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

CEPTH «I> HKAT AHAJIH3A 

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

Tel: +9198166 56001-02 
www.d r;-eddys.com 

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

IlPOAYKT: KeToponck' (KeToponaK) paCTBOP JJ,ml BHyrpHBeHHOro H BHYfp11MhJWeYHOro BBeJJ,eHl151, 30 Mr/Mn 

Batch No/ 
: V251008 

Batch Quantity / 454545 ampules / 

CepuH .N'!! O61>eM cepuu 
: 454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJIHTuqecKuii oyqeT .M! : 890001854031 .L{aTa auaJIHJa : 24.12.2025 

Date of Manufacture / 
12/2025 

Date of Expiry I 11/2027 
.L{aTa DPOU3BOACTBa 

: 
roAeH AO 

: 

Mfg. License No./ 
IlpoH3BOACTBeuuaH : MNB/05/263 

MA number:/ : JIIT-N2(008888)-(Pf-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBeAeH no II;:(: JIIT-N!!(008888)-(Pf-RU)-170225 
Pa2e 1 of7 / CTp. 1 HJ 7 

.N'!! Test I IlotcaJaTeJJb Results/ Pe3yJJbTaTbl Specification / HopMa 

1 Description / OnucaHHe Clear colorless solution. / TTp03pa'!HbIH Clear colorless to slightly yellow color 
6ecuBeTHbitt pacrnop. solution. I TTpo3pa'!Hbitt pacrnop OT 

6ecuBeTHOro AO CBeTJIO-)KeJJTOro UBeTa. 

2 Identification*/ HAeHTmJmtcauusi* 

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 in the 
standard solution. / BpeM.si y.uep)KHBaHIUI chromatogram of standard solution (Assay 
OCHOBHOro ITHKa Ha xpoMaTOrpaMMe section). I I3peM.sI y;::i:ep)KHBaHH.s! 
m.111.11 y w1'.'llll l1 jJJ'. I U\ll1.4 \.VV J u1• 11• 1 uy•. 1 ,_ .. _ u•.•M tti.i 1 •) IJJH II "II ~ i 1111111111111 t •hhilll!I+. 

BpeMeHH y.uep)KHBaHIUI OCHOBHOro ITHKa 11cnhITyeMoro pacrnopa L\OJI)KHO 

Ha xpoMaTOrpaMMe CmH,IlapTHOfO COOTBeTCTBOBaTb BpeMeHH y;::i:ep)KHBaHIUI 
pacrnopa. OCHOBHOfO ITHKa Ha xpoMaTorpaMMe 

cmHAapTHOro pacrnopa (pa3AeJJ 
«KOJJH'leCTBeHHOe onpeAeJJeH11e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe4auue: Tipo.uyKT coorneTcrnyeT Tpe6oBaHH51M H):( 3atcJJIO'leHHe: O,LI.OliPEHO 

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

Tio.uroT0Bne1m: Yogesh TipoBepeHo: Pmve h IT p0B p HO (AOl, ): person / OAo6peHo: O6ecrre'!eHHe 

Chauhan ( / 
Rana. Amit Kumar . 

Ka'leCTBa!OTaeTCTBCHUOe m 1uo: 

j J'/~ 
-'.\J ,-J / L )< .V\o--lf.L 

__s:"t1\..·1 
D ate / - Date / Date I IDate I Q.L1,-12.~,,i__0J-C-

):(am: 24.12.2025 ,[l,a-ra: _4.l'.L025 ):(am: 24.12.2025 ):(am: 
!'I;! ;t.!»t..Clt;V VltH,.c. u-~-~.,, , ,._. __ • V• -', I.IUIIJ1-11V .. ... , , ... -·~ ·- , I b-··-, 

Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www.drreddys.com 



•·· Dr. Reddy's ""'Iii;• 

C • TEOF AN LYSIS 
T HA.JUBA 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, 11\JDIA 

Tei : +91 93166 56001 02 
www.dr;-eddys.com 

Product:/ 
JI 0/l 1a·: 

KetorolO(' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
I{ 'TO Oil )< (KeTO )OJHU<) aCTBO 1me1rnoro 11 BH T llMbIWer.rnoro ssc.ne1-111S1, 30 Mr/MJI 

Batch No/ 
Ce 1rn X!! 
Analytical Report No/ 
AnaJIIITHqec1mu oTqeT X!! 

Date of Manufacture/ 
CTB3 

Mfg. License No./ 
Ilpou3B0/1:CTBenuaH 
JIH .. eHJHH X!! 

: V251008 

: 890001854031 

12/2025 

: MNB/05/263 

Batch Quantity I 454545 ampules / 
06beM ce nn 454545 aMn 
Date of Analysis / 
,llaTa auaJIH3a 

Date of Expiry / 
r o_ueu )J;O 

MA number:/ 
HoMep PY 

24.12.2025 

11/2027 

: J1Il-N2(008888)-(PI'-RU) 

Analy ·i crformed accordino ND / AuaJin3 n one;::i;eu no : JIIl-N2 008888 - PT'-RU)-170225 
Pa2e 2 of 7 I C'rp. 2 m 7 

.N'!! Test I IloKaJaTeJib Results I Pe1yJJbT8TbI Specification/ HopMa 

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

Y<JJ-cnern1porj;om0Atemp1m * 
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>-cneKrphl nornomemrn maxima at 322 ± 2 nm. / Y<l>-cneKTJ)hI 
11CTThTTyeMoro pacTBopa I1 pacTBopa nornomeHIDI HCTThITyeMoro pacTBopa tt 
CTaH,l],apTH0r0 06pa1ua KernponaKa pacTBopa CTaH)],apTH0f0 06pa1ua 
Tp0MeTaMttHa B o6nacrn OT 200 )],0 400 HM KeToponaKa TpoMeTaMttHa s o6naCTH OT 
IIMelOT MaKCHM)'Mhl nornomeHH.!I npH 200 )],0 400 HM )],0Il)!(Hb! HMeTb 
322±2 HM. MaKCHMYMhl nornomemrn npH 322±2 HM. 

3 Clarity / Ilp01paquocTb 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.!I npenaparn suspension I. / OnanecueHUIDI npenaparn 
He npeshmrneT onanecueHuH10 cycneHJHtt He )],0ll)!(Ha npeBhIWaTh onanecueHUHIO 
cpaBHeHIDI I. cycneHJHH cpaBHeHH.!I I. 

4 Color I QBCTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
ITornomeH11e ,ll,Oll)!(HO 6hITh He 6onee 0,20 
npH )],IlHHe B0ilHhl 430 HM. 

5 pH 7.1 From 6.9 to 7.9. I OT 6,9 )],O 7,9 . 

6 Particulate matter / MexauuqecKne BKJJIO'leHttsi 

6a Visible particles / Complies I CoorneTcTByeT Should be absent. / 
BH,ll,HMhJe 'IaCTHUbl )J;on)!(Hbl 0TCYTCTB0BaTh. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHHe: ITpo)],yKT cooTBeTcTByeT Tpe6osaHI1.!IM H)J; 3aKJIIO'leutte: O)J;OliPEHO 

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

ITO)],fOTOBneHO: ge h IlposepeHo: Pravesh flpoaepetto (AOK) : person I O)],o6peHo: O6ecne'IeHHe 

Chauhan (/ Rana j' Amit Kumar Ka'IeCTBa/OTBeTCTBeHHOe IlHJ.J,0: 

{'<~ ~l}Nl L l<VM~ 
~v-1 

Date / Date I Date/ 'Date I 2__l,jr/ 1:-~01--s-
)];am: 24.12 .2025 )];am: 24.12.2025 )],am: 24.12.2025 )];a1a: 

t\eg SU:fft:U Ul Jlt.l;'' a - ,t_- j.:)/ t f\Ud,L.J -n,a :,, lo,IQ/ljO ► d l-il1f.)J' 1 ,y ........... . nuc;:1 1,. - JU~V.J"'t"~ ,.: , _t bu ..i," I \.IIU 

Tel: +9140 4900 2900, Fax : +:H 40 4900 2999, Email : mail@drreddys.com 
CIN: L8S19SAP1984PLC004507 

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 
www.dr;·eddys. com 

Product:/ Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpO,llYKT: KeTopon°" (KeToponaK) pacrnop .UJIH BHyrp11BeHHoro 11 BHyrp11Mb1we1rnoro BBeneHHH, 30 Mrl M11 

Batch No/ 
: V251008 

Batch Quantity / 454545 ampules / 
Cepm1N!! O61>eM cepuu 

: 
454545 aM□YJl 

Analytical Report No/ Date of Analysis / 
Auam,nuqec1rnii oTqeT .N'!! : 890001854031 ,Il;aTa auaJiu3a : 24.12.2025 

Date of Manufacture/ 
: 12/2025 

Date of Expiry / 
11/2027 

,Il;aTa npOU3B0,UCTBa roneu no 
: 

Mfg. License No./ 
Ilpou3BO.UCTBeuuaH : MNB/05/263 

MA number:/ 
: J1TI-N!i(008888)-(Pf-RU) 

JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJinl nposeneu no H)l: J1TI-.N!!(008888)-(Pf-RU)-170225 
Page 3 of7 / CTp. 3 113 7 

x~ Test I IloKa3aTeJlb Results/ Pely.flbTaTbt Specification / HopMa 

6b Invisible particles / 
HeBH.1ll1Mb!e l.JaCTHUbI: 
I. Particles 2: IO µm / 5 not more than 6000 per ampoule; / 

1-lacrnu pa3MepoM 2: He 6onee 6000 Ha aMnyny; 
IO MKM 

11. particles 2: 25 µm / 0 not more than 600 per ampoule. / 
qacrnu pa3MepoM 2: He 6onee 600 Ha aMnyJ1y. 
25 MKM 

7 Impurities/ IlpHMecu 

Irnµu1i.ly A / TI1-1mv11.,l,h A 0.00 % not more than 0.20 % / 110 6onoo O,::W %; 

Impurity B / Tip11Mecb B Nul ueledeu / Ht: uGttdj.JY)I\.CHd 111:,t more th4n 0.50 % / He 6oncc 0,50 %; 

Impurity C / TipHMech C Below LOD (LOD = 0.010 %) / HmKe not more than 0.50 % / He 6onee 0,50 %; 
npe.neJia o6Hapy)l(eHHH (TIO= 0.010 %) 

Impurity D / TipHMecb D Below LOD (LOD = 0.014 %) I H11)1(e not more than 0.20 % / He 6oJiee 0,20 %. 
npe.ueJia 06Hapy)Kett11H (TIO= 0.014 %) 

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

Below LOQ (LOQ = 0.050%) / HH)Ke He11.ueHTH~HUHpoBaHHa51 
npHMeCb npe.uena K0JIH'-!eCTBeHHoro onpe.ueneHHH 

(ITKO =0.050%) 

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

Remarks : The Product confirms to ND/ 
IlpnMe'ianue: Tipo.uyKT COOTBeTcTByeT T])e6oBaHHHM H,[{ 

Conclusion : APPROVED / 
3aKmO'ienue: O,l(OliPEHO 

I~=======::;;::::========.;:::::::=======: 
Prepared by / 
nonroTOaJieHo: Yoge h 
Chauhan / 

Date / 
~arn: 24.12.2025 

Checked by / Checked by (AQA) / 
n poeepe1m (AOK): 
Amit Kumar 

/ / 

Approved by: Quality Assurance/ Authorized 
person/ O.uo6peHo: O6ecnetJeH11e 
Kal.JeCTBa!OTBeTCTBeHHOe JIHUO: 

--~ l)I-J IL KVW/ ArL 
-"' 

Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys .com 
CIN: L85195AP1984PLC004507 

v1ww.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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

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

Product:/ Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpo,1].yKT: KeTopon00 (KeToponaK) pacTBop Ami BHYfPHBettttoro H BHYfPHMhillle'fttoro BBe,1J.eHm1, 30 Mr/Mn 

Batch No/ 
: V251008 

Batch Quantity/ 454545 ampules I 
Cepuff .N'!! 061>eM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lec1mii OT'leT N2 : 890001854031 ,ll;aTa auaJIH3a : 24.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

1.lI:aTa npoH3BO)].CTBa ro,11;eu,11;0 
: 

Mfg. License No./ 
IIpOH3BO,!J;CTBeuuaH : MNB/05/263 MA number:/ : JU1-N!!(008888)-(Pf-RU) 
JlHl~eH3HH .N'!! HoMepPY 

Analysis performed according ND/ AuaJIH3 npoee,11;eu no H,ll;: J1TI-N!!(008888)-(Pf-RU)-170225 
Page 4 of 7 / CTp. 4 H3 7 

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

8 Extractable volume*/ 10.5 ml / 10.5 Mn Not less than 10.0 ml (collectively 
lhBJJeKaeMbJH 061,eM* measured volume of 10 ampoules). I 

He Mettee 10,0 Mn (o6beM, H3MepeHHbIM 
Ha OCH0BaHHH 06be,ll.HHeHHOro 
co.nep)KHMoro 10 aMrryn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
6a1rrepuaJ1bHb1e /<=0. 725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H,ll.OT0KCHHbl KeTOponaKa rpoMeTaMHHa. 

10 Sterility** / NA Must be sterile. I ,L(OJI)KeH 6hITh 
CI t'(JU,llbH(I( I h ..... c·rcpw11,111,1M . 

11 Assay/ KonuqecTBenuoe 30.29 mg I 30.29 Mr From 27.0 mg to 33 .0 mg of Ketorolac 
onpe.i.eneuue Trometamol per 1 mL. / OT 27,0 Mr .i.o 

33,0 Mr KeToponaKa TIJ0MeTaM0Jia B 1 MJI. 

12 Ethanol content I 3rnnoJJ 11.70 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) .i.o 13,10 % (06/06). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lanue: IlpO)zyKT coorneTcrnyeT rpe6osaHIDIM H,ll; 3a1rnmqem1e: O,ll;OliPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Ilo.i.roTOBJieHo: Yogesh OposepeHo: Pravesh ITpoaepeHo (AOK): person/ O,no6peHo: O6ecneqeHHe 

7 

Chauhan w Rana j A mit Kumar 1,a'leCTBa!OTBeTCTBCHHOe JIHI.(0: 

t_/ ~U r-Sl L KV~t'-\Q_ 
.---c::'..v1 

Date I Date / Date / Date/ ¼ r-f L--~ 0 ~ 
D,a-ra: 24.12.2025 ,[l,ara: -4.1 2.2025 ,ll;aTIJ: 24.12.2025 ,[(am: 

'""b l: Cu - 11,,.-,::. ~-4:.•JJ f ·- • .JI - tJWIH " ''-' I J,.,._J_ ~ ' ·~ ,_, ... _,_ 

Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



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

CEPTH tl>IIKAT AHAJill3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P.; 173 205, INDIA 

Tel: +9198166 56001-02 
www.dn-eddys .com 

Product:/ Ketoro1°" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,lly1n: KeTopon(I<' (KeToponaK) pacTBOP .n.m1 BH)'TPHBeHH0ro H BJl)'fPJ.I MblllJeYHOro one.neHml, 30 Mr/Mn 

Batch No I : V251008 
Batch Quantity/ 454545 ampules / 

Cepm1.N'!! O61>eM cepnn 
: 454545 arvmyn 

Analytical Report No I Date of Analysis/ 
AuaJIHTuqec1rnu oTqeT .N'!! : 890001854031 ,Il;aTa auaJIH3a : 24.12.2025 

Date of Manufacture / : 12/2025 
Date of Expiry/ 11/2027 

lllaTa nponlB0/1:CTBa ro,lleH AO 
: 

Mfg. License No./ 
IlponlBOACTBeuuaH : MNB/05/263 MA number:/ : J1TT-N!!(008888)-(Pf-RU) 
JIHUeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AnaJIH3 npoee,llen no H,II;: J1TT-N!!(008888)-(Pf-RU)-170225 

13 

Test/ IloKa3aTeJJb 

Packaging/ OnncaHne 
ynaK0BKH 

Results/ PeJyJJbTaTbI 

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 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack. / 
Tio 1 MJI B aMnyJibl 113 ceeT03amHTHOro 
CTeKJia TeMHO-Kop11,rneeoro ueern KJiacca 
I. B eepxHei1 11acTH aMnyJibI HaHecem,1 
KOJibUO H TOlJKa JI.JUI pa3JIOMU. I Ia ar.myny 
HaKJie1rna10T 3THKeTKy. 
Tio 10 aMCT)'JI DMeCTe C Jll1CTY.OM-
BKJia,11.blllleM e TIBX/anIOMHHHeBbIM 
6JIHCTep. Tio 1 6JIHCTepy B na11Ky 
KapTOHHYfO. 

Page 5 of7 / CTp. 5 H3 7 

Specification / HopMa 

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 
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 
Tio 1 MJ1 D UMnynLI lfJ CDeTO'.lam1n11oro 
CTeKJia TeMHO-KOp11'-1HellOfO UBeTa Knacca 
I. B Bl:'pXHeiii lj fl('TH llMTT)lnf.T H~HAf'.AHhl 

KOJibUO 11 TO'IKa ,11.JIJI pa3JIOMa. Ha aMnyny 
HaKJieHBaJOT 3TMKeTKy. 
Tio 10 aMnyn BMeCTe c JIMCTKOM-
BKJia,11.b!llleM e TIBX/anIOMMHHeBbitt 
6JIMCTep. Tio 1 6nHCTepy B na11Ky 
KapTOHHy!O; UJIJI C/Jlal/UOHapoe: no 2, 3, 5 
6JIMCTepoe B na11Ky KapTOHHYfO. 

* Tests are not performed during the stability investigation. / * JilcnbITaHHJI He npoBo.n.u B xo.n.e 11ccne.n.0BaHHJ1 
CTa6HJihHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** flpH BhmycKe npenaparn 
KOHTpOJih KaqecTBa no IlOKa3aTemo npoBO.lJ.HTCJI ,D.nJI Ka)K)],OH 15-0H cepmt. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Meqam1e: Tipo,11.yKT coorneTcrnyeT TPe6oeaHHJIM HA 3atcmoqettne: O):t:OEPEHO 

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

Tio,nrorneneHo: Y oge h I1poaepetto: Pravesh TipoeepeHo (AOK): person/ O,11.06peHo: O6ecne11eH11e 

Chauhan 1/' Rana ' AmilK{'n1/ Ka£JecTBa/Or eeTCTBeHHOe JIHUO: 

// 1 ~Ut-J IL KVN)~h _.,,.-
_Lvv/ 

Date / Date / Dale I !°ate / 2J:-1r-12..--.~J)l-~ 
}J,aTa: 24.12.2025 ,[laTil: 24.12 .20- ,[(aTa: 24. 12.2025 ,UaTa: 

.. 
Ne 1scereu urnce: o-,-~;:,.,, 'Vl,,i'-1 , ,._,, .o, Odl'J'"" .... ~, ~,y1-n.: QUO - -•vv\.},J. . , -·~··d-·IO, g - " 

Tel: +9140 4900 2900, Fax: +9140 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 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

CERTIFICATE OF ANALYSIS Tel : +9198166 56001-02 
CEPTH<l>HKAT AHAJill3A www.drreddys.com 

Prodoct: / Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlponYJCT: KeTopon00 (KeTOPOJiaK) paCTBOP )].JIJI BHyrpHBeHHOro H BHyrpHMbIWeY.Horo BBe,D.eHHJI, 30 MriMJI 

Batch No/ 
: V251008 

Batch Quantity / 454545 ampules / 
Cepusf.M! 06-LeM cepuu 

: 
454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
Auamnuqec1rnu: OT'leT .N'!! : 890001854031 )];aTa auaJIH3a : 24.12.2025 

Date of Manufacture/ 
: 12/2025 Date of Expiry/ 

11/2027 
JlaTa DPOH3B0.l{CTBa roneu .l{O 

: 

Mfg. License No./ 
IlpoulBO.llCTBennaH : MNB/05/263 MA number:/ : JU1-Mi(008888)-(Pf-RU) HoMep PY Jiu._enJHH N!! 

Analysis performed according ND/ AnaJIHJ nposei.eu no H)(: JIIT-N!!(008888)-(Pf-RU)-170225 
Pa2C} 6 of 7 / CTp. 6 H3 7 

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

INN /MHH: Ketorolac / KeTOponaK 

API manufacturer batch number/ 
2KTM0440725 

HoMep cepuu npouJso.nnTeJJH A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6crnuuuu npOH3BOAHTeJJH FESA00455 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India / 
IlpouJBOAHTCJJb A<l>C, cTpana: CattMtl.J..l JlaGc Jll1MHTe.n, Hu.nm1 

Name, address, authorization No for FP 
Dr Recfcfy's T .ahorntories T .tcf., Tncf.ia, Formulation Unit-6, Vill. Kho!, Nalagarh 

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

HanMeuosauue, a,npec, JJHU:eHJHH .UJJH .n-p PeMH'c Jla6opaTOpuc JIT)J.., I1HAIDI, TipOH3BOACTBeHHOe no.npa3,UeJJeHHe-6, 

Ilpomsoi.CTseuuasi nJJoma,nKa / IlJ1oma,nKa BHJJJJ. Kxonb, Hanarapx Poy.n, EaMH, ,nwCTpHKT Conatt, X.TI., 173205, I1u;:uu1 

K0HTpOJJH KalfeCTsa / IlJJomai.Ka BLrnycKa {nm.1eH3IDI 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». I 

3aKJ110lfeHHe O COOTBeTCTBHH: «HacTOJIW:HM » Il0,U.TBeplK.U.aIO, qTo npHBe,UeHHaJI BbIUie HHq>OpMaUIDI »BJlJ!eTCJI ,UOCTOBepHOH " 

Remarks : The Product confmns to ND/ 
IlpnMelfaHHe: Tipo,u.yKT cooTBeTcTByeT TPe60BaHID1M H,n 
::========;-;::::::=======:::;-;:=======::::::! 
Prepared by / 
Tio,nroTOBJieuo: Yoge h 
Chauhan ./ A 

Date I 
,nara: 24.12.2025 

Checked by/ 
Upoeepctto: Pravesh 

Rana 1 
Checked by (AQA) / 
TipoBepeuo (AOK): 
Amit Kumar 

Conclusion : APPROVED / 
33K.fll04euue: o,n:O6PEHO 

Approved by: Quality Assurance/ Authorized 
person/ O,no6peuo: O6ecneqemie 
Ka4ecrna/OTaeTCTBCHllOC Jlfil.(O: 

~\jW1 L t<vV'1 fl'2._ 
_( 

h a 

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

www.drreddys.com 



•·· Dr. Raddy's "lllfi;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJill3A 

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 

Product:/ Ketorol°'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IIpo,uyKT: KeTopo;l"' (KeToponaK) pacTsop ,AJl.R sttyrpttBeHHOro H BHYfPHMhIWe4Horo BBe,Aemrn, 30 MrlMJJ 

Batch No/ 
: V251008 

Batch Quantity/ 454545 ampules / 
CepnH X!! O61.eM cepnn 

: 
454545 aMnyn 

Analytical Report No / Date of Analysis / 
AuaJIHTH'ICCKHH OT'leT X!! : 890001854031 )]:aTa auaJin3a : 24.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry/ 
11/2027 

)]:aTa npOH3B0,UCTBa ro.ueu .uo 
: 

Mfg. License No./ 
llpon3BO.UCTBeuuaH : MNB/05/263 MA number:/ 

: JITI-N!!(008888)-(Pf-RU) 
Jin~eHlHH X!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npose,ueu no H)]:: JIIl-N!!(008888)-(Pf-RU)-170225 
Page 7 of 7 / CTp. 7 113 7 

T04HOH. 3m cepm1 npo,nyKU1111 np0113Be,neHa (BKJTIOlJaH ynaK0BKY (MapK11pOBKY) 11 K0HTP0JJb Kat.JeCTBa) Ha BbIUJeyKa3aHHOH 

npOH3B0)].CTBeHHOH nnoma,nKe (nnoma,nKax) B Il0JlH0M C00TBeTCTBl1H C Tpe6oBaHmlMl1 DpaBl1JJ Ha,nJJe)l(amett np0H3B0JlCTBeHHOH 

npaKT11KH Espa311HCKOro 3K0H0MH4eCK0ro C0I03a 11 TPe6oBaHH.SIM11 K0HTP0JJ.SI Ka'leCTBa JJeKapCTBeHHbIX cpe,nCTB, a TaK)l(e B 

C00TBeTCTBl1H co cneumfrnKaU,11.SIMH, co,nep)l(alll,11Ml1C.SI B perHCTPaUH0HH0M )].0Cbe CTpaHbl-HMn0pTepa. 3armcw no np0H3B0)],CTBY, 

ynaK0BKe ),f aHanmy nposepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH.SIM DpaBl1Jl Ha,ll,Jle)l(amett np0H3B0)].CTBeHHOH. 

npaKTHKH Espa3HH.CKOro 3K0H0MH4eCK0r0 C0I03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe'laHHC: Dpo,nyKT CO0TBeTCTByeT TPe6oBaHH.SIM H.D: 3aKJ1t0tte11ne: 0,ll;OliPEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
non,roTOBJltrno: Yogesh Dposepetto: Pravesh Oposcpetto (AOK): per on/ O,no6petto: O6ecne'lett1,1e 
Chauhan 'i Rana 1 Amit Kumar Ka"!ecTBa!OTBeTCTBOHl!Oe Jllill0: w \ 

I'-../~ 
~U~ I L rv~~ _( 

Date I I D ate / Date I !Date/ CJ-L,,.--f L-l.._02,,S,-
.lJ:arn: 24.12.2025 ,Ua111: _4.12.2025 .lJ:arn: 24.12.2025 ,Uarn: 

. " ' 
,.., 0 ,_ , \; \.I """' 1 11\.li: • o-,-._, _,. .,, l'U.ffo! '-' - • J 1 .., ..,11,u , ~ l ;u_,, ' T 

___ .._.._ , ~, .... , ~ .... , ... , t, ,_,~ 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddvs .com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 
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