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

CEPTH~lfKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii . Khol, Nalagarh Road, Badcli, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +9198166 56001-02 
www.dt-reddys.com 

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

Ifoo.uv1a: KeTOPOJI(!<) (KeTopoJiaK) pacrnop ,nm1. BHyrp1rneHHOro H BHyrpHMbiillelJ.HOrO BBe,uemrn, 30 Mr/MJI 

Batch No/ : V260192 
Batch Quantity / 454545 ampules / 

CepuH .N'!! O61,eM cepuu 
: 

454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AuaJIHTHttecKuii OT'leT .N'!! : 890001870361 ,ll;aTa auaJiuJa : 23.03.2026 

Date of Manufacture / : 02/2026 
Date of Expiry / 01/2028 

)(aTa npOH3B0,UCTBa ro.ueu ,uo 
: 

Mfg. License No. / 
IlpouJBO.UCTBeuuaH : MB/05/264 

MA number:/ : JITT-N2(008888)-(Pf-RU) 
JIHUCH3HH .N'!! HoMep PY 

Analysis pea·formed according ND/ AuaJiuJ npoBe,ueu no HIT: JITT-N2(008888)-(Pf-RU)-170225 
Page 1 of 7 / CTp. 1 HJ 7 

.N'! Test I Timca1aTeJ1b Results/ Pe1yJ1hTaTbl Specification/ HopMa 

1 Description / Onucattne Clear slightly yellow color solution. I Clear colorless to slightly yellow color 
ITp03pa'-IHhIH 6ecuseTHhlH pacTBop. solution. I ITp03pa'-IHhIH pacTBop OT 

6ecuseTHoro no cserno-)KeJnoro usern. 

2 Identification*/ lfneuTttlj>ttKaunsr* 

2a HPLC* I B3)f(J(* 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. / BpeMJI ynep)KHBamrn chromatogram of standard solution (Assay 
OCHOBHOro IU!Ka ua xpoMaTOrpaMMe section). I BpeMJI y nep)KttBaHttJI 
HCilhITyeMoro pacTBopa COOTBeTCTByeT OCHOBHOro nHKa Ha xpoMaTOrpaMMe 
BpeMeHH y)lep)KHBaHml OCHOBHOro nHKa wcnhnyeMoro pacrnopa )lOJDKHO 
Ha xpoMaTorpaMMe CTaH)lapTHOro COOTBeTCTBOBaTh BpeMeHtt ynep)KHBaHttJI 
pacrnopa. OCHOBHOro nHKa Ha xpoMaTOrpaMMe 

CTaH)lapTHOro pacrnopa (pa1)leJI 
«KoJitt'-IecrneHHOe onpeneneHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipuMettaune: ITponyKT cooTBeTcTByeT Ype6osaHIDIM H.D: 3aKmoqeune: O)1;O6PEHO 

Prepared by I 

TTO)lfOTOBJie,z o: y ge h 
Chauhan 

/ 
Date/ 

}1.arn: 23.03.2026 

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

~:~:epeHO T esh 
TTpoaepeHo (AOK): person/ Ono6peHo: O6ecne'-IeHtte 

Amit Kumar Ka'-IecTBalOTBeTCTBeHHOe nwuo: 

/\~--- '- ~l)1...llL K V>--1 fl.fl___ 

~-( v'1 
Date / Date/ 'Date I 7-l/-fJ?·-~ 01-6 
}1.aTa: 23.03.2026 }1.aTa: 23.03 .2026 }1.arn: 

Registered Office: 8-2-337, Road No. 3, BanJara Hills, Hyderabad - 500034, Te1angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Raddy's ~ ;• 
CERTIFICATE OF ANALYSIS 

CEPTH$HKATAHAJIH3A 

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

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

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

IlPOAYKT: KeTopoII® (KeTopoJiaK) pacrnop .[\Jill BHyrpHBeHHOro H BHYfpHMbIWe1rnoro BBe)].eHHll, 30 MrlMJI 

Batch No/ : V260192 
Batch Quantity / 454545 ampules / 

CeonH .N'!! O61>eM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AnaJIHTHtJecKnn OTlfeT .N'!! : 890001870361 J:J:aTaauaJIHJa : 23.03.2026 

Date of Manufacture / : 02/2026 
Date of Expiry / 

01/2028 
llaTa np0H3BOACTBa roAeH /W 

: 

Mfg. License No./ 
Ilpon3BO~CTBeuuaH : MB/05/264 

MA number:/ : J1TI-N2(008888)-(Pf-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ Auanu3 npoee~eu no Hll: J1TI-N2(008888)-(Pf-RU)-170225 
Pa2e 2 of 7 / CTp. 2 HJ 7 

.N'!! Test/ no,rnJaTeJib Results/ PeJyJibTaTbI Specification/ HopMa 

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

Y<t>-cneKmpor/JomoMempuR * 
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>-cneKTpb1 nornomemrn maxima at 322 ± 2 nm. / Y<l>-cneKTpbI 
HCilbITyeMOro pacrnopa J,[ pacrnopa nornomeHHl! wcnb1TyeMoro pacTBopa 11 
cmH;:i:apTHOro o6pa3LJ,a KeToponaKa pacrnopa cmH;:i:apTHOro 06pa3ua 
TJ)OMemM11Ha s 06JJaCT11 OT 200 ;:i:o 400 HM KeTopoJiaKa TpOMeTaM11Ha B o6JiaCTl1 OT 
11MeIOT MaKCHMYMbl nornomemrn np11 200 ;:i:o 400 HM ):lOJilKHbl HMeTb 
322±2 HM. MaKCHMYMbl nornomeHHll npw 322±2 HM. 

3 Clarity/ Ilp03pattuocTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnanecueHLJ,Hll npenapam suspension I. / OnanecueHLJ,11ll npenapam 
He rrpeBbIIIIaeT orranecuettu11IO cycneH3HH He ;:i:oJIJKHa npeBbIIIIaTb onanecueHLJ,11IO 
cpasHeHHll I. cycrreH3HH cpasHeH11ll I. 

4 Color/ U.seTHOCTb Absorbance should be not more than 0.20 

0.04 
Abs at a wavelength of 430 nm./ 
ITornomem,e .UOJIJKHO 6bITb He 6oJJee 0,20 
npH .umrne BOJIHbl 430 HM. 

5 pH 7.3 From 6.9 to 7.9. I OT 6,9 ;:i:o 7,9 . 

6 Particulate matter/ Mexauuttec1rne BKmotteHHH 

6a Visible particles/ Complies/ CoorneTcrnyeT Should be absent. / 
BH.UHMbie IJaCTHll,bl .[(OJJ)KHbl OTCYTCTB0BaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMettaHHe: Tipo;:i:yKT COOTBeTCTByeT Tpe6oBaHHl!M H)]. 3aKmoqeuue: O,II:OliPEHO 

Prepared by / 

no.urornnneHo: Yoge ·h 

Chauh,n V 
Date/ 

)].am: 23.03.2026 

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

ITposepeHo: Pravesh Oposepetto (AOK): person/ O.uo6peHo: O6ecneIJeHHe 
Rana 1 Amit Kumar KaIJeCTBa!OTBeTCTBeHHOe Jll1ll,O: 

A--:- (Ur-Jl l Kvv-1 nrt_ 
- -CV'-"/ 

Date/ 

I
Date / 1 

!Date/ 9 l)---cJ -- ,1.. o Lb 
)].a,-a: 23.03.2026 )].am: 23 .03.2026 )].am: 

Registered Office : 8-2-337, Road No. 3, 32nJara Hills, Hyden:ibod - 50003tl, Te,angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Raddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH~llKATAHAJill3A 

Dr. Reddv's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Badcii , 
Distt. Solan, H.P., 173 205, !NOIA 

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

Product:/ Ketoro111<i (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpOJJ.YKT: KeTOPOJI® (KeTOPOJiaK) paCTBOP ,urn, BHyrpHBeHHOro H BHyrpHMbiille'IHOrO BBeJ].eHHH, 30 MrlMJI 

Batch No/ 
: V260192 

Batch Quantity / 454545 ampules / 

Cepm1 .N'!! O6beM cepuu 
: 

454545 aMnyJI 

Analytical Report No I Date of Analysis / 
AuaJIHTHtJecKuii OTtJeT .M! : 890001870361 ,Il;aTa auaJiuJa : 23.03.2026 

Date of Manufacture / : 02/2026 
Date of Expiry / 

01/2028 
,Il;aTa DPOH3BOJ].CTBa roJ].eH J].O 

: 

Mfg. License No./ 
IlpOH3BOJ].CTBeuuaH : MB/05/264 

MA number:/ : JII1-N2(008888)-(Pr-RU) 
Jiu._euJHH .M! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoeeJ].eu no H)],: JIIT-N2(008888)-(Pr-RU)-170225 
Page 3 of 7 / CTp. 3 HJ 7 

.N'! Test I Ilm.:aJaTeJJb Results/ PeJyJJbTaTbI Specification / HopMa 

6b Invisible particles/ 
HeBH,llHMbie 11aCTHUbI: 
1. Particles 2: 10 µm / 08 not more than 6000 per ampoule; I 

lfacTHU pa3MepoM 2: He 6onee 6000 Ha aMnyny; 
10 MKM 

ii. particles 2: 25 µm / 02 not more than 600 per ampoule. / 
'!aCTHU pa3MepoM 2: He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities / IlpuMecu 

Impurity A/ TTp11Mecb A 0.09% not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / TTpHMecb B Below LOD (LOD = 0.014 %) / HmKe not more than 0.50 % / He 6onee 0,50 %; 
npe,llena o6Hapy)KeHH51 (TTO = 0.014 %) 

Impurity C / TTpHMech C Below LOD (LOD = 0.010 %) / HH)Ke not more than 0.50 % / He 6onee 0,50 %; 
npe,lleJJa 06Hapy)KeHHJ1 (ITO= 0.010 %) 

Impurity D / TTpHMeCb D Below LOD (LOD = 0.014 %) / HH)Ke not more than 0.20 % / He 6onee 0,20 %. 
npe,llena o6Hapy)KeHH51 {TTO = 0.014 %) 

Individual unidentified 
impurity/ EJ1.HHH11HaH 

0.06% Not more than 0.20 % / He 6onee 0,20 %. 
HettneHTH~HUHpOBaHHa51 
npHMeCb 

Total impurities / CyMMa 
0.2% 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMC'f3HHe: TTpo,llyKT COOTBeTcrnyeT Tpe6oBaHHJIM H,l]; 3aKJJIO<teHue: O,lI:OliPEHO 

Prepared by / 
ITonrornBJieHo: Voge h 

Chauban ~ 

Date / 
,UaTa: 23.03 .2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TTposepeHo: Pravesh TTposepeHo (AOK): person/ Ono6peHo: O6ecne'!eHHe 

Rana 
✓{ 

Amit Kumar Ka11ecrna/OTBeTCTBeHHOe JIHUO: 

~,-
.fur-11 t )::'.'.01---q<.\rL 

~v-1 

Date/ Date/ !Date/ 2- ½r-r, ?,·-J._ 02,£ 
,D,aTa: 23.03 .2026 ,D,aTa: 23 .03.2026 ,l];arn: 

Registered Office: 8-2-337, Road No. 3, 8anJ3ra HIiis, Hyderabad - 500034, leiangana, Ind ia 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : maii@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



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, !NOIA 

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

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

IlpOJ];YKT: KeTOpon® (KeTOpOJiaK) pacrnop )].ml BHYTPHBeHHOro H BHYTPHMb!lllel{HOro BBe,D.eHH51, 30 Mr/MJI 

Batch No/ 
: V260192 

Batch Quantity/ 454545 ampules / 

Cepnst .M! O61»eM cepnn 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKnii OT'leT .N'!! : 890001870361 ,L(aTa auaJin3a : 23.03.2026 

Date of Manufacture / : 02/2026 
Date of Expiry / 

01/2028 
llaTa npon3BOllCTBa roJ];eH)J,O 

: 

Mfg. License No./ 
IlponJBO)J.CTBenuast : MB/05/264 

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

JIHl(eH3HSI N2 HoMep PY 

Analysis performed accordin2 ND/ AnaJiu3 npoee)J,eu no H)J:: JITT-N2(008888)-(Pf-RU)-l 70225 
Page 4 of 7 / CTn. 4 H3 7 

.N'2 Test/ IlmcaJaTeJib Results/ PeJyJibTaTbI Specification / HopMa 

8 Extractable volume* / Not less than 10.0 ml (collectively 
HJBJieKaeMblH o6'beM* measured volume of 10 ampoules)./ 

10.1 ml/ 10,1 MJI He Mettee 10,0 MJI (o6beM, 113MepeHHbll1 
Ha OCHOBaHHH 06be,n11HeHHOro 
co.nep)l(HMoro 10 aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
6aKTep11aJ1bHbte /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H)J:OTOKCHHbl KeTOpOJiaKa TPOMemMHHa. 

10 Sterility** / NA Must be sterile. I )],OJI)l(eH 6b1Tb 
CTepHJibHOCTb ** CTepHJihHblM. 

11 Assay/ KoJinlfeCTseuuoe 30.27 mg / 30,27 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpeti:eJieuue Trometamol per 1 mL. I OT 27 ,0 Mr .no 

33,0 Mr KeTOponaKa TPOMemMOJia B l MJI. 

12 Ethanol content/ 3rnuoJI 11.85 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) .no 13,10 % (06/06) . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpnMelfauue: ITpo,nyKT coorneTcrnyeT TPe6osaum1M H,l], 3aKJIIOlfeuue: O,ll.OliPEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITo,nroTOBJieuo: Yogesh ITpoBepeHo: Pravesh ITposepeHo (AOK): person / O.no6petto: 06ecne'-lem1e 

Chauhan & Rana 1 Amit Kumar Ka'-lecrna/OTBeTCTBeHHOe Jllil.l,O: 

.A/\--
_ _( Vr--i ' l KV "i ~ I'(____ 

_(v-t 

Date/ 
-

Date/ Date/ !Date/ 2 ½,,-r, 'J;-d H-- -b 
)],am: 23.03.2026 )];am: 23 .03.2026 )],am: 23.03.2026 )],am: 

Registered Office: 8-2-337, Road No. 3, B211Jara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email : maii@drreddys.r.om 

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



Dr. Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTM~HKATAHAJIH3A 

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

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

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

Ilpo.uyKT: Kernpo111B) (KeTOPOJlaK) pacrnop .D;Jl.SI BHYTPJ1BeHHOfO H BHYTPHMbIWe4HOfO BBe,neHH51, 30 MriMJl 

Batch No/ 
: V260192 

Batch Quantity/ 454545 ampules I 
CepnH .M! OfrbeM cepuu 

: 
454545 aMny11 

Analytical Report No/ Date of Analysis / 
AuaJiuTn'lecKuii OT'leT .N'!! : 890001870361 ,U:aTa auaJIU3a : 23.03.2026 

Date of Manufacture/ 
: 02/2026 

Date of Expiry / 
01/2028 

.llaTa npOH3B0,UCTBa ro.ueu .uo 
: 

Mfg. License No. / 
Ilpou3eo,ucTeeuuaH : MB/05/264 

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

JIHU,eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJIH3 npoee,ueu no HIT: JITT-N!!(008888)-(Pf-RU)-170225 

13 

Test / IloKaJaTeJJb 

Packaging / Onucam1e 
ynaKOBKH 

Results/ PeJyJJbTaTbI 

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 MJI e aMnyJibl HJ CBeTOJall.{HTHOro 
CTeKJia TeMH0-K0p11'IHeBoro UBeTa KJiacca 
I. B BepxHeH qacTH aMnyJibl HaHeceHbl 
KOJibUO H TOlJKa ,D,ml paJJIOMa. Ha aMnyny 
HaKJieueaIOT 3TI1KeTKy. 
no 10 aMnyJI BMeCTe c JIHCTKOM-
BKJia,11,bIIIIeM B TTBX/anIOMHHHeBbIH 
6nucTep. no 1 6m1cTepy e natJKY 
KapTOHHyJO. 

Pa2e 5 of 7 / CTP, 5 HJ 7 

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 
no 1 MJI B aMnyJihl HJ CBeTOJall.{HTHOro 
cTeKJia TeMHO-KopH'IHeBoro uaern KJiacca 
I. B BepxHeii 'laCTH aMITYJibl HaHeceHbl 
KOJibUO H TOlJKa .nmI pa3JIOMa. Ha aMnyny 
HaKJ1e11BaIOT '.lTHKeTKy. 
no 10 aMITYJI BMeCTe C JIHCTKOM­
BKJla,11,b!llleM B nBX/anIOMHHHeBblH 
6JIHCTep. no 1 6JIHCTepy a na'IKY 
KapTOHH)'IO; OJ/51 cmGlfUOHapoa: no 2, 3, 5 
6JII1CTePOB B na'IKV KapTOHHYJO. 

* Tests are not performed during the stability investigation./* HcnbITaHH51 He npoBO,U51T B xo,ue 11cc11e,uosaHH51 
CTa6HJlbHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** TTp11 BhmycKe npenaparn 
KOHTp011b Ka'leCTBa no nOKaJaTemo npoBO)],HTC51 )],.)HI Ka)l(J{OH 15-0H cep1111. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'<tauue: npon.yKT cooTBeTcTByeT -rpe6oaanIDIM HA 3aKJJto'<teuue: O,U:OliPEHO 

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

ITo.nrornan,z.Ho: ogesh ~;::-P'":t vesh 
TTposepeHo (AOK): person/ O,no6peHo: O6ecnetJeHHe 

Chauhan Amit Kumar Kaqecrna/OrneTCTBeHHOe JIHUO: 

1/ ~-- _( U)-l I (_ ~ Vv-p(\ fl__ 

-_{_ ~1 
Date / Date/ Date I IDate/ .?- Y'"o .z~ ~ cri 6 
,D,a1'a: 23.03.2026 )].am: 23.03.2026 )].am: 23.03 .2026 Aa-ra: 

Registered Office : 8-2-337, Road No. 3, BanJara Hl lls, Hyderabad· 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email : maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALY IS 
CEPTH«l>HKAT AHAJIH3A 

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: KeTopon00 (KeToponaK) pacrnop ,!l.JHI BBYfPMBCHHOfO H BH)'TpJ,IMblWe'-IHOfO BBe,!l,eHHjl, 30 Mr/MJI 

Batch No/ 
: V260192 

Batch Quantity/ 454545 ampules/ 

Cepusi .M! O61>eM cef)lrn 
: 

454545 aMllYJI 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKHH 0T'leT .M! : 890001870361 ,U:aTa auaJiu1a : 23.03.2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
01/2028 

IJlaTa npouJBO.U.CTBa rot{eH )1,0 
: 

Mfg. License No. / 
IlpouJno,u,cTneuuaH : MB/05/264 

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

JIHQeH3HH Jfo HoMep PY 

Analysis pe1formed accordin2 ND/ AnaJIH3 npone,ncu no H,ll;: nrr-N2(008888)-(PI'-RU)-l 70225 
Pa2e 6 of 7 / CTp. 6 H3 7 

API name/ HanMeHoBauue A<l>C: Ketorolac Trometamol I KeToponaKa TpOMeTaMOJJ 

INN /MHH: Ketorolac / KernponaK 

API manufacturer batch number / 
2KTM0701125 

HoMep cepnn nponJBO.UHTeJist A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepnn cy6cTaHUHH npOH3B0,UHTeJ1SI FESA00651 
r JI<I>: 

API Manufactured by & country / Symed Labs Limited, India/ 
Ilpomso.unTeJih A<l>C, cTpaua: Cal1M e.n Jia6c JI HM lfTe,n, l1 H.Uill! 

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd. India, Formulation Unit-6, Vil!. Kho!, Nalagarh 
manufacturing site/ Control site/ Release Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / 
site/ ,[(-p Pe.nm1'c J1a6oparnp11c JIT,ll,. l1H)].lfjl, TipoH3BOL\CTBeHHOe no,npaJ,neneHHe-6, 
Ha1-tMeHOBaH11e, a,npec, JlHUeH3HSI ,UJISI 

BlfJlJJ. Kxonh, HaJiarapx Poy.n, Ea.n.n1-1, ,[(1-1cTpJ1KT ConaH, X.11. 173205, l1tt,n1-1» 
Ilpo1tJB0llCTBeuuast OJJOIUa,UKa / IlJIOIUa,UKa 

(m1ueH3IDI N!! No MNB/05/263 
K0HTpOJISI Ka'leCTBa / Ilnoma.uKa Bhmycica 

Declaration of certification: «I hereby certify that the above mformat10n 1s 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». / 

3aKJllO'leHHe O CO0TBeTCTBHH: «HaCTORIUlfM R IlO,UTBepw:.umo, 'ITO np1-1se,neHHaR Bblllle lfH<popMaUHR RBJJReTCR AOCTOBepHOH 11 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
OpuMe'lan1-1e: Tipo,nyKT coornercrayeT Tpe6osaHIDIM HA 3al(JJIO'le1111e: OJJ:OliPEHO 

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

no~roToeneH~ : Y e·h ~=• petto 7 "h DposepeHo (AOK): per on/ O.no6peHo: O6ecne<JeH1-1e 
ChauJ1an . 

Amit K"f '--.-A,,,- Ka4eCTaa/OTBCTCTBCHl-tOe JllfUO: 

?-" , . .11J t-!I I._ _ K_ vtilC\ r'l__ 
_..£!. ,"') 

Date/ 

!
Date/ Date/ !Date/ 2-L(,-() s-~ )_ o 1- (, 

,[(aTa: 23 .03 .2026 .L{ai-a: 23.03.2026 ,[(aTa: 23 .03.2026 Ll,arn: 

Registered Office: 8-2-337, Road No. 3, BanJara Hil:s, Hyderabad - 500034, Te,angana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Em~il : maii@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 

I 

I 



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

CEPTH~HKATAHAJIM3A 

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

Ilpo,uy1n: KeTopoJI@ (KeTopoJiaK) pacrnop .urn1 Bttyrp1-rnettttoro 11 BHYTPHMhJWe<rnoro ssenett1151, 30 MriMJI 

Batch No/ : V260192 
Batch Quantity / 454545 ampules/ 

CeouH .N'!! O6'heM cepuu 
: 

454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AuaJ1HTH'lec1rnii OT'leT .N'!! : 890001870361 .[(aTa auaJIH3a : 23.03.2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 01/2028 
.[(aTa npOH3B0,UCTBa ro.ueu .uo 

; 

Mfg. License No./ 
IlpouJBO.UCTeeuuaH : MB/05/264 

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

JIH~CH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoee.ueu no H.[(: JITT-N~(008888)-(Pr-RU)-170225 
Page7of7/CTp.7uJ7 

TQqHoH. 3Ta cep.1u1 npo.uyKUJi!Jil np0113Be,UeHa (BKJI1oqa51 yrraK0BKY (MapKlilpOBKY) 11 K0HTp0Jib Kaqecrna) Ha BbillleyKa3aHH0H 

rrpOJil3B0.UCTBeHHOH TIJI0II.\a.UKe (TIJioma.uKax) B IT0JIH0M C00TBeTCTBJi111 C Tpe6oBaHl151MJil TTpaBJilJI Ha.UJJe)l(amew npOl-1380.UCTBeHHOH 

npaKTl1Kl1 Espa311MCKOro )K0H0MJilqeCK0r0 C0J03a 11 rpe6osaHJil51Ml1 K0HTJ)0Jl51 Ka'!eCTBa JieKapCTBeHHblX cpe.ucTB, a TaK)Ke B 

C00TBeTCTBJ,111 co cneumf>Ji!Kal.(1151Ml1, co.uep)Kall(HMl1C51 B perncrpaUH0HH0M .U0Cbe c-rpaHbl-JilMTI0pTepa. 3anHCl1 110 rrp0113B0.UCTBY, 

ynaK0BKe 11 aHaJil13Y rrposepettbl, 11 ycTaH0BJJeH0 11X C00TBeTCTBHe Tpe6oBaH1151M TTpaBHJI Ha,UJie)Kamew rrp0113B0.UCTBeHHOH 

rrpaKTl1Kl1 Espa311HCKOro )K0H0M11qecKoro C0J03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me'latt11e: TTpo.uyKT coorneTcrnyeT -rpe6osaHJil51M HA 3a1rn1011cune: O,U:OliPEHO 

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

nQJlrOTOBJIZHO: y gesh nposepeHo: Pravesh nposepeHo (AOK): per on/ O.uo6peHo: O6ec11eqeH11e 

Chauhan Rana ✓( AmHKr _/ ~ Ka"!eCTBa!OrneTCTBeHHOe Jil1QO: 

# 
- ~u, ..... 1 l.. f-'.'.'v·--1 ~a__ 

J;.. 
~C.. "1 

Date/ Date / Date/ !Date/ )_l,,!""t> 1--ld 2 l 
Aarn: 23.03 .2026 ,[(am: 23.03 .2026 ,[(am: 23.03.2026 ,n:arn: 

Registered Office: 8-2-337, Road No. 3, 8an1ara Hills, Hyderabad - 500034, Teiangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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