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

CEPTH<l>IIKAT AHAJIIBA 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDIA 

Tel : +9198166 56001-02 
... , .. , , ~ .. ....... A..J. ,e ,,. ,....,."' 

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

IJpOJ(VKT: KeTopon00 (KeTopoJlaK) pacrnop .LJ:JUI BHyrpHBeHHOro 1-1 BHyrpHMbJWe'-IHOro BBe.D,eHH.l'I, 30 Mr/MJ1 

Batch No/ 
: V260264 

Batch Quantity/ 454545 ampules / 

CepuH .N'!! 06beM cepnu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJinTuqecKun oTqeT .N'!! : 890001876945 ,ll,aTa auaJin3a : 14.04.2026 

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

02/2028 
lllara npon3B0tJ.CTBa roti.eH tJ.O 

: 

Mfg. License No. / 
IIpou3BOACTBeuuaH : MB/05/264 MA number:/ : JITI-N2(008888)-(Pf-RU) 
JIHl.(eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 np0Bel).e11 no H,ZJ,: JITI-N2(008888)-(Pf-RU)-170225 
Page 1 of 7 / Crp.1017 

.N'! Test/ IloKa3aTem, Results/ Pe1yJ1hTaThI Specification/ HopMa 

1 Description/ Om-tcauue Clear colorless solution. / Ilp03pa'rnhitt Clear colorless to slightly yellow color 
6ecuseTHbIH pacrnop. solution. I Ilp03pa'-IHhitt pacrnop OT 

6ecuseTHOro ,11.0 csenJO-)l(eJJToro usern. 

2 Identification*/ Mti:eHTmfnrnauusi* 

2a HPLC* I B3}K}(* 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. / BpeMH y.11.ep)l(HBaHHH chromatogram of standard solution (Assay 
0CHOBH0fO nwKa Ha xpoMaTorpaMMe section). I BpeMH y )lep)l(HBaHWI 
11cnhnyeMoro pacrnopa C00TBeTCTByeT 0CH0BH0fO n11Ka Ha xpoMarnrpaMMe 
speMeHH y,11.ep)l(HBaHu.sr 0CHOBHOro nuKa HCnhITyeMoro pacrnopa ,11.0JJ)l(H0 

Ha xpoMaTorpaMMe CTatt,11.apTH0ro CO0TBeTCTB0BaTb BpeMeHH y!lep)l(HBaHHJI 
pacrnopa. OCHOBHOro TTHKa Ha xpoMaTorpaMMe 

CTaH,11.apTH0ro pacrnopa (pa3,11.en 
«KonU'-lecrneHHoe onpe,11.eneHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMeqauue: Ilpo,11.yKT coorneTcrnyeT Tpe6osaHHJIM H)], 3aKJ110'Ien11e: O)1:OliPEHO 

Prepared by / 

Tio,11.rornsnetto: Shagun 

o/ 
Date/ 

,[(am: 14.04.2026 

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

npoaepeHo: Prave h nposepe1-10 (AOK): person/ O,11.06petto: O6ecne'-ieHue 

Rana { Amit Kumar Ka'-lecrna/OrneTCTBeHHOe JlHUO: 

0 C/v r--11 L k:_\)1-..Jj ,~tL 

__L r-1 
Date I Date I I Date/ I G-vL1 ~.( CJ2.._b 
,[(am: 14.04.2026 ,[(am: 14.04.2026 ,[{am: 

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

CIN: L8S195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTH <l>IIKAT AHAJill3A 

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

Tel : +91 98166 56001-02 
..... ·-- .,r r~...., ,l -4,h 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscuiadnjections, 30 mg/ml 
IIPO.llVKT: KeTopon® (KeTOponaK) pacrnop Amr BHYTPHBettttoro H BttyrpHMhlll1e1rnoro BBeJJ;emrn, 30 Mr/MJI 

Batch No I 
: V260264 

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

: 
454545 aMnyJI 

Analytical Report No I Date of Analysis / 
AuaJIHTnqecKuii oTqeT .N'!! : 890001876945 )laTa auaJiu1a : 14.04.2026 

Date of Manufacture / 
: 03/2026 

Date of Expiry / 
02/2028 

[)laTa DPOH3BOACTBa ro,neu AO 
: 

Mfg. License No./ 
Ilpou1BoACTBeuuaH : MB/05/264 MA number:/ 

: JITI-NQ(008888)-(Pf-RU) 
JIHQeH3HH .N°!! HoMep PY 

Analysis perforn1ed accordin2 ND/ Anan,o npoo~JJ,en no H)J.: Jln-NQ(008888)-(Pf-RU)-170225 
Pa2e 2 of 7 / CTp. 2 u1 7 

.N'! Test/ IIoicaJaTem, Results / PeJym,TaTbI Specification/ HopMa 

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

Y({)-cneKmpo(jJomoMempuR* 
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<I>-crreK-rph1 rrornomeHllil maxima at 322 ± 2 nm. I Y<I>-crreKTphI 
11CIThITyeMoro pacTBopa 11 pacTBopa rrornomeHllil 11CIThITyeMoro paCTBOpa 11 
CTaHAapTH0ro 06pa3ua KeToponaKa pacrnopa CTaH.uapTH0ro 06pa3ua 
TpOMeTaMl1Ha B o6nacrn OT 200 .11.0 400 HM KeToponaKa T{)0MeTaMHHa B o6JiaCTH OT 
11Me!OT MaKCHM)'Mhl rrornomeH11» np11 200 ,11.0 400 HM ,11.0JI)f(Hbl HMeTb 
322±2 HM. MaKCHM)'Mhl nornomeHllil rrptt 322±2 HM. 

3 Clarity/ Ilpo3paquocTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnanecueHu11» rrpenaparn suspension I. / OnanecueHUH» rrperraparn 
tte npeBhnuaeT onanecueHu1110 cycneH3HH He .11.0JI)f(Ha npeBhllUaTh orranecuettu1110 
cpaBHeHHH I. cycneH3HH cpaBHeHllil I. 

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

0.03 
Abs at a wavelength of 430 nm. / 
IlornomeH11e .U0JI)KHO 6bnh He 6onee 0,20 
nptt ,11.Jil1He B0JIHhl 430 HM. 

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

6 Particulate matter/ MexaHH'lecicue BKJJIO'ICHHH 

6a Visible particles / Complies I CoorneTcTByeT Should be absent. / 
B11nHMbie LJaCTHUhl Ll,OJI)f(Hhl 0TCYTCTB0BaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
1Ip11Me'!aH11e: Ilpo,11.yKT cooTBeTcrnyeT Tpe6oBaHHHM HA 3aKJJIO'leHue: O)1:OliPEHO 

Prepared by/ 

no~rOTOBJJCHO: Shagun 

c;V 

Date / 

LI.am: 14.04.2026 

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

IlpoeepeHo/: Pravesh IlpoBepeHo (AOK): perso,n. I O.uo6peHo: O6ecrre'IeHHe 

Rana /i Amit Kumar KaLJecrna/OTBeTCTBeHHOe JIHU0: 

/\ ~ ,(vr-.1, '-- l<vM/ClfL 

- _ (-v1 
Date / Date/ IDate / l C4J lf r,<01--l 
Ll,aTa: 14.04.2026 Ll,arn: 14.04.2026 )].aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hi ll s, Hyderabad - 500034, Te:angana, Ind ia 
Tel: +91404900 2900, Fax: +91404900 2999, Email : maii@drreddys.r.om 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH<I>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 
'' -

Product:/ Ketoroll!<) (Ketorolac) solution for intravenous and intramuscuiar''i'i1Ject1bn't"3'0 mg/ml 
llr>O~)'KT: KeT00011® (KeTOponaK) pacTB0P ,LVUI BJIYTl)I,fBeHH0r0 11 BHVTPl1Mh1We4H0ro BBe~eHl151, 30 Mrf MJI 

Batch No/ 
: V260264 

Batch Quantity/ 454545 ampules I 
CepnH N!! O61.eM CePHH 

: 
454545 aMTIYJI 

Analytical Report No I Date of Analysis / 
AnaJIHTH'leCKHH OT'leT N!! : 890001876945 ,Ll;aTa anaJIH3a : 14.04.2026 

Date of Manufacture / 
: 03/2026 

Date of Expiry / 
02/2028 

,Ll;aTa npOH3B0tJ.CTBa roti.en tJ.O 
: 

Mfg. License No. / 
IlpOH3B0tJ.CTBeHH3H : MB/05/264 

MA number:/ 
: JIIT-J•fa(008888)-(Pf-RU) 

JIHQeH3HH N!! HoMep PY 

Analysis performed according ND/ Anam13 npoBeti.en no H,LI;: JIIT-N!i(008888)-(Pf-RU)-170225 
Paee 3 of 7 / CTp. 3 HJ 7 

.N'!! Test/ IloKaJaTeJih Results/ Pe1yJ1bTaTb1 Specification / HopMa 

6b Invisible particles / 
HeBl1.LHIMble 1-IaCTl-11.-lbI: 
1. Particles 2 10 µm / 08 not more than 6000 per ampoule; / 

qacrnu pa3MepoM 2 He 6oJiee 6000 Ha aMnyJiy; 

10 MKM 

11. particles 2 25 µm / 00 not more than 600 per ampoule. / 
qacrn.u pa3MepoM 2 He 6oJiee 600 Ha aMnyny. 

25 MKM 

7 Impurities/ IlpHMecu 

Impurity A/ TipHMecb A Below LOQ (LOQ = 0.049 %) / HmKe not more than 0.20 % / He 6oJiee 0,20 %; 
npe.ueJia KOJI)1qecrneHHOro onpe.ueJiemrn 

(TIKO = 0.049 %) 

Impurity B / TipHMecb B Below LOD (LOD = 0.014 %) I HmKe not more than 0.50 % / He 6oJiee 0,50 %; 
noe.ueJia o6HaPv)KeHH51 (TIO= 0.014 %) 

Impurity C / TipHMecb C Below LOD (LOD = 0.010 %) I HmKe not more than 0.50 % / He 6oJiee 0,50 %; 
noe.ueJia o6Hapy)KeHH51 (TIO= 0.010 %) 

Impurity D / Tip11Mecb D Not detected I He o6Hapy)KeHa not more than 0.20 % / He 6oJiee 0,20 %. 

Individual unidentified Below LOQ (LOQ = 0.050 %) I H11)Ke 

impurity / E.UHHMqHa51 npe.ueJia KOJI11qecrneHHoro orrpe,neJieHH51 
Not more than 0.20 % / He 6oJiee 0,20 %. 

HeM,UeHTH~11u11poBaHHaJI (TIKO = 0.050 %) 
npHMeCb 

Total impurities/ CYMMa Below LOQ / H11)Ke npe.nena Not more than 1.50 % I He 6oJiee 1,50 %. 
np11Mecew KOJIJ1qecrneHHoro onpe.ueneHH51 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHHe: Tipo.uyKT CO0TBeTCTByeT rpe6oBaHHJIM H)J. 3aKJ110'len11e: O,l],OliPEHO 

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

no.ur0TOBJleHO: Shagun TTposepeHo: Pravesh TTpoaepeHO (AOK): person / O.uo6peHo: O6ecneqeH11e 

Rana 1 Ami t Kumar Kaqecrna/OTBeTCTBeHHOe JI11UO: 

o/ I'- .,--- \Sll t-J I l I( 1..1 MI(\ a_ 
~<::.v-1 

Date / Date/ Date I !Date/ I 6--o 4~-<'.ifL6 
)].am: 14.04.2026 )].am: 14.04.2026 )].am: 14.04.2026 )J.ara: 

ReQ'istered Office: 8-2-337, Road No. 3, BanJara Hills, Hyderabad - 500034, Te:angana, India 
0 

Tel: +91 40 4900 2900, Fax : +91 40 4900 2999, Email: maii@drreddys.corn 

CIN: L8:,195AP1984PLC004507 

www.drreddys.com 

I 



•·· Dr.Raddy's~;• 
Dr. Reddy' s Laboratorie~ Ltd . 
F:Jrmu! ation Uni t -6 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJilI3A 

Viii. Khoi, illalagarh ;,oad, 8adai, 

Dist t. Solan, H.P .. 173 205, i f~Di.C\ 

Te! : +9J 98 165 55001-02 
Af t·, rlrron.-..... r""' 

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

IlPOAYKT: KeTOPOJl@ (KeTopoJiaK) paCTBOP )],ml BHYTPHBeHHOro H BHyrpHMbIWelfHOro BBe)],emrn:, 30 MrlMJl 

Batch No/ 
: V260264 

Batch Quantity / 454545 ampules / 
Cepun .M! O6'heM cepuu 

: 
454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AaaJIHTH'leCKHH OT'leT N!! : 890001876945 ,ll.aTa aaaJIHJa : 14.04.2026 

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

02/2028 
)laTa npOH3BOJ);CTBa ro,11;eH J);O 

: 

Mfg. License No./ 
IIpou3eo,11;cTeeaaan : MB/05/264 MA number:/ : JU1-N2(008888)-(Pf-RU) 
nuueaJHH N!! HoMep PY 

Analysis performed according ND/ AaaJIH3 npoee,11;ea no H,ll.: J1I1-N2(008888)-(Pf-RU)-170225 
Page 4 of 7 / CTp. 4 u1 7 

.N"!! Test I IloKaJaTeJib Results/ Pe1yJibTaTbI Specification / HopMa 

8 Extractable volume*/ Not less than 10.0 ml (collectively 
MJBJieKaeMbIH o6beM* measured volume of 10 ampoules). / 

10.3 ml I 10,3 Mn He MeHee 10,0 Mn (o6beM, mMepeHHhlH 
Ha OCHOBaHJ,UI o6be,ll.HHeHHOro 
co,11.ep)l(HMoro 10 aMnyn). 

9 Bacterial endotoxins I <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
JiaKTepuaJibHble /<=0.725 E3/Mr Trometamol. I He 6onee 5,8 E3/Mr 
3H)J.OTOKCUHbl KeToponaKa TP0MemM11Ha. 

10 Sterility** / NA Must be sterile. I ,[J;on)l(eH 6h1Tb 
CTepHJibHOCTb ** CTep11nbHbIM. 

11 Assay/ KoJil1'IecTBeuuoe 30.64 mg I 30,64 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe,11.eJieuue Trometamol per 1 mL. / OT 27 ,0 Mr .no 

33,0 Mr KernponaKa TPOMemMona B 1 Mn. 

12 Ethanol content/ 3rnuon 12.05 % From 10.60 % (v/v) to 13.10 % (v/v) . / 
OT 10,60 % (06/06) .no 13,10 % (06/06). 

Remarks : The Product confirms to ND/ 

I

IConclu ion : APPROVED/ 
npmue<faHne: Ilpo,11.yKT COOTBeTCTByeT Tpe6oBaHH51M H,[J; 3aK.1110•1eHne: O)1,OJiPEHO 

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

Tio,11.roToBneHo: Shagun 
~;:epe"irnvesh 

TiposepeHo (AOK) : person / O,11.06peHo: O6ecne1IeH11e 

Amit Kumar Ka•1ecTna/O TBeTCTBeH1 1oe JIHJJ.O: 

o/ f\ c,~u1---q l I( (.}\,Vf ,c (1___ - ,--(vv/ 

Date/ D ate / Date/ IDate I I l--oy.-_z(1Ll 
}];am: 14.04.2026 }:laTa : l4 .04.2026 }];am: 14.04.2026 }];am: 

Registered Office: 8-2-337, Road No. 3, 8211;a1a Hills, H-ydt'rab,;d • 500G34, re : c>ngana Ind,,, 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emoi i: m ;:i i iLipdn erlciys com 

CI N: L 85195AP i.St84 PLCOO,t ',07 

I 



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

CEPTII <I> IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l(hol, Nalagarh Road, Baddi, 
Uisit. Solan, H.P., 173 205, INDIA 

!-el : +91 98166 56001-02 
1 , ,l,~.,..i~ur r-n m 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular 1njectioris, 30 mg/ml 
Ilpo;w1n: KeTopon@ (KeToponaK) pacrnop AJI51 BHYTPHBettttoro H BHYTPHMhillie'-IHOro BBe;:i;eHH51, 30 Mr/Mn 

Batch No/ : V260264 
Batch Quantity I 454545 ampules I 

CepnH .N'!! O6beM cepHH : 454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AnaJIHTH'leCKHH OT'leT .N'!! : 890001876945 ,z:t;aTa auaJin3a : 14.04.2026 

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

JJ:aTa DPOH3B0,!J;CTBa ro;:i;eu )];O : 

Mfg. License No./ 
Ilpon3BO,!J;CTBenuaH : MB/05/264 MA number:/ : JUI-N!1(008888)-(Pf-RU) 
JIUQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBe;:i;eu no H,n:: J1I1-N2(008888)-(Pf-RU)-170225 

13 

Test/ IloKaJaTeJib 

Packaging/ Onucauue 
ynaKOBKH 

Results / PeJyJibTaTbl 

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. / 
llo l MJI B aMnyJihl 113 CBeT03aIIl,HTHOro 
cTeKJia TeMHO-KopwrneBoro UBern KJiacca 
I. B BepxHeM 'laCTH aMIIYJihl HaHeceHhl 
KOJihUO H TO'IKa ,Q/151 pa3JIOMa. Ha aMnyny 
HaKJieHBaIOT 3THKeTKy. 
llo 10 aMnyJI BMeCTe c JIHCTKOM-
BKJia,O:hIIIIeM B llBX/amoMHHHeBhIM 
6JIHCTep. llo 1 6nuCTepy B na'IKY 
KapTOHHYJO. 

Page 5 of 7 / 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 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 
llo I Mn B aMnyJihI m cseToJamnTHoro 
CTeKJia TeMHO-KOpH'IHeBoro UBeTa KJiacca 
I. B Bepxueil qacrn: aMnynhI HaHeceHhI 
KOJibUO H TO'IKa ,nm, pa3JIOMa. Ha aMnyny 
HaKne11BaJOT 3THKeTKy. 
llo 10 aMnyn BMeCTe c JIHCTKOM­
BKJia,O:bIIIIeM B llBX/amOMHHHeBblll 
6nHcTep. llo 1 6nHcTepy B rra'IKY 
KapTOHHyIO; OJIR cmm,1u0Hapo6: ITO 2, 3, 5 
6m1CTepoB B na'IKY KapTOHHYJO. 

* Tests are not performed during the stability investigation./* 11cnhITaHH51 He npoBOA5IT B xo;:i;e Hccne;:i;oBaHH51 
CTa6HJihHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** IlpH BhmycKe npenaparn 
KOHTpOJib Ka'-leCTBa no IlOKa3aTemo npOBO)];HTC51 )];Jl51 Ka)K)];OM 15-oii cepHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
llpnMe•rnuue: llpoJJ:yKT cooTBeTcTByeT Tpe6oBaHH51M H)]; 3aKmo<J:euue: O,l1;OliPEHO 

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

noJJ:rOTOBneHo: Shagun • TTpoaepetto: Pravesh TTpoaepeHO (AOK): person/ O,a:o6peHo: 06ecne'leHHe 

Rana i A mit Kumar Ka'IeCTBalOTBeTCTBeHHOe JIHUO: 

~v r - c__\ UNI l <t'._Ul--'I /<ll'<.__ 

~-<-V-1 
Date I Date/ Date I IDate / I 6 --o GI ,-) UL t 
)];am: 14.04.2026 )];am: 14.04.2026 )];am: 14.04.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034 .. Telang;,na, India 
Tel: +91 40 4900 2900, Filx: +9140 4900 2999, Erna ii: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Viii. l<hol, Nalagarh Road, Baddi, 
Disi:t Solan, H.P., 173 205, INDIA 
r,:,1: +91 98166 56001-02 

,.f -lrl, t\ ~ '-t 1 r ·- ,r ,.,..-

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo;::i;yKT: KeTopon® (KeToponaK) pacrnop ,ll,JI5! sttyrpirneHHoro 11 Bttyrp11Mb1rne'-rnoro BBe,ll,emrn, 30 MrlMJI 

Batch No/ 
: V260264 

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

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJiuTu11ecKuii OT'leT .N'!! : 890001876945 ,z:i:aTa auaJin3a : 14.04.2026 

Date of Manufacture / 
: 03/2026 

Date of Expiry / 
02/2028 

llaTa npou3BO,JJ;CTBa ro;::i;eu )];O 
: 

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

MA number:/ 
: JUI-N2(008888)-(Pr-RU) 

JIUQeH3UH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIU3 npoBe;::i;eu no H,11;: JUI-N2(008888)-(Pr-RU)-170225 
Page 6 of 7 / Crp. 6 03 7 

API name/ HauMeHOBanue A<l>C: Ketorolac Trometamol I KeTOpOJiaKa TpoMemMon 

INN /MHH: Ketorolac / KeTOponaK 

API manufacturer batch number/ 
2KTM0721125 

HoMep cepuu npoHJBO/l.HTem1 A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepuu cy6CT8HUHH npOH3B0/J,HTeJIH FESA00652 
r JI<I>: 

API Manufactured by & country/ Symed Labs Limited, India/ 
IlpouJBO/l.HTeJib A<l>C, CTpaua: Caii.Me,11, Jla6c JluMHTe,11,, 11H,11,m1 

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 
HauMeHoBanue, a,11,pec, JIHUeHJHH ,11,JIH 

)J;-p Pe)],,11,H'c Jla6opaTOpHC JlT,11,., l1H,11,HH, IlpOH3B0,11,CTBeHHOe no,11,pa3,11,eneH11e-6, 

IlpOH3B0/J,CTBeHHaH IIJIOLUa,JJ;Ka / IlJIOLU8,JJ;Ka 
BHJIJI. Kxonb, Hanarapx Poy;::i;, Ea)],,11,H, ,ll;HCTpHKT ConaH, x.rr., 173205, l1H,11,HH 

KOHTpOJIH Ka4eCTBa / IlJIOLUa,JJ;Ka BblIIYCKa 
(nm.(eH3HH 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 
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»./ 

3aKmoqeuue O COOTBeTCTBHH: «HacTOHW:HM .a IIO)],TBep)K,11,aJO, qTo IIpHBe,11,eHHaH BbIWe HH<pOpMal..(HH HBJIHeTCH ,11,0CTOBepHOH. H 

1Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: Ilpo,11,yKT coorneTcrnyeT Tpe6oBaHH»M H)J; 3aKJII04em1e: O,[(OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
Ilo,11,roTOBJieHo: Shagun IlpoBepeHo: Pravesh IlpoBepeHo (AOK): person/ O,11,06peHo: O6ecne1JeH11e • 

Rana i Amil Kumar Kaqecrna/OrneTcTBeHHoe n11uo: 

12/ 1'~- ,jUt--i\L )(_Ull'-1 P,,Q_ 

~ -(-,rV/ 

Date/ Date/ Date I IDate / / G-o l,J r J 01-l 
)];am: 14.04.2026 )];am: 14.04.2026 )];am: 14.04.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034. Telangana, India 
Tel: +91404900 2900, Fox: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC00450t 
www.drreddys.com 

I 



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

CEPTII «l>IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
\/ill. l<hol, Nalagarh Road, Baddi, 
D1stt. Solan, H.P., 173 205, INDIA 

1-,~1 : +91 98166 56001-02 
'NW rlrrrc>rldv~ rnm 

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

IlpO/WKT: Kempon® (KeTOpoJiaK) pacTBop )],ml BHyrpimeHHOro H BHyrpHMblllle4HOro BBe)],eHml, 30 Mr/MJI 
Batch No/ 

: V260264 
Batch Quantity/ 454545 ampules / 

CepuH .N'!! O6'heM cepuu : 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHH OT'leT .N'!! : 890001876945 ,[I;aTa anaJitt3a : 14.04.2026 

Date of Manufacture / 
: 03/2026 

Date of Expiry / 
02/2028 

)laTa npOH3BOACTBa roAeH AO 
: 

Mfg. License No./ 
IlpOH3BOACTBeHHaH : MB/05/264 

MA number:/ 
: JITI-NQ(008888)-(Pr-RU) 

JIHU:eH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoeeAeH no H,n:: JITI-N!!(008888)-(Pr-RU)-170225 
Page 7 of 7 / CTp. 7 tt3 7 

TO'IHOH. 3m ceplll rrpOAYKLJ,1111 rrpomBe)],eHa (BKJ1IO'la» ynaKOBKY (MapK11pOBKY) 11 KOHTJ)OJ1h Ka'lecrna) Ha BbIIIIeyKa3aHHOH 

np0113B0/J,CTBeHHOH IlJ10W:a)],Ke (Il110W:a)],Kax) B IlOJ1HOM COOTBeTCTBl111 C Tpe6oBaHl1HMl1 IlpaBl1J1 Ha)],Jie)Kamefi rrp0113B0/J,CTBeHHOH 

npaKTl1Kl1 EBpa311HCKOro 3K0H0Ml1'1eCK0ro COI03a 11 Tpe6oBaHl1J!Ml1 KOHTp011Ji Ka'leCTBa JieKapcTBeHHhIX cpe/1,CTB, a TaK)Ke B 

COOTBeTCTBl111 co crreump11Kau11»M11, C0/l,ep)Kam11Ml1CJ! B pernc-rpau110HHOM /J,OCbe CTpaHhl-11MilOpTepa. 3an11c11 no np0113B0/J,CTBY, 

ynaKOBKe 11 aHaJil13Y rrpoBepeHbl, 11 yCTaH0BJieHo 11X C00TBeTCTBl1e -rpe6oBaHl1HM IlpaBl1JI Ha/J,Jie)Kamefi np0113B0/J,CTBeJJ;HOH 

npaKTl1Kl1 EBpa311HCKOro 3K0H0M11'1eCKOro COI03a». 

Remarks : The Product confirms to ND/ 

I 
Conclusion : APPROVED / 

IlpuMeqaHue: IlpoAyKT coorneTcrnyeT -rpe6oBaHill!M H,[{ 3aKmo-4euue: O,[{OliPEHO 

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

Tio.llrOTOBJleHo : Shagun npoeepeHo: Pravesh CTpoe peHo {AOK) : person I OAo6peHo: O6ecne<Iem1e 

Rana i Amit Kumar Ka'leCTBalOTBeTCTBeHHOe mruo: 

<v- r~,_ -(U1'l\L K_vrl t<1 fL_ 

~v-1 
Date I Date/ Date I 

IIDate / u; 'i) c, o1, (S),.-~ 
Aara: 14.04.2026 )l11Ta: 14.04.2026 ,[{am: 14.04.2026 ,[{am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, 1elangana, India 
Tel: +9140 4900 2900, Fc1x: +9140 4900 2999, Ernail: mail@drreddys.com 

CIN: L85195AP1984PLC00450, 
www.drreddys.com 

I 




