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

CERTIFICATE OF ANALYSIS 
CEPTH <I> IIKAT AHAJIH3A 

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

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

Product:/ Ketorol0-0 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo.uyKT: KeTOpOJIQ-0 (KeTOPOJlaK) pacTBop ,[(Jl51 BHyrp11BeHH0ro 1-l BHyrpl-lMbIWetrnoro BBe,[(eHl-l51, 30 Mr/Mn 

Batch No/ 
: V260301 

Batch Quantity / 454545 ampules/ 

Cepm1 .M, 061>eM cepuu 
: 

454545 aMTTYJl 

Analytical Report No / Date of Analysis / 
AuaJiuTu11ecKun oT11eT .M, : 890001879613 ,[t;aTa auaJiuJa : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

llaTa npouJeo.ucTea ro.ueu .uo 
: 

Mfg. License No./ 
IlpOHJBO,UCTBeHHaH : MB/05/264 MA number:/ : JITT-N2(008888)-(Pr-RU) 
JIHU.eHJHH .M! HoMep PY 

Analysis performed according ND/ AnaJIHJ npoee.ueu no H,[t;: JITT-N2(008888)-(Pr-RU)-l 70225 
Page 1 of 7 / Crp. 1 HJ 7 

x~ Test I IloKaJaTeJib Results/ PeJyJibTaTbI Specification / HopMa 

I Description/ OnucaHue Clear colorless solution. / I1po3pa11Hb1 i1 Clear colorless to slightly yellow color 
6ecuseTHbIH pacrnop. solution. I I1p03pa'1HhIH pacrnop OT 

6ecuseTHOro no csen10-)KeJIToro usern. 

2 Identification*/ MneHTmjrnKau.usi* 

2a HPLC* I B3JKX* The retention time of the main peak in the The retention time of the main peak in the 
chromatogram oftest solution corresponds chromatogram of test solution should 
to the main peak in the chromatogram of correspond to the mam peak m the 
standard solution. I BpeMJI ynep)KHBamrn chromatogram of standard solution (Assay 
OCHOBHOfO TTHKa Ha xpoMaTorpaMMe section). I BpeMJI y nep)KHBaHHJI 
11cnhnyeMoro pacrnopa COOTBeTCTByeT OCHOBHOfO IU!Ka Ha xpoMaTOrpaMMe 
speMeHH ynep)KHBaHHJI OCHOBHoro TTHKa ucnblTyeMoro pacrnopa Jl,OJI)KHO 
Ha xpoMaTOrpaMMe CTaHJJ.apTHOro COOTBeTCTBOBaTb BpeMeHH ynep)K11B8HHJI 
pacrnopa. OCHOBHOfO TTHKa Ha xpoMaTOrpaMMe 

CTaHJJ.apTHOro pacrnopa (pa3neJI 
«KOJIH'lecrneHHOe onpeneJieH11e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
CTpuMel.faHue: ITponyKT coorneTcTByeT Tpe6osaHHJIM HA 3aKJIIO'IeHue: 0,l1;06PEHO 

Prepared by I 
no.uroToeneHo: Pravesh 

Rana 

i 
Date/ 

,D;arn: 30.04.2026 

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

TTposepeHo: Rama kant TTposepeHo (AOK): per on/ 0no6peHo: 06ecne'-leHHe 

~$ 
Amit Kumar KaYeCTOal0TBeTCTBeHHOe m1u.o: 

~~ 
U ,-J1L K\l~f?_ 

-~vJJ 
Date/ Date/ 'Date/ J (µ1 y r .;_Ol--~ 
JJ:aTa: 30.04.2026 JJ:arn: 30.04.2026 ,U:aTa: 

Registered Office: 8-2-337, Road No. 3, BanJara Hills, Hyderabad - 500034, Te langana, lnd,a 
Tel: +91 40 4900 2900, Filx: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIII3A 

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

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

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

Ilpo.uy1n: KeTOpon® (KeTOponaK) pacrnop ,ll.JlJI BHyrp11BeHHOro H BHyrpHMbIWel{HOro BBe,[l.eHHJI, 30 MrlMJ1 

Batch No/ 
: V260301 

Batch Quantity/ 454545 ampules / 
: 

CepnH .M, O6-i.eM cepuu 454545 aMnyn 
Analytical Report No/ Date of Analysis / 
Aua.11nTn'lecKnii OT'leT .M, : 890001879613 ,Il.aTa aua.11u3a : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 : 

j(aTa npOH3B0)J;CTBa ro;::i;eu ;::i;o 
Mfg. License No./ 
Ilpon3BO.UCTBeuuaH : MB/05/264 MA number:/ 

: JlTI-N2(008888)-(Pf-RU) 
.11uueu3HH .N'!! HoMep PY 

Analysis performed accordin2 ND/ Aua.1103 npoBe;::i;eu no HJ(: J1TI-N2(008888)-(Pf-RU)-170225 
Page 2 of 7 / CTp. 2 03 7 

x~ Test/ Iloica1aTeJ1b Results/ Pe1yJ1bTaTbI Specification / HopMa 

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

Y([)-cneKmporjJomoMempufl * 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>-cneKTpbI nornomettilll maxima at 322 ± 2 nm. I Y<l>-cneKTpbI 
11CITbITyeMoro pacTBopa 11 pacTBopa nornomettm1 11cmITyeMoro pacTBopa 11 
CTaHAapTHOro 06pa3ua KeTopo11aKa pacTBopa CTaHAapTHOro o6pa3ua 
rpoMeTaMl1Ha B 0611acrn OT 200 AO 400 HM KeTopoJiaKa TpOMeTaMHHa B 0611acTH OT 
11MeIOT MaKCl1MYMbl nornomemrn: np11 200 .no 400 HM .QOJI)l(Hbl HMeTb 
322±2 HM. MaKCl1MYMbl nornomeHHJI npH 322±2 HM. 

3 Clarity / Ilpo3pa'lnocTb 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 npenaparn suspension I. / Onanecuem.(ml npenaparn 
He npeshmrneT onanecueHU11IO cycneHJHtt He AOJI)l(Ha npeBbilllaTb onanecueHUHIO 
cpastteHl151 I. cycneH3tttt cpasneHttll I. 

4 Color / QBeTHOCTb Absorbance should be not more than 0.20 

0.04 
Abs at a wavelength of 430 nm. / 
Tiornomentte .noJI)l(H0 6btTh He 6011ee 0,20 
np11 LJ.Jll1He BOJIHbl 430 HM. 

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

6 Particulate matter/ Mexau11'1ecicue BKJ110'ieHnH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'1au11e: Tipo,uyKT C0OTBeTcTByeT Tpe6oBaHl1JIM H,l], 3aKJ110'leune: O,U:OiiPEHO 

Prepared by / 
Tio.nroTosneHo: Pravesh 

Rana 

1 
Date/ 
,Uarn: 30.04.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
nposepetto: Rama kant TiposepeHO (AOK): person/ O.no6peHo: O6ecne'lem1e 

i~~ 
Amit Kumar Ka'!eCTBa!OTBeTCTBeHHOe 1111uo: 

I'~ ~(Jr<t l kv~vi~rt....._ 

Jv--1 
Date/ Date/ Date/ (l Q--() "1 ~;._ ~ 
,l],aTa: 30.04.2026 ,l],arn: 30.04.2026 ,l],arn: 

Registered Office: 8-2-337, Road No. 3, BanJara Hills, Hydera bad - 500034, Telangana, l11d1a 
Tel : +91 40 4900 2900, Fux: +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:/ Ketorolll<1 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

llpOt:WKT: KeTopon1'1 
( KeToponaK) pacrnop )],JlSI BHYTPHBeHHOfO 11 BHyrpHMb[llJe'-l.HOrO BBe)],eHHSI, 30 Mrf MJl 

Batch No/ 
: V260301 

Batch Quantity / 454545 ampules / 

CepuH .N'!! O61>eM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHii OT'leT .N'!! : 890001879613 ,lI,aTa auaJiu3a : 30.04.2026 

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

03/2028 
,ll,aTa npOH3BO)l;CTBa ro;::i:eu )],O 

: 

Mfg. License No./ 
llpou3BOtl:CTBeuuaH : MB/05/264 MA number:/ JIIT-NQ(008888)-(Pr-RU) : 
JIH~eH3HSI .N'!! HoMep PY 

Analysis performed according ND/ AuaJiu3 npose;::i:eu no H)J,: JIIT-NQ(008888)-(Pf-RU)-l 70225 
Page 3 of7 / CTp. 3 H3 7 

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

6a Visible particles/ Complies / CooTBeTcTByeT Should be absent. / 
BH.llHMbie qacTHUhl )];omKHbl OTCYTCTBOBaTb. 

6b Invisible particles / 
HeBH,llHMbie qacTHUbI: 
I. Particles 2: 10 µm / 30 not more than 6000 per ampoule; / 

t.Jacrnu pa1MepoM 2: He 6onee 6000 Ha aMnyny; 
10 MKM 

11. particles 2: 25 µm / 00 not more than 600 per ampoule. / 
qacrnu pa1MepoM 2: He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities/ IlpuMecu 

Impurity A/ Ilp11MeCb A 0.10% not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / IlpttMecb B Below LOD (LOD = 0.014 %) / HmKe not more than 0.50 % / He 6onee 0,50 %; 
npe,11ena o6Hapy)KeHHSI ([10 = 0.014 %) 

Impurity C / Ilp11Mecb C Below LOD (LOD = 0.010 %) / Htt)Ke not more than 0.50 % / He 6onee 0,50 %; 
npe,11ena o6Hapy)KeHIDI (ITO= 0.010 %) 

Impurity D / IlpuMecb D Not detected / He o6Hapy)KeHa not more than 0.20 % / He 6onee 0,20 %. 

Individual unidentified 
impurity I E,1111HuqHasi 

0.07 % Not more than 0.20 % / He 6onee 0,20 %. HeH,lleHTH~HUHposaHHasi 
npuMecb 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe>1auue: IlpoJJ.yKT coorneTcrnyeT TPe6osaHHSIM H,ll. 3aKmo>1euue: O)J,Ol>PEHO 

Prepared by / 
I10,11rornsnetto: Pravesh 
Rana 

1 
Date/ 
LJ:am: 30.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
IlpoBepeHo: Rama kant IlposepeHo (AOK): person/ O,1106petto: O6ecneqeHue 

~ 
Amit Kumar KaqecTBa/OTBeTcTBeHHOe nwuo: 

~~ (iurJ1L Kv"'-1~t'L 
j - _{v-4 

Date/ Date/ !Date/ ~ 1) ~ ~ r.z dL-€, 
)];am: 30.04.2026 LJ:am: 30.04.2026 )].am: 

Registered Gmce: 15-l- :5:51. ttoaa NO. :5, ljan1ara HIiis, Hyaeraoad - !>Ouu.:i4, leIangana, India 
Tel: +91 40 4900 2900, Fux: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.d rreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTII cJ> IIKAT AHAJIH3A 

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 

Ilt>OJ).YKT: Kernpon°'1 (KeTOponaK) pacrnop )],JUI BHYTPHBeHHoro H BHYTPHMbIWe1-rnoro BBe)],emrn:, 30 MrlMJI 

Batch No/ 
: V260301 

Batch Quantity / 454545 ampules I 
Cepus1 .N'!! O6'heM cepuu 

: 454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AnaJiuTuqecKuii oTqeT .N'!! : 890001879613 ,l(aTa anaJiuJa : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

.ll.aTa DPOH3B0,[(CTBa roJ).eH J).0 
: 

Mfg. License No./ 
IIpouJBO,[(CTBeuuaH : MB/05/264 MA number:/ : Jlll-N!!(008888)-(Pr-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJiuJ npone}l.eH no H.l(: Jlll-N!!(008888)-(Pr-RU)-l 70225 
Page 4 of 7 / CTr>. 4 HJ 7 

.N'!! Test I IloKaJaTeJlb Results/ PeJyJlbTaTbI Specification/ HopMa 

Total impurities/ CyMMa 0.2% Not more than 1.50 % / He 6onee 1,50 %. 
np11Mecett 

8 Extractable volume* / Not less than 10.0 ml (collectively 
liJBJleKaeMblH 061:.eM* measured volume of 10 ampoules)./ 

10.2 ml/ 10,2 Mn He Me Hee l 0,0 Mn ( o6beM, 113MepettHbitt 
Ha 0CH0BaHI-111 o6be.rurneHHOf0 
co.uep)l(t1Moro 10 aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepuaJlbHble /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3HJJ.OTOKCHHbl KeToponaKa TPOMeTaMI1Ha. 

10 Sterility** / NA Must be sterile. I Aon)l(eH 6bITb 
CTepHJlbHOCTb ** CTep11nbHbIM. 

11 Assay/ KOJIH'·ICCTBCHHOe 30.69 mg I 30,69 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpeJJ.eJ1euue Trometamol per 1 mL. / OT 27 ,0 Mr JJ.0 

33,0 Mr KeToponaKa Tp0MeTaM0na s 1 MJI. 

12 Ethanol content/ 3TaHOJI 11.91 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) JJ.0 13,10 % (06/06). 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'IaHHe: Tipo.uyKT C0OTBeTcTByeT Tpe6osaHmIM H,r{ 3ai-:molfeHne: O)J:OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
no.uroTOilJietto: Pravesh npoaepe1-10: Rama kant Opoaepetto (AOK): person/ O.uo6petto: O6ecrreqeH11e 
Rana 1 ~ 

Amit Kumar Ka4eCTBal0TBeTCTBeHHOe m1u.o: 

~~ 
<.!O~IL KUv"I (L 

_(v-/ 
Date I Date/ Date I IDate I ~ Q.,() ½--~(/)._,£ 
,UaTa: 30.04.2026 ,r{aTa: 30.04.2026 ,r{arn: 30.04.2026 Aarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, l11d1a 

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

www.drreddys.com 

I 



••· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKA T AHAJIII3A 

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:/ Ketorol0'1 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,uyKT: KeTOpOJll)-0 (KeTOponaK) pacrnop )].ml BHYTPHBeHHOro H BHyrpHMh!llle•rnoro BBe)],eHH51, 30 Mr/MJT 

Batch No/ 
: V260301 

Batch Quantity / 454545 ampules / 
CepuH .N'!! 06neM cepuu 

: 
454545 aMTIYJl 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKnn 0T'leT .M! : 890001879613 ,ll;aTa auaJiuJa : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

)l,aTa npOH3B0,[{CTBa ro.ueu ,[{0 
: 

Mfg. License No. / 
IlpOH3B0,[{CTBeHHaH : MB/05/264 

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

JIHUeHJHH .N'!! HoMep PY 

Analysis performed according ND / AuaJinJ npose,ueu no H,ll;: JITI-.N2(008888)-(Pf-RU)-170225 
Pa2:e 5 of 7 / CTp. 5 113 7 

Test/ IloKaJaTeJib Results/ Pe3yJibTaTbt Specification / HopMa 

13 Packaging / OnucaHne 
ynaKOBKH 

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. 

1 mL in class I light-shielding dark amber 
glass ampoules. 

10 ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack. / 
Tio 1 Mn B aMnynhI 113 CBeT03allllffHOro 
cTeKJ1a TeMHO-Kopwrnesoro uaern Knacca 
I. B BepxHeH qacTl1 aMnynhI HaHeceHbl 
KOnhUO H TO'IKa ,11.JUI pa3noMa. Ha aMnyny 
HaKne11BaIOT 3UIKeTKy. 
llo 10 aMnyn BMeCTe C n11CTKOM­
BKJ1a)],bIIIIeM B llBX/anIOM1rn11eBhIH 
6n11cTep. Tio 1 6m1cTepy B naIJKY 
KapTOHHyIO. 

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 
Tio J Mn B aMnynbI 113 CBeT03all.lHTHOrO 
cTeKJ1a TeMHO-KopH'IHesoro useTa Knacca 
I. B sepxHeil qacTH aMrrynhI HaHeCeHhl 
KOnhUO 11 TO'IKa )],n51 pa3nOMa. Ha aMnyny 
HaKne11aa10T 3THKeTKy. 
no 10 aMnyn BMeCTe c nHCTKOM-
BKJTa,/J,bIIIIeM s llBX/anIOMHHHeBbIH 
6n11cTep. flo 1 6n11cTepy B rra'IKY 
KapTOHHyio ; OJ/JI cmal{U0Hapo6: no 2, 3, 5 
6m1cTepOB B na'IKY KapTOHHylO. 

* Tests are not perfonned during the stability investigation. / * HcnhnaHHSI He npoBO.D.SIT B xo,D.e HCCJ1e,D.0BaHHJ1 
CTa6HJlhHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** npH BhmycKe rrperraparn 
KOHTpOJTb KaqecTBa no noKa3aTemo npOBO)],HTC51 ,11,nSI Ka)K)J.OM 15-0H. cepHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpHMC'laHHe: Tipo)],yKT COOTBeTCTByeT Tpe6oaaHH51M H,l], 3a1rnt0'len11e: O.LJ:OliPEHO 

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

no.uroT01metto: Pravesh nposepeHo: Rama kanr nponepeHo (AOK): p er on/ 0Ao6peHo: 06ecrre1IeH11e 

Rana i ~ 
Amit Kumar Ka 4 eCTBal0 TBCTCTBel:l liOe JI 11 uo: 

f' -::-- <S. () N~ l KV V'-\~ 
__.t:.~1 

Date / Date / Date I !Date / J 0---0 y ,..'\ c1-6 
,UaTa: 30.04.2026 Il,aTa: 30.04.2026 ,Qara: 30.04.2026 J],aTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Viii. l<hol, 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.n.yKT: KeTopon00 (KeToponaK) pacrnop .n.m, BHYTPl1BeHHOro H BHYTPHMblille'-IHOro BBe,D.eHlrn, 30 Mr/Mn 

Batch No/ 
: V260301 

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

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis/ 
AuaJJHTH'lecKuii OT'leT .N'!! : 890001879613 ,Lt:aTa auaJJu3a : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

,Lt:aTa DPOH3B0)].CTBa ro,ri:eu /1:0 
: 

Mfg. License No. / 
Ilpou3eo,ri:cTeeuuasr : MB/05/264 

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

JlH .. eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoee,ri:eu no H,Lt:: JITT-N2(008888)-(Pf-RU)-170225 
Page 6 of 7 / CTI>, 6 03 7 

API name/ HauMeuoeauue A<l>C: Ketorolac Trometamol I KeTOponaKa TpoMeTaMOJJ 

INN /MHH: Ketorolac / KeToponaK 

API manufacturer batch number/ 
2KTM0721125 

HoMep cepuu npoHJBO.llHTenst A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepuu cy6cTanuutt npott3B0.UttTem1 FESA00653 

r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India/ 

IlpoHJB0.llHTeJib A<l>C, cTpaua: CaiiMe,u Jla6c Jl11M11Te.u, l1H,um1 

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 No MNB/05/263) / 

site/ A-p Pe.u.u11'c Jla6opaTOp11c JlT,u., l1H,um1, Ilpomao,ucTBeHHoe rro,upa3,ueneH11e-6, 
HauMeHOB3HHe, a.upec, JIHUeH3HSI ,llJISI 
IlpOHJBO.UCTeeuuasi rrJI011.1a.uKa / IlJ1011.1a.uKa 

BHJJJI. KxoJib, Hanarapx Poy.u, Ea,u,u11, )];11CTpl1KT CoJiaH, x.rr., 173205, 11H.!(11SI 

KOHTPOJIH Ka'-leCTBa / IlJioma.uKa BbmycKa 
(n111..(eHJHS1 N2 No MNB/05/263 

Declaration of certification: «I hereby certify that the above mformatlon is authentic and accurate. This batch of product has been 
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP 
requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing 

Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with 
Good Manufacturing Practice of the Eurasian Economic Union is established»./ 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'-lauue: Ilpo,uyKT cooTBeTcTByeT Tpe6osaHH}IM HA 3aKJI10'-len11e: O.LJ:OliPEHO 

1:============::;-;:::::======~;:=:======~ 
Prepared by / 
TTo.uroTOBJieHo:Pravesh 
Rana 

i 
Date/ 
)];am: 30.04.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TTpoaepeHo: Rama kant TTpoaepeHo (AOK): person/ O,uo6peHo: O6ecrre11em1e 

Ka'!ecTea/OT~\rL HK~iL AmitKum~ ----). 

::====±===:::::: 

1stere angana, In ia 

Tel: +91 40 4900 2900, F<lx: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJilf3A 

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 

llpOJJ.YKT: KeTopoII® (KeTopoJiaK) pacrnop Jl,JI~ BHyrp11BeHHOro H BHyrpHMbillle'-IHOro BBe.uemrn, 30 MriMJI 

Batch No/ : V260301 
Batch Quantity / 454545 ampules / 

CepuH .N'!! O6oeM cepuu 
: 

454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AuaJiuTuqecKuii oTqeT .M! : 890001879613 ,l(aTa auaJin3a : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

)laTa IlPOH3B0Jl.CTBa roJJ.eHJJ.o 
: 

Mfg. License No./ 
IIpouJBOJl.CTBeuuaH : MB/05/264 

MA number:/ : JUl-N5!(008888)-(Pf-RU) 
JiunenJHH .N'!! HoMep PY 

Analysis performed according ND I Auan113 nposeJJ,en no H,I(: J1TT-N5!(008888)-(Pf-RU)-170225 
Page 7 of 7 / CTp. 7 H3 7 

laKJJIO'leHHe 0 C00TBeTCTBHH: «HacTOHll(HM H JIO,!lTBep)l(,!laIO, qTo rrpHBe,!leHHal! Bb!We HH<pOpMa1.nrn HBnHeTCH ,!lOCTOBepuoil. 11 

rnquoi1. 3Ta cep11H rrpo,!lyKL(Hl1 rrp0113Be,!leHa (eKnIOqall ynaK0BKY (MapK11poeKy) H K0HTp0nh Kaqecrna) Ha BhillleyKa3aHHOH 

np0113B0,!lCTBeHHOH nnoll(a,!lKe (nnoll(a,!lKax) B JI0JIH0M C00TBeTCTBl111 C Tpe6oBaHHHMH TTpaBHJI ua.une)l(all(eH rrp0113B0,!lCTBeHHOH 

rrpaKTl1Kl1 EBpa311HCKOro 3K0H0MHqecKoro COI03a 11 Tpe6oeaHl1llMl1 KOHTpOnH KaqeCTBa neKapCTBeHHhlX cpe,!lCTB, a TaK)l(e B 

COOTBeTCTBl1H co cneump11KaUl1HMl1, CO,!lep)l(all(HMHCH B perncTpaUHOHHOM ,!lOChe CTpaHhl-11MJIOpTepa. 3arrHCl1 no rrp0113B0,!lCTBY, 

yrraKOBKe H aHanl13y rrpoeepeHhl, 11 ycTaHOBJieHO 11X COOTBeTCTBl1e Tpe6oBaHHHM TTpaBHJI Ha,!lJle)l(all(eH rrpOH3B0,!lCTBeHHOH 

npaKTHKH Eepa3HHCKOro 3KOHOMH'-IeCKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqauwe: TTpo.uyKT coorneTcrnyeT Tpe6oeaHIUIM H)], 3aKJJIO'leHHe: O)lO6PEHO 

1:========~=======:::::;-;;::::=======::::::: 
Prepared by/ 

TTo,!lrorneneuo: Pravesh 

Rana 

Date/ 
)];aTa: 30.04.2026 

Checked by/ 

np0eepe1w: Rama kant 

Date/ 

)],aTa: 30.04.2026 

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

~~ 
Date/ 

)];am: 30.04.2026 

Approved by: Quality Assurance/ Authorized 

person/ O.llo6peuo: O6ecrreqeu1-1e 

Ka'lecrna/OrneTCTBeHHOe JlHUO: {) 

J UN" IL ~Vvv/ () 'C 

--C V""'I 

Registered Office: 8-2-337, Road No. 3, BanJara Hi lls, Hyderabad - 500034, Te langana, India 
Tel: +9140 4900 2900, FJx: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 


