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BETADINE Vaginal gel 10%

Gel sat trung am dao
(Poc kj huéng dan sir dung trieée khi ding
Néu cdn thém théng tin gi xin héi y kién bdc sp)

THANH PHAN

MO5i gram thudc chira:

Povidone lodine 10% kl/kl

Ta duge: Macrogol 400, Macrogol 4000, Natri bicarbonate, Nudc tinh khiét

CHI PINH
Dung dwéng 4m dao
BETADINE® Vaginal gel dwge chi dinh trong cic trudng hgp:
a) Khir tring 4m dao truée va sau khi md
b) Nhiém khuéan am dao cﬁp va man tinh (viém am dao, viém am h$-dm dao)

e Nhiém tap khuan va nhiém khuan khong dac hiéu (nhiém khuan am dao va Gardnerella

vaginalis).
¢ Nhiém nam (Candida albicans) g .
o Nhiém Trichomonas

¢) Nhiém khuan hoac nhiém nim am dao sau mét tri liéu khang sinh hoic steroid

LIEU DUNG VA CACH DUNG
Dang trong 4m dao. Ngudi 16n va ngudi cao tudi:
a) Diéu tri nhiém khudn ém dao
Sir dung dung cu dit 4m dao da chira day gel (khoang 5g), dua thudc vao dm dao mdi téi trong 14
ngay, gobm ca nhiing ngay trong chu ky kinh nguyét. Liéu dung co thé tang t&i 2 lan mdi ngay.
e Mo nép cia tuyp thude, va gin véi dung cu dat am dao
e Kéo pittong lai vi tri ranh gidi
e Lam diy dung cu dat am dao vi gel m dao biang cach bop phén cudi tuyp thudc, day gel vao
trong dung cu dat 4m dao
o Rut dung cu da day gel ra khoi tuyp thube
e Pé bénh nhan nim ngira, nhe nhang dua dung cu dat 4m dao da day thudce vao trong am dao
va an pittong dé day gel thudc vao 4m dao.
Ciing ¢6 thé bdi mét 16p mong 1-2 cm BETADINE® Vaginal gel quanh bén ngoai bd phan sinh
duc 2 dén 3 ldn mdi ngay.
Pé lam sach thiét bi, thao rai thiét bi bing cach rat pittong ra khoi 6ng, rira ca 2 bd phan pittong
va bng trong nurde nong, sau do lap pittong lai. Khan vé sinh nén duoc tay trong thoi gian diéu tri
va am dao co thé duge rira véi dung dich sat tring am dao BETADIN E® néu can thiét.
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Pé tranh db 16t bi nhudém mau, khuyén cao sir dung bang vé sinh trong thoi gian didu tri voi
BETADINE® Vaginal gel. C6 thé sir dung xa phong va nudc 4m dé loai bo cac vét mau khoi vai
hoic str dung dung dich amoniac loang dé 1am sach déi voi vai lf)ng hop.

b) Khir trimg dm dao trudc khi phdu thugt
Pé khir trang 4m dao trwde khi phiu thuat, ciing gidng nhu trong diéu tri viém 4m dao, gel dugc
str dung vao budi tdi va dit trong m dao qua dém. Sang hom sau trudc khi phau thudt, c6 thé rira
4m dao bang dung dich sat khuin BETADINE®.

CHONG CHi PINH

Khong dung thude khi duge biét c6 man cam voi iod hodc povidone hodc bat cir thanh phin ta dugc nao.
Khéng dung thude khi cé su hoat dong qua mirc cia tuyén gidp (ting ning tuyén giap), cac bénh ly 5
rang khac cua tuyén giap (rdi loan tuyén giap khong dién hinh khéc), ciing nhu trudc va sau khi tri lidu
iod phong xa. Khong duge ding thudc nay trong vong 4 tudn trude khi lam nhép nhdy dd iod phong xa
hogc diéu tri iod phéng xa trong ung thur biéu mé tuyén giap. Bénh nhan budu cd, u tuyén giap hoac cac
bénh tuyén giap khac (dac biét ngudi cao tudi) c6 nguy co tang ning tuyén giap (bénh cudng giap) néu sir
dung liéu cao lod.

Khong sir dung & tré trudce tudi day thi.

Khéng sir dung cho bénh nhén dang diéu tri bang lithium. _}b)/

CHU Y VA THAN TROQNG KHI DUNG THUOC

Khéng nén sir dung Povidon-lod trong thai gian dai trén viing da rdng (vi du khong qua 10% tong dién
tich co thé va khong qua 14 ngay) trir khi dugc chi dinh chit ché. Ngay ca khi da két thac diéu trj (trong
vong 3 thang), nén theo d&i triéu chirng som cua bénh cudng gidp va néu can thiét nén kiém soat chirc
ning tuyén giap.

Pac biét than trong khi sir dung thudng xuyén cho vét thuong hé cho bénh nhan ¢é tién sir suy thén.
Tranh sir dung cac dung dich c¢6 chira chét téy am dao néu diéu trj khu vurc 4m dao véi Povidon-lod.

Chi dung ¢ 4m dao.

Rat hiém gap BETADINE® Vaginal gel c6 thé gay nhiing phan tng tai chd. Néu ngira hoac kich ing tai
chd, ngirng sir dung thudc.

Dé thudc ngoai tim véi cua tré em.

TUONG TAC THUOC VA CAC DANG TUONG TAC

Phirc hop PVP-lod phat huy tac dung & dé pH tir 2,0 dén 7,0. Phan tmg cua phirc hop niy véi protein va
cac hgp chét hiru co khong bao hoa khac ¢6 thé lam giam hiéu qua cua thude.

Sir dung thudc ddng thai véi ché pham chira enzym, hydro peroxide, bac va taurolidine lam gidm tac
dung cua ca hai.

Sir dung thude ddng thdi vai thiy ngan c6 thé lam hinh thanh mdt chat c6 thé gay ton thuong da.

Sir dung thudc ¢6 thé anh hudng dén két qua xét nghiém chirc ning tuyén giap va khong thé tién hanh
diéu tri tuyén gidp bang lod. Sau khi sir dung thubc it nhat 1-2 tuin méi ¢6 thé tién hanh chup nhép nhay
db.

Povidon-lod c6 thé gay két qua duong tinh gia cho mét sb xét nghiém phat hién mau trong phan hoic

mau trong nudc tiéu.
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PHU NU' CO THAI VA CHO CON BU

Trong thai ky mang thai va cho con bu, BETADINE® Vaginal gel chi dugc sir dung néu c6 chi dinh chat
ché ciia béc sT va chi sir dung & liéu tdi thiéu, vi lod c6 thé hip thu qua hang rao nhau thai va bai tiét vao
sita me. Sir dung Povidon-lod c6 thé gay nhugc giap tam thoi cho bao thai hodc tré so sinh. Nén tranh sir
dung trong céc trudmg hop nay. Can kiém tra chirc nang tuyén giap cua tré trong cac trudng hop sir dung,
dac biét & nhitng khu virc c6 ngudn thyc phdm thiéu lod va ¢ khuynh huéng bi bénh buéu giap. Bén
canh do, tranh hoan toan viéc sir dung gel 4m dao nay cho tré nho theo duomg tiéu hoa.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua quan sat thdy anh hudng nao.

TAC DUNG KHONG MONG MUON ?,/

Néu kich iing tai chd, do hodc sung tién trién, can ngimg thudc. Tod dugc hip thu tir 4m dao va sau khi sir

dung kéo dai, c6 thé lam tién trién rdi loan chirc ning tuyén giap. Thudc nay co thé diét tinh tring va

khong nén sir dung khi mudn c6 thai.

Trong mdt s6 trudng hop don 1é cdp tinh, da ¢6 bao cao vé phan tmg dj tng toan than bao gém ha huyét

ap va/hodc thd gap (phan (mg qué man).

Sau khi hap thu lugng 16n Povidon-lod (vi du trong diéu trj bong), c6 thé gap réi loan dién giai va rdi loan

d6 thdm thau cua huyét thanh, rdi loan chirc nang than nhur suy than cép va nhiém acid chuyén hoa.
Théng bao cho béc sy nhirng tic dung phu gip phai khi sir dung thude

QUA LIEU

Trong trudmg hop vo tinh hodc ¢6 y udng mdt lugng lén Povidon-lod, triéu chimg nhiém doc lod cap tinh
xay ra bao gém dau bung, kho tiéu, suy tudn hoan, phii thanh mén giy ngat thé hodc phu phdi va rdi loan
chuyén hoa.

Diéu tri triéu chirng va co diéu tri hé tro.

CAC PAC TINH DUQC LY

Piac tinh duoc Iy

Povidone- iod 1a mét phirc hop polyvinylpyrrolidone véi iod (povidone- iod) ma sau khi sir dung s& tiép
tuc giai phong ra iod. Nguyén t6 iod (I,) da dugc biét tir 1au la mot chat sat tring c6 hiéu qua cao nhur diét
nhanh vi khuén, virus, ndm va mot sb dong vat nguyén sinh invitro. Hai co ché tac dung bao gém: iod tur
do diét vi triing va iod gan két trong phirc hop la nguén du trir. Khi thudc tiép xic voi da va mang nhay,
iod dugc phdng thich tir phirc hop. lod tu do phan rng v&i nhoém -SH hodc -OH cua cac amino acid trong
céc enzyme va cAu tric protein cua vi sinh vat, bat hoat va tiéu diét cac enzyme va protein do. Hau hét cac
vi sinh vat déu bi tiéu diét chi trong thoi gian dudi mot phit in vitro véi rat nhiéu bi tiéu diét chi trong 15
dén 30 giay. Trong qué trinh nay, iod bi mat mau; theo d6 c¢6 thé thay mirc d tic dung ciia thudc qua do
dam nhat cia mau ndu. Liéu nhéc lai ¢6 thé dugc dé nghi khi mét méau. Sur khang thudc chua duge thay
bao cdo.

PAC TINH DUGC PONG HOC
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Hap thu: Thong thuomg, st dung tai chd thudng rat it khi gay hap thu lod vao hé théng. Mic du vay khi
sir dung dudmg am dao, sur hap thu coa Iod 1 nhanh chéng va tong nong d6 cua lod va iodua vé co trong
huyét thanh tang 1én dang ké. Thudc nay c6 muc dich dé sir dung tai 4m dao.

Povidon (PVP):

Kha nang hap thu va nhit 1a thai trir qua than cua Povidon phu thudc vao khdi lugng phén tir (trung binh)
(ctia hdn hop). Dbi véi khdi lrgng phén tir tir 35,000 dén 50,000, c6 thé gay tich liy.

Iod:

Cach thire hip thu iod hodic hop chét ciia iod tir im dao vao cac 16 chic twong ty nhu khi iod duge ding
bing cac duong ding khac. Thé tich phin bd xap xi khoang 38% khdi lwgng co thé tinh theo kg, thai gian
ban thai sau khi ding theo dudng 4m dao duge biét vao khoang 2 ngay.

Thai trir chi yéu qua than véi dé thanh thai tir 15 dén 60 ml huyét thanh/phat tiy thuge vao nong dé Tod

THANH PHAN VA QUY CACH PONG GOI :ﬁ/
M&i tuyp nhém chira 100g gel thude , dung cu dit am dao va tuyp thube duge ddng vao trong hdp carton.

huyét thanh va do thanh thai creatinin.

HAN DUNG: 36 thang ké tir ngay san xuat.
Khong ding thude di qua han sir dung
TIEU CHUAN: Nha san xuét.

BAO QUAN: Bao quan dudi 30°C
Dé xa tam tay tré em

NHA SAN XUAT:

MUNDIPHARMA PHARMACEUTICALS LTD.,,
13 Othellos str., Dhali Industrial Zone, P.O.Box 23661, 1685 Nicosia, CYPRUS (Sip)

PHO CUC TRUONG

ﬂ;quyé?n Vi Chanty



