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

CEPTH~HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 

Vi ii. Kho l, Naiaga rh Road, Baddi, 

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

Tel: +91981 66 56001-02 
www.drreddys.co m 

Product:/ Ketoro100 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpOJJ.VKT: K eTOPOJl@ (KeTo ponaK) paCTBOD )],ml BH Y'fp1,m eHHOI'O H BHyrpl1M blWet.iHOrO sse.ne1rnsi , 30 Mr/Mn 

Batch No/ 
: V260191 Batch Quantity / . 454545 ampules / 

Cepun .N'!! O61.eM cepuu • 454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AnaJIHTH'leCKHH OT'leT .N'!! : 890001870362 )I.aTa auaJIH3a : 13.03.2026 

Date of Manufacture / 
: 02/2026 Date of Expiry / 

: 01/2028 .JJ:a-ra DP0IIJBO.U,CTBa ro.a;en .a;o 
Mfg. License No./ 
IlpouJBOACTBeunaH : MB/05/264 MA number:/ 

: JIIT-N2(008888)-(Pf-RU) 
JIHQ;eHJHH .N'!! HoMep PY 

Analysis performed according ND/ AnaJiuJ npone.a.eu no H,J.J.: JIIT-N.0 (008888)-(Pf-RU)-170225 
Page 1 of7 / CTp. 1 01 7 

.N'! Test I TToKa3aTeJJb Results I Pe3yJJbTaTbI Specification / HopMa 

1 Description/ On11caHue Clear slightly yellow color solution. / Clear colorless to slightly yellow color 
llpo3patIHhIH 6ecusernh1ti pacrnop. solution. I ITp03patIHhIH pacTBop OT 

6ecuBeTHOfO .no CBeTJJO-)KeflTOro UBeTa. 

2 Identification*/ M.ueHTmf>uKaUHH* 

2a HPLC* I B3)KX* 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.nep)K11BaH11J1 chromatogram of standard solution (Assay 
OCHOBHOro n11Ka Ha xpoMaTorpaMMe section) . I BpeM51 y.uep)KHBaHlrn 
11cnb1TyeMoro pacTBopa COOTBeTCTByeT OCHOBHOfO 0HKa Ha xpoMaTorpaMMe 
BpeMeHH y.nep)KMBaHll51 OCHOBHOro n11Ka MCnhITyeMoro pacTBopa ,!lOJl)KHO 
Ha xpoMarnrpaMMe CTaH,llapTHOro COOTBeTCTBOBaTh BpeMeHH y.nep)Kl1BaH1151 
pacrnopa. OCHOBHOro n11Ka Ha xpoMaTOrpaMMe 

CTaH,llapTHOro pacTBopa (pa3,!leJI 
«KoJ1111IecTBeHHOe onpe}leJ1eH11e» ) . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TTpHMettam1e: Tipo.nyKT COOTBeTCTByeT Tpe6oBaHl151M H,D. 3aKJJIO'leHHe: O)],0:6PEHO 

Prepared by / 

Tio.nroTOBJieHo: Shagun 

V 
D ate / 

,[I.am: 17.03.2026 

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

Tipoaepetto: Pravesh TTposepeH0 (AOI<}: person/ O.uo6peHo: O6ecne1IeH11e 

Rana j Amit Kumac t'-.-;;, Kasecrna/OmT~ 

D ate/ Date I 

I
I Date/ \ i --v 3 .---i, <> 'i-' ,[(am: 17.03 .2026 ,Qarn: 17.03.2026 ,Qarn: 

Registe red Offi ce: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad· 500034, Telangana, India 
Te l: +91 40 4900 2900, r:ax: +91 40 4900 2999, Email : mai l@drreddys.com 

CIN: L8519SAP 1984PLC004507 

www.drreddys.co m 

I 



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

CEPTH<l>llKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, ~Jalagarh Road, Baddi, 
Distt. So!an, H.P., 173 205, INDiA 

Tel : +91 98166 56001-02 
drredd .. .. y.,.., , ____ ----- .. 

Product:/ KetoroV'0 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpoJJ,yK'r: KeTOPOJI~ (KeToponaK) pacTBOP )].JUI BHYTIJI-IBeHHOro 11 BHyrpHMblWe4HOf'O BBeJ].eHl151, 30 MfiMJI 

Batch No/ 
: V260191 Batch Quantity/ . 454545 ampules I 

CepuH .M! O6beM CeJ)HJI • 454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AttaJiuTuqecKuu oTqeT .N'!! : 890001870362 )];aTa anaJIH3a : 13.03.2026 

Date of Manufacture / 
: 02/2026 Date of Expiry / 

: 01/2028 ){aTa HP0H3B0)].CTBa ro.11.eu }J,0 
Mfg. License No. / 
IlpoH3B0/l.CTBeHHaH : MB/05/264 MA number:/ 

: JIIT-N2(008888)-(Pf-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND I AuaJiu3 npoBe.11.eu no HJJ:: JIIT-N2(008888)-(Pf-RU)-170225 
Page 2 of7 / CTp. 2 u3 7 

.N'!! Test/ no,rnJaTeJih Results/ PeJyJihTaThl Specification/ HopMa 

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

Y<P-cneKmporpomoMempuR * 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 rrornoll(eH11.11 maxima at 322 ± 2 nm. I Y<l>-crreKTphI 
HCIThITyeMoro pacrnopa 11 pacrnopa rrornow:eH1151 11crrh1TyeMoro pacrnopa 11 
CTaHAapTHOro 06pa3ua KeToponaKa pacrnopa CTaHAapTHOro o6paJua 
TpoMeTaMHHa B o6naCTH OT 200 AO 400 HM KeToponaKa rpoMeTaMHHa B o6JiaCTH OT 
HMe!OT MaKCHMYMhl rrornoll(eH11.11 rrp11 200 AO 400 HM AOJl)KHhl HMeTh 
322±2 HM. MaKCHMYMhl rrornoll(eHH.ll np11 322±2 HM. 

3 Clarity/ TTpo3pa'lHOCTh The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OrranecueHu11n rrperraparn suspension I. / OrranecueHL.(1151 rrpenaparn 
He npeBhJWaeT orranecueHL.1.i,110 cycrreHJ1111 He AOJl)KHa rrpeBhIUJaTh orranecueHUHIO 
cpasHeHH.ll I. cycneH3HH cpaBHeH11.11 I. 

4 Color / QeeTHOCTh Absorbance should be not more than 0.20 

0.04 
Abs at a wavelength of 430 nm./ 
TTornoll(eHHe AOJl)KH0 6hITh He 6onee 0,20 
rrpH AJ111He BOJ!Hhl 430 HM. 

5 pH 7.3 From 6.9 to 7.9. I OT 6,9 JJ,0 7,9. 

6 Particulate matter/ MexaHH'lecicue BKJIJO'leHHst 

6a Visible particles/ Complies / CooTBeTcTByeT Should be absent. / 
BHAHMhie '!aCT11Uhl .ll:oJI)KHhl OTCYTCTBOBaTh. 

Remarks : The Product confirms to ND/ 

I
IConclusion : APPROVED I 

IlpHMe'laHue: TTp0AYKT cooTBeTcTByeT rpe6oBaHH51M H.D: 3aKJ110'lenue: O)1,OliPEHO 

Prepared by / 

TToArOTOBJieHo: Shagun 

~ 

Date/ 

,n:arn: 17.03.2026 

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

CTpoeepeHo: P1· vesh ripoBepeHo (AOK): person/ OAo6peHo: O6ecrre'!eH11e 

Rana Amit Kumar ~ Ka'leCTBa/OTBeTCTBeHH0e m1uo: ~ 

- ~ ~ ~1/ 
Date/ Date / IDate / ,i ,-n 3~~1-~ 
,n:arn: 17.03.2026 ].J:aTa: 17.03.2026 ,[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telc1ngana, lr,d ia 
Tel: +9140 4900 2900, Fax: +91404900 2999, Emoil: mail@d1reddys.com 

CIN: 1.85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTII<l>IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, IND,A 
Tei : +91 98166 56001-02 
.... ···-· . .. dd 

Product:/ Ketorol00 (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpOJWKT: KeTOPOJl(i<) (KeToponaK) paCTBOp )].ml BHyrp1-1BeHHOro 11 BHyrpHMh[We'-!HOro BBe):leHH~, 30 Mr/MJl 

Batch No/ 
: V260191 

Batch Quantity/ . 454545 ampules I 
CepnH .N'!! 06-LeM cepuu • 454545 aMTTYll 

Analytical Report No/ Date of Analysis / 
AuaJIHTHl.fecKuu OTl.feT .N'!! : 890001870362 ,Ll;aTa auaJIHla : 13.03.2026 

Date of Manufacture / 
: 02/2026 Date of Expiry / 

: 01/2028 lllaTa DDOHJBOJl.CTna ro):leH ,!J;O 
Mfg. License No./ 
IIpou3BOJJ:CTBeuuaH : MB/05/264 

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

JIHU:eH3USI .N'!! HoMep PY 

Analysis performed according ND/ AnaJIH3 npoee,1J;eu no 11,l];: JITI-.N!!(008888)-(Pf-RU)-l 70225 
Pa_ge 3 of7 / CTp. 3 03 7 

.N'!! Test I Iloica1aTeJ1b Results/ Pe1yJ1bTaTbI Specification / HopMa 

6b Invisible particles / 
HeBH,ll}IMhie '-!aCTHU,hI: 
I. Particles 2: 10 µm / 08 not more than 6000 per ampoule; / 

l.Jacrnu pa1MepoM 2: He 6onee 6000 Ha aMnyny; 
10 MKM 

ii. particles 2: 25 µm / 01 not more than 600 per ampoule. / 
'-!acrnu pa3MepoM 2: He 6onee 600 Ha aMnyny. 
25 MKM 

7 Impurities/ IlpuMeCM 

Impurity A I TTpttMecb A 0.09% not more than 0.20 % I He 6onee 0,20 %; 

Impurity B / TTpttMeCb B Below LOD (LOD = 0.014 %) / HmKe not more than 0.50 % / He 6onee 0,50 %; 
npe,nena o6ttapy)l(eHirn: (TTO = 0.014 %) 

Impurity C / TTpttMeCb C Below LOD (LOD = 0.010 %) I H11)1(e not more than 0.50 % / He 6onee 0,50 %; 
npe,nena o6Hapy)l(eHHR (TTO = 0.0 l O %) 

Impurity D / TTpttMecb D Below LOD (LOD = 0.014 %) I H11)1(e not more than 0.20 % / He 6onee 0,20 %. 
rrpe,11,ena o6ttapy)l(etttt~ (ITO= 0.014 %) 

Individual unidentified 
impurity / E.uHHH<IHaR 

0.06% Not more than 0.20 % / He 6onee 0,20 %. 
Hett.ueHT11¢11uttposaHHaR 
npHMeCh 

Total impurities/ CyMMa 
0.2% 

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

Remarks : The Product confim1s to ND/ Conclusion: APPROVED / 
TTpttMC'laHHe: TTponyKT C00TBeTcTByeT Tpe6osaHH.l!M H)]; 3aicmo•1eH11e: O)].OEPEHO 

Prepared by I 
TTo.uroTOBJieHo: Shagun 

V 
Date/ 
,UaTa: 17.03 .2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
TTposepet·lO: Pravesh ITposepeHO (AOK): person / O.uo6peHo: O6ecrre'-!eH11e 
Rana j_ Amit Kumar K3SeCTlla/0 TBe.cTD~ 

~ 
I 

Date/ Date/ !Date I \ i--o 3.~ ?A'J'l---i )];ara: 17.03.2026 ,Ua-ra: 17.03.2026 )];am: 

Registered Offi ce : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangan a, lncl ia 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emc1il: mail @d rreddys.com 

CIN : L85195AP1984 PLC004507 

www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTII <I> HKAT AHAJIII3A 

Viii. Khol, Nalag2rh Road, Baddi, 
Distt . Solari, H.P., 173 205 .. IND:A 
Tel : +91 98166 56001-02 
www.drredd_y_s.com 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpO,[{YKT: KeTOl)OJl (l<) (KeTOPOJlaK) paCTBOP )],JUI BHyrpi,rneHHOro J,f BHyrl)l1MblWe4HOro BBe.D.eHHjl, 30 Mr/MJI 

Batch No/ 
: V260191 

Batch Quantity I . 454545 ampules / 
CepuH N!! O61>eM cepnu • 454545 aMny11 

Analytical Report No/ Date of Analysis / 
AuaJiuTnqec1rnu oTqeT N!! : 890001870362 ,LI:aTa auaJIH3a : 13.03.2026 

Date of Manufacture / 
: 02/2026 Date of Expiry / 

: 01/2028 Ila Ta a no113so,ncTsa ro.neu .no 
Mfg. License No. / 
Ilpou3so,ncTseunaH : MB/05/264 

MA number:/ 
: J1TT-.N2(008888)-(Pf-RU) 

JIHU:eH3HH N!! HoMep PY 

Analysis pe1iorrned according ND/ AnaJiu3 npose.nen no HJ(: nn-.N'!i(008888)-(Pr-RU)-l 70225 
Page 4 of 7 / CTp. 4 03 7 

.N'! Test I TToKaJaTem, Results I PeJyJJbTaTbI Specification / HopMa 

8 Extractable volume* / Not less than 10.0 ml ( collectively 
lhsJJeKaeMbltt o6'beM* measured volume of IO ampoules). I 

10.3 ml/ 10,3 MJJ He MeHee 10,0 MJI (o6beM, H3MepeHHhlH 
Ha OCH0BaHl111 06be,U11HeHHOro 
co.uep)KttMoro 10 aMrryn). 

9 Bacterial endotoxins I <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
6aKTepuaJH,Hbie /<=0.725 E3/Mr ' Trometamol. I He 6onee 5,8 E3/Mr 
JHJl0T0KCHHbl KeToponaKa TpoMeTaMttHa. 

10 Sterility** I NA Must be sterile. I ,[l;OJJ)Keff 6b!Th 
CTepHJJbHOCTb ** CTCpttJibHblM . 

11 Assay/ KoJJH'IeCTBeHHoe 30.37 mg I 30,37 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpe,ueJJeHue Trometamol per 1 mL. / OT 27 ,0 Mr no 

33,0 Mr KeToponaKa Tp0MCTaM0Jia B 1 MJI. 

12 Ethanol content/ 3TaHoJJ 11.85 % From 10.60 % (v/v) to 13.10 % (v/v). / 
OT 10,60 % (06/06) ,uo 13,10 % (06/06) . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'taHue: I1pOJlYKT cooTBeTCTByeT Tpe6osamrnM H,D; 3aKmoqeuue: O,ll.O6PEHO 

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

ITo.uroToBJieHo: Shagun nposepeHo: Pravesh ITposepeH0 (AOK) : person/ Ono6peHo: O6ecrreqem,1e 

Rana i Amit Kumar Kasecrna/Or•e=••~ 

7~ V --
Date I Date/ 

I 
Date/ IDate / \ 'E '?) 3. ,-~ 1- ' .lJ.aTa: 17.03.2026 .ZJ.arn: 17.03.2026 ,[(aTa: 17.03.2026 JJ:arn: 

Registered Office: 8-2 337, Road No. 3, Banjara Hills, Hyde rabad - 500034, Telangana, Ir-di~ 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTII <l>IIKA T AHAJIIl3A 

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

Distt. Solan, H.P., 173 205, INO:A 

Tel : ➔ 91 98166 56001-02 

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

TI r>OJlYICT: Keropo1100 (KeTOpOJJaK) pacTBop .£I.JUI BHyrpI,1BeHHOro 11 BHYTPHMbillle4HOro BBe,ueHHR, 30 Mr/Mn 

Batch No/ 
: V260191 

Batch Quantity/ . 454545 ampules/ 
Cepua .M! 061.eM cepuu • 454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJIHTnqecKuii oTqeT .N"!! : 890001870362 )];aTa auanuJa : 13.03.2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
: 01/2028 

.llaTa np0113BOJlCTBa ro,a:eu Jl:O 
Mfg. License No./ 
IIpouJBOJl:CTBeuuaa : MB/05/264 

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

JIHU:eH3HH .N'!! HoMep PY 

Analysis performed according ND/ A11am13 opoee.nen no H,U:: JlTT-N!!(008888)-(Pr-RU)-l 70225 

.N'! 

13 

Test/ IloKaJaTeJib 

Packaging/ OnucaHHe 
ynaK0BKH 

Results/ PeJyJibTaTbl 

1 mL in class I light-shielding dark amber 
glass ampoules. A cut ring and point in the 
upper part of ampoule. A label is attached 
to ampoule. 
10 ampoules and a patient information 
leaflet in a PVC/aluminum blister. 
1 blister in a carton pack. / 
no 1 MJI B aMnyJJhl J13 CBeT03al..l.(J1THOro 
cTeKna TeMHO-Kopwrnesoro usern Knacca 
I. B aepxHett qacTH aMnyJihl HaHeCeHhl 
KOJlhU0 H TO'!Ka .nm1 pa3JIOMa. Ha aMnyny 
HaKJieHBalOT 3THKeTKy. 
no 10 aMnyJI BMeCTe C JIHCTKOM-
BKJia,nhlll!eM B nBX/amoM.HHHeBbIH 
6m1cTep. no 1 6nttcTepy B nalfKY 
KapTOHHyIO. 

Page 5 of7 / CTp. 5 H3 7 

Specification/ HopMa 

1 mL in class I light-shielding dark amber 
glass ampoules. 
A cut ring and point are in the upper part 
of ampoule. A label is attached to 
ampoule. 10 ampoules and a patient 
information leaflet in a PVC/aluminum 
blister. 
1 blister in a carton pack; for in-patient 
facilities: 2, 3, 5 blisters in a carton pack. 
I 
no 1 MJI B aMnyJJhl J13 CBeT03al..l.(HTHOro 
cTeKJia TeMHO-Kopwrneaoro uaern Knacca 
I. B sepxttei1 qacTH aMnynhI ttattecetthI 
K0JlhUO 11 T0'IKa .nm1 pa3Jl0Ma. Ha aMnyny 
HaKJJeHBalOT 3THKeTKy. 
no 10 aMnyn BMeCTe c JIHCTKOM-
BKJia,nbillleM B TIBX/amoMHH.HeBhIH 
6JIHCTep. no 1 611.HCTepy B nalfKY 
KapTOHHyIO; OJTR cmai(UOHapoe: no 2, 3, 5 
6JJHCTepoB B nalfKY KapTOHHYIQ. 

* Tests are not performed during the stability investigation./ * HcnhITaHH51 He npoBO.lJ.51T B xo,ue Hccne,uoBaH11R 
CTa6HJlbHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** TipH BbmycKe npenaparn 
K0HTpOJlb Ka4eCTBa no TIOKa.3aTemo npoBO,UHTC51 )].Jl51 Ka)K,l],OH 15-0H cepHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
CTpuMeqanue: npo,nyKT coorneTcrnyeT rpe6osaHH»M HA 3aKJ110'-leHue: O)1.OliPEHO 

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

11onrorosneHo: Shagw1 nposepetiO: Pravesh ITposepetto (AOK): person/ O.no6petto: O6ecnelfeHtte 

~ 
Rana 1. Amit Kumar Ka1.Jecrna/OrneTcTBeH1~oe mI o: 

/\~-- I a 1/ 

Date / Date I Date I !Date/ \ 'b -v 3~ "?~ '2...- f> )];am: 17.03.2026 )];am: 17.03.2026 )];am: 17.03.2026 ,n:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad· 500034, Telangana, Ind ia 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Em~il : mail@drreddvs.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 
Dr. F\eddy' s Laboratories Ltd . 
Fo rmulation Unit -6 

CERTIFICATE OF ANALYSIS 
CEPTH <I> IIKAT AHAJIH3A 

Viii. Khol, Na laga rh Roa d., Baddi, 
Distt. Solan, H.P., 173 205, IND,A 
Tel: +91 98166 56001-02 
www.drreddys. com 

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

lfoOJJ.VIff: KeTopon® (KeToponaK) paCTBOP )].Jl51 BHyrpHBeHHOro H BHYfpHMbJWe•rnoro BBe,D.eHH51, 30 Mr/MJl 

Batch No/ 
: V260191 

Batch Quantity / . 454545 ampules / 
CeonH .M! 06beM cepuu • 454545 aMnvn 

Analytical Report No/ Date of Analysis / 
AuaJIHTnqec1.:uii oTqeT .M! : 890001870362 ,ll,aTa auaJIH3a : 13.03.2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
: 01/2028 

,ll,aTa DD0H3B0JJ.CTBa roJJ,eu Jl.O 

Mfg. License No./ 
IlpOH3BOJ].CTBCHHaH : MB/05/264 

MA number:/ 
: J1TT-N2(008888)-(Pf-RU) 

JIHQeH3HH .M! HoMep PY 

Analysis performed according ND / A11aJ1u3 npoBeJ].eu no H,LJ,: J1TT-N2(008888)-(Pf-RU)-l 70225 
Page 6 of 7 I CTp. 6 03 7 

API name/ HauMeHoeaHue A<l>C: Ketorolac Trometamol / KeTOponaKa TpoMeTaMOJJ 

INN /MHH: Ketorolac / KeTOponaK 

API manufacturer batch number/ 
2KTM0701125, 2KTM0721125 

HoMep cepuu npou1eoJJ.HTeJ1H A<l>C: 

FP Manufacturer API Batch number / 

HoMep cepHH cy6cTaHQHH npoHJBOJJ.HTeJlH FESA00651, FESA00652 
r JI<I>: 

API Manufactured by & country / Symed Labs Limited, India / 
ITpoHJBOJJ.HTeJlb A<l>C, cTpaua: Cai1MeJJ. J1a6c JlMMHTe,U, 11H,Ul1R 

Name, address, authorization No for FP 
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Viii. Khol, Nalagarh 

manufacturing site / Control site / Release 
site/ 

Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / 

HaHMCHOBaHHe, a,upec, JlHQeHJHH Jl.JlH 
)J,-p Pe.llll11'c J1a6oparnpwc Jlnx., 11H,nHR, flpomso,ncrnettttoe noapa1,neneuwe-6, 

TTpOHJBOJJ.CTBeHHaH UJlOll(aJJ.Ka / TTJ10ll.(3JJ.Ka 
BHJJJJ. KxOJJb, Hanarapx Poy.n, EaJJ.JJ.H, ,ll;HCTp11KT CoJiaH, x.rr., 173205, 11H,nHR 

KOHTpom1 Ka'leCTBa / IlJ10ll(aJJ.Ka BhJUYCKa 
(nwueH3HR N2 No MNB/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 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»./ 

3aKJ1fO'ICHHe 0 C0OTBeTCTBHH: «HacTORllIMM JI no.nrnep)l(,Ua!O, '!TO npHBe,UeHHaR Bblllle HHCpOpMaQMR RBJJReTCR JJ.OCTOBepHOM H 

IRem.arks : The Product confirms to ND/ 

I 
Conclusion : APPROVED/ 

TTpuMe'laHue: flpo,uyKT COOTBeTcTByeT lpe6osaHHRM H,ll; 3aKmo4em1e: O.l(OEPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
n onroTOBJlettO: Shagun flpoBepeHo: Pravesh flposepetto (AOK): person / Oao6petto: O6ecne'!ett11e 

~ 
Rana [ Amit Kumar Kasecrna/OmeTCTB~~ 

~~ 
Date/ Date/ Date I !Date / 

' ~ --v 3 ~ '1-e> ~ ,lJ,aTa: 17.03.2026 )laTa: 17.03 .2026 )];am: 17.03 .2026 ,ll;aTa : 

Registered Offi ce: 8-2-337, Road No. 3, Banja ra Hill s, Hyderabad - 500034, Telanganc1, India 
Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail @drreddys.com 

CIN : L85 195AP1984PLC004507 
www. drreddys.com 

I 



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

CEPTH~MKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. So!an, H.P., 173 205, IND,A 

Tel: +919816656001-02 

drredd 

Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
Ilpo,uy1n: KeTopon® (KeToponaK) paCTBOP ,[lml BHyrpi,rneHHOro H BHyrpHMhIWe4HOro BBe)],eHH.sl, 30 Mr/MJJ 

Batch No I 
: V260191 

Batch Quantity / . 454545 ampules / 
CepnH .N'!! O6beM cepuu • 454545 aMnyn 

Analytical Report No I Date of Analysis / 
AuaJ1HTn'lec1rnii OT'leT .N'!! : 890001870362 ,ll.aTa auaJIH3a : 13.03.2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
: 01/2028 

,ll.aTa DP0H3B0ACTBa ro)]:eH AO 
Mfg. License No./ 
IlpOH3BOACTeeuuaH : MB/05/264 MA number:/ : JITI-N2(008888)-(Pr-RU) 
JJHI~eH3Hff .N'!! HoMep PY 

Analysis pe1formed according ND/ Anamn rrpone.o.e11 no Hll.: JITI-N2(008888)-(Pr-RU)-170225 
Page 7 of7 / CTp. 7 H3 7 

TO'IH0H. 3Ta cepIDI npo.uyKU1111 np0H3Be,lleHa (BKJHO'la.H yrraK0BKY (MapK11pOBKy) H K0HTp0Jlh Kat.JecTBa) Ha BhlweyKa3aHH0H 

np0113B0.llCTBeHHOH TTJJOll.(a,llKe (nnoma.uKax) B TTOJlH0M C00TBeTCTBHl1 C TPe6osaHH51MH TTpaBHJI Ha.une)l(aIUett npOH3B0,llCTBeHHOH 

npaKTHKH EBpa3HHCKOfO 3K0H0MH'leCK0ro C0I03a H TPe6osaHH51MH K0HTp0JJR KalJeCTBa neKapcTBeHHhlX cpe.UCTB, a TaK)l(e B 

C00TBeTCTBHH co cneumprrKaUH51MH, co.uep)l(aIUHMHC51 B perncTpaUH0HH0M .ll0Che CTpaHbl-HMTT0pTepa. 3anHCH no np0H3B0,llCTBY, 

ynaK0BKe H aHanmy rrpoBepeHhl, H ycTaH0BJleH0 HX C00TBeTCTBHe Tpe6oBaHl151M TTpaBHJl Ha.llJle)l(amei1 rrpOH3B0,llCTBeHHOM 

rrpaKTHKH EBpa311MCKOro 3K0H0MH'leCK0ro C0I03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IIpnMe'laune: Ilpo.uyKT C0OTBeTcTByeT Tpe6oBaHIDIM H,l( 3aJCm0'let-rne: O,l(OliPEHO 

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

TTo.uroToBneHo: Shagun TTpoBepeuo: Pravesh nposepeHo (AOK): person / O.uo6peuo: O6ecnet.Jem1e 

~ 
Rana 1 Amil Kumar ,asecm/OrneTCTee~~ ,~ 

I ~ 

Date I Date I 

!
D ate/ !Date/ \ '?l r7) > ~ --z✓e> 1-(, 

)].am: 17.03.2026 ,l(arn: 17.03.2026 J(aTa: 17.03.2026 ,[(am: 
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www.drreddys.com 

I 


