Dr.Reddy’s ‘%

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUGUKAT AHAJIN3A G TERNE 0T
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (xeToposak) pacTBOp il BHYTPUBEHHOIO U BHYTPHMBIIIEYHOTO BBeAeHU, 30 MT/M
Batch No / . V260358 Batch Quantity / . 454545 ampules /
Cepus Ne ’ O6bem cepun 454545 amnyn
Analytical Report No / Date of Analysis /
AHaTuTHYeCKUH oTUeT No : 890001884969 JaTta ananusa : 29.05.2026
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JaTta npon3BoacTBa T'ogen o
Mfg. License No. /
Ipoussoacraennas : MB/05/264 MA number: / : JITI-Ne(008888)-(PI-RU)
JHeH3us Ne Homep PY

Analysis performed according to ND / Ananu3z nposeaen mo HJI: JII-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MaxeTsl nepBH4HOIl ynakoBku yrBep:aennl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl IpoMeXyTOYHOIH yNakoBKH yTBepxaeHsbl: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHUYHOH YakoBKH yTBepxIeHsl: 09.06.2025

PL approved: / JIB yrBep:kgen: 17.02.2025

Page1 of 9/Crp. 1139

Ne Test / Iloka3aTenb Results / PesyabTaThl Specification / Hopma
1 Description / Onmucanue Clear colorless solution. / Ilpospaunwiii | Clear colorless to slightly yellow color
GeclBeTHBIH pacTBOP. solution. / TIpo3paunslii pacTBOp OT
6eCLlBeTHOl"0 A0 CBETJIO-KEJITOTO LIBECTA.
2 | Identification* / Unentudpnkanusa*
2a | HPLC*/ BOXKX* The retention time of the main peak in the | 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 ynepxuBaHus
OCHOBHOIO IIMKa Ha XpOMarorpaMmme
HCIHITYEMOTO  pacTBOpa COOTBETCTBYET
BpEMEHH YIEep>KUBAaHMS OCHOBHOTO IHUKA
Ha XpoMaTorpamme CTaHAAPTHOrO
pacTBopa.

chromatogram of test solution should
correspond to the main peak in the
chromatogram of standard solution (Assay

section). /  Bpema  ynepxuBaHus
OCHOBHOTO [HKa Ha XpOMAaTOrpamme
HCIILITYEMOTO pacTBopa JOJKHO

COOTBETCTBOBATh BPEMEHH YICPKHUBAHHA
OCHOBHOTO MHKa Ha XpoMarorpamme
CTaHAAPTHOTO pacTeopa (paznmen
«KonuuectseHHOE ONpeaeieHUe»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykT cooTBeTcTBYET Tpeboanmsam HJT 3akawuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarotosneno: IIpoBepeHo: [Tposepeno (AOK): person / Opodpeno: Obecneyenme
Rama Kant J Pardeep Kumar Amit Kumar KayecTBa/OTBETCTBEHHOE JIULO;

pyl- - G

v - /\
Date / Date / Date / Date / §
Harta: 29.05.2026 Hara: 29.05.2026 Hara: 29.05.2026 Hata: N Q
Do ple—

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":"

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

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

CERTIFICATE OF ANALYSIS Tei : 491 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product ; / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Ketopon® (keToponak) pacTBOp /Ul BHYTPUBEHHOIO W BHYTPUMBILLIEYHOTO BBeeHMUs, 30 Mr/mn
Batch No / . V260358 Batch Quantity / . 454545 ampules /
Cepusn Ne ) O06bem cepuun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHaauTHyeckuii oTuyet Ne : 890001884969 JaTta ananuza : 29.05.2026
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
Jara npon3BoacTBa Fogen mo
Mfg. License No. /
HpoussoacTrennan : MBJ05/264 MA number: / : JIT-Ne(008888)-(PT-RU)
Junen3nsa Ne Homep PY

Analysis performed according to ND / Ananu3 nposeaen no HJI: JITI-Ne(008888)-(PT'-RU)-170225
Artworks of primary package approved: / MakeTbl NepBUYHOH YIAaKOBKH yTBepaxaenbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl MpoMe;KyTOYHOH ynakoBKH yTBepxaenst: 17.02.2025

Artworks of secondary package approved: / Makersl BTOpHYHO# ynakoBKkH yTBep:xaeHbl: 09.06.2025
PL approved: / JIB yreepaxaen: 17.02.2025

Page2 of 9/Crp.2u3 9

Ne Test / [Toka3aTesib Results / PesynbTaTsl Specification / Hopma
2b UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
R S and the solution of tht? stgndard sample of | and the solution of thc? stapdard 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. / YO-cexTpsl NOMIOWEHUA | maxima at 322 + 2 nm. / Y®-cnekrpbl
UCIMIBITYEMOTO  pacTBopa M PAacTBOpa | MOMVIOIIEHMS HCOBITYEMOTo pacTBopa MU
craHgaptHoro  obpasia  KeToposlaka | pacTBopa CTaHAAPTHOTO obpaszua
TpoMeTamuHa B obnactd ot 200 HM 10 400 | keToposiaka TpoMeTamMHHa B 0ONIacTd OT
HM HMEIOT MakCUMYMEI mornouleHus npu | 200 HM go 400 HM AOMKHBEL MMEThb
32242 M. MaKCUMYMBI MIOTJIONIEHUS TP 32242 HM.
3 Clarity / [Ipo3payHocTh The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of reference | exceed opalescence of reference
suspension [. / OnanecueHius npenapara | suspension I. / OnanecueHuus npenapata
HE MpeBblNIaeT ONAJSCLEHIMIO CYCIIEH3WH | HE I0JKHA MPEBbILATE ONaJIeCLEHLHIO
cpaBHeHua 1. CYCTIEH3MH CpaBHeHus 1.
4 Color / IIgeTHOCTH ‘ 0.04 Absorbance should be not more than 0.20
| Abs at a wavelength of 430 nm. /
‘ Tornouienne noykHO ObITE He Gonee 0,20
IIpY JUTUHE BOJIHBI 430 HM.
5 pH 7.4 From6.9t07.9./016,9 no 7.9.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusiM HJI 3akaouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroTosneHo: [TposepeHo: [Tposepero (AOK): person / Ogo6peHo: ObecnieueHue
Rama Kant GLQ‘ Pardeep Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JINLO:
£\
Date / \ Date / Date/ ' Date /
Hata: 29.05.2026 Hara: 29.05.2026 JHata: 29.05.2026 Jlara:

RS oL

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.

Dr. Reddy,s ‘..:.. Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp Ajiss BHYTPMBEHHOIO M BHYTPUMBILIEYHOrO BBeAeHHs, 30 Mr/mi
Batch No / . V260358 Batch Quantity / . 454545 ampules /
Cepusi Ne ) O6bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /

Aunanurudeckuii oTuet Ne : 890001884969 Jlara ananun3za : 29.05.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
Jarta npousBoacTBa Togen no

Mfg. License No. /

Hpoussoncreenman : MB/05/264 e el : JIT-No(008888)-(PT-RU)
aunenzus Ne Homep PY

Analysis performed according to ND / Ananus nposeaen no HJI: JITI-Ne(008888)-(PT-RU)-170225
Artworks of primary package approved: / MaxeTsl nepBHYHON YyNaKOBKH yTBepxaensi: 17.02.2025
Artworks of intermediate package approved: / MakeTbl NpoMeKyTOYHOH yNaKoBKH yTBepkaAeHbl: 17.02.2025

Artworks of secondary package approved: / MakeTbl BTOpHYHO# ynakoBku yTBepxkaenbi: 09.06.2025
PL approved: / JIB yrBep:kaen: 17.02.2025

Page3 of 9/Crp.3m3 9

Ne Test / Hoka3aTeab | Results / PesysabTaThl Specification / Hopma
6 Particulate matter / MexaHn4eckue BK/IIOYEHHSA
6a | Visible particles / Complies / CooTBETCTBYET Should be absent. /

BuauMble 4acTULb! JIOJIXKHBI OTCYTCTBOBATS.

6b | Invisible particles /
HeBuauMeble YacTHLbI:

i. Particles> 10 pm/ 10 not more than 6000 per ampoule; /
YacTuu pasmepom > He 6onee 6000 Ha ammyIy;
10 MxMm
ii. particles>25 um/ 00 not more than 600 per ampoule. /
YacTHL pa3MeEPOM > He 6onee 600 Ha amyy.
25 MKM
7 Impurities / Ilpumech
Impurity A / [Tpumecs A 0.09 % not more than 0.20 % / He 6oee 0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / Huwxke not more than 0.50 % / ne 6onee 0,50 %;
npenena ooHapyxerus (10 = 0.014 %)
Impurity C / [Tpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 6o1ee 0,50 %;
npenena o6Hapyxenus (I10 = 0.010 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpogykT cooTBeTCTBYET TpeboBanusM HJT 3axnwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarorosneHo: [TposepeHo: ITposepeno (AOK): person / Opobpeno: ObecrieueHue
Rama Kant o&* Pardeep Kumar Amit Kuma kauecTBa/OTBETCTBEHHOE JULIO:
N ”
v S oAUA)
Date / ‘ Date / Date / i Date /
Jata: 29.05.2026 Hata: 29.05.2026 Hata: 29.05.2026 Jara: m ﬂ n( N

QA
. e
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 ":‘

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIM3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpopykr: Ketopon® (xeToposiak) pacTBOp I BHYTPUBEHHOTO U BHYTPHUMbIILEYHOIO BBeAeHM, 30 MI/miI
Batch No / . V260358 Batch Quantity / . 454545 ampules /
Cepust Ne - O6bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /
Ananuruyeckuii oruer Ne : 890001884969 JlaTa ananusa : 29.05.2026
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JaTa npoun3BoacTBa Toxen mo
Mfg. License No. /
Iponssoxctaenmas : MB/05/264 S : JI-Ne(008888)-(PT-RU)
Junensus Ne Homep PY

Analysis performed according to ND / Anann3 nposeaen no HJ/I: JIII-Ne(008888)-(PT'-RU)-170225

Artworks of primary package approved: / MaxeThbl mepBH4YHOH ynakoBKHa yrBepxkaensi: 17.02.2025
Artworks of intermediate package approved: / MakeTbl IpoMeKyTOUHOM YyNIAaKOBKH yTBep:kaeHsbl: 17.02.2025
Artworks of secondary package approved: / MakeTsl BTOpH4YHOif ynakoBkH yTBepkaeHbl: 09.06.2025

PL approved: / JIB yrBepakaen: 17.02.2025

Page40of 9/ Crp.4u39

Ne Test / [lokazaTensn Results / Pe3yabTaThl Specification / Hopma

Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / Huxke not more than 0.20 % / ne 6onee 0,20 %.
npenena obHapyxenns (I10 = 0.014 %)

Individual unidentified Below LOQ (LOQ = 0.050 %) / Huxe Not more than 0.20 % / He 6onee 0,20 %.
impurity / ExuHydaHas npenena KoJIudecTBEHHOTO ONpeaeIeH s
HeuIeHTH(PHLUPOBaHHAS (TIKO = 0.050 %)
MpUMeCh
Total impurities / CymMma 0.1 % Not more than 1.50 % / He 6onee 1,50 %.
npUMecei -

8 Extractable volume* / Not less than 10.0 ml (collectively

Ussnexaemblii 06bem™

10.2 ml/ 10,2 M

measured volume of 10 ampoules). /

He menee 10,0 mn (06bem, usmMepeHHbIi
Ha OCHOBAaHHH 06beUHEHHOro
cogepxumoro 10 ammymn).

9 Bacterial endotoxins /

<=0.725 EU/mg /

Not more than 5.8 EU/mg of Ketorolac

BakrepuanbHble <=0.725 E3/Mr Trometamol. / He O6onee 5,8 ED/mr
IHJOTOKCHHBI KeTopoJiaka TpOMeTaMoJIa.
10 | Sterility** / NA Must be sterile. / [omxeH ObITb
CrepuiabHoOCTb** CTEPUIILHBIM.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIponykT cooTBeTCTRYET Tpebosanusam HJT 3akauenune: ONOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroToBneHo: Iporepeno: [posepeno (AOK): person / OnobpeHo: ObecneueHue
Rama Kant “Qk Pardeep Kumar | Amit Kum kauecTBa/OTBETCTBEHHOE JULIO:
=\
- - P SWVHN |

Date /
JHara: 29.05.2026

Date /
Jata: 29.05.2026

Date /
JlaTa: 29.05.2026

Date /
Jarta:

> I

a\l B
oAt

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon® (xeToponak) pacTBOp AJis BHYTPHBEHHOIO ¥ BHYTPUMBILIEYHOrO BBEAEHHS, 30 Mr/mi
Batch No / . V260358 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AnaautHyeckuii oraer Ne : 890001884969 Jara ananuza : 29.05.2026
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
Jara npousBogcrsa Topen 1o
Mfg. License No. /
IponsBoxcTBEHMAN : MB/05/264 PAA nmtier:. ] . JITT-Ne(008888)-(PT-RU)
JineH3ust Ne Homep PY

PL approved: / JIB yrBepaxaeH: 17.02.2025

Analysis performed according to ND / Ananu3 nposenen mo H/I: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTb1 nepBHUYHON YNaKOBKH yTBepxkaennl; 17.02.2025
Artworks of intermediate package approved: / Makersl npoMexxyTouHO# ynakoBKH yTBepxkaenbr: 17.02.2025
Artworks of secondary package approved: / MakeTsl BTOPHYHOM YIaKOBKH yTBepx/aeHbl: 09.06.2025

Page Sof 9/Crp.5u3 9

Ne Test / ITokazaTesanb

Results / PesyabTaThl

Specification / Hopma

11 | Assay/ KosnyecTBeHHOe
onpejesieHue

30.16 mg/ 30,16Mmr

From 27.0 mg to 33.0 mg of Ketorolac
Trometamol per 1 mL. / Ot 27,0 Mr 1o
33,0 Mr KeTopoJlaka TpoMeTaMona B 1 MiL.

12 Ethanol content / DTanon

12.03 %

From 10.60 % (v/v) to 13.10 % (v/v)./
Or 10,60 % (06/06) no 13,10 % (06/06).

Remarks : The Product confirms to ND/

Tpumeyanue: IIpoayKT cOOTBETCTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
Jaxawouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MonrorosneHo: [TpoBepeHo: [Tposepeno (AOK): person / Ogobpeno: ObecneyeHue
Rama Kant Pardeep Kumar Amit Kunjar kauecTBa/OTBETCTBEHHOE JIHLIO:

e - Shuprd |
Date / Date / Date / Date /
Jara: 29.05.2026 Jara: 29.05.2026 Jara: 29.05.2026 Hara:

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

Y

Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

CEPTUDOUKAT AHAJIN3A www.d rreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp Ajis BHYTPUBEHHOIO M BHYTPUMBIIIEYHOIO BBEAEHHMS, 30 MI/Ma
Batch No / . V260358 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6nem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

Ananurudeckuii otuer Ne : 890001884969 JaTta ananunsa 1 29.05.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JarTa npou3BoacTBa L'oxen xo

Mfg. License No. /

Hpoussoacreenuas : MB/05/264 MA number: / : JITI-Ne(008888)-(PI-RU)
JuneH3ust Ne Homep PY

Analysis performed according to ND / Anamus nposenen mo HJI: JITI-Ne(008888)-(PT-RU)-170225

Artworks of primary package approved: / MakeThbl NepBUYHOI YNAKOBKH yTBep:kaeHbl: 17.02.2025
Artworks of intermediate package approved: / MakeTsl IpoMe:KyTO4YHOMH YHaKOBKH yTBepxaeHbl: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOPM4HOIl YNAaKOBKH yTBepaxaenbl: 09.06.2025

PL approved: / JIB yrBep:kaen: 17.02.2025

Page 6 of 9/ Ctp. 6 13 9
Ne Test / Iloka3zaTenn Results / PesyabTaThi Specification / Hopma
13 | Package description / 1 mL in class I light-shielding dark amber | 1 mlL in class I light-shielding dark amber

Onucanne YIaKoBKH

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. /

Ilo 1 Mn B ammysbl U3 CBETO3AILUTHOIO
CTEKJIa TEMHO-KOPWUYHEBOI'0 LIBETA KJlacca
I. B BepxHe#l 4yacTu ammyJibl HAHECEHBI
KOJIbLIO U TOYKA 171 paznoMa. Ha ammyny
HaKJIEUBAIOT STHKETKY.

ITo 10 ammyn BmecTe C JIMCTKOM-
BlafpiimeM B [IBX/anomunueBblii
onmucrep. [lo 1 6nucrepy B mauky
KapTOHHYIO.

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.
/

ITo 1 mn B amMmynsl U3 CBETO3AUIUTHOTO
CTeKJ1a TEMHO-KOPHYHEBOTO 1IBeTa Kiacca
I. B BepxHeld 4acTu aMIlysibl HaHECEHBI
KOJIBIIO U TOUKa AN paznoma. Ha amnyny
HaKJIEMBAIOT STUKETKY.

Ilo 10 amnyn BMecCT€ C JIMUCTKOM-
BxjnagpiieM B [IBX/amomunueBbiii
6nuctep. Ilo 1 6muctepy B mnauky
KapTOHHYIO; 01 cmayuoHapos: 1o 2, 3, 5
6J1MCcTEpOB B TTAYKy KapTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poaykt cooTseTcTBYET TpeboranusM HJI 3akawuenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarorosneHo: ITpoBepeHo: Iposepeno (AOK): person / Opobpeno: ObecrieyeHue
Rama Kant ‘}l:t‘ Pardeep Kumar Amit ma:/\ kauecTBa/OTBETCTBEHHOE JIMLIO:
A - > SHIVAN|
Date / ' Date / Date / Date / t/ﬁé\)
Jara: 29.05.2026 Jara: 29.05.2026 Jlara: 29.05.2026 Jara: (\{ n(, N/

\y?))("}i’g,o /e

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@drreddvs.com

CIN: L85195AP1984PLCO0A507
www,drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel 1 +91 98166 56001-02
CEPTUOHUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBOp il BHYTPUBEHHOTO ¥ BHYTPHMBILIEYHOTO BBEAEHHUs, 30 Mr/ma
Batch No / . V260358 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHAJIMTHYECKHH oTYeT N2 : 890001884969 Hara anaauza : 29.05.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JlaTa npon3BoacTBa Tonen no

Mfg. License No. /

Mpouseoxcteennas : MBJ05/264 ol : JITI-Ne(008888)-(PI-RU)
JuneHzus Ne Homep PY

Analysis performed according to ND / Ananus nposeaen mo HJI: JITI-Ne(008888)-(PI'-RU)-170225
Artworks of primary package approved: / MakeTsl nepBU4HO# ynakoBKH yrBep:kaeHbl; 17.02.2025
Artworks of intermediate package approved: / MakeTb!l npoMe:KyTOUHO# ymakoBkn yreep:xkaennt: 17.02.2025

Artworks of secondary package approved: / Makerbl BTOpHYHOIi YIaKOBKH yTBep:kaensbi: (09.06.2025
PL approved: / JIB yrBepxaen: 17.02.2025
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Ne Test / IloxkazaTenn

Results / PesyabTaTsl

Specification / Hopma

14 | Labeling / MapkupoBka

Complies / COOTBETCTBYET

In accordance with section 1.3.2 of
module 1 of the registration dossier. / B
COOTBETCTBUHU ¢ pasnesioMm 1.3.2 moayns 1
PEruCTPaLMOHHOTO IOChE.

15 | Storage conditions /
YesoBusi XpaHeHHs1

In a place protected from light at a temperafure below 25 ° C.
Do not freeze. / B 3aiimeHHoM 0T cBeTa MecTe IpH TeMrnepaType He Bbime 25 °C. He

3aMOpaXUBATb.

16 Shelf-life (storage period) /
Cpok roaHocTu (cpok
XpaHeHus )

2 years. / 2 roza.

* Tests are not performed during the stability investigation. / * MchbelTaHMA HE NPOBOJAAT B XOJE WCCIENOBAaHUA

CTaOUJILHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [Ipu Bolnycke mpenapara KOHTPOJIb
KayecTBa N0 MoKa3aTesio NPOBOANTCS A1 KaXKIAOH 15-0if cepun.

API name / Haumenosanue ADC:

Ketorolac Trometamol / Ketoponaxa tpomeramon

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun npoussoautens ADPC:

2KTMO0130226

Remarks : The Product confirms to ND/

Ilpumeyanue: ITponykT cooTBeTcTBYET TpeboBanusiM HJI

Conclusion : APPROVED /
Jakawuenue: OJOBPEHO

Prepared by /
[Noarorosnexo:

Rama Kant @: y

Checked by /
ITpoBepeHo:

\%%,

Checked by (AQA) /
ITpoeepeHo (AOK):

Pardeep Kumar Amit Kumar
f 7&,,«

Approved by: Quality Assurance/Authorized
person / OnobpeHo: ObecneueHne
kauecTBa/OTBETCTBEHHOE JIUIIO:

ShuAM |

Date /
Jlara: 29.05.2026

Date /

JaTta: 29.05.2026

Date /
Jara: 29.05.2026

Date /
Hara:

N V(KA)/OCl
\y/m/v’wb’)

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@drreddvs.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUOHUKAT AHAJIN3A

www.drreddys.com

Product : /

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

Ipoaykr: Keropon™ (keTtoponak) pacTBop Ass BHYTPHBEHHOTO ¥ BHYTPHMBILLIEUHOTO BBeIeH s, 30 Mr/mi
Batch No / . V260358 Batch Quantity / . 454545 ampules /
Cepusi Ne ) O6bem cepun ' 454545 amnyn
Analytical Report No / Date of Analysis /

Aunanurudeckuii oruer Ne : 890001884969 JlaTa anannsa : 29.05.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

Jara npousBoacrea I'osen go

Mfg. License No. /

Hpoussoncreennas : MB/05/264 L IR : JITI-Ne(008888)-(PT-RU)
JIHIeH3us Ne Homep PY

Analysis performed according to ND / Anann3 nposexen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTbl nepBHYHOil ynakoBKH yTBep:KaeHbl: 17.02.2025
Artworks of intermediate package approved: / MakeTsl IpoMe;KyTOYHOH YNAKOBKM yTBepxKaenbl: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOI yakoBKH yTBepxk/aeHbI: 09.06.2025

PL approved: / JIB yrBepaxaen: 17.02.2025

ITpouseoanresns A®C, anpec u crpana:
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FP Manufacturer API Batch number /
Homep cepun cyGcTaHUMM MPOU3BOAMTESSA FETA00133
IJ®:
API Manufactured by, address & country / Symed Labs Limited,

Unit-II, Plot No. 25/B, Phase-III, I.D.A., Jeedimetla (V), Quthbullapur (M),
Medchal-Malkajgiri District- 500 055, Telangana State, India /
Caiimen Jla6c Jlumuten, ITIponzsoacTeeHHoe noapazaeneHue I, Yuactok Ne
25/B, ®aza III, U.JI.A., ixeenumerna (Bunnamk), Kyroynnamyp (Mannan),
Menyan - Mankamkrupu (Jluctpuxt) - 500 055, Tenanrana, Uuaus

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HaumenoBaHnue, agpec, JJULEH3UA LIS
IIpouspoacTBenHas niowaaka / Ilnomanka
KOHTpoJist KayecTBa / [lomaaka Beinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 173205, India (license No MNB/05/263) /
J-p Pennu’c Jlaboparopuc JIta., Unaus, [Ipou3BoAcTBEHHOE NMOApa3AeNeHHE-6,
Bumn. Kxone, Hanarapx Poya, bagnu, uctpuxt Conan, X.I1., 173205, Uupus
(nuuen3us Ne 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 /
Ipumeuanne: [poaykr coorercTpyeT Tpebopanuam HJT 3axmodenne: OJOBPEHO ,
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarorosnexo: [TpoBepeHo: ITposepeno (AOK): person / OnobpeHo: OdecneueHmne
Rama Kant \@ Pardeep Kumar Amit Ku ai/\ kauecTBa/OTBETCTBEHHOE JIULIO:
M =L ﬁ il QAN
Date / ; Date / Date / Date / L/‘;Q
Jara: 29.05.2026 Hara: 29.05.2026 Jara: 29.05.2026 Hara: I\\ nQ(QQ N/
LS &~ o ‘7/‘/

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: L85195AP1984PLLC0O04507
www.drreddys.com




‘.Q Dr. Reddy's Laboratories Ltd.

’ °® Formulation Unit-6

Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTHPHUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlponykT: Kertopon® (keroponak) pacTBop [yisl BHYTPUBEHHOIO W BHYTPUMBIILEYHOrO BBENEHHS, 30 Mr/mi
Batch No / . V260358 Batch Quantity / . 454545 ampules /
Cepun Ne ) O6bemM cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTu4eckuii oTyer Ne : 890001884969 Jara ananunza : 29.05.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JlaTa npou3BoaACTBa Toxen no

Mfg. License No. /

MpowssoncTeennas : MB/05/264 e : JITI-Ne(008888)-(PT-RU)
JMnen3us Ne Homep PY

Analysis performed according to ND / Ananuns nposeaen no HJI: JIII-Ne(008888)-(PT'-RU)-170225

Artworks of primary package approved: / Makersl nepBHYHO#i yIaKoBKH yTBep:kaeHbI: 17.02.2025
Artworks of intermediate package approved: / MakeTbl IPOMeKYTOUHOI yIaKOBKH yTBepxkaeHbr: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHO#i ynakoBkH yTBepxkaeHbl: 019.06.2025

PL approved: / JIB yrBepxaen: 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». /

3akiouenue 0 coorBercTBumM: «HacTosAlKMM s [OATBEpPXKIAl0, YTO IIPUBEJCHHAs Bbilie WHGOpPMaLus ABIsSETCA
JIOCTOBEPHOM U TOYHOM. DTa ceprs NPOAYKUMHU MPOU3BeaeHa (BIIIOYAs YITAKOBKY (MApKUPOBKY) U KOHTPOJIb Ka4eCTBA)
Ha BBHIILIEYKA3aHHOM MPOM3BOJACTBEHHOM Iutowmanke (MIoL@anKkax) B MOJHOM COOTBETCTBUU ¢ TpeGoBaHuAMU [TpaBun
HaJIexKalliell NporU3BOACTBEHHO! npakTuku EBpaszuiickoro skoHomuueckoro coroza (Ne GMP/EAEU/RU/02329-2025
oT 19 cents6ps 2025 r.) u TpeGOBaHUAMH KOHTPOJS Ka4eCTBA JICKAPCTBEHHBIX CPEACTB, a TAkKEe B COOTBETCTBHU CO
crieLlUpHKALMIMH, COACPXALIMMHUCA B PETHCTPALIMOHHOM JOCBE CTPAaHBI-UMIIOpTEpa. 3alucU [0 MPOU3BOACTBY,
YIIaKOBKe M AaHalIM3y TNpPOBEpEeHBl, M YCTAaHOBAGHO WX COOTBETCTBHE TpeboBaHusaMm I[lpaBun Hapiexalei
NPOU3BOJCTBEHHOM NMpakTUKK EBpa3zuiickoro 3kOHOMMYECKOrO COr03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cooTBeTcTBYET Tpebopanusam HJT 3akmoyenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[NoaroTosneHo: ITpoBepeHo: IIposepeno (AOK): person / OnobpeHo: Obecneuenue
Rama Kant Ulﬁ; Pardeep Kumar Amit Kum kauecTBa/OTBETCTBEHHOE JIULIO:
Date / \ Date / Date / Date /
Hata: 29.05.2026 Hara: 29.05.2026 Jara: 29.05.2026 Jara: (\l l N C Al
¥ Ly p)
= m — 30 t®

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
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