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

CEPTII <I>IIKA T AHAJIII3A 

Dr. Reddy's Laboratories Ltd 

Formulation Unit-6 
Vill . Kho!, Nalagarh Road, Baddi, 
Dis(t. So\z,n, H.P., 173 205, INDIA 

Tp l : +CJJ 9816h 56001-02 
w,vw. cJ rrecidys.corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAVKT: KeTOPOJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprH°''ei\lble B D0JI0CTU pTa, 10 111T 

Market / PblHOK : Russia / Pocclrn 

Batch No/ 
: V2502233 

Batch Quantity / 36,00,000 tab / 
CepnH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003195820 
Date of Analysis / 

26.11.2025 
AnaJiuTuqecKHH oTqeT .N'!! 11.aTa auaJIHJa 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 

09/2027 
1[aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IIponJBOACTBeuuaH : MNB/05/263 

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

JIHQeHJHH .N°!! 

Analysis performed according ND:/ AuaJIHJ npoeeAeH no H.II:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version annroved: / IIncTPYKU.HH yTeep~eua: 21.04.2025 

Pa2:e 1 of 11 / Crp. 1 m 11 
No 

Test/ IloieaJaTeJih Results/ PeJyJihTaTht Specification / HopMa x~ 
1 Description/ OnucaHne Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 

tablets with "I" debossed on one debossed on one side. I KpyrJihie IlJIOCKl1e 
side. / Kpyrnh1e nJIOCKHe Ta6JieTKH c <paCKOH, CBeTJIO-)l(eJITOro U.BeTa C 
Ta6JieTKH c q>aCKOH, caerno- rpasHpOBKOtt «I» Ha o.uHott cTopotte. 
)l(eJITOro u.seTa C rpaBHpOBKOH 
«I» Ha o.uHott cTopoHe. 

2 Identification / MJJ.eHTtt<j>uieau.uH 

Ketorolac I KemoponaK Complies I CooTBeTCTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
vt:ak.s al ll1t: sa111t: wavdcuglh (_1_ 2 mu). / Yet>-
cneKTPhI nornoruettm1 HCnhnyeMoro pacTsopa 11 
pacTBopa CTaH.UapTHOfO 06pa3u_a KeTOp0JiaKa 
TpOMeTaMHHa .1l0Jl)l(Hbl HMeTb MaKCHMYMbl npH 
0,llHOH J,{ TOH )Ke .llJlHHe BOJIHbl (± 2 HM) . 

.Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpuMe'faHHe: Ilpo.uyKT cooTBeTcTByeT TPe6oaaHIDIM H,ll; 3aKJito'fettue: O,lJ;OliPEHO 

Prepared by I 
nozoTosnetto: Yogesh 

Chauhan (/ 
'Date/ 
:,Il,aTa: _6, 11.2025 

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

TTpoaepeHo: Pravesh TiposepeHo (AOK : O.uo6peHo: 06ecne1IeHHe Ka1Iecrna/OrneTCTBeHHoe 

Rana 

i 
Am.i:tKumar Jll'! UO: 9 

f'<·r-
I Date / D ale / I Date/ 77~/ lrUJ;,s 
: ,[(am: 26.11 .20_5 ,Uara: 26.1 1.20- 5 ,Uarn: 

Registe red Oifice: S-2.-337, Road No. 3, GanjJrJ Hills, Hydcr;:ibad - 500034, Telang~nz, India 
Te l. +91 40 4900 2900, Fax: +91 ,JO 4900 2999, Email: mail@cfrredd•;s.com 

CIN: L85195AP l:J3-4PLCGo,,so, 
Vv'W'W.dr r edfrjS.('(Ji)~ 

I 



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

CEPTII <l>IIKA T AHAJilI3A 

Dr. Reddy's Laboratories Ltd . 
Forrnulatio;1 Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Disct. Solan, H.P., 173 205, INDIA 

T2!: +9:L 9'.:16h 56001-02 
wvvw.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.YKT: KeTopoJJ® 3Kcnpecc (KeTopoJJaK) Ta6JJeTKH, JJ.HCneprnpyc~n,te B UOJI0CTH pTa, 10 Mr 
Market / PLIHOK : Russia I Pocc1-rn 

Batch No/ 
: V2502233 

Batch Quantity/ 36,00,000 tab/ 
CepnH .N'!! O6beM ccplUI 36,00,000 Ta6 
Analytical Report No/ 

: 040003195820 
Date of Analysis/ 

26.11.2025 
AuaJIHTH'leCKHii OT'leT .N'!! )laTa auaJJuJa 
Date of Manufacture/ 

: 10/2025 
Date of Expiry / 

09/2027 
)laTa DPOH3B0,IJ.CTBa ro,IJ.eH JJ.O 
Mfg. License No. / 

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

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJJnJ npose,1J.eu no H,[I;: Jlll-N2(004669)-(Pr-RU)-190224 
PIL version approved: / JlucTDVKUHH YTBepm,i:i;eua: 21.04.2025 

Pa2:e 2 of 11 / C-rp. 2 HJ 11 
No 

Test I IloKaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa 
.N"! 

Complies / CooTBeTcrnyeT 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 BpeMJI yJlep)l{l,!BaHHJI OCHOBHoro ilHKa Ha 
xpoMaTOrpaMMe HCCTb!TyeMoro pacrnopa 
,!1,0JDKHO COOTBeTCTBOBaTb BpeMeHH 
y,D,ep)l(HBaHHH OCHOBHOfO TIHKa Ha 
xpoMaTorpaMMe pacrnopa CTaH,D,apTHOfO 
06pa3ua KeToponaKa rpoMeTaMHHa (pa3,D,en 
«Kom1'ieCTBeHHoe onpe,D,enett11e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe•-rnnue: Ilpo,D,yKT co0TBCTcrnycT rpc6oBaHHJIM II.D: Ja1rnioqem1e: O.Ll,OGPEIIO 

Prepared by / 

Ilo.nroroaneHo: 't:,ogesh 

Ch auhan ? 
I /, 

Date/ 

,lJ;arn: 26.11.2025 

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

TTpoaepe1m: Pravesb ITpo.BepeR0 (AOK): O,D,o6peHo: O6ecneqemie Kaqecrna/OrneTcTBeHHoe 

Rana 1 Amit Kumar m1uo: §1£ 
I'/.,,-

Date/ Date/ IDate / 'J,,7-//r~~ 
,[{am: 26.11.2025 ,lJ;arn: 26 .11.2025 ,lJ;arn: 

Registered Office: S-2-337, Road No. 3, 13anjvra Hil ls, Hvderabad - 500034, Tt=ldng~na, india 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: LS5195AP1934PLC001507 
\A'WW.dn edci·;s.con: 

I 

I 



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

CEPTM~IIKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Vi:I. Kho!, Nalagarh Road, Baddi, 

Distt. Sola n, H.P., 173 205, INDIA 

T-,1 - +q ·1 9~'."J(ifi 56001-0! 

WVNJ. d rredtiys.co m 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpOAYKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCnepn1PveMble B D0JI0CTII pTa, 10 !\ff 

Market/ PhlHOK : Russia / Poccm, 
Batch No/ 

: V2502233 
Batch Quantity / 36,00,000 tab / 

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

: 040003195820 
Date of Analysis / 26.11 .2025 

AnaJinTnqecKnii oTqeT .N"!! .II:aTa auaJIH3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 09/2027 

.II:aTa DP0H3B0ACTBa roAeH ,11;0 

Mfg. License No. / 
MA number:/ 

IIpOH3BOACTBennaH : MNB/05/263 
HoMepPY 

: JIII-.N"!!(004669}-(Pr-RU) 
JIHl{eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H,ll;: JIII-.N"!!(004669)-(Pr-RU)-190224 
PIL version approved: / MncTpyKl{HH yTBep)K,IJ;ena: 21.04.2025 

No 
.N"!! 

Test / IloKaJaTeJJb Results/ PeJyJJbTaTbt 

Page 3 of 11 / l.-Tp. 3 m 11 

Specification / HopMa 

Butylhydroxyanisole I 
Eymw12uiJpoKcuaHU30fl 

Complies I CooTBeTcTByeT 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_nep)1msamrn rr11KOB 2-
6yr11nr11ApOKc11aH11Jona 11 3-
6yrirnrnApOKCHaHH30JJa Ha xpoMarnrpaMMe 
11CilhITyeMoro pacTBopa AOJJ)l<Hhl 
COOTBeTCTBOBaTh BpeMeHaM y.nep)!<HBaHIDI 
rIHKOB 2-6yTl1JlfHAPOKCl1aHJ-130JJa 11 3-
6yr11nrIIAPOKCHaHH30JJa Ha xpoMaTOrpaMMe 
pacTBopa CTaHAaprnoro 06pa311.a 
6yr11nrnApoKc11amnona (pa3Aen «CoAep)l<aHHe 
6yr11nrnApoKcJ-1aH113ona» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpuMe'lauue: ITpoAyKT cooTBeTcTByeT Tpe6oBaHH»M H,ZJ; 3aKJJIO'lenue: 0)1:0liPEHO 

Prepared by / 
no.n.rorn:aneHo: Yogesh 
Chauhan f ;f 
Date / 
,Uarn: 26.11.2025 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TTposepeHo: Pravesh npoeepeHo (AOK): O.no6peHo: O6ecneqeHHe Kaqecrna/OTBeTcTBeHHOe 
Rana i Amit Kumar JlIJUO: ~ ,\ 

/'---~ ,/"' 
, -

Date / Date/ 'Date I ?-,7~ / /rUJ2-1 
.ll:aTa: 26.11.2025 ,ZJ;arn: 26.11.2025 )];am: 

Registere d Office: 8-2.-337, Road No. 3, Ganj~ra Hills, Hyderabad - 500034, TelangJ na, ind ia 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email : mai l@drredd'fs.com 

CIN: L851951,P .d84PLC(iO,,S07 

¼'V1i'W. c.ir rcdd·i~-cvn: 

I 



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

CEPTHWIIKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Te l : +91 % 16ti 56001-02 
www.rlrreddyo.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOl(YKT: KeTopon® 3Kcnpecc (KeTopoJiaK) Ta6neTKH, ,[(HCDepr11pyeMhie B DOJIOCTII pTa, 10 [\ff 

Market / PLIHOK : Russia / Pocc1u1 

Batch No/ 
; V2502233 

Batch Quantity / 36,00,000 tab / 
CepuH N!! O61>eM cepuu 36,00,000 rn6 
Analytical Report No/ 

; 040003195820 
Date of Analysis / 

26.11.2025 
AuanuTuqec1rnii oTqeT N!! .Ll:aTa auanu1a 
Date of Manufacture / 

: 10/2025 
Date of Expiry/ 

09/2027 
)laTa DPOH3B0,[(CTBa ro,[leH ,[(O 
Mfg. License No. / 

MA number:/ 
Ilpon3BO,[(CTBeuuaH : MNB/05/263 

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

nuueu3HH N!! 
Analysis performed according ND:/ Auanu3 nposel(eu no H)l: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HncTPYKUHH YTBep~eua: 21.04.2025 

Page 4 of 11 / CTp. 4 m 11 
No Test/ IloKa3aTeJJb Results/ Pe3yJibT3TbJ Specification / HopMa 
.N"l! 

3 Average weight/ Cpe.uusrn 69.6 mg I 69 .6 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%; 
2/20 tablets - not more than ± 20%. I 

Uniformity of weight/ 
Complies I CooTBeTcTByeT 18/20 rn6neTOK - He 6onee ± 10 %; 

O.uuopO.UHOCTb MaCCbl 2/20 rn6neToK - He 6onee ± 20 %. 

4 Disintegration time/ 00 min 22 sec / 00 Ml1H 22 ceK Not more than 3 min. I He 6onee 3 MHH. 
Pacna.uaeMOCTb 

5 Dissolution / PacTBopeuue Unit-1 / Ta6n-l 100 % Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 / Ta6n-2 97% 
(ketorolac tromethamine) in 15 min. / He Mettee 
75 % (Q) C1sH13NO3•C4H11NO3 (KeTOpOJJaKa 

Unit-3 / Ta6n-3 97% TPOMeTaMHH) qepe3 15 MHH. 

Unit-4 I Ta6n-4 97% 

Unit-5 I Ta6n-5 97% 

Unit-6 / Ta6n-6 96% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TTpnMf:1.faHnf:: TTpo.nyKT cooTReTcTRyeT TpefioR<1HttHM H,TT, .'latc.J1t01.JeHue: O)T,ONPF.HO 

Prepared by I 
Tio.uroTOaneHo: Yogesh 
Chauhan f;; 

. / 

Da te / 
;r(aTa: 26.11.2025 

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

CTpoaepeHo: Pravesh nposepet-ro (AOK): O.uo6peHo: O6ecne'!eHHe KatJeCTBa!OTBeTCTBeHHOe 

Rana 

{ 
Amit Kumar JIHUO : 

~ ;-
Date / Date / IDate / 
,D;a-ra: 26.1 1.2025 )];aTa: 26.11.2025 )];am: 

Registe red Of fice: 8-2.-337, Road No. 3, GJ njc1 rJ Hills, Hvderaba d - 50003 4, Telang;im1, India 
Te l: +91 40 4900 2900, Fax: +91 40 ~900 29 99, Email: mailG_!! d\'l'eddvs.com 

CIN :LS5193APi S34 FLC001507 
wwvv. cirredcl·p:,.cvn~ 

fil 
.. -
2 ;r/ / r !)(i 2--S I 



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

CEPTII <l>IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H P, 173 7.05, li\lDIA 

Tr.cl : +91 %1GG 56001-02 
\NWW.d rrec;d 1;~.co r,·1 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo~YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ~ucneprunveMbie B noJiocTn pTa, 10 Mr 
Market / PhlHOK : Russia / Poccm1 

Batch No/ : V2502233 
Batch Quantity / 36,00,000 tab / 

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

: 040003195820 
Date of Analysis / 26.11.2025 

AuaJ1nTu11ecKnii: 0T'leT .N'!! ,l(aTa aHaJiu3a 
Date of Manufacture / : 10/2025 

Date of Expiry / 09/2027 
,l(aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
11pon3BOACTBeHHaSI : MNB/05/263 

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

JIHqeH3HSI .N'!! 
Analysis performed according ND:/ AHaJIH3 nposeAeH no H,l(: JIII-.N'!!(004669)-(Pr-RU}-190224 
PIL version approved: / IIHcTpyKqusi VTBep~eHa: 21.04.2025 

Page 5 of 11 / CTp. 5 m 11 
No Test/ IloKaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa x~ 
6 Particle size distribution / Complies I CoorneTcTByeT A uniform suspension passing through a 710 µm 

,Ll;ncnepCHOCTb sieve is formed. I O6pa1yeTCll O,!I_HOp0,11.Hal! 
cycneHJHll, npOXO,!l_llll.l,all CKB03b CHTO 
pa3MepoM ornepCTHH 710 MKM. 

7 Impurities / IlpnMecu 

I-hydroxy analog of 0.0039 % not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / 
1-rn,npoKcttaHanor 
KeToponaKa 

1-kt:lu aualug uf k.duwla1.: / 0.06 '>a 11ul 111u1c Ll1d11 0.8 '%, / ttc Gum:,(, 0,0 %, 
1-KeToattanor KeToponaKa 

unidentified impurity / 0.02 % not more than 0.5 %; / He 6onee 0,5 %; 
e,nHHW!Hal! 
He11,neHTHqJHI.-lHPOBaHHal! 
npttMeCb 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMetJ:aHne: ITpo,11.yKT coorneTcrnyeT Tpe6oBaHlfl!M H,Il; 3aKJIIO'-lenue: O,ll.OliPEHO 

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

ITo.11.roToBneH[ : ogesh Ilp0Bepe1-10: Pravesh IJpoaeperro (AOK): O,no6petto: O6ecneqetttte Kaqecrna/OrneTcTBeHHOe 

Chauhan 1/ Rana 1 Amit Kumar m1uo: ~ v,,- ~ 

Date / Date/ Date I !Date/ }~ 7- / / r l,-Q?-{ 
}];am: 26.11.2025 }];am: 26.11 .2025 }];am: 26.11.2025 }];am: 

P.egistered Office: 8-2.-337, Road No. 3, l1anjara Hills, H'/derabad • 50003~ , Tt'i ang,rna, india 
T2I: +9140 4900 2::!00, Fax: +9140 ~900 2999, Email: mail@urreddy:;.c:om 

C 

I 



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

CEPTII <I> IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Vi:!. Kho!, Nalagarh Road, Baddi, 
Distt. Sola11, H.P., 173 205, INDIA 
T,~, • +91 C) "., J 66 5600i-02 
www.drreddys.co rn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilp0,1J,YKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKII, ,lJ,IICDeorunveMble B UOJIOCTH DTa, 10 Mr 
Market / PbIHOK : Russia / Poccm1 
Batch No/ : V2502233 

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

: 040003195820 
Date of Analysis / 26.11.2025 

AuanuTuqecKuii oyqey .N'!! ,l(aTa auanu1a 
Date of Manufacture / 

: 10/2025 
Date of Expiry/ 

09/2027 
,l(aTa DPOH3B0)].CTBa ro.11.eu )J.0 
Mfg. License No./ 

MA number:/ 
Ilpou1BO)J.CTBeHHaH : MNB/05/263 

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

JIHQeH3HH .N°!! 
Analysis performed according ND:/ Auanu1 npose.11.eu no H,l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyKQHH yTBep:,KJJ.eua: 21.04.2025 

Pa2c 6 of 11 / CT)). 6 m 11 
No 

Test I IloKa3aTeJJb Results/ Pe3yJJbTaTbt Specification / HopMa 
X2 

8 Water content/ 2.5 % Not more than 7 .0 %. / 
Co,11,epmanue B0,11,bl He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTOlfHb1e opranuqecKue pacTBopnTeJiu 

Isopropyl alcohol / 22 µg/tab / Not more than 350 µg/tab. / 
J13onponaHoJI 22 MKr B Ta6JieTKe He 6onee 350 MKr s rn6neTKe. 

Rem:u·ks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMelfaHne: Tipo,11,yKT C0OTBeTcTByeT Tpe6osaHID!M H.[( 3aKmoqeune: O.[(OliPEHO 

Prepared by I 
no)lr0TosneRo: ., ogesh 
Chauhan 

f;: 
Date/ 
.[(aTa: 26.11.2025 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
ITposepeHo: Pravesh IlposepeHo (AOK): O,11,06peHO: O6ecnelfeHue KalfeCTBa!OTBeTCTBeHHOe 
Rana i Amit Kumar rruuo: 

~ /\:--'..---
Date/ Dale/ I 

IDate / I),').- I/.,. 2-M-1-
.[(am: 26.11 .2025 /-1,aTa: 26.11.2025 )];am: 

Registered Office: 8-2.-337, Road No. 3, Ganjc1rc1 Hills, Hyde.-abad - 500034, Telang;ina, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddy,.com 

CIN: L85195AP 1.98.:iPLCG0,,507 

www.drredci;s.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTHCl>lll(AT AHAJIH3A 

Vi ii. Khol, Nalagarh Road, Baddi , 
Dist l. Solan, H. P., 173 205, !NOIA 

Tr~! : +CJJ. 981 66 56001-02 
www. drrccidys.co rn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.VKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, JJ.HCnepruoveMble n DOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / PoccJ.rn 
Batch No/ 

: V2502233 
Batch Quantity I 36,00,000 tab I 

CeonH .N'!! O61>eM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003195820 
Date of Analysis / 

26.11 .2025 
AuaJIHTH'leCKHH OT'leT .N'!! .L(aTa auaJIH3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 09/2027 

l(aTa npOH3B0JJ,CTBa roJJ,eHJJ,O 
Mfg. License No. / 

MA number:/ 
Ilpon3BOJJ.CTBeuuaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIHJ nponeJJ,eu no H.L(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKUHH YTBep,K,JJ.ena: 21.04.2025 

Pa2e 7 of 11 / Crp. 7 H3 11 
No 

Test I IToicaJaTeJih Results/ PelyJihTaThl Specification / HopMa 
.N"!! 

10 Microbiological purity*/ MuKpo6uoJionr'-lecKaH '-IHCTOTa* 

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

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6mee '-IHCJIO He 6onee 102 KOE/r: 
llPO)IOKeBhIX ),! nrrecHeBhlX 
rptt60B 

Escherichia Coli NA shell be absent in 1 gram. / 
0TCYfCTBHe B l r. 

11 Uniformity of dosage units / 3.7 Acceptance value (AV) not more than 15.0 
0JJ.HOp0,AHOCTh I1oKa3aTeJih nptteMJieMOCTH (AV) ,[lOJI)l(eH 6h1Th 
JJ.OlHpOBaHHbIX e)],HHHU He 6orree 15,0. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
OpnMe'-laHHe: Tipo.uyKT COOTBeTCTByeT TJ)e6oBaHHRM H)]; 3aKJIIO'-lenue: 0)].0liPEHO 

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

n o.n:r01'0BJICHOl. Qgesh nposepeHO: Pravesh npoaepeEio (AOK): O.no6petto: O6ecneqeHtte KaqecTBa/OTBeTCTBeHHoe 

ChauJian ~ Rana . Am.it Kumar rrttuo: ~ 1 f",.-/'~ -j 

Date / Date / Date / IDate / 1--?-1 /r-2,())~ 
):{am: 26.11.2025 JJ:aTa: 26.11.2025 )];am: 26.11.2025 JJ:arn: 

Registe red Offi ce: 8-2-337, Road No. 3, Ganjura Hills, Hyderabad - 5000:04, Te langana, india 
Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Emai l: ma il @drred dvs.co m 

CIN: L85 195,i,P l934PLCG0/>507 

Vv'w v,.1• d rre ddvs. cu n: 

I 



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

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Viii. l<ho!, Nalagarh Road, Baddi, 
Di~ct. Solan, H.P., 173 205, lf\lDIA 

Tel: +91 %.:166 56001-02 
www.drrecidys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMble B DOJIOCTU pTa, 10 Mr 
Market/ PblHOK : Russia / Poccm1 
Batch No/ 

: V2502233 
Batch Quantity/ 36,00,000 tab/ 

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

: 040003195820 
Date of Analysis / 26.11.2025 

AnaJiuTu"lecKuii oTqeT .N'!! ,UaTa auaJiuJa 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 09/2027 

,l(aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlpouJBOACTBennaH : MNB/05/263 

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

JIHQeH3UH .N'!! 

Analysis performed according ND:/ AuaJIH3 npoBeAeH no HJ(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyKQHD YTBep~eua: 21.04.2025 

Pa2:e 8 of 11 / CTp. 8 m 11 
No 

Test/ IloKaJaTeJJh Results / PeJyJ1hTaT1>1 Specification / HopMa 
.N'! 

12 Assay/ KoJ1u<tecTBeuuoe 10.0 mg I 10.0 Mr From 9.0mg to 11.0mg of 
onpe,L1eJ1euue (99.9 %) C 1sHBN03•C4H11N03 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .LIO 11,0 Mr 
C1sH13N03•C4H11N03 (Kernpo11aKa 
TpOMeTaM11H) (OT 90,0 .LIO 110,0 
3a~rn11euuoro KOJ1J1l1ecTBa) B Ta611eTKe. 

13 Butylhydroxyanisole 0.0919 mg/tab I Not less than 0.042 mg/tab. I 
content I Co.r1ep;KaH11e 0.0919 Mr B rn611eTKe He Meuee 0,042 l\ff B rn611eTKe. 
6yTHJlrH,LlpOKCUaHU30Jla 

Conda ion : APPROVED I 
3atemo•ienne: O,ll;OliPEHO 

:==========;-;;::::=======:::;;::::=======: 
Remarks : The Product confirms to ND/ 
IlpnMeqauue: Ilpo.LlyKT cooTBeTcTByeT Tpe6osamrnM H,ll; 

% 

Prepared by / Checked by/ 
[lpoeepeHo: Pravesh 

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

g::::"""( o: sh 

Date I 
,ll;arn: 26.11.2025 

ripoeep HO (AOK): 0JJ.o6peHo: 06ecne'-!em1.e Ka'-!ecTBa/OTBeTcTBeuuoe 
Rana Ami t Kumar mu.to: 

Date / 
,II,arn: 26.11.2025 

Date / -
)];am: 26.11.2025 

IDate / 
.lJ,aUI: 

Registered Office: S-2.-337, Rocld l'Jo. 3, Ganjcll"J Hills, Hyderabad - 500034, Telang,rna, llldia 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@cirredd'fs.com 

CIN: L35195hP192,4PLC00 1r507 
Vv'Vv'v,:.d rreddvs.con--! 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTHWUKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd. 

Forrnuiation Unit-5 
Viii. Kho!, Nal<Jgarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

T-.'i: : 'J1 ~~16S SEOOl-02 
www.d1-recidys.corn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOJJ.YKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, JJ,Hcneprnpycl\lblC B DOJIOCTII pTa, 10 Mr 
Market / PblHOK : Russia / Poccm, 
Batch No/ : V2502233 

Batch Quantity/ 36,00,000 tab / 
CepuH N!! O61.eM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003195820 

Date of Analysis / 26.11.2025 
AttaJinTuqecKuii oTqeT N!! J(aTa auaJiu3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry/ 09/2027 

.lJ:aTa DPOH3BOJJ.CTBa roJJ,eHJJ,O 
Mfg. License No./ 

MA number:/ 
IlpoH3B0JJ.CTBeHHaH : MNB/05/263 

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

JIHI~eu311H N!! 
Analysis performed according ND:/ AttaJIHJ npoBeJJ,eH no H.z:I:: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HttcTpyKU:HH YTBep~etta: 21.04.2025 

Page 9 of 11 / CTp. 9 m 11 
No 

Test/ IloKaJaTeJib Results/ Pe1yJibTaTbl Specification / HopMa 
.N'! 

14 Package description / 10 tablets m a blister of 10 tablets in a blister of (PA/ AL/PE with 
Onucanue ynaKOBKH (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. / flo 10 rn6neTOK B 6n11cTepe 113 
information leaflet in a carton (ITAi AJI/I13 C BJiaronornonneneM/f13B fl) 
pack. I flo 10 Ta6JieTOK B Q>OJibfl1 II (f13/AJI) Q>OJibfl1. flo 1 11Jil1 

6m1cTepe 113 (ITAi AJI/I13 C 6n11cTepa BMeCTe C Jil1CTKOM-BKJia,llb!llleM 
BJiarono rnornTeJieM/f13 8 fl) naqKy KapTOHH)'JO. 
Q>OJibfl1 // (f13/ AJI) qJOJibrtt. flo 
2 6Jil1CTepa BMeCTe c Jll1CTKOM-
BJ(Jla,!lbJWeM n 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 BbmycKe JieKapcTBeHnoro npenapaTa KOHTpOJib Ka11ecTBa no noKaJaTemo «MuKpo611onor1111ecKasi 
lfHCTOTa» npoBO,!lHTCSI JJ.JIH Ka,KJJ.OH 20-ou cepHH, HJIH JJ,JISI OJI.HOH cepHH B rOJJ., B JaBHCHMOCTH OT Toro, lfTO 
HaCTYDHT panbrne. 

Remarks : The Product confirms to ND/ C onclusion : APPROVED I 
IlpuMe11anue: ITpo,D,yKT cooTBeTcTByeT Tpe6oBaHIDIM H,[( 3atcJH01.te1rne: O,U:OliPEHO 

Prepared by I 
ITo)lroToruieHo: Yogesh 

Chauhan f;: 
Date/ 

,[(aTa: 26.11.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
TTposepcHo: Pravesh ITpoeepetto ( OK): OJJ.o6peHo: O6ecne11eH11e KaqecTBa!OTBeTCTBeHHoe 

Rana i Amit Kumar Il-11:UO: @Z 
~ 

,, 

-----
I
Date / Date/ • 'Date / ?,,7-1/~2,M,{' 
,[(aTa: 26. 11.2025 L(aTa: _6.11.2025 J];arn: 

Registered Office: 8-2-337, Road No. 3, GanjcJra Hills, Hyderabad - 500034, Telanga na, india 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984 PLC0Q!1507 
www.drreddvs.coa~ 
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•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTHwHKATAHAJIH3A 

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.uvKT: KeTopoJI® 3Kcnpecc (KeTOpOJiaK) Ta6JieTKH, ,11.ucnepruoveMhle e D0JI0CTH PTa, 10 Mr 
Market/ PhIHOK : Russia / Pocc1rn: 
Batch No/ : V2502233 Batch Quantity/ 36,00,000 tab/ 
Cepua.N"!! O6neM cepuu 36,00,000 Ta6 
Analytical Report No / : 040003195820 

Date of Analysis / 26.11.2025 
AuaJiuTuqecKnii oTqeT N2 )laTa auaJiuJa 
Date of Manufacture / : 10/2025 Date of Expiry / 09/2027 
,Il;aTa DP0H3B0,1J.CTBa ro,11.eu ,11.0 
Mfg. License No./ 

MA number:/ 
Ilpou1so,11.cTeeuuaH : MNB/05/263 

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

JIHQeH3HH .N"!! 
Analysis performed according ND:/ AuaJIHJ npoee.l{eH no H,IJ;: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKUHH YTBep3C,1J;eua: 21.04.2025 

Page 10 of 11 / CTp. 10 u1 ll 
API name/ HanMeuoeauue AWC: Ketorolac tromethamine / KeTOpoJiaKa TpoMeTaMHH 
INN /Milli: Ketorolac / KeTOpoJiaK 
API manufacturer batch number / ABSH001208, ABSH001414 
HoMep cepuu npou1eo.unTeJIH AWC: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6CTaHQHH np0H3B0,1J.HTeJIH FESAOO 169, FESAOO 1 70 
rJiw: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
IlpOH3B0,1J.HTeJib Awe, CTpaua: ,l.l;-p PeMH1C Jia6opaTOpHC JlT)].., I1H)].H.sl 
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 
IlaHMCIIODam1c, a.upcc, JIHQCll:JIIH ,11.JIH ,l.l; p PoM11'c Jiu6opuTopuc JlT)].., Hn.n.mr, Ilpornno.n.cTBermoe 
Ilpou1eo,11.cTBeuuaH nJJoIQa,11.Ka / IIJioIQa,11.Ka IIOJ1.P8.3J1.eJ1eHue-6, BuJ1J1. KxoJih, Hanarapx Pay)]., EaMH, ,D;ucTpHKT 
K0HTP0JIH Ka<JeCTBa / IIJIOIQa,11.Ka BLIDYCKa CoJiaH, x.rr., 173205, I1H)].H.sl (J1H~eH3H.s! 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 / 
1lpttMC'f3Htte: TlpOLJ)'KT COOTBeTCTByer rpe6oBaHJUIM H,ll; 3a1rn to'tett11e: O,llOl>PEHO 

Prepared by / 
ITo,llroToBJieHo: Yogesh 
Chauhan 

(/ 
Date/ 
,n:arn: 26.11.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
TTpoaepeHo: Pravesh ITpoaepetto (AOK): O,11,06perro: O6ecneqem1e Kaqecrna/OrneTCTBeHHoe 
Rana 

f 
Amit Kumar 

" 
~--

.nm.to: 

D ate/ Date/ rate / 
,n:a-ra: 26.11.2025 ,n:arn: 26.11.2025 ,[I.aw: 

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 ~;• 
Dr. Reddy's Laboratories Ltd. 
Forrnulation Unit-6 
Vi:I. Kho!, Na laga rh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

: 2! : ·! 9193166 56001-02 CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKA T AHAJIII3A www. d rred dys. com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,ny1n: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,nncnepnrnveMblC B U0JIOCTII pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 

Batch No/ : V2502233 
Batch Quantity / 36,00,000 tab / 

Cepnn.M! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No/ Date of Analysis / 
AnaJiuTuqecKuii oTqey .N"!! 

: 040003195820 
,l(aTa auaJinJa 

26.11.2025 

Date of Manufacture / : 10/2025 
Date of Expiry / 09/2027 

,l(aTa npOH3BO,nCTBa ro.neu ,no 
Mfg. License No./ 

MA number:/ 
IlpOH3BOACTBeuuan : MNB/05/263 

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

JIHQeH3HH .N°!! 
Analysis performed according ND: I AuaJIH3 npoBeAen no H,l(: Jlll-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIucTPYKQHH yTBepJKAena: 21.04.2025 

Page 11 of 11 / CTp. 11 m 11 
3aKmoqeHHe O COOTBCTCTBIUI: «HacT05II.U:HM 5[ IIO,LJ,TBep)l{,Ll,aIO, qTo rrpHBe,LJ,eHHM BbllIIe HHq>OpMaU,H5l 5lBn5leTC5l 

,Ll,OCTOBepHOH H TQqHoH. 3Ta cepH5l rrpo,LJ,yKU.HH rrpOH3Be,LJ,eHa (BKnroqa5[ yrraKOBKY (MapKHpOBKY) H KOHTpOnh 

Kaqecrna) Ha BbIIIIeyKa3aHHOH IIpOH3BO,LJ,CTBeHHOH IIJIOIIJ:a,LJ,Ke (rrnom:a,LJ,Kax) B rronHOM COOTBeTCTBHH C 

Tpe6oBaHH5IMH IlpaBHn Ha,LJ,ne)l(am:eti rrpOH3BO,LJ,CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMHqecKoro COI03a H 

Tpe6oBaHH5lMH KOHTpOAA KaqecTBa neKapCTBeHHbIX cpe,LJ,CTB, a TaK)l{e B COOTBeTCTBHH co crreu.mpHKall,H5lMH, 

CO,LJ,ep)l(am:HMHC5l B perHCTpall,HOHHOM ,LJ,OCbe CTpaHhl-HMIIOpTepa. 3am-ICH no rrpOH3BO,LJ,CTBY, yrraKOBKe H aHanH3Y 

rrpoBepeHbI, H ycTaHOBneHO HX COOTBeTCTBHe Tpe6oBaHH5IM IlpaBHn Ha,LJ,ne)l{am:eii rrpOH3B0,LJ,CTBeHHOM rrpaKTHKH 

EBpa3HHCKoro 3KOHOMHqecKoro coro3a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe<1au11e: Tipo,u_yKT COOTBeTCTByeT Tpe6oBaHIDIM H.lJ: 3aKJJ10<1eu11e: O)];OliPEHO 

Prepared by/ 

noLtrOTosner;o: ogesh 
Chauhan 

/ 
Date / 
,l1;aTa: 26.11.202-5 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
TipoaepeH.o: Pravesh f1po.Bep HO AOK): O,u_o6peuo: O6ecrret.ieHHe Kat.iecTBa/OTBeTcTBeHHoe 
Rana 1· A mit Kumar nnu.o: 

d/i) 

f\:--" ~ ,.,. 

Date / Date I Date / 
tt-7--I/---J-{l7S-Tl,aTa: 26. 11.2025 ,ll;aTa: 26.1 l.2025 .lJ:arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 


