
•·· 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: +91 98166 56001-02 
www.drreddys.com 

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

IIP0/1.YKT: KeTop01fi-0 (KeTopoJrnK) pacTBop ,ll,JUI BHYfPHBeHHoro H BHYfPHMbIUie,rnoro BBe,l],eHH.H, 30 MrlMJT 

Batch No/ 
: V260345 

Batch Quantity / 454545 ampules / 
Cepuu .N!! 06beM cepuu 

: 
454545 aMnyJT 

Analytical Report No/ Date of Analysis / 
.. 

AuaJiuTuqecKuii oTqeT .N!! : 890001881713 ,l(aTa auaJiu3a : 14.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

)(aTa np0H3B0/J,CTBa ro/1,eH /1,0 
: 

Mfg. License No. / 
Ilpott3BO/J.CTBeuuau : MB/05/264 

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

JIHIJ:eH3HH .N'!! HoMep PY 

Analysis performe{i according to ND/ AuaJitt3 npoBe/1,eH no H,l(: JIII-.N!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThI nepsuquoii ynaK0BKH yTsepm/1,etthI: 17,02.2025 
Artworks of intermediate package approved: / MaKeThI npoMemyTOquoii ynaK0BKH yrnepm/1,etthI: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTopuquoii ynaKoBKn yTsepm/1,etthI: 09.06.2025 
PL approved:/ JIB yrnepm/1,ett: 17.02.2025 

Page 1 of 9 / CTp. l tt3 9 

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

1 Description / Onucauue Clear colorless solution. / Ilpo1paqub10 Clear colorless to slightly yellow color 
6ecuseTHhIB pacTBop. solution. I Ilp01paqub1tt pacTBop OT 

6ecQBeTuoro /1:0 csen10-)KeJnoro QBeTa. 

2 Identification*/ UJJ,eHTttil>ttKaQHH* 

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. I BpeMJI y,nep)KHBaHIDI chromatogram of standard solution (Assay 
OCHOBHOrO IlHKa Ha xpoMaTorpaMMe section). I BpeM.H y ,nep)KHBaHIDI 
HCilhITyeMoro pacTBopa COOTBeTCTByeT OCHOBHOro IlHKa Ha xpoMarnrpaMMe 
BpeMeHH y,nep)KHBaHHJI OCHOBHOro IlHKa HCilhITyeMoro pacTBopa ,[(0JI)KH0 

Ha xpoMarnrpaMMe cmH,napTHoro COOTBeTCTBOBaTh BpeMeHH y,nep)KHBaHIUI 
pacTBopa. OCHOBHOro IlHKa Ha xpoMaTorpaMMe 

crnH,napTHoro pacTBopa (pa1.nen 
«Kom1qecTBeHHOe onpe,neneHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKmoqeuue: O)1.OliPEHO II HMe'tauue: IT 

Prepared by / 
IlOAfOTOBJieHo: 
Ashish Kumar 

t\di.. _/ :_ ~ 

Date/ 
.[{am: 15.05.2026 

0)1_ KT COOTBeTCTB eT T e6osaHIDIM H,U 
Checked by/ Checked by (AQA) I 

Pravesh Rana Ajay Kumar Sriva tava 
IlposepeHo: i IlposepeHo (AOK): 

~ -fu 
Date/ Date/ 
.[{am: 15.05.2026 .[{am: 15.05.2026 

Approved by: Quality Assurance/ Authorized 
person I O,no6peHo: 0 6ecrre'leH11e 1 
Ka'lecTBaiOTBeTcTBe 1-11-1oe n11uo: ~l1 I \A 4--/\J 

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: L85195AP198~PLC004507 

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 
www.drreddys.com 

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

Ilpo,1.J.yKT: KeTOPOJl(i<) (KeTopoJiaK) paCTBOP )],Jl51 BHYTPHBeHHOfO H BHYTPHMbIWe'-IHOro BBe)],emrn, 30 MrlMJI 

Batch No/ 
: V260345 

Batch Quantity/ 454545 ampules / 

CepuH .N'!! O6beM cepuu 
: 

454545 aMTTYJl 

Analytical Report No/ Date of Analysis / 
AuaJittTtt'-lecKuii: OT'-leT .N'!! : 890001881713 ,ll;aTa auaJiu3a : 14.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry/ 
03/2028 

lllaTa 11pott3B0,IJ.CTBa roJJ,eH ,IJ.0 
: 

Mfg. License No. / 
Ilpott3BO,IJ.CTBenuaH : MB/05/264 

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

Analysis performec_l according to ND/ AuaJitt3 11poee,1.J.eu 110 ffll: JIII-.N'2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbI nepeuquoii y11aKOBKH yTeep,K,1.J.eub1: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTbI npoMemyToquoii y11aK0BKH yTeep,K,1.J.eub1: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTopuquoii ynaK0BKH yTeep,K,1.J.eHLI: 09.06.2025 
PL approved: / JIB yrnep,K,1.J.eu: 17.02.2025 

Pa2e 2 of 9 / CTp. 2 H3 9 

.N'!! Test/ Iloica1aTeJ1h Results/ Pe1yJ1bTaTbI Specification/ HopMa 

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

Y <P-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<l>-crreKTphI rrornomemrn maxima at 322 ± 2 nm. I Y<l>-crreKTphI 

HCIIhITyeMoro pacrnopa H pacrnopa nornomeHm1 HCIIhITyeMoro pacrnopa H 
cmH,ll,apTH0ro 06pa3ua KeTOpOJiaKa pacTBopa CTaH,napTH0ro o6pa3ua 
TpOMemMHHa B o6nacrn: OT 200 HM )],0 400 KeTopoJiaKa TpOMemMHHa s o6naCTH OT 
HM HMeJOT MaKCHMYMhl rrornomeHIDI rrp11 200 HM .no 400 HM )],0JI)l(Hhl HMeTh 
322±2 HM. MaKCHMYMhl rrornomeHl151 rrp11 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. / OrranecueHUH5l rrperrapam suspension I. / OrranecueHUH5l rrperrapam 

He rrpesh1rnaeT orranecueHUHJO cycrreH31111 He )],0JI)l(Ha rrpeBhIWaTh orranecueHUHJO 

cpasHeHH5l I. cycrreH31111 cpasHeHH5l I. 

4 Color / ll,BeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
ITornomett11e ,!l_0JI)KH0 6hITh He 6onee 0,20 
rrpH .nmrne B0JIHhl 430 HM. 

5 pH 7.2 From 6.9 to 7.9. I OT 6,9 ,!l_0 7,9 . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'IaHue: ITpo,ll,yKT C00TBeTCTByeT Tpe6oBaHH5lM H,[{ 3aKJ110'Ieuue: O)1.OliPEHO 
Prepared by I 
ITo,ll,roTOBJieHo: 

Ashish Kumar 

~ 
Date/ 
)],am: 15.05.2026 

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

ITposepeHo: f ITposepeHo (AOK): person I O.no6peHo: O6ecrre11eH11e 

Pravesh Rana _ Ajay Kumar Srivastava Ka11ecTsa!OTBeTCTBeHHOe Jil11J:0: &7p t,Vl)Al) 

~ /) 
Date I Date I Date I l~ ~~I(' () ~ )],am: 15.05.2026 )],am: 15.05.2026 )laTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTM~IIKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +919816656001-02 
www.drreddys.com 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo.1:i:yKT: KeTopoJI® (KeTopoJiaK) pacrnop )]JUI BHVTPI-IBeHHOro H BHVTPHMhIWe4HOro BBe)],eHmI, 30 Mr/MJI 

Batch No I : V260345 
Batch Quantity/ 454545 ampules / 

CepnH .N'!! O61.eM ceouu 
: 

454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AuaJinTnqecKttii oTqeT .M! : 890001881713 ,[(aTa anaJiu3a : 14.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 : 

.l(aTa npOH3B0,l.(CTBa ro,l.(eH 1(0 

Mfg. License No./ 
Ilpon3BOJ.:CTBeuuaH : MB/05/264 

MA number:/ 
: JH1-N!!(008888)-(Pf-RU) 

JIUIJ;eH3HH .N'!! HoMep PY 

Analysis performed according to ND I AnaJin3 npoBel(eu no H.l(: JIII-N2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThl nepBnquoii ynaKOBKH yrnep~eHbI: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTbI npoMe*yTOquoii ynaKOBKH yTBep~eub1: 17.02.2025 
Artworks of secondary package approved: / MaKeThl BTOpuquoii ynaKOBKH YTBep~eub1: 09.06.2025 
PL annroved: / JIB yrnep~eu: 17.02.2025 

Paee 3 of 9 / Crp. 3 03 9 

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

6 Particulate matter / Mexauu<JecKne BKJIIO'leHHH 

6a Visible particles / Complies / CoorneTcrnyeT Should be absent. / 
Btt,nHMble qacTHUbl .[{omKHbl OTCYTCTBOBaTb. 

6b Invisible particles / 
HeBH.IU1Mbie qaCTHUbI: 
1. Particles 2: 10 µm / 19 not more than 6000 per ampoule; / 

qacrnu paJMepoM 2: He 6onee 6000 Ha aMoyny; 
10 MKM 

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

7 Impurities/ IlpnMecu: 

Impurity A I Ilptt:Mecb A 0.10 % not more than 0.20 % I ue 6onee 0,20 %; 

Impurity B / Ilptt:Mecb B Not detected/ He o6Hapy)KeHa not more than 0.50 % / He 6onee 0,50 %; 

Impurity C / Ilptt:Mecb C Below LOD (LOD = 0.010 %) I HmKe not more than 0.50 % I He 6onee 0,50 %; 
npe.nena o6Hapy)KeHIDI (ITO= 0.010 %) 

Impurity D / Ilptt:Mecb D Not detected/ He o6Hapy)KeHa not more than 0.20 % I He 6onee 0,20 %. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe<JaHne: Ilpo,nyKT COOTBeTCTByeT Tpe6oBaHH~M H.[{ 3aKJiioqeuu:e: Ol(OliPEHO 
Prepared by / Checked by! / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Ilo.nrornsneuo: IlposepeHo: Ilposepeuo (AOK): person/ O.no6peuo: O6ecne11em1e 
Ashish Kumar Pravesh Ran: Ajay Kumar riva tava Ka'lrecrna/OrneTCTse1-1uoe nu:uo: • <~11 IV /+JJ / 

~ ~ I\ 
Date/ Date/ Date/ Date I N k~i\~ .[{am: 15.05.2026 )];am: 15.05.2026 .[{am: 15.05.2026 .[{am: 

~ 15/ Y 
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$HKATAHAJill3A 

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 

Ilpoti;yKT: KeTopon1') (KeToponaK) paCTBOp ,lJ,JUI BHYfpHBeHHOI'O H BHyrpHMbIWe4HOI'O BBe,[\eHH51, 30 MrlMJl 

Batch No/ 
: V260345 

Batch Quantity / 454545 ampules / 

CepnH .N'!! O6'heM cepuu 
: 

454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJIHTH'leCKnu OT'leT .N'!! : 890001881713 ,[t;aTa auaJin3a : 14.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

l,U:aTa nponJBOti;CTBa roti;eHti;O 
: 

Mfg. License No./ 
IlpouJBOti;CTBeuuaH : MB/05/264 

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

JIUQeH3HH .N'!! HoMep PY 

Analysis performe4 according to ND I AuaJiu3 npoBeti;eu no H,l],: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbl nepBn'luou ynaKOBKH YTBepm,i::i:eub1: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMe*yrnquou ynaKOBKH yrnepm,i::i:eub1: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTopuquou ynaKOBKH yTBepm,i::i:eub1: 09.06.2025 
PL approved:/ JIB yrnepm,i::i:eu: 17.02.2025 

Page 4 of9 / CTp. 4 u3 9 

.N'!! Test/ TioKaJaTeJib Results/ PeJyJibTaTbl Specification/ HopMa 

Individual unidentified Below LOQ (LOQ = 0.050 %) / Htt)l(e Not more than 0.20 % / He 6011ee 0,20 %. 
impurity / E,nttHl14HaJI npe,ne11a Ko1111qecrnettttoro orrpe.ne11ett11H 
HeH,neHTH~HU11pOBaHHa» 
rrpttMeCb 

Total impurities/ C)'MMa 
rrp1-1Mece11 

8 Extractable volume* / 
lfJBJieKaeMbIH o6beM* 

9 Bacterial endotoxins / 
liaKTepuaJibHbie 
3H.llOT0KCHHbl 

10 Sterility** / 
CTepHJibHOCTb ** 

Remarks : The Product confirms to ND/ 
n HMe'laHHe: IT 
Prepared by / 
IT o ,nroTo BJI e Ho: 
Ashish Kumar 

~ 
Date I 

o.n KT C0OTBeTCTB eT 
Checked by/ 
Tiposepetto: 
Pravesh Rana 

Date I 

(ITKO = 0.050 %) 

0.1 % 

10.1 ml/ 10,1 MJl 

<=0.725 EU/mg I 
<=0.725 E3/Mr 

NA 

e6oBaHHHM H,n: 
Checked by (AQA) / 

( 

Tiposepetto (AOK): 

/ - Ajay K~j:ava 

Date/ 
)];am: 15.05.2026 )];am: 15.05.2026 )];am: 15.05.2026 

Not more than 1.50 % I He 6011ee 1,50 %. 

Not less than 10.0 ml (collectively 
measured volume of 10 ampoules)./ 
He Mettee 10,0 MJl (o6beM, 113MepeHHhltt 
Ha OCHOBaHHH 06be,n:11HeHHOro 
co,nep)KttMoro 10 aMrry11). 

Not more than 5.8 EU/mg of Ketorolac 
Trometamol. I He 6oJiee 5,8 E3/Mr 
KeTopo11aKa TpOMeTaMOJla. 

Must be sterile. I )],OJl)l(eH 661Tb 

CTep1111hHh!M. 

Conclusion : APPROVED I 
3aKJ110'leH11e: 0 OliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O,no6petto: O6ecrreqett11e 

Ka4eCTBa/OTBeTCTBeHHOe miuo: c~ n f V Jt-JJ/ 

Date/ 
llam: 

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: L85195AP1984PLC004S07 

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 

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

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilp0Ay1n: KeTopoJI@ (KeTopoJiaK) pacrnop AJIH BHYfpHBeHHOro tt BHYfPHMbIWeqHoro BBe)].eHH.H, 30 Mr/MJI 

Batch No/ 
: V260345 

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

: 
454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AttaJiuTuqec1rnii OT'IeT .N'!! : 890001881713 ,[I;aTa auaJinJa : 14.05.2026 

Date of Manufacture / : 04/2026 Date of Expiry / 
03/2028 : 

.l{aTa npOH3BOACTBa ro.11:eu )J;O 
Mfg. License No./ 
IlpouJBO)J;CTBettuan : MB/05/264 MA number:/ 

: nrr-NQ(008888)-(Pf-RU) 
JIUI~eH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJIH3 npoee.11:eu no H,[I;: JIII-.N'!!(008888)-(Pr-RU)-l 70225 
Artworks of primary package approved: / MaKeTbI nepeuquoii ynaKOBKH yrnep,K)J;ettb1: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTbI npoMemyrnquoii ynaKOBKH yTeep,KJl;eHbI: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTopuquoii ynaK0BKH yTeep,KJl;eHhI: 09.06.2025 
PL annroved: / JIB yrnep,KJl;ett: 17.02.2025 

.N'!! Test/ Ilotea3aTeJib Results/ Pe3yJibT3TbI 

11 Assay/ KoJiuqecTBeHHoe 29.78 mg/ 29,78 Mr 

onpeAeJieHue 

12 Ethanol content/ 3TaHoJI 12.00 % 

Remarks : The Product confirms to ND/ 
Il HMeqaHue: IT 0A KT C00TBeTCTB eT T e6oBamrn:M H)l 
Prepared by I Checked by I Checked by (AQA) I 
Ilot1.roTOBneHo: ITpoBepeHo: 1 ITpoBepeHo (AOK): 
Ashish Kumar Pravesh Rana Ajay Kun~~ri~astava 

~ ~ 
Date I Date I Date I 
)lam: 15.05.2026 )lam: 15.05.2026 )lam: 15.05.2026 

Pa2e 5 of9 I CTp. 5 03 9 

Specification / HopMa 

From 27.0 mg to 33.0 mg of Ketorolac 
Trometamol per I mL. I OT 27 ,0 Mr AO 
33,0 Mr KeTopoJiaKa TP0MeTaM0Jia B 1 MJI. 

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

Conclusion : APPROVED / 
3aicmoqeHue: O.llOliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ O,no6peHo: O6ecrreqem1e 
Ka'iecTBa/O-rneTCTBeHH0e m~uo: 51'] / Vfl-tJ / 

Date I 
)lam: 

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 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: I Ketorol@ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpO)WKT: KeTopon@ (KeToponaK) pacTBop )].1151 BHYTPHBeHHoro H BHYTPHMhirneqttoro BBe)].eHH51, 30 Mr/Mn 

Batch No/ 
: V260345 

Batch Quantity/ 454545 ampules / 
CepuH .N'!! O6'beM cepuu : 

454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKuii 0T'IeT N!! : 890001881713 j(aTa auaJiuJa : 14.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

I.UaTa npouJB0ACTBa roAeH AO 
: 

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

MA number:/ 
: JIIT-Mi(008888)-(Pf-RU) 

JIHQeHJHH N!! HoMep PY 

Analysis performed according to ND/ AuaJiuJ nponeAen no HJ(: JIII-N2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThl nepeuquoii ynaKoBKH yTnep,KJJ;em.1: 17.02.2025 
Artworks of intermediate package approved: / MaKeThl npoMemyTo'luoii ynaKOBKH yrnep,K,11;eub1: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTopu11uou: ynaKOBKH yTnep,KJJ;enhl: 09.06.2025 
PL approved: / JIB yTsep,KJJ;eu: 17.02.2025 

Paee 6 of9 / Cn1. 6 u3 9 

Test/ IIoi-:aJaTeJib Results/ PeJyJibTaTbI Specification / HopMa 

13 Package description / 
Onucauue 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 MJI B aMUYJibl H3 CBeT03aIIJJITHOro 
CTeKJia TeMHO-KOpttqHeBoro 11,BeTa KJiacca 
I. B Bepxueif qacnI aMrryJihI uaueceubI 
KOJibU.O H ToqKa AJUI pa3JIOMa. Ha aMrryny 
HaKJieirnaIOT 3THKeTKy. 
Ilo 10 aMIIYJI BMeCTe c JIHCTKOM-
BKJia)].b!IIIeM B TIBX/anIOMHHtteBbIH 
6JIHCTep. Ilo 1 6JIHCTepy B rraqKy 
KapTOHHyIO. 

A cut ring and point are in the upper part 
of ampoule. A label 1s 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 
Ilo 1 MJI B aMIIYJih[ H3 CBeT03aIIJ,HTHOro 
CTeKJia TeMHO-KOpttqHeBoro 11,BeTa KJiacca 
I. B Bepxuei1: qacTtt aMIIYJihl uaueceuhI 
KOJihU,0 H TQqKa )].JI.SI pa3JIOMa. Ha aMrryny 
HaKJieHBaIOT 3THKeTKY. 
Ilo 10 aMIIYJI BMeCTe c JIHCTKOM-
BKJia)].h!IIIeM B TIBX/anIOMHHtteBhIH 
6JIHCTep. Ilo 1 6JIHCTepy B rraqKy 
KapTOHHYIQ; OJ/51 cmatJUOHapoe: ITO 2, 3, 5 
6JIHCTepoB B rraqKy KapTOHHYfO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3ai-:moqeuue: O.LJ:OliPEHO IT HMe'-lauue: TI 

Prepared by / 
Ilo,nroTOBJieuo: 
Ashish Kumar 

~ 
Date I 
Darn: 15.05.2026 

o.n KT COOTBeTCTB eT T e60Baum1M HD 
Checked by/ 

IlpoBepeHo: i 
Pravesh Rana 

Date I 
Darn: 15.05.2026 

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

-A-i___L 
Date I 
Darn: 15.05.2026 

Approved by: Quality Assurance/ Authorized 
person/ O,uo6peHo: 06ecne,,e ,me 
Kaqecrna/OrneTCTBeHuoe m,uo: ,g>i JV it>J / 

Date I 
,[lam: 

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 

CEPTM <l>IIKAT AHAJilI3A 

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

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

Product:/ Ketorol@ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
llpoi.yKT: KeTopon@ (KeToponaK) pacrnop .11.m1 BHYTPJ-iBeHHoro H BHYfPHMh1we1rnoro Bse.11.eHH51, 30 Mr/Mn 

Batch No/ 
: V260345 

Batch Quantity/ 454545 ampules / 
CepuH .N'!! O6beM cepuu : 

454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AuaJrnT11qec1rnn oTqeT .N'!! : 890001881713 ,ll;aTa anaJIHla : 14.05.2026 

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

03/2028 .IlaTa npOH3B0L{CTBa roi.eu AO 
: 

Mfg. License No./ 
llpou1B0ACTBeuuaH : MB/05/264 MA number:/ 

: JUI-N2(008888)-(Pf-RU) 
JIHQeu1uH .NI! HoMep PY 

Analysis performe~ according to ND I AuaJIHl nposei.eu no H,ll;: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThl nepsuquon ynaKOBKH yTsep,rmeub1: 17.02.2025 
Artworks of intermediate package approved: / MaKeTLI npoMe*yToquon ynaKOBKu yTsep'.ll(L{enL1: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTOpuquon ynaKOBKH yTsep'.ll(L{eHbI: 09.06.2025 
PL approved: / JIB yrnep'.ll(J:l:eu: 17.02.2025 
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.N'! Test I Iloica1aTeJib Results/ Pe1yJ11>TaT1>1 Specification/ HopMa 

14 Labeling/ Map1rnposica Complies / CoorneTcrnyeT In accordance with section 1.3.2 of 
module 1 of the registration dossier. / B 
C00TBeTCTBl111 C pa3,!l;eJIOM 1.3.2 MO.ll.YJI.11 1 
perHCTPau.110HHOro .llOChe. 

15 Storage conditions / In a place protected from light at a temperature below 25 ° C. 
Y CJIOBHH xpanemrn Do not freeze. / B 3am11meHHOM OT csem MecTe np11 TeMnepaType He BhIIIIe 25 °C. He 

3aMopa)l(HBaTb. 

16 Shelf-life (storage period) / 2 years. I 2 ro,na. 
CpoK ro;:i:nocTu ( cpoK 
xpanenusi) 

* Tests are not performed during the stability investigation. / * 11cnhtmH1151 He npoBO.ll.llT B xo)le 11ccne,noBaH1111 
cm611JibHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch. I** ITp11 BbmycKe npenapam KOHTpOJih 
Kat.Jecrna no noKa3aTemo npOB0.ll.HTC51 AJI51 K8)1(.llOH 15-ott cepwu. 

API name/ HauMeuosanue A<DC: 

INN /MHH: 

API manufacturer batch number / 
HoMep cep11u npouJBOAHTeJIH A<DC: 

Remarks : The Product confirms to ND/ 
n HMe•rnuue: IT 
Prepared by I 
ITo.ll.roTOBJieHo: 
Ashish Kumar 

~ 
Date/ 

O.ll.YKT COOTBeTCTB eT 
Checked by/ 
ITpoBepeHo: 
Pravesh Rana 

Date I 

Ketorolac Trometamol I KeTOponaKa TPOMemMOJI 

e6oBaHIDIM H)l 

Checked by (AQA) / 

{ 

TipoBepeno (AOK): 

Ajay Ku~ rivastava 

Date I 

Ketorolac I KeTOponaK 

2KTM0130226 

Conclusion : APPROVED I 
3aicmolfeuue: O)],OliPEHO 
Approved by: Quality Assurance/ Authorized 
person / OJJ.o6pe~iO: O6ecneYem1e 

Ka'lecToa/OTBeTcTnem1oe m1u.o: 711 \) fl,J f 

)lam: 15.05.2026 )lam: 15.05.2026 )lam: 15.05.2026 
Date I 
)lam: 

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

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIII3A 

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.llVKT: KeTopon® (KeToponaK) pacrnop )].ml BttyrpJ.rnettttoro H BHyrpHMhiwe•rnoro BBe)].emu1, 30 Mr/Mn 

Batch No/ 
: V260345 

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

454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AnaJiuTuqecKuu OT'leT .N'!! : 890001881713 JJ:aTa auaJ1u1a : 14.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

JJ:aTa DPOH3B0)l:CTBa ro)l:eH )lO : 

Mfg. License No./ 
IIpon1Bo)l:CTBeuuaH : MB/05/264 MA number:/ 

: J1TT-N~(008888)-(Pr-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according to ND/ Aua.JIH3 npoBe)l:eu no HJJ:: JIIl-.N'!!(008888)-(Pr-RU)-170225 
Artworks of prima'ry package approved:/ MaKeTbI nepBn'luou ynaKOBKH YTBep~eub1: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTbI npoMe)KyTo'lnou ynaKOBKH yrnep~eubI: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTopuquou ynaKOBKn yTeep~eubl: 09.06.2025 
PL approved: / JIB vrnep~eu: 17.02.2025 
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FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauuuu npouJBO.llHTeJIH FETA00133 

r JI<I>: 

API Manufactured by, address & country/ Symed Labs Limited, 

IlpouJBO.UHTeJib A<l>C, a)lpec u CTpaua: Unit-II, Plot No. 25/B, Phase-III, I.D.A., Jeedimetla (V), Quthbullapur (M), 
Medchal-Malkajgiri District- 500 055, Telangana State, India / 

Cail:Me.u Jla6c JlHMHTe.n, IlpoHJBO.UCTBeuuoe no.npa3,neneu11e II, Y11acrnK N2 

25/B, <l>aJa III, 11.)],.A., )],)Kee,n11Merna (B11nna,n)K), KyT6ynnanyp (Mau.nan), 
Me,n11an - Ma.nKa,ll)KrttpH ()],ucTpHKT) - 500 055, Tenauraua, l1u,nm1 

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/ 

)],-p Pe.n,nu'c Jla6oparnp11c JlT.n., l1u,nm1, Ilpomao,ucrneuuoe rro.npa3,nenem1e-6, 
HauMeuosauue, a,upec, JIHQeHJHH .UJJH 
IlpouJso,ucTseuuaH rrJioI.UaAKa / IlJIOI.Ua.uKa 

B11nn. Kxonh, Ha.narapx Poy,u, Ea.n.nu, )],HCTPHKT Conau, X.Il., 173205, I1u.nm1 

KOHTPOJIH Ka'lecTsa / IlJioma,nKa B1.rnycica 
(nm,leHJm1 N2 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/ Conclusion : APPROVED / 
3aKJJIO'leuue: O)lO6PEHO n uMe'lauue: TI 

Prepared by / 
Ilo,nroTOBJieuo: 
Ashish Kumar 

~ 
Date/ 
)],am: 15.05.2026 

o.n KT C00TBeTCTB eT e60BaHJ.U1M H)], 
Checked by I 
Ilpoaepeuo: 
Pravesh Rana 

Date/ 
)],am: 15.05.2026 

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

-½l-
Date/ 
)],am: 15.05.2026 

Approved by: Quality Assurance/ Authorized 
per on / O.Ao6peuo: O6ecneLteH11e 
KaLtecr.sa/OTBeTCTBeHHOe m1uo: SIi I IJ IJ./J. / 

Date/ 
nam: 

Registered Offi ce : 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +91404900 2999, Email : mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIII3A 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
llpo;::i;yKT: KeTopon® (KeToponaK) pacrnop ,[\Jl51 BHYfPHBeHHOro H BHyrpHMbillJeqttoro BBe,[\eHH51, 30 Mr/Mn 

Batch No/ 
: V260345 

Batch Quantity / 454545 ampules / 
CepuH .M, O6beM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH<JecKuii OT<JeT .N'!! : 890001881713 ,l],aTa auaJiu3a : 14.05.2026 

Date of Manufacture / 
: 04/2026 

Date of Expiry / 
03/2028 

.L(aTa npOH3BO)J;CTBa ro;::i;eu )J;O 
: 

Mfg. License No./ 
llpoH3BO)J;CTBeHHaH : MB/05/264 

MA number:/ 
: JU1-N2(008888)-(Pf-RU) 

JIHIJ;eH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJiu3 npoBe;::i;eu no H,l],: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThI nepBH<IHoii ynaKOBKH YTBep~euhl: 17.02.2025 
Artworks of intermediate package approved:/ MaKeThI npoMemyrnquoii ynaK0BKH YTBep~euhl: 17.02.2025 
Artworks of secondary package approved: / MaKeThl Brnpuquoii ynaK0BKH YTBep~euh1: 09.06.2025 
PL approved: / JIB yrnep~eu: 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<fCHHe 0 C00TBCTCTBHH: «HacTo51mHM 51 TTOATBep)K)].aIO, '-ITO npHBe,[\eHHa51 BbillJe HHcpopMaU.H51 51BmieTC51 

AOCTOBepHOM H TQqHott. 3m cepH51 npOAYKU.HH npmnBe,[\eHa (BKJ110qa51 ynaKOBKY (MapKHpOBKY) H KOHTpOJlb Kaqecrna) 
Ha BbillieyKa3aHHOM npOH3B0,[\CTBeHHOM nnomaAKe (nnomaAKax) B TTOJlHOM COOTBeTCTBHH C Tpe6oBaHH51MH TTpaBHJl 
ttaAJie)Kamei1: npomBOACTBeHHOH npaKTHKH EBpa3HHCKoro 3KOHOMHqecKoro cm03a (N2 GMP/EAEU/RU/02329-2025 
OT 19 cettrn6p51 2025 r.) H Tpe6oBaHH51MH KOHTpOJI51 Kaqecrna JleKapcTBeHHbIX cpeACTB, a TaK)Ke B COOTBeTCTBHH co 
cneu_mpHKaU.H51MH, CO,l:\ep)KamHMHC51 B perHCTpau_HOHHOM AOCbe CTpaHbl-HMnopTepa. 3anHCH no npOH3B0,[\CTBY, 
ynaKOBKe H aHaJIH3Y npoBepeHbl, H ycTaHOBJleHO HX COOTBeTCTBHe Tpe6oBaHH51M ITpaBHJl Ha,[\Jle)KameH 
npOH3B0,[\CTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3a1011oqeuue: 0.l(OliPEHO II uMe'lauue: IT 

Prepared by / 
Ilo.uroTOsnetto: 
Ashish Kumar 

~ 
Date I 
}lam: 15.05.2026 

O.UYKT COOTBeTCTB eT 

Checked by/ 
Ilposepetto: 
Pravesh Rana 

Date I 

e6osamrnM H.[( 

Checked by (AQA) / 

{ 

Ilposepetto (AOK): 

AjayKu~ ava 

Date/ 
}lam: 15.05.2026 }lam: 15.05.2026 

Approved by: Quality Assurance/ Authorized 
person / OJJ.06pe1m: O6ecne4eHl~e 
Ka'!ecTBa/OTBeTcrneHHOe m1uo: S, ! I) fl.,-J. / 

Date/ 
}lam: 

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

Cl N: L85195AP1984-PLC004507 
www.drreddys.com 




