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

CEPTII <I> IIKA T AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. l(hol, Nalagarh Road, Baddi , 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
1.1\"✓W.dr reddys .co rn 

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

Ilpo.r.yKT: KeTopo1l'' (KeT00011aK) pacTBop ,LI.JUI BHVTPJ-1BeHHoro H BHy'TPHMhirne,rnoro BBe)].eHHSI, 30 Mrl MJT 

Batch No/ 
: V251041 

Batch Quantity/ 454545 ampules / 

Cep1rn .M! O61.eM cermu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis/ 
Aua.JIHTH'lec1rnii OT'leT .N'!! : 890001856163 ,U:aTa auaJin1a : 05.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry / 11/2027 
lllaTa npomB0ACTBa 

: 
ro.r.eu AO 

: 

Mfg. License No. / 
Ilpou3BOACTBeHHaH : MNB/05/263 MA number:/ : JITI-N'!!(008888)-(Pf -RU) 
JIHU,eHlHH .N'!! HoMep PY 

Analysis performed according ND/ AHaJIHl npoee.r.eu no H)I: JIIT-N2(008888)-(Pf-RU)-170225 
Page 1 of 7 / CTp. 1 u1 7 

.N'~ Test/ IToKaJaTeJib Results/ Pe1yJibT3Thl Specification / HopMa 

1 Description/ OnucaHHe Clear slightly yellow color solution. I Clear colorless to slightly yellow color 
ITp03pa'1HblH pacrnop CBeTJIO-)f(eJITOfO solution. I TTp03pa'1HblH pacrnop OT 
UBeTa. 6ecuseTHoro .no cseTJIO-)f(eJIToro useTa. 

2 Identification*/ M,neHTH(j>HKaUHH* 

2a HPLC* I B3)f{X* The retention time of the main peak in the The retention time of the main peak in the 
chromatogram oftest solution corresponds chromatogram of test solution should 
to the main peak in the chromatogram of correspond to the mam peak m the 
standard solution. / BpeM» y,nep)f(HBaHIDI chromatogram of standard solution (Assay 
OCHOBHOfO IlHKa Ha xpoMarnrpaMMe section). I BpeM» y ,llep)KHBaHl-ui 
HCilbITyeMoro pacrnopa C0OTBeTCTBYCT OCIIOBIIOfO IlHKa Ha xpoMarnrpaMMe 
R)'\P.MP.HH y_n,~pWHKHHH\I Ol :H0KHOl 'll IIHIHI 11l:llhl 1yt::Mlll l/ ).Ja\,,111VJJA AOJIAl:H0 
Ha xpoMaTOrpaMMC CTaH,napTHOro COOTBCTCTBOBaTb BpeMCHH y,llep)KHBaHl1.!1 
pacrnopa. OCHOBHO[O IlllKa Ha xpoMa'J'0l paMMt! 

CTaH,napTH0ro pacrnopa (pa3,nen 
«KonwiecrneHHoe onpe,1J.eneH11e» ). 

R enwrk • : The Product confirms to ND/ Conclusion : APPROVED / 
npm1e•1au11e: TTpo,nyKT coorneTcTayeT TPe6oBaHH»M H;J; 3aKJ110'-leH11e: O,IJ:OliPEHO 

Prepared by I 
ITo,11,r0TOBJTeHo: Ashish 

K umar 

,~ 

jDaLe / 
.[{aTa: 05.01.2026 

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

ITpoaepeHo:Pravesh flponepeHo (AOK : person / O.no6peHo: O6ecnetieHHe 

Rana j Amit Kumar KatICCTBalOTBeTCTBeHHOC JIHUO: 

v/ 
_(Ur-ill / \JV'-') P,.il__ 

,v) 

I 
Date / Dale I !°ate / OS:-o/-.zOJ__~ 
,/].aTa: 05.01.2026 .[{aTa: 05.01.2026 )];am: 

.. < Registered Ofnce: 8-2-337, Road No. 3, Ban1;1 ra Hills, Hyderabad 500Uj;i, !elanlfclna, Im.Ila 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email · mail@dm,dciys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

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

CEPTII <I> IIKAT AHAJlll3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDiA 

T2! : +9198166 56001-07 
1,vww.drreddys.com 

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

IIPOAYKT: KeTOpon°'' (KeTopoJiaK) pacrnop ,ll,ml BHyrp1-meHHOro H BHyrpHMbIWC'4HOro BBe,l],eHH51, 30 MrlMJI 

Batch No/ 
: V251041 

Batch Quantity / 454545 ampules / 

Cep1rn N!! O6beM cep1111 
: 

454545 aMnyn 

Analytical Report No / Date of Analysis / 
AnaJIHTnqecKHH oTqeT .M! : 890001856163 )];aTa auanuJa : 05.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry/ 11/2027 
1 JJ:aTa npouJBOACTBa 

: 
roAeH AO 

: 

Mfg. License No./ 
llpoH3BO,ll,CTBeuuaH : MNB/05/263 MA number:/ : JIIT-N!!(008888)-(Pf-RU) 
Jrnl(eHJHH N!! HoMep PY 

Analysis performed according ND/ AuaJIHJ npoBe,l],eu no H)];: JIIT-N!!(008888)-(Pf-RU)-l 70225 
Paee 2 of 7 / Crp. 2 113 7 

N!! Test / Tiotca3aTeJJb Results/ PeJyJJhTaTbl Specification/ Hop Ma 

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

Y <P-cneKmporpomoAtempuR * 
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>-cneKTPbT norrromemrn maxima at 322 ± 2 nm. I Y<l>-crreKTpbI 
HCTihITyeMoro pacrnopa H pacrnopa nornomeHH.ll HCITbITyeMOro pacrnopa H 
CTaH/l,apTHOfO 06pa3ua KeToponaKa pacrnopa CTaH/l,apTHOro 06pa3ua 
TpoMeTaMHHa s o6nacrn OT 200 /J,O 400 HM KeToponaKa TpOMeTaMHHa s o6JJaCTH OT 
HMelOT MaKCHMYMbl nornomeHH.ll rrpw 200 /J,O 400 HM /J,OJJ)KHhl HMeTh 

322±2 HM. MaKCl-1.MYMbl nornomeHJ.1..ll rrpH 322±2 HM. 

3 Clarity / Ilpo3paqnocTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
EUEpenE;ion I. / Ona.rrecuem~,m rrpenap:na EUEpenEion I. / Orranecuettu1m rrpenapaTa 
He npeBhilllaeT onanecueHUHIO cycrreH3HH He /J,OJI)KHa rrpeBbilllaTh orranecueHu1110 
cpaBHeHH.ll I. cycneH311J.1. cpaBHeHH.ll I. 

4 Color/ QBeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. I 
TTornomem1e J.I.OJJ)KHO 6b1Th He 6onee 0,20 
rrpH ,!1,JJJ.1.He BOJ!Hbl 430 HM. 

5 pH 7.3 From 6.9 to 7.9. I OT 6,9 .uo 7,9. 

6 Particulate matter/ Mexatt11qecic11e BKJJIO'leHHH 

6a Visible particles / Complies / CooTBeTcTByeT Should be absent. / 
BttAHMbie '!acn-1ub1 ,z::i:oJJ)KHbl OTCYTCTBOBaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Tip11MelfaH11e: Dpo.uyKT coorneTcTByeT TPe60BaHJ.1..l!M H,n: 3aicmo'lettue: 0,lJ,Ol>PEHO 

Prepared by I 
Do.n.roTOBJieHo: Ashish 

Kumar 

► 
Dale / 
)];am: 05.0 l.2026 

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

IIposepeHo: Pravesh Ilpo0epc1-10 (AOK) : person / O)],o6peHo: O6ecne'!em1e 

Rana 

1 Amit K umar KalfeCTBa!OrneTCTBeHHOe JIHUO: 

" _ _(UNI L. K\Jvv1 f1(l_ 
{'--_/" ------ .----'--vV/ 

!!
Date/ Date I !Date/ t,r--o /r-,{0)....(; 
,n:arn: 05.01.2026 ,n:arn: 05.0 l.2026 ,n:arn: 

,. -Registered Office : 8-2-337, Road No. 3, BanJara HIiis, Hyderabad - 500034, Teldngana, lncIa 
Tel : +9140 4900 2900, Fax: +91404900 2999, Email: m2il@drr2ddys.com 

CIN:L85195AP1984PLC004507 
www.drreddys.co rn 

I 



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

CEPTH$HKATAHAJIII3A 

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

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

TEI : : 91 98166 56001-02 
11\VW.d rreddys.com 

Product:/ Ketorolon (Ketorolac) solution for intravenous and intramm;;cular injections, 30 mg/ml 

Ilpo.uy1n: KeTopon°" (KeTopoJiaK) pacrnop ,1],JISI BHYTPHBeHHOro 11 BHyrpHMbllllel.JHOro BBe,D,eHHSI, 30 MriMJl 

Batch No/ 
: V251041 

Batch Quantity/ 454545 ampules / 

CepnH .M! 06neM cepmt 
: 

454545 aMnyn 

Analytical Report No / Date of Analysis / 
AuanuTnqecKHH OT'IeT .N!! : 890001856163 ,U:aTa auan113a : 05.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry/ 11/2027 
)laTa llPOH3B0,llCTBa 

: 
ro.ueu ,llO 

: 

Mfg. License No. I 
IlpoH3BO.llCTBennaH : MNB/05/263 MA number: I : JH1-.N2(008888)-(Pf-RU) 
JIHI .. eH3HH .N'!! HoMep PY 

Analysis performed according ND/ A11anu3 npoBe.ueu no H,ll;: J1I1-.N2(008888)-(Pf-RU)-170225 
Pa2e 3 of 7 / CTp. 3 113 7 

.N'! Test I IToKaJaTeJib Results/ PeJyJibT3Tbt Specification / HopMa 

6b Invisible particles / 
HeBH,IJ;HMbie '!aCTHUbI: 
I. Particles 2: 10 µm / 09 not more than 6000 per ampoule; / 

qacn1u pa3MepoM 2: He 6onee 6000 Ha aMrryny; 
10 MKM 

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

7 Impurities / IIpuMecu 

Impurity A/ ITpHMtJCL A 0.09 % not more than 0.20 % / He GuJ1ee 0,20 %; 

Impurity B / ITp11Mec1:, B Below LOD (LOD = 0.014 %) / HmKe not more than 0.50 % / He 6onee 0,50 %; 
rrpe,nena o6Hapy)KeHJur (ITO= 0.014 %) 

Impurity C / ITp11Mecb C Below LOD (LOD = 0.010 %) I H11)Ke not more than 0.50 % / He 6onee 0,50 %; 
rrpe,D,ena o6Hapy)Kemui (ITO= 0.010 %) 

Impurity D / ITpHMech D Below LOD (LOD = 0.014 %) I H11)Ke not more than 0.20 % / He 6onee 0,20 %. 
rrpe,D,ena o6Hapy)Kemui (ITO = 0.014 %) 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity / E,nHHH'!Hasi 

Below LOQ (LOQ = 0.050%) I HH)Ke 
He11,neHTH~HUHpOBaHHaS1 
np11MeCb rrpe,nena KOJJH'leCTBeHHoro orrpe,neneHHSI 

(IIKO =0.050%) 

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

Remarks: The Product confirms to ND/ Conc.lusion : APPROVED / 
fipHMe'laHHe: ITpo,D,yKT COOTBeTcTByeT Tpe6oBaHHSIM H,Zl; 3a1u11ol.fet111e: O)1.OliPEHO 

Prepared by / 
no.nro,:osneHo: Ashish 
Kumar 

~ 
Date/ 
.D:arn: 05.01.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
ITposepeHo: Pravesh ripoBepeHo (AOK): p rson / O,no6peHo: O6ecrre'!eH11e 
Rana 

f 
Amit Kumar Kaqecrna/OrneTCTBCHHOe JJHUO: 

~~ __(_UN\\~ ):::._ \) \ "-'1 I'\ (2___ 
~--1 

Date/ Date I IDate / 6 _c;:-,-{J 1-,~01-( 
.D:arn: 05.01.2026 .D:arn: 05.01.2026 ;:i:a-ra: 

Registered Office: 8-2-337, Road No. 3, Elanjara Hills, Hyderabad - 500034, Telangana, India 
Tei : +9140 4900 2900, Fax: +9140 4900 2999, Email: m2il@drr2ddys. com 

CIN: L85195AP1984PLC004507 
www.drreddys. corn 

I 



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

Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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

Tel: +9:\ 98166 56001-02 
\.JVJW.d rreddys.com 

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

Ilpo,uy1u: KeTopon'"' (KeTOPOJiaK) pacrnop ,llJHI BHyTpHBeHHOrO 11 BH)'TJ)ftM bIUJeYHOro BBCJJ.emrn, 30 Mrl MJI 

Batch No I 
: V251041 

Batch Quantity / 454545 ampules / 
CepuH .N'!! 06beM cepuu 

: 
454545 aM□YJI 

Analytical Report No/ Date of Analysis / 
AnaJIHTH11ec1rnii OT'-leT .N'!! : 890001856163 ,lI;aTa auaJIHJa : 05.01.2026 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

,lI;aTa IlPOH3BO.UCTBa ro.ueu .uo 
: 

Mfg. License No./ 
IlponJBO.UCTBennaH : MNB/05/263 MA number:/ : JITI-J-fo(008888)-(Pf-RU) 

HoMep PY JiuqeH3HH .N'!! 

Analysis performed according ND/ AttaJIH3 npoBe,ueu no H,ri:: JITI-N2(008888)-(Pf-RU)-170225 
Page 4 of 7 / CTp. 4 113 7 

.N'!! Test/ IT0KalaTeJ1b Results/ PeJyJ1hTaTb1 Specification / HopMa 

8 Extractable volume*/ 10.6 ml/ 10.6 MJI Not less than 10.0 ml (collectively 
lhBJJCKaCMblH o6beM* measured volume of 10 ampoules). / 

He Mettee 10,0 MJI (o6beM, 113MepettHbIH 
Ha 0CH0BaHJ111 06be/:(J1HeHHoro 
COAep)K11Moro 10 aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepuaJJbHblC /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3HJJ,0T0KCHHbl KeTopoJiaKa TP0MeTaMHHa. 

10 Sterility** / NA Must be sterile. I .D:om1<eH 6b!Tb 
CTepH.TlbHOCTb ** CTepHJibHbIM. 

11 Assay/ KoJiu<JeCTBennoe 30.14 mg I 30.14 Mr From 27.0 mg to 33.0 mg of Ketorolac 
Ulll)C)J.CJlt:HUt: Tromctamol per 1 mL. / OT 27,0 Mr AO 

33,0 Mr KeTopoJiaKa TP0MeTaMOJia s 1 MJI. 

12 Ethanol content/ 3rnttOJJ 11.86 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) .uo 13,10 % (06/06). 

Remarks : The Product confim1s to ND/ Conclusion : APPROVED / 
IlpuMe<Janue: TipoAyKT cooTBeTcTByeT TPe6osaHIDIM H.D: 3aKmo'-le11ue: O,l(OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
floAroTOBJieHo: Ashish IlpoaepeHo: Pravesh TiposepeHo (AOK): per on / O.uo6peno: O6ecne1Iett11e 
Kumar 

~ 
Rana i' Amit Kumar Ka'!ecT.Ba/OTBeTCTBe1-111oe nm.1.0: 

(\_/::- JUN(\_ k'..UNf-\0 
_ _Lv-v) ------

I 

Date I Date/ Date I 'Date/ 0 S---0 I -c,z DL,C, 
.D:arn: 05.01.2026 ,n:arn: 05.01.2026 .D:arn: 05.01.2026 ,n:arn: 

.. . - -Registered Office: 8-2-.:S37, Road No . .j, flan1ara Hills, Hyderabad · !:>UUU.:H, 1e1: .. ngana, rna 1a 

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

www.drreddys.co rn 

I 



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

CEPTII <I> II.KAT AHAJill3A 

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

Tei: : 91 %155 55001-02 
wv1w.drre dd IVS.com 

ProdtJ.Ct : / Ketorol°" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpoJl"l\:T: KeTopon°'1 (KeToponaK) pacrnop ,1].JUI BHyrpJ.rneHHOro H BHYfPHMbillJe4HOfO BBe.D,eHJ.-151, 30 Mr/Mn 

Batch No/ 
: V251041 

Batch Quantity / 454545 ampules / 
Cepusr .N'!! O61.eM cepuu 

: 454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AuamJTH'lecKuii OT'leT .M! : 890001856163 ,l];aTa auaJiuJa : 05.01.2026 

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

,l];aTa IlPOH3B0llCTBa 
: 

rolleH llO 
: 

Mfg. License No./ 
Ilpou3BOllCTBennaH : MNB/05/263 MA number:/ : Jlll-N!!(008888)-(Pf-RU) 
JIHI.eH3UH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBelleH no H,lJ;: Jlll-N!!(008888)-(Pf-RU)-170225 
Paec 5 of 7 / CTp. 5 u3 7 

Test/ noKaJaTeJib Results/ PeJyJibTaTbI Specification/ HopMa 

13 Packaging/ Onucaune 
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. 

10 ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack. / 
no 1 MJI B aMnyJihl 113 CBeT03allUITHOro 
CTeKJia TeMHO-Kopwrneaoro u.seTa Knacca 
I. B aepxHett qacTH aMrrynhI HatteceHhI 
KOJibl..{0 H T09Ka )lJUI pa3JIOMa. Ha aMrryny 
HaKJl(;:111:!al{)'l' ::rr11KeTKy. 

no 10 aMnyJI BMCCTC C JIHCTKOM­
BKJ!a)],blll!CM B nnx/anlOMHHHCBhlH 
6JIHCTep. no 1 6JIHCTepy B rra4KY 
KapTOHHYJO. 

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 MJI B aMnyJihl 113 CBeT03all{HTHOro 
cTeKJia TeMHO-Kopwrnesoro useTa KJiacca 
I. B BepxHell qaCTH aMITYJihl HaHeCeHbl 
KOJI I,l].O II TO'II((l )],Jl51 pa:JJIOMU. Ha UMII)'JI)' 
HaKJieHBaIOT 3Tl1KeTKy. 
no 10 aMII)'JI BMeCTe C JIHCTKOM-
BKJia)],b!llleM B TIBX/anIOMHH11eshIH 
6n11cTep. no l 6n11cTepy B rra4KY 
KapTOHHYJO; OJIJl cnialfllOHapoa: no 2, 3, 5 
6JIHCTepoB s na'-!Ky KapTOHHyIO. 

* Tests are not performed during the stability investigation./* 11cnLITaHH51 He npoBO.D,51T B xo,[\e HCCJ1e.D,oBaHH51 
CTa6HJibHOCTH. 

** Release quality control of the perfomance is canied out for every 15th batch./** Ilp11 BhmycKe npenaparn 
KOHTpOJib KaqecTBa no CTOKa.3aTemo npoBO)],HTC51 ,[\JI51 KmK,l],OH. 15-oii cepHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np11Melfatt11e: npollyKT cooTBeTcrnyeT Ype6osaHH51M H.D: 3aKJIIOtJeH11e: O,lI:OliPEHO 

Prepared by/ Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
no)],rOT BJieHo: Ashish nposepeHo: Pravesh flposepeHO (AOK) : person I O,no6peHo: O6ecrre'leHHe 

K umar 

~ 
Rana i' Amit Kumar Ka<Jecrna/OTBeTCTBeHHOe JIHU.O: 

f\ _..,,, / 
_{._ \J NI L K Vv---18 fl 

~v-v1 

Date / Date / 

I 
D ate / !Date I 6 ~ -Dh,!02-~ 

)].an: 05.01 .2026 .[(aTa: 05 .0L026 ,l(a1a: 05.01.2026 .D:arn: 

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.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~JIKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii . Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : ., 91 % 155 55001-02 
www. rre 1vs.com d dd 

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

IlpoJlYtn: KeTOpon°' ' (KeToponaK) pacrnop .UJl.R BHyrp1--1BeHHOro 11 BHyrpHMhlllJeqHoro BBe_ueHH.R, 30 Mrl MJI 

Batch No/ 
: V251041 

Batch Quantity I 454545 ampules / 

Cepusi .N'!! O6beM cep1111 
: 

454545 aMTIYJI 

Analytical Report No/ Date of Analysis / 
AuamnuqecKuii OT'IeT .N'!! : 890001856163 ,lJ;aTa auaJiu3a : 05.01.2026 

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

,lJ;aTa DPOH3BOJlCTBa 
: 

ro)leH JlO 
: 

Mfg. License No./ 
Ilpou3BOJlCTBeuuaH : MNB/05/263 

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

Analysis performed according ND/ AuaJiu3 npoee)leu no Hll: JITT-N!!.(008888)-(Pf-RU)-170225 
Page 6 of7 / CTp. 6 m 7 

API name/ HattMeHoBaHtte A<I>C: Ketorolac Trometamol I KeTOponaKa TpOMemMOJI 

INN /MHH: Ketorolac I KeTOponaK 

API manufacturer batch number / 
2KTM0540925 

HoMep ceptttt npottJBOJlHTeJJst A<I>C: 

FP Manufacturer API Batch number / 
HoMep ceptttt cy6CTaHL1HH npOH3B0JlHTeJlH FESA00529 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India / 
IlpottJBOJlHTeJJb A<I>C, CTpaHa: Cai1MeJJ. Jla6c Jl11M11TeJJ., 11H.UIDI 

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

m:mnfar.tnrin~ site/ Control site/ Release 
Road, Baddi, Distt. Solan, H.P. 173205, Imlia (liceuse Nu Nu MNB/OS/263) / 

site/ )];-p PeJJ..utt'c Jla6opaTOp11c JlTJJ.., 11H.UI-I.S!, ITpOH380/J,CTBeHHOe DOJJ.pa3.uenem1e-6, 
HattMeHOBaHtte, a)lpec, JJHl.leHJHH )lJIH 
Ilpott3B0)lCTBeHH8H UJlOUJ.a)llrn / IJJlO[lla)lKa 

B11nn . Kxonh, Ha.rrarapx PoyJJ., EaJJ..uH, ));uCTpHKT ConaH, X.IT., 173205, 11HJJ.H.SI 

KOHTponst KaqecTBa / IlnomaJlKa s1,mycKa 
(n11ueH1ttJ1 N!! No MNB/05/263 

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

3aKJIIO'leHtte O COOTBeTCTBHH: «HacTO.Slll.\11M .SI 00/J,TBep)l()laIO, qTO rrpuBe/J,eHHa.SI BhUUe 11mpopMaL111.S1 .S!BJI.S!eTC.S! )lOCTOBepHOH 11 

Remarks : The Product confi rm, to ND/ Conclusion : APPROVED / 
IlpttMe'laHue: ITpo.AyKT coornercrnyeT TPe6osaHIDIM H)); 3aKJ1JO<tem1e: O)J:OliPEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
f1on.roT013JJeHo: Ashish □posepetto: Pravesh ITpoaepetto (AOK): person / O.uo6petto: 06ecrreqett11e 

Kumar ~ Rana 1 Amit Kumar .KatJecTea/OrnercrneHHO nuuo: 

('-- .---<u N" \ L \C..\.lv-1,~/L. 

-<'..,...,, 
Date I 

I 
Date/ Date I IDate / O ~ -c 1 ~-,,<_OLL 

)];am: 05.01.2026 )];am: 05 .01.2026 ));am: 05.01.2026 )].am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderab<id - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Ema il: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

I 
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CERTIFICATE OF ANALYSIS 
CEPTH <l>IIKAT AHAJIII3A 

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

T~I : <·S1 9S155 56001 02 
www.drreddys.co m 

Product:/ Ketorol°'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo;:i;y1n: KeTopon°'' (KeToponaK) pacrnop ,nm1 BHy-rp11seHHOl'O ll BttyrplfMbIWeYHOro BBe,neHHJI , 30 Mr/Mn 

Batch No I 
: V251041 

Batch Quantity / 454545 ampules I 
Cepmr .N'!! O6beM cep11n 454545 aMnyn 
Analytical Report No/ Date of Analysis / 
Auamnuqec1rnu: oTqeT .N'!! : 890001856163 ,II;aTa auaJiu3a : 05 .01.2026 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 11/2027 
J{aTa np0U3BO)J;CTBa ro;:i;eu )J;O 

: 

Mfg. License No. / 
Ilpou3B0/1:CTeeuuan : MNB/05/263 MA number:/ : JU1-N!!(008888)-(Pr-RU) 
JIH~eH3HD .N°!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoee;:i;eu no H,ri:: JlTI-N!!(008888)-(Pr-RU)-170225 
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T04HOH. 3Ta cepm1 npOAYKUHH 11p0113BeAeHa (BKJIJO'faJI ynaKOBKY (MapKHpOBKY) H KOHTPOJJb Ka'feCTBa) Ha BbIUJeyKa3aHHOH 

npo113BOACTBeHHOH nnomat1.Ke (nnomaAKax) B llOJIHOM C00TBeTCTBHH C TPe6oBaHHJIMH ITpaBHJI HatJ,JJe)l(amett 11p0H3 B0,UCTBeHHOH 

npaKTHKH Eepa3HHCKOro 3K0HOMH4eCK0ro C0J03a H Tpe6oBaHHJIMH K0HTP0JJJI Ka'feCTBa JJeKapcTBeHHbIX cpetl,CTB , a TaK)l(e B 

COOTBeTCTBHH co cneumpHKaUHJIMH, COt1,ep)l(8I.IJ.HMHCJI B perHCTPaUHOHH0M tJ,0Cbe CTPaHbl-HMil0pTepa. 3anHCH 110 np0H3B0tl,CTBY, 

ynaKOBKe H aHanmy npoaepeHbl, H ycTaH0BJJeHO HX C0OTBeTCTBHe Tpe6oBaHHJIM ITpaBHJI HatJ,JJe)l(aI.IJ.eH npOH3B0tl,CTBeHHOH 

npaKTHKH Eapa3HHCKOro 3KOHOMH4eCKoro C0J03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ripuMe'-laHue: ITpot1,yKT C00TBeTcTByeT Tpe6oeaHHJIM H.D: 3aKJHO'leHHe: O,l]:OliPEHO 

Pr epared by I Checked by/ !C h ecked by (AQA) / A pproved by: Quality Assurance/ Authorized 

ITo ,o.rot oBJJeEio : Ashish n poeepeHo: Pravesh npoeepe Ho ( A O K : p erson / Ot1,06petto: O6ecneqett11e 

Kumar 

~ 
Rana i Amit Kumar Ka4 eCTea/O .BeTCTBe1rnoe JIHUO: 

I'__.//"' 
--<u,-..jl l k. Vv---1 A fl_ 

_l('.,"-1 
Date / 

I 
Date / Date/ IDate / r)i:--o/ -Kcn.C 

Li:arn: 05.01.2026 ,n::na: 05.01.2026 ]J:a-ra: 05 .0 1.2026 Li:aTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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