
•·· Dr.Raddy's "'llllii;• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>llKA T 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 
w1,vw.drr·eddys.corn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.n;y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .n;ucnepruoveMLie B noJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ : V2601077 

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

: 040003410133 
Date of Analysis / 

22.05.2026 
AuaJIHTH'lecKuii OT'leT .N'!! ,llaTa auaJIHJa 
Date of Manufacture / : 05/2026 

Date of Expiry / 
04/2028 

)laTa npOH3B0,!l;CTBa roJJ:eH,!l;O 
Mfg. License No./ 

MA number:/ 
Ilpou1B0.n;cTBeuuaH : MNB/05/263 

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

JIHUeHJHH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoeeJJ:eH no H,IJ;: JIIT-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / IIucTPYKUHH yTeep;KJJ;eua: 21.04.2025 

No Test I IloKa1aTeJ1b Results I Pe1yJ1bTaTbl 
.N'!! 
1 Description / Onucauue Light yellow round flat beveled 

tablets with "I" debossed on one 
side. / Kpyrnh1e rrnocK11e 
rn6neTKl1 c qiacKofi, cBerno-
JKeJITOro QBeTa C rpaB11pOBKOH 
«I» Ha OL\HOH crnpoHe. 

2 Identification/ ll,u,euTmJrnKa1.urn 

Ketorolac I KemopoJ1aK Complies / CoorneTcrnyeT 

Remarks : The Product confirms to ND/ 
IlpttMe'-laHHe: Tipo.nyKT COOTBeTcrnyeT rpe6oBaHHHM H,ll; 
:==========:::;-;:::==========;:.==========: 
Prepared by / 

IloL(roTosneHo: Ashish 

Kumar y 
Date/ 

,ll;arn: 22.05.2026 

Checked by/ 

ITpoBepeHo: Rama 

Kant ~ 
-.{,l)_;,-,--

Date/ 

p:arn: 22.05.2026 

Checked by (AQA) / 

TipoBepeHo (AOK): 

Ajay Kumar Srivastava 

Date/ 

,ll;arn: 22.05.2026 

Page 1 of 11 / CTp. 1 01 11 

Specification / HopMa 

Light yellow round flat beveled tablets with "I" 
debossed on one side. I Kpyrnh1e rrn0CKHe 
Ta6neTKl1 c qiacKofi, cBeTno-JKenToro QBeTa C 
rpaB11poBKofi «I» Ha OL\HOfi crnpoHe. 

UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
crreKTphI rrornow,eH11H 11crrh1TyeMoro pacrnopa 11 
pacrnopa CTaHL(apTHOro 06pa3u_a KeToponaKa 
TPOMeTaMl1Ha ,[(OlllKHhl 11MeTb MaKC11MYMbl rrpH 
OL(HOH 11 TOH lKe L(JIHHe BOllHhl (± 2 HM). 

Conclusion : APPROVED I 
3aKJ110'leuue: O,LI:06PEHO 

Approved by: Quality Assurance/ Authorized person I 
O.no6~??e.~rre'ieH11e Kaqecrna/OrneTcTBeHHoe 

n11uo:1 I ~ ( eovJ ""'1 

Date/ 

)];am: 

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

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

www.drreddys.corn 



•·· Dr. Reddy's ~;• 
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 

CERTIFICATE OF ANALY IS 
CEPTH<I>ID<AT AHAJlll3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
flpOD,VKT: Ke·ropo11® 3Kcnoecc (KeTopo11aK) Ta6JJeTKH, JlHCnepnmveMblC B UOJIOCTH p-ra, 10 Mr 
Market / PLIHOK : Russia I Poccm1 
Batch No/ 

: V2601077 Batch Quantity/ 36,00,000 tab I 
Cepnst .N2 O61,eM cemrn 36,00,000 rn6 
Analytical Report No/ Date of Analysis / 
AnamtTll 1lCCKIIU OT'leT .N!! 

: 040003410133 
l{aTa auaJiuJa 

22.05.2026 

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

04/2028 
)lam DPOIIJBO)lCTBa ro)lCH JlO 
Mfg. License No./ 

MA number:/ 
IlpouJBOD,CTBeHHaH : MNB/05/263 

HoMepPY 
: Jlll-.N2(004669)-(Pr-RU) 

JIUQeHJHH .N'!! 
Analysis performed according ND:/ AnaJIHJ npoue.neH no II)];: JIJl-1fa(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKUHH YTBepm,u,ena: 21.04.2025 

Pa2e 2 of 11 / CTp. 2 HJ 11 
No 

Test/ TioKalaTeJJb Results/ Pe1yJJbTaTb1 Specification / HopMa 
.N"!! 

Complies I CoorneTcrnyeT T he retention t ime of Lhe main peak on the 
chromatogram of test solution hould correspond 
to that on the chromatogram of ketorolac 
trornethamine standard solution (A say section) . 
I BpeM,i y)lep)l(l,fBaHHJI 0CH0BH.oro 0HKa Ha 
x poMarorpaMMe HC0bll')'eMoro pacrnopa 
JJ.On)l(HO C00TBeTCTB0BaTb epeMem-1 
y.!lep>t< HBaH11J1 0CHOBH0fO nttKa Ha 
xpoMarorpaMMe paCTBOpa craHD.apn 1oro 
06pa3ua KeroponaKa TµOMeTaMHHa (pa3,ne11 
«Ko11w1ecrseH11oe onpeJlene1-111e»). 

Remarks : The Product confirms to ND/ 

I

IConclusion : APPROVED / 
npnMe"laHne: DpOAYKT coorneTcrnyer Tpe60BaHID1M HL( 3aKmo'leHtte: 0)].0.6PEHO 

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

TT 0J.U·orosne1-10: Ashish ITpoBepeHo: Rama n p0Bepe1-10 (AOK): Oao6~ eH : O6ecneqeHHe Ka'lecrna/OrneTcTBeHHoe 

K umar 

~ 
Kant 

~~~~ 
Ajay Kumar Srivastava JIHU0" t Old,\ tCMIIV\ 

~ _)--- /71\ oJ / 
1Date I D ale / D ale / D ate I l ' ~ -i; ,i,.-0 tJc 
,[!;am: 22 .05 .2026 ,ll.arn: 22.05.2026 ,ll.aTa: 22.05.2026 }:\ara: / 

Registered Office: 8-2- 3.37, Road No. 3, BanJ ara HIiis, Hyderabad - 500034, Telangana, lndla 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.corn 



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

CEPTll<I>HKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd 

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

Tei: +919816656001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOJlYKT: KeTOPOJJ® 3Kcnpecc (KeTOPOJJaK) Ta6JieTKH, JlllCOepruoveMble e DOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia I PoccHH 

Batch No/ 
: V2601077 

Batch Quantity/ 36,00,000 tab/ 
CepnH .N'!! O6beM CCPIIII 36,00,000 Ta6 

Analytical Report No/ Date of Analysis / 
A11aJrnT11•iecK11ii oTqeT .N'!! 

: 040003410133 
llaTa auaJIHJa 

22.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry/ 
04/2028 

llaTa OP0ll3B0.llCTBa ro.lleH .ll0 
Mfg. License No./ 

MA number:/ 
IlponJBOACTBennaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee,'len no H,11;: JID-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HncTDVKllllH YTBep:iK,!J.eoa: 21.04.2025 

Test I IloKaJaTeJJh 

Butylhydroxyanisole I 
Eymw,wopoKCUaHU30JI 

Remark : The Product confirms to ND/ 

Results/ PeJyJlhTaThI 

Complies I CooTBeTcTeyeT 

Ilp11Me1.JaHue: flpo,nyKT C00TBeTCTByeT Tpe6oeaHIDIM HJJ: 

Prepared by I Checked by I Checked by (AQA) / 
no.11.roT0BJleHo: Ashish npooepe1m: Rama npoeepeHo (AOK): 

Kumarft Kant 

~~~ 
Ajay Kumar Srivastava 

~ _J_ 
Date I Date/ Date I 
JJ:a-ra: 22.05.2026 ,IJ.a-ra: 22.05.2026 JJ:aTa: 22 .05 .2026 

Pa2e 3 of 11 / CTp. 3 HJ 11 

Specification / HopMa 

The reten.tion times of2-butylhydroxyanisole and 
3-butylliydroxyanisole peaks on the 
chromatogram of the test olution should 
co11e pond by the retention times to 2-
bulyl hydroxyani ole and 3-butylhydroxyani ole 
peak on the chromatogram of 
bulylhydroxyanisole standard solution 
("Butylhydroxyani ole content" ection). / 
BpeMeHa yJlep)l(H.Ba1-nrn n11Kos 2-
6yr11nrttJlpOKc11aH11Jona 11 3-
6yr1,inrnJ1.pOKCJ,1aHH30Jia Ha Kp0MaTorpaMMe 
J1Cnb1T)'eMoro pacTBopa )lOn)l(Hhl 
C00TBeTCTBOBaTb epeMeHaM yAep)l(l,lB8Hl1.11 
mrnon 2-6ynU1ntJ1pOKC11aH1oona 11 3-
6yrnnrn.llpOKCHaHH30JJa Ha xpor.1a1·orpaMMe 
pacToopa CTaHJtapTHoro o6pa3ua 
6yrnnn,u1poKc11aHHJOJ1a (p83Jlen «CoJtep)l(aHHe 
6yrnnrnJI.pOKCHaHH30Jla»). 

Conclusion : APPROVED / 
3a1rnto'let111e: O,Lt:Ol>PEHO 

Approved by: Quality As urance/ Authorized per on/ 

O)lO~ pe . : O6ecne4eHHe~Ka4CCTBal OTBeTCTBeHHOe 

JI 11 u : I 0 ,Lo...l l Q;;L,01 """ 

/J o~J ,/ 

Date/ I rv l/ 
JJ:aTa: 

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 
wv-:w.drreddys.com 

I 
I 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH <l>HKA T AHAJIH3A 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Il1>0JJ:V KT: KeTO()OJJ® 31.:cnpec.c (KCTO()OJJ8K) Ta6nenm, .uncneprnpyel\1blC B IlOJJOCTH ()Ta, 10 Mr 
Market/ PblHOK : Russia I Poccm, 
Batch No I 

: V2601077 Batch Quantity/ 36,00,000 tab I 
Cepm1 N!! O6'heM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003410133 Date of Analysis / 
22.05.2026 AnaJJHTH'lCCKHii OT'leT N!! l{aTa auaJIHJa 

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

04/2028 llaTa npo113so.ucTsa ro}lell .UO 

Mfg. License No./ 
MA number:/ 

IlpOH3B0/1.CTBeHHaH : MNB/05/263 
HoMepPY 

: Jll1-N!!(004669)-(Pr-RU) 
JIIUJ,CHJIISI N!! 
Analysis performed according ND:/ AuaJIHJ npoee.ueH no H,ZJ;: JIIl-.M,(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKl.(IHI YTBCP)KJ.J.eua: 21.04.2025 

Page 4 of 11 / CTp. 4 HJ 11 
No Test/ Iloica1aTeJ1b Results/ Pe1yJ1bTaTbl Specification / HopMa .M! 
3 Average weight/ Cpei:i:mu1 70 .0 mg I 70,0 Mr 67.2 mg to 72.8 mg (70 .0 mg ± 4.0%). 

Macca OT 67,2 Mf )lO 72,8 Mf (70,0 Mf ± 4,0 %). 
I 

18/20 tablet - not more than ± 10%; 

Uniformity of weight/ 
2/20 tablets - not more than ± 20%. I 

Complies / CoorneTcrnyeT 18/20 Ta6JieTOK - He 6011ee ± 10%; 
0AHOpOJJ:HOCTb M3CCbl 

2/20 Ta6JleTOK - He 6onee ± 20 %. 

4 Disintegration time I 
PacnanaeMocTb 

00 min 32 sec/ 00 MHH 32 ceK Not more than 3 min. / He 6onee 3 MHH. 

5 Dissolution / PaCTsopeuue Unit-1 / Ta6n- l 98% Not less than 75 % (Q) ofC1sH13NQ3•C4H11NO3 

Unit-2 / Ta6n-2 99% 
(ketorolac tromethamine) in I 5 min. / He MeHee 
75 % (Q) C1sH13NO3•C4H11NO3 (KeTOpOJiaKa 

Unit-3 / Ta6n-3 98 % rpoMeTaMHH) '-1epe3 15 MHH. 

Unit-4 / Ta6n-4 98 % 

Unit-5 / Ta6n-5 100 % 

Unit-6 / Ta6n-6 100 % 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED/ 
npuMelfaHHe: Tipoi:i:yKT CO0TBeTCTSyeT Tpe60BaHIDIM H,[I, 3aic.r110'1c1rne: 0)1.0liPEHO 

P repared by I 
OonrOTOBJieHO: Ashish 
Kumar 

~ 
Date / 
,[1,ara: 22 .05 .2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
TiposepeHo: Rama flpoBepeHo (AOK): OAo6peHo: O6ecrre'-leHue Kaqecrna/OTBeTCTBeHHoe 

Kant 

~~ 
Ajay Kumar Srivastava J1 11U~LJJ.I \COW W\ 

-Pn _J_ 
Date/ Date I 1

1Date/ 
}],am: 22 .05.2026 J].ara: 22.05.2026 1,[l,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 : mail@drreddys .com 

CIN: L85195AP1984PLC004507 
www. drreddys.com 

I 

I 

I 



•·· Dr.Raddy's~;• 
CERTIFICATE OF ANAL Y I: 

CEPTH<l>ID(AT 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: KeTopon® 3Kcnpecc (KeToponax} Ta6nenm, nncneprunveMbJe B noJJocTn PTa, 10 Mr 
Market/ PhlHOK : Russia / Pocciui 
Batch No/ 

: V2601077 
Batch Quantity / 36,00,000 tab I 

Cepm1 .N'!! 061.eM cepmt 36,00,000 Ta6 
Analytical Report No/ 

: 040003410133 
Date of Analysis / 

22.05.2026 A11aJJ11Tn•1ec1euii 0T'teT .N'!! .D:aTa auaJJnJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 .D:aTa Df)0H3B0,llCTBa ro_neu )];O 
Mfg. License No./ 

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

JIIIUeH311H .N'!! 
Analysis performed according ND:/ AuaJinJ npoae)];eu no II)];: JID-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKUUH yTBep)K,l).ena: 21.04.2025 

Page 5 of 11 / CTp. 5 03 11 
No Test/ IloicaJaTeJih Results/ PeJyJihTaT1>1 Specification / HopMa 
.N'!! 
6 Particle size distribution/ Complies I CooTBeTcTByeT A uniform suspension passing through a 710 µm 

~HcnepcHOCTh sieve is formed. I O6pa3yeTCll O,!!_HOp0}lHall 
cycneH311ll, npox0Jll!UJ;all CKB03h CHTO C 
pa3MepOM OTBepcrnH 710 MKM. 

7 Impurities/ Ilp11Mec11 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) I not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / Hm1<e npenena 06Hapy)l(eHID1 
l-rnJlpo1<c11aHanor (TTO = 0,0010 %) 
KeTOpOJTaKa 

1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / He 6onee 0,8 %; 
1-KeTOaHanor KeTOpona1<a 

unidentified impurity/ 0.01 % not more than 0.5 %; / He 6onee 0,5 %; 
e)lHHHqHall 
HeH}leHTl1~11U11pOBaHHall 
np11MeCb 

total impurities / 0.1 % not more than 1.0 %. I He 6onee 1,0 %. 
CYMMa np11Mecefi 

Remarks : The Product confirms to ND/ I Conclusion : APPROVED / 
IIpttMelfaHne: I1pOJlYKT cooTBeTcTByeT TPe60BaH11.srM H,n 1 3aicmo'leH11e: O~OliPEHO 

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

no.nrornnneHo: Ashish 

Kuma> 

,Date / 

1,UaTa: 22.05 .2026 

ITposepe_1-10: Rama Dposepetto (AOK): O.no~ pe • O6ecne'!eHHe 1<a•1ecTBal OTBeTcTBeHHoe 
Kanl 

@J~t 
Ajay Kumar Srivastava m1u . / ~ lctl \~""' 

~ I 

Oat.e l Date/ !Date/ 
,l(aTa: 22.05.2026 L{aTa: 22.05.2026 .D.aTa: 
Registered Office: 8-2-337, Road No. 3, Baniara Hills, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +91 404900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys. com 

I 



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

CEPTJI<l>HKA T AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi , 
Dist t. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001.-02 
w ww.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,ny1n: KeTopon® 3Kcnpecc (KeTononaK) Ta6neTJrn, tutcneprHpyeMLle B nonocTu pTa, 10 Mr 
Market/ PbIHOK : Russia / Pocc11.S1 
Batch No/ 

: V2601077 
Batch Quantity / 36,00,000 tab/ 

Cep1rn .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003410133 
Date of Analysis / 

22.05.2026 A1tam1TnqecK1111 OT<JeT .N'!! llaTa auannJa 
Date of Manufacture/ 

: 05/2026 
Date of Expiry / 

04/2028 .l(aTa DPOll3BOACTB8 roJI,eH ,/lO 

Mfg. License No./ 
MA number:/ IlponJBO,/lCTBennaH : MNB/05/263 
HoMepPY : JIIl-.N'2(004669)-(Pr-R U) 

JIH~eHJHH .N'!! 
Analysis performed according ND: I AuannJ npoBe,neu no H,L(: JIIl-.N'!i(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKturn YTBep)KJleua: 21.04.2025 

Pa2e 6 of 11 / CTp. 6 HJ 11 
No 

Test/ nmcaJaTeJlb Results/ Pe1yJILTaThl Specification/ HopMa 
.N'! 

8 Water content/ 2.4 % Not more than 7 .0 %. / 
Coi.epmaune BOAbI He 6onee 7 ,0 %. 

9 Residual solvents/ OcnTo•mb1e opraunqec1rne pacTBopnTeJIH 

Isopropyl alcohol / 11 µg/tab / Not more than 350 µg/tab . / 
l13onponauon 11 MKr B Ta6JieTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe1rnune: ITpoti.yKT cooTBeTcTByeT Tpe6osattIDIM H,ll; 3aKJuoqeune: O)J:Ol>PEHO 

Prepared by / 
1lo.11.r0Toe11etto: Ashish 

Kumar~ 

!Date / 
:,r(a-ra: 22 .05 .2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person/ 
npoeepeHo: Rama Upoeepetto (AOK): O.11.06peHo: O6ecne'leJHte l<a'leCTBa!OTBeTCTBeHHOe 
Kant 

~ti~ 

Ajay Kumar Srivastava J111UO~ ( ~ 'v'-. 

~J--
I Date / Date/ !Date/ 
: JJ:arn: 22 .05.2026 ,[{aTa: 22 .05.2026 J].aTa: 

Registered Office: 8-2-3 37, 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.corn 

I 



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

CERTIFICATE OF ANALY I 
CEPTHcl>HKA T AHAJilil3A 

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

Tel : +91 98166 56001-02 
w,,vw.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ:YKT: KeTopon® 3tccnpecc (KeTOPOJlaK) Ta6neTKH, AHCnepramveMhle s U0JI0CTH pTa, 10 Mr 
Market / PbIHOK : Russia I Poccm1 
Batch No I 

: V2601077 Batch Quantity / 36,00,000 tab/ 
Cep1rn .N'!! O6'beM cepn11 36,00,000 Ta6 
Analytical Report No I 

: 040003410133 Date of Analysis / 
22.05 .2026 Auam1Tn•1ec1rnu oP1eT .N'!! JlaTa auaJin3a 

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

04/2028 )1,aTa npouJBOJJ:CTna roAeUJJ:O 
Mfg. License No./ 

MA number:/ IlpouJBOJJ:CTBeunaH : MNB/05/263 
HoMepPY : JIII-.N'!!(004669)-(Pr-RU) 

JI 11 U e H3 IUI .N'!! 
Analysis performed according ND:/ AuaJiu3 npose.a;eu no II,[(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIHCTDVKUUSI YTBep~ena: 21.04.2025 

Page 7 of 11 / CTp. 7 Hl 11 
No 

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

10 Microbiological purity*/ Mu1<:po6uoJ1oru<Jec1<:ast <JHCToTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee q11cno He 6onee 103 KOE/r; 
a3po6HhJX MHKpo-
opraHH3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6mee q11cno He 6onee 102 KOE/r; 
,npO)l(lKeBhIX H nnecHeBhlX 
rp1160B 

Escherichia Coli NA shell be absent in 1 gram. I 
OTC)'TCTBHe B 1 r. 

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
O)lHOpO)lHOCTb 

5.4 
TioKa3aTeJih npHeMJieMOCTl1 (AV) )lOJI)l(eH 6h!Tb 

)l03HpOBaHHblX e)lHHHU, He 6onee 15,0. 

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

IlpuMe<Jattue: ITpo,nyKT coorneTcrnyeT Tpe6osaHHSIM HA 3aKJJIO<JeHHe: OJl:OnPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality A sura.nce/ Authorized person I 
Ilo)l.roroe11eHo: Ashish IlpoBepeHo: Rama TTpoeepeno (AOK): O1106petto: O6ecne1.Jett11e Kaqecrna/OrneTCTBeHHoe 

Kumar > Kant 

~~ 
Ajay Kumar Srivastava JIHUO~ \~ IIV"\ 

--M-j_ 
Date/ Date / Date / !Date / 
,n:arn: 22.05 .2026 ,Uara: 22.05.2026 ,Uara: 22.05.2026 Aarn: 

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.corn 

I 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSI 
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 
www.drreddys .com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJWKT: KeTopoJ1® 3Kcnpecc (KeTopoJJaK) Ta6JJeTKH, JJ.Jtcoepr11pyeMhl.e B noJJocTu pTa, 10 Mr 

Market/ PLmoK : Russia / Pocc11.R 

Batch No/ 
: V2601077 Batch Quantity / 36,00,000 tab/ 

CepnH .N'!! O61>eM cep1111 36,00,000 Ta6 
Analytical Report No/ 

: 040003410133 
Date of Analysis / 

22.05.2026 
A11aJJnT1111ecK11ii oT<1eT .N'!! .llaTa aua.rru3a 
Date of Manufacture/ 

: 05/2026 Date of Expiry / 
04/2028 

,l(aTa np0HJBOD,CTBa roae1r ito 
Mfg. License No./ 

MA number:/ 
Ilpou3BOJtCTBeuuaH : MNB/05/263 

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

JlllUCIIJHH N!! 
Analysis performed according ND:/ AnaJIHJ apoBeD,eu no H,l(: Jlll-.N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPVKUIIH yrsep)Klteua : 21.04.2025 

Page 8 of 11 / CTp. 8 HJ 11 
No 

Test I IloKaJaTeJib Results / PeJyJibTaTbt Specification / HopMa 
N2 

12 Assay/ Kon1tttecTneH1we 10. l mg/ 10,l Mr From 9.0 mg to 11.0 mg of 
onpe.l{eJieHne (100.8 %) C1 sH 13NQ3•CJi 11 NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9;0 Mr .no J 1,0 Mf 

C1 sH uNO •C4H11NO3 {KeTOponaKa 
TpOMeTaMHH) (OT 90,0 JlO 110 0 % OT 
JrumneHHOro Kom1<1ecTBa) s Ta6neTKe. 

13 Butylhydroxyanisole 0.1021 mg/tab I Not less than 0.042 mg/tab. / 
content I CoJlepmaHtte 0,1021 Mrs rn6neTKe He MeHee 0,042 Mrs rn6neTKe. 
6yTunrtt)lpOKCHaHHJOna 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Hpm,te'!a1111e: Tipo,uyKT coorneTcrnyeT rpe6oaamrnM HJJ: 3aKJllO'ICttlle: 0)1,0l>PEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality A urance/Authorized person/ 
TioJlrOTosneHo: Ashish ITposepeHo: Rama npoaepeHo (AOK): O.n.o6peHo: O6ecne•1em1e Ka<iecrna/OrneTcTBeHHOe 
Kumar Kant 

~~ 
Ajay Kumar Srivastava 1rnuo~ w tCOL<l""" 

~ ~ _L-
!Date / I Date/ Date/ !Date / 
:,n:a-ra: 22.05.2026 : ),:(am: 22.05.2026 ,U:arn: 22.05.2026 ,U: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: l.85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALY IS 
CEPTM cl>HKA T AHA.Jm3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Nalagarh Roc1d, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,nyKT: KeTopo.11® 3Kcapecc (KeTopoJiaK) Ta6J1eTKIJ, )lllCnepruoveMbie B DOJIOCTH pTa, 10 Mr 
Market / PMnoK : Russia I Poccm, 
Batch No/ 

: V2601077 
Batch Quantity/ 36,00,000 tab I 

Ce1nrn .N'!! O6i.eM cep1111 36,00,000 Ta6 
Analytical Report No/ 

: 040003410133 
Date of Analysis / 

22.05.2026 A11am1T11lfec1rnn oTlfeT .N'!! JlaTa auaJiu3a 
Date of Manufacture/ 

: 05/2026 
Date of Expiry / 

04/2028 
llaTa nponlBOACTBa ro.a:eu ,11;0 
Mfg. License No./ 

MA number:/ Ilpou1eo,11;cTBeunaH : MNB/05/263 
HoMepPY 

: JIIl-Jf!!(004669)-(Pr-RU) 
JIUQeH3HH .N°!! 

Analysis performed according ND:/ Auanu1 np0Be,11;eu no II)];: JIIT-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKQ1rn YTBCp~eua: 21.04.2025 

Pa2e 9 of 11 / CTp. 9 Hl 11 
No 

Test/ IloKa3aTeJJb Results/ Pe3yJJbTaTbl Specification/ HopMa x~ 
14 Package description / 10 tablets m a blister of 10 tablet 10 a blister of (PA/AUPE with 

OnucanueynaKOBKH (PA/ALIPE with desiccant/HOPE) foil // (PE/AL) foil. I or 2 
desiccant/HOPE) foil// (PE/AL) blisters witJ1 patient infom1ation leaflet in a 
foil. 2 blisters with patient carton pack. / no 10 rn6neTOK s 6nHCTepe 113 
information leaflet in a carton (HA/AJ1Jn3 C snaronorJIOTHTeneMm3Bn) 
pack. I Ilo IO Ta6JieT0K B (j}OJlbrM II (TT3/AJl) Q)Onbnl. no I 11n11 
6m1.CTepe H3 (ITAi AJ1/f13 C 6m1crnpa .BMeCTe C Jll1.CTKOM-BKJI8Jl,blllieM 
snaronornorni-eneMITT3 BIT) na'!KY KapT0HHylO. 
cjl0JibrH // (IT3/AJ1) 4>0Jibfl1. no 
2 6JIJ,ICTepa BMec-re c JI HCTKOM-
BKJiaJJ,bII.lleM B naqKy 
KapTOHHyIO. 

* 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 BhtnycKe JJeKapcTseuuoro npenapaTa KOHTpOJJb KalfeCTBa no noKaJaTemo «MnKpo6uoJioru<tecKast 
"IHCT0Ta» npOB0/lHTCH AJJH KalK}lOH 20-ott cepuu, HJJH ti.Jiff Ot).HOH cep1111 B rot)., B JaBHCIIM0CTH OT Toro, 'iT0 
naCTynnT patthme. 

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

IlpttMe<taHne: TipoJJ,yKT COOTBeTcrnyeT Tpe6oBaHJ-UIM H)]; 3a1<:moqe1rne: O,lJ:Ol>PEHO 

2 
8 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
Do1i.roTos11eHo: Ashish 

Kumar 

~ 
Date/ 

.[l;arn: 22.05.2026 

TiposepeHo: Rama ITposepeHo (AOK): 0Jlo6p~, • O6ecne'!em1e Ka•1ecTBa!OTse-rcrneHHoe 
Kant 

~~ 
Ajay Kumar Srivastava 1111uo: l, ' "',w.J lcou.~ ~ 

_J_ 
Date/ Date I rate / 
,UaTa: 22 .05.2026 ,UaTa: 22.05.2026 ,D.aTa: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTMWHKATAHAJIH3A 

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

Tei : +91 9816656001-02 
www.drreddys.corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJWKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKU, AHCneprunveMble B DOJIOCTU DTa, 10 Mr 
Market / PLrnoK : Russia / Poccm, 
Batch No I : V2601077 

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

: 040003410133 
Date of Analysis / 

22.05 .2026 
AnaJIUTH'lecKuii OT'leT .N'!! llaTa anaJiuJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
,UaTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlpoH3BOACTBeuuan : MNB/05/263 

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

JIUQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H,u: JIIl-N2(004669)-(Pr-RU)-190224 
PIL version approved: / MnCTPYKU:HH YTBep,KJJ.eua: 21.04.2025 

Pa2e 10 of 11 / CTo. 10 03 11 
API name/ HauMeuosauue AWC: Ketorolac tromethamine / KeTOPOJiaKa TDOMeTaMHH 
INN /MHH: Ketorolac / KeTOoonaK 
API manufacturer batch number / ABSH006408, ABSH006409 
HoMep cepuu npouJBOAHTeJIH AWC: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTauu:uu npon3BOAHTeJIH FESA00588, FESA00589 
rJiw: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
IlpOH3BOAHTCJIL Awe, CTpana: .D:-p PeMH1C Jla6opaTOpHC JlT)].., HH)].1151 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
manufacturing site I Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
site I MNB/05/263) I 
HauMeuosauue, aApec, Jiuu:eu3HH )],JIH .D:-p PeMH'c Jla6oparnp11c JlT)].., HHJJ.1151, ITpomBOJJ.CTBettttoe 
IlponJBO)],CTBenuaH nJiom:aAKa / IlJiom:aAKa no,l1,pa3,l1,enemie-6, Bmrn. Kxonh, Hanarapx PoyA, oa,!Ul,H, .D:11CTpHKT 
K0HTP0JIH Ka'leCTBa / IIJIOLQa)],Ka BLIDYCKa Conatt, X.IT., 173205, HttJJ.mI (nm{eH3H51 ttoMep 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 
IlpuMe'laHue: TTpouyKT cooTBeTcTByeT Tpe6oBaHIDJM H)l 3aKJHO'leHue: O,ll.OliPEHO 

Prepared by / 
I1onrornsnetto : Ashish 
Kumar 

~ 

Date I 
JJ:arn: 22 .05.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Oponepetto: Rama TiposepeHo (AOK): 0.n.o6peHo: 06ecne'leH1-1e Kal!ecrna/OrneTcTBeHHoe 
Kant w Ajay Kumar Srivastava JJHUO: ~ ·J..oJ \CQ,t,J~ 

-Pn \ .,--
Date I Date/ I Date I 
JJ:arn: 22.05 .2026 JJ:arn: 22.05.2026 JJ:arn: 

Registered Offi ce: 8-2-337, Road No . 3, Banj;ira 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.Raddy's~~• 
CERTIFICATE OF ANALYSIS 

CEPTH~Ji1KATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalaga rh Road, Baddi, 
Distt. Solan, H.P., 73 205, INDIA 
Tei : +91 98166 56001-02 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlOOJlVKT: KeTOOOJI® 3Kcnpecc (KeTopoJlatc) Ta6J1eT1m, .r.ncnepnl))yeMble B UOJIOCTH pTa, 10 Mr 
Market/ PLIHOK : Russia / Pocci,rn 
Batch No/ 

: V2601077 Batch Quantity / 36,00,000 tab/ 
CeouH .N'!! O61>eM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003410133 Date of Analysis / 
22.05.2026 AuaJIHTH'leCKHii OT'leT .M! ,l(ara auaJIHJa 

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

04/2028 ,l(ara noonlB0/.lCTBa roneu JlO 

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

: JIIl-.M!(004669)-(Pr-RU) 
JIHQeH3HH .M! 
Analysis performed according ND:/ Auamt3 npoBe)J.en no M: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / liucrnvtcQHH VTBep,KJJ.ena: 21.04.2025 

Page 11 of 11 / CTp. 11 HJ 11 
3aKJIIO'IeHHe O COOTBCTCTBHH: «HacT05IllJJIM 5I rro,n:TBep)l(,n:aIO, 'ITO rrpRBe,n:eHHa5I BhIIlle HH<pOpMau1rn 5IBJrneTC5I 

)lOCTOBepHOli H TOl:JEIOH. 3Ta cep1rn npo.nyK~EIH npOH3Be,D;eHa (BKmo1.1a51 ynaKOBKY (MapKHpOBKy) li KO.HTpOJib 

Kat.JeCTBa) 1-Ia BbIIIJeyKaJaHHOH rrpOH3BO,D;CTBeHHOM TIJIOilla)lKe (nrroma,uKax) B TIOJJHOM COOTBeTCTBlHI C 

Tpe6onaHH5lMH ITpaBJifJT Ha.nrre:>Ka~ei-i npoH3B0.UCTBeHHOH rrpaKTHl<H Eapa.3HHCKOrO 3KOHOM.If9.eCKOro COI03a R 

Tpe6oB3HH5IMH KOHTpOJUJ Ka"CJeCTBa JieKapcTBeHAbIX cpencTB, a TaK)l(e B COOTBeTCTBRH co crreumpRKaUR5IMR, 

co,n:ep)l(aIIJ;RMHC5I B perRcTpaUROHHOM )],OCbe CTpaHbI-RMIIOpTepa. 3am-ICH no rrpoli3B0.ll:CTBY, ynaKOBKe M aHanmy 

rrpoaepeHhI, M ycTaHOBJJeHO HX COOTBeTCTBHe rpe6oBamrnM ITpaBRJI Ha)],Jie)l(ametl: rrpOM3B0)],CTBeHHOli npaKTRiill 

EBpa3RliCKOro 3KOHOMHt.JeCKOro COI03a». 

Remarks : The Product confirms to ND/ 

'

'Conclusion : APPROVED / 
OpuMe'laHue: TTpo,n:yKT cooTBeTcTByeT Tpe6osaHH.llM HA 3aicJJio•1e1rne: O,ll,06PEHO 

Prepared by/ 
TTo.nroToBJ1e110: Ashish 
Kumar 

~ 
Date/ 
Aarn: 22.05.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITposepeHo: Rama npoeepeHo (AOK): O.no6peHo: O6ecneqem,1e Kat.J.ecTBa/OTBeTCTBeHHoe 
Kant 

~ 
Ajay Kumar Srivastava JlHUO :~ \ ~ ~ 

-Pn J-
Date / Date/ !Date / 
)laTa: 22.05.2026 L(arn: 22.05.2026 L(ara: 

Registered Office: 8-2-337, Road No. 3, BanJara Hills, Hyderabad - 500034 .. Telangana, India 
Tel: +91 40 4900 2900, Fax: +91404900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 


