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Dé xa tim tay tré em
Dpc ky hwong din sie dyng trudc khi ding
Néu cén thém thong tin, xin héi y kién bdc si

PHILDERMA

SPK: VD-21157-14

¢ THANH PHAN
Hoat chiit:
Tuyp 10g chita: Betamethasone dipropionate........... 6,4 mg
Clommazole o oo sl v 100 mg
Gentamicinsulfate:: ool .. 10 mg (hoat luc)
Tuyp 20g chita: Betamethasone dipropionate......... 128mg
(&) (] b R S il ISR R 200 mg
Gentamicinsuliate: . ..o L s 20 mg (hoat luc)

Td dugc: Chlorocresol, Cetostearyl alcohol, Vaselin, Paraffin
long, Polyoxyl 25 cetostearyl ether, Propylen glycol, Natri
dihydro phosphat, Methyl paraben, Propyl paraben, Nuac tinh
khiét.

® DANG BAO CHE: Kem b6i ngoai da

2 DUOC LUC HOQC
Hoat chét ciia PHILDERMA 13 Betamethasone dlpropleaate~
Clotrimazole va Gentamicin sulfate. PHILDERMA két hop
gma hoat tinh khang viém manh clia Betamethasone, tinh khéng
ndm phé rong ciia Clotrimazole va tinh khang khuén phd rong
cua Gentamicin sulfate.
Betamethasone dlproplonate 12 mét corticosteroid téng hop, co
tac dung chong viém va chéng di img. Clotrimazole la thude
chong nam pho rQng dugc dung diéu tri cac truomg hop bénh
ngoai da do nhiém cac loai ndm gay bénh khac nhau. Co ché tac
dung cua clotrimazole 1a lién két véi céc phOSphOllpld trong
mang té bao ném, 1am thay d01 tinh thAm cua mang, gay mét cac
chét thiét yeu ndi bao dan dén tiéu huy té bao nAm. Gentamicin
sulfate 12 mot khang sinh thuoc nhém aminoglycosid cé tac
dung diét khuén qua (rc ché qua trinh sinh tng hop protem cua
vi khuan. Gentamicin dat hi¢u qué cao khi dung tai chd dé diéu
tri cac nhiém tring da tién phat hoic thir phit.

¢ DUGCPONGHQC
- Betamethasone dé dugc hip thu khi dung tai chd. Khi béi, dic
biét néu bang kin hodc khi da bi rach hodgc khi thut tryc trang, c6
thé c6 mot lvgng betamethasone dugc hap thu vao hé tudn hoan.
- Clotrimazole va gentamicin rat it dugc hip thu khi dung &
dang ché phim bbi trén da.

4 CHIDPINH
- Nhimg bénh ly & da do di tng nhu: cham, viém da do tiép Xuc,
viém da di ing, ham da, viém da tréc mang, viém da do tlep xuc
"~ 4nhsang mit troi, benh va*nérrrgtra
- Viém da do béi nhiém.
- Bénh ndm da: bénh ndm da chan, bénh nim da than, bénh nim
da déu bénh nim da dul

# LIEU LU()’NG VA CACHDUNG
Thoa thuoc 1én vung da bi bénh va ving xung quanh d6 2. den 3
lan mbi ngay Pé vigc diéu tri co higu qua, nén thoa thuoc déu
dan. Thoi gian tri liu phu thudc vao mire d9, vi tr1 cua ving da
bénh va sy dap img cua ngum bénh. Tuy nhién, néu khong c6 cai
thién 1am sang sau b6n tuan thoa thudc, nén xem lai chuén doén.

& CHONG CHgi DINH
- Bénhnhinmén cam véi bt k1 thanh phén nao cia thuéc.
- Khong ding thudc nay cho mit.

¢ THANTRONG
- Khong nén dung thudc dién réng hoic ding thudc thoi gian

dai.
- Khong nén dung thuoc dudi dang bang ép.
- Corticosteroid dung tai chd dé diéu tri bénh vay nén c thé gay
hai cho ngudi bénh do phan g dgi nguoc, ma nguy co la xuét
hién vay nén mun mu, va thudc s& gay ra doc tinh tai chd va toan
_thén cho ngudi bénh do chire ning béo vé cuia da bi suy giam.
- Bét ky tac dung ngoai y nao dugc bdo cdo xay ra khi dung
corticoid toan thin, bao gom su trc ché vo thugng thén, ciing c6
thé xay ra véi corticoid dung tai chd, dic biét & tré em va tré so
sinh.
- Su hap thu toan than céc corticoid hay gentamicin dung tai
chd s& gia ting néu diéu tri trén mot viing da rong hay néu dung
phuong phép bang bit kin. Nén tranh dung gentamlcm 1én vet
thuong hé hay viing da bi tén thuong. Nén chu ¥ can than trong
~nhitng trudng hop nhu trén, dac biété tré em va tré so sinh. -

- Sur dung cho tré em:
So véi nguoi truéng thanh, bénh nhi cé the nhay cam hon véi
corticoid tai chd gay {rc ché tryuc ha ddi- tuyen yen-tuyen thuong
than (HPA) va vai tac dung cua cortxcmd ngoai sinh do kha nang
hép thu manh hon vi ty 1€ dién tich bé mitco thé/thé trong 16n.
Su trc ché truc ha don-tuyen yen-tuyen thuorng than, hoi chung
Cushing, sur chdm ting trudong, cham ting can, va ting ap luc ndi
SO ¢ da dugc bio cdo xuat hién &tré em dung cortlcmd tai chd. Cac
biéu hién cua suy thuong thén & tré em bao gom ndng d¢ cortisol
trong huyet tuong thap va khong dap g v@i kich thich ACTH.
Cac biéu hién cuia tang ap luc ndi s¢ bao gdm phdng thép, nhirc
dAu va ph gai thi hai bén.

& sSU 'DUNG CHO PHU NUCOTHAIVA CHO CONBU
Chi ding thudc nay cho phu nir ¢6 thai khi lgi 1ch cua viéc diéu
tri dwoc dat 1én trén céc nguy co ch thé xay ra d01 Vé‘l bao thai, do
chwa c6 du bang chimg vé d6 an toan ciia thude d6i véi phu nit c6
thai.

* ANH HUO’N G TREN KHA NANG LAI XE VA VAN
HANHMAY MOC
Khong anh huong

¢ TAC DUNG KHONG MONG MUON
Céc tac dung khéng mong mudn sau c6 thé xay ra khi dung
thudc: cam gidc bong rat, ngua rat sin, phu, bdi nhiém, ban do,
mun nuéce, bong da, ndi may day va kich img da.

* Thmtgbaocboba&s}nhmgtaedyngkhangmngmmgﬂp,.

phaikhiding thubc.
@ QUALIEU
Chua cé bao cao vésir dung thudc qua lleu
¢ BAO QUAN: Bio quan trong hop kin, o nhiét d6 dudi 30°C,
tranh anh sang.
¢ HANDUNG: 36 thang ké tir ngay san xuét.
* Khong ding thuéc qud thoi hgn sir dung.
¢ DONG GOI: Hop 1 tuyp 10g
Hoép 1 tuyp 20g.

San xudt theo nhuwong quyén cua:
DAEWON PHARM. CO., LTD., KOREA
Tai CONG TY TNHH PHIL INTER PHARMA
S0 25, Puong so6 8, KCN Viét Nam-Singapore,
Thuén An, Binh Duong
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Keep out of reach of children
Read the package insert carefully before use
For further information, please consult your doctor
Visa No.: VD-21157-14
4 COMPOSITION: - This medicine should not be used extensively i.e. in large
Active ingredients: amounts or for long periods.
Tube 10g contains: Betamethasone dipropionate.......6.4 mg - Should not be used with occlusive dressing.
ClommazZoles i B ... c.ooo.. 5 st RO g oo 100 mg - Topical corticosteroids may be hazardous in psoriasis for a
Gentamicinsulfates@®. . ..................o5 a0 10 mg (potency) number of reasons including rebound relapses, risk of

Tube 20g contains: Betamethasone dipropionate ....12.8 mg
(90213101071 ) [Ty e P~
Gentamicin sulfate 20 mg (potency)
Inactive ingredients: Chlorocresol, Cetostearyl alcohol, White
petrolatum, Liquid paraffin, Polyoxyl 25 cetostearyl ether,
Propylene glycol, Sodium dihydrogenphosphate, Methyl
paraben, Propyl paraben, Purified water.

€ DOSAGE FORM: Topical cream.

€ PHARMACODYNAMICS
Main substances of PHILDERMA are betamethasone
dipropionate, clotrimazole and gentamicin sulfate.

PHILDERMA combines the anti-inflammatory of

betamethasone, a wide-range antifungal of clotrimazole and
broad-spectrum antimicrobial of gentamicin sulfate.
Betamethasone dipropionate is a synthetic corticosteroid with
anti-inflammatory and anti allergy. Clotrimazole is a broad-
spectrum antifungal drug used to treat cases of skin diseases
caused by various pathogenous fungi. Mechanism of
clotrimazole is binding with the phospholipids in the fungal cell

membrane, changing membrane permeability, causing loss of
essential intracellular substances, leading to destroy fungi cells.
Gentamicin sulfate is an antibiotic of aminoglycoside group
which has bactericidal effects through the inhibition of protein
synthesis in bacteria. Gentamicin is effective as topical
application for the treatment of primary and secondary skin
infections.

€ PHARMACOKINETICS
- Betamethasone is readily absorbed when using topically.
When applied, especially if dressed tightly or when the skin is
torn or rectal enema, there may be an amount of betamethasone
is absorbed into circulatory system.
- Clotrimazole and gentamicin is rarely absorbed when applied
on the skin.

4 INDICATIONS
- Allergic inflammatory skin diseases: eczema, contact
dermatitis, atopic dermatitis, intertrigo, dermatitis exfoliativa,
solar dermatitis, psoriasis, itching.
- Secondary infectious disorders.
- Dermatophytosis (tinea): tinea pedis, tinea corporis, tinea
capitis, tineacrupis.

¢ DOSAGE AND ADMINISTRATION
Apply appropriate amount to the affected and surrounding skin
areas 2-3 times daily.
For treatment to be effective, the medicine should be applied
regularly. Duration of therapy varies depending upon the extent,
location of disease and patient response. However, if clinical
improvement is not achieved by 4 weeks, diagnosis should be
reviewed.

4 CONTRAINDICATIONS
- Patients with hypersensitivity any components of the drug.
- This medicine is not intended for ophthalmic use.

4 PRECAUTIONS

generalised pustular psoriasis and local and systemic toxicity
due to impaired barrier function of the skin.
- Any of these adverse effect that are reported following
systemic use of corticoids, including adrenal suppression, may
also occur with topical corticosteroids, especially in infants and
children.
- Systemic absorption of topical corticosteroids or gentamicin
will be increased if extensive body surface areas are treated or if
occlusive dressings are used. Application of gentamicin to open
wounds or damaged skin should be avoided. Suitable
precautions should be taken under these conditions, particularly
in infants and children.
- Useinchildren:
Pediatric patients may demonstrate greater susceptibility to
topical corticosteroid-induced hypothalamic-pituitary-adrenal
(HPA) axis suppression and to exogenous corticosteroid effects
than mature patients because of greater absorption due to a large
skin surface area to body weight ratio.
HPA axis suppression, Cushing's syndrome, li ==
retardation, delayed weight gain and intracranial hypertension
have been reported in children receiving topical corticosteroids.
Manifestations of adrenal suppression in children include low
plasma cortisol levels and absence of response to ACTH
stimulation. Manifestations of intracranial hypertension
include a bulging fontanelle, headaches and bilateral
papiledema.

¢ PREGNANCYAND LACTATION
This medicine should only be used in pregnancy if the benefit
justifies the potential risk to the foetus because there is
inadequate evidence of safety in pregnancy.

¢ EFFECTS ON ABILITY TO DRIVE AND OPERATE
MACHINES
No effects.

¢ ADVERSE REACTIONS
Burning and stinging, maculopapular rash, oedema and
secondary infection, erythema, blistering, peeling, urticaria and
irritation of the skin may occur.
* Inform your doctor in case of any adverse reactions related
todrug use.

¢ OVERDOSE
No report so far.

® STORAGE: Store in a tight container, below 30°C, protect
from light.

@ SHELF LIFE: 36 months from manufacturing date.
Do not useif the drug is out of date.

©® PACKAGE: Box of 1 tube 10g.

Box of 1 tube 20g.
Produced under the license of:
DAEWON PHARM. CO., LTD., KOREA
At: PHIL INTER PHARMA CO., LTD.
No. 25, Street No. 8, Vietnam-Singapore Industrial Park,
Thuan An, Binh Duong.



