
•·· Dr.Reddy'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 
_. ___ _J_J~~,r ---

Product:/ Ketoroll1<l (Ketorolac) solution for intravenous and intramuscular.injections, 30 mg/ml 
Ilpo,uyKT: KeTOPOJlQ<) (KeTopoJiaK) pacrnop .!l.Jlll BHyrp1rneHH0ro H BHyrpHMbJIIJe<rnoro BBe.!l.eHHll, 30 MrlMJl 

Batch No/ : V260078 
Batch Quantity / 454545 ampules / 

CepuH .N'!! O6'heM cepuu : 
454545 aMTTYJl 

Analytical Report No/ Date of Analysis / 
AuaJiuTu<tecKuu OT<teT .N'!! : 890001860457 ,U:aTa auaJ1u1a : 31.01 .2026 

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

12/2027 
llaTa npou3so,ucTsa ro.ueu .uo 

: 

Mfg. License No. / 
IlpoH3BO.LJ:CTBennaH : MNB/05/263 

MA number:/ : JU1-N!!(008888)-(Pf-RU) 
JIHU:eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJiu3 npose,ueu no HJI:: JITT-NQ(008888)-(Pf-RU)-170225 
Page 1 of 7 / CTp.1017 

.N'2 Test/ Ilotca3aTem, Results/ Pe3yJtbTaTbI Specification/ HopMa 

I Description/ OnucaHne Clear colorless solution. / ITpo3pa'IHbIH Clear colorless to slightly yellow color 
6ecuBeTHbIH pacrnop. solution. I ITpo3pa'IHhIH pacrnop OT 

6ecuBeTHOro no CBeTJIO-)KeJITOro UBeTa. 

2 Identification*/ HneHTmjmKauuH* 

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. / BpeMll ynep)K11Batt11ll chromatogram of standard solution (Assay 
OCHOBHOrD nnKa Ha xpoMaTorpaMMe section). I BpeM» y )lep)K11BaHl1ll 
11CllblTYeMOro pacrnopa COOTBeTCTByeT OCHOBH0ro l111Ka Ha xpoMarnrpaMMe 
BpeMeHJ1 yJlep)KI1BaHl1ll OCH0BHOro Il11Ka ucrrhITyeMoro pacrnopa )l0Jl)!(H0 
Ha xpoMarnrpaMMe CTaH)lapTHOro COOTBeTCTB0BaTb BpeMem, y)lep)!(i1BaHl1ll 
pacrnopa. OCHOBHOrD l111Ka Ha xpoMaTorpaMMe 

CTaH)lapTHOro pacrnopa (pa3)leJI 
«Kon11qecrneHHoe 011pe)le11em1e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe'-tanue: ITpoJlyKT coorneTcrnyeT Tpe6oBaHl1llM HA 3aKJ110'-fenue: O.LJ:OliPEHO 

Prepared by / 

Ramakant ~ 
ITonroTOBne~aio: . 

D ate/ 

.ZJ:arn: 31.01.2026 

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

TTpoBepeHo: Pardeep ITpoBepetto (AOK): person / O)lo6peHo: O6ecrre'leH11e 

Kumar 

~ 
Amit Kumar Ka'leCTBa!OTseTCTBeHHOe 1111uo: 

/"- .----,\ 
__ <i);..,ll. K\J•~1 f-C__ 

~y✓/ 
Date I Date/ 'Date I C( I --r) \ .-,z () ,1..(, 
,l],arn: 31.01.2026 ,l],arn: 31.01.2026 ,[J,arn: 

Registered Office: 8-2-337, Road No. 3, Banjarc1 Hills, Hyderabad - 500034, Teiangana, India 
Tel : +9140 4900 2900, Fax: -+9140 4900 2999, Erna ii: mail@drreddys.com 

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

CEPTHcI>HKAT AHAJIH3A 

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

Tel : +91 98166 56001-02. 
... ,. ,.1 .. .,,......t,.t \fC' ,.,.,."'-"' 

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

1Ipo.i.y1n: KeTopoJI® (KeTOPOJiaK) paCTBOP .nm, BHyrpHBeHHOro H BHYTPHMbillle'iHOro BBe.U,eHm!, 30 MriMJI 

Batch No/ : V260078 
Batch Quantity/ 454545 ampules / 

Cepusi .N'!! O6neM cepuu 
: 454545 aMnyJl 

Analytical Report No/ Date of Analysis / 
AuaJiuTu11ecKuii oT11eT .N'!! : 890001860457 ,[(aTa auaJiu1a : 31.01.2026 

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

12/2027 
llaTa npoHJB0ACTBa ro.r.eu ,[1,0 

: 

Mfg. License No./ 
IIpou1BO,[l,CTBenuasi : MNB/05/263 

MA number:/ : JITI-N2(008888)-(Pf-RU) 
JIHIIeH3HSI .N'!! HoMep PY 

Analysis performed accordin2 ND/ AuaJiu1 npoBe.r.eu no H,[(: JITI-N2(008888)-(Pf-RU)-170225 

2b 

3 

4 

5 

6 

6a 

Test I IToKaJaTeJib 

UV- spectrophotometry* I 

Y<!>-cneKmporpomoMempuR * 

Clarity/ ITpo3palfHOCTb 

Color / IJ.BeTuocTb 

pH 

Results / PeJyJihTaTbI 

UV absorption spectra of the test solution 
and the solution of the standard sample of 
Ketorolac Tromethamine in the range from 
200 to 400 nm have absorption maxima at 
322 ± 2 nm. I Y<l>-cneKTph1 nornomemrn 
11cnhlTyeMoro pacrnopa 11 pacrnopa 
cTaH.napTHoro o6pa3ua KeToponaKa 
TPOMeTaMl1Ha B o6nacm OT 200 .no 400 HM 
11Me!OT MaKCHMYMhl nornomeHml np11 
322±2 HM. 

The opalescence of the sample does not 
exceed opalescence of reference 
suspension I. / OnarrecueHu11» npenaparn 
He npeBhirnaeT onarrecueHu1110 cycrreH31111 
cpaBHeHHJI I. 

0.05 

7.3 

Particulate matter/ MexaHH'leCKUe BKJIIOlfeHHH 

Visible particles / 
B11.nHMhie 'faCTHUhl 

Complies I CoorneTcrnyeT 

Page 2 of 7 / CTp. 2 01 7 

Specification/ HopMa 

UV absorption spectra of the test solution 
and the solution of the standard sample of 
Ketorolac Tromethamine in the range from 
200 to 400 nm should have absorption 
maxima at 322 ± 2 nm. / Y<l>-cneKTphI 
nornomemrn 11cnhnyeMoro pacrnopa 11 
pacTsopa cTaH.napTHoro o6paJua 
KeToponaKa rp0MeTaMHHa B o6naCTH OT 
200 AO 400 HM AOJl)l(Hhl HMeTh 
MaKCHMYMhl nornomeHHJI npH 322±2 HM. 

The opalescence of the sample should not 
exceed opalescence of reference 
suspension I. / OnanecueHUH» npenaparn 
He .non)l(Ha npeBhllllaTh orrarrecueHu1110 
cycneH31111 cpaaHeH11» I. 

Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
TiornomeH11e AOJI)l(HO 6hITh He 6onee 0,20 
np11 .l(JlHHe BOJlHhl 430 HM. 

From 6.9 to 7.9. I Or 6,9 ~o 7,9 . 

Should be absent. I 
.ll:OJI)l(Hhl OTCYTCTBOBaTh. 

Remarks : The Product confirms to ND/ 
ITpHMClf3HUe: ITpo.nyKT COOTBeTcTByeT Tpe6oaaHH»M H,n: 

Conclusion : APPROVED / 
3aKJ110tfenue: O,ll,O6PEHO 

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

TTo.nrOTOBJle tto: \;-,-

Ramakanl ~ 

Date/ 

,n:arn: 31 .01 .2026 

Checked by/ 

TiposepeHo: Pardeep 
Kumar 

D ate / 
,1:(ara: 31.01.2026 

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

{'~ 
Date/ 

,n:arn: 31.01.2026 

Approved by: Quality Assurance/ Authorized 

person/ O.no6peHo: O6ecrre'fett11e 

Ka'fecrna/OrneTCTBeHHoe n11uo: 
_ _____c \) r-1 I L I( Ii M P.I(____ 

,.---(,v--1 

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

ClN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTII <I> IIKA 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. 
.., ..... , rl,ro-lrl,•~ ,-,-,.-,., 

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

IlpOJl.YKT: KeTOPOJl<!-0 (KeTOPOJlaK) pacrnop )].ml BHYTPI1BeHHoro H BHVTOHMbllliel.JHOro BBe)].eHH51, 30 Mr/MJl 

Batch No/ : V260078 
Batch Quantity/ 

: 
454545 ampules I 

Cepm1 .N'!! O61.eM ceouu 454545 aMnyn 

Analytical Report No/ Date of Analysis / 

AnaJiuTuqecKHii oTqeT .N'!! : 890001860457 ,[(aTa auaJiuJa : 31.01.2026 

Date of Manufacture / : 01/2026 
Date of Expiry/ 12/2027 

,[(aTa npOH3B0)].CTBa roJ].eH )].O 
: 

Mfg. License No. / 
IlpouJBOJl.CTBenuaH : MNB/05/263 

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

Analysis performed according ND / Anamn npoBe.l{eH no H,11;: JITI-N2(008888)-(Pf-RU)-l 70225 
Pa2:e 3 of 7 / CTp. 3 HJ 7 

.N'!! Test I IlotcaJaTem, Results/ PeJyJibTaTbl Specification/ HopMa 

6b Invisible particles / 
HeBH,[lHMhie qacTHUhI : 
i. Particles 2: 10 µm / 00 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. / 
'-laCTHQ paJMepoM 2". He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities / IlpuMecu 

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

Impurity B / TipHMech B Below LOD (LOD = 0.014 %) I HmKe not more than 0.50 % / He 6onee 0,50 %; 
npe,l:lena o6Hapy)KeHIDI (TIO= 0.014 %) 

Impurity C / TipHMech C Below LOD (LOD = 0.010 %) / Hm1<e not more than 0.50 % / He 6onee 0,50 %; 
npe.n.ena 06HaOv)Kemu1 mo= 0.010 %) 

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

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity / EAHHJ,!l{HaR 

Below LOQ (LOQ = 0.050%) I Hm1<e 
HettneHTH~HUHpOBaHHaR 

npeAeJia KOJlHLJeCTBeHHoro onpeAeJ1eHm1 
npHMeCb 

(TIKO = 0.050 %) 

Total impurities I CYMMa 0.1% Not more than 1.50 % I He 6onee 1,50 %. 
rrpHMecett 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMetJaHne: TiponyKT C00TBeTcTByeT Tpe6oaaHH51M H,l.l, 3aKJ1IO'leHne: O)];OliPEHO 

Prepared by / 

~::::·~ 
Date I 
,[1,arn: 31.01.2026 

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

Hpoaepe1m: Pardeep npoBepeHo (AOK): person/ OAo6peHo: O6ecne'-!eHHe 

Kumar Amit Kumar KaLJecrna/OTBeTCTBeHHOe JIHUO: 

~ (\_ ~ 
_.(U ,-.J I L ,,.V>"'I ~.-L. 

. -<vv] 
Date I Date/ ' I Date / '~I .---n 1~ c1.d l 

,[l,aTa: 31.01.2026 ,[(aTa: 31.0.1.2026 ,l.l,aTa: 

Registered Office : 8-2-337, Road 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 



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

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIH3A 

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

Tel : +91 98166 56001-02 
.... ,J,.. ,- --l ..J · - ---

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

Iloo~yKT: KeTOPOJl~ (KeTopoJlaK) pacrnop ,ll,JlSI BHyrp11BeHHOro H BHyrpHMblllle1rnoro BBe,D,eHHSI:, 30 Mr/MJl 

Batch No/ : V260078 
Batch Quantity/ 454545 ampules / 

CepuH .N'!! O6-LeM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJiuTu11ecKuii OTlfeT .N'!! : 890001860457 ,l(aTa auaJIH3a : 31.01.2026 

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

12/2027 
,l(aTa DPOH3B0,l],CTBa ro.neu .no 

: 

Mfg. License No./ 
IlpOH3B0,l],CTBeHHaH : MNB/05/263 

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

HoMep PY JIHQeH3HH .N'!! 

Analysis performed according ND/ Anam13 npone.nen no H,l(: JITT-N2(008888)-(Pr-RU)-170225 
Pa2e 4 of 7 / CTp. 4 H3 7 

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

8 Extractable volume* / 10.2 ml/ 10,2MJJ Not less than 10.0 ml ( collectively 
lhBJieKaeMbIH 061,eM* measured volume of 10 ampoules) . / 

He Mettee 10,0 MJJ (o6beM, mMepeHHhiii 
Ha OCHOBamrn 06be,1urneHHOrO 
C0.[(ep)KHM0ro 10 aMrry11). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
6aKTepH8JlbHbte /<=0.725 E3/Mr Trometamol. I He 6011ee 5,8 E3/Mr 
3H.[l0T0KCUHbl KeToponaKa -rpoMeTaMHHa. 

10 Sterility** I NA Must be sterile. I )];oJJ)KeH 6bITh 
CTepHJibHOCTb ** CTep),jJ]bHhIM. 

11 Assay / KoJitt'-leCTBeuuoe 30.44 mg I 30,44 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe,lleJieuue Trometamol per 1 mL. / OT 27 ,0 Mr .no 

33,0 Mr KeTOp0JJaKa TJ)0MeTaM0JJa B 1 MJI. 

12 Ethanol content/ 3TauoJI 11.68 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) .[(0 13,10 % (06/06). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lauue: ITpo.nyKT coorneTcrnyeT -rpe6osaHIDJM H,[I; 3aKJJIOtteHue: O)].OJiPEHO 

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

no11r0Toene~Ho: ITposepetto: Pardeep JlpoeepeHo (AOK): person/ O.no6petto: O6ecrreqett11e 

Ramakant 1/ Kumar 

cJ-::-
Amit Kumar Kal.fecraa/OTBeTcTee,-rnoe 1111uo: 

0 _,,\ _ __( \) rl I \( \) r-1 p. a_ 

~ 
Date / Date / Date / 'Date / ,~ / '1! / --<( o L £ 
)].a1a: 31.01.2026 )laTa: 31.01.2026 AaTa: 31 .o 1 . 2026 )];am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy'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: +9198166 56001-02 . ..-A---.-1.J •• - ---

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular'1njections, 30 mg/ml 
IlPO.llYii.'.T: KeTopoJI@ (KeTOPOJiaK) pacrnop )],JISI BHVTPHBeHHoro H BHYTPHMh111Ie•rnoro BBeP,ettm1, 30 Mr/Mn 

Batch No/ : V260078 
Batch Quantity/ 454545 ampules I 

Cepm1.N'!! O6'heM cepnu 
: 454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AHaJ1nTn11ecKnn OT'leT .N'!! : 890001860457 ,ll.aTa aHaJIH3a : 31.01.2026 

Date of Manufacture / : 01/2026 
Date of Expiry/ 12/2027 

,ll.aTa npOH3B0.llCTBa ro.lleH .ll0 
: 

Mfg. License No./ 
Ilpon1BO.llCTBeuuaH : MNB/05/263 MA number:/ : JIIl-N2(008888)-(Pf-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJ1n1 npoBe.lleH no Hll: JIIT-N2(008888)-(Pf-RU)-l 70225 
Page 5 of 7 / CTp. 5 01 7 

Test I IloKaJaTeJlb Results/ PelyJJbTaTbt Specification/ HopMa 

13 Packaging/ OnHcaHHe 
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. / 
flo 1 MJI B aMnyJibl 113 CBeT03all.111THOro 
cTeKJia TeMHO-Kopwrnesoro useTa KJiacca 
I. B BepxHeH qacTH aMnyJihl HaHeceHbl 
KOJihUO 11 TO'!Ka .llJISI pa3JIOMa. Ha aMny11y 
HaKJieHBalOT 3Tl1KeTKy. 
flo 10 aMITYJI BMeCTe c Jll1CTKOM­
BKJia)lhlIIIeM B flBX/anioM11H11eBhIH 
61111cTep. flo 1 6Jil1CTepy B na'!KY 
KapTOHHyJO. 

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 
llo 1 MJI B aMITYJibl 113 CBeT03all.111THOro 
CTeKJia TeMHO-KOpttqHeBoro UBeTa KJiacca 
I. B sepxttew 1JacT11 aMny11bl ttaHeceHhI 
KOJihUO 11 TO'!Ka .11,m1 pa3JIOMa. Ha aMny11y 
HaKJJe11sa10T 3Tl1KeTKy. 
llo 10 aMny11 BMeCTe C JIHCTKOM-
BKJia.llbIWeM B llBX/anioM11H11eBhIH 
61111cTep. Ilo 1 61111cTepy B na'!KY 
KapTOHHYJO; OJ/JI cmal,/UOHapoe: no 2, 3, 5 

• 61111cTepoB B na'!KY KapTOHHyK). 

* Tests are not performed dunng the stability investigation./* l1cnh1TaHHS1 tte npoBO,D.SIT B xo,1J,e 11ccJie,1J,0BaHID1 
CTa6HJihHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** IlpH BhmycKe npenaparn 
KOHTpOJih KaqecTBa no IlOKa3aTeJIIO npoBO)],HTCSI )],JlSI Ka)K)],OH 15-oii cepm,1. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
llp11Meqauue: flpo.11,yKT coorneTcrnyeT TPe6osaHl1SIM H.D: 3aKJ110t.tenue: O,LI:OliPEHO 

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

Tio)lrOTOBJieHO: t IlpoBepeHo: Pardeep Oposepetto (AOK): person/ O.llo6petto: O6ecne'!eH11e 

Ramakant ~ Kumar Amit Kumar Ka'!ecrna/OrneTcTBeHHoe 1111uo: 

~ t- _,/ ~ - (V·r1IL I( \J 1---, )<;.\ (,!__ 
- ___L'v~ 

Date I 

'

Date / Date I IDate / -:11-01~.1_1:126 
,Uarn: 31.01.2026 JJ,aTa: 31 .01.2026 .D:arn: 31.01 .2026 .D:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad · 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: 19140 4900 2999, Email: mail@drreddys.com 

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

CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHA.JIH3A 

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

Tel : +9198166 56001-02 
, ,1VJ1A1 rlrrPrklvc: rnm 

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

IlPO)lYKT! l(e-ropon@ (KeTOponaK) paCTBOP ,UJISI BHyrp11BeHHOro H BHyrpHMhillle<rnoro BBe,ueHml, 30 MrlMJl 

Batch No I 
: V260078 

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

: 
454545 aMnyn 

Analytical Report No I Date of Analysis/ 

AuaJIUTHlfec1rnu OTlfeT .N'2 : 890001860457 ,l.(aTa anaJiu1a : 31.01.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
12/2027 

1IaTa DPOH3B0~CTBa ro~eu ~o 
: 

Mfg. License No./ 
IlpOH3BO~CTBeuuaH : MNB/05/263 

MA number:/ 
: J1TT-NQ(008888)-(Pf-RU) 

HoMep PY JIUIJ:eH3UH .N'!! 

Analysis performed according ND/ AuaJiu3 npose~eu no H,l.(: J1TT-NQ(008888)-(Pf-RU)-170225 
Pafe 6 of 7 / CT1>. 6 u1 7 

API name/ HauMeuosauue A<l>C: Ketoro!ac Trometamol / KernponaKa TpoMeTaMOJI 

INN /MHH: Ketorolac I KernponaK 

API manufacturer batch number / 
2KTM0621025 

HoMep cepuu npo113B0JJ.HTeJIH A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHU,HH np0H3B0JJ.HTeJIH FESA00567 
rJJ(l>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
Ilpott3BOJJ.HTeJih A<l>C, CTpaua: CaifMeJJ. J1a6c JlHMHTe.n., l1HJll-UI 

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

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

site/ 
Ha11MeH0BaHue, aJJ.pec, JIHU,eH3HSI Jl.JISI 

,ll;-p PeM11'c J1a6oparnp11c JlTJl., l1HJlIDI, IlpomBOJlCTBeHttoe no}lpa3}lenett11e-6, 

IlpomBOJJ.CTBeuuast nJiow:aJJ.Ka / IlJioW:aJJ.Ka 
Bmrn. Kxonb, Hanarapx Poy,n:, Ea.!1..!1.11, )];11cTpHKT Conatt, X.Il., 173205, l1HJJ.1151 

KOHTp0JISI Ka'leCTBa / IlJIOlll,aJJ.Ka Bhmycica 
(n111.-1eH3H51 N2 No MNB/05/263 

Declaration of certification: «I hereby certify that the above mformat10n 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'!eHUe O C00TBeTCTBHU: «HaCT051IUHM H TTOJlTBep)l(,n:mo, qTo np1me.n.eHHa51 BbIWe HH!pOpMar.urn 51BJIHeTCH JlOCTOBepHOH 11 

Remarks : The Product confirms to ND/ 
IIpuMel.fauue: IlpOJJ.YKT coorneTcTByeT TJ)e6osaHH51M HA 
Prepared by/ 
no)lrOTOBJlCHO '. 

Ramakant 

Date/ 

~ 

Jlara: 31.01.2026 

Checked by/ 
OponepeHo: Pardeep 
Kumar 

Date/ 
.[(aTa: 31.01.2026 

Checked by (AQA) / 
nposepe1m (AOK): 
Amit Kumar 

Dale/ 
,llaTa: 31.01.2026 

Conclusion : APPROVED/ 
3aKJ110'leH11e: O,llO6PEHO 

Approved by: Quality Assurance/ Authorized 
pe1 on/ O.n.o6petto: O6ecneqemte 
KaqecTsa/OTBeTCTBeHHOe JIHU,O'. 

!Dace/ 
,[(am: 

(Vi--Jl L K.-U V'-1 1,'\ ('.__ __ 

'1 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTll«l>llKAT 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 
,,. .. , __ ·- ---

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular 1n.j'ect1ons, 30 mg/ml 
IlpO,l(YKT: KeTopon® (KeToponaK) pacTBop ,ll,Jl51 BHYTPHBeHHoro 11 BHYTPHMhIWe•rnoro BBe,ll,emrn, 30 Mr/Mn 

Batch No/ 
: V260078 

Batch Quantity/ 454545 ampules / 
Cepusr .M, O6'heM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AnaJJHTH'lecKuii OT'leT N!! : 890001860457 ,n:aTa auaJIH3a : 31.01.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
12/2027 

,n:aTa npOH3B0.ll:CTBa ro.a:eu .a:o 
: 

Mfg. License No./ 
IlpouJeo.a:cTeeuuaH : MNB/05/263 MA number:/ : JITT-NQ(008888)-(Pf-RU) 
JIH .. eHJHH N!! HoMep PY 

Analysis performed according ND/ Aua.11113 npoee,a:eu no H,n:: JITT-NQ(008888)-(Pf-RU)-170225 
Page 7 of7 / CTp. 7 HJ 7 

TO'IHOH. 3m cepID! rrpo,!1.yKI.u,111 rrpOH3BetieHa (BKJl!O'laH yrraK0BKY (MapKHpOBKY) H K0HTpOJlh Ka'!eCTBa) Ha Bb!WeyKa3aHHOH 

rrp0113B0,[]_CTBeHHOH IIJIO}Ua,a_Ke (nnomatIKax) B TTOJlHOM COOTBeTCTBHH C Tpe6oBaHHHMH ITpaBHJI HatIJle)Kaw:eH np0113B0,[]_CTBeHHOH 

npaKTHKH Espa311HCKOro 3KOH0MM'!eCKOro COI03a 11 TPe6oBaHHHMfl KOHTpOnH Ka'!ecrna neKapcrneHHhIX cpe,llCTB, a TaK)l{e B 

COOTBeTCTBl111 co cneump11KaUH51MH, co,a_ep)l{all.lHMHCH B perncTpau110HHOM ,llOCbe CTpaHhl-HMDOpTepa. 3anHCH no np0113B0,[]_CTBY, 

ynaKOBKe 11 aHanmy rrposepeHhl, 11 ycTaHOBJJeHO HX COOTBeTCTBHe TPe6osaHIDIM ITpaBl1Jl Ha.llJle)Kaw:ei1 rrpOH3B0,llCTBeHH0H 

rrpaKTHKfl Espa3HHCKOro 3KOHOMH'!eCKOro COJ03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np11Me'la1rne: ITpotiyKT coorneTcrnyeT TPe6osaHIDIM H~ JaKmoqeuue: 0,LJ:OliPEHO 

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

no.D.fOTOBJJeHO: 0C ITposepeHO: Pardeep npoeepeHo (AOK): per on/ O.D.o6peHo: O6ecrreqem,1e 

Ramakant ~ Kumar 

~ 
Amil Kumar Ka'lecrna/OTBeTCTBeHHOe n11uo: 

I' ,--/\---
. _( U ,-i IL Kl/ •·vi r:10~ 

- ( vv/ 

Date/ Date I Date I 'Date / 11 --6 ~ 02 (, 
,[(am: 31.01.2026 ~ar a: 3 J.O 1.2026 ~am: 31.01.2026 ,[(aTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.corn 

I 


