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THANH PHAN:
Adapalene 0,1%
Ta dugc . vira dd 30 gam
cHl 0|NH, cHONG cHl BINH, UEU LUDNG & CACH
DUNG VA CAC THONG TIN KHAC:

Xin doc trong ti hudng din s dung

BAO QUAN: Noi khd mat, nhigt 49 khdng qud 30°C,
treng bao bi kin.
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TIEU CHUAN: TCCS S& 16 SX/ Batch No:
SDK/Reg.No: X0O(XXX Ngay SX/ Mfg.Date:
HO/ Exp. Date:
D& xa tim tay tré em

Poc ki hutng dan s dyng trude khi ding.
San xust béi: CONG TY CP HOA DUDC VIET NAM
S8 192, Phd Duc Giang, Quén Long Bién, Thanh phd Ha Nji

COMPOSITION:
Adapalene 0.1%
Excipients s.q.f 304g

INDICATIONS, CONTRAINDICATIONS, DOSAGE &
ADMINISTRATION AND FURTHER INFORMATIONS:
Please see the leafiet insert,
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cHI D|INH, CHONG CHI DINH, LIEU LUGNG & CACH
DUNG VA CAC THONG TIN KHAC:

Xin doc trang tiy hudng dan slrdyng.

BAO QUAN: Noi khd mét. nhiét 45 khdng qua 30°C,

trong bao bl kin,

TIEU CHUAN: TCCS S8 18 SX/ Batch No:
0,1% SDK/Reg.No: X0000(X Ngay SX/ MfgDate:
vi du 30 gam HD/ Exp. Date:
Dé xa tim tay tré em

Doc kij hudng d3n st dyng trudc khi ding.
San xudt bdi: CONG TY CP HOA DUQC VIET NAM
S8 192, Pha Duc Giang, Quan Long Bién, Thanh phd Ha N

STORAGE: Temperature not exceeding 30°C. protect from light and
humidity.

SPECIFICATION: In house’s  Keep out of reach of children
SDK/Reg.No: XOO0XX Please read the leaffet carefully before use

Manufactured by: VIETNAM CHEMICO - PHARMACEUTICAL
JOINT STOCK COMPANY
No. 192, Duc Giang Street, Long Bien District, Ha Noi City

Buoc quét bdng CamScanner
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nay chi dung theo don thuéc

TEJY

(Adapalene 0,1%)
Poc ky hudmg dan sir dung triede khi ding
Dé xa tam tay tré em

1. THANH PHAN

Moi tuyp 30 gam chira:

Thanh 211511 dicoc chat:

BIRIBIIEIIE . cvnenmsmnmssinmmmmmyeesiosisks it iy s SR SRR S b A EAENE TR s e oy 0,1%

Thanh phan té duoc:
Disodium edetate, Glycerin, Carbomer® 934P, Polyoxyl 40 Stearate, Cyclomethicone,

Squalane, Propylen glycol, Poloxamer® 407, Natri hydroxyd 10%, Nudc tinh khiét

2. DANG BAO CHE

Gel bdi1 da

Mo ta: Gel mau trﬁng, mém, déng nhét, khdéng co vat la.

3. CHI PINH

Dung dé diéu tri mun tring ca khi co nhiéu nhan trng ¢4, mun san va mun mu. Thudc ¢6
thé dung dugc cho mun trimg ca & mit, nguc va lung.

4. LIEU DUNG VA CACH DUNG

Liéu ding

- Pugc dung trén viing da bi mun trimg ¢4 mdi ngay mdt 1an trudc khi nghi ngoi va sau khi
rira sach s€. Nén b61 mot 16p mong, tranh tiép xUc véi mat va. Chi y lau that khé ving da bi
mun truée khi béi thudc.

- Véi nhitng bénh nhan can phai kéo dai khoang cach ding thuéc hay tam théi ngung diéu
tri, c6 thé sir dung thudng xuyén tré lai hoic tiép tuc tri liéu khi xét ring bénh nhén c6 thé
dung nap binh thuong vai tr1 liéu tro lai. Néu bénh nhén cé st dung my phém, nén dung my
pham khong giy nhan mun va khéng lam se da.

Tré em: Tinh an toan va hiéu qua cua adapalene chua dugc nghién ciu ¢ tré em dudt 12
tudi.

Céach ding: Bép nhe ong thudce & phan dudi, 14y mét luong kem vira du trén dau ngon tay dé
bdi 1én viing da bi mun. Péng chit nip 6ng sau khi ding.

5. CHONG CHI PINH

Phu ntr co thai hodac du dinh mang thai

Qua man véi bat ky thanh phan nao cua thudc nay.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Néu xay ra phan mg 'nhay cam hoic kich img nghiém trong thi nén nging sir dung thudc.
Néu mirc do kich tmg tai chd cho phép, bénh nhin nén dugc hudéng din sir dung thudc it
thudng xuyén hon, ngimg sir dung tam thoi cho dén khi céc triéu chimg gidm bét hodc ngimg
sir dung hoan toan.

Adapalene khéng nén tiép xic véi mit, miéng, khée miii hodic mang nhay.Néu san phim dinh
vao mit, rira ngay bing nuéc dm. Khong nén béi sin pham 1én ving da bi tray xudc (vét cit
va tray xudc), chdy ning hodc cham, ciing nhu khong nén sir dung ¢ nhitng bénh nhan bi mun
tnimg ca ning hodc mun trimg c4 trén dién rong trén co thé.
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Nén giam thiéu tiép xuc véi 4nh sdng mit trdi va birc xa tia cuc tim nhén tao, bao gém ca dén
chiéu sang mit tron, trong qua trinh sir dung adapalene. Nhirng bénh nhan thudng xuyén tiép
xuc v6i anh nang mit trdi & mirc do cao va nhitng ngudi von rat nhay cdm véi 4nh ndng mit
troi nén dugc canh bao phai than trong. Nén sir dung cdc san pham chéng ning va quin 40

bao h$ trén céc khu virc dugc diéu trj khi khéng thé tranh dugc viée tiép xic.
7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir co thai

Chong chi dinh cho phy nit cé thai hoic dy dinh mang thai

Céci nghién ciru trén ddng vit bang dudng uéng di cho thay doc tinh sinh sin khi phoi
nhi€ém Eofm than cao. Kinh nghiém ldm sang khi sir dung adapalene tai cho trong thai ky con
han ché nhung m6t s6 dir liéu hién cé khéng cho thay tac dung c6 hai d6i véi thai ky hodc
sic khoe cua thai nhi bi phoi nhiém trong thdi ky dau mang thai. Do di liéu sin c6 con han

ché va do adapalene c6 thé di qua da rat yéu nén khong nén sir dung adapalene trong théi ky

mang thai. Néu san pham dugc sir dung trong thdi ky mang thai hodc néu bénh nhan c6 thai
trong khi dang ding thudc nay thi nén nging dicu tri.

Phu nir cho con bu

Khong c6 nghién ciru ndo vé viéc bai tiét thude qua stra dong vat hodc stra ngudi khi boi
adapalene qua da.

Dy doan khong c6 anh hudng nao dén tré dang bu vi mic phoi nhiém toan thin cia nguo
phu nit cho con bu véi adapalene 1a khong dang ké. Adapalene c6 thé duge sir dung trong
thoi gian cho con bu. Pé tranh tiép xic véi tré so sinh, nén tranh boi adapalene 1én nguc khi
su dung trong thoi gian cho con bu.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY

MOC

Chua ghi nhan dugc bao cdo phan tmg bat i hodc chua cé nghién ciru nao vé anh huéng cua
thudc 1€n kha nang van hanh may mdc, lai tau xe, ngudi lam viéc trén cao va cac truong hop

khac

9. TUONG TAC, TUONG KY CUA THUOC

- I(hong c6 twong tac nao dugc biét gura cac thudc khac dugc sir dung dong thoi trén da vol
thuéc. Tuy nhién khéng nén ding dong thdi cac thude retinoid hay céac thudc khac cé cling
phuong thirc tac dong vd1 adapalene.

- Adapalene bén virng véi oxy, anh sing va ciing nhu khéng cé phan \ng vé mit hoa hoc.
Trong khi nghién ciru rong rdi trén dong vat va nguoi khong cho thay kha ning bi tac hai
cua anh sang hay di Ung véi anh sidng cua adapalene, tinh an toan cua viéc sir dung
adapalene khi tiép xtic nhidu véi anh sang hay tia cuc tim chwa duge xic dinh trén ca déng
vit va ngudi. Nén tranh tiép xvic nhiéu véi 4nh séng hay tia cuc tim.

- O ngudi, adapalene hap thu qua da kem va do dé twong tic véi thuc c6 tic dung toan thin
hau nhu khéng xay ra. Khéng c6 bing chimg vé sir anh hudng cua viéc sir dung thudc ngoai
da lén cic thuoc dung theo dudng uéng nhu thudc ngira thai va khang sinh. Thudc c6 kha
ning giy kich ung tai cho nhe, do d6, nén tranh viéc st dung déng thod véi cac thude cé tic
dung bong da, se da hay nhitng thudc cé tinh kich tmg gdp. Khuyén cdo phai ding thudc
cich 12 gio sau khi dung céc thudc diéu tri mun trimg ca trén da nhu dung dich
erythromycin (véi nong d¢ dén 4%) hay clindamycin phosphat (1% dang base) hay dang gel
nudc benzoyl peroxid véi néng do dén 10%.

10. TAC DUNG KHONG MONG MUON:

2. %.%.%, \%
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Bing tém tit cdc phan ng ¢ hai: dugc phin nhém theo tan suat: Rat thudng gip (ADR >
1/10), Thudng gap (1/100 < ADR < 1/10), ft gip (1/1000 < ADR < 1/100), Hiém gip
1/10000 < ADR < 1/1000) va Rat hiém gip (ADR < 1/10000).

Téc dyng khong mong muon

Thuong gip Kho da, kich ing da, rét, ban do

Viém da tiép xuc, khé _chiu ¢ da, chidy ndng, ngia, bong troc da,
mun tnrng ca

bdi**, giam sic t6 da, ting sic to da

Kich irng mi mit, ban dé mi mat, ngra mi mat, sung mi mat

Phan ung phan v¢, phu mach

*Dir 1iéu giam sat sau ti¢p thi

** Hau hét cac truong hop "bong tai chd boi" 1a bong bé mit nhung d3 c6 bio cio vé cac
trudong hop phan ing bong cap dé hai.

11. QUA LIEU VA XU TRI

Qua liéu:

Thuédc khéng duge ding qua dudng udng va chi dung trén da. Néu dung qué nhiéu thude, sé
khong thu duogc két qua nhanh hon hay tot hon ma co thé bi do da, bong da hay khé chiu.
Pdc tinh cap theo dudng udng trén chudt nhét cao hon 10g/kg.

X tri:

Khi nuét nham, trir khi chi nudt mét lugng nho, nén xem xét dén phuong phép rira da day
thich hop.

12. PAC TINH DUQC LUC HQC

Nhém dwge ly: Thudc chéng mun trimg ca sir dung tai cho

Ma ATC: DIOADO3

Co ché tic dung

Adapalene 1a mét hop chat dang retinoid d3 dugc chimg minh la cé tinh khing viém in vivo
va in vitro. Adapalene bén vimg véi oxy, anh sidng va khong cé phan ing vé mit hoa hoc.
Co ché hoat ddng cua adapalene, giéng nhu tretinoin, 13 gin két vao cac thu thé acid retinoic
dic hiéu cua nhin, nhung khac tretinoin & chd khong gin vao protein cua thu thé trong bao
twrong.

Tac dung duwoc luc hoc

Adapalene khi dung trén da c6 tac dung ti€u nhin mun ¢ mé hinh chuot nhit rhino va ciing
nhu tac dung trén nhung bat thudng ciia qua trinh sirng hoa va biét ho4 cuia biéu bi, ca 2 qua
trinh nay déu c6 mit trong sinh bénh hoa cia muyn trimg ca thong thudng. Phuong thirc tic
dong cua adapalene dugc xem la binh thuong hoa tién trinh biét hoa cua céc té bao nang biéu
mé va do d6 lam giam sy hinh thanh vi nhin mun tnimg c4. Adapalene c6 wu diém hon cic
retinoid trong thir nghiém khang viém tiéu chuan ca in vitro va in vivo. Co ché cua né 1a
ché cac dap t'mg ho4 mg déng va hoa ting dong cua bach cau da nhan & ngm‘)'i va ca su
chuyén hoa bang cach lipoxld ho4 acid arachldonic thanh cic chat trung gian tién viém. Dic
tinh nay goi ¥ rang thanh phin viém qua trung gian té bio cua mun trimg céa c6 thc b1
adapalene tac dong. Cac nghién ciru & ngudi da cho nhimg bang chimg lam sang vé \3 (o
adapalene dung trén da c6 hiéu qua trong viéc giam bét phan viém ciia mun trimg cé (sin va
mun mu)

13. PAC TINH DUQC PONG HQC

Khong rd tan suat*

— e s e SR e o g o e ]
Viém da dj Ung (viém da tiep xuc), dau da, sung da, bong tai cho
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O nguoi, adapalene hap thu qua da kém.Trong céc thir nghiém 1dm sang, khong tim thay
duoc nong do adapalene trong huyét twong & mirc c6 thé do duoc khi sir dung dai han trén
mot vung da rong bi mun tnmg ca véi muc d§ nhay cam phan tich 1a 0,15ng/ml. Sau khi xtr
ly [**C]-adapalene & chudt 16m (tiém tinh mach, tiém phic mac, uong va ding ngoai da), &
tho (tiém tinh mach, udng va ding ngodi da) va & ché (tiém tinh mach va udng), hoat tinh
phong xa phian b6 & mét s6 mé va duge tim thiy nhiéu nhit & gan, 14 lach, thuong thin va
buong trimg.
Chuyén hoa thuéc & ddong vat chua dugc xic dinh rd rang, chu yéu qua con dudng O-
demethyl hoa, hydroxyl hoa va lién hop, va dao thai chu yéu qua dudng mit. Trong cic
nghién ciru trén dong vit, adapalene dugc dung nap rat tot khi ding ngoai da trong 6 thang
& tho va 2 nim & chudt nhat. Triéu chimg ngd ddc chu yéu tim thiy & cic loai nay khi ding
theo dudng udng co lién quan dén hdi chimg thira vitamine A, gom ca loing xuong, ting
phosphatase kiém va thiéu mau nhe. Licu udng adapalene cao khong giy tic dung ngoai y
trén than kinh, tim mach hay hé hap & dong vat. Adapalene khong gy dot bién. Cac nghién
ciru sudt doi véi adapalene da dugc thuc hi¢n hoan tat & chudt nhit vai licu boi da 14 0,6; 2
va 6mg/kg/ngay. Kham pha dang ké duy nhit la sy gia ting c6 y nghia thong ké u té bio ua
crom lanh tinh cua phan tuy thuong thin ¢ chudt duc 16n dung adapalene voi liéu
1,5mg/kg/ngay. Céc thay doi nay khong dugc xem 1a cé lién quan dén sy sir dung adapalene
ngoai da.
14. QUY CACH PONG GOI
Hop 1 tuyp x 30 gam
15. PIEU KIEN BAO QUAN:
Bao quan noi kho rao, nhiét do khong qua 30°C, tranh anh sang.
16. HAN DUNG:
36 thang ké tir ngady san xuat.
17. TIEU CHUAN CHAT LUQNG:
Tiéu chuan co s&
18. TEN, PIA CHI CUA CO SO SAN XUAT:
CONG TY CO PHAN HOA DUQC VIET NAM
Dia chi: 192 Pic Giang — Long Bién — Ha Noi
Dién thoai: 04.3655.7842/ 2243.160 Fax: 04.3655.783




