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Manulacturer by: TAZORETIN GEL 0.3%
MEDISUN PHARMACEUTICAL .ﬂ_ll,_—.rn!u. 10 g gel chia: Adapabsn 30 mg
JOINT STOCK COMPANY Quy céch: Hop 1 luyp 10 g

No. 521, An Lol Town, He Lol Wera, ﬂaﬂﬁiﬁhﬁ.ﬁ.ﬁ_ﬁﬁwﬁ v dzhidtmgi
Ben Cat Bolough. Binh Duong Province, Xit xe liong lir hueing dbn ir dyng km theo

Viat Nam Baa qudn: Trong bao bi kin, tranh &m, irauh doh sang,
G nhiEL 6 dud 30°C

Tidu chudn chit I TCCS

SA Dk, 54 15, NSX, HD: Xin wam 19i Visa No..

Bath No., Ml Date, Exp. Dats

Sén wult bot:

Carg ty ob 3hdn duge prim Ms Di Sun
84 521, khu phd An Legi, phurgng Hoa L,
thi x& Bén GaL, tinh Binh Dunng.

DE XA TAM TAY TRE EM
POC KI HUGNG DAN 5U DUNG
TRUAC KHI DUNG

R THUGC BAN THEQ HAN

TAZORETIN GEL 0.3%
Adapalene 0.3%

Indication, Dosage & Administration,

COMPOSITION Contraindication,
Each 10 gram gel i P tions and other information:
Adapalens 30 mg Please ses the package insert inside.

Package: 10g/ tube X 1 tube/ box
Storage: in a tight container, prolect from

Specification: In-house

moisture and light temperalure below 30°C.

Visa No./SBK/ :
Batch No /LSX.:
Mfg. Date/NSX.:
Exp, Date/HD.:
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% PRESCRIPTION DRUG

TAZORETIN GEL 0.3%
" >m_.mvm_n=n 0.3%

OR TOPICA O

MEDISUN

MEDISUN

TAZORETIN GEL 0.3%

Adapalene 0.3%

Piease ses the

and other inf
package inser inside.

TAZORETIN GEL03%

Storage: In a tigh! container. protect from moisture and light

lemperalure below 30°C.

Package: 10g/ lube x 1 lubse/ box.

Specification: In-house

TAZORETIN GEL 0.3%
Adapalene 0.3%
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Manutacturer by: ﬁnm.:snemwvusis hosikea o
MEDIBUN PRARMACEUTICAL phin: 1 o e Adapaken 30 mg o i
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COMPOSITION | Contraindication. oo™ | VisaNo/SOK.: S 3 i EC5
Each 10 gram gel contains: Precautions and other information: Batch No/ rmmwm. = - Sda ~ A
Adapalene 30 mg Please see the package insert inside. m.a.wm.ﬁﬂc ¥ m < 8
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Manutacturer by: TAZORETIN GEL 0.3%
MEDIBUN PHARMACEUTICAL Thanh phin: 143 10 g gel chira: Adapalen 30 mg
JOINT STOCK COMPANY Guy chch: Hip 119 109

No. 521, An Lol Town, Hoa Lo Ward, e oA i s e i ikl ong;
Ben Cat Botougn, Binh Duong Province, X xam onp K tardg dbi 47 duig xén thew

Vet Nam Baa quan: Trong bao bl kin, trdoh m, troh dnh sang,
& nhiGE 89 dudi 10°C

Tidu chusin n._.:.ﬂ..._n TCCS

Sh DK, 84 16, NSX, HD: Xin xam 13i Visa No..

Bath Na., Miy, Date, Exp. Data

San uubt bot:

Cényg ly c§ ahdn dugt phém Me Di Sun
54 521, ki phd An L, phurrng Hoe Lui,
1hi xA Bdn CAL, tinh Binh Duong.

DE XA TAM TAY TRE EM
POC Kl HUONG DAN SU DUNG
TRUGC KHI DUNG

2560 Juprdepy

%€'0TAD NLLAUNOLY L

Re THUGC BAN THEO BON

TAZORETIN GEL 0.3%
Adapalene 0.3%

fEA!
O 0 UOAID
Indication, Dosage & Administration,
COMPOSITION Contraindication,
Each 10 gram gel conlains: Precautions and other information:
Adapalene 30 mg Please see the package insert inside.

Package: 10g/ tube X 1 tube/ box
Storage: in a light container, protect from

Specification: In-house

moisture and light temperature below 30°C.

MEDISUT

Visa No./SBK/.:
Balch No/LSX.:
Mig. Date/NSX.:
Exp, Date/HD.:

R, PRESCRIPTION DRUG

TAZORETIN GEL 0.3%

Adapalene 0.3%

MEDISUN

TAZORETIN GEL0.3%

Adapalene 0.3%

h‘a&ﬂ see the

and other

TAZORETIN GEL03%

FHUOC DUNG NGOAL DA

Manufactursr by:
HEMUHPMCEWL
JOINT STOCK COMPANY
Binh Duong Provinca, Viel Nem

K. 521, An Loi Town, Hea Lol
Wead, Ben Cat Borough,
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Visa NoJSBK -
Balch No/LSX.
Mig. Data/NSX.:
Exp, DatefHD..

B PRESCRIPTION DRUG

TAZORETIN GEL 0.3%

Adapalene 0.3%
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Mbi tuyp gel c6 chira:
Thanh phan hoat chdt: Adapalen 30 mg/10 g gel.
Thanh phan td duoc: Methylparaben, propylparaben, carbomer 940, dinatri EDTA, natri

’

hydroxyd, propylen glycol, nudc tinh khiét.

2. DANG BAO CHE

Gel béi da

M3 ta: Gel trong suét, thé chét min dung trong tuyp nhom.
3. CAC PAC TINH DUQC LyC HQC:

Nhém duoc 1y: Thube didu trj mun trirng ca

Mai ATC: D10AD03

Adapalen:

Adapalen la mdt hop chit dang retinoid da duoc ching minh 13 c6 hoat tinh khang viém in vivo
va in vitro; adapalen bén vimng vdi oxy va anh sang va khéng c6 phan ting vé mit hoa hoc. Co
ch€ hoat dong ctia adapalen, giong nhu tretinoin, la gan két vao céc thu thé acid retinoic djc hiu
clia nhan, nhung khac tretinoin & chd khéng gin vao protein cta thy thé trong bao twong.
Adapalen khi dung trén da co tac dung phin huy nhén myn va ciing c6 tac dung tr ting bt
thudng cua tién trinh sung hoa va biét hoa cua biéu bi, cd hai truong hop nay déu 1a nhiing yéu to
gdy muyn trimg cd. Co ché tac dung cua adapalen 14 binh thudng héa tién trinh bi¢t hoa cua céc té
bao nang biéu mé va do dé, lam giam sy hinh thanh céc vi nhan mun trirng ca. “

4. CAC PAC TiINH DUQC PONG HOQC:

Adapalen:

O ngudi, adapalen dugc hip thu qua da kém; trong cac thir nghiém 1am sang, khéng tim thiy
dugc nong do adapalen trong huyét twong ¢ mirc cé thé do dugc khi sir dung dai han trén mot
vung da rong bij muyn trirg ca vaoi mt’rq d% nhay cam phan tich 1a 0,15 ng/ml. Do d6, khong thé
xac dinh céac thong s6 dugc ddéng hoc vé sinh kha dung cua adapalen khi bi ngoai da.

5. CHI PINH:
Diéu trj tai chd mun triing ca théng thudng & bénh nhan 12 tudi trd 180,
6. LIEU LUQNG, CACH DUNG:

Thoa mot 16p méng Tazoretin Gel 0.3% Ién mit hodic bit ky ving da can didu trj mdi ngdy mét
lén vao budi toi, sau khi rira nhe nhang ving da do bang xa phong khdng cé tac dung diéu tri.
Trénh thoa 1én viing da xung quanh mat, méi va niém mac. C6 thé xuét hién thodng qua cam giéc



T dung Tazoretin Gel 0.3%. Trong thoi gian sir dung thudc,

bénh nhén nén tranl/dé vy a.bdi thube tiép xtic véi 4nh ning mat troi. Co thé boi kem dudn
am dé lam giam m@%h%ﬁd i ’ - ¢
gim Kio:da hogo-kich
12 tuén diéu trj, nén danh gia lai ligu phap diéu trj.

!

Néu hiéu qua diéu{‘tﬁiikh%&‘fécl‘%kﬁﬂg .
éh%%g{'d&ng 14 /f_r{”]ét, ubng hoic ding duong 4m dao.

Chi st dung tai Chg:‘-‘:f A

7. CHONG CHi BINHEEH?:/S;\
Qua mén véi adapalen hodc l;ét ctr thanh phan thuéc.

Khéng dung thube déi véi cac truong hop bi trimg c4 ning.
Phy nt¥ ¢6 thai/cho con b, tré em nhé hon 12 tudj.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Néu xay ra phan {ng nhay cam hodc kich ung nghiém trong, nén ngung st dung thude. Néu kich
ing tai cho dugce kiém soat, bénh nhan nén duoc huéng dan st dung thude it thudng xuyén hon,
ngung sir dung tam thoi cho dén khi céc triéu chimg giam bot hodc ngung st dung hoan toan.
Khong nén dé Tazoretin Gel 0.3% tiép xic véi mat, miéng, goc miii hoiic mang niém mac.

Néu san phim tiép xtc voi mit, hay rira ngay béng nude 4m. Khoéng nén dung sin phdm cho
vung da bi sam ning hodc bi eczema cé tén thuong va tray xudc, va cling khéng nén str dung &

A

nhitng bénh nhan bj mun nang trén dién rong .

Nén gidm thiéu tiép xtic v6i 4nh sang mit troi va tia cuc tim trong qua trinh sir dyng Tazoretin
Gel 0.3%.

San pham c6 chia propylen glycol va paraben, do d6 ¢ thé gdy kich (g da va cac phan ung di
ing mudn.

9. SUDYUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:
Phy nit c6 thai: Khéng c6 dit lidu vé sir dung thuédc trén phy nit c6 thai, chi nén dung thude/néu
loi ich vuot trdi so véi nguy co \

. { .
Phy nit cho con bu: Tazoretin Gel 0.3% c6 thé duoc sir dyng trong thoi gian cho con bu. Dé
tranh tiép x{ic v&i tré so sinh, nén tranh thoa Tazoretin Gel 0.3% 1én ngyc trong thoi gian cho
con bu.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thuoc khéng anh huong dén kha nang lai xe va van hanh may moéc.

11. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC:

Chua ghi nhdn dugc twong tac nao Xay ra gitta Tazoretin Gel 0.3% vdi céc thucfm khac dung ding
ddng thoi trén da cling Tazoretin Gel 0.3%. Tuy nhién khéng nén st dung dong thoi Tazoretin
Gel 0.3% va cdc san phdm chira retinoid hodc san pham c6 cling co ché tac dung khac.

Adaplene co ban én dinh véi 0Xy, anh sang va khong phan tmg hoa hoc. Trong céc nghién ciru
chuyén siu & dong vit va con nguoi cho thdy khéng c6 phéan tmg doc do 4nh sang hay dj ung anh
sang lién quan den adapalene. An toan cla viée str dung adapalene trong khi tiép xtc nhiéy lan
V01 anh nang mit troi hodc chidy Xa tia cyc tim chua duge x4c dinh & ca dong vit va con nguoi.
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Trong thoi gian ‘sﬁfd%g;pﬁghpen tr
tia cyuc tim., | * A i
1 2 ..\ o\ PHUC LONG /.. / . ) .. ,
Thuoc hap thu it Ea,de do (_ip,\ {U/nhu khong co twong téc véi cac thube dung dudng toan than
khac. Khong c6 baﬁg’i&bgi@ Sho’thay hiéu qua cia thudc uéng nhw thude tranh thai va thude

nh tiép xtc véi anh sang mit troi qua mire hoic chiéu xa

khang sinh bj 4nh hudng 01 viéc sir dung Tazoretin Gel 0.3% trén da.
Tazoretin Gel 0.3% c6 kha ning kich tng cuc bd nhe va do d6 khi sir dung ddng thoi cac chét tiy

rira, chit lam kho manh, chét lam se hodc cic san phim gy kich ung (cac chit thom va c¢dn) co
thé gy ra céc tac dung kich thich phy. Tuy nhién, c6 thé sir dung thudc chdng viém da (vi du
nhu erythromycin ham luong 1én dén 4%) hodc clindamycin phosphate (Ham lugng 1% tinh theo
dang base) hoidc Gel 0.3% benzoyl peroxide 10% vao budi sang khi Tazoretin Gel 0.3% dugc su
dung vio ban dém vi ching khéng lam giam hoic ting néng dé clia nhau.

12.TAC DUNG KHONG MONG MUON:

Roi loan da va mé dwéi da

Phan ing thiong gip (1/10 > ADR >1/1 00)

Khé da, kich g da, cam g14c néng rat trén da, ban do.

Phan ving khéng thuong gip(1/1000 < ADR <1/100)

Viém da tiép xuc, da kho chiju, chay néng, ngura, troc da, mun trirng ca.

Phan vng khéng ré tan sudt

Viém da di ing (viém da tiép xuc di ung), dau da, sung da.

Roéi loan mit

Phan itng khéng ré tan sudt

Kich ing mi mit, man d6 mi mit, ngira mi mét, sung mi.

Hudng din xir tri ADR

Thude chi du:gc dung ngoai. Tranh dé thude tiép xUc v&i mat, niém mac, méi va miéng, Néu
khdng may tiép xuc xay ra, phai rira k¥ v&i nude.

13. QUA LIEU VA CACH XU TRi:

Gel 0.3% Adapalene chi dugc ding ngoai. Néu sir dung thude qué lidu, tinh dang \ cung khong
cai thi¢n tot hon hodc nhanh hon, mdc khac c¢on co thé géy"bag d6 hodc cam giac kho chiu trén
da. Su dung qua muc adapalene trong thoi gian dai ¢ thé din téi cac tac dung khéng mong
muodn twong trr qua licu vitamin A.

Xur tri: Néu xuat hién cac diu hiéu phan tng khi ding thubc qua liéu, can diéu chinh liéu hoic
tam ding thuoc néu can thiét. Théng bao cho béc sy didu tri dé duoc tr van thém vé tinh trang
cuia bénh nhan.

14. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO KHAC CUA THUOC (Néu c6):
Khéng c6 thdng tin.

15.QUY CACH PONG GOI:

Hop 1 tuyp 10g. Hop 1 tuyp 15g. Hop 1 tuyp 30g.
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16. BAO QUAN: /

Bao quén trong ba o

17. HAN DUNG: C\\o%

36 thang ké tir ngay sar

18. TIEU CHUAN CHAT LUO'N G: Tiéu chuén co so

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

Cong ty cb phin dwgc pham Me Di Sun

$6 521, khu phé An Lei, phudng Hoa Loi, thj x3 Bén Cat, tinh Binh Dwong

anh sang, ¢ nhiét do dudi 30°C.

TUQ.CYC TRUGNG
P.TRUONG PHONG



