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

CEPTH~IIKATAHAJill3A 

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

Tei : ~s1 % 1G6 56001-02. 
.. ,.trt'-..iJ.,_ rl"'ll"'l"'l 

Product:/ Ketorol il<' (Ketorolac) solution for intravenous and i ntramuscular inJections, 30 mg/ml 

Ilpo.rO'KT: KeTopo1111<• (KeToponaK) pacTBop wu1 8HYfPIIBCH11oro 11 a11y rp11M.h1111elrnoro BBe,[J,emrn, 30 Mr/Mn 

Batch No/ 
: V251032 

Batch Quantity/ 454545 ampules / 

Ccpusi .M! 061.eM ccpun 
: 454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AuamnuqecKuu OT'IeT .M! : 890001855409 ,[(aTa auaJiu3a : 30.12.2025 

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

,UaTa npOH3B0,[J,CTBa 
: 

roneu ,[lO 
: 

Mfg. License No. / 
IIpou3BOACTBeuuaH : MNB/05/263 MA number:/ : Jlll-.N!!(008888)-(Pf-RU) 
JiuqeH3HH .M! HoMep PY 

Analysis performed according ND/ AnaJIH3 nposeneu no H)];: JII1-.NQ(008888)-(Pr-RU)-170225 
Page 1 of 7 / \., Tp. 1 HJ 7 

.N'2 Test/ IloKaJaTeJib Results/ PeJyJibTaTbJ Specification / HopMa 

1 Description/ Onucauue Clear slightly yellow color solution. I Clear colorless to slightly yellow color 

llpo3palJHbIH pacrnop CBeTJIO-)KeJJTOro solution. I Tip03palJHbIH pacrnop OT 
UBeTa. 6ecueeTHoro .a:o ceeTJIO-)KeJIToro ueeTa. 

2 Identification*/ HneHTHIJ>HKauust* 

2a HPLC* I B3)KJ(* 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 

11 to the main peak in the chromatogram of correspond to the main peak in the 
standard solution. / BpeM51 y.a:ep)KHBaHH51 chromatogram of standard solution (Assay 

OCHOBHOro TIHKa Ha xpoMaTorpaMMe section). I BpeM51 ynep)K11eatt1151 

HCDb!TyeMoro pacrnopa COOTBeTCTByeT OCH0BHOro TIHKa Ha xpoMaTOrpaMMe 
epeMem1 y.a:ep)KttBaHM OCHOBHOro m1Ka HCDbITyeMoro pacTBopa JJ:OJI)KHO 

Ha xpoMaTorpaMMe CTaH.a:apTHOro COOTBeTCTBOBaTb epeMeHH ynep)KHBaHl-151 

pacrnopa. 0CHOBHOro n11Ka Ha xpoMaTorpaMMe 
CTaH.a:apTHOro pacrnopa (paJ.a:eJI 
«KoJI11lJecTBeHHoe onpe.a:eneHHe»). 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IlpHMe'laHHe: Tipo,uyKT COOTBeTcTByeT rpe6oeaHH51M H.D: 3aKJIIO'leuue: O,IJ:OliPEHO 

Prepared by / 

Tio.a:roTOBJieHo: 

Ramokont~~ 

Date/ 

,D;arn: 30.12 .2025 

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

TipoeepeHo: Pardeep TTposepeHo AOK): person I O.a:o6peHo: O6ecrre1Iem1e 

Kumar 
Amit Kup ..---

KalJeCTBa/OrneTCTBeHHOe Jll-11..(0 : 

~ - 9..)T"' L Klil"-1 PL 
__ ( . .vi 

D ate / 

I 
Date / !Date/ ] 1----11-·-,<0J r--

)],aTa: 30.12.-025 ,D;arn: 30.12.2025 ,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 
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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 %16G 50001-02 
WI.I."" .-1 •rPrlrivs rnm 

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

IlpoA"KT: KeTopon°" (KeToponaK) pacruop JJ.!Ul BH')'Tp1rae111-1oro M BHYfPIIMb1weqttoro BBe)],em-rn:, 30 Mr/Mn 

Batch No/ 
: V251032 

Batch Quantity/ 454545 ampules / 

Cepml.N'!! 06'beM ceprm 
: 

454545 al\myn 

Analytical Report No/ Date of Analysis / 
AuaJIDTul:fecrrnii OT'leT .N'!! : 890001855409 ,ll;aTa auaJiu3a : 30.12.2025 

Date of Manufacture/ 
12/2025 

Date of Expiry / 11/2027 
llaTa npouJBOACTBa 

: 
roAeH AO 

: 

Mfg. License No./ 
Ilpou3BOACTBeuuaH : MNB/05/263 

MA number:/ : JITT-N2(008888)-(Pf-RU) 
JIUI.l;eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBeAeH no H,ll;: JITI-N2(008888)-(Pf-RU)-170225 
Pae:c 2 of 7 / CTp. 2 113 7 

.N'! Test/ IloKaJaTeJJb Results/ Pe3yJibTaTbI Specification / HopMa 

2b UV- spectrophotomet,y* I UV absorption spectra of the test solution UV absorption spectra of the test solution 

Y<:/J-cneKmpo(jJomoMempu51 * 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>-cneKTpb1 nornomemrn: maxima at 322 ± 2 nm. / Y<l>-cneKTJ)hI 
HCTTbITyeMoro pacTBopa H pacTBopa nornomeHm1 wcnhnyeMoro pacTBopa 11 

CTaH,napTHOro 06pa3ua KeTopoJiaKa pacrnopa CTaH,napTHOro 06pa3ua 
TpOMeTaMHHa B 06nacn1 OT 200 .no 400 HM KeToponaKa TpOMeTaMHHa s o6naCTH OT 
HMeIOT MaKCHMYMbI nornomeHH.H IIpH 200 ,no 400 HM .!1,0JI)KHbl HMeTh 
322±2 HM. MaKCHMYMhl IIOfJIOIUCH1IB npu 322±2 HM. 

3 Clarity/ Ilp03paquocTb 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.H npenaparn suspension I. / OnanecuettUIDI npenaparn 
He npeBhmrneT onanecueHu1-110 cycneH3HH He .nom1rna npeBbIWaTb onanecueHu1-110 
cpaBHeHH.H I. cycneH3HH cpastteHIUI I. 

4 Color/ U.ucTuocTL 0.04 Absorbance should be not more th1m 0.70 
Abs at a wavelength of 430 nm. I 
ITornomeHtte .non)KHO 6bnh tte 6onee 0,20 
npH ,nnHHe BOJIHbl 430 HM. 

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

6 Particulate matter / Mexauuqec1me BKJIIO'Ieuusi 

6a Visible particles / Complies I CooTBeTcrnyeT Should be absent. / 
BH.!1,HMb!e qaCTHUbl .ll:OJI)KHbl OTCYTCTBOBaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMe'!auue: ITpo.nyKT cooTBeTcTByer Tpe6osaHIDIM H.ll: 3aKJIIO'-leuue: O,ll;OliPEHO 

Prepared by I 
LlOJlfOTOBJJeHO: 

Ram,k.mt ~ 

Date / 

JJ,a1a: 30.12.2025 

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

nposepetto: Pardeep TTpooepeHO (AOK): per on / O.no6peHo: O6ecneqeH1-1e 

Kumar Amit Kumar Ka4ecrna/OrneTcTBe1rnoe n1-1uo: 

j__ t~;_ r~ l.)f--l IL KU 1"1 (J(l___ 
- ~ vv/ 

Date/ Date/ IDate / ?, 1,_ 1 2-~-zc )._.s-: 
.[la1a: 30.12.20 5 ,z:i:arn: 30.12.2025 ,z:i:arn: 

Registered Office : 8-2-337, Road No. 3, Banjarn Hills, Hyderabad - 500034, Telangana, 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<l>HKAT AHAJII:13A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, HP., 173 205, INOIA 
Tei: +9198166 56001-02 
• • .. "' • • rl•,orlrlHc rnm 

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

Ilpo)].)'KT: KeTOPOJl()<1 (KeToponaK) paCTBOP )].Jl51 BHVTPHBeHHOro J,f BH)'TPl1Mb!We1rnoro BBe)].eHH51, 30 MrlMJl 

Batch No/ 
: V251032 

Batch Quantity / 454545 ampules / 

Cepmr.N'2 O6'beM cepuu 
: 

454545 aMny11 

Analytical Report No/ Date of Analysis / 
AuaJunuqecKnu: oTqeT .N'2 : 890001855409 .l(aTa auaJ1uJa : 30.12.2025 

Date of Manufacture/ 
: 12/2025 

Date of Expiry / 
11/2027 

.l(aTa DP0U3B0/J.CTBa ro/].eH /].0 
: 

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

MA number:/ : JUI-N<.>(008888)-(Pf-RU) 
JIHQeff3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoee)J.eu no H,21;: JITT-N<.>(008888)-(Pf-RU)-170225 

6b 

7 

Test I IloKaJaTeJib 

Invisible particles / 
HeBH)].11MhJe qacTHUbI: 
1. Particles 2: 10 µm / 

qacrnu pa3MepoM 2: 
10 MKM 

11. particles 2: 25 µm / 
qacTttU pa3MepoM 2: 
25 MKM 

Impurities/ ITpuMecu 

Impurity A / IlpttMecb A 

Impurity B / IIpttMech B 

Impurity C / IIpttMecb C 

Impurity D / llpHMl:!Cb D 

Individual unidentified 
impurity/ E,nttHttqHa51 
Hett;::i:eHTH~HUttpoBaHHa51 
npttMeCb 

Total impurities/ CYMMa 
npttMeceil. 

Results/ PeJyJibTaThl 

03 

00 

0.09% 

Below LOD (LOD = 0.014 %) I Htt)Ke 
npe;::i:ena o6ttanv)KeHH51 (ITO= 0.014 %) 
Below LOD (LOD = 0.010 %) / Htt)Ke 

npenena o6ttapy)KeHH51 (ITO= 0.010 %) 
Beluw LOD (LOD - 0.014 '10) I HHMt: 

npe;::i:ena o6ttapy)KeHH51 (TIO= 0.014 %) 

Below LOQ (LOQ = 0.050%) I Htt)Ke 
npe,nena KOJJttqeCTBeHHOro onpe,neneHH51 

(IIKO =0.050%) 

0.1% 

Paec 3 of7 / CTp. 3 uJ 7 

Specification/ HopMa 

not more than 6000 per ampoule; / 
He 6onee 6000 Ha aMnyny; 

not more than 600 per ampoule. / 
He 6onee 600 Ha aM□yny. 

not more than 0.20 % / He 6onee 0,20 %; 

not more than 0.50 % I He 6onee 0,50 %; 

not more than 0.50 % / He 6onee 0,50 %; 

uul 111u1c: lliuu U.'.LU '10 / ne 6onee 0,20 %. 

Not more than 0.20 % / He 6onee 0,20 %. 

Not more than 1.50 % / He 6onee 1,50 %. 

Remarks : The Product confirms to ND/ Conclusion_: APPROVED I 
3aK.r:no4e1me: 0.Ll:OJiPEHO ITpttMe•rnuue: IIpo;::i:yKT coorneTcrnyeT rpe6oaaHH51M HA 

Pr pared by / 

llouroTOBnerw: 

Ramakant W' 

Date / 
,!];am: 30.12.2025 

Checked by/ Checked by (AQA) / 

Tipo.aepe1m: Pardeep IIpoBepeHo (AOK): 

:,::K:::um=:::nr==~= ·=:::-===: AmitKr ,/ :_ 

Date / Date/ 

Aarn: 30.12.2025 ,!];am: 30.12 .2025 

Approved by: Quality Assurance/ Authorized 

person / O,no6peHo: O6ecneqeHtte 
1<attt:c'1'1HJ/Or11e'1'c rne HHOe m1uu: 

IDate / 
Aarn: 

----( l) ~ I L \C.\..J v-- l t1ie._ 
___..(\/V'l 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

' 



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

Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH <l>IIKAT AHAJilf3A 

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

Tei : ·:·9 1 95166 56001-02 
""''\) 1 rlr~,,,-lth,c: rnm 

Prodt1ct: / Ketorol0
" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo)].1'tn: KeTOPOJJO<l (KeTopoJiaK) pacrnop ,!),JUI BHyrpttBeHHOro tt BHyrpHMbIWeqttoro BBe)],eHml, 30 MrlMJl 

Batch No I 
: V251032 

Batch Quantify/ 454545 ampules / 
Cepmi.M, 06beM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIJJ:Tnqec1rnii OT'leT .N'!! : 890001855409 ,U:aTa auaJIJ!3a : 30.12.2025 

Date of Manufacture/ 
: 12/2025 

Date of Expiry/ 
11/2027 

llaTa 11ponJB0/1.CTBa ro/J,eH /1,0 
: 

Mfg. License No./ 
Ilpou3BO/J.CTBeuuaH : MNB/05/263 MA number:/ : Jil1-.M!(008888)-(Pf -RU) 

HoMep PY JIHJ~eH3HH .N'!! 

Analysis performed according ND/ AuaJin3 npoee)].eu no H,u:: JI11-.NQ(008888)-(Pf-RU)- l 70225 
Page 4 of7 / Crp. 4 HJ 7 

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

8 Extractable volume* / 10.5 ml / 10.5 Mn Not less than 10.0 ml (collectively 
lhsneKaeMbIH 061>eM* measured volume of 10 ampoules). / 

He Mettee 10,0 MJI (o6beM, H3MepeHHhIH 
Ha OCH0BaHHH o6be,ll,HHeHHOfO 
co,ll,ep)KttMoro IO aMrryn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepnan1,u1,1e l<=O. 725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H,ll,OTOKCHHbl KeTOponaKa lp0MeTaMHHa. 

10 Sterility** / NA Must be sterile. I ,lJ;OJI)KeH 6hITh 
CTepnJJbHOCTb ** CTepHJibHhlM. 

11 Assay/ KoJin'leCTBeHHOe 29.93 mg I 29.93 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe,ll,eJJeune Trometamol per I mL. / OT 27 ,0 Mr AO 

33,0 Mr KeTOponaKa lp0MeTaMOJia B 1 MJI. 

12 Ethanol content I 3rnuoJJ 11.84 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) .uo 13,10 % (06/06). 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe11aHtte: TTpoAyKT coorneTcrnyeT 1"pe60BaHIDIM H,ll; 3aKJJIO'leune: O):t:OliPEHO 

Prepared by / Checked b I Checked by AQA) / Approved by: Quality Assurance/ Authorized 
Tio,!1,rOTOBJleao: TiposepeHo: Pardeep TipoBepetto (AOK): person I OAo6petto: O6ecne11ettne 
Ramakant Ktm1ar 

J-:--
Amit Kumar 

I 
Ka'leCTBa!OTBeTCTBeHHOe nmi:o: 

~~ ~~ ~l,il--l il_ K.u v,-r ,.,,1-_ 
___cv-1 

Date I Date I Date I !Date/ _<11-1l-2-0~ 
,ll;aTa: 30.12 .2025 ,ll;arn: 30.12.2025 ,ll;arn: 30.12.2025 ,ll;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 ANALYSTS 

CEPTH <I> HKAT AHAJIH3A 

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

Distt Solan, H P.; 173 205, INDIA 

Tel: +9:i. %166 5600:i-02 
,.,.,,.., ,h~h'1rh1c r"m 

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

IlpOIJ.YICT: KeTopo11°'1 (KeToponaK) pacrnop .um1 BttyrpimeHHOro H BHyrpHMhrwe,rnoro BBe)],ettm1, 30 Mr/Mn 
Batch No/ : V251032 

Batch Quantity/ 454545 ampules / 
Cepus1 .M! O6'heM cepuu 

: 454545 aMnyn 
Analytical Report No/ Date of Analysis / 
Auamnuqec1rnu OT"IeT .N'!! : 890001855409 ,ll;aTa auaJiu3a : 30.12.2025 

Date of Manufacture/ 12/2025 Date of Expiry / 11/2027 
,ll;aTa DPOH3B0lJ.CTBa 

: 
roJJ;eH ll.0 

: 

Mfg. License No./ 
Ilpou3BOIJ.CTBeunaH : MNB/05/263 MA number:/ : JITT-N2(008888)-(Pf-RU) 
JIHQefflHH .N'!! HoMep PY 

Analysis performed accordin2 ND/ Auann1 npoBeueu no H,z:i:: JITT-N2(008888)-(Pf-RU)-170225 

13 

Test/ IToKa3aTeJlb 

Packaging/ Onncattne 
ynaKOBKH 

Results/ Pe3yJ1bTaT1,1 

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. 
10 ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
I blister in a carton pack. / 
rro 1 MJI B aMnyJibl 113 CBeT03alll,11THOro 
cTeKJia TeMHO-KopwrneBoro useTa Knacca 
I. B Bepxtteii qacT11 aMnynhI HatteceHbI 
KOJ!bl.lO 11 TO'-!Ka ,llJIJI pa3JIOMa. Ha aMnyny 
HaKJieHBalOT 3THKeTKy. 
f1o 10 aMnyJI BMeCTe C JIHCTKOM-
BKJ!a,UblllleM B I1BX/anioM11H11esb1tt 
6m1cTep. ITo I 6n11cTepy B na'-!KY 
KapTOHHyIO. 

.Pa-gc 5 of7 / CTp. 5 HJ 7 

Specification / HopMa 

I 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. IO ai:npoules and a patient 
information leaflet in a PVC/aluminum 
blister. 
I blister in a carton pack; for in-patient 
facilities: 2, 3, 5 blisters in a carton pack. 
I 
f1o 1 MJI B aMilYJibl 113 CBeT03all.ll1THOro 
cTeKJia TeMHO-KOpl1'-!ttesoro useTa KJJacca 
I. B sepxHefi '-!aCTH aMnyJihl HaHeceHbl 
KOJ!bl.lO l1 TO'-!Ka ,UJIJI pa3JIOMa. Ha aMnyny 
HaKne11sa10T 3Tl1KeTKY. 
ITo IO aMnyn BMecTe c JIHCTKOM­
mrnam,mreM n ITBX/anIOMHHHeBbIIi 
6Jil1CTep. rro I 6Jil1CTepy s na'-!KY 
KapTOHHyio; OI!J/. C/llal/l/Ollapoa: no 2, 3, 5 
6JIHCTepoB s na1-1Ky KapTOHHYJO. 

* Tests are not performed during the stability investigation./ * Hcnhrrnmrn He npoBOAHT B xo)],e 11cc11e)].0Battmr 
CTa6HJlhHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch. I** I1pH BhmycKe npenaparn 
KOHTpOJlh Ka4ecrna no OOKa3aTemo npoBO)],HTC51 ,UJI51 Ka)l()]:OH 15-oii cepmi. 

Remarks : The Product confirms to ND/ 

n p11Me'-laH11e: ITpo,uyKT coorneTcrnyeT TPe6osaHHJIM H.U 
1:========::;-;:::=========;;==========: 
Prepared by I 
ITo,urornsnetto: 

1<.amakant 

Date/ 

.Uarn: 30.12 .2025 

Checked by I 
ITposepetto: Pardeep 

umar 

!Date / 
~aTa: 30. 

Checked by (AQA) / 

ITposepeHO (AOK) : 
Amit Kumar 

I Date/ 
)];am: 30.12.2025 

Conclusion : APPROVED / 
3aKJ11-0<feH11 e: o,r:i:0:6PEHO 

Appro cd by: Quality Assurance/ Authorized 

person/ O,uo6petto: 06ecne'-!ett11e 

Ka4eCT13a/O1'l3e'l'C'l'lleHHO~ JIMUO: 

·~u~ 1 L K\J•"'/ fllL 

IDate / 
)lam: 

w1 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALY IS 

CEPTH <I> IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. l<hol, Nalagarh Road, Bacidi, 

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

Tel : +:11 951GG 56001-02 
www.ll•reddvs com 

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

IlpOJlVIn: KeToponQ<) (KeTOPOJlaK) pacrnop ,!l.Jl.S! 81f'y'Tl)MBel-1HOro H BHyrp11MblllJeqHoro BBe,!].eHl1.S!, 30 MrlMJI 

Batch No/ 
: V251032 

Batch Quantity / 454545 ampules / 
Cepusr .M! O61.eM cepuu 

: 
454545 al\lffiYJI 

Analytical Report No/ Date of Analysis / 
AnamfTnlfec1rnii OT'leT .M! : 890001855409 ,l(aTa anaJitt3a : 30.12.2025 

Date of Manufacture / 12/2025 Date of Expiry/ 11/2027 
)J,aTa DPOH3B0,[(CTBa 

: 
roAeH .llO 

: 

Mfg. License No. / 
Ilpou3BOACTBeuuaH : MNB/05/263 MA number:/ : JIIl-.N2(008888)-(Pf-RU) 
JIHI.(eH3HH .M! HoMep PY 

Analysis performed according ND/ AuaJIH3 npose.l(eu no II,[(: JIIl-.N2(008888)-(Pf-RU)-170225 
Pa2c 6 of 7 / CTp. 6 HJ 7 

API name/ HaHMeHoBaHHe AcJ>C: Ketorolac Trometamol / KeTOpoJiaKa TJ)OMeTaMOJI 

INN /MHH: Ketorolac / KeTOpo11aK 

API manufacturer batch number / 
2KTM0540925 

HoMep cepHH npoHJBO.llHTem1 AcJ>C: 

FP Manufacturer API Batch number / 
HoMep cepuu cy6CT3Hll,HH npoHJBO)lHTeJUI FESA00529 
r Jict>: 

API Manufactured by & country/ Symed Labs Limited, India / 
IlpouJBO.llHTeJib AcJ>C, CTpaHa: Cai1Me.ll Jla6c Jl11M11Te,n, HH,n11J1 

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

manufacturing site / Control site/ Release 
site I 

Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / 

Ha11MeHOB3HHe, a,npec, JUlll,eHJHSI ,QJISI 
)];-p Pe,n,n11'c Jla6opaTOp11c JlT,n., 11HJJ:HJI, Tipmnao,ncTBeHHOe no,npa3,nerreH11e-6, 

TT poH3B0)lCTBeHH3H UJIOIU3.llK3 / IlJIOIU3.QKa 
B11J111. KxOJib, Ha.narapx Poy.n, Ea,n,n11, )];11c-rp11KT Co11aH, X.TI., 173205, HH,n11J1 

KOHTpOJIH K3'1eCTBa / IlJIOIUa,11,Ka BblDYCKa 
(m11.-1cH3HJ1 N~ No Ml'IB/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»./ 

3aKJIIO'leHHe O COOTBeTCTBHH: «HacTOJllUHM JI IIO,QTBep)l(,D:aIO, qTo rrp11ae,neHHaJ1 BhIUie 11mpopMaU:HJI JIBJIJleTCH ,QOCTOBepHOH 11 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np11MC'13HHe: Tipo,nyKT COOTBeTcTByeT -rpe6osaHl1JIM H,D; 3aKJIIO'-leHHe: o,n:OEPEHO 

Prepared by / Cbeck:ed by / Che ked b (AQA) I Approved by: Quality Assurance/ Authorized 
Tio:urornsneHo: nposepeHo: Pardeep TTpoaepeHO AOK): person/ O,no6petto: O6ecneqeH11e 
Rarnakant 

~~ 
Kumar Amit Kumar KaqecTBa!OTBeTCTBeHHOe rr11u:o: 

cl-::-
/\ 

, ~ Ut--11 L KiJl"-1 ~yZ__ t_// - /.;vi 
--"._ \ 

Date / 
l 

Date / 

I 
Date/ I Date I ? I '1l-;10 J_. ~ 

,l(art1: 30.12.2025 )];aTa: 30. 12.-0~5 J];aTa: 30.12.20_5 :;n;arn: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.corn 

I 



•·· 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 

Tei: +919o166 56001-02 
••11•H•1 rlrrt>rfrlvc: rnm 

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

Ilpon:YKT: KeTopon°') (KeTOpOJlaK) paCTBOp .[(Jl.ll BHYfPHBeHHOro H BHYfPHMhIWe'-IHOrO BBe,uemrn, 30 Mr/Mn 

Batch No/ 
: V251032 

Batch Quantity / 454545 ampules/ 

Cepust .M! O6beM cepuu 
: 

454545 aMnyn 

Analytical Report No / Date of Analysis / 
Auamnuqec1rnu oTqeT .N!! : 890001855409 ,lI;aTa auaJ1UJa : 30.12.2025 

Date of Manufacture/ 
: 12/2025 

Date of Expiry / 
11/2027 

)I_aTa OPOH3BOIJ:CTBa ron:eu IJ:O 
: 

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

MA number:/ : JII1-N2(008888)-(Pf-RU) 
JlH~eH3UH .N!! HoMep PY 

Analysis performed according ND/ AuaJ1n3 npoeeneu no 11,ll.: JII1-N2(008888)-(Pf-RU)-170225 
Page 7 of 7 / CTp. 7 HJ 7 

TO'lHOH. 3m cepm1 npO.!lYKL\1111 npOM3Be,!leHa (BKJIJO'la.ll ynaKOBKY (MapK11pOBKY) 11 KOHTpOJib Ka'leCTBa) Ha BhIWeyKa3aHHOH 

np0113B0,11.CTBeHHOH nnoma,!lKe (nnoma,!lKax) B IlOJlHOM COOTBeTCTBMH C Tpe6oBaHH.l!Ml1 TipaBHJl Ha,!lJle)l(aIJ.(eH npOH3B0,!lCTBeHHOH 

npaKT11Kl1 EBpa3HHCKOro 3KOHOM11'-!eCKOro COJ03a 11 TPe6oBaHHRMl1 KOHTPOJlR Ka'leCTBa neKapcTBeHHblX cpe,!lCTB, a TaK)l(e B 

COOTBeTCTBl111 co cneump11Kaum1M11, CO,!lep)l(aIJ.(HMHC51 B perncTPaUHOHHOM ,!lOCbe CTPaHbl-HMnopTepa. 3an11c11 no rrp0113BO,!lCTBY, 

ynaKOBKe 11 aHanl13y npoBepeHbl, 11 ycTaHOBJleHO 11X COOTBeTCTBHe Tpe6oBaHHRM TipaBHJl Ha,!lJle)l(ameJ:i npOM3B0,11.CTBeHHOH 

npaKTl1KH Espa31111CKOro 3KOHOMl1'leCKOrO COJ03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
fipnMc•i:anue: Tipo,!lyKT COOTBeTCTByeT TPe6oBaHHRM H}]; 3aR'mo•1eune: 0.Ll:OliPEHO 

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

110,woTOBJleHO: Tiposepetto: Pardeep TipoeepeHO (AOK): per on I 0.!lo6peHo: 06ecrre1Iett11e 

Kam,l=t ~ K.umar Amit Kumar Ka4eC1'na/0TBeTCTHeHHOe Jll,IUO: 

=1-:- /'/~ 
_\l) ;--:i lL f<._,ri-1r,.itl_ 

--<v--/ 
Dare/ Date/ 

I 
Date/ !°ate/ .<] 1-12--J.o),~ 

lJ,aTa: 30.12 .2025 }];an: 30.12.2025 ~ aTIJ: 30.12.2025 }];am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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