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

CEPTII <l>IIKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit -6 
Viii. Kh o!, Nalaga rh Road, Baddi, 
Dis tt. Solan, H.P., 173 205, INDl.1\ 

T,:,I: +91 98166 56001-02 
www.drreddys.com 

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

IlJ>Oll'VKT: KeTopon"'' (KeTopoJiaK) paCTBOp )],JlH BHYfPHBeHHOfO H BHYfp11MbIUJe4HOfO BBe)],eHHH, 30 Mrf MJI 

Batch No/ 
: V250928 

Batch Quantity / 454545 ampules / 

Cep1rn ,N'!! 06neM cepnn 
: 

454545 aMITYJl 

Analytical Report No / Date of Analysis / 
AuamnnqecKuii oTqeT .M! : 890001848579 ,z:i:aTa auamna : 28.11.2025 

Date of Manufacture / 
11/2025 

Date of Expiry / 
10/2027 

,llaTa rf P0H3B0)J;CTBa 
: 

rotJ;eH 110 
: 

Mfg. License No./ 
llpoH3BOJ:J;CTBennaH : MNB/05/263 MA number:/ : JITT-N2(008888)-(Pr-RU) 
JIH~eHJHH .M! HoMep PY 

Analysis performed according ND/ AuaJIHJ npoBetJ;en no H,ll: JITT-N2(008888)-(Pr-RU)-170225 
Page 1 of7 / CTp. 1 HJ 7 

Jfg Test/ IloKaJaTeJib Results/ PeJyJJbTaTbl Specification/ HopMa 

1 Description / Onncaune Clear slightly yellow color solution. I Clear colorless to slightly yellow color 
ITpo3paqHhIH pacTBop CBeTJIO-)l(eJJTOro solution. I ITp03paqHhIH pacrnop OT 
UBeTa. 6ecuaeTHOro AO caeTJI0-)l(eJnoro uaern. 

2 Identification*/ HAeHTn!J>m.:aunst* 

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 main peak in the 
standard solution. / BpeMH yAep)l(l-1Bamu1 chromatogram of standard solution (Assay 
0CH0BHOro llHKa Ha xpoMaTOrpaMMe section) . I BpeMH y .nep)!<11BaHIUI 
11CllblTYeMoro pacTBopa C00TBeTCTByeT OCHOBHOfO llHKa Ha xpoMaTOrpaMMe 
BpeMeHH yAep)l(HBaHHH OCH0BH0ro n11Ka 11CllblTYeMoro pacTBopa A0JI)l(H0 
Ha xpoMaTOrpaMMe CTaH)],apTHOro COOTBeTCTBOBaTh BpeMeHH y.nep)l(HBaHHH 
pacTBopa. 0CH0BHOfO IlHKa Ha xpoMaTOrpaMMe 

CTaHAapTHOro pacTBopa (pa3AeJI 
«Kon111-1ecTBeHttoe orrpeAeJieHtte»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqauue: ITpoAyKT cooTBeTcTByeT TPe6oaaHIDIM H,[l, 3aKJIIO'-teune: O,l(O.6PEHO 

Prepared by / 

TTo.nrorosneHo: N i sha 

Kumad % 

Date / 

,!lara: 28. I 1.2025 

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

llpoeepeHo: Pi· ve h TipoaepeH0 (AOK): p erson / OAo6petto: O6ecrreqett11e 

Rana , 
Amit Kum['~ 

Ka<recTBu/Ornel'CTBC,1' HOe Jll11..l0: 

1} J;;,tivf 

D ate/ Date / I Date/ ~ ri Jr-Ul~ 
,n:ara: 2 .11.2025 ,[l,a-ra: 28. 11.2025 ,[l,arn: 

Registe red Office: 8-2.-337, Road No. 3, Banja ra Hi lls, Hydera oad - 500034, Telang:i r. a, lnd1~ 
Tel: +9140 ~900 2900, Fax: +91 40 4900 2999, Emai l: mail @dn·eddy5. r.o rn 

CIN: L85195AP1934PLC004507 
www.drredciys.com 

I 



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

CEPTH <I> IIlCAT AHA.JIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. So!an, H.P., 173 205, lf\lDi.A. 

Tel : +91 98166 5600:1.-02 
wv✓w.drreddys.corn 

Product:/ KetoroP'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,i::i:y1n: KeTopon'"' (KeToponaK) paCTBOP 11:m1 BHYfPl•fBeHHOro H BHYfPHMblllle'-IHOro BBe)]_eHml, 30 MriMJl 

Batch No/ 
: V250928 

Batch Quantity/ 454545 ampules / 
CepuH X2 O6beM cepuu 

: 
454545 aMnyn 

Analytkal Report No I Date of Analysis / 
AnaJiuT11qecKuii oT11eT .N'!! : 890001848579 )(aTa auaJiu3a : 28.11.2025 

Date of Manufacture / 
11/2025 

Date of Expiry / 10/2027 
)(aTa npon3B0/1:CTBa 

: 
ro,i::i:eu 11:0 

: 

Mfg. License No. / 
Ilpou3BO)J.CTBeuuaH : MNB/05/263 MA number:/ : JIIT-N2(008888)-(Pf-RU) 
JIHIJ,eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AHaJIH3 rrpoBe,i::i:eu rro H)(: JIIT-N2(008888)-(Pf-RU)-170225 
Page 2 of7 / C-rp. 2 u3 7 

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

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

Y<P-cneKmporpomoA1emp11R * 
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 nornomett1-rn: maxima at 322 ± 2 nm. / Y<l>-cneKTpbI 
HCilbITYeMoro pacrnopa II pacrnopa nornomeHm1 HCITbITyeMoro pacrnopa 11 
CTaH.napTH0ro 06pa3ua KeTopoJJaKa pacrnopa CTaH.napTH0ro 06pa3ua 
TP0MeTaMHHa B o6JJacrn OT 200 .[(0 400 HM KeTopoJJaKa Tp0MeTaMHHa B o6JJaCTH OT 
HMelOT MaKCHMYMbl ITornomeHm1 IIpH 200 .[(0 400 HM .[(QJJ)l(Hbl HMeTb 

322±2 HM. MaKCHMYMbl IJornomemui IIptt 322±2 HM. 

3 Clarity/ Ilpo3pa<tuocTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnaJJecueHUHH IIpeIIaparn suspension I. / OIJaJJecueHu~ npeIIaparn 
He IIpeBbIIIIaeT 0IJaJJecueHUHIO cycIJeH31111 He .[(0Jl)KHa IIpeBbilliaTb 0IJaJJecueHUHIO 
cpaBHeH~ I. cycneH3HH cpaBHeHHH I. 

4 Color / QseTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
IlornomeH11e .[(0JJ)KH0 6hITb He 6oJJee 0,20 
IIpH .[(JIHHe B0JJHbl 430 HM. 

5 pH 7.3 From 6.9 to 7.9. I OT 6,9 .no 7,9 . 

6 Particulate matter / MexauuqecKue BKJIIO'leHHH 

6a Visible particles/ Complies / CoorneTcrnyeT Should be absent. / 
B11.[(HMbie qacTHUbl )];OJJ)KHbl 0TCYTCTB0BaTb . 

.Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
[lpuMe'-lanue: Ilpo.nyKT coorneTcrnyeT TPe6oBaH~M H)]; 3aKJIIO'lenue: O)];OliPEHO 

Prepared by/ 

Ilo.nroTOBJJeHo: Nisha 

Kumari 

y 
Date/ 

,UaTa: 28.11.2025 

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

IlpoBepeHo: Pravesh npoeepeHo (AOK): pecon / O.no6peHo: O6ecIJe'-leH11e 
Rana i Amit Kumar/ <aaec,,a/Om TCWOl~ ,oe ~u;;,,, 

(\ ~ 
. ...J, 

Date/ Date/ IDate / ?-1:, '7 f r-1.-c' ry 
)];am: 28.11.2025 )J;aTa: 28.11.2025 )];am: 

Registered Office: S-2-337, Road No. 3, Banjara Hil!s, Hyderabad - 500034, 1el,rngJna, 1nd1a 
Tel: +91 40 ~900 2900, Fax: +9140 4900 2999, Email: mail@d1T2ddys.com 

CIN: L35195AP1934PLC00~,507 

www.drreddys.com 

I 



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

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, lf\lDiA 

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

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

Ilpo)J.Yin: KeTopon°'' (KeToponaK) paCTBOP )].J151 BHyrp11BeHHOro 11 BH)'TPl1Mb1We4HOfO BBe)].eHl151, 30 MflMJl 

Batch No/ 
: V250928 

Batch Quantity/ 454545 ampules I 
CepuH ,N'!! 061.eM cepuu 

: 454545 aMnyn 

Analytical Report No I Date of Analysis / 
Aua.JIHTH'lec1rnii 0T'leT .N'!! : 890001848579 ,ll;aTa auaJiu3a : 28.11.2025 

Date of Manufacture / 
: 11/2025 

Date of Expiry / 
10/2027 

)J;aTa np0U3B0)].CTBa ro,!J;eH ,/1;0 
: 

Mfg. License No. / 
Ilpou3BO,!J;CTBeunaH : MNB/05/263 MA number:/ : JIIT-N!!(008888)-(P1-RU) 
JIH~eH3UH .N'!! HoMep PY 

Analysis performed according ND/ AuaJiu3 rrp0Be,1J;eu rro HJJ:: JIIT-N!!(008888)-(Pr-RU)-170225 
Page 3 of 7 / CTp. 3 H3 7 

.N'!! Test I IloKa3aTCJih Results I PeJyJihT3Thl Specification/ Hop Ma 

6b Invisible particles / 
HeBH,/J,HMbie '-laCTHU,bI: 
i. Particles 2: IO µm / 7 not more than 6000 per ampoule; / 

qacrnu, pa1MepoM 2: He 6011ee 6000 Ha aMrryny; 
10 MKM 

ii. particles 2: 25 µm / 0 not more than 600 per ampoule. / 
'-laCTHU, pa3MepoM 2: He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities / IIpuMecu 

Impurity A/ llprrMecb A 0.11 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / llpttMecb B Below LOD (LOD = 0.014 %) / Htt)Ke not more than 0.50 % / He 6onee 0,50 %; 
rrpe,ll,ena o6Hapy)KeHH51 (110 = 0.014 %) 

Impurity C / llprrMech C Below LOD (LOD = 0.010 %) / Htt)Ke not more than 0.50 % / He 6onee 0,50 %; 
rrpe,ll,ena o6ttapy)KeHH51 (110 = 0.010 %) 

Impurity D / llprrMecb D Not detected/ He o6Hapy)KeHa not more than 0.20 % / He 6onee 0,20 %. 

Individual unidentified Not more than 0.20 % / He 6011ee 0,20 %. 
impurity / E,nttHH'-IHaH 

Below LOQ (LOQ = 0.050%) / Htt)Ke HeH)],eHTH(pHU,HpOBaHHaH 
rrprrMecb rrpe,ll,ena KOnH'-lecrneHHoro orrpe,ll,eneHH51 

(llKO =0.050%) 

Total impurities / CyMMa 0.1% Not more than 1.50 % / He 6onee 1,50 %. 
rrprrMecei-I 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'-lauue: llpoAyKT coorneTcrnyeT Tµe6oBaHH51M H,ll; 3aKJifOl-leHue: O,l1;O6PEHO 

Prepared by/ 
IloJ1.rOTOBJ1eHo: Nisha 
Kumari }5--
Date/ 
,l];arn: 28.11.2025 

Che ked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TiposepeHo: Pravesh llpoBepeHo (AOK): person I OAo6peHo: O6ecrre'-leHrre 
Rana 

1 Amit Kumar ~ Ka'leCTBalOTBeTCTB(j.f!HOe mtu,o: 

t --- ) y~ 
L 

Date I Date/ Date I 14'"1!..._u,~ 
,l];arn: 28.11.2025 ,ll;arn: 28.11.2025 ,ll;arn: 

. ' - - .. 
Registered Orf1ce: 8-.c-33 7, Road No. 3, BanJar a Hr lls, Hydera i:)ad - 5000.:.<t, Tel;i r rgJna, lndl~ 

Tel: +'Jl 40 '1900 2900, Fax: +9140 4900 2999, Email: mai!@drr2dciys.mm 
CIN: LS5195AP1934PLC004507 

www.dr,eddys.com 



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

CEPTH <I> IIKA T AHAJIII3A 

Dr. Reddy's Labo:-atories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalaga rh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDiA 
Tel : +91 98166 56001 -0?_ 

W'Nw.drreddys.com 

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

Ilpo,1u'1n: KeTopon°') (KeToponaK) paCTBOp )],ml BHyrp1-rneHHOfO H BHYTPHMbillJel.{HOfO BBe)],eHHJI, 30 MrlMJl 

Batch :No/ 
: V250928 

Batch Quantity/ 454545 ampules / 

CepuH .N'!! O6neM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AnaJI"TuqecKuii OT'leT N2 : 890001848579 ,ll;aTa anaJiuJa : 28.11.2025 

Date of Manufacture/ 
: 11/2025 

Date of Expiry / 
10/2027 

llaTa npouJBO.UCTBa ro.uen JW 
: 

Mfg. License No./ 
Ilpou3Bo.ucTBennaH : MNB/05/263 

MA number:/ : JITI-NQ(008888)-(Pf-RU) 
HoMep PY JIHQeHJHH .N'!! 

Analysis performed according ND/ AuaJIHJ npoBe,l),eH no H,U: JITI-NQ(008888)-(Pf-RU)-l 70225 
P age 4 of7 / CTp. 4 HJ 7 

.N'! Test/ TioKaJaTeJJb Results/ PeJyJJbTaTbl Specification/ Hop Ma 

8 Extractable volume* / 10.7 ml / 10.7 MJI Not less than 10.0 ml (collectively 
11.JBJJeKaeMblH 06heM* measured volume of 10 ampoules). / 

He MeHee 10,0 MJI (o6beM, ttJMepeHHbIH 
Ha OCHOBaHtttt o6be)],ttHeHHOro 
CO)],ep)l(HMOro 10 aMrryJI). 

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

10 Sterility** / Complies I CooTBeTcTByeT Must be sterile. I ~OJl)l(eH 6b1Tb 
CTepHJJbHOCTb ** CTepttJibHblM. 

11 Assay / KoJJH'-teCTseuuoe 30.08 mg I 30.08 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe)],enenne Trometamol per 1 mL. / OT 27,0 Mr AO 

33,0 Mr KeTOpoJiaKa YpOMeTaMOJia B 1 MJI. 

12 Ethanol content/ 3rnnoJJ 11.77%/11.77 ¾ From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) )],O 13,10 % (06/06). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lanne: TipO/l,)'KT COOTBeTcTByeT Tpe6oBaHHHM H~ 3aKJJJO'feHue: O,lI:OJiPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
n o.uTOTOBJleHo: Nisha npoeepeno: Pravesh TTponepeHo (AOK): person/ 0Ao6peHo: 06ecrre'letttte 

Kumari k Rana d Amit K w11a~__/~ ,a,ecr,aiOTBeTCTBD"J;,? 

J 

Date / Date I Date / IDate I ~r-1,r-i,l•~ 
)].aTa: 28.1L025 ,UaTa: 28.11 .-025 )];am: -8.11.2025 ~am: 

Regist ered Offi ce: 8-2-337, Road No. 3, Banjara Hi: !s, Hyderabad - 500034, TelangJna, lnllla 
Tel: 1-91 40 4900 2900, Fax: +9140 ~900 2999, Emai l: mai!@drreddys.com 

CIN: L85195AP1934PLC004507 
w ww. drredciys.com 

I 



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

CEPTH <l>IIKA T AHAJIH3A 

Dr. Reddy's Labo:-atories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDi.A. 

Tel: +9193166 56001-02 
www. d rred dys .corn 

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

IIPo/J.v1n: KeTop01l"' (KeToponaK) pacTBop )].JUI BH)'"!'PiiBeHHoro H BHYTPHMb1we1.rnoro BBe.l].eHH.H, 30 MrlMJJ 
Batch No/ : V250928 Batch Quantity / 454545 ampules/ 
Cepus .M! O61>eM cepnn 

: 454545 aMnyn 
Analytical Report No / Date of Analysis / 
AnaJIHTH<1ec1rnu OT'leT .M! : 890001848579 ,ll;ara ananHJa : 28.11.2025 

Date of Manufacture / 
11/2025 Date of Expiry / 10/2027 

,Uara DPOH3B0.LJ;CTBa 
: 

ro.LJ;eH .LJ;O 
: 

Mfg. License No./ 
llpoH3BO.LJ;CTBettnaB : MNB/05/263 MA number:/ : JU1-N~(008888)-(Pf-RU) 
JIHQeHlHB N2 HoMep PY 

Analysis performed according ND/ Anann3 npoee)J.eH no H,U: J1IT-N~(008888)-(Pf-RU)-l 70225 

13 

Test/ IToKaJaTeJlb 

Packaging/ OnucaHHe 
ynaK0BKH 

Results/ PeJyJ1bTaTb1 

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. / 
Do 1 MJl B aMnynhI 113 CBeT03aW,11THOfO 
cTeKJ1a TeMHO-Kopwrneaoro useTa Knacca 
I. B sepxHeW qaCTl1 aMnynbl HaHeceHbl 
KOJlbUO 11 TOtJKa ,n,JUI pa3J10Ma. Ha aMnyny 
HaKne11BaIOT 3Tl1KeTKy. 
Do 10 aMnyn BMeCTe c J111CTKOM­
BKJ1a,!l,blllleM B TIBX/an10M11H11esb1w 
6n11cTep. Do 1 6n11cTepy B natJKY 
KapTOHHYfO. 

Page 5 of7 / LTp. 5 HJ 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 
Do 1 MJI B aMITYJlbl 113 CBeT03aIU11THOfO 
cTeKJ1a TeMHo-Kop111.Jtteaoro u:aern Knacca 
I. B aepxHett qacTl1 aMITYJibI HaHeceHbl 
KOJlbUO 11 TOtJKa ,!l,n» pa3110Ma. Ha aMrryJJy 
HaKne11Ba!OT 3Tl1KeTKy. 
Do 10 aMrryn BMeCTe c J111CTKOM­
BKJ1a,!l,bll!IeM B IIBX/amoM11H11eBbIW 
6n11cTep. no 1 6n11cTepy a rraqKy 
KapTOHHyio; OnR cmaZ/UOHapoe: ITO 2, 3, 5 
6n11cTepOB B rraqKy KapTOHH)'IO. 

* Tests are not performed dunng the stability investigation./* 11cnhITamrn He nposo,n:.HT B xo.l].e HCCJie.l].OBaHH.H 
<.:TaG11JthHO<.:'l'H. 

** Release quality control of the perfomance is carried out for every 15th batch./** IlpH BhmycKe npenaparn 
KOHTpOJib KaqecTBa no IlOKa.3aTemo npOBO)].HTC.H )].JI.H Ka.)((JJ.OH 15-ow cepHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
□pHMe'-laHue: Ilpo,!1,yKT cooTBeTcTByeT TPe6oaaHH.HM H,ll; 3aKJIIO'-lenHe: O,ll,OliPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITo,!1,roToanetto: Nisha ITpoaepe1m/. P avesh TTposepeHo (AOK) : person/ 0,!1,o6peHo: 06ecrre1.JeH11e 

Kumari i!:s-- Rana A mit Kum('~ '8SeCTBaf0TaeT1HV) 

Date / Date / IDate / I Date/ rv-<J 1Jr---U•~ 
)J,aTa: 28.11.2025 )];am: _8.11.20_5 :,n:ara; _8.1 LO_s )];am: 

Registered Office : 8-2-337, Road No. 3, Banjara Hii!s, Hyderabad - 500034, ,ela11gJna, Ind;~ 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mai!@dn-2ddys.r.om 

CIN: L85195AP1934PLC004507 
www.drredciys.com 

I 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Viii. Kh o!, fll al agarh Road, Baddi, 
Distt. So lan, H.P., 173 205, INDIA 

Tc! : -'-91 98 166 56001 -n:J 
www.drreddys. com 

Product: I Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IIPOAVIn: KeTOPOJT'"' (KeTopoJTaK) pacrnop ,nm, BHyrp11BeHHOro H BHyrpHMbIWe1rnoro BBe,n:eHH51, 30 MrlMJT 

Batch No I : V250928 
Batch Quantity / 454545 ampules / 

CepuH .N!? O61>eM cepuu 
: 454545 aMnyn 

Analytical Report No / Date of Analysis / 
AnaJJHTH'1eC1rnu OT'leT .N"!? : 890001848579 ,lI:aTa anaJJnla : 28 .11.2025 

Date of Manufacture / : 11/2025 Date of Expiry / 10/2027 
,lI:aTa npOH3BOACTBa roAeH AO 

: 

Mfg. License No. / 
llponlBOACTBeuuaH : MNB/05/263 MA number:/ : nrr-N~(008888)-(Pr-RU) 

HoMep PY JJHQeH3HH .N!! 

Analysis performed according ND/ AnaJJHl npoBe,n:en no H,z:i:: nrr-N~(008888HPr-RU)-170225 
P age 6 of 7 / CTp. 6 u1 7 

API name/ HauMeHoBaHue A<l>C: Ketorolac Trometamol I KernponaKa TpoMeTaMOJI 

INN /MHH: Ketorolac / KernponaK 

API manufacturer batch number/ 
2KTM0270525, 2KTM0320625 

HoMep cepuu npou1BOAHTeJIS1 A<l>C: 

FP Manufacturer API Batch number / 
HoMep cep1rn cy6cTaHQHH np0H3B0)).HTeJISI FESA00323 , FESA00395 
r .JI<I>: 

API Manufactured by & country / Symed Labs Limited, India / 
Ilpou1BomueJib A<l>C, CTpaHa: CaifMe,n Jla6c JlMMHTeA, l1HAH51 

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 I 
HaHMeHoBaHue, a)).pec, JllfQCH3HSI )).JISI 

,n:-p Pe.zmu'c Jia6opaTOpHC JlT)).., l1H)).H51, TipOH3B0)).CTBeHHOe IIO,ll,pa3)).eJleHHe-6, 

TipOH3B0)).CTBCHHaH IIJIOUJ,a)).K3 / TIJIOUJ,a)).Ka 
BHlln. Kxonh, Hanarapx PoyA, Ea.zmu, AncTpHKT ConaH, X.TI., 173205, l1HJllUI 

K0HTp0JISI Ka'leCTBa / TIJIOUJ,a)).Ka BblDYCKa 
(nuu.eH3H51 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 
mannfar.tured, includinE packaiini/lahelini and quality control at the ahove mentioned site(s) in full compliance with the GMP 
rr:qnirr:mr:nts ofthr: Fmasian F.r.onomir. TTnion ,mrl rnqnirnmr:nts to thr: mr:rlir.inal q1rnlity and with thf. spf.r.itir.ations in the Marketini 
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'lenne O COOTBeTCTBHH: «HaCT051IUHM }I IIO)).TBep)K,ll,aIO, '!TO npHBe,ll,eHHa51 Bb!llle HH<pOpMaQH51 }IBJl}leTC}l .JlOCTOBepttOM l1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TipnMe'1aH11e: TipO.JlYKT COOTBeTCTByeT TPe6oaaHH51M H,n: 3aKmoqeune: O,ll.OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TioAroToaneHo: Nisha n poaepetto: Pravesh Tiposepeno (AOK): person I 0.J106petto: 06ecne'ieHHe 

Kumari % Rana 

d Amit Ku~ Kat1ecn a/OrneTcrne1,~ oeJ)srn1.1,o: 1 
I ,,,_,1 

,1 
/ 

. 

Date / Date I Date I Date/ 9_,& .---f frU;,~ 
;lJ.arn: 28 .11.2025 ,n:arn: 28 .11.2025 Aarn: 28 .11.2025 ,n:arn: 

Registered Office: 8-2-337, Road No. 3, Ganja ra Hii!s, Hyderab.id - 500034, 1el;ir1gJ na, lndiJ 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email : mai !@drredcJys.r.om 

CIN: L85195AP19o4PLC004507 
www.drreddys.com 



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

CEPTH$HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Viii. Kho!, Nalagc1rh 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 

Ilpo.u~Kl': KeTopon°0 (KeToponaK) pacrnop )],ml BHYfpHBeHHOro H BHYfPHMbIWe'-IHOro BBe)],eHml, 30 MrlMJl 

Batch ~o/ : V250928 
Batch Quantity/ 454545 ampules / 

CepuH .N'~ O6neM cepuu 
: 

454545 aMnyn 

Analytical Report No I Date of Analysis/ 
AuaJIKTllqec1rnii OT'IeT N2 : 890001848579 )laTa auaJiuJa : 28.11.2025 

Date of Manufacture / 
11/2025 

Date of Expiry / 10/2027 
)laTa DP0H3B0.UCTBa 

: 
ro.ueu .uo 

: 

Mfg. License No./ 
Ilpou3BO,UCTBeuuaH : MNB/05/263 MA number:/ : JII1-N2(008888)-(Pf-RU) 
JIHQeH311H N2 HoMep PY 

Analysis performed accordin2 ND/ AuaJIH3 npoee.ueu no H)l: JII1-N2(008888)-(Pf-RU)-170225 

--

Page 7 of 7 I CTp. 7 HJ 7 
TQqHOH. 3ra cepmr rrp0,!1,YKU11H rrpOH3Be,!l,eHa (BKJIJOqa» yrraKOBKY (MapK11pOBKY) 11 KOHTJ)OJJb Kaqecrna) Ha Bh!WeyKa3aHHOH 

rrpOH3B0,!lCTBeHHOH. rrrrow,a,!l,Ke (rrrrow,a,!l,Kax) B IT0JJHOM C00TBeTCTBl111 C TJ)e6osaHH»MH ITpaBHJJ Ha)],JJe)l(aW,ett rrp0H3B0,!l,CTBeHHOH 

rrpaKTl1KH Espa311HCKOro 3K0HQMJ1qeCKOro COJ03a 11 TJ)e6oBaHHHM11 KOHTporr» KaqeCTBa rreKapCTBeHHbIX cpe,!1,CTB, a TaK)l(e B 

C0OTBeTCTBHl1 co crreumpHKaUHHMl1, C0,!1,ep)l(am11Ml1CH B perttCTJ)aUHOHHOM ,!l,OCbe CTpaHhl-l1MI10pTepa. 3an11c11 no rrpo113B0,!l,CTBY, 

yrraKOBKe H aHaJJH3Y rrposepeHbl, 11 ycTaHOBJJeHO 11X COOTBeTCTBl1e Tpe6oBaHl1HM ITpaBHJJ Ha)],Jle)l(amett rrpOH3BO,!l,CTBeHHOH 

rrpaKTHKH Espa311HCKOro 3KOHOMJ1qeCK0ro C0J03a». 

Remarks : The Product confinns to ND/ Conclusion : APPROVED I 
IlpHMettaHue: Tipo,!1,yKT COOTBeTcTByeT TJ)e6oBaHH»M H,ll; 3aKJ110'le1rne: 0,IJ:OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / A pproved by: Quality Assurance/ Authorized 

flowoToaneHo : Nisha 
~::epeHO I esh 

Tiposepetto (AOK): person/ O,!1,o6petto: O6ecneqettHe 

Kumari 

5 
Amit Kumar , 

, .. m~OTBCTCTBO~:J~o V _./' 
1 

Date / Date I Date I !°ate / ~ .-/J .----H'~ 
,[{aTa: 28.11.2025 ,ll;arn: 28.11.2025 ,ll;arn: 28.11.2025 7J:aTa.: 

Registered Office: 8-2-337, Road No. 3, Ganjara Hii!s, Hyderabad - 500034, Tel~ngJna, 1nd1a 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mai!@dn-eddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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