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THANH PHAN: MG&i vién nén bao phim chira:

- Thanh phin dugc chét: Carbocistein 500 mg.

- Thanh phén t4 duge: pregelatinised starch, croscarmellose sodium, povidone k30, sodium
lauryl sulfate, colloidal silicon dioxyde, magnesium stearate, hypromellose 6eps, talc, titanium
dioxide, polyethylene glycol 400, sunset yellow lake.

DANG BAO CHE:
Vién nén dai, bao phim mau vang cam, hai mgt khum, mot mgt ¢6 vach ngang, mot mit tron.

CHI DINH:

H3 trg lam loAing ddm cho céc trudng hop lién quan dén rbi loan dudng hod hép trén (viém hong,
viém thanh quén) cta cdc bénh viém phé quéan cép, hen phé quan, viém phé quan mén tinh, gidn
phé quén, lao phdi, viém xoang min tinh.

CACH DUNG VA LIEU DUNG:

Ciach ding:

Thubc ding qua dudng udng.

Liéu diing:

Lidu ddng thong thudng carbocisteine cho ngudi 16n 1a 500 mg, ubng ba lan mot ngay.

CHONG CHI PINH:
Bénh nhén c6 tién sir mén cam véi cc thanh phin cta thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Bénh nhin c6 bénh hodc tién sir bénh 1y:

- Bénh tim: P4 c6 béo cdo vé nhiing loai thube twong tw o tac dung khong mong mubn ddi
v6i bénh nhén suy tim.

- Bénh nhén suy gidm chic ning gan: Chirc ndng gan co _thé suy giam.

- Nguoi cao tudi: Cin can nhéc viée gidm lidu luong. Céc chirc niing sinh ly n6i chung déu bi

giam.

U’ DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:
St dung thude cho phu nit ¢6 thai
Khong nén ding thudc nay cho phy nit ¢6 thai, phy nit ¢6 thé dang mang thai, hofic mong mudn

mang thai.
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Sir dung thude cho phu nit cho con bi

Can nhic nhitng loi ich v& mit diéu tri va lgi ich clia viée cho con b, cAn dua ra quyét dinh tiép
tuc hay ngimg cho con bu.

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

Chua c6 bing chimg vé anh hudng clia thude 1én kha ning 14i xe, van hanh méy méc.

TUGNG TAC, TUONG KY CUA THUOC:

Twong tdc cua thudc:

Chura ¢6 sy turong tac nao vdi cac thudc khéc va céc dang tuong tac khac duge biét.

Tiwong ky cua thudc:

Do khang c6 céc nghién ctru vé tinh tuong ky ciia thude, khong tron 14n thude ndy véi céc thude
khéc.

TAC DUNG KHONG MONG MUON CUA THUOC:

Céc tac dung khdng mong mudn sau day c6 thé xay ra, vi vAy hay theo ddi cht ché. Néu quan
sat thiy bit ky déu hidu bét thuong ndo, hiy ngimg ding thube hojic thuc hién céc bién phép
thich hop khac nhu ngimg thude.

Tdac dung khong mong mudn nghiém frong:

Hoai tir biéu bi nhiém ddc (TEN); hdi ching Stevens-J ohnson (khéng rd tAn suét méc & ca hai
hoi chirng).

R&i loan chirc niing gan, vang da (khong 18 tAn sudt mic): C6 thé xay ra tinh trang ting AST,
ALT, Al-P va LDH.

Séc va phan vé (khong 18 tAn sudt mic & ca hai). Co thé xay ra: suy ho hép, phu nd va ndi mé
day

Cdc tdc dung khéng mong mudn khdc:

0,1% dén 5% <0,1% Khéng 15 tan suat
Hé tiéu hoa Chan #n, tiéu chay Budn nodn, ndn, ddy | Phat ban, noi mé day
kiét ly, dau bung hoi, khé miéng
Dj ting Phét ban Cham, ban do Phu né, sot, khé thd
khéc Ngita

Bio cdo cac tic dung khong mong mudn:
Thong béo ngay cho bac s§ hodc dugce si khi gp céc tic dung khong mong mudn nhu trén khi st
dyng thube hosic bdo céo cic phin lmg c6 hai cla thudc vé Trung tdm Thong tin thudc va Theo

d6i phan ting ¢6 hai cia thube (ADR) Quée Gia.

THONG BAO NGAY CHO BAC ST HOAC DUQC ST NHUNG PHAN UNG CO HAI GAP PHAI KHI
SU'DUNG THUOC

QUA LIEU VA CACH XU TRI:

Qud liéu:

Khong c6 dit li¢u vé st dung thubc qué lidu, khong dung qua lidu chi dinh ctia thude.
Cdch xit tri:

Tich cyc theo ddi dé c6 bién phap xt tri kip thoi.

NN

Vo TG
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PAC TINH DUQC LUC HQC:
Nhém duge ly: Thube long dém.
M3 ATC: R05C B03.

Co ché tdc dung:

Carbocysteine c6 tac dung cai thién van chuyen chat nhly bing cﬁch didu hoa chit nhiy va binh

thudng héa mang nhdy, ddng thoi thic ddy bai tlct dom va dich tiét miii.

Lam lodng dom trong cac bénh ly dudng hé hép trén (viém hong, viém thanh quan), viém phé

quéan C"IP tinh, hen phe quan, viém phé quan mén tinh, gidn phé quan va lao phdi).

Dteu tiét thanh phéan chdt nhdy:

Bleu hoa ty 1¢ thanh phén cta acid sialic/fucose va enzyme téng hop trong ddm ciia bénh nhin

méc cac bénh 1y dudng hé hip man tinh.

Céc hoat dong clia enzyme phan huy acid sialic/fucose va enzyme tong hop acid smhc!fucose,

thay déi do tiép xic voi khi sulfur dioxid dm‘;c diéu hoa. Ddng thoi, né ngan chin tiét chit nhiy
rotein Muc-5ac), thanh phdn chinh clia chét nhay (chudt).

Ue ché su hinh thanh qud mirc ciia (é bao hinh dai:

Trong kiém tra md hoc cia bénh nhan méc bénh dudng hd hap man tinh, da e ché s ting san té

bao hinh dai & niém mac dudng ho hép (dit liéu thu thap dugc tir ngudi nude ngodi).

Uc ché sy ting san t& bao hinh dai duong h6 hip trong md hinh thir nghiém tiép xtc v6i khi

Sulfur dioxide (& chudt).

Tée dung trc ché viém dwong ho hdp:

Ngin chin sy xdm nhdp te bdo viém vao dudng hd hip, lvong oxy hoat d6ng va elastase hoat

dong ting lén do tiép xtc véi khi Sulfur dioxide.

N6 ngin chin sy kich hoat bach cdu trung tinh & ngudi dwoc kich thich béi fMLP (trong ng

nghi¢m).

Tdc dzmg trén niém mac:

Thic ddy qué trinh sira chita céc té bao ¢6 long chuyén trong bidu md ctia niém mac phé quan &

bénh nhan viém phe quéan mén tinh,

Cai thién vdn chuyen chdt nhay:

Cai thién tinh trang vén chuyén chit nhiy ciia niém mac miii & nhitng bénh nhén bi viém xoang

man tinh.

Tdc dzmg bmh thudong hoa mang nhdy:

Lam glam tdn thuvong niém mac xoang do nhiém ndi doc té hoiic tiép xuc véi lwu huynh dioxit

va thic ddy qua trinh sira chita (thd).

PAC TINH DUQC DONG HQC:

Nong d6 trong mau va céc thong s6 duge dong hoc sau khi ubng mét 14n 500 mg carbocisteine &
ngudi 16n khoe manh duge thé hién trong hinh va béng dudi day.

Sy tuong dwong ciia cdce thong s6 duge ddng hoc giita cdc cong thic khic nhau d4 duge xac
nhén nhu bang dudi.
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Néng d6 thudc/ mau & ngudi 16n khoe manh
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Bang thong s6 duoe dong hoc
Lidu (mg) Tmax Cmax t1/2 AUC0—-7
: (gid) (pg/mL) @) | (ug - gio/mL)
Vién nén 250 | 500 2,2 4.8 1,6 16,5
mg
Vién nén 500 | 500 2,3 3.8 1.6 13,6
mg
QUI CACH DONG GOLI:

Hop 3 vi x 10 vién; Hop 6 vi x 10 vién; Hop 10 vi x 10 vién.
Chai nhwa HDPE x 100 vién hodc 200 vién.

BAO QUAN: nhiét d6 khong qua 30°C.

HAN DUNG:
36 théng ké tir ngdy san xuét. 6 thang ké tir ngdy mo ndp chai.
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TIEU CHUAN: Tiéu chudn co so.

NHA SAN XUAT: CONG TY TNHH DUGC PHAM BV PHARMA
Pia chi: S6 18 duding L& Thi Soc, Ap 2A, Xa Tan Thanh Tay, Huyén Cti Chi, Thanh Phé
H6 Chi Minh, Viét Nam.




