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

CEPTH$HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Fcrmulatiori Unit-5 
lli:1. l<ho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, 11\JDIA 

Tei: +9i %:.i.6G 5,~001-02 
www.d rreddys.corn 

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

llpo;::i:y1n: KeTopon°" (KeToponaK) pacTBop )],ml SHYfPflBl.!Hl-toro 1-1 BHyrpHMbJWe1rnoro BBe)],ei-urn:, 30 MriMJl 
, Batch No/ Batch Quantity/ 454545 ampules / 

CepuH .N'!! 
• V2S0820 

06beM cepuu 454545 aMnyn 
Analytical Report No / 

: 890001840975 
Date of Analysis / : 24.10.2025 

AuannTuqecKHH oTqeT .N'!! .llaTa auanuJa 
Date of Manufacture / 

: 09/2025 
Date of Expiry / 08/2027 

).I:aTa DP0H3B01lCTBa rolleH 11,0 
: 

Mfg. License No. / 
llpoH3B01lCTBeuuaH : MNB/05/263 MA number:/ : JITT-M!(008888)-(Pr-RU) 

HoMep PY JIHQeH3HH .N'!! 

Analysis performed according ND/ AuaJIH3 npose;::i:eu no H).I:: JII1-N2(008888)-(Pf-RU)-l 70225 

Test/ IloteaJaTeJJb 

1 Description/ Onucauue 

Results/ PeJyJJbTaTbl 

Clear colorless solution. / TTpmpa'IHhIH 
6ecuseTHhIH pacrnop. 

Page 1 of 6 I Crp. 1 H3 6 

Specification / HopMa 

Clear colorless to slightly yellow color 
solution. I TTpo3pa'1HhIH pacrnop OT 
6ecuseTHOro no csenJO-)KeJJToro useTa. 

2 Identification*/ lIJleHTucl>uteauuH* 

2a 

2b 

HPLC* I B3)KJ(* 

UV- spectrophotomehy* I 

Y</J-cneKmporjJomoMemp11R * 

The retention time of the main peak in the 
chromatogram oftest solution corresponds 
to the main peak in the chromatogram of 
standard solution. / BpeMJI ynep)l{1rnamU1 
OCHOBHOro m!Ka Ha xpoMaTo.paMMe 
11CITbITYeMoro paCTBOpa COOTBeTCTByeT 
speMeH11 ynep)l{11BaHID! OCHOBHOro ITl1Ka 
Ha xpoMaTO.paMMe CTaHnapTHOro 
pacrnopa. 

UV absorption spectra of the test solution 
and the solution of the standard sample of 
Ketorolac Tromethamine in the range from 
200 to 400 nm have absorption maxima at 
322 ± 2 nm. I Y<I>-crreKrpb1 rrornomettID! 
ncrrhITyeMoro pacrnopa 11 pacrnopa 
crnHnapTHoro 06pa3ua KeTOponaKa 
rpoMeTaMl1Ha s o6nacrn OT 200 no 400 HM 
HMeIOT MaKC11MYMbl rrornomeHl1JI rrptt 
322±2 HM. 

The retention time of the main peak in the 
chromatogram of test solution should 
correspond to the mam peak m the 
chromatogram of standard solution (Assay 
section). / BpeM.sr y.nep)l{l-!BaHtt.sr 
OCHOBHOro ITl1Ka Ha xpoMaTo.paMMe 
l1CITb1TyeMoro pacrnopa noJI)KHO 
COOTBeTCTBOBaTh speMeHl1 y.nep)l{HBaHID! 
OCHOBHOro ITl1Ka Ha xpoMaTorpaMMe 
CTaHnapTHOro paCTBOpa (pa3)leJJ 
«KOJIH'leCTBeHHOe orrpeneneHHe»). 

UV absorption spectra of the test solution 
and the solution of the standard sample of 
Ketorolac Tromethamine in the range from 
200 to 400 nm should have absorption 
maxima at 322 ± 2 nm. I Y<I>-crreKrpbI 
rrornomef-!m1 11crrb1TyeMoro pacrnopa 11 
pacrnopa crnHnapTHoro 06pa3ua 
KeTopoJiaKa TPOMeTaMl1Ha s o6JiaCTH OT 
200 no 400 HM nOJI)l{Hbl HMeTb 
MaKC11MYMbl rrornomeHml rrp11 322±2 HM. 

Conclusion : APPROVED I 
3aKJJto'lenue: O,ll,O.6PEHO 

1:========:::;-;:::======:::::::::;-;:::::=========: 

Remarks : The Product confirms to ND/ 
IlpnMe'lauue: TTpoJiyKT coorneTcl'ByeT Tpe6osaHIDIM H,ll, 

Prepared by/ 
n o)lroTOBJJeHO: 

Shagun ~ 

Date I 
,ll,arn: 24.10.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
TTposepeHo (AOK): Ajay person / Ono6peHo: O6ecrre'leH11e 
Kumar Srivastava Ka'lecrna/OrneTcrneHHoe n11uo: 

~ ti 
Date/ Date/ 
,ll,arn: 24.10.2025 ,ll,arn: 24.10.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hil!s, Hyderabad - 500034, Telan gar.a, India 
Tel: +9140 4900 2900, fax: +9140 4900 2999, Email: mail@d1T2ddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTII<l>IIKAT AHAJrn:3A 

Dr. Reddy's Labo~atories Ltd . 
Formulation Unit-6 
1/i:I. l(hoi, I\Jc1lz;g1rh Road, Bac!rli, 
Disrt. Solan, H.P., 173 '.WS, if\lDiA 

wvJv-1.cJ rrecidy,;.co rr. 

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

llpoAVIn: KeTopon 1' (KeToponaK) paCTBOP 1.vrn B1-ryrp1-1se11Horo 11 BHYrPHMb1We4Horo BBe)le11m1., 30 Mr/Mn 

Batch No/ 
; V2.50820 

Batch Quantity / 454545 ampules I 
Cepm1 .M! 06beM cepuu 

: 
454545 aMnyn " 

Analytical Report No/ 
: 890001840975 

Date of Analysis / 
: 24.10.2025 

AuaJittTtt'lec1rnu OT'leT .N'!! )laTa auaJiu3a 
Date of Manufacture/ 

: 09/2025 
Date of Expiry / 

08/2027 
lllaTa IIPOH3BOACTBa roAeH AO 

: 

Mfg. License No./ 
llpon3BOACTBeuuaH : MNB/05/263 

MA number:/ : Jlll-N2(008888)-(Pf ..:RU) 
mrn;eu3ttH .N'!! HoMep PY 

Analysis performed according ND I Auamn 11poBeAeu no H,ll: Jlll-N2(008888)-(Pf'-RU)-170225 
Page 2 of 6 / CTp. 2 H3 6 

.N'!! Test / IloKa3aTem, Results/ PeJyJibTaTbl Specification / HopMa 

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. / OnanecueH1..u,rn npenaparn suspension I. / OnanecueHuiu1 npenaparn 
tte npesb1waeT onanecuettu1110 cycneH3HH He )lOJDKHa npeBbllli8Tb onanecueHUHIO 
cpaBHeHH51 I. cycneH3HH cpasHeHH51 I. 

4 Color I IJ,seTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm./ 
IlornorueHHe )lOJDKHo 6h1Tb He 6onee 0,20 
np11 )lJIHHe BOJIHbl 430 HM. 

5 pH 7.3 From 6.9 to 7.9 . I OT 6,9 )lO 7,9 . 

6 Particulate matter/ MexaHH'-tecKue BKJIIO'-leHHH 

6a Visible particles / Complies I CooTBeTcTByeT Should be absent. / 
8H)ll1Mble 'laCTHUbl .D:oll)l(Hbl OTCYTCTBOBaTb. 

6b Invisible particles / 
HeBH)lHMb!e 4aCTHUbl: 
1. Particles 2: 10 µm / 36 not more than 6000 per ampoule; / 

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

11. particles 2: 25 µm / 03 not more than 600 per ampoule. / 
'laCTHU pa3MepoM 2: He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities / Ilp1:1Mecu 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Me'ta1me: IlpO!lYKT cooTBeTcTByeT TPe6osaHH51M HA JaKm0Yenue: O,II:OEPEHO 

Prepared by I 
Oo)lroToBneHo: 
Shagun r 
Date/ 

.D:arn: 24.10.2025 

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

IlposepeHo: Pravesh TTpoaepCHO (AOK) : Aj ay person / O)lo6peHo: O6ecne'leHHe 

Rana i K umar Sriva tm a Ka t1 eCTBa!OTBeTCTBCHHOe JIHU0: 

~_>-- !fr 
Date I Dale / IDate / )-¼ - ID, U• i~ 
.D:arn: 24.10.2025 .D:<l'ra: 24. 1020_5 .z:i;arn: 

Registered Oft ice: 8-2-337, Road No. 3, GanJara Hil ls, Hyd.:rat.i.1cl - 5000.::14, lela11 g:m a, 1nd1a 

Tel: +9140 1)900 2900, Fax: +9!. 40 ~900 2999, Email : 1nail@dtT2ddys.r.o: n 
CIN: L85195AP1984PLC004507 

wv...,w .drrcc dciys.com 

I 
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•·· Dr.Raddy's ~;• 
CERTIFICATE OF AN L I 

CEPTH<l>llliAT AHAJIH3A 

Dr. Reddy's L;;bo,atories Ltd. 
Fcrmulatiori Unit-5 
Viii. l<hoi, Nalaga rh Road, Eacldi , 
Distt. Solon, H.P., 173 205, il\lDiJ.\ 
·(ci : +SJ ::01.00 SG0(1J_-o-=: 
wvJ1v.d rreddvs.corr. 

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

IlpouyKT: KeTOPOJin,, (KeToponaK) paCTBOp )],ml BHYTPl1BeHHOfO H BHYTPHMblWe4HOro BBe.D,eHH51, 30 Mr/Mn 

Batch No/ 
: V250820 

Batch Quantity/ 454545 ampules I 
CepilH .M! O6t.eM cepnn 

: 
454545 aMfl)'Jl 

Analytical Report No/ 
: 890001840975 I 

Date of Analysis / 
: 24.10.2025 

AnaJIHTH'lec,rnn OT'leT }f!! ,ri:aTa auaJin3a 
Date of Manufacture / 

: 09/2025 
Date of Expiry / 

08/2027 
'llaTa npoH3BO.UCTBa roueu )],0 

: 

Mfg. License No./ 
IIpou3BOUCTBennaH : MNB/05/263 MA number:/ : JII1-.N2(008888)-(Pf-RU) 
Jiuu;eH3HH .N'!! HoMep PY 

Analysis performed according ND/ Auam13 npose,ueu no H,ri:: JII1-.N2(008888)-(Pf-RU)-l 70225 
PaQ'e 3 of 6 / CTP. 3 H3 6 

x~ Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbl Specification / HopMa 

Impurity A/ np11MeCb A 0.08 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / np11MeCb B Below LOD (LOD = 0.014 %) / H11)1(e not more than 0.50 % / He 6onee 0,50 %; 
npe,11,ena o6ttapy)l(eHH51 (TIO= 0.014 %) 

Impurity C / TipttMecb C Below LOD (LOD = 0.010 %) / HH)l(e not more than 0.50 % / He 6onee 0,50 %; 
npe)leJla 06Hapy)l(eHH51 (nO = 0.010 %) 

Impurity D / np11MeCb D Below LOD (LOD == 0.014 %) / H11)1(e not more than 0.20 % / He 6onee 0,20 %. 
npe,11,ena o6ttapyiKemui (TIO = 0.014 %) 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity/ E,[(HHWIHa51 

Below LOQ (LOQ = 0.050%) / H11)1(e 
HeH)leHTH~HUHpOBaHHa51 

npe,11,enn 1mnw1ecTne111roro onpe.nenenmr npuMeCL 
(ITKO =0.050%) 

Total impurities/ CyMMa 0.1% Nnt mnn~ th;m 1 "i0 % / He norree 1,."i0 %. 
rrp11Meceit 

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

He Mettee 10,0 Mn (o6beM, mMepeHHhIH 
Ha OCHOBaHHH o6be,/J.HHeHHO,O 
C0./1.ep)l(HMOI'O 10 aMrryn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepuaJibHhle /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H.ll,OT0KCUHbl KeToponaKa TPOMeTaMHHa. 

10 Sterility** / Sterile/ CTep1meH Must be sterile. I )];OJJ)l(eH fihITh 
CTepllJibHOCTh ** CTepHJibHblM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lanue: npo.1J.yKT coorneTcrnyeT Tpe60BaHm1M HA 3aKJito'leu11e: O.IJ:OliPEHO 

Prepared by I 
TIOD;rOTOBJJC HO: 

Shagun ~ 

Date/ 
,[(a-ra: 24.10.2025 

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

~;.: epeH°Javesh 
ITposepe!iO (AOK): Ajay person I O,no6petto: O6ecne1Iem1e 
KllIDar Srivastava Ka1IeCTBalOTBeTCTBeHHOe JlHUO: 

~_J- i 
Date I 

I 
Date/ 'Date I ,Jtf- lor'X'~ 

JJ:arn: 24.10.2025 ,[(am: 24.10.2025 JJ:arn: 

Registered Office: 8-2-337, Roa d No. 3, GanjarJ Hii!s, Hydera bad - 500034, Telar1g:1r.a, India 
Tel: +9140 4900 2900, Fax: +91 °10 '1900 2999, Email: mail@cirreddy3,r,om 

CIN: LSS19SAP1984PLC004507 
www.drr ec dci•1s.com 

I 



•·· Dr. Raddy's ~;• 
CERTlFl . TE OF ANAL YSI 

CEPTH<l>HKAT AHAJIJI3A 

Dr. Reddy's Labo;-atories Ltd. 

Forrnulatio:-i Unit-5 
lfi:I. i<hu!, I,Jal:;gcJrh Road, t3cJdrii, 
Distl. Solan, H.P., 173 205, if\lOiA 
-· , - , -- ...., . ,- ,- ;-- , r,r, ,. ,,.-., 
1e1 : + :LL ~:.:u.1ob .:,ouu_1_-J...:.. 

WVNJ.d rrecicJy~.cot ,, 

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

IlpoA-VIn: KeTopon 11
f (KeToponaK) pacrnop ,ll,Jl51 BHVfpJ,lnel-lHOrO 11 BHYfPHMblWe4HOro BBe)],emrn, 30 MrlMJl 

Batch No/ '~d : .• 
: V250820 

Batch Quantity/- 454545 ampules I 
Cepnu .M! 061.eM ce'pun: 

: 
454545 aMflYJl 

Analytical Report No/ 
: 890001840975 

Date of Analysis·/ 
: 24.10.2025 

Auamnuqec1rnu oTqeT N2 ,l(aTa aH3JIH3a 
Date of Manufacture/ 

: 09/2025 
Date of Expiry / 

08/2027 
lllal'a opon1B0Acrna roAeH AO 

: 

Mfg. License No. / 
IlpoH3BOACTBeuuaH : MNB/05/263 MA number:/ : Jlll-N2(008888)-(Pf-RU) 
JIHD;ellJIIH .N°!! HoMep PY 

Analysis performed according ND/ AuaJiu1 npoBeAeH no H,l(: Jlll-N!!(008888)-(Pf-RU)-170225 

11 

12 

13 

Test/ IloKaJaTeJib 

Assay I KoJitt'-feCTBeuuoe 
onpei.eJieuue 

Ethanol content/ 3TanoJI 

Packaging / On11cau11e 
ynaK0BKH 

Remarks : The Product confirms to ND/ 

Results/ PelyJibTaTbl 

30.83 mg I 30.83 Mr 

11.96 % / 11.96 % 

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. 
10 ampoules and a patient information 
lF-:-11lF.I in :-1 PVC/1ilirmin11m hlislt-:r 
1 blister in a carton pack. / 
Ilo 1 MJI B aMnym,1 l13 CBeT03all.(l1THOro 
CTeKJTa TeMHO-K0ptt'IHeBoro UBeTa KJiacca 
I. B Bepxttei1 <JaCTH aMrrynhI HaHecetthI 
K0flhU0 11 TO'IKa .um1 pa3JI0Ma. Ha aMnyny 
HaKneHBaKlT 3THKeTKy. 
Ilo 10 aMnyn BMeCTe c nHCTK0M-
BKJTa.Ubl!lleM B IlBX/arrl{)MHHHeBbIH 
6m1cTep. Ilo 1 6n11cTepy B na<JKY 
KapTOHHyIO. 

Paee 4 of 6 / CTP. 4 111 6 

Specification/ HopMa 

From 27.0 mg to 33.0 mg of Ketorolac 
Trometamol per 1 mL. / OT 27,0 Mr AO 
33,0 Mr KeTOponaKa TpOMeTaMoJTa B 1 MJl. 

From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) .uo 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 1s attached to 
ampoule. 10 ampoules and a patient 
111tnrnrnt1nn leatlet 111 a I' V Cl aluminum 
blister. 
1 blister in a carton pack; for in-patient 

facilities: 2, 3, 5 blisters in a carton pack. 
I 
Ilo 1 MJI B aMnynhI 113 CBeT03all.(JffH0ro 
cTeKJTa TeMH0-KOpwrneBoro UBern Knacca 
I. 8 BepxHeH 1IaCTH aMnyJibl HatteceHhl 
K0flbU0 II TO'IKa am1 pa3JI0Ma. Ha aMnyny 
HaKJiett:Bal{)T 3THKeTKy. 
Ilo 10 aMnyn BMeCTe c JIHCTK0M-
BKJTa.UblllleM B IlBX/a.n10M11tt11eBhlH 
6nHcTep. Ilo 1 6n11cTepy B na4KY 
KapT0HHYJO; 0.?J/, C/1lal/l/0Hapo6: no 2, 3, 5 
6Jil1CTepoB B na<JKY KapTOHHyIO. 

Conclusion : APPROVED I 
Tip11Me1Iau11e: Ilpo.uyKT coorneTcrnyeT TPe60BaHJU1M HA 3aKJ11-0<iem1e: O,[(OliPEHO 

Prepared by / 

no.uroTOBJICH0: 

ISbagun v-
Date/ 
,[(am: 24. l 0.2025 

Checked by/ Checked by (AQA) / Appro ed by: Quality Assurance/ Authorized 
IlpoBepetto: Pravesh IlpoBepetto (AOK): Ajay person/ OJlo6petto: O6ecne<Jem1e 
Rana j Kumar Srivastava Ka'IeCTBa!OT.Be'I'CTBeHHOe JIHU0: 

~_>- {ff 
----

I 
Date / Date / !Date/ .2--'-/- /() ,..-'.'.'<) ~ 
,}:\arn: 24.10.2025 ,n:arn: _4_ 1 o._025 ,n:arn: 

Registered Office: 8-2-337, Road No. 3, 13anjar2 Hil!s, HyderatJJd - 500034, Tel 11 jpna. India 
Tel: ,.91 40 ~-900 2900, Fax: +9140 4900 2999, Emc1il : rnail@drreddys.r.om 

CIN: L85195.4P1934PLC004507 
ww-.N.dr rcdd•1s.com 

I 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Labo~ator-ies Ltd_ 

Fcrmulatio:. Unit-6 
I/ill. :<hci, NJlag:irh Rocici, Bziddi, 
Dislc Solan, H.P., 173 ::OS, lf\JDiA 

CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

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

Ilpo;::w1n: KeTOPOJl , .. (KeToponaK) paCTBOP )],JUI BHVTPHBeHHOf'O 11 BHYTPl1MbJWe1.rnoro BBe,l],eHl-151, 30 Mr/Mn 

Batch No/ .,, 
: V250820 

Batch Quantity / '· • • ·:~ 454545 ampules / 

Cepm1 .N'!! ' 06beM ceoun• • ' ·- 454545 aMnyJ'I 
:•• Analytical Report-No I 

: 890001840975 
Date of Analysis -/ -,· '·:i"·- · - • · - -

J( 
: 24.10.2025 

AuaJIHTH'leCI.:UH OT'leT .N'!! aTa auaJIH3a - . 

Date of Manufacture / 
: 09/2025 

Date of Expiry / 
08/2027 

J(aTa npOH3B0,!J,CTBa ro,[l,eH ,!1,0 
: 

Mfg. License No. / 

IlpOH3BO,!l,CTBeuuaH : MNB/05/263 
MA number:/ 

: JUI-N2(008888)-(Pf-RU) 
HoMep PY JIHUeH3HH .N'!! 

Analysis performed according ND/ AuaJJH3 npone,1J,eu no II)];: JIIT-N2(008888)-(Pf-RU)-170225 

Page 5 of 6 / CTp. 5 03 6 
* Tests are not performed during the stability investigation./ * l1cnb1Tamrn He npoBO,lJ,51T B X0Ae 11ccne,l],0Bamrn 
CTa611JlbHOCTl1 . 

** Release quality control of the perfomance is carried out for every 15th batch. / ** ITp11 BhmycKe npenapaTa 
KOHTpOJlb KaLJ:eCTBa no TTOKaJaTemo npoBO,l],11TC51 ,l],1151 KIDK,AOH 15-ott cep1111. 

API name/ HanMeHOBauue A«l>C: Ketorolac Trometamol / KeTOponaKa TpoMeTaMOJT 

INN/ MHH: Ketorolac / KeTOponaK 

API manufacturer batch number / 
2KTM0270525 

HoMep cepnu nponJBO.L{HTeJIH A«l>C: 

FP Manufacturer API Batch number/ 
llor.tcp ccp1111 cy0crnmr,1111 11pu11:.itlo).J.11Tcm1 rb~AUUJ~J 
rJI«I>: 

API Manufactured by & country / Symed Labs Limited, India/ 
TTpoH3BO.L{IITeJJb A«l>C, cTpaua: CattMe.L\ Jla6c JlHMttTe.L\, I1H.L\H5l 

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

manufacturing site/ Control site / Release 
site/ 

Road, Baddi, Distt. Solan, H.P. I 73205, India (license No No MNB/05/263) / 

HanMeHOBaHHe, a.L{pec, JJHQeH3HSI J),JIH 
A-p Pe,llJJ,tt'c Jia6oparnpHc JlTJJ,., I1H.L\H51, TipoH3BO.L\CTBeuuoe no,L\pa3.L{eneutte-6, 

IlpOH3B0.L{CTBeHHaH IlJIOma.L{Ka / nnomaJJ,Ka 
Brnrn. KxoJTb, Ha.rrarapx PoyJJ,, .6aMH, ,[(HCTPHKT CoJiaH, X.TI., 173205, I1H.L\H51 

KOHTpOJJH Ka<IeCTBa / Ilnoma.L{Ka BhtnycKa 
(n111.1eu31151 N!! No MNB/05/263 

Declarat10n of certification: «I hereby certify that the above mformation 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 

Rt!JJlUrks : The Pruuut.:l L:Uliflrn1!,; LU ND/ Cuuclm.Juu : APPROVED / 
IlpnMe'lauue: IlpOJlYKT cooTsercrnyer Tpe6osaHH51M H.D: 3a.KJJm<Icuue: O,LJ:OEPEHO 

Prepared by I !Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
nonroTo.eJieHo: ~:epeH°{avesh nposepeHo (AOK): Ajay person / O.no6peuo: O6ecne1.J:em1e 

Shaguo ~ Kumar Srivastava Ka9eCTBalOTBeTCTBeHHOe JUIQO : 

~_)- ~ 
jDatc / Date I Date I !Date / )-Lt- ID r :Jo~ 
.D:arn: 24.10.2025 ,[J;arn: 24.10.2025 .D:n-ra: 24.10.2025 JJ:nrn: 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIH3A 

Dr. keddy's Labo:-atories Ltd . 
Formulation Unit-5 
I/ill. l<hoi, Na/;_,~cJ rh Ro:.ic!, 8c!ddi, 

Dislt. Sola,1, H.P., 173 205, if\!Di.D, 

-1·ei : +:;1 S2ii6S 5GG01-02 

wv,w.dr·reddvs.com 

Product:/ Ketoro1°'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

llpo;::rv1n: KeTopon 1
' (KeToponaK) pacrnop )].JUI BHyrpI,rneHHOf'O H BHYfPHMhIWe4HOro BBe)].eHHH, 30 MrlMJT 

Batch No/ 
: V250820 - Batch Quantity / , . 454545 ampules / 

Cepun .M! O6'heM cepuu '. • 454545 aMilyn 

Analytical Report No / =·· s9oocii840975 
Date of Analysis / & -· ·-

2f10.202s 
AuaJiuTuqec1rnii oTqeT .M! ,ll;aTa auaJiuJa 

: 

Date of Manufacture / 
: 09/2025 

Date of Expiry/ 
08/2027 

,lI:aTa DPOH3B0tJ,CTBa rotJ,eH tl,O 
: 

Mfg. License No. / 
llpoH3BOtJ.CTBenuaH : MNB/05/263 

MA number: I : JU1-.N!!(008888)-(Pr-RU) 
JIH~eHJIIH ,N!! HoMep PY 

Analysis performed according ND/ AnaJIHJ np0Bet1,eu no H,11;: J1TT-.N!!(008888)-(Pf-RU)sl 70225 
Page 6 of 6 / CTp. 6 uJ 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». I 

3aK.1110lfeHHe O C00TBeTCTBUU: «HacTOllIUHM ll IIO.D:TBep)l(,nalO, '!TO IIpHBe,neHHal! Bb!We HH<pOpMaUHll 51BJI5leTCll .D:OCTOBepHOH H 

T04HOH. 3m cepm1 npo,nyKUHH IIp0113Be,neHa (BKn10qa51 ynaKOBKY (MapKHpOBKY) H KOHTpOJib Kaqecrna) Ha BblIIIeyKa3aHHOH 

np0113B0.D:CTBeHHOH IIJIOil\3.D:Ke (nnoma.nKax) B IIOJIHOM COOTBeTCTBl111 C Tpe60B3Hl1l!Ml1 IlpaBl1JI Ha,nJie)l(aIUett npOH3B0,11.CTBeHHOH 

npaKTHKl1 Espa311HCKOro 3KOHOMHqecKoro COI033 H rpe60B3Hl1l!MH KOHTpOJill KaqeCTBa JieKapCTBeHHbIX cpe,11.CTB, a T3K)l(e B 

COOTBeTCTBHH co cneu11<p11Kal.(I1l!MH, co,11.ep)KaIUI1Ml1Cll B perncTpaUHOHHOM ,nOCbe crpaHbl-HMIIOpTepa. 3am,cH IIO IIp0113BO.D:CTBY, 

ynaKOBKe 11 3Ha.JIH3Y nposepeHbl, H )'CT3HOBJieHO HX COOTBeTCTBHe rpe6osaHHllM ITpaBHJI Ha,!JJle)l(aJUeH npOH3B0,11.CTBeHHOH 

npaKTHKH Espa3HHCKOro 3KOHOMH4eCKOro COJ03a». 

Remarks : The Product confinns to ND/ Conclusion : APPROVED /, 
IlpHMe43HHe: Ilpo,nyKT COOTBeTcTByeT Tpe6oBaHmIM H,[( 3aKmo'leHtte: 0,[(0liPEHO 

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