
·•· Dr.Reddy's ~;• 
CERTIFICATE OF A ALYSI 

CEPTH~l1KATAHAJill3A 

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

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

Product:/ K etorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo)ly1n: K eTopon (KeTOPOJlaK) paCTBOP .D,JUI BHyrp1meHHoro 11 BHYT'PHMbIWe<rnoro BBe.D.eJf!,HI, 30 Mr/Mn 

Batch No I 
: V260425 

Batch Quantity/ 454545 ampules / 
Cepnn .M! O6'beM cep1111 

: 
454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJIHTH'lecKuii OT'leT .N'!! : 890001889200 ,ll;aTa auaJiuJa : 20.06.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry/ 
04/2028 · 

.LJ:aya npOJf3BOJ.J.CTB3 ro)leH )lO 
: 

Mfg. License No./ 
IIpoHJBO)lCTBeHHaH : MB/05/264 MA number:/ : JITT-N2(008888)-(Pr-RU) 
JIUU:eHJHH .N'!! HoMep PY 

Analysis performed according to ND/ Aua.JIHJ npoBe)leH no H,ll;: JIIl-.N"2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThl nepeuqnoii ynaKoBKH yTeep~eHhI: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTbI npoMeJKyTo'IHOii ynaKOBKH yTeep~eubl: 17.02.2025 
Artworks of secondary package approved: / MaKeThl BTopuquoii ynaK0BKH yTeep~eHhI: 09.06.2025 
PL approved:/ JIB yrneplfC,!l.,ee: 17.02.2025 

Pa2e 1 of 9 / CTp. 1 HJ 9 
,N'g Test/ TimcaJaTeJlb Results/ PeJyJlbTaTbl Specification / HopMa 

1 Description / Onucauue Clear colorless solution. / Ilpo3pal!HhIW Clear colorless to slightly yellow color 
6ecusernh1ti pacrnop. solution. I T1po3pa4 HblH pacrnop OT 

6ecuseTHoro JJ.0 cseTn0-)KeJIT0ro useTa. 

2 Identification*/ H,ueHTmj>uKaUHH* 

2a HPLC* I B3)KJ(* 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 in the 
standard solution. / BpeMH y,nep)l(1,rnamrn chromatogram of standard solution (Assay 
OCHOBHOfO IU:IKa Ha xpoMaTorpaMMe section). I BpeMR y ,uep)l(HBaHHH 
HCilhITyeMoro pacrnopa COOTBeTCTByeT OCHOBH0fO ITHKa Ha xpoMaTorpaMMe 
speMeHH y.nep)l(HBaHHH OCHOBHOfO ITHKa HCITbITyeMOro pacrnopa .ll-OJl)l(HO 
Ha xpoMaTorpaMMe CTaH,napTHOro CO0TBeTCTBOBaTb speMeHH y,nep)!(HBaHHH 

pacrnopa. OCHOBH0fO ITHKa Ha xpoMaTorpaMMe 
CT8HJJ.3pTH0ro pacTBopa (pa3,nen 
«Konw-1ecrneHHOe onpe.nenem1e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3a1rnioqeune: O)lOliPEHO TT lll'1le'lam1c: fl 

Prepared by I 
T1o,nroTOBJieHO: 
Yogesh Chau n 

Date I 
)lam: 20.06 .2026 

e6osatt~1.11 M H)], 

Checked by I 
IlposepeHo: 

RamaKant ~ 

1/ 
Date I 
)lam: 20.06 .2026 

Checked by (AQA) I 
IlposepeHo (AOK): 
Ajay Kumar Srivastava 

~ \ 
Date I 
,[{am : 20.06.2026 

Approved by: Quality A urance/ A uthorized 
person / O.no6peHo: O6ecneqemrn 
Kal!eCTBalOTseTCTBeHHoe nttuo: 

Date / 

)],aTa: 

~ ~\VAtJI 

Registered Office: 8-2-337 , Road No. 3
1 

Banjara Hills, Hyderabad -. 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: ma1l@drreddys. com 
CIN: L85195AP1984PLC004507 

www.d rreddys .corn 



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

CEPTHWHKATAHAJIII3A 

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:/ KetorolQ0 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpoJI.YKT: KeTopon® (KeTopoJTaK) pacTBop )],JTH BHyrp1,rneHHOro 11 BHYfPl1MbIWe4HOro BBe)],eHmI, 30 Mr/MJT 

Batch No/ 
: V260425 

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

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHH 0T'leT .N'!! : 890001889200 ,l].aTa auaJinJa : 20.06.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

,l].aTa npOH3B0.[I.CTBa ro.[l.eH ,1),0 
: 

Mfg. License No./ 
IlpouJBOJI.CTBeuuaH : MB/05/264 MA number:/ : JIIT-N2(008888)-(Pr-RU) 
JIHU.CH3UH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJIH3 npoBe.[l.eH no H,l].: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThl nepBH'IHOH ynaK0BKH yrnep~eHhI: 17.02.2025 
Artworks of intermediate package approved: / MaKeThl npoMe;rcyTo'IHOH ynaKOBKH yTsep~eHhr: 17.02.2025 
Artworks of secondary package approved: / MaKeThl BTopuquou ynaKOBKH yrnep;KJJ:enhl: 09.06.2025 
PL approved: / JIB yrnep~eu: 17.02.2025 

Paoe 2 of 9 / CT . 2 HJ 9 

Test/ IloKaJaTeJib Results/ PeJyJibTaTbI Specification/ HopMa 

2b UV- spectrophotometry* I 

Y<P-cneKmpo<jJomoMempzm * 

UV absorption spectra of the test solution 
and the solution of the standard sample of 
Ketorolac Tromethamine in the range from 
200 to 400 nm have absorption maxima at 
322 ± 2 run. / Y<t>-cneKTpbI nornow.emrn 
11cnhnyeMoro paCTsopa H pacrnopa 
cmtt.D.apTHoro 06pa3ua KernponaKa 
TP0MemMHHa s o6JiaCTH OT 200 HM ,!1.0 400 
HM HMeJOT MaKCHMYMhl nornow.eHHH npH 
322±2 HM. 

UV absorption spectra of the test solution 
and the solution of the standard sample of 
Ketorolac Tromethamine in the range from 
200 to 400 nm should have absorption 
maxima at 322 ± 2 run. / Y<I>-cneKTphl 
nornow.eHHH HCTThITyeMoro paCTB0pa H 
pacrnopa cmH.D.apTHoro 06pa3ua 
KeToponaKa Tp0MemMHHa s o6naCTH OT 
200 HM ,!1.0 400 HM ,!J.OJI)l(Hhl HMeTh 
MaKCHMYMhl nornorn.eHHH npH 322±2 HM. 

3 Clarity/ IlpoJpaY:uocTb The opalescence of the sample does not 
exceed opalescence of reference 
suspension I. / OnanecueHUHH npenapam 
He npeBhIIIIaeT onanecueHUH!O cycneHJHH 
cpasHeHHH I. 

The opalescence of the sample should not 
exceed opalescence of reference 
suspension I. / OnanecueHUHH npenapam 
He .D.OJI)l(Ha npeBbIIIIaTh onanecueHUH!O 
cycneH3HH cpaBHeHHH l. 

4 Color I ll,BernocTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
Tiorn0UleHHe ,!J.0JI)l(H0 6bJTb He 6onee 0,20 
np11 ,!J.JIHHe B0J!Hhl 430 HM. 

5 pH 7.2 From 6.9 to 7.9. I OT 6,9 .D.0 7,9 . 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
3aKJ110Y:eH11e: O.llOnPEHO TT HMe1JaH11e: fl 

Prepared by / 
Tio.n.roTosneHo: 
Y ogesh Cha uh 

Date I 
)].am: 20.06.2026 

o.u KT C0OTBeTCTB eT T e6osaHHHM H,U 
Checked by/ Checked by (AQA) / 
TiposepeHo: Tiposepetto (AOK): 
Rama K ant Ajay Kumar Srivastava 

-fu 
Date I Date/ 
)].am: 20.06.2026 )].am: 20.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ OJJ.o6petto: O6ecne4eHHe 
Ka4ecrna/OTBeTCTBeHHOe JIHU0: 

Date I 
,lJ.aTa: 

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.corn 



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

CEPTM~HKATAHAJill3A 

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

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

Product:/ Ketorol<l-0 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpO/J.YKT: KeTopo111l-O (KeTopo11aK) pacTsop JJ,m1 BH)'Tp1,rnettttoro H BHYTPl1Mhillle4Horo BBeJJ,ettm1, 30 MrlMJl 

Batch No/ 
: V260425 

Batch Quantity/ 454545 ampules / 

Cepusr .N'!! OfrbeM cepuu 
: 

454545 aMny11 

Analytical Report No/ Date of Analysis / 
AHaJIHTH'leCKHii: OT'leT .N'!! : 890001889200 .l(aTa anaJIH3a : 20.06.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

l.l(aTa npoH3BO)J.CTBa ro)J,eH )),0 
: 

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

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

Analysis performed according to ND/ AnaJiu3 npoBe,11;eH no H.l(: JIIl-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeTbl nepeu'lnou ynaK0BKH yTeep,K,,11;enbl: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTbl npoMemyTo'IHOn ynaKOBKH yTeep,K,,11;eubl: 17.02.2025 
Artworks of secondary package approved: / MaKeTbl BTopu'Inou ynaKOBKH yTBep,tC,11;enbl: 09.06.2025 
PL approved: / JIB yTBep,tC,!J;en: 17.02.2025 

Pa2e 3 of 9 / CTp. 3 H3 9 

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

6 Particulate matter/ MexaHH4ecKue BKJIIO'-leHHst 

6a Visible particles/ Complies/ CooTBeTcrnyeT Should be absent. / 
B11JJ,11Mh!e '-:laCT11Uhl .D,omKHbl OTCYTCTB0BaTh. 

6b Invisible particles/ 
HeBHJJ,11Mhle lJ:aCTHUhl: 
1. Particles 2'. 10 µm / 06 not more than 6000 per ampoule; / 

lfacrnu paJMepoM 2'. He 6onee 6000 Ha aMrryny; 
10 MKM 

ii. particles 2'. 25 µm / 00 not more than 600 per ampoule. / 
qaCTHU pa3MepoM 2'. He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities I IlpHMecu 

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

Impurity B / f1p11Mech B Below LOD (LOD = 0.014 %) / Htt)l(e not more than 0.50 % / He 6onee 0,50 %; 
rrpeJJ,e11a 06Hapy)l(eH11.H (TTO = 0.014 %) 

Impurity C / f1p11Mech C Below LOD (LOD = 0.010 %) / H11)1(e not more than 0.50 % / He 6onee 0,50 %; 
rrpe)l,ena o6Hapy)l(eHM.H (TTO = 0.010 %) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJ110'-leH1te: O,LJ:OliPEHO 

Prepared by / 
TioJ.J.roTOsneHo: 
Y ogesh Chauha 

Date I 
)].am: 20.06.2026 

o.n: KT coorneTCTB eT T e6oBaHH.HM H)]. 
Checked by/ Checked by (AQA) / 
TTpoBepeHo: TipoeepeHo (AOK): 

Rama Kant ~ Ajay Kum~ rit stava 

Date I Date I 
)].am: 20.06.2026 .D,am: 20.06.2026 

Approved by: Quality Assurance/Authorized 
person I O.n:o6peHo: O6ecrreqeHHe 
Kaqecrna/OTBeTCTBeHHOe nHuo: 

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.corn 



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

CEPTM~HKATAHAJIM3A 

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 
w•.,vw.drreddys.com 

Product:/ Ketorol@ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,a:yKT: KeTopo11(1<) (KeTopo11aK) paCTBOp ,a:rn, BHyrp1meHHOro H BHyrpHMbIWel.J:HOro BBe)].eHH51, 30 Mr/MJI 

Batch No/ 
: V260425 

Batch Quantity / 454545 ampules / 
Cepm1 .M, O6beM cepuu : 

454545 aMny11 

Analytical Report No/ Date of Analysis / 
AnaJinTn'lecKnii OT'!eT .M! : 890001889200 ,il;aTa auaJiu3a : 20.06.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 ,il;aTa np0U3B0Jl:CTBa ro,a:eu JW 

: 

Mfg. License No./ 
Ilpon3BOJl:CTBenuaH : MB/05/264 MA number:/ 

: JITT-N2(008888)-(Pf-RU) 
Jiun:en3HH N!! HoMep PY 

Analysis performed according to ND/ AuaJin3 npoBe,a:eu no H,n;: JIII-N!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeThI nepBn'lnoii ynaKOBKU YTBep~enbl: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMemyToquoii ynaKoBKn yTBep~enh1: 17.02.2025 
Artworks of secondary package approved: / MaKeThl BTopuquoii ynaKOBKH YTBep~eHhI: 09.06.2025 
PL approved:/ JIB yrnep~eu: 17.02.2025 

Page 4 of9 I CTp. 4 H3 9 
}(!! Test/ IloKaJaTeJib Results/ PeJyJibTaTbI Specification/ HopMa 

Impurity D / IlpHMecb D Below LOD (LOD = 0.014 %) I HmKe not more than 0.20 % / He 6onee 0,20 %. 
rrpe.n:ena 06Hapy)KeH1rn (ITO= 0.014 %) 

Individual unidentified Below LOQ (LOQ = 0.050 %) I HmKe Not more than 0.20 % / He 6onee 0,20 %. 
impurity / EJJ:11HJ.11-1Ha51 npe.n:e11a KOJI111iecrneHHoro 011pe.n:eneH1rn 
HeH,UeHTl1~11U11pOBaHHa51 (ITKO = 0.050 %) 
11p11MeCh 

Total impurities/ CYMMa 
0.1 % 

11p11Mecei1 

8 Extractable volume* / 
llJBJieKaeMbIM o6beM* 

10.4 ml/ 10,4 MJI 

9 Bacterial endotoxins / <=0.725 EU/mg/ 
lia1CTep11aJibHb1e <=0.725 E3/Mr 
JHJl:0T0KCHHbl 

10 Sterility** I Complies/ CoorneTcrnyeT 
CTepHJibHOCTb ** 

Remarks : The Product confirms to ND/ 
on KT cooTBeTCTB eT T e60BaHm1M H.ll 

Prepared by I 
IlOJJ,fOTOBJieHO: 
Yogesh Chau 

Date I 
)],am: 20.06.2026 

Checked by I Checked by (AQA) I 
TipoaepeHo : TiposepeHo (AOK): 
Rama Kant & Ajay Kum~ vastava 

Date I Date I 
)],am: 20.06.2026 )],am: 20.06.2026 

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

Not less than 10.0 ml (collectively 
measured volume of 10 ampoules)./ 
He Mettee 10,0 MJI (o6neM, 11JMepeHHhIH 
Ha OCHOBaHl111 06ne,U11HeHHOro 
co.n:ep)K11Moro 10 aMrryn). 

Not more than 5.8 EU/mg of Ketorolac 
Trometamol. I He 6onee 5,8 E3/Mr 
KeTOpoJiaKa T])OMemMOJia. 

Must be sterile. I ,n:on)KeH 6hJTh 
CTep11JibHblM. 

Conclusion : APPROVED I 
3aKJIIO'!eHue: O)lOliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O.n:o6peHo: O6ecneqeHHe 
KaqecTBa/OrneTcTBeHHoe m1uo: 

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.corn 



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

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHA.JIII3A 

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

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

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

Ilpo,uyKT: KeTopon® (KeTOPOJiaK) paCTBOP )],JI.SI BHYTPHBeHHOro Ii BHyrpHMb!WelJHOro BBe,l],eHml, 30 Mrf MJI 

Batch No/ 
: V260425 

Batch Quantity/ 454545 ampules I 
CepHH .M! O61,eM cepuu 

: 
454545 aMnyn 

Analytical Report No I Date of Analysis / 
AaaJIHTH'leCKHH OT'leT .N'!! : 890001889200 ,ll,aTa aaaJiuJa : 20.06.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

,ll,aTa DPOH3B0,l],CTBa ro,ueH ,l],O 
: 

Mfg. License No./ 
flpOH3B0,l],CTBeHHaH : MB/05/264 

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

JIHQeHJHH .N'!! HoMep PY 

Analysis performed according to ND/ AaaJIHJ npose,1J,en no H,ll,: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThI nepBH'IHOH ynaK0BKH yrnep,rc.uenh1: 17.02.2025 
Artworks of intermediate package approved:/ MaKeThI npoMe,rcyTo'IHOH ynaK0BKH yTsep,rc.ueab1: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTOpH'IHOH ynaK0BKH yTsep,rc.ueHLI: 09.06.2025 
PL approved:/ JIB yrnep,rc.uea: 17.02.2025 

.N'!! Test/ IloKaJaTeJib Results/ PeJyJibTaTbI 

11 Assay/ KoJiu'leCTBennoe 29.90 mg I 29,90Mr 
onpe,ueJienue 

12 Ethanol content/ 3Tanon 12.04 % 

Remarks : The Product confirms to ND/ 
Il HMe'laHUe: TI 0,1], KT C00TBeTCTB eT e60Battu11M H,ll; 
Prepared by I Checked by / 
Tio,uroToanetto: Tiposepe1-10: 
Y ogesh Chauh Rama Kant 

Date I Date I 
)],am: 20.06.2026 )];am: 20.06.2026 

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

~ 
Date I 
)];am: 20.06.2026 

Page 5 of9 / CTp. 5 HJ 9 

Specification/ HopMa 

From 27.0 mg to 33.0 mg of Ketorolac 
Trometamol per 1 mL. / 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) ,l],0 13,10 % (06/06) . 

Conclusion : APPROVED I 
3aKJlto'lenue: O.l(O6PEHO 
Approved by: Quality Assurance/ Authorized 
person/ O.uo6petto: O6ecnetJettue 
Ka'feCTBa/OTBeTCTBeHHOe nuuo: 

Date/ 
,lJ:am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hill s, 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 

CEPTM~MKATAHAJIII3A 

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

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

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpO,UYKT: KeTopon® (KeToponaK) paCTBOP .um, BHYTPHBeHHOro H BHyrpHMbillleqHoro BBe,UeHmI, 30 Mr/MJI 

Batch No/ 
: V260425 

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

454545 aMnyn 
Analytical Report No/ Date of Analysis/ 
AuaJIHTtt'leCKHH OT'leT .N'!! : 890001889200 )];aTa auaJitt3a : 20.06.2026 

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

04/2028 
l.llaTa npott3BO.UCTBa ro.ueu .uo 

: 

Mfg. License No. / 
Ilpott3BO,UCTBeuuaH : MB/05/264 

MA number:/ 
: JIIT-N!!(008888)-(Pf-RU) 

JIHIJ;eH3HH .N'!! HoMep PY 

Analysis performed according to ND/ Auanu3 npose.ueu no H,n;: .JTII-N2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThI nepsuquoii ynaKOBKH yTsepm.ueuhl: 17.02.2025 
Artworks of intermediate package approved:/ MaKeThl npoMe~yTOquoii ynaKOBKH yTBepm.ueuh1: 17.02.2025 
Artworks of secondary package approved: / MaKeThl BTOpuquoii ynaKOBKH yTBepm.ueuh1: 09.06.2025 
PL approved:/ JIB yrnepm.ueu: 17.02.2025 

13 

Test I IloKa3aTeJib 

Package description / 
Onucauue ynaKOBKH 

Remarks : The Product confirms to ND/ 

Results/ Pe1yJ1hTaT1,1 

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. / 
Ilo 1 MJI B aMIIYJihl H3 CBeT03aIIU1TH0ro 
cTeKJia TeMH0-Kopwrnesoro UBeTa KJiacca 
I. B BepxHei1 qacrn: aMnynhI HaHeceHhI 
K0JihU0 11 TQqKa )],JI51 pa3JI0Ma. Ha aMnyny 
HaKJieHBalOT 3TH.KeTKy. 
Ilo 10 aMIIYJI BMeCTe c JIH.CTK0M-
BKJia)],hJWeM B ITBX/an10M11.H11.eBhIH 
6JIH.CTep. Ilo 1 6JIH.CTepy B naqKy 
KapTOHHyto. 

Pa2:e 6 of 9 / CTp. 6 HJ 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 is 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 
Ilo 1 MJI B aMIIYJihl 11.3 CBeT03all\H.TH0ro 
CTeKJia TeMH0-K0ptt.qHeBoro LJ,BeTa KJiacca 
I. B BepxHett qacTH aMIIYJihI HaHeceHhI 
K0JihLJ,0 11. TQqKa )],J151 pa3JI0Ma. Ha aMnyny 
HaKJieHBalOT 3TH.KeTKy. 
Ilo 10 aMIIYJI BMeCTe c JIH.CTK0M­
BKJia)],hIWeM B ITBX/antoMHHH.eBhIH 
6JIH.CTep. I1o 1 6JIHCTepy B naqKy 
KapTOHHyio; OJIR cmal(UOHapoe: no 2, 3, 5 
6JIH.CTepoB B rraqKy KaPTOHHYIO. 

n HMeqauue: I1 0)], KT C00TBeTCTB eT T e6oBaHH.51M Hn 
Conclusion : APPROVED / 
3a1rnJ0qeune: O)],OEPEHO 

Prepared by / 
Ilo)],roTOBJieHo: 
Yogesh Chau· 

Date/ 
narn: 20.06.2026 

Checked by/ 
ITpoBepeHo: 
Rama Kant 

Date/ 
)I.am: 20.06.2026 

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

Date/ 
)larn: 20.06.2026 

Approved by: Quality Assurance/ Authorized 
person I O)],o6peHo: O6ecneqeH11e 
KaqecTBa/OrneTCTBeHHOe Jil1U0: 

Date/ 
narn: 

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 

CEPTH~MKATAHAJilI3A 

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:/ KetorolQ0 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Iloo.u.v1n: KeTopoJI® (KeTOPOJlaK) pacrnop )],JUI BHYTPHBeHHOro H BHyrpHMbl1IIe1rnoro BBe)],eHH.H, 30 MrlMJl 

Batch No/ : V260425 
Batch Quantity / 454545 ampules I 

Cepm1.N'2 O6'heM ceouu 
: 

454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AuaJIHTHlfecKun OTlfeT N2 : 890001889200 ,ll.aTa auaJIH3a : 20.06.2026 

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

04/2028 
,l(aTa npOH3B0,UCTBa ro.u.eu ,uo 

: 

Mfg. License No. / 
IlpOH3BO,UCTBeHHaH : MB/05/264 

MA number:/ : JU1-NQ(008888)-(Pf-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJIH3 npoee,uen no H,ll.: JIII-N2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTLI nepBHlfHOH ynaKOBKH yTeep~enL1: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTbI npoMemyrnlfnoit ynaKoeKu yTeep~enL1: 17.02.2025 
Artworks of secondary package approved: / MaKeTbl BTOpH'IHOH ynaKOBKH yTeep~enbl: 09.06.2025 
PL aooroved: / JIB yrnep~eu: 17.02.2025 

Pa2:e 7 of9 / CTp. 7 H3 9 

.N'!! Test/ IloKaJaTem, Results/ PeJyJlbTaTbl Specification/ HopMa 

14 Labeling/ Map1mpoBKa Complies / CoorneTcrnyeT In accordance with section 1.3.2 of 
module 1 of the registration dossier. / B 
COOTBeTCTBHH C pa3,!l.eJJOM 1.3.2 M0.nyn.si 1 
perncTPaUHOHH0ro ,!l.0Cbe. 

15 Storage conditions / In a place protected from light at a temperature below 25 ° C. 
y CJlOBHSI xpaHeHHSI Do not freeze. I B Jamm.ueHHOM OT csem MecTe np11 TeMnepaType He s1,1we 25 °C. He 

3aM0Pa)Kl1BaTb. 
16 Shelf-life (storage period) / 2 years. I 2 ro.na. 

CpoK ro)].HOCTH (cpoK 
xpaneuusi) 

* Tests are not performed during the stability investigation. / * Hcn1,naH11.s1 He nposo,ll)IT B xo.ne 11ccne.nosaHm1 
CTa6HJJbHOCTl1. 

** Release quality control of the perfomance is carried out for every 15th batch./** ITp11 s1,myc1<e npenapam KOHTpon1, 
Ka'-leCTBa no ll0Ka3aTemo np0B0,!l.HTC.s! ,!I.JI.!! K3)K,!l.0H 15-011 cep1m. 

API name/ HauMeHOBanne A<l>C: 

INN /MHH: 

API manufacturer batch number/ 
HoMep cepu11 npo11JBO)].UTeJ1S1 A<l>C: 

Ketorolac Trometamol I KernponaKa TPOMemMon 

Ketorolac / KernponaK 

2KTM0130226 

Remarks : The Product confirms to ND/ 
Il UMe'laHue: [1 0,!l. KT C00TBeTCTB eT e6osaHH51M HA 

Conclusion : APPROVED / 
3aKJ110'leuue: O)J,OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / 
ITposepeuo (AOK): 

Approved by: Quality Assurance/ Authorized 
person/ O.no6peHo: O6ecne'-lem1e 
Ka'-lecrna/OrneTCTBeHHOe JJHUO: 

Date I 
.[{am: 20.06.2026 

Tiposepetto: 

Rama Kant~ 

Date/ 
.[{am: 20.06.2026 

Ajay Kumar Srivastava 

Date/ 
.[{am: 20.06.2026 

Date/ 
.[{am: 

Registered Office: 8-2-337, Road No . 3, B;injara 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 

CERTU'ICATE OF ANALYSI 
CEPTlftl>HKAT AHAJill3A 

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

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

Product:/ Ketorol® (Kelorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpOJlYKT: KeToponO:O (KeTOponaK) pac-rsop )]JUI BHYfpHBeHHOrO M B.HYfPHMblWe'-lHOro BBe,D.eHlUI , 30 MrlMJl 

Batch No/ 
: V260425 

Batch Quantity / 454545 ampules / 
Cepnsi .M! O61>eM cepHn 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJinTn'leCKHH OT'leT .M! : 890001889200 )];aTa auaJJnla : 20.06.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

[)(am DPOll380}lCTBa ro}len JlO 
: 

Mfg. License No./ 
IlpoH3BO}lCTBeHHaH : MB/05/264 MA number:/ 

: J1I1-N2(008888)-(Pf'-RU) 
J1HU:eH3HH .N'!! HoMep PY 

Analysis performed according to ND I Aua.11113 npoee,aeu no H,ll,: JIIT-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbl nepnu•rnoii ynaKOBKII yTnCp)KAenbJ: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTbl npoMe,KyrO•rnoii yoa1eon1e11 yTsep)KAeHbt: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTopu•rnoii yuaKOBKH yTsep)KACHbl: 09.06.2025 
PL approved: / JIB yTBep)KAen: 17.02.2025 

Page 8 of9 / CTp. 8 H3 9 
FP Manufacturer API Batch number / 
HoMep cepHH cy6CTaHIJ,HH np0H3BOJJ.HTeJUI FETA00133 
r JI<I>: 

API Manllfactured by, address & country/ Syrned Lab · Limited, 
IlpOIBB0JJ.HTeJJb A<l>C, aJJ.pec u CTpaua: Unit-II Plot No. 25/B Phase-1IJ, I.DA, Jeedimetla (V), Quthbullapur (M), 

Medchal-Malkajgiri District- 500 055 Telangana 1ate, India / 
aFiMe)l fla6c JlHMHTell npolt380.llCTBeHl•IOe nOJlp83.lle.neHHe II, Y4aCTOI< N!! 

25/B cf>a3a ill, M.)lA., }],>Kee.o.1-1MeTJ1a (Bi,rnna.n>1<), Ky-r6ymianyp (MaHJlM), 
MeALtan - MarrKaJl)KntpH (}],1fCTpHKT) - 500 055, TenattraHa, Ji11-1mrn 

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd. India, Formulation Unit-6 Viii. Kho!, Nalagarh 
manufacturing site/ Control site/ Release Road Baddi, Distt. Solan, H.P. 173205, India (license No MNB/05/263) / 
site/ }],-p Pe.Ll,ll11 'c Jla6opaTOpHC JlTJ.l., Hu.a1-u1 , npou.3BO.llCTBeHHoe noJJ.pa311en.em1e-6 
Han 1e1-IOB3Hile 3Jlpec, JI IIUCH3UH )l.JISI 

B11nn. Kxonb Hanarapx Poy.n, 6aM11, )].11cTpHKT Cona1-1, x.n ., 173205, Humm 
Ilpo113son.CTeem1aS1 nnomam~a I IlnolUa.a,rn 

(m-1ueHJ1111 N!! MB/05/263) 
ico11TpOJ1fl 1CattccTsa / Tinou(a.11,Ka BbmycKa 

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 / 
3aKJ11-0'le1me: O)lOiiPEHO 11 IIMC<t31IIIC: n 

Prepared by I 
Tio,ll.roTosneHo: 
Yogesh Chaub 

Date I 
,UaTa: 20.06.2026 

0Jl KT coorneTCTB CT 

Checked by I 
Tiposepetto: 
Rama Kant 

e6oeaHIUIM HA 
Checked by (AQA) I 
Tiposepetto (AOK): 
Ajay Kumar Srivastava 

Date/ 
,UaTa: 20.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ O.ll.o6peuo: O6ecne4em1e 
Ka'IeCTBa/OrneTCTBeHHOe m1uo: 

Date/ 
}],am: 

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: L8519SAP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy'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 ANALY I 
CEPTM<l>HKAT AHAJllfJA 

Product:/ KetorolO;\\ (Ketorolac) solution for intravenous and intramuscular injections 30 mg/ml 
Ill>O.llYKT: KeTopon00 (KeTopoJlaK) paCTBOD ,WHI BHYfPHBeHHOro H n1-ryrpHMblWe'-IHOro BBeJJ,etrnsi, 30 Mr/MJ! 

Batch No/ 
: V260425 

Batch Quantity/ . 454545 ampules / 
CepnST .N'!! O6-beM cepnu • 454545 aMnyJl 

Analytical Report No/ Date of Analysis / 
AuaJinTnqecKnn oTqeT .N'!! : 890001889200 ,ll;aTa auaJiu1a : 20.06.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

.ll,aTa npOll3BOLl,CTBa ro,AeH AO 
: 

Mfg. License No./ 
Ilpon1B0,ncTBeunaH : MB/05/264 

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

JIUQeH3HH .N'!! HoMep PY 

Analysis performed according to ND/ Anamn npose.neu no H,l(: JIII-.N'2(008888)-(Pr-RU)-170225 
Artwork of primary package approved:/ Ma1eeT1>1 ncps11•moii ynaKOBKll yTnep~eub1: 17.02.2025 
Artworks of intermediate package approved:/ MateeTbt npoMe,tcyTO'IH0ii ynaKOBKH yTBep~eHbt: 17.02.2025 
Artworks of secondary package approved: / Ma1eeTb1 BTO(m•rnoii yoa1eoeK11 yTBep~cnbl: 09.06.2025 
PL approved: / JIB yTeep,KJJ.eu: 17.02.2025 

Page 9 of 9 / CTp. 9 019 
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 C00TBeTCTBHH: «HacTO.lll.l.ll1M SI no.z:nsep)K)lalO, 4TO np1,me.neH11asi Bblllie llH<pOpMau.11.11 .IIBJJS!eTC$l 
)lOCTOBepHOH H TOqHOM. 3-ra cepH.11 npo.n,yKU.1111 np0l13Be)J.el·la (BKJllO'-la.11 ynaKOBKY (Map,rnpOBKY) VI KOHTp011b Ka"!eCTBa) 
Ha BblllieyJca3aHHOH np0113B0)lCT8eHHOH nnoma.u.Ke (n110Ul8JlKax) B nOJJHOM COOTBeTCTBHH C Tpe6osaHJ-ISIMH TTpaswi 
Ha)lJJe)l(auteH npoH3BO.!lCTBe1-11-1oti npaKTHKH EBpa.JHHCKOro 3KOHOMH"!ecKoro co103a (N2 GMP/EAEU/RU/02329-2025 
OT 19 ceHTS!UpS! 2025 r.) H Tpe6osaHI-UIMH KOHTp011.II Ka'-!eCTBa neKapcTBeHHblX cpeJlCTB, a TalOKe B COOTBeTCTBHH co 
cneu.mpHKal.l,H.SIMH, CO.D,ep>1<autHMHC$1 B perHCTpau,HOHHOM JJ,OCbe CTJ)8HbHIMnOpTepa. 3am,ic11 no npOH3BOJl.CTBY, 
ynaKOBKe H aHaJJM3Y nposepeHbl, H yc-raHosneHo HX COOTBeTCTBH.e Tpe6oBaHHSIM Opas1rn HaJlJle)!(aUleH 
npoH3BOJJ.CTBeHHOH npaKTttKH Espa:mticKoro 3KOHOMH'-!ecKoro cm03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJJJOl.feuue: OJJ.OJiPEHO n HMel.faHHe: TI 

Prepared by / 
Tio.nroTonneHo: 
Y ogesh ChauJ 

Date/ 
D:ara: 20.06.2026 

OD. KT COOTBeTCTB eT T e6onaH-H.IIM H 
Checked by/ Checked by (AQA) I 
TiponepeHo: Tiposepeuo (AOK): 
Rama Kant iJ1k Ajay Kumar Srivastava 

Date I Date/ 
,[(aTa: 20.06.2026 ,[(am: 20.06.2026 

Approved by: Quality A urance/Authorized 
person/ 0.no6peuo : 06ecneqem1e 
KalJecTsa/OrneTCTBeHHoe m1uo: 

Date/ 
}].a-ra: 

Registered Office: 8-2-337, Road No . 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4'300 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 




