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E MAau hop: GENTRIBOSTON (10g) Ngay/< thangCd nam 2014
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COMPOSITION: Each tube 10 g contains, ! . adminstration and other see the
d 10.000 U package Insert.

(as Gentamicin sulfate)
B h ip B4mM3  FOR TOPICAL USE ONLY
Clotrim 100 mg KEEP OUT OF REACH OF CHILDREN :

p 4.5 1lube READ CAREFULLY THE PACKAGE INSERT BEFORE USING
STORAGE: In a hermetic container, below 30°C, protect  Specification; In-house
from light. [
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THANH PHAN: MBituyp 10 gam croa: Chidinh, céch diing v céc thing tin khic: Xem trong 1 hudng E———
G Y ereresssssensrer e 10,000 WU ednsdoung.
{dwdi dang Gentamicin sulfat) 3 |
iprop G4mg CHIDUNG NGOAI
Clotrimazel 100mg BE XA TAM TAY CUA TRE EM .
Taduge vd1ujp BOC KY HUONG DAN SUF DUNG TRUGC KHI DUNG
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A Quicach: 107 x 30 x 20 mm

Thiét ké P. KD (kiéu dang) P. QA (ndi dung)
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BOSTON

l
| E | MAu tuyp: GENTRIBOSTON (10g) Ngay 42 thang (4 nam 2012

Chi dinh, cach diing, chéng chi dinh va cac théng tin khac: xem trong
tér huéng déin sir dung thudc kém theo

Nhan higu thude s& hivu cia
| BOSTON PHARMACEUTICAL INC., USA
| San xudt tai
- CONG TY CO PHAN DU'Q'C PHAM BOSTON VIET NAM
BOSTON 43 auomg sé 8, KCN Vigt Nam — Singapare, Thuan An, Binh Duong.
Rt THUOC BAN THEO BON Tuyp10g
GENTRIBOSTON
Kem bdi da §
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A Qui cach: 80 x 51.5 x 50 mm
Thiét ké P. KD (kiéu dang) P. QA (ndi dung)
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“Rx: Thude ké don HUONG DAN SU DUNG CHO CANBO Y TE

GENTRIBOSTON
THANH PHAN
Hoat chcft:Trong mdi tuyp 10g chira:
CIOENaIE] - cananismvamominminismemiss 100 mg
Betamethason dipropionat .............ccccuv.e.... 6,4 mg
GentamiCin.....ceeeveeveereeireeerecieeeeeie e 10000 IU

(duci dang gentamicin sulfat)

Ta duwogc: Macrogol 6 cetostearyl ether, macrogol 25 cetostearyl ether, cetyl alcohol, acid
stearic, glycerin, propylen glycol, methyl paraben, titan dioxid, dau dau nanh, nudc tinh khiét.

DANG BAO CHE
Kem béi ngoai da.

DUQC LUC HQC
Mi ATC: DO7CCO1

Clotrimazol 1a mét din xuét imidazol tong hop ¢6 tac dung khang nam, c6 tac dung trén cac
ching ndm gdy bénh cho ngudi nhu nim da, ndm men va nam méc. Clotrimazol thé hién tac
dung khang nam bing céch tic che qué trinh sinh téng hop ergosterol, mot thanh phin quan
trong trong céu tao cla mang té bao nam Tha nghiém in vitro cho thy, clotrimazol cé tic
dung kim him va diét nim ty theo néng dé d6i vé&i cac ching T richophyton rubrum,
Trichophyton mentagrophytes, Epidermophyton floccosum, Microsporum canis va cac loai
Candida bao gdbm Candida albicans.

Betamethason dipropionat 1a mdt glucocorticoid hoat luc manh, khi str dung tai chd c¢6 tac
dung chong viém, chéng ngira va lam gidn mach. C6 nhiéu co ché giai thich cho tac dung cua
betamethason dipropionat néi riéng va céc corticoid néi chung khi sir dung tai chd trén da.
Corticoid ¢6 thé gin vai thu thé corticoid trong bao tuong rdi di qua mang nhin va tuong tic
1én ADN, thong qua d6 cam tng qua trinh tdng hop cuia lipocortin — mdt protein c6 tac dung
trc ché hoat dong cta enzyme phospholipase A2 (PLA2). PLA2 la mot enzyme thuy phén mang -
phospholipid ctia té bao va phéng thich acid arachidonic, 1a tién chit dé tong hop cac chit
trung gian hoéa hoc gy viém nhu prostaglandin, leukotrien. Ngoai ra corticoid con lam giam
mat do té bao mast, giam su hoa hudng dong va hoat hoa ctia bach cau ai toan, giam san xuat
cytokin béi bach cu lympho, bach cau mono, té bao mast va bach céu ai toan.

Gentamicin sulfat 1a khang sinh thuéc nhém aminoglycosid cé tac dung diét khuén do trc ché
qué trinh sinh tdng hop protein cta vi khuin. Phé diét khuan bao gém nhiéu ching vi khuin =4
hiéu khi Gram am, nhu: Brucella, Calymmatobacterium, Campylobacter, Citrobacter,
Escheria, Enterobacter, Francisella, Klebsiella, Proteus, Providencia, Pseudomonas, Serratia,
Vibrio va Yersinia; vi khudn Gram duong nhu Staphylococcus aureus nhay cam cao voi
gentamicin. Listeria monocytogenes va mot vai ching clia Staph. Epidermidis ciing van con
nhay cam véi gentamicin, nhung Enterococci va Streptococci thuong khong con nhay cam.
Mot sb Actinomycete va Mycoplasma nhay cam véi gentamlcm nhung mycobacteria khong
con nhay cam trén 1am sang. Gentamicin khong con tac dung véi céc vi khuan ky khi, men bia
va nam khéng thuéc. Gentamicin it c6 tac dung dbi véi cac khudn l4u ciu, lién cu, phé cu,
ndo méd cau, Citrobacter, Providencia va Enterococci. Céc vi khuan ky khi bit buoc nhu
Bacteroides, Clostridia déu khang gentamycin. O Viét Nam hién nay, cic chiing E. Aerogenes,
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Klebsiella pneumoniae, truc khudn mua xanh déu da khang gentamicin, nhung gentamicin van
con tac dung véi H. influenzae, Shigella flexneri, tu cau vang, S. epidermidis, dac biét 1a Staph.
Saprophyticus, Salmonella typhi va E. coli.

DUQC DPONG HOC
Hap thu
— O diéu kién binh thuong, chi c6 mot phan betamethason xuét hién trong mau khi ding tai

chd. Mic d6 tham va hap thu cuia thude duge xac dinh béi dién tich da, tinh toan ven cta da,
dang bao ché sir dung, tudi va céach thirc dung thudc.

—  Clotrimazol it dugc hap thu khi ding dudi dang boi da. Phin 16n luong thudc bi giit lai &
16p stng, chi cdé mot luong nho dugc hép thu vao mau. Trong mét thir nghiém sir dung kem
clotrimazol 1% c6 danh ddu phong xa, sau 6 gid boi thude trén da nguyén ven va trén da bi
viém cap, nong do clotrimazol thay ddi tir 100 pg/cm? trong 16p sung dén 0,51 pg/cm frong
16p gai va chi con 0,1 pg/cm? trong 16p md dudi da. Luong thude xuat hién trong huyét twong
0 dudi ngudng phat hién (0,001 pg/ml), cho thdy clotrimazol ding ngoai da khéng c6 kha
nang din dén tac dung toan than hay tac dung phu nao dang ké.

—  Gentamicin khong hip thu qua da néu dugce ding trén vung da con nguyén ven. Tuy véy,
thude ¢ thé hap thu toan than giong nhu cac aminoglycosid khac sau khi sir dung tai chd trén
viing da bi trot mét 16p da, bi bong, vét thuong va céc hdc cua co thé trir bang quang va khép.

Phédn b6

Trong truong hop thudc thAm qua da va co hép thu toan than, thude s& tuén theo quy luit phan
b6 nhur céc thube ding dudng udng, trong dé:

— Betamethason phin b6 nhanh chéng vao tit ca cic mé trong co thé. Thudc qua dugc nhau
thai va c6 theé bai xuat vao stta me véi lugng nho. Trong tuan hoan, betamethason chu yéu lién
ket voi globulin, it lién két vai albumin. Ti 1€ lién két véi protein huyét twrong khoang 60%.

—  Gentamicin khuéch tan chu yéu vao cic dich ngoai bao va khuéch tan dé dang vao dich tai
trong. Thudc khuéch tan it vao dich ndo tuy va khong dat dugc nong do hi€u qua co6 tac dung,
ngay ca khi mang ndo bi viém. Thudc khuéch tén it vao trong mat, thubc qua duoc nhau thai
nhung chi mot lwrong nhé qua sira. Gentamicin it gan v6i protein huyét trong, ti 1é gin chi
khoang 30%.

—  Clotrimazol: chua c6 thong tin vé dic tinh phan bd cia clotrimazol sau khi hép thu.
Chuyén héa & Thdi trir

— Betamethason la mot glucocorticoid tac dung kéo dai vdi thoi gian ban thai khoang 36 —
54 git. Thudc dugc chuyén hoa & gan va thai trir chu yéu qua than véi ti 1& chuyén hoa dudi
5%.

—  Gentamicin khong bi chuyén hoa va dugc thai trir duéi dang khong d6i ra nude tiéu qua
loc & cau than.
—  Clotrimazol: lugng thudc hdp thu dugc chuyén héa & gan roi dao thai qua phan va nuéc
tiéu.
Duoc dong hoc trén cac doi twong ddc biét
—  Hép thu thubc qua da & tré em dé dang hon ngudi 16n do chu tric da chua dugc hoan thién,
da moéng va ti 1€ gitta dién tich da trén can nang 16n hon so véi nguoi 16n. Betamethason va
gentamicin c6 thé dé dang vao dén hé tuan hoan va gdy tac dung toan thén.
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— Trén bénh nhén suy gan/suy than: chua cé nghién ciru vé dugce dong hoc ciia gentamicin
dung ngoai da trén bénh nhéan suy thén, tuy nhién v41 gentamicin ding duong tiém, nguoi suy
than va bi giam do thanh thai than vi bat cir Iy do gi (tré so sinh véi chirc ning thin chua hoan
chinh hodc ngudi cao tudi c6 chirc ning than giam theo tu01) c6 thé co két qua tiang rd ndng do
thude trong mau va/hoic kéo dai thoi gian ban thai ctia thudc.

QUY CACH PONG GOI

Hop 1 tuyp x 10 gam.

CHI PINH

—  Céc ton thuong viém ngoai da c6 dép tng véi corticoid nhu: cham, viém da tiép xtic, ham
da, bénh vay nén, ngira.

—  Viém da c6 boi nhiém.

— Bénh nam da chén, da than, da dau, da dui kém c6 triéu ching viém va bdi nhiém.

LIEU LUONG VA CACH DUNG

-

% Cdch dung: Chi bdi ngoai da, thoa kem thanh mdt 16p mong lén viing da bi bénh, ngay
dung 1 — 2 lan. Rira tay sach truéc va sau khi bdi thudc.

% Liéu ding:

—  Nguoi lén va tré em tir 12 tuéi tré lén:

+ BOi 16p mong kem phu toan by ving da bénh va ving da xung quanh, déu dan 2 1an/ngay
(sang, t61).

+ Thoi gian diéu tri khac nhau tuy thuge vao két qua kham lam sang, xét nghiém vi sinh va
dap ung cua bénh nhan véi diéu tri.

+ Trong trudng hop bénh nidm ban chan: mot dot diéu tri 14u hon (2 — 4 tudn) nén duge xem
X€t.

—  Tréemtir2— 12 tudi:

+ Thoa mot lugng nho 1én ving da bénh va mat-xa nhe nhang. St dung khong qua 2 lin
trong mot ngay véi khoang thoi gian gian céch it nhat la 6 — 12 gio.

+ Chi'nén'sfr dung thude cho vung mat, cb, da di’iu, vﬁpg sinh duc, viing truc trang va ving
da c6 nép gap khi c6 sy cham s6 cua bac si. Thoi gian diéu tri duge gidi han trong khoang 5 —
7 ngay.

CHONG CHI PINH

— Man cam véi betamethason hodc vdi cac corticosteroid khac hodc véi bat ky thanh phan
nao cua thudc.

—  Tién stt man cam véi aminoglycosid.

—  Ngudi bi bénh dai thao dudng, tim than, trong nhiém khuén va nhiém virus, trong nhiém
nam toan than.

— Tranh dung cho nguoi bi bénh nhuoce co, hdi chirng Parkinson hodc ¢6 triéu chirng yéu co.
— Nguoi c6 phan tng trén da do tiém chung.
THAN TRONG

Cic tinh trang cin thin trong khi diung thuéc
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—  Néu bi kich rng hay man cam véi thude, nén ngung thudc va 4p dung nhiing phuwong phéap
“diéu tri thich hop.

— Nguy co héip thu toan than sé ting 1én néu st dung thudc trén dién tich da 16n, dic biét 1a
trong khoang thoi gian kéo dai hodc trén da bi ton thuong. Khi d6,bat ky tac dung phu da dugc
bdo cao khi dung dudng toan than ciing c6 thé xay ra véi viéc sir dung tai chd. Bién phap
phong ngtra thich hgp can duge thuc hién trong nhirng truong hop nay, dic biét 14 véi tré em.

—  Cén c6 su theo doi chit ché boi béc si khi boi thudc trén dién rong hodc bang kin viing boi
thude.

—  Trénh boi 1én vét thuong hd hodc ving da bi tén thwong. Khong béi 1én mét.

— Bénh nhan cin dugc théng béo chi sir dung thudc theo don cua béc si va khong chia sé
thude v6i ngudi khéc.

Thdn trong voi gentamicin

—  Can xét toi nguy co xay ra tich lity doc tinh trén tai va than do hip thu qua da khi dung
dong thoi véi cac aminoglycosid duong toan than.

— (6 thé xay ra di img chéo giira cic aminoglycosid.

— Dung khéng sinh tai chd kéo dai lam tang nguy co xudt hién céc ching vi khudn dé khang
khang sinh, doi khi c6 thé dan dén phat trién qua mirc cia cac chung vi sinh vat khong nhay
cam. Néu xay boi nhiém trong qua trinh sir dung, nén ngung thudc va 4p dung nhimng phuong
phap diéu tri thich hop.

Thdn trong voi clotrimazol

— Bénh nhin can dugce yéu ciu bao ngay véi thay thubc néu c6 biéu hién ting kich tmg &
vung bdi thude (46, ngira, bong, mun nuée, sung) va dau hiéu cia sy qua man.

—  Tranh cic ngudn gdy nhiém khuan hodc tai nhiém khi diéu tri.
Than trong voi betamethason

—  Corticoid c6 thé che lap céc triéu ching cia phan tmg di ing trén da véi cdc thanh phan
cua thude.

— Betamethason dipropionat la mét corticoid manh, néu sir dung trén mat hodc ving sinh
duc, cin chim sé¢c dic biét va mot dot diéu tri nén dugce gidi han trong 1 tuan.

—  Néu c6 thé, khong nén diing thude lién tuc trong 2-3 tuén.

—  Sir dung & tré em: Khéng khuyén cdo dung thudc cho tré em duéi 2 tudi. Bénh nhi c6 thé
nhay cam vdi corticoid hon so v6i ngudi 16n vi c6 da mong hon va ti 1€ gitra dién tich da trén
trong lugng co thé 16n hon. P4 c6 bao céo vé tac dung e ché hoat dong truc dudi doi — tuyén
yén — tuyén thugng than (HPA), hdi chiing Cushing, chdm tang truéng, chém tang céin, va ting
ap luc ndi so ¢ tré em dung corticoid tai chd. Céc bidu hién cia su suy thuong thén trén tré em
bao gdém ndng dd cortisol thap trong huyét trong va khong dap tng vdi kich thich hormon vo
thugng than. Cac biéu hién cua ting 4p luc ndi so bao gom phdng thép, nhirc dau va phu gai
thi hai bén.

Cic khuyén cdo cho phu nir ¢é thai va cho con bu

—  Phuy nit c6 thai: Do tinh an toan cua corticoid dung tai chd sir dung cho phu nir ¢6 thai
chua dugc x4c dinh, chi nén dung thudc khi c6 thai néu lgi ich didu tri cao hon nguy co c6 thé
gy ra cho thai nhi. Khéng nén dung dai ngay hodc dung luong 16n ddi véi phu nit ¢6 thai.
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- Phu nit cho con bii: Chua ¢6 thong tin vé kha ning dung corticoid tai chd dan dén sy hap
thu toan than du dé tim thay duoc thude trong sita me. Do d6 cén cin nhic quyct dinh ngung
cho con bu hodc ngung thude khi luru y dén tim quan trong cta thude déi véi nguoi me.

Anh hwéng ciia thude ddi véi cong viée (ngwdi vian hanh may méc, dang ldi tau xe, nguoi
lam viéc trén cao va cic truong hop khic)

—  Chua ghi nhan dugc bdo cdo phan tmg bat loi hodc chua c6 nghién ctru nao vé anh huong
ctia thude 1én kha nang van hanh may moc, lai tau xe, ngudi lam viée trén cao va céc truong
hop khéc.

TUONG TAC THUOC

—  Clotrimazol dung tai chd c6 thé c6 tac dung dbi khang v6i amphotericin va céc khéang sinh
polyen khac.

~  Nbng d6 tacrolimus trong huyét thanh ciia nguoi bénh ghép gan tang lén khi ding dong
thoi véi clotrimazol. Do vy nén giam liéu tacrolimus theo nhu cau.

—  Néu bdi thube 1én ving sinh duc hodc hdu mén, céc thanh phan c6 trong thude c6 thf: lam
giam hiéu qua tranh thai ctia bao cao su khi ding dong thoi. Bénh nhan nén duge khuyén céo
sir dung cdc bién phép phong tranh khéc it nhat 5 ngay sau khi ngung sir dung san pham nay.

TAC DUNG KHONG MONG MUON

— Kem boi da Gentriboston dé dung nap va it gdy tac dung phu. Céc phan ung c6 hai it khi
Xay ra, néu c6 thuong 1a hau qua cia viéc hip thu toan than do lam dung thudc hodc ding
thube khong dung cach, nhu dung thuoc kéo dai trén dién rong, trén neép gap da hodc do viéc
boi qué nhiéu thudc so véi mirc can thiét. Tré em va tré so sinh c6 nguy co xay ra hép thu
thude toan than cao hon so véi ngudi 1ém, do d6 can sir dung thudc thin trong & nhitng dbi
tuong nay.

—  Céc phan g c6 hai c6 thé xay ra duogc sip xép theo hé co quan va tin suat nhu sau: rat
thuong gip (ADR > 1/10), thudng gdp (1/10 > ADR > 1/100), it gap (1/100 > ADR > 1/1000),
hiém gap (1/1000 > ADR > 10000), rit hiém gip (ADR < 1/10000)

Hé co quan Tin suat Téc dung phu

Heé noi tiét Rét hiém Uc ché truc dudi ddi — tuyén yén — thuong than
(HPA = hypothalamus — pituitary — adrenal)

Hoi ching Cushing, chdm tang can ¢ tré em, loang
xuong, tang nhan dp, tang duong huyét, duc thuy
tinh thé, tang huyét ap, giam tiét cortisol

Hé mién dich Rét hiém Phén (mg qua mén, ban do da
Tai/than Rit hiém Co6 nguy co tich lily doc tinh trén tai/thdn khi boi

thuéc trén dién rong hodc béi 1én vét thuong hé va
dung dbng thoi véi cac aminoglycosid khac

Davabiéuméd | Thuong gip Ngtra da, dau rat cuc bd

Rét hiém (*) Teo da, gian mao mach, van da, xuat huyét da, ban
xuat huyét, mun, viém da miéng.

V 5

pAY/ )

NN Ly =

o~




https://trungtamthuoc.com/

Khé da, viém nang l6ng, giam sic to da, viém da
tam thoi, viém da di tng do tiép xic, nhlem tring
thit phat, ban do, bong da troc vay, phit né, ndi may
day, ram long

(*) Cdc tac dung khong mong muén do ding thudc trén dién réng, ding thuéc kéo dai hodc

bang ép noi béi thuoc.

—  Phai ngung thudc va gip ngay béc si dé duoc hudng dan néu thiy xuét hién mot trong céc
triéu chimg dugc liét ké & trén hodc bat ky déu hiéu bat thuong nao khac.

QUA LIEU VA CACH XU TRi

—  Qud liéu: Bbi thude qua nhiéu trén da hodc ding lau dai c6 thé lam mét colagen cua da va
lam teo da. Trong mdt vai truong hop, corticosteroid dung ngoai da c6 thé dugc hap thu va gay
tac dung toan than nhu trc ché truc HPA, thiéu ning tuyen thuong than thir phat va cac biéu
hién cua cuong chirc nang vo thuong than, bao gdom ca hoi chimg Cushing. Str dung
gentamicin qua nhiéu hoic kéo dai hodc trén dién tich da 16n c6 thé dan dén phat trién qua mirc
cac vi sinh vat khong nhay cam.

—  Xik tri: Ding céc bién phap diéu tri triéu ching thich hop. Piéu tri can bang dién giai néu
can thiét. Trong trudong hop ngd doc man tinh, nén ngung thude tir tir. Néu xuét hién sy ting
truong cua cac vi sinh vat khong nhay cam, ngung sir dung thudc va dp dung phuong phép
diéu tri thich hop.

PIEU KIEN BAO QUAN: Noi kho, duéi 30°C, tranh 4nh sang.
HAN DUNG: 24 thang ké tir ngay san xuat. Khong dung thude qué thoi han str dung.
TIEU CHUAN: Tiéu chuin nha san xuét.
TEN, PIA CHI CUA CO SO SAN XUAT
Tén nha san xuit: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM.
Dia chi: S6 43, Duong s6 8, KCN Viét Nam - Singapore, Thudn An, Binh Duong, Viét Nam.
Dién thoai: 0274 3769 606 Fax: 0274 3769 601
Email: boston@bostonpharma.com.vn.
NGAY XEM XET SUA POI, CAP NHAT NOI DUNG HUONG DAN SU DUNG THUOC

Binh Duong, ngay/i\i thang Of.nam 2017

TUQ CUC TRUONG
PTRUONG PHONG Vv

¢ /K?agwn (fﬁff Chu Cha uy



