
•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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:/ Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpoJ:wKT: Kernpo11Q0 (Ke-ropo11aK) pacTBop .D.Jrn BHyrp11aettttoro 11 BHYTPl1MbtWe'-!Horo BBe.LI.emu1, 30 Mr/Mn 

Batch No/ : V260299 
Batch Quantity / 454545 ampules I 

CepuH .N'!! 06beM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AnaJiuTu11ec1rnii OT'leT .N'!, : 890001878747 ,z:i:aTa anaJinJa : 30.04.2026 

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

03/2028 
,ri:aTa DPOH3BOJI.CTBa roJI.eH JI.O 

: 

Mfg. License No. / 
Ilpou1soJI.cTseuuaH : MB/05/264 

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

JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npose.LI.eH no H,z:i:: JITI-N2(008888)-(Pf-RU)-170225 
Page 1 of 7 / CTp. 1 HJ 7 

X2 Test/ TioKaJaTeJib Results/ Pe1yJibT8Tbt Specification / HopMa 

1 Description / Onucauue Clear colorless solution. / Tip03pa4HhIH Clear colorless to slightly yellow color 
6ecuseTHhlH pacTBop. solution. I TTp03patJHhIH pacTBop OT 

6ecuseTHoro .uo csen10-)Ke1noro usern. 

2 Identification*/ H.ueuTmf11maunH* 

2a HPLC* I B3)KJ(* 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. / BpeMfl y.uep)K11Bamrn chromatogram of standard solution (Assay 
OCHOBHOro n11Ka Ha xpoMaTorpaMMe section) . I BpeM» y.uep)K11BaH11» 
11cnb1TyeMoro pacrnopa COOTBeTcTByeT OCHOBHOrD IIl1Ka Ha xpoMarnrpaMMe 
BpeMeH11 y.uep)KHBaHH» OCHOBHoro IIl1Ka 11cnh1TyeMoro pacrnopa ,UOJI)KHO 
Ha xpoMaTOrpaMMe CTaH,UapTHOro COOTBeTCTBOBaTh BpeMeH11 y,uep)K11BaHl1fl 
pacrnopa. OCHOBHOro ITHKa Ha xpoMarnrpaMMe 

CTaH,UapTHOro pacrnopa (pa3,UeJI 
«KoJI11tJeCTBeHHoe onpe.uenem1e))). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipnMe'laHue: TTpo,uyKT coorneTcrnyeT TPe6osamrnM HJJ. 3aKJIIO'feuue: O.LJ:OliPEHO 

Prepared by / 

TTo.uroTOBJieHo: Pravesh 

Rana { 
Date/ 

LJ:arn: 30.04.2026 

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

nposepeHo: Rama Kant npoaepeHo (AOK): person/ O.uo6peHo: O6ecnetJeH11e 

~t Amit Kumar KalJeCTBa!OTBeTCTBeHHOe Jl11UO: 

~~ ____( U ,.,J, l ,f\J'M. ¥\i(_ 
.-L ..,-..1 

Date/ 

!
Date/ IDate / (?0.-0 ½ ~.)_ 02 .£ 

JJ.arn: 30.04.2026 .r(arn: 30.04.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, l11dia 
Tel: +9140 4900 2900, F~x: +9140 4900 2999, Email: mail@drreddys.com 

CIN : L8519SAP1984PLC004507 

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, 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 

IfooJJ.vKT: KeTOPOJl~ (KeTOPOJla K) paCTBOP J]Jl SI BHYTPHBet-rnoro 11 Bl·IYfPHMblWe<rnoro BBe):leHJ,H!, 30 Mr/Mn 

Batch No I 
: V260299 

Batch Quantity / 454545 ampules / 
: 

Ceinrn .N'!! 06beM cep1111 454545 aMnvn 
Analytical Report No I Date of Analysis / 
AuaJinTu11ecKnii oT11eT .N'!! : 890001878747 ,l],aTa auaJitt3a : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry/ 
03/2028 : 

.llaTa DPOIIJB0JJ.CTB.a ro)J.eH AO 

Mfg. License No. / 
IlpOH3BOJJ.CTBCHHaH : MB/05/264 MA number:/ 

: JITI-N2(008888)-(Pf-RU) 
JIHUCH3HH J(!! HoMep PY 

Analysis performed accordin2 ND/ AHaJIH3 nr>oBe.aeu no H,11;: Jlll-N2(008888)-(Pf-RU)-l 70225 
Pa2e 2 of 7 / CTp. 2 03 7 

.N'!! Test/ IlotrnJaTeJib Results/ PeJyJibTaTbt Specification/ HopMa 

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

Y<P-cneKmporpomoMempuR * 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>-cneKTpbt nornomemu1 maxima at 322 ± 2 nm. / Y<l>-cneKTpbt 
J,!CllbtTyeMoro pacrnopa J,! pacrnopa nornomeHHJI HCCTbITyeMoro pacrnopa H 

CTaHti:apTHOrO o6pa3ua KeTopoJiaKa pacrnopa CTaHaapTHOro 06pa3ua 
TpOMeTaMHHa B o6JiaCTl1 OT 200 ao 400 HM KeTopoJiaKa TpOMeTaMHHa B o6JiaCTH OT 
HMelOT MaKCHMYMbl nornomeHHH np11 200 ao 400 HM aomKHbl HMeTb 
322±2 HM. MaKCHMYMbl nornoLUeHHH np11 322±2 HM. 

3 Clarity/ Ilpo3pa1.1uocTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnaJiecueHUHH npenaparn suspension I. / OnanecueHUHSI npenaparn 
He npesbmrneT onanecueHUHJO cycneH3HH He aom1rna npeBbtlllaTb onanecueHUHJO 
cpaBHeHHR I. cycneH31111 cpaBHemrn I. 

4 Color / 11.BeTHOCTb Absorbance should be not more than 0.20 

0.04 
Abs at a wavelength of 430 nm./ 
ITornomeu11e .ll.OJI)l(HO 6bITb He 6oJiee 0,20 
np11 ti:JimJe BOJIHbl 430 HM. 

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

6 Particulate matter/ MexaHu1.1ecKue BKJIJOlfeHHH 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMelfaHHe: ITpo.n.yKT COOTBeTcTByeT Tpe6oBaHHRM H,ll; 3aKJIJ01.feHue: O,LJ:OliPEHO 

Prepared by/ 

IToaroTOBJieHo: Pravesh 

Rana I 
• Date / 

,n:arn: 30.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITpoaepeHo: Rama Kant npoaepeHo (AOK): person / Oii:o6peHo: O6ecnetteHHe 

~ 
Amit Kumar Ka•1ecraa/OToercrneHHOe m1uo: 

~~ 
~~IJ I K V ""l ·F 

L:vvl 
Date / Date/ Date / 

~ LI .-,zcn.-t 
,ll;arn: 30.04.2026 ,ll;arn: 30.04.2026 ,ll;arn: 

Registered Office: 8-2-337, Roc1d No. 3, Banjara Hills, Hyderabad - 500034, Telangan a, l11dia 
Tel : +9140 4900 2900, Filx: +91404900 2999, Email : mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH <l>HKA T AHAJill3A 

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 
IlpOJJ.VKT: KeTOPOJI@ (KeTopoJiaK) pacrnop ,LI.JUI BHyrp11BeHH0ro H BHyTPHMbIWe'-IHOf'O BBe,lI.eHml, 30 MriMJl 
Batch No/ 

: V260299 
Batch Quantity/ . 454545 ampules / 

CepuH .N'!! O6'heM cepnu • 454545 ar.myn 

Analytical Report No/ Date of Analysis / 
AuaJ1HTH'leCKHn OT'leT .N'!! : 890001878747 )(aTa anaJ1uJa : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry/ 
03/2028 

)(aTa DPOll3BOACTBa roi.eu J).O 
: 

Mfg. License No./ 
IIponJBOJJ.CTBennaH : MB/05/264 

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

JIUUeHJHH N!! HoMep PY 

Analysis performed according ND/ Auamn n1Jonei.eu no HJ(: nn-N2(008888)-(Pf-RU)-l 70225 

Page 3 of 7 / CTp. 3 01 7 

.N'! Test/ IIoKaJaTeJib Results/ PeJyJibTaTbI Specification / HopMa 

6a Visible particles/ Complies I CoorneTcrnyeT Should be absent. / 
BH,ll_!1Mble '-IaCTHUhl .lJ:omJ<Hbl OTCYTCTBOBaTb. 

6b Invisible particles / 
HeBH,!lHMbie '-IaCTHUhI: 
1. Particles 2: 10 µm / 08 not more than 6000 per ampoule; I 

qacrnu paJMepoM 2: He 6onee 6000 Ha aMrryny; 
10 MKM 

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

7 Impurities/ IIpnMecu 

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

Impurity B / ITp11MeCh B Below LOD (LOD = 0.014 %) / Hm1<e not more than 0.50 % I He 6onee 0,50 %; 
rrpe.D.eJia o6Hapy)l(eHJrn {ITO= 0.014 %) 

Impurity C I Tip11MeCb C Below LOD {LOD = 0.010 %) / Hm1<e not more than 0.50 % / He 6onee 0,50 %; 
rrpe,!lena 06Hapy)l(eHID1 (ITO= 0.010 %) 

Impurity D / ITpHMecb D Not detected / He o6Hapy)l(eHa not more than 0.20 % / He 6onee 0,20 %. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpHMC'-13HHe: Tipo,!lyKT COOTBeTcTByeT TPe6oBaHHJIM H,n: 3aKJIJO'-leH11e: O,ll.OliPEHO 

Prepared by / 
ITo.!lrOTOBJieHo: Pravesh 
Rana { 
Date I 
,n:arn: 30.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITpoBepeHo: Rama Kant ITpoBepeHo (AOK): person I O.!lo6peHo: O6ecne'-IeH11e 

~~~ 
Amit Kumar t<a4eCTBalOTBeTCTBe,rnoe m1uo: 

t-~ N \_ ~vv---i ~ 
_L v-1 

Date / Date I IDate / J0-e)yr~~ 
.lJ:arn: 30.04.2026 ,n:arn: 30.04.2026 ,n:arn: 

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

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTM «I> MKAT AHAJill3A 

Viii. Khol, Nalagarh Road, Baddi, 
D1stt. Solan, H.P., 173 205, INDIA 

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

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

nuo.uvicr: K eTopoJ100 (KeTOPOJlaK) paCTBOP Jl.Jljl BHYfPMBeHHOl'O 11 BH)'TPI1Mblllle4HOro BBe)J.eHmI, 30 Mr!MJJ 

Batch No/ 
: V260299 

Batch Quantity I 454545 ampules / 

CepuH .N'!! 06beM cepmt 
: 

454545 aMnyJ1 

Analytical Report No / Date of Analysis / 

AuaJIHTH1Iec1rnu OT'leT .N'!! : 890001878747 )],aTa auaJiuJa : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

)],aTa npOH380.lJ.CTBa ro,ueu .!J.O 
: 

Mfg. License No./ 
llpouJBO.!J.CTBeuuaH : MB/05/264 

MA number:/ : JITT-N2(008888)-(Pf-RU) 
JIHl.(eH3HH .N'!! HoMep PY 

Analysis performed accordin2 ND/ Anam13 npoBe.u.eu no H,ZJ;; J1D-N2(008888)-(Pf-RU)-170225 
Page 4 of 7 / CTp. 4 HJ 7 

.N'2 Test/ IloKaJaTeJib Results/ Pe1yJibTaTbI Specification / HopMa 

Individual unidentified 
impurity / E.D.MH111rna» 

0.07 % Not more than 0.20 % / He 6011ee 0,20 %. 
HeM,D.eHTM¢ttuMpOBaHHa» 
rrpttMeCb 

Total impurities/ CyMMa 
0.2% 

Not more than 1.50 % I He 6011ee 1,50 %. 
rrpttMeceJ;i 

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

10.3 ml/ 10,3 MJl He Mettee 10,0 MJl (o6beM, M3MepeHHblH 
Ha OCHOBaHMM o6be,D.MHeHHOro 
CO.D.ep)l(MMOro 10 aMrry11) . 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepHaJibHbie /<=0.725 E3/Mr Trometamol. I He 6011ee 5,8 E3/Mr 
3H.ll0T0KCMHbl KeTopo11aKa TPOMeTaMMHa. 

10 Sterility** / NA Must be sterile. I ,[l;0Jl)l(eH 6h1Tb 
CTepHJibHOCTb ** CTeptt11bHb!M. 

11 Assay / KoJiw1eCTseuuoe 30.63 mg I 30,63 Mr From 27 .0 mg to 33 .0 mg of Ketorolac 
onpe.D.eJieHHe Trometamol per 1 mL. / OT 27,0 Mr .D.O 

33,0 Mr KeTOpOJlaKa TpOMeTaMOJia s I MJI . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'-laHne: Ilpo.D.yKT coorneTcrnyeT Tpe6osatt11»M H,[J; 3aKJIIO'-leune: O)1.OliPEHO 

Prepared by / Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
Ilo,D.roTos11etto: Pravesh Ilposepetto: Rama Kant nposepeHo (AOK): person I O.D.o6peHo: O6ecrrelfem-1e 

Rana 1 ~ 
Amit Kumar Ka1.Jecrna/OTBeTCTBeHHOe JIHU0: 

"- ---'...-
__( V N I L ~v~r,{l 

M 
Date I Date/ Date/ !Date I a~,~ o't-6 
)];am: 30.04.2026 ).J.aTa: 30.04.2026 ,[J;arn: 30.04.2026 ,[J;arn: 

Registe red Office: 8-2-337, Road No. 3, Banjara Hill s, Hydera bad - 500034, Telangan a, India 
Tel: +9140 4900 2900, F.i x: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
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. 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: KeTOpon (KeTOJ)OJ13K) paCTBOP }].ml BHYfPl•IBeHHOro H BHyTJ)HMbIWe4HOro BBenemrn, 30 Mr/Mn 

Batch No/ 
: V260299 

Batch Quantity/ 454545 ampules/ 
Cepun .N'!! 06beM cepuu 

: 
454545 aMCTVJl 

Analytical Report No / Date of Analysis / 
AuaJIHTH'leCKHii 0T'leT .N'!! : 890001878747 ,[I;aTa auaJiuJa : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

,[I;aTa DP0H3B0)).CTBa ro)J.eH )).0 
: 

Mfg. License No./ 
IlpoHJBO)J.CTBeuuan : MB/05/264 

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

JIHQeHJHH .N'!! HoMep PY 

Analysis performed according ND/ A11am13 npooe.ll,en no H.r(: JITT-Mi(008888)-(Pf-RU)-170225 

12 

13 

Test I IloKaJaTeJJb 

Ethanol content / 3TaHoJJ 

Packaging/ OnucaHue 
ynaK0BKH 

Results/ PeJyJJbTaTbI 

11.88 % 

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 aMnyJihl .l.f3 CBeT03aIUHTHOro 
cTeKJJa TeMHO-KopwrneBoro useTa KJiacca 
I. B BepxHei:\ 'lacT11 aMITYJihJ ttaHeceHhI 
KOJihUO 11 TO'!Ka /lJIH pa3JIOMa. Ha aMrryJiy 
HaKJieHBaIOT 3Tl1KeTKy. 
Ilo 10 aMnyJI BMeCTe c JHICTKOM-
BKJia)lblllleM B ITBX/anIOMHHl1eBhIH 
6n11cTep. Ilo 1 6J111cTepy B rra'IKY 
KapTOHHYfO. 

Page 5 of 7 / CTp. 5 H3 7 

Specification / HopMa 

From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) /l0 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 
Ilo 1 MJI B aMnym,1 113 CBeT03aIUHTHOro 
CTeKJJa TeMHO-KOpH'!HeBoro l..(BeTa Knacca 
I. B sepxHeH '-laCTH aMrryJihl HaHeceHhl 
KOJihUO H TO'!Ka /lJIR pa3JI0Ma. Ha aMITYJIY 
HaKJie11BaIOT 3Tl1KeTKy. 
Ilo IO aMrryn BMeCTe c JIHCTKOM-
BKJia/lhill!eM B ITBX/anIOMJ1H11eBhIH 
6JIHCTep. Ilo 1 6JIHCTepy B rra'IKY 
KapTOHHYIO; OJ/JI cmaz1u0Hapo13: no 2, 3, 5 
6JIHCTepoB B rra'!KY KapTOHHYfO. 

Remark : The Product confirms to ND/ 

I

IConclusion : APPROVED/ 
npu te<taI111e: IlpO.L\YKT COOTBeTCTByeT Tpe6oBaHMHM H):( 3aKJJIO<tettue: O):(OliPEHO 

Prepared by I 
IloAroTOBJJetto: Pravesh 

Rana j 
Date/ 

):(am: 30.04.2026 

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

Op0Bepe1➔0 : Rama Kant nposepeH0 (AOK): person / O1J.06peHo: O6ec11etJett11e 

~ 
Amit Kumar Kaqecrna/OrneTCTBeHHOe JIHl..(O: 

~~ 
(.~'\),-i\L K \l vvl n fl. 

__( v-'\ 

Date I Date I !Date/ £10,{) l\rt\dl,b 
):(am: 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, Fux: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
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, INDIA 

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

Product:/ Ketorol@ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpO,lJ,YKT: KeTopon® (KeTOPOJlaK) pacrnop )],JUI BHyrp:irneHHOro 11 BHYTPl1Mbillle'-IHOro BBe,D,emu,, 30 Mr/MJI 

Batch No/ 
: V260299 

Batch Quantity / 454545 ampules/ 
CepnH .N'2 O61>eM cepnn 

: 
454545 aMny11 

Analytical Report No/ Date of Analysis / 
AuaJinTuqecKnii oTqeT .N'2 : 890001878747 ,[(aTa auaJin1a : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

,[(aTa npOH3B0)],CTBa ro].\CH ~ O 
: 

Mfg. License No. I 
Ilpou1eo)],cTBeuuaH : MB/05/264 MA number:/ 

: JITT-N2(008888)-(Pf-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ Anamn nposell.eH no HJ(: Jlfl-N!!(008888)-(Pf-RU)-170225 
Page 6 of 7 / CTp. 6 u1 7 

* Tests are not performed during the stability investigation./* HcnbITaHH51 He npoB0)],51T B xo)],e 11ccne)],0BaHH51 
CTafo1JlbHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** TTp11 BbmycKe npenaparn 
KOHTpOJib Ka'-leCTBa no noKa:mTemo npoBO)],HTC51 )J,Jl51 Ka)K,D,OH 15-0H cepm-1. 

API name/ HanMenoaauue A<l>C: Ketorolac Trometamol / KernponaKa TpoMeTaMOJI 

INN/ MHH: Ketorolac / KernponaK 

API manufacturer batch number/ 
2KTM0721125 

HoMep cepuu npottJBO.llHTeJJH A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepHH cy6CTaHIJ,HH npOH3B0,llHTeJIH FESA00653 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
IlpottJBO.llHTeJib A<l>C, cTpaua: CawMe.u J1a6c J1HMHTe.u, I1u.um1 

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

manufacturing site / Control site / Release 
site/ 

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

HawMeHoBaHHe, a,upec, JIHQeHJHH ,llJIH 
A-p Pe.un11'c J1a6opaTOpHc J1T.u., l1H.D.Hn, IlpoHJBO.UCTBeHHoe no.upaJ.uenettwe-6, 

IlpOH3B0,UCTBeHHaH UJIOUJ.a,UKa / IlJIOUJ.a,UKa 
BttJIJI. Kxom,, Hanarapx Poy.u, Ea.u.uw, ,ll;wcTpHKT Conatt, X.IT., 173205, l1ttn.11n 

KOHTp0JUI KaqecTBa / ITJlOlll.aAKa BblnycKa 
(nwueH3H51 N2 No MNB/05/263 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Me<1a11ue: Ilpo.uyKT coorneTcrnyeT TPe6oBaHH51M HA laKJIIO<teuue: O)1.OEPEHO 

Prepared by I 
HO,llS0TOBJICHO: Pravesh 
Rana 

1 
Date/ 
,ll;arn: 30.04.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Tipoeepetto: Rama Kant npoeepe1-10 (AOK): person/ O.uo6peuo: O6ecrreT.J:ettwe 

~ 
Amit Kumar Ka'lecrna/OrneTCTBeHHOe JIHUO: 

/"~- L_U,-.i1(_ K lM,lf-e__ 
___{_v-') 

Date I Date I IDate / 8, () r() \,( r ,Z C/2.h 
,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: +91404900 2900, FJx: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr. Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJilI3A 

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,u-vKT: KeTopon® (KeroponaK) pacrnop Jl.JUI sttyrp1-rnettttoro 11 sttyrp11Mh1rnelfttoro sse.n.eHMji, 30 Mr/Mn 
Batch No I 

: V260299 
Batch Quantity / 454545 ampules / 

CepnH N!! O61.eM cepuu 
: 

454545 aMnyn 
Analytical Report No I Date of Analysis / 
AuaJIHTH'leCKHH OT'leT N!! : 890001878747 ,l(aTa auaJiu3a : 30.04.2026 

Date of Manufacture/ 
: 04/2026 

Date of Expiry / 
03/2028 

llaTa npou3B0,ll,CTBa rotJ,eH tJ,0 
: 

Mfg. License No./ 
IlpOH3B0t1,CTBeHH8H : MB/05/264 

MA number:/ : JIIT-N!!(008888)-(Pf-RU) 
JIHUeH3HH N!! HoMep PY 

Analysis performed accordin2 ND/ A11aJm3 npoae,uen no H,l],: JITT-M~(008888)-(Pf-RU)-170225 
Page 7 of 7 / CTp. 7 H3 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»./ 

3aKJJIO'-leHHe 0 COOTBeTCTBHH: «HacTOHLLU1M H no,1nsep)!(,lla10, '-ITO npwse.neHHaH Bblllle HH!pOpMaUHH )!BJIHeTCH ,llOCTOBepHOH 11 

TO'-IHOH. 3Ta cepm, np0.UYKUHH np0113Be,lleHa (BKJlJO'-lait ynaKOBKY (MapK11pOBKY) 11 KOHTpOnb Ka1!eCTBa) Ha BbillleyKa3aHHOH 

npo113B0,UCTBeHHOH nnoLUa.nKe (nnoLUa,UKax) B nonHOM COOTBeTCTBl111 C rpe6osaHl1HMl1 ITpas11n Ha,nne)!(all(eH npo113B0,UCTBeHHOH 

npaKTl1KH Espa311HCKOro 3KOHOMl1'-leCKOro COI03a 11 Tpe6oBaHl1RMH KOHrponir Ka'!eCTBa neKapCTBeHHblX cpe.ncTB, a TaK)!(e B 

COOTBeTCTBl111 co cneuH<f>11KaUl1RMl1, co,11,ep)l(al.Ul1Ml1CR B perncrpaU110HHOM ,11,0Che CTpaHbl-11MTTOpTepa. 3am1CH no npOH3B0,11,CTBY, 

ynaKOBKe 11 auan113y nposepeHbl, 11 ycTaH0Bneuo 11X COOTBeTCTBHe rpe6oBaHHHM ITpas11n Ha,11,ne)!(alll,eH npoH3B0,ll,CTBeHHOH 

npaKTHKl1 Espa3HHCKOro 3KOHOM!1'-leCKOro COI03a». 

1Remark : The Product confirms to ND/ Conclusion : APPROVED / 
np11Me'-1au11e: ITpo,11,yKT COOTBeTCTByeT rpe6oBaHl1RM H}], 3aicmo'feHue: O,LJ:OliPEHO 

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

llo,nrornsneuo: Pravesh CTposepeHo: Rama Kant nposepeHo (AOK): per on / O,11,06peuo: O6ecne4ett11e 

Rana { ~ 
Amit Kumar Ka 1ecma/OTseTCTBem1oe m1uo: 

I'~- \JN\\_ KV"-1 ~<1.... 
.-(--1 

Date I Date I Date/ Date/ ~ (>--6l,j r oisCJU 
}],ara: 30.04.2026 Jl.ara: 30.04.2026 ,[I.am: 30.04.2026 }],ara: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 




