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Box of 1 aluminum tube 5 g

Clobetasol propionate 0.05%

tmanpharma

Active ingredionts: Keep out of reach of children,
Each 100 g contains Clobetasol propionats 0,05 0 (0.05% (wivl). Read the package inserl before use.  SLEX/Bach No. + J00000¢

Dosage form: Cream.

Indications, NSX/Mig. Date - DO-MM-YY
information: Refer to the package insar for details. T.MAN PHARMA COMPANY LIMITED

Storage: Store at temperature below 30°C. 6 Sol Bangkhurihian 14, Samaedum  HO/Ewp. Date < DO-MM-YY

‘Specification: In-house. ‘Bangidwehian, Banghuk 10150, Thalland,

Rx Thuéc ké ddn £ Hép 1tuypnhém S g

PICZONAR CREAM

96500 sipucidoid josEISGOLD

‘Thanh phin hogt chit:
MBi 100 g chia Clobatasol propionaiz 0.05 g (0.05% (4)). D& xa tdm tay ré am.
Doe kf huidng din 5if dung trdde ki ding.

Tiéw chudn chilt higng: Théu chudn cd 0.

. Xem trong 1 huting ddn sif dung thitc kdm theo. Ca si sin it
idu kign bio quan: B3o uin & nhigt 40 dudl 30°C. T.MAN PHARMA COMPANY LIMITED BARCODE
oK 69 Sal Bangkhunthian 14,
DHNK: Bangiok 10150, Thai Lan.
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THUGC DUNG NGOAI

Clobetasol propionate 0,05%

HD  DDMM-YY
LSX DOOIXKX

hh-dslywualmﬂb.dhlwm
Indication: For the. et o T In nflammatory and prutitc

cod-hmﬁ:udm mml COMPANY LIMITED

e.nuimumso m:un

. PANTONE ORANGE 021 C

ww L L2y




PICZONAR CREAM
(Clobetasol propionate 0,05%)

Dé xa tim tay tré em
Doc kj huong dén siv dung truée khi ding

THANH PHAN:

M&i 100 g thude chira:

Thanh phan hoat chat:

Clobetasol propionate 0,05 g (0,05% kI/kl).

Thanh phan td duoc: |
Cetomacrogol 1000, cetostearyl, white soft paraffin, mineral oil, dimethicon, monobasic sodium
phosphate, edetat disodium, chlorocresol, propylene glycol, nuée tinh khiét.

. DANG BAO CHE: Kem bdi ngoai da.
M ta: Kem mau tring.
THUOC DUNG NGOAI

CHI PINH:

Clobetasol propionate 1a corticoid dung tai chd cé hiéu luc rit cao duoc chi dinh cho nguoi 16n, ngudi cao
tudi va tré em trén 12 tudi nhim lam giam cac triéu chimg viém va ngra cua cic bénh da dap ing vdi
steroid.

Céc bénh nay bao gém:

- Bénh vay nén (trir dang mang lan rong).

- Viém da dai déng kho tri.

- Lichen phang.

- Lupus ban d6 dang dia.

- Céc bénh da khac khong dap tmg thoa déng vdi cac steroid hiéu luc thap hon.

. LIEU DUNG VA CACH DUNG:

Dang kem dic biét thich hop cho céc bé mat da 4m u6t hoic ri dich.
Ngudi 16m, ngudi cao tudi va tré em trén 12 tudi
B6i mét 16p mong va xoa nhe vira di dé phi kin hoan toan vung da bi bénh 1 hoic 2 13n mdi ngay cho téi
4 tudn dén khi tinh trang duoc cai thién, sau do giam sb 1an sir dung hotic chuyén sang didu trj bing thubc
¢6 hidu luc thap hon. Sau mdi 1an bbi, gift cho thudc du thoi gian hip thu vao da truée khi boi thube 1am
mém da.
C6 thé l3p lai cac dot didu tri ngén voi clobetasol propionate dé kiém soat cac dot bung phat.
Trong nhitng trudng hop sang thwong khoé chira, ddc biét khi ¢6 ting stmg héa, néu cén, c6 thé ting cuong
tac dung ciia clobetasol propionate bing cach bang kin ving diéu tri bing mang phim polythene.
Thong thudng, chi cin bang kin qua dém 1a da dem lai d4p tmg mong muén. Sau d6, thuomg chi can béi
thubc ma khéng bang kin van duy tri dugce su cai thién.
Néu tinh trang bénh x4u di hodc khong cai thién trong vong 2 - 4 tuan nén danh gia lai diéu tri va chén
doan.
Khéng kéo dai diéu tri qué 4 tudn. Néu can thiét diéu tri tiép tuc, nén sir dung thude c6 hiéu luc thip hon.
Liéu mdi tudn t6i da khéng qua 50 g/tuén.
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bEﬂﬁfﬂh‘lH& §&d6 ¢ thé tai phat khi ngung ding vai clobetasol propionate dot ngdt.

ith da-dai-dang

ay bi tdi phdt
Khi mdt dot ca"ip da duogc diéu tri hiéu qua véi corticosteroid tai chd dung lién tuc, nén can nhic dung lidu
ngét quang (1 1An/ngay, 2 lan/tudn, khong bang kin). Diéu nay da cho thiy lam giam tan suét tai phat.
Nén tiép tuc boi thude tai cic ving da da timg bi bénh hodc c6 thé bi tai phat. Nén két hop lidu trinh nay
v6i thubde lam mém da boi hang ngay. Tinh trang bénh, loi ich va nguy co cia diéu tri tiép tuc phai duge
dinh ky danh gia lai.
Tré em
Chéng chi dinh ding clobetasol propionate cho tré dudi 12 tudi.
Tré em thudng bi cac tic dung khéng mong mudn tai chd va toan than hon khi ding céc thudc
corticosteroid tai chd va nhin chung thudng yéu cau thoi gian diéu tri ngan hon véi cac thube hiéu luc
thap hon so véi nguoi 16m.

. Cén than trong khi sir dung clobetasol propionate dé dam bao dung mot lugng thude tdi thiéu ma van cé
hiéu qua diéu tri.
Ngudi cao tudi
Céac nghién ctru 1am sang khong cho thiy c6 su khac biét vé dap tmg didu tri gitta ngudi bénh cao tudi va
nguoi bénh tré tudi. Néu xay ra hdp thu toan than, qua trinh thai trir thudc & ngudi cao tudi c6 thé cham
hon do tin sut bi suy giam chirc ning gan hoic thin & nhém bénh nhan nay cao hon. Do d6 nén st dung
lwong thude tdi thiéu trong thoi gian diéu tri ngan nhét dé dat duoc hiéu qua lam sang mong mudn.
Suy gan/thin
Trong trudng hop hép thu toan than (khi bdi thudc trén dién rong trong thoi gian dai), suy gan/than c6 thé
lam chdm qua trinh chuyén hoa va thai trir ctia thuéc nén lam ting nguy co doc tinh toan than. Do d6 nén
st dung lwong thudc i thiéu trong thoi gian diéu tri ngén nhét dé dat dugc hiéu qua ldm sang mong muén.

CHONG CHI PINH:
Khong diéu tri bang clobetasol propionate trong céc trudong hop sau:
- C4c nhiém khuén da chua duoc diéu tri;
. - Bénh trimg cé do rosacea;
- Mun trimg ca;
- Ngtra nhung khoéng viém;
- Ngura quanh hiu mén va vung sinh duc;
- Viém da quanh miéng;
- Qua méin voi thudce;
- Nhiém virus;
- Nhiém nam;
- Bénh vay nén dang mang lan rong.
Chédng chi dinh dung clobetasol propionate trong céc bénh da & tré em dudi 12 tudi, ké ca viém da.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Thén trong khi sir dung clobetasol propionate ¢ bénh nhén c6 tién sir qué man tai chd véi corticosteroid
hoiic véi bét k¥ ta duoc nao cua thude. Céc phan (g quéa mén tai chd (xem Tdc dung khéng mong mudn)
c6 thé tuong tir cac tridu chimg cta bénh dang diéu tri.
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), dan t6i thieu glucocorticosteroid, ¢ thé xay ra & mot vai bénh nhan do tang hap thu
g tai chd. Néu phat hién thdy mot trong cac biéu hién trén, ngimg dung thudc dan dan

Céc yéu t6 nguy co lam ting tic dung toan thén bao gbm:

- Hiéu luc va cong thirc cua steroid tai cho;

- Thoi gian phoi nhiém véi thube;

- Boi thudc trén dién rong;

- Boi trén vung da bi bang kin (vi du vung da bi gap hodc bi bang kin (& tré em ta 16t ¢6 thé gdy tac dung
nhu khi bang kin);

- Tang hydrat héa 16p sung;

- Béi trén vung da mong nhu da mit;

- Béi trén vung da bi rach hodc céc truong hop khéc khi hang rao bao vé da bi ton thuong;

- Tré em c6 thé hip thu mot phan corticosteroid dung tai chd nhiéu hon so véi nguoi 16n va do dé dé gap
tac dung khdng mong mubn toan than hon.

Diéu nay la do tré em c6 hang rao bao vé da con non not va ty 1€ dién tich bé mit so véi can ndng cao hon
ngudi 1én.

Tré em

Tré em d& bi teo da khi diing corticosteroid tai chd. Néu cin dimg clobetasol propionate cho tré em, khuyén
c40 nén gi6i han diéu tri chi trong vai ngay va kiém tra hang tuan.

Nguy co nhiém triung do bing kin

Diéu kién 4m, 4m tai cac nép gip cua da hodc khi da bi bang kin tao thuan loi cho su nhiém khuén, cin
lam sach da truée khi bang kin.

Piéu tri vay nén

Thén trong khi ding corticosteroid tai chd khi diéu tri bénh vay nén vi da c6 béo cdo mot sb truong hop
tai phét, ting dung nap, nguy co vay nén mun mu toan than va ting ddc tinh toan than hoic tai chd-do
hang rao bao vé da bi ton thuong. Néu ding dé diéu tri vay nén, diéu quan trong 1a can phai theo dai bénh
nhan cén than.

Nhiém khuin kém theo

Nén ding khéang sinh thich hop khi cac t6n thuong viém dang diéu tri bi nhiém trung. Khi nhidm tring
lan réng cin ngimg bdi corticosteroid tai chd va dung khang sinh thich hop.

Vét loét man tinh & chan

Corticosteroid tai chd doi khi duoc sir dung dé diéu tri viém da quanh vét loét man tinh & chan. Tuy nhién,
viéc sir dung nay c6 thé lam ting xay ra céc phan img qua man va nguy co nhiém tring tai chd.

Béi thudc trén mit

Khong nén boi thubc trén mat vi da viing nay dé bi teo. Néu sir dung trén mat, nén gidi han diéu tri chi
trong vong vai ngay.

Béi thubc trén mi mit

Néu bsi thudc vao mi mét, cin than trong dé thude khéng vao mét vi tiép xtic nhiéu lan c6 thé din téi duc
thuy tinh thé va glaucoma.

D3 ¢6 béo cdo vé tinh trang rbi loan thi gidc & nhitng bénh nhan sir dung corticosteroid toan than va/hogic
tai chd. Néu bénh nhén c6 biéu hién nhin m& hodc cac tinh trang rdi loan thi giac khac, can nhéc danh gia
c4c nguyén nhén c6 thé gay ra bao gdm duc thuy tinh thé, ting nhan ap hodc bénh hic vong mach trung
tdm thanh dich.

Cénh bdo ta dugc

Thudc nay c6 chira 9 g propylene glycol trong mdi 100 g thude.
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a/GHUOt céng khong anh hudng dén su giao phéi; tuy nhién, kha nang sinh san giam & lidu cao
Phu nir c6 thai

Dir liéu vé sir dung clobetasol propionate trén phu nir ¢6 thai con han ché.

Str dung corticosteroid tai chd trén dong vat mang thai c6 thé gay bat thuong dbi voi su phét trién bao thai
(xem Dit liéu an toan tién lam sang).

Mbi lién quan ctia phat hién nay véi nguoi van chua duge xac 14p. Chi cén nhéic sir dung clobetasol
propionate trong thai ky néu loi ich mong doi cho me vuot trdi nguy co ddi véi thai nhi. Nén sir dung
luong thudc it nhit trong thoi gian diéu tri ngén nhét.

Cho con bu

Viéc sir dung an toan corticosteroid tai chd khi cho con bui chwa dugc thiét lap.

Van chua biét liéu ding corticosteroid tai chd ¢ thé dan t6i hép thu toan than du dé luong thude bai tiét
vao sita me c6 thé phat hién dugc hay khong.

Chi nén can nhic sir dung clobetasol propionate trong thoi gian cho con bu néu loi ich mong dgi cho me
vuot troi nguy co ddi vai tré.

Néu sir dung trong thoi gian cho con bu, khong nén bbi clobetasol propionate vao bau vi dé tranh cho tré
nudt phai thudc.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Chua c6 bang chimg vé anh huong cia thude 1én kha ning 14i xe, van hanh méy moéc. Khéng thay anh
huéng bét 1o 1én cac hoat dong nay duge dé cap trong hd so tac dung khéng mong mudn cua clobetasol
propionate diing tai chd.

TUONG TAC, TUONG KY CUA THUOC:

Twong tic thudc:

Duing déng thdi véi cac thude tre ché CYP3A4 (vi du: ritonavir va itraconazole) da cho thdy tre ché chuyén
héa corticosteroid, dan t6i ting phoi nhiém toan than. Mirc d6 twong tac c6 lién quan trén 1dm sang phu
thudc vao lidu dung, duong dung cua corticosteroide va hiéu luc cia thude trc ché CYP3A4.

Twong ky thube:

Do khong c6 cac nghién ctru vé tinh tuong ky cta thude, khong tron 14n thube nay vai cae thube khac.

TAC DUNG KHONG MONG MUON CUA THUOC:
Céc tac dung khéng mong mudn ciia thuée (ADRs) duoc liét ké dudi day theo phén loai hé théng cO quan
ctia co thé MedDRA va tan suét. Tan sut duoc xéc dinh nhu sau: Rét thuong gap (>1/10), thuong gip
(>1/100 va <1/10), it gap (>1/1.000 va <1/100), hiém gap (>1/10.000 va <1/1.000) va rat hiém gap
(<1/10.000), bao gbém ca céc bao cdo riéng lé.

Dir liéu hau mai

Nhiém trung va nhiém ky sinh trang

Rét hiém gip | Nhim tring co hdi.

Roi loan hé mién dich

Rat hiém gap | Qua man tai cho.

Roi loan ndi tiét

R4t hiém gap Ut ché truc dudi ddi-tuyén yén-tuyén thuong thén
(truc HPA):
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flo  omoiEN  \ N Céc dic diém giong hoi ching Cushing: (vi du mat
= TAIl X tron nhu mat trang, béo phi & ving trung tdm co
L\ v, thé), cham tang can/chdm lon & tré em, loAng

)

\&, / ¢
&i 24 xuong, glaucoma, tang dudng huyét/glucose niéu,
S duc thay tinh thé, ting huyét ap, tang can/ béo phi,

giam nong dg cortisol ndi sinh, hoéi, téc gdy rung.

Roi loan mit
Rat hiém gip Duc thuy tinh thé, bénh hac vong mac trung tim
thanh dich, tang nhan ap.

Roi loan da va mé dwéi da

Thuong gap Ngira, dau da/ béng da tai cho.
It gap Teo da*, ran da*, gidin mao mach*.
RAt hiém gép Mong da*, da nhin*, da kho*, thay dbi sic t6 da*,

ram l6ng, tram trong thém cac triéu chirng tiém éan,
viém da ti€p x1c di tng/viém da, vay nén c6 mu,
ban do, phat ban, may day, mun trirg ca.

Roi loan toan thin va tai chd bdi thude
Rat hiém Dau/rat chd boi thude.
* Anh hudng thir phét trén da do tac dung toan than va/ hodc tai chd cua su trc ché truc dudi déi-tuyén
yén-tuyén thugng than (truc HPA).
Thong bdo ngay cho bdc sy hodc dwgc sy nhitng phéan ting cé hai gap phdi khi sir dung thuoc.

QUA LIEU VA CACH XU TRi:

Triéu chimg va diu hiéu

Clobetasol propionate diing tai chd c6 thé dugc hap thu mét lvong du dé gdly tic dung toan than. Qua4 lidu
cAp tinh hau nhu khong xay ra, tuy nhién, trong trudng hop qua liéu man tinh hoidc lam dung thudc, cac
biéu hién tang cortisol cé thé xay ra (xem 7Tdc dung khong mong muon).

Diéu tri

Trong truémg hop qua liéu, nén ngimg sir dung clobetasol propionate din dan béng cach giam sb 1in dung
thubc hodc thay thé bang mét corticosteroid, ¢6 hiéu luc thap hon do ¢6 nguy co thiéu glucocorticosteroid.
Céc kiém soét chuyén sdu hon nén dua theo chi dinh 1am sang hodc khuyén céo cia trung tim chéng doc
qudc gia, néu co.

PAC TINH DUQC LUC HQC:

Nhém dugce Iy: Nhom corticosteroid, hiéu luc rat cao (nhém IV).

Ma ATC: DO7ADO1

Co ché tac dung

Corticosteroid tai chd tdc dung nhu chit chéng viém théng qua nhiéu co ché tic ché phén tng di img pha
mudn bao gém giam mat do té bao mast, giam hoéa tmg ddng va hoat héa bach ciu 4i toan, giam san sinh
cytokine tir t& bao lympho, t& bio mono, té bao mast va bach ciu 4i toan, va trc ché chuyén hoa acid
arachidonic.

Tac dung dwoe lue

Corticosteroid tai chd c6 dic tinh chéng viém, chéng nglra va co mach.
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Trong 'mot nghlen ctru, ndng do dlnh trung binh clobetasol propionate trong huyet tuong la 0,63
nanogram/ml dat dugc 8 gid sau khi dung lidu thi hai (sau liéu dAu tién 13 gio) 30 g thuéc mé clobetasol
propionate 0,05% trén da lanh ctia ngudi binh thudng. Sau khi boi lidu thir hai 30 g clobetasol propionate
dang kem 0,05%, néng d6 dinh trung binh trong huyét twong cao hon mot chit so véi dang thube m& va
dat duogc sau 10 gio. Trong mdt nghién ctru khac, ndng d6 dinh trong huyét tuong trung binh x4p xi 2,3
nanogram/ml va 4,6 nanogram/ml dat duoc tuwong tng & bénh nhéan bénh vay nén va cham 3 gi0 sau khi
boi liéu don 25 g thube md clobetasol propionate 0,05%.

Phén bo

Viéc sur dung céc tiéu chi duge luc hoc dé danh gia phoi nhiém toan than ctia corticosteroid tai chd Ia can
thiét vi nong d6 tuan hoan thap hon hdn nong d6 c6 thé phat hién duoc thude.

Chuyén héa

Khi dugce hép thu qua da, corticosteroid tai chd trai qua qua trinh duge dong hoc giéng nhu corticosteroid
dung toan than. Thude duoc chuyén hoa chu yéu & gan.

Thai trir

Céc corticosteroid tai chd duge thai trir qua than. Ngoai ra, mot sb corticosteroid va chét chuyén hoa cua
chung dugc thai trir qua mat.

-~ A < <A ~ x
Dir li¢u an toan tién lam sang

Tinh gdy ung thw

Céc nghién ctru dai han trén dong vat chua duge tién hanh dé danh gid, kha ning giy ung thu ctia clobetasol
propionate.

Déc tinh gen

Clobetasol propionate khong géy dot bién gen trong cac thir nghiém trén té bao vi khuan in vitro.

Khd ning sinh san

Trong nhitng nghién ctru trén kha ning sinh san, clobetasol propionate tiém dudi da chudt cbng voi lidu
6,25 t&éi 50 microgram/kg/ngay khong gdy anh huong dén su giao phdi, va chi ¢ liéu 50
microgram/kg/ngay mai gdy giam kha ndng sinh san.

Thai ky

Clobetasol propionate tiém dudi da chudt nhit (> 100 microgram/kg/ngay), chudt cong (400
microgram/kg/ngay) hodc tho (1 t&i 10 microgram/kg/ngay) trong thai ky gy bét thudong phéi thai bao
gbém hé vom miéng.

Nghién ciru trén chudt cbng, trong d6 mot s con dugce cho nim & dé, da thdy co sy chdm phat trién & thé
hé F1 véi lidu > 100 microgram/kg/ngay va giam ty 1& séng sot & lieu 400 microgram/kg/ngay. Khong
thay anh hudng nay 1én kha ning sinh san ctia F1 hodc trén thé hé F2.

QUY CACH DPONG GOI: Hop 1 tuyp nhém 5 g.
PIEU KIEN BAO QUAN: Bao quan ¢ nhiét do dudi 30°C.

HAN DUNG: 48 thang ké tir ngay san xuat.
Han dung sau khi mé nép: Sir dung trong vong 18 théng ké tir khi m& nap.
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