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(Mometasone furoate 10 mg)
Box of 1 Tube 10 g
KOREA PHARMA CO., LTD. @
‘ 87, Jeyakgongdan 3-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea
Composition: Each 10 gram of cream contains: Specifications: USP 38.
Mometasone furoate . ................. 10 mg
- - . I SDK/ Visa No. :
Indication, Dosage & A [of LSX/ Batch No.:
and other information: NSX/ Mfg. Daté.: |
Refer to the pa.c?(age leaflet .end?sed. . ' HSDY Exp. Date: |
Storage conditions: Store in a tight container, in a dry and
cool place, protected from sunlight, below 30°C. KEEP OUT OF REACH OF CHILDREN
Shelf-life: 24 months from the manufacturing date. READ THE PACKAGE LEAFLET CAREFULLY BEFORE USE
\ (Mometasone furoate 10 mg)
Hop1 Tuyp 10 g
KOREA PHARMA CO., LTD. @ £
87, Jeyakgongdan 3-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Han Quéc. a
Thanh phan: Méi 10 g kem c6 chira: Tiéu chudn: USP 38.
Mometason furoat . . . . . .10mg Xut xir: Han Quéc.
Chi djnh, Liéu dung & Cach duna, Chéng chi dinh va cac
théng tin khac 5 |
Dé& nghj xem trong t& hudng dén st dung thubc kém theo DNNK: |
Didu kién bao quan: Bao quan trong bao bi kin, noi khd mét,
| tranh ann sang, nhigt d6 cuti 30°C. _ DEXATAMTAY TRE EM _
| Han dung: 24 thang ké tir ngdy san xuét DOQC KY HUONG DAN SU’ DUNG TRUOC KHI QUNG“ —
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(Mometasone furoate 10 mg)
Tuyp 10
e LGP
Trinhphivc i 10 bt Lsx/ Baten No
Chi dinh, Liéu ding & Céch ding, HSD/ Exp. Date
Chéng chi dinh va cac théng tin khac :
D& nghi xem trong t huong dén sir dung . DE XA TAM TAY TRE EM »
thudc kem theo. DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG
Diéu kién bao .
Bao quan trong bao bi kin, noi khd mat, Nha san xuit: KOREA PHARMA CO., LTD.
tranh anh sang, nhiét 46 dudi 30°C. 87, Jeyakgongdan 3-gil, Hyangnam-eup, Hwaseong-si,
Han dung: 24 thang ké tir ngay san xudt Gyeonggi-do, Han Quéc

Tiéu chuén: USP 38
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CATIOMA Cream

Kem boi ngoai da Mometason furoat 0,1% kl/kl

Khuyén cio:

Doc kv huong dan swr dung trude khi dimg.

Dé xa tam tay tré em.

Thong bdo ngay cho bdc sy hodc dwoc sy nhiing tac dung khong mong muon gap phai khi sir dung thuoc.
Néu can thém thong tin xin hoi y kién bdc sy hodc duwoc sy.

Thanh ph?m — ham lwong cia thude:

Mdi 10 g kem ¢6 chira:

Dueoc chat: Momentason furoat . . . . . 10 mg

Ta duoc: stearyl alcohol, cetanol, light liquid paraffin. propylene glycol. polysorbate 60, sorbitan
monostearate, sodium benzoate, nude tinh khiét.

Dang bao ché: Kem boi ngoai da.
Quy cach dong géi: Hop 1 tuyp 10 g.

Dugc lue hoe:

Nhom tac dung duoc 1y: corticoid dung tai chd

Ma ATC: DO7ACI13

Mometason furoat thé hién hoat tinh chdng viém va chéng vay nén rd rét trén cac mod hinh du
doan chuan ¢ dong vat.

Sau khi gay viém bang dau ba dau (croton oil) & chudt nhit. mometason thé hién tiém luc tuong
dwong betamethason valerat sau khi dung liéu don va gap khoang 8 1an sau 5 liéu str dung.

O chudt lang, mometason thé hién tiém luc xap xi gap 2 lan so voi betamethason valerat trong
viée lam giam triéu chung cua bénh gai biéu bi dc M. ovalis gay ra (tirc la thude co hoat tinh
chdng vay nén) sau 14 liéu sir dung.

Dwoe dong hoc: '

Cac nghién ctru duge dong hoc da cho thay su hdp thu toan than sau khi dung kem boi ngoai da
mometason furoat 0.1% ki/kl la rat nho, khoang 0.4% liéu dang ¢ ngudi, phan lén dugce bai tiét
trong vong 72 gio sau khi dung thude. Viée xac dinh cac chét chuyén hoa khong kha thi vi chiing
chi hién dién voi luong nho trong huyét twong, phan va nudc tiéu.

Chi dinh:

Kem boi ngoai da mometason furoat 0.1% kl/kl duoc chi dinh dé didu tri cac biéu hién viém va ngira
trong bénh ly vdy nén (trir viy nén dang mang lan rong) va viém da co dia di ung.

Thudc nay str dung cho ngudi 16m va tré em trén 6 tudi.
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Liéu Iwrong va cach dung:

Nguoi trueong thanh, ké ca bénh nhan cao tuéi, thanh thiéu nién va tré em tir 6 tuéi tro Ién: Thoa
mot lop mong kem boi ngoai da mometason furoat 0.1% kI/kl 1én ving da bi bénh mdi ngay mot
ldn. Mot don vi tinh bing ddu dét ngon tay (co gidi han tir dinh ngon tro cua ngudi lon dén nép
gap dau tién) 1a du dé phu mot dién tich gap doi ban tay cua nguoi lon.

Khuyén cao str dung corticoid ¢6 tiém lue kém hon khi bénh nhan ¢6 cai thién lam sang.

Khong nén dung kem boi ngoai da mometason furoat 0.1% kl/kl trong thoi gian dai (trén 3 tudn)
hodc trén dién rong (trén 20% dién tich bé mit co thé). O tré em chi su dung toi da 1a 10% dién
tich bé mat co thé. .

Trudong hop str dung corticoid diing ngoai da ¢ tré em tir 6 tudi tror 1én hodc khi boi trén mat, phai
2161 han lugng su dung tdi thiéu tuong ung vo1 mot ché do diéu tri hiéu qua va thoi gian diéu tri
khong vugt qua 5 ngay.

Tré em duwdi 6 tuéi: Kem boi ngoai da mometason furoat 0,1% kl/kl khong duoc khuyén cao st
dung do khong c6 day du dir liéu vé tinh an toan ¢ tré em dudi 6 tudi.

Chong chi dinh: \

Man cam voi mometason furoat, cac corticoid khac hodc vai bat ctr thanh phdn nao cua thude.
Bénh nhan mac bénh trimg ca do. trimg ca trén mat, viém da quanh miéng, ngira quanh hdu mén
va co quan sinh duc, phat ban ta 16t, nhiém khuan (nhu bénh chdce 10). nhiém vi rat (nhu bénh
Herpes simplex, Herpes zoster va thuy dau). nhiém ky sinh va nhiém ndm (nhu Candida hoic
Dermatophytes). bénh thuy dau, lao, bénh giang mai hoac phan ung sau tiém chung.

Khong dung kem bdi ngoai da mometason furoat 0,1% kl/kl trén vét thuong hodc ving da bi loét.

Than trong:

+ Than trong khi dung thudc:

HAp thu toan than cua corticoid dung tai chd co thé gdy te ché c6 hdi phuc truc ha ddi - tuyén
yén - tuyén thuong than (HD-TY-TTT). Biéu hién cua hoi ching Cushing, tang duong huyét, va
dudng niéu ciing co thé xuat hién & mot s bénh nhan do hap thu toan than cua corticoid khi diéu

tri tai chd.

Bénh nhan dung steroid dé mot dién tich bé mit da 1on hodc cac khu vue da ¢6 bang bo can duoc
danh gia dinh ky su uc ché truc HD-TY-TTT.

Néu su we ché truc HD-TY-TTT duoc ghi nhan, nén giam tan suét st dung hodc thay'thé béng
mdt corticoid hoat luc kém hon. Phuc hdi chire nang cua truc HD-TY-TTT thuong dugce luu y
sau khi ngung corticoid tai chd.

Bénh nhi ¢ thé nhay cam hon voi doc tinh tir lidu lugng tuong duong do ty 1€ bé mat da/khdi
luong co thé 16n hon.

Néu xudt hién cac triéu chimg kho chiu, nén ngimg str dung kem béi ngoai da mometason furoat
0.1% kI/kl va diéu tri thich hop.

Chi st dung thudc ngoai da. Tranh tiép xuc vai mat.

Khong nén st dung kem boi ngoai da mometason furoat 0,1% kl/kl trong diéu tri viém da & ving

da quan ta ¢ bénh nhi.
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Khong nén sir dung cac san pham eo chira corticoid khac cung véi kem boi ngoai da mometason
furoat 0,1% kl/kl néu khong co su tu van cua bac s¥ hoac dugc s¥.

1a duoc:

Kem boi ngoai da mometason furoat 0,1% kl/kl ¢6 chira propylen glycol ¢ thé gay kich ung da.
Thanh phan stearyl alcohol trong kem ¢ thé gdy ra cac phan tng tai chd trén da (nhu viém da
tiép xiic).

+ Cac 1gh_uyén cao dung thude cho phu nit ¢6 thai va cho con bi:

Phu nit ¢o thai:

Corticoids da duge ching minh la gdy quai thai & dong vat thi nghiém khi dung c¢6 hé thong &
mtic do liéu luong tuong ddi thap. Mot s corticoid da duoe ching minh la gay quai thai sau khi
su dung trén da dong vat trong phong thi nghi¢m.

Chua c6 nghién ciru day du va duge kiém soat tot cac hiu img gdy quai thai tir corticoid tai chd
khi str dung ¢ phu nir mang thai. Do d6, corticoid tai chd nén duoc str dung trong khi mang thai
néu da can nhic day du loi ich tiém nang va rui ro cho thai nhi.

Phu nir cho con bu:

Corticoid duoc bai tiét vao sira me va ¢6 thé ngan chan su tang truong. anh huong dén san xuat

=~ corticoid ndi sinh, hodc gdy ra tac dung khong mong mudn khac. Nguoi ta khong biét viée str
dung corticoid bdi ngoai da ¢ thé din dén hap thu toan than du dé xuét hién corticoid trong sira
me hay khong. Nén thén trong khi su dung kem bdi ngoai da mometason furoat 0,1% kl/kl & phu
nit cho con bu.
2 An_h,_lluxﬂy_ngv cua thude ddi voi cong viée (ngudi van hanh may moc, dang lai tau xe va céc
truong hop khac):
Thude khong anh huong dén kha nang lai xe va van hanh may moc.
Twong tic cia thude:
St dung kem béi ngoai da mometason furoat 0.1% kI/kl cing véi cac corticoid khac c¢6 thé lam
tang nguy co trc ché truc ha doi - tuyén yén - tuyén thuong than.
Tac dung khong mong muf}n'
Cac tac dung khong mong mudn duoc ghi nhan khi s dung mometason furoat phan loai theo hé
cO quan va tan suat nhu sau: Rét thuong gap (=1/10); Thuong gap (>1/100. <1/10); it gap
>1/1,000, <1/100); Hiém gap (>1/10.000. <1/1.000): Rét hiém gap (<1/10.000,); Khong 1 —
N (chua thé tinh toan dua trén dir liéu san c6) iu
Nhiém khuén va nhiém ky sinh
- Khong,r rd: Nhiém khuan, nhot Q‘
- Rat hiém gap Viém nang 10ng ?;,.«
Roi loan than kinh
- Khong r6: Di cam —_—
- Rat hiém gap: Cam gidc nong rat ok

Réi loan da va té chire dudi da
- Khéng rd: Viém da tiép xuc. giam sic té da. rim 1ong. seo da. viém da mun trimg c4, loan
dudng da

- Rat hiém gap: Ngta

Roi loan toan thin va tai vi tri sir dung thude
- Khéng 16 : Dau, phan ting tai chd
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N

Céc phan tng ¢6 hai tai chd it gap phai d6i vai cac thude co chira corticoid dung ngoai da gdm
¢6: kho da. kich tng. viém da. viém da quanh miéng. gidop da. rom say va tinh mach dudi da.
Bénh nhi dé gap phai hoi chimg Cushing va biéu hién e ché truc ha doi - tuyén yén - tuyén
thuong than hon bénh nhan truong thanh do dién tich bé mat co thé lén hon so véi trong luong
co thé.

Diéu tri bang corticoid kéo dai ¢6 thé anh huong dén su tang truong va phat trién cua tré.

Qua lidu va céach xir tri:

Dung corticoid tai chd luong 1on, kéo dai ¢6 thé wc ché truc ha doi - tuyén yén - tuyén thuong
than (HD-TY-TTT). din dén suy thuong than thir phat, thuong ¢ thé hdi phuc.

Néu phat hién tinh trang uc ché truc HD-TY-TTT, nén ngung thude, giam tan suat su dung hoac
thay thé bang mot corticoid tiém luc kém hon. Tich cuc theo doi dé cé bién phdp xu tri kip thoi.
Nong do steroid ciia moi tuyp khong qua cao dé dé phong cé it hoac khong co doc tinh xay ra khi
tinh c¢& nudt phai thude.

Néu xuét hién cac triéu ching kho chiu, nén ngirng su dung kem boi ngoai da mometason furoat
0.1% kl/kl va diéu tri thich hop.

Diéu kién bao quan:
Bao quan trong bao bi kin, noi khd mat, tranh anh sang. nhiét d6 dudi 30°C.

Han dung: 24 thang ké tir ngay san xuat.
Tiéu chudn: USP 38.
Nha sin xuit:
KOREA PHARMA CO., LTD

87, Jeyakgondan 3-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do — Han Qubc.

SBK:
Ngay xem xét sira ddi, cip nhat lai ndi dung hwomg din si dung thube:

TUQ.CUC TRUONG
P.TRUONG PHONG




