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

CEPTH~HKATAHA.JilI3A 

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

Tel: +9198166 56001-02 

Product:/ 
fl OJJ; KT: 

KetorolQ\l (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KeTO on® (KeTO onaK) aCTBO 1-rneHHOro H BH HMbillle1rnoro BBep;emrn:, 30 Mr/Mn 

Batch No/ 
Ce HH .M! 
Analytical Report No/ 
AttaJIHTH'leCKHH OT'IeT N2 

Date of Manufacture / 
aTa D OH3BO,lJ;CTBa 

Mfg. License No./ 
IlpOH3BOJJ;CTBeHHaH 

JIHQeHJHH N2 

x~ Test/ IloKaJaTeJJb 

1 Description / Onucanue 

: V260265 

: 890001876946 

: 03/2026 

: MB/05/264 

Batch Quantity / 454545 ampules / 
06-LeM ce nu 454545 aMn n 
Date of Analysis / 
,ll.aTa auaJiuJa 

Date of Expiry / 
roJJ;eH JJ;O 

MA number:/ 
HoMep PY 

14.04.2026 

02/2028 

: JITT-N2(008888)-(Pf-RU) 

Pa2e 1 of7 / CTp. 1 HJ 7 

Results/ PeJyJJbTaTbl Specification/ HopMa 

Clear colorless solution. / Tipo3pa'-1Hhitt Clear colorless to slightly yellow color 
6ecu,eeTHhitt pacrnop. solution. I Tip03pa'-1Hhitt pacrnop OT 

6ecu,eeTHoro .no ceeTJIO-)l(enToro u,eern. 

2 Identification*/ lI.11.enTmJ>uKauuH* 

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 m the 
standard solution. / BpeM» y.11.ep)l(HBaHH» chromatogram of standard solution (Assay 
0CH0BH0ro IlHKa Ha xpoMarnrpaMMe section). I BpeM» y .11.ep)l(HBaHu» 
HCilbITyeMoro pacrnopa C0OTBeTCTByeT OCH0BHOro IlHKa Ha xpoMarnrpaMMe 
BpeMeHH y.11.ep)l(HBaHH» 0CH0BHOro IlHKa HC!lbITyeMoro pacrnopa .11.0JI)l(H0 
Ha xpoMaTorpaMMe CTaH.napTH0ro C00TBeTCTB0BaTb epeMeHH y.nep)l(ttBaHH» 
pacrnopa. 0CH0BH0ro IlHKa Ha xpoMarnrpaMMe 

CTaH.napTH0ro pacrnopa (paJ.11.en 
«KonH'-lecrneHHoe orrpe.neneHtte» ). 

Remarks: The Product confirms to ND{ Conclusion : APPROVED / 
ITp11Me'!anue: Tipo,nyKT coorneTcrnyeT rpe6oeam1»M H,ZJ; 3aKJJIO'leuue: O,L(OliPEHO 

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

n0Ar0Toene1-10: Shagun ~",':'P'"l"'vesh nposepetto (AOK): person / O.no6peHo: O6ecrre'-!etttte 

Amit Kumar Ka'-lecrna/OrneTCTBeHHOe JIHU.O: 

qV (\r-"'-- , . CU r,l\ L k:V1"1~Tl_ 
_Lvvj 

Date / Date/ Date I !Date I u;~Lf~o-6 
,L(aTa: 14.04 .2026 ,ZJ;ara: 14.04.2026 l{aTa: 14.04.2026 ,ZJ;ara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, lelangana, India 
Tel : +91 40 4900 2900, F;;x: +9140 4900 2999, Email: mail@drreddys.com 

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

CEPTH «l>HKAT AHAJIIBA 

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

Tel: +9198166 56001-02 
,A,V,J\A, ·- ~~-

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

IlpOJWKT: KeTopo11® (KeToponaK) pacrnop )],JlH BHyrp1-rneHHOro H BHyrpHMblllle'rnOro BBe)],eHHH, 30 Mr/MJT 

Batch No/ : V260265 
Batch Quantity / 454545 ampules / 

CepHR .N'!! O61.eM cepHH 
: 454545 aMny11 

Analytical Report No/ Date of Analysis / 

AuaJIHTH'leCKHii OT'leT .N'!! : 89000187 6946 )];aTa anaJIH3a : 14.04.2026 

Date of Manufacture / : 03/2026 
Date of Expiry / 

02/2028 
.l(aTa IlPOH3BO}J;CTBa ro}J;eH }J;O 

: 

Mfg. License No./ 
IlpoH3BOJJ:CTBeunaR : MB/05/264 

MA number:/ 
: JIIl-N~(008888)-(Pf-RU) 

JIHUeH3HR .N'!! HoMep PY 

Analysis performed according ND/ AnaJIH3 npoBe}J;eH no H.l(: JIIl-N~(008888)-(Pf-RU)-l 70225 
Pa2e 2 of 7 / CTp. 2 H3 7 

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

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

Y<P-cneKmporpomoMempUR * 
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 YcI>-cneKTl)hI nornomemrn maxima at 322 ± 2 nm. I YcI>-cneKTl)hl 
HCCThITyeMoro pacrnopa H pacrnopa rrornomeHH» HCnhnyeMoro pacrnopa H 
CTaH.napTHOro 06pa3ua KeToponaKa pacrnopa CTaH.napTHOrO 06pa3ua 
TpOMeTaMHHa B o6naCTH OT 200 .no 400 HM KeToponaKa TpOMeTaMHHa B 0611aCTH OT 
HMelOT MaKCHM)'Mhl nornomeHH» rrpH 200 .no 400 HM .nomKHbl HMeTh 
322±2 HM. MaKCHM)'Mhl rrornomeHHH rrpH 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» rrperraparn suspension I. / OnanecueHUH» rrperraparn 
He rrpeBhIIIJaeT onanecueHUHIO cycrreH3HH He .nomKHa rrpeBhIIIJaTb orranecueHUHIO 
cpaBHeHHH I. cycrreH3HH cpaBHeHHH I. 

4 Color I ll,BeTHOCTb Absorbance should be not more than 0.20 

0.03 
Abs at a wavelength of 430 nm./ 
ITornomeHHe .non)KHO 6hnh He 6011ee 0,20 
npH .nnHHe B0J1Hhl 430 HM. 

5 pH 7.2 From 6.9 to 7.9. I OT 6,9 .uo 7,9. 

6 Particulate matter / MexaHnlfecKne BKJJIOlfeHHR 

6a Visible particles/ Complies / CoorneTcrnyeT Should be absent. / 
Bw.nHMhie qaCTHUbl )];OJT)l{Hhl OTCYTCTBOB8Th. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMelfaHne: Tipo.uyKT COOTBeTcTByeT Tpe6oBaHHHM H)]; 3aKJJIOlfeHne: O.L(OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITo,!1,roTOBJTeHo: Shagun 

~=:epeHo 1 vesh 
ITpoBepetto (AOK): person/ O.uo6peHo: O6ecrreqem1e 

Amit Kumar Kaqecrna/OrneTcTBeHuoe miuo: 

'7V /\~ ~~U,...-lL f(Vll-1 ht!.__ 

-'V1 
Date I Date I Date I IDate / 1 l-<J ~ r-o(ul-,b 
JI;arn: 14.04.2026 )];am: 14.04.2026 )];am: 14.04.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiii s, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, F.:x: +9140 4900 2999, Ernail: 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 98166 56001-02 

Product:/ 
TI o.u 1n: 

Ketorol@ (Ketorolac) solution for intravenous and intramusculadnjections, 30 mg/ml 

Batch No/ 
Ce HH.N'!! 
Analytical Report No/ 
AuaJiuTuqecKuii oTqeT .N'!! 

Date of Manufacture / 
aTa Il OH3B0,UCTBa 

Mfg. License No./ 
Ilpott3BO.UCTBeuuaH 
JIHQeH3HH .N'!! 

: V260265 

: 890001876946 

: 03/2026 

: MB/05/264 

HBeHHOro H BH HMbillle1rnoro BBe.D,emrn:, 30 Mr/Mn 

Batch Quantity / 454545 ampules / 
O6beM ce uu 454545 aMn 11 

Date of Analysis / 
)];am auaJiu3a 14.04.2026 

Date of Expiry / 
ro.ueu .uo 

MA number:/ 
HoMep PY 

02/2028 

: JII1-NQ(008888)-(Pf-RU) 

Anal sis erformed accordin ND/ AuaJiu3 n oBe,ueu no 11,U: JIIT-NQ 008888 -(Pf-RU)-170225 
Paee 3 of 7 / C-rp. 3 u3 7 

.N'! Test/ IloKa3aTeJib Results/ Pe1yJibTaTbI Specification / HopMa 

6b Invisible particles / 
HeBHJ]JIMbie qaCTHUhJ: 
1. Particles 2': 10 µm / 11 not more than 6000 per ampoule; I 

lfacTHU pa3MepoM 2': He 6011ee 6000 Ha aMnyny; 
10 MKM 

11. particles 2': 25 µm / 00 not more than 600 per ampoule. / 
qacTHU pa3MepoM 2': He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities / IlpuMeCH 

Impurity A I IlpHMech A Below LOQ (LOQ = 0.049 %) I HmKe not more than 0.20 % / He 6onee 0,20 %; 
rrpe.n:ena K0JIJ1lleCTBeHHoro orrpeJJ,eJieHIDI 

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

rroe.n:ena o6Hapy)KeHIDI (ITO= 0.014 %) 

Impurity C / ITpHMech C Below LOD (LOD = 0.010 %) I HH)Ke not more than 0.50 % / He 6onee 0,50 %; 
rrpe,n:ena o6Hapy)KeHIDI (ITO= 0.010 %) 

Impurity D / ITpHMech D Not detected / He o6Hapy)Ketta not more than 0.20 % / He 6onee 0,20 %. 

Individual unidentified Below LOQ (LOQ = 0.050 %) I HH)Ke 
impurity / E,n:HHifqHaJI rrpe.n:ena KOJJJ1llecrneHHOro orrpe.n:eneHIDI 

Not more than 0.20 % / He 6onee 0,20 %. 
HeHAeHTH~HUHpOBaHHaJI (TIKO = 0.050 %) 
rrpHMeCh 

Total impurities/ CYMMa Below LOQ / HH)Ke rrpeJJ,eJia Not more than 1.50 % I He 6onee 1,50 %. 
rrpHMecett KOJil1'leCTBeHHOro orrpe,n:eJieHHJI 

R emarks : The Product confirms to ND/ Conclusion : APPROVED I 
TTpnMe•rnttue: ITpo,n:yKT coorneTcrnyeT Tpe6oBaHJ,rn:M HA 3aKJ1t0'leHHe: O,[(OliPEHO 

Prepared by/ 
TTonroToeneHo: Shagun 

c;v 
Date / 
)J.ara: 14.04.2026 

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

ITpoBepeHo: Pravesh IIponep HO (AOK): person/ O.n:o6peHo: O6ecneqeHHe 

Ram i Amit Kumar KalJeCTBal OTBeTCTBCHHOe JIHUO: 

j\~ c~U>-il L K V I'-\ f\. Q_ 
.---- __ cvvf 

Date/ Date I !Date / / 6--() W·JJJ]__.,C, 
,r:t;arn: 14.04.2026 .[l.aTa: 14.04.2026 )J:ara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034,. 1elangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 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 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIH3A 

'✓ i\ L Kho!, Nalagarh Road, Baddi, 
o:st'.. So lan, H.P., 173 205, !NOIA 

Tel: +91 98 166 56001-02 
www.c,reddys. com 

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

IlpOJJ.VKT: KeTopon® (KeTopoJiaK) paCTBOP ,[],JI.ii BHYTPHBeHHOro 11 BHYTPHMbIWe'-iHOro BBe,[l,eHmI, 30 MrlMJI 

Batch No/ 
: V260265 

Batch Quantity/ 454545 ampules/ 
Cepus .N2 06beM cepuu 

: 
454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJIHTH'leCKHH OT'leT .N!! : 890001876946 ,ll;aTa auaJIH3a : 14.04.2026 

Date of Manufacture / 
: 03/2026 

Date of Expiry / 
02/2028 

,l.(aTa np0H3B0,!J.CTBa roueu ,!J.O 
: 

Mfg. License No. / 
Ilpon3BOJJ.CTBeuuaH : MB/05/264 MA number:/ : JITT-N!!(008888)-(Pf-RU) 
JIHQeH3HH .N!! HoMep PY 

Analysis performed according ND / Auanu3 npoBeueu no H,l.(: JITT-N2(008888)-(Pf-RU)-l 70225 
Page 4 of 7 / CTp. 4 01 7 

.N'! Test/ IloKaJaTeJih Results/ PeJyJibTaTbI Specification / HopMa 

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

10.2 ml I 10,2 MJI He MeHee 10,0 MJI (o6beM, mMepeHHbIH 
Ha 0CH0BaHHJ,! o6be)lHHeHHOro 
co.nep)l(HMoro 10 aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepuaJibHbie /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H.1lOTOKCltHbl KeTopoJiaKa TP0MeTaMHHa. 

10 Sterility** / NA Must be sterile. I )],OJI)l(eH 6bITb 
CTep1tJ1bHOCTb ** CTepHJibHblM. 

11 Assay/ KoJJn'leCTBeuuoe 30.75 mg I 30,75 Mr From 27 .0 mg to 33.0 mg of Ketorolac 
onpe,neJieuue Trometamol per 1 mL. / OT 27 ,0 Mr .110 

33,0 Mr KeToponaKa TP0MeTaMOJia a 1 MJI. 

12 Ethanol content/ 3rnuoJI 12.06 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) .110 13,10 % (06/06). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lauue: Ilpo.uyKT coorneTcrnyeT TPe6oaaHH}IM H)], 3aKJ110'leuue: O.11:OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
noAfOTOBJJeHo: Shagun npoaepeHo: Prave h npoeepeHo (AOK): per on/ O.uo6peHo: O6ecrre'-leHHe 

Rana 1 Amit Kumar Ka•tecTBa/O BeTcre·eHH0e JIHUO: 

;v /\~ \JN\ l '<:vv--t ~rt.... 

--10 
Date I Date / Date / IDate / I &o 4 -.1.r11. C 
,l],aTa: 14.04.2026 )],aTa: 14.04.2026 J];aTa: 14.04.2026 )];am: 

Registered Office : 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034 _. 1elanga na, India 
Tel: +9140 4900 2900, r:.:: x: +91404900 2999, Email: mail@drreddys_com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH~HKATAHAJIB3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
01s,:. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www. C: rreddys.com 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilooll.VICT: KeTopon00 (KeTOPOJlaK) pacTBOP ,[(Jrn BHyrp11BeHHOfO H BHyrp11MblWe1rnoro BBeJJ.eHHSI, 30 Mr/MIi 

Batch No/ 
: V260265 Batch Quantity / 454545 ampules I 

Cemrn N!! O6-beM cepuu 
: 454545 aMnyn 

Analytical Report No/ Date of Analysis/ 
AnaJIHTH'leCKHH OT'leT N!! : 890001876946 )l;aTa auaJiu1a : 14.04.2026 

Date of Manufacture / 
: 03/2026 Date of Expiry/ 

02/2028 
)l;aTa npou1Boll,cTsa TO)leH JlO 

: 

Mfg. License No./ 
IlponJBOJlCTBeunaH : MB/05/264 MA number:/ 

: JU1-N2(008888)-(Pf-RU) 
JIHQeHJHH N!! HoMep PY 

Analysis performed according ND/ AnaJIH3 nposell,en no fl)];: J1O-.N2(008888)-(Pr-RU)-170225 
Page 5 of7 / CTp. 5 HJ 7 

Test/ IloicaJaTeJib Results/ PeJyJlbTaTbI Specification / HopMa 

13 Packaging/ Onucanue 
ynaKOBKU 

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. 

1 mL in class I lighkhie)djng dark amber 
glass ampoules. 

l O ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack. / 
Ilo 1 MJI B aMnyJibl In CBeTo3all\11THOro 
cTeKJia TeMHO-Kopw-rneaoro u_sern KJiacca 
I. B Bepxnew 1IaCTl1 aMITYJibl HaHeceHbl 
KOJibUO 11 TOl.fKa ,ll)U! pa3JIOMa. Ha aMrryny 
HaKJiel-IBaJOT 3TH KeTKy. 
Ilo 10 aMnyJI BMeCTe c Jil1CTKOM­
BKJia)],b!IlleM B IlBX/aJIIOMttHtteBbIH 
6n11cTep. ITo 1 6nttcTepy B rratJKY 
KapTOHH)'IO. 

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. 
I blister in a carton pack; for in-patient 
facilities: 2, 3, 5 blisters in a carton pack. 
I 
Ilo I MJI B aMnyJibl 113 CBeTo3all\HTHOro 
cTeKJia TeMHO-Kop111IHeaoro u.seTa KJiacca 
l. 8 Bepx1-1ej;j 1.J3CTH aMITYJibl HaHeCeHbl 
KOJibUO 11 TO<f Ka )lJISI pa3JJOMa. Ha aMrryny 
HaKJieHBalOT )THKeTKy. 
ITo 10 ar.myn BMeCTe c Jll1CTKOM­
BKJI3,!l,blllJeM B IlBX!aJIIOMl1Hl1eBbIH 
6JittCTep. Ilo 1 6JIHCTepy s natJKY 
KapTOHH)'IO; OJIJ/, cmal,/UOHapoe; ITO 2, 3, 5 
6m1cTepos B naYKY KapTOHHYIO. 

* Tests are not performed during the stability investigation./* 11crrbITaHHH He rrposo.usi:T B xo,[(e HCCJie,[(OBaHHH 
CTa6HJihHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** IlpH BhmycKe npenaparn 
KOHTpOJib KalleCTBa ITO IT0Ka3aTemo npOBO)J,MTCJl ,[(JI.SI Ka)KJ:(OM 15-ow cepHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Op11Meqanue: Ilpo,11,yKT cooTBeTcrnyeT Tpe6osaHm1M H,ll, 3a1w1o'leuue: o,n:ORPEHO 

Prepared by I Checked by I CJ1ecked by (AQA) / Approved by: Quality Assurance/ Authorized 

ITo;:irOTOBJJeHo: Shagun IlposepeHo: Pravesh TTposepeHo (AOK): person l O.n,o6peHo: 06ecrre1.JeH11e 

Rana 

~ 
Amit Kumar Kattecrsa/OrneTCTBem,oe nwuo: 

o/ j\~;_ (il)\.J\L Kv~rl'l 
--<:v---1 

Date / Date/ Date/ !Date/ ~ \ l-C\.i '"".l..al--~ 
,ll,aTa: 14.04.2026 ,ll,arn: 14.04.2026 ,[I,arn: 14.04.2026 ,[laTa: ,....t 11'11 b111 ' Jdl..(, 

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

CIN: L85195AP1984PLC00450"/ 
www.drrecidys.com 
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•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 

CEPTH<I>HKAT AHAJIH3A 

Vii i. Khol, Nalagarh Road, Baddi, 
0 lst.:. Solan, H.P., 173 205, INDIA 

Te! : +9 1 981 66 S6001-02 

www.c rreddys.com 

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

IlpOJJ:YKT: KeTopoJI® (KeTopoJiaK) pacrnop ,l.l,JIH BHyrp1-rneHHOro H BHyrpHMbillle'IHOfO BBe,D,eHHH, 30 MrlMJI 

Batch No I : V260265 
Batch Quantity/ 454545 ampules / 

Cepm1N2 06-beM cepuu 
: 

454545 aMnyJI 

Analytical Report No I Date of Analysis / 

AuaJJHTH'lecKuii OT'leT N2 : 890001876946 )];aTa auaJJnJa : 14.04.2026 

Date of Manufacture / 
: 03/2026 

Date of Expiry / 
02/2028 

,UaTa npOH3BOJJ:CTBa ro,!J,eH ,!J,O 
: 

Mfg. License No./ 
IlpoHJBO,!J,CTBeuuaH : MB/05/264 MA number:/ 

: JITT-N!i(008888)-(Pf-RU) 
JIHQeHJHH N2 HoMep PY 

Analysis performed according ND/ AnaJIHJ npoee,1J,eu no H,a:: JITT-N1!(008888)-(Pf-RU)-170225 
Pa2e 6 of 7 / CTp. 6 HJ 7 

API name/ HattMeHOBaHue A<l>C: Ketorolac Trometamol / KernponaKa -rpoMernMon 

INN /MHH: Ketorolac / KernponaK 

API manufacturer batch number/ 
2KTM0721125 

HoMep cepuu npou1B0,1J,HTeJIS1 A<l>C: 

FP Manufacturer API Batch number/ 

HoMep cepuu cy6crnm-1uu npou3B0JJ:HTeJIH FESA00652 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
Tipou1so,1J,nTeJib A<l>C, CTpaHa: CatiMe/l Jla6c J111MHTe.11, l1H/lHH 

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

manufacturing site/ Control site/ Release Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / 
site/ JJ:-p Pe)l)l11'c Jla6opaTOpHC JlT)l., l1H,1111H, Ilp0113B0,!lCTBeHHOe IIO)lpa3)leneH11e-6, 
HaHMeHOBaHHe, a,ll,pec, JIHQeH3HSI ,!J,JISI 
TipOH3B0,!J,CTBeHHaH IlJIOLQa,!lKa / TIJioLQa,!J,Ka 

BHnn. Kxonh, Hanarapx Poy,1-1, Ea)l)l11, )];11cTpi1KT ConaH, X.Il., 173205, l1H/ll151 

KOHTpOJISI Ka'leCTBa / TIJI01..Qa,11Ka Bbmyctca 
(n111.(eH3HH 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». / 

3aKJII-O'leHue O COOTBeTCTBHH: «HacTORmHM .sI IIO)lTBep)l(,l-la!O, 1-iTO rrp11ae,1-1eHHa.si Bb!We i1HcpopMau11.si 51BJrneTC.s! ,lJ,OCTOBepHOH H 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipnMe'laHHe: flpo.nyKT coorneTcrnyeT TJ)e6oaaHm1M HA 3aKJIIO'leHue: O.Ll:OliPEHO 

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

no~roToenetto: Shagun npoeepeHo: Pravesh npoeepetto (AOK): person/ O)lo6petto: O6ecrre11ett11e· 

Rana 1 Amit Kumar Ka'leCTBalOTBeTCTBeHHOe n11uo: 

1/ /\ ,-;_ ~ u N l L ~ U"'-1 AY''---

_ ( vvi 

Date/ Date / Date I IDat / \ ( -0\.1 ~,i__ CJ 2--t1 
)];am: 14.04.2026 Aarn: 14.04.2026 AaTa: 14.04 .2026 :Aarn: 

Registered Off ice : 8-2-337, Road No. 3, Banjar~ Hiils, Hyderabad - 500034 .. Telangana, Ind ia 
Tel : +91404900 2900, F;::x: +9140 4900 2999, Erna ii: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drrecidys.com 

I 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF A ALYSIS 

CEPTH<l>H.KAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
0istc. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.C:rreddys.com 

Product:/ 
IT O,ll. KT: 

Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
K eTO on°0 

(KeTO onaK )aCTBO ,rneHHOro M 8H HMblWe~HOro BBe,neHHfl , 30 Mr/MJI 

Batch No/ 
Ce mt .N'!! 
Analytical Report No/ 
AnaJIHTn11ecKHH oT11eT .M! 

Date of Manufacture/ 
aTa D OH3BOJJ,CTBa 

Mfg. License No./ 
IlpOH3B0,ll.CTBeHH3H 

Jiu._euJHH .M! 

: V260265 

: 890001876946 

: 03/2026 

: MB/05/264 

Batch Quantity/ 454545 ampules / 
06beM ce 1111 454545 aMn n 
Date of Analysis / 
,lJ;aTa auaJiuJa 

Date of Expiry / 
ro/.(eH ,!lO 

MA number:/ 
HoMep PY 

14.04.2026 

02/2028 

J1TT-N2(008888)-(Pf-RU) 

Page 7 of 7 / CTp. 7 uJ 7 
T04H0M. 3Ta cep1uI np0J1-YKU1111 npoinae,a.eHa (BKJ1I048SI ynaKORKY (MapKMp0BKY) 11 K0HTJ)0Jlb Kat.tecTBa) Ha Bb1WeyKa3aHH0'M 
npOH3BO)lCTBeHJ-IOH nno1Ua11.Ke (nnowa.o,Kax) l3 n0JlHOM COOTBeTCTBHM C Tpe6oaaHM.IIMH npaBHJl H8)lJ1e)l(a1.uei1 np0H3BQACT8eHH0H 
npaKTHKH Eapa311ikKoro 3K0HOMH•leCK0ro COI038 H -rpe6088HIHIMH K0HTp0Jl.11 K84'eCTBa neKapcTBelrnblX cpellCTB, a T8K)Ke B 
CO0TBeTCT8I1I1 co cneu11<p111,au11.11MJ.1, co.a.ep>K81UHMHCSI B perwcrpauM.0HIIOM .ll,OCbe CTpaHbHIMn0pTepa. 3am1cw no npOH3B0llCTBY, 
ynaK0BKe H aHam13y npoaepeHbl, 11 ycraHoaneHo wx cooTBeTCTBHe Tpe6oaaH11J1M Tipaa1rn Ha,ll.Jle>Kawei:i npoInao.11.cTae1rnoi1 
npaKTHKM EBp83HHCK0r0 3K0H0MH•IecKoro C0J038». 

Remai·k : The Product confirms to ND/ Conclusion : APPROVED I 
OpnMel{auue: TiponyKT coorneTcrnyeT Tpe6oaaHID!M H,ll; 3aKmo'leuue: O,ll.OliPEHO 

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

non.rOTOBJleHO: Shagun Tipoaepeno: Pravesh npoaepeHo (AOK): person / O)lo6petto: O6ecnetJeH11e 

Rana i Amit Kumar Kal.fecTaa/OTB<rrcTBem1oe nm.~o: 

'7t/ I" (! Ut-1 I L K.VVv! 11'1 rL -- --<vv1 
Date I Date/ Date/ !Date / J G--o l{ .--,a L£ 
)];aTa: 14.04.2026 ,D;ara: 14.04.2026 ,ll;aTa: 14.04.2026 J].ara: 

Registered Office : 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, 1elangana, Ind ia 
Tel: +91 40 4900 2900, Fux: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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