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

CEPTII<I> HKAT AHAJIII3A 

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

Tel .-: S1 S81GG 56001-02 
www drrecidvs.com 

Prodt1ct: / Ketorol0
" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo;:rYfi:T: KeTop01l"' (KeTopoJ1aK) paCTBOP .um1 BHYTPHBettttoro H BHYfPHMbIWe1rnoro sse.uettm1, 30 MrlMJl 
Batch No/ 

: V250891 
Batch Quantity / 454545 ampules / 

: 
Cepusi .N'!! 061>eM cepuu 454545 aMnyJ1 
Analytical Report No / 

: 890001848621 
Date of Analysis / 

: 25.11.2025 
AuaJnnuqecKuii oTqeT .M! 1.L(aTa auaJiuJa 
Date of Manufacture/ 

: 11/2025 
Date of Expiry / 

10/2027 : 
llaTa npouJeo,11,cTea ro.ueu ,11,0 
Mfg. License No./ 
IlpOH3BOLl,CTBeHHaS1 : MNB/05/263 

MA number:/ : JITI-N2(008888)-(Pf-RU) 
JIHI.~eHJUH .N'!! HoMep PY 

Analysis performed according ND/ AuanuJ npoee,11,eu no H,L(: JITT-N2(008888)-(Pf-RU)-l 70225 
Paee 1 of 6 / CTJ>. 1 uJ 6 

x~ Test I IloKa3aTeJib Results/ Pe3yJibTaTbt Specification / HopMa 

1 Description / Onucauue Clear slightly yellow color solution. I Clear colorless to slightly yellow color 
Ilpo3pa'!HbIH. pacrnop CBeTJIO-)l(eJITOro solution. I Ilp03pa4HbIH. pacrnop OT 
IJ,BeTa. 6eCIJ,BeTHOTO ,ll,0 CBeTJIO-)l(eJITOro IJ,BeTa. 

2 Identification*/ Il,ZJ,eHTmJ>nKauuH* 

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.R yAep)l(11Bamrn chromatogram of standard solution (Assay 
OCHOBHOTO mIKa Ha xpoMarnrpaMMe section). I BpeM.R y .uep)l(HBaHIDI 
HCUb!TyeMOTO pacrnopa COOTBeTCTByeT OCHOBHOTO UHKa Ha xpoMarnrpaMMe 
BpeMeHH y,ZJ,ep)KHBaHID! OCHOBHOTO IlHKa HCilbITYeMoro pacrnopa ,ll,OJllKHO 
Ha xpoMaTorpaMMe CTaH,ZJ,apTHOTO COOTBeTCTBOBaTb BpeMeHH y.neplKHBaHWI 
pacrnopa. OCHOBHOTO IlHKa Ha xpoMarnrpaMMe 

CTaH,ZJ,apTHOTO pacrnopa (pa3,ZJ,eJI 
«KonwqecrneHHoe orrpe,ZJ,enemie»). 

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

Y(f)-cneKmporpo1110Me111p1m * 
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. / Ycf>-crreKTpbI rrornow:eHIDI maxima at 322 + 2 nm. / Y<l>-crreK-rphr 
11CllbITYeMOTO pacrnopa 11 pacrnopa 11ornomeH11JI HCilbITYeMOTO pacrnopa H 
CTaH,ZJ,apTHOro 06pa3ua KeToponaKa pacrnopa CTaH,ZJ,apTHOTO o6paJua 
rpoMeTaMHHa B o6JiaCTH OT 200 ,ll,O 400 HM KeToponaKa TpOMeTaMHHa B o6JiaCTH OT 
HMelOT MaKCHMYMbl nornow:eHHH 11pH 200 ,ll,0 400 HM ,ll,OJI)KHbl HMeTb 

322±2 HM. MaKC11MYMbl IlOrJIOIIl,eHID! rrptt 322±2 HM. 

Remarks : The Product confirms to ND/ 
IlpnMe'-laHue: IlpOAYKT coorneTcTByeT rpe6osaHttHM H,n: 

Conclusion : APPROVED / 
3aKJIIO'-leHne: O):(Ol>PEHO 

1:=========::;;::::========;-;::::::======:::::::; 
Prepared by / 

Ilo,ZJ,TOTOBJietto: Yogesh 

Checked by/ 

TTpoecpeHo: Pravesh 

Checked by (AQA) / 

IlposepeHo (AOK): 

Approved by: Qualit Assurance/Authorized 

person / 0 Ao6peHo: 0 6ec11eqem1e 

Chauhan 

D ate/ 

,n:arn: 25.11.2025 

Rana 

IDate / 
;::I:aTIJ: _5 ,l !._0_5 

Amit Kumar -
I Date/ 

,n:arn: 25.11.2025 

KaLJecTsa/OTBeTc 

D ate / 

,n:arn: 

Regist'"red Office : 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034,. Telangana, India 
Tel : +9140 4900 2900, Fox: +9140 4900 2999, Email : mail@drreddys.com 

CIN:L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTII <I> KKAT AHAJilI3A 

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

Tel: -~9 1 S0lGG 56001-02 
www.drreduys.com 

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

Ilpou11n: KeToponO<' (KeTOponaK) pacrnop )],J151 BHyrp11BeHHOro H BH)TJ)IIMhIWeLJHOro BBe,1],eHH51, 30 MriMJl 

Batch No/ 
: V250891 

Batch Quantity / 454545 ampules / 

Cepusi .M! O6beM cepun 
: 454545 aMnyn 

Analytical Report No I 
: 890001848621 

Date of Analysis / 
: 25.11.2025 

Ana.rnnuqec1mii oyqey .N'!! ,Uara anaJin3a 
Date of Manufacture/ 

: 11/2025 
Date of Expiry / 10/2027 

JJ:aTa flPOH3B0,'J.CTBa roueH ,'J.O 
: 

Mfg. License No./ 
IlpoH 3BOlJ.CTBennaH : MNB/05/263 

MA number:/ : JITT-N2(008888)-(Pf-RU) 
JIHI .. efllHH .N°!! HoMep PY 

Analysis performed accordinf ND/ Auamn npoeeuen no HJ(: JITT-N2(008888)-(Pf-RU)-l 70225 
Paec 2 of 6 I CTP, 2 113 6 

x~ Test I IlotcaJaTem, Results/ Pe1yJ1bTaTbl Specification/ HopMa 

3 Clarity/ Ilpo1paLJHOCTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OrranecueHI.(1151 rrperraparn suspension I. / OrranecueHumr nperraparn 
He rrpeshmiaeT orranecueHUHJO cycrreH3HH He .n:om1<Ha rrpeBhllliaTh orranecl(eHumo 
cpaBHeHH51 I. cycrreHJJHI cpaBHeHH51 I. 

4 Color / U:seTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 run. / 
Tiornomett11e .n:omKHO 6b1Th He 6onee 0,20 
rrpH .D:JJHHe BOJJHbl 430 HM. 

5 pH 7.4 From 6.9 to 7.9. I OT 6,9 .n:o 7,9 . 

6 Particulate matter / MexaHH'leCKHe BKJIIO'leHHH 

6a Visible particles / Complies / CooTBeTcTByeT Should be absent. / 
BH.D:HMbJe 'faCTHUbl ,n:omKHbl OTCYTCTBOBaTb. 

6b Invisible particles / 
HeBH.D:HMb!e lfaCTHUbI: 
1. Particles 2': 10 µm / 13 not more than 6000 per ampoule; / 

lfacTHU pa3MepoM 2': He 6onee 6000 Ha aMrryny; 
10 MKM 

11. particles 2': 25 µm / 01 not more than 600 per ampoule. / 
'faCTHU pa3MepoM ~ He l'.50J1ee dOO Ha aM11yJ1y. 
25 MKM 

7 Impurities / IlpnMecu 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMeqauue: Tipo.n:yKT cooTBeTcTByeT TPe6osaHH51M H,n: 3aKJIIO'leune: O,L(OliPEHO 

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

Tio.n:rorosneuo: Yogesh npoaepeHo: Prave h nposepe1-10 (AOK): person I O.n:o6peHo: O6ecrrelfeHHe 

Chauhan (/ Rana i IAnut r ~ KaSOCTBai0TBeTC rr1 ';JO 

,,, 
Date I D ate / Date / Date/ )-t---1 I r--Ltrf" 
,n:arn: 25.11.2025 JJ:aTa: 25.11.2025 ,n:arn: -5 .11.-025 ,[(am: 

Registered Office : 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034.- Telangana, India 
Tel: +9140 4900 2900, F;:;x: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTII <I> IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
T2l : : ~1 S8 15S 560Q1-02 
www.drreddys .com 

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

llpo.L{Yln: KeTopon 11
" (KeToponaK) pacrnop )],JUI BHYTPHBeHHOro H BHYTPHMbllllC4HOro BBC,l],eHH51, 30 Mr/Mn 

Batch No/ 
: V250891 

Batch Quantity / 454545 ampules / 

Cepml.M! O6beM cepuu 
: 

454545 aMnyn 

Analytical Report No / 
: 890001848621 

Date of Analysis / 
: 25.11.2025 

AuamnuqecKuii OT<JeT .M! llaTa auaJIHJa 
Date of Manufacture / 

: 11/2025 
Date of Expiry/ 10/2027 

l)I:aTa opouJB0.[{CTBa ro.[{eH .[{0 
: 

Mfg. License No. / 
llpoHJBO.[{CTBennaH : MNB/05/263 MA number:/ : JU1-N!!(008888)-(Pr -RU) 
JIHl .. elllHH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIHJ npose.[{en no H)I:: J1TT-N!!(008888)-(Pr-RU)-l 70225 
Paee 3 of 6 / CTJ>. 3 uJ 6 

.N'! Test I TioKaJaTem, Results/ PeJyJJbTaTbl Specification / HopMa 

Impurity A / Tip11Mech A 0.11 % not more than 0.20 % / He 6011ee 0,20 %; 

Impurity B / TipttMech B Below LOD (LOD = 0.014 %) I HmKe not more than 0.50 % / He 6011ee 0,50 %; 
npe,nena o6Hapy)l(emrn (TIO= 0.014 %) 

Impurity C / TipttMech C Below LOD (LOD = 0.010 %) I Htt)l(e not more than 0.50 % / He 6011ee 0,50 %; 
npenena 06Hapy)l(eHH51 (TIO= 0.010 %) 

Impurity D / TipnMech D Not detected / He o6Hapy)l(eHa not more than 0.20 % / He 6onee 0,20 %. 

Individual unidentified Not more than 0.20 % / He 6onee 0,20 %. 
impurity I E1IHHwrna51 

Below LOQ (LOQ = 0.050%) I Htt)l(e 
Hett.o.eHTH<pHL(HpoBaHHa51 

npenena KOJIH'lecTseHHoro onpe,uenemrn 
npHMeCh 

(TIKO =0.050%) 

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

8 Extractable volume*/ 10.4 ml/ 10.4 MJI Not less than 10.0 ml (collectively 
l1JBJ1e1<:aeMblH o6'beM* measured volume of 10 ampoules)./ 

He MeHee 10,0 MJI (o6beM, H3MepeHHhlH 
Ha OCHOBaHHH o6be,UHHeHHO,O 
co,uep)l(HMoro 10 aMnyn). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTep11aJ1bHbte /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H.ll:OT0KCHHbl KeTopona1<a -rpoMeTaMHHa. 

10 Sterility** / NA Must be sterile. I )];OJI)l(eH 6h!Th 
CTepHJlbHOCTb ** CTepHJihHhIM. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHne: Tipo,uyKT COOTBeTCTByeT -rpe6oBaHH5IM H,O: 3aKJJIO'leHne: O,ll,O6PEHO 

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

no~ro~OBne6Ho:¥ogesh npoBepeHo: Pra esh TiposepeHo (AOK): person/ O,uo6peHo: O6ecneqeHtte 
Chauhan Rana 

j_ 
Amit Kumar KacieCTsa/OrneTCTBf~IHOe JIHL(0 : 

/ ~~/ 
; 

I ~v Y 

:,[l;ani: 25.11.2025 
!Date / I Date/ Date/ Da'te / ),J -11 -1,n5 

: .l(ara: 25.11 .-0~5 )];am: 25.11.2025 )];aT-a: 

Registered Office : 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad· 500034 .. Telangana, India 
Tel : +9140 4900 2900, F;;x: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drrecidys.com 



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

CEPTII <l>IIKA T AHAJIII3A 

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

Tei: -,-S:i 981G6 56001-02 
www.drreddys.com 

ProdtJ.ct : / Ketorol(\<) (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo.n)'1n: KeTopo111
"' (KeToponaK) pacrnop )],ml BHYfPHBeHHOro 11 BHyrpHMbIWe1rnoro BBe)],eHH51, 30 Mr/Mn 

Batch No I 
: V250891 

Batch Quantity/ 454545 ampules / 

Cepnll ,M! O6beM cepHH 
: 

454545 8MTTYJ1 

Analytical Report No / 
: 890001848621 

Date of Analysis / 
: 25.11.2025 

AuaJUftnqecKuii oTqeT .N'!! ,ll,aTa auaJiuJa 
Date of Manufacture / 

: 11/2025 
Date of Expiry / 

10/2027 
,U:aTa J1POH3B0,llCTBa ro.neu.no 

: 

Mfg. License No./ 
IlpouJso.ncTeeuuaH : MNB/05/263 

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

Analysis performed according ND I AuaJiu3 npoee.neu no H,n:: JITT-N2(008888)-(Pf-RU)-l 70225 

11 

12 

13 

Test/ IToKaJaTeJJb 

Assay/ KoJJH'leCTBeuuoe 
onpe~eJJeuue 

Ethanol content/ 3TaHOJJ 

Packaging / Onucaune 
ynaKOBKH 

Results/ PeJyJJbTaTbl 

30.08 mg I 30.08 Mr 

11.90 % / 11.90 % 

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. / 
IIo 1 MJI s aMilYJJbl HJ CBeTOJallJHTHOfO 
cTeKJJa TeMH0-Kopwrnesoro u,seTa Knacca 
L B sepxttett qacTH aMnynhI ttaueceHbI 
KOJlbl.1,0 H T0'IKa .D,Jl51 pa3JJOMa. Ha aMnyny 
HaKJJeHBaIOT 3THKeTKy. 
IIo 10 aMnyn BMeCTe c JIHCTK0M­
BKJlallbIIIIeM B IIBX/anJOMHHHeBhIH 
6n11cTep. IIo 1 6m,cTepy B na'IKY 
Kaprn HHYJO. 

Page 4 of 6 / Cn>. 4 u3 6 

Specification/ Hop Ma 

From 27.0 mg to 33.0 mg of Ketorolac 
Trometamol per 1 mL. I OT 27,0 Mr .n,o 
33,0 Mr KeTOponaKa TpoMeTaMOJJa B 1 MJI. 

From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) ~o 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 is 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 
IIo 1 MJI B aMnyJJbl 113 CBeTOJallJHTH0ro 
cTeKJJa TeMHo-KopH'lttesoro U:BeTa KJJacca 
I. B sepxttei1 qacTH aMnynhI HatteceHbl 
KOJlbl.1,0 H T0'IKa llJl51 pa3JJOMa. Ha aMnyny 
HaKJJeHBaJOT 3THKeTKy. 
Ilo 10 aMnyn BMeCTe c JIHCTK0M­
DIUIUJll,lllICM ll IJBX/CIJUOMUIIIICDUil 

6JJHCTep. IIo 1 6JJHCTepy s naqKy 
KapTOHHYJO; ORR cmaz1zwHapo11: no 2, 3, 5 
6JJHCTepoB s na'IKY KapT0HH)'lO. 

Remarks : The Product confirms to ND/ 
llp11Me'fattne: IIponyKT coorneTCTByeT Tµe60BaHID1M HA 

Conclu ion : APPROVED I 
3ai-.moqeuue: O,l(OliPEHO 

:=========;-;=:======~=======:::::: 
Prepared by/ 

no.n;roTOB:JlC HO: Yogesh 
Chauhan // 

(? 
D ate / 
A Ta: 25.11.2025 

Checked by/ 
Ilpo.sepeHo: Pravesh 
Rana i 

Checked by (AQA) / 
IIposepetto (AOK): 

Amit Kr __,-;, 

::========: 
I 

Date/ Date/ 
Aarn: 25.11.2025 Aarn: 25.11.2025 

Approved by: Quality Assurance/ Authorized 
person / Ono6peHo: O6ecneqett11e 
Kaqecraa/OTBeTCTBellAOe JIHLJ,O: 

Date/ 

Aarn: 

r1 hY~), 

Registered Office : 8-2-337, Road No. 3, 8anj2ra Hills, Hyderabad - 500034,. Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8S195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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

T~l: +91 S3166 56001-02 
www.drreduvs. com 

Prod1.1ct: / Ketorol°'' (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
llpo,uj'tn: KeTopon°" (KeToponaK) pacTBop AJUI BHyrpirneHHOro tt BHVTPHMbIWC4HOro BBel]:eHtt51, 30 MrlMJJ 

Batch No/ : V250891 
Batch Quantity I 454545 ampules / 

CepuJI ,M! O6'heM cepuu 
: 

454545 aMnyn 
Analytical Report No / 

: 890001848621 
Date of Analysis / 

: 25.11.2025 
AuamfTuqec1mu: OT'IeT .M! llaTa auaJIH3a 
Date of Manufacture/ 

: 11/2025 
Date of Expiry / 

10/2027 
.11:aTa flPOH3B0,UCTBa ro.ueu ,uo 

: 

Mfg. License No. / 
IIpou3Bo,ucTseunaH : MNB/05/263 MA number: I : JITT-NQ(008888)-(Pr-RU) 

HoMep PY JIHJ,.eHJHH .M! 

Analysis performed according ND/ Auamn npose,ueu no H.LJ:: JITT-NQ(008888)-(Pr-RU)-170225 
Page 5 of 6 I CTp. 5 Hl 6 

* Tests are not performed during the stability investigation./* l1cnb1Tamrn He npoBO,ll.51T B xo)J.e ttccne)J.oBamrn 
CTa6HJibHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch. / ** TTp11 BhmycKe nperraparn 
KOHTpOnb Kal!eCTBa no nOKa.3aTemo rrpOBO)J.HTC51 )],1151 Ka)!(,ll.OH 15-oii cepttH. 

API name/ HanMeH0Bam1e A<l>C: Ketorolac Trometamol / KeTOpo11aKa TpoMeTaMOJT 

INN /MHH: Ketorolac / KeTOponaK 

API manufacturer batch number / 
2KTM0320625 

HoMep cepuu nponJBO.ll:HTeJJH A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHQHH npOH3B0.ll:HTeJJH FESA00395 
r JI<D: 

API Manufactured by & country/ Symed Labs Limited, India/ 

IIpou3BOAHTeJJb A<DC, cTpaua: Catl.Me,n: na6c flHMHTe,n:, l1H)IH51 

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 I 
.lJ:-p Pe.IUI.tt'c na6opaTOpHC flT)l., HH)IH51, I1pOH380)ICTBeHHOe l10)lpa3)leneHHe-6, 

HauMeuosaHue, a,llpec, JJHQeHJHH )IJJH 
IIpouJBo,n:cTBeHHaH nJJoma.n:Ka / IlJtomaJlKa 

B11nn. Kxonh, Hanarapx Poy,n:, EaMH, .lJ:11cTpHKT ConaH, X.IT., 173205, l1H)llf11 

ti.UH 1 tJUJnt 11.a'it:l: I Ha/ IlJ1U1J.1aA11.a Hblltyl:Ka 
(nm~eH3H11 N'!! 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 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'laHne: ITpo.n:yKT coorneTcrnyeT Tpe6oaaHH51M HA 3aKJ110'lem1e: O,lJ;OliPEHO 

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

TTOJJ.TOTOBJTeHOt :/, ogesh IlpoeepeHo: Pravesh nposepeHo (AOK): person/ O.n:o6peHo: O6ecneqeH11e 

Chauhan Rana 

1 
Amit Kumar Ka'l.JeCTBa!OTBeTCTBeEr\;Oe m1uo: ~ 

/ r-~ ~ b{l~ 

Date/ Date / Date / Date/ )--b ~ l ,.._ ui 'VJ 
):C°aTa: 25.11.2025 ,lJ;aTa: 5.1L0_5 )],ara: 25.11.2025 ,lJ;arn: 

Registered Office : 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, F;;x: +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 

CERTIFICATE OF ANALYSIS 
CEPTH$IIKATAHAJIH3A 

Viii. Kho!, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, !NOIA 

Tel: -:~1~816656001-02 

www.drreddys.com 

Prodt.lct: / Ketorol°'i (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,11.J1n: KeTopon"" (KernponaK) pacTBop )],J151 BHyrp11BeHHoro 11 BH)'TPl1MhIWe1-rnoro sseP,emrn, 30 Mr/Mn 

Batch No/ 
: V250891 

Batch Quantity/ 454545 ampules / 
CepusJ ,M! O6beM cepuu 

: 454545 aMnyn 

Analytical Report No / 
: 890001848621 

Date of Analysis / 
: 25.11.2025 

AuaJnnuqecKuii: oTqeT N!! llaTa auaJJuJa 
Date of Manufacture/ 

: 11/2025 
Date of Expiry/ 10/2027 

,ll;aTa llPOH3B0.llCTBa ro,11.eu ,11.0 
: 

Mfg. License No./ 
IlpoHJBO.llCTBenuaH : MNB/05/263 MA number:/ : JUJ-N2(008888)-(Pf-RU) 

HoMep PY JJHUelflHH .N°!! 

Analysis performed according ND/ AnaJJHJ npoBe,11.eu no II)];: J1I1-N2(008888)-(Pf-RU)-170225 
Page 6 of 6 / CTp. 6 nl 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». / 

3aKJIIO~euue O COOTBeTCTBHH: «HacTOl!Illl1M ll IIO)]_TBep)l(,11,aIO, 'ITO rrp11ae,neHHal! Bhlllle 11H<pOpMaU11ll l!BJllleTCll JlOCTOBepHOM 11 

TO'IHOM. 3Ta cep1151 rrpo,nyKU1111 rrp0113Be.neua (BKJIIO'lal! yrraKOBKy (MapK11pOBKY) 11 KOHTp011b Kaqecrna) Ha BbIUieyKa3aHHOH 

rrpOI13B0,UCTBeHHOH IIJIOilla.D,Ke (rrnoma.nKax) B IIOJIHOM COOTBeTCTBIH1 C Tµe60BaHI1l!Ml1 ITpaB!1JI Ha,nJie)l(aillett rrp0113B0,ll,CTBeHHOM 

rrpaKTl1KH Eepa3!1HCKOro 3KOHOM!1'leCKOro COI03a 11 Tµe60BaHI1l!MI1 KOHTµOJI51 Ka'leCTBa JieKapcTBeHHbIX cpej]_CTB, a TaK)l(e B 

COOTBeTCTBl111 co crreutt<pHKaum1M11, COAep)l(allll1MHCll B perncTµaUHOHHOM ,11,0Cbe CTµaHbl-HMIIOpTepa. 3arr11c11 no npOH3B0)].CTBY, 

yrraKOBKe 11 auanmy rrpoeepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oeaHH51M ITpaBHJl Ha,ll,Jle)l(ailleM rrpOH3B0,UCTBeHHOM 

rrpaKTHKH Eepa311MCKOro 3KOHOMH'leCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe'lanue: ITpo,nyKT coorneTcrnyeT Tµe6oeaHI1llM H.ll: 3atemoqeuue: 0.ll:OJiPEHO 

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

flOJlrO"l'OBJleHo: Y ogesh ITpoeepeHo: Pravesh npoaepeHO AOI< : peron / O,no6peuo: 06ecrre'leHHe 

Chauhan 

(/ 
Rana 1 Amit K umar Ka1lecrna/Orne1"c1;i. eH HOe n11uo: - 1,vv --

Date/ 'Date I I Date / D ate / 2-G-.,,11 ,- Li> Lf" 
/:(aT,: 25.11.2025 :[.(a111: _5.11 .2025 : [.(am: _5 .11.2025 .D;arn: 

Registered Office : 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034,. Telangana, India 
Tel : +9140 4900 2900, F;.;x: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 


