
••• Dr. Reddy's ~;• 

CEPTH~HKATAHAJilI3A 

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:/ K etorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpoavK"r: K eToponO(• (Ke-roponaK) paCTBOP )],JUI BHYfpl-! BeH HOro 11 BHYfl)HMblWe'-IHOfO sseneH~rn, 30 MrlMJI 

Batch No I : V260503 
Batch Quantity/ 

: 
454545 ampules / 

Cepun .N'!! O61.eM CCPIUI 454545 aMnyIJ 

Analytical Report No I Date of Analysis / 

AuaJJHTH'leCKHH 0T'leT .N'!! : 890001895089 )1:aTa auaJJu3a : 14.07.2026 

Date of Manufacture / : 06/2026 
Date o{ Expiry / : 05/2028 

Jl.aTa n P0113B0ACTBa roACU 11.0 

Mfg. License No./ 
Ilpou3BOACTBeuuan : MB/05/264 

MA number:/ : J1TI-Mi(008888)-(Pf-RU) 
HoMep PY JJUQeH3HH .N°!! 

Analysis performed according to ND/ AuaJIH3 npoBeJJ;eu no H,ll.: JIII-.N'!!(008888)~(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH yTsepm)l;eHbl: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbI 11poMe:myTO'IHOH ynaKOBKH yTsepm)l;elibI: 17.02.2025 
Artworks of secondary package approved: / MaKeThl BTopuquoii ynaK0BKH yTBep,K,lleub1: 09.06.2025 
PL approved:/ JIB yTBeo,KJJ.en: 17.02.2025 

Pat!e 1 of9 / CTp. 1 HJ 9 

.N"!! Test I IloKaJaTeJJh Results/ PeJyJJbTaThl Specification/ HopMa 

1 Description/ On11caH11e Clear colorless solution. / Tipo3pal.!Hhll1 Clear colorless to slightly yellow color 

6ecusernhIIT pacrnop. solution. I TTpo3pa411b1~ pacrnop OT 
6ecuBeTHOro D.0 CBeTJlO-)l(eJITOrO UBeTa. 

2 Identification*/ lf.LI.eHTH<littKal-'Hst* 

2a HPLC* I B3)KJ(* The retention time of the main peak in the The retention time of the main peak in the 
chromatogram of test solution corresponds chromatogram of test solution should 
to the main peak in the chromatogram of correspond to the main peak in the 
standard solution. / BpeM51 y.LI.ep)lnrnamrn chromatogram of standard solution (Assay 
OCHOBHOrO ITHKa Ha xpoMaTOrpaMMe section). I BpeM51 yAep)l(HBaHH» 
HCITbITyeMoro pacrnopa COOTBeTCTByeT OCHOBH0ro ITHKa Ha xpoMaTOrpaMMe 
speMeHH y/l,ep)l{HBaHH51 OCHOBHOfO ITHKa HCITbITyeMoro pacrnopa /J,OJDKHO 
Ha xpoMaTorpaMMe CTaH.LI.apTHOro C0OTBeTCTBOBaTh BpeMeHH yAep)l{HBaHH51 
pacrnopa. OCHOBHOfO ITHKa Ha xpoMaTorpaMMe 

CT8HD.8j)TH0f0 pacTBopa (pa3)],eJ1 
«KOJJH•IeCTBeHHOe onpen.eneHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKmo'leH11e: OllOl>PEHO OJ]; KT COOTBeTCTB eT e6oeattwJ1M H,U 

Prepared by / 
TIO/J,fOTOBJleHO: 

Ramakant $ 
~/ 

Date / 
.[{am: 14.07.2026 

Checked by / 
flposepeHo: Pardeep 
Kumar 

Date / 
JI.ara: 14.07.2026 

Checked bY. (AQA) / 
TipoeepeH0 (AOK) : 
Abhishek 1auhan 

Date/ 
.llara: 14.07.2026 

Approved by: Quality Assurance/ Authorized 
person I O.LI.o6peHo: O6ecne'-!eHHe 

Ka'"-~O,..m;TCTBe1n1oe rn11..1.o: 
, ,~ \~""'\ 

Date I 
,Uarn: 

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

CIN : L85195AP1984PLC004507 
www drreddys.com 



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

CEPTH <I> IIKA T AHAJIB3A 

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

Ilpo)J.y1n: KeTopon°Q (KeTOPOJlaK) paCTBOp ,11.JlJI BHyrp1-rneHHOro 11 BHyrpHMblllJeqHoro BBe,11.eHHJI, 30 MrlMJl 

Batch No/ 
: V260503 

Batch Quantity I 454545 ampules / 

CepuH .N'!! O6beM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHH OT'leT .N!! : 890001895089 )];aTa auaJiu3a : 14.07.2026 

Date of Manufacture / 
: 06/2026 

Date of Expiry/ 
0'5/2028 

,UaTa npOH3B0/J,CTBa ro)J.eH )J.O 
: 

Mfg. License No. / 
IIpouJB0/1.CTBennaH : MB/05/264 

MA number:/ 
: JIIT-M!(008888)-(Pf-RU) 

JIUQeH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJIH3 npoBe)J.en no H)];: Jlll-.N!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThI nepBu'lnoii ynaKOBKH YTBep,K).J.enh1: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMemyTo'lnou ynaKOBKH yrnep,K).J.enh1: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTopu'lnou ynaKOBKH yTBep,K).J.enhl: 09.06.2025 
PL approved:/ JIB yrnep,K).J.eu: 17.02.2025 

Page 2 of9 / CTp. 2 u3 9 

.N'!! Test/ IloKaJaTeJlb Results/ PeJyJ1bTaTb1 Specification / HopMa 

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

Y <1>-cneKmporjJomoMempu5t * 
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<!>-crreKTpbI rrornomemrn maxima at 322 ± 2 nm. / Y<!>-crreKTpbI 

HCITbITYeMoro pacrnopa 11 pacrnopa rrornomeH11JI 11crrhnyeMoro pacrnopa 11 
cmH)],apTHOro 06pa3ua KeTopoJiaKa pacrnopa cmH)],apTHOro 06pa3ua 
TpOMemMl1Ha B o6JiaCTl1 OT 200 HM )],0 400 KeTopoJiaKa TpOMeTaM11Ha s o6JiaCTl1 OT 
HM 11MelOT MaKCl1MYMbl rrornomeHl1JI rrp11 200 HM )],0 400 HM )],OJl)l(Hbl 11MeTb 
322±2 HM. MaKC11MYMbl rrornomeHl1JI rrpH 322±2 HM. 

3 Clarity/ Ilpo3paquocTh The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnaJiecuemmJI rrperrapam suspension I. / Orranecu:eHU:HJI rrperrapam 
He rrpeBhirnaeT orranecu:eHu1110 cycneH31111 He )],OJI)l(Ha npeBhIWaTb onaJiecueHUHIO 

cpasHeH11JI I. cycneHJ1111 cpasHemu, I. 

4 Color I QBeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
ITornomeH11e AOJI)l(HO 6b1Th He 6oJiee 0,20 
np11 )],Jll1He BOJ!Hbl 430 HM. 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: ITpO)],YKT COOTBeTCTByeT Tpe6oBaHl1JIM H)l. 3aKmoqeuue: O)lOliPEHO 
Prepared by / 
IToAroTOBJieHo: 
Ramakant 

~ 
Date I 
)lam: 14.07.2026 

Checked by/ Checked b I (AQA) I Approved by: Quality Assurance/ Authorized 
ITposepeHo: Pardeep ITpoeepem (AOK): person I 0Ao6peHo: 06ecrre1.JeH11e 

Kuma~ Abhishek w K~w,~::••~ ~ JJ-! 
Date/ Date/ Date/ \ f~~L, )lam: 14.07.2026 )lam: 14.07.2026 )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~HKATAHAJIII3A 

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,1J.yKT: KeTopoJI® (KeTOPOJiaK) pacrnop )],ml BHYTPl•-!BeHHOro H BH)'TPHMbIWeYHoro BBe)],eHmI, 30 Mrf MJI 

Batch No/ 
: V260503 

Batch Quantity/ 454545 ampules / 

Cepm1.N"!! O6beM cepHH 
: 

454545 aMnyJI 

Analytical Report No/ Date of Analysis / 
AaaJIHTH'leCKHH OT'leT .N'!! : 890001895089 ,ll,aTa aaaJIH3a : 14.07.2026 

Date of Manufacture / 
: 06/2026 

Date of Expiry / 
05/2028 : 

J(aTa DPOH3B0.UCTBa ro.uea LJ:O 
Mfg. License No./ 
IlpoH3BOLJ:CTBeaaaH : MB/05/264 

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

JIH .. eH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJIH3 npose,1J.ea no H,ll,: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOii ynaKOBKH yTsep~eHbI: 17.02.2025 
Artworks of intermediate package approved:/ MaKeTbI npoMe,r<yTo'laou ynaKoBKH yTsep~eHbI: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI eTopuquou ynaKOBKH yTsep~euhl: 09.06.2025 
PL approved:/ JIB yTBep~ea: 17.02.2025 

Pa2:e 3 of 9 / CTp. 3 u1 9 

.N'2 Test/ IloKaJaTeJib Results/ PeJyJibTaTbI Specification/ HopMa 

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

6a Visible particles / Complies / CooTBeTcTByeT Should be absent. / 
8HJ(l1Mble qacnUJ,bl ,lJ,omKHbl OTCYTCTBOBaTb. 

6b Invisible particles/ 
HeBHJ(HMbie qaCTJ11..lbI: 
i. Particles 2': 10 µm / 19 not more than 6000 per ampoule; / 

qacrnu paJMepoM 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/ ITp11Mecb A 0.09% not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / Tip11Mecb B Below LOD (LOD = 0.014 %) / Hm1<e not more than 0.50 % / He 6onee 0,50 %; 
npenena o6Hapy)KeHIDI (TIO= 0.014 %) 

Impurity C / Tip11Mecb C Below LOD (LOD = 0.010 %) I Hm1<e not more than 0.50 % I He 6onee 0,50 %; 
npe.uena 06Hapy)KeH11.11 (TIO = 0.010 %) 

Remarks: The Product confirms to ND/ 
0 HMe'-laHHe: TI 0.ll KT COOTBeTCTB eT e60BaHID1M H)l 
Prepared by I Checked by / 
no.v.roroaneHo: ITpoBepeHo: Pardeep 
Ramakanr 

Date I 
)J,arn: 14.07.2026 

Kumar f 
c-::::,::...,..'-.ii----_-:--

Date / 
,ll,arn: 14.07.2026 

Checked y (AQA) / 
npoBepeH (AOK): 
Abhishek hauhan 

Date I 
llarn: 14.07.2026 

Conclusion : APPROVED I 
3aKJ110'-lem1e: 0 OliPEHO 
Approved by: Quality Assurance/ Authorized 
person/ OJJ.o6peHo: O6ecnelfeH11e 
Ka~a/O,seTCTBeHHoe m1uo: 

\ l2>i uu \ ~ """ 
Date I 
llarn: 

Registered Office : 8-2-337, Road No . 3, Banjara Hill s, 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<l>HKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Fo rmulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Sola n, H.P., 173 205, INDIA 

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

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

lfoOAYKT: KeTopo11® (KeTopoJiaK) paCTBOp ,[(Jl.)I BHyrp1,rneHHO.O H BHyrpHMbillle4HOro BBe;:i:ettmI, 30 MrlMJl 

Batch No/ : V260503 
Batch Quantity/ 454545 ampules / 

Cepnsa .M! O61>eM cepnn 
: 

454545 aMny11 

Analytical Report No/ Date of Analysis/ 
AeaJIHTH'lecKnn 0T'leT .N"!! : 890001895089 ,[(aTa aeaJinJa : 14.07.2026 

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

05/2028 
,lJ.aTa DPOH3B0L{CTBa rouee ,[(O 

: 

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

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

JIHIJ;eH3HH .N"!! HoMep PY 

Analysis performed according to ND/ AuaJIH3 npoee;:i:ee no H,[(: JIII-.N"!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbI nepBH'IHon ynaKoBKH yTnep~eebI: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbl npoMe,r<yTO'IHOH ynaKoBKH yTsep~eubI: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTOpn'lnou ynaKOBKH yTeep~eeLI: 09.06.2025 
PL aooroved: / JIB yrnep~eu: 17.02.2025 

Pa2e 4 of9 / CT». 4 HJ 9 

N2 Test/ IloKaJaTeJib Results/ PeJyJibTaTbI Specification / HopMa 

Impurity D / Tip11Mecb D Below LOD (LOD = 0.014 %) I HmKe not more than 0.20 % / He 6onee 0,20 %. 
npeJJ,eJia o6ttapy)l(eHJ.rn (ITO= 0.014 %) 

Individual unidentified 
impurity / EJJ,11ttw1Ha.)I 

0.05% He11JJ,eHT11¢11u11posatttta.)I 
np11MeCb 

Total impurities I CYMMa 
0.1 % 

np11Mecen 

8 Extractable volume* / 
11.JBJieKaeMblH o6beM* 

10.4 ml / 10,4 MJJ 

9 Bacterial endotoxins / <=0.725 EU/mg/ 
liaKTep11aJ1bHble <=0.725 E3/Mr 
3HJ];OT0KCl1Hbl 

10 Sterility** I NA 
CTepHJibHOCTb ** 

Remarks : The Product confirms to ND/ 
Il HMettamte: TI o.u KT coorneTCTB eT e6osamrnM HD. 
Prepared by / Checked by / 
floJ1.roTO BJ1eHo: TipoBepetto: Pardeep 
Ramakant A Kumar 

/ 
Date/ Date/ 
narn: 14.07.2026 .[(am: 14.07.2026 

Checked y (AQA) / 
TiposepeH (AOK): 
Abhishek hauhan 

Date/ 
,n:arn: 14.07.2026 

Not more than 0.20 % / He 6onee 0,20 %. 

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, H3MepeHHbIH 
Ha 0CHOBaHIUI 06beJJ,11HeHHOro 
coJJ,ep)l(HMOro 10 aMnyn). 

Not more than 5.8 EU/mg of Ketorolac 
Trometamol. I He 6onee 5,8 E3/Mr 
KeTOpOJiaKa TpOMeTaM0Jia. 

Must be sterile. I .D:OJI)l(eH 6b1Tb 
CTepHJibHbJM. 

Conclusion : APPROVED / 
3atWJOttenHe: O)J:OliPEHO 
Approved by: Quality Assurance/Authorized 
person/ OJJ,o6petto: O6ecne'-lett11e 
K~c;r~aJ-~ rneTCTBe1rnoe mmo: 
( )~~~-

Date/ 
,n:arn: 

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

CIN : 1.85 195AP1984 PLC004507 

www.drreddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Fo:·mulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTM~HKATAHAJIH3A 

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: KeToponC!!) (KeTOponaK) pacTBop )],JISI BHyrpHBeHH0ro H BHYfpHMbilllelJ:HOro BBeJJ,emrn:, 30 Mrf MJI 

Batch No/ 
: V260503 

Batch Quantity/ 454545 ampules / 
CepuH ]fa O6beM cepuu 

: 
454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AuaJiuTuqecKuii oTqeT .N'!! : 890001895089 )];aTa auaJIHJa : 14.07.2026 

Date of Manufacture / 
: 06/2026 

Date of Expiry/ 
05/2028 : 

)];aTa np0H3B0J:{CTBa ro)],eH )1,0 
Mfg. License No./ 
IlpoH3B0)],CTBeHHaH : MB/05/264 MA number:/ 

: JU1-N~(008888)-(Pr-RU) 
Jmu;euJHH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJIHJ npose)],eu no H,z:i:: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeThI nepsuquoii ynaKOBKH yTsep)K)].eHhI: 17.02.2025 
Artworks of intermediate package approved: / MaKeThI npoMeJKyrnquoii ynaKOBKH yrnep)K)].eub1: 17.02.2025 
Artworks of secondary package approved: / MaKeThI srnpuquoii ynaKOBKH yrnep)K)].eHhI: 09.06.2025 
PL approved:/ JIB yrnep)K)].eu: 17.02.2025 

Jfo Test I IloKaJaTeJih Results I PeJyJihTaThI 

11 Assay I KomP1ecTBeHHoe 
onpe,neJieHue 30.37 mg I 30,37 Mr 

12 Ethanol content/ 3TaHOJI 11.98 % 

Remarks : The Product confirms to ND/ 
II HMeLJ:aHue: TI o.u KT coorneTCTB eT T e60Bamu1M HU 
Prepared by I Checked by/ Checked b (AQA) / 
no.o:rornaneHo: . t-- IlpoBepeHo: Pardeep HpoeepeHo (AOK): 
Ramakant ~ \~ Kumar Abh.ishek h.auhan 

~ ¾ 
Date I Date I Date I 
,[(am: 14.07.2026 ,[(am: 14.07.2026 ,[(am: 14.07.2026 

Paee 5 of9 / CTp. 5 HJ 9 . 
Specification / HopMa 

From 27.0 mg to 33.0 mg of Ketorolac 
Trometamol per 1 mL. I OT 27,0 Mr .uo 
33,0 Mr KeToponaKa Tp0MeTaM0Jia a 1 MJI. 

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

Conclusion : APPROVED I 
3aKmOLieHue: OllOliPEHO 
Approved by: Quality Assurance/ Authorized 
person I O,no6peHo: O6ecne11em1e 

;~.!1-~-'f! ~a(<?rneTCTBeHl lOe m1uo: 
\ ,~ \c.avt,i vvi 

Date I 
.D,aTa: 

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

Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: 1.85195AP1984Pl.C004507 
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 
CEPTII<l>HKAT AHAJIII3A 

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

IlpO/WKT: KeTopon® (KeToponaK) pacrnop ,[(m1 BHyrp1,rneHHoro 11 BHyrp11Mb1rue1rnoro BBe,[(eHm1, 30 MrlMJI 

Batch No I : V260503 
Batch Quantity/ 454545 ampules I 

CepnH .M! O6"LeM cepuu 
: 

454545 aMnyn 

Analytical Report No I Date of Analysis / 
AttaJJnTn'lec1rnu OT'teT .N'!! : 890001895089 ,[(aTa attaJiu3a : 14.07.2026 

Date of Manufacture / 
: 06/2026 

Date of Expiry/ 
05/2028 

lll.aTa nponJBOJJ:CTBa roJ];eH }J;O 
: 

Mfg. License No./ 
Ilpou3soJJ;cTBettttaH : MB/05/264 

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

JIHQeH3UH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJiu3 nposeJJ;eH no H,[(: JIII-.N!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeTLI nepBH'IHOH ynaicosicu yrnepmJJ;enL1: 17.02.2025 
Artworks of intermediate package approved: / MaiceTLI npoMe'KyTo'lttou ynaicosicu yTsepmJJ;ettL1: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTOpH'IHOii ynaKOBKH yTsepiK,!J,eHLI: 09.06.2025 
PL approved:/ JIB yrnepmJJ;en: 17.02.2025 

Page 6 of 9 I CTp. 6 u3 9 

Test / IloKaJaTeJJh Results/ Pe1yJJhTaThI Specification / HopMa 

13 Package description / 
OnucanueynaKOBKH 

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. I 
no 1 MJI B aMIIYJihl 113 CBeT03all.lHTHOro 
cTeKJia TeMHO-Kopwrnesoro useTa Knacca 
I. B Bepxtteii '!aCTH aMIIYJihl naneceHhl 
KOJihUO u TO'!Ka .wuI pa3JIOMa. Ha aMrryny 
HaKJiettBaIOT 3THKeTKy. 
ITo 10 aMIIYJI BMeCTe C JIHCTKOM-
BKJia,ll_hlllleM B IlBX/anIOMHHHeBhIH 
61mcTep. Ilo 1 6JIHCTepy s rral.fKY 
KapTOHHYJO. 

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 
Ilo 1 MJI B aMIIYJihl 113 CBeT03all.lHTHOro 
CTeKJia TeMHO-KOpH<IHeBoro UBeTa KJiacca 
I. B sepxHew l.faCTH aMTTYJihl HatteceHhl 
KOJihUO 11 TO'fKa ,nmI pa3JioMa. Ha aMrryny 
HaKJieHBaIOT 3THKeTKy. 
Ilo 10 aMIIYJI BMeCTe c JIHCTKOM-
BKJla,Uh!llleM B IlBX/aJIIOMHHHeBhJH 
6Jil1CTep. no l 6JIHCTepy B na<IKY 
KapTOHHyio; OJ/R cmalJUOHapoe: no 2, 3, 5 
6JIHCTepoB B rra<IKY KapTOHHYIO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJIIO'-lenue: OLI,OliPEHO Il HMe'-laHHe: fl 

Prepared by/ 
ITo,nroTOBJietto: 
Ramakant 

Date/ 
)lara: 14.07.2026 

o,n KT COOTBeTCTB eT e6osattHJIM H.U 
Checked by/ 
ITposepeHo: Pardeep 

Kumar ~ 

Date/ 
,[lara: 14.07.2026 

Checked by AQA) / 
TTpoaepe1-10 AOK): 
Abhishek C auhan 

Date I 
,[lara: 14.07.2026 

Approved by: Quality Assurance/ Authorized 
person/ O,no6petto: O6ecrrel.feH11e 

K~T!~/O~BeTCTBe1u1oe n11uo: 

, l~ l~-
Date/ 
)lara: 

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

CERTIFICATE OF ANALYSIS 
CEPTH«l>MKAT AHAJIH3A 

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

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

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

Ilpo,IJ,YKT: KeTopo11® (KeTopo11aK) pacTBop )].ml BHVTPHBeHHOro H BHVTPHMbtWelrnoro BBe)].eHHSI, 30 Mr/M11 

Batch No/ : V260503 
Batch Quantity I 454545 ampules / 

CepuH .M! 06neM cepuu 
: 454545 aMny11 

Analytical Report No/ Date of Analysis / 
AuaJIHTuqecKuii OPieT .N'!! : 890001895089 ,ll;aTa auaJiu3a : 14.07.2026 

Date of Manufacture / 
: 06/2026 

Date of Expiry / 
05/2028 

,ll;aTa DPOH3B0)].CTBa ro,l),eHJW 
: 

Mfg. License No./ 
1Ipon3BO,ll,CTBennaH : MB/05/264 

MA number:/ : nIT-N2(008888)-(Pf-RU) 
Jiu._eu3uH N!! HoMep PY 

Analysis performed according to ND / AuaJIH3 npose,1J,en no H,ll;: JIII-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved: / MaKeThl nepsuquoii ynaKOBKH yTsep,KJJ;eHb1: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbI npoMe'.IKyTOquoii ynaKOBKH yTsep,KJJ;eub1: 17.02.2025 
Artworks of secondary package approved: / MaKeThI BTopuquoii ynaKOBKH yTsep,KJJ;eHLI: 09.06.2025 
PL approved:/ JIB yTsep,KJJ;en: 17.02.2025 

Pa2:e 7 of9 / CTp. 7 03 9 

.N'!! Test/ IImcaJaTeJib Results/ PeJyJihTaThl Specification / HopMa 

14 Labeling/ Map1rnposKa Complies I CooTBeTcTByeT In accordance with section 1.3.2 of 
module 1 of the registration dossier. / B 
COOTBeTCTBl111 C pa3.uenoM 1.3 .2 MO.UYJUI I 
per11cTpau;110HHOro .UOChe. 

15 Storage conditions/ In a place protected from light at a temperature below 25 ° C. 
Y cJIOBHH xpauemrn Do not freeze. I B 3am0meHHOM OT cBeTa MecTe rrptt TeMrrepaType He Bhillle 25 °C. He 

3aMopa)l(HBaTh. 
16 Shelf-life (storage period) / 2 years. I 2 ro.D,a. 

CpoK fOAH0CTH ( cpoK 
xpauenuH) 

* Tests are not performed during the stability investigation. / * I1crrhtTaHHSI He rrpoBOMT B xo.ue 0ccne.uosaHHjj 
CTa6HnhHOCTH. 

** Release quality control of the perfomance is carried out for every I 5th batch. I ** Tip11 BhmycKe rrperraparn KOHTponh 
Ka4ecrna ITO flOKa3aTemo rrpOBOA11TCSI AJUI Ka)l(.ll,Oll 15-oil. cep1111. 

API name/ HauMeHoBanue A<l>C: Ketorolac Trometamol I KeToponaKa TPOMeTaMOJI 

INN /MHH: 

API manufacturer batch number/ 
HoMep cepuu nponJB0AHTeJIH A<l>C: 

Remarks : The Product confirms to ND/ 
II HMe'faHne: IT 
Prepared by / 
I1ot:1roT0Bnetto: 
Ramakant 

Date I 
,Uarn: 14.07.2026 

o.u KT COOTBeTCTB eT T e6oBaHHSIM H 
Checked by I Checke by (AQA) / 
TTposepeHo: Pardeep n posep HO (AOK): 
Kumar Abhishe • Chauhan 

c:::-, f .. 
<----

Date I Date I 
.L{arn: 14.07.2026 ,Uarn: 14.07.2026 

Ketorolac I KernponaK 

2KTM(VL )0210226 

Conclusion : APPROVED / 
3aKJIIO'ienue: OllOliPEHO 
Approved by: Quality Assurance/ Authorized 
person / O.uo6peHo: 0 6ecrre4eH11e 
Ka•1ecma/OTseTCTBeHHoe mmo: 

~ 0..0vvT&M 

Date I 
,D;arn: 

Registered Office: 8- 2-337, Road No. 3, Banja ra Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 404900 2900, Fax: +91 404900 2999, Email : mail@drreddys com 

CIN : L851 95A P1984PLC004507 
www.drreddys.co rn 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 20S, INDIA 

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

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo)];yKT: KeTopon@ (KeTOPOJlaK) paCTBOP )];JUI BHYTPliBeHHOro M BHYTPMMbIWe<IHOro BBe.D,eHM51, 30 Mr/Mn 

Batch No/ 
: V260503 

Batch Quantity/ 454545 ampules / 
Cepm1 .M! O61>eM cepuu 

: 
454545 aMnyn 

Analytical Report No I Date of Analysis / 
AttaJIHTH'lecKuii OT'leT .N'!! : 890001895089 ,l],aTa auaJIH3a : 14.07.2026 

Date of Manufacture / 
: 06/2026 

Date of Expiry / 
05/2028 

,l],aTa npOH3B0ACTBa roueu AO 
: 

Mfg. License No./ 
IlpoH3BO)];CTBeHHaH : MB/05/264 

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

JIHLl,eH3HH .N'!! HoMep PY 

Analysis performed according to ND/ AuaJiu3 npoBe,lJ;eu no H)];: Jlll-.N'!!(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbI nepBH'IHoii ynaKOBKH YTBep:IK)];eHbI: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbI npoMe,rcyrnquoii ynaKOBKH yTsep:IK)];eHbI: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BToputiuoii ynaKOBKH YTBep:IK)];eHbI: 09.06.2025 
PL approved:/ JIB yrnep:IK,lJ;eu: 17.02.2025 

Paire 8 of9 / CTp. 8 03 9 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6CTaHI.J,HH np0HJBO,'J,HTeJIH FETA00179 
r JI<I>: 

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

ITpoHJBO,'l,HTeJib A<l>C, aupec 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/ 

Cai1Me,n JJa6c JJuMnTe,n, Ilpmnso,ncrneHHOe no.npa3,neneHne II, Y'-laCTOK N!! 

25/B, <l>a3a III, 11.,n.A., ,n)l{ee,n11Merna (B11nna,n)I{), KyT6ynnanyp (MaH,nan), 
Me,n'-!aJJ - ManKa,'l,)KrHpn (,D;ncTpHKT) - 500 055, Tenattratta, l1H,nm1 

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Viii. Kho!, Nalagarh 
manufacturing site/ Control site/ Release 

Road, Baddi, Distt. Solan, H.P. 173205, India (license No MNB/05/263) / 
site/ 
HaHMeHOBaHHe, a,npec, JIHLl,eHJHSI AJJSI 

,D;-p PeMtt'c J1a6opaTOpttc J1TA., 11HAH51, Ilpomeo.ncrneHttoe no,npa3,nenem-1e-6, 

I1pOH3B0ACTBeHHaSI UJI0ILl,3.llKa / ITJIOI.J..J,a,'l,Ka 
BilllJJ. Kxonb, Hanarapx Poy.n, EaMH, ,D;ttcTpHKT ConaH, X.IT., 173205, 11HAHll 

K0HTP0JJSI Ka"leCTBa / nnoma.11Ka BbtnycKa 
(JJHUeH3Hll 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/ Conclusion : APPROVED I 
3aKJJ10"lett11e: O,D;OliPEHO n HMe"laHne: IT 

Prepared by / 
Ilo,nroTOBJJeHo: 
Ramakant 

Date I 
,[{am: 14.07.2026 

0,'l, KT CO0TBeTCTB eT e6osaHID!M H,D; 
Checked by / Checked b 
IlpoeepeHo: Pardeep 
Kumar 

J-c 
Date/ Date/ 
.ll:arn: 14.07.2026 JJ:arn: 14.07.2026 

Approved by: Quality Assurance/ Authorized 
person/ O,no6peHo: 06ecne'-!em1e 

~~t(~:;11uo: 

Date/ 
.D:arn: 

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: L8519SAP1984PLC004507 
www.drreddys com 



•·· Dr. Raddy'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~HKATAHAJIH3A 

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

IlpOJJ:YKT: KeTopoJI® (KeTOpoJiaK) pacTBop )],JI.SI BHYTPHBettttoro 11 BHYTPHMh1weqttoro BBe)],eHm1, 30 MrlMJI 

Batch No/ 
: V260503 

Batch Quantity/ 454545 ampules / 

Cepusr .M! O61>eM cepuu 
: 

454545 aMnyJI 

Analytical Report No I Date of Analysis / 
AaaJinTn'lecKnii OT'leT .N'!! : 890001895089 ,lJ.aTa aaaJiu3a : 14.07.2026 

Date of Manufacture / 
: 06/2026 

Date of Expiry / 
05/2028 

,[.(aTa DPOH3BOJJ:CTBa ro,11;eH)];O 
: 

Mfg. License No./ 
Ilpon3B0,1J;CTBeHHaH : MB/05/264 

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

JIHD;CH3HH N!! HoMep PY 

Analysis performed according to ND / AaaJin3 np0Be,11;ea no H,[.(: JIII-N2(008888)-(Pr-RU)-170225 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH yTBep,KJJ:eHbI: 17.02.2025 
Artworks of intermediate package approved: / MaKeTbl npoMemyroqaoii ynaKoBKH YTBep,KJJ:eHb1: 17.02.2025 
Artworks of secondary package approved: / MaKeTbI BTopuquoii ynaKOBKH yTBep,KJJ:eHbl: 09.06.2025 
PL approved:/ JIB yTBep,KJJ:eu: 17.02.2025 

Page 9 of9 / 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»./ 

3aKJIIO'leHHe O COOTBCTCTBHH: «HacT051mHM H TTO)],TBep)l(Jl;aIO, t{TO npHBe,[\eHHaH BbIWe HHq>OpMal.(HH HBJlHeTCH 
)],OCTOBepHOH 11 TOt{HOH. 3m cepHH npo.[lyKL(HH npOH3Be)],eHa (Bl<JTIOt{aH ynaKOBKY (MapKHpOBKY) 11 KOHTpOilb KaqecTBa) 
Ha BbUUeyKa3aHHOH npOH3B0,[\CTBeHHOH nJioma)],Ke (nJioma,[\Kax) B TTOJlHOM COOTBeTCTBHH C Tpe6osamrnMH TTpaBHJl 
Ha.[IJie)Kamew npoH3BO)],CTBeHHOH npaKTHKH Espa311wcKoro 3KOHOMHt{ecKoro coI03a (N2 GMP/EAEU/RU/02329-2025 

OT 19 cettrn6p51 2025 r.) H Tpe6osaHH51MH KOHTpOI151 Ka4eCTBa JleKapcTBeHHbIX cpe)],CTB, a TaK*e B COOTBeTCTBHH co 
cnel.(Hq>HKal.(HHMH, co,nep)KamHMHCH B perHCTpal.(HOHHOM ,UOChe CTpaHbl-HMnopTepa. 3anHCH no npOH3B0)],CTBY, 

ynaKOBKe H aHaJIH3Y nposepeHhl, H ycTaHOBJleHo HX COOTBeTCTBHe -rpe6oBaHH51M TTpaBHJl Ha)],Jle)Kamew 
npOH3B0)],CTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMHt{eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'leuue: OJ(OliPEHO rr HMe'laHHe: TI 

Prepared by / 
TTO,D_fOTOBJJeHo: 
Ramakant 

Date / 
,Uarn: 14.07.2026 

o.u KT cooTseTCTB eT T e6osaum1M H.U 
Checked by/ Checked (AQA) / 
IlposepeHO: Pardeep llponepeH (AOK): 

Kumar ~ Abhishek 'hauba r 

Date/ Date/ 
,Uarn: 14.07.2026 ,Uarn: 14.07.2026 

Approved by: Quality Assurance/ Authorized 
person I O.uo6peuo: 06ecne<ieuue 

Ka~ ~?~B~;TfTBeHHOe mmo: 

( t~ \.COv-v91M 

Date/ 
,Uarn: 

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

Tel : +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mai l@drrerldys.com 
CIN : 1.85195APJ.984PI.C004507 

www drreddys.cor>1 




