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Thanh phan/ Composition:

Méi vién nang mém dat am dao chira/Each soft vaginal capsule contains:
Fenticonazol nitrat/ Fenticonazole nitrate . ...200mg

Té dugc va/Excipients q.5.f ocereererrccnnenne 1vién/1 capsule

Pé xa tam tay tré em. Poc kj huéng dan sit dung truéc khi dung.

Keep out of reach of children. Carefully read the accompanying instructions
before use.
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Chi dinh, cach dung, chéng chi dinh va cac thong tin khac/ Indications, adminis-
tration, contraindications and other information:

Xem trong td hudng dan st dung thudc kém theo/ See the package insert inside.
Tiéu chudn ap dung/ Specifications: TCCS/ Manufacturer’s.

Béo quan/ Storage: Noi kho, nhiét d6 dugi 30°C/ Store in a dry place, below 30°C.
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HUONG DAN SU DUNG THUOC

Rx

1. Tén thubc: FENZINAM 200

2. Cac diu hiéu lvu y va khuyén cao khi dung thude:
“Thudc nay chi dung theo don thudc”

“Pé xa tm tay tré em”

“DPoc ky huong dan su dung tru:0’c kh1 dung

lecithin, nipagin, nlpasol dau dau nanh gelatin, glycerin, dung dich sorbitol 70%, titan
dioxyd, vanilin, sunset yellow.

4. Dang bao ché: Vién nang mém dit 4m dao.

MBS ta: Vién nang mém, hinh elip, mau cam nhat, vién khd cAm khong dinh tay, hdn hop
thudc bén trong 16ng, mau nga vang.

5. Chi dinh:

Piéu tri nhiém ndm Candida sinh duc (viem am hg-am dao, viém cd tur cung) co hodc
khéng bi bdi nhiém vi khuin Gram duong.

6. Cach dung, liéu dung:

Thudc chi dugc dung duong dat am dao.

Dit 1 vién thude sau vao trong 4m dao vao budi toi trude khi ngi (t6t nhat 13 & tu thé ndm)
trong 3 ngay lién tiép.

Trong trudong hop bénh tai phat co thé sir dung liéu trinh thir 2 gdm 3 vién ngay sau liéu
trinh thtr nhit hodc sau mot tuan.

7. Chéng chi dinh:

Qua man véi fenticonazol nitrat hodc bat ky thanh phan nao cia thudc (hodc man cam
chéo v6i cac chat nhom imidazol).

8. Canh bao va than trong khi diung thudc:

- Nén ngung thudc khi ¢6 man cam tai chd hodc phan tng di tmg xay ra.

- Bénh nhan nén tham khao y kién béc sy trong trudong hop:

+ Céc triéu chimg khong duoc céi thién trong vong 1 tuan diéu tri.

+ Triéu chung tai phat (hon 2 1an trong 6 thang).

+ C0 tién sir mac bénh lay truyén qua duong tinh duc hoic tiép xtic v6i ban tinh méc bénh
lay truyén qua dudng tinh duc.

+ Bénh nhan trén 60 tudi.

+ Man cam v6i imidazol hodc cac san pham khang nim 4m dao khéc.

+ Chay mau am dao bat thudng.

+ Dich tiét am dao c6 15n mau.

+ Bat ky vét thuong, vét loét hodc vét phong rOp ¢ am ho hoac am dao.

+ Bét ky con dau bung dudi hoic kho tiéu.

+ Bat ky tac dung khong mong mudn nao nhu ban dé, ngira hodc phat ban lién quan dén
diéu tri.

- Khéong nén st dung fenticonazol két hop v6i cac bién phap tranh thai, chat diét tinh
trung, thut rira am dao hodc cac san phérn dat am dao khac. Nén diéu tri thich hop cho ban
tinh néu ciing bi nhiém.

1/6



https://trungtamthuoc.com/

- Chi nén st dung fenticonazol trong thoi ky mang thai va cho con bu dudi su giam sat ctia
bac sy.

Cdnh bdo lién quan dén ta dwoc:

Dau dau na‘lnh tinh khiét co thé chira protein dau nanh. Chuyén luan PhEur khong c6 thir
nghlem vé protein ton du. Chdng chi dinh véi bénh nhan bj di ing dau dau nanh
Thudc c6 chira sunset yellow, nipagin, nipasol c6 thé gdy ra phan ung
cham).

Thudc ¢ chira sorbitol nén bénh nhan mac cac rdi loan di truyén hiém

fructose khong nén str dung thudc nay. pudc PHAM
9. Sir dung thuoc cho phu nir c6 thai va cho con bu: \\ HA TAY
* Thoi ky mang thai: % WW £

Dir liéu con han ché vé anh huéng cta fenticonazol 1én phu nit ¢6 thai. Cac Tigh
trén dong vat cho thay khong co tac dung quai thai. Va tac dung gy doc phdi thai va thai
nhi chi xay ra ¢ lidu rat cao qua duong udng. Tac dong toan than cta fenticonazol duoc
cho la thép khi stt dung duong am dao. Tuy vay, fenticonazol chi dugc dung cho phu nix
o thai dudi sy gidm sat cua bac sy.

* Thoi ky cho con bu:

O duong udng, cac nghién ctru trén dong vat cho thdy fenticonazol va/hodc chat chuyén
hoa ctia nd co thé bai tiét qua stra. O nguoi, ngay ca khi khong c6 dir liéu xac dinh
fenticonazol va/hodc cac chat chuyen héa cua no bai tiét qua sira khi st dung duong dat
am dao, nguy co cho bé khong thé dugce loai trir. Fenticonazol chi dugc dung trong thoi ky
cho con bl dudi su giam sat cia bac sy.

10. Anh huwéng ciia thudc 1én kha niing 1i xe, vin hanh may méc:

Thudc khong anh huéng dén kha ning 1ai xe va van hanh may moc.

11. Twong tac, twong ky ciaia thudc:

* Twong tic ciia thudc:

Khéng c6 cac nghién ctru vé tuong tac thude duoc thyc hién.

* Twong ky ciia thudc:

Thanh phan chét béo va dau trong vién nang mém cé thé 1am hong dung cu tranh thai lam
bang nhua latex. Bénh nhan nén duoc khuyén st dung cac bién phap tranh thai thay thé
khac hoic sir dung than trong khi dang dung thudc nay.

Khéng khuyén khich dung fenticonazol v6i thude diét tinh tring vi bat ky bién phap diéu
tri tai chd nao tai 4m dao déu co kha nang lam mét tac dung cua bién phap tranh thai diét
tinh trung tai chd.

12.T4c dung khéng mong mudn ciia thudc (ADR):

O lidu diéu tri, thudc hap thu qua niém mac 4m dao khong dang ké nén it xay ra cac tac
dung khong mong mudn trén toan than. C6 thé co cam giic noéng nhe thoang qua khi dat
thube vao 4m dao.

St dung kéo dai cac thude ding tai chd c6 thé gy man cam.

Céc tac dung khong mong muébn dugc bao cdo bsi hé théng MeDRA duogc danh gia va
phan loai tan suat xay ra nhu sau:

Rét thuong gép (ADR > 1/10); thuong gap (1/100 < ADR < 1/10); it gap (1/1000 < ADR <
1/100); hiém gap (1/10. 000 < ADR < 1/1000); rat hiém gip (ADR < 1/10.000); khong xac
dinh (khong thé uéc tinh tan sudt tir dit liéu c6 san)

Hé thong t6 chirc Tan suit Phan tng

R6i loan hé thong sinh sén va tuyén L4 x Cam gidc néng rat am ho -
, Rat hiém n
vu am dao
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R6i loan da va mo duéi da Rt hiém Ban do6, ngura, ndi man

R6i loan chung tai chd dung thube Khong xac dinh Qu4 man tai noi dat thude
13. Qua lidu va cch xir tri:
Qua liéu: Chua ghi nhan truong hop nao qua licu.
Fenticonazol nitrat dugc danh cho dung tai chd va khong dung dé udng. Trong truong hop
v tinh nudt phai, c6 thé xay ra dau bung va non.
Céch xir tri: Tich cuc theo ddi dé c6 bién phap xir tri kip thoi.
14. Pac tinh dugec lwe hoc:
Ma ATC: GO1AF12.
Nhém dugc 1y: Thude khang ném va khang khuan, dan xuét imidazol.
Fenticonazol nitrat la mot dan xuét imidazol c6 hoat tinh khang nam va
Hoat tinh khang nim va diét nim cao dbi v&i cic nidm ngoai % (ta
loai Trychophyton, Epidermophyton, Microsporum), Candida albicans va cac$al
nam da va niém mac khac.
Co ché khang nam bang cach wre ché su tiét enzym protease acid ctia Candida albicans pha
huy mang té bao nim va e ché enzym cytochrome oxidase va peroxidase.
Hoat tinh khang khuén di duoc chimg minh trong thir nghiém in vitro chéng lai vi khuan
Gram duong. Co ché hoat dong khac véi co ché ciia khang sinh, co ché tic dong khang
khuén cua fenticonazol nitrat dugc thé hién trén nhiéu mirc khac nhau: trén mang té bao vi
khuan (1am ting tinh thAm), trén cac plasmid (&c ché qua trinh oxy hoa & ty thé), trén nhan
(trc ché sy tong hop ARN).

15. Pac tinh dwge dong hoc:
Céc nghién ctru dugc dong hoc trén phu nit va trén dong vat di ching té rang khong cé su
hép thu qua da, va sy hip thu qua 4m dao 1a rat thap.

16. Quy cach dong goi:
Hop 1 tai x 1 vi x 6 vién.
Hop 1 ti x 2 vix 6 vién.
M&i hop kém theo t& hudng dan sir dung thude bén trong.

17. Pidu kién bio quan va han ding, tiéu chuan chit lwgng ciia thudc:
- Bdo qudn: Noi kho, nhiét d6 dudi 30°C.
- Han diing: 24 thang ké tir ngay san xuit. Khong dwogc dung thudc di qua han dung.
- Tiéu chudn chit lwong: TCCS.

18. Tén, dia chi cia co s& san xuz"l_t: _

Tén co sé sin xuit: CONG TY CO PHAN DUQC PHAM HA TAY
Dia chi: T6 dan phd s6 4, P. La Khé, Q. Ha Déng, TP. Ha Noi

) mmc RHAM
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PACKAGE INFORMATION LEAFLET

Rx

1. Name of drug: FENZINAM 200

2. Signs and warnings when using drugs:

“For medicines available only on prescription”

“Keep out of reach of children”

“Carefully read the accompanying instructions before use”
3. Qualitative and quantitative composition: Each soft vaginal capjsl

Active ingredients: Fenticonazole nitrate .................. 200 mg
Inactive ingredients: Polysorbate 80, colloidal silicon dioxide, bee s¥ax il,
lecithin, nipagin, nipasol, soya bean oil, gelatin, glycerin, sorbitol 70%%=s i, titan

dioxide, vanillin, sunset yellow.

4. Pharmaceutical form: Soft vaginal capsule.

Description: Soft capsule, elliptical, light orange color, dry non-stick hand capsules,
mixture inside capsule is liquid, yellow ivory.

5. Indications:

Gentital candidiasis (vulvovaginitis, cervicitis) whether or not superinfected with Gram-
positive bacteria.

6. Recommended dose and administration:

Fenzinam 200 is for vaginal use only.

The vaginal capsule should be inserted as deep as possible into the vagina at bedtime
(preferably in the lying position) for 3 days.

In the event of recurrent yeast infection, a second course of 3 capsules can be prescribed
either immediately after the first course, or after a free interval of one week.

7. Contraindications:

Hypersensitivity to the active substance or to any of the excipients (or cross sensitivity
with other members of the imidazole group).

8. Special warnings and precautions for use:

- In case of hypersensitivity or allergic reaction, treatment should be discontinued.

- Patients are advised to consult their doctor in the event of:

+ No improvement in symptoms within one week.

+ Recurring symptoms (more than 2 infections in the last 6 months).

+ A history of a sexually transmitted disease or exposure to a partner with a sexually
transmitted disease.

+ Age over 60.

+ Known hypersensitivity to imidazoles or other vaginal antifungal products.

+Any abnormal or irregular vaginal bleeding.

+ Any vaginal discharge with traces of blood.

+ Any vulvar or vaginal wound, ulcer or blister.

+ Any lower abdominal pain or dysuria.

+ Any adverse effects such as erythema, pruritus or rash associated with treatment.

- Vaginal capsules should not be used in combination with barrier contraceptives,
spermicides, intravaginal douches or other vaginal products. Appropriate treatment is
indicated when the partner is also infected.
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- Fenticonazole should only be used during pregnancy and breastfeeding under medical
supervision.

Warning related to excipients:

Pure soybean oil may contain soy protein. The PhEur monograph has no residual protein
test. Contraindicated for patients with soy oil allergy.

This product contains sunset yellow, nipagin, nipasol and may causegiigigiesteactions
(poss1bly delayed)

intolerance should not take this medicine.

9. Pregnancy and lactation:

*Pregngancy:y N\, HA TAY &
. . . . 4 S—7N

In connection with insufficiency of the data of safe use of the preparatiom mi‘pségnancy

period, it isn’t recommended to use the preparation in these periods. Animal studies show

no teratogenic effect. And the fetal and fetal toxic effects occur only in very high doses

orally. The systemic effect of fenticonazole is considered low when administered

vaginally. However, fenticonazole is only used for pregnant women under the supervision

of a physician.

* Lactation:

In orally, animal studies show that fenticonazole and/ or its metabolites may be excreted in

milk. In humans, even without fenticonazole and/ or its metabolites excreted in breast milk

when vaginal administration is used, the risk for the infant cannot be ruled out.

Fenticonazole is used only during lactation under the supervision of a physician.

10. Effects on ability to drive and use machines:

No affection.

11. Interaction with other medicinal products and other forms of interactions:

* Drug interactions:

No interaction studies have been performed.

* Incompatibility of the drug:

Fatty excipients and oils in vaginal capsules can damage latex contraceptives. Patients

should be advised to use alternative contraceptive methods/precautions when using this

product.

The use of fenticonazole with spermicides is not recommended as any topical vaginal

treatment has the potential to counteract the effectiveness of the topical spermicidal

contraceptive.

12. Undesirable effects (ADR):

At therapeutic doses, the drug is insignificantly absorbed through the vaginal mucosa, so

unwanted effects on the whole body are rare. There may be a slight burning sensation

when the medication is inserted into the vagina.

Prolonged use of topical medications may cause sensitization.

Adverse reactions reported by the MeDRA system were evaluated and classified by

frequency as follows: Very common (>1/10); common (>1/100 to <1/10); uncommon

(>1/1,000 to <1/100); rare ((>1/10,000 to <1/1,000); very rare (<1/10,000); unknown

(frequency cannot be estimated from the available data).

k\ mc PHAM

Organ system class Frequency MedRA Terminology
Reproductlve system and breast Very rare Vulvovaginal burning sensation
disorders
Skin and subcutaneous tissue Very rare Erythema, pruritus, rash
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disorders

General disorders and Hypersensitivity at the site of
- S . Unknown L
administration site conditions application
13.Overdose:
Overdose: No cases of overdose have been reported.
Fenticonazole nitrate is intended for topical use and not for drinking. In case of accidental
ingestion, abdominal pain and vomiting may occur.
Treatment: Actively monitor for timely handling measures.
14. Pharmacodynamics:
ATC Code: GOTAF12.
Pharmacological group: Antifungal and antibacterial drugs, imida [
. . . .. .. . . puldc PHA
Fenticonazole nitrate is an imidazole derivative with antifungal ati¢ nﬁbacter#al /

High antifungal and fungicidal activity against ringworm\’ K hophyton,
Epidermophyton, Microsporum), Candida albicans and other fungal andmudds#l agents.

Antifungal mechanism by inhibiting the secretion of the enzyme protease acid of Candida
albicans destroys fungal cell membranes and inhibits the enzymes cytochrome oxidase
and peroxidase.

Antimicrobial activity was demonstrated in in vitro test against Gram-positive bacteria.
The mechanism of action differs from that of antibiotics, the mechanism of antimicrobial
action of fenticonazole nitrate is expressed on many different levels: on bacterial cell
membranes (increases permeability), on plasmids (too inhibited). oxidation process in
mitochondria), on the nucleus (inhibits RNA synthesis).

15. Pharmacokinetics:

Pharmacokinetic studies in women and in animals have demonstrated that there is no
absorption through the skin, and the absorption through the vagina is very low.

16. Packing:

Box of 1 pouch x 1 blister x 6 soft vaginal capsule.

Box of 1 pouch x 2 blister x 6 soft vaginal capsule.

In each box attached insert inside leftlet.

17. Conditions storage, expiry date, specification:

- Storage: Store in a dry place, below 30°C.

- Shelf life: 24 months from manufactured date. Not use the drug is expired.

- Specification: Manufacturer’s.

18. Name and address of manufacturer:

Name of manufacturer: HA TAY PHARMACETICAL J.S.C

Address: Population groups No. 4, La Khe Ward, Ha Dong District, Ha Noi City
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