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3 CONG TY CO PHAN DFQ'C PHAM AN THIEN MAU NHAN HQP DANG KY LAN PAU

AN THIEN PHARMA 314 Bong Sao, Phwing 5, Quan 8, TP. Hb Chi Minh

1 - Mau nhan hdp chira 1 tuyp 5 gam thuéc m& bai da
2 - Mau nhén tuyp 5 gam thuéc mé& béi da
(S6 16 SX, han ding dugc dap néi trén tuyp)
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CONG TY CO PHAN DUQ'C PHAM AN THIEN
AN THIEN PHARMA 314 BOng Sao, Phuding 5, Quéan 8, TP, Hd Chi Minh

MAU NHAN, HOP DANG KY LAN PAU

1 - Mau nhén hdp chiva 1 tuyp 15 gam thuéc mé boi da
2 - Mau nhan tuyp 15 gam thuéc m& béi da
(S6 16 SX, han ding dugc dap ndi trén tuyp)
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CONG TY CO PHAN DUOC PHAMAN THIEN  pa K4y NHAN HOP PANG KY LAN PAU

ANTHIEN PHARMA 314 Bdng Sao, Phuding 5, Quén 8, TP, Hd Chi Minh

1 - Mau nhan hép chira 1 tuyp 30 gam thuéc mé& boi da

2 - Mau nhén tuyp 30 gam thuéc mé& béi da
(S6 16 SX, han ding dugc dap néi trén tuyp)
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CONG TY CO PHAN DU'Q'C PHAM AN THIEN
AN THIEN PHARMA 314 Bbng Sao, Phudng 5, Quén 8, TP. Hd Chi Minh

MAU NHAN, HOP DANG KY LAN DAU

1 - Mau nhan hdp chira 1 tuyp 60 gam thuéc mé bdi da
2 - Mau nhén tuyp 60 gam thuéc mé boi da
(S6 16 SX, han dung dugc dép néi trén tuyp)
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TO HUGNG DAN SU DUNG THUOC

®Thu5¢ nay chi dimg theo don thuéc

THUOC MG BOI DA

A. T CALCIPOTRIOL 0,005 %

“Dé xa tam tay tré em”
“Poc kfj hudng dan sir dung trucc khi dung”

THANH PHAN
Hoat it CAlBIPOIIO] ot e b i s 0,005%
4L T AT ) e AR iy S AN e 1 tuyp.

(Dinatri EDTA, paraffin oil light, PEG-2 stearyl ether, cetyl alcohol, dinatri hydrogen phosphat
dodecahydrat, vitamin E, propylen glycol, nude tinh khiét, white petrolatum.)

DANG BAO CHE: Thubc mé bdi da.

M& ta san phdm: Thudc mé tring, thé chit mém min, ddng nhét.

CHi PINH

Diéu trj tai chd bénh vay nén mang (vay nén thong thudng) tir nhe dén vira.
LIEU DUNG VA CACH DUNG

Liéu ding

Ngwoilon

Pon diéu tri

B6i thudc 1én ving da bj ton thuong 1 — 2 1an/ngay.
Khéi du diéu tri nén bdi thube 2 lan/ngﬁy Déi voi dleu trj duy tri, thy vao mirc d dép tng 1am
sing clia bénh nhan ma c6 thé giam s6 Ian béi thube xudng 1 1an/ngay.

Liéu t6i da mdi tudn khong vuot quéa 100 g. Néu st dung ciing v6i céc san phim ding tai chd
khac c6 chira calcipotriol khéc thi tdng lidu dung cta calcipotriol khéng duge vuot qué 5 mg.

Thai gian dleu tri phu thudc vao dép tmg 1am sang. Hiéu qué diéu trj thudng thiy rd rét sau 4 — 8
tudn, c6 thé diéu tri 13p lai.

Diéu tri két hop

Két hop véi corticosteroid tai chd: 1 1an/ngay.

Tré em

Tré em trén 12 tuéi: Boi thude 1én ving da bi ton thuong 2 1dn/ngay. Lidu t6i da mdi tun khong
qua 75 g.

Tré em tir 6 — 12 tudi: Boi thube 1én viing da bj tén thuong 2 lan/ngay. Lidu tdi da m&i tudn khong
qua 50 g.

Tré em dieci 6 tuo: Chura c6 nhiéu kinh nghiém vé viéc sir dung thudc mé boi da chira calcipotriol
cho tré em & tudi ndy. Khéng ding cho tré em dudi 6 tudi.

Kinh nghiém ding trén 1am sang ¢ tré em cho thay thudc m& boi da chira calcipotriol an toan va
hiéu qua trong 8 tudn vai liéu trung binh 15 g/tudin, nhung an toan va hiéu qua phy thugc vao lidu
gitta c4c bénh nhan. Liéu ding nén duoc dé nghi dva trén ‘mirc d6 cua bénh vay nén, nhung khong
nén vuot qué lidu khuyén céo. Khong c6 kinh nghiém v& viée sir dung két hop thudc ma bdi da
chira calcipotriol véi céc liéu phap khéac & tré em.
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Cach dung

B6i mot 16p mong thude m& 1én ving da bi tdn thuong, thoa nhe nhang dé thdm thudc déu. Rira
tay trudc va sau khi bdi thude.

CHONG CHI PINH

Qua mén véi calcipotriol hogc bt ky thanh phn nao cua thube.

Bénh nhén bi suy than hodc suy gan ning.

Bénh nhan dugc biét ¢o rdi loan chuyen héa calci hoic dang diéu tri bang c4c san phdm lam tang
calci mau.

Bénh nhén ting calci mau.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Anh hudng d@én chuyén héa calci

C6 thé 1am tang calci méu néu sir dung qua lidu tdi da/tudn dugc khuyén céo. Tuy nhién, calci
méu se tr& lai binh thudng khi ngimg diéu trj. Nguy co xay ra tinh trang tang calci mau la tbi
thiéu néu bénh nhén tuan thu ddy du cac khuyén céo vé lidu lién quan dén calmpotrlol

Cén than trong khi sir dung thu6c cho nhimng bénh nhin méc cac bénh vay nén khéc, vi da ¢6 bdo
céo vé ching ting calci mau & nhirng bénh nhan bi bénh vay nén dang mun mu hodic vay nén ban
do.

Cic phdn ieng bét lgi xdy ra tai vi tri ding thuéc
Khong nén béi thubc m& 1én mit, vi c¢6 thé gay kich tng da. Bénh nhan can dugc hudng dan sir

dung cach dung thudc diing d tranh béi hodic v6 tinh 1am tiép xtc véi thubc tai ving da mit. Cén
phai rira tay sau khi bbi thudc.

Khéng nén sir dung két hop v6i cc chét ¢6 tac dung ting cudng hip thu thube (nhu acid salicylic)
vi c6 thé tac dong dén su chuyén héa calci.

Trong thoi gian diéu tri thudc, bénh nhén han ché hojc tranh tiép xtc qué nhiéu véi 4nh séng tu
nhién hogc nhén tao. Chi nén sir dung calcipotriol tai chd véi tia birc xa UV khi loi ich vugt troi
S0 V@i nguy co.

Cinh bdo td dugc

Thanh phén thubc c6 chira cetyl alcohol, c6 thé gay cac phén (g tai chd trén da (nhu viém da
tiép xuc).

Thanh phan thuéc c6 chira propylen glycol, c6 thé gay kich ing da.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir c6 thai

Tinh an toan cia viéc stir dung calcipotriol cho phu nit ¢6 thai chwa duoc thiét lap. Céc nghlen
ctru trén dong vit cho thay da co xuat hién dc tinh sinh san khi sir dung calcipotriol dudmg ubng.
Dé phong ngira xay ra doc tinh, t6t nhit nén tranh sir dung trong thai ky, chi stir dung khi loi ich
vuot tri hon so vdi nguy co.

Phu nir cho con bu

Khéng biét ligu calcipotriol c6 bai tiét qua sita me hay khong. Thén trong khi ké thudc cho phu
nir cho con bui. Khéng boi thude 1én vii trong khi cho con bu.

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

Calcipotriol khong c6 anh hudng hogic anh hudng khong déng ké 1én kha niing 14i xe va van hanh
may moc.

TUONG TAC, TUONG KY CUA THUOC
Twong tic thude
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Sir dung ddng thoi voi C4C san phém vitamin D toan than, cic san phim bd sung calci hoic céc
tac nhén khéc lam téng ndng do calci méau nhu thude loi tidu thiazid, oestrogen, steroid ddng hoa
va hormon tuyen cén gidp hodc cac hormon tuong tu ¢ thé lam tdng nguy co ting nong do calci
méu dang ké trén 1am sang

Chua c6 kinh nghiém vé viéc sir dung ddng thoi calcipotriol v6i cac san phim didu tri vay nén
khéc tai ciing mot vi tri trén da.

Twong ky

Do khéng c6 cac nghién ciru vé tinh tuong ky ctia thuc, khong tron 13n thude nay véi céc thube
khéc.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Céc tac dung khong mong mubn thudng xuyén Xay ra nhét trong qua trinh didu trj Ia céc phéan
trng da dang trén da nhu ngua va bong tréc da. Tac dung toan than ciing da dugc bao cdo: ting
calci mau va ting calci niéu. Nguy co xay ra cc tic dung toan than trén ting lén néu bénh nhan
dung qué tong liéu khuyén céo.

Céc téc dung khong mong mudn sau ddy dugc bio céo véi cac thn suit twong (ng: Rat thieong
gap (ADR 2 1/10), thuong gap (1/100 < ADR < 1/10), it géip (1/1.000 < ADR < 1/100), hiém gép
(1/10.000 < ADR < 1/1.000), rdt hiém gép (ADR < 1/10.000).

R6i loan hé co quan Tén suét Téc dung khéng mong mudn
Nhiém tring va nhiém ky It gap Viém nang 16ng.
sinh tring
Hiém gap Phéan img qua man bao gbm phii mach, phi

A A o X .
Ro6i loan hé thong mién dich mit hokio phil quanh bung.

Roi loan chuyén héa va dinh | Hiém gap Téng ndng d6 calci mau.
dudng

Roi loan da vi mé dwéida | Thuwong gidp | Kich img da, ngira, cam giac nong rét da, ban
do, bénh vay nen trAm trong hon, bong tréc
da, viém da tiép xuc.

| It gap Khé da, phat ban (bao gdm ban d6, ph4t ban
ndt san, phat ban dang sdi, phat ban mun mu).

Hiém gap May day, phil da, phan (rng nhay cam viém

da ting tiét ba.
Roéi loan than va tiét niéu | Hiém gap Téng calci niéu.
R4i loan chung va tai vi tri | [t gdp Dau, thay dbi sic té da tai vi tri boi thudc.

diing thudc

Théng bdo ngay cho bdc si hodc dwgc st nhitng phdn veng cé hai gdp phdi khi sir dung thuéc.
QUA LIEU VA CACH XU TRI
Qué liéu khuyén céo c6 thé gay tang calci mau, nhng s€ trd lai binh thudng khi ngimg diéu tri.

Céc d4u hiéu 14m sang ciia ting calci mau bao gdm chan #n, budn ndn, ndn, tdo bén, ha huyét ap,
trAm cam, thd o, hon mé.

CAC PAC TINH DUQC LY

Dwgec luc hge

Nhém diege Iy: Thue diéu trj vay nén (diing ngoai), din chét vitamin D3 téng hop.
Ma ATC: DO5SAX02

Co ché tdc dung
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Calcipotriol 1a m6t chit tuong tu vitamin D. Dit ligu in vitro cho thdy calcipotriol gdy ra sur biét
héa va ngin chiin sy gia ting cla té bao simg. Péy 1a co s& cho tac dung trong bénh vay nén.

Tac dung ctlia thudc trude tién 12 1am bong céc mang da chét, sau do hap thu thuoc vao da va cudi
cung tac dung lén céc ban do cua ving da diéu tri, hiéu qua sau hai dén bén tudn diéu trj. Hiéu
qua tdi da thuong dat duoc sau sau tuln.

Dwgc ddng hoc

Dir liéu tir mdt nghién ciru trén 5 bénh nhan bj bénh vay nén duoc diéu tri bang 0,3 - 1,7 g thube
mg calcipotriol 0,005% danh ddu v&i ddng vi phéng xa tritium (3H), cho thdy c6 it hon 1% liéu
dugc hép thu.

Tuy nhién, tdng lugng tritium dénh ddu thu hdi sau khoang 96 giv chi dao dong tir 6,7% dén
32,6%, sb liéu dugc tdi da hoa bing phuong phép héa phét quang chua chuén héa. Chura c6 bét
cr dir liéu nao duge bio c4o lién quan dén su phan bd trong mé ciing nhur sur thai trir *H qua phdi.

QUY CACH DPONG GO1

Hop 1 tuyp 5 g, 15g,30 g, 60 g.

BAO QUAN: Noi khé réo, nhiét d khong qué 30°C, tranh énh sang.
HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN: TCCS.

Co s& san xuit
CONG TY CO PHAN DUQC PHAM AN THIEN
L6 C16, Pudng S6 9, KCN Hiép Phude, Xa Hiép Phudc, Huyén Nha Be, TP Hd Chi Minh

CONG T
CO PIAN
DUJC PHAM
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