
•·· Dr.Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formuiation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

CEPTM~HKATAHAJIH3A 

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

IlpOAYKT: KeTopon® (KeTOPOJiaK) pacrnop )],1151 BHyrpHBeHHOro H BHYTPHMbillle'-!HOro BBe)],eHJ-rn, 30 MrlMJI 
Batch No/ 

: V260302 
Batch Quantity / 454545 ampules / 

CepnH .N'!! O6neM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKnu OT'leT .N'!! : 890001879614 ,n:aTa auaJiu3a : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry/ 
03/2028 

,n:aTa DPOH3BOACTBa roAeH AO 
: 

Mfg. License No./ 
IlpoH3BOACTBeuuaH : MB/05/264 MA number:/ : JITT-N2(008888)-(Pr-RU) 
JIHUeH3HH .N'!! HoMep PY 

Analysis performed accordin2 ND/ AuaJiu3 npoBeAeH no H,n:: JITT-N2(008888)-(Pr-RU)-l 70225 
Page 1 of 7 / CTp.1037 

Test I IloKaJaTeJJb Results/ PeJyJJ1>TaTbI Specification / HopMa 

1 Description/ OnttcaHHe Clear colorless solution. / TTpo3pa'-!HhIH 
6ecuBeTHhitt pacTBop. 

Clear colorless to slightly yellow color 
solution. / TTpo3pa'-!HhIH pacTBop OT 
6ecuBeTHoro .no CBen10-)KeJIToro ueeTa. 

2 Identification*/ 11,neHTH<l>HKaUHH* 

2a HPLC* I B3){{){* The retention time of the main peak in the 
chromatogram of test solution corresponds 
to the main peak in the chromatogram of 
standard solution. I BpeM.11 y,nep)K1rnamui 
OCHOBHOfO nJ,fKa Ha xpoMaTorpaMMe 
HCIThJTyeMoro pacTBopa COOTBeTcTByeT 
BpeMeHH y,nep)KHBaHHH OCHOBHOro ITHKa 
Ha xpoMarnrpaMMe CTaH,napTHOro 
pacTBopa. 

The retention time of the main peak in the 
chromatogram of test solution should 
correspond to the main peak m the 
chromatogram of standard solution (Assay 
section). I BpeMH y,nep>K11BaHHJ1 
OCHOBHOro ITHKa Ha xpoMaTorpaMMe 
HCIThITyeMoro pacTBopa )],OJI)KHO 
COOTBeTCTBOBaTh epeMeHH y,nep>KHBaHH.11 
OCHOBHOro ITHKa Ha xpoMarnrpaMMe 
CTaH,napTHOfO paCTBOpa (pa3.z:i:eJI 
«KOJIH'-leCTBeHHOe onpe,neJieHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'-laHne: TTpo,nyKT cooTBeTCTByeT TPe6oBaHHHM H,D; 3aKJJIO'leHHe: O,LI:OliPEHO 

Prepared by / 

TTo.n.roTOaneHo: Pravesh 

Rana i 
Date I 
,D;ara: 30.04.2026 -

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

npoaepeHo: Rama Kant npooepeHo (AOK): per on/ 0.LI.o6peHo: 06ecne'-lem1e 

~& 
Amit Kumar Ka 11ecrna/OrneTcrne1rnoe JI0uo: 

t _(V>,.rll J::'.!_V'1,1 r<l /l....... 
r--

_ ( ~ 

Date I Date I Date I [lo -1!Lf r rl,/IL{, 
p;arn: ,3_9,.,04.2~0]~-- _ ,D;ara: 30.04.2026 ' .... ~ . . ... ,D;ara: , ~ " 

Tel: +9140 4900 2900, F..ix: +91 40 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. Kho\, 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 
IlpOAYKT: KeTOpon® (KeTOponaK) pacrnop ,QJ151 BHYTPHBeHHoro H BHYTPHMb1UJellHoro BBe,QeHH51, 30 Mr/Mn 

Batch No I : V260302 
Batch Quantity I 454545 ampules/ 

CepuH .M! O6neM cepuu 
: 

454545 aMnyn 
Analytical Report No I Date of Analysis / 
AuaJJnTnqecKuii oTqeT }f!! : 890001879614 J:(aTa auaJiuJa : 30.04.2026 

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

03/2028 : 
J:(aTa np0H3BOACTBa roAeH AO 
Mfg. License No. / 
IlponJBOACTBeuuaH : MB/05/264 MA number:/ : JITT-N2(008888)-(Pr-RU) 
JIH .. eHJHH .M! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBeAeH no H.ll.: JITT-N2(008888)-(Pf-RU)-l 70225 
Pa!!e 2 of 7 / CTp. 2 H3 7 

.N'! Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbI Specification / HopMa 

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

Y([J-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>-cneKTpbI rrornomemrn: maxima at 322 ± 2 nm. / Y<l>-crreKTPbI 
HCilbITyeMoro pacrnopa H pacrnopa rrornomeHm1 HcrrbnyeMoro pacTBopa 11 
CTaH,11.apTH0ro o6pa3ua KeToponaKa pacrnopa CTaH,11.apTHOro 06pa1ua 
TPOMeTaMHHa B o6nacrn OT 200 ,11.0 400 HM KeTopoJiaKa Tp0MeTaMHHa s o6JiaCTl1 OT 
HMeIOT MaKCHMYMbl nornomemrn IIpH 200 .11.0 400 HM ,11.0Jl)!(Hhl 11MeTh 

322±2 HM. MaKCHMYMhl nornomeHHjj npH 322±2 HM. 

3 Clarity/ Ilpo3pa'1HocTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OrranecueHUHjj rrpenaparn suspension I. / OrranecueHUHjj rrperraparn 
He rrpes1,11IIaeT onanecueHUHIO cycrreH11111 He .!lOJl)!(Ha rrpeBbIIIIaTb orranecueHUHIO 
cpasHemrn I. cycnett311H cpasHeHHjj I. 

4 Color I ll,BeTHOCTb Absorbance should be not more than 0.20 

0.04 
Abs at a wavelength of 430 nm. / 
ITornomem1e .UOJI)!(H0 6bm, He 6onee 0,20 
np11 .11.JIHHe BOJIHbl 430 HM. 

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

6 Particulate matter/ MexaHH'leCKHe BKJJJO'leHHSI 

Remarks : The Product confirms to ND/ onclusion : APPROVED I 
ITpnMe'laHne: ITpo.11.yKT coorneTcrnyeT TPe6osaHHjjM H)]; 3aKJHO'ICHHe: O,ll.OliPEHO 

Prepared by / 

ITo.11.roTOBJieHo: Pravesh 

Rana 1 
Date/ 

.D..aTa: 30.04.2026 

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

npoeepeHo: Rama Kant nposepeHo (AOK): person/ O.uo6peHo: O6ecrre'-!eH11e 

~v;t Amit Kur ~ 
KattecTsa/OTseTCTBe1rnoe m1uon_· 

J: ,-.,\ l K._V"'-11<.\ 

~v-1 
Date/ Date/ Date/ ,2 o ~¼ ~"-ol (; 
)];am: 30.04.2026 ,[(aTa: 30.04.2026 ,[(am: 
,..,,,,, .. ·cu v •-- - 'LI- - -- , . ........ ..,., ~, _.,,.. 1uru ,,, ·-~·-- -,,._b• IJ f --.,, .... , " 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's "llllfi;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT 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 
www.drreddys .com 

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

IlpO)].YKT: KeTopon~1 (KeToponaK) pacrnop ,l],JHI BHyrp1,rneHH0ro 11 BHyrpHMbIWe<rnoro BBe,D,eHH.SI, 30 MrlMJI 

Batch No/ 
: V260302 

Batch Quantity / 454545 ampules / 
Cepm1 .N'!! O6beM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AaaJiun1qecKuii oTqeT N2 : 890001879614 ,L(aTa aaaJIH3a : 30.04.2026 

Date of Manufacture / : 04/2026 Date of Expiry / 03/2028 
)laTa np0H3B0)].CTBa ro)].eH )1.0 

: 

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

: J1Il-N~(008888)-(Pf-RU) 
JIHU.eH3HH N!! HoMep PY 

Analysis performed according ND/ AaaJin3 npoee,a:eu no H,l(: J1Il-N~(008888)-(Pf-RU)-170225 
Pa2e 3 of 7 / CTp. 3 H3 7 

x~ Test/ IloKaJaTeJib Results/ PeJyJihTaThl Specification/ HopMa 

6a Visible particles/ Complies I CooTBeTcTByer Should be absent. / 
8tt,1UiMbie 'faCT111.J,bl .lJ:omKHbl OTCYTCTB0BaTb. 

6b Invisible particles / 
HeBl1,!ll1Mbie qaCT11UbI: 
1. Particles 2 10 µm / 21 not more than 6000 per ampoule; I 

lfacTHl( pa3MepoM 2 He 6onee 6000 Ha aMnyny; 
10 MKM 

11 . particles 2 25 µm / 00 not more than 600 per ampoule. I 
qacr11u pa3MepoM 2 He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities/ IlpnMecu 

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

Impurity B / ITpttMech B Below LOD (LOD = 0.014 %) I H11)1(e not more than 0.50 % I He 6onee 0,50 %; 
npe,nena o6Hapy)l(eHl1.s! (ITO= 0.014 %) 

Impurity C / ITpttMecb C Below LOD (LOD = 0.010 %) I Hu)l(e not more than 0.50 % I He 6onee 0,50 %; 
rrpe,nena o6Hapy)l(eHttR (ITO= 0.010 %) 

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

Individual unidentified 
impurity I E,nttHttqHa.si 

0.07 % Not more than 0.20 % / He 6onee 0,20 %. 
He1-1,neHTtt¢ttuttposaHHa.si 
rrpttMeCb 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Met.taH11e: ITpo,nyKT cooTBeTcTByeT rpe6osaHttRM H.D: 3aKJIIO'IeHtte: O.11:OliPEHO 

Prepared by / 
TTo,uroTosneHo: Pravesh 
Rana 

i 
Date/ 
,n:ara: 30.04.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized 
llposepeHo: Rama Kant flposepetto (AOK): person / O,no6petto : O6ecrreqeHtte 

~$ 
Amit Kumar KaqecTBa/OrseTCTBeHHOe J!Hl(O: 

/\~ - ~Of'li L K.Vi"-'f\lZ... 
___cv..,I 

Date/ Date/ Date/ JO--oL1rJ...Ol.£ 
,n:ara: 30.04.2026 .D:ara: 30.04 .2026 ,n:ara: 

·-0-.,.11..._ ""'""' - ·-• ...., . _ ..,...,,. I . -, - ·-, ,--·-- --- - ~ I •--- ' V ••-.~, •• •- ._. 

Tel : +91 40 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<l>HKAT AHAJIII3A 

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.YKT: KeTO))OJl@ (KeTOpOJiaK) pacrnop ~ml Bttyrp1,rnettttoro 11 BHyrpHMhIWeYHOro BBe~eHH51, 30 Mr/Mn 

Batch No/ 
: V260302 

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

: 
454545 aMTTYJl 

Analytical Report No / Date of Analysis / 
AaaJIHTH'lecKnii OT'leT .N'!! : 890001879614 ,U:aTa aaaJIH3a : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

,U:aTa npOH3B0ll,CTBa roti:eH ll,O 
: 

Mfg. License No./ 
IlpoH3BOlJ.CTBeaaaH : MB/05/264 

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

JIH .. eH3HSI .N'!! HoMep PY 

Analysis performed according ND/ AaaJIH3 npoBetJ,eH no H,U:: JITT-N2(008888)-(Pf-RU)-170225 

.N"! Test I IloKaJaTeJib Results/ Pe1yJ1bTaTbt Specification / HopMa 

Total impurities/ C)'MMa 
0.2 % 

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

8 Extractable volume* / Not less than 10.0 ml (collectively 
l13BJieKaeMblH o6'beM* measured volume of 10 ampoules)./ 

10.1 ml/ 10,1 MJI He MeHee 10,0 MJI (o6beM, tt3MepeHHbIH 
Ha 0CH0BaHttH o6be}lHHeHHOro 
conep)l(HMoro 10 aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepwaJibHble /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
)HJJ,0TOKCHHbl KeTOponaKa Tp0MeTaMHHa. 

10 Sterility** I NA Must be sterile. I ,n:oJI)l(eH 6b!Tb 
CTepHJibHOCTb ** CTepttJihHh!M. 

11 Assay/ KoJIH'-leCTBennoe 30.96 mg/ 30,96 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpeJJ.eJieHHe Trometamol per 1 mL. I OT 27 ,0 Mr .no 

33,0 Mr KeTOponaKa Tp0MeTaM0Jia 8 1 MJI. 

12 Ethanol content/ 3TaHOJI 11.93 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) JlO 13,10 % (06/06). 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpwMe'-laHHe: ITponyKT coorneTcrnyeT Tpe6osaHtt51M H,n: 3aKJIIO'-leHtte: O,ll,OliPEHO 

Prepared by I Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
flo.nrornsnetto: Pravesh flpoaepeHo: Rama Kant flposepetto (AOK): person/ Ono6peHo: O6ecneqem,e 

Rana t t~ 
Amit Kumar Ka'-!ecTsa/OTseTcTBeHHOe JJttU:o: ~-- -~U 1--i I(__ ~v v-i t~1l 

~ I 
1Date / Date/ Date/ Date / :] 0-tJ"Lf rr,(,_Ol.(, 
lnaTa: 30.04.2026 ,n:arn: 30.04.2026 L(aTa: 30.04.2026 ,[(a-ra: 

,,_ -- - ' - - -- - · - , ~ .. ...----- r ·~ ·-, .. ..... , ... 
Tel: +9140 4900 2900, F.ix: +9140 4900 2999, EmGil: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy'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 
www.drreddys .com 

Product: I Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,11;y1n: KeTOPOJl@ (KeTOPOJlaK) pacrnop )],ml BHYfPI1BeHHOfO H BHYfPHMhIWeqttoro BBe,l],eHH51, 30 MriMJl 

Batch No/ 
: V260302 

Batch Quantity / 454545 ampules I 
CepuH .N'!! O6oeM cepuu : 

454545 aMTTYJl 
Analytical Report No / Date of Analysis / 
AuaJinTuqecKuii oTqeT .N'!! : 890001879614 ,U:aTa auaJiuJa : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

,U:aTa npouJBOACTBa ro,ueu AO 
: 

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

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

JIHl~eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AttaJIH3 npose,a;eH no H,[I;: JITI-N!!(008888)-(Pf-RU)-170225 

Page 5 of 7 / CTp. 5 HJ 7 

Test I IloKaJaTeJib Results I PeJyJibTaTbI Specification / HopMa 

13 Packaging/ Onucaune 
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. 
I blister in a carton pack. / 
f1o } Mn B aMnynbI 113 CBeT03all.(11THOfO 
cTeKJia TeMHO-Kopwrnesoro usern Knacca 
I. B BepxHeH '!aCTl1 aMrrynbI HaHeCeHbl 
KOnbl{O 11 TO'!Ka ,nm, pa3nOMa. Ha aMrryny 
HaKne1rnaJOT 3Tl1KeTKy. 
f1o 10 aMrryn BMeCTe C nl1CTKOM-
BKJia,!l,blIIIeM B IIBX/anJOMl1Hl1eBhIH 
6n11cTep. Ilo 1 6nttcTepy B rra1rny 
KapTOHHYJO. 

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; for in-patient 

facilities: 2, 3, 5 blisters in a carton pack. 
I 
ITo 1 Mn B aMrryn1,1 m csern3am11THoro 
cTeKJia TeMHO-KOp11'1Hesoro useTa Knacca 
I. B BepxHeH '!aCTl1 aMrrynhI HaHeceHbl 
KOnhUO 11 TO'!Ka ,!l,JUI pa3nOMa. Ha aMrryny 
HaKne11Ba!OT 3Tl1KeTKy. 
ITO 10 aMrryn BMeCTe C JIHCTKOM­
BKJia,!l,bIIIIeM B IIBX!anJOMl1HHeBbIH 
6n11cTep. Ilo 1 6n11cTepy B rra'lKY 
KapTOHHYJO; ORR cmai1u0Hapo6: ITO 2, 3, 5 
6n11cTepoB B rra'!KY KapTOHHVIO. 

* Tests are not performed during the stability investigation./* l1cnhITaHH51 He npoBO,l],~T B xo)],e 11cc11e,l],0BaHH51 
CTa6ttJlbHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** TipH BhmycKe npenaparn 
KOHTpo11b Kaqecrna no noKa:mTemo npoBO,lJ,HTC51 )],J151 Ka)K)],ott 15-ow cep1111. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMetJaHtte: ITpo.nyKT cooTBeTcrnyeT Tpe6osaH1151M HA 3aKJIIOtJeHue: O.IJ:OliPEHO 

Prepared by / 

Ilo.nrornsneHo: Pravesh 
Rana i 
Date/ 

):(am: 30.04.2026 

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

TiposepeHo: Rama Kant npoeepeHo (AOK): person I O.no6peHo: O6ecrre'!eH11e 

~ 
Amil Kumar Ka'!eCTBa!OTBeTCTBeHHOe Jll1L{O: 

/\~ N \L v-j It-' 
__L,v-1 

I 
Date I Date/ Date I JO~~r-(c/Lb 
):(am: 30.04.2026 ):(am: 30.04.2026 ):(am: 

i l ll.t:!~ O•£.• .;.);,) / , ,,,._,'"°,. ,.._.. ;,,..,u• .... ~,' ----- _._.. .... .,.._ I •-•- " g• l'l::5 1>\<:I ,::v V I "Jw• w • r •c,- · ·-·" 
Tel: +9140 4900 2900, F<1x: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 

CEPTMWHKATAHAJIH3A 

Viii. Khol, Nalagarh Road, Bciddi, 
Distt. Solan, H.P. , 173 205, INDIA 
Tel : +91 98166 56001-02 
www. drreddys.com 

Product:/ Ketorolll!) (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,11yKT: KeTopo11® (KeToponaK) pacrnop ,ll,ml BHyrp11BeHHOfO H BHYTPHMh!Weqttoro BBe,l],eHHll , 30 Mr!MJI 

Batch No/ 
: V260302 

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

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AnaJIHTH'lec1rnii OT'leT N2 : 890001879614 ,l.l;aTa auaJiu1a : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

liaTa npoH3B0,!J,CTBa rotJ,eH tl,O 
: 

Mfg. License No. / 
IlpOH3B0tJ.CTBeHHaH : MB/05/264 

MA number:/ 
: JITT-M1(008888)-(Pf'-RU) 

JIH~eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIHl npoeei::.eu no H,l.l;: JITT-M1(008888)-(Pf'-RU)-l 70225 
Page 6 of 7 / CTp. 6 01 7 

API name/ HanMeuosauue A<l>C: Ketorolac Trometamol I KernponaKa -rpoMeTaMon 

INN /MHH: Ketorolac I KernponaK 

API manufacturer batch number/ 
2KTM0721125 

HoMep cepuu npoHJB0.UHTeJlH A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHL(HH np0H3B0.UHTeJ1SI FESA00653 
r JI<I>: 

API Manufactured by & country / Symed Labs Limited, India/ 
IlponJBO.UHTem, A<l>C, cTpaua: Cai1Me,u na6c fl11M11Te,u, l1H,nllil 

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/ 
HanMeHOBauue, a,upec, J1Hl(CH3HH ,llJlH 

,ll;-p Pe.n.n11 'c na6oparnp11c flT,n., l1H,n1u1, Ilpo113eo,ucTBeHHoe rro,upa3,neneHne-6, 

IlpOHJBO.UCTBeuuaH UJlOll).3,llKa / IlJ101l).3,llKa 
BHnn. Kxonh, Hanarapx Poy,u, 6a.n.n11, ,ll;McTpHKT ConaH, X.11., 173205, l1H.llHll 

K0HTpOJlH KatteCTBa / IIJI0ll).3,llKa Bblnyctca 
(m1ueHJl1jj NQ No MNB/05/263 

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». / 

3aKJ1IOtteHHe O C0OTBeTCTBHH: «HacTORlllHM }I IIO.[\TBep)K,llalO, 'ITO rrp11ee,ueHHa}I BhIUJe HH!pOpMal..{Hjj llBJIReTC}I ,llOCTOBepHOH 11 

Remark : The Product confirms to ND/ Conclusion : APPROVED I 
np11Me•ta1rne: ITpo,nyKT COOTBeTCTByeT-rpe6oBaHHRM H,[( 3aKJ1t0tteuue: O.LJ:OliPEHO 

Prepared by / 
IT 0AroTOs11eHo: Pravesh 
Rana 

1-
Date/ 
JJ:arn: 30.04.2026 

' " 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITpoBepeHo: Rama Kant ITpoaepeHo (AOK): person / O.no6peHo: O6ecrre1IeHMe 

- ~ 

Amit Kumar Ka'IeCTBa/OrneTCTBeHHOe nm.1.0 : 

/\~ _LuLN1 l K\W--/rv'Z--

~v-1 
Date I Date I Date I 

J<YO~.--o\~ 
JJ:arn: 30.04.2026 JJ:arn: 30.04.2026 ,[(am: 
)~Jl\:I CU VI 1,...,..., . o - L - J.J ,1 ,~..,. ..... . J 1 ....... . . , .... ~u .. . ,..,, J""- · ... ._ ....... "' _...,...,...,. _ , l 'l,; U OU,0"" c1, n ,,.,. q 

Tel: +9140 4900 2900, Fux: +91404900 2999, Email : mail@drreddys.com 

Clf\J : L8519SAP1984PLC004507 
www.dn·eddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIU3A 

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 

IlvonvKT: l<eTopon® (KeToponaK) pacrnop .[\JlSI BHyrp11BeHHOro l1 BHyrpHMbIWel!HOro BBe.[\eHHSI, 30 Mr/MJ1 
Batch No I 

: V260302 
Batch Quantity / 454545 ampules / 

Cepm1.N'!! O6'beM cepuu : 
454545 aMnyJ1 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHH OT'teT .N'!! : 890001879614 ,[I;aTa auanuJa : 30.04.2026 

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

03/2028 
,[(aTa DPOH3BO/l:CTBa ro/l:eH )];O 

: 

Mfg. License No./ 
Ilpou1so;:i;cTseuuaH : MB/05/264 MA number:/ 

: JII1-NQ(008888)-(Pf-RU) 
JIHIJ;eHJHH .N'!! HoMep PY 

Analysis performed according ND I AuanuJ npose.a;eu no H,[J;: Jlll-NQ(008888)-(Pf-RU)-170225 
Page 7 of 7 / CTp. 7 u1 7 

TO'IH0H. 3m cepMJI rrpo,uyKUMH rrpomBe,UeHa (BKJIIOT.JaSI ynaKOBKY (MapKHpOBKy) 11 KOHTpOJib KaT.Jecrna) Ha BblllleyKa3aHH0H 

rrp0113B0.UCTBeHHOH rr11oma.uKe (rr11oma.uKax) B ITOJJHOM COOTBeTCTBHJ,f c Tpe6oBaHHSIMJ,f llpaBIUI Ha,UJJe)l{amei-1 rrpOH3B0.UCTBeHH0H 

rrpaKTMKH EBpa3HHCKOro 3KOHOMl11.JeCKOro COI03a H TPe6oBaHHSIMH KOHTpOJISI KaT.JeCTBa JieKapcTBeHHblX cpe,ncTB, a TaK)l{e B 

C00TBeTCTBHH co crreumtrnKaUHSIMH, co,uep)KaJllHMHCSI B perHCTPaUH0HHOM ,nOCbe CTpaHbl-HMIT0pTepa. 3an11c11 ITO rrpOH3B0,UCTBY, 

ynaK0BKe ),j aHaJJH3Y rrpoBepeHbl, ),j ycrnH0BJieH0 HX COOTBeTCTBHe Tpe6oBaHMSIM llpaBHJl Ha,llJle)l{aiuett rrpOH3B0.UCTBeHHOH 

rrpaKTHKH EBpa3HHCKOro 3KOHOMH'leCKOro COI03a». 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Me'-!am1e: llpo,nyKT coorneTcTByeT TPe60BaHHS1M H.D: 3aiemoqeuue: O.Ll:OliPEHO 

Prepared by / C hecked by / Check ed by (AQA) / Appro ved by: Quality Assurance/ Authorized 

TT0,1rr0Tos11etto : P"lav sh nposepetto: Rama Kant llposepetto (AOK): person / O,uo6petto: O6ecrretJeH11e 

Rana 

~ 
AmitKu'F- ---:-

Ka4eCTBa!OTBeT TBeHH0e 11 11uo: 
_g ,-.Jll K VlNt t-'\{l.._ 

_l.v--1\ 

!
Date/ Date/ Date I Date I ~MY.--"Ol-C 
.r:J:ara: 30.04.2026 .r:J:arn: 30 .04.2026 .r:J:arn: 30.04.2026 .D:arn: 
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Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys. com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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