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 : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTBop /Ut BHYTPUBEHHOIO H BHYTPHMBIILEYHOTO BBeienus, 30 Mr/mi
Batch No / . V260356 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0beM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTu4yecknii oTyet No : 890001884967 Jara aHajinza : 28.05.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
Jlata npon3BoacTea I'onen no

Mfg. License No. /

Hponssoncreentas : MB/05/264 ot : JITI-Ne(008888)-(PT-RU)
Jiuen3ust Ne Homep PY

Analysis performed according to ND / Ananu3 nposenen no HJ/I: JIII-Ne(008888)-(PT'-RU)-170225

Artworks of primary package approved: / MakeThbl nepBHYHOH YIaKOBKH yTBepxkaensn: 17.02.2025
Artworks of intermediate package approved: / MakeTbl NIpOMeXyTO4YHOH yIaKOBKH yTBepxkaeHbr: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOH YHaKOBKH yTBep:xaeHbl: 09.06.2025

PL approved: / JIB yreep:kaen: 17.02.2025

Page1of9/Crp. 1139

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems ynepxuBaHHA
OCHOBHOTO TIHKA Ha XpoMarorpamme
HCIIBITYEMOTO PacTBOpa COOTBETCTBYET
BpEMEHH YNEePXKHUBAHUS OCHOBHOIO IIMKa
Ha  XpomMaTorpamme CTaHIapTHOTO
pacTBopa.

Ne Test / Iloka3aTtenb ‘ Results / PezyabTaThl Specification / Hopma
1 Description / Onucanue | Clear colorless solution. / Ilpozpaunsiii | Clear colorless to slightly yellow color
6eCLBETHRIN pacTBOD. solution. / TIpo3pauHslii pacTBOp OT
GCCLIBCTHOFO A0 CBECTIIO-2KCJITOI'O LIBETA.
2 | Identification* / UpenTudpuxanna®
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 should
correspond to the main peak in the
chromatogram of standard solution (Assay
section). /  BpeMms  ynepxuBaHUA
OCHOBHOIO MHKa Ha XpoMarorpaMme
UCIBITYEMOTO pacrtBopa JIOJIKHO
COOTBETCTBOBAThH BPEMEHM YICPKUBAHMA
OCHOBHOTO TMHKa Ha XpoMarorpamme
CTaHOapPTHOTO pacreopa (pa3pmen
«KonnyecTBeHHOE OTIPEiEeHHEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanusam HJI 3akniouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
INonrororneno: [TposepeHo: [MTposepeno (AOK): person / OnobpeHo: ObecneueHue
Rama Kant Olr Pardeep Kumar Amit Kuma Kay ‘Ba/OTBeT(:TBeHEme JUno:
= °w (C,D’V\A"V‘\

LS I Ry G 2
Date / ‘ Date / Date / Date / ( 3 VA% Py 23
Jara: 28.05.2026 Hara: 28.05.2026 Hara: 28.05.2026 JlaTa: .

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHU®MKAT AHAJIM3A ~ “ww.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon® (ketoposiak) pacTBop AJiss BHYTPUBEHHOIO U BHYTPUMBIILCYHOTO BBeAeHHs, 30 Mr/mi
Batch No / . V260356 Batch Quantity / . 454545 ampules /
Cepnst Ne ) O61bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AnanuTHaecknii oTyer No : 890001884967 JlaTa anaanza : 28.05.2026
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
J{aTa npou3BoaCTBA I'open go
Mfg. License No. /
UponssoncTaentas : MBJ05/264 e : JIT1-No(008888)-(PT-RU)
JuneHzus Ne Howmep PY

Analysis performed according to ND / Ananu3 nposeaen mo HJI: JITI-Ne(008888)-(PT'-RU)-170225

Artworks of primary package approved: / MakeTbl NepBHYHOI YNaKOBKH yTBepkaAeHbI: 17.02.2025
Artworks of intermediate package approved: / MakeTsl npoMexxyTOUHOH ynakoBkH yrepxaennr: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHUHOH yIakoBKH yTBep:kaeHbl: 09.06.2025

PL approved: / JIB yrBepxnen: 17.02.2025

Page 2 of 9/ Ctp.2 13 9
No Test / [loka3aTesn Results / Pe3yanTaThl Specification / Hopma
2b | UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
Vb enermpeiomonempas® and the solution of the standard sample of | and the solution of the standard sample of
’ Ketorolac Tromethamine in the range from | Ketorolac Tromethamine in the range from
200 to 400 nm have absorption maxima at | 200 to 400 nm should have absorption
322 £ 2 nm. / Y®-cnekTpsl NOMIOWEHNI | maxima at 322 + 2 nm. / YD-CreKTphl
HCIBITYEMOTO  PacTBOpa W  PacTBOpa | MOIVIOLICHWs] HCMbITYeMOTO PacTBOpa H
CTaHmapTHoro  ofpasua  KeToposiaka | pacTBopa CTaHJapPTHOTO obpasua
TpoMmeTamuHa B o6yacTv ot 200 HM 10 400 | keToponaka TpoMeTaMHHa B 00JacTH OT
HM MMEIOT MakcUMyMBI morjiouieHus npu | 200 uM mo 400 HM JOJDKHBEI HMMETh
32242 am. MaKCHUMYMbI NOTJIOIEHH TP 32242 HM.
3 Clarity / ITpozpa4yHocTb The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of reference | exceed opalescence of reference
suspension I. / OnanecueHums npenapara | suspension I. / OnanecueHuus npenapara
He MPEBBILIACT ONAJECLEHIMIO CYCIEH3HH | He JOJKHA NMPEBBILIATH OTMAJIeCHEHIHIO
cpaBHeHus 1. CyCIIEH3UU cpaBHEHus L.
4 Color / lIgeTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
[TornomeHue 10JKHO ObIThL He GoJee 0,20
npY AJUHE BOJIHBL 430 HM.
5 pH 7.4 From6.9t07.9./0t16,9 g0 7,9.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanuam HJT 3akmodenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Monrorosneno: [TposepeHo: [Tpoepeno (AOK): person / Ono6peHo: Obecneuenne
Rama Kant d'd* Pardeep Kumar Amit Kumar Kaye Ba/OTBCTCTBC;lHOC JIMLO:
—A 2
%’\ al el ol el s X 1P
Date / ‘ Date / Date / Date / UNGIESR T 0k
Jlara: 28.05.2026 Jara: 28.05.2026 Jlarta: 28.05.2026 Jara: 2 V

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

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

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02
CEPTUDPHUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTBop /uisi BHYTPMBEHHOTO ¥ BHYTPHMBIILEYHOTO BBeEHHs, 30 mMr/mil
Batch No / - V260356 Batch Quantity / . 454545 ampules /
Cepus No ) O0BbeM cepHH * 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTuyeckuii oTuer Ne : 890001884967 JlaTa aHann3a : 28.05.2026

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

JlaTa npon3BoacTBa Topen 1o

Mfg. License No. /

Tponssonctaennas : MB/05/264 o mmers : JITT-Ne(008888)-(PT™-RU)
JuneH3us Ne Homep PY

Analysis performed according to ND / Auanus nposenen no HJL: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / Makerbl nepBH4YHOIi YIaKOBKH yTBepxaeHbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl IpoMeXyTOYHOI YIaKOBKH yTBepxkaeHbl: 17.02.2025
Artworks of secondary package approved: / MaxeTbl BTOpH4HO# ynakoBkH yTeepaxaennl: 09.06.2025

PL approved: / JIB yrBepxnaen: 17.02.2025

Page3 of 9/Crp.3 n39

No Test / ITokazaTesn Results / PesynbTaThl Specification / Hopma
6 Particulate matter / MexaHH4yecKkue BKJAKOUYEHHS
6a | Visible particles / Complies / CooTBETCTBYET Should be absent. /

Buaumble yacTHiis JIOJKHBI OTCYTCTBOBATb.

6b | Invisible particles /
HeBuaHMBbie YaCTHLIBL:

i. Particles> 10 pm/ 15 not more than 6000 per ampoule; /
YacTtui pasmMepom > He Gostee 6000 Ha ammyny;
10 MM

il. particles > 25 pm/ 00 not more than 600 per ampoule. /
YacTUl] pa3MepoM > He 6osee 600 Ha ammyJry.
25 MKkM

7 Impurities / IIpumecu

Impurity A / Ilpumecs A 0.09 % not more than 0.20 % / ue 6onee 0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / ne 6onee 0,50 %;
, npenena ooHapyxenus (I10 = 0.014 %)
Impurity C/Ipumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / e 6onee 0,50 %,;
npenena ooHapyxeHus (IT0 = 0.010 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: Iponykt cooTBeTCTBYET TpeboBanusam HJL 3akaiouyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toproropnexo: IMpoepeHo: [Mposepeno (AOK): person / Onobpeno: ObecneyeHue
Rama Kant \SL\\ Pardeep Kumar Amit Kugnar KauecTBa/OTBETCTBEHHOE JIUIIO:
Ji \/ <>1—/:’ ﬁ e ) f /2:\ Z
Date / Date / Date / Date / ' \ 52& . '}I;
Jara: 28.05.2026 Jara: 28.05.2026 Jara: 28.05.2026 Jara: iz ’l})

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

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

CEPTUHOUKAT AHAJIN3A

www.drreddys.com

Product : /

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

Ipoaykr: Ketopon® (keToposiak) pacTeop Juls BHYTPMBEHHOIO U BHYTPMMBIILEYHOrO BBeAeH!s, 30 MI/mil
Batch No / . V260356 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHaguTHYeCKUH oTueT Ne

: 890001884967

Jarta ananusa

: 28.05.2026

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

JlaTa npoussoacTea T'ogen oo

Mfg. License No. /

Ipoussoxcreennas : MB/05/264 M numbers { : JITT-Ne(008888)-(PT-RU
aunensus Ne Homep PY ' * H )

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

Artworks of primary package approved: / MakeTbl nepBHYHOI yNIaKOBKH yTBepxaenni: 17.02.2025
Artworks of intermediate package approved: / MakeTbl NpoMe;KyTOYHONH YyIaKOBKH yTBepxkaenb:: 17.02.2025
Artworks of secondary package approved: / Makersl BTOpHYHOI ynakoBKH yTBepxaeHbI: 09.06.2025

PL approved: / JIB yrB

epxaen: 17.02.2025

Page4 of 9/ Crp.4n39

Ne Test / Iloxa3aTenn

Results / PesyabTaTsi

Specification / Hopma

Impurity D / [Tpumecs D

Below LOD (LOD = 0.014 %) / Huxe
npepena obnapyxenus (I10 = 0.014 %)

not more than 0.20 % / He 6o1ee 0,20 %.

Individual unidentified
impurity / EquHUYHas
HeuAeHTUQUIUpOBaHHAS
MPUMECH

Below LOQ (LOQ = 0.050 %) / Huxe
npenena KOJIW4ECTBEHHOTO OIpe/ieNieH sl
(TIKO = 0.050 %)

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

Total impurities / CymMmma
IpyMece

0.1%

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

8 Extractable volume® / Not less than 10.0 ml (collectively
H3Bnekxaemblii 06bem™ measured volume of 10 ampoules). /

10.1 ml/ 10,1 mx He menee 10,0 mn (06beM, H3MEPEHHbII
Ha OCHOBaHUHU 00bEAUHEHHOTO
copepxumoro 10 ammym).

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of Ketorolac
BakTepuaJjibHble <=0.725 EB/mr Trometamol. / He 6onee 5,8 ED/mMr
IHAOTOKCHHBI KETOpoJIaKka TPOMETAaMOJa.

10 | Sterility**/ NA Must be sterile. / JlomkeH ObITh
CTepuabHOCTB** CTEpPUJIBHBIM.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHuam HJI 3aknawuyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoaroTosieHo: ITpoBepeHo: IMposepeno (AOK): person / Onobpeno: ObecneueHue
Rama Kant \}L\\ Pardeep Kumar Amit Kumar kayecTBa/OTBETCTBEHHOE JIULIO:
'\ sM

> Jd /\ e 25308 \comd s @ %
Date / Date / Date / Date / T
JHara: 28.05.2026 Jara: 28.05.2026 Jara: 28.05.2026 Hara: ’)/D

(4

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUOUKAT AHAJIA3A ~ Www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keToponak) pacTop Uit BHYTPUBEHHOTO U BHYTPUMBIIIEYHOIrO BEEAEHHU, 30 MI/mil
Batch No / . V260356 Batch Quantity / . 454545 ampules /
Cepns No ) O0nem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AnanuTHyeckuii oTyet Ne : 890001884967 JlaTa ananu3za : 28.05.2026
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JaTta npon3BoacTBa ~ T'omen oo
Mfg. License No. /
Mpoussoncrsennan : MB/05/264 ! : JITI-No(008888)-(PT-RU)
Juuen3us Ne Homep PY

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

Artworks of primary package approved: / MakeTbl NepBHYHOH YIAKOBKH yTBepxkaeHbI: 17.02.2025
Artworks of intermediate package approved: / MakeTbI npoMe:KyTOYHOMH YHAKOBKH yTBepaxaennt: 17.02.2025
Artworks of secondary package approved: / MakeThl BTOpU4YHOIi ynakoBkH yTBep:xkaensni: 09.06.2025

PL approved: / JIB yreepxaen: 17.02.2025

Page Sof 9/ Crp.5uz 9
Ne Test / [lokasatenn Results / PesynbTaThl Specification / Hopma
11 | Assay/ KonnuecrBeHHoe 30.20 mg /30,20 mr From 27.0 mg to 33.0 mg of Ketorolac
onpejesieHHe Trometamol per 1 mL. / Ot 27,0 Mr mo
33,0 Mr KeTopoJaka TpOMETaMoJia B 1 MIL
12 | Ethanol content / ITaHou 12.09 % From 10.60 % (v/v) to 13.10 % (v/v)./

Ot 10,60 % (06/06) 10 13,10 % (06/06).

Remarks : The Product confirms to ND/

IIpumeuanue: IIponykT coOTBETCTBYET TpeboranuamM HJI

Conclusion : APPROVED /
3axmwouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[NoaroToBsieHo: ITpogepeHo: Iposepeno (AOK): person / Opo6peHo: ObecrieueHne
Rama Kant g’ Pardeep Kumar Amit Kumar KaquTBa/OTBeTCTBe%Hoe JMLO:

= - P &' S,
Date / Date / Date / Date / ( ) /\//\%()})%
Jara: 28.05.2026 Jara: 28.05.2026 Jata: 28.05.2026 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 Laboratories Ltd.
Formulation Unit-6

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

Dr.Reddy’s ":'.

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

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp /i BHYTPMBEHHOTO U BHYTPHMBILIECUHOTO BBeAeH!s, 30 Mr/mi
Batch No / . V260356 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepun 454545 amnyn
Analytical Report No / Date of Analysis /
Anamuruyeckuii oTuer Ne : 890001884967 JlaTa aHanuza : 28.05.2026
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
Jlara npon3BoACTBA I'ogen 10
Mfg. License No. /
HpousBocTaerHas : MB/05/264 b : JIIT-Ne(008888)-(PT-RU)
JTaneH3us Ne Howmep PY

Analysis performed according to ND / Ananus nposexen no HJI: JIII-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / Makerbl nepBu4HOil yNakoBKH yTBepskaenbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl IpOMeXKyTOYHOMH YIaKOBKH yTBep:xaeHsbl: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOPHYHOI YIAKOBKH yTBepaxaeHsbi: 09.06.2025

PL approved: / JIB yrBepxxaen: 17.02.2025

Page 6 of 9/ Ctp. 6 H3 9

Ne Test / [lokazaTenb Results / PesynbTaThl Specification / Hopma

13 | Package description /

OnucaHnue YIIaKOBKH

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 M B ammyJsibl U3 CBETO3AILUTHOIO
CTeKJIa TeMHO-KOPHYHEBOTO LIBETa KJlacca
I. B BepxHed 4yacTu aMIynbl HaHECEHbI
KOJIBIIO M TOYKa JUIs pasnoma. Ha ammyimy
HAKJIENBAKOT STUKETKY.

I[Io 10 ammya BMeCTe C JIUCTKOM-
BkJagpiiem B [IBX/amoMuHHeBbli
6nucrep. I[lo 1 6mucrepy 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
Jacilities: 2, 3, 5 blisters in a carton pack.
/

Ilo 1 Ma B amMnyJibl U3 CBETO3AIUUTHOTO
CTeKJIa TEMHO-KOPHYHEBOTO [1BETA Kilacca
I. B BepxHe# 4acTu aMIlyyibl HaHECEHDI
KOJIbIIO ¥ TOUKa AMs pazioma. Ha amnyny
HaKJIEUBAIOT ITUKETKY.

[lo 10 ammynm BMecTe € JIMCTKOM-
BiagsiieM B [IBX/antoMuHUEBbIH
Onucrep. Ilo 1 6aucrepy B mauky
KapTOHHYIO; 014 cmayuoHapos: no 2, 3, 5
O/MCTEPOB B MAYKy KapTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: IlpoaykT cooTBeTCTBYET TpeboBanusM HJ 3akarouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tonrorosneno: [Tposepeno: IlposepeHo (AOK): person / Opodpeno: ObecrieueHue
Rama Kant \@ Pardeep Kumar Amit Kumar KalleCTBa/OTBCTCTBeHg{OC JIULIO:
& ¥ —~ | Aewics
— — /7 e Vs
Date / d Date / Date / Date / ( r—gﬂ/m"ﬁ
Jara: 28.05.2026 Jata: 28.05.2026 Hata: 28.05.2026 Jlara: —)/8 aﬂzL
i =4

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




Dr.Reddy’s ‘{‘:‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIM3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpopykrT: Kertopon® (keToponak) pacTBOp A BHYTPUBEHHOTO W BHYTPHUMBIIIEYHOro BBeAeHus, 30 Mr/ma
Batch No / . V260356 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6beM cepun * 454545 amnyn
Analytical Report No / Date of Analysis /

AHa/IHTHYEeCKHIT oTueT Ne : 890001884967 Jlara anaauza : 28.05.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
Jlata npou3BoJcTBA T'ogen mo

Mfg. License No. /

Hpoussoncreennas : MB/05/264 e : JITI-No(008888)-(PI-RU)
annensus Ne Homep PY

Analysis performed according to ND / Auann3 nposexen no HJI: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeThl nepBHYHONH YHAKOBKH yTBep:kaeHbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl IpOMeKYTOUHOM yIaKoBKH yTBep:kaeHnl: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHUYHOH ynakoBkH yTBep:kaeHb1: (09.06.2025

PL approved: / JIB yreep:xkaen: 17.02.2025
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Ne Test / IlokasaTens Results / PesyabTaThl Specification / Hopma
14 | Labeling / MapkupoBka Complies / CooTBETCTBYET In accordance with section 1.3.2 of
module 1 of the registration dossier. / B
COOTBETCTBUH ¢ paziaesiom 1.3.2 Mmoayssa 1
PErUCTPALMOHHOrO A0CKE.
15 | Storage conditions / In a place protected from light at a temperature below 25 ° C.
| Yenoens xpaneHus Do not freeze. / B 3amuiuieHHOM OT CBETa MECTe NpH TemIepaType He Boimie 25 °C. He
3aMOpaXHBaTh.
16 | Shelf-life (storage period) / 2 years. / 2 ropa.
Cpox roaHocTu (Cpox
XpaHECHHA)

* Tests are not performed during the stability investigation. / * HcnbiTaHus He NpOBOIAT B XOJE HCCIEAOBAHUS

CcTaOMIIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** Ipu Brinycke npenapaTa KOHTPOJIb
KauyecTBa TI0 MOKA3aTest0 MPOBOJUTCS AT Kaxkaon 15-o# cepui.

API name / Haumenosanne ADC:

Ketorolac Trometamol / Ketoponaka TpomeTamon

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npoussoautenss AOC:

2KTMO0130226

Remarks : The Product confirms to ND/
INpumeyanne: IpoaykT cooTBeTcTBYeT Tpebosanusm HJI

Conclusion : APPROVED /
3aknrouenue: OJIOFPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoarorosnexo: IIporepeHo: [MTposepeHo (AOK): person / OnobpeHo: ObecneueHue
Rama Kant %}I & Pardeep Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLIO:
@J\M \CoNTnA

)\ <= = / ) ol

D ' 1 7] DT
ate / Date / Date / Date / | 4 qQ” b

Jara: 28.05.2026 Jara: 28.05.2026 Jara: 28.05.2026 Jlara: § "VO

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 Q‘:'.

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

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

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

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (ketoposnak) pacTBop AJis BHYTPUBEHHOIO U BHYTPHMBILIEYHOTO BBeieHus, 30 Mr/mi
Batch No / . V260356 Batch Quantity / . 454545 ampules /
Cepus Ne 5 O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHaJuTHYeCKHI oTyeT No : 890001884967 JlaTa anaju3a : 28.05.2026

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028
JlaTa npouzBoacTBa T'onen go

Mfg. License No. /

Hpoussoacreentas : MBJ/05/264 S : JITT-No(008888)-(PT-RU)
JunueHzus Ne Homep PY

Analysis performed according to ND / Anann3 nposeaen no HJI: JIII-Ne(008888)-(PI'-RU)-170225
Artworks of primary package approved: / MakeTbI IepBHYHOH yNaKOBKH yTBepxaeHb: 17.02.2025
Artworks of intermediate package approved: / MakeTbl NpoMeKyTO4YHOH YIAaKOBKHU yTBepxknensnt: 17.02.2025

Artworks of secondary package approved:
PL approved: / JIB yrBep:kaen: 17.02.2025

/ MakeTsl BTOPHYHOH yNakoBKH yTBepxkaenni: 09.06.2025
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FP Manufacturer API Batch number /
Homep cepuu cy6eraHuMH NPOH3BOAMTESA
rJid:

FETA00133

API Manufactured by, address & country /
Ipounseoautens A®C, aapec n cTpaHna:

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 JIlumuren, [TpouspoacteeHHoe noapasaeneHue I1, Yyactok No
25/B, ®aza IlI, U.JT.A., Jxeenumerna (Bumnamx), Kyroynnanyp (Maungan),
Menuan - Mankamxrupu (Juctpukr) - 500 055, Tenanrana, Uuaus

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

HaumenoBanue, agpec, JULEH3UA LJs
ITpousBoacTBeHHas nuowaaka / [lnomaaka
KOHTpoJiA KadecTBa / IInomaaka 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) /
H-p Pennu’c Jlaboparopuc JIta., UHnus, [lpousBoacTBeHHOE noapasaeneHue-6,
Bwun. Kxone, Hanarapx Poyn, bagnu, uctpukt Conan, X.I1., 173205, Unaus
(nunensust 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/
ITpumeuanue: [IponykT coorBetcTBYeT TpeboBaHusM HJL

Conclusion : APPROVED /
3akawyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoaroToBneHo: [TpoeepeHo: Iposepeno (AOK): person / Onobpeno: ObecneueHue
Rama Kant \,g; Pardeep Kumar Amit Kumar Kauec Ba/OTBeTCTBeHHoe JIULIO:

—— NG a2 .
Date / Date / Date / Date / o o /O}I/C'
Jara: 28.05.2026 Jara: 28.05.2026 Jara: 28.05.2026 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 Q':'.

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

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : /

Ketoro

1®

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

Ipoaykr: Ketopon® (keToposiak) pacTBOp /Ui BHYTPUBEHHOIO U BHYTPUMBIILEYHOTO BBEACHUS, 30 Mr/mi
Batch No / . V260356 Batch Quantity / . 454545 ampules /

Cepus Ne ) Oo6bem cepru " 454545 amnyn
Analytical Report No / Date of Analysis /

Ananuraueckuii oruer Ne : 890001884967 JlaTa aHan3a : 28.05.2026

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

Jara npou3BoacTBa Togen 1o

Mfg. License No. /

HponssoacTeennas : MB/05/264 pramiiegs : JITI-Ne(008888)-(PT-RU)
aunen3us Ne Howmep PY

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

Artworks of primary package approved: / Makers! nepsu4HOi ynakosku yreepxaenn:: 17.02.2025
Artworks of intermediate package approved: / MakeTbl mpoMeKyTOUHOH ynmakoBKH yrBep:aennt: 17.02.2025
Artworks of secondary package approved: / Makersl BTOpHYHOIH yIakoBKH yTBepxaeHsl: (09.06.2025

PL approved: / JIB yreepxnaen: 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». /

3aknoveHne o coorBercTBHH: «HacToAlmM s NOATBEp)KAArO, YTO MpPHUBEAEHHAs BhllUe MHGoOpMauus SABJAETCA
JIOCTOBEPHOH W TOUHOH. DTa cepus MPOAYKLHH [Tpou3BeeHa (BKIOYas YIakoBKy (MapKHpPOBKY) H KOHTPOJIb KAuecTBa)
Ha BBILICYKA3aHHOM MPOU3BOACTBEHHOM IUTOLIafKe (MJI0LIaAKax) B MOJIHOM COOTBETCTBUM ¢ Tpebosanusamu [Ipasun
HaJUlexaliell Npon3BOACTBEHHOHN NMpakTHKK EBpasuiickoro sxonomuueckoro cowsa (Ne GMP/EAEU/RU/02329-2025
oT 19 cenrabps 2025 r.) u TpeboBaHUSIMM KOHTPOJISI KAUeCTBA JIEKAPCTBEHHBIX CPEJCTB, 4 TAKXKE B COOTBETCTBHM CO
crieluMUKaLMAMH, COJAEPXALUMHUCS B PErHMCTPALIMOHHOM JOCh€ CTpaHbI-UMIIOpTEpa. 3alycH MO MpPOU3BOACTBY,

YIaKOBKE W aHaNu3y

IPOBEPEHBI,

HpOHSBOHCTBeHHOﬁ IMMpaKTHUKH EBpaSHﬁCKOFO SKOHOMHYECKOI'O COKO3a».

U YCTAaHOBJIEHO HUX COOTBETCTBUC Tpe60BaHI/IHM HpaBI/III HaJUTeXKalel

Remarks : The Product confirms to ND/
Ilpumeuanue: IIponykt cooTBeTcTBYET Tpeboanuam HJI

Conclusion : APPROVED /

Prepared by /
[ToprorosneHo:

Rama Kant

Checked by /
IIpoBepeHo:
Pardeep Kumar

=l =

Checked by (AQA)/
ITposepeno (AOK):
Amit Kumar

person / OpobpeHo: Obecneuenue
2o

Date /
JaTta: 28.05.2026

Date /
Jara: 28.05.2026

A
g 1
Date /

Jara: 28.05.2026

Date /

3axnwuenue: OJJOGPEHO
Approved by: Quality Assurance/Authorized
kauecTBa/OTBETCTBEHHOE JIUILIO:
&
/[%%w \Coarnirin
s )
Iara; /'/Q G/Dﬁ)/L

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




