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

CEPTH~HKATAHAJIII3A 

Dr. Re ddy' s Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Roa d, Baddi, 
Distt. So lan, H.P., 173 205, IN DIA 

Tel : +9 1 98166 56001-02 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO,lJ,VKT: KeTOl)OJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, /J,HCneprupyeMhie B DOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 

Batch No/ 
: V260001 l 

Batch Quantity/ 36,00,000 tab / 
CepuH .M! O6'beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003252971 
Date of Analysis / 

19.01.2026 
AuaJIHTH'lecKuii OT'leT N!! .l(aTa anaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.l(aTa DPOH3B0/J,CTBa ro,lJ,eH /J,O 
Mfg. License No./ 

MA number:/ 
IlpOH3B0/J,CTBeHHaH : MNB/05/263 

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

JIUQeH3HH N!! 
Analysis performed according ND:/ AuaJIH3 npoBe,lJ,eH no H.l(: JIIT-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKQHH VTBep~eua: 21.04.2025 

Page 1 of 11 / CTp. 1 u3 11 
No 

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

1 Description/ OnttcaHtte 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 TlJIOCKHe 
side. I Kpyrnb1e nnocKHe Ta6neTKH c qiacKOH, CBeTnO-)l(enToro usern c 
Ta6neTKH c q>acKOH, CBerno- rpas11poBK011 «I» Ha OJlHOH crnpoHe. 
)l(eJJTOro UBeTa C rpaBHpOBKOH 
«I» Ha 0.[(HOH CTOpOHe. 

2 Identification/ MaeHTmlrnKauusi 

K etorolac I K emop o11aK Complies / CooTBeTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Yet>-
crreKTpbI 11ornorueHm1 11c11b1TyeMoro pacTBopa H 
pacrnopa CTaH.llapTH0ro o6pa3ua KernponaKa 
TpOMeTaMHHa }lOJl)l(Hbl HMeTb MaKCHMYMbl rrpH 
0.[(HOH H TOH )Ke )lflHHe BOJ!Hbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TTpHMelfaHue: flpO./lYKT COOTBeTcTByeT Tpe6oBaHmIM H,ll; 3aKJIIO'leHtte: 0)]:0liPEHO 

Prepared by / 

flo)lroTOsneHo: Shivani 

D evi />, 
Date / 

)J,aTa: 19.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality A ssurance/ Authorized person / 

CT posepeHo: Prave. h TlposepeHo (AOK): OJl06peHo: O6ecnelfemte Ka11ecTsa/OTBeTCTBeHttoe 

Rana 1 A mit Kumar m n.to: 

~~ "'/;:_ 
Date/ Date / • 1Date I \ 0---o 1~ ~?-~ )].am: 19.0 1.2026 ,ll.arn: 19.0 1.2026 ,lJ.aTa: 

Registe red Office : 8-2-337, Road No. 3,° Banjara Hills, Hydera bad - 500034, Telangana, India 
Tel : +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mai l@drreddys com 

CIN : L85195AP1984PLC004507 

www drreddys.com 
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·•e 
Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM <I> HKAT AHAJill3A 

Dr. Reddy 's Laboratories Ltd . 
Fo rmulation Unit-6 
Vi ii. l<ho l, Nalagarh Road, Baddi, 

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

Tel : +9 1 98 166 56001-02 

www.drreddys.co m 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYKT: KeTopon® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH. AHCneprupyeMbie B UOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Pocc1151 
Batch No/ : V2600011 

Batch Quantity/ 36,00,000 tab/ 
CepnSI .M! O6'beM cepun 36,00,000 Ta6 
Analytical Report No / 

: 040003252971 
Date of Analysis / 

19.01.2026 
AuaJIHTH'lecKnn OT'leT .N'!! llaTa auann1a 
Date of Manufacture / : 12/2025 

Date of Expiry / 
11/2027 

Jl:aTa npOH3BOACTBa roAeHAO 
Mfg. License No./ 

MA number:/ 
Ilpon1eoAcTeeuuaS1 : MNB/05/263 

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

JIUIJeH3HSI .N'!! 
Analysis performed according ND:/ Auanu1 npoeeAeH no HJI:: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTnVKIIHSI yTeep)KAeua: 21.04.2025 

Page 2 of 11 / Crp. 2 n1 11 
No 

Test I IloicaJaTeJib Results/ PeJyJibTaTbI Specification / HopMa x~ 
Complies / CooTBeTcTByeT 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 BpeM51 y.nep)I{t!Bamrn OCHOBHOro n11Ka Ha 
xpoMaTorpaMMe 11CTThITyeMoro pacTBopa 
,!l0Jl)KH0 COOTBeTCTBOBaTh speMeH11 
y,nep)KHBaHl1.i! OCHOBHOfO n11Ka Ha 
xpoMaTorpaMMe pacTBopa CTaH,napTHOro 
o6pa3ua KeTopoJiaKa rpoMeTaM11Ha (pa3.neJI 
«Kom1'!ecTBeHHoe orrpe,neJ1eH11e» ). 

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

IlpuMe'faHue: Ilpo,nyKT cooTBeTcTByeT Tpe6osaHH.i!M HA 3aicmo'feHue: O)lOJiPEHO 

Prepared by I 
Ilo.nrOTOBJieHo: Shivani 

Devi />r 
Date I 
,lJ;arn: 19.01.2026 

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

llpoeepeHo: Pravesh Ilpoeepetto (AOK): O.no6peHo: O6ecne4eHHe Ka4eCTBa/OTBeTCTBeHHOe 

Rana I Amit Kumar JIHUO: a~ ~ 
Date/ Date I r ate / ,0~1~~~ ,lJ;arn: 19.01.2026 ,lJ;arn: 19.01.2026 ;z::(aTa: 

Registered Offi ce: 8-2-337, Road No. 3, Banja ra Hil ls, Hyderabad - 500034, Telangana, Ind ia 
Tel: +9140 4900 2900, Fax: +9 1 40 4900 2999, Email: mail@drreddys.com 

CIN : L85195AP1984PLC004507 

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

CEPTH~HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulati on Unit -6 
Vii i. Kho l, Na lagarh Road, Baddi, 
Distt. So lan, H.P. , 173 205, INDI A 

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,nyKT: KeTopon® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,nucneprupyeMble B DOJIOCTU pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ : V2600011 

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

: 040003252971 
Date of Analysis / 

19.01.2026 
AuaJIHTH'leCKHH OT'leT .N'!! )]:aTa anaJin1a 
Date of Manufacture / : 12/2025 

Date of Expiry / 
11/2027 

)laTa npOH3B0.LJ;CTBa ro.LJ;eH .LJ;O 
Mfg. License No./ MA number:/ 
Ilpou3BO.LJ;CTBennaH : MNB/05/263 

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

JIUU:eH3HH N!! 
Analysis performed according ND:/ AuaJIH3 npoBe,neu no HJ:I:: JIIl-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKU:HH vrnep:>K,neua: 21.04.2025 

No 
.N'~ 

Test/ IloKa3aTeJJb Results/ PeJyJJbTaTbl 

Page 3 of 11 / CTp. 3 u1 11 

Specification / HopMa 

Butylhydroxyanisole I 
Eymw12uopoKCUaHU30J/ 

Complies / CooTBeTcTByeT 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)KHBamrn nHKOB 2-
6YT11nr11npoKCHaH113ona H 3-
6YTHJirHJlpOKCHaHH30Jia Ha xpoMaTOrpaMMe 
HCilhITyeMoro pacTBopa llOJDKHbl 
COOTBeTCTBOBaTb BpeMeHaM ynep)K11BaHHR 
nHKOB 2-6yT11nrn.npoKCHaHJ130Jia H 3-
6YTHJirH,npOKCl·!aHH30Jia Ha xpoMaTOrpaMMe 
pacTBopa cTaH.napTHoro o6pa3ua 
6YT1111rn.npoKc11aH113ona (pa3nen «Conep)l(aH11e 
6ynrnrn.npo1<c11att113ona» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp1tMe'1am1e: ITponyKT C0OTBeTcTByeT Tpe6oBaHHRM H,l], 3aKJJto'IeHue: O,LJ:OliPEHO 

Prepared by / 
n o,nrOTOBJleHo: Shivani 
Devi 

) r 
Date/ 
;::I;am : 19.01.2026 

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

~=•peHo, ? ve h 
TipoeepeHO (AOK): O,11.06petto: O6ecne1.JeHHe Ka1.Jecrna/OrneTCTBeHHoe 

AmitKuma~ 1rnuo: 

~~ "'' /"' 

Date I Date / 'Date / 
' ~ ,.-0 ) ~ '2-e) 7----C ,[{am: 19.0 1.2026 ,[{am: 19.01.2026 ,l],am: 

Registered Office: 8-2-337, Road No 3, Banjara Hill s, Hydera bad - 500034, Telanga na, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1 984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTM <I> IIKAT AHAJIII3A 

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

Tel: +91 98166 56001-02 
www dri·eddvs corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYIU: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMhle e DOJIOCTH PTa. 10 Mr 
Market / PLIHOK : Russia I Pocc1-rn 

Batch No/ : V2600011 
Batch Quantity / 36,00,000 tab I 

CepuH .M! O6beM ceouu 36,00,000 rn6 
Analytical Report No / : 040003252971 

Date of Analysis / 19,01.2026 
AuaJIHTH'lecKun OT'leT .N'!! ,Il.aTa auaJin3a 
Date of Manufacture/ : 12/2025 

Date of Expiry / 
11/2027 

J(aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
Ilpou3BOACTBeuuaH : MNB/05/263 

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

JIHQCHJHH .N'!! 

Analysis performed according ND:/ AuaJin3 npoBeAeH no H,IJ.: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / MucTPYKQUH yTeep~eua: 21.04.2025 

Pa!!e 4 of 11 / CTI>, 4 u3 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJibTaTbI Specification / HopMa 
,N'Q 

3 Average weight/ CpeAHSHI 69.8 mg I 69,8 Mr 67,2 mg to 72.8 mg (70.0 mg ± 4,0 %). 
Macca OT 67,2 Mr LlO 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 / CooTBeTcTByeT 18/20 Ta611eTOK - He 6011ee ± 10 %; 
0,uHOpO,llHOCTb M3CCbl 2/20 rn6neTOK - He 6onee ± 20 %. 

4 Disintegration time / 
Pacna,uaeMOCTb 

00 min 29 sec / 00 MMH 29 ceK Not more than 3 min. / He 6onee 3 MMH. 

5 Dissolution / PaCTsopeHtte Unit-I/ Ta6n-l 97% Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 / Ta6n-2 97% 
(ketorolac tromethamine) in 15 min. / He MeHee 
75% (Q) C1sH13NO3•C4H11NO3 (KeTOponaKa 

Unit-3 / Ta611-3 98 % TpOMCTaMMH) LJepe3 15 MMH. 

Unit-4 / Ta6n-4 98 % 

Unit-5 / Ta6n-5 99% 

Unit-6 / Ta611-6 99% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TTpnMetJaHue: TipOAYKT COOTBeTcTByeT Tpe6oBaHMRM H,ll; 3aKJitotJeuue: 0.l(OliPEHO 

Prepared by / 
TioLlr0T0BJJetto: Shivani 
Devi 

)r 
Date/ 
Aarn: 19.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
nposepeHo: Prave b npoeepeHo (AOK): OJ106peHo: O6ecneqem1e KaI.Jecrna/OrneTcTBeHHOe 
Rana 1 Amil Kum/ JIHUO: 

~~ (\ ----
Date/ Date / IDate / 
Aarn: 19.01 .2026 Aa-ra: 19.01.2026 \ 9 ...-z:i )--"U> u )];am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 

I 



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

CEPTHct>HKAT AHAJJH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P, 173 205, !NOIA 

Tel: +9198166 56001-02 
www.drreddy5,com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYI.:T: KeTopoJI® 3Kcnpecc (KeTODOJiaK) Ta6JieTKH, AHCneorupyeMble e UOJIOCTH DTa, 10 Mr 
Market/ PhlHOK : Russia I Pocc11H 

Batch No I : V2600011 
Batch Quantity / 36,00,000 tab/ 

CepHH .N'!! O61,eM CeDHH 36,00,000 ra6 
Analytical Report No I : 040003252971 

Date of Analysis/ 
19.01.2026 

AuaJIHTH'leCKHH OT'leT .N'!! ):(aTa auaJIH3a 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

):(aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlpoHJBOACTBennaH : MNB/05/263 

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

JIHU.eH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoeeAeH no H):(: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PJL version approved: / HucrnvKU.HH yrnepm,ri;eua: 21.04.2025 

Pa2:e 5 of 11 / CTp. 5 Hl 11 
No Test I IlotcaJaTem, Results/ PeJyJI1,TaT1,1 Specification/ HopMa 
.N'!! 

6 Particle size distribution / Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 

,ll.HcnepcHOCTb sieve IS formed. I O6pa3yeTCH O,UHOpO,uHaH 
cycrreH311H, rrpoxo.UHLUaH CKB03b CJ1TO 
pa3MepoM OTBepcrnH 710 MKM. 

7 Impurities / IlpHMecH . 
I-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / / H11)1{e rrpe.uena 
1-rn.upoKcwaHanor Konw,ecTBeHHoro orrpe.ueneHWH 
KeToponaKa (ITKO = 0,0032 %) 

1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / He 6onee 0,8 %; 
1-KeToaHanor KeToponaKa 

unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %; 
e,Ul1HJ1lIHaH 
He11,ueHTJ1~11u11poBaHHaH 
np11MeCb 

total impurities / 0.1 % not more than 1.0 %. / He 6onee 1,0 %. 
CYMMa np11Mece11 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHHe: ITpo.uyKT COOTBeTcTByeT Tpe6oBaH11HM H,D; 3aKJJIO'leHHe: 0,ll.OliPEHO 

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

Devi ) 1 
Date / 
,D;arn: 19.01 .2026 

ITpoeepeJ·IO: Pravesh flposepeli0 (AOK): O.uo6petto: O6ecrrelfeHtte Kalfecrna/OrneTCTBeHHoe 

Rana 1 Amit Kumar JIHl.(O : 

~~ ~--;:-_ 
Date I Date I !Date/ \ ~ r'Q,---~u )J.arn: 19.01.2026 )J.arn: 19.01.2026 ,D;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 ~900 2999, Email: mail@drreddys.com 

CIN: L85195APJ 984PLC004507 

www drreddys.com 

C 

I 



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

CEPTM <I> MKA T 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)],yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )],HCneprunveMhle s D0JI0CTH pTa, 10 Mr 
Market / PhrnOK : Russia I Poccm1 

Batch No/ : V2600011 Batch Quantity I 36,00,000 tab/ 
CepuH .N'!! O6'beM cepuu 36,00,000 rn6 
Analytical Report No / : 040003252971 

Date of Analysis / 
19.01.2026 

AuaJiuTuqecKuii oTqeT .N"!! lJ:aTa auaJiu3a 
Date of Manufacture / : 12/2025 

Date of Expiry / 
11/2027 

lJ:aTa np0H3B0)],CTBa ro)],eH )1,0 

Mfg. License No./ 
MA number:/ 

IlpouJBO)],CTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-.N"!!(004669)-(Pr-RU) 
JIHQeH3HH .N°!! 
Analysis performed according ND:/ AuaJiu3 npose)],eu no H,II;: JIII-.N"!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIHCTPYKUHH yTsepm)],eua: 21.04.2025 

Page 6 of 11 / Crp. 6 03 11 
No 

Test/ IloKaJaTeJih Results/ Pe1yJihTaTbI Specification / HopMa x~ 
8 Water content/ 2.1 % Not more than 7 .0 %. / 

Co,nepmaHue BOAbI He 6011ee 7 ,0 %. 

9 Residual solvents / OcTaToqHbte opraHuqecKtte pacTBOpttTeJIM 

Isopropyl alcohol / 5 µg/tab / Not more than 350 µg/tab. / 
lborrporraHoJI 5 MKr B Ta6JieTKe He 6011ee 350 MKr B rn611eTKe. 

Rem.ark : The Product confirm to ND/ Conclusion : APPROVED / 
TipnMcqa1me: TTpOllYKT coornernrnyer -rpe6oBaHJrnM Hl-1: 3aKmoqeHue: O,[(OliPEHO 

Prepared by I 
no1trOTOBJICH0: Shivani 
Devi 

)> 

!':
Date/ 
,n:arn: 19.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
OponepeHo: Pravesh TTpoaepeHO (AOK): 0,no6peHo: 06ecrreqemre K8lfCCTBa/ OTBeTCTBCHHOe 

Rana 1 Amit Kumar nHuo, <?~ 
(', ~ 

Date/ Date/ !Date/ ' 9 --t:> , -- '""'2-e) L--~ ,n:arn: 19.01.2026 ,n:arn: 19.01.2026 ,n:arn: 

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 

I 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Fo1·mulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH <I> HKAT AHAJIII3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, lf\JDIA 

Tel: +91 98166 56001-02 

d d I www. rre c vs.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1J:y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, JJ:HCneprupyeMble B UOJIOCTH pTa, 10 Mr 
Market / PblHOK : Russia / Poccmi: 
Batch No/ : V2600011 

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

: 040003252971 
Date of Analysis/ 

19.01.2026 
AuaJiuTuqecKuii oTqeT .N2 l(aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
,[(aTa npOH3B0,IJ:CTBa ro,IJ:eH )J:0 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,IJ:CTBeHHaH : MNB/05/263 
HoMepPY 

: JIII-.N2(004669)-(Pr-RU) 
JIHU:eH3HH .N!! 
Analysis performed according ND:/ AuaJiu3 np0Be,1J:eu no II)]:: JIII-.N2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKU:HH yTBep,KJJ:eua: 21.04.2025 

Page 7 of 11 / CTp. 7 H3 11 
No 

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

10 Microbiological purity*/ Mm.:po6uoJiornqecKast qucTorn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee 1.mcno He 6onee 103 KOE/r; 
a3p06HbIX MHKpo-

opraHl13MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6mee qucno He 6onee 102 KOE/r; 
Apm1OKeBbIX H rrnecHeBbIX 

rptt6os 

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

11 Uniformity of dosage units / Acceptance value (AV) not more than 15.0 
O,11,HOp0,11,HOCTb 

8.6 
IToKa3aTenb nptteMneMOCTH (AV) JJ:Ofl)!(eH 6bITb 

,IJ,03HpOBaHHblX e,11,uuuu ue 6onee 15,0. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe•iauue: ITpo;:i:yKT coorneTcrnyeT TPe6osaHll!M H.lJ: 3aKmoqeuue: O,ll,OliPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
IToAroTOsneHo: Shivani ITposepeHo: Pravesh nposepeHO (AOK): OJJ.o6peHo: O6ecneqeH11e Ka4eCTBa/OTBeTCTBettttoe 

Devi Jr Rana 1 Amit Kumar 
n»uo ~~ ('/~-

Date I Date I Date I IDate/ l 0 .-c ) - "2.-0 -i--b ,lJ;arn: 19.01.2026 ,lJ;arn: 19.01.2026 ,lJ;arn: 19.01.2026 ,lJ;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 
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·•· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIH3A 

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,!J;yKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,!J;UCUeprupyeMbJe B DOJIOCTU pTa, 10 Mr 
Market / PbIHOK : Russia / Poccm1 

Batch No/ 
: V2600011 

Batch Quantity/ 36,00,000 tab/ 
CepuH .N'!! O61>eM cepuu 36,00,000 rn6 
Analytical Report No I : 040003252971 Date of Analysis / 

19.01.2026 
AuaJinTuqecKuu oTqeT .N'!! .Il:aTa auaJiu1a 
Date of Manufacture/ 

: 12/2025 
Date of Expiry / 

11/2027 
.Il:aTa npOU3B0,!J;CTBa ro,!J;eH ,!J;O 
Mfg. License No./ 

MA number:/ 
Ilpou1so,1J;CTBeuuaH : MNB/05/263 

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

Jiuu;eu1uH N2 
Analysis performed according ND:/ AuaJIH3 npose,1J;eu no H,n:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / IlucTDVKD;HH yTBepmJJ,eua: 21.04.2025 

Page 8 of 11 / CTp. 8 01 11 
No Test/ IloKaJaTeJlb Results/ PeJyJ1bTaTbl Specification / HopMa 
.N'!! 

12 Assay I KoJ1nqecTBeuuoe 9.8 mg I 9,8 Mr From 9.0mg to 11.0mg of 
onpe,ueJ1eune (98.5 %) CI sH 13NO3•C4H11 NO3 (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 (KernponaKa 
TpOMeTaMHH) (OT 90,0 .uo 110,0 % OT 
Ja~rnrreHHoro KOJI11qecTBa) B Ta6rreTKe. 

13 Butylhydroxyanisole 0.0975 mg/tab I Not less than 0.042 mg/tab. / 
content I Co,uepJKaune 0,0975 Mr B rn6neTKe He MeHee 0,042 Mr B rn6neTKe. 
6yTttJ1rtt,upoKCttaHH30J13 

Remarks: The Product confirms to ND/ 

I

IConclusion : APPROVED/ 
Ilpn 1e•rnuue: Ilpo,uyKT coorneTcrnyeT Tpe6osamrnM H.lJ: 3aKJ1t0'1eune: 0)1.0liPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
n oJJ.roTosrreHo: Shivani CTposepetto: Pravesh CTposepeHo (AOK): OJJ.o6peHo: O6ecrreqeHHe Kaq ecrna~OT eTCTBeHHoe 

Devi ,, Rana 

1 
Amit Kumar rr11uo: c?~ 
f~~ 

Date / Date/ Date I 'Date I 
' 91 -a )-'"U) u.. Ll,arn: 19.01.2026 ,lJ;arn: 19.01.2026 ,n:arn: 19.01.2026 ,n:arn: 

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 
CEPTHWIIKATAHAJIH3A 

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,z:i:yKT: KeTopoJI® 3Kcrrpecc (KeTOPOJiaK) Ta6JieTKH, )],UCIIeprupyeMble B II0JI0CTU pTa, 10 Mr 

Market / PhlHOK ; Russia / Poccm1 
Batch No/ 

: V2600011 Batch Quantity/ 36,00,000 tab I 
CepuH .M! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003252971 
Date of Analysis/ 

19.01.2026 
AuaJIHTU'leCKuii 0T'leT .N'!! ,UaTa anaJIHJa 

Date of Manufacture / : 12/2025 
Date of Expiry/ 

11/2027 
J(aTa rrp0H3B0)],CTBa roJJ,eH )),0 

Mfg. License No./ 
MA number:/ 

IlpouJBOJJ,CTBennaH : MNB/05/263 
HoMepPY 

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

JIUUeHJHH .N'!! 

Analysis performed according ND:/ AttaJIHJ npoBeJJ,eH no IJ,[I:: JIII-.N'!!(004669)-(Pr-RU)-190224 

PIL version aooroved: / HHCTPYKUHH YTBep)K)],ena: 21.04.2025 

Page 9 of 11 / CTp. 9 HJ 11 
No 

Test/ IloKa3aTeJih Results/ PeJyJ11>TaT1>1 Specification/ HopMa x~ 
14 Package description / 10 tablets Ill a blister of 10 tablets in a blister of (P Al AL/PE with 

Onucauue ynaKOBKH (PA/AL/PE with desiccant/HOPE) foil // (PE/ AL) foil. 1 or 2 
desiccant/HOPE) foil// (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. / ITo 10 rn6neToK B 6n0cTepe 03 
information leaflet in a carton (ITAi AJ1/IT3 C BJiarorrornomTeJieMIIT3BIT) 
pack. I ITo 10 Ta6JieTOK B !pOJibrH II (IT3IAJl) <pOJihrH. ITo 1 HJIH 
6JIHCTepe 03 (ITAi AJl/IT3 C 6nttCTepa BMecTe C JIHCTKOM -BKJia,[(blllleM 
BJiaronornoTttTeneM/IT3B IT) na'IKY KapTOHHYJO. 
<pomm // (IT3/ AJI) <pOJihrtt. ITo 
2 6JIHCTepa BMeCTe c JIHCTKOM-
BKJia,[(bJllleM B na'IKY 
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. 
* Ilpu s1,mycKe JieKapcTBeuuoro npenapaTa KOHTpOJih Ka'leCTBa no noKa3aTemo «MuKpo600JioruqecKaH 
lfHCTOTa» npOBO,[(HTCH ,[(JIH Ka:iK)lOH 20-ofi cepuu, HJIH ,[(JIH 0,[(HOH cepuu B ro.[(, B 33BHCHMOCTH OT Toro, lfTO 
uacTynuT pau1>llle. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMelfanue: ITpOAYKT coorneTcrnyeT Tpe6osamu1M H,ll; 3aKmoqeuue: O;:J:OliPEHO 

Prepared by/ 
ITo.[(roTOBJieHo: Shivani 
Devi 

/> 
IOate / 
:nara: 19.0 1.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITposepeuo: Pravesh ITpoaepeuo (AOK): 0 .n.o6peHo: 06ecne'leH0e Kaqecrna/OrneTcTBeHHoe 
Ra na 

1 Amit Kurna/ 1rnuo: 

<G\~ (' / 

I Date / Date / l°ate / 
' ~ -0 )·- 'L.,.e) 7-I., : ;D.aTa: 19 .o 1.2026 }].am: I 9.01.2026 .UaTa: 

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

CERTIFICATE OF ANALYSIS 
CEPTH <l>HKAT AHA.JIH3A 

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

Tel: +9198166 56001-02 

www.drred dv5.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoJlyin: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, llHCneprupyeMbie s D0JI0CTH PTa, 10 Mr 
Market / PLrnOK : Russia / Pocc1-rn: 
Batch No/ : V2600011 

Batch Quantity / 36,00,000 tab I 
Cepun .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No / : 040003252971 

Date of Analysis/ 
19.01.2026 

AuaJinTuqecKuii oTqeT .N'!! )].aTa auaJiu3a 
Date of Manufacture / : 12/2025 Date of Expiry / 

11/2027 
,[(aTa DP0H3B0}].CTBa ro}].eH )1.0 
Mfg. License No. / 

MA number:/ 
Ilpon3BOJ1.CTBeuuan : MNB/05/263 

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

JIUUeH3HH .N'!! 
Analysis performed according ND:/ AuaJim npose}].eu no H,[(: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKUHH YTBep,KJJ.eua: 21.04.2025 

Pa2:e 10 of 11 / CTP. 10 H3 11 
API name/ HauMeuoBaune A<l>C: Ketorolac tromethamine I KeToponaKa TPOMeTaMHH 
INN /MHH: Ketorolac I KeTOponaK 
API manufacturer batch number / ABSH001785 
HoMep cepuu npou3B01lUTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepun cy6cTauunn npon3B0}].HTeJIH FESA00219 
r JI<I>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
Ilpon3BOJ1.HTeJih A<l>C, cTpaua: ,D;-p Pe.z:m11'c Jia6opaTOp11c J1T}].., Htt.JJ,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 
HanMeuosauue, a}].pec, m1ue113m1 }].JIH ,D;-p Pe.z:m11'c Jia6opaTop11c J1T.JJ,., Htt.JJ,H51, I1poH3BO)],CTBettttoe 
Ilpott3BOJ1.CTBeuuaH OJ1on1.anK / IIJioll.l,a}].Ka no.JJ,pa3.JJ,eJiett11e-6, BttJIJI. Kxonh, Hanarapx Poy.JJ,, Ea.z:m11, ,D;ttcTpttKT 
K0HTP0JIH KaqeCTBa / IlJIOll.l,a,L\Ka BblDYCKa CoJiaH, x.rr., 173205, HH)],1151 (JIHUeH3H51 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 
IIpnMeqattne: IlponyKT cooTBeTcTByeT TPe6osaHHJIM H)], 3aKmoqettne: O,l1;01iPEHO 

Prepared by / 
IlonroTosnetto: Shivani 
Devi 

J<( 

Date / 
)laTa: 19 .0 I .2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TipoeepeHo: Pravesh Tipoeepetto (AOK): OAo6petto: O6ecrre<Jem1e Ka'lecrna/OTB TCTBeHH0e 
Rana I AmitKu/ Jil1IJ,O : 

~ \ ~ t- ~ ? \ 

Date / Date/ I Date/ \ 9 ~ )~'L--0 2-b )laTa: 19.01.2026 )],am: 19.01.2026 )],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: L8S195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~IIKATAHAJilI3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l<hol, 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 
Ilpony1n: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, nucneprupyeMbie B DOJIOCTH pTa, 10 Mr 
Market / PLrnoi.: : Russia / Poccm1 
Batch No/ 

: V2600011 
Batch Quantity / 36,00,000 tab I 

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

: 040003252971 
Date of Analysis / 

19.01.2026 AnaJiuTuqeci.:uu oTqeT .N'!! .Il:aTa auaJinJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 .Il:aTa npOH3B0JlCTBa roneu no 
Mfg. License No./ 

MA number:/ Ilpou1eoncTeeunaH : MNB/05/263 
HoMepPY : JIIl-.N'!!(004669)-(Pr-RU) 

JIHUCH3HH .N'!! 
Analysis performed according ND:/ AnaJiuJ npoeeneu no H,n:: JITI-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKU.HH yTeep,KJJ.ena: 21.04.2025 

Page 11 of 11 / CTp. 11 m 11 
3aKmoqeHHe O COOTBCTCTBHH! «HacT051Ill:I-IM 51 IIO,[{TBep)K,[(aIO, qTo rrpirne,neHHa51 Bblllle HH<pOpMaI.(IUI 51BJ151eTC51 

,[{OCTOBepHOH H TQqHOH. 3Ta cepirn: rrpo,nyKUHH rrpOH3Be,[(eHa (BKJUoqa51 yrraKOBKY (MapKHpOBKY) H KOHTpOJib 

Kaqecrna) Ha BbIIIIeyKa3aHHOH rrpOH3BO,[(CTBeHHOH rrrrorn;a;:i:Ke (rrrrorn;a,n;Kax) B IIOJIHOM COOTBeTCTBI1H C 

Tpe60BaHH51MH ITpaBHJI Ha,nrre)Karn;eii rrpOH3BO,[{CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMHqecKoro COI03a H 

Tpe6oBaHmIMH KOHTPOJ151 KaqeCTBa rreKapcTBeHHbIX cpe;:i:CTB, a TaK)Ke B COOTBeTCTBHH co crreI.(H<pHKaUJUIMH, 

co;:i:ep)Karn;HMHC51 B perHCTpaUHOHHOM ,[{OCbe CTpaHbl-HMIIOpTepa. 3arrHCH ITO rrpOH3BO,[{CTBY, yrraKOBKe H aHaJIH3Y 

rrpoBepeHbI, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBamUIM ITpaBHJI Ha,[{Jie)Karn;eii rrpOI13BO,[(CTBeHHOH rrpaKTHKH 

EBpa3HMCKoro 3KOHOM11qecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMe'laHue: ITpo,nyKT coorneTcrnyeT Tpe6osamrnM H.D: 3aKJIIO'leHue: O)lO6PEHO 

Prepared by/ 
ITo.nrornsneHo: Shivani 
Devi 

$~ 
Date / 
,lJ;aTa: 19.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
npoaepeHo: Pravesh flpoaepeHO (AOK): O.no6peHo: O6ecne4eHtte Ka4ecrna/OrneTCTBeHHoe 
Rana 1 Amit Kumar JIH UO: ~J) 

(\_/ (, ~ 

Date / 

1

1:Date / !Date/ \ ~ ..-v )- '2.Q) u }].aTa: l 9.01.2026 )];am: 19.01.2026 ,lJ;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 
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