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

CEPTH~HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Badd i, 

Dist t. Solan, H.P., 173 205, INDIA 

Te! : +91. 95?-J.66 5fiOO1-W 
'vVWw.drre cidys.com 

Prodalct: / Ketorol°'i (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpoJO'ICT: KeTopon°') (KeTOPOJlaK) paCTBOP ,[I.JUI BHYTPl.fBeHHOro 11 BHYTPHMbIWelJHOro BBe,D,eHml, 30 MrlMJl 

Batch No/ 
: V250948 

Batch Quantity / 454545 ampules I 
Cepu9.M! 061,eM cepuu 

: 
454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJilfTu'lecKuii OT'leT .M! : 890001850221 ,L(aTa auaJiu3a : 22.12.2025 

Date of Manufacture/ 
: 11/2025 

Date of Expiry/ 10/2027 
,L(aTa rIPOH3B0,lJ;CTBa ro,LJ;eH )J;O 

: 

Mfg. License No./ 
IlpOH3BO,LJ;CTBeHHaH : MNB/05/263 MA number:/ : JITI-N2(008888)-(Pr-RU) 
JIHQe1nusr .M! HoMep PY 

Analysis performed according ND I AuaJiu3 npose,LJ;en no H,LI;: JITI-N2(008888)-(Pr-RU)-170225 
Pa2c 1 of 7 / CTp. 1 H3 7 

.N'2 Test I IloKaJaTeJib Results/ Pe1yJibTaTbI Specification / HopMa 

1 Description / Onucauue Clear colorless solution. / Ilp03pa4HhIH Clear colorless to slightly yellow color 
6ecuseTHbIH pacrnop. solution. I TTpo1pa4HhTtt pacrnop OT 

6ecuserHoro .!l0 cBeTJIO-)l(eJiroro usera. 

2 Identification*/ U,z:i:eHTH<f>HKauusi* 

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 main peak in the 
standard solution. / BpeMJI yaep)l<HBamrn. chromatogram of standard solution (Assay 
OCHOBHOfO DHKa Ha xpoMarorpaMMe section). I BpeMJI y,z:i:ep)l<HBaHHJI 
HCilhITyeMoro pacrnopa COOTBeTCTByeT OCHOBHOro IlHKa ua xpoMarnrpaMMe 
BpeMeHH y,!lep)l(HBaHIDI OCHOBHOro IlHKa HCilhITyeMoro pacrsopa J].OJilKHO 
Ha xpoMarorpaMMe CTaH,!lapTHOro COOTBeTCTBOBaTh BpeMeHH y,!leplKHB3HHJI 
pacrnopa. OCHOBH0fO U:HKa Ha xpoMarorpaMMe 

CTaH,!lapTHOfO pacrnopa (paJ,!leJI 
«Kom1qecrneHHoe onpe,!leneuHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqauue: TTpo.!lyKr coornercrnyer rpe6osaHHJIM H,l( 3aKJIIO'leuue: O,l(OliPEHO 

Prepared by/ 

ITo,!lroTOBJieHo: Pravesh 

Rana 1 
D ate / 

}];a-ra: 22. 12.2025 -

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

nposepeHo: Pardeep n posepeHo (AOK): person / Oao6peHo: O6ecneqeu11e 

K□mar AmiL K uma/ Ka4eCTBa/OrBeTCTBCHHOe JIHUO: 

J-z ~u1-J1L ,cu~10.a__ !'--- / (' \/\A 
Date / Date / Date / 

, 

2--1.1 2..-J.02.-r-
AaTa: ~2. 12 . .fQ ~5..~ _ ).J;a-.,;a~±.f: !J,l.925,. , l~lf).;'.l ,, T~i - - •,~ n "' i - •"-

., _ 

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

www.drreddys.com 



•·· 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, lf\iDIA 
-,-,,1. r.1 001 hr- c::r.::nn1 _(Y7 
ILi • , --'..l. __,~;_:_\JV --'V\J'.J..1. v~ 

1Nww.cirreddys.com 

Prod11ct: / Ketorol°') (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

llpo)];"'n: KeTopon°" (KeTopoJiaK) pacrnop )],JIJI BH}'TpttBeHHOro H BH}'TPHMblllle4HOro BBe)],eHHJI, 30 MriMJI 

Batch :No/ 
: V250948 

Batch Quantity / 454545 ampules / 
CepnH ,M! O61>eM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
Anamt:TnqecKnu: OTIIeT .N'!! : 890001850221 .l(aTa anaJinJa : 22.12.2025 

Date of Manufacture/ 
11/2025 

Date of Expiry / 
10/2027 

.l(aTa llPOH3B0,IJ;CTBa 
: 

ro,IJ;eH )];O 
: 

Mfg. License No. / 
llpou3BO/J:CTBeunaH : MNB/05/263 MA number:/ : JIIT-N!!(008888)-(Pr-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJin3 npose,1J;eu no H.l(: JII1-N!!(008888)-(Pr-RU)-170225 
Pa2e 2 of7 / Crp. 2 uJ 7 

.N'2 Test I IToKaJaTeJib Results I PeJyJibTaTbt Specification / HopMa 

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

Y<P-cneKmporjJomo.111empzm * 
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>-cneKTphI nornomemrn maxima at 322 ± 2 nm. / Y<D-cneKTPhI 
HCIThITyeMoro pacrnopa l1 pacrnopa nornomeHmI 11cnhnyeMoro pacrnopa l1 
CTaH,napTH0ro 06pa3ua KeToponaKa pacrnopa CTaH,napTH0ro 06pa3ua 
TP0MeTaMHHa B o6nacrn OT 200 )],0 400 HM KeToponaKa TP0MeTaMHHa s o6naCTl1 OT 
nMeIOT MaKCMMYMhl nornomemrn npn 200 )],0 400 HM .nomKHbl HMeTb 
322±2 HM. MaKCHMYMhl nornomeH!1jj nptt 322±2 HM. 

3 Clarity/ ITpo3pa<tHOCTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnanecueHUH» npenaparn suspension I. / OnanecueHQ!1jj npenaparn 
He npeBhilllaeT onanecueHUHIO cycneH3Iltt He .non)KHa npeBhilllaTh onanecueHUHIO 
cpaBHeHH» I. cycneH3HH cpaBHeHHJI I. 

4 Color I QBeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
TTnrrmn\ATTJIA ,7'nrrnmn fir,TTJ, JJA 6one.e O,?O 
nptt )],llHHe B0llHhl 430 HM. 

5 pH 7.4 From 6.9 to 7.9. I OT 6,9 .no 7,9. 

6 Particulate matter / Mexau11<teCKHe BKJ11oqeum1 

6a Visible particles / Complies / CoorneTcrnyeT Should be absent. / 
Bil)],IlMb!e '!aCTHUhl ,lJ;on)KHbl 0TCYTCTB0BaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
JlpUMC4am,e: IIpo,nyKT C00TBeTcTByeT TPe6oBaHHJIM H.lJ: 3a1rn10<1euue: 0)]:0liPEHO 

Pr pared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TT0JlroTOBJleHo: Pravesh n.pouepetto: Pardeep TipoBepeHo (AOK): per on / O,ll,o6petto: O6ecne'!eH11e 
Rana f Kumar Amit Kumar Ka'!eCTBa/OTBeTCTBeHHOe llllU0'. 

~ f\/:;_ si'\J 1..11 L l<1J"-fA1L.. - _-t.v--1 -
Date I Date I Date / Date / 2 '1.~ 12,.--.(0 L\ 
,lJ;arn: 22.12.2025 Aarn: 22.12.2025 ,lJ;arn: 22.12.2025 ,Ua'f'3 : 

-- ... -• .._b·- · - .._._ - . - - , . -, ·, , .. , . -
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. l<hol, N3iagc1rh Rocicl, Baddi, 
Distl. Solan.HP., 1/::: 205, !NOIA 

v1wv-1.ci rri.'ddys.co rn 

Produ~t: / Ketorol°" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
fiporrv KT: Ke'T'OPOJJ l' (KeTOponaK) paCTBOP )].Jl.SI BHYll)H"BeHHOrO H BHyrpHMb1We4HOro BBe,nellHSI. 30 Mr/ Mn 

Batch Mo/ 
: V250948 

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

: 
454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AnaJin'f'UqecKnii oTqeT .N'!! : 890001850221 ,ll;aTa anaJin3a : 22.12.2025 

Date of Manufacture/ 
: 11 /2025 

Date of Expiry / 
10/2027 

.llaTa UP0H3BO~CTBa roj.\eH AO 
: 

Mfg. License No./ 
IlpouuioACTBeunan : MNB/05/263 MA number:/ : JITT-N2(008888)-(Pf-RU) 
JIHQeH:JHH .N'!! HoMep PY 

Analysis performed according: ND/ AnaJJn3 npoBCJ.\CU ao Hll: JlTI -N2(008888)-(Pf-RU)-l 70225 
Page 3 of 7 I CTp. 3 HJ 7 

.N'! Test/ floKaJaTem, Results/ PeJyJJbTaTbl Specification / HopMa 

6b Invisible particles / 
HeBH)lHMble 1.faCTHUbl: 
1. Particles 2: 10 µm / 1 not more than 6000 per ampoule; / 

qacnu..( pa1MepoM 2: He 6onee 6000 Ha aMrryny; 
JO MKM 

ii. particles 2: 25 µm / 0 not more than 600 per ampoule. I 
1.facrnu pa1MepoM 2: He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities / flpHMCCH 

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

Impurity B / ITp11MeCb B Below LOD (LOD = 0.014 %) / Htt)Ke not more than 0.50 % / He 6onee 0,50 %; 
rrpenena 06trapy,l\e1H1.R (TTO = 0.014 %) 

Impurity C I ITpttMeCb C Below LOD (LOD = 0.010 %) I Htt)Ke not more than 0.50 % / He 6onee 0,50 %; 
npeJJ,eJJa o6uapy,icemrn cno = 0.010 %) 

Impurity D / ITpttMeCh D Below LOD (LOD = 0.014 %) I Htt)Ke not more than 0.20 % / He 6onee 0,20 %. 
npenena 06Hapy)KeHm1 (ITO = 0.014 %) 

lnd1vidual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity / E.11.ttHttl.fHa.R: 

Below LOQ (LOQ = 0.050%) / H11)Ke 
He11neHTH<}>HUHpOBaHHa.R: 

npe.11.ena KonwiecTBeHHOro onpe.11.eneHH.R: 
npttMeCb 

(ITKO =0.050%) 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
0puMet.J aHne: ITpo.11.yKT cooTBeTcTByeT -rpe6osaHIDIM HL( 3a1rn10"leH11e: O,LJ:OliPEHO 

Prepared by / 
flo.11.roTOBJietto : Pravesh 
Rana 

f 
1Date / 
!.n:aTa: 22.12.2025 -

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITposepeHo: Pardeep ITposepeHo (AOK): person / O.11.06peHo: O6ecneT.JeHtte 
Kumar Amit Kumar KaqecTBa/OTeeTcTBeHl!oe m1uo: 

~ 
·'-

._S,Uv-J/ L K.V~Al2_ [\' _(_VV') 
Date / Date/ .IA;;~~ 1 Iehu~~ :~~- ~O 2-~ ,garn: _2.12.2025 ,g~Ta: ,,22)2.10if.5u. 

• r-~ - r,,.., "'l'"ll""T - t :, r- I.J.,i r \ r4,, ~ h-. . . 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Ema il : ma il@drred dys.com 

CIN: L8519SAP1984PLC004507 
www.drredctvs.com 

I 



•·· Dr.Reddy's ~~• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii Kho!, Naiat:;arh Road, Badd i, 
Distt. So lan, H.P., i73 2.05, lf\lDIA 

CERTIFICATE OF ANALYSIS 
CEPTH <I> IIKAT AHAJIH3A 

'-'Jl.'N J.d ,reddys.co; n 

Product:/ Ketorol'"' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpot1,yKT: KeTopon(I• • (KeTopoJJaK) pacrnop )],ml BHyrp1-1BeHHOf'O H BHyrpHMbJWe'!HOfO BBe).J,eHml, 30 MflMJl 

Batch ~o / 
: V250948 

Batch Quantity / 454545 ampules / 

CepnH .X2 O61>eM cemrn 
: 454545 aMny11 

Analytical Report No/ Date of Analysis / 
Anam1'f'lfqecK11u oTqeT .M! : 890001850221 ,Il.aTa auamna : 22.12.2025 

Date of Manufacture / 
11/2025 

Date of Expiry / 10/2027 
llaTa npou3BOtJ.CTBa 

: 
ro.ueu JJ:O 

: 

Mfg. License No./ 
Ilpo113BOJJ:CTBeuuaH : MNB/05/263 MA number:/ : JITT-N~(008888)-(Pf-RU) 
JlllQeH31fH .N'!! HoMep PY 

Analysis performed according ND/ Auamn npoBe.uen no H,II.: JITT-N~(008888)-(Pf-RU)-170225 
Page 4 of7 / C-rp. 4 H3 7 

.N'! Test I IloKaJaTeJJh Results I PeJyJJbTaTbl Specification / HopMa 

8 Extractable volume* / 10.3 ml/ 10.3 MJl Not less than 10.0 ml (collectively 
l13BJJeKaeMblH o6beM* measured volume of 10 ampoules). / 

He MeHee 10,0 MJl (o6beM, H3MepeHHblH 
Ha OCHOBaHHH o6be).J,HHeHHOfO 
C0,L\ep)KHM0fO 10 aMny11). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
EaKTepuaJJ1>H1>1e /<=0.725 E3/Mr Trometamol. I He 6011ee 5,8 E3/Mr 
3HLl,OTOKCHHbl KeTopo11aKa TP0MeTaMHHa. 

10 Sterility** I NA Must be sterile. I ~OJDKeH 6b1Tb 
CTepHJJbHOCTb ** CTepHJlbHblM. 

11 Assay/ KoJJH'leCTBenuoe 30.22 mg I 30.22 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe.i.eJienue Trometamol per 1 mL. I OT 27,0 Mr .i.o 

33,0 Mf KeTOpo11aKa TpoMeTaM0JJa B 1 MJJ. 

12 Ethanol content/ 3TauoJI 11.82 % / 11.82 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) ).J,0 13,10 % (06/06). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lanue: Ilpo,uyKT coorneTcrnyeT Tpe60Baum1M H~ 3aKJIIO'lenue: O.LJ:OliPEHO 

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

Ilo,uroTOBJieHo: Pravesh CTpo0epeHo: Pardecp TTpoBepeHo AOJ person / O.i.o6petto: O6ecne'lemie 
Rana 

1 
Kum ar Amit K umar / Kal.!eCTBa!OTBeTCTBeHHOe Jil11..(0: 

~ 1~✓ _i:ur-J1L k,rr1 fV2..._ 

~"'1 
Date I D ate I Date I Date I 2- 'l.~12.- .zo is--
Aarn: 22.12 .2025 JJ;arn: 2~;.12.2025 - A,n_a: __22: 12.2Q,25 - ~~Aft:,:,: -:-d-- --n, lnrli ~ - . ·- -· -- ·-

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ema il : mail@ drreddy:; .co m 
CIN : l 85195AP1934PLC004507 

www.drreddvs.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH <I> IIKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. l<hol, l~aiag.:irh Road, Baddi, 
Di,tt. 'iolart, H.P., 173 205, lf\lDIA 

,1vr,11 ri 11·fcdciys.corn 

Produ~t: / Ketorol"" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,1J,y1n: KeTopon'" ' (KeToponaK) paCTBOp )].ml BHyrpHBeHHOro H BHyrpHMhIWe•-rnoro BBe)],emrn, 30 MrlMJl 

Batch l"'lo / 
: V250948 

Batch Quantity / 454545 ampules / 
Cepmr X!! O61.eM cepuu 

: 454545 aMnyn 
Analytical Report No / Date of Analysis / 
Auanu'f'11qecK11ii oTqeT .N'!! : 890001850221 ,II;aTa auam13a : 22.12.2025 

Date of Manufacture / 
11/2025 

Date of Expiry / 10/2027 
,II;aTa npoH3B0/1:CTBa 

: 
ro,ll,eH ,ll,O 

: 

Mfg. License No. / 
Ilpon3BOJJ:CTBeuuaH : MNB/05/263 

MA number:/ : JITT-N!!(008888)-(Pr-RU) 
J111QeH3HH .N°!! HoMep PY 

Analysis performed accordin2 ND/ Auanu3 np0Be,1J,eu no H,n:: JITT-N!!(008888)-(Pr-RU)-l 70225 
P a2e 5 of 7 / CTp. 5 113 7 

Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbl Specification/ Hop Ma 

13 Packaging/ On11cau11e 
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. 

1, 

10 ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack. / 
no 1 MJI B aMnyJibl H3 CBeTo3al.l..UffHOro 
CTet<Jia TCMHO-K0pHr.rneBoro U,BeTa KJiacca 
I. B sepxuei-i r.iacn, aMITYJlbI HattecettbI 
KOJibl.1,0 H TOl!Ka )lJl~ pa3JlOMa. Ha aMrryny 
HaKJleHBa!OT 3THKeTKy. 
no 10 aMTIYJI BMeCTe C JlHCTKOM-
BKJla)lbIUJeM B nBX/anIOMHHHeBbIH 
6nucTep. Tio 1 6m1CTepy B nar.iKy 
KapTOHHYffi. 

A cut ring and point are in the upper part 
of ampoule. A label is attached to 
ampoule. IO 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 
Tio 1 MJl B aMnyJlbl 113 CBeT03a[UHTHOro 
CTeKJla TeMHO-KOp11r.iHeBoro 1.1,BeTa KJlacca 
I. B Bepxuei-i r.iaCTl1 aMnyJihl HaHeceHbl 
KOJlbl.1,0 11 TOl!Ka )lJIH pa3J10Ma. Ha aMnyny 
HaKJ1e1rna10T 3THKeTKy. 
Tio 10 aMnyn BMeCTe c JlHCTKOM­
BKJla)lbIUJeM s TIBX/anioMHHHeBbIH 
6JIHCTep. Tio 1 6JIHCTepy B nar.iKy 
KapTOHHyIO; ibR C/11Gl(l/OHapoa: ITO 2, 3, 5 
6JIHCTepoB s nar.iKy KapTOHH)'lO. 

* Tests are not performed during the stability investigation./* l1cnh1Tatt11H He npoBO,ll,SIT B xo,ll,e 11crne,1J,0BaHHH 
CTa6HJlbHOCTl1. 

** Release quality control of the perfomance is carried out for every 15th batch./** IlpH BhmycKe nperraparn 
KOHTpOJTh KaYeCTBa no noKa3aTemo npoB0,ll,HTCH )],JlH KIDK,.!J,OH 15-0H cepHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'1au11e: Tipo,nyKT cooTBeTcTByeT TPe6osaHID!M HJJ: 3aKJIIO'leuue: O)];O.6PEHO 

Prepared by / 

no)lroTOBJietto: Pravesh 
Rana 

( ~{ 

Date I 
,[{am: 22.12.2025 

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

npoBepetto: Pa.rdeep TTpoBcpeHO AOK): person / O)lo6peuo: O6ecne<Iem,e 

Kumar Amit Kumar Kar.ieCTBa/OrneTCTBeHHOe m,u,o: 

c;,! ..::- ~~ ~l)r-JIL K.VV1 fl. l't_ 
~ v") 

Date/ Date I 

u ~"'~" I~~~~:)~~ Trh,~ n~ ~ r: : J_O i~ ,[{am: 22.12.2025 
l~am: 22.12.20,,t".5 

• .I -- .. ~. ..... ~ .., '""-, , n--•- •- _J;! • -
Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddy:;.com 

CIN: L8519SAP1984PLC004507 
www.drreddvs.com 

] 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nolc:igarh Road, Baddi, 
Distt. Snl;in, H.P , 17:: 205, li,JDIA 

CERTIFICATE OF ANALYSIS 
CEPTH <l>IIKAT AHA.JIH3A 

www.drrecidys.com 

Product:/ Ketorolnt' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,IJ,y~r: KeTopon°' ' (KeToponaK) paCTBOP ,IJ,ml BHyrp11BeHHOro 11 BHYfPHMbIWe'IHOro BBe,IJ,eHml, 30 MrlMJl 

Batch ~o / 
: V250948 

Batch Quantity/ 454545 ampules / 

Cepm1 .:N2 06'beM cepu11 
: 454545 aMnyn 

Analytical Report No/ Date of Analysis / 
Auanu..-nqecKnu oTqeT .M! : 890001850221 )laTa auanHJa : 22.12.2025 

Date of Manufacture / 
11/2025 

Date of Expiry/ 10/2027 
)laTa DP0H3B0ll,CTBa 

: 
ro,IJ,eH ll,O 

: 

Mfg. License No./ 
Ilpou3130lJ.CTBeuuau : MNB/05/263 MA number:/ : JIIT-N~(008888)-(Pf-RU) 

HoMep PY nuueu3nu .M! 

Analvsis performed according ND/ Ana.run npoBe,IJ,eu no H)l: JIIT-N~(008888)-(Pf-RU)-l 70225 
Pa2e 6 of7 / CT]). 6 03 7 

API name/ HattMeHoBaHue A<I>C: Ketorolac Trometamol I KernponaKa TpoMeTaMOJl 

INN /MHH: Ketorolac / KernponaK 

API manufacturer batch number / 
2KTM0440725 

HoMep cepuH npoHJB0,llHTeJIH A<I>C: 

FP Manufacturer API Batch number/ 
HoMep cepHH cy6CTaHUHH npoHJBO,llHTeJIH FESA00455 
r JI<I>: 

API Manufactured by & country / Symed Labs Limited, India / 
IlpouJBO,llHTeJib A<I>C, cTpaua: CattMe,n Jla6c JlHM1ne.n, I1H,nm1 

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

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

site/ 
Ha11MeHOBaHHe, a,upec, JlHUeHJHH ,llJIH 

,ll;-p Pe.n,nH'c Jla6opaTOpHC JlT,n., Hu,um,, I1pOH3B0,D_CTBeHHOe fIO.[(paJ,neneHtte-6, 

IlpOHJBO,llCTBeHHaH UJI0IUa,UKa / IlJioma,uica 
B11nn. Kxonh, Hanarapx Poy.n, Ea.n.n», ,ll;ttcTpHKT ConaH, X.IT., 173205, HHAHJI 

KOHTp0JlH Ka'feCTBa / IlJIOIUa,UKa Bbtnycica 
(JJHL(eHJmr .N2 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». I 

3aKJIIO'feHue O C0OTBeTCTBUU: «HaCTOJIIIJ,HM .H IIO,nTBep)l(,naIO, tJTO npHBe,UeHHaJI BhIIIIe HHq>OpMaUH.H .HBJl.HeTCJI ,nOCTOBepHOH H 

Remarks : The Product confirms to ND/ 

'

Conclusion : APPROVED / 
IlpuMeqauHe: ITpo,nyKT cooTBeTcTByeT TPe6oaaHHJIM H,A 3aKJIIO'feHue: o,n:Ol>PEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Tio.nroTOBneuo: Pravesh nposepeHo: Pardeep Ilposepe1:10 (AOK): person I O,no6peuo: O6ecIIetJeHHe 
Rana 

1 / 
Kumar Amit Kumar KatJecTBalOTBeTcrneuuoe JJHL(O: 

~ ~-- ~(),--i l L ,, v ~...,.1 I~ 12__ 

--""'1 
Date I Date I Date I Date/ '2-- '2.. ---12 ... --,( 0 ).. s-
)];am: 22.12.2025 ,ll;arn: 22.12.2025 /,J~T~: l~-n~-igi5 ,., .,,for:,h . ,[(~~~iYJ ,1 T o l ;:i n a ;1, n ·:i ln d irl. - • , ) ,...,. ci;: _ _ n., .,.,-, n~~ . - ·~ 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : ma1l@drreddys. com 
CIN: L85195AP1984PLC004507 

www.drreddys .com 



CERTIFICATE OF ANALYSIS 
CEPTII<l>l'.IKAT AHA.JilBA 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. l<hol, 1~Jlagarh i\oad, Baddi, 

D::tt. So!?.n, H P, 1 T\ ?.OS, li'JDIA 

iel: : 01 ~:Zlb6 S600J..-Ct: 
ww1;.; drreddys.corn 

Produiet: I KetoroF'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlPOllY~T: KeTopon°" (KeTOPOJiaK) paCTBOp .n.m1 BHYTPHBeHHOro 11 BHyrpHMblllICLfHOro BBe.n.emrn, 30 MfiMJJ 

Batch ~o / 
: V250948 

Batch Quantity/ 454545 ampules/ 
CepnH .M! O6beM cepnn 

: 
454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJin'l'Hqec1rnii OT'IeT .N"!! : 890001850221 )],aTa auaJinla : 22.12.2025 

Date of Manufacture / 
: 11/2025 

Date of Expiry / 
10/2027 

.llaTa Uf)0H3B01lCTBa rolleH llO 
: 

Mfg. License No./ 
Ilpon1BOJlCTBeuuaH : MNB/05/263 MA number:/ 

: J1TT-N!!(008888)-(Pr-RU) 
Jlll .. eH3HH .N°!! HoMep PY 

Analysis performed according ND/ AuaJ1111 npoeel{eu no H)],: J1TT-N!!(008888)-(Pr-RU)-170225 
Page 7 of7 / CTp. 7 HJ 7 

T04HOH. 3m cep,rn npo)lyKUHH np0113Be)leHa (BKJlJOIJa» ynaKOBKY (MapKHpOBKY) 11 KOHTpOllb KaIJecTBa) Ha Bb1WeyKa3aHHOH 

npo113BO,UCTBeHHOH nJIOW,a)lKe (nnow,a)lKax) B IlOJIHOM COOTBeTCTBHH C Tpe6oBaHHHMH llpaBHJl Ha)lJle)Kaw,ei1 npOH3BO)lCTBeHHOH 

npaKTHKI1 EBpa311HCKOro 3KOHOMHIJeCKOf0 COJ03a 11 rpe6oBaHHHMl1 K0HTPOJrn KaIJeCTBa JleKapcTBeHHblX cpe)lCTB, a TaK)Ke B 

COOTBeTCTBHH co cneuttq>HKaUH»MH, CO)lep)Kalll,HMHC» B perttcTpaUHOHH0M )lOCbe CTpaHbl-HMnopTepa. 3amtCH no rrp0H3B0)lCTBY, 

ynaKOBKe J,f aHaJll13Y npoBepeHbl, J,f ycTaHOBJleHO HX COOTBeTCTBHe rpe6oBaHH»M llpaBHJI Ha)lJle)Kalll,eH npOH3BO)lCTBeHHOtt 

npaKTHKl".I EBpa3HHCKOfO 3KOHOMHIJeCKOfO COJ03a». 

Remarks: The Product confirms to ND/ 

I
IConclusion : APPROVED I 

IlpnMe'!au11e: Tipo)lyKT coorneTcrnyeT rpe60BaH11»M HA 3aKJUO'IeH11e: O,l1;O1iPEHO 

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

Tio.n.rornBJieHo: Pravesh TTposepeHo: Pardeep TTpoBepeAo (AOK): person/ O.n.o6petto: O6ecneqeHMe 

Rana f1 K umar Amil Kumar KaIJecTsa/OTseTcTBeHHOe nwuo: 

~ ~ 
~ Ui,-l/L ~Ur-1 ,aiL_, 

___( -vvi 

Date/ Date/ Date/ Date/ 2. 1..-/ l.:-.1-M-- s--
,l1;aTa: 22.12.2025 Aarn: 22.12.2025 Aarn: 22.12.2025 ~ Ta: . 
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