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Thudc m& béi ngoai da

TROZIMED-B

Thudc béan theo don
Thuée ding ngoai
DE xa tam tay tré em
Doc ki huéng dan sif dung trudc khi diing
Théng bao ngay cho béc sy hodc dugc sy nhiing tac dung khéng mong
mudn khi si dung thudc

1. THANH PHAN

Mbi tuyp (30 g) chia:

Dugc chat:

Calcipotriol . ... 1,5 mg (50 meg/ g)

(dudi dang Calcipotriol monohydrat)

Betamethason ... 15 mg (500 meg/ g)

{dudi dang Betamethason dipropionat)

Ta dugc: Sorbitan oleat, vitamin E, parafin 1dng, vaselin, propylen glycol, polysorbat 80,
natri phosphat dibasic, EDTA, nudc tinh khiét.

2. MO TA SAN PHAM
Tuyp nhém chita thuSc md& mau tring duc, déng nhat.

3. CHIBINH
Bénh vay nén thong thuding dang méang bam & ngudi |dn trén 18 tusi.

4.LIEU DUNG - CACH DUNG

Liéu dung:

Ngudi 1dn: Bsi thude lén viing da bj bénh 118n mdi ngay.

Khuyén cao thdi gian cho méi dot diéu tri 1a 4 tudn. D3 6 trudng hgp diing
calcipotriol/ betamethason nhiéu dot [3p lai d€n 52 tudn, Ti€p tuc didu tri hodc bat
dau diéu tri lai sau 4 tudn néu can thiét, chi nén tiép tuc diéu trj sau khi ra sodt ky
tinh trang bénh nhén va dugc thuc hién dudi sy gidm sat chat ché clia can bo y té.
Khi sif dung cac ché pham chda calcipotriol, téng lugng thuée chifa caicipotriol
diing t6i da hang ngady khéng nén vugt qua 15 g. Dién tich viing da béi thudc
khéng vuot qua 30% dign tich bé mat co thé.

DOl tuong dac biét
Bénh nhan suy than/ gan

An toan va hiéu qua clia thudc & bénh nhan suy than ning hodc r6i loan chic nang
gan nang chua dugc danh gid, Do d6, khuyén cdo khdng ding thude cho nhiing
bénh nhan nay.

Tré em va thanh thiéu nién (dudi 18 tuéi)

An toan va hidu qua clia thudc & tré em dudi 18 tudi chua dugc thiét lap. Vi vay
khéng nén st dung thudc & tré em dudi 18 tudi.

Céch diung:

TROZIMED-B dugc diing ngoai da. Khéng dugc udng hodc dua thudc vio trong cd
thé. Chi béi thudc trén ving da bj bénh,

Ludn ria tay trude khi boi thude.

Tranh dUng thuée dudi bang ép vi né 1am ting hdp thu corticosteroid vao co thé ban.
Trénh diing thudc trén viing da tdn thuong rong, trén mang nhiy holc trong cac
nép gép da (hang, nach, dudi vi) vi ¢6 thé lam ting hap thu thudc.

Khong bai thudc 1én mét hodic bd phan sinh duc vi cac viing da nay rat nhay cdm
vdi thude.

Khéng trén [an TROZIMED-B véi cac thudc khac.

Ban ¢6 thé bép thudc tryc tiép 1én ving da bi vay nén hoic bop thudc ra ngon tay
sach trudc r6i boi 1én viing da bi vay nén. Ban nén béi mét idp thudc day sau dé xoa
nhe nhang dé pht: hét viing da bj vy nén cho dén khi thuSc thdm hét.

Trit khi ban diing thuc dé didu tri vay nén trén tay, ludn rifa tay sau khi boi thudc.
Viéc nay sé ngan ngia viéc thudc vé tinh dinh vao cdc phan khac cla cd thé, Ban
khong cdn lo lang néu thudc dinh vao viing da binh thudng gén viing da bj vay
nén, tuy nhién, ban nén lau sach néu thudc boi lan ra qué réng.

D& dat hiéu qua diéu tr{ t3i uy, ban khéng nén rita noi boi thudc hodc tim ngay sau
khi ditng thudc.

Sau khi boi thudc, tranh dé da tip xtc véi cic loai vai dé bj dinh ddu mé (nhu vai lua).
Ban nén gilf da minh d d6 dm, déc biét [a sau khi tdm. Néu ban diing kem dudng
&m thi hdy doi kem thdm trudc khi diing thudc.

Tranh ti€p xdc qua nhiéu véi anh ndng ty nhién, anh sang dén hojc quang tr lidu.
Héu hét bénh nhan sé thdy két qua 15 rang sau 2 tuan diéu tri, cho du khi d6 bénh
vay nén chua khai hét.

5. CHONG CHI DINH
Man cam calcipotriol, betamethason hodc vdi cac corticosteroid khéc hodc vai bat
ky thanh phan nao cla thudc.

Bi r&i loan chuyén hoa calci.

Bénh nhén cé bénh Iy gan, than néng,

Do thudc ¢6 chia thanh phén corticosteroid |a betamethason nén: Chéng chi
dinh diing thudc cho ngudsi bénh bj tdn thudng da do virus (nhu herpes hojc thiy
déu), nhiém triing da do ndm hodc vi khuéin, nhiém ky sinh tring, biéu hién trén
da lién quan dén bénh lao, viém da quanh miéng, teo da, ran da, tinh mach dudi
da mong, bénh vay ¢a, mun tring ca thé thong thudng, mun tring cé dd, da mit
a0, loét va vét thuong.

Bénh vy nén dé da, troc vy va cé mu.

Khéng st dung cho mét, da mat.

6. CANH BAO VA THAN TRONG KH1 DUNG THUGC

Tac dung trén hé ndi tidt

Thuéc ¢6 chifa corticosteroid hoat tinh manh (nhom i), trénh diing déng thai véi
céc steroid khac,

Tac dung khéng mong muén lién quan dén viéc diéu trj corticosteroid toan than
nhu tic ché vd thugng than hodic tac déng trén kiém soat chuyén héa trong bénh
dai théo duding cling ¢6 thé xay ra khi diéu tri véi corticosteriod tai chd do kha
nang hdp thu toan than cia corticosteroid.

Tranh bbi thudc lén viing da réng bj tén thuang, bing kin, hodc bai /én niém mac,
mang nhdy hodc ving da c6 nép gp vi c6 thé 1am ting hip thu toan than
corticosteroid,

Trong mét nghién cliu & nhing bénh nhan bj vay nén dién réng trén da déu va
toan than, khi cho ding liéu cao phdi hop calcipotrol/ betamethason dang gel
(boi da dau) va thudc ma (boi toan than) cho thay 5 trong s6 32 bénh nhan gidm
gidi han dap dng cortisol véi harmon vd thugng than (ACTH) sau 4 tuan diéu trj.
Tac dung trén chuyén héa calci

Do thudc chifa thanh phan |2 calcipotriol, ting calci huyét ¢6 thé xdy ra néu diing
vugt qué lugng thudc chita calcipotriol t6i da hang ngay (15 g) va nhanh chéng
héi phuc khi ngling diéu tri. Nguy co ting calci huyét giam khi tuan thi lidu
khuyén céo. Dién tich viing da bdi thudc khéng dugc vugt qua 30% dién tich bé
mit co thé.

Tac dung khong mong mudn tai chd

Thudc ¢6 chita corticosteriod hoat tinh manh (nhém Ilf) nén tranh ding déng thdi
vdi cac corticosteroid khac trén cling mét ving da. Da mét va bd phén sinh duc rat
nhay c&m véi cac corticosteriod, Do d6, khong dung thuSc trén nhitng ving da
nay. Bénh nhan phéi duge hudng dan st dung thudc ding céch dé tranh boi
thudc hodc vo ¥ 1am dinh thudc [én mat, mieng va mét.

Nén khuyén bénh nhén rla tay sau khi bdi thudc va tranh vo ¥ lam dinh thudc vao
cac phan khac clia co thé, déc biét 1a 1én mit. Chi dugc diing ngoai, khéng ding
tra mdt, uéng hodc diing trong am dao.

Thudc chia calcipotriol ¢6 thé gy kich ting da thudng tén va da bao quanh
khéng lién quan.

Nhiém tring da dong thai

Nén diéu trj bang fiéu phap khang sinh thich hop trong truding hgp tén thuong bi

nhiém triing thif cdp, ngltng diéu trj vdi corticosteroid néu nhiém triing ning hon,

Ngung diéu tri

Diéu trj vdy nén béng corticosteroid tai chd ¢ thé cé nguy o bj vay nén mun mu
toan than hodc cac téc dung héi Ung khi ngung diéu tri. Do d6, can tiép tuc gidm
sat chit ché sau khi ngung thudc. Tranh ngling thudc ddt ngot.

Diéu tri kéo dai

Ding thuéc kéo dai lam tang cac nguy co gdp phai cac téc dung khéng mong
mudn cla corticosteroid tai chd va toan than. Nén ngung diéu tri néu c6 trudng
hop gdp phai cic tdc dung khdng mong mudn lién quan dén vidc sit dung kéo dai
corticosteroid.

Diéu tri chua duge danh gia

Chua ¢6 kinh nghiém sit dung dang phdi hop calcipotriol/ betamethason trong
didu trj vdy nén guttate.

Piéu tri phdi hop va phoi nhiém tia UV

Kinh nghiém diing thugc trén da dau con han ché.

Thudc md calcipotriol/ betamethason diéu trj cic tén thuong vay nén toan than
da dugc s dung phdi hop véi calcipotriol/ betamethason dang gel diing cho cc
tén thuong vdy nén trén da diu, tuy nhién, kinh nghiém diing phéi hop
calcipotriol/ betamethason véi céc ché pham diéu tri vay nén diing tal chd khéac
trén cling viing diéu tri, véi cic ché pham diéu trj vay nén dudng toan than hoic
quang trj liu con han ché,

Khuyén cao bénh nhan nén tranh hodc han ché phoi da dudi dnh ning ty nhién
hodc nhan tao. Chi sit dung calcipotriol diéu trj tai chd cling véi phat xa UV khi bac
sy va bénh nhan can nhic rang |gi ich vuot trdi so véi nguy co.

Cénh bdo lién quan dén ta dugc

Thudc ¢ chita propyten glycol c6 thé gy kich ting da, polysorbat 80 c6 thé gay dj tng.
Do thudc ¢6 chiia propylen glycol, khéng diing thudc cho vét thuong hé hoac cac
t6n thuong trén da c6 dién tich 16n (nhu bang) ma khang théng bao véi bac sy
hodc dugc s§.

7.50 DUNG CHO PHU NU' CO THAI VA CHO CON BU

Phu nit mang thai

Nghién ctu trén dong vat d6i véi cac glucocorticoid cho thay ¢ ddc tinh sinh sén,
nhung trong mét s8 nghién cu dich t& hoc (két qua tir dudi 360 phy nit mang
thai) khong thdy c6 di tat bam sinh & tré dugc sinh ra tif me dugc didu trj béng
corticosteroid trong thai ky. Nhitng nguy ¢o trén ngudi chua ré. Calcipotriol qua
dugc nhau thai, tuy nhién chua cé nhimg nghién ciu c6 kiém soat, ddy di & phy
n{r mang thai. Calcipotriol diing ngoai da dugc hdp thu mét it vao co thé nhung




khéng dugc cho |3 lam thay d6i can béng calci ndi moi.

D4 ghi nhan c6 sy gidm can & tré sd sinh khi ngudi me dling corticosteroid kéo dai,
vi khd ning c ché vo thugng than & tré méi sinh do me diing corticosteroid kéo
dai, nén khi ké don can can nhic gida lgi ich va nguy co & tré.

Phuy nit cho con bii

Chua 18 calcipotriol ¢6 tiét vao sita me khéng.

Su phén bé calcipotriol trong cg thé dugc dy doén tuong ty nhu cac vitamin khac.
Sir dung calcipotriol trong thdi gian ngin trén mét bé mat nhd khong dan dén sy
hép thu toan than va chua théy ¢6 tic dong lén tré ba me. Trong nhing truding hop
khic, khéng khuyén cao cho con bl khi dang dung calcipotriol.

Betamethason phan b dudc vao trong sifa me nhung & liéu diéu tri thudng khang
géy cac téc dung khéng mong mudn cho tré bd me.

Can thén trong khi diing thudc m& calcipotriol/ betamethason cho phu ni dang
trong thdsi ky cho con bu, khuyén céo bénh nhan khdng nén cho con bt khi dang
diing thudc. R

Bénh nhan cin dugc hudng dén khong dugce bdi thudc lén va khi cho con bu.

Khé nang sinh sén

Cac nghién citu trén chudt udng calcipotriol hodc betamethason dipropionat
khéng thdy ¢6 sy suy gidm kha néng sinh sdn ¢ ¢ nam va ni.

8. ANH HUGNG DO1 VGI KHA NANG LAI XE VA VAN HANH MAY MOC
TROZIMED-B khéng c6 &nh hudng hoc dnh hudng khéng dang ké dén kha ning
ldi xe va van hanh méy méc.

9. TUONG TAC, TUGNG KY COA THUGC

Tudng tac ctia thudc:

Dang phéi hop calcipotriol/ betamethason

Chua ¢é nghién cliu tudng tac thude nao dugc thuc hign véi dang phéi hop
Calcipotriol/ betamethason.

Calcipotriol

Khi dling thudc d6ng thdi véi didu tri bing dnh sang t ngoai B, cén boi thubc it
nhét 2 gidy trude khi hodc sau khi chiéu tia cuc tim @é tranh tam gidm tac dung cia
tia t{f ngoai ciing nhu cia calcipotriol.

Ding déng thai calcipotriol va acid salicylic diing ngoai da ¢6 thé dan dén mét tic
dung cla calcipotriol.

Khéng st dung ddng thdi véi cac ché pham bé sung calci hodc vitamin D hodc cac
thudc ting cudng khé dung toan than cla calci.

Chua c6 kinh nghiém vé& phdi hap vii cac thudc trj vay nén khéc trén cling mét
viing da vao cling mét thai digm.

Tuong ky cdia thudc:

Khéng ap dung.

10. TAC DUNG KHONG MONG MUGN

Thuong gap, 17100 < ADR < 1/10

Da va mé dudi da: Tréc da, ngia.

It gdip, 1/1.000 < ADR < 1/100

Nhidm triing va nhiém ky sinh triing: Nhiém triing da (bao gém c& nhiém tring da
do vi khuan, ndm va do virus), viém nang léng.

Da va mé dudi da: Teo da, dot cdp clia bénh vay nén, viém da, chiing do da, phat
ban (nhiéu loai phan (ing phat ban nhu ban da tréc vay, ban dét san va phat ban
mun m), ban xudt huyét hay bdm méu, cadm giéc bong rat da, kich tng da.

Toan than va ngi sif dung: Thay d6i sic t6 da tai noi béi thudc, dau tai noi boi thudc
{bdng rat bao gém dau tal noi béi thudc).

Hiém gdp, 1/10.000 < ADR < 1/1.000

Nhiém triing va nhiém ky sinh tring: Mun nhot.

Mién dich: Qua man.

Chuyén héa va dinh dudng: Tang calci huyét.

Da vd mé dudi da: Bénh vay nén mun m, ran da, phan Ung nhay cadm anh séng,
mun tring cd, kho da.

Toan than va noi sif dung: Higu (ng héi tng.

Tréem

Trong mot nghién cifu dugc thyc hign & 33 tré em tif 12 - 17 tudi dugc diéu tri bénh
vy nén théng thuding bang thudc md calcipotriol/ betamethason trong vong 4
tudn t6i lidu t8i da 56 g/ tudn. Khéng c6 tac dung khdng mong mudn khac duac
béo cio va khang thdy tac dung lién quan corticoid toan than. Tuy nhién, khong
thé dua ra két luan chic chdn vé an toan clla thudc md dang phdi hgp nay tréem
va tré vi thanh nién.

Céc tac dung khong mong mudn dudi day dugc cho la 6 lién quan téi nhém dugc
1y tuang ting clia calcipotriol va betamethason:

Calcipotriol

Tac dung khong mong mudn bao gém phan ting tai vi tri boi thudc, ngia, kich tng
da, cdm gidc bdng va ngua ran, khé da, héng ban, ndi mén, viém da, eczema, vay
nén ning thém, viém da quanh miéng, phan tng nhay cdm anh séng va mén cdm
{bao gém ca nhiing ca hiém gép phll mach va phit mat).

Téc dong todn than rdt hi€m gip: Tang calci huyét hodc tang calci niéu.
Betamethason (dudi dang dipropionat

Céc tac dung khong mong muén tai ché ¢6 thé gip phai sau khi boi thudc, dic biet
Ia khi sif dung kéo ddi, bao gém teo da, gidn mao mach, ran da, viém nang long,
ram 16ng, viém da quanh miéng, viém da ti€p xdc, mét s3c t6 va keo mun thit.

Khi diéu tri vay nén biing corticoid cé thé cé nguy co bj vy nén mun mu.

Téc dung toan than do corticosteroid hiém gap & ngudi ldn, nhung c6 thé nghiém
trong. Uc ché vd thugng than, nhidm tring, ting calci huyét, duc thay tinh thé, anh
huéng dén kiém sodt duding huyét & ngudi bénh dai thao dudng cb thé xay ra, dic

biét khi didu tri kéo dai. Phan ng toan than thudng gip hon khi ding thudc trén
viing da réng, viing da dudi bang ép (nhua, cac nép gip da) va khi didu tri kéo dai.
Thuc c6 thé gdy ra cdc tdc dung khdong mong mudn khdc, Can theo déi chdt ché va
khuyén cdo bénh nhan théng bdo cho bdc sy nhiing tdc dung khdng mong mudn gdp
phdi khi st dung thuée.

11.QUA LIEU VA CACH XU TRI

St dung thudc qua tiéu khuyén cdo cb thé gay ting calci huyét nhung sé nhanh
choéng hdi phuc sau khi ngling thudc,

Dé&u hiéu 1am sang cta ting calci huyét bao gém: Da niéu, biéng &n, budn nén,
nén, téo bén, gidm truong luc ¢g, trdm cam, 10 1an va hon mé.

Theo di ndng do calci huyét thanh 1 13n/ tudn dén khi néng d6 calci vé muic binh thudng.
St dung kéo dai cac corticosteroid tai chd ¢ thé tc ché truc dudi d6i - tuyén yén -
tuyén thugng than, tam suy tuyén thugng than thi phat ¢6 héi phuc. Trong trudng
hop nay, bénh nhan nén dugc diéu tri tridu ching.

Trudng hgp ngd ddc man tinh, phai ngung thudc tirtit.

C6 béo cdo mét bénh nhan vdy nén doé da rong da xudt hién hoi chiing Cushing sau
khi lam dung thudc (da diing 240 g thudc mdi tudn, tuong dng 34 g/ ngay trong 5
thang), va b vay nén mun md sau khi ngung diéu tri dot ngot.

12. DUGC LYCHOC

Nhoém dugce ly: Thudc didu trf vay nén khac dung tai chd, calcipotriol dang phéi hgp.
Ma ATC: DOSAX52.

Calcipotriol

Calcipotriol 12 mét dan chét téng hgp clia vitamin Dy, ¢6 tac dung diéu tri vay nén.
Co ché téc dung chinh xac d6i vdi bénh vay nén cla calcipotriol chua duoc hiéu
&y &0, tuy nhién, nhiing biing chiing in vitro cho thdy thudc kich thich sy biét héa
va ic ché tang sinh clia nhiéu loai t& bao trong 6 6 té€ bao sling. Téc dung nay xdp
xi tuong duong vdi vitamin D tu nhién nhung cho thdy hiéu qué st dung calci ciia
calcipotriol kém vitamin D ty nhién tdi 100 - 200 lan,

Betamethason

Tuong ty nhu cac corticosteroid tai chd khac, betamethason dipropionat ¢6 téc
dung khang viém, khéing ngifa, co mach va lc ché mién dich, nhung khéng c6 tac
dung diéu trj can nguyén ctia bénh. Bing cach biing kin, téc dung ¢6 thé ting lén
do tang thim thude qua té bao siing, tuy nhién tac dung khong mong mudn cing
& tang. N6i chung, cd ché khang viém clia cac steroid tai chd chua dugc hidu rd.

13. DUGC PONG HOC

Hdp thu: Sy hép thu toan than clia calcipotriol va betamethason tlf dang thude mé
phdi hgp hai hoat chit trén chua dén 1% liéu dung (2,5 g} sau khi boi 1én ving da
binh thudng (625 cm?) trong 12 gi&. B6i thudc 1én viing da bj vay nén va bing kin
6 thé fam ting sy hap thu clia cac corticosteroid tai chd. Ty 1& thudc dugc hép thu
qua da bj t8n thuong khoang 24%.

N&ng 86 calcipotriol va betamethason dipropionat trong mau déu dudi mitc dinh
lugng & ca 34 bénh nhan didu tri vdy nén toan than va & da diu trong 4 - 8 tudin véi
c& thudc gel va thudc md chita hai hoat chat. Néng 6 mot chét chuyén héa clia
calcipotriol va mdt chét chuyén héa cla betamethason & muc ¢é thé dinh lugng &
mot vai bénh nhan.

Phén b: Thudc lién két vai protein khodng 64%. Nghién cifu & chudt cho thdy
calcipotriol va betamethason phan bé cao nhét an lugt trong than va gan.
Chuyén héa: Sau khi hip thu, c& hai hoat chit - calcipotriol va betamethason - déu
dugc chuyén hda nhanh va hoan toan. Betamethason dugc chuyén héa chii yéu &
gan, mdt phan & than dudi dang cac ester sulfat va glucuronid,

Théi trir: Thai gian bén thai clia hai hoat chét trong huyét tuong sau khi ding
duding tiém tinh mach 12 khodng 5 - 6 gid. Do mét lugng thudc dugc giif trong da,
thudc sau khi boi dugc thai trif theo timg ngay.

Calcipotriol thai trif chit yéu qua phan (chudt ¢dng va lgn nho) va betamethason
thai trlr chl yéu qua than (chudt nhat va chudt cdng).

14. QUY CACH DONG GOI: Hop 1 tuypx30g.

15. DIEU KIEN BAO QUAN, HAN DUNG VA TIEU CHUAN CHAT LUONG

Piéu kién bio quan: D& thudc noi kho rdo, tranh dnh séng, nhiét 46 khong qua
30°C va ngodi tdm vdi clia tré em.

Han ding: 36 thang ké tif ngay san xudt.

Tiéu chudn chat lugng: Tiéu chudn nha san xuét.

16. NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUGC: 07/08/2018

17.TEN, DIA CHi VA BIEU TUONG CUA €O SO SAN XUAT

DAVIPHARM

Sdn xudt tgi: CONG TY €6 PHAN DUQC PHAM DAT VI PHU (DAVIPHARM)
Ld M7A, Budng D17, Khu Céng nghiép My Phudc 1, Phudng Théi Hoa,
Thi xa Bén Cat, Tinh Binh Dugng, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

0451.T1
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