Dr.Reddy’s “g‘

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

CEPTUO®HUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (ketoponak) pacTBop /i BHYTPUBEHHOTO H BHYTPUMBIWIEHHOro BBeAeHHUs, 30 Mr/ma
Batch No / . V260345 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6beM cepHu " 454545 amnyn
Analytical Report No / Date of Analysis / E
Ananurudeckuii oryer Ne : 890001881713 JlaTa anaju3a : 14.05.2026
Date of Manufacture / . 04/2026 Date of Expiry/ . 03/2028
JlaTa mpou3BoacTBa T'oaen o
Mfg. License No. /
TponsBoncTBeRHAs . MB/05/264 MLA nunber: : JITT-Ne(008888)-(PI*-RU)
aunen3ust Ne Homep PY '

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

Artworks of primary package approved: / MakeTsl nepBHYHOIMi yNaKOBKH yTBepxkaeHsbl: 17,02.2025
Artworks of intermediate package approved: / MakeTsl npoMe:KyTOYHOI YNAaKOBKHU yTBepaxaeHbr: 17.02.2025
Artworks of secondary package approved: / Makerbl BTOpMYHOH ynakoBku yTeepax/aensr: 09.06.2025

PL approved: / JIB yreepxkaen: 17.02.2025

7Pageiof9/CTp.1n39

Ne Test / IlokazaTens Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / Ilpo3paunsiii | Clear colorless to slightly yellow color
OecuBeTHBII pacTBoOD. solution. / TIlpo3spauHbléi pacTBOp OT
6CCLIBCTHOFO J0 CBETJIO-KEJITOIO 11BETA.
2 | Identification* / UnenTudpnkannsa*
2a | HPLC*/B3)XX* 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. / Bpemst ynep>xuBaHHA
OCHOBHOTO TMHKa Ha XpOMaTrorpaMme
HCIIBITYEMOT'O PacTBOpa COOTBETCTBYET
BPEMEHU YJIEP)KUBAHKMSA OCHOBHOIO MHKa
Ha Xpomarorpamme CTaHOAPTHOTO
pacTBopa.

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

section). / Bpems  ynepxuBaHus
OCHOBHOTO TIIMKa Ha XpoMaTorpamme
UCTIBITYEMOTO pacTeopa JOJIKHO

COOTBETCTBOBATb BPEMEHH YJepXKHUBaHUS
OCHOBHOI'O IIMKa Ha XpoMarorpamme
CTaHIAapTHOTO pacTBopa (pasznen
«KoanuecTBEHHOE ONPEASICHUEY).

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

ITpumeuanue: IIpoaykT cooTBeTcTBYET TpebopaHuam HJL 3akmouenue: OJOBPEHO

Prepared by / | Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Iloarorosnexo: [TposepeHo: Ipogepeno (AOK): person / OnobpeHo: ObecneueHue ‘
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JTMLO: @ﬂ (u QM
Date / Date / Date / - Date / W

Jata: 15.05.2026 Jlata: 15.05.2026 Hata: 15.05.2026 Jara: (\\l\//{/ W oohs

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: L85195AP1984PLCO0O4A507

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 AHAJIU3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keroposnak) pacTBop [jist BEYTPUBEHHOTO U BHYTPUMBILLIEYHOrO BBeCHH, 30 Mr/ma
Batch No / . V260345 Batch Quantity / . 454545 ampules /
Cepust Ne ) O06bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AnaauTHyeckuii oTuer Ne : 890001881713 Jara anajiu3a : 14.05.2026

Date of Manufacture / . 04/2026 Date of Expiry/ . 03/2028
Jarta npounsBoacTBa T'ogen xo

Mfg. License No. /

HponseoacTaentas : MB/05/264 MA number: / : JI-Ne(008888)-(PT-RU)
JHueH3us Ne Homep PY

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

Artworks of primary package approved: / Makersl nepBH4YHOIl yIaKOBKH yTBepakaeHbI: 17.02.2025
Artworks of intermediate package approved: / MakeTbl npoMexyTo4HOH ynakoBKH yTBepxaensni: 17.02.2025
Artworks of secondary package approved: / MakeTbl Bropu4HOH ynakoBku yreepxkaensi: 09.06.2025

PL approved: / JIB yreepxxaen: 17.02.2025

Page 2 of 9/ Crp.2 3 9

Ne Test / ITokazaTesb Results / PesynbTaThl Specification / Hopma
2b UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
V-cnexmpodomonempus* and the solution of the? sta}ndard sample of | and the solution of thg stgndard 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. / V®-cnekrps! nomiouleHka | maxima at 322 + 2 nm. / YO-cEKTpHI
UCTILITYEMOTO  pacTBOpa M PacTBOpa | MONIOLIEHHMS MCHBITYEMOro pacTBopa U
CTaHJapTHoro  ofpaslia  KETOpoJlaKka | pactsopa CTaHIapTHOTO obpasua
TpomeTamMuHa B 061acTh ot 200 HM 10 400 | keToponaka TpoMeTamHHa B 00JacTH OT
HM HMEIOT MakCHUMyMBbI morjoiieHus npu | 200 HM go 400 HM JOOJKHBI HMMETh
322+2 HMm. MaKCUMYMbl DOTNIOIIEHUS IpH 32242 HM.
3 Clarity / IIpo3payHocTh The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of  reference | exceed opalescence of reference
suspension 1. / OnanecueHuus npemnapata | suspension I. / OnanecueHuus npenapara
HE TIPEBBILIACT OMANIECUEHLHIO CYCTIEH3UH | HE JOJDKHA NMPEBBIUATH ONAIECLEHIUI0
cpaBHeHHUA 1. CYCNEeH3MHU cpaBHEHUs L.
4 Color / lIgeTHOCTb 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
Iornomenne noMKHO ObITE He Gostee 0,20
NpH 1yIHHE BOJNHB! 430 HM.
5 pH 7.2 From 6.9t07.9./016,9 no79.

Remarks : The Product confirms to ND/
Mpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuaM HJT

Conclusion : APPROVED /
3akarwuenue: OJJOEPEHO

Prepared by / Checked by /
IToarotoBnexo: [TposepeHo:
Ashish Kumar Pravesh Rana [/

Ho-

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

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecneuenue
kauecTsa/OTBETCTBEHHOE JIMIO: S}l | WAM )

Date /
Jara: 15.05.2026

Date /

Jara: 15.05.2026

SR

JHara: 15.05.2026

Date /
Iara:

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, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keToposiak) pacTBop /11 BHYTPHBEHHOTO M BHYTPHUMbILIEYHOTO BBEIEHHS, 30 MI/MIT
Batch No / . V260345 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun * 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYeCKHI oTueT Ne : 890001881713 JlaTa ananmsa : 14.05.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npon3BoacTBa T'oaen o

Mfg. License No. /

Iponseoncraennas : MB/05/264 M numbiers : JIT-Ne(008888)-(PT-RU)
auuenzus Ne Howmep PY

Analysis performed according to ND / Anasus nposeaen no HJI: JITI-Ne(008888)-(PT-RU)-170225
Artworks of primary package approved: / MakeTs! nepBH4YHOI YNIaKoBKH yTBepsaensl: 17.02.2025
Artworks of intermediate package approved: / MakeTb! IpoMeKyTOYHOH yNIaKOBKH yTBep:kaeHb1: 17.02.2025

Artworks of secondary package approved: / Maketbl BTOpUYHOil ynakoBkM yTBep:kaensl: 19.06.2025
PL approved: / JIB yreep:xaen: 17.02.2025

Page30f9/Crp.3u39

Ne Test / Iloka3aTeib

Results / PesyasTaTtsi

Specification / Hopma

6 Particulate matter / Mexannuyeckue BK/IIOUYEHMS

6a | Visible particles /
Bunumbie 4acTHLBI

Complies / COOTBETCTBYET

Should be absent. /
JIOJXXHBI OTCYTCTBOBATD.

6b | Invisible particles /
HeBuanuMbie YaCTHLIBL:

i. Particles> 10 um/ 19 not more than 6000 per ampoule; /
Yactui pazmepoM > He 6onee 6000 Ha amnyny;
10 MKM ‘

ii. particles > 25 um/ | 00 not more than 600 per ampoule. /
YaCTHI] pa3MepoM > He Oonee 600 Ha ammyy.
25 MKM

7 Impurities / IIpumecn

Impurity A / IIpumecs A 0.10 % not more than 0.20 % / ne 6onee 0,20 %;

Impurity B / [Tpumecs B Not detected / He o6Hapyxena not more than 0.50 % / He 6onee 0,50 %;

Impurity C / IIpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / e Gonee 0,50 %;

npenena o6HapyxeHus (I10 = 0.010 %)
Impurity D / [Ipumecs D Not detected / He o6HapyxeHa not more than 0.20 % / He 6onee 0,20 %.

Remarks : The Product confirms to ND/

IIpumeuanue: IIponykT cooTBeTcTBYET Tpebosanusam HJT

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by / Checked by /
[ToarorosneHo: [TpoBepeHo:
Ashish Kumar Pravesh Rana’

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

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecneuenve
KauecTBa/OTBETCTBEHHOE JIUIO: (gn v A—U ,

&

Py
Date /

Hara: 15.05.2026

Date /

Jara: 15.05.2026

-\
Date /

Jara: 15.05.2026

Date /
JlaTa:

N o

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

s

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 ":'.

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
CEPTUOHNKAT AHAJIN3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keToponak) pacTBop As BHYTPUBEHHOTO M BHYTPUMBIILEYHOrO BBEACHHUS, 30 MI/mMn
Batch No / . V260345 Batch Quantity / . 454545 ampules /
Cepus Ne ) - O6bem cepun * 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYeckHii oTyeT No : 890001881713 Hdara ananuza : 14.05.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoACTBA I'onen 1o

Mfg. License No. /

HpoussoxcTaennas : MB/05/264 s : JI1-No(008888)-(P[-RU)
JuueH3ns Ne Howmep PY

Analysis performed according to ND / Anann3 nposegen nmo HJI: JIII-Ne(008888)-(PI'-RU)-170225
Artworks of primary package approved: / MakeTs! nepBH4HON yNakoBKH yTBepxkaenbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl NpoMexXyTOUHOI YIaKOBKH yTBepxaAeHbr: 17.02.2025

Artworks of secondary package approved: / MakeTbl Bropu4yHoif ynakoBkH yreep:xaenst: (09.06.2025
PL approved: / JIB yrBepxaen: 17.02.2025

Page40of9/Crp.41u39

Ne Test / [TokazaTenb Results / PesyabTaTh! Specification / Hopma
Individual unidentified Below LOQ (LOQ = 0.050 %) / Huxe Not more than 0.20 % / He 6onee 0,20 %.
impurity / EnusimHas npeJesna KOJMMUECTBEHHOTO OIIPENEIICHNA
HeUJIeHTU(DULIUPOBAHHAS (TITKO = 0.050 %)
npuMech
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.
npuMecen i

8 Extractable volume?* / 10.1 ml/ 10,1 mn Not less than 10.0 ml (collectively
Hseiekaemplii 06bem™ measured volume of 10 ampoules). /

He menee 10,0 mn (06beM, H3MEPEHHBIH
Ha OCHOBaHUN 00BEAUHEHHOTO
conepxumoro 10 ammyn).

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of Ketorolac
BakTtepuanbHble <=(.725 E3/mr Trometamol. / He ©6onee 5,8 E3/mr
IH/0TOKCHHBI KETOpOJIaKa TPOMEeTaMoJIa.

10 | Sterility**/ NA Must be sterile. / JlomkeH ObITh
CrepuiabHoOCTL** CTCPWIbHBIM.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoayKT cOOTBETCTBYET TpeboBanusm HJI 3akaouenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IlonroroBaeHo: ITposepeHo: ITposepeno (AOK): person / Opno6peHo: ObecneyeHue
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava kauectsa/OtBeTcTBeHHOE IO Y [ Y B I\j /
/ //_ . ,./L,
Date / Date / Date / Date / L AN () L
[ara: 15.05.2026 Jata: 15.05.2026 Hara: 15.05.2026 Hata: W A)D o W
T A ) -
/’

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 : 491 98166 56001-02

CEPTUOUKAT AHAJIM3A www.drreddys.com

Product ; / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTsop jUlsi BHYTPUBEHHOIO M BHYTPHMBILIEYHOTO BBeAeH s, 30 MI/M
Batch No / . V260345 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHajmmTHYecKHi oTyeT No : 890001881713 Jara aHa/n3a : 14.05.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3Bo/ICTBA Topen no

Mfg. License No. /

TponssoacTeentas : MB/05/264 M.A numbers / : JII-Ne(008888)-(PT-RU)
Junensus Ne Homep PY

Analysis performed according to ND / Ananu3z nposeaen no HJ[: JITI-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTbl nepBHYHOIi ynakoBKH yTBepxaennt: 17.02.2025
Artworks of intermediate package approved: / MakeTsl mpoMeKyTO4YHOIi YIaKOBKH yTBepsKaenbl: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpH4YHOMH yHaKoBKH yrBep:kaensi: 09.06.2025

PL approved: / JIB yrBep:kaen: 17.02.2025

PageS5Sof9/Crp.5u3 9

Ne Test / Iloka3aTenb

Results / PesyabTaThl

Specification / Hopma

11 | Assay/ KosaunuecTBeHHOE
onpeaesieHHue

29.78 mg/ 29,78 mMr

From 27.0 mg to 33.0 mg of Ketorolac
Trometamol per 1 mL. / Ot 27,0 Mr g0
33,0 Mr keTopoJsiaka TpoMeTaMoia B 1 M.

12 Ethanol content / 3TaHona

12.00 %

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/

IMpumeyanne: [Tpoaykt cooTBeTCTBYET TpeboBanusimM HJI

Conclusion : APPROVED /
3akaouenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoaroTosieHo: [IpoBepeHo: IMposepeno (AOK): person / Ono6peHo: OGecneueHne
Ashish Kumar Pravesh Rana cf/ Ajay Kumar Srivastava kauectsa/OTBeTCTBEHHOE NH0: S/ Vapl /'
@2‘/‘\ & %J_, N 0
Date / Date / Date / Date / ( X}/\/“’T
Jarta: 15.05.2026 Hara: 15.05.2026 Hara: 15.05.2026 JlaTa: JC/@ 5 Z/(-,
[

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

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

CEPTUOUKAT AHAJIN3A www.drreddys.com
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTBop it BHYTPUBEHHOTO M BHYTPHMBILIEUHOTO BBeleHHs, 30 Mr/mi
Batch No / . V260345 Batch Quantity / . 454545 ampules /
Cepns Ne ) Ob6bem cepnn " 454545 amnyn
Analytical Report No / Date of Analysis /
AHaNHTHYECKHUI oTUeT Ne : 890001881713 JaTa aHanusa : 14.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JaTa npou3BoACTBA I'onen no
Mfg. License No. /
Ipoussonctbentas : MB/05/264 ke : JIT-Ne(008888)-(PT-RU)
Jnenzust Ne Homep PY

Analysis performed according to ND / Auanu3 nposeaen no HJI: JITI-Ne(008888)-(PT-RU)-170225

Artworks of primary package approved: / MakeTb! nepBHYHON YNIaKOBKH yTBepxaennl: 17.02.2025
Artworks of intermediate package approved: / MakeTs! npoMexXyToYHOH ynakoBKH yTBepxKIeHbI: 17.02.2025
Artworks of secondary package approved: / MakeTsl Bropu4yHO# ynakoBKH yrBepxkaensni: 09.06.2025

PL approved: / JIB yreepxaen: 17.02.2025

Page 6 of 9/ Crp. 6 n3 9

Ne Test / IlokazaTenn

Results / PesyabTaTsl

Specification / Hopma

13 Package description /

OnucaHune YIlakoBKH

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. /

[To 1 M1 B amITy”nibBl U3 CBETO3AILHMTHOTO
CTEKJIa TEMHO-KOPHYHEBOTO 1BETA KJlacca
I. B BepxHeil 4yacTd aMmyJsibl HAHECEHBI
KOJIBLIO ¥ TOYKa A5 pasioMa. Ha ammyny
HaKJIEUBAIOT STHKETKY.

ITo 10 aMmmyn BMecCTe C JIMCTKOM-
BilaapimeM B [IBX/amoMuHUEBBIH
6mucrep. Ilo 16muctepy B nauky
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
Sacilities: 2, 3, 5 blisters in a carton pack.
/

[To 1 Mn B aMnynbl 43 CBETO3AIUTHOTO
CTEKJIa TEMHO-KOPHYHEROTO L{BETa Kjlacca
I. B BepxHel 9acTu aMITyNbl HaHECEeHSI
KOJIbLIO M TOYKa 1Jis pasjioma. Ha amnyny
HaKJIEHBAIOT ITHKETKY.

Ilo 10 amnyn BMecTe C JIHUCTKOM-
BiagpiieM B [IBX/anoMuHueBbIH
6nucrep. Ilo 1 Onmcrepy B mauky

KapTOHHYIO; 01 cmayuonapoe: 10 2, 3, 5
0JIMCTEPOB B MAUKy KapTOHHYIO.

Remarks : The Product confirms to ND/

Ilpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
3aknwyenue: OJJOBPEHO

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

IToaroTtosneHo: IIposepeno: IIpoeepeno (AOK): person / Onobpeno: ObecneueHie

Ashish Kumar Pravesh Rana / Ajay Kumar Srivastava kauecTBa/OTBETCTBEHHOE JIHLIO: g)[ 11V X}U,
A iy /)

Date / Date / Date / Date / LM/L/ T ,g‘)

Jlarta: 15.05.2026 Jara: 15.05.2026 Jara: 15.05.2026 Jara: 2 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 ":‘.

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

CEPTUOHUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keToponak) pacTBoOp /s BHYTPUBEHHOTO W BHYTPHUMBILIEYHOTO BBeIeHUs, 30 Mr/MI
Batch No / . V260345 Batch Quantity / . 454545 ampules /
Cepusi Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHajMTHYeCKHH oTueT No : 890001881713 Jarta ananuza : 14.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
Jarta npon3BoacTea TI'open go
Mfg. License No. /

MA number: /

Ilpounssoacreennas : MB/05/264
nunensug Ne

Homep PY : JITT-Ne(008888)-(PI'-RU)

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

Artworks of primary package approved: / MakeTbl nepBHYHOi YIaKOBKH yTBepxkaeHbI: 17.02.2025
Artworks of intermediate package approved: / MakeTsl npoMe:KyToYHO# ynakoBku yrBep:aennt: 17.02.2025
Artworks of secondary package approved: / MakeTsl BTOpHYHOH YNaKOBKH yTBepkaeHbl: 09.06.2025

PL approved: / JIB yreepxnen: 17.02.2025
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Ne Test / IlokazaTens Results / PesynbTaThl Specification / Hopma
14 | Labeling / MapkupoBka Complies / CooTBeTCTBYET In accordance with section 1.3.2 of

module 1 of the registration dossier. / B
COOTBETCTBUH C pasaesioM 1.3.2 mozyns 1
PErMCTPALIIOHHOIO JOCKE.

15 | Storage conditions / In a place protected from light at a temperature below 25 ° C.
YenoBusi XpaHEHHd Do not freeze. / B 3amuinesHOM OT CBeTa MecTe NpH Temnepatype He Bbime 25 °C. He
3aMOpaXXHBATh.

16 | Shelf-life (storage period) / 2 years. / 2 ropa.
Cpok rogHocTH (CpoK
XpaHeHHus)

* Tests are not performed during the stability investigation. / * McreiTaHusl HE NPOBOIAT B XOJE HCCICIOBAHHSA

CTaOHILHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [Ipu Brinmycke npenaparta KOHTPOJIb
KayecTBa I10 TIOKAa3aTeNo MPOBOAUTCA )18 Kax0# 15-oif cepun.

API name / HaumenoBanue A®C:

Ketorolac Trometamol / KeToponaka tpomeramon

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npoussoauress ADC:

2KTMO0130226

Remarks : The Product confirms to ND/
IIpnmeuanue: IIpoaykt cooTBeTcTBYET TpeboBannam HJL

Conclusion : APPROVED /
3axmwuyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoaroropneHo: [TpoBepeHo: ITposepeno (AOK): person / Onobpeno: ObecneyeHne

Ashish Kumar Pravesh Rana Ajay Kumar Srivastava ka4ecTBa/OTBETCTBEHHOE JIULLO: NV AU ’
Date / Date / Date / Date /

Jara: 15.05.2026 Jara: 15.05.2026 Tara: 15.05.2026 Jlata: A 0k

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

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

Dr.Reddy’s Q’:‘.

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
Ipoayxr: Ketopon® (keToposiak) pacTBOp [is BHYTPUBEHHOTO U BHYTPUMBIILIEYHOTO BBEAEHHUS, 30 MIr/mMa
Batch No / . V260345 Batch Quantity / . 454545 ampules /
Cepus Ne ) O61bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTHYeCKHH oT4eT Ne : 890001881713 JaTa ananauza : 14.05.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
Jara npounsBoacTea Tomen no
Mfg. License No. /
Iponssoncreentan : MB/05/264 e : JIIT-Ne(008888)-(PT™-RU)
JuneH3us Ne Homep PY

Analysis performed according to ND / Anann3 nposeaen no HJI: JITT-Ne(008888)-(PI'-RU)-170225

Artworks of primary package approved: / MakeTbl nepBHYHOl yNaKOBKH yTBepxaenst: 17.02.2025
Artworks of intermediate package approved: / MakeTbl NpOMeXyTO4YHOH ynakoBKkH yreepxaensnt: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOH ynakoBKM yTBep:kaeHbl: (09.06.2025

PL approved: / JIB yrBepxkaen: 17.02.2025
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FP Manufacturer API Batch number /
Homep cepuu cy6cTaHIMU NPOU3BOAUTEJIS
TJid:

FETA00133

API Manufactured by, address & country /
Ilpoussoaurens ADC, aapec v cTpaHa:

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 /
Caiimen Jlabc Jlumuten, [TpoussoacteeHHoe noapasaenenue I, Yyacrok Ne
25/B, ®aza III, U.JI.A., Jlxeenumerna (Bunnamk), Kyroynnamyp (Mannan),
Menuan - Mankagxrupu ([uctpukr) - 500 055, Tenanrana, Unaus

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

HaumenoBaHue, aapec, JIMLEH3HUs AJ18
Hponseoacreennas miaomaaka / Iuomaaka
KOHTpOoJst kadecTa / [Lnomaaka peimycka

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) /
HI-p Pemnu’c JlaGoparopuc JIta., Uuaus, [IpousBoacTeeHHOe oapaszaeneHue-6,
Bunn. Kxons, Hanarapx Poyn, bBanny, uctpukt Conan, X.I1., 173205, Unaus
(nuuenzust 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 /

IIpumeuanue: ITpoaykt cooTBeTCTBYET TpeOoBaHusIM HJI 3akmouenue: OJJOGPEHO

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

[ToaroTOBNEHO: ITpoBepeHo: ITposepeno (AOK): person / Onobpeno: Odecneyenue

Ashish Kumar Pravesh Rana / Ajay Kumar Srivastava xayectBa/OTBeTcTBeHHOE NML0: § "l VAM]
fian = )
/ I

Date / Date / Date / Date /

Hata: 15.05.2026 Jara: 15.05.2026 Jara: 15.05.2026 Hara: C\ 0 ?b

0

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
Tel : +91 98166 56001-02
www.drreddys.com

@0
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIM3A

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keToposiak) pacTBop /Ui BHYTPUBEHHOTO H BHYTPUMBIILEYHOrO BBeACHHUS, 30 MI/M
Batch No / . V260345 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6nbem cepuu 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYecKHi oT4eT No : 890001881713 JaTa ananusza : 14.05.2026

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

JlaTta mpou3BoAcTBa T'open no

Mfg. License No. /

HponssoacTeentasn : MB/05/264 el : JITT-Ne(008888)~(PT-RU)
aunen3ns Ne Homep PY

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

Artworks of primary package approved: / MakeTsl nepBH4YHOIf yNIakoBKM yTBep:kaeHbl: 17.02.2025
Artworks of intermediate package approved: / MakeTbl IpoMeXyTOYHOH ynakoBKkH yreepaxaens:: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpUYHOH ynakoBKH yTBep:kaenbl: (19.06.2025

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». /

Jakarwuenue o coorBercrBuH: «Hactosmmm s TIOATBECPXKAAl0, 4TO TMPHUBCACHHAsA BBINIC I/IH(bOpMaLlI/Iﬂ SIBJISICTCH
MIOCTOBCPHOH U TOUHOM. DTa cepus NPOMYKIMHU IPOU3BeAeHa (BKIIFOYas YNaKOBKY (MAPKHUPOBKY) K KOHTPOJb KayecTBa)
Ha BBIIIEYKa3aHHOH MPOM3BOJACTBEHHOM Iuowanke (IUOLAaKax) B MOJHOM COOTBETCTBMM ¢ TpeGoBaHuAMH [IpaBun
HajyiexkaleHd npou3BoACTBEHHOM npaktuku EBpasuiickoro skoHoMudeckoro corosza (Ne GMP/EAEU/RU/02329-2025
ot 19 ceuts6pa 2025 r.) u TpeGOBAHUSIMH KOHTPOJIS KayecTBa JIEKAPCTBEHHBIX CPEJICTB, a TAKKE B COOTBETCTBUM CO
creuupUKaUUIMH, COAEPKALIMMHCA B PErHCTPALIMOHHOM JIOChE CTpaHbI-UMIIOPTepa. 3alluCH I10 IPOH3BOACTBY,
yIIaKoBKe M aHalu3y IMpOBEpeHbl, M YCTAHOBJICHO MX COOTBETCTBHE TpeboBaHusaM [IpaBun Hamiexalei
MPOM3BOJACTBEHHON NpakTHKK EBpazuiickoro 3KOHOMUYECKOro COm03ay.

Conclusion : APPROVED /
3axkawdenue: OJIOBPEHO

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanmsM HJ

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroroBnexo: ITpoBepeHo: [Mposepeno (AOK): person / Onodpeno: ObecneyeHue
Ashish Kumar Pravesh Rana Ajay Kumar Srivastava kayecTBa/OTBETCTBEHHOE JINLLO: (g |Vt /

Qo
Date /

Hara: 15.05.2026

Date /
Jara: 15.05.2026

+nl

Jata: 15.05.2026

Date /
Jlara:

NIZAEe
===
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