Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

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

Vill. Khol, Naiagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

WA drradodue com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (ketoponak) pacTBop julsi BHYTPMBEHHOIO M BHYTPUMBILIEUHOIO BBEACHHUS, 30 MI/MJT
Batch No / . V260084 Batch Quantity / . 454545 ampules /
Cepus Ne ) Oo0bem cepuu * 454545 amnyn
Analytical Report No / Date of Analysis /

AHaquTHYecKH oTueT No : 890001861440 Jara ananusa : 03.02.2026

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

Jara nponsBoacraa TI'ogen go

Mfg. License No. /

Ipoussoncraennas : MNB/05/263 M. number: / : JITI-No(008888)-(PI-RU)
Juiensus Ne Homep PY

Analysis performed according ND / Anann3 nposexen mo HJI: JIIT-No(008888)-(PI'-RU)-170225

Page1of 7/Crp. 1 m37

Ne Test / Iloxa3zaTeib

Results / Pe3yabTaThl

Specification / Hopma

1 Description / Onucanue

Clear colorless solution. / TIpo3paunsbrii
OeclIBETHbLI pacTBOP.

Clear colorless to slightly yellow color
solution. / Tlpo3spaunsiit pacTeBOp OT
6€ECLIBETHOTO JI0 CBETJIO-)KENTOTO [[BETA.

Identification* / UnenTudukanus*

2a | HPLC*/ BOXX*

The retention time of the main peak in the
chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems ynepxusaHus
OCHOBHOIO TIHKa Ha XpOMarorpamme
HCIILITYEMOTO pacTBopa COOTBETCTBYET
BPEMEHH YINEPKUBAHHMA OCHOBHOTO IHUKa
Ha  XpoMaTorpamme CTaHZApPTHOTO
pacrtBopa.

The retention time of the main peak in the
chromatogram of test solution should
correspond to the main peak in the
chromatogram of standard solution (Assay
section). /  Bpems  ynmepxuBaHus
OCHOBHOIO IIHKa Ha XpoMmarorpamme
UCOBITYEMOTO pacTsopa JOJIKHO
COOTBETCTBOBAaTh BPEMEHH YIEp>KHBaHHA
OCHOBHOI'O MHKa Ha XpOMarorpamme
CTAaHIAPTHOTO pacTBOpa (pa3nen
«KoiuuecTBEHHOE onpeneneHue»).

Remarks : The Product confirms to ND/

Ilpumeyanue: IIpogykxT cooTBeTCTBYET TpeboBaHusIM HJ{

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

Prepared by / Checked by /

[Toarorosaeno: Yogesh

[Tposepeno: Pravesh

Checked by (AQA) /
[Tposepeno (AOK):

Approved by: Quality Assurance/Authorized
person / OnobpeHo: Obecnieuenue

Chauhan "ﬁf o Rana f Amit Kuma(r/\ KauecTpa/OTBETCTBEHHOE NIHLLO:
.f} : CUIL K mng f
J(/// [ /\ — ] ’{:‘Lr\,ﬁ

Date / Date / Date / Date / O Y A0 ¢,

Hara: 04.02.2026 Jara: 04.02.2026 Jata: 04.02.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘,’:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5
Vill. Khol, Naiagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTU®HUKAT AHAJIM3A  Tel : +91 98166 56001-02
unan dreadoyvie com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykrT: Keropon® (keToponak) pacTBop julsi BHyTPUBEHHOTO H BHYTPHMBILIEYHOTO BBEAEHHUs, 30 MI/mit
Batch No / . V260084 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6beM cepum " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTtH4yeckuii oTuetr Ne : 890001861440 JlaTa aHanu3a : 03.02.2026
Date of Manufacture / - 01/2026 Date of Expiry / . 12/2027
JlaTa mpou3BoacTBa I'onen go
Mfg. License No. /
Ipouspoxcraennas : MNB/05/263 o8 D : JI1-Ne(008888)-(PT-RU)
Juuenzus Ne Homep PY

Analysis performed according ND / Anasm3 nposegen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225

Page2 of 7/Crp.2 m3 7

Ne Test / ITokasarenn

Results / PesynbTaThi

Specification / Hopma

2b | UV- spectrophotometry* /

Y®-cnexmpogpomomempus*

UV absorption spectra of the test solution
and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm have absorption maxima at
322 + 2 nm. / Y®-cnekTpsl MOTJIOLIEHUS
HCIBITYEMOIO  pacTBopa M pacTBopa
CTaHjapTHOro  ofpaslia  KeTopojaka
TpoMeTamuHa B 06nacTh o1 200 1o 400 uM
UMEIOT MaKCHUMYMbl TOTJIOIIEHUS TIpU
32242 HM.

UV absorption spectra of the test solution
and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm should have absorption
maxima at 322 + 2 nm. / Y®-cnekrpsl
NOMJIOWEHUA UCTBITYEMOTO pacTBOpa M
pacTBOpa CTaHOAPTHOTO obpasua
KETOopoJlaka TpOMETaMHMHa B 006NacTH OT
200 go 400 HM [OMKHBI HMETH
MAaKCUMYMBbI MOTJIOIUEHHS MpH 322+2 HM.

3 Clarity / Ilpo3spauHocTh

The opalescence of the sample does not
exceed opalescence of  reference
suspension I. / OnanecueHuus nmpenapara
He MPEBbILIACT ONANECLUEHLMIO CYCTIEH3HH
cpaBHeHus L.

The opalescence of the sample should not
exceed opalescence of reference
suspension I. / OnanecueHuus npenapara
HE JI0JKHA NPEBbIIATh ONaNeCeHIIHIO
CYCIIEH3UH cpaBHEeHuUs 1.

BuauMeie yacTULBI

4 Color / IIBeTHOCTDL 0.06 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
[Mornouenue nomkHO O6bITEL HE Gonee 0,20
IIpY JJIHHE BOJIHBI 430 HM.

5 pH 7.3 From 6.9 t0 7.9./ 01 6,9 510 7,9.

6 Particulate matter / MexaHu4eckue BKIIOUEHHA

6a | Visible particles / Complies / CooTBeTCTBYET Should be absent. /

HOJI)KHBI OTCYTCTBOBATL.

Remarks : The Product confirms to ND/

[Tpumeuanue: IIpoaykT cooTBeTCTBYET TpeOoBanusaM HJ

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toaroroeneno; Yogesh ||[Iposepeno: Pravesh ITposepeno (AOK): person / OnoGpeno: Obecnieuenue
Chauhan / Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIULIO:
’{ e CUARIL  RUmIRD
' [\ il _ 4
Date / Date / Date / Date / 002406
Hara: 04.02.2026 Jara: 04.02.2026 Hata: 04.02.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984P1LC004507
www.drreddys.com




Dr.Reddy’s Q;‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Naiagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA
CEPTUDOUKAT AHAJIN3A Tel: +91 98166 56001-02

wiwww dreeddys com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTEOp [Jisl BHYTPMBEHHOIO H BHYTPMUMBILIEYHOr0 BBEAeHM, 30 Mr/Mi
Batch No / . V260084 Batch Quantity / . 454545 ampules /
Cepusa Ne ) O6nem cepum " 454545 amnyn
Analytical Report No / Date of Analysis /

AHasuTHYecKMi oT4eT Ne : 890001861440 Jara aHanusa : 03.02.2026

Date of Manufacture / . 01/2026 - Date of Expiry / . 12/2027
JlaTa mpou3BojcTBa I'onen po

Mfg. License No. /

TpoussoacTentas : MNB/05/263 N T o : JIT-Ne(008888)-(PI'-RU)
aunenzns Ne Homep PY

Analysis performed according ND / Ananns nposenen no HJL: JITT-Ne(008888)-(PI"-RU)-170225

Page3 of 7/Crp.3m37

Ne Test / Iloka3zaTennb Results / Pe3yabTaThl Specification / Hopma
6b | Invisible particles /

HeBunnmble YacTULIB:

i. Particles > 10 pm/ 03 not more than 6000 per ampoule; /

Yactuu pasmepom >
10 Mxm

ii. particles> 25 pm/
YacTULL Pa3MEPOM =

He 6onee 6000 Ha amnyy;

01 not more than 600 per ampoule. /
He Gonee 600 Ha amITyJy.

25 MKM
7 Impurities / IIpumecu

Impurity A / [Tpumecs A 0.10% not more than 0.20 % / ne Gonee 0,20 %;

Impurity B / TIpumecs B Below LOD (LOD = 0.014 %) / Hwxe not more than 0.50 % / He 6onee 0,50 %;
npenesna obHapyxenus (I1O = 0.014 %)

Impurity C / [Ipumecs C Below LOD (LOD = 0.010 %) / Hixe not more than 0.50 % / ue Gonee 0,50 %;
npenena obHapysxenus (ITO = 0.010 %)

Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / Huxe not more than 0.20 % / ne 6osee 0,20 %.

npegena obHapyxeHus (ITO = 0.014 %)

Individual unidentified
impurity / Enunu4Has
HeuAeHTU(HUITMPOBaHHAS
npuMech

Below LOQ (LOQ = 0.050%) / Huxe Not more than 0.20 % / He 6onee 0,20 %.
npeaena KOMMYeCTBEHHOTO ONpelesieHus
(ITKO = 0.050 %)

Total impurities / Cymma
npumeceit

0.1% Not more than 1.50 % / He 6onee 1,50 %.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanue: [TponyxT cooTBeTcTBYET Tpebopanuam HJT 3aknwuyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarorosneno: Yogesh |[[Ipoepeno: Pravesh [Ipoeepeno (AOK): person / Omobpeno: ObecneueHune
Chauhan Rana Amit Kumar KayecTBa/OTBETCTBEHHOE JIUILIO:

: i YL Kur ARl

7 = - < M

Date / Date / Date / Date / O0S—0)-2016
Jara: 04.02.2026 JlaTta: 04.02.2026 Jlata: 04.02.2026 Jara:

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

wiwnat dereddvs com

Product : /

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

IIpoaykT: Ketopon® (keToposiak) pacTeop st BHYTPHBEHHOIO W BHYTPMMBIIIEYHOTO BBEACHH, 30 MI/Mil
Batch No / . V260084 Batch Quantity / . 454545 ampules /
Cepus Ne ) O06nem cepum " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHyeckuii oTuer Ne : 890001861440 Jara ananuza : 03.02.2026

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JaTa nponsBoacTea I'omen po

Mfg. License No. /

IIpoussoacraentasn : MNB/05/263 M Bumber: : JITT-Ne(008888)-(PT-RU)
JIHneH3ns Ne Homep PY

Analysis performed according ND / Anann3 nposegen mo HJ/I: JITT-Ne(008888)-(PI"-RU)-170225

Paged4 of 7/Crp.4n37

No Test / Ilokaszarenn

Results / PesynbTaThl

Specification / Hopma

8 Extractable volume* /
H3Bnexaemblii 00LemM™

10.7 ml/ 10,7 mn

Not less than 10.0 ml (collectively
measured volume of 10 ampoules). /

He menee 10,0 Mn (o6beM, H3MepeHHEI#H
Ha OCHOBAaHHUHU 00BEAHHEHHOTO
coaepxumoro 10 ammyn).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakrepuanbHble /<=0.725 E3/mMr Trometamol. / He 6onee 5,8 EQ/Mr
IHAOTOKCHHbBI KETOpOJIaKka TpOMEeTaMIHa.

10 | Sterility**/ NA Must be sterile. / Jlomken OBITH
CrepuabHOCTL** CTEPWIbHBIM.

onpeae/ieHue

11 | Assay/ KosunuecTBeHHOe

30.61 mg /30,61 mr

From 27.0 mg to 33.0 mg of Ketorolac
Trometamol per 1 mL. / Ot 27,0 Mr 10
33,0 Mr KeTOpoIiaka TpOMeTaMoMa B 1 ML

Chauhan 7 /

Rana
4

Amit Kumar

12 Ethanol content / 3Tanon 11.70 % From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/00) mo 13,10 % (06/06).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeyanne: [IpoaykT cooTBeTCTBYET TpeboBaHusM HJJ 3aknouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
HO}II‘OTOBJ’IeHO:(}’{)gCSh [Ipoeepeno: Pravesh [Tposepeno (AOK): person / Onobpeno: OGecneuenve

KaquTBa/OTBeTCTBeHHOC JIULO.
_Cupie Kym kil
_ \;?

Date /
Jlata: 04.02.2026

Date /
Jara: 04.02.2026

e |
e
Date /

Hara: 04.02.2026

Date /

%, 02 A2k
Jara:

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

CIN: L85195AP1984PiLC004507

www.drreddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Naiagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUDPUKAT AHAJIN3A Tel : +91 98166 56001-02
waow drreddys cam

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon® (keToponak) pacTBop Jjisi BHyTPHEEHHOTO W BHYTPMMBIILIEYHOTO BBEACHUS, 30 MI/MIT
Batch No / . V260084 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amuyn
Analytical Report No / Date of Analysis /
AHaJuTHYeCKHi oTueT No : 890001861440 JlaTa ananuza : 03.02.2026
Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
Jara npousBoacTBa TI'ogen oo
Mfg. License No. /
Hpomseoncraennas : MNB/05/263 o ATt : JITT-Ne(008888)-(PT-RU)
JauueH3usd Ne Homep PY

Analysis performed according ND / AnaJsn3 nposegen mo HJI: JIIT-Ne(008888)-(PI'-RU)-170225

PageSof 7/Crp.5mu3 7

Ne Test / Ilokazaresanb

Results / PesyabTaTsl Specification / Hopma

13 Packaging / Onucanne
yNaKoBKH

1 mL in class I light-shielding dark amber
glass ampoules.

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. /

ITo 1 Mn B aMImy/ibl M3 CBETO3ALIUTHOIO
CTeKJIa TEeMHO-KOPUUYHEROTO 1IBETa KJlacca
I. B BepxHel 4acTu amMmyJibl HaHECEHbI
KOJIBLIO M TOYKa [UId pasnoma. Ha ammyny
HaKJICHBAIOT STUKETKY.

ITo 10 amnyn BMecTe ¢ JIUCTKOM-
BKIajpiieM B [IBX/amoMUHHEBbIH
o6mucrep. Ilo 16muctepy B mauky
KapTOHHYIO.

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.
/

ITo 1 MN B aMIynbl U3 CBETO3ALHKUTHOIO
CTEKJIa TEMHO-KOPHYHEBOTO LIBETA K/1acca
I. B BepxHel 4acTu aMImyJyibl HaHECEHBI
KOJIBLIO ¥ TOYKa A/ pasnioma. Ha amnyny
HaKJIEHBAIOT STHKETKY,

ITo 10 ammyn BMecTe ¢ JIMCTKOM-
BKknageiieM B [IBX/amoMuHmeBbIit
Onucrep. Ilo 1 6mucTepy B  mauky
KapTOHHYIO; 04 cmayuoHdpos: 1o 2,3, 5
OJIHCTEPOB B MaYKy KapTOHHYIO.

* Tests are not performed during the stability investigation. / * MicnibiTaHUst He TPOBOJAT B X0/ie MCCIIEAOBAHUS
CTaOMIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [1pu Beinycke npenapara

KOHTPOJIb Ka4CCTBA MO MOKa3aTeJII0 NMPOBOAUTCA AJIA KaxK10H 15-oi4 CepHu.

[Remarks : The Product confirms to ND/
IMpumeuanne: [poaykrt cooTBeTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3axnouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
HOAFOTOBneHO:/, ogesh [[[Tposepeno: Pravesh ITposepeno (AOK): person / Onobpeno: Obecneyenue
Chauhan . ||{Rana 4 Amit Kumar KauecTBa/OTBETCTBEHHOE JIHLIO:
/ ( e _(umiL Kunai
“— 1 :
Date / Date / Date / Date / OS020n
Hara: 04.02.2026 Jara: 04.02.2026 Hara: 04.02.2026 Jara:

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




® Dr. Reddy's Laboratories Ltd.
® . N
Formutation Unit-6
? ®
Dr- Reddy S ‘... Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  Distt. Solan, H.P, 173 205, INDIA
CEPTI/I(PI/IKAT AHAJIU3ZA Tel : +91 98166 56001-02

Wi drreddys com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon® (ketoponak) pacTBop /uisi BHyTPUBEHHOTO M BHYTPUMBILIEYHOrO BBEEHHUS, 30 MI/MI
Batch No / . V260084 Batch Quantity / . 454545 ampules /
Cepus Ne ) OGbem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AnanurHyeckuii otuer Ne : 890001861440 JaTa aHaau3a : 03.02.2026

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JlaTa npou3BoICTBA Togen g0

Mfg. License No. /

Ipouseoncrsennas : MNB/05/263 o T : JITI-Ne(008888)-(PT-RU)
Junenzus Ne Howmep PY

Analysis performed according ND / Anaan3s nposegen no H/I: JII[1-No(008888)-(PI"'-RU)-170225

Page 6 of 7/ Crp. 6 m3 7

API name / HaumenoBanue ADC: Ketorolac Trometamol / Ketoponaka TpomMeTamon
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / YKTMO621025
Homep cepun npoussogurens ADC:
FP Manufacturer API Batch number /
Howmep cepun cy6cTaHIIMU NpON3BOANTES FESA00567
Jld:
API Manufactured by & country / Symed Labs Limited, India /
ITpounseoautean A®C, crpana: Catimen Jlabc Jlumuren, Unaus
Name;‘ a(idr.ess,;;ltl/uglzattloln 1.:0 /foRr fP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
“,‘ta“/“ acturing site / Lontrof sife / Release Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
stee J-p Pennu’c Jlaboparopuc JIta., MHaus, [TpouseoacTBeHHOE MoapasaeieHue-6,
HaumenoBaHue, aapec, THUEH3US 11t

Bumn. Kxonw, Hanarapx Poyn, bamiu, Quctpukt Conan, X.I1., 173205, Ungus
IpoussoacTBenHast niowagka / Ilnowaaka

(uuen3us Ne No MNB/05/263

KOHTpOJIs1 kadecTBa / Ilomaaka Beinmycka

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». /

3akniouende o cooTBeTcTBUH: «Hacrodimum g NOATBEPKAAl0, YTO NMPUBCACHHAA BLIINEC l/IH(bOpMaLII/I}I ABIACTCA ﬂOCTOBCpHOFI H

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: IIpoaykT cOoTBETCTBYET TpeboBaHusmM HJL 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toxrorosneno: Yogesh |[Iposepeno: Pravesh [poeepeno (AOK): person / OnobpeHo: ObecnieveHue
Chauhan g 2 Rana ?? Amit Kumar kayecTea/OTBETCTBEHHOE JIULIO:
' , A (UL KU 1L
Date / Date / Date / Date / 002 ,A@)/L
Jlara: 04.02.2026 Hara: 04.02.2026 Jara: 04.02.2026 Hara: ‘

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Emaii: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS Distt. Solan, H.P,, 173 205, INDIA

CEPTUO®UKAT AHAJIM3A  Tel:+91 98166 56001-02
www deraddys com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: KeTtopon® (keroponak) pacTBop /i1 BHYTPMBEHHOTO M BHYTPHMBIIIEYHOTO BBeACHUS, 30 Mr/MJT
Batch No / . V260084 Batch Quantity / . 454545 ampules /
CepHsi Ne ) O61bem cepnu " 454545 amnyn
Analytical Report No / Date of Analysis /
AHaauTHYeckHnii oTueT No : 890001861440 JlaTa ananuiza : 03.02.2026
Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027
JlaTa npou3BoacTea I'omen go
Mfg. License No. /
Hponssoncraennas : MNB/05/263 A nunthers/ : JITT-No(008888)-(PT-RU)
Junensus Ne Homep PY
Analysis performed according ND / Anann3 npoegen mo HJI: JIIT-Ne(008888)-(PI'-RU)-170225
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TO4YHOM. DTa cepusa MpPOAYKUMH Npom3BeleHa (BKIOYas YNakoBky (MapKHpPOBKY) M KOHTPOJib KauecTBa) Ha BhllIeyKa3aHHOMH
NPOU3BOJACTBEHHOH IIOWIanKe (IUIONIAAKax) B IIOJJHOM COOTBETCTBHHM ¢ TpebGoBaHUAMH [IpaBuin Haasexkalleldt Npou3BOACTBEHHOM
NpakTMKu EBpasMHACKOro 3KOHOMMYECKOrO cO0I03a M TpeGOBaHHAMH KOHTPOJS KauecTBa JIGKAPCTBEHHBIX CpPEICTB, d TAKKE B
COOTBETCTBUHU CO CTielU(UKAUUAMH, COAEPKALIMMHCA B PETHCTPALMOHHOM JOChE CTPaHLI-UMITOpTEpa. 3alUCH M0 MPOU3BOACTBY,
YNMAaKOBKE W aHalu3y TNpOBEPEeHbl, W YCTAHOBIEHO HMX COOTBETCTBHe TpeboBaHusiM [lpaBwi Haiexalleil NpoM3BOACTBEHHOM

NpaKkTUKA EBpa3HﬁCKOFO JKOHOMHYECCKOI'O CO103a».

Remarks : The Product confirms to ND/
IIpumeuanue: Ilpoaykt cooTBeTcTBYET Tpebopanusam H]J

Conclusion : APPROVED /
3akmouyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[TonrorosneHo: Yogesh [|[Ipoepeno: Pravesh [Tporepeno (AOK): person / Onobpeno: ObecrnieueHue
Chauhan Rana Amit Kumar kayecTBa/OTBETCTBEHHOE JIUIIO:
/ ] _CUNIC Ky AR
e e /l\/\/]
Date / Date / Date / Date / OS—02-0xL,
Jara: 04.02.2026 Hata: 04.02.2026 Hara: 04.02.2026 Hara:
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