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MKU NHAN DU KIEN

Nhan vi

S$6 16 SX/ Lot No: HD/Exp.Date:

SORE THROAT

Akt sTas

SORE THROAT SORE THROAT
TREATS THROAT SORENESS & INFECTION
BIEU TR| DAU HONG, VIEM HONG

Trothriddn.. s
Cetrimonium bromid.......
Lidocalncmaasians
BAN XUAT TAI:
CTCP DUGQC PHAM OPV WHO - GMP
SORE THPL.]A ORE THROAT

TREATS THROAT SURENESS & INFECTION
BIEU TR| BAU HONG, VIEM HONG

Tyrothricin

Cetrimonium br ssaes

LI OCAN s

q
S-'-A +ESDRE THROAT

SORE HRDAT SORE THROAT
TREATS THROAT SORENESS & INFECTION
BIEU TR BAU HONG, VIEM HONG

TYrothricin..eeeesionn: 4mg
Cetrimonium bromid......2 mg
Lidocain
SAN XUAT TAL )
CTCP DUCOC PHAM OPV WHO - GMP
SORE 4HR SORE THROAT

TREATS THRDAT SORENESS & INFECTION
PIEU TRI BAU HONG, VIEM HONG

Tyrothricin..... ...4mg
Cetrimonium bromid......2 mg
LidoGalni s 1mg

q
STA +SCIFEE THROAT

A sTaR
SORE THROAT SORE THROAT
TREATS THROAT SORENESS & INFECTION
BIEU TRI AU HONG, VIEM HONG
TYrothricin.. s 4mg
Cetrimonium bromid.......2 mg

Lidocain..... ..1mg
SAN XUAT TAl: )
CTCP DUGDC PHAM OPV WHO - GMP
SORE THROAT SORE THROAT

TREATS THROAT SORENESS & INFECTION
BIEU TR| ®AU HONG, VIEM HONG

Tyrothricin........

Cetrimonium b sssans

Lidocalf s

i
;
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stf dung thudc

1. THANH PHAN CONG THUC THUDC: M3i vien chia:

- Hoat chét. TYrothricin......o a4 MQ
Cetrimonium bromid.................2 mg
LidOCaiN ... v e e 1 MQ

- T4 dugc: Sorbitol, manitol, huong chanh dang bdt, magnesi stearat, silic oxyd dang keo khan,
quinolin yellow lake, green lake, aspartam, huong bac ha dang bdt, menthol.

2. DANG BAO CHE: Vién nén ngam

3. QUY CACH BONG GO!I:

Hop 2 tGi nhdm, mdi tai chiia 1 vi x 12 vién

Hop 5 tdi nhdm, mdi tdi chiia 1 vi x 12 vién

Hop 10 tdi nhdm, mai tdi chida 1 vi x 12 vién

4. DUGC LUC HOC:

Tyrothricin: L& mdt hdn hgp phiic tap clia cac polypeptid tif vi khudn Bacillus brevis va hoat
tinh chinh clia tyrothricin xudt phat tit gramicidin trung tinh (chi€ém 20%), lam trung hoa céc
phosphoryl hoa clia chubi hd hdp. Thudc ¢ tac dung chli y&u chéng lai vi khudn gram duong
va cdu khudn, chéng lai mdt s6 ndm va mdt s6 vi khudn gram &m va dugc sif dung hodc don
I8 hodc k&t hop véi cac thudc khdng khudn khdc trong diéu tri tai chd cac bénh nhim khudn
chl y&u 6 da va miéng.

Cetrimonium bromid: La tén thudng goi tru6c day cla cetrimid. Cetrimid 12 mot chat sat khudn
amoni bac bdn véi hoat dong va sl dung dién hinh clia chat hoat dong bé mét cation. Nhiing
chat hoat dong bé mat phan ly trong nuGc tuong ddi I6n tao phic hgp cation chiu trach nhiém
chinh cho hoat dong bé mat va mdt lugng nho anion khdng hoat dong. Ngoai hoat tinh nhii
héa va tinh tdy rlia ra, cic chat sat khudn amoni bac b6n con ¢ hoat tinh chéng lai vi khudn
gram duong, va & ndng do cao, chéng lai mdt s6 vi khudn gram 4m. Pseudomonas spp. ciing
nhu ching Mycobacterium tuberculosis phan 16n thi khang lai. Cetrimid khdng c6 hiéu qua

chdng lai cac bao tif vi khu&n, hoat tinh khdng ndm da dang va hiéu qua chdng lai mot so

virus.

Lidocain: La thudc té tai chd, nhém amid, c6 thoi gian tac dung trung binh. Co ché tac dung
do phong bé& c3 sy phét sinh va din truyén xung dong thdn kinh bdng cach gidm tinh thdm
clia mang t& bao thdn kinh véi ion natri, do d6 6n dinh mang va dc ché su khit cyc, dan dén
lam gidm lan truyén hiéu dién th& hoat dong va ti€p do la bldc din truyén xung dong than
kinh. Lidocain 1am gidm dau hong va dau khi nudt do viém.
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5. DUGC DONG HOC:

Tyrothricin: Tyrothricin hoat dong tai ché trong miéng va ¢6 hong va chi mot luong nhd du
kién dugc hap thu bdi cdc md miéng.

Cetrimonium bromid: Bugc hdp thu nhanh chong & dudng tiéu hoa va dugc thai trir dusi dang
khong déi qua phan va nubc tiéu.

Lidocain: Lidocain dugc hdp thu qua dudng tiéu hoa, qua vong tudn hoan khodng clia gan va
chi 35% liéu dung khong déi dat dugc & tudn hoan todn than. Lidocain dugc phan bd rong rii
& cac md cla co thé. Su gin véi protein huyét tuong thay ddi va tly thudc vao ndng do. G
ndng do 1 — 4 mcg/ml, khodng 60 — 80% thudc gin k&t véi protein huyét tuong. Lidocain chil
y&u gdn két v6i o1 - acid glycoprotein (a1-AGP), va mic do gin k&t vi as-AGP phu thudc vao
ndng do protein trong huyét tuong. Lidocain qua hang rao mau-no va nhau thai. Lidocain ciing
phan bd vao siia, trong sita phu nit cho con bd, ndng do lidocain xap xi khodng 40% ndng do
huy&t thanh. Lidocain cé thai gian ban thai ban ddu la 7 — 30 phit va thoi gian ban thai cudi
la 1,5 - 2 gid. Lidocain dugc hadp thu nhanh chéng dudc chuyén héa & gan. Tac dung dudc Iy
hodc doc tinh clia cac chat chuyén hoéa tuong tu nhung y&u hon so véi lidocain. Bai tiét trong
nuéc tiéu chl y&u dudi dang cdc chat chuyén hoa (90%) va mét lugng nhd (<10%) dubi dang
khéng déi.

6. CHi DINH:

Diéu tri viem hong, dau hong, cac nhi&m khu&n viing miéng hong, nu6u ring.

7. CACH DUNG - LIEU DUNG:

Céch ding: Ngdm vién thudc tan tir tir trong miéng. Khdng dugc nhai hodc nudt.

Liéu ding:

Nguoi Ién va tré em trén 6 tudi:

Nhiém khudn nhe - trung binh: Ngam tan ddn mdt vién méi 2-3 gio

Nhiém khudn cdp tinh ning: Ngdm tan ddn mot vién mdi 1-2 gio

Tré em tif 6 d&n 12 tudi khong dugc ngdm hon 3 vién/ngay. Ngudi I6n va tré em trén 12 tui
khong dugc ngdm haon 8 vién/ngay.

Thdi gian diéu tri: STAR SORE THROAT chi dung cho diu trj ngdn han 5 — 7 ngay. Trong
trudng hgp viém hodc dau hong kém theo s6t cao, nhiic ddu, budn ndn, hodc ndn, khong dung
nhiéu hon 2 ngay ma khong c6 tu van y té.

Ngudi gia: Khdng cdn thiét gidm liéu & ngudi cao tudi.

Khong vugt qué liéu khuyén cdo.

8. CHONG CHi DINH:

- Qua man v6i tyrothricin, cetrimonium bromid, lidocain, hodc bat ci thanh phdn nao cla thudc
- Tré em duéi 6 tudi.

- Qua min véi cac thudc gay té tai chd thudc nhom amid.

9. LUU Y VA THAN TRONG:

- Theo FDA, néu dua lugng 16n lidocain vao miéng tré so sinh va tré nhd hodc tré vo tinh nudt
qua nhiéu co thé gay phan (ng bat Igi nhu co giat, t6n thuong ndo nghiém trong va cac vén
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dé vé tim mach. Da ¢ mot s trudng hop qua liéu do dung thudc khong ding cach hodc tré
vd tinh nudt phai gay hau qua nghiém trong nhu nhip vién hodc tir vong.

- STAR SORE THROAT khéng dugc dung trong khi udng hodc dang dn hodc ngay sau do vi tac
dung géy & tai ché cla lidocain c6 thé gay té liét tam thdi miéng va c8 hong, anh hudng dén
viéc nubt. Tranh dn va udng khi tinh trang mat cdm giac van con.

- Dung hét stic than trong cho ngudi cd bénh gan, suy tim, thi€u oxy mau nang, suy hd hip
ndng, gidm thé tich mau, hodc sdc, bléc tim khong hoan toan hodc nhip tim cham, loan nhip
dd | va rung nhr.

- Duing than trong & ngudi b&énh ning hodc suy nhugc, vi d& bi ngd dc toan than véi lidocain.
- Khdng danh rdng ngay tru6c hodc ngay sau khi dung STAR SORE THROAT. Viéc sl dung
dong thdi cdc chdt hoat dong bé mdit (vi du nhu kem dénh ring) c6 thé 1am gidm téc dong
clia cetrimid.

Thong bdo cho bac sy hodc dugc sy clia ban truéc khi st dung thudc néu:

- Ban da bj dau hong trong vai ngay va bj sot.

- Cac triéu chiing khdng cai thién hodc kéo dai hon 5 — 7 ngay.

- Dau hong kém theo s6t cao, chong mat, non mifa hodc kho nuét.

- Ban c6 V&t thuong h& hodc ton thuong niém mac hong hay miéng dién rong vi su tiép xdc
cla STAR SORE THROAT v6i mang nhdy bj ton thudng lam gia tdng nguy co qua liéu lidocain. 7
Thudc nay cé chira: S
- Sorbitol. Bénh nhan c6 vin dé vé di truyén hi€m gdp khdng dung nap fructose khdng nén
dung thudc nay.

- Aspartam. Ngui bi phenylceton niéu va ngudi phai han ché lugng phenylalanin dua vao co
thé khong nén dung thudc nay.

Théi ky mang thai: Lidocain di qua nhau thai nhung da dugc ghi nhan rdng khdng co tic dung
c6 hai trén thai nhi. Tuy nhién, chua c6 dit liéu Iam sang vé viéc st dung thudc trong khi
mang thai, va nhiing sd liéu thu thap trén nhiing thi nghiém trén dong vat con han ché. Do
do, chi nén st dung STAR SORE THROAT trong thai gian mang thai khi that can thiét.

Thdi ky cho con bi: Lidocain dugc phan bd trong siia me véi lugng rat nhd, nén khong cé
nguy cd gdy tac dung c6 hai trén tré nhd ba me. Tuy nhién, chua ¢ dit liéu 1am sang vé viéc
st dung thudc trong khi cho con bd. Do dé, chi nén st dung STAR SORE THROAT trong thai
gian cho con ba khi that can thiét.

Anh hugng clia thudc ddi vdi cong viéc: Chua ghi nhan dugc bdo cdo phan dng bat Igi hodc
chua c6 nghién clu nao vé anh hung cla thudc Ién khd ndng van hanh mdy mac, l&i tau xe,
ngudi lam viéc trén cao va cac trudng hgp khac.

10. TAC DUNG KHONG MONG MUON:

Hiém gdp, 1/10000 < ADR < 1/1000

- Kho thd hodc nudt.

- Sung mat, moi, uGi hodc hong.

- Ng(a ran trong miéng hodc ¢6 hong (khé chiu 6 miéng).

- Kich (ng & miéng néu ngdm qua nhiéu thudc trong thdi gian dai.

Y 4
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R4t hiém gap, ADR < 1/10000

- Budn non khi ngdm thudc qua dém hay qué nhiéu.

11. TUGNG TAC THUOC:

Tyrothricin

- Khdng c6 tuong tdc toan thdn vé mat 1am sang dugc du dodn cho tyrothricin vi nd khong
duoc hdp thu tir dudng tiéu hoa.

Cetrimonium bromid:

- Vigc sif dung dong thoi véi cdc chat hoat dong bé mat (vi du nhu kem dénh rdng) c6 thé
lam gidm hoat tinh cla cetrimonium bromid (cetrimid).

Lidocain:

- Adrenalin phdi hgp véi lidocain lam giam toc do hdp thu va doc tinh, do d6 kéo dai thi gian
tac dung cla lidocain.

- Thudc t& loai amid phdi hgp véi cac thudc chdng loan nhip 1am ting nguy co (c ché co tim.

- Thudc chen beta: Dung dong thoi véi lidocain c6 thé 1am cham chuyén héa lidocain do gidm
luu lugng mau & gan, dan dé&n ting nguy co ngd doc lidocain.
- Cimetidin c6 thé (ic ch& chuyén héa lidocain & gan, d4n d&n tdng nguy co ngd doc lidocai
- Succinylcholin: Dung déng thdi v6i lidocain c6 thé 1am ting tac dung cla succinylcholin. i
- Lidocain lam tdng tdc dung cla colchicin, tamoxifen, salmeterol, tolvaptan. J
- Lidocain dugc tdng tic dung bdi cdc chat aminodaron, thudc chen beta, conivaptan; b|Zam
tac dung bai cac thudc cyproteron, etravirin, peginterferon alfa-2b, tocilizumab.

12. QUA LIEU VA CACH XU TRi:

Triéu chung: Van chua c6 bdo cdo vé céc triéu chiing qué li€u 6 nhiing bénh nhin dung STAR
SORE THROAT. Trong trudng hop qué liéu hodc hau qud cla viéc ton thuong niém mac hau
hong, c6 thé xay ra cac triéu ching sau: budn nén, ndn mlia, cdng thdng, co giat. Pay 1a do
su ¢6 mat cla lidocain.

Céch xu tri: Trong trudng hop qué liéu xay ra, hdy lién hé ngay v6i bac sy hodc dén bénh
vién gan nhat. Tich cuc theo doi d& cd bién phap xi tri kip thoi.

13. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Khdng diing qua liéu chi dinh.

14. DIEU KIEN BAO QUAN:  nhiét do dugi 30°C, ndi khd rdo, tranh anh sang.

15. HAN DUNG cUA THUOC: 36 thang ké tir ngay san xudt. Khoﬂung thuc khi qua han dung.

20

16. TEN, BIA CHI, BIEU TUONG CUA CO SO SAN XUAT ~~ °~ " ™

Pharmaceuticals '\ \; QCUC TRUUNG
WHO-GMP ‘ PTRUC)NG PHONG

CONG TY €O PHAN DUGC PHAM OPV %len i Chu iy
S6 27, buong 3A, Khu Cong Nghiép Bién Hoa I, Phutng An Binh, Tp. B|en 0a Tmh pong Nai.
DT: (061) 3992999 Fax: (061) 3835088

17. NGAY XEM XET SUA pOI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUOC
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