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CHID|INH:
Dung long dom trong céc
tredng hop: Viém duéng hé
hép trén (viém hong, viém
thanh quén), viém quan
cép, hen phé quén, viém phé
quan man tinh, gidn phé
quan, lao phdi, viém xoang
man tinh.

Thanh phan: M&i vién chira
Car in..... 500 mg
Taduoe ..o vira di 1 vién nén bao phim
Chi djnh, céch ding, chéng chi dinh va cac thong
tin khéc:

Xem trong t& huréng din sir dung thudc kém theo.
Béo quan: Noi khd, tranh anh sang, nhiét d6 dudi
30°C

Tiéu chuén &p dyng: TCCS

¥ CACHDUNG, LIEU DUNG:

Lidu thdng thwéng cho ngudri
16 1a ubng 1 vién x 3 lAn/ngay.
Lidu lwgng c6 thé ting hodc
gidm tuy theo d6 tudi va triéu
ohu

(rng.
* Ngudi cao tudi: Cac chirc
néng suy gidm, can can nhic
giam lidu ding.

BELFEME

Composition:
Each tablet contains:
Carbocisteil 500 mg

Excipients ....................q.s.f 1 film-coated tablet
Ind contra- indi administration,
dosage and other information:

See the leafiet enciosed

Storage: Store in a dry place, protect from light,
below 30°C

Specification: Manufacturer’s

Hép 60 vién

Dé xa tm tay tré em
Boc ki hwéng din st dyng trwéc khi ding

DO NOT EXCEED INDICATED DOSE

KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY DIRECTION BEFORE USE.

‘Nhﬂsﬁ\m&

CONG TY CP DUQ'C TRUNG UONG MEDIPLANTEX

358 duong Gidi Phong, P. Phurong Liét, Q. Thanh Xuan, TP. Ha Noi

SX tai: Nha may duoc phdm sé 2: Thon Trung Hau, Xa Tidn Phong,

Huyén Mé Linh, TP. Ha Néi

S6 16 SX/ Lot.No:
Ngay SX/Mfg: |
HD/Exp: |

Ha ndi, ngay 2/ thang j nam 2024%//

CONG TY
¢ PHAN
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. CHIPINH:
Dung long dom trong cac
trwdong hop: Viém duéng hd
hép trén (viém hong, viém
thanh quan), viém phé quan
cép, hen phé quan, viém phé
quan man tinh, gidn phé
quén, lao phdi, viém xoang

mantinh.

Thanh phdn: M3i vién chira
C i 500 mg
TREUDC :.oivvavsizimiiongd vira du 1 vién nén bao phim
Chéng chi djnh va céc théng tin khéc:

Xem trong t& huréng déin sir dung thudc kém theo.

Bdo quén: Noi khd, trénh &nh séng, nhiét 36 dudi 30°C
Tiéu chudn &p dyng: TCCS

B CACHDUNG, LIEU DUNG:
Liéu théng thuréng cho ngudi
16m1a ubng 1 vién x 314n/ngay.
Lidu lwgng c6 thé ting hoic
gidm tuy theo dd tudi va triéu

chirng.

* Ngudi cao tudi: Cac chirc
néing suy gidm, cdn can nhic
gidm lidu dung.

BELFEME

Indication, administration, contra-indication and
other information: See the leaflet inside.
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY DIRECTION BEFORE USE

‘ Nha sén xuét:

CONG TY CP DUQC TRUNG UONG MEDIPLANTEX
358 dudng Gidi Phéng, P. Phuong Lit, Q. Thanh Xun, TP. Ha NI
SX tai: Nhé méy duoc phdm sb 2, Thén Trung Héu, X& Tién Phong,
Huyén Mé Linh, TP. H& N6i
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Hop 30 vién

Boc k§ hieéng déin sir dyng tredre khi ding

DO NOT EXCEED INDICATED DOSE

S6 16 SX/ Lot.No:
Cﬂ Ngay SX/Mfg:
HD/Exp:

Ha néi, ngay /! thang § nam 2024 &

cQNG TY
- c0O PHAN .
- [ DUGC TRUNG UONG |,
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TO HUOGNG DAN SU DUNG THUOC

BELFEME

Dé xa tdm tay cia tré em.

Doc kj hubng ddn sir dung trude khi ding

Théng bdo ngay cho bdc sy hodc dugc sy nhitng téc dung khong mong mudn gdp phdi khi sic
dung thuée

Thanh phén cong thikc:

MB&i 1 vién ¢ chira:

Thanh phdn dwgc chdt: Carbocistein.......... 500 mg

Thanh phd‘n td dugc: Lactose monohydrat, microcrystallin cellulose, natri croscarmellose,
hydroxypropyl cellulose, natri lauryl sulfat, talc, magnesi stearat, PVA, PEG 6000, titan
dioxyd, tween 80 vira da 1 vién.

Dang bao ché: Vién nén bao phim

Mo ta dang bao ché: Vién nén bao phim mau tréng, hinh thudn dai, mot mit cé vach ngang &
gifta, thanh va canh vién lanh lan.

Chi dinh:

Dung long dom trong céc trudng hop: viém dudng ho hip trén (viém hong, viém thanh quan),
viém phé quan cép, hen phé quan, viém phé quan man tinh, giin phé quan, lao phdi, viém xoang
man tinh.

Cich dung va liéu ding:

Liéu thong thudong cho ngudi 16m 14 udng 1 vién x 3 1an/ngay.

Liéu luong c6 thé ting hodic giam tiy theo d6 tudi va triéu chimg.

* Nguoi cao tudi: cac chirc ning suy gidm, can cin nhic giam lidu dung.

Choéng chi dinh:

- MAn cam v6i bét ky thanh phan nao ciia thudc.

Canh b4o va than trong khi dung thudc:

Than trong khi str dung thudc cho bénh nhén suy tim vi d4 c¢6 béo céo rang céc loai thudc twong
tir 4nh hudng x4u dén d6i tugng bénh nhéan nay.

Bénh nhan suy gan: chirc ning gan c6 thé x4u di.

Cénh béo t4 duge: Bénh nhén bi rbi loan di truyén hiém gdp nhu khong dung nap galactose,
thiéu hut lactase hoan toan hodc kém hép thu glucose-galactose khong nén dung thudc nay.

St dung thudc cho phu nit c6 thai va dang cho con bi:
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Khéng st dung thudc cho phu nit ¢6 thai. Can nhéc gitra loi ich diéu tri, loi ich cua viée cho
con bi va nguy co khi sir dung thudc cho phu nit cho con bi, cén nhéc giita viéc ngung hay
tiép tuc cho con bu.

Anh huwéng ciia thudc dén kha ning ldi xe, vin hanh may moéc:

Chua c6 bang chung vé anh hudng ctia thubc 18n kha niing 14i xe, v4n hanh maéy mdc.

Twong tic, twong ky ciia thudc:

Tuong tac thudc: Khong cé théng tin

Tuong ky, ctia thudc: do khdng c6 céc nghién ctru vé tinh twong ky cua thudc, khong tron 14n
thude ndy véi cac thudc khac.

T4c dung khong mong mudn cia thuéc (ADR):

Tan 56 xudt hign ADR: Rdt thwong gdp (ADR 21/10), Thuwong gdp (1/10 >ADR 21/100), It gap
(1/100 > ADR > 1/1000), Hiém gdp (1/1000 > ADR > 1/10.000), Rdt hiém gap (1/10.000 >
ADR), Khéng xdc dinh (Tix cdc di liéu c¢é sén khong thé xdc dinh)

* Céc tac dung khdng mong mubn nghiém trong:

- Hoai tir biéu bi nhiém ddc, hoi chimg Stevens-Johnson (tin suit khong xéc dinh)

- R&i loan chirc niing gan, vang da (tAn sudt khong xéac dinh): c6 thé xay ra

- Séc, sbc phan v&, kho thé, phi né, ndi mé day (tin sudt khong xéac dinh): c6 thé xay ra

* Cac tac dung khéng mong mudn khac:

0,1% dén du6i 5% | It hon 0,1% Khong x4c dinh
Duong ti€u hda Chan an, tiéu chay, Bu6n ndn, ndn, déy

dau bung hoi, khd miéng
Di img Phét ban Cham, ban do Phii né, sbt, khé thé
Rdi loan khac Ngua

Qui liéu va cch xi tri:

Khong c6 dir lidu vé sir dung thudc qué liéu, khong ding qua lidu chi dinh cua thudc.

Pac tinh dwgc luc hoc:

Nhém duge 1y: thube long dom, tiéu nhay

Ma ATC: RO5SCBO03

Carbocistein lam ting cudng kha ning van chuyén chét nhiy théng qua viéc diéu hoa chit nhiy
va binh thuong héa mang nhay, déng thoi thiic ddy bai tiét dom va nuéc mili.

*Piéu hoa tac dung cta cac thanh phan chit nhiy:

Carbocistein binh thudng hoa ty 1€ acid sialic va fucose trong dom cuia bénh nhéan méc bénh ho

hép man tinh. C4c hoat dong ciia enzym phan hity acid sialic/fucose va hoat tinh tdng hop acid
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sialic/fucose, von thay dbi do tiép xuc véi khi acid sulfurous, da dugc binh thuong hoéa. Pdng
thoi thude ngan chiin s gia ting san xuét thanh phén ciia chit nhiy (protein Muc-5ac).

*U'c ché tang sinh t& bao goblet

Nghién ctru trén ngudi cho thiy carbocistein trc ché su ting sinh té bao goblet trong niém mac
dudng tho.

*Uc ché viém dudng ho hép

Uc ché sy xam nhép cda té bao viém, ham lugng oxy phéan Gng va hoat tinh cta elastase trong
duong hé hip.

*Binh thudong héa niém mac

Carbocistein thiic ddy viéc sira chita cac t& bao 16ng mao trong bidu mé niém mac phé quan cia
bénh nhan viém phé quan man tinh.

*Cai thién tuyén nhay

Carbocistein tang cuong kha nang van chuyén dich nhéy & bénh nhan viém xoang man tinh.
*Binh thuong héa mang nhay

Pac tinh dwge dong hoc:

Nong d6 thudc trong huyét twong va céc thong sb duge dong hoc sau khi ubng 1 liéu don 500
mg carbocistein d6i v&i ngudi 16n khée manh duge thé hién trong hinh va bang duéi day. Céc
théng sé duge dong hoc da chimg minh su twong duong gitra hai ham luong.

Hinh: Nong dj carbocistein trong huyét twong (nguwdi lon khée manh)

(wa/ml)
5 -
T
—+— vién 500 mg .

Néng (trung binh + 3% [éch chuan n=12)
dé
trong 3 4
huyét
tuong
cia 2 1
carbocistein

l e

0

0 1

Bing: Cdc thong sé duwoc dong hoc

Liéu (mg) Tmax (hr) Cmax (ug/mL) | Tir2 (hr) AUC o7
(ng.hr/mL)
Vién 250 mg | 500 2,2 4,8 1,6 16,5
Vién 500 mg | 500 2,3 3,8 1,6 13,6

Quy cach déng goi: Hop 3 vi, 6 vi x 10 vién (vi PVC-PVDC/nh6m)
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Piéu kién bio quan: Noi khd, tranh anh séng, nhiét d6 dudi 30°C

Han dung: 36 thang ké tir ngay san xuét

Tiéu chuin chit lwgng ciia thudc: TCCS

Tén va dia chi co 56 san xuit: CONG TY CP DUJC TRUNG UGNG MEDIPLANTEX
Dia chi: 358 duong Giai Phong, phuong Phuong Liét, quan Thanh Xuén, thanh phd Ha Noi
SX tai: Nha may Dugc phidm sb 2: Thén Trung H4u, x& Tién Phong, huyén Me¢ Linh, TP.Ha
Noi

g .12 dng./i... ndam 2025—7/%("’




