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Thanh phin
i 1 hira:
MBI 1 g kem chira Cong Ty €4 Phin Tip Dodn Merap
Terbinafin hydrociond ... 10 mg T Tabr, WA Ciarwg. Himg Y, el N

METERBINA

Sanxult g MERAP

wasz'y

METERBINA

KT:DxRxC : 91mm x 23mm x 28mm

Thanh phin Quy cach: Hop 1uyp 5g

Méi 1 g kem chira Bao qudn

Terbinafin hydrocirid 5 2 10 mg Nuri khéi, dudn 30 °C, tranih anh séng trye tidp
Dang bao cha: Kem Tiéu chudn: TCCS

Chi djnih, ehéng chi dinh, lidu ding va cach ding, Dé xa tAm tay tré em

tic dyng phy, cac théng tin khac: Boc ki hwrdmg din sir dyng triroe khi ding

Xem trong b hudmg ddn sir dung thubc

SOKAIsa No- VD- San wsdt b Cang Ty C6 Phin Tap Doan Marap

Tan Tidn, Van Glang, Hung Yén, Viét Nas

METERBINA

Composition
Edch 1 gen
Terbinafine hyd
Dosage form:

Indications,  contra-indications, dosage and Heep out of the reach of children
Carefully read the insert paper befors use

Packing style: Box of a 5 g ube
Storage

1 mg Dry piace, below 30 °C. protect from direct light
Specification: Manufaciurer's

administration, skde effects, other information:
See the package insert M

ured by Merap Group Corporation
Tan Tien, Vian Giang, Hung Yen, Vietram

METERBINA
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M&i 1 g kem chiva:

Céng Ty Cd Phén Tip Doan Merap
Terbinafin hydroclorid ... 10 mg Tan Tebn, Van Giang, Hung Yén, Vidt Nam

METERBINA

wog

Meterbina
KT:DxRxC : 110mm x 25mm x 32mm

Thanh phdn Quy cach: Hap 1 tupp 10

Moi 1 g kem chira Bao quan

Terbinafin hydroclond . .. 10mg Naoi khé, duedi 30 °C, trénh anh sang true tidp

Dang bao ché: Kem Tigu chuan: TCCS

Chi dinh, chéng chi dinh, liéu ding va cach D& xa tim tay tré om

diing, tac dyng phy, cic théng tin khac: Bgc ki hwdmg din sir dyng trwdre khi ding .
Xem trong tér hurdmg dan st dyng thubc San xudt béri Céng Ty C& Phén Tip Boan Merap

SBiK/Visa No.: VD- Tén Tién, Van Giang, Hung Yén, Vigt Nam

METERBINA -

Compaosition Packing style: Box of a 10 g tube

Each 1 g cream contains Storage

Terbinafine hydrochlonde ... 10mg Dry place, below 30 °C, pratect from direct light
Dosage form: Cream Specification: Manufacturer's

Indications, contra-indications, dosage and Keep out of the reach of children
administration, side effects. other information: Carefully read the insert paper before use
See the package insert Manufactured by Merap Group Corporation

Tan Tien, Van Giang. Hung Yen. Vietnam

METERBINA
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ey . Hutng din sit dung cho bank nha
Kem béi da tri ndm ng Cansieung cnabenhahan

METERBINA

Terbinafin hydroclorid 1%

BE XA TAM TAY TRE EM. DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
Théng bio ngay che bac sy hodc dugc sy nhifng tac dung khéng mong muén gap phai khi st dung thudc

Terbinafin hydroclorid 10 mg tuong duong véi 8,8 mg terbinafin base

Ta duoc: Cetostearyl alcol, cetyl alcol, parafin rdn, macrogol cetostearyl ether 20, glyceryl monostearat, medium-chain triglycerid,
glycerin, propylen glycol, nipagin, nipasol, dinatri edetat, dinatri hydrophosphat dodecahydrat, nuac tinh khiét

MO TA DANG BAO CHE: Kem mau tring, déng nhat, déng trong tuyp nhém 5 g hoac 10g

QUY CACH BONG GOI: Hop 01 tuyp 5 g; Hop 01 tuyp 10

THUGC DUNG CHO BENH Gi?

METERBIMA dugc chi dinh diéu tri cac bénh:

Nhi&m nam da (nam da chan, ndm da ban chan, ndm than, ndm da dui va bénh ndm gy tén thuong mang tron) do Trichophyton
{vi du: T rubrum, T. mentagrophytes, T. verrucosum, T. violaceurn), Microsporum canis va Epidermophyton floccosum

Nhiém nam men & da, chli yéu do loai Candida (vi du: €, albicans)

Lang ben do Pityrosporum arbiculare (con dugc goi 1a Malassezia furfur)

NEN DUNG THUSC NAY NHU THE NAO VA LIEU DUNG?

Liéu ding

Nguedsi én va tré em = 12 tudi: Boi thude mét 1an hodc hai lan méi ngay

Liéu diing cho cde déi tuong dac biét:

Tré em: An toan va hiéu qua khi st dung thudc cho tré em dudi 12 tudi chua dugc xac dinh

Béenh nhan cao tudi: Lidu nhu nguai Ion théng thudng

Thoi gian va tdn suat diéu tri

Bénh ndm da chan: 1 1an/ ngay trong 1 tuan

Bénh ndm da than va ndm da doi: 1 1an/ ngay trong 1 tuan

Bénh nam Candida & da: 1 hoac 2 |4n/ ngay trong 1-2 tuan

Lang ben: 1 hoac 2 lan/ ngay trong 2 tudn

Triéu ching l3m sang thudng gidm trong véng vai ngay. St dung khéng thudng xuyén hoac nglng diéu tri sém gay ra nguy cd tai
phat. Néu khang co ddu hiéu cai thién sau hai tuan, bénh nhan nén dén gap bac sy

Cach dung

Chi bdi ngoai da

Rifa sach va lau khé viing da bi dnh hudng ki trudc khi bl thudce, Bai mét ldp kem méng cho viing da bi anh hudng va khu vuc
xung quanh, xoa nhe nhang. Trong trudng hop nhiém nam & ving da thuang xuyén co xat nhau (dudi vu, ké ngon, ké mong, ben),
ché bai thudc co thé duogc bao phi bing mét migng gac, dac biét vao ban dém

KHI NAO KHONG NEN DUNG THUGC NAY?

Bénh nhan qui man vdi terbinafin hoac bat ky ta dugc cd trong kem

TAC DUNG KHONG MONG MUGN

Tridu chung tai ché nhu ngua, bong troc da, dau & chd béi thud, kich (ng tai chd boi thudc, réi loan sac t6, cdm giac nong & da,
ban d6, vay,....cé thé xay ra tai chd béi thudc. Nhiing triéu chiing nhe nay phai duoic phan biét véi cac phan tng qua man nhu ngua
trén dién réng, phat ban, ban bong nudc va néi may day dudc béo céo trong cac trudng hop [é té va can phai ngung diéu tri
Trong trudng hap vé ¥ dinh vao mat, terbinafin hydroclorid co thé gay kich tng mét

Trong nhifng truéing hop hiém gap, nhiém nam c6 tir truge co thé nang them

Tac dung khéng mong muén dugc liét ké dugi day theo nhém ca quan va tén suat. Cac tan suat duoc xac dinh nhu sau: Rét thuang
gap (2 1/10), thuéng gap (= 1/100 dén < 1/10), it gép (= 1/1.000 dén < 1/100), hiém gap (= 1/10.000 dén < 1/1000), rdt hiém gdp (<
1/10.000), hodc khong biét (khdng thé udc tinh tir cac dit lidu cé s3n). Trong méi nhém tan sudt, cac tac dung khéng mong mudn
duoc trinh bay theo thit tu dé nghiém trong gidm dan

Réi loan hé théng mién dich

Khéng bigt: Qua man

Roi loan mét

Hiém gdp: Kich tng mét

Réiloan da va mé duéi da

Thuéng gdp: Bong tréc da, ngla

[t géip: Tén thuong da, déng vay, réi loan vé da, réi loan séc to da, ban dd, cam gidc néng & da

Hiém gdp: Da kho, viém da tiép xdc, cham (eczema)

Khéng biét: N&i ban

Réiloan toan than va tinh trang tai ché béi thudc

[t gdp: Dau, dau tai chd béi thude, kich tng tai chd boi thude

Hiém gdp: Tinh trang bénh nang thém

NEN TRANH DUNG NHUNG THUSC HOAC THU'C PHAM Gl KHI DANG SU DUNG THUGC NAY?

Chua cé tuong tac thudc duge biét véi dang kem terbinafin béi ngoai da

CAN LAM Gl KHI MOT LAN QUEN KHONG DUNG THUGC?

Néu ban quén sif dung kem, béi kem ngay khi nhd ra hoic bo qua liéu da quén néu gan sat thoi gian st dung liéu ke tigp. Khong
nén bai thém thudc dé bs sung cho liéu da quén

BAD QUAN: Nai khé, dudi 30 °C, tranh anh sang truc tiép

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU

Su hidp thu toan than cla terbinafin ding tai ché thip nén rit khd xay ra qua liéu. Cac trieu chung qua liéu gém buén nén, non,
dau bung, chéng mat, phat ban, tidu tign nhiéu, dau dau

XU tric Biéu tri trigu ching

CAN LAM Gl KHI DUNG THUGC QUA LIEU KHUYEN Ao

NEu vé tinh nuét phai thuée, diéu tri qué liéu duoc khuyén cao bao gém viéc loai bé thudc, chil yéu béng cach ding than heat tinh
va diéu tri trieu chung néu can

THAN TRONG KHI DUNG THUGC

Chi béi thudc ngoai da

Nén tranh tiép xtc véi mat. Co thé gay kich Uing mét. Trong trung hap vé y dé thude dinh vao mét, riia mat ky dudi voi nudc dang chay
An toan va higu qua khi strdung thude cho tré em dudi 12 tudi chua dugce xac dinh

Thudc chifa nipagin, nipasol cé thé gay ra phan Ung di ung (phan tng di tng mudn)

Thude chifa propylen glycol cé thé gay kich ung da

Thuée chifa cetostearyl alcol, cetyl alcol cé thé gay phan (ng da tai chd (viém da tiép xtic)

PHU NU €O THAI VA CHO CON BU

Mang thai

Khéng cé kinh nghigm lam sang véi terbinafin & phu nir mang thai. Khang nén sir dung thudc trang thai ky mang thai trir khi that
suf eén thiét

Cho con bu

Terbinafin dudc bai tiét vao siia me. Vi vay cac ba me cho con bu khéng nén sir dung METERBINA. Khong duac dé tré nho tiép xic
vai bat ki viing da nao duoc boi thudc, ké ca va

Kha nang sinh san: Khéng thiy dnh huéng nao cia terbinafin dén kha nang sinh san trong cac nghién ciu dong vat

ANH HUGNG BEN KHA NANG LAI XE VA VAN HANH MAY MOC

KHI NAO CAN THAM VAN BAC S¥, DUQC S¥ _
Gap phai bat cirtac dung khdng mong mudn nao khi sir dung thudc ~_ ]

Sirdung kem terbinafin khéng anh hudng dén kha nang lai xe hodc van hanh may moc [J‘/
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Tré em dudi 12 tudi, ph'q ni mang thai va cho con bu

Khi vé tinh nuét phai thudc

Néu khéng cé dau higu cai thién sau hai tuan st dung thuéc, bénh nhan nén dén gap bac sy hoac duoc sy
Néu cdn thém théng tin xin hdi y kién bde sy hodc duoe sy

HAN DUNG: 36 thang ké tir ngay san xuit

Ngay xem xét sita di, cap nhat lai ndi dung huéng dan sif dung:

Sinxuit g MERAP.....

| Céng Ty €6 Phan Tap Boan Merap
[ Tan Tién - Van Giang - Hung Yén - Viét Nam
WWW.merapgroup.com

| Huéng dan cho nhan vién y té

CAC DAC DIEM DUOC LY
Nhom dugre Iy tri liéu: Thude chéng ndm ding tai ché, ma ATC: DOTAETS
Duoc luchoc
Terbinafin 13 mot dan xudt tdng hop ca allylamin cé hoat tinh chéng ndm phé réng. Terbinafin can thiép chon loc vao giai doan
dau clia qué trinh sinh téng hop sterol cia nam bing cach Uc ché squalen epoxidase trong mang té bao ndm. Diéu nay dua dénsu |
thiéu hut ergosterol va suf tich tu squalen trong té bao, ddn dén lam chét té bao nam. Enzym squalen epoxidase khéng gan két vai |
hé cytochrom P450. Terbinafin khéng anh huding dén chuyén héa clia cac hormon hodc cac thude khac |
Terbinafin c6 tac dung diét nam hodc kim nam, tiy thudc vao néng dé thudc va chiing loai nam. Thuéc c6 hoat tinh diét nam dai
| wai nhiéu loai ndm, gém cic nam da nhu Trichophyton mentagrophytes, T. rubrum, T. verrucosum, Microsporum gypseum, M. nanum, |
| Epidermophyton floccosum; nam soi nhu Aspergillus; ndm luéng hinh nhu Blastomyces; méc va men nhu Candida albicans, C, |
1 parapsilosis va Scopulariopsis brevicaulis |
Dugc déng hoc ‘
|
|

Dudi 5 % liéu terbinafin hydroclorid diing tai chd dudc hap thu, mire tiép xic toan than rit thap

CHi BINH

METERBINA dugc chi dinh diéu tri cac bénh:

Nhiém nam da (ndm da chan, ndm da ban chan, ndm than, nam da dui va bénh nam gay tan thuang mang tran) do Trichophyton

{vi du: T rubrum, T mentagrophytes, T. verrucasum, T. vielaceum), Microsporum canis va Epidermophyton floccosum

| Nhigém nam men & da, chd yéu do loai Candida (vi du: C. albicans)

| Lang ben do Pityrosporum orbiculare (con dugc gai |3 Malassezia furfur)

| LIEU DUNG VA CACH DUNG
Liéu diing |
Ngudi lan va tré em = 12 tudi: Boi thude mat 1an hoac hai lan méi ngay |
Liéu diing cho cde déi tugng dac bigt:

| Tréem: An toan va higu qué khi stf dung thude cho tré em dudi 12 tudi chua duoe xac dinh ‘

| Bénh nhan cao tudi: Liéu nhu ngudi 1én thong thuong

‘ Thai gian va tan suat diéu tri

Bénh ndm da chan: 1 1an/ ngay trong 1 tudn
Bénh nadm da than va ndm da dui: 1 1an/ ngay trong 1 tuan
Bénh nam Candida & da: 1 hodc 2 1an/ ngay trong 1-2 tudn
Lang ben: 1 hedc 2 ldn/ ngay trong 2 tudn
| Tridu chitng lam sang thuéing gidm trong vong vai ngay. SIr dung khéng thuéng xuyén hodc ngimg diéu tri sém gay ra nguy ca tai
phat. Néu khéng co dau hidu cai thién sau hai tudn, bénh nhan nén dén gap bac sy
| Cachdung
| Chibéingoai da
Rua sach va lau khé vung da bi anh hudng ky trudic khi bai thudce, Béi mét lép kem médng cho ving da bi anh hudng va khu vuc
xung quanh, xoa nhe nhang. Trang trudng hop nhiém nam & ving da thuong xuyén co xat nhau (dudi vy, ké ngon, ké méng, ben),
ché bai thude ¢ thé duge bao phi bing mot miéng gac, dac biét vao ban dém
CHONG CHIi DINH
Bénh nhan qua man vdi terbinafin hoac bat ky ta duge cd trong kem
THANTRONG KHI DUNG THUGC
Chi béi thuée ngoai da
Nén tranh tigp xuc véi mat, Co thé gay kich tng mat, Trong truéng hap vé y dé thude dinh vao mét, rifa mat ky dudi voi nudc dang chay
An toan va higu qué khi st dung thuéc cho tré em dudi 12 tudi chua dugc xac dinh
Thudc chira nipagin, nipasol cé thé gay ra phan tng di ting (phan ing dj Ung mudn)
Thuéc chifa propylen glycol €6 thé gay kich ting da
Thuédc chira cetostearyl alcol, cetyl alcol ¢ thé gay phan tng da tai chd (viem da tiép xuc)
TUONG TAC THUOC: Chua cé tuong tac thudc duoe biét vai dang kem terbinafin bai ngoai da
TAC DUNG KHONG MONG MUGN |
Trigu ching tai chd nhu ngtra, bong troc da, dau & ché bai thude, kich tng tai chéd bai thudc, rdi loan sac t6, cam gidc nong & da,
ban dd, vay,....co thé xay ra tai chd bai thudc. Nhing triéu ching nhe nay phai dugc phan biét vdi cac phan tng qua man nhu ngua
trén dién réng, phat ban, ban bong nudc va ndi may day duac bao cdo trong cac trudng hop 18 té va can phai ngimg diéu tri
Trong truting hop vé y dinh vao mét, terbinafin hydroclorid co thé gay kich tng mat
Trong nhiing truging hap higm gap, nhiém ndm cé tir trude cé thé nang thém
Téac dung khong mong muén dugc liét ké dudi day theo nhdm co quan va tan suat. Cac tan suat duoc xac dinh nhu sau: Rar rhucrng
gdp (= 1/10), thudmg gdp (= 1/100 dén < 1/10), it gdp (= 1/1.000 dén < 1/100), hremgap {= 1/10.000 dén < 1/1000), rdt hiés
1/10.000), hodc khéng biét (khéng thé udc tinh tir cac dif liéu ¢o san). Trong méi nhém tan suat, cac tac dung khang
duge trinh bay theo thirty dé nghiém trong giam dan
R&iloan hé théng mién dich
Khong biét: Qua man
Réi loan mét
i Hiém gdp: Kich ting mat
| Réiloan da va mé dudida
Thueng gap: Bong troc da, ngla
It gdp: Tén thuang da, déng vay, rdi loan vé da, rdi loan sac t6 da, ban do, cdm gidc nong & da
Hiém gdp: Da kho, viém da tiép xdc, cham (eczema)
Kkhéng biét: NGi ban
R6i loan toan than va tinh trang tai ché bai thudc '
[t gdp: Pau, dau tai ché béi thudc, kich ting tai chd béi thudce [
Hiém gdp: Tinh trang bénh nang thém |

QUA LIEU VA XU TRI |
Su hip thu toan than cla terbinafin ding tai chd thap nén rat kho xdy ra qua liéu. Cac triéu chimg qua liéu gdm budn nén, nén,
dau bung, chéng mat, phét ban, tiéu tién nhiéu, dau dau Tua . CU TRUO NG

XU tri: Didu tri triéu chiing
Néu vé tinh nudt phai thude, diéu tri qua ligu duge khuyén cao bao gém viec loai bé thude, chi yéu bang cach dung than RG;R‘HON G PHONG’

| vadiéu tri triéu ching néu can f g f d ﬁ aq L/
PHU NU' €O THAI VA CHO CON BU (] i V«'ﬁ ,.yrg . /{{4{/}{?

Mang thai
Khéng caé kinh nghiém lam sang vé&i terbinafin & phu ni mang thai. Khéng nén sir dung thudc trong thai ky mang thai trir khi that
| s can thiét
Cho con bu |
| Terbinafin dugc bai tiét vao sifa me. Vi vay cac ba me cho con bu khéng nén st dung METERBINA, Khong dugc dé tré nho tiép xuc |
vdi bat ky ving da nao dudc bai thude, ké ca vi ‘
Kha nang sinh san: Khéng thay anh hudng nao cla terbinafin dén kha nang sinh san trong cac nghién ciu dong vat N,
ANH HUGNG BEN KHA NANG LAI XE VA VAN HANH MAY MOC L/
Sirdung kem terbinafin khéng dnh hudng dén kha nang lai xe hodc van hanh may méc =)
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