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CONG TY 6 PHAN DUGC PHAM MEDBOLIDE Déc 1ap - Ty do - Hanh phac

Hop 1tuypx30g
CAFOXY PLUS

DE XA TAM TAY TRE EM. DOC K¥ HUGNG DAN SU BUNG TRUSC KHI DUNG

6 Ry Thusc k& don Hop 1 fuyp x 30 g gel bdi da

==  CAFOXY PLUS
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Benzoyl peroxid 2,8%

| CAFOXY PLUS
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CONG TY CB PHAN DUGC PHAM MEDBOLIDE Péc Igp - Ty do - Hanh phic

Tuyp x30 g
CAFOXY PLUS

Ry Thuéc k& don Tuyp 30 g gel bai da
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CONG TY CO PHAN DUGC MECIPHARCO

(LSX, HD dap nédi trén tuyp)
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CONG TY CO PHAN DUGC PHAM MEDBOLIDE Podc Idp - Ty do - Hanh phic

HOp 1 tuyp x20 g
CAFOXY PLUS

ANG TY CO PHAN DUGC PHAM MEDBOLIDE

OE XA TAM TAY TRE EM. BOC K¥ HUGNG DAN SU DUNG TRUSC KHI DUNG

6 R Thudc ké don Hép 1 luyp x 20 g =i bdi do

===  CAFOXY PLUS
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CONG TY €& PHAN DUGC PHAM MEDBOLIDE &c Igp - Ty do - Hanh phac

Tuypx209g
CAFOXY PLUS

RX Thuéc ké don Tuyp 20 g gel bai da

CAFOXY PLUS
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CONG TY CO PHAN DUGQC MEDIPHARCO
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CONG TY ¢6 PHAN DUGC PHAM MEDBOLIDE Péc Igp - Ty do - Hanh phic

Hop 1 fuyp x 10g
CAFOXY PLUS

DE XA TAM TAY TRE EM. BOC KV HUGNG DAN SU DUNG TRUGC KHI DUNG

6 R Thudc ké don Hép 1 tuyp x 10 g gel bai da

==  CAFOXY PLUS
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CONG TY CO PHAN DUGC PHAM MEDBOLIDE Péc Iap - Ty do - Hanh phic

Tuypx 10 g
CAFOXY PLUS

Ry Thudc k& don Tuyp 10 g gel bdi da

CAFOXY PLUS

PHAN DUQC PHAM MEDBOLIDE

Adopalen 0,3% | Bentoy) poroxid 2,5%

CAFOXY PLUS

CONG TY CO PHAN DUOC MEDIPHARCO
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HUONG DAN SU DUNG THUOC
GEL BOI DA

RYCAFOXY PLUS

" cao:

o Doc k¥ huéng din sir dung trude khi ding

o Dé xa lam tay tré em

e Théng bdo ngay cho béc sT hodc duge sy nhiing tic dung khéng mong mudn
gap phai khi st dung thude
Thudc nay chi dimg theo don thude

1. Thanh phan
Mbdi tuyp CAFOXY Plus chtra:
Thénh phan duoe chdt:
s 50 (s e D e R e gy B S S | W B 0,3% (kl/kl)
BenzoplDEtOmit . o e sain i beias s e 2,5% (kI/kl)
Thanh phan té dwge: Carbopol 940, dung dich NaOH 1N, Poloxamer 407, Polyethylene
glycol 400, Propylen glycol, Dinatri edetat (Natri EDTA), Glycerin, Methyl paraben,
nudc tinh khiét.

2. Dang bao ché:
Gel boi da.
Ché phim dang gel mau tring dén tring nga, ddng nhat, c6 6 meém thich hop.

3. Chidinh:

Gel Cafoxy Plus dugc chi dinh dé diéu tri mun trimg c4 thong thudémg, khi hién dién
nhiing nhan mun (d4u den, dau tring), mun sin v mun ma (mun bi viém). Gel
Cafoxy Plus duoc chi dinh ¢ ngudi 16n, thanh thiéu nién va tré em tir 12 tudi tro 1én.

4. Liéu diing va cdch ding:

Nguoi Ion, thanh thiéu nién va tré em tir 12 tuoi ré lén:

Gel Cafoxy nén dugc bdi I€n toan bd ving da bi mun triing ca mot lAn mdi ngdy vao
budi toi, bai trén da sach va da kha. Dung dau ngén tay bdi mot 1op moéng trén todn bd
khu vuc bi mun trimg cé trén mat va/hodc trén thin, tranh tiép xiic véi mat, moi, 16 mii
va niém mac.

Néu c6 sy kich thich xay ra, bénh nhan nén duge hudng dan s dung cac loai kem dudng
am khong gdy muyn sung, chi dinh bénh nhan st dung thuée it hon (vi du nhu hai ngay
mdt 1an), str dung thude tam thdi hodc ¢6 thé ngung sir dung thude hoan toan.

Thoi gian diéu tri nén dugc xé4c dinh boi bac T trén co s tinh trang 1dm sang. Nhimg
déu hiéu sém vé cai thién 1am sang thudng xuat hién sau 4 dén 8 tudn didu tri.

Tré em chedri 12 tudi:

Gel Cafoxy Plus khéng duge st dung cho tré em dudi 12 tudi

Luu y: Khong béi m§y pham (nhu cée loai kem mat hodc trang diém khéc) trude khi str
dung gel Cafoxy Plus hing ngay. Nhimg san phdm nay c6 thé dugc st dung sau khi gel
boi da kho.
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5. Chong chi dinh:

Qué min cam v6i cdo thanh phin dugc chét hay bit ky thanh phin nao ciia thude.

Tré em dudi 12 tudi.

Phuy nit mang thai ho#ic phu nit ¢6 kha néng mang thai (trir khi ho dang sir dung bign
phap tranh thai hi¢u qua).

6. Canh bdo va thén trong khi ding thudc:

Sir dung gel Cafoxy Plus nhiéu hon lugng khuyén céo trén da s& khong hét myn trimg
ca nhanh hon ma da ¢6 thé s& trd nén bi kich ting va do.

Gel Catoxy khong nén duge béi Ién ving da bi ton thuong cling nhu ving da cé céc
vét cét hay tray xudc, ving da bi cham hodc bi chdy néng.

Tranh tiép xlic gel Cafoxy v6i mat, moi, gée miii hay niém mac. Néu thube dinh vao
maét, riva ngay bang nuéc am.

San pham nay 6 chira propylene glycol (E1520), chit c6 thé gay kich tmg da (vi dy
nhu viém da ti€p xic).

Néq xudt hién phén Gng nhay cam véi bt ky thanh phé"m nao trong cbng thic cua
thuoe, nén ngung st dung gel Cafoxy.

Ian ché tiép xtic 4nh sdng mat trdi va birc xa tia cuc (im.

Gel Cafoxy khéng nén tiép xtc véi bat ki vat liéu mau ndo bao gdm téc va vai nhudm
vi diéu nay c6 thé dan dén [am phai mau, bac mau téc va quén 3o.

7. St dung thude cho phu nif ¢6 thai v cho con bi:

Phuy nit c6 thai

Gel Cafoxy Plus khéng dugc str dung trong thai ky hodc phu nit dy dinh c6 thai.

Phu nif c6 kha néng co thai nén sir dung bién phap tranh thai hiéu qua khi dang sur
dung gel Cafoxy Plus va trong 1 thang sau khi ngimng diéu tri. Nén tu vin véi béc si
vé viée sir dung céc bién phép trénh thai khi dang ding thude.

Trong trudng hop phat hién ¢4 thai khi dang sir dung gel Cafoxy Plus; vice diéu tri
nén duge ngimg lai va nén thong bdo cho béc si cang sém cang ot dé theo ddi va
kiém sodt chit ché.

Phu niv cho con bi

Khoéng ¢é nghién ciru ndo trén dong vat hozc di qua sita me dugc tién hanh sau khi sir

dung adapalen/benzoyl peroxid trén da.

Do sy phoi nhiém toan than cta thudc 1én phu nit cho con bi 1a khéng dang ké nén tac
dung ddi vdi tré dang bl duoc dy doan la khong co.

Gel Cafoxy plus nén can nhic s 'dung trong thdi gian cho con bil. D& tranh thude tiép
xtic vdi tré so sinh, tranh béi thude 1én phan nguc trong thdi gian cho con bu.

8. Anh hwirng ciia thude trén kha ning lii xe va van hanh may mae
Gel Cafoxy Plus khong anh huéng hoic dnh huéng khong déng ké 1én kha ning i xe
va vdn hanh may moc.

9. Twong tdc, twong Ky, ciia thude:

Twong tdac cia thube:

Khéng c¢d nghién ciru vé mong téc voi cac thude khac duoe thue hién.

Tir kinh nghlcm trude day ve adapalen va benzoyl peroxid, khong rd trong tac vdi cac
loai thude khéc duge sir dung ddng thoi trén da voi gel Cafoxy plus. Tuy nhién, khong
nén str dung dong thdi cac retinoids khac hodc benzoyl peroxid h()d{. nhimg thudc co
co ché tac dong twong tu v6i gel Cafoxy plus. Can thén trong néu sir dung my pham
c6 cée téc dung tdy rua, kich (mg hoac 1am khd, boi bi chiing cé thé san sinh ra nhimg
tae dung kich g khong mong mudn véi gel Cafoxy plus.
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Twang ky cua thuoc:
Do khong ¢6 cic nghién clru vé tinh tuong ky cha thude, khong tron lan thude nay voi
cdc thuode khac.

10, Tac dung khong mong muén:

Khoang 1/ 10 nguoi st dung gel Cafoxy Plus c¢é thé gap phai nhirng phan (ng bat loi
cho da. Gel Cafoxy Plus c6 thé giy ra nhiimg tac dyng khéng mong muon sau khi sir
dung béi tai chd. Ngung sir dung san pham va tim kiém su chim séc y té ngay 1ap tic
néu gip phai cdc tridu chimg khé thé hoic sung mét, mat, méi hodc ludi, cam thiy
yéu 6t hoic khé thé. Ngimg sir dung san phdm néu bj ndi mé day hodc ngita mat hoac
than. Tan sudt ma céc tic dung phy ndy xay ra hién chua ro.

Tdc dung phu phé bién (c6 thé anh hudng lén I nguwoi trén 10 nguoi):

- Kich g da

- Cham

- Cam gidc ndng rat da

Téc dyng phu khong pho bién (c6 thé anh hiromg lén 1 nguoi trén 100 nguoi):

- D6 mimét

- Dau nhéi hodc cam gidc nhéi va cham chich tai viing boi thuoc

- Ngtra da, phan ung di ing da

- Phat ban

- Khoda g
Ngoai céc tac dung phu duge moé (& & trén, nhimg tac dung phu sau ciing duoc bédo céo
voi gel Cafoxy (adapalen 0.1% / benzoyl peroxid 2.5%):

Khéng phé bién: chiy nang

Chiea r3 (khong thé woe tinh tie dit liéu c¢é sdn)

- Sung mi mét

- Chimng kho thd

- Phén tmg di g tiép xtc

- Sung mit

- Pau da (dau nhoi)

- Phdng rop (mun nude)

- Kho the

- Bién ddi siic t6 da (thay déi mau da)

- Bong ving da béi thude

Nhimg phan tmg bét lgi thudng lién quan dén viéc sir dung gel Cafoxy Plus bao gém
nhiing phan (g boi 1én vung da & mirc 46 nhe hodc trung binh, nhu kich tmg da ciing
vol do da, khé da, bong troc, chdm chich hodc bong da. Ving da boi thude bi bong,
chli yéu muc d6 nhe nhung nhirng trudng hop nghiém trong hon lién quan dén phdng
rdp da duoc béo cao.

Néu tinh trang kich tmg da dai déng sut nhitng tuan dau tién st dung gel Cafoxy Plus
hay thang béo cho bac si didu tri. Nhitng phan img bét loi trén da, vi du nhu kich img
da, thudng gap ¢ gel Calfoxy Plus hon la & gel Cafoxy.

Bénh nhén ¢6 thé dugc huéng din bdi kem dudng am, sir dung gel ft thudng xuyén
hon, dimg trong mét thoi gian ngin hodc ngung sir dung gel. Nhitng phan ung nay
thudng xay ra sém trong khi diéu tri va c6 xu huéng giam din theo thoi gian.
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11. Qua4 liéu va cdch xi tri:

Gel Cafoxy Plus chi dugc diing bdi ngoai da mat 1an mdi ngay.

Truémg hop vo tinh an phai thudc,cdn tim céc bién phap xu ly thich hop voi cac triéu
chimg.
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12. Céc ddc tinh dwoe hoc

Cade die tinh dwo'e lee hoc

Nhém drpe Iy: Cac ché pham tri mun trimg cd ding tai chd, Retinoids béi tai chd trong
tri mun trang ca.

Ma ATC: Benzoyl peroxid: DIOAE5S1; Adapalen: D10ADS3

Co ché tdc dyng va tic dung duwoe hee hoc:

Gel Cafoxy két hop 2 hoat chét, hoat dong thdng qua cac co ché tic dung khac nhau
nhung b sung nhau.

Adapalen: Adapalen 1 mot din xuét acid naphthoic on dinh vé mat héa hoac voi hoat
tinh giéng vai retinoid. Nhimg nghién ctru v& sinh héa va duge 1y di chimg minh ring
adapalen déng vai trd trong bénh Iy ctia myn trimg c4 théng thudng: né 1a mét chit diéu
van manh ctia su biét héa té bao va su hoa simg va cé dic tinh chdng viém. Vé mit co
hoc, adapalen lién két v6i cdc thu thé dic hiéu cia acid retinoic trong nhan. Bing chimg
hién tai cho thdy ring adapalen dung tai chd binh thudng héa su biét héa cua céc té bao
biéu mé nang dan dén giam sy hinh thanh nhin mun. Adapalen trc ché phén (g hoa mg
ddng (c¢6 dinh huéng) va héa ting déng (ngiu nhién) clia bach ciu da nhan & ngudi trong
cdc md hinh thir nghiém in vitro; adapalen ciing tic ché su chuyén hoa acid arachidonic
thanh cdc chat trung gian gdy viém. Cac nghién ciru in vitro dd chi ra riing adapalen (c
ché céc yéu t6 AP-1 va sy tic ché bién hién cia cdc thu thé gidng Toll (Toll-like
receptors). Dir liéu ndy cho thdy ring thanh phan gy viém qua trung gian t& bao do mun
trirng ¢4 bi giam bat boi adapalen.

Benzoyl peroxid: Benzoyl peroxid da dugc chimg minh 13 ¢6 hoat tinh khang khuén; dic
biét la chéng lai chung vi khuén Propionibacterium acnes, hién dién mat céach bat thuong
trong céc don vi tuyén ba nhon do anh hudng cia mun tring c4. Ngoai ra, benzoyl
peroxid da dwoc chimg minh hoat tinh tay da chét va lam tiéu hiy chét sing. Benzoyl
peroxid ciing la chét didu chinh hrong dau tidt ra boi da, chdng lai viée san xuét b nhon
qua mirc dAn dén giy ra mun trimg c4.

Cic dic tinh dwoc dong hoc

Céc dic tinh duge déng hoc cia gel Cafoxy tirong tr véi dic tinh duoe déng hoc cia
gel Adapalen 0.1%.

Trong mét nghién ciru 1am sang dac tinh duge déng hoc trong 30 ngay, dugc tiép
hanh trén nhimg bénh nhan bj myn trimg ¢4 da dugc thir nghiém ca véi dang gel ket
hop va voéi cong thire adapalen 0.1% duéi dicu kién toi uda hoa (bdi 2g gel mdi ngay),
adapalen khong dinh lwgng dugc trong phan [6n cdc mau huyét tong (giéi han dinh
luong 0.1 ng/ml). Lugng adapalen thdp (Cmax tir 0.1 dén 0.2 ng/ml) duoc do  trong
hai miu m4u ldy tit nhimg ddi twong duge chiva tri véi gel Cafoxy va trong 3 mau thi
tir cdc ddi tugng chira tr v6i gel adapalen 0.1%. AUC cao nhat' cua adapalen duoc xéc
dinh trong nhém ding ket hop 1a 1.99 ng. gié/ml. Nhitng két qua nay so sinh véi
nhiing ket qua thu dugc trong nhitng thir nghiém 1dm sang déc tinh dugc déng hoc
trudc vé céc cong thirc adapalen 0.1%, trong dé hap thu toan than cua adapalen luén
thap Su tham nhép ciia benzoyl peroxid qua da thép; khi béi én da, né dugc chuyén
{01 hoan todn thanh acid benzoic va duogc loai bo di nhanh chéng.

13. Quy cach déng gai:

Hop 1 tuyp 10 gram gel, kém t& hudng dan sir dung.
Hop 1 tuyp 15 gram gel, kém t& hudng dan st dung.
Hop | tuyp 30 gram gel, kém t& huéng dan sir dung.
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14. Pidu kién bao quén, han ding & tidu chuén thanh phim:

Piéu ki¢n bao quan: Nai kho thoang, nhiét d6 khéng qua 30°C, tranh 4nh sing.
Ilan ding: 24 théng ké tir ngay sén xuat

*Khéng ding thudc qud 30 ngdy ké tir khi mé ndp st dung ldn dau

Tiéu chuan thanh pham: TCCS

15. Tén, dja chi ciia co s& sdn xuit va co s& diang ky:
Co sé¢ san xudt: CONG TY CO PHAN DUGC MEDIPHARCO
08 Nguyén Trudmg T6, phudng Phuée Vinh, thinh phd Hué, tinh Thira
Thién Hué
Co 56 ding kj: CONG TY CO PHAN DUQC PHAM MEDBOLIDE
Phong 09, lau 10, tda nha The EverRich 1, s6 968 dudmg 3/2, phudng
15, quan 11, TP. HHo Chi Minh
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