
•·· 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, lf\JDIA 

Tel : +91 93166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOLl,YKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, Ll,HCDeprupyeMble B D0JI0CTII pTa, 10 Mr 
Market/ PbIHOK : Russia / Poccm1 

Batch No/ 
: V2502232 

Batch Quantity / 36,00,000 tab I 
CepnH .N'!! O6-beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

890001849100 
Date of Analysis / 

26.11.2025 
AHaJI11Tu1JecKuii 0T'leT .N'!! ,[(aTa aHaJIH3a 
Date of Manufacture / 

10/2025 
Date of Expiry/ 

09/2027 
,[(aTa np0H3B0)],CTBa ro)J,eH )),0 
Mfg. License No./ 

MA number:/ 
IlpOH3B0)],CTBeHHaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AHaJiu3 nposeL1,eH no H,[(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPVKUHH yTsepJKLl,eHa: 21.04.2025 

Page 1 of 11 / CTJ). 1 m 11 
No 

Test/ IloKaJaTeJib Results/ Pe1yJibTaTbI Specification/ HopMa 
.N2 

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 ITJIOCKHe 
side. / Kpyrnh1e rrJIOCKHe Ta6JieTKH c cpaCKOH, CBeTJIO-)l(eJITOro I.J,BeTa C 
Ta6JieTKH c cpaCKOH, CBeTJIO- rpaBHpOBKOH «I» Ha 0,[(HOH CTOpOHe. 
)l(eJITOro I.J,BeTa C rpaBttpOBKOH 
«I» Ha O)].HOH cTOpoHe. 

2 Identification / li)].eHTH<l>HKaUHH 

Ketorolac I KemopoJ1aK Complies / CooTBeTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
Cllt::KTpbl IIOJ'J!Olll,t::HH}I HCllblTYt::MUI 'O paCTBUpa H 
pacTBopa CTaH,[(apTHOro o6pa3ua KeTopoJiaKa 
TpOMeTaMHHa ,[(OJI)l(Hbl HMeTb MaKCHMYMbl npH 
0,[(HOH H TOH )Ke )].JIIIHe BOJIHhl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'laHne: Ilpo)].yKT cooTBeTcTByeT rpe6osaHH.SIM H)]; 3aKJ1101Jeuue: O.lJ:OliPEHO 

Prep ared by/ 

Oo~roTOBJICHO: Shivani 

)>( 
Date I 
,[(am: 26.11.2025 

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

~=:epeHOC Pc~:[ ITposepeHO (AOK): O)].o6peHo: O6ecrre'leHHe Ka'lecTBa.lOTBeTcTBeuuoe 

Amit K umar mm:o: JOr'IL /C-vM1~fL_ 

(-: / _lvvf 
Date I Date/ 'Dale / 2--7-JJ~o( DJ..-~ 
Learn: 26.11.2025 ,[(am: 26.11.2025 }.:(ara: 

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 

I 



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

CEPTH <I> IIKAT AHAJIII3A 

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,11.y1n: KeTOPOJI® 3Kcnpecc (KeTopOJiaK) Ta6JieTKH, ,11.ucneprunveMble B DOJIOCTH pTa, 10 Mr 
Market / PblttOK : Russia / Poccm1 
Batch No/ 

: V2502232 
Batch Quantity / 36,00,000 tab / 

Cep1rn N2 O6'heM cep11u 36,00,000 Ta6 
Analytical Report No / 

: 890001849100 
Date of Analysis / 26.11.2025 

AuaJiuTuqecKnii oTqeT N!! .UaTa auaJinJa 
Date of Manufacture / 

: 10/2025 Date of Expiry / 09/2027 
,UaTa DP0H3B0JlCTBa ro)leH )lO 
Mfg. License No. / 

MA number:/ Ilpou3so,11.cTBeHHaH : MNB/05/263 
HoMepPY 

: JIII-N2(004669)-(Pr-R U) 
JIUQeHJUH N!! 
Analysis performed according ND:/ AuaJiu3 npOBe,11.eu no H,n:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKi.-HH YTBep,K)J,eua: 21.04.2025 

Page 2 of 11 / CT]). 2 HJ 11 
No 

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

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,nepll<HBamrn OCHOBHOro TTHK3 Ha 
xpoMaTorpaMMe HCTTbITyeMoro pacrnopa 
)lOllll<HO COOTBeTCTBOBaTb BpeMeHH 
y ,nep)l{HB3Hl1H OCHOBHOro IlHKa Ha 
xpoMaTorpaMMe pacrnopa CTaH,napTHOro 
o6paJua KeTOponaKa TpOMeTaMHHa (pa3,nen 
iiKon111recrneHHoe onpeneneHHe))), 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
llpnMe'laHHe: IIpo,nyKT COOTBeTcTByeT Tpe6oBaHIDIM H.D: 3aKJIIO'leuue: O,lI.Ol>PEHO 

Prepared by / 

Ilo.n.roTOBneHo: Shivani 

,y; 
Date/ 

.D:arn: 26.11.2025 

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

~=•peHO P? sh Ilposepe1m (AOK): O,no6peHo: O6ecneqeH11e Kaqecrna/OrneTcTBeHHoe 

Amit Kumar n11uo: 
j1)N IL )C' .. t/VVl JZ\ 1'L._ I'/;-- __Lvvj 

Date / Date I !Date/ 2-1 ~( Jr-J. O ),..-~ 
,z::i:arn: 26.11.2025 ,[(aTa: 26.11.2025 .D:arn: 

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 

I 



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

CEPTH «I> HKAT AHAJIIl3A 

Dr. Reddy's Laboratories Ltd . 

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

T1c!: ·:-91- Q('l fih S600I-02 

www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,11.yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,11.ucneprupyeMble B UOJIOCTH pTa, 10 Mr 
Market/ PhIHOK : Russia / Poccm, 
Batch No/ : V2502232 

Batch Quantity I 36,00,000 tab/ 
CepuH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No / : 890001849100 

Date of Analysis / 26.11.2025 
AnaJiuTuqecKuii oTqeT .N'!! ,UaTa auaJiuJa 
Date of Manufacture / : 10/2025 

Date of Expiry I 09/2027 
,UaTa npoU3BO)J.CTBa ro,11.eu )J.O 
Mfg. License No./ 

MA number:/ 
IlpouJBO)J.CTBeuuaH : MNB/05/263 

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

JIUD;eH3HH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoBe,11.eu no H,JJ;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIHCTPYKU:HH YTBep,K,11.eua: 21.04.2025 

Pa2e 3 of 11 I CTp. 3 uJ 11 

Test I IloKa3aTeJib Results I Pe3yJibTaTbI Specification / HopMa 

Butylhydroxyanisole I 
Ey11111Hz11opoKcZ1aHll30H 

Complies I CooTBeTcrnyeT 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,11,ep)l(l1BaH1rn IUIKOB 2-
6YTHJJrH,11,pOKCHaHH30Jla H 3-
6yTHJlrH,11,pOKCHaHH30Jla Ha xpoMaTOrpaMMe 
11CilhlTYeMoro pacrnopa ,11,0JDKHhl 
COOTBeTCTBOBaTb BpeMeHaM y.ll,ep)l(HBaHH.SI 
IIHKOB 2-6yTHJirH.ll,pOKCHaHH30J1a H 3-
6YTHJlrH.ll,pOKCHaHH30Jla Ha xpoMaTOrpaMMe 
pacTBopa CTaH.L\apTHOro 06pa3ua 
6YTHJ1rn,11,poKcttaHH301rn (pa3,11,en «Co,11,ep)l(aHHe 
6YTHJlrH,11,pOKCHaHH30Jla» ). 

Remarks : The Product confirms to ND/ 

I 
Conclusion : APPROVED I 

IlpuMeqauue: Ilpo,11,yKT coorneTcTByeT TPeboBaHtt.SIM H)..l, JaKmoqeutte: U,1..1,Ul>l'EHU 

Prepared by I 
TT0Aro· OBJ! HO: Shivani 

) i 
Date/ 

).:(am: 26.11.2025 

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

ITpooepeHo: Pravesh TTpoaepeHO (AOK) : O,11,06peHo: O6ecIJeqeHtte KaqecTBa/OTBeTcTBeHHoe 

R~ma 1 A mit Kumar \ JIHl..(O: 
JUNIL IC.VW\Y4-1'L v-- __L~ 

Date / Dat / IDate / '),,, 1~, J--~o l--~ 
).:(am: 26.11.2025 ).:(am: 26.11.2025 ).:(am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH <I> HKAT AHAJIU3A 

Dr. Reddy 's Laboratories Ltd . 
Formulation Unit-6 
Vii i. Kho l, Nalaga rh Road, Baddi, 
Distt Solan, H. P., 173 205, lf\JDIA 

Tel : +9198166 56001-02 
www.dr·recidys co rn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,[\yKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKU, ));UCneprunveMbie B UOJIOCTU pTa, 10 Mr 
Market / PhIHOK : Russia / Pocc1-rn 

Batch No/ 
: V2502232 

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

: 890001849100 
Date of Analysis / 26.11 .2025 

AuaJiuTn'lecKui-i: OT'leT .N'!! J(aTa auaJIH3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 09/2027 

,l]:aTa np0H3BOACTBa ro,TJ;eH ,TJ;0 
Mfg. License No./ 

MA number:/ 
IlpOH3B0,TJ;CTBeHHaH : MNB/05/263 

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

JIHl\eH3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 npoBe,[\eu no II)];: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IlncTPVKI\HH yTsep,KAeua: 21.04.2025 

Page 4 of 11 / CTp. 4 H3 11 
No 

Test/ IToKa3aTeJib Results/ Pe3yJibTaTbI Specification / HopMa 
.N'! 

3 Average weight / Cpei.usu1 69.4 mg I 69.4 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr ,UO 72 ,8 Mr (70,0 Mr± 4,0 %). 

I 

18/20 tablets - not more than ± 10 %; 
2/20 tablets - not more than ± 20 %. I 

Uniformity of weight/ 
Complies / CoorneTcTByeT 18/20 Ta6JJeTOK - He 6onee ± 10 %; 

Oi.nopO)lHOCTb MaCCbl 
2/20 rn6neToK - He 6onee ± 20 %. 

4 Disintegration time I 00 min 24 sec / 00 MHH 24 ceK Not more than 3 min. / He 6onee 3 MHH. 
Pacnai.aeMOCTb 

5 Dissolution / PaCTBopenue Unit-I/ Ta6n-1 101 % Not less than 75 % (Q) ofC1sH13N03•C4H11NO3 

Unit-2 / Ta6n-2 103 % 
(ketorolac tromethamine) in 15 min. / He MeHee 
75 % (Q) C1sH 13NO3•C4H11NO3 (KeTOponaKa 

Unit-3 / Ta6n-3 99 % rpoMeTaMHH) qepe3 15 MHH. 

Unit-4 / Ta6n-4 99 % 

Unit-5 / Ta6n-5 99 % 

Unit-6 / Ta6n-6 99 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'-lauue; Tipo,11,yKT coorneTcrnyeT TPe6osaHlliIM Hll 3aKJII-O<tenue; OllOliPEHO 

Prepared by / 
Tioi.rornsneno: Shivani 

~) 
Date / 
,[.(aTa: 26.11 .2025 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Tiposepetto: Pravesh npoeepeHO (AOn: O.uo6peno: O6ecnetJem1e Ka'-!ecrna/OrneTcTBeHHoe 
Rana 1 AmitKumor , JIHI..J;O: 

~1,Nlft(L 
I'- ___./~ 

~\)Nl L 
--tV'-1 

!Date/ 
' 

Date/ Date I 2-,1-1 /,.-oL.Dl--S-
,[.(am: 26.11.2025 ,[.(am: 26.11.2025 ,[.(am: 

Registe red 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: L85195AP1934PLC004507 
w ww.drreddys.com 

I 



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

CEPTM~HKATAHAJill3A 

Dr. Reddy's Laboratories Ltd 
Formulat ion Unit-6 
Viii. Khol, Na lc1gc1 rh Road, Baddi, 
Dist t. Solan, H.P., 173 205, !NDIA 

T~! : +91 9'.:'lfi6 ~,6001 -0 ! 

www drredclys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpoi.yKT: ReTopoJJ® 3Kcnpecc (KeTopoJJaK) Ta6J1eTK11, i.11cnepr11pyeMh1e B noJJOCTH J)Ta, 10 Mr 
Market/ PLrnoK : Russia / Poccm1 
Batch No/ 

: V2502232 
Batch Quantity I 36,00,000 tab I 

CepnH .M! O6'heM cepun 36,00,000 Ta6 
Analytical Report No / 

: 890001849100 
Date of Analysis / 

26.11.2025 
AnaJJHTH'lecKHH OT'IeT .M! llaTa auaJJH3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 

09/2027 
llaTa npOU3BOACTBa roi.eu AO 
Mfg. License No. / 

MA number:/ 
Ilpon3BOACTBeunaH : MNB/05/263 

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

JJHI.teH3HH .N°!! 
Analysis performed according ND:/ AuaJJH3 npoBei.en no II,)],: JIIT-.N!!(004669)-(Pr-RU)-190224 
PIL version approved: / MnCTPYKI.tHH YTBep,K,LJ;eua: 21.04.2025 

Paee 5 of 11 / CTp. 5 m 11 
No 

Test/ ITotcaJaTeJib Results I PeJyJILTaTbl Specification / HopMa 
.N"!! 

6 Particle size distribution/ Complies / CoorneTcTsyeT A uniform suspension passing through a 710 µm 
,n:11cnepc11ocTb sieve lS formed. I O6pa3yeTc.11 0,!1,HOpOAHa.11 

cycneH3tt», npoXOA.lllll,aH CKB03b CllTO 
pa3MepOM ornepCTllW 710 MKM. 

7 Impurities/ ITp11Mecn 

I-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / Hm1<e npe.n:ena KOflH'leCTBeHHOfO 

1-rnApoKcttaHanor onpe.uenctt11.11 (TTKO = 0.0032%) 

KeToponaKa 

1-kcto analog oi kctoro1ac I U.Ub% not more than (us %; i ue 6onee 0,8 %; 
1-KeToaHanor KeToponaKa 

unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %; 
e.u1rnuq11a» 
HeH,!leHTH¢HUHposaHHa.ll 
npttMeCb 

total impurities / 0.1 % not more than 1.0 %. I He 6onee 1,0 %. 
CYMMa npttMecei1 

Rem.arks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'taHue: Tipo.uyKT COOTBeTCTByeT Tpe6oBaHHHM HJJ: 3aKJIIOlfeHue: 0.ll:OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Tio.uroTOsneHo: Shivani 

ht 
Date I 
)];am: 26.11.2025 

~::epe•o:P? sl, Ilp0Bepe1:10 (AOK): O.uo6petto: O6ecneqe11ue Kaqecrna/OrneTcTBeHttoe 

Amit Kumai~ n11uo: jl)r,1IL \C.UVV'('\rL.. 

I'- ~ _l"'1 
Date I Date / Date I 1--7--1 1---J.V i S:-
)];am: 26.11 .2025 Aa1a: 26.11 .2025 )];am: 

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

CIN: L85195AP1984PLC004507 
w ww. drreddys.com 

C 



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

CEPTU: <I> IIKA T AHAJIII3A 

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

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

T2I : '791 93166 56001-m 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOL{YKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKII, L{IICOeprnpyeMble B DOJIOCTII pTa, 10 Mr 
Market/ PblHOK : Russia / Pocc1rn 
Batch No I 

: V2502232 
Batch Quantity/ 36,00,000 tab/ 

CepnH .N'!! O6oeM cep1111 36,00,000 rn6 
Analytical Report No I 

: 890001849100 
Date of Analysis / 26.11.2025 

AuaJI11T11'1eCKHH OT'leT .N'!! .l(aTa auaJiu3a 
Date of Manufacture/ 

: 10/2025 
Date of Expiry / 09/2027 

.l(aTa npOH3B0tJ:CTBa ro.ueu .!J.O 
Mfg. License No./ 

MA number:/ 
Ilpou3BO.!J.CTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 npoBe.ueu no H.l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / U:ucTPYKQHH yTBep)K.!J.eua: 21.04.2025 

P aee 6 of 11 / CTp. 6 H3 11 
No 

Test I IloKaJaTeJib Results/ PeJyJibTaTbt Specification / HopMa 
.N'! 

8 Water content/ 2.2% Not more than 7.0 %. / 
Coti.ep,KaHHe BOtJ.bt He 6onee 7 ,0 %. 

9 Residual solvents / OcTaTO'IHbte opraHH'lec1rne pacTBOpHTeJIH 

Isopropyl alcohol / 11 µg/tab / Not more than 350 µg/tab. / 
1-borrporraHoJI 11 MKr a Ta6JieTKe He 6onee 350 MKr B rn6JieTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpHMC'l,rnHc: Ilpoti.yKT cooTl'lCTCTl'lYCT Tpc6oMHHJIM 11,ll; JaKJtl04CHue: O,II:OliPEIIO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
CTo.nrornBne,m: Shivani 

~=•peHo P,? ~h 
IlposepeHo (AOK): O.no6peHo: O6ecrreqem1e Kaqecrna/OrneTcTBeHHOe 

)>1 Amit Kumar 1111uo: 
JUNJL J(VVV1Af2_ 

~~ _ (v1 
Date/ D ate / Date / !Date / 2-, 1~1 /--,t_O i,r-
)];am: 26.11.2025 ,[(ara: 26. I 1.2025 ,D,aTII: 26.11.2025 )];am: 

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

CIN: L8S195AP1984PLC004S07 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIII3A 

Viii. Khol, Nala ga rh Road, Baddi, 
Dislt. Solan, H.P., 173 205, INDIA 

Tpf • +q I g~-1 fif, Sfi0OJ-02 

www.d 1-reddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPO)J.YKT: KeTopoJJ® 3Kcnpecc (KeTopoJJaK) Ta6JJCTKH, )J.lfCUepr11pye1m,1e B UOJJOCTH pTa, 10 Mr 
Market/ PLIHOK : Russia / Pocc1-rn 
Batch No/ 

: V2502232 
Batch Quantity / 36,00,000 tab / 

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

: 890001849100 
Date of Analysis / 

26.11.2025 
AuaJJnTn•,recKuii oP1eT .N'!! )].aTa auaJJu3a 
Date of Manufacture/ 

: 10/2025 Date of Expiry/ 09/2027 
J{aTa DPOH3B0,IJ.CTBa ro,IJ.eH )J.O 
Mfg. License No./ 

MA number:/ 
Ilpon3BO)J.CTBeuuaH : MNB/05/263 

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

JIH.QeH3HH .N'!! 
Analysis performed according ND:/ AnaJIH3 npose,1J.eu no H)].: Jlll-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYK.QHH yTBep)K,!J,eua: 21.04.2025 

Pa2e 7 of 11 / CTp. 7 03 11 
No 

Test/ IloKaJaTeJib Results/ Pe1yJihTaThl Specification / HopMa 
.N'!! 

10 Microbiological purity*/ M1-1Kpo6110Jiorn'-fecKaff '-fHCToTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee 4HCJJO He 6onee 103 KOE/r; 
a3po6HblX MHKpo-
opraHHJMOB 

Total Combined Yeast and NA not more than 101 CFU/g; / 
mold count/ o6mee 1J11cno He 6onee 101 KOE/r; 
)].p0)IOKeBbIX 11 rrnecHeBbIX 
rp1160B 

L°Jclte, ichia Coli NA 3hcll be ab3cnt m l gram. / 
OTCyrCTBHe B 1 r. 

11 Uniformity of dosage units / 6.3 Acceptance value (AV) not more than 15.0 
O.1wopo,1J.HOCTb TTOK333TeJJb rrpHeMJJeMOCTH (AV) ,IJ.OJDKeH 6bITb 
)J.03Hp0B3HHblX C)J.HHHU He 6onee 15,0. 

Remar ks : The Product confirms to ND/ Conclusion : APPROVED / 
TTpllMf'q~H"f'" TTpn,rr,y,n r-.nnTRl':Tl',TRYl':T TPF:nnRtlHIHIM H,TT, 11l lfHIO'ff:HHf:: OJT,OfiPF.HO 

Prepared by I 
TTo,a:roTOBJJeHo: Shivani 

I>~ 
Date / 
)J;aTa: 26.11.2025 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
TTponepe1-m: Pravesh TTponepeHo (AOK): OA06p RO : O6ecrre1JeH11e KaqecTBa/OTBeTCTBeHHOe 
Rana ·1 Amit Kumar JJ IJU0: 

I~ u rJ, L 10.J M /(\iL 
/\/ / -~'v"4 

Date/ Date/ rate I 2..-'lrf J.--J_QJ_."r-
,[(am: 26.11.2025 ,[(am: 26.11 .2025 ,[(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 
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•·· Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalaga rh Road, Baddi, 
Distt. So lan, H.P., 173 205, INDIA 

T2I: 79198 16656001-0' 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
I)poJJ,~T: l(eTOPOJJ 3Kcnpecc (KCTopomuc) Ta6JJeTKII, JJ,HC1Jepn1pyel\1ble B n0JI0CTII JlTa, 10 Mr 
Market/ PhrnOK : Russia I Pocc,rn 
Batch No/ 

: V2502232 
Batch Quantity / 36,00,000 tab / 

CepuH .N'!! O61>eM cep1rn 36,00,000 Ta6 
Analytical Report No/ 

: 890001849100 
Date of Analysis / 26.11.2025 

AnaJIHTH'leCKHH OT'leT }(!! )l_aTa auanu3a 
Date of Manufacture/ 

: 10/2025 
Date of Expiry / 09/2027 

l(aTa DPOH3B0J],CTBa roJJ,eH JJ,O 
Mfg. License No./ 

MA number:/ 
1Ipou3B0JJ,CTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ Auanu3 npoBeJJ,eu no H)l: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKQHH yTBCp)KJJ.eua: 21.04.2025 

Page 8 of 11 I l . .:-rp. 8 m 11 
No 

Test/ IloKaJaTeJJb Results/ PeJyJJbTan,1 Specification / HopMa 
.N'! 

12 Assay I Konn•ieCTseuuoe 9.9 mg I 9.9 Mr From 9.0mg to 11.0 mg of 
onpeJJ.eJJeune (99.4 %) 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 
C1sHnNO3•C4H11NO3 ( KeTOpo11aKa 
TpOMeTaMHH) (OT 90,0 )].0 110,0 % OT 
JaHBJJeHH0ro KOJltttieCTBa) B Ta611eTKe. 

13 Butylhydroxyanisole 0.0953 mg/tab I Not less than 0.042 mg/tab. / 
content I CoJJ.epJKaune 0.0953 Mr B rn611eTKe He MeHee 0,042 Mr B rn6neTKe. 
6yTHJJfHL1,pOKCHaHH30JJa 

Remru·ks : The Product confirms to ND/ 

I

IConclusion : APPROVED I 
IlpuMe•-iaune: llpoJJ.yKT coorneTcrnyeT Tpe60BaH11»M H,n: 3aKJ110'-!em1e: OLJ:OliPEHO 

Prepared by/ Checked by I Checked by (AQA) / IApprov d by: Quality Assurance/ Authorized person/ 
no)].roTOBJleBo; Shivani Tlposepe1m: Pravesh ITpoBepetto (AOK): O.no6peHo: O6ecnetiemrn Katiecrna/OrneTCTBeHHoe 

f/( 
Rana ·i Amit Kumar~ mmo: 

jl,Ji-JI"-- )u.,i\M A (L_ 

t- ~ __.(vJf 
Date/ Date / Date/ I Date / 2--1---f ,--,(0 )--s-
)J;aTa: 26.11.2025 ,n:arn: 26.11.2025 ,D.ara: 26.11.2025 ,Ua-ra: 

Registered Office: 8-2-337 .. Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangan<1, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH <l>IIKAT AHAJill3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, NalJgarh Road, Bc1ddi, 

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

Tel. +91 921G6 5E001 0~ 
www.drreddys.corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilr>O.lJ.VKT: KeTOPOJl ~ 3Kcnpecc (KeTOPOJiaK) Ta6nenrn, )lUCllCPf'JlJlVCMblC B n0JI0CTII J)Ta, 10 !\ff 

Market / PblHOK : Russia I Poccm1 
Batch No/ 

: V2502232 
Batch Quantity/ 36,00,000 tab I 

CepnH .N'!! O6-LeM cep1rn 36,00,000 Ta6 
Analytical Report No/ 

890001849100 
Date of Analysis / 

26.11 .2025 
AnaJIHTH'lecKnii 0T'leT .N'!! ]laTa anaJin3a 
Date of Manufacture / 

10/2025 
Date of Expiry / 09/2027 

,Il;an npon3B0.[{CTBa ronen ,1{0 

Mfg. License No./ 
MA number:/ IlponJBOJlCTBennaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pf-RU) 
Jlll~CH3BH .N'!! 
Analysis performed according ND:/ AnaJin3 nposeneu no H,l];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved : / JiiuCTJJVK.l.l,IIH yTeep)K,lleua: 21.04.2025 

Pa_ge 9 of 11 / CTP. 9 H3 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJibTaTbI Specification/ HopMa x~ 
14 Package description / 10 tablets m a blister of 10 tablets m a blister of (PA/ Al/PE with 

OnucaHHe ynaKOBKH (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. / ITo 10 Ta6neTOK B 6m1cTepe HJ 
information leaflet in a carton (ITAi AJ1/CT3 C snaronornoTttTeJieM/f13B IT) 
pack. I ITo 10 Ta6neTOK B !pOJlbrH II (IT3/AJI) !pOJlbrH. TTo 1 11JlH 
6nttcTepe l13 (TTA/ AJI/IT3 C 6JIHCTepa BMecTe C JlHCTKOM-BKJia,[\blllleM 
BnaronornoTHTeneM/f13B IT) naqKy KapT0HHYJO. 
cponhrn // (IT3/ AJI) cpomrn. TTo 
2 6JIHCTepa BMecTe c JIHCTKOM-
RKJJaf1-hlllleM R naqKy 
Kaprn HHY!O. 

* 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 BblUYCKe JieKapCTBeHH0ro npenapaTa KOHTpOJJb Ka'feCTBa no noKaJaTeJIIO «MHKpo6uoJJoru'feCKaH 
'fHCTOTa» npoB0,11,HTCH ,11,JIH Ka)K,[J,OU 20-ou cepu11, HJIH ,11,JIH 0,11,HOU cep1111 B ro,11,, B JaBHCHMOCTH OT Toro, 'fTO 
HacTynuT paubrne. 

'

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
llpHMC'faHuc: llpo.uyKT C00TBeTcTByeT TpebOBaHIUIM H.LJ, .:SaKJIIO'feHue! U,l.l,Uh.l'RHU 

Prepared by I 
IToArOTOBJleHo: Shivani 

) r 
Date I 
):lam: 26.11.2025 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
ITpoBepe1:10: Prave h IlpoBepeHo (AOK): O,11,06peHo: O6ecneqem1e KaqecTBa!OTBeTcTBeHHoe 
Rana 1 AmitK~ m1uo: & t)NIL f:_,t;Wlfl'YL-. 

J"" ---- _<:i.v'/ 

D ate / D ate / IDate / 1--1---r f ~ .1.. o _).,,S-
.D;aTa: _6.1 1 ,_025 ,11.arn: 26.11.2025 .D;arn: 

Registered Office: 8-2-337, Road No. 3, Banja ra Hills, Hyderabad - 500034, Telangana, india 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys. co m 

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

CERTIFICATE OF ANALYSIS 
CEPTII «I> IIKAT AHAJill3A 

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)lVKT: KeTopoJJ® 3Kcnpecc (KeTopoJJaK) Ta6JieTKH, )lHCUeprupyeMble B UOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ 

: V2502232 Batch Quantity / 36,00,000 tab/ 
CepuH .N'!! O61.eM cepuu 36,00,000 rn6 
Analytical Report No / 

: 890001849100 
Date of Analysis / 26.11.2025 

AnaJIHTH'lec1rnu OT'leT .N'!! ,Zl;aTa auaJiu3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 09/2027 

,Il;aTa npOH3B0)lCTBa ro)leH )lO 
Mfg. License No. / 

MA number:/ 
IlpoH3B0,!J;CTBeHHaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoBe,z:i;eH no H.n:: JITI-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / lIHcTDVKQHH VTBep,KJJ.eHa: 21.04.2025 

Pag-e 10 of 11 / CTp. 10 Hl 11 
API name/ HanMeHOBaHne A«l>C: Ketorolac tromethamine / KeTopoJiaKa TpoMeTaMHH 
INN /Milli: Ketorolac / KeTOponaK 
API manufacturer batch number / 

ABSH001208 
HoMep cepuu nponlBO,!J;HTeJIH A«l>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6CTaHQHH npOH3B0,!J;HTeJIH FESA00169 
r JI«I>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
Ilpou3eo,z:i;nTeJib A«l>C, CTpaHa: ,D;-p PeMH1C Jla6opaTOpHC JlT,n.., HH,D.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/ MND/05/263) I 
HanMeHoBaHne, a,z:i;pec, JIHQeH3HH ,!J;JIH ,D;-p PeMH'c Jla6opaTOpttc JlT,n.., HHAH51, I1pott3BOACTBeHHOe 
IlponlBO,!J;CTBenHaH nJioIQa,z:i;Ka / IIJioIQa,z:i;Ka no,n.pa1,n.eneHtte-6, Bmrn. Kxonb, Hanarapx Poy.n., EaMH, ,Il;ttcTpHKT 
KOHTl)OJIH Ka'leCTBa / IIJIOIQa,!J;Ka BbrnycKa ConaH, X.I1., 173205, HH.D.H51 (nm._\eH3H51 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 / 
IlpuMe'lanue: IIpo,11,yKT COOTBeTcTByeT Tpe6oBaHIDIM H,[( 3aKJJIO'lenue: O,ll.OliPEHO 

Prepared by / 
TTo.lirOToeneHo: Shivani 

hi 

Date / 
,[(a-ra: 26. 11.2025 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
[]poncpeHo: Prave h ilpoeepeHo AOK): OnoopeHo: O6ecrreqem,1e KaqecTBa/OTBeTCTBeHHoe 
Rana i AmitKuma~ mruo: 

Q Ut-J'IL ~ r e_ 
f'-.· -- ___ t vvf 

Date / Date/ !Date I 2-, ~-II.-.L.Oi,,~ 
;!J,aTa: _6.11 .2025 ,[(aTa: 26.11.2025 ,[(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 

Clf~: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTII <I> IIKA T AHA.Jllf3A 

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

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

fo! : +9:L 93156 5ri00 1 -07 

www.drrecidys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
llpO,z:ffKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, JJ:IICUeprnpyel\lblC B UOJIOCTII pTa, 10 Mr 
Market / PMHOK : Russia / Poccm1 

Batch No/ : V2502232 
Batch Quantity / 36,00,000 tab / 

CepnH .N'!! O6beM cep1111 36,00,000 rn6 
Analytical Report No/ : 890001849100 

Date of Analysis / 26.11.2025 
AnaJinTnqecKnu OT'teT .N'!! ,L(aTa auaJIH3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 09/2027 

l(aTa IlPOH3BOJJ:CTBa ro.11:eu JJ:0 
Mfg. License No./ 

MA number:/ 
llpouJBOJJ:CTBeunaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AnaJIH3 npoBeJJ:eH no H,L(: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIuCTPYKUHH yTBep,K,1J,eua: 21.04.2025 

Page 11 of 11 / CTp. 11 03 11 
3aKJUoqeuue O COOTBeTCTBHH: «HacT05IlUHM 5I IIO)J:TBep)l(.LJ:aIO, 'UO rrpHBe)J:eHHa5I BhIIIIe HH<pOpMau:1-rn 5IBJrneTC5I 

)J:OCTOBepHOH 11 TQqHQH. 3m cepH5I IIPO.l:i:YKU:HH rrpOH3Be)J:eHa (BKJIJ0qa5I yrraKOBKY (MapKHpOBKY) 1-1 KOHTPOJih 

Kaqecrna) Ha BhIIIIeyKa.3aHHOH rrpOH3B0):i:CTBeHHOH IIJIOIUa)J:Ke (rrnoma.2:i:Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH5IMH IlpaBHJI Ha)J:Jie)l(ame:u rrpOH3B0):i:CTBeHHOH rrpaKTHKH EBpa.3HHCKOro 3KOHOMHqecKoro COI03a H 

Tpe6oBaHH5IMH KOHTpO1I5I KaqecTBa JieKapCTBeHHhIX cpe,n:CTB, a TaK)l(e B COOTBeTCTBHH co crreu:mpHKaU:H5IMH, 

co,n:ep)l(aIUHMHC5I B perHCTpau:110HHOM ,n:OChe CTpaHhl-HMIIOpTepa. 3arrHCH no rrpOH3BO,n:CTBY, yrraKOBKe H aHaJIH3Y 

rrpoBepeHhl, H ycTaHOBJieHo RX COOTBeTCTBHe Tpe6oBaHH5IM IlpaBHJI Ha,n:Jie)l(ame:u rrpOH3B0.l:i:CTBeHHOH rrpaKTHKH 

EBpa.3HHCKOro 3KOHOM11qecKoro coI03a». 

Remarks : The Product confirms to ND/ 

"

Conclusion : APPROVED / 
IlpnMe'laHne: ITpo,nyKT coorneTcrnyeT -rpe6osaHn»M H.ZJ: 3aKJ1t0'leHue: O,ll.OliPEHO 

Prepared by / 
ITonroToBJieHO: Shivani 

fir 
Date/ 
AaTa: 26.11.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITposepeHo: Pra esh ITposepeHo (AOK): Ono6petto: O6ecrretJettne KatJecrna/OrneTcTBeHHoe 
Rana 1- Amit Kumar " 11nuo: 

1iUJ-J1L ~ y\/) ,c\ fL_ t~ _(_vV, 

Date/ Date/ I Date/ 2, '1---f I ~ol_ D )--~ 
,n:ara: 26.11.2025 .ZJ:ara: 26.11.2025 .ZJ:ara: 

Registered Office: 8-2-337, Road No. 3, Banja ra 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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