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

CEPTil<I> IIKA T AHAJIIl3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, lr~D!A 

Tel: +9198166 56001-02 
·-p:vw.drreddys.coin 

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

Ilpoi:.-v1n: KeTopo11""' (KeTopoJTaK) paCTBOp )].JlH BHyrp1,rneHHOro H BttyrpHMbIWe•rnoro BBe)].eHHH, 30 MriMJT 

Batch No I 
: V260004 

Batch Quantity/ 454545 ampules I 
Cepm1 .M, OfrbeM cepuu 

: 
454545 aMnyJI 

Analytical Report No I Date of Analysis / 
AuaJJHTH'lecKnu OT'leT .N'!! : 890001856162 ,lJ;aTa auaJJH3a : 05.01.2026 

Date of Manufacture/ 
12/2025 Date of Expiry / 

11/2027 
.L{aTa DPOH3B0ACTBa 

: 
roi:.eu AO 

: 

Mfg. License No./ 
Ilpon3BOACTBeuuau : MNB/05/263 MA number:/ : JII1-N2(008888)-(P1-RU) 
JIU .. eH311H .N'!! HoMep PY 

Analysis performed according ND/ Aua.rru3 nposei:.eu no H,z:i:: JII1-N2(008888)-(Pf-RU)-l 70225 
Pa2.c 1 of 7 / C-rp. 1 01 7 

.N'! Test I TToKaJaTem, Results/ Pe1yJ11,TaTbl Specification / HopMa 

I Description/ Onucauue Clear slightly yellow color solution. I Clear colorless to slightly yellow color 
Ilpo3paqub1tt paCTBOp CBeTJIO-)l(eJIT0r0 solution. I Ilpo3paqu1,1tt paCTBOp OT 
u.aeTa. 6ecu.aeTuoro JJ.0 cseTJIO-)l(eJIToro usern. 

2 Identification*/ ll)l.euTucf,mcau.usi* 

2a HPLC* / B3)KX* The retention time of the main peak in the The retention time o[ 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 m the 
standard solution. / BpeMH yJJ.ep)l(HBaHIDI chromatogram of standard solution (Assay 
0CHOBHOfO n11Ka Ha xpoMarnrpaMMe section) . I BpeMH yJJ.ep)l(HBaHllil 
HCilbITyeMoro pacTBopa C0OTBeTCTByeT 0CH0BHOro nttKa Ha xpoMarnrpaMMe 
BpeMeHtt yJJ.ep)l(HBaH11R 0CH0BH0ro nHKa ttcnhnyeMoro pacTBopa )l.OJI)l(HO 
Ha xpoMaTorpaMMe CTaHJJ.apTHOro C0OTBeTCTBOBaTb speMeHtt yJJ.ep)l(ttBaHIDI 
pacTBopa. 0CH0BHOro nHKa Ha xpoMarnrpaMMe 

CTaHJJ.apTH0ro pacTBopa (pa3JJ.eJI 
«Kom1t.JeCTBeHHoe onpeJJ.eJieHtte» ). 

Remarks : The Product confirms lo ND/ Conclusion : APPROVED I 
IlpuMe'-laHue: IlpoJJ.yKT C00TBeTCTByeT Tpe6oBaHIDIM H,[( 3aKJHO'-leuue: O.LJ:OliPEHO 

Prepared by I Checked by I Checked by AQA / Ap_proved by: Quality Assurance/ Authorized 

n onroTosnetto: Shagun ::::~:epettoi avesh IlpoBepeHo AOK): person/ OJJ.o6peHo: O6ecneqeHHe 

Amit K umar KaqecTBal OTBeTCTBeHHOe JIHU.0: 

~ }\~ ~(lJ,-JI L 4:::_, \j I"-'\ f'- f"L___ 

~-.-v1 
Date/ Date / 

I 
Date / !Date / 0 f--o/ ~j_o:LC 

,l(aTa: 05.01.2026 ,l(aTa: 05.01.202 ):laTII: 05.01.2026 ;n;aTa: 

Registered Drilce: 8-2-337, Road No. 3, l:laniara Hills, Hyder abad -::,uuu.:1.:t, Ie1anF,c1na, !nct1i:1 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: rnail@drr2dclys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formu1ation Unit-6 
Viii. Khol, Nalagarh Road, Bilddi, 
Distt. Solan, H.P. , 173 205, !NOIA 

·:t=I. ;. 91 S81G6 56001-02 
• 1,vw.drreddys.cotn 

Product:/ Ketorol"' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpOll\lKT: KeTooon1

' (KCToponaK) pacTsop ,1:i_1rn B~l)'Tp1meHHoro 11 BHYT'PHMblrne•1Horo sse)].eHm1, 30 Mr/Mn 

Batch No/ 
: V260004 

Batch Quantity/ 454545 ampules/ 
Cep1rn .N'!! 06beM cepnu 

: 
454545 aMnyJT 

Analytical Report No/ Date of Analysis / 
AuaJinTuqecKnn oTqeT .N'!! : 890001856162 ,l];aTa auaJiu3a : 05.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2027 

IlaTa npou3BO.llCTBa 
: 

ro.neo tJ,O 
: 

Mfg. License No./ 
IlponlBO/J,CTneuuaH : MNB/05/263 MA number:/ : JITT-N2(008888)-(Pr-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND I AuaJIH3 npoec,[\en no Btl,: JITT-.N2(008888)-(P1-RU)-l 70225 
Page 2 of7 / CTp. 2 u3 7 

.N"2 Test / ITotcaJaTeJib Results/ PeJyJihTaTbl Specification / HopMa 

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

Y({)-cneKmpoq;omo,ttempuR * 
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 run have absorption maxima at 200 to 400 run should have absorption 
322 ± 2 nm. / Y<l>-crreKTpb1 rrornomem-IB maxima at 322 ± 2 nm. / Y<l>-crreKTpbI 
J,ICIJbITyeMoro pacrnopa 11 pacrnopa rrornomemui 11crrbnyeMoro pacrnopa 11 

CTaH,napTHOrO 06pa3ua KeroponaKa pacrnopa CTaH,napTH0rO 06pa3ua 
rpoMeTaMl1Ha B 06nacr11 OT 200 ,11.0 400 HM KeroponaKa rpoMeraMHHa B o6nacrtt or 
11Me!OT MaKCHMyMbl rrornomeHHH rrpH 200 ,no 400 HM ,11.0fl)KHbl HMeTb 
322±2 HM. MaKCl1MyMbl rrornomeHml rrpH 322±2 HM. 

3 Clarity/ ITpo3pa'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. / Onanecuem~11H rrperrapara suspension I. / OnanecueHl.ll1H rrperrapara 
He npesh11I1aer orranecu;eHUttIO cycrreH3Hl1 He ,nom1rna rrpeBbIIIIaTb orranecQeHUttIO 
cpasHeH11H I. cycneH31rn cpasHeHHJI I. 

4 Color/ 11.BeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
I1or.rromem1e ,nom,rno 6b!Tb HC 6oncc 0,20 
rrp11 ,nn11He B0flHbl 430 HM. 

5 pH 7.3 From 6.9 to 7.9. / Or 6,9 ,no 7,9. 

6 Particulate matter / MexaHH'leCKHe BKJIIO'leHHH 

6a Visible particles / Complies / Coornercrnyer Should be absent. / 
BH,D,11Mble t:JaCTl1L{bl Aon)KHhI orcyrcrsosaTh. 

Rt:mark.s : The Product confirms to NU/ Conclusion : APPROVED / 
ITpuMe'lauue: ITpo,nyKT coornercrnyer rpe6osaHHHM HA 3aKmoqcuue: O,l(OliPEHO 

Prepared by / 
flo.o;rorosrreHo: Shagun 

~ 
Date I 
.IJ:aTa: 05.01.2026 

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

nponepcHo: Pravesh TiponepeHo (AOK) : person/ O,no6petto: O6ecrret:JeHHe 

Rana 1 Amit Kumar Ka'ICCTBa!OTBeTCTBCHllOC nuu.o: 

j\-~ ,1l)/'J I L VMA(L 

v1 
Oat• / Date / 

IIDatc/ L{---c,J-<ol-£ 
,Uarn: 05.01.2026 .r(aTa: 05.01.2026 Aara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad· 500034, Te!angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drr~ddys.com 

CIN: L8S195AP1984PLC004507 
www.drrecidys.com 

I 



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

CEPTII <I>IIKA T AHAJIII3A 

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

·;-el. +91 9316G SG00l-02 
1. 11Nw.d 1· reddys. co1 n 

Product:/ 
Tl o n: 

Ketorolek' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KeTo 11 '1' (KeTO OJlaJ<) aCTI3o l"8eHH ro ),f 8 flMhIWe4HOro sse.u HH51 , 30 Mr/ MJl 

Batch No/ 
Ce us .N'!! 

Analytical Report No/ 
AuaJIHTH'lecKnn OT'leT .N'!! 

Date of Manufacture / 

J(g 

6b 

7 

3B0ACTBa 

nse No./ 
cTeeuuaa 
.N'!! 

Test/ IloKaJaTeJib 

Invisible particles / 
Hes11.z:u1Mbre '!aCTWUbI: 
I. Particles 2'. 10 µm / 

qacrnu pa3MepoM 2'. 
10 MKM 

11. particles 2'. 25 µm / 
qacrnu pa3MepoM 2'. 
25 MKM 

Impurities / IlpuMecu 

Impurity A/ TipwMecb A 

Impurity B / Tip11MeCb B 

Impurity C I TipwMeCb C 

Impurity D / TipwMeCb D 

Individual unidentified 
impurity / E)l11Hwrna11 
HeH)leHTH¢Hu11posaHHa11 
npHMecb 

Total impurities / CYMMa 
npHMecew 

: V260004 
Batch Quantity/ 454545 ampules I 
061.eM ce IIU 454545 aMOVJI 

: 890001856162 
Date of Analysis / 
,ll;aTa auaJinJa 05 .01.2026 

12/2025 
Date of Expiry/ 
r otten A'O 

11/2027 

: MNB/05/263 
MA number:/ 
HoMep PY 

: JITT-N2(008888)-(Pf'-RU) 

ND I AuaJJH3 n oBeAen no H : JITT-N"!!(0O 888)-(P -RU -170225 
Page 3 of7 / CTp. 3 113 7 

Results/ Pe1yJ1bTaTbI Specification / HopMa 

01 not more than 6000 per ampoule; I 
He 6onee 6000 Ha aMnyny; 

00 not more than 600 per ampoule. / 
He 6onee 600 Ha aMnyny. 

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

Below LOD (LOD = 0.014 %) I Hm1<e not more than 0.50 % / He 6onee 0,50 %; 
rrpeJlCJ!a 06Hapyme•rnJ1 (nO = 0.014 %) 
Below LOD (LOD = 0.010 %) / H11)1(e not more than 0.50 % / He 6onee 0,50 %; 

npe,11,cJ1a 06Hapy)l(c111ui (00 = 0.010 %) 
Below LOD (LOD = 0.014 %) / H11)1(e not more than 0.20 % / He 6onee 0,20 %. 

npe)leJia o6Hapy)l(eHmt {TIO = 0.014 %) 

Not more than 0.20 % / He 6onee 0,20 %. 

Below LOQ {LOQ = 0.050%) / HH)l(e 
npe)leJia KonwiecTBeHHoro onpe)lenemrn 

{TIKO =0.050%) 

0.1% Not more than 1.50 % / He 6onee 1,50 %. 

Remuks : The Product confirms to ND/ 

!:

Conclusion : APPROVED / 
CTpHMe•1am1e: TipoJlyKT coorneTcTsyeT TPe6oBaHID!M H,I( 3aKJ1IO'ieH11e: O,IJ:OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Appro ed by: Quality Assurance/ Authorized 
no.n.rornsne Ho: Shagun TTpoacpeHo: Pravesh n posepeHo (AOK): person/ O)lo6peHo: O6ecne1Iett11e 

~ 
Rana j Ami t Kumar Ka'-lecrna/OTBeTCTBeHHOe JIWUO: 

./\_/--
_( Ur-->i L t-:=~:.v v---1 P. "(__ 

~\tv] 

Date / Date / Date/ !Date / C C-o; -,,,zo ~c, 
Aa1a: 05 .01.2026 ,[{aTa: 05.01.2026 ,I(an: 05.01.2026 l.laTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, lndlil 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drr2ddys.com 

CIN: L85195AP1984PLC004507 
www,drreddys.com 

I 

I 



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

CEPTII'1>HKAT AHAJIH3A 

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

T,:-1: +9198166 56001-02 
1. r,.--1w. drreddys.com 

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

Ilpon•f10-: KeTopon'1' (KeTOPOJ1a1<) paCTBOP JJ.JUI BHyrp1memwro tt Bl-l',TPl1MblUJe1rnoro sse,neH,rn, 30 Mr/MJI 
Batch No/ 

: V260004 
Batch Quantity/ 454545 ampules / 

Ceprrn .M! O6beM cepnn 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHT11qecKHH oTqeT .N'!! : 890001856162 ,[(aTa anaJiuJa : 05.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry / 11/2027 
lllaTa uponJB0JICTBa 

: 
f'O).{CU ,[{O 

: 

Mfg. License No./ 
Ilpon:JBOJICTeeunaH : MNB/05/263 MA number:/ : nTT-N!!(008888)-(Pf-RU) 
JIH~eH3UH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 nposeAeH no H,[(: nTT-N2(008888)-(Pf-RU)-l 70225 
Pa2c 4 of7 / CTp. 4 HJ 7 

.N"!! Test/ IloKa1aTeJib Results/ Pe1yJibTaTbl Specification / HopMa 

8 Extractable volume* I 10.5 ml/ 10.5 MJI Not less than 10.0 ml (collectively 
l13BJieKaeMbltt o6beM* measured volume of 10 ampoules). I 

He MeHee 10,0 MJI (o6beM, 113MepeHHbltt 
Ha 0CH0BaHHH o6be.IIHHeHHOro 
CO.IIep)l{HM0fO 10 aMnyJJ). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
.6aKTepttaJibHble /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H.IIOT0KCHHbl KeTopoJJaKa TJ)0MeTaMHHa. 

10 Sterility**/ NA Must be sterile. I }J:OJl)KeH 6bITb 
CTepttJibHOCTb ** CTepl1JlbHbIM. 

11 Assay/ KoJ111'1eCTBeuuoe 30.01 mg I 30.01 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe.IIeJieHne Trometamol per 1 mL. I OT 27,0 Mr .uo 

33,0 Mr KeTOponaKa TJ)0MeTaM0JJa B 1 MJI. 

12 Ethanol content I 3TaHOJI 11.80 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) .uo 13,10 % (06/06). 

RPm11rh • Thf' Prndui:-t r:onfirmE to 1'ID/ Conduiiiuu . ArPROVED / 
Ilp11Me'-1anue: I1po.IIyKT cooTBeTcrnyeT Tpe6oaamrn:M HA 3a1<mo~1e1-me: O,LJ:O.6PEHO 

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

Do.uroTOBJietto: Shagun flposepeHo: Pravesh DpoeepcHo (AOK): per on/ O.IIo6peHo: O6ecneqettae 

~ 
Rana f Amit Kumar KaCJecrna/OUJeTCTBCHHOe m1uo: 

{'~ (Ur--Jil_ K V lr-1 r-,.-,1___ 
---~·,--1 

Date / 

11

Da1e / Date / !Date/ (i C--v i -./.._Ol(, 
,Ua-ra: 05.01.2026 ,[{am: 05.01.2026 )],am: 05.01.2026 ,[(am: 

I • -2-337 Road No. 3 Biln ara HllIs, H' CJeraoaa - :iuuu=. Iei.;nguna, malil Registered Offi c.e. 8 , , J V 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drraddys.com 

UN: L8:,lc!'>Af'1~84f'LLUU4:>U/ 

www.drreddys.com 

I 



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

CEPTH <l>IIKA T AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Di stt. Solan, H.P., 173 205, INDiA 
T _; I: +9198166 56001-02. 
www.drrecJdys.com 

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

IlPO.ll'fln: KeTopon/\t' (KeToponaK) pacrnop .n.m, BHyrpttBeHHOro tt BH}'TPHMbIWe'-IHOro BBe.n.emrn, 30 MrlMJI 

Batch No/ 
: V260004 

Batch Quantity / 454545 ampules / 

Cepusc N!! O6beM CCpHH 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AnaJIHTH'lecKnii OT'leT N!! : 890001856162 ,U:aTa auaJin3a : 05.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry/ 
11/2027 

,lI:aTa DPOH3B0J),CTBa 
: 

foJJ,ell AO 
: 

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

MA number: I 
: JUl-N2(008888)-(Pf-RU) 

mm:enJuaN!! HoMep PY 

Analysis performed according ND/ Amu1113 npooeJJ.eH no H)l: JlTI-N2(008888)-(Pf-RU)-170225 

13 

Test I ITot.a3aTeJlb 

Packaging/ Onucauue 
ynaKOBKH 

Results/ Pe3yJ1bTaTb1 

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. / 
no 1 MJI B aMnynbI H3 CBeT03alllHTHOro 
cTeKJia TeMHo-Kopwrnesoro u.seTa Knacca 
I. B sepxHeH 11acrn: aMnynhr HatteceHbI 
KOJlbU.O H T011Ka .D:JJJI pa3JlOMa. Ha aMnyny 
HaKJJeHBalOT 3THKeTKy. 
no 10 aMnyn BMeCTe c JlHCTKOM­
BKJia,D.b!IlleM B nBX/an!OMHHHeBbIH 
6nHCTep. Tio 1 6nHCTepy B na11Ky 
KapTOHHylO. 

Page 5 of 7 / CTp. 5 m 7 

Specification / HopMa 

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 
no 1 MJl B aMnyJibl 113 CBeT03alllHTHOf0 
cTeKJia TeMHO-KOpH11Hesoro u.sern Knacca 
L B BepxHeH 11acTH aMnynbI HaHeceHbl 
KOJlbI.J.O 11 TO'-!Ka ,D.Jl.SI pa3JlOMa. Ha aMnyny 
HaKJleHBalOT 3THKeTKy. 
Tio 10 aMnyn BMeCTe c JlHCTKOM­
BKJia,D.b!IlleM s nBX/amoMHHHeBbIH 
6JlHCTep. no 1 6JlHCTepy B na'-!KY 
KapTOHHYfO; iJ.~51 Cn101/1l0Hapoe: no 2, 3, 5 
6m1cTepoa s na•lh'Y K8pTOH1-ry1O. 

* Tests are not performed during the stability investigation. /* I1.cnbITaHm1 He npoBO.LJ.HT B xo.n.e ttccne,l\oBaHHH 

CTa6ttJibHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** TTptt BhmycKe npenaparn 

KOHTpOJih Ka11ecrna no noKa'.3aTemo npOBO,[\HTCH .ll.JIH Ka)l(,[(OH 15-0H cepttH. 

R('markv : Th,: Product confirm6 to ND/ Coudu~iu1i . ArrROVED / 
IlpnMC'l8HHC: Tipo,n:yKT COOTBeTcTByeT Tµe6oBaHID!M H,D; 3aKJT10'lett11e: O,LI:OliPEHO 

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

no,nrOTOBJieHo: Shagun npo5epeno: Pravesh nposepetto (AOK): per on/ O,n:o6petto: O6ecne11ett11e 

~ Ran, 1 Amit Kum/\ar ,( Ka11ecTsa/OrneTCTBeHHoe nmr:o: 

__/--- ___(\f...Jll KVV----l ;::1L. 
--C \.'1 

Date/ Date / Date I I Date / (' {-{) /-j..J) )-,( 

,LI:arn: 05 .01.2026 ,D;a111: 05 .01.2026 )];am: 05 .01.2026 ,Uarn: 
-Registered Ofiice: 8-2-337, Road No. 3, 13ar,Jara H111s, Hyderabad· 500034, Teldngana, 1no1a 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drr~ddys.com 
CIN: L85195AP1984PLC004507 

www.drrecidys.com 

I 



•·· Dr.Reddy's ~;• 
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 
wvvw.drreddys.com 

Product:/ Ketorol0n (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,1J;y1n: KeTopoJJ°'' (KeTopoJiaK) paCTBOp ,um, Bttyrpirnettttoro H BHYfPHMbIWe4HOfO BBe,UeHH51, 30 MflMJI 

Batch No/ 
: V260004 

Batch Quantity/ 454545 ampules/ 
CepuH .N'!! O6beM cepuu 

: 454545 aMnyn 

Analytical Report No / Date of Analysis / 
AuaJiuTuqecKuu oTqeT N2 : 890001856162 ,[t:aTa auaJiuJa : 05.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2027 

llaTa npouJBOllCTBa 
: 

ro)];eH ,l:lO 
: 

Mfg. License No./ 
IlpoH3BOJ:lCTBennaH : MNB/05/263 MA number:/ : JII1-.N2(008888)-(Pr-RU) 
JIHI~eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJIH3 npoBe,l:len no II,[(: JII1-N2(008888)-(Pr-RU)-170225 
Page 6 of 7 / CTp. 6 113 7 

API name/ HanMeHoBauue A<l>C: Ketorolac Trometamol I KernponaKa TP0MeTaMOJI 

INN /MHH: Ketorolac I KernponaK 

API manufacturer batch number / 
2KTM0540925 

HoMep cepuu npouJBO.L1HTem1 A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepHH cy6cTaHIJ,HH npOH3B0.[IHTeJ1H FESA00529 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
IlpOH3BO.LIHTeJlb A<l>C, CTpaua: CaiiMe.[I Jla6c JlHMHTe.[I, 11H.LIH51 

Name, address, authorization No for FP 
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh 

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

site/ 
HauMeHOBaHue, a_llpec, JlHIJ,eH3HH .LIJlH 

,D,-p PeMrr'c Jla6oparnprrc JlT.ll., 11H.llH51, Ilpon:JBO.llCTBeHHoe no.llpa3,l:leJiettrre-6, 

IlpouJBO.LICTBeuuaH nJ1011.1,a.[IKa / IlJ1011.1,a.L1Ka 
Brnrn. Kxonh, Hanarapx Poy.ll, .6aMH, ,[l,HCTPHKT ConaH, X.11., 173205, l1tt,nm1 

K0HTpOJlH Ka4eCTBa / IlJ1011.1,3.[IK3 BbmycKa 
(mu-1eH3H51 N!! 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»./ 

3aKJll04eHue O COOTBeTCTBHH: «HaCT051lll,HM 51 TIO.llTBep)K,naIO, 'ITO rrprrBe)],eHHa51 BbIIIIe HH<pOpMaIJ,H51 51BJI51eTC51 .llOCTOBepHOH H 

RPm:trk~ • Th~ Prnr'hir.t r.rmfinm tn Nn/ 

II
Conchuiion : APPROVED I 

UpuMeqauue: Tipo,nyKT cooTBeTcTByeT TPe6oBaHH51M H,D, 3aKJll04eHrre: o,a:OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Ilo,nroTOBJieHo: Shagun flpoaepeHo: Pravesh IlpoBepeHo (AOK): person/ O,no6peHo: O6ecneqettrre 

Rana 

1 Amit Kum~ /.,-----
Ka4eCTBaiOTBeTCTBeHHOe JlllIJ,O: 

~ l~l)r-H L K\JMp.,?_ 
~vv'/ 

Date I 

I 
Date/ Date I !Date/ O (;--o l -J cl.Lb 

,D,arn: 05.01.2026 ,D,arn: 05.01.2026 ,D,arn: 05.01.2026 ,D,arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyde rabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drraddys.com 

LIN: U:!Sl':JSAI-' 1':J841-'Ll.UU4'.>U/ 

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

CEPTHcJ>HKAT AHAJill3A 

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

Viii. Khol, Nalagarh Road, Baddi, 

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

Te!: +91 98165 56001-02 
,, .1,vw.d rreddys.com 

Product:/ Ketoro1°'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilno,n,·h.,-: Kei-opoJTI)< (KCTOPOJTaK) paCTB0P ,L(fljl BHyrpI1BeHHOrO 11 BH}TPIIMblllie'-IHOro BBe)1.eH11J1, 30 Mr/Mn 

Batch No/ 
: V260004 

Batch Quantity / 454545 ampules I 
Cepus1 .M! O61>eM cepuu 

: 454545 aMny11 

Analytical Report No / Date of Analysis / 
AuaJIUTtt'lecKuii OT'leT .M! : 890001856162 ,ll;aTa auaJIHJa : 05.01.2026 

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

l)laTa npouJBOACTBa 
: 

roAeH AO 
: 

Mfg. License No./ 
Ilpou3BOACTBeunaH : MNB/05/263 MA number:/ : Jlll-N2(008888)-(P1-RU) 
JIHl.(eHJHH .M! HoMep PY 

Analysis performed according ND/ AuaJiuJ npoBeAeu no H)l: Jlll-N2(008888)-(P1-RU)-l 70225 
Page 7 of7 I CTp. 7 uJ 7 

TO'fHOtt. 3m cep.mr rrpoti,yKUHH rrpomae.uetta (BKnJO'fa51 yrrnKOBKY (MapKHpOBKY) 11 KOHTpOJih Ka'fecrna) Ha BhIUieyKaJaHHOli 

rrp0113B0,1lCTBeHHOtt TIJIOl.l.\a,!lKe (rrnoma.n.Kax) B ITOJIHOM COOTBeTCTBHH C rpe6osaHH51MH ITpaBHJI HaJ],Jie)f(amett np0113B0JJ.CTBeHHOtt 

rrpaKTHK:11 Eapa3HttCKOro 3KOHOMH'feCKoro COJ03a 11 rpe6oBaHH51Ml1 KOHTpOJI51 Ka'feCTBa JJeKapCTBeHHhlX cpe.n.cTB, a TaK)Ke B 

COOTBeTCT811J,f co cneumjmKaUH»MH, co.uep)l(al.l.\HMHC» B perncTpaUHOHHOM JJ.OCbe CTpaHhl-HMITOpTepa. 3an11c:11 ITO npOl13BOJJ.CTBY, 

ynaKOBKe H attanmy nposepeHhl, l1 ycTaHOBJieHO HX COOTBeTCTBHe Tpe6osaHH»M ITpaBHJJ Ha,1lJ]e)l(al.l.\ett rrpOH3BOJJ.CTBeHHOtt 

rrpaKTHKl:I Espa3HttCKOro 3KOHOMH'feCKOro COJ03a». 

Ilcmnrlm : The Product confirm-, to 1'ID/ Cum:lusluu : APPROVED l 
IlpHMe'laHHe: Ilpo.uyKT COOTBeTcTByeT rpe6osaHIDIM H,ll_ 3aK 1oqcnue: O,lJ,OliPEHO 

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

Ilo.urornanetto: Shagun IlposepeHo: Pravesh nposepeRo AOK): person/ 0.no6petto: 06ecne'leH11e 

~ 
Rana j Amit Kumar / Ka'feCTsa/OTBeTCTBeHHOe JIHUO: 

f< _,/ -i'. l)~I L -k. VM p.12._ 
'Y"j 

Date I Date I Date I rate / C16--01 -~o.J-.C 
,ll_arn: 05.01.2026 ,ll_arn: 05.01.2026 ,ll_arn: 05.01.2026 :.Uarn: 

.. ~ -Registered Ofr1cc· 8-2-337, Roaa No. ::i, San]ara Hills, Hyderaoao - ::.uuu.:!-'<, 1e1e1ng.3na, 1no1a 

Tei: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@dmidcJy,.com 
CIN: L8519.SAP1984PLCd0450'l 

www.drreddys.com 
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