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:+9198166 56001-02
CEPTHUOUKAT AHAJIN3A Wiwarrenys.edm

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTeop 1jiss BHYTPMBEHHOTO M BHYTPHMBILIEUHOTO BBeeHMs, 30 Mr/mi
Batch No / . V260468 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHATHTHYECKHH oTueT Ne : 890001891887 JlaTta aHa/M3a : 30.06.2026
Date of Manufacture / . 06/2026 Date of Expiry / . 05/2008
JaTta npon3BoacTBa T'oxen no
Mfg. License No. /
IpoussoacTaennas : MB/05/264 o e L : JITT-Ne(008888)-(PI-RU)
Junensust Ne Homep PY

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

Artworks of primary package approved: / MakeTbl nepBHYHOI YNaKOBKH yTBep:kaeHsbi: 17.02.2025
Artworks of intermediate package approved: / MakeTbl IpOMe:KYTOYHOIH YHaKOBKH yTBepxkaensl: 17.02.2025
Artworks of secondary package approved: / Makerbl BTOpHYHO# yIakoBkH yTBepaxaeHnsl: 09.06.2025

PL approved: / JIB yrep:xnen: 17.02.2025

Page1of 9/Crp.1u39

Ne Test / [lokazaTe/b Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / IIpospauneiii | Clear colorless to slightly yellow color
OecLBETHBII PacTBOP. solution. / Ilpo3pauHblii pacTBOp OT
O€CLBETHOT'O 10 CBETJIO-KEITOrO BETA.
2 | Identification* / UnenTudurauua*
2a | HPLC*/ BO)KX* 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 yaepkuBaHus

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

pacTBoOpa.

Ha XpoMartorpaMmme

CTaHAapTHOTO

OCHOBHOTO [@HKAa HA Xpomarorpamme | section). /  Bpemsa  yaepXuBaHus
UCIIBITYEMOTO pacTBOpa COOTBETCTBYET | OCHOBHOTO IMKa HAa XpoOMarorpamme
BpPEMEHH YJEp)KHMBaHMA OCHOBHOIO NHMKA | MCIIBITYEMOIO pacTBOpa IOTKHO

COOTBETCTBOBATH BPEMEHHU YASPKUBAHUA
OCHOBHOIO IIMKa Ha XpOMaTorpaMme
CTaHIAPTHOTO pacTBopa (pasmen
«KonuuecTBeHHOE OMpeaenecHUe»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeyanue: [Iponykr cooTBeTcTBYET TpeboBanusaM HJI 3akmwuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toaroroenexo: IMposepeno: Pardeep | IIpoeepeHo (AOK): person / Onobpeno: Obecneuenue
Pravesh Rana Kumar : Amit Kumar kauyecTBa/OTBETCTBEHHOE JIMLIO:

< c‘,."L\L—‘—'-—‘ —'/:r_ LUl KUNQQ“

/ 1

Date / Date / Date / Date / A 960 (=0 L
Hata: 30.06.2026 JaTa: 30.06.2026 Hata: 30.06.2026 | Jdara: ‘

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 Qj’:”

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

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTU®UKAT AHAJIA3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopoa® (keToponak) pacTBop A/ BHYTPUBEHHOTO M BHYTPMMBILIEUHOTO BBeeH s, 30 Mr/mi
Batch No / . V260468 Batch Quantity / . 454545 ampules /
Cepus Ne C O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHaIHTHYECKH oTueT Ne : 890001891887 Jara ananuza : 30.06.2026

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
JlaTa npoussoacTea I'onen xo

Mfg. License No. /

IponssoacTBenHas . MB/05/264 MA number: | . JITI-Ne(008888)-(PT-RU)
anuensusa Ne Howmep PY

Analysis performed according to ND / Auann3s nposexen no HJI: JIII-Ne(008888)-(PT-RU)-170225
Artworks of primary package approved: / MakeTbl nepBHYHOI YIaKOBKH yTBep:kaensni: 17.02.2025
Artworks of intermediate package approved: / MakeTs! npoMeXxXyTo4HOH ynakoBkH yTepaxaennr: 17.02.2025

Artworks of secondary package approved: / MakeTsl BTOpH4HOii ynakopku yreep:xaensni: (09.06.2025
PL approved: / JIB yreepxkaen: 17.02.2025

Page 2 of 9/ Crp.2 u3 9

Ne Test / IlokazaTenn

Results / PesyabTaThl

Specification / Hopma

2b UV- spectrophotometry™ /

Y@-cnexkmpopomomempua*

UV absorption spectra of the test solution
and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm have absorption maxima at
322 £+ 2 nm. / Y®-cniekTphbl NOMIOLIEHHUS
UCOBITYEMOTO  pacTeopa M pacTeopa
cTaHAapTHoro  ofpasla  KeTopojlaka
TpoMeTaMmuHa B o6nactu ot 200 um xo 400
HM HMEIOT MaKCUMYyMbl NOTJIOMIEHNUA [pH
32242 um.

UV absorption spectra of the test solution
and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm should have absorption
maxima at 322 + 2 nm. / Y®-criekTpbl
MOCJIONIEHUST UCIILITYEMOr0 pPacTBOpa M
pacTBopa CTaH[IapTHOTO obpasiua
KETOpOJIaKa TpOMETaMHuHa B 00JacTH OT
200 uM go 400 BHM JOOMKHBI HMMEThb
MaKCUMYMBI MIOTNOIIEHHA pu 32242 HM.

3 | Clarity/ [Ipospaunocts

The opalescence of the sample does not
exceed  opalescence of  reference
suspension I. / OnanecueHUys npenapaTta
HE NPEBBILIAET ONaleCLEHIUIO CYCIIEH3HU
cpaBHenus 1.

The opalescence of the sample should not
exceed opalescence of reference
suspension I. / OnanecueHnus npenapara
He JI0JKHA MPEBBIILATh ONANECLEHLHIO
CYCIEeH3UH CpaBHEHUA L.

4 Color / IBeTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
IMornoumenue DoymxHO ObITE He 6onee 0,20
MIpH [UTMHE BOJHBI 430 HM.
5 pH 7.1 From 6.9 t0 7.9./ 0Ot 6,9 no 7.9.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpogykT cooTBeTCTBYET Tpebobanuam HJT 3axmwoyenue: OJOBPEHO
Prepared by / Checked by / | Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarorosneHo: [Mposepeno: Pardeep | IlposepeHo (AOK): person / Onobpeno: Obecneyenue

Pravesh Rana

Kumar

Amit Kumar

kauecTBa/OTBETCTBEHHOE JTHLO:

;g\;mL;’IKUMIﬂ{L

Date /
Jara: 30.06.2026

Date /

Jara: 30.06.2026

Date /'
Jata: 30.06.2026

Date /
Jlara:

Vi)

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
CEPTU®UKAT AHAJIN3A ~  Wwww.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Ketopo:n® (keToposnak) pacTBop Ul BHYTPHBEHHOTO M BHYTPUMbILISYHOTO BBEACHMS, 30 MI/MI
Batch No / . V260468 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTHYecKui oTueT Ne : 890001891887 JlaTa anaausa : 30.06.2026
Date of Manufacture / . 06/2026 Date of Expiry / . 05/2008
JaTta npou3BoacTBa Togen 10
Mfg. License No. /
IponssoxcTrennan : MB/05/264 DL BUPHER: J : JI1-Ne(008888)-(PT™-RU)
Junensus Ne Howmep PY

Analysis performed according to ND / Anann3 nposegen o HJI: JIII-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTnl nepBuunoii ynakoBku yreepxaennt: 17.02.2025
Artworks of intermediate package approved: / MakeTs! NnpoMeKyTOYHOMH YIaKOBKH yTBepxaens:: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHYIHOH ynakoBKH yTBep:kaenbl: 09.06.2025

PL approved: / JIB yreep:xaen: 17.02.2025

Page 3 of 9/ Crp.3 u3 9

Ne Test / ITokazaTesn

Results / PesynbTathbl

Specification / Hopma

6 Particulate matter / MexaHnyeckue BKJIIOYEHUSA

6a | Visible particles /
Buaumble YacTHULIb]

Complies / CooTBETCTBYET

Should be absent. /
JIOMXHBI OTCYTCTBOBATH.

6b | Invisible particles /
HeBuaumple 4acTULbI:

i. Particles> 10 pm/ 17 not more than 6000 per ampoule; /
Yactur pasmepom > He 6osiee 6000 Ha amMmyy;
10 Mxm
ii. particles > 25 pm/ 0 not more than 600 per ampoule. /
4YacTUL pa3sMepoM > He Oonee 600 Ha ammyJy.
25 MKM
7 Impurities / llpumecu
Impurity A / IIpumecs A 0.08 % not more than 0.20 % / ne 6onee 0,20 %;
Impurity B / IIpumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / ne 6onee 0,50 %;
npenena o6HapyxeHus (I10 = 0.014 %)
Impurity C/ [Tpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 6onee 0,50 %;

npenena odoHapyxenus (I10 = 0.010 %)

Remarks : The Product confirms to ND/

IMpumeuanue: ITponykt cooTBeTcTBYST TpeboBanuam HJJ

Conclusion : APPROVED /
3aknouenue: OJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IoarorosneHo: Ilposepeno: Pardeep | [IpoepeHo (AOK): person / Onobpeno: ObecneueHue
Pravesh Rana Kumar Amit Kumar KauecTBa/OTBETCTBEHHOE JINLLO:
> . /\_4 QuRiL Qur
e aind "
Date / Date / Date/ Date / =t é ~0 L&
Hara: 30.06.2026 Jara: 30.06.2026 Jata: 30.06.2026 Jara: QO/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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘g"

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

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

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02
CEPTU®UKAT AHAJIM3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Kertopon® (keroponak) pacTsop s BHYTPUBEHHOTO H BHYTPHMbILIEYHOTO BBEACHHS, 30 MI/MJI
Batch No / . V260468 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /
AnanuTHdecknii oruyer Ne : 890001891887 JlaTa anasuza : 30.06.2026
Date of Manufacture / . 06/2026 Date of Expiry / . 05/2008
JlaTa npon3BoacTBa Topen xo
Mfg. License No. /
Ipomssoncrrentas : MB/05/264 o muthiery 4 : JIT-No(008888)-(PT-RU)
JuneHsus Ne Howmep PY

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

Artworks of primary package approved: / MakeTsl NepBHYHOI ynakoBKH yTBepxaeHbs: 17.02.2025
Artworks of intermediate package approved: / MakeTs! IpoMeXKyTOYHOM YNAKOBKH yTBepxaensl: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpH4YHOH ynakoBKH yTBepxkaenbl: 09.06.2025

PL approved: / JIB yreep:aen: 17.02.2025

Page4 of 9/ Crp. 4 u3 9
Ne | Test / [Toka3aTenb Results / PesynbTaThl Specification / Hopma
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / Huxe not more than 0.20 % / ne Gonee 0,20 %.

npenena obHapyxenus (I10 = 0.014 %)

Individual unidentified
impurity / EAuHu4Has
HeuJeHTH(ULHUPOBaHHAs
MIPUMECH

Below LOQ (LOQ = 0.050 %) / Huxe
npefesia KoMYeCTBEHHOTO OTpe/iesIeHHA
(ITKO = 0.050 %)

Not more than 0.20 % / He 6onee 0,20 %.

Total impurities / Cymma
TpUMecei

0.1%

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

8 Extractable volume* /
H3BaexaemMblii 00bemM*

10.2 ml/ 10,2 Mn

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

He menee 10,0 mn (06pem, u3MepeHHbIH
Ha OCHOBaHHHU 00HETHHEHHOTO
cogepxumoro 10 ammyun).

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of Ketorolac
BakrepuaabHble <=0.725 ED/mr Trometamol. / He OGonee 5,8 ED/mr
IH/I0TOKCHHBI KETOpoJiaka TpOMeTaMoa.

10 | Sterility**/ NA Must be sterile. / JlomkeH GbITb
CrepuabHOCTL** CTEPUJILHBIM.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpooykT cooTBETCTBYET TpeHoranmsim HJI 3akawuyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IloarorosneHo: [Tposepeno: Pardeep | IIposepeno (AOK): person / OnobpeHo: Obecneuenue
Pravesh Rana Kumar Amit Kumar KauecTBa/OTBETCTBEHHOE JIMLO:

) GI——:‘ = Ui L KXo A

L

Date / Date / Date/ Date / = Q ‘O’O ¢- <0Lé
JHata: 30.06.2026 Hara: 30.06.2026 Hata: 30.06.2026 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: L85195AP1984PLC004507
www.drreddys.com
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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

www.drreddys.com

CEPTU®UKAT AHAJIM3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: Ketopon® (keToposnak) pacTBOp [Uisi BHYTPUBEHHOTO M BHYTPUMBILICUHOrO BBeAEHHs, 30 MI/MJT
Batch No / . V260468 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTHYecKHi oT4eT No : 890001891887 Jara ananuza : 30.06.2026
Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
JMarta nponsBoacrsa Topgen go
Mfg. License No. /
HponssoxcTennas : MB/05/264 B BN : JITT-No(008888)-(PI-RU)
Jinuen3ust Ne Homep PY

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

Artworks of primary package approved: / MakeThl nepBHYHOH ynakoBKH yTBep:kaeHbl: 17.02.2025
Artworks of intermediate package approved: / MakeTsl HpOMeXKyTO4HOM YyIAaKOBKH yTBepxkaeHnsl: 17.02.2025
Artworks of secondary package approved: / MakeThsl BTOpHYHO#H yIakoBKH yTBepaxaeHbt: 09.06.2025

PL approved: / JIB yreep:xaen: 17.02.2025

Page 5 of 9/ Crp. 5u3 9

No Test / Iloka3aresnn

Results / PesynbTathl

Specification / Hopma

11 | Assay/ KonnuecTBeHHoe

olnpeae/ieHue

30.39 mg /30,39 mr

From 27.0 mg to 33.0 mg of Ketorolac
Trometamol per 1 mL. / Or 27,0 mr po
33,0 Mr KeTopoJiaka TpOMETaMoJ1a B 1 mMi.

12 Ethanol content

/ Dranon

12.06 %

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/
IIpumeyanue: [Ipoaykt cooTreTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akmwoyenune: OJOBPEHO

Prepared by /
ITonrorosneHo:
Pravesh Rana

{

Checked by /
[TpoBepeHo: Pardeep
Kumar Cj-’_

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

Approved by: Quality Assurance/Authorized
person / Ono6peno: ObecneueHne
xauecTBa/OTBETCTBEHHOE JIULIO:

Wl Rumpr
£ A

Date /
Hara: 30.06.2026

Date /

Hata: 30.06.2026

Amit Kumar
Date /

Jlata: 30.06.2026

Date /
Jara:

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

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ‘g‘.

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
Ipoaykr: Ketopon® (ketoposiak) pacTBop Ajiss BHYTPMBEHHOTO ¥ BHYTPHUMBIUIEYHOTO BBEAEHHs, 30 Mr/mit
Batch No / . V260468 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6nem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AnanuTayeckuii oryer Ne : 890001891887 Jara ananusa : 30.06.2026

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
JlaTa npon3BOACTBA I'ogen xo

Mfg. License No. /

IponssoxcTBennas . MB/05/264 B4 number; | . JITI-No(008888)-(PT-RU)
Junenszus Ne Homep PY

| Analysis performed according to ND / Auasnu3 nposeaen no HJI: JITT-Ne(008888)-(PT'-RU)-170225

Artworks of primary package approved: / MakeThbl NepBHYHOI YNIAKOBKHU yTBep:kAeHbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl NpOMeKyTO4YHOH yNIaKOBKH yTRepaxaensnl: 17.02.2025
Artworks of secondary package approved: / MakeTsl BTOpHYHOH ynakoBKH yTrBepxaennr: 09.06.2025

PL approved: / JIB yrBepaxaen: 17.02.2025

Page 6 of 9/ Crp. 6 u3 9

Ne

Test / Iloka3zaTesb

Results / PesynbTaThl

Specification / Hopma

13

Package description /
Onucanne ynakoBKH

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 mMn B aMIyJiel U3 CBETO3ALIMTHOTO
CTeKIa TEeMHO-KOPHYHEBOTO IBETA KJlacca
]. B BepxHel 4acTH aMnysbl HaHECEHEI
KOJIBLIO U TOYKa A7 pasnoma. Ha ammyny
HAKJIEUBAIOT STHKETKY.

I[To 10 ammyn BMecTe C JIMCTKOM-
BknagsiieM B [IBX/antoMuHHEBbIH
onuctep. Ilo 106muctepy 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 Ilabel 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 aMIlysibl U3 CBETO3ALIUTHOIO
CTEKJIa TEMHO-KOPUYHEBOTO I[BETA KJIacca
I. B BepxHel HacTH aMIlynbl HaHECEHBI
KOJIBLIO U TOYKa [Uisl pa3noma. Ha amnyny
HaKJIEMBAIOT STHKETKY.

Ilo 10 aMmyn BMecTe € JIMCTKOM-
BinageimeM B [IBX/amomumuessiit
Oonuctep. Ilo 1 6auctepy B mauky
KapTOHHY10; O/11 cmayuoxapos: 1o 2, 3, 5
0JUCTEPOB B MAYKY KapTOHHYIO.

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

Ipumeyanne: TIpoayKT COOTBETCTBYET TpeboBaHusm HJI 3akawuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[ToaroToBneHo: [Mposepeno: Pardeep | [IposepeHo (AOK): person / Opobpeno: Obecneyenue

Pravesh Rana {/ Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIULLO;

Date / Date / Date/ ' Date / ':(:y D,oéfouﬁ/é

Hara: 30.06.2026 Jata: 30.06.2026 Jata: 30.06.2026 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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “’:‘

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

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

CERTIFICATE OF ANALYSIS  7e!: +91 98166 56001-02
CEPTH®UKAT AHAJIM3A B esletys.com

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

IIpoaykr: Keropon® (keToponak) pacTBop A1 BHYTPUBEHHOTO ¥ BHYTPHMBILIEUHOTO BBeAeH s, 30 Mr/mil
Batch No / . V260468 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6Bem cepun 454545 amnyn
Analytical Report No / Date of Analysis /

AnamutHyeckuii otuer Ne : 890001891887 JarTa ananusa : 30.06.2026

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
JaTa npousBojcTBa T'ogen go

Mfg. License No. /

TNpoussoacTBenHan : MB/05/264 M muenbers : JIM-Ne(008888)-(PT-RU
Junenzus Ne Howmep PY . H )

Analysis performed according to ND / Anasus nposexen nmo HJI: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTbl nepBH4YHOl ynakoBKH yrBepxkaensi: 17.02.2025
Artworks of intermediate package approved: / MakeTsl mpoMeKyTO4HOIi yNaKoBKH yTBepKkaeHbl: 17.02.2025
Artworks of secondary package approved: / Makersl BTopH4HOH yNakoBKH yTBepaxaennt: 09.06.2025

PL approved: / JIB yreep:xaen: 17.02.2025
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Ne Test / [TokazaTenn Results / PesyabTaThl Specification / Hopma
14 | Labeling / MapkupoBka Complies / CooTBeTCTBYET In accordance with section 1.3.2 of
module 1 of the registration dossier. / B
COOTBETCTBUM C pazaenom 1.3.2 moayns 1
PEerucTPaLHOHHOTO JOChHE.
15 | Storage conditions / In a place protected from light at a temperature below 25 ° C.
YcoBus XpaHeHus Do not freeze. / B 3aiuiieHHOM 0T cBeTa MecTe IIpH TeMnepatype He Bbiie 25 °C. He
3aMOpa’KHBaTh.
16 | Shelf-life (storage period) / 2 years. / 2 rofia.
Cpox roaoHocTtu (cpok
XpaHeHus)

* Tests are not performed during the stability investigation. / * HMcnblTaHUS HE NPOBOJAT B XOJE WCCIEAOBaHHS

CTaOMIIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** Ilpu Beimycke npenapata KOHTPOJIb
KauecTBa 110 10Ka3aTeso POBOAUTCA I Kaaoi 15-0i cepun.

API name / Haumenopanune A®C:

Ketorolac Trometamol / Ketoponaka Tpometamot

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu npouseogurensa A®C:

2KTM(VL)0200226

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJL 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[TonrorosneHo: [Tpoeepeno: Pardeep | Ilposepeno (AOK): person / Opo6peHo: Obecrnieuenne
Pravesh Rana Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIUIIO:
Qﬁ—ﬂ 7i~/, Sumie RKumpar
LA .
Date / Date / Date/ ' Date / e DLO 6 /_Lo’)/é
Jara: 30.06.2026 Hara: 30.06.2026 Hata: 30.06.2026 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: L85195AP1984PLCO04507
www.drreddys.com




‘.. Dr. Reddy's Laboratories Ltd.

t/ 0 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
CEPTUDOHUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pacTBOp /Ui BHYTPHBEHHOTO ¥ BHYTPUMBILIEUHOTO BBEACHHS, 30 Mr/mMi
Batch No / . V260468 Batch Quantity / . 454545 ampules /
Cepusi Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHaJIHTHYECKHH oTdeT No : 890001891887 JlaTa ananausa : 30.06.2026

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
Jara npousBojcTBa I'osen go

Mfg. License No. /

HponssoncTaennas : MB/05/264 byt : JIT-Ne(008888)-(PT-RU)
aunenzas Ne Homep PY

Analysis performed according to ND / Auanm3 npoeeaen mo H/I: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / Makersl nepBHYHOI YyIAKOBKH yTBepxaeHsl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl NpoMe:XyTO4HO#l YNaKoBKH yTBepskaenbr: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpH4HO# ynakoBku yTBepsxaensnl: 09.06.2025

PL approved: / JIB yreepxaen: 17.02.2025
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FP Manufacturer API Batch number /

Homep cepuu cy6cTaHUMM NPOU3BOAUTEIS FETA00178

TJ®:

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

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

Medchal-Malkajgiri District- 500 055, Telangana State, India /
Caiimen JIabc JInmuren, [Ipoussoacteennoe noapasnenenue 11, Yuactox Ne
25/B, ®@aza III, U.J1.A., Jxeeaumerna (Buinamxk), Kyroynnanyp (Manpgan),

Menuan - Mankamxrupu (Juctpukr) - 500 055, Tenanrada, Muaus

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

HaumeHoBaHue, agpec, JIUIEH3Ns A5
IIpousBoacTBenHas miomanka / Inomanka
KOHTpoJis kavyecTBa / [lnowmaaka Bpinycka

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 JlabopaTtopuc JIta., Unnus, [ponssoncteeHHoe noapasaeneHue-o,
Bun. Kxons, Hanarapx Poyn, Baanu, Juctpukr Conan, X.I1., 173205, Unaus
(nuuensus 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 /
ITpumeyanne: [Tpoaykr coorsercrsyet Tpebosannam HJI 3akmouenne: O1OBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toaroroenexo: [Tpoeepeno: Pardeep | Ilpoeepeno (AOK): person / Opo6peno: Obecneyenue
Pravesh Rana Kumar 3 Amit Kumar kauecTsa/OTBETCTBEHHOE JIHILO:

Z QL_- —A um L RumpaK_

- — A st

Date / Date / Date/ ' Date / FE {IO =0 6 PUES
Jlata: 30.06.2026 Jara: 30.06.2026 Jata: 30.06.2026 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: L85195AP1984PLC004507
www.drreddys.com



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
www.drreddys.com

Dr.Reddy’s “‘.%

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

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

IpoaykT: Keropon™ (keToponak) pactsop /uis BHYTPUBEHHOTO H BHYTPUMbIILEUHOTO BBEJICHHS, 30 MI/MI
Batch No / . V260468 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AnamTHuyeckui oTyer Ne : 890001891887 Jlara ananusza : 30.06.2026

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028
Jlara npou3sBojcTBa Iogen g0

Mfg. License No. /

Hpoussoncrsenas : MB/05/264 e I : JTN-Ne(008888)-(PT-RU

JuneHsust Ne Howmep PY B H )

Analysis performed according to ND / Ananus nposegen no H/I;: JITI-Ne(008888)-(PT'-RU)-170225

Artworks of primary package approved: / MakeTh! NepBHYHOI yNaKoBKH yTBepsaennl: 17.02.2025
Artworks of intermediate package approved: / MakeTb! NpoMeXKyTOYHON YIAKOBKH yTBepxaeHsbl: 17.02.2025
Artworks of secondary package approved: / MakeTsl BTOpH4HO#i ynakoBKkH yrBepxkaenbi: 09.06.2025

PL approved: / JIB yrepaxaen: 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 coorBercTBUM: «HacToALMM # MOATBEPIK/IAID, YTO NpUBEJCHHas Bbillle WHpOpPMauUUs sBaSETCS
JOCTOBEPHOM M TOYHON. DTa cepus NPOAYKLMHM NPou3BeeHa (BIUTIOYAs YNakoBKY (MapKUPOBKY) U KOHTPOJIb Ka4€CTBA)
Ha BbILIEYKA3aHHOH MPOM3BOACTBEHHOH IUloaAKe (MUIOAAKax) B MOJHOM COOTBETCTBHM ¢ TpebGoBannsmu [Ipasun
HajuTeXalle nNpousBoACTBEHHON npakTHku Eppazuiickoro skoHomuueckoro cotosa (Ne GMP/EAEU/RU/02329-2025
ot 19 cenrsbps 2025 r.) ¥ TpeGOBaHMAMH KOHTPOJIS KayecTBa JIEKapCTBEHHbIX CPEJCTB, @ TAKXKE B COOTBETCTBHH CO
criel(PUKALMAMY, COAEPHKALIHMHCS B PErMCTPALIMOHHOM JOChe CTPaHbI-UMMOpTEepa. 3amucu MO MPOU3BOACTBY,
yNakoBKe M aHaju3y IpOBEepPeHbl, M YCTAHOBJIECHO MX COOTBeTcTBHe TpeboranusM [lpasun Hamnexaten
NPOM3BOACTBEHHOM MpakTUKK EBpazuiickoro SKOHOMHYECKOro COO3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [lpoaykt cootBeTcTBYET TpeboBanuam HJL 3akmoyenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarorosnexo: [Tposepeno: Pardeep | Iposepeno (AOK): person / OnobpeHo: ObecrieueHue
Pravesh Rana Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLIO A
—A Lual RuARI
— —

P I -
Date / Date / Date/ ' Date / —_— f:lofo%\ /K(/L(;
Jlara: 30.06.2026 Jara: 30.06.2026 Jara: 30.06.2026 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: L85195AP1984PLC004507
www.drreddys.com






