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

CEPTH~HKATAHAJilI3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Nalagarh Road, Baddi, 
Oistt. Solan, H.P., 173 205, !NOIA 

Tel: +9198166 56001-02 
www.drreddys.com 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,!J;yKT: KeTopon® (KeToponaK) pacrnop ,D,ml BHYfPHBeHHOro H BHYfPHMbillletrnoro BBe,D,eHml, 30 Mr/MJI 

Batch No/ 
: V260044 

Batch Quantity/ 454545 ampules I 
Cepusr .N'!! Ofr1>eM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJ1HTn11ecKuii OT'leT .N'!! : 890001857295 ,U:aTa auanu3a : 09.01.2026 

Date of Manufacture / 
: 12/2025 

Date of Expiry/ 
11/2027 

,U:aTa np0H3B0,!J;CTBa ro,!J;eH ,!J;O 
: 

Mfg. License No./ 
IlpOH3BO,!J;CTBeuuasr : MNB/05/263 MA number:/ : JITT-N2(008888)-(Pr-RU) 
JIH .. eH3HSI .N'!! HoMep PY 

Analysis performed according: ND/ AuaJJH3 npone,1J;eH no H,u:: JITT-N2(008888)-(Pr-RU)-l 70225 
Pa2e 1 of7 / CTp. 1H37 

N~ Test/ IloKa1aTeJ1b Results/ Pe1yJihT3Thl Specification / HopMa 

1 Description/ Onucauue Clear colorless solution. / l1p03pa4HhIH Clear colorless to slightly yellow color 
6ecu,BeTHhIH pacrnop. solution. I l1p03pa4HhIH pacrnop OT 

6ecu,BeTHOro AO CBeTJIO-)KeJITOfO Il,BeTa. 

2 Identification* / Uti.eHTmJ>uKauuSJ* 

2a HPLC* I B3)KJ(* 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 mam peak in the 
standard solution. / BpeMll yt1.ep)K1rnaHHl! chromatogram of standard solution (Assay 
OCHOBHOfO n11Ka Ha xpoMarnrpaMMe section). I BpeMll y ti.ep)KHBaHHl! 
11crrhnyeMoro pacrnopa CO0TBeTCTByeT OCH0BHOfO ITHKa Ha xpoMarnrpaMMe 
BpeMeHH yti.ep)K11BaHHll 0CHOBHOfO UHKa HCIThITyeMoro pacrnopa AOJI)KH0 
Ha xpoMaTorpaMMe CTaHti.apTH0fO C00TBeTCTBOBaTh BpeMeHH yti.ep)KHB3HHll 
pacrnopa. OCH0BH0ro ITHKa Ha xpoMarnrpaMMe 

CTaHti.apTH0rO pacrnopa (pa3ti.en 
«KonWiecrnettuoe onpeti.eneHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMettaHue: ITpoti.yKT coorneTcrnyeT Tµe6osaHHl!M HA 3aKmotteuue: O,Ll;OliPEHO 

Prepared by I 
IToti.roToBneHo: Shagun 

~2--

Date/ 

.[{aTII: 10.01.2026 

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

nposepeHo: Pravesh ITposepeHo (AOK): person / Oti.o6petto: O6ecrreYeHHe 

Rana 1 AmitKuma~ KaYecrna/OrneTCTBeHHOe JIHU,0: 
,.10 N l I..._ 1-<-\/ v, ... q<J 

~ .,-- .-----Lv--J 
Date / Date/ IDate / I /,-,fJ ',-Jo .L ~ 
,[(aTa: 10.01.2026 )J,aTa: 10.01.2026 )J,arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Raddy'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 : +91 98166 56001-02 
www.drreddys.com 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIPOJJ.YICT: KeTopon00 (KeTOPOJ13K) pacTBOP )].1151 BH)'TPHBeHHOro H BH)'TPHMhlllJeqHoro BBe)].eHH51, 30 Mr!MJJ 

Batch No/ 
: V260044 

Batch Quantity/ 454545 ampules / 
CepnH .N'!! O6'heM cepnu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHii OT'leT .N'!! : 890001857295 ;::I:aTa auaJIHJa : 09.01.2026 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

llaTa npoH3BO,LJ;CTBa roi:.eu JJ.O 
: 

Mfg. License No./ 
IlponJBO,LJ;CTBeuuaH : MNB/05/263 

MA number:/ : JITT-N2(008888)-(Pf-RU) 
JIHI~eH3HH .N°!! HoMep PY 

Analysis performed according ND/ AuannJ npose,LJ;eu no H)],: JITT-N2(008888)-(Pr-RU)-170225 
Page 2 of 7 / CTp. 2 HJ 7 

.N'!! Test/ IloKaJaTeJih Results/ PeJyJihTaThI Specification / HopMa 

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

Y(/)-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>-crreKTJ)hI rrornoIIIeHilll maxima at 322 ± 2 nm. / Y<l>-crreKTJ)hI 
HCIIhITyeMoro pacrnopa H pacrnopa II Orn O III e Hilll HCIIhITyeMoro paCTBOpa 11 
CTaH,napTHOro o6paJIIa KeToponaKa pacrnopa CTatt.napTHOro o6paJIIa 
TJ)OMeTaMJ1Ha s o6JTaCTJ1 OT 200 .no 400 HM KeToponaKa TJ)OMeTaMJ1Ha s o6JTaCTJ1 OT 
J1Me!OT MaKCl1MYMbl rrornoIIIeH11H rrp11 200 .no 400 HM .II_OJT)l(Hbl HMeTb 
322±2 HM. MaKCHMYMbl nornoIIIeHH51 rrpH 322±2 HM. 

3 Clarity/ IlpOJpaqnocTh The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnanecIIeHIIHH rrperraparn suspension I. / OrranecIIeHIIHH nperraparn 
He rrpeBhIIIIaeT orranecueHIIHJO cycrreHJHH He ,nOJT)l(Ha npeBbIIIIaTb onanecueHIIHJO 
cpaBHeHilll I. cycneH3HH cpaBHeHilll I. 

4 Color/ l.l,BeTHOCTh 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
ITornoIIIem1e ,nomKHo 6h1Tb He 6onee 0,20 
rrpH ,II_JTHHe BOJTHbl 430 HM. 

5 pH 7.3 From 6.9 to 7.9. I OT 6,9 .no 7,9 . 

6 Particulate matter/ MexaunqecKne BKmoqeuuH 

6a Visible particles / Complies / CoorneTcrnyeT Should be absent. / 
BH.II_HMbJe qacTHUbl AoJT)l(HhI oTcyTcTBOBaTh. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me'!aune: ITpo,nyKT coorneTcrnyeT Tpe6oBaHillIM HA 3atrntol.feune: O,l],OliPEHO 

Prepared by/ 

ITo,nroTOBJTeHo: Shagun 

72__-

Date / 

)],aTa: 10.01.2026 

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

ITpoBepeHo: Pravesh OpoaepeHo (AOK): person / O.no6peHo: O6ecrre'leHrre 

Rana 1 Amit Kumar/ K8'-leCTBal OTBeTCTBeHHOe nHuo·Q_. 
,~\)Nl L ¥-_V \-I I· -

f --- .---Cvv') 
Date / Date / !Date / ( \ --e I n,(._D )__,£ 
)].aTa: 10.01.2026 )],aTa: I 0.01.2026 Aarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91404900 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~HKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, 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 
Ilpo~YKT: KernpoJI® (KeTOpOJiaK) pacrnop )],ml BH)'TPHBeHHOfO H BH)'TpHMhIWe'-:IHOfO BBe)].eHml, 30 Mr/MJI 

Batch No I 
: V260044 

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

: 
454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJIHTH'lecKuii OT'leT .N'!! : 890001857295 ,U:aTa auaJiuJa : 09.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2027 

llaTa UP0H3B0~CTBa 
: 

ro~eH ~0 
: 

Mfg. License No./ 
Ilpou3BO~CTBeuuaH : MNB/05/263 MA number:/ 

: JITI-Mi(008888)-(Pf-RU) 
JIHUeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBe~eu no H,n:: JITI-N!!(008888)-(Pf-RU)-170225 

.N'! Test/ IloKaJaTeJib Results/ PeJy.nbTaTbI Specification / HopMa 

6b Invisible particles / 
HeBH.D..HMhie qacTHL\hI: 
i. Particles 2': 10 µm / 2 not more than 6000 per ampoule; / 

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

ii. particles 2': 25 µm / 1 not more than 600 per ampoule. / 
qacn11-1 pa3MepoM 2': He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities/ IlpuMecu 

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

Impurity B / TipHMech B Below LOD (LOD = 0.014 %) / HmKe not more than 0.50 % / He 6onee 0,50 %; 
npe.o..ena ofotap)')l<eH!UI (nQ = 0.014 %) 

Impurity C / TipHMech C Below LOD (LOD = 0.010 %) / HmKe not more than 0.50 % / He 6onee 0,50 %; 
noe.nena 061-1apyme1-11-rn (00 = 0.010 %) 

Impurity D / TipHMech D Below LOD (LOD = 0.014 %) / HmKe not more than 0.20 % I He 6onee 0,20 %. 
rrpe.D..eJia o6ttapy)l(eHH51 (ITO= 0.014 %) 

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

Below LOQ (LOQ = 0.050%) / HH)l(e 
HeH,neHTH~HUHp0B3HH351 

npe.nena KOJJHIJecTBeHHoro orrpe.D..eJJeHHR 
IIpHMeCh 

(ITKO =0.050%) 

Total impurities I CYMMa 0.1% Not more than 1.50 % I He 6onee 1,50 %. 
npHMecew 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'-lattue: TTpo.D..yKT coorneTcrnyeT TPe6osaHH51M H,ll, 3aK.nIO'lettue: 0.ll:OJiPEHO 

Prepared by / 

no.o..rOTOBJJeHO: Shagun 

52-
Date/ 

Aarn: 10.01.2026 

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

TTposepeRo: Pravesh OpoaepeHO (AOK): person I O.uo6pe1-10: O6ecneqem1e 

Rana 

1 
Amit Kumar KaqecTsa/OrneTcTBeHHoe m1uo: 

(\ '<(' (}r-l~I L K l""-'1~(2_ .,,,,,-- • v'-1 
Date/ Date/ !Date I 11~i,--zol.-'. 
,ll,arn: 10.01.2026 ,l],arn: 10.01.2026 ,ll,arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hill s, Hydera bad - 500034, Telangana, India 
Tel: -+9140 4900 2900, Fax: +9140 4900 2999, Ema il: 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 ANALYSI 
CEPTH <l>HKA T AHAJilI3A 

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

Tel : +91 98166 56001-02 
wv,;w.d rreddys.com 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpOJJ:YKT: KeTopon"° (KeToponaK) pacTB0p ,n:n51 BHyrp11Be1rnoro 11 BHYfPHMbtweYHoro nne.n.e1-nrn, 30 Mr/Mn 
Batch No/ 

: V260044 
Batch Quantity / 454545 ampules / 

Cep1rn .N'!! O6beM cepuu 
: 

454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AHaJiuTu'lecKuu 0T'ICT .N'!! : 890001857295 ,Zl;aTa aHaJiuJa : 09.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2027 

,[t;aTa DPOH3B0,ll;CTBa 
: 

roJ];eH J];O 
: 

Mfg. License No./ 

IIponJBOJJ:CTneuuaH : MNB/05/263 
MA number:/ 

: JIIT-.NQ(008888)-(Pf-RU) 
HoMep PY JIHQeHJHH .M! 

Analysis performed according- ND / Auam13 npone,neH no H,11,: Jill-NQ(008888)-(Pf-RU)-l 70225 
Page 4 of 7 / CTJJ. 4 HJ 7 

.N'! Test/ TioKaJaTeJih Results/ PeJyJihTaThI Specification / HopMa 

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

He Mettee 10,0 MJI (o6beM, H3MepeHHblH 
Ha 0CH0BaHl1H o6be,ll.HHeHHOro 
co,11.ep)J(l1Moro 10 aMrryJI). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaicrepuaJihHhle /<=0.725 E3/Mr Trometamol. I He 6oJiee 5,8 E3/Mr 
3H.IJ.0TOKCHHhl KeTopoJiaKa Yp0MeTaMHHa. 

10 Sterility** I NA Must be sterile. I ,[(OJI)J(eH 6bITh 
CTepHJihHOCTh ** CTepHJihHhIM. 

11 Assay/ KonuqecTeennoe 30.40 mg I 30,40 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe.11.enentte Trometamol per 1 mL. I OT 27,0 Mr .no 

33,0 Mr KeTOpOJiaKa YpOMeTaMOJia s l MJI. 

12 Ethanol content/ 3TanoJJ 11.96 % 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 / 
TipuMeqanue: ITpo.nyKT COOTBeTCTByeT Ype6oBaHlli!M H,[( 3aKmoqem1e: O,l(OliPEHO 

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

ITo.nroTOBJietto: Shagun ITpoBepeHo: Pravesh ITpoBepeHo (AOK): person/ O,11.06petto: O6ecneqem1e 

Rana 

1 
Amit Kumar Ka1Iecrna/OrneTCTBeHHOe JIHIJ,O: 

~ /\~-- Juf'l'L Ku"'1Y-'L 

~vv'l 
Date/ Date/ Date I I Date/ / 1'1J/,°\0)...,b 
,[(am: 10.01.2026 ,[(am: 10.01.2026 ,[(am: 10.01.2026 ,[(am: 

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 

CEPTM~HKATAHAJilI3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, 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 
Ilpo.a:v1n: KeTopon® (KeTOPOJiaK) pacrnop .a:mi: BHYfPHBeHHOro H BHYfpHMbIWe<rnoro BBe~eHH.)I, 30 Mr!MJI 

Batch No/ 
: V260044 

Batch Quantity / 454545 ampules I 
CepnH .N'!! 06beM ceprm : 454545 aMny11 

Analytical Report No/ Date of Analysis / 
AuaJinTnqecKnii oTqeT .N'!! : 890001857295 ,L(aTa auaJinJa : 09.01.2026 

Date of Manufacture / 
: 12/2025 

Date of Expiry/ 
11/2027 

llaTa nponJBO.ll:CTBa ro.a:eu Jl:O 
: 

Mfg. License No./ 
Ilpon3eo.a:cTBeuuaH : MNB/05/263 MA number:/ : JU1-N2(008888)-(Pf-RU) 
JIHQCH3HH .N'!! HoMep PY 

Analysis performed accordin2 ND I AuaJinJ npoee.a:eu no H)I.: JU1-N2(008888)-(Pf-RU)-170225 
Pa2e 5 of 7 / CTp. 5 HJ 7 

Test/ 11oKa3aTem, Results/ PeJyJihTaThI Specification / HopMa 

13 Packaging/ Onucauue 
ynaK0BKH 

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. / 
no 1 MJl B aMDYJlbl 113 CBeT03aIU11THOro 
cTeKJla TeMHO-Kopwrnesoro UBeTa KJlacca 
I. B BepxHett 'l.aCTl1 aMITYJlbl HaHeCeHbl 
KOJlhUO 11 TO'l.Ka ,u;u1 pa3JlOMa. Ha aMnyJ1y 
HaKJlel1BalOT 3Tl1KeTKy. 
no 10 aMITYJl BMeCTe C Jll1CTKOM-
BKJla,UbIIIIeM B nBX/amoM11H11eBhIH 
6m1cTep. no 1 6J111cTepy B na'l.KY 
KaprnHHyIO. 

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. 
l blister in a carton pack; for in-patient 
facilities: 2, 3, 5 blisters in a carton pack. 
I 
no 1 MJl B aMnyJlbl 113 CBeT03aIU11THOro 
CTeKJla TeMHO-KOpH'l.HeBoro UBeTa KJlacca 
I. B sepxHeH 1-taCTl.f aMnynhI HaHeceHhl 
KOJlhUO H TO'l.Ka .um1 pa3n0Ma. Ha aMnyJly 
HaKne11BalOT 3Tl1KeTKy. 
no l O aMITYJl BMeCTe c JlHCTKOM­
BKJla,UbIIIIeM B nBX/anIOM11H11esb1i1 
6Jll1CTep. no 1 6Jll1CTepy B rraqKy 
KapTOHHYlQ; OJ/fl cma4uoHaporJ: no 2, 3, 5 
6Jll1CTepoB B na'IKY KapTOHHYlQ. 

* Tests are not performed during the stability investigation./* l1cn1>ITaHH.)I He nposo~H B xo~e HCcJieAOBaHH.)I 
CTa6HJihHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** TipH BhmycKe npenaparn 
KOHTpOJib KaqecTBa no noKa3aTemo npOBO~HTC.)I AJIR Ka)K)].OH 15-0H cepHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'-lau11e: npo,uyKT coorneTcrnyeT TPe6osaHIDIM HJJ: 3aKJIIO'-leuue: OJJ:OliPEHO 

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

no,uroTOBJleHo: Shagun nposepeHo: Pravesh nposepeHo (AOK): per on / O,uo6peHo: 06ecrre'l.eHHe 

Rana 

1 
Amit Kumar Ka4ecna/0Tserc-raeHHoe m1uo: 

'fl--- ('~ l UNI I<'.. l"-1 /<:\~ 
__ _ ,:::::\/"') 

Date/ 

I 
Date I Date I !°ale/ I / 13 / r,{Ol-b 

JJ;ara: 10.01.2026 ,Llara: 10.01.2026 ,Aa-ra: 10.01.2026 JI.a-ra: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangan a, India 
Tel: +9140 4900 2.900, Fax: +9140 4900 2999, Email: 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 
CEPTII cl> IIKAT 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 

IIPOAYin: KeTOPOJI@ (KeTopoJiaK) pacrnop .a.mi BttyrpHBeHHOro H BHyrpHMbIWe4HOro BBe,U.eHHSI, 30 MriMJI 

Batch No/ 
: V260044 

Batch Quantity / 454545 ampules / 

CeouH N!! 061>eM cepuu 
: 

454545 aMnyJI 

Analytical Report No/ Date of Analysis / 

AuaJIHTH'leCKHH OT'leT N!! : 890001857295 ,L(aTa auaJIHJa : 09.01.2026 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

,L(aTa DPOH3BOACTBa roAeH,U.O 
: 

Mfg. License No./ 

IlpoHJBOACTBeuuaH : MNB/05/263 
MA number:/ : JIIT-N2(008888)-(Pf-RU) 

JIHIIeHJHH N!! HoMep PY 

Analysis performed accordin2 ND I AuaJIH3 npoBeAeH no H,L(: JIIT-N2(008888)-(Pf-RU)-170225 
Page 6 of7 / CTp. 6 HJ 7 

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

INN/ MHH: Ketorolac I KernponaK 

API manufacturer batch number/ 
2KTM0540925 

HoMep cepuu npon1B0JJ.HTeJrn A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHUHH npOHJBOJJ.HTeJlH FESA00529 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
IlpoHJBOJJ.HTeJib A<l>C, cTpaua: CawMe.n Jia6c J1HMl1Te.n, 11H.D:11SI 

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/ ,D,-p Pe.u..n:11'c Jia6opaTop11c JIT.n., 11HJJ.HSI, llpomBo,ncrneuuoe no.npa1.nenem1.e-6, 
HanMeHOBauue, a.npec, J1HUeH311H JJ.JlH 
IIpOHJBOJJ.CTBeHHaH DJ10IU3JJ.Ka / IlJJoIUaJJ.Ka 

B11JIJI. Kxonh, Hanarapx Poy.n, .6a.u..n:11, ,D,11crp11KT Conau, X.Il., 173205, l1u.u.m1 

KOHTpOJIH Ka'leCTBa / IIJ10UJ.a.u.Ka Bhmycica 
(nm.(eHJHSI N!1 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»./ 

3aKJIIO'feHHe O COOTBeTCTBHH: «HacTOjjlUHM SI IIOJJ.TBep)l(JJ.aIO, qTO rrp1rne.u.eHHaS1 Bblllle HH<pOpMal\Hjj SIBJijjeTCji JJ.OCTOBepHOH 11 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMeqauue: llpo.nyKT coorneTcrnyeT Tpe60BaHHS1M H,D, 3a1mt0'feuue: O)1,OliPEHO 

Prepared by I Checked by I Checked by {AQA) I Approved by: Quality Assurance/ Authorized 
Tio.11.roTOBJJeHo: Shagun llpoBepetto: Pravesh llpoaepe1-10 (AOK): person/ O.u.o6peuo: 06ecrreqeH11e 

Rana 

1 
Amit Kumar KaqecTea/OrneTCTBeHHOe JIHUO: 

?~ t _/__ ,Q Ul'-'I L 1<-VVV! f\VL 
--~~.wi 

Date/ Date I Date I !Date / I /--u/---o(Ol6 
,D,arn: l 0.01.2026 ,D,arn: l 0.01.2026 ,D,arn: 10.01.2026 ,n:aTa: 

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 

CEPTH~HKATAHA.JIM3A 

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

Tel: +9198166 56001-02 
www.drredciys.com 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,!J,y1n: KeTopo11i,o (KeTopo11aK) pacrnop ,!J,JISI BHyrp11Bettttoro H BHyrpHMbillie'rnoro BBe,!J,ettmI, 30 Mr/Mn 

Batch No/ 
: V260044 

Batch Quantity / 454545 ampules / 
CepnH N2 O6'heM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis/ • 
AuaJinTntJecKnii OTtJeT N2 : 890001857295 ,ll.aTa auaJinJa : 09.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2027 

lllaTa npoHJB0,!J,CTBa 
: ro)J,eH)J,O : 

Mfg. License No./ 
IlpOH3B0,!J,CTBeHHaH : MNB/05/263 

MA number:/ : J1TT-N2(008888)-(Pr-RU) 
Jimi:euJnH N!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBe)J,eu no HJ(: JITT-N!!(008888)-(Pr-RU)-l 70225 
Page 7 of 7 / CTp. 7 HJ 7 

TOLfHOH. 3Ta cepIDI rrpo.uyKURH rrpomBe,UeHa (BKJUOLfal! yrraKOBKY (MapKHpOBKy) H KOHYpOJlh Kal.Jecrna) Ha BhIIIIeyKa3aHHOH 

rrpOH3B0,UCTBeHHOH ITJlOll(a,UKe (rr11oma.uKax) B ITOJIHOM COOTBeTCTBHH C Ype6oBaHHllMH TipaBHJl Ha,UJie)l{ameii rrp0113B0.UCTBeHHOH 

rrpaKTHKH Eepa3Hl1CKOro 3K0H0MHl.JeCK0ro C0I03a H Tpe6oeaHHl!MH K0HYp0JlSI Kal.feCTBa JieKapCTBeHHhlX cpe,UCTB, a TaK)l{e B 

COOTBeTCTBHH co crreumf>HKal{HllMH, co.uep)l{all(HMHCll B perHCYpaUHOHHOM .UOChe CYpaHhl-HMI10pTepa. 3arrHCH ITO rrpOH3B0.UCTBY, 

yrraKOBKe H aHaJlH3Y rrpoeepeHhl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oeaHRSIM TipaeHJI Ha.llJle)KaJUeH rrpOH3B0.UCTBeHHOH 

rrpaKTHKH Eepa3Hl1CKOro 3K0HOMHl.JeCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np11l\1ettam1e: ITpo,uyKT CO0TBeTcTByeT Tpe6oeaHIDIM H)]; 3atemotteuue: O)];OliPEHO 

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

no.11.roTOBJleHo: Shagun Dpoeepe1m : Pravesh ITpoeepeHo (AOI<) : person/ O.uo6petto: O6ecrreL£etttte 

Rana { Amit Kumar 
\ 

Ka'!eCTBa/OrneTcTae1rnoe 1111uo: 

V .f 
u l-' I L IC lH'-1 jt::\ 1'L_ 

~ _ _ C:vv/ 

Date/ Date I Date/ 

IIDate / I l4i/ r--J..Ott) 
)];arn: 10.01.2026 )];arn: 10.01.2026 )];aTa: I 0.0 1.2026 )];aTa: 

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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