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

CEPTH~HKATAHAJIB3A 

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

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

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpOA)'KT: KeTopon Q.(I (1<eToponaK) paCTBOP JJ,JT.SI BHYfP~IBeHHOro H BH)'TPHMbIWel.fHOro BBe}].eHH51, 30 Mr/MJ1 

Batch No/ 
: V260357 

Batch Quantity / 454545 ampules / 
CepnH .M! O6neM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis/ 
AnaJJnTn'lec1euu OT'leT .N'!! : 890001884968 ,ll;aTa anaJJn3a : 29.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 l(aTa np0U3B0,IJ;CTBa ro,11;eu,11;0 

: 

Mfg. License No. I 
IlpOH3B0,IJ;CTBeHHaH : MB/05/264 MA number:/ 

: JII1-N2(008888)-(Pr-RU) 
JIUQeH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AnaJJn3 npose,11;eu no H,n: JIIl-.N'2(008888)-(Pr-RU}-l 70225 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH yTeep~enL1: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbl npoMe~yTO'IHOH ynaKOBKH yTeep~enhl: 17.02.2025 
Artworks of secondary package approved: / MaKeThl BTopn'IHOH ynaKOBKH yTBep~enL1: 09.06.2025 
PL approved: / JIB yrnep~eu: 17.02.2025 

Page 1 of9 / CTp. 1 03 9 

x~ Test/ IloKa3aTem, Results/ Pe1yJ1bTaTbI Specification / HopMa 

1 Description/ Onucanue Clear colorless solution. / I1po3pa11HhIH Clear colorless to slightly yellow color 
6ecuseTHhitt pacrnop. solution. I I1p03pa11Hb1il: pacrnop OT 

6ecuseTHOro AO CBeTJJO-)[(eJJTOro UBeTa. 

2 Identification*/ lfaettTmlrnKau.usi* 

2a HPLC* I B3)[{)(* 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 Ill the 
standard solution. I BpeM.!l yaep)[(1,rnamrn chromatogram of standard solution (Assay 
OCHOBHOro IlHKa Ha xpoMarnrpaMMe section). I BpeM» yaep)[(HBaHH.!l 
HCilhITyeMoro pacrnopa COOTBeTCTByeT OCHOBHOf0 IlHKa Ha xpoMarnrpaMMe 
BpeMeHH yaep)[(HBaHH.!l 0CH0BHOro IlHKa HCilbITyeMoro pacrnopa )lOJJ)[(H0 
Ha xpoMaTorpaMMe CTaHaapTHOro COOTBeTCTBOBaTh BpeMeHH yaep)[(HBaHH.!l 
pacrnopa. OCH0BH0fO IlHKa Ha xpoMaTorpaMMe 

cmn.uapTH0ro pacrnopa (pa3)leJJ 
«Konlft{ecrnenHoe orrpeaeneHHe»). 

Remarks : The Product confirms to ND/ 
II HMeqaHHe: rr O)l KT COOTBeTCTB er e6oBaHH.!IM H)l 

Conclusion : APPROVED / 
3aKmoqettue: OL{OliPEHO 

Prepared by / Checked by/ 
TT0JlrOToe11eHo: ITposepeHo: 
Rama Kant Pardeep Kumar 

7 ___ "--"' __ f -
i ' 

Date/ Date I 
)lam: 29.05.2026 )lam: 29.05.2026 

Checked by (AQA) / 
TTposepeHo (AOK): 
AmitKun r 

~ 

Date I 
)lam: 29.05.2026 

Approved by: Quality Assurance/ Authorized 
person/ O.uo6peHo: O6ecne11eH11e 
Ka'leCTBalOTBeTCTBeHHOe JJHUO: 

Date/ 
)lam: 

~i, I \I It MI 

Registered Office: 8-2-337, Road No. 3, Banj~ra Hill s, Hyderabad - 500034. Telangana, India 
Tel : +91 40 4900 2900, Fax: +91 40 4900 2999, fmail: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



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

CEPTH<l>HKA T AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Di <;tt. 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,T.J,YKT: KeTopon00 (KeTOponaK) pacmop .wrn BHyrp1,1BeHM0f 0 H BHYfPHMbillleqHQfO BBe,l],eHH51, 30 Mr/Mn 

Batch No I 
: V260357 Batch Quantity / 454545 ampules I 

Cepusr .M! O6neM cepuu 
: 

454545 aMnyn 
Analytical Report No I Date of Analysis / 
AaaJIHTn11ecKnii OT'leT .N'!! : 890001884968 ,U:aTa aaaJin3a : 29.05.2026 

Date of Manufacture / 
: 05/2026 Date of Expiry / 

04/2028 
.l(aTa np0H3B0,ll.CTBa ro,ll.eH ,[1,0 

: 

Mfg. License No./ 
Ilpou3BO,T.J,CTBeaaasr : MB/05/264 MA number:/ 

: JITI-NQ(008888)-(Pf-RU) 
JIHUeH3HSI .M! HoMep PY 

Analysis performed according to ND/ AHaJIH3 npoBe,T.J,eH no H,ZI;: .JIII-.N°!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeThl nepBH'IHOii ynaK0BKH yToepm,T.J,eHb1: 17.02.2025 
Artworks of intermediate package approved: / MaKeThl npoMemyT011aou ynaK0BKH YTBepm,T.J,enh1: 17.02.2025 
Artworks of secondary package approved: / MaKeThl BTopu11uoii ynaKoBKH yTBepm,T.J,enh1: 09.06.2025 
PL approved: / JIB yTBepm,r.J,eH: 17.02.2025 

Page 2 of 9 I Crp. 2 H3 9 

x~ Test I IloKaJaTem, Results I PelyJibTaTbI Specification / HopMa 

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

Y(fJ-cneKmporjJomoMempuR * 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<D-cneK-rpb1 nornomettIDI maxima at 322 ± 2 nm. / Y<D-cneKTpb1 
HCllhITyeMoro pacrnopa J,f pacrnopa nornomeHHJI HCflhITyeMoro paCTBOpa J,f 

CTaH,napTHOro 06pa3ua KeToponaKa pacrnopa crntt.napTttoro o6pa3ua 
T})OMeTaMHHa B o6JJaCTH OT 200 HM .no 400 KeTOpOJJaKa T})OMeTaMHHa B o6JJaCTH OT 
HM HMelOT MaKCHMYMhl nornomeHIDI npH 200 HM .no 400 HM .!l_OJJ)l(Hhl HMeTb 
322±2 HM. MaKCHM}'Mhl rrornow,eHIDI npH 322±2 HM. 

3 Clarity I Ilpolpa'IHOCTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnanecueHUHJI npenapam suspension I. / OrranecueHUIDI npenaparn 
He npeBhIIIIaeT onanecueHUHIO cycneH31m He ,noJJ)KHa rrpeBhIWaTh onanecueHu11io 
cpaBHeHIDI I. cycneH31111 cpaBHeHHJI I. 

4 Color / U:BeTHOCTh 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. I 
Ilornow,ett11e .noJJ)KHO 6bnh He 6onee 0,20 
npH .!l_JJHHe BOJIHhl 430 HM. 

5 pH 7.4 From 6.9 to 7.9. I OT 6,9 .no 7,9 . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me1.JaH11e: Ilpo,nyKT cooTBeTCTBYeT TPe6osaHIDIM Hll 3aKJ110'leH11e: OJJ:OliPEHO 
Prepared by/ 

no~ror oeneHo: ~ 
Rama Kant ~~ 

Date I \ 

)],am: 29 .05.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
TipoBepeHo: IlpoBepetto (AOK): person/ O)lo6peHo: O6ecne11ett11e 
Pardeep Kumar Amit Kumar Ka11ecrna/OrneTcrneHHoe :rmuo: 

_ _J - K~--- S'J/1 t/l}N 1 
' ~ -

Date I Date/ ' Date/ N ~ /4)\ ,/it )],am: 29 .05.2026 )],am: 29.05 .2026 )].aTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH«l>HKAT AHAJIH3A 

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

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

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo)];yKT: KeTopon® (KeToponaK) pacrnop ;::i;m1 BHYT'PMBeHHOro J,[ BHYfPJ,[Mhillleqttoro BBe.[lettm1, 30 Mr/MJl 

Batch No/ 
: V260357 

Batch Quantity/ 454545 ampules / 
Cepm1 .N"!! O6-LeM cepuu 

: 
454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHH OT'leT .N'!! : 890001884968 )].aTa auaJIH3a : 29.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

HaTa npoH3BO)];CTBa ro)];eH )];O : 

Mfg. License No. / 
IlpoH3BO)];CTBeuuaH : MB/05/264 

MA number:/ 
: JITT-N!!(008888)-(Pr-RU) 

HoMep PY J1HQeH3HH .N'!! 

Analysis performed according to ND/ AuaJIH3 npoBe)];eu no H)].: .JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTLI nepBH'lttou ynaKOBKH yrnep~eub1: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTLI npoMemyrnquou ynaKOBKH yTBep~eub1: 17.02.2025 
Artworks of secondary package approved: / MaKeTLI BTOpH'IHOH ynaKOBKH yTBep~euLJ: 09.06.2025 
PL approved:/ JIB YTBep~eu: 17.02.2025 

Pae.e 3 of 9 / CTp. 3 H3 9 

.N"! Test/ Iloi.:a1aTeJ1h Results/ Pe1yJ1bTaTbI Specification / HopMa 

6 Particulate matter/ MexaHu'lecKue BKJlJO'leHUH 

6a Visible particles/ 
B11.1:u-1Mble qacTUL(bl 

6b Invisible particles / 
Hes11.11.11Mb1e 11acn1uh1 : 
I. Particles 2: 10 µm / 

qacrn:u pa3MepoM 2: 
10 MKM 

ii. particles 2: 25 µm / 
11acTHU pa3MepoM 2: 
25 MKM 

7 Impurities / IlpuMecu 

Impurity A / ITp11Mecb A 

Impurity B / ITp11Mecb B 

Impurity C / Ilp11Mecb C 

Remarks : The Product confirms to ND/ 
IJ HMe'1am1e: IT OJI. KT COOTBeTCTB eT 
Prepared by / Checked by / 

Rama Kant Pardeep Kumar 

Complies I CooTBeTcTByeT Should be absent. / 
.UomKHhl OTCYTCTBOBaTb. 

09 not more than 6000 per ampoule; / 
He 6onee 6000 Ha aMrryny; 

00 not more than 600 per ampoule. / 
He 6onee 600 Ha aMrryny. 

0.09% not more than 0.20 % / He 6onee 0,20 %; 

Below LOD (LOD = 0.014 %) I HmKe not more than 0.50 % / He 6onee 0,50 %; 
rrpe.11.ena o6Hapy)Kem,rn (ITO= 0.014 %) 

Below LOD (LOD = 0.010 %) I Hm1<e not more than 0.50 % / He 6onee 0,50 %; 
rrpe.11.ena o6Hapy)KeHJ-UI (ITO= 0.010 %) 

e6oeaHID!M H.U 
Checked by (AQA) I 
ITposepeHo (AOK): 
Amit Kumar 

Conclusion : APPROVED / 
3aKJIJO'leuue: O)lOliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O.11.06peHo: O6ecne11em1e 
Ka11ecrna/OTBeTcTBettHoe n11uo: 

TToJJ.roTosne Ho: ~ ITpoeepeHo: 

7 d-z:-
Date I 
)].am: 29 .05.2026 

Date/ 
)].am: 29 .05.2026 

Date I 
Ilam: 29.05 .2026 

Date/ 
,[(am: 

Regi stered Office : 8 -2-337, Road No . 3, Ba njara Hills, Hyderabad - 500034. Te langana, India 

Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys .com 

CIN : L85195AP1984PLC004507 

www.drreddys .com 



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

CEPTH~IIKATAHAJilf3A 

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:/ Ketoroll!<) (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpOJlYKT: KeTopon 00 (KeToponaK) paCTBOp )],Jl51 BHYfPHBeHHOro H BHyrpHMblllle'-{HOro BBe)],eHH51, 30 MriMJI 

Batch No/ 
: V260357 

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

: 
454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJinTuqecKuii 0TifeT .M! : 890001884968 ,ll;aTa auaJiuJa : 29.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

,UaTa DP0H3B0)J.CTBa ro]\eu .!10 
: 

Mfg. License No./ 
IlpOH3BO)J.CTBeHHaH : MB/05/264 MA number:/ 

: JITT-M!(008888)-(Pr-RU) 
JIU .. eH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJiuJ npose)J.eu no H,n;: JIII-.M!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbI nepsuquou ynaKOBKH yTsep,K)],eHhI! 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMe:acyTOquou ynaK0BKn yrnep,K)],eHhI: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTOpuquou ynaK0BKH yTsep,K)],enht! 09.06.2025 
PL approved:/ JIB yTsep,K)],eu: 17.02.2025 

Page 4 of 9 / CTp, 4 HJ 9 

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

Impurity D / ITpHMeCb D Below LOD (LOD = 0.014 %) / Htt)Ke not more than 0.20 % / He 6onee 0,20 %. 
npe.n:ena o6Hapy)l(eHH51 (ITO= 0.014 %) 

Individual unidentified Below LOQ (LOQ = 0.050 %) I Htt)Ke Not more than 0.20 % I He 6onee 0,20 %. 
impurity / E.n:HHW!Ha51 npe.n:ena KOJIWiecrneHHoro onpe.n:eneHH51 
HeH.n:eHTH!pHI..UlpoBaHHa51 (ITKO = 0.050 %) 
npHMeCb 

Total impurities/ C)'MMa 
0.1 % 

rrpHMecerr 

8 Extractable volume* / 
MlBJ1eKaeMb1ii o6beM* 

10.0 ml/ 10,0 MJI 

9 Bacterial endotoxins I <=0.725 EU/mg I 
liaKTepHaJlbHble <=0.725 E3/Mr 
3H,lJ.0T0KCHHbl 

10 Sterility** I NA 
CTepHJibHOCTb ** 

Remarks : The Product confirms to ND/ 
II HMeqaHtte: IT o.n: KT cooTBeTCTB eT T e6oBaHH51M HA 
Prepared by / 
TIO.UfOTOBJJeHO: ~ 

Rama Kant ~ / 

1/ 
Date I 
Aarn: 29.05 .2026 

Checked by/ 
TTpoBepeHo: 
Pardeep Kumar 

~ 
Date I 
Aarn: 29.05.2026 

·checked by (AQA) / 
IlpoBepeHo (AOK): 
Amit Kumar 

Date I 

.,----\ 
~ 

Aarn: 29.05.2026 

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

Not less than 10.0 ml (collectively 
measured volume of 10 ampoules). I 
He MeHee 10,0 MJI (o6beM, H3MepeHHbIH 
Ha OCHOBaHHH o6be.UHHeHHOrO 
co.n:ep)KHMoro 10 aMrryn). 

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

Must be sterile. I .lJ:OJI)KeH faITb 
CTepHJibHb!M. 

Conclusion : APPROVED I 
3atcmol.feHue: OllOliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O.n:o6peHo: O6ecrreqeHHe 
KaqecTBa/OTBeTCTBeHHOe JIHl..(O: 

Date I 
Aarn: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L851 95AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTM~IIKATAHAJIH3A 

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

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

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,[J,y1cr: KeTopon® (KeTOPOJiaK) paCTBOP )].ml BHYTPHBeHHOro H BHYTPHMhlweqHoro BBe.l].eHml, 30 Mr!MJI 

Batch No I 
: V260357 

Batch Quantity / 454545 ampules/ 
CepuH .N'!! O6-heM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AnaJIHTH'lecKun OT'leT .N'!! : 890001884968 ,Il;aTa auaJ1u1a : 29.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

,UaTa DPOH3B0,[J,CTBa ro,[J,eH ,[J,O 
: 

Mfg. License No. / 
IlpOH3B0,[J,CTBeHHaH : MB/05/264 MA number:/ 

: JII1-Mi(008888)-(Pr-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AnaJin3 npose,[J,eu no H,l],: JIII-.N'2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThI nepsuquou ynaKOBKH YTBep:>K,[J,eub1: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTbI npoMemyTO'IHOH ynaKOBKH yrnep:>K,[J,enb1: 17.02.2025 
Artworks of secondary package approved: / MaKeThl BTopuquou ynaKOBKH yTnep:>K,[J,enhl: 09.06.2025 
PL approved:/ JIB yrnep:>K,[J,eu: 17.02.2025 

.N'!! Test/ IloKa3aTeJJh Results/ Pe1yJihTaTbI 

11 Assay/ KoJIH'•tecTBenuoe 30.07 mg I 30,07 Mr 
onpeJJ.eJJenue 

12 Ethanol content/ 3rnuoJJ 12.03 % 

Remarks : The Product confirms to ND/ 
II nMe•rnuue: TI o.u KT cooTBeTCTB eT e60BaHID1M H)l 
Prepared by I Checked by / 
IloJJ.roTOBJieuo: IlpoBepetto: 
Rama Kant A Pardeep Kumar 

' )/ ~ 
Date/ Date/ 
)lam: 29.05.2026 )lam: 29.05.2026 

Checked by (AQA) / 
TipoBepetto (AOK): 
AmitK · 

Date/ 
)];am: 29.05.2026 

Page 5 of9 / CTp. 5 01 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 KeTOpoJiaKa TP0MeTaM0Jia B 1 MJI. 

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

Conclusion : APPROVED / 
3aKJJIO'lenue: OllOliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O,uo6petto: O6ecrreqett11e 
KaqecTBa/Oi'BeTCTBeHHOe JIHU0: 

Date/ 
)lam: 

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 



•·· 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® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,!J,yKT: KeTopon® (KeToponaK) pacrnop )],JUI BHyrpirneHH0ro H BHyrpHMbIWeqHoro BBe)],eHH51, 30 MriMJl 

Batch No/ 
: V260357 

Batch Quantity / 454545 ampules / 
CepnH .N'!? 06oeM cepuu 

: 
454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuannTn<tecKnii: OT<teT .M? : 890001884968 )laTa auaJiu3a : 29.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

l)laTa npon3BO,!J,CTBa ro,IJ,eH ,IJ,0 
: 

Mfg. License No./ 
Ilpon3BO,!J,CTBeuuaH : MB/05/264 MA number: I 

: JI11-NQ(008888)-(Pf-RU) 
JIHQeH3HH .M! HoMep PY 

Analysis performed according to ND/ AuaJIH3 npoae,1J,eu no H)l: Jlll-.M!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeTbl nepau<1uoii: ynaKOBKH yTBep~eub1: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbI npoMemyTo<tuou ynaKOBKH yTaep~eub1: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTopu<tuoii ynaKOBKH yTeep~eub1: 09.06.2025 
PL approved:/ JIB yTeep'.lK,IJ,eu: 17.02.2025 

.N'! 

13 

Test I Ilot.:a3aTeJib 

Package description / 
Om1cam1e ynaKOBKH 

Remarks : The Product confirms to ND/ 
Il HMe'laHHe: TT 0,11_ KT COOTBeTCTB eT 
Prepared by / Checked by / 
□0)].r0T0BJJeH TTposepeHo: 

Results/ PeJyJibTaTbJ 

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. I 
no 1 Mn B aMnynhI H3 CBeT03alll,HTHOro 
cTeKJia TeMHO-Kopwrnesoro usern Knacca 
I. B BepxHeH '-!aCTH aMnynhI HaHeCeHhl 
KOJlhUO H TO'-!Ka .nmr pa3n0Ma. Ha aMnyny 
HaKJJeHBa!OT )THKeTKy. 
TTo I0 aMnyn BMeCTe C JlHCTKOM-
BKJia,11.hIWeM B TTBXlanIOMHHHeBhIH 
6m1cTep. no 1 6nHcTepy B na1-1Ky 
KapTOHHYJO. 

Page 6 of 9 / CTp. 6 H3 9 

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. 
I blister in a carton pack; for in-patient 
facilities: 2, 3, 5 blisters in a carton pack. 
I 
flo 1 Mn B aMnym,I H3 CBeTo3alll,HTHOro 
cTeKJia TeMHO-KOpH'-!Hesoro useTa Knacca 
I. 8 BepxHeH qacTH aMnynhJ HaHeceHhl 
KOnhUO H TO'lKa ,nm, pa3JJOMa. Ha aMnyny 
HaKneHBa!OT 3THKeTKy. 
llo IO aMrryn BMecTe c JlHCTKOM-
BKJia,UhIWeM B ITBX/anIOMHHHeBbIH 
6JIHCTep. TIO 1 6J1HCTepy B na1-1Ky 
KapTOHHyIO; OJ/R cmal{UOHapoe: no 2, 3, 5 
6JJHCTepOB s na'lKY KapTOHHYJO. 

e6osaHIDIM HL( 
Conclusion : APPROVED / 
3aicnio'leHHe: O)lOliPEHO 

Checked by (AQA) / 
flposepeHo (AOK): 

Rama Kant Pardeep Kumar 

al 
Amit Kumar 

Approved by: Quality Assurance/ Authorized 
person/ O,11.06peHo: O6ecne1-1eH11e 
Ka'leCTlia/OrneTCTBeHHOe nHuo: 

Date I 
)lam: 29.05 .2026 

Date I Date/ 
)lam: 29.05.2026 )lam: 29.05.2026 

Date/ 
L(am: 

S11 J UI} AJ/ 

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 



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

CEPTH~HKATAHA.Jlll3A 

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

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

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

IIPO.IJ:Yl..:T: KeTopon°'' (KeToponaK) pacrnop ,[(J151 BHyrp11BeHHOro H BHYTPHMblWeqHoro BBe,[(eHH51, 30 Mr/Mn 
Batch No I 

: V260357 Batch Quantity/ 454545 ampules / 
CepuH .N'!! O61.eM cepuu 

: 454545 aMnyn 
Analytical Report No I Date of Analysis / 
AuaJiuTuqecKun oTqeT .N'!! : 890001884968 ,LI;aTa auaJIH3a : 29.05.2026 

Date of Manufacture / : 05/2026 Date of Expiry / 
04/2028 

,LI;aTa DPOH3B0.IJ:CTBa ro.1J:eH.1J:O 
: 

Mfg. License No. / 
Ilpou3BO.IJ:CTBeuuaH : MB/05/264 MA number:/ 

: JU1-N~(008888)-(Pf-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJiu3 npoBetJ:eH no H,LI;: JIII-.N'2(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeThl nepBuquoii ynaKOBKH yTBep,KJJ;enhl: 17.02.2025 
Artworks of intermediate package approved:/ MaKeThI npoMe*yrnquoii ynaKOBKH YTBep,KJJ;enLi: 17.02.2025 
Artworks of secondary package approved: / MaKeThl BTopuquou ynaKOBKH yTBep,KJJ;eub1: 09.06.2025 
PL approved:/ JIB yrnep,KJJ;eu: 17.02.2025 

Page 7 of9 / CTp. 7 H3 9 

.N"!! Test I IloKa3aTeJib Results I PeJyJibTaTbl Specification / HopMa 

14 Labeling/ MapKupoBKa Complies / CoornncrnyeT In accordance with section 1.3.2 of 
module 1 of the registration dossier. / B 
COOTBeTCTBHl1 C pa3,UeJIOM 1.3.2 MO.UYJI51 1 
per11cTI)aUJ10HHOro .llOCbe. 

15 Storage conditions / In a place protected from light at a temperature below 25 ° C. 
YcJIOBHH xpaHeHHH Do not freeze. I B 3am11meHHOM OT CBern MecTe rrp11 TeMrrepaType He Bbillle 25 °C. He 

JaMopa)l{ttBaTb. 
16 Shelf-life (storage period) / 2 years. / 2 ro.na. 

CpoK rQ)lHOCTH (cpOK 
xpaHeHHH) 

* Tests are not performed during the stability investigation. / * l1crrblTaHl151 He rrpoBO.ll51T B xone 11ccne.noBaHH51 
CTa6HJJbHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch. / ** Ilp11 BhmycKe rrperraparn KOHrpOJJb 
Kaqecrna ITO IIOKa3aTemo rrpOBO.llHTC51 nm1 Ka)K)lOH 15-ott cepHH. 

API name/ HauMeHoBaHue A<l>C: Ketorolac Trometamol I KernponaKa TpoMeTaM0JJ 

INN /MHH: 

API manufacturer batch number I 
HoMep cepuu npoH3BO.llHTeJIH A<l>C: 

Remarks : The Product confirms to ND/ 
Il HMeqaHue: TI on KT coorneTCTB eT T e6oBaHIDIM H.ll 
Prepared by / Checked by I Checked by (AQA) I 
no.a.roToonwo: IlpoBepeHo: IlpoBepeHo (AOK): 
Rama Kant Pardeep Kumaf Amit Kut ·1ar 

c:::,~ 

Date/ Date I Date/ 
,llarn: 29.05.2026 ,llarn: 29.05.2026 ,llarn: 29.05.2026 

Ketorolac / KernponaK 

2KTM0130226 

Conclusion : APPROVED / 
3aKJIIO'leHue: OllOliPEHO 
Approved by: Quality Assurance/ Authorized 
person I Ono6petto: O6ecrreqem1e 
KaqecTBa!OrneTCTBeHHOe JIHU0: 

Date/ 
,llarn: 

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: L85195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH (J>HI(A T AHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 20S, INDIA 

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

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IJpoJJ;yKr: KeTOPOJJ Q-0 (KeTOJ)OJlaK) paCTBOP }lJl~ BHYfPl-18eHH0fO H BHVfPHMb!We•1Horo BBe,nemrn, 30 MrlMJl 

Batch No/ 
: V260357 

Batch Quantity / 454545 ampules/ 
Cepust N!! O61,,eM cermu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 

AuanuTuqecKuii oT'leT .N'!! : 890001884968 )];aTa auaJIHJa : 29.05.2026 

Date of Manufacture/ 
: 05/2026 

Date of Expiry / 
04/2028 

1.Uarn npOll3BOJJ.CTBa fo]:\eH JJ;O 
: 

Mfg. License No./ 
IIpou3so.r.cTseuuast : MB/05/264 

MA number:/ 
: JITT-N~(008888)-(Pf-RU) 

JIHQeH3HSI N!! HoMep PY 

Analy ·is performed according to ND/ Auamo npoBeJJ;eu no H)J.: Jil1-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbl neps1Prnoii ynaKOBKU y-rsepiK)).enbl: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbr npoMe,i.y-roqnou ynaKOBKn yTsepiK)).enb1: 17.02.2025 
Artworks of secondary package approved: / Ma Ken., BTOpnquou ynaKOBKH TBep;KAellbJ: 09.06.2025 
PL approved:/ JIB VTBeDiK,llen: 17.02.2025 

Pa2e 8 of 9 / CTp. 8 03 9 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6CTaHUHH npoH3B0./I.HTeJUI FETA00133 
r JI<I>: 

API Manufactured by address & country/ Symed Labs Limited, 
IlpOH3B0.11.HTeJib A<l>C, a.11.pec u CTpaua: Unit-II, Plot No. 25/B, Phase-III, I.D.A., Jeedimetla (V), Quthbullapur (M), 

Medchal-Malkajgiri District- 500 055, Telangana State, India/ 
CawMe.11. J1a6c JlHMHTe.11., TipOH3B0./I.CTBeHHOe no)lpa3,UeJTeHHe II, YqaCTOK }fa 

25/B, <l>a3a III, 11.,n:.A., ,n:)l{ee)l11Merna (BH.TJJTa)l)K), KyT6ynnanyp (MaH,uan), 
Me)lqaJI - Ma.nKa,n.)KrnpH (Jl:11crp11KT) - 500 055, TenaHraHa, 11HJlHJl 

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

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

Hau 1ettosa1111e, a,11,pec, Jmueu3usr .llJlSI 
Jl:-p PeJJ.D.n c J1a6oparnp11c JlTJl. , 11HJlMll, TipoH3BO)lcTseuttoe no)lpa3,nenem1e-6, 

Ilpo1nsoJ1CTBenuasr nJiomaJIKa / IlJJoma.11.Ka 
BH.TJJT. KxOJTh, Ha.narapx Poy.n, EaJJ.D.H, JJ:11crp111<T CoJTaH, x.n. 173205, 11H,!IJUI 

KOHTpOJJSI KalfeCTBa / IlJIO(Ua,ll,lca BblnycKa 
(nm.1,eH3HJl }fa MB/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/ Conclusion : APPROVED / 
3aKJIIO'lettue: O)lOliPEHO II lll\le'latme: n 0 

Prepared by / 
Tio)lroTOBJTeHO: 
Rama Kan 

Date/ 
Jl:arn: 29.05.2026 

KT C0OTBeTCTB eT e60Ba H111:1M HJJ: 
Checked by/ 
TipoBepetto: 
Pardeep Kumar 

~ 
Date I 
Jl:aTa: 29.05.2026 

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

Date I 
aTa: 29.05.2026 

Approved by: Quality A urance/Authorized 
person/ O,uo6peHo: O6ecneqeHtte 
Kaqecrna/OrneTcTseHHoe JTHuo: 

Date I 
}lam: 

stl)V BN 

Registered Office: 8-2-337, Road No. 3, Banjara Hills , Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91404900 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~HKATAHAJIII3A 

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

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

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

Ilpoi:.y1n: KeTopon® (KeToponaK) pacrnop Amr BttyrpttBettttoro H BttyrpHMhiwe1rnoro BBe,ll,ettm1, 30 Mr/Mn 

Batch No I 
: V260357 

Batch Quantity/ 454545 ampules/ 

CepuH .N'!! O6beM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKuii OT'leT .N'!! : 890001884968 )];aTa auaJiuJa : 29.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

lllaTa npouJBOACTBa roi:.eu AO 
: 

Mfg. License No. / 
Ilpou3BOACTBeHHaH : MB/05/264 

MA number:/ 
: JIIT-N2(008888)-(Pr-RU) 

JIHU:eH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AnaJIH3 npoBe,ll,eH no H)];: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeThI nepBH'IHOH ynaKOBKH yTBep,K,11,eub1: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMem:yrnquoii ynaKOBKH yrnep,K,11,enh1: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTopuquoii ynaKOBKH yTBep,K,11,eHhI: 09.06.2025 
PL approved:/ JIB yrnep,K,11,eu: 17.02.2025 

Page 9 of 9 / CTp. 9 u3 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»./ 

3aKmoqeuue O COOTBeTCTBUU: «HacTO}ll.QHM }I ITO,ll,TBep)K)],aIO, ':lTO rrpHBe,ll,eHHaH Bb!We HH<pOpMaU,HH HBJrneTCH 

,ll,OCTOBepHOH tt TO':lHOH. 3m cepHH npOAYKU.HH npOH3Be,ll,eHa (BKJlIO':laH ynaKOBKY (MapKHpOBKY) tt KOHTpOJib KaY:ecrna) 
Ha BhiweyKa3aHHOH npOH3B0,ll,CTBeHHOH ITJIOLU;a,l],Ke (nnow;a,ll,Kax) B TTOJlHOM COOTBeTCTBHH C Tpe6oBaHHHMH IlpaBHJI 
tta,l],J1e)KaJ..Qett rrpoH3BOACTBeHHOtt rrpaKTHKH EBpa3HttCKoro 3KOHOMH':lecKoro co103a (N2 GMP/EAEU/RU/02329-2025 
OT 19 ceHT}l6pH 2025 r.) H Tpe6oBaHHHMH KOHTp011H Ka':leCTBa neKapCTBeHHblX cpe,ll,CTB, a TaK)Ke B COOTBeTCTBHH co 
crreu.H<pHKaU.HHMH, CO,ll,ep)KaJ..QHMHCH B perHCTPaU.HOHHOM ,ll,OCbe CTpaHbl-HMnopTepa. 3anHCH no npOH3B0,ll,CTBY, 
ynaKOBKe H aHaJIH3Y npoBepeHbl, H ycTaHOBJleHO HX COOTBeTCTBHe TPe6oBaHHHM IlpaBHJl Ha,l],Jie)KaJ..Qett 
npOH3B0,ll,CTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMH':leCKOfO COI03a». 

Remarks : The Product confirms to ND/ 
Il MMeY:amte: TI 0)1. KT C00TBeTCTB eT e6oBamrnM H.U 
Prepared by I Checked by/ 
nollrOTO!rneHO: :\;- TipoBepetto: 
Rama Kant oJJ/ Pardeep Kumar 

7 ------...-!-
Date/ Date/ 
)].am: 29.05.2026 )]pa: 29.05.2026 

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

_.----"\ 

Date/ 
LI.am: 29.05.2026 

Conclusion : APPROVED / 
3aKJIIO'lenue: O)lOliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O.11.06petto: O6ecrre1Iem1e 
Ka1Iecrna/OrneTCTBeHHOe JIHU0: 

Date/ 
llam: 

c.91Jllf1-N) 

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 




