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r. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS

Tel : +91 58166 56001-02

CEPTUPUKAT AHAJIM3A www.drieddys.com

Product : / Ketorol” (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon™ (keroponak) pacTBOp [Jisi BHyTPHBEHHOI'O W BHYTPHMBIILIEYHOTO BBeAeHHUs, 30 Mr/mun
Batch No / . V251007 Batch Quantity / _ 454545 ampules /
Cepusn Ne ) O6bem cepun © 454545 amnyn
Analytical Report No / Date of Analysis /

Ananurnyeckuii oryer Ne : 890001853820 Jara ananuza : 24.12.2025

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JlaTra npou3BOACTBA I'onen no

Mfg. License No. /

Tponssoacraenmas : MNB/05/263 DS, ot : JIT-Ne(008888)-(PT-RU)
munensus Ne Homep PY

Analysis performed according ND / Ananu3 nposenen mo HJI: JIIT-Ne(008888)-(PT-RU)-170225

Pagelof 7/Crp. 1 m3 7

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems yaep:KuBaHus
OCHOBHOTO TMKa Ha XpomaTrorpaMme
HCIBITYEMOTO pacTBOpa COOTBETCTBYET
BPEMEHH YIep>KHBaHUs OCHOBHOTO ITHKa
Ha  XpomaTorpaMmme CTaHIaPTHOTO
pacTBopa.

Ne Test / [lokazaTe/ib Results / PesynbTars! Specification / Hopma

1 Description / Onucanne Clear slightly yellow color solution. / | Clear colorless to slightly yellow color
[Tpo3paunblii pacTBOp cBemo-kentoro | solution. / Ilpo3pauHblii pactBOp OT
LBeTa. 0€eCIBETHOrO [0 CBETIIO-XKENTOTO LBETA.

2 | Identification* / MUaenTuduxaumus*®

2a | HPLC*/BoOXX* The retention time of the main peak in the | 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  ynepxuBaHus
OCHOBHOIO [MMKa Ha XpOMarorpamme
HCNBITYEMOro pacTBOpa JOJDKHO
COOTBETCTBOBATb BPEMEHU YIEPXKHBAHUA
OCHOBHOTO [MKa Ha XpOMaTorpaMme
CTaHOAPTHOTO pacTeopa (paznen
«KonuuecTBeHHOE OnpeeNeHHe).

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoayxT cooTBeTcTBYET TpeboBaHuAM H]J

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[Moxrorosneno: Yogesh |[[IpoBepeno: Pravesh I[Tposepeno (AOK): person / Onobpeno: Obecneyenue
Chauhan Rana ; Amit Kumar \ kagecTBa/OTBETCTBEHHOE JIHLO:
Y 1 N QUL YU AR
{2 | « v
Date / Date / Date / Date / 2U- 1701
Hara: 24.12.2025 Jlara: 24.12.2025 Jlara: 24.12.2025 Iara:

Registared Uinice 8-£-33 7, RUal INC. 3, ©alijdla s, hyuuubdu —=0003T, TeIengars, T

Tel: +91 40 49500 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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 53166 56001-02
CEPTUPUKAT AHAJIU3A www.drieddys.com

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (ketoponak) pactBop uisi BHyTPHBEHHOrO M BHYTPUMBILIEUHOrO BBesicHHs, 30 Mr/mn |
Batch No / . V251007 Batch Quantity / . 454545 ampules /
Cepust Ne ) O0bem cepun " 454545 amryn
Analytical Report No / Date of Analysis /
AHaJauTHYeCKHH oTUeT Ne : 890001853820 Jara ananu3a : 24.12.2025
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
daTa npou3BojcTBa T'ogen go
Mfg. License No. /
IIpousBoscTBennas : MNB/05/263 St neiyexes : JIMT-Ne(008888)~(PT-RU)
aunenzus Ne Howmep PY

Analysis performed according ND / Ananu3 npoeeaen mo HJI: JITT-No(008888)-(PT'-RU)-170225

Page2 of 7/ Crp.2 w3 7

Ne

Test / Iloka3zaTenan

Results / Pe3yabTaThl

Specification / Hopma

2b

UV- spectrophotometry* /

Y®-cnexmpogomomempus*

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®-criekTps! MOTJOIMEHHS
¥ pacTBopa

KeTopoJsiaka
TpomeTaMuHa B obnactu ot 200 1o 400 HM
NOTNOMEHUS  TTPU

HUCIBITYEMOTO
CTaHOapTHOIO

pacTBopa

UMET MAKCUMYMHI

32242 uMm.

obpa3ua

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®-cuexTpsl
MOMJIOLIEHHS HCMBITYEMOIO pacTBopa H

pactBopa CTaHIapTHOTO obpasua
KETOpO/iaka TPOMETAaMHHA B OOJIACTH OT
200 mo 400 HM [OOMXKHBI HMMETH

MAaKCHMYMbI NOTJIOLIEHHUS NpH 32242 HM.

3 Clarity / IIpo3pa4yHocTh

The opalescence of the sample does not
reference
suspension I. / Onanecueruus npenapara
HE NpPEBBILIAET OMaeCleHUUIO CYCIIeH3UH

exceed  opalescence

cpaBHeHus L.

of

exceed opalescence of reference

CyCIMEeH3UHU cpaBHeHus L.

The opalescence of the sample should not

suspension I. / OnanecueHuus npenapara
HE JI0JKHA NPEBBILIATE OMAIeCLIEHLHIO

4 Color / IIseTHOCTH 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
[Tornomexnue 10XHO OblTh He Gonee 0,20
[pU AAvHE BONHBI 430 HM.

5 pH 7.1 From6.9t07.9./016,9 no 7,9.

6 Particulate matter / MexaHu4ecKHe BKIOYEHUS

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

Buaumele yacTHUIIbI

JIOJKHBI OTCYTCTBOBATb.

Remarks : The Product confirms to ND/
Mpumeuanne: IIpogykt cooTBeTcTBYET Tpebopanuam HJJ

Conclusion : APPROVED /
Jaxmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarorosneno: Yogesh [{[Iposepeno: Pravesh [Mposepeno (AOK): person / Onobpeno: ObecneyeHue
Chauhan Rana of Amit Ku 4 xauecTBa/OTBETCTBEHHOE JIULIO:
P I mir/ o UL IRUM PR
\/,,// / / \ € /4“ A /
Date / Date / Date / Date / o U -A0LE
Hara: 24.12.2025 Hara: 24.12.2025 Hara: 24.12.2025 Jara:
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&-4-3

237, Road NO. 3, Banjard fins, fydetabat

=SUUS S, [CIeNES TS, (T

Tel: +91 40 4900 2300, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS
CEPTHO®PHUKAT 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.drieddys.com

Product : /

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

Ipoaykr: Ketopon™ (keToposiak) pactBop /s BHYTPHBEHHOTO M BHYTPHMBbILIEYHOTO BBeAeHNs, 30 Mr/mn
Batch No / . V251007 Batch Quantity / . 454545 ampules /

Cepusi Ne ) O6bem cepin * 454545 amnyn N
Analytical Report No / Date of Analysis /

AnanuTudeckuii orget Ne : 890001853820 Jara anaauza : 24.12.2025

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

Jarta nmpou3BoacTBa T'ogen go

Mfg. License No. /
IIponsBogcreenHasn
auueH3ud Ne

: MNB/05/263

Homep PY

MA number: /

. JITI-Ne(008888)~(PI'-RU)

Analysis performed according ND / Ananu3 nposeaen mo HJI: JITT-No(008888)-(PI'-RU)-170225

Page3 of 7/Crp.3m3 7

Ne Test / Iloka3zaTenan

Results / PeyabTaThl

Specification / Hopma

6b | Invisible particles /

HeBuanMble YacTHULBL:

i. Particles> 10 pm / 5 not more than 6000 per ampoule; /
YacTui pasmepom > He 6onee 6000 Ha ammyny;
10 Mmxm

ii. particles > 25 pm/ 1 not more than 600 per ampoule. /
4acTHLl pa3MEPOM > He Gonee 600 Ha ammyy.
25 MKM

7 Impurities / IIpumecu R
Impurity A / [Tpumecs A 0.08 % not more than 0.20 % / re 6onee 0,20 %;
Impurity B / IIpumecs B Not detected / He oGHapyxeHa not more than 0.50 % / He Gomee 0,50 %;

Impurity C / Ilpumecs C

Below LOD (LOD = 0.010 %) / Huxe
npenena obHapyxenus (I10 = 0.010 %)

not more than 0.50 % / He 6onee 0,50 %,;

Impurity D / Ilpumecs D

Below LOD (LOD = 0.014 %) / Huxe
npenena obHapyxenus ([10 = 0.014 %)

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

Individual unidentified
impurity / Enunnunas
HeuAeHTHULIUPOBAHHAs

Below LOQ (LOQ = 0.050%) / Huxe
npejesa KOMU4eCTBEHHOTO ONPEAeIeHUs

Not more than 0.20 % / He 60oiee 0,20 %.

SEREEER (ITKO =0.050%)
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.
TIpUMereid
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumexwanne: Ilpoaykr cooTBeTcTBYET TpeboBaHmam HJT 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarorosneno: Yogesh ||[Tposepeno: Pravesh ITposepeno (AOK): person / Opo6peno: ObecneueHue
Chauhan o7 Rana 4 f Amit Kumar kagecTBa/OTBETCTBEHHOE JIHIIO:
gy = / J\ it Quwil RuMRrE
1 / / g
(A~ / \
Date / Date / Date / Date / 2 -0
Hara: 24.12.2025 JHara: 24.12.2025 Jara: 24.12.2025 Hara:
RERIGIETEN WUTNCE: o Z-237, Nlal (0. 3, Liaia fiin, (yosieuan © JUTUoT, tefaga e e
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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

CEPTHOHUKAT AHAJIM3A www.drreddys.com

| Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Dpoaykr: Ketopon® (keroponak) pacTBOp A BHyTPUBEHHOTO W BHYTPHMBIIIEYHOTO BBeAeHHUs, 30 Mr/mn
Batch No/ . V251007 Batch Quantity / . 454545 ampules /
Cepust Ne . Ob6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AnanuTHyeckHii oTyer No : 890001853820 Jlara aHau3a : 24.12.2025
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
JaTta npoun3BoacTea I'onen o
Mfg. License No. /
IpoussoncTaenHas : MNB/05/263 e : JIT-Ne(008888)-(PT-RU)
Junensus Ne Homep PY

Analysis performed according ND / Ananan3 nposenen o HJL: JITI-No(008888)~(PT-RU)-170225

Page4of 7/Crp.4m3 7

omnpeaesieHue

Ne Test / Ilokasarens Results / Pe3ynbTaThi Specification / Hopma

8 Extractable volume* / 10.7 ml/ 10.7 mn Not less than 10.0 ml (collectively
HU3ernekaemblii 06bem* measured volume of 10 ampoules). /

He menee 10,0 mn (06beM, U3MeEpEHHbIH
Ha OCHOBaHUH 06beAMHEHHOTO
cogepxxumoro 10 ammy).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
LakrepnanabHbie /<=0.725 ED/mMr Trometamol. / He 6onee 5,8 EQ/mr
9HIOTOKCHHbDI KETOpoJiaKka TpOMETaMHHa.

10 | Sterility**/ NA Must be sterile. / J[lomxed ObITh
CrepuapHocTh** CTEPUWIBLHBIM.

11 | Assay/ KoanuecTBeHHoe 30.17 mg / 30.17 mr From 27.0 mg to 33.0 mg of Ketorolac

Trometamol per 1 mL. / Ot 27,0 Mr mo
33,0 Mr keTopoiaka TpoMeTamoa B 1 MiL.

12 Ethanol content / DTaHon 11.67 % From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) no 13,10 % (06/006).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [IpoaykT cooTsercTBYeT Tpeboranusm HJJ 3axmiouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[onrotosnexo: Yogesh |[[Iposepeno: Pravesh  ||[Tposepeno (AOK): person / OnobpeHo: ObecneueHne
Chauhan Rana Amit Kumar N\ kauecTBa/OTBETCTBEHHOE JIULO:
il | ,-<'\/"i
Date / Date / Date / Date / QY- LAl L
Hara: 24.12.2025 Mara: 24.12.2025 Jlara: 24.12.2025 Hara:
Kegistered UTHoe, §-2-337, NOdUINGL 3, mmjsnﬁ 5 ﬂ',ud-qt-m. — 00O, TETaTIEaTTS, 11T

Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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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 58166 56001-02
CEPTUPUKAT AHAJIM3A www.drieddys.com
Fﬁroduct 2/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon" (kxeToposiak) pacTBop Ajis BHYTPHBEHHOIO U BHYTPUMBILICYHOrO BBeACHHS, 30 mr/mn
Batch No / - V251007 Batch Quantity / . 454545 ampules /
Cepusa Ne ) O6bem cepun © 454545 amnyn
Analytical Report No / Date of Analysis /
AnanuTuyeckuii oTuer Ne : 890001853820 JlaTa anaauza : 24.12.2025
Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027
Jata nponsBoacTaa T'ogen go
Mfg. License No. /
IponssoacTBennas : MNB/05/263 LA Humbers / : JI[-Ne(008888)-(PT-RU)
auuensus Ne Howmep PY

Analysis performed according ND / Anann3 nposegen o HJ/I: JIIT-Ne(008888)-(PI'-RU)-170225

PageS5of 7/Crp.5u37

No Test / Iloka3zaTtennb

Results / PesyabTaTsl

Specification / Hopma

13 | Packaging / Onucanue

YNaKoOBKH

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 mn B amMmynbl U3 CBETO3AIIUTHOTO
CTEeKJIa TEMIIO-KOPUIHEBOT0 LBETa KJlacca
I. B BepxHeilt yacTH aMIyJbl HaHECEHBI
KOJIBLIO U TOYKa s pasznoMa. Ha amnyny
HAKJIEHBAIOT 3TUKCTKY.

ITo 10 ammyn BMecTe ¢ JIHCTKOM-
BKIajpimeM B [IBX/anmroMHHUeBHIi
6nuctep. Ilo 1 6nucrepy 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
facilities: 2, 3, 5 blisters in a carton pack.
/

[To 1 Mn B amITysibl U3 CBETO3ALIUTHOTO
CTeKJia TEMHO-KOPHYHEBOTO LIBETA Kilacca
I. B BepxHell yacTu amIlyJibl HaHECEHBI
KOJIBLIO ¥ TOUKA U151 pasnoma. Ha ammyny
HaKIIeHBalOT STHUKETKY.

[To 10 ammyn BMeCTe C JIUCTKOM-
BknageimieM B [IBX/antomMuHueBblit
Oomucrep. Ilo 1 6nuctepy B mauky
KapTOHHYIO; 01 CHayioHapos: o 2, 3, 5
OnucTepoB B NMayKy KapTOHHYIO.

* Tests are not performed during the stability investigation. / * HcribiTanus He MPOBOAAT B XOJ€ HCCIIEOBAHMS

CTAaOUIIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [1pu Bbinycke npenapara

KOHTPOJIb Ka4eCTBa I10 NIOKAa3aTet0 IPOBOJUTCS /IS Kaxo# 15-oi cepum.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykt coorBeTcTBYeET TpeboBanmsim HJ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IoxarotorneHo: Yogesh |[|[Iposepeno: Pravesh ITposepeno (AOK): person / Opobpeno: ObecneueHue
Chauhan 7 Rana Amit Kumar . kauecTBa/OTBETCTBEHHOE JIMLIO;

V: J /\/ Y Cuwie Ky~pi

) ' ¥ 2 —
Date/ Date / Date / Date / PYyArL-L02
Jlata: 24.12.2025 Hata: 24.12.2025 Hara: 24.12.2025 Jlara:
Registered Ofice: 8-2-337, Road NO. 3, Banjara HilTG, Hyaeranat - Z000a®, (CIeriEara, o

Tel: +91 40 4900 2900, Fax: +391 4C 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
CEPTUOPUKAT AHAJIM3A www.drreddys.com

moduct 2/ Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hpogykr: Keropon® (keToposnak) pacTBOp /1Sl BHYTPMBEHHOTO M BHYTPUMBILLEUHOr0 BBeIeHHs, 30 mMr/mn
Batch No / . V251007 Batch Quantity / . 454545 ampules /

Cepus Ne ) Ob6nem cepuu * 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTndeckuii oTyer Ne : 890001853820 Jarta ananu3za 1 24.12.2025

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027 |
JaTa npoH3BoaACTBA T'open g0

Mfg. License No. /

TpoussoacTBeHnas : MNB/05/263 A muonbert S + JITI-Ne(008888)-(PI-RU)
anunenzun Ne Homep PY

Analysis performed according ND / Anasn3 npoBenen no HJI: JITT-Ne(008888)-(PI"-RU)-170225

Page 6of 7/ Crp. 6 n3 7

API name / HaumeHnosanne ADC:

Ketorolac Trometamol / Ketoposaka TpoMeTamon

rJid:

Homep cepun cy6eTaHuMu Npou3BOAUTEIIS

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / YK TMO440725
Homep cepun npoussoautenas APC:
FP Manufacturer API Batch number /

FESA00455

API Manufactured by & country /
IIpousBoautens A®C, crpana:

Symed Labs Limited, India /
Caiimen JIa6c Jlumurten, Munus

Name, address, authorization No for FP

site /
HaumenoBaHue, agpec, JHLEH3US 1JIs

manufacturing site / Control site / Release

IIpouseoacTBennas miowaaka / Ilnomwanka
KOHTpOJIA KayecTBa / Ilnomaaxa Bbimycka

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 Penmu’c Jlabopatopuc Jita., Uunus, ITpousBoacTBeHHOE oApa3feNeHUe-6,
Bunn. Kxons, Hanarapx Poyn, banau, Qucrpukr Conan, X.I1., 173205, Ungus
(muuensusa 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 ventied and their compliance with

Good Manufacturing Practice of the Eurasian Economic Union is established». /

3aknoyeHue 0 cooTBeTcTBUM: «Hacroammum s IIOATBEPXKAAKD, YTO MPUBECACHHAA BBILIC l/IHd)OpMaI.II/[ﬂ SABJIAIETCA IIOCTOBepHOP'I u

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumesianue: ITpoaykt cooTBeTcTBYET TpeboBanusam HJT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoarorosneno: Yogesh ||[Iposepeno: Pravesh IMporepeno (AOK): person / Onobpeno: ObecneuerHue
Chauhan } _ ||Rana J Amit Kumar A KayecTea/OTBETCTBEHHOE JIULIO:

J 7” //" j ,;J — E Q\JNl C U 'Q Q——

[ £~ L = A“\j
Date / Date / Date / Date / ) Y20
Jara: 24.12.2025 Jara: 24.12.2025 Hara: 24,12.2025 Hara:

NERISLET BU L NEE: O-&a-337, DGk 180, J, Taifara (i, yaeiGoat - JuuoTt, Tee oo e

Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS Tei:+91 58166 56001-02
CEPTUDPHUKAT AHAJIU3A www.drieddys.com

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

Mpoaykr: Ketopon™ (keroponak) pacTBOp [isi BHYTPUBEHHOTO M BHYTPMMbILLEYHOro BBeneHus, 30 mr/mn
Batch No / . V251007 Batch Quantity / . 454545 ampules /
Cepusi Ne ) Ob6bem cepun " 454545 amnyn B
Analytical Report No / Date of Analysis /

AnanuTHyeckHii oTyeT Ne : 890001853820 Jara ananuza 1 24.12.2025

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

JlaTa npon3BoacTBA T'open g0

Mfg. License No. /

IpoussoxcTBennas : MNB/05/263 A number: / : JITI-Ne(008888)-(PI-RU)

anuenzus Ne Homep PY

Analysis performed according ND / Ananu3 nposeaen mo HJI: JITT-Ne(008888)~(PI'-RU)-170225
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TOYHOI. DTa cepust MPOAYKUMH MpPOH3BeleHa (BKIIOYAas YNAKOBKY (MApKHPOBKY) M KOHTPOJb Ka4ecTBa) HA BhIIIEYKA3aHHOI
NPOM3BOACTBEHHOI MuolaaKe (UIOWAAKax) B MOJHOM COOTBETCTBUM C TpeGosaHuaMH [IpaBui Hamexaleii MpoM3BOACTBEHHOM
NpakTHKH EBpa3smiicKoro 3KOHOMHYECKOTO COH3a U TPeGOBAHUSIMH KOHTPOJS KauecTBa JIEKAPCTBEHHBIX CPEACTB, a TAKXKE B
COOTBETCTBHH CO CHELMPUKALMAMY, COAEPKALNMUCA B PETHCTPALHOHHOM JIOCHE CTPAHbI-UMIOPTEPA. 3aIMCH 110 NPOU3BOICTBY,
yHakoBKe M aHaJIW3y MPOBEPEHbI, H YCTAHOBJIEHO MX COOTBETCTBHE TpebGoBanuaM [IpaBuil Hamlexaiiell TPOM3BOACTBEHHOM
npakTuku EBpasniickoro 3k0HOMHYECKOTO COM3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [Iponykt cootBeTcTBYET TpeboBanusM HJJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MonrorosneHo: Yogesh [|/IIpoBepeno: Pravesh [Tpoeepeno (AOK): person / Onobpeno: ObecneueHue
Chauhan ¢ Rana r Amit Kumar A kagecTBa/OTBETCTBEHHOE JIHLIO:

W 1 M QUNIL K il

W - I —Cw]
Date / Date / Date / Date / QY2025
Hara: 24.12.2025 Hata: 24.12.2025 THara: 24.12.2025 IaTa:

Repiatered OMIce, 8-2-337, ROTU NT. 3, Baljara s, yueaoat - souosy, TeranEans, s

Tel: +91 40 4300 2900, Fax: -+91 4C 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com






