PHAN THONG TIN DANH CHO CANBO Y TE

Thanh phén, ham lugng clia thudc:
M8i 1 g gel bdi ngoai da ¢6 chua:
MMMM%,WM)&%(MMWWM

T dugc: W 1 940, dinatri EDTA, propylen glycol, nudc
tinh khiét.

M5 ta san phdm: Gel bdi ngoai da

Quy céch déng géi: HOp 1 tuyp 159, hdp 1 tuyp 30g.
Cac @ac tinh dugc luc hoc:

Nhém duge ly: Thudc diéu tri mun tring ca

Ma ATC:D10ADS3

Propyip

Adapalen:

Adapalen 13 mét hop chat dang retinoid da dugc chiing minh 1 c6 hoat tinh khang viém in

vivo va in vitro; adapalen bén viing vdi oxy va anh sdng va khdng cé phan tng vé mét héa

hoc. Co ché hoat ddng clia adapalen, giéng nhu tretinoin, 1 gén két vao cac thy thé acid

retinoic d3c hiéu clia nhan, nhung khéc tretinoin & chd khéng gén vao protein cia thu thé

trong bao tuong.

Adapalen khi diing trén da c6 tiac dung phan hily nhan mun va ciing c6 tic dyng trén

nhing bt thuing ciia tién trinh siing hoa va biét héa ciia biéu bi, ca hai trudng hop nay

@éu 13 nhimg yéu 16 gdy myn triing ca. Co ché tac dung cla adapalen la binh thuéing héa
“ tién trinh biét héa clia cic té bao nang biéu md va do d6, Iam gidm sy hinh thanh cic vi

nhan myn tring ca.

Benzoyl peroxid:

Benzoyl peroxid ¢6 téc dung lam troc vay da, bong I6p simng va khang khudn.
Tkmmmmwwﬁumwmhmmw&mmw
khudn Staphylococcus epidermis va Propionibacterium acnes. Tac dung nay rét c6 ich trén
mmuamwwdﬁwp«ww&mwwngwmm&uu
thudc d8u tién dé diéu trf tring c. Benzoyl peraxid con c6 tac dung Gc ché hé vi khudn
trén da ciing vdi 1m gidm bé mat cic t8 chic nang nhé trong khoang 48 gids tir khi boi
thudc nhung vai ngay sau méi thé hién trén 13m sang.

Truding hap bi mun tring ci nang, cin diing thém tai chd clindamycin hodc clarithromycin
& Uc ché cic vi khun khang thubc

Benzoyl peroxid con diing dé diéu tri ndm trén da nhu Tinea pedis.

Cac dic tinh dugc déng hoc:

Adapalen:

O nguds, adapalen dugc hdp thu qua da kém; trong cac thir nghiém 13m sang, khong tim
théy dugc ndng do adapalen trong huyét tuong & muc ¢ thé do dugc khi si dung dai han
trén mét viing da rdng bi mun tring c& véi mic dd nhay cdm phan tich 13 0,15 ng/ml. Do
@6, khéng thé xac dinh cac thdng s& dugc dong hoc vé sinh kha dung ciia adapalen khi bdi
ngodi da.

Benzoy! peroxid:

Thuéc hép thu qua da khodng 1,8 meg/cm2 hodc 45% liéu ding trong khodng 24 gidx
Luong benzoy! peroxid duoc hip thu sé chuyén hoan toan thanh acid benzoic & da va
dugc thai trif nhanh chéng vao nudc tiéu. Benzoyl peraxid bdi tai chd khuéch tan chon loc
@én céc biéu bl, sau dén tis tif vao dén I6p bi.

Chi dinh, liéu ding, cich ding, chéng chi dinh:

Chi dinh: -

Diéu tri tal chd myn tring ca nhe dén vifa voi nhiéu mun trimg ca c6 nhan, mun tring i
s&n va myn tring ca c6 mu.
Chi ding thudc cho ngudit In va thanh thiéu nién tir 9 tudi trd lén.

Liéu luong. cich ding:

B&i I6p méng Ién viing da bénh sau khi da rifa sach va lau kho, 1 18n/ngay vao budi t&i
trudc khi di ngu. Tranh day gel vao mét, mdi, niém mac.

Théi gian diéu trj duoc xac dinh bdi bac sy trén co sé tinh trang 1dm sang cla bénh. Tinh
trang cai thién trén I3m sang xudt hién sau 1-4 tudn diéu tri.

Chéng chi dinh:.

Qué méan véi cac thanh phin ciia thubc.

Tré em dudi 9 tudi

Phy ni c6 thai va cho con bi

Céc trudmg hop thin trong khi ding thudc:
Adapalen & Benzoyl peroxid

Trénh tiép xtc mat, mdi, géc mii, niém mac. Khong bdi thubc lén vét cit, trdy xudc, ving
da bj eczema, viing da bi bdng ndng. Tranh &nh séng mat trdsi va dnh sdng dén dién.

Nén huding din cho bénh nhan nhiing théng tin rd rang dé tranh ngung thudc sém trong
khi dang 1& vin con phai tiép tuc: Lic d8u c6 thé c6 cdm gidc hol bj kich ing, diéu ndy
khong phéi la do khdng dung nap hay di (ng. Tuy nhién vin nén thir 6 nhay cdm cla da
trude khi diing thudc (bdi nhiéu 1n 1én mdt bé mat da nhé, trong nhiéu ngay lién tuc). Dé
gidm dén mik t8i thi€u hién tugng bi kich ting, ngudsi bénh cin tuan tha cac nguyén tic
sau:

- Khéng bdi thudc néu nhiing lin sir dung trude da bj kich Ung.

Ww&Mcﬂ&lhtuMkh&\qt\éndungd&\qthﬁvdmwwww
chd khac cotac

- Nén Idm vé sinh da m&i ngay 1-2 I3n 1a 40, bdng céc san phim tdy rira chuyén biét cho da,
khéng diing nuéc hoa hay cic sén phim cé chda cbn.
- Tranh phol ndng trong théi gian déu diéu tri, sau 36 néu c6 phoi ndng phéi boi kem

néng.

chéng

- Khéng st dung dén chiéu tia tlf ngoal.

- Déc biét than trong khi bdi thusc cho nhiing ngudi c6 mau da sing hay khi bdi Ién nhing
viing da nhay cdm nhu ¢6, ngyc, quanh mét, miéng. Néu tinh trang kich ing c6 vé ndng
hay khéng dung nap, nén bdi thudc thua ra. Néu tinh trang ngua van kéo dal gdy khé chiu,
nén ngung bdi thubc. Néu vo y bdi thudc Ién niém mac (mét, miéng, 16 mai) hay mi mét,
céin rifa sach vl nhidu nudc. Khdng bdi thudc Ién vét thuong chidy mau hay da bi tén
thuong.

Adapalen;

Néu 6 phdn ing do da nhay cdm hay gdy nghiém trong kich ing xdy ra, cin ngiing sir
duyng thubc. Néu kich ing chi xdy ra tai chd thi bénh nhin chi cin gidm tén suft sit dung
thubc a6 gidm cac triéu chung dén khi mst hoan toan.

KhAnn AL cAn nhim ASu lAn mit midnn nAs mil nide mar miil Trans tn s hen viu e

nguii c6 80 nhay cdm véi dnh ndng mat trds, nén dugc canh béo dé than trong. Nén sit
dung cic sin phim chéng ndng va qudn 40 b3o ho khi khdng thé tranh dugc phoi

Benzoyl peroxid

Phan Ung nong rét nhe, 4, va bong da c6 thé xdy ra trong Iin du tién st dung san
phdm chia hoat chit nay. Cac triéu chiing nay 13 v hai, va thudng sé bién mét khodng 1
ngay. Trong truéng hop cac phan (ing di ting tré nén nang hon thi can gidm tén xust sif
dung thudc xudng.

Viéc sir dung thudc qué liéu duge khuyén cao khdng lam tang tac dung diéu tri cla
thudc ma tang nguy ca gap phai céc tic dung khdng mong mudn.

Cén than trong vdi cac trudng hop st dung déng thai cac liéu phdp tri mun khidc nhau,

phumwg&v\nguywcbnghbngd:&dmﬂuv&hmmeummb&mnhinuﬂnen
nng hon.

Khong dé day benzoyl peroxid vao mét, niém mac mi, miéng. Trong truing hop ché
phém bi dinh vao mt, cin rifa sach lai bing nudc. Ciing cén than trong khi s dung ché
phdm cho cic viing da nhay cam.

Thudc ciing lam tang nhay cdm véi dnh sdng mat trdi, do d6 khong tiép xic lau véi anh
sang dén c6 cudng do sdng manh va trdnh dnh sdng mat trdl. Trong trudng hop bat
budc, cén st dung sdn phim chéng ndng va cac dung cu chdng ndng nhu khdu trang,
40 chéng néng...

San phdm néu bi ddy vao cac vat liéu nhudm mau (nhu téc, vdi..) c6 thé 1am bac mau
hodc mit mau.

Khong st dung trén vét thuang hd.
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phan (ing di ing c6 thé bi tri hoan.

Propylen glycol c6 thé gdy kich ing da.

Théi ky mang thai: Chéng chi dinh cho phu nir c6 thai

Thai ky cho con bu: Chéng chi dinh cho phu n cho con bu

Anh huéng ciia thudc 1én kha nang lai xe va véan hanh may méc: Thudc khong anh
huéng dén kha ndng Iai xe va van hanh may méc.

Tuong tac ciia thusc véi cic thuc khac va cic loal tuong tic khac:

™

Adapalen va benzoyl peroxid;

Than trong khi diing véi sin phim c6 thé gay kich ting tai chd khac, ché phim chita luu
huynh, resorcinol hay acid salicylic.

Céc sdn phdm chifa benzoyl peroxid c6 thé lam bac mau 1dng téc va mét mau cla vai
nén han ché dé thudc tiép xic véi cac sdn phdm c6 mau.

Khéng dugc diing benzoyl peroxid khi phai tiép xiic véi anh néng mat tréi hodc tia ti
ngoai. Dung ddng thai vai thudc chdng ndng c6 chifa acid paraaminobenzoic sé lam
bién d8i mau da mét théi gian.

Adapalen;

Chua ¢ béo cao vé cac tuong tac cé thé xdy ra khi sif dung adapalen va cic thudc khac.
Tuy nhién, vdi cac thudc retinoid hay cac thudc ¢6 cling co ché tac dung thi khong nén
st dung déng thai voi adapalen.

Adapalen 6n dinh vdi oxy, anh séng va cac phan ting hod hoc. Mic dis chua c6 dil liéu
béo céo vé sy ting nhay cAm véi dnh séng do an todn cla adapalen trén ngudi va dong
vét, tuy nhién van nén tranh tiép xic véi dnh sang mat trdf cé cubing 45 manh hodc tia
uv.

Benzoy! Peroxid:

Khéng c6 bo céo vé tuong tac thudc, tuy nhién cac logl thudc ¢ tac dung gdy kich (ing,
kich thich va tac dyng lam khd khéng sif dyng d6ng thdsi véi benzoyl peroxid.

Téc dung khéng mong muén:

Téc dung khéng mong mudn cé thé gap phai khi s dung san phdm chia thanh phin
Adapalene va Benzoyl peroxid;

Thudng gép. 1/100 5 ADR <1/10

Kho da, 46 da & viing béi thudc, cAm gic rét, kich ting da, ban &, tréc da.
Nguia A doi, tiy 86, néng rat, sung phis.

Viémda,

Mot 56 tac dung khdng mong mudn chua r6 tén sudt gdp: cm gidc dau rat trén da, viém
mi mét di ing.
Téc dung khdng mong mudn c6 thé gap phai khi st dung san phim chda thanh phén

Benzoyl peroxid:

Trén da va cic r6l loan & cic md dudi da:
R4t thudng gdp. 1/100 5 ADR <1/10: khd da, ban d, bong tréc da, da kich iing néng do.
Thutng gép. 1/100 5 ADR <1/10: ngUa da, cdm gidc da dau ram ran, kich Ung (céc triéu
chiing c6 lién quan t61 viém da)

ftgdp. 1/1000 < ADR <1/100: di ing da.

Mot 56 tic dyng khong mong mudn chusa 1o tin sudt gap: sung mat.

Téc dung khdng mong mudn ¢6 thé gap phai khi si dyng san phdm chua thanh phin

Adapalen:
Trén da va cic 16l loan & cdc mod dudi da:
kho da, ban d, bong tréc da, da kich Ung néng do.
ngua da, chm gisc da dau rdm ran, y
6 lién quan o1 viém da)
dj ing da.

Trén mdt:
Mét 58 téc dyng khéng mong muén chua rd tén sudt gap: kich tng mi mat, ngda mi

Xitrf: Néu xdy ra tréc véy da qué nhanh, ban dd hodc phis, cin ngimg thusc. D& khic
phyc nhanh cac tac dung c6 hai, c6 thé d3p gac lanh. Sau khi céc triéu ching va céc bidu
hién trén a3 gidm, c6 thé diing thi mdt cach than trong liéu lugng thip hon néu cho
r3ng phan (ing 44 xdy ra I do diing qué liéu chis khdng phai do dj ting.

Trudng hop bénh nhan khdng may nuét nhim thudc thi cin theo doi va diéu tr cic
triéu ching c6 thé gap phal.

Céc du hidu cén luu y va khuyén cio khc cua thudc (néu cd): khdng cb bio cho.

Han diing cla thudc va diéu kién bao quan:

36 thang ké tif ngay sén xust.



