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MORYSTALE

Mometasone furoate 0.1 % (w/w)

Cream

MORYSTALE

Cream

Manufactured by

APROGEN BIOLOGICS INC.
16, Dumeari-gil, Yanggam-myeon, Hwaseong-si, Gyeonggi-do,
Republic of Korea

Mometasona furcate 0.1 % (wiw)

Composition: Each tube 15 g cream contains: Specifications: In-house

Maometasone furcate .............. 15 mg Shelf-life: 36 months from the manufacturing date.
Indication, admi ion, Contraindication Dosage form: Cream.

and other information: Packing: Box of 1 tube 15g

Read the package leaflet enclosed.

Storage conditions: Store in a tight container, KEEP OUT OF REACH OF CHILDREN

below 30°C and do not freeze. READ THE PACKAGE LEAFLET CAREFULLY BEFORE USE
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Han Quoc

Thanh phan: Méi tuyp 15 g kem cé chira: Tigu chuan chat lwong: TCCS
Mometason furoat .. 15mg Han dung: 36 thang ké tir ngay san xuét.
Chi djnh, cach ding, chéng chi dinh va cac théng tin Quy cach déng géi: Hép 1tuyp 15g
khéc: Xem trong t& huéng dan sir dung thubc kém theo.  Dang bao ché: Kem bdi da.

Pidu kign bao quan: Bdo quan trong bao bi kin, dudi Xuét x(r: Han Quéc.
30°C, khéng lam déng lanh. BE XA TAM TAY TRE EM

DNNK: DOC KY HUPONG DAN SU DYNG TRUOC KHI DUNG
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MORYSTALE CREAM
Kem boi da Mometasone furoate 0,1% (kl/kl)

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:

Thuée ding ngoai

Dé xa tam tay tré em

Doc kj hueong dan sir dung triede khi dimg

Théng bdo ngay cho bdc st hodc duoc st nhitng tdc dung khéng mong mudn gdp phai khi sie
dung thuoc

THANH PHAN CONG THUC THUOC:

Mai tuyp 15g kem c6 chira:

Thanh phan hoat chdt: Mometasone furoate ............... 15 mg

Thanh phén té dwge: propylen glycol, paraffin long, cetanol, cetostearyl alcohol, isopropyl
myristat, sorbitan stearat, polysorbat 60, dinatri edetat hydrat, benzyl alcohol, nudc tinh khiét.

DANG BAO CHE:

Kem boi da.

M?6 ta dang bao ché: Kem mau tring hodc gin tring, khong nhin thdy céc tidu phan hat hoic bi
tach 16p.

CHI PINH:

Morystale cream dugc chi dinh dé diéu trj céc triéu ching viém va ngta trong bénh vay nén
(khéng bao gém bénh vay nén mang lan rdng) va viém da di Gng.
Thude nay chi danh cho nguoi 16n va tré em tir 2 tudi trd 1én.

LIEU DUNG, CACH DUNG:

Ngueoi 16m, ké cd nguoi cao tuéi, thanh thiéu nién va tré em tir 2 tudi tré Ién: Boi mot 16p mong
MORYSTALE Cream trén viing da bi ton thuong, mdi ngay mét 1an; xoa nhe nhang va cin
than cho dén khi hét thude. Mot don vi ddu ngén tay (mét dudng kem tir ddu ngén tay tro dén
nép gép déu tién) c6 thé thoa phit dugc dién tich bing gép dbi kich thudce ban tay ngudi 16n.
Tre em:

Str dung corticosteroid béi tai chd cho tré em tir 2 tudi trd 1én, hodc trén mat cin duoc gidi han
& mure lidu thip nhét 6 hidu qué va thoi gian diéu tri khéng dugc qué 5 ngay.

Tré em dudi 2 tuéi: MORYSTALE Cream khong duoc khuyén cdo sir dung cho tré dudi 2 tudi
do khéng du dir liéu vé d6 an toan va hidu qua.

CHONG CHI PINH:

Chéng chi dinh ding MORYSTALE Cream trong trudng hop:
- Bénh nhian min cam v&i mometasone furoate hodic véi bét ki thanh phén nao cua thude, hoic
vdi corticosteroid khac.
- Mun tring cd d6 ¢ mdt, myn tring cd thong thudng, teo da, viém da quagh
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(nhu Herpes simplex, Herpes zoster va Varicella zoster, Verrucae vulgares, Condylomata
acuminata, Molluscum contagiosum) nhiém ky sinh tring va nidm (nhu ném Candida,
Dermatophyte), thuy dau, nhiém khuin lao, giang mai, hodc phan tng sau tiém véc-xin.
MORYSTALE Cream khong nén ding trén céc vét thuong hé hoac viing da bj loét.

CANH BAO VA THAN TRONG KHI DUNG THUOC:
Néu ¢6 bat ki biéu hién kich tng hodc méan cam v&i mometasone furoate thi cin phai nglrng su
dung va chuyén sang liéu phép thay thé khéc.

Néu nhiém tring phat trién, can sir dung thuéc khang nim hodc khéng khudn thich hop. Néu
dap tng diéu tri khong xudt hién kip thoi, cin ngimg sir dung corticoid cho dén khi nhiém
trung duoc kiém soat mot cach ddy du.

Su hép thu toan thin ciia cac corticosteroid tai chd c6 thé gdy ra tc ché truc: ving dudi ddi-
tuyén yén-tuyén thuong than (HPA) c¢6 nguy co giam tiét glucocorticosteroid sau khi ngung
diéu trj. Cdc trigu chimg cua hoi chimg Cushing, ting dudng huyét va dudng niéu c6 thé xuét
hién trén mét sb bénh nhan do su hap thu toan than clia cac corticosteroid tai chd trong qua
trinh diéu trj. Bénh nhén béi thudc trén viing da 16n hofic bi bit tic cin dugc danh gia dinh ky
vé su Grc ché truc HPA.

Bét ky tac dung phu nao duge bo cdo sau khi sir dung corticosteroid toan than, bao gém trc
ché tuyén thugng thén, ciing c6 thé xay ra véi corticosteroid dung tai chd, dic biét & tré so sinh
va tré nho.

Tré em dé bi tac dung toan than hon ngudi I6n & muc lidu twong duong do ti 1¢ dién tich bé
mit da/ khoi luong co thé 16n hon. Do an toan va hiéu qua cuia mometasone furoate ¢ tré em
dudi 2 tudi chura dugc thiét 1ap nén khong khuyén cdo sir dung thube trén dbi tuong nay.

Ddc tinh tai chd va toan than thuong gdp dac biét 1a sau khi sir dung thuée lién tuc trong thoi
gian dai trén nhitng viing da bi tén thuong 16n, & cac nép gép va khi bit kin bing polythen. Néu
sir dung cho tré em hodc trén mét khong nén bit kin. Néu boi & ving mit thi dot didu trj nén
duoc gidi han trong 5 ngay va khéng bit kin viing da diéu tri. Can tranh sir dung thudc lién tuc
trong thoi gian dai trén tat ca bénh nhan khong phan biét tudi téc.

Diing steroid tai chd c6 thé gay ra nhiéu rii ro cho bénh nhan bi vay nén vi mét sb ly do bao
gdm tai phét sau khi dung nap, tang nguy co bénh vay nén mun mu tép trung va phat trién doc
tinh cyc bd hodc toan than do hang rao bao vé clia da bi suy yéu. Néu sir dung thude cho bénh
vay nén, can theo dai bénh nhan cin than.

Tuong tu nhur tat ca cc glucocorticoid ding tai chd tac dung manh, cn tranh ngimg thude dot
ngdt. Khi dang diéu tri lau dai bing glucocorticoid tai chd ma dimg dot ngot, hién tuong hdi
tng ¢6 thé xay ra dudi dang viém da véi man do dit ddi, cham chich, bong rat lan ra ngoai
ving diéu tri ban dau va thudng xay ra ¢ ving da moéng manh nhu mat va nép gp. Hién tuong
ndy c6 thé dugc phong ngira bing cach giam lidu didu tri, vi du nhu diéu tri ngit quang trudce
khi ngirng hin.

Glucocorticoid ¢6 thé 1am thay ddi dién mao cua mdt s6 ton thuong va gdy kho khan dé dua ra
chén doan chinh xéc, ddng thoi c6 thé 1am tri hodn viéc chita lanh c4c tén thuong.

Tang glucose huyét va glucose nigu c6 thé xay ra & mot sb bénh nhan sau khi bdi thuoc do hép
thu toan than. \ ;
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can dua bénh nhan dén bac si chuyén khoa mit dé dénh gid cic nguyén nhén, bao gdm duc
thily tinh thé, ting nhan 4p hodc céc bénh hiém gip nhu viém héc véng mac trung tim thanh
dich (CSCR) da dugc béo cdo sau khi sir dung corticosteroid toan than va tai chd.

Céc ché phdm mometasone furoate 0,1% (kI/kl) bdi ngoai da khéng ding cho mét, k& ca mi
mit, vi c6 thé gap nguy co hiém gap cua bénh glaucom don thudn hodc duc thiy tinh thé dudi
bao.

- San pham nay c6 chira propylen glycol c6 thé gay kich Gng da.

- San phdm nay ¢6 chia benzyl alcohol c6 thé giy cac phan ung di ing.

- San pham nay ¢6 chira cetostearyl alcohol ¢6 thé gy phan (g tai chd trén da (vi du: viém da
tiep xuc).

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu nit ¢o thai

Trong thoi ki mang thai, chi nén diéu tri bing mometasone furoate theo yéu cdu ciia béc si. Tuy
nhién, can tranh bdi thudc trén mot dién tich rong hodic dung trong mdt thoi gian dai. C6 bing
chimg khéng ddy di vé do an toan trong thai ky & ngudi. Viée sir dung corticosteroid tai chd
cho dong vt c6 thai c6 thé gay bét thudng cho su phat trién ciia bao thai nhu hé ham éch va
thai cham phét trién trong tir cung.

Chua ¢6 nghién ciru ddy du va duoc kiém soat tdt vé st dung mometasone furoate & phu ni¥ ¢
thai va do d6 nguy co cho thai nhi & ngudi la khong rd. Tuy nhién, gidng voi tit ca cac
glucocorticoid ding tai chd, kha ning phét trién cua bao thai c¢6 thé bi anh huong do
glucocorticoid ¢6 thé dugc truyén qua nhau thai. Do d6, ¢6 nguy co anh huéng rit nhé cho bao
thai ngudi khi ding mometasone furoate. Vi vdy, mometasone furoate chi nén sir dung cho phu
nir mang thai néu loi ich tiém 4n cao hon nguy co tiém 4n ddi véi me hodc thai nhi.

Phu nir cho con bu

Khong biét ligu corticosteroid ding tai chd c6 thé dugc hp thu toan than dé bai tiét va phat
hién duoc trong sira me hay khong. Mometasone furoate chi nén duoc dung cho phu nir dang
cho con bii sau khi xem xét mdt cach cin than vé loi ich va rui ro. Néu duoc chi dinh diéu trj
mometasone furoate véi lidu cao hon hogic dung lau dai thi can ngimg cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Duing corticosteroid toan than va tai chd c6 thé gy tac dung khéng mong muén trén méit nhu
nhin m&. Néu bénh nhan xuét hién céc triéu chimg nhu nhin md hoic céc réi loan thi gidc khac
thi khong nén lai xe hodc vén hanh may méc.

TUONG TAC, TUONG KY CUA THUOC:

Thubc ding ddng thoi te ché CYP3A (vi du cobicistat, ritonavir, itraconazole) da dugc ching
minh 14 trc ché qué trinh chuyén hoa corticosteroid dén dén tdng phoi nhiém toan thin. Mirc do
tuong tac ndy c6 lién quan dén 1am sang phu thude vao liu cua corticosteroid va hiéu luc cua
chat trc ché CYP3A.

Do chua cé nghién ciru vé tinh tuong ky cua thuéc, khong tron 13n thudg-
khéc. !
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TAC DUNG KHONG MONG MUON CUA THUOC:

Céc tac dung khong mong muén lién quan dén diéu tri bing mometasone furoate duge béo cdo
theo h¢ théng co quan va tan suét: rét thuong gip >1/10); Thudng gap (>1/100, <1/10); it gip
(=1/1000, <1/100); hiém gép (>1/10000, <1/1000); rét hiém (<1/10000); khéng r3 (khong thé
udc tinh tir dir liéu c6 sin)

Nhiém trimg vé nhiém ki sinh tring

Khéng biét: nhidm trung, mun dinh
Rat hiém: viém nang long

Réi loan hé thén kinh

Khong rd: di cam

Rét hiém: néng rat

Roi loan mdit

Khéng biét: Tam nhin mo
Réiloan da va cac md durdi da

Khong biét: viém da tiép xiic, giam sic t6 da, rim l6ng, ran da, viém da dang tring c4, teo da,
phan ing cai thudc - do da, ¢6 thé lan sang cac vung khéc, cam gidc nong réat hodc cham chich,
ngira, bong tréc da, mun mu ri rich.

Rat hiém: ngira

Nhitng réi loan chung va tinh trang tai noi dimg thudc

Khong biét: Pau tai chd bbi, phan tng tai chd béi

Cac tic dung khéng mong mudn cuc bd duge bdo cdo khéng thuong xuyén voi céc
corticosteroid diéu trj tai chd trén da bao gdm: kho da, kich ng, viém da, viém da quanh
miéng, loét da, rdm say va gidn mao mach.

Déi twong tré em

Ngudi ta da chimg minh dugc rang: khi diing corticosteroid tai chd, tré em nhay cam véi hién
tuong G ché truc: ving dudi ddi - tuyén yén - tuyén thuong than va héi chimg Cushing cao
hon ngudi trudng thanh va ngudi cao tudi do c6 ti 16 dién tich bé mit da/trong luong co thé 16n
hon. Piéu trj béng céc corticosteroid 1au dai c6 thé anh hudng dén su phét trién va tang truong
cua tré.

QUA LIEU VA CACH XU TRi:

Dung corticosteroid tai chd 1au ngdy c6 thé gay tic ché truc ving dudi ddi - tuyén yén - tuyén

thugng than, ddn dén suy tuyén thuong than thir phat, thuong ¢6 thé tw phuc hdi. Trong cic

truong hop nhu viy, can phai diéu tri triéu chig mot cach thich hop.

Néu phai cht y dén su Grc ché truc HPA, can nging sir dung thude, hodic giam tan suit sir dung

hogc thay thé mot loai steroid tic dung kém hon. 2

D
4
Ham luong steroid ciia mdi lo thap dén murc c6 it hosic khong gy doc tinh trong truong hop vo N

tinh nudt phai.

PAC TINH DUQC LUC HQC:
Nhom tri liéu: Corticosteroid- bdi ngoai da
Mai ATC: DO7AC13
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Tac dung duge ly: Mometasone furoate c6 hoat tinh chong viém va vay nén trén cdc mé hinh
dong vét chuan duge chi dinh trudc.

Trong thir nghiém gay viém c4p tinh boi déu ba dau trén chudt, mometasone c6 hiéu qua tuwong
tu betamethasone valerate sau mot 1an sir dung va gdp khoang 8 1an sau 5 l4n sir dung.

Trén chudt lang, mometasone c6 hiéu qua bing khoang 2 14n betamethasone valerate trong viéc
lam giam tri¢u chimg day 16p gai biéu bi (nhu vay nén) sau 14 14n sir dung.

PAC TINH DUQC PONG HQC:

Cac nghién ctru duge dong hoc da chi ra ring sy hdp thu toan than 1a rét it sau khi st dung
Mometasone furoate bdi ngoai da, khoang 0,4% liéu diing & ngudi, phin 16n lugng thude duoc
hap thu s& dugc bai tiét trong vong 72 giv. Thude khong ¢6 kha nang chuyén hoa do chi ¢6 mot
lugng nho thude ¢ mit trong huyét trong va phan.

TIEU CHUAN CHAT LUONG:
TCCS

BAO QUAN:
Bao quan dudi 30°C, khéng lam dong lanh.

QUY CACH PONG GOI:
Hop 1 tuyp x 15g.

HAN DUNG:

36 théng ké tir ngay san xuét.

S6 16 san xuét (Batch No.), ngay san xuét (Mfg. date), han dung (Expire. date): xin xem trén
nhan bao bi.

San xudt tai Han Quéc béi:
APROGEN BIOLOGICS INC.
16, Dumeori-gil, Yanggam-myeon, Hwaseong-si, Gyeonggi-do, Han Qubc.




