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ver  Dia chi: Thanh Xuan - Sé¢ Son - Ha Noi - Viét Nam
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Thanh phéan: Méi 1g mé chua:

Betamethason (duidi dang Betamethason dipropionat)..0,5mg
Calcipotriol (dudi dang Calcipotriol monohydrat).....50mcg
Ta duoic vira di 19
Chi dinh. Chéng chi dinh. Cach ding - Liéu ding.

Céc théng tin khac : Xin doc trong té hudng dan sir dung.
Dé xa tam tay clia tré em.

Poc ki huéng dan sir dung trudc khi ding.

THUOC DUNG NGOAI

Composition: Each gram ointment contains:
Betamethasone (as Betamethasone dipropionate)....0,5mg
Calcipotriol (as calcipotriol monohydrate................... 50mcg
EXCIPISNTS G5 .ocmerivenrionsns 1g
Indications. Contra - Indications. Usage. And other
information : Please read enclosed leaflet.

Keep out of the reach of children.

Read carefully the instruction before use.

FOR EXTERNAL USE ONLY

MM DOC CONGTY



https://trungtamthuoc.com/

CONGTY €6 PHAN DUGC PHAM VCP

MAU NHAN BANG KY
THUOC M3 BETRIOL

2.Nhan hop 01 tuyp ti 1& 100%

B Compaosition: Each gram sintment containg:

Betamethasone (as Betamethasone dipropionate) ... -05mg
Cal d (a3 Calcipotri yerate). 50meg
| I O e i 1g
vt G Usage. And oth t
@ Please read enclosed leaflet.
- ifi 5

B Storage: in 3 hermatic contaings, below 30°C, pratect from Night

Keep out of the reach of children.
Read carefully the instruction before use.
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VCP Address : Thanh Xuan - Soc Son - Ha Noi - Viet Nam
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B Bio quin: Trong bao kin, dudl 30°C, tranh dnh sing.
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THUOC MO BETRIOL

HUONG DAN SU DUNG DANH CHO NGUGI BENH
Thuéc bdn theo don
Doc kj hwong dén sir dung trwde khi ding
Dé xa tim tay tré em
Théng bdo ngay cho bdc sy hodc duwgc sy nhitng tic dung khong mong muén gip phii
trong qud trinh sir dung thuéc.

1. THANH PHAN, HAM LUQNG: 1g thudc m& Betriol ¢6 chira:

Betamethason (dwéi dang dipropionat): 0,5 mg

Calcipotriol (duéi dang monohydrate): 50 pg

T4 dugc vira da: 1,0g

(Ddu paraffin, a-tocopherol, Polyoxypropylen stearyl ether, Vaselin)

2. MO TA SAN PHAM

Dang bao ché: Thube md

Thudc m& mau trﬁng hodc tréng nga vang, thé chét mém, min, déng nhit, dinh vao da khi
bai.

3. QUI CACH PONG GOI:

Hop 01 tuyp thube 15g va to huong din sir dung.

4. THUOC DUNG CHO BENH Gi?

Thudc m& Betriol chira Calcipotriol va Betamethason dugc dung ngoai da dé diéu trj tinh
trang bénh vay nén thong thuong.

5. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:

Thuéc bdn theo don, tham khéo y kién bdc si trwée khi sir dung

Rira sach tay trude khi sir dung thube. Léy mot lugng thude ra ngon tay, xoa déu thudc 1én
viing da can diéu tri dén khi thudc dan déu va phu kin khu vire cin boi.

Thudc durge mdi ngay mot 1an, tét nhat nén sir dung vao budi toi.

Qué trinh diéu trj théng thudng kéo dai khoang 4 tuan, tuy nhién 1 trinh nay c6 thé may%/
theo chi dinh cua béac si.

Khong sir dung qua 15g thuéc m& mdi ngdy. Néu ban c6 sir dung mdt ché pham thude khac
chira Calcipotriol, téng luong thudc chira Calcipotriol sir dung khong qué 15g mdi ngay va
khong duge qua 30% tong dién tich bé mit da.

Rura sach tay sau khi sir dung thude, trir truong hop sir dung thude cho ving da tay.

6. KHI NAO KHONG NEN DUNG THUOC NAY:

- Céc truomg hgp ¢6 man cam vai bét cir thanh phén nao cuia thudc.

- C6 bt thuong vé ndng do Calci mau.

- Néu ban dugc chudn doan céc tinh trang vay nén khic: Bénh do da toan than
(erythrodermic), Bénh vay nén troc vay (exfoliative) va bénh vay nén mu (pustular).

- Céc tinh trang nhim tring da do virus, vi khuin, nim, sinh vat don bao, ki sinh tring hogc
tinh trang ton thuong da do lao.
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- Céac truong hgp viém da quanh mi¢ng, da mong, ran da, mun trimg c4, héi chirmg mat do,
loét da hodc ving da c6 vét thuong hd, bénh vay cé, xuit huyét dudi da.

7. TAC DUNG KHONG MONG MUON (ADR):

Gibng nhu cac ché phim thubc khéc, Betriol ciing c6 mét sb tac dung khong mong muén
khi str dung, tuy nhién khong phai tat ca moi ngudi sir dung déu gap phai.

Béo lai ngay cho bac si néu ban nhén thdy hodc nghi ngd cac bét thudng trong qué trinh sir
dung thube.

Cdc tdc dung khéng mong muén nghiém trong cé thé xay ra:

It gap (1/1000 < ADR < 1/100): Tinh trang bénh vy nén tré nén trdm trong hon

Hiém gdp ( ADR < 1/1000): Xuét hién tinh trang bénh vay nén mun mu (mét ving da do,
kém theo myn mi mau vang, thudong 1a trén tay hodc chan). Néu ban nhéan thiy hodc nghi
ngd xuat hién tinh trang nay nén ngimg thudc va thong bao cho bac si.

Mt s6 tdc dung khéng mong muén nghiém trong do Betamethason: (St dung kéo dai, sir
dung liu 16n hodc sir dung & cac ving da nhiéu nép gép, ving da kin s& 1am ting nguy co
xuét hién cac phan img phu)

- Uc ché hoat dong tuyén thuong than, biéu hién boi sy mét moi, trdm cam, lo ling.

- Céc bat thuong vé mit: Puc thiy tinh thé (diu hiéu mo swong khi nhin, khé nhin v& chidu
t6i va dém, giam d6 nhay cam v6i anh sang) hodc tang ap luc ndi nhan (dau mét, mét do, thi
lue giam).

- Nhiém tring da thir cap.

- Tién trién bénh vay nén mun mu. Cin ngimg thubc va bao v6i bac si ngay néu nhén thiy
biéu hién tién trién, bao gdm: Da ban d6, kém theo mun mi mau vang, thudng xuét hién &
vung da tay va chén).

- Géy bién dong dudng huyét & nhirg ngudi bi bénh tiéu duong.

M6t 56 tdc dung khéng mong muon nghiém trong do Calcipotriol:

- Phan tng di tng v6i biéu hién sung ty & mat hodc ving da khac cia co thé nhur tay hodc
chin. Sung miéng hodc ¢b hong va khé thé ¢6 thé xay ra. Néu ban ¢6 phan tng dj tng, can
ngung thudc ngay, bao lai vi bac si va dén co sd y té gan nhat.

- Thubc ¢6 thé 1am ting ndng d6 Calci méu hodc nude tiéu, xay ra khi sir d ué nhiéu
thubc va thuong én dinh tré lai sau khi dimg thudc. Néng dé calci mau ting cadles thé nhan
biét bang viéc tang lwong nude tiéu, tao bon, yéu co, 1a 13n va hon mé. Bdo lai véi bac si
ngay khi céc ddu hiéu bét thuong tr nén trim trong hon.

Cdc tdac dung khong mong mudn khdc cé thé gdp phdi:

Thuong gap (1/100 <ADR<1/10): Ngira hodc bong da

It gap (1/1000 < ADR < 1/100):

- Pau ngira hoic kich g tai chd

- Phat ban kém theo viém da di img

- Gian né mao mach dudi da, gy do ra

- Viém hodc sung tiy & 13 chan 16ng (viém nang 16ng)

- Thay d6i mau da tai vi tri str dung thude

- Phat ban
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- Cam giac bong rét, chay da

- Nhiém triing ngoai da

- Da tré nén mdng

- Xuit huyét duéi da hoic cac vét bdm tim

Hiém gdp (ADR< 1/1000):

- Nhiém trung hodc nhiém nam chén t6c hodc chan 16ng (mun diu dinh)

- Phan img di img

- Tang calci huyét

-Ran da

- Tang d¢ nhay cam cua da v6i anh sang, dan dén phat ban

- Mun tring ca

- Da kho

- Bénh vay nén ti phat trdm trong hon sau diéu trj

Mg?t $0 tde dung khéng mong muén khdc lién quan dén Betamethason hodc Calcipotriol c6

thé gdp phai:

- Thay dbi sy phat trién 16ng, toc

- Viém da quanh miéng

- Mun thit

- Xuét hién Eczema hoic bénh vay nén trim trong hon

8. NEN TRANH DUNG THUOC HOAC THUC PHAM Gi KHI PANG DUNG THUOC
NAY:

Chua ¢6 nghién ciru cy thé vé anh huéng clia cac thude khéc hoac thye phim khac dén tac dung

ctia thuc. Tuy nhién, can bao cho béc si néu ban dang sir dung céc thude khac.

Khéng trén 1an hodic str dung kém mét thude béi da khac trén cling viing da str dung.

9. CAN LAM GI KHI MOQT LAN QUEN KHONG DUNG THUOC:

Néu mét lan quén khong ding thude, nén ding lai sém nhét c6 thé. Khong dung ting thém

liéu.

10. CAN BAO QUAN THUOC NAY NHU THE NAO?

Thude dugc bao quan trong tuyp nhdm, nip kin, dé noi khé, tranh anh sang, nhiét do dudi

30°C.

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA fﬁEtf

Str dung luong 16m hon so véi lidu khuyén céo hodc sir dung kéo dai c6 thé din dén ting

Calci huyét, biéu hién béi: lugng nuéc tiéu, tdo bon, yéu co, 1u 13n va hén mé. Tuy nhién,

sau khi dimg thubc ndng do calci huyét trd lai binh thudng.

Sir dung liéu 16n (lugng thudc 16n, thoi gian kéo dai hodic ding & viing da kin, nhiéu nép

gip, bing kin sau khi sir dung) c6 thé din dén suy tuyén thugng than thir phat (do tac dung

ciia betamethason trong thanh phén thudc). Chirc niing tuyén thugng than c6 thé ty phuc hdi

sau khi dimg thudc, nhung ciing c¢6 thé phai diéu trj hd trg néu can. Truong hop ngd doc

mén tinh v6i corticosteroid (betamethason), cin phai ngimg thude.

Trong mét béo cdo diéu tri bénh vay nén do da toan than, bénh nhén sir dung qua liéu véi

240g trong hang tuén, kéo dai 5 thang (khoang 34g mdi ngay, trong khi liéu khuyén cdo la
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15g mdi ngay), da phat trién hoi chimg Cushing trong qué trinh diéu tri va bénh vay nén
mun mu ngay sau khi ngimg diéu tri.
12. CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO:
Néu dung thudc qua liéu hodc nghi ngdr qua liéu, béo lai ngay véi bac si dé c6 nhimg xét
nghiém danh gia va xir ly kip thoi.
13. NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC:
- Lu6n tham khao y kién bac s trude khi sir dung thude.
- Thubc bdi ngoai da, khong béi 1én mit, mili va cac niém mac khac.
- Bao cho bac si biét néu:
+ Ban dang sir dung mét loai thude c6 chira corticosteroid khéc.
+ Ban da sir dung thuéc nay hodc cac thube cé thanh phén twong tu truée d6 holic trong
thoi gian dai va c6 ké hoach dimg thudc.
+ Ban bj tiéu duong.
+ Céc ton thuong da khac nhur nhiém khuén, nhiém ném,...
+ Néu ban bj tinh trang vy nén nhét dinh nhw bénh vay nén giot (vay nén Guttate)
- Tranh sir dung thuéc nhidu hon 15g mdi ngay hodc trén dién tich da 16n hon 30% tong
dién tich da cua co thé.
- Tréanh bang kin hogc ddy vét thwong sau khi sir dung thudc.
- Tranh sir dung trén dién rong cua da bj tén thuong, trén mang nhdy hoic viing da nhiéu
nép gap.
- Tréanh sir dung thudc trén mat hodc bd phan sinh duyc.
- Trénh tiép xtic qua nhidu véi anh sdng mit trdi hodc sir dung cac liéu phép trj liéu tir anh
sang (xa tri).
Véi tré em: Khong nén sir dung thude cho tré dudi 18 tudi.
Phu nir ¢6 thai: Khong sir dung thude cho phu nir ¢6 thai hodic nghi ngo c6 thai.
Phu nit cho con bii: Than trong néu sir dung khi dang cho con bii. Ban c6 thé sir dung trong
thoi ki cho con bu néu bac si chi dinh va ban chip nhén diéu tri. Néu sir dung thudc & thoi
gian nay, khong sir dung thudc trén ving nguc.
Ngudi 14i xe, vAn hanh may méc: Khong c6 anh hudng clia viée ding thude dén kha ning
1ai xe, vén hanh miy moéc
14. KHI NAO CAN THAM VAN BAC SY, DUQC SY: _
- Ludn tham khao y kién béc s§, dugc sy trude khi sir dung thude. ‘\R,-/
- C6 c4c phan (mg bit thuong tai chd hogc toan than khi sir dung.
Néu cin thém théng tin xin héi y kién béc sy hodc dwge s§.
15. HAN DUNG CUA THUOC: 24 thang k& tir ngay san xuét
16. NGAY SUA POIL, CAP NHAT LAI NQI DUNG HUOGNG DAN SU DUNG:
17. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP
VCP Pharmaceutical Joint — Stock Company
Thanh Xuén — S6c¢ Son — Ha N§i — Viét Nam
Pién thoai: 04.35813669 Fax: 04.35813670
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HUONG DAN SU DUNG DANH CHO CAN BQ Y TE

1. CAC PAC TINH DUQC LUC HQC, DUQC PONG HOC

1.1. Dwgec luc hoc:

Betamethason: Nhom dugc ly: Glucocorticoid. Ma ATC: DO7ACO1

Betamethason 1a mot corticosteroid tong hop, cic corticosteroid didu tri tai chd nhu
betamethason dipropionat ¢é tac dung chong viém, giam ngira, gidn mach va trc ché mién
dich. Tuy nhién co ché chdng viém cua cac corticoid tai chd nhin chung chua dugce xac dinh
rd rang.

Calcipotriol: Nhém dugc ly: Piéu tri vay nén. Ma ATC: D0O5AX52

La mét chat tong hop tuong ty vitamin D, cac dir lidu in vitro cho thdy Calcipotriol biét hoa
va ngin chin sy ting sinh cla cac té bao simg. Pay 1a co s& trong hiéu qua diéu trj bénh vay
nén.

1.2. Dwgc dong hoc:

Céc thir nghiém lam sang véi thuéc m& chita Calcipotriol va betamethason dipropionat
(Daivobet) da ghi nhén ring ¢6 sy hap thu toan than hai hoat chét nay it hon 1% (liéu ding
2,5g) khi ding cho da binh thudng (dién tich 625¢m®) trong 12 gid. Véi viing da bi vay nén
mang va c6 bang lam tang hip thu betamethason, 1én dén xép xi 24%.

Sau khi hép thu toan than, Calcipotriol va betamethason chuyén hoa nhanh. Lién két protein
huyét twong khoing 64%. Thoi gian ban thai trong huyét trong sau khi tiém tinh mach la
khoang 5-6 gio.

Betamethason dugc chuyén héa dic biét & gan, nhung ciing duge chuyén héa 1 phin & thin
bing qué trinh ester glucoronat va sulfat va thai trir chu yéu qua nude tiéu.

Calcipotriol dugc chuyén héa chi yéu & gan va thai trir qua mat theo phén.

2. CHI PINH, LIEU DUNG — CACH DUNG & CHONG CHI PINH

2.1. Chi dinh: Betriol dugc chi dinh diéu tri tai chd cho bénh vay nén thé mang 6n dinh.
2.2. Céch dung: Lam sach va dé khé viing da ton thuong, thoa mét 16p thudc méng vao céc
vi tri ¢6 ton thuong. Pam bao thudc bao phii déu céc vi tri.

Rira sach tay sau khi sir dung thudc, trir truong hop sir dung thude cho viing da tay.

2.3. Liéu ding: "

Ngwoi lon:

Dung ngoai da: B6i nhe mét lwong thudc vira di 1én viing da bi bénh. Ngay mot lan.

L trinh didu tri khuyén céo 1a 4 tudn. Pa c¢6 theo doi vé viée diéu tri nhic lai thudc chira
calcipotriol va betamethason dén 52 tuin. Néu can tiép tuc diéu trj sau 4 tudn hoic diéu tri
lap lai cAn ¢6 chin doén danh gid phi hop va gidm sét trong qua trinh diéu tri.

Lidu téi da duoc khuyén céo hang ngay 1a 15g.

Dién tich da sir dung thudc khong nén vugt qua 30% dién tich da co thé.

Véi trieong hop suy gan hodc suy thdn: chua c6 danh gia 1am sang trén cac b¢nh nhéan nay.

e
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Vi tré nho: Tinh an toan va hi¢u qua cua thude chua dugc xac dinh vai tré dudi 18 tudi. Co
dir liéu nghién ctru hién nay véi tré tir 12 dén 17 tudi, tuy nhién khong c6 liéu lugng khuyén
cdo nao dugc thanh lap.

2.4. Chong chi dinh:

- Céc trudng hop méin cam véi bat cir thanh phan nao cua thude.

- Cac truong hop bénh vay nén khac nhu: Vay nén do da toan than, vay nén tréc vay va vay
nén mun mu

- Thude c6 chira Calcipotriol, chéng chi dinh v&i ngudi réi loan chuyén héa Calci mau.

- Thudc c6 chira corticosteroid, chéng chi dinh véi nhimg tinh trang da bi nhim khuén,
nam, virus, nhiém ki sinh tring, cac biéu hién trén da lién quan dén lao, viém da quanh
miéng, teo da, ran da, xuat huyét dudi da hoiic mao mach dudi da dé tén thuong, bénh vay
¢4, myn trimg c4, hoi chimg mit do, loét da, bong va cac vét thuong hd sau.

3. THAN TRONG KHI SU DUNG:

Cic tac dong Ién hé thong ndi tiét:

Thudc ¢6 chira corticosteroid hoat lwc manh (nhém III), cén tranh sir dung két hop véi cac
ché pham chira corticosteroid khac. Cac phan g bét lgi toan than c6 lién quan dén diéu tri
corticosteroid toan than nhu {rc ché tuyén thugng than hoic tac dong dén kiém soat duong
huyét & bénh nhan dai thao duong c6 thé xay ra khi sir dung corticosteroid tai chd do sur hip
thu toan than.

Bang/phu kin vang da sau khi bdi thude, sir dung trén ving da 16n hodc niém mac, mang
nhay hoic céc ving da kin (nhiéu nép gép) 1am tang hip thu corticosteroid toan than.

Cic tac dong Ién chuyén héa Calci:

Thuéc c6 chira Calcipotriol, viéc sir dung qué liéu khuyén cdo hang ngay (15g) 6 thé giy ra
tang calci huyét. Nong do calci s& tré vé binh thuong sau khi dimg diéu tri. Nguy co ting
calci huyét 1a rat thap néu cac khuyén cdo diéu trj duge tuan thu.

Cic tac dung khéng mong muon tai chd:

Cén tranh st dung dong thoi v6i 1 ché pham c6 chira corticosteroid khac.

Da mit va bd phén sinh duc rit nhay cam véi corticosteroid, ché phdm khong nén sir dung
cho céc viing da nay. v

Cén luu y dé& nguoi bénh khéng sir dung thuéc & cac ving da nay hodc vo M lam thubc
tiép xtic véi cac ving da nhay cam. Rira sach tay sau khi sir dung thudc (trir truong hop
dung thuéc cho ving da tay) dé tranh lam dinh thude sang céc viing khac.

Nhiém trung thir phat:

Néu céc ton thuong xuat hién nhiém khuén, ndm hodc virus do tic dong tir corticosteroid
nén ¢6 cac bién phap kiém soat, néu tinh trang khong cai thién cin dimg sir dung
corticosteroid.

Ngirng diéu tri: ' ,
Viée sir dung corticosteroid trong diéu tri bénh vay nén co6 thé 1am xuat hién bénh vay nén
mun mu hoc tai phat trim trong hon sau khi ngung diéu tri. Vi vy, cin tiép tuc theo dbi
sau khi ngimg thude.

Sir dung kéo dai:
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Sir dung kéo dai ché pham chira corticosteroid lam ting nguy co gdp phai tdc dung khéng
mong mudn tai chd va toan than. Cin ngung thudc néu gap phai cac tac dung khong mong
mudn lién quan dén viéc sir dung kéo dai corticosteroid.

Cic li¢u phap tri li¢u dong thoi khac:

Trén thj trudng c6 Ivu hanh ché phim dang gel chira calcipotriol va betamethason dugc chi
dinh cho vay nén mang da dau. Tuy nhién, kinh nghiém lam sang v6i duong ding nay con
han ché. M& Betriol ding diéu trj vay nén méang trén da c6 thé két hop véi dang gel néu c6
ca vay nén da dau.

Qua trinh diéu tri bang Betriol, nén khuyén cdo bénh nhén han ché hodc tranh tiép xtic voi
anh sang mit troi hoc diéu tri bing céc liéu phap quang khac nhu UV, X-quang hay xa tri.
Calcipotriol chi nén sir dung véi UVR néu lgi ich dem lai Ién hon so véi nguy co.

Khac: Khong c6 dir liéu lam sang vé viéc sir dung thudc véi bénh vay nén giot (Vay nén
Guttate).

Phu nir ¢6 thai: Khong c6 dir liéu day du trong viéc sir dung ché phim cho phu nir ¢c6 thai.
Nghién ctru trén dong vat cho thay corticosteroid ¢6 kha nang gy doc tinh sinh san. Tuy
nhién, nhitng s4 li¢u dich t& hoc khong ghi nhan cac dj tat bdm sinh & tré so sinh ciia phy nit
duoc diéu tri bing corticosteroid trong thdi ki mang thai.

Nguy co tiém 4n la khong chic chin, vi thé trong thoi ki mang thai, thudc chi nén sir dung
néu loi ich dem lai vurot trdi so véi nguy co mang lai.

Phuy nir cho con bii: Can thén trong khi diing corticosteroid tai chd cho phu nir dang cho
con bu. Betamethason c¢6 phan b vao sira me, nhung & lidu didu tri kha ning gy ddc tinh
lén tré dang trong thdi ki bi me 1a khong chic chin.

Chura c6 dir liéu vé viéc Calcipotriol ¢6 di vao sira me hay khong.

Cén than trong khi chi dinh cho phu nit dang cho con bl

Kha ning sinh sin: Nghién ctru trén chudt thi nghiém & lidu diéu tri, ché phém két hop
calcipotriol va betamethasone khong lam giam kha nang sinh san.

Nguwdi ldi xe, vin hanh may méc: Thudc khong c6 hoic it anh hudng dén kha ning l4i xe,
véan hanh may moc

4. TUONG TAC THUOC:

Chua ¢6 nghién ciru vé trong tc cua céc thube khic véi ché pham chira Cal&:ﬁmol va
betamethason.

5. TAC DUNG KHONG MONG MUON (ADR):

Kha nang nhiém trung:

[t gap (1/1000< ADR<1/100):Viém da, viém nang 1ong

Hiém gdp ADR < 1/1000: mun, nhot

Hé théng mién dich:

Hiém gdp ADR < 1/1000: phan (mg qué man

Chuyén héa va dinh dudng:

Hiém gdp ADR < 1/1000: tang calci méau

Trén da va md mém:

Thirong gap (1/100< ADR<1/10): Ngira va bong da tai chd.
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It gdp (1/1000< ADR<1/100): teo da, dgt cip vay nén tai phat, viém da, sét, phat ban, mun
tring c4, kich ing da, cam giac bong da.

Hiém gdp (1/10000< ADR<1/1000): bénh vay nén myun my, ran da, myun tring c4, kho da,
nhay cam véi anh sang.

Toan thén va tai chd bdi thudc:

It gap (1/1000< ADR<1/100): da d5i mau tai vi tri bdi, dau tai vi tri boi

Hiém gap (1/10000< ADR<1/1000): Bénh tai phat trim trong hon sau khi dirng diéu tri
(Hiéu trng ddi lai).

Str dung thuéc cho tré em:

Khong khuyén céo chi dinh thuée cho tré dudi 18 tudi.

Trong mdt béo cdo thir nghiém khong kiém soat, 33 bénh nhan tir 12-17 tudi bj vay nén
mang dugc diéu trj bing thudc md Daivobet* trong 4 tudn véi lidu 56g mdi tudn. Khong c6
tic dung khong mong mudn méi nao duge ghi nhan va khong ¢6 ddu hiéu dang quan tim
nao lién quan dén tac dung cua corticosteroid toan than. Tuy nhién véi kich thuée nghién
clru nay, khong cho phép két ludn vé tinh an toan cua thudc & tré va thiéu nién.

(*Daivobet: thuéc m& chira Calcipotriol 50ug/g va Betamethason 0,5mg/g)

Cdc phan ting khéng mong muon cé lién quan dén Betamethason:

Céc phan tmg tai chd c6 thé xay ra, dic biét khi sir dung kéo dai bao gdm: teo da, ran da,
viém nang long, thay d6i mau da, viém da quanh miéng, viém da tiép xiic, giin mao mach
duéi da, mat séc td da, mun thit

Diéu tri bénh vay nén thong thuong véi corticosteroid c6 nguy co phat trién bénh vay nén
mun mu.

Phén {mg toan than do sir dung corticosteroid tai chd & ngudi 16n rat hiém gap, tuy nhién c6
thé gap phai va mirc do c6 thé rat nguy hiém. C6 ghi nhan cac triéu chimg: trc ché thuong
than, duc thiy tinh thé, nhiém tring, mét kiém soat duong huyét & bénh nhan di thao
duong, ting ap lyc ndi nhan. Phan Ung toan thin xay ra thuong xuyén hon khi sir dung kéo
dai; bang kin vét thuong sau diéu tri; sir dung trén ving da 16n hodic ving da kin (nhiéu nép
gdp). ' ,

Cdc phan 1tng khong mong muon co lién guan den Calcipotriol: Y,

Chu yéu 1a cic phan (g tai chd nhu ngia, kich ing da, cam gidc nong rat, kho da, phat
ban, d6 da, viém da, cham, tinh trang bénh vay nén x4u di, da nhay cam véi 4nh sang.

Mot sb phan img qua mén rét hiém c6 thé gap nhu phit mach hodc phu mét.

Phan (mg toan than c6 thé xuét hién néu ding qua lidu 1a ting Calci huyét hogc Calci niéu,
tuy nhién ndng dj calci s& try vé binh thudng sau khi dimg thude.

6. SUDUNG QUA LIEU VA CACH XU TRi:

Sir dung lugng 16n hon so véi liéu khuyén céo hoic sir dung kéo dai ¢6 thé din dén ting
Calci huyét, biéu hién bai: tiéu nhiéu, tdo bon, yéu ¢0, 14 14n va hon mé. Tuy nhién, sau khi
dimg thube ndng do calci huyét trd lai binh thuong.

Str dung liéu 16n (lugng thudc 16n, thoi gian kéo dai hogc dung & ving da kin, nhiéu nép
gép, bang kin sau khi sir dung) c6 thé dan dén suy thugng than thir phét (do tac dung cua
betamethason trong thanh phén thudc). Chirc ning tuyén thuong than ¢6 thé tw phuc hdi sau
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khi dimg thuéc, nhung ciing c6 thé phai diéu tri hd trg néu can. Trudng hop ngd doc man
tinh véi corticosteroid (betamethason), can phai ngimg thudc.

Trong mét béo cdo diéu tri bénh vay nén d6 da toan than, bénh nhan sir dung qué liéu véi
240g hang tudn, kéo dai 5 thang (khoang 34g mdi ngay, trong khi liéu khuyén cdo 1a 15g
mdi ngdy), da phat trién hoi chimg Cushing trong qua trinh diéu tri va bénh vay lﬁ_l’_l}ﬂlin mu
ngay sau khi ngimg diéu tri. :

7. BAO QUAN

Bao quan ¢ noi kho réo, thoang mat, nhiét do khong qua 30°C, tranh anh sang.

8. HAN DUNG: 24 thang ké tir ngay san xuét.

Khéng diung qud thoi han ghi trén bao bi.

9. NGAY SUA POI, CAP NHAT LAI NQI DUNG HUONG DAN SU DUNG:

CONG TY CO PHAN DUQC PHAM VCP
VCP Pharmaceutical Joint — Stock Company
Thanh Xuén - Séc Son - Ha Noi — Viét Nam
Dién thoai: 04.35813669 Fax: 04.35813670

Ha ngi, ngay 40 thang 12 nam 2017
AM DOC CONG TY

S/ TONG GIAM POC

s Bran Vin Guong

TUQ.CUC TRU@NG
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