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

CEPTHWIIKATAHAJill3A 

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 

Ilpo.uy1n: KeTOPOJl@ (KeTopoJlaK) pacTBop ,ll,Jl51 BH)'TpHBeHHOro H BH)'TpHMbillieqHoro BBe,l],eHH51, 30 Mr!MJl 

Batch No/ 
: V260358 

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

: 
454545 aMTTVJl 

Analytical Report No/ Date of Analysis / 
AuaJJHTH'lecKun OT'leT .N'!! : 890001884969 ,ll;aTa auaJIH3a : 29.05.2026 

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

04/2028 
,ll;aTa npOH3B0,UCTBa ro}J;eH }J;O 

: 

Mfg. License No. / 
IlpouJBO.UCTBeuuaH : MB/05/264 

MA number:/ 
: JII1-N2(008888)-(Pf-RU) 

JIHQeH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJIH3 npOBeJJ:eH no H,zi:: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTM nepBn'luon ynaKOBKH YTBep,K,ll;enL1: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbI npoMemyTOquoii ynaKOBKH yrnep,K,ll;eHbI: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTOpuquoii ynaKOBKH yTBep,K,ll;eHhI: 09.06.2025 
PL approved:/ JIB yTBep,K,ll;en: 17.02.2025 

Page 1 of 9 / CTp. 1 HJ 9 

.N'!! Test/ IloKaJaTeJib Results/ PeJyJibTaTbI Specification / HopMa 

1 Description/ Onucanue Clear colorless solution. / Ilp03paqHhlH Clear colorless to slightly yellow color 
6ecuseTHhIH pacrnop. solution. I Ilp03paqHhIH pacrnop OT 

6ecuseTHOI'O ,!J,0 CBeTJI0-)KeJIT0I'0 UBeTa. 

2 Identification*/ l-1,!J,enTmjrnKaUHst* 

2a HPLC* I B3JKX* 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» y.nep)KttBaHIDI chromatogram of standard solution (Assay 
OCHOBHOI'O IlHKa Ha xpoMaTorpaMMe section). I BpeM» y.nep)l(HBaHIDI 
HCilhITyeMoro pacrnopa COOTBeTCTByeT OCHOBHOro nttKa Ha xpoMaTorpaMMe 
BpeMeHH y.nep)l(ttBaHIDI OCHOBHOI'O IIHKa HCIIhITyeMoro pacrnopa LJ:OJI)l(HO 
Ha xpoMarnrpaMMe cmH,n:apTHOI'O COOTBeTCTBOBaTh BpeMeHH y.nep)KttBaHIDI 
pacrnopa. 0CH0BH0I'O IIHKa Ha xpoMaTorpaMMe 

cmH.napTH0ro pacrnopa (pa3,z:i:en 
«Kon119ecrneHHoe orrpe.neneHtte» ). 

Remarks : The Product confirms to ND/ 
n HMe'laHtte: IT o.n KT C00TBeTCTB eT e6osaHIDIM H,U 

Conclusion : APPROVED / 
3aKJIIO'leHtte: O)lOliPEHO 

Prepared by/ Checked by / 

Tio.nroT0011e1-10 : ~ IlposepeHo: 
Rama Kant Pardeep Kumar 

V J'-:_ 
Date/ Date/ 
,!lam: 29.05.2026 ,!lam: 29.05.2026 

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

_,>-.._ 

Date/ 
nam: 29.05.2026 

Approved by: Quality Assurance/ Authorized 
person/ O.no6peHo: O6ecrreqem1e 
Kaqecrna/OrneTCTBeHHOe JIHU0: 

Date/ 
nam: 

g141 vA,J I 

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

CIN: L85195AP1984PLC004507 
www.drreddys.corn 



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

CEPTHWIIKATAHAJIH3A 

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

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

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

Ilpouy1n: KeTopon® (KeTopoJiaK) paCTBOp )],ml BttyrpHBeHHOro H BHyrpHMbllIJeqttoro BBe)],eHH51, 30 MrlMJI 

Batch No/ 
: V260358 

Batch Quantity/ 454545 ampules / 

Cepua .M! O61>eM cepun : 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJrnTuqecKHH oTqeT N!! : 890001884969 ,r(aTa auaJIHJa : 29.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

)laTa npOH3BOUCTBa roueu uo 
: 

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

MA number:/ 
: JITT-N2(008888)-(Pf-RU) 

Jiun:enJHH N!! HoMep PY 

Analysis performed according to ND I AttaJIH3 npoeeueu no H,r(: JIII-N2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbl nepeuquoii ynaKOBKH yTeepJKAettb1: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbl npoMeJKyTOquoii ynaKOBKH yTeepJKAettbr: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTopuquoii ynaKOBKH yTeepJKAeHbl: 09.06.2025 
PL approved:/ JIB yrnepJKAeu: 17.02.2025 
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.N'~ Test/ IloKaJaTeJlh Results/ PeJyJ1hTaThI Specification/ HopMa 

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

Y <P-cneKmporpomoMempufl * 
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>-cneKTphI nornomemUI maxima at 322 ± 2 nm. I Y<l>-cneKTPhI 
11CIIbITyeMoro pacrnopa 11 pacrnopa IIOrJIOlll,eH1151 11CIIbITYeMOro paCTBOpa 11 
CTaH,D,apTHOro 06pa3ua KernponaKa pacrnopa CTaH,D,apTHOro o6pa3IJa 
TPOMeTaMl1Ha B o6nacrn OT 200 HM ,!1,0 400 KeTopoJiaKa TpOMeTaMl1Ha B o6JiaCTl1 OT 
HM 11Me!OT MaKCl1M)'Mhl IIOrJIOlll,eHl151 np11 200 HM ,!1,0 400 HM ,!1,0JI)l(Hbl 11MeTh 
322±2 HM. MaKCl1M)'Mhl IIOrJIOlll,eH1151 np11 322±2 HM. 

3 Clarity/ Ilpo3pa'IHOCTh The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnanecueHIJH51 npenaparn suspension I. / OrranecueHIJH51 rrperrapaTa 
He rrpeBb1111aeT orranecueH111110 cycrreH3HH He ,D,OJI)l(Ha rrpeBhrrnaTh orranecueHIJHIO 
cpaBHeH1151 I. cycneH3HH cpaBHeHH51 I. 

4 Color / U:BeTHOCTh 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm./ 
TTornomeHHe ,D,OJI)l(HO 6hITh He 6onee 0,20 
rrpH ,!l,JIHHe BOJIHbl 430 HM. 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'laune: TTpo,n,yKT cooTBeTCTBYeT TPe6oBamrnM H.U 3aKJ1IO'leune: O)1,OEPEHO 
Prepared by / 

TTo,n,roTOBJieHo: & 

Ram,Kant~ / 

Date/ \ 

JJ;arn: 29.05.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
ITposepeHo: TTpoBepeHo (AOK): person I 0,n,o6peHo: 06ecrreqeHHe 

PardeepKu~ Amit Kumar Kaqecrna/OrneTCTBeHHOe JIHIJO: 

~_,A--- .S~I U~N// <;., ........ 

Date/ Date/ 1 Date I ~.«1<; ~ ? L, .Uarn: 29.05.2026 ,Uarn: 29.05.2026 AaTa: 01~ -'--'1'< ~ V l / V 
Registered Office: 8-2-3.37, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, India 

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

www.drreddys.com 



•·· Dr. Reddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

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:/ KetorolQ<l (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,ri;yKT: KeTopoJTQ<) (KeTopoJTaK) pacrnop .D,JUI BHYTPHBeHHOro 11 BHyrpMMhIWe•-rnoro BBe.D,eHml, 30 Mr!MJT 

Batch No/ 
: V260358 

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

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AnaJJnTn'lecKuii 0T'leT .N'2 : 890001884969 ,ll.aTa auaJJnJa : 29.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry/ 
04/2028 

,ll.aTa npoUJBO));CTBa roJJ,eH llO 
: 

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

: J1TI-N°!!(008888)-(Pf-RU) HoMep PY JIUQeHJHH .N'!! 

Analysis performed according to ND/ AuaJiuJ npose,1J;eu no H,ll.: JIII-.N'2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbI nepsn11uoii ynaKOBKH yTsepm)l.eub1: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbl npoMe:.KyT011uoii ynaK0BKH yTeep:-KJJ:eHbl: 17.02.2025 
Artworks of secondary package approved: / MaKeTbl BTOpu11uoii ynaK0BKH yTeepm)l.eub1: 09.06.2025 
PL approved: / JIB yrnepm)l.eu: 17.02.2025 
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J(9 Test I Iloica1aTeJ1h Results I Pe1yJ1hTaThl Specification / HopMa 

6 Particulate matter / Mexauuqecicue BKJ110'feHHH 

6a Visible particles / 
B11,lll1Mble qacTHU,bl 

6b Invisible particles / 
HeBH,!l,HMbie qacTHU,bl: 
i. Particles 2: 10 µm / 

qaCTHU. pa3MepoM 2: 
10 MKM 

11. particles 2: 25 µm / 
qacTHU. pa1MepoM 2: 
25 MKM 

7 Impurities / IlpuMecu 

Impurity A/ l1pwMecb A 

Impurity B / l1pwMeCh B 

Impurity C / l1pttMech C 

Remarks : The Product confirms to ND/ 
Il HMe'f8HHe: l1 O,!l, KT C00TBeTCTB eT 

Checked by/ 
l1poeepeHo: 

Complies / CooTBeTcTByeT Should be absent. / 
L{omKHbl 0TCYTCTB0BaTb. 

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

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

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

Below LOD (LOD = 0.014 %) I Htt)l(e not more than 0.50 % / He 6onee 0,50 %; 
npe,D,ena o6Hapy)l(em,UI (110 = 0.014 %) 

Below LOD (LOD = 0.010 %) / Htt)Ke not more than 0.50 % / He 6onee 0,50 %; 
npe.nena o6uapy)KeHttR (110 = 0.010 %) 

e6oBaHHRM HU 
Conclusion : APPROVED / 
3aKJ110'lenue: O)1.OliPEHO 

Checked by (AQA) / 
l1poBepeHo (AOK) : 
Amit Kumar 

Prepared by / 

no)lf0TOBJleHO: t 
Rama Xant _ d, , 

w_y 
Pardeep Kumar 

~1 

Approved by: Quality Assurance/ Authorized 
person I O.D.o6peHo: O6ecne4eHwe 
i<aqecTBa/OTBeTCTBeHHoe nuuo·: 

Date/ 
)lam: 29.05.2026 

Date I 
,[{am: 29.05.2026 

Date/ 
)lam: 29.05 .2026 

Date I 
)].am: 

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.corn 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH$HKATAHAJIJI3A 

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

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

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

Ilpo)],yKT: KeTOPOJl® (KeTOPOJlaK) paCTBOP ,um1 BHVTPHBeHHOro H BH)'TPHMh[We9HOro BBe,UeHHH, 30 Mr/MJl 

Batch No/ 
: V260358 

Batch Quantity / 454545 ampules I 
Cepuu .N'!! 061>eM ceouu 

: 
454545 aMTTYJl 

Analytical Report No/ Date of Analysis / 
AuaJittTH'leCKHH 0T'leT .N'!! : 890001884969 )laTa auaJitt3a : 29.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

)laTa np0H3B0)],CTBa ro)],eH )],0 
: 

Mfg. License No. / 
IlpOH3B0)],CTBeHHaH : MB/05/264 

MA number:/ : JU1-NQ(008888)-(Pf-RU) 
JIH~eHJHH .M! HoMep PY 

Analysis performed according to ND/ AuanuJ npoBe)],eu no H)l: JIII-.N'2(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeThl nepsuquou ynaKOBKH yTsep;K,Lt;eub1: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMemyrnquou ynaK0BKH yTsep;K,Lt;eHhI: 17.02.2025 
Artworks of secondary package approved: / MaKeThI srnpuquou ynaKOBKH yTsep;K,Lt;eHhI: 09.06.2025 
PL approved:/ JIB yrnep;K,Lt;eu: 17.02.2025 
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x~ Test/ IloKa3aTem> Results/ Pe3yJibT3Tbl Specification/ HopMa 

Impurity D / ITpttMecb D Below LOD (LOD = 0.014 %) I HmKe not more than 0.20 % / He 6onee 0,20 %. 
npe,nena o6ttapy)KeHJ-rn (ITO= 0.014 %) 

Individual unidentified Below LOQ (LOQ = 0.050 %) / Htt)Ke Not more than 0.20 % / He 6onee 0,20 %. 
impurity / E,nttHH9HaH npe,nena Konw1ecrneHHoro onpe,neneHHH 
Herr,neHTH~HUHpOBaHHaH (ITKO = 0.050 %) 
nprrMecb 

Total impurities I CYMMa 
0.1 % 

nprrMece0 

8 Extractable volume* / 
lhBJieKaeMblH o6beM* 

10.2 ml/ 10,2 MJI 

9 Bacterial endotoxins / <=0.725 EU/mg/ 
liaKTepnaJihHhte <=0.725 E3/Mr 
3H,ll.OTOKCHHhl 

10 Sterility** / NA 
CTepHJihHOCTb ** 

Remarks : The Product confirms to ND/ 
II HMe'taHtte: IT o,n KT COOTBeTCTB eT e6oBaHHHM H,U 
Prepared by I 
TT0.nr0Tosne1-10: 
Rama Kant 

Date/ 
,[{am: 29.05.2026 

Checked by/ 
IIpoBepetto: 

Pardeep Kun::: .... ~ 

Date/ 
,[{am: 29.05.2026 

Checked by (AQA) / 
ITpoBepetto (AOK): 
Amit Kum 

..-'\ 

Date/ 
)..(am: 29.05.2026 

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

Not less than 10.0 ml (collectively 
measured volume of 10 ampoules)./ 
He Mettee 10,0 MJI (o6beM, H3MepeHHbl0 
Ha OCHOBaHHH 06be,nrrHeHHOrO 
co,nep)KHMoro 10 aMrryn). 

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

Must be sterile. I ,ll;OJI)KeH 6b!Tb 
CTepHJibHbIM. 

Conclusion : APPROVED / 
3aKmoqeuue: O,UOliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O,no6petto: 06ecrre'-!eHrre 
Ka'-!ecrna/OrneTcTBeHHoe .i:muo: 

Date/ 
,!lam: 

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: L85195AP1984PLC004507 
www.drreddys.corn 



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

CERTIFICATE OF ANALYSIS 
CEPTM~HKATAHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 

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

Tel: +9198166 56001-02 

w1Nw.drreddys.com 

Product:/ Ketorol@ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpoi:.y1n: KeTopon® (KeToponaK) pacrnop Am, BttyrpHBettttoro H BttyrpHMhirneLittoro BBe,l],ettm1, 30 Mr/Mn 

Batch No/ : V260358 
Batch Quantity/ 454545 ampules / 

CepuH.N'!! O6beM cepuu : 454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AuaJiuTuqec1rnii oTqeT .N'!! : 890001884969 .l(aTa auaJiuJa : 29.05.2026 

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

04/2028 : .l(aTa npOH3B0,ll,CTBa roi:.eu ,ll,0 

Mfg. License No./ 
IlponJBOACTBeuuaH : MB/05/264 MA number:/ : nn-N2(008888)-(Pf-RU) 
JIHIJeHJHH .N'!! HoMep PY 

Analysis performed according to ND/ AnaJIHJ npoBeAeH no H)].: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbI nepBnquoii ynaKOBKH yTBep,imeub1: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbI npoMe*yTOquoii ynaKOBKH yTBep,imeub1: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTopuquoii ynaKOBKH YTBep,imeub1: 09.06.2025 
PL approved:/ JIB yrnep,imeu: 17.02.2025 

.N'!! Test/ II0KaJaTeJ1h Results/ PeJyJ1bTaTbI 

11 Assay/ KoJIH'leCTBeHHOe 30.16mg/30,16Mr 
onpeJJ.eJ1eHue 

12 Ethanol content/ 3rnuoJJ 12.03 % 

Remarks : The Product confirms to ND/ 
II HMe'-laHue: rr 0.11, KT C00TBeTCTB eT T e6oBaHill!M H,ll 
Prepared by I Checked by/ Checked by (AQA) / 
no.llro10Bne1-10: IlpoBepetto: IlpoBepetto (AOK): 
Rama Kant Pardeep Ku~{ Amit Kun ar _../\ -'--

Date/ Date/ Date/ 
)lam: 29.05.2026 )lam: 29.05.2026 )lam: 29.05.2026 
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Specification/ HopMa 

From 27.0 mg to 33.0 mg of Ketorolac 
Trometamol per 1 mL. I OT 27 ,0 Mr JJ.0 
33,0 Mr KeTOponaKa Tp0MemM0Jia B 1 MJI. 

From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) JJ.0 13,10 % (06/06). 

Conclusion : APPROVED / 
3aKJ110'-leuue: 0 OliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O.11,06petto: O6ecneqem1e 
Kaqecrna/OrneTcTBetti-me mmo: 

~ ·t4uA rLl 
Date/ 
.[(am: 

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 ,corn 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Dr. Heddy'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:/ Ketoro1c•i (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,JJ;y1n: KeTopon(I<) (KeToponaK) pacTBOp )].ml BHyrpirneHHOro 11 BHyrpttMbllIJeqttoro BBe)].eHMjj, 30 Mr/Mn 

Batch No/ 
: V260358 

Batch Quantity/ 454545 ampules / 
CepnH .N'!! O6neM cepuu : 

454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKnii OT'leT .N'!! : 890001884969 ,[J;aTa auaJinJa : 29.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

lllaTa nponJBO)].CTBa ro)].eH )].O : 

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

MA number:/ 
: JII1-N2(008888)-(Pf-RU) HoMep PY JIHQeH3HH .N'!! 

Analysis performed according to ND/ AuaJinJ npose)].eu no H,[J;: JIII-N!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeTbI nepBn'lnoii ynaKOBKH YTBep,K,JJ;eHhI: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMemyTo'lnoii ynaKOBKH yTsep,K,JJ;eHbI: 17.02.2025 
Artworks of secondary package approved: / MaKe~bI BTopuquoii ynaKOBKH yTsep,K,JJ;eHbI: 09.06.2025 
PL approved:/ JIB yrnep,K,JJ;eu: 17.02.2025 

13 

Test/ Iloica1aTeJih 

Package description / 
OnncauneynatcoBKH 

Remarks : The Product confirms to ND/ 
TI HMe'laHHe: TI on KT COOTBeTCTB eT 
Prepared by / Checked by / 

Tiposepetto: 

Results/ Pe1yJihTaTbl 

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. I 
ITo 1 MJI B aMrryJibl H3 CBeT03aW:HTHOro 
CTeKJia TeMHO-KOpH9HeBoro UBeTa KJiacca 
I. 8 BepxHeH: qacTH aMnyJibl HaHeceHbl 
KOJJbUO H TOtJKa .[(JUI pa3JIOMa. Ha aMnyny 
HaKJJeHBa!OT 3THKeTKy. 
ITo 10 aMnyJI BMeCTe c JJHCTKOM-
BKJia)l,blllieM B ITBX/amoMHHHeBblH 
6JJHCTep. Tio 1 6JJHCTepy B naqKy 
KapTOHHYJO. 
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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 
Tio 1 MJJ B aMnyJJbl H3 CBeT03aW:HTHOro 
CTeKJia TeMHO-KOpH9HeBoro UBeTa KJJacca 
I. 8 Bepxtteif qaCTH aMnyJJbl HaHeceHbl 
KOJibUO H TO'IKa )J,Jlj) pa3JJOMa. Ha aMnyny 
HaKJJeHBaJOT 3THKeTKy. 
Tio 10 aMnyn BMeCTe c JJHCTKOM-
BKJia)l,blIIIeM B TIBX/anJOMHHMeBbIH 
6nncTep. Tio 1 6JJHCTepy B natJKY 
Kaprnttttyio; ORR cmai,u01-iapoe: no 2, 3, 5 
6JIHCTepoB B naqKy KapTOHHYJO. 

e6osaHHRM H.ll 
Conclusion : APPROVED I 
3aKJIJO'lenne: O,UOliPEHO 

Checked by (AQA) I 
Tiponepetto (AOK): TiollroTonneHo: A 

Rama Kant 

/ 
Pardeep Kum:.[_ Amit 

Approved by: Quality Assurance/ Authorized 
person I 0no6petto: 06ecrretJeHHe 
KaqecTBa/OrneTc'rneHHoe JJHUO: 

Date I 
.llam: 29.05.2026 

Date/ 
)lam: 29.05.2026 

Date/ 
L{am: 29.05.2026 

Date/ 
)],am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, India 

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

www.drreddys.com 



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

CEPTH<l>IIKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Vi,I. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDlf\ 

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

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

IIPOAYI..:T: KeTOPOJlQ◊ (KeTOPOJlaK) paCTBOP AJ151 BHYfPHBeHHOro H BHYfPHMhIWe1.rnoro BBe,l],eHH51, 30 Mr/MJl 

Batch No/ 
: V260358 

Batch Quantity/ 454545 ampules / 

CepuH.N'!! 06beM cepuu 
: 

454545 aMTTYJl 

Analytical Report No/ Date of Analysis/ 
AuaJiuTuqecKuii oTqeT .N'!! : 890001884969 ,Il;aTa auaJiuJa : 29.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry/ 
04/2028 

,Il;aTa UPOH3BOACTBa roAeH AO 
: 

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

MA number: I 
: nIT-N!!(008888)-(Pf-RU) 

JIUQeH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJiuJ npoBeAeH no H,II;: JIIl-.N'2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThl nepsuquou ynaKOBKH yrnep~em>1: 17.02.2025 
Artworks of intermediate package approved:/ MaKeThl npoMeJKyrnquou ynaKOBKH yTsep~em>1: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTopuquou ynaKOBKH yTsep~eHhI: 09.06.2025 
PL approved:/ JIB yrnep~eu: 17.02.2025 
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.N'! Test I IloieaJaTeJJb Results I PeJyJJbTaThl Specification/ HopMa 

14 Labeling/ MapiettpOBKa Complies / CoorneTcrnyeT In accordance with section 1.3.2 of 
module 1 of the registration dossier. / B 
COOTBeTCTBHH C pa3,!leJIOM 1.3.2 MO.UYJI51 1 
perHCTpal_\HOHHOro ,!lOCbe. 

15 Storage conditions / In a place protected from light at a temperature below 25 ° C. 
YcJJOBHH xpaHeHHH Do not freeze. / B 3aW,HW,eHHOM OT CBem MeCTe rrpH TeMrrepaType He BhIIIIe 25 °C. He 

3aMopmKIrnaTh. 

16 Shelf-life (storage period) / 2 years. I 2 ro.na. 
CpoK ro,LIHOCTH ( cpoK 
xpaHeHHH) 

* Tests are not performed during the stability investigation. / * l1crrhimHH51 He rrpoBO.!lH B xo.ne 11cc11e.noBaHH51 
CTa6HJibHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** Ilptt BhmycKe rrperrapam KOHTpOJlh 
Ka'-!eCTBa ITO ITOKa3aTemo rrpoBO.!lHTC51 .!lJ151 Ka)l(,L\00 15-oti cepHH. 

API name/ HattMeHoBaHue A<l>C: 

INN /MHH: 

API manufacturer batch number / 
HoMep ceputt rrpott3BO.!lHTeJJH A<l>C: 

Ketorolac Trometamol / KernponaKa TpoMemMon 

Ketorolac / Kernpo11aK 

2KTM0130226 

Remarks : The Product confirms to ND/ 
II HMe'-laHtte: IT Oll KT COOTBeTCTB eT e6oBaHH51M HA 

Conclusion : APPROVED / 
3aKJJIO'-leHtte: O)IOEPEHO 

Prepared by / Checked by / 
no,11.roTosneHo: IlposepeHo: 
Rama Kant Pardeep Kumar 

Date/ Date/ 
)];am: 29.05.2026 ,[(am: 29.05.2026 

Checked by (AQA) / 
IlpoBepeHo (AOK): 
AmitKu r 

.---,'\ -
Date/ 
)];am: 29.05.2026 

Approved by: Quality Assurance/ Authorized 
person I 0.no6peHo: O6ecrre'-leH11e 
Ka'-leCTBai0TBeTCTBeHHOe JIHUO: 

Date I 
)l_am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, India 

Tel: +91 40 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.corn 



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

CERTIFICATE OF ANALYSIS 
CEPT11.<l>HKAT AHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H P. , 173 205, INDIA 
Tel : +91 98166 56001.-02 
www.drreddys .com 

Product:/ K etorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilp0Ay1n: KeTOPOJl (l<eTO POJlaK) pacTBOP .1J.Jlll BHYfPHBetu1oro H BHY rpHM b1We4HOf0 Bse.ueH HJI, 30 Mr/MJI 
Batch No/ 

: V260358 Batch Quantity / 454545 ampules I 
CepuH N2 O6beM cepun : 

454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHH or<IeT N2 : 890001884969 ,[(aTa auaJIHJa : 29.05.2026 

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

04/2028 l.llarn nponJB0JJ.CTBa ro)l.eH .[J.O : 

Mfg. License No./ 
IlpoHJBOJJ.CTBeuuaSI : MB/05/264 MA number:/ 

: JITT-N2(008888)-(Pf-RU) 
Jim:~euJHH N2 HoMep PY 

Analysis performed according to ND/ AuaJIHJ npone,z:i;eu no H,ll,: JIII-N2(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeTbl nepsuquoii ynaKOBKH YTBepm,z:i;eubl: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbI npoMemyrnquou ynaKOBKH yrsepm,z:i;enLI: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTopuquoii ynaKOBKH yTnepm,z:i;enbl: 09.06.2025 
PL approved:/ JIB yTsepm,z:i;eu: 17.02.2025 
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FP Manufacturer API Batch number / 

HoMep cepuu cy6cTauu.uu npouJBo~uTem1 FETA00133 
r JI<I>: 

API Manufactured by, address & country / Symed Labs Limited, 
IlpoHJBO~HTem, A<l>C, a~pec H cTpaua: Unit-II, Plot No. 25/B, Phase-III, I.D.A., Jeedimetla (V), Quthbullapur (M), 

Medchal-Malkajgiri District- 500 055, Telangana State, India / 
CawMell Jla6c JlHMHTell, IlpomsoncTBeHHoe no.upa3nenem1e II, Y<JacToK .N2 

25/B, <DaJa III, 11.,ll,.A., ,ll,)l{een11Merna (Bannan)!{), KyT6ynnanyp (MaHJlan), 
Menqan - ManKa.[l)l{rHpH (,ll,11crp11KT) - 500 055 TenaHraHa, HHJlIUI 

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 MNB/05/263) / 

site/ 
,!1,-p PeJl)lH C Jla6opaTOpHC JlTll. , I1H)lHR, IlpOH3B0)lCTBeHHOe nonpa3)leJJeHHe-6, 

HauMeHOBaHue, anpec, JJHUeHJHH llJIH 
IlpoHJBO,IJ.CTBeHHaH UJIOLIJ,3~Ka / IlJioll.l,a,IJ.Ka 

Bwnn. Kxonh, Hanarapx Pay.LI, EaJlJlH, ,ll,11crp11KT ConaH, X.II., 173205, I1HJlHH 

K'.OHTpOJIH icaqecTBa / IlJIOLl.l,31lK'.a BbIUYCKa 
(n11uett3H11 N2 MB/05/263) 

Declaration of certification: «I hereby certify that the above iofonnation is authentic and accurate. T his 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 (No. GMP/EAEU/RU/02329-2025 dt. 

Remarks : The Product confirms to ND/ 
Il IIMC'-J311He: fI OJl KT COOTBeTCTB eT T e6o saH I-UIM H 
Prepared by/ Checked by I Checked by (AQA) I 
Ilonrornanetto: .\- IlpoaepeHo: Ilpoaepetto (AOK): 

Rama Kant ~ P"de<,p Kund Amit Ku~ _,.-

Date/ Date/ Date/ 
)J.ara: 29 .05.2026 .D.aTa: 29.05.2026 ,UaTa: 29.05.2026 

Conclusion : APPROVED I 
3aicmo'-leHHe: O)l,O6PEHO 
Approved by: Quality Assurance/ Authorized 
person/ Ono6petto: O6ec11eqem1e 
Ka'lecrna/OrneTCTBeHHOe JJHU0: 

Date/ 
)].an: 

Registered Office : 8-2-337, Road No. 3, Ba njara Hil ls, Hydera bad - 500034, Te langana, 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 ANALYSIS 
CEPTH~IIl(ATAHAJill3A 

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 

Ilpo,!J,yKT: KeTopo11(R) (KeTopoJiaK) paCTBOp ,D,ml BttyrpHBeHHOro H BHyrpHMbIWe'rnoro BBe,D,eHml, 30 Mr/MJl 

Batch No/ 
: V260358 

Batch Quantity / 454545 ampules/ 

CepuH.N'!! O6'heM cepuu 
: 

454545 aMny11 

Analytical Report No/ Date of Analysis / 
AuaJiuTuqecKun oTqeT .N'!! : 890001884969 ,U:aTa anaJIHJa : 29.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

llaTa npouJBO,!J,CTBa ro,!J,eH ,!J,O 
: 

Mfg. License No./ 
IlpoH3B0,!J,CTBeHHaH : MB/05/264 

MA number:/ 
: JITT-NQ(008888)-(Pf-RU) 

JIUD;eHJHH .N'!! HoMep PY 

Analysis performed according to ND/ AnaJIHJ npoBe.u:eu no 11)1;: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThI nepBuquou ynaKOBKH YTBep,K,!1,eHhI: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMeil\:yTOquoii ynaK0BKH yTBep,K,!1,enh1: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTopuquoii ynaKOBKH yTBep,K,!1,eHhI: 09.06.2025 
PL approved: / JIB yrnep,K,!J,en: 17.02.2025 
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September 19, 2025) 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»./ 

3aKJIIO<teuue O COOTBeTCTBUH: «HacT051W.HM 51 TTO,D,TBep)K,Ll,aIO, '-!TO npHBe,D,eHHa51 Bb!We HH<pOpMal.l,H51 51BJ151eTC51 

,D,OCTOBepHOH H TO'-IHOH. 3Ta cepH51 npo,D,yKU.HH npOM3Be,D,eHa (BKJ1IO'-!a51 ynaKOBKY (MapKHpOBKY) H KOHTpOJlb Ka'-!eCTBa) 
Ha BbIWeyKa.3aHHOH npOH3B0,D,CTBeHHOH nnowa,D,Ke (nnorn.a,D,Kax) B TTOJlHOM COOTBeTCTBHH C Tpe6oBaHH51MH TipaBHJl 

tta,D,Jie)Karn.ett npoH3BO,D,CTBeHHOH npaKTHKH EBpa.3HHCKoro 3KOHOMH'-!eCKOro co103a (NQ GMP/EAEU/RU/02329-2025 

OT 19 cettrn6p51 2025 r.) H Tpe6oBaHH51MH KOHTp01151 Ka'-!eCTBa JleKapcrneHHbIX cpe,D,CTB, a TaK)Ke B COOTBeTCTBHH co 

cneu.H<pHKal.l,mlMH, CO,D,ep)KaruHMHC51 B perncTpal.l,HOHHOM ,D,OCbe CTpaHbl-HMnopTepa. 3anHCH no npOH3B0,D,CTBY, 

ynaKOBKe H attaJIH3Y npoBepeHbl, H ycTaHOBJleHO HX COOTBeTCTBHe Tpe6oBaHH51M TTpaBHJl Ha,D,Jle)Karn.ett 

npOH3B0,D,CTBeHHOH npaKTHKH EBpa.3HHCKOro 3KOHOMH'-!eCKOro COI03a». 

Remarks : The Product confirms to ND/ 
II HMeqauue: TT O,D, KT C00TBeTCTB eT e6oBaHJUIM H,ll 
Prepared by / Checked by/ Checked by (AQA) / 
noJJ.rOTOBJieHo: . ,'tr- TTpoBepeuo: TTpoBepeHo (AOK): 

Rama Kant ~ Pardeep Kum: __ / _'--_ _ , AffiitXwn~ ,--I~ 

Date/ Date/ Date/ 
,llarn: 29.05.2026 ,llarn: 29.05.2026 ,llarn: 29.05.2026 

Conclusion : APPROVED / 
3aKJ110'-lenue: O}]_QliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O,D,o6peuo: O6ecrre'!em1e 
Ka'lecrna/OrneTcrnettuoe m1uo: 

Date/ 
,llarn: 

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.corn 




