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VINBROXOL

Ambroxol hydroclorid 30 mg/5 ml

Thanh phan: M& 5 mi chim
hydrocl

30mg
50ml
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TP Vinh Yén, T. Vinh Phuc “DE xa tam tay tré em.”
“Poc ky huting dan sirdung trutc khi dung.”
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Composition: Each 5 ml contans:

Ambroxol hydrochloride 30mg
Excipients .5 . - — 1
and other sloss110020714

Please read the package insert
Specification: In -
Storage: Store in dry
protect from light
Manufacturer. Vinh Phuc Pharmaceutical Joint Stock Company
Office. 777 Me Linh road, Khai Quang w: Yen city, Vinh Phuc
provir
Tel (+84)2113 91-\1 233 Fax: (+34)2113
Factory Mau Thong hamlet, Khai Quang .v;m Vinh Yen city,
Vinh Phuc province, Vietnam.

e
ce, controlied temperature below 30 °C,

“Keep out of reach of children”
“Read the package insert carefully before use”

VINBROXOL Nhan hop 10 géi x 5 ml

VINBROXOL

Ambroxol hydroclorid 30 mg/5 mi

Hoat chat, ham lugng:
Ambroxol hydroclorid 30 ma/5 ml

Cong ty c6 phan Dugc pham Vinh Phuc

VINBROXOL Nhan géi 5 ml
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VINBROXOL

Ambroxol hydroclorid 30 mg/5 ml

Goi S ml

Huong carr

Hoat chat, ham lugng: S8 16 SX:

Ambroxol hydroclorid 30 mg/5 ml it

Cong ty c6 phan Duge pham Vinh Phic

VINBROXOL I

Nhan goi 5 ml

VINBROXOL

Ambroxol hydroclorid 30 mg/5 ml

VINPHACO

VINBROXOL

Ambroxol hydrochloride 30 mg/5 ml

SYRUP
DISSOLVES MUCUS

Box of 20 sachets
x5 ml

Composition: Each § ml contains:
Ambroxol hydrochioride

Excipients q.s .... a s
Indications, administrati indications and other
information: Please read the package insert
Specification: In - house

Storage: Store'in dry place, controlled temperature below 30°C,
pro from light.

“Keep out of reach of children”
“Read the package insert carefully before use”

351100207150
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Manufacturer. Vinh Phuc Pharmaceutical Joint Stock Company
Office: 777 Me Linh road, Khai Quang ward, Vinh Yen city,

Vinh Phuc province, Vietnam.

Tel: (+84)2113.861 233 Fax: (+84)2113862774

Factory: Mau Thong hamlet, Khai Quang ward, Vinh Yen city,
Vinh Phuc province, Vietnam
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VINPHACO

VINBROXOL

Ambroxol hydroclorid 30 mg/5 mi

SIRO
LOANG BGM

Thanh phén: Mé1 5 ml chira

Ambroxol hydroclorid

Taduge ViR dU ... T 2

Chi dinh, cach diing, chéng chi dinh va cac théng tin khac:
Xem trong t& hutng dan strdung thude kem theo.

Tiéu chuén chat lugng: TCCS

Diéu kién bao quan: Noi kha rao, nhiét 4 dudi 30 °C, tranh anh sang

30mg
.50mi

“D& xa tam tay tré em."
“Poc ki hudng dan str dung trudc khi ding.”

SBHK/Reg. No.:

S 16 SX/Batch No.:
NSX/MFG. Date:
HD/EXP. Date:

Cd s san xuat: Cong ty cd phan Duge pham Vinh Phuc

84 777 dutmg Mé Linh, P Khai Quang, TP. Vinh Yén, T. Vinh Phuc
OT: 02113861233 Fax: 02113862774

Bia chi san xuat: Thon Mau Thong, P. Khai Quang, TP. Vinh Yén,
T. Vinh Phuc

Nhan hop 20 géi x 5 ml
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VINBROXOL

Ambroxol hydroclorid 30 mg/5 ml

Goi 5 ml

Hoat chat, ham lugng: S8 16 SX:
Ambroxol hydroclorid 30 mg/5 ml i

Cong ty cd phan Duge pham Vinh Phiic

VINBROXOL |

Nhan goi 5 ml

VINBROXOL

Ambroxol hydroclorid 30 mg/5 ml

VINPHACO

VINBROXOL

Ambroxol hydrochloride 30 mg/5 mil

SYRUP
DISSOLVES MUCUS

Box of 30 sachets x 5 ml

Composition: Each & ml contains

Ambroxol hydrochloride

Excipients q.s . . e .
ficati contraindications and other

information: Please read the package insert

Specification: In - house

Storage: Store in dry place, controlled temperature below 30 °C,

protect from light

“Keep out of reach of children”
“Read the package insert carefully before use"
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Manufacturer. Vinh Phuc Pharmaceutica! Joint Stock Company
Office: 777 Me Linh road, Khai Quang ward, Vinh Yen city,
Vinh Phuc province, Vietnam.

Tel: (+84)2113.861 233 Fax: (+84)2113862774

Factory: Mau Thong hamlet, Khai Quang ward, Vinh Yen city,
Vinh Phuc province, Vietnam.

VINBROXOL |

VINPHACO

VINBROXOL

Ambroxol hydroclorid 30 mg/5 ml

SIRO
LOANG BGM

Hop 30 goi x 5 ml

Nhan hép 30 gdi x 5 ml

Thanh phan: Mdi 5 mi chira:

Ambroxol hydroclorid 2 . ... 30mg
Ta duge vira du i 5 —Tol
Chi dinh, cach diing, chéng chi dinh va céc thang tin khéc:

Xem trong t&r huong dan st dung thuée kem theo

Tieu chu@n chat lugng: TCCS

Diéu kién bao quan: Not khd rao, nhiét do duti 30 °C, tranh énh séng

"Dé& xa tam tay tré em.”
"Doc ky hutng dan sirdung trutc khi ding.”

SDK/Reg. No.:

$8 16 SX/Batch No.:
NSX/MFG. Date:
HD/EXP. Date:

Co s san xuat: Cong ty ¢d phan Duge pham Vinh Phic

S6 777 dubing Mé Linh, P. Khai Quang, TP Vinh Yén, T. Vinh Phuc
DT 02113861233 Fax:02113862774

Bia chi san xuat: Thén Mau Thong, P Khai Quang, TP. Vinh Yén,
T. Vinh Phiic.
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Thanh phan: Mdi & mi chia

Ambroxol hydroclorid ... s S
T AUIe VB B cosissicsimsssssnissamssssissesas BN
Chi dinh, cach diing, chéng chi dinh va cic théng tin
khac: Xem trong t& huting dén strdung thudc kem theo
Tiéu chuan chat lugng: TCCS

tranh dnh sang
“Dé xa tam tay tré em”
“Boc ky hudng dan st dung trutc khi ding”
San xuat va phan phéi béi: .
CONG TY CO PHAN DUGC PHAM VINH PHUC

S616SX:
HD:

Nhén lo 700 ml

Dieu kign bao quan: Noi kho rdo, nhictdo dusiao’c.  Ambroxol hydroclorid 30 mg/5 ml

LOANG BOM

VINPHACO

VINBROXOL

VINBROXOL

Ambroxol hydroclorid 30 mg/5 ml

VINPHACO

VINBROXOL

Ambroxol hydrochloride 30 mg/5 ml

SYRUP
DISSOLVES MUCUS

VINBROXO

Composition: Each 5 ml contains
Ambroxol hydrochloride 30mg
Excipients 4.8 ..o, 50ml
Indications, administration, contraindications and
other information:

Please read the package insert.

Specification: In - house

Storage: Store in dry place, controlled temperature
below 30 °C, protect from light

“Keep out of reach of children”
“Read the package insert carefully before use"

93511

0207198

Manufacturer.

Vinh Phuc Pharmaceutical Joint Stock Company
Office: 777 Me Linh road, Khai Quang ward,

Vinh Yen city, Vinh Phuc province, Vietnam.

Tel: (+84)2113.861 233 Fax(+84)2113862774
Factory: Mau Thong hamlet, Khai Quang ward,
Vinh Yen city, Vinh Phuc province, Vietnam.

VINBROXOL

VINPHACO

VINBROXOL

Ambroxol hydroclorid 30 mg/5 ml

SIRO
LOANG POM

VINBROXOL

Thanh phan: M6i 5 ml chiza:
Ambroxol hydroclorid ...
Ta duge VU AU ..o ...50ml
Chi dinh, cach diing, chéng chi dinh va céc thong
tin khac: Xem trong tor hudng dan st dung thude
kém theo.

Tiéu chudn chat lugng: TCCS

Diéu kién bao quan: Noi khd rdo, nhiét dé duti
30°¢C, tranh &nh sang

"D€ xa tam tay tré em."
"Boc ky hudng dan strdung trutc khi dung.”

SDK/Reg. No.:

S6 16 SX/Batch No.:
NSX/MFG. Date:
HD/EXP. Date:

Co s& san xuat:

Cong ty cd phan Duge pham Vinh Phiic
S6 777 dutng Mé Linh, P. Khai Quang,
TP. Vinh Yén, T. Vinh Phuc.

DT: 02113861233 Fax:02113862774
Dia chi san xuat: Thdn Méau Thong,

P. Khai Quang, TP. Vinh Yén, T. Vinh Phuc.

Hop 1 lo x 100 ml
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HUONG DAN SU DUNG THUOC

...... VINBROXOL
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Tha>)‘i\§h\§?m duﬁ /c%at Ambroxol hydroclorid.........ooveeevierieieneicnecineeis e 30 mg.
Thanh phan ia duoc: Acid citric monohydrat, natri citrat dihydrat, sorbitol 70%, glycerin,
propylen glycol, hydroxyethyl cellulose, methyl paraben, propyl paraben, sucralose, huong
cam, DUGC IR KBIEL........c.cuieiieiei e se s s s es et es st benssenens vira du 5,0 ml.

2. Dang bao ché:

o\ “Doc ky huo‘ng dén sir dung trwée khi dung”

Dang bao ché: Siro.
M ta dang bao ché: Dung dich khong mau, mui cam, vi ngot.
3. Chi dinh:
Diéu tri cdc bénh téc ngh&n dudng hd hép cip tinh va man tinh nhu hen phé quan va viém phé
quan, giin phé quan do tiét qua nhiéu nhay va dom. Tang cudng hoa tan dich nhdy trong céc
bénh miii hong.
4. Liéu ding — cich dung:
Cdach diung:
- C6 thé do luong siro bing cbc chia lidu di kém véi lo thube.
- Nén udng thubc voi nhidu nuée sau khi &n. Ubng nhiéu nude trong khi diéu tri s& gitp ting
tac dung hoa tan dich nhdy ctia ambroxol. Khi bi suy than ndng thi phéi giam lidu hodc ting
khoang cach giira cac lan ding thudc.
- Khong ¢6 yéu cau xir ly ddc biét sau khi dung thube.
Liéu ditng:
Nguai lon va tré em trén 12 tudi:
Liéu khuyén cdo 12 5 ml x 3 1in/ngay trong 2-3 ngay dAu didu tri, sau d6 dimg lidu 5 ml x 2
1An/ngay hodc 2,5 ml x 3 14n/ngay trong cdc ngy ké tiép.
Tré em tir 5 dén 12 tudi:
Lidu théng thuong 12 2,5 ml x 2-3 lan/ngay.
Tré em dudi 5 tubi:
C6 thé sir dung ché phdm Vinbroxol kid (Ambroxol hydroclorid 15 mg/ 5 ml) thay thé cho phil
hop véi liéu ding.
5. Chéng chi dinh:
- Qué4 man véi ambroxol, bromhexin hodc bét ky t4 duge nao cla thudc.
- Céc bénh loét dudng tiéu héa. '
- Phu nit cé thai va cho con bu.
- Khong dung thube nay cho bénh nhan khéng dung nap dugc fructose do di truyén (trong 5 ml
siro ¢é 1,75 g sorbitol).
6. Canh bdo va thin trong khi dung thude:
- Cin phai tinh dén kha nang xay ra phéan tng qua man khi sir dung thude.
1
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- Pi ¢6 mdt s6 bao cdo xay ra ton thuong da ning lién quan dén viéc st dung ambroxol
hydroclond nhu héi chung Stevens-Johnson (SJS) hoai tir thuorng bi nhiém doc (TEN) Hau

tham khao ¥ kién ctia bac sy ngay lp tirc va ngling sir dung ambroxol hydroclorid.

Luwu p: Néu quan sat thdy bét ky su thay @i nao trén da hodc niém mac cdn ngitng dimg thudc
ngay ldp tikc va tham khao y kién ciia bdc sy.

- Cén dic biét than trong khi dung thudc cho bénh nhan rdi loan vén khi quan hodc bénh nhan
¢6 qua nhiéu dom.

- Bénh nhén suy thin ning: Thoi gian ban thai ciia ambroxol téng 1én & bénh nhan suy than
ning do d6 ¢6 thé can phai giam lidu dung hodc giam tin sudt dung thude.

Cénh bdo lién quan dén td dwoc

- Thube ¢6 chira 0,15 g propylen glycol trong mdi 5 ml:

+ Néu tré duéi 5 tudi, hoi y kién bac st hoe duoe si trude khi ding thude, nhat 1a khi tré ding
cling c4c thude khac cé chira propylen glycol hay alcol. Viéc ding chung véi cac chit 1a co chat
ctia alcol dehydrogenase nhu ethanol c6 thé gély ra cac phan Gmg c6 hai cho tré dudi 5 tudi.

+ Néu bénh nhan c6 bénh gan hodc thén, khong dung thubc nay trir khi ¢6 khuyén cdo clia bac
si. Bac si diéu tri c6 thé phai thuc hién mot s xét nghiém trong thoi gian bénh nhan ding thube.
Yéu ciu theo di trong thoi gian bénh nhan dung thubc dbi voi bénh nhan cé chie ning gan
hoic thin suy giam boi vi dé c6 bao cdo vé cic tac dung khong mong mudn do propylen glycol,
nhu 18 loan chite ning than (hoai tir dng thin cép), suy thén cip va 161 loan chiic ning gan.

- Methylparaben va propylparaben: Cé thé gy cac phan tGng di ing (xay ra chim).

7. Sir dung thube cho phu nir ¢6 thai va cho con bii:

Str dung thudc cho phu nit cé thai:

- Céc dit liéu tidn 1am sang: cho dén nay chua quan sét thdy tdc dung gy qudi thai trong cac
nghién ctru tién 14m sang.

- Khéng dung thude cho phu nit c6 thai.

Str dung thuéc cho phu nit cho con bii:

Khoéng ding thude cho phu nit cho con bu.

8. Anh hwéng ciia thude 1én kha ning 14i xe, vAn hanh miy mée:

Chua c6 bang chimg vé anh hudng cla thubc dén kha ning 14i xe va van hanh may moc.

9. Twong tac, twong ky, ctia thube:

- Khi str dung ddng thoi cdi cac khang sinh khéc (vi du amoxicillin, cefuroxim, erythromycin,

doxycyclin), ambroxol lam ting ndng ddng khing sinh trong nhu md phéi.

- Khong sir dung ddng thoi thude va cae thube chdng ho (vi du codein) vi c6 thé 1am can tré sy

bai tiét dom duoc hoa tan bdi ambroxol.

Twong ky thudc:

NS
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Do khong c6 cac nghién ciru vé tinh twong ky ctia thudc, khong tron 1an thudc nay véi cac thubc
khac.
10. Tac dung:ld{gingl\nong mudn (ADR):

- Hiém yray m"t dau dAu, tidu chay, non, rdi loan tiéu héa va ban da.

4y ra tén thuong da ning lién quan dén viéc str dung ambroxol
Stevens-Johnson (SJS), hoai t&r thugng bi nhiém doc (TEN). Hau

hét cac\\t@? N|1,10|§Uﬁ} Sdlroc 1y giai do bénh nhdn dang mic bénh ning va/hoic do dung két
hop thuoé:@@n @ﬁ ong giai doan dau ctia hoi chiing Stevens-Johnson hodc hoai tir thugng

bi nhi®m doc, bénh nhan c6 thé ¢6 cac tridu ching bao trude khong dién hinh giéng bénh ctim
nhu sét, dau ngudi, viém miii, ho va dau hong. Sy 1Am tuéng vé cac triéu ching bao trude
khong dién hinh giéng bénh ctim nay lam cho bénh nhén s& diéu tri tridu chung bing thubc ho
va thubc cam ctim. Do d6 néu thdy xuét hién céc ton thwong méi trén da hodc niém mac, can
tham khéo y kién ctia bac s§ ngay 1ap tuc va ngimg str dung ambroxol hydroclorid.
Luwu y: Néu quan sdt thdy bét ky su thay doi ndo trén da hodic niém mac can nging diing thudc
ngay ldp tikc va tham khdo y kién ciia bdc sy
“Théng bdo ngay cho bdc sy hodc duwoc sy

nhitng phan ting co hai gap phai khi siv dung thuic”
11. Qué lidu va cach xir tri:
Céc triéu ching c6 thé xay ra khi qua lidu cép bao gdm: budn nén, ndn, tiéu chay va cac trigu
chimg khéc trén dudng tiéu hoa. Khi dung thude qua lidu, viée dau tién cin lam la gly non va
b sung nude udng (sira hodic tra). Néu dung thube qué lidu trong vong 1-2 gid trude do6, nén
tién hanh ria da day. C6 thé str dung than hoat va tién hanh diéu tri triéu ching sau khi khu
doc. Cén tiép tuc theo doi hé tudn hoan.
12. Pac tinh dwoge lwe hoc:
Nhém duoge ly: Thube long dom, tidu hiy chét nhay
Ma ATC: ROSCB06
- Ambroxol 12 chit chuyén hoa ctia bromhexin va thugc nhém benzylamin ctia cde hop chit tiéu
chit nhy.
- Ambroxol 1am ting san sinh céc lysosome va ting cudng tac dung cla cac enzym thuy phén
& cée té bao tiét chit nhdy, qua d6 thuc ddy phan giai chét tiét phé quan, cit cac soi acidic
mucopolysaccharid. Cung ltc do, cac tuyén thanh dich ciing duge kich thich lam cho dich tiét
it dic hon. Trong cac bénh viém duong hd hép, ambroxol kich thich san sinh cac chét c6 hoat
tinh b& mit va ¢6 tic dung ting cudng lam sach cic mao nhay.

13. Dic tinh dwgec dong hoe:

Hip thu
Ambroxol duoc hip thu gin nhu hoan toan tir dudng tiéu hoa.
Phan bé

Khoéang 80% lugng thudc trong mau dugce gén két vai protein huyét twong.
Chuyén héa
Thude duoc chuyén héa manh qua qua trinh chuyén héa ban diu tai gan. Sinh kha dung tuyét
dbi ctia ambroxol khi dung dudng udng khoang 60%.
3
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Thdi trie

C6 khoang 90% lidu ding dugc dao thai qua nudce tiéu dudi dang chua bién doi va dudi dang
lién hop glucuronid cta cac chét chuyén hoa oxy hoa. Qué trinh chuyén hoa trai qua 2 pha va
A7 bictkién cta 2 pha tuong ung la 1,3 va 8,8 gio.

SN
) Thoi gian ban thai ciia ambroxol ting 1én & bénh nhén suy than

hai-g ﬂ’ lidu hoic ting khoang cach giita cac 1an ding thudc & nhitng bénh
=

)
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- Theo céc nghién-cau tién 1am sang, ambroxol qua dugc hang rao nhau thai va néng dj ctia

thudc trong huyét thanh thai nhi cao ghp 2-4 1an ndng 4o thubc trong co thé me.

NP
ol VEN

Ambroxol cling dugc tim thdy trong sita me va dich ndo tay.
14. Quy cich déng goi:
Hop 10 goi x 5 ml
Hop 20 gbi x 5 ml
Hoép 30 gbi x 5 ml
Hop 1 lo 100 ml, kém cbe chia lidu chia vach dén 2,5 ml.
15. Pitu kién bio quin, han dung, tiéu chuén chit lwgng:
Diéu kién bdo qudn: Noi kho réo, nhiét do dudi 30°C, tranh anh sang.
Diéu kién bao quan sau khi mé nép: Noi khd rdo, nhiét d6 dudi 30 °C, tranh anh sdng.
Han ding: 30 thang ké tir ngay san xut.
Han dung sau khi mo nép: 30 ngay ké tir ngdy m& nip
Tiéu chudn chit lwong: TCCS
16. Tén, dia chi co sé sin Xuht:
CONG TY CO PHAN DUGC PHAM VINH PHUC
S6 777 Puong Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
bT: 02113 861233 Fax: 02113 862774
Dia chi nha may: Thén Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
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