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CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

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

Vill. Kho!, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tel : +91 68166 56001-02
www.drreddys.com

r‘lﬁoduct 2

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

IIpoaykr: Keropon™ (ketoposak) pacTBop A/11 BHYTPHBEHHOIO M BHYTPUMBILIEYHOrO BBEfeHH, 30 mr/mn
Batch No / . V250928 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6beM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AnannTHyecKHil oTyeT Ne : 890001848579 Jara ananusa 1 28.11.2025
t‘ .
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jdata npou3BoACTBA T'onen mo
Mfg. License No. /
Ipoussoncteentan : MNB/05/263 A nnamber: / : JITT-Ne(008888)-(PT™-RU)
auuensus Ne Homep PY

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

Pagel1of 7/Crp. 1 u3 7

Ne Test / ITlokazaTenn

Results / PesyabTaTsl

Specification / Hopma

1 Description / Onucanue

Clear slightly yellow color solution. /
IIpo3pauHblif pacTBOpP CBETIO-XKENTOrO
LBeTa.

Clear colorless to slightly yellow color
solution. / Tlpo3pauHsli pactBop oOT
6eCLBETHOTO 10 CBETJI0-KENTOr0 LBeTa.

2 | Identification* / UnenTudpunkanus*

2a | HPLC*/BOXX*

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 ynepxuBaHus
OCHOBHOTO TIMKa Ha XpoMarorpaMmme
HCHBITYEMOr0 pacTBOpa COOTBETCTBYET
BPEMEHH YyIEp)KMBaHU OCHOBHOIO IMHKa
Ha  Xpomarorpamme CTaHAapTHOTO
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). /  Bpems  ynepxuBaHUS
OCHOBHOIO TMHKa Ha XpoMarorpamme
HCTIBITYEMOTO pacTBOpa JIOJIKHO
COOTBETCTBOBATh BPEMEHH YIEPKHBaHUA
OCHOBHOIO NMKa Ha XpoMarorpamme
CTaHAAPTHOTO pactBopa (paznen

«KonuuecTBeHHOE OTpeeNieHUen).

Remarks : The Product confirms to ND/
[Ipumeuanue: ITpoxgykT cooTBeTCTBYET TpeboBaHusmM HJJ

Conclusion : APPROVED /
3akarouenune: OAOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
INoarotoeneHo: Nisha [Tposepeno: Pravesh IMTpoeepeno (AOK): person / Ono6peHo: ObecnieueHue
Kumari Rana Amit Kuma; A KaiecTBa/OTBETCTBEHHOE JTULLO:
\ sl

//F%/ T il G # -’
— S— S - x (A o /
Date / Date / Date / Date / /}g > ]FUU/S/
Jara: 28.11.2025 Jara: 28.11.2025 Hata: 28.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Jelangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com

CIN: L85195AP1934PLCO0OAS07

www.drreddys.com
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Product: / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
 Ipoxykr: Ketopon™ (keToposak) pacTBop /i1 BHyTPHBEHHOTO H BHYTPUMBIILEYHOTO BBEAEHNS, 30 mr/mn
Batch No / . V250928 Batch Quantity / _ 454545 ampules /
Cepus Ne ) O0bem cepuu © 454545 amnyn
Analytical Report No / Date of Analysis /

AnanuTnuecknii oTueT No : 890001848579 Hdata anannza : 28.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jara npou3BoacTBa I'ogen no

Mfg. License No. /

IponssoncTeetmuas : MNB/05/263 L IR : JITI-Ne(008888)-(PT'-RU)

nHneH3usa Ne Homep PY

énalysé performed according ND / Anaans nposexen mo HJI: JITT-Ne(008888)-(PT-RU)-170225

Page2of 7/ Crp. 2 u37

Ne

Test / Ilokazarens

Results / PesynbTaThl

Specification / Hopma

2b

UV- spectrophotometiy* /

YO-cnexkmpogpomomempun*

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®-cnekTpsl NOTJIOILEHHS

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. / YV ®-crnekTpsl

HUMCIOT

UCIIBITYEMOTO
CTaHAAPTHOTO
TpoMmeTaMHKHa B obsactu oT 200 g0 400 HM
NOIJIOILEHUS TIpU

pacTBopa H
obpasua

MAaKCHMYMBI

32242 HM.

pacTBopa
KeTOopoJaKa

[OrJIOLUEHHST HCIBITYEMOIO pacTBopa MU
pacTBopa CTaHJapTHOTO obpasua
KeTOopoJiaka TPOMETaMMHa B obnacTu OT
200 mo 400 HM [OOMKHBI UMEThH
MaKCHMYMBbI TIOTJIOLIEeHUS TIpU 32242 HM.

3 Clarity / IIpozpa4HocTb

exceed

The opalescence of the sample does not
reference
suspension 1. / OnanecueHuus npenapara
He NpeBbIIAET ONAJECUEHIHIO CYCIIEH3UH

opalescence  of

The opalescence of the sample should not
exceed opalescence of reference
suspension I. / OnanecueHuus npenapara
He J0JKHA NPEBbIIIATh ONaJIECIEHIIUNIO

Buaumsle yacTHIIbI

cpaBHenust L. CYCIIEH3HUHU CpaBHEHUS I.

4 Color / llgeTHOCTD 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
ITornomeHue A0KHO OBITE He 6oee 0,20
MPU AJIMHE BONHBI 430 HM.

5 pH 7.3 From 6.9 t0 7.9./ 01 6,9 mo 7,9.

6 Particulate matter / MexaHu4eckue BKIIOYEHHS

6a | Visible particles/ Complies / CooTBETCTBYET Should be absent. /

JIOMXKHBI OTCYTCTBOBATS.

Remarks : The Product confirms to ND/
[Ipumeuanue: [TpoayxT cooTBeTCTBYET TpeboBaHMAM H]J

Conclusion : APPROVED /
3akmouyenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Ioxrotorneno: Nisha ITposepeno: Pravesh ITposepeHo (AOK): person / Ono6pero: ObecneueHue
Kumari Rana Amit Kumar L KkauecTsa/OTBETCTBERHOE NLO:

/é/ (\’/ v

e ~— ._,/(/
Date / Date / Date / Date / i
10

Jara: 28.11.2025 Hara: 28.11.2025 Hara: 28.11.2025 Hara: 7% A fre?3

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4200 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com

CIN: L85195A4P1934PLCOOA507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel - +91 68166 56001-02
CEPTUOPUKAT AHAJIM3A www.drreddys.com

Jaunen3ns Ne

Homep PY

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| ITpoaykr: Kertopon™ (xeToponak) pacTBOp /11 BHYTPHBEHHOTO U BHYTPHUMBILIEUHOrO BBEeICHHS, 30 Mr/mn
Batch No / . V250928 Batch Quantity / . 454545 ampules /
Cepua Ne ) Oo61em cepun * 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTHYecKHi oTyeT Ne : 890001848579 Jara anasuza : 28.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JlaTta npou3BoicTBA Togen oo
Mfg. License No. /
Ipouseoncraennas : MNB/05/263 DA nurdtier: | : JITI-No(008888)-(P[-RU)

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

Page3of 7/Crp.3u3 7

YacTill pa3MepoM >
10 MxM

ii. particles > 25 pm /
YacTUL pa3sMepoM >

No Test / [Toka3arennb Results / Pe3ynbTaThl Specification / Hopma
6b | Invisible particles /

HeBuaumble 4acTHLIBI:

i. Particles> 10 pm/ 7 not more than 6000 per ampoule; /

He 6onee 6000 Ha ammyny;

0 not more than 600 per ampoule. /
He 6ojee 600 Ha aMILyIy.

25 MKM
7 Impurities / Ilpumecu

Impurity A / Ilpumecs A 0.11 % not more than 0.20 % / He 6onee 0,20 %;

Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / He 60J1ee 0,50 %,
npenena obHapyxenus (IO = 0.014 %)

Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / ve 6o1ee 0,50 %;
npenena ooHapyxenus (ITO = 0.010 %)

Impurity D / ITpumecs D Not detected / He obHapyxeHa not more than 0.20 % / ve 6oee 0,20 %.

Individual unidentified
impurity / Enunuunas
HeHASHTH(ULUPOBaHHAS
NpUMech

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

Below LOQ (LOQ = 0.050%) / Huse
npeneina KOMUYCCTBEHHOTO OIIpEACICHUA
(IIKO =0.050%)

Total impurities / Cymma
npuMecei

0.1% Not more than 1.50 % / He 6onee 1,50 %.

|Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanne: IIpoaykT coorBercTBYeT TpeGopanusM H]T 3axmouenune: OJOBPEHO

Prepared by / Checked by /

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

[oarorosneno: Nisha I[Tposepeno: Pravesh ITpoeepeno (AOK): person / Onobpeno: Obecneuenue

Kumari Rana Amit Kumar A kauecTsa/OTBETCTBEHHOE NNLO:
4 — c; } -
| . \] £~

Date / Date / Date / Date / 2L 1) ~20¥
| Mata: 28.11.2025 Hara: 28.11.2025 Hara: 28.11.2025 Hara:
Registered Office: 8§-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500024, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com

CIN: L.85195AP1934PLCO0AS507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Kho!, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +81 8166 56001-02

CEPTUDPUKAT AHAJIU3A
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Product : /

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

IIpoxykr: Ketopon® (keToposiak) pacTBOp 1J1s BHYTPMBEHHOIO M BHYTPHMBbILIEYHOTO BBeneHNs, 30 mr/mn
Batch No / . V250928 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AnanuTnyeckuii oruer Ne : 890001848579 Jara ananu3sa : 28.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JlaTa mpoH3BOACTBA T'oxen g0

Mfg. License No. /

Hponssoncreennas : MNB/05/263 Wamoily : JTTI-Ne(008888)-(PT-RU)
aunensus Ne Homep PY

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

Paged4of 7/ Crp. 4 u3 7

Ne Test / IlokazaTens Results / PesynabTaThl Specification / Hopma

8 Extractable volume* / 10.7 ml/ 10.7 mn Not less than 10.0 ml (collectively
U3zBnexaemnlii 00bem* measured volume of 10 ampoules). /

He menee 10,0 Ma (06bem, H3MepeHHbIH
Ha OCHOBaHUH 00bEAMHEHHOI'O
cogepxxumoro 10 amrryn).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakTepuanbHble /<=0.725 E3/mMr Trometamol. / He G6onee 5,8 ED/mr
IH/JOTOKCHHBI KETOpOJIaKa TPOMETaMUHa.

10 | Sterility**/ Complies / CooTBeTCTBYET Must be sterile. / JlomxeH 6bITh
CTepuyIbHOCTBL** CTEPUIIBHBIM.

11 | Assay/KonunuecTBeHHOe 30.08 mg/30.08 mr From 27.0 mg to 33.0 mg of Ketorolac

onpejeJieHiie Trometamol per 1 mL. / Ot 27,0 Mr no
33,0 Mr keToposaka TpoMeTaMosia B 1 MiL.
12 | Ethanol content/ dranou 11.77% /11.77 % From 10.60 % (v/v) to 13.1Q % (v/v)./
Ot 10,60 % (06/06) no 13,10 % (06/006).

Remarks : The Product confirms to ND/

[Ipumeuyanue: IIpoaykT cooTBeTCTBYET TpeboBauusM HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarotoeneno: Nisha [Tposepeno: Pravesh ITposepeno (AOK): person / Onobpeno: ObecneyeHue
Kumari Rana Amit Kum / kadecTsa/OTBETCTBEHHOE Jlllll:)‘;)
/ At T
J,/
Date / Date / Date / Date / I’)/g Ay eV
Hara: 28.11.2025 Hara: 28.11.2025 Hara: 28.11.2025 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 4200 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1934PLC0O04507
www.drreddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel: +91 83166 56001-02

CEPTUPUKAT AHAJIU3A www.drreddys.corn

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

IMpoayxr: Keropon™ (keToposak) pacTBop A/s BHYTPUBEHHOIO M BHYTPHMbIIIECHHOTO BBejIeHUs, 30 mr/mn
Ez{t!ch No / R— Batch Quantity / 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYecKkui oTyer Ne : 890001848579 Jara ananuza : 28.11.2025

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

Jdara npousBoacTBa I'ogen oo

Mfg. License No. /

IponsBoncTBeHman : MNB/05/263 etk : JITI-Ne(008888)-(P'-RU)
aunenzus Ne Homep PY

Analysis performed according ND / Ananu3 nposegen mo HJI: JIIT-Ne(008888)-(PI'-RU)-170225

Ne Test / Iloka3zaTenn

Results / Pe3yabTaTsl

PageSof 7/Crp. Suz 7

Specification / Hopma

13

Packaging / Onucanue
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. /

[lo 1 M B ammynbl U3 CBETO3AIUTHOrO
CTeKJIa TEMHO-KOPHYHEBOTO L(BETa Kjlacca
I. B BepxHel 4acTH aMIlyJsibl HAHECEHBI
KOJIBLIO M TOUKa Ul pasnoma. Ha ammyny
HaKJIEHBAIOT ITUKETKY.

Ilo 10 ammyn BMeCTe C JIHCTKOM-
BiagsiiieM B [1IBX/amomuHueBbIH
6mucrep. Ilo 1 Gmucrepy B maduky
KapTOHHYHO.

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
facilities: 2, 3, 5 blisters in a carton pack.
/

Ilo 1 Mn B aMmynbl U3 CBETO3ALUTHOTO
CTeKJIa TEMHO-KOpHUHYHEBOTO LBETA Ki1acca
I. B BepxHel yacTH amImyJibl HaHECEHbI
KOJIBLIO ¥ TOYKa [y pasnoma. Ha ammyny
HaKJIEUBAIOT 3THKETKY.

Ilo 10 ammyn BMecTe C JIMCTKOM-
BrianpiueM B [IBX/amomMuHueBblit
onucrep. Ilo 1 6nucTepy B mauky

KapTOHHYIO; 012 cmayuorapos: no 2,3, 5
6JIMCTEPOB B MMauKy KapTOHHYIO.

* Tests are not performed during the stability investigation. / * MicnibiTaHus He IPOBOASAT B XOA€ HCCIIENOBaHUS
CrabMibHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** ITpu Beinycke npemnapara

KOHTPOJIb Ka4€CTBA M0 N0KA3aTeIIO MPOBOIANTCS IS K0 15-0if cepuu.

Remarks : The Product confirms to ND/

[Ipumeyanue: IIpogyxT cooTBeTCTBYET TpeboRaHusAM HJT

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[TonrororneHo: Nisha [TposepeHo: Pfavesh [Tposepero (AOK): person / OnobpeHo: Obecnieuenue
Kumari Rana / Amit Kum b kauecTBa/OTBETCTREHHOE TUIIO:,

/ 7& o ') i b

' | =
Date / Date / Date / Date / Vg A)rre v
JMara: 28.11.2025 Jara: 28.11.2025 Hara: 28.11.2025 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  1o1: 101 68166 56001-02

CEPTUPUKAT AHAJIM3A

www.drreddys.com

{fr;d’ﬁct Y Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| Hpopyxr: Ketopon" (keToponak) pacTBOp JUisi BHYTPUBEHHOTO U BHYTPUMBILIEUHOTO BBeicHUs, 30 Mr/Ma
Batch No / . V250928 Batch Quantity / . 454545 ampules /
'Cepusi Ne ) OGbeM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AHnanuTHYecKHif oTdeT Ne : 890001848579 Jara ananuza : 28.11.2025
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jdara npon3BoacTBa Topen no -
Mfg. License No. /
Tpoussoncteennas : MNB/05/263 piAammbiers : JITT-Ne(008888)-(PI-RU)
Juuensust Ne Homep PY

Analysis performed according ND / Ananaun3 nposenen mo HJI: JITT-Ne(008888)-(PI"'-RU)-170225

| API name / Haumenosanue A®C:

Ketorolac Trometamol / KeToponaka TpomMeTamon

Page 6 of 7/Crp. 6 m3 7

INN/ MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npounssoaurens ADC:

2KTM0270525, 2KTM0320625

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIIHH TPOH3BOAUTENS
rJid:

FESA00323, FESA00395

API Manufactured by & country /
Ipoussoaurens APC, crpana:

Symed Labs Limited, India /
Caiimen Jladc JIumuten, Hunus

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

HanmeHoBaHue, aapec, JTHUEH3Us ISl
ITpoussoacTeeHHas naowmaaka / [lnowaaka
KOHTpoas kayecTBa / Ilomaaka Beinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
I-p Pennu’c Jlabopatopuc Jlta., Mnnus, [poussoAcTBeHHOE moApaseieHue-6,
Bunn. Kxone, Hanarapx Poya, banau, Juctpukt Conaun, X.I1., 173205, MHaus

(muuensus Ne No MNB/05/263

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/laheling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Enrasian Economic TTnion and requirements tn 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». /

3akiouyeHue o cooTBeTcTBUM: «HacrodmumM s MMOATBEPXKAAIO, YTO NMPUBECACHHAA BBILIEC HHCl)OpMaIIl/I}I ABJACTCA HOCTOBepHOﬁ Hu

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITIpumeuanue: [IpomgykT cooTBeTcTBYET TpeboBanmsaM H]J 3axatoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[NoarorosneHo: Nisha ITporepeno: Pravesh ITpoepeno (AOK): person / Opobpeno: ObecniedeHne
Kumari ) Rana Amit Kugar /. kadecTBa/OTBETCTBEHNOE JIMLO: |

- J 2 T

£ | 7
Date / Date / Date / Date / ) /g | rie M
Jara: 28.11.2025 Hara: 28.11.2025 Hara: 28.11.2025 Jara:
Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel: +91 40 4200 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com

CIN: L85195AP1934PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +921 68166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

AnanuThyecku oTueT No

: 890001848579

Jara ananuza

Product: / Ketorol™ (Ketorolac) solution for intravenous and intramuscular inj ections, 30 mg/ml
IIponyXr: Ketopon® (keToponak) pacTBop Ul BHYTPUBEHHOTO M BHYTPHMBILIEUHOTO BBeEHH, 30 mr/mi
Batch No/ . V250928 Batch Quantity / _ 454545 ampules /
Cepna N ’ O6Bem cepun * 454545 amnyn
Analytical Report No / Date of Analysis /

: 28.11.2025

'Date of Manufacture /

Date of Expiry /

Junen3hg Ne

: 11/2025 : 10/2027
lata mpou3BoaCTBA I'onen 10 -
Mfg. License No. /
IIpon3BoacTBEHHAS : MNB/05/263 1;[’1(‘:‘“ :;’l‘)‘;’,er‘/ : JITI-Ne(008888)-(PI'-RU)

Analysis performed according ND / Ananu3 nposexen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225
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TOYHOH. OTa cepHs MPOAYKIUM TMpOM3BeACHAa (BKJIIOYas YNakoBKY (MapKUpPOBKY) U KOHTPOJb KauecTBA) HAa BBILUCYKAa3aHHOI
NPOM3BOACTBEHHOM Muomanke (UIolaaKax) B MOJIHOM COOTBETCTBHUYU ¢ TpeboBaHusaME [IpaBui Haanexallel NpoOU3BOACTBEHHON
NpakTUKX EBpa3zsuiCKOro 3KOHOMHMYECKOro cOl3a W TpeOOBaHMAMU KOHTPOMS KadecTBAa JIEKAPCTBEHHBIX CPEACTB, a TaKke B
COOTBETCTBHM CO crieLU(UKALMAME, COIEPKALIMMHUCS B PETHCTPALMOHHOM JOChE CTPAaHbI-UMIIOPTEpa. 3allHCH MO MPOM3BOJCTBY,
YHNAaKOBKE UM aHalu3y MpPOBEPEHbl, U YCTAaHOBJIEHO HX COOTBeTCTBUE TpeboraHusM [lpaBun Hajiexaileil NPOU3BOACTBEHHOMN
npakTUKH EBpa3niickoro 3k0OHOMHUYECKOTO COI03a».

Remarks : The Product confirms to ND/

Mpumeyanue: [IponyxT cooTBercTBYeT TpeboBanmsM HJT

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Monrotoeneno: Nisha [Tporepeno: Pravesh ITposepeno (AOK): person / Ono6peHo: O6ecnieueHne
Kumari Rana / Amit Kumar L kavecTBa/OTBETCTBEHHOE JIHILO;
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