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

CEPTH<l>HKA T AHAJIH3A 

Dr. Reddy's Laboratori e:; Ud 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P. , 173 205, !NOii\ 

Tel : +91 98166 56001-02 
www.drred dys.com 

Product:/ Ketorol0-0 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo,uyKT: KeTOpOJl@ (KeTOPOJlaK) pacrnop .n.m, BHYTPl1BeHHOfO H BHYTPHMbIWellHOfO BBe)].eHml, 30 Mr/MJl 

Batch No/ : V260336 
Batch Quantity/ 454545 ampules / 

CepuH .M, 061,eM cepuu 
: 

454545 aMnyJI 

Analytical Report No / Date of Analysis / 
AuaJIHTuqecKHH OT'leT .N'!! : 890001880405 ,U:aTa anaJiu1a : 08.05 .2026 

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

03/2028 
lllaTa nponJBO.UCTBa ro.ueu .uo 

: 

Mfg. License No. / 
IlpoHJBO.UCTBennaH : MB/05/264 MA number:/ : J1TI-N2(008888)-(Pf-RU) 
JIHU:CH3HH .N'!! HoMep PY 

Analysis performed according ND/ Auanu3 npoBe.ueu no H,n:: J1TI-N2(008888)-(Pf-RU)-170225 
Page 1 of 7 / CTp. l u3 7 

.N'! Test/ TioKaJaTeJib Results/ PeJyJihTaTbl Specification/ HopMa 

1 Description / Onucauue Clear colorless solution. / TTp03paYHbiti Clear colorless to slightly yellow color 
6ecuseTHbIH pacrnop. solution. I TTp03pa'-1HbIH pacrnop OT 

6ecuseTttoro .no csen10-)KeJnoro usern. 

2 Identification* / M.nenTuct>uKauusi* 

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 mam peak Ill the 
standard solution. / BpeMJI y.nep)KMBamrn chromatogram of standard solution (Assay 
OCHOBHOfO n11Ka Ha xpoMarnrpaMMe section) . I BpeMJI y .nep)KHBaHJrn 
HCDbITyeMoro pacrnopa C0OTBeTCTByeT OCHOBHOfO DHKa Ha xpoMarnrpaMMe 
BpeMem1 y.nep)KMBaHH.ll 0CHOBHOro DMKa HCDbITyeMoro pacrnopa .!l0Jl)KH0 
Ha xpoMarnrpaMMe CTaH.napTHOro COOTBeTCTBOBaTb BpeMeHH y,uep)KHBaHHJI 
pacrnopa. OCHOBHOfO DHKa Ha xpoMaTor paMMe 

CTaH,uapTHOrO pacrnopa (pa3.uen 
«Kom11.JeCTBeHHoe onpe,ueneHue») . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipuMe•-rnuue: TTpo,uyKT coorneTcrnyeT TPe6osaHHJIM H.LJ: 3aKJIIO'lenue: O.LJ:OliPEHO 

Prepared by / 

Do,urornsneHo: Shagun 

V 
Date / 

.LJ:arn: 09.05.2026 

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

DposepeHo: Rama K ant n poaepeHo (AOK) : person / O,uo6peHo: O6ecne'leH11e 

~~ 
Ami l Kumar Ka '-lecrna/OTBeTCTBeHHOe n11uo: 

j\~ _(_ \l r-1 I l. I<'. vvvl ~( 

_l_v-11 

IDale / 
' 

Date / Date/ I \'"'D~ ---<><0'1.b 
}lam: 09 .05.2026 ,!lam: 09 .05 .2026 ,n:arn: 

Regist ered Office: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fox: +91 40 4900 2999, Email : ma il @drreddys.com 

CIN: L8519SAP1984PLC004507 
w ww.drreddys.com 

I 

I 



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

CEPTII <I> IIKAT AHAJIII3A 

Dr. Reddy's Laboratories LLd . 
i=ormuiation 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 

llpo,a;yKT: KeToponQ<) (KeToponaK) paCTBOP )],J151 BHYTPHBeHHOro 11 BHYTPl1MbIWe4HOro BBe,l],eHl151, 30 Mr/Mn 

Batch No I 
: V260336 

Batch Quantity/ 454545 ampules / 

CepuH .N2 O61.eM cepuu 
: 

454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJiuTn'lecKuu OT'leT .N!! : 890001880405 ,ll.aTa auaJJu3a : 08.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry/ 
03/2028 

,ll.aTa DJ)OU3B0,LJ;CTBa ro,a;eu ,LJ;O 
: 

Mfg. License No. / 
llpou3eo,a;cTeeunaH : MB/05/264 MA number:/ : JITT-N2(008888)-(Pf-RU) 
JlHUeH3HH .N"!! HoMep PY 

Analysis pe1iormed according ND/ AuaJJn3 npoee.a;eu no H,ll.: JITT-N2(008888)-(Pf-RU)-170225 
Page 2 of 7 / CTJ>. 2 u3 7 

x~ Test/ IloKaJaTeJJb Results/ Pe1yJ1hTaTh1 Specification / HopMa 

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

Y<JJ-cneKmpocjJomwwempuH * 
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>-cneKTpbI rrornomemrn maxima at 322 ± 2 nm. I Y<l>-crreKTpb1 
HCIThlTYeMoro pacrnopa J,j pacrnopa rrornomettm1 HCIThITyeMoro pacrnopa 11 

CTaH.uapTHOro 06pa3ua KeTopo11aKa pacrnopa CTaH.uapTHOro o6pa3ua 
TpOMeTaMHHa B 0611acrn OT 200 .!lO 400 HM KeToponaKa TpOMeTaMHHa B 0611aCTH OT 
HMelOT MaKCHMYMbI ITOrJI0lll,eHH51 rrpH 200 .n.o 400 HM ,D.OJl)l{Hbl HMeTb 
322±2 HM. MaKCHMYMhl nornomeHH51 rrp11 322±2 HM. 

3 Clarity/ Ilpo3pa4HOCTh The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OrranecueHUHH nperraparn suspension I. / OrranecueHUHH rrperraparn 
He npesbJIIIaeT orranecueHUHJO cycrreH3HH He .D.OJI)l{Ha npeBhIIIIaTb orranecueHUHIO 
cpasHeHHH I. cycrreH31111 cpasHemrn I. 

4 Color I U:seTHocn Absorbance should be not more than 0.20 

0.04 
Abs at a wavelength of 430 nm. / 
ITornomett11e ,n.OJI)l{HO 661Tb He 6onee 0,20 
rrpH ,llJlHHe BOJIHhl 430 HM. 

5 pH 7.2 From 6.9 to 7.9. I OT 6,9 JJ,o 7,9. 

6 Particulate matter / MexaunqecKne BKJ1101JeHttH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJ110'-leune: O.ll:OliPEHO IlpnMe'-laHHe: ITponyKT coorneTcrnyeT Tpe6osaHH51M H,ll; 

Prepared by / 

ITo.n.roTosneHo: Shagun 

Date I 
)];am: 09.05.2026 

Checked by/ Checked by (AQA) / 
ITposepeHo: Rama Kant f1posepeuo (AOK): 

Amit Kumar 

Date I Date I 
)];am: 09 .05.2026 )];am: 09.05 .2026 

Approved by: Quality Assurance/ Authorized 
person I O.uo6peHo: O6ecrreqeuHe 

KaYecrea/OTBeTCTBCHHOe m1uo: 
_c V-'"'1 \.. ~ \J"'f ~ (____ 

Date/ 

)];am: 

-1v 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTII <I> IIKA T AHAJill3A 

Dr. Reddy's Laboratories Ltd . 
i=ormuiation 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;yKT: KeTOPOJl@ (KeToponaK) pacrnop )].ml BHYTPl1BeHHOro 11 BHYTPl1MbIWe4HOro BBe)].eHl151, 30 Mr!MJl 

Batch No/ : V260336 
Batch Quantity/ 454545 ampules / 

CepuH .M, O6neM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AnaJIHTH'lecKuii 0T'leT .N'!! : 890001880405 ,ll.aTa anaJiu3a : 08.05.2026 

Date of Manufacture / : 04/2026 Date of Expiry / 03/2028 
1IaTa IlP0H3B0.l];CTBa ro)J;eH .l];0 

: 

Mfg. License No. / 
IlpouJno.a;cTneuuaH : MB/05/264 MA number:/ : JU1-N~(008888)-(Pr-RU) 
JIHUeH3HH .N'!! HoMep PY 

Analysis performed accordin2 ND/ Ana.rtn3 npone.i:i:eu no H)J:: J1Il-N~(008888)-(Pr-RU)-170225 
Page 3 of 7 / CTp. 3 H3 7 

x~ Test/ IloKaJaTem, Results/ PeJyJihT3Tht Specification / HopMa 

6a Visible particles/ Complies I CooTBeTcTByeT Should be absent. / 
811.IUIMbie 11aCTHUhl ,ll;omKHbl OTCYTCTBOBaTb. 

6b Invisible particles / 
HeBH.UHMbie 11acTI1UbJ: 
1. Particles 2: 10 µm / 09 not more than 6000 per ampoule; / 

qaCTHU pa3MepoM 2: He 6onee 6000 Ha aMrryny; 
]0 MKM 

ii. particles 2: 25 µm / 00 not more than 600 per ampoule. / 
11acrnu pa3MepoM 2: He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities / IlpHMeCH 

Impurity A / Ilp11Mecb A 0.10% not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / Ilp11MeCh B Below LOD (LOD = 0.014 %) I Hm1<e not more than 0.50 % / He 6onee 0,50 %; 
rrpe.uena o6Hapy)KeHIDI (ITO= 0.014 %) 

Impurity C / Ilp11Mech C Below LOD (LOD = 0.010 %) / H11)Ke not more than 0.50 % / He 6onee 0,50 %; 
rrpe.uena o6Hapy)KeHIDI (ITO= 0.010 %) 

Impurity D / Ilp11Mec1, D Below LOD (LOD = 0.014 %) I H11)Ke not more than 0.20 % / He 6onee 0,20 %. 
rrpe.uena o6ttapy)KeHIDI (TIO= 0.014 %) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMClf3HHe: Ilpo.uyKT COOTBeTCTByeT Tpe6oBaHJ151M H,ll; 3aKJIIOlfeHHe: O,ll.O6PEHO 

Prepared by / 
Ilo.uroTosneHo: Shagun 

~ 
Date/ 
Aarn: 09.05.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Ilpoeepe1-10: Rama Kanl Ilpoaepe1-10 (AOK): person I O.uo6petto: O6ecrre11e1-111e 

~~ 
Amit Kumar 1<a11eCTBalOTBeTCTBeHHOe JJHUO: 

/'.-A-- _<( !Jt-SI L ~ IJV--1 I'\ tl_ 
_c_v-1 

Date I Date I Date I ll~~etk )];am: 09.05.2026 )];am: 09.05.2026 )];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 

I 



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

Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJill3A 

Viii. Kho! , 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 
IlpOllVKT: KeTopo1100 (KeToponaK) pacrnop ;:i;;rn BHyrp11BeHH0ro 11 anyrp11Mb1We'rnoro rrne.nett11.sJ , 30 MriMJl 

Batch No/ 
: V260336 

Batch Quantity/ 454545 ampules / 
CepnH.N'!! O61,eM cep,rn 

: 
454545 ar,,myn 

Analytical Report No I Date of Analysis / 
AuaJ1uTu11ecKun OT'ICT .N'!! : 890001880405 .II:aTa auaJ1u3a : 08.05 .2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry/ 
03/2028 

.II:aTa Ul)0U3B0,IJ;CTBa ro,qeu AO 
: 

Mfg. License No./ 
IIpoH3BOACTBeuuaH : MB/05/264 

MA number:/ 
: JII1-N2(008888)-(Pf-RU) 

JIHl(eH3HH .N'!! HoMep PY 

Analysis performed accordin~ ND/ Anam13 npoBeJAeH no H.z:t:: JII1-N2(008888)-(Pf-RU)-170225 
Page 4 of 7 / CTp. 4 u3 7 

.N'! Test/ IloKa3aTeJib Results/ Pe3yJibTaTbl Specification/ HopMa 

Individual unidentified 
impurity / E,1u1ttw-rnaR 

0.07% Not more than 0.20 % / He 6oJiee 0,20 %. 
HeH)leHTH~HUHpOBaHHaR 
npHMeCb 

Total impurities/ C)'MMa 
0.2 % 

Not more than 1.50 % I He 6oJiee 1,50 %. 
rrp11Mecett 

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

10.3 ml / 10,3 MJI He MeHee 10,0 MJI (o6beM, H3MepeHHhlH 
Ha OCHOBamm o6be)lHHeHHOro 
CO)lep)l(HMOro IO aMrryJI) . 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaITTepuaJibHble /<=0.725 E3/Mr Trometamol. I He 6oJiee 5,8 E3/Mr 
3H)lOTOKCHHbl KeTOppJiaKa TpOMeTaMHHa. 

10 Sterility** / NA Must be sterile. I AOJI)l(eH 6hITh 
CTepHJibHOCTb ** CTepHJibHhlM. 

11 Assay/ KoJIH'leCTBeuuoe 30.67 mg I 30,67 Mr From 27 .0 mg to 33 .0 mg of Ketorolac 
orrpe)leJieHHe Trometamol per 1 mL. I OT 27 ,0 Mr Jl0 

33,0 Mr KeTopoJiaKa YpOMeTaMOJia B 1 MJI. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMeqauue: TTpo.llyKT coorneTcrnyeT Ype60BaHID1M HA 3aKJIIO'leHue: O)1,OliPEHO 

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

TTo)lrOTOBJieHo: Shagun TTposepeHo: Rama Kant TTposepeHo (AOK): person / O)lo6peHo: O6ecrre'-leHHe 

V It¥ 
Amit Kumar Ka'-lecr sa/OrneTCTBeHHOe JI HU0: 

~ ~t/1-ll K \J\"-1 ~1_ 

---- ,..-{ vv\ 
Date I Date / D ate/ 'Date / "~S-<oZ02-~ 
,n:ara: 09.05.2026 p:arn: 09.05.2026 ,n:a-ra: 09 .05.2026 ,n:arn: 

Registered Office : 8-2-337, Road No. 3, Banja ra Hills, Hyderabad - 500034, Te langana, India 
Tel : +9140 4900 2900, Fdx: +9140 4900 2999, Em ail: mail@drreddys.com 

CIN: L85195AP1984PLC004507 

www.d rre ddys.com 

I 



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

CEPTM~HKATAHAJill3A 

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 

llpo,11;yKT: KeTopon(!_l) (KeToponaK) pacrnop )],Jrn BHYTPHBeHHoro H BH)'TPHMhmie1-rnoro BBe)],eHH51, 30 MrlMJI 

Batch No/ : V260336 
Batch Quantity / 454545 ampules / 
06beM cepuu 

: 
454545 aMnyJI CepnH .N'!! 

Analytical Report No/ Date of Analysis / 

AuaJIHTH'leCKHtt OT'leT .N2 : 890001880405 )];aTa anaJIH3a : 08.05.2026 

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

03/2028 
)];aTa DPOH3B0Jl:CTBa ro,11;eH.L1:0 

: 

Mfg. License No. / 
llpou3so,11;cTseunaH : MB/05/264 

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

Analysis performed accordin2 ND/ AuaJiu3 npose,11;eu no Hll: JITI-N2(008888)-(Pf-RU)-l 70225 

12 

13 

Test I IloKaJaTeJib 

Ethanol content/ 3rnuoJI 

Packaging/ Onucauue 
ynaK0BKH 

Results I PeJyJihT3ThI 

11.80 % 

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 aMITYJibl 113 CBeT03alll,11TH0ro 
cTe1urn TeMH0-Kopwrnesoro usern Knacca 
I. B sepxHett '-laCTl1 aMITYJibl HaHeceHbl 
K0JibU0 11 T0'-IKa )],JUI pa3JI0Ma. Ha aMrryny 
HaKne11BaIOT 3Tl1KeTKy. 
ITo 10 aMrryn BMeCTe c Jll1CTK0M-
BKJla)],blllleM s ITBX/an10M11H11esb1tt 
6n11cTep. ITo 1 6n11cTepy B rra'-IKY 
KapTOHHYfO. 

Pa2e 5 of7 / C Tp. 5 HJ 7 

Specification / HopMa 

From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) )].0 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 1s 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 MJI B aMrrynhI 113 cBern3am11THoro 
cTeKJia TeMH0-Kop11<IHesoro usern Knacca 
I. B sepxHett 'laCTl1 aMrryJihl HaHeceHbl 
K0JibU0 11 T0'IKa )],JIJI pa3JIOMa. Ha aMrryrry 
HaKrre11BaIOT 3Tl1KeTKy. 
ITo 10 aMrryrr BMeCTe c Jll1CTK0M­
BKJia)],blllleM B ITBX/an10M11H11esh1tt 
6rr11CTep. ITo 1 6n11cTepy B rra<IKY 
KapTOHHyIO; OJ/JI cmalJU0Hapo6: ITO 2, 3, 5 
6rr11cTepoB B rra'-IKY KapT0HHYfO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Op11Me'-1au11e: ITpo,nyKT cooTBeTcTByeT rpe6oBaHIDIM H,[( 3aKJ110'-leu11e: O)1,OliPEHO 

Prepared by / 

n onroTOBneRo: Shagun 

r-
Date / 
,UaTa: 09.05.2026 

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

TTpoaepeHo: Rama Kant ITposepeHO (AOK): person / O,no6peHo: O6ecrre<IeH11e 

~~ 
Amil Kumar Ka'leCTBa/OTBeTCTBeHHOe rr11uo: 

[\~ _Lvw, L KV""-j A rL 
/lv -1 

Date / Date/ Date / \ frtl~~02k, 
,Uan1: 09.05 .2026 ,Uarn: 09 .05.2026 )}.au: 

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: L8519SAP1984PLC004507 
www.dn-eddys.com 



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

CERTIFICATE OF ANALYSIS 

CEPTM~MKATAHAJIII3A 

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

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

Product:/ Ketorol0◊ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpO,!WKT: KeTopon°◊ (KeToponaK) pacrnop J:(m1 BHyrp1,rnettttoro 11 BHyrp11Mh1we1rnoro BBe,[(eH1151, 30 Mr/Mn 

Batch No/ : V260336 Batch Quantity / 454545 ampules / 
CePHH .N'!! O6beM cepHH 

: 
454545 aM0YJI 

Analytical Report No/ Date of Analysis / 
AnaJIHTH'leCKHH OT'leT .N'!! : 890001880405 ,U:aTa anaJIHJa : 08.05.2026 

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

LI;aTa npOH3B0.ll:CTBa ro,[(eH ,[(O 
: 

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

: JITT-N2(008888)-(Pf-RU) 
JIUQeHJHH .N°!! HoMep PY 

Analysis performed accordin2 ND/ Auan113 npoBe,[(eu no H,n:: JITT-N2(008888)-(Pf-RU)-170225 
Page 6 of 7 / CTp. 6 HJ 7 

* Tests are not performed during the stability investigation./ * l1cnhITaHl151 He npoB0A5IT B xo,[(e 11ccJieA0Batt11J1 
CTa611JihHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** TTp11 BbtnycKe npenaparn 
KOHTpOJib KaLJ:eCTBa no TIOKa3aTemo npOBO,[(HTC51 ,[(JI51 K3)1(.[l.OH 15-0H cep1111. 

API name/ HauMenoBauue A<l>C: Ketorolac Trometamol I KeTOponaKa TJ)OMeTaMOJJ 

INN/ MHH: Ketorolac I KeTOponaK 

API manufacturer batch number / 
2KTM0721125, 2KTM0661125 

HoMep cepHH npoH3BOAHTeJ1H A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepHH cy6cTaHQHH np0H3B0AHTeJlH FESA00653, FETA00132 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
Ilpou3BOAHTCJ1h A<l>C, cTpaHa: CattMeA Jla6c Jl11M11TeA, l1H,11,j,jjj 

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/ 
HaHMeHOBauue, a,11,pec, JIHQeH3HH AJIH 

,U-p Pe,11,,11,u'c Jla6opaTOpHC JlTLl,, 11HAJ,jjj, TipOH3BOLlCTBeHHOe no,11,pa3,11,eJJeHHe-6, 

IlpOH3BOACTBeHHaH nJIOll.(8,11,Ka / IlnomaAKa 
BHJJn. Kxonb, Hanarapx PoyA, Ea,11,,11,1-1, ,UHCTJ)MKT ConaH, X.TI., 173205, l1uam1 

K0HTp0JIH KaLJ:eCTBa / TIJI0ll(8AK3 BbtnycKa 
(m-1ueH3IDI N!!. No MNB/05/263 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHHe: Tipo,11,yKT COOTBeTCTByeT Tpe6oBaHmlM H,/J; 3aKJJIO'ICHHe: O.L{OliPEHO 

Prepared by / 
nonroT0BJJeHo: Shagun 

V 
Date / 
)I:arn: 09 .05.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITposepeHo: Rama Kant nposepetto (AOK): per on/ O,11,06petto: O6ecneqettue 

~~ 
Ami1Kumar Ka•recTBa!OTBercrnettHOe m1uo: 

~--

~ ML KVV"fA't_ 
-sLvVl 

Date I Date I Date / I 1,-c~,__ •.z OLC 
)).ant: 09.05.2026 J{ara: 09.05.2026 ,Uarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, l11di a 
Tel: +91 40 4900 2900, Fux: +91 40 4900 2999, Emc:i l: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys. com 

- · 



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

CEPTH«I> 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'Q (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IIPOJJ,VKT! KeTOPOJI@ (KeTopoJiaK) pacTBop JJ,JISI BHYTPHBeHttoro H BHYTPHMhIWelfttoro BBeJJ,eHH.SI, 30 MrlMJI 

Batch No/ 
: V260336 

Batch Quantity/ 454545 ampules / 

CepnH .N'!! O61>eM cepuu 
: 

454545 aMnyJI 

Analytical Report No/ Date of Analysis / 

AuaJIHTH'1ec1rnu OT'leT .N'!! : 890001880405 ,U:aTa auaJiuJa : 08.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

llaTa nponJBOJJ,CTBa roJJ,eH JJ,O 
: 

Mfg. License No./ 
IlponJBOJJ,CTBeuuaH : MB/05/264 

MA number:/ 
: J1TI-N2(008888)-(Pf-RU) 

JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJIHJ npoeeJJ,eu no H,z:i:: JITI-N2(008888)-(Pf-RU)-170225 
Page 7 of7 / 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»./ 

3aKJHOlfeHHe O COOTBeTCTBHH: «HaCT051JllHM 51 ITOJJ,TBep)l{JJ,aIO, l{TQ rrp1rneJJ,eHHaR Bh[llle l1Hq>OpMaUliSI SIBJrneTCSI JJ,OCTOBepHOH l1 

TOlfHOH. 3nt cepliSI rrpoJJ,yKI..U1H rrp0113BeneHa (BKJI!OtJaH yrraKOBKY (MapKl1pOBKY) l1 KOHTPOJib KatJecrna) Ha Bbill1eyKa3aHHOH 

npott3B0ll,CTBeHHOH IlJI0I..Uall,Ke (nJIOI..Uall,Kax) B Il0JJH0M C00TBeTCTBIUI C rpe6oBamrnMH TipaBttJI Ha,D,JJe)Kal..UeH npott3B0LlCTBeHHOH 

rrpaKTl1Kl1 EBpa3HHCKOro 3KOHOMl1lfeCKOro COI03a l1 Tpe6oBaHl151Ml1 K0HTp0JISI Ka'!eCTBa JieKapcTBeHHh!X cpeJJ,CTB, a TaK)l{e B 

COOTBeTCTBl111 co cneul1<pHKaUHRMl1, conep)l{aIJJ,HMHCSI B per11cTpau110HHOM JJ,OCbe CTpaHbl-HMrropTepa. 3an11c11 ITO np0H3BOJJ,CTBY, 

ynaKOBKe 11 aHaJIH3Y nposepeHbl, 11 yCTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHl1SIM IlpaBHJI HaJJ,Jie)l{aIJJ,efi npoH3BOJJ,CTBeHHOH 

npaKTl1KH Espa3HHCKOro 3KOHOMl1lJeCKOro COI03a». 

Conclusion : APPROVED I 
3aKmoqeuue: O,ll.OliPEHO 

1:========:;-;=======~;::::========: 

Remarks : The Product confirms to ND/ 
IIpnMe'laHHe: Ilpo,nyKT coorneTcrnyeT Tpe6osaH11SIM H,[( 

Prepared by / 

Ilo.u.r0TOBn.eHO: Shagun 

Date I 
,[(am: 09 .05 .2026 

Checked by/ Checked by (AQA) / 

Opoeepe~w: Rama Kant IlposepeHo (AOK): 

Date I Date / 

.[(am: 09.05.2026 .D,aTa: 09.05.2026 

Approved by: Quality Assurance/ Authorized 

person/ OJJ,o6peHo: O6ecnelfeH11e 

Kaqecrna/OTBeTcTBeHHoe miuo: 

_( l)r--Jll_ ~~~-e_ 
.--L 

Date / 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Emi!il: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 




