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

CEPTH~lIKATAHAJill3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. l<hol, Nal agarh Road, Baddi , 
Distt. Sol an, 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 

IlpoJJ.v1n: KeTOPOJl()<) (KeTopoJiaK) pacTBop .LI.JI.SI BHyrp11BeHHOro 11 BHYfPl1MbIWelJHOro BBe.ueHl1.H, 30 Mr/MJI 

Batch No I : V260045 
Batch Quantity / 

: 
454545 ampules / 

Ceoun .M! O6beM cepuu 454545 aMITYJl 

Analytical Report No/ Date of Analysis / 
AttaJIHTH'lec1rnu OT'leT .N'2 : 890001857455 ,ll,aTa attaJinJa : 12.01.2026 

Date of Manufacture / : 12/2025 
Date of Expiry/ 

11/2027 
,ll,aTa npOH3BOJJ.CTBa roJJ,eH JJ.O 

: 

Mfg. License No./ 
IlpOH3BOJJ.CTBeHHaH : MNB/05/263 

MA number:/ 
: nrr-Mi(008888)-(P1-RU) 

JIHl.(eHJHH .N'!! HoMep PY 

Analysis performed according ND/ AuaJI11J npoBeJJ.en no H,II.: JlI1-Mi(008888)-(Pf-RU)-l 70225 
Page 1 of 7 / C-rp. l 03 7 

.N"2 Test / IloKaJaTeJ11> Results/ PeJyJI1>TaT1>1 Specification/ HopMa 

1 Description / Onucauue Clear colorless solution. / Ilpo3pa'-1HhIH Clear colorless to slightly yellow color 
6ecuseTHhIH pacrnop. solution. I Tipo3pa'-!HhIH pacrnop OT 

6ecuseTHOro .no cseTJJO-)KeJITOro u.sern. 

2 Identification* / H,ueuTucf>uieaum1* 

2a HPLC* I B'3}!{)(* 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 Ill the 
standard solution. I BpeM51 y,uep)KHBamrn chromatogram of standard solution (Assay 
OCH0BHOfO nttKa Ha xpoMaTOrpaMMe section). I BpeM51 y ,uep)KHBaHH.H 
HC0hITyeMoro pacrnopa C0OTBeTCTByeT 0CHOBH0fO IIHKa Ha xpoMaTOrpaMMe 
speMeHH y,uep)KHBaHH.H OCHOBHOfO IIHKa HCIIbITyeMoro pacrnopa ,UOJI)KHO 

Ha xpoMaTOrpaMMe crnHJlaPTHoro C0OTBeTCTB0BaTb BpeMeHJ-1 y,uep)l<HBaHID! 
pacrnopa. OCHOBH0ro IIHKa Ha xpoMaTorpaMMe 

CTaH,uapTHOro pacrnopa (pa3,uen 
«KonH'-leCTBeHHoe orrpe,uenettwe») . 

Remarks : The Product confirms to ND/ 

I 
Conclusion : APPROVED / 

npuMe'lauue: Tipo,uyKT COOTBeTCTByeT Tpe6oBaHH.HM HJ]; 3aiemo'leuue: O)];OliPEHO 

Prepared by / 

Tio,uroTOBJieHo: Anchal 

LQ)i_ 
Date I 
)];am: 12.01.2026 

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

TipoaepeHo: Pardeep TTpoBepeH0 (AOK): person / O,uo6petto: O6ecne'-IeHtte 

Kumar 

~ 
Amit Kumar •••••=alOTm craeHH~~ 

0 ~ 
Date/ Date / I Date / \ 'L--v\~ V> Lk )];am: 12.01.2026 ~ a-ra: 12.0 l.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangan a, India 
Tel: +91 40 4900 2900, Fa x: +9140 4900 29 99, Em ail : ma il@drreddys.com 

CI N: L85195AP 1984PLC004507 
www. drreddys.com 

I 



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

CEPTH~IIKATAHAJIB3A 

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. rre Ivs.com d dd 

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

Ilpo,1wKT: KeTopon® (KeTopoJiaK) paCTBOP .D,JIJI Bttyrp11BeHHOrn H BHyrpHMhIWe1-rnoro BBe.D,ettm1, 30 MrlMJI 

Batch No/ : V260045 
Batch Quantity/ 454545 ampules / 

Cepu11 .N'!! O6beM cepHH : 454545 aM□YJI 
Analytical Report No/ Date of Analysis / 
AuaJIHTuqecKHtt oTqeT .N'!! : 890001857455 ):(aTa auaJIH3a : 12.01.2026 

Date of Manufacture/ 12/2025 
Date of Expiry / 

11/2027 
):(aTa npOH3B0)].CTBa 

: ro)J.eH )J.O : 

Mfg. License No. / 
Ilpott3BO)J.CTBeuua11 : MNB/05/263 

MA number:/ : JITI-N~(008888)-(Pf-RU) 
JIHQeH3HJI .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoBe)J.eu no H):(: JITI-N~(008888)-(Pf-RU)-170225 
Page 2 of7 / C-rp. 2 H3 7 

}fo Test/ IloKaJaTeJib Results/ PeJyJibT3TbI 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. / Y<l>-cneKTphI nornomemrn maxima at 322 ± 2 nm. / Y<l>-cneKTphI 
HCTThITyeMoro pacrnopa H pacrnopa nornomeHttJI ttCnhnyeMoro pacrnopa tt 
CTaH.n:apTHOro o6paJua KeToponaKa pacrnopa CTaH.n:apTHOro o6paJua 
TJ)OMeTaMHHa B o6nacTH OT 200 no 400 HM KeToponaKa TJ)OMeTaMttHa B o6naCTH OT 
ttMe!OT M3KCHM)'Mhl nornomeHttJI nptt 200 .no 400 HM .QOJDKHhl HMeTh 
322±2 HM. MaKCHMYMhl nornomeHHJI nptt 322±2 HM. 

3 Clarity/ Ilp03paqHoCTb The opalescence of the sample does not The opalescence of the sample should not 
exceed opalescence of reference exceed opalescence of reference 
suspension I. / OnanecueHUHJI npenaparn suspension I. / OnanecueHUHJI npenaparn 
He npeshmrneT onanecuemi;ttJO cycneHJHH He .QOJDKHa npeBbJUlaTh onanecueHUHIO 
cpaBHeHHJI I. cycneHJHH cpaatteHHJI I. 

4 Color I U,aeTHOCTb 0.04 Absorbance should be not more than 0.20 
Abs at a wavelength of 430 nm. / 
TiornomeHtte .n:omKH0 6hITh He 6onee 0,20 
nptt .QJJHHe BOJIHbl 430 HM. 

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

6 Particulate matter/ MexaHH'IeCKHe BKmoqeHUH 

6a Visible particles / Complies / CoorneTcrnyeT Should be absent. / 
B11.!ll1Mhle 1-IaCTHUbl AomKHhT oTcyTCTBOBaTb. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'IaHtte: Ilpo.n:yKT COOTBeTCTByeT Tpe6oaaHHJIM H.D: 3aKJJIO'Iettue: O,ll,06PEHO 

Prepared by/ 

IloJJ,rOTOBJleHo: Anchal 

iji_ 
Date/ 

,[(am: 12.01.2026 

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

TTposep Ho: Pardeep TTposepeH0 (AOK): person/ O.n:o6peHo: O6ecne'lett11e 

Kumar AmitKmF -- Ka'lecrna/OrneTCTBeHHOe JUI~ ~ 

J-c (?A / 
Date/ Date / IDate / \ 1---o \, ~e>U ,[(arn: 12.01.2026 ,0:arn: 12.01.2026 .D:arn: 

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

CEPTH~HKATAHAJIB3A 

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 
d www.drred lvs.com 

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

IlPOAYKT: KeTopon00 (KeTOPOJlaK) pacrnop .[{JUI BttyrmrneHHOro 11 BHYTPHMhIWe4HOro BBe,UeHHH, 30 Mr/MJl 

Batch No/ : V260045 
Batch Quantity / 454545 ampules / 

CepuH .N'!! O6beM cepuu : 454545 aMnyn 

Analytical Report No/ Date of Analysis / 
AnaJIHTH'leCKHii OT'leT .N'!! : 890001857455 )];aTa anaJinJa : 12.01.2026 

Date of Manufacture / : 12/2025 
Date of Expiry / 11/2027 

lllaTa nponJBOJ.J.CTBa ro}.),eH J.J.O 
: 

Mfg. License No./ 
IlpOH3B0}.).CTBeHHaH : MNB/05/263 

MA number:/ : JII1-N2(008888)-(Pr-RU) 
JIUUeH3HH .N'!! HoMep PY 

Analysis performed accordin1! ND/ AHam13 opone.i.eH no H,ll,: JlD-N2(008888)-(Pr-RU)-l 70225 
Pa2e 3 of 7 / CTp. 3 u1 7 

.N'! Test/ IloKa3aTem, Results/ PeJyJibTaTbJ Specification/ HopMa 

6b Invisible particles / 
HeBH.UHMble t:iaCTHUbI: 
i. Particles c:: 10 µm / 5.47 not more than 6000 per ampoule; / 

qacrnu pa3MepoM c:: He 6onee 6000 Ha aMrryny; 
10 MKM 

ii. particles c:: 25 µm / 0.40 not more than 600 per ampoule. / 
t:iacrnu pa3MepoM c:: He 6onee 600 Ha aMrryny. 
25 MKM 

7 Impurities / IlpnMectt 

Impurity A/ TipttMecb A 0.10 % not more than 0.20 % / He 6onee 0,20 %; 

Impurity B / TTp11Mecb B Below LOD (LOD = 0.014 %) / Hm1<e not more than 0.50 % / He 6onee 0,50 %; 
rroe.uena o6Hanv)KeHttll (TIO= 0.014 %) 

Impurity C I Tip11Mecb C Below LOD (LOD = 0.010 %) / HH)Ke not more than 0.50 % / He 6onee 0,50 %; 
rrpe.uena 06ttapy)KeHm1 (TIO= 0.010 %) 

Impurity D / IlpHMeCb D Below LOD (LOD = 0.014 %) / HH)Ke not more than 0.20 % I He 6onee 0,20 %. 
rrpe.uena o6Hapy)Kemrn (ITO= 0.014 %) 

Individual unidentified Not more than 0.20 % I He 6onee 0,20 %. 
impurity I E.uHHITTHaH 

Below LOQ (LOQ = 0.050%) / Htt)Ke 
Hett,UeHTH~HUHponaHHaH 
npttMeCb 

rrpe.uena KOJIHt:iecTBeHH0ro orrpe.ueneHHH 
(TIKO =0 .050%) 

Total impurities / CYMMa 0.1% Not more than 1.50 % I He 6onee 1,50 %. 
rrpttMecet\ 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHtte: Tipo.n:yKT cooTBeTcrnyeT Tpe6oaamrnM HA 3aK'J110'lCH11c: O.ll,OEPEHO 

Prepared by / 
Tio.urornanetto: Anchal 

~ 
Date / 
,[(aTit: 12.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
Tipoaepetto: Pardeep Ilpoaepetto (AOK): person/ O.uo6peHo: O6ecrret:ieHHe 

Kumar ~ Amit Kumar f<ll•ecTealOni=TeeH~n-

~ _/~ ---
Date / Date I !Date/ 

\ 1.- -0 ' - '/_,,() u ,[(aTa: 12.01.2026 ,[(am: 12.01.2026 ,[(am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH <I> IIKA T AHAJIJI3A 

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

Tel: +9198166 56001-02 

www drreddys com 

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

IlpOAYKT: KeTOPOJI® (KeTOPOJiaK) paCTBOP JJ,rnl BHVTPl1BeHHOro 11 BHVTPHMbtllieqHoro BBeJJ,eHmt, 30 MrlMJI 

Batch No/ 
: V260045 

Batch Quantity/ 454545 ampules / 

CepuH .N'!! O6'heM cepuu 
: 

454545 aMnyn 

Analytical Report No/ Date of Analysis / 

AuaJIHTHtJeCKHH or-1eT .N'!! : 890001857455 ,[(aTa auaJIH3a : 12.01.2026 

Date of Manufacture/ : 12/2025 
Date of Expiry / 11/2027 

lllaTa npoH3BOACTBa ro,[(eH AO 
: 

Mfg. License No./ 
IIpou3BOJJ,CTBeuuaH : MNB/05/263 

MA number:/ 
: J1Il-Mi(008888)-(Pf-RU) 

HoMep PY JIH .. eH3HH .N'!! 

Analysis performed according ND I AuaJIH3 npoBeAen no H,[(: J1Il-N!!(008888)-(Pf-RU)-170225 
Paee 4 of 7 / CTp. 4 H3 7 

.N'2 Test/ IloieaJaTeJib Results/ Pe1yJihTaTht Specification / HopMa 

8 Extractable volume* / 10.3 ml/ 10.3 MJJ Not less than 10.0 ml (collectively 
I13BJieKaeMblU o6beM* measured volume of IO ampoules). I 

He MeHee 10,0 MJJ (o6beM, 113MepeHHhttt 
Ha OCHOBaHl111 06be,IJJ,!HeHHOro 
co.uep)l(t1Moro 10 aMrryJJ). 

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac 
liaKTepnaJihHbie /<=0.725 E3/Mr Trometamol. I He 6oJJee 5,8 E3/Mr 
3HJ).0T0KCHHbl KeTOpoJJaKa Yp0MeTaMHHa. 

10 Sterility** / NA Must be sterile. I ,lJ;OJJ)l(eH 6h!Th 
CTepHJlhHOCTb** CTep11J1bHhlM. 

11 Assay/ KoJIHl.feCTBeuuoe 30.47 mg I 30,47 Mr From 27.0 mg to 33.0 mg of Ketorolac 
onpeJJ.CJlCHHC Trometamol per 1 mL. I OT 27,0 Mr JJ.0 

33,0 Mr KeTOp0JJaKa Yp0MeTaM0Jla s 1 MJI. 

12 Ethanol content/ 3TaHOJI 11.94 % 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/ 
IlpuMel.fauue: ITpo.uyKT coorneTcrnyeT Ype6osaHHRM H.D: 3aKJitol.feuue: OJI:OliPEHO 

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

IToNOT0BJJeHo: Anchal nposepe1-10 : Pardeep nposepeHo (AOK): person/ O.no6peuo: O6ecne11em1e 

~ 
Kumar AmitKuma~ ,asm-sa/OTI,e,crneHHO~ ~ 

cJ-c 
~ - ---

Date/ Date I 

'

Date / 'Date I 
,lJ;arn: 12.01.2026 ,lJ;arn: 12.01.2026 ,[(aTa: 12.01.2026 ' 1_ ri) ' - '1...,€) 2 _.(, ,lJ;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Ema il : mail@drreddys.co m 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH <l>HKA T AHA.JilI3A 

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.drre dd IVs.com 
Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 
IlpO)];YKT: KeTopo11® (KeTOPOJiaK) paCTBOP .n;m1 BHYTPHBeHHOro 11 BHYTPl1MbIWeY.HOro BBe,IJ;eHHji, 30 MrlMJl 

Batch No/ 
: V260045 

Batch Quantity/ 454545 ampules I 
Cepusr .N'!, O6'beM cepuu : 

454545 aMTIYJI 
Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKuii 0T'leT .N'!! : 890001857455 ,n:aTa auaJIH3a : 12.01.2026 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2027 

.ll:aTa DPOH3BO)];CTBa 
: ro)];eH )];O : 

Mfg. License No./ 
IlpoH3BO)];CTBenuasr : MNB/05/263 

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

J1U ... eH3HH }f!! HoMep PY 

Analysis performed according ND/ Aml.llH3 npoBe.ll:eH no H.[(: JII1-N2(008888)-(Pf-RU)-l 70225 
Page 5 of 7 / CTD, 5 H3 7 

Test/ IloKaJaTe.rib Results/ Pe1yJ1bTaTbI Specification / HopMa 

13 Packaging / OnucaHHe 
ynaK0BKH 

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 Mn s aMnym,1 113 caern3aw:11THoro 
cTeKJJa TeMHO-Kopw-rnesoro uaeTa Knacca 
I. B aepxHeM 'laCTl1 aMnynhI HaHeceHhl 
KOJihUO H TO'!Ka ,UJUI pa3JIOMa. Ha aMnyny 
HaKJieHBaJOT 3Tl1KeTKy. 
Ilo 10 aMnyn BMeCTe c J111CTKOM­
BKnaJJ,hIIIIeM a ITBX/MJOM11H11eah111 
6n11cTep. Ilo 1 6n11cTepy a na'IKY 
KapTOHHyJO. 

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 Mn B aMnynhI 113 caern3am11THOro 
cTeKJia TeMHO-Kopu•rneaoro uaem Knacca 
I. B aepxHeli '-laCTl1 aMnynhI HaHeCeHhl 
KOJihUO 11 TO'!Ka J],Jlji pa3JIOMa. Ha aMnyny 
HaKne11aa10T 3Tl1KeTKy. 
Ilo 10 aMnyn BMeCTe C J111CTKOM­
BKJiaJJ,hlWeM a ITBX/anJOM11H11esh1H 
6n11cTep. Ilo 1 6n11CTepy s na'IKY 
KapTOHHy10; OJ/JI cma14u0Hapoe: no 2, 3, 5 
6n11cTepos s na'IKY KapTOHHyJO. 

* Tests are not performed during the stability investigation. /* 11cnhITaHl1H He npoBO,lJ,jiT B xo.n;e 11ccJJe,D,OBaHl1ji 
CTa6HJibHOCTH. 

** Release quality control of the perfomance is carried out for every 15th batch./** ITpH BhmycKe npenaparn 
KOHTp0Jib KaqecTBa no TIOKa3aTemo npOBO,IJ;HTCji ,IJ;JIH Ka)l(,ll,OH 15-oi,i cepHH. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'laHue: Ilpo.uyKT coorneTCTayeT TPe6osaHl1j!M H,U 3aKJHO'leHue: O)1.OliPEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
IloJJ,roToaneHo: Anchal nposepe1i0: Pardeep llponepeH0 (AOK): person/ OJJ,o6peHo: O6ecne'!eH11e 

D~ 
Kumar Amit Kumar .asema/OrneTCreeHH~~ 

J-c /\,-/'--
Date I Date I Date I IDate / 
L(am: 12.01.2026 ,[{am: 12.01.2026 ,[{am: 12.01.2026 \ 1...- -c' - L,,e>2. t ,[{am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Raddy's~~• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIH3A 

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

Tel : +91 98166 56001-02 

www. d rreddvs. com 
Product:/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml 

IlpOJJ:YI.:T: KeTopon® (KeTopoJiaK) pacrnop p;rn, BH)'TPHBeHHOro H BHyrpHMblllleqHoro BBep;eHH51, 30 MrlMJl 

Batch No/ 
: V260045 

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

: 
454545 aMTIYJl 

Analytical Report No/ Date of Analysis / 
AuaJinTnqecKnn oTqeT N2 : 890001857455 ,ll;aTa auaJiu3a : 12.01.2026 

Date of Manufacture / 12/2025 
Date of Expiry / 

11/2027 
)laTa npOU3B0,l.l;CTBa 

: 
ro));eH));O 

: 

Mfg. License No. / 
Ilpon3BOJJ:CTeeuuaH : MNB/05/263 MA number:/ : JII1-N2(008888)-(Pr-RU) 
JIUU:eH3UH .N'!! HoMep PY 

Analysis performed according ND/ AuaJin3 npoeep;eu no H)l: JII1-N2(008888)-(Pr-RU)-170225 
Page 6 of 7 / C Tp. 6 03 7 

API name/ HanMeHosaHne A<l>C: Ketorolac Trometamol I KeTOponaKa rpoMeTaMOJI 

INN /MHH: Ketorolac / KeTOponaK 

API manufacturer batch number/ 
HoMep cepuu nponJBOJJ.UTeJIH A<l>C: 

2KTM0540925 

FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHU:HH np0H3B0)],HTeJISI FESA00529 
r JI<I>: 

API Manufactured by & country / Symed Labs Limited, India/ 
IlponJBOJJ.HTeJih A<l>C, CTpaHa: CaHMeJJ. Jla6c J111Ml!TeJJ., 11HJJ.illl 

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh 
manufacturing site/ Control site I Release Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) / 
site/ .lJ:-p PeM11'c J1a6opaTOp11C JlTJJ.,, 11HJJ.11JI, I1p0113B0)],CTBeHHOe IIOJJ.pa3)],eJieH11e-6, 
HanMeHOBaHne, a)],pec, JIUQeH3HSI )],JISI 

B11JIJI. Kxonh, Hanarapx PoyJJ., BaM11, .lJ:11cTp11KT ConaH, X.IT., 173205, 11HJJ.1151 
IlpoU3B0)],CTBeHHaSI DJIO[Qa)],Ka / IlJIO[Qa)].Ka 

(nm~eH31151 .N2 No MNB/05/263 
KOHTpOJISI Ka'-leCTBa / IlJio[Qa)],Ka BhmycKa 

Declaration of certification: «I hereby certify that the above mformahon 1s 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»./ 

3aKJIIO'leHne O COOTBeTCTBUU: «HacT051llll1M 51 IIO)],TBep)l(JJ.alO, '-ITO np11Be)],eHHa51 BhIIIIe 11H!p0pMa~l151 51BJI51eTC51 JJ.OCTOBepHOH 11 

Remarks: The Product confirms to ND/ 

I 
Conclusion : APPROVED / 

Ilp11Me'-1auue: ITpo)],yKT coorneTcrnyeT rpe6oBaHilllM H,n: 3aKJIIO'-leuue: O)1,OliPEHO 

Prepared by/ Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
HOJJ.fOTOBJJeHo: Anchal flpoaepetto: Pardeep I1poeepe1-10 (AOK): person I O.no6peuo: O6ecrre'-!eH11e 

[) 
Kumar 

~ 
Amit Kumar '8'10CTBai0TOCTCTBOH~ 

/\~ 
Date I Date / Date / IDate / 

\ 2-..---,::,,' '2,-() 2..,-', J.(arn: 12.01.2026 J.(arn: 12.01.2026 _Aa-ra: 12.01.2026 ,lJ;arn: 

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

CIN: L8519SAP1984PLC004507 

www,drreddys.com 
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•·· Dr. Reddy'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 
IlpO,IJ,YKT: KeTopon® (KeTopoJiaK) pacrnop ,/J,J151 BHyrpJ.rneHHOI'O H BHyrpHMbillle'-IHOI'O BBe,lJ,eHH51, 30 Mr/MJI 

Batch No/ 
: V260045 

Batch Quantity / 454545 ampules / 
Cepm1 .N'!! O6-i.eM cepuu : 

454545 aMnyn 
Analytical Report No/ Date of Analysis / 
AuaJittTuqecKuii oTqeT .N'!! : 890001857455 ,r:t:aTa auaJitt3a : 12.01.2026 

Date of Manufacture / 
: 12/2025 Date of Expiry / 

11/2027 ,ll;aTa npottJBO,/J,CTBa ro,IJ,eH ,IJ,0 : 

Mfg. License No./ 
Ilpott3BO,/J,CTBeuuau : MNB/05/263 MA number:/ 

: JU1-N!!(008888)-(Pf-RU) 
JIHQeH3HH .N'!! HoMep PY 

Analysis performed according ND/ AuaJIH3 npoee,1J,en no H,z:t:: J1TT-N!!(008888)-(Pf-RU)-170225 
Page7of7/CTp.7tt37 

TOqHOll. 3m cep1rn rrpo,11,yKUHH rrpOH3Be,11,eHa (BKmoqa51 yrraKOBKY (MapKHpOBKy) H KOHTpOJJb KaqecTBa) Ha BbJIIIeyKa3aHHOH 

rrpOH3B0,11,CTBeHHOll ITJJOIIl,a,11,Ke (ITJIOIIl,a,11,Kax) B ITOJIHOM COOTBeTCTBHH C TPe6oBamrnMH IlpaBHJI Ha,11,Jie)KaIIl,ett rrpOH3B0)],CTBeHHOll 

rrpaKTHKH EBpa3HHCKOro 3KOH0MHqecKoro COI03a H TPe6oBaHH51MH KOHTpOJJ51 KaqecTBa JJeKapcTBeHHhIX cpe;::i:cTB, a TaK)Ke B 

COOTBeTCTBHH co crreumpHKaUHHMH, co;::i:ep)KaIIl,HMHC51 B perncTpaUHOHHOM )],OChe CTPaHbl-HMITOpTepa. 3arrHCH ITO rrpOH3B0)],CTBY, 

yrraKOBKe H attanmy rrpoBepeHbl, H ycTaHOBJieH0 HX COOTBeTCTBHe Tpe6oBaHH51M IlpaBHJI Ha)],Jle)Kameii rrpOH3B0,11,CTBeHHOH 

rrpaKTHKH EBpa3HHCKOro 3KOHOM~eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMetJauue: Ilpo,11,yKT coorneTcrnyeT TPe6oBamrnM H.l--1: 3aKmO<t.e1rne: O,I(Ol>PEHO 

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

noJJ.rOTOBJleHO: Anchal Ilposepetto: Pardeep IlpoBepeHo (AOK): person/ O;::i:o6peHo: O6ecrreqeH11e 

~ 
Kumar AmitKumar ~ KaqecTBa/OTBeTCTBeHH,~e JIWl.l0: 

~ f -- ti. ?"' 

Date / Date/ Date/ Date/ 
\ t-- ~ ,-- LP '"Lk JI.am: 12.01.2026 ,n:arn: 12.01.2026 ,n:arn: 12.01.2026 .l--1:arn: 

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 


