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AN HOP VA NHAN TUYP
HOP 1 TUYP 5G

‘aH

XSS
Thénh phén: M&i 1 gam gel chifa Chi dinh, céch diing, chéng chi dinh vé cdc
Adapalen, 1mg théng tin khdc: Xem trong t8 huéng dén s
tudng ducng 0,1%Kkl/kl  dung thuéc kém theo.
Benzoyl peroxide 25mg  Bdo quan: Ndi khd, tranh dnh sang, dudi 30°C.
dudi dang..........ccccceeno....hydrous benzoyl peroxide  Han ding sau md nép: 6 thdng
tudng dudng 25%Kkl/kl  Déng géi: Hop 1 tuyp 5g.

Tiéu chuén: TCCS.

®. Thudc ké don Gel béi ngoai da

Adapalen 0,1%; Benzoyl peroxide 2,5%

Adapalen 0,1 %; Benzoyl peroxide 2,5 %

0,1 % kl/kl), Benzoy! peroxide (dudi dang hydrous
Adapalen, Benzoyl peroxide

benzoyl peroxide) 25 mg (tu'dng dudng 2,5 % ki/kl)

Bao quan: Ndi khd, tranh d@nh sdng, dudi 30°C.

Mai 1 gam gel chita Adapalen 1 mg (tuang dudng
San xuat tai

CONG TY TNHH DUCC PHAM HOA LINH HA NAM

Thanh phan:

Thuéc dung ngodi

Dé xa tédm tay tré em

Boc ki hudng dén sif dung trudc khi ding.

San xudt tai

CONG TY TNHH DUGC PHAM HOA LINH HA NAM
Khu céng nghiép Béng Vén |, phusing Béng Van,

thi x& Duy Tién, tinh Ha Nam, Viét Nam.

SLSX:
NSX:
HD

SBK:

® Prescription drug Topical gel

Adapalen 0.1%; Benzoyl peroxide 2.5%
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AN HOP VA NHAN TUYP
HOP 1 TUYP 10G

£
“aH
g XS
SJ Thanh phan: M&i 1 gam gel chio Chi dinh, cach diung, chéng chi dinh va cdc
- Adapalen 1mg théng tin khac: Xem trong t8 hudng dén s
tugng dudng. 0,1 % kifkl dung thubc kém theo.
Benzoyl peroxide 25 mg Bdo quan: Ndi kho, tranh dnh sdng, dudi 30°C.
dudi dang............cousnnen Hydrous benzoyl peroxide Han diing sau md nép: 6 thdng
tuong dudng 25%klkl  Bdéng géi: Hép 1 tuyp 10g.

Tiéu chuéin: TCCS.

®. Thudc ké ddn Gel béi ngoai da

> AAdapalen 0,1%; Benzoyl peroxide 2,5%

“__4 Adapalen, Benzoyl peroxide

M&i 1 gam gel chifa Adapalen 1 mg (tudng dudng 0,1 % ki/kl),
Benzoyl peroxide (dudi dang hydrous benzoyl peroxide) 25 mg

(tudng dudng 2,5 % ki/kl)
CONG TY TNHH DUQC PHAM HOA LINH HA NAM

Bao quan: Ndi kho, tranh anh sang, dudi 30°C.

Thanh phan:
San xuat tai

Thubc dung ngodai

DE xa tim tay tré em

Boc ki hudng dan si dung trudce khi dung.

San xudt tai

CONG TY TNHH DUJC PHAM HOA LINH HA NAM
Khu céng nghiép Béng Vién |, phuting B6ng Vian, thi xa
Duy Tién, tinh Ha Nam, Viét Nam.

SBK
SLSX:
NSX
HD

®. Prescription drug Topical gel
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N HOP VA NHAN TUYP

HOP 1 TUYP 15G

S ‘aH Thanh phéan: Méi 1 gam gel chia Chi dinh, cdach dung, chéng chi dinh va cac
g XSS Adapalen 1mg théng tin khdc: Xem trong t& hudng dén sir
2 tudng dugng 0,1%Kklki  dung thudc kém theo.

g Benzoyl peroxide. 25mg  Bdo quan: Noi khé, trénh dnh sang, dudi 30°C.
o dudi dang.................hydrous benzoyl peroxide ~ Han diing sau mé nép: 6 thdng

= tudng dudng 2505 ki/ki  Boéng géi: Hép 1 tuyp 15g.

Tiéu chudn: TCCS.

®. Thube ké don Gel béi ngoai da

Adapalen, Benzoyl peroxide

.._

. a:_—.ﬂé Adapalen 0,1 %; Benzoyl peroxide 2,5 %

M@i 1 gam gel chita Adapalen 1 mg (tudng dudng 0,1 % ki/kl),
Benzoyl peroxide (dudi dang hydrous benzoyl peroxide) 25 mg

(tudng dudng 2,5 % ki/kh)
CONG TY TNHH DUGQC PHAM HOA LINH HA NAM

Bao quan: Ndi khd, tranh anh sang, dudi 30°C.

Thanh phan:
San xuat tai:

Thubc diing ngodi

PE xa tGm tay tré em

Boc ky huéng dén sir dung trudc khi ding.

San xudt tai

CONG TY TNHH DUGC PHAM HOA LINH HA NAM
Khu céng nghiép Béng Van |, phuéing Béng Viin,

thi x& Duy Tién, tinh Hb Nam, Viét Nam.

SBK:
SLSX:
NSX
HD:

Prescription drug Topical gel
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N HOP VA NHAN TUYP

HOP 1 TUYP 20G

DUQC PHAM

R |

HOA LINH

Thanh phén: Mai 1 gam gel chio Chi dinh, cdch ding, chéng chi dinh va
Adapalen, 1 mg cdc théng tin khac: Xem trong td hudng
s HUANG AUONG.oooriereneersrenressnsssnnnnns 0,1 36 KK dén sif dung thuéic kém theo.
‘?: QM Benzoyl peroxide 25 mg Bdo qudn:
3 X515 dudi dang .hydrous benzoy! peroxide Ndi khd, trédnh dnh sdng, dudi 30°C.
= tudng dudng . 2.5 % kl/kl Han diung sau md nép: 6 thdng
8 Béng géi: Hap 1 tuyp 20g. Tiéu chudn: TCCS.
0 d pai

- Adapalen 0,1%; Benzoyl peroxide 2,5 %

4 Adapalen, Benzoyl peroxide

Thuéec ding ngodil

M&i 1 gam gel chifa Adapalen 1 mg (tudng dudng 0,1% kifkl),
Benzoyl peroxide (dudi dang hydrous benzoyl peroxide) 25 mg

(tudng dudng 2,5 % ki/kl)
CONG TY TNHH DUDC PHAM HOA LINH HA NAM

Bao quan: Ndi kht, tranh dnh sdng, dudi 20°C.

Thanh phén:
San xudt tai

Bé xa tam tay tré em

Boc ky hudng dan sl dung trude khi ding.

San xudt tai

CONG TY TNHH DUGC PHAM HOA LINH HA NAM

Khu céng nghiép Déng Viin |, phuting Béng Véin, thi x& Duy
Tién, tinh Ha Nam, Viét Nam.

SBK:
SLSX:
NSX:
HD:

Prescription drug Topical gel
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Thtinh phén: M&i 1 gam gel chifa Chi dinh, cdch ding, chéng chi dinh
Adapalen 1mg va cdc thong tin khdc: Xem trong t&
NG AUING..vveuenrnermmrrscanneens 0,1 %6 klkl  hudng dén st dung thude kém theo.
SLSX: HD: Benzoyl peroxide 25mg Bdo quan:
dudi dang........ hydrous benzaoyl peroxide  Noi khé, trdnh dnh sdng, dudi 30°C.
%E’ £ RUONG AUING ovvranrsissnsianissiasnn 259% ki/kl  Han ding sau md nép: 6 thdng
N =3
5 3 £ Béng géi: Hap 1 tuyp 30 Tiéu chuén: TCCS.
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Bé xo tdm tay tré em

Boc ki hudng dén sdr dung trudc khi dung.

San xudt tai

CONG TY TNHH DUGC PHAM HOA LINH HA NAM

Khu céng nghiép Béng Van |, phuding Béng Vén, thi ¥ é ﬁ a2
x@ Duy Tién, tinh H& Mam, Viét Nam. 3 nwzIT

Prescription drug Topical Gel
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HUONG DAN SU DUNG
Rx Thube nay chi diang theo don thube

CYNBENAS

(Gel Adapalen 0,1 % ki/kl va Benzoyl peroxide 2,5% ki/kl)

Thubc ding ngoai

Dé xa tim tay tré em

Doc kj huwéng din sir dung truwdce khi diung
Thuéc nay chi ding theo don thuéc

THANH PHAN CONG THU'C: M&i 1 gam gel chira:

Théanh phén dwoc cht:

Adapalen 1 mg (twong duong 0,1 % kl/kl)

Benzoyl peroxide (dwdi dang hydrous benzoyl peroxide) 25 mg (tuwong duong 2,5 % kl/kl)
Thanh phdn td duge: diethylene glycol monoethyl ether (Transcutol P), dinatri edetat, natri
docusat, glycerin, poloxamer 188, propylen glycol, sepineo P600, nuée tinh khiét.

DANG BAO CHE: Gel.
Mo t&: Gel mau tring, thé chit mém min, dong nhat.

CHI PINH
Diéu tri mun trimg c4 khi c6 cac biéu hién bit tic, mun sdn, mun mu.
Thube duoe chi dinh cho ngudi 16n, thanh thiéu nién va tré em tir 9 tudi trd 1én.

CACH DUNG & LIEU DUNG

Boi thue 1én toan b ving da c6 myn trimg c4 mbi ngdy mot 1dn vao bubi t6i trén ving da
sach va kho. Dung dau ngén tay thoa nhe mdt 16p gel mong 1én ving can didu tri, trdnh boi
1én viing mat va mdi (xem phcfn canh bdo va than trong khi dimg thudc).

Néu bi kich trng da, bénh nhén nén sir dung kem dudng 4m khong gdy mun béi truc tiép 1én
ving da bj kich tmg, cin han ché ding thudc thudng xuyén (vi du nhu ding cich ngdy), tam
ngung str dung thudc, hodic ngung diéu tri véi thude.

Cén tuan thu theo thoi gian didu trj duoc bac st chi dinh dya trén co s¢ tinh trang lam sang.

Céc ddu hiéu cai thién 14m sang sém thudng xuét hién sau 1 dén 4 tudn diéu tri.

Tinh an toan va hidu qua ctia thude chwa duge nghién ciu & tré dudi 9 tudi.

CHONG CHI PINH

- Phu nit ¢6 thai (xem phdn sir dung thuée cho phu nit cé thai va cho con bil).

- Phy nit ¢6 ké hoach mang thai (xem phdn sir dung thuéc cho phu nit ¢é thai va cho con bif).

- Qua mén véi bt ky thanh phén nao ctia thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC
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Khong duge bbi thude 1én nhirng viing da bj ton thwong, hogc vét thuong ha (bi dit, bi xudc),
da bi chay néng hodc da bi cham.

Khong duoc dé thube dinh vao mit, miéng, 186 mili hodic cic niém mac. Trudng hop bi roi vao
mét, hily ngay lap tirc rira sach bing nude am.

Thubc ¢6 chira propylen glycol cé thé giy kich mg da.

Néu xay ra mot phan img cho thdy nhay cam v6i bét ky thanh phdn nao cuia céng thire, phai
ngirng str dung thudc.

Tranh tiép xtic qua mirc v6i dnh ndng mit trdi hodc tia tir ngoai.

Tranh dé thube tiép xtc v6i bat ky vét liéu c6 mau nao bao gdm téc va vai nhudm vi thudc c6

thé lam bac mau hodac mat mau.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thai ky
Chéng chi dinh thudc cho phu nit ¢6 thai va phy nit dy dinh mang thai.

Khong ¢6 hodc c6 rat it dir liéu vé viéc sir dung adapalen tai chd & phu nit mang thai.

Céc nghién ciru trén dong vat qua duong ubng cho thy ddc tinh sinh sn phoi nhiém & ndng
do toan than cao.

Kinh nghiém 14m sang dung adapalen va benzoyl peroxyd bdi tai chd trong thai ky con han
ché.

Cén ngung diéu trj trong truomg hop mang thai ngoai du kién.

Phu nit cho con bu

Chua c6 nghién ctru vé su bai tiét qua sita me clia thude duoce tién hanh trén nguoi va dong
vat sau khi boi thudc ngoai da.

Khéng c6 anh hudng nao téi tré b duge dy kién do mttc phoi nhiém toan than & phu nit cho
con ba str dung thudc 1a khong déng ké. Thude cé thé sir dung trong thoi ky cho con bu.

Cén trénh bdi thude 1én nguc trong thoi ky cho con b dé tré so sinh khéng bi tiép xtic v6i

thuoc.

Kha nang sinh san

Nghién ctru vé kha niing sinh san & ngudi khong duge thye hién véi thudc nay.

Tuy nhién, khong tim thdy anh hudng nao ctia adapalen hogic benzoyl peroxyd déi voi kha
ning sinh san & chudt trong céc nghién ctru vé kha ning sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Hién chwa c6 nghién ciru nao dénh gia anh hudng ctia thude 1én kha ning l4i xe va van hanh

may moc..

TUONG TAC, TUONG KY CUA THUOC

Twong tdc cua th ubc

Khong c¢6 nghién ciru chinh thirc nao vé tuong tic duge thyce hién véi thube nay.

Tir kinh nghiém truée day voi adapalen va benzoyl peroxyd, khong cé tuong tdc nao da biét
v6i cée thude khéc c6 thé duge dung ngoai da va ddng thoi vai thude nay. Tuy nhién, khong
nén str dung ddng thoi véi cée retinoid hodc benzoyl peroxyd hoic thude khac c6 co ché tac
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dung tuwong tu. Cén thin trong néu cdc m§ phim cé tac dung lam tréc vay da, kich tmg hogc
lam khé da duge str dung vi chiing c6 thé gdy ra céc tac dung kich (g cong thém véi thude.
Su hip thu adapalen qua da ngudi 14 thdp (xem phdn ddc tinh dwoc dong hoc) va do d6 khong
chic xay ra tuong tic véi cac thude ding toan than.

Su thdm qua da ciia benzoyl peroxyd thép va duge chat duge chuyén héa hoan toan thanh
acid benzoic duge loai bé nhanh chéng. Do dé, khong chic xay ra tuong tac tiém tang cta
acid benzoic véi cée thudce ding toan thén.

Twong ky ciia thudce

Do khong ¢6 céc nghién ciru vé tinh twong ky cta thube, khong tron 1n thube nay véi cac

thude khac

TAC DUNG KHONG MONG MUON CUA THUOC
Thube ¢6 thé gy ra céc tac dung khong mong mubdn sau tai vi tri boi thudc:

g:i:g];l;{l;l; Miice d thuwong xuyén Tic dyng khéng mong mudn
R&i loan thi gidc Khéng biét (khong thé wdc | Phi mi mat
tinh tir dit liéu c6 sin)*
Hé mién dich Khéng biét (khéng thé ude | Phan ting phan vé

tinh tir dit ligu c6 sdn)*

R&i loan hd hdp, 1ong | Khong biét (khong thé wde | Nghet hong, kho thés
ngue va trung thit tinh tir di liéu c6 sdn)*

Phé bién (>1/100 dén <1/10) | Da khd, viém da tiép xiic kich
ung, kich Gng da, cam giac
nong rat da, ban do, tréc vay
da

Khéng phd bién (>1/1 000 | Ngira, chdy ning
Réi loan da va md dusi | dén <1/100)

da Khong biét (khéng thé wéc | Viém da tiép xuc di ing, sung
_tinh tir dit liéu c6 sin)* mit, dau da (dau nhéi), mun
nuwée (mun nuéce), doi mau da
(ting sfc tb va giam sic td),
ndi mé day, bong tai chd bdi
thube**

* Dit liéu theo ddi hau mai.

% Hau hét cac truomg hop “bong tai chd bdi thube” 1a bong bé ngoai nhung céc truomg hop
bong c¢ip dd hai hodic phan tmg bong nghiém trong di duoc bdo céo.

Néu kich tng da xuft hién sau khi bdi thudc, cudng dé thuong nhe hodc trung binh, véi céc
déu hiéu va tridu chig vé kha ning dung nap tai chd (ban do, khd, déng vay, bong rit va dau
da (dau nhu chdm chich) cao nhét trong tudn dau tién va sau d6 giam dan mét cach tyr nhién.
Théng bdo ngay cho bic st hodc dwoc si nhitng phan 1eng c6 hai gdp phai khi siv dung
thuéc.
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QUA LIEU VA CACH XU TRi

Thuéc chi dung bdi ngoai da mot 1an mdi ngay.
Trong trudong hop vo tinh nudt phai thudc, c4c bién phép diéu tri triéu ching thich hgp nén
duoc thue hién.

PAC TINH DUQC LUC HQC

Nhém duge 1y: Cac ché phdm tri mun ding ngoai da, D10AD retinoids dung ngoai da tri mun.

Méa ATC: D10ADS3

Co ché tde dung va tde dung dwoc luc hoc:

Thubc két hop hai hoat chit c6 tac dung thong qua céc co ché tac dung khdc nhau nhung bd
sung cho nhau.

Adapalen: Adapalen 14 din xudt acid naphthoic 6n dinh vé mit héa hoc, c6 hoat tinh gidng
retinoid. Nghién ctru thong sb sinh héa va duge li cho thdy adapalen c6 tac dung trén bénh ly
clia mun trung cé: 1a mot chét diéu bién manh su phéan biét té bao, keratin hoa va c6 tac dung
chéng viém. V& mit co ché, adapalen két hop véi céc thu thé nhan cia acid retinoic dic hiéu.
Biing chirng hién tai cho thdy adapalen dung tai chd binh thuong héa sy biét hoa té bao biéu
md nang 16ng dén dén 1am giam sy hinh thanh nhin mun tring c4 nhé (microcomedone).
Adapalen trc ché dap tmg hoa tmg dong (dinh huéng) va héa ting dong (ngAu nhién) ctia
bach cdu da nhan trong md hinh thir nghiém in vitro; adapalen con trc ché su chuyén hoa ciia
acid arachidonic thanh céc chét trung gian gdy viém. Céc nghién ctru in vitro da cho thdy su
te ché yéu t& AP-1 va tic ché sy biéu hién cia thy thé toll-like 2. Ho so ndy cho thdy thanh
phén ctia mun trimg c4 gdy viém qua trung gian té bao dugc lam giam boi adapalen.

Benzoyl peroxyd: Benzoyl peroxyd la mot chét ¢6 tac dung diét khudn, dic biét trén vi
khuén Cutibacteriumacnes xuat hién bét thuong trong 16 chéan 16ng bi myn. Co ché hoat dong
ctia benzoyl peroxyd di duoc gidi thich 1a do hoat tinh va m& cao ctia n6, cho phép né tham
nhdp qua.lép biéu bi vao mang té bao keratinocyte cua vi khuén tuyén bd nhom. Benzoyl
peroxyd duge cong nhan 12 mot chat khéng khuén phd rong rit hiéu qua trong diéu tri myn
tring cd. N6 da duge ching minh 1a ¢6 tac dung diét khudn bing cach tao ra céc goc tu do
oxy héa protein va cac thanh phin t& bao thiét yéu khac trong thanh vi khuén. Nong d i
ché tbi thiéu ciia benzoyl peroxyd 1a didt khuén va da chimg minh hi¢u qua doi véi vi khuén
nhay cam va khang khang sinh ching C. acnes trimg. Ngodi ra, benzoyl peroxyd da chimg
minh cdc tac dung tiy té bao chét va tiéu simg.

PAC TINH DUQC PONG HQC

Céc dic tinh dwoe dong hoc (PK) cua thude twong tw nhw hd so duge dong hoc cta gel
Adapalen 0,1 % dung don doc.

Trong mot nghién ciru duge dong hoc 1am sang 30 ngay dugc tién hanh & nhitng bénh nhan
bi mun trimg c4 da dugce thir nghiém bing gel két hop lidu ¢b dinh hodc bing cong thirc phi
hop adapalen 0,1% trong didu kién t6i da (bdi 2 g gel mdi ngay), adapalen da khong thé dinh
luong duge & da sé mAu huyét twong (gioi han dinh lugng 0,1 ng/ml). Néng dd adapalen thap
(ndng d6 cao nhét trong huyét twong (Cmax) tir 0,1-0,2 ng/ml) da do dugc trong 2 mau mau
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ldy tir cac dbi tugng duogc diéu tri béang thube va trong 3 miu mau ldy tir cac dbi tuong duge
diéu tri bing gel Adapalen 0,1%. Dién tich dudi duong cong (AUC) 0-24 gidr ctia adapalen
cao nhét da duoc xac dinh & nhém dung dang két hop liéu ¢b dinh 1a 1,99 ng.h/ml. Cac két
qué nay twong duong véi cac két qua thu duge trong céc nghién ciru duge dong hoc 1am sang
trude diy vé céc cong thitc Adapalene 0,1% khéc nhau, trong do ndng do toan than cta
adapalen ludn thép.

Su thdm qua da ctia benzoyl peroxyd thap; khi bdi trén da, benzoyl peroxyd dugc chuyén dbi
hoan toan thanh acid benzoic va duge loai bo nhanh chong.

QUY CACH PONG GOI
Hop 1 tuyp Sg

Hop 1 tuyp 10g

Hop 1 tuyp 15g

Hop 1 tuyp 20g

Hop 1 tuyp 30g

PIEU KIEN BAO QUAN: Noi kh, tranh anh sang, duéi 30°C.

HAN DUNG: 24 théng ké tir ngay san xudt. Str dung thude trong vong 6 thang sau khi md
nép lan dau.

TIEU CHUAN CHAT LUQNG: TCCS.

San xuit tai:
CONG TY TNHH DUQC PHAM HOA LINH HA NAM
Khu cong nghiép Pong Viin I, phudng Pdng Viin, thi xa Duy Tién, Ha Nam
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