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1. THANH PHAN CONG THU'C THUOC

Ma3i vién nén bao phim chira:

Thanh phan hoat chdt:

Carbocisteine o 500 mg.

Thanh phan ta diroc: Lactose monohydrate, L-HPC (Low-subst

Croscarmellose sodium, Sodium lauryl sulfate, Magnesium steard

Doc ky hiedng dan sir dung trieée khi dimg

tuted hydroxypropyl cellulose),
te, Opadry White.

2. DANG BAO CHE

Vién nén bao phim.

Mo ta: Vién nén bao phim hinh thudn dai, mau trdng, hai mat nhiin, canh va thanh vién lanh lan.

3. CHI PINH

- Dung dé long dom trong céc bénh sau:

Viém dudng hé hép trén (viém hong, viém thanh quan), viém phé quan cap, hen phé quén, viém

phé quan man tinh, gian phé quan, lao phdi.
- Dan luu viém xoang man tinh.

* Thude chi dung cho ngudi 16n.

4. CACH DUNG, LIEU DUNG
Cich dung:

Pudng udng.

Li¢u ding:

Liéu théng thudong danh cho nguoi 16n 1a 500 mg carbogisteine (

vién)/ ldn, ngay ding 3 lan.

Litu lugng c6 thé duge diéu chinh theo tudi va céc triu ching clia bé¢nh nhan.

5. CHONG CHI DINH

Min cam véi cac carbocisteine hodc véi bat ky ta duoc ndo ¢6 trong thanh phén cia thude.

Bénh nhéan loét da day ta trang dang tién trién.
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HB%hHmHan bi réi loan tim: ¢6 bdo cdo cho ring céc loai thud
E'LEX ph déi véi bénh nhan suy tim.
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nhan r6i loan chiic ning gan: chirc néng gan ¢6 thé xau di.

c tuong tu carbocisteine cd tac

- Phu nit mang thai: khéng dung thube cho phu nit ¢6 thai hodc phu nit ¢6 thé dang mang thai.

- Phu ntr cho con bi: viée tiép tuc hodc ngimg cho con bl nén dugc xem xét, ¢é tinh dén loi ich

diéu tri va loi ich cta viée cho con bu.

- Ngudi cao tudi: cin than trong khi sir dung thuéc, do chirc ning sinh 1y & ngudi cao tudi giam.

- Vide str dung carbocisteine s& lam giam do nhét cua chit nhiy, doi hoi phai lam sach thong qua

hoat dong ctia 16ng chuyén biéu mé va phan xa ho. Do do, khong khuyén céo s dung dong thoi

v6i thude chong ho.
- Thén trong & nhirmg ngudi ¢6 tién sir loét da day té trang hodc n

thude duge biét 12 gdy chay mau dudng tiéu héa. Vi thude tiéu nh

hing ngudi dung dong thai céc

4y ¢6 thé pha v& hang rao niém

mac da day, nén than trong & nhitng bénh nhén ¢6 tién sir loét da day ta trang. Néu xay ra chay

mau dudng tiéu hoa, bénh nhin nén ngig thude.

- Than trong voi cac trudng hop sau:

+ Ngudi bénh hen ¢6 tién sir co that phé quan.

+ Suy hd hip ning.

+ Bénh nhan suy nhuoc. Giam phéan xa ho ¢6 nguy co tic nghé
tang I¢n.

Canh bio ta duoc:

Lactose: Bénh nhéan bi r6i loan di truyén hiém gip nhu khong
lactase hoan toan hogdic kém hip thu glucose- galactose khong nén
Natri: Thube nay c6 chira dugi 1 mmol (23mg) trong mdi vién, v

chira natri”,

n dudng thd do lugng dich tiét

dung nap galactose, thiéu hut
ding thude nay.

& co ban dugc xem nhu “khong

7. SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON BU

Thoi ky mang thai:
Khong ding thude cho phy nit ¢6 thai hodc phu nit ¢6 thé dang ma
Thoi ky cho con bu:

Viée tiép tuc hodic ngirng cho con bl nén duge xem x¢ét, ¢ tinh d

viéc cho con bu.
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ing thai

én loi ich diéu tri va loi ich cua
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G TAC, TUONG KY CUA THUOC

tdc ciia thude

Khoéng cd thong tin.
Twong ky cia th ude

Do khdng cé céc nghién ciru vé tinh twong ky cta thube, khong tron lan thude nay vai cae thude
khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC
Céc tdc dung khong mong mudn sau diy c6 thé xay ra, vi vy hay theo doi bénh nhan cén thén va
néu quan sat thdy bt k¥ ddu hiéu bét thudong nao, hdy thuc hién cac bién phép thich hop nhu
ngimg ding thudc.

* Cdc td dung khdong mong mudn nghiém trong:

- Hoai tir biéu bi nhidm doc (TEN), hoi ching da va niém mac (héi chitng Stevens- Johnson)
(khong ro tin su:’it).

- R&i loan chirc ning gan, vang da (khéng rd tan sudt):
Tang AST, ALT. ALP va LDH c6 thé xay ra.

- Séc, phan vé (khong rd tan suat):

Kho tho, phu né, phat ban, ... c6 thé Xay ra.

* Cdc tdc dung khdng mong mudén khic:

0,1% - dudi 5% Dwoi 0,1% Khong rd tin suat

H@ tiéu hoa L Budn non, nén,
Chan an, ticu chay,

chudng bung, khd
dau bung .
miéng
Qua min Phat ban Bénh cham, ban d¢ Ph, s6t, kh6 tho
Khie N : ~ Cam gﬁc ngflja _____

Bdo cdo phan img ¢6 hai ciia thuoc:
Cin théng bio cho bac sy, duoc sy dbi véi cac phan tmg c6 hai ¢p thé gap phai khi str dung thube

hodic bdo cdo cdc phan (mg ¢6 hai cia thude vé Trung tdm Thong tin thude va Theo doi phan (g

¢0 hai cua thude.
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12. DAC TiNH DUQC LUC HQC

Nhom dwore 1y: Thude tiéu chét nhdy.

Ma ATC: RO5CBO03

Co ché tic dung:

Carbocisteine cai thién kha ning van chuyén chét nhay thong qua
binh thudng héa niém mac, ddng thoi thiic ddy bai tiét dom va dic
[Piéu tri viém dudng hd hip trén (viém hong, viém thanh quan), v
quan, viém phé quan man tinh, gian phé quan va lao phoi].

Tdc dung diéu chinh thanh phin chit nhiy

Binh thuong hoa ty 1¢ thanh phén cua acid sialic va fucose trong d

dudmg ho hip man tinh.

qua liéu carbocisteine

tac dung diéu hoa chit nhiy va
h tiét miii.

iem phé quan cép tinh, hen phé

om ctia bénh nhan méc bénh

Binh thuong héa enzyme phén huy acid sialic/fucose va hoat dong tong hop acid sialic/fucose,

thay ddi do tiép xuc v6i khi sulfit. Pdng thoi, né ngan chin sy gia
Muc-5ac), thanh phan chinh ctia chét nhdy tiét ra (chudt).

Tic dung vic ché ting sin té bao hinh dai

Carbocisteine ngan chan sy tang san té bao hinh dai trong dudong t
khi sulfur dioxide (chudt).

Tic dung trc ché viém dwong ho hip

Carbocisteine ngdn chan su xam nhap (s6 lugng) té bao viém vao
dong va hoat dong elastase tang lén do tiép xtic v6i khi sulfur diox
Viée kich hoat bach céu trung tinh & ngudi dugc kich thich boi (M
Tdc dung binh thuong héa niém mac
Carbocisteine thic ddy viée stra chita céc 1€ bao c6 16ng trong biéy
bénh nhan viém phé quan man tinh.

[DAn luu viém xoang man tinh].

Tdc dung cdi thi¢gn khd ning van chu yén chit nhiy
Carbocisteine cai thién kha nang van chuyén chdt nhay cua niém n
xoang man tinh.

Tdc dung binh thwong hoa niém mac
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tdng san xudt mucin (protein

ho trong mé hinh tiép xtic voi

duong tho, lugng oxy hoat
ide (chudt).

LP da bi tic ché (in vitro).

mo ctia niém mac phé quan &

nac mili & bénh nhan viém
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Carbocisteine lam giam ton thuong chét nhdy xoang do tiém ndi doc td hoac tiép xic véi khi

/”/05‘U - U%a;l, dioxide va thiic ddy qua trinh sira chira (tho).
%S ;

bi da trong huyét tuong dat

ha dung sinh hoc ciia thuéc thap, dudi 10% li¢u dung, ¢6 thé 1 do chuyén héa trong long éng
va tdc dung chuyén hoa qua gan lan déu rd rét.
Thoi gian ban thai khoang 2 gid. Carbocisteine va cac chét chuyén hda ctia n6 chi yéu duoc dao

thai qua than.

14. QUY CACH DONG GOI
Hop 03 vi x 10 vién nén bao phim, vi nhém - PVC, kém to hudng dan str dung.
Hop 06 vi x 10 vién nén bao phim, vi nhém - PVC, kém & hudng dan sir dung.

Hop 10 vi x 10 vién nén bao phim, vi nhém - PVC, kém t& hudng dén sir dung.

15. DIEU KIEN BAO QUAN

Pé noi khd rdo, tranh anh sang, nhiét do khong qué 30°C.

16. HAN DUNG
24 thang ké tir ngdy san xudt.

17. TIEU CHUAN CHAT LUQNG

Tiéu chuin co so.

18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC PHAM SOHA VIMEX
Puong N1 — Khu cong nghiép Yén My 11, thi trdn Yén My, huyén Yén My, tinh Hung Yén, Viét

Nam.
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