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Dr. f~edciy''.:> Laboratories Ltd. 

I::ormulation Unit-6 
Viii. 1<1101, Nal<1gai-l1 Ro,ici, Baddi, 
Dist, :)ola11, !·i.f', :IT, 20\ INDl/l, 

CERTIFICATE OF ANALYSIS iel. , 9192-Hi656001-0L 

CEPTH<l>HKAT AHAJIB3A www drrecidys.com 

Product: I Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpOJl:'\'KT: KeTopon00 (KeTOponaK) paCTBOP )],JUI BHyrp11BeHHOro 11 BHYTJ)HMbillle4HOrO BBe)leHHSl , 30 Mr/MJI 

Batch No/ : V260193 
Batch Quantity / 454545 ampules / 

CepuH .N'!! O6'heM cep1111 
: 

454545 al\myn 

Analytical Report No/ Date of Analysis / 

AuaJIHTH'lecKnii OT'leT .N'!! : 890001870363 ,ll;aTa auaJIUJa : 23.03.2026 

Date of Manufacture / : 02/2026 
Date of Expiry/ 01/2028 

)J,aTa npo11JB0JJ,c1·ea roJJ,CJI JJ,O 
: 

Mfg. License No./ 
IlpouJBOACTBeuuasr : MB/05/264 

MA number:/ : nn-N2(008888)-(Pf-RU) 
JIHU,eH3HSI .N'!! HoMep PY 

Analysis performed according ND/ AuanuJ npooe,!leH no H)l: nn-N2(008888)-(Pf'-RU)-170225 
Page 1 of 7 / CTp. l 03 7 

.N'!! Test/ IloKaJaTeJib Results/ Pe1yJibTaTbl Specification/ HopMa 

1 Description/ Onucauue Clear slightly yellow color solution. I Clear colorless to slightly yellow color 
Ilpo1pa'lHhIH 6ecuaeTHhIH pacrnop. solution. I Ilp03pat.iHhIH pacTBop OT 

6ecuaeTHoro .no caerno-)Ke11rnro uaern. 

2 Identification*/ H.neHTHli>ttKauusi* 

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. / BpeMR y,nep)KI,rnamrn chromatogram of standard solution (Assay 
OCHOBHOro IlHKa Ha xpoMaTorpaMMe section). I BpeM» y ,nep)KHBaHH.H 
HCilbITyeMoro pacTBopa COOTBeTCTByeT OCHOBHOro mma Ha xpoMarnrpaMMe 
speMeHtt y.nep)KHBaHIDI OCHOBHOrO ITHKa HCilbITyeMoro pacrnopa .11,0Jl)KHO 
Ha xpoMaTorpaMMe CTaH,napTHOro COOTBeTCTBOBaTb speMeH11 y.nep)KH8aH11R 
pacrnopa. OCHOBHOro ITHKa Ha xpoMarnrpaMMe 

CTaH.napTHOro pacrnopa (pa1.11,e11 
«Ko110t.iecrneHHoe orrpe.ne11eu0e»). 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe11auue: Ilpo.nyKT cooTBeTcrnyeT TPe6osaHH»M H,!J; 3a1<mot.teuue: O,ll,OliPEHO 

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

non,roToe11euo: Yogesh CTpoaepeHo: Pravesh Ilpoaepelio (AOK): person/ O.noopeHo: 06ecnet.ieH11e 

Cbaoban & Rana ~ Amit Kumar_,-/! Ka'!eCTBa/01'BeTCTBetrnoe JIHUO: 

1ul'-' I'- ~Vv---\ t,a(l___ 
.2- /\ ~ _____L v~ I 

Date / Date/ Date/ 'Date I 2..-Lj ll } - .(OJ.-{, 
}];am: 23.03.2026 }];am: 23.03.2026 .D,arn: 23.03.2026 ,[J.a111: 

Registered Office: 8-2-337, Road No. 3, Ban1arz1 f11lls, Hydernbad • S00034, I, 11gana, 1m1 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, email: n>aii@clrrecldys.com 

CIN: L85195AP1984PLC004S07 
www d1 reddys.corn 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

!!1. i;ec!cJ1/s !_aborc:,tories Ltd 
hi, ri1tdJt10:1 Unit-6 
\/\\1 i:J1oi,. N(·il::',L-=;c11·h Hck1cJ, \3acJdi, 
'.;:,::, l 1 '-) nlr::11, i 1,,:: 1 7:1

1 ~l.'.t), \i'~Dif\ 

ir•t . -'-:1 '.),11 Cli Sti00J 02 
, 11,Nw clr1 rddvs c()rn 

Product:/ Ketoroll)!l (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IIP0AYKT: KeTopon00 (Ke-ropo11aK) paCTBOp )],ml BHyrpi-rneHHOro 11 BHyrpHMbIWe4HOro BBeJJ,eHHH, 30 MrlMJl 

Batch No I 
: V260193 

Batch Quantity / 454545 ampules / 

CepuH .N'!! O61>eM cepuu 
: 

454545 aMTTYJl 

Analytical Report No I Date of Analysis / 
AuaJIHTH<Jec1rnii 0T<JeT .N'!! : 890001870363 .l(aTa auaJiu3a : 23.03.2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
01/2028 

lllaTa npou3B0)J.CTBa roACII )].0 
: 

Mfg. License No. / 
Ilpou3BO)J.CTBeuuaH : MB/05/264 

MA number:/ 
: JITI-.N!!(008888)-(P1-RU) 

JIH ... CH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBe)J.eu no 11.l(: JITI-.N!!(008888)-(P1-RU)-170225 
Page 2 of 7 / CTp. 2 H3 7 

,N"g Test I IloKa3aTeJib Results/ PeJyJibTaTbI Specification/ HopMa 

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

Y<P-cneKmpo<j)omoMempuR * 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 nornomettm1 maxima at 322 ± 2 nm. / Y<l>-cneKTpbI 
HCnbITyeMoro pacTBopa H pacTBopa nornomeHHH 11cnbnyeMoro pacTBopa 11 
CTaH.a:apTHOf0 o6pa3l\a KeToponaKa pacrnopa cTaH.a:apTttoro o6pa3l\a 
TpOMeTaMHHa B o6JiaCTH OT 200 .no 400 HM KeTopoJiaKa TPOMeTaMHHa B o6JiaCTH OT 
MMeJOT MaKCHMYMbl nornomeHHH npH 200 .no 400 HM ,ll,OJl)l(Hbl HMeTb 
322±2 HM. MaKCHMYMbl nornomeHHH npH 322±2 HM. 

3 Clarity/ Ilpo3pa'-IHOCTb 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.(HH npenaparn suspension I. / Onanecl\ettuHH npenaparn 
He npeBbIIIIaeT onanecl\eHUHJO cycneHJHH He ,ll,OJI)l(Ha npeBblWaTb onanec[_\eHUHIO 
cpaBHeHHH I. cycnett3HH cpastteHHH I. 

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

0.04 
Abs at a wavelength of 430 nm./ 
llornomett11e ,D,OJI)KHO 6b1Tb He 6onee 0,20 
npH JJ:JIHHe BOJIHbl 430 HM. 

5 pH 7.3 From 6.9 to 7.9. I OT 6,9 ,n:o 7,9. 

6 Particulate matter/ MexaHn'-IeCKHe BKJIIO'-Iemrn 

6a Visible particles/ Complies / CooTBeTcTByeT Should be absent. / 
B11,n:HMbie qacTHUbl .D:omKHbl OTCYTCTBOBaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'-IaHue: llpo,n:yKT cooTBeTcrnyeT Tpe6oBaHHHM HA 3aKJI10'-IeH11e: O)].OliPEHO 

Prepared by / 

llo.nrornsneHo: Yogesh 

Chauhan & 
Date/ 

,ll.aTa: 23 .03.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
llposepeHo: Pravesh llposepetto (AOK): person/ O.no6peHo: O6ecneqeH11e 
Rana i Amit Kumar Kaqecrna/OTBeTCTBeHHOe JIMUO: 

,J\ , ~ Vf-Jl l KVv-1 f\12_ 

--- <v-1 
Date/ Date / 

IIDate I 2 Lr --n 1-.1--ol,£ 
.D:aTa: 23.03.2026 ,n:arn: 23 .03.2026 ,n:arn: 

Registered Office: 8 2-337, RoJd ~lo 3, 8a11ja1a Hill,;, Hyli er,1l,c1d ',0lll1_;•1. Uc1n g,111a, nC:i-' 
Tel: +91 40 4900 2900, Fax: +91 ,io 4900 2999, !:mail: 11E1ii (ii'rlt, ,,driv•; corn 

(li'J: L85 19SAJ)l984PLC004S07 

wwvv drrcddvs corn 

I 



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

CEPTHfl>HKAT AHAJilI3A 

llt'. !·{eddy's l_aboratories Ltd. 
Fo1 niul2tion Unit-6 
V'i\i 1(hcil. 1·h :-iudd, Bacldi,, 
l)i,Ll lo1a1:, ! Ill. 1n 205, INDl1\ 

le! : flJ1 9ill 66 56001 02 
\-vwv,., cit I r,dclvs.corn 

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

IlpOJJ.YKT: KeTopon00 (KeTOPOJlaK) paC'T'BOP )lfHI BHYTPHBeHHOro 11 BHYfPHMbillle1rnoro BBe,ll.eHml, 30 Mr/MJJ 

Batch No I : V260193 
Batch Quantity / 454545 ampules/ 

CepuH N!! O6beM cepuu 
: 

454545 aMnyJJ 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHH oPteT N!! : 890001870363 ,ll;aTa auaJin3a : 23.03 .2026 

Date of Manufacture / : 02/2026 
Date of Expiry / 

01/2028 
lllaTa npon3BOACTBa ro,l).eH,1).0 

: 

Mfg. License No. / 
Ilpou3BO,IJ.CTBeuuaH : MB/05/264 

MA number:/ : JUl-N!!(008888)-(Pf-RU) 
JIHQeHJHH N!! HoMep PY 

Analysis performed according ND/ Auam13 npoee,1J.eu no 11,[t;: JIIT-Mi(008888)-(Pf-RU)-l 70225 
Page 3 of 7 / CTp. 3 H3 7 

.N'2 Test/ IloicaJaTeJlb Results/ PeJyJlbTaTbI Specification/ HopMa 

6b Invisible particles / 
HeBH,!l.HMh!e qaCTI-11.lhI: 
1. Particles 2 10 µm / 1409 not more than 6000 per ampoule; / 

qacmu pa3MepoM 2 He 6onee 6000 Ha aMrryny; 
10 MKM 

ii. particles 2 25 µm / 01 not more than 600 per ampoule. / 
qacmu pa3MepoM 2 He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities / IlpuMecu 

Impurity A/ Tip11Mech A 0.10% not more than 0.20 % / He 6onee 0,20 %; 

Impurity B I Tip11Mech B Below LOD (LOD = 0.014 %) I HmKe not more than 0.50 % / He 6onee 0,50 %; 
rrpe,uena o6Hapy)Kemrn (TIO= 0.014 %) 

Impurity C / Tip11Mech C Below LOD (LOD = 0.010 %) / H11)Ke not more than 0.50 % / He 6onee 0,50 %; 
rrpe,uena o6Hapy)KeHH.H (TIO= 0.010 %) 

Impurity D / Tip11MeCh D Below LOD (LOD = 0.014 %) / H11)Ke not more than 0.20 % / He 6onee 0,20 %. 
rrpe,uena o6Hapy)KeHH.H (TIO= 0.014 %) 

Individual unidentified 
impurity/ E,u11Hl1'lHa.H 

0.08 % Not more than 0.20 % / He 6onee 0,20 %. 
He11,ueHTH~11u11posaHHa.H 
rrp11MeCh 

Total impurities/ CYMMa 0.2 % 
Not more than 1.50 % / He 6onee 1,50 %. 

rrp11Mecetf 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMel.faHue: Tipo,uyKT COOTBeTCTByeT Tpe6oBaHl1.HM H.[( 3aKm04eHue: OJI:OliPEHO 

Prep ared by I 
Tio.D.r0TOsneHo: Yogesh 

Chauhan &' 
Date / 
,D,arn: 23.03 .2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
nposepetto: Pravesh ITposepeHO (AOK): person/ O,no6peHo: O6ecrre'leHtte 
Rana 1 Amit Kumar Kaqecrna/OrneTCTBeHHOe JIHUO: 

~' §Vl-'I L ).,:'._vv'-'I 1:). t2.._ 
, _s v-.1) 

Date / Date/ 

IIDate/ ?-11--es~ 6 
)],am: 23.03 .2026 ,l],a-ra: 23 .03.2026 Aa-ra: 

Registered Office: 8-2 337, Road No. 3, BanJara Hills, Hyder,!bad - SOOG3~, Tel,lllgana, In I 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: m,1il(cildrrccldvs.c.oi11 

CIN: L8Sl95AP1984PLC001507 
www dr, ecirlys ,:orn 
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•·· Dr.Reddy's ~;• 
Dr·. Recldv'~, l.aboratories l_td, 

~orrnulation Unit 6 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJilf3A 

\.'il1 l(hc!, Nal;igc11 :1 :~oad, Bc1dcli, 
IJisn. Soko11, HP J 73 2CE1, 11\JDI.I\ 

re:: -r91 ::J81GG 56001-0;i 
www.d1 reodys c:urn 

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

lfoo.u-yKT: KeTOpon° (KeTOpOJlaK) pacrnop ,LI.JUI BHYTJJHBeHHOfO H BHYfPHMblwe1.1Horo aae.n.emu1, 30 Mr!MJl 

Batch No/ 
: V260193 

Batch Quantity/ 454545 ampules/ 

CepnH .N'!! O6beM cepnu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHii 0T'leT .N'!! : 890001870363 )];aTa auaJinJa : 23.03.2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
01/2028 

lllaTa nponJBO.!{CTBa ro.lJ.eU ,lJ.O 
: 

Mfg. License No./ 
IlpOH3BO.!{CTBeuuaH : MB/05/264 

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

JIHQeH3HH .N°!! HoMep PY 

Analysis performed according- ND I Auamo rrpoee.11.eu no H,l(: JTTT-N~(008888)-(Pf-RU)-170225 
Page 4 of 7 / CTp. 4 HJ 7 

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

8 Extractable volume* / Not less than 10.0 ml (collectively 
1-hBJieKaeMbIH 06beM* measured volume of 10 ampoules)./ 

10.0 ml/ 10,0 MJI He Mettee 10,0 MJI (o6beM, 113MepeHHbIH 
Ha 0CH0BaHJ111 06be,ll:11HeHHOro 
co,11:ep)l(l1M0ro 10 aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepuaJibHble /<=0. 725 E'.3/Mr Trometamol. I He 6onee 5,8 E'.3/Mr 
3HAOTOKCHHbl KeTopoJiaKa TpOMeTaMWHa. 

10 Sterility** I NA Must be sterile. I }];OJI)l(eH 6b!Tb 
CTepH.IIbHOCTb ** CTepHJibHblM, 

11 Assay / KoJIH'feCTBeHHoe 30.50 mg I 30,50 Mr From 27.0 mg to 33 .0 mg of Ketorolac 
onpeAeJieuue Trometamol per 1 mL. I OT 27,0 Mr AO 

33,0 Mf KeTOponaKa Tp0MeTaM0Jia B 1 Mfl, 

12 Ethanol content/ 3TaHOJI 11.82 % From 10.60 % (v/v) to 13 .10 % (v/v). / 
OT 10,60 % (06/06) AO 13,10 % (06/06). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe'fanue: IlpoAyKT coorneTcrnyeT Tpe6oaaHttjjM HA 3aKJIIO'-leHne: O,ll,OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality A ssurance/ Authorized 
n o.n.roTOaneno: Y ogesh ITpoaepeHo?. Pr vesh ITpoBepeHO (AOK): per on / O,11,06petto: O6ecne11ett11e 
Chauhan· 

~ 
Rana Amit Kumar Ka'{ecrna/OTBeTCTBeHHOe JUfU0: 

~ -- _(\\t-J\( k::..VV'1 f'll(.__ 
_c---1 

Date I Date / 

I

IDate/ r ate/ J '1 '<J 5--,)_ a 2£ 
)];am: 23 .03 .2026 JJ;an: 23 .03.2026 )];aTa: 23.03.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, 8anJa1a Hill Hvd rc1: id O 10 l ~: 11gana, 1'1tl" 

Tel: +91 40 4900 2900, Fax: +9 1 40 4900 2999, Email: rnail@cl1 rc0 dclys com 

CIN: L85 J95APJ984PLC004507 
wwv,1 drredciys corn 
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•·· Dr.Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH$IIKATAHAJIH3A 

!Ji . !;edclv's Laboratories Ltd 

r t.,i·; nulation U11it-6 
\iii. ,evil, Nc1,,,gj1 \\ :{oc,d, bJddi, 

D1sl\ \•:1\Jn, H.!J J /3 20',, IND1A 

Tc::· i-CJ:l 98Hi6 '160U1-o:i 
'N'v\/'/1_, (lrrerJdv~;.cvn1 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpO.llYKT: KeTopon°0 (KeToponaK) pacTBop ,nmr BHyrp1rneHHOro H BHyrpHMhillle1rnoro BBe,neHmr, 30 Mr/Mn 

Batch No/ 
: V260193 

Batch Quantity / 454545 ampules / 
Cepusi .N'!! O61.eM cepuu 

: 
454545 aMnyJl 

Analytical Report No / Date of Analysis / 
AnaJIHTU'leCKHii 0T'leT .N'!! : 890001870363 ,U:aTa auaJin3a : 23.03.2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
01/2028 

,U:aTa np0H3B0)].CTBa ro)].eH )1.0 
: 

Mfg. License No./ 
Ilpon3BO)].CTeeuuasi : MB/05/264 

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

JIHQCH3HSI .N'!! HoMep PY 

Analysis performed according ND/ AnaJ1113 npo.ae.11eu no Hll: JITT-NQ(008888)-(Pf-RU)-l 70225 

Page 5 of 7 I CTp. 5 HJ 7 

Test/ IloKaJaTeJib Results/ Pe3yJihTaThl Specification/ HopMa 

13 Packaging/ Omtcanue 
ynaK0BKH 

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 light-shielding dark amber 
glass ampoules. 

10 ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack. / 
no 1 MJl B aMilYJlbl H3 CBeT03aI.UHTHOro 
CTeJUJa TeMHO-KOpH1IHeBoro UBeTa KJiacca 
I. B Bepxttei-1 qacTH aMnynhI Hattecettbl 
KOJibUO H T0tJKa .LI.JUI pa3JIOMa. Ha aMnyny 
HaKJieHBaJOT 3THKeTKy. 
no 10 aMrryJI BMeCTe C JIHCTKOM­
BKJia,ll_blll!eM B nBX/amoMHHHeBbIH 
6JIHCTep. no 1 6JIHCTepy B natJKY 
KapTOHHyJO. 

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 
no 1 MJI B aMrryJibl H3 CBeT03aI.UHTHOfO 
cTeKna TeMHO-KopwrneBoro u.Bern KJiacca 
I. B BepxHeH tJaCTH aMnyJihl HatteceHbl 
KOJJbUO H T0tJKa ,ll_JI51 pa3JIOMa. Ha aMnyny 
HaKJieHBaJOT 3THKeTKy. 
ITo 10 aMnyn BMeCTe c JIHCTKOM­
BKJia,ll_blll!CM B ITBX/anJOMHHHeBbIH 
6JIHCTep. no 1 6JIHCTepy B natJKY 
KapTOHHyio; OJ/R cn1a11u0Hapo6: no 2, 3, 5 
6JIHCTePOB B natJKY KapTOHHYIO, 

* Tests are not performed during the stability invest1gat1on. / * 11cnhtTaHH» He nposo,rv1T B xo,ue wcc11e,noeaH1-U1 
CTa6HnbHOCTI1. 

** Release quality control of the perfomance is carried out for every 15th batch./** IlpH BhmycKe rrperrapaTa 
K0HTpOJib Ka9eCTBa rro noKa3aTemo npOBOJ:(HTCR ,[(JIR Ka)l{)],OH 15-0H cepHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npHMe'laHHe: fipOJl.YKT COOTBeTcrnyeT Tpe6oBaHH51M HJJ: 3a1cmoqe11ue: OJJ:O.6PEHO 

Prepared by I Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
noJJ,roTOBJJCHO: V oge h npoBepetto: Prave h npoBepetto (AOK): per on/ OJl.o6petto: O6ecne<Iett11e 

C~auhan /4, Rana 1 Amil Kumar KatJecrna/OrneTCTBeHHOe JIHU.O: 

/\_./\ -- -~~1--'ll /4VN~e__ 

, - (v1 
-

IDate / Dale / Date/ Date/ ? ½ /4 .s·- JJLG 
Lipa: 23.03 .2026 ,[J:arn: 23.03.2026 )].am: 23.03.2026 ,[J:arn: 

Registered Office: 8-2-337, Road No 3, !3anJara Hil ls, :-I yde1;,;bad - S0003L1, 1ela ,·1gana, ; 101 

Tel: +91 40 4900 2900, Fax: 19140 4'300 ,9'J9, Ern:1 il: mail(c)clrrc'Clc!vs com 

CIN: L85195AP198~PLC00~ 507 

ww 1N.drreddys c.om 
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••• Dr.Reddy's ~;• 
1:11·. Reddy':, L.ciborai:ories Ltd 

lorrnulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

\fiL 1(,11.)l, f\!r1!ar~·i ! h !{0<1d, !3Jddi, 
Ui,; ,, :culc:r,, I: I-', l J3 :>CJS , INDI;\ 

!l~I 1 1).1_ t3g1G6 ~--iGUD] .(j)_ 

· ,1,Nw.drrcc1c!ys.corn 

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

Ilpo)lytcr: KeTopon00 (1<eTOPOJ1aK) paCTBOP ,1],JlH BHYTPl1 BeHHOrO H BllYTPHMbIWe'lHOro BBe,1],eHHH, 30 MfiMJl 

Batch No/ : V260193 
Batch Quantity/ 454545 ampules / 

Cepm1 .M! O6-LeM cepnu 
: 

454545 aM nyn 

Analytical Report No/ Date of Analysis / 

AuaJiuTu11ecKHH oT11eT .N'!! : 890001870363 ,l(aTa anaJiu1a : 23 .03.2026 

Date of Manufacture / : 02/2026 
Date of Expiry / 01/2028 

.llaTa IlP0H3B0JlCTBa TOJlCll JlO 
: 

Mfg. License No./ 
IlpoH3BO)lCTBenuaR : MB/05/264 

MA number:/ 
: JICT-N!!(008888)-(Pf-RU) 

JIUQeH3HR .N'!! HoMep PY 

Analysis performed according ND/ AnaJIH3 npoaeneu no H)(: JICT-N!!(008888)-(Pr -RU)-l 70225 
Page 6 of 7 / CTp. 6 01 7 

API name/ HanMeHOBaHne A<l>C: Ketorolac Trometamol / KeTOponaKa -rpoMeTaMOJI 

INN /MHH: Ketorolac / KeTOporraK 

API manufacturer batch number/ 
2KTM0721125 

HoMep cepuu npou1eoAHTeJ1H A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepHH cy6cTaHL{HH npOH3B0AHTeJIH FESA00652 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
IlpouJBOAHTeJlb A<l>C, CTpaHa: Cati.Mell Jla6c JlHMHTea, HHJJ.H» 

Name, address, authorization No for FP 
Dr. Reddy' Laboratorie Ltd ., India, Fo1mulation Unit-6, Vilt . Kho! Nalagarh 

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

site/ 
,D;-p PeDJ1.1-1 'c Jla6opaTopnc JlT.n.. YIHJJ.HR, ITpo11300,ncTBeHHoe nonpa311ene1rn.e-6, 

Ha1-1MeHOBaHtte, 3Apec, JIUl~eHJHH ,llJIH 
IlpOH3B0)1,CTBeHHaH UJIOLL{atJ,Ka / IlJIOLL{a)J,Ka 

Bnnn. Kxorrh, Harrarapx Poya, EaMH, ,[(ncTpHKT ConaH, X.TI. , 173205, HHJJ.HR 

K0HTpOJIH KatteCTBa / IlJIOLl..{3AKa BblDYCKa 
(m1uett1HR .M1 No MNB/05/263 

Declaration of certification: «I hereby certify that the above mformat10n 1s 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'leHue O COOTBeTCTBUU: «HaCTOHlUHM R Il0)1,TBep)KJJ.8IO, 'ITO np,rne.neHHaH Bh!llle HH<pOpM8UHJI RBJrneTC}'{ )J,OCTOBepHoti H 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'laHne: TipoayKT COOTBeTcTByeT Tpe6osaHH»M H,n: laKJll0'le1me: O)1,OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TI 0.Af0TOBJJCHO: Yogesh TipoeepeHo: Prave h riposepeHo. (AOK): person/ Oao6petto: O6ecne'feHHe 

Chauhan t Rana 1 Amit Kumar K8'fCCTBa/OrneTCTBeHHOe JJHUO: 

/ j\--1_ ~{ u (,-..I\ L- K VV'-\ ~ Q__ 
_ .,C v-j 

Date/ Date/ Date/ !Date / i)_,_G1.--o J,-)OJ--.( 
,[(am: 23 .03.2026 ,[(am: 23 .03.2026 }l.am: 23.03.2026 ,[(am: 

Registered office: 8 2-337, Road l~o. 3, Banjarc1 Hills, HyderJbvd - 0,000:.::i, Te l:11,gana, l11c\1;i 

Tel: +91 40 4900 2900, Fax: +91 40 4900 ).99':J, Email: 111ai1 ,;)drred dys ,r,.n 

CIN: L85195AP1984PLC004507 
wvvw Ur i eddys to m 

I 



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

CEPTHWIIKATAHAJIH3A 

U1. 1-:eckiy's l_c1boratoric-cs Ltd_ 
r-01 mulJtio11 Unit-6 

\.l,ii l<hol, 1,fak1gMh Hoiici, 8addi, 

f)i_,lt 'ool;1 1, i :.i', J. 7 '> 20~,, i!\JDIJ\ 

f!:'I: :-91 'J31GG 56001-02 

1,11ww.cJt rec\dys corn 

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

IIPOlIVICT: KeTopoJI® (KeTQpQJlaK) paCTB0P .QJlSI BHYTPHBeHH0ro H BHyrpHMblllle4HOro BBeJJ,eHml, 30 Mr/Mn 

Batch No/ 
: V260193 

Batch Quantity / 454545 ampules / 
CepuH .N'!! O6'heM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHH OT'leT .N'!! : 890001870363 ,[I;aTa auaJIH3a : 23.03.2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
01/2028 

lllaTa npoHlBOACTBa roAeH AO 
: 

Mfg. License No./ 
Ilpou3BOACTBeuuan : MB/05/264 MA number:/ 

: JITT-N2(008888)-(Pf-RU) 
Jiu~eu3uH .M! HoMep PY 

Analysis performed according ND/ Anan113 npose.nen no H,11;: Jlfl-N!!(008888)-(Pf-RU)-170225 
Page 7 of 7 / CTp. 7 Hl 7 

T04H0M.. 3Ta cepIUI np0AYKI..UUI np0113BeAeHa (BKJIIO'laR ynaK0BKY (MapKHpOBKY) " K0Hl'p0Jib Ka'lecrna) Ha BblllJeyKa3aHHOM. 

np0113BOACTBeHHOH IlJI0ll(a,[I.Ke (IllIOll(aAKax) B Il0JIH0M C00TBeTCTBl111 C i-pe6osaHl1RMH ITpaBHJI HaAJie)l(all(ett np0113B0ACTBeHH0H 

npaKTl1Kl1 Eepa31111.CKOro 3K0H0Ml14eCK0r0 C0J03a " i-pe6osaHl1RMH K0HTp0JIR Ka'leCTBa JieKapcTBeHHblX cpeACTB, a TaK)l(e B 

C00TBeTCTBl111 co cneump11KaUl1HMH, C0Aep)l(all(l1M11CH B pernci-pau110HH0M A0Cbe CTpaHbl-11MnopTepa. 3an11c11 no np0113B0ACTBY, 

ynaK0BKe 11 aHaJil13Y npoBepeHbl, 11 ycTaH0BJieH0 HX C00TBeTCTBHe rpe6oBaHUHM IlpaBUJI HaAJie)l(all(ett np0113B0ACTBeHHOM. 

npaKTl1K11 Eepa31111.CKOro 3KOH0Ml14eCKOrO C0J03a». 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMeqaHne: IlpOAYKT coorneTcrnyeT i-pe6oBaHHHM H,[( 3a1m1o<teuue: O,ll,OliPEHO 

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

IloAroTOBJieHo: Yoge h f)poaepeHO: Pravesh TTpoaepeHO (AOK): per on / OAo6peHo: O6ecne'leH11e 

Chauhan ?, Rana i Amit Kumar Ka1,1ecTBalOTBeTCTBeHHOe 11111.1.0 : 

{\---~ ( \J r-1 I l -K_\J r""1 ~fl_ 
___ Lv1 

Date/ Date/ Date/ !Date/ .,,1-1.,1 ~) ·-).__ 0 L~ 

I )],am: 23.03 .2026 ,[(aTa: 23.03.2026 )J;aTa: 23.03.2026 )J,a,-a: 

' ' Registered Office: 8 7.-337, Road No 3, uanJara Hills, Hyder,,car Ill •• 1 1 •I rnca11a, 1,1111 

Tel: +9140 4900 2900. Fax: +9140 4900 2999, F.m,,il: ~1ail(ald11·eddvs com 
CIN: L85195AP1984PLC004507 

•,1,1ww d1 reddys.com 


