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Tén va dia chi co so ddang ki:
CONG TY CO PHAN DUGC PHAM QUANG BiNH
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CONG TY CO PHAN DUGC PHAM QUANG BINH
46 PUONG HUU NGHI, PHUONG BAC LY, TP.DONG HOI, TINH QUANG BINH

Tén thuoc: GENSONMAX
Nong dé, ham luong: Clotrimazol 01g
Gentamicin sulfat 10000 IU

Betamethason dipropionat  0,0064 g
Dang thuoc: Thuoc kem boi ngoai da
Loai thuéc dang ky: Hoa duoc
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Ry On prescription only/ Thudc ban theo don. GMP - WHO

Kem boi ngoai da GENSONMAX
I. Hwéng dén sir dung cho ngwoi bénh:

1. Tén thuc: GENSONMAX.
2. Cic khuyén cdo dic biét:

Thudc nay chi diing theo su ké don cua béc si.

Dé xa tm tay tré em.

Doc k§ hudéng dan str dung trude khi dung,

Néu can thém thong tin xin hoi ¥ kién béc si.

Théng béo cho bac sy nhitng tac dung khong mong mudn gip phai khi sir dung thude.
3. Thanh phén, ham lwgng cia thude:

Maéi tuyp 10 gam chira: Betamethason dipropionat............cccccvvevrveiinnnenn...0,0064 gam
ClOtrimazol....cvceierieiieiireveeee s seeee e 0y | 22N
(6 17814:110) (€75 &-11] 512 cETMEm—————————————— ({003 18]
Methyl paraben............,..............,.............‘..mm‘.‘.‘.0,0]44 gam
Propyl paraben................. veerreerrenseesneenneennn-0,0016 gam
Ta duoc khac .. .vua du ..10 gam

(Ceto stearyl alcol, Parafin dau, Vaselm (JMS 0802, Propylen g,]ycol Glycerm
Tween 60, Sandal wood, Nudc tinh kh1et}
4. Mo ta san pham: Thudc kem bdi ngoai da.
5. Quy cach dong géi: Hop 01 tuyp 10 gam.
6. Thudc ding cho bénh gi:
Thube kem Gensonmax duoc chi dinh lam giam cac b1eu hi¢n viém cua cac bénh da déap tmg vai corticoid khi
c6 bién chimg nhiém triing thir phat do cac vi khuan, nAm nhay cam véi cac thanh phan cia thude pay nghi
ngo kha nang nhiém trung do céc vi khuan nay gay ra. N
7. Nén ding thube nay nhuw thé nao va li¢u lugng:
Bo6i mot 16p kem mong 1én vung da bi bénh. Ngay boi 2 -3 lan.
Dung diéu tri néu sau 3 - 4 tudn khong thdy triéu chimg giam.
"Sau méi lan sic dung thudc ph(ii ddy kin ndp tuyp"
8. Khi nao khong nén diing thude:
- Khéng dugc dung cho nhiing ngudi bi man cam v6i mot trong cdc thanh ph"m ctia thude.
- Khéng dugc boi 1én viing da bi tray xudc, da bi tén thuong dién rong hay vét thuong bang kin, dac biét o tré
em va so sinh.
- Khong dung cho céc truong hop: Lao da, herpes simplex. zona, eczema do ching thuy dau, giang mai.
- Khong ding trong nhin khoa.
9. Tac dung khong mong mudn cia thude:
- Mot vai trudng hop c6 cac biéu hién qué man, nhét la khi bang kin vét thuong, bao gbm cac trigu chimg nhu
nglra, cam giéc bong, kich img khé da, mun nudc, ndi ban dang trimg cé, n6i van da. Mot s6 biéu hién sy bat
dung nap Clotrimazol ¢6 thé xay ra nhu ndi ban do, cam giac nhirc nhéi kich (mg, phdng rop, bong da timg
mang, phil né, kich mg toan bd da. Khi xay ra bat ky mot trong cac triéu chimg nay phai kip thoi ngimg st
dung thude ngay.

- Néu béi thude 1én viing da rong va trong thoi gian dai c6 kha ndng gay hau qua tuong tu nhu ding steroid
toan than. Vi vay bat ky tac dung khong mong muodn nao xay ra khi ding corticoid dudng toan than, bao g gom
ca su trc ché vo thugng than, cling ¢6 thé xay ra khi ding corticoid tai chd, nhét 1a ddi véi tré em va so sinh.

10. Nén tranh ding nhirng thudc va thye phim gi khi dang sir dung thude nay:
Céc thudc dung ngoadi c¢6 chira thanh phan Ca, sulfafurazol, heparin, sulfacetamid, Mg, acetylcystein,
cloramphenicol, actinomycin, doxorubicin, clindamycin 1am giam tac dung cua ché phim Gensonmax (do lam
giam hoat tinh ctia gentamicin).

11. Cn lam gi khi mot lan quén thude:
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Néu bénh nhéan quén ding thudc, phai ding thudc lai ngay khi nhd ra. Néu nhé ra khi gn lan ding thudc tiép

theo thi bo qua va tun thii lich ding thudc thong thuomg. Khong tang lidu diing gip doi.
12. Cin béo quan thube nay nhu thé nao:

Dé noi kho rdo, tranh anh sang, nhiét do khong quéa 30°C.
13. Nhirng d4u hi¢u va tri¢u chirng khi diing thube qua lidu:

Qua liéu corticosteroid bao gdm: Téc dung giit natri va nuée, ting chimg thém @n, huy dong calci va phospho
kem theo lodng xuong, mat nito, ting dudong huyet tac dung giam tai tao mo, tang cam thu v6i nhiém khuén,
suy thucrng than, tang hoat {Tong Vo tero*ng than, réi loan tdm than, than kinh, yéu co.

14. Can lam gi khi diing thube qua lieu khuyén cdo:

Trong truong hop qua lidu cap, can theo doi dién giai d6 huyét thanh va nuoc tiéu, dic biét chl y can bing
natri va kali. Trong truong hop nhiém déc man, ngung thude tir tir, diéu tri mét can bing dién giai néu can.

Vi khong co thude giai doc dac hiéu, qua liéu hodc céc phan mg ddc cua gentamicin la diéu tri triéu chimg va
hé tro.

15. Nhirng diéu can thén trong khi dung thube nay:
- Phai dung liéu corticosteroid thap nhét c6 thé dugc dé kiém soat bénh dang diéu tri khi giam lidu, phai,giam
dan timg budr. N /
- Khong ding cho diéu tri nam toan thén.
- Bio c4o v&i thay thube néu ¢ biéu hién kich (mg & viing boi.
- Str dung khang sinh tai chd kéo dai c6 thé tao diéu kién cho sy phat trién nhanh cta cac mam bénh khong
nhay cam nhu nam.
- Do thanh phan thude ¢6 chira gentamicin, bénh nhén can théan trong vé nguy co di tmg chéo giita céc khang
sinh ammogl) cosid.

* Doi vdi tré em:

Bénh nhan tré em c6 thé biéu hién tinh nhay cam 16n hon voi nhirng suy giam truc ha ddi - tuyén yén - tuyén
thuong thén do corticoid tai chd va vé&i nhitng tac dung cla corticoid ngoai sinh hon so véi bénh nhan da
truong thanh vi co sur hap thu manh hon do ty 1& viing bé mit da réng 1én hon so véi trong luong co the.

Su suy giam truc ha ddi - tuyén yén - tuyén thuong thén, héi ching Cushing, sy chdm tang truong, cham tang

cén va ting ap luc ndi so da duge béo cdo xuat hién o tre em dung corticoid tai chd. Cac biéu hién ctia su suy -
thuong thén trén tré em bao gém nong do cortisol thap trong huyct tuong va khong dap tng voi kich thich !
7

ACTH. Cac biéu hién ctia tang ap lyc ndi so bao gdm phdng thop, nhire dau va phu gai thi hai bén.
* Péi véi phu nit mang thai va cho con bii:

- Str dung corticosteroid khi mang y thai hodc & ngudi c6 kha nang mang thai phai céan nhéc gitra loi ich va
nguy co cua thuoc déi voi ngudi me va phoi hodc thai nhi.

- Thudc bai xuat vao stra me va ¢6 thé 6 hai cho tré nho vi thubc c6 thé rc ché su phat trién va gay cac tac
dung khéng mong mubn khéc, vi du giam nang tuyén thuong than. Loi ich cho nguoi me phéi dugc cén nhic
v&i kha nang nguy hai cho tré nho.

* Dm vdi nguwoi ldi xe va van hanh mdy moc:
Thude ding dugc cho ngudi 14i xe va van hanh may méec.
16. Khi nao cin tham vén bac s¥, dwore si:
Khi ¢6 nhimg biéu hién ctia tac dung khong mubn hay can biét thém thong tin, xin hoi y kién bac sy hodc dugc si.
17. Han ding ciia thude: 36 thang ké tir ngay san Xuat.
18. Tén, dia chi, biéu twong ciia co' s¢ sin Xuét:

(QUAPHARCO,

Cong ty ¢b phan Duge phim Quing Binh
46 Buong Hiru Nghi - Phuong Béc ly - TP. Pong Héi - Tinh Quang Binh.
19. Ngay xem xét sira ddi, cAp nhat to thong tin cho bénh nhén: 30/09/2016.
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II. Huong dan sir dung cho can by y té:

1. Dwoe Iwe hoc:
Thudc kem boi ngoai da Gensonmax la sy phdi hop hiép ddng tac dung khang viém chéng dj tmg cua
Betamethason. tac dung chbéng nam cia Clotrimazol va tic dung di€t khuan ctia Gentamicin trong mot san
pham.
- Betamethason 1a mét corticosteroid téng hop, ¢6 tic dung ctia nhom glucocorticoid rat manh trén céc tac
dung khang viém, chong thap khop va chéng di mg. Dang este dipropionat dung ngoai da lam ngan can sy
hap thu qua da, kéo dai va tang tac dung khang viém tai chd ctia Betamethason.
- Clotrimazol 12 thubc chéng ndm phd rong, co ché tac dung cta Clotrimazol 1a lién két vai cac phospholipid
trong mang t€ bio ndm, 1am thay ddi tinh thdm ctia mang gay mét cac chat thiét yéu ndi bao dan dén tiéu hiy
té bao ndm. Clotrimazol dugc dung dé diéu trj cac truong hop bénh ngoai da do nhiém cac loai ndm gy bénh
khac nhau va ciing c6 tac dung trén Trichomonas. Staphylococcus, Bacteroides.

- Gentamicin la khéng sinh thudc nhém aminoglycosid, ¢6 tac dung diét khuén bing cach tc ché qué trinh sinh

A

téng hop protein ctia vi khudn, c6 hoat tinh trén nhiéu loai vi khun géy bénh bao gdm cac vi khudn hiéu khi
gram am va cac tu cau khudn, ké ca céc chiing tao ra penicilinase va khang methicilin. Gentamicin co tac dung
voi H.influenzae, Shigella flexneri, tu cau vang, S.epidermidis, dic biét Staphylococcus saprophytigus,
Salmonella typhi, E.coli. (‘\/M
2. Duoe djng hoe:
- Thube chi duge dung ngoai da, dang este dipropionat khu tri va kéo dai tac dung tai chd ctia Betamethason,
han ché su hap thu qua da nén giam thiéu anh hudng toan than cta corticoid.
- Thubc dung ngoai chi ¢ tac dung tai chd, rét it hap thu qua da va niém mac, tuy nhién cAn than trong ddi
véi céc ton thuong ngoai da dién rong, vét thuong can bang kin.
3. Chi dinh, lidu dung - cich ding, chong chi dinh:
3.1. Chi dinh:
Thube kem Gensonmax duge chi dinh 1am giam céc biéu hién viém ctia céc bénh da ddp ung véi corticoid khi
¢6 bién chirmg nhiém tring thir phat do céc vi khuan, nim nhay cam véi cac thanh phén ctia thude hay nghi
ngd kha nang nhiém tring do céc vi khuén nay gay ra.
3.2. Liéu ding - cach dung:
Boi mét 16p kem mong 1én ving da bi bénh. Ngay béi 2 - 3 lan.
Dumg diéu tri néu sau 3 - 4 tudn khong thay triéu chimg giam.
"Sau moi lan sic dung thubc phii diy kin nip tuyp”
3.3. Chong chi dinh:
- Khéng dugc dung cho nhimg ngudi bi man cam v&i mot trong cdc thanh phan clia thudc.
- Khong dugc boi 1én viing da bi trz"iy xude, da bi ton thuong dién rong hay vét thuong bing kin, dic biét ¢ tre
em va so sinh.
- Khéng ding cho céc truong hop: Lao da, herpes simplex, zona, eczema do chuing thuy dau, giang mai.
- Khong dung trong nhan khoa.
4. Cac truong hop thin trong khi diung thube:
- Phai diing lidu corticosteroid thép nhit ¢ thé dugc dé kiém sodt bénh dang diéu tri khi giam liéu, phai giam
dan timg budc.
- Khong dung cho diéu tri ndm toan than.
- BAo cAo v6i thay thude néu cé biéu hién kich tmg & viing boi.
- Sir dung khang sinh tai chd kéo dai ¢6 thé tao diéu kién cho sy phat trién nhanh ctia cac mam bénh khong
nhay cam nhu nam.
- Do thanh phén thudc c6 chira gentamicin, bénh nhan cAn théan trong vé nguy co di (mg chéo gitra cac khang
sinh aminoglycosid.
* Poi voi tré em:

Bénh nhan tré em co thé biéu hién tinh nhay cam 16n hon voi nhiing suy giam truc ha doi - tuyén yén - tuyén
thuong than do corticoid tai chd va véi nhiing tac dung cta corticoid ngoai sinh hon so voi bénh nhan da
truong thanh vi co su hdp thu manh hon do ty 1& ving bé mat da rong 1on hon so véi trong lugng co thé.

Su suy giam truc ha ddi - tuyén yén - tuyén thugng than, hoi chimg Cushing, sur cham tang truong, cham tang
can va tang ap luc ndi so da duge bao cdo xuét hién & tré em dung corticoid tai chd. Céc biéu hién cua su suy
thuong thén trén tré em bao gdbm ndng do cortisol thap trong huyét twong va khong dép tmg véi kich thich
ACTH. CAc biéu hién clia ting ap luc ndi so bao gdm phdng thép, nhirc dau va phi gai thi hai bén.
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* Doi véi phu nit mang thai va cho con bii:

- Sir dung corticosteroid khi mang thai hodc & nguoi cé kha nang mang thai phai can nhéc gitia loi ich va
nguy co cua thuoc d6i v&i ngudi me va phodi hodc thai nhi.

- Thube bai xuit vao slia me va co thé c6 hai cho tré nho vi thudc c6 thé e ché sy phat trién va gdy céc téc
dung khéng mong muén khac, vi du giam ning tuyen thuong than. Loi ich cho ngudi me phai duge cén nhéc
vai kha nang nguy hai cho tré nho.

* Doi vdi ngwoi ldi xe va van hanh mdy moc:

Thube dung dugc cho nguoi 1ai xe va van hanh may moc.

5. Twong tac ciia thude véi cac thubc khac va cic loai twong tic khic:
Céc thubc ding ngodi c6 chira thanh phan Ca, sulfafurazol, heparin, sulfacetamid, Mg, acetylcystein,
cloramphenicol, actinomycin, doxorubicin, clindamycin 1am giam tac dung cua ché pham Gensonmax (do lam
giam hoat tinh cta gentamicin). ‘&

6. T4c dung khéng mong mudn:
- M6t vai truong hop ¢6 cac biéu hién qua man, nhét la khi bang kin vét thuong, bao gbém cac triéu chimg nhu
ngira, cam giac bong, kich img khé da, mun nudc, ndi ban dang trimg ¢4, noi van da. Mot s6 biéu hién su bat
dung nap Clotrimazol c¢6 thé xay ra nhu ndi ban do, cam giac nhic nhdi kich (mg, phdng rop, bong da timg
mang, phu né, kich mg toan bo da. Khi xay ra bit ky mot trong céc triéu chimg nay phai kip thoi ngimg sir
dung thude ngay.
- Néu béi thude 1én viing da rong va trong thoi gian dai c6 kha ndng gay hdu qua tuong tu nhu dung steroid
toan than. Vi vay bét ky tac dung khong mong muodn nao xay ra khi dung corticoid duong toan than, bao gdm
ca su e ché vo thugng thén, cling c6 thé xay ra khi ding corticoid tai chd, nhat 1a ddi véi tré em va so sinh.

7. Qud liéu va cach xir tri:
* Qud lidu:
Qua liéu corticosteroid bao gdm: T4c dung giir natri va nude, ting chimg thém an, huy dong calci va phospho
kém theo loang xuong, mét nito, ting dudng huyét, tic dung giam tai tao mo, tang cam thy voi nhiém khuén,
suy thugng thén, ting hoat dong vo thuong thén, rbi loan tam than, than kinh, yéu co.
* X tri:

Trong trudng hop qua lidu cap, can theo dai dién giai do huyét thanh va nuoc tidu, dic biét chu y can bang
natri va kali. Trong trudong hop nhim doc man, ngung thude tir tir, diéu tri mat cin bang dién giai néu can.

Vi khong c6 thube giai doc dac hiéu, qua liéu hojc cac phan (mg dc cla gentamicin 1a diéu tri triéu chgng va

hd tro. "N\
\
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