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Rx PRESCRIPTION

= Shinmin Road
‘est District, Chia

Rx THUOC KE BON

Nha san xuat PIC/S GME

SIU GUAN CHEM. I
min Road, Hi
Chiayi City, B8

Noi dung in trén tuvp nhom:

For External Use (10 g)

BERSOLA cream

Composition: Each tube (10 g) contains:
Clobetasol 17-Propionate..............0.05%

Dosage and administration:

Apply sparingly to the affected area once or
twice daily.

Do not store above 30°C.

Taiwan Reg. DOH PM 032264
Vietnam Reg.

SIU GUAN CHEM. IND. CO., LTD.
MADE IN TAIWAN

Cream
BERSOLA
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Rx

THUOC NAY CHI DUNG THEO PON THUOC

BERSOLA Cream

. KHUYEN CAO:

DPoc ky hwong dén st dung trwéc khi dung.
Pé xa tim tay tré em.

. THANH PHAN CONG THUC THUOC:

Mbi tuyp (10 g) chira:
Thanh phén dugc chét:
Clobetasol 17-Propionate ..........ccccceeeveevenne. 0,05% (kl/kl)
Thanh phan ta dugc:
Cetyl alcohol, Mineral oil, Isopropyl myristate, Cream base wax, Polyoxyethylene (25) cety!
ether, Glyceryl monostearate, Methyl paraben, Nuéc tinh khiét.

. DANG BAO CHE:

Kem dung ngoai da.
Mo ta: Kem mau trang.

. CHI PINH:

Clobetasol 1a mot corticosteroid dung tai vch(:) ¢6 hoat tinh rat manh, duoc chi dinh cho nguoi
l6n, nguoi cao tudi va tré em trén mot tudi, chi dung diéu tri ngén han cac biéu hién ngua va
viém da dap tng véi corticosteroid nhung khong dap tng vdi céac corticosteroid c6 hoat tinh
yéu hon. Nhing bénh nay bao gom:

- Bénh vay nén (trir dang mang lan rong)

- Eczema kho chira

- Lichen phing

- Lupus ban do dang dia

- Céc bénh da khac khong dap ung thoa dang véi cac steroid hiéu lyc thip hon.

. LIEU DUNG - CACH DUNG:

Clobetasol propionate thugc vé nhém corticosteroid dung tai chd co hoat tinh manh nhét
(Nhom IV), viéc diing kéo dai c6 thé gay tac dung khong mong mudn nghiém trong. Néu
viée diéu tri bang corticosteroid dung tai chd la trén 4 tudn theo danh gia 1am sang thi
nen can nhic ding thudc corticosteroid cé hoat tinh yéu hon. C6 thé dung cac liéu trinh
ngan, lap lai v6i clobetasol propionate dé kiém soat cac dot boc phat.

CHI DUNG NGOAI DA. Thubc dang kem phut hop véi cac ving da 4m uét.

Nguoi 16m, ngudi cao tudi va tré em trén 1 tudi

Thoa va xoa nhe mét 16p mong kem 1én vung da bi bénh mot hodc hai lan m&i ngay cho dén
khi tinh trang bénh dugc cai thién (truong hop dap ung t6t, c6 thé thay hiéu qua trong vong
mot vai ngdy), rdi giam s lan st dung thudc hodc dung loai thudc ¢ hoat tinh yéu hon.

C6 thé ding cac liéu trinh ngan, 1ap lai v6i clobetasol propionate dé kiém soat cac dot boc
phat.

O nhing ton thuong da bi simg héa cao, néu can thiét co thé dip mang phim polythene 1én
vung da diéu tri dé 1am ting tac dung cua clobetasol. Pap qua dém thuong du dé co dap tng
diéu tri mong mudn. Sau khi tinh trang duoc cai thién thi trd vé cach thoa thude thong thuong
khong dip.

Néu tinh trang bénh x4u di hodc khong duogc cai thién trong vong 2-4 tun, nén danh gia lai
viéc chan doan va diéu tri.
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Viéc diéu tri khong nén kéo dai hon 4 tuan. Néu can thiét diéu tri tiép tuc, nén dung thude c6
hoat tinh yéu hon.

Liéu dung t6i da khong qua 50 g mdi tuan.

Khi d3 kiém soat dugc bénh, diéu trj bﬁng clobetasol nén dugc giam dan va ngung st dung,
ding chit 1am mém da dé diéu tri duy tri.

Khi ngung ding clobetasol dot ngdt co thé 1am tai phat tinh trang bénh.

Cic bénh da dai ding: Bénh nhin thwong xuyén tai phat

Khi giai doan cép tinh d3 duoc diéu tri hiéu qua bﬁng mot liéu trinh dung 1ién tuc corticosteroid
tai chd, co thé can nhic dung cach quing (mot lan/ngay, hai lan/tudn, khong dip). Diéu nay
c6 thé gitp giam tan suat tai phat.

Nén tiép tuc thoa thudc 1én toan bd ving da bi bénh truée d6 hodc nhimng ving da biét c6 kha
ning tai phat. Nén két hop dung véi cac chat lam mém da hang ngay. Nén thuong xuyén tai
danh gia tinh trang bénh, loi ich va nguy co cua viée diéu tri tiép tuc.

Tré em

Bersola Cream chéng chi dinh cho tré em dudi mot tudi.

So véi ngudi 16n, tré em thudng bi cac tac dung khong mong mudn tai chd va toan than khi
duing cac corticosteroid tai chd, nhin chung, tré em thuong can thoi gian diéu tri ngan hon va
dung thude ¢6 hiéu lyc thap hon nguoi 16n.

Nén than trong khi dung Bersola Cream dam bao ding lugng thude tdi thiéu du ¢ hiéu qua
dicu tri.

Thoi gian diéu tri cho tré em

Néu c6 thé, céc liéu trinh nén gidi han t6i da 5 ngay va xem xét lai mdi tuan. Khong nén dap
thudc.

Thoa thudc 1én mit

Néu c6 thé, cac liéu trinh nén gidi han tdi da 5 ngay. Khong nén dép thude.

Nguoi cao tudi

Nguoi cao tudi co tan sudt suy giam chtrc ning gan hodc than cao hon nén co thé lam cham
thai tru neu thudc duge hip thu toan than. Do do nén dung luong thude ti thiéu trong thoi
gian ngan nhat du ¢6 loi ich 1am sang mong mudn.

Suy gan/than

Trudng hop hip thu toan than (khi thoa thudc trén dién tich rong trong thoi gian dai) sy chuyén
hoa va thai trir ¢6 thé bi cham, lam tang nguy co doc tinh toan than. Do d6 nén dung luong
thudc t6i thiéu trong thoi gian ngan nhat du ¢ loi ich 1am sang mong mudn.

6. CHONG CHI PINH:
Khong diéu tri bang Bersola Cream trong cac truong hop sau:
- Man cam vdi clobetasol hodc bat cir thanh phan nao cta ché pham.
- Tbn thuong da nguyén phat do nhidém khuan hodc nhiém nam
- Nhiém virus ngoai da nguyén phat (vi du herpes simplex, dau mua)
- Tring ca do
- Mun trimg ca
- Ngtra nhung khong viém
- Ngtra quanh hau moén va vung sinh duc
- Viém da quanh miéng

Chéng chi dinh ding Bersola Cream trong céc bénh da & tré em dudi mot tudi, ké ca viém da.

7. CANH BAO VA THAN TRONG KHI DUNG THUOC:
Bersola Cr(iam nén dung than trong voi ceic~ bénh I}hﬁt} c6 tién sir qua man véi corticosteroid
dung tai cho. Cac phan tng qua man tai cho c6 thé giong voi cac triéu chung cta bénh dang
diéu tri.
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Céc phan g man cam tai chd nhu ban do, ndi man, ngira, néi may day, rat da, viém da tiép

xtc di tng c6 thé xay ra & vi tri thoa thude va giéng voi cac triéu chimg ctia bénh dang diéu

tri. Néu c¢6 ddu hiéu man cam, nén ngung thoa thudc ngay lap tirc.

Biéu hién tang cortisol (hdi chiing Cushing) va sy tc ché thuan nghich truc dudi déi-tuyén

yén-tuyén thuong than (HPA), dan t¢i thiéu glucocorticosteroid, co thé xay ra & mot vai bénh

nhan do ting hap thu toan than steroid dung tai chd. Néu phat hién thay mot trong cac biéu

hién trén, ngimg dung thudc din din bang cich giam s6 1an boi hodc thay thé bang

corticosteroid c6 hiéu Iuyc thiap hon. Ngimg thudc dot ngdot co thé din dén thiéu

glucocorticosteroid.

Céc yéu tb nguy co lam ting tac dung toan than bao gém:

- Hiéu luc va cong thirc bao ché cua steroid tai chd

- Thoi gian phoi nhiém véi thude

- Thoa thudc trén dién tich rong

- Thoa thudc trén ving da bi bang kin (vi du viing da bi gap hodc bi bang kin (& tré em ta 16t
¢6 thé gay tac dung nhu khi bang kin))

- Tang hydrat hoa 16p sung

- Thoa trén ving da mong nhu da mat

- Thoa trén viing da bi rach hoic cac truong hop khac khi hang rao bao vé da bi ton thuong

- So véi ngudi 16n, tré em ¢ thé hap thu mot phan corticosteroid dung tai chd nhiéu hon va
do d6 nhay cam hon véi tac dung khong mong mudn toan than. Diéu nay 1a do tré em co
hang rao bao vé da con non nét va ty 1€ dién tich bé mat so véi can nang cao hon nguoi
lon.

Tré em

Nén tranh dung tai chd lién tuc trong thoi gian dai, dac biét ¢ tré em, do su uc ché tuyén thuong

than c6 thé xay ra cho du khong dép thudc.

Tré em ciing dé& bi teo da khi ding corticosteroid tai chd. Néu ding Bersola Cream cho tré em,

khuyén céo gi61 han st dung trong vai ngdy va xem lai tinh trang bénh mdi tuén.

Nguy co nhiém khuin do dap thuoc

Nhiém khuan thuén loi véi diéu kién 4m va 4m & nép gip da hodc dap thude. Khi ddp thude can

lam sach da truéc mdi lan dip.

Diing cho bénh viy nén

Thén trong khi ding corticosteroid tai chd dbi v6i bénh vay nén vi ¢6 vai truong hop tai phat,

tang dung nap, nguy co vy nén mun mu toan than, doc tinh toan than hay tai chd do ton

thwong chirc ning hang rao bao vé da. Néu dung dé diéu tri vay nén, can theo ddi bénh nhan

can than.

Nhiém khuin dong thoi

Nén diéu tri khang khuan thich hop khi diéu tri cac ton thuong viém bi nhiém khuan. Néu

nhiém khuan lan rong can ngung ding corticosteroid tai chd va diéu tri khang khuan thich

hop.

Loét chan man tinh

Corticosteroid tai chd doi khi duoc dung dé diéu tri viém da quanh céac vét loét chan man tinh.

Tuy nhién, cach dung nay lam ting ty 1é phan ing man cam tai chd va ting nguy co nhiém

khuén tai chd.

Thoa thudc trén mit

Khong nén thoa thudc trén mit vi ving da nay dé bi teo da. Néu dung trén mit, chi nén gidi

han dung trong vai ngay.

Thoa thudc trén mi mat

Khi thoa thudc trén mi mit, can cin than dam bao thudc khong dinh vao trong mit, vi tiép xtic

nhiéu lan co thé gay duc thuy tinh thé va gl com.

Methyl paraben

San phdm nay chira methyl paraben c6 thé gy di tng cho cac bénh nhdn c¢6 co dia man cam véi

thanh phan nay.
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10.

11.

Cetyl alcohol
San pham nay chira cetyl alcohol co thé gay cac phan Umg tai chd trén da (nhu viém da tiép xuc)
cho cac bénh nhén c6 co dia man cam voi thanh phan nay .

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

Kha nang sinh sdan

Khong c6 dit liéu ddnh gia anh huéng ctia corticosteroid tai chd 1én kha ning sinh san & ngudi.
Clobetasol tiém dudi da chudt cong khong anh huong dén sy giao phdi; tuy nhién, kha ning
sinh san giam & lidu cao nhat.

Thai ky

Co rét it sb lidu vé st dung kem clobetasol trén phu nir c6 thai.

Str dung corticosteroid tai chd trén dong vat mang thai co thé gay bat thuong ddi voi su phat
trién bao thai.

MGéi lién quan cta phat hién nay voi ngudi van chua duge xac lap. Chi can nhéc s dung
Bersola cream trong thai ky néu loi ich mong doi cho me vuot troi nguy co dbi véi thai nhi.
Nén sir dung lwong thude it nhét trong thoi gian diéu tri ngan nhat.

Cho con bu

Viéc su dung an toan corticosteroid tai chd khi cho con ba chua duoc thiét lap.

Van chua biét liéu dung corticosteroid tai chd c6 thé dan ti hap thu toan than du dé phat hién
dugc lugng thude bai tiét vao sita me hay khong.

Chi nén can nhéc str dung Bersola cream trong thoi gian cho con bt néu loi ich mong doi cho
me vuot troi nguy co ddi véi tre.

Néu sir dung trong thoi gian cho con bu, khong nén bdi Bersola cream vao bau vi dé tranh
cho tré nudt phai thude.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thuoc khong c6 anh hudng dén kha nang 1ai xe va van hanh méay moc.

TUONG TAC, TUONG KY CUA THUOC:

Twong tac thude:

Dung ddng thoi véi cac thude e ché CYP3A4 (vi du: ritonavir va itraconazole) di cho thay
trc ché chuyén hoa corticosteroid, din téi ting phoi nhiém toan than. Mirc d6 twong tac c6 lién
quan trén 1am sang phu thudc vao lidu ding, duong ding cta corticosteroid va hiéu lyc cua
thude wrc ché CYP3A4.

Twong ky:

Do khong c6 cac nghién ctru vé tuong ky, khong tron thude nay véi cac thude khéc.

Khong tron thude nay véi cac loai my pham dé dung dong thoi.

TAC DUNG KHONG MONG MUON CUA THUOC:

Céc truwong hop nglrng st dung thudc:

- Khi ¢6 phan ing man cam tai chd nhu ban d6, ndi man, ngira, noi may day, rat da, viém
da tiép xuc di tng.

- Khi nhiém khuan lan rong.

- Khi tri€u chung ctua vung da bi bénh tré nén nang hon

Théng bdo ngay cho bdc si hodic dwoc si khi gip cdc tic dung khong mong muén khi siv

dung thuéc hoiic bdo cdo cdc phén irng cé hai ciia thuéc vé Trung tim Théng tin thuéc va

Theo déi phén teng c6 hai ciia thuéc (ADR) Quéc gia.

Cac truong hop phai thong bao cho bac si, duoc si:

- Khi ngung st dung thudc:

- Khi gap phai cac phan Gmg c6 hai khi sir dung thudc, bao gdm céa nhimng phan tng c6 hai
khong duoc liét ké & phan dudi
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13.

- Khi su dung nham thudc, vi du: uéng nham

Cac truong hop phai thong bao cho bac si, duoc si, hodc bdo cdo cac phan ung c6 hai cua

thudc vé Trung tdm thdng tin thudc va Theo dbi phan tng c6 hai cia thude:

- Khi gip phai cic phan tng c6 hai ctia thudc, bao gom ca nhiing phan mg c6 hai khong
duoc liét ké dudi day.

Cic tac dung khéng mong mudn ciia thude dwoc liét ké duéi diy theo phan loai hé thong
co quan ciia MedDRA va tin suét:

Tan sudt dugc xac dinh nhu sau: rit phd bién (> 1/10), phd bién (> 1/100 va < 1/10), khong
pho bién (> 1/1.000 va < 1/100), hiém (> 1/10.000 va < 1/1.000) va rat hiém (< 1/10.000),
bao gdm ca cic bao cdo riéng 1é

S6 liéu sau khi dwa thudc ra thi truong:

Nhiém khudn va nhiém ky sinh triing

RAt hiém: Nhidm khuan co hoi

R6i logn hé mién dich:

Rt hiém: Qua man tai chd

Réi loan néi tiét:

Rét hiém: Uc ché truc dudi ddi-tuyén yén-tuyén thugng than (truc HPA): Céc diac diém gidng
hoi chimg Cushing: (vi du mat tron nhu mat trang, béo phi ¢ ving trung tdm co thé), cham
tang can/chdm 16n 6 tré em, lodng xuong, gl6 com, tang duong huyét/glucose niéu, duc thay
tinh thé, ting huyet ap, ting can/béo phi, giam ndng do cortisol ndi sinh, hoi, toc gay rung.
Réi loan da va mé dudi da

Pho bién: Ngira, dau da/bong da tai chd

Khoéng phé bién: Teo da*, ran da*, gian mao mach*

RAt hiém: Moéng da*, da nhan*, da kho*, thay ddi sic to da*, rAm long, tram trong thém cac
triéu chimg tiém 4n, viém da tiép xuc di tmg/viém da, vay nén c6 mii, ban do, phat ban, may
day

Réi loan toan than va tai ché béi thude

Rét hiém: Pau/rat chd boi thude

*Anh hudng thtr phat trén da do tac dung toan than va/ hodc tai chd cia sy e ché truc dudi
d6i-tuyén yén-tuyén thugng than (truc HPA).

QUA LIEU VA CACH XU TRi:

Triéu ching va diu hi¢u

Bersola cream dung tai chd c6 thé duoc hip thu mot lugng du dé gay tac dung toan than. Qua
lidu cap tinh hau nhu khong xay ra, tuy nhién, trong truong hop qué liéu man tinh hodc lam
dung thudc, cac biéu hién ting cortisol c6 thé xay ra.

Picu tri

Trong truong hop qua lidu, nén ngimg str dung Bersola cream dan dan bang cach giam sb 1an
dung thude hodc thay thé bang mot corticosteroid c¢6 hiéu lyc thip hon do c6 nguy co thiéu
glucocorticosteroid.

Céc kiém soat - chuyén sau hon nén dya theo chi dinh lam sang hoac khuyén cdo cuia trung tim
chéng doc quéc gia, néu co.

THONG TIN DUQC LY:

Nhom duoc 1y: Corticoid ding tai chd c6 tinh chat khang viém, chéng ngira va co mach.

Ma ATC: DO7ADO1

Pac tinh dugc lyc hoc:

Cac corticosteroid dung tai chd 1a chat khang viém thong qua nhidu co ché e ché cac phan
ing di tmg pha mudn, gdm c6 giam mat d6 dudng bao, glam héa tmg dong va hoat hoa bach
céu ua eosin, giam tao cytokine boi té bao lympho, bach ciu don nhan to, dudng bao va bach
cdu ua eosin, (rc ché sy chuyén hoa acid arachidonic.
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Pic tinh dwgee dong hoc:

Hap thu:

Corticosteroid tai chd c6 thé duoc hap thu toan than tir da khong tén thuong. Mirc d6 hap thu
qua da ctia corticosteroid tai chd tiy thudc vao nhiéu yéu t6, gdm dung méi va do nguyén ven
cua hang rao biéu md. Viée déip thudc, tinh trang viém va/hodc cac bénh da khac co thé lam
tang sy hap thu qua da.

Nong d6 dinh trung binh trong huyét tuong ciia clobetasol propionate 1 0,63 nanogam/ml
trong mot nghién ctru 8 gid sau khi thoa thudc 1an th hai (13 gid sau lan thoa thude dau) véi
30 g thudc md clobetasol propionate 0,05% cho cac ngudi binh thudng c6 da khoe manh. Sau
lan thoa thir hai véi 30 g kem clobetasol propionate 0,05%, nong d6 dinh trung binh trong
huyét twong hoi ting nhe hon dang thuéc mé sau 10 gio dung thudc.

Trong mot nghién ctru khic, nong d6 dinh trung binh trong huyét tuong l1a khoang 2,3
nanogam/ml va 4,6 nanogam/ml twong g & cic bénh nhan bi vay nén va eczema 3 gio sau
khi dung 1 lidu don 25 g thubc m& clobetasol propionate 0,05%.

Phén b6

Dung diém két thuc tac dong dugc luc hoc dé danh gia sy phoi nhiém toan than véi
corticosteroid tai chd 1a can thiét vi thuc té ndng do thudc trong hé tuan hoan thip hon ndng
d6 phat hién rat nhiéu.

Chuyén hoa

Khi d& duoc hap thu qua da, corticosteroid tai chd ciing di qua cac con dudng duoc dong hoc
tuong tu nhu cac corticosteroid ding toan than. Céc corticosteroid dugc chuyén hoa chu yéu
G gan.

Thai trur

Khi duoc hép thu, sau khi chuyén héa thudc duoc thai trir qua than. Thém vao d6, vai
corticosteroid va cac chit chuyén hoa ciing dugc thai trir qua mét.

QUY CACH PONG GOL, PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN
CHAT LUQNG CUA THUOC:
Quy cach dong géi: Hop 1 tuyp 10 g.
Piéu kién bao quan: Bao quan & nhiét d6 khong qua 30°C.
Han dung: San phdm con nguyén bao bi ¢6 han dung 36 thang ké tir ngay san xuat.
Str dung trong vong 4 tuan sau khi mo nap.
Khong dung thude qua han dung.
Tiéu chuin chét lwgng: TCCS

TEN VA PIA CHI CUA CO SO SAN XUAT THUOC:
@ SIU GUAN CHEM. IND. CO., LTD.
No. 128, Shinmin Road, Hunei Village, West District,
PIC/S GMP  Chiayi City, DAI LOAN.
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