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

CEPTH~IIKATAHAJilI3A 

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:/ Ketoroll!<) (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo;:i;y1a: KeToponQ<) (KeToponaK) paCTBOp )];JI.SI BHVTPHBeHHO.O H BHVTPHMhIWe4HOro BBe;:i;eHHSI, 30 Mr/Mn 

Batch No/ 
: V260356 

Batch Quantity/ 454545 ampules / 

CepuH .N'!! O6beM ceouu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH4ecKuii oTqeT .N'!! : 890001884967 ,[l;aTa auaJIHJa : 28.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

,lI;aTa npOH3B0,IJ;CTBa ro,IJ;eH ,IJ;O 
: 

Mfg. License No./ 
Ilpott3B0,11;CTBennaH : MB/05/264 

MA number:/ 
: JU1-.N2(008888)-(Pr-RU) 

JIUIIeH3HH .N'!! HoMep PY 

Analysis performed according to ND / AuaJIH3 npoee;:i;eu no H,[I;: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThl nepBuquoii ynaKOBKH YTBepm,i::i:enhl: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbI npoMemyToquoii ynaKOBKH YTBepm,i::i:enL1: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTopuquoii ynaKOBKH yToepm,i::i:enL1: 09.06.2025 
PL approved: / JIB yrnepm,i::i:eu: 17.02.2025 

Pa2e 1 of9 / CTp. 1 u3 9 

.N'! Test/ Iloi.:a1aTeJ1h Results/ Pe1yJ1bTaThl Specification / HopMa 

1 Description / Onucauue Clear colorless solution. / Ilp03paqHhitt Clear colorless to slightly yellow color 
6ecu:seTHhitt pacTBop. solution. I Ilpo3paqHhitt paCTB0p OT 

6ecu.aeTHoro ,no caen10-)l(eJIToro u.seTa. 

2 Identification*/ MAeHTtt!J>ui.:au:uH* 

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 m the 

standard solution. I BpeM» y).(ep)KHBaHllil chromatogram of standard solution (Assay 

0CH0BH0ro ITH Ka Ha xpoMaTorpaMMe section). I BpeM» y).(ep)KHBaHllil 

HCITbITYeMoro pacTBopa C00TBeTCTByeT 0CH0BH0ro UHKa Ha xpoMaTOrpaMMe 
BpeMeHH y).(ep)KHBaHllil 0CH0BH0ro ITHKa 11crrhnyeMoro pacTBopa ).(0JJ)KH0 

Ha xpoMarnrpaMMe CTaH).(apTH0ro C00TBeTCTB0BaTb BpeMeHH y,nep)KHBaHllil 

pacTBopa. 0CH0BH0r0 ITHKa Ha xpoMaTorpaMMe 
CTaH,napTH0ro pacTBopa (pa3,nen 
«Kon114ecTBeHttoe orrpe,nenett11e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3ai.:moqeuue: 0,[(0liPEHO II HMe'-iauue: IT 

Prepared by / 
Ilo,nroTOBJJeHo: 
Rama Kant 

Date/ 
)lam: 28.05.2026 

0).( KT C00TBeTCTB eT e6osaHHSIM H)l 

Checked by/ 
IlposepeHo: 
Pardeep Kumar 

Date/ 
)lam: 28.05.2026 

Checked by (AQA) / 
IlposepeHo (AOK): 
AmitKuma 

Date/ 
)];am: 28.05.2026 

Approved by: Quality Assurance/ Authorized 
person I O,no6peHo: O6ecrreqett11e 

Ka~ a_a/OrneTcrne,rnoe n11u:o: 

' (2,i ~ t CJ)'V\-1""" 

Date I 
)lam: 

0 

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.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH «I> 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.drr·eddys. com 

Product:/ Ketorolil<1 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

Ilpo.r.y1n: KeTopo11® (KeTopoJlaK) pacrnop .n;mr BHyrp11BeHHOro H BHyrpHMbIWe1.rnoro BBe.n;eHH51, 30 MrlMJl 

Batch No/ : V260356 
Batch Quantity/ 454545 ampules / 

: 
CepuH N!! 06'heM cepuu 454545 aMTTYJl 

Analytical Report No/ Date of Analysis / 
AnaJIHTH'lfeCKHH OT'lfeT N!! : 890001884967 ,ll;aTa auaJIH3a : 28.05.2026 

Date of Manufacture / : 05/2026 
Date of Expiry / 04/2028 : 

lllaTa npoH3BOACTBa ro.n;en.r.o 
Mfg. License No./ 
IlpouJBOJ:ICTBeunaH : MB/05/264 MA number:/ : J1TI-NQ(008888)-(Pf-RU) 
JIHQeH3HH N!! HoMep PY 

Analysis performed according to ND/ AnaJIH3 npoBe.n;eu no H,l(: JIII-N!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeTbI nepBH'lfnoii ynaKOBKH yrnep~eub1: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTbI npoMe)KyTo'lfnoii ynaKOBKH YTBep~eub1: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTopuquoii ynaKOBKH YTBep)KAeHbI: 09.06.2025 
PL aooroved: / JIB YTBep)KAen: 17.02.2025 

2b 

3 

4 

5 

Test I IloKaJaTeJib 

UV- spectrophotometry* I 

Y<P-cneKmpo(jJomoMempuR* 

Clarity/ Ilp03patJHOCTb 

Color I QeeTuocTb 

pH 

Results/ Pe1ym,Tan,1 

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. I Y<l>-cneKrphr nornomeHH51 
11cnb1TyeMoro pacrnopa 11 pacrnopa 
CTaHJl.apTHoro 06pa3ua KernponaKa 
TPOMeTaMHHa B 0611acrn OT 200 HM .ll.0 400 
HM HMeJOT MaKCHMYMhl nornomeHH51 nptt 
322±2 HM. 

The opalescence of the sample does not 
exceed opalescence of reference 
suspension I. / OnanecueHUHJI npenapam 
He npeBbIIIIaeT onanecueHUHJO cycneH3HH 
cpaBHeHH51 I. 

0.04 

7.4 

Pa~e 2 of 9 / CTp. 2 H3 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>-cneKTPhI 
nornomeHtt51 11cnh1TyeMoro pacrnopa H 
pacrnopa CTaHJ1.apTttoro o6pa3ua 
KeToponaKa TPOMeTaMHHa s o6naCTH OT 
200 HM .11:0 400 HM .11:0ll)l(Hbl HMeTb 
MaKCHMYMbl nornomeHH51 nptt 322±2 HM. 

The opalescence of the sample should not 
exceed opalescence of reference 
suspension I. / OnanecueHUHJI npenapam 
He .11:on)l(Ha npeBbIIIIaTb onanecueHUHJO 
cycneH3HH cpasHeHH51 I. 

Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
TTornomettHe .11:on)l(HO 6bITh He 6onee 0,20 
npH .11:JlHHe BOJlHbl 430 HM. 

From 6.9 to 7.9. I OT 6,9 .11:0 7,9. 

Remarks : The Product confirms to ND/ 
IlpHMetJattHe: Tipo.11:yKT coorneTcrnyeT TPe6osaHH51M HA 

Conclusion : APPROVED / 
3aKJIIOtJeHHe: O,ll,OJiPEHO 

Prepared by I Checked by/ Checked by (AQA) / 
TTo.n:roTOBJJeHo: .4-. TTposepeHo: TiposepeHo (AOK): 

Rama Kant a.\~ Pardeep Kumar Amit Kumr ~ 

'Y\ ~ /\ 
Date/ Date/ Date/ 
Aarn: 28.05.2026 )lam: 28.05.2026 )lam: 28.05.2026 

Approved by: Quality Assurance/ Authorized 
person/ 0.11:06peHo: 06ecnetJeHtte 

~ ,~~:::;"~ ( 

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 

CEPTH~IIKATAHAJIH3A 

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.drt eddys.corn 

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

Ilpo,a:y1n: KeTopoJI® (KeTopoJiaK) pacrnop ,1],Jl51 BHYTPI1BeHHoro H BHyrpHMhlllJeqHoro BBe,1],eHH51, 30 Mr/MJI 

Batch No/ : V260356 
Batch Quantity / 454545 ampules / 

Cepua .N'!! 06'heM cepuu 
: 

454545 aMnyJI 

Analytical Report No/ Date of Analysis / 

AuaJinTn'lecKnii oTqeT .N'!! : 890001884967 ,U:aTa anaJIHJa : 28.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
: 04/2028 

,U:aTa ITPOH3B0,0:CTBa ro;:i:eu ,a:o 

Mfg. License No./ 
IlpOH3B0,0:CTBeHHaH : MB/05/264 

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

Analysis performed according to ND/ AuaJIHJ npoBe,a:eu no H,ri:: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeTbI nepBnquoii ynaKOBKH yTBep;KJ:J;eHbI: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbI npoMe,teyTO'IHOH ynaKOBKH yTBep;KJ:J;eHbI: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTOpuquoii ynaKOBKH YTBep;KJ:J;eHbI: 09.06.2025 
PL approved: / JIB YTBep;KJ:J;en: 17.02.2025 

Pa2c 3 of 9 / CTp. 3 HJ 9 

.N'! Test I IloKaJaTeJih Results/ PeJyJihTaTbI Specification / HopMa 

6 Particulate matter/ MexaHH'-leCKHe BKJIIO'-leHHH 

6a Visible particles/ 
B11,nHMbie 'IaCTHUbl 

6b Invisible particles / 
HeBH)],HMbie 'IaCTHUbI: 
l. Particles 2'. 10 µm / 

Y:acrnu paJMepoM 2'. 
10 MKM 

ii. particles 2'. 25 µm / 
1-1acrnu paJMepoM 2'. 
25 MKM 

7 Impurities / IlpnMecu 

Impurity A I ITpttMecb A 

Impurity B / ITp11MeCh B 

Impurity C / ITpttMecb C 

Remarks : The Product confirms to ND/ 
II HMe'-laHHe: IT 
Prepared by / 
ITo,nroTOBJieHo: 
Rama Kant 

Date/ 

o.n KT C0OTBeTCTByeT 
Checked by / 
ITpoBepeHo: 
Pardeep Kumar 

Date/ 

Complies/ CooTBeTcTByeT Should be absent. / 
,[{OJDKHhl OTCyTCTBOBaTb. 

15 not more than 6000 per ampoule; / 
He 6onee 6000 Ha aMrryny; 

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

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

Below LOD (LOD = 0.014 %) / HmKe not more than 0.50 % / He 6onee 0,50 %; 
npe,nena 06ttapy)l(ettm1 (ITO= 0.014 %) 

Below LOD (LOD = 0.010 %) / H11)1(e not more than 0.50 % / He 6onee 0,50 %; 
npe,nena o6ttapy)l(eHIDI (ITO = 0.010 %) 

e6oBaHH51M HA 
Checked by (AQA) / 
ITpoaepeHo (AOK): 
Amit Ku 

Date / 

Conclusion : APPROVED I 
3aKJIIO'leHne: O,[(OliPEHO 
Approved by: Quality Assurance/Authorized 
person/ O,no6peHo: O6ecrre'!eHHe 
K~a/OTBeTCTBeHHoe mu..1,0: 

( ) ~ f~V"\ 

)lam: 28.05.2026 ,[{am: 28.05.2026 )lam: 28.05.2026 
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@drreddys. com 
CIN: L85195AP1984PLC004507 

www drreddys.corn 



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

CEPTH~HKATAHAJilI3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalag<1rh Road, Baddi, 

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

Tel : +91 98166 56001-02 

www.drreddys.com 

Product:/ Ketorol0!1 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
llpOJJ.YKT: KeTopon® (KeTOPOJlaK) pacrnop ,D,ml BHYTPHBeHHOro H BHYTPHMbIWe1rnoro BBe,D,eHHJI, 30 Mr/MJ1 

Batch No/ 
: V260356 

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

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
Auam1Tu<JecKnii OT<JeT .N'!! : 890001884967 ,[l;aTa auaJinJa : 28.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

lllaTa nponJBOJJ.CTBa roJJ..eH JJ.O 
: 

Mfg. License No./ 
llpouJeoJJ.CTBenuaH : MB/05/264 

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

JIHQeHJHH .N'!! HoMep PY 

Analysis performed according to ND/ AuanuJ npoBeJJ.eH no 11,lJ;: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThl nepBH<Juoii ynaicoeicu YTBep)KJJ.enh1: 17.02.2025 
Artworks of intermediate package approved: / MaKeThl npoMe,KyTo<Juoii ynaK0BKH YTBep)KJJ.eHhl! 17.02.2025 
Artworks of secondary package approved: / MaKeTbl BTopuquou ynaKOBKH yTBep)KJJ.eHhl: 09.06.2025 
PL annroved: / JIB yrnep)KJJ.eu: 17.02.2025 

Pa2e 4 of 9 / CTp. 4 HJ 9 

N2 Test I IloKa1aTeJ1b Results I Pe1yJ1hTaTbl Specification / HopMa 

Impurity D / IlpHMecb D Below LOD (LOD = 0.014 %) I Hm1<e not more than 0.20 % I He 6onee 0,20 %. 
npeti:ena o6Hapy)Kemrn (ITO = 0.014 %) 

Individual unidentified Below LOQ (LOQ = 0.050 %) I Htt)Ke Not more than 0.20 % I He 6onee 0,20 %. 
impurity I Eti:HHWIHaJI npeti:ena KOJIHtJeCTBeHHoro onpeti:enemrn 
HeHti:eHTH~HUHpOBaHHaJI (IlKO = 0.050 %) 
npHMeCh 

Total impurities I CYMMa 
0.1 % 

npttMeceii 

8 Extractable volume* / 
J13BJleKaeMblU o6'beM* 

10.1 ml/ 10,1 MJI 

9 Bacterial endotoxins / <=0.725 EU/mg I 
JiaKTepH3JlbHble <=0 .725 E3/Mr 
JHJJ.0T0KCHHhl 

10 Sterility** / NA 
CTepHJlbH0CTb ** 

Remarks : The Product confirms to ND/ 
Il HMeqaHHe: f1 Qt]: KT C0OTBeTCTB eT e6oaaHHJIM H,A 
Prepared by / Checked by / 
no.o.roTOBJieHo: Ilpoaepetto: 
Rama Kant Pardeep Kumar 

~ 
Date I Date I 
,Aarn: 28.05.2026 ,Aarn: 28 .05.2026 

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

1'r-;_ 
Date I 
llarn: 28 .05 .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 MJI ( o6beM, HJMepeHHhlll 
Ha 0CHOBaHHH 06beti:HHeHHOfO 
C0ti:ep)KHMOro 10 aMnyn) . 

Not more than 5.8 EU/mg of Ketorolac 
Trometamol. I He 6onee 5,8 E3/Mr 
1<eTOpona1<a TPOMernMona. 

Must be sterile. I ,AOJI)KeH 6hITb 
CTepHJihHbIM. 

Conclusion : APPROVED I 
3aKmoqeHue: O)lOJiPEHO 
Approved by: Quality Assurance/ Authorized 
person/ Oti:o6petto: O6ecnet.Ietttte 
KatJecrna/ OTBeTCTBeHHOe JIHUO: 

~ \CM~ 

Date/ 
,Aarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hill s, 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 
CEPTH<l>IIKAT AHAJill3A 

Viii. Kho!, 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.u:y1n: KeTopon® (KeTOPOJiaK) paCTBOP ,[(ml BHYTPHBeHHOro H BHyrpHMbillle'-IHOf'O BBeJ:J:eHmI, 30 Mr/MJI 

Batch No/ 
: V260356 

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

: 
454545 aMTTYJI 

Analytical Report No I Date of Analysis / 
AuaJIHTH'lecKuii OT'leT .N'!! : 890001884967 ,ri:aTa auaJiu3a : 28.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

,n:aTa npOH3BOJ:J:CTBa ro.u:eu J:J:O 
: 

Mfg. License No./ 
IlpoH3BOJ:J:CTBeHHaH : MB/05/264 MA number:/ 

: J1Il-N!!(008888)-(Pf-RU) 
JlHU:eH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJiu3 npose.u:eu no H,n:: JIII-.N'2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThI nepsuquou ynaKOBKH yTsepm,z:i;enh1: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMeJKyrnquou ynaKOBKH yTsepm,z:i;eub1: 17.02.2025 
Artworks of secondary package approved: / MaKeTbl BTOpH'IHOH ynaKOBKH YTBepm,z:i;eHbl: 09.06.2025 
PL approved:/ JIB yTBepm,z:i;eu: 17.02.2025 

.N'!! Test I IloKa3aTeJib Results/ PeJyJibTaTbI 

11 Assay/ KoJitt'leCTBenuoe 30.20 mg I 30,20 Mr 
onpeAeJienue 

12 Ethanol content / 3rnnoJI 12.09 % 

Remarks : The Product confirms to ND/ 
n UMe<tauue: TI 0)l KT C00TBeTCTB eT e6osaHIDIM H)l 
Prepared by / Checked by/ 
n oJJ.rOTOBJ1e1-10 : Tiposepeuo: 
Rama Kant Pardeep Kumar 

4--::-
Date I Date I 
)lam: 28.05.2026 )lam: 28.05.2026 

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

___,.., 

Date I 
)lam: 28.05.2026 

Paee 5 of 9 / CTp. 5 uJ 9 

Specification/ HopMa 

From 27.0 mg to 33.0 mg of Ketorolac 
Trometamol per 1 mL. I OT 27,0 Mr AO 
33,0 Mr KeToporraKa TpoMeTaMorra B 1 MJI. 

From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) )l0 13,10 % (06/06) . 

Conclusion : APPROVED / 
3aKJIJO'lenue: OL(OliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O.n:o6petto: O6ecneqem1e 
Kaqecrna/OrneTcTBeHHoe JIHUO :· 

~Wt~~ 

Date I 
)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.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>HKAT AHAJIH3A 

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

rel: +9198166 55001-02 
www.drreddys.com 

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

Ilpo,a:y1n: KeTopon® (KeToponaK) pacrnop )):JUI BHYTPHBeHHOro H BHYTPHMbillle4HOro BBe,a:eHHH, 30 Mr/MJI 

Batch No I : V260356 
Batch Quantity I 454545 ampules / 

CepuH .N'!! 06beM cepuu 
: 

454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AuaJIHTuqecKuii oTqeT .N'!! : 890001884967 ,ll,aTa auaJIHJa : 28.05.2026 

Date of Manufacture/ 
: 05/2026 

Date of Expiry / 
04/2028 

,ll,aTa DPOH3B0)):CTBa ro,a:eu ,a:o 
: 

Mfg. License No. / 
IlpouJBO)):CTBeuuaH : MB/05/264 

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

JIHIIeHJHH N!! HoMep PY 

Analysis performed according to ND/ Auanu3 npose,a:eu no H,l],: JIIl-N!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeTbl nepsuquoii ynaKOBKH yTsep,K,!J,eubl: 17.02.2025 
Artworks of intermediate package approved: / MaKeThl npoMe:iKyTOquou ynaKOBKH yTsep,K,!J,enhl: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTopuquoii ynaKOBKH YTBep,K,l1,eub1: 09.06.2025 
PL aooroved: / JIB yrnep,K,!J,eu: 17.02.2025 

13 

Test/ IloKaJaTeJib 

Package description / 
OnucaHHe ynaKOBKH 

Remarks : The Product confirms to ND/ 
II HMe'faHHe: IT 0,/], KT C00TBeTCTByeT 
Prepared by / Checked by / 
f10,11.roT0sne1w: Tiposepetto: 

Results/ PeJyJibTaTbl 

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. / 
no J MJI B aMITYJihl 113 CBeT03aUU1THOro 
cTeKJia TeMHo-Kopwrnesoro useTa Knacca 
I. B sepxttei1 qacTH aMrrynhI HaHeceHhI 
KOJihUO II TO'!Ka )lJUI pa3JIOMa. Ha aMnyny 
HaKJielIBalOT 3TIIKeTKy. 
flo 10 aMnyn BMecTe c JIIICTKOM-
BKJia,11.bIIlleM B TIBX/amOMIIHHeBbIM 
6JIHCTep. flo 1 6m1CTepy B rra'!KY 
KapTOHHyIO. 

Page 6 of9 / CTp, 6 HJ 9 

Specification / HopMa 

l 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. IO ampoules and a patient 
information leaflet in a PVC/aluminum 
blister. 
1 blister in a carton pack; for in-patient 

facilities: 2, 3, 5 blisters in a carton pack. 
I 
no 1 MJI B aMITYJibl H3 CBeT03all.(IITH0ro 
CTeKJia TeMH0-K0p),jljHeBoro UBeTa KJiacca 
I. B sepxttei1 qacTH aMnynbI HattecetthJ 
KOJ!bl..10 11 TO'!Ka ,11.JIH pa3JI0Ma. Ha aMrryny 
HaKne11BalOT 3TIIKeTKY. 
rro 10 aMnyn BMeCTe c nHCTKOM-
BKJia,ll,bIUieM B ITBX/amOMliHHeBhIM 
6JIHCTep. rro 1 6JIHCTepy B na'!KY 
KapTOHH)'IO; 011R cmal{uoHapoe: no 2, 3, 5 
6Jil1CTepoB s na'!KY KapTOHHYJO. 

e6osaHHRM H)], 
Conclusion : APPROVED / 
3a1rnto'leHHe: O,UOliPEHO 

Checked by (AQA) / 
Ilposepetto (AOK): 

Rama Ka11t Pardeep Kumar Amit Kumar 

Approved by: Quality Assurance/ Authorized 
person/ O.no6petto: O6ecne'!ett11e 
Ka'!ecTBa!OTBeTCTBeHHOe .ri111..10: 

Date I 
,[{am: 28.05.2026 

J-::-
Date I 
)],am: 28.05.2026 

-----.. -Date I 
,[{am: 28.05.2026 

~WlCMw'\ 

Date I 
,[{am: 

Registered Office : 8-2-337, Roar! 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~HKATAHAJIH3A 

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

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

Product:/ Ketoro1<1<i (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,1.-yKT: KeTopon® (KeToponaK) paCTBOp )].ml BHyrpJ.rneHHOro H BHyrpHMbIWel.JHOro BBe)].eHml, 30 Mr/Mn 

Batch No/ 
: V260356 Batch Quantity/ 454545 ampules / 

CepuH .M! O6neM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJiuTuqecKuu oTqeT N!! : 890001884967 ,II;aTa auaJIH3a : 28.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry/ 
04/2028 

J(aTa npOH3B0.UCTBa ro.ueu .uo 
: 

Mfg. License No./ 
Ilpou3BO.UCTBeuuaH : MB/05/264 MA number:/ : JU1-N!!(008888)-(Pf-RU) 
Jiuu;eu3HH N!! HoMep PY 

Analysis performed according to ND/ AuaJiu3 npoee.ueu no HJ(: JIII-N!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeThl nepeuquou ynaKOBKH yTeep;imem.1: 17.02.2025 
Artworks of intermediate package approved:/ MaKeThl npoMe*yTOquou ynaKOBKH yrnep;imeuhl: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTOpuquou ynaKOBKH yTeep;imeuhl: 09.06.2025 
PL approved:/ JIB yrnep;imeu: 17.02.2025 

Pa~e 7 of 9 / CTp. 7 H3 9 

.N'2 Test/ TimrnJaTem . Results/ PeJyJihTaTbI Specification / HopMa 

14 Labeling / MapKHpOBKa Complies / CoorneTcrnyeT In accordance with section 1.3.2 of 
module 1 of the registration dossier. / B 
COOTBeTCTBHH C pa3,[(eJIOM 1.3.2 MOAY.riH 1 
pen!CTpaL(HOHHOro )],OCbe. 

15 Storage conditions / In a place protected from light at a temperature below 25 ° C. 
y CJIOBHSI xpaueHHSI Do not freeze. I B 3ammueHHOM OT csern MecTe rrpw TeMrrepaType He BbIIIIe 25 °C. He 

1aMopa,1rnsaTb. 

16 Shelf-life (storage period) / 2 years. / 2 ro.na. 
CpoK ro.nuocTH (cpoK 
xpaHeHHSI) 

* Tests are not performed during the stability investigation. / * 11crrbITaHIDI He rrposo.nHT B xo.ne Hccne,nosaHHH 
CTa6HJlhHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** IlpH BhmycKe rrperraparn KOHTPOnh 
Kaqecrna ITO IIOKa3aTemo rrpoBO,[(HTCH )],JlH KaJK)],Ott 15-ott cepHH. 

API name/ HanMeuosauwe A<l>C: Ketorolac Trometamol / KernponaKa TPOMeTaMon 

INN /MHH: Ketorolac / KernpoJiaK 

API manufacturer batch number / 
2KTM0130226 

HoMep cepuw npoHJBO)],HTeJJH A<l>C: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'lauue: Ilpo.nyKT cooTBeTCTByeT TJ)e6osamrnM H.JJ: 3aKJJIO'leuue: OllOliPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 

flo.nroTOBJ1etto: t 
Rama Kant t 

\ 
Date/ ' 
llarn: 28.05.2026 

Ilposepetto: Ilposepetto (AOK): person/ O.no6peHo: O6ecneqeHHe 
Pardeep Kumar Amit Kum"j\----'::.-

Kaqecrna/OrneTCTBemioe nuuo: 

4-z ~\CJAA~~ f 
Date I Date I Date I I 

I '2;;:(l :;;a ,J, 
Darn: 28.05.2026 .JJ:arn: 28.05.2026 .JJ:arn: 

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: L8519SAP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJilI3A 

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

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

Product:/ KetorolQ◊ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpOJJ.YKT: KeToponQ-0 (KeToponaK) paCTBOP ,[(ml BHYTPHBeHHOro H BHyrpHMblllle'rnOro BBe,[(eHH51, 30 Mr/Mn 

Batch No I 
: V260356 

Batch Quantity/ 454545 ampules / 
Cepm1 .N'!! 06neM cepuu 

: 
454545 aMnyn 

Analytical Report No I Date of Analysis / 

AHa.11uTu-recKun oT-reT .N'!! : 890001884967 Jl:aTa auanu3a : 28.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

):(aTa npOH3B0)].CTBa roJ].eH J].0 
: 

Mfg. License No./ 
Ilpou3eo~cTeeunaH : MB/05/264 MA number:/ 

: JHI-N2(008888)-(Pf-RU) 
JJHD;eH3HH .N'!! HoMep PY 

Analysis performed according to ND/ Auanu3 npoee~eu no HJ:J:: JIII-.N'2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTLI nepeu-ruou ynaKOBKH yTeep~eHLI: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTLI npoMe,icyTO-rnon ynaKOBKH yTsep~enLr: 17.02.2025 
Artworks of secondary package approved: / MaKeTbl BTopu-ruou ynaKOBKH yTeep~euL1: 09.06.2025 
PL approved:/ JIB yrnep~eu: 17.02.2025 

Pa2e 8 of 9 I CTp. 8 H3 9 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cT3HU.HH npOHJBO/J.HTeJUI FETA00133 
r JI<I>: 

API Manufactured by, address & country/ Symed Labs Limited, 
IlpouJBO/J.HTeJib A<l>C, a)].pec u cTpaHa: Unit-II, Plot No. 25/B, Phase-III, I.D.A. , Jeedimetla (V), Quthbullapur (M), 

Medchal-Malkajgiri District- 500 055, Telangana State, India/ 
Cai1Me/J. J1a6c JlttM11Te/J., TTpoH3BO/l.CTBeHHOe rro)].pa3)].enetttte II, Y'!aCTOK N!! 
25/B, <l>a3a III, 11.,ll;.A., ,ll;)Kee)].11Merna (BHnJia/J.)I{), KyT6ynnarryp (MaH/1.aJI), 

Me)].'laJI - ManKa/J.)l{rttpH (,ll;ttcTpHKT) - 500 055, Tenattratta, l1H/l.H.H 

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh 
manufacturing site I Control site I Release 

Road, Baddi, Distt. Solan, H.P. 173205, India (license No MNB/05/263) / 
site I ,ll;-p Pe/J./J.H'c J1a6opaTOpHC JlT.n., l1H/l.H.H, TTpOH3B0.D:CTBeHHOe rro.npa3,nenemre-6, 
HaHMeHOBaHue, a)].pec, JIHU.eH3HH /].JIH 
IlpouJBO/J.CTseuuasi nnorn.a~Ka / TTnorn.aJJ.Ka 

BHJin. Kxonh, Hanarapx Poy/J., Ea.nm1, ,ll;HCTpHKT ConaH, X.n., 173205, l1H.nu.ii 

KOHTpOJIH Ka'-leCTBa / Ilnorn.a/J.Ka BhlilYCKa 
(nm.(eH3H.H 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/ 
Il HMe'-laHHe: fl 0/J. KT COOTBeTCTB eT e6osaHH.HM HA 
Prepared by / Checked by/ 
CTO/J.fOTOBneHo: TTposepeHo: 
Rama Kant Pardeep Kumar 

=f ;z;-
Date/ Date I 
J.(arn: 28.05.2026 J.(arn: 28 .05.2026 

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

Date I 
,ll;arn: 28.05.2026 

Conclusion : APPROVED I 
3aKJIIO'-leHHe: O.llOliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O.no6petto: O6ecrret.JeHHe 
Ka~afOTBeTCTBeHHO JIHUO: 

( ' 46") il-\ \~ 11v) 

Date/ 
,[J;arn: 

Registered Offfce: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Te langana, Ind ia 
Tel : +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys .com 

CIN : L85195AP1984P LC004507 
www drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTMWIIKATAHAJill3A 

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

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

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

Ilpouy1n: KeTOPOJl@ (KeTopoJiaK) paCTBOp )],Jl51 BHYTPHBeHHOro H BHyrpHMhIWelJHOro BBe)],emrn, 30 Mr/MJl 

Batch No/ 
: V260356 

Batch Quantity I 454545 ampules / 

CepuSI .N'!! O6beM cepuu : 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJiuTuqec1rnii oTqeT N2 : 890001884967 ,[t;aTa auaJiu3a : 28.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

lllaTa npoH3BO)J;CTBa ro)J;eH )J;O : 

Mfg. License No./ 
Ilpon3BO)J;CTBeuuaS1 : MB/05/264 

MA number: I 
: JIIT-N2(008888)-(Pf-RU) 

JIHI~eH3HSI .N'!! HoMep PY 

Analysis performed according to ND/ AuaJIH3 np0Be,1J;eu no H,[t:: Jlll-.N'2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThI nepBuquou ynaKOBKH yTBep,K,1J;enhl: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMe,Kyrnquou ynaKOBKH yTBep,K,1J;eubl: 17.02.2025 
Artworks of secondary package approved: / MaKeThI ernpuquou ynaK0BKH YTBep,K,1J;enL1: 09.06.2025 
PL approved:/ JIB yrnep,K,1J;eu: 17.02.2025 

Page 9 of 9 / CTp. 9 03 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»./ 

3aKmoqeuue 0 CO0TBeTCTBHH: «HaCTORI.l~HM 51 TTO,ll;TBep)l()]:aFO, 'ITO npHBe,D;eHHaH BhIWe HHq>OpMaI.J,HH HBJ151eTCH 

,ll;OCTOBepHOH H T04HOH. 3Ta cepHH npo)],yKI.J,HH npOH3Be,D;eHa (BKJII04aH ynaKOBKY (MapKHpOBKY) H KOHTpOJlh Ka4ecrna) 

Ha BhIWeyKa3aHHOH npOH3B0)],CTBeHHOH TTJlOI..I.J,a)],Ke (nJIOI..I.J,a)],Kax) B TTOJlHOM COOTBeTCTBHH C Tpe6oBaHH51MH ITpaBHJl 
Ha,D;Jie)KaI..I.J,eii npoH3BO)],CTBeHHOH npaKTHKH EBpa3HHCKoro 3KOHOMH4ecKoro co103a (N2 GMP/EAEU/RU/02329-2025 

OT 19 ceHTH6pH 2025 r.) H Tpe6oBaHHHMH KOHTpOJIH KalJeCTBa JleKapcTBeHHhIX cpe)],CTB, a TaK)Ke B COOTBeTCTBHH co 

cneI.J,HqJHKaI.IHHMH, CO)],ep)Ka~HMHCH B perHCTpaI.IHOHHOM )],OCbe CTpaHbl-HMnopTepa. 3anHCH no npOH3B0,ll;CTBY, 

ynaKOBKe H aHMH3Y npoBepeHbl, H ycTaHOBJleHO HX COOTBeTCTBHe Tpe6oBaHHHM ITpaBHJl Ha)],Jle)KaI..I.J,eH 
npOH3B0)],CTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMH4eCKOro COI03a». 

Remarks : The Product confirms to ND/ 
II HMeqirnue: II o.u KT COOTBeTCTB eT T e60BaH1UIM H,ll 
P repared by / Checked by/ Checked by (AQA) / 
IIoArOTOanet·lO: IlpoBepetto: IlpoBepetto (AOK): 

Rama Kant iv vlJ Pardeep Kumar Amit Kumar ----)_.-

cJ--z 
Date/ Date/ Date I 
,[lam: 28.05.2026 )lam: 28.05.2026 ,[lam: 28.05.2026 

Conclusion : APPROVED / 
3aKJH04eHue: O)lOJiPEHO 
Approved by: Quality Assurance/ Authorized 
person I O.uo6petto: O6ecrreIJett11e 
KaIJecrna/OTBeTcTBeHHoe J111uo: 

~\~V1"\ 

Date I 
,[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.com 


