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

CEPTH «I> HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Un:t-6 
Viii. Kho!, Nalagarh Road, Baddi, 

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

Tel: +9198166 56001-02 
www.dr;-eddys.com 

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

IlPOAYKT: KeTOPOJl ck, (KeTopoJJaK) paCTBOP )],Jl51 BHYTPHBeHHOro 11 BHYTPl1MbJWe1rnoro BBe)],eHl151, 30 MriMJJ 

Batch No/ 
: V251008 

Batch Quantity / 454545 ampules / 

CepuSJ N!! 061>eM ceouu 
: 454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AnaJIHTuqecKuii oyqeT N2 : 890001854031 ,Lt:aTa auaJIHJa : 24.12.2025 

Date of Manufacture / 
12/2025 

Date of Expiry I 11/2027 
,lt:aTa npoH3BOACTBa 

: 
roAeH AO 

: 

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

MA number:/ : JIIT-N2(008888)-(Pf-RU) 
JIHQeHJHH N2 HoMep PY 

Analysis performed according ND/ AnaJIH3 npoBeAeH no H,n:: JIIT-N!!(008888)-(Pf-RU)-l 70225 
Pa0 e 1 of 7 / CTp 1 HJ 7 . 

.N'!! Test I IlotcaJaTeJlb Results/ Pe3yJ1bTan>1 Specification / HopMa 

1 Description / Om1cauHe Clear colorless solution. / flp03pa11HhIH Clear colorless to slightly yellow color 
6ecuBeTHhIH pacrnop. solution. I TTpo3pa11HhIH pacrnop OT 

6ecuBeTHOro AO CBeTJIO-)KeJJTOro UBeTa. 

2 Identification*/ 11,'J.eHTmf>HtcauHst* 

2a HPLC* I B:J>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 main peak in the 
standard solution. / BpeMJI y,uep)KHBaHIUI chromatogram of standard solution (Assay 
OCHOBHOro ITHKa Ha xpoMarnrpaMMe section). I I3peM5! y;::i:ep)KHBamIB 
11\.lll,I IYWl'.'llllll JJJ'- I U\11.IJI 1-vv t u1• 11• t uy•. 1 ,_ .. _ u•.•1, tti}t 1~• IJJH II "II ~ f 1111111111111 f •h!11t w1,· 

BpeMeHH y,uep)KHB3HIUI OCHOBHOro ITHKa HCIThITyeMoro pacrnopa ,UOJDKHO 

Ha xpoMarnrpaMMe CTaH,/l,apTHOro COOTBeTCTBOB3Tb BpeMeHH y;::i:ep)KHB3HIUI 
pacrnopa. OCHOBHOro l1HK3 Ha xpoMaTorpaMMe 

CTaH,'l.apTHOro pacrnopa (pa3)].en 
«Kom111ecrneHHoe onpe)].enett11e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMel.faHHe: TTpo,uyKT coorneTcrnyeT Tpe6oBaHIDIM H,[( 3atcJllO'-leHHe: O,[(OliPEHO 
I!========::;;::==============~ 
Prepared by / 

Ilo)],rOTOBJle1:10: Y ,,, 
Chauhan 

D ate/ 

,[{am: 24.12.2025 

Checked by / 

TTposepeHo: Prnvesh 
Rana j 

Checked by (AQA) / 

Ilposep HO (AOK): 

AmitKumnr 

/.....--------

Approved by: Quality Assurance/ Authorized 

person/ 0)].o6peHo: 06ecne11eH11e 

Ka'-leCT.Ba!OTaeTCTBe1rnoe fillUO: 

~ \) .,_J / L 1< . .V\..-f-f.\L 

- ~I/ 

b 

Tel : +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www.drreddys.com 



•·· Dr. Reddy's "llllli;• 

CERTIFIC TE OF AN LY IS 
CEPTH<l>HKAT AHAJllf3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, 11\JDIA 

Tei : +91 93166 56001 02 
www.dr;·eddys.corn 

Product:/ Ketorol(J(' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpoJJ,ytcr: KeTopoJJ14 (KeTopoJiaK) pacrnop ,!J,JUI s1-ryrp1me1moro 11 BH\'TPIIMhIWe•rnoro BBC.lleH1rn, 30 Mr/MJ1 

Batch No/ 
: V251008 

Batch Quantity I 454545 ampules / 
Cepm1 X!! O6beM ceonn 

: 454545 a1vmyn 
Analytical Report No/ Date of Analysis / 
AnaJUITHqec1mu oTqeT X!! : 890001854031 ,llaTa auaJIH3a : 24.12.2025 

Date of Manufacture/ 
12/2025 

Date of Expiry/ 
11/2027 

l.llaTa npomeo.u;cTBa 
: 

r o.r.eu )J;O 
: 

Mfg. License No./ 
Ilpou3BO.llCTBennaH : MNB/05/263 

MA number:/ : J1n-N2(008888)-(Pr-RU) 
JIH ... CH3HH X!! HoMep PY 

Analysis performed according ND/ AnaJin3 npoee;::i;eu no 11,lJ;: JUJ-N2(008888)-(Pf'-R0)-170225 
Pa2e 2 of7 / Ci-p. 2 m 7 

.N'!! Test I IloKaJaTeJib Results/ Pe1yJibTaTbI Specification / HopMa 

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

Y<JJ-cnern1porjJomoAtemp1m * 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. / Y<I>-cneK-rphl nornomemrn maxima at 322 ± 2 nm. I Y<l>-cneK-rphI 
11CTThJTyeMoro pacTBopa 11 pacTBopa nornomeHIDI 11cmnyeMoro pacTBopa 11 
CTaH,11,apTH0ro 06pa1ua KeToponaKa pacTBopa CTaH,11,apTH0ro 06pa1ua 
Tp0MeTaM11Ha B o6nacrn OT 200 ,11,0 400 HM KeToponaKa TpoMeTaM11Ha B 06nacT11 OT 
l!Me!OT MaKCHM)'Mhl rrornomett11.H np11 200 ,11,0 400 HM ,11,0Jl)l(Hbl 11MeTb 
322±2 HM. MaKCHMYMhl nornomeHl151 rrpw 322±2 HM. 

3 Clarity/ Ilpo1pa'IHOCT1> The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OrranecueHUH51 rrpenaparn suspension I. / OrranecueHUIDI rrperraparn 
He rrpeBhIIIJaeT onanecueHu11io cycrreH11111 He ,11,0ll)l(Ha rrpeBhlll13Th orranecueHUHIO 
cpasHeH1151 I. cycrreH31111 cpaBHeHH.!I I. 

4 Color/ QBCTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
ITornomeH11e .a.on)l(HO 6hITh He 6onee 0,20 
np11 ,11,n11He B0ilHhl 430 HM. 

5 pH 7.1 From 6.9 to 7.9. I OT 6,9 ,11,0 7,9 . 

6 Particulate matter / MexaHw'lecKue BKJIIO'leHusi 

6a Visible particles / Complies / CooTBeTcrnyeT Should be absent. / 
B11,11,11Mhie '-IaCT11Uhl ,n:on)l(Hhl 0TCYTCTB0BaTh. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lauue: ITpo,11,yKT coorneTcrnyeT Tpe6osaHIDIM H.D: 3aKJIIO'leuue: O,ll;O.liPEHO 

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

ITo,11,rOTOBilzHO: ge h IlposepeHo: Pravesh ITposepeHo (AOK) : person / O,11,06peHo: O6ecne'IeH11e 
Chauhan / Rana 

d 
Amir Kumar 

'\ 
Ka'IeCTBa/OTBeTCTBeHHOe n11uo: 

·/ / ~ _./' 
~l)Nl L t<VM~ 

~\I -1 
Date I Date / Date/ !Date/ 2-Ltrf Z:-l..OJ-S-
.D:arn: 24.12.2025 ,n:arn: 24.12.2025 .D:aTa: 24.12.2025 LI;a-ra: 

~ o - - - .:l:J ' d, 1,.1 rv. :.J1 1c.n1o1 nw.:,1 1nucu .. --1 ........... .., .... , 11,; ,c: KegIs,.,,., ... U11u., I IW .... ,,J ru~ ,.,~ u, 111 \.110 

Tel : +9140 4900 2900, Fax: +:H 40 4900 2999, Email : mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

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.dr;·eddys.com 

Product:/ Ketorol°') (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,1n1KT: KeTopon°" (KeTopoJiaK) pacTBop JIJIH BHYTPHBeHHoro H BHYTPHMb1we•rnoro BBeneHH51, 30 MrlMJI 

Batch No/ 
: V251008 

Batch Quantity / 454545 ampules / 
Cepm1N!! O61,,eM cepuu : 

454545 a~rnyJJ 

Analytical Report No/ Date of Analysis / 
Auamnuqec1rnii orr-reT .N'!! : 890001854031 ,Il;aTa auaJIH3a : 24.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

,Il;aTa DPOH3B0,IICTBa ro,11eu ,110 : 

Mfg. License No./ 
Ilpou3BOJICTBeuuau : MNB/05/263 MA number:/ : J1TT-N2(008888)-(Pf-RU) 
JIHD;eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJinl npose,11eu no H)l: J1TT-N~(008888)-(Pf-RU)-170225 
Page 3 of7 / CTp. 3 113 7 

x~ Test/ IloKa3aTeJlb Results/ PeJyJ1bTaTbt Specification / HopMa 
I 

6b Invisible particles / 
HeBH)lHMb!e <raCTHL(bl: 
I. Particles 2: 10 µm / 5 not more than 6000 per ampoule; / 

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

11. particles 2: 25 µm / 0 not more than 600 per ampoule. I 
<racrnu pa3MepoM ::::: He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities/ IlpHMecu 

Irnµu1.ily A/ TIµrum.,l,h A 0.00 % not more than 0.20 % / 110 6onoo 0,::W %; 

Impurity B / Ilp1-1Mech B Nul ut:lt:1.:lt:U / Ht: uGttd!JY)I\.CHd 110t mu1'c than 0.50 % / HC 6oncc 0,50 %; 

Impurity C / IlpHMech C Below LOD (LOD = 0.010 %) / Hm1<e not more than 0.50 % I He 6onee 0,50 %; 
npeaena 06ttapy)1<eHH51 (ITO= 0.010 %) 

Impurity D I IlpHMecb D Below LOD (LOD = 0.014 %) I Hm1<e not more than 0.20 % I He 6onee 0,20 %. 
npeaena o6ttapy)KeHH.!I (TIO= 0.014 %) 

Individual unidentified Not more than 0.20 % I He 6onee 0,20 %. 
impurity I E,!1,ttHH<rHa.!I 

Below LOQ (LOQ = 0.050%) I H11)Ke HeH)leHTH~HUHpoBaHHa.!I 
npHMeCb 

npeaena KOJIH<IeCTBeHHoro onpe,!1,eneHH51 
(TIKO =0.050%) 

Total impurities I CYMMa 0.1% Not more than 1.50 % I He 6onee 1,50 %. 
np11Mecew 

Remarks : The Product confirms to ND/ 
IlpHMe'ianue: TipoayKT COOTBeTCTByeT T])e6oBaHH5IM H.lJ: 

Conclusion : APPROVED I 
3aKmO'ienue: O,lI,OliPEHO 

1:========::;-;:::::========;-;::::::::::=========! 
Pr pared by / 
n o.a.rornaneuo: Yoge h 
Chauhan ,,. 

Date / 
Aai:a: 24.12.2025 

Checked by/ 

Date I 
p;ara: 24.12.2025 

Checked by (AQA) / 
Tipoeepeuo (AOK): 
Amit Kumar 

~ 

eg1stere Tice: •J:• .j , . oa . :>, " 1 ,~, ny " 

Approved by: Quality Assurance/ Authorized 
person I Oao6peuo: O6ecne'-!ett11e 
Ka<reCTBa!OTBeTCTBeHHOe 1111uo: 

'-~ l)I-J I l KVW/ A(2__ 

-"' 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
v1ww.drreddys.com 



•·· Dr. Reddy's "llllfi;• 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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

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

Product:/ Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo.1UKT: KeTopoJT00 (KeTopoJTaK) paCTBOP )].JI.SI BHY!PHBeHH0ro H BHYfPHMbillle'fHOro BBe.l].eHml, 30 Mri MJT 

Batch No/ 
: V251008 

Batch Quantity / 454545 ampules I 
Cepua .M! O6-LeM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lec1mii OT'leT .N'!! : 890001854031 ,ll.aTa auaJ1u3a : 24.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

llaTa npoH3BO,!J;CTBa ro,11;eu,11;0 
: 

Mfg. License No./ 
IIpOH3BO,!J;CTBeuuaH : MNB/05/263 MA number:/ : JU1-N!!(008888)-(Pf-RU) 
JlHI~eHJHH N!! HoMepPY 

Analysis performed according ND/ AuaJJH3 npoee,11;eu no H,ll.: J1Il-N!!(008888)-(Pf-RU)-l 70225 
Page 4 of7 / CTt>, 4 H3 7 

.N"!! Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbl Specification / HopMa 

8 Extractable volume*/ 10.5 ml/ 10.5 MJI Not less than 10.0 ml (collectively 
lhBJieKaeMblH 061,eM* measured volume of 10 ampoules)./ 

He Mettee 10,0 MJI (o6beM, tt3MepeHHbIM 
Ha OCH0BaHHli 06be,[urneHHOfO 
COAep)KHMOro 10 aMrryn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepuaJibHbie /<=0. 725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3HA0TOKCHHbl KeTOponaKa TJ)OMeTaMHHa. 

10 Sterility**/ NA Must be sterile. I }];OJI)KeH 6b!Tb 
CI C'(JH.llbH(I( I h ... C'l'CpllJlhllhlM. 

11 Assay/ KoJiuqecTBeuuoe 30.29 mg I 30.29 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpeAeJieuue Trometamol per 1 mL. / OT 27,0 Mr AO 

33,0 Mr KeToponaKa TJ)OMeTaMOJia B 1 MJI. 

12 Ethanol content / 3rnuoJI 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/ 

I
IConclusion : APPROVED / 

IlpuMeqauue: IlpOA)'KT coorneTcrnyeT -rpe6osaHIDIM HA 3aKmoqe1me: O,ll:OliPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
IloArOTOBnetto: Yogesh CTposepetto: Pravesh TipoaepeHo (AOK): person / O,no6petto: O6ecneqem1e 

7 

Chauhan w Rana / Amit Kumar 1'3'1eCTBa/OTBeTCTBCl:IBOe nuuo: 

t _/ ~U r-Sl L KV~~Q_ 
.--c::'..v1 

Date / Date / Date / Date/ ¼ r-f L--).__ 0 ~ 
JJ,aTa: 24.12.2025 Aa-ra: 14.12.2025 .D;a-ra: 24.12.2025 )];am: 

-t••-~-,1,.;.u V 1 111.,.\:' . o-~ -..J_. ,, ,_ • .J; .. ,- ,. , ., ~ ~ , - ·-, 
Tel: +91 40 4900 2900, Fax: +3140 4900 2999, Email : mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH <l>IIKAT 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.dn-eddys.com 

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

Ilpo/J:Ytn: KeTopon°" (KeTopoJJaK) pacTBOP ,ll.Jl5! BHyrp1rneHHOfO M s11yrpHMbIUJeYHOfO BBe,neHIUJ , 30 Mr/Mn 

Batch No/ : V251008 
Batch Quantity/ 454545 ampules / 

Cepmr.N'!! O6'beM cepnn 
: 454545 aMnyn 

Analytical Report No/ Date of Analysis/ 
AuaJIHTu11ec1rnu OT'leT .N'!! : 890001854031 ,ll;aTa auaJIH3a : 24.12.2025 

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

llaTa npon3BO)];CTBa 
: 

ro)];eH AO 
: 

Mfg. License No./ 
Ilpon3BOACTBeuuaH : MNB/05/263 MA number:/ : JlTT-N2(008888)-(Pf-RU) 
JIHI~eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJinl npoee)];eu no H,z:i:: JlTT-N2(008888)-(P1-RU)-l 70225 
Page 5 of7 / CTp. 5 HJ 7 

Test I TioKaJaTeJJb Results/ PeJyJJbTaTbt Specification / HopMa 

13 Packaging/ Onucattue 
ynaK0BKH 

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. / 
Ilo 1 MJI B aMnyJibl 113 CBeT03all.J,HTHOro 
cTeKJla TeMHO-KopwrneBoro usern KJiacca 
I. B sepxHett 1.J3CTH aMnyJibl HaHeceHbl 
KOJibUO H TOlJKa .LUIJI pa3JIOMa. I la m,rnyny 
HaKJieHBalOT 3THKeTKy. 
Ilo 10 :u,myn DMeCTe c JIHCTKOM-
BKJla,ll,bIIIIeM B ITBX/anJOMHHHeBhIB 
6nHcTep. Ilo 1 6JIHCTepy B na'IKY 
K3pTOHHYJO. 

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 
Ilo 1 MJI D UMnynLI 11'.l cneT03UW.HTIIOfO 
cTeKJla TeMHO-KopttY.HeBoro u:sern KJiacca 
I. 8 B':'pXHl:'M l{(1('TI-I ;'lMTT)ITTf.l HilHRf'.~Hf-.1 

KOJibUO Ji! TO'IKa .!l,ml pa3JIOMa. Ha aMnyny 
HaKJieHBalOT 3THKeTKy. 
Ila 10 aMnyn BMecTe c JIHCTKOM-
BKJla,ll,bIIIIeM B ITBX/anIOMHHHeBbIH. 
6n11cTep. Ila 1 6m1cTepy B na1.JKY 
KapTOHHyJO; UJIJI Clllal/U0Hapo6: no 2, 3, 5 
6JIHCTepOB s na1.JKy KapTOHHYJO. 

* Tests are not performed during the stability investigation./* 11cnbITaHtt5! He npoB0.D.51T B xo,D.e ttccne.n.oBaHH5! 
CTa6ttJibHOCTM. 

** Release quality control of the perfomance is carried out for every 15th batch. / ** TTptt BhmycKe npenapaTa 
K0HTpOJJb KaqecTBa no IlOKa3aTemo npoBO,ll.HTC5! ,l].JI51 Ka)K,ll.OH 15-0H ceptttt. 

Remarks : The Product confirms to ND/ 

I

IConclusion : APPROVED/ 
TipuMeqauue: IlpOAYKT cooTBeTcTByeT TPe6oBaHHHM HA 3aKmoqeuue: O):t:OEPEHO 

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

Ilo,ll,roTOBJietto: Y i;,ge h 11poBepetto: Pravesh IlposepeHo (AOK): person/ 0.!1,o6peHo: 06ecne'lem1e 

Chauhan t/ Rana 1 Amil/'~ 
Ka"!eCTBa/OTBeTCTBeHHOe JIHUO: 

~Ut-J IL KVN\ ~.e._ 
_Lvv/ 

Date / Date / 

I 
Date / !Date/ 2J+-I 2- .--.z_c).1-~ 

}];aTa: 24.12.2025 }];aTa: 24.12.202 l{a-ra: 24. 12.2025 ,UaTa: 
Keg1stereo u mce: lht-:l:l1, ,.v~.,. • ~ • ->, 0<111) <11 o ,. ,.,, n yv c a uu, - .-vvv-'-., •~•~"ou .. o, "•~ •" 

Tel: +9140 4900 2900, Fax: +3140 4900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS Tel : +9198166 56001-02 
CEPTH<l>HKAT AHAJIH3A www.drreddys.com 

Prodoct: / Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo.l{YICT: KeTopon00 (KeTOPOJiaK) paCTBOP ,D,ml BHyrpHBeHHOro H BHYfPHMbIWeY.Horo BBe,D,eHHH, 30 MrlMJI 

Batch No/ 
: V251008 

Batch Quantity / 454545 ampules / 
Cepusf.M! O61>eM cepuu 

: 
454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
Auamnu11ec1rnu: OT'leT .N'!! : 890001854031 )];aTa auaJIH3a : 24.12.2025 

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

11/2027 
)laTa DPOH3B0.l{CTBa ro.l{eH .l{O 

: 

Mfg. License No./ 
Ilpou3BO.l{CTseuuaa : MNB/05/263 MA number:/ : JU1-Mi(008888)-(Pf-RU) 

HoMep PY JIH .. eHJHH .N°!! 

Analysis performed according ND/ AuaJIHJ npose.i.eu no 11,l(: JUJ-N2(008888)-(Pf-RU)-l 70225 
Paee 6 of 7 / CTp. 6 03 7 

API name/ HanMenosauue A<l>C: Ketorolac Trometamol / KeTOponaKa TJ)OMeTaMon 

INN /MHH: Ketorolac / KeTOponaK 

API manufacturer batch number/ 
2KTM0440725 

HoMep cepuu npoHJBO.llHTeJJH A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTauuuu npoHJBO.llHTeJIH FESA00455 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India / 
IlpoHJBO)lHTCJib A<l>C, cTpnun: CattMtJJJ. JiaGc Jli1M11Te,n:, Hu,n:11.11 

Name, address, authorization No for FP nr Rerlrly's T .ahorntories T ,tel., Tnclia, Fonnulation Unit-6, Vill. Kho], Nalagarh 
manufacturing site/ Control site/ Release 
site/ 

Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / 

HanMenosauue, a)lpec, JIHUeHJHH .llJIH 
,D;-p PeMH'c Jia6opaTOpHC JlT,ll,., l1H,ll,llil, I1pOH3B0,ll,CTBeHHOe IlO,ll,pa3,ll,eneHHe-6, 

IlpOH3B0,ll,CTBeHHaH UJIOUJ.a,ll,Ka / IlJIOUJ.a,ll,Ka 
BHnn. Kxonh, Hanarapx Poy.11,, EaMH, ,D;»CTJ>HKT Conatt, X.TI., 173205, 11H.llHH 

KOHTPOJIH KaqeCTsa / IlJIOUJ.a,11,Ka BbmycKa 
(nm.-1eH3llil Nf! No MNB/05/263 

Declaration of certification: «I hereby certify that the above informat10n 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»./ 

3a1rnroqeuue O COOTBeTCTBHH: «HacTOHll.lHM H IlO,ll,TBeplK,ll,aIO, qTo npHBe,ll,eHHM BbIIIIe HmpopMaU:llil HBJIHeTCH ,ll,0CTOBepHOM H 

Remarks: The Product confmns to ND/ 
IlpuMe4auue: TipO.llYKT cooTBeTcTByeT TJ)e6oaattllilM H,D; 

1:=========:::;,:::=========;-;:::==========: 
Prepared by I 
ITo)lroTOanetto: Ypge h 
Chauhan 

Date I 
)];am: 24.12.2025 

Checked by I 
ITpoeepcHo: Pravesh 

Rana 1 
Checked by (AQA) / 
Tipoaepeuo (AOK): 
Amit Kumar 

Conclusion : APPROVED / 
3aic.nio4euue: O,l1:06PEHO 

Approved by: Quality Assurance/ Authorized 
per. on/ O,ll,o6peuo: O6ecneqeu11e 
1<a<iecTBa/OTBeTcTBem1oc JiliUO: 

~\jW1 L t<. vV"t flr2__ 
~ 

Tel: +9140 4900 2900, Fax: +3140 4900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH~l:IKATAHAJill3A 

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 
IIpO,!J.YKT: KeTopon'"' (KeToponaK) pacTBop ,AJl.11 BHyrp1,rneHHOfO H BHYfPHMbIWe4HOfO BBe,Aemrn, 30 Mrl MJJ 

Batch No I 
: V251008 

Batch Quantity/ 454545 ampules / 
CepnH N2 O61.eM cepnn 

: 
454545 8MTT)'Jl 

Analytical Report No I Date of Analysis / 
AuaJIHTH'lec1rnu oT'leT N!! : 890001854031 J(aTa auaJin3a : 24.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry/ 
11/2027 

llaTa npoH3BO,!J.CTBa ro,!J.eH ,!J.O : 

Mfg. License No./ 
llponlBO,!J.CTBeuuaH : MNB/05/263 MA number:/ : JITI-N!!(008888)-(Pf-RU) 
JIHI~eH3HH N2 HoMep PY 

Analysis performed according ND/ AuaJIH3 np0Be,1J.eu no HJ(: JITI-N!!(008888)-(Pf-RU)-170225 
Page 7 of 7 / CTp. 7 113 7 

TO'-IHOH. 3m cepMJI npo,nyKU1111 npomse,neHa (BKJTIO'-IaH ynaKOBKY (MapK11pOBKY) 11 K0HTP0JJb KaqecTBa) Ha BblllleyKa3aHHOH 

np0113B0,!lCTBeHHOH nnoma,ll,Ke (nnoma,ll,Kax) B JlOJJHOM C00TBeTCTBIHI C TPe6osaHH.IIMH TTpaBHJJ Ha,ll,JJe>Kamei-1 npOH3B0,ll,CTBeHHOH 

npaKT11Kl1 Espa3HHCKOro 3K0HOMH'-IeCKOro C0I03a 11 TPe6osaHH.IIMH K0HTPOJJ.11 KatJeCTBa JJeKapCTBeHHblX cpe,nCTB, a TaK>Ke B 

C00TBeTCTBHH co crreumpHKaUH.IIMH, co,nep)l(aI.UHMHC.11 B perHCTPaUHOHH0M ,!l0Cbe CTpaHbl-HMTI0pTepa, 3aJIHCH ITO np0H3B0,ll,CTBY, 

ynaK0BKe H 8HaJJH3Y nposepeHbl, H ycTaH0BJJeH0 HX C00TBeTCTBHe Tpe6osaHH.IIM TTpaBHJI Ha,ll,Jle)l(amew np0H3B0,!lCTBeHHOH 

npaKTHKH Espa3HHCKOro 3K0H0MH'-IeCK0r0 C0I03a». 

!
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
OpuMeqauue: TTpo,nyKT cooTBeTcrnyeT TPe6oeaHH.IIM HJJ: 3aKJJIOttenue: O,ll;OliPEHO 

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

non.roTOBmrno: Ypgesh TTposepeHo: Pravesh OposepeHo (AOK): person/ O,no6peHo: O6ecne1.JeH11e 

Chauhan w Rana 1 Amit Kumar Ka'iecrna/OrneTcrnem1oe JIMll0: 

f._,/ /" ~u~~ v~ ~ 
Date/ 

!
D ate / Date I Date/ C).._L,,.,,/ L-I.__C2--S.-

)];am: 24.12.2025 )J.aTIJ: 4. 12.2025 )];am: 24.12.2025 )J.arn: 
''\;:o l ~\,,a;;; l \:;.\.t -tit\..~. o---.;,-.J/1 l"UJlll "" """• J 1 .... o IJsu""'"' I ·- _. ____ ' ...i ... , ., .... ,..,.,, ., ·-·-

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddvs .com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 




