
••• Dr.Reddy's ~;• 
CERTIFICATE OF ANALY IS 

CEPTH<l>HKAT AHAJIM3A 

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:/ 
Il OA KT: 

Ketorol® (Ketorolac) solution for intravenous and intramuscula1_. injectioris 30 mg/ml 

Batch No/ 
e msr .N'2 

Kern 

Analytical Report No I 
AuaJIHTH'leCKHii OT'teT .N'2 

Date of Manufacture / 
O113BOACTBa 

Mfg. License No. / 
IlpouJso,ncTBeuuasr 

JlHI~eH3HH .N'2 

.N'!! Test/ IloicaJaTem, 

1 Description / OnncaHue 

: V260063 

: 890001859874 

: 01/2026 

: MNB/05/263 

r-meHHOf O M SH HMblWe 4HOfO BBe,ne1rnS1, 30 MrlMJl 

Batch Quantity / 454545 ampules / 
06'heM ce HH 454545 aMn Jl 

Date of Analysis/ 
)],an auaJitt3a 31.01.2026 

Date of Expiry / 
ro.neu ,no 

MA number:/ 
HoMep PY 

12/2027 

: nrr-M1(008888)-(Pf-RU) 

Pa2e 1 of 7 / CTp. l H3 7 

Results/ PeJyJ1bT8Tbl Specification/ HopMa 

Clear colorless solution. / flpo3pa'-IHblH Clear colorless to slightly yellow color 

6ecuseTHbIH pacrnop. solution. I flpo3pa'-IHblH pacrnop OT 
6ecu.seTHOfO 11.0 CBeTJIO-)KeJIT0f0 u.seTa. 

2 Identification* / llJleHTHl}>HKaQnst* 

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 main peak in the 
standard solution. I BpeMH yJ1.ep)!{1-1BaHIDI chromatogram of standard solution (Assay 

OCHOBHOro miKa Ha xpoMaTOrpaMMe section). I BpeM.sr y .l].ep)K11BaHttH 

ttCilbITyeMoro pacrnopa C0OTBeTCTByeT OCH0BHOfO llttKa Ha xpoMaTorpaMMe 

BpeMeHll ynep)l<HBaHl1$1 0CH0BH0fO lll1Ka 11crrhITyeMoro pacrnopa .l].0Jl)l(H0 

Ha xpoMaTorpaMMe CTaH)13pTH0ro C00TBeTCTB0BaTb BpeMeHtt y.uep)!{HBaHIDI 

pacrnopa. 0CH0BH0ro n11Ka Ha xpoMarnrpaMMe 

CTaH.Ll.apnioro pacrnopa (pa3,nen 
«Kon 1-1•1eCTee1-rnoe orrpet1.eneHtte» ) . 

,Remark : The Product confirms to ND/ Conclusion : APPROVED / 
np11Me\JaH11e: flponyKT C00TBeTCTByeT TJ)e6oea HH$1M H,[( 3a1cmo•1e1me: o,n0.6PEHO 

Prepared by I 
CTo.I.1.r OToaneHo: 

Ramakan~ 

D ate/ 

,[l,aTa: 31.01.2026 

Checked by/ Check ed by (AQA) / A pproved by: Quality A ssurance/ Authorized 

npoeepeHo: Pardeep OpoeepeHo (AOK): person / O.uo6peHo: O6ecne'-IeHtte 

Kumar 

c:l---
Amit Kumar Ka'lCCTBa!OTBeTCTBeH HOe fll1L(0: 

{'-~ _ (. Ur-! I\.__ 1<:, \J V'-1 p(L-) 

,,-( vvJ 
Date/ 

I
I Dale/ !Date/ 1 I --c. l-,<' O>- L 

f.laTa: 31.01.2026 }lai-a: 31.01.2026 Aarn: 

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

CEPTH~IIKATAHAJIH3A 

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 
..... ~ ..JJ,.,,.. '"""---

Product:/ Ketorot0 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpO,!J;YKT: KeTopon® (KeTopoJiaK) paCTBOP ,AJill BHYfPHBeHHOfO 11 BHYfpHMblllie1rnoro BBe,AeHml, 30 Mr/MJI 

Batch No/ : V260063 
Batch Quantity / 

: 
454545 ampules/ 

CepuH .M! O6'beM cepHH 454545 aMnyn 

Analytical Report No/ Date of Analysis / 

AuaJIHTH'leCKHH 0T'leT .N'!! : 890001859874 ,ll.aTa auaJin3a : 31.01.2026 

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

: 12/2027 
,llaTa IIP0H3B0,!J;CTBa ro,11;eu ,11;0 

Mfg. License No. / 
IlpOH3B0,!J;CTBeHHaH : MNB/05/263 

MA number:/ : JITI-N2(008888)-(Pr-RU) 
JlHU,eH311H .N'!! HoMep PY 

Analysis performed according ND / At1aJ111J npone,11;en no HJJ:: JITI-N2(008888)-(Pr-RU)-170225 
Pa2e 2 of 7 / CTp. 2 113 7 

.N'!! Test/ IloKalaTeJih Results/ PelyJI1>TaT1>1 Specification / HopMa 

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

Y([J-cneKmporjJomo,wempuH* 
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>-cneKTphI nornomemrn maxima at 322 ± 2 nm. I Y<l>-cneKTpbI 
MCllhITyeMoro pacrnopa M pacrnopa nornomeHMll MCnhnyeMoro pacrnopa M 
cmH,ll.apTHOro 06pa3ua KeTOponaKa pacrnopa cmH,uapTH0 ro o6pa3ua 
rpoMeTaMHHa B o6nacrn OT 200 ,n.o 400 HM KeToponaKa TjJ0MeTaMMHa a o6JiaCTM OT 
HMelOT MaKCHM)'Mbl nornomeHHll □pH 200 ,ll.O 400 HM ,ll.0Jl)l(Hbl MMeTh 
322±2 HM. MaKCMMYMbl nornomeHHl! npH 322±2 HM . 

3 Clarity / Ilpo3pa'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. / OnanecueHUMll npenapam suspension I. / OnanecueHUMll npenapam 
He npeahmrneT onanecueHUHIO cycneH3HM He AOJI)l(Ha npeBhIIIJaTh onanecueHUMIO 
cpaBHeHHl! I. cycneH3HH cpaBHeHHll I. 

4 Color / lJ,BeTHOCTb 0.05 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. I 
ITornomeHHe non)KHO 6bITh He 6onee 0,20 
npH nmrne BOJIHbl 430 HM. 

5 pH 7.3 From 6.9 to 7.9. I Or 6,9 no 7,9. 

6 Particulate matter/ MexauuqecKMe BKJIIO<ieuusi 

6a Visible particles / Complies I CooTBeTcrnyer Should be absent. / 
B11,n.MMbie '-IaCTHUbl .ll:OJI)l(Hbl OTCYTCTBOBaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'laHMe: ITpo}lyKT cooTBeTcrnyeT -rpe6oaaHHl!M H,n: 3ateJJtO'leHHe: O)1,OliPEHO 

Prepared by / 

noii.roToeJTeHo: 

Ramakant ~ t 
t>o/ 

Date I 
)],am: 31.01 .2026 

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

TTposepeHo: Pardeep ITposepeH0 (AOI<): person I O,n.o6peHo: O6ecne'-Iettrre 

Kumar Amit Kumar Ka'-IeCTBa/OrneTCTBeHHOe JIHUO: 

~ ("- -::- .SO 1'-JI L kcJi-1 n(L 
_ ( v--1 

D ate / Date/ !Date I ,7) --1J /-J.J) )_,,/J 
)];aTa: 31.01.2026 ,n:am: 31.01.2026 )],am: 

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

CEPTM<l>IIKAT AHAJilI3A 

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

Tel : +9198166 56001-02 
·-

Product:/ Ketorol@ (Ketorolac) solution for intravenous and intramuscufar.fojecffons~-30 mg/ml 

Ilo0Av1n: KeTOPOJI10 (KeTOPOJ!aK) paCTB0p .[(JI51 BHYfPHBeHH0fO 11 BHYfPl1MbIWet.rnoro BBe.[(eHl151, 30 MrlMJI 

Batch No/ 
: V260063 

Batch Quantity/ : 
454545 ampules / 

CeonH }fa O6beM cepnn 454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AuaJIHTn'lecKnn OT'leT .N'!! : 890001859874 ,Il;aTa auaJin1a : 31.01 .2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry/ 
: 12/2027 

,Il;aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 
Ilpon1B0ACTBeuuaH : MNB/05/263 

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

Jimieu111H .N'!! HoMep PY 

Analysis performed according ND/ AnaJin3 npose}len no IUJ:: JITI-N2(008888)-(Pf-RU)-170225 
Page 3 of 7 / CTp. 3 HJ 7 

.N'2 Test/ TioKaJaTeJih Results/ PeJyJihTaThl Specification / HopMa 

6b Invisible particles / 
HeBH.UHMbre 'JaCTHUbI: 
l. Particles 2: 10 µm / 05 not more than 6000 per ampoule; / 

l.lacrnu paJMepoM 2: He 6onee 6000 Ha aMrryny; 
10 MKM 

11. particles 2: 25 µm / 02 not more than 600 per ampoule. / 
t.Jacnru pa3MepoM 2: He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities/ TipnMecn 

Impurity A/ Tip11Mecb A 0.09% not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / Tip11MeCh B Below LOD (LOD = 0.014 %) I Hm1<e not more than 0.50 % / He 6onee 0,50 %; 
rrpe,nena o6Hapy)KeHH51 (TIO= 0.014 %) 

Impurity C / Tip11Mecb C Below LOD (LOD = 0.010 %) I Hm1<e not more than 0.50 % / He 6onee 0,50 %; 
rrpe.uena o6ttapy)KeHHR (TIO= 0.010 %) 

Impurity D / TipHMecb D Below LOD (LOD = 0.010 %) I HH)Ke not more than 0.20 % / He 6onee 0,20 %. 
rrpe.uena o6Hapy)KeHHR (ITO= 0.010 %) 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity/ E,nHHHlJHaR 

Below LOQ (LOQ = 0.050%) I H11)Ke 
HeH,neHTH~HUHpOBatttta}l 

rrpe.uena 1<omr4ecrneHHOro orrpe.ueneHH51 rrpHMeCb 
(TIKO = 0.050 %) 

Total impurities/ CYMMa 0.1% Not more than 1.50 % I He 6onee 1,50 %. 
rrp11Mece0 

!Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
1l1p11Me1-rnune: Tipo,nyKT coorneTcrnyeT Tpe6osamrnM HA 3aKJIIO'leuue: O.LJ.OliPEHO 

Prepared by / 
Tio.urornBneHo: 

Ramakant ~ 

Date/ 
)J,ara: 31 .01 .2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
TipoBepeHo: Pardeep OpoBepeHo (AOK): per on / 0,11,06petto: 06ecrret.Jem,e 
Kumar Amil Kumar Ka,1ecTBa/OrneTcrnem1oe JIHUO: 

J__ /\~ _(UJ.J Jl 1<..u,A1ne_ 
- <'rl 

Date I Date/ 'Date/ Ji "(J / -).,_02,( 
,llara: 31.01.2026 ,l],aTa: 31.01.2026 )],am: 

Registered 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 

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

CEPTH«I>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 
. ..... ' 1_1 ____ -- - --

Product:/ Ketorol@ (Ketorolac) solution for intravenous and intramuscufar"Injections: 30 mg/ml 
Ilpo,1J;y1n: KeTopon® (KeTopoJiaK) pacTBOP ,IJ;JISI BHYTPHBeHHOro H BHYTPHMhIWe'-1.HOro BBe,D.eHHSI, 30 Mr/MJI 

Batch No/ : V260063 
Batch Quantity/ 

: 
454545 ampules / 

CepuH .N'!! O6neM cepuu 454545 aMTTYJI 

Analytical Report No/ Date of Analysis / 

AuaJIHTH<IeCKHH 0T'ICT .N'!! : 890001859874 ,ll;aTa auaJiuJa : 31.01 .2026 

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

)],aTa UPOH3B0,!J;CTBa ro,ll,eH )J;O 
: 

Mfg. License No./ 
IlpouJBOACTBenuaH : MNB/05/263 

MA number:/ : JITI-N2(008888)-(Pf-RU) 
JIHUCH3HH .N'!! HoMep PY 

Analysis performed according ND I A11an113 n1J0Be,1J,e11 no H)J,: JITI-.N2(008888)-(Pf-RU)-l 70225 
Pa2e 4 of 7 / CTp. 4 HJ 7 

.N'! Test/ II0KaJaTeJ1b Results/ Pe1yJ1bTaTb1 Specification/ HopMa 

8 Extractable volume* / 10.9 ml I 10,9 MJI Not less than 10.0 ml (collectively 

HJBJ1eKaeMbIH o6beM* measured volume of 10 ampoules)./ 
He MeHee 10,0 MJI (o6beM, H3MepeHHh)H 
Ha 0CH0BaHHH o6be,nHHeHHOro 
co.nep)l(HMoro IO aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
6aKTepuaJ1bHbte /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
JH,n0TOKCUHbl KeTOpoJiaKa Tl)0MeTaMHHa. 

10 Sterility** / NA Must be sterile. I .ll:OJJ)l(eH 6bJTb 
CTepUJlbHOCTb ** CTepttJibHblM. 

11 Assay/ KoJ1tt'leCTBeuHoe 30.43 mg/ 30,43 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe.l(eJ1euue Trometamol per 1 mL. I OT 27 ,0 Mr .no 

33,0 Mr KernponaKa Tp0MeTaM0Jia B 1 MJI. 

12 Ethanol content/ 3rnuoJ1 11.64 % From 10.60 % (v/v) to 13 .10 % (v/v). / 
OT 10,60 % (06/06) ,[1,0 13,10 % (06/06). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
n puMe'lauue: ITpo,nyKT C00TBeTCTByeT Tl)e6oBaHHJIM H,n: 3a1rn1o<teH11e: O.LJ:OliPEHO 

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

ITo,nr0TOBJieHo: t ITpoBepeuo: Pardeep ITpoBepeHo (AOK): per on/ O,no6peHo: O6ecne4eHtte 

Ramakant ~ Kumar Amjt Kumar Ka4ecrna/OrneTCTBeHHOe JIHUO: 

. 1/ ~ /\-~-- (!U 1-,.1 I L ~ (/ M i<l rt_ 
- _(vf 

Date / Date / Date/ IDate / '"1 ! -() I -:1.._o 2-6 
)].aTa: 31.01.2026 .ll:aTa: 31 .01 .2026 ,D.aTa: 31.01.2026 ,n:arn: 

Registered 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 

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

CEPTH «I>HKA T 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 
.. .. . .... # ,.,! ... , ..... .-1,J~ .... '"""_.. 

Product:/ Ketorol@ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpoJJ,Y1n: KeTopoJI® (KeTOpOJiaK) pacrnop ,D.JI51 BHyrpJ.rneHttoro 11 BHyrp11Mbillle4HOro BBe,D.eHl151, 30 Mr/MJI 

Batch No/ : V260063 
Batch Quantity / 

: 
454545 ampules / 

CepuH .N'2 O6beM cepuu 454545 aMTTYJI 
Analytical Report No / Date of Analysis / 
AuaJIHTH'lecKnn OT'leT .N'!! : 890001859874 ,n:aTa auaJiuJa : 31.01.2026 

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

: 12/2027 
,n:aTa npoUJBOJ).CTBa rot1eH tJO 
Mfg. License No./ 
IlpOHJBOJJ.CTBeuuaH : MNB/05/263 

MA number:/ : JII1-N2(008888)-(Pf-RU) 
JIUI~eH3HH .N'!! HoMep PY 

Analysis performed according ND/ Anam13 npose.neu no H,n:: JII1-N2(008888)-(Pf-RU)-170225 
Page 5 of 7 / Crp. 5 HJ 7 

Test/ IloKaJaTeJib Results/ Pe1yJ1bTaTbI Specification / HopMa 

13 Packaging/ Onucauue 
ynaKOBKH 

I 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. 
I blister in a carton pack. / 
Ilo 1 MJI B aMrryJibI 113 cseToJall.\HTttoro 
CTeJUia TeMHO-KOpH'IHeBoro l..lBeTa KJiacca 
I. B BepxHei1 'laCTH aMDYJibl HaHeCeHbl 
KOJihl..lO 11 TOIJKa AJUI pa3JIOMa. Ha aMrryny 
HaKJieirnaIOT 3THKeTKy. 
Ilo 10 aMITYJI BMeCTe c JIHCTKOM-
BKJia,!J.hIIIJeM B ITBX/anIOMHHHeBbIH 
6m1cTep. Ilo 1 6nttcTepy B rra'lKY 
KapTOHHYfO. 

A cut ring and point are 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; f or in-patient 

facilities: 2, 3, 5 blisters in a carton pack. 
I 
Ilo 1 MJI B aMrryJihl H3 CBeT03all.\HTHOro 
CTeKJia TeMHO-KOpH'IHeBoro UBeTa KJiacca 
I. B BepxHeH 'laCTH aMIIYJibl HaHeCeHhl 
KOJibUO H TO'lKa )VI51 pa3JIOMa. Ha aMrryny 
HaKJieHBalOT 3Tl1KeTKy. 
Ilo 10 aMIIYJI BMeCTe c JIHCTKOM­
BKJia,!J.h[IIJeM B ITBX/anlOMHHHeBhIH 
6nttcTep. Ilo I 6nttcTepy B rra'!KY 
KapTOHHyIO; OJ/51 cmal(UOHapoe: no 2, 3, 5 
6m-tcTepOB a rra'lKY KapTOHHYJO. 

* Tests are not performed during the stability investigation./* 11cnbITamrn He npoB0.[(51T B xo,[(e ttccJie.[(oBaHIDI 
CTa6ttJibHOCTl1. 

** Release quality control of the perfomance is carried out for every 15th batch./** ITptt BhmycKe npenaparn 
KOHTpOJib Ka'-lecrna no noKa3aTemo np0BO.[(l1TC5l .[(JI51 KIDK)],OH 15-0H cepttH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'-lattue: IlpoAyKT coorneTcrnyeT TPe6oaattm1M HA 3aKJ11{)•1e~rne: O.LJ:OliPEHO 

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

TTOAf OTOBne~ o: ITpoaepeHo: Pardeep TTpoaepeH0 (AOK): per on / O.D.o6peHo: O6ecrre'leH11e 

Ramakant Kumar 

~ AmitK~ ~ 
Ka•1eCTBa!OTBeTCTBeHHOe mIuo: 

7 fU/.JIL /(vv·tt:JL_ 
_G 1 

Date / Date/ D ate / l°ate / l 1--o ,---~cJ)..(, 
.[(am: 31.01 .2026 .[(am: 31.01.2026 .[(aTa: 31.01.2026 .[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydera bad · 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: -+9140 4900 2999, Email : mail@drreddys.com 
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Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 •·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH «I> IIKAT AHAJilf3A 

Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, iNDIA 

Tel : +9198166 56001-02 
. H • n,t rf., .. ..,..,.t.,.f,, r ,..,,,..""""" 

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

Ilpo,11;yKT: KeTOPOJI@ (KeToponaK) paCTBOp )J.J151 BHVTPl1BeHHOro 11 BHYTPl1Mhlll1eqHoro BBe.[l.eHl151, 30 MriMJI 

Batch No/ : V260063 
Batch Quantity / 454545 ampules / 

O6beM cepuu 
: 

454545 aMnyn CepuH .N'!! 

Analytical Report No/ Date of Analysis / 

AuaJIHTH'lecKuu OT'leT .N!! : 890001859874 ,Il;aTa anaJiu3a : 31.01.2026 

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

,Il;aTa DPOH3B0/].CTBa ro)J.eH )J.O 
: 

Mfg. License No./ 
Ilpon3BO/l.CTBeuuaH : MNB/05/263 

MA number: / : Jlll-N2(008888)-(Pf-RU) 
HoMep PY JIHQeH3HH .N'!! 

Analysis performed according ND/ Auanu3 npose)J.eu no H,II;: Jlll-N2(008888)-(Pf-RU)-l 70225 
Pa2e 6 of7 / CTp. 6 H3 7 

API name/ HanMeuosauue A<DC: Ketorolac Trometamol / KeTOponaKa TPOMeTaMOJI 

INN /MHH: Ketorolac / KeroponaK 

API manufacturer batch number/ 2KTM062 l 025 
HoMep cepuu npottJBOJlttTe.rrn A<DC: 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHUHH npOH3B0JlHTeJIH FESA00567 
rJI<D: 

API Manufactured by & country I Symed Labs Limited, India/ 
IlpOHJBOJlHTeJih A<DC, cTpaua: Cai1Me.n J1a6c J111M11Te.n, Hu.n11si 

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Viii. Kho!, Nalagarh 
manufacturing site/ Control site/ Release Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / 
site/ .l-1:-p Pe.n.n11'c J1a6opaTOp11c JlT,n., Hu,n11S1, ITpomBo,ncTBeHHoe rro.npa3,neneH11e-6, 
Ha11MeHOBaHne, a.upec, JIHUeH3HSl JlJIH 

B111111. Kxonh, Hanarapx Poy.n, Ea.n.n:11, )];11cTPHKT ConaH, X.IT., 173205, l1u.n11si 
IlpOH3B0JlCTBeHH3H IlJ10lll3JlKa / IlJIOUl3JlKa 

(nuu.ett3H51 N2 No MNB/05/263 
KOHTpOJIH tca'leCTBa / IlJI0UJ.aJ{Ka Bhmycica 

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»./ 

3aKJitoqeuwe O COOTBeTCTBHH: «HacT0511IHIM 51 rro,nTBep)l(,naIO, 'ITO rrpHBe)leHHa.11 BhII.lle 1rncpopMaU.H51 51BJI51eTC51 .noCTOBepHOH 11 

Remarks : The Product confirms to ND/ 
IlpuMe'Iauue: ITpo,nyKT cooTBeTcTByeT TPe6oBaHl151M HA 

Prepared by/ 
no.nrOTOBJletiO: 1,--

Ramakant ~/ 

Date / 
)];aTa: 31.01.2026 

Checked by/ 
npooepeHo: Pardeep 

Date I 
)];am: 31.01.2026 

Checked by (AQA) / 
TipoeepeHo (AOK): 

Date/ 
,Il;aTa: 31.01.2026 

Conclusion : APPROVED / 
3aicm-0qeuue: O,l],OliPEHO 

Approved by: Quality Assurance/ Authorized 
per on / O.no6peuo: O6ecneqeu11e 
Ka'iecTBa/OTBeTCTBeHHOe JI11U.O: 

f.ut-11L <v•--rP'2. 
_c._,v/ 

I 
Date / ~1 /,-c / ~ /J' l t ; 
.LJ:arn: 

Registered Office: 8-2-337, Road No. 3, Banjarc1 Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: -+91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH~HKATAHAJIJI3A 

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

Tel: +9198166 56001-02 
"'"''" rlrri>rJA.,r ---

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

IlpO,!J;YKT: KeTopoJT® (I<eTopoJTaK) paCTBOp )],ml BHYTPl•1BeHHOro 11 BHyrpttMbIWe<rnoro BBe)],eHml, 30 Mr/MJT 

Batch No/ : V260063 
Batch Quantity/ 454545 ampules / 

CepnH .M! O6-1,eM cepuu : 
454545 aMTTYJT 

Analytical Report No/ Date of Analysis / 
AuaJIHTHIIecKnii OTIIeT .N'!! : 890001859874 ,ll;aTa auaJinla : 31.01.2026 

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

12/2027 
,ll;aTa DPOH3B0,!J;CTBa ro;:,;eu ,!J;O 

: 

Mfg. License No. / 
IlpouJso;:,;cTseuuaH : MNB/05/263 

MA number:/ : JII1-.N2(008888)-(Pf-RU) 
JIUQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJIHJ npose;:,;eu no HIT: JII1-.N2(008888)-(Pf-RU)-170225 
Page 7 of7 / CTp. 7 n1 7 

TO'-IH0H. 3Ta cep1u1 np0/lYKUHH np0H3Be)leHa (BKJUO'-la» ynaK0BKY (Map1<11pOBKY) 11 K0HTp0Jib Ka'lecrna) Ha BbillleyKa3aHH0.H 

np0113B0/lCTBeHHOH nnoma.nKe (nnomai1xax) B TT0JIH0M C00TBeTCTBHH C rpe6osaHl1HMH TipaBl1JI Ha)lJle)l(amew npOH3B0/lCTBeHH0H 

npaKTHKl1 Espa3HHCKOro 3KOHOMl•f'leCKoro COJ03a " rpe6osaHH»M11 KOHTpOJI.ll Ka'-IeCTBa neKapCTBeHHblX cpe/lCTB, a TaK)l(e B 

COOTBeTCTBHH co cneump111<aum1MH, C0/lep)l{alUHMHC.ll B perncTpaUH0HHOM /lOCbe CTpaHbHIMTT0pTepa. 3anHCH no np0H3B0/lCTBY, 

ynaK0BKe 11 aHanmy nposepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe rpe6osaHmlM IlpaBHJI Ha)lJle)l(ame.il IIpOH3B0/lCTBeHH0H 

npaKTHKH Espa3HHCKOro 3KOH0MH'-IeCK0ro COI03a». 

Remarks : The Product confirms to ND/ 

1

1:Conc.lusion : APPROVED I 
np11Me'la1111c: Ilpo/lyKT coorneTcrnyeT Tpe6osaHH.llM H,ll; 3atcmo'lenue: O,ll,OliPEHO 

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

no.nrOTOBJie~o: Ilposepetto: Pardeep I1posepe1:10 (AOK): person / OAo6petto: O6ecne'-leHHe 

Ramakant -;,/ Kumar 

~ 
AmitKuma~ Ka'-Iecrna/OTBeTCTBeHHOe JIHU0: 

~ -- i;Uf,..J IL f(UIN/ f'.'W2___ 
--~ ,,,_,, 

Date/ Date/ Date / 'Date/ JI /c) ·-J..cJJ6 
,ll;aTa: 31.01.2026 ,[{ara: 31.01.2026 ,lJ;aTa: 31.01.2026 ,lJ;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad • 500034, Telangand, India 
Tel : +9140 4900 2900, Fax: t9140 4900 2999, Email: rnail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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