
•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANAL SIS 

CEPTH~HKATAHAJill3A 

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 
IIPOlIYICT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, lIHCneprnpyeMhle B DOJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Poccm1 
Batch No I 

: V2501010 
Batch Quantity / 3600000 tab/ 

CepnH N2 O6'beM cepnn 3600000 Ta6 
Analytical Report No/ 

: 040002943979 
Date of Analysis / 

27.05.2025 
AnaJIHTH'leCKHH OT'leT N!! llaTa auaJIH3a 
Date of Manufacture / 

: 05/2025 
Date of Expiry / 

04/2027 
.l{aTa npOH3B0lICTBa rolleH lIO 
Mfg. License No./ 

MA number:/ JIII-N!!(004669)-(Pr-
IlpoH3BOlICTBeunaH : MNB/05/263 
JIHUeH3HH N!! 

HoMepPY RU) 

Analysis performed accordin2 ND:/ AnaJIH3 npoBellen no Hll: JIII-N!!(004669)-(Pr-RU)-190224 

Pa2e 1 of 9 I CTp. 1 HJ 9 
No 

Test/ IloKaJaTeJlb Results/ PeJyJ1bT3TbI Specification / HopMa 
.N'!! 

I Description/ Onncaune Light yellow round flat beveled Light yellow round flat beveled tablets 
tablets with "I" debossed on one with "I" debossed on one side. / Kpyrnh1e 
side. / Kpyrnhie nnocKHe ImOCKHe Ta6neTKH c qiacKoii, caerno-
Ta6neTKH c qiacKoii, cserno- )KeJlTOfO UBeTa c rpaBttpOBKoii «I» Ha 
)KeJJTOro UBeTa C rpaBHpOBKOH O.l].HOH CTOpOHe. 
«I» Ha OJJ.HOH cTopoHe. 

2 Identification / lbeuTn4'nKa11uS1 

Ketorolac I KemoponaK Complies / CoorneTcrnyeT UV spectra of the test solution and 
ketorolac tromethamine standard solution 
should have peaks at the same wavelength 
(± 2 run). I Y<I>-cneKTphI nornomeHH.H 
HCCThITyeMoro pacrnopa H pacrnopa 
CTaH.D.apTHOro 06pa3ua KeTOponaKa 
TpOMeTaMHHa .l].OJl)KHbl HMeTh 
MaKCHMYMbl npH 0.l].HOH H TOH )Ke .ll.JlHHe 
BOJlHhl (± 2 HM). 

Remarks: The Product conforms to ND/ Conclusion: APPROVED / 
l1pwMeqauHe: l1POlIYKT cooTBeTcrnyeT Tpe6oaauw.HM H,[( 3aKmoqenHe: Oj(OJiPEHO 
Prepared by I Checked by/ Approved by: Manager/Executive / 
11oAroTOBJieuo: Ramakant IIpoBepeuo: Pardeep Kumar 0Ao6peuo: Meue,LVKep I PyKoBOlIHTem, 

~ <::>f Amit Kumar \.... 
I :i:: .~/ 

Reprint Date / Reprint Date / Reprint Date / 
., 

.l{arn: 27.05.2025 ,lJ;aTa: 27.05.2025 ,[(am: 27.05.2025 

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

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

CEPTH~HKATAHAJill3A 

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 
llpO.l(YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .l(HCneprupyeMble s D0JI0CTH pTa, 10 Mr 
Market / PhrnOK : Russia / Poccm1 
Batch No/ 

: V2501010 
Batch Quantity / 3600000 tab/ 

CepuH.N'!! O6'heM cepuu 3600000 Ta6 
Analytical Report No/ 

: 040002943979 
Date of Analysis / 

27.05.2025 
AnaJiuTuqecKuii oTqeT .N'!! )laTa auaJIHJa 
Date of Manufacture / 

: 05/2025 
Date of Expiry / 

04/2027 
.I(aTa npOH3B0.l(CTBa ro.l(eH .1(0 

Mfg. License No./ 
MA number:/ JIII-N!!(004669)-(Pr-

llpouJBO.l(CTBeuuaH : MNB/05/263 
HoMepPY RU) 

JIHQeH3HH N!! 
Analysis performed accordin2 ND:/ AnaJIH3 npose.l(en no 11,l.(: JIII-N!!(004669)-(Pr-RU)-190224 

Pa2e 2 of 9 I CTp. 2 HJ 9 
No 

Test/ IloKaJaTeJib Results/ PeJyJibT8Tbl Specification / HopMa 
.N'! 

Complies I 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). / BpeM» y.nep)lurnamui: 
OCHOBHOro IlHKa Ha xpoMaTorpaMMe 
HCilhITyeMoro pacTBopa .D,OJDKHO 

COOTBeTCTBOBaTb BpeMeHJof y.nep)l(HBaHHR 

OCHOBHOro nmca Ha xpoMaTorpaMMe 

pacTBopa CTaH.napTHOro 06pa3ua 
KeTopoJiaKa TpOMeTaMHHa (paJ,neJI 
«Komi:<IecTBeHHoe onpe.neJieHHe»). 

Remarks: The Product conforms to ND/ Conclusion: APPROVED I 
IlpHMe'-laHHe: Ilpo,ll;yKT cooTBeTcTByeT Tµe6osaHm1M H,[( 3aKmoqeuue: O.I(OEPEHO 
Prepared by / Checked by I Approved by: Manager/Executive/ 
Ilo,ll;roTOBJieHo: Ramakant ITposepetto: Pardeep Kumar O,1J;o6petto: Mette.[l.)Kep / PyKoBO,ll;HTem, 

~~ ~.£ Amit Kumar -~~ '-' 

Reprint Date / \ Reprint Date / Reprint Date / 
,L{am: 27.05.2025 )lam: 27.05.2025 ,[(am: 27.05.2025 

Registered Office: 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, F;;x: +9140 4900 2999, Email : mail@drreddys.com 

CIN:L85195AP1984PLC004507 
www.drreddys .com 



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

CEPTH~ID{ATAHAJIH3A 

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

T2!: "·91S-216656001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ill>OD.YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, D,ncneprupyeMbte s noJIOCTH pTa, 10 Mr 
Market/ PbIHOK : Russia / Poccm1 
Batch No/ 

: V2501010 
Batch Quantity / 3600000 tab/ 

Cepuu .N'!! O6oeM cepuu 3600000 rn6 
Analytical Report No/ 

: 040002943979 
Date of Analysis/ 

27.05.2025 
AuaJIHTll'lecKuu 0T'leT .N'!! ,UaTa auaJiu3a 
Date of Manufacture / 

: 05/2025 
Date of Expiry / 04/2027 

,l(aTa npOH3B0ll,CTBa roD,eH JlO 
Mfg. License No. / 

MA number: I JITI-.N'!!(004669)-(Pr-
Ilpou3BO)J,CTBeuuaH : MNB/05/263 
JUIU:eH3UH .M! 

HoMepPY RU) 

Analysis performed according ND:/ AuaJiu3 npose}leu no H.ZJ:: Jill-.N'!!(004669)-(Pr-RU)-190224 

No 
N!! 

Test/ IloKaJaTeJlb 

Butylhydroxyaniso/e I 
Eymw12uopoKCUaHU30JI 

Results/ PeJyJ1bTaTb1 

Complies / CoorneTcrnyeT 

Remarks: The Product conforms to ND/ 
ITp11Me'-lam1e: ITpo,D,yKT cooTBeTcrnveT Tpe6osaHHSIM H.[{ 
Prepared by I Checked by/ 
ITo,D,rOTOBnetto: Ramakant ITposepetto: Pardeep Kumar 

t\~ c--,f 
\ ~-

Reprint Date / Reprint Date / 
.[{aTa: 27.05.2025 .[{am: 27.05.2025 

Page 3 of 9 / CTp. 3 H3 9 

Specification / HopMa 

The retention times of 2-
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)lep)l(1,rnamrn m1K0B 
2-6ynrnrn.apoKcHaHH30Jia 11 

3-6yTHJirH)lpOKCHaHH30Jia Ha 
xpoMaTorpaMMe HCilhITyeMoro paCTBOpa 
,l],OJl)l(Hhl COOTBeTCTBOBaTb BpeMeHaM 
yJJ,ep)l(HBaHJrn: UHKOB 
2-6yrHJirHJJ,pOKCHaHH30Jla H 

3-6yTMrH)lpOKCHaHH30Jla Ha 
xpoMaTorpaMMe pacrnopa crnttAapTHoro 
o6pa3ua 6yrnnrnJJ,pOKCHaHmona (pa3JJ,eJI 
«Co,1J,ep)l(aH11e 
6yrHJirH)lpOKCHaHH30Jia» ). 

Conclusion: APPROVED/ 
3aKJI1011euue: O.IJ;OliPEHO 
Approved by: Manager/Executive / 
O,D,o6petto: Mette,II)Kep / PyKOBO)],HTenh 
Amit Kumar \.. 

j\_--.---
Reprint Date / I 

.D;ara: 27.05.2025 

Registered Office: 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fux: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH~IIKATAHAJIH3A 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoayKT: KeTopo.11 3Kcnpecc (KeTOPOJla.K) Ta6JieTKH, JlllC.nepnmveMhlC e DOJIOCTH PTa. 10 Mr 
Market / P1.rnoK : Russia I Pocciui 
Batch No/ 

: V2501010 
Batch Quantity / 3600000 tab/ 

Cepun.N"!! O6beM cepnn 3600000 m6 

Analytic~l Report No/ 
: 040002943979 

Date of Analysis / 
27.05.2025 

AnaJiunfllec1mii OT'IeT .N'!! ,ll.a-ra auaJiu3a 
Date of Manufacture / 

: 05/2025 
Date of Expiry/ 

04/2027 
.ll.aTa npOH3B0)l;CTBa ro)l;eH il:O 
Mfg. License No./ 

MA number:/ .JIII-.N'!!(004669}-(Pr-
Ilpou3BO~CTBeuuan : MNB/05/263 
JIHUeH3HjJ .N'!! 

HoMepPY RU) 

Analysis performed according ND:/ AnaJIH3 npoeeaeu no H.lf.: JIII-.N'!!(004669)-(Pf'-RU)-190224 

Pai!e 4 of9 / CTP. 4 H3 9 
No 

Test/ IloKa1aTeJ1b Results/ Pe1yJ1bTaTbl Specification / HopMa 
N!! 

3 Average weight/ CpeJlHHH 69.9 mg/ 69.9 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). I 
Macca 

Complies / CooTBeTcTByeT 
OT 67,2 Mr AO 72,8 Mr (70,0 Mr± 4,0 %). 

Uniformity of weight/ 18/20 tablets - not more than ± 10 %; 
0)lHOpOAHOCTb MaCCbl 2/20 tablets - not more than ± 20 %. / 

18/20 Ta6neTOK - He 6onee ± 10%; 
2/20 rn6neToK - He 6onee ± 20 %. 

4 Disintegration time/ 00 min 19 sec/ 00 MHH 19 ceK Not more than 3 min. I He 6onee 3 MHH. 
PacnaAaeMOCTb 

5 Dissolution / PaCTsopeuue Unit- I / Ta6n- l 100% Not less than 75 % (Q) of 

Unit-2 / Ta6n-2 99% 
C1sH13N03•C4H11N03 (ketorolac 
tromethamine) in 15 min. / He Mettee 

Unit-3 / Ta6n-3 94% 75% (Q) C1sH13N03•C4H11N03 

Unit-4 / Ta6n-4 93 % 
(KeTOponaKa TpOMeTaMHH) qepe3 15 MHH. 

Unit-5 / Ta6n-5 98 % 

Unil 6 / Tu6J1 6 98 % 

Remarks: The Product conforms to ND/ Conclusion: APPROVED I 
l1p11Me1.JaH1-1.e: IlpOAYKT cooTBeTcrnyeT Tpe6oBaHHHM H.D; 3aKJIIO'leuue: O)I:O:EPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive / 
l10.n.roTOBJieHo: Ramakant IlpoBepetto: Pardeep Kumar OAo6petto: MeHe,LVKep I PyKoBOAMTeJih 

M~ =( Amit Kumar 
/\~ ' - , 

Reprint Date I ' Reprint Date / Reprint Date / 
)];am: 27.05.2025 )];am: 27.05.2025 )];am: 27.05 .2025 

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: L8519SAP1984PLC004507 
www.drreddys.com 



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

CEPTH<l>HKA T AHAJIH3A 

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

Tel : +9198166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,a:yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )lllCITeprnpyeMb(e B DOJI0CTH pTa. 10 Mr 
Market / PbIHOK : Russia / Pocciu1 
Batch No/ 

: V2501010 
Batch Quantity/ 3600000 tab/ 

CepuH M! O6'beM cepnu 3600000 m6 
Analytical Report No I 

: 040002943979 
Date of Analysis / 

27.05.2025 
AuaJIHTlf'lfecKuit oT<1eT .N'2 ,ll.aTa auaJIH3a 
Date of Manufacture / 

: 05/2025 
Date of Expiry / 

04/2027 
,ll.aTa npOH3B0,UCTBa ro,l.(en ,1.(0 
Mfg. License No. I 

MA number:/ .JIII-.N'2(004669)-(Pr-
Ilpou3so.a:cTBeuuaH : MNB/05/263 

HoMepPY RU) 
JIHQeH3Hfl .N'!! 

Analysis performed according ND:/ AnaJiu3 npose.a:eu no H,ll.: .JIII-.N"2(004669)-(Pr-RU)-190224 

Pa2:e 5 of9 / CTp. 5 HJ 9 
No 

Test/ IloKaJaTeJ11> Results / PeJyJ11>TaT1>1 Specification / HopMa 
.N'! 

6 Particle size distribution/ Complies I CoorneTcrnyeT A uniform suspension passing through a 
,z:t:ucnepcuocTb 710 µm sieve is formed. / O6pa3yeTc.H 

O,!J,HOpo.ntta.ll cycrrett3H.ll, rrpOXO,lUIIUa.ll 
CKB03b CHTO C pa3MepoM ornepcTHH 
710 MKM. 

7 Impurities / IlpnMecu 

I-hydroxy analog of Below LOQ (LOQ =0.032 %) / not more than 0.5 %; I He 6oJiee 0,5 %; 
ketorolac: / HmKe rrpe,neJia KOJIHlleCTBeHHOro 
1-rH,npOKCHaHaJIOr orrpe.u,eJieHH.H (IlKO = 0.032 %) 
KeTopoJiaKa 

1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He 6oJJee 0,8 %; 
1-KeTOaHaJIOr KeTOpOJiaKa 

unidentified impurity / 0.01% not more than 0.5 %; / ue 6oJiee 0,5 %; 
e,nHHHllHa.ll 
HeH.u,eHniq>HUHpOBaHHa.ll 
IIpHMeCh 

total impurities / 0.1% not more than 1.0 %. I He 6oJiee 1,0 %. 
CYMMa rrp0Mecei1 

8 Water content/ 2.4 % Not more than 7.0 %. / 
Co.a:epm:auue BO,!J,bl He 6oJiee 7,0 %. 

Remarks: The Product conforms to ND/ Conclusion: APPROVED / 
I1p11Mel.laH11e: Ilpo,n:yKT coorneTcrnyeT Tpe6oBaHH.HM H,[( 3aKJIIO'leuue: O,ll.OEPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive/ 
ITo,z:i;roTOBJietto: Ramakant Ilposepetto: Pardeep Kumar O.z:i;o6petto: Mette)];)Kep / PyKoBOAHTem 

Reprint Date I 
,[(aTa: 27.05.2025 

~~ =l 
Amit Kumar 

Reprint Date / Reprint Date / 
)lam: 27.05.2025 ,[(am: 27.05.2025 

Registered Office : 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJilI3A 

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

Tel: t91 98166 56001-02 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAYKT: KeTopoJI® 3tccnpecc (KeTopoJiaK) Ta6nenrn, 1.u1crrepn1pyel'ltb1e B noJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Poccm1 
Batch No/ 

: V2501010 
Batch Quantity/ 3600000 tab / 

Ceptrn .N°!! O6'beM cepnn 3600000 rn6 
Analytic~l Report No/ 

: 040002943979 
Date of Analysis / 

27.05.2025 
AnaJIHTlf'tecKHH OPieT .N'!! J{aTa auaJiu1a 
Date of Manufacture / 

: 05/2025 
Date of Expiry / 

04/2027 
,11,aTa npOU3BOACTBa ro]\eH AO 
Mfg. License No. / 

MA number:/ JIII-.N'2(004669)-(Pr-
IIpou1soi.cTBeunaH : MNB/05/263 
JIHUeH3Hfl .N'!! 

HoMepPY RU) 

Analysis performed according ND: / AuaJIH3 nposeAeH no HJ{: Jll].-.Mi(004669)-(Pr-RU)-190224 

Page 6 of 9 / CTp. 6 H3 9 
No 

Test / Iloica1aTem, Results I Pe1ym,TaTbl Specification / HopMa 
N!! 

9 Residual solvents/ OcTaToqnbJe oprauuqecicue paCTBopuTeJlu 

Isopropyl alcohol / 5 µg/tab / Not more than 350 µg/tab. I 
I-faonponaHoJI 5 MKr e Ta6JieTKe He 6onee 350 MKr B Ta6JieTKe. 

10 Microbiological purity*/ Mnicpo6uoJ1ornl.fecicaS1 qncToTa* 

Total Aerobic Microbial not more than 103 CFU/g; / 
Count I o6mee 'IHCJIO 

NA 
He 6onee 103 KOE/r; 

a3p06HhlX MHKpo-
opramnM0R 

Total Combined Yeast and not more than 102 CFU/g; / 
mold count / o6mee 'IHCJIO 

NA 
He 6onee 102 KOE/r; 

.IJ.PO)K)KeBhIX J,I TTJieCHeBb[X 
rpH60B 

Escherichia Coli 
NA 

shell be absent in 1 gram. / 
OTC)'TCTBHe a 1 r. 

11 Uniformity of dosage units/ 3.1 Acceptance value (AV) not more than 

O.nuopO.D.HOCTb 15.0 TI0Ka1aTeJih npHeMneMocrn (AV) 
.IJ.03HposaHHblX e.nHHHU .IJ.OJI)KeH 6hITh He 6onee 15,0 . 

Remarks: The Product conforms to ND/ Conclusion: APPROVED I 
IlpnMeGattne: Ilpo,D,yKT cooTBeTcTBveT Tpe6osamrnM H,[( 3atcmoqeuue: O.UOEPEHO 
Prepared by I Checked by/ Approved by: Manager/Executive / 
Ilo,D,roTosnetto: Ramakant Ilposepetto: Pardeep Kumar O,D,o6petto: Mette)],)Kep / PyKoso,D,nTeJih 

~~ =J - Amit Kumar L 

.t--~ 
Reprint Date / 

I 
Reprint Date / 

. 
Reprint Date / 

,Zlarn: 27.05.2025 .n;arn: 27.05.2025 ,Zlarn: 27.05.2025 

Registered Office: 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034,. Telangana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· 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, INDIA 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpoi:.VKT: KeTopoJJ® 3Kcnpecc (KeTopoJJaK} Ta6JJeTKH, i:.ncneprupyeMbie B noJJOCTH pTa, 10 Mr 
Market I PhIHOK : Russia I Pocc1rn 
Batch No/ 

: V2501010 
Batch Quantity / 3600000 tab / 

Cepm1.N'!! O6'beM cepuu 3600000 Ta6 
Analytical Report No/ 

: 040002943979 
Date of Analysis / 

27.05.2025 
AnaJJHTH'leCKHii OT'IeT N!! ,UaTa auaJJH3a 
Date of Manufacture / 

: 05/2025 
Date of Expiry / 

04/2027 ,l(aTa npOH3B0)J;CTBa ro;::i;eu i:.o 
Mfg. License No./ 

MA number:/ JIIl-N!!(004669)-(Pr-IlpOH3BO)J;CTBeunaH : MNB/05/263 
HoMepPY RU) JJHQeH3Hfl N!! 

Analysis performed according ND:/ AnaJJH3 npoee;::i;eu no H,l(: JIIl-.N"!!(004669)-(Pr-RU)-190224 

No 
.N'! 

12 

13 

Test I IloKaJaTeJib 

Assay / KoJIHtteCTBeuuoe 
onpe,n:eJieuHe 

Butylhydroxyanisole 

Results / Pe1yJ1bTaTbl 

10.0 mg I 10.0 Mr 
(100.0 %) 

Page 7 of9 / CTp. 7 H3 9 

Specification / HopMa 

From 9.0 mg to 11.0 mg of 
C1sH13NO3•C4H11NO3 (ketorolac 
tromethamine) (from 90.0 to 110.0 % of 
the label claim) per tablet. / OT 9,0 Mr .n:o 
11,0 Mr C1sH13NQ3•C4H11NO3 
(KeTOpOJiaKa TPOMeTaMHH) (OT 90,0 JlO 

110,0 % OT Ja»BJieHHOro KOJIH"!eCTBa) a 
Ta6JieTKe. 

content / Co.n:ep,icauue 
0.0962 mg/tab I 

0.0962 Mrs Ta6JieTKe 
Not less than 0.042 mg/tab./ 
He Mettee 0,042 Mr a Ta6JieTKe. 

14 

6YTHJ1n1.n:poKcnaumoJ1a 

Package description / 
Onucattne ynaKOBKH 

10 tablets m a blister of 
(P Al AL/PE with 
desiccant/HOPE) foil// (PE/AL) 
foil. 2 blisters with patient 
information leaflet in a carton 
pack. / Ilo 10 Ta6neTOK s 
6JIHCTepe H3 (IIA/ AJI/I13 c 
BJiaronornornTeJieM/I13BI1) 
q>onhrn II (I13/ AJI) qionhrn. Ilo 
2 6JIHCTepa BMecTe c JIHCTKOM-
BKJiaJlbIIIIeM 
KapTOHH)'IO. 

B 

10 tablets in a blister of (P Al AL/PE with 
desiccant/HOPE) foil// (PE/AL) foil. 1 or 
2 blisters with patient information leaflet 
in a carton pack. / Ilo 10 Ta6JieTOK a 
6nncTepe HJ (IIA/ AJI/I13 c 
snaronornornTeJieM/I13BI1) qionhrn // 
(I13/AJI) q>OJibrH. Ilo 1 HJIH 2 6JIHCTepa 
BMeCTe C JIHCTKOM-BKJiaJlbJIIIeM B na'IKY 
KapT0HHYJO. 

Remarks: The Product conforms to ND/ Conclusion: APPROVED / 
Ilp11Me1Iam1e: Ilpo,ri;yKT coorneTcrnyeT Tpe6oaaum1M H.[( 3aKJJIO'lenue: O,UOEPEHO 
Prepared by I Checked by I Approved by: Manager/Executive / 
IIo.ri;rornBneuo: Ramakant IIpoBepeuo: Pardeep Kumar O,D,o6peuo: Meue)])Kep I PyKoBO,D,HTenh 

Reprint Date / 
.[(am: 27.05.2025 

~ =! Amit Kumar 

< 
Reprint Date / Reprint Date / 
.[(am: 27.05.2025 .[(am: 27.05.2025 

Registered Office : 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034,. Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTD<I>HKAT AHAJIH3A 

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 
IlpOJJ.VKT: KeropoJI® 31ecnpecc (rceropoJiaK} Ta6JJeT1m, ,11ncnepn1pyeMb1e B DOJIOCTH pTa, 10 Mr 
Market / PMuorc : Russia / Poccm1 
Batch No/ 

: V2501010 Batch Quantity / 3600000 tab / 
Cepusr .N"!! O6'beM cepnn 3600000 Ta6 
Analytical Report No I 

: 040002943979 
Date of Analysis / 27.05.2025 

AnaJIHTll'lecrcuii oTqeT .N'!! llaTa auaJIH3a 
Date of Manufacture / 

: 05/2025 
Date of Expiry / 04/2027 

llaTa npo113so,11CTBa ro,11eu,110 
Mfg. License No./ 

MA number:/ JIII-.N'!!(004669)-(Pr-
IlpOH3B0,IICTBeHH3H : MNB/05/263 

HoMepPY RU) 
JIHD;eH3HH .N'!! 
Analvsis performed according ND:/ AuaJJH3 npose,11eu no H,11;: JIII-.N'!!(004669)-(Pr-RU)-190224 
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* 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. 
* Opn Bhmycice JieicapCTseuuoro npenapaTa icouTpOJib icaqecTBa no noica1aTeJ1JO «Mnicpo6noJ1ornlfecicast 
lfHCTOTa» npOBO,IIHTCH ,IIJISI Ka,ic,aoii 20-oii cepnn, HJIH ,IIJISI 0,IIHOH cepnn B ro,11, B 33BUCUMOCTU OT Toro, lfTO 
uacTynnT paubrne. 

API name/ HanMenoeaune A<I>C: Ketorolac tromethamine I KeTOponaKa TpoMeTaMHH 
INN/MHH: Ketorolac I KeTOponaK 
API manufacturer batch number / 

ABSH001016 
HoMep cepun nponJBOJJ.HTeJIH A<I>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTanu;uu npoH3BOJJ.HTeJIH FESA00165 
r JI<I>: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India/ 
IIpoHJBOJJ.HTeJIL A<I>C, cTpaua: ,D;-p PeM»'c Jla6opaTOpMC JlTJJ.., l1HJJ.HH 
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 
HanMeHOB3HHe, 3JJ.pec, JIUD;eH3HH JJ.JISI ,D;-p PeM»'c Jla6opaTOpttc JlTJJ.., l1HJJ.HH, TTpo»3BOJJ.CTBeHttoe 
IlpOH3BOJJ.CTBeHHaH UJIOI.D;3JJ.K3 / IlJJOID;aJ].Ka TIOJJ.pa3JJ.eJ1eH»e-6, Bttnn. Kxonb, Hanarapx PoyJJ., EaM», ~»cTpHKT 
KOHTPOJIH rcaqecTBa / IlJIOID;aJ].Ka Bhmycrca ConaH, x.n., 173205, l1HJJ.HH (nm..(eH3HH HOMep MNB/05/263) 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of 

Remarks: The Product conforms to ND/ Conclusion: APPROVED / 
IIp»MetJaH»e: IlpOJJ.YKT cooTBeTcTByeT Tpe6osaHHHM H,D; 3a1emoqeuue: O)lOEPEHO 
Prepared by I Checked by/ Approved by: Manager/Executive / 
IloJJ.rOTOBJietto: Ramakant Ilposepetto: Pardeep Kumar OJJ.o6petto: Mette)].)Kep / PyKoBOJJ.HTeJib 

~ 
Reprint Date / 

I 

~am: 27.05.2025 

cl-:-
Amit Kumar 

Reprint Date / Reprint Date / 
,[(am: 27.05.2025 )];am: 27.05.2025 

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 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALY IS 

EPTH<l>IIKAT AHAJilJ3A 

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 
llpo.uv1n: l{eropoJI® 3Kcnpecc (KeTopoJiaK) Ta6Jiencu, .uncnepruoveMb1e B noJiocTu pTa, 10 Mr 
Market / hrnoK : Russia / Pocc1,rn 
Batch No/ 

: V2501010 
Batch Quantity / 3600000 tab I 

CepHH .N"!? O6'beM cepnu 3600000 Ta6 
Analytic~l Report No/ 

: 040002943979 
Date of Analysis / 

27.05 .2025 
AuaJIHTlf'lecKHH oTqeT .N'!! ,UaTa auaJiu3a 
Date of Manufacture/ 

: 05/2025 
Date of Expiry / 

04/2027 
)].a Ta D pO113 B0JJ,CTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ JIII-N2(004669)-(Pr-
llpou3BO./lCTBeuuaH : MNB/05/263 

HoMepPY RU) 
Jlll llCIIJHSI N! 
Analysis performed according ND:/ AuaJiu3 nponeJJ,e11 no Hll: JIIl-N!!(004669)-(Pr-RU)-190224 
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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 (No. GMP/EAEU/RU/00554-2022 dt. 
02 September 2022) 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». 

3aKJIIO'ICHHe 0 C00TBCTCTBHH: «HacTOXIIJ;IIM SI IIOL(TBep)KL(aIO, qTo rrpirne.n:eHHaSI BhIIIIe HH<pOpMau:irn XBJUieTCX 
L(OCTOBepHOH H TQqHoii. 3m cepHX rrpo.n:yKUHH IIpOH3Be,n:eHa (BKJIIOqax yrraKOBKY (MapKHpOBKY) Fl KOHTpOJih 
Kaqecrna) Ha BhIIIIeyKa3aHHOH rrpOH3BO,L(CTBeHHOH IIJiorn:a,n:Ke (rrnorn:a,n:Kax) B IIOJIHOM COOTBeTCTBHH C 
Tpe6oaamrnMH ITpaBHJI Ha,n:Jie)Karn:eii rrpOH3BO,L(CTBeHHOH rrpaKTHKH EBpa3HHCKoro 3KOHOMHqecKoro COI03a (N2 
GMP/EAEU/RU/00554-2022 OT 02 ceHrn6px 2022) H Tpe6oBaHHXMH KOHTponx Kaqecrna neKapcrneHHbIX cpe,n:crn, 
a TaK)I(e B COOTBeTCTBHH co crre:u:H<pHKaUHXMH, co,n:ep)Karn:HMHCX B perHCTpa:UHOHHOM ,L(OChe CTpaHhl-HMIIOpTepa. 
3aIIHCH no rrpOH3BO,L(CTBY, yrraKOBKe H aHaJIH3Y rrpoaepeHhl, H ycrnH0BJieHO HX COOTBeTCTBHe Tpe6oBaHHXM ITpaBHJI 
Ha,n:Jie)I(arn:eif rrpOH3B0,L(CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMHqecKoro COI03a». 

Remarks: The Product conforms to ND/ Conclusion: APPROVED I 
TipHMetiaHHe: TipOAYKT C0OTBeTCTByeT Tpe6osamrnM H,[( 3aKmoqeuue: O,UOEPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive / 
Tio,n:roTOBJieHo: Ramakant TiposepeHo: Pardeep Kumar OAo6peHO: MeHe,LJ.)Kep / PyKOBOAHTeJih 

~ c---f 
Amit Kumar \_ 

!'<-'-----• 
Reprint Date I I 

Reprint Date I Reprint Date I V 

,[(am: 27.05.2025 ,[(am: 27.05.2025 ,[(am: 27.05.2025 
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