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1. Doc ky hirong dan sie dung triecce khi dung

1. THANH PHAN CONG THUC THUOC
Mai vién nén sui bot chira:
Thanh phdn duge chdt: Ambroxol hydroclorid 60 mg
Thanh ph&n ta dugc: Acid citric khan, mannitol, simethicon nhii trong 30%, PVP K30, natri
bicarbonat, natri carbonat, lactose monohydrat, sucralose, hwong tréi cdy téng hop, PEG 6000,
silicon dioxid keo, behenoyl polyoxyl-8 glycerid
2. DANG BAO CHE
Vién nén sui bot.
MO ta: Vién nén hinh tron, mau tring hodc tring nga, mot mit c6 vach bé doi, canh va thanh
vién lanh lan.
3. CHI PINH
Pidu tri céc bénh cp hodc man tinh & dudong hd hip c6 kém ting tiét dich phé quan khéng
binh thuong.
Thudc dugce chi dinh & ngudi 16n va tré em trén 12 tudi.
4. CACH DUNG, LIEU DUNG
Cach dung:
Hoa tan vién nén sui bot trong mét cde nude va udng ngay sau khi pha. Nén udng thude sau
bira dn.
Khong nén ding thubc qué 4-5 ngay ma khong c6 chi dinh ctia bac si.
Liéu ding;
Naguoi I6n va tré em trén 12 tudi
Ubng 30 mg (% vién) x 3 lin/ngay trong 2-3 ngay déu. Sau dé, tiép tuc diéu tri vdi 30 mg (V2
vién) x 2 lan/ngay.
O ngudi 16m, c6 thé tang hiéu qua bang cdch diing 60 mg x 2 1an/ngay.
Tré em dudi 12 tudi
Tinh an toan va hiéu qua ctia ambroxol hydroclorid & tré em dudi 12 tudi chua duge thiét 13p.
Chéng chi dinh ding ambroxol hydroclorid cho tré em dusi 12 tudi,
5. CHONG CHI PINH
Qué mén véi bét ky thanh phin nao cia thude.
Do ham luwong hoat chét cao va thuc té 1a tinh an toan va hiu qua ctiia ambroxol hydroclorid
& tré em du6i 12 tudi vin chua duge thiét 1ap, chéng chi dinh dung thudc cho tré em dudi 12
tuoi.
6. CANH BAO VA THAN TRONG KHI DUNG THUOC
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| mﬁmvms\hﬂohﬂ on (SJ S)/hom tir biéu bi nhidm doc (TEN) va ngoai ban mun mu toan than cip
' "‘ﬁfﬁh ﬂA’GE}ﬁ ién quan dén viéc sir dl,mg ambroxol. Néu c6 céc triéu chimg hodc ddu hiéu phat
ban t.lcniji n (d6i khi két hgp voi phdng rop hoic ton thurong niém mac), nén ngung ambroxol
hydroclorrd ngay lap tirc va di kham béc si.
Trong trudmg hop rdi loan chirc ning vin dong phé quan va luong dich tiét nhiéu hon (vi du
trong hoi chitng 16ng mao khéng di dong hiém gip), nén sir dung ambroxol hydroclorid 60
mg mét cach than trong vi ¢6 thé gy tic ngheén bai tiét.
Néu bénh nhan bj suy giam chirc nang gan hodc than ndng, chi nén diing ambroxol hydroclorid
khi ¢6 chi dinh ctia béc si. Gidng nhu bat ky thudc nao duge chuyén héa qua gan va thai trir
qua thén, c6 thé dyr kién sy tich liiy cac chét chuyén héa ctia ambroxol duoc hinh thanh trong
gan khi bi suy thdn ning.
Vi thube tiéu chit nhay c6 thé pha hiy hang rao niém mac da day, thin trong khi duing
ambroxol & nhitng bénh nhén ¢6 tién sir loét da day ta trang.
Can thén trong & bénh nhéan khong dung nap histamin. Nén tranh diéu trj kéo dai & nhimg
bénh nhan nay, vi ambroxol anh huéng dén chuyén hoa histamin va co thé dan dén cac triéu
ching khong dung nap (vi du: dau déu, chay nudc miii, ngira).
Thudc nay c6 chira lactose. Bénh nhén c6 van dé di truyén hiém gip vé khéng dung nap
galactose, thiéu lactase hoan toan hodc kém hép thu glucose-galactose khong nén dung thude
nay.
7.SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Phu ni¥ co thai
Ambroxol hydroclorid qua dugc hang rao nhau thai. Céc nghién ciru trén dong vat khong chi
ra céc tac dong c6 hai truc tiép hodc gian tiép ddi véi qué trinh mang thai, sy phat trién cia
phoi thai/bao thai, tré so sinh hoéc sy phét trién sau khi sinh.
Kinh nghiém 14m sang rdng rdi sau tudn thir 28 clia thai ky khong cho thay bét ky anh hudng
¢6 hai nao déi v6i thai nhi. Tuy nhién, cac bién phép phong ngira thong thuong lién quan dén
viée st dung thude trong thai ky can duoc tudn thu. Viée sir dung ambroxol khong duge
khuyén céo, dic biét 12 trong ba thang dau.
Phu nit cho con bu
Ambroxol dugce bai tiét qua sita me. Khong khuyén cdo sir dung trong thei ky cho con bu.
Kha ndng sinh sdn
Céc nghién ciru trén déng vat khong chi ra bat ky tac dong c6 hai nao dén kha ning sinh san.
8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Ambroxol hydroclorid khéng ¢ hodc c6 anh huong khong dang ké dén kha ning l4i xe va
van hanh may moc.
9. TUONG TAC, TUONG KY CUA THUOC
Chua ¢6 béo céo vé cac trong téc bét loi trén 14m sang vai cac thube khéc.
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Tén suét cac tac dung khéng mong mudn duge phan loai nhu sau: Rét thuong gap (= 1/10),
t}}ubng gap (= 1/100, < 1/10), it gap (= I:'l.(](}(], < 1/100), hiém gip (= 1/10.000, < 1/1.000),
rat hiém giip (< 1/10.000), chua 16 (khong thé du doan tir dit liéu sén co).
Roi logn mién dich
Hiém gap: Phan tmg qua man
Chura r5: Phan {mg phan vé bao gdm sdc phan vé, phit mach va ngira
Réi logn thin kinh
Thudng gip: Réi loan vi gidc (nhw thay dbi vi gic)
Rbi loan tiéu hoa va roi loan ho Iu’fp, ft’ing nguec va frung thiit
Thuong gip: Bubn nén, gidm cam gidc & miéng va hong
ft gip: Nén, tiéu chay, kho tiéu, dau byung va kho miéng
Chua rd: Kho hong
Roi logn da va mé duwdi da
Hiém gip: Phat ban, may day
Chua rd: Phan ng co6 hai trén da nghiém trong (bao gbm héng ban da dzgmg, hoi ching
Stevens-Johnson/hoai tir bi€u bi nhiém ddc va ngoai ban mun mu toan thén cap tinh)
Hiém gap: Kho hong
Réi loan toan thén va tai ché
ft gap: Sot
Théng bdo ngay cho bdc sy hodc duwge sy nhitng phdn ikng cé hai gap phai khi st dung
thudc.
11. QUA LIEU VA CACH XU TRi
Cho dén nay chua c6 triéu chimg qua lidu cy thé ndo dugc bdo co & ngudi. Dya trén céc bio
céo trong trudng hop vo tinh dung qua liéu va/hodc dung sai thude, céc tri¢u chirng quan sat
duge phu hop voi céc tac dung khéng mong mudn da biét ciia ambroxol & mirc liéu khuyén
cao va c0 thé can dicu trj tri¢u chirng.
12. PAC TINH DUQC LUC HQC
Nhom duge ly: Thude long dom
Ma ATC: ROSCB06

Ambroxol, mdt benzylamin duoc thay thé, 1a mdt chét chuyén héa cia bromhexin. Khac véi
bromhexin, ambroxol khéng c6 nhém methyl va cé sy xuét hién nhém hydroxyl & vi tri para-
trans cia vong cyclohexyl. Mic dii co ché tac dung clia ambroxol vén chira dugc lam sang t6
hodan toan, nhung tic dung tiét dich va vén tiét da duogc phat hién trong cic nghién ciru.
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ghlen ciru tién 14m sang, thudc 1am ting ty 1é tiét thanh dich phé quéan. Viéc giam

-‘-GQ nhmi'hch tiét va ting sy hoat héa ctia biéu mé c6 16ng mao duge cho 1a thic diy viéc van
chuyen chit nhay.

Anzlbroxol kich hoa} hé théng chit hoat dong bé mat bang céch tac dong truc tiép dén té bao
phéi loai IT ciia phé nang va céc t‘é bao Clara trong ving phé quén nho. T}}uéc thic déy, su
hinh thanh va dao thai ra ngoai chat hoat dong bé mét trong phé nang va phé quan cla phoi &
thai nhi va flgtféri Ién. Nhitng tic dung nay @4 duoc chirng minh trong céc té bao nubi cdy va
trong co thé song cua céc loai khac nhau.

Téc dung c6 loi vé tin sudt cac dot cép tinh hoic chirc ning phdi & bénh nhan COPD vén
chua dugc xéc dinh ro rang.

13. PAC TINH DUQC PONG HQC

Hip thu

Ambroxol dugc hép thu hoan toan sau khi uﬁng. Tmax sau khi udng 1a 1-3 gio. Sinh kha dung
tuyét doi cia ambroxol khi dung dudng uong giam khoang 1/3 do chuyén hba budc mot qua
gan. Cac chit chuyén héa dugc bai tiét qua thin (nhu acid dibromo anthranilic, cic
glucuronid) dugc hinh thanh trong qué trinh ndy. Lién két véi protein huyét twong khoang
85% (80-90%). Thoi gian ban thai pha cudi trong huyét tuong la 7-12 gio. Thoi gian béan thai
trong huyét twong ciia tong ambroxol va céc chat chuyén hoa cta no la khoang 22 gid.
Ambroxol qua dugc hang rao nhau thai va di vao dich ndo tiy va sita me.

Bai tiét qua than chiém 90% dudi dang cac chat chuyén héa dugc tao thanh & gan. Ambroxol
dué6i dang khong dbi duge bai tiét qua than dudi 10%.

Do ty 1¢ lién két v6i protein cao va thé tich phin bd 16n, ciing nhur sy phan b6 lai tir mé vao
mau xay ra chdm, phin 16n ambroxol khéng bi loai b qua thdm phan hoic loi tiéu cudng
buec.

P thanh thai cia ambroxol giam 20-40% khi mic cic bénh gan ning. Trong rbi loan chirc
niing than ning, cac chit chuyén héa ciia ambroxol ¢6 thé bi tich ldty.

14. QUY CACH DONG GOI

Hop 1 tuyp x 10 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC

- Didu kién bdo quan: Noi kho, nhiét do khong qué 30°C, tranh énh séng.

- Han ding: 24 théng ké tir ngay san xuat.

- Tiéu chudn chdt hrong thuéc: TCCS.

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Tén co sé san xudt: CONG TY CO PHAN DUQC PHAM WEALPHAR

Pia chi: L6 CN5, Khu c¢ong nghi¢p Thuy Van, Xa Thuy Van, Thanh phc‘) Viét Tri, Tinh Pha
Tho
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