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

CEPTH <I> IIKAT AHAJilI3A 

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

www.drredu';s.com 

Prodtlct : / Ketoro] 0
" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpoJ.J.-VIn: KeTopon°'' (KeToponaK) paCTBOp .UJl.sJ BtlyrpMBeHHOro H BHyTpHMh!We4HOro BBe,UeHH.sJ, 30 Mri MJI 

Batch No I : V250927 Batch Quantity/ 454545 ampules I 
: 

Cepusi .M! O6beM cep1111 454545 aMnyn 

Analytical Report No/ 
: 890001848623 

Date of Analysis/ 
: 25.11.2025 

AnamfTuqec1mii OT'-leT .N'!! ):(aTa auaJinJa 
Date of Manufacture/ 

: 11/2025 Date of Expiry / 10/2027 : 
IJlaTa opouJBOJ.J.CTBa ro).J.eH /l.O 
Mfg. License No./ 
IlpouJBOJ.J.CTBeuuaH : MNB/05/263 MA number:/ : JITI-M!(008888)-(Pf-RU) 
JIHU:eJl3USI .N'!! HoMep PY 

Analysis performed according ND/ AuaJiuJ npoBeJ.J.eH no HJJ:: JITI-N~(008888)-(Pf-RU)-170225 
Pn2e 1 of 6 I Crp. 1 HJ 6 

x~ Test/ IToKa3aTeJlb Results/ Pe3yJibTaTbt Specification/ HopMa 

1 Description/ OnucaHue Clear slightly yellow color solution. I Clear colorless to slightly yellow color 
TTp01pa'!HhIH paCTB0p CBeTJJO-)KeJITOro solution. I TTpo3pa'1Hh!H pacTBop OT 
UBeTa. 6ecuseTHoro AO cBeTJJO-)KeJnoro usern. 

2 Identification*/ liJleHTmf>uKan:nH* 

2a HPLC* I B3)l{J{* 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 main peak in the 
standard solution. / BpeM.sJ yAep)KHBatt11.sJ chromatogram of standard solution (Assay 
OCHOBHOro Ill1Ka Ha xpoMaTorpaMMe section). I BpeM.sJ y ,a:ep)l(11BaHl1.sJ 
11cnhnyeMoro pacrnopa COOTBeTCTByeT OCH0BHOfO DMKa Ha xpoMaTorpaMMe 
BpeMeHM yAeplKI1BaHI1.sJ OCHOBHOro [1J1Ka 11cnbnyeMoro pacrnopa AOJllKHO 
Ha xpoMarnrpaMMe CTaHAapTH0ro C00TBeTCTBOBaTh BpeMeHH y,a:ep)l(HBaHIDI 
pacrnopa. 0CH0BHOfO DHKa Ha xpoMaTOrpaMMe 

CTaHAapTHOro pacrnopa (pa3,nen 
«Kom1qecrneHHOe onpeAeJJeHHe»). 

2b UV- spectroplzotomet,y* I UV absorption spectra of the test solution UV absorption spectra of the test solution 

Y([J-cneKmporjJomoMempuR * 
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)-cneKrphI nornolll,eH11.sJ maxima at 322 ± 2 nm. I Y(l)-cneKrpbI 
HCDhITyeMoro pacrnopa H pacrnopa nornomeH11.sJ HCIIhITyeMoro pacrnopa u 
CTaHAapTHOro o6pa3ua KeToponaKa pacrnopa CTaHAapTHOro o6pa3ua 
Tp0MeTaMHHa B o6nacrn OT 200 AO 400 HM KeToponaKa TPOMeTaMHHa B o6JJaCTH OT 
HMe!OT MaKcttMYMbI nornolll,eHHH npu 200 AO 400 HM AOmKHhl MMeTh 
322±2 HM. MaKCHMYMhl nornolll,eHH.sJ npH 322±2 HM. 

Remarks : The Product confirms to ND/ 

IlpuMe'-lanue: TTpoAyKT cooTBeTcrnyeT rpe6osaHIDIM HA 
Conclusion : APPROVED / 
3aKmoqeuue: O,r:t:OliPEHO 

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

rlo.n;roroaneHo: Y ogesh 

ba,ul1an // 

Date / 

):(a111: 25.11.2025 

Checked by / 

Ilposep no: Pravesh 

Rana 

1 
Date / 

.lJ:aTa: _5 .1120-5 

Checked by (AQA) I 
TTposepeHo (AOK): 

Amit K u 

Date I 
.r(arn: 25.11.2025 

Approved by: Quality Assurance/ Authorized 

person I OAo6peHo: O6ecnel.feH11e 

Kaqecrna/Orn 

Date I 
JJ:arn: 

Registered Office: 8-2-337, Road No. 3, Banj2ra 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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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 

Tei : +9 1 93166 56001-02 
www.drreddys.com 

ProdtJ.Ct : / Ketorol0
') (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpoJJ.1'1.T: KeTopo;l" ' (KeTopo11aK) paCTBOP ,11.m, BHyrpttBeHHoro 11 BH}'TPHMhIWe'-!HOro BBe,11.eHH}I, 30 Mrl M11 

Batch No/ 
: V250927 

Batch Quantity / 454545 ampules / 

Cepusi .N'!! O6'beM cepuu 
: 

454545 aMny11 

Analytical Report No/ 
: 890001848623 

Date of Analysis / 
: 25.11.2025 

AuaJufluqecKHH OT'IeT N!! IJt:aTa auanu3a 
Date of Manufacture/ 

: 11/2025 
Date of Expiry / 

10/2027 
llaTa IIPon3BOJJ.CTBa roJJ,eHJJ,O 

: 

Mfg. License No./ 
Ilpou3BOJJ.CTBenuaSI : MNB/05/263 MA number:/ : JICT-N!!(008888)-(Pf-RU) 
nuuell3USI N!! HoMep PY 

Analysis performed according ND/ Auanu3 npoBeJJ,eu no HJ(: JICT-N!!(008888)-(Pr-RU)-l 70225 
Pa2e 2 of 6 I CTr>- 2 H3 6 

.N'!! Test I IloKaJaTeJlb Results/ PeJyJlbTaTbJ Specification / HopMa 

3 Clarity/ Ilp03pa4HOCTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnarrecuenUHll npenaparn suspension I. / OnarrecueHUHll npenaparn 
He npesb1rnaeT ona.rrecueHUHIO cycneHJHH He AOJDKHa npeBbJWaTb onarrecueHUHIO 
cpasHeHJ,ljj I. cycneHJ1rn cpasHeHJ,ijj I. 

4 Color I UseTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 run. I 
IlornomenHe AOJDKHO 6bITh ue 6oJiee 0,20 
np11 AJIHHe BOJIHbl 430 HM. 

5 pH 7.4 From 6.9 to 7.9. I OT 6,9 AO 7,9 . 

6 Particulate matter/ Mexanul.fecKue BKJ110'leuu.11 

6a Visible particles / Complies / CoorneTcrnyeT Should be absent. / 
BHAliMbie 1.JaCTlillbl l];omKHbl OTCYTCTBOBaTb. 

6b Invisible particles / 
HeBHAHMbie 1.JaCTHUbI: 
1. Particles 2'. 10 µm / 6 not more than 6000 per ampoule; / 

lfacmu pa3MepoM 2'. He 6oJiee 6000 Ha aMnyJiy; 
10 MKM 

ii. particles 2'. 25 µm / 1 not more than 600 per ampoule. / 
l!aCTHU pa3MepoM ~ Ht: OUJ!t:t: 600 Ha aM11yJ1y. 

25 MKM 

7 Impurities / IlpuMecu 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'Iauue: IlpoAyKT cooTBeTcrnyeT TPe6osaHJ,ljJM HA 3aKJ110'leuue: O,ll;OliPEHO 

Prepared by I Checked by/ Checked by (. QA I Approved by: Quality Assurance/ Authorized 
n o.u;roroeJieHo/: Yoge,,h IlpoBepetto: Pravesh flpooepeMo AOI ): person/ OAo6peHo: O6ecne4eHHe 
Chauhan Rana j Ami! Kumar Ka48CTJm/OrneT,IHBe HMOe JIHUO: 

v✓ ,\-- )j,lfl 

Date/ Date/ Date I Date/ )- b •--H ~ £,t' l'f 
)];am: 25.11.2025 l];arn: 25.11.2025 l];arn: 25 .11 .2025 l];arn: 

Registered Office: 8-2-337, Road No. 3, Banj2ra Hilis, Hyderabad - 500034 .. Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTM <l>MKAT AHAJilI3A 

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

Te l : +31 ~8165 56001-02 
www.drredd·1s.com 

Prodoct: / Ketorol°'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

llpo;:cv•n: KeTopon'"' (KeToponaK) pacrnop Jl.1151 BH)'Tp1:rnettttoro H BH)'TPHMhillle1rnoro BBe,l],eHH51, 30 Mr/Mn 

Batch No/ : V250927 
Batch Quantity/ 454545 ampules / 

Cepn.11,M! 06beM cepuu 
: 454545 aMnyn 

Analytical Report No / : 890001848623 
Date of Analysis/ 

: 25.11.2025 
AuaJnJTuqec1rnii oTqeT .N'!! . lllaTa auaJJu3a 
Date of Manufacture / 

: 11/2025 
Date of Expiry / 10/2027 

,lJ.aTa OPOH3BOJ1:CTBa roti:eH J1:0 
: 

Mfg. License No./ 
llpou 3BOJ1:CTBeuuast : MNB/05/263 MA number:/ : JH1-N~(008888)-(Pf-RU) 
JIH~efllHSI .N'!! HoMep PY 

Analysis performed according ND/ AnaJJH3 nposeti:en no Hll: J1TT-N~(008888)-(Pf-RU)-l 70225 
Paf!e 3 of 6 / CTp. 3 u3 6 

}fo Test/ Ilo1<:a1aTeJ1b Results/ Pe1yJJLTaTbl Specification / HopMa 

Impurity A / IlpwMecb A 0.12 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / IlpwMeCb B Below LOD (LOD = 0.014 %) / HH)l(e not more than 0.50 % / He 6onee 0,50 %; 
npe,nena o6HapyJKeHHR (110 = 0.014 %) 

Impurity C / IlpwMeCb C Below LOD (LOD = 0.010 %) I HHJKe not more than 0.50 % / He 6onee 0,50 %; 
npe.nena o6HapyJKeHH51 (110 = 0.010 %) 

Impurity D / IlpHMeCb D Not detected / He o6HapyJKetta not more than 0.20 % / He 6onee 0,20 %. 

Individual unidentified Not more than 0.20 % / He 6011ee 0,20 %. 
impurity/ E.D.HHH'lHaH 

Below LOQ (LOQ = 0.050%) I H0JKe 
HeH,!J.eHTJ,i~J,l~J,ipOBaHHaH 
npwMeCb 

npc,neJia KOJIH'lCCTBeHHOro onpe,nCJICHHX 
(IlKO =0.050%) 

Total impurities / CyMMa 0.1 % Not more than 1.50 % I He 6011ee 1,50 %. 
npwMeceii 

8 Extractable volume* / 10.2 ml/ 10.2 MJJ Not less than 10.0 ml (collectively 
HlBJJei<:aeMbIM o6beM* measured volume of 10 ampoules). / 

He Mettee 10,0 MJI (o6beM, H3MepeHHbIH 
Ha OCHOBaHHH o6be/J,HHeHHOro 
C0,!1,eplKHMOro 10 aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepwaJJbHbie /<=0. 725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H.[{OTOKCUHbl KeTopoJiaKa TPOMeTaMHHa. 

10 Sterility** I NA Must be sterile. I )],OJI)l(eH 6b!Tb 
CTepuJJbHOCTb ** CTepHJihHblM. 

1Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHue: IlpO.D.YKT cooTBeTcTByeT TPe6osaHHHM H)], 3a1<:mo11eHue: 0,l(.06PEHO 

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

flOJJ.rOTO BJJel o: ogesh IlposepeHo: Pravesh TipoB peH0 (AOK): person I O,no6peHo: O6ecne'lettwe 
ICbauban Rana i AmilKu V 1-:aL1ecTsa/OTB7,TCTBeBJ:1oe 1111uo: 

.// / I'' 'blr1'~ 

D ate / 
)J:a111: 25.11.2025 

Date / D ate / Date/ -)--,b ,----t I" w~ 
)],am: 25 .11.2025 )],ma: 25 .11.2025 )],am: 

Registered Office: 8-2-337, Road No. 3, Banj2 ra Hills, Hyderabad - 500034 .. Telangana, India 
Tel: +9140 4900 2900, F;:;x: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTII<l>IIKAT AHAJilI3A 

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

TLI: +SJ. S3 1G6 56001-02 
www.drreddys. com 

Prodt.Ict : / Ketorol°') (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo.llYtu: KeTOPOJI0
" (KeTOPOJlaK) pacrnop .um, BHYTPJ1BeHHOro Ji BHYfPHMbIWe1rnoro BBe,ueHH51, 30 MrlMJl 

Batch No/ 
: V250927 

Batch Quantity / 454545 ampules / 

Cepus, N!! 06beM cepuu 
: 454545 aMnyn 

Analytical Report No / 
: 890001848623 

Date of Analysis/ 
: 25.11.2025 

AuaJnHuqecKuii oTqeT .N"!! )laTa auaJiuJa 
Date of Manufacture/ 

: 11/2025 
Date of Expiry/ 10/2027 

lllaTa llPOHJBOACTBa ro,[l;eH AO 
: 

Mfg. License No./ 
IIpoHJBOACTBeuuaH : MNB/05/263 MA number:/ : nrr-NQ(008888)-(Pr-RU) 
JIHQell3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJiuJ npose.[l;en no H)l: nrr-NQ(008888)-(Pr-RU)-170225 

.N"2 Test I noKa3aTeJJb 

11 Assay / KoJ1u1IeCTBeHHOe 
onpeAeJJeHne 

12 Ethanol content/ 3rnHOJJ 

13 Packaging / OnucaHne 
ynaKOBKH 

Remarks : The Product confirms to ND/ 

Results/ Pe3yJJbTaTbI 

30.06 mg I 30.06 Mr 

11.75 % / 11.75 % 

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. / 
no 1 MJI B aMDYJibl H3 CBeT03alll,HTHOfO 
cTeKJia TeMHO-Kopwrnesoro useTa Knacca 
I. B sepxtteif qacTH aMnyJibI uauecettbI 
KOJibUO H T01IKa AJI51 pa3JIOMa. Ha aMrryny 
HaKJiettBaJOT '.JTHKeTKy. 
no 10 aMnyJJ BMeCTe c JIHCTKOM­
BKJia.QbUIIeM B nBX/an10Mttm1es1,1ti 
6m1cTep. no 1 6m,cTepy B na1IKY 
KapTOHHyJO. 

Pa1:?.e 4 of 6 / Crp. 4 HJ 6 

Specification / HopMa 

From 27.0 mg to 33.0 mg of Ketorolac 
Trometamol per 1 mL. I OT 27,0 Mr AO 
33,0 Mr KeTOpoJiaKa T])OMeTaMoJJa s 1 MJI. 

From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) AO 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 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 
no 1 MJI B aMilYJibl 03 CBeT03alll,HTHOro 
CTeKJia TeMHO-KOpH1IHeBOro u.seTa KJiacca 
I. B BepxtteH qacTH aMnyJibl HaHeCeHbl 
KOJibUO H TO'IKa .QJI51 pa3JIOMa. Ha aMnyny 
HaKJieHBaIOT 3THKeTKy. 
no 10 aMnyn BMeCTe c JUICTKOM-
DKJIUAl.ilWCM D TIDX/UJIIOl,IIIIIIIODl.illl 

6JIHCTep. no 1 6JIHCTepy B na'!Ky 
KapTOHHy10; OHR cma11u0Hapoe: no 2, 3, 5 
6JIHCTePOB B na'IKY KaPTOHHYK). 

Conclusion : APPROVED/ 
IlpnMe'-laHHe: TipO.QYKT COOTBeTCTByeT Tpe6osaHH51M H,ll; 3aKJ1ioqem1e: O)]:OliPEHO 

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

TTo,nrorosneHo: Y ge~b TTposepeHo: Pravesh □poeepeHo (AOK): person / O.uo6peHo: 06ecneqem1e 

!Chauhan / Rana 1 Amit K umar KaYeCTBa/0TBeT TBeHtlOe Jrnuo: 

(/_ t../ ,--- 1 p t~· 
Date/ Date / 

I 

Date/ D ate / J..-b ~, ,.__ l,o Y1 
)],a-ra: 25.11.2025 ,ll;arn: 25 .11.2025 ,Uarn: 25 .11.2025 ,ll;arn: 

Registered Office : 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034, Telangana, India 
Tel: +91404900 2900, Fux: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALY SIS 
CEPTH <I> IIKA T AHAJIII3A 

Viii. Khol, Na laga rh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

T~l : -r-Sl 98160 SG001-02 
www.drreduys. com 

Prodt,ct: / Ketorol(){' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo;::rv1n: KeTopon°" (KeToponaK) pacTB0p .um1 BHyrp1,1BeHH0ro H BHYTPHMbIUJe4HOro BBe,UeHH51, 30 MrlMJl 

Batch No/ 
: V250927 

Batch Quantity / 454545 ampules / 
Cepusi .k2 O6neM cepuu 

: 454545 aMnyn 
Analytical Report No / 

: 890001848623 
Date of Analysis / 

: 25.11.2025 
AuamnuqecKuii oTqeT .N'2 .LI:aTa auaJIHJa 

Date of Manufacture/ 
: 11 /2025 

Date of Expiry / 10/2027 
llaTa opouJso,u:cTBa ro.u:eu .u:o 

: 

Mfg. License No. / 
Ilpou3Bo,u:cTseuuaH : MNB/05/263 MA number:/ : nrr-N~(008888)-(Pr -RU) 

HoMep PY JIHQeH3HH .N'!! 

Analysis performed according ND/ AnaJIHJ npose,u:eu no H,l(: nrr-N~(008888)-(Pf-RU)-l 70225 
Page 5 of6 / CTp. 5 01 6 

* Tests are not performed during the stability investigation./ * 11cnblTaHH51 He npoBO.D.51T B xo.ue 11ccne.uosamrn 
CTa6HJ1bHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch. / ** ITpH BhmycKe npenaparn 
KOHTpOJib Kal.J:eCTBa no CTOKa3aTemo npoB0,UHTC51 ,UJI51 Ka)!(.lJ.OH 15-0H cepHH. 

API name/ HauMeHoBaune A(l)C: Ketorolac Trometamol I KeTOponaKa TpoMernMon 

INN/ MHH: Ketorolac I KeTOponaK 

API manufacturer batch number/ 
2KTM0320625 

HoMep cepuu nponJBO./lHTeJlH A<l>C: 

FP Manufacturer API Batch number / 
HoMep ceptttt cy6cTaH[IHH npOH3B0,llHTeJIH FESA00395 
r JI<I>: 

API Manufactured by & country / Symed Labs Limited, India/ 
IIpottJBO.llttTeJib A<l>C, cTpaua: CaifMe,!l, Jla6c JlHMlffe,!l,, l1H,!1,H51 

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) I 

site/ 
,ll;-p PeMH'c J1a6opaTOp11c JlT.D.., l1H.D.H51, Dpo113BO.D.CTseuuoe noApa3.D.eneHtte-6, 

HattMeHOBaHtte, a,!1,pec, JIH[leHJHH ,llJIH 
IIµuttJliU,Ll,l. t liot:HHdH 11J1uw,<1,Ll,1"d / IlJ1uw,a,1.1,1"a 

BHJ1J1. Kxonb, Hanarapx PoyA, EaMH, )];11cTpHKT Conatt, X.TI. , 173205, l1HAH~ 

1"UH 1 jJUJIH 1"a'-t.ot:l:1 tsa / IIJ1uw,a,1.1,1"a libl11Yl.1'a 
(nm.(eH3H51 N2 No MNB/05/263 

Declaration of certification: «I hereby certify that the above mformahon 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 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpttMe'laune: DpoAyKT coorneTcrnyeT Tpe6osaHH51M H,ll; 3aKJIIO'lenne: O,[(O6PEHO 

Prepared by/ Checked by / Checked by AQA) / !Approved by: Quality Assurance/ Authorized 
flo.n.roroBneHo: Yogesh n poaepeuo: Prave h n posepcHo AOK): person I 0Ao6petto: 06ecneqeune 
Chauhan 

., 
Rana i Amil Kumar Ka•1ecraa/OrneTc aeH Hoe nm.(o: 

' (1? ('~~ ~u ll~ 
,I 

D ate / Date / Date / Date / )--{, -1 l ,__ ytJ i-r 
,D:aTa: 25 .11 .2025 )],am: k5. U __ 025 )J,aTa: 25 .11.2025 )J,aTa: 

Registered Office: 8-2-337, Road No. 3, Banj2ra Hil ls, Hyderabad - 500034, Telangan a, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Emai l: mail@drreddys.com 

CIN:L85195AP1984PLC004507 
www.drreddys. com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

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

CEPTH<l>HKAT AHAJIII3A www.drrecJdy~.com 

Prod1'Ct: / Ketorol'"' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlJ>OJlYICT: KeTopon t>< ' (KeToponaK) pacrnop )],JlH BHyrp1,rneHHOfO H BHYfPHMbIWe'-IHOfO BBe)].eHHH, 30 Mrl MJl 

Batch No/ 
: V250927 

Batch Quantity I 454545 ampules I 
Cepml.N"!! O6'beM cepuu 

: 454545 aMny11 

Analytical Report No/ 
: 890001848623 

Date of Analysis / 
: 25.11.2025 

Auamnuqec1rnii OT'leT .N'!! ,ll,aTa auaJiu3a 
Date of Manufacture/ : 11/2025 

Date of Expiry / 10/2027 
.l(aTa OPOH3B0JlCTBa roneu JlO 

: 

Mfg. License No./ 
Ilpou3BOJlCTBeuuaH : MNB/05/263 MA number:/ : JIIT-N~(008888)-(Pf-RU) 
JIHU:ell311H .N'!! HoMep PY 

Analysis performed according ND/ Auamn npoeeneu no H)],: JIIT-N~(008888)-(Pf'-RU)-170225 
Page 6 of 6 / CTp. 6 H3 6 

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»./ 

3aKJifOLfCHHC O COOTBeTCTBHH: «HacTOHW.11M H TI0)lTBep)l(,UalO, '-!TO np11ee.ueHHaH Bb!Ule 11HcpopMaUJ1H HBJJHeTCH )lOCTOBepHOH 11 
TO'-!HOH. 3Ta cepttH npo,a:yKU1111 npomee,a:eHa (BKJIIO'-laH yrrnKOBKY (MapK11pOBKY) 11 KOHTPOJJb Ka'-!ecrna) Ha Bb1WeyKa3aHHOM 

npoll3BOACTBeHHOH TIJJOW.a,O:Ke (nJJoma,a:Kax) B TIOJIHOM COOTBeTCTBllli C Tpe6oBaHttHMl1 ITpaBllJI Ha,a:JJe)l(amei1 npOll3B0,UCTBeHHOH 

npaKTllKli Eepa3llHCKOfO 3KOHOMll'-!eCKOfO COI03a ll TPe6oBaHllHMll KOHTPOJJH Ka'-leCTBa JJeKapCTBeHHbIX cpe,a:CTB, a TaK)Ke B 

COOTBeTCTBllH co cneumpIIKal..(llHMll, co,a:ep)KaW,ttMHCH B pen1CTpauHOHHOM AOCbe CTpaHbl-llMTIOpTepa. 3am1Cll no npott3B0,!l.CTBY, 

ynaKOBKe 11 aHaJJll3Y npoeepeHhl, ll ycTaHOBJJeHO liX C00TBeTCTBlle Tpe6osaHJ1JIM ITpaBllJI Ha)lJle)l(amett np0113B0,UCTBeHHOM 

npaKTIIKH Eepa3ttHCKOro 3KOHOMll'-leCKOro COI03a». 

Remark : The Product confirms to ND/ Conclusion : APPROVED I 
OpHMC'-lanue: Ilpo,!l.yKT coorneTCTsyeT Tpe6oeaHIDIM H.D: 3aKmo•1em1e: o,n:OEPEHO 

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

110.urorosneHo: ogesh ITpoeepeHo: Pravesh npoaepeHo (AOK) : person / O,uo6peHo: 06ecne'-!ettne 

Chauhan 

t
a Rana i Amil Kumar \ K8•1eCTBaf0TBew seRHOe JlllUO: 

/ /'----~~ l ~Jt~il) 

; , 

Date/ Date / Date / Date/ )A_-, '-1 l " tA'.' 
}].am; 25.11.2025 ,[I.am : _5 .11 2 0 5 ~ aTa: 25.11.20.5 }].a 

Regist~red Office: 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 


