Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIM3A

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 : /

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

AHanuTHYECKHUH oT4eT Ne

: 890001856163

JaTa ananan3a

IIpoaykr: Keropon™ (keToponak) pacTBop JJisi BHyTPHBEHHOTO H BHYTPUMBILIEUHOTO BBeIeHHd, 30 mr/mn
Batch No / . V251041 Batch Quantity / . 454545 ampules /
Cepusn Ne ) Oo0Bem cepin 454545 amnyn
Analytical Report No / Date of Analysis /

: 05.01.2026

Date of Manufacture /

Date of Expiry /

: 12/2025 : 11/2027
JlaTa mpon3BoacTBa Toxen xo
Mfg. License No. /
TpoussoncTeenHas : MNB/05/263 MA number: / . JIT1-Ne(008888)-(PT-RU)
Jauuensus Ne Homep PY

Analysis performed according ND / Anann3 nposenen mo HJI: JITT-No( 008888)-(PF—RU)—1770225

Page 1 of 7/ Crp. 1 u3 7

Ne Test / ITokazarenanb

Results / PesyabTaThl

Specification / Hopma

1 Description / Onucanne

Clear slightly yellow color solution. /
[Tpo3pauHelii pacTBOp CBETIIO-KEJITOrO
1BeTa.

Clear colorless to slightly yellow color
solution. / Ilpo3pauyHeli pacTBOp OT
0ECLIBETHOTO [I0 CBETJIO-KEITOTO 1IBETA.

2 Identification* / UnenTuduxan

na*

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 yaepxuBanus
OCHOBHOTO TIHKa Ha XpoMaTorpaMmme
HCIILITYEMOr0  pacTBOpa COOTBETCTBYET
RNEMEHU YAEPKURARUS OCHORHOID 1THRA
Ha XpoMmarorpamme CTaHIapPTHOTO
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  ynepxuBanus
OCHOBHOTO TIMKA Ha XpoMaTorpamme
MCITRELYEMUI U paviBopa ACTAHO
COOTBETCTBOBaTh BPEMEHH YIEpXKHUBaHUA
OCHOBHOIO THKa Ha XpOMATOIpAMME
CTaHAApTHOIO pacTBopa (pasmen
«KonuuecTBeHHOE ONpeaeNieHUE).

Remarks : The Product confirms to ND/
IMpumeuanne: ITponyxr coorBeTCTBYET TpeboBanusm HJ|

Conclusion : APPROVED /
3axmiouenune: OJJOBPEHO

Prepared by /
[Moarotosneno: Ashish

Kumar
’W
&~

Checked by /
Iposepeno: Pravesh

Rana /‘

Checked by (AQA) /
[Tposepeno (AOK):
Amit Kumar

\
-// -
\ ‘/”

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecnieueHue
kayecTBa/OTBETCTBEHHOE NIULIO:

UM Yy

L ]’

Date / Date / Date / Date / H.Cpl ,,_40)\(;
Hata: 05.01.2026 Jata: 05.01.2026 Hara: 05.01.2026 Jlara: B
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, india

Tel: +91 40 4900 2900, Fax: +91 40 49C0 2399, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOPHRKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel: 491 98166 56001-02
www.drreddys.com

“Product : /

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

AHaJIHTHYECKHH oTueT Ne

: 890001856163

Jlata ananu3za

Ipoaykr: Ketopon" (ketoposiak) pactBop A BHYTPUBEHHOTO H BHYTPHMBILICYHOTO BBeAeHMs, 30 mr/mn
Batch No / . V251041 Batch Quantity / _ 454545 ampules /
Cepus Ne ) O0bem cepHH " 454545 amnyn
Analytical Report No / Date of Analysis /

: 05.01.2026

Date of Manufacture /

Date of Expiry /

: 12/2025 : 11/2027
Hara mpon3BoACTBA T'ogen no
Mfg. License No. /
IponsBoACTBeHHAS . MNB/05/263 Ma numbier: / . JITI-Ne(008888)-(P'-RU)
JuueH3us Ne Homep PY

Analysis performed according ND / Anann3s nposenen nmo HJI: JIIT-Ne(008888)-(PI"-RU)-170225

Page2of 7/Crp. 2 u3 7

Ne Test / TokazaTenan Results / PesyabTaThl Specification / Hopma
2b UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution
T — and the solution of the standard sample of | and the solution of the standard sample of
P P Ketorolac Tromethamine in the range from | Ketorolac Tromethamine in the range from
200 to 400 nm have absorption maxima at | 200 to 400 nm should have absorption
322 + 2 nm. / Y®-cnekTpel noriomeHns | maxima at 322 + 2 nm. / Y®-ciektpsl
HCTBITYEMOTO PAacTBopa W pAacTBOpa | NMOTJIOLIECHMS MCINBITYEMOro pacTsopa i
CTaHmapTHOro  obpasua  KeToponaka | pacTBOpa CTaHIapTHOTO obpasua
TpomeTamuHa B obnactu ot 200 10 400 HM | KeToposnaka TpomeTamMMHa B OONacTH OT
HMEIT MakcuMmyMmbl mnornoumieHds npu | 2000 no 400 HM  HOMKHBL  HMETHh
322+£2 HM. MaKCUMYMBI [TOTJIOILEHHUS IIPU 32242 HM.
3 Clarity / Ilpozpaunoctn The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of reference | exceed opalescence of reference
suspension I. / Onanecuelmiul npenapara | suspension . / OnmanecueHLa npenapara
HE MPEeBbILIACT OMNANIECUECHIUIO CYCTIEH3WH | He JOJDKHA MPEBBIIIAaTh ONaneCLEeHLUI0
cpaBHeHus L. cycrneH3uu cpaBHeHus L.
4 Color / IIBeTHOCTDL 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
[Tornowmenue nomKkHO 661Th He Gonee 0,20
NpH [UTMHE BONHBI 430 HM.
5 pH 7.3 From6.9t07.9./0T16,9 10 7,9.
6 Particulate matter / MexaHHuYecKHe BKJIIOYEHUsI
6a | Visible particles / Complies / CoOoTBETCTBYET Should be absent. /
BuaumMbie 4acTUIpI JLOJXHBL OTCYTCTBOBATS.

Remarks : The Product confirms to ND/
Ipumeyanue: [1ponykT cooTBeTCcTBYET TpeboBaHmsam H]J

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
[Tonrorosneno: Ashish

Checked by /

Iposepeno: Pravesh

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

Approved by: Quality Assurance/Authorized
person / Ono6peno: Obecnieyenne

Jlara: 05.01.2026

Harta: 05.01.2026

Kumar Rana / Amit Kumar kauecTBa/OTBETCTBEHHOE JINIO:
W il P _CUNEL g -
Date / Date / Date / Date / QT -01.6

Hara: 05.01.2026

Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indfa
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

1)
Dr. Reddy’s q.o. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS ... .91 02166 56001-02

CEPTUOUKAT AHAJIU3A |, w.drreddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml -
| Ipoaykr: Ketopon" (keToponak) pacTBOp /Ul BHYTPUBCHHOTO M BHYTPHMAILIEYHOro BBeaeHUs, 30 mr/mi
Batch No / . V251041 Batch Quantity / . 454545 ampules /
Cepusn Ne ) O6beM cepHH * 454545 amnyn
Analytical Report No / Date of Analysis /

AnanuTuyecknii oryer Ne : 890001856163 Jara ananusa : 05.01.2026

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

JMara mpou3BoacTBa I'open 1o

Mfg. License No. /

HpoussoncTeennas : MNB/05/263 M e : JITI-No(008888)-(PT-RU)
aunensust Ne Homep PY

Analysis performed according ND / Anasu3 nposenen no HJI: JITT-Ne(008888)-(PI'-RU)-170225

o Page3of7/Crp.3 m37

Ne Test / [TokasaTens Results / PesyabTaTnl Specification / Hopma

6b | Invisible particles /
HeBuanmble 4acTULILL:

i. Particles> 10 pm/ 09 not more than 6000 per ampoule; /
YacTur pasMepom > He 6onee 6000 Ha ammyiy;
10 Mxm

ii. particles > 25 pym/ 00 not more than 600 per ampoule. /
Y9acTHUL| pa3MEPOM > He Gosiee 600 Ha ammyITy.
25 MKM

7 Impurities / [Ipumecu

Impurlty A / Mpumect A 0.09 % not more than 0.20 % / He Ounee 0,20 Yo;

Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / ve 6onee 0,50 %;
npenena obuapyxenus (IT10 = 0.014 %)

Impurity C / [Tpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 6onee 0,50 %;
npenena obHapyxenus (ITO = 0.010 %)

Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / Hwxe not more than 0.20 % / ve 6onee 0,20 %.

npezena obHapyxeuus (I10 = 0.014 %)

" Individual unidentified B Not more than 0.20 % / He 6onee 0,20 %.
isperity/ Exuiisinn Below LOQ (LOQ = 0.050%) / Hike

HEeUJeHTU(HLIUPOBAHHAs
MpHMecs npezena KONMYECTBEHHOTO ONpeaeneHuUs
(ITKO =0.050%))

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

npuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
fIpumevanue: [Ipoaykt cooTBeTcTBYET TpeboBanusm H]J 3axkmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moaroroneno: Ashish  ||[IpoBepeno: Pravesh [Tposepeno (AOK): person / OnobpeHo: ObecreueHue
Kumar ‘ Rana 4 Amit Kumar = KavecTBa/OTBETCTBEHHOE JTULIO:

@;}/ - / o ¥ UL xuw A
~ p f\’ = Py

Date / Date / Date / Date / 0T [EPONA
Hara: 05.01.2026 Hara: 05.01.2026 Hara:; 05.01.2026 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
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories iLtd.
Formuiation Unit-6

Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product : /

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

AHaaHTHYeCKHH oTyeT Ne : 890001856163

Jarta ananuza

IIpoaykr: Ketopon® (keToponak) pacTBop It BHYTPHBEHHOTO M BHYTPHMBILICYHOrO BBesienns, 30 mr/mn |
Batch No / . V251041 Batch Quantity / . 454545 ampules /

Cepus Ne ) O0bem cepun " 454545 amnyn

Analytical Report No / Date of Analysis /

: 05.01.2026

Date of Manufacture /

Date of Expiry /

nunedsus Ne

: 12/2025 + 11/2027
JaTta mpou3BoacTea T'ogen xo
Mfg. License No. /
TpoussoncTBennas : MNB/05/263 11‘{‘;; 'e}l‘)"l‘,“;e“ 4 . JITI-Ne(008888)-(PI-RU)

Analysis performed according ND / Auann3 nposeaen no HJI: JITT-Ne(008888)-(PT-RU)-170225

Page4of 7/Crp. 4 n37

Ne Test / ITokasaTennb Results / Pe3yabTaThl

Specification / Hopma

8 Extractable volume* / 10.6 ml/ 10.6 mMn

UszBnexkaemblii 00bem™

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

He menee 10,0 mn (06beM, U3MepeHHBIH
Ha OCHOBaHHM 00bEIMHEHHOT'O
conepxxumoro 10 ammy).

9 Bacterial endotoxins / <=0.725 EU/mg

Not more than 5.8 EU/mg of Ketorolac

BakrepHnanbHbie /<=0.725 ED/Mr Trometamol. / He 6onee 5,8 ED/Mr
IHAOTOKCHHBI KETOpOJIaka TPOMETaMUHA.

10 | Sterility** / 7 NA Must be sterile. / J[lomxeH ObiTh
CrepunbHocTh** CTepWIBHBIM.

11 | Assay/ KoauuyecTBeHHOe 30.14 mg/30.14 mr

vlpeAtIicHnE

From 27.0 mg to 33.0 mg of Ketorolac
Tromctamol per 1 mL. / Ot 27,0 mr nmo
33,0 Mr keTopoflaka TpoMeTamosa B 1 M.

12 Ethanol content / DTanon 11.86 %

From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) mo 13,10 % (06/06).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: IIpoaykt coorBeTcTBYET Tpeboanusam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
Ioaroroeneno: Ashish  [[[Iposepero: Pravesh ITposepeno (AOK): person / OnobpeHo: ObecneueHue
Kumar Rana i Amit Kumar kauecTBa/OTBETCTEEHHOE JIULIO:

ﬁg’/ Q/ AN UL KuAg

i —
A /\ T . 4{\./\/}

Date / Date / Date / Date / CS/O’ -0 L
Hara: 05.01.2026 Hara: 05.01.2026 Hara: 05.01.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 49C0 2399, Email: mail@drraddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS T nene s
CEPTH@OHMKAT AHAJIH3A  T° 191 29160 5600302
o o e === WWW.Arréadays.corn
Product ; / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keToponak) pacTBOp AJ1 BHYTPUBEHHOTO H BHYTPMMBILIEUHOTO BBeNeHUs, 30 mr/Mn
Batch No / . V251041 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6bem cepun * 454545 amnyn
Analytical Report No / Date of Analysis /
AuanuTudecknii oruer Ne : 890001856163 Hdara ananusa : 05.01.2026
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jarta npomn3BoacTBa I'onen mo
Mfg. License No. /
Npoussoxcreennas : MNB/05/263 A& o : JITT-Ne(008888)~(PT-RU)
annensust Ne Howmep PY

Analysis performed according ND / Ananns nposeaen no HJT: JITT-Ne(008888)-(PT-RU)-170225

PageS5of 7/Crp.5n37

Ne Test / Iloka3zaTennb Results / PesynabTaTh! Specification / Hopma
13 | Packaging / Onucanue 1 mL in class I light-shielding dark amber | 1 mL in class I light-shielding dark amber
yNaKoBKH glass ampoules. A cut ring and pointin the | glass ampoules.

upper part of ampoule. A label is attached | A cut ring and point are in the upper part

to ampoule. of ampoule. A label is attached to

10 ampoules and a patient information | ampoule. 10 ampoules and a patient

leaflet in a PVC/aluminum blister. information leaflet in a PVC/aluminum

1 blister in a carton pack. / blister.

ITo 1 mn B aMmynsl U3 cBeTo3altHoro | 1 blister in a carton pack; for in-patient

CTeKJIa TeMHO-KOPHYHEBOTO [IBeTa kilacca | facilities: 2, 3, 5 blisters in a carton pack.

I. B BepxHe#l 4acTH aMmmynbl HaHeceHsl | /

KOJIbLIO M TOYKa A1 paznoma. Ha amnyny | Ilo 1 mMa B aMiysiel U3 CBETO3ALIMTHOTO

HAKJIEUBAKL FTUKETKY . CTeKJIa TEMHO-KOPUYHEBOTO 1[BETA Kj1acca

[To 10 ammyn BMecTe c saucTtkoM- | 1. B BepxHeil yacTu aMmynbl HaHECEHBI

Braagpiiic B [IBX/anromuHucBBI | Konbuo M Touka anst padtoma. Ha ammymy

6aucrep. Ilo 1Onucrepy B mHayKy | HAKJICHBAIOT ITUKETKY.

KapTOHHYIO. [lo 10 ammyn BMecTe C JIMCTKOM-
BknanpimeM B [IBX/amomuHueBslii
onucrep. [lo 16nucrepy B mauky
KapTOHHYIO; 015 cmayuoHapog: 1o 2, 3, 5

| OJIMCTEPOB B MauKy KapTOHHYIO.

* Tests are not performed during the stability investigation. / * MicniblTaHust He IPOBOAAT B XOA€ UCCACAOBAHHUS

CcTaOWIBLHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** IIpu Beinycke npenapara
KOHTPO/Ib Ka4eCTBa IO 0Ka3aTelIo NMPOBOAMTCS IUIA Kax 10 15-0it cepum.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Ipoxykt cooTBeTCTBYET TpeboBanusm HJJ 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[TonrorosneHo: Ashish  |[[Iposepeno: Pravesh ITposepero (AOK): person / Onobpeno: ObecnedeHue
Kumar Rana f Amit Kumar kayecTBa/OTBETCTBEHHOE JIHLIO:
m/ '/ _Cumtie KU Rl
Date / Date / Date / Date / O ca1-001.L
Jlata: 05.01.2026 Mata: 05.01.2026 JlaTta: 05.01.2026 HaTa: $-010%

Registered Office: 8-2-337, Road No. 3, Banjara Hills, ifyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ;: +91 98166 55001-02

Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A atiteaddis.cnin

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular inj ections, 30 mg/ml ]
Mpoaykr:  Keropon™ (keToponak) pacTop /Ul BHYTPUBEHHOTO M BHYTPUMBILIEYHOrO BBeAeH s, 30 Mr/mn |
Batch No / . V251041 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6bem cepun 454545 amnyn

Analytical Report No / Date of Analysis /

AHaNMTHYECKHH oT4yeT No : 890001856163 Jara ananuza : 05.01.2026

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

JaTta npousBoacTBa T'open ao

Mfg. License No. /

Hponseoncreennas : MNB/05/263 P TABIETR | : JITI-Ne(008888)-(PT-RU)

JHIeH3ns Ne Howmep PY

Analysis performed according ND / Ananu3 nposeaen mo HJI: JITI-No(008888)-(PI"-R1)-170225 -
Page 6 of 7/ Ctp. 6 u3 7

Ketorolac Trometamol / Ketoponaka TpomMeTamon

API name / HaumenoBanune ADC:

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / YKTMO540925
Howmep cepun npoussoautens ADOC:
FP Manufacturer API Batch number /

FESA00529

Homep cepun cyGcTaHLHH NPOU3BOAUTENS
rJi®:

Symed Labs Limited, India /
Caiimen Jla6c Jlumuren, Mnous

API Manufactured by & country /
IIpouszsoaurenb ADC, crpana:

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

HaumeHoBaHue, aapec, MTULEH3US 1/
IlpouseoacTBeHHas miowaaka / Ilnomaaka
KOHTpOJs KadecTBa / [Inowaaka Beinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distl. Solan, H.P. 173205, India (liceuse No Nu MINB/05/263) /
I-p Penau’c Jlaboparopuc JIta., Uuaus, IlponssoacTBeHHOe noapasaeneHue-6,
Bunn. Kxons, Hanarapx Poya, bagnu, Quctpukr Conan, X.I1., 173205, Maaus
(nmunensust 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/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». /

3aknoyeHne 0 cooTBeTcTBHU: «HacToswum s MOATBEPXKAAK0, YTO IpUBEAECHHAsA BBIIIEC I/IH(l)OpMaLH/Iﬂ ABJIACTCA I[OCTOBepHOﬁ )41

Remarks : The Product confirms to ND/
IIpumeuanue: Ipoaykr coorseTcTBYET TpeboBaHmaM HJT

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MToarotosneno: Ashish ||[IpoBepeHo: Pravesh ITposepeno (AOK): person / Opobpeno: ObecnieyeHne
Kumar Rana § Amit Kumar kauecTa/OTBETCTBEHHOE JIHMIIO:
@1/ ‘ / N— QoML Ky AL
- i~ A
Date / Date / Date / Date / O L02.L
Hara: 05.01.2026 Jara: 05.01.2026 Hara: 05.01.2026 Jara:

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

CIN: L85195AP1984P1C004507
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 |- +97 99166 56001-02
CEFLAGHES 1 AI:IﬂII/ISfX ~ www.drreddys.com o

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr:  Keropon™ (keToponak) pacTBOp U1 BHYTPUECHHOI'O M BHYTPHUMbIILIEUHOTO BBEAEHHUS, 30 MI/Mn
Batch No / . V251041 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0beM cepun " 454545 amnya
Analytical Report No / Date of Analysis /
AHaaaTHYecKHH oTdyeT Ne : 890001856163 Jara ananuza : 05.01.2026
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JaTa npou3BoacTBa T'ogen go
Mfg. License No. /
IIponsBoacTBenHan : MNB/05/263 Al : JITT-Ne(008888)~(PT-RU)
amueHsus Ne Homep PY
Analysis performed according ND / Anann3 nposened mo H/I: JITT-Ne(008888)-(PI'-RU)-170225
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TOYHOH. DTa cepus NMPOAYKUMH NpousBefieHA (BKJIIOYas YNaKoOBKY (MapKMpPOBKY) W KOHTpO/Ib KauecTBa) Ha BbILEYKazaHHOI
NPOU3BOJACTBEHHO! TUIOLIAJKe (IUIOLIA/KaX) B MOJHOM COOTBETCTBHHU C TpeboBaHusamM [IpaBun Haanexauieii NpOU3BOACTBEHHO
NPaKTHUKH EBpamiicxoro 3KOHOMHYECKOI0O COK3a H TpC6OBaHI/l}IMM KOHTPOJIA KayeCTBa JICKAPCTBEHHBIX CPEACTB, a4 TAKXE B
COOTBETCTBHUHM CO CHeI.IH(bPIKaL[HSIMI/I, COIEPXKAIMMUCA B PETUCTPALIMOHHOM OOChHE CTpaHbI-UMIIOPTEpPA. 3amucu no NponU3BOACTBY,
YNaKOBKE€ W aHajJIu3y NPOBEPEHBI, U YCTAHOBJICHO HMX COOTBETCTBHE Tpe60BaHI/I5{M HpaBHn Haune)xameﬁ l'[pOl/I3BOIICTBeHH0171
npakTUKU EBpazuickoro 5KOHOMHYECKOTO COK3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: IlpogykT cooTBeTcTBYET TpeboBaHUsIM H/J 3aknaouenune: OJJOBPEHO
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