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Gel boi da
CAFOXY-S
Adapalene 0.1%

Khuyén cdo:
Doc k¥ hudng dan str dung trude khi dung
Dé xa tAm tay tré em

Thong bdo ngay cho bac si hodc duge sy nhirng tic dung khong mong mudn
gdp phai khi sir dung thudc
Thudc nay chi ding theo don thude

1. Thanh phin

M&i gam gel c6 chira:

Thénh phan hoat chdt: Adapalene.................ccooiuueiieeiiiiinn.n 0,1% (kl/kl)

Thanh phdn td dwge: Carbopol 940, dung dich natri hydroxyd 1N, Poloxamer 407,
Propylen glycol, Dinatri edetat (Natri' EDTA), Glycerin, Methyl paraben, nuéc tinh
khiét.

2. Dang bao ché:
Gel boi da. ' ) ‘ ' ‘
Ché phdm dang gel c6 mau tréng dén tréng nga, dong nhat, c6 dd mém thich hgp.

3. Chidinh:

Gel Cafoxy-S duoc chi dinh d& diéu tri ngodi da myn trimg c& mac do nhe dén trung
binh & ngutn 16m va tré em trén 12 tudi trong d6 nhan myn trimg c4, myun sén va myn
mu chiém wu thé. Thich hop dé diéu tri mun trimg cd & mit, nguc hodc lung.

4. Liéu ding va cdch ding:

Nguoi lom va tré em trén 12 tudi:

Gel Cafoxy-S nén dugc bdi 1én ving da bi myn mot 1an méi ngdy sau khi rira mit va
trude khi di ngi. Ding dAu ngén tay boi mdt 16p gel mong Ién vung da bj muyn, trdnh tiép
xtc v6i mit va moi. Hay dam bao rang nhitng viing da bi mun da dugc lau khé truéce khi
bdi thudc.

Béi vi déy chi 1a phuong phép diéu trj myn tring c4 thay thé, cac béc si nén theo ddi sy
ci thién cua bgnh nhén sau 3 thang st dung gel Cafoxy-S.

Véi nhiing bénh nhén can giam s6 14n bdi thube hodc tam thcn glan doan diéu tri, v:e;c
b6i thude lai ¢6 thé tiép tuc sau khi bénh nhéan dugc dénh gid ring c6 thé dung nap diéu
tri mdt lan nita.

Néu bénh nhan sit dung my phim, cin chic chin rang nhimg my phim nay khong gy
mun va khong lam se da.

Tré em duwdi 12 tudi:

An toan va hiéu qua cia gel Cafoxy-S chua dugc nghién ciru trén tré em dudi 12 tudi.
Gel Cafoxy-S khong nén dugc str dung & nhing bénh nhan bi muyn trimg cé néng.

Si Chong chi dinh:
Phu nit ¢6 thai va phu nit dy dinh mang thai.
Qué mAn cam véi hoat chét thudc hay bt ky thanh phan nao cta thudc.

6. Cinh bdo va thin trong dic biét khi sir dung:
Néu xuét hién phan (mg nhay cam hoic kich tmg ning nén ngung st dung thubc. Néu
kich mg nhe xdy ra, bénh nhan nén dugc chi dinh giam s6 1in ding thudc, ngung
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ding thu6c tam thoi cho den khi hét kich img hoic ngung sir dung hoan toan. Tranh
tlep xtc gel Cafoxy -S véi mat, moi ,g6c mii hay niém mac.

Néu thuoc dinh vao mit, rira ngay bang nuéc 4m. Khéng boi thudc 1én da bi trdy xudc
(da bi cét hay chd da bj tray) viing da bi chdy nang hodc bi cham, ciing nhu khong
dugce dung | thudc cho bénh nhan bi trimg c4 ning trén ving 16n co thé.

Han ché tiép xic anh sang mat troi va birc xa tia cyc tim khi dang trong qua trinh sir
dung gel Cafoxy-S.

Propylene glycol (E1520) cso thé gdy kich (mg da va methyl paraben (E218) c6 thé
gdy ra phan Ung di tng mudn (tri hodn).

7. Sit dung thubc cho phy ni¥ c6 thai va cho con bu:

Phy nir cé thai

Chdng chi dinh gel Cafoxy-S cho phy nir c6 thai hodc phy nit dy dinh c6 thai. Cac
nghién ctru trén dong vét khi sir dung thudc bang duong udng da cho thdy doc tinh tai
sinh san khi tiép xtic toan than nhiéu.

Trai nghiém lam sang thudc trong thai ky con han ché nhung véi mot sb it dit lidu c6
s&n khong chi ra tac hai d6i véi thai ky hodc sirc khoe cua thai nhi trong giai doan
sém ciia thai ky. Do dir liu han ché va do adapalene hap thu qua da c6 thé rat thap,
khong nén sir dung gel Cafoxy-S trong khi mang thai. Néu thudc duge sir dung trong
khi mang thai hodc bénh nhén c6 thai khi dang ding thudc, nén ngung diéu trj ngay.
Phuy nit cho con bu

Khéng c6 nghlen clru ndo trén dong vét hodc trén ngudi dugc tién hanh.

Do sy phoi nhidm toan than ctia thudc 1én phy nit cho con bu 12 khdng dang ké nén tac 0
dung ddi véi tré dang bu dugce du doan 1a khong co.
Gel Cafoxy-S c6 thé duge str dung trong thdi gian cho con bi. P4 tranh thudc tiép xtic S
VGi tré so sinh, nén tranh bdi thudc 1én phan nguc trong thdi gian cho con bu.

8. Anh hwéng trén kha niing 1ai xe va vin hanh miy mée
Gel Cafoxy-S khong anh huéng 1én kha nang 14i xe va van hanh may moc.

9. Twong tac vdi cac thude khdc va cic dang twong tic khéc:

Khong rd tuong tac vdi céc loai thube khac dugc st dung dong thoi trén da véi gel
Cafoxy-S. Tuy nhién, céc retinoids khdc hodc cac thude véi cling co ché tic dung
khong nén dugc sur dung dong thoi véi adapalene

V& ban chit, adapalene on dinh véi oxy, anh sang va la chét 6n dinh héa hoc. Trong cac
nghién ciru m& rong & dong vat va con ngudi dd cho thay khong c6 kha ning nhlem doc
va di img énh sang d8i v6i adapalene, sy an toan vé viée sir dung adapalene khi tiép xiic
nhidu 14n véi 4nh sang miit trdi hodc bire xa cyc tim vén chua dugc thiét lap & dong vét
va con ngufn Cén han ché tlép xUc va&i anh sang mat troi va bire xa cuc tim.

Kha ndng hip thu cia adapalene qua da ngudi thép va vi thé viéc twong téc thudc véi
thubc toan than 1a khong thé. Khong ¢6 bang chimg nao cho thay sy anh hudng cua gel
Cafoxy-S qua da d6i v6i hiéu qua cia cac thudc udng nhu thudc tranh thai va khang
sinh.

Gel Cafoxy -S ¢6 kha ndng gy kich (mg tai chd nhe, vi vy viéc str dung dong thoi cac
chit tdy da, chat 1am se da hodc c4c san Eham gdy kich ung c6 thé dan dén céc tac dung
kich tmg da. Tuy nhién, c4c liéu phap diéu tri mun trén da nhu dung dich erythromycin
(t6i da 4%) hogc clmdamycm phosphate (1% dang base) hodc nudc benzoyl perox1de
dang gel t61 da 10% c6 thé dugce sir dung vao budi sang khi gel Cafoxy-S dugc ding vao
budi tdi bdi vi khong c6 su thodi hoa 1an nhau hodc gy tang kich tmg.

10. Tac dung khong mong mudn:
Gel Cafoxy-S c6 thé gay ra nhung phan g c6 hai dugc ghi trong bang sau.
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Tén suét duge xdc dinh nhu sau: Rét phd bién (> 1/10); pho bién (> 1/100 dén < 1/10);
khéng phd bién (= 1/1,000 to < 1/100); hiém 1/10,000 to < 1/1,000); rét hiém
(<1/10,000) va chua biét (khong thé dy tinh tir dit li¢u sin co).

Hé co quan Tan suit Tac dung phu

R&i loan da va md dudi da Phd bién Kho da

Kich timg da

Cam gidc néng réat trén da

Ban do

Khéng phd bién | Viém da tiép xic

Khé chiju vé da

Chay nédng

Ngira

Troc da

Mun frimg cd

di img)

Chua 13 Viém da dj tmg (viém da tiép xic

Pau da

Sung da

R&i loan mét Chua rd Kich g mi mat

Ban do mi mit

Ngira mi mat

Sung mi mat

11. Qui liéu va cich xir tri:

Gel Cafoxy-S khong dugc dung bing dudng udng va chi dugc dung bdi ngoai da. Néu
bdi thudc qua nhidu s& khong c6 duogc két qua nhanh hon hay t6t hon ma c6 thé gay nén
d6 da, bong tréc da hodc cam gidc kh6 chju trén da.

Liéu udng cta gel Cafoxy-S dé tao ra ngd doc cdp tinh trén chudt 1a hon 10g/kg. Tuy
nhién, trir truong hop luong thudc vd tinh ubng vao nho, phuong phép nén can nhéc khi
xay ra ngd doc duong uong la rira da day.

12. Cac didc tinh dwogce hoc

12.1 Cdc ddc tinh duwgc liec hoc k

Nhém duwge ly: Cc ché pham tri mun trimg cé dung tai chd.

Méa ATC: D10ADO03

Tdc dung duoc luc hoc:

Adapalene 12 mdt hop chét dang retinod, d dugc chimg minh 1a ¢6 hoat tinh chbng viém
trén md hinh in vivo va in vitro. V& ban chét, adapalene én dinh véi oxy, anh sang va la
chét &n dinh v& mit hoa hoc. V& mit co ché, adapalene gén chon loc véi mot s thu thé
acid retinoic ctia nhén té bao gidng vdi co ché ciia tretinoin nhung khéc véi tretinoin 1a
khong gin véi cac thy thé protein trong bao tuong.

Adapal=ne dugc bdi lén da cd dic tinh lam tan nhin mun (tic hop chip retinoids) dugc
danh gid hoat tinh trong md hinh chut Rhino. Adapalene ciing c6 anh hudng dén céc
qué trinh bét thuong ctia sy simg héa va biét héa biéu bi. Ca hai trudong hop nay déu hién
dién trong qué trinh sinh bénh hoc ctia mun trimg ca. Co ché hoat dong ctia adapalene
duge cho 12 binh thudng hoa sur biét hoa ciia cac t& bao biéu md nang din dén giam su
hinh thanh nhdn mun.

Adapalene vuot trdi so vdi retinoids trong céc thir nghi¢m chéng viém tiéu chuén, ci in
vivo va in vitro. V& mit co ché, adapalene (rc ché phan (g héa (mg dong va héa ting
dong cta bach cAu da nhin & ngudi va ca sy chuyén héa bang cach lipoxide hoa acid
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arachidonic thanh cac chét trung gian gy viém. D4c tinh nay da cho thdy ring thanh
phan gdy viém qua trung gian té bao do mun c6 thé bi adapalene tic dong.

12.2 Cdc ddc tinh duwgc dong hoc:

Adapalene hép thu qua da ngudi kém, trong cac thir nghiém 1am sang, khéng tim thay
dwoc ndng do adapalene trong huyét twong & mitc v6i mirc dd nhay cam phén tich la
0,15 ng/ml.

Sau khi xir ly [14C]-adapalene & chudt cong (tiém tinh mach, tiém phac mac, ubng va
dung ngoai da), ¢ tho (tiém tinh mach, ubng va ding ngoai da) va & ché (tiém tinh mach
va ubng), hoat tinh phéng xa phan bd & mot s6 md va duge tim thdy nhiéu nhit & gan,
lach, thugng than va budng trimg.

Chuyén héa thudc & dong vét chua duge xdc dinh o rang, chi yéu theo con duong O-
demethyl héa, hydroxyl héa va lién hop, va dao thai chu yéu I qua duong mat.

13. Quy cach dong goéi:

Hop 1 tuyp 10 gram gel, kém t& hudng dén str dung.
Hop 1 tuyp 15 gram gel, kém t& hudng dan st dung.
Hop 1 tuyp 30 gram gel, kém t& huéng dan sir dung.

14. Piéu kién bio quéan, han ding & tiéu chuin thanh phr’?im

Diéu kién bdo quan: Noi khd thoang, nhi¢t do khong qua 30°C, tranh 4nh sang.
Han dung: 36 thang ké tir ngay san xudt

*Khong ding thuée qud 30 ngay k& tir khi mé ndip sie dung lan dau.

Tiéu chuan thanh pham: TCCS

15. Tén, dia chl va logo ciia nha sén xuit:

Co s¢ san xudt: CONG TY CO PHAN DUQGC MEDIPHARCO
08 Nguyen Trudng T, phuong Phude Vinh, thanh ph6 Hué, tinh Thira
Thién Hué

Co 5o ding ky: CONG TY CO PHAN DUQC PHAM MEDBOLIDE
Phong 09, 1du 10, toa nha The EverRich 1, s6 968 dudng 3/2, phudng
15, quén 11, TP. Hd Chi Minh

TP. HE Chi Minh, ngay 19 thang 0 nam J 015
Pai dién co s¢ dang ky
GIAM POC

CONG TY
a3 an
CO PHAN




