
•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALY IS 
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 
wvvw.drreddys.corn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJlYKT: KeTOl)OJI® 3Kcnpecc (KeTOPOJlatc) Ta6JleTtcll, ,[I.HCnepmpyeMbJe s UOJI0CTH PTa, 10 Mr 
Market / PhIHOK : Russia I Pocc1,rn: 
Batch No I 

: V2601013 
Batch Quantity/ 36,00,000 tab I 

Cepm1 N2 O6'beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003396103 
Date of Analysis / 

18.05.2026 
AttaJinTH'lecKun OT'leT N2 l{aTa attaJiuJa 
Date of Manufacture / : 04/2026 

Date of Expiry/ 
03/2028 

,l(aTa npOH3B0ACTBa roj\efl )lO 
Mfg. License No./ MA number:/ 
IIpou3eo.u.cTee1111aH : MNB/05/263 

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

JiuueuJHH N2 
Analysis performed according ND:/ AttaJIH3 npoee.u.eu no 11,lI:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKUIDl yrnep)KJJ.ena: 21.04.2025 

Page 1 of 11 / CTp. 1 HJ 11 
No 

Test/ Ilo1eaJaTeJ1b Results/ PeJyJ1bTaTbl Specification / HopMa 
.N'! 

1 Description / On11catt11e 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 nJIOCKMe 
side. / Kpyrnh1e ITJIOCKMe Ta6JieTKJ,! c qiaCKOH, CBeTJIO-)l(eJITOro l.(BeTa C 
rn6neTKM c qiaCKOH, caeTJIO- rpaBMpOBKOH «I» Ha 0/lH0H CT0p0He. 
)l(eJITOro uaern C rpaBMpOBKOH 
«I» Ha O/lHOH cTopoHe. 

2 Identification/ lf,uettTu4>11Kauusr 

Ketorolac I KemopoJTaK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution • should have 
peaks at the same wavelength (± 2 nm). / Y<I:>-
cneKTphI nornomemu, J,fCUhITyeMoro pacrnopa M 
pacrnopa CTaH)lapTHOro 06pa3ua KeTopoJiaKa 
TP0MeTaMHHa ,U0JI)l(Hbl MMeTb MaKCHM)'Mhl npM 
0/lHOH 11 TOH )Ke ,UJIHHe B0JIHhl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me1.1a1me: TipO/lYKT cooTBeTcTByeT rpe6oaaHJ,fj!M H.D: 3aKmo•1c11ue: OJJ:OliPEHO 

I~=======::=;-;::::======::;-;========:! 
Prepared by / 

TioJJ.r0TOBJlCH • Yogesh 

Chauhan 

Date I 
JJ:arn: 18.05.2026 

Checked by/ 

TTpoaepe,w: Ramakant 

~~ 
Date/ 

JJ:arn: 18.05.2026 

Checked by (AQA) / 

np epeHo (AOK): 

Ahli". hek Chauhan 

Dare/ 
JJ:arn: 18.05.2026 

Approved by: Quality Assurance/ Authorized person I 
O.uo6peHo: O6ecneqeHwe KaqecTBa/OTBeTcTBeHHoe 

Jil11.(0: 

Date/ 
)].am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te l rana, In i, 

Tel : +91 40 4900 2900, F~x: +91404900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www drreddys.com 



••· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~llKATAHAJllf3A 

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 

vJv, w.drreddys.colT\ 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO)J;YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTlrn, )J;HCOeprunveMhie B DOJIOCTH DTa, 10 Mr 

Market/ PhIHOK : Russia / Pocc1rn 

Batch No/ : V2601013 
Batch Quantity/ 36,00,000 tab/ 

CepuH .N"!! O6'heM cenuu 36,00,000 Ta6 

Analytical Report No/ : 040003396103 
Date of Analysis / 

18.05.2026 
AuaJIHTH'leCKHH OT'leT .N"!! llaTa auaJIH3a 

Date of Manufacture/ : 04/2026 
Date of Expiry / 

03/2028 
,ll;aTa DPOU3B0Ll,CTBa ro.11.eu )J;O 

Mfg. License No./ 
IlpOH3BO)J;CTBeHHaH : MNB/05/263 

MA number:/ 
HoMepPY 

: JIIl-.M,(004669)-(Pr-RU) 

JIHIJ,eH3HH .N"!! 
Analysis performed according ND:/ AuaJIH3 npoee,1J;eu no H)];: JIIl-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKIJ,HH yTeepiK)J;eua: 21.04.2025 

Paf!e 2 of 11 / CTp. 2 01 11 
No 

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

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 BpeM» y.uep)l{l,!BaHIDI OCHOBHOro llHKa Ha 
xpoMaTorpaMMe 11CllbITYeMoro pacTBopa 
.UOJDKH0 C0OTBeTCTBOBaTb BpeMem, 
y.uep)l<11BaHHH OCHOBHOfO lll1Ka Ha 
xpoMaTorpaMMe pacTBopa crnu.uapTHOro 
o6paJua KeTOponaKa Tp0MeTaMHHa (paJ.uen 
«Kom1'1ecTBeHHOe onpe.ueneHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMetfaHHe: ITpo.uyKT coorneTcTByeT Tpe6oBamrn:M HA 3a1m10<Jeuue: O,l(OliPEHO 

1:===========::::;:;::::========::;;::=======::! 
Prepared by I 
ITo.uroTOBJI.eHow. y gesh 
Chauhan 

1/ 
Date/ 

,ZJ;arn: 18.05.2026 

Checked by/ 

ITpoeepetto: Ramakant 

~ 
Date / 

,ZJ;arn: 18.05.2026 

Ct eked by (AQA) I 

Date / 

OK): 

ban 

,IJ;a-ra: 18.05.2026 

Approved by: Quality Assurance/ Authorized person / 
O.uo6peHo: O6ecne'!euue Kaqecrna/OrneTcTBeHHOe 

m1uo: 

Date I 
)].aTa: 

Registered Office: 8-2-337, Roaci No 3, 8anjara Hills, Hydera bad - sooo· <I, Telangana, In la 

Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 
CIN : L85195AP1984PLC004507 

www.drreddys.corn 



••• Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 

For·mulation Unit-6 
Vii!. Khol, Nalagarh Road, Baddi, 

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

Tel ; +91 98166 56001-02 
www.drreddys.com CERTIFICATE OF ANALYSIS 

CEPTM~HKATAHAJIII3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOJ:J.VKT: KeTOl)OJI® 3Kcnpecc (KeT0D0JiaK) Ta6JieTKH, AHCneprunveMble B IlOJIOCTH pTa, 10 Mr 

Market / PhlHOK : Russia / PoccH.R 

Batch No/ 
: V2601013 

Batch Quantity/ 36,00,000 tab/ 

CepHH N!! O6'beM cepuu 36,00,000 Ta6 

Analytical Report No/ Date of Analysis / 
18.05.2026 

AttaJIHTH'leCKHH OT'leT N!! 
: 040003396103 

,LI:aTa attaJIH3a 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
)I:aTa npOU3B0,[\CTBa rot1.eH AO 
Mfg. License No./ MA number:/ 
IlpOH3B0,[\CTBeHHaH : MNB/05/263 

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

JIHQeHJHH N2 
Analysis performed according ND:/ AuaJIH3 npoeeAeH no H)I:: JIIl-N2(004669)-(Pr-RU)-190224 
PIL version aooroved: / IIHCTDVKQHH yTeep,rw:eua: 21.04.2025 

Test / floKaJaTeJtb 

Butylhydroxyanisole I 
EymW12UOpOKCUGHZl30JI 

Results/ PeJyJtbTaTbI 

Complies / CoorneTcrnyeT 

Pa2e 3 of 11 / CTp. 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). / 
BpeMeHa yAep)Kl1BaHlrn: llHKOB 2-
6yTHJlfH)l.pOKCHaHH30Jla H 3-
6yTHJlrtt)l.p0KCHaHH30Jla Ha xpoMaTOrpaMMe 
HCllhJTyeMoro pacrnopa )I.OJl)l(Hhl 
COOTBeTCTB0BaTh BpeMeHaM y,11.ep)KHBaHH.R 
nttK0B 2-6yTHJlrtt,11.pOKCHaHH30Jla H 3-
6yrttJJrtt)l.pOKCHaHH30Jla Ha xpoMaTOrpaMMe 
pacTBopa cTaH)l.apTHoro 06pa3ua 
6yr11nrn,11.poKcttaHtt3011a (pa3)1.eJJ «Co)l.ep)Katt11e 
6yTHJlrtt,11.pOKCHaHH30JJa» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
HpuMeqautte: Ilpo)l.yKT coorneTcrnyeT Tpe6oBaHHj{M H,[( 3a1rnt0•1euue: 0)1.0liPEHO 

1:========:=:::;:==========::::;-;:::=========! 
Prepared by / 
Tio.urornBneHo: Y -gesh 
Chauhan 

Date/ 
AaTa: 18.05.2026 

Checked by/ 
nponepetto: Ramakant 

~<& 
Date/ 
,lJ.aTa: 18.05.2026 

Ch 'eked by (AQA) / 
np BepeH0 (AOK): 
Abh shek ha hau 

Date/ 
L(ara: 18.05 .2026 

Registered Office . 8 2•H7. ond No. 1 BanJa ra HIiis, Hyd 

Approved by: Quality Assurance/ Authorized person / 
OJ106petto: O6ecneqemte Kaqecrna/OrneTcrneHHoe 

m1uo: 

Tel: +91 40 4900 2900, F~x: +91 40 4900 2999, Email: mail@drreddys.com 
CIN : L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH <I> HKAT AHAJill3A 

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

Tei : +91 98166 56001-02 
1,v1,vw.drreddys.corri 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJlYICT: KeTOl)OJI® 3Kcnpecc (KeTopoJiaK) Ta6JieT1rn, tJ.HCneprunveMble e DOJIOCTH pTa, 10 Ml' 
Market / PblHOK : Russia / Pocc11>1 

Batch No/ : V2601013 
Batch Quantity / 36,00,000 tab I 

CepuH .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No / : 040003396103 

Date of Analysis / 
18.05.2026 

AuaJIHTH'leCKHH OT'leT .N'!! llaTa auanHJa 
Date of Manufacture / : 04/2026 

Date of Expiry / 03/2028 
)laTa npOH3B0tJ.CTBa rotI,eH tl.0 
Mfg. License No./ MA number:/ 
IlpoH3B0tJ.CTBeHHaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoeet1.en no H,ll;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved:/ HucTDVKQHH yTBepiK,IJ,ena: 21.04.2025 

Pa2e 4 of 11 / CTp. 4 H3 11 
No 

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

3 Average weight/ CpeJlHHH 68.4 mg/ 68,4 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4 .0%). 
Macca OT 67,2 Mr )lO 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 / CoorneTcrnyeT 18/20 Ta6JTeTOK - He 6oJiee ± 10%; 

0JlHOpO)lHOCTb MaCCbl 2/20 rn6JTeTOK - He 6oJiee ± 20 %. 

4 Disintegration time / 
Pacna)laeMOCTb 

00 min 20 sec/ 00 MHH 20 ceK Not more than 3 min. / He 6onee 3 MHH. 

5 Dissolution / PacTBopenne Unit- I / Ta6n-1 99 % Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 / Ta6JI-2 99% 
(ketorolac tromethamine) in 15 min./ He Menee 
75 % (Q) C1sH13NO3•C4H11NO3 

Unit-3 / Ta6JI-3 100 % TPOMeTaM11n) tJepe3 15 Ml1H. 

Unit-4 / Ta6JI-4 100% 

Unit-5 / Ta6JI-5 102% 

Unit-6 / Ta6n-6 101 % 

Conclusion : APPROVED / 
3aKmo<tenne: O,ll,OliPEHO 

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

Remarks : The Product confirms to ND/ 

IlpnMe<Jaune: TipOJlYKT COOTBeTCTByeT Tpe6oBaHHSIM H)]; 

(Kempon a Ka 

Prepared by / 
TTO)lfOTOBJieHo: y 

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

Chauhan 

Date/ 
JJ:arn: 18.05.2026 

TTpoBepeHo: Ramakant TT aepeuo (AOK): 

A ishek Chau ban 

Date I Date I 
,lJ;arn: 18 .05.2026 JJ:arn: 18.05.2026 

O)lo6peuo: O6ecnetJenne KatJecrna/OrneTcTBeHHOe 
Jil11.(0: 

Date/ 
)];am: 

Registered Office: 8-2-3,7, Roarl No. 3, Banj;ira Hills, Hyderabad - 500034, Te langana, India 

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

www drreddys.corn 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII<I>HKAT AHAJill3A 

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

Tei : +91 98166 56001.-02 
w,vw.d rreddys .com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;wKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprupyeMLie n DOJIOCTU pTa, 10 Mr 
Market / PbrnoK : Russia / Poccmi 
Batch No/ : V2601013 

Batch Quantity I 36,00,000 tab / 
CepuH .M! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No / : 040003396103 

Date of Analysis / 
18.05.2026 

AuaJIHTH<JecKnii OT<IeT .M! )laTa auaJiuJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
)laTa npOU3BOACTBa foAen AO 

Mfg. License No./ MA number:/ 
IlpOH3BOACTBeHHaH : MNB/05/263 

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

JIUQeH3HH .N'!! 
Analysis performed according ND:/ AuaJin3 npone)l;eu no H)l: JIII-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / llncTDVKQHH YTBep"'-1J:ena: 21.04.2025 

Pa2e 5 of 11 / CTp. 5 HJ 11 
No 

Test I IloKaJaTeJlb Results I Pe1yJ1bTaTbl Specification / HopMa 
.N"!! 

6 Particle size distribution / Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 
,l(ucnepCHOCTb sieve lS formed. I O6pa3yeTCH O,ll,Hopo,11,HaH 

cycnett31rn, np0X0,11,HW.aH CKB03b 
pa3MepoM ornepcrnw 710 MKM. 

7 Impurities/ IlpuMecu 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) I not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / HmKe npe,11,ena o6Hapy)l(eHl-ljf 
l-rn,11,po1<c11attanor (TIO= 0,0010 %) 
KeToponaKa 

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

unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %; 
e,11,HHW!HaH 
He11,11,eHTJ1~11u11poBaHHa» 
npHMeCb 

total impurities / 0.1 % not more than 1.0 %. / He 6onee 1,0 %. 
cyMMa np11Mecei1 

Conclusion : APPROVED / 
3aKJ110'feHHe: 0)1.0liPEHO 

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

Remarks : The Product confirms to ND/ 
Ilp11Meqauue: Ilpo,11,yKT cooTBeTcrnyeT TPe6oBaHl-lj(M HA 

CHT0 C 

Prepar d by/ 
Ilo.a.roT0Bne1m: Y, ge h 

Checked by/ Checked by (AQA) / 
nposepeHo: Ramakant npo peHo (AOK): 

Approved by: Quality Assurance/ Authorized person/ 
O,11,06peHo: O6ecne'leH11e Kaqecrna/OrneTcTBeHHOe 

Chauhan 1/ 
Date/ 
,ll;arn: 18 .05.2026 

Abhi 1ek Chauhan m1uo: 

Date / 
,ll;arn: 

_S~l \) ~ µ/ 

Registered Office: 8-2-337, Roa<i No 3, Banj;ira Hills, Hyderabad - 500034, Telangana, India 

Tel : +9140 4900 2900, F3 X: +91404900 2999, Email: mail@drreddys.com 
CIN: L851 95AP1 984 PLC004507 

www drreddys.con1 



•·· Dr~Reddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTH <I> HKAT AHA.JIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Vil!. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 
Tei: +9198166 56001-02 
vJ1,vw.dri·eddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.r.y1n: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKU, .r.ucneprupyeMble B DOJIOCTH pTa, 10 Mf' 
Market / PbIHOK : Russia / Poccm1 

Batch No/ 
: V2601013 Batch Quantity / 36,00,000 tab/ 

CepuH N!! O61>eM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003396103 Date of Analysis / 
18.05.2026 AnaJIHTH'lecKuii OT'leT N!! llaTa anaJiuJa 

Date of Manufacture / 
: 04/2026 Date of Expiry / 

03/2028 )];aTa npOH3B0tJ.CTBa ro.r.en .r.o 
Mfg. License No./ 

MA number:/ IlpOUJBOACTBennaH : MNB/05/263 
HoMepPY 

: .JIII-N2(004669)-(Pr-RU) 
JiuuenJuH N2 

Analysis performed according ND:/ AnaJIHJ npose.r.eu no H)];: .JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKUHH YTBePilmena: 21.04.2025 

Page 6 of 11 / CTp. 6 uJ 11 
No Test/ IloKaJaTeJJb Results/ Pe1ynbTaTbI Specification / HopMa 
.N'! 

8 Water content/ 2.1 % Not more than 7 .0 %. / 
Cot1,ep,icauue BOtJ.bl He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTol.fHbte opranul.fecKue pacTBopnTenu 

Isopropyl alcohol / 9 µg/tab I Not more than 350 µg/tab. I 
lhonponauon 9 MKr B Ta6JieTKe He 6onee 350 MKr B rn6neTKe. 

Conclusion : APPROVED / 
3aKJ110l.fenue: O,ll,OJiPEHO 

1:========::::::::;~======::::;;::======~ 

Remarks : The Product confirms to ND/ 
IlpnMel.fanue: Ilpot1,yKT coorneTcrnyeT Tµe60BaHJ1RM HA 

Prepared by / 
IloJ:lroTOBJietto: Yogesh 
Chauhan 

Date I 
,n:arn: 18.05.2026 

Checked by/ 
ITpoBepetto: Ramakant 

~~ 
Date I 
,n:arn: 18 .05.2026 

Checked by (AQA) / 
oBepeHo (AOK) : 

A hi hek Chauhan 

Approved by: Quality Assurance/ Authorized person / 
O.u.o6peuo: O6ecne'{ett11e Ka'{ecrna/OrneTcTBeHHOe 
Jll11..(0: 

Date / 
Aarn: 

Regist ered Office: 8-2-3 37, Roar! No , llanj~ra Hflls, Hyderabad - 500034 , TP angana. In 1a 

Tei: +91404900 2900, Fax: +9140 4900 2999. Email: mail@drreddys com 
CIN : L85195AP1984PLC004507 

www.drreddy5.co rn 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Vii!. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., J73 205, INDIA 

Tei : +91 98166 56001-02 
v✓ww.Jrreddys.corn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1J,y1n: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,IJ,HCUeprunveMble B D0JI0CTH pTa, 10 Ml' 

Market / PLrnoK : Russia / Poccm1 

Batch No I : V2601013 
Batch Quantity/ 36,00,000 tab I 

CepuH .M! O6beM cepuu 36,00,000 rn6 

Analytical Report No I : 040003396103 
Date of Analysis / 18.05.2026 

AuaJIHTH'leCKHH 0T'leT .M! )laTa anaJiu3a 

Date of Manufacture / : 04/2026 
Date of Expiry / 

03/2028 
)laTa DP0H3B0,l),CTBa roJJ,eH ,1),0 

Mfg. License No./ MA number:/ 
IlpOH3BOJJ.CTBeuuaH : MNB/05/263 

HoMepPY 
: .JIIl-.M1(004669)-(Pr-RU) 

JIHQeH3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 nposeJJ,eu no H)l: .JIIl-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTnVKQHH VTBep,K,1J,eua: 21.04.2025 

Pa2:e 7 of 11 / CTp. 7 03 11 
No 

Test I IloKa1aTeJ1b Results I Pe1yJ1bTaTbl Specification / HopMa 
.N'2 
10 Microbiological purity*/ M11Kpo6110J1ornttecKast ttttCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count / o6mee 4HCJIO tte 6onee 103 KOE/r; 
a3po6Hh!X MHKpo-
opraHH3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6mee 4HCJIO He 6onee 102 KOE/r; 
.npm101<eBhlX H nnectteBblX 
rpH60B 

Escherichia Coli NA shell be absent in 1 gram. / 
OTC)'TCTBHe s 1 r. 

11 Uniformity of dosage units / Acceptance value (AV) not more than 15.0 
Oti.HOpOAHOCTb 

7.4 
IToKa3aTeJJh npHeMJieMOCTH (AV) .nomKeH 6hITh 

,IJ,03HpOBaHHblX e,IJ,HHHU He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TipuMe'!attne: ITpo.n.yKT cooTBeTcrnyeT -rpe6osaHIDIM H.ZJ: 3at<:Jlto'ICHtte: O,l(OliPEHO 

1:========:=:::::;~=========:;-;::========! 
Prepared by / 
no;iroTosnetto: Yoge h 
Chauhan 

1/ 
Date I 
.ZJ:arn: 18.05.2026 

Checked by I 
11posepetto: Ramakant 

~ 
Date I 
.D:arn: 18.05.2026 

Chee ed by (AQA) / 
npos petto (AOK): 
Abhis ek Chauhan 

Date/ 
}],aTa: 18.05.2026 

Approved by: Quality Assurance/ Authorized person / 
O.z:.o6petto : O6ecrre'!eHHe Ka4ecrna/OrneTcrneHHOe 

Date I 
.!{am: 

Registe red Office: 8-2-3 37, Ro;id No :l, Banja r~ Hill s, Hydera bad - 500034, Telangana, India 
Tel: +9140 4900 2900, F;ix: +91404900 2999, Email: mail@drreddys.com 

C/N: L851 95AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJill3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 

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

Distt. Solan,. HP., 173 205, INDIA 

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

Ilpo.a.yKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, .a.ucneoruoveMhie e D0JIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Pocc,rn 
Batch No/ : V2601013 

Batch Quantity / 36,00,000 tab I 
CepuH N!! O6neM cepuu 36,00,000 rn6 

Analytical Report No/ : 040003396103 
Date of Analysis / 18.05.2026 

AuaJIHTH'leCKHH OT'leT N!! llaTa anaJiuJa 
Date of Manufacture / : 04/2026 

Date of Expiry/ 03/2028 
,UaTa npOH3B0,lJ.CTBa ro.a.eu ,lJ.0 
Mfg. License No. / MA number:/ 
IlpouJBO,lJ.CTBeHHaH : MNB/05/263 

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

JIUU,eHJHH N!! 
Analysis performed according ND:/ AuaJIHJ npoee.a.eu no H)];: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPVKU.HH yTeeo~eua: 21.04.2025 

Page 8 of 11 / CTp. 8 HJ 11 
No 

Test/ Iloica1aTeJ1b Results/ PeJyJ1bTaTbt Specification / HopMa 
.N'! 

12 Assay / KoJ1U1,1ecTBeuuoe 9.6 mg I 9,6 Mr From 9.0mg to 11.0mg of 
onpe.a.eJ1euue (96.5 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .no 11,0 Mr 
C1sH13NO3•C4H11NO3 (KeTOponaKa 
TpoMeTaM1rn) (OT 90,0 .uo 110,0 % OT 
33.l!BneHHOro KOnWieCTBa) B Ta6neTKe. 

13 Butylhydroxyanisole 0.0951 mg/tab I Not less than 0.042 mg/tab. / 
content I Co.a.epiKauue 0,0951 Mr B rn6neTKe He Mettee 0,042 Mr B rn6nerne. 
6yTHJ1rn.a.poKCUaHU30Jla 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
npnMe'faune: Ilpo.a.yKT coorneTcrnyeT Tpe60Batt1u1M H,ll. 3aKJ110'feHue: O,ll.OliPEHO :============;-;=======:::;-;:::======~ 
Prepared by/ Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
Ilo.a.roToBneHo: Yogesh TipoBepetto: Ramakant Tipos CHO (AOK): O.a.o6peHo: O6ecne'-!eHne Ka'-!ecrna/OrneTcTBeHHOe 

Chauhan ~~ Abh; I kChauhan nuuo: 

SJil'./RtJ1 
Date/ 

)];am: 18.05.2026 
Date/ 
,ll.arn: 18.05.2026 

Date I 
,ll.arn: 18.05.2026 

Date / 
,ll.arn: 

Registered Office: 8-2-337, Roarl No 3, Banj~ru Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, F~x: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys com 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

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

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

Tei : +91 98166 56001-02 
w1.vw.d n·eddys.corn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo1w1n: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, 11:ucnepruoveMbie B UOJIOCTH PTa, 10 Mr 
Market / PblHOK : Russia / Poccm1 

Batch No/ : V2601013 
Batch Quantity/ 36,00,000 tab I 

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

: 040003396103 
Date of Analysis / 

18.05.2026 
AuaJiuTuqecKuii oTqeT .N'!! ,[(aTa auaJiu3a 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
)l.aTa IlPOH3B0,!J;CTBa ro11:eu AO 
Mfg. License No./ 

MA number:/ 
Ilpou3BO.JJ:CTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 np0Be11:eu no H,[(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / :UucTpyKQHH yTBep,KJJ.eua: 21.04.2025 

Page 9 of 11/Crp.903 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJibTaTbt Specification/ HopMa 
N2 

14 Package description / 10 tablets in a blister of 10 tablets in a blister of (PA/ AL/PE with 
OnucanueynaKOBKH (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 / Tio 10 rn6neTOK B 6mi:cTepe HJ 
information leaflet in a carton (TIA/ AJ1/TI3 C BJiaronornonneJieMITI3B TI) 
pack. I Ilo 10 Ta6JieTOK B q>OJibnI II (TI3/AJ1) q>OJibnI. Ilo 1 HJIH 
6JIHCTepe H3 (TIA/ AJ1/TI3 C 6JIHCTepa BMeCTe C JIHCTKOM-BKJia)],b!ll!eM 
BJiaronornoTttTeJieMITI3B TI) naqKy KapTOHH)'JO. 
<pOJibnI // (Il3/AJ1) <pOJibnI. Ilo 
2 6JIHCTepa BMeCTe c JIHCTKOM-
BKJia)],bill!eM B naqKy 
KapTOHH)'JO. 

* 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 JieKapCTBeHHOro npenapaTa KOHTpOJib KalfeCTBa no UOK333Temo «MHKp06HOJIOrttlfeCK3H 
lfHCTOTa» npoBO)],HTCH )],JIH Ka~OH 20-oit cepuu, HJIH )],JISI 0)],HOH cepuu B ron, B 33BHCHMOCTH OT Toro, 'ITO 
H3CTYOHT paHbllle. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Melfa1111e: TiponyKT coorneTcrnyeT Tpe6oBamrn:M H,[( 3a1<mo•1e1rne: O)1.OliPEHO 
~=======:::::::::::==,;=======:::;;::::========: 

2 
B 

Prepared by / 
Tio,uroTOBJieuo: Y • gesh 

Checked by/ 
TipoBepetto: Ramakant 

Che ked by (AQA) / 
TTpo epeHO (AOK): 

Approved by: Quality Assurance/ Authorized person/ 

Chauhan 

Date I 
,[(arn: 18.05.2026 

~ 
Date I 
,[(arn: 18.05.2026 

Abh hek Chauhan 

Date I 
,[(am: 18.05.2026 

O.n.o6peHo: 06ecneqeHue KaqecTBa/OrneTcTBeHnoe 
nwuo: 

Date / 
,/laTa: 

Registered Office: 8-2-3 37, Road No 3, Banjara Hi lls, Hyderabad - 500034, Te -a ngana, In la 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTH <I> IIKAT AHAJIH3A 

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

Tel : +91 98166 56001-02 
V✓INW.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO)WKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )];HCDeprupyeMhie B UOJIOCTH pTa, 10 Mr 
Market / PhlttOK : Russia / Poccm1 
Batch No/ : V2601013 Batch Quantity / 36,00,000 tab I 
CepuH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003396103 Date of Analysis / 
18.05.2026 

AuaJiuTn'lecKuii OT'leT .N'!! )]:aTa auaJiuJa 
Date of Manufacture / 

: 04/2026 Date of Expiry / 
03/2028 

)]:aTa npOH3BO)];CTBa ro)];eH )];O 
Mfg. License No./ 

MA number:/ 
IlpoH3B0)];CTBeHHaH : MNB/05/263 

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

JIUIJeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe)];eu no HJJ:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKIIHH yTBep)K)],eua: 21.04.2025 

Page 10 of 11 / CTp. 10 m 11 
API name/ HauMeuoBauue A<l>C: Ketorolac tromethamine I KernponaKa TP0MeTaMHH 
INN/MHH: Ketorolac I KernponaK 
API manufacturer batch number / 

ABSH006295 
HoMep cepuu npouJBOJlHTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTau11uu npouJBOJlUTeJIH FESA00537 
r JI<I>: 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
IlpouJBo,i:i:uTeJih A<l>C, CTpaua: ,l(-p PeMH1C na6opaTOpHC flT,ll,., I1H,!J,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 
HauMeuoBauue, a,i:i:pec, JIHIIeHJHH ti:JIH ,l(-p Pe,!J,,ll,H' C na6oparnpHC flT,ll,., I1H,!J,H»:, TipOH3B0,ll,CTBeHHOe 
IlpouJBOJi:CTBeuuaH nJ10111a,i:i:Ka / IIJ10111a,i:i:Ka rro,1J,paJ,ll,eJiem1e-6, BHJIJI. Kxonh, Hanarapx Poy,ll,, EaMH, ,l(HcTpHKT 
KOHTPOJIH Ka'leCTBa / IIJIOIIIati:Ka BhIDYCKa ConaH, X.TI., 173205, I1H,!J,H51 (nm.1.emm1 HOMep MNB/05/263) 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of 
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in 
full compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal 
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production, 
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian 
Economic Union is established». 

Conclusion : APPROVED I 
.3aKJJIO'leHue: 0,11.0liPEHO 

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

Remarks : The Product confirms to ND/ 
IlpuMe'-laHue: IlpOAYKT coorneTcrnyeT rpe6osaHIDIM H,ll; 

Prepared by / 
no.nroTOBJJeHo: y gesh 

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

Chauhan 

Date / 
JJ.arn: 18.05.2026 

IlpoBepetto: Ramakant OpoB eHo (AOK): 0Jlo6pe1i0: 06ecrrelfem1e Kalfecrna/OrneTcTBeHHoe 
~ Abhis k Chauhan m1uo: 

Date/ 
L(arn: 18.05.2026 

Date I 
L(arn: 18.05.2026 

Date / 
}laTa: 

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 

tlo 



•·· Dr.Reddy's ~~• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Vil!. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTHWIIKATAHAJIH3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPO.ll:YI.:T: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKU, Jl:UCneprupyeMbie B UOJIOCTU pTa, 10 Mr 
Market / PbIHOK : Russia / Poccm1 

Batch No/ 
: V2601013 

Batch Quantity / 36,00,000 tab I 
CepHH .N'!! O6neM cepuu 36,00,000 rn6 
Analytical Report No/ Date of Analysis / 
AuaJiuTuqecKuii oTqeT .N'!! 

: 040003396103 
.LI:aTa auaJIH3a 

18.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

)].aTa npOU3B0.ll:CTBa roti:eH .ll:0 
Mfg. License No./ 

MA number:/ 
Ilpott3BO.ll:CTBeuuaH : MNB/05/263 

HoMepPY : .JIII-.N'!!(004669)-(Pr-RU) 
JIUI~eH3UH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeti:eu no H,n:: .JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKQUH yTBep,KJl:eua: 21.04.2025 

Pagellofll/CTp.llu3ll 
3aKJIIoqeuHe O COOTBeTCTBHH! «HacT05III1JIM 51 IIO,D;TBep)K,D;aIO, qTO rrp1rne,n:eHHax BhIIIIe Irnq>opMaQH51 5IBJrneTC51 

,D;OCTOBepHOH ll TQqHoH. 3m ceprrx rrpo,n:yKQllll rrpOH3Be,n:eHa (BKJUoqa51 yrraKOBKY (MapKHpOBKY) ll KOHTPOJih 

Kaqecrna) Ha BhIIIIeyKa3aHHOH rrpOH3B0,D;CTBeHHOH IIJIOIQa,n:Ke (rrnoma,n:Kax) B IIOJIHOM COOTBeTCTBllll C 

Tpe6oBaHH51Mll ITpaBHJI Ha,n:Jie)KaIQeH rrpOH3B0,D;CTBeHHOH rrpaKTHKll EBpa3HHCKOro 3KOHOMrrqecKoro COI03a ll 

Tpe6oBaHH51Mll KOHTpOAA KaqecTBa JieKapCTBeHHhIX cpe,n:cTB, a TaK)Ke B COOTBeTCTBllll co crreQHq>HKaQH51Mll, 

co,n:ep)KaIQHMHC51 B perHCTpaQHOHHOM ,D;OChe CTpaHhI-llMIIOpTepa. 3arrrrcrr ITO rrpOH3BO,D;CTBY, yrraKOBKe ll aHaJIH3Y 

rrpoBepeHhI, ll ycTaHOBJieHo MX COOTBeTCTBHe Tpe6oBaHH5IM ITpaBHJI Ha,n:Jie)KaIQeH rrpOH3B0,D;CTBeHHOH rrpaKTHKll 

EBpa3rriicKoro 3KOHOMrrqecKoro coI03a». 

Conclusion : APPROVED I 
3aK"moqeuue: 0.Ll:OGPEHO :==========::::::;-;:::========:..========~ 

Remarks : The Product confirms to ND/ 
IlpuMeqauue: Ilpo,uyKT coorneTcrnyeT rpe6osaHH51M HA 

Prepared by/ 

Dale / 
,UaTa : 18.05.2026 

Checked by/ 
IlposepeHo: Ramakant 

~,# 
Date / 
D,aTa : 18.05.2026 

Ch eked by (AQA) / 
TTp epeH0 (AOK): 
Ab shek Chauhan 

Date I 
lJ:arn: 18.05.2026 

Approved by: Quality Assurance/ Authorized person / 
Ono6peHo: O6ecne1c1em1e Ka1c1ecrna/OrneTcTBeHHoe 
Jl lilW: 

Date / 
)J.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 




