




•·· Dr. Raddy'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 
IlpO)].YKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )].HCneprupyeMbie B UOJIOCTH pTa, 10 Ml' 
Market / PhlHOK : Russia / Pocc1rn 
Batch No/ 

: V2601022 
Batch Quantity/ 36,00,000 tab/ 

CepuH N!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ Date of Analysis / 
AuaJiuTuqecKuu oTqeT N!! 

: 040003400326 
)]:aTa auaJiuJa 20.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 )laTa DPOH3B0)].CTBa ro)].eH )W 

Mfg. License No./ 
MA number:/ IlpoH3B0)].CTBeHHaH : MNB/05/263 
HoMepPY 

: JIII-N!!(004669)-(Pr-RU) 
JIHI.1;euJuH N!! 
Analysis performed according ND:/ AuaJiuJ npoBe)].eu no H2J:: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKQHH yrnep~eua: 21.04.2025 

Test/ IloKaJaTeJib 

Butylhydroxyanisole I 
Eymw1wOpoKcuaHu30J1 

Results/ PeJyJibTaTbt 

Complies / CoorneTcrnyeT 

Page 3 of 11 / C-rp. 3 HJ 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). I 
BpeMeHa y.nep)l(HBaHHH ITHKOB 2-
6yTHflfH.LLpOKCHaHH30fla H 3-
6yTHflrH.LLpOKCHaHH30fla Ha xpoMaTOrpaMMe 
11cm1TyeMoro pacrnopa .LLOfl)l(Hht 
COOTBeTCTBOBaTh BpeMeHaM y.nep)l(HBaHHH 
ITHKOB 2-6ynmrn.npOKCHaHH30fla H 3-
6ynmrn.npoKCHaHH30fla Ha xpoMarnrpaMMe 
pacTBopa cTaH.napTHoro 06pa3ua 
6ynmrn.npoKCHaHH3ona (pa3.nen «Co.nep)l(aH11e 
6ynrnrn.npoKct-mHH3ona» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lautte: IIpo.nyKT coorneTcrnyeT Tpe6oBaHHHM H,D; 3aKmo•1eH11e: 0)1:0liPEHO 
::==========;;;:::=======:;;::::==========: 
Prepared by / 
Ilo.nroTOBfleHo: Pravesh 
Rana 

f 
Date/ 
,D;arn: 20.05.2026 

Checked by/ 
IlpoBepeHo: Pardeep 
Kumar 

. 

Checked by (AQA) / 
IlposepeHO (AOK): 
Amit Kumar 

(\ 

Approved by: Quality Assurance/ Authorized person / 
OL1.06peHo: O6ecrreqem1e Kaqecrna/OrneTCTBeHHoe 
1111uo: g~lVAf'J/ 

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

www.drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHA.JIH3A 

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)J,y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )J.HCUepruoveMbie B UOJI0CTH PTa, 10 Mr 
Market / PbIHOK : Russia / Poccmr 
Batch No/ 

: V2601022 
Batch Quantity / 36,00,000 tab/ 

Cepuu .M! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003400326 
Date of Analysis/ 

20.05.2026 
AnaJIHTH'lecKuii OT'leT N!! .l(aTa anaJiu3a 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
.l(aTa DPOH3B0)].CTBa ro)J.eH )J.O 
Mfg. License No./ 

MA number:/ 
Ilpou3BO)J.CTsennau : MNB/05/263 

HoMepPY 
: JITI-N!!(004669)-(Pr-R U) 

Jiuu.en3HH N!! 
Analysis performed according ND:/ AnaJIH3 npose)J.en no H.l(: JITI-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKU.HH VTBep)K)J.ena: 21.04.2025 

Page 4 of 11 / CTp. 4 H3 11 
No 

Test/ IloKaJaTeJJb Results/ Pe1yJJbTaTbt Specification / HopMa 
.N'Q 

3 Average weight/ CpetI.HHH 69.6 mg I 69,6 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr ,/1,0 72,8 Mr (70,0 Mr± 4,0 %). 

I 

18/20 tablets - not more than ± 10 %; 

Uniformity of weight/ 
Complies / CooTBeTcTByeT 

0,/1,HOpO,ll,HOCTb M3CCbl 

4 Disintegration time / 
Pacna)laeMOCTb 

00 min 19 sec/ 00 MMH 19 ceK 

5 Dissolution / PacTBopeHMe Unit-I/ Ta6n-l 100 % 

Unit-2 / Ta6n-2 100 % 

Unit-3 / Ta6n-3 100 % 

Unit-4 / Ta6n-4 100 % 

Unit-5 / Ta6n-5 100 % 

Unit-6 / Ta6n-6 100 % 

Remarks : The Product confirms to ND/ 
IlpnMe'lattne: TTpotI.yKT cooTBeTcTByeT Tpe6oBaHH.llM HA 

Prepared by/ 
TTo.nroTOBneHo: Pravesh 
Rana i 
Date/ 
,IJ;arn: 20.05.2026 

Checked by / 
ITpoaepeHo: Pardeep 

Kumar 

Checked by (AQA) / 

npoeepet10 (AOK): 
Amit Kumar 

2/20 tablets - not more than ± 20 %. I 
18/20 Ta6JieTOK - He 6onee ± 10 %; 
2/20 rn6neTOK - He 6onee ± 20 %. 

Not more than 3 min. / He 6onee 3 MHH. 

Not less than 75 % (Q) ofC1sHuNO3•C4H11NO3 
(ketorolac tromethamine) in 15 min./ He MeHee 
75% (Q) C1sHuNO3•C4H11NO3 
TpoMeTaMMH) qepe3 15 MHH. 

Conclusion : APPROVED I 
3aKJJIO'lenne: 0)1,0liPEHO 

(KeToponaKa 

Approved by: Quality Assurance/ Authorized person / 
OtI.o6peHo: O6ecrre'lemrn Ka'lecTBa/OTBeTcTBeHHOe 

JIMUO: ...S~IV A"' I 

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

www.drreddys.corn 



•·· 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: +9198166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)];y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,/J;HCneprupyeMbie B UOJIOCTH pTa, 10 Mr 
Market/ PhlHOK : Russia / Pocc1-rn 
Batch No/ 

: V2601022 
Batch Quantity / 36,00,000 tab I 

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

: 040003400326 
Date of Analysis/ 

20.05.2026 
AuaJinTuqecKuii: oTqeT .N'!! llaTa auaJiuJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 
,ll.aTa npOU3B0,/J;CTBa ro)];eH,/1;0 
Mfg. License No. / 

MA number:/ 
IlpoH3BO)];CTBeuuaH : MNB/05/263 

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

JIUUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe)];eu no II)];: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKUHH YTBep,K)J,eua: 21.04.2025 

Page 5 of 11 / CTp. 5 HJ 11 
No 

Test I IloKaJaTeJJb Results/ PeJyJJhT3TbI Specification / HopMa 
JC! 
6 Particle size distribution / Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 

.lJ:ucnepcuocTb sieve IS formed. I O6pa3yeTC51 O,UHOpO,UHa51 
cycneHJ1rn, npoxo.U5111.la51 CKB03h 
pa3MepoM ornepcrnw 710 MKM. 

7 Impurities / IlpuMecu 

1-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / Htt)Ke rrpe.uena o6Hapy)KeHJrn 
1-rn.upoKCHaHaJIOr (ITO= 0,0010 %) 
KeToponaKa 

1-keto analog of ketorolac / 0.06% 
1-KeTOaHaJIOr KeTOpOJiaKa 

unidentified impurity/ 0.01 % 
e.u1rnwrna51 
He11.ueHTl1Qll11.ll1POBaHHa51 
rrp11MeCb 

total impurities I 0.1 % 

C)'MMa rrp11Mecew 

Remarks: The Product confirms to ND/ 
IIpuMelfauue: Ilpo.uyKT coorneTcrnyeT Tpe6osaHH51M HA 

1:============================ 

not more than 0.8 %; / He 6onee 0,8 %; 

not more than 0.5 %; / He 6onee 0,5 %; 

not more than 1.0 %. I He 6onee 1,0 %. 

Conclusion : APPROVED / 
3aKJJI04euue: O.lJ:Ol>PEHO 

CHTO C 

Prepared by/ Checked by / 
TTposepeHo: Pardeep 

Checked by (AQA) / 
IlpoeepeHo (AOK): 

Approved by: Quality Assurance/ Authorized person I 
ITowo-roene1-10: Pravesh O.uo6peHo: O6ecrre11em1e Ka11ecrna/OrneTCTBeHHoe 

JIHUO: .s 1-1 IV A rJ I Ra11a 1 K umar Amit K umar 

\ 
Date/ 
,n:arn: 20.05.2026 

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

CIN: L85195AP1984PLC004507 
www.drreddys .com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>IIKAT 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 
IlpOJl:YKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6Jienrn, ,ll:HCOepruoveMbie e DOJIOCTH pTa, 10 Mr 
Market/ PhIHOK : Russia / Poccirn 
Batch No I 

: V2601022 
Batch Quantity/ 36,00,000 tab I 

CepuH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No I Date of Analysis / 
AuaJiuTu<JecKuu OT'IeT .N'!! 

: 040003400326 
,l(aTa auaJitt3a 

20.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

)J,aTa DPOH3B0,ll:CTBa ro,ll:eH )l:O 
Mfg. License No. / 

MA number:/ 
Ilpou3eoJJ,cTeeunaH : MNB/05/263 

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

JIHU:eH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoee)l:en no H,l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPVKU:HH yTeep,K,11,ena: 21.04.2025 

Page 6 of 11 / CTp. 6 u3 11 
No 

Test/ IlmrnJaTeJib Results/ PeJyJihTaTbl Specification / HopMa 
.N'!! 

8 Water content/ 1.9 % Not more than 7.0 %. / 
CoJJ,ep,Kamte BOJJ.bI He 6onee 7,0 %. 

9 Residual solvents/ OcTaTO<JHbte oprauuqec,me pacTeopttTeJitt 

Isopropyl alcohol / 5 µg/tab / Not more than 350 µg/tab. / 
l,horrporraHoJJ 5 MKr s Ta6JJeTKe He 6oJJee 350 MKr B rn6JJeTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpttMe<Jauue: IIpo,!1,yKT cooTBeTcTByeT rpe6osaHIDIM H,ll; 3a1rnt01Jeuue: O,ll,OliPEHO 

1:===========;.:====== =::;-;::::= =======: 
Prepared by I 
Ilo,!1,roTOBJJeHo: Pravesh 
Rana 1 
Date/ 
.D:arn: 20.05.2026 

Checked by / 
flpoaepeuo: Pardeep 
Kumar 

Date/ 
JJ:a-ra: 20.05.2026 
Reg~tere O ice; 8~ 

Checked by (AQA) I 
IlpoaepeHO (AOK): 
Amit Kumar 

Approved by: Quality Assurance/ Authorized person/ 
O,no6peuo: O6ecrreqem1e KaqecTBa/OTBeTcTBeHHoe 
J111U.O: ~) l)f:}}J) . 

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

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKAT AHAJIII3A 

Viii. Khol, Nalagarh Road, Gaddi, 

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

Tei : +91 98166 56001.-02 
www.dri·eddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)],y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )],HCUeprupyeMble B DOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm, 
Batch No/ 

: V2601022 
Batch Quantity I 36,00,000 tab I 

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

: 040003400326 
Date of Analysis / 

20.05.2026 
AuaJIHTH'lecKuu 0T'leT .N'!! )],aTa auaJiuJa 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 )],aTa np0H3B0)],CTBa ro)],eH )1,0 
Mfg. License No./ 

MA number:/ IlpouJBO)],CTBeuuaH : MNB/05/263 
HoMepPY 

: JIIl-.N'2(004669)-(Pr-RU) 
JIHUeHJHH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoBe)],eu no H)],: JIIl-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / lIHCTDVKUHH yTBepm)].eua: 21.04.2025 

No Test/ IloKaJaTeJib Results/ PeJyJibTaTbI 
N~ 
10 Microbiological purity*/ MuKpo6uoJiorH'tecKaH •mcrnrn* 

Total Aerobic Microbial NA 
Count I o6mee 1111c110 
a3p06HbIX MHKpo-
opraHH3MOB 

Total Combined Yeast and NA 
mold count/ o6mee 11ttc110 
.upm10KeBbIX H IUJecHeBbIX 
rp1160B 

Escherichia Coli NA 

11 Uniformity of dosage units/ 
O,UHOp0,!1,HOCTb 

4.7 
,!l,03HpOBaHHblX e,UHHHQ 

Remarks : The Product confirms to ND/ 
IlpuMe'iattue: Ilpo.uyKT coorneTcrnyeT Tpe6osaHIDIM HA 
::==========;;=======:;;::::=======, 
Prepared by / 
Ilo.uroTOBJleHo:Pravesh 
Rana 1 
Date I 
)];am: 20.05.2026 

Checked by / 
IlpoeepeHo: Pardeep 
Kumar 

Registered 0 

Checked by (AQA) / 
Ilposepetto (AOK): 
Amit Kumar 

Page 7 of 11 / C Tp. 7 uJ 11 

Specification/ HopMa 

not more than 103 CFU/g; / 
He 6011ee 103 KOE/r; 

not more than 102 CFU/g; / 
He 6011ee 102 KOE/r; 

shell be absent in 1 gram. / 
OTCY'fCTBHe s 1 r. 

Acceptance value (AV) not more than 15.0 
IloKa3aTeJlb nptteMJleMOCTH (AV) ,!l,OJl)l{eH 6bITh 
He 6onee 15,0. 

Conclusion : APPROVED I 
3a1m 1oqe1me: O)1.0:liPEHO 

Approved by: Quality Assurance/ Authorized person / 
0 .n.o6peHo: O6ecne11ett11e Ka11ecrna/OrneTcTBeHHoe 
mmo: GU)VAtJI 

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

www.drreddys.com 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM~HKATAHAJill3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol , Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDI A 
Tei : +91 98 166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,11:yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, uucneprupyeMhie B noJIOCTH pTa, 10 Mr 
Market/ PblHOK : Russia / Poccm1 
Batch No/ 

: V2601022 Batch Quantity / 36,00,000 tab I 
CepuH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003400326 
Date of Analysis / 

20.05 .2026 AuaJiuTu11ecKuu OT11eT .N'!! ,lI:aTa auaJiu3a 
Date of Manufacture / 

: 04/2026 
Date of Expiry / 

03/2028 .[I;aTa DPOH3BOUCTBa roueu uo 
Mfg. License No./ 

MA number:/ 
IlpouJBOUCTeeuuaH : MNB/05/263 

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

JIUQeH3HH .N'!! 

Analysis performed according ND:/ AuaJiu3 npoeeueu no HJJ:: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MHCTDVKQHH YTBep~eua: 21.04.2025 

No 
Test/ IloKaJaTeJib Results/ PeJyJibTaTbl 

.N'!! 
12 Assay/ Konu11ecTBeuuoe 10.0 mg I 10,0 Mr 

onpe):{eneuue (100.1 %) 

13 Butylhydroxyanisole 0.0965 mg/tab I 
content I Co):{epJKauue 0,0965 Mr s Ta6JJeTKe 
6yTHJirH):{pOKCHaHH30Jl3 

Remarks : The Product confirms to ND/ 
IIpuMel.fauue: flpOJ:lYKT C0OTBeTCTByeT Tpe6oBaHHHM H)J. 

1:========:::::::::;-;:=======:::;;==========: 
Prepared by / 
TTo.n.roTOBJleHo: Prave h 
Rana i 
Date/ 
)].am: 20.05 .2026 

Checked by/ 
CTposepeHo: Pardeep 

Kumar ="--'"'"r--:---,_ 

Reg1stere 

Checked by (AQA) / 
ITpoBepeHO (AOK): 

Page 8 of 11 / CTp. 8 H3 11 

Specification/ HopMa 

From 9.0 mg to 11.0mg of 
C1sHnNO3•C4Hi1NO3 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr ):{0 11,0 Mr 
C1sH13NO3•C4H11NO3 (KeTopoJ1aKa 
TpOMeTaMHH) (OT 90,0 AO 110,0 % OT 
3aHBJJeHHOro KOJJW!eCTBa) B Ta611eTKe. 

Not less than 0.042 mg/tab. / 
He MeHee 0,042 Mr B rn6neTKe. 

Conclusion : APPROVED / 
3aKJIIO'leHue: 0)1,0EPEHO 

Approved by: Quality Assurance/ Authorized person / 
O.o.o6petto: 06ecnel.fem1e Kal.fecTsa/OrneTcrneuuoe 
Jl MUO: g.~ IVA>--111 · 

Tel: +91 40 4900 2900, F~x: +91 40 4900 2999, Email: mai\@drreddys. co m 
C!N: L85195AP1984PLC004507 

www.drreddys com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSI 
CEPTH~HKATAHAJllil3A 

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 
IIpoJ).yKT: KeTopon® 3Kcnpccc (iceToponaK) Ta611eTKn, J.(11cne pn11>YCMb1e B noJioCTH pTa, 10 Mr 

Market / PbIHOK : Russia / Pocc1rn. 
Batch No/ 

: V2601022 Batch Quantity / 36,00,000 tab/ 
Cepun .N'!! O6'heM cepim 36,00,000 Ta6 
Analytical Report No / 

: 040003400326 Date of Analysis / 
20.05.2026 AHaJIHTH'lecKuii OT'leT .N'!! .l(aTa auaJiu1a 

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

03/2028 .l(aTa DPOlt3B0J).CTBa ro.n.en J).0 

Mfg. License No. / 
MA number:/ Ilpou1eo,n.cTBeHuan : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
J1HUCR3JUI .N'!! 

Analysis performed according ND:/ AnaJiu1 npoee,n.eH no H)J;: JilI-.N'2(004669)-(Pf-RU)-190224 
PIL version approved:/ HHCTPVKLUUJ YTBCPiK,llCHa: 21.04.2025 

Page 9 of 11 / CTJ). 9 01 11 
No 

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

14 Package description / 10 tablets Ill a blister of 10 tablets Ill a blister of (PA/ AL/PE with 
Onncaune ynaK0BKH (PA/AL/PE with desiccant/HD PE) 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. I ITo 10 rn6neTOK s 6nttcTepe HJ 
information leaflet in a carton (TIA/ Afl/TT3 C snaro nornon!TeneM/TT3 B TT) 
pack. I no 10 Ta6JieTOK B q>OJibfH II (fl3/An) q>OJibrH. flo I HJIH 
6JIHCTepe H3 (ITAi AJI/TT3 C 6JIHCTepa BMecTe C JIHCTK0M-BKJia.D.billleM 
anaronornonrreneMln3 B n) na1-1Ky KapTOHHyIO. 
<p0JJbfH // (TI3/AJ1) <pOJi brH. ITo 
2 6JlHCTepa BMecre c JI HCTK0M-
BKJJa.D.billleM B naqKy 
KapTOHH)'IO. 

* 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. 
* IlpH Bbmycice JleKapcTBenuoro npenapaTa KonTpoJib Ka'leCTBa no noKaJaTemo «MttKpo6noJ1ornqecicaH 
'IHCTOTa» npoBOl(HTCH l(JlSI KalK,!J.OH 20-ou cepnn, HJIH l(JISI Ol(HOH cepnn B roa, B 33BHCHMOCTH OT Toro, 'ITO 
uacrynHT pam,me. 

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

np11Met.tam1e: ITpo.D.yKT coorneTcrnyeT Tpe6osattH51M H~ 3aKJ110'le1111e: O)1,OliPEHO 
I!=====:::::::::==:=:;-=========:::;;:::======~ 
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CERTIFIC TE OF ANALY IS 
CEPT11 <l>llKAT ARAJill3A 

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOJl.YKT: KeTOJ)OJI® 3Kcnpecc (KCTOl)OJlaK) Ta6JJeTKJI, ,[UICOCl)rllPYel\tble B DOJIOCTH pTa, 10 Mr 
Market / P1.moK : Russia / Pocc1151 
Batch No/ : V2601022 Batch Quantity I 36,00,000 tab/ 
Cepnn .N'!! O61>eM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003400326 Date of Analysis / 
20.05 .2026 

A11amn11•1ecK11ii OT'leT .N'!! ,U:aTa aHaJIH3a 
Date of Manufacture / 

: 04/2026 Date of Expiry / 
03/2028 

.ll,aTa OJ)OH380/lCTBa ro,l\eH /lO 
Mfg. License No./ 

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

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

JIHL(etl31UI .N'!! 
Analysis performed according ND:/ AnaJIH3 npoBe.r.eu no H)J,: Jlll-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / H11cTDYKU1tH yreepiK,!1.eoa: 21.04.2025 

Page 10 of 11 / CTp. 10 H3 11 
API name/ HanMenoBanue A<I>C: Ketorolac tromethamine / KeTOponaKa TP0MeTaMHH 
INN/MHH: Ketorolac / KeToponaK 
API manufacturer batch number/ 

ABSH006408 
HoMer> cepuu n110113BOJ1.HTem1 A<I>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6CTauuuu nponJBOJl.HTeJIH FESA00588 
r JI<I>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd. India/ 
IlponJBOJ1.HTeJ11> A<l>C, CTpaua: ,ll;-p PeMH1

C Tia6opaTOp11C J1T.n,., 11HAH51 
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/ MNB/05/263) I 
Haul\1CU0Bam1e, a,11;pec, JIHtteH3HH ti;JIH ,[J;-p PeMH'c Jla6oparnp11c JlT.n,. , 11HAH51, IlpoH3BOACTBettttoe 
IlpoHJBOACTBenuaH nJiomati;Ka / Ilnomati:Ka no.n,pa:menett11e-6, B111111 . Kxonh, Hanarapx Poy.n,, £aAA11, ,[l;ttcTpHKT 
K0HTP0JUI Ka'leCTBa / IlJiomati;Ka BblUVCKa ConaH, X.11. , 173205, .viHJlMll (JTMUettJMll H0Mep 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/ onclusion : APPROVED / 
□ p11MC<l8H11C: fipOAYKT C0OTBeTcTByeT Tpe6oBaHIDI.M H.D: 3a1011oqettHe: 0)1,0liPEHO 

Prepared by / 
ITo.AroTonneHo: Pravesh 
Rana i 
'Date / 
:Jl.a-ra: 20.05.2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
ITpoBepeHo: Pardeep llposepeH0 (AOK): OD.o6peHO: O6ecneqem1e Kaqecrna/OTseTcrneHHOe 
Kumar 

Amit 0= JlHUO: St/ I I.A /4,>J I 
d-.:-

I Date/ Date / !Date / 
: Jl,aTa: 20 .05 .2026 Aarn: 20.05.2026 ,D;arn: 

Registered Office: 8-.2-337, Roan No J, BanJa ra HIIIS, Hyoeraoao :,uuv~«, ,e,ani,dnd, ,r.u,d 

Tel: +9140 4900 2900, Fax: +91 404900 2999, Email: mail@drreddys. com 
CIN: L85195AP1984PLC004507 

www.drreddys. com 
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•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Te! : +91 98166 56001.-02 
www.drreddys.com ERTIFICATE OF ANALYSIS 

CEPTH<I>HKAT AHAJIH3A 

Product : Ketorol Express (ketorolac) Orally Disinteorntiog Tablets 10 mg 
IlpO,A)'KT: KeTopon® 3Kcnpecc (Ke'roPOJJaK) Ta6JJCTKII, ,u.11cnepr11m1eMble B UOJIOCTH PTa, 10 Mr 
Market / PblHOK : Russia / PocCH51 

Batch No I 
: V2601022 Batch Quantity / 36,00,000 tab I 

CepnH .N"!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ Date of Analysis / 
Aua1mT11 11ecKnn oTqeT .N'!! 

: 040003400326 
JlaTa anaJIHJa 

20.05.2026 

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

03/2028 ,l(aTa DPOH.380Jl.CTBa ro.ueH)].O 
Mfg. License No./ 

MA number:/ IlponJBOJJ.CTBCHHaH : MNB/05/263 
HoMepPY 

: JIIl-.N"2(004669)-(Pr-RU) 
JIHQCll3H8 .N"!! 
Analysis performed according ND:/ AuaJIH3 npoBe.ueu no H,l(: JID-.N'!?(004669)-(Pr-RU)-190224 
PIL version aonroved: / HncTPVKIJ.JUI yTsep,K,Uena: 21.04.2025 

Page 11 of 11 / CTp. 11 u3 11 
3aKJUoqeuue O COOTBeTCTBHH! «HaCTOSIIIUiM SI no;nrnep)K,UfilO, 'ITO rrpirne)J,eHHaSI Bbrrne MH<pOp1'1aUIUI srnmreTC.s.t 

AOCTOBepHOH H roqHOH. Ta cepmc rrpo.uyKUJUI npOH3.Be,neHa (BKJUO'IM ynaKOBKY (MapKHpOBKY) H KOHTpOJib 

I<attecrna) Ha Bblille}'Ka:rnmroii npOH:3B0,[J;CTBeHHOH IIJIOII(a,LJ;Ke (IIJIOII(a.[(Kax) B nOJIBOM COOTBeTCTBHl-i C 

Tpe60'8amrnM11 TipaBHJI Ha.une>I<alQeH rrpOI-13BOJJ.CTBeHHOH rrpaKTHKH EBp,13HH.CKOro 3KOHOMl{lleCKOTO COI03a H 
Tpe6oBamrnMH KOHTPOllil Ka1.1eCTBa JieKapcrneI-LIThIX cpe,n;cTB, a TaK)Ke B COOTBeTCTBM'H co crreuHq:>HKaU,IDrMM, 

co.uep)Kall(HMHCSI B pemcrpaU:HOHHOM .UOChe CTpaHhI-HMIIOpTepa. 3arrHCH ITO rrpOlBBO,UCTBY, ynaKOBKe H aTiaJ1H3Y 

rrposepeHhI, M ycTaliOBJieHo HX COOTBeTCTBHe Tpe6oBaHH51M ilpaBHJI Ha,n;Jie)K~eij npOH3B0,UCTBeHHOH npaKTHKH 

EBpa3HHCKOro 3KOHOMP.PJeCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3a1rnwie1me: OJJ:OliPEHO Ilp11Mettauue: Ilpo.nyKT cooTBeTCTByer -rpe6osamrnM HA 
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l1poaepeHo: Pardeep 
Kumar 
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Oito6peHo: 06ecne11em1e Ka11ecrna/OrnercrneHHoe 
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