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

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJill3A 

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.uyKT: KeToponl>ll (KeTOponaK) pacTBop ,ll.1151 BHyrp11BeHHOrO H BHyrpHMbilllel.{HOro BBe,IJ.eHH51, 30 Mr/MJ1 

Batch No/ 
: V260335 

Batch Quantity/ 454545 ampules / 
CepnH N2 O6neM cepuu : 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHH OT'leT N2 : 890001879956 ,U:aTa auaJiu3a : 05.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

lllaTa npou3B0.UCTBa ro.uen .no 
: 

Mfg. License No. / 
IlpouJso,ucTseunast : MB/05/264 MA number:/ : JITT-N2(008888)-(Pf-RU) 
Jiuo;enJust N2 HoMep PY 

Analysis performed according ND/ AnaJJH3 npose.ueu no H,U:: JITT-N2(008888)-(Pf-RU)-170225 
Page 1 of7 I CTp. 1u37 

x~ Test/ IloKaJaTeJlb Results/ PeJyJlbT3TbI Specification / HopMa 

1 Description / Onucauue Clear colorless solution. / Tipo3paqHblH Clear colorless to slightly yellow color 
6ecuseTHbIH pacrnop. solution. I TipoJpa'-IHhIH pacrnop OT 

6ecuBeTHOro AO CBeTJlO-)KeJlTOro UBeTa. 

2 Identification*/ 11.ueuTu<JluKauust* 

2a HPLC* I B3JKX* 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. / BpeMJI y.uep)lnrnamUI chromatogram of standard solution (Assay 
OCHOBHoro IJl1Ka Ha xpoMarnrpaMMe section) . I BpeMJI y .uep)K11BaH11J1 
11crrhnyeMoro pacrnopa COOTBeTCTByeT OCHOBHOro n11Ka Ha xpoMaTorpaMMe 
BpeMeHl1 y.uep)K11BaHl1JI OCHOBHOro ITl1Ka 11crrhnyeMoro pacrnopa ,11,0Jl)f(HO 

Ha xpoMaTorpaMMe CTaH,11,apTHOro COOTBeTCTBOBaTh BpeMeH11 y.n:ep)f(11BaHJ1JI 

pacrnopa. OCHOBHOro f111K3 Ha xpoMaTorpaMMe 
CTaH.n:apTHOro pacrnopa (paJ.n:en 
«KOJHl'-ICCTBCHHOe onpe.ueneH11e» ). 

Remarks : The Product confirms to ND/ 
npuMeqauue: Tipo.n:yKT COOTBeTCTBYCT Tpe6oBaHHJIM H.[( 

Conclusion : APPROVED / 
laKJJIO'-feHue: O)1,OliPEHO 

:=========;;::::======::::;;:=========: 
Prepared by / 

no.nroTOsneuo: Sarita 

Sharma i/ 

Date/ 
Aarn: 05.05.2026 

Checked by I Checked by (AQA) / 

Tiposepetto: Pardeep Tiposepeuo (AOK): 

Kumar Amit Kumar 

~ _.-,I 

Date / 
Aarn: 05.05.2026 

Approved by: Quality Assurance/ Authorized 

person/ O.n:o6peuo: O6ecne'-femie 

Ka'-!eCTBa!OTBeTCTBeHHOe J111UO: 

Date/ 
.[(aTa: 

~ rJ I u f PJ I 

Registered Offi ce: 8-2-337, Roa d No . 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM$HKATAHAJilI3A 

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,1J;y1n: KeTopon® (KeToponaK) pacrnop ,un.si BHyrp1-rneHHoro H BHyrpttMhIWe'rnoro BBe,uetttt.si, 30 Mr/Mn 

Batch No/ 
: V260335 

Batch Quantity / 454545 ampules I 
: 

CepuH .N'!! O6-LeM cepuu 454545 aMOYJI 
Analytical Report No / Date of Analysis / 
AuaJIHTH'lec1rnii OT'leT .N'!! : 890001879956 ,U:aTa auaJiu3a : 05.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 : 

,UaTa DPOH380JlCTBa ro/];eH ,UO 

Mfg. License No./ 
IIpou3soACTBennaH : MB/05/264 

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

JlH~eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npose,ueu no H,u: JIIT-Ns!(008888)-(Pf-RU)-170225 
Page 2 of 7 / CTp. 2 HJ 7 

x~ Test I floKaJaTeJJb Results I Pe1yJ1bTaTbl Specification / HopMa 

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

Y(f)-cneKmporpomoMempu.R * 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. / Y<D-crreK'rpbI rrornow.emrn maxima at 322 ± 2 nm. / Y<D-crreKTpbI 
11CITbITyeMoro pacrnopa 11 pacrnopa rrornow.eH11.s1 11crr1:,nyeMoro pacrnopa 11 
crnttnaprnoro 06pa3ua KeTOpo.naKa pacrnopa CTaHnapTHOfO 06pa3ua 
rpoMernM11Ha B o6nacrn OT 200 no 400 HM KeToponaKa rpoMeTaM11Ha B 06nacr11 OT 
HMelOT MaKC11MyMbl nornow.eH11l! np11 200 .no 400 HM )lOJDKHhl 11MeTb 
322±2 HM. MaKCMMyMbl nornomeHJ,fl! np11 322±2 HM . 

3 Clarity/ npo3pa'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. / OnanecueHu11.11 rrperraparn suspension I. / OnanecueHu11.11: npenaparn 
He rrpeBbIIIIaeT orranecueHU11IO cycrreH31111 He nom1rna npeB1:.11IIaT1:, onanecueHUl1IO 
cpaBHeH11.11: I. cycrreH3Hl1 cpaeHeH11.s1 I. 

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

0.04 
Abs at a wavelength of 430 nm. / 
Tiornow.eH11e JlOJJ)l(HO 6bn1:, He 6onee 0,20 
rrp11 nmrne BOJJHhl 430 HM. 

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

6 Particulate matter / MexaHu'lecKue BKJUO'leuusi 

Remarks : The Product confinns to ND/ Con cl us.ion : APPROVED/ 
flp11Me•iaH11e: npoJlyKT cooTBeTCTnyeT Tpe6oaa1•11111M H.ll 3aKmo1.1e1me: O,llOliPEHO 

1:========:::;;::::========,;:=========: 
Prepared by I 
noixrOTOBJleHo: Sarita 

Sharma 

~ 
Date I 
}laTa: 05.05.2026 

Checked by/ 

Tipoeepetto: Pardeep 

Kumar 

d-::-
Date I 
.!{am: 05.05.2026 

Checked by (AQA) / 
npoeepeHo (AOK): 

Amit Kumar 

_.A -
Date I 
)];am: 05.05.2026 

Approved by: Quality A surance/Aurhorized 

person/ OJJ.o6peHo: O6ecneqeHHe 

Ka"leCTBalOTBCTCTBe1rnoe JlHUO: 

S 1f JV~JJ I 

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. 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 
IIpOAyKT: KeTopon® (KeTODOJlaK) pacrnop )],JUI BHyrp11BeHHOro H BHyrpHMbIWet{HOro BBe)],eHH51, 30 Mr/MJ1 

Batch No/ 
: V260335 

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

: 
454545 aMnyn 

Analytical Report No / Date of Analysis / 
AHaJIHTH'leCKHH OT'leT .M! : 890001879956 ,U:aTa auaJiu3a : 05.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

,llaTa npOH3BOJ.J;CTBa rop;eu AO 
: 

Mfg. License No./ 
IlpOH3BOJ.J;CTBCHHaH : MB/05/264 MA number:/ 

: JITT-NQ(008888)-(Pf-RU) 
JIUIJ.eH3HH .N'!! HoMep PY 

Analysis performed according ND/ A11aJIH3 npoeep;eu no H,n:: Jlfl-.NQ(008888)-(Pf-RU)-170225 
Page 3 of 7 / C-rp. 3 03 7 

.N'!! Test I Iloica3aTeJ11> Results / PeJyJ11>TaTbl Specification/ HopMa 

6a Visible particles / Complies / CooTBeTcTByeT Should be absent. I 
811,[{HMhie '-!aCTHUbl AomKHbI OTCYTCTBOBaTh. 

6b Invisible particles / 
HeBH,[{HMbie '-!aCTHUhl: 
1. Particles 2: IO µm / 31 not more than 6000 per ampoule; / 

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

11. particles 2: 25 µm / 00 not more than 600 per ampoule. / 
'-lacrnu pa3MepoM 2: He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities / IlpuMecu 

Impurity A/ Ilp11Mec1, A 0.10% not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / Ilp11Mech B Below LOD (LOD = 0.014 %) I Hm1<e not more than 0.50 % / He 6onee 0,50 %; 
rrpe,[{eJia o6Hapy)l(eHH51 (ITO= 0.014 %) 

Impurity C / Ilp11MeCh C Below LOD (LOD = 0.010 %) I Htt)l(e not more than 0.50 % / He 6onee 0,50 %; 
rrpe,a:ena o6Hapy)l(eHl151 (ITO= 0.010 %) 

Impurity D / Ilp11MeCh D Not detected / He o6Hapy)l(eHa 

Remarks : The Product confirms to ND/ 
CTpHMe•-rnuue: DponyKT cooTBeTcrnyeT TPe6osaHH.l!M HJ]; 

1:=========:::::;-;========:::;-;:::========::::::: 
Prepared by / 
noAroTosne Ho: Sarita 
Sharma 

Date I 
AaTa: 05.05.2026 

Checked by/ 
l1posepeHo: Pardeep 
Kumar 

Date I 
AaTa: 05.05.2026 

Checked by (AQA) / 
TiposepeHO (AOK): 
Amit Kumar 

-
Date/ 
J~a,-a: 05.05.2026 

not more than 0.20 % / He 6onee 0,20 %. 

Conclusion : APPROVED / 
3a1emoqeuue: O)1,OliPEHO 

Approved by: Quality Assurance/ Authorized 
per on/ O,a:o6petto: O6ecneqem1e 
Ka~1ecTBa/OTneTCTBeH Hoe n11uo: 

Date I 
.ll,aTa: 

c..j If I IJ tJ µ } 

Registered Office: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Tela ngana, India 

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

www.drreddys .com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH <I> HKAT AHAJill3A 

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:/ Ketoroll!tl (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IIPOAYKT: KeTopOJlQO (KeTopo11aK) pacrnop )],ml BHyrpHBeHHOro H BHyrpHMb!We"IHOrO BBe)J,eHH51, 30 MrlMJl 

Batch No/ 
: V260335 

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

: 
454545 aMnYJ1 

Analytical Report No/ Date of Analysis / 
AuaJinTnqecKuu oyqeT N!! : 890001879956 ,ll;aTa auaJiuJa : 05.05.2026 

Date of Manufacture/ 
: 04/2026 

Date of Expiry / 
03/2028 

IJt:aTa nponJBOACTBa roAeH AO 
: 

Mfg. License No. / 
IlponJBOACTBeuuaH : MB/05/264 MA number: I : J1n-N2(008888)-(Pr-RU) 
JIHQeHJHH N!! HoMep PY 

Analysis performed according ND/ AuaJinJ npoaei,;eu no H,ll;: J1n-N2(008888)-(Pr-RU)-170225 

.N'!! Test I IToKaJaTeJib Results/ PeJyJibT3Tbl 

Individual unidentified 
impurity/ E.11:i-rnw-iHaJ1 

0.07 % 
HeHAeHTH~HUHpOBaHHaJI 
np11MeCb 

Total impurities/ C)'MMa 
0.2% 

np11Mece11 

8 Extractable volume* / 
MJBJieKaeMblH o6beM* 

10.2 ml I 10,2 MJI 

9 Bacterial endotoxins / <=0.725 EU/mg 

liaKTepHaJibHble /<=0.725 E3/Mr 

3HA0T0KCHHbl 

10 Sterility** I Complies / CooTBeTcTByeT 
CTepHJibHOCTb ** 

11 Assay / Kom1'-leCTBeuuoe 30.94 mg I 30,94 Mr 
onpeAeJieune 

Remarks : The Product confirms to ND/ 
ITp11Me'-laHne: IlpoAyKT coorneTcrnyeT Tpe6oBaHIDIM HJJ: 

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

IloAroTOBJieHo: Sarita 

Sharma ~ 

Date/ 

JJ:arn: 05.05.2026 

Checked by I 
ITpoeepeJ-Jo: Pardeep 

Kumar 

Date/ 

JJ:arn: 05.05.2026 

Checked by (AQA) / 

npoBepeHo (AOK): 
Amit Kumar 

............. \ 

Date I 
JJ:arn: 05.05.2026 

Page 4 ·of 7 / CTp. 4 HJ 7 

Specification / HopMa 

Not more than 0.20 % / He 6onee 0,20 %. 

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

Not less than 10.0 ml (collectively 
measured volume of 10 ampoules)./ 
He MeHee 10,0 MJI (o6beM, H3MepeHHblH 
Ha OCHOBaHHH o6bem,rneHHOro 
COAep)!(HMOfO 10 aMllYJI). 

Not more than 5.8 EU/mg of Ketorolac 
Trometamol. I He 6onee 5,8 E3/Mr 
KeTOpOJiaKa TJ)OMeTaMl.fHa. 

Must be sterile. I JJ:on)!(eH 6b1Th 
CTepHJibHbIM. 

From 27.0 mg to 33.0 mg of Ketorolac 
Trometamol per 1 mL. I OT 27 ,0 Mr AO 
33,0 Mr KeTOponaKa TpOMeTaMOJia e l MJI. 

Conclusion : APPROVED / 
3aKJIIO"leune: O.ll.OliPEHO 

Approved by: Quality Assurance/ Authorized 

person/ OAo6petto: O6ecne4em1e 

Ka4ecrna/OTBeTCTBeHHOe JIHUO: 

Date I 
,Uara: 

r;SIJ I IJA-AJ I 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad· S00034, Telangana, India 

Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004S07 

www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM«I>IIKAT 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 

Ilpo,uyKT: KeTOPOJ1 00 (KeTOPOJlaK.) paCTBOP .QJHI BHyrp11Be1rnoro 11 8HyrpHMb1We4HOro BBeJ].emrn, 30 Mr/MJI 

Batch No/ 
: V260335 

Batch Quantity / 454545 ampules / 

CepuH .N'!! O61,eM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHH OT'leT .M! : 890001879956 ,.U:aTa auaJiu1a : 05.05.2026 

Date of Manufacture/ 
: 04/2026 

Date of Expiry / 
03/2028 

,[(aTa DPOH3B0,llCTBa ro,lleH AO 
: 

Mfg. License No. I 
IlpOH3BO,llCTBeuuaH : MB/05/264 

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

JIHQeH3HH .M! HoMep PY 

Analysis pe1formed according ND/ A11am13 npoee,uen no H,[(: JlTT-N2(008888)-(Pr-RU)-170225 

12 

13 

Test/ IIoKaJaTe.nb 

Ethanol content/ 3TaHOJI 

Packaging/ OnHcaune 
ynaKOBKH 

Results/ PeJyJ11>TaT1>1 

12.02 % 

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 0 ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack. / 
Ilo 1 MJI B aMnyJibl 113 CBeT03al.l.lHTH0ro 
cTeKJia TeMHo-Kopwrnesoro uaeTa KJiacca 
J. B aepxHeH '18CTl1 aMnyJJbl HaHeceHbl 
K0JlbU0 H T0'IKa .!l,Jl.SI pa3JJ0Ma. Ha aMnyny 
HaKJJeHBalOT 3THKeTKy. 
[lo 10 aMnyn BMeCTe c JlHCTK0M­
BKJl8.!l,blllleM a ITBX/amoMHHHeBbIH 
6JJHCTep. Ilo 1 6JJHCTepy B na'IKY 
KapTOHHyIO. 

Page 5 of 7 / Cn>. 5 01 7 

Specification / HopMa 

From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) .!l.0 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 MJJ B aMnyJJhl H3 CBeT03al.l.lHTHOro 
cTeKna TeMHo-KopITTHeaoro uaern KJiacca 
I. B aepxHett qacTH aMnyJJhl HaHeCeHbl 
KOJlbUO H TO'IKa .!l,Jl.SI pa3JJOMa. Ha aMnyny 
HaKJJeHBalOT 3THKeTKy. 
Ilo 10 aMnyJJ BMeCTe c JlHCTKOM-
BKJJa.!l,blllleM a ITBX/anIOMHHHeBbIH 
6JJHCTep. Ilo 1 6JJHCTepy B na1IKY 
KapTOHHyio; OJJR cma4u0Hapoa: no 2, 3, 5 
6m1cTePOB B na'IKY KapT0HHyIO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe4attne: IlpO.!l.YKT coorneTcrnyeT TPe6oaaHH.HM H,D; 3aKJIIO'leHne: O)I:OliPEHO 

Prepared by / 
Ilo.!l.roTOBJJeHo: Sarita 

Sharma 

~ 
Date/ 

)];am: 05.05.2026 

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

Ilpoaepetto: Pardeep ITpoaepeHo (AOK): person / O.1J.06petto: O6ecne'lett11e 

Kumar Amit Kumar Ka1IeCTBa/OTBeTCTBeHHOe JJHUO: 

=4 <--- /'-~ - J1J\JAJJ) 

Date/ Date/ Date/ ~ r' % 
,UaTa: 05.05.2026 )];am: 05.05.2026 J:{aTa: N. ~ r<J )>_ --8 

-

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

Cl N: L85195AP1984PLC004507 

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTMWHKATAHAJIH3A 

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

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

Product: I Ketoroll!<i (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo.zwKT: KeTOPOJll!<) (KeTopoJiaK) paCTBOp )].ml BHyrpHBeHHOro H BHyrpHMb!We9HOro BBe,l].eHml, 30 Mr!MJl 

Batch No/ 
: V260335 

Batch Quantity/ 454545 ampules / 
Cepuu N!! 06'heM cepuu 

: 
454545 aMTTYJl 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKuii OT'IeT N!! : 890001879956 ,[t:aTa auaJiu3a : 05.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry/ 
03/2028 

,[t:aTa npOH3BOACTBa roAeH AO 
: 

Mfg. License No. / 
Ilpou3eoACTBeuuau : MB/05/264 

MA number:/ 
: JU1-Mi(008888)-(Pf-RU) 

JIHQeH3HH N!! HoMep PY 

Analysis performed accordin2 ND/ AuaJIH3 npoee,11.eu no 11):(: JITT-N2(008888)-(Pf-RU)-170225 
Page 6 of 7 / CTp. 6 H3 7 

* Tests are not performed during the stability investigation./ * l1cnh1rnmrn He npos0)].51T s xo,ll.e Hcc11e,ll.0BaHH51 
CTa6HJlbHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** IlpH BhmycKe npenaparn 
KOHTpOJlb Ka9eCTBa no TTOKa3aTemO npOBO)].HTC51 }])151 Ka)l{)].OM 15-ott cepHH. 

API name/ HauMeuosauue A<l>C: Ketorolac Trometamol / KeTOponaKa T{)OMeTaMOJI 

INN /MHH: Ketorolac / KeTOponaK 

API manufacturer batch number/ 
2KTM0721125 

HoMep cepuu npottJB0)J,HTem1 A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHl..{HH npottJBOAHTeJIH FESA00653 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India / 
IlpottJB0)J,HTeJih A<l>C, cTpaua: CattMe,11. Jla6c JlHM1-1Te,11., 11HJlH51 

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/ ,ll;-p PeMII'C Jla6oparnp1IC JIT)l., l1H)lIDI, Ilp01I3B0)],CTBeHHOe no,11.pa3)],eneH1Ie-6, 
HanMeH0BaHue, a,11.pec, JIHl.{eHJHH ,11.JISI 

B111111. Kxonh, Hanarapx Poy,11., EaMH, ,/J;HC'fPHKT ConaH, X.II., 173205, l1H)lm1 
IlpottJBO)J,CTBennaH nnomam.:a / Ilnoma,11.i.:a 

(11111..{eHJIDI N2 No MNB/05/263 
K0HTPOJISI Kal.feCTBa / IlJIOU.{a)J,Ka Bbmyci.:a 

Remarks : The Product confirms to ND/ 
IlpuMel.fauue: IlpOJlYKT cooTBeTcTByeT TPe6oBaHH51M H,ll; 

Conclusion : APPROVED / 
3aKJ1IO'-tc11ue: O)1,OEPEHO 

:=========;-;::::::=======,;:========: 
Prepared by I 
ITo)lrOTOBneno: Sarita 
Sharma V 
Date / 
,Uara: 05.05.2026 

Checked by/ 
TTposepetto: Pardeep 
Kumar 

~ 
Date/ 
,ll;arn: 05.05.2026 

Checked by (AQA) / 
Ilposepeuo (AOK): 
Amit Kumar 

0~-
Date / 
,Uara: 05.05.2026 

Approved by: Quality Assurance/ Authorized 
person / 0)lo6peHo: 06ecrret.ieH11e 
Kat.iecTBa/0TBeTC'fBeHHOe 11111.{0: 

D ate / 
J:(aTa: 

cf}/ J IA Ir }J l 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIII3A 

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,ll,yKT: KeTopoJI® (KeTOPOJiaK) pacTBop ,D,ml BHyTp11BeHHOro H BHyTpHMblllle<rnoro BBe,l],eHH51, 30 MrlMJl 

Batch No/ 
: V260335 

Batch Quantity/ 454545 ampules / 
: 

CepuH .M! O6'beM cepuu 454545 aMTIYJI 

Analytical Report No/ Date of Analysis / 
AnaJTHTll'IeCKHH OT'IeT N!! : 890001879956 ,L(aTa auaJiuJa : 05.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

,UaTa DPOH3B0,ll,CTBa ro,ll,eH ,ll,O 
: 

Mfg. License No./ 
IlpouJeo,l],cTeeunaH : MB/05/264 MA number:/ : JIIl-N~(008888)-(Pf-RU) 
Jiu._eHJHH N!! HoMep PY 

Analysis performed accordin2 ND/ AnaJIHJ npoee.u;eu no H,ll;: JII1-M1(008888)-(Pf-RU)-170225 
Page 7 of 7 / 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»./ 

3aKJIIO"leHHe O COOTBeTCTBHH: «HaCTOlll.l.\HM 51 IT0,llTBep)K,llaJO, '{TO rrpHBe,lleHHa51 BhIWe HHq>OpMaUH51 51BJI51CTC51 ,llOCTOBepHOH H 

T04HOH. 3m cepH51 rrpO.llYKUHH rrp0H3Be,lleHa (BKJIJO'{a51 yrraKOBKY (MapKHpOBKY) H KOHTPOJIE, Ka4eCTBa) Ha BblllleyKa3aHHOH 

rrpOH3B0,llCTBeHHOH IUIOll.\atI,Ke (rrnoma,llKax) B rronHOM CO0TBeTCTBHH C Tpe6oBaHH51MH ITpaBHn Ha,llJie)Kamew rrpOH3B0,llCTBeHHOH 

rrpaKTHKH Espa3HHCKOro 3K0HOMH'leCKOro COJ03a H TPe6oBaHH51MH KOHTpOn51 Ka4eCTBa JieKapCTBeHHhlX cpe,llCTB, a TaK)l{C B 

C0OTBeTCTBHH co crreuH<pHK3UH51MH, CO,llep)l{a[J..\HMHCH B perncTpaUHOHHOM JlOChe CTPaHhl-HMITOpTepa. 3anHCH no rrpOH3B0.llCTBy, 

ynaKOBKe H aHaJIH3Y npoBepeHbl, J,f ycrnHOBJieHO MX C0OTBeTCTBHe TPe6oBaHHHM ITpaBMJI HaJl)Ie)l{amew np0H3B0,llCTBeHHOH 

npaKTHKH Espa3HHCKOro 3K0H0MH'leCKOro COJ03a». 

Remarks : The Product confirms to ND/ 
IlpuMe'lanue: TTpo.llyKT cooTBeTcrnyeT Tpe6osaHH51M HA 
::::::=========::;-;:::========::;;:::=========: 

Conclusion : APPROVED / 
3aKJH-O"lenue: O,ll,OliPEHO 

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

no.uroTOBJ1eno: Sarita 

Sharma ~ 

Date/ 

,[(ara: 05 .05.2026 

ITposepeHo: Pardeep 

Kumar 

~ 
Date/ 

)],am: 05.05.2026 

Ilpoaepeno (AOK): 

Amit Kumar 

(\~ 
Date/ 

)],am: 05.05.2026 

person/ O.llo6petto: O6ecneqem1e 

Ka'lfeCTBa!OTBeTCTBeHHOe m1uo: 

~ 1111JIJ,V) 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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