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Pharmaceuticals
WHO-GMP

THANH PHAN CONG THU'C THUOC: M3i géi 1 g chura:
— Thanh phan hoat chat: AcCtPICYSIEING. . . .. . sonnsaiis s mimmmmunns s wus 100 mg

— Thanh phan té dwge: Lactose monohydrat, aspartam, huong cam dang bot, sunset yellow.
DANG BAO CHE: Thubc bot dé pha dung dich udng.
Thubc bot déng nhat, khé, roi, khéng bi von cuc, mau cam, huong cam, vi ngot.

CHI PINH:

Cac bénh & dudong hd hap dan dén sy hinh thanh céc chat tiét nhdy dic gdy khé khac dam nhu

viém phé quan cap tinh va man tinh, viém thanh quan, viém xoang, viém khi quan, ciim, hen phé

quan, va nhu 1a mét liéu phap hd tro trong bénh xo nang.

CACH DUNG, LIEU DUNG:

Cich dung: Dung duong uéng. Hoa tan hoan toan lugng thude trong g6i bang mot it nude trong

ly truéc khi ding, ding mudng ca phé khudy déu néu can.

Liéu ding:

Liéu théng thieong cho cdc bénh cdp tinh:

Tré em tir 2 d&én 12 tudi: 100 mg x 3 1an/ngay hodc 200 mg x 2 lan/ngay.

Tré em trén 12 tudi va ngudi 16n: 600 mg/ngay, ubng 1 1an hodc chia 1am vai lan/ngay (200 mg x

3 lan/ngay).

Huong dan liéu dung ddc biét:

Diéu tri 1au dai: 400 mg — 600 mg/ngay, udng 1 1an hodc chia lam vai lan/ngay. Thoi gian tri liéu

t6i da 1a 3-6 thang.

Tuy nhién, néu dam qua nhiéu lién quan dén cam lanh khong giam sau 2 tuan diéu trj thi nén chan

doan lai tinh trang bénh va can loai trir bat ky bénh 4c tinh nao & duong ho hép.

Bénh xo nang: Liéu ding nhu trén nhung véi tré em > 6 tudi thi liu 200 mg x 3 lAn/ngay hodc

600 mg/1 lan/ngay.

CHONG CHI PINH:

Quéa man vdi hoat chat, chat twong tu khac (vi du carbocistein, erdostein hodc mecystein) hogc

bat ky thanh phan nao cua thudc nay.

Bénh nhan dang mic chimg phenylceton niéu, do thudc co chira aspartam.

Loét da day hoat dong.

Tré em dudi 2 tudi. “\/

CANH BAO VA THAN TRONG KHI DUNG THUOC:

— Khong khuyén cdo dung déng thoi véi thudc chdng ho khac.

— Can than trong ddi v6i nhimg bénh nhén c6 nguy co xuét huyét duong tiéu hoéa (vi du nhu loét
da day tiém 4n hodc gidn tinh mach thuc quan), vi acetylcysteine ¢6 thé gay non.
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- Do nguy o co thit phé quan, can than trong & bénh nhéan hen phé quan va phan ing qua muc
cua phé quan.

— Trong truong hop phan mg qua man hoic co thit phé quan, nén ngimg str dung ngay va can
phai thuc hién céc bién phap diéu trj thich hop néu can.

— Bénh nhan bi hen phé quan nén dugce theo ddi chit ché trong khi diéu tri; néu co thit phé quan
xay ra, nén ngung diéu trj bang acetylcysteine ngay lép turc.

— Dung acetylcysteine, dic biét 1a luc bat dau diéu tri, c6 thé hoa long dich tiét phé quan, dong
thoi, tang luong dich tiét. Néu bénh nhan khong thé khac ra duoc thi can phai hut léiy ra dé
tranh luu giir cac chét tiét.

— Thén trong & bénh nhan khong dung nap histamin.

— Acetylcysteine c6 thé gdy can tré viée dinh luong salicylat bang phuong phép so mau.

— Acetylcysteine c6 thé gdy can tré déi véi cac xét nghiém ceton trong nuéc tiéu.

Thudc nay c6 chira:

— Lactose. Bénh nhan ¢ van dé vé di truyén hiém gap khong dung nap galactose, thiéu hut Lapp
lactase hodc kém hap thu glucose-galactose khong nén dung thube nay.

— Aspartam, dugc chuyén héa thanh phenylalanin. Chét nay c6 thé gay hai cho nguoi bi
phenylceton niéu.

— Sunset yellow, c6 thé gay phan tmg di mg.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Sir dung thuée cho phu nir ¢6 thai: Nghién citu trén dong vat khong thdy tac hai truc tiép hoic

gian tiép lién quan dén doc tinh sinh san. Dé phong ngtra, nén tranh dung acetylcysteine trong

thoi ky mang thai.

Sir dung thudce cho phu nir cho con bu: Khong ¢ du thong tin vé su bai tiét cua acetylcysteine

trong sita me. Khong thé loai trir nguy co ddi véi tré so sinh/tré nho.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Chua c6 bing chimg vé anh hudng cua thude 1én kha nang 1ai xe, van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC:

TUONG TAC THUOC:

— Khong nén ding dong thoi cac thude chéng ho va acetylcysteine do lam giam phan xa ho ¢
thé dan dén tich tu cac chat tiét phé quan.

— Than hoat tinh c6 thé 1am giam tac dung cua acetylcysteine.

— Céc thir nghiém in vitro da cho thiy rang khi cic khang sinh cephalosporin va acetylcysteine
duoc tron 14n thi c6 mot lugng khang sinh bét hoat. Nén dung khang sinh udng it nhat 2 gid
trude khi hodc sau khi dung acetylcysteine.

— Dung dong thoi nitroglycerin va acetylcysteine giy ha huyét 4p déng ké va dan dén su gian no
dong mach thai duong, c6 kha nang khai phéat con dau d4u. Néu dung ddng thoi nitroglycerin
va acetylcysteine dugc yéu cau, bénh nhan can dugc theo ddi va canh bao ha huyét ap co thé
ning va kém theo dau dau.

TUONG KY THUOC: Do khong c6 cac nghién ctru vé tinh tuong ky cta thudc, khong tron 1an

thudc nay véi cac thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

Ngung dung BRONCEMUC 100 va cin tw vin y té ngay lap tirc néu bénh nhan gip bat ky

tic dung khéng mong mudn rit hiém gip (anh hwéng nhé hon 1 trong 10000 ngudi dung):
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— Phén ung di img nghiém trong de doa tinh mang. Céc d4u hiéu c6 thé bao gém: Phat ban, kho
nudt hodc khoé thd, sung mdi, mit, cd hong va ludi.

— Chay mau nang (xuét huyét)

— Phong rop, bong troc, chay mau, troc vay, hoic mun nuée & bt ky phan nao trén da. Bao gdm
moi, mit, miéng, mili, bd phan sinh duc, tay hodc chin. Bénh nhan c6 thé c6 van dé nghiém
trong trén da.

Cic tac dung phu khic bao gom:

— It gap, 1/1000 < ADR < 1/100
Hé mién dich: Qua man
Hé than kinh: Nhic dau
Tai va tai trong: U tai
Tim: Nhip tim nhanh
Mach méu: Ha huyét ap
Tiéu héa: Non, tiéu chay, viém miéng, dau bung, budn ndn
Da va mé dudi da: May day, phat ban, phu mach, ngtra
Toan than: Sot

— Hiém gap, 1/10000 < ADR < 1/1000
Ho6 hép, nguc va trung that: Co thét phé quan, kho tho
Tiéu hoa: Kho tiéu

— Rat hiém gap, ADR < 1/10000
Heé mién dich: Sé¢ phan vé, phan tmg qua man/phan vé
Mach méu: Xuat huyét

— Khong xdc dinh duoc tan sudt:

Toan than: Phu mat

Su xuat hién ctia cdc phan tmg trén da nghiém trong nhu hdi chimg Stevens-Johnson va hoai tir
biéu bi nhiem doc da duge béo cdo trong thoi gian dung acetylcysteine. Trong hdu hét cac
trudng hop béo céo thi ¢6 it nhat mot loai thudce khac da dugce ding cung luc, diéu nay co thé
lam tang céc tac dung trén da va niém mac.

Trong trudng hop tai phat cac tén thuong trén da va niém mac, can tim tu vén y té dong thoi
ngung dung acetylcysteine ngay lap tuec.

Su két tap tiéu cau trong mau giam khi dung acetylcysteine dd dugc x4c nhan bdi cdc nghién
ctru khac nhau. Cho dén nay, su lién quan 14m sang van chua duoc 1am séng to.

Théng bdo ngay cho bdc st hodc dugc st nhitng phan vng 6 hai gap phai khi sir dung thuéc.

QUA LIEU VA CACH XU TRi:

Triéu chirng: Qua liéu cép tinh acetylcysteine ¢ thé gdy ra cac triéu chimg tiéu hoa nhu budn

non, non va tiéu chay.

Cdch xir tri: Diéu tri qua lidu bao gém diéu tri triéu chung va diéu tri hd tro theo tinh trang lam

sang ctia bénh nhén. Tich cuc theo ddi dé c6 bién phép xr tri kip thoi.

DUQC LUC HQC: \\/

Nhom dugc ly: Thudc ti€u chat nhay

Ma ATC: ROSCBO1

N-acetyl-L-cysteine (NAC), thanh phan hoat chat trong acetylcysteine lam tang tac dung tiéu chat

nhay-héa 1ong chét nhiy va nhdy mu bing cach giai triung hop phire hop mucoprotein va cac acid

nucleic 1am giam d6 quanh cta dom va cac chét tiét khac.
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Hon nita, acetylcysteine ¢ tic dung chdng oxy héa truc tiép, c6 nhom 4i nhan (thiol tu do) c6 kha
ning tuong tac truc tiép voi cac nhém ai dién tir cua cac gbc oxy hoéa. Nhitng phét hién gan day
cho thdy ring acetylcysteine bao vé enzym 1-antitrypsin, trc ché enzym elastase tir su bat hoat baoi
acid hypoclorid (HOCI), mét tac nhan oxy hda manh duoc tao ra boi enzym myeloperoxidase ctia
thuc bao da dugc hoat héa. Do céu tric phan tir cia nod, acetylcysteine c6 thé d& dang vao mang té
bao. Bén trong té bao, NAC bi khir acetyl thanh L-cysteine, mot acid amin thiét yéu dé tng hop
glutathion (GSH).

GSH 1a mét tripeptid phan tmg manh dugc tim thdy & khip noi trong cac md khac nhau cua dong
vat va can thiét cho viéc duy tri kha ning chitc ning cling nhu tinh toan ven hinh théi té bao. P6 1a
co ché bao vé té bao quan trong nhét dé chdng lai cac gbe oxy hoa, ca ngoai sinh va noi sinh, cling
nhu d6i véi céc chat gay doc té bao.

Nhimg tinh ndng nay lam cho acetylcysteine dic biét thich hgp cho viéc diéu tri nhimg bénh cip
tinh va man tinh cta hé hé hép, dic trung boi cac chat nhiy day, nhét va cac chat tiét nhay mu.
DUQC PONG HOC:

Hidp thu: Sau khi udng, acetylcysteine duge hip thu nhanh va gan nhu hoan toan. Do anh hudng
ctia chuyén hoéa lan dau cao, sinh kha dung cua acetylcysteine duong udng la rat thdp (khoang
10%). O ngudi, ndong do dinh trong huyét twong dat dugc sau 1-3 gid véi ndng do t6i da trong
huyét tuong cia chat chuyén hoa cysteine khoang 2 pmol/l.

Phdn bé: Gan két protein cua acetylcysteine dugc xac dinh 1a khoang 50%. Acetylcysteine qua
duge nhau thai va duge phat hién trong mau day ron. Khong c6 thong tin lién quan dén su bai tiét
trong sita me. Khong c6 théng tin lién quan dén hoat dong ciia acetylcysteine tai hang rao mau
nao ¢ nguoi.

Chuyén héa: Acetylcysteine duge chuyén hoa trong gan thanh cysteine (chét chuyén hoa c¢6 hoat
tinh), diacetylcysteine va céc disulphid hdn hop khac. Acetylcysteine va céc chat chuyén héa cuia
nod co6 ba dang khéac nhau trong co thé: Mot ph?xn 0 dang tu do, mot phén gén két voi protein thong
qua lién két disulphid khong bén va mot phan la két hop acid amin.

Thai trir: Acetyleysteine duge dao thai qua than gan nhu hoan toan dudi dang céc chat chuyén
hoa khong cé hoat tinh (sulphat v co, diacetylcysteine). Thoi gian ban thai trong huyét tuong cia
acetylcysteine khoang 1 gio va chu yéu dugce xéc dinh béi su chuyén héa nhanh chéng & gan. Do
do, chirc nang gan bi suy giam s& dan dén kéo dai thoi gian ban thai trong huyét tuong 1én dén 8
gio.

QUY CACH PONG GOI:

- Hop20 géix1g thube bot dé pha dung dich udng.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Piéu kién bao quan: O nhiét do dudi 30°C, noi kho rao, tranh anh sang.

Han dung: 36 thang ké tir ngay san xudt. Khong dung thude khi qua han dung.

Tiéu chuin chit lwong ciia thude: TCCS.
C,

TEN, PIA CHi CUA CO SO SAN XUAT THUOC: ‘ 4&
CONG TY CO PHAN DUGC PHAM OPV s
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DT: (0251) 3992999 Fax: (0251) 3835088 /8
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