Rx. Prescription drug

BETADINE"

vaginal douche
povidone - iodine

vaginal
douche

BETADINE®

vaginal douche

Features:

Effective against major vaginal
pathogens, May be used during the
days of menstruation

Indications, contraindications, side
effects: For further information please
refer to the leaflet enclosed.

Manufactured in Cyprus by:
Mundipharma Pharmaceuticals Ltd.
2540 Nicosia

Rx. Thudc ké don

BETADINE®

vaginal douche
povidone - iodine

dung dich
sat trung am dao

BETADINE®

vaginal douche

Hop 1 chai 125ml dung dich sat tring
am dao chua Povidone lodine 10% ki/tt.
Bao quan & nhiét do khéng qua 30°C.
Tranh anh sing. D€ xa tim tay tré em.
Boc ky hudng dan sir dung trudc khi
dung. Chi dinh, cach dung, chéng chi
dinh va cic dau hiéu luu y: xin doc
trong td hudng dan su dung.

NSX, HSD, sé 16 SX xin xem “Mfg. date",
"Exp. date”, "Batch no" trén bao bi.

SX bdi: Mundipharma Pharmaceuticals Ltd.,
13 Othellos Str., Dhali Industrial Area,
2540 Nicosia, Cyprus (Sip).

Cac thong tin khac dé nghij xem trong to
Vi KHUAN hudng dan sit dung kem theo.

CANDIDA DNNK:
TRICHOMONAS

BACTERIA
CANDIDA
TRICHOMONAS

Tiéu chuan: TCCs

Chua N

povidone-iodine
10% Kl/tt

Contains
povidone-iodine
10% w/v

Reg. No/ SPK : VN-XXXX-XX

Batch no.:
Mfg. date:
Exp. date:

125 ml

®: BETADINE is a Registered Trademark.

m@ 125 ml "W@
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R.x - Thuéc nay chi ding theo don thuéc

7 o\

Q AN
@m PHONG\’b

/5 :

x| w?ﬁﬂﬁ%o\ BETADINE® Vaginal Douche 10%

AN HO CHi MiN%;if Dung diCh stk trilng s dao e

J

\
\I"’? — Yy 2 2 ;
NI % CF Dé xa tam tay tré em
Doc ky hiréng dan sir dung trieée khi dimg

Thanh pl‘lin cong thirc thude
Thanh phan hoat chat: Povidone-lodine 10% (kl/tt) ]
Thanh phan t4 dugc: Fleuroma bouquest 477, Nonoxynol, nudce tinh khiét,

Dang bao ché -

At trine A el

Dung dich sat trung am dao / 3%

yAdl

Chi dinh ,’m/ :

Diéu tri tai chd trong diéu tri nhiém trang am dao do cac vi sinh vat nhay cam va st tring am| ¢ B | TAI

hd. am dao trude khi phiu thudt y khoa xdm 14n hodc phau thuat hé niéu sinh duc \}%\\HO
A\ A

NFoos

A " " N

Liéu lwong va cach ding ¥

Khéng phai tit ca cac quy cach déng gbi déu c6 sin trén thi truong.

1. Dung dich sét trang BETADINE® dung véi dung cu dat:
Dung ngay mdt 1an tot nhit vao budi sang trong vong 14 ngay (ké ca ngay kinh nguyét) hodc
theo su chi dan ctia bac si.
- D0 2 nip chai diy (30ml) dung dich dic vao chai vat. MJi nip chai day twong duong 15ml
dung dich povidone iodine.
- D6 thém nude 4m vao chai cho day
- Xoay dung cu dat vao trong chai vat va lac nhe.
- Can than dwa dung cu dat vao &m dao. Pdy ra cang nhiu cang tét dung dich rira bang cach
an nhe vao suon chai vét dé cho dung dich rira chay ra tu nhién tir m dao.
- Kéo dung cu dat ra khéi am dao dé khéng khi tran vao chai vat dé léy lai hinh dang ban
dau ctia chai.
- Pt lai dung cu dat vao am dao rdi vt rira mét lan nita cho sach toan b am dao.
- Lam lai cho dén khi dung dich BETADINE® dugc dung hét.
- Cubi cing rira phan dung dich con bdm quanh am dao bang miéng x6p hodc manh vai
sach. Lau khd ving 4m dao bang khan vai hoac khan gidy sach.
- Rira sach chai rdng va dung cu dat bang nude 4m roi it di cho lan dung sau.

2. Dung dich sét trung BETADINE® cho 1am sach bén ngoai 4m dao:
Pha loing 1 nip chai (15mL) dung dich povidone iodine 10% véi /2 L nude 4m va nira bén
ngoai am dao 1-2 1an mdi ngay.

Ch(’mg chi dinh
Thube khong dugce dung trong céc truong hop:
- Puoc biét qua min véi bét ky thanh phan nao cua thube, dic biét 1a povidone. Khéng ¢6
phan g chéo vai cac chét dbi khang iodine. Nhiing truong hop phan tmg qua man duoc
biét lién quan t&i chat dbi khang jodine hodic cac phan tmg phan vé véi hai san khong

.\f\fﬁ*{\/ | !
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nim trong trudng hop chéng chi dinh khi str dung dung dich sat tring &m dao Betadine
10%.

- Phu nit trong 3 théng giita va 3 thang cudi thai ky, trong truong hop str dung kéo dai.

- Phu nit trong 3 thang dau thai ky, trong trudng hop sir dung dung cu dat.

- Phu nit cho con bu, trong trrong hop sur dung kéo dai.

Thu\(")c nay khong khuyén céo két hop vai cac chét diét tinh tring va cac chat sat khudn co
nguodn goc tir thuy ngan.

Canh bdo dic biét va than trong khi sir dung

Chi dung tai chd. Qua trinh chd dung dich wét cho téi lae kho 6 thé gdy ra kich thich da hoac
hiém khi c6 cac phan tng da nghiém trong. Trong truong hop gap kich tmg da hozc viém da tiép
xuc hoac man cam khéng dién hinh khac thi ngimg sir dung thuée. Khéng 1am noéng thude trude
khi bdi. Giir xa tdm tay tré em.

Nhing bénh nhan bi budu ¢d, budu nho tuyén giap, hodc céc bénh ly tuyen gidp c6 nguy co phat
trién ting nang tuyen giap (Cuong gidp) khi dung lidu cao iod. Ddi véi dbi tugng bénh nhan nay,
khong duge dung povidone-iodine trir khi duoc chi dinh chat ch&. Tham chi cho dén luc ket thuc
diéu tri vAn can quan sat cac triéu chiing som €6 thé xay ra cua tang nang tuyén giap va néu cin
thiét phai kiém so4t chat ch& chirc nang tuyén giap.

Tré so sinh va tré nhé c6 nguy co cao vé phat trién tang nang tuyén glap néu vo tinh tlep xue voi
lwong 16n iod. Can tranh tuyét ddi bat ctr kha nang nao ¢ thé xay ra viée tré nhé nubt povidone-
iodine vao bung.

Thudce nay thudng duge khuyén cdo khong ding dong thoi voi cde thude diét tinh trung.

bé c6 thong tin vé str dung thuoc khi mang thai va cho con bu, xin xem phan “Si dung cho phu
nir cé thai va cho con bu”

St dung cho phu nir ¢6 thai va cho con bui

Trong thoi gian mang thai va cho con bu BE’TAD,INE@' vaginal douche chi duge ding néu dugc
bac s¥ ké don va chi ddm bdo dung vaéi licu to1 thiéu

Phu nir ¢o thai:

Céc nghién ciru trén dong vat khong cho thiy bing chimg vé tac dung gy quéi thai. Khi khéng
¢6 tac dung gdy quai thai trén dong vat, khong cho ring co tac dung gdy di tat & ngudi. Trén thuc
té, hién nay, cc chit gay di tat gdy quai thai trén dong vat trong cac nghién ctru duge tién hanh
trén 2 loai dong vat.

Tir quan diém 14m sang, khong c6 dit liéu du tin cdy dé danh gia tac dung gay di tat vé sau cua
povidone-iodine khi ding trong 3 thang dau ctia thai ky.

Tuyén giap cua thai nhi bit dau phan umg voi iodine tir 14 tudn sau khi mét kinh, khong ¢6 anh
1én tuyén gidp cua thai nhi trong truong hop dung thube trude do.

Mot luong qua murciodine ¢é thé xay ra sau khi sir dung thude kéo dai, ¢ thé dan dén suy gidp
trén thai nhi, v& mat sinh hoc hozc thdm chi trén 1am sang (budu cb).

Do @6, str dung thudc kéo dai duge chdng chi dinh tir 3 thang gitra cua thai ky.

ngé/ 2
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Neéu can, chi nén xem xét sir dung thuéc médt lan duy nhat
Phu nir cho con bui:

lodine duoc bai tiét vao stra me véi nong do cao hon nong do trong huyét twong cua nguoi me.
Vi nguy co gdy suy giap trén tré, thuoe chong chi dinh véi phu nit cho con bu.

Anh huéng cia thuoc Ién kha nang lai xe va van hanh may moéc
Chua ¢6 bang chirng vé anh huong cua thuoc 1én kha nang 1ai xe, van hanh may moéc

Twong tac voi cac thubce khdc, cac dang twong tic khac

Phirc hop PVP-iodine ¢6 tac dung voi do pH tir 2,0 d&én 7,0. C6 kha ning rang phtrc hop nay s&
phan umg lai v6i protein va cac hop chat hiru co chua bio hoa khéc, dan dén sy giam sut tac
dung cua phirc hop (thuoc khong hiéu qua).

Str dung ddng thdi vdi cac ché pham diéu tri vét thuong chira thanh phén enzym dan dén lam
giam téc dung cta ca hai chit nay (e ché tuong tac thudc). Cac san pham chira thiy ngan, bac,
hydro gen peroxide, va taurolidine co thé tuong tac voi povidone-iodine (twong tac thube khong
dién hinh khéc) va khong nén dung ddng thoi véi nhau.

Khi dung dong thoi cac san pham povidone-iodine hodc ding ngay sau khi boi octenidine chira
chat vo tring ngay tai hodc gan vi tri bdi ¢6 thé dan dén sy mat sac t6 da thoang qua tai ving boi.

Chi ¥: Do tac dung oxy héa cua dung dich sat tring &m dao BETADINE® ma cdc xét nghiém
chan doan khac nhau c6 thé cho ra két qua duong tinh gia trong phong thi nghiém (vi du cac thir
nghiém vai toluidine hodc gum guaiac trong sy xac dinh hemoglobin hoac glucose trong phan
hodc nudc tiéu).

Su hép thu iod tir dung dich povidone-iodine c6 thé can tré cac thir nghiém chirc nang tuyén
giap. Trong khi dung dung dich sat trung am dao BETADINE®, sy hép thu iod ctia tuyén giap co
thé bi giam; diéu nay c6 thé lam anh hudng dén cac thir nghiém khac nhau (nhap nhay d6 tuyen
gidp, xac dinh PBI [gid1 han protein lién két véi iod], cac chan dodn phong xa iod) va c6 thé dua
ra ké hoach diéu trj tuyén giap véi iod (liéu phép phong xa iod). Sau khi két thuc diéu tri, nén
tuan theo khoang céch thich hop trude khi thuce hién nhap nhay d6 méi.

Twong ky,

Do khong c6 cic nghién ctru vé tinh twong ky cua thude, khdng tron 1an thude nay véi cac thude
khac.

Tac dung khong mong mudn:

Hlem khi xay ra cac phan rng man cam da vi du cac phan (ng di (mg- tlep xue kéo dai (phan mg
man cam da tuyp IV), ma c6 thé xuat hién dudi dang ngira (khong dién hinh khéc), ban do, vét
bong gidp nho hodce cac biéu hién tuong tu.

Rét hiém khi xay ra cac phan tng di img toan than cip tinh (cdc phan Gmg qua man) véi dang ha
huyét 4p (giam huyét ap) va/hodc khé tho cling nhu céce trudng hop sung tdy niém mac va da cép
tinh (pht mach) da dugc bao cao.

Trong mot vai truong hop ca biét. nhiing bénh nhan co tién str bénh 1y tuyén gidp co thé tién
trién ting nang tuyén giap (gdy ra do iod), thinh thoang xudt hién cac triéu chimg nhu mach
nhanh (xem phan “Cédnh bdo diic biét va thin trong khi sit dung”).
C6 thé xay ra suy giap trong hodc sau khi dung povidon iod kéo dai.

\f\'&ﬂ' - 8
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Sau khi hap thu luong l6n povidone-iod thdy xudt hién mit can bang dién giai gia tang va ap
sudt thim thu mau bét thuong (tdng hodc U]Eim) suy churc nang than (suy than) voi suy than cap
tinh va nhidm axit chuyén hoa di dugc dé cap dén khi ding cac san phdm c6 iod.

Théong bdo ngay cho bdc sy hodc dwrgc sy nhitng phan irng cé hai gap phai khi siv dung thuéc

Qua lieu

Péc tinh cép ctia iod biéu hién boi triéu chung dau bung, bi tiéu, xep tuan hoan, phu thanh quan
din dén kho tho, phi phdi khong dién hinh khac, réi loan chirc nang tuyén giap (do iod di vao
tudn hoan hé théng véi luong 16n) va chuyén hoa bét thuong.

Diéu tr triéu chimg va ho tro.

Cac diac tinh dwge lye hoc

Povidone- iodine 1a mot h5n hop trung hop polyvinylpyrrolidone véi iodine (povidone- iodine)
ma sau khi st dung sé& tiép tuc giai phong ra iod. Nguyén to6 iod (I2) da duge biét tir [au 1a mot
chat sat tring c6 hiéu qua cao nhu di¢t nhanh vi khuén, virus, nAm va mot sb dong vat nguyén
sinh invitro. Hai co ché téc dung bao gdm: iod tu do diét vi triing va trong khi do iod gan két
trong chat trung hop la ngudn du trir . Khi thude tiép xuc véi da va mang nhéy, iod méi ldc lai
tach ra tir chat tring hop. Iod tir do phan tmg v61 nhom -SH hoac ~OH co thé oxy hoa duoc cua
cac amino acid trong cic enzyme va cdu truc protein ctia vi sinh vat, do dé ma bat hoat va tiéu
diét cic enzyme va protein d6. Hau hét cac vi sinh vt dang trong qua trinh sinh dudng déu bj
tiéu di€t chi trong thoi gian dudi mot phat in vitro véi rat nhiéu bj tiéu diét chi trong 15 dén 30
gidy. Trong qué trinh nay, iod bi mat mau; theo do6 ¢6 thé thdy muc do tac dung cia thude qua do
dam nhat ctia mau nau. Liéu nhic lai c¢6 thé duoc dé nghi khi mat mau. Su khang thudc chua
duoc thdy béo cdo.

Cac dac tinh dwoce dong hoc

Hap thu: thong thuong, ding iod tai chd din dén hap thu toan than mdt luong rat nho. Tuy nhién,
khi ding tai am dao iod duge hip thu nhanh va ndng do trong huyét tuong ctia toan bo iod va
iod vo co tang 1én mot cach déng ké.

Povidone (PVP):
Sy hap thu va dac biét bai tiét qua duong niéu cua povidone phu thude chu yéu vao trong luong

phan tir (cta hop chét). Vi trong luong phén tir I6n hon 35,000 dén 50,000 c6 thé gay nén bi
tiéu.

lodine:

Cach thire hp thu iod hodc hop chat cua iod vao cac to chire twong tu nhu khi iod duge dung
bang cac duong dung khéac. Thoi gian ban théi (ti2) sau khi dung tai &m dao khoang 2 ngay.

Dao thai chu yéu bang dudng niéu.

Quy cach dong géi: Hop 1 chai 125ml; hodc hop 1 chai 125ml kem 1 chai vit va dung cu dat
am dao; hodc hop 1 chai 250ml kém mdt chai vt va dung cu dat am dao.

Piéu kién bio quan: Bio quan & nhiét dd khong qua 30°C. Tranh 4nh sang.
Han dung: 36 thang ké tir ngay san xuét. Khong duge dung thude qué han ghi trén nhin thudc.

Tiéu chuan chat lwgng
Tiéu chuén co s¢

CO SO SAN XUAT
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Mundipharma Pharmaceuticals Ltd.

13 Othellos str., Dhali Industrial Area, 2540 Nicosia, Cyprus (Sip)

CHU SO HU'U GIAY PHEP LUU HANH SAN PHAM TAI VIET NAM
MUNDIPHARMA PHARMACEUTICALS PTE. LTD., Singapore.

®: BETADINE la nhan hi¢u da dugc ding ky cia Mundipharma

phan;na
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