
•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH <I> IIKAT AHAJilI3A 

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

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

Product:/ Ketorol(!<) (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,a:yKT: KeTopo11® (KeTopoJ1aK) pacTBop )],1151 BHyrp11BeHHOro 11 BHYfPl1MbIWe4HOro BBe)],eHl151, 30 Mr/MJ1 

Batch No/ 
: V260266 

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

: 
454545 aMny11 

Analytical Report No/ Date of Analysis / 
AuaJIHTH<tecKuii OT<teT .N'!! : 890001878387 ,ll;aTa auaJinJa : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

l.l(aTa npouJeo,a:cTea ro,a:eu )J:O 
: 

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

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

JIHD;eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoee,a:eu no 11.l(: JII1-NQ(008888)-(Pf-RU)-l 70225 
Page 1 of 7 / CTp. 1037 

Jf2 Test I IloKaJaTeJib Results I PeJyJibTaTbI Specification / HopMa 

1 Description / Onucauue Clear colorless solution. / ITpo3paqHhiti. Clear colorless to slightly yellow color 
6ecuBeTHhIM. paCTBOp. solution. I ITp03paqHhiti. pacTBop OT 

6ecuBeTHOro AO CBeTJIO-)KeJITOro UBeTa. 

2 Identification*/ U;::i:euTmt>uKauuH* 

2a HPLC* I B3)K){* 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 mam peak in the 
standard solution. / BpeMH y;::i:ep)KHBaHIDI chromatogram of standard solution (Assay 

OCHOBHOro IIUKa Ha xpoMaTorpaMMe section). I BpeM51 y;::i:ep)KHBaHH51 

HCIIhITyeMoro pacTBopa COOTBeTCTByeT OCHOBHOro IIHKa Ha xpoMaTorpaMMe 
BpeMeHH y;::i:ep)KHBaHH51 OCHOBHOro IIHKa HCIIhITyeMoro pacTBopa ):(OJDKHO 

Ha xpoMarnrpaMMe CTaH;::i:apTHOro COOTBeTCTBOBaTh BpeMeHH y;::i:ep)KHBaHH51 

pacTBopa. OCHOBHOfO IIHKa Ha xpoMaTorpaMMe 
CTaH;::i:apTHOro pacTBopa (pa3;::i:en 
«Kon11qeCTBeHuoe onpe;::i:eneHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: ITpo;::i:yKT cooTBeTcTByeT TPe6oBaHIDIM H,ll; 3aicmo•1euue: O)1:OliPEHO 

Prepared by / 

no.uroTOBJleHo: Pravesh 

Rana 1 
Date / 
)],aTa: 30.04.2026 

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

npoaepeHo: Rama Kant ITpoBepeHo (AOK): person I O;::i:o6peHo: O6ecrreqettwe 

~$ 
Amit Kumar KaqecTBa/OTBercme1u1oe mrno: 

0~ _t\]r,..,JI ,~\J"'1 K\ ((__ 
v/] 

Date I Date I 'Date I Q 0--0 Y r~<n._6 
,ll;arn: 30.04.2026 ,ll;arn: 30.04.2026 ,ll;arn: 

Registered Office: 8-2-337, Ro~d 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 

I 
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•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM~HKATAHAJilI3A 

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

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

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

IlpOtJ.YKT: KeTopoJI® (KeTopoJiaK) pacrnop )].JlSI BHyrp1rneHH0ro H BHyrpHMhIWe4H0ro BBe)].eHHSI, 30 MrlMJI 

Batch No/ 
: V260266 

Batch Quantity/ 454545 ampules / 
: 

CepnH .M! 061,eM cepnn 454545 aMCTYJI 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHH OT'leT N!! : 890001878387 ,ll;aTa auaJinJa : 30.04.2026 

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

03/2028 : 
llaTa npouJBO.llCTBa ro.l).eH .l).O 

Mfg. License No./ 
Ilpon3eo,!J.cTeeuuaH : MB/05/264 MA number:/ 

: JU1-N!!(008888)-(Pf-RU) 
JiuueuJHH N!! HoMep PY 

Analysis performed according ND/ Auanu3 npoee.l).eu no H,ll;: JU1-N!!(008888)-(Pf-RU)-170225 
Page 2 of 7 / CTp. 2 HJ 7 

.N"! Test/ TioKaJaTeJib Results/ PeJyJibTaTbI Specification / HopMa 

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

YC/>-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-cneKTpbr ITornomeHm1 maxima at 322 ± 2 nm. / Y<D-rneKTpbI 
11CflblTYeMoro pacrnopa 11 pacrnopa fIOrJI01UeHl1ll 11CflbITYeMoro pacrnopa 11 
CTaH.napTHOro 06pa3ua KeToponaKa pacrnopa CTaH.napTHOro o6pa3ua 
TpOMeTaMl1Ha s o6JiaCTl1 OT 200 .no 400 HM KeTopoJiaKa TpOMeTaMl1Ha s o6JiaCTl.f OT 
11MelOT MaKCl1M)'Mbl nornomeH11n np11 200 .no 400 HM .nomKHbl 11MeTb 
322±2 HM. MaKC11M)'Mbl nornomeHl1R np11 322±2 HM. 

3 Clarity/ Tipo3pa'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. / Orranecuettu11n nperraparn suspension I. / OITanecueHUHR npeITaparn 
He rrpesbrlliaeT onanecueHu1110 cycrreH31111 He .nom1rna npesbilliaTb onanecueHU11IO 
cpaBHeHl1R I. cycITeH31111 cpaBHeHl1R l. 

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

0.04 
Abs at a wavelength of 430 nm. / 
ITornomett11e .U0JI)l(H0 6bnb He 6onee 0,20 
np11 .nn11He BOJIHhl 430 HM. 

5 pH 7.2 From 6.9 to 7.9. / OT 6,9 .no 7,9. 

6 Particulate matter/ MexannqecKue BKJIIOl.feHHH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TipnMel.faH11e: ITpo.nyKT coorneTcrnyeT Tpe6osaH11RM HA 3a1'JllO<teH11e: O)1,OliPEHO 

Prepared by / 

TToJlrOT0BneHo: Pravesh 

Rana 1 
Date / 
)],aTa: 30.04.2026 

Checked by / Checked by (AQA) / A pproved by: Quality Assurance/Authorized 

TTposepeHo: Rama Kant TTpoaepeHO (AOK) : person/ O.no6petto: O6ecrre'leH11e 

~vj' 
Amit Kumar Ka'leCTBa/OrneTCTBeHHOe m1uo: 

/\ _./\ 
~ IJ' >J l l PJ \A/\ i4 fl 

~v--1 
Date/ Date / Date / ~ 0--0~ r, Olb 
,ll;ara: 30.04.2026 ,D.aTa: 30.04.2026 )],a-ra: 

Registered Office: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, Indi a 
Tel : +9140 4900 2900, Fox: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel: +9198166 56001-02 
www.drreddys.com 

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

Ilp0/1.YKT: KeTopo11Q() (KeTOPOJlaK) pacrnop )J.Jlll BHyrp11BeHHOro H BHYTPHMbIWe<rnoro BBeJWHHll, 30 Mr/MJ1 

Batch No I 
: V260266 

Batch Quantity / 454545 ampules / 

CepnH .M! O61,eM cepnn 
: 

454545 aMny11 

Analytical Report No I Date of Analysis / 
AeaJIHTH'leCKHH 0T'leT .N'!! : 890001878387 )laTa aeaJin3a : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry/ 
03/2028 

)laTa np0H3B0;::t;CTBa ro/1,eH )J;0 
: 

Mfg. License No./ 
Ilpon3BO;::t;CTBeeeaH : MB/05/264 MA number:/ : JII1-N2(008888)-(Pf-RU) 
JIHUeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AeaJin3 npoee;::i;ee no HJ(: JII1-N2(008888)-(Pf-RU)-170225 
Page 3 of 7 / CTp. 3 03 7 

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

6a Visible particles/ Complies / CooTBeTcTByeT Should be absent. / 
BH.!UIMbie 1-rnCTHUhl ,[(omKHhl 0TCYTCTBOBaTb. 

6b Invisible particles / 
HeBH.LIHMbie 1IaCTHUhI: 
1. Particles 2: 10 µm / 06 not more than 6000 per ampoule; / 

1Iacrnu pa3MepoM 2: He 6onee 6000 Ha aMnyny; 
10 MKM 

11. particles 2: 25 µm / 00 not more than 600 per ampoule. / 
1Iacn1u pa3MepoM 2: He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities / IlpuMecu 

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

Impurity B I flpHMeCh B BelowLOD (LOD = 0.014 %) I Hm1<e not more than 0.50 % / He 6onee 0,50 %; 
npe.Liena 06ttapy)l(eHm1 (TIO= 0.014 %) 

Impurity C I flpHMecb C Below LOD (LOD = 0.010 %) I HH)l(e not more than 0.50 % / He 6onee 0,50 %; 
npe.LI.ena o6Hapy)l(eHID! (TIO= 0.010 %) 

Impurity D / flpHMecb D Not detected/ He o6ttapy)l(etta not more than 0.20 % / He 6onee 0,20 %. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe"lattue: Tipo.LiyKT coorneTcrnyeT TPe6osaHHllM H,[( 3aKJII04ettue: OJl:OliPEHO 

Prepared by / 
ITo.uroroaneHo: Prave h 
Rana i 
Date / 
)].aTa : 30.04.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
llposepeHo: Rama Kant f1posepeH0 (AOK): person I Ono6petto: O6ecne4em1e 

~ 
Amit Kumar 1<a1Iecrna/OrneTcTBeHHoe m1uo: r~ _lv ,-..1 ll K\JVVltVL 

L ~ 
Date / Date/ IDate / ~ 6A 4r,zefLt, 
,[{aTa: 30.04.2026 ,[(am: 30.04.2026 ,[(am: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy'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, !NOIA 

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

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

IIpoJJ;y1n: KeTOpOJl(l-0 (KeToponaK) pacrnop ,D,ml BHYTPl1BeHHOro H BHYTPHMbIWe1rnoro BBe,D,eHml, 30 Mr/MJl 

Batch No/ : V260266 
Batch Quantity / 454545 ampules / 

CepuH .M! O61>eM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AHaJ1uTu11ecKuii 0T'leT N2 : 890001878387 ,U:aTa aHaJiu3a : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry/ 
03/2028 

J(aTa np0H3B0,[J;CTBa ro,[J;eH 1),0 : 

Mfg. License No./ 
1Ipou3B01l,CTBeHHaH : MB/05/264 MA number:/ 

: JITT-N2(008888)-(Pf-RU) 
JiuueH3HH N2 HoMep PY 

Analysis performed accordin2 ND/ Auamn npoeetJ,eH no HJ(: JITT-N2(008888)-(Pf-RU)-l 70225 
Pa2e 4 of 7 / CTp. 4 03 7 

.N'! Test/ IloKaJaTeJlb Results/ Pe3yJ1bTaTbI Specification / HopMa 

Individual unidentified 
impurity/ E,uttttttqtta» 

0.08 % Not more than 0.20 % I He 6onee 0,20 %. 
HeH,UeHTH~HUHposatttta» 
npHMeCb 

Total impurities/ CyMMa 
0.2 % 

Not more than 1.50 % I He 6onee 1,50 %. 
npwMecei1 

8 Extractable volume* / Not less than 10.0 ml (collectively 
M3BJ1eicaeMbIH o6beM* measured volume of 10 ampoules). I 

10.3 ml/ 10,3 MJJ He Mettee l 0,0 MJJ (o6beM, H3Mepetttthltt 
Ha OCHOB3HHH o6be,UHHeHHOro 
co,ueplKHMOro 10 aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepttaJ1bttb1e /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H,llOT0KCHHbl KeTopoJJaKa TpOMeTaMHHa. 

10 Sterility** I Complies / CoorneTcrnyeT Must be sterile. I ,l],OJJlKeH 6hJTb 
CTepHJJbHOCTb** CTepHJJbHbIM. 

11 Assay I Kontt'leCTBeHHOe 30.63 mg I 30,63 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe,1J.eJ1eHHe Trometamol per 1 mL. / OT 27 ,0 Mr no 

33,0 Mr KeTOponaKa TpOMeTaMOJJa s 1 MJJ. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Il pHMe'laHtte: TTpo,nyKT COOTBeTcTByeT Tpe6osaHH»M H,ll, 3aicnmqe1me: O.ll.O6PEHO 

Prepared by/ Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TTonroTOBJJeHo: Pravesh TipoaepeHo: Rama Kant TTpoeepeHo (AOK): person/ O,uo6peHo: O6ecrreqeHJ-1e 

Rana i ~ 
Amit Kumar K3"1CCTBafOTBCTCTBCHHOC JJHUO: 

-t-~ -f.Vr-Jll kt;~t4-fl.__ 

,--l v-1 
Date/ Date / Date/ 'Date / _JO--OL( ''\~ l-b 
)].am: 30.04.2026 )].aTa: 30.04.2026 A,a-ra: 30.04.2026 ,ll,arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM~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°0 (KeTOponaK) pacrnop .n.mi: BHyrp11BeHH0ro H BHYfPHMbillJe4H0f0 BBe,n.eHH51, 30 Mr/MJl 

Batch No/ 
: V260266 

Batch Quantity/ 454545 ampules / 
CepnH .N'!! O6'beM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIUTH'lecKuii OT'leT .N'!! : 8900018783 87 ,U:aTa auaJiuJa : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

l.l(aTa npouJBO.UCTBa ro.ueu .uo 
: 

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

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

JIUUeH3UH .N'!! HoMep PY 

Analysis performed according ND/ AuaJiuJ npoBe;:J;en no H.,n:: JII1-N2(008888)-(Pf-RU)-l 70225 

12 

13 

Test/ IloKaJaTeJib 

Ethanol content/ 3rnuoJI 

Packaging/ Onucauue 
ynaKOBKH 

Results/ PeJyJibTaTbl 

12.04 % 

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. 
I blister in a carton pack. / 
no 1 MJI B aMrryJihl 113 CBeT0JaW.HTH0ro 
CTeKJJa TeMH0-KoputfHeBoro u.seTa Knacca 
I. B sepxHett qacn1 aMnyJJhI HatteceHhI 
K0JihU0 11 T0'IKa .um, pa3JI0Ma. Ha aMnyny 
HaKJJettBa!OT 3Tl1KeTKy. 
Ilo 10 aMnyn BMeCTe c Jll1CTK0M-
BKJia.UhlllleM B IlBX/an10M1-rn11eBhitt 
6n11cTep. Ilo I 6nttcTepy B na'IKY 
KapT0HHyIO. 

Pa2e 5 of 7 / CTp. 5 03 7 

Specification / HopMa 

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

1 mL in class I light-shielding dark amber 
glass ampoules. 
A cut ring and point are in the upper part 
of ampoule. A label 1s attached to 
ampoule. 10 ampoules and a patient 
information leaflet in a PVC/aluminum 
blister. 
1 blister in a carton pack; for in-patient 
facilities : 2, 3, 5 blisters in a carton pack. 
I 
no 1 MJI B aMnynhI 113 CBeT03al.l.ll1THOro 
CTeKJia TeMHO-K0pH'IHeBoro UBeTa KJiacca 
I. B sepxHett qacTtt aMITYJihl HaHeceHhl 
K0JihUO 11 T0'iKa .llJHI pa3JI0Ma. Ha aMnyny 
HaKnettBa!OT 3Tl1KeTKy. 
no IO aMnyn BMeCTe c Jll1CTK0M-
BKJJa.UhIWeM B ITBX/an10M11H11esb1tt 
6n11cTep. Ilo 1 6n11cTepy B na'IKY 
KapT0HHyIO; OJ/JI cn1azJU0Hapoe: no 2, 3, 5 
6JIHCTepoB s rratfKV KaPTOHHyIO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKmo'!ettue: O):t:OliPEHO IlpuMe'!attue: Ilpo.uyKT coorneTcrnyeT -rpe6osaHID!M H,D, 

D ate / 
P,arn : 30.04.2026 

Checked by I Checked by (AQA) / 

ITposepe1w: Rama K ant Ilpoeepet-10 (AOK): 
Amil Kumar 

f ~-
Date / Date I 
,D,aTa: 30.04.2026 AaTa: 30.04.2026 

Approved by: Quality Assurance/ Authorized 
per on/ OJJ.o6petto: O6ecrreqett11e 

KaYecrna/OTBeTCTBeHHOe JIHl.(0: 
--1._ V NI \__ '\<(\)v'-\ ¥\t1.._ 

__ .( v----j 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 

CEPTH «I> HKA T AHAJIH3A 

Viii. l<hol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

Product:/ Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpO)],YKT: KeTopo11°0 (KeToponaK) pacTBop )].ml BHYTPHBeHHOrD H BHYTPHMbllIIeYH0ro BBe,!J.emrn, 30 MrlMJ1 

Batch No/ 
: V260266 

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

: 
454545 aMIIYJl 

Analytical Report No/ Date of Analysis / 
AuaJIHTH<JecKnu OT'leT .N'!! : 890001878387 ,ll;aTa auaJiu3a : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

,UaTa IlP0H3B0)],CTBa ro)],eH )1,0 
: 

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

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

JIH .. eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoee)],en no H)J:: JII1-N2(008888)-(Pf-RU)-l 70225 
Page 6 of 7 / CTp. 6 HJ 7 

* Tests are not performed during the stability investigation./* HcrrbITattH.si tte rrpoBOA.sIT B xo,!J.e Hccne,!J.oBaHHH 
CTa6HJ1bHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** IlpH BhmycKe rrperraparn 
K0HTp011b KaYeCTBa no IIOKa3aTemo rrpoBO)].HTC.s! )].Jl.s! Ka)l(,!J.OH 15-0H cepHH. 

API name/ HanMenoBauue A<l>C: Ketorolac Trometamol I KernponaKa TpoMeTaMOJJ 

INN /MHH: Ketorolac I KernponaK 

API manufacturer batch number / 
2KTM0721125, 2KTM0721125 

HoMep cepuu npon1BO.UHTem1 A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepHH cy6cTaHUHH npOH3B0.UHTeJIH FESA00652 , FESA00653 
r JI<I>: 

API Manufactured by & country I Symed Labs Limited, India/ 
IlpoHJBO.UHTeJib A<l>C, CTpaua: CattMe.n Jla6c JlHMHTe.u, 11H.UH.s! 

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/ 
HauMeHOBaHHe, a.upec, JIHUeHJHH .UJIH 

,ll;-p Pe.u.utt'c Jla6oparnpuc JlT.u., HH.um1, Ilpomso.ucTBeHHoe rro.upa3.11,eneuue-6, 

Ilpou1so.11,cTBeuuaH nJ1011Ja.uKa / IlJ1011Ja.uKa 
Bttnn. KxoJJh, Hanarapx Poy.u, Ea.um,, ,ll;HcTpHKT Conan, X.IT., 173205, HH.um1 

KOHTpOJIH Ka"leCTBa / IlJIOIJ..(a.11,Ka BblilYCKa 
(nm.J.eH3rr.si N2 No MNB/05/263 

Remarks : The Product confirms to ND/ 
IlpnMe"lanue: Ilpo.uyKT cooTBeTcTByeT Tpe6osaHmiM H,ll; 

'

'Conclusion : APPROVED/ 
3aKJIIO"lenue: O,ll,OliPEHO 

Prepared by / 
no;11ro-rosneHo: Pravesh 
Rana 1 
Date I 
,ll;arn: 30.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
IlposepeHo: Rama Kant ITposepeHo (AOK): person/ O.uo6peHo: O6ecrre<IeHrre 

~~ 
Amit Kumar Ka'lecrna/OrneTCTBeHHOe JJHUO: 

0~~ ~v\'V I\..._ \~\J "--1-Att___ 
~'V-1 

Date I Date I IDate / (.__~ D---0 Lj.~eY2_~ 
,ll;arn: 30.04.2026 ,ll;arn: 30.04.2026 ,ll;arn: 

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 

I 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJill3A 

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,1w1n: KeTop01l~l (KeToponaK) pacTBOP )],Jl51 BHYTPHBeHttoro H BHYTPHMbilllelrnoro BBe,!J,eHH51, 30 Mr/Mn 

Batch No/ 
: V260266 

Batch Quantity/ 454545 ampules / 

CepuH .N"!! 06beM cepuu : 
454545 aM□yJl 

Analytical Report No/ Date of Analysis / 
AuaJiuTuqec1rnu oTqeT .N"!! : 890001878387 ,ll;aTa anaJiuJa : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

llaTa npouJB0llCTBa rol{eH ,11;0 : 

Mfg. License No. / 
IlpoH3B0,IJ;CTBeHHaH : MB/05/264 

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

JIHU:eH3HH .N"!! HoMep PY 

Analysis performed according ND/ AnaJIH3 npoBe,a;eu no H,[t;: JITT-N2(008888)-(Pr-RU)-l 70225 
Page 7 of7 / CTp. 7 HJ 7 

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 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»./ 

3a1m10'ICHHe O COOTBCTCTBHH: «HacTmlll.J,11M 51 [10)],TBep)l(.uaIO, qTO rrp11Be)],eHHaJI Bb!ille 11mpopMa1.urn JIBJIJieTCJI )],OCTOBepHOH 11 

TOqHOH. 3m cep1151 rrpo,!],yKU1111 rrp0113Be)],eHa (BKJlIOqaJI yrraKOBKY (MapKHpOBKY) 11 KOHTpOJlb Kaqecrna) Ha BbiilleyKa3aHHOH 

rrpo113BO.UCTBeHHOH ITJlOlll,a)],Ke (I1J10lll,a)],Kax) B ITOJIHOM COOTBeTCTBHl1 C Tpe6oBaHl151MH flpaBl1Jl Ha)],Jie)l(alll,eH rrp0113B0.UCTBeHHOH 

rrpaKTl1Kl1 Espa311HCKOro 3KOHOM11qecKoro COI03a 11 Tpe6oBaHl1lIMl1 KOHTpOJllI KaqecTBa JleKapcrneHHbIX cpe,!],CTB, a TaK)l(e B 

COOTBeTCTBl111 co cneump11Kall,l1JIMl1, CO,!],ep)l(alll,11Ml1CJI B pernc_Tpau110HHOM .UOChe CTpaHbl-11MnopTepa. 3an11c11 no np0113B0)],CTBy, 

ynaKOBKe 11 aHaJIH3Y nposepeHhl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHl1JIM flpaBl1Jl Ha)],Jle)l(alll,etl np0113B0)],CTBeHHOH 

npaKTl1Kl1 Espa3HHCKOfO 3KOHQMttqeCKOfO COI03a». 

Remarks : The Product confirms to ND/ 
npuMe'IaHHe: Tipo.uyKT COOTBeTcrnyeT Tpe6oBaHHJIM H,1]; 

Checked by / Checked by (AQA) / 

nposepe,;o: Rama Kant npoBepeHO (AOK): 

~ AmitKr ~ 

Date/ Date / Date/ 
.[(am: 30.04.2026 )J,aTa: 30.04.2026 )J,arn: 30.04.2026 

Conclusion : APPROVED I 
3ai.:mo'IeHue: OLI:O6PEHO 

Approved by: Quality Assurance/ Authorized 

per on / O.uo6peHo: 06ecneqeHtte 

Kaqecrna/OrneTCTBeHHOe JIHUO: 

Date/ 
.U,aTa: 

_( u NI L \<CU "'1 ~fl 
--1... v--1 

Registered Office: 8-2-337, Roc1d No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, F<1x: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 




