LADYVAGI”®

Dé xa tim ta 1y tré em
Poc ki huedng dan sic dung truéce khi ding
Thubc nay chi diing theo don thubc

4 THANH PHAN CONG THUC THUOC

M&i vién nang mém chira:

Thanh phan hoar chat:

Neomycin sulfat ... ...35.000IU
Nystatin... ...100.000TU
Polymyxm B sulfat .. ..35.0001U

Thanh phan td dwp'c 'Diu cqz " dimethicon 1000, gelatin,
glycerin ddm dédc, mrde tinh khiét.

¢ DANGBAO CHE
Vién diit hinh oval, mau vang, bén trong c6 chira dich thude
mau vang nhat.

¢ CHiPINH
Diéu tri tai chd viém 4m dao do céc vi khuén nhay cam va viém
dm dao khéng dic hi¢u.

¢ CACHDUNG, LIEUDUNG
Thudc danh cho n 1ém.
Thuéc ding dit phu khoa. KHONG DUOC UONG!
bit 1 vién vao sdu bén trong 4m dao, frong 12 ng?iy Seé
thudn tién va dé dﬁng on khi dit thude trong tur thé nim
ngira, dang hai goi. !i
Chuy:
- dé tranh 13y nhiém cho nhirg ngudi xung quanh, nén ding
khin neng
- miic quan 16t cotton. |
- khéng thyt rira 4m dao.
- khéng sir dung béing vé sinh dang 6ng (tampon) khi diéu tri
- khéng ngung diéu trj trong chu ky kinh nguyét.
- didu tri ban tinh dé tranh tai nhiém.

¢ CHONG CHI PINH
Min cam v6i mét trong céc thanh phan clia thuéc hogc véi cac
khang sinh cling nhom.
Dung mang ngén &m dao hodc bao cao su.

¢ CANHBAO VA THAN TRQNG KHI DUNG THUOC
Chii y dé phong
Tinh trang min cam véi mot khang sinh khi ding tai chd c6
thé anh huong xdu dén viéc ding khéng sinh d6 hoic mot
khang sinh twong ty theo dwdng toan thin sau nay.
Thdn .rr.;)ng khi sir dung
Khéng nén diéu tri 14u dai do c6 nguy co gty chon loc chiing dé
khang va nguy co bj bdi nhiém gﬁy bdi cdc mim bénh nay.
Do thiéu sb liéu vé mirc hap thu qua niém mac cua
neomycin va polymyxin B, nén khong thé loai hin kha niing
gaytc dung toan than ctia thube.
Mic déu cho dén nay khdng c6 ghi nhén gi vé tac dung ngoaiy
trén toan thin ctia thudc, ciing nén hru y dén diéu nay, nhat 1a &
bénh nhén bj suy thén.

¢ SU DUNG THUOC CHO PHY NU' CO THAI VA CHO
_CONBU

Thoi ky mang thai: Trong thoi ky mang thai, khong nén st

dung thuée nay.
Théi ky cho con bu: Trong thoi ky cho con b, nén tranh sir
dung thube nay.

¢ ANH HUONG CUA THUOC LEN KHA NANG LAI XE,
VANHANHMAYMOC
Ladyvagi khong anh huéng 1én kha ning lai xe va vin hanh
may moc.

¢ TUONGTAC, TUUNG KY CUATHUOC
Khéng diing chung thude ndy v6i céc thude diét tinh tring (vi
nguy co gay mét hoat tinh) va céﬁ: thudc tranh thai.

¢ TACDUNG KHONG MONGMUON CUATHUOC
C6 thé bj eczema dj img do tiép L{uc, thudng gdp trong trudng
hop dung thudc dai han. Sang hrong eczema c6 thé lan ra
ngoai viing diéu tri.

Cb thé gdy ddc tinh trén than, trén tai,..
gidi han dugc nguy co nay.

* Thong bdo ngay cho bdc si hoac dugrc s nhitng phan lmg%\

hai gap phai khi sir dung thuéc.

¢ QUALIEU VA CACH XU TRi
Chua c6 ghi nhén céc truong hop sir dung qua liéu.
Tham khao ¥ kién ctia nhan vién y té va tich cyc theo ddi dé c6
bién phap xir tri kip thoi.

¢ DAC Tﬁ[:lH DUQCLYCHQC
Nhém dwge ly: Khang khuin va sat tring diing trong phu khoa.
MaATC: GO1AAS]
Neomycin la khéng sinh nhém armnoglycos id c6 tac dung diét
khuan qua {rc ché qua trinh sinh tong hop protein cuia vi khudn,
béng cach gn véi tiéu don vi 30S ciia ribosom vi khuén nhay
cdm. Neomycin chil yéu diing tai chd dé dnéu tri nhiém khuén &
da, tai, mit do tu cAu khuén va cic wkhuannhaycémkhéc
Nystatin 1 mt polyen, khéng sinh chéng ndm dugc chiét xuét
tir dich nudi cay nim Streptomyces noursei. Nystatin c6 tic
dung kim hﬁm hodc diét nam tiy thudc vao nﬁng d6 va do nhay
cam cua nam, khong téc dong dén vi khuén chi binh thudmg
tren co thé. Nhay cam nhét 13 cac nim men va ¢0 tac dung rat
tot trén Candida albicans. Nystatin dung nap tot ngay ca khi
diéu trj 1au dai va khong gay khang thudc.
Polymyxin B c6 tic dung di¢ khuén, Thuoc gin vio
phospholipid 1am thay déi tinh va thay ddi cu triic mang
bao twong vi khuén, gdy 10 ri céc thianh phén bén trong.
Polymyxin B ¢6 tac dung trén da sb céc vi khudn Gram am, trix
Proteus spp.. Polymyxin B dugc ding tai ch5 thudng phéi
hop véi cac thube khic dé diéu tri nhiém khuin da, mit, tai va
mot s6 nhiém khuén khéc do vi khudn nhay cam.

¢ DACTINH DU'(JC PONG HQC
Neomycin hip thu kém qua dudng tiéu hda (3%), khoang 97%
liéu uﬁng dugc bai tiét dudi dang khong d6i qua phéan. Héap thu
thude c6 the ting lén khi niém mac bi viém hodc ton thuong.
Khi dugc hip thu, thudc s& thai trir nhanh qua thin du6i dang
hoat tinh. Thoi gian ban thai cia thuéc khoang 2 — 3 gio.
Khoéng 0- 30% thubc gin véi protein, thé tich phan bé 0,36
lit’kg.
Nystatin hap thu kém qua dudng tiéu héa, khong dugce hip thu
qua da hay niém mac khi dimg tai chd, thai trir chi yéu qua
phén dudi dang chua chuyen héa
Polymyxin B sulfat hiip thu tét qua phiic mac; khong hﬁp thu
qua dudng tiéu ha; khong hap thu dang ké qua niém mac va da
nguyén ven hoic bj tréc 16p phi ngoai nhu trong trirdmg hop bj
bong niing.

& QUYCACHPONG GOI
Hopchira2vix 6 vién nang mém.

4 DIEU KIEN BAO QUAN, HAN DUNG TIEU CHUAN
CHATLUQNG CUATHUOC 2
- Piéukién bao quan: Trong hop kin, noi kho mat, dudi 30°C.

Han ding: 24 thang ké t ngay san xuit.

- Tiéu chuén chét lvong: Tiéu chuin co sd.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY TNHH PHIL INTER PHARMA
S 20, Pai 1§ Hiru Nghi, KCN Viét Nam-Singapore,
Thuédn An, Binh Duong
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LADYVAGI®

Keep out of reach of children
Read insert paper carefully before use
This drug is taken with prescription only

¢ COMPOSITION OF THE DRUG given the recommended short treatment, the risk is slight.:é

Each soft capsule contains:
Active ingredient:

Neomycinsulfate................ ...35,000IU
Nystatin ... B 100 000IU
Po lymyxm B sulfatc ..35,0001U

Inactive ingredients: Palm oil, "dimethicone 1000, gelatin,
concentrated gelycerin, purified water.

@ DOSAGE FORM
Yellow oval soft capsule containing light yellow substance.

¢ INDICATIONS
Local treatment of vaginitis due to sensitive germs and non
specific vaginitis.

4 ADMINISTRATION, DOSAGE
Reserved for adults.

Vaginal way. DON'TSWALLOW IT!

Place one capsule deep in the vagina for 12 days. It is
preferable and easier to insert the capsule while lying down on
your back with the knees apart.

Notes:

- to avoid contaminating the people around you, use your own
face cloth and towel

- wear cotton underwear

-avoid vaginal douches

- avoid using tampons during treatment

- do not stop treatment during menstrual periods

- treat sexual partner in order to avoid reinfection.

4 CONTRAINDICATIONS
Allergy to one of its ingredients or “another substance of the
same family.

Using of latex diaphragms or condoms.

4 WARNINGSAND CAUTIONS
Warnings:

Sensitization by local administration may compromise the
subsequent use of related antibiotics by systemic route.
Precautions of use

Treatment duration must be limited due to the danger of
selection of resistant microorganisms and the risk of
superinfection by these microorganisms.

In the absence of data on the amount of neomycin and
polymyxin B fractions resorbed by the mucous membrane, the
possibility of systemic effects can not be excluded.

Although no toxic systemic side effect has been reported to
date, it is best to take account of this risk, which is increased in
cases of renal failure.

¢ THE USE OF DRUGS DURING PREGNANCY AND
BREASTFEEDING
Use in pregnancy: Do not use this drug in pregnancy.

Use in lactation: During lactation, avoid using this drug.

¢ EFFECTS ON THE ABILITY TO DRIVE AND
OPERATE MACHINE
Ladyvagi have no influence on the ability to drive or use
machine.

4 DRUG INTERACTIONSAND INCOMPATIBILITIES
Don't use this drug together with spermicidal products (risk of
inactivation) and contraceptives.

@ UNDESIRABLE EFFECTS
Possibility of allergic contact eczema. This occurs most
frequently in cases of prolonged treatment.

The eczema can spread to areas away from those treated.

For neomycin, there can be cross-allergy with antibiotics of
the aminoside group.

Possibility of toxic systemic effects (renal, auditory, etc);

* Any adverse drug reactions should be immediately repo
to the physician or pharmacist.

4 OVERDOSEAND TREATMENT
No case of overdose has been reported.
Consult a healthcare staff and keep monitoring to respond in
time.

¢ PHARMACODYNAMIC PROPERTIES
Pharmacotherapeutic group: Gynaecological antiinfectives
and antiseptics
ATCcode: GO1AAS]
Neomycin is a bactericidal aminoglycoside, it appears to
inhibit bacterial protein synthesis by irreversibly binding to 30
S ribosomal subunits of susceptible bacteria. Neomycin is
applied topically in the treatment of infections of the ear, eye
and skin caused by Staphylococci and other susceptible
bacteria.
Nystatin is a polyene antifungal antibiotic produced by
Streptomyces noursei. Nystatin has fungi-static or fungicidal
effect depending on concentration, and on sensitivity of the
fungi. Nystatin does therefore not effect the normal bacterial
flora of the body. Most sensivitive to nystatin are the yeast-
fungi, and its effect against Candida albicans is very good.
Nystatin is well tolerated, also in long term treatment and there
have been no reports to indicate any resistance development.
Polymyxin B is bactericidal. The drug binds to
phospholipids, alters permeability, and damages the bacterial
cytoplasmic membrane permitting leakage of intracellular-
constituents. The antimicrobial activitive of polymyxin B are
restricted to Gram-negative bacteria except Profeus spp..
Polymyxin B sulfate is applied topically in the treatment of
infections of the ear, eye and skin and other infections caused
by susceptible bacteria, use alone or in combination with a
variety of other compounds.

¢ PHARMACOKINETIC PROPERTIES
Neomycin is poorly absorbed from the alimentary tract (3%);
about 97% of an orally administered dose being excreted
unchanged in the faeces. Absorption may be increased in
conditions which damage or inflame the mucosa. Once
neomycin is absorbed, it is rapidly excreted by the kidney in
active form. It has been reported to have a half-life of 2 to 3
hours. About between 0 - 30% of drug bind to plasma protein.
Volume of distribution is 0.36 I’kg.
Nystatin is poorly absorbed from the gastrointestinal tract. It
not absorbed through the skin or mucous membranes when
applied topically. Nystatin is mainly excreted unchanged in
faeces.
Polymyxin B sulfate is well absorbed from the peritoneum; not
absorbed from the gastrointestinal tract; and not absorbed to an
appreciable extent from the mucous membranes or intact or
denuded skin.

¢ PACKAGE
Box of 2 blisters x 6 soft capsules.

@ STORAGE, SHELF LIFEAND SPECIFICATION
E Storage In a hermetic container, dry and cool place, below
30°C.
- Shelflife: 24 months from the manufacturing date.
- Specification: Home standard.

NAME AND ADDRESS OF MANUFACTURER
PHIL INTER PHARMA CO., LTD.
No. 20, Huu Nghi boulevard, Vietnam — Singapore Industrial
Park, Thuan An, Binh Duong.
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