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For application to the scalp
15g

ether, hydrogerated castor
oil, butylhydroxytoluene
{E321), al-rac-c-tocopherol.
See leaflet for further
information.

Keep out of the reach and
sight of children.

Manufactured & Batch
released by

LEQ Pharma A/S,

55 Industriparken,

DK-2750 Ballerup, Denmark

betamethasone

"
For application to the scalp
159

For external use only.
Do not refrigerate,
Store below 30°C.

Keep the bottle in the outer |
carton in order to protect

from light

After first opening: 3 months.
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Xamiol®
50 mcg/g + 0.5 mg/g
gel

calcipotriol/betamethasone

Mai gam gel chira S0mcg Calcipotriol va 0,5mg
betamethason.

Chi dinh, céch ding, chéng chi dinh va cac
théng tin khée: xin xem t& hwdng din st dyng.
Khéng dé ddng lanh. Bdo quan dudi 30°C. Gie
I thubie trong bao bi carton 68 trénh dnh sang.
SX béi: LEO Pharma A/S, Industriparken 55,
DK-2750 Ballerup, Ban Mach.

DNNK: Géng ty CP Dugr ligu TW2, 24 Nguyén
Th| Nghia, Quén 1, TP. Ha Chi Minh.

Dé xa tm tay tré em. Boc k§ hiréng din s
dyng trweére khi diong.

Hop 1 Ip 60g ge!

For application to the scalp

000000

00372382 vI.0

One gram of gel contains
50 microgram of
calcipotriol

{as monghydrate} and
0.5 mg of betamethasone
{as dipropionate).

Other ingredients:

Paraffin liquid,
polyoxypropylene-15 steary|
ether, hydrogenated castor
oil, butylhydroxytoluene
(E321), all-rac-cr-tocopherol.

See |eaflet for further
information.

Keep out of the reach and
sight of children.

Manufactured & Batch
released by

LEQ Pharma A/S,

55 Industriparken,

| DK-2750 Ballerup, Denmark

RX - Thuéc ban theo don

Xamiol”
50 mcg/g + 0.5 mg/g
gel

calcipotriol/
betamethasone

For application to
the scalp

60 g

000000-YY

A RT Wo R K Scale Get-up Teem Na. Rev. ho, Sentby e-mall
100% VN 000000 YY
. Subject Date Date Date
Pl CRT 63 x 43 x 115 mm 02/09/14
Internal Market Access Caigur: Sigr. Sign. Ton,
Industriparken 55 - DK-2750 - Ballerup PMS 485 + black OMA
Preparation Board @ Supolier / Place of procuction .-—
ST amiol® gel 60 g F“"”Invercote =9 300 Chesapeake T
Comments: P
Mock-up for reg. purpose
000000 6 09
auoseudWwelad/joinodioea
Ve Sea a]oh )
\ 6/6w g + 6/69w g
B3Ix 43I N5 \,
\, JO1uey
i I'H uop 0ay) ueq agny] - Xy
’/ RX - Thuéc ban theo don Active substances:

Shake the bottle before
use.

Do not apply directly to the
face or eyes.

Wash hands after use.

Read the package leaflet
before use.

Cutaneous use.
For application to the
scalp.

For external use only.
Do not refrigerate.
Store below 30°C.

Keep the bottie in the
outer carton in order to
pratect from light.
After first opening:

3 months.
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Xamiol® Gel.

Doc kj hiedng dan stk dung triede khi ding. Néu cdn thém théng tin xin héi y kién bdc sy.
Thuéc nay chi ding theo don ciia bdc sy. Giit xa tam tay tré em.

Thanh phén

Hoat chdt: Calcipotriol 50 microgram/g (dudi dang hydrat), betamethason 0,5 mg/g ( dud¢i dang
dipropionat).

TG dugc: Paraffin 16ng, Butylhydroxytoluen (E321), Polyoxypropylen-15 stearyl ether (PPG-15
stearyl ether), All -rac-a-Tocopherol, dau thau dau hydrogen hoa.
Trinh bay

Gel trong subt, khéng mau dén tréng duc nhe.

Dong goi: Lo 15 g, 30 g va 60g,

Chi dinh

Diéu trj bénh vy nén gla_q_'?au o nguoi lon.

Liu lwong va cich ding y
B6i Xamiol® Gel vao ving bi bénh trén da dau mdi ngay mot 1an. Mot dot didu trj 1a 4 tudn. Nhat
thiét phai giam sat y t& néu diéu tri Xamiol® Gel nhic lai.

Xamiol® Gel c6 thé ding cho moi ving bj bénh trén da diu. Thong thuong liéu dung tir lgdén 4 g
la du (4g twong duong voi mat thia ca phe).

Khi diing cac san phim c6 chira calcipotriol, liéu dung ti da hang ngay khong dwoc qua 15 g va liéu
diing hang tun khéng duoc qua 100g.

Lic lo thude truée khi ding. Khong nén gbi dau ngay sau khi boi Xamiol® Gel dé dat hiéu qua tot
nhit.

Chong chi dinh

Qua man vdi cac thanh phf’m hoat chét hay ta dugc cua thubc.

Xamiol® Gel chéng chi dinh cho nhitng ngudi bi rdi loan chuyén hoa calci do trong thanh phin
thudc co chua calcipotriol.

Do thanh phan thubc c6 chira corticosteroid nén chéng chi dinh ding Xamiol® Gel trong nhitng
trudmg hop sau: ton thuong & da do virus (nhu herpes hay varicella), ndm hay nhiém triing ngoai da
do vi khuan, nhiém ky sinh tring, biéu hién ngoai da ctia bénh lao hay giang mai, viém da quanh
miéng, teo da, tinh mach da dé vd, bénh vay c4, trimg ca, trimg ca do, cac vét loét va vét thuong.

Chong chi dinh ding Xamiol® Gel trong chiing tén thuong hinh giot, 0 da vay nén, troc vay, vay
nén mun mu,

Chong chi dinh dung Xamiol® Gel cho nhitng bénh nhan suy giam chic nang than hay réi loan
chirc ndng gan nang.



Chu y dac biét va than trong khi ding

Xamiol® Gel ¢6 chira mot steroid nhém [l manh nén tranh dung cing voi mot toal steroid khac trén
da diu. C6 thé xay ra tac dung c6 hai khi ding cling véi corticosteroid todn thin nhu ding
adrenocorticoid wrc ché hay tic ddng vio kiém soat chuyén hoa trong bénh dai thao dudng do
corticosteroid tai chd c6 thé duge hip thu theo duong toan than. Tranh phii kin khi bdi thube do lim
tang su hip thu corticosteroid toan than.

Trong mdt nghién ciru trén nhiing bénh nhan bi vay nén da diu va vay nén todn thin dién rdng dung
phédi hop Xamiol® Gel liéu cao (bdi trén da diu) va thuéc m& Daivobet (chita Calcipotriol 50
microgram/g va betamethason 0,5 mg/g) (bdi trén ngudi), 5 trong s6 32 bénh nhan cé biéu hién
giam dép tmg cortisol trén hocmone adrenocorticotropic (ACTH) sau 4 tuan diéu tri.

Do trong thanh phén thude ¢6 chira calcipotriol, ¢6 thé xay ra tinh trang ting canxi méu néu ding
qué lidu t6i da hang tudn (100g). Tuy nhién, mirc canxi huyét thanh nhanh chéng tré vé binh thudng
khi nging diéu tri. Nguy co ting canxi mau s& dwrgc han ché néu thue hién ding nhitng khuyén céo
vé calcipotriol.

Tranh bdi 1én ving réng da bi ton thuong, trén niém mac hay nép gip da do lam tang hép thu
corticosteroid toan than. Da mit va co quan sinh dyc rit nhay cim véi corticosteroid. Chi nén dung
corticosteroid yéu hon cho céc ving nay. C6 thé thiy phan tng c6 hai tai chd khdng phd bién (nhu
kich thich mit hay da mét) khi thube roi vao ving mit hay vao mat va két mac mat. Cin hudng din
bénh nhan cich ding ding dé tranh trudng hop boi vao hodc lam roi thude vao mit, miéng va mit.
Phai rira sach tay sau mdi l4n bdi thude dé tranh lam gidy thube ra cie ving trén. Cén diéu tri bing
thudc chéng nhidm khuén néu tén thuong chuyén thanh nhiém tring thit phat. Tuy nhién, cAn ngimg
didu tri bang corticosteroid khi nhidm tring nang thém.

(6 thé xay ra nguy co bi vay nén mun mii toan thin hay tac dung c¢6 hai khi nging diéu tri vay nén |
bang corticosteroid tai chd. Vi viy, cin tiép tuc giam sat y té sau didu tri.

Co thé tang nguy co xay ra tic dung khéng mong mudn ciia corticosteroid toan than va tai chd khi
ding thudc trong thoi gian dai. Nén ngimg didu tri trong nhitng trudng hop cb tac dung khéng mong
mudn xay ra do viée ding corticosteroid trong thdri gian dai.

Khong c6 kinh nghiém vé viéc dung thube ddng théi véi cac san pham chéng vay nén theo dudng
todn than hay vaéi liéu phap dnh sdng.

Khi diéu trj béng Xamiol® Gel, thdy thudc nén khuyén bénh nhan han ché hodic tranh tiép xlc¢ qua
mirc véi anh sang tu nhién hay nhén tao. Chi nén dung caleipotriol tai chd cting véi UVR khi bac si
va bénh nhan nhén thay loi ich vuot troi nhiing nguy co tiém ting.

Xamiol® Gel ¢6 chita butylated hydroxytoluen (E321) ma c6 thé giy phan tng da tai ¢hd (nhur viém
da tiép xtic) hay kich thich mit va niém mac.

Tuong tac véi cac thude khic va edc dang twong tic khac

Chura tién hanh cdc nghién clru vé tuong tac thube.



Phu nit ¢6 thai va cho con ba
Phi nit ¢o thai

Khéng c6 dit lieu diy da vé viéc ding Xamiol® Gel cho phu nit ¢6 thai. Nhitng nghién ciru trén
dong vt ding ghicocorticoid cho thiy déc tinh thai san, nhung mot s cac nghidn ctru vé dich té hoc
lai khong chi ra duge nhiing bét thudng bam sinh & nhiing tré so sinh ¢6 me ding corticosteroid
trong thai ky mang thai. Chwa chic nguy co trén ngudi. Vi vy, chi nén dang Xamiol® Gel trong
thon ky mang thai khi loi ich vuot tréi nguy co.

Phu nif cho con b

Betamethason di qua sita me nhung khéng r& vé nhitng nguy co tic dung ¢6 hai trén tré so sinh voi
lidu didu tri. Khong c¢6 sb lidu v& bai tiét calcipotriol trong sita me. Cin thén trong khi k& don
Xamiol® Gel cho phu nit dang cho con bu.

Tré nho

Khéng khuyén cdo sir dung Xamiol® Gel cho tré dudi 18 tudi do thiu sb lidu v& d6 an toan va hiéu
qua su dung.
Anh hwéng 1én kha nang lai xe va vin hanh may moéc

Xamiol® Gel khéng anh hudéng dén kha ning l4i xe va vin hanh may moc.

Tac dyng khing mong mudn !1

Chuong trinh thtr nghiém Jam sang cia Xamiol bao gém hon 4.400 bénh nhin tham gia trong do6 cé
hon 1,900 ngudi da duge diéu tri bang Xamiol® Gel. Gan 8% sb bénh nhin dwoc diéu trj bang
Xamiol® Gel ¢6 biéu hién phan g thube khong nguy hiém.

Dya trén nhiing s6 lidu cua cac thir nghigm lam sang, chi ¢c6 mdt phan Gng thude phd bién dugc biét
dén 1a ngra. Nhiing phan g ¢6 hai khong phd bién 13 rat bong da, dau hodc kich thich da, viém
nang, viém da, do da, trirng cd, kho da, lam nidng thém bénh vay nén, ndi ban, ban ¢6 mun mu va
kich thich mit. Nhiing phan trng ¢6 hai nay 12 nhitng phan tng tai chd khéng nguy hiém.

Nhitng phan tmg ¢6 hai do MedDRA SOC liét ké va nhiing phén (ng c¢6 hai c4 nhin duoc liét ké
theo thir tw thudng thiy nhit,

Kho chiu & mat

Khéng phd bién (2 1/1.000 va <1/100)
Kich thich mat

R&i loan & da va méd dudi da
Ph6 bién ( 2 1/100 va <1/10)

Ngira
Khong phd bién (= 1/1.000 va <1/100)

Rat bong da, dau hoac kich thich da, viém nang, viém da, do da, trimg c4, kho da, lam ning thém
bénh vay nén, néi ban, ban co mun mu.
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Dudi ddy la tac dung co hai cia calcipotriol va betamethason:
Calcipotriol

Tac dung c6 hai gdm ¢ cac phan g tai ving bdi thudc, ngira, kich thich da, cam gidc rat bong,
kho da, d6 da, néi ban, viém da, cham da, vay nén bi ning thém, nhay cam véi anh sang va cac phan
{ing qua man bao gdm ca nhiing trudng hop rat hiém nhu phu ndi mac va phi mit. Rat hiém xay ra
c4c anh hudng toan than sau khi ding thudc tai chd gy ting canxi mau va ting canxi niéu.

Betamethason (dang dipropionat)

C6 thé xay ra phan tng tai chd sau khi ding, dic biét khi dung kéo dai, gdm cé teo da, ddn mao
mach, ndi vin, viém nang, ram long, viém da quanh miéng, viém da di ing tiép xuc, mat sac to va
nbi ké dang keo. Khi diéu tri vay nén, c6 thé xay nguy co vy nén mun mu toan than

Nhimng tic dung toan thin cta viéc dung corticosteroid tai chd tuy hiém gip & ngudi 16n nhung c6
thé nang. Co thé xay ra wrc ché adenocortical, thién dau théng, nhidm trung va ting nhan ap, dic biét
sau khi diéu tri trong thoi gian dai. Nhirng tac dung toan than thudng xay ra hon khi ving boi thubc
bi che phii (da méng, nép gip da), khi béi thudc trén dién rong va diéu tri thoi gian dai.

Théng bio cho bic sy nhitng tic dung khéng mong muén gap phii khi sir dung thuéc 12

2Ty e
Qua lieu
Dung thudc qua liéu khuyén céo co thé gay tang canxi huyét thanh nhung s& giam nhanh khi ngimg
thudc.

Dung corticosteroid tai chd kéo dai ¢o thé lam tc ché chirc nang tuyén yén-thugng than gy suy
giam tuyén thugng than th phat thuong céd thé dao nguoc dugc. Nén diéu tri triéu chung trong
nhitng trudng hop nay.

Trong nhitng trudng hop ngd dgc man tinh, nén nging diéu tri corticosteroid tir tir.

D3 c6 bdo cdo vé mot bénh nhan bi vay nén thé do da lan rong didu tri bing 240 g thubc md
Daivobet (chira Calcipotriol 50 microgram/g va betamethason 0,5 mg/g) hing tuan (liéu toi da hang
tuan 1a 100g) trong 5 thang da mac hdi chimg Cushing va vay nén thé mun mu sau khi ngimg diéu
tri dot ngot.

Tinh chat duoc lwce hoc

Calcipotriol 1a chat twong tw Vitamin D. Nhitng nghién ciru in vitro cho thdy calcipotriol lam giam
biét hoa va e ché ting sinh cac té bao simg. P chinh 14 co so cho nhitng tic dung cia chét nay
trong bénh vay nén.

Clng giéng nhu cac corticosteroid tai chd khéc, ngoai viéc dung dé diéu tr1 nhitng tinh trang co ban,
betamethasone dipropionate ¢6 tinh khang viém, chdng ngira, co mach va (rc ché mién dich. Néu
duoc phu kin, hiéu qua cua thude ¢6 thé duge ting Ién do tang qua trinh tham théu cua 16p sing. Ty
1€ tc dung c6 hai tdng Ién la do hién tuong nay. Noi chung, co ché tac dung chéng viém cua cac
steroid tai chd van con chua 0.
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Tinh chét dwge dong hoc

Biéu hién toan thin cua calcipotriol va betamethasone dipropionate do dung Xamiol® Gel tai chd
twong tw voi thudec md Daivobet (chta Calcipotriol 50 microgram/g va betamethason 0,5 mg/g)
dung trén chudt céng va lon con. Nhitng nghién ctru lam sang cd ge’in chét phong xa cho thdy murc
hap thy toan than cua calcipotriol va betamethasone tir thudc m& Daivobet la dudi 1% liéu ding
(2,5g) khi bdi trén da binh thuong (625cm?) trong 12 gid. Bdi thudc vao cic mang ton thuong vay
nén va che boi quan 4o c6 thé gy tang hip thu corticosteroid ding tai chd.

Cac thanh phan hoat chét 1a calcipotriol va betamethasone dipropionate déu dugc chuyén hoa nhanh
va nhidu khi diing toan than. Puong thai trir chinh cua calcipotriol 14 qua phan (& chudt cng va lon
con), cua betamethasone dipropionate la qua nudc tiéu (& chudt cfing va chudt nhét).

Nbng dd calcipotriol va betamethasone dipropionate déu & dwdi mirc gidi han trong mau mau ciia 34
bénh nhén dugc ding bing Xamiol® Gel va thubc m& Daivobet trong 4 hodc 8 tuan dé didu tri bénh
vay nén lan toa toan than va da dau. Mot san pham chuyén ho4 cua calcipotriol va mdt san pham
chuyén hoa cuia betamethasone dipropionate da phat hién dugc & méot sd bénh nhan.

Dit li¢u an toan tién lam sang {3
Nhitng nghién ctru vé corticosteroid trén dong vt da cho thiy gy doc trén thai san (khe hd ham
éch, bat thuong trong hinh thanh hé xwong). Trong nhiing nghién ctru vé doc tinh trén thai san &
chudt cong udng corticosteroid trong thoi gian dai, ngudi ta da thiy hién twong kéo dai thoi gian
mang thai, chuyén da kéo dai va dé khé. Hon nita, ngudi ta con thdy c6 hién twong giam sb luong
con con séng, giam trong luong va giam ting trong. Khong thiy suy giam kha ning sinh san. Hién
con chua rd nhitng vén dé nay lién quan dén con ngudi hay khong.

Mot nghién ciru vé kha nang gdy ung thu da cua calcipotriol trén chugt nhét cho thiy khong c6 nguy
co dac biét cho nguoi.

Trong mdt nghién ctru vé kha niang giy ung thu cua anh sang, chudt nhit bach tang khong co 1ong
dwoc chiéu UVR lap di lap lai va bdi ngoai da dung dich calcipotriol trong 40 tuan véi liéu tir 9,30
dén 90 pg/mzr’ngély(tlrong duong 0,25; 0,84, gip 2,5 lan liu tbi da dugc khuyén céo ding hang ngay
cho ngudi nang 60kg). Nguoi ta thay viéc giam thoi gian yéu cau chiéu UVR dan dén hinh thanh
khdi u ngoai da (chi co ¥ nghia théng ké trén dan dng), cho thdy calcipotriol cé thé lam ting téc
dung tao khoi u trén da cia UVR. Trong mdt nghién ciru bd sung, chudt cung dong duge diéu tri lap
lai v6i dung dich calcipotriol ho#ic gel calcipotriol/betamethason, sau khi dwoc chiéu UVR va do yéu
td chi thi cellular vé kha nang gy ung thw cia anh sang. Nghién ctru nay cho thiy tic dung ting
cuong hi€u qua cua riéng calcipotriol twong tu nhu dép tng sinh quang hoc cua da nhung lai khong
thiy tac dung nay cua phirc hop calcipotriol/betamethason. Thir nghiém lién quan dén cac phat hién
nay chua ro.

Khéng c6 nghién ctru nao vé kha nang gy ung thu hodc kha nang gay ung thu cia énh sang duoc
tien hanh véi betamethason dipropionat.

Trong nhitng nghién ciu vé kha ning dung nap tai chd trén tho, Xamiol® Gel gy kich thich da &
muc do nhe dén trung binh va kich ng nhe, thoang qua ¢ mat.



https;//nhathuocngocanh.com/

Tinh twong Ky

Do thiéu nhiing nghién ciru vé kha nang twong hop, khong dugc tron san phdm nay véi cac thude
khac.

Han diang

Lo chua mé: 2 nam ké tir ngay san xuat.

Sau khi mé: 3 thang ké tir khi mé nip.

Luu y dac biét khi bdo quan

Khoéng dé déng lanh. Giit lo trong hop carton dé tranh 4nh sang.
Bao quan dudi 30°C.

San xuit boi

LEO Pharma A/S
Industriparken 55, DK-2750 Ballerup, Denmark
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