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 Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIM3A A reddys.som

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: KeTtopon® (keToposiak) pacTBOp i BHYTPUBEHHOTO ¥ BHYTPUMBIIIEYHOTO BBeeHMs, 30 Mr/M
Batch No / . V260456 Batch Quantity / . 454545 ampules /
Cepus Ne ) O06bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTHueckuil oTyeT No : 890001889457 JaTa aHanuza : 20.06.2026
Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
JlaTa npou3BoaCTBA T'onen go
Mfg. License No. /
IpoussoacTBenHast : MB/05/264 M murabers | . JITI-Ne(008888)-(PT-RU)
Junensus Ne Homep PY

Analysis performed according to ND / Ananu3s nposeaen no HJI: JIIE-Ne(008888)-(PT'-RU)-170225

Artworks of primary package approved: / MakeTbl DepBHYHOI ynakoBKH yTBepaaenbl: 17.02.2025
Artworks of intermediate package approved: / MakeTnl npoMesKyToOYHOlH yIakoBKH yTBepxkaennt: 17.02.2025
Artworks of secondary package approved: / MakeThbl BTOPHYHOMH yNaKOBKH yTBepxkaeHbl: 09.06.2025

PL approved: / JIB yrBepaxaen: 17.02.2025

Page10of9/Crp.1u39

No Test / Iloka3zaTenn

Results / PesynsTaThl

Specification / Hopma

1 Description / Onucanue

Clear colorless solution. / Ilpo3pauHsiii
OecLIBETHBII pacTBOP.

Clear colorless to slightly yellow color
solution. / Ilpo3pauHbiii pacTBOp OT
GECIBETHOTO 10 CBETJIO-KEJITOrO LBETa.

2 | Identification* / UnenTudukauusa*

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 ynepxxuBanus
OCHOBHOI'O IIMKA Ha XpoMarorpamme
UCTIBITYEMOTO  pacTBOpa COOTBETCTBYET
BpeMEHU yIepP)KMBaHKA OCHOBHOTO IHKa
Ha XpOMaTorpaMme CTaHOAPTHOTO
pacTBopa.

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  yHepXuBaHUA
OCHOBHOTO [MKa HA XpOMAaTorpamme
HCIIBITYEMOTO pacTBopa JOJDKHO

COOTBETCTBOBATb BPEMEHH YAEPKHBaHHS
OCHOBHOIO NHMKa Ha XpoMaTorpamme
CTaHIapTHOTO pacTtBOpa (paznen
«Konn4ecTBeHHOE ONpEETIEHHE).

Remarks : The Product confirms to ND/

Ilpumeuanne: IIpoaykt cooTBeTCTBYET TpeOboraHusaM HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / | Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarorosnexo: ITposepeHo: [Tposepeno (AOK): person / Onobpeno: Obecnedyenue
Yogesh Chauha, Rama Kant Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JTULO:
| A Qhiugn)
P =
Date / L Date / Date / Date / }p L
Jata: 20.06.2026 Jara: 20.06.2026 Mara: 20.06.2026 Hara: (\LQ =~ A ng()/so
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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 ":’.

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
CEPTHO®UKAT AHAJIU3A www.drreddys.com

Product ; / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykrT: Keropon® (ketoposak) pacTop AJisi BHYTPUBEHHOTO M BHYTPUMbILIEYHOTO BBEAEHUS, 30 Mr/mMn
Batch No / . V260456 Batch Quantity / . 454545 ampules /
Cepus Ne ) Oo6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHauTHYecKHH oTueT No : 890001889457 HaTta ananuza : 20.06.2026

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
JlaTa npon3BoaCTBA I'open xo

Mfg. License No. /

IpoussoacTBennas : MB/05/264 MA number: / . JI[I-Ne(008888)-(PT-RU)
Junen3ns No Homep PY

Analysis performed according to ND / Auanu3 nposeaen mo H/I: JIII-Ne(008888)-(PT-RU)-170225
Artworks of primary package approved: / MakeTsl nepBUYHOH yNIaKOBKH yTBepkIeHbI: 17.02.2025
Artworks of intermediate package approved: / Makersl npoMe:XyTO4HOH yNakoBKH yTBepxkaensbl: 17.02.2025

Artworks of secondary package approved: / MakeTsl BTOpH4HOI YNakoBKH yTBep:kaenni: (09.06.2025
PL approved: / JIB yrBep:kaen: 17.02.2025

Page2 of 9/ Crp.2 39

Ne Test / ITokaszaTenn Results / PesyabTaTsl Specification / Hopma
2b UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
e TR — and the solution of thc? stqndard 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®-cnekTphl NoraolieHus | maxima at 322 = 2 nm. / YO-crexTpsl
UCMBITYEMOTO  pacTBOpa M pacTBOpa | NOMJIOIIEHHA HCIILITYEMOro pacTBOpa U
cTaHmapTHoro  ofpa3na  KeTopojiaka | pacTeopa CTAHJAPTHOTO obpasia
TpoMmeTamuHa B 001acTv oT 200 uM 10 400 | keToponaka TpoMeTaMHMHa B OONAacTH OT
HM HMEIOT MakcuMyMbl nornowedus npu | 200 um g0 400 HM [OMKHBI HUMETH
32242 HM. MaKCUMYMBI MTOTTOILEHNs TpU 322+2 HM.
3 Clarity / IIpospaunocTtsn The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of reference | exceed opalescence of reference
suspension I. / OnanecueHuus npenapata | suspension I. / OnanecneHnus npenapara
He TNPEBBILIAeT ONAJECUEHLMIO CYCIIEH3UM | HE JO/DKHA MPEBBIILATh ONAIECLEHIUIO
cpaBHeHuA . CYCTNIEH3WHM cpaBHeHMS 1.
4 Color / IIBeTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
IMornouienue nomkHO ObITH HE Goee 0,20
IpH JyiuHE BOJIHE! 430 HM.
5 pH 7.2 From 6.9t07.9./016,9 no 7.9.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: Iponykt coorBeTcTBYET Tpeboanuam HJI 3akatouenne: OJOBPEHO
Prepared by / | Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoAroToBNEHO: [Mposepeno: [Tpogepeno (AOK): person / Onobpeno: Obecneuenye
Yogesh Clmuha{/ Rama Kant Ajay Kumar Srivastava KayecTBa/OTBETCTBEHHOE JIULIO:

| /AN
| e | QuIvh
Date / e Date / Date / Date / Q{y L
Hara: 20.06.2026 Hara: 20.06.2026 Jara: 20.06.2026 Jara: QJ N, A (%4 2
— //’ 5

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

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

IIpoaykr: Keropon® (xeToposiak) pacTBop /s BHYTPUBEHHOTO M BHYTPHMbIILICYHOTO BBEIeHNS, 30 MI/MI
Batch No / . V260456 Batch Quantity / . 454545 ampules /
Cepus Ne ’ O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanutHyeckuii otuer Ne : 890001889457 Jara aHaau3za : 20.06.2026

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
JlaTta npou3BojacTBa I'onen no

Mfg. License No. /

Ipouseoncrpennas : MB/05/264 M munitior: : JIT1-Ne(008888)-(P[-RU
Juuenzus Ne Homep PY ) * H )

Analysis performed according to ND / Ananu3 nposeaen no H/: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTbl nepBHYHOIi yIaKoBKH yTBepxaAennl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl IpOMeXyTO4YHOI ynakoBKH yTBepaxaennl: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHO#i yHaKoBKH yTBepsaeHbl: 09.06.2025

PL approved: / JIB yrBepxkaen: 17.02.2025

Page30of 9/ Crp.3 u39

No Test / [TokazaTenn

Results / PesyabTaThbl Specification / Hopma

6 Particulate matter / MexaHHuYecKHe BKJIIOYEHHS

6a | Visible particles /
Buarmbie yacTULibl

Should be absent. /
JlOJKHBI OTCYTCTBOBATD.

Complies / CooTBeTCTBYET

10 MxM

25 MKM

6b | Invisible particles /

Hesuaumele yacTULBL:

i. Particles> 10 pm/
Yactull pasMepoM >

il. particles> 25 pm/
4aCTUIL pa3MeEpOM >

28 not more than 6000 per ampoule; /
He Gonee 6000 Ha amnyy;

00 not more than 600 per ampoule. /
He 6onee 600 Ha ammyIy.

Impurities / [Ipumecu

Impurity A / [Tpumecs A

0.1 %

not more than 0.20 % / e 6onee 0,20 %,;

Impurity B / [Ipumecs B

Below LOD (LOD = 0.014 %) / Huxe
npezena obHapyxenus (I10 = 0.014 %)

not more than 0.50 % / ue Gonee 0,50 %;

Impurity C/ IIpumecs C

Below LOD (LOD = 0.010 %) / Hike
npejena obnapyxenus (IT0 = 0.010 %)

not more than 0.50 % / ne 6onee 0,50 %,;

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ilpumeuyanmne: IIpoaykT coorBeTcTBYET Tpebosanuam HJL

3akawyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarorosineHo: [TposepeHo: [Tposepeno (AOK): person / OpobpeHo: ObecneueHue
Yogesh Chauh Rama Kant Ajay Kumar Srivastava kayectBa/OTBETCTBEHHOE JIUIO:
| Ay SHIVAN)
.1
Date / s Date / Date / Date / M L
Jata: 20.06.2026 Hara: 20.06.2026 Hara: 20.06.2026 Jara: a9
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@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

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
IIpoaykr: Ketopon® (keToposak) pacTBop Julsi BHYTPUBEHHOIO M BHYTPHMBILIEUHOTO BBEACHUS, 30 Mr/mMJl
Batch No / . V260456 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepuu © 454545 amnyn
Analytical Report No / Date of Analysis /

AnajuTHuecknii oruer Ne : 890001889457 JaTa ananusa : 20.06.2026

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
JaTta mpon3BoacTBa T'open go

Mfg. License No. /

Hpoussoncraenmasn : MB/05/264 s : JITI-Ne(008888)-(PT-RU)
JIHIEeH3HsA Ne Howmep PY

Analysis performed according to ND / Anann3 nposegen no HJI: JIII-Ne(008888)-(PT-RU)-170225

Artworks of primary package approved: / MakeTbl nepBHYHOH YNaKOBKH yTBepKaenb1: 17.02.2025
Artworks of intermediate package approved: / Makersl npoMexyTo4Hoil yHaKoBKH yTBepxkaennl: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpu4HO# ynakoBku yTBepxaenni: 09.06.2025

PL approved: / JIB yrBepixaen: 17.02.2025

Page 4 of 9/ Crp. 4139
No Test / IlokasaTesb Results / PesyabTaTshl Specification / Hopma
Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / Huxe not more than 0.20 % / ne 6onee 0,20 %.
npenena obnapyxeuus (IO = 0.014 %)
Individual unidentified Below LOQ (LOQ = 0.050 %) / Huxe Not more than 0.20 % / He 6onee 0,20 %.
impurity / ExuH4YHas npeaena KOJM4eCTBEHHOTO ONPEAEIeHUs
HeUNCHTHGUIMPOBAHHASL (ITKO = 0.050 %)
npuMech
Total impurities / Cymma 0.1 % Not more than 1.50 % / He 6onee 1,50 %.
npumecei s
8 Extractable volume* / Not less than 10.0 ml (collectively
H3BnekaeMblii 00beM* measured volume of 10 ampoules). /
10.2 ml/ 10,2 mn He menee 10,0 ma (06bem, n3MepeHHbIH

Ha OCHOBAHMHU 00BEAUHEHHOTO
conepxumoro 10 ammyn).

9 Bacterial endotoxins /

<=0.725 EU/mg /

Not more than 5.8 EU/mg of Ketorolac

BakTepuabHble <=0.725 E3/mr Trometamol. / He 06onee 5,8 E3/mMr
HAOTOKCHHBI KEeTOpOJIaKa TPOMETaMoJIa.

10 | Sterility**/ NA Must be sterile. / JlomkeH ObITb
CrepuibHOCTL** CTEPMIBHBIM,

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarotosneno: _, [MposepeHo: IMpoeepeno (AOK): person / Opobpeno: ObecneueHne
Yogesh Chauh 1¢ Rama Kan:}&, Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIUIIO:
AN 2 Py Sniuo)
Date / T Date / Date / . Date / L)')"/ L
Jara: 20.06.2026 Hara: 20.06.2026 Jlara: 20.06.2026 Jara: =70V 26
= 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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

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

CEPTU®HUKAT AHAJIM3A wisedEreddys.Sar
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (xeToposak) pacTBOp /Ui BHYTPUBEHHOIO U BHYTPHUMBILIEYHOrO BBEAEHHUS, 30 MI/MI
Batch No / . V260456 Batch Quantity / . 454545 ampules /
Cepus Ne ) Oo0bem cepnu " 454545 amnyn
Analytical Report No / Date of Analysis /
AHajuTHYecKHi oTUeT Ne : 890001889457 JlaTa ananuza : 20.06.2026
Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
JlaTa npon3BoOACTBA T'oaen a0
Mfg. License No. /
Hpoussoacreennas : MB/05/264 MA number: / : JIT1-Ne(008888)-(PT-RU)
Junenzus Ne Homep PY

Analysis performed according to ND / Anannu3 nposeaen no HJI: JIXI-Ne(008888)-(PT-RU)-170225

Artworks of primary package approved: / MakeTbl nepBHYHOI YIaKOBKH yTBepaxkaeHbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl npoMesKyTOYHOI yHaKOBKH yTBepkaennt: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpH4HOIi ymakoBKH yTBep:kaeHbI: 019.06.2025

PL approved: / JIB yreepxkaen: 17.02.2025

Page 5 of 9/ Crp.5u3 9

Ne Test / [TokasaTenan Results / Pe3yabTaThbl Specification / Hopma
11 | Assay/ KosnuecTBeHHOE From 27.0 mg to 33.0 mg of Ketorolac
omnpenesieHHe 29.93 mg / 29,93Mr Trometamol per 1 mL. / Ot 27,0 Mmr go
i 33,0 Mr keToposaKka TpoMeTamona B 1 MiL.
12 | Ethanol content/ ITaHoa 11.97 % From 10.60 % (v/v) to 13.10 % (v/v). /
Ot 10,60 % (06/06) mo 13,10 % (06/06).

Remarks : The Product confirms to ND/

Ilpumeyanue: IIpoaykT cooTBeTcTBYET TpebopaHusam HJT

Conclusion : APPROVED /
3aknwyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[NoprotosieHo: ITposepeHo: [Tposepeno (AOK): person / OpoGpeHo: ObecneueHne
Yogesh Chauh ¢ Rama Ka!:;'d‘ Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE NULIO:

73 £ Py Qo yan)
Date / G Date / Date / - Date / W L
Jara: 20.06.2026 Iata: 20.06.2026 Jara: 20.06.2026 JHaTa: 4‘? .);9‘?/‘0

LY

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

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

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTUO®UKAT AHAJIN3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoaykrT: Ketopon® (keToponak) pacTsop st BHyTPUBEHHOI'O W BHYTPUMBILIEYHOTO BBeIeHMs, 30 Mr/Mi
Batch No / . V260456 Batch Quantity / . 454545 ampules /
Cepns Ne ) OGbeM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AnannTHYecKHi oTuer Ne : 890001889457 JlaTa ananuza : 20.06.2026
Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
JaTa npoussoacTBa I'omen mo
Mfg. License No. /
Ipouseoactaennas : MB/05/264 o I DEg : JIT1-No(008888)-(PT-RU)
Junenzus No Howmep PY

Analysis performed according to ND / Ananuz nposegen no HJI: JITI-Ne(008888)-(PI'-RU)-170225
Artworks of primary package approved: / MakeTbl NepBUYHOH YIaKOBKH yTBepKaenbl: 17.02.2025
Artworks of intermediate package approved: / MakeTsl npoMeKyTOYHOM yIAKOBKH yrBepxaensl: 17.02.2025

Artworks of secondary package approved: / MakeTbl BTOpHYHOI YHaKOBKH yTBepa/aensbl: 09.06.2025
PL approved: / JIB yrBepxaen: 17.02.2025

Page 6 of 9/ Crp. 6 u3 9

Ne

Test / IloxazaTenn

Results / PesyabTaTsl

Specification / Hopma

13

Package description /
OnucaHue YIaKkOBKH

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 aMIynsl M3 CBETO3ALIUTHOTO
cTekKJ1a TEMHO-KOPMYHEBOTO LIBETA KJIacca
I. B BepxHel yacTH ammyJibl HAaHECEHBI
KOJIBLIO ¥ TOUKA Ui paszioma. Ha ammyiy
HaKJIEMBAIOT STHKETKY.

[To 10 ammyn BMecTe C JIMCTKOM-
BriazbiiieM B [IBX/amoMuHHeBbd
Onuctrep. Ilo 106nuctepy B mauky
KapTOHHYIO.

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.
/

ITo 1 M B aMOysbl U3 CBETO3AIIUTHOTO
CTEKJIa TEMHO-KOPUYHEBOTO LIBETa Kiacca
I. B BepxHeil yacTH aMITyNibl HaHECEHSI
KOJIBLIO M TOUKa AJs pasnoma. Ha ammyny
HAKJIEUBAIOT 3THUKETKY.

ITo 10 ammyn BMecCTe C JIHCTKOM-
BKIageimieM B [IBX/antomuHueBbIi
Ooauctep. Ilo 1 Onucrepy B mauky
KApTOHHYIO; O/1s1 cmayuoxapos: mo 2, 3, 5
OJICTEPOB B MAUKy KAPTOHHYIO.

Remarks : The Product confirms to ND/
Ipumevanue: IIpoayKT cooTBeTCTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[loarorosnexo: 7 [TposepeHo: [Mposepeno (AOK): person / OnobpeHo: Obecneuenue

Yogesh Chaul !{ | Rama Kant l Ajay Kumar Srivastava kayecTBa/OTBETCTBEHHOE JIULO:

Date / L Date / Date / Date / @ ,L_/g(/)

Hara: 20.06.2026 Jata: 20.06.2026 JlaTa: 20.06.2026 Jara: /,./DL 2k

7t

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 “:‘.

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
CEPTUDPUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToposiak) pacTsop /s BHYTPUBEHHOTO M BHYTPUMBILIEYHOTO BBEAEHNS, 30 MI/MIT
Batch No / . V260456 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

Ananuruyeckuii oryer Ne : 890001889457 JlaTa ananausa : 20.06.2026
Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
JaTa npon3BoacTBA T'open 1o

Mfg. License No. /

Ipoussoncraennasn : MB/05/264 WA mhers | : JITI-Ne(008888)-(PI-RU)
Junenzus Ne Homep PY

Analysis performed according to ND / Ananu3 nposexen no HJI: JITI-Ne(008888)-(PT'-RU)-170225

Artworks of primary package approved: / MakeTsl nepBHYHOIi yIaKOBKH yTBepxIeHbI: 17.02.2025
Artworks of intermediate package approved: / MakeTbl NpOMeXyTOYHO!H YNaKkoBKH yrBepxaens:: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi YIaKOBKH yTBepxaensnl: 09.06.2025

PL approved: / JIB yrBepaxaen: 17.02.2025
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No Test / ITokazaTtennb Results / PesyabTaTsl Specification / Hopma
14 | Labeling / MapkupoBka Complies / CooTBeTCTBYET In accordance with section 1.3.2 of
module 1 of the registration dossier. / B
COOTBETCTBHH € pazaenom 1.3.2 moayJs 1
PErUCTPALIUOHHOTO 10CHE.
15 | Storage conditions / In a place protected from light at a temperature below 25 ° C.
YcnoBusi XpaHeHUst Do not freeze. / B 3aluiieHHOM OT cBeTa MeCTe NMpH Temneparype He Bbiie 25 °C. He
3aMOpPaXUBaTh.
16 Shelf-life (storage period) / 2 years. / 2 ropa.
CpoK rogHocTH (cpok
XPaAHEHHS)

* Tests are not performed during the stability investigation. /
cTabUILHOCTH.

* HcnbITaHUS He MIPOBOJAT B XOJA€ HCCJIEAOBAaHUA

** Release quality control of the perfomance is carried out for every 15th batch. / ** ITpu Bbinycke npenapaTa KOHTPOJIb

KayecTBa MO MOKa3aTesro IPOBOAUTCS AN KaXKaoH 15-oi cepuu.

API name / HanmenoBanue A®C:

Ketorolac Trometamol / KeToponaka TpomMeTamon

INN / MHH:

Ketorolac / Ketoposnak

API manufacturer batch number /
Howmep cepun nponssoautenst AQC:

2KTMO0130226

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

ITpumeuanue: [Ipoaykt coorBeTcTBYeT Tpeboanuam HJJ 3akmwoyenue: OJOBPEHO

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

IoarorosseHo: [posepeno: Iposepeno (AOK): person / Ono6peno: Obecneyenune

Yogesh Chauhart” Rama Kax:;d_ Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIULIO:

/ M o N v Q‘j ;

Date / L Date/ Date / Date / Qj_,(\/ L

Tara: 20.06.2026 Jlata; 20.06.2026 Jlata: 20.06.2026 Jara: )~ 0 0% U
e Z 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: L85195AP1984PLC0O04507

www.drreddys.com




Qe Dr. Reddy's Laboratories Ltd.
L/ ‘.. Formulation Unit-6
Dr‘ Reddy S e Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTH®UKAT AHAJIU3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: KeTopon® (keToponak) pacTBop /i BHYTPUBEHHOIO M BHYTPUMBILIEYHOrO BBEAEHU, 30 MI/MJ
Batch No / . V260456 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bemM cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /

AvanuTHyeckuii oruer Ne : 890001889457 Jarta ananusza : 20.06.2026

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028

HJara npon3BoacTBa Togen mo

Mfg. License No. /

HponssocTBenHasn : MB/05/264 R : JIIT-No(008888)-(PT-RU)
JuneH3us Ne Homep PY

Analysis performed according to ND / Auanu3 nposenen no HJ/I: JITI-Ne(008888)-(PI'-RU)-170225
Artworks of primary package approved: / MakeTbl nepBHYHONH yNakOBKH yTBepaxaeHnbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl HIpoMeKyTO4YHOH yNakoBKHU yTBep:xkaenst: 17.02.2025

Artworks of secondary package approved: / MakeTbl BTOPH4HO# yNIaKkoBKH yTBepaxaennl: 09.06.2025
PL approved: / JIB yreep:xxkaen: 17.02.2025
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FP Manufacturer API Batch number /

Homep cepuu cyGcTaHUMH IPON3BOAHTENS FETAO00133

IJi®:

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

INpousBogurens ADC, aapec u cTpaHa: Unit-1I, Plot No. 25/B, Phase-III, I.D.A., Jeedimetla (V), Quthbullapur (M),

Medchal-Malkajgiri District- 500 055, Telangana State, India /
Catimen JIa6c Jlumuren, [TpousBoncteeHHoe noapasnenenue I, Yuactok No
25/B, ®asza 111, U.JI.A., xeenumetna (Bunnapxk), Kyroynnamyp (Manaan),

Mepuan - Mankajukrupu (Juctpuxr) - 500 055, Tenanrana, Muous

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

HaumeHoBanue, agpec, THUEH3US 15t
IIpousBoacTBenHas miowaaka / Ilnowmanka
KOHTpoUisi kayecTBa / [lnomaaka Beinyeka

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 Pemnu’c Jlabopatopuc JIta., Unnus, [lpoussoncTeeHHoe noapasaesneHue-6,
Bunn. Kxone, Hanarapx Poyn, bagnu, Juctpukt Conan, X.I1., 173205, Muaus
(munensust Ne MB/05/263)

Declaration of certification: «Ihereby 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 /
IMpumeuanue: [poaykt cootBeTcTBYET TpeGoBanusM HJ[ 3akawuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarotosneno: [TpoBepeHo: IIpoeepeno (AOK): person / Onobpeno: Obecneyenre
Yogesh Chauhan’ | Rama Kant Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIULIO:
/ W AT A QNIUANS)
Date/ &7 - Date/ Date / n Date / L_/“-O) L U
Jata: 20.06.2026 Hata: 20.06.2026 Jara: 20.06.2026 Jara: ( ‘ ) Xﬁ/O 9
Nt o

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 Laboratories Ltd.
Formulation Unit-6

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

Dr.Reddy’s Q‘:"

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (ketoponak) pacTsop ajis BHYTPHBEHHOTO H BHYTPHMbILLIEYHOTO BBEACHHS, 30 Mr/mu
Batch No / . V260456 Batch Quantity / . 454545 ampules /
Cepus Ne ’ O0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHaJMTHYECKHI oTyeT Ne : 890001889457 JaTta ananmza : 20.06.2026

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028

Jara npoussojgcrsa Iopen 1o

Mfg. License No. /

IpousBoicTBeHHAS . MA number: / . No (P
P : MB/05/264 Howep PY : JIT-Ne(008888)-(PI"-RU)

Analysis performed according to ND / Ananun3s nposegen nmo HJI: JITT-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / Makers! nepBuunoii ynakosxu yreepxaens:: 17.02.2025
Artworks of intermediate package approved: / MakeTbl NpOMeKYTOUHOI YHIaKOBKH yTBepKaenbi: 17.02.2025
Artworks of secondary package approved: / Makersi Bropnunoii ynakosku yreepaaensi: 09.06.2025

PL approved: / JIB yreepsaen: 17.02.2025

Page 9 of 9/ Crp. 9 39
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». /

3akao4yenne o coorsercrBuM: «HacToflUM s NOATBEPXKIAIO, YTO TPHUBEACHHAs Bblile HHGOpPMALMs SABJSETCS
JIOCTOBEPHOM U TOYHOM. DTa cepusd NMPOAYyKLUH Npou3BeieHa (BKIOYas ynakoBKY (MAapKMpPOBKY) U KOHTPOJIb Ka4yecTsa)
Ha BblllIEYKa3aHHONM MpPOMU3BOACTBEHHOM Mlolaake (TUIOMA/KaX) B IIOJIHOM COOTBETCTBHU ¢ Tpebopanuamu Ipasun
HajUeXxallel mpou3BoACTBEHHOM npakTUkK EBpasuiickoro sxoHomuueckoro cotoza (Ne GMP/EAEU/RU/02329-2025
ot 19 centsOps 2025 r.) u TpeGOBaHUIMH KOHTPONSA KAuECTBA JICKAPCTBEHHbBIX CPE/CTB, @ TAKXKE B COOTBETCTBHH CO
creyuUKALMAMY, COACPXKALIMMUCS B PErHCTPALMOHHOM JIOChE CTPAHBI-UMIOPTEpA. 3amuCH 1O MPOU3BOACTRBY,
YIAaKOBKE W aHaJW3y MpOBEpeHbl, W YCTAHOBJIGHO HMX COOTBETCTBHE TpebopaHuaM [lpaBun Hapnexaueh
NPOU3BOJICTBEHHOM MpaKTHKU EBpa3suickoro 3KOHOMHUYECKOTo COK03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

ITpumeuanue: [Tponykr coorsercrayer Tpebosanusam HJL 3aksouentie: OIOBPEHO

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

IMoaroToBneHo: [MposepeHo: [Mposepeno (AOK): person / OnoGpeno: ObecnieueHue

Yogesh Chauha Rama Kant Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIULO:
AN ™ Sy1vaN|

Date / e Date/ Date / Date / %

Hara: 20.06.2026 Jara: 20.06.2026 Hara: 20.06.2026 Jlara: (\ j /C,C:

s gl =

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: ma
CIN: L85195AP1984PLC0O04507
www.drreddys.com

500034, Telangana, India
il@drreddys.com



