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BETATRIOL Ointment - 1ap chira 1 wyp 30g. Dudng dimg: Ding ngodi.

JuLUNUIQ

[OLIR)Og

[COMPOSITION] Ham Iugng hoat chit: Betamethasone dipropionate 0,0643% (wiw),
Betamethasone Dipropionate. ....0.0643% (wiw) Caleipotriol monohydrate 0,005% (w/w). Bio quan dui 30°C, trong bao bi kin
Calcipotriol Monohydrate +0.0.005% (w/w) Khi. Chi dinh, ficu diing vi cich dig, ching ehi dinh: Xin xem i huing din

o 5 5 st dung, Doc k¥ 1 hudng din sir dung tarde khi diing, DE xa tim tay tré em.
MW._O.WﬂW' Mmmuﬂm_n:uoﬁ:o_v Lot No. - San xuit: Dongkeo Bio & Pharma Co., Ltd. 18 Jeyakgongdan 2-gil. Hyangnam

o s s Mfg. Date : dd.mm.yyyy  |-¢uP. Hwaseong-si, Gyeonggi-do, Hin O_.an

Store below 30°C in air tight container. mx.w Date : aPHH.EE Tiéu chudn chat lwgng: Tiéu chudn cor o
[QUALITY SPECIFICATION] VisaNo. - Cde thong tin khic dé nghi xem tr hwimg din sir dung kiém theo.
In-house DNNK:
R Tube 30g

N

wﬁﬂNHHmQﬂ Ointment

Calcipotriol monohydrate, Betamethasone dipropionate

CAREFULLY READ THE ACCOMPANYING INSTRUCTIONS BEFORE USE
KEEP OUT OF REACH OF CHILREN

Manufactured by
[INDICATIONS, DOSAGE and ADMINISTRATION, ) DONGKOO BIO & PHARMA CO., LTD.
CONTRA-INDICATIONS] h ‘ 18 Jeyakgongdan 2-gil, Hyangnam-eup,
Please see the insert paper, Hwaseong-si, Gyeonggi-do, Republic of Korea.
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R
Betatriol ointment

Calcipotriol monohydrate, Betamethasone dipropionate

[COMPOSITION]
Betamethasone Dipropionate....
Calcipotriol Monohydrate...........
(0.05mg as Calcipotriol)
[STORAGE] Store below 30°C in air tight container.
[INDICATIONS, DOSAGE and ADMINISTRATION,
CONTRA-INDICATIONS] Please see the insert paper.

Manufactured by
} DONGKOO BIO & PHARMA CO., LTD.
h w ‘_w__mv.mxmo:mnmsm.u___I<m:osm3.m:v_

Hwaseong-si, Gyeonggi-do, Republic of Korea.

..0.0643% (wiw)
....0.005% (wiw)

Tube 30g

LotNo. :
Mfg. Date : dd.mm.yyyy
Exp. Date : dd.mm.yyyy
VisaNo.
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Rx-Thuéc nay chi diing theo don thuoc

1. TEN THUOC
BETATRIOL Ointment.

2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Thuéc nay chi diing theo don thubc.
Doc kj huong diin siv dung triwée khi ding. Dé xa tam tay tré em.

3. THANH PHAN CONG THUC THUOC

Moi 1g thuoe m& chira:

Thénh phan hoat cht:

Betamethason dipropionat... . ...0,0643% (w/w)
Calc1p0tt1ol (dudi dang (alc1p0t1101 11101‘101]) dlate) vivennes. 0,005% (W/W)
Thémh phan ta dirge: Liquid paraffin, tocopherol, cetanol white petrolatum.

4. DANG BAO CHE
Dang bao ché: Thube mo.
M6 ta: Thude m& mau vang hodc mau vang nhat.

5. CHI DINH o
Piéu tri tai chd bénh vy nén thé mang man tinh ¢ nguoi lon.

6. CACH DUNG, LIEU DUNG

Thube m& BETATRIOL Ointment nén dugce boi 1én ving da bi dnh hudng mot 1An mbi ngay.
Thoi gian diéu tri duge khuycn nghi 1a 4 tuan ba co kinh nghiém v6i viée dicu tri
calcipotriol/betamethasone 16n dén 52 tuan Néu cén thiét thi nén tiép tuc diéu tri hodc diéu tri
nhic lai sau 4 tudn sau khi xem xét y té va dudi sy giam sat y té thuomg xuyén.

Khi str dung céac san pham thude ¢6 chira calcipotriol, lidu tdi da hang ngay khong duge vuot
qua 15 g. Dién tich bé mit co thé duge didu tri bing cac san phdm thudc ¢é chia calcipotriol
khong duoc vuot qua 30%.

Dén sb dic biét

Suy gan va suy thdn

D6 an toan va hidu qua ctia thude m& BETATRIOL Ointment & nhiing bénh nhén bi suy thén
niing hodc suy gan ning chua dugce danh gia.

Tré em
Chua x4c dinh duoc tinh an toan va hi¢u qua cta thube & tré duoi 18 tudi. Khong khuyén céo

dung BETATRIOL Ointment cho tré em va thiéu nién dudi 18 tubi.

Céch dung ) .
Chi nén thoa thubc m& BETATRIOL Ointment 1én ving da bi bénh vay nén. D¢ dat hiéu qua

t6i wu, khong nén tim hogc rira ngay sau khi thoa thudc m& BETATRIOL Ointment.

7. CHONG CHI PINH

Puoe biét man cam voi hoat chét hodc véi bét ky ta duge ndo.

BETATRIOL Ointment duoc chéng chi dinh ¢ thé do da, bénh vay nén bong vy va myun m.
Do ¢6 chita calcipotriol nén BETATRIOL Ointment dugc chéng chi dinh & nhiing bénh nhan
duoc biét c6 1di loan chuyén hoa calci.

Boi lén da mit, tang calci mau hogic nhiém ddc vitamin D.

Do c6 chira corticosteroid nén BETATRIOL Ointment dugc chéng chi dinh trong cac truong
hop sau: Vi rat (nhu bénh herpes va thiy déu) thuong tén & da, nAm hodc nhiém khuén da,
nhiém ky sinh tring, céc bidu hién ctia da lién quan dén bénh lao, viém da quanh miéng, teo
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da, chimg teo da vin soc, d& v& tinh mach da, bénh véy ca, mun trimg cd thong thudng, cac vet
loét, cac vét thuong.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC

Anh huéng trén hé noi tiét

BETATRIOL Ointment chtta nhom I1I-steroid (manh) va phai tranh didu trj dong thot voi cac
steroid khéc. Céc tac dung khong mong mudn duoc thiy cé lién quan voi diéu tri toan than
corticosteroid nhu tic ché tuyén thugng than hodc tac dong dén su kiém soat chuyén hoa dai
thdo dudng cling co thé x4y ra khi diéu tri tai chd corticosteroid do sur hép thu toan than.

Céan tranh bdi & viing b bing bo kin vi nd lam ting su hép thu toan than cta corticosteroid.
Can tranh boi trén dién rong cho ving da bi thuong hodc bai trén mang nhiy hodc ving da nép
gap vi nd lam tang su hap thu toan than cua corticosteroid.

Anh hudng trén su chuyén hoa calci

Do chira calcipotriol nén ting calci huyet c6 thé xay ra khi vugt qua lidu tdi da trong tudn (15g).
Tuy nhién nong do calci trong huyét thanh nhanh chéng trés vé binh thuong khi ngung diéu tri.
Pé giam thiéu nguy co ting calci huyét nén thuc hién triét dé khuyén céo vé lidu dung
calcipotriol. Khong dugc boi thube qua 30% dién tich bé mit co thé.

Phan tng khdng mong mudn tai chd

BETATRIOL Ointment chtta nhém ITI-steroid (manh) va phai tranh didu tri dong thoi V@i cac o
steroid khac trén cing mot dién tich. Da & mét va bo phén sinh dyc thi lat man cam vdi =
corticosteroid. Do dé khéng nén bdi thudc & nhiing ving da nay. Bénh nhan can phai tuan thu "G

cach dung thuoc dung dé tranh boi va lay sang ving da mit, miéng va mat. Can phai rlra tay
sach sau mdi 1dn boi thube.

Nhi&m khuan da dong thoi

Khi nhimg thuong tén tr&r thanh nhitng ving nhiém tring thi phat, can diéu tri véi licu phap —
chéng nhiém khuén. Tuy nhién, khi ving nhiém tring nidng hon, can ngimg diéu trj véi =
corticosteroid.

Ngimng diéu tri

Piéu tri tai chd corticosteroid cho bénh véy nén co thé c6 nguy co bi vay nén mun mu phat toan

than hoic bi tac dung dao nguoe khi nglig didu tri. Vi vAy can tiép tuc c6 gidm sat y té sau

quad trinh diéu tri.

Diéu tri dai ngay

Diéu tri dai ngay s& ting nguy co bi tac dung khong mong muon tai chd va toan than. Can

ngimg diéu tri trong truong hop céce tac dung khong mong mudn lién quan dén diéu trj dai ngay
corticosteroid.

Nhiing str dung chua duoc dénh gia

Chua c6 kinh nghigm khi sit dung BETATRIOL Ointment cho diéu tri bénh viém da dang hot.

Diéu tri dong thoi va phoi nhiém tia UV

Co kinh nghiém han ché cho viée dung BET ATRIOL Ointment cho da du. Chua c6 kinh

nghiém gi khi ding dong thoi véi cée thube chira vay nén khéc dung tai chd hay tdc dung toan

than hoiic diéu tri bang anh sang. Trong qué trinh diéu tri Betatriol Ointment béc si ¢6 thé

khuyén bénh nhén han ché hoic tranh phoi niang qua mire dudi anh sang tw nhién hay nhén tao.

Chi nén ding tai chd calcipotriol véi tia birc xa UV khi béac sT xem x¢t dén loi ich vugt trdi

nguy co.

R&i loan thi gide

R6i loan thi gide dd duge béo céo khi ding corticosteroid tai chd hodc toan than. Néu bénh

nhan ¢6 triéu chimg m& mét hoac nhitng roi loan thi gidc khac, bénh nhan nén kham véi bac st

nhan khoa dé tim nhitng nguyén nhén c thé xay ra nhu duc thiy tinh thé, tang nhan ap, hodc

nhitng bénh hiém nhu bénh mang mach véng mac trung tam ma da duge bao cao khi str dung
corticosteroid tai chd va toan than.
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9. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nit c6 thai:

Chua c6 dit lieu ddy di vé st dung BETATRIOL Ointment cho phu nit mang thai. Cc nghién
ctru trén dong vit voi glucocorticoid cho thay c6 dgc tinh sinh san, nhung mot vai nghién ctru
dich t& hoc cho thiy khong c6 tat di thuong bam sinh trong sb céc (ré so sinh cua cac ba me da
diéu tri voi corticosteroid trong qua trinh mang thai. Nguy co tiém tang cho phu nit mang thai
1a khong chic chan. Do do, trong thoi ky mang thai chi nén sir dung BETATRIOL Ointment
khi loi ich vugt trdi nguy co.

Phu nii cho con b:

Betamethason tiét qua stra me nhung nguy co gly tac dung khong mong muon cho tré so sinh
dudng nhu khong chac xay ra voi lidu didu tri. Khong c6 dir lidu vé su bai tiét calcipotriol
vao sita me. Cén cén trong khi ké don BETATRIOL Ointment cho phu nit dang cho con bu.
Bénh nhén nén duoc hudéng din khéng nén ding BETATRIOL Ointment trong thoi ky cho

con bu.

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

Khéng hodc anh hudng khong dang ké 1&n kha nang 14i xe va van hanh may maéc.

11. TUONG TAC, TUONG KY CUA THUOC

Chua duge biét.

12. TAC DUNG KHONG MONG MUON CUA THUOC

Phan tng khéng mong muén thudong gip nhét trong khi didu tri la cac phan (mg trén da, nhu

nglra va troc da.

Di ¢6 béo céo vé bénh vay nén mun mi va ting ndng do calei huyét.

+ Cdc phan itng bar loi

Quy udc vé tin suét: RAt thuomg gip (= 1/10), thuong gap (= 1/100 va < 1/10), it gép (= 1/1.000
va < 1/100), hiém gap (> 1/10.000 va < 1/1.000), rAt hiém gap (< 1/10.000) va khong 15 (khong

thé u6e tinh duge tir cac béo cdo hién cd).

Tinh trang nhiém triing

ft gdp: = 1/1.000 va < 1/100 Nhiém khuén da*
Viém nang 10ng
Hiém giip: > 1/10.000 va < 1/1.000 Nhot

Roi loan hé mién dich

Hiém gap: > 1/10.000 va < 1/1.000

| Qua min cam

R&i loan chuyén héa va dinh duong

Hiém gap: > 1/10.000 va < 1/1.000

| Tang calci huyét

Réi loan thi gidc

Khong 16

{ Mo mit, bénh mang mach vong mac

Roi loan da va mé dudi da

Thuong gip: > 1/100 va < 1/10

Troc da

[t gap: = 1/1.000 va < 1/100

Teo da

Dot ¢Ap ctia bénh vay nén
Viém da

Ban do

Phat ban**

Ban xuét huyét hodc bdm mau
Cam giac néng rat da

Kich 6 ung da

Hiém gap: > 1/10.000 va < 1/1.000

Bénh vdy nén muyn ma
Chtng teo da vén soc
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Phan tmg nhay cam anh sang
Mun trimg ca
Kho da
R6i loan chung
It gap: > 1/1.000 va < 1/100 Thay d6i sac to & ving da boi thubc
Dau & ving da bodi thudc***
Hiém gap: > 1/10.000 va < 1/1.000 Phan ung tai phat

* Nhiém khuén da bao gdbm nhiém do vi khudn, nam va virat.

** Nhitng loai phan tmg phat ban nhu phét ban tréc da, phat ban théng thudng va phat ban ndi
man.

##* Cam gidc bong & ving boi thude bao gom dau ¢ ving boi thude.

Céc tac dung khong mong mudn quan sat thiy vdi calcipotriol va betamethason tuong Gmg nhu
saul.

Calcipotriol

Céc tac dung khéng mong mudn bao gdm céc phan tng boi tai chd, ngira, kich tmg da, cam
gidac nong bong va nhic nhéi, da khd, ban do, phat ban, viém da, eczema, véy nén gia téng, cac
phan trng nhay cam anh sang va phan tng qua man cam odm mot sb truong hop hiém vé phu
mach va phu mt.

Céc tac dung toan than sau khi boi c6 thé rat hiém xudt hién gay ra ting calci huyét hodc ting
calci niéu.

Betamethason diproprionat

Céc phan tng tai chd co thé xdy ra sau khi boi thude tai chd, dic biét khi bdi thude kéo da,
gdm teo da, g1an mao mach vén da, viém nang, rdm 16ng, viém da quanh migng, viém da tlep
xtc di (mg, mét sic t6 va mun ké dang keo. Khi didu tri vy nén co thé ¢6 nguy co vdy nén
mun mu toan than.

Céc phan ting toan than do boi corticosteroid tai chd hiém khi xay ra & ngudi 16n, tuy nhién,
chung ¢6 thé nghiém trong hon. Ut ché tuyén thugng than, duc thiy tinh thé, nhiém trang, tac
dong dén kiém soat trao ddi chét cua bénh dai thdo dudng va ting ap luc ndi nhén co thé xay
ra, diic biét sau khi diéu tri thoi gian dai. Cac phan tmg toan than xay ra thudng xuyén hon khi
boi dudi 16p bang bo (chét déo, nép glp da), khi boi trén dién rong va trong qua trinh didu tri
dai ngay.

Thong bdo ngay cho bdc s§ hodc dwoc sy nhitng phin teng cé hgi gap phai khi st dung
thuoc.

13. QUA LIEU VA CACH XU TRI

1. Qud liéu:

Dung qué 11eu khuyén céo c6 thé din dén nong do calci huyét thanh ting 1én nhung nhanh
chong trd vé binh thudng khi nglng didu tri.

Dung tai chd corticosteroid dai ngay qua mre ¢6 thé e ché chire ning tuyén yén-thugng than
dén dén thiéu hut tuyén thuong than thir phét, thong thudmng bi ddo nguoc. Trong nhiing trudng
hop nhu vy duge chi dinh diéu tri triéu chimg.

2. Cdch xir tri khi dimg thudc qud Ireu

Trong trudmg hop gip doc tinh man cén ngimg diéu trj corticosteroid tur tir.

14. PAC TINH DUQC LUC HQC

Ma ATC: DOSA X52.

Nhom dwge ly: Thubc diéu tri vAy nén khac dung tai chd, Calcipotriol dang phdi hop.
Calcipotriol la mot chét twong tu vitamin D. Céc dir ligu trong thi nghiém cho thdy ring
calcipotriol gy ra sy biét hoa va ngan chan sy gia tang cua t& bao stmg. Pay chinh la co sO
cho tac dung trén bénh vay nén.

Gmng nhu céc corticosteroid duing tai chd khéc, betamethason dipropionat c¢ tinh khang viém,
chéng ngira, co mach va cac déc tinh trc ché mién dich, tuy nhién, thube khdng didu tri duge

Piar/ 4

N o
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cdn nguyén cua bénh. Tdc dung cua thudc c6 thé gia ting khi bing bé chit do tang tinh thim
qua 16p stmg. Ty [& céc tac dung phu s€ tang 1én boi ly do nay. Nhin chung co ché tac dung
khéng viém cta cac steroid dung tai chd con chwa 13 rang.

15. PAC TINH DUQC DPONG HOC

Céc nghlen ctru lam sang, véi thude m& duge dénh d4u bang dong vi phéng xa cho thiy su hap
thu toan than cua calcipotriol va betamethason ciia BETATRIOL Ointment thap hon 1% cua
lidu (2,5g) khi bdi cho da binh thudng (625cm2) trong 12 gio. Boi cho ving da vdy nén mang
va dudi 1ép bang bo kin co thé lam tang sy hép thu tai chd cta corticosteroid.

Su hip thu qua da bi ton thuong la xdp xi 24%. Su lién két pLotem 1a xép xi 64%. Thoi gian
ban thai huyét tuong sau khi tiém tinh mach la tir 5-6 gio. Thoi gian bén thai sau khi boi ngoai
da mat vai ngay do thudc con luu & trong da. Betamethason dugc chuyc,n hoéa chi yéu qua gan,
nhung ciling thai qua than thong qua lién hop véi acid glucuronic va goc sulfat. Bai tiét qua

nuéce tiéu va phan,

16. QUY CACH DONG GOI
Hop gidy chia 1 tuyp nhdm 30g.

17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC
»  Pjéu kién bao quin
Béo quan dudi 30°C, trong bao bi kin khi.
" Han dung
24 thang ké tir ngay san Xuét,
»  Tiéu chudn chit lwgng cia thude
Tiéu chuén co so.

18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

ﬁ DONGKOO BIO & PHARMA CO., LTD.
18 Jeyakgongdan 2-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Han Québc.



