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Pon vi: CONG TY CO PHAN DUGC TW3 - CETECO US
DC: 115 Ngé Gia Ty, P. Hai Chau 1, Q. Hii Chau, TP. Pa Ning
Tén san pham: Hop CENBROXOL 20 - 3 vi

Kich thude: 120 x 47 x 25 mm Hop gidy

Hép 3 vi x 10 vién nén ngam

Cenbroxol 20

Ambroxol hydroclorid 20 mg

DUGC
TRUNG UONG 3

Cenbroxol 20

Ambroxol hydroclorid 20 mg

THANH PHAN: DE XA TAM TAY TRE EM

DOC KY HUONG DAN SU DUNG TRUGC KHIDUNG
BAD QUAN O NHIET DO KHONG QUA 30c

X wéng d ! 6¢ kem theo A $615 SX/ Batch No.
5 3 NSXIMfg.Date :
JExp.Dat
SBKIReg.No: HD/Exp.Date

WHOGMP Box of 3 blisters x 10 lozenges

Cenbroxol 20

Ambroxol hydrochloride 20 mg
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COMPOSITION: KEEP OUT OF REACH OF CHILDREN

By READ THE DIRECTIONS CAREFULLY BEFORE USE
actured b
9€ CENTRAL PHARMACEUTICAL JOINT STOREAT THE TEMPERATURE NOT EXCEEDING 30°C
« INDICATIONS, ADM)NISTRATION STOCK COMPANY N.3 KEEP INA COOL, DRY PLACE, PROTECT FROM LIGHT
CONTRAINDICATIONS AND OTHER 115

INFORMATION:
Please see the enclosed leaflet.
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Pon vi: CONG TY CO PHAN DUGC TW3 - CETECO US
DC: 115 Ngb Gia Ty, P. Hai Chau 1, Q. Hii Chau, TP. Pa Ning
Tén san pham: Hop CENBROXOL 20 - 2 vi

Kich thurée: 120 x 47 x 20 mm Hop gidy

Hop 2 vi x 10 vién nén ngam

Cenbroxol 20

Ambroxol hydroclorid 20 mg

pugc
TRUNG UONG 3

THANH PHAN: DE XA TAM TAY TRE EM
d San xuét tai BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
s CONG TY CO PHAN DU'OC TRUNG UONG 3 BAO QUAN & NHIET DO KHONG QUA 30°C
INH H DUNG, CHONG CHi BIN NOKHO MAT, TRANH ANH SANG TRUC TIEP
CAC THONG TIN KHAC: 1
Xer s
Tiéu chuan: TCCS
SDK/Reg.No:
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WHOGMP Box of 2 blisters x 10 lozenges

- Cenbroxol 20

Ambroxol hydrochloride 20 mg

o
DUoC

TRUNG UONG 3

COMPOSITION:
Ambroxc feleallely .20 mg

Manuiactured by
CENTRAL PHARMACEUTICAL JOINT
Excipien lonzenge STOCK COMPANY N.3

INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS
AND OTHER INFORMATION: Please see the enclosed leaflet.

Cenbroxol 20

Ambroxol hydroclorid 20 mg
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Pon vi: CONG TY CO PHAN DUGC TW3 - CETECO US
BC: 115 Ngb Gia Ty, P. Hai Chau 1, Q. Hai Chau, TP. Pa Ning
Tén san phdm: Hop CENBROXOL 20 - 5 vi

Kich thuée: 120 x 47 x 35 mm Hop gidy
‘r WHOGMP Hép 5 vi x 10 vién nén ngam
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COMPOSITION:

Ambroxol hydrochloride ...
Excipients

INDICATIONS, ADMINISTRATION,

CONTRAINDICATIONS AND OTHER INFORMATION:

Please see the enclosed leaflet. J i I ; u

9351371700177

KEEP OUT OF REACH OF CHILDREN
READ THE DIRECTIONS CAREFULLY BEFORE USE
STORE AT THE TEMPERATURE NOT EXCEEDING 30°C
KEEP INA COOL, DRY PLACE, PROTECT FROM LIGHT

Manufactured by:
CENTRAL PHARMACEUTICAL JOINT
STOCK COMPANY N.3
115 Ngo Gia Tu Street - Hai Chau 1 Ward
Hai Chau District - Da Nang City

No\ 3 2z /g
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Don vi: CONG TY CO PHAN DUGC TW3 - CETECO US
DC: 115 Ngé Gia Ty, P. Hai Chau 1, Q. Hii Chau, TP. Pa Ning
Tén san pham: Nhin vi CENBROXOL 20

Kich thude: 117 x 45 mm
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HUONG DAN SU DUNG THUOC

CENBROXOL 20

1. Tén thuée: CENBROXOL 20
2. Céc dau hiéu lvu ¥ va khuyén cdo khi diing thude:

“Dé xa tam tay tré em
DPoc ki hudng dén sir dung truée khi dimg
Théng bdo cho bdc st nhiing tdc dung khong mong mudn gdp phdi khi sir dung thuée”
3. Thanh phén cong thirc thube:
M&bi vién nén ngim CENBROXOL 20 chua:
Thénh phén hoat chdt:
AnbroRo] By draBloTidd ; cousmmmsss mumesissssossoniasronsnossinismins snsmpsavmsaasiasersss vrssssaiiss sanssvs 20 mg
Théanh phén td dvoe:
Lactose monohydrat, avicel 101, PVP K30, sucralose, menthol, aerosil, magnesi stearat
vira du 1 vién.
4. Dang bao ché: Vién nén ngém
MG ta: Vién nén hinh tron, mau triing, hai mit nhiin, canh va thanh vién lanh lin.
5. Chi dinh:
Giam dau hong cip tinh.
6. Céch ding, lidu ding:
Cdch dung: Ngam.

Liéu dimg:

- Ngudi 16m va tré em > 12 tudi: Ngam 1 vién/lan. Téi da 6 vién/ngdy. Sir dung tdi da trong
3 ngdy. Néu céc triéu chiing kéo dai hodc s6t cao xay ra, bénh nhén nén tham khao y kién
béc si.

- Tré em dudi 12 tudi: Khong sit dung cho tré em dudi 12 tudi.

7. Chéng chi dinh:

Qué man v&i ambroxol hodc bat ky thanh phén nao ctia thude.

8. Canh bdo va thin trong khi ding thudc:

- Cé4c truong hop ban d6 da dang nghiém trong, hdi chimg Stevens-Johnson (SSJ)/hoi
ching Lyell va phan @mg da myun mu ngoai ban toan than chp tinh (AGEP) lién quan dén
viéc st dung ambroxol da duge bdo cdo. Néu c6 cac ddu hiéu hodc triéu chimg cia phat
ban da dang hoat dong (doi khi lién quan dén muyn nude hoic tdn thwong niém mac), nén
nglng diéu tri ambroxol ngay 1ap tirc va hoi y kién bac si.

- Céc truong hop khé thé c6 thé quan sat théy trong bdi canh cac bénh tiém 4n (vi du: rbi
loan nudt). Phan Ging dj Gng tai chd (phi mach) cling ¢6 thé gy kho th.

* - Pic tinh giy té cuc b ctia ambroxol ¢ thé gop phén lam suy giam nhén thic & hiu hong
(giam cam giac & mi¢ng va héu hong).

- Thudc khong thich hop d& didu tri loét miéng. Trong trudng hop ndy, nén tham khdo y
kién ciia bac si.

- Trong trudng hop suy than hodc bénh gan ning, chi sit dung sau khi tham khao y kién
bac si. Nhu voi tht ca céc san phim thube duge chuyén hoa & gan va thai trir qua thén, sy
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tich tu cac chit chuyén hod clia ambroxol dugc san xuét & gan co thé xay ra trong trudng
hop suy than ning.

- Trong thanh phin thubc c¢é chira lactose, nhitng bénh nhan c6 céc véAn d& v& di truyén
hiém gip nhu khéng dung nap galactose, thiéu men Lapp lactase hoic hip thu glucose-
galactose kém khéng nén ding thudc nay.

- Tré em: Khong nén st dung cho tré em dudi 12 tudi.

9, Sit dung thudc cho phu nir ¢6 thai va cho con bii:

- Thoi ky mang thai: Ambroxol hydroclorid di qua hang rao nhau thai. Céc nghién ctru trén

dong vat cho thiy bat ky tac dung c6 hai truc tiép hodc gian tiép nao trong qué trinh mang E?g
thai, sy phét trién ctia phoi thai va thai nhi, qué trinh sinh né hogc phat trién sau khi sinh. NGT
Theo kinh nghiém 14m sang sau tudn 28 ctia thai ky cho thiy khong c6 téc dung c6 hai nao ;u'gg'

dbi v6i thai nhi trong thai ky. Dic biét trong ba thang dau thai ky, khoéng nén st dung 5 UON

thudc. .
- Thoi ky cho con bii: Nghién clru trén dong vt di chi ra ring ambroxol hydroclorid duge pi2

bai tiét qua stta me. Do d6, khong khuyén cdo & phu nit dang cho con bu, mic di khong co
tac dung phu nao duge mong dgi & tré bu me.

10. Anh hwéng ciia thude 1én kha ning l4i xe, van hanh may méc:

Chuwa ¢6 bing chimg vé anh hudng clia thude 18n kha nang 1ai xe, van hianh may méc.

11. Twong tac, twong ky, ciia thude:

- Khéng c6 twong tac bat 1i lién quan dén 1am sang véi céc thube khac duge biét dén.

12. TAc dung khéng mong mudn ciia thudc (ADR):

Thuong gdp, 1/100 <ADR < 1/10

- Than kinh: Loan vi giac (thay dbi vi giac).

- Tiéu hod: Gidm cam gi4c miéng va hiu hong, budn non.

It géip, 1/1000 <ADR < 1/100

- Tiéu ho4: Tiéu chay, dau bung trén, kho tiéu, kho miéng.

Hiém gap, 1/10.000 < ADR < 1/1000

- Hé mién dich: phan tng qué mén.

- Da va md duéi da: Phat ban da, may day.

- L?)ng ngyc va trung thit: Kho hong.

Chura biét 1 tan xudt:

- Hé mién dich: Phan @ng phén vé bao gdm sbc phan vé, phit mach va ngira.

- Da va md dudi da: Phan tng da nghiém trong (Hong ban da dang, hdi chiing Stevens-
Johnson/hdi chitng Lyell va ngoai ban mun mu toan than cp tinh).

- Tiéu hoa: Non mtra.

13. Qua lidu va cch xir tri:

Chua c6 bao cdo vé& déu hiéu qué lidu. Néu xay ra, cdn ngimg thude va didu trj triéu chimg.
14. Nhém dwoe ly va ma ATC:

- Nhém duge ly: Didu tri tai chd (hong)/Ché phim c6 tic dong tai chd (gdy té tai chd,
ambroxol)

- M ATC: R0O2AD0S.

15. Quy cich déng goi: Hop 2, 3, 5 vi x 10 vién.
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16. Piéu kién bio quin, han ding, tiéu chuén chét lwong ciia thube:

Piéu kién bao quan: Nhiét do khong qué 30°C, noi khd mat, tranh dnh sdng trye tiép.
Han dung: 36 thang ké tir ngay san xuét.

Tiéu chudn chit lwgng: Tidu chuédn co sé.

17. Tén, dia chi, biéu twong ciia co sé san Xuit:

‘ | Céng ty C6 phin Dugc Trung wong 3
i i & 115 Ngo Gia Ty, Phuong Hai Chéu 1, Quén Hai Chau, Thanh phé Pa Ning




