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

CEPTH~HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 

Viii. l<hol, Nalagar·h Road, Bad di, 
Distt. Solan, H.P., 173 205, 11\J DIA 

Tel: ➔ 9 1 98166 56001-02 

www. rre 1vs.con d cld 

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

Ilpo,1wKT: KeTopon® (KeTopoJiaK) paCTBOP ,D,ml BHyrpttBeHHOro w BHyrpHMbIWeL!HOrO BBe,o,emrn:, 30 MrlMJI 

Batch No/ : V260047 
Batch Quantity/ 454545 ampules / 

CepnH .N"!! O6'heM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AnaJIHTHtJecKnn OT'leT .N"!! : 890001857747 ,l(aTa auaJiu1a : 19.01.2026 

Date of Manufacture / : 12/2025 
Date of Expiry/ 

11/2027 
)].aTa npoH3BOACTBa roAeH AO 

: 

Mfg. License No./ 
IlpOH3BOACTBeHHaH : MNB/05/263 

MA number:/ : J1TT-N2(008888)-(Pf-RU) 
JIHQeH3HH .N°!! HoMep PY 

Analysis performed according ND I Anam13 npoeeAeH no H,l(: JTTT-N2(008888)-(Pf-RU)-170225 
Page 1 of 7 / CTp. 1017 

.N'2 Test/ IIoteaJaTeJJb Results I PeJyJJbT3Tbt Specification / HopMa 

1 Description / Onttcauue Clear colorless solution. / TTpo3pa'1HhIH Clear colorless to slightly ye1low color 
6ecuseTHhtH pacTBop. solution. I Ilpo3pa'1HhIH pacTBop OT 

6ecuseTHoro AO cseTJIO-)l(eJnoro usern. 

2 Identification*/ Jf)leHTmJrnteauus1* 

2a HPLC* I B3)l(X* 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. / BpeMj{ yAep)l{H.BaHilll chromatogram of standard solution (Assay 
0CHOBH0fO rrnKa Ha xpoMaTOrpaMMe section). I BpeMj{ y )lep)l(H.BaHH.jJ: 
H.CTihtTyeMoro pacTBopa C0OTBeTCTByeT OCHOBHOro llHKa Ha xpoMaTOrpaMMe 
speMeHH y)lep)l{H.BaH1rn 0CH0BHOro TIHKa HCTihITyeMoro pacTBopa )l0fl)l(HQ 
Ha xpoMaTOrpaMMe CTaH,UapTH0ro COOTBeTCTBOBaTh BpeMeHH yAep)l{HBaHHj{ 
pacTBopa. OCHOBHOro TIHKa Ha xpoMaTorpaMMe 

CTaH,UapTHOro pacrnopa (pa3.uen 
«KonH'lecrnenHoe onpe)lenem1e» ) . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
1IIpnMelfaHne: IlpoAyKT coorneTcrnyeT TPe6osamrnM H,n: 3aKJJIOlfeHne: O,[l,OliPEHO 

Prepared by/ 

TT011f0TOane1m: Shivani 

Devi 
p1 

Date / 
}],am: 19.01.2026 

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

IlposepeHo: Pravesh IlpoaepeHo (AOK): person/ O.uo6peHo: O6ecrre'leHtte 

Rana i Amit K7(/;_ Ka'!ecTBal OTBeTcTBe1-11-1oe~ 11uo: 

(Il l . 

~~ 
1 

Dare I Date / I Date/ 13 -o I - '2--01-£ )].aTa: 19.01.2026 )].am: 19.01.2026 ,n: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.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTM~IIKATAHA.JIH3A 

Dr. Reddy's Laboratories Lt d . 

Formulation Unit-6 
Vi ii. l<hol, Na laga1·h Road, Bc1 ddi, 
Distt. So lan, H.P., 173 205, \NOI A 

Tel : +9 1 98166 56001-02 
j www.drredCIV<..com 

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

IlPO)WKT: KeTOPOJ1~0 (KeTopoJiaK) paCTBOp )].ml BHyrp11BeHHOro 11 BHyrpHMblllle<rnoro BBe,ll.eHH51, 30 Mr/MJT 

Batch No/ : V260047 
Batch Quantity/ 454545 ampules / 

CepnH N!! O61,eM cepuu : 
454545 aMTTYJT 

Analytical Report No/ Date of Analysis / 
AHaJinTn'lecKuu 0T'leT .N'!! : 890001857747 )];aTa aHanuJa : 19.01.2026 

Date of Manufacture / 12/2025 
Date of Expiry / 

11/2027 
lllaTa npomB0.ll.CTBa 

: 
ro.n:eu /1:0 

: 

Mfg. License No./ 
IlpOH3BOJJ:CTBeHHaH : MNB/05/263 

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

nuueHJHH N!! HoMep PY 

Analysis performed according ND/ AHaJIH3 npoee,n:eH no H)]_: JITT-.Mi(008888)-(Pf-RU)-l 70225 
Page 2 of7 / CTp. 2 uJ 7 

,N"g Test/ Iloica3aTeJJb Results/ PelyJJhTaTbl Specification / HopMa 

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

Y<P-cneKmporjJomoMempzlfl * 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>-crreKTpbI rrornomemrn maxima at 322 ± 2 nm. I Y<l>-crreKTpbI 
11crrhnyeMoro pacTBopa 11 pacTBopa rrornomeH1u1 11crrhnyeMoro pacrnopa 11 

CTaH;:i;apTHOro o6pa3ua KeToponaKa pacrnopa CTaH;:i;apTHOro o6pa3ua 
TPOMeTaMHHa e o6JiaCTl1 OT 200 no 400 HM KeToponaKa TpOMeTaMHHa e o6JiaCTl1 OT 
HMelOT MaKC11MYMbl rrornomeHm1 rrp11 200 .no 400 HM J]_OJDl<Hbl HMeTh 
322±2 HM. MaKC11MYMbI rrornomemu, rrp11 322±2 HM. 

3 Clarity/ Ilpo3paqHocTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OrranecueHUHR rrperraparn suspension I. / OnanecueHU11R npenaparn 
He rrpeBbiillaeT onanecueHUHIO cycneH31111 He .nom1rna rrpeBbiillaTb onanecueHUl1IO 
cpaeHeH11R I. cycrreH31111 cpaeHeH1151 I. 

4 Color / lI;BeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. I 
TTornomeH11e .A0Jl)l(H0 6bnh He 6onee 0,20 
IIpH ,AJll1He BOJIHbl 430 HM. 

5 pH 7.2 From 6.9 to 7.9. I OT 6,9 .no 7,9. 

6 Particulate matter/ MexaHuqecicue BicmoqeHHSI 

6a Visible particles/ Complies / CooTBeTcTByeT Should be absent. I 
B11,nHMbie lJaCTHIJ,bl ,ll;OJl)l(Hbl OTCYTCTBOBaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'-laHue: TTpo.nyKT cooTBeTcTByeT Tpe6oeaH1151M HA 3aKJ110'-leHue: 0,l(OliPEHO 

Prepared by / 

TTo.nrornsneHo: Shivani 

D evi 

~( 

D ate/ 

)];am: 19.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality A ssurance/ Authorized 

nponepeHo: Pravesh npoaepeHo (AOK): person/ O;:i;o6peHo: O6ecne<JeH11e 

Rana 

1 Amit K uma~ Ka'leCTBa!OTB TCT~BeHH0e ; m..1,0: 

t ~ 
" 1/ 

Date/ Date / IDate / 
\ ~ ---0 , .-- ').,el 2--C J:{aTa: 19.01.2026 )];aTa: I 9 .o I .2026 :.D.arn: 

Registered Offi ce: 8-2 -337, Road No. 3, Ba nja ra Hil ls, Hyderabad - 500034, Tela ngana, Ind ia 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@dr r·eddys.com 

CIN : L85195AP1984PLC004507 

w ww.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. Kho\, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +9198166 56001-02 

·""'" " 
JJ. , .. r-nm 

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

IlpOAYKT! KeTopon® (KeTOPOJlaK) pacrnop )],1151 BHYTPHBeHHOro H BHYTPHMhI1.1Ie1rnoro BBe,l],eHH51, 30 Mr/MJI 

Batch No/ : V260047 
Batch Quantity/ 454545 ampules/ 

CepnH .M! O61.eM cepuu 
: 

454545 aMnyn 

Analytical Report No / Date of Analysis / 
AuaJIHTH'lecKuu 0T'leT .M! : 890001857747 )].aTa auaJiu1a : 19.01.2026 

Date of Manufacture / : 12/2025 
Date of Expiry / 11/2027 

l(aTa np0H3B0ACTBa roAeH AO 
: 

Mfg. License No./ 
Ilpon1B0ACTBeuuaH : MNB/05/263 

MA number:/ : JII1-N2(008888)-(Pf-RU) 
JIH1'eH3HH N!! HoMep PY 

Analysis performed according ND/ AttaJIHl npoBeAeH no Hl(: JII1-N2(008888)-(Pf-RU)-170225 
Page3 of7 / CTp. 3 u1 7 

](~ Test/ IloKaJaTeJJb Results/ PeJy.flbTaTbt Specification / HopMa 

6b Invisible particles / 
HeBH.UHMh!e qacTHl.l,hI : 
i. Particles 2 10 µm / 7 not more than 6000 per ampoule; I 

qaCTHU pa3MepoM 2 He 6onee 6000 Ha aMrryny; 
10 MKM 

11. particles 2': 25 µm / 0 not more than 600 per ampoule. / 
qacTHU pa3MepoM 2 He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities/ IlpHMeCH 

Impurity A / TipttMech A Below LOQ (LOQ = 0.049%) / Htt)Ke not more than 0.20 % / He 6onee 0,20 %; 
rrpe.uena KonwiecrneHHoro orrpe.ueneHH51 

(TIKO =0.049%) 
Impurity B / TipttMech B Below LOD (LOD = 0.014 %) / Htt)Ke not more than 0.50 % / He 6onee 0,50 %; 

rrpe.uena o6ttapy)KeHH51 (TIO= 0.014 %) 
Impurity C I Tip11MeCb C Below LOD (LOD = 0.010 %) / Htt)Ke not more than 0.50 % / He 6onee 0,50 %; 

rrpe_uena 06Hapy)KeHJ-UI (TTO = 0.010 %) 
Impurity D I Tip11MeCh D Below LOD (LOD = 0.014 %) / Htt)l(e not more than 0.20 % / tte 6onee 0,20 %. 

rrpe.uena 06Hapy)Kett1151 (TIO= 0.014 %) 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity I E,11,11H11qtta» 

0.10 % 
He11,11,eHTH~HU11pOBaHHaH 
rrpttMeCh 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED / 
Op11Me'lauue: Tipo.uyKT cooTBeTcTByeT TPe6oeatttt51M H,ll; 3aK.flto'leHue: O.Ll:OliPEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITo.uroToeneHo: Shivani 

~::•peHo 7 esh 
ITpoeepeHO (AOK): per on / O.uo6petto: O6ecrre'1eH11e 

Devi 

p f 

Date/ 
):(am: 19.01.2026 

Amit Kumar ,aseCTB,/OTBm ..-se~~ 

~ I 

Date/ Date/ IDate / 
\~~)~'2-0U )];am: 19.01.2026 ):(am: 19.01.2026 :)],am: 

Registered Oftice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: m2 i l@drredclys. com 

CIN: L85195AP1984PLC004507 ' 
www.drreddys.com 

I 



•·· Dr. Raddy's ~~• 
Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIII3A 

Viii. Khol, Nalagarh Road, Baddi, 

Di stt. Solan, H.P., 173 205, INDIA 

Tel: +91 98166 56001-02 

d dd www. rre 1vs.com 
Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpOJJ.YKT: KeToponQQ (KeTOPOJlaK) pacTBOP )J,JlSI BHYTPHBeHHOro 11 BHYTPHMhJUie4HOfO BBeJJ,emrn, 30 MrlMJl 

Batch No I : V260047 
Batch Quantity/ 454545 ampules / 

CepnH .N'!! 06neM cepuu 
: 

454545 aMTIYJl 

Analytical Report No I Date of Analysis / 

AttaJIHTH'lecKnn 0T'leT .N'!! : 890001857747 ,[(aTa aHaJ1u1a : 19.01.2026 

Date of Manufacture / 12/2025 
Date of Expiry / 

11/2027 
l(aTa npOH3B0,[J.CTBa 

: 
ro,[J.eH )].0 

: 

Mfg. License No. / 
Ilpou1B0JJ.CTBeHHaH : MNB/05/263 

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

HoMep PY JJHD;eH3HH .N'!! 

Analysis performed according ND/ Auanu1 npoee.i.eu no H,[(: JITT-N2(008888)-(Pf-RU)-170225 
Page 4 of 7 / CTp. 4 u1 7 

.N'2 Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbl Specification / HopMa 

Total impurities / C}'MMa 0.1 % Not more than 1.50 % / He 6onee 1,50 %. 
rrp11Mecetl 

8 Extractable volume* / 10.4 ml I 10,4 MJJ Not less than 10.0 ml (collectively 
lhsJJeKaeMblH o6beM* measured volume of 10 ampoules) . / 

He MeHee 10,0 MJl (o6beM, 113MepeHHblH 
Ha OCHOBaHl111 o6be)],11HeHHOro 
co.nep)KHMoro 10 aMrryn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepuaJJbHble /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H,1J.OTOKCHHbl KeToponaKa YpOMeTaM1rna. 

10 Sterility** I NA Must be sterile. I ,IJ;OJI)KeH 6b1Tb 
CTepHJJbHOCTb ** CTepHJibHbJM. 

11 Assay/ KoJJH'leCTBeHHOe 30.51 mg I 30,51 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe,1J.eJieHue Trometamol per 1 mL. I OT 27 ,0 Mr .no 

33 ,0 Mr KeTOpOJiaKa YpOMeTaM0Jia s 1 MJI . 

12 Ethanol content/ 3TaHOJI 11.94 % 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/ 
HpnMe'laHue: flpo.nyKT coorneTcrnyeT Tpe6osaHJHIM HJ], 3aK.111oqenue: O.LJ.OliPEHO 

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

TTo,nroTOBJietto: Shivani 
~;::•peu•:,z esh 

TTposepeHo (AOK): person / Ot1.06peHo: O6ecrre11em1e 

Devi tr Ami t Kumar ,asema/OmTcra~~ 

~ _/~ 

Date / Date I Date / 'Date / 19-0\ ~ ~7--£ 
,[(am: 19.01.2026 ,IJ;arn: 19.01.2026 ,[(aTa: 19.01.2026 ,a:a,-a: 

Registered Ofiice: 8-2-337, Road No. 3, Banjara Hills, Hyde1-a bad - 500034, Te langaria, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: m2il@drr2ddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTM~HKATAHAJIM3A 

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

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

Tel : +91 98166 56001-02 

www. rre Ivs.com d dd 

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

IIPO.ll.YKT: KeTOPOJl@ (KeTopoJiaK) pacTBOp )],1151 BHyrpi,rneHHOro H BHyrpHMblllie4HOro BBeJJ,eHH51, 30 Mr!MJl 

Batch No/ 
: V260047 

Batch Quantity / 454545 ampules/ 

Cepusr .M! O6beM cepuu 
: 

454545 aMny11 

Analytical Report No / Date of Analysis / 
AttaJIHTH'leCKHH 0T'leT .N'!! : 890001857747 )].aTa anaJIH3a : 19.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2027 

,[.(aTa npOU3B0,IJ;CTBa 
: 

ro;:i:en )];0 
: 

Mfg. License No./ 
Ilpou3BOJJ:CTBennaH : MNB/05/263 

MA number:/ 
: J1TT-.N2(008888)-(P1-RU) 

JIHUeH3HSI .N'!! HoMep PY 

Analysis performed accordin2 ND/ AuaJIH3 npoBe;:i:ett no H,ll.: JITT-.N2(008888)-(Pf-RU)-170225 

Pa2e 5 of 7 / CTp. 5 H3 7 

Test/ IloKaJaTem. Results I PeJyJ1hT3Thl 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. 

IO ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack / 
ITo 1 MJI B aMrryJihl 113 CBeT03aLUHTHOro 
cTeKJia TeMHO-Kopwrnesoro useTa KJiacca 
I. B sepxueit 1J:aCTH aMnyJihI HaneceHbI 
KOJlhl.1.0 11 TOlfKa )]JUI pa3JlOMa. Ha aMnyny 
HaKne11BaJOT 3THKeTKy. 
no 10 aMnyn BMeCTe c JlHCTKOM­
BKJla)],bIIIIeM B TIBX/aJIJOMHHHeBbIH 
6n11cTep. ITo 1 6n11cTepy B na1J:KY 
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 
rro 1 MJl B aMnyn&I 113 CBeT03aLU11THOf0 
cTeKJla TeMHO-Kop111J:uesoro u.sern Knacca 
I. B Bepxuew lfaCTH aMnynhI HaHeCeHbl 
KOJlbl.1.0 11 TOlfKa )],1151 pa3JlOMa. Ha aMnyny 
HaKne11BaJOT 3Tl1KeTKy. 
ITo 10 aMnyn BMeCTe c JlHCTKOM-
BKJla)],hlIIIeM B ITBX/a11ioM11H11es&1i1 
6n11cTep. ITo I 6n11cTepy B nalfKY 
KapTOHHYJO; OJIJl cmal,{U0Hapo6: no 2, 3, 5 
6JIHCTepoB B nalfKY KapTOHHYJO. 

* Tests are not performed during the stability investigation. I* 11cnhITaHH51 He nposOJJ,51T B xo.11:e ttcc11eJJ,0BaHH51 
CTa6HJlbHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** TTpH BhmycKe npenaparn 
KOHTpOJlb Ka4eCTBa no noKaJaTemo npOBO)],HTC51 )],Jl51 K3)K,[[,OH 15-ott cepHH. 

Remark : The Product confirms to ND/ Co11ch1 ion : APPROVED / 
OpHMe'-laHHe: ITpOAYKT COOTBeTCTByeT rpe6oBaHmIM H.D: 3aKmo<teuue: 0.ll:OliPEHO 

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

no.nroToaneHo: hivani Tiposepetto: Pravesh ITposepetto (AOK): person/ 0Ao6petto: 06ecne1Iett11e 
Devi Rana 1 Amit Kumar 

KaseCTBai0TBCTCTI!~~ 

}>1 A/--
Date / Date / Date/ IDate/ \<J·---c,r--- '2,-02-6 .ll,aTa: 19.01.2026 )],am: 19.01.2026 ,[{aTa: 19.01.2026 :Aa-ra: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· 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 
W I· '"' rlrrr.>dr!v-: .com 

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

Iloo,i:.vKT: KeTOPOJI@ (KeTOpoJiaK) paCTBOP nm1 BHyrp11BeHHOro H BHyrpHMblllie4HOro BBeneHH~, 30 Mr/MJI 

Batch No I : V260047 
Batch Quantity/ 454545 ampules / 
06'heM cepuu 

: 
454545 aMnyJI CepuH N2 

Analytical Report No/ Date of Analysis / 

AnaJJnTuqecKun oTqeT N!! : 890001857747 ,Zl;aTa anaJJnJa : 19.01.2026 

Date of Manufacture / 12/2025 
Date of Expiry/ 

11/2027 : : 
,Zl;aTa npoHJB0)lCTBa ro,[{eH .[{0 

Mfg. License No. / 
IlpoHJBO)lCTBeuuaH : MNB/05/263 

MA number:/ : JITT-N2(008888)-(Pf-RU) 
JJHUeHJHH N!! HoMep PY 

Analysis performed accordin2 ND/ AuaJJHJ npoee)leH no H)],: JITT-N2(008888)-(Pf-RU)-170225 
Paee 6 of 7 / CTp. 6 HJ 7 

API name/ HauMenoBauue A<l>C: Ketorolac Trometamol I KernponaKa TpoMeTaM0JI 

INN /MHH: Ketorolac I KernponaK 

API manufacturer batch number/ 
HoMep cepuu npottJBO)lttTeJrn A<l>C: 

2KTM0540925 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHUHH npOH3B0)lHTCJISI FESA00529 
r JI<I>: 

API Manufactured by & country / Symed Labs Limited, India/ 
IlpottJBO)lttTeJib A<l>C, CTpaua: Cail:Me)l na6c fluM11Te)l, l1tt)lm1 

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/ )];-p Pe)l)l11'c na6oparnpuc flT)l., Htt)].ml, Ilpott3BO)].CTBeHHoe no)].pa3)],enem1e-6, 
HauMeHOBauue, a)lpec, J1HUeH3USI )lJJSI 
IlpOH3B0)lCTBeHHaSI IlJIOUla)lKa / IlJJOUla)lKa 

BHJJJl. KxOJib, Hanarapx Poy)]., Ea)l)lH, ,lJ;HCTpHKT CoJJaH, x.n., 173205, HH)].1151 

K0HTpOJISI Ka'-leCTBa / IlJIOlUa)lKa BbmycKa 
(JIHUeH3U51 N2 No MNB/05/263 

Declaration of certification: «I hereby certify that the above mformation 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 COOTBeTCTBHH: «HaCT051ll.lHM 51 IlO)],TBep)l()],a!O, '-ITO npHBeAeHHa51 BbIWe HHq>OpMal.{1151 51.BJI51.eTC51 )],OCTOBepHOH H 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me'Iattue: IlpoAyKT cooTBeTcTByeT Tpe6osaHH51M H,ll; 3aKJ110'Iettue: O)1,OliPEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITo)].rOTOBJJeHo: Shivani 

~==•pe,10, 7esh 
npoaepe1-10 (AOK): person/ O)].o6petto: O6ecneGeHwe 

Devi Jr AmitKw/ KaqecTBalOTBeTcTBe1rnoe mmo~ 

1' ~ ~ . 

1Date / Dale / Date I 'Date I ) 9 ..--z:i )<-'20U 1,l];a111: 19.01.2026 )];a,a: 19.01.2026 )];am: 19.01.2026 }];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanga:ia, India 
Tei: +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>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 
www.drreddvs.com 

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

Ilpo,uy1a: KeTopoJI® (KeTOPOJiaK) pacTBOP ,[(JISI BHYTPHBeHHOro H BHYTPHMbillleLIHOro BBe,[(eHHSI, 30 MrlMJI 

Batch No/ : V260047 
Batch Quantity / 454545 ampules / 

CepuH .N'!! O61>eM cepuu 
: 

454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AttaJIHTuqecKuii oTqeT .N'!! : 890001857747 ,[J:aTa attaJIHJa : 19.01.2026 

Date of Manufacture / : 12/2025 
Date of Expiry/ 11/2027 

lllaTa npouJBO.UCTBa ro.ueH ,UO 
: 

Mfg. License No./ 
IIpoH3B0,[(CTBeHHaH : MNB/05/263 

MA number:/ : J1IT-N!!(008888)-(Pf-RU) 
JIHU:eH3HH .N'!! HoMep PY 

Analysis performed accordin2 ND/ AuaJiu1 npoBe,ueu no 11,Zl;: JITT-N!!(008888)-(Pf-RU)-170225 
Page 7 of 7 / CTp. 7 HJ 7 

T0IIH0H. 3Ta cepllil rrpo.uyKUHH rrp0H3BeJ].eHa (BKJIIO'ia.ll yrraK0BKY (MapKHpOBKY) H K0HTP011b KalfeCTBa) Ha BblllleyKa3aHHOH 

npOH3B0,L\CTBeHHOH IlJIOllla,L\Ke (rr11oma,L1Kax) B TIOJIHOM COOTBeTCTBHH C Tpe6osaHH.RMH ITpaBHJI Ha,L\Jle)l(amew npOH3B0,L\CTBeHHOH 

rrpaKTHKH Espa3HHCKOro 3K0HOMH'ieCKOro C0J03a H TPe6oBaHH.RMH KOHTPOJI.R KaIIeCTBa JieKapCTBeHHbIX cpe,LICTB, a TaK)l(e B 

COOTBeTCTBHH co cneumpHKaU.H.RMH, CO,Llep)l(aJUHMHCH B perncTpau.H0HHOM J].OCbe CTPaHbl-HMIT0pTepa. 3arrHCH no np0H3B0,L\CTBY, 

ynaK0BKe H aHamny nposepeHbl, H ycTaH0BJieH0 HX C00TBeTCTBHe Tpe6oBaHHHM ITpaBHJI Ha,UJie)l(amei1 np0H3B0.UCTBeHH0H 

npaKTHKH EBpa3HHCKOro 3K0H0MH'ieCK0ro C0J03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpHMe'IaHue: ITpo,nyKT C0OTBeTcTByeT Tpe6oBaHH.RM H,n: 3aKJJIO'ienue: 0)1,0liPEHO 

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

TTo.uroToBn.eHo: Shivani npoeepetto: Pravesh TipoaepeH0 (AOK) : person/ O.uo6petto: O6ecneIIeHtte 

D evi 

J<( 
Rana j ArnitKV KaIIecTBa/OTBeTcTB~e~1Hoe : Huo: 

' • ?" 
D ate / D ate / Date I I Date I 15 --o}-'7-<>U, 
.D,arn: 19.01.2026 )laTa: 19.0 1.2026 ,n:arn: 19.01.2026 ,[]:am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tei: +9140 4900 2900, Fax: +9140 4900 2999, Emai l: m2il @drr2dclys.com 

CIN: L85195AP1984PLC004507 
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