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LEO

Daivonex”

30 g ointment

For external use.

Calcipotriol (as anhydrous)

50 mcg/g

in neutral ointment base

®*Daivonex. Thube bsi ngoil da

DNNK:

Thube ma. MBi g chira 50 meg Caleipotriol (khan). Hjp | tuyp 30g

Khing bio quin trén 30°C, dé noi khd rdo. DE xa thm tay tré em. Poc k§ hirimg
diin sir dyng trwire khi dimg. Chi dinh, cich ding, chong chi dinh va cc diu
hi¢u hru §: xin doc trong i huémg diin sir dung. SPK: XXXXXXXX

§& 16 SX, NSX, HD, xin xem “LOT", “MAN", “EXP", trén bao bi

SX béi: LEO Laboratories Limited., 285 Cashel Road, Dublin 12, Ireland

Céc thing tin khic 8¢ nghj xem trong t& hunémg diin sir dung.

Thubc bin theo don

PRESCRIPTION MEDICINE

Daivonex”

30 g ointment

For external use.

Calcipotriok(as anhydrous)

50 mcg/g

in neutral ointment base’

For full information - see package insert

READ THE LEAFLET CAREFULLY BEFORE USE

Do not store above 30°C.
Finished Product Specification: LEO

Vietnam Visa No.

Produced by:

TO BE USED UNDER
MEDICAL SUPERVISION

KEEP OUT OF REACH OF
CHILDREN

LEO Laboratories Limited, 285 Cashel Road, Dublin 12, Ireland
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Daivonex”
50 mcg/g
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Produced by:

LEOQ Laboratories Limited
Cashel Road, Dublin 12,
Ireland

Daivonex”
50 mcg/g

30 g ointment
Calcipotriol

(as anhydrous)
50 mcg/g

in neutral ointment base.
For external use.

Keep out of reach of children.
Do not store above 30°C

LEO

041288-XX

LOT/MAN/EXP:

28 mm




Thuoec mo Daivonex®

Doc ky huong dan str dung trude khi dung.
Trao doi vai bdc sy cua ban dé c6 thém théng tin,
Thuéc ké don. Dé xa tam tay tré em.

THANH PHAN

Hoat chat: Mdi gam thuée md chira 50 microgram calcipotriol khan
T4 duge: disodium edetate, disodium phosphate

dihydrate, all-rac-a-tocopherol, liquid paraffin, macrogol-

(2)-stearyl ether, propylene glycol. paraffin tring mém, nudc tinh khiét,

TRINH BAY ' ' ,
Dang bao ché: Thudec ma. Thube md mau trang mo dén mau vang nhat.

Dong goi ‘ .
Tuyp nhém phu son ¢6 nap van bang polyethylene
Hop 1 tuyp 30 g.

CHI DINH
Thude md Daivonex® duoc chi dinh dé diéu tri tai chd vay nén thé mang phu hop vai tri licu
tai cho.

LIEU LUQNG VA CACH DUNG

Ngudi lon:

Thube md nén dugc su dung tai vung bi ton thuong mét hodc hai lin mot ngay. Bé ¢6 loi ich
lén l‘lhdl nén st dung thuéc m& hai lan mot ngay.

Liéu t6i da duoc su dung & nguoi 16n trong mét tuan khong nén vuot qua 100 g. Néu sir dung

dong thoi san pham khéc ¢6 chira calcipotriol, tong liéu hang tudn cua tat ca san pham chta
calcipotriol, bao gom ca thuoe m& Daivonex™ khong nén vugt qua 5 mg calcipotriol.

Quan thé tre em

Kinh nghi¢m 1am sang & tré tir 6 tudi da cho thay thudc md Daivonex® 1a an toan va hi¢u qua

P sr 1A ) \ - x-. A i A _n X gk e
trong 8 tudn vai licu trung binh 1a 15 g méi tuan nhung véi su 01 ropg veé liéu gitra

nhimg b¢nh nhén. Yéu cau liéu lugng theo ca thé phu thude m © cua vay nén nhung
khong nén vuot qua liéu khuyen céo dudi day. Khong co kinh nghiém si dung thuée ma

Daivonex™ khi phoi hop vai cac tri liéu khac ¢ tré nho.

Tré em:

Trén 12 tudi: Nén sur dung thudc md Daivonex® 2 1in mot ngay ¢ vang bi ton thuong. Liéu
toi da hang luan khong nén vuot qua 75 g.

Tir 6 toi 12 tudi: Nén su dung thudec md Daivonex® 2 lin maot ngay & viing bi ton thuong.
Liéu ti da hang tuan khong nén vuot qua 50 g.

Duéi 6 tudi: It co kinh nghiém sur dung thude m& Daivonex® & dé tudi nay. Liéu tdi da an
toan chua dugce thiét 1ap.
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Quan thé nguoi 1on tudi

Nén str dung thuéec md Daivonex® nhu & quan thé ngudi lén thong thuong.

Cach dung

Thude md Daivonex® duge sur dung tai chd va nén dung cho viing da bi ton thuong. Bénh
nhén cin duge huéng din ding dung cach dé tranh dua thuée 1én mat va mét. Phai rira sach
tay sau mdi lan str dung thude dé tranh vé tinh dua thude Ién nhimg vung do. Khuyén cio
khong nén tam ngay sau khi dung thude.

CHONG CHI DINH

Qua man cam véi duge chat hodc vai bat ky thanh phan nao cua thudc.

Vi thanh phén chira calcipotriol, chéng chi dinh Daivonex® & bénh nhan da biét ¢o rdi loan
chuyén hoa calci.

CANH BAO BAC BIET VA THAN TRONG KHI SU DUNG
Anh huong dén chuyén hoa calci

Vi thanh phén cua thude md Daivonex® chira calcipotriol, tang calci méu c6 thé xay ra. Nong
do calci mau tro lai binh thuong khi ngimg diéu tri. Nguy co tang calei mau la i tiéu khi
khong vuot qua liéu Daivonex® t6i da hang tudn (Xem phan Licu lugng va Cach dung).

Téc dung khéng mong muén tai chd:

Khong nén sir dung Daivonex" ¢ viing mat.

Bénh nhén phai dugc huéng dan vé céch sir dung san pham dé tranh vé tinh dua thube 1én mat
. - ‘v ' oA . A - - A A - .

va mat. Phai rira sach tay sau moi lan sur dung thude dé tranh v tinh dua thude 1én nhirmg

vung do.

Nén sur dung thuoe m& Daivonex™ than trong ¢ ving da ¢6 nép gép vi ¢6 thé tang nguy co giy
ra tac dung khong mong muon (xem phan Tac dung khong mong muén).

Tiép xtic voi UV:

Trong khi diéu tri bang thuéc md Daivonex®, khuyén cao béac sy hiy khuyén énh nhan han
g £ y ) 3

ché hodic tranh ti¢p xic qua nhiéu vai ca anh sang tu nhién va anh séng nhan n su dung

thuée m& Daivonex™ véi UVR chi khi bac sy va bénh nhan thay rang lgi ich viféd troi hon so

V01 cac nguy co tiém tang.

Su dung chua duge danh gia:
Vi thiéu dir li¢u, nén tranh sir dung thuoc mé Daivonex™ & bénh nhan bi vay nén dang giot.
vay nen toan than va vay nén thé mu.

Téac dung khong mong muodn lién quan dén ta duoc:

Thude m& Daivonex" chira thanh phan ta duoc propylene glycol, ¢6 thé gay kich g da.



TUONG TAC VOI THUOC KHAC VA CAC DANG TUONG TAC KHAC
Khong ¢6 nghién ciru tuong tac dugce thue hién vai thudée md Daivonex®

KHA NANG SINH SAN, CO THAI VA CHO CON BU

Co thai:

An toan cua vi¢e su dung calcipotriol trong qua trinh mang thai ¢ nguoi chua dugce thiét lap.
Khi sir dung calcipotriol duong udng trén dong vit da cho thdy doc tinh sinh san. Khong nén
sur dung calcipotriol trong qua trinh mang thai trir khi thue su can thiét.

Cho con bu:

Khong biét 1o calcipotriol ¢6 duoc bai tiét vao sira o ngudi hay khong. Can than trong khi ké
thuée m& Daivonex™ cho phu nir cho con bii. Bénh nhéan nén duoc huong dan khong sur dung
thuéc md Daivonex® & vung nguc khi cho con bu.

Kha nédng sinh san

Nghién ctru trén chudt cong véi cac liéu calcipotriol dudng udng cho thiy khong anh huong
toi kha nang sinh san trén chudt duc va céi.

TAC DUNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thude md Daivonex® khong hodc it anh huong t6i kha ning lai xe va van hanh may moc.

TAC DUNG KHONG MONG MUON
Su tinh toan tan suét cua céc tac dung khong mong mudn dua trén phén tich tong hop sO lidu tir
cac thu nghiém lam sang va tir bao cdo tu nguyén.

Tac dung khong mong mudn hay gap nhat da duoc bio cdo trong qua trinh diéu tri la ngua, kich
tmg da va ban do.

Téac dung khong mong muén toan than (tang calci mau va tang calci nieu) da dugc bao cao.
Nguy co phat trién cac tac dung khong mong mudn nhu trén tang lén néu vuot qua tong liu
khuyén céo (xem Canh bao dic bi¢t va Than trong khi sir dung).

Tac dung khong mong mudn dugc liét ké boi Phan loai theo hé thangrco quanyMedDRA (SOC)
va cac tac dung khong mong mudn cu thé duoc liét ké bét dau bén%&héng mong muén
dugc bao cao thuomg gap nhat. Vi mdi nhom tan sudt, tac dung khoXgliong mudn duoc trinh
bay theo thir tu giam dan su nghiém trong.

Rat thuong gap (>1/10)

Thudng gap (>1/100 téi <1/10)

Khong thuong gap (>1/1.000 téi <1/100)
Hiém gap (=1/10.000 téi <1/1,000)

Rat hiem gap (<1/10,000)

Nhiém khuan
Khong thuong gap (>1/1,000 t6i <1/100) Viém nang long

Réi loan hé mién dich
Hiém gap (>1/10.000 161 <1/1,000) Qué min cam




Réi loan chuyén héa va dinh duwdng
Hiém gap (>1/10.000 ti <1/1,000) Tang calci mau
Roi loan da va t chire duéi da

Thudng gap (>1/100 téi <1/10) Bénh vay nén tram trong hon
Viém da

Hong ban

Bong da

Cam giac bong da

Kich ung da

Ngtra

Khong thuong gap (>1/1,000 téi <1/100) Phat ban*

Kho da

Hiém gdp (=1/10.000 ta1 <1/1.000) Phan tmg nhay cam anh sang
Da phi né

May day

Viém da tiét ba nhon

As - s A . m
Roi loan than va tiét ni¢u

Hiém gap (>1/10.000 t&i <1/1,000) Tang calci niéu

Réi loan chung va tai vi tri sir dung thude

Thudng gap (>1/100 toi <1/10) Dau tai vi tri str dung thude

Khong thuong gap (>1/1.000 ti <1/100) Thay déi sic t6 tai vi tri st dung thude

* Nhiéu dang cua phan ung phat ban da dugc béo cdo nhu ban do, ban dat sin. ban
dang soi do di (rng thudc. ban san va ban mun mu.

QUA LIEU
Su dung qua licu khuyen cao ¢6 thé gay ra ting calci huyét thanh, diéu nay s¢ giam khi ngirng
diéu tri. Triéu chimg cua tang calci mau bao gdm da niéu, tao bon, yéu co. It lan va hon mé.

PAC TINH DUQC LY HQOC

Duge lye hoe

Co ché tac dung

Calcipotriol hydrate la mot chét tuong tu vitamin D3 tong hop. Trong bénh vay nén, vitamin

D va cac chét twong ty hoat dong chu yéu dé trc ché su tang sinh va biét Bga t¢ bao stng.
Trong dng nghiém, Vitamin D ¢6 tac dung binh thuong héa trén té ban nguol. ngan
chén su phat trién va kich thich su bi¢t hoa trong cac té bao dang tang sinh khong hop ly va
kich thich su phat trién binh thudng ¢ céc té bao yén lang. Co ché chdng tang sinh cua
vitamin D ¢ t¢ bao simg chua duoc hiéu o nhung dugc biét la lién quan dén su san sinh cua
yéu 6 trc ché tang trudng chuyén doi yéu td tang trudng-B va cac chat tre ché kinase phu
thude vao cyclin, voi sy giam tang truong trong giai doan G1 cua chu kv té bao cong voi giam
diéu hoa cua hai yéu td tang sinh dép ung tang truong sém-1 va polo-like kinase-2. Ngoai ra,



vitamin D ¢6 tac dung diéu hoa mién dich, tre ché hoat hoa va biét hoa céc té bao Th17/Thl
trong khi gay ra dap ung Th2/Treg.

Téc dung duoc luc hoe

Co ché tac dung, nhu duge m6 ta ¢ trén, lam giam do day, vay, hong ban va kich thudce vay
nén. Tac dung nay thuong bat dau tro nén ro rang sau hai tuan diéu tri. dac biét 1a voi viée su
dung hai 1an mdi ngady voi su cai thién doi vai mot sd bénh nhan khong dat dén muc t6i da
trong 6 thang.

Hicu qua va an toan lam sang
Thube m& Daivonex™ dugc sir dung hai lan mdi ngay trong 6 tudn da cho thiy ¢6 hiéu qua va

dung nap tot va c6 hiéu qua twong duong véi mot steroid manh dé diéu tri bénh vay nen thé
mang nhe dén vira. Céc tac dung khong mong muén chu yéu la xung quanh ton thuong va chu
yéu la kich g da.

Thude m& Daivonex™ sir dung hai lan mdi ngay 1én t6i 100g mdi tuin (va 1én t6i 2500g mot
nam) cho thay an toan va hi¢u qua doi véi vay nén thé mang khi duoc béo cdo boi bénh nhan,
bac sy va do luong khach quan.

Thuoc m& Daivonex” sir dung hai lan mdi ngay Ién t6i 48 tuan cho thy an toan va hiéu qua
trong kiém soat vay nén thé mang va diéu tri sau 6 tuan da mang lai hiéu qua bd sung ma
khong lam tang tac dung khong mong muén.

Thude md Daivonex™ cling da cho thay an toan va hiéu qua trong kiém soat vay nén thé mang
nang phu hop véi diéu tri tai chd.

Thuoec m& Daivonex” ciling da cho thdy an toan va hiéu qua khi st dung ngay mot lan dé diéu
tri vay nén thé mang.

Quan thé tre em

Thude m& Daivonex™ sir dung hai lan mot ngay da duoc nghién ctru ¢

bo, mdc du con han ché, goi v rang thudéc md Daivonex® dung na
tre (6-18 tuodi) va goi y rang thudc md Daivonex™ ¢6 hiéu qua va an tWarrfuong tu o tré nho va
nguoi 1on.

Dwge dong hoc

Hap thu:
Hép thu qua da cua calcipotriol da dugc chi ra trong khoang 1-6% li¢u sur dung.

Phén phéi:

O chudt cong. nghién ctru phan phdi & mé voi calcipotriol gan phong xa chi ra rang than va
gan ¢6 hoat tinh phong xa cao nhat.

C hu_\jén hoa:



Sau khi phoi nhiém hé thong, calcipotriol duge chuyén héa nhanh chong va rong rii.

Thai tri:
Con dudng thai trir chu yéu cua calcipotriol 1a qua phan (chudt cong va lon nho)

HAN DUNG _ ,
Khi chua mo: 2 nam ke tir ngay san xuat
Han dung sau mo nap: 6 thang

THAN TRONG PAC BIET KHI BAQ QUAN
Khong bao quan ¢ nhiét d§ qua 30°C. DéwoY kho réo.

SAN XUAT BOI
LEO Laboratories limited

285 Cashel Road, Dublin 12, Ireland

Ngay xem xét cudi: 5-thang 8-2015

TUQ.CUC TRUONG
P.TRUSNG PHONG




