Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIU3A

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 o/

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

Ipoaykr: Kertopon® (ketoposiak) pacTBOp 11 BHYTPUBEHHOTO ¥ BHYTPHMBILUEYHOTO BBEAEHHS, 30 Mr/mn
Batch No / . V250687 Batch Quantity / 454545 ampules /

Cepus Ne ' O6bem ceprn " 454545 amnyn
Analytical Repovrt No/ - 890001833231 Date of Analysis/ . 31.08.2025
AnauTHyecKkui oTdyer Ne JlaTa aHaJIH3a

Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027

Jlata npon3BoacTBa I'onen o

Mfg. License No. /

HponssoxcTeennas : MNB/05/263 ol : JITI-Ne(008888)-(PI-RU)
Jaunenzus Ne Homep PY

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

Pagel1of7/Crp. 1u3 7

Ne Test / [Toka3zaTeanb

Results / PesynbTaTsl

Specification / Hopma

1 Description / Onucanue

Clear colorless solution. / ITpo3paunblii
GecLBETHBII PacTBOP.

Clear colorless to slightly yellow color
solution. / IIpospausslii pacTBOp OT
6eCUBETHOTO JI0 CBETIIO-XKEJITOTO LIBETA.

2 | Identification™ / Unentnduxauus*

2a | HPLC*/ BOXKX*

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 ynepxusanus
OCHOBHOTO TNHMKa Ha XpoOMaTorpamme
UCOBITYEMOr0 pacTBOpa COOTBETCTBYET
BpEMEHU YOCPXKMBaHHA OCHOBHOIO IHWKa
Ha XpoMatorpamme CTaHJApPTHOTO
pacTBopa.

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

section). / Bpemsa  yZdepKuBaHHA
OCHOBHOIO TMHKa Ha Xpomarorpamme
UCOLITYEMOTO pacTBopa AONHKHO

COOTBETCTBOBATb BPEMEHHU YACPXKHUBAHUS
OCHOBHOIO MMKa Ha XpoMmarorpamme
CTaHOAPTHOTO pacTBOpa (pa3nen
«Konu4uecTBeHHOE OIPElIENICHHEY).

2b UV- spectrophotometry* /

Y®-cnekmpogomonrtempusn*

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®-cneXTpbl NOTIOUIEHHUS
HCOBITYEMOTO pacTBopa M pacTBopa
cTaHmapTHoro  ofpa3ua  KeTopojaka
TpoMeTaMuHa B obnacti oT 200 mo 400 Hm

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®-crekTpsl
MOrNOIIEHUs] HCMBITYEMOTO pPacTBoOpa U
pacTBOpa CTaHAApPTHOTO obpasna
KeTopoiaka TpoMeTaMHUHa B 00JacTu oT

HMEIT MakcuMyMBl mornoierns npu | 2000 go 400 HM  JOMKHEL  UMETh

322+2 HM. MaKCHMMYMBI MIOTJIOWUEHHUS NpH 32242 HM.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: IlpoaykT cootBeTcTRYET TpeboranuaMm HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Chegked by (AQA) / Approved by: Quality Assurance/Authorized
IToarorosneHo: ITpoBepeno: Pardeep [pokepeno (AOK): person / OmobpeHo: Obecnieuenue
Rama Kant 'Qf Kumar Abhishek Chauhan kauecTsa/OTBETCTREHHOE JIMLIO:

lgq‘ﬁ‘f/ of} QURIC MpE
— \ _CV\’/
Date / Date / Date / Date / LIDE~0285
Hara: 31.08.2025 Hara: 31.08.2025 Hara: 31.08.2025 JlaTa:
Registered Office: 8-2-327, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: 1L.85195AP1984PLLC0O04507
www.drreddys.com



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

@e
DI'. Reddy,s ‘;. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (ketoponak) pacTBOp /11 BHYTPHBEHHOIO ¥ BHYTPHMBILIEYHOTO BBeAeHHMS!, 30 Mr/ma
Batch No / . V250687 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepuu 454545 amnyn
Analytical Report No / . 890001833231 Date of Analysis / . 31.08.2025
AHaauTH4YeckHii oTdeT Ne ) Jara ananusa T
Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027
JlaTa npousBoacTBa Tonen 1o

Mfg. License No. /

HponspoacTeennas : MNB/05/263 Al ey : JITI-Ne(008888)-(PT-RU)

JuIeH3Ha Ne Homep PY

Analysis performed according ND / Auanns nposegen no HJI: JITI-No(008888)-(PI"-RU)-170225
Page2of 7/ Cip. 2137

Ne Test / [loxazaTenn Results / PesyabTaThl Specification / Hopma

3 Clarity / Ilpo3pauyHocTb The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of  reference | exceed opalescence of reference
suspension I. / Onanecrienums npenapara | suspension . / Onanecuenuns npenapara
HE NpPEBbILIAET ONANECUEHIIHIO CYCTIEH3UMH | HE NOJDKHA NPEBBIIATE ONaJIeCLEHLHI0
cpaBHeHwus L. CYCNEH3UU cpaBHeHUs 1.

4 Color / LipeTHOCTB 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
IMornouienre noykHo ObITh He Gonee 0,20
TpHU AnuAe BOJHbI 430 HM.

5 pH 73 From 6.9t07.9./016,9 0o 7,9.
6 Particulate matter / Mexanuyeckne BKJIIOYEHUS
6a | Visible particles / Complies / COOTBETCTBYET Should be absent. /

Bugumble 4acTULbL JIomKHBI OTCYTCTBOBATS,

6b | Invisible particles /
HeBuanuMble YacTHLIBL:

i. Particles> 10 pm/ 62 not more than 6000 per ampoule; /
YacTui pasMepom > He 6onee 6000 na ammnyny;
10 MKkM
ii. particles > 25 pm/ 01 not more than 600 per ampoule. /
YacTHL pasMEPOM > He 6onee 600 Ha ammyny.
25 MKM
7 Impurities / IIpumecu
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[NonroToBneHo: [posepeno: Pardeep  (|TTpor¢peno (AOK): person / OxobpeHo: ObecneueHre
Rama Kant Kumar Abhighek Chauhan kavecTBa/OTBETCTBEHHOE JIKLIO:
mdgg/, CJ—'/‘ | = e .
E - . O l
Date / ‘ Date / Date / Date / 0§01
Iara: 31.08.2025 Hara: 31.08.2025 Hata: 31.08.2025 Hara:
Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Talangana, india

Tel: +91 40 4900 2900, Fax: +91 4C 4500 2939, 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 : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : /

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

 Opoaykt:  Keropon™ (keroponak) pactBop /s BHyTPUBEHHOIO W BHYTPUMbILIEYHOTro BBeeHHs, 30 mr/mn
Batch No / - V250687 Batch Quantity / . 454545 ampules /
Cepusn Ne ) O6bem cepun " 454545 amnyn
Analytical Repourt No / . 890001833231 Date of Analysis/ . 31.08.2025
|AHATHTHYECKHH 0T4eT Ne Jarta ananusa
Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027
Jara npousBoacTea I'open no
Mfg. License No. /
IpouseoacTsentas : MNB/05/263 MA number: / : JIT-Ne(008888)-(PT-RU)
JHUeH3usa Ne Homep PY

|
Analysis performed according ND / Ananus nposenen no HJI: JITT-Ne(008888)-(PI"'-RU)-170225

Page3of 7/ Cip.3mu3 7

Ne Test / [Toka3zaTenb

Results / PesyabTaTsl

Specification / Hopma

Impurity A / ITpumecs A

0.11%

not more than 0.20 % / He 6omnee 0,20 %;

Impurity B / [Ipumecs B

Below LOD (LOD = 0.014 %) / Huxe
npenesa obHapyxenns (IT10 = 0.014 %)

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

Impurity C / ITpumecs C Below LOD (LOD =0.010 %) / Huxe not more than 0.50 % / He 6onee 0,50 %;
npeaena oduapyxenus (I10 = 0.010 %)
Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / Huxe not more than 0.20 % / He 6onee 0,20 %.

npegena obHapyxeHus (ITO = 0.014 %)

Individual unidentified
impurity / EnnHudHas
HengeHTUudbHUMPOBaHHAS
npUMech

Below LOQ (LOQ = 0.05%) / Huxe
npeesa KOJMHYeCTBEHHOro OIpeAeieHUs

(TTKO =0.05%)

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

HszsnexaemMblii 00bLeM™

Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.
[pHUMecei
8 Extractable volume* / 10.0 ml/ 10.0 mn Not less than 10.0 ml (collectively

measured volume of 10 ampoules). /

He menee 10,0 mu (06beM, U3MepeHHbIN
Ha OCHOBAaHHM 00OBEAUHEHHOTO
conepxxumoro 10 ammyi).

9 Bacterial endotoxins /
bakrtepuanbHble
IHAOTOKCHHBI

<=0.725 EU/mg
/<=0.725 ED/mMr

Not more than 5.8 EU/mg of Ketorolac
Trometamol. / He ©6onee 5,8 EQ/mMr
KETOpOJIaKa TPOMETAaMHHA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoayKT coOTBETCTBYET Tpeboranuam HJIL | 3aknw4enue: OJOBPEHO
Prepared by / Checked by / Checkdd by (AQA) / Approved by: Quality Assurance/Authorized
i _ | . _
[ToaroToBnexo: [Tposepeno: Pardeep [Tposepeno (AOK): person / Ono6peHo: Obecneuenue
Rama Kant (ﬂﬁ’ Kumar Ahhis}T k Chafhan kavyecTBa/OTBETCTBEHHOE JINLIO:
; UNIC e
M o c:i/ (e \ N¥_ I /
Date / Date / Date / Date / $)08-4020
Jara: 31.08.2025 Hara: 31.08.2025 Jata: 31.08.2025 Hara:
Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85395AP1984PLLC004507

www.drreddys.com
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Dr.Reddy’s ‘,’:'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUDPUKAT AHAJM3A

www.drreddys.com

Product : /

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

IIpoaykr: Keropon" (keToponak) pacTBop Ul BHyTPUBEHHOTO H BHYTPHMBILIEYHOTO BBEACHUS, 30 Mr/mn
Batch No / . V250687 Batch Quantity / . 454545 ampules /
Cepus Ne ) OGbeM cepHH * 454545 amnyn
Analytical RepourtNo / . 890001833231 Date of Ana!ysm / . 31.08.2025
AHAaTMTHYECKHH 0THeT No Jara ananu3a
Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027
JlaTta npon3BoicTBa TI'ogeH a0

Mfg. License No. /

IponssoacTeennas : MNB/05/263 NI mumbessY) . JIMT-Ne(008888)-(PT-RU)

JuueHsus Ne Homep PY

Analysis performed according ND / Ananus nposenen mo H/I: JII1-Ne(008888)-(PT-RU)-170225

Paged4of 7/Crp.4mu37

onpejejeHue

Trometamol per 1 mL. / Ot 27,0 Mr no
33,0 Mr keTopoJiaka TpoMeTamMona B 1 M.

Ne Test / [lokazaTenab Results / PesyabTaTsl Specification / Hopma

10 | Sterility** / NA Must be sterile. / Jlo/Ked GbITh
CrepuiabHOCTL** CTEPUILHBIM.

11 | Assay/ KosnyecTBeHHOe 30.76 mg / 30.76 mr From 27.0 mg to 33.0 mg of Ketorolac

12 Ethanol content / TaHosa

11.96 %/ 11.96%

From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/00) no 13,10 % (06/06).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [TpoaykT cooTBeTCTBYET TpebosanusM H/I 3akawuenue;: OJJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IloaroToByeHO: [Tpoeepeno: Pardeep ITposgpeno (AOK): person / Onobpeno: Obecneuenue
Rama Kant B,L:F Kumar S Abhishek Chauhan kauecTBa/OTBETCTBEHHOE JIUIIO:
0 ' NiL n

@y‘/ QJ,/ L SUNIL Ky 1;Q7L_<W/
Date / Date / Date / Date / z D01
Mara: 31.08.2025 Hara: 31.08.2025 Jara: 31.08.2025 Hara: i

Reglsterad Office: B-2-337, Road No. 3, Banjara Hiils, Hyderabad - BOUU034, Telangana, Indaig

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Fermulation Unit-6
vill. Khol, Nalagarh Road, Badidi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIN3A www.drreddys.com
| Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
IIponykT: Keropon" (ketoponak) pacteop [Jisl BHYTPMBEHHOTO W BHYTPUMBILEYHOTO BBEACHHMS, 30 Mr/mi
Batch No / . V250687 Batch Quantity / . 454545 ampules /
Cepus Ne ; O0bem cepun " 454545 amnyn
Analytical Report-No / . 890001833231 Date of Analysis / ~. 31 .08.2025
AHajguTHYeCKHH oTUeT No ) JaTta anaausa g
Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027
JlaTa npou3BoacTBa I'open 1o
Mfg. License No. /
IIponsBoacTBenHas . MNB/05/263 NIA UTbErsy) : JITI-Ne(008888)-(PT'-RU)
JumeH3us Ne Homep PY
Analysis performed according ND / Ananun3 nposenex mo HJI: JIIT-Ne(008888)-(PI'-RU)-170225

PageSof 7/Crp. Su3z 7

No

Test / IlokazaTenn

Results / PesynsTaTh!

Specification / Hopma

13

Packaging / Onucanune
YDaKOBKH

1 mL in class I light-shielding dark amber
glass ampoules. A cut ring and point in the
upper part of ampoule. A label is attached
to ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blister in a carton pack. /

ITo 1 mn B amnynsl U3 CBETO3ALIUTHOIO
CTeKJIa TEeMHO-KOPUYHEBOTO 11BETa KJ1acca
1. B BepxHell 4yacTH amIlyJibl HaHECEHBI
KOJIBLIO M TOYKA JiIsi pa3iioma. Ha ammyny
HAKJICUBAIOT ITUKETKY.

ITo 10 ammyn BMecTe C JIUCTKOM-
BinagpiieM B [1BX/anroMMHuUEBBIi
6nucrep. Ilo 1 6aucrepy 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.
/

[To 1 M B aMIyJiBl M3 CBETO3ALIHUTHOTO
CTEKJIa TEMHO-KOPHYHEBOTO0 LIBeTa Kjiacca
1. B BepxHel 4acTH aMIlyJibl HaHECEHBI
KOJIbLIO W TOUKa s pasnioma. Ha ammyny
HaKJIeMBAYOT STUKETKY.

Ilo 10 ammyn BMecTE C JIMCTKOM-
BkiafbiemM B [IBX/amoMuHMEBBIi
6mucrep. Ilo 1 6mucrepy B mauky

KapTOHHYIO; 071 cmaytioHapog: o 2,3, 5

6III/ICT6pOB B Ia4YKY KapTOHHYIO.

* Tests are not performed during the stability investigation. / * McnbsiTaHus He TPOBOIAT B XO/1€ UCCIIENOBAHUs
cTaOUITEHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** IIpu Beinycke npenapara
KOHTPOJIb Ka4eCTBa 1O M0Ka3aTeo MPOBOAUTCS Asl Kaxao# 15-0i cepun.

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com

API name / HaumenoBanne ADC: Ketorolac Trometamol / KeToposaka TpoMeTaMmon
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cootBeTcTBYET Tpebopanusam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[TonroroeneHo: [1posepeno: Pardeep [Tpogepeno (AOK): person / OpnobpeHo: ObecneueHue
Rama Kant . Kumar Abhikhek Chauhan kauecTBa/OTBETCTBEHHOE JIULIO:
el Ci/ YN Fuman
@‘u’ / adlk| _ /1/\/‘4
Date / Date / Date / Date / A
Hara: 31.08.2025 Jarta: 31.08.2025 Hara: 31.08.2025 Harta: ? ] g gt
Registered Office: 8-2-337, Road No, 3, Benjara Hills, Hyderabad - 500034, Telangana, India
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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

CEPTUDPHUKAT AHAJIM3A

www.drreddys.com

_P_roduct o/

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

Ilpoaykr: Keropon® (xeTopornak) pacTBOp 1Sl BHYTPUBEHHOTO M BHYTPHMLILICHHOIO BBE/ICHHS, 30 mr/mn
Batch No / . V250687 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepHu © 454545 amnyn
Analytical Repovrt No/ . 890001833231 Date of Analysis / . 31.08.2025
AHanuTHyeckHii oTyeT Ne JlaTa aHaH3a

Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027

JlaTa npounsBoicTBa I'onen go

Mfg. License No./
IIpousBoacTBeHHAR
aupensusa Ne

: MNB/05/263

MA number: /

Homep PY : JIIT-Ne(008888)-(PI"-RU)

Analysis performed according ND / Auanns nposenen no HJI: JIIT-Ne(008888)-(PI-RU)-170225

Page 6 of 7/ Crp. 6 M3 7

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Howmep cepun npoussoautens ADC:

2K TM0250525

| FP Manufacturer API Batch number /
Homep cepun cy6cTaHUMM NPOU3BOAMTENIS
Id:

FESA00322

API Manufactured by & country /
IIpoussoaurtenr APC, crpana:

Symed Labs Limited, India /
Caiimen JIa6c Jiumurten, Unans

Name, address, authorization No for FP

. . : 'sL i ., Indi i it-6, Vill. Khol,
manufasturing site / Control site / Release Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vi ol, Nalagarh

sie / R, Radidi, Distt Sodan, H P U720, Indlia Choense No Mo MNIGOL208) 7
I-p Pennu’c JlaGoparopuc JIta., Uanus, [IporsBoAcTREHHOE NOApa3Ae/ieHuE-6,

H )
Hagr::oouiiztiuzzp re:l,oﬂul::)::;y;si'&f:uauxa Bunn. Kxons, Hanarapx Poyn, banmu, QuctpukT Conan, X.I1., 173205, Muaus
. (numenss Ne No MNB/05/263)

KoHTpoJIst kadecTra / [Inomanka BeInycka

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 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». /

3aKJI04ueHne 0 COOTBETCTBMM: «HacToAlMM g IOATBEPKIAI0, YTO NPUBEAEHHAsA BEHILIE MHGOPMAIUA SABASETCA JOCTOBEPHOH H
TouHOH. DTa Ccepus NPOAYKLHH NPoW3BeNeHa (BK/IOYAs YNAKOBKY (MapKUPOBKY) H KOHTPOJb KaueCTBa) Ha BBIUICYKa3aHHOMH
HpOM3BOACTBEHHOI Mowanke (Ioulaakax) B MOJHOM COOTBETCTBUM ¢ TpeboBaHHAMY IIpaBun Hanmexamed NpoOH3BOACTBEHHOM
npaxTuku EBpazuiickoro 3KOHOMHYECKOro COH3a H TpeOOBaHWSIMM KOHTPOJS Ka4ecTBa JICKAPCTBEHHBIX CPEICTB, a TAKKE B

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoayKkT cooTBeTcTBYET TpeboBaHmam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / ChedRed by (AQA) / Approved by: Quality Assurance/Authorized
IMoaroToRneHo: [Tposepeno: Pardeep Hpoée eno, (AOK): person/ Onobpeno: Obecneuenue
Rama Kant _ -B» Kumar _ Abhishek Clhauhan kayecTBa/OTBETCTBEHHOE JIULIO;

Lll/ GL—/ L SurL oM Qe
Date / Date / Date / Date / KO8=orr—
Hara: 31.08.2025 Hara: 31.08.2025 Jata: 31.08.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500024, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr.Reddy’s Q'!'

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solain, 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

Ilpoaykr: Ketopon™ (xeToposak) pacTsop Ul BHYTPUBEHHOIO 1 BHYTPHMBITLIEYHOrO BBeAeHHs, 30 Mr/mn
Batch No / . V250687 Batch Quantity / . 454545 ampules /

Cepus Ne ) O6bem cepun " 454545 amnyn
guakical SEpoxtNod : 890001833231 Diafelot Analysisy . 31.08.2025
AHasuTHYeCKHii oTueT Ne JlaTa ananau3a

Date of Manufacture / . 08/2025 Date of Expiry / . 07/2027
Jara mpon3BoacTBa T'open no

Mfg. License No. /

Ipouspoacreennas : MNB/05/263 MA pumber: / . JITI-Ne(008888)-(PT-RU)
Junensus Ne Homep PY
Analysis performed according ND / Ananus nposejien 1o HJI: JITI-Ne(008888)-(PI'-RU)-170225 T

Page 7 of 7/ Crp. 7u3 7

COOTBETCTBHH €O CMELUUKALUMAMH, COEPKALUMUCS B PErHCTPALMOHHOM [OChE CTPaHbl-UMMOpTEpa. 3alkcH MO MPOU3BOACTRY,
YNAaKOBKE M aHalM3y HPOBEPEHbl, M YCTAHOBJCHO MX COOTBETCTBUE TpebGoBanuam IlpaBuil HaancKalle#d NPOH3BONCTBEHHOH

MpaKTUuKHu EBpa3HﬁCKOFO IKOHOMHYECKOTO COHO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanue: IIpogykT cooTBeTCTRYET TpeboBanusam HJL 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Chegked by (AQA) / Approved by: Quality Assurance/Authorized
INMonrororneHo: [Tposepeno: Pardeep po epeno (AOK): person / Onobpeno: ObecnedeHue
Rama Kant ,Qr Kumar Abhishek Chauhan KauecTsa/OTBETCTBEHHOE JIMLIO:
@v&}}/ QI/ ] LUPIC UM RR_
i el _
Date / Date / Date / Date / Z-0¢«0 21—
Jlarta: 31.08.2025 Hata: 31.08.2025 Hara: 31.08.2025 Hara:
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