
•·· 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 

www.drre ddys.com 

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

IlpOJl)"KT: KeTopoJI°'' (KeTopoJiaK) pacrnop ,lJJHI B1-1yrp11ae~1HOfO H BHVTPHMbJWe'-IHOro BBe)].eHH.s! , 30 Mrl MJl 

Batch No/ 
: V250890 

Batch Quantity / 454545 ampules / 
: 

Cepnsi .M! O6beM ccpun 454545 aMnyn 

Analytical Report No / 
: 890001848620 

Date of Analysis / 
: 25.11.2025 

AHaJnnnqec1rnii OT'-leT .M! )];aTa aHaJJnJa 
Date of Manufacture/ 

: 11/2025 
Date of Expiry I 

10/2027 : 
iI[aTa fl f)0 ll3BOJlCTBa ro)leH JlO 
Mfg. License No./ 
IlponJBOJlCTBeHHaH : MNB/05/263 

MA number:/ : JITI-.N2(008888)-(Pr-RU) 
JIHIJ.eff3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJJuJ npoee1ten no HJ(: JITI-.N2(008888)-(Pr-RU)-170225 
Page 1 of 6 / CTp. 1 HJ 6 

.N'!! Test I TT01rnJaTeJJb Results/ PeJyJJbTaTbl Specification / HopMa 

1 Description/ Onwcauue Clear slightly yellow color solution. I Clear colorless to slightly yellow color 
Tipo3pa'-1HhIH pacrnop CBeTJIO-)!(eJJToro solution. I ITp03pa4HhIH pacrnop OT 
UBeTa. 6ecl.(BeTHOro .no CBeTJJO-)!(eJJTOro l.(BeTa. 

2 Identification*/ M,neuru<J>uicau,usr* 

2a HPLC* I B3JKX* 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.si y.neplKHBaHH.H chromatogram of standard solution (Assay 
OCHOBHOro n11Ka Ha xpoMarnrpaMMe section). I BpeM.H y neplKHBaHH.H 
HCilbITyeMoro pacrnopa COOTBeTCTByeT OCHOBHOro ITHKa Ha xpoMarnrpaMMe 
BpeMeHH y.nep)!(HBaHH.H OCHOBHOro ITHKa HCilbITyeMoro pacTBopa JJ,OJJlKHO 
Ha xpoMaTorpaMMe CTaH,napTHOro COOTBeTCTBOBaTb BpeMeHH y .ueplKHBaHH.H 
pacTBopa. OCHOBHOfO ITHKa Ha xpoMaTorpaMMe 

CTaH,napTHOro pacTBopa (paJ,neJJ 
«KoJrntJecTBeHHOe onpe.nenett11e»). 

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

Y(f>-cneKmpo</JommrempuR * 
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<t>-cneKTpbI nornolll,eHwr maxima at 322 ± 2 nm. / Y<t>-cneKTpbt 
HCITblT>1eMoro pacTBopa H pacTBopa ITOrJJOlll,eHH.H HCITbITyeMoro pacTBopa H 
CTaH,napTHOro o6paJua KernpoJJaKa pacrnopa CTaHAapTHOro obpaJl.(a 
TpoMeTaMHHa s o6naCTM OT 200 .no 400 HM KeTOpOJJaKa TPOMeTaMHHa s o6naCTH OT 
HMe!OT MaKcHMYMbI nornolll,eHH.H npH 200 .no 400 HM JJ,OJJ)!(Hbl HMeTb 
322±2 HM. MaKCHMYMbl nornolll,eHH.H npH 322±2 HM. 

Remarks : The Product confirms to ND/ 
TTpnMe<tau11e: ITpo,nyKT cooTBeTcTByeT Tpe6oaaHwrM HA 

Conclusion : APPROVED / 
3aicmo<ie1111e: O,U:OliPEHO 

1:========:;-;::::=========;-;::::==========! 
Prepared by / 

rloA;rorosneHo: Vishal 

Sharma 

D ate / 

.D:aTa: 25.11.2025 

Checked by / 

ITposepeHo: Pravesh 

Rona { 

Date/ 

.D:aTa: 25.11.2025 

Checked by (AQA) / 

flposepeHO (AOK) : 

Amit K umar 

Date / 

,UaTa: 25.11.2025 

Approved by: Quality Assurance/ Authorized 

person / O.no6peHo: 06ecne4eH11e 

1<a'l.eCTBa/OTBeTCTB" HHOe JJHUO: 

D ate / 

;qa-ra: 

1})_✓ 

Registered Office: 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034 .. Telangan a, India 
Tel : +9140 4900 2900, F;;x: +9140 4900 2999, Email : mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys .com 



•·· 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 

T2! : +S1 98166 56001-fP. 
www.drredd'fs.com 

Prod1'Ct: / Ketorol0" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo)].j'ln: KeTopon°" (KeTOPOJTaK) paCTBOP ,[\Jl51 BHyrPttBeHHOfO H BHyrPHMbJWe<rnoro BBe,[\eHH51, 30 MflMJT 

Batch No/ : V250890 
Batch Quantity/ 454545 ampules / 

Cepuit,M! O61>eM cepuu 
: 454545 aMnyn 

Analytical Report No I : 890001848620 
Date of Analysis/ 

: 25.11.2025 
Auam.fTuqecKuii 0T<JeT N!! lllaTa auaJiu3a 
Date of Manufacture/ 

: 11/2025 
Date of Expiry / 10/2027 

lllaTa IlP0H3B0!1.CTBa ro)].eH )1.0 
: 

Mfg. License No./ 
IIpou3Bo)].cTBeuuaH : MNB/05/263 

MA number:/ : JITT-N~(008888)-(Pf-RU) 
JIHQell3HH N!! HoMep PY 

Analysis performed according ND/ AnaJIH3 npOBe)].eu no Hll: JITT-N~(008888)-(Pf-RU)-l 70225 
Page 2 of 6 / CTp. 2 113 6 

x~ Test I TioKaJaTeJlb Results I PeJyJibTaTbl Specification/ Hop Ma 

3 Clarity/ Tip03pa1.fHOCTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnanecQeHuJrn nperraparn suspension I. / OrranecQeHQH51 nperraparn 
He rrpesb11liaeT orranecQeHQHIO cycrreH3HH He L\OJJ)l(Ha rrpeBbJlliaTb orranecQeHQHIO 
cpaBHemrn I. cycrreHJHH cpaBHeHm1 I. 

4 Color / lJ,BeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
Tiornomem1e L\0JJ)l(H0 6bITb He 6onee 0,20 
rrpll ,[(Jll!He B0JIHbl 430 HM. 

5 pH 7.4 From 6.9 to 7.9. I OT 6,9 LIO 7,9. 

6 Particulate matter I MexannqecKne BKJ110'leHHH 

6a Visible particles/ Complies / CooTBeTcTByeT Should be absent. / 
BHL\HMble ttaCTJ-IQbl ,lJ;OJJ)l(Hbl 0TCYTCTB0BaTb. 

6b Invisible particles / 
HeBH,[(HMbJe 'laCTHQbI: 
1. Particles ?: IO µm / 0 not more than 6000 per ampoule; / 

lfacrnQ pa3MepoM ?: He 6onee 6000 Ha aMrryny; 
10 MKM 

ii. particles?: 25 µm / 0 not more than 600 per ampoule. / 
'laCTHQ pa3MepoM ?; He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities/ IlpuMecu 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
fipuMe'laHtte: TipOL\YKT COOTBeTcTByeT Tpe6oBaHmlM H,D; 3aK.11m•1ett11e: O)1:OliPEHO 

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

IlonroTOnne1m: Vishal f1po neper1.o: Pravesh TiposepeHo (AOK): person/ OL106peHo: O6ecrreqeHtte 

,Shanna N./ 
Rana 1 Amit Kumar 

\ 
1raciecrna/OmeTcrnemme JJHQO: r ~ G );} M4 

/ ' - - -
Dat / L/ Date/ Date I Date / 

~ 

)__,,tor-4 r ,. Lt• i,( 
.D:arn: 25.11.2025 ,n:arn: 25.11.2025 ,narn: 25.11.2025 ):\an1: 

Registered Office: 8-2-337, Road No. 3, Sanj2ra Hills, Hyderabad - 500034,. Telangana, India 
Tel: +9140 4900 2900, Fox: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH <l>HKA T AHAJIU3A 

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

T..:i: +Sl S8166 5G001-02 
www.drreddys.com 

ProdtJct: / Ketorol0') (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo)J.Ytn: KeTopon"" (KeToponaK) pacrnop ,/l,Jl.H srryrpnBeHHOfO H BHyrpHMblllJCYHOro BBe,/],eHH.H, 30 Mr/Mn 

Batch No I 
: V250890 

Batch Quantity I 454545 ampules / 
Cepusi .M! 061>eM cepun 

: 
454545 8MIT)'Il 

Analytical Report No I 
: 890001848620 

Date of Analysis / 
: 25.11.2025 

AnaJniTn'lecKnii 0T'leT .N'!! )];aTa auaJiuJa 
Date of Manufacture / 

: 11/2025 
Date of Expiry / 10/2027 

JlaTa flP0H3B0/J,CTBa ro/1,eH /1,0 
: 

Mfg. License No./ 
IlpoHJBO,/l,CTeeuuaH : MNB/05/263 MA number:/ : JHl-M,(008888)-(Pf-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AHaJIHJ npoee)J.eu no 11,Il.: J10-.N~(008888)-tPf-RU)-170225 
Pa~e 3 of 6 I LTp. 3 H3 6 

.N'2 Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbl Specification/ Hop Ma 

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

Impurity B / ITpttMeCh B Below LOD (LOD = 0.014 %) / Htt)Ke not more than 0.50 % / He 6011ee 0,50 %; 
npe,nena o6Hapy)l(eHH.H (ITO= 0.014 %) 

Impurity C / ITpttMeCh C Below LOD (LOD = 0.010 %) / Htt)l(e not more than 0.50 % / He 6onee 0,50 %; 
npe,nena o6Hapy)l(eHH.H (ITO= 0.010 %) 

Impurity D / ITpttMech D Not detected I He o6Hapy)l(eHa not more than 0.20 % / He 6onee 0,20 %. 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity / E,nHHW!Ha.H 

Below LOQ (LOQ = 0.050%) / Htt)l(e 
HeH,neHTH~HUHposaHHa.H 
npHMeCb 

npe)leJTa KOJTHYecrneHHOro onpC/lCJlCHH.H 
(ITKO =0.050%) 

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

8 Extractable volume* / 10.3 ml/ 10.3 Mn Not less than 10.0 ml (collectively 
lhsJJeKaeMb1ii. o6beM* measured volume of 10 ampoules)./ 

He Mettee 10,0 Mn (o6beM, H3MepeHHhIH 
Ha OCHOBaHHH 06be,llHHeHHOro 
CO)lep)l(HMOro 10 aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepuaJJhHhle /<=0.725 E3/Mr Trometamol. I He 6oJJee 5,8 E3/Mr 
3H)J.0TOKCHHbl KeTopoJJaKa TPOMemM1rna. 

10 Sterility** / NA Must be sterile. I ,[(OJl)l(eH 6hITh 
CTepHJJbHOCTb ** CTepHJTbHhIM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
□p1-1Me1-taHne: ITpO/lYKT cooTBeTcrnyeT TPe6osaHH.HM H,[( 3aKJJ10'leH1-1e: O,II:OliPEHO 

1 repnred by / 
Do.a;roroeJJe 1:10: Vishal 
Sharma 

__,,/ 

I 

-Date / 
,[(am: 25.11.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TipoBepeRo: Pravesh IlposepeHO (AOK): person/ O)lo6petto: O6ecneYeHHe 
Rana i Amit Kumar KatJecrna/OrseTCTBeHHOe JJHUO: 

(\/ ~ r, hM~,P 
-

Date I Date/ Date I )--C) ---1 , r- L (' i.r 
,[(am: 25.11.2025 ,[(am: 25.11.2025 ,[(am: 

Registered Office: 8-2-337, Road No. 3, Banj2ra 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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CERTIFICATE OF ANALYSIS 
CEPTHWHKATAHAJIH3A 

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

Tel : +91 981GG 56001-02 
www.drreduys. com 

Prodtict: / Ketorol0'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo)lj'~T: KeTopon°'' (KeToponaK) paCTBOp ,a:m, BHYTPHBCHHOfO 11 BHyrpHMhIWe1-rnoro BBe,a:emrn, 30 MrlMJl 

Batch No/ 
: V250890 

Batch Quantity / 454545 ampules / 

Cepust .N'!! 061.eM cep1111 
: 454545 aMnyn 

Analytical Report No / 
: 890001848620 

Date of Analysis / 
: 25.11.2025 

Auam.JTuqectcuii oTqeT .M! )laTa auaJ1nJa 
Date of Manufacture/ 

: 11/2025 
Date of Expiry / 10/2027 

.lI:aTa OPOH3BO)lCTBa ro)leH )lO 
: 

Mfg. License No./ 
Ilpou'.3BO)lCTBeuuau : MNB/05/263 MA number:/ : JU1-N2(008888)-(Pf-RU) 
JIHQefflHH .M! HoMep PY 

Analysis performed according ND/ AuaJ1uJ npoBe)leH no H)l: JU1-N2(008888)-(Pf-RU)-170225 

11 

12 

13 

Test I IT01<:aJaTeJ1b 

Assay/ Kontt'ICCTBCHHoe 
onpe~CJICHUC 

Ethanol content/ 3TaHOJ1 

Packaging / OnucaHHC 
ynaK0BKH 

Results/ PeJyJJbTaTbl 

29.94 mg I 29.94 Mr 

11.72%/11.72¾ 

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. I 
I1o 1 MJI B aMITyJlbl 113 CBeT03aI.U11TH0ro 
cTeKJJa TeMHO-Kopu<Jttesoro u:seTa KJJacca 
l. B BepxHeH 'JaCTl1 aMIIYJlbl HaHeceHbl 
K0Jlbl..(0 11 T0'IKa M~ pa3Jl0Ma. Ha aMnyJJy 
HaKJJeHBaJOT 3Tl1KeTKy. 
I1o 10 aMnyJJ BMeCTe c Jll1CTKOM-
BKJJaabillleM B I1BX/anJOMHHl1eBblH 
6n11cTep. I1o 1 6n11cTepy B rra'IKY 
KapTOHHy.io. 

Page 4 of 6 / CTI). 4 uJ 6 

Specification / HopMa 

From 27.0 mg to 33.0 mg of Ketorolac 
Trometamol per 1 mL. / OT 27,0 Mr ~o 
33,0 Mr KeTOp0JiaKa TP0MeTaMOJia B I MJI . 

From 10.60 % (v/v) to 13.10 % (v/v) . / 
OT 10,60 % (06/06) ~o 13,10 % (06/06). 

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 
I1o I MJl B aM □YJibl 113 CBeT03aI.UHTHOro 
cTeKJia TeMHO-Kopwrneaoro usern Knacca 
I. B sepxHew 11acT11 aMIIYJJhl HaHeceHbI 
KOJibU:O 11 TOIIKa an~ paJJJOMa. Ha aMIIYJIY 
HaKJie11saJOT 3Tl1KeTKy. 
f1U 10 aMIIYJI liMt:!Clt:! C J1111.;IKUM­

DllJIU~LIWOI,{ n TTBX/amoumminL1if 
6JJHCTep. ITO 1 6JJHCTepy B rra1IKY 
KapT0HHYJO; ORR cmaz1u0Hapoe: no 2, 3, 5 
6n11cTepoB B na11Ky KapTOHH)'IO. 

Remark : The Product confirms to ND/ Conclusion : APPROVED / 
flpnMe'laHne: I1poayKT COOTBeTCTByeT TPe6oBaHIDIM H,ll; 3a1CJ1 10'ICHHe: O,l(OJiPEHO 

Prepared by / 

Tio.nroTOBJJeHo: Vishal 
Sharma 

/1/ 

Date I 
,ll;arn: 25.11.2025 

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

~::• pcuo T esh 
□poeepetto (AOK): person / O~o6petto: O6ecrre<Jett11e 

Amit Kumar i-aqecTsalOTBeTCTBeHH e J1111..(0 : 

-- r, i~~~I 
•' 

D ale / Date I Date / )-t-i ....-w-- l-l' if"' 
.lJ:aTII: 25.11.2025 ,ll;arn: 25 .11.2025 ,ll;ai-a: 

Registered Office: 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, F;:;x: +9140 4900 2999, Email: mail@drreddys.com 

C\N: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIH3A 

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

Te l : : '31 98166 56001-02 
www.drreddys.com 

Prod1'Ct: / Ketorol°'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo.uj'1n: KeTopoJJ(l<, (KeTOpoJJaK) pacrnop )].m1 BHyrp1,rneHHoro H BttyrpHMhilllet.rnoro BBe)leHH51. 30 MrlMJJ 

Batch No/ 
: V250890 

Batch Quantity/ 454545 ampules / 
Cepml.M! 061.eM cepuu 

: 454545 aMnyn 
Analytical Report No/ 

: 890001848620 
Date of Analysis / 

: 25.11.2025 
Auamnuqec1rnii oTqeT X!! ,lJ:aTa auaJiu3a 
Date of Manufacture/ 

: 11/2025 
Date of Expiry / 10/2027 

llaTa OPOH3BO.UCTBa ro.ueu .uo 
: 

Mfg. License No./ 
Ilpou3BO.UCTBeuuaH : MNB/05/263 MA number:/ : JIIT-.M1(008888)-(Pf-RU) HoMep PY JIHIJelI3UH X!! 

Analysis performed accordin2 ND/ Auamn npoee,IJ.eH no H,n:: JIIT-N~(008888)-(Pf-RU)-l 70225 
Page 5 of6 / CTp. 5 HJ 6 

* Tests are not performed during the stability investigation./* I1cnbITaHH51 He npoB0)].51T B xo)].e HccJJe)].osamrn 
CTa6HJJbHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./ ** ITpH BhmycKe npenapaTa 
KOHTpOJJb KalfeCTBa no TIOKa3aTemo npoBO)].HTC51 )].Jl51 Kcl)l()]:OH 15-oii cepHH. 

API name/ HauMeHoBanue A<l>C: Ketorolac Trometamol I KeTOponaKa TpoMeTaMOJJ 

INN /MHH: Ketorolac I KeTOponaK 

API manufacturer batch number / 
2KTM0320625 

HoMep cepuu npouJBOJJ.HTeJlH A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHI.{HH npOHJBO.ll,HTeJIH FESA00395 
r JI<I>: 

API Manufactured by & country I Symed Labs Limited, India / 
IIpoHJBOJJ.HTeJ1b A<l>C, cTpana: CaiiMeJJ. Jla6c Jl11M11TeJJ., HttJJ.H51 

Name, address, authorization No for FP 
Dr. Reddy's Laboratories Ltd., India, Fonnulation 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/ 
HauMenoBanue, aJJ,pec, nuueHJHH JJ.J1H 

,[(-p Pe,n:,zu1:'c Jia6opaTOpHc JlTJJ,., HHJJ.HSI, Tip0113B0,!I.CTBeHHOe no.u.pa3JJ,eJJeHMe-6, 

IlpOHJBO.ll,CTBeHHaH UJIOLUaJJ,Ka / IlJIOLUaJJ,Ka B11JJ11 . Kxo11h, Hanarapx Poy.u., Ea.ll.ll.M, ,[(11crp11KT Co11aH, X.TI., 173205, HHJJ.MSI 

KUH I VUJIH Ka"it:c I Ba/ IlJtUJJ..1aA11.a tsblllJl.11.a (nm.1ettJ11si .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 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Il pn rnLJ auue: TipOJJ.YKT cooTBeTcrnyeT rpe6osaHH51M H,[( 3aKmoqeuue: O,II:OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Appro,·ed by: Quality Assurance/ Authorized 
no,D,rOTOBJJeHo: Vishal ITposepetto: Pravesh n ponepeHo (AOK): person / O.u.o6petto: O6ecneqett11e 
Sha.min /] Rana 1 Amit Kumar Ka'leCTBa!OTBeTCTBeHHOe JJMl..{O: 

"' n h~--{'---.,,---
Date / !Dale/ I Date / Date/ 

! ,- l-<' 
)], Ta: 25.11.2025 :,[(aTa: _5. 11._()_5 : ,[(:na: 25.11.2025 ,[(am: J,.--(., 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTM$HKATAHAJIH3A 

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 

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

IlPOJl1'~T: KeTopoJI(k, (KeTOpOJiaK) pacrnop .n:m1 BHYfPJiBeHHOro H BHyrpHMbIWe1rnoro BBe,n:eHH51, 30 MrlMJI 

Batch No/ : V250890 
Batch Quantity / 454545 ampules / 

Cepml,M! 06beM cepuu 
: 454545 aMnyn 

Analytical Report No/ : 890001848620 
Date of Analysis / 

: 25.11.2025 
Aua.runnqecKnii oTqeT .N'!! .liaTa auaJiuJa 
Date of Manufacture/ 

: 11/2025 
Date of Expiry/ . 10/2027 

,lJ;aTa l1P0U3B0JlCTBa ro)leH JlO 
. 

Mfg. License No./ 
Ilpou3BOJlCTBeuuaH : MNB/05/263 MA number:/ : Jlll-N2(008888)-(Pf-RU) 
.flHQefl3HH .N'!! HoMep PY 

Analysis performed according ND/ A11a.JIH3 npoBe.n:eu no H,11;: Jlll-N2(008888)-(Pf-RU)-l 70225 
Page 6 of 6 / CTp. 6 HJ 6 

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». / 

3aKJJI-OYemre O COOTBeTCTBHH: «HacTO.Hll.\11M 51 TTO.UTBep)l(.11,alO, '!TO npHBe,neHHa51 Bb!We 11H<pOpMal..(11.H 51BJrneTC51 .UOCTOBepHOH 11 

TO'!HOH. 3Ta cepH51 npo.uyKUHH npOH3Be.ueHa (BKillO'!a.H ynaKOBKY (MapK11pOBKY) H KOHTpOJib Ka'!ecrna) Ha BhIUieyKa3aHHOH 

npomso.ucrneHHOH nnoma.uKe (nnoma.uKax) B TTOJIHOM COOTBeTCTBHH C TPe6osamrnMH IIpaBHJl Ha.une)l(amew npOH3B0,UCTBeHH0H 

npaKTHKH Espa3HHCKOro 3KOHOMH'!eCKOro COI03a H Tpe6osaHH.HMl1 KOHTPOJI51 Ka'!eCTBa JieKapCTBeHHbIX cpe,!I.CTB, a TaK)l(e B 

COOTBeTCTBHH co cneumfmKal..(H51MH, co.uep)l(all.\HMHC51 B perttCTPaUHOHHOM .UOChe CTpaHbl-HMn0pTepa. 3anHCH no npo113BO.UCTBY, 

ynaKOBKe 11 attanl13y nposepeHbl, H ycTaHOBJJeHO 11X COOTBeTCTBHe Tpe6osaHH.HM IIpaBIUI Ha.UJJe)Kamei1 npOH3B0,!I.CTBeHHOH 

npaKT11Kl1 Espa3HHCKOro 3KOHOMl1'!eCKOro COI03a». 

Rema1·ks : The Product confirms to ND/ Conclusion : APPROVED / 
npnl\lC'-laHlle: IIpo.uyKT C0OTBeTCTByeT TPe6oBaHH.HM HP: 3aicmotJcnne: O,l(OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Appro ed by: Quality Assurance/ Authorized 

noArorosnetto: Vishal IIposepetto: Pravesh IIposepetto (AOK): per on / O.uo6petto: O6ecrre1Iett11e 
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Amit Kumar Ka4ecTBa/OTB Tcwe1rnoe mmo: r~ ~ JY,l.') 
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;:(aTa: 25.11.2025 p:arn: 25.11.2025 p:ara: 25.11 .2025 ),, ,n:a-ra: 
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