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Tiéu chudn chét lwong: TCCS

Adapalene Gel 0.19% wjw
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Xem trong t&r huong din sir dyng thudc kem
theo,

Didu kign bio quan:Bao quén noi kha mat,
nh séng, & nhigt dg khéng qua 30°C.
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Bia chi: 167 Ha Huy Tap,
DT:02393 B54617 Fax.
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Thanh phin: OE XA TAM TAY TRE EM
ra: KY HUONG DAN SUF DYNG
el L . TRUOC KHI DUNG
Taduge.. e D0 4G SBK ( Reg.No.):
Chi M_n_.q.-_. chéng chi dinh, cach da, vacac 5616 SX (Batch No.):
thdng tin khac: H
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Thanh phén: DE XA TAM TAY TRE EM

M3i 10 g chira: BOC KY HUONG DAN SU DyNG
%mﬂﬂmna.: ......... g TRUOC i DUNG
Chi dinh, chng chi djnh, céc il
Xem t t& huding dan sir dy thudc kém theo. n xu; 2
u_oh__ _ﬁm bao a:um“m»wﬂﬁuuww_ L._a ag& eunn anh séang, & CONG TY CO PHAN DUQ'C HA TiNH
nhigt do khang qua 30°C, Dia chi: 167 Ha Huy Tap, Tp. Ha Tinh

Tiéu chudn chét lvgng: ToCs BT.02393 854617 Fax: 02393856821

Composition:

Each10g Contains;
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Indications, COntrasinglgy Pl EAfLgy CAREFyL,
informatio, 018 005300 ang g, BEFORE yse
_%%2 * 118358 Carefully roqy the instruction. jn ghe Manufacured
torage: Siore jp o dry place ; Ha Tinp p 2
(emperaturg pejgy " Protect from light ¢ Ea_-n-__ag_
m?nsoa_a?. _a.___ow_w“ d_.uw.” _%Mq Ha Huy 3 m_aﬁ_.ﬂmw_wﬂomhﬂuw

9393854617 Fax: 0293856874




' htt'bs://nhathuocngocanh.com/

Thanh phén: DE XA TAM TAY TRE EM
M8i 5 g chira: DOC KV HUONG DAN SU DUNG
Adapal 0,005g TRUOC KHI DUNG

TR OUOC it oo vira di SDK ( Reg.No.):

Chi djnh, cl chi dinh, cach ding va cdc S6 16 SX (Batch No.):

théng tin khac: Ngay SX (Mfg.):

Xem trong té& hureng din st dyung thudc kém  Han Diing (Exp.):

theo. Sén xudt boi:

Didu kign bio quan:Bdo quan noi kho mat, CONG TY CO PHAN DUQIC HA TINH
trénh &nh sang, & nhiét nonx_._ozn qué 30°C.  Diachl: 167 Ha Huy Tap, Tp. Ha Tinh

DT:02393 854617 Fax: 02393856821
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Adapalene Gel 0.19% wjw
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Thanh phén: DE XA TAM TAY TRE EM

M3i 5 g chira DOC KV HUGNG DAN SUF DUNG
Adapalen --0,005g TRUGC KHI DUNG

Téa duge.. .. VUra du

Chi dinh, chéng chi dinh, g tin khac:

Xem trong t& hudng din siv dung thubc kem theo. Sén xudt béi:

Didu kign bao quan:Bao quan noi knd mat, trénh 4nh séng, & CONG TY CO PHAN DUQ'C HA TiNH
nhiét d6 khéng qua 30°C. Dia chi: 167 Ha Huy Tap, Tp. Ha Tinh
Tiéu chuén chét lwgng: TCCS DT:02393 854617 Fax: 02393856821

GEL. @

Composition:
Each 5g contains:
Adapalene....

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULL

Excipients..... : BEFORE USE

Indicati cont t dosage and other

information: Please carefully read the instruction in the Manufactured by:

leaflet Ha Tinh Ph | joint Stock Company
Storage: Store in a dry place, protect from light, at No.167 Ha Huy Tap Street, Ha Tinh Provine
temperature below 30°C Tel: 029393854617 Fax: 0293856821
Specification: In-house
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Thanh phin DE XA TAM TAY TRE EM
Mbi 15g chira: BOC KY HUGNG DAN SUF DUNG
Adapalen..... ..0,015g TRUGC KHI DUNG
T T ——— vira 0 SDK ( Reg.No.):
Chi djnh, ch ng va cac 86 16 SX (Batch No.):
théng tin khac: Ngay SX (Mfg.):
xoaia_o:&é&:%n:a?an.sa uﬂ.ﬁﬂ%ﬁ.

xi

u_-.__ Kign béo quan:Bao quan noi khd mat,  CONG TY CO PHAN DUQC HA TINH
tranh anh sang, & nhiét 48 khong qua 30°C. 9. chi: 167 Ha HuyTép, Tp. Ha Tinh
Tidu chuén chit _:c.-.n TCCS
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Adapalene Gel 0.19% wiw _
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Gel bai ngoai da '
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Thanh phén: DE XA TAM TAY TRE EM

Mbi 15 g choa: BOC KY HIONG DAN SUF DYUNG
+0,015g TRUOC KHI DUNG

Té duge vira du

Chi dinh, chéng chi djnh, cich 9,_ vé céc théng tin khac:

Xem trong 1& huéng d :moq..a@s kém theo. Sén xuét béi:

Dibu kign bao quan:Bao quan noi khd maL, tranh anh sang, & CONG TY CO PHAN DU'QC HA TINH

nhigt 4 khdng qua 30°C. Bia chi: 167 Ha Huy Téap. Tp. Ha Tinh
DT02393 854617 Fax: 02393856821

Tiéu chudn chét _Gosa TCCS

Composition:
Each 15 g contains:

KEEP OUT OF REACH OF CHILDREN

P 0.015g READ THE LEAFLET CAREFULL
ip qQ.s BEFORE USE
Indicati nt dosage and other
information: Please carefully read the instruction inthe  Manufactured by:
leaflet Ha Tinh Ph joint Stock
Storage: Store in a dry place, protect from light, at Ne.167 Ha Huy Tap Street, Ha Tinh Provine
temperature below 30°C Tel: 029393854617 Fax: 0293856821

Specification: In-house
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Tk\m'fc dy chi diing theo don thujc
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TRADALEN
(Méi 10 g ché phidm c6 chira 0,01 g adapalen)
Dé xa tim tay tré em
Doc ky huwong din si dung truée khi ditng

1. THANH PHAN, HAM LUONG CUA THUOC

Mii 10 &g ché phim chira :

Thanh phan hoat ché- adapalen 0,01 g

Thanh phan td diroe- methyl paraben, propyl paraben, carbomer 940, Poloxamer 188, dinatri
EDTA, natri hydroxyd, propylen glycol, nude tinh khiét vira du 10 g

Mji wyp 5 g chira:

Thanh phan hoat chdy- adapalen 0,005 ¢

Thanh phdn td dirore- methyl paraben, propyl paraben, carbomer 940, Poloxamer 188, dinatri
EDTA, natri hydroxyd, propylen glycol, nudc tinh khiét vira du 5 g

Moi tuyp 10 g chirq-

Thanh phdn hoat chér- adapalen 0,01 g

Thanh phan 14 dirore: methyl paraben, Propyl paraben, carbomer 940, Poloxamer 188, dinatri
EDTA, natri hydroxyd, propylen glycol, nudgc tinh khiét vira dy 10 g

Mii tuyp 15 g chirg:

Thanh phdn hoat chéy- adapalen 0,015 g

Thanh phan td dieore: methyl paraben, propyl paraben, carbomer 940, Poloxamer 188, dinatri
EDTA, natri hydroxyd, propylen glycol, nugc tinh khiét vira du 15 g

2. DANG BAO CHE

Gel béi ngoai da

M0 ta: Gel may tre“ing, min

3. PAC TINH DUQC LUCHQC

Nhom durge Iy: Céc retinoid sir dung ngoai da trong diéu tri mun trimg c4

Ma ATC: DI10ADO3

nhot, myn mu; tai mit, nguc hoac lung.

6. LIEU DUNG VA CACH DUNG

Chi st dung cho nguwi 16n va ré e [6n hon 12 tudi.

B6i 16p mong 1én ving da bénh sau khj d3 ria sach va lau kho, | ]én/ngéy vao budi téi trirge
khi di ngui. Tranh day gel vao mat, moi, niém mac,

Khéng nén sir dung luong gel nhidy hon dé bbi 1én ca viing da khéng bi mun.

Khéng nén sir dung qué nhiéy gel hodc nhidu hon | lén/ngéy vi c6 thé tang nguy co dj ing trén
da.



DUNER trahh tiéi)ifxﬁc truc tiép v6i dnh ning mt trosi sau khi ding thube. C6 thé s dung thém cac
T Lehat gitr dm:dé lam giam tinh trang khoé da va kich Gng trén da.
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Neéu tinh trang da khong cai thign sau 12 tuan diéu tri, cin xem xét lai phwong phap diéu tri.

d6; khéng dung thudc cho tré em duéi 12 tudi.

Khéng nén sir dung & trudmg hop bénh nhan bi mun trirng cé ning.

7. CHONG CHI PINH

Qu4 man véi adapalen hojc bt ct thanh phan thuéc.

Khéng ding thude déi véi cac trudng hop bi tring cé ning.

Tré em nhé hon 12 tudi.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC

Tranh tiép xtic mit, méi, géc mii, niém mac. Khéng béi thude 1&n vét cit, triiy Xudc, vung da
bi eczema, viing da bi bong ning. Tranh phoi ra dnh sang manh.

9. SUDUNG THUOC CHO PHU N’ CO THAI VA CHO CON BU:

Phu ni¥ co thai

Cac nghién ciru trén dong vat khi ding duéng ubng da cho thay dgc tinh sinh san cao khi phoi
nhiém toan than. Dir liéu 1am sang khi didu tri tai ché bing adapalen trong thai ky con gidi han,
tuy nhién nhitng dii liéu ¢6 sin cho thﬁy tac dung c6 hai trén thai ky hoic stc khoe cua thai nhi
khi tiép xuc trong thai ky sém. Do d6 khéng nén str dung trong khi mang thai. Trong trudng
hop phat hién mang thai, nén ngimg diéu tri.

Phy ni¥ cho con bu: Khéng c6 dir lidu vé sir dung thuéc trén phu nit cho con bu. Tuy nhién,
adapalen hip thu toan than khéng dang ké khi sir dung tai chd nén c¢6 thé sir dung Tradalen
trong thoi gian cho con ba. Pé tranh tiép xuc vai tré so sinh, nén tranh st dung Tradalen &
ving nguc khi sir dung trong thai gian cho con bu.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thudc khéng anh hudng dén kha nang lai xe va vén hanh may méc.

11. TUONG TAC, TUONG KY CUA THUOC

Thén trong khi dung véi san phim c6 thé gdy kich img tai chd khéc, ché phim chtra [uu huynh,
resorcinol hay acid salicylic.

Adapalen hip thu qua da kém, do vdy chua c6 bing ching nao vé su tuong tdc cua Adapalen
voi céc thude khéc.

Tradalen c6 thé gay kich (g nhe tai chd, nén tranh sir dung déng thoi véi céc thube boi di
ung khac nhu erythromycin 4%, clindammycin phosphat 1% hoic benzoyl peroxide gel 10%
v6i Tradalen lam ting kha nang gdy kich ung da. Nén st dung chiing vao cdc thoi diém khac
nhau trong ngay.

12. TAC DUNG KHONG MONG MUON CUA THUOC

Thudng gap, 1/10 > ADR >1/100

Khé da, kich ing da, cam giac nong rat trén da

It gap, 1/100 > ADR >1/1000

Viém da tiép xtc, cam giac kho chiu cho da, ngira, bong tréc da, xuat hién mun tring ca
Khéng vé tan sudt,

Viém da dj ing, dau.

Hudng dan xir tri ADR

Thube chi dugc ding ngoai. Trénh dé thude tiép xtc v6i mat, niém mac, moi va miéng. Néu
khéng may tiép xtic xay ra, phai rira k¥ v6i nude. Khi gip céc tac dung khéng mong mudn trén
cin ngung dung thuéc va hoi ¥ kién can bd y té dé duoc tw van thém.

Néu thude khéng c6 tic dung trong vong 4 tudn, nén ngimg thudc va hoi y kién thdy thuéc.
Mot dot diéu tri khong dugc kéo dai qua 3 thang.



A‘L‘iﬁﬁ\yA CACHXU'TRI o

i | Quadlicu Ti‘éﬁa]en chi duge ding ngoai. Néu sir dung thudc qua liéu, tinh dang da ciing khéng
\ o\ .cai thien t8t hon hodc nhanh hon, mac khéc con ¢6 thé gay ban do hodc cam giac khé chju trén
';\\ ada.f,S("} Bungqua muc adapalene trong thoi gian dai c6 thé dn t6i céc tac dung khéng mong
“.¢ muon twong tw qua liéu vitamin A,

Céch xir tri: Néu xuat hign céc du higu phan éng khi dung thudc qua lidu, cin didu chinh lidu

hodc tam dimg thudc néu cén thiét. Théng bao cho béc s§ diéu tri dé duoc tu vén thém v& tinh
trang cta bénh nhan.

14. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Thuéc dung ngoai

15. QUY CACH PONG GOI
Hop 1 tuyp x tuyp nhya 5 g/10 g/15 g.

16. BAO QUAN: Bao quan noi khd mat, tranh énh sang, & nhiét d6 dusi 30°C.

17. HAN DUNG: 36 thang ké tir ngdy san xuét

18. TIEU CHUAN CHAT LUONG: Tiéu chudn co s

19. TEN, PIA CHI, BIEU TUQNG (NEU CO0) CUA CO SO SAN XUAT:
-

@ CONG TY CO PHAN DUQC HA TINH
Dia chi: 167 Ha Huy Tap, thanh pho Ha Tinh, tinh Ha Tinh
HADIPHAR




