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TEXTOS BRAILLE

pectox forte 100 mg/mi solucion oral

DAIDIEN

ER-0098/1997

DESCRIPCION | PECTOX FORTE SOL. 120 ML VIETNAM
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100 mg/ml
Oral solution

Carbocisteine

Tén thudc: Pectox Forte 100ma/mi
Dung dich uéng

Thanh phén: carbocistein 100 mg/ml,

ta dugc vira 80.

Quy céach déng gél: hop 1o 120 ml
Chi dinh, cich diing, chéng chi

dinh va céc théng tin khac: xem
trong t& huting dan st dung thudc
kém theo.
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San xuit bai/Manufactured by:
ITALFARMACO, S.A

C/San Rafael, 3, Pol. Ind.,

Alcobendas, Alcobendas, 28108,
Madrid, Spain/Tay Ban Nha

Tigu chudn chét iugng: TCCS

Bao quan: bao quan dudi 30°C

SBK:

Boc ki hudng din sir dung trwde khi ding,

100 mg7/ml
Oral.solution

® Carbocisteme
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100 mg/ml
Oral solution

Carbocisteine

- Compasition per ml:

Carbocisteine 100 mg

Excipients: Red cochineal

A (E-124), Parahydroxybenzoate of
methylene, sodium salt (E-219),
Sodium and other excipients.

For further information read the
leaflet.

Read the leaflet before using this
medicine.

Keep out of the sight and reach of
childreni.
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VAN PHONG \
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Pectox Forte
100 m%ml
Dung di
Carbocisteine
~N Qral Sclution 120 mi
(-} Composition per mi:
- Carbocisteine: 100 mg
wh Exciplents: £-124, E-219,
b~ sodium and other excipients.
- For futher information
@ read the leaflet, .
3 Keep out of the sight and i
reach of children, %
Reed the leaflet before using é
this medicine.
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IMPORTANI'E La tonalidad de esta prueba puede variar dependiendo de los diSpOSIivOS qUE se
prueba de color, siendo los calores reales los que se enumeran en la misma.

Tlicen para su wisualizacion, por lo que no puede ser contractual como
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HUGNG DAN SU DUNG P
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PECTOX FORTE 100 mg/ ml Dung dich uong /27 Vi mone
Poc ki hwéng din sir dung trwde khi dung ‘/( = DA'TE:EN
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Pé xa tam tay tré em \\\<)\TP HO CHI MINH /5’//
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THANH PHAN CONG THUC ‘\‘t 4//

Thamh phdn hoat chdt: M8i m1 dung dich thude c6 chira Carbocistein 100mg.
Than phc‘fn ta dwoc:

Thanh phén ta duogc duoc biét 1a c6 tac dung:

T4 dugc mau Ponceau 4R (E-124): 0,045mg

Mudi Natri methyl parahydroxybenzoat (E-219): 1,72mg

Natri: 14,2mg (0,617mmol)

Danh sach ta duoc: Natri saccharin, natri methyl parahydroxybenzoat (E-219), huong qua mam xoi,
mau Ponceau 4R (E-124), natri hydroxid, acid citric khan, natri phosphat dibasic, natri cyclamat va
nude tinh khiét.

DANG BAO CHE

Dung dich uéng.

Dung dich trong sudt, c6 mau do va mui huong dic trung cia qua mam x0i.
CHI DINH:

v Ding phéi hop didu tri cc bénh ly & dudng hd hip c6 lién quan t6i viéc bai tiét dom qua mirc
hodc dam dac.

v/ Céc bénh ly the nghén dudng phdi man tinh va céc bénh ly lién quan (viém phé quan, viem phé 7
quan man tinh, tran khi phdi, ching xep phdi, hen phé quan), bénh bui phéi, bénh x0 nang. %
S
Pectox Forte 100 mg/ml Dung dich ubng duoc chi dinh cho ngudi truong thanh (218 tudi), thanh thiéu /'f;‘/
T

nién (>12 tudi) va tré nho tir 2 tudi trd [én.
CACH DUNG VA LIEU DUNG \“?,
Thubc chi dung theo dudng ubng
Liéu ding:
Lidu ding dugc khuyén cdo nhu sau, trir khi ¢6 chi dinh khac boi bac sy diéu tri:
v Nguoi 16n va thanh thiéu nién trén 12 tudi: 15ml dung dich thudc tuong duong 1500 mg
carbocistein), mot lidu duy nhét trong vong mdi 24 gid.
v Trétlr 6 — 12 tudi: 7,5ml dung dich thuéc tuong duong 750 mg carbocistein), mot lidu duy nhét
trong vong 24 gio.
v Tré nhé tir 2 — 5 tudi: 5 ml dung dich thude twong duong 500 mg carbocistein) mot lieu duy
nhét trong vong 24 gio.
1
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Bénh nhdn cao tuéi:

v Viéc hiéu chinh lién dia theo ra tubi 1a khong cén thiét, c6 thé ap dung chung mc lidu trén
ngudi trudng thanh.

Cdch dung:

C6 thé pha loing thube véi mroc hoac trong cac dung dich 16ng khéc, nén ding thudc trudc bita dn.
Bénh nhéan dugc khuyén cdo udng nhiéu nuéc hodc chét 16ng vao ngay didu tri.

CHONG CHi BINH:

v/ Mén cam véi thanh phf‘m hoat chét hoic véi bat cir ta duoc ndo trong cong thuc.
v Dang bi loét dudng tiéu hoa.
v’ Tré duéi 2 tubi

CANH BAO VA THAN TRONG KHI DUNG THUOC

Carbocistein c6 tac dung lam ting khac dom ma khong [am anh hudng dén tinh trang ho, déy 1a tac
d6ng cin thiét gitip tdng céc chit bai tiét bi tich tu. Do d6, khdng nén chi dinh thuéc phéi hop ciing véi
céc thube trc ché phan xa ho do c6 thé gay ra tinh trang ngung héa 16ng dom va gy kho khan cho viéc
khac dom ( Xem thém muc Cinh bdo vé cdc td dwgc cé tic dung)

Viéc tang khac dom c6 the duoc quan sat ngay tir nhitng ngay d4u diéu tri nhu la ket qua cua tac dong
lam 16ng c4c dich tiét vé bénh ly mot cach glam tir tir. Néu céc triéu chung bénh vin tiép tuc kéo dai
trén 5 ngay hodc tinh trang bénh xAu di, cin tién hanh danh gia lai c4c biéu hién l14m sang cua ngudi
bénh.

Cdanh bdo vé cdc td dwoc

Thudc nay c6 thé gay cc phan tng di ing do né c6 chia ta dugc tao mau d6 Ponceau 4R (E-124), c6
thé gay tinh trang hen, ddc biét trén cac bénh nhan c6 di ting véi acetylsalicylic acid.

Thubc ciing c6 thé gdy phan tmg di tng (c6 thé xuét hién muodn) do c6 chira mudi natri methyl
parahydroxybenzoat (E-219).

Thubc ciing chia mum tuong duong 9,255mmol (213,3mg) Natri trong 15ml dung dich thubc, can lu'u
y dén ham luong mubi nay khi chi dinh thuéc cho cac bénh nhéan c6 ché d6 dinh dudng han ché mudi.

TUONG TAC, TUONG KY CUA THUOC
TUONG TAC THUOC

Khong khuyén céo phéi hop thudc ¢ chira carbocistein va cac thudc giam ho khéc, nhu codein,
dextromethorphan dimemorphan hay pholcodin do viéc ¢ ché phan xa ho c6 thé 1am anh huéng dén
su thai trir ciia chit dom, hau qua 12 lam giam kha ning loai trir cac cht bai tiét, do d6 1am giam hiéu
qua diéu tri cta carbocistein.

T4c dung thuc ddy thanh thai chit nhdy cta carbocistein khong bi anh huong béi viée dung ddng thoi
v6i cac thude khang cholinergic, nhu ipratropium bromid, thiotropium bromide, chét cha van [32-
adrenerglc (salbutamol, terbutalin, bambuterol, formoterol, salmeterol) hodc thube khang histamin thé
hé thir nhét (clorphemramm dexclorpheniramin), vi mic du nhung loai thudc nay c6 thé 1am giam san
xuét chét tiét phe quan nhung chung khong twong tic v6i co ché tiét chat nhdy cia carbocistein & cép
d6 té bao tuyén ciia biéu m6 ho hép.
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TUONG KY THUOC

Khoéng ap dung

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
O phu nit c6 thai:

Hién chua hoic con han ché cac dir liéu v viée sir dung carbocistein trén phu nir dang mang thai. Cac
nghién ciru trén dong vat thi nghiém khong chi ra céc tic dong gay hai, giy doc truc tiép 1én kha ning
sinh san (xem thém muc Diz liéu tién ldm sang). Nhim muc dich phong ngira, tranh chi dinh Pectox
Forte 100 mg/ml Dung dich udng cho phu nit dang mang thai.

o phu nit dang cho con bi

Hién khong c6 dit liéu sin c6 v& st dung thudc trén phu nir dang cho con bi, thubc ciing dugc khuyén
céo la khong nén chi dinh trén phu nit dang cho con bu.

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

Pectox Forte 100mg/ml Dung dich uéng khong c6 anh huéng hoic giy anh hudng khong dang ké 1én
kha nang 14i xe va van hanh may méc.

CAC TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung khong mong mubn sau da dugc quan sat, va duoc phan chia theo nhom co quan va hé co
quan trong co thé cling nhu tin xuét gip. Tan xuét xay ra dugc dinh nghia 14 khong phd bién (> 1/1,000
va <1/100), hiém (> 1/10,000 va < 1/1000) hoc rat hiém (< 1/10,000).

Réi logn dwong tiéu hoa:

Khéng phd bién: rbi loan tiéu hoa (dau bung, nén, tiéu chay) dic biét khi ding lidu cao, cac tridu chiing
nay thuong mat di khi giam licu.

Roi loan trén da va mo dudi da:
Hiém gip: c6 cac phan Gmg min cam c6 lién quan tdi tinh trang phat ban.

R4t hiém: co thit phé quan, trong trudng hop ndy cin ngung sir dung thudc va tham vén bac sy didu
tri.

QUA LIEU VA CACH XU TRi

Trong trudng hop 15 dung thudc qua lidu, cac tac dung khéng mong mubn thuong gip c6 thé trim
trong hon.

Xur tri

Tién hanh stc rira da day kém theo viéc diéu tri cac triéu chiing cu thé c6 thé hiéu qua trong trudong

hop nay. C4 géng gir thong thoang dudng tha, dat ngudi bénh nim xudng va tién hanh mé dudng phé
quan phdi néu cin.

@i
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PAC TINH DUGC LUC HOC

Nhém duge ly diéu tri: thude long dom khong phéi hop chung véi cac thudce giagm ho. Nhém long dom.
M3a ATC: RO5CBO03.

Carbocistein dugc coi 1a nhom thudc tiéu nhay; tuy nhién hoat chét nay cé tac dong nhu mot tc nhéan
1am léng dom va giam do nhét cia chit dom, hoat héa céac té bao biéu md 16ng. Carbocistein hoat dong
dua trén tac dong tai chd cuia viéc bién déi thanh phan ctia cac té bao san sinh chit nhay dudi su hoat
ho6a cta men sialyltranferase 1am ting ndng d6 sialomucin 13 chat lam cho cu triic dam nhét thay dbi
tiét ra nhidu sialomucin it gy nhiy nhét hon va 1am giam lucmg fucomocin ¢6 tinh nhay nhét cao. Do
do, carbocistein hoat héa men sialyltranferase 1am ting tong horp 51alomuc1n lam ting phuc hdi cén
bing gita fucomucin va téng hop sialomucin dua san xuit chit nhay v& mirc dinh tinh va dinh lugng
théng thuong.

Sialomucin 13 thanh phan thiét yéu cua cac chat bai tiét tai duodng ho hip, c6 & ca phé quan phdi va
viing tai mili hong, c¢6 tac dung phuc hdi d6 nhét va @6 mém cua chit nhay, va phuc héi lai kha ning
bao vé va tac dong chong céac tac nhan ctia mang nhay va chét nhay. Do d6, carbocistein phuc hdi hoat
dong chirc ndng ctia biéu mé phé quan va chirc ning bai tiét théng thuong. Bé sung vao cac dac tinh
hoat dong 1&n chit nhay, carbocistein ciing cho thiy tac dong khang viém, chng 6 — xy hoa. Ngoai ra,
n6 con c6 kha ning wc ché su két dinh ciia cac tac dong khang viém, chéng 6-xy hoa. Ngoai ra, n6 con
c6 kha na“mg trc ché su két dinh ciia c4c tac nhan gdy bénh 12 vi khuin 1én bé mit céc té bao biéu mo
duong hé hip, day ciing c6 thé 12 mét co ché tac dong khac cia carbocistein trong viéc lam giam tin
xuét nhim khuén.

DAC TINH DUOC BONG HOC

Carboncistein dugc hap thu rit nhanh sau khi ding theo dudng udng. Nong d6 dinh trong tudn hoan
méu dat dugc chua dén 2 gid sau khi udng thubc. Thé tich phan bd ngoai ciia carboncistein 12 60 lit va
chi s dong hoc thay di theo mé hinh don khoang. Carboncistein cho thiy i luc giéng nhau ¢ cac mod
phdi va chit nhay ducmg ho hép, dat ndng d6 dinh hip thu & mang nhay sau 2 gio. Thoi glan ban thai
la khoang 2 glor Héu hét cac thubc duoc thai trir & than trong vong 24 gio, dac biét cha yeu dudi dang
khong bién dbi (80%) hodc cac chat chuyen héa sulphur hoa (15%), théng qua quan sat chat trung gian

d4anh d4u bién dbi trong cac mé hinh chuyén héa. Khong c6 thong tin dang ké vé hoat tinh dugc hoc
clia cac chit chuyén héa nay. C6 mot lugng nhoé thude duoc thai trur qua phan (0,3 %) va qua phdi.

DU LIEU TIEN LAM SANG

Nghién ctru trén dong vat thi nghiém khong cho thdy diu hiéu gay doc tinh rd rét nao dugc quan sat
khi dung véi miic liéu cao hon réat nhiéu so vdi muc liéu sir dung trén Iam sang. Khong thay c6 tai liéu
nao noi ve kha ning gy dot bién, gdy ung thu hodc gy anh huong t6i kha ning sinh san va su sinh dé
do thudc.

QUY CACH BONG GOI

Hop 1 lo 120 ml dung dich thubc di keém véi cbe dong c6 danh déu cac mic thé tich: 2,5ml, 4 ml, 5
ml, 7,5 ml, 8 ml va 10ml

DIEU KIEN BAO QUAN
Khéng bao quan trén 30°C.
Lwu y dic biét trong bido quin

Thudc khong c6 yéu cau déc biét trong bao quan
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HAN DUNG

18 thang ké tir ngdy san xut. 15 ngay sau khi mé nip lan dau
Luu y dic biét khi sir dung va xik Iy bao bi

Khéng c6 yéu ciu cu thé.

Moi phédn thubc du khong sir dung hét hoic d6 bao go6i can dugc xur ly theo cac quy dinh cua dia
phuong.

TIEU CHUAN CHAT LUQNG

Tiéu chudn co s&

SAN XUAT BOI

ITALFARMACO, S.A.

C/San Rafael, 3, Pol. Ind.Alcobendas, Alcobendas, 28108, Madrid/ Tay Ban Nha
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