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

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

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKAT AHAJIII3A 

Product:/ Ketorol@ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo;::i:y1n: KeTop01l0 (KeToponaK) pacTsop AJI51 BHyrp1-rneHttoro H BttyrpHMbirneqttoro BBe)],ettm1, 30 Mr/Mn 

Batch No/ 
: V260355 

Batch Quantity / 454545 ampules I 
Cepuu .N'!! O6beM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKuii OT'leT .N'!! : 890001881715 ,ll,aTa auaJIH3a : 14.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

,ll,aTa np0H3B0.l).CTBa ro/],eH /1,0 
: 

Mfg. License No. / 
Ilpou3BO/J,CTBeuuau : MB/05/264 MA number:/ : JII1-N!!(008888)-(Pr-RU) 
JIHI~eH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJIH3 npoBe)],eu no H,ll,: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeTbl nepBH'IHoii ynaK0BKH yTsepQeHbl: 17.02.2025 
Artworks of intermediate package approved: / MaKeThl npoMe~yTo'lnoii ynaKOBKH yrnepQenh1: 17.02.2025 
Artworks of secondary package approved: / MaKeTbl srnpuquoii ynaKOBKH yTsepQenhl: 09.06.2025 
PL approved: / JIB yrnepQeu: 17.02.2025 

Page 1 of9 / CTp. 1 u3 9 

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

1 Description / OnucaHue Clear colorless solution. / Ilp03paqHhIH Clear colorless to slightly yellow color 
6ecu,BeTHhIH pacrnop. solution. I Ilp03paqHhitt pacrnop OT 

6ecuBeTHoro no cseTJI0-)KeJIToro useTa. 

2 Identification*/ l1)1eHTtt<l>nKauus1* 

2a HPLC* I B3JKX* The retention time of the main peak in the The retention time of the main peak in the 
chromatogram of test solution corresponds chromatogram of test solution should 
to the main peak in the chromatogram of correspond to the main peak m the 
standard solution. / BpeM51 ynep)KHBamrn chromatogram of standard solution (Assay 
0CHOBHOro IlHKa Ha xpoMaTOrpaMMe section). I BpeM51 y nep)KHBaHH51 
11CIThITYeMoro pacrnopa C0OTBeTCTByeT 0CHOBH0ro IIHKa Ha xpoMarnrpaMMe 
BpeMeHl1 y nep»<11BaHH51 OCHOBHOro Ill1Ka 11CilhITyeMOro pacrnopa )I0JI)KHO 
Ha xpoMarnrpaMMe cmHnapTHOro COOTBeTCTB0BaTh BpeMeHH ynep)KHBaHH51 
pacrnopa. OCHOBH0ro Ill1Ka Ha xpoMaTOrpaMMe 

cmH;:JapTH0ro pacrnopa (pa3)leJI 
«KonwqecrneHHoe orrpeneneHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJitoqettue: O,lJ.,OliPEHO Il HMe'laHtte: I1 

Prepared by / 
Ilo;:JroTOBJieHo: 
Vishal Sharma 

Date I 
LJ;am: 15.05.2026 

0)1 KT COOTBeTCTB eT T e6oBaHH51M HD; 
Checked by/ Checked by (AQA) / 
IlpoBepetto: 1 Ilposepetto (AOK): 
Pravesh Rana Ajay K~ rivastava 

Date I Date/ 
):{am: 15.05.2026 )];am: 15.05.2026 

Approved by: Quality Assurance/ Authorized 
person / 0JJ.o6peHo: 06ecneL1e1c11-1e 
Ka•1ecfoa/Or sercraeHHoe mruo: ~4) 11/fN J 

Date I 
)lam: 

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: L85195AP1984PLC004507 

www.drreddys.com 



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

CEPTH~HKATAHA.Jlll3A 

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® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo;::i:yKT: KeTopon® (KeTopoJiaK) pacrnop )],ml BHyrpttBeHHOfO tt BHyrpHMbIWe1-rnoro BBe)],eHml, 30 Mr/MJI 

Batch No/ 
: V260355 

Batch Quantity / 454545 ampules I 
CepuH .N'!! O6beM cepuu : 

454545 aMnyn 
Analytical Report No/ Date of Analysis/ 
AuaJiuTuqecKuii oTqeT .N'!! : 890001881715 ,n:aTa anaJin1a : 14.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry/ 
03/2028 llaTa npou1eo;::i:cTBa ro;::i:eu ;::i:o 

: 

Mfg. License No./ 
IlpOH3BO)];CTBeuuaH : MB/05/264 

MA number:/ 
: JII1-N2(008888)-(Pf-RU) HoMep PY JIHQeH3HH .N'!! 

Analysis performed according to ND/ AuaJiu3 npoee;::i:eu no H,n:: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThI nepeuquoii ynaKOBKH yTeep,KLJ:euhl: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMe*yToquoii ynaKOBKH yTeep,KLJ:euL1: 17.02.2025 
Artworks of secondary package approved: / MaKeThl ernpuquoii ynaKOBKH yTeep,KLJ:enhl: 09.06.2025 
PL approved:/ JIB yrnep,KLJ:eu: 17.02.2025 

Page 2 of9 / CTp. 2 HJ 9 

x~ Test I Iloi.:a3aTeJib Results/ Pe3yJibTaTbI Specification / HopMa 

2b UV- spectrophotometry* I UV absorption spectra of the test solution UV absorption spectra of the test solution 

Y (/)-cneKmpo¢omoMempuR * and the solution of the standard sample of and the solution of the standard sample of 
Ketorolac Tromethamine in the range from Ketorolac Tromethamine in the range from 
200 to 400 nm have absorption maxima at 200 to 400 nm should have absorption 
322 ± 2 nm. I Y<l>-crreKTphI rrornow,emrn: maxima at 322 ± 2 nm. / Y<l>-crreKTJ)hI 
HCIIhITyeMoro pacrnopa H pacrnopa rrornow,emrn: HCIIhITyeMoro pacrnopa H 
cmH.uapTHOro 06pa3ua KeTOpOJiaKa pacrnopa CmH.uapTHOro 06pa3ua 
TJ)OMemMHHa B o6JiaCTH OT 200 HM .uo 400 KeTopoJiaKa TJ)OMeTaMHHa B o6JiaCTH OT 
HM HMelOT MaKCHMYMbl rrornow,emrn: rrpH 200 HM .uo 400 HM .UOJI)KHbl HMeTb 
322±2 HM. MaKCHMYMbl rrornorn,eHmI rrpH 322±2 HM. 

3 Clarity/ Ilp03pa<tHOCTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OrraJiecueHUH51 rrperrapam suspension I. / OrraJiecueHUH51 rrperrapam 
He rrpeBbJIIIaeT OIIaJiecueHUHlO cycrreH3HH He .UOJI)KHa rrpeBbIIIIaTb orraJiecueHUHlO 
cpaBHeHH51 I. cycrreH3HH cpaBHeHH51 I. 

4 Color / ll.BeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
Ilornorn,eHHe .UOJI)KHO 6b1Th He 6oJiee 0,20 
rrpH .UJIHHe BOJIHhl 430 HM. 

5 pH 7.2 From 6.9 to 7.9. I OT 6,9 .uo 7,9 . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHtte: Ilpo,nyKT COOTBeTCTByeT Tpe6oBaHH51M H,ZJ. 3ai.:mo<teHue: O,UOliPEHO 
Prepared by / 

Ilo.uroTOBJieHo:~ 
Vishal Sharma . 

Date/ 
)lam: 15.05.2026 

Checked by/ 

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

Ilposepetto: IlpoBepetto (AOK): person I O.uo6peHo: O6ecrreqem1e 
Pravesh Rana Ajay Kumar Srivastava Ka'!ecrna/OrneTCTBeHHOe JIHUO: • ~/ il,9 JJ ' 

-~>-- n 
Date/ Date I Date I (1~1uS\, )lam: 15.05.2026 )lam: 15.05.2026 .[laTa: 

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 
·clN: 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 

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

Product:/ Ketorol@ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,1J;y1n: KeTopon® (KeToponaK) pacrnop ,n;Jrn BHyrp1rneHHoro H BHyrpHMhIWe•rnoro BBe,n;eHm1, 30 Mr/Mn 

Batch No I 
: V260355 

Batch Quantity / 454545 ampules / 

CepuH .M! O6'heM cepuu 
: 

454545 aMnyn 

Analytical Report No I Date of Analysis / 
AHaJinTn'lecKnn OT'leT .N'!! : 890001881715 ,l(aTa aHaJiu3a : 14.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 : 

,l(aTa DP0H3B0,!J;CTBa ro,!J;eH ,!J;0 
Mfg. License No./ 
Ilpou3BO,!J;CTBeHnaH : MB/05/264 MA number:/ 

: JITT-N2(008888)-(Pf-RU) 
JIHUeH3HH .N'!! HoMep PY 

Analysis performed according to ND / AuaJiu3 npoBep;eu no H,l(: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbl nepBn11Hon ynaKOBKH yrnep:1K,UeHL1: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTbl npoMemyT011uon ynaKoBKH yTsep:iK,UeHLI: 17.02.2025 
Artworks of secondary package approved:/ MaKeTbl BTopn11uon ynaKOBKH YTBep:1K,UenL1: 09.06.2025 
PL approved:/ JIB yrnepiK)J;eu: 17.02.2025 

Page 3 of9 / CTp. 3 03 9 

.N'! Test/ IloKaJaTeJJh Results/ PeJyJJbTaTbI Specification/ HopMa 

6 Particulate matter/ Mexann'lecKne BKmoqennst 

6a Visible particles / Complies I CooTBeTcTByeT Should be absent. / 
8H,!]J1Mble '-laCTl11..\bl ,ll;omKHhl 0TCYTCTBOBaTb. 

6b Invisible particles / 
HeBl1,!1_11Mble '-laCT11UbI : 
1. Particles 2 IO µm / 28 not more than 6000 per ampoule; / 

qacrnu paJMepoM 2 He 6onee 6000 Ha aMrryny; 
10 MKM 

ii . particles 2 25 µm / 02 not more than 600 per ampoule. / 
'-lacrnu pa3MepoM 2 He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities / IlpnMecn 

Impurity A/ ITp11Mecb A 0.10% not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / TTp11MeCb B Not detected / He o6Hapy)l(eHa not more than 0.50 % / He 6onee 0,50 %; 

Impurity C I ITp11Mec1, C Below LOD (LOD = 0.010 %) I Hm1<e not more than 0.50 % / He 6onee 0,50 %; 
rrpe,11_ena o6Hapy)l(eHl'UI (ITO= 0.010 %) 

Impurity D / ITp11Mecb D Not detected / He o6Hapy)l(eHa not more than 0.20 % / He 6onee 0,20 %. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqanne: ITpo,11_y1<T cooTBeTcTByeT Tpe6oBaHillIM H,ll; 3aKmoqeuue: OllOiiPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 

fIOAfOTOBJieHOQ,-. flpoBepeHo: ITpoBepeHo (AOK): person I O,11_06peHo: O6ecne'-leHwe 
Vishal Sharma Prnvesh Rona i Ajay Kumar riva tava Ka'-leCTBa!OTBeTCTBeHHOe JIHUO: SIJJ lll}N/ 

~ _J_-
- A • /) -

Date/ Date/ Date/ Date/ ~ 1)-;;;:(, A)~, 7h ,ll;arn: 15.05.2026 ,ll;arn: 15.05.2026 Ilarn: 15.05.2026 )..lam: 
-,6 l .;:,/ J)' 

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

CIN : L85195AP1984PLC004507 
www.drreddys.com 



•·· 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:/ Ketorolo.-0 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo;:i;yKT: KeTopo11® (KeTOPOJlaK) pacrnop )],ml Bttyrp11BeHHOro M BH)"TpHMbIWe4HOro BBe,[\eHmI, 30 MriMJl 

Batch No/ 
: V260355 

Batch Quantity / 454545 ampules/ 

Cepm1 .M! O6'heM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJ1HTH'leCKHH OT'leT .N'!! : 890001881715 ,[(aTa auaJ1u3a : 14.05.2026 

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

03/2028 
IJI:aTa npoH3BO)];CTBa ro;:i;eu )];O 

: 

Mfg. License No. / 
Ilpon3eo;:i;cTBennaH : MB/05/264 

MA number:/ 
: JII1-N2(008888)-(Pf-RU) 

JlUQeH3UH .N'!! HoMep PY 

Analysis performed according to ND/ Aua.rtu3 npoee;:i;eu no H,[(: .JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbI nepeuquoii ynaKOBKH yTeep:1K,1J;enL1: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMemyTo'luoii ynaKOBKH yTeep:1K,1J;enhl: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTOpnquoii ynaKOBKH yTBep:iKJJ:eHbl: 09.06.2025 
PL approved:/ JIB yTBep:1K,1J;en: 17.02.2025 

Page 4 of9 / CTp. 4 u3 9 

.M! Test/ IloKa1aTeJib Results/ Pe1yJibTaTbt Specification / HopMa 

Individual unidentified Below LOQ (LOQ = 0.050 %) I HmKe Not more than 0.20 % / He 6oJiee 0,20 %. 
impurity / E.n.HHWIHal! npe.n.eJia KOJIH'leCTBeHHOro onpe.n.eJieHHll 
He11.n.eHTH~HUHpOBaHHall (TIKO = 0.050 %) 
np11MeCh 

Total impurities/ CYMMa 
0.1 % 

np11Mecei1 

-8 Extractable volume* / IO.I ml/ 10,1 MJI 
M.3BJieKaeMblH o6beM* 

9 Bacterial endotoxins / <=0.725 EU/mg I 
liaKTepuaJibHhte <=0.725 E3/Mr 
3H.I\OTOKCHHbl 

10 Sterility** / NA 
CTepHJibHOCTb ** 

Remarks : The Product confirms to ND/ 
Il HMellaHHe: Il O.ll KT COOTBeTCTB eT e6oaaHHl!M H,[l 
Prepared by I Checked by / 

TioJJ.roToBneHo: /I TiposepeHo: { 
Vishal Sharma ~ Pravesh Rana 

Date I Date I 
,[lam: 15.05.2026 )];am: 15.05.2026 

Checked by (AQA) / 
TipoBepeHO (AOK): 
Ajay Kumar Srivastava 

~ 
Date I 
,[{am: 15.05.2026 

Not more than 1.50 % / He 6oJiee 1,50 %. 

Not less than 10.0 ml (collectively 
measured volume of IO ampoules)./ 
He MeHee 10,0 MJI (06-heM, H3MepeHHhIH 
Ha OCHOBaHHH 06be.UHHeHHOro 
co.n.ep)KHMoro IO aMnyJI). 

Not more than 5.8 EU/mg of Ketorolac 
Trometamol. I He 6oJiee 5,8 E3/Mr 
KeToponaKa rpoMeTaMona. 

Must be sterile. I Jl:on)KeH 6hITh 
CTepHJihHhlM. 

Conclusion : APPROVED / 
3aKmoqeuue: O.l{OliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O.n.o6petto: O6ecne<IeH11e 
Ka'Iecrna/OrneTcrneuHoe n11uo: d)'J/ tJf))J / 

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

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHA.JIH3A 

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

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

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpOJJ:YKT: KeTopon® (KeTOPOJiaK) pacrnop ,l].JUI BHYfPJ.1BeHHOro tt BHYfPHMbIWetrnoro BBe)].eHmI, 30 Mr/MJI 

Batch No I 
: V260355 

Batch Quantity / . 454545 ampules I 
CepuH .N'!! O6'beM cepuu • 454545 aMTTYJI 

Analytical Report No / Date of Analysis / 
AuaJIHTH'lecKuii OT'leT .N'!! : 890001881715 ,U:aTa auaJin3a : 14.05.2026 

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

03/2028 
IJlaTa npou3BOACTBa roJ];eH AO 

: 

Mfg. License No. / 
Ilpou3BOJJ:CTBeuuaH : MB/05/264 MA number:/ 

: JU1-N2(008888)-(Pf-RU) 
JIU .. eH3HH .N'!! HoMep PY 

Analysis performed according to ND / AuaJIH3 npoeer.eu no HJI:: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbI nepeu'luou ynaKOBKH yrnep:iK,UeHhI: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbI npoMe)KYTO'IHOH ynaKOBKH yTeep:1K,Ueu1>1: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTopu'tuou ynaKOBKH yTeep:1K,UeHb1: 09.06.2025 
PL approved:/ JIB yrnep:iK,Ueu: 17.02.2025 

N2 Test I Iloi.:aJaTeJJb Results/ PeJyJJbTaTbI 

11 Assay / KoJJuqecTseuuoe 29.67 mg I 29,67 Mr 
onpe,ueJJeuue 

12 Ethanol content/ 3TaHOJ1 11.99 % 

Remarks: The Product confirms to ND/ 
Il HMe'laHue: TI 0,U KT C00TBeTCTB eT e6osaHIDIM H)l 
Prepared by / Checked by / 

Tio,uroTOBJleHo: /1 IlpoBepeH0: j 
VisharSharma {y Pravesh Rana 

Date I Date I 
narn: 15.05.2026 ,llarn: 15.05.2026 

Checked by (AQA) / 
Ilposepetto (AOK): 
Ajay Kumar Srivastava 

Date I 
,llarn: 15.05.2026 

Page 5 of9 / CTp. 5 03 9 

Specification/ HopMa 

From 27 .0 mg to 33.0 mg of Ketorolac 
Trometamol per 1 mL. I OT 27 ,0 Mr ,uo 
33,0 Mr KeToponaKa TP0MeTaMona s l Mn. 

From 10.60 % (v/v) to 13.10 % (v/v) . / 
OT 10,60 % (06/06) ,uo 13,10 % (06/06). 

Conclusion : APPROVED / 
3aKJJIO'lenue: O.llOliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O.n.o6petto: O6ecne'iem1e 
Ka•1ecTea/OTBeTc-ri3eHHOe 1111uo: cS>, Iv IJ}l / 

Date I 
)lam: 

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

Tel : +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www.drreddys.com 



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

CEPTH~HKATAHAJIII3A 

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® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo.D,yKT: KeTopon® (KeTOPOJiaK) pacrnop .D,ml BHYTPHBeHHOro H BHYTPHMbilllel!HOro BBe.D,eHml, 30 Mr/MJI 

Batch No/ : V260355 
Batch Quantity / 454545 ampules / 

CepnH .N'!! 06'beM cepnn 
: 

454545 aMnYJI 

Analytical Report No / Date of Analysis / 
AuaJJHTH'leCKHH OT'leT .N'!! : 890001881715 ,ll.aTa auaJ1n1a : 14.05.2026 

Date of Manufacture / : 04/2026 
Date of Expiry/ 03/2028 

,U:aTa DPOH3B0.D,CTBa ro.D,eH .D,O 
: 

Mfg. License No./ 
IlponJBO.lJ.CTBenuaH : MB/05/264 

MA number:/ : JITT-N~(008888)-(Pf-RU) HoMep PY JlHQeH3HH .N'!! 

Analysis performed according to ND/ AuaJ1n1 npose.n:eu no H,ll.: JITI-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH yrnep~eub1: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbI npoMe,icyTo'lnou ynaKOBKH yTsep~eub1: 17.02.2025 
Artworks of secondary package approved:/ MaKeTbl srnpuquou ynaKOBKH yrnep~em.1: 09.06.2025 
PL approved: / JIB yrnep~eu: 17.02.2025 

13 

Test I IloKaJaTeJib 

Package description / 
OnucauueynaKOBKU 

Remarks : The Product confirms to ND/ 
Il 11Me'-laHHe: f1 0.11. KT COOTBeTCTB eT 
Prepared by I Checked by / 

Results/ PeJyJ1hTaTb1 

1 mL in class I light-shielding dark amber 
glass ampoules. A cut ring and point in the 
upper part of ampoule. A label is attached 
to ampoule. 
10 ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack. / 
no 1 MJJ B aMnyn&I U3 CBeT03alll,HTHOro 
cTe1orn TeMH0-Kopwrnesoro usern Knacca 
I. B BepxHeH qacTH aMnyJJhl HaHeCeHhl 
K0JihU0 11 TQqKa ,Ll,JUI pa3JJ0Ma. Ha aMnyny 
HaKJJeHBa!OT 3THKeTKy. 
no 10 aMnyn BMeCTe c JJHCTK0M-
BKJia.LJ_hJIIIeM B ITBX/anioMHHtteB&Ili 
6JJHCTep. f1o 1 6JJHCTepy B naqKy 
KapTOHHYJO. 
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Specification / HopMa 

1 mL in class I light-shielding dark amber 
glass ampoules. 
A cut ring and point are in the upper part 
of ampoule. A label 1s attached to 
ampoule. 10 ampoules and a patient 
information leaflet in a PVC/aluminum 
blister. 
1 blister in a carton pack; for in-patient 
facilities : 2, 3, 5 blisters in a carton pack. 
I 
f1o 1 MJJ B aMnyJJhl H3 CBeT03alll,HTHOf0 
cTeKJia TeMHO-Kopwrnesoro useTa Knacca 
I. B sepxttew qacn-1 aMnyn&1 HattecetthI 
KOJihUO H TOqKa .LJ.JIJI pa3JIOMa. Ha aMrryny 
HaKJiettBalOT 3Tl1KeTKy. 
f1o 10 aMnyn BMeCTe C JIHCTKOM-
BKJia.LJ.bIIIIeM B ITBX/anioM11tt11es&1ii 
6JIHCTep. Tio 1 6JJHCTepy B rratJKY 
KapTOHttyio; OJ/R cmaz1u0Hapo13: no 2, 3, 5 
6JIHCTepoB B natJKY KapTOHHYJO. 

e6osaHHJIM H,[l 
Conclusion : APPROVED / 
3aKmO'-lettue: O)lOliPEHO 

no.11.roTonneMo: {) ITponepetto: 

1 Vishal harma {y Pravesh Rana 

Checked by (AQA) I 
ITposepetto (AOK): 
Ajay Kumar riva tava 

~ 

Approved by: Quality Assurance/ Authorized 
person/ O.11.06petto: O6ecneqettwe 
KatJecrna/Orn'eTCTBeHHoe n11uo: .!;;/ J 11 /)JJ / 

Date/ 
)lam: 15.05.2026 

Date I 
)lam: 15.05.2026 

Date I 
,Uarn: 15.05.2026 

Date/ 
,Uarn: 

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.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTHwIIKATAHAJIH3A 

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@ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpO,l),YKT: KeTopoJI® (KeTopoJiaK) pacTBop ,[(ml BHYTPHBeHHoro H BHYTPHMhirneqttoro BBe.[(eHm1, 30 MrlMJI 

Batch No/ 
: V260355 

Batch Quantity/ 454545 ampules / 
CepuH .N"!! O6beM cepuu 

: 
454545 aMTTYJl 

Analytical Report No/ Date of Analysis / 
AuaJIHTHIJecKuii: OT'leT .N"!! : 890001881715 ,ll;aTa auaJiuJa : 14.05.2026 

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

03/2028 
,ll;aTa npOH3B0,llCTBa ro,IJ,eH ,1),0 

: 

Mfg. License No./ 
IlpoH3B0}],CTBeHHaH : MB/05/264 MA number:/ 

: JII1-N!!(008888)-(Pf-RU) 
JIHIJ,eH3HH .N"!! HoMep PY 

Analysis performed according to ND/ AnaJIH3 np0Be,1J,eu no H,ll;: JIII-.N2(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeTbI nepBuIJuoii: ynaKOBKH YTBepm,1J,eubi: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbI npoMemyToIJuoii: ynaKOBKH yrnepm,1J,enhl: 17.02.2025 
Artworks of secondary package approved: / MaKeThI Brnpuquoii ynaKOBKH YTBepm,1J,enh1: 09.06.2025 
PL approved:/ JIB yrnepm,1J,eu: 17.02.2025 
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.M! Test/ IloKaJaTeJJb Results/ PeJyJ11>TaT1>1 Specification / HopMa 

14 Labeling/ Mapicuposica Complies / Coornercrnyer In accordance with section 1.3.2 of 
module 1 of the registration dossier. / B 
COOTBeTCTBHH C pa3,neJJOM 1.3.2 MO,nym1 1 
per11cTJ)a1JHOHHOro JlOCbe. 

15 Storage conditions / In a place protected from light at a temperature below 25 ° C. 
YcJJOBHSI xpaueHHSI Do not freeze. / B 3allJHllJeHHOM OT CBem MeCTe npH TeMnepaType He Bblllle 25 °C. He 

3aMOpa)KHBaTb. 
16 Shelf-life (storage period) / 2 years. / 2 ro,!l,a. 

CpoK ro,lJ,H0CTH (cpoK 
xpaHeHHSI) 

* Tests are not performed during the stability investigation. / * HcnhimHIDI He npoB0,!1,HT B xo,!l,e 0ccJie,!l,0BaHHH 
CTa6HJibHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** ITp11 BhmyCKe npenapam KOHTpOJib 
Kaqecrna no noKaJaremo npoBO,!l,HTCH )],JIM Ka)K,!1,0tt 15-ott cep1111. 

API name/ HauMeuosauue A<l>C: 

INN /MHH: 

API manufacturer batch number/ 
HoMep cepuu npouJBO,lJ,HTeJJH A<l>C: 

Remarks : The Product confirms to ND/ 
fl HMe'laHue: Il OJl KT COOTBeTCTB eT 
Prepared by / Checked by / 
Ilo)],roTOBJieHo: /) IlposepeHo: 
Vishal Sharma (/ Piavesh Rana 

Date/ Date/ 

Ketorolac Trometamol / KernpoJiaKa TPOMemMOJI 

e6osatt11HM HA 
Checked by (AQA) I J ITposepetto (AOK): 

J_ Ajay K~ Srivastava 

Date/ 

Ketorolac / KernpomK 

2KTM0130226 

Conclusion : APPROVED / 
3aicmo'leuue: O)lOliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ 0 ,11.06peHo: 06ecneqeH11e 
Kaqecrna/OTBeTCTeeHHoe JI11110: J}; / II IJJJ / 

,[{am: 15.05.2026 ,[{am: 15.05.2026 ,[{am: 15.05.2026 
Date/ 
,[{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: L8519SAP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 

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

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

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpO.ll,YKT! KeTopon® (KeToponaK) pacTBOp JJ,m1 Bttyrp.11Bettttoro H BttyrpHMblWe'rnoro BBeJJ,emrn, 30 Mr/MJI 

Batch No I 
: V260355 

Batch Quantity/ 454545 ampules / 
Cepm1 .M! 06'beM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTHIIecKun OTIIeT N!! : 890001881715 ,IJ:aTa anaJIH3a : 14.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry/ 
03/2028 

,U:aTa DPOH3B0.ll,CTBa ro~eu ~o 
: 

Mfg. License No./ 
IlponJBo~cTBeuuaH : MB/05/264 

MA number:/ 
: nrr-N2(008888)-(Pf-RU) 

JIHQeHJHH N2 HoMep PY 

Analysis performed according to ND/ AuaJIH3 npoee_ueu no H,n:: JITI-N2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThl nepBn1.1uoii ynaKOBKH YTBep)K,UeHhI: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMemyT01.1uoii ynaK0BKH yTeep~enhi: 17.02.2025 
Artworks of secondary package approved: / MaKeThl eTopu1.1uou ynaK0BKH yTeep~enh1: 09.06.2025 
PL approved:/ JIB yrnep~eu: 17.02.2025 
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FP Manufacturer API Batch number/ FETA00133 
HoMep cepHH cy6CTaHQHH npoHJBO.ll,HTeJISI 
r JI<I>: 

API Manufactured by, address & country/ Symed Labs Limited, 
IlpOHJBOJJ.HTCJib A<l>C, aJJ.pec u cTpana: Unit-II, Plot No. 25/B, Phase-III, I.D.A., Jeedimetla (V), Quthbullapur (M), 

Medchal-Malkajgiri District- 500 055, Telangana State, India/ 
Cai1Me.n: Jla6c J111M11Te.n, I1pomBo.n:crnettttoe no.n:pa3.n:enem,1e II, YqacToK .N!! 

25/B, <l>aJa Ill, H.,[{.A., ,/J;)l(ee,11,11Merna (Bmrna,11,)1(), KyT6ynnarryp (Matt,11,an), 
Me,11,qan - ManKa,11,)l(mpH (,[{HCTpHKT) - 500 055, Tenattratta, Httmrn 

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh 
manufacturing site/ Control site/ Release 

Road, Baddi, Distt. Solan, H.P. 173205, India (license No MNB/05/263) / 
site I 

,D;-p PeMtt'c Jla6oparnpttc JlT,11,., Htt.n:H.SI, I1poH3BOJ.J:CTBettttoe rro,11,pa3.n:enetttte-6, 
HanMeHoBaHHe, aJJ.pec, JIHQeHJHSI .!l,JISI 
IlpottJBOJJ.CTBeHnasr nnomamca / Ilnomamca 

BIDIJI. KXOJib, Hanarapx Poy,11,, EaMH, ,[{HCTpHKT CoJiaH, x.rr., 173205, liHJJ.HH 

KOHTpOJISI Ka'leCTBa / IlJiomaJJ.Ka BbIOYCKa 
(nwuett3H» .N~ 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 (No. GMP/EAEU/RU/02329-2025 dt. 

Remarks : The Product confirms to ND/ 
II HMeqanue: I1 0,11, KT C00TBeTCTB eT 
Prepared by I Checked by I 
ITo.nroToBnetto: ,/l I1poBepeHo: 
Vishal Sharma ~ Pravesh Rana 

Date I Date/ 

e6oBattHHM H,[{ 
Checked by (AQA) I 

f ITpoBepetto (AOK): 
,_ Ajay K~ Srivastava 

Date I 
)lam: 15.05.2026 )lam: 15.05.2026 }].am: 15.05.2026 

Conclusion : APPROVED / 
3aKJito'ieHue: O,llOliPEHO 
Approved by: Quality Assurance/Authorized 
person/ O,11,06petto: O6ecneqetttte 
KalJeCTBa!OTBeTCTBeHliOe Jll1L{O: sn I If f}-iJ I 

Date/ 
}].am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +91404900 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 
CEPTH~IIKATAHAJill3A 

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

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

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo,IJ,yKT: KeTopon® (KeToponaK) pacrnop ,11,m1 BHyrp1,rneHHOro H BHYfpHMb!WelJHOro BBe,l],eHH.11, 30 Mr/MJ1 

Batch No/ 
: V260355 

Batch Quantity / 454545 ampules/ 

Cepusr .M! O6'heM cepuu 
: 

454545 aMTIYJl 

Analytical Report No/ Date of Analysis / 
AuaJinTn'lecKnu OT'leT .N'!! : 890001881715 ,ll;aTa auaJIHJa : 14.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 : 

,l.(aTa IlPOH3B0,l),CTBa ro,IJ,eH ,1),0 

Mfg. License No./ 
IlpouJBO,IJ,CTBeuuasr : MB/05/264 

MA number:/ 
: JUI-N2(008888)-(Pf-RU) 

JIHU:eHJHH .N'!! HoMep PY 

Analysis performed according to ND/ AuanuJ npoee,1J,eH no H,ll;: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThI nepBH'IHOii ynaK0BKH yTeep,tC,Uenhl: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMemyTo'lnoii ynaK0BKH yTBep,tC,Ueub1: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTOpuquoii ynaK0BKH yTBep,tC,UeHhI: 09.06.2025 
PL approved: / JIB yTBep,tC,Uen: 17.02.2025 

Page 9 of9 / CTp. 9 HJ 9 
September 19, 2025) 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»./ 

3aKJIJO'lenue 0 C0OTBeTCTBHH: «HacTo.11m11M .II TI0,11,TBep)K,AaIO, 9.TO npHBe,l],eHHa.11 BblWe HH<pOpMaUH.11 .IIBJl.lleTC.11 

,[\OCTOBepHOH H TO'l.HOH. 3Ta cepH.11 np0.l\YKUHH np0H3Be,[\eHa (BKJllO'-!a.11 ynaKOBKY (MapKHpOBKY) H K0HTp0Jlb KaLleCTBa) 

Ha Bb!WeyKa3aHHOH npOH3B0,ll,CTBeHHOl1 nnoma,11,Ke (nnoma,11,Kax) B TIOJlHOM C00TBeTCTBHH C Tpe6osaHH.IIMH TTpaBHJl 

Ha,ll,Jle)Kameii npoH3BO,ll,CTBeHHOM npaKTHKH Espa3HMcKoro 3KOHOMHL1ecKoro coI03a (N2 GMP/EAEU/RU/02329-2025 

OT 19 cettni:6p.11 2025 r.) H Tpe6osamrnMH KOHTpOJl.11 KalJ.eCTBa JleKapcTBeHHbIX cpe,11,CTB, a TaK)Ke s COOTBeTCTBHH co 

cneuH<pHKaUH.IIMH, CO,ll,ep)KamHMHC.11 B perHCTpaUHOHHOM ,[\OCbe CTpaHbl-HMnOpTepa. 3anHCH no npOH3B0,[\CTBY, 

ynaK0BKe H aHaJ1H3Y nposepeHbl, H ycTaHOBJleHO HX C0OTBeTCTBHe TPe6oBaHH.IIM IlpaBHJl Ha,11,J1e)Kameii 

npOH3B0,[\CTBeHHOH npaKTHKH Eapa3HHCKOro 3KOHOMHLleCK0ro C0I03a». 

Remarks : The Product confirms to ND/ 
II HMe'laHue: IT 0,11, KT C00TBeTCTB eT T e6osamrnM H)l 

Prepared by/ & Checked by/ Checked by (AQA) / 
□o,11,r0Tos11e uo : Tiposepeuo: i ITposepetto (AOK): 
Vishal Sharm Pravesh Rana Ajay Kumar Srivastava 

~ 
Date/ Date I Date/ 
)lam: 15.05.2026 )lam: 15.05.2026 )lam: 15.05.2026 

Conclusion : APPROVED / 
3aKJ110"leuue: O)lOliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O,11,06peuo: O6ecneqem1e 
Kaqecrna/OTBeTCTBenHoe m1uo: d:IJ / r) IJ)J / 

Date I 
)lam: 

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

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

www.drreddys.com 




