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Chidinh, chéng chidinh va
cdcthéngtinkhdc: Xindoc
trong t& huéng dan sd dung.

DE xatdm tay tré em.
Boc k§ hudng dén sl dyng
trudc khi dung.

Bao quan & nhiét dd dudi 30°C,
ndi khd réo, tranh &4nh séng.

Sin xal tai:
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THANH PHAN: COMPOSITION:
Siré gﬁi :::1 60 mi chda: Syrup Each botte 60 mi contains
Taduaovia i, 80m Excororts 45......... 60 |
. Céach ding - Liéu dung: - Administration and dosage
Broncysting' | -oiwawmguns " | Broncysting’ | -reouse "
Carbocystein 100 mg/5 ml | 3 14nmaay. " | Carhocisteine 100 mg/5 Ml | 5 mix twice daly
- Tré em trén 5 tudi: 5mifdn, - Children over 5 years old:
. 3 l&n/ngay. 5 ml x 3 times/day.

Indications, contraindications
and other information: see the
Insert.

Keep out of reach of children.
Read carefully the enclosed
insert before use.

Store at temperature below 30°C,
in adry place, protect from light.
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Carbocystain.. . Carbocisteine.. .. .. 1200 mg
T‘Im ia di. g S&rnl Bl'oncystllle tnﬂintior?s admimst-rft‘in' duigg‘g
Chi dinh, cdch ding, I€u dung, chéng
Ghl dinh v c4c thong tin khdc. X co.. Carbocystain 100 mg/S mi  oniraindications and other information
trong 1 huong din si dung Keep out of reach of children.
Bé xa t4m tay tré em. Read carefully the enclosed Insert
huing din sif dyng trudic khi ding. before use.
Bédo qudn d nhidt dd dudi 30°C, nol khd Store at temperature below 30°C, in a dry
r4o, trénh 4nh sing. place, profect from light
San xudl tai: ~ Manutactured by:
(‘) mncﬁmﬁu (#) OPV PHARMACEUTICAL
Pharmaceuticals JOINT STOCK CO.
Chal 60mi S6165X:  HD:
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‘Broncystine

Carbocystein 100 mg/5 ml

THANH PHAN:

M&i chai 90 ml chda:
Carbocystein............. 1800 mg
Ta dugec via dd............. 90 mi

Cédch ding - Liéu ding:

- Dung dudng uéng.

- Tré em 2 - 5 tudi: 5 miMdn,
2 lan/ngay.

- Tré em trén 5 tudi: 5 miNdn,
3 lan/ngay.

Chidinh, chéngchidinh va
cdcthéngtinkhdc: Xindoc
trong t& hudng dan s dyng

D€ xa tdm tay tré em.

Poc ki hudng ddn sl dung
trude khi ding.

B4&o quan & nhiét dd dudi 30°C,
noi khd réo, tranh anh sang.

Sdn xusl tai:

_/# )

cNG TY cd PHAN DUGC PHAM OPV
S8 27, Dudng 3A,
Khu Gting Nghiép Bign Hoa Il
Phuing An Binh,
Tp. Bign Hoa, Tinh Bfng Nai,

Nhin hop

Broncystine

Carbocisteine 100 mg/5 ml

COMPOSITION:
Each bottle 90 ml contains:
Carbocisteine............ 1800 mg

Excipients g.s................

Administration and dosage:
- For oral use.

- Children 2 - 5 years old:

5 ml x twice daily.

- Children over 5 years old:
5 ml x 3 times/day.

Indications, contraindications
and other information: see the
insert.

Keep out of reach of children.
Read carefully the enclosed
Insert before use.

Store attemperature below
30°C, inadry place, protect
from light.

Manufactured by:

(g
Pharmacouticaly
0PV PHARMACEUTICAL JOINT S3TOCK CO.
No. 27, 3A Street,
Bien Hoa |l Industrial Zone,
An Binh Ward,
Bien Hoa City, Dong Nai Province.

THANH PHAN: M3i chai 90 mi chia
Carbocystein................ ... 1800 mg
T4 dupc vira dil 90 mil
Chi dinh, cdch ddng, lifu dong, chding chi
dinh va cdc thdng tin khic: Xin doc tiong
t huong ddn sit dung

BE xa tdm tay tré em.

Boc ki hudng dén sif dung trude khi ding.
Bao quén o nhiét 08 dudi 30°C, noi kho réo,
trénh &nh séng.

) San xudt tai:
( # ) cona v o8 PHAN
pharmacecticas DUGC PHAM OPY

S6 16 SX/ Lot N*
NSX/ Mfg. Date:
HD/ Exp. Date:

Nhin chai

COMPOSITION: Each bottie 90 mi contains:
rbocisteine. ...

. ® Ca
Broncystine i os
Indications, administration, dosage,
Carbocystein 100 mg/S ml  gontraindications and other information:
See the insert
Keep out of reach of children.
Read caretully the enclosed inser

before use.

Store at temperature below 30°C, i a dry
place, protect from light.
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S RONCYSTINE®

Carbocystein

. ang trroc khi ding
Théng bao ngay cho bac sy hodc dwgc sy nhitng tic dung khong mong mudn gip phai khi sir
dung thude

PHAN I. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

. THANH PHAN, HAM LUQNG CUA THUOC: Mdi 60 ml sird chita:
Hoat chat: CHEBICYSIEH onnmnaawiseis 1200 mg
Ta duwpe: Dudng tring, methyl paraben, ponceau 4R, vanilin, huong dau dang long, hwong cherry
dang long, natri hydroxyd, nuéc tinh khiét.

. MO TA SAN PHAM:
Dung dich trong, sanh, mau héng, huong dic trung, vi ngot, khong ¢6 sui bot khi, tia, vat la hoic
vang mbc.

. QUY CACH PONG GOI:
Hop 01 chai x 60 ml
Hop 01 chai x 90 ml

. THUOC DUNG CHO BENH Gi:

BRONCYSTINE (chira hoat chat carbocystein) la mt thude thude nhém thude long dom.
BRONCYSTINE dugc sir dung trong diéu tri roi loan tiét dich phé quan, dac biét la trong cac bénh
phé quan cép tinh: Viém phé quan cép tinh va dot cdp ciia viém phé quan phéi man tinh.

. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:
Cdch dimg: Dung duong ubng.
Liéu dimg:
Mai 5 ml sir6 chira 100 mg carbocystein.
Tré em 2 — 5 tudi: 5 ml/lan, 2 lan/ngay.
Tré em trén 5 tudi: 5 ml/lan, 3 1an/ngay.
Thoi gian diéu tri nén ngén va tir 8-10 ngay.
. KHI NAO KHONG NEN DUNG THUOC NAY:
Khéng ding BRONCYSTINE néu:
e Ban di (ng v6i carbocystein hay bat ky thanh phan nao khic cuia thude.
e Con ban dudi 2 tubi.
e Ban bi loét da day tién trién.
. TAC DUNG KHONG MONG MUON:
Hé ho hép: Nguy co  dich tiét phé quan & tré so sinh.
Hé mién dich: Phan (mg phan vé va ban dé nhiém sic cb dinh.
Tiéu hoa: Xuét huyét tiéu hoa, dau da day, budn non, non, tiéu chay.

Y

1/5




Da va mé dudi da: Ngira, phét ban da va ban do di img, néi may day va phit mach. Mot s6 trudng

hop ¢4 biét ciia viém da béng nude nhu hdi chimg Stevens-Johnson va héng ban da dang ciing da
duoc bao cao.
Thong bado ngay cho bdc sy hodc dwgc sy nhimg tac dung khong mong muon gap phai khi sir dung
thuoc.

8. NEN TRANH DUNG NHUNG THUOC HOAC THU'C PHAM Gi KHI PANG SU DUNG

THUOC NAY:
Chura ¢6 bao céo.

9. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC:
Néu ban quén ding thudc, diing né ngay khi ban nhé. Néu thoi gian gan t6i lidu ké tiép, thi hay bo
qua liéu bi quén va ding lidu ké tiép theo ké hoach binh thuong. Khong nén gip doi lidu dung.
10. CAN BAO QUAN THUOC NAY NHU THE NAO:
O nhiét d¢ duéi 30°C, noi khé réo, tranh 4nh sang.
11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
Néu ban dung qua liéu BRONCYSTINE, thubc c6 thé gdy rdi loan tiéu héa.

12. CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:
Néu ban ding BRONCYSTINE qua liéu khuyén céo:

Thong béo ngay cho bac s§ hodc dén bénh vién gin nhat.
Nhé mang theo nhén thude hodc lugng thude con lai dé bac sy biét thubc ma ban da dung.

13. NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY:
Tham khio ¥ kién bic sy trwoe khi sir dung néu:

Ban khac dam nhéy va ¢6 mu hodc sot hoic bénh phoi va phé quan man tinh.
Ban dang duing céc thude chdng ho va/hodc chit lam giam tiét dich (nhu atropin).
Ban la ngudi cao tudi.

Ban ¢6 tién sir loét da day ta trang.

Ban dang dung ddng thoi céc thude c6 kha nang gy xuat huyét tiéu hoa.

Diéu tri can dugc danh gia lai trong trudong hop céc triéu chimg hodc bénh ly dai ding hodc ning
hon.

Ngung sir dung thudc va théng bao cho bac sy ngay lap tire néu c6 xuat hién chay mau tiéu hoa
trong qua trinh dung thude.

Thube nay ¢ chira:

+ Puong. Néu ban di biét ring ban khong dung nap mdt vai loai duong thi hdy thong bao cho bac
sy trude khi sir dung thude nay.

+ Methyl paraben, c6 thé gy phan Gng di (mg.

+ Ponceau 4R, ¢6 thé gay phan ung di img.

+ 13 mg natri trong 5 ml siré. Can can nhéc néu ban c6 ché do an kiéng mudi.

Thoi ky mang thai: Néu ban dang mang thai, hoic nghi ring ban dang mang thai, tham véan y

kién béc s§ trude khi str dung thude. Khong nén ding thude trong 3 thang dau thai ky.
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Thoi ky cho con bi: Chua c6 dir liéu vé viéc carbocystein ¢é di vao trong sita me hay khong.
Tuy nhién, do ddc tinh thap, nguy co tiém an ddi vdi tré c6 vé khong dang ké trong trudong hop
diéu tri bang thudc nay. Vi vy, ¢6 thé cho con b sira me khi dang duing thudc nay.
Anh huwéng cia thude d6i vai cong viée: Chua c6 nghién ciru vé anh huong 1én kha ning i tau
xe, van hanh may méc, lam viéc trén cao va ciac truong hop khac di dugc thuc hién vai
BRONCYSTINE.
14. KHI NAO CAN THAM VAN BAC SY, DUQC SY:
Trong trudng hop qua liéu hoic tic dung khong mong muédn.
Khi dang dung thudc khéac hodc mot loai thuc pham.
Néu can thém théng tin xin hoi y kién bac sy hoic dwoc sy.
15. HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuét. Khong dung thude khi qué han dung.

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

(eha)

Pharmaceuticals
WHO-GMP
CONG TY CO PHAN DUQC PHAM OPV
S6 27, Puong 3A, Khu Cong Nghiép Bién Hoa II, Phuong An Binh, Tp. Bién Hoa, Tinh Dong Nai.
DT: (0251) 3992999 Fax: (0251) 3835088
17. NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG

THUOC:
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PHAN II. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1. DUQC LUC HOQC:
Nhom diege Iy: Thude long dom.
Ma ATC: RO5SCB03
Co ché tac dung:
Carbocystein la thube long dom c6 tac dung bién ddi dich tiét nhay Thudc tac dong 1én giai doan

gel cta dich nhay, nhiéu kha nang bang cach cit dut cac clu ndi disulfid cua cic glycoprotein, do
do thic day viéc khac ra dom.

2. DUQC PONG HOC:

Hap thu: Sau khi udng, carbocystein duogc hép thu nhanh. Ndng do dinh trong huyét tuong dat dugc
trong 2 gid.

Phdn bé: Carbocystein thdm qua md phdi, niém dich dudng hod hép.

Chuyén héa: Sinh kha dung cuia thude thap, it hon 10% liéu dung, rat ¢6 thé 1a do chuyén héa & ruét
va chuyén hoa ban diu déng ké & gan. Sy acetyl hoa, decarboxyl héa va sulfoxid hoa 13 cac duong
chuyén héa chinh. Sy sulfoxid héa c6 thé bi chi phéi bai sir da hinh gen.

Thai trie: Thoi gian ban thai vao khoang 2 gid. Carbocystein va cac chat chuyén héa duoc thai trir
chii yéu qua than.

3. CHI PINH:

Diéu tri rdi loan tiét dich phé quan, dic biét 1a trong cac bénh phé quan cdp tinh: Viém phé quan cip
tinh va dot cap ciia viém phé quan phdi man tinh.

4. CACH DUNG, LIEU DUNG:

Cdch diing: Dung dudong udng.

Liéu ding:

MJdi 5 ml sird chira 100 mg carbocystein.
Tré em 2 — 5 tudi: 5 ml/lan, 2 1an/ngay.

Tré em trén 5 tudi: 5 ml/1an, 3 lan/ngay.
Thoi gian diéu tri nén ngén va tir 8-10 ngay.

5. CHONG CHI PINH:

Man cam véi carbocystein hodc bat ky thanh phan nao khac cia thude.
Tré em dudi 2 tudi.
Bénh nhan bi loét da day tién trién.

6. LUUY VA THAN TRONG: o , _
Danh gia lai tinh trang 1am sang trong truong hop dam khac nhay va c6 mi hoac sot hodc bénh phoi
va phé quan man tinh.

Phan xa ho khac dam can phai duoc bao ton vi 1a yéu té co ban bao vé phbi - phé quan.
Khéng nén phdi hop véi cac thude chdng ho va‘hodc chat lam giam tiét dich (nhu atropin).
Thuée long dom c6 thé gy i dich tiét phé quan & tré so sinh. Thuc té, do dic diém sinh 1y cua
dudng ho hdp nén kha nang téng dom cua phé quan bi han ché. Do d6 khong nén dung thude long
dom cho tré so sinh.
Piéu tri cn duoc danh gié lai trong trudng hop cic triéu chimg hodc bénh 1y dai ding hoic ning
hon.
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Nén sir dung than trong & ngudi cao tudi, ngudi cé tién su loét da day ta trang, hay ngu¢i dang dung
dong thoi céc thude c6 kha nang gdy xuét huyet tiéu hoa. Néu chay mau tiéu hoa xay ra, bénh nhén
nén ngung sir dung thude.
Thube nay chira:
+ Duong trang (sucrose). Nhimg bénh nhan ¢6 van dé di truyén hiém gap khong dung nap fructose,
kém hép thu glucose-galactose hoc thiéu sucrase-isomaltase khong nén dung thudc nay.

+ Methyl paraben, c6 thé géy phan (mg di img (c6 thé phan (mg mudn).
+ Ponceau 4R, c6 thé gay phan tmg di tmg.
+ 13 mg natri trong 5 ml siré. Can can nhic khi st dung cho bénh nhan c6 ché d an kiéng mudi.
Thoi ky mang thai: Mic du cac thir nghiém trén cic dong vat c6 vii khong cho thiy tic dung gy
quai thai, carbocystein khong duoc khuyén cdo trong 3 thang dau cua thai ky.
Thoi ky cho con bi: Chua cé dir liéu vé viée carbocystein c6 di vao trong sira me hay khong. Tuy
nhién, do ddc tinh thap, nguy co tiém an ddi véi tré c6 vé khong dang ké trong truong hop diéu tri
bang thudc nay. Vi vay, c¢6 thé cho con bu sira me khi dang dung thude nay.
Anh hwdng cia thude ddi véi cong viéc: Chua ghi nhan duge béo cdo phan (g bat loi hodc chwa
¢6 nghién ciru ndo vé anh hudng cia thude 1én kha niang van hanh may méc, 14i tau xe, nguoi lam
viéc trén cao va cac truong hop khic.

7. TUONG TAC THUOC:
Chua c6 bao cdo.

8. TAC DUNG KHONG MONG MUON:
Heé ho hap: Nguy co @ dich tiét phé quan & tré so sinh.
Hé mién dich: Phan (mg phan vé va ban do nhiém sic ¢6 dinh.
Tiéu héa: Xuét huyét tiéu héa, dau da day, budn nén, ndn, tiéu chay.
Da v md dudi da: Ngtra, phét ban da va ban do di img, ndi may day va phii mach. Mot sb truong
hop ca biét ctia viém da béng nude nhu hdi ching Stevens-Johnson va hong ban da dang ciing d
dugc bao céo.

9. QUA LIEU VA XU TRI:
Triéu chimg: R6i loan tiéu héa la trigu chl.mg thudng gap nhat khi qua liéu carbocystein. y
Cdch xir tri: Rira da day ¢6 thé c6 ich, tiép tuc theo ddi bénh nhan.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:
Khéng ding qui liéu chi dinh.
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