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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprHpyeMhle B DOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No I 

: V2601209 
Batch Quantity / 36,00,000 tab/ 

CepttH .N'!! O6beM cepHH 36,00,000 Ta6 
Analytical Report No I 

: 040003429644 
Date of Analysis / 

09.06.2026 
AuaJIHTH'leCKHii OT'leT .N'!! JJ:aTa auaJIHJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
JJ:aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlpoHJBOACTBeuuaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H,IJ;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / lIHCTPYKUHH YTBep'.lK)J;eua: 21.04.2025 

Page 1 of 11 / CTp. 1 HJ 11 
No 

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

1 Description / Onwcauwe Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 
tablets with "I" debossed on one debossed on one side. I Kpyrnhie DJ10CKl1e 
side. / Kpyrnh1e rr11ocK11e m611eTKl1 C cpaCKOH, CBeTJlO-)KeJlTOro UBem C 
m611eTKl1 C cpacKOH, CBerno- rpaB11poBKOH «I» Ha OJlHOH crnpoHe. 
)KeJlTOro UBeTa C rpaB11pOBKOH 
«I» Ha OJlHOH cTopoHe. 

2 Identification/ H,neHTH4>HK3UHH 

Ketorolac I KemopoJ1aK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
cneKTphI nornomeHmI 11cnhnyeMoro pacrnopa 11 
pacrnopa CmH)lapTHOfO 06pa1ua KeToponaKa 
Tp0MeTaMl1Ha JlOJl)KHhl 11MeTb MaKCl1MYMhl np11 
O,UHOH 11 TOH )Ke )lJll1He BOJlHhl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpttMe'laHne: ITpOJlYKT coorneTcrnyeT Tpe6oBaHH~M H,D; 3aKJ110'leH11e: O)1:OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
floJlroTOBJleHo: Vishal ITpoBepeHo: Pravesh ITpoBepeHo (AOK): O.o.o6peHo: O6ecrreIJeH11e KaIJecrna/OrneTcrneHHoe 

Sharma 0/ Rana j Amit Kumar 
n"UO~ \coA>Y' ~ 

['~ ~p,.({)~ t,. 

Date I Date/ Date/ Date I ' \ v(}J· 
)];am: 09.06.2026 )];am: 09.06.2026 )];am: 09.06.2026 ,ll;aTa: / 

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 



•·· Dr.Raddy's ~~• 
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 

CERTIFICATE OF ANALYSIS 
CEPTHWHKATAHAJIH3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)J;yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )J;HCneprupyeMbie e UOJIOCTH pTa, 10 Mf' 
Market / PLrnoK : Russia / Poccm1 

Batch No/ 
: V2601209 

Batch Quantity/ 36,00,000 tab/ 

CepnH .N'!! O6-LeM cepuu 36,00,000 rn6 
Analytical Report No/ Date of Analysis / 
AuaJinTnqecKnii oTqeT }fa 

: 040003429644 
,L(aTa auaJin3a 

09.06.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry/ 
04/2028 

,L(aTa np0H3BO)J;CTBa ro)J;eH )J;0 

Mfg. License No./ 
MA number:/ 

IlpOH3BO)J;CTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee)J;eu no H,L(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKQHH yTeepm,a:eua: 21.04.2025 

Page 2 of 11 / CTp. 2 01 11 
No 

Test/ IloKaJaTeJib Results/ Pe1yJihTaTbI Specification / HopMa 
.N'2 

Complies / CoorneTcrnyeT The retention time of the main peak on the 
chromatogram of test solution should correspond 
to that on the chromatogram of ketorolac 
tromethamine standard solution (Assay section). 
I BpeMH y,11.ep)l(IrnamIB OCHOBHOfO IU!Ka Ha 
xpoMaTorpaMMe 11crrhnyeMoro pacrnopa 
,11.0ll)l(HO COOTBeTCTBOBaTb BpeMeHH 
y ,11.ep)l(HBaHHH OCHOBHOfO IIHKa Ha 
xpoMarnrpaMMe pacrnopa CTaH,11.apTHOro 
06pa3ua KeToponaKa rpoMeTaMHHa (pa3,11.en 
«KonwiecTBeHHoe orrpe,11.eneHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'!aHHe: ITpo,11.yKT COOTBeTCTByeT Tpe6oBaHHHM H,ll; 3aKmo'!eHne: 0.11:0liPEHO 

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

no.nroT0Bnetto: Vishal npoaepe,-10: Pravesh TipoBepeHo (AOK): O,11.06peHo: O6ecne'-!e1rne Ka'-!eCTBa/OTBeTcTBemme 

Shanna {y Rana 1 Amit Kumar 
nuuo: ~)..aJ_ \CQMW1~ 

0 ,? -- G' ~ t:, 
ell /h 1,, 

Date/ Date/ Date/ Date/ 
1./ V 

✓ 

,UaTa: 09.06.2026 ,Uare: 09.06.2026 )];am: 09.06.2026 ,ll;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 



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

CEPTM<l>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 
Ilpo;w1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMbie B DOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Pocc,,ui 
Batch No/ 

: V2601209 
Batch Quantity I 36,00,000 tab/ 

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

: 040003429644 
Date of Analysis / 

09.06.2026 
AuaJiuTuqecKuii oTqeT .N'!! .[{aTa auaJiu3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
.[{aTa npOH3BOACTBa roAeHAO 
Mfg. License No./ 

MA number:/ 
Ilpou3BOACTBeuuaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H.[{: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / lIHCTPYKUHH YTBep,KAeua: 21.04.2025 

No 
.N'!! 

Test/ IloKaJaTeJib 

Butylhydroxyanisole I 
Eymw12uiJpOKCUQHU30JI 

Remarks : The Product confirms to ND/ 

Results/ PeJyJibTaTbI 

Complies / CoorneTcrnyeT 

IlpttMeqauue: Ilpo.nyKT coorneTcrnyeT TPe6oBaHH5IM HA 

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

Ilo.nroToBrreuo: Vishal IlpoBepeuo: Pravesh IlposepeHo {AOK): 

Sharma 

~ 
Rana 1 Amit Kumar 

/\~ 
Date/ Date/ Date/ 

)];am: 09.06.2026 )];am: 09.06.2026 )];am: 09.06.2026 

Page 3 of 11 / CTJ). 3 03 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 y.nep)l{!-!BaHHH IIHKOB 2-
6ynrnrn.npoKCHaHH30Jia H 3-
6ynrnrn.npoKc11aHH30Jia Ha xpoMarnrpaMMe 
wcrrhITyeMoro pacrnopa ,noJI)l{HbI 
COOTBeTCTBOBaTb BpeMeHaM y.nep)l{HBaHH51 
IIHKOB 2-6yTHJirtt,npOKCHaHH30Jia H 3-
6YTHJirtt,npOKCHaHHJOJia Ha xpoMaTOrpaMMe 
pacTBopa cTaH.napTHoro 06pa3ua 
6YTHJirn,npoKcwamnona (paJ.nen «Co.nep)l{aHtte 
6YTHJirn,npoKcwaH11Jona» ). 

Conclusion : APPROVED I 
3a1rn10qeHtte: O,l1;01iPEHO 

Approved by: Quality Assurance/ Authorized person / 
O.no6peRo: 06ecne1.1ett11e 1<a1.1ecTaa/OraercTBeHuoe 

m,uo: ~)J)J. l~~o""' 

~ ~ .k 
' h 

Date/ "--- \ , - rtP ~ 
)];am: / 

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

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

www.drreddys.com 



•·· Dr. Raddy'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: +9198166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpony1n: KeTopon® 3Kcnpecc (KeToponaK) Ta6JieTKn, nucneprupyeMhle B nonocTu pTa, 10 Mr 
Market / PhlHOK : Russia / Poccm1 

Batch No I : V2601209 Batch Quantity/ 36,00,000 tab I 
CepuH .M! O6beM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003429644 Date of Analysis / 
09.06.2026 

AuanuTuqecKnu oTqeT .M! J(aTa auanH3a 
Date of Manufacture/ 

: 05/2026 
Date of Expiry/ 

04/2028 
,[{aTa npOH3BOACTBa ro,[\eH AO 
Mfg. License No./ 

MA number:/ 
IlpOH3B0,L\CTBeHHaH : MNB/05/263 

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

JIHUeHJHSI N!! 
Analysis performed according ND:/ AuanuJ npoBeAeH no HJ(: Jlll-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKIIHH YTBep,imeua: 21.04.2025 

Pae:e 4 of 11 / CTp. 4 uJ 11 
No 

Test/ Iloica1aTeJJb Results/ Pe1yJJbTaTbl Specification / HopMa x~ 
3 Average weight/ CpeJJ:HSUI 70.1 mg/ 70,1 Mr 67.2 mg to 72 .8 mg (70.0 mg ± 4.0 %). 

Macca OT 67,2 Mr .11.0 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 / CoorneTcTByeT 18/20 Ta6JieTOK - He 6onee ± 10 %; 
0JJ:HOpOJJ:HOCTb MaCCbl 

2/20 rn6nernK - He 6onee ± 20 %. 

4 Disintegration time/ 
Pacnat1:aeMOCTb 

00 min 17 sec / 00 MHH 17 ceK Not more than 3 min. / He 6onee 3 MHH. 

5 Dissolution/ PacTBopenue Unit-I/ Ta6n-1 103 % Not less than 75 % (Q) ofC1 5H13NO3•C4H11NO3 

Unit-2 / Ta6n-2 101 % 
(ketorolac tromethamine) in 15 min. / He Me Hee 
75 % (Q) C1sH13NO3•C4H11NO3 (KernponaKa 

Unit-3 / Ta6n-3 101 % TPOMeTaMHH) '!epe3 15 MHH. 

Unit-4 / Ta6n-4 102 % 

Unit-5 / Ta611-5 102 % 

Unit-6 / Ta6n-6 101 % 

Conclusion : APPROVED / 

3aicmoqeutte: O,ll.OliPEHO :====== =====;;;=======:::;;::::========: 
Remarks : The Product confirms to ND/ 
Ilp11Mel.fatt11e: fipo.11.yKT COOTBeTCTByeT Tpe6oBaHHJIM H,D; 

Prepared by / 
fio,II.rornsnetto : Vishal 

Sham, ~ 

Date I 
)];am: 09.06.2026 

Checked by I 
TiposepeHo: Prave h 

Rana 1 
---

Date/ 

JJ;arn: 09 .06.2026 

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

~ 

Approved by: Quality Assurance/ Authorized person/ 
O.uo6~e - • 6ecne<1ett11e Ka•1ecTsa/OTsercTseHHOe 
n11uo: 

Date / 

.[l,ara: 

\~'vV) 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTII <l>IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. i<hol, 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 
IlpOAYKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK} Ta6JieTKH, AHCneprupyeMble B UOJIOCTH pTa, 10 Mr 
Market / P1,rnoK : Russia / Poccm1 
Batch No/ 

: V2601209 
Batch Quantity / 36,00,000 tab / 

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

: 040003429644 
Date of Analysis/ 

09.06.2026 
AuaJIHTH'lecKuii OT'leT .M! ,l(aTa auaJIH3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
,UaTa np0H3BOACTBa roi:.eu AO 
Mfg. License No./ 

MA number:/ 
IIpoH3BOACTBeuuaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIHl npoBei:.eu no H,l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / IIucTDVKUHH yTBep,KJJ;eua: 21.04.2025 

Page 5 of 11 / CTp. 5 Hl 11 
No Test I TTotcaJaTeJJb Results I PeJyJJbTaTbI Specification / HopMa 
.N"! 

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

,L(ucnepcuocTb sieve is formed. I 06pa1yeTc51 O}lHOpO.llHa.11 
cycrreH111.11, rrpOXO./l.lllUa.11 CKB03h 
pa1MepoM ornepcrntl 710 MKM. 

7 Impurities/ TTpuMecu 

1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) I not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: I HmKe npe)(eJJa KOJIH'leCTBeHHOro 

l-r11}lp0Kc11attanor onpenenemrn (ITKO = 0.0032%) 

KeToponaKa 

1-keto analog of ketorolac / 0.07 % not more than 0.8 %; / He 6onee 0,8 %; 
1-KeToaHanor KeToponaKa 

unidentified impurity / 0.02 % not more than 0.5 %; / He 6onee 0,5 %; 
e.lll1Hl1lfHa51 
Hel1}leHTl1~11UHpoBaHHa.ll 
rrp11MeCh 

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

cyMMa rrp11Mecetl 

Remarks : The Product confirms to ND/ 
TTp11Me'laH11e: Tipo.llyKT coorneTcrnyeT Tpe6osatttt51M H,L( 

Conclusion : APPROVED I 
3aacmoqeuue: 0,L(O.liPEHO 

Cl1TO C 

Prepared by / 

n o;irOTOBJleHo: Vi ha! 
Shanna 

Checked by/ 

TTposepeHo: Pravesh 

Rana 

Checked by (AQA) I 
TTposepeHo (AOK) : 

Amit Kumar 

Approved by: Quality Assurance/ Authorized person / 

0_.1106pe~05>_~cne4eHHe Ka'fecrna/OrneTcrneHHoe 

nituo : 
1 /~.JJ:1J l~ 4 

Date I 
,L(arn: 09.06 .2026 

i 
Date/ Date/ 

,ll;arn: 09 .06.2026 ,l:(arn: 09.06.2026 

Registered Office : 8-2-3 37, Road No. 3, Banjara Hills, Hyderabad· 500034, Telanga na, India 
Tel: +9140 4900 2900, Fax : +9140 4900 2999, Email: mail@drreddys com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

'td' 



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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAVKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMble B DOJIOCTH pTa, 10 Mr 
Market / PhrnoK : Russia / Poccm1 

Batch No/ : V2601209 Batch Quantity / 36,00,000 tab/ 
CepuH .N"!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003429644 
Date of Analysis / 

09.06.2026 AuaJiuTuqecKun oTqeT .N"!! l(aTa auaJiu3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry/ 

04/2028 
1laTa npOU3BOACTBa foAeH AO 
Mfg. License No./ 

MA number:/ 
Ilpou3B0ACTBenuaH : MNB/05/263 

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

JIHI-'eH3HH .N"!! 
Analysis performed according ND:/ AuaJin3 npoBeAeH no H1l: JIII-.N"!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTDVKUHH VTBep)K)J,eua: 21.04.2025 

Page 6 of 11 / CTp. 6 u3 11 
No Test/ IloicaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa x~ 
8 Water content/ 2.5 % Not more than 7.0 %. / 

CoAepJKauue BOAbl He 6011ee 7 ,0 %. 

9 Residual solvents/ OcTaTO'fHbte oprauu<tec1me paCTsopuTenu 

Isopropyl alcohol / 9 µg/tab I 
l1Jonponauon 9 MKr B Ta6JJeTKe 

Remarks : The Product confirms to ND/ 
IlpuMe<tauue: TipoAyKT coorneTcTByeT Tpe6osamrn:M H,[( 

Not more than 350 µg/tab . / 
He 6011ee 350 MKr B rn611eTKe. 

Conclu •ion : APPROVED / 
3aicmotte1111e: O.lJ:OliPEHO 

Prepared by / 
TioArOToaneuo : Vishal 

Sharma 

Checked by (AQA) / 
flposepeuo (AOK) : 

Amit Kumar 

Approved by: Quality Assurance/ Authorized person / 

O.u.06~~e~:ebeu11e Ka'iecrna/OrneTcTBeHHOe 

JJ HUO\ r~ lc.Dvt.1""' 

Date/ 

JJ:arn: 09 .06.2026 

_.--A -
Date/ Date/ 
)];am: 09 .06.2026 .!(am: 09.06.2026 ,[(am: 

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

Tel : +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www.drreddys.com 

,,oh I.? 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH <I> HKAT AHAJIII3A 

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 
Ilpouy1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, uucneprunveMhie B noJIOCTH DTa, 10 Mr 
Market / PhlHOK : Russia I Poccm1 
Batch No/ : V2601209 Batch Quantity / 36,00,000 tab I 
CepuH .N'!! O6'heM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003429644 Date of Analysis / 
09.06.2026 AnaJIHTHtiecKuii OTtieT N!! ,[(aTa anaJIH3a 

Date of Manufacture / 
: 05/2026 Date of Expiry/ 

04/2028 ,[(aTa npOH3B0/J,CTBa roAeH AO 
Mfg. License No./ 

MA number: I 
Ilpou3BOACTBeuuaH : MNB/05/263 

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

JIHUeH3HH N!! 
Analysis performed according ND:/ AuaJiu3 npoeeAen no H,ll;: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKUHH yrnep"'Aeua: 21.04.2025 

Pa2e 7 of 11 / CTp. 7 u3 11 
No 

Test I IloKaJaTeJJb Results/ PeJyJJbTaTbl Specification / HopMa .N"!! 
10 Microbiological purity*/ MttKpo6uonorutiecKaH 'IHCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6w,ee 'fHCJJO He 6onee 103 KOE/r; 
a3p06HhIX MHKpo-
opraHU3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6w,ee '!Hcno He 6onee l 02 KOE/r; 
.upm1OKeBbIX 11 ruiecHeBbIX 
rp1160B 

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

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
OJJ.HOpOJJ,HOCTb ll.0 

IloKa3aTeJJb rrpHeMJJeMOCTH (AV) .UOJl)KeH 6b1Tb 
/J,03HpOBaHHblX eJJ,HHHll, He 6onee 15,0. 

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

npuMel.faHue: ITpo.uyKT cooTBeTcTByeT Tpe6oBaHHJIM HA 3aKJJIO'leHHe: O)1,OJiPEHO 

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

~;:'P'"j ave,h 
ITpoeepeHo (AOK): 0.lloope~m: 6ecne"lett11e Ka'IecTBa/OTBeTcTBeHHoe 

Sharma 

~ 
Amit Kumar mu-10: P JJJv{ \~w, 

-~ /?J\W~A)h l. 
Date/ Date/ Date I Date / \. I <-" / v~v 
,n:arn: 09 .06.2026 ,n:arn: 09.06.2026 ,n:arn: 09.06.2026 ,[(am: r 

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

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

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

CEPTH~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 
Ilpouy1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, uucneprupyeMhle B noJiocTu PTa, 10 Mr 
Market / PLIHOK : Russia / Pocc11.11. 
Batch No/ 

: V2601209 Batch Quantity/ 36,00,000 tab I 
Cepun .N'!! O6'beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003429644 
Date of Analysis / 

09.06.2026 AuaJiuTuqecKuii: oTqeT .N'!! )l,aTa auaJinJa 
Date of Manufacture / 

: 05/2026 Date of Expiry/ 
04/2028 

,Zl;aTa DPOH3B0)1:CTBa ro)J:eH AO 
Mfg. License No./ 

MA number:/ 
IlponJBOJ:i:CTBeuuaH : MNB/05/263 

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

JIHQeHJHH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoBe)J:eu no H,n:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HucTDVKQHH yTBep)K,l).eua: 21.04.2025 

Page 8 of 11 / CTp. 8 HJ 11 
No 

Test I IloKaJaTeJJb Results/ PeJyJJbTaTbl Specification / HopMa 
.N'! 

12 Assay/ KoJJuqecTseuuoe 9.8 mg/ 9,8 Mr From 9.0 mg to 11.0mg of 
onpeJ1:eJJeuue (98.3 %) C1sHuNO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr Jl:0 11 ,0 Mr 
C1sHuNO3•C4H11NO3 (KernponaKa 
TpoMeTaMHH) (OT 90,0 )1;0 110,0 % OT 
3aRBJJeHHOro KOJJH'IeCTBa) B Ta6JJeTKe. 

13 Butylhydroxyanisole 0.0947 mg/tab I Not less than 0.042 mg/tab. / 
content I CoJ1:epmauue 0,0947 Mr B rn6neTKe He Mettee 0,042 Mr B rn6neTKe. 
6yTHJJrHJl:pOKCHaHH30JJa 

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

IlpHMeqauue: ITpoJ1:yKT cooTBeTcTByeT Ype60Batt11RM H)]; 3aKmoqettue: O,ll.OliPEHO 

Prepared by / Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
TT0.nr0Tos11euo: Vishal npoBepetto: Prave h TTpoBepeHo (AOK): O.JLo6periQ: O6ecne'-leH11e Ka'-!ecTBa/OTBeTcrneHHoe 
Sharma 

~ 
Ra1ia 

f_ 
Amit Kumar 

mmo: ~ lCAAW\ ~ r ·n~::~~ 
IDate / I Date I Date/ Date/ -- / 

:.[\aTll: 09.06 .2026 : .[\aTa: 09.06.2026 .[\aTa: 09.06 .2026 .[\aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tel angana, 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 ANALY IS 

CEPTH<llHKAT 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 
Ilpo)lyKT: KeTopo.11® 3tccnpecc (tceToponaK) Ta6neTJm, JlHcneprunveMble B noJiocTu 1na, 10 Mr 
Market/ PLrnoK : Russia / Pocc1151 

Batch No/ 
: V2601209 

Batch Quantity / 36,00,000 tab I 
Cepm1 .N'!! O6-LeM cepnn 36,00,000 Ta6 
Analytical Report No/ 

: 040003429644 
Date of Analysis / 

09.06 .2026 
AttaJIHTH'leCKHH 0T'leT .N"!, ,ll,aTa auaJIH3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
,ll,aTa npon3B0.LJ.CTBa ro,lJ.eH ll0 
Mfg. License No./ 

MA number:/ 
11poH380JlCTBeHHaSI : MNB/05/263 

HoMepPY 
: JII1-N2(004669)-(Pr-RU) 

J1111.(eH3HH N2 
Analysis performed according ND:/ Auannl npoBe)leH no H,11;: JITI-N2(004669)-(Pr-RU)-190224 
PIL version approved: / l:II1CTPYKQ1rn YTBep,rmeua: 21.04.2025 

Page 9 of 11 / CTp. 9 Hl 11 
No 

Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbJ Specification / HopMa 
.N"~ 
14 Package description / 10 tablets m a blister of 10 tablet Ill a blister of (PA/AUPE wi th 

Onncaune ynaicosicn (PA/AL/PE with de iccanVHDPE) foil // (PE/AL) foil. I or 2 
desiccant/HD PE) foil // (PEI AL) bli ters with patient information leaflet in a 
fo il. 2 blisters with patient carton pack. / no 10 Ta6neTOK e 6m1cTepe 113 

i.nfonnat ion leaflet in a ca1ton (nNAJ1/n3 C nnaronomornTeJJeMm Bn) 
pack. I no 10 Ta6JTeTOK B q>0JTbrM II (n3/AJI) cj}OJfbfH. no I 11JfH 
6mtcTepe J,13 (ITAi AJI/TT 3 C 6JJHCTepa BMeCTe C JI HCTKOM-BKJJa}l.bl weM 
enaronornonrTeneMIIT3Bfl) na4KY KapT0HHyIO. 
<pOJTbf H // (D /An) cj>OJlbrH. Tio 
2 6JJHC1'epa BMeCTe c JIHCTKOM-
BKJia)].bIIIIeM B na'IKY 
KapTOHH)'IO. 

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in 
every 20 batches or one batch per year whichever is more. 
* Ilpu si.mycice JieKapcTseuuoro npenapaTa KOHTp0Jib icaqecTsa no noicaJaTemo «MHKpo6noJiornqecicaH 
'IHCTOTa» npoB0JJ,HTCH /1,JJH K3)K)J,OH 20-oit cepun, HJJH /1,JJH 0/1,HOH cepuu B ro.i:i:, B JaBHCHMOCTH OT Toro, 'ITO 
uaCTynuT paui.rne. 

2 
B 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED / 

IlpnMetfaHne: Tipo.11.yKT cooTBeTcTByeT Tpe6oaamu1M HA 3aKJJI0'ICHne: O)1,OliPEHO 

Prepared by / 

no.11.rOTOBJieHo: Vishal 

Sharma o~ 
'Date/ 
:;c(a-ra: 09.06.2026 

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

npoaepeHOf . p ave h TTpoaepeHo (AOK): O,n:o6peHo: O6ecrre4eHHe Kaqecrna/OTBeTCTBeHHoe 

Rana 
AmitK~ RHUO ~m ~~ 

~~JJ 
I Date / Date I !Date / 

✓ 

: )J,a'Ta: 09.06.2026 )].aTa: 09.06.2026 .D: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: ma il@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS Tel: +9198166 56001-02 

CEPTII<l>IIKAT AHAJill3A www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJlYI.:T: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )].HCneprnpyeMbie e DOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia I Poccm, 
Batch No/ 

: V2601209 
Batch Quantity/ 36,00,000 tab I 

CepnH .N'2 O6'beM cepnn 36,00,000 rn6 
Analytical Report No/ : 040003429644 

Date of Analysis/ 
09.06.2026 

AuaJittTtt'leCKHH OT'leT .N'!! ,UaTa auaJittJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry/ 

04/2028 
j(aTa npOH3B0JlCTBa ro)].eH )].O 
Mfg. License No./ 

MA number:/ 
IlpottJBO)].CTBeuuaH : MNB/05/263 

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

JIHIIeH3HH .N'!! 
Analysis performed according ND:/ AuaJitt3 npoee)].eu no HJ(: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / IIHCTPYKIIHH yTeep~eua: 21.04.2025 

Page 10 of 11 / CTp. 10 HJ 11 
API name/ HauMeuoeaune A<l>C: Ketorolac tromethamine / KernponaKa TpoMeTaMMH 
INN/MHH: Ketorolac I KeToponaK 
API manufacturer batch number/ 

ABSH006409 
HoMep cepuu npottJBO!l.HTeJIH A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepun cy6cTau11nn npott3BO)].ttTeJIH FESA00589 
r JI<I>: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India / 
IlpottJBO)].HTeJih A<l>C, cTpaua: ,D;-p Pe.LUJ.tt'c Jla6oparnpttc JlT,r:i:., Htt,r:i:m, 
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 
HauMeuoeauue, a!].pec, JIHIIeHJHH )].JIH ,D;-p Pe.LUJ.tt'c Jla6opaTopttc JlT,r:i:., Htt,r:i:mi:, TTpott3Bo,r:i:crnettttoe 
IlpottJBO)].CTBeuuaH nJ10111a)].Ka / IlJIOIIIa)].Ka no,r:i:pa3,r:i:e11emre-6, Btt1111. Kxonb, Hanarapx Poy,r:i:, Ea.LUJ.H, ,D;ttcTpMKT 
KOHTPOJIH Ka'leCTBa / IlJIOIIIa)].Ka BbIIlYCKa ConaH, x.n., 173205, I1HAM51 (nm..(eH3M51 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 
IlpttMe'-laune: Ilpo.nyKT coorneTcrnyeT Tpe6osaHID!M H,n: 3aicmo'-teutte: 0.[(0liPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
Ilo.nrornsnetto: Vishal Ilposepetto: Pravesh Ilposepeuo (AOK): O.o.06pe1-io: O6ecrre'-lem1e Ka'-lecrna/OrneTcTBeHttoe 
Sharma 

G/ 

Rana 1 Amit Kumar 
n11uo:~ ~CQ.vt.J~ b 

~~~ \ ~~'vk 
Date I Date I Date I Date/ " 
,n:arn: 09.06.2026 .D:arn: 09.06.2026 ,n:arn: 09.06.2026 ,[(a-ra: 

Registered Office: 8-2.-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2.900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www drreddys.com 



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

CEPTH<l>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 
IIllOJl.YKT: KeTOOOJJ® 3KCDl)CCC (KeTOf)OJJaK) Ta6nenrn, Jl.llCfICPntpyCMble B DOJIOCTH pTa, 10 Mr 
Market / PblHOK : Russia / Poccm, 
Batch No/ 

: V2601209 Batch Quantity / 36,00,000 tab/ 
CCPHH .M! O6'heM cepnu 36,00,000 Ta6 
Analytical Report No / Date of Analysis / 
AuaJIHTH'IecKttii OT'IeT .M! 

: 040003429644 
,llaTa auaJittla 

09.06.2026 

Date of Manufacture / 
: 05/2026 Date of Expiry/ 

04/2028 )];aTa npOH3B0.[J;CTBa ro.[J;eH JJ;0 
Mfg. License No. / 

MA number:/ 1IpoH3B0.[J;CTBCHHaH : MNB/05/263 
HoMepPY 

: JITI-.M,(004669)-(Pr-RU) 
Jllf Ue83 If SI .N'!! 

Analysis performed according ND: I AuaJJu1 nposeJJ;en no H)J;: JITI-.N"!,(004669)-(Pr-RU)-190224 
PIL version aooroved: / JlucTDVKUHH yreep~ena: 21.04.2025 

Page 11 of 11 / CTp. 11 u1 11 
3aKJII011CHHe O COOTBeTCTBHH! «HacT05IllJJiM 51 nO,UTBep)K,ll.a.J:O, 1-ITO rrpirne,n:eHHaa Bf,J[IIe ,rncpopM8UIUI }JBJI.sieTC.sI 

,UOCTOBepHOM 11 TOt.UIOM. 3Ta cepRH rrpo,D,yKUHH apOR3Be11eHa (BKJIIQqM yaaKOBKy (MapKHpOBKY) H KOHTpOnb 

Kacrec-rna) Ra BblllleyI<a3aHHOH rrpOH3BO,D,CTBeHHOM. ITJioma.n.Ke (rrJIOlll8)ll(ax) B TIOJIHOM COOTBeTCTBHH C 

Tpe6osainrnMH Ilpamm 1-1a,n;ne)l<aLUeH npOH380.[(CTB HHOH rrpaKTHKH EBpa30.MCKOro 3KOHOMH."tfeCKOrO COJ03a .1:1 

Tpe6o:saHJUIMli KOHTpOID.l K81..£eCTBa JieKapcTBeRHI>IX cpe.n.crn, a TaK)Ke B COOTBeTCTBIUI co cneu1:1cjrnKaUHJ1MFI, 

co.nep)K8I.ll;lfMHC.H B perncTpaUHOHHOM ,D,OCbe CTpaHbI-HMIIOpTepa. 3anHCH no npO.H3BOJ(CTBY, ynaKOBKe H aHaJIH3Y 

npoBepeHbl, H ycTaHOBJieHO HX COOTBeTCTBRe Tpe6oBaHH5IM ITpaBHJI Ha,D,Jie)Ka[]J,eH npOH3BO)].CTBeHHOH: npaKTHKH 

Eapa3HRCKoro 3KOHOMHY.ecKoro coI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Tip11Meqauue: ITpo.nyKT cooTBeTCTByeT Tpe6osamrn.M H,D, 3a1cmo<1eH11e: O)J.OliPEHO 

I;=::========:::::::;:-;:::::==:::;;:::===:::;-;:::========: 
Prepared by/ 
DoAroTOBJJeHo: Vishal 

hanna 

Date/ 
,D,arn: 09.06.2026 

Date/ 
,l],arn: 09.06.2026 

Checked by (AQA) / Approved by: Quality A urance/ Authorized person/ 
ITpoBepeHo (AOK): 0~~

11
06ecne'-lem,e Ka'-lecTsa/OrneTcTBeHHoe 

Amil Kumar m1~: '[>i)__{)J (~¼'\ 7 G' 
1
~ 

{'~ ,~x)~~ 
:::::========::::: 
Date / 
,[lam: 09.06.2026 

Date/ 
.UaTa: 

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 




