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

CEPTH4>MKA T AHAJIH3A 

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

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

Product: I Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Il()OlIVICT: KeTopo11® (KeTOpOJ(aK) paCTBOP )].JUI BHyrpHBeHHOfO H 13HyrpHMb1We•rnoro BBeJ].eHHJI , 30 Mr/MJl 

Batch No/ 
: V260427 Batch Quantity / 454545 ampules / 

Cepm1 N!! 06'beM cep1111 
: 

454545 ar,myn 
Analytical Report No/ Date of Analysis / 
AnanuTu11ec1rnii 0T'leT .N'!! : 890001889202 ,U:aTa auaJIHJa : 20.06.2026 

Date of Manufacture/ 
: 05/2026 Date of Expiry/ 

04/2028 
'JlaTa npOH3B0J\CTBa roJJ:eH JJ:O 

: 

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

: JITT-N~(008888)-(Pf-RU) 
JIUUeH3HD .N'!! HoMep PY 

Analysis performed according to ND/ Anan113 npoee.neu no H.L(: .JIII-.N'!!(008888)-(Pr-RU)-170225 
Arh orks of primary package approved:/ MaaceTbt neJ>Bn'lnoii ynaK0BKII yTnep)KJ:{em,1: 17.02.2025 
Artworks of intermediate package approved:/ MaKel'bt npoMe:iKyTO'lHOfi ynaKOBKH yTBep)KJ:{enbl: 17.02.2025 
Artworks of secondary package approved: / MaaceTbt sTop11q11oii ynaKOBKH yrnep)KJ:{e11b1: 09.06.2025 
PL approved:/ JIB yTBep)KJ:{en: 17.02.2025 

Page 1 of 91 CTp. 1 HJ 9 

X! Test I IloKa1aTeJI1> Results/ Pe1yJI1>TaT1>1 Specification / HopMa 

1 Description / Onucauue Clear colorless solution. / Tipo3pa'!HhIH Clear colorless to slightly yellow color 
6ecu.aernuii pacrnop. solution. I Tipo3pa'!Hb1ti: pacrnop OT 

6ecuBeTHOfO .uo CBeTJJ0->KeJlTOfO !.\Bern. 

2 Identification*/ H~eHTH<J,HK3UHH* 

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 main peak in the 
standard solution. / BpeM.11 y.nep>K11BaH1U1 chromatogram of standard solution (Assay 
OCH0BH0ro m1Ka Ha xpoMaTorpaMMe section). I BpeM.11 y .nep)!<11BaH11.11 
HC0blTyeMoro pacraopa C00TBeTCTByeT 0CHOBH0f0 m!Ka Ha xpoMaTorpaMMe 
apeMeHH YJJ.Cp)!{HBaHIUI 0CH◊-BH0T0 n11Ka HCTiblTyeMoro pacTBopa ,llOn>l<H0 
Ha xpoMaTorpaMMe CTaH,napTHOrD C00TBC1'CTB0BaTb opeMeHH YJlCP)l{HBaHHSI 
pacrnopa. OCH0BHOro m1Ka Ha xpoMarorpaMMe 

CTaH.ll.apTH0f0 pacmopa (pa3JJ.en 
«Kon11'lec-raeH11oe onpe,aenem,e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'leuue: O.L(OliPEHO fl ll\\1C43IIIIC: 0 

Prepared by / 

Date I 
)].ai-a: 20.06.2026 

e6osaHHJIM HA 
Checked by/ 

TipoaepeHo: 
Rama Kant 

Date/ 
).J,ara: 20.06.2026 

Checked by (AQA) / 
TipoBepeHo (AOK): 
Ajay Kumar Srivastava 

·fu\ 
Date I 
Aara: 20.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ O,uo6peHo: O6ec11e1-1em1e 
Ka'!ecrna/OrnercrneHHOe n11uo: 

Date/ 
aTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH<l>HKAT AHA.JJH3A 

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 
Ilf)O.AYJCT: KeTopoJI® (KeToponaK) paCTBOP AJlJI BHyrpHBeHHOro H trnyrpHMblWe4HOro BBeAeHHj{, 30 MrlMJl 

Batch No/ 
: V260427 

Batch Quantity/ 454545 ampules/ 
Cep,ra N2 061.eM cep1111 

: 
454545 3MTIYJ1 

Analytical Report No/ Date of Analysis/ 
Arrnn11n1•1ecic11u oT•1eT N2 : 890001889202 ,ll;aTa auaJIHJa : 20.06.2026 

Date of Manufacture/ 
: 05/2026 Date of Expiry / 

04/2028 
llaTa nponJBOJl.CTBa ro.ACII ,U:O 

: 

Mfg. License No./ 
IlponJBO.ACTeeuuaa : MB/05/264 MA number:/ 

: JITI-Mi(008888)-(Pf-RU) 
JIHJ~eHJHH .N'!! HoMep PY 

Analysis performed according to ND/ AnaJ1111 npoBe)J.en no H,[(: JIIl-.:N'2(008888)-(Pr-RU)-170225 
Artworks of primary package app1·oved: / MaKeTbl nepeu•rnoii ynaK0BKH yrsep)KJ{enb1: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTbl npoMe:11eyT0•111oii ynaKOBKII yTeep)KJ{eHbJ: 17.02.2025 
Artworks of secondary package approved:/ MaKeTbl BTop11~moii ynaK0BKH yTsep)KJJ.eubl: 09.06.2025 
PL approved:/ JIB yroep)KJ{eu: 17.02.2025 

2b 

3 

4 

5 

Test/ IloKaJaTeJib 

UV- spectrophotometry* I 

Yc/J-cneKmporpomoMempuR* 

Clarity/ Ilp01pa'lHOCTb 

Color / l.l,BeTHOCTb 

pH 

Results/ Pe1yJibTaTbl 

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. / Y<l>-cneKTpbI nornow.eHIDI 
HCilhITyeMoro pacrnopa 11 pacrnopa 
crnHnapTHoro 06pa3u,a KernponaKa 
Tp0MeTaMl1Ha B o6nacrn: OT 200 HM )lO 400 
HM 11Me!OT MaKCl1M)'Mbl nornomeHHJI np11 
322±2 HM. 

The opalescence of the sample does not 
exceed opalescence of reference 
suspension I. / OnanecueHu,11J1 npenaparn 
He npeahrIUaeT onanecu,eHu1110 cycneH31111 
cpaattemrn I. 

0.04 

7.2 

Pa e 2 of 9 / CT . 2 HJ 9 

Specification/ HopMa 

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. / Y<l>-cneKTpbI 
nornomeHIDI 11cnhnyeMoro pacrnopa 11 
pacrnopa crnH.uaprnoro 06pa3u,a 
KeToponaKa TpOMeTaM11Ha 8 o6naCTl1 OT 
200 HM )lO 400 HM )l0Jl)l(Hbl 11MeTb 
MaKCl1M)'Mbl nornow,eHl1X np11 322±2 HM. 

The opalescence of the sample should not 
exceed opalescence of reference 
su pen ion 1. / Ona.necu.eHu.11x npenaparn 
He JJ.0Jl)Kl:la npeBblWaTb onanecuettu,1110 
cycneH'.3HH cpaaHeHHJI I. 

Ab orbance should be not more than 0.20 
Abs at a wavelength of 430 nm./ 
ITornow,eHHe )l0Jl)KH0 6bITb He 6onee 0,20 
npH )lJ111He BOJlHbl 430 HM. 

From 6.9 to 7.9. I OT 6,9 ,no 7,9. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJHO'-let111e: OJ(O6PEHO n l1Me'1a1rne: IT 0)l KT C0OTBeTCTB CT T e6osaHMJIM HJ]: 

Prepared by I Checked by I Checked by (AQA) / 
ITo,nrornBneHo: ITpoaepeHO: ITposepeHo (AOK): 
Yogesh Chauha Rama Kant Ajay Kumar Srivastava 

~ \ 
Date I Date I 
na-ra: 20.06.2026 Aara: 20.06.2026 

Approved by: Quality Assurance/Authorized 
person/ Ono6peHo: O6ecneqeHHe 
KaqecTBalOTBeTCTBeHHOe JlHUO: 

Date I 
Aara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALY I 

CEPT114>HKAT AHAJIH3A 

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

Tel : +9198166 56001-02 
www.drreddys.com 

Product:/ Ketorol@ (Ketorolac) solution for intravenous and intramuscular iajections, 30 mg/ml 
IlPOJU'K:T: KeTopol'0 (KeTopona1<) pacr Bop AJUI B1-1yrp1-me1-11-1oro 11 BHyTpHMblWeL11-1oro sne.ne1msr, 30 Mr/Mn 
Batch No/ 

: V260427 Batch Quantity/ 454545 ampules / 
CepuH .M! 06'heM cepun 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHii 0T'leT .N'!! : 890001889202 ,l(aTa auaJiu3a : 20.06.2026 

Date of Manufacture/ 
: 05/2026 Date of Expiry/ 

04/2028 
ftaTa 0P0113B0)lCTBa ro.ueH J.l0 

: 

Mfg. License No. I 
Ilpou1eo)lCTBeHHaH : MB/05/264 MA number:/ 

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

Analysis periorme~ according to ND/ Anam11 npoee)len no B)I:: JID-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbt aepoH'fHOii ynaK0BKn yTBepiK,Uenbl: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTbJ npoMeiK)'To1111oii ynaK:o.BKIJ yruepiK)le111>1: 17.02.2025 
Artworks of secondary package approved:/ MaKeTht BTop1111uon ynaK0BKII yTuepiK,Ueubl: 09.06.2025 
PL approved: / JIB yTBepiK,Uen: 17.02.2025 

Page 3 of 9 I CT1>. 3 HJ 9 

X2 Test I IT01ea1aTeJ1b Results I Pe1yJ1bTaTbl Specification / HopMa 

6 Particulate matter/ Mexanuqecicue B1CJ1101JenuH 

6a Visible particles/ 
BH.QHMh!e 'IaCTHl].hl 

6b Invisible particles / 
HeBH,ll_HMbie qacTHUhI: 
I. Particles 2'. 10 µm / 

l.J.acrnu pa3MepoM 2'. 
10 MKM 

ii. particles 2'. 25 µm / 
qacrnu pa1MepoM 2'. 
25 MKM 

7 Impurities/ ITpuMecu 

Impurity A/ I1p11Mecb A 

Impurity B / ITp11Mech B 

Impurity C / I1p11Mecb C 

Remarks : The Product confirms to ND/ 
IT IIMelJauue: n 
Prepared by / 
Tio,nrornsnetto: 

o,n KT cooweTCTB eT 

Checked by/ 
TipoBepetto: 

Complies / CoorneTcrnyeT Should be absent. / 
,[J;omKHhl OTCYTCTBOBaTb. 

07 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 %) / Htt)l(e not more than 0.50 % / He 6onee 0,50 %; 
npe,nena 06Hapy)l(eHm1 (ITO = 0.014 %) 

Below LOD (LOD = 0.010 %) / Htt)l(e not more than 0.50 % / He 6onee 0,50 %; 
npe.nena o6Hapy)l(emui (ITO = 0.010 %) 

e6oea1m~M HJ], 
Conclusion : APPROVED / 
3a1CJI101Jenue: O,llO6PEHO 

Checked by (AQA) / 
ITpoBepetto (AOK): 

Yogesh Cha ttln Rama Kant ~ Ajay Kumar Srivastava 

-:Pn 

Approved by: Quality A. surance/Author ized 
per on / 0 .ao6peHo: 0 6ecne4ett11e 
Ka4ec-raa/0 TBeTCTBe HHOe 1111 uo: 

Date/ 
.[la-ra: 20.06.2026 

Date/ 
.[lam: 20.06.2026 

Date/ 
,llaTa: 20.06.2026 

Date / 
,Ua,-a: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyde rabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email : mail@d rreddys .com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH(f)fil(AT 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:/ Ketorolll() (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ifoonvin: KeTOPOJlQO (KeTOPOJlaK) pacTBop .[(JUI BHyrp11BeHH0ro H BHy rpHMh!We'rnoro BBe,l(eHH51, 30 MrlMJI 

Batch No/ 
: V260427 Batch Quantity/ 454545 ampules I 

Cernrn .M! 06-LeM cepnu 
: 

454545 al\rn YJJ 
Analytical Report No/ Date of Analysis / 
AnaJIHTHlfeCKHH OTlfeT .N'!! : 890001889202 l-(aTa auaJIHJa : 20.06.2026 

Date of Manufacture / 
: 05/2026 Date of Expiry / 

04/2028 
.l(aTa IlPOU3BOtJ,CTBa roti.en AO 

: 

Mfg. License No./ 
IlpOH3BOJ\CTBeHHaH : MB/05/264 MA number:/ 

: JITT-NQ(008888)-(Pf-RU) 
JIHUeH3HH .N'!! HoMep PY 

Analysis performed according to ND I AnaJIHJ npoeeti.en no Hl-(: JIII-.N'2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbI nepsuquou ynaKOBKH yTsep"'AeHLI: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTbI npoMemyrnquou ynaKOBKH yrnep"'AeHbr: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI srnpulfuou ynaKoBKH yTeep"'AeHbI: 09.06.2025 
PL approved: / JIB yTeep"'Aen: 17.02.2025 

N!! Test I IloKa3aTeJlb 

Impurity D / TTp11Mech D 

Individual unidentified 
impurity/ Emrnwrna» 
HeH)leHTl1~11U11poBaHHa51 
np11MeCb 

Total impurities/ CYMMa 
np11Meceil: 

8 Extractable volume* / 
IIJBJleKaeMbtH o6beM* 

9 Bacterial endotoxins / 
liaICTepuaJlbHble 
3H,U0T0KCHHbl 

10 Sterility** / 
CTepHJlbHOCTb ** 

Remarks : The Product confirms to ND/ 
n II.Melfam1e: 0 0 KT C0OTBeTCTB eT 

Prepared by/ Checked by / 
TTo,nrornsneHo: TTposepeHo: 
Yogesh Chau Rama Kant 

Date/ Date I 

Page 4 of 9 / CTP, 4 HJ 9 

Results/ PeJyJ11>TaTb1 Specification / HopMa 

Below LOD (LOO= 0.014 %) I Hm1<e not more than 0.20 % / He 6onee 0,20 %. 
npe)lena o6Hapy)l{eHlrn (TTO = 0.014 %) 

Below LOQ (LOQ = 0.050 %) I Hm1<e Not more than 0.20 % / He 6onee 0,20 %. 
npe)lena KonwiecTsettttoro onpe)lenemrn: 

(TTKO = 0.050 %) 

0.1 % 

10.3 ml/ 10,3 Mn 

<=0.725 EU/mg/ 
<=0. 725 E3/Mr 

NA 

e6ouatt1rn1v1 HA 
Checked by (AQA) / 
TTposepetto (AOK): 
Ajay Kumar Srivastava 

-fu 
Date/ 

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

Not less than 10.0 ml (collectively 
measured volume of 10 ampoules). / 
He Mettee 10,0 Mn (o6beM, 111MepeHHhIH 
Ha OCHOBaHl111 o6be)lHHeHHOrO 
co)lep)l{HMoro 10 aMnyn) . 

Not more than 5.8 EU/mg of Ketorolac 
Trometamol. I He 6onee 5,8 E3/Mr 
KeToponaKa TpOMeTaMOJla. 

Must be sterile. I 
CTepHJlbHhIM. 

Conclusion : APPROVED / 
3aKJ11-0lfe1111c: O.ll,O6PEHO 

,[l;OJl)l(eH faJTh 

Approved by: Quality Assurance/ Authorized 
person/ O)lo6petto: O6ecne'-!emie 
Ka'-!ecrna/OTBeTCTBeHHOe 1111uo: 

,[l;arn: 20.06.2026 ,Ua·ra: 20.06 .2026 }J;aTa: 20.06.2026 
Date / 
,ll.aTa: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email : mail@drreddys .com 

CIN : L85195/'.\Pl984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTHfJ>DKAT AHAJill3 

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

Tel : +9198166 56001-02 
www.drreddys.com 

Product:/ 
II OLO'KT: 

Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
KeTO on (Kern onaK 1-meHHoro H BH HMb1wet1Horo sse,neHH~ , 30 Mr/Mn 

Batch No I 
Ce >mr .N'2 

: V260427 
Batch Quantity / 454545 ampules / 
O6oeM ce nu 454545 aMn 11 

Analytical Report No I 
AuaJIHTH<Jec1rnii OT<JeT .N'2 : 890001889202 

Date of Analysis / 
,Il;aTa auaJiuJa 20.06.2026 

Date of Manufacture / 
aTa rr OU B0).{CTBa 

Mfg. License No./ 
IlpOH3B0).{CTBCHHaH 

JIHQeH3HH .N'!! 

: 05/2026 

: MB/05/264 

Date of Expiry / 
ro.neu.no 

MA number: I 
HoMep PY 

04/2028 

: JITT-N!,(008888)-(Pf-RU) 

Analysis performed according to D / AuaJ1113 npone.nen no HJ(: JIIl-.N'!,(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbl neps11q11oii ynatcostcn yrnep)K)leHbt: 17.02.2025 
Artworks of intermediate package approved: / Maicen,1 np0Me,i;:yro1:111oii ynaKoBKu yTsep)K)lenb1: 17.02.2025 

rtworks of secondar package approved: / MaKCTbl BTop11q11oii ynaKOBKH yrsepiKJ-.1.eHbt: 09.06.2025 
PL a roved: / JIB rne )l(J);CH: 17.02.2025 

.N'2 Test I TioKaJaTeJIL Results I Pe1yJILTaTL1 

11 Assay/ KOJill"ICCTBCIIHOC 29.85 mg/ 29,85Mr 
onpe)leJieHue 

12 Ethanol content/ 3TaHoJI 12.03 % 

Remarks : The Product confirms to ND/ 
TI IIMC'talillC: 11 O)l KT COOTBeTCTB CT T e6osaHIUIM H,[{ 
Prepared by I Checked by I Checked by (AQA) / 
ITon:roTOsneHo: ITpOBepeHo: ITpoBepeHo (AOK): 
Yogesh Chauh Rama Kant ~ Ajay Kumar Srivastava 

Date/ Date I Date/ 
Aa-ra: 20.06.2026 JJ,a111: 20.06.2026 ]],aTa: 20.06.2026 

Page 5 of 9 / CTp. 5 HJ 9 

Specification / HopMa 

From 27.0 mg to 33.0 mg of Ketorolac 
Trometamol per l mL. / OT 27,0 Mr n:o 
33,0 Mr KeTOponaKa 1'p0MeTaMona B 1 Mn. 

From 10.60 % (v/v) to 13.10 % (v/v). I 
OT 10,60 % (06/06) JlO 13,10 % (06/06). 

Conclusion : APPROVED / 
3aKJIIO<teHue: 0 06PEHO 
Approved by: Quality Assurance/ Authorized 
person/ 0)lo6peHo: 06ecrrel.feHue 
Kal.feCTBa!OTBeTCTBeHHOe m1uo: 

Date I 
,IJ,a1-a: 

Registered Office: 8-2-337 , Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L8S195AP1984PLC004507 
www.drreddys.com 



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

CEPTH <I> FIKA T AHAJilI3A 

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: I Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
llponvKT: KeTopon® (KeTOpoJiaK) paCTBOP AJUI BHYfPHBeHHOfO 11 BHYfpHMbtWel.fHOfO BBe,neHml, 30 Mr/Mn 

Batch No/ 
: V260427 

Batch Quantity / 454545 ampules/ 

Ce1mn .M! 06-i.eM cepnn 
: 

454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJIHTH<JecKuii oT<JeT .M! : 890001889202 ,ll;aTa auaJiu3a : 20.06.2026 

Date of Manufacture / : 05/2026 
Date of Expiry / 

04/2028 
1)1.aTa np0"3DOACTBa roJJ:eH JJ:O 

: 

Mfg. License No. I 
llpou1B0JJ:cTBeuuan : MB/05/264 

MA number:/ : JITT-N~(008888)-(Pr-RU) 
HoMep PY JIHQCH3HH :N'!! 

Analysi performed according to DI A11am13 nponeneu no H,ll,: JIIl-:N'!!(008888)-(Pr-RU)-170225 
Artworks of prirna1·y package approved:/ MaKeTbI neps11q11oil ynaKOBKn yTnep)K,lleH.1>1: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbl npoMe:>KYT0'IJJ0ii ynaKOBKH pnep)K.llet1h1: 17.02.2025 
Artwo.-lcs of secondary package approved:/ MaKeTbJ BTopnqnoii ynaKOBKU yTnepmJJ:eHbt: 09.06.2025 
PL approved:/ JIB yrnep)KJJ:eu: 17.02.2025 

13 

Test/ IloKa3aTeJib 

Package description / 
Onucauue ynaKOBKH 

Remarks : The Product confirms to ND/ 
Il UMe'l3HHe: TT 
Prepared by / 

Date/ 

O)l KT COOTBeTC1'B 
Checked by/ 
Ilposepetto: 
Rama Kant 

Date/ 

Results/ PelyJibTaTbl 

I 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. I 
[Io ) MJf B aMnyJTbl M3 CBeT0381UHTHOfO 
CTeKJTa TeMHO-KopwrneBoro usera Knacca 
I. B sepxHei1: qacrn aMnynh1 HaHeceHbl 
KOJibUO H TO'-!Ka ,D,JUI palJTOMa. Ha aMnyny 
HaKne1rna10T · THKeTl<y. 
[Io IO a~rnyn BMecTe C JIHCTKOM-
BKJJaJlblllieM B ITBXlaJJIOMHHHeBhIW 
6m1cTep. ITo 1 6Jmcrepy B na'-!KY 
KapTOHH)IJO. 
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Specification / HopMa 

l mL in cla s I light- hielding dark amber 
glass ampoule . 
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 
bli ter. 
1 blister in a carton pack; for in-patient 

facilities: 2, 3, 5 blisters in a carton pack. 
I 
ITO 1 MJI B aMnyJihl 1-13 CBeT03aUJJ1THOrO 
cre1CJia TeMHO-Kopwrnesoro usera Knacca 
I. B sepxHew qacrH aMnynhI HaHeceHbl 
KOJibUO 11 roqKa JJ,ml pa3JIOMa. Ha aMnyny 
HaKJieHBalOT 3THKeTKy. 
ITo 10 aMnyn BMecre c m1crKoM-
BKJia.UhIUieM B ITBX/aJJIOMHHHeBhltt 
6nwcrep. ITo I 6nHcrepy B naqKy 
KapTOHH)IJO ' OJ/R cmaZJUOHapoe: no 2, 3, 5 
6m1crepOB B nalfKY K8PTOHHYIO, 

e6oBaHHHM HJl 
Conclusion : APPROVED I 
3aKmoqeuue: O.[{OliPEHO 

Checked by (AQA) / 
ITpoaepetto (AOK): 
Ajay Kumar Srivastava 

-Ai \ 
Date/ 

Approved by: Quality Assurance/ Authorized 
person/ O,no6petto: 06ecneqett11e 
Ka1.Jecrna/OrnercTBeHHoe 1muo: 

)lam: 20.06.2026 .L(aTa: 20.06.2026 JJ,ara: 20.06.2026 
Date/ 
,llara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys .com 



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

CEPTJil<I>HKAT AHA.Jlll3A 

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 
IlpOJJ.YKT: K eTOpon® (KeTOpOnaK) paCTB0P )lJUI BHYfPHBeHH0r0 11 BHYIPHMblWe•-moro BBe)le~n,rn, 30 Mr/Mn 

Batch No/ 
: V260427 Batch Quantity / 454545 ampules / 

CepuS1 .N'!! O6beM cepnu 
: 

454545 aMny11 
Analytical Report No/ Date of Analysis / 
Aua.11uTu'lecKnii OT<teT .N°!! : 890001889202 ,ll;aTa anaJiuJa : 20.06.2026 

Date of Manufacture / 
: 05/2026 Date of Expiry/ 

04/2028 
IJ:laTa npouJD0Jl.CTBa roJJ,CH ,U0 

: 

Mfg. License No./ 
IIpou300JJ.CTBennaH : MB/05/264 MA number: I 

: JITT-M!(008888)-(Pf-RU) 
JIHUeH3HH .N°!! HoMep PY 

Analysis performed according to ND/ AnaJIH3 npooeJJ.en no HJ:(: Jill-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeThl nepouquoii ynaKOBKH yToep,KJJ.eHbI! 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMe,Kyrnquou ynaKOBKH yTeep,KJJ.eubr: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTopu<tnou ynaK0BKH yToep,KJJ.enhr: 09.06.2025 
PL approved:/ JIB yTBep,tC,Ueu: 17.02.2025 
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.N"!! Test I IlotcaJaTenh Results I PeJynhTaTbl Specification/ HopMa 

14 Labeling / MaptcupoBKa Complies / CoorneTcrnyeT In accordance with section 1.3.2 of 
module 1 of the registration dossier. / 8 
COOTBeTCTBl111 C pa3,uenoM 1.3.2 MO,UYJHI 1 
pentCTPaUHOHHOro AOCbe. 

15 Storage conditions / In a place protected from light at a temperature below 25 ° C. 
y CJJOBBSI xpaHCHBSI Do not freeze. / B 3aw,mueHHOM OT cBeTa MecTe np11 TeMnepaType He Bhiwe 25 °C. He 

3aMopa)KHBaTb. 

16 Shelf-life (storage period) / 2 years. I 2 ro.11.a. 

CpoK ro.11.uocTu (cpotc 
xpaHeHHSI) 

* Tests are not performed during the stability investigation. / * HcnhITaHIDI He npoBO.D)IT B xo.11.e 11ccne.11.0Bamrn 
CTa611nhHOCTl1. 

** Release quality control of the perfomance i s carried out for every 15th batch. /** TTp11 BhmycI<e npenaparn I<OHTJ)Onh 
I<a11ecTBa no noI<a3aTeJIIO npoBO,UHTC51 .11.n51 Ka)K,UOH 15-011 cep1111. 

API name/ HanMenoBauue A<l>C: Ketorolac Trometamol / KeTOponaI<a TJ)OMeTaMOJI 

INN /MHH: 

API manufacturer batch number / 
HoMep cepuu npomso.11.nTeJISI A<I>C: 

Remarks : The Product confirms to ND/ 
n HMC"l3HHe: fl 
Prepared by / 
TTo.uroTOBJieno: 

Checked by/ Checked by (AQA) / 
,f1poBepetto: TTpoBepetto (AOK): 

Y ogesh Chauha Ajay Kumar Srivastava 

Date I Date I 
)lam: 20.06.2026 ,Ua-ra: 20.06.2026 

Ketorolac / KernponaK 

2KTM0130226 

Conclusion : APPROVED / 
3aKJIIO<Jeuue: O)lO6PE HO 
Approved by: Quality A urance/ A ulhor ized 
person I O.uo6petto: 06ecne11ett11e 
I<a11ecTBa/0TBeTCTBeHHOe JIHUO: 

Date / 
.l{aTa: 

Registered Office: 8-2-3 37, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +91404900 2999, Email : mail @drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALY I 
CEPTH~HKATAHAJIJI3A 

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

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

Product:/ Ketorol 00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpOJJ,YKT: KeTopon00 (KeTopoHaK) paCTBOP )]JI.SI BHyrp.11BeHHOro 11 BHYfP11Mblille4HOfO sse.o.eH11Sl, 30 MflMJI 

Batch No/ 
: V260427 

Batch Quantity/ 454545 ampules / 
Ce111rn .M! O61>eM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKnii oTqeT .M! : 890001889202 .l(aTa anaJIH3a : 20.06.2026 

Date of Manufacture/ 
: 05/2026 

Date of Expiry / 
04/2028 

IlaTa nponJBO.llCTBa ro.lleu JJ.O 
: 

Mfg. License No./ 
Ilpon3BO)l.CTBeuuaH : MB/05/264 MA number:/ 

: JITI-Ni(008888)-(Pf-RU) 
JIUQeH3HH .M! HoMep PY 

Analysis performed according to ND/ A11ru:n13 npoee}leu no H.U:: JIII-]f!:!(008888)-(Pr-RU)-170225 
Artwork of primary package approved: / MaKeTbl nepen•rnoii yoaK:OBKH yTnep~eHbl! 17.02.2025 
Artworks of intermediate package approved:/ MaKeTbr opo 1e)Kyro•moii ynaK0BKH yTeep~eIn,I: 17.02.2025 
Artworks of secondary package approved:/ MaKeTbl eTopu•moii yoarcostcn yTBepiK.l{etthr: 09.06.2025 
PL approved:/ JIB yTBep~eu: 17.02.2025 
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FP Manufacturer API Batch number / 
HoMep cepHH cy6cTaHUHH np0H3B0,!J.HTeJIH FETA00133 
r JI<I>: 

API Manufactured by, address & country / Symed Labs Limited, 
IlpoHJB0~HTeJJb A<l>C, a,llpec n cTpaHa: Unit-II, Plot No. 25/B, Phase-III, I.D.A. , Jeedimetla (V), Quthbullapur (M), 

Medchal-Malkajgiri District- 500 055, Telangana State, India/ 
CaiiMe.n Jla6c Jl11M11Te.n, TTpo113so.ncrneHHOe no.npa3,nenett11e II, Y'laCTOK .N!! 

25/B, <l>a3a III, 11.,lJ;.A., ,lJ;)l(ee.n11Merna (BMJrna)l)I() KyT6ynnanyp (MaHAan), 
Me,n'larJ - MarrKa.[{)Kfl1pH ()];11cTpHKT) - 500 055, TenaHratta, l1tt.n1rn 

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Kho!, Nalagarh 
manufacturing site / Control site I Release Road, Baddi, Distt. Solan, H.P. 173205, India (license No MNB/05/263) / 
site I )];-p Pe.lUI.H ' c Jia6opaTOp11c JlT.n. 11H.nttR, TTpomso.ncrnettttoe no.npa3,nenett11e-6, 
Ha11MeH0B31ille, aD.pec, mIu.eI1311H ,!I.JUI 

npo113BOJlCTBCHHast UJIOlllaJlKa / IlJ10[IJ.3)ltca 
Bmm. Kxonh, Harrarapx Poy.n, Ea.lUl.tt, ,lJ;11cTpHKT ConaH, X.TT., 173205 Mtt.n11R 

KOHTpOJlff Ka'ICCTB3 / H 01J.l3,!J.IC3 BblnYCKa 
(n11ueH311R .N!! MB/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 (No. GMP/EAEU/RU/02329-2025 dt. 

Remarks : The Product confirms to ND/ 
TI UMe'laHne: n 0.ll KT C00TBeTCTB eT T e6osaHHRM H)l 
Prepared by/ Checked by/ Checked by (AQA) I 
Ilo.nroTosneHo: Ilposepetto: llposepetto (AOK): 
Yogesh Chauh Rama Ajay Kumar Srivastava 

~ 
Date I Date I Date I 
,!l.ara: 20.06.2026 ,D;aTa: 20.06.2026 ,UaTa: 20.06.2026 

Conclusion : APPROVED / 
3aKJIIO'leHne: O)lOliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O.no6petto: O6ecneqett11e 
Ka'!eCTBa/OrneTCTBeHHOe Jil1l.{O : 

Date I 
,!l.aTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's~;• 
CERTIFIC TE OF ANALY I 

CEPTiil <I> HKAT AHAJill3A 

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

Tel : +9198166 56001.-02 
www.drreddys.com 

Product:/ Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlP0.11.YKT: KeTopon00 (KeTOPOJlaK) pacTBop )])HI BHyrpI,rneH HOro H BHyrpMMblWe<rnoro BBe.D,eH HSI, 30 MflMJI 

Batch No/ 
: V260427 

Batch Quantity/ 454545 ampules / 
CepnH N!! 061.eM ceo1111 

: 
454545 aMnyJI 

Analytical Report of Date of Analysis / 
AuamnnlfeCKHii oT•teT N!! : 890001889202 )J:aTa attaJiu3a : 20.06.2026 

Date of Manufacture/ 
: 05/2026 

Date of Expiry / 
04/2028 

llaTa npon3BO.[(CTBa ro,!leu .a.o 
: 

Mfg. License No./ 
Ilpou3BO~CTBeuuaH : MB/05/264 

MA number:/ 
: J1TT-N!!(008888)-(Pf-RU) 

JIHU:CH3HH N!! HoMep PY 

Analysis performed according to ND/ AHaJIH3 opone.a.en no HJ].: JII1-N!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaiceTbl nepsu•moi'i ynaKOBKH YTBep"'-11.eHbl: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbl npo 1e,«YTOlfnoii ynaicosIm )'TBep"'-11,enbI: 17.02.2025 
Artworks of secondary package approved: / MaKeTbt BTOpu•rnoi'i yoaKOBKH yTsep)KJleubl: 09.06.2025 
PL approved:/ JIB yTBep)K,llen: 17.02.2025 
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September 19, 2025) and requirements to the medicinal quality and with the specifications in the Marketing Authorization 
do sier oftl1e importing countl-y. Production, packaging and testing records are verified and their compliance with Good 
Manufacturing Practice of the Eurasian Economic Union is established»./ 

3aKJUO'lenue O COOTBCTCTBHH: «HaCTOSILU,HM SI no.o.TBep>K.!13I0, 4TO np11se.o.eHHaS1 Bbtllle HHQ)OpMaUHSI SIB:lUleTCSI 
)lOCTOBepHOH H TOlJ:HOH. 9Ta cepHH npo.o,yKUHH np0I13Be,ileHa (BKJII04aJI ynaKOBKY (MapKHpOBKY) 11 KOHTpOJib Ka'-teCTBa) 
Ha 8blW'eyKa33HHOH npOM3BO.ll,CTBeHHOH nnoLU,a.D,Ke (nnoUJ.aD,Kax) B nOJlHOM COOTBeTCTBHH C Tpe6oaaHJ-UIMH ITpaBHJl 
Ha)lJie)l(aUJ.eH npoHJBo.n:cTBeHHOH npat<THKM Espa:n111cKoro 3KOHOMH4ecKoro coI03a (N£ GMP/EAEU/RU/02329-2025 
OT 19 ceHT.116pS1 2025 r.) H Tpe6osaHH.IIMH KOHTpOnSI Ka'!eCTBa JleKapcTBeHHblX cpe,D.CTB, a Ta101<e B COOTBeTCTBHH co 
cneuH(pl-lKaU,H.IIMH, co,nep)l(3lll,HMl1CSI 8 perncTpauMOHHOM J.l.OCbe CTpaHbl-l1MnOpTepa. 3anl1CH no npOH3BO,UCTBY, 
ynaKOBKe H aHaJIH3Y npoBepeHbl, 11 ycT3HOBJTe.HO HX COOTBeTCTBHe -rpe6ooaHHRM TipaBHJI 1:13JJ.JJe)J<aLll,eM 
npOH3BO,ll.CTBeHHOH npaKTHKH Espa3HMCI<Oro 3I<OHOMW-IeCKOfO COI03a». 

Remarks : The Product confirms to ND/ 
n IIMC'fan11e: n 0)1 KT C00TBeTCTB eT T e6osaHltllM H 
Prepared by/ Checked by/ Checked by (AQA) / 
DoJ.J.roToeneHo: TipoeepeHo: TiposepeHo (AOK): 
Yogesh Chauh.a1 Rama Kant Ajay Kumar Srivastava 

Date/ Date/ 
A.aTa: 20.06.2026 .Qani: 20.06.2026 

Conclusion : APPROVED / 
3aicmo'fe1111e: O,l(O6PEHO 
Approved by: Quality A surance/ Aulhorized 
per on I O.n.o6peHo: O6ecnel.fem1e 
KaLJCCTBa!OTseTCTBeHHOe JJHUO: 

Date I 
)].aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 




