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
CEPTUOUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoayxr: Ketopon® (keToponak) pacTBOp st BHYTPUBEHHOTO U BHYTPUMBILIEYHOro BEeACHNM:, 30 MI/MA
Batch No / . V260355 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /
Ananurndyeckuii oryer Ne : 890001881715 Jlara anannza : 14.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
Jara mpousBoacTBa Iogen g0
Mfg. License No. /
Iponssoncreennas : MB/05/264 DA Tbexs / : JITI-Ne(008888)-(PI'-RU)
JauueHsns Ne Homep PY

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

Artworks of primary package approved: / MakeTbl HepBHYHOH yIaKoBKH yTBepskaeHb!: 17.02.2025
Artworks of intermediate package approved: / MakeTsl npomMeKyTo4HOil ynakoBKH yTBepxaenbr: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOH YNAaKOBKHU yTBepxkaeHbl: 09.06.2025

PL approved: / JIB yreepxkaen: 17.02.2025

Pagel1of9/Crp.1u39

No Test / Iloka3zaTenb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / Ilpospaunsiii | Clear colorless to slightly yellow color
OecLIBETHBIH pacTBOp. solution. / IIpo3pauHblii pacTBOp OT
GeCLIBETHOTO [0 CBETJIO-XEJITOTO LBETA.
2 | Identification* / UnenTuduranus*
2a | HPLC*/ BOXX* The retention time of the main peak in the | The retention time of the main peak in the
chromatogram of test solution corresponds | chromatogram of test solution should
to the main peak in the chromatogram of | correspond to the main peak in the
standard solution. / Bpems ynepxuBanus | chromatogram of standard solution (Assay
OCHOBHOTO TMHMKa Ha XpoMmarorpamme | section). /  Bpems  ynepxuBanus
UCIMBITYEMOTO  pacTBOpa COOTBETCTBYET | OCHOBHOTO TMUKa Ha XpoMmarorpaMmme
BPEMEHH YIEpXXMBaHMA OCHOBHOIO TNHKa | HCIHBITYEMOToO pacTBopa IIOTIKHO
Ha Xpomarorpamme CTaHJAPTHOTO | COOTBETCTBOBATb BPEMEHH YAEPKHBaHUs
pacTeopa. OCHOBHOIO IIMKa Ha XpOMaTorpamme
CTAHOAPTHOTO pacrBopa (pazmen
«KOJIMUECTBEHHOE OTIPEACIEHUE).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTCTBYET TpeOoBaHum HJI 3akmwouenne: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToaroropnexo: HposepeHno: I[Tposepeno (AOK): person / Onobpeno: Obecneyenue
Vishal Sharma Pravesh Rana f Ajay Kumar Srivastava KauecTsa/OTBETCTBEHHOE JIHLO: ¢ _( }) [/ﬂﬂ /
. - Y
Date / Date / Date / Date /
Jlara: 15.05.2026 Hata: 15.05.2026 Jara: 15.05.2026 Jara: ()W/ﬂg
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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: L85195AP1984P1LC004507
www.drreddys.com
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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
www.drreddys.com

Product : /

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

IIpoaykr: Ketopon® (keToposak) pacTBOp /U1 BHYTPMBEHHONO W BHYTPUMBILIEYHOrO BBEAEHHUS, 30 Mr/Ma
Batch No / - V260355 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYecKuif oTueT Ne : 890001881715 Jara ananuza : 14.05.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npousBoacTBa I'ogen 1o

Mfg. License No. /

Hpoussoncreennas : MB/05/264 o AL : JIT1-Ne(008888)-(PT-RU)
Juuensust Ne Homep PY

Analysis performed according to ND / Ananu3s npoBeaen no HJI: JIIT-Ne(008888)-(PT'-RU)-170225
Artworks of primary package approved: / MakeTnl nepBHYHOI ynakoBKH yrBep:aensi: 17.02.2025
Artworks of intermediate package approved: / MakeTsl npomMe:KyTO4HOR yIaKkoBKH yTBepxIeHb: 17.02.2025

Artworks of secondary package approved: / MakeTbl BTOpHYHOH YIAaKOBKH yTBepxaennl: 09.06.2025
PL approved: / JIB yreepskaen: 17.02.2025

Page2 of 9/ Crp.2u3 9

| Ne Test / ITokasaTens Results / PesyabTaThl Specification / Hopma
2b | UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
Vbt pofiomam e and the solution of the. sta}ndard 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 nornolieHust | maxima at 322 + 2 nm, / Y®-cnekTps!
HCOBITYEMOTO pacTBOpa M pacTBopa | MOIVIOLIEHHS HCIBITYEMOro pacTBopa H
cTaggapTHoro  ofpasLa  KeToposiaka | pacTBOpa CTaHAAPTHOTO obpazua
TpoMeTamuHa B obnactu ot 200 HM 10 400 | KeToposaka TpoMeTaMHHA B OOJIaCTH OT
HM MMEIOT MakCUMyMBI rorjomenus npu | 200 aM go 400 HM JOJKHBI HMETH
32242 HM. MaKCMMYMBbI [OTJIOILEHUS ITpY 32242 HM.
3 Clarity / IIpo3padnocTb The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of reference | exceed opalescence of reference
suspension I. / Onanecuenuus npenapata | suspension I. / OnanecueHuus npenapara
He MPEBLILIAET ONAJECLEHIHIO CYCIIEH3MH | He J0JKHA IPeBhIIIaTh ONaJeCIeHIUI0
cpaBHeHuA 1. CYCIIEH3UH CpaBHEHUA 1.
4 Color / LIseTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
ITornouienne gomxHO 6bITL He Gonee 0,20
IpH JyiuHe BOJHEL 430 HM.
5 pH 72 From 6.9t07.9./0716,9 n0 7,9.

Remarks : The Product confirms to ND/

IIpumeuanne: [TpoaykT cooTBeTCTBYET Tpeborauusam HJJ

Conclusion : APPROVED /
3axnwuenune: OJOBPEHO

Checked by /
ITpoBepeno:
Pravesh Rana

Prepared by /
IToarorosneHo:
Vishal Sharma

Checked by (AQA) /
ITposepeno (AOK):
Ajay Kumar Srivastava

,23,1}

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecneueHue
kayecTBa/OTBETCTBEHHOE JIULIO: S‘),/ VM /

Date /
Jarta: 15.05.2026

Date /

Jara: 15.05.2026

Date /
Hara: 15.05.2026

Date /
Hara:

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
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUOPUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpogykr: Ketopon® (keToposiak) pacTBOp [yisi BHyTPUBEHHOTO M BHYTPUMbILIEYHOTO BBEAEHHs, 30 Mr/mil
Batch No / . V260355 Batch Quantity / . 454545 ampules /
Cepus Ne i - O0BeM cepun ' 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTHYecKuii oTyeT Ne : 890001881715 JlaTa aHa/u3a : 14.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npoH3BOACTBA Togen xo
Mfg. License No. /
Hponzsoacraennas : MB/05/264 mshil : JI1-Ne(008888)-(PT-RU)
JuneHsus Ne Homep PY

Analysis performed according to ND / Ananuz nposeaen no HJI: JITT-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / Makersl nepBHYHOIi yIaKOBKH yTBepkaeHbI: 17.02.2025
Artworks of intermediate package approved: / MakeTbl NpoMeXyTOYHOH yNakoBKH yTBepxkaens:: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpUYHO#H YIAaKOBKH yTBepxaenbl: 09.06.2025

PL approved: / JIB yreep:kaen: 17.02.2025

Page3 of 9/Crp.3 u3 9

Ne Test / [loka3aTens Results / PesynbTaThl Specification / Hopma
6 Particulate matter / MexaHnueckne BKJIKOYCHHS
6a | Visible particles / Complies / CooTBeTCTBYET Should be absent. /
BuniMele 4acTULbI JIOJKHBI OTCYTCTBOBATS.
6b | Invisible particles /
HGBH,HI/IMI:IC YacCTHULbI.
1. Particles> 10 pm/ 28 not more than 6000 per ampoule; /
YacTtun pasmepom > He 6onee 6000 Ha ammyy;
10 MmxM
ii. particles > 25 um/ 02 not more than 600 per ampoule. /
YacTHL pa3sMEPOM > He 6onee 600 Ha ammyny.
25 MKM
7 Impurities / Ilpumecu
Impurity A / [Tpumecs A 0.10% not more than 0.20 % / ne 6onee 0,20 %;
Impurity B / [Ipumecs B Not detected / He o6Hapy»xeHa not more than 0.50 % / e Gonee 0,50 %;
Impurity C / Ilpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / ue 6oinee 0,50 %;
npenena obHapyxenus (I10 = 0.010 %)
Impurity D / Ilpumecs D Not detected / He o6HapyxeHa not more than 0.20 % / He 6onee 0,20 %.

Remarks : The Product confirms to ND/

Ilpumeuanue: [Tpoaykt cooTBeTcTBYET Tpedopanuam HJJ

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /
[ToarotosneHo:
Vishal Sharma

Checked by /
[TposepeHo:
Pravesh Rana

/

Checked by (AQA) /
ITposepeHo (AOK):
Ajay Kumar Srivastava

ol

Approved by: Quality Assurance/Authorized
person / Ono6peHo: ObecneueHue
kayectBa/OTBeTCTBEHHOE MUto: |, SJ V) 9/\1/

Date /
Jata: 15.05.2026

Date /
Hara: 15.05.2026

Date /
IaTa: 15.05.2026

Date /
JlaTa:

Y ) B
30,0k
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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
CEPTUDPUKAT AHAJIN3A www.drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon® (keToposnak) pacTBop /Uil BHYTPUBEHHOTO M BHYTPUMBILIEYHOro BBeaeH s, 30 Mr/mi
Batch No / . V260355 Batch Quantity / . 454545 ampules /
Cepust Ne ) O0beM cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /
Ananurnyeckuii oryet Ne : 890001881715 Hara anaausa : 14.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoACTBa I'oaen go
Mfg. License No. /
HpoussoxcTaennas : MB/05/264 o LR/ : JITT-Ne(008888)-(PT-RU)
Jnnenzus Ne Homep PY

Analysis performed according to ND / Ananu3 nposenen no HJ/I: JITI-Ne(008888)-(PI'-RU)-170225
Artworks of primary package approved: / MakeTbl nepBHYHOH YIAKOBKH yTBepaaeHbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl HIpoMeKyTOYHOH yNakoBKH yTBepxkaeHsl: 17.02.2025

Artworks of secondary package approved: / MakeTsl BTOpH4HO# ynakoBku yTBep:aenbl: (09.06.2025
PL approved: / JIB yrBepxaen: 17.02.2025

Page 4 of 9/ Crp. 4mu39

Ne Test / ITokazarenb

Results / PesyabraThl

Specification / Hopma

Individual unidentified
impurity / Enunmdnas
HeuaAeHTU)UIIUpOBAHHAS

Below LOQ (LOQ = 0.050 %) / Huxe
npezena KOJMUIeCTBEHHOTO ONpeaeNeH s
(IIKO = 0.050 %)

Not more than 0.20 % / He Gonee 0,20 %.

npuMech
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.
npumecei i

8 Extractable volume* / 10.1ml/ 10,1 mn Not less than 10.0 ml (collectively

HN3Bnekaemblii 06beM*

measured volume of 10 ampoules). /

He menee 10,0 mn (06beM, usMepeHHbIi
Ha OCHOBaHHMM 00bEAUHEHHOTO
coaepxumMoro 10 ammyn).

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of Ketorolac
BakrepuanbHble <=0.725 EDQ/mr Trometamol. / He 6onee 5,8 ED/Mr
IHO0TOKCHHBDI KETOpOJIaka TPOMETaMoJIa.

10 | Sterility**/ NA Must be sterile. / Jlomked ObITh
CTepHibHOCTH** CTEpUIIbHBIM.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuaM HJI 3aknwuyenne: OIOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroToraeHo: [TposepeHo: ITpoeepeno (AOK): person / OnobpeHo: Obecneuenue

Vishal Sharma \) Pravesh Rana

Ajay Kumar Srivastava

xadecTBa/OTBETCTBEHHOE IULO: (/) VAN

Date /
Hara: 15.05.2026

Date /

Hara: 15.05.2026

Pl

Hata: 15.05.2026

Date /
Jara:

W{“@C 2 ‘7/

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q,‘:‘

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

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

CERTIFICATE OF ANALYSIS  Tef: +91 98166 56001-02
CEPTHO®UKAT AHAJIU3A www.drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: Ketopon® (keToposak) pacTBop Julsi BEYTPUBEHHOI'O U BHYTPUMBILICHHOrO BBeACHHMS, 30 MI/mJI
Batch No / . V260355 Batch Quantity / . 454545 ampules /
Cepus Ne ’ O0beM cepuun * 454545 amnyn
Analytical Report No / Date of Analysis /

AHaJTHTHYECKHH oTdeT Ne

: 890001881715

JaTta anaausa

: 14.05.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npousBoacTBa I'onen o

Mfg. License No. /

Hpoussoncraentiasn : MB/05/264 Ll : JI1-Ne(008888)-(P[-RU)
Jaunensus Ne Homep PY

Analysis performed according to ND / Anann3 nposenen no H/I: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTbl nepBH4YHO#H ynakoBKH yTBep:kaensni: 17.02.2025
Artworks of intermediate package approved: / MakeTsl NpoMe:KyTOUHOH ynakoBKH yTBep:xaeHbl: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOH ynakoBKH yTBepxaenbi: 09.06.2025

PL approved: / JIB yreepskaen: 17.02.2025

Page 5of 9/ Crp.5mn3 9
Ne Test / IlokazaTenan Results / Pe3yabTaThbl Specification / Hopma
11 | Assay/ KonuuecTBeHHOE 29.67 mg /29,67 mMr From 27.0 mg to 33.0 mg of Ketorolac
onpeaesieHHe Trometamol per 1 mL. / Ot 27,0 Mr 110
33,0 Mr ketopoiaka TpoMeTaMosna B 1 Mi.
12 | Ethanol content/ 3Ttanou 11.99 % From 10.60 % (v/v) to 13.10 % (v/v)./

Ot 10,60 % (06/06) no 13,10 % (06/06).

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpoaykT cootBercTBYET Tpebopanusam HJI

Conclusion : APPROVED /
3axkmwyenue: OJOBPEHO

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

[ToaroToBneHo: [MposepeHo: ITposepeno (AOK): person / Ono6peno: Obecneyenue

Vishal Sharma Pravesh Rana / Ajay Kumar Srivastava kauectsa/Otsercraentoe muo: () UpAL |
: I s I

Date / Date / Date / Date / X %)

Jata: 15.05.2026 Hata: 15.05.2026 Jata: 15.05.2026 Hara: ( /%* 0 24

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

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

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

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposak) pacTBOp /il BHYTPMBEHHOIO U BHYTPUMBILICYHOTO BBeAeHHUs, 30 Mr/mIt
Batch No / . V260355 Batch Quantity / . 454545 ampules /
Cepusi Ne ' O6beM cepun " 454545 amnya
Analytical Report No / Date of Analysis /
AHaMTHYeCKHUi oT4eT Ne : 890001881715 JlaTa aHaJIM32 : 14.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JaTa npou3BoacTBa I'ogen g0
Mfg. License No. /
Hpoussoncraenmasn : MB/05/264 L : JITI-Ne(008888)-(PT-RU)
Junen3us Ne Howmep PY

Analysis performed according to ND / Ananu3s nposeaen mo HJI: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTbl nepBUYHON YIaKOBKH yTBep:KkaeHbl: 17.02.2025
Artworks of intermediate package approved: / Makerbl npomMexxyTo4HO# ynakoBkH yTBepxaenbr: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpU4YHO# ynakoBKH yTBep:xkaennl: 09.06.2025

PL approved: / JIB yreepsxaen: 17.02.2025

Page 6 of 9/ Ctp. 6 u3 9
Ne Test / [ToxazaTennb Results / PesyabTaThi Specification / Hopma
13 | Package description / 1 mL in class I light-shielding dark amber | 1 mL in class I light-shielding dark amber

OnucaHue YIIaKOBKH

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. /

[To 1 Mn B aMnynb! U3 CBETO3ALIUTHOTO
CTeKJIa TEMHO-KOPHYHEBOTO LIBETA KJlacca
1. B BepxHell yacTU ammysibl HaHECEHBI
KOJIBLIO U TOYKa [yig pa3noma. Ha amnymy
HaKJIEHBAIOT 3TUKETKY.

ITo 10 ammyn BMeCTe C JIHCTKOM-
BiampinieM B [IBX/amomuHueBsIid
6nuctep. Ilo 1 06nuctepy 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.
/

[To 1 M B aMmysibl W3 CBETO3AIMUTHOrO
cTeKNla TeMHO-KOPWYHEBOTO 1IBETa KJlacca
I. B BepxHe#l wyacTu aMmyJibl HaHECEHBI
KOJIBLIO U TOYKa AJIA pa3noMa. Ha ammyny
HAKJIEUBAIOT 3THKETKY.

[lo 10 amnym BMecTe C JIHCTKOM-
BiagbiiieM B IIBX/amoMuHueBblit
Onucrep. Ilo 1 6nucrepy B mauky
KapTOHHYIO; 0 cmayuorapos: 1o 2, 3, 5
ONUCTEPOB B NAa4Ky KapTOHHYIO.

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

IIpumeuanue: [Iponykt cooTBeTcTBYET TpeOoBaHusaM HJI 3akmouenue: OJJIOBPEHO

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

[ToarorosneHo: [TpoeepeHo: [posepeno (AOK): person / Onobpeno: Obecneuenue

Vishal Sharma Pravesh Rana j/ Ajay Kumar Srivastava xauectsa/OTBeTcTBeHHOE Nuuo: )V AN /
3 L .

Date / Date / Date / Date /

Jara: 15.05.2026 Jara: 15.05.2026 Jata: 15.05.2026 Hara: (X pj:lf}/ﬂ‘ﬁn 2/(;

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
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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 AHAJIN3A www.drreddys.com
| Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposak) pacTBOp Ui BHYTPUBEHHOTO U BHYTPMMEILIEUHOTO BBEIEHHA, 30 Mr/Mi
Batch No / . V260355 Batch Quantity / . 454545 ampules /
| Cepus Ne ) O0beM cepun " 454545 amnya
Analytical Report No / Date of Analysis /
AHaguTHYecKHil oTueT Ne : 890001881715 JlaTa anaausa : 14.05.2026
'Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoacTBA ) I'ogen no )
Mfg. License No. /
| Hponssoacrenmas : MB/05/264 A numbercf : JITI-Ne(008888)-(PI-RU)
Jgunenzus Ne Homep PY

PL approved: / JIB yreepaxnen: 17.02.2025

Analysis performed according to ND / Auanus nposeaen no HJI; JITI-Ne(008888)-(PT'-RU)-170225

Artworks of primary package approved: / Makersl nepBHYHOH yIaKoBKH yTBepxkaeHbl: 17.02.2025

| Artworks of intermediate package approved: / MakeThl IpoMeXyTOYHO! yNaKoBKH yTBep:kaAeHsnl: 17.02.2025
Artworks of secondary package approved: / MaxeTsl BropuuHoii ynakoBku yreepxaennt: (09.06.2025
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Ne Test / IlokazaTenn

Results / PesynbTaThbl

Specification / Hopma

14 | Labeling / MapkupoBka

Complies / CooTBETCTBYET

In accordance with section 1.3.2 of
module 1 of the registration dossier. / B
COOTBETCTBYHM ¢ pasznenom 1.3.2 moayna 1
PErUCTPalMIOHHOTO JIOChE.

15 Storage conditions /
YcioBusi XxpaHeHHs
3aMOPaXHBATh.

In a place protected from light at a temperature below 25 ° C.
Do not freeze. / B 3aIulleHHOM OT CBETa MecTe pu TeMIneparype He Boime 25 °C. He

16 Shelf-life (storage period) /
Cpox roanocTH (cpok
XpaHeHHust)

2 years. / 2 roza.

* Tests are not performed during the stability investigation. / * McnbiTaHus He MPOBOAAT B XOJ€ HCCIENOBAHHSA

CTaOMIILHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [1pu Beinmycke npenaparta KOHTPOJIb
Ka4yecTBa 10 N10Ka3aTeII0 IPOBOAUTCSA M Kaxkaoi 15-0if cepuu.

API name / HaumenoBanue APC:

Ketorolac Trometamol / Ketoponaka Tpometamon

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Howmep cepnmn npoussoauTtens A®@C:

2KTMO0130226

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykTt cooTBeTcTBYET TpebosanusmM HJJ

Conclusion : APPRéVED /
3aknrouenne: OJOBPEHO

Prepared by / Checked by /
IToaroroenexo: [Tposepeno:
Vishal Sharma [ \/ 2 Pravesh Rana

Checked by (AQA) /
[Tposepeno (AOK):
Ajay Kumar Srivastava

S\

{

Approved by: Quality Assurance/Authorized
person / Onobpero: OGecneueHue
KkauecTBa/OTBETCTBEHHO® IMLO: aHVA M /

Date / Date / Date / Date / (_/d/j
Jara: 15.05.2026 Iata: 15.05.2026 Jata: 15.05.2026 JlaTa: S = <-) 0 M
e 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 ":‘.'

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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp [Ulsi BHYTPUBEHHOIO W BHYTPMMBILIEYHOTO BBeeH s, 30 MI/MJI
Batch No / . V260355 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6beM cepuH ' 454545 amnyn
Analytical Report No / Date of Analysis /

Auvanutudeckuii oTyeT Ne : 890001881715 JlaTa ananau3za : 14.05.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npon3BoacTBa Iogen 10

Mfg. License No. /

HpomssoncTaennas : MB/05/264 el : JIT-Ne(008888)-(PT-RU)
JHneH3us Ne Howmep PY

PL approved: / JIB yrBepxkaen: 17.02.2025

Analysis performed according to ND / Anannz nposenen mo HJI: JITT-Ne(008888)-(PT'-RU)-170225

Artworks of primary package approved: / MakeTsl nepBHYHON yIaKOBKH yTBep:xkaeHbl: 17.02.2025
Artworks of intermediate package approved: / MakeTs! npomMexKyTo4HO# ynakoBKH yTBep:kaeHnr: 17.02.2025
Artworks of secondary package approved: / MakeTsl BTOpUYHO# ynakoBkH yTBep:kaennt: 09.06.2025
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FP Manufacturer API Batch number /
Homep cepnu eyGeTaHIMM POU3BOAUTENSA
rJio:

FETA00133

API Manufactured by, address & country /
IIpouszeoaurens A®C, aapec u cTpana:

Symed Labs Limited,

Unit-1I, Plot No. 25/B, Phase-III, I.D.A., Jeedimetla (V), Quthbullapur (M),
Medchal-Malkajgiri District- 500 055, Telangana State, India /
Caitmen Jlabc Jlumuten, Ilponssoncraennoe noapasaesnenue II, Yyacrok No
25/B, @aza III, U I.A., Txeenumetna (Bunnapx), Kyroymnanyp (Mannan),
Menuan - Mankamxrupu (JQuctpukr) - 500 055, Tenanrana, Munus

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

HaumeHoBaHue, agpec, JTHIEH3US IR
IlpousBoacTBeHnas miomanaka / [lnomwaaxka
KOHTpoJIA KauecTBa / [Inomanka Beimycka

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) /
I-p Penu’c Jlaboparopuc JIta., Uuaus, [IpoussoacTBeHHOE NoapasieneHue-6,
Buwn. Kxons, Hanarapx Poyn, banau, iuctpukt Conan, X.I1., 173205, Uuaus

(nmuuenzus Ne MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/02329-2025 dt.

Remarks : The Product confirms to ND/
INpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanmam HJI

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by / Checked by /
IToaroToByeHO: [TposepeHo:
Vishal Sharma Pravesh Rana

Checked by (AQA) /
IIposepeno (AOK):
Ajay Kumar Srivastava

Approved by: Quality Assurance/Authorized
person / OnobpeHo: Obecrieuenue
kauecTBa/OTBETCTBEHHOE JIHLLO: SnIvh Al

Date / Date /
Jata: 15.05.2026 JHara: 15.05.2026

i

Hara: 15.05.2026

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 Laboratories Ltd.
Formulation Unit-6

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

Dr.Reddy’s ":‘7

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
Ipoayxr: Ketopon® (keToposiak) pacTBOp /1 BHYTPUBEHHOIO H BHYTPUMBILIEYHOrO BBEACHHUS, 30 Mr/mMi
Batch No / . V260355 Batch Quantity / . 454545 ampules /
Cepus Ne ’ O06beM cepuu * 454545 amnyn
Analytical Report No / Date of Analysis /
Ananuruyecknii otyer Ne : 890001881715 JlaTa ananu3za : 14.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JaTta npou3BoAcTBa T'onen g0
Mfg. License No. /
HpoussoncTBennan : MB/05/264 e : JITT-No(008888)-(PI™-RU)
nunensus Ne Howmep PY

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

Artworks of primary package approved: / MakeTsl nepBH4HOi yIakoBKH yTBep:kaenbl: 17.02.2025
Artworks of intermediate package approved: / MakeTsl IpoMe:XXyTO4HOH YIAKOBKH yTBepxkaeHbl: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOPH4HOH yIakoBKH yTBepsaenbl: 09.06.2025

PL approved: / JIB yrBepxkaen: 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». /

3akmouenue o coorBercTrBHH: «HacTosmum s moATBep:KAalo, WTO MPHUBEICHHAs Bbille MHGOpMALUs SBISETCS
JIOCTOBEPHOM U TOYHOM. DTa cepys NPOAYKLMHU NPOU3BEAeHA (BKIIOYas YNAKOBKY (MapKHPOBKY) U KOHTPOJIb KauecTBa)
Ha BbILUEYKa3aHHOW MPOM3BOJCTBEHHOM IUIOLaAKe (IUIOMaAKaX) B MOJHOM COOTBETCTBHU ¢ TpeGoBaHusMH [IpaBun
HaJUIeXxallei mpou3BoACTBEHHOM npakTHku Espasuiickoro skoHomuveckoro cotosa (Ne GMP/EAEU/RU/02329-2025
oT 19 centa6ps 2025 r.) v TpeGOBaHUSIMU KOHTPOJIS KAauecTBa JIEKAPCTBEHHBIX CPEICTB, 4 TAKIKE B COOTBETCTBHM CO
crielMpUKALMAMH, CONEPIKAIMUMKUCST B PErMCTPALMOHHOM JOChE CTpaHBI-UMIOpPTEpa. 3amucH IO MPOU3BOJICTBY,
YINAaKOBKE M aHAIU3y [POBEPEHbI, W YCTAHOBJICHO MX COOTBeTCTBMe TpeOoBaHuAM IlpaBun Hamnexaluei
NPOU3BOJICTBEHHOH NpakTHKK EBpazuiickoro 3kOHOMMUECKOro COK03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanuaM HJI 3akuoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoaroToBaeHo; ITposepeHo: [posepeno (AOK): person / OgobpeHo: ObecneueHne
Vishal Sharm Pravesh Rana Z Ajay Kumar Srivastava KkauecTBa/OTBETCTBEHHOE JTUILO: <.U[ / UAM /
S)“ A -
Date / Date / Date / Date /
Jara: 15.05.2026 Jara: 15.05.2026 Jara: 15.05.2026 JHara: w,/f <‘Q\r\0%
1 / 7
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