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

CEPTH~HKATAHAJIH3A 

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

Tel : +91 98166 56001-02 
"'""" rl _ ,-!, '" f'nm 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uy1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,uucneprupyeMLie B noJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 

Batch No/ 
: V2502584 

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

: 040003250313 
Date of Analysis/ 

12.01.2026 
AuaJiuTn<tecKuu OT<teT .N'!! )J:aTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
)laTa npOU3BO,UCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
IIpouJso,ucTseunaH : MNB/05/263 

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

JIUf\eH3HH .N'!! 

Analysis performed according ND:/ AuaJiuJ npose,ueu no H)J:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTpYKJ\HH yrnepm,ueua: 21.04.2025 

Page 1 of 11 / CTp. 1 HJ 11 
No 

Test I IloKa3aTeJJb Results/ Pe3yJJbTaTbI Specification / HopMa 
.N'! 

1 Description/ Onucauue 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 IIJ10CKHe 
side. / Kpyrnhie nnocKtte Ta6neTKH c qiacKoil:, cseTno-)l(enToro UBeTa C 
rn6neTKH c qiacKott, cserno- rpaBttpoBKOtt «I» Ha OAHOtt CTopoHe. 
)l(enrnro UBeTa C rpaBHpOBKOll 
«I» Ha O,ll,HOtt crnpoHe. 

2 Identification/ M,ll,eHTmfmKaUHH 

Ketorolac I Kemopo1iaK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<!>-
cneKTpbI nornomeHH51 ttcnb1TyeMoro pacrnopa H 
pacrnopa CTaH!],apTHOro 06pa1ua KeToponaKa 
TPOMeTaMHHa ,ll,OmKHbl HMeTb MaKCHMYMbl nptt 
0)],HOH H TOH )Ke ,ll,nHHe BOnHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lauue: ITpo,ll,yKT coorneTcrnyeT TPe6oBaHH51M H,ll. laKJJIO'lenue: O,ll.OliPEHO 

P repar~d by / 
noJJ,rOTOBn.eHo: Pravesh 

Rana 1 
IDate / 
:JI.aTa: 12.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
ITpoBepeHo: Pardeep TipoBepeHo (AOK): O,!J,o6peHo: 06ecneqeHtte Kaqecrna/OrneTCTBeHHoe 

K umar 

d-
Amit Kumar nttuo: 

~ ~-~ 
I Date/ Date/ I Date/ I 2---o \ - '7.-h '1.-b : ,ll.arn: 12.01.2026 ,ll.arn: 12.01.2026 ,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 
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•·· Dr. Reddy's ~ ;• 
CERTIFICATE OF ANALYSIS 

CEPTH~IIKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
, .n \Al r1 ... .,.....,,-l,...(\/C ... t"\M 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpot1,yKT: KeTopoJI® '.3Kcnpecc (KeTopoJiaK) Ta6JieTKH, tJ,HCneprupyeMbie e UOJIOCTU pTa, 10 Mr 
Market / PhlHOK : Russia / Pocc1151 

Batch No I 
: V2502584 

Batch Quantity / 36,00,000 tab/ 

CepnH .M! . O61>eM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003250313 
Date of Analysis / 

12.01.2026 
AuaJinTnqecKuii oTqeT .M! )].aTa auaJin3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
,llaTa npOU3B0tJ,CTBa rotJ,eH tl,O 
Mfg. License No./ 

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

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

J1u11euJnH N!! 

Analysis performed according ND:/ AuaJIH3 npoee}J;eu no H)].: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version annroved: / HucTPVKUHH VTBep,K,Ueua: 21.04.2025 

Page 2 of 11 / CTp. 2 m 11 
No 

Test I IloKaJaTeJih Results I PeJyJihTaThl Specification / HopMa 
.N"!! 

Complies / 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 ,nep)IrnBaHIDI OCHOBHOro IlHKa Ha 
xpoMaTorpaMMe HCilbITyeMoro pacrnopa 
)],OJDKHO COOTBeTCTBOBaTb speMeHH 
y ,nep)KHBaHH51 OCHOBHOro IlHKa Ha 
xpoMarnrpaMMe pacrnopa CTaH,napTHOro 
o6paJu:a KeTopoJiaKa TPOMeTaMHHa (pa3,neJI 
«KOJIH'1eCTBeHHOe onpe.D,eJieHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHne: Ilpo,nyKT coorneTcrnyeT Tpe6osaHIDIM H,ll; 3a1rn10qeuue: O,ll.OliPEHO 

Prepared by I 
TTo,nroTOBJieHo: Pravesh 

Rana 1 
Date/ 

,ll;arn: 12.01.2026 

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

nponepe,m: Pardeep Hposepeuo (AOK): O,no6peHo: O6ecneqem1e Kaqecrna/OrneTcTBeHHoe 

Kumar 

J-
Amit Kumar 

~ 
m1u:o: 

~~ 
Date / Date / IDate / 
ll.arn: 12.01.2026 lJ.arn: 12.01.2026 , 1.--~ r't-,/[JZ--b ,ll;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad · 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: t9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drredciys.com 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTHWIIKATAHAJIM3A 

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 
.U1AH&I ,.,1---.-.lrl\lC ...,'\r"'r'\ 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;w1n: KeTopoJI® 3Kcnpecc {KeTopoJiaK) Ta6JieTKH, .Jl:HCneprupyeMbie B noJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Poccm1 

Batch No/ 
: V2502584 

Batch Quantity/ 36,00,000 tab/ 
CepuH N!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ Date of Analysis/ 
AuaJIHTH'lecKuii OT'leT N!! 

: 040003250313 
.[(aTa auaJiu3a 

12.01.2026 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

)];aTa npOH3B0.Jl:CTBa ro.ll:eff .Jl:O 
Mfg. License No. / MA number:/ 
Ilpon3BO.Jl:CTBeuuaH : MNB/05/263 

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

JIHUeH3HH N!! 
Analysis performed according ND:/ AnaJIH3 npoBe.Jl:eH no H,II,: JIII-N!!(004669)-{Pr-RU)-190224 
PIL version approved: / HncTDVKUHH YTBep,K,lleua: 21.04.2025 

No 
.N'! 

Test/ IloieaJaTeJlb 

Butylhydroxyanisole I 
EymUJl2UOpOKCUQHU30JI 

Remarks : The Product confirms to ND/ 

Results I PeJyJibTaTbt 

Complies / CoorneTcrnyeT 

Page 3 of 11 / CTp. 3 H3 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,11,ep)l{HBaHml ITHKOB 2-
6yTHflfH,11,pOKCHaHH30na H 3-
6yTHflrH,11,pOKCHaHH30fla Ha xpoMaTOrpaMMe 
HCITbtTyeMoro paCTBOpa ,11,0fl)l{Hbl 
COOTBeTCTBOBaTb BpeMeHaM y,11,ep)t<HBaHHH 
ITHKOB 2-6yTHnrH,11,pOKCHaHH30fla H 3-
6yTHflrH,11,pOKCHaHH30fla Ha xpoMaTOrpaMMe 
pacrnopa crnH,11,aprnoro o6paJua 
6yTHflrH,11,pOKCHaHH30fla (pa3,11,en «Co,11,ep)l{aHHe 
6yTHflrH,ll,pOKCHaH1nona»). 

Conclusion : APPROVED I 
IlpuMe'laHue: ITpo,11,yKT COOTBeTCTByeT Tpe6oBaHHHM H,ll; 3a1rn10qeuue: 0.ll:OliPEHO 

Prepared by / 
TT011.roT0Bne1m: Pravesh 

Rana i 
Date/ 

!D:arn: 12.01.2026 

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

ITposepeHo: Pardeep npoaepeHo (AOK): O,11,06peHo: O6ecne'leHHe Ka'lecrna/OrneTcTBeHHOe 

Kumar 

J:- Am'' P ----

nm-10: 

~ 
Date/ Date I !Date/ I 2---z, l- '2A) l. -b 
D:arn: 12.01.2026 D:arn: 12.01.2026 ,n: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.corn 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~IIKATAHAJIII3A 

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

Tel : +91 98166 56001-02 
VII"'"' -:, --:,...1,., rnm 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)].yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )].HCneprupyeMhie B DOJIOCTH pTa, 10 Mr 
Market/ PhIHOK : Russia / Poccm1 

Batch No I 
: V2502584 Batch Quantity / 36,00,000 tab I 

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

: 040003250313 Date of Analysis / 
12.01 .2026 AuaJIHTH<JeCKHH OT<JeT .N'!! )laTa auaJiu3a 

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

11/2027 
,UaTa np0H3B0)].CTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ Ilpou3eo,ucTBenuau : MNB/05/263 
HoMepPY : JIII-.N'!!(004669)-(Pr-RU) 

JIHQeH3HH .N'!! 

Analysis performed according ND:/ AnaJiu3 npoee.ueu no H,u: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKQHH yrnep)K)].ena: 21.04.2025 

Page 4 of 11 / CTp. 4 03 11 
No 

Test/ Iloiea3aTeJih Results/ PeJyJihTaThl Specification / HopMa 
X!! 

3 Average weight/ Cpe)].HHH 69.8 mg I 69,8 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr )].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 / CoorneTcrnyeT 18/20 Ta6JieTOK - He 6onee ± 10%; 
0JJ.HOpOJJ.HOCTb MaCCbl 

2/20 rn6neTOK - He 6onee ± 20 %. 

4 Disintegration time / 
Pacna11.aeMoCTh 

00 min 24 sec / 00 Ml1H 24 ceK Not more than 3 min. / He 6onee 3 Ml1H. 

5 Dissolution I PaCTsopett11e Unit-I I Ta6n-l 100% Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 I Ta6n-2 99 % 
(ketorolac tromethamine) in 15 min. / He MeHee 
75% (Q) C1sH13NO3•C4H11NO3 ( KernponaKa 

Unit-3 I Ta6n-3 100% TpOMeTaMHH) qepe3 15 Ml1H. 

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 / 

Ilpm,telfamte: Ilpo)].yKT coorneTcrnyeT rpe6oaaHIDIM HA 3aKJ11:0'lett11e: 0)1,0liPEHO 

Prepared by/ 
IloArOTOBJleHo: Pravesh 
Rana 1 
Date / 
Aarn: 12.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
TipoaepeHo: Pardeep IlpoaepeHo (AOK): Oito6peHo: O6ecneqett11e Kaqecrna/OrneTcTBeHttoe 
Kumar 

* 
Amit Kumar nr1uo: 

~ I' 
Date / Date / IDate / l 2---v \.- '2-e> '2.- b ,n:arn: 12.01.2026 J.{a-ra: 12.01.2026 Aara: 

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.corn 

I 



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

CEPTH~IIKATAHAJill3A 

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 
. .. - ~ l"flo" ... ..,....1...1,J,.. ,.,,...r"ll"'lt 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;wKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, JJ.HCneprupyeMble e DOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ 

: V2502584 
Batch Quantity/ 36,00,000 tab I 

CepuH N!! O6'beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003250313 
Date of Analysis/ 

12.01.2026 
AuaJiuTuqecKuii oTqeT N2 ,UaTa auaJinJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,L(aTa npOH3B0,UCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
Ilpou3eo,ucTeeuuaH : MNB/05/263 

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

JinueuJnH N2 
Analysis performed according ND:/ AuaJIH3 npoee,ueu no H,[1;: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / llucTpyKU:HH yTeep,KJJ:eua: 21.04.2025 

Pa2e 5 of 11 / CT1>. 5 uJ 11 
No 

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

6 Particle size distribution / Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 
,LJ:ucnepcHOCTb sieve is formed. I O6pa3yeTCH 0)],HOpo,nHaH 

cycneH3Irn, npoxo,nmua» CKB03b CHTO 
pa3MepoM ornepcrni1710 MKM. 

7 Impurities / IlpHMecu 

I-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / I HmKe npe,nena 
1-rn,npoKcHaHanor KOnWieCTBeHHOro onpe,neneHHR 
KeToponaKa (ITKO = 0,0032 %) 

1-keto analog ofketorolac / 0.04% not more than 0.8 %; / He 6onee 0,8 %; 
1-KeToaHanor KeToponaKa 

unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %; 
e)],HHJ111HaH 
He11,neHTll~HUHpOBaHHaH 
npHMeCb 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np11Meqan11e: Ilpo,nyKT COOTBeTcTByeT Tpe6oBaHHRM H)], 3aKmoqeHue: O)],OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized pei:son / 
ITo,n,roToBnetto: Pravesh 
Rana i 
Date/ 
}J.ara: 12.01.2026 

IlpoBepeHo: Pardeep TTpoBepeHo (AOK): O,no6peHo: O6ecneqett11e Kaqecrna/OrneTcTBeHHoe 
Kumar 

Amit f ~ 
nm.1,0: 

~~/ ~ 
Date/ Date/ IDate / 
)J,aTa: 12.01.2026 )],am: 12.01.2026 ' 2-.--v \ '"2-0U )],am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad · 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: t9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.corn 
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•·· Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTHWMKATAHAJIH3A 

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

Tel: +9198166 56001-02 
·· - , ..J ,.. .. Q__J__J ' #" ....... .-.-

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ:Yl.:T: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKU, JJ:UCneprupyeMhie B DOJIOCTU PTa, 10 Mr 
Market / PhIHOK : Russia / Poccmr 
Batch No/ 

: V2502584 
Batch Quantity / 36,00,000 tab I 

CepuH .N'!! O6'heM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003250313 
Date of Analysis / 

12.01.2026 
AuaJiuTuqecKun oTqeT .N'!! L(aTa anaJin3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 11/2027 

L(aTa npOU3BOJJ:CTBa ro)J;eH)J;O 
Mfg. License No. / 

MA number:/ 
IlpouJBOJJ:CTBenuaH : MNB/05/263 

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

JIUlleH3UH ,N'!! 
Analysis performed according ND:/ AuaJIUJ npoBeJJ:eH no H,11;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPVKIIHH yrnep,K,l];eua: 21.04.2025 

Pa2e 6 of 11 / CTP. 6 u3 11 
No 

Test I IloKaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa 
N2 

8 Water content/ 2.0% Not more than 7 .0 %. / 
Cot1:epiKanue BOJJ:bl He 6oJiee 7,0 %. 

9 Residual solvents/ OcTaTO<J:Hb1e opranu<J:ecKue pacTBopuTeJiu 

Isopropyl alcohol / 8 µg/tab / Not more than 350 µg/tab. / 
l,-horrporranon 8 MKr B m6JieTKe He 6onee 350 MKr B Ta6neTKe. 

Remarks : The Product confim1s to ND/ Conclusion : APPROVED / 

Ilpu 1e<J:am1e: npo..uyKT C00TBeTCTBye-r 1pe6osa1rnJ1M H)J, 3aKJIIO<J:enue: O,IJ:OliPEHO 

Prepared by / 
CToD,,rOTOBJieHo: Pravesh 
Rana 

f_ 
Date/ 
)];am: 12.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
llpoBepeHo: Pa:rdeep ITpoBepeno (AOK): 0,uo6peHo: O6ecrreqemre KaIJ:ecTBalOTBeTCTBeHHoe 

Kumar 

k 
AmitKu/ m1uo: 

~ ~ ~ 
Date/ Date/ IDate / 
)];am: 12.01.2026 )];am: 12.01.2026 '1. "1>\~ '2-01-~ )];am: 

Registered Office: 8-2-337, Road No. 3, Banjarc1 Hills, Hyderabad ·· 500034, T2langana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.corn 
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•·· Dr.Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTHWHKATAHAJIH3A 

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

Tel : +91 98166 56001-02 
1A11H1M rlrrt>rlr!,,~ t"nm 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo11:y1n: KeTopoJI® 3Kcnnecc (KeTODOJiaK) Ta6JieTKtt, 11:ucnenrunveMbie B noJI0CTH DTa, 10 Mr 
Market / PhlttOK : Russia I Poccm1 
Batch No/ 

: V2502584 
Batch Quantity / 36,00,000 tab/ 

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

: 040003250313 
Date of Analysis / 

12.01.2026 
AuaJIHTH'lecKuii OT'leT .N'!! .l(aTa auaJittJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.l(aTa npOH3BOJ1:CTBa ro11:eu11:o 
Mfg. License No. / 

MA number:/ 
IlpouJB0/1:CTBeHHaH : MNB/05/263 

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

JIHUeHJHH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoee11:eu no H.l(: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKUHH YTBep,KJ1:eua: 21.04.2025 

Pa2e 7 of 11 / CTO. 7 uJ 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJibT3Tbt Specification / HopMa 
.N'! 

10 Microbiological purity*/ Mmcpo6uoJiornqecKaH qucTorn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6w.ee q11cno He 6onee 103 KOE/r; 
a3po6Hh!X MI1Kp0-
opraHl13MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count I o6mee q11cno He 6onee 102 KOE/r; 
.n:pmtOKeBhlX 11 rrnecHeBb!X 
rp1160B 

Escherichia Coli NA shell be absent in 1 gram. / 
OTC)'TCTBlle a 1 r. 

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

3.9 
IloKaJaTeJib rrp11eMJieMOCTl1 (AV) .n:omKeH 6b!Th 

,IJ.03Hp0B3HHbIX e,11.HHHU He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'laHue: ITpo.n:yKT cooTBeTcTByeT Tpe60BaHJ1j!M H.ZJ: 3atemoqeHue: O,lI.OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
no.uroTOBJ1e1rn: Pravesh Ilponepeno: Pardeep ITposepeHo (AOK): O.n:o6peHo: O6ecrreqeH11e KaqecTBalOTBeTcTBeHHoe 
Rana 1 Kumar Amit Kumar JillUO : 

~ ~ I"~ 
Date / Date / Date / IDate / (] '1--bl .-- 1.--0 u; 
)];am: 12.0 l.2026 ,l.];aTa: 12.01.2026 l];aTa: l 2.01.2026 .ZJ: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 

CEPTMWIIKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : +9198166 56001-02 
,,, ,,.., rl,·r.,.,frh,c;: rnm 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
1Ipo,!1;y1u: KeTopoJI® 3Kcnpecc (KeTOpOJiaK) Ta6JieTKH, ));HCneprHpyeMbie B U0JI0CTH pTa, 10 Mr 
Market / PbIHOK : Russia / Pocc1u1 

Batch No/ 
: V2502584 

Batch Quantity/ 36,00,000 tab / 
CepHH .N'!! O6neM cepHH 36,00,000 Ta6 

Analytical Report No / 
: 040003250313 

Date of Analysis / 
12.01.2026 

AuaJIHTH<IecKHii 0T<IeT .N'!! ,l(aTa auaJIH3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.l(aTa np0H3B0,!1;CTBa ro,!);eH ,!1;0 
Mfg. License No./ 

MA number:/ 
1IpoH3B0,!1;CTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AnaJIH3 npose,!);eu no H.l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIucTDVKQHH YTBep,K)J,eua: 21.04.2025 

Pa~e 8 of 11 / CTp. 8 H3 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJihTaTbI Specification / HopMa x~ 
12 Assay/ KoJiw-1ecTBeuuoe 10.1 mg/ 10,1 Mr From 9.0mg to 11.0 mg of 

onpeJJ.eJieuue (101.1 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr )],0 11,0 Mr 
C1sH13NO3•C4H11NO3 (KernponaKa 
'fPOMeTaMttH) (OT 90,0 ;::i:o 110,0 % OT 
3a~1BJieHH0ro KOJIH'IeCTBa) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.0979 mg/tab I Not less than 0.042 mg/tab. / 
content I CoJJ,epmauue 0,0979 Mr B rn6JieTKe He Mettee 0,042 Mr B rn6neTKe. 
6yTHJirttJJ,pOKCHaHH30Jia 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpttMeqauue: IIpoJJ.yKT coorneTcrnyeT Tpe6oBaHIDIM HA 3aKJitoqeuue: O,l(OliPEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
IToJJ,rOTOBJieuo: Pravesh ITpoBepeuo: Pardeep IIpoBepeuo (AOK): O.no6peuo: O6ecneqeutte Kaqecrna/OrneTCTBeHttoe 

Rana f Kumar Amit Kumar JIHU0: 

~ ~ 
~---

Date I Date/ Date I IDate / \ 2 --z> l, ~l--6 Aarn: 12.01.2026 Aarn: 12.01.2026 )];arn: 12.01.2026 Aarn: 

Registered Office: 8-2-337, Road No. 3, Banjarc1 Hills, Hyderabad · 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: t9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· 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 
-•• • \U ...J---.-1,.i\/~ r---

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO)lYiff: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, !l:HCUeprupyeMbie B DOJIOCTH DTa. 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ 

: V2502584 
Batch Quantity/ 36,00,000 tab I 

CepnH.N'!! O6beM ceouu 36,00,000 rn6 
Analytical Report No/ 

: 040003250313 
Date of Analysis / 

12.01.2026 
AuaJinTn'lecKnii OT'leT .N'!! llaTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
)l,aTa npOH3B0Jl:CTBa roLt:eHJl:O 
Mfg. License No./ 

MA number:/ 
IlponlBOJl:CTBenuaH : MNB/05/263 

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

JIHU.eH3HSI .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeLt:eH no H,II;: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKIJ.HH VTBep,K)leua: 21.04.2025 

PaQ:e 9 of 11 / Cm. 9 03 11 
No 

Test/ IIoKaJaTeJlb Results/ PeJyJILTaTbl Specification / HopMa 
N!! 
14 Package description / 10 tablets in a blister of 10 tablets in a blister of (P AJ AL/PE with 

OnucauueynaKOBKH (PA/AL/PE with desiccant/HD PE) 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. / Ilo 10 rn6neTOK B 6nucTepe HJ 
information leaflet in a carton (ITAi Afl/Il3 C BJiarorrornoTHTeJieM/Il3B IT) 
pack. I Ilo 10 Ta6JieTOK B qJOJihfli II {Il3/Afl) qJOJihrJ1. Ilo 1 HJIH 
6m1CTepe ll3 (TIA/ Afl/Il3 C 6JIHCTepa BMeCTe C JIHCTKOM-BKJia,nbJllleM 
BJiarorrornoTHTeJieM/Il3B IT) rra'IKY KapTOHHyJO. 
qiomrn // {IT3/Afl) qionhrn. Ilo 
2 6JIHCTepa BMeCTe c JIHCTKOM-
BKJia,nhlllleM B rra'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 BbIUYCKe JleKapCTBeHHOro nperrapaTa KOHTpOJlb Ka'-leCTBa ITO noKa3aTemo «MHKpo6HOJ10rH'IeCKaSI 
'-IHCTOTa» npoBOAHTCSI AJlSI Ka'.)KJJ,OH 20-ofi cepHH, HJlH AJlSI OAH0H cepuu B ro.11-, B JaBHCHMOCTH OT Toro, '-ITO 
uacTyrruT paHbUJe. 

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

IlpuMe'-lanue: Ilpo.11-yKT coorneTcrnyeT Tpe6osaHIDIM H,[{ 3aKJ110'-lenue: O)(O6PEHO 

Prepared by/ 
Tio.11-roTOBJietto: Pravesh 
Rana i 
!
Date / 
)la'Ta: 12.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ilposepetto: Pardeep Ilposepetto {AOK): O.no6petto: O6ecrre'!emrn Ka'!ecrna/OrneTcrneuttoe 
Kumar Amit Kumar JIHll,O: 

~ =1-:- r_/'--

Date I Date I 'Date I \ 1--o 1- L-,..eJ U ,[{am: 12.01.2026 ,[lam: 12.01.2026 ,[{am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTM<l>IIKATAHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 

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

Tel : +91 98166 56001-02 
v.,-,,u, rlrrPnrlvc rom 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,n.yKT: KeTOPOJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .n.ucnepruoveMble e DOJIOCTU pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ 

: V2502584 Batch Quantity/ 36,00,000 tab/ 
CepuH .M! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003250313 Date of Analysis / 

12.01.2026 AuanuTuqecKuii oTqeT .N'!! .lI:aTa auanuJa 
Date of Manufacture / 

: 12/2025 Date of Expiry / 
11/2027 .lJ:aTa npOH3B0,LI.CTBa ro.n.eu.n.o 

Mfg. License No./ 
MA number:/ IlponJBO.LI.CTeeuuaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIUUeHJUH .N'!! 
Analysis performed according ND:/ Auanu3 npoee.n.eu no H)J,: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MncTPVKUHH yTeep~eua: 21.04.2025 

Pa2e 10 of 11 / CTp. 10 uJ 11 
API name/ HauMenoeauue A<l>C: Ketorolac tromethamine / KeToponaKa TpoMeTaMHH 
INN /MHH: Ketorolac / KeTOponaK 
API manufacturer batch number / 

ABSH001605, ABSH00l 785 
HoMep cepuu npouJeo,n.nTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTanuuu npouJeo,n.uTeJIH FESA002 l 8, FESA00219 
rJI<1>: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India I 
IlpottJBO.LI.HTeJib A<l>C, CTpaua: ,[(-p Pe,!JJJ,11 1

C Jla6opaTOp11C JlT,n.., 11H,L1.1151 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
manufacturing site I Control site I Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
site/ MNB/05/263) I 
HattMenoeautte, a.n.pec, nuuenJHH .LI.JIH ,[(-p Pe.ru:ui' C Jla6opaTOp11c JlT,[J,., 11HA1151, IlpOH3B0,[J,CTBeHHOe 
IlpouJeo;::i;cTeeunaH nnmua;::i;Ka / IlJioIUa.n.Ka no.n.pa1.n.enett11e-6, BHJIJJ. Kxonh, Hanarapx Poy.n., EaMH, ,[(HcTpHKT 
KOHTPOJIH KaqecTBa / IIJIOIUa;::t;Ka BblDYCKa ConaH, x.rr., 173205, 11H,[J,H51 (JIHI.l_eH31151 H0Mep 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 / 
TipttMe'iaHHe: flpo,11,yKT COOTBeTcTByeT Tpe60Banm1M H)]; 3aKmoqenne: O)];OliPEHO 

Prepared by / 
Tio.QrOTOeneHo: Pravesh 
Rana 

i 
Date/ 
)];am: 12.01 .2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
npoeepeHo: Pardeep flpoBepeHo (AOK) : O,11,06peHo: O6ecne'-lem1e Ka'-!ecrna/OrneTCTBeHHoe 
Kumar Amit Kumar Jll-11..(0 : 

~ ~ /\· 
Date/ Date/ !Date/ \ 1..---z>\ '2-0 z_.(, )];am: 12.01.2026 )];am: 12.01.2026 )];am: 

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

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: +919816656001-02 
.. ; " ~ ......... ..J,.,,i ~ #.1'1 t"l""ln'\ 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::i;y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ;::i;ucneprupyeMbie B DOJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Pocc1-rn 
Batch No/ 

: V2502584 
Batch Quantity / . . 36,00,000 tab/ 

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

: 040003250313 
Date of Analysis/ 

12.01.2026 AuaJinTuqeci.:uii: oTqeT .N'!! llaTa auaJiu1a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
)J;aTa npOU3BO)];CTBa ro;::i;eu ;::i;o 
Mfg. License No./ 

MA number:/ 
Ilpou3BO)];CTBeHHaH : MNB/05/263 

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

JIUIIeH3HH .N'!! 
Analysis performed according ND:/ AuaJiu1 npone;::i;eu no H)J;: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIuCTpyi.:11uH YTBep,KJJ,eua: 21.04.2025 

Page 11 of 11 / CTp. 11 01 11 
3aKJ110qeH11e O COOTBeTCTBIIII: «HacT051IllJIM 51 IIO,[l;TBep)K,r:i:aIO, qTO rrp1rne,r:i:eHHa51 BhIIIIe MH<pOpMau;1rn 51BJrneTC51 

,[l;OCTOBepHOH M ToqHoH. 3m cepI-151 rrpo,r:i:yKU:MM rrpomBe,r:i:eHa (BKJIJ0qa5I yrraKOBKY (MapKHpOBKY) M KOHTpOJih 

Kaqecrna) Ha BhIIIIeyKa.3aHHOH rrpOM3BO,[l;CTBeHHOH IIJIOIU:a.n:Ke (rrrroru:a.n:Kax) B IIOJIHOM COOTBeTCTBMM C 

Tpe6oBaHM51MM ITpaBMJI Ha,r:i:Jie)KameiI rrpOM3BO,[l;CTBeHHOH rrpaKTMKM EBpa.3MHCKOro 3KOHOMMqecKoro COI03a M 

Tpe6oBaHM51MM KOHTPOJI5I Kaqecrna rreKapcTBeHHhIX cpe,r:i:CTB, a TaK)Ke B COOTBeTCTBMM co crreu;II<pHKaU:II51MM, 

co.n:ep)KamIIMIIC51 B perMCTpau;IIOHHOM ,[l;OChe CTpaHhI-llMIIOpTepa. 3arrMCM ITO rrpOH3BO,[l;CTBY, yrraKOBKe M aHaJIH3Y 

rrpoBepeHhI, II ycTaHOBJieHO RX COOTBeTCTBMe Tpe6oBaHH51M ITpaBMJI Ha,r:i:Jie)Kamen rrpOM3BO,n:CTBeHHOll rrpaKTIIKll 

EBpa.3H0.CKOro 3KOHOMMqecKoro COI03a». 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lanue: Ilpo,nyKT coorneTcrnyeT Tpe6oBaHIDIM HA 3aKmoqeuue: 0)1:0liPEHO 

Prepared by I 
TTo,nroTOBJieHo: Pravesh 

Rana 

f 
Pate / 
,UaTa: 12.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
n ponepeHo: Pardeep npoaepeHo (AOK): O,no6peuo: O6ecrreqem1e Ka'lecrna/OrneTcTBeHHoe 

Kumar Amit Kumar JUIUO : 

~/ k (\-/ 
Date I Date / IDate / 11---01- t.-b u L(aTa: 12 .0 1.2026 )J.aTa: 12.01.2026 ,n:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara rlills, Hyderabad·• 500034, Teiangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: rnail@drreddys.com 

CIN: L8.5195AP1984PLC004507 

www.drreddys.corn 
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