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

CEPTH~HKATAHAJIH3A 

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)].yKT: KeTopoJI@ (KeToponaK) paCTBOp )],JIH BHyrpHBeHHOro H BHyrpHMbIWe•-rnoro BBe)],eHml, 30 Mr!MJI 

Batch No/ : V260456 
Batch Quantity / 454545 ampules I 

CepuH .N'!! O6neM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJiuTu11ecKuii oT11eT .N'!! : 890001889457 ,[I;aTa auaJiu3a : 20.06.2026 . . 

Date of Manufacture / 
: 06/2026 

Date of Expiry / 
05/2028 

.IlaTa DP0H3B0)],CTBa ro)],eH )1,0· 
: 

Mfg. License No./ 
Ilpou3BO)].CTBeuuaH : MB/05/264 

MA number:/ nTT-N!!(008888)-(Pr-RU) : 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according to ND/ Auanu3 npoBe)],eu no H,[I;: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThl nepBu'lnoii ynaK0BKH YTBep,rmenhl: 17.02.2025 
Artworks of intermediate package approved: / MaKeThl npoMeJKyrn11uou ynaK0BKH yTBep,rmeub1: 17.02.2025 
Artworks of secondary package approved: / MaKeTbl BTopu11uou ynaK0BKH YTBep,rmeubl: 09.06.2025 
PL aooroved: / JIB yrnep,rmeu: 17.02.2025 

Page 1 of9 / CTr,. 1039 

.N'!! Test/ IloKa3aTeJJh Results/ PeJyJJhTaThI Specification/ HopMa 

1 Description/ Onucanue Clear colorless solution. / TTp03paqHbIH Clear colorless to slightly yellow color 

6ecuseTHhIH pacTBop. solution. I TTp03paqHhIH paCTBOp OT 
6ecu,BeTHOf0 .uo CBeTJJO-)KeJITOfO useTa. 

2 Identification*/ MJJ,eHTu!IJuKauuH* 

2a HPLC* I B3)KX* The retention time of the main peak in the The retention time of the main peak in the 
chromatogram oftest solution corresponds chromatogram of test solution should 
to the main peak in the chromatogram of correspond to the mam peak m the 
standard solution. / BpeMH y.uep)ln!Bamrn chromatogram of standard solution (Assay 

OCHOBHOfO rmKa Ha xpoMarnrpaMMe section). I BpeMH y.[(ep)l(HBaHHH 

11crrh1TyeMoro pacTBopa COOTBeTCTByeT OCHOBHOro IIHKa Ha xpoMarnrpaMMe 
speMeHH y.[(ep)KHBaHHH OCHOBHOro IIHKa 11crrhnyeMoro pacTBopa ,UOJl)KHO 

Ha xpoMarnrpaMMe cmtt.uapTHOro COOTBeTCTBOBaTb speMeHH y.uep)l<1:1BaHJ1H 

pacrnopa. OCHOBHOfO IIHKa Ha xpoMaTorpaMMe 
cmH.[(apTHOro pacrnopa (pa3,uen 
«KonWiecrneHHoe orrpe,uenemre» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKmo'lenue: 0)1.0liPEHO n ttMe•-tantte: TT o.u KT C0OTBeTCTB eT T e6oBaHIDIM H.U 

Prepared by/ Checked by / Checked by (AQA) I 
TTo,urornsneHo: Tlposepeno: TTposepeHo (AOK): 

Yogesh Chau1 1/ Rama Ka~ Ajay Kurnac S'.j:va 

Date I Date I Date I 
.[(am: 20.06.2026 ,[{am: 20.06.2026 )],am: 20.06.2026 

Approved by: Quality Assurance/ Authorized 
person I O,uo6peHo: O6ecrreqem1e 
KaqecTBa/OTBeTCTBeHHOe m1uo: 

• g_kl Vl\N 1 
Date I 
.[(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.com 



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

CEPTH~HKATAHAJIH3A 

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

IlpO/:WKT: KeTopoJI@ (KeTopoJiaK) pacrnop ,ll,1151 BHyrp11BeHHOro 11 BHYfPHMblllleYHOro BBe,l],eHH51, 30 MrlMJI 

Batch No/ 
: V260456 

Batch Quantity/ 454545 ampules/ 
CepuH .N'!! 06beM cepuu 

: 
454545 aMTTYJI 

Analytical Report No/ Date of Analysis / 
AuaJ1UTU<JecKun OT'leT .N'!! : 890001889457 ,[I;aTa auaJ1u1a : 20.06.2026 

Date of Manufacture / 
: 06/2026 

Date of Expiry / 
05/2028 

,[I;aTa IIpOU3B0,lJ;CTBa ro,lJ;eH )J;O 
: 

Mfg. License No./ 
Ilpou1eo.1J;CTBeuuaH : MB/05/264 MA number:/ 

: JU1-N2(008888)-(Pf-RU) 
JIUQeH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJ1u1 npoee.1J;eu no H,n:: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThI nepeuquou ynaKOBKn yTeep~eubl: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMe*yrnquou ynaKOBKH yTeep~eub1: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTopuquou ynaKOBKH yTeep~eubl: 09.06.2025 
PL approved:/ JIB yTBep~eu: 17.02.2025 

Page 2 of 9 I CTp. 2 u1 9 

.N"!! Test / IloKaJaTeJJb Results I Pe1yJJbTaTbt Specification / HopMa 

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

Y([)-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<I>-crreK-rpbt rrornomeHIDI maxima at 322 ± 2 nm. / Y<I>-crreKTpbI 
HCIIbITyeMoro pacrnopa " pacrnopa rrornomeHHH HCIIhITyeMoro pacrnopa H 
CTaH.uapTHOro o6pa3ua KeToponaKa pacrnopa CTaH.uapTHOro o6pa3ua 
TpOMeTaMHHa B o6naCTH OT 200 HM .uo 400 KeToponaKa TpOMeTaMHHa s o6JiaCTH OT 
HM HMelOT MaKCHMYMbl rrornolll,eHH51 rrptt 200 HM .uo 400 HM ,UOJI)KHbl HMeTb 
322±2 HM. MaKCHMYMhl rrornomeHilll rrptt 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. / Orranecuenum1 rrperraparn suspension I. / OrranecueHUilll nperrapam 
He npeBhIIIIaeT onanecueHUHIO cycrreH3HH He ,U0JI)KHa npeBbIIIIaTb onanecueHUHIO 
cpaBHeHIDI I. cycneH3tttt cpaBHeHtt51 I. 

4 Color / 11.BeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
IlornomeHtte .U0JI)KHO 6bITb He 6onee 0,20 
npH ,UJIHHe BOJIHhl 430 HM. 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lanue: Ilpo.uyKT coorneTcrnyeT Tpe6oBaHIDIM H.U 3aKJJIO'lenue: OllOliPEHO 
Prepared by / 

Ilo.uroTOBJiet o: 
Yog~h Ch,uh1/ 

Date I '-' 

,[{am: 20.06.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
IlpoBepeHo: IlpoBepeHo (AOK): person/ O.uo6peHo: O6ecneqem1e 
Rama Kant Ajay Kumar Srivastava Ka'fecrna/OrneTCTBeHHOe JUHJ,O: 

~~ AL-- ~lf I V~ /\J I -
Date I Date I Date I 

(1~--o ~ () i<o )].am: 20.06.2026 ,[{am: 20.06.2026 )].ai-a: 

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: L8519SAP1984PLC004507 

www.drreddys.com 



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

CEPTH~MKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 

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

Tel: +9198166 56001-02 
w•Nw.drreddys.com 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilponv1n: KeTopon1

') (KeTOPOJiaK) paCTBOp .[(JUI Bttyrp1,rnettttoro M BHYfPMMbJWe1.rnoro BBe.[(ettml, 30 Mr/MJI 
Batch No/ 

: V260456 Batch Quantity/ 454545 ampules / 
CepuH N!! 06beM cepuu : 

454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AuaJIUTH'lec1rnu 0TIIeT N!! : 890001889457 )];aTa auaJiu1a : 20.06.2026 

Date of Manufacture / 
: 06/2026 Date of Expiry / 

05/2028 ,il;aTa IID0H3B0ACTB8 ro!leH ll0 
: 

Mfg. License No./ 
Ilpou1eoACTBeuuaH : MB/05/264 MA number:/ 

: JII1-N!!(008888)-(Pf-RU) 
JIH1'en1uH N!! HoMep PY 

Analysis performed according to ND/ AuaJinl npoeeneu 110 H,n;: JIII-N!!(008888)-(Pr-RU)-l 70225 
Artworks of primary package approved: / MaKeTb1 nepsuquou ynaK0BKH yrnep)KJJ;enh1: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMe)KyToquou ynaK0BKH yTeep)KJJ;eub1: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTopuquou ynaK0BKH yTeep)KJJ;eub1: 09.06.2025 
PL approved: / JIB yrnep)KJJ;en: 17.02.2025 
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x~ Test I IloKaJaTeJih Results I PeJyJihTaThl Specification/ HopMa 

6 Particulate matter/ MexaHuqecKne BKmoqeunH 

6a Visible particles / Complies / CoorneTcrnyeT Should be absent. / 
Btt,!l.HMb!e qacTHUhl .ll:OJI)KHbl 0TCYTCTBOBaTb. 

6b Invisible particles / 
HeBH,!l.HMbJe qacTHUhl: 
i. Particles 2: 10 µm / 28 not more than 6000 per ampoule; / 

qacrnu pa3MepoM 2: He 6onee 6000 Ha aMnyny; 
10 MKM 

11. particles 2: 25 µm / 00 not more than 600 per ampoule. / 
qacrnu pa3MepoM 2: He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities / IlpuMecu 

Impurity A I I1p11Mech A 0.1 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / I1p11Mech B Below LOD (LOD = 0.014 %) / Htt)Ke not more than 0.50 % / He 6onee 0,50 %; 
npe,!l.ena o6uapy)KeHID! (TIO= 0.014 %) 

Impurity C / TipHMeCh C Below LOD (LOD = 0.010 %) I HH)Ke not more than 0.50 % I He 6onee 0,50 %; 
npe,!l.ena 06Hapy)KeH11~ (TIO= 0.010 %) 

Remarks : The Product confirms to ND/ 
n nMeqauue: TI OAYKT coorneTCTB eT T e6oaaHHsrM HA 
Prepared by I Checked by / Checked by (AQA) / 
Tio.uroToaneu~: TipoaepeHo: Tipoeepeuo (AOK): 
Yogesh ChauJ1 Rama KantJ'.t Ajay Kumar Srivastava 

/ 1/ 
Date / Date I Date I 
.[lam: 20.06.2026 .[lam: 20.06.2026 .[lam: 20.06.2026 

Conclusion : APPROVED / 
3aKJitoqeutte: O)1.OliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ OAo6peuo: O6ecneqett11e 
Ka'lecrna/OTBeTCTBeHHOe n111 . .1.o: 

Date I 
.[lam: 

~ '1 I v,41'-J J 

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

CIN: L85195AP1984PLC004507 
www.drreddys. com 



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

CEPTH~lll(ATAHAJilI3A 

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 
IIPO!lVKT: KeTopon® (KeToponaK) pacrnop ,nrn1 BHyrp11BeHHOro H BHYfPHMbIWe4HOro BBe,neHml, 30 Mr/MJJ 

Batch No I 
: V260456 Batch Quantity / 454545 ampules / 

CepuH .M! O6beM cepuu : 454545 aMnyn 
Analytical Report No I Date of Analysis / 
AuaJIHTH'lecKuii OT'leT .N'!! : 890001889457 ,ll;aTa auaJiu3a : 20.06.2026 

Date of Manufacture/ 
: 06/2026 Date of Expiry / 

05/2028 
lllaTa npon3BO!lCTBa ro,[leH ,[lO : 

Mfg. License No./ 
Ilpou3BOJlCTBeuuaH : MB/05/264 MA number:/ 

: J1Il-N2(008888)-(Pr-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJiu3 npose,z:i;eu no H,11;: JIII-.N'2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTLI nepsuquoii ynaKOBKH yTsep'.IK,ll;eHLI: 17.02.2025 
Artworks of intermediate package approved:/ MaKeThl npoMe*yTo'lnoii ynaKOBKH yTsep'.IK,ll;enL1: 17.02.2025 
Artworks of secondary package approved: / MaKeThl BTopuquoii ynaKOBKH yTsep'.IK,ll;enhl: 09.06.2025 
PL approved: / JIB yrnep'.IK)J;eu: 17.02.2025 
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x~ Test I IloKaJaTeJlb Results/ PeJyJJbTaTbl Specification / HopMa 

Impurity D / ITpttMeCh D Below LOD (LOD = 0.014 %) I Hm1<e not more than 0.20 % / He 6onee 0,20 %. 
npe,uena o6Hapy)l(emrn (ITO= 0.014 %) 

Individual unidentified Below LOQ (LOQ = 0.050 %) I H11)1(e Not more than 0.20 % / He 6onee 0,20 %. 
impurity/ E,u11HH4HaH npe,uena KOJ1!14ecrneHHoro onpe,ueneHJ1ji 
tte11neHT11~11u11posaHHaH (ITKO = 0.050 %) 
rrpHMeCh 

Total impurities/ CYMMa 
0.1 % 

rrp11Meceii 

8 Extractable volume* / 
1-hBJJetcaeMbiii o6beM* 

10.2 ml/ 10,2 Mn 

9 Bacterial endotoxins / <=0.725 EU/mg I 
liaKTepHaJJbHbie <=0.725 E3/Mr 
3HJJ.0TOKCHHbl 

10 Sterility** / NA 
CTepuJJbHOCTb ** 

Remarks : The Product confirms to ND/ 
II HMe'lanue: IT o.u KT coorneTcTB eT T e6osaHJ1j!M HJJ: 
Prepared by/ Checked by/ Checked by (AQA) / 
ITo,uroTOBJieHo: , ITpoaepetto: ITpoaepetto (AOK): 
Yogesh Chaut Rama Kan~ Ajay Kumar ~ astava 

Date/ Date/ Date I 
llarn: 20.06.2026 ,[(am: 20.06.2026 ,[I;arn: 20.06.2026 

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, 113MepeHHhiii 
Ha OCHOBaHHI1 06be,UI1HeHHOro 
co,uep)l(HMoro 10 aMnyn). 

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

Must be sterile. I ,[I;OJl)l(eH 6bJTh 
CTep11J1hHblM. 

Conclusion : APPROVED / 
3atcmoqeuue: O)lOliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O.uo6peHo: O6ecne1Iem1e 
Ka'-Iecrna/OTBeTCTBeHHOe n11uo: 

.Sl1 I L/IJM J 
Date I 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH$HKATAHAJIII3A 

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

Te! : +91 98166 56001-02 
www.drreddys.com 

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

IlpO/WKT! KeTOPOJlQ<) (KeTOPOJlaK) paCTBOP .[(JISI BHYTPHBeHHOro 11 BHYTPHMbillle'-IHOro BBe.[(eHH5!, 30 MrlMJl 

Batch No/ 
: V260456 

Batch Quantity I 454545 ampules / 

CepuH .N'!! 06beM cepuu 
: 

454545 aMny11 

Analytical Report No/ Date of Analysis / 
AuaJiuTuqecKun oTqeT .M! : 890001889457 ,[t:aTa auaJIH3a : 20.06.2026 

Date of Manufacture / 
: 06/2026 Date of Expiry / 

05/2028 : 
llaTa npou3BOLJ:CTBa ro.ueu ;::i:o 
Mfg. License No./ 
Ilpou3eo;::i:cTeeuuaH : MB/05/264 

MA number:/ 
: Jlf1-NQ(008888)-(Pf-RU) 

Jiuu;eu3HH N!! HoMep PY 

Analysis performed according to ND/ AuaJIH3 npoee;::i:eu no H,Lt:: JIII-N!!(008888)-(Pr-RU)-l 70225 
Artworks of primary package approved:/ MaKeThI nepeuquou ynaKOBKH yTeep)KLJ:eub1: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMeJKyTOquou ynaKoBKH yrnep)KLJ:eubl: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTopuquou ynaKOBKH yTeep)KLJ:eHbI! 09.06.2025 
PL approved: / JIB yrnep)KLJ:eu: 17.02.2025 

.N'! Test/ IloKaJaTeJJh Results/ PeJyJJhTaThI 

11 Assay/ KoJJH'c1ecTsennoe 
onpeneJJenue 29.93 mg I 29,93Mr 

12 Ethanol content/ 3TaHOJl 11.97 % 

Remarks : The Product confirms to ND/ 
II HMe'IaHue: TI on KT C00TBeTCTB eT T e6oBaHH5IM H)]; 
Prepared by/ Checked by / Checked by (AQA) / 
Tio,nroT0BJieHo: npoeepeHo: Tiposepetto (AOK): 
Yogesh Chauh Rama Ka~ Ajay Kumar Srivastava 

1/ 
Date/ Date/ Date/ 
)];aTa: 20.06.2026 llaTa: 20.06.2026 )lam: 20.06.2026 

Page 5 of 9 I CTp. 5 03 9 

Specification/ HopMa 

From 27.0 mg to 33.0 mg of Ketorolac 
Trometamol per 1 mL. I OT 27 ,0 Mr no 
33,0 Mr KeToponaKa TpoMeTaMona B 1 MJI. 

From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) no 13,10 % (06/06). 

Conclusion : APPROVED / 
3aKJJIO'IeHue: OLJ:OliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O,no6peHo: O6ecrre'-!ett11e 
Ka'-!eCTBalOTBeTCTBeHHoe n11uo: 

Date I 
,UaTa: 

~C,,t1,4rJI 

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

Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



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

CEPTH~HKATAHAJIH3A 

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

Te! : +91 98166 56001-02 
www.drreddys.com 

Product:/ Ketorol@ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo)J;y1n: KeTopon® (KeTopoJiaK) paCTBOP ,[(J151 BHYTPHBettttoro H BHYTPHMblWe"!HOro BBe,[(eHH51, 30 Mr/MJI 

Batch No/ 
: V260456 

Batch Quantity / 454545 ampules / 
CepuH .N'!! 06neM cepuu 

: 
454545 aMnyn 

Analytical Report No / Date of Analysis / 
AttaJiuTuqecKun OPieT .N'!! : 890001889457 ,l(aTa attaJiuJa : 20.06.2026 

Date of Manufacture / 
: 06/2026 

Date of Expiry / 
05/2028 

l,UaTa npouJBO)J;CTBa ro.ueH ,UO 
: 

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

MA number:/ 
: JITT-M1(008888)-(Pr-RU) 

JIHU.eH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJiuJ npoBe)J;eH no H,l(: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeThI nepBuqttou ynaKoBKH YTBep,KJJ.eHhI: 17.02.2025 
Artworks of intermediate package approved: / MaKeThl npoMe~yTOquou ynaKoBKH yTnep,KJJ.etthl: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTOpuqttou ynaKOBKH yTBep,KJJ.eHhI: 09.06.2025 
PL approved:/ JIB yrnep,KJJ.ett: 17.02.2025 

Page 6 of 9 / CTp. 6 HJ 9 

,N'g Test/ Iloi.:aJaTeJJb Results/ PeJyJJhTaTbl Specification / HopMa 

13 Package description / 
Onucanue 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. / 
Ilo 1 MJJ B aMrrynhr 113 cseTo3aII.1,11Tttoro 
CTeKJJa TeMHO-KOptt"!HeBoro UBeTa KJJacca 
I. B BepxHett. qacTl1 aMIIYJibl HaHeCeHhl 
KOJibUO 11 TO'IKa JJ:Jl51 pa3JIOMa. Ha aMrryny 
HaKJiel1Ba!OT 3Tl1KeTKY, 
flo 10 aMIIYJJ BMeCTe c Jil1CTKOM-
BKJJa,ll,blIIIeM B ITBX/an10Mtttt11eBbitt. 

6Jil1CTep. flo 1 6JJttCTepy B rra"!KY 
Kaprntttty10. 

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 
flo 1 MJl B aMIIYJJbl 113 CBeT03aIIJ,11THOro 
CTeKJia TeMHO-KOp11"1HeBoro UBeTa KJiacca 
I. B sepxttei1. qacT11 aMrrynhr ttattecettbr 
KOJibl..{0 11 TO"!Ka )],JJ51 pa3JIOMa. Ha aMrryny 
HaKJie11Ba10T 3Tl1KeTKy. 
Ilo 10 aMIIYJI BMeCTe c JlliCTKOM-
BKJla)],b!IIIeM B ITBX/aJIIOM11tt11eBbIH 
6JJl1CTep. flo 1 6JJl1CTepy B naqKy 
KapTOHHYIO; OJ/R cmaz1u0Hapoe: rro 2, 3, 5 
6J111CTepoB B rra"!KY KapTOHHYIO, 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIOlfenue: O,ll.OliPEHO Il HMelfaHue: fl 

Prepared by / 
flo,11,roTOBJJeHo: 
Y ogesh Chau! 

Date/ 
)],am: 20.06.2026 

0,11, KT C00TBeTCTB eT e6osaH1151M H)], 

Checked by/ 
flpoBepetto: 

Rama Kant l:'-

&A~ 
Date/ 
)],am: 20.06.2026 

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

+n\ 
Date/ 
)],am: 20.06.2026 

Approved by: Quality Assurance/ Authorized 
person/ O,11,06petto: O6ecnelfett11e 
Ka'-leCTsa!OTBeTCTBeHHOe Jil11..{0: 

Date I 
Aarn: 

S'1 t V ,4 ,-.DI 

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.com 



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

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Di stt. Sol an, H.P., 173 205, INDIA 

Tel : +9 1 98166 56001-02 
w·ww.drreddys.corn 

Product:/ Ketoroll!.<) (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlPOAVIn: KeTOPOJlQQ (KeToponaK) pacrnop AJ151 BH)'TPHBeHHOro H BH)'TpHMbIWe•rnoro BBeAeHH51, 30 Mr/MJI 

Batch No/ 
: V260456 Batch Quantity/ 454545 ampules I 

CepnH .M! O6neM cepuu 
: 454545 aMnyn 

Analytical Report No / Date of Analysis / 
AnaJIHTH'lecKnii OT'leT .N"!! : 890001889457 ,U:aTa auaJiu1a : 20.06.2026 

Date of Manufacture / 
: 06/2026 Date of Expiry / 

05/2028 
,U:aTa npOH3BOACTBa roAeHAO 

: 

Mfg. License No. / 
IlpOH3BOACTBeHHaH : MB/05/264 MA number:/ : nrr-NQ(008888)-(Pf-RU) 
JIHUeH3HH .N°!! HoMep PY 

Analysis performed according to ND/ AuaJitt3 npoeeAen no H,r.r:: JIII-.N"!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTLI nepenquoii ynaKOBKH yTeep)KJJ.eHbl: 17.02.2025 
Artworks of intermediate package approved: / MaKeTLI npoMemyToquoii ynaKOBKH yrnep)KJJ.enb1: 17.02.2025 
Artworks of secondary package approved: / MaKeTLI BTOpn<tuoii ynaKOBKH yTeep)KJJ.enL1: 09.06.2025 
PL approved: / JIB yrnep)KJJ.eu: 17.02.2025 

Pa2e 7 of9 / CTp. 7 u1 9 

.N"2 Test/ IloKaJaTeJib Results/ Pe1yJibTaTbI Specification / HopMa 

14 Labeling/ MapKnposKa Complies / CoorneTcrnyeT In accordance with section 1.3 .2 of 
module 1 of the registration dossier. / B 
C00TBeTCTBl111 C pa3/].eJIOM 1.3.2 M0/J.YJUI 1 
per11cTpa~J10HHOro AOCbe. 

15 Storage conditions / In a place protected from light at a temperature below 25 ° C. 
YcJIOBHH xpaHeHHSI Do not freeze. I B 3aw:11meHHOM OT ceern MecTe rrp11 TeMrrepaType He Bhirne 25 °C. He 

3aMopa)l(J1BaTh. 
16 Shelf-life (storage period) / 2 years. / 2 ro,na. 

CpoK ro,nHOCTH (cpoK 
xpaHeHHSI) 

* Tests are not performed during the stability investigation. I * 11crrhITaHl151 ue rrpoBOA51T B xo,ne 11ccJie,noaau11H 
CTa611JihHOCTl1. 

** Release quality control of the perfomance is carried out for every 15th batch. /** llp11 BhmycKe rrperraparn KOHTpOJJh 
Ka'!eCTBa ITO ITOKa3aTemo rrpOBOAHTCH ,!lJJH Ka)l(,!lOH 15-ofi cep1111. 

API name/ HauMeHosauue A<l>C: 

INN /MHH: 

API manufacturer batch number / 
HoMep cepnu nponJBOAHTeJIH A(})C: 

Remarks : The Product confirms to ND/ 

Ketorolac Trometamol / KernpoJiaKa TpoMeTaMOJI 

Ketorolac / KernpoJiaK 

2KTM0130226 

II ttMelfaH11e: ll OA KT COOTBeTCTB eT e6oaaum1M HA 
Conclusion : APPROVED / 
3aKJ110lfen11e: OJlO6PEHO 

Prepared by / 
llo,nroTOBJieHo: 
Yogesh Chauh , 

Date I 
)],am: 20.06.2026 

Checked by / 
llpoaepeHo: 

Rama Ka~ 

1/" 

Checked by (AQA) / 
11posepeuo (AOK): 
Ajay Kumar Srivastava 

-Pn , 
Date I 
,[(am: 20.06.2026 

Approved by: Quality Assurance/ Authorized 
person I O,no6peHo: O6ecrre4eu11e 
Ka'lecrna/OrneTcrnel-iuoe mu10: 

Date/ 
)lam: 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Tel angana, Ind ia 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN : L85 195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTHWIIKATAHAJIH3A 

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

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

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo.uy1n: KeTOPOJIQ<, (KeTopoJiaK) paCTBOp JJ,ml Bttyrp1,1BeHHOro H BHYfpHMbIWel{HOfO BBeJJ,eHml, 30 Mr/MJI 

Batch No/ 
: V260456 

Batch Quantity/ 454545 ampules / 
CepnH .N'!! 06-heM cepuu 

: 
454545 aMnyJI 

Analytical Report No/ Date of Analysis/ 
AuaJIHTn11ecKnn OT'leT .N'!! : 890001889457 )];aTa auaJiuJa : 20.06.2026 

Date of Manufacture/ 
: 06/2026 

Date of Expiry / 
05/2028 

l,ll,aTa nponJeo.ucTea ro_ueu ,UO 
: 

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

MA number: I 
: JITT-N~(008888)-(Pf-RU) 

JIHQCH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuanuJ npoee.ueu no H)];: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThl nepen11uou ynaKOBKH yTeep,K.D:eHhl: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbI npoMe*yTo'lnou ynaKOBKH yTeep,K.D:en1,1: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTOpu11uou ynaKOBKH yTeep*,Uenhl: 09.06.2025 
PL approved:/ JIB yrnep,K.LJ:eu: 17.02.2025 

Page 8 of9 / CTp. 8 03 9 
FP Manufacturer API Batch number / 
HoMep cepuu cy6CTauuuu npoHJBOAHTeJIH FETA00133 
rJI<I>: 

API Manufactured by, address & country/ Symed Labs Limited, 
IlpouJBOAHTeJib A<I>C, a.upec 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/ 
CattMe,n Jla6c JlHMHTe,n, ITpoHJBo,ncTBeHHoe no,npa3,nenettue II, YqacToK .Mi 

25/B, <l>aJa III, 11.,D;.A., ,D;)Kee,nHMerna (B1rnnaA)K), KyT6ynnanyp (Mau.nan), 
Me,nqan - ManKa,n)Krnpu (,ZJ;ucrpnKT) - 500 055, Tenauraua, Hu.nm, 

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Kho!, Nalagarh 
manufacturing site/ Control site/ Release Road, Baddi, Distt. Solan, H.P. 173205, India (license No MNB/05/263) / 
site/ ,ZJ;-p Pe.n,nu'c Jla6oparnp11c Jln1,., l1H)l,HJI, TipoHJBO)l,CTBeHHoe rro,npa3,neneu11e-6, 
HanMeHOBaHHe, a)l,pec, JlUl.(eHJHH ,llJISI 

B11n11. Kxo11b, Hanarapx Poy.n, Ea.n,nu, ,D;11cTpHKT Co11aH, X.TI., 173205, HHAHJI 
IlpOH3B0,llCTBeHH3H UJIOl.lla,llKa / IlJIOl.ll3,lll\'.a 

(mmeH31151 N!! MB/05/263) 
K0HTp0JIH Ka'leCTBa / IlJIOIJ.l3,llKa BbmycKa 

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/ Conclusion : APPROVED / 
3aKJIIO'leHne: O,l(O6PEHO II HMe'faHHe: rr 

Prepared by I 

Date/ 
}lam: 20.06.2026 

o.n KT COOTBeTCTB eT T e6oBaHlUIM H}l 
Checked by / Checked by (AQA) I 
TTpo_aepeHo: ITpoBepeHo (AOK): 
Rama Kant Ajay Kumar Srivastava 

~ \ 
Date I 
}lam: 20.06.2026 

Approved by: Quality Assurance/Authorized 
person/ OJJ.o6peHo: O6ecrre'!eHtte 
Ka'leCTBa/OTBeTCTBeHHOe JIHUO: 

Date I 
}lam: 

&lHUA-tv} 

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. Reddy's ~~• 
CERTIFICATE OF A ALYSIS 

CEPTH<l>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 
www.drreddys.com 

Product:/ Ketorol00 (Ketorolac) solution for intravenous and intramuscular iajections, 30 mg/ml 

llpOJJ.YKT: KeTOPOJl (M) (KeTOponaK) paCTBOP ,l),JUI BHyrpHBeHHOfO H BHYfPl1MblWe'-!HOro BBe.n.e,rnsi, 30 MriMn 

Batch No/ 
: V260456 

Batch Quantity / . 454545 ampules / 
CepuSJ .M! 06beM cep1111 • 454545 ar,.myn 
Analytical Report No I Date of Analysis / 
AnaJIHTH<Jec1rnn OT'leT .N'!! : 890001889457 ,Il,aTa auaJIHJa : 20.06.2026 

Date of Manufacture / 
: 06/2026 

Date of Expiry / 
05/2028 

,[(aTa np0ll3B0,l.lCTBa ro,l.len ,l.l0 
: 

Mfg. License No./ 
IlpoHJBOJ.lCTBeuuaH : MB/05/264 

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

JIHIJ,eH3HH .N'!! HoMep PY 

Analysis performed according to ND/ Auam13 npose,l.len no H)J;: JDI-.N'!!(008888)-(Pr-RU)-170225 
Artwork of primary package approved:/ MaKeTLt oepsu'lnoii yna1eosx11 yrsep,K,lle1u,1: 17.02.2025 
Artworks of intermediate package approved:/ l\,faKeTbl npoMe:lfCyTo•moii ynaK0BKn yTnep,K,lleHbl: 17.02.2025 
Artworks of secondary package appro ed: / MaKeTbl BT0pnquoii ynaKOBKn )'TBep:>K,llenb1: 09.06.2025 
PL approved:/ JIB yrnep,KJ:leu: 17.02.2025 

Page 9 of 9 / CTp. 9 H3 9 
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». I 

3aKJIIO'leHHe O COOTBeTCTBUU: «HacTOHWJIM H 00.ll,TBep)l()]:alO, 4TO npHBe)J,eHHaH Bblllle HH<pOpMal..\HH HBJrneTCH 

JlOCTOBepHOH H TQqHOH. 3Ta cep1-rn npo.n.yKI..\Hl1 npoH3Be)J.eHa (BKJllO'-!aH ynaKOBKY (MapK11pOBKY) H KOHTpOJlb Ka4eCTBa) 
Ha BblWeyica.3aHHOH npoH3BO)J,CTBeHHOH nnoma)J.Ke (nno11.1a.u.1<ax) B OOJlHOM COOTBeTCTBHH C Tpe6osaHl1HMl1 TTpas1111 

Ha.u.ne)Kameli: npoH3BOACTBeHHOH npaKTHKH Espa.3HHCKoro 3KOHOMHYecKoro co103a (N!! GMP/EAEU/RU/02329-2025 

OT 19 ceHn6pH 2025 r.) H Tpe6osaHHSIMH KOHTpOJlSl Ka'-!eCTBa JleKapcTBeHHbIX cpeACTB, a T8K)Ke a COOTBeTCTBl1J.1 co 

cnel.\Hq>l1K81.1JUIMH, CO.ll,ep)l(amHMHCSI B pernCTp81.ll10HHOM JlOCbe CTpaHbl-HMnOpTepa. 3anHC11 no npoi,t3BOJICTBY, 
ynaKOBKe H 8HaJJH3Y nposepeHbl, H ycTaHOBJleHO HX COOTBeTCTBHe 1'pe6osaHHSIM TipaBl-1Jl H8)).Jle)IC8mei1 

npoH3B0JlCTBeHHOH npaKTHKH Espa.3HMCKOfO 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ 
n HMe'laHHe: 11 Ol]. KT COOTBeTCTB eT T e6oaaHH.SlM HJ], 
Prepared by I Checked by/ Checked by (AQA) I 
Tio.ll,roTOBJJeHo: Tiposepetto: TiposepeHo (AOK): 
Yogesh Chauha Rama Kant Ajay Kumar Srivastava 

~ 
Date/ Date/ 
,ll;ara: 20.06.2026 P,arn: 20.06.2026 

Conclusion : APPROVED / 
3aKJH04eHue: O.llO6PEHO 
Approved by: Quality As uraoce/ Authorized 
person/ O.ll,o6petto: O6ecrre'lemie 
Ka'lecrna/O'rseTCTBeHHOe JIHUO: 

Date/ 
J{aTa: 

S'tJ IV')l'Jl 

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 


