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

CEPTM <I> IIKA T AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 20S, INDIA 

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

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

IlpOJJ....YKT: KeTOpoJIO<I (KeTOPOJiaK) paCTBOP )].JUI BHyrp11Bettttoro H BttyrpHMb(We<rnoro BBe,D.eHl151, 30 Mr/MJI 

Batch No I : V260250 
Batch Quantity/ 

: 
454545 ampules / 

Cepua .N'!! O6'beM cepuu 454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuanuTn'lecKuii OT'ICT .M! : 890001872036 ,ll,aTa auanuJa : 07.04.2026 

Date of Manufacture / : 02/2026 
Date of Expiry/ 

: 01/2028 
IJlaTa npOH3B0,D.CTBa fo,neu JlO 

Mfg. License No./ 
Ilpou3eo,ncTeeuuaa : MB/05/264 

MA number:/ : JUl-N2(008888)-(Pf-RU) 
JIH~eH3HH .M! HoMep PY 

Analysis performed according ND/ AnaJIHJ npone,neu no HJI:: JTTT-N2(008888)-(Pf-RU)-l 70225 
Page 1 of 7 / Crp. 1 HJ 7 

.N'~ Test/ IloKaJaTeJib Results/ Pe1yJ1bTaTbl Specification / HopMa 

1 Description/ Onttcautte Clear colorless solution. / Ilp03pa'-!Hh1w Clear colorless to slightly yellow color 

6ecueeTHhIH pacTBop. solution. I Ilpo3pa'-!HhIW pacTBop OT 
6ecuseTHorb .11.0 ceeTJJO-)l(eJJToro ueern. 

2 Identification* / 1-I)leHTtt!l>ttKauttsi* 

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. / BpeM» y,11.ep)l(J1BaHH» chromatogram of standard solution (Assay 

0CHOBH0ro m1Ka Ha xpoMaTOrpaMMe section). I BpeM» y.11.ep)l(HBaHw» 

HCilhlTyeMoro pacrnopa COOTBeTCTByeT 0CH0BH0fO mma Ha xpoMaTOrpaMMe 
epeMeHH y,11.ep)l(HBaHH» 0CH0BH0ro IlHKa HCnhlTyeMoro pacTBopa )l0JJ)l(H0 

Ha xpoMaTorpaMMe CTaH,11.apTHOro C0OTBeTCTBOBaTh BpeMeHH y aep)l(HBaHH51 
pacrnopa. OCH0BH0ro nHKa Ha xpoMaTOrpaMMe 

CTaH,11.apTH0ro pacTBopa (pa3.LJ,eJJ 
«KoJJH'-leCTBeHttoe onpe.11.enem,e»). 

Remark : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpHMe'laHtte: IlpoAyKT cooTBeTcTByeT Tpe6oeaHH51M H)]; 3aKJUO'leHtte: O,ll.OliPEHO 

Prepared by / 

no)lrOTOBJJe~H0' Sarita 
Sharma V 

Date/ 

)];am: 07.04.2026 

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

npoeepe1m: Prave h nposepe,rn (AOK): Ajay person / O,11.06peHo: O6ecne'-leHHe • 

Rana f_ Kumar Srivastava Ka'-leCTBa/OTBeTCTBeHHOe Jll.lU0: 
_( UJ-..1I u p(>L.. 

__(r-f 
Date/ 

I 
Date / 

IIDate / {) (1----o GJ .~ .L._ 07.. G 
)];am: 07.04.2026 P,a-ra: 07.04.2026 :)].am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTM~HKATAHAJIB3A 

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 

IlpOJWKT: KeTOPOJlQQ (KeTopo11aK) paCTBOP )],JUI BHyrp11BeHHOrO 11 BHYfpl1MblWe1rnoro BBe,11,eHml, 30 MriMJl 

Batch No/ 
: V260250 

Batch Quantity I 454545 ampules / 

CepuH .N'!! 06beM cepuu 
: 454545 aMnyn 

Analytical Report No/ Date of Analysis / 

AuaJinTn11ecKnu OT'leT .N'!! : 890001872036 ,ll;aTa auaJiuJa : 07.04.2026 

Date of Manufacture / : 02/2026 
Date of Expiry / 

: 01/2028 
llaTa npott3BOJJ.CTBa rot:i.eH AO 

Mfg. License No./ 
IlpOH3BOACTBennaH : MB/05/264 

MA number:/ : JIIT-N!!(008888)-(Pr-RU) 
JIUUeH3HH .N'!! HoMep PY 

Analysis performed according ND/ A11am13 npoeeJJ,eH no H,ll;: JIIT-N!!(008888)-(Pr-RU)-170225 
Page 2 of 7 / CTp. 2 03 7 

x~ Test / IloKaJaTem> Results/ PeJy.llbTaTbI Specification/ HopMa 

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

Y<P-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 run have absorption maxima at 200 to 400 run should have absorption 
322 ± 2 run. / Y<l>-cneKrpb1 nornomemui maxima at 322 ± 2 run. / Y<l>-cneKrpb1 
11cnbnyeMoro pacrnopa 11 pacrnopa nornomemrn 11cnb1TyeMoro pacrnopa 11 
cTaH.uapTHoro 06pa3ua KeToponaKa pacrnopa CTaH.uapTH0ro o6paJua 
TpoMeTaMl1Ha B o6nacrn OT 200 ,11_0 400 HM KeTopoJiaKa TpoMeTaM11Ha B o6JiaCTl1 OT 
11Me!OT MaKCl1MYMbl nornomemrn np11 200 ,11_0 400 HM ,ll_QJI)l(Hbl HMeTb 
322±2 HM. MaKC11MYMbl nornomeHml np11 322±2 HM. 

3 Clarity/ Ilp03pa'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. / Onanecuettu11JI npenaparn suspension I. / Ona11ecueHU11JI npenaparn 
He npesb11UaeT onarrecueHu1110 cycneH3HH He .U0JI)l(Ha npesb11UaTb onanecueHu1110 
cpasttett11JI I. cycneH3Hl1 cpaBHeHHJI I. 

4 Color / QBeTHOCTb Absorbance should be not more than 0.20 

0.04 
Abs at a wavelength of 430 run./ 
IlornomeH11e .U0JI)l(HO 6bJTb ue 6onee 0,20 
npH ,!lJil1He B0JIHbl 430 HM. 

5 pH 7.3 From 6.9 to 7.9. / OT 6,9 ,11_0 7,9. 

6 Particulate matter / MexauuqecKue BKJ1t0'leum1 

6a Visible particles/ Complies / CooTBeTcTByeT Should be absent. / 
BH.UHMbie lfaCTHUbl AoJI)l(HbI 0TCYTCTB0BaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me'lauue: Ilpo,11_yKT coorneTcrnyeT Tpe6oBaHHJIM HA 3aKJ110'leH11e: OtI,OliPEHO 

Prepared by / 
Ilo.urornBJieHo: Sarita 

Sharma ~ 

Date / 
,UaTa: 07.04.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
npoeepeHo: Prave h nponepeuo (AOK): Ajay person / O.uo6petto: O6ecnelfeH11e 
Rana 1 Kumar Srivastava Ka'JeCTBalOTBeTCTBeMHOe JlHU0 '. 

# .____<;t){-' IL K uvvJ 1Q{l_ 

- <v-1 
Date/ Date/ 

IIDate / 61rDLf ~.zC520 
,Ua-ra: 07.04.2026 ,n:a-ra: 07.04.2026 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 

CEPTHWHKATAHAJIH3A 

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:/ KetorolQ<l (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpOllVKT: KeTOPOJlQ<) (KeToponaK) paCTBOP .a:m1 BHyrpJ.rneHHOro 11 BHyrpMMblWe'-IHOro BBe,D,eHM51, 30 Mr!MJJ 

Batch No/ 
: V260250 

Batch Quantity/ 454545 ampules I 
Cepnn .N'!! O6beM cepnn 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJinTn'leCKHH OT'leT .N'!! : 890001872036 ,ll.aTa anaJIH3a : 07.04.2026 

Date of Manufacture / : 02/2026 
Date of Expiry / 01/2028 

,ll.aTa IlPOH3B0J.{CTBa roJ.{eH J.{0 
: 

Mfg. License No. / 
Ilpon3BOJJ:CTBeuuan : MB/05/264 

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

Analysis pel"formed accordi-ug ND/ A1uu1113 nponeJ.t:eH no Hll: J1TT-M!(008888)-(Pf-RU)-170225 
Page 3 of 7 / CTp. 3 n3 7 

.N'~ Test/ IloKaJaTeJib Results/ PeJyJihTaThl Specification/ HopMa 

6b Invisible particles / 
HeBH,nHMhie 'IaCTHUhl: 
i. Particles 2: 10 µm / 04 not more than 6000 per ampoule; / 

lfacrnu pa1MepoM 2: He 6onee 6000 Ha aMrryny; 
10 MKM 

ii. particles 2: 25 µm / 02 not more than 600 per ampoule. / 
qacn,u pa1MepoM 2: He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities / IIpuMecu 

Impurity A/ IIp11MeCh A 0.06 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / ITp11Mech B Below LOD (LOD = 0.014 %) / Hm1<e not more than 0.50 % / He 6onee 0,50 %; 
rroe.nena 06Hapy)KeH11H (ITO= 0.014 %) 

Impurity C / ITp11MeCb C Below LOD (LOD = 0.010 %) I HH)Ke not more than 0.50 % / He 6onee 0,50 %; 
rrpe.nena o6Hapy)KeHWI (ITO= 0.010 %) 

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

Individual unidentified 
impurity I E,ntt:HH'IHa51 

0.06% Not more than 0.20 % / He 6onee 0,20 %. 
HeH.neHrncpHUHpOBaHHaH 
rrptt:MeCb 

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

rrpHMecett 

Remarks: The Product confirms to ND/ 
IlpttMe'-laHHe: ITpo.nyKT cooTBeTCTByeT Tpe6oBaHH}JM H,ll; I 

Conclusion : APPROVED / 
3aKmOtJeHHe: O,ll,OliPEHO 

Prepared by / 
TTo.nrornBneHo: Sarita 

Sharma ~ 

Date/ 
}lam: 07.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TTponepeHo: Pravesh TTpoBepeHo (AOK): Ajay per on / O.no6peHo: O6ecrre'IeHtt:e 
Rana d Kumar Srivastava Ka•1ecna/OTBeTCTBeHHoe n11uo: 

~ urJ 1 l l< vv-1 1(\ ,(_ 
_ c.v-1 

Date/ Date / IDate / 0 ~,-()~r(cf2 C, 
]J:arn: 07.04.2026 f.{a-ra: 07.04.2026 )J,aTII: 

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

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

CERTIFICATE OF ANALYSIS 
CEPTHWIIKATAHAJIH3A 

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

Tel: +9198166 56001-02 

www.drreddys.com 

Product:/ Ketoroll\!1 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo,IJ,yKT: KeTopoJI@ (KeTopoJiaK) pacrnop )],ml BHyTp1-rneHHOro H BHyYpHMbIWe9HOro BBe)],eHH~, 30 Mr/MJI 

Batch No/ 
: V260250 

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

: 
454545 aMnyJI 

Analytical Report No / Date of Analysis / 
AuaJIHTuqecKuii oTqeT .N'!! : 890001872036 ,ll;aTa auaJin3a : 07.04.2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
01/2028 

,ll;aTa DPOH3B0,IJ,CTBa ro,IJ,eH )],O 
: 

Mfg. License No./ 
Ilpou3BO,IJ,CTBeuuaH : MB/05/264 MA number:/ 

: JII1-Mi(008888)-(Pf-RU) 
HoMep PY JIHQeH3HH .N°!! 

Analysis performed according ND/ AHaJJHJ npoee,ueu no H,ll;: JITT-NQ(008888)-(Pf-RU)-l 70225 
Page 4 of7 I CTp. 4 HJ 7 

.N'! Test/ IloKa3aTeJJb Results/ Pe1yJ1bTaTbl Specification / HopMa 

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

10.3 ml/ 10,3 MJI He MeHee 10,0 MJI (o6beM, 113MepeHHhIH 
Ha OCHOBaHl111 o6be,[ll1HeHHOrO 
co.nep)K11Moro 10 aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
EaKTepuaJJbHbJe /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H,!l.OTOKCUHbl KernponaKa TpoMernM11Ha. 

10 Sterility** I Complies / CooTBeTcrnyeT Must be sterile. I ,[(OJI)KeH fa!Tb 
CTepUJJbHOCTb ** CTepJ,[JlbHbIM. 

11 Assay/ KOJJU'·ICCTBCHHOe 30.25 mg I 30,25 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe,!leJJeuue Trometamol per 1 mL. I OT 27 ,0 Mr ,no 

33,0 Mr KeTOpoJiaKa Tp0MeTaM0Jia s I MJI. 

12 Ethanol content/ 3TauoJJ 12.06 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) ,no 13,10 % (06/06). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me'-!auue: Ilpo,!lyKT cooTBeTcrnyeT rpe6osam-uiM HA 3aKmoqeuue: O,IJ:O6PEHO 

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

TTO..!lTOTo~ e1-10: Sarita ITpoaepeuo: Pravesh nposepeHo (AOK): Ajay person/ O,no6peHo: O6ecneqem1e 
!Sharma Rana 

f 
Kwnar Srivastava Ka'lecrna/OrneTcTBeHHOe n11uo: 

~ 
~ U ...._, I L 1u '-'1 v:l /l__ 

____cv 
Date I Date/ Date I IDate/ C, ~· -o~~.'--6 2 b 
,[(am: 07.04.2026 ,D,arn: 07.04 .2026 ,[(am: 07.04.2026 ,D,arn: 

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

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

CEPTH«l> HKAT AHAJIH3A 

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

Distt. Sulan, 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 

IlpOAYKT: KeTopoII® (KeTOPOJiaK) paCTBOp .nm, BHYTPHBeHHOro H BHYfpHMhIWe4H0ro BBe,neHml, 30 MrlMJI 
Batch No/ 

: V260250 
Batch Quantity/ 454545 ampules I 

CepuH .N'!! 06'beM cepuu 
: 

454545 aMnyJI 
Analytical Report No I Date of Analysis / 
AuaJiuTn'lecKuii: 0T'leT .N'!! : 890001872036 ,U:aTa auaJIH3a : 07.04.2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
01/2028 

,U:aTa npoU3B0ACTBa roAeH AO 
: 

Mfg. License No. / 
IlpouJBo~cTseuuaH : MB/05/264 

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

JIHQeH3HH .N°!! HoMep PY 

Analysis performed according ND I AnaJJ113 npoBe.l(eu no H,11;: JITT-N2(008888)-(Pf-RU)-170225 

13 

Test I Ilotca3aTeJih 

Packaging/ OnHcauHe 
ynaK0BKH 

Results I PeJyJJbTaTbl 

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. / 
flo 1 MJI B aMnyJihl 113 CBeT03aJ.IUITHOfO 
cTeKJia TeMHO-Kop11tJHeBoro ueern Knacca 
I. B Bepxttett qacTH aMnyJihl HaHeceHhl 
KOJihUO H TOlJKa ,UJill pa3JIOMa. Ha aMnyny 
HaKJieHBa!OT 3Tl1KeTKy. 
no 10 aMnyJI BMeCTe C JIHCTKOM-
BKJia)].hlllieM B ITBX/amoMHHHeBhitt 
6n11cTep. Ilo 1 6nHcTepy B natJKY 
KapTOHHYJO. 

Pa2e 5 of7 / CTp. 5 HJ 7 

Specification / HopMa 

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 aMTTYJibl 113 CBeT03aJ.IJHTHOfO 
cTeKJia TeMHO-KopwrneBoro uBeTa Knacca 
I. B BepxHett lJaCTH aMTTYJibl HaHeCeHbl 
KOJibUO H TO'IKa )].JIH pa3JIOMa. Ha aMnyny 
HaKJie11BaIOT 3Tl1KeTKy. 
no 10 aMnyJI BMeCTe C JIHCTKOM-
BKJia,11,blllleM B nBX/aJIIOMHHHeBbltt 
6JIHCTep. no 1 6JIHCTepy B nalJKY 
KapTOHttyio; OJ/fl cmm1u0Hapoe: no 2, 3, 5 
6JIHCTepoB B na'IKY KapTOHHVIO. 

* Tests are not performed during the stability investigation./* HcnhITaHHH He npoBOllHT B xo.l(e Hccne,nosaHllil 
CTa6HJihHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** TTpH BhmycKe npenaparn 
KOHTpOJih Ka4eCTBa no TIOKa3aTemo npoBO)].HTCH )].JI.ll Ka)l{)].OH 15-oii cepm-1. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'faHne: npo,11,yKT COOTBeTCTByeT Tpe6oeaHHHM H,ll; 3aKJIIO'feHne: O,LJ:OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
no.nrornenetto: Sarita IlpoBepetto: P7·av h IlpoBepetto (AOK) : Ajay person / 0JJ.o6petto: 06ecnetJeH11e 
Sharma ~ Rana Kumar Srivastava Ka•1ecTBa/0TBeTcrneHHOe JIHUO: 

~ (Vt--JIL ¥-. \J v-1 (\ (l_ 

_L I 
Date/ Date / Date / 'Date/ ()f,.-()l-(,-L__D1- l 
JJ,ara: 07.04.2026 ,ll;ara: 07.04.2026 ,[(ara: 07.04.2026 )];am: 

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

CIN: L85lgSAP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTMcf>IIKAT AHAJllI3A 

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

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

Tel : +91 98166 56001-02 
d d' www. rre dvs.com 

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

Ilpo,11;yKT: KeTOpOJI(!<) (KeTOPOJiaK) paCTBOp JJ:JISI BHYTPJ1BeHHOro H BHYTPHMhlllle•rnoro BBeJJ,eHml, 30 MrlMJI 

Batch No I : V260250 
Batch Quantity / 454545 ampules I 

Cepun N!! O6beM cepuu 
: 

454545 aMnyJI 

Analytical Report No I Date of Analysis / 

AuaJIHTH'leCKHH OT'leT .M! : 890001872036 ,l].aTa auaJIH3a : 07.04.2026 

Date of Manufacture / : 02/2026 
Date of Expiry / 

01/2028 
,ll.aTa npoH3B0,TJ;CTBa ro,11;eu ,11;0 

: 

Mfg. License No./ 
Ilpon3BO,TJ;CTBeuuan : MB/05/264 

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

JIHQeH3HH .M! HoMep PY 

Analysis performed accordin2 ND/ AuaJiu3 npoee,11;eu no H,[J:: JITI-N!!(008888)-(Pf-RU)-170225 
Page 6 of 7 / CTp. 6 03 7 

API name/ HauMenoeauue A<l>C: Ketorolac Trometamol I KernponaKa TpOMernMon 

INN/MHH: Ketorolac / KernponaK 

API manufacturer batch number / 
2KTM0721125 

HoMep cepuu nponJB0JlHTeJrn A<DC: 

FP Manufacturer API Batch number I 
HoMep cepuu cy6CTaHUHH np0H3B0)lHTeJUI FESA00652 
rJI<D: 

API Manufactured by & country/ Symed Labs Limited, India/ 
IlpoHJBO/lHTeJib A<DC, cTpaua: CaHMe.u Jla6c Jl11M1-ne)l, 11H.UH51 

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

manufacturing site / Control site I Release Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / 
site I JJ:-p PeMH'c Jla6opaTopuc JlT,n., 11H,nH51, TipOH3BO)lCTBeHHOe rro,npa3,neneH11e-6, 
HanMeHOBaHue, a)lpec, JIHQCH3HSI .ll,JISI 
IlpOH3BO.ll,CTBCHHast UJIO[U8.ll,Ka / IlJIO[U8.ll,Ka 

Bunn. Kxonb, Hanarapx Poy.ll., Ea.um1, JJ:ucrpHKT ConaH, X.TI., 173205, l1H,nH51 

K0HTpOJISI Kal.feCTBa / IlJI0lll.a.ll,lea BhmycKa 
(m1ueH3HSJ N2 No MNB/05/263 

Declaration of certification: «I hereby certify that the above information 1s 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 C00TBeTCTBHH: «HacTO.HIUHM .ii rro,nrnep)K,naIO, qTO rrpHBe,neHHa51 BbUIJe HH!pOpMal..lH.H SJBn.HeTC.H ,ll_OCTOBepHOH H 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'IaHue: Tipo,!:lyKT COOTBeTcrnyeT Tpe6oBaHH.HM HJJ: 3aKJIIO'IeHne: O.11:OoPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
, Tio,nroTOBJleHo: Sarita Hposepe1m: Pravesh TTpoeepeHO (AOK) : Ajay person/ O.no6peHo: O6ecrreqeHHe 

Sharma t- Rana 1 Kumar Sriva lava Ka4eCTBa/0TSeTCTBettttOe m,1u,o: 

~ 
Vr' I V"'1 ~(L_ 

__c.rJ} 
Date I Date / Date / IDate / 0 f ,,()t.,,J -J vi 6 
Aarn: 07.04.2026 ]J.aTa: 07.04.2026 )];a,-a: 07 .04 .2026 )].a,-a: 

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: L851~5AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTM$IIKATAHA.JIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Read, Baddi, 
Di~tt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
d d' www. rre ovs.com 

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

Ilpony1n: KeTopoII@ (KeTOPOJiaK) pacrnop )J.JISI BHyrpi,rneHHOro H BHYfl)HMhIWeqttoro BBe,neHHSI, 30 MrlMJI 

Batch No/ 
: V260250 

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

: 
454545 aMnyJI 

Analytical Report No / Date of Analysis / 
AuaJIHTH'leCKHH OT'leT .N'!! : 890001872036 ,ll;aTa auaJinJa : 07.04.2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
01/2028 

l,ll;aTa npouJBOACTBa roneu.uo 
: 

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

MA number:/ 
: JITT-N!!(008888)-(Pr-RU) 

JIHI~eHJHH .N°!! HoMep PY 

Analysis performed accordin2 ND/ Auan113 np0Bene11 no Hll: J1TT-N!!(008888)-(Pr-RU)-l 70225 
Page 7 of 7 I CTp. 7 HJ 7 

TQqHoH. 3ra cepID! npo.uyKUHH npomse,neHa (BKJl!Oqa.si ynaKOBKY (MapK11pOBKY) 11 K0HTpOJib Kaqecrna) Ha BbIUJeyKa3aHH0H 

np0113B0.UCTBeHH0H nnoma,nKe (nnoma,nKax) B 00JIH0M C00TBeTCTBl111 C rpe6oBaHJ151MH ITpaBHJI Ha.nne)Kall.{ett np0l13B0.UCTBeHHOH 

npaKTHKH Espa3HHCKOro 3KOHOMJ1qecKoro COI03a H rpe6osaHH51MH K0HTP0JIH Kaqecrsa JieKapcrneHHblX cpe.ucrn, a TaK)l(e B 

C0OTBeTCTBHH co cneumpHKaumIMH, co.uep)l(alllHMHC51 B perncrpaUH0HHOM .UOCbe crpaHbl-HMnoprepa. 3anHCH no npOH3B0)],CTBY, 

ynaK0BKe H attanmy nposepeHbl, H ycraH0BJieH0 HX C00TBeTCTBHe rpe6oBaHID!M ITpaBHJI Ha.JJ,Jie)l<allleH np0113B0.UCTBeHH0H 

npaKTHKH Espa3HHCKoro 3K0H0MHqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
1np11Me'lauue: ITpo.uyKT C00TBeTcTByeT rpe6oBaHH51M H)]; 3aKJIIO'lenue: O,ll,06PEHO 

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

ITo.urornsnetto: Sarita flposepetto: Pravesh ITponepeHo (AOK): Ajay person/ Ot1.06peHo: O6ecneqettwe 

Sharma 

~ 
Rana 1 Kumar Sriva lava K8'-leCTBalOTBeTCTBeHHOe m1uo: 

~ t),--Jt L f:!l)vv/ f\y(__ 
__(vvj 

Date / Date/ Date / I Date I Ci f---o Ly-)_ CJ )_ f, 
,l:{ara: 07.04.2026 )];ara: 07.04.2026 )];aTa: 07.04.2026 ,l:{ara: 

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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