
•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIII3A 

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 

IlpOAYKT! KeTopoJl® (KeTOPOJlaK) paCTBOP )]_ml BHYTPHBeHHOfO 11 BHyrpHMhillle'IHOfO BBe).l_emrn:, 30 MrlMJl 

Batch No/ 
: V260300 

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

454545 aMTIYJl 
Analytical Report No/ Date of Analysis / 
AaaJIHTH'lecKuii OT'leT .N'!! : 890001879612 ,ll;aTa auaJiuJa : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

)];aTa npOU3BOACTBa roAeH AO 
: 

Mfg. License No./ 
IlpOH3BOACTBeHHaH : MB/05/264 MA number:/ 

: JUl-N2(008888)-(Pr-RU) 
JIUQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJiu3 npoBeAeH no H,ll;: J1TT-N2(008888)-(Pf-RU)-l 70225 
Page 1 of 7 / CTp. 1017 

x~ Test/ IloKaJaTeJlb Results/ PeJyJ1hTaThl Specification / HopMa 

I Description/ Onucam1e Clear colorless solution. / flp03pa11ttb1tt Clear colorless to slightly yellow color 
6ecu.sernbrii pacrnop. solution. I Ilpo3pa11Hbitt pacrnop OT 

6ecu.seTttoro .uo cserno-)l(eJnoro u.sern. 

2 Identification*/ l1JJ.eHTH4'1tKa11.nH* 

2a HPLC* I B3)KX* 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 mam peak in the 
standard solution. / BpeMll y.uep)l{1,rnamrn chromatogram of standard solution (Assay 
OCHOBHOro miKa Ha xpoMaTorpaMMe section). I BpeMll y .uep)l{I1BaH!1H 
HCilbITyeMoro pacrnopa COOTBeTCTByeT OCHOBHOfO IIHKa Ha xpoMarnrpaMMe 
BpeMeHH y.uep)l{HBaHHll OCHOBHOro IIHKa HCIIbITyeMoro pacrnopa .llOJl)l(HO 
Ha xpoMaTorpaMMe CTaH)l8pTHOro COOTBeTCTBOBaTb speMeHH y.uep)l{H8aH!11I 
pacrnopa. OCHOBHOfO JJHKa Ha xpoMarnrpaMMe 

CTaH.llapTHOro pacrnopa (pa3.nen 
«Kon~ecrneHHoe onpe.uenett11e» ). 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMet.Jam1e: Ilpo.uyKT coorneTcTByeT Tpe6osaHHJIM H,Z1; 3aKmo'feHtte: 0.l(OliPEHO 

Prepared by / 

no.llroTOBJleHo: Pravesh 
Rana 1 
Date/ 
)J.aTa: 30.04.2026 

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

TTposepeHo: Rama Kant TTpoaepeHo (AOK): per on/ O.uo6peHo: 06ecne11eH11e 

~~ 
Amit Kumar Ka11ecrna/OrneTCTBeHHoe n1111.o : 

/\~ .-----l vw~ v-f l.fvv\ 1(1 

Date/ Date/ !Date/ ~0--ell/ ~~ 01- C, 
,ll.a-ra: 30.04 .2026 ,Z1;aTa: 30.04.2026 ~am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, l11 dia 

Tel: +91 40 4900 2900, F.ix: +9140 4900 2999, Email: mail@drreddys. com 
CIN: L85195AP1984PLC004507 

www.drreddys. com 

I 



••· 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.drreddys.com 

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

IlPOAYKT: KeTOpo1100 (KeTOponaK) pacnop )].JUI BHYTPHBeHHOfO 11 BHYfPHMblWeYHOro BBeJ].emrn, 30 Mr/MJ1 

Batch No/ 
: V260300 

Batch Quantity/ 454545 ampules I 
: 

CepnH .N'!! O6beM cepuu 454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJinTnqecKuii oTqeT .N'!! : 890001879612 ,ll;aTa anaJiu3a : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 : 

,ll;aTa np0H3B0,[J,CTBa ro,[J,eH ,/1.0 
Mfg. License No./ 
IIponJB0,/1.CTBenuaH : MB/05/264 

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

JIUQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJin3 npose,-,e11 no H,ZJ;: J1IT-N!!(008888)-(Pf-RU)-170225 
Page 2 of 7 / CTp. 2 H3 7 

.N"! Test I Ilotca1aTeJ1b Results/ Pe3yJibTaTbI Specification / HopMa 

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

Y(f)-cneKmpo</JomoMempuR * 
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<D-cneKTphI nornomeHm1 maxima at 322 ± 2 nm. / Y<D-cneKTphI 
11cnhnyeMoro pacTBopa 11 pacTBopa nornomeH11J1 11cnh1TyeMoro pacTBopa 11 
CTaH.uapTHOro o6pa3ua KeToponaKa paCTsopa CTaH.uapTHOro 06pa3ua 
TpOMeTaMHHa s 06nacT11 OT 200 .uo 400 HM KeToponaKa TpOMeTaMHHa s o6JiaCTH OT 
HMelOT MaKCHMYMhl nornomeHHH np11 200 .uo 400 HM ,[lOJI)l(Hhl MMeTI, 
322±2 HM. MaKCHMYMhl nornomeHMJI npH 322±2 HM. 

3 Clarity/ Ilpo3pa'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. / OnanecueHUHH npenaparn suspension I. / OnanecueHUl1JI npenaparn 
He npeBhllliaeT onanecueHUHIO cycneHJ1m He ,noJI)l(Ha npeBhllliaTh onanecueHu11io 
cpasHeH11J1 I. cycneH3HH cpasHeHl1JI I. 

4 Color / U:BeTHOCTb Absorbance should be not more than 0.20 

0.04 
Abs at a wavelength of 430 nm. / 
ITornomeH11e ,noJI)KHO 6b1Th He 6onee 0,20 
np11 ,[lJIHHe BOJIHhl 430 HM. 

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

6 Particulate matter/ Mexauu'tectctte BKJIIO'ICHHH 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me'lau11e: ITpo,nyKT cooTBeTCTByeT Tpe6osaHl1JIM HA 3aKJIIO'ICHHe: o,.a:OnPEHO 

Prepared by/ 

no.n.rOTOBJl? H : Pravesh 
Rana 

,$-

Date / 
.L(arn: 30.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TTposepeHo: Rama Kant TTpoaepeHo (AOK): per on/ O.uo6peHo: O6ecneqem1e 

~4, 
Amit Kumar Kal.leCTBa/OrneTCTBeHHOe JIHUO: 

/\-~ -.l,UNIL (Vvvt~fl__ 

-tv-1 
Date/ Date / IDate / s[]~ ~ r-< Cflb 
)];aTa: 30.04.2026 ,naTa: 30.04.2026 .L(arn: 

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

CIN: L8519SAP1984PLC004507 
www_drreddys.com 

I 



•·· Dr.Raddy'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.drreddys.com 

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

Ilpo,i:wKT: KeTOpon00 (KeToponaK) pacTBOP J.VHI BHyrp1-rneHHOfO 11 BHYTPHMhllliel{HOro BBe.D,eHHH, 30 Mr/Mn 

Batch No/ 
: V260300 

Batch Quantity / 454545 ampules / 
Cepus1.N'!! O6'heM cermu 

: 454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJJHTH<tecKnii oT11eT .M! : 890001879612 ,ll;aTa auaJJu3a : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry/ 
03/2028 

~aTa DP0ll3B0J).CTBa roi.eu JJ.0 
: 

Mfg. License No./ 
flpOH3BOJ).CTBCHHaH : MB/05/264 MA number:/ 

: . JII1-Mi(008888)-(Pr-RU) 
JIHQeH3UH .N'!! HoMep PY 

Analysis performed according ND/ AuaJ111J npoBeJJ.eH no IIJJ;: nn-N2(008888)-(Pr-RU)-l 70225 
Pa2e 3 of 7 / CTp. 3 03 7 

.N'2 Test I IloKaJaTeJih Results/ PeJyJihTaThI Specification/ HopMa 

6a Visible particles/ Complies I CooTBeTcTByeT Should be absent. / 
BHAHMbie ttaCTHUbl ,D:omKHbl OTCYTCTBOBaTb. 

6b Invisible particles / 
HeBH.D.HMbie ttaCTHUbl: 
i. Particles 2. 10 µm / 06 not more than 6000 per ampoule; I 

qaCTHU paJMepoM 2. He 6onee 6000 Ha aMrryny; 
10 MKM 

11. particles 2. 25 µm / 00 not more than 600 per ampoule. / 
ttaCTHU paJMepoM 2. He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities/ IlpHMecH 

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

Impurity B / ITpwMecb B Below LOD (LOD = 0.014 %) / Hw)l{e not more than 0.50 % / He 6onee 0,50 %; 
rrpe.n,ena 06Hapy)l{eH11JI (ITO= 0.014 %) 

Impurity C / ITp11MeCb C Below LOD (LOD = 0.010 %) / Hw)l{e not more than 0.50 % / He 6onee 0,50 %; 
rrpe,nena o6Hapy)l{eHHJI (ITO= 0.010 %) 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npHMe'faHHe: ITpo.nyKT coorneTcrnyeT Tpe6osaHHJIM HA 3aKJIIO'feHne: O,IJ:OliPEHO 

Prepared by/ 
no.o.roTOeneHo: Pravesh 
Rana £ 
Date I 
,ZJ;arn: 30.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
nposepeHo: Rama Kant npoeepeuo (AOK): per on/ O,no6peHo: O6ecrrel!eH1-1e 

~ufY 
Amit Kumar Ka'iCCTBa/OrneTCTBeHHOe n11uo: 

~~ S:\JNIL /<'. UI ,~rt 
lv-JI 

Date/ Date / Date / J D-O i/r.(C12-b 
,ZJ;arn: 30.04.2026 J:(a-ra: 30.04.2026 )].aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys .com 



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

CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 
D1stt. Solan, H.P., 173 205, INDIA 

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

Product:/ Ketorof1◊ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpOJJ.YKT: KeTOl)OJI~ (KeTOponaK) 1)8CTBOP )lml BHVTPl1BeHHOfO 11 BHYfPHMbilllellHOro BBe,ll.eHl151, 30 Mr/Mn 

Batch No/ : V260300 
Batch Quantity / 454545 ampules / 

CeouH N!! 06beM ceouu 
: 

454545 aMnyn 

Analytical Report No / Date of Analysis / 

AuaJIHTH<Jec1rnu 0T<JeT N!! : 890001879612 ,il;aTa auaJiuJa : 30.04.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry/ 
03/2028 

,il;aTa DD0H3B0)).CTBa ro)).eH )).0 
: 

Mfg. License No. I 
IlpOH3BOJJ.CTBeuuaH : MB/05/264 

MA number:/ : JIIJ-J,f2(008888)-(Pr-RU) 
JIHU.eHJHH N!! HoMep PY 

Analysis performed accordin2 ND/ Auam1J onose,!\eu no 11,lI;: JII1-N2(008888)-(Pr-RU)-170225 
Page 4 of 7 / CTp. 4 Hl 7 

.N'2 Test/ IloKaJaTeJib Results/ PeJyJ1bTaTbI Specification / HopMa 

Individual unidentified 
impurity / EJ:1.HHJ-!1-rnaii: 

0.07 % Not more than 0.20 % I He 6onee 0,20 %. 
He11neHTH~H~HpOBaHHa» 
np11MeCb 

Total impurities/ C)'MMa 
0.2 % 

Not more than 1.50 % I He 6onee 1,50 %. 
np11Meceit 

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

10.4 ml/ 10,4 MJI He MeHee 10,0 MJJ (o6beM, H3MepeHHhIH 
Ha OCH0Bam-111 o6beJ:J.HHeHHOro 
C0J:J.ep)l(HM0ro 10 aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTCpH3JlbHbie /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3HJ:J.OTOKCHHbl KeToponaKa rpoMernMHHa. 

10 Sterility** / NA Must be sterile. I ,n:on)l(eH 6bITb 
CTepHJibHOCTb ** CTepHJJbHhIM. 

11 Assay/ KoJIH'fCCTBCHHoe 30.79 mg I 30,79 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpeJ:1.eJ1eHHe Trometamol per 1 mL. I Or 27 ,0 Mr ).1.0 

33,0 Mr KeTOponaKa TPOMeTaMOJia B 1 MJJ. 

Remarks : The Product confirms to ND/ 

I

IConclusion : APPROVED/ 
Hpm,1e'1a1111e: IlpoJ:J.yKT coorneTcrnyeT Tpe6osatt11»M H,n: 3aKJIIO'fCHHe: O.Ll:OliPEHO 

Prepared by / Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
Tio.n.rornsneHo: Pravesh ITposepeHo: Rama Kant IlpoBepeHo (AOK): per on/ O).1.o6petto: O6ecrre11em1e 
Rana 1 ~ 

Amit Kumar Ka'IeCTBa!OTBeTCTBeHHOe mu.1.0: "'~ ~ V['l I Kv,'11'-\ 
_(v-1 

Date I Date I Date/ !Date/ ~o.,,() ½ r <rrz-h 
,n:arn: 30.04.2026 ,n:arn: 30.04.2026 ,n:ara: 30.04.2026 ,n:ara: 

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

CIN: L85i95AP1984PLC004507 
www.dn·eddys.com 

I 



•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJill3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
D1stt. 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 

IlponyKT: KeTOl)OJIO\) (KeTopoJiaK) pacrnop )],JUI BHYTPl1BeHHOro .11 BHYfp.11MhlllJetrnoro BBe,l],eHml, 30 Mr/MJ1 

Batch No/ 
: V260300 

Batch Quantity / 454545 ampules/ 
CepuH .M! O6'1.eM cepuu 

: 
454545 aMnyJ1 

Analytical Report No / Date of Analysis / 
AuaJIHTH'lecKuii 0T'leT .N'!! : 890001879612 ,[(aTa auaJIHJa : 30.04.2026 

Date of Manufacture / : 04/2026 Date of Expiry/ 
03/2028 

,[(aTa DP0H3B0)].CTBa ro)J.eH )1.0 : 

Mfg. License No./ 
IlponJBO)J.CTBeunaH : MB/05/264 MA number: I 

: JITT-N2(008888)-(Pf-RU) 
JIH~euJnH N!! HoMep PY 

Analysis performed according ND/ AnaJIHJ npose)J.eu no H.ll: JITT-N2(008888)-(Pf-RU)-170225 

12 

13 

Test I IloKaJaTeJJb 

Ethanol content/ 3TaHOJJ 

Packaging/ OnucaHue 
ynaKOBKH 

Results I PeJym,TaThI 

11.97 % 

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. / 
ITo 1 MJI B aMITYJlbl 113 CBeT03aill,11TH0ro 
CTeKJJa TeMH0-KopwrneBoro l.{Bern Knacca 
I. B BepxHeH qaCTl1 aMITYJibl HaHeCeHbl 
K0Jlhl.{0 11 T0'lKa )lJl» pa3JI0Ma. Ha aMnyny 
HaKJiel1BalOT 3Tl1KeTKy. 
ITo 10 aMnyn BMeCTe c Jil1CTK0M-
BKJ1a)lblWeM B ITBX/an10M11H11eBhIH 
6n11cTep. ITo 1 6n11cTepy B rra'lKY 
KapTOHHylO. 

Page 5 of 7 / CTp. 5 HJ 7 

Specification / HopMa 

From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) )l0 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 
ITo 1 MJl B aMnynu 113 cBeTo3aru,11THoro 
CTeKJJa TeMH0-K0pH'lHeBoro l.{BeTa Knacca 
I. 8 BepxHeH qacTH aMIIYJlbl HaHeCeHhl 
K0Jlbl.(0 11 T0'lKa .n:m1 pa3Jl0Ma. Ha aMnyny 
HaKJieHBalOT 3Tl1KeTKy. 
ITo 10 aMnyn BMeCTe c JlHCTK0M­
BKJJaJJ:bJWeM B ITBX/an10M11H11eBhIH 
6m1:CTep. Ilo 1 6nHCTepy B na4KY 
KapTOHH)'JO; OJIJ/ cmal(UOHapoe: ITO 2, 3, 5 
6JlHCTepoB B na'lKV KapTOHHYIO, 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpwMe•-iauue: ITponyKT coorneTcrnyeT Tpe6oBaHH»M H)]. 3aKJJIO'IeHue: O,l(OliPEHO 

Prepared by I 
ITo.n:rornBnetto: Pravesh 

Rana 

' Date / 

)].aTa: 30.04.2026 

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

ITposepeHo: Rama Kam npoaepeHo (AOK): person/ O.n:o6petto: O6ecne1Iett11e 

~ 
Amit Kumar KatJ.eCTBalOTBeTCTBeHHOe JlHl.{0: 

~~ 
_QU~fll ~ l/ r-i ~ -'l _ - C.V'i 

D ate / Date / !Date/ 8, o~ ¼ • ~Ol-b 
.l{aTa: 30.04.2026 )].aTa: 30.04.2026 :)].aTa: 

Registered Office: 8-2-337, Ro~d No. 3, Banjara Hills, Hyderabad - 500034, Telangan a, Ind ia 
Tel: +9140 4900 2900, F<1x : +9140 4900 2999, Em ail : mail@drreddys. com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

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

CERTIFICATE OF ANALYSIS 
CEPTHWHKATAHAJilI3A 

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 
IlpOJlYKT: KeTopo1100 (KeToponaK) pacrnop ;1,1u1 BHYTPHBeHHoro H BHYTPHMb1we1rnoro BBe,nemrn, 30 MrlMJI 

Batch No/ : V260300 
Batch Quantity / 454545 ampules / 

CepuH .N'!! O6beM cepuu : 454545 aMnyJI 
Analytical Report No / Date of Analysis / 
AuaJinTn'leCKHH OT'leT .N'!! : 890001879612 ,l];aTa auaJiuJa : 30.04.2026 

Date of Manufacture / : 04/2026 
Date of Expiry / 

03/2028 
,l];aTa DPOH3B0,!J.CTBa ro,!J.eH ,!J.O : 

Mfg. License No./ 
IlponJBOtJ.CTBeuuaH : MB/05/264 MA number:/ : Jlll-M1(008888)-(Pf-RU) 
JIHI~eHJHH .N'!! HoMep PY 

Analysis performed according ND/ AuaJinJ npose,1J.eu no H,z:i:: Jlll-M1(008888)-(Pr-RU)-170225 
Page 6 of 7 / CTp. 6 uJ 7 

* Tests are not performed during the stability investigation. I* 11cnbITaHHH He npoBO.L\HT B xo,ne HCCJie,nosaHHH 
CTa6HJlbHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** llpH BbmycKe npenaparn 
KOHTp0Jlb Kaqecrna no noKa3aTemo npoBO.[\HTCH .lJ..)151 Ka)l()],OH 15-0H cepHH. 

API name/ HanMeuosauue A<l>C: Ketorolac Trometamol I KernpoJiaKa TpoMemMoJI 

INN /MHH: Ketorolac / KeTopoJiaK 

API manufacturer batch number/ 
2KTM0721125 

HoMep cepuu npoHJBO/lHTem1 A<I>C: 

FP Manufacturer API Batch number/ 

HoMep cepuu cy6cTaHUHH npOH3BO)lHTeJUJ FESA00653 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
IlponJBO/lHTeJib A<I>C, CTpaua: Cai1Me.u Jla6c JlHMHTe.u, Htt.um1 

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) I 
site I 
HanMeH0Bam1e, a)lpec, JIHUeH3HSI )lJISI 

}].-p Pe.um1'c Jla6opaTOpHc JlT.u., l1H.[(HH, IlpOIBBO.[(CTBeHHOe IIO.[(pa3,D.eJiem1e-6, 

IlpOH3B0.UCTBeHHaSI DJIOU(a,UKa / IlJIOll.(8,UKa 
BHJIJI. KXOJlb, Hanarapx Poy.u, Ea.lUl.11, A11cTpHKT ConaH, x.rr., 173205, HH.U11» 

KOHTpOJlSI Ka'!eCTBa / IlJIOU(atJ,Ka BbmycKa 
(m1uett311» N~ No MNB/05/263 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilpu.Mc'lanue: Ilpo.ri:yKT cooTBeTcrnyeT Tpe6oaattJ.UIM HA 3aK'J110'!euue: O)(OJiPEHO 

Prepared by / 
flo.ri:rornanetto: Pravesh 
Rana 1 
Date I 
}].am: 30.04.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
flpoBepetto: Rama Kant CTpoeepeHo (AOK): person / O.uo6petto: O6ecnetJett11e 

~~ 
Amit Kumar KatJecrna/OrneTcrnettttoe n1-1uo: 

~~ 
-~Ul'-llL ~ V "'-I ~ rL_ 

tv-1 
Date/ Date I IDate / '-1 o-O L(· ~ di,£ 
}].am: 30.04.2026 }].am: 30.04.2026 }].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.dr1·eddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIII3A 

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

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

Product:/ Ketorot0 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlPOAYKT: KeTopon® (KeTOPOJlaK) paCTBOP .llJl» BHyrpi,meHHOro H BHYTPHMbillleqHoro BBe,neHH51, 30 Mr!MJl 

Batch No/ 
: V260300 

Batch Quantity/ 454545 ampules I 
CepuH .M! 061>eM cepuu 

: 
454545 aMnyJJ 

Analytical Report No/ Date of Analysis / 
AuaJJHTH'lecKuu OT'leT N!! : 890001879612 ,11.aTa auaJiuJa : 30.04.2026 

Date of Manufacture / 
: 04/2026 Date of Expiry/ 

03/2028 
I.UaTa npouJeo,a:cTBa ro,l];eu,a:o 

: 

Mfg. License No./ 
IlpouJeo,a:cTeeuuaH : MB/05/264 MA number:/ : JITI-NQ(008888)-(Pr-RU) 
JIHL{eH3HH .N'!! HoMep PY 

Analysis performed accordin2 ND/ Auanu3 npoee,a:eu no H,ll;: JITI-NQ(008888)-(Pf-RU)-170225 
Page 7 of 7 / CTp. 7 HJ 7 

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»./ 

3aKJHOl.feHue O COOTBeTCTBHH: «HacTOj{Il.(11M H IT0)lTBep)l(,11,alO, 'HO rrp11se,11,eHHaH Bblllle 11HqJOpMal.{11H HBJrneTCH )lOCTOBepHOH 11 

TO'{HOH. 3m cepIDI rrpo,11,yKUl1H rrp0H3Be)leHa (BKJJIO'{aH yrraKOBKY (MapK11pOBKY) 11 KOHTpOJib Ka11ecrna) Ha BbillleyKa3aHHOH 

np0!-1380.Ll,CTBeHHOH TIJI0il.(a,D,Ke (nJIOil.(a.Ll,Kax) B fl0JIH0M C00TBeTCTBl111 C TPe6osaHl1HMH TTpaBl1JI Ha)(Jie)Kamew rrp0113BOJICTBeHHOH 

rrpaKTHKH Espa3HHCKOro 3K0H0MH'leCKOro C0I03a H TPe6osaHl1j{Ml1 K0HTP0JIH Ka'leCTBa JieKapCTBeHHbIX cpe,D,CTB, a TaK)Ke B 

C00TBeTCTBl111 co cnel.{HqJHKaUHHMH, co.nep)Kall.(HMHC» B perHCTPal.lHOHHOM )lOCbe CTpaHbl-HMITOpTepa. 3arr11c11 no rrpOH3B0)lCTBY, 

yrraKOBKe H aHaJIH3Y rrpoaepeHhl, 11 ycTaHOBJieHO HX COOTBeTCTBl1e Tpe6oBaHHj{M IlpaBHJl HaWJe)Kamew rrpOH3B0.llCTBeHHOH 

rrpaKTl1KH Eapa3HHCKOro 3KOHOMH'{eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMel.fauue: TTponyKT coorneTcTByeT Tpe6oaaHIDIM HA 3atemol.feHHe: O,LJ:OliPEHO 

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

lloJJ.rOTOBJ'leHo: Pravesh nposepetto: Rama Kant HpoaepeHO (AOK): person/ O,11,06petto: O6ecrre11ett11e 

Rana 

f ~ 
Amit Kumar Ka11ecTBa/OTBeTCTBeHHOe Jil1L{O: 

{\,-A_ <---~ u 1-.1 1 L K- v ,,n~JL 
~( V'--/ 

Date/ Date / Date/ ' IDate / J, 0 ,(J yrJ._Q ).___(, 
.U.arn: 30.04.2026 Aa-ra: 30.04.2026 Aarn: 30.04.2026 ,ll;arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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