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

CEPTH<l>IIKAT 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.drreddys.com 

Product:/ Ketorol10 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpO)lVKT: KeTopon® (KeToponaK) pacTBop ,1I.m1 Bttyrp1rnettttoro 11 BttyrpHMhillle'-lttoro BBe,1I.ettm1, 30 Mr/Mn 

Batch No/ : V260263 
Batch Quantity / 

: 
454545 ampules / 

CepuH .N'!! 061.eM cepuu 454545 aMnyn 

Analytical Report No/ Date of Analysis / 

AuaJ1nTn11ecKuii oT11eT .N'!! : 890001875573 )],aTa auaJiu3a : 14.04.2026 

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

02/2028 
llaTa npouJB0ACTBa ro,ueu )l0 

: 

Mfg. License No./ 
IlpOH3BO)lCTBenuaH : MB/05/264 

MA number:/ : JITT-.N2{008888)-(Pf-RU) 
JlH~eH3HH .N'!! HoMep PY 

Analysis performed according ND/ Amum3 npose)len no H)],: JTn-N2(008888)-(Pf-RU)-170225 
Page 1 of 7 / CTp. l H3 7 

.N'2 Test/ IIoicaJaTeJib Results/ PeJyJibTaTbI Specification/ HopMa 

1 Description / Onucauue Clear slightly yellow color solution. I Clear colorless to slightly yellow color 

ITp03pa'-1HbIH pacrnop CBeTJIO-)i(eJTTOro solution. I Tipo3pa1IHbIH pacrnop OT 

usern. 6ecuseTHOro .uo cserno-)KeJJTOro usern. 

2 Identification*/ MneuTn4>meauusi* 

2a HPLC* I B3)KJ(* 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. / BpeMJI y.uep)KHBaHIDI chromatogram of standard solution (Assay 
OCHOBHoro nnKa Ha xpoMaTOrpaMMe section). I BpeMJI ynep)l(ttBaHHJI 
HCilbITyeMoro pacrnopa COOTBeTCTByeT OCHOBHOro n11Ka Ha xpoMaTorpaMMe 
BpeMeHH y.uep)l(HBaHHJI 0CH0BH0ro IU!Ka HCilbITyeMoro pacrnopa .UOJJ)KH0 
Ha xpoMaTorpaMMe CTaH.UapTH0ro C00TBeTCTB0BaTb BpeMeHH y nep)l(HBaHHR 
pacrnopa. 0CH0BH0ro n11Ka Ha xpoMaTorpaMMe 

CTaH.UapTH0ro pacrnopa (pa3.uen 
«Kontt'-lecrneHHoe orrpenenem1e» ) . 

. 

Remarks : Th~ Product confirms to ND/ Conclusion : APPROVED / 
IlpHMCLf3HHe: ITpo.uyKT C0OTBeTCTByeT Tpe60BaH1rnM H,ll; 3aKJIIOLfeHue: O,D:Ol>PEHO 

Prepared by / 

TTo)lroTOBJJeHo: Shagun 

~ 

Date I 
,[l;ara: 14.04.2026 

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

TTpoeepe1-10: Pravesh TTposepeHo (AOK): person/ O.uo6peuo: O6ecrre'leu11e 

Raoa 1 Amit Kumar Ka'leCTBa!OTBeTCTBeHHOe JlIHJ,0: ~ 

/\ -::- ~~ ~V""\ ~~1'1 -1'>'1 
\ r 

Date/ Date I Date/ 
---

'yO V -

,[l;ara: 14.04.2026 ,[l;ara: 14.04.2026 ,ll;ara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabod - 500034, Te:angana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN : L85195AP1984PLC004507 
•t,,•ww.drreddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA 

CEPTM~IIKATAHAJIH3A Tel : +91 98166 56001-02 
, u . n l"'l_._...,_-f,.!..- ,..J"\t"'I"'\ 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular-injections, 30 mg/ml 
IlpOAYKT: KeTopoJI® (KeTopoJiaK) pacrnop )],ml BHyrpHBeHHOro H BttyrpHMbIWe•rnoro BBe)],eHH51, 30 MrlMJl 

Batch No/ 
: V260263 

Batch Quantity / 454545 ampules I 
: 

CepuH .N'!! O6beM cepuu 454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AnanuTu11ecKuii OT'leT .N'!! : 890001875573 ,ll.aTa ananu3a : 14.04.2026 

Date of Manufacture / 
: 03/2026 

Date of Expiry / 
02/2028 : 

.z:t:aTa npOH3BOACTBa roAeH AO 
Mfg. License No. / 
IlpoH3BOACTBennaH : MB/05/264 

MA number:/ 
: J1TT-Mi(008888)-(Pf-RU) 

.JlHUeH3HH .N'!! HoMep PY 

Analysis performed accordin2 ND/ AnanuJ npoBeAeH no H.z:t:: JU1-NQ(008888)-(Pf-RU)-170225 
Pa2e 2 of 7 / CTp. 2 HJ 7 

,N'g Test/ IloKaJaTeJlb Results/ Pe1yJ1bTaTbl Specification/ HopMa 

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

Y(f)-cneKmporjJomoMempuR * 
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>-cneKT{)hI nornomemrn: maxima at 322 ± 2 nm. I Y<l>-crreKTphI 
11CIThITYeMoro pacrnopa 11 pacrnopa rrornomettl151 11cnhnyeMoro pacrnopa 11 
CTaH,!I,apTHOro 06pa3ua KeTOpoJiaKa pacrnopa CTaH,!I,apTHOro o6pa3ua 
T{)OMeTaMl1Ha s o6JiaCTJ1 OT 200 ,!1,0 400 HM KeTopoJiaKa T{)0MeTaM11Ha B o6JiaCTl1 OT 
11Me!OT MaKC11MYMhl nornow,eHl151 rrp11 200 ,!1,0 400 HM ,!I,OJI)l(Hhl 11MeTb 
322±2 HM. MaKCHMYMbl nornomeHH51 np11 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. / OrraJiecueHL(H51 rrperraparn suspension I. / OnaJiecueHU1151 rrperraparn 
He rrpesbmrneT orraJiecueHu1110 cycrreHJ1111 He ,!I,OJI)l(Ha npeBhJIIIaTb orraJiecueHL(l1!0 
cpasHemrn I. cycneHJ1U1 cpasHeHl151 I. 

4 Color / U:seTHOCTb Absorbance should be not more than 0.20 

0.03 
Abs at a wavelength of 430 nm. I 
ITornomett11e ,!I,0JI)l(HO 6b1Th He 6oJiee 0,20 
np11 ,!I,Jll1He B0JIHb[ 430 HM. 

5 pH 7.2 From 6.9 to 7.9. I OT 6,9 ,!I,0 7,9. 

6 Particulate matter/ MexaHH'lecKue BKJllO'leHHH 

6a Visible particles/ Complies / CoorneTcrnyeT Should be absent. / 
Bl1,!I,HMbie qacTHL(bl .ll:OJI)l(Hhl 0TCYTCTB0BaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpuMe'lanue: IIpo,!I,yKT coorneTcrnyeT Tpe6osaHH51M H,n: 3aKJ110'lettue: O.LI:OliPEHO 

Prepared by/ 

no,ttrOT0BJJeH0: Shagun 

~2---

Date I 
,[(am: 14.04.2026 

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

npooepe1-10: Pra; e h TTposepeHO (AOK): person/ OAo6peHo: O6ecneLJeH11e 

Rana 1 Amit Kumar 

~ w:HOCIT~~"' /"· 
\ A rl) 

Date / Date / Date / ) l ,'l)o 

,[(am: 14.04.2026 )lam: 14.04.2026 Lf.aTa: ~ 
✓ 

Registered Office: 8-2-337, Road No. 3, 62111ara Hills, Hyderabad - 500034, Te:3ngana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: rnaii@drreddys.r.om 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH (J)HKAT AHAJill3A 

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

Tel : +91 98166 56001-02 

Product:/ 
II )0 KT: 

Ketorol(I() (Ketorolac) solution for intravenous and intramuscular injections 30 mg/ml 
K eTO 

Batch No/ 
Ce HH .NI! 
Analytical Report No/ 
AuaJIHTH'-leCKHii OT'IeT .N'!! 

Date of Manufacture / 

.N'! 

6b 

7 

3B0)1,CTBa 

nse No./ 
CTBeHHaH 

.N'!! 

Test I IloieaJaTeJ11, 

Invisible particles / 
HeBHJlHMbie "!aCTHUhl : 
1. Particles 2 10 µm / 

lfacnn.1, pa3MepoM 2 
10 MKM 

11. particles 2 25 µm / 
"laCTHU pa3MepoM 2 
25 MKM 

Impurities/ IlpuMecu 

Impurity A / Tip11Mecb A 

Impurity B / Tip11Mecb B 

Impurity C / ITpHMeCh C 

Impurity D / ITp11Mech D 

Individual unidentified 
impurity/ EnHHH"4HaSI 
He11neHTH~HUHpOBaHHa~ 
npHMeCh 

Total impurities/ CYMMa 
np11Mecel1 

: V260263 

: 890001875573 

: 03/2026 

: MB/05/264 

oBe.D,en no 

1rnettttoro H BH HMhIWe'-IHOrO BBe.D,eHml, 30 MrlMJI 
Batch Quantity/ 454545 ampules / 
06beM ce uu 454545 aMn JI 
Date of Analysis / 
,IJ,arn auaJiu1a 14.04.2026 

Date of Expiry / 
ro.D,eH )J,O 

MA number:/ 
HoMep PY 

02/2028 

: Jlf1-N2(008888)-(Pf-RU) 

: Jlf1-N2(008888)-(Pf-RU)-l 70225 
Page 3 of 7 / CTp. 3 HJ 7 

Results/ PeJyJ11,TaTbI Specification/ HopMa 

24 not more than 6000 per ampoule; / 
He 6onee 6000 Ha aMnyny; 

00 not more than 600 per ampoule. / 
He 6onee 600 Ha aMnyny. 

0.09% not more than 0.20 % / He 6onee 0,20 %; 

Below LOD (LOD = 0.014 %) / HmKe not more than 0.50 % / He 6onee 0,50 %; 
npenena o6Hapy)Kemrn (TIO= 0.014 %) 
Below LOD (LOD = 0.010 %) / Htt)Ke not more than 0.50 % / He 6onee 0,50 %; 

npenena o6Hapy)l{eHlll (ITO= 0.010 %) 
Below LOD (LOD = 0.014 %) / Htt)Ke not more than 0 .20 % / He 6onee 0,20 %. 

npenena o6Hapy)l{eHlll (ITO= 0.014 %) 

0.07 % Not more than 0.20 % / He 6onee 0,20 %. 

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

Remarks : The Product confirms to ND/ Conclu ion : APPROVED / 
3a1cmo'feuue: O)l;OliPEHO Ilp11Me'IaHue: ITponyKT COOTBeTCTByeT Tpe6oBaHlllM H,n: 

!:=========~========:::;-;:::=========: 
Prepared by / 
ITonroTOBJietto: Shagun 

Date I 
,[l;aTa: 14.04.2026 

Date/ 
)l;arn: 14.04.2026 

Checked by (AQA) I 
Tipoaepetto (AOK): 
Amit Kumar 

~~ 
~======:::::: 
Date / 
)],aTa: 14.04.2026 

Appr0ved by: Quality Assurance/ Authorized 
per on/ Ono6petto: O6ecneqem1e 

•~,ecroa/O~~oe 7~~ 

,n:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad· 500034, Te,angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Em<Jil: maii@drreddys.corn 

CIN: L85195APl984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKAT AHAJIH3A 

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

Tel: +9198166 56001-02 
. I~ ... ... -.__.. 

Product:/ Ketorol@1 (Ketorolac) solution for intravenous and intramuscula1:Tnject1011s, 30 mg/ml 

IlpoJJ,yKT: KeTopoJI® (KeTopoJiaK) paCTBOp .D,rnl BHYfPHBeHHOro 11 BHYfPHMhIWe<rnoro BBe.D,eHml, 30 MrlMJl 

Batch No/ 
: V260263 

Batch Quantity / 454545 ampules I 
CepnH .M! O6'beM cepuu 

: 
454545 aMTTYJl 

Analytical Report No/ Date of Analysis / 
AuaJinTn11ecKuu oT11eT .M! : 890001875573 )].aTa anaJin3a : 14.04.2026 

Date of Manufacture / 
: 03/2026 

Date of Expiry/ 
02/2028 

)].aTa npOH3BOJJ,CTBa roJJ,CII }J,0 
: 

Mfg. License No./ 
IlponJBOJJ.CTBennaH : MB/05/264 MA number:/ 

: JITT-N2(008888)-(Pf-RU) 
JIUU.eH3HH .N'!! HoMep PY 

Analysis performed according ND/ A11aJ1113 npoee].\en no HJl: JJTT-N!:!(008888)-(Pf-RU)-170225 
Page 4 of 7 / CTp. 4 HJ 7 

.N'~ Test I IloKaJaTem, Results/ PeJyJJbTaTbl Specification/ HopMa 

8 Extractable volume* I Not less than 10.0 ml (collectively 
H3BJJeKaeMblii o6'beM* measured volume of 10 ampoules)./ 

10.2 ml/ 10,2 MJJ He Mettee 10,0 MJJ (o6beM, H3MepettttbJH 
Ha 0CH0BaHHH o6be,[lHHeHHOfO 
co;:i:ep)l(HMoro 10 aMny11). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepttaJJbHble /<=0.725 E3/Mr Trometamol. I He 6011ee 5,8 E3/Mr 
3H,U0T0KCHHbl KeTopoJJaKa TP0MeTaMHHa. 

10 Sterility** I NA Must be sterile. I AomKeH 6bJTb 
CTepttJJhnocTb ** CTepHJJbHblM. 

11 Assay / KoJJuqecTeeuuoe 30.82 mg I 30,82 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe/leJJettue Trometamol per I mL. I OT 27,0 Mr ;:i:o 

33,0 Mr KeTOpo11aKa Tp0MeTaM0Jia B 1 MJJ. 

12 Ethanol content/ 3rnuoJJ 12.11 % From 10.60 % (v/v) to 13 .10 % (v/v). / 
OT 10,60 % (06/06) ,[l0 13,10 % (06/06). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: Ilpo;:i:yKT coorneTcrnyeT Tpe6osattill!M HA 3aKJ1t0qeuue: O.ll:OliPEHO 

1:========::;;:::::=== ===~;:=========: 
Prepared by / 
ITo;:i:roTos11eHo: Shagun 

q_ 

Date/ 
,n:arn: 14.04.2026 

Checked by/ 
Ilposepetto: Pravesh 

Rana L 
Date/ 
,n:arn: 14.04.2026 

Checked by (AQA) / 

Ilposepetto (AOK): 
Amit Kumar 

Approved by: Quality Assurance/ Authorized 
person/ O.no6petto: O6ecne1.Jem1e 

~ .,.,--
~uJ,~:1~oe mr~ ~ ~ 

:::::::::::====~ ( \ ~ / -u 
- ' V\ 

rift~ 
Date/ 

Aarn: 14.04.2026 
Date/ 
J].arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH c:I> IIKAT 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:/ Ketoror1.o (Ketorolac) solution for intravenous and intramusculiir'injecti'ons~ 30 mg/ml 
IlpOJJ.YKT: KeTopoJI10 (KeTOl)OJTaK) pacrnop .um1 BHYTPHBeHHOro 11 BH)'TPHMhlllle'!HOro BBe,ueHHSI, 30 Mr/MJI 

Batch No I : V260263 
Batch Quantity / 454545 ampules/ 

Cepun .N'!! O6beM cepuu : 
454545 aMTTYJI 

Analytical Report No/ Date of Analysis/ 
AuaJJuTuqecKnii oTqeT .N'!! : 890001875573 ,lJ;aTa auaJJHJa : 14.04.2026 

Date of Manufacture / : 03/2026 Date of Expiry / 
02/2028 

,lJ;aTa DPOH3BOJJ.CTBa roJJ.eu JJ.O 
: 

Mfg. License No./ 
IlpoH3BOJJ.CTBeHHaH : MB/05/264 MA number:/ 

: J111-N~(008888)-(Pf-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ A11am1J nposeJJ,en no H,l(: J1l1-N2(008888)-(Pr-RU)-170225 
Pa2e 5 of7 / CTp. 5 HJ 7 

Test/ Ilotca1aTeJih Results / PeJyJ11>TaT1>1 Specification / HopMa 

13 Packaging/ OnncaHne 
ynaKOBKH 

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. I 
no 1 MJI B aMCTYJJbl H3 CBeT03aIJ.J.HTHOro 
cTeKJJa TeMHo-Kopwrnesoro usem KJJacca 
I. B BepxHett qacrn: aMnyJibl HaHeCeHbl 
KOJJbUO 11 T09Ka J],Jlll pa3JJOMa. Ha aMnyny 
HaKJJeHBalOT 3Tl1KeTKy. 
no 10 aMnyJJ BMeCTe C JJHCTKOM-
BKJJa,ll,bIWeM B TTBX/aJIIOMHHHeBblll 
6JJHCTep. no 1 6JJl1CTepy B naqKy 
KapTOHHYIQ. 

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 
no 1 MJJ B aMnyJJbl 113 CBeT03aIJ.J.HTHOro 
CTeKJJa TeMHO-KOp119HeBoro useTa KJJacca 
I. B sepxHett 9aCTH aMnyJJbl HaHeceHbl 
KOJJbl..lO 11 T09Ka J],Jlll pa3JJOMa. Ha aMnyny 
HaKJJe11Ba10T 3THKeTKy. 
no 10 aMnyJJ BMeCTe C JJHCTKOM-
BKJJa,ll,blllieM B nBX/amoMHHHeBbitt 
6JJttcTep. no 1 6nttCTepy B naqKy 
KapTOHHYIQ; OJIR cmaz1u0Hapoe: no 2, 3, 5 
6JJHCTepoB s na'lKY KapTOHHYJO. 

* Tests are not performed during the stability investigation./* Hcnhlrnmrn He npoBOJ:\SIT B xo,[\e 11ccJie,uoBaHH51 
CTa6HJihHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./ ** llp11 BhmycKe npenaparn 
KOHTpOJib Ka'leCTBa no TTOKaJaTemo npoB0,[\11TC51 ,[\JISI Ka)K,[\OH 15-oii cep1111. 

Remarks : The Product confirms to ND/ 

IlpnMel.faHHe: npo,nyKT COOTBeTcTByeT TPe6oBaHHl!M H)], 

Prepared by / 

no.nroTOBJieHo: Shagun 

Date I 
)],am: 14.04.2026 

Checked by I 
Dpoeepe,w: Pravesh 
Ra11a 1 

:.---

Date I 
)];am: 14.04.2026 

Checked by (AQA) / 

TTpoBepeHo (AOK): 

Amit Kumar 

[" 
Date I 

, )],am: 14.04.2026 

Conclusion : APPROVED / 
3aicnro'feHtte: O,ll.OliPEHO 

Approved by: Quality Assurance/ Authorized 

per on / O.uo6peHo: O6ecneqeH11e 

1<a'!ecTBa/OTBe;i;creeHHoe JJHUO: 

\ tCfMA W'l 

D ate / 

,[lam: 

Rel1"istered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te,a ngana, India 
" Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : maii@drreddys.corn 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJilf3A 

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

Tel : +91 98166 56001-02 
.,u., ,I .. --~,,l\,r- ,.n.n-. 

Product:/ K etorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlllOJI.VKT: KeTopohl!I) (1<eToponaK) paCTBOP µ,rm BHYfPH.BeHHoro 11 BHYfPl1MbtWelJHOro BBeti,emrn, 30 Mr/Mn 

Batch No/ 
: V260263 

Batch Quantity / 454545 ampules / 
CepuH .N2 O6'beM cepnn 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJJnTH'leCKHH OT<IeT .N2 : 890001875573 ,l(aTa anaJinJa : 14.04.2026 

Date of Manufacture/ 
: 03/2026 

Date of Expiry / 
02/2028 

,l(aTa npOUJBO,l:\CTBa ro.neu ll.0 
: 

Mfg. License No. / 

IIpoHJBOJI.CTBCHHaH : MB/05/264 MA number:/ 
: JII1-N!i(008888)-(Pf-RU) 

JIHQeHJHH .N'!! HoMep PY 

Analysis performed according ND/ AuaJinJ npoeeAeH no H,ll;: Jlll-N'<,2(008888)-(Pr -RU)-l 70225 
Pa2e 6 of 7 / CTp. 6 HJ 7 

API name/ HanMeHoBanne A<l>C: Ketorolac Trometamol / Ke-roponaKa -rpoMeTaMon 

INN /MHH: Ketorolac / KeTOponaK 

API manufacturer batch number/ 
2KTM0721125 

HoMep cepnu nponJBOL{HTeJUI A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepnu cy6cTaHUlfH npOHJBOL{HTeJJSI FESA00652 
r JI<I>: 

API Manufactured by & country / Symed Labs Limited, India/ 
IlponJBOL{nTeJib A<l>C cTpaua: CattMe.a. Jla6c Jl11M1ne.a., l1H.D.IDI 

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd. India, Formulation Unit-6, Vill. Khol, Nalagarh 
manufacturing site/ Control site/ Release Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / 
site I .ll:-p Pe.Llll11 'c Jla6opaTOp11c JlT.a.. l1H.a.11,i , Tipomso.a.crneHHoe no.a.pa3.a.eneH11e-6, 
Hanl\teHOB31111e, aL{pec, JIUUeHJHSI L{JISI 
Ilp0113B0,ll.CTBeHHaSI nnomaL{Ka / lJJIOlJ..13):{Ka 

Brnrn. KxoJJh, Hanarapx PoyL{, Ea.Llll11, ,n:ucTpl1KT CoJJaH, X.IT., 173205 l1H.D.l1l1 

KOHTp0JISI Ka'leCTBa / IlnomaL{Ka BblilYCKa 
(J1u1..1,eH31rn N!! No MNB/05/263 

Declaration of certification: <d 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 fu ll compliance with the GMP 
requirements of the Eurasian Economic Union and requirement to the medicinal quality and with the pecification in the Marketing 
Autho1ization do sier of the importing country. Production, packaging and testing records are verified and their compliance with 
Good Manufacturing Practice of the Eura ian Economic Union is estabU hed». / 

3aKJIIO<teune O COOTBeTCTBHH: «HaCTOll!Ul1M H IlO,ll.TBep)KL{aIO, qTQ npnse.a.eHHal1 Bhlllle l1H<pOpMaIJ,IDI HBJJHeTCH ,ll.OCTOBepHOH 11 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe<tauue: Tipo.a.yKT COOTBeTCTByeT -rpe6osaHl1HM H,n: 3aic.motte1me: O,U:OEPEHO 

Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
flonrornsneMo: Shagun r:.:•peHoJ w,sh TipooepeHO (AOK): per on/ O.a.o6petto: O6ecneqett11e 

r Ami•Kur , ~ ~:;rnoe ntt~~ 

Date/ Date / Date/ IDate / I 

"' 

/'V I 1,J:1 

.L(ara: 14.04.2026 D,ara: 14.04 .2026 )].a-ra: 14.04.2026 I.L(ara: \ '),,() 
./ 

Registered Office : 8-2-337, Road No. 3, BanJara Hills, Hyderabad - 500034, Te,angan a, India 
Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Em cJi l: maii@drreddys.com 
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•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTM~HKATAHAJIM3A 

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

Tel : +91 98166 56001-02 
... ' ~J- • .J,..1 ·~ -

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscularTnjecfions, 30 mg/ml 
IlpOflYKT: Ke-ropoJI@ (Ke-ropoJiaK) paCTBOP )];ml BHyrp1,mem1oro H BHYfPHMblWeYMOro BBe)J;emrn, 30 Mr/MJI 

Batch No/ 
: V260263 

Batch Quantity/ 454545 ampules I 
Cepm1 .N'!! O6beM cepuu 

: 
454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKuii OT'leT .N'!! : 890001875573 )].aTa auaJinJa : 14.04.2026 

Date of Manufacture / 
: 03/2026 

Date of Expiry / 
02/2028 

,Ll.aTa npOH3B0.IJ;CTBa ro.IJ;eH .IJ;O 
: 

Mfg. License No./ 
IlpoHJBO.IJ;CTBeuuaa : MB/05/264 MA number:/ 

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

Analysis performed according ND/ Anamo npose)lCH no H)J.: JlTI-N2(008888)-(Pf-RU)-l 70225 
Page 7 of 7 / CTp. 7 HJ 7 

TOIJHOH. 3Ta cepn:.11 rrpo.n,yKUHH rrpOH3Be.D,eHa (BKJUoqa.11 yrraKOBKY (MapKHpOBKy) H KOHTpom, Ka11ecrna) Ha BbillieyKa3aHHOH 

rrpOH3B0.ll,CTBeHHOH rnrnma.n,Ke (rrnoma.n,Kax) B ITOJIHOM COOTBeTCTBHH C Tpe6oBaHH.IIMH ITpaBHJI Ha.D,Jie)KameH rrpOH3B0.ll,CTBeHHOH 

npaKTHKH Eapa3HWCKoro 3KOHOMH11eCKOf0 COI03a " TPe6osaHHHMH KOHTPOJIH Ka11eCTBa JieKapCTBeHHhIX cpe,!ICTB, a TaK)Ke B 

CO.OTBeTCTBJ,IJ,I co crreu.mpHKaUHHMH, co.n,ep)Kall{l1MHCH B perncTPaUHOHHOM .ll,OCbe CTpaHbl-HMITOpTepa. 3arrHCJ,1 ITO rrpOH3B0)].CTBY, 

yrraKOBKe J,I aHaJIH3Y rrpoaepeHhl, J,I ycTaHOBJieHO HX COOTBeTCTBHe TPe6osaHH.IIM ITpaBHJI Ha.D,Jie)Kamew rrpOH3B0.ll,CTBeHHOW 

rrpaKTHKH Eapa3HWCKOro 3KOHOMH11eCKOro COI03a». 

'Remarks : The Product confirms to ND/ 
flp11Me'-la1t11 e: ITpo.n,yKT coorneTcrnyeT TPe6osaHH.IIM H,l]; 

Prepared by / Checked by / Checked by (AQA) / 

ITo.n,rOTOBJieHo: Shagun Opoaepe110: Prave h ITpoaepetto (AOK): 

R,na d Amit Kumar 

£2~ ,_/ 

--
Date I Date I Date/ 
,[(am: 14.04.2026 ,[(am: 14.04.2026 ,[(am: 14.04.2026 

Conclusion : APPROVED / 
3aKmoqenn:e: O,IJ:O.6PEHO 

Approved by: Quality Assurance/ Authorized 

per on / 0,1Io6peHo: 06ecrre11em1e 

Ka4ecrna/0TBeTCTBeHHOe JIHU.O '. 

I ·J-o.-l l~ ~ 

Date/ 
,IJ:aTII: 
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