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

CEPTII «I> IIKA T AHAJIII3A 

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. rre 1ys.com d dd 

Product:/ Ketorolil<l (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,.y1n: KeTopoJIQ◊ (KeTopoJiaK) paCTBOP ,um, BHYTPHBeHHOf'O )if BH)"fPHMbillle1-1Horo BBe,ueHH51, 30 Mr/MJI 

Batch No/ 
: V260058 

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

: 
454545 aMnyJI 

Analytical Report No I Date of Analysis / 
AuaJIHTH'-leCKHH OT'-leT .N'!! : 890001859425 ,Ll;aTa auaJiuJa : 28.01.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
12/2027 

)]:aTa npoH3B0,.CTBa ro.z:.eu AO 
: 

Mfg. License No./ 
Ilpou1eo.r.cTeeuuaH : MNB/05/263 MA number:/ 

: JU1-N~(008888)-(Pf-RU) 
JIHU,eHJHH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIHJ npoee.r.eu no II)];: J1TT-N~(008888)-(Pf-RU)-l 70225 
Page 1 of 9 / CTp. 1 HJ 9 

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

1 Description/ Onucauue Clear colorless solution. / Tip03pa'-1HbIH Clear colorless to slightly yellow color 
6ecuseTHbIH pacrnop. solution. I Tip03pa'-1HbIH pacrnop 

6eCL1BeTHOro .uo CBeTJJO-)KeJITOro I..\BeTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe•rnttue: Tipo.uyKT COOTBeTcTByeT rpe6oBaHIUIM H~, 3aKmoqeuue: O~OliPEHO 

Prepared by/ 
no.uroTOBJieHo: Shivani 

/2r 
Date / 
)J.aTa: 28.01.2026 

Checked by/ Check :d by (AQA) / Approved by: Quality Assurance/ Authorized 
nposepetto: Rama Kant npoB( petto (AOK): person / O.uo6petto: O6ecne'-letttte 

~* Abhis :::y an Ka'-lecrna/OrneTCTBeHHOe JIHI..\O: 

,_~U;-J\ L t.v 1~ l fl (l 
_/4"'1 

Date/ Date I I Date/ ,:-.:Z&-o )rJ())....£ 
,ll.a'ra: 28 .01.2026 ,ll;arn: 28.01.2026 ,ll;arn: 

Registered Office: 8-2-337, Road No. 3, Banjar" Hills, Hyderabad -· 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: t9140 4900 2999, Email: rnail@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 
CEPTH~IIKATAHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDlA 
Tel : +91 98166 56001-02 

d dd www. rre 1ys.com 
Product:/ KetorolQ◊ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo.uyKT: KeTopon® (KeToponaK) pacrnop )].m1 Bttyrpirnettttoro H BttyrpHMhJllle'-!ttoro BBe)].eHH~, 30 Mr/Mn 

Batch No/ 
: V260058 

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

454545 aMnyn 
Analytical Report No / Date of Analysis / 
AuaJIHTH'lecKuii OT'leT .N'!! : 890001859425 ,Il;aTa auaJiuJa : 28.01.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry/ 
12/2027 

,Il;aTa npOH3B0./lCTBa ro.ueu .uo 
: 

Mfg. License No./ 
IlpOH3B0./lCTBeHHaH : MNB/05/263 MA number:/ 

: JITT-N2(008888)-(Pf-RU) 
JIHU:eHJHH N!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoee.ueu no H,n:: JITT-N2(008888)-(Pf-RU)-170225 
Page 2 of 9 / CTp. 2 HJ 9 

2 Identification* / M.uenTu4>uKauus1* 

2a HPLC* I B3)KX* I The retention time of the main peak in the I The retention time of the main peak in the 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
[lpuMe'-lanue: Ilpo,nyKT coorneTcrnyeT TPe6oBaHirn:M HA 3aKJIIO'-leHue: O.l(OliPEHO 

Prepared by / Checked by/ Chec1 ~d by (AQA) / Approved by: Quality Assurance/ Authorized 
Ilo,nroTOBJietto: Shivani n poaepeHo: Rama Kant TipOBf m 10 (AOK): person/ O,no6peHo: O6ecrreqem1e 

~ ~~ 
Abhis t:1iuban Ka1Iecrna/OrneTCTBenttoe n11uo: 

'-\U-,--J i L I( \J V'-/1 /'.j (~--

__ lv"'1 
Date I bate / Date/ IDate / '~ ~ ,c, ,~ ,101--,b 
Aarn: 28.01.2026 ,Uarn: 28.01.2026 ,lJ;arn: 28.01.2026 ,lJ;arn: 

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<l>IIKAT AHA.JIII3A 

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,,r ,."m 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,D,yKT: KeTopon(!\) (KeToponaK) pacrnop L\1151 Bttyrp11Bettttoro H BttyrpHMhirneqttoro BBe,D,eHH51, 30 Mr/Mn 

Batch No/ 
: V260058 

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

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJittTuqecKuii: oTqeT N!! : 890001859425 ,ll;aTa auaJitt3a : 28.01.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
12/2027 

,Ll;aTa npottJB0,D,CTBa ro,D,eH ,[1,0 
: 

Mfg. License No. / 
IlpottJBO,IJ,CTBeuuaH : MNB/05/263 MA number:/ 

: fll1-N2(008888)-(Pf-RU) 
JIUI~eHJttH N2 HoMep PY 

Analysis performed according ND/ AuaJitt3 np0Be,1J,eu no H,z:i:: fll1-N2(008888)-(Pf-RU)-170225 
Page 3 of 9 I CTp. 3 U3 9 

Test I IloieaJaTeJib Results/ Pe3yJibT3Tbl Specification / HopMa 

chromatogram oftest solution corresponds 
to the main peak in the chromatogram of 
standard solution. / BpeM51 y,11,ep)KHBamrn 
OCHOBHOro IIHKa Ha xpoMaTorpaMMe 
HCIIbITyeMoro pacrnopa COOTBeTCTByeT 
BpeMeHH y,11,ep)KHBaHHR OCHOBHOfO IlHKa 

chromatogram of test solution should 
correspond to the main peak m the 
chromatogram of standard solution (Assay 
section). / BpeMR y,11,ep)KHBaHHR 
OCHOBHOro IIHKa Ha xpoMaTorpaMMe 
HCIIhITyeMoro pacrnopa ,11,0JI)KHO 

Ha xpoMaTOrpaMMe 
pacrnopa. 

CTaH,11,apTHOro C00TBeTCTBOBaTb BpeMeHH y .uep)KHBaHHR 
0CHOBH0ro IIHKa Ha xpoMaTorpaMMe 
crntt,11,aprnoro pacrnopa (pa3,11,en 
«Ko1111qecrnettttoe orrpe,11,eneH11e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Meqatt11e: Ilpo,11,YKT coorneTcrnyeT Tpe6oBaHH.HM H,ll; 3aiemoqeHue: o,n:OliPEHO 

Prepared by/ 

llo,11,roTOBJieHo: Shivani 

;, 
Date I 
,ll;arn: 28.01.2026 

Checked by/ Check~d by (AQA) / Approved by: Quality Assurance/ Authorized 

n poeepetto : Rama Kant Ilpoae1 eMO (AOK): per on / O,11,06petto: O6ecrreqem1e 

~~ 
Abhish ~k Chau 1an KaqecTBa/OrneTCTBeHHOe 11111..l0: 

~ 
'----( U 1-.1 \ L K \J 1 pi,2__ 

_... l rv) 
Date I Date/ I Date / Jl--v f:L.o ).-- G 
Aarn: 28.01.2026 ,ll;arn: 28.01.2026 ,ll;arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· 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 

Product:/ 
fi 0).1. KT: 

Ketorol@ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KeTO on® (KeTO OJiaK) aCTBO ,,rneHHOro H BH HMbillJelrnoro BBe,LJ.eHH51, 30 Mr/MJI 

Batch No/ 
Ce HH .N'!! 

Analytical Report No / 
AuaJiuTulfecKuu 0TlfeT .N'!! 

Date of Manufacture / 
aTa Il OH3B0)].CTBa 

Mfg. License No./ 
IlpOH3B0)].CTBeHHaH 
JIHU,eH3HH .N'!! 

: V260058 

: 890001859425 

: 01/2026 

: MNB/05/263 

Batch Quantity / 454545 ampules / 
O6beM ce uu 454545 aMn JI 

Date of Analysis / 
,[t:aTa auaJiu3a 

Date of Expiry/ 
ro,l].eH )].O 

MA number:/ 
HoMep PY 

28.01.2026 

12/2027 

: JU1-.N2(008888)-(Pr-RU) 

Analysis erformed accordin ND/ AuaJIH3 n oBe)].eu no H,Lt:: J1TT-.N2(008888)-(Pr-RU)-170225 
Page 4 of9 / CTp. 4 H3 9 

.N'!! Test/ IloKaJaTem, Results/ PeJyJ1bTaTbt Specification / HopMa 

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

Y <JJ-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>-crreKT})hI nornomemrn: maxima at 322 ± 2 nm. / Y<l>-cneKTpbr 
HCIIbITyeMoro pacrnopa H pacrnopa nornomeHH51 HCIIhITyeMoro pacrnopa H 
CTaHAapTHOro 06pa31.1,a KeTOpOJJaKa pacrnopa CTaHAapTHOro 06pa31.1,a 
TpOMeTaMHHa B o6JJaCTH OT 200 AO 400 HM KeToponaKa T})0MeTaMHHa B o6JiaCTH OT 
HMeIOT MaKCHMYMbl nornomeHtt51 nptt 200 AO 400 HM AOJI)KHbl HMeTb 
322±2 HM. MaKCHMYMbl nornomeH1151 rrptt 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. / Orranec1.1,eH1.1,1151 rrperraparn suspension I. / Onanec1.1,eH1.1,1151 npenaparn 
He rrpeBhIIIJaeT orranec1.1,eH1.1,1110 cycneH3HH He AOJI)KHa npeBbIIIJaTb orranec1.1,eHl.l,HIO 
cpaBHeHH51 I. cycrreH3HH cpaBHeHH51 I. 

4 Color / QBeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
flornomeHtte AOJI)KHO 6brTh He 6onee 0,20 
rrptt L(JIHHe BOJIHbl 430 HM. 

5 pH 7.3 From 6.9 to 7.9. I OT 6,9 AO 7,9. 

6 Particulate matter/ Mexau11qecte11e BKJH0'leuusi 

6a Visible particles / Complies / CoorneTcrnyeT Should be absent. / 
BttL(HMbie qacTHl.l,bl ,[(OJI)KHbl OTCYTCTBOBaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lau11e: TipoAyKT coorneTcrnyeT T})e6oBaH1151M HA 3aKJIIO'leuue: O,ll,OliPEHO 

Pr.epared by I 
llon.roTOBne1-m: Shivani 

Irr 
Date/ 

Aarn: 28.01.2026 

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

llpoaepeHo: Rama Kant llpoae eno (AOK) : person/ OAo6peHo: O6ecneqem1e 

~~ 
Abhist ~ " Kaqecrna/OrneTCTBeHHoe mmo: 

_(\),-.1\l KV V'-'\ P--(L 
___ -(v-') 

Date I Date/ !Date/ cl~ -o 1--102 G 
JJ:arn: 28.01.2026 Aarn: 28.01.2026 :Aa,-a: 

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

CEPTM «I> MKA T AHAJIII3A 

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:/ 
II OJl 1n: 

Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KeTO OJI@ (KeTO OJiaK) aCTBO HBeHHOfO 11 BH HMhIUJe'IHOfO BBe)].eHml, 30 Mr/MJI 

Batch No/ 
Ce HH .N'!! 
Analytical Report No / 
AuaJJHTnqecKnn oTqeT .M! 

Date of Manufacture / 
aTa Il OH3B0)lCTBa 

Mfg. License No./ 
IlpOH3BO)lCTBCHHaH 
Jiu._.eHJHH .M! 

: V260058 

: 890001859425 

: 01/2026 

: MNB/05/263 

Batch Quantity·/ 454545 ampules/ 
O6beM ce "" 454545 aMn JI 

Date of Analysis / 
,rr;aTa auaJIHJa 

Date of Expiry / 
ro)leH )lO 

MA number:/ 
HoMep PY 

28.01.2026 

12/2027 

: J1TT-N!!(008888)-(Pf-RU) 

Anal sis erformed accordin ND/ AuaJiuJ n oBe)leH no H,rr;: JlTT-N2(008888 - Pf-RU -170225 
Page 5 of9 / CTp. 5 HJ 9 

.M, Test/ IloKa3aTCJTb Results/ Pe3yJTbTaTbl Specification / HopMa 

6b Invisible particles / 
HeBH.llHMhie qacTHUbI: 
I. Particles 2: 10 µm / 167 not more than 6000 per ampoule; / 

qacrnu pa3MepoM 2: He 6onee 6000 Ha aMrryny; 
10 MKM 

11. particles 2: 25 µm / 3 not more than 600 per ampoule. / 
qacTHI..l pa3MepOM 2: He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities / TipnMecu 

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

Impurity B / flpHMech B Below LOD (LOD = 0.014 %) / Htt)Ke not more than 0.50 % I He 6onee 0,50 %; 
npeJJ.ena o6Hapy)Kemrn (ITO = 0.014 %) 

Impurity C / flpHMecb C Below LOD (LOD = 0.010 %) / Htt)Ke not more than 0.50 % I He 6onee 0,50 %; 
npenena 06Hapy)l{eHilll (nQ = 0.010 %) 

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

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

Below LOQ (LOQ = 0.050%) / H11)!(e 
HeH)].eHTH~HUHpOBaHHaii 

rrpenena KOJIWiecTBeHHoro onpeJJ.eneHilll 
np11MeCh 

(ITKO = 0.050 %) 

Total impurities/ CyMMa 0.1% Not more than 1.50 % I He 6onee 1,50 %. 
npHMecei1 

Conclu ion : APPROVED / 
3a1rn10'leune: 0,ll,06PEHO 

1:========::;;::::========;;;====,;=====::::::; 
Checked by/ Checke • by (AQA) / Approved by: Quality Assurance/Authorized 

Remarks : The Product confirms to ND/ 
IlpHMe'-laHwe: ITponyKT cooTBeTcrnyeT Tpe6osaHill!M HA 

Prepared by I 
ITonroTOsneHo: Shivani 

k 
Date I 
Aarn: 28.01.2026 

I1posepetto: Rama Kant nposepe IO (AOK): person/ Ono6peHo: O6ecrreqeHHe 
Abhi he Chauhan Ka•recTBa/OT.BeTcTBeHHOe 1muo: 

__ .(u NIL K V"'11() fl<....._ -- --Arv] 

Date/ 
1-(aTII: 28.01.2026 IDate/ _:iC&-u )-J_Ol,£ 

_)J,aTI1: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tclangana, India 
Tel : +9140 4900 2900, Fax: -t91 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. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 

Tel: +9198166 56001-02 
. .. 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramusci.iiadnjections, 30 mg/ml 
IlpO)J,YKT: KeTopoJI® (KeTopoJiaK) pacrnop )],ml BHyrpHBeHHOro H BHyrpHMbillie4HOro BBe)],eHH», 30 Mr/MJl 

Batch No/ 
: V260058 

Batch Quantity / 454545 ampules / 
CepuH .M! O6beM cepuu 

: 
454545 aMTIYJl 

Analytical Report No/ Date of Analysis / 
AuaJiuTuqecKun oTqeT N!! : 890001859425 ,lJ;aTa auaJiu3a : 28.01.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
12/2027 

lllaTa npou1eo)J,CTBa ro)J,eH )1,0 
: 

Mfg. License No./ 
Ilpon3BO)J,CTBeuuaH : MNB/05/263 MA number:/ 

: JIIT-N2(008888)-(Pf-RU) 
JIHQeu1uH N!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoee)J,eu no H,n;: JIIT-N2(008888)-(Pf-RU)-170225 
Page 6 of 9 / Crp. 6 u19 

.N'! Test I Ilo1rnJaTeJ1h Results/ PeJyJJhTaThl Specification / HopMa 

8 Extractable volume* / 10.3 ml/ 10,3 MJJ Not less than 10.0 ml ( collectively 
MJBJJeKaeMbltt 061.eM* measured volume of 10 ampoules)./ 

He Mettee 10,0 MJJ (o6beM, mMepeHHbIH 
Ha octtoBamm o6be;::urnettttoro 
coAep)l(HMoro 10 aMrryn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepuaJJhHhle /<=0.725 E3/Mr Trometamol. I He 6oJJee 5,8 E3/Mr 
3HJJ:OTOKCHHhl KeTopoJJaKa TP0MeTaMHHa. 

10 Sterility** / Complies Must be sterile. I ,[),OJJ)l(eH 6b!Tb 
CTepHJJhHOCTh ** CTepHJJbHbIM. 

11 Assay / KonuqecTseuuoe 30.72 mg I 30,72Mr From 27.0 mg to 33.0 mg of Ketorolac 
orrpeJJ:eneuue Trometamol per 1 mL. I OT 27,0 Mr AO 

33,0 Mr KernpoJJaKa Tp0MeTaM0JJa B 1 MJJ. 

12 Ethanol content/ 3rnuon 11.70 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) AO 13,10 % (06/06). 

Remarks : The Product confirms to ND/ Co.nclusion : APPROVED I 
IlpuMe'IaHue: IlpOAYKT C00TBeTcTByeT Tpe6oBaH!UIM H)J; 3aKJJ IO'IeHue: O)],OliPEHO 

Prepared by / Checked by/ Check, d by (AQA) I Approve{! by: Quality Assurance/ Authorized 
noa roTOBJleHO: Shivani TipoBepeHo: Rama Kan! ITpoue1-eHo (AOK): per on / OAo6petto: O6ecrre<Iem1e 

t,- i~ Ablush~ Ka'!eCTBa/OTBeTCTBeHHOe Jll1l(O: 

, ~01-'IL Kv>-4(:ill_ 
~v/ 

Date/ Date / Date/ IDate / Jg ~6 J-o{O 2,{ 
)laTa: 28.0 l.2026 L{arn: 28.01.2026 ,[),am: 28.01.2026 )];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.corn 
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•·· Dr.Reddy'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 
I " " ,l ,.,-,1,1.,~ ""..,.. 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIPO.UVKT: KeTopo11® (KeTopo11aK) pacrnop ,D;rnl BHYTPl1BeHH0ro H BHYTPHMhiwe1.rnoro BBe,D;eHH51, 30 Mr/MJl 

Batch No/ 
: V260058 

Batch Quantity / 454545 ampules I 
CepHH .N'!! O6beM cepHH 

: 
454545 aMny11 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHii OT'leT .N'!! : 890001859425 ,[(aTa auaJiu3a : 28.01.2026 

Date of Manufacture / 
: 01/2026 

Date of Expiry/ 
12/2027 

121:aTa npoHJB0.UCTBa ro.ueu .uo 
: 

Mfg. License No./ 
IlpoHJBO.UCTBeuuasr : MNB/05/263 

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

JIH~eHJHH ,N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBe.ueu no H.IJ:: nn-N2(008888)-(Pf-RU)-l 70225 
Pa2c 7 of9 / CTp. 7 HJ 9 

Test / IloKaJaTeJJb Results/ PeJyJJbT3Tbl Specification/ HopMa 

13 Packaging/ OnHcauHe 
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 MJJ B aMnyJJhl 113 CBeT03all.ll1THOro 
cTeKJla TeMHO-KopwrneBoro UBeTa KJJacca 
I. B BepxHett •rncT11 aMnynhI HatteceHbJ 
KOJlbl.lO 11 TO'-!Ka .nmr pa3JTOMa. Ha aMny11y 
HaKJJeJ,!BalOT 3Tl1KCTKy. 
no IO aMnyJT BMeCTe C JTHCTKOM-
BKJJa,llhIWeM B nBX/aJT!OMHHl1eBbl H 
6n11cTep. no 1 6m1cTepy B na'-IKY 
KapTOHHYfO. 

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 (n-patient 

facilities: 2, 3, 5 blisters in a carton pack. 
I 
no 1 MJJ B aMTTYJibl 113 CBeT03all.ll1THOro 
CTeKJla TeMHO-KOpH'-IHCBoro UBCTa KJJacca 
I. B BepxHei-1 '-!aCTl1 aMnyJThI HaHeceHhI 
KOJlbl.lO 11 TO'-!Ka .nm1 pa3JTOMa. Ha aMnyny 
H3KJJel1B3IOT 3THKCTKY. 
no 10 3MTTYJJ BMCCTC C Jll1CTKOM-
BKJ13,llblll1CM B nBX/an10M11tt11eBbiti: 
6n11cTep. no 1 6m1cTepy B na'-IKY 
KapTOHHYfO; OHR cmatfUOHapoe: no 2, 3, 5 
6JTHCTepoB B na'-IKY K3PTOHI-IYIO. 

* Tests are not performed during the stability investigation./ * HcnbITaHH51 He npoBO.D:51T B xo,D;e Hcc11e,D;OBaHH51 
CTa6HJlhHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** TTpH BhmycKe npenaparn 
KOHTpOJlb KalJ:ecrna no TIOKa3aTemo rrp0BO,ll;HTC51 ,ll;J151 Ka)l()]:OH 15-0H cepHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Me<1a1-1ne: npo.nyKT C0OTBCTCTByeT Tpe6oBaHH.i!M H)l 3aKm0'feHne: O)lO6PEHO 

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

no.nroTOBJieHo: Shivani npoBepetto: Rama Kant npoBel e -•o~A K): person/ O.no6peHo: O6ecne'-!e1-111e 

Ir- t~?- Abhish ~l Chau an Ka'!ecrna/OTBeTCTBeHHOe JIHl.{O: 

~ -
' \1U;-J I l_ l(U1"1(J;l_ 

_ (v-f 

Date/ Date / Date I !Date/ cJ.. &----o/.-1J2..£ 
)la1a : 28.01.2026 )laTa: 28 .01 .2026 )lam: 28.01.2026 )lam: 
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Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 •·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM <I> Jll{A T AHAJII:13A 

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.injections, 30 mg/ml 
IlPOJJ.VKT: KeTopon<!.<l (KeToponaK) pacrnop .D,ml BHyrpHBeHHOro H BHYfPHMbillJel.fHOfO BBe)],emrn, 30 Mr/MJl 

Batch No I : V260058 Batch Quantity/ 454545 ampules/ 
CepuH .M! O6'beM cepuu 

: 
454545 aMrryn 

Analytical Report No I Date of Analysis / 
AuaJIHTHlfecKuii OTlfeT .M! : 890001859425 ,I(aTa auaJiu1a : 28 .01.2026 

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

12/2027 
,I(aTa npOH3B0)],CTBa ro,ll;eH ,ll;O 

: 

Mfg. License No./ 
Ilpou1B0,ll;cTBenuaH : MNB/05/263 MA number:/ : JII1-N~(008888)-(Pr-RU) 
Jiuueu1uH .M! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBeJJ;en no H)I:: JIIl-N!i(008888)-(Pr-RU)-l 70225 
Pa2e 8 of 9 / CTp. 8 03 9 

API name/ HanMenoBanue A<l>C: Ketorolac Trometamol / KeTOponaKa TpoMeTaMOJJ 

INN/MHH: Ketorolac / KeTOponaK 

API manufacturer batch number/ 
2KTM0621025 

HoMep cepuu npoHJBO.UHTeJJst A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepuu cy6CTau1.urn npoHJBO.UHTeJJst FESA00567 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India / 
IlpoHJBO.UHTeJJb A<l>C, cTpaua: CailMe.U Jla6c JlttMHTe.u, Htt,u.1rn 

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Viii. Khol, Nalagarh 
manufacturing site / Control site / Release Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / 
site/ 

A-p PeMtt'c Jla6opaTOp11c J1w., Hu.nm,, Ilpo113no.ncrnettuoe no.upaJ,neneHHe-6, 
HanMeHOBaHue, a.upec, JJHUeH3HSI ,UJJSI 
Ilpott3Bo,ncTBeuuast nnomamrn / Ilnoma.uKa 

B11nn. Kxonh, Hanarapx Poy.u, EaMH, AncTpHKT ConaH, X.Il ., 173205, Httll.H.H 

K0HTp0JJSI Ka'leCTBa / IlJJOI.Ua.nKa BblDYCKa 
(m:1ueH3H.!I N!! 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». / 

3aKJJIO'leHtte 0 COOTBeTCTBHH: «HacT0.!111.\HM .!I: llO,ll_TBep)!(ll.a!O, 'ITO npHse,neHHa.H: BbIWe HHq>OpMaUH.H: .!IBJJ.HeTC.H: ,ll_OCTOBepHOM H 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lanue: Ilpo,nyKT coorneTcrnyeT rpe6oBaHH.!IM HA , 3aKJJtO'teuue: O,II:OliPEHO 

Prepared by I Checked by / Check~ ~ by (AQA) / Approved by: Quality Assurance/ Authorized 
n o.nroTOBJICHO: Shivani ITpouepe,w: Rama Kant nposei ~HO (AOK): person / O.no6peHo: O6ecne'lem1e 

(>'i t~ Abhih ~ , Ka4eCTBalOTBeTCTBeHHOe m1uo: 

~IJNIL _ k\Jl,"'1/J((__ __ 
__ <:~-1 

Date/ Date / Date / I Date/ ~g-4) /~J...02---6 
,[J;arn: 28.01.2026 AaTa: 28.0 1.2026 )].aTa: 28 .01.2026 ,n:arn: 

Registered Office : 8-2-337, Road No. 3, Banjarc1 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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