B0JlCTBa rolleH llO 
Mfg. License No./ 

MA number:/ 
IIpouJBOllCTBeuuaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AnaJIH3 npoBeAeH no H)J:: JIIl-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKUHH YTBep,K,1J;eua: 21.04.2025 

No 
Test I Ilm.:a3aTeJib Results/ Pe3yJibTaTbl 

.N'!! 
10 Microbiological purity*/ Mm.:po6noJiorH"-1ecKaH '-IHCTorn* 

Total Aerobic Microbial NA 
Count I o6w,ee 1rncno 
a3p06HbIX MHKpO-
opraHH3MOB 

Total Combined Yeast and NA 
mold count/ o6w,ee q11cno 
.upm,oKeBblX 11 rrnecHeBb\X 
rp1160B 

Escherichia Coli NA 

11 Uniformity of dosage units / 
O.UHOpO,UHOCTb 

6.6 
.U03HpOBaHHblX e,UHHHQ 

Remarks : The Product confirms to ND/ 
IlpuMe1-1auue: TTpo.uyKT cooTBeTcTByeT Tpe6osaHH~M H,ll; 

1:==========::::;-;::========;-;::::======~ 
Prepared by / 
TTo.urornsneHo: Aniket 
Thakur 

Date/ 
).];arn: 13.04.2026 

Checked by / 
npoeepeHo:Prave h 
Rana 

Date I 
).];arn: 13.04.2026 

Checked by (AQA) I 
TTpoaepeHo (AO!{): 
Amit Kumar 

Date / 
,[l,ara: 13.04.2026 

Pa2:e 7 of 11 / CTp. 7 HJ 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. I 
OTCYTCTBHe s 1 r. 

Acceptance value (AV) not more than 15.0 
IloKa3aTeJib rrpHeMJieMOCTH (AV) .uomKeH 6bJTb 
He 6onee 15,0 . 

Conclusion : APPROVED I 
3aKJI101-1euue: O,ll;OliPEHO 

Approved by: Quality Assurance/ Authorized person I 
OJ1.06p~~ecne4e1:1He 1<a•1ecTBal OTBeTC1'8eHHOe 

mmo: r J ~.,O.i;L{ IQ?lA.A° ~ 

Date/ 
)];am: 

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

CIN: L85195AP1984PLC004507 
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: +9198166 56001-02 
www.drrPrldvc. .r.om 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.uyKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKU, .uucneprupyeMbie B noJiocTu pTa, 10 Mr 
Market / PLrnoK : Russia / Pocc1151 
Batch No I 

: V2600755 
Batch Quantity / 36,00,000 tab I 

CepuSI N!! O6heM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003360539 
Date of Analysis / 

13.04.2026 
AnaJiuTuqecKun oTqeT N!! llaTa anaJin3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry/ 

02/2028 
)J.aTa DPOU3B0.UCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
IlponlBO.UCTBeuuaH : MNB/05/263 

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

JIU .. eH3USI .N'!! 
Analysis performed according ND:/ AuaJiul npose.ueu no H)J.: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HncTPYK .. nH YTBep,K)J.ena: 21.04.2025 

Page 8 of 11 / CTp. 8 u3 11 
No 

Test/ IloKa3aTeJJb Results/ Pe3yJJbTaTbI Specification/ HopMa .N'! 
12 Assay/ KoJJH'leCTBeuuoe 10.0 mg I 10,0 Mr From 9.0 mg to 11.0mg of 

onpe,11,eJJeuue (100.4 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr JJ,O 1} ,0 Mr 
C1sH13NO3•C4H11NO3 (KeTOponaKa 
TpOMCTaMHH) (OT 90,0 ,ll,0 110,0 % OT 
Ja»sneHHoro KOnWieCTsa) B Ta6neTKe. 

13 Butylhydroxyanisole 0.0969 mg/tab I Not less than 0.042 mg/tab./ 
content I Co.r.ep,KaHue 0,0969 Mr B Ta6neTKe He MeHee 0,042 Mr B rn6neTKe. 
6yTHJ1fH,11,pOKCH3HH30J13 

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

IlpuMe'!aHHe: ITpo,11,yKT coorneTcrnyeT Tpe6osaHIDIM HA 3aKJJIO'!eHtte: O.[(O6PEHO 

Prepared by / Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
TTo,11,rornsneHo: Aniket ITpoeepe110:Prave h npoeepeHo (AOK): OJJ.o6peHo: O6ecneYeH11e KaYecrna/OrneTCTaeHHoe 
Thakur 

fr 
Rana { Amit Kumar JJHU.O: ~J-0-Ll lc.a.vJ""" 

{\,-A.-- a b ,,,,,. 
Date I Date / Date/ Date/ \ l - 0,-1}'\c 
)];am: 13.04.2026 JJ.a-ra: 13.04.2026 }la-ra: 13.04.2026 )];am: ' 1,.,-b ~ 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH<l>HKAT AHAJIH3A 

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

Tel: +9198166 56001-02 
" "' r1--~...1~"~ ,.,,m 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo1w1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6Jienrn, nucnepruoveMMe B noJiocTu pTa, 10 Mr 
Market / P1,rnoK : Russia / Poccm, 
Batch No/ 

: V2600755 
Batch Quantity/ 36,00,000 tab/ 

Cepun .N'!! O61>eM ceouu 36,00,000 rn6 
Analytical Report No/ 

: 040003360539 
Date of Analysis / 

13.04.2026 
AuaJIHTH<JecKuii OT'leT .N'!! ,U:aTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry/ 

02/2028 
JI:aTa npOHJBO)J.CTBa roneu )J.0 
Mfg. License No./ 

MA number:/ IIpoHJBO)J.CTBeHHaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHQeHJHH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoBeneu no 11,LI;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKQHH yrnep~eua: 21.04.2025 

Pa2c 9 of 11 / CTp. 9 HJ 11 
No 

Test/ IloKaJaTeJJb Results/ Pe1yJ1bTaTb1 Specification / HopMa ,N'g 

14 Package description / 10 tablets m a blister of 10 tablets m a blister of (PA/ AL/PE with 
Onucanue 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. / Tio 10 rn611eTOK B 61111cTepe m 
information leaflet in a carton (TIA/ AJ1/TI3 C BJiaronornornTeJieMITI3BTI) 
pack. I no 10 Ta611eTOK B lpOJlbrH II (IT3/AJ1) qJOJJhn'I. no 1 HJJH 
6n11cTepe 113 (TIA/AJJ/TI3 C 6m1cTepa BMeCTe C JlHCTKOM-BKJJa)],hJWeM 
snaronornornTeJJeM/TI3B TI) na'lKY KapTOHHyJO. 
qJOJlhrH // (IT3/ AJI) cfJOJJhrH. no 
2 6m1CTepa BMeCTe C Jll1CTKOM-
BKJla)],hIWeM B na'lKY 
KapTOHHyJO. 

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in 
every 20 batches or one batch per year whichever is more. 
* Ilptt BbmycKe JJeKapcTBennoro npenapaTa KOHTpOJJh Ka1.1ecTBa no noKaJaTemo «MHKpo6uonoru1.1ecKaH 
lfHCTOTa» npOBO)],HTCH )],JIH K3;«)),0H 20-oit cepuu, HJIH t].JIH 0tJ.H0H cepuu B ro)J., B 33BHCHMOCTH OT Toro, lfTO 
uacTynuT panbrne. 

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

IlpuMelfaHue: TipOAYKT coorneTcrnyeT rpe6osaH11.HM H.D: 3aKJ1101.1enue: O,ll.OliPEHO 
1:=====:::::::::== ===:;-;::::========::;-;::======:! 
Prepared by/ 
TionroT01.rneHo: Aniket 
Thakur 

fr 
Date/ 
].:\aTa: 13 .04.2026 

Checked by / 
npooepeHo:Prave h 
Rana 

2-

Date/ 
J(arn: 13.04.2026 

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

~ .,...-

Date/ 
JJ:arn: 13.04.2026 

Approved by: Quality Assurance/ Authorized person / 
O.uo6peH0: ecne•teHne K34 eCTBa/OTBeTCTBeHHOe 

~/" ,.,, . ~.--1111uo: ---.J'~....., \ l.,.V\./VI YV • 

Date/ 
JJ:arn: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· 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, INDIA 

Tel: +9198166 56001-02 
" " ·"" ti rre,rlA"~ rnm 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ,YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )],HCUeprupyeMhle B UOJIOCTH pTa, 10 Mr 
Market / P1,rnoK : Russia / Poccm1 
Batch No/ 

: V2600755 Batch Quantity/ 36,00,000 tab/ 
CepnH .N'!! O61.eM cepuu 36,00,000 rn6 
Analytical Report No I 

: 040003360539 Date of Analysis / 
13.04.2026 

AuaJIHTHlfeCKHH OTlfeT .N'!! )I:aTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,II:aTa npOH3B0)],CTBa ro.ueu .uo 
Mfg. License No. / 

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

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

JIHl.(eHJHH .N'!! 
Analysis performed according ND:/ AnaJinJ npoBe,ueu no H,II:: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version aooroved: / IIncTDVKQHH YTBep,KJJ.eua: 21.04.2025 

Page 10 of 11 / CTp. 10 HJ 11 
API name/ HanMenosauue A<l>C: Ketorolac tromethamine / KernponaKa TpoMeTaMHH 
INN /MHH: Ketorolac / KeToponaK 
API manufacturer batch number/ ABSH006294 
HoMep cepuu nponJBO.UHTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHl.(HH npOH3B0)],HTeJIH FESA00536 

r JI<I>: 
API Manufactured by & country I Dr. Reddy's Laboratories Ltd., India / 
IlponJBO.UHTeJih A <l>C, cTpaua: ,D;-p PeMH'c Jia6oparnp11c JITJJ,., l1HJJ,H.si 
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 
HanMeHOBauue, aJJ,pec, JIHl.(eH3HH )],JIH ,D;-p PeJJ,JJ,H'c Jla6oparnp11c JlTJJ,., I1HJJ,H.si, Ilpo113BOJJ,CTBeHHOe 
IlponJBOJJ,CTBeuuaH DJIOIU:a,UKa / IIJiow;a,uKa noJJ,pa3JJ,eJiett11e-6, B11nn. Kxonh, Hanarapx PoyJJ,, EaMH, ,D;11cTpHKT 
K0HTp0JIH KalfeCTBa / IIJIOW:a,[J;Ka Bhmyc1rn ConaH, X .IT., 173205, I1HJJ.H.sI (nm.1_ett3H.R 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». 

Conclusion : APPROVED / 
3aKJ110•1eu11e: O)lO6PEHO 

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

Remarks : The Product confirms to ND/ 
IlpHMeqauue: ITpoJiyKT coorneTcrnyeT Tpe6osa1:111RM H)]. 

Prepared by I 
TT011roTOeneHo: Aniket 
Thakur r 
Date/ 
)].am: 13.04.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
OJI06pe1:10: ecne•1e1:111e Ka1.JecTBa/OrneTcTse1:11:1oe 

o \rr,. ~'£-nm . .i:o: ~ .,.,--,, 
----~-

npoeepeHo:Prave b npoeepe1:10 (AOK): 

Rana t Amit Kumar 
/i .-A ,?-- ---

Date/ Date/ 
)].am: 13.04.2026 )].am: 13.04.2026 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF A ALY IS 

CEPT.M <I> HKA T 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 
\AIIAIIA/ rlrrerJduc .com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO.I.\YICT: KeTopon® 3Kcnpecc (KeToponaK) Ta6JleTKH, .l.\ llCOeprnoveMble B DOJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia I Poccm1 
Batch No/ 

: V2600755 
Batch Quantity / 36,00,000 tab/ 

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

: 040003360539 
Date of Analysis / 

13.04.2026 
A11aJJ11Tu•1ecK11ii OT'leT .N'!! 11.aTa ananuJa 
Date of Manufacture/ 

: 03/2026 
Date of Expiry / 

02/2028 
,ll;aTa OJ)0l-1380.1.\CTBa ro.ueH AO 
Mfg. License No./ 

MA number:/ 
IIpou3BO.I.\CTBennaH : MNB/05/263 

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

JIHU.eH3HH .N'!! 
Analysis performed according ND:/ AHaJIH3 nponeaeH no H)J;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKU,IIH yrnepiK).l.eHa: 21.04.2025 

Pagellofll/CTp.lluJll 
3aKmoqeHHe O COOTBCTCTBHH: «HacTO.SIIUHM 5.( IIO.[{TBep)K,n:aIO, 'ITO rrprrBe,n:eHHa5.C BbIIIIe H:HcpopMaurrx 5.CBJrneTC5.C 

.UOCTOnepHOM H TO"C£HOH. Ta cepIDI npo,uyKllHH rrpOH3BeJJ,eHa (BKJIIO'-IM yrraKOBKY (MapKHpOBKY) H KOHTpOJib 

I<a"CJecrna) Ra BbtUieyr<a.JaHHOH npOH3BO.UCTDeH,HOH nrroma.n:Ke (nnoma,n:Kax) B IIOJIHOM COOTBeTCTBHH c 

Tpe6oBaHI-UfMH ilpaBaJT 1-UlJ(Jie)r<aureu npoH3BO):(CTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMHIJeCKOro COI03a H 

Tpe60Bfilf1UfMH I<OHTJ)Ofl5) Ka'-leCTBa ne1<apcTBeHHbTX cpeJJ;CTB, a TaTOKe B COOTBeTCTBHR co cneumpliI<aIJ,FUIMFI, 

co.n:ep)KaIUHMHC5.C B perncTpaurroHHOM ,UOCbe CTpaHbHIMIIOpTepa. 3all.EI.CH no npm-r3BO.LJ.CTBY yrraKOBKe H aHamn y 

rrpoBepeHbl, rr ycTaHOBJTeHO HX COOTBeTCTBFle Tpe6onaHH..HM ITpaBHJ1 Ha}lJTe)Kruu i1 npOM3BO}ICTBeHHOH npaKTHKH 

EBpa3HHCKoro 3KOHOMl?l"'!eCKOro C01O3a)>. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npnMe'-laHne: TTpo,uyKT C00TBCTCTByeT rpe6oBaHID!M H.[l 3aKJJJO'-leHue: 0):(0liPEHO 

Prepared by / 
TTo,uroTOBJietto: Aniket 
Thakur: 

f 
Date / 
,ll.aTa: 13.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
n ponepeHO:Pravesh nposepe1-10 (AOK): O,uo6pe110: O6ecne"leH1-re Ka'leCTBa/OTBCTL'TBeHHOe 

Jil,IUO: ~J_Oj ~~ Rana { Amit Kumar 

/\~ 
I
I Date/ Date/ Date / 
,D;arn: 13.04.2026 ,ll.aTa : 13.04.2026 ,ll.ara: 

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