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Fenticonazol nitrat 600 mg
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Prescription Drug WHO-GMP

TTLACKYN

Fenticonazole nitrate 600 mg

Reg. No:
Box of 1 blisters x 10 vaginal softgel capsules
‘COMPOSITION: KEEP QUT OF REACH OF CHILDREN
Each vanigal softgel capsule contains: PLEASE READ THE INSTRUCTIONS CAREFULLY BEFORE USE

71 mg £00 mg

Exp. Date/ HD:
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INDICATIONS, DOSAGE ATIONS, FURTHER ]

INFORMATION: Please carefully read the instruction in the leaflet Manufactured by:

STORAGE: Stored in a tight container, a cool and dry place, protect from light, ata VIETNAM CHEMICO- PHARMACEUTICAL

temperature helow 30°C JOINT STOCK COMPANY
SPECIFICATION: In-house Ne. 182, Duc Giang Street, Long Bien District, Ha Noi Gif




https://trungtamthuoc.com/

R Thudc ké don WHO-GMP

TTLACKYN

Fenticonazol nitrat 600 mg
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Hop 2 vi x 10 vién nang mém dat am dao
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R& Prescription Drug WHO-GMP

TTLACKYN

Fenticonazole nitrate 600 mg

NAMOVILL

Reg. No:

Box of 2 blisters x 10 vaginal softgel capsules

COMPOSITION: KEEP OUT OF REACH OF CHILDREN e
Each vanigal softgel capsule contains: PLEASE READ THE INSTRUCTIONS CAREFULLY BEFORE USE e
Fenticanazole mtral te (a5 527.1 mg. 600mg  Batch No. 84 18 Exp. Date HD: i e
o : 45 Mig Dale/NSX: | \
INDICATIONS, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS, FURTE

s it Iy in the leaflet  Manutoctured by :
STORAGE: Stored in a tight container, a cool and dry place, pratect from light, ata VIETNAM CHEMICO- PHARMACEUTICAL |
temperature below 30°C JOINT STOCK COMPANY |

SPECIFICATION: In-house No. 192, Duc Giang Street, Long Bien Disirict, Ha NI
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TTLACKYN DUGC PHAM

(Fenticonazol nitrat 600 mg) A\ANHTHY /:
Pé xa tim tay tré em
BPoc ky hwéng dan siv dung triweée khi diing
1. THANH PHAN CONG THU'C THUOC
M5i vién nang mém chia :
Thanh phdn duwoe chat: Fenticonazol nitrat 600 mg (tuong duong 527,1 mg fenticonazol)
Thénh phan td duoc: Polyethylen glycol 400, polyethylen glycol 4000, propylen glycol

Thanh phén dich vo nang: Gelatin, glycerin, titan dioxid, mau 36005 Edicol Sunset Yellow
FCF, methyl paraben, propylparaben.

2. DANG BAO CHE

Vién nang mém dit 4m dao

M0 ta: Vién nang mém dit 4m dao hinh oval, mau vang, bén trong chira dich thude khong mau
dén mau tring.
3. PAC TINH DUQC LUC HQC
Nhom dwoe Iy: Imidazol, thude Chéng nhiém tring va sat trung phu khoa
Ma ATC: GO1AF12
Fenticonazol nitrat 1a mot dan xut imidazol ¢ hoat tinh khang nam va khang khuan.
Hoat tinh khang nim da dwoc chimg minh trén in-vitro chéng lai cac nguyén nhan giy nam da
va niém mac sau: dermatophyt (tr ichophyton. epidermophyton, microsporum), candida va cac
chung nam men khac. Hoat tinh tic ché Candida albicans bai tiét acid proteinase cling da duoc
ching minh trén in-vitro, nhung chua xéac nhan trén in-vivo. Trén in-vivo, thude diét trir nAm
am dao Candida ¢ chudt sau 5 ngay diéu tri.
Hoat tinh khang khuan da duoc chimg minh trén in-vitro chono lai vi khuan Gram (+). Co ché
tac dung khac véi co ché cua khang sinh, bao gbm cac cap do: mang (tang tinh tham), t& bao
chét (trc ché qué trinh oxy hda, & cap do ty thé), nhan té bao ({rc ché tong hop ARN)
4. CHI DINH
Nhiém nam candida b phan sinh duc (viém am dao, viém ¢ tur cung) ¢ hodc khong boi nhiém
vi kham Gram (+).
5. LIEU DUNG, CACH DUNG
Liéu ding
Mot vién/lan, ding | vién duy nhat. Trong truong hop tai phat, c6 thé sir dung thém mét vién
sau khoang 3 ngay.
Thao luan viée diéu tri cho ban tinh trong tirng truong hop cu thé.
Cach ding
Dit vién nang vao sau trong am dao trude khi di ngu.
6. CHONG CHI PINH

Quéd man véi hoat chét hodc bat ky thanh phan nao cua thude hogc cdc thude khac thude nhom
imidazol.

Su dung bao cao su hodc mang ngin 4m dao lam bang latex.
7. CANH BAO VA THAN TRONG KHI DUNG THUOC
Cdnh bdo
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Trong truong hop khéng ¢6 triéu chimg goi y trén lam sang, viéc tim thdy mfte aADOBW PHAM
candida trén da hofc mang nhay khono thé tao thanh cin ctt dua ra chi dinh. -
Pé chéan doan xac dinh nhiém nm candida, cdn xem xét ky cac yéu té moi truon

su phat trién ctia ndm.
Pé tranh tai phat, viéc loai bd va xem xét céc yéu t6 trén la rat can thiét.
Diéu trj dong thoi bat ky 6 dich Candida gdy bénh ¢6 lién quan.
Thiin trong
Tam ngimg thudc khi khéng dung nap tai vi tri dung thuéc hodc c6 phan tng di img.
Khoéng nén st dung xa phong ¢6 pH acid (thac day sy nhan chia ctia nAm candida).
Thude nay chia methylparaben va propylparaben, c6 thé gdy ra phan mg di tmg (c6 thé xay
ra cham).
Thude nay ¢6 chira 32,3 mg propylene glycol trong mdi vién nang mém.
8. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu niv co thai
Céc nghién ciru dung thude duong uéng & dong vit khong cho thiy bt ky tac dung gay quai
thai nao nhung da cho thdy ddc tinh trén thai nhi. Do do, dé du phong, tét nhit khong nén sir
dung fenticonazol nitrat & phu nir ¢6 thai.
Phu nit cho con b
O phu n, su hap thu fenticonazol nitrat qua niém mac am dao 14 rat thip. Luong fenticonazol
nitrat bai tiét vao sita me tir dang thudc ding tai chd vé nguyén tic la khéng dang ké.
9. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thude khéng anh huong dén kha nang i xe va van hanh may méc.
10. TUONG TAC, TUONG KY CUA THUOC
Twong tic ciia thuée
Tuong tdc chong chi dinh

Bao cao su hoac mang ngan am dao lam bang latex: Nguy co rach bao cao su hodc mang ngan
am dao.
Lwong tdc khdng khuvén cdo

Chat diét tinh tring: Tét ca céc bién phap diéu tri tai chd dat 4m dao déu bét hoat phuong phap
tranh thai dung chat diét tinh tring tai chd.

Tuong ky cia thuéce

Do khéng c6 céc nghién ciru vé tinh twong ky cia thude, khong tron lan thude nay véi cac

thude khac.

11. TAC DUNG KHONG MONG MUON CUA THUOC
Céc phan tmg ¢6 hai dugc phan nhém theo tan suat: rit thuong gap (ADR > 1/10), thudng gap
(1/100 = ADR < 1/10), it gdp (1/1000 < ADR < 1/100), hiém gap (171000 < ADR < 1/10000)
va rat hiém gap (ADR < 1/10000).

Hiém gap
- Tri¢u chimg khong dung nap tai chd: Cam gidc néng rit hoac nglra ngdy, thuong bién mat
khi tiép tuc diéu tri.
- Di (ng.

12. QUA LIEU VA CACH XU TRi

Hién chua c6 dit ligu vé qua liéu.

13. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC

Khéng cé
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14. QUY CACH PONG GOI DUOC PHAM

Hop 10 vién (1 vi x 10 vién), kém t& huéng dan sir dung thude.

é&'
LTy
15. PIEU KIEN BAO QUAN: Bao quan bao bi kin, noi kho réo, tranh anh sang, & nhiét
dudéi 30°C.
16. HAN DUNG: 36 thang ké tir ngay sin xuit
17. TIEU CHUAN CHAT LUQNG: Tiéu chun co s&
18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN HOA DUQC VIET NAM
Dia chi: $6 192, Dire Giang, Quan Long Bién, thanh phé Ha Noi, Viét Nam

Hop 20 vién (2 vi x 10 vién), kém t& huéng dan st dung thude





