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% ENLIE

L% CREATE DIFFERENCE

CONG TY O PHAN DUGC ENLIE.

Dudng NAG - KCN My Phudc 2 -My Phuéc - Bén Cét - Binh Dudng
DT: 0274, 3553 326

Fax: 0274. 3559 899

MAU NHAN GOC GOl GENITUK®

Goif Sachets

GENITUK"

Acetylcystein 600 mg

E ,

2 ENLIE

Feanes dmrmenge

Specification: Manufaclurer's.

Tiéu chudn chét lugng: TCCS
casdsin et CONG TY 6 PHAN DUGC ENUE.
g NAS - KON M P 2 e - B G- Bt Dusng
Vorasios Lo by ENLIE PHARMACEUTICAL JSC.,

IS Pt Uy Pruac 1 i pork My Pruce o e Gt bown, 3 Duorg parce

Thanh phéin: M3l gél c6m pha dung dich udng chido:
Acatyicystein 600 ma.

T4 duge vd 1 gél

Chi dinh, chéng chi dinh, liéu Iugng - coch dimg & cée
théng tin khdc: Xin doc frong 16 hudng ddn 83 dyng.
BA0 qudn: B4 & it 63 dudi 30°C. anh dm v b sing.
Composition: Eoch gronuitss for oral solution conlalns:
Acehyicysteina 800 mg.

Exciplents q& 1 sochet.

Indications, ations, di = adminishration

-
& other information: Reoad leafst ineed,
Slorage: Tempacature below 30°C. profected frorm humicity
and bght.
SDK/ (Reg. No.y:
SLSX/ (Batch Mo
NSX/ (Mg, Date)
HD/ (Exp. Date)
B4 xa tém fay fré em.
Poc ky hudng ddn si dung Infée khi ding.
Keop oul of reach of ehildren.
Read corefully the insfructions before use,
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f Hwéng din st dung
GENITUK®
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7 e \;&\“ “

&“’Hc‘j HO O Péxatd ;
QHO 22 é xa tam tay tré em

Poc kj huwdng din siv dung thubc triée khi ding
Liic ki trieée khi diing

1. THANH PHAN CONG THU'C THUOC.
Elimat ol Aoty siein . oo ovmarsmssmeriaon o s Ry s 600 mg
T4 duge: Saccarose, acid citric, huong déu, sunset yellow lake, crospovidon, aerosil..vd
2. DANG BAO CHE.
Thudc cdm pha dung dich ubng
M0 ta: Coém thube mau vang cam, mui dau, dfmg nhét, kho toi.
3. CHI PINH.

Puge ding lam thue tiéu chét nhiy trong bénh nhdy nhét (mucoviscidosis), cc bénh
duomg hé hép c6 dom nhiy quanh nhu viém phé quan, khi thing phoi va gidn phé quan.

4. CACHDUNG, LIEU DUNG.

Cich ditng: hoa tan géi thude trong cbc dd cé san nude dun soi dé ngudi, ubng thude
ngay sau lfhi hoa tan. Phai uc“’)ng'thué}c ngay sau bira dn vi acetylcystein co thé phan {mg
vGi mét so kim loai dac biét la sat, dong, niken.

Liéu ding:

Ngui 1én: ubng 1 géi/lin/ngay

D&i véi tré em tir 2 tudi trd 1én va thidu nién: chua cé bing chimg an toan

5. CHONG CHI DINH.

MAn cam véi mot trong cac thanh phan ctia thude

Tién st hen (nguy co phan tmg co thit phé quan véi tat ca cac dang thudc cé chira
acetylcystein)

Tré em dudi 2 tudi

6. CANHBAO VA THAN TRONG KHI DUNG THUOC.

Phai gidm sat chédt ch& ngudi bénh c¢é nguy co phat hen, néu ding acetylcystein cho
ngudi ¢6 tién st di tmg; néu ¢6 co thit phé quéan, phai ding thudc phun mu gidn phé
quén nhu salbutamol (thude chon loc betas adrenergic, tic dung ngén) hogic ipratropium
(thudc khang muscarin) va phai ngimg acetylcystein ngay.

Khi diéu tri v6i acetyleystein, c6 thé xudt hién nhiéu dom lodng & phé quan, can phai
hut dé lay ra néu ngudi bénh giam kha nang ho.
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Séc phan vé din dén tir vong khi ding acetylcystein di dugc bio cdo, thuong xdy ra
trong khoang 30-60 phit, cin theo ddi va ngimg thudc néu phan (mg xdy ra va xtr tri kip
thoi.

Kiém sodt chit ché hon dbi véi tré em va ngudi bénh c6 thé trong dudi 40 kg.

Néu c6 ndn dir di khi uong thuoc thi can theo ddi chdy mau da day hodc gidn thyc
quan, loét da day.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU.

Do chua cé dit liéu nghién ctru trén ngudi nén chi dir dung thuoc cho phu nit c6 thai va
. . A A . A 1 IR A s b £
cho con b khi thit cén thiét theo su chi ddn cu the cua thay thuoc.

8. ANH HUONG CUA THUOC LIIN KHA NANG LAI XE, VAN HANH MAY
MOC.

Do thudc ¢6 tac dung khéng mong mudn: budn ngn, nhire dau, U tai...véi tan suat it gép,
can than trong cho nguoi lai xe va van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC.
Acetylcystein la mot chat khir nén twong tic véi céc cht oxy-hoa,

Khéng duoce dung dong thoi céc thude ho khéc hodic bét cir thude ndo lam giam bai tiét
pheé quan trong thoi gian diéu tri bang acetylcystein.

Acetylcystein phan ting véi mot s6 kim loai déc biét la sét, d?)ng, niken va cao su.
Dung dich acetylcystein twong ky vé ly hoc véi dau iod, trypsin va hydrogen peroxyd.
10. TAC DUNG KHONG MONG MUON CUA THUOC.

Acetylcystein c6 gioi han an toan rong. Tuy hiém gip co thit phé quan trong ldm sing
do acetylcystein, nhung van c6 thé xdy ra vdi thude c6 chira acetylcystein.

Téc dung khong mong muon duge bao cédo bao gom:

§ Thuong gép: > 1/100, < 1/10;

: it gap: > 1/1.000, < 1/100;

E Hiém gip: > 1/10.000, < 1/1.000;
Thuong gap

Tiéu héa: Budn nén, nén

Tim mach: Dé bimg, phu, tim ddp nhanh

It gap

Than kinh: Budn ngt, nhirc du, ( tai

H6 hép: Viém miéng, chdy nudc miii nhiéu, ran ngdy

Da: Phat ban, may day
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Hiém gap

Toan thin: Co thit phé quan kém phan tmg dang phan vé toan than, st, rét run.

Huwéng din xiv tri ADR:

- Dung dung dich acetylcystein pha lodng c6 thé lam giam kha ning gy nén nhiéu do
thude

- Phai diéu tri ngay phan {mg phan vé bang tiém dudi da adrenaline, thd oxy 100%, dat
ndi khi quan néu cAn. Truyén tinh mach dé tiang thé tich huyét twong, hit thudc chi vin
beta-adrenergic néu co thit phé quan, tiém tinh mach 500 mg hydrocortison hodc 125
mg methylprednisolon.

- C6 thé \ic ché phan tmg qua man vai acetylcystein bao gom phat hdng ban toan than,
ngtra, buon nén, nén, chong mit bang ding khéng histamin trudec.

11.QUA LIEU VA CACH XU TRI.

Triéu chimg qué liéu: Qua lidu acetylcystein cé triéu chimg twong tu nhu trigu ching
cta phan vé, nhung ning hon nhiéu: dic biét la giam huyét ap. Céc triéu chimg khac
bao gom suy hé hép, tan mau, déng méu rai ric ndi mach va suy than.

Cich st tri: khong cé thude giai doc acetyleystein dic hiéu. Diéu tri qua lidu theo trigu
chirng.

12.PAC TINH DUQC LUC HQC.

Nhém: Thude tiéu nhay

Ma ATC: ROSCBO1

Acetylcystein (N-acetylcystein) la din cht N-acetyl ctia L-cystein, mét amino-acid ty
nhién. Acetylcystein c6 tac dung lam tidu chédt nhay do sulhydryl ty do lam giam do
quanh ctia dom & phdi c6 mu hodc khong, bang cich tich déi cau néi disulfua trong
mucoprotein va tao thudn loi dé téng dom ra ngoai bing ho, din luu tu thé hogc bang
phuong phap co hoc.

13.PAC TINH DUGC PONG HOC.

Hép thu: Sau khi udng, acetylcystein dwgc hdp thu nhanh & dudng tiéu héa va bi gan
khtr acetyl thanh cystein va sau d6é dugc chuyén hoa.

Phdn bé: Dat ndng do dinh huyét tuong trong khoang 0,5 dén 1 gidr sau khi udng lidu
200 dén 600 mg. 83% thudc gin voi protein huyét twong. Thé tich phan bd Vd la 0,47
lit’kg.

Chuyén héa: Chuyén héa trong gan thanh cystein (chét chuyén héo c6 hoat tinh dugc
ly), diacetylcystein, cystein va disulphides hén hgp.

Thai trir: Acetyleystein duogc thai ra hdu nhu chi & dang céc chit chuyén hoa khéng hoat
ddng (sulphat v6 co, diacetylcystein) qua than. Thoi gian ban thai trong huyét tuong cua
acetylcystein khoang 1 gid va chii yéu dugc xéc dinh bdi sy chuyén héa & gan nhanh.
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Chitc ning gan suy yéu dan dén thoi gian ban huy trong huyét twong kéo dai 1&n dén 8
gio. D6 thanh thai & thin chiém 30% dd thanh thai toan théan.

14.QUY CACH PONG GO1
Hop 6 goi/ 10 goi/ 12 g6i/ 20 gbi/ 30 gbi + 1 to HDSD

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC.

Bio quan: Dé & nhiét do dudi 30°C, tranh am va énh sang.
Han ding: 36 thang ké tir ngay san Xuét,

Tiéu chuén chiit lrong: Tiéu chudn co so.

16. TEN, PIA CHI CUA CO SO SAN XUAT.

CONG TY CO PHAN DUQC ENLIE.

DPudng NAG6, khu cdng nghiép My Phudce 2, phuong My Phudce, thi x Bén Cit, tinh
Binh Duong.
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