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

CEPTH <l>HKA T AHA.JIH3A 

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

Tei : +91 931 66 56001-02 

www. d rred dys.com 

Prodt.ict : / Ketorol(i{' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo)],j'ICT: KeTopon00 (KeToponaK) pacrnop )],ml BHyrpJ.meHHOro H BHyrpHMbIWe4HOro BBe)],eHml, 30 MrlMJl 

Batch No/ 
: V251012 

Batch Quantity/ 454545 ampules / 
Cepuff' .M! 06'heM cepuu 

: 454545 aMTTYJl 

Analytical Report No I Date of Analysis / 
AuamfTuqecKuii or-1eT .N'!! : 890001855162 ,[t;aTa auaJiuJa : 30.12.2025 

Date of Manufacture/ 
12/2025 

Date of Expiry / 11/2027 
.[{aTa IlPOH3B0.UCTBa 

: 
ro.ueu .uo 

: 

Mfg. License No. / 
Ilpou3BO)],CTBeuuaH : MNB/05/263 MA number:/ : Jll1-N2(008888)-(Pf-RU) 
JIU~elJ3UH .N'!! HoMep PY 

Analysis performed accordin2 ND/ AuaJiu3 npose.ueu no H,[t;: JII1-N2(008888)-(Pf-RU)-l 70225 
Pa-2e 1 of 7 / Crp. 1 u3 7 

.N'!! Test I IloKaJaTeJih Results I Pe1yJ1bTaTbI Specification/ HopMa 

1 Description / Onucauue Clear colorless solution. / Tipo1pa1-1Hhitt Clear colorless to slightly yellow color 
6ecu,aeTHhitt pacrnop. solution. I Tipo1pa1-1HbIH pacrnop OT 

6ecu,seTHoro .uo caeTJIO-)KeJIToro u,sern. 

2 Identification*/ 1f)].eHTH4'HKau,ust* 

2a HPLC* I B3)KJ{* 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 m the 
standard solution. / BpeM.H y.uep)KHBamrn chromatogram of standard solution (Assay 
OCHOBHOfO n11Ka Ha xpoMaTOrpaMMe section). I BpeM.H y,ll.ep)KHBaHH.H 
HCilbITyeMoro pacrnopa COOTBeTcrnyeT OCHOBHOfO IIHKa Ha xpoMaTOrpaMMe 
BpeMeHH y)].ep)KttBaHH.H OCHOBHOro IIHKa HCIIhITyeMoro pacrnopa .UOJI)KHO 
Ha xpoMaTOrpaMMe CTaH.uapTHOro COOTBeTCTBOBaTh BpeMeHH y,ll.ep)KHBaHH.H 
pacrnopa. OCHOBHOfO IIHKa Ha xpoMaTOrpaMMe 

CTaH.UapTHOro pacrnopa (pa1.uen 
«KonHlfecrneHHoe onpe.ueneHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMe1-1auue: Tipo.uyKT coorneTcrnyeT Tpe6oaaHH.HM HA 3a1c.iuo<teu11e: O,IJ:OJiPEHO 

Prepared by / 

Tio)].roTOBJieHo: 

Ramakant t~ 

Dale / 

;D;aTa: 30.12.2025 

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

TipoeepeHo: Pardeep ITpoBepetm (AOK): person / OAo6peHo: O6ecrreqem1e 

Kumar Amit Kumar ..__ J<aqeCTBa!OTBeTCTBeHHOe mruo: 

~ ~ 
I 

Ut--> I L K. \_i I.......\ t"L -- _.c"4 

Date / Date/ !Date / '-Jc12- -.1.JJir 
J:{arn: 30. 12.2025 JJ:aTa: 30.12.2025 n-ara: 

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 
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CERTIFICATE OF ANALYSIS 
CEPTH$HKATAHAJIH3A 

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

:<;! : -'-91 '?Sl66 55no1 -n? 
www.drreddys.com 

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

Ilpo11:'.Vtn: Kempon()<• (KeToponaK) paCTBOp ,um1 BHyrpHBeHHOro H BHYfpHMhIWe•rnoro BBe,ueHH51, 30 MriMJl 

Batch No/ : V251012 
Batch Quantity/ 454545 ampules / 

Cepmf.N'!! 06beM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuamfTuqec1rnii oTqeT .N'!! : 890001855162 )];aTa auaJiu3a : 30.12.2025 

Date of Manufacture/ 
12/2025 

Date of Expiry/ 11/2027 
,U:aTa Il__pOH3B0,UCTBa 

: 
ro,ueu ,uo 

: 

Mfg. License No. / 
Ilpou'.3B0,UCTBeuuau : MNB/05/263 MA number:/ : JITT-N2(008888)-(Pf-RU) 
JIUU:ell3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBe,ueu no H,n:: JITT-N2(008888)-(Pf-RU)-170225 
Page 2 of7 / CTp. 2 03 7 

x~ Test / IloKaJaTeJib Results/ Pe1yJibT3TbI Specification / HopMa 

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

Y<:/J-cneKmporponwMempzm * 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 YCl>-cneK-rphI nornomemur maxima at 322 ± 2 nm. / YCl>-cneK-rphI 
HCilhITyeMoro pacTBopa H pacTBopa non10meHm1 HCilhlTyeMoro pacTBopa H 
CTaHAapTHOro 06pa1ua KeToponaKa pacTBopa CTaHAapTHOfO 06pa1ua 
T})OMeTaMHHa B o6naCTH OT 200 AO 400 HM KeTopoJiaKa TpOMeTaMHHa B o6JiaCTH OT 
HMeIOT MaKCHMYMhI nornomeHH51 npn 200 AO 400 HM AOJI)KHbl HMeTb 

322±2 HM. MaKCHMYMbl nornomeHH51 npn 322±2 HM. 

3 Clarity/ Ilpo1paquocTb 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.(H51 npenaparn suspension I. / OnanecueHUH51 npenaparn 
He npeBhIIIJaeT onanecueHUHIO cycneH3HH He AOJI)l(Ha npeBhIIIJaTh onanecueHUHIO 
cpasHemrn I. cycneH3HH cpaBHemrn I. 

4 Color I U:seTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. I 
IlornomeHne AOJI)KHO 6bITh He 6onee 0,20 
nptt AJIHHe BOJIHhl 430 HM. 

5 pH 7.1 From 6.9 to 7.9. I OT 6,9 AO 7,9. 

6 Particulate matter / MexaHn'leCKHe BKJIIO'lemrn 

6a Visible particles / Complies I CooTBeTcTByeT Should be absent. / 
BHAHMbJe lfaCTHL(hl ,!l;OJI)l(Hhl OTCYTCTBOBaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHue: IlpOAYKT cooTBeTcrnyeT -rpe6osaHH51M H,!l; 3aKJIIO'leHue: O.lJ:OliPEHO 

Prepared by I 
IlOAfOTOBJieHO: 

Ramakant ~~ 

nMP / 

,!];am: 30.12.2025 

Checked by I Checked by ( QA) I Approved by: Quality Assurance/ Authorized 
IlposepeHo: Pardeep npoBepeHo (AOK): per on / 0Ao6peHo: 06ecne'leHtte 

Kumar Amit K umar <.. Ka•1ec1'Bal0TBeTCTBeHF!Oe Jllll.(0; 

~ ('__,,~ -(UNI L )(__UV'-·10(2_ 

--'-"" 1 
n;it,,./ Dfltc" / IDfltl" / , '? c, I 2. ). o) \--
,!];am: 30.12.2025 )];am: 30.12.2025 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T2langana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIIl3A 

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

T~!: +91 98166 56001-02 
www.drreddys.com 

Prod1'Ct: / Ketorol°'1 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo,u~tn: KeTopon°'' (KeTOpOJiaK) paCTBOp ,[(JI.SI BHYfPHBeHHOfO H BHYfpHMhJWel-JHOfO BBe,ueHH51, 30 MrlMJI 

Batch :No/ 
: V251012 

Batch Quantity / 454545 ampules / 

Cepus .N'!! O61.eM cepuu 
: 

454545 aMnyn 

Analytical Report No I Date of Analysis / 
Auamfl'u<1ec1rnii OT'leT .N'!! : 890001855162 ,[l;aTa auaJiu3a : 30.12.2025 

Date of Manufacture/ 
: 12/2025 

Date of Expiry / 
11/2027 

I.U:aTa 11pou1so,uCTsa ro,ueu ,no 
: 

Mfg. License No./ 
Ilpou3Bo,ucTBenuau : MNB/05/263 MA number:/ : JITT-N~(008888)-(Pr-RU) 
JIHQeH3UH .N'!! HoMep PY 

Analysis performed accordin2 ND I AuaJIH3 npose,ueu no H,[I;: JITT-N~(008888)-(Pr-RU)-170225 
raee 3 of 7 / CTp. 3 H3 7 

N2 Test I IIotea3aTeJib Results/ Pc3yJibTaTbt Specification/ HopMa 

6b Invisible particles / 
HeBI-IAITMhte <Jacn1u.b1: 
I. Particles 2 10 µm / 00 not more than 6000 per ampoule; / 

qacrnu. pa3MepoM 2 He 6onee 6000 Ha aMnyny; 
10 MKM 

11. particles 2 25 µm / 00 not more than 600 per ampoule. / 
<JaCTITU. pa3MepOM 2 He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities/ IlpuMecu 

Impurity A / 11pttMeCb A 0.08 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / 11pttMeCh B Not detected / He o6Hapy)KeHa not more than 0.50 % / He 6onee 0,50 %; 

Impurity C / 11pttMech C Below LOD (LOD = 0.010 %) / HH)Ke not more than 0.50 % / He 6onee 0,50 %; 
npeAeJia o6Hapy)KeHIUI (110 = 0.010 %) 

Impurity D / 11pttMecb D Below LOD (LOD = 0.014 %) I Htt)Ke not more than 0.20 % / He 6onee 0,20 %. 
npeAeJia o6Hapy)KeHH51 (110 = 0.014 %) 

Individual unidentified Not more than 0.20 % / He 6onee 0.20 %. 
impurity/ EJ(HHwrna51 

Below LOQ (LOQ = 0.050%) I Htt)Ke 
HeHJ(eHTH~HU.HpOBaHHa51 

npeAeJia KOJIH<JeCTBeHHOro onpeAeJJeHH51 
IlpttMeCb 

(11KO =0.050%) 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpttMeqaHue: 11poAyKT cooTBeTcrnyeT TPe6osaHH51M H,[( 3aicmoqeuue: O,IJ:O1,PEHO 

Prepared by I 
ITo.uroTosneuo: 

Rarnak>nt~* 

Date/ 

,[J;arn: 30. 12.2025 

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

npoeepe110: Pardeep OpoeepeHo (AOK): person/ OJ(o6peHo: O6ecneqem,1e 

Kumar Amit Kumar KaqecTea/OrneTCTBeHHoe m1u.o: 

~ t~~ ____(v NIL r.__ 11 i-v1 nL 
-~--"1 

Date / Date/ 'Date I ,S 6-1 ),;x 6 v;-
JJ,a-ra: 30. l'.LQ_5 ,[J;'a-ra: 30.12.2025 ,[J;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T2langana, India 
Tel : +91404900 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 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIH3A 

Vii i. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +9 1 92166 56001-02 
www.drreddys. com 

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

Ilpo)l)'ICT: KeTOPOJl(I<) (KeTopoJiaK) paCTBOp ,D,ml BHyrpHBeHHOro H BHYfPHMb!UJe1rnoro BBe,D,eHH51, 30 MrlMJl 

Batch No/ 
: V251012 

Batch Quantity/ 454545 ampules / 

Cepusl .N'2 061.eM cepuu 
: 

454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AuaJufTuqecKnn oTqeT .N'!! : 890001855162 )IaTa auaJiu3a : 30.12.2025 

Date of Manufacture/ 
12/2025 

Date of Expiry/ 
11/2027 

)IaTa fJPOH3B0!1CTBa 
: 

ro.u:eu.u:o 
: 

Mfg. License No./ 
1IpoH3BO,U:CTBeuuaH : MNB/05/263 MA number:/ : JITT-J'fa(008888)-(Pr-RU) 

HoMep PY JIHQefflHH .N'!! 

Analysis performed accordin2 ND/ Aua.rru3 npoee)leu no H)I: JITT-N2(008888)-(Pr-RU)-170225 
Page 4 of 7 / CTp. 4 u3 7 

x~ Test I IloKaJaTeJJb Results/ PeJyJJbTaTt.I Specification/ HopMa 

8 Extractable volume* / 10.5 ml / 10.5 MJI Not less than 10.0 ml (collectively 
lhsJJeKaeMbiii o6'beM* measured volume of 10 ampoules). / 

He MeHee 10,0 MJI (o6beM, 113MepeHHb!W 
Ha OCHOBaH00 06bep:0HeHHOro 
cop:ep)l(HMOro 10 aMrryJI). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepH3JJbHble /<=0. 725 E3/Mr Trometamol. I He 6oJiee 5,8 E3/Mr 
)HJ:{OTOKCHHbl KeTopoJiaKa TJ)OMeTaMHHa. 

10 Sterility** / NA Must be sterile. I ,[(OJI)l(eH 6bITb 
CTepHJJbHOCTb ** CTep0JibHblM. 

11 Assay I KoJIH'-tCCTBennoe 29.87 mg I 29.87 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe.l:{eJienue Trometamol per 1 mL. I OT 27,0 Mr p:o 

33,0 Mr KeTOpOJiaKa TpOMeTaMOJia a 1 MJI. 

12 Ethanol content/ 3rnnoJI 11.75 % From 10.60 % (v/v) to 13.10 % (v/v) . / 
OT 10,60 % (06/06) )]:0 13,10 % (06/06). 

Re.marks : The Product confirms to ND/ Conclusion : APPROVED / 
n pH MClf aHue: Tipop:yKT COOTBeTcTByeT TPe6oaaH051M H.[( 3aKJIIO'lenue: O.LJ:O6PEHO 

Prepared by I Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Tiop:rOTOBJieHo: n posepeHo: Pardeep Tipoaepetto (AOK): person I Op:o6peHo: 06ecne'leH0e 

Ramilint ~ Kumar Amit Kumar Ka'leCTBa!OTBeTCTBeHHOe JIHI..10: 

J-:-- [\~ ,,,--- -~ Ur-11 l. C0\/vf Fl/2__ 
~1 

Date / Date/ Date I 'Date I _j \) 1 L-JJ_, 1✓1-
p:aTa: 30.12.2025 .[(aTa: 30.12.2025 .[(aTa: 30.12.2025 ,[(aTa: 

Registered Office : 8-2-337, Road No. 3, Banjar" Hills, Hyderabad - 500034, T2langana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH$1IKATAHAJIH3A 

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

:el: _,.91 98166 56001-02 
www.drred<1ys com 

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

Ilpo11j'1n: KeTopoJI°'1 (KeTopoJiaK) paCTBOp )],JUI BHyrpHBeHHoro H BHYfPHMhIWeqttoro BBe.D,eHmI, 30 MrlMJl 
Batch No/ : V251012 

Batch Quantity/ 454545 ampules/ 
Cepus1 .M! O6beM cepuu 

: 454545 aMnyJI 
Analytical Report No/ Date of Analysis / 
Anamnu-..ecKun OT"lfeT .M! : 890001855162 ,ll;aTa auaJiu3a : 30.12.2025 

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

llaTa nponlBO)l;CTBa 
: 

ro,a;eH )l;O 
: 

Mfg. License No./ 
Ilpou3BOJl:CTBennaH : MNB/05/263 MA number:/ : JUJ-NQ(008888)-(Pr-RU) 
JIUD;eH3HH .M! HoMep PY 

Analysis performed according ND/ AnaJiu3 npose.a;eu no H,ll;: JUJ-NQ(008888)-(Pr-RU)-170225 

13 

Test/ IloKa3aTeJih 

Packaging/ Onucauue 
ynaKOBKH 

Results/ Pe1yJihTaThl 

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. / 
Ilo 1 MJI B aMnyJihl H3 CBeT03aW,HTHOro 
cTeKJia TeMHO-KopwrneBoro UBeTa KJiacca 
I. B BepxHeil: qacTH aMnyJihI HaHeceHbI 
KOJibUO H TOqKa )I)UI pa3JIOMa. Ha aMny11y 
HaKJiettBaIOT 3THKeTKy. 
Ilo 10 aMnyJI BMeCTe c JIHCTKOM­
BKJia,[l,blUieM B IlBX/aJIIOMHHtteBhIH 
6JIHCTep. Ilo 1 6JIHCTepy B naqKy 
KapTOHHyIO. 

Page 5 of7 I 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 1s 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 1 MJI B aMnyJihl ll3 CBeT03aW,HTHOfO 
CTeKJia TeMHO-KOptt9HeBOro UBeTa KJiacca 
I. B BepxHeil: qacTH aMTTYJihl HaHeceHbl 
KOJihUO H TQqKa ,[1,1151 pa3JIOMa. Ha aMny11y 
HaKJiettBaIOT 3THKeTKy. 
Ilo 10 aMnyJI BMeCTe c JIHCTKOM­
BKJia,D,bIUieM B IlBX/aJIIOMHHHeBhitt: 
611ttcTep. Ilo 1 611ttcTepy B na1-1Ky 
KapTOHHyIO; OJIR cmaZ/ll0Hapo6: no 2, 3, 5 
6JIHCTepOB B naqKy KapTOHH)'IO. 

* Tests are not performed during the stability investigation./* HcnhnaHHH He npoBO.D,51T B xo.D,e ttccJie.D,oBaHmr 
CTa6HJibHOCTH, 

** Release quality control of the perfomance is carried out for every 15th batch. / ** ITptt BhmycKe npenaparn 
KOHTpOJlh KaqecTBa no TTOKaJaTemo npoBO)],HTC51 )],Jl51 Kll)K)],OU 15-ou cepmL 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpttMeqauue: Tipo,D,yKT COOTBeTcTByeT Tpe6oBaHH51M H,l( 3aKmoqeuue: O,11:0liPEHO 

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

□0)J.l"0T0BJleHo : IlposepeHo: Pardeep ITpo.BcpeHO (AOK): person / O,D,o6petto: O6ecneqeuwe 

Ramakant w K umar +- Amit Kumar Ka'!eCTBa!OTBeTCTBeHHOe 11uuo: ,, 
"~ UN l L ,i(_l) ir-1 p{2___ I' ...-- -<~ 

D ate/ Date/ Date / 'Date/ -] c1--t L-.1Di,~-
,l(arn: 30.12.2025 ,l(arn: 30.12.2025 )];am: 30.12.2025 ,l(arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T2langana, India 
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 

CERTIFICATE OF ANALYSIS 
CEPTH <I> HKAT AHAJIH3A 

Viii . Khol, Nalagarh Road, Baddi, 
uistt. Solan, H.P., 173 205, INDIA 

Tel· +9:J 98166 56001-02 
1,vww.drreddys.co m 

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

Ilpo.llYICT: Kernpo11°') (KeTopoJTaK) pacrnop )],ml BHyrp1-rneHHOfO H BHYfPHMhIUJe'-IHOro BBe,1],eHH51, 30 Mr/Mn 

Batch No/ 
: V251012 

Batch Quantity / 454545 ampules / 

Cepmt.M! O6neM cepuu 
: 

454545 aMny11 

Analytical Report No I Date of Analysis / 
AuaJUITU<Jec1rnu OT'leT N!! : 890001855162 ,z::r:aTa auaJiuJa : 30.12.2025 

Date of Manufacture / 
12/2025 

Date of Expiry/ 11/2027 
)laTa 11POH3B0)],CTBa 

: 
ro.ueu .uo 

: 

Mfg. License No. / 
IlpouJBO.llCTBenuaH : MNB/05/263 

MA number:/ : J1Il-N2(008888)-(P1-RU) 
JIHQeHJHH N2 HoMep PY 

Analysis performed according ND/ AuaJIH3 npoee.ueu no H,z::r:: JIIT-N2(008888)-(P1-RU)-170225 
Page 6 of 7 / CT]). 6 113 7 

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

INN /MHH: Ketorolac / KeTOponaK 

API manufacturer batch number/ 
2KTM0540925 

HoMep cepuu npouJBO.UHTeJIH A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepHH cy6cTaHI..1HH npOH3B0,UHTeJIH FESA00529 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India / 
IIpou3so.unTeJih A<l>C, cTpaua: Cai1Me,U Jla6c JlHMHTe,l],, l1H,!l,Hll 

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/ .ZJ:-p Pe,!l,,!l,H'c Jia6opaTOpHC JlT,!l,., l1H,!l,Hll, TipOH3B0,UCTBeHHOe rro.upa3,!l,eJieHHe-6, 
HauMeHOBaHHe, a.upec, JIHQeH3HSI ,UJISI 
IIpoHJBO.UCTBeHHasi nJioma.uKa / IlJioma.uKa 

B11rrrr. Kxorrh, Harrarapx Poy,!l,, EaMH, .ZJ:11cTPHKT Corratt, X.TI., 173205, 11tt.UHll 

KOHTpOJIH Ka'leCTBa / IIJioma.uKa BhlnycKa 
(rrm.leH3Hll 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». / 

3aKJIIOtfeHue O COOTBeTCTBHII: «HacTOllW:HM ll rro.urnep)K,UaJO, 'ITO rrpHBe,UeHHall BhIIIIe HHqJOpMaJ.JJUI llBJilleTCll ,UOCTOBepHOH If 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npnMelfaHHe: Tipo.uyKT coorneTcrnyeT TPe6oBaHIDIM H.ZJ: 3aKJHO'leuue: O~OliPEHO 

Prepared by I Checked by / Checked by (AQA) I Approved by: Quality Assurance/Authorized 
ITo.urOTOBJieHo: IJposepeHo: Pardeep IlpoBepetto (AOK): p rson / O,!l,o6peuo: O6ecrretfeHHe 
Ramakant Kumar 

J-:---
Amit Kumar KatfeCTsalOTBeTCTBeHHOe Jllil..(O: 

~ 
'--. 1iUNIL. k'.L(--f(V2_ t'--~ --<'v-1 

Date / Date I Date/ 'Date/ i___?c--12.-J..c,1,,s-
.ZJ:arn: 30.12.2025 .ZJ:aTa: 30.12.2025 .ZJ:arn: 30.12.2025 -~ .ZJ:arn: 

Regisiereci 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<PHKAT AHAJlll3A 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-5 
Viii . Kho!, Naiagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : :-~1 9S16E 55001-02 
www.drreddys.com 

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

Ilpo)J.Vtn: KeTopoJJ/l{) (KeTOPOJJaK) pacrnop )lJl51 BAyrpnBem,oro H BHyrpHMbJUle1rnoro BBeLJ,eHH51, 30 MrlMJJ 

Batch No/ 
: V251012 

Batch Quantity/ 454545 ampules / 

Cepm1 .M! O61>eM cepuu 
: 

454545 aMTTYJI 

Analytical Report No / Date of Analysis / 
AuaJIUTH1Jec1rnu OTIJeT .N'!! : 890001855162 ,U:aTa auaJin3a : 30.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry/ 
11/2027 

.IJ:aTa DPOH3BO)J.CTBa roneu !lO 
: 

Mfg. License No./ 
Ilpou3B0/1.CTeeuuaH : MNB/05/263 

MA number:/ 
: JITT-N!!(008888)-(Pr-RU) 

JIHQeH3HH N!! HoMep PY 

Analysis performed according ND/ AuaJinJ npoeeneu no H,Lt:: JITT-N!!(008888)-(Pr-RU)-170225 
Page 7 of7 / CTp. 7 03 7 

TO'IHOH. 3m cepm, npOAYKLU1H npomsep_eHa (BKJII01la51 ynaKOBKY (MapKHpOBKY) II KOHTpOJih Kaqecrna) Ha BhIWeyKa3aHHOH 

np0113BOACTBeHHOH IlJIOl.l.(aAKe (IlJIOl.l.(ap_Kax) B IlOJJHOM CO0TBeTCTBHH C Tpe6oBaHmIMH TTpaBHJI HaAJJeJKall..l,ett npOH3BOACTBeHHOH 

npaKTl1KH Espa311HCKOro 3K0HOM!11leCK0ro COI03a 11 Tpe6osaHl151Ml1 KOHTpOJIH KalleCTBa JJeKapCTBeHHblX cpeACTB, a TaKJKe B 

COOTBeTCTBIIH co cne1..1mt>11KaUHHMl1, cop_eplK3LUHM HCH B pemcTp31..\HOHH0M AOC be CTp3Hhl-11Mil0pTepa. 3anHCH no npOH3BOACTBY, 

ynaKOBKe II aHaJJ113Y npoaepeHbl, 11 YCTaHOBJieHO IIX CO0TBeTCTBIIe Tpe6osaH1151M TTpaBHJI HaAJJeJKall..l,ett np0113BOACTBeHHOH 

npaKT11Kl1 Espa3HHCKOro 3K0HOM!11leCKOro C0I03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
UpuMe'-!aHue: TTpOAYKT coorneTcrnyeT Tpe6osaHIDIM H,D; 3aicmo'-leHue: O,IJ:O6PEHO 

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

Oo.n,rornsneHo: TTpoaepe1-10: Pardeep flposepetto (AOK): person/ O.n,o6petto: O6ecne1Iett11e 

Ramakant ~ K umar 

d-:-
Amit Kumar ,\ Ka'teCTBa!OTBeTCTBeHHOe JII.fl..\O: 

~-----------

', ( Ul--'1 L Ku vv/ P.(L__ 
__( "'1 

Dute / 

IIDate I I Date / !Date / <] 01 L-J.O )--1--
,D.arn: 30.12.2025 :AaTa: 30. L .2or : ,[l;aTa: 30.12.2025 ,[);am: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T2langana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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