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HUONG DAN SU DUNG THUOC CHO NGUOT BENH

Rx ®
GIFULDIN 500

Thube bén theo dom
Doc k§ hwimg din sir dyng trsde khi ding
Dé xa thm tay tré em

Théng béo ngay cho bic 5§ hojic duyc s§ nhing tic dyng khing mong mudn gip phai khi sir
dyng thuie

Khéng diing thubc qui thiri hgn sir dyng ghi trén nhin {
Thinh phiin: Cong thire cho 1 vién: '
Griseofulvin 500 mg
| Té duge vira di 1 vién
(Tinh bjt mi, Lactose monohydrat, Povidon K30, Natn starch glycolat, Tale, Magnesi sicarat)
M ti sin phim: Vién nén tron, mau tring. hai mat trom, duémg kinh 13 mm.
Quy cdch déng gdi: Hip 02 vi x 10 vién.
Thube ding cho bénh gi:

Griseofulvin diéu trj cdc bénh nhidm nidm ngodi da, the va méng khing dap img voi diéu tri wi
¢hd, bao gém nim da todn thin, nim da chan, nidm da dbi, ndm riy, nim ds diu va ndm méng do

chc lodi Trichophyvion, Microsporum hode Epidermaphyton nhay cam giy m.
Nén ding thube ndy nhw thé nio va lidu leyng:

Ciich ding:

Thude dupe udng 1 lin holic chia 2 lin/ ngity, nén wdng cing hodc sau bia dn,

ThMgJandléum tly thude d) diy ela lop simg (keratin), t|ldni|15mb§nhmad.ipuugi:mtung ’ﬁ
bqn.h.(‘nndziumI::nlucitnhi:m"dmstuanvmuhlmnmdammc lm&ﬂnngdm .':.]‘
mrduémmmmmuyxaumhuuhmmm&nnimnmgmn —~—

Li¢u dimg;
Nguii Im: 1 vién - 2 vién/ngiy.
Tré em (tir 2 tudi tr& lén <6 cdn ndng > 25 kg): Udng | vién/ngay.
Khi nao khing nén ding thude niy:
Nggudri min cdm vii céc thinh phin cia thudc,
Ngutri bénh bi rdi loan chuyén héa porphyrin, bénh gan ning, bénh lupus ban 6 hé thong (SLE)
hodc suy t¢ bdo gan,
Phy ni cd thai hodic dang cho con bi,
| Khing dugc ding griseofulvin véi myc dich dv phong.
Tie dyng khing mong mudn (ADR):
‘ Gibng nhu tht ci céc loai thube. thuéc ndy cé thé giy ra tic dyng phy, nhung nhidu ngudi khing
cd hoje it phan img phy, |
Hé thin kink: Viem &8y thin kinh ngogi bién, rdi loan thin kinh ngoai vi, rbi logn thj gide. ngd |
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Nén tranh ding nhimg thude hode thye phim gi khi dang sir dyng thube niy:

Cin bao quin thube niy nhir thé nio:
| Nhimg diu higu v triu chimg khi diing thude qui lidu:

Cin phi lam gi khi ding thube qui lidu khuyén cdo:

Tim. roi logn tam than, suy giam doi vén vige thue hién cic o ging thutmg xuyén, mét mai,
chong mat va ngi gd. Trong nhimg truimg hap hiém hoi khi ngudsi ding thude bj budn ngd rong
khi ding griseofulvin, ho khoag nén I4i xc hodc vin hinh may moc. Bénh nhén cin duge canh
bio vé the ddng cha rugu ting 1én do griseofulvin.

Tiéu hoa: Biéng &n. budn non, ndn, tidu chiy. ¢ nong. dly hoi, khat nude, tra migng, xult huyét
tiéu hoa.

Taic démg ot hoe bao gbm giam bych chu vi gidm bach cdu trung tinh: thudmg bidn mét cho di
tiép e diéu tri.

Tic dung ngosi ¥ 1én thin bao gdm albumin ni¢u khing ¢6 bing chimg vé suy thin. n
Cic phén img lién quan dén da bao gdm phit ban, my day lanh va dm, nhay cdm voi anfl sing.
ban dé vi phit ban dang s&i vi cd mun nudc.

Néu ban gip bt ky tée dung phy nio ké ca nhimg tic dyng phy chua lig ké phai thang bdo ngay
cho béc s dé kip thiri xir tri. (Ban <6 thé tham khao muc Téc dyng khong mong mudn &
Hudmg diin sir dung thube cho c4n b) v té trong cling toa nay).

|
Truéx khi ding thudc niy, ban nén thang bio i bae s§ tit ca chc logi thudc khic ma ban da |
hodic dang diing, bao gdm ¢4 thube ké don va khong ké dom, thube tir duge lidu hode thye phim |
chirc néng. dac biét la:

Ruga: Uding ddng thini vin thude ¢ thé 1am cho tim dip nhanh, do bimg va v md héi.
Phenobasbital: C6 thé lém gidm ndng 4 griseofulvin trong mau.

Cic thube chuyén héa enzym: Lam gidm ndng 46 coa griscofulvin trong méu,

Thubc chéng dong nhém coumarin: Tic dung cia warfarin bj giam; bic s§ sé diéu chinh li¢u
thude chbng dong khi didu tr ddng thi v sau khi ngimg griseofulvin.

Thudc tranh thai daﬁ‘-udm Dl‘.mF déng thini véi griscofulvin cé thé lim ting chuyén hoa
estrogen trong céc thude nay din dén miit kinh, tang chay miu gitta vong kinh va gidm higu qua
thudéc tranh thai.

Cic thudc khic: Ding déng thai griscofulvin vi theophylin lim ting thanh thii theophylin va nit
nghn nire dini theophylin. Tuy nhién, ing d¢ thanh thai nay khéng rd ring o tit ca ngudi bénh
ding thude ddng thi.

Bit diu diéu trj griscofulvin & ngudi dang ding aspirin s& ghy gidm nlng 49 salicylat trong huyét
tuong. |
Griseofulvin vi cyclosporin ding ddng thii ¢6 thé lam giam néng 80 cyclosporin trong méu.
Griseofulvin c6 thé ngan can ddp img ciia bromocriptin. i

Ciin Kim gi khi mét lin quén khing ding thude: '

Ubng lidu b quén ngay lic nhé ra. Néu lidu d6 gln véi lin ding thudc tiép theo, b qua liu b
quén va tiép tuc uling thubc theo ding thai gian qui dinh. Khdng ding 2 lidu cimg lic.

D thude & nhigt 45 dudi 30'C, wanh dm vi dnh sing.

Cho dén nay chua thiy c6 bdo cdo vé qua lidu do griscofulvin .

Goi cho béc s9 cia ban hojc dén ngay co so y té gln nhis.
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Han ding cia thube: 36 thing ké tir ngay sin xuit,

Nhimg diéu cin thin trgng khi diing thude niy:

Cde tinh trang chn thin trong:

Trude khi ding thude nay, ban hiy cho bic 5§ biét néu ban c6 bét k¥ tinh trang ndo dudi diy:

Phu nix dyr dinh co thai, dang 6 thai hodic cho con bii,

Nam gidi dyr dinh ldm cha trong vong 6 thing dicu . h
Ban c6 céc vin dé vé gan, thin vi mau.

Vi griseofulvin ddi khi gdy phén (mg miin cim véi dnh sing. nén trong thii gian dimg thude,
ngudn bénh ciin trénh tiép xic trec tiép v6i dnh ning.

Dang ding penicilin,

Vi thude ndy cb chim lactose cic bénh nhin mic cic rdi logn di truyén hidm gip vé dung nap
galactose, chimg thiéu hut lactase Lapp hojic ri logn hip thu glucose-galactose khong nén su
dyng thudc nay.

Cic khuyén edo ding thude cho phy ni ¢b thai vi cho con bb:

Phu nie mang thai:

Khing ding griseofulvin cho nguiri mang thai hode phy nir khong nén cd thai trong vong 1 thing
sau khi ngimg didu tri.

Pl nit che con bi:

Khong o6 thing tin v& vigc griseofulvin 6 vio sim me hay khdng. Vi thé sir an 10dn cla ré b
me chum duge thidt lp. Khdng nén ding griseofulvin trong thini ki cho con b

Tic déng cia thudc den kha ning lii xe vi viin hinh miy moc:

Vi thudic ¢6 thé giy nhirc diu, mél moi, ngd gi, chong mit, lam sit kém tinh linh hoat nén c6 dnh
huémg dén kha niing 14 xe va viin hiinh mdy moe.

Khi nio cin tham vin bic s§, duge s§:

Dang sir dyng logi thube khc, bao gbm cd thude ké don va khong ké dom, thube tir duye lidy
hoje thye phim chire ning. )

Dj img thudc hofic bét k¥ thinh phin nio cia thude.

Phy n@ dy dinh cé thai. dang o6 thai hofc cho con b,

Nam gidri dy dinh lim cha trong vong 6 thang diéu tri.

Ban c6 cic viin dé vé gan, thiin vi méu.

Bgn b| lupus.

Néu ciin thém thong tin xin hoi ¥ kién bic s¥ hojc duwe 5.
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HUGNG DAN SUDUNG THUOC CHO CANBQ Y TE

Cic djc tinh dwge lye hoe, duge djng hoc: \d
Cée dije tinh duye lwe hge:

Griseofulvin 1a kbing sinh kim ndm thu dwye tir viée nudi edy ching Penicillivm
griseofulvum hode biing céc phucmg phép Khic. Téc dyng kim ndm cua griseofulvin wuﬂ::hél
I do pha vi¥ cu trisc thoi gidn phin f bao, nén lim ngimg pha gilia cta phiin bao, te che su |
phinchi;cﬁlhéba\onfum.M&mthéucdunakmcﬁngdmd:dpﬂnlﬁmﬁﬂpn
tao ra DNA khim khuyét khong c6 khi ning sao chép. Griscofulvin dong vio cac 1é biso tién
thin keratin tao ra moi trudmg blit Igi cho nam xim nhip. Da, 16¢ vi méng bi nhiém bénh s&
duoc thay thé bing cic md lanh khéng bi nhifm nim

Griscofulvin cb the dung dbi véi cac nhiém ndm ngodi da khé chira vi lan rong. Griseofulvin
irc ché phat trién ca¢ ndm da Trichophyron (dic bi¢t 1a T rubrum, T tonsurans. T
mentagrophytes, T verrucosum. T. megninii, T gallinae va T. schoenleinii), Microsporum
(rabue M. audouinii, M. canis, M. gypseum) v Epidermoplyton floccosum,

Griseofulvin khdng co tic dung trén vi khudn, cic ndm Candida, Actinomyces, Aspergillus, |
Blastomyces, Criplococeus,  Coecidioides,  Geotrichum,  Histoplasma,  Nocardia,
Saceharomyces, Sporotrichum hodc Malacsezia furfur.

Cie die tinh duge dong hoc:
Griscofulvin sau khi ubng. hip thu thay d8i tir 25% dén 70%. Hip thu ting 1én ding ké néu
udng cing hodc sau khi dn thirc &n ¢6 lugng chit béo cao. Nong do dinh trong mau dyt duge
trong vong 4 giir va duy tri kheang 10 dén 20 giér.
Khi ubng mét li¢éu duy nhiit 500 mg dang vi tinh thé & ngudi 1om lic d6i, nbng &4 dinh trung
binh trong huyét thanh 13 0.5 - 2 microgam/m| sau 4 gid.

Sau khi hip thu griscofulvin tp trung & da. téc. mong. gan. md md vi co xwomg
Griseofulvin tich Iy vao ciic 12 bao tién thiin keratin v c6 & Iye cao véi cie md nhidém bénh.
Thude cling lién ket chdt ché véi 1op keratin méi lam 16p Keratin nay chong lai sy xdm nhip
cida nim vo cdc té bio mai hinh thinh. C6 thé phat hign thiy thudc & v6 ngodi cua 1op simg
ngay sau khi udng. Nong 46 1 microgam/g d3 tim thiy & da trong véng 4 gitr sau khi udng
mit lidu duy nhdt 500 mg dang vi tinh thé vil sau 8 giir 14 3 microgam/g. Néu diing lidu 500
mgvicn.’:ckhI.?Sihu&nnmmlﬁnmidacﬂﬂid-vlmnﬁmdéﬁ-IZmicmnamigmg
30 gid, khi ding liéu nay kéo dii lién tye trong vai tudn thi nong dp duy i duye 14 12 - 25
microgam/g da vi ndng 46 ddng thivi trong huyét thanh & 14 1 - 2 microgam/ml. Khi ngimg
thude, nong 45 griscofulvin & trong da giam nhanh hom so voi trong huyét tong. Trong vong
2 ngay sau khi ngimg thude, 52 khong con tim thiy & da va trong ving 4 ngy s& khing con
trong huvét trong.

Khoang 84% griscofulvin lién két vi protein huyét namg.
Griseofulvin c6 nir dén thai trir 9 - 24 gidr. Griseofulvin chuyén hoa chit yéu & gan; thude bj
oxy hoa khir methyl bisi enzym P450 v lién bgp voi acid glucuronic chi yéu & gan. Chit
chuyén hoa chinh 6 - demethyl griscofulvin khing c6 tac dung trén vi sinh viit.
Chi djnh, litu diing, cich ding, chéng chi djnh:
Chi djnh:
Griseofulvin diéu tri cic bénh nhidm nim ngodi da. t6e vh mong khing dip img véi diéu trj tgi
chd, bao gbm ndm da todn thin, ndm da chin, nim da dii, nim riu, ndm da &y vi ndm mong do |
wic lodi Trichophyton. Microsporum hode Epldermophyion nhyy cim giy .
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Ciach dang:
Thube dwore ubng 1 1hn hodc chia 2 i/ ngiy, nén ubng ciing ho@ic sau bira fin.
Thin gian diu trj thy thudc d day cia Wop simg (keratin), vi tri nhidm bénh va diip img ciia timg

nguin binh. Cin dicu tri lidn tye it nhit tir 2 dén 8 tudn voi nhidm ndm da va 6. 161 dbi |

v&inhi&nnﬂmmbngln;-vil,?ﬂ%ghﬂcbon\-‘d'i!ﬂliémnimméngchin.

Litu ding:

Nguéri 16m: 1 vién - 2 viéninghy. H

Tré em (1ir 2 tudi trés 1én o6 cin nding > 25 kg): Udng | vién/ngiy.

Ching chi dinh:

Ngwiri miin cim véi cic thinh phin cla thube.

Niguiri bénh bi rdi loan chuyén hoa porphyrin, bénh gan ndng. bénh lupus ban 86 hé thing (SLF)

hodc suy 1é bao gan,

Phy ni c6 thai hodic dang cho con bi,

Khéng duge ding griseofulvin véi myc dich dy phong.

| Thiin trong khi ding thude:

~ Griscofulvin ¢ khi nang gy ddc ngng. Trj ligu véi griseofulvin trong thoi gian kéo dii, cln theo
ddi dinh ky chire néng gan, thin vi mau,
Ngung ding thube khi c6 hién tugng gidm bach clu hat, Mt sb hiém truimg hop 6 thé xdy ra
ciic tic dung phy nguy hidm, thutmg do ding litu cao va/hode didu tri kéo dai.
Vi griseofulvin d5i khi gdy phdn img min cim véi dnh sing, nén trong théi gian ding thube,
ngun bénh cln trinh phoi ning. Phin (mg min cim véi dnh sing o6 thé lim ning thém bénh
lupus han do.
Thude ¢6 nguon gde tir cae lodi penicillium, nén c6 khi ning dj img chéo véi penicilin.
Thudc nity <6 chira lactosc. Bénh nhén méc cée ri logn chuyén hoa di truyén hiém gip vé dung
nap galactose, chimg thiéu hut lactase Lapp holc r6i logn hdp thu glucose-galactose khing nén sir
dung thude nay.
Cic khuyén cio ding thude cho phy nir ¢b thai vi cho con ba:
Thdrl &y mang thal;
Khong dung griscofulvin ¢ho nguii mang thai holic phy nit khéng nén ¢ thai trong vong | thing
sau khi ngimg didu tri. Griseofulvin gdy quéi thai & ddng vit vi mdt sb tneimg hop béo cdo cho
thiy thubc ndy gdy ra nhimg bdt thudmg & thai nhi ngudi. Vi griseofulvin ¢6 kha nang gy ra léch
bdi 1¢ (phén tach bit thuimg ciia céc nhiém siic thé sau phin chia té bio) & té biao ding vit oo vii
phoi nhidm v hop chét trong nghién ciru in vitro vi in vivo, phy nit khing nén ding thude trong
thiri k¥ mang thai hodc s¢ mang thai trong vong mdt thang sau khi ngimg dicu tri.
Thei ky cho con bi:
Khdng cé théng tin vé viée griseofulvin cd vao sira me hay khéng. Vi thé sy an todn cia tré bi
me chua duge thide 1ap. Khing nén ding griseofulvin trong thii k¥ cho con ba.
Tic djng cua thude dén khi ning 1 xe va vin hinh miy mabe:
Vi thude c6 thé ghy nhire ddu, mét méi, ng ga, chong mat, lam sit kém tinh linh hogt nén ¢6 dnh
huémg dén kha ning 1di xe vi vin hinh méay moc,

Twong thc can thube viri cac thube khie vi cie logl twong the khie:
Rugu: Udng ddng thin véi thudc co thé lam cho tim dip nhanh, 30 bimg vi v3 md hoi.

Phenobarbital: C6 thé lim giam nﬁnm_gjisml'u] vin trong médu do lam gidm EE[ thu griseofulvin
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VA gy chm (mg enzym cytochrom P450 & microsom gan, do 46 tot n'l}ﬁl 1 khong disng ddag thin '
2 mg:gc ndy. Ngu truimg hop phii dimg dbng thiri, thi nén chia lidu griscofulvin thanh 3 lin/ngity.
Nén kiém tra nng 00 griscofulvin trong méu va néu cin phai ting licu,

Céc thudc chuvén héa enzym: Lam gidm nong 8§ cta griscofulvin trong méu. -
Thube chéng ddng nhom coumarin: Tac dyng cia warfarin bi gidm; ¢d thé cin diéu chinh liéu
thudc chong dong khi diéu tri ddng thin va sau khi ngimg griseofulvin.

Thude trénh thai dang ung: dbng thoi voi griseofulvin cb thé lam 1ng chuyén hoa
estrogen rong cic I;I:gc ndy din dén mét kinh, tang chay mdu gitra vong kinh vi gidm hi¢u qua
thude tranh thai.

Cic thube khie: Ding dbng thén griseofulvin vi theophylin lam ting thanh thai theophylin vil rit
ngan nira 8 theophylin, Tuy nhién, ting 43 thanh thai ndy kbong 8 rang & tit ca ngudi bénh
diing thube ddng thési.

Bét ddu didu trf griscofulvin & nguini dang diing aspirin s& giy gidm ndng A salicylat trong huyst |
turomg.

Griseofulvin va eyclosporin ding ddng thir ¢o thé lam gidm ndng 8§ cyclosporin trong miu,
Griseofulvin ¢ thé ngan cin dip img cia bromocriptin

Tae dung khéng mong mubn:

Téc dyng khong mong mudn thiimg & mire nhe v thodng qua.

Trong s ¢éc tic dung phy nhe, ty I ndy cd thé lén dén 15%, nhirc diu ddi khi it nghiém trong
v thudmg bién mat khi tiép tye dicu tri.

H§ thin kinh: Viém ddy thin kinh ngoai bién, rdi logn thin kinh ngoai vi, réi logn th gide, ngi
lim. i loan tim thin, suy gidm doi véi vige thye hién cic cb ging thiimg xuyén, mét moi.
ching mit v ngil gi. Trong nhimg truémg hop hiém hoi khi céc c& nhin bj budn nga trong khi
dimg griseofulvin, ho khong nén lai xe hofic vin hinh mdy moc. Tac ddng con nogu ting lén do
griscofulvin cin phai duge canh béo cho bénh nhin.

Tiéu héa: Biéng &n, budn nén, ndn, tiéu chiy, ¢ nong. diy hoi, khit nuée, tra miéng, xuit huyét
tiéu hoa.

Téc ding huyét hoc bao gbm giam bach chu vi giam bach clu trung tinh; thutmg bién mit cho dis
tiép tye diéu trj. Cdc nghién cdu miu nén duge tién hanh it nhit mit lin mdi tuin trong sudt
thdng ddu didu trj hojic lau hon. Phai ngung ding thude néu gidm bach ciu hgt xay ra.

Téic dung ngoai ¥ 1én thiin bao gbm albumin niéu khong 6 hiing chimg vé suy thin,

Céc phan img Jién quan dén da bao gbm phdt ban, mdy day lanh va dm, nhay chm vii dnh sing,
ban &6 vi phit ban dang s&i vi c6 mun nude.

O nhitmg bénh nhin ding griscofulvin cic truimg hop protein nigu, thin hu, déc véi gan vi rbi
loan kinh nguyét hiém khi duge béo cho.

D ¢ hio cdo vé cic truimg hop hogi tr da nhidm dde va hing ban da dang.
Tée dung gibng estrogen di duoe nhin thiy & tré em.
Ty I céc phin img nghiém trong do sir dung griseofulvin rit thip.

Ciic hdi chimg bénh huyét thanh va phii mgch nghiém trong it khi xay ra trong lic didu tri véri
griseofulvin,

Hiém gap ede bio cho vé tinh trang ngng thém cia bénh lupus ban do hé thing, sy xudt hign céa
hl{l_i:hi?dtg_giﬂug!upm.hoacl.ﬁmuhn trong thém lupus hign ¢d & cac bénh nhin dang ding
griseofulvin, |
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Swr gia ting vira phii nhumg khong déu cGa protoporphyrin trong phin da duge ghi nhdin khi dung
thude trong mdt thin gian dai.

Mic did ngudn gbe cia griseofulvin la penicillium, sy nhay cim chéo ciia bénh nhin di vai
penicillin vin chua duoc nhin thiy.

Ham da do Candida cé thé lam phirc tap lidu phap griscofulvin. ',D
Huimg din cich xi tri ADR:

Phan simg chung v déc: |
legzdiuréilomhémﬁntminmmgmwhréi loan tiéu héa cd thé khi ning phii ngimg ding
thude.

Phoi ndng (ngay ca trong mdt thoi gian ngin) c6 thé gy phat ban, ngira, lam dé hod bién mau
da hofic bong ning niing. Nguéi bénh cdn phai trnh énh sing mt troi chidu trye tidp, mac quin
40 bdo v, ké ci ddi mi vi deo kinh rim, bdi kem ching ning.

Phan tmg mdn cam:

Cdc phan (mg niy phin lén dudi dang ban & da, nhung it khi ndng va it gdp. Phai chia ¥ bt ek
bién chimg niso de doa tinh mang nhur phan img qui min cim (phi mach, bénh huyét thanh, phan
vé) hoje phan (mg dge nang & gan. Nguiri binh ¢6 phan img qui min ndng hojie ton thuong ning
& gan, thiin, tao mau phai nhap vién va néu cin, phai theo ddi & mét co sé chim soc tich cye kém
gidm sit cén thin ho biip va tim mach.

Ngimg sir dung thube va thdng bio cho béc s§ nhimg téc dung khdng mong mudn gap phai khi sir
dung thude

Qui li¢u va cich xir tri:
Khéng c6 thube gidi dde dac hidu.

Rira da day khnbéoveauwhd?nﬁpcéﬂvﬁcéich Khéng co bing chimg ing hd ding than ’
hoat, thudc tiy holc logi trir thude biing phuong phap ngodi co thé.

Diéu trj tiéu chimg vi hd tro.
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