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PHAN THONG TIN DANH CHO BENH NHAN

Pomonolac

DPOC KY HUGNG DAN SUDUNG TRUGC KHIDUNG.

DEXATAMTAY CUATRE EM.

THONG BAO NGAY CHO BAC SY HOAC DUGC SY NHUNG TAC DUNG KHONG
MONG MUGN GAP PHAIKHI SUDUNG THUOC.

THUGC CHIDUNG THEO PONCUABAC SY.

THANH PHAN CAU TAO CUATHUGC:

Hoat chét: Calcipotriol (dwdi dang calcipotriol monohydrat)................. 750 mcg
Taduwec: Dinatri edetat, dAu parafin, Dinatri phosphat dihydrat, steareth-2,
a-tocophery! acet?t, propylen glycol, vaselin, nuéctinh khiét........... viradi 15g

10 TA SAN PHAM: Thubc m& mau tréng hodc gan trdng anh vang, dinh dugc vao
da khi bdi.

QUY CACHDONG GOk Hop 1tuyp 15g.

THUOC DUNG CHO BENH Gi?

Thubc m& pomonolac 6 chira thanh phan chinh calcipotriol, mot chét tbng hop
gibng vitamin D. Chét nay diing didu tri c4c té bao da hoat dong qua mixc (tac nhén
gay banh vay nén). Thudc dung digu trj bénh vay nén théng thung ¢6 hinh thanh cac
méng trén da. Bénh vay nén mang nay gay nén viing da 6, tho rép bao phii biing cac
vay mau bac min. Théng thurdng cac mang vay nén ¢ drong kinh 1 hay 2cm. Thube
diing duoc cho tdng dién tich cac mang vay nén nhd hon 40% téng dién tich da co
the.

NEN DUNG THUSC NAY NHU THE NAO VA LIEU LUGNG?

Hay ding thu6c nay theo hwéng dén cba béc sy ké don.

Nguoi ion: khéng diroc boi thube qua 100 g thudc (hay 6 tuyp thube 15 g) trong 1
tuan. Thong thudng bai thubc ngay 2 14n vao budi sang va budi toi. Khibac sy ké don
dling phoi hop voi cac thude hay tac nhén chéng vay nén khéac nhw glucorticoid diing
ngoai dé tang curdng hiéu qua didu tri thi thude nay diing budi sang va thubc kia boi
vao budi téi.

Néu cling dung céc dang thube khac (kem bdi da, dung dich) co chira calcipotriol,
trong 1 tuan khong duoc diing qué 1 trong cac chi danduwoiday:

+ 30 g thude m& (2 tuyp 15 g) v6i 60 ml dung dich. Hodc 60 g thude m& (4tuyp 159)
vy 30 mi dung dich.

+ 30 g thude m& (2 tuyp 15 g) v6i 60 g kem bdi da. Hodc 60 g thude md (4 tuyp 15 g)
v&i 30 g kemboida.

Tré em: Thong thuong bdi thubc ngay 2 1n vao budi sang va budi tbi. Khong co
khuyén nghi phdi hop thudc. Thong thirdng lidu ding nhw sau:

+Tré em trén 12 tudi: Khodng dwoc dung vuotqua 75 g thudc mdi tudn (hay 5 tuyp
thubc 15g).

+Tré em 6-12 tudi: Khong duoc ding vurot quéa 50 g thube méi tudn (hay 3 tuyp thube
15g).

+Tré em du6i 6 tudl: Lidu do bac sy quybt dinh va st dung thudc co su giam sat clia
bacsy.

Huong dan céch dang: Rira tay sach trudc khi ding thube, bop thubc m& vao dau
ng6n tay hay mang vay nén, thoa l&p méng ién viing da bi bénh, cha nhe cho hétviing
da bj bénh dén khi thuéc ngAm véo da hét. Chi bdi thubc vao ving vay nén. Riva tay
sau khi bai thubc. Khong duge bdi thudc Ién viing mat, ving da khang bj bénh. Néu
vé tinh day thudc vao viing da khdng bi bénh, can dung nuéc rlra sach céc ving nay.
Néu thubc day vao mat, phai rira ky bang nudc sach va di khém bac s§. Knong duoc
bang hay bd ving da boi thudc dé tranh hap thu thudc. Sau khi boi thudce, ¢6 thé gay
kich trng thoang qua, khdng duwoc gai viing da kich ¢ng. Néu kich (rng da kéo dai,
hodc ndi man, can ngirng thudc. Néu co diing chét duang &m, nén thoa chét dudng
4m cho tham vao da trudre khi bdi thubc mé.

Thoi gian diing thubc 6 thé 4 -8 tudin. Bac 5§ 58 quyét dinh thoi gian disu trinéu bénh
tién trién 16t Néu bénh khong do hodc nang Ién, can phai kham lai. Néu thoi gian
dung thubc trén 3 thang, bac s7 s6 ¢6 thd cho 1am xét nghiém mau calci huyét va chive
nangthan.

KHINAO KHONG NEN DUNG THUGC NAY? )

+ C6 phan trng dj (ng voi thude. Cac bidu hién dj (eng nhue théer dléc, kho khé, khc’)xth(’yx.
steng mét, sung méi, swng ludi hay cac bd phan khac clia co the, nglra rat hay kieu 1o
ongtrénda. i ) .,
+ Khong duing thudc khi bénh vay nén néang lan rong trén da hay cac dang vay nen
khéc nhue vay nén d6 tng nhu giot, vay nén co ma hay vay nén.

+ Cé calci huyét cao hodc dang dung calci hay thuc pham b6 sung vitamin D hay
thudc twong tw viatmin D nhu calcipotriol.

+Khéng dung thubc héthan diing. ;

TAC DUNG KHONG MONG MUON CUATHUOC (ADR)

C6 thé gay kich (’ng da gay nén do ratva troc da, d6 da, phatban.

Dadrattrén mét.

Thay dbimau da.

Danhay camhon v&i anh séng, phit mach, phimat, phitthé mi.

NEN TRANH DUNG NHUNG THUOGC HOAC THYC PHAM Gi KHI DANG SU
DUNG THUSC NAY?

Khi diing thudc ddng thdi chiéu tia & ngoai B hay anh sang mat troi géy gidm tac
dung clia nhau. Vi vay néu can diing phoi hop thi cin boi thudc it nhat trwéc 2 gio hay
sau 2 givr chidu tia cye tim.

Thubccod thé bi giam tac dung bdi orlistat va acid salicylic dling ngoai.

CANLAM GI KHI MOT LAN QUEN KHONG DUNG THUOC?

Dong thubc ngay khi nhé ra, néu thei diém gan dén lidu diing tiép theo thi ding lidu
tiép theo, khong duoc ding gép doi lidu.

CANBAO QUAN THUGC NAY NHUTHENAO?

Noi kho, nhiét @8 dui 30°C, tranh anh sang. : N

NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU?

Néu diing qua lidu khuyén nghi co thé thay cac tridu trirng nhu da niéu, budn nén,
nén mra, mat cam giac an ngon, tao bén, nhuoc co, béttinh, honmé.

CAN LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAD? )

Ngirng dung thubc va dwa bénh nhan déncosoytégin nhétdé duochdtroyté.
NHONG DIEU CAN THAN TRONG KHIDUNG THUOC NAY?

a, Trirdrng hop c6 thai vacho conba )

Divéi phu nrco thai: khdng nén ding thubc nay triy phi bac s 43 can nhické don.
Déi véi phy nivcho con bi: Khéng dwoc cho con bl trong thoi gian diing thuéc nay.

b, Tac dung v&i kha ndng 1ai xe va van hanh may méc

Thudc khong anh hiréng dén cac thao tac ai xe hay didu knhién may moc.

KHINAO CAN THAM VAN BAC SY, DUGC SV?

Khi c6 tién st vé& calci huyét hay calci nigu.

Bibénh suy gan hay chirc néng than.

Bénh nhéan bi bénh dai th’éo duong.

HAN DUNG CUATHUOC

24 thang ké tir ngay san xuét.

Bg‘)i v&i thube khéng con nguyén ven, han ding cta thubc 6 thang, ké tir ngay mé
nap. .

NGAY XEM XET sUA BOI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG
THUOC: 22/06/2017.

HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

1.CAC BAC TINH DUGC LUC HOC, DUGC DONG HOC:

1.4 Dactinh dwec lwchoe

MaATC: DO5AX02,

Phan nhom thudc: Thudc didu trj vay nén diing ngoai.

Calcipotriol 1& chat téng hop co cAu tric trong tw vitamin D3. Co co ché canh tranh
thu thé cda 1,25-Dihydroxy vitamin D3. Chét nay cho phép biét héa va tre ché tang
sinh sirng & in vitro, stra chiva bat thuwdng & cac té bao trong qua trinh tac vay nén.
B&nh vay nén t& baa da tang sinh qua nhanh déin dén tao vay va d6. Thubc giip da trér
lai binh thudng.

1.2 P3ctinh dwec dong hoc

a.HAp thu: K&t qua nghién ciu cho théy hap thu toan than ctia calcipotriol frong céng
thirc la khoding 6% fiéu diing néu didu tri bénh vay nén méang hodc 5% khi din thudc
cho da binh thiwong. Calcipotriof va chét chuyén hoa ciia nd dwoc van chuyen vao
mau va lién két protein d3c higu huyét twong.
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b.Phén bé: Da khong bj tén thworng, calcipotriol tap trung ¢ cac mé sung hoa, trong
trivong hopda n thirong va bj hép thu toan than, calcxpotno! phan b & cacmo.

c. Chuyen hoa: Tac dyung taichd ca!mpotno| gilv nguyen chu tric. Trong trwo'ng hop bi
hép thu calmpotnol chuyén hoa & gan thanh chét chuy&n hoa mét hoat tinh va c6 thé
chuyén hoa & than thanh hop chét glucuron!c vaester.

d.Thai trie: Trong trudng hop hép thu toan than, thoi gian ban thai 1a 5-6 gio.
Calc:potnol bi thai trir qua mat va phan dudi dang chuyén hoa trong 24 gio.

2. CHIDINH:

Pidu tri benh vay nén théng thudng (bénh vay nén mang ¢ murc dd nhe va vira), c
dién tich da bi bénh dwdi40%.

3. LIEU LUQGNG VA CACH DUNG:

Liduding:

Nguo'l I6n: lwgng diing khéng duoc verotqua 100 g thube mc//tuan (hay khong vuot
quas  mg ca!ctpotnol/’tuan) Khoi dau bo: thube ngay 2 140 vao budi sang va budi ti.
Co thé gidm s61an diing va duy tri boi thube ngay 1 1n khi thude d& dap (ng didu tri.
Trong truong hop dung cak:lpotnol Kkét hop véi thube chira glucocor’ucmd dung
ngoai, thi phai dung cach nhau, thuéc nay dung budi sang thi thudc kia diing budi ti.
Trong truung hop ph0| hO'p cac dang thubc khac nhau co chiva calcipotriol tuan thi
dam bao tdng lwong mbi tuan khong dungqua s mg calcipotriol hay nhw dwdi day:

+ Lidu tdi da diing trong 1 tudn 60 g thudc m& véi 30 mi dang dung dich hodc 30 g
thubc m& véi 60 mi dang dung dich .

+ Ho#c lidu tdi da dung cho 1 tudn 60 g thubc m& véi 30 g kem boi da. Hoac téida 1
tun 30 g thubc mo voi 60 gkembdida.

Tré em: lidu didu chinh theo dign tich be mit co thé (heu diing t6i da 50 g thuoc
md/tuan/m ). Boi thubc ngay 2 I&n vao budi sang va budi téi. Khong khuyén cao phéi
hopthubc & tréem.

+Tré em 2-6 tudi c6 dién tich da co thd 0,5 m?, c6 thé diing 25% lidu dung nguo’l ion
va phai cb sy hwong din clia bac sT. Lidu ti da dung an toan cta thube con chua
duochiét.

+Tré em 6-12 tudi c6 dién tich da co thé 1m*, ¢6 thé ding 50% lidu dung ngudri lon
vakhong duoc dung vuotqua 50 g thude me m0| tudn.

+Tré em trén 12 tudi co dién tich da co thé 1,5 m?, c6 thé diing 75% lidu ngudi lom va
khéng dwgcvwoet qua 75 g mé mi tudn.

Céchdung:

Chi bo: thudc vao ving vay nén. Rwa tay sach trudie khi diing thudc, bop thube me
vao d4u ngén tay hay mang vay nén, thoa lép mong {én ving da bj bénh, cha nhe cho
hét viing da bj bénh dén khi thude ngém vao da hét. Riva tay sau khi bdi thude. Khong
dwge bdi thubclén vung mat, ving da khdng bi bénh. Néu vo tinh day thudc vao viing
da khéng bi benh cén diing nwdc rira sach cac ving nay. Khong du*qc bang hay bd
viing da béi thubc dé tranh hap thu thue. Sau khi boi thubc, co thé gay kich wng
thoang qua, khong dwo'c gal vung da kich &ng. Neu kich trng da kéo dai, hoac noi
mén, cin ngirng thudc. Néu co dling chét dudng 4m, nén thoa chét dudng am cho
th&m vao da trudc khi bdi thubc mé. i

Thi gian dung thubc ta 4 -8 tudin. Néu bénh khong d& hodc nang 1én, can phai kham
lai.

4.CHONG CHIiDINH:

Man cam véi calcupotnol hoéc bét ¢ thanh phan nao clia thuéc. Do thube m& ¢
chra calcipotriol, nén chéng chi dinh cho bénh nhan c6 rdiloan chuyén héa calci hay
¢6 béng chivng nhiém ddc vitamin D.

Khong dwoe bdi thudc 18n da mat, méat, viing da nhidu nép gap nhw hang, nach, viing
duiva hay khéng dwoc bang hay bé viing da sau khi boi thuoc

5.CAC TRUONG HdPTHAN TRONG KHIDUNG THUOC:

a, Gactinh trang canthan trong khi diing thuéc

Baivoi ngwo‘l birdiloan chuyen hoa calci, nén dinh ky dinh lvong calci huyet thanhva
nude tidu dé diéu chinh lidu dung thubc va trénh nguy co téng calci huyet do lvong
thudc hép thu qua nhidu. Can glam sat ciia thay thudc chuyén khoa khi cin boi thube
len trén 30% diéntichdacothé.

B6iveibénh nhan bj dai thao dudrng cn theo déi ndng a6 dwirng huyét dé didu chinh
lidu va thubc chéng dai thao dwong

Thuoc chidwoc dung ngoai, thudc co nguy co gay kich ting da, khong dling tra mét,
ubng hodc trong am dao.

Tranh ho#c han ché & thubc tiép xtc nhidu véi anh sang tw nhién, anh sang dén
ho#c quang tri ligu, bénh nhan bj suy gan, suy than néng.

b, Trwong hop céthaivachoconba

Nghién cleu trén dong vat bang duweéng udng calctpotno! c6 sinh kha dung 40-60% lidu
diing. Két qua nghten clru trén thd, doc tinh & bao thal va me voi lidu12 g
calcnpotno!/kg thé trong/ngay (tu'dng dwong 132 ug/m */ngay). Liéu 36 pg/kg/ngay
(396 ug/m?¥ngay) din dén hoa véi xwong chi truée va xuong chau khong hoan toan.

Nghién cteu trén chudt, lidu 54 pg calmpotnol/ kg/ngay (318 ug/mzlngay) cho bét

thworng khung xwong, to xirong so, md rong xwong swon do hiéu lue cla calcipotriol

dén chuyen héa calci. Nghlen clru ciing chi ra calcipotriol khong anh hwong dén bao

thaiva nguo't me ddi v&i chudt 43,2 pg/m /ngay, th6 17,62 ug/m /ngay, tvong dworng

& ngudi la 18,52 ug/m'ingay. Hién chua d4 bang chirng d& chirng minh thubc cé anh

huwéng @én phu ni mang thai. Do vay diing cho hu n@ ¢6 thai khi can nhéc ky gitra

loi ich tidm nang ciia diing thubc va nguy co tidm an clia thude.

Di véi phy nt nudi con bang sira me: Hién chwa co div lidu cong bd v& sy bai tiét

calcipotriol vao siva me. Vi vay, nén ké don cho phu ni dang nudi con béng sita me

phéi than trong va nén huéng dén khéng ding thuéc m& pomonolac trong thv gian

choconbit.

c, Tac dung v&i kha ndng 1ai xe vavan hanh may moc

Thudc m& pomonolac khéng gay anh hwdng dén thao tac lai xe va van hanh may

mobe.

6. TUONG TAC V61 CAC THUGC KHAC VA CAC DANG TUONG TAC KHAC:

Thube co chira calcnpotrlol khi dung thude dong thou chleu tia tir ngoal B hay anh

sang mét trovi gay glam tac dung clia nhau. Vi vay néu can diing phéi hgp thi can bai

thuoc it nhat triwéic 2 gity hay sau 2 giér chiéu tia cc tim.

Thubc c6 thé bj gidm tac dung bei orhstatva acid sahcyhc dung ngoai.

7. TAC DUNG KHONG MONG MUON cUATHUGC

Sélieu dudi day phan anh tle cong déng ngudi 1on, khdng dac trung cho nguoi cao

tudi. Mrc 66 nghiém trong cla cac tac dung bét loi trén da do thube m& gay ra ting

1&n & bénh nhan trén 65 tudi.

Thuang xdy ra (ADR >1/100 bénh nhan): Kich (rng da gap & 10 -15% s6 bénh nhan

co cactrleu chwng bong rat, nglra, phatban, dau nhot téngtra.

Ban dd, man ngtra, viém da, kho da, bénh vay nén trm trong thém, bong dagap & 1-
10% bénhnhan.

itgap (1/1000 <ADR<1/100 bénh nhan) Kich (rng mét, cam glac noéng bleng da, dau

hay kich trng da, viém nang 16ng, ngtra do viém da, do da do gian tinh mach, teo da,

tang calci huyét, tang séc td mo, kho da, nhiém triing da.

Hiém gap (1/10000<ADR <1/1000 bénh nhén): Phan wng di ung, madng da, thay @i

moc toc, viém da quanh miéng, rat, viém da di rng tiép xtc, bién mau da nhe, trdm

trong hon caetriéu chirng.

R4t hiém gap (ADR< 1/1 00002 Gay réiloan dinh dung va chuyen héa nhw tang calci

huyét, tang calci nigu, thay d6i mau da thoéng qua, phan (bng man cam va phan (ng

nhay cam anh sang nhw phatban, phu mach, phit mét hay phtithé mi.

X tri ADR: Ngung diing thuéc néu ngudi bénh bi kich u’ng da. Neu Xuat hién ting

caici huyet can ngwng dung thudc cho t&i khi calci huyét tr& v& binh thwong.

8. QUA LIEU VA XU TRI:

Do thuébc chiva calmpotnol qua lidu 100 g thube m& mai tuain, cd thé gay calci huyet

cao, trong truong hop nay co thé thdy cac tridu trwng nhuw da niéu, budn ndn, nén

mira, mét cam gidc &n ngon, tdo bén, nhuocco, bét tmh hénmé.

Céch xiv tn Nalrng dung thudc dén khi calci huyet tré vé binh thudng.

9.CACDAU HIEU CANLUU Y VAKHUYEN CAO:

Thube c6 chiva propylen glycol, chét dé gay kich ¢ng da. Vi vay khong nén boi thude

vao mat.

Vi con thiéu di? liéu, thubc m& Pomonolac nén tranh ding cho bénh nhan bj bénh gan

vabénhthan nang.

Vithiéu d ligu, khong nén béi thudc cho bénh nhan co benh vay nén gibng dang giot

@6, bénh vay nén dinh ky lan rong trén da hay bénh vay nén cé mi.

TEN, BIACHICUACO SO SAN XUAT
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