




•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTHWIIKATAHAJIHJA 

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 
Ilpo.uyKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKU, AHCneprunveMbJe B DOJIOCTU pTa, 10 Mr 
Market/ PhlHOK : Russia / Poccm1 

Batch No/ 
: V2601014 Batch Quantity/ 36,00,000 tab I 

CepuH .N'!! O6oeM cepuu 36,00,000 Ta6 
Analytical Report No/ Date of Analysis / 
AuaJJUTU'leCKHH OT'leT .N'!! 

: 040003396895 
,llaTa auaJiu3a 18.05.2026 

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

03/2028 .UaTa DPOH3BOACTBa ro.uen .uo 
Mfg. License No. / 

MA number:/ Ilpou3BOJJ.CTBennaH : MNB/05/263 
HoMepPY : JIIl-.N'!!(004669)-(Pr-RU) 

JIUQeH3UH .N'!! 
Analysis performed according ND:/ AnaJJn3 npoeeAeH no H)l: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HncTDVKQHH YTBep)KJ),eua: 21.04.2025 

No 
.N'!! 

Test/ IloKaJaTeJJb 

Butylhydroxyanisole I 
EymUJ12uopoKCUaHU30JI 

Results/ Pe1yJJbTaTbl 

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 y;:i:ep)KHBamrn: IIHKOB 2-
6YTHJirtt;:i:pOKCHaHHJOJia tt 3-
6YTHJirHJ:J:pOKCHaHHJOJia Ha xpoMaTOrpaMMe 
HCIIhITyeMoro pacrnopa J:J:OJI)KHhl 
COOTBeTCTBOBaTh BpeMeHaM y;:i:ep)KHBaHIDI 
IIHKOB 2-6yTHnrn;:i:pOKCHaHHJOJia 11 3-
6YTHJirHJ:J:pOKC11aHHJOJia Ha xpoMaTorpaMMe 
paCTB0pa CTaH;:i:apTHOro 06pa1ua 
6YT1-rnrn;:i:poKcttaHHJona (pa1;:i:en «Co;:i:ep)KaHHe 
6YT11nrn;:i:poKcttaHmona» ). 

Remark : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe1tanue: ITpo;:i:yKT coorneTcrnyeT TPe6osaHID1M HA 3aKJJ101tenue: O.[l;OliPEHO 

1:==========;:;::=======::::;-;:::========: 
Prepared by / 

ITo;:i:rornsneHo: Y gesb 

Chauhan 

Date I 
~am: 18.05.2026 

Checked by/ 
ITpoBepeHo: Ramakant 

Date I 
)];am: 18.05.2026 

Cb ked by (AQA) I 
Opo epeH0 (AOK): 
Abhi ek Chat ban 

Date/ 
)];am: 18.05.2026 

Approved by: Quality Assurance/ Authorized person / 
O;:i:o6peHo: O6ecneqem1e Kaqecrna/OrneTCTBeHHoe 

nuuo: 

Date/ 
)];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 290CJ, Fax: +91 40 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's ~;• 

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 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.n:yKT: KeTopoJI® 3Kcnpecc (KnopoJiaK) Ta6Jienrn, .n:ucnepruoveMhle B noJiocTu pTa 10 Ml' 
Market / PblnoK : Russia / Poccm1 
Batch No/ 

: V2601014 Batch Quantity / 36,00,000 tab/ 
Cepusi .N'!! O6'heM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003396895 Date of Analysis / 
18.05.2026 AuaJiuTu11ecKuu 0T11eT .N'!! l(aTa anaJin3a 

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

03/2028 ,U,aTa npOH3B0.IJ;CTBa ro.n:eu AO 
Mfg. License No./ 

MA number:/ Ilpou3BOACTBennaH : MNB/05/263 
HoMepPY : JIII-.N'!!(004669)-(Pr-RU) 

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoeeAen no H,u,: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKQHH YTBep,KJJ,ena: 21.04.2025 

Page 4 of 11 / Crp. 4 u1 11 
No 

Test I Ilmca1aTeJJb Results/ Pe1yJ1bTaTbI Specification/ HopMa 
.N'!! 

3 Average weight/ Cpe,1J,nsu1 68 .9 mg I 68,9 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4 .0%). 
Macca OT 67,2 Mr ,!J.O 72,8 Mr (70,0 Mr± 4,0 %). 

I 

18/20 tablets - not more than ± 10%; 

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

Complies / CooTBeTcrnyeT 18/20 Ta611eTOK - He 6011ee ± 10%; 
O.uuopo,!l,HOCTb MaCCbl 

2/20 m6neTOK - He 6011ee ± 20 %. 

4 Disintegration time / 
Pacna,1J,aeMOCTb 

00 min 21 sec/ 00 MHH 21 ceK Not more than 3 min. / He 6onee 3 MHH. 

5 Dissolution / PaCTsopeune Unit-1 / Ta611-l 98 % Not less than 75 % (Q) ofC,5H13NO3•C4H11NO3 

Unit-2 / Ta6n-2 99% 
(ketorolac tromethamine) in 15 min. I He Mettee 
75 % (Q) C 1 sH 13NO3•C4H 11N03 (KernponaKa 

Unit-3 I Ta6n-3 99% TpOMemMHH) 1Iepe3 15 MHH. 

Unit-4 / Ta6n-4 97% 

Unit-5 I Ta6n-5 97% 

Unit-6 I Ta6n-6 97% 

Remarks : The Product confirms to ND/ Conclusion: APPROVED/ 
npnMe'!aHHe: Tipo,uyKT coorneTcrnyeT Tpe60Banu11M H,[( 3aKJJJO'leuue: o,n:OliPEHO 

1:=:::============;:;::::::::======~::::.==========:: 
Prepared by / 
flo.[(rOTOBJJeuo: Y gesh 
Chauhan 

Date/ 
,[(am: 18.05.2026 

Checked by/ 
Tiposepeuo: Ramakant 

4= 
Date / 
,U.arn: 18.05.2026 

Ch eked by (AQA) / 
Tip epeH0 (AOK): 
Abl hek Chauhan 

\ 
Date I 
,[(am: 18.05.2026 

Approved by: Quality Assurance/ Authorized person / 
OD.o6peHo: O6ecne4euwe Ka'!ecrna/OrneTcrneuuoe 

m,uo: Stt 1v11 tJ I 

Date / 
)].ara: 

Registered Office: 8- 2-33 7, Roarl No. 3, Banjar.i Hflls, Hyderabad • 500034, elangana, In Ia 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www drreddys. com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJill3A 

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

Tei: +919816656001-02 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ:YI.:T: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, JJ:HCneprupyeMbie e IlOJIOCTH PTa, 10 Mr 
Market/ PLrnoK : Russia / Pocc1-rn 
Batch No I 

: V2601014 
Batch Quantity/ 36,00,000 tab I 

CepuH .N'!! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003396895 
Date of Analysis / 

18.05.2026 
AuaJiuTuqecKuii oTqeT }f!! .IJ:aTa auaJiu3a 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
.IJ:aTa npOH3BOJJ:CTBa ro;::i:eu JJ:O 
Mfg. License No./ 

MA number:/ 
IlpoH3BOJJ:CTBCHHaH : MNB/05/263 

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

JIHUCH3HH N!! 
Analysis performed according ND:/ AuaJIH3 npoee,JJ:eu no H.IJ:: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKUHH VTBCP)KJJ:eua: 21.04.2025 

Page 5 of 11 / CTp. 5 H3 11 
No Test/ TioKaJaTeJib Results/ Pe1yJibTaTbI Specification / HopMa 
,N'Q 

6 Particle size distribution / Complies / CooTBeTcrnyeT A uniform suspension passing through a 710 µm 
,[(ucnepcuocTb sieve is formed. I O6pa3yeTC.H o;mopo.nHa.H 

cycrreHJm1, rrpOX0.L{.Hll(a.H CKB03h CIITO C 
pa3MepoM ornepcrnt\ 710 MKM. 

7 Impurities / TipuMecu 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / Htt)l(e rrpe.nena o6Hapy)l(eHIDI 
1-rn.npoKcuamurnr (ITO= 0,0010 %) 
KeToponaKa 

1-keto analog ofketorolac / 0.07 % not more than 0.8 %; / He 6onee 0,8 %; 
1-KeTOaHaJIOr KeTOpOJiaKa 

unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %; 
e.L{IIHHqHa.H 
HeII.L{eHTII~IIUHpOBaHHa.H 
npHMeCb 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TipIIMeqauue: Ilpo.nyKT coorneTcrnyeT -rpe6oBaHIDIM H,ll; 3aKJIIO'leHue: O,[(OliPEHO 

l!======::::::::::::===:===::::::::::===::::;-;::::=::t:=======! 
Prepared by I 
Ilo.nroTOBJieHo: Y gesh 

Checked by I 
IlpoBepeHo: Ramakant 

Approved by: Quality Assurance/ Authorized person / 

Chauhan 

Date I 
,n:arn: 18.05.2026 

~ 
Date I 
,n:arn: 18.05.2026 

Date/ 

)].aTa: 18.05.2026 

O.no6petto: O6ecrreqeH11e Kaqecrna/OrneTCTBeHHoe 
m1.uo: 

Date I 
)];am: 

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

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

www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~MKATAHAJIB3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol 1 Nalagarh Road 1 Baddi 1 

Distt. Solan1 H.P. 1 173 2051 INDIA 

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)J;yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, 1lHCneprupyeMbie B IlOJIOCTH PTa. 10 Ml' 
Market / PbIHOK : Russia / Poccm, 
Batch No/ 

: V2601014 
Batch Quantity / 36,00,000 tab/ 

CepttH .N'!! O6beM cepHH 36,00,000 Ta6 
Analytical Report No/ : 040003396895 

Date of Analysis / 
18.05.2026 

AuaJIHTH'leCKHH OT'leT .N'!! .l(aTa auaJitt3a 
Date of Manufacture / 

: 04/2026 
Date of Expiry/ 

03/2028 
.l(aTa DPOH3B01lCTBa ro]leH ,!J;O 
Mfg. License No./ 

MA number:/ 
IlpottJBO,!J;CTBennaH : MNB/05/263 

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

JIHIJeH3HH ,N'!! 
Analysis performed according ND:/ AuaJitt3 npose,a;eu no H)];: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKIJHH yTnep)K)J.eua: 21.04.2025 

Pa2e 6 of 11 / CTp. 6 HJ 11 
No 

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

8 Water content/ 1.9 % Not more than 7 .0 %. / 
Co,11,ep,KaHHe B01lbl He 6oJiee 7,0 %. 

9 Residual solvents / OcTaTO'IHble opraHH'lecKue paCTBOpHTeJIH 

Isopropyl alcohol / 7 µg/tab / Not more than 350 µg/tab. I 
l13orrporrauoJI 7 MKr B Ta6JieTKe He 6oJiee 350 MKr B rn6JieTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'lauue: Tipo,11,yKT coorneTcrnyeT TPe6oBaHIDIM H,n: 3aKJIIO'leHHe: O,ll.OliPEHO 

1:===========;~======::::;-;:::==========: 
Prepared by/ 

g~::~:~•nen~ -

IPale / 
,n:arn: 18.05.2026 

Checked by/ Cl ecked by (AQA) / 
TTposepe1m: Ramakant Dp eepeH0 (AOK): 

Ab i hek Chauhan 

I Date / 
,n:arn: 18.05.2026 

Date/ 
,n:arn: 18.05.2026 

Approved by: Quality Assurance/ Authorized person / 
O,11.06peHo: O6ecrreqemi:e Ka'!ecrna/OrneTCTBeHHoe 
n11uo: 

Date / 
,n:aTa: 

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

CIN: L8519SAP1984PLC004507 

www.drreddys.com 



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

CEPTH <l>JIKA T 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 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoJJ.YKT: KeTopon® 3tccnpecc (KeTOPOJJaK) Ta6JieTKH, l{ucneprupyeMbfe e noJiocTu pTa, 10 Mr 
Market / PhIHOK : Russia / Poccmr: 
Batch No/ 

: V2601014 Batch Quantity/ 36,00,000 tab/ 
CepuH .N'!? O6'heM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003396895 Date of Analysis / 
18.05.2026 Anan11T11•1ecK1111 OPteT .N'!? .llaTa auaJIH3a 

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

03/2028 J.l.an1 np0HJB0)).CTUa ro.a.en)).O 
Mfg. License No./ 

MA number:/ Ilpou3eo.a.cTeeunaH : MNB/05/263 
HoMepPY : Jll1-.N'!!(004669)-(Pr-R U) 

J111UeH3HH .M! 
Analysis performed according ND:/ AuaJIH3 npoBe,l(eH no H,ll;: JIII-.N'!t(004669)-(Pr-RU)-190224 
PIL version approved:/ llnCTPYKU.1tn yrsepiKJ];ena: 21.04.2025 

Page 7 of 11 / CTp. 7 H3 11 
No 

Test/ IToicaJaTeJlb Results/ PeJyJJhTaTbt Specification / HopMa 
.N'! 

10 Microbiological purity*/ Mmcpo6uo.110rnqecKaH 'IHCTorn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count/ o6mee '111cno He 6onee I 03 KOE/r; 
a3p06HblX MHKpo-
opraHl13MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6mee 'IHCJJ0 He 6oJJee l 02 KOE/r; 
.n:pm10KeBbIX 11 ruJeCHeBhIX 
rp1160B 

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

11 Uniformity of dosage units / Acceptance value (AV) not more than 15.0 
O11.nopoJJ.HOCTb 10.0 

DoKaJaTeJib np11eMJieMOCT11 (AV) .D:OJI)KeH 6bITh 
A03HpOBaHHbIX e11.11uu1-1 He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
flp11111e'fat111e: Tipo.n;yKT coorneTcrnyeT Tpe6osanm1M H)], 3aKmoqenue: O)1:OliPEHO 

I!==========:;:;:=======::,;::=========: 
Prepared by/ 
OonrOTOBJieHO: 

Checked by/ Ch ked by (AQA) / 
npo p elilO (AOK): 

Approved by: Quality Assurance/ Authorized person / 

Chauhan 

Date/ 
.l(arn: 18.05.2026 

O.n.o6peHo: O6ecne'lett11e Ka'lecrna/OrneTCTBeHHOe 
Abhi 1ek Chauhan 

Date / Date/ 
JJ:aTa: 18.05.2026 )laTa: 18.05.2026 

JlHUO: s >1) \) fl-,J] 

Date/ 
)],aTa: 

Registered Office : 8-2-33 7, Road No. 3, Banjara Hill s, Hyderabad • 500034, Telangana, In la 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

1k 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM~IIKATAHAJilI3A 

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

Te l : +91 98166 56001. -0 2 

www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpOAYIU: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ;:.i;ucnepruoveMble s UOJIOCTH pTa, 10 Mr 
Market/ PLIHOK : Russia I Poccm, 
Batch No I 

: V2601014 Batch Quantity / 36,00,000 tab/ 
CepuH .N'!! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003396895 
Date of Analysis / 

18.05.2026 AnaJinTn11ecKuu OT'leT .N'!! llaTa auaJIH3a 
Date of Manufacture / 

: 04/2026 Date of Expiry / 
03/2028 ,[(aTa npOH3BOACTBa roAeHAO 

Mfg. License No./ 

. 

MA number:/ IIpon3BOACTBeunaH : MNB/05/263 
HoMepPY 

: JIII-.N'2(004669)-(Pr-RU) 
JIHQeH3HH .N'!! 
Analysis performed according ND:/ AnaJ1u3 npoBe;:.i;eu no H,[(: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / MncToVKUHH YTBep:>KAena: 21.04.2025 

No 
Test/ IloKaJaTem, Results/ PeJyJJbTaTbI 

.N"! 

12 Assay/ KoJJu<JecTeeuuoe 9.6 mg I 9,6 Mr 
onpe,!1,eJJenue (96.4 %) 

13 Butylhydroxyanisole 0.0942 mg/tab I 
content I Co,!1,ep,icauue 0,0942 Mr B rn6neTKe 
6yTHJJrtt,!1,pOKCHaHH30JJa 

Remarks : The Product confirms to ND/ 
IlpttMe<Janue: Ilpo.n.yKT cooTBeTcTByeT -rpe6oBaHH)IM HA 

Prepared by / 
Ilo)lrornsnetto: Yo esh 
Chauhan 

Date I 
.lJ:arn: 18.05.2026 

Checked by/ 
n posepeuo: Ramakant 

~ 
Date/ 
)];am: 18.05.2026 

Date I 

ed by (AQA) I 
• AOK); 

an 

)];am: 18.05.2026 

Page 8 of 11 / CTp. 8 03 11 

Specification / HopMa 

From 9.0mg to 11.0mg of 
C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr )lO 11 ,0 Mr 
C1sH13NQ3•C4H11NO3 (KeToponaKa 
T{)OMeTaMHH) (OT 90,0 )l0 110,0 % OT 
3m!BJieHHOro KOJIH'JeCTBa) B Ta6JieTKe. 

Not less than 0.042 mg/tab. / 
He MeHee 0,042 Mr B rn6JieTKe. 

Conclusion : APPROVED I 
3aKJJIO<Jeuue: 0,[(0EPEHO 

Approved by: Quality Assurance/ Authorized person / 
O)lo6petto: O6ecrretJem1e KatJ ecrna/OTBeTCTBeHHoe 
JI11 UO: 

Date / 
.lJ: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 : ma il @drreddys.co m 

CIN: L85195AP1984PLC004507 
www.drreddys,com 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIII3A 

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 
IlpOAVKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCnepruoveMble B DOJI0CTH PTa, 10 Mr 
Market / PhlnOK : Russia / Poccm1 
Batch No/ 

: V2601014 
Batch Quantity/ 36,00,000 tab/ 

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

: 040003396895 
Date of Analysis / 

18.05.2026 
AuaJ1nTn11ecKnn oT11eT .N'!! ~aTa auaJiuJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
~aTa DPOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IIponJBOACTBeunaH : MNB/05/263 

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

JIHQeHJHH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoBeAeH no H,ll,: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyKQHH YTBep;KAena: 21.04.2025 

Page 9 of 11 / Crp. 9 HJ 11 
No 

Test/ IloKaJaTeJib Results/ Pe3yJibT3Tbl Specification / HopMa 
.N'! 

14 Package description / 10 tablets in a blister of 10 tablets in a blister of (PA/ AL/PE with 
Onucauue ynaK0BKH (PA/AL/PE with desiccant/HDPE) foil // (PE/AL) foil. 1 or 2 

desiccant/HDPE) foil// (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. / Ilo IO Ta6JieTOK B 6m1cTepe 113 
information leaflet in a carton (IIA/ AJI/I13 C snarorrornornTeJieMII13BI1) 
pack. I no 10 Ta6neTOK B q>OJibrH // (I13/AJI) lpOJlbfH. Ilo 1 11Jll1 
6mfcTepe 113 (ITAi AJI/I13 C 6Jil1CTepa BMeCTe C Jil1CTK0M-BKJia))J,JWeM 
snaronornoT11TeJieM/I13BI1) rra11Ky KapTOHHYfO. 
q>OJihrH // (I13/ AJI) q>OJibrH. Ilo 
2 6Jil1CTepa BMeCTe c JlHCTKOM-
BKJia,11.bJWeM B rra11Ky 
KapTOHHYfO. 

* 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 JieKapcTeeunoro npenapaTa KOHTpOJih Ka'ieCTBa no noi<:aJaTemo «MuKpo6uoJioru'iecKaH 
'iHCTOTa» rrpOBOJJ.HTCH ,11.JIH Ka,KJJ.0H 20-ofi cepuu, HJIH ,11.JIH 0JJ.HOH cepnu B ro.11, B 3aBHCHM0CTH OT Toro, 'iTO 
uacTynuT paubrne. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
flpuMel.fanue: Ilpo,11.yKT coorneTcTByeT Tpe6osaHIDIM HA 3aKmoqe11ue: O)].O6PEHO 

1:=========;,::::;;;;=======;-;::::::;:::::::=======: 
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B 
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Ilo,11.roTOBJieHo: Yogesh 
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npoeepeHo: Ramakant 

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

Chauhan 

Date/ 
p:arn: 18.05 .2026 

~ 
Date I 
)];am: 18.05.2026 

f1 K) : 
A n 

Date I 
)];am: 18.05.2026 

O,11.06peHo: O6ecne11em1e Ka11ecTBa/OTBeTcTBeHHOe 
JIHUO: 

Date I 
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Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTII <I> HKA T AHAJIII3A 

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 
Ilpo,lly1n: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,llHCneprunveMble B DOJIOCTH DTa, 10 Mr 
Market/ PLrnoK : Russia / Poccm1 
Batch No/ 

: V2601014 Batch Quantity / 36,00,000 tab/ 
CepuH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003396895 Date of Analysis / 

18.05.2026 
AnaJIHTH11ecKuu 0T'leT .N'!! ,l(aTa auaJIHJa 
Date of Manufacture / : 04/2026 Date of Expiry / 

03/2028 
,l(aTa npOH3B0,llCTBa ro,lleH ,11;0 
Mfg. License No./ 

MA number:/ 
IlponJBO!lCTBeunaH : MNB/05/263 

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

JIHIJ.eH3HH .N'!! 
Analysis performed according ND:/ AnaJiuJ npoee,llen no H,l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved:/ IIncrnvKU.HH yTBep~eua: 21.04.2025 

PaQ:e 10 of 11 / CTp. 10 HJ 11 
API name/ HauMenoeauue A<l>C: Ketorolac tromethamine / KeToponaKa TPOMeTaMHH 
INN/MHH: Ketorolac / KernponaK 
API manufacturer batch number / ABSH006295, ABSH006295 
HoMep cepuu nponJB0JlHTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauu.uu npouJB0JlHTeJIH FESA00537, FETA00146 
r JI<I>: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India/ 
Ilpou3eo,11;nTeJ1b A<l>C, cTpaua: ,[(-p Pe;:u::i.11'c Jla6oparnp11c JlT.L(., 11H.L(Hjl 
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 
HanMeuoeauue, a,11;pec, JIHU.eHJHH ,llJIH ,[(-p PeMH' C Jia6opaTop11c JlT.L(., J1H,L(Hjl, I1pOH3B0,L(CTBeHHOe 
IlponJBOJJ;CTBennaH nJIOJIJ.aJJ;Ka / IlJioJIJ.a!lKa no,L(paJ,nenett11e-6, B11nn. Kxonh, Hanarapx Poy.L(, EaMH, ,[(11cTpHKT 
K0HTpOJIH Ka'leCTBa / IIJIOJIJ.a,IJ;Ka BblDVCKa ConaH, x.rr., 1 73205, I1H)].11jl (n11ueH3Hj! 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 / 
3aKJIIO'-teuue: 0)1,0liPEHO IlpuMe'-laHue: TTponyKT cooTBeTcrnyeT -rpe6osaHHl!M HJJ: 

Prepared by I 

TionroTOBneuoz. Y O esh 
Chauhan 

~ 
Date/ 
,[(am: 18.05.2026 

Checked by I d by (AQA) I 
TTposepeHo: Ramakant n eHo (AOK): 

Approved by: Quality Assurance/ Authorized person / 
Ono6peuo: O6ecneqeuHe KatJecrna/OrneTcTBeHHoe 

A n 

Date / Date/ 
JJ:aTa: 18.05.2026 ,r:i:arn: 18.05.2026 

m1uo: 

Date I 
!-lam: 

Registered Office: 8-2-337, Ro;id No. 3, Banjara HIii$, Hydera bad 500034, Telongana, In la 
Tel: +91 40 4900 2900, Fax: +91404900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

~ 



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

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Sol an, H.P. , 173 205, INDIA 

Tel : +91 98166 56001-02 

www.drreddys.com 
CERTIFICATE OF ANAL YSI 

CEPTlf 'l>HKA T AHAJIH3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO.!J.:VKT: KeTOPOJI 31,cnpecc (KCTOPOJJaK) Ta6JieTirn, /.UtcneonmveMbJe B UOJI0CTH pTa, 10 Mr 
Market/ PbIHOK : Russia I Poccw, 
Batch No/ 

: V2601014 Batch Quantity / 36,00,000 tab I 
Cepm1 X2 O61.eM cepuu 36,00,000 Ta6 
Analytical Report No/ Date of Analysis/ 
A11am1T11•1ec1<:11u oPteT N2 

: 040003396895 
llaTa auaJiuJa 

18.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry/ 
03/2028 

)J,aTa np0H3B0.!J.CTBa ro.!J.CH JJ.O 
Mfg. License No./ 

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

HoMepPY 
: JITI-X2(004669)-(Pr-RU) 

JIHIJ,eHJHH N!! 
Analysis performed according ND:/ AuaJiuJ npoBeJJ,eu no H)J;: Jlll-X2(004669)-(Pr-RU)-190224 
PIL version approved:/ Hi1cTPVKO.JU1 VTBep1K,lleua: 21.04.2025 

Page 11 of 11 / CTp. 11 HJ 11 
3aKJUO"'ICHHe O COOTBCTCTBIIH: «HaCT05IIIJ;HM 51 IIO)].TBep)K)].aIO, ~TO rrp1rne}leHHa5I Bblllle HHQ)OpMaumr JIBJUieTCJI 

.[l,OCTOBepHO.H Fl TOlffiOli. 3m c ep115I rrpo.n.yKIUl.fl apOH3Be,lleHa (BKJl10'tJ.a51' ynaKOBKY (MapKHpOBKY) M KOHTpOJib 

Kat.JeCTBa) Ha Bb[11Iey1<a:rnlfHOH npoH3 B0JJ,CTBeHHOH n n oma.n.Ke (aJJOUla.[I.Kax) B TTOJIHOM COOTBeTCTBHH c 

Tp e6 o saHl UfMJi IlpaBlrn Ha,llJie)Kameil npOH3BOJ(CTBeHHOH npa.KT.HKH E spa3HHCKoro 3KOHOMH"IeCKOro COI03a H 

T p e6oBaHIUIMH KOHTpOIDI Kaqecrna neKapCTBeHHbIX cpe,n;CTB, a TaK)Ke B COOTBeTCTBHH co crreuHq:>HKaum1MH, 

co.n.ep)l(amHMHC5I B perHCTpall,MOHHOM }lOCbe CTpaHbI-HMilOpTepa. 3arrHCH no npOH3BOJJ,CTBy , yrraKOBKe H aHaJIH3Y 

nposepeHbl, H ycraHOBJ1e1-ro MX COOTBeTCTBHe rpe6oBaHH.SIM IlpaBMJI Ha)].Jie)KameM npOH3BO)lCT BeHHOM rrpaKTHKH 

EBpa3HHCKOro 3KOHOMHY:eCKOro COI03a». 

Remarks : The Product confirms to ND/ 
IT p1tMe'1aH11C: flpOAYKT CO0TBeTcrnyeT TJ)e6oBaHll!M H,U 
1:==========:;-;::=======~======~ 
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Conclusion : APPROVED / 
3aKJIIO'leHue: O.il:OliPEHO 

Approved by: Quality Assurance/ Authorized person I 
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Date / 
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