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2.- MAu hop ( Hop 10 vi x 10 vién nén):
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GRISEOFULVIN 500mg

l Hép 10 vix 10 vién nén

SDK/Reg.No:
Tiéu chudn: TCCS/Specification: Manufacturer's

|
| CONG TY CO PHAN DUQC PHAM T.U VIDIPHA
‘ | 184/2, Lé Van 8§, P.10, Quan Phu Nhuian, TP.HCM

S8 16 SX
DT: (08)-38440106 Fax: (84-8)-38440446 ax:
| Sén xust tgi chi nhdnh oy | |

| CONG TY CPDP T.U VIDIPHA TINH BINH DUONG  HD : |
| Ap Tan Binh, x& Tan Hiép, huyén Tan Uyén, tinh Binh Dudng
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GRISEOFULVIN 500mg |

Hép 10 vix 10 vién nén

THANH PHAN: M8 vién nén chiia:
‘ + Hoat chét chinh: Griseafulvi 500mg
+ Ta dugc: v 1 vidn.

CHI BINH; CHONG CHI BINH; LIEU LUGNG; CACH
DUNG VA CAC THONG TIN KHAC: (Xin doc trong t9
hudng din sl dung)
BOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG
PE XATAMTAY CUATREEM
BAO QUAN NOI KHO, NHIET B KHONG QUA 30'C
TRANH ANH SANG
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4.- MAU TO HUGNG DAN SU DUNG THUOC: (MAT A)

| Rx GRISEOFULVIN 500mg

| Peeenxwm VIEN NEN

THANH PHAN: M3 vién nén chua: |
| + Hoatchatchinh: GriseofulVin...........c...............500mg |
|+ Tadugc: Tinh bt san, bottalc, magnes: stearat, P V. P K30.

ICHI BINH:

1 + Biéu tri cac bé&nh n&m da, téc va mong gém ndm da than, ndm da chan, ndm da dui, ndm rau, |

ndm da diu va ndm méng do cac loai Trichophyton, Mycrosporum ho#c Epidermophyton nhay
cadm gay ra.
+ Khéng ding diéu tri nhidm ndm nhe hoac théng thudng dép ung vdi cac thude chéng ndm boi
tai chd.
[CHONG CHiBINH:
+ Ngudibénh bj réi loan chuyén hoa parphyrin, suy té bao gan.
+ Ngudico tién s méin cdm vdithusc.
+ Khéngdung cho phy nd cd thai. |
LIEU LUQNG & CACH DUNG:
Ngudildn: |
+ Nam dathan (diéutrj itnhadt 2—4 twén), ndm da dui, ndm da ddu (diéu tri 4 - 6tudn): 1 vién/ngay. |
+ Nam dachan (diéu tri 4 —Btudn), ndm méng (diéu tritl 4 - 6thang cho dén 1 nam) : 2vign/ngay. |
Tré em trén 2 tudl: 10 - 11mg/kg/ngay (I€utdi da:1g), cé thé chialam 2 14n. |
TAC DYNG KHONG MONG MUON: !
Thudng gép: |
+ Thén kinh: nhuc d8u (50% ngudibénh)
+ Tiduhda:bi&ng an, budnndn. I
+ Da:ndi may day, phat ban do m&n cAm vdi 4nh sdng, ban db da dang, ban dang mun nudc hoic I
dang sdi.
itgép:
+ Thdn kinh:ngl ga, chéng mat, métméi, 14 Hn, trdm cam hoac kich thich, mat ngd.
+ Tigu hda:tiéu chly, nén, dau bung, cocung co.
+ Da:phanung gidng b&nh huy&tthanh, phi mach,
Hiém gép:
+ Thén kinh: r6i loan thi gidc, viém dy than kinh ngoaivi.
+ Tiéu hoa:viém miéng, rdiloan vi gidc.
+ Gan:vang métho#c vang da (thudng gap hon khi ding thuic kéo dai hoac liéu cao)
¢ Mdu:gidm bach cdu, gidm bach céu hat.
Ghi chy: théng bao cho bac s§ nhing t4c dung khéing meng mudn gap phai khi sl dung thu
THAN TRQNG:
+ Griseolulvin co kha nang gay dbc néing.
+ Khidiéu tri dai ngay phai kiém tra thuding ky chue nang th&n, gan va mau. Cén ngungthudc néu co|
hién tugng gidm bach cdu hat.
Griseofulvin ddi khi gay phan ung man cdm vdi dnh sang nén trong thai gian ding thudc ngudi
bénh cén trdnh phai néng. Phan dng m&n cAm vdi &nh sdng cd thé 1am nang thém bénh lupus ban|
dé.
+ Thuficcd ngudn gdc ti cac lodi Penicillium, nén cé kha nang dj ung chéo vdi penicilin. |

-

[PHY NI CO THALI: Khéng ding griseotulvin cho ngudi mang thai ho4c dy dinh mang thai, vicé thé gay

PHY NI CHO CON BU: Chuacd s liducong bd.
LAIXE VA VAN HANH MAY MOC: Chuacd sé liducong ba.
TUONG TAC THUSC:
+ Udng rugu déng thasi vdi thudc cé thé 1am cho tim d&p nhanh, dd bing va va mé héi.
+ Phenobarbital cé thé lam gidm ndng dé griseotulvin trong mau do lam gidm hap thu griseofulvin va)
géy cam ung enzym cytochrom P450 & microsom gan, do d6 tt nhét 1a khéng dung ddng thei 2|,
thudc nay. N&u truding hop phdi ding déng thai thinén chia li€u griseofulvin théanh 3 14n/ngay. |
Thudic chdng ddng nhém coumarin: tdc dung clia warfarin b gidm, cé thé cdn didu chinh lidu thudc|
chdng déng khi diéu tri d8ng thdi va sau khi nglng grisecfulvin. I
+ Thufc tranh thai dang udng: ding déng thai vdi griseotulvin cd thé 1am tang chuyén héa estrogen|
trong céc thudc nay din dén mat kinh, tang chay mau gida véng kinh va gidm hiéu qué thudc tranh
thai.

+ Duing déng thdi griseofulvin va theophylin Iam tang thanh thai theophylin va rit ngén t% clal
theophylin.

+ Bt ddu didu tri grisecfulvin & ngudi dang ding aspirin s& gy gidm néng dé salicylat trong huy#

(]
quadi thai hay sdy thai. ‘
|
(]

tudng.

CHU TICH HD QUAN TRI
DS. KIEU HUU
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5.- MAU TO HUGNG DAN SU DUNG THUGC: (MAT B)

| + Griseolulvin va cyclosparin diing d6ng thdi ¢6 thé lam gidm néng dd cyclosporin trong mau,

DUJCLYCHOQC: |

+ Griseofulvin 1a khdng sinh chdng ndm I8y 1 Penicillium griseofulvum hoc t cdc Penicillium khac. |

| + Tdcdungchéngndm cla griseotulvin rudc hét1a do phd v cdu tric thoi gidn phan t& bao, nén lam)
nging pha gidia clia phan bao. Mt cd ché tac dung khac cling dugc dé cap dén la griseofulvin tao]
ra DNA khi€m khuyét khéng cé khd nang sao chép. Griseofulvin dong vao cac té bao tién than|
keratin tao ra moéi trudng bat Igi cho ndm x&m nhéap. Da, téc va méng bi nhiém bénh sé& dugc thay|
thé blng cdc mé lanh khéng bi nhiém ndm.

+ Griseofulvin Uc ché phat tién cac ni&m da Trichophyton ( dac bigt la T.rubrum, T.tonsurans,|

T.mentagrophytes, T.ver T.megninii, T.gallinae, T.schoenleinii, Microsporum ( nhu M.audouinii|
M.canis, M.gypseum) va Epidermophyton floccosum. |
DUGQC PONG HQC: |
Hap thu: |

+ Sau khiudng, griseofulvin hap thu chu y&u & t trang, griseofulvin vi tinh thé c6 d6 hap thu thay déi
1 25% dén 70%. Khi ubng 1 liéu duy nhat dang vi tinh thé & ngudi 16n Iuc déi, ndng dé dinh trungi
binh trong huy&t thanh |4 0,5 — 2microgam/ml sau 4 gi¢s griseclulvin vi tinh thé tang hdp thu danh ké]|
néu udng cling hodc sau khi &n thic an c6 lugng chat béo cao, griseofulvin dang tinh thé siéu nhd|
hép thu gén nhu hodn toan sau khi udng. |

Phénbd:

+ Sau khi hap thu griseofulvin tAp trung & da, téc, méng, gan, mé md va co xudng. Griseofulvin tich|

IOy vao céc t€ bao tién than keratin vé ¢ & lyc cao vdi cdc md nhiém bénh. Thudc ciing lién ké

chét ché vdi cdce 16p keratin mdi. C6 thé phét hién thay thudc & v ngoai cud Idp sling ngay sau kh

udng. Néng dé 1microgam/g da tim thy & da trong véng 4 gid sau khi 1 liéu duy nh&t 500mg dang
vitinh thé va sau 8 gids 1a 3microgam/g. N&u ding liéu 500mg va cud cdch 12 gid udng 1 14n thida cé
thé dat duge nng dd 6 — 12microgam/g trong 30 gid, khi ding liéu nay kéo dai lién tyc trong vai
tudn thindng a6 duy tri dugc 4 12 - 25microgam/gam da va néng d déng thdi trong huyétthanh sé||
1a1 —=2microgam/ml.

Khi nging thuSc ndng dd griseofulvin trong da gidm nhanh han trong huyét tuong. Trong véng 2f
ngay sau khi nging thudc s& khdng can tim thdy § da va trong vbng 4 ngay sé& khdng cén trong|
huyé&tiuong. |
Néng d griseotulvin trong da & khi h&u &m cao hon trong & khi h&u lanh, ¢d thé do thudic hbatan trong|
mdé hoiva sau dé dong lai & Idp siing cla da khi m& hai bay hai, Diéu nay cling dung dé gidi thich chén

I&ch nghich déo clia ndng d& thudc trong da. Néng da thusc cao nhét do dugc & I6p siing ngodi cling

trong khi d6 & cac Idp sau hon thinng dd thudc thip hon nhidu.

Thai trir:

+ Griseofulvin cé nla dai thaitrd 9 - 24 gid.

-

chuyén héa chinh 6 — demethyl griseofulvin khiing c6 téc dung trén vi sinh vat.
QUA LIEU, XU TRI:

+ Khongcd thudc gidi dbc dac hiu.

+ Riadadaykém blo vé dudng hd hap co thé co ich.

ngoai co thé.
+ Didutritnéuchuingvahdirg.
QUi CACH BONG GOI:
+ Hop2 vl x10viénnén.
+« HOp10 vix10viénnén.
EAo QUAN: Noi khé, nhiét dd khéng qua 30°C, tranh 4nh sdng.

» ?
AN DUNG: 36 théng k& 17 ngay s&n xudt. CHU TICH HP QU AN
IEU CHUAN: TCCS . R S
CHU ¥: THUGC NAY CHI DUNG THEO BON CUA BAC SY DS. KIEU HUU
Khéng sl dung thuéc néu:
+ Viénthuéc bjbién mau, nitva. v
+ Vi thudcbirdch. I 3
+ Phdingungdingthufic ngay va théng bdo cho bdc s§ khi gdp nhiing triéu ching dj dng.
+ Déxatdmtaytréem.

+ Doc k§ hudng dén sif dyng trudc khi diing. N&u cdn thém théng tin, xin hdi y ki€n bac s§.
+ Khéngdung thuéc qud han ding ghitrén nhan.

CONG TY CO PHAN DUQC PHAM TRUNG UONG VIDIPHA
184/2 L& Van S§, Phudng 10, Quan Phi Nhuan, TP HCM

I BT: (08) - 38440106 Fax: (B4 - B) - 38440446
! San xuét tai: chi nhanh CONG TY CPDP T.U VIDIPHA tinh Binh Dudng M
VIDIPHA .ﬁ'p Tén Binh, x& Tén Hiép, huyén Tan Uyén. tinh Binh Dugng
TUQ CUC TRUOING

P.TRUONG PHONG
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