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 1. 191 95166 56001-02
CEPTHOUKAT AHAJTU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp A/l BHYTPUBEHHOTO M BHYTPHMBILICYHOrO BBeieHHs, 30 Mr/mn
Batch No / : V250232 Batch Quantity / : 454545 ampules /
Cepus Ne - ~|O6Bbem cepun 454545 amnyn
Analytical Report No / : 890001803540 Date of Analysis/ : 14.04.2025
AHanuTHYECKHI oTUeT No JlaTa ananmsa
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
Jata npon3BoacTea I'onen no
Analysis performed according ND / Ananus nposeaen mo HJ/L: JI[1-001365-230124

Page1of S/ Crp.1u35

1;.00 Test / IToka3zaTesb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear colorless to slightly yellow
ITpo3pauHsblit 6ECLBETHBIN pacTBOP. color solution. / [IIpo3pauHbtii
pacTBOp OT GECLIBETHOTO JI0 CBETJIO-

XKENITOro I[BETa.

2 Identification / The retention times of the main
ToaauHHOCTH peaks in the chromatogram of test
HPLC / BOKX solution should correspond to those

Complies as prescribed/

CooTBeTCTBYET

in the chromatogram of standard
solution (Assay section) / Bpemeua
yIepKUBAHHUS OCHOBHBEIX THUKOB Ha
XpOMaTorpamMmme UCTIBITYEMOTO
pacTBOpa JOJKHBI COOTBETCTBOBATH
BpEMEHAM YIEPKUBAHHUSI OCHOBHBIX
NIMKOB Ha XpoMaTorpaMmme
CTAQHAAPTHOTO pacTBOpa (pasmel
«KOoMM4ecTBEHHOE OMpEIEISHUE)

UV- spectrophotometry /
Y®-cnektpodoToMeTpus

Complies as prescribed/

CooTBeTCcTBYET

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 HOTIOIIEHUS
HCIBITYEMOTO PacTBOpa U pacTBopa
CTaHZapTHOro obpaslia KeTopoiaka
TpomeramuHa B obnactu ot 200 mo
400 HM DOJKHBI UMETb MaKCUMYMBI
TIOTJIOIIEHUS Npy 322+2 HM.

Remarks : The Product confirms to ND/
ITpumeuanue: Ilponykrt coorBercTByeT TpeboBanusm HJL

Conclusion : APPROVED /
3aknrouenne: OJOBPEHO

Jlata: 14.04.2025

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

TMoaroTorneHo: Iﬁi%n IIpogepeHo: Pardeeg) Kumar | Onobpeno: Meneaxkep / Pykosoaurens
AL L e - Amit Kumar N 7

Reprint Date / Reprint Date / Reprint Date /

Jarta: 14.04.2025

Hara: 14.04.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Ketopon™ (keToponak) pacTBoOp 1Jis BHYTPUBEHHOIO W BHYTPHUMBILIEYHOrO BBeeH s, 30 mr/mi
Batch No / 1 V250232 Batch Quantity / : 454545 ampules /
Cepus No O6Bem cepHu 454545 amnyn
Analytical Report No / : 890001803540 Date of Analysis / : 14.04.2025
AnanuTHYecKMH oTueT Ne JlaTa ananmnza

Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027

JaTa npoH3BOACTBA T'open po

Analysis performed according ND / Ananns nposegen no HJI: JI[1-001365-230124

Page2 of 5/ C1p.2u3 5

No

N Test / [loka3aTenb

Results / PesyabTaThl

Specification / Hopma

3 Clarity / IIpo3payHocTb

Complies / CooTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OrnaneclieHUus npernapara He
JOJDKHA MPEBbILIATH ONAIECLIEHIHIO
3TajloHAa cpaBHeHus L.

4 Color / llgeTHOCTH 0.05 Absorbance should be not more
than 0.20 at 430 nm. /
[ornolenne T0KHO ObITh HE
6onaee 0,20 npu JUIHHE BONHBI
430 HM.

5 pH 7.2 From 6.9t07.9./0T16,9 no 7,9.

6 Particulate matter / MexaHH4yecKHe BKJIKOUYEHHUSA

CA Visible particles /
BuayMeie 4acTHILIBI

Complics / COOTBCTCTBYCT

Should correspond to requirements.
/
B coOTBETCTBHY C TpeOOBaHMIMH.

6B Invisible particles /
HeBuauMble YaCTHLIBI:

i. Particles> 10 pm/ 33 not more than 6000 per ampoule /
UacTtuu pazMepom > He 6onee 6000 Ha amnyiy;
10 MkM

ii. particles> 25 um/ 02 not more than 600 per ampoule /
YacTUL pa3MepoM > de 6osiee 600 Ha aMITyJLy.
25 MKM

7 Related substances / PoacTBeHHbIe TpHUMeCH
Impurity A / IlpaMecs A 0.10 % not more than 0.20 % / He Gojee

0,20 %,;

Remarks : The Product confirms to ND/
[Mpumeuanue: [IponykT coorBeTcTBYeT Tpebosanusm HJL

Conclusion : APPROVED /
3akaouenune: OJJOGPEHO

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

[Toarorosneno: Nagri [Mpoeepeno: Pardeep Kumar | Ono6peHo: Menemkep / PykoBoaurens
wku ol — Amit Kumar N~ —

Reprint Date / Reprint Date / Reprint Date/ !

Hara: 14.04.2025 Hara: 14.04.2025 Hara: 14.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 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 7 : 491 98166 56001-02
CEPTUD®HNKAT AHAJIM3A www.drreddys.com

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

IMpoaykr: Keropon® (keToposnak) pacTBop Al BHYTPHBEHHOTO ¥ BHYTPHMBIIUEYHOTO BBEEHHS, 30 MI/ma
Batch No / 1 V250232 Batch Quantity / : 454545 ampules /
Cepns Ne Oo0beM cepun 454545 amnyn
Analytical Report No / : 890001803540 Date of Analysis/ : 14.04.2025
AHAJHTHYECKHH oT4YeT Ne Jara ananusa

Date of Manufacture / : 0372025 Date of Expiry / : 02/2027
JaTta npou3BoacTsa T'ogen go

| Analysis performed according ND / Ananus nposeaen no HJI: JII1-001365-230124

Page3 of 5/ Crp.3m35

1}:’ Test / IlokasaTenab Results / Pe3yabTathl Specification / Hopma
Impurity B / IIpumecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He Goiyee
Hwxe npenena obnapyxenns (I1O = 0,50 %;
0.014 %)
Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gonee
Hmxe nipenena obHapyxenus (I10 = 0,50 %;
0.010%)
Impurity D / TTlpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He GoJyiee
Hwuxe npenena obnapyxenus (I1O = 0,20 %.
0.014 %)
¥ndivi§[ua/l llzmidentiﬁed Below LOQ (LOQ = 0.05%) / é\l% 1(;1ore than 0.20 % / He 6onee
e AL A Hmxe npenena KOTUYECTBEHHOTO e
HEWIeHTHOULUPOB2HHAA onpenenerus (ITKO = 0.05%)
npuMech
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee
npumeceit 1,50 %.

8 Extractable volume / 10.1 ml/ 10.1 M Not less than 10.0 ml (collectively
H3Biekaemblii 00beM measured volume of 10 ampoules) /

He menee 10,0 Mt (06beM,
H3MEpeHHBIH Ha OCHOBaHNH
o6BeIMHEHHOTO coaepxkuUMoro 10
aMITyJ)

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTrepHanbHble /<=0.725 E9/mMr Ketorolac Trometamol. / He 6oiee
3HAO0TOKCHHBI 5,8 ED/Mr KETOpOJIaKa

TpOMETaMHUHa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IIpoaykt coorBercTBYeT TpeboBanusm HJI 3axawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Naﬂ[i Iposepeno: Pardeep Kumar | Ono6peno: Menempxep { PykoBoautens

AL L —— Amit Kumar  \
Reprint Date / Reprint Date / Reprint Date /|
Hata: 14.04.2025 Jlara: 14.04.2025 Jara: 14.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, 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

Tet : +91 98166 56001-02

CEPTUOUKAT AHAJIU3A www.drreddys.com

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

IIpoaykKrT: Ketopon® (keToponak) pacTBop i BHyTPHBEHHOTO H BHYTPUMBILIEYHOTO BBEACHHUS, 30 MI/mi
Batch No / 1 V250232 Batch Quantity / : 454545 ampules /
Cepust Ne O6beM cepun 454545 amnyn
Analytical Report No / : 890001803540 Date of Analysis/ : 14.04.2025
AHAJHTHYECKHH oT4yeT No JlaTa anaau3za

Date of Manufacture / : 0372025 Date of Expiry / : 02/2027
Jara npoH3BOACTBa I'oxen mo

Analysis performed according ND / Anaus nposeaen mo HJI: JIT1-001365-230124

Page4of 5/Cip.4u3 s

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 /

ITo 1 w™Mn B aMmmynsl u3
CBETO33IUUTHOTO CTEKJIa TEeMHO-

kopuyHeBoro kinacca I (USP). B
BEpPXHEHl 4acTH aMITysibl HaHECEHbI
KONBLIO U TOuUka A pasnoma. Ha
aMITyJTy HAKJIEUBAIOT 3TUKETKY.

Ilo 10 aMmyn ¢ UHCTpYKLHMEH IO
NPUMEHEHUIO MOMEHIAI0T
B IIBX/anroMydHHeBEIH OucTED.

iﬂo Test / IlokasaTenlb Results / PesynbTaTsl Specification / Hopma
10 Sterility (every 15th batch) / NA Must be sterile. / JlomxkeHn ObiTh
CTepunbHOCTb (/I8 KAXKAOH CTEPUJILHBIM.
15-0it cepum)
11 Assay / KoandecTBeHHOE 30.20 mg / 30.20 mr From 27.0 mg to 33.0 mg of
onpejeieHHe C1oH24N206 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 Mr
10 33,0 mMr CioH24N,O¢ (keTOpONaKa
TpomeTamon) B 1 MIL
12 Alcohol content / 3Tanos 11.83 % From 10.60 % (v/v) to 13,10 %
)./
Ot 10,60 % (06/06) mno 13,10 %
(06/00).
13 Packaging / YnakoBka 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 /
ITo 1 w™MI B aMIoylsl u3
CBETO3AIMTHOTO CTEKIA TEMHO-

KopH4HeBoro LeTta Kiacca I (USP).
B BepxHeii yacTH aMITyJIbl HAHECEHBI
KONBIIO U TOYKa AJIA pasnoMma. Ha
aMITyJly HaKJIEHBAIOT STHKETKY.

ITo 10 amMmyn ¢ MHCTpYKIMeH [10
NPHMEHEHUIO B

Remarks : The Product confirms to ND/

[Tpumeuanne: [TpogykT coorBeTcTBYeT Tpebosanusam HJI

Conclusion : APPROVED /
Zakawyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno; Nagri ITposepeno: Pardeep Kumar | Onobpeno: Menemwkep / RykoBoauTens
*k U — Amit Kumar j\ e
Reprint Date / Reprint Date / Reprint Date / y

Jlarta: 14.04.2025 Jara: 14.04.2025 Jara: 14.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 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 . 191 93166 56001-02
CEPTUPUKAT AHAJIU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (keToposnax) pacTBop Ul BHYTPHBEHHOIO M BHYTPUMBILLECUHOIO BBEACHMS, 30 MI/mil
Batch No / : V250232 Batch Quantity / : 454545 ampules /
Cepusn Ne O61neM cepuH 454545 ammyn
Analytical Report No / : 890001803540 Date of Analysis/ : 14.04.2025
AHaauTH4YecKHH oTueT No Jarta anajiusa
Date of Manufacture / : 03/2025 Date of Expiry / : 0272027
JaTa npoM3BOACTBA T'ogen no

Analysis performed according ND / Anann3s nposenen no HJL: JI[1-001365-230124

Page S of 5/ Crp.5u3 5

ig Test / MokazaTens Results / PesynbTaThl Specification / Hopma
ITo 1 6nucTepy B mauky kaprouuyo. | [MBX/amomunnessii Gnuctep. Ilo
1 6nvcTepy B Ta4dky KapTOHHYIO;
ona cmayuonapog: mo 2, 3, 5
ONUCTEPOB B MayKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsercTBuu ¢ H]I,
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aluuiienHom
XpaHeHue OT cBETa MecTe NpH Temnepatype He Bbiitie 25 °C. He 3aMopaxuBath.
| 16 Shelf-life / Cpox roanocT 2 years. / 2 rona.

API name / Haumenoranue A®C:

Ketorolac Trometamol / Keroponaka TpoMeTaMoJ

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu npousBoaureiss A®C:

2KTMO0601024

FP Manufacturer API Batch number /
Homep cepum cy6cranuuu npouspoautess [JId:

FERA00632

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

Symed Labs Ltd., India /
Caiimen Jla6c JItao., Unana

Remarks : The Product confirms to ND/
ITpumeuanue: IIponykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by / Checked by /
IToxrorosneHo: {){a ﬁ'}. ITpoeepeno: Pardeep Kumar
A '

Sd—

Approved by: Manager/Executive /
Onobpeno: Menemxep / P}C\'osonmenb
Amit Kumar Do

Reprint Date /
Jlata: 14.04.2025

Reprint Date /
Jata: 14.04.2025

Reprint Date / I ;
Jara: 14.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: .85195AP1984PLC004507
www.drreddys.com



