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WA TOAGRRDL (20234E6 A RER)

= 4 KIE

= 1 4 Bausch Health US LLC

e 7 4 OXSORALEN ULTRA

HIE - Btk Soft Gelatin Capsules, 10mg.
J& I A 19864F

ZIRE X35 R

Photochemotherapy (methoxsalen with long-wave UVA radiation) is indicated for the symptomatic control
of severe, recalcitrant, disabling psoriasis not adequately responsive to other forms of therapy and when the
diagnosis has been supported by biopsy.

Methoxsalen is intended to be administered only in conjunction with a schedule of controlled doses of
long-wave ultraviolet radiation.

MEXR O &

PSORIASIS THERAPY
1. DRUG DOSAGE - INITIAL THERAPY: Methoxsalen capsules should be taken 1-1/2 to 2 hours before
UVA exposure with some low-fat food or milk according to the following table:

Patient’s Weight
Dose

kg) (bs) (mg)

<30 <66 10
30-50 66-110 20
51-65 112-143 30
66-80 146-176 40
81-90 179-198 50
91-115 201-254 60
>115 >254 70

Geriatric patients should generally be started at the low end of the dose recommended according to body
weight and closely monitored during PUVA therapy. Although clinical experience has not identified
differences in response between elderly and younger patients, the use of methoxsalen in older individuals
may be affected by the presence or pre-existing medical conditions.

2. INITIAL EXPOSURE: The initial UVA exposure energy level and corresponding time of exposure is
determined by the patient’s skin characteristics for sun burning and tanning as follows:

Skin Type History Recommended
Joules/cm?
I Always burn, never tan (patients with erythrodermic 0.5 J/cm?
psoriasis are to be classed as Type I for determination
of UVA dosage.)
I Always burn, but sometimes tan 1.0 J/em?
I Sometimes burn, but always tan 1.5 J/em?
v Never burn, always tan 2.0 J/em?
Skin Type Physician Examination Joules/cm?
v Moderately pigmented 2.5 J/em?
VI Blacks 3.0 J/em?

* Patients with natural pigmentation of these types should be classified into a lower skin type category if the
sunburning history so indicates.
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If the MPD is done, start at 1/2 MPD.

Additional drug dosage directions are as follows:
Weight Change: In the event that the weight of a patient changes during treatment such that he/she falls
into an adjacent weight range/dose category, no change in the dose of methoxsalen is usually required. If,
in the physician’s opinion, however, a weight change is sufficiently great to modify the drug dose, then an
adjustment in the time of exposure to UVA should be made.
Dose/Week: The number of doses per week of methoxsalen capsules will be determined by the patient’s
schedule of UVA exposures. In no case should treatments be given more often than once every other day
because the full extent of phototoxic reactions may not be evident until 48 hours after each exposure.
Dosage Increase: Dosage may be increased by 10 mg. after the 15th treatment under the conditions
outlined in section XI.B.4.b.

DAILYMED [OXORALEN-ULTRA@(Bausch Health), 20214511 A ti7T]
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=ac951dc4-9031-43bf-943¢-cb2366951123 (202346 H 7 7 & &)

% KIE
= 4 THERAKOS, Inc.
I 5t 4 UVADEX
H - HAE 200mcg/10mL 735454l
¥ 5t 19994F
e XITEh R UVADEX® (methoxsalen) Sterile Solution is indicated for extracorporeal administration with the THERAKOS®
CELLEX® Photopheresis System in the palliative treatment of the skin manifestations of Cutaneous T-Cell
Lymphoma (CTCL) that is unresponsive to other forms of treatment.
MER O &E Each UVADEX® treatment involves collection of leukocytes, photoactivation, and reinfusion of photoactivated cells.

UVADEX® (methoxsalen) Sterile Solution is supplied in 10 mL vials containing 200 mcg of methoxsalen
(concentration of 20 mcg/mL). The THERAKOS® CELLEX® Photopheresis System Operator’s Manual should be
consulted before using this product. UVADEX® should not be diluted. The contents of the vial should be injected into
the THERAKOS® CELLEX® Photopheresis System immediately after being drawn up into a syringe. Do not inject
directly into patients. The UVADEX® vial is for single use only. Any UVADEX® that is not used during a procedure
should be immediately discarded. UVADEX® can adsorb onto PVC and plastics, therefore only THERAKOS®
CELLEX® photopheresis procedural kits supplied for use with the instrument should be used to administer this
medicinal product. Once UVADEX® is drawn into a plastic syringe it should be immediately injected into the
photoactivation bag. UVADEX® exposed to a plastic syringe for more than one hour should be discarded.
During treatment with the THERAKOS® CELLEX® Photopheresis System, the dosage of UVADEX® for
each treatment will be calculated according to the treatment volume.
+ The prescribed amount of UVADEX® should be injected into the recirculation bag prior to the
Photactivation Phase using the formula:

TREATMENT VOLUME x 0.017 = mL of UVADEX® for each treatment

Example: Treatment volume of 240 mL x 0.017 = 4.1 mL of UVADEX®
Frequency/Schedule of Treatment:
Normal Treatment Schedule: Treatment is given on two consecutive days every four weeks for a minimum
of seven treatment cycles (six months).
Accelerated Treatment Schedule: 1f the assessment of the patient during the fourth treatment cycle
(approximately three months) reveals an increased skin score from the baseline score, the frequency of
treatment may be increased to two consecutive treatments every two weeks. If a 25% improvement in the
skin score is attained after four consecutive weeks, the regular treatment schedule may resume. Patients who
are maintained in the accelerated treatment schedule may receive a maximum of 20 cycles.
There is no clinical evidence to show that treatment with UVADEX® beyond six months or using a different
schedule provides additional benefit. In study CTCL 3, 15 of the 17responses were seen within six months
of treatment and only two patients responded to treatment after six months.

Drugs@FDA [UVADEX (Therakos), 20214-5H ti7T]
https://dailymed.nlm.nih.gov/dailymed/druglnfo.cfm?setid=5ad333bd-845{-4318-9ecf-43491126¢7c7 (202346 H 7 7 & X)
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SaLii} LN A
KE DU SCE PREGNANCY:
(20214E11 1) Animal reproduction studies have not been conducted with methoxsalen. It is also not known whether

methoxsalen can cause fetal harm when administered to a pregnant woman or can affect reproduction

capacity. Methoxsalen should be given to a woman with reproductive capacity only if clearly needed.

NURSING MOTHERS:
It is not known whether this drug is excreted in human milk. Because many drugs are excreted in human

milk, either methoxsalen ingestion or nursing should be discontinued.

A=A RMT VT3
(202346 7)

The Australian categorisation system for prescribing medicines in pregnancy

Category : B2

Drugs which have been taken by only a limited number of pregnant women and women of childbearing

age, without an increase in the frequency of malformation or other direct or indirect harmful effects on the

human fetus having been observed.
Studies in animals are inadequate or may be lacking, but available data show no evidence of an increased

occurrence of fetal damage.
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(2)/INRZFICEY HECHE
HARDOEFIHILD 197 INRF | OHOFTHIILUTO@EY TH Y KEDOWACHE LITERRD,

9.7 INRE
INREZ G L U2 BERRBR 133056 L CTuheuy,

Hish AR
KEORASCE PEDIATRIC USE:
(20214E11 H) Safety in children has not been established. Potential hazards of long-term therapy include the possibilities

of carcinogenicity and cataractogenicity as described in the WARNINGS-GENERAL section as well as the
probability of actinic degeneration which is also described in the WARNINGS-GENERAL section.
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