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MEDOBROXOL 6mg/ml

Ambroxol hydrochloride 6mg/ml

Dung djch udng e —
MEDOCHEMIE LTD

Dé xa tam tay tré em 1-10 Constantinoupoleos str
Boc k§ huwéng dén stv dung trwéde khi ding CY - 3011 Limassol
THANH PHAN I

M&i ml dung dich ubng chira: |
Thanh phén hoat chat: Ambroxol hydrochloride 6mg.

Thanh phén t4 duoc: Benzoic acid, hydroxyethylcellulose 10900-20300 mPA.s (250HHX), sucralose,

disodium edetate (titriplex 1), cherry flavour powder, vanilla flavour, hydrochloric acid, concentrated

(acid hydrocloric, dam dc), sodium hydroxide (natri hydroxyd), purified water (nwéc tinh khiét).

MO TA DANG BAO CHE
Dung dich uéng. _ _ _
Chét 1dng khéng mau hodc mau vang nhat, trong subt, c6 vi ngot, hwong vani va anh dao.

QUI CACH PONG GOI

Hop 1 chai 200ml. MED
Chai dwoc day kin bang nép thudng kém mot cée phan liéu ¢ chia vach 5ml, 10ml, 15ml va 20ml. 1-10 CO'
CY|

CAC PAC TiNH DU'Q'C LUC HQC, DU'QC BPONG HQC
Dwegre lye hoc

Nhém duge ly: Thube long dom |
Ma& ATC: RO5CBO06

Co ché tac dung

Ambroxol 1a dan xuét cta benzylamin, mét chat chuyén hoéa clia bromhexin. Khac v&i bromhexin,

ambroxol khéng c¢6 nhém methyl va dwoc thay thé bdi nhém hydroxyl & vj tri para-trans clia vong

xyclohexyl. Mdc du co' ché tac dung van chwa dugce lam ré nhwng-tac dung long dom va van tiét da

dwoc tim thy trong nhiéu nghién ctru khac nhau.

Téc dung dwoc lire hoe

Trong cac nghién clru tién 1am sang, ambroxol hydrochloride c6 tac dung lam téng bai tiét duwong ho
h&p. Tang san xuat chat hoat ddng bé mét clia phdi va kich thich hoat dong ctia l1éng mao, tir dé gitp
cai thien lwu lwong va van chuyén chat nhdy. Pidu nay da dwoc ching minh trong cac nghién ctiu
dwoc ly [am sang. Bing cach kich thich tiét dich va lam sach niém mac, thubc tao didu kién thuan lgi .
cho viéc tiéu dym va gidm ho.

O bénh nhan c6 bénh phdi tic nghén man tinh (COPD), diéu trj dai han (6 thang) v&i ambroxol lam
gidm dang k& cac dot cAp, bidu hién rd rét sau 2 thang didu tri. Bénh nhan trong nhém didu tri
ambroxol gidm dang ké sb ngay 6m va gidm sé ngay can diéu tri khang sinh. Biéu trj bang ambroxol
s0 v&i gid dwoc gidp cai thién céc triu chieng co ¥ nghta théng ké (khé khac d&m, ho, kho thé, cac
d4u hiéu ch&n doan béng éng nghe).
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Tac dung gay té cuc bd clia ambroxol hydrochloride @4 dwoc quan sat thay trén mé hinh mét thé, diéu
nay c6 thé dwoc gidi thich bdi dac tinh chen kénh natri. Ambroxol hydrochloride da dwoc chirng minh
in vitro c6 thé chen cac kénh natri than kinh; lién két c6 thé ddo nguwoc va phy thudc ndng do.
Ambroxol in vitro |am gidm dang ké viéc giai phéng cac cytokin tir mau cling nhw cdc té bao bach cau
don nhan-va da nhan trung tinh lién két mo.

Sau khi diing ambroxol hydrochloride, co6 sy gia tang ndng d¢ khang sinh (amoxicillin, cefuroxim,
erythromycin, doxycyclin) trong dijch tiét phé quan phdi va dom.
D'ch dgng hec CY -3011 Limassol
Hap thu

Sy hé'p thu clia cac dang bao ché gidi phong tic thei dung dwdng ubng ctia ambroxol hydrochloride
la nhanh chéng va gan nhu hoan toan, véi sy tuyén tinh theo lidu dung trong khoang trj liéu. Nédng 4o
dinh trong huyét twong dat dwoc trong vong 1 @én 2,5 gitr sau khi ubng dang bao ché gidi phong tiee
thei, va trung binh 6,5 gi¢r d4i v6i dang bao ché giai phéng cham.

Sinh kha dung tuyét ddi sau khi uéng vién nén 30 mg da dwoc chirng minh 1a 79%.

Vién nang gidi phéng kéo dai c6 sinh kha dung twong déi 1a 95% (lidu tiéu chudn) so véi lidu hang
ngay 60 mg (30 mg hai lAn mdi ngay) dwéi dang vién nén gidi phong tiee thoi. '

Phan bé

Sy phan bd ambroxol hydrochloride t&r mau dén cac mé nhanh chéng va rd rét, trong d6 phdi 1a noi
xuét hien ndéng do6 cao nhét.

Thé tich phan bé sau khi ubng dwoc wéc tinh [a 552 L. Trong gi¢i han trj liéu, sy gén két v&i protein
huyét twong dwoc chitng minh 14 khodng 90%.

Chuyén héa

Khoang 30% liéu udng dwoc thai trir qua chuyén hoa lan dau.

Ambroxol hydrochloride dwoc chuyén hoéa chi yéu & gan bang cach glucuronid hda va mot s6 phan
cét thanh acid dibromo-anthranilic (khoang 10% liéu diing) ciing véi mot sé chét chuyén héa nhd. Cac
nghién ctru trén microsom gan ngudi dé chi ra rdng CYP3A4 chiu trach nhiém chuyén héa ambroxol
hydrochloride thanh acid dibromo-anthranilic.

Trong vong 3 ngay sau khi udng, khoang 6% liéu ding & dang ty do, trong khi khodng 26% duwgc tim
thay & dang lién hgp trong nuwérc tiéu.

Thai triv

Ambroxol hydrochloride dwgc thai triv voi nira doi thai trir cudi ciing khoang 10 gidr. Tdng do thanh
thai khoang 660 ml/ phut véi do thanh thai qua than chiém khoang 83% tong dd thanh thai.

Méi quan hé dwoc dong hoc/ dwoc lwc hoc

O bénh nhan suy gan, do thanh thai clia ambroxol hydrochloride thap hon, dan dén ndng do thube
trong huyét twong cao hon khoang 1,3 dén 2 lan.

Vi ambroxol hydrochloride cé khodng tri liéu réng, khéng can digu chinh lidu.

Théng tin khéc

Tudi va gidi tinh khéng anh hwéng dén dwoc dong hoc ctia ambroxol hydrochloride theo cach cé lién
quan vé mit 1am sang va do d6 khéng can diéu chinh lidu.
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Di¥ liéu an toan tién 1am sang

Ambroxol hydrochloride cho thay khong co6 nguy co déc biét nao ddi véi con ngudi dwa trén céc

nghién ctru vé doc tinh cap tinh, doc tinh liéu 18p lai, doc tinh di truyén in vitro va in vivo va kha néng

gay ung thu.

Trong cac nghién clru vé doc tinh sinh san & chudt va thd, ambroxol hydrochloride khong cho thay

kha nang gay doc cho phdi hodc gay quai thai. Kha nang sinh san cla chudt duc va chudt cai khong

bj anh huwéng. ‘

Ambroxol hydrochloride, dwgc st dung véi liéu lwgng gay doc cho me trong qua trinh phat trién chu

sinh va sau khi sinh, gy ra sy cham phat trién, giam ty |& sdng s6t clia nhong “Wmi’ﬁ‘?@f’éﬂ?l‘ﬁtm‘g)

méi Ira. I-10 Constantinoupoleos str ‘
CY - 3011 Limassoi

CHIBINH

Diéu trj ho c6 dom trong bénh ly phé quan phdi cAp hodc man tinh lién quan dén tiét chat nhady bat

thurong va gidm van chuyén chat nhay & ngudi 16n.

LIEU LUQONG VA CACH DUNG _

Khéng nén diéu trj qua 5 ngay ma khong c6 khuyén céo clia bac si.

Lidu lwong

Nguwoi lon

10 ml (60 mg ambroxol hydrochloride), 2 1An/ ngay (m&i 12 tiéng), tére lidu tdi da hang ngay 120 mg C
ambroxol hydrochloride. ita
M6t khi bénh nhan cb cai thién, co6 thé giam lidu xudng mét niva.

Tré em

Thanh thidu nién va tré em trén 2 tudi

San pham dung dich uéng Ambroxol hydrochloride 3mg/ml c6 s&n cho nhdm thanh thiéu nién va tré
em.

Tré em duwoi 2 tudi

Chéng chi dinh cho tré em duwdi 2 tudi. ‘
Bénh nhén suy gan hodc thdn

Nén diéu chinh lidu ambroxol hydrochloride & nhirng bénh nhan suy gan/ than mic d6 trung binh dén ‘
nang (tham khao muc Canh bao dac biét va than trong khi st dung).

Cach ding

Dung dwong ubng, co thé udng cung hodc khdng cting vai thire an.

Pé thuan lgi cho viéc st dung dung dich uéng, méi hop chira mot cée phan lidu c6 chia vach.

Thevi gian diéu tri khong dwgc qua 5 ngay néu khong co tw van y té.

Trong trwdng hop bénh Iy hd hdp cép tinh, can dwoc tw van y té néu céc triéu chirng khong cai thién

ho#c tré nén trdm trong hon sau 5 ngay diéu tri. |
Néu mot 1an quén duing thudce, khéng ding lidu gap déi @& bii cho liéu da quén. |

M6t s6 lwu ¥ dic bigt vé xiv Iy thube trwde va sau khi stv dung thude

Khong cé yéu ciu dic biét.

CHONG CHI B|NH
Qua man v&i bat ky thanh phan nao clia thuéc.
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Chéng chi dinh trong treerng hgp méc cac bénh di truyén hiém gap, trong do co sir twong ky véi ta
dwoc ctia thude (xem muc Canh bao dac biét va than trong khi str dung).

Chéng chi dinh & tré em dudi 2 tudi. MEDOCHEMIE LTD

[-10 Constantinoupoleos str

CANH BAO PAC BIET VA THAN TRONG KHI SU’ DUNG CY -3011 Limassol

Trwdng hop bénh nhan suy than hodc suy gan nang, chi ding thubce sau khi héi y kién bac si.

Gibng voi bat ky loai thubc nao chuyén héa qua gan va thai trir qua than, cé thé xay ra tich Ity cac
chét chuydn héa ambroxol & bénh nhan suy than ning. Trong cac chi dinh vé hé h&p cép tinh, can
dwoc tw van y té néu cac triéu chirng khéng cai thién hodc xéu di trong qua trinh didu trj.

Bénh nhan bj thiéu hut cac chire nang gian phé quan nén tranh ding thuéc 1am tiéu chat nhay trir khi
c6 sy gidm sat clia bac st do nguy co cé thé tich tu mot lvgng 16n chét nhay.

P4 co bao cao vé cac phan trng da nghiém trong nhuw hdng ban da dang, hoi chirng Stevens-Johnson
(SJS)/ hoai tlr thirgng bi nhiém déc (TEN) va myn mu ngoai ban toan than cép tinh (AGEP) lién quan
dén viéc siv dung ambroxol. Néu c6 cac triéu chirng hodc d&u higu clia phat ban da tién trién (doi khi
két hop véi mun nwéc hodc tén thuwong niém mac), nén ngirng didu tri ambroxol ngay lap tic va cén
dwoc tw van y té. :

St dung thudc than trong & nhitng bénh nhan khéng dung nap histamin. Tranh diéu tri kéo dai &
nhitng bénh nhan nay, vi ambroxol &nh hudng dén chuyén hoa histamin va cé thé dan dén cac triéu
chtrng khong dung nap (nhw nhirc dau, chdy nuwdc mdi, ngra).

Vi thuéc tiéu nhay co thé pha v& hang rao niém mac da day, nén dung ambroxol can than & nhirng
bénh nhan cé tién st bénh loét da day ta trang.

Tré em

Ho kéo dai ho#c tai phat & tré tir 2 - 4 tudi cAn dugc chan doan y khoa trwéc khi diéu tri.

Thubc chira 0,51 mg acid benzoic trong mai ml.

Thubc chira it hon 1 mmol natri (23 mg) méi ml, dwgec xem nhw "khdng ¢6 natri".

S DUNG THUOC CHO PHU N(¥ €O THAI VA CHO CON BU

Phu niv c6 thai

C4c nghién civu v& kha nang gay quai thai tién lam sang va kinh nghiém lam sang sau tuan thir 28
cia thai ky cho thay khong co anh hudng c6 hai ddi véi thai nhi. Tuy nhién, can tuan thi cac bién
phap an toan vé st dung thudc trong théi ky mang thai.

Do d6, ambroxol hydrochloride khdong dwec khuyén cdo dac biét 1a trong ba thang d4u cla thai ky.
Phu ni¥ cho con b

Ambroxol hydrochloride dwoc bai tiét qua stra me. Khong khuyén cao ding thude trong thoi ky cho
con bu vi khang ¢6 da kinh nghiém vé viéc st dung ambroxol & ngudi.

Kha néang sinh san

C4c nghién ctru trén dong vat khong cho thdy tac hai triec tiép hay gian tiép dén kha néng sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Khong ¢6 béng chitng vé& anh huéng clia ambroxol déi véi kha néng lai xe va van hanh may moc.
Chuwa c6 nghién clru ndo dwec thue hién vé-anh huéng clia ambroxol dbi véi kha ning lai xe va van
hanh may moc.
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TUONG TAC THUOC

Chua c6 béo céo twong tac bat lgi vé mat 1am sang vai cac thude khac.

Duing déng thei ambroxol hydrochloride véi thudce tre ché ho co thé gay tich tu moét lvgng 1on dich tiét
phé quan do giam phan xa ho. Do d6, can than trong khi dung phéi hop.

Twong ky

Do khdng c6 cac nghién ctru vé tinh twong Ky cla thube, khéng tron Ian thude pa R %ﬁ(l}c ?fgtf\%%f‘h!a %D

TAC DUNG KHONG MONG MUON 1-10 COIJ\[uIlllill)llpUlLUb str
301 3 ':1'11‘\65

Tac dung khdng mong muébn dwgce phan loai theo qui wéc tan suat sau: rat (fhuo’ng IOt
thweng gép (21/100 dén <1/10), it g&p (21/1.000 dén <1/100), hiém gap (21/10.000 dén <1/1.000), rat
hiém gap (<1/10.000), khéng rd tAn suét (khéng thé danh gia dya trén di liéu s&n co).

Trong méi nhom tan sudt, cac tac dung khéng mong mudn dugc trinh bay theo thir tw mire d6 nghiém
trong giam dan.

Réi loan hé théng mién djch

Hiém g&p: Phan (rng qua man

Khong ro tAn suat: Phan (ng phan vé bao gdm séc phadn vé, phit mach va ngtra

Réi loan hé than kinh

Thwong gap: Réi loan vj gidc

Réi loan tiéu hoa

Thwong gdp: Budn nén, gidm vj giac

[t g&p: Tiéu chdy, nén mira, kho tiéu, kho miéng, dau bung

Hiém gé&p: Kho hong

Réi loan hé hép, 1dng ngwe va trung that

Thudng gap: Gidm cam giac hau hong

Réi loan da va mé duwéi da

Hiém g&p: Phat ban, may day

Khong rd tan suét: Phan (ng c6 hai trén da nghiém trong (bao gdbm héng ban da dang, hdi chiing
Stevens-Johnson/ hoai ttr thwong bi nhiém déc va mun ma ngoai ban toan than cap tinh)

Hwéng dan xiv tri ADR

Ngung diéu tri néu can thiét.
Théng béo ngay cho béc si hodc dworc si nhitng phén tng c6 hai gdp phai khi st dung thudc.

QUA LIEU VA CACH XU TRI

Chuwa c6 mo ta phan eng qua lidu & nguoi.

Dua trén céc béo cao qua liéu ngdu nhién va/ hodc sai st st dyng thudc, céc triéu chirng quan sat
thdy pht hop véi tac dung phu d4 biét clia ambroxol & ligu diéu tri. Trudng hep xay ra qua lidu, cn
didu tri triéu chirng.
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BAO QUAN: Gitr thubc & nhiét do dwdi 30°C, trong bao bi géc.

HAN DUNG: 24 thang ké tir ngay san xuét. Ding thudc trong vong 6 thang sau khi mé nép lan dau

tien. EDOCHEMIF 1T}
MEDOCHEMIE LTD
S —— 1-10 Cunst;z;1lnm_upuleos str
CY -3011 Limassol

San xuét tai: Céng ty TNHH MEDOCHEMIE (VIEN PONG)
Pija chi: $6 10, 12 va 16 VSIP II-A dwéng sé 27, Khu céng nghiép Viét Nam — Singapore |I-A, phwdng

Vinh Tan, thj xa Tan Uyén, tinh Binh Dwong, Viét Nam.

Ngay xem xét stra doi, cap nhat lai ndi dung hwéng dan st dung thude: .............cccooeooon.

VIE LTD
aupoleos str
..imassol

6/6-Vn




