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

CEPTH<I>HKAT AHAJIH3A 

Dr. Heddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, r~alagarh 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 
Ilpony1n: KeTopon® (KeToponaK) paCTBOp ,[(J151 BHyrpHBeHHOro H BHyrpHMbillle1rnoro BBe,[(eHH51, 30 Mr/MJI 

Batch No/ 
: V260046 

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

: 
454545 aMTTYJl 

Analytical Report No/ Date of Analysis / 
AnaJinTnqecKnii oTqeT .N'!! : 890001857617 ,ll;aTa auaJiuJa : 21.01.2026 

Date of Manufacture / 
12/2025 

Date· of Expiry / 
11/2027 

lllaTa npouJnoncTna 
: 

roneuno 
: 

Mfg. License No. / 
IlpouJnoncTneuuaH : MNB/05/263 MA number:/ : JII1-.N2(008888)-(Pr-RU) 
JIHQeHJHH .N'!! HoMep PY 

Analysis performed according ND/ AuaJinJ npoeeneu no Hl(: JII1-.N2(008888)-(Pr-RU)-l 70225 
Page 1 of7 / CTp. l·HJ 7 

.N'2 Test/ IImea1aTeJ1b Results/ Pe1yJ1hTaTh1 Specification/ HopMa 

1 Description/ Onncaune Clear colorless solution. / Ilp03paIJHbIH Clear colorless to slightly yellow color 
6ec1.1,sernh10 pacTBop. solution. I Ilp03paIJHbIH pacTBop OT 

6ecu,BeTHOro )lO CBeTJIO-)KeJITOro 1.1,BeTa. 

2 Identification*/ 11,QeHTmf>nKau,nH* 

2a HPLC* I B3)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 mam peak Ill the 
standard solution. / Bpew1 y)lep)l(J-!Bamrn: chromatogram of standard solution (Assay 
OCHOBHOfO UHKa Ha xpoMaTOrpaMMe section). I BpeM51 y.uep)K11Bamrn 
HCUblTYeMoro pacTBopa COOTBeTCTByeT OCHOBHOro UHKa Ha xpoMaTOrpaMMe 
BpeMeHH y,uep)KHBaHml OCHOBHOro IIHKa HCUbITyeMoro pacTBopa )l0JI)KH0 

Ha xpoMaTorpaMMe CTaH,uapTHOro COOTBeTCTBOBaTb BpeMeHH y!lep)KttBaHH51 
pacTBopa. OCHOBHOfO UHKa Ha xpoMaTOrpaMMe 

CTaH,UapTHOro pacTBopa (pa3,uen 
«KOJIHIJeCTBeHHOe onpe,ueJieHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
□pnMe•-rnune: Ilpo,uyKT cooTBeTcTByeT Tpe6osaHIUIM HA 3a1rn 1-0tteune: OAOliPEHO 

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

no)lrOTOBJJeHo: Shivani IlposepeHo: Pravesh IlposepeHo (AOK): pe{ on / 0)lo6peHo: 06ecneIJeHHe 

Devi ,~, Rana ·i Ami t K umar Ka4ecrna/0TBeTcrne~~ 

~~ I 
I 

Date/ Date I Date/ IDate / ~\-a)- ~~ 
Aarn: 21.01.2026 Aarn: 21.01.2026 Aarn: 21.01.2026 )].aTa: 

. 
Registered Office: 8-2-337, Road No. 3, BanJara HIiis, Hyderabaa - 500034, lela11gan a, lndla 

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

www.drreddys.com 
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•·· 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 
CEPTII <I> IIKAT AHA.Jm3A www.drreddys.com 

Product:/ Ketorol@ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpO)J.yKT: KeToponQII (KeTopona1<) paCTBop )].m1 BHyrp11BeHHoro 11 BHYfpHMbiwe•rnoro BBe.J].eHHR, 30 M,IMn 
Batch No/ 

: V260046 
Batch Quantity / 454545 ampules I 

CepnH .M, O6beM cepuu : 
454545 al\myn 

Analytical Report No / Date of Analysis / 
AnaJIHTH'lec1rnii 0T'leT .M, : 890001857617 ,ll;aTa anaJiu3a : 21.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2027 l,llaTa npon3B0JI.CTBa : 

ro)J.eH )].0 
: 

Mfg. License No./ 
IlponJBOJI.CTBeunaH : MNB/05/263 MA number:/ 

: JITT-N2(008888)-(Pf-RU) 
JIUUeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJiu3 npoBe)J.en no H,l(: JITT-N2(008888)-(Pf-RU)-170225 
Page 2 of7 / CTu. 2 03 7 

_N'g Test/ IloKaJaTeJlb Results/ PeJyJ1bT3Tbt Specification / HopMa 

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

Y(JJ-cneKmpo(jJomoMempuR * 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<D-cneK'rpbI nornomeHm1 maxima at 322 ± 2 nm. / Y<D-cne1<Tpb1 
11CilbITyeMoro pacTBopa 11 pacTBopa nornomeHm1 11cnhnyeMoro pacTBopa 11 
CTaH,IlapTHOro o6pa3ua KeToponaKa pacTBopa CTaH,IlapTHOro o6pa3ua 
Tl)OMeTaMHHa B o6JiaCTl1 OT 200 .no 400 HM KeTopoJiaKa Tl)OMeTaM11Ha s o6naCTH OT 
11MelOT MaKCHM)'Mhl nornomett11H np11 200 .no 400 HM ,IlOJI)KHbl HMeTh 
322±2 HM. MaKCHMYMhl nornomeHHH np11 322±2 HM. 

3 Clarity / Ilpo3paquocTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnaJiecueHu1-rn rrperraparn suspension I. / OrraJiecueHJ.-lHH rrperrapaTa 
He rrpeBhmrneT orraJiecueHUHIO cycrrem1111 He .uomtrna rrpeBhuuaTb orranecueHUHIO 
cpaBHettmr I. cycneH31111 cpasHeHHR I. 

4 Color/ U:seTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
ITornomeH11e .Il0JI)KHO 6hITh He 6onee 0,20 
npH ,IlJlHHe BOJIHhl 430 HM. 

5 pH 7.2 From 6.9 to 7.9. / OT 6,9 ,no 7,9. 

6 Particulate matter / MexaHulfecKue BKJlIO'feHust 

6a Visible particles/ Complies I CooTBeTcrnyeT Should be absent. / 
B11,nHMhle '-!aCT11Uhl ,/J;OJI)l{Hbl OTCYTCTBOBaTh. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Tip11 1Clf3H1te: ITpo.nyKT COOTBeTCTByeT Tpe6oBaHl151M H,ll; JaKJIIO'feuue: O,IT.OliPEHO 

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

TTo,urornBneH'o: Shivani Oposepetto: Pravesh TTposepeH0 (AOK): person / O.uo6peHo: O6ecne'-!ett11e 

Devi 

)r 
Rana 1 Amit Kumar Ka'-!ecrna/OTBeTCTBeHH 

]1011 ~ 

"'/ ~ \' / 

Date/ Date/ Date I !Date I ~---VJ- ~ -2G:, 
)];am: 21.01.2026 )];am: 21.01.2026 )];am: 21.01.2026 )];am: 

Registered Oltlce· 8·2-33 7, l~oao NO. j , tianJara 11111s, 11yoera1Jao • !)uuuj .. , 1e,angana, ,nu1a 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email : mail@ drreddys.co m 

CIN : L85195AP1984PLC004507 
www.drreddys.com 
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•·· 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.drreddys.com 

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

IIPOJJ;YKT: KeTOPOJl@ (KeTOPOJlaK) pacTBOP .um, BHyrpHBeHHOro 11 BHyrpHMblUie1rnoro BBe,[\eHH.SI, 30 MrlMJl 
Batch No/ 

: V260046 Batch Quantity/ 454545 ampules I 
CepnH .N'!! O6-beM cepuu 

: 
454545 aMnyJI 

Analytical Report No I Date of Analysis / 
AaaJIHTH'leCKHH OT'leT .N'!! : 890001857617 ,U:aTa aaaJiuJa : 21.01.2026 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

llaTa nponJBOL\CTBa ro,[\eH L\O 
: 

Mfg. License No./ 
IlpouJBOL\CTBeuuaH : MNB/05/263 MA number:/ 

: JUI-N2(008888)-(Pf-RU) 
JIHll,eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoeeAeH no HJJ:: JITI-N2(008888)-(Pf-RU)-170225 
Page 3 of 7 / CTp. 3 03 7 

.N'! Test/ IloKaJaTeJJb Results/ PeJyJJhT3Tbl Specification / HopMa 

6b Invisible particles / 
HeBH,ll.HMhie lfaCTHUbl: 
1. Particles 2: 10 µm / 5 not more than 6000 per ampoule; / 

l.JaCTHU pa3MepoM 2: He 6onee 6000 Ha aMrryny; 
10 MKM 

ii. particles 2: 25 µm / 0 not more than 600 per ampoule. I 
lfaCTHU pa3MepoM 2: He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities/ IlpttMecu 

Impurity A / ITp11MeCb A Below LOQ (LOQ = 0.049%) / Htt)Ke not more than 0.20 % / He 6onee 0,20 %; 
rrpe,nena KonWieCTBeHHoro orrpe.11.eneHIDI 

(ITKO =0.049%) 
Impurity B / Ilp11Mecb B Below LOD (LOD = 0.014 %) I Htt)Ke not more than 0.50 % / He 6onee 0,50 %; 

rrpe.11.ena 06Hapy)KeH1111 (ITO= 0.014 %) 
Impurity C / TipttMecb C Below LOD (LOD = 0.010 %) / H11)Ke not more than 0.50 % / He 6onee 0,50 %; 

rrpe.11.ena o6Hapy)KeHJrn (ITO= 0.010 %) 
Impurity D / Tip11Mecb D Below LOD (LOD = 0.014 %) / H11)Ke not more than 0.20 % / He 6onee 0,20 %. 

npe.11.ena o6ttapy)KeHH.!I (ITO= 0.014 %) 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity/ E.11.ttHWIHa.!I 

0.10 % 
HeH,neHTH~HUHpOBaHHa/1 
rrpHMeCb 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
CTpttMe'tauue: Tipo.11.yKT coorneTcrnyeT Tpe6osaHH/IM H)]; 3aKJ110'lem1e: OJ].OliPEHO 

Prepared by / 
TTo.nroTosnetto: Shivani 
Devi ) f 
Date I 
)];am: 21.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality A surance/Authorized 
TiposepeHo: Pravesh TiposepeH0 (AOK): per on / O.11.06peAo: O6ecne•1eHHe 
Rana i Amit Kumar Ka4ecrna/OTBeTCTBeHHoe m1uo:~ 

~ ~--- (0AJ1/ 
Date/ Date I IDate I ?\-0 ')..,e) 
)];am: 21.01.2026 ,D,arn: 21.01.2026 ,D,arn: 

Registered Office: 8-2-337, Roc:d No. 3, Ban1ara HIiis. Hyderabad - 500034, Telangana, lntha 
Tel: +9140 4900 2900, Fa x: +9140 4900 2999, Email: mail@drreddys.corn 

CIN: L85195AP1984PLC004507 
www.drreddys .com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIII3A 

Viii. Kho!, 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 
Ilpo;::i;y1n: KeTOPOJl@ (KeTopo11aK) pacrnop J],1151 BHyrpHBeHHOro H BHyrpHMbIWeqttoro BBeJ],eHH51, 30 Mr/MJl 

Batch No I 
: V260046 Batch Quantity / 454545 ampules / 

CepuH .N'!! O6'beM cepuu 
: 

454545 aMIIYJI 
Analytical Report No I Date of Analysis / 
AHaJIHTH'leCKHii OT'leT .N'!! : 890001857617 ,ll;aTa attaJiu3a : 21.01.2026 

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

11/2027 
JiaTa npOH3B0,/J;CTBa ro;::i;eH )];O 

: 

Mfg. License No./ 
Ilpou3eo;::i;cTBeHHaH : MNB/05/263 MA number:/ 

: JITT-M1(008888)-(Pf-RU) 
HoMep PY JIHD;eH3HH .N'!! 

Analysis performed according ND/ AttaJIH3 npoee;::i;eH no H,ll;_: JITT-N2(008888)-(Pf-RU)-170225 
Page 4 of7 / CTp. 4 tt3 7 

.N'! Test/ IloKa3aTeJib Results/ Pe3yJihTaTbl Specification / HopMa 

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

8 Extractable volume* / 10.5 ml/ 10,5 MJI Not less than 10.0 ml (collectively 
lhsJiei<:aeMbIM o6beM* measured volume of 10 ampoules)./ 

He MeHee 10,0 MJI (o6beM, 113MepeHHbl0 
Ha OCHOBamm 06beJJ,1-rneHHOro 
COJJ,ep)I(HMOro 10 aMrryJI). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepuam,Hbie /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3HJJ,OTOKCUHbl KeTOpoJiaKa T})OMeTaMUHa. 

10 Sterility** / Complies I CooTBeTcTByeT Must be sterile. I ,[l;OJI)KeH 6b!Th 
CTepUJibHOCTb ** CTep11JibHhlM. 

11 Assay/ KoJiw1ecTseuuoe 30.29 mg I 30,29 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpeAeJieuue Trometamol per 1 mL. I OT 27 ,0 Mr JJ,O 

33,0 Mr KeToponaKa TpOMeTaMOJia B 1 MJI. 

12 Ethanol content/ 3rnuoJI 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•rnuue: IlpoJJ,yKT cooTBeTcTByeT Tpe6osamrnM HA 3aKJitO'-leuue: O,[t;OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
n o}lrOTOBJre,,10: Shivani ITposepeHo: Pravesh nposepet•IO (AOK): person / 0JJ,o6peuo: 06ecrreqemre 
Devi 1~ Rana { Amit Kumar KaqecTBa/OTBeTCTBeHHOe JIH.U~ 

/\ _/'-- <\2-~~ 
Date / Date / Dale/ IDate / ~ ·--t) ' - '2-,-() ~c-6 .[(am: 21.01.2026 )J.aTa: 21.01.2026 ,[l;aTa: 21.01.2026 ,[l;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telapg;rn a, 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 

CEPTII <I> IIKAT AHAJill3A 

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.drreddys.com 

Product:/ Ketorol1'
1 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo)).v1n: KeTopoJI@ (KeTopoJiaK) pacrnop )],ml BHyrpHBeHHOro H BHyrpHMhlllJeqHoro BBe)],eHH5.I, 30 Mr!MJl 

Batch No/ 
: V260046 

Batch Quantity / 454545 ampules / 
CepuH .M! O6neM cepuu : 

454545 aMTTYJI 

Analytical Report No / Date of Analysis / 
AuaJinTuqec1rnii oTqeT .N'!! : 890001857617 )];aTa auaJiu3a : 21.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2027 lllaTa npouJBO)).CTBa 

: 
ro)).eH)).O 

: 

Mfg. License No. / 
IlpouJBO)).CTBeuuaH : MNB/05/263 

MA number:/ 
: JITT-N2(008888)-(Pf-RU) 

JIUQeH3UH .N'2 HoMep PY 

Analysis performed according ND/ Auanu3 npoBe)).eu no H)];: JITT-N2(008888)-(Pf-RU)-l 70225 

13 

Test/ IloKaJaTeJih 

Packaging / Onucauue 
ynaKOBKH 

Results/ PeJyJihTaThl 

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. 
IO ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
I blister in a carton pack. / 
Ilo 1 MJI B aMITYJibl 113 CBeT03aIUHTHOro 
CTeKJia TeMHO-KOpHqHeBOro UBeTa KJiacca 
I. B BepxHeH qacTH aMrryJihI HaHeceHbI 
KOJibUO H TOqKa .n.rrn pa3JIOMa. Ha aMrryny 
HaKJieHBaJOT 3THKeTKy. 
Ilo 10 aMrryJI BMeCTe c JIHCTKOM-
BKJla,ll_bIIIIeM B IlBX/amoMHHHeBbIH 
6nttcTep. Ilo I 6n11cTepy B rraqKy 
KapTOHHYJO. 

Page 5 of 7 / CTp. 5 03 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 
Ilo I MJI B aMrryJihl H3 CBeT03aIUHTHOro 
CTeKJia TeMHO-KOp09HeBoro UBeTa KJiacca 
I. B BepxHeH. qacTH aMITYJibl HaHeCeHbl 
KOJibUO H TOqKa J],Jl5.I pa3JIOMa. Ha aMrryny 
HaKJieHBaIOT 3THKeTKy. 
Ilo IO aMrryn BMeCTe c JIHCTKOM­
BKJlaJJ,bIIIIeM B IlBX/aJIIOMHHHeBbIH 
6JIHCTep. Ilo 1 6JIHCTepy B rraqKy 
KapTOHHYJO; OJIJL cma4u0Hapoe: rro 2, 3, 5 
6JIHCTepoB B rraqKy KapTOHHYJO. 

* Tests are not performed during the stability investigation./* I1cnhITaHH5.I He npoBO,ll,5.IT B xo,1J,e wccJ1e,1J,0BaHHJ1 

CTa6HJ1bHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** IlpH BhmycKe npenaparn 
KOHTpOJih KaqecTBa no TTOK33aTemo npOBO)],HTC5.I )],JI5.I Ka)K)],OM 15-ott cepHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npu 1e•1a1me: CTpo.a.yKT C00TBeTCTByeT Tpe6osatll1j!M H,IJ; 3aK1110•1et1He: O.ll,OSPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
no.LlfOTOBneHO'. Shivani n poaepe110: Pravesh n ponepeHo (AOK): person/ OJJ,o6peHo: O6ecrreqem1e 

Devi )J Rana i Amit Kumar Kasecm/0-rncTc~-# 

~ _/'--

Date / Date I Date/ !Date I 
0,·~ -v ' ------'2--e)~ Ami: 21.01.2026 )],am: 21.01.2026 )J.aTa: 21.0 1.2026 )],am: 

-Reg1steted Office: 8-2-337, Roc:d No. 3, Ban1ara HIiis, Hydera bad · 500034, 1e1angana, 1na1a 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH<I>MKAT AHAJIH3A 

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

Tel: +9198166 56001-02 
www.drreddys.com 

Product: I Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpO)],VI.:T: KeTopon® (KeToponaK) paCTBOp )],Jlll BHyrpirneHHOro 11 BHYfpHMbJWe1rnoro BBe)],eHHll, 30 Mr/Mn 

Batch No I 
: V260046 

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

: 
454545 aMTTYJl 

Analytical Report No / Date of Analysis / 
AnaJJHTHlfecKuii OTlfeT .N'!! : 890001857617 ,[(aTa auaJJuJa : 21.01.2026 

Date of Manufacture / 
12/2025 Date of Expiry / 

11/2027 
lllaTa npouJBOACTea 

: 
ro)],eH )],O 

: 

Mfg. License No./ 
Ilpou3eo)],CTBeuuau : MNB/05/263 MA number:/ 

: JITT-N2(008888)-(Pr-RU) 
JJuu;enJHH N2 HoMep PY 

Analysis performed according ND/ AnaJJH3 npoee)],en no H,n:: JITT-N2(008888)-(Pr-RU)-l 70225 
Page 6 of7 I CTp. 6 HJ 7 

API name/ HauMeHoBauue A<l>C: Ketorolac Trometamol / KernponaKa TJ)OMeTaMOJI 

INN /MHH: Ketorolac / KernponaK 

API manufacturer batch number / 
2KTM0540925 

HoMep cepuu npottlBOAHTeJIH A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHU:HH npOH3B0L{HTeJIH FESA00529 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
Ilpou1B0L{ttTeJib A<l>C, CTpaua: CaiiMe,u Jla6c JI11MttTeA, 11H,uJ,ijj 

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/ 
,[(-p Pe,u,utt'c J1a6oparnpttc JlTL{., 11HL{Hll, IlpOH3BOL{CTBeHHOe no,upa3,UeJieHtte-6, 

HanMeHOBaHue, aL{pec, JIHU:eH3HH L{JIH 
IlpoH3B0L{CTBeHHaH IlJI0W:aL{Ka / IIJIOW:aL{Ka 

BHJIJI. KxoJib, Hanarapx Poy,u, Ea,u,utt, ,[(ttCTJ)HKT ConaH, X.II., 173205, 11H.Uttll 

KOHTp0JIH Ka'leCTBa / IIJIOW:aL{Ka BhtnycKa 
(JittUeHJJ,ijj 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». / 

3aKJIJO'leuue O COOTBeTCTBHH: «HacTOllJUHM jj no,urnep)K,Ua!O, qyo npttBe,UeHHajj Bblllle HH<pOpMaUHjj jjBJijjeTCll ,UOCTOBepHOH J,j 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'-laHue: IIpo,uyKT C00TBeTcTByeT Tj)e6oBaHHllM H,[( 3aKJII0'IeHtte: O,[(OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
IIo,uroTOBJieHo: Shivani IIpoBepetto: Pravesh IlpoBepetto (AOK): person / O,no6petto: O6ecneqetttte 
Devi Jr Rana i Amit Kumar Kaqecrna/OrneTCTBe1-1 HOe n M uo: 

f _/ ~ (\~~ 
Date/ Date/ Date/ IDate / 

~-v\·- '"2----0U ,[(am: 21.01.2026 ,[(am: 21.01.2026 ,[(am: 21.01.2026 ,[(aTa: 
. 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Raddy's~~• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, r~alagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02 
CEPTM~IIKATAHAJIH3A www.drreddys.com 

Product:/ KetorolQ◊ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo;wKT: KeTopo11® (KeTopoJlaK) pacrnop ,[(1151 BHyrpHBeHHOro H BHyrpHMbillle<rnoro BBe,[(eHH51, 30 MrlMJl 

Batch No/ 
: V260046 

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

454545 aMny11 
Analytical Report No/ Date of Analysis / 
AuaJiuTn'lecKuu OT'leT .N'!! : 890001857617 ,ll;aTa auaJiuJa : 21.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2027 

,ll;aTa IlPOH3B0/l:CTBa : 
ro.a:eu.a:o 

: 

Mfg. License No. / 
IlpouJBO/l:CTBeuuaH : MNB/05/263 

MA number:/ 
: JITT-N2(008888)-(Pr-RU) 

JIHD;eHJHH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIHJ npoBe.a:eu no II)];: JITT-N2(008888)-(Pr-RU)-l 70225 
Page 7 of 7 / CTp. 7 HJ 7 

TQqHOH. 3m cepH51 rrpo.nyKI.(HH rrpOH3Be.neHa (BKJUoqa51 yrraKOBKY (MapKHpOBKY) H KOHTpOJih Kaqecrna) Ha BhIIIIeyKa3aHHOH 

rrpOH3B0)].CTBeHHOH ITJI0II.(a)].Ke (ITJIOII.(a)].Kax) B IIOJIHOM C00TBeTCTBHH C rpe6oBaHH51MH IlpaBHJI Ha.nJie)Kall(eH IIpOH3B0)].CTBeHHOH 

rrpaKTHKH Espa3HHCKOro 3KOHOMHqecKoro COI03a H rpe6oBaHH51MH KOHTPOJI51 KaqecTBa JieKapCTBeHHhlX cpe.ncrn, a TaK)Ke B 

COOTBeTCTBHH co crreumpHKal.(H51MH, co.nep)Kall(HMHC51 B perncrpal.(HOHHOM .11.0Che crpaHhl-HMITOpTepa. 3arrHCH no rrpOH3B0)].CTBY, 

yrraKOBKe H aHaJIH3Y rrposepeHhl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH51M IlpaBHJI Ha)].Jle)Kall(eH IIpOH3B0.[(CTBeHHOH 

rrpaKTHKH Espa3HHCKOro 3KOHOM~eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMeqauue: Ilpo.nyKT coorneTcrnyeT rpe6osaHIDIM H,lJ. 3aK!IIOt.teuue: O;::J:OliPEHO 

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

ITo.nroTOBJieHo: Shivani flposepetto: Pravesh ITposepeHo (AOK): per on / O.no6peuo: O6ec11eqem1e 

Devi )! Rana i Amit Kumar Kaqecrna/OrneTCTBeHHoe JIW 

~/ --- Ro7 / 
Date/ Date/ Date/ IDate / t]_., -r:r,~-'7,-6 ,lJ.am: 21.01.2026 )],am: 21.01.2026 )],am: 21.01.2026 ,lJ.aTa: 

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