Dr. Reddy's Laboratories Ltd.

@
’ - ormulation Unit-6
Dr. Reddy s q'.. \iill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
CERTIFICATE OF ANALYSIS  7ci:+91 95165 56001-02
CEPTUPUKAT AHAJIN3A www.drreddys.com

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

IIpoaykr: Kertopon® (keToposnak) pacTBOp ISt BHYTPHBEHHOIO W BHYTPUMBILIECYHOrO BBEACHNUS, 30 Mr/m
Batch No / : V250109 Batch Quantity / : 454545 ampules /
Cepus Ne Oo6bem cepuu 454545 amnyn
Analytical Report No / : 890001792564 Date of Analysis / : 28.02.2025
AHanuTHYeCcKHi oTUeT No Jlara ananusa

Date of Manufacture / : 01/2025 Date of Expiry / : 12/2026

Jlara npou3BoaAcTBAa TI'ogen 1o

Analysis performed according ND / Anaans nposegen mo HJI: JI1-001365-230124

Page 1 of 5/Cip. 1 m35

No
Ne
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow
[MTpo3pauHblii OecLBETHBII pacTBOp. color solution. / [IIpo3paynsiii
PacTBOp OT GECLBETHOTO [0 CBETIO-
JKEJITOro LBETa.

Test / [TokazaTenn Results / Pe3yabTaThl Specification / Hopma

2 Identification / The retention times of the main
IMoaauHHOCTD peaks in the chromatogram of test
solution should correspond to those
Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / Bpemena
YAEp)XHBaHUs OCHOBHBIX ITMKOB Ha
XpOMaTorpamme UCIBITYEMOTO
pacTBopa OOJKHBI COOTBETCTBOBATh
BpeMeHaM YNEPIKHBAHUS OCHOBHBIX
NHUKOB Ha XpoMaTorpamme
CTaHAApPTHOrO pacTBopa (pazmen
«KonuyecTBeHHOE OMpeeieHUe»)

HPLC /B3XX

CoOTBETCTBYET

UV- spectrophotometry / Complies as prescribed/ 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-
CHEKTpHI MOTJIOILERUs
HCUBITYEMULO PACIBUPA Y PACTBOPY
CTaHOApPTHOro 00pa3sla KeTopoJidKd
TpoMeTaMKHa B obnactu ot 200 1o
400 HM IOJKHBI UIMETb MAKCUMYMBI
MOTJIOIIEHUs NpH 32242 HM.

Y@-cnexTpodporoMeTpus CooTBeTCTBYET

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoaykr coorBeTcTBYET TpeboBaHusaM HJ 3akawuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: Rama Kant ITpoeepeno: Santosh Kumar | Omobpeno: Menemxep / PykoBogurens

W Maurya @/_ Amit Kumar /\/ ;

Reprint Date / \ Reprint Date / Reprint Date / !
Hara: 28.02.2025 Jara: 28.02.2025 Hara. 28.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +81 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘,’:‘0

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDiA

CERTIFICATE OF ANALYSIS i, 49193106 5600102
CEPTUPHUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoayKrT: Keropon® (keToposnak) pactBop [/is BHyTPUBEHHOTO M BHYTPUMBILIEYHOro BBeACHH, 30 Mr/mn
Batch No/ : V250109 Batch Quantity / : 454545 ampules /
Cepus Ne O6beM cepHH 454545 amnyn
Analytical Report No / : 890001792564 Date of Analysis / : 28.02.2025
AHANUTHYECKHIH oTyeT No JlaTa anann3za
Date of Manufacture / : 01/2025 Date of Expiry / : 12/2026
JlaTa NpoH3BOACTBA Togen 1o

Analysis performed according ND / Ananus npoegen no HJI: JI1-001365-230124

Page 2 of 5/ C1p. 213 5

1;00 Test / [loka3aTeinnb Results / Pe3yabTaThl Specification / Hopma
3 Clarity / Ilpo3padHocTb Complies / CooTBETCTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnajecueHuys npenapara He
JIOJDKHA MPEBBILIATD ONMANECIEHIUHIO
STajloHa cpaBHeHMs L.
4 Color / IlBeTHOCTDH B 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
[TornomeHHe NOMKHO ObITh HE
6onee 0,20 NpH AJTMHE BOIHBI
430 M.
5 pH 7.3 From 6.9 t0 7.9./0t1 6,9 1o 7,9.
6 Particulate matter / MexaHu4ecKHe BKJIIOUEHHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements.
BunumMeie 9acTHIBI /
B cooTBeTCTBHH € TPeOOBAHUIMU.
6B Invisible particles /
HeBuauMble YaCTUIB!:
i. Particles> 10 pm / 05 not more than 6000 per ampoule /
YacTul pasMepoM > He 6onee 6000 Ha amnyny;
10 MxMm
ii. particles> 25 pm/ 01 not more than 600 per ampoule /
4aCTHUL pa3MEPOM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PogcTBeHHb1e NpUMecH

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykr cootrBeTcTBYeT TpeboBaHnaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Rama Kant [Tpoeepeno: Santosh Kumar | Ongo6peHo: Menemxkep / PykoBoauresib
Maurya Amit Kumar v
A N
Reprint Date / v Reprint Date / Reprint Date / )
Jara: 28.02.2025 Jara: 28.02.2025 Jara: 28.02.2025

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

Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +81 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

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

vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  7ci: 2192155 56001-02
CEPTHPUKAT AHAJIN3A www.drreddys.cori

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Tlpogykr: Keropon® (keToponak) pacTBOp /jis BHyTPUBEHHOTO H BHYTPUMbILIEUHOTO BBEAeHHS, 30 Mr/mn |
Batch No / : V250109 Batch Quantity / : 454545 ampules /
Cepus Ne OoBem cepun 454545 ammyn
Analytical Report No / : 890001792564 Date of Analysis / : 28.02.2025
AHanuTHYecKuii oTyeT No JlaTa aHaJusa

Date of Manufacture / : 01/2025 Date of Expiry / : 12/2026

JlaTa npon3BoJacTBA I'oneH 1o

Analysis performed according ND / Anann3 npoeexen mo HJI: JI[1-001365-230124

Page3 of 5/Cip-3m3 5

1}00 Test / Iloka3zaTeinnb Results / Pe3yabTaTsl Specification / Hopma
Impurity A / IIpumecs A 0.09 % not more than 0.20 % / He Gonee
0,20 %;
Impurity B / [Ipumecs B Not detected / He o6napykeHa not more than 0.50 % / He Gonee
0,50 %;
Impurity C / [Tpumecs C not more than 0.50 % / He Gonee
Below LOD (LOD = 0.010 %) / 0,50 %;
Hixe nipenena o6Hapyxerus (I10
=0.010 %)
Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Hinxe npepena o6napyxenus (I10 0,20 %.
=0.014 %)
Individual unidentified Not more than 0.20 % / He OGonee
impurity / EnuninyHas Below LOQ (LOQ = 0.05%) / 0,20 %.
HEWAEHTUQUIMPOBAHHAS Huxe npeaena koJIM4ECTBEHHOTO
npUMech onpeaenenus (ITIKO = 0.05%)
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee
npuMeceit 1,50 %.
8 Extractable volume / 10.1 ml/ 10.1 M Not less than 10.0 ml (collectively
HsBiiekaembiit 06bem measured volume of 10 ampoules) /
He menee 10,0 mn (06beM,
W3MEpEeHHbIH Ha OCHOBAHUHU
06beAMHEHHOTO cofepxumoro 10
aMITyJ1)

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykt coorBercTByeT TpeboBanusM HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
IToarotosneno: Rama Kant

My

e

Checked by /

Maurya

ITpoeepeno: Santosh .éumar

/
L

s —

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoantens

Reprint Date / v
Jlara: 28.02.2025

Reprint Date /
Hara: 28.02.2025

Amit Kumar - L
s

Reprint Date / .

Jlara: 28.02.2025

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 ‘%.’

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIM3A

Tl 0T Q91483
1S vk ZLL0

www.drreddys.com

6001-02

pie)

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

IIpoayxr: Keropoa® (keToponak) pacTBop JUisl BHYTPHBEHHOTO H BHYTPHMBIIEYHOTO BBefieHNs, 30 mr/mn
Batch No / : V250109 Batch Quantity / : 454545 ampules /
Cepus No Oo6bem cepHH 454545 amnyn
Analytical Report No / : 890001792564 Date of Analysis / : 28.02.2025
AnaidntHyeckuil orger Ne JaTa apaauza

Date of Manufacture / : 01/2025 Date of Expiry / 1 12/2026
JlaTa npoH3BOACTBA TI'ogen pno

Analysis performed according ND / Auasnus nposegen nmo HJI: JII1-001365-230124

Page 4 of 5/ Cip.4u3 5

amber glass ampoules (USP). 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 blisters in a carton pack /

Ilo 1 w™Mn B aMIyns M3
CBETO3AIIMTHOIO CTeKJIa TEMHO-

KopuuHeBoro kinacca I (USP). B

ioo Test / IToxazaTesb Results / PeayabTaTs! Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrepuanbHbie /<=0.725 ED/mMr Ketorolac Trometamol. / He Gonee
JHAOTOKCHHBI 5,8 ED/Mr KETOpoJIaKa
TpOMeTaMUHa.
10 Sterility (every 15th batch) / Sterile / Crepunen Must be sterile. / JlonkeH ObITH
CrepuabHOCTD (AJIst KaKAOH CTEPWIbHBIM.
15-oii cepnn)
11 Assay / KonuuecTBeHHoe 29.97 mg/29.97 mr From 27.0 mg to 33.0 mg of
onpegeJjienye Ci9H24N204 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr CoH24N»Og (keTOpONaKa
TpoMeTaMon) B 1 ML
12 Alcohol content / ITanon 11.74 % From 10.60 % (v/v) to 13,10 %
viv)./
Ot 10,60 % (06/06) mo 13,10 %
(06/00).
13 Packaging / Yuakopka 1 mL in class I light-shielding dark | 1 mL in class I (USP) 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 ™I B aMmnyinsl H3
CBETO3AIMTHOTO CTEKIa TEMHO-

Remarks : The Product confirms to ND/
ITpumeuanue: [Tpoaykrt cooTBeTcTBYET TpeOOoRaHuAM HJ|

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

[Hara: 28.02.2025

Jara: 28.02.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Ionroroeneno: Rama Kant ITposepeno: Santosh Kumar | Omo6peno: Menemxkep / PykoBoaurenb
@J M Maurya JE\ . Amit Kumar v
2 > N~
Reprint Date / | Reprint Date / Reprint Date / !

Hara: 28.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500934, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Emaik: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

S
K g Formulaticn Unit-6
Dr. Reddy S ". vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P, 173 205, iNDIA
el »+21 98158 56001-02

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A www.drreddys corn

-

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

Hponykr: Ketopon™ (keToposiak) pacTBOp A/ BHYTPMBEHHOrO M BHYTPUMBILIEYHOTO BBEAEHNS, 30 Mr/ma
Batch No / : V250109 Batch Quantity / : 454545 ampules /
Cepus Ne Oobem cepin 454545 amnyn
Analytical Report No / : 890001792564 Date of Analysis / : 28.02.2025
AnanuTuuecKuii oTueT No JlaTa aHaau3a

Date of Manufacture / : 0172025 Date of Expiry / : 12/2026

JlaTa npou3BoacTBa I'onen xo

Analysis performed according ND / Ananu3 nposeaen no HJ/L: JI[1-001365-230124

PageSof 5/ Crp. 5u3 5

1;_:) Test / IlokasaTenb Results / PesyabTats! Specification / Hopma
BepXHel 4acTH aMmysibl HaHEeCeHbl | KopuiyHeBoro uperta knacca I (USP).
KOJILLO ¥ TOYKa 1A pa3noMa. Ha | B BepxHeH yacTv amMNyJibl HAHECEHB]
amMnyJy HaKJICHBAIOT 3TUKETKY. KONBIO U TOYKa JuId pasnoma. Ha
ITo 10 amnyn ¢ MHCTPYKLUMEH 0 | aMIlyjly HakJIeHBalOT 3THKETKY.
[IPUMEHEHHIO nomemaroT | [lo 10 aMmysn ¢ WHCTpyKUMEH IO
B [IBX/anmoMuHueBbIi OaucTep. NIPUMEHEHHIO B
Mo 1 Gnucrepy B mauky kapToHHyto. | IIBX/amomunuesniii 6nucrep. Ilo
1 GnucTepy B NAukKy KapTOHHYIO;
ons  cmayuoHapog: mo 2, 3, 5
61UCTEpOB B NAYKY KApTOHHYIO.
14 Labelling / MapknpoBka According to ND / B coorserctsuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuuieHHoM
XpaHeHue OT cBeTa MecTe TIpu Temneparype He Bblie 25 °C. He 3amopaxuBars.
16 Shelf-life / Cpok roanocTn 2 years. / 2 rona.
API name / Haumenosanue ADC: Ketorolac Trometamol / KeToposnaka TpomeTaMon
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Howmep cepun npouzsoautenss ADC: 2KTM0430724
FP Manufacturer API Batch number /
Howmep cepun cy6ecTanuuu npoussoantensn IJI®D: FERA00483
API Manufactured by & country/ S}vrmed Labsiletc. Jogiey'
Mpouseoautens A®C, crpana: Caiimen Jlabe Jita., Unnus

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

ITpumedanue: IIponykr cootBeTcTBYeT Tpeboranuam HJI 3aknrouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Toarororneno: Rama Kant IMposepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosoaurenb
Maurya Amit Kumar L

Reprint Date / Reprint Date / Reprint Date / |

Hara: 28.02.2025 Hara: 28.02.2025 Hara: 28.02.2025

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



