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To huéng dén siv dung thube

JUSTONE 30 mg/S ml

Dung dich ubng
Dé xa thm tay tré em.
Poc ky huéng din sir dung trude khi dung,

THANH PHAN

- Thanh phan dwge chét: ambroxol hydroclorid 30 mg/5 ml.

- Thanh phan ta duge: sorbitol, propylen glycol, glycerin, acid citric khan, natri citrat

dihydrat, natri benzoat, natri saccharin, huong déu, nudc tinh khiét.

DANG BAO CHE, MO TA SAN PHAM

Dung dich ubng

Dung dich trong sudt, khong mau dén mau vang nhat, huong dau; khong co cén, tiéu phan

la va vang moc.

CHI PINH

Justone 30 mg/5 ml duge dung trong truong hgp cac bénh ho hdp cap tinh va man tinh lién

quan dén tiét va van chuyén dich phé quan khong binh thudng.

LIEU DUNG, CACH DUNG

Liéu ding

- Tré em dudi 2 tuéi: 1,25 ml x 2 lan/ngay.

- Iréemtir2 -5 tuoi: 1,25 ml x 3 lan/ngay.

- Tréemtir 6— 12 tudi: 2,5 ml x 2-3 lan/ngay.

- Nguwoi lon va thanh thiéu nién tir 12 tudi iré lén: Trong 2-3 ngay du diéu tri udng 5 ml
% 3 lan/ngdy, sau d6 5 ml x 2 lan/ngay. C6 thé tang hiéu qua diéu trj bang cach tang lidu
ding 1én 10 ml x 2 lan/ngay.

- Bénh nhdn suy thdn hodc suy gan: Nén diéu chinh liéu ¢ bénh nhan suy than/suy gan
murc do trung binh dén ning. '

Justone 30 mg/5S ml chi dugc st dung cho tré dudi 2 tudi khi ¢6 chi dinh cia béc si.

Céach dung

- Dung duong udng.

- Vénguyén tdc, khong giéi han thoi gian ding thude. Tuy nhién, khong nén sir dung hon
4-5 ngay ma khong c6 chi dinh cua béc si.

- Dong lugng dung dich udng bang cdch st dung coc do kem theo.
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To hwéng din sic dung thuoe

- Justone 30 mg/5 ml khong bi anh hudng bai thire an.

CHONG CHI PINH

Qua man vai hoat chét hodc bat ky thanh ph::"in ta duge nao cua thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC

- Da ¢6 bao céo vé cic phan tng da nghiém trong nhu hfmg ban da dang, hoi chirng
Stevens-Johnson, hoai tu biéu bi nhiém doc va ngoai ban myn mu toan than C?.lp tinh lién
quan dén viéc st dung ambroxol hydroclorid. Do do, trong truong hgp 6 cac triéu chimg
hodc ddu hiéu phat ban da tién trién (doi khi lién quan dén phoné rop hodc ton thuong

niém mac), nén ngtmg st dung thude ngay 1ap tic va tim sy tu van y té.

\

BT a ; 1¢
- Trong trwong hop chic nang van dong phé quan bi suy giam va lugng dich tiét 16n (vi s
du: truong hop hiém gap cta hoi chimg 16ng mao 4c tinh), nén than trong khi st dung o))

Justone 30 mg/5 ml vi co thé lam tich tu dich tiét.

m O

- Trong truong hop suy than hodc suy gan nang, chi dugc sir dung ambroxol hydroclorid
sau khi hoi y kién bac si. Tuong tu nhu cac thuoc khac duge chuyén hoa ¢ gan va sau

d6 thai trir qua thin, ding ambroxol hydroclorid ¢ thé gay ra su tich lily cac chét chuyén

I&(

héa & gan doi voi bénh nhéan suy thin ning.
- Mudi benzoat ¢o thé lam ting bénh vang da (vang da va mét) ¢ tré so sinh (dén 4 tudn
tudi).
- Thudc nay nén duge sir dung than trong ¢ tré nho hon 4 tudn tudi, dic biét néu tré dang
dung cac loai thude khac c¢6 chira propylen glycol hodc alcohol.
SU' DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir mang thai
Ambroxol hydroclorid di qua nhau thai. Cac nghién ctu tién 1am sang khong cho thay tac
dung ¢6 hai truc tiép hodc gidn tiép doi vai thai ky, su phat trién cua phoi thai/thai nhi, qua
trinh sinh nd hodc su phat trién sau khi sinh. Kinh nghiém ldm sang m¢ rong cho thay sau
tuan thr 28 cua thai ky, ambroxol hydroclorid khong co bat ky tac dung c6 hai nao doi voi
thai nhi. Tuy nhién, nén tuan thu cac bién phap phong ngtra thong thuong lién quan dén str
dung thude trong thoi ky mang thai. Dac biét trong ba thang dAu thai ky, khong khuyén cao
st dung Justone 30 mg/ml.
Phu nir cho con bu
Cac nghién ctru trén dong vat da chi ra rang ambroxol dugc bai tiét qua sira. Vi vay, khong
khuyén cdo ding thu6e nay & phu nir cho con bu.
Kha ning sinh san
Céc nghién ctru tién lam sang khong chi ra tac dung c6 hai truc tiép hodc gian tiép doi voi
kha nang sinh san.
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To hwong dan sir dung thuoc

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

Hién chua co bﬁng chirng cho thdy ambroxol hydroclorid anh hudng dén kha nang lai xe

hodc van hanh mdy moc. Tac dong cua thudc dén kha nang lai xe va van hanh may moc van

chua dugc nghién cuu.

TUONG TAC, TUONG KY CUA THUOC

Dung két hop Justone 30 mg/S ml véi thube chéng ho & bénh nhén méc bénh duong ho hap

¢6 lién quan dén ting tiét chat nhay, nhu xo nang hodc gian phé quan, c6 the gay tich tu dich

tiét (nguy hiém) do phan xa ho bi han ché.

TAC DUNG KHONG MONG MUON CUA THUOC

Nhing tac dung khong mong mudn duge phian nhoém theo tAn suét: rat thuong gap (ADR >

1/10), thuong gip (1/100 < ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiém gap

(1/10.000 < ADR < 1/1.000), rat hiém gip (ADR < 1/10.000), khong rd tan suat (tan suat

khong ude tinh duge tir nhitng dit li€u c6 san).

Thuong gap:

- Heé than kinh: Roi loan vi giéc.

- Heé tiéu héa: Budn non, giam cam giac & miéng.

- Heé ho hap: Giam cam giac & hong.

It gip:

- Hé tiéu hoa: Non, tiéu chay, kho tiéu, dau bung, kho miéng.

- Réi loan chung: Sot, phan tmg niém mac.

Hiém gap:

- Hé mién dich: Phan (mg quéa man.

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

- Hé tiéu héa: Kho hong.

Riit hiém gdp:

- HE tiéu héa.: Tang tiét nude bot.

Khong ro tan suit:

- Hé mién dich: Phan tng phan vé (Séc phan vé¢, phu mach, ngtra).

- Da va mé dudi da: Phan img da nghiém trong (bao gdm hong ban da dang, hoi ching
Stevens-Johnson/hoai tir biéu bi nhiém doc va ngoai ban myun mu toan than cép tinh).

- Hé hé hap: Kho thé (nhu la mot tri€u chimg cua phan (g qua man).
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To hwéng dan sir dung thuoe

QUA LIEU VA CACH XU TRI

Triéu chirng

Chua ¢6 bao cdo cac triéu chirng qua lidu dic hiéu & nguoi. Theo céc truong hop vo tinh
qua liéu hodic nham lan thude, cac triéu chirng quan sat duge pht hop véi tac dung phu da
biét ctia ambroxol hydroclorid dang dung dich uong & licu khuyén cao. '

Cach xir tri

Pidu tri triéu chimg trong truong hop qua lidu.

PAC TINH DUQC LUC HQC

Nhom duoe ly: Thude long dom.

Ma ATC: RO5SCBO6.

Co ché tac dung

Céc nghién ciu tién lam sang cho thay ambroxol hydroclorid lam tang ty 1¢ tiét dich phé
quan. Ambroxol hydroclorid kich hoat h¢ thong hoat dong bé mat bang cach kich thich truc
tiép vao cic phé bao loai 2 trong phé nang va té bao Clara trong dudng dan khi nho, thic
day hoat dong cua biéu mé long, két qua la giam do nhét dom va gitp tong dom ra ngoai dé
dang. Tac dung tong dom da duge ching minh trong cac nghién ctru duoc ly lam sang.
Téc dung tang bai tiét dich 16ng va tong dom hd trg cho viée khac dom dé dang.

Téac dung gy té cuc bd ciia ambroxol hydroclorid da dugce nghién ctru trén mat tho, co thé
bit ngudn tir dic tinh chan kénh natri ciia no. Ambroxol hydroclorid ch@n céc kénh sicu
phén cyc trén cdc kénh natri than kinh cong dién thé in vitro. Lién két nay c6 thé dao ngugc
va phu thudce vao nong do.

Ambroxol hydroclorid con cho thdy tac dung chdng viém in vitro. Su giai phong cytokine
tr t& bao don nhén va da nhan trong mau va mo da giam dang ké boi ambroxol hydroclorid
in vitro.

Sau khi dung ambroxol hydroclorid, nong do cua cac khang sinh amoxicillin, cefuroxim,
crythromycin va doxycyelin trong dom va dich tiét phé quan tang lén. Cho dén nay chua c6
két luan 1am sang vé diéu nay.

Diic tinh khdng virus trong cdc nghién civu in vitro va mo hinh djng vit:

Trong cdc nghién ctu in vitro v6i té bao biéu mé khi quan ctia ngudi, da quan sat thay giam
sao chép cua rhovirus (RV 14).

Sau khi xir Iy bang ambroxol, da quan sat thdy sy giam sao chép cta virus cam A ¢ chudt
trong mo hinh hé ho hap ctia dong vat.

Chua co6 két luan 1am sang tir cac két qua nay.
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T& hwéng dan siv dung thuoe

PAC TINH DUQC PONG HOQC

Hap thu

Ambroxol hydroclorid dugce hép thu nhanh chong va hoan toan khi dung dang phong thich
tire thi dudng ubng. Su hap thu tuyén tinh theo litu trong khoang liéu diéu tri. Nong do toi
da trong huyét tuong dat duge sau 1 — 2,5 gio khi ding dang phong thich tuc thi, va trung
binh sau 6,5 gio khi dung dang phoéng thich kéo dai. '

Thrc an khong anh huong dén sinh kha dung cua ambroxol hydroclorid.

Phin b

Su phan b6 ambroxol hydroclorid tir mau dén cac mo dién ra nhanh chong va rong rai, voi
nong do hoat chét cao nhét duoc tim thiy trong phoi. Thé tich phan b6 sau khi udng duge
ude tinh 1a 552 lit.

Trong khoang liéu diéu tri, lién két voi protein huyét tuong 1a khoang 90%.

Chuyén hoa

Khoang 30% liéu udng bi thai trir qua qué trinh chuyén hoa lan dau. Ambroxol hydroclorid
dugce chuyén hoa chi yéu & gan bang phan Gng glucuronid héa va phén cit thanh acid
dibromoanthranilic (khoang 10% lidu dung). Céc nghién e trén microsom gan nguoi cho
thay CYP3A4 chiu trach nhiém chuyén héa ambroxol hydroclorid thanh dibromoanthranilic
acid.

Thai trir

Sau khi ung thude 3 ngay, khoang 6% ambroxol hydroclorid bi thai trir du6i dang khong
doi va khoang 26% bi thai trlir qua than dudi dang cac chat lién hop.

Thot gian ban thai cuoi cua ambroxol hydroclorid 1a khoang 10 gio. Tong do thanh thai
trong khoang 660 ml/phut, voi thanh thdi qua thén chiém khoang 8% tong do thanh thai.
Sau 5 ngay, udc tinh 83% tong li¢u (duge dénh ddu phong xa) bi dao thai trong nudce tiéu.
Duwoc dong hoc o doi twong diic bigt .I
Ambroxol hydroclorid giam dao thdi ¢ bénh nhén suy gan nang, dan dén nong do thude
trong huyét twong cao hon khoang 1.3 —2 lin, nhung do khoang diéu tri rong nén khong
can chinh liéu.

Thong s6 duge dong hoc khéng bi anh huéng boi tudi tac hodc gidi tinh, do do khong can
chinh liéu.

QUY CACH PONG GOI

Hop 20 6ng/30 ng/50 dng x 5 ml dung dich udng.

Hop 20 6ng/30 dng/50 6ng > 10 ml dung dich udng.

Hop 20 g6i/30 g6i/50 goi x 5 ml dung dich udng.
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To hwéng dan si dung thude

Hop 20 g6i/30 g6i/50 goi * 10 ml dung dich udng.

Hop 01 chai x 50 ml dung dich udng.

Hop 01 chai x 75 ml dung dich ubng.

Hop 01 chai x 90 ml dung dich uéng.

BAO QUAN

Noi kho, du6i 30°C, tranh anh sang.

HAN DUNG

Han dung khi chua mo nap: 30 thang ké tir ngay san XUAt.
Han dung sau khi mo nap chai: 06 thang ké tir 1an dau ma nap
TIEU CHUAN CHAT LUQNG

Tiéu chuan nha san xuat.

MEDCEN

Co s& san xult:
CONG TY CO PHAN MEDCEN
Lo F10, Buong s6 6, KCN Hoa Binh, Nhi Thanh, Tha Thura, Long An, Viét Nam.
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