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1. THANH PHAN CONG THUC THUOC

M3i goi 1,0 g cdm pha hdn dich INVIDTUS chia:

Thanh phan duee chit:

CABOCTEIRIN oo ciiminsnss WU THE

Thanh phin ti dwge:

Lactose monohydrat, L.-HPC (Low-substituted hydroxypropyl cellulose), xanthan gum, natri saccharin,
colloidal silicon dioxid, bét huong cam.

2. DANG BAO CHE

Cdm pha hdn dich uéng

Mo ta:

Goi chita com mau trang 101 (rang nga, kho toi,

3. CHI PINH

Newoi ldn:

- Viém dutmg hd hép trén (viém hong, viém thanh quéan), viém phé quan cap, hen phé quan, viém phé
quan man tinh, gian phé quan, lao phoi.

- Giam chét nhay va dich tiét trong bénh viém xoang man tinh.

Tré em:

- Vigm dudng hé hédp trén (viém hong, viém thanh quan). viém phé quan cap, hen phé quén, viém phé
quan man tinh, gidn phé quan, lao phdi.

- Giam chit nhay va dich tiét trong bénh viém xoang man tinh.

- Giam dich tiét trong bénh viém tai, chay dich dng tai.

4. CACH DUNG, LIEU DUNG

Cach dung:

Ding dudng uéng. Pha thude véi nude rdi ubng.

St dung thuoc ngay sau khi pha.

Liéu diing:

Ngwoi lon: Lidu thong thudng 500 mg (1 g6i)/1an x 3 lan mdi ngay.
Liéu ¢6 thé dwoc diéu chinh theo tudi va céc triéu ching cuia bénh nhan.
Tré em: 1iéu thong thudng 10 mg/kg thé trong/lan x 3 lan moi ngay.

[Liéu ¢é thé duoc didu chinh theo tudi va céc triéu chimg cia bénh nhén.



5, CHONG CHI PINH
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Man cam voi carbocistein hay bat ¢ thanh phan nao cua thuoc.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Su dung thédn trong irén nhitng bénh nhan sau.

- Bénh nhin rdi loan chire nang gan: Khi ding cho bénh nhan réi loan chire néing gan, chite ning gan
cé thé xdu di.

- Bénh nhan suy tim: DA c6 bao cdo ring cac logi thude twong ty anh huéng xdu vai bénh nhan suy tim.

St dung ¢ ngudi cao tuoi:

Neudi cao tudi co thé bi st cén do chire ndng sinh ly bi suy giam, nén than trong khi str dung thuée &
ngudi cao Ltuoi.
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* Canly bdo lién quan dén td duoc:

Lactose: Bénh nhan bj roi loan di truyén hiém gap nhu khong dung nap galactose, thi¢u hyt laclase
hoan toan hoac kém hap thu glucose- galactose khong nén dung thuoc nay.

7. SU DUNG THUOC CHO PHU NU' €O THAI VA CHO CON BU
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Str dung thuoe cho phu niv ¢6 thai

Khong khuyén cdo str dung cho phu nit ¢é thai hodc phu nir ¢é thé mang thai. Tinh an toan cua viée st
dung trong thdi ky mang thai chua duge thiét lap.

Su dung thute cho phu nir cho con bu
Khéng c6 théng tin vé anh huong cta thude trong thoi ki cho con b,

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

Khéng ¢6 thong tin vé anh huéng ciia thude 1én kha ning 14i xe va van hanh may moéc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tic thude
Khong co thong tin vé tuong tac thudce.

Twong ky
Do khéng ¢o cac nghién ctru vé tinh tuong ky ciia thude, khéng trdn 1an thudc nay véi céc thuoce khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Chiing duge phan loai theo quy ude nhu sau: rat thudmg gap (= 1/10), thudmg gip (> 1/100 dén < 1/10),
it gip (> 1/1000 dén < 1/100), hiém gap (= 1/10.000 dén < 1/1000), rat hiém gap (< 1/10.000) va khong
xéc dinh (khang thé uéce tinh tir dir lidu c6 sin).

- Tdc dung khéng mong mudn nghiém trong (Tan sudt khong xac dinh)

+ T6i ching Steven-Jonhson (SJS), hoi chimg hoai tu biéu bi nhiém dde (TEN):

C6 thé xudt hién, do dé cin quan sit k¥ céc biéu hién trén da. Néu gap bét ky triéu chirng nao cta hoi
chiing trén, ngimg sit dung thude va sir dung cde bién phép diéu tri hd tro thich hop.

+ Roi loan chire ndng gan, vang da:
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Ca thé xdy ra roi loan chire ning gan va vang da kem theo tang AST (GOT), ALT (SGPT), ALP, LDH...
Can quan sat k¥ va ngimg dung thude néu ¢ bat thuwdng. St dung cac bién phap diéu tri hd tre thich
hop.

+ Céc triéu ching gidng sbe phan vé:

C6 thé xdy ra cde triéu chimg giong sée phan vé (khd the, phi né, ndi may day...). Cén theo ddi bénh

nhéan cén thén.

- Tac dung khéng mong muon khac

x Z n T
Tan suiit khing xic dinh

Hé tiéu hoa Chan an. tiéu chay, dau bung. budn nén. non, chudng
bung. khd miéng
Qua man Phét ban, cham, ban do, pht né, sot, kha the
l Phan tmg khdng mong mudn khac Ngtra
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: Ngirng sir dung néu cac tri¢u chung quéd man xay ra.

11. QUA LIEU VA CACH XU TRI
Chura co dir liéu.

12. PAC TiNH DUQC LUC HQC

Nhém duwge Iy: Thude tiéu dom.

Ma ATC: RO5CB03

Tac dung

Téc dung cua L-carbocistein trén dudng the la binh thudmg hoa ty 1¢ thanh phén cua acid sialic va fucose
trong dom ¢ bénh nhan mic bénh duong thd man tinh (dié¢u chinh thanh phe‘in chat nhﬁy), va thue dﬁy
sira chita cac té bao biéu md niém mac phé quan ¢ bénh nhan viém phé quan man tinh. Tac déng binh
thudng hoa niém mac, tac dong trén xoang dé cai thién chire ning van chuyén mang nhay niém mac mii
bi suy gidm & bénh nhén viém xoang man tinh, tic dong sua chira roi loan niém mac xoang, tac dong
trén tai giira thuc ddy bai tiét khoang tai gitra.

13. PAC TINH DUQC PONG HOC

Hip thu: Carbocistein hap thu nhanh khi sir dung bing dudmg udng. Nong do dinh trong huyét twong
dat duge sau 1 - 2 gid.

Phin bd: Thude thim t6t qua mo phéi, niém dich dudng ho hap va o tic dong tai chd.

Chuyén héa, thii trir: Thoi gian ban iy trong huyét tweng 12 1,5 - 2 gié. Phan [én thude bai tiét qua

nude ticu dudt dang khdng doi.

14. QUY CACH DONG GOI
Hép 30 goi x goi 1.0 g; go6i mang nhom ghép gidy, kém 16 huéng dan sir dung.

Hop 50 géi x gbi 1.0 g gdi mang nhom ghép gidy. kém t& huéng dan sir dung.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUOQNG CUA THUOC



Dicu kign bio quin:

Not khé thodng, tranh dnh sang, nhiét do dudi 30°C.
Han ding: 36 thang ké tir ngay san xudt.

Tiéu chuin chit lwgng: TCCS.

16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

Co so san xudt: CONG TY CO PHAN DUQC ENLIE

Dia chi: Pudng NAG, khu cang nghiép My Phuée 2, phuong My Phude. thi xa Bén Cat, tinh Binh
Duong, Viét Nam.

Dién thoai: 02743553326 Fax:

17.NGAY XEM XET SUA DOY, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG THUOC

Phién ban | Neay Noi dung
| g 22/07/2022 | Soan huéng din st dung 1an dau




