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Rx Thudc ké don

Fentizo

Fenticonazol nitrat

VIEN NEN BAT AM BAO

PV PHARMA

CHI DINH: LIEU DUNG, CACH DUNG, CHONG CHIBINH  garer e o e vt
Nhigm nam Candida sinh duc VA CAC THONG TIN KHAC: e

(nhur viem &m h, viém cG tir cung).  Xem trong tor hudng din sir dung thudc bén  xa Phing X, huyén Thach Thét, TP Ha NGi

Rx Thudc ké don

Fentizo

Fenticonazol nitrat

VIEN NEN BAT AM BAO

@ PV PHARMA

THANH PHAN: BAO QUAN: Tiéu chudn: TCCS
MGi vién nén dét 4m dao chira: Noi kho, nhiét do dudi 30°C, tranh anh séng.

Fenticonazol nitrat ... 200 mg DE xa tam tay tré em.

Ta dugc: vira da 1 vién. BDoc ky hudng dén sir dung trirde khi ding.
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FENTIZO

Thudc nay chi ding theo don thude
Dé xa tim tay tré em

Poc ki huéng din sir dung trwée khi ding

THANH PHAN
Thanh phcin hoat chadt:
M3i vién nén dit Am dao chira:

Fenticonazol DITBL .cousmmsnmssassosen 200 mg

Thanh phcfn td duoc: Cellulose vi tinh thé, natri croscarmellose, tinh bdt ngd, natri lauryl sulfat,
Povidon K30, colloidal silicon dioxyd, magnesi stearat.

DANG BAO CHE

Vién nén dit am dao.

M6 td san pham:

Vién nén hinh thudn dai, mau tring dén tréng nga, hai mat phéng, tron, canh vat.

CHi PINH
Nhi®m ndm Candida sinh duc (nhw viém am hg, viém cd tir cung).

LIEU DUNG, CACH DUNG

Liéu ding
Nguoi I6n: Dat 1 vién 200 mg vao budi tdi, trudc khi di ng, trong 3 ngy lién tiép, tiry theo
chi dinh cua bac si.

st Néu cin thiét c6 thé dung l3p lai sau 3 ngay.

Tré em: Tinh an toan va hiéu qua cta fenticonazol & tré em dudi 16 tudi chua duoge thiét lap.
16n.

Cich dung
Dit 4m dao. Nén dat thudce sdu trong 4m dao.

CHONG CHi PINH
Qué mAn vdi fenticonazol hodc cac thanh phan khac cta thubc.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Bénh nhén nén dugc nhic nhd nén hoi y kién bac s trong truomg hop:
— Céc triéu chimg khong thuyén gidm trong vong 1 tuan.

— Téi phat triéu chimg (c6 nhiéu hon 2 13n nhiém trong vong 6 thang).

Khong ¢6 dit lidu c6 sin. Liéu khuyén cdo cho tré em tir 16 tudi tr& 1én twong tu nhu ngudi -



httpé://trungtamthuoc.com/

— Tién st méc bénh lay truyén qua duong tinh duc hoic phoi nhi®m véi ban tinh méc bénh
13y truyén qua duong tinh duc.

— Lén hon 60 tudi.

— Pa biét qua min véi cac imidazol hodc cac ché phdm chbng nim 4m dao khéc.
— Chay mau 4m dao khong thuong xuyén hodc bét thuong.

— C6 vét mau trong dich tiét 4m dao.

— Dbau, loét hodc phéng rop & 4&m hd hodc am dao.

— Dau bung dudi hoic di tiéu kho.

— C6 bit ky tac dung phu nao nhu ban d6, ngira, phét ban khi diéu tri.

Khong dugc sir dung cung véi céc bién phap tranh thai, chat diét tinh tring, thut rora 4m dao
hoic cac san pham phu khoa khac. Liéu phap thich hgp can duoc chi dinh khi ban tinh cling
bi nhiém bénh.

Thubc chi nén dugc st dung cho phu nit mang thai hodc cho con bt dudi sy giam st clia bac
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit ¢6 thai

Dir liéu vé sir dung fenticonazol & phu nit c6 thai con han ché. Cac nghién ctru trén dong vt
khong cho thay tac dung gay quai thai, va tac dung gdy dbc cho phdi/thai chi dugc quan sat #
thiy & liéu rit cao ding duong udng. Phoi nhiém toan than cua fenticonazol la thip khi ding
theo dudng dit Am dao. Fenticonazol chi nén duge str dung trong thai ky dudi sy gidm sat cla
bac si.

Phu nir cho con bu

Céc nghién ctru trén dong vat qua duong udng cho thiy fenticonazol vi/hodc cac chit chuyen
héa ciia n6 c6 thé duge bai tiét trong sita. Vi fenticonazol duoc hap thu khong dang ké khi
dung duong dit am dao, nén co thé cho rang khong c6 su chuyén tai dang ké nao cua
fenticonazol vao trong sita me. Tuy nhién, do chua c6 dit liéu trén ngudi ve su bai tiét cia
fenticonazol va/hodc cac chét chuyen hda ctia nd vao sita me khi dung theo duong ddt am dao,
nén rii ro cho em bé 1a khong thé loai trir. Fenticonazol chi nén dugc sir dung khi dang cho
con bu dudi sy giam sat ctia bac si.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thudc khong c6 anh huéng dén kha ning 14i xe hodc van hanh may moéc.

TUONG TAC THUOC
Chua ¢ nghién ctru twong tac thude duge thyc hién.

Phéi hop khong duoc khuyén cdo:

— Chét diét tinh tring: bit ky thudc diéu tri tai 4m dao nao ciing déu c6 kha ning lam vo .

hiéu héa chét diét tinh tring dung tai chd dé tranh thai.
TAC DUNG KHONG MONG MUON

Khi dugc sir dung theo lleu khuyén céo, fenticonazol chi dugce hép thu rat it va khong gay ra
phan g khong mong mudn toan than. Cam giac bong nhe, thoang qua c6 thé xay ra sau khi
dat. Sir dung lau dai cac ché phim ding tai chd c6 thé gay min cam.
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Trong bang bén dudi, cdc phan g c6 hai duoc b4o cdo va liét ké theo hé co quan, phén loai
boi MedDRA, va tin suét: rat thuong gip (> 1/ 10); thuong gap (= 1/100 dén < 1/10); it gap (>
1/1.000 dén < 1/100); hlem gap (= 1/10.000 dén < 1/1.000); rat hiém gip (< 1/10.000); chua
15 (chwa thé udc doan tan sudt tir cac dit liéu dang c6).”

H¢ co quan TAn suit | Téc dung khdng mong mudn

ROi loan hé sinh | Rat hiém | Cam gidc bong rat 4m dao, 4m hg.
san va tuyen vu gap

Réi loan trén da va | R4t hiém | Ban d6, ngira, phat ban.
md dudi da gap

R6i loan toan than | Chua rd Qué mAn tai noi dat thude.
va tinh trang tai noi
diéu tri

QUA LIEU VA CACH XU TRi

Chua c¢6 truong hop qua liéu ndo di duge béo céo.

Fenticonazol dugc dung tai chd va khong dung dudng ubng. Trong trudng hop vo tinh ubng
phai, dau bung, nd6n mtra c6 thé xay ra.

PAC TINH DUQC LUC HQC
Nhém dwge Iy: Thude khang ném, din xut imidazol. .
Mai ATC: GO1AF12.
Co ché tic dung
Fenticonazol 12 mot thubc khang nim phd rong.

— In vitro: Thubc c6 hoat tinh kim ham va diét nAm cao ddi véi cac ching nim da (tat ca
céc loai Trichophyton, Microsporum va Epidermophyton), Candida albicans va cac tac
nhén khac gay nhiém nim da va mang nhiy.

Mot hoat dong trc ché su tiét ra cac proteinase c6 tinh acid ctua Candida albicans cling
dugc thé hién trong Ong nghiém.

7

— —  Invivo: Chita lanh nhim nim am dao do Candida trong vong 5 ngay & chuft nhit. 36263
/,

Fenticonazol ciing cho thdy hoat tinh khang khuén d6i voi cac ching vi sinh vat Gram duong. NG TY N
~ PHAN

Fenticonazol ciling duge chimg minh 14 c6 hoat tinh, ca in vivo va in vitro, trén T rzchomonaS'
vaginalis. i o VINH

 carg
-
)

Co ché tac dung gia dinh: khoa cac enzym oxy hoa, dan dén tich tu cac peroxid va gy hoai tir- = Qé
té bao nam; tac dong tryc ti€p trén mang t€ bao. : A_T_w%
Tac dung dwgce ly

PAC TINH DUQC PONG HQC

Céc nghién ctru dugc d6ng hoc cho thay khong c6 sur hép thu qua da & nguoi hodc & dong vat
va su hdp thu qua dudng 4m dao 1a rat thp.

QUY CACH PONG GOI
Vi xé nhdm-nhém. Hop 1 vi x 10 vién kém theo t& huéng dan sir dung.
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PIEU KIEN BAO QUAN
Noi kho, nhiét 36 dudi 30°C, tranh anh sang.
HAN DUNG
36 thang ké tir ngay san xuét.
TIEU CHUAN CHAT LUQNG
Tiéu chuén co so.
TEN, PIA CHI CUA CO SO SAN XUAT THUOC

CONG TY CO PHAN DUQC PHUC VINH
Dia chi: L6 CN4-6.2 KCN Thach Thét — Quéc Oai, xa Phing X4, huyén Thach Thét,
Tp. Ha Nai

NGAY XEM XET SUA POI, CAP NHAT NQI DUNG HUOGNG DAN SU DUNG THUOC

Ha Néi, ngay 13 thang 09 nam 2021
_GIAM POC

TRAN MINH NGUYET
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