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Thudc tiéu dam
EXTORANT 100
(Acetylcystein 100 mg)
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- Pocky huéng din sit dung trudc khi ding

- Dé&xatim tay tré em.

THANH PHAN

M3i g6i chita:

- Hoat chét: Acetylcystein 100 mg

- Tadugc: Lactose monohydrate, Aspartame, Orange flavor.

DANG BAO CHE: Thudc c6m

CHi PINH

Tiéu chat nhdy trong bénh nhay nhét (mucoviscidosis) (xa nang tuyén tuy), bénh Iy ho hip c6 dom nhay quéanh nhutrong viém phé& quan

cdp va man va |am sach thudng quy trong md khi quan.

Gidi doc trong qué liéu paracetamol.

Dugc diing tai ché trong diéu tri hdi chdng khé mét (viém két gidc mac khé, hdi chiing Sjogren) két hgp véi tiét bét thuding chat nhay.

CACH DUNG, LIEU DUNG

Céch diing thudic: Hoa tan thudic v6i nudc trude khi udng, khudy déu khi can.

Liéu lugng

- Ngudi 16n: uSng mt liéu don 600 mg/ ngay hodc udng 200 mg (2 g6i) x 3 1an/ ngay.

- Tréem:2 -7 tudi: 200 mg (2 g6i)/ 1dn ,2 14n/ ngay. 2 7 tudi: 200 mg (2 g6i)/ I4n, 3 1an/ ngay (liéu nhu ngudi 16n)

CHONG CHi PINH

- Qua min véi acetylcystein hodc véi bat ky thanh phdn nao cdia thudc.

- Thu6c c6 chita aspartam, khéng diing thudc cho ngudi bénh phenylketon niéu.

CANH BAO VA THAN TRONG KHI DUNG THUGC

- Bénh nhan hen ph& quan nén dugc theo doi diéu tri nghiém ngat; néu co thit ph& quan xdy ra, ngung st dung Acetylcystein ngay lap
tdc.

- Khi st dung acetylcystein, dac biét vao thdi gian dau diéu tri, tinh trang héa 16ng va tang ti€t dich ph& quan c6 thé xdy ra. Néu bénh
nhéan khéng thé tsng dom hiéu qud, dé tranh dich Iuu k§ thutthoat dich theo tuthé va hat khi quan nén dugc st dung.

- Khdng c6 nghién ctiu ndo vé hiéu qué va dé an toan cua acetylcystein 200 mg x 3 1an/ ngay & tudi thanh thigu nién. Tuy nhién, da c6
béo céo vé téc dung khéng mong mudin nhe dén ning véi viéc sttdung IV acetylcystein & ngudi I16n va thanh thigu nién.

- Thudc nay c6 chia aspartame. Diéu nay c6 thé gay hai cho nhiing ngudi bi phenylketon niéu, mot rdi loan di truyén hiém gap trong
dé phenylalanine tich ty vi cothé khang thé loai bé n6 ding céch.

- Acetylcystein c6 thé gay nhiéu véi phuong phép xét nghiém do mau dé xac dinh salicylat.

- Acetylcystein c6 thé dnh hudng dén céc xét nghiém ketone trong nudc tiéu.

- Khimd goi bot c6 thé ngdi thady mui luu huynh (mi tring théi). Day la mét déic diém binh thuding cda hoat chét. Khi thém nudc, dung
dich s& c6 mai cam.

SUDYNG THUGC G PHY NU'CO THAI VA CHO CON BU

Mangthai

- Cac nghién ctutrén dong vat khong chi ra cac tdc dong c6 hai tryc tiép hoac gian tiép d6i v6i doc tinh sinh san. D& phong ngfa, nén
tranh st dyng Acetylcysteine 200 mg trong sudt thai ky.

Phy nitdang cho con ba

- Khong c6 dathdng tin vé sy bai tiét acetylcystein trong siia me. Nguy co d6i vdi tré sasinh hay tré nhd khong thé loai tril.

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MGC

Chua c6 thong tin vé dnh hudng cia thubc dén kha nang l4i xe va van hanh may méc. Acetylcystein khong biét dnh hudng lén kha nang

l4i xe va van hanh may méc hay khéng.

TUONG TAC THUGC

- Khéng diing ddng thai cac thudc chdng ho va acetylcystein vi viéc gidm phan xa ho c6 thé din dén sy tich ty dich tiét ph& quan.

- Than hoattinh c6 thé lam gidm téc dung clia acetylcysteine.

- Khéng nén tron Acetylcystein véi cAc sin phdm thuéc khac.

- Thi nghiém in vitro da chi ra rang khi tron 14n khéng sinh cephalosporin va acetylcystein, khang sinh b bét hoat. Do d6 uéng thudc
khang sinh it nhit hai gid trudc hodc sau khi ding acetylcysteine.

- Dang ddng thai nitroglycerin va acetylcystein gay ra ha huyét ap dang ké va dan dén gian dong mach mot thdi gian ciing véi con dau
déu.

- Né&u dung déng thai nitroglycerin va acetylcystein, bénh nhan cin dugc theo ddi va cdnh béo ha huyét 4p c6 thé nang va kém theo
dau dau.

TAC DUNG KHONG MONG MUON

Tac dung phy thudng gap nhat cta acetylcystein la budn nén, non, dé buing va phét ban. it gdp hon 1a céc phén dng phan vé, bao gbm

phii mach, co thét phé& quan/suy ho hap, tut huyét ap, nhip tim nhanh hozc tang huyét ap.

Thuong gap (ADR >1/100):

« Daday-ruét: Bubn nén, non
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* Miéndijch: Phan ing phan vé

* H® hdp: Ho, thd khd khe, thd rit, thd ndng, thit nguc, suy ho hdp hodc co thit ph& quan, viém hong, chay nudc mai, ran ngdy, dau
thétcd

* Da: NGi mé day/dé biing mét, phatban, ngda, dé bing
Chuyén hoé: Phu

!: gap (1/1000 < ADR <1/100):

= Miéndijch: S6c phan vé

= Timmach: Tuthuyétap

* Thén kinh: Budn ngt, dau dau, U tai

= Hiém gdp (ARD < 1/1000):

* Miéndich: nhay cdm méc phai

» Khéc: Tdvong

Chua ré tén suét:

*+  Da: N8i m&n, phtt mach, d6 m hai, phti quanh mét, 4m lanh

* Daday-ruft: Viém da day

* H6 hdp: Tang dich ti€t ph& quan, co thit phé& quan, kich thich dudng khi-phé& quan (duding hd h&p), ho raméu, khé thd, ngung thd

= Tim mach: Xanh tim, nhjp tim nhanh, cham nhip tim, ngung tim, ngoai tdm thu, dé biing, ting huyét 4p, gian mach, thay déi ECG,
thodt mach

= Chuyén hoé: Nhiém toan, ha kali mau, ha ure mau

» Thén kinh: Ngdt, dong kinh toan thé, budn ngt

» Coxudng: Dau khdp, bénh vé khép

» Gan: Suy gidm chidc ning gan

*  Méu: Gidmtiéu cdu

*  Mdt: MO mét, dau mét, sung mét, ngda/dé/rat mat (dang thuéc nhd mét)

« Tamthén: Héi hop

Khéc: S6t, mét méi, rét run, dau nguc, dau mat, phi mat, ting than nhiét.

* Théng bdo ngay cho béc st hodc dugc si nhiing tic dung kh6ng mong muén gip phai khi sir dung thué'c, ké ca céc tic dung phy
khéng dugc li¢t ké trong to hudng dén nay.

HUGNG DAN CACH XU'LY ADR

Hau hét cac phan dng c6 hai déu lién quan dén liéu dung va c6 thé gidm bang cach gidm liéu hodc ngitng thudc. Tac dung khéng mong

mudn hiém gap nhung nguy hiém, c6 thé gay chét do loan tao méau, dic biét |a suy tiy thiéu mau khong téi tao. Khi diéu tri dai ngay cin

ki€m tra cong thitc méu. Nhiém acid chuyén héa ning thudng gip & ngudi gia, ngudi suy than, ngudi bi bénh phdi tic nghén hodc gian

phé& nang. Can kiém tra cin bing dién gii tru6c va trong diéu tri. Diéu tri nhiém acid chuy&n héa bing natri bicarbonat hoc kali

carbonat.

QUA LIEU VA XU TRI

- V& mat ly thuyét, c6 nguy co bénh néo gan khi qué liéu acetylcystein. Da c6 céc bdo céo vé qué liéu acetylcystein di kem véi cic
triéu chdng tuong ty nhu cac phan dng phdn vé nhung c6 thé nang hon. C6 thé dp dung cic liéu phap hé trg téng quat. Céc triéu
chiing c6 thé dugc kiém soat bang cac thudc khéng histamin va cac steroid theo thong |é. Khong c6 thudc gidi doc dac hiéu.

DUQC LYC HOC

Phan nhém dugc ly: Tiéu chit nhay.

M3 ATC: RO5CBO1

- N-acetyl-L-cysteine (NAC), thanh phan hoat tinh trong Acetylcysteine 200 mg c6 téc dung lam Iéng ddm manh trong sy bai tiét dom
va dom ma bang céch khi phiic hgp muco-proteic va céc acid nucleic, ma tao ra do nhét cho thanh phan mu clia ddm va céc chét
tiétkhac.

- Hon nifa, acetylcystein cé tic dung chéng oxy héa tryc tiép, c6 nhém thiol (- SH) tyf do 6 kha nang tuong tac tryc tiép véi cac nhém
gdc oxy héa i dién t. Phat hién gin day cho thdy ring acetylcystein bao vé enzyme al-antitrypsin Gc ché elastase khéi sy bat hoat
bang acidhypochlorous (HOCI), mgt tac nhan oxy héa manh dugc tao ra bdi enzym myeloperoxidase cla thyc bao. Do cdu tric phan
t cda né, acetylcystein c6 thé€ d& dang di qua mang t€ bao. Bén trong t& bao, NAC dugc deacetyl héa thanh L-cysteine, mot acid
amin thiét yéu cho t8ng hgp glutathione (GSH).

- GSH la mét tripeptide c6 tinh phén ting cao dugc tim thy khdp ndi trong cdc mé khéic nhau clia déng vat va rat can thiét cho viéc
duy tri chiic ndng ciing nhutinh toan ven vé hinh théi t€ bao. Day |1a co ch& bdo vé ndi bao quan trong nhat chéng lai cac gbc oxy héa,
cd ngoai sinh va ndi sinh, ciing nhu ddi véi nhiéu chét gay doc t€ bao.

- Nhiing tinh ndng nay thich hgp choviéc diéu tri c&p tinh va man tinh ctia hé hé hap, dic trung bdi dom dic, nhét va dich tiét c6 ma.
Khéng c6 bing chiing vé hiéu qua va d6 an toan ciia ch4t phan gidi chit nhiy bao gbm acetylcystein trong viém ph& quan cép tinh.

Duqc PONG HOC
Hépthu

Sau khi udng, acetylcystein dugc hdp thy nhanh va gén nhu hoan toan trong gan véi cysteine (cac chét chuyén héa c6 hoat tinh dugc
Iy), diacetylcysteine, cysteine va cc disulphides hén hgp khéc.

Phén bé
Sinh kha dung ctia acetylcysteine dung duding udng I rét thap (khoang 10%). O ngudi, néng do trong huyét tuang tdi da dat dugc sau
1-3 gid v6i ndng dd t6i da cda chit chuyén héa cysteine trong huyét tudng khodng 2umol / L. Acetylcystein g&n két véi protein
khodng 50%.
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Acetylcysteine va cac chdt chuy&n héa ctia né tén tai  ba dang khac nhau trong cathé: mét phin & dang ty do, mét phén lién két véi
protein thdng qua lién két disulphid trong mau va mét phan la acid amin két hgp. Acetylcystein dugc bai ti€t hdu nhu chi duéi dang
céc chét chuyén héa khéng hoat dong (cac chét sulphat vé co, diacetylcysteine) qua than. Nda ddi trong huyét tuong clia
Acetylcystein la khodng 1 gid va chi y&u duge xac dinh bdi sy bién d6i nhanh & gan. Do dé chic nang gan bj suy gidm dan dén thai
gian ban hiy kéo dai 8 giv.

Théitrd

- Céc nghién citu dugc dong hoc khi tiém tinh mach acetylcysteine cho thdy thé tich phan phéi 0,47 L/kg (t8ng cong) hodc 0,59L/kg
(gidm acetylcysteine); dd thanh thai dugc xac dinh tudng (ng 12 0,11L/h/kg (tng chng) va 0,84L/h/kg (gidm acetylcystein). Nifa di
thai trir sau khi tiém tinh mach la 30-40 phdt trong khi bai tiét theo 3 giai doan (giai doan alpha, beta va giai doan cudi).

- Acetylcysteine di qua nhau thai va dugc phat hién trong méu day. Khong c6 thong tin lién quan dén bai tiét trong sta me.

- Khong c6 théngtin nao vé kha ning qua hang rao méu ndo d ngudi clia acetylcstein.

QUY CACH PONG GOI: Hop 30 gbi

DIEU KIEN BAO QUAN: Trong bao bi kin, & nai khé, tranh 4nh sang, nhiét d dudi 30°C.

HAN DUNG CUA THUOC: 36 théng ké tir ngay sin xust.

TIEU CHUAN CHAT LUQNG: TCCS

CONG TY TNHH DUQC PHA?M SHINPOONG DAEWOO
\ Nha mdy: S6 13, Budng 9A, KCN Bién Hoa Il, P. An Binh,
\ TP. Bién Hoa, Péng Nai, Viét Nam.

Vén phong: S6 29, Budng Ba Vi, Phudng 04, Quan Tan Binh, Tp. HCM
PT: 028-2225 0683 Fax: 028-2225 0682 Email: shinpoong@spd.com.vn
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