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

CEPTII<l>HKAT AHAJIII3A 

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

Tei : +91 93166 SGOOl-02 
www.dr;·eddys.com 

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

Ilpo,u1'K:T: Kempon°'' (KeToponaK) pacrnop )].ml BHyrp11BeHHoro 11 BHyrp11MhIWe1.rnoro BBe,1J.eHJ1j!, 30 Mr/Mn 

Batch No/ 
: V251009 

Batch Quantity / 454545 ampules / 

Cepusi .M! 06'heM cepnn 
: 454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AHamnuqec1mii OT'IeT .N'!! : 890001854638 Jl:aTa aHaJinJa : 24.12.2025 

Date of Manufacture/ 
: 12/2025 

Date of Expiry/ 
11/2027 

)laTa o_pouJso,ucTsa ro,ueH ,llO 
: 

Mfg. License No./ 
Ilpon3Bo,ucTBeHHaH : MNB/05/263 

MA number:/ : JII1-N2(008888)-(Pf-RU) 
JIHQelllUH N!! HoMep PY 

Analysis performed according ND/ AHaJIHJ npose.l).eH no HJI:: JII1-N2(008888)-(Pf-RU)-l 70225 
Page 1 of7 / CTp. l 113 7 

x~ Test/ IloKaJaTem, Results/ PeJyJibTaTbt Specification/ HopMa 

1 Description/ Om1cam,1e Clear colorless solution. / flp03paqHhltt Clear colorless to slightly yellow color 
6ecuseTHhitt pacTBop. solution. I ITp03paqHhltt pacTBop OT 

6ecuBeTHOfO .uo CBeTJIO-)KeJITOfO usern. 

2 Identification*/ M.ueHTHlj>HKaUHH* 

2a HPLC* I B3JKX* 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 in the 
standard solution. / BpeMH y.uep)KHBaHID! chromatogram of standard solution (Assay 
OCHOBHOfO miKa Ha xpoMaTorpaMMe section). I BpeMj! y .n:ep)KHBaHID! 
ttcrrhrTyeMoro pacTBopa COOTBeTCTByeT OCHOBHOro ITHKa Ha xpoMaTOrpaMMe 
BpeMeHH y.uep)KttBaHHH OCHOBHOro ITHKa HCIThITyeMoro pacTBopa .UO.IT)KHO 
Ha xpoMaTorpaMMe CTaH.uapTHOro COOTBeTCTBOBaTh BpeMeHH y.n:ep)KttBaHID! 
pacTBopa. OCHOBHOrO miKa Ha xpoMaTOrpaMMe 

CTaH,UapTHOro pacTBopa (paJ.uen 
«K01mqecTBeHHOe onpe.ueneHtte»). 

Remarks : The Product confirms to ND/ 

I 
Conclusion : APPROVED I 

IIpHMeqattue: flpo.uyKT cooTBeTcTByeT TPe6osaHIDIM HJ:( 3aKmoqeuHe: OJJ,OliPEHO 

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

n o.uroToencHo: Shagun nposepeHo: Pravesh flposepetto (AOK): person / O.uo6petto: 06ecneqeHtte 

R ana 1 Amit Kumar KaqecTBa/OTBeTcTBeHHoe 1muo: 

9-- I' --/ ~UNI L KV""11o,p.__ 
~ N/ 

Date I Date / Date / Date I 2 .~., 1.,zoir-
,n:arn: 24.12.2025 ;:(am: 24.12.2025 L(aTa: 24.12.2025 L(aTa: 

- " ne 1,-~ l eu Vll1~t:'. O-L- :>Jt1 •-w.-g \,, • .J1 u-n 11Jdl ~ ... ~-, ---0-- ~ J...,.~~J~), l ~IClll) ... d.01 1 1 .... 1.,. 

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

www.drreddys.com 



•·· Dr.R~ddy's ~;• 

-

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKA T AHA.Jlll3A 

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

Tel: +91 %166 56001-02 
www.drreddys.com 

Prod.-ct: / Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpotJ.~ICT: Keropon(l<• (KeToponaK) pacrnop Jl.flSI B1iyrp11BeHllOro JI BllYJ1)11MblWe4HOro BBe)l.eHH51, 30 Mr/Mn 

Batch :No/ 
: V251009 

Batch Quantity / 454545 ampules / 

CepnH'. ,M! O61,eM cep110 
: 

454545 8MTI)'II 

Analyrical Report No/ Date of Analysis / 
AnamlTuqecKuii or<1eT .N'!! : 890001854638 )lara anaJiu3a : 24.12.2025 

Date of Manufacture/ 
: 12/2025 

Date of Expiry / 11/2027 
)laTa IlP0H380tJ.CTBa rotJ.eH .ll.0 

: 

Mfg. License No. / 
Ilpou3BOtJ.CTBenuaH : MNB/05/263 

MA number:/ : J1TT-N2(008888)-(Pf-RU) 
JIH~et-13UH .N'!! HoMep PY 

Analysis performed according ND/ AHaJIH3 npoBetJ.en no If,[(: J1TT-N2(008888)-(Pf-RU)-170225 
Pa2e 2 of 7 / CTp. 2 113 7 

,N'g Test/ no~a3aTeJlb Results/ PelyJ1bTaTbl Specification / HopMa 

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

Y({)-cneKmporpomo.~1empu51. * 
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<P-cneKTJ)hl nornomettIDI maxima at 322 ± 2 nm. / Y<l>-crreKTphl 
HCIThlTyeMoro pacrnopa H pacrnopa nornomettm:1 1-1cnhnyeMoro pacrnopa H 
CTaHAapTHOro 06pa3ua KeToponaKa pacrnopa CTaHAapTHOro 06pa3ua 
TJ)OMeTaM1rna B o6nacrn OT 200 AO 400 HM KeToponaKa TpOMeTaMHHa e o6JiaCTH OT 
HMelOT MaKCllMYMhl nornomettm1 npH 200 AO 400 HM A0JDKHhl HMeTb 
322±2 HM. MaKCHM)'Mbl nornomeHl-1.11 npH 322±2 HM. 

3 Clarity/ Ilpo3pa'-1HOCTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnanecueHUHJI nperraparn suspension I. / OrranecueHUIDI rrperraparn 
He rrpeBhrIIIaeT onanecu,eHI.(HIO cycnett3HH He Aom1rna rrpeBhilllaTb orranecu,eHUHJO 
cpaBHeHHJI I. cycnett3HH cpaetteHlUI I. 

4 Color I U,eeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
ITornomeHne AOJI)KHO 6bnh He 6onee 0,20 
11p11 /J,J111He BOJIHbl 430 HM. 

5 pH 7.1 From 6.9 to 7.9. / OT 6,9 .11.0 7,9 . 

6 Particulate matter / MexaHH'-lecKue BKJ110'-lemrn 

6a Visible particles / Complies I CoorneTcrnyeT Should be absent. I 
BHAHMbJe qaCTl!Ubl .IJ:OJI)l(Hbl OTCYTCTB0BaTb. 

Remarks : The Product confirms to ND/ 

I

IConclusion: APPROVED/ 
ITpuMe'-lauue: ITpoAyKT cooTBeTcrnyeT Tpe6osaHIDIM H.IJ: 3a1rnm<re1111e: O,zJ:OliPEHO 

Prepared by / 

Ilo.11.roTOBneHo: Shagun 

9-Y 
Date/ 

.IJ:arn: 24.12.2025 

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

npoeepeHo: Pravesh Ilposepetto (AOK): person/ OAo6petto: O6ecne'-leHHe 

Rana . 
Amit Kum(\, Ka•1ecmn/OTBCTCTBCHHOe nuuo: 

i ~ 
_s._u r{ I L K\lvvf ,q~ 

j _L~ 

I 
D ate / Date/ !Date/ .Q..~ I t-.zol-S-
.IJ:aTa: 24.12.2025 .IJ:arn: 24.12.2025 .IJ:"arn: 

r Oh1ce: -1.- oaa Q,j a ara HIIIS, M ,ue, a-u• - J UUU..,'+, •~•~• Regisle ed 8· -~~,. 1, ,~ , U tnJ Y "a0
• 
1a, IIU a 

Tei: +9140 4900 2900, Fax: +3140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 



CERTIFICATE OF ANALYSIS 
CEPTH <l>IIKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan. H.P., 173 205, INDIA 
Tel : +91 S3166 56001 02 
www.dn-eddys.com 

Prodt.lct: / Ketorol0t' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

llpo,llj'.tcT: KeTopo11°" (KeTOPOJlaK) pacrnop ,nm1 BHyrpHBeHHOro H BHyrPHMhIWe1rnoro BBe,neHmI, 30 MrlMJl 

Batch No/ 
: V251009 

Batch Quantity/ 454545 ampules / 

Cepulf M! O61.eM ceDHH 
: 454545 aMny11 

Analytical Report No/ Date of Analysis / 
AHaJnfl'uqec1rnu oTqeT .N'!! : 890001854638 ,l(aTa aHaJiu1a : 24.12.2025 

Date of Manufacture/ 
: 12/2025 

Date of Expiry / 11/2027 
,l(aTa OPOH3B0,llCTBa ro,lleH ,llO 

: 

Mfg. License No. / 
llpOH3BO,llCTBeHHaH : MNB/05/263 

MA number:/ : JITT-NQ(008888)-(Pf-RU) 
JIHl .. efl3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIHl npoBe,lleu no H,l(: JITT-NQ(008888)-(Pf-RU)-170225 
PaJ?e 3 of7 / CTp. 3 01 7 

}(g Test/ IloicaJaTeJib Results/ PeJyJibTaTbt Specification / HopMa 

6b Invisible particles / 
HeBH,IJ:HMhJe lJaCTHUhl: 
i. Particles 2: 10 µm / 4 not more than 6000 per ampoule; / 

1Iacmu pa3MepoM 2: He 6onee 6000 Ha aMnyny; 
10 MKM 

11. particles 2: 25 µm / 0 not more than 600 per ampoule. / 
lJaCTHU pa3MepoM 2: He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities/ IlpuMecn 

Impurity A / TipHMech A 0.08 % not more than 0.20 % / He 6oJiee 0,20 %; 

Impurity B / TipHMech B Not detected/ He o6Hapy)KeHa not more than 0.50 % / He 6oJiee 0,50 %; 

Impurity C / TipHMech C Below LOD {LOD = 0.010 %) / HH)Ke not more than 0.50 % / He 6oJiee 0,50 %; 
npe,!J,ena o6Hapy)KeHllil (TIO= 0.010 %) 

Impurity D / TipHMech D Below LOD (LOD = 0.014 %) I HH)Ke not more than 0.20 % / He 6oJiee 0,20 %. 
npe,ll,ena o6Hapy)KeHH.11 (TIO= 0.014 %) 

Individual unidentified Not more than 0.20 % / He 6oJiee 0,20 %. 
impurity I E,!J,HHH'IHaj[ 

Below LOQ {LOQ = 0.050%) / HH)Ke 
11011.11,0IITII!pllUllponammn 
npHMeCh 

npe,nena KOJJH1JecTBeHHoro onpe,neneHllil 
(TIKO =0.050%) 

Total impurities I CYMMa 0.1% Not more than 1.50 % / He 6oJiee 1,50 %. 
np11Mecei1: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHne: Tipo,nyKT cooTBeTcTByeT TPe6osaHIDIM H.[{ 3aKJ1101Jeune: 0,[(0GPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
IToAroTonneHo: Shagun HpoaepeHo: Pravesh TiposepeHo (AOK): person/ O,n:o6peHo: O6ecne1JeH11e 

~ 
Rana ( AmitKr ..---

Ka•tecTBa/OTBeTCTBeHHOe JIHUO: 

~ l)i,,.i/ L ;K'l V'-"1 Ai_ 
/ ~vv 

Date/ Date / Date/ Date/ )_~· I 1·..(0l-~ 
,n:aTa: 24.12.2025 ,[J,ara: 24.12.2025 [(ma: 24.12.2025 .[{am: 

!'\.__a,~1.e;:-1 ~u '--'' h ... c~ u-, --- , ,-au ,,,n .... J , U D IJUI u . -...,~'UUJ~/ ... ,....,,,U, ·-·' 
Tei: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN:L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~~• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTU<I>IIKAT AHAJIH3A 

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

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

Prodijct: / 

Il. 0 '"1": 
Ketoroll)<) (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KcTo 011n

1 (KeTo onaK) a TBO lfBeHH ro H s11 11Mb1UJe,rnoro sse,D,etttt.11, 30 Mr/Mn 

Batch No/ 
: V251009 

Batch Quantity/ 454545 ampules/ 
061>eM ce uu 454545 aM n 

Anal~cal Report No/ 
: 890001854638 

Date of Analysis/ 
)J,aTa auaJIH3a 24.12.2025 

Date of Manufacture/ 
aTa rt OU3 BOACT 8a 

Mfg. License No./ 
Ilpou'.JBOACTBeuuau 

JIHQeFl3HSI .N°!! 

12/2025 

: MNB/05/263 

Date of Expiry/ 
roAen AO 

MA number:/ 
HoMep PY 

11/2027 

JITT-NQ(008888)-(Pr-RU) 

-170225 
Page 4 of7 / Crp. 4 111 7 

.N'!! Test I IloKaJaTeJib Results/ PeJyJ11>TaTbI Specification / HopMa 

8 Extractable volume*/ ) 0.5 ml/ 10.5 MJI Not less than 10.0 ml (collectively 
lfaBJ1eKaeM1>1ii o6beM* measured volume of 10 ampoules). / 

He Mettee 10,0 MJI (o6beM, H3MepeHHhlH 
Ha 0CH0BaHHH o6be,llHHeHHOro 
co.uep)l(HMoro 10 aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepHaJlbHble /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
JH)J:OTOKCHHbl KeToponaKa rpoMeTaMHHa. 

10 Sterility** I NA Must be sterile. I }J;OJI)l(eH 6bJTb 
CTepHJlbHOCTb ** CTepHJibHbIM. 

11 Assay/ KonuqecTeeuuoe 30.38 mg I 30.38 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpeii:CJieuue Trometamol per 1 mL. / OT 27 ,0 Mr .no 

33,0 Mr KeTOponaKa rpoMeTaMona e 1 Mn. 

12 Ethanol content/ 3TaHOJ1 11.83 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) )],0 13,10 % (06/06). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHne: Tipo)],yKT C00TBeTcTByeT Tpe6oaaHID!M H.T.( 3aKJJIO'leuue: O.T.(OliPEHO 

Prepared by I Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
Tio.nroroBneuo: Shagun Tipoaepeuo: Pravesh Tip osepeH0 (AOK) : person / O)].o6petto: O6ecrre'1ett0e 

Rana i AmiLKumar Ka<JeCTBa!OTBeTCTBeHHOe nm.1;0: 

~ f_/__,- ~~IL k Vll'-1 j(lrt_ 

--<~ 
Date / Date/ Date/ 

l:D ate / 2-S•l l-.l.__OW.-
)];aTa: 24.12.2025 )];am: 24.12.2025 .T.(arn: 24.12.2025 .T.(a-ra: 

Me IS,ercu UJII~,;; O·.<:·::l.J t, ,.,..~,.. ~v -'• wn 'I""' t 14 -,, 1y - - --- ..J-- ... ..1-r1 4""""C::: lo-. 01 1tu•fJ 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN : L8519SAP1984PLC004507 

www.drreddys.com 



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

CEPTM(J)HKA T AHAJIJl3A 

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

Tel : +91 93166 5600HJ2 
www.dffeddys.com 

Prodtlct: / Ketorol'ir. (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,1(!k:T: KeTopoJI (H) (KeTopoJiaK) pacTB0P JlJI.SI BHVTPl1BeHHOfO 11 BHYfPHMblWe•rnoro BBe}leHHSI, 30 MrlMJI 

Batch No I 
: V251009 

Batch Quantity / 454545 ampules / 
CepuJJ,N'!! 06'beM cepJJH 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
Auam,truqec1rnii oTqeT .N'!! : 890001854638 ,Il;aTa auaJIHJa : 24.12.2025 

Date of Manufacture/ 
12/2025 

Date of Expiry I 
11/2027 

l.llaTa 0110IDBO,llcrna 
: 

ro,[(eu ,/10 
: 

Mfg. License No. / 
IlpOH3BO,llCTBeHHaH : MNB/05/263 

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

JIH .. efl3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIHJ npoee,lleu no H,l(: J1Il-N2(008888)-(Pf-RU)-170225 

13 

Test I IloKa3aTeJJb 

Packaging/ Onncaune 
ynaK0BKH 

Results/ PeJyJJbTaTbt 

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. I 
no J MJJ B aMDYJJbl 1-13 CBeT03aUJ,HTHOro 
cTeKJJa TeMHO-Kopwrnesoro useTa KJJacca 
I. B sepxttei1 qacTH aMnynhl ttatteceHhl 
KOJlbUO 11 TO'lKa ,ll.ml pa3JJOMa. Ha aMnyny 
HaKJ1e1rna10T 3THKeTKy. 
Ilo IO aMnyJJ BMeCTe C JIHCTKOM­
BKJla,ll.blllieM B nBX/anIOMHHHeBhti1 
6n1-1cTep. Ilo I 6nHcTepy B na'lKY 
KapTOHHYffi. 

Pa~e 5 of 7 / CTp. 5 113 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 ampoules 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 
no 1 MJJ B aMITYJihl H3 CBeT03aUJ,HTHOro 
CTeKJJa TeMHO-KOpH'lHeBoro U.BeTa KJJacca 
J. B aepxHei1 qaCTH aMDYJJb[ HaHeCeHbl 
KOJJhUO H TO'lKa MH pa3JJOMa. Ha aMnyny 
HaKJJeHBa!OT 3THKeTKy. 
Ilo 10 aMITYJJ BMeCTe c JlHCTKOM­
BKJJa,ll.bIIIIeM a IIBX/anioMHHtteBbltt 
6JJHCTep. no I 6JJHCTepy B rraqKy 
KapTOHHyio; ORR cmm1u0Ht1poe: no 2, 3, 5 
6JJHCTepos s na'lKY KapTOHHyio. 

* TF:i;;ts ~rn not pF:rfnnnF:ci cimine the :c;tr1hility inve:c;tie;:ition. I* ]ifonhJTamrn tte npoao.zrnT s xoAe HccJieAOBaHHSI 
CTa6MJibHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** Ilptt BbmycKe rrpenaparn 
KOHTp0Jib KaI.JecTBa no IlOKa3aTemo rrpOB0AHTCSI ,l],JIJI KIDK,nOH 15-0H cepHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Melfattne: Ilpo,ll.yKT cooTBeTcrnyeT rpe6osaHIDIM H,n: 3a1rn10•1eu11e: O,ll.OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Appro, ed by: Quality Assurance/ Authorized 
Ilo,!J,rOTOBJJetto: Shagun flpoeepe1m: Pravesh npoBepeHo (AOK): person/ 0,1J.06peHo: 06ecne'leHHe 

~----

Rana rf Am.it Kumar l<a'fecTBa/OTBeTCTBeHHOe m1uo: 

~~ ~UNI l K\f~ ~Q___ 
)-- -<:--i\ 

Date/ Date/ Date / !Date / ,:~~ 11..--<. O }..~ 
]],a.Ta: 24.12.2025 ,D,a-rn: 24.12.2025 ,D,a-ra: 24.12. 025 ,[l;a1c1 : 

e I ere mce: tl·i.· OtiU i 'fU , .:,, ~ Mlll!t, r, ·, au-a-..· ;1..,..,...,;;;..,., 1i.::1 01 aua, 111un.1 l'\I gist !O u ,::;::, I I '" ' .,,,, IJ 00 '7V~ ,,,. 

Tel : +9140 4900 2900, Fax: +3140 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 

CERTlFICATE OF . ALYSIS 
CEPTH~HKATAHAJIII3A 

Viii. Khol, Nalagarh Road, Baddi, 
Di stt. Sol an_. H.P .. 173 205, lf\JDIA 

Tel • +91 93lGG 56001 -02 
www.dn·eddys.corn 

Prod1'ct: / Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IfooJl~l\'.T: KeTopo11°'1 (KeTOPOJlaK) pacrnop JlJ151 BHyrp1-rneHH0f0 11 BH'yTPHMbIWetrnoro BBe.nemrn, 30 MrlMJl 

Batch 1fo I 
: V251009 

Batch Quantity / 454545 ampules / 
Cepnsi ,M! O61>eM cepuu 

: 
454545 aMOYJl 

Analytical Report No / Date of Analysis / 
AnaJI~T11qec1rnii oTqeT .M! : 890001854638 ,ll;aTa auaJIH3a : 24.12.2025 

Date of Manufacture/ 
: 12/2025 

Date of Expiry / 
11/2027 

,lJ.aTa IlP0H3B0JlCTBa ro]leH JlO 
: 

Mfg. License No./ 
Ilpon:iso~cTBenuaH : MNB/05/263 MA number:/ : J1IT-N2(008888)-(Pf-RU) 

HoMep PY JIHQefllRH .M! 

Analysis performed according ND/ AnaJIH3 npose]leu no H,a:: JlTI-N!:!(008888)-(Pf-RU)-170225 
Page 6 of 7 / CTp. 6 111 7 

API name/ HauMettoBattue A<l>C: Ketorolac Trometamol / KernponaKa TJ)OMeTaMOJJ 

INN/ .MHH: Ketorolac / KernponaK 

API manufacturer batch number / 
2KTM0440725 

HoMep cepuu npou3B0)J.RTeJJH A(J>C: 

FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH npOH3B0)].HTeJJH FESA00455 
rJI(J>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
Ilpou1soi:.uTeJJb A<l>C, CTpaua: Cai:\Mei:. Jia6c JlHMHTe)J., HH.JJ.IDI 

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

manufacturing site I Control site/ Release 
Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / 

site I 
HattMeHOBaHue, a)J.pec, JlHQeH311H )J.JJH 

.lJ:-p Pe)].)].tt'c Jia6opaTOpHC JlT)J.., I1H)J.HJI, IlpOH3B0)].CTBeHHOe no)lpa3)].eJJeHHe-6, 

Ilpo111BO)].CTBeHHaS1 UJIOll.la)J.Ka / IIJIOll.la)J.Ka 
BHJJJJ. KxoJJb, Hanarapx Poy.JJ., Ea)J.)J.H, .lJ:ncTpHKT CoJJaH, X.Il., 173205, I1H)lH.H 

KOHTpOJJSI Kal.feCTBa / IlJJOll.la)J.Ka BbtnycKa 
(mrn.eH3IDI .N2 No MNB/05/263 

Declaration of certification: «I hereby certify that the above mformatlon is authentic and accurate. This batch of product has been 
manufactured, including packaging/labeling and quality control al lhe above meutiom:u silt:(s) in full compliance with the GMr 
requirements ot'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». / 

3aKJJIO"!eH11e O C0OTBeTCTBHH: «HacTOJlll.lHM J'I IlO)J.TBep)l(.JJ.aJO, "ITO rrpHBe)leHHaJ'I Bb!llle HHq>OpMaUIDI J'IBJJJ'leTCJ'I )J.OCTOBepH0H H 

Re.mark : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMet:faHne: Ilpo.JJ.yKT cooTBeTcTByeT Tpe6oBaHIDIM H,n: 3aKJllOl.feuuc: O~OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
no.uroT0BJJeHo: Shagun nposepeuo: Pravesh Ilposepetto (AOK): person/ 0.JJ.o6peuo: 06ecrreqeu11e 

Rana 

f 
Amit Kumar Ka•iecrna/OTBeTCTBeHHOe JIHUO '. 9__.-- /\/;_ (Slv~1 L KV v---lfl.12._ 

-~w1 
Date / 

I 
Date/ Daie i Date I ;_ r-12. •-l rn-r-

,D:arn: 24.12.2025 )];aTIJ: 24.12.2025 ,n:arn: 24.12.2025 ,l1;aTI1: 
1''-61 ... ~ · -....1'1.... ... v,r,1..11:;.:~ o· ...... ·JJI, i,-""u I V, ..J , .UL IJJlal Q 1 1 11.:,, I , --·- ...,.~ ~ ---rT• tJ- 1 ... , ·-··· 

Tei: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www.drreddys .com 



•·· Dr. R~ddy's "llllli~• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFIC IS 

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

Tel : +91 98166 56001-02 
www.dn-eddys.com CEPTH <I>HKAT AHAJlll3A 

ProdtJ.Ct: / 
no.a: 1cr: 

Ketorol°') (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KeTo on"" (KeTo onaK) acTB0 1me1rnoro H 13 l'IMhiwe•moro BBe,a,e1-111J1, 30 Mr/MJI 

Batch :No/ 
Ce Hsi .N'! 

Analyt"ical Report No/ 

: V251009 
Batch Quantity/ 454545 ampules / 
061,,eM ce U H 454545 aM 11 

: 890001854638 
Date of Analysis / 
,[t;aTa attaJiuJa 24.12.2025 

Date of Manufacture/ 
aTall 0U3BO.ll:CTBa 

Mfg. License No. / 
IlpOH3BOJl:CTBeHHaH 

JIH ... ell3HH .M! 

: 12/2025 

: MNB/05/263 

Date of Expiry/ 
ro,a:eH Jl:O 

MA number:/ 
HoMep PY 

11/2027 

: J1TT-N!!(008888)-(PI'-RU) 

Page 7 of 7 / CTp. 7 113 7 
TOqHOH. 3rn cepm, npo,nyKI.um npomse,neHa (BKJIIO'-la» ynaKOBKY (MapKHpOBKY) )1 KOHTpOJib Kaqecrna) Ha BblWeyKa3aHHOH 

rrpOH3B0,ACTBeHHOH ITJIOJ.Ua,nKe (ITJIOJ.Ua,nKax) B ITOJIHOM COOTBeTCTBHH C Tpe6osaHJ-UIMH TipaBHJI Ha,nJie)Kamett npOH3B0,1!_CTBeHHOH 

npaKTHKH Espa3HHCK0f0 3KOHOM11'ieCKOro COJ03a )1 rpe6oBaHH'1MH KOHTpOII'1 Ka'leCTBa JieKapcTBeHHblX cpe,nCTB, a TaK)Ke B 

COOTBeTCTBHH co cneuHq>HKa! . .(HHMH, co,nep)KaJ.UHMHCH B perncrpaUHOHHOM ,nocbe CTpattbl-HMITOpTepa. 3anttCH no npoH3B0,1!_CTBy, 

ynaKOBKe H aHa.nmy nposepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe rpe6oBaHH'1M TipaBHJI Ha,nJie)Kamett npOH3B0,1!_CTBeHHOH 

npaKTJ1KH Espa3J1HCKOro 3KOHOMH'leCKOro COI03a». 

Remarks: The Product confirms to ND/ 
OpnMe'lauue: Tipo,nyKT coorneTcrnyeT rpe6osaHH»M H,n 

J;=:=======~======::::::;-;::=:========: 
Prepared by I Checked by/ 

no.nrorOBJTetto: Shagun TipoBepeHo: Pravesh 

~ Rana j 
Date I 
,[(ant: 24.12.2025 

Checked by (AQA) / 

TlpoaepeHo (AOK): 

Am.it Kumar 

Conclusion : APPROVED I 
3aKJIIO'lentte: O~OliPEHO 

Approved by: Quality Assurance/ Authorized 

person / O,no6petto: O6ecne'-letttte 

KaqeCTBa!OrneTCTBeHHOe JIHUO: 
1j ur--11 \.. v~ pit__ 

_( 

s, ny er;,oao - ::, uu 
Tel: +9140 4900 2900, Fax: +3140 4900 2999, Email: mail@drreddys.com 

CJN : L85195AP1984PLC004507 
www.drreddys.com 




