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BENKO
Vién ngdm

Benzalkonium clorid

D€ xa tdm tay tré em

Doc ki huéng dén sir dung trudc khi ding

Thong bdo ngay cho béc sy hogc dugc sy nhifng tac dung khong mong
mudn gap phai khi sit dung thudc

PHAN 1. HUGNG DAN SO’ DUNG THUGC CHO NGUGI BENH

1. THANH PHAN, HAM LUGNG CUA THUOC: MGi vien ngam chia:

- Hoat chéat: Benzalkonium clorid... = .1 mg
Té dugc: Menthol, sorbitol, mamtol 60 aspartam huang bac ha magnes:
stearat, silic oxyd dang keo khan.

MO TA SAN PHAM:
Vién nén, hinh tron, mau tring, trén hai mat vién c6 khdc chit “STAR”.

. QUY CACH BONG GOI:

HOp 2 vi x 12 vién, mdi vi dugc déng trong 1 tdi nhom.
HOp 5 vi x 12 vién, mdi vi dugc dong trong 1 tdi nhom.
Hop 10 vi x 12 vién, mdi vi dugc déng trong 1 tdi nhom.

. THUGC DUNG CHO BENH Gi:
STAR BENKO c6 chifa hoat cht benzalkonium clorid dugc dung dé diéu tri
nhim khuén dudng miéng hong.

NEN DUNG THUGC NAY NHU THE NAD VA LIEU LUQNG:

Cé4ch dung: STAR BENKO dung dudng ngdm. Ngam vién thudc cho tan

dén trong miéng.

Liéu ding:

. Ngudi I6n (k€ cd nguoi gia) va tré em trén 12 tudi- Ngam 1 vién thudc
tan ddn trong miéng méi 3 gid' hodc nhu dugc yéu cdu. Khong dung qua
8 vién trong 24 gid.

. Tré em tir 7 dén 12 tudi: Ngdm 1 vién thudc tan ddn trong miéng mdi 3
git hodc nhu duge yéu cdu. Khong dung qué 4 vién trong 24 gid.

. KHI NAO KHONG NEN DUNG THUGC NAY: Khong dung STAR BENKO néu ban:
Qua mén v6i bat cif thanh phin nao clia thudc.
- Tré em dudi 7 tudi.

. TAC DYNG KHONG MONG MUGN:
Ciing nhu tat ca céc loai thuSc. STAR BENKO c6 thé c6 tac dung phu
nhung khdng phai ai cling bj anh hung.
- Ngung dung thudc nay va tim kigm sy trg gilp y t& ngay Iap tiic néu ban gap phai:
. Phadn (ng dj tng. Nhiing phén (ng nay bao gém phat ban, sung tdy
hay khé thd.
- Céc tac dung phy sau day c6 thé xdy ra. Thong bao cho béc s§ clia ban
biét n&u ban g&p ching.
. Kich (ng hodc sung trong miéng hoic hong.
- N&u ban co bét ky tic dung phu ndo, hdy thdng bao véi bac s, dugc s hoiic
y t4. Bao gdm bat ky tic dung phy khong dugc ligt ké trong 19 huéng dan nay.

8. NEN TRANH DUNG NHOUNG THUGC HOAC THUC PHAM Gi KHI DANG
sU DYNG THUDGC NAY: Chua cé béo céo.

9. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUGC:

- N&u ban quén dung thuc, dung n6 ngay khi ban nhd. N&u thdi gian gin
t6i liu k& ti€p, thi hdy bd qua liéu bj quén va dung liéu k& tigp theo k&
hoach binh thutng. Khéng nén gap doi liéu dung.

10, CAN BAO QUAN THUGC NAY NHU THE NAO:
- O nhigt do tir 25°C - 30°C, noi khd rdo, tranh 4nh séng.

11. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QuA LIEU:
- Sl dung qué liéu STAR BENKO c6 thé géy cAc triéu chitng sau: Bubn non,
ndn, tiéu chdy, dd mé hoi nhidu va rat khat nudc.

12. CAN PHAI LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAO:

- Thdng bdo ngay cho béac sy hoic dén bénh vién gan nhat.

- Nhé mang theo nhén thuéc hodc Iuang thlpdc con lai dé béc sy bigt thudc
ma ban da dung.

13. NHONG BIEU CAN THAN TRONG KHI DUNG THUOC NAY:

- Néu trleu chiting kéo dai dui da diéu tri, tham khao y kign bac sy hoic dugc sy.

- Khong sit dyng STAR BENKO vugt qua Iléy khuy&n céo.

- Thubc ndy cd chia:

+ Sorbitol. N&u ban da biét ring ban khong dung nap mdt vai loai duing
thi hdy thdng bdo cho béc s trude khi sit dung thufc nay.

+Aspartam. Ngudi bj phenylceton nigu va ngudi phai han ché lugng
phenylalanin dua vao co thé khong nén dung thudc nay.

- Thdi ky mang thai va cho con bu: Nén tham khéo y ki€n bac sy truGc khi
slf dung thudc nay néu ban c6 thai hay dang cho con bi.

- Anh hudng cia thu6c déi vdi cong vige: Chua ghi nhan dugc bdo céo phan
{tng bAt Igi hodc chua ¢ nghién ctu. C4n si dung than trong khi van hanh
méy mdc, l4i tau xe, ngudi lam viéc trén cao va cédc trudng hgp khéac cho
d&n khi ban biét &nh hubng clia thudc I&n co thé.
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14. KHI NAO CAN THAM VAN BAC SY, DUQC SY:

- Trong trudng hgp qué liéu hodc tac dung khdng mong mudn.
- Khi dang dung thudc khac hodc mot loai thuc phdm.

N&u c4n thém théng tin xin hdi § ki€n bac sy hodc dugc sy.

15. HAN DUNG cUA THUOC: 36 théang k& tif ngdy san xudt. Khong dung
thudc khi qué han dung.

PHAN II. HUGNG DAN SU DUNG THUOGC CHO CAN B0 Y TE

1. DUQC LYC HQC:

- Nhém dugc Iy: Thudc khang khudn.

Ma ATC: RO2AA16

- Benzalkonium clorid 1a mdt hgp chat amoni bac bon c6 hoat dong khir triing.

2. DUQGC BONG HOC: Chua dugc nghién clu.
3. CHI BINH: Diéu trj nhiém khudn dubng miéng hong.

4. CACH DUNG, LIEU DUNG:
- Cdch dong: Dung dudng ngdm. Ngam vién thudc cho tan ddn trong miéng.
- Liéu dong:
. Nguoi Ién (k€ c4 nguoi gia) va tré em trén 12 tudi: Ngam 1 vién thudc
tan d4n trong miéng méi 3 gid hodc nhu dugc yéu cdu. Khdng dung qua
8 vién trong 24 gid. 4
. Tré em tir 7 dén 12 tu6i: Ngam 1 vién thuc tan ddn trong migéng mdi 3
gid hodc nhu dugc yéu cdu. Khdng dung qué 4 vién trong 24 gid.

5. CHONG CHi DINH:
Qué man v6i bat cir thanh phin nao clia thudc.
Tré em dudi 7 tudi.

. LUU Y VA THAN TRONG:
N&u trigu chiing kéo dai di da diéu tri, tham khéo ¥ ki€n bac sT hoic dugc si.
Khong vugt qua liéu khuy&n céo.
Thudc nay ¢6 chia:
+ Sorbitol. B&nh nhan c6 vén dé vé di truyén hi§m gip khong dung nap
fructose khong nén dung thudc nay.
+Aspartam. Ngudi bi phenylceton nigu va ngudi phadi han ch& lugng
phenylalanin dua vao co thé khdng nén ding thuc nay.
Thdi ky mang thai va cho con bi: Chua c6 thong tin nao vé sy an toan clia
thudc khi sir dung trén ngudi c6 thai va cho con bi. Thudc da dugc sif dung
rong rai trong nhiéu nAm ma khong gay hau qua gi. Tuy nhién cing nhu tat
ca cac thudc khac, nén than trong dung cho phu nif ¢6 thai va cho con bi.
Anh hung cia thudc doi véi cong vigc: Chua ghi nhan dugc bdo céo phan
{ting bét Ii hoc chua c6 nghién cliu nao vé anh hubng clia thudc I&n kha ning
van hanh may méc, lai tau xe, ngudi lam viéc trén cao va cac truding hgp khac.

7. TUONG TAC THUGC: Chua c6 bao cdo.

8. TAC DUNG KHONG MONG MUON: Rdi loan tiéu héa: Kich tng tai chd hoic
viém trong miéng va hong.

9. QUA LIEU VA XU TRi:
- Triéu ching:

. Liéu doc tinh khi udng benzalkonium clorid 1a trong khodng 1 g d&n 3 g,
nhiing triéu chitng qué lidu thi khong chdc chin.

. V& mit Iy thuy&t nhilng trigu chiing c6 thé xay ra 6 tré em néu dung it
nhat 50 vién ngam trong mot khodng thdi gian ngdn. Trong trudng hop
qua liu cao, lién quan t6i viéc sit dung menthol, nhiing tridu chitng c6
thé bao gém budn ndn, ndn, tiéu chdy, d6 nhiu md hoi va rat khat nudc.

- Cach xif tri:

. Trong trutng hgp qué liéu, ngung dung thudc va théng bao cho bac s

ngay lap tdc. Didu trj triéu ching va hé trg dugc yéu ciu.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong dung qud lidu chi dinh.
11. TEN, DIA CHI, BIEU TUGNG CUA CO SO SAN XUAT:
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Pharmaceuticals

CONG TY ¢ PHAN DUGC PHAM OPV
WHO-GMP
S6 27, Buding 3A, Khu Cong Nghiép Bién Hoa II,
Phudng An Binh, Tp. Bién Hoa, Tinh Bdng Nai
T: (061) 3 992 999 Fax: (061) 3 835 088

12. NGAY XEM XET SUA 61, CAP NHAT LAI NOI DUNG HUGNG DAN SU
DUNG THUOC: 11/10/2016
2061111/0616/57




