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Lysopadol

LOZENGES
Tac dung nhanh va kéo dai (it nhat 3 gid)

Chi dinh, chdng chi dinh, cach dung va cac thong
tin khac: Xin xem t& hudng dan st dung

kem theo.

Bao quan dudi 30°C.

Dé xa tam tay tré em.

Poc ky huéng dan sit dung trudc khi ding.
Hop 2 vix 6 vién ngam

SDK: VN-xxxxx-xx

Boehringer
||||| Ingelheim

Indications, contraindications, administration &
other information: See enclosed leaflet.

Store below 30°C.

Keep out of reach of children.

Read carefully enclosed leaflet before use.
Each lozenge contains/Moi vién chifa:

20 mg ambroxol hydrochloride
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LYSOPADOL®

Vién ngim

DAI DIEN

Thanh phén Ekm THANH PHO
Moi vién ngadm Lysopadol chira 20 mg ambroxol hydrochloride. \\%\ \HO CHi MINH

Ta dugc: Huong bac ha (chia lactose), sorbitol, natri saccharin, ma

Chi dinh
Giam dau trong viém hong cép.

Liéu lwgng va cach dung //é 'i

Ngudi 16n va tré trén 12 tudi: ngdm 1 vién/lan, c6 thé ngdm 6 lan/ngay. ‘ \
Trong trudng hop sOt cao va céc triéu ching kéo dai trén 3 ngay thi bénh nhan nén di kham. '
Chua c6 dir lidu vé tinh hiéu qua cho tré dudi 12 tudi. ~

<%

Chong chi dinh
Khéng sir dung vién ngdm LYSOPADOL cho nhitng bénh nhan da biét qua man v6i ambroxol
hydrochloride hodc véi cac thanh phan khéc cua thude.

Chdng chi dinh ding thudc trong trudng hop bénh di truyén hiém gip khong dung nap véi bét ky
thanh phan nao cta thudc (xin tham khéo muc “Canh béo va than trong dac biét”).

Cénh bdo va than trong dac biét

Rat it béo cdo tén thuong da nghiém trong nhu hoi chiing Stevens-Johnson va hoai tir biéu bi
nhiém ddc (toxic epidermal necrolysis —TEN) lién quan tam thoi dén viéc sur dung céac thude long
dom nhu ambroxol hydrochloride Pa s6 cac truong hop duoc 1y giai 1a do mirc d6 ning cia
bénh dang méc phai va/hosc thudc dang dung cung. Hon nita trong giai doan dau cua hdi ching
Stevens- Johnson hodc TEN, bénh nhan c6 thé ¢6 biéu hién cac tién triéu gidng cam khong dic
hiéu nhu sot, dau nguodi, viém miii, ho va dau hong.

Nham 13n béi cac tién triéu giéng ciim khong dic hidu c6 thé dan dén diéu tri triéu ching bing
thudc ho va thudc cam. Do d6, néu xuat hién céc ton thuong mdi & da hodc niém mac thi nén di
kham ngay va nén ngurng di€u tri bang ambroxol hydrochloride nhu mét su than trong.

Trong trudng hop suy than, c6 thé sir dung vién ngdm LYSOPADOL sau khi ¢6 y kién cta bac
si.

San phdm nay chira 8,2 g sorbitol cho liéu dé nghi t6i da mdi ngay (twong tng 1,37 g cho mdi
vién). Nhirng bénh nhan mic bénh di truyén hiém gip khong dung nap véi fructose thi khong nén
dung thude nay.

Mot vién ngdm LYSOPADOL chtra duédi 1 mg lactose. Thong thuong ham lugng nay khong anh
hudng dén nhitng bénh nhan khong dung nap lactose. Tuy nhién, nén thén trong & nhitng bénh
nhan méc bénh di truyén hiém gip khong dung nap galactose.

Twong tac
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Chua c6 bdo cédo cac tuong tac bat lgi lién quan vé mit 1am sang véi cac thude khac.

Kha ning sinh san, thai ky va cho con bui

Thai ky:

Ambroxol hydrochloride qua hang rao nhau thai. Nhitng nghién ctru phi Iam sang khong cho thdy

tac dung gdy hai truc ticp hogc gian tiép dén thai ky, su phat trién phdi/thai, su phat trién trudce

hodc sau khi sinh.

Kinh nghiém lam sang trén pham vi rong sau 28 tuin mang thai khong cho thay bang chimg vé 7/

anh hudng bat lgi dén thai. ///g/
‘A A A ) ~ A A \ ‘A A . A 5 A /

Tuy nhién, nén tuan thi nhitng than trong thong thuong lién quan dén viéc sir dung thudc trong

thoi ky mang thai. Dgc biét khong nén dung vién ngam LYSOPADOL trong ba thang dau cua
thai ky.

Cho con bu

Ambroxol hydrochloride dugc tiét vao sita me. Khong khuyén co diing vién ngam
LYSOPADOL cho ba me dang cho con bu mic du khong thay nhiing tac dung bét loi trén tré bu
me.

Khé néng sinh san
Nhitng nghién ctru phi [dm sang khong cho thay céc tac dung bat lgi truc tiép hodc gian tiép doi
vdi kha nang sinh san.

Anh hwéng dén kha niing lai xe va van hanh may méc

Khéng c¢6 bing chimg tir dir 1iéu hdu mai vé anh hudng dén kha ning 14i xe va van hanh may
mac.

Chua tién hanh nhirng nghién ctru vé anh hudng dén kha ning 1ai xe va van hanh may méc.

Téac dung phu

R&i loan hé mién dich, rbi loan da va md duéi da

Céc phan tng phan vé bao gdm sdc phan vé, pht mach, phat ban, may day, ngira va cac phan tng
qua man khac.

R&i loan hé than kinh
Loan vi giac (nhu thay doi vi giac).

R&i loan da day-ruét, rdi loan hd hip, nguc va trung that

Bdn nén, ndn, tiéu chay, dau bung trén, kho tiéu, giam xtc gidc & miéng va thuc quan, khd miéng
va kho hong.

Théng bdo cho bdc si nhitng tdac dung bét lgi trong thoi gian diing thudc.

Qua lidu

Cho dén nay chua ghi nhan céc triéu chimg dgc hiéu do qua liéu & nguoi.

Dua trén nhitng bdo cdo qué liéu do vo y va/hodc do sai sét khi sir dung, nhirng triéu chimg quan
sét thdy 1a phi hop véi nhitng téc dung phu da biét cuia vién ngdm LYSOPADOL véi liéu dé nghi
va ¢6 thé céan diéu tri triéu ching.

FOREOA
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Duwgc luc hoe

D4 quan sét thdy tac dung gdy té tai chd ctia ambroxol hydrochloride trén mé hinh mét tho va c6
thé dugc ly giai boi dic tinh chen kénh natri. D3 chting minh in vitro ring ambroxol
hydrochloride chen kénh natri than kinh nhan ban; su gan két nay la thuan nghich va phu thudc
nong do.

Dic diém dugc luc hoc trén phii hop v6i quan sat trong céc nghién ctru vé tinh hiéu qua trén 1am
sang khi dicu tri c4c triéu ching dudng hé hap trén vdi ambroxol hydrochloride bang khi dung, , . -
cho thay gidm dau nhanh va cac khé chiu do dau vung tai-miii-khi quan. /{[/

Céc nghién ctru 1am sang khing dinh tac dung giam dau cta vién nggm LY SOPADOL & nhitng
bénh nhan dau hong trong viém hong cip do virus.

Trong cac thir nghiém 1am sang da ching minh vién ngdm LYSOPADOL khai phat tac dung
nhanh véi thoi gian tac dung it nhat 3 gio.

Ambroxol hydrochloride thé hién tac dung khang viém. Trén in vitro, amboroxol hydrochloride
lam giam dang ké su phdng thich cytokine tir mau va tir cac t€ bao don nhan va da nhan lién ket
v&i mo.

Pi chimg minh vién ngdm LYSOPADOL giam dé hong déng ké trong cac trudng hop viém
hong.

Han dung
36 thang ké tr ngay san xuat.

Bdo quéin
Bao quan dudi 30°C.

Quy cach dong goi
Hop 12 vién ngdm (6 vién x 2 vi).

San xuit boi

Delpharm Reims

10 rue Colonel Charbonneaux
51100 Reims, Phép

Poc ki hwéng din sir dung trwée khi dung.
Xin héi bac si néu cin thém thong tin.
Pé xa tim tay tré em.

LYSLOZ09/050215
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LYSOPADOL®

Vién ngam

Ambroxol hydrochloride 20 mg ZREIM AN
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MO0 ta sian pham
Vién mau trang, hinh tron, hai mét phang véi canh vat, bé mat duc hodc hoic hoi

bong sang.

3.

4.

Mbi vién ngdm LYSOPADOL chira hoat chat ambroxol hydrochloride.

Vién ngdm LYSOPADOL chira c4c thanh phan khac: huong vi bac ha (chta
lactose), sorbitol, saccharin natri dihydrate, macrogol 6000, bt talc.

Ham lwgng cia thude
Moi vién ngdm LYSOPADOL chira 20 mg ambroxol hydrochloride.

Thudc ding cho bénh gi?

Giam dau trong viém hong cap.

Nén ding thudc nay nhw thé nao va liéu lwgng?

Ngudi 16n va tré trén 12 tudi: ngdm 1 vién/Ian, c6 thé ngam 6 lan/ngay.

Trong truong hop st cao va cac tridu chimg kéo dai trén 3 ngay thi bénh nhén
nén di kham.

Chua c6 dir liéu vé tinh hiéu qua cho tré dudi 12 tudi.

Khi nao khong nén dung thudc? ) 3
Khong sir dung vién ngdm LYSOPADOL cho nhitng bénh nhén da bict qua man
vdi ambroxol hydrochloride hodc véi cac thanh phan khac cua thuoc.

Chdng chi dinh dung thgéc trong truong hop bénh di truyén hiém gip khong dung
nap vdi bat ky thanh phan nao cua thuoc

Khong nén dung vién ngim LYSOPADOL sau ngay HET HAN ghi trén vo
hdp hoic bao bi. o ) )
Thuoc ¢ thé khong tac dung tot néu ban dung thudc sau ngay hét han.

Tac dung phu .
Téac dung phu gay ra do vién ngdm LYSOPADOL bao gom:

i
Thanh phan ciia thudc /
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Céc phan tng phan vé bao gdm sdc phan vé, phii mach, phét ban, may day, ngira
va cac phan (rng qua man khac.

Loan vi giac (nhu thay déi vi giac).

Bon ndn, ndn, tiéu chay, dau bung trén, kho tiéu, giam xtc gidc & miéng va thuc
quan, khé miéng va kho hong. P

Xin thong bao ngay cho bac sT hodc dugc si néu ban bi bat ky tac dung phu nao/%
trong thoi gian dung vién ngdm LYSOPADOL dé dugc diéu tri thich hop.

9. Nén tranh ding nhitng thudc hoic thirc in nao khi dang sir dung thudc
nay?
Chua cd béo cdo cac tuong tac bat 1gi lién quan vé mét 1am sang vdi cac thuoc
khéc.

A Y < . A A A A
10. Can lam gi khi mgt lan quén thuoc?
Hoéi y kién bac si hodc dugce si néu ban quén mdt lan dung thuoc.

11. Bio quan thudc nhw thé nao?
Bao quan thudc dudi 30°C. D€ thudc ngoai tam tay tré em.

12. Cac déu hiéu va triéu chirng khi qua lidu
Cho dén nay chua ghi nhén céc triéu ching déc hiéu do qué liéu & ngudi.
Dua trén nhing bao cdo qua liéu do vo y va‘hodc do sai s6t khi sir dung, nhiing
triéu ching quan sat thdy 1a pht hop véi nhitng tac dung phu di biét cta vién
ngdm LYSOPADOL véi lidu dé nghi va c6 thé can diéu tri triéu ching.

13. Cin lim gi khi diing qui liéu khuyén cdo? ‘
Can di kham ngay n€u ban nghi ng¢ 1a dd dung qué nhiéu vién ngdm
LYSOPADOL.

14. Tén nha san xuit
Delpharm Reims
10, rue Colonel Charbonneaux
51100 Reims, Phap

15. Nhirng diéu cin than trong khi dung thubc nay?
Rét it bao cdo ton thuong da nghiém trong nhu hdi ching Stevens-Johnson va
hoai tir biéu bi nhim doc (toxic epidermal necrolysis —TEN) lién quan tam thoi
dén viéc sir dung cac thude long ddm nhu ambroxol hydrochloride. Pa sb cac
truong hop duoc ly giai 1a do mire do ning cta bénh dang méc phai va/hodc thude
dang dung cung. Hon nita trong giai doan dau cta hoi chimg Stevens-Johnson
hoac TEN, bénh nhan c6 thé cé biéu hién céc tién tridu giéng cum khong déc hi¢u
nhu sét, dau nguoi, viém mii, ho va dau hong.

n oA
N
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Nham 14n bai cac tién tridu gidng cim khong dic hiéu c6 thé dan dén diéu trj
triéu chirg béng thude ho va thudc cam. Do d6, néu xudt hién cac tén thuong
mdi & da hodc niém mac thi nén di kham ngay va nén ngimng diéu trj bing
ambroxol hydrochloride nhu mot sy than trong.

Trong truong hop suy than, c6 thé sir dung vién ngdm LYSOPADOL sau khi ¢6 y o
kién cua bac si. ((

San phdm nay chira 8,2 g sorbitol cho lidu gé nghi tdi da rp5i ngay (tuong ing /
1,37 g cho moi vién). Nhitng bénh nhén mac bénh di truyén hiém gép khong dung
nap véi fructose thi khong nén dung thuoc nay.

Mot vién ngam LYSOPADOL chira dudi 1 mg lactose. Thong thudng ham lugng
nay khong anh huong dén nhitng bénh nhan khong dung nap lactose. Tuy nhién,

nén than trong & nhitng bénh nhan méc bénh di truyén hiém gip khong dung nap N
galactose.

)
Kha néang sinh san, thai ky va cho con bu 7
Thai ky: ;

Ambroxol hydrochloride qua hang rao nhau thai. Nhiing nghién ctru phi 1am sang
khong cho thay tac dung gay hai truc tiép hodc gian ti€p deén thai ky, su phat trién
phoi/thai, sy phat trién trudc hodc sau khi sinh.

Kinh nghiém lam sang trén pham vi rong sau 28 tudn mang thai khong cho thay
bang ching vé anh hudng bat lgi dén thai.

Tuy nhién, nén tun thi nhiing than trong thong thudng lién quan dén viéc sir
dung thuoc trong thoi ky mang thai. Ddc biét khong nén dung vién ngdm v
LYSOPADOL trong ba thang dau cua thai ky. 1

Cho con bu ) ) T
Ambroxol hydrochloride dugc tict vao sita me. Khong khuyén céo dung vién N
ngam LYSOPADOL cho ba me dang cho con bi méc du khong thay nhing tac |
dung bat loi trén tré ba me. >

Kha ning sinh san
Nhitng nghién ctru phi 1dm sang khong cho thay céc tac dung bat 1gi truc tiep
hodc gian tiep doi vdi kha nang sinh san.

4 Y A > - re \ A \ ) 7

Anh hwéng dén kha nang lai xe va van hanh may méoc

Khong c6 bang ching tir dit liéu hau mai vé anh hudng dén kha ning l4i xe va
van hanh may moc.

Chua tién hanh nhiing nghién ctru vé anh hudng dén kha ning l4i xe va van hanh
may moc.

e a A A , ~
16. Khi nao can tham van bac si?
Hay lién hé vdi bac si néu ban can thém thong tin.
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17. Ngay xem xét sira doi lai to thong tin cho bénh nhén
05 thang 02 nam 2015.

TUQ.CUC TRUONG
P.TRUONG PHONG

Pham Thi Vin Hank
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