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Ambroxol hydroclorid 0,6 %
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Ambroxal hydroclond €

Amxotax

'BOC KT HUGNG DAN S0/ DUNG TRUGC KHI DUNG.

~ Thanh phén: Mdi 1 mi thanh phim
¢ v BRI AR
Chi dinh, cach diing, chdng chi dinh va
céc théng tin khac:
Xem trong t& huéng dan st dung thudc
kém theo.
Bio quan:
Nai kho, nhiét dd khong qua 30°C, trénh
anh sang.
Tiéu chudn/Specification:
TCCS/ Home Standard

SBK/Reg.No:

Amxotax

Amxotax

Ambroxol hydroclorid 0,6 %

v Loosen phlegm
v Expectorant

In a dry place, temperature not exceeding
30°C, protect from light.

$6 16 SX/Batch No-:
NSX/Mfg.date:

HD/Exp.date:

KKEEP OUT OF REACH OF CHILDREN
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Ngay thdng nam

SAN PHAM

KICH THUGC Hop: (110x 50 x 95) mm 7

Tai: (25 x 95) mm
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Amxotax

Ambroxol hydroclorid 0,6 %

GMP - WHO Sn\vﬂn
~Amxotax
5ml

Q v Tiéunhdy |

EM/DOC K¥ HUONG DAN S/ DUNG TRUGC KHI DUNG.
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Amxotax

Ambroxol hydroclorid 0,6 %

v Tiéu nhay
v Long ddm

Amxotax

Xem trong t&r huéng dan sit dung thudc
kém theo.

Béo quan:

Noi khé, nhiét dé khéng qué 30°C, tranh
anh sang.

Tiéu chuan/Specification:

TCCS/ Home Standard

SDK/Reg.No:

DE XA TAM TAY TRE EM
DOCKY HUONG DAN SU DYNG TRUGC KHI DUNG.

Amxotax

Ambroxol hydroclorid 0,6 %

v Loosen phlegm
v Expectorant

Storage:
In a dry place, temperature not exceeding
30°C, protect from light.

5 16 SX/Batch No.:
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Ambroxol hydroclorid 0,6 % # W boudo
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Chai 60 ml
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Hop: (45x45x 110) mm
Nhan chai: (100 x 40) mm
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Amxotax

Ambroxol hydroclorid 6 mg/ml

Bao quan:
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GMP - WHO thephoco

Amxotax

Ambroxol hydroclorid 0,6 %

Amxotax

Ambroxol hydroclorid 0,6 %

Thanh phén: Méi 1 ml thanh pham
Ambroxol hydroclorid.
Té duoc..vd.......

Nai khé, nhiét dé khdng qua 30°C,
tranh anh sang.

v Tiéu nhay

v Long dom

Ta duoc...vd. iml

Chi dinh, cich dung, chéng chi dinh va
céc thong tin khac:

Xem trong t& hudng dan str dung thuéc
kém theo.

Béo quan:

Noi khé, nhiét d6 khong qud 30°C, tranh
anh sdng.

Tiéu chudn/Specification:
TCCS/ Home Standard

SDK/Reg.No:
DEXATAM TAYTRE EM

GMP -WHO

>3 xo.ﬁmx Xem trong td hudng dan s dung

Ambroxol hydroclorid 0,6 % thudc kém theo.

Chi dinh, cach dung, chéng chi
dinh va cac thong tin khéc:

- DF XA TAMTAY TRE EM
BOC K¥ HUONG DAN S DUNG TRUGC KHI DUNG.

$616 SX:

HD:

Ambroxol hydroclorid 0,6 %

Amxotax

Ambroxol hydroclorid 0,6 %

Cuspaatioin: Esch 1 mifinkhad prodkse

v Loosen phlegm

v Expectorant

Ambroxol hydroclorid............cc.c.. 6 Mg
ERCIDEIE OIS cossansnnmsssaionssnion 1ml

Indication, administration,
contraindications and other information:
See the enclosed leaflet.

Storage:
In a dry place, temperature not exceeding
30°C, protect from light.

5616 SX/Batch No.:
NSX/Mfg.date:
HD/Exp.date:
KEEP QUT OF REACH OF CHILDREN
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Thanh phén: Mdi 1 ml thanh pham GMP - WHO Chi dinh, cach diing, chéng chi

Ambroxol hydroclo ...6mg dinh va cac théng tin khac:

Ta AUOC Vs ] O 3 xo .H mx Xem trong t&s hudng dan st dung

Béo quan: Ambroxol hydroclorid 0,6 % thuckém theo.

Nai khé, nhiét dé khong qué 30°C, 4 | - OF XATAMTAY TRE EM
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Rx: Thude nay chi ding theo don thube

|

|

i

‘ AMXOTAX
(Ambroxol hydrochlorid 0,6%)

‘ Dé xa tam tay tré em

i Doc ky hwong dén sir dung truée khi ding

|

|

1. THANH PHAN CONG THU'C THUOC

M&i 1 ml dung dich uéng chira :

Thanh phén duoc chdt: Ambroxol hydroclorid 6 mg.
Thanh _phéan_td duoc: Pudng tring, B-cyclodextrin, sorbitol, sucralose, acid tartric,
natribenzoat, erythrosin, huong dau, nudc tinh khiét.

2. DANG BAO CHE
Dung dich udng.
M6 ta: Chét 1ong mau d6, mui thom huong déu.

3. CHI PINH
Diéu trj cdc rdi loan bai tiét dich & phé quan, dic bigt trong céc truomg hop viém phé quan cap
tinh hodc cac dot cp cua viém phé quan man tinh.

4. LIEU DUNG, CACH DUNG

Liéu dung:

1 ml dung dich chira 6 mg ambroxol hydroclorid.

Tré em <2 tudi: Khong nén st dung cho tré em dudi 2 tudi.

Tré em tir 2 tudi - 5 tudi: 1,25 ml x 3 lin/ngay.

Tré em tir 6 tudi - 12 tudi: 2,5 ml x 2-3 Ian ngay.

Ngudi 16m va tré em tir 12 tudi tré 1én: 5 ml x 3 lin/ngay trong 2-3 ngay diu, sau do dung 5 ml
x 2 lan/ngay.

Luu y: Néu sau 5 ngay (3 ngay déi véi tré em dudi 6 tudi) céc triéu chimg khong cai thién hoic
trér nén t0i té hon, hay lién hé vi béc s ctia ban..

Ciach dung:

Thudc ding dwdng uéng C6 thé dung cung hoac khong cung thirc an.

Chai 60, 100 ml: Liy dung dich trong chai ra cdc dong hodc bo xi lanh di kém va udng theo
liéu thich hop.

Tai 2,5 ml va 5 ml: Udng thudc theo lidu thich hop.

5. CHONG CHI PINH
Qué mén cam véi hoat chét hodc bit ky thanh phén t4 duoc nao cua thude

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

- Khéong nén két hop mot thude lam lodng dich tiét phé quan véi thude chéng ho va/hoic céc
thudc lam khé dich tiét (tac dung atropinic).

- Céc truong hop phan tng trén da nghiém trong, héi chiing Stevens-Johnson (SJS)/hdi ching
Lyell, Hji chirng ngoai ban mun mu toan than cép tinh (AGEP) lién quan dén viéc sir dung
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ambroxol hydroclorld da dugc bao cdo. Néu cé céc ddu hidu hoic tri¢u ching ph4
nudce hodc tén thuorng niém mac, ngirng sir dlgng ambroxol hydroclorid va héi y
- Ngudi méc bénh vé gan niing, suy than: can hoi y kién béc si trudce khi sir dung
tich 1ily cdc san pham chuyén héa & gan trén nhitng ngudi bi suy thén ning.
Cinh bdo lién quan dén td dwge:

- Sorbitol: c6 thé gdy nhimng triéu chirng tiéu hoa kho chiu va cho tac dung nhuan
- Natri benzoat: thuéc ngay c¢é chira Sml natribenzoat/1ml dung dich uéng. Natri benzoat cé
thé lam tang nguy co vang da, vang mit & tré so sinh (4 tudn tudi tré xudng).

- Pudng tring: bénh nhan bi réi loan di truyén hiém gip nhu khéng dung nap fructose hoic
kém hap thu glucose- -galactose khong nén dung thude nay.

7.SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nit co thai

Ambroxol hydroclorid di qua hang rao nhau thai.

Céc nghién ctru trén dong vét chua cho thdy bét ki tac dung gay quai thai nao. Trong thuc
hanh 1am sang, hién tai cling khong c6 day du dir liéu lién quan dé danh gi4 tic dong gay di
tat thai nhi ciia ambroxol hydroclorid trong khi mang thai.

Dé du phong, tot nhit khéng nén sir dung ambroxol hydroclorid trong khi mang thai.

Phu nit cho con bu

Céc nghién cu'u trén dong vat cho thiy ambroxol hydroclorid bai tiét qua sita me. Mic du
dung dich ubng ambroxol hydroclorid khong cho thay tac dung phu déi véi tré ba me, khong
nén dung thudc trong thai ki cho con bu.

Kha nang sinh sdin

Khéng c6 sin dir liéu 1am sang vé anh hudng ctia ambroxol hydroclond dbi véi kha nang sinh
san. Dit liéu tién lam sang cho thdy khéng c6 téc hai truc tiép hay gian tiép dbi véi kha nang
sinh san.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua 6 bang chitng v& anh huéng ciia thude 1én kha nang l4i xe, van hanh may mac.

9. TUONG TAC, TUONG KY CUA THUOC

Khéng c6 thong tin vé tuong tic cua thudc.

Do khéng c6 cdc nghién citu vé tinh twong ky cia thuéce, khéng tron 1dn thude nay véi céc
thude khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Viéc danh gia céac phan g phu theo tan sut nhu sau: R4t thudng gap (= 1/10); Thuong gip
(> 17100 dén <1/10); it giip (= 1/1.000 dén <1/100); Hiém gap (>1/10.000 dén<1/1. 000);
Rit hiém gap (<1/10,000), chua biét (khéng thé wdc lwgng tin suét tir dit liéu sn co).

Bang tom tat cc phan (ng phu cua thuée:

H¢ co quan Tdc dung khong mong muon gdp phai Tan suat
Qui man Hiém gdp
Réi loan hé mién dich | Phan ung phin vé bao gom séc phan vé, phu Chura bids
mach, ngira
Roi loan hé thong Réi loan vi gidc (thay ddi vj gic) Thuong gap




https://trungtamthuoc.com/

Nhirc dau, chéng mit Rat o e 9"8.0
T T ¥ CONG YN

Ill{go;clgzr:rfr?g ltl:él‘){ g Gidm cam gidc hau hong < g@pH A
Bu6n non, giam cam gidc miéng ong g¥pTE

Réi loan tiéu hoa Non, kho tiéu, tiéu chay, dau bung, kho miéng | It e JHANH H 4
Kho hong Chu AT 10
Phat ban, may day Hiém gip

R6i loan da va m6 duéi | Phan tng trén da nghiém trong (bao gdm hong

da ban da dang, hdi chimg SJS/héi ching Lyell, Hgi | Chura biét
ching (AGEP))

Thong bdo cho bdc si cdc tic dung khong mong muén gdp phdi.

11. QUA LIEU VA CACH XU TRi

Khéng c6 triéu chimg cu thé vé viéc sir dung thudc qua lidu, khéng ding qué liéu chi dinh ciia
thudc.

Theo céc truong hop vé tinh ding qua lidu duge bao cdo, céc tridu chirng quan sat dugc tuong
tw véi cic phan tng phu ciia thude & liéu khuyén cdo.

Trong trwdng hop qua liéu, diéu tri triéu chimg s& dugc thyuc hién.

12. PAC TiNH DUQC LU'C HQC

Nhém duge ly: Thude an than, chdng loan than, din xuét butyrophenon.

Ma ATC: RO5CBO6.

- Ambroxol hydroclorid ¢6 tac dung long dom va lam tiéu chit chay. Bing céach tic dung 1én
té bao tiét, ambroxol kich thich tuyén nhay tiét dich, ting tao ra céc chét nhay léng hon.
Ambroxol cling kich thich cac 16ng nhay ting hoat dong.

- Tac dung gdy té cuc b ciia ambroxol hydroclorid di dugc quan sat thay trén nghién ctiru mo
hinh dong vat. Co ché dugc giai thich bing dic tinh chin kénh canxi cua cic té bao thin kinh.
- Trong thi nghiém trong éng nghiém, ambroxol hydroclorid cho thiy téc dung giam giai phéng
cac cytokine tir cac té bao don nhan va da nhén trong méu va mé.

- Tac dung giam dau hong va sung d6 c6 hong da dugc quan sét thiy trong cac nghién ciru 1dm
sang.

- Ambroxol hydroclorid 1am ting ndng d4 khéng sinh (amoxicillin, cefuroxim, erythromycin)
trong dich tiét phé quan phdi va dom.

13. PAC TINH DUQC PONG HQC

Hiip thu

Ambroxol hydroclorid hip thu nhanh, hoan toan va tuyén tinh qua duong udng & mic liéu diéu
tri. Pat nong d¢ ti da trong huyét twong trong khoang 1 dén 2,5 gio. Sinh kha dung khoang
79% sau khi sir dung 30mg. Sinh kha dung ciia thuéc khong bi anh hudng béi thirc an.

Phén bo

Ambroxol hydroclorid phan bd nhanh va rong ri tir méu dén cac md, ndng do hoat chét cao
nhét dugc tim thiy trong phéi.

Thé tich phén phdi sau khi uéng uéc tinh 1a 552 lit.

O liéu diéu tri, ty 1& gén két vdi protein huyét twong 1a khoang 90%.
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Chuyén héa

30% liéu udng dugc thai trir qua chuyén héa lan dAu. Ambroxol hydroclorid
chii yéu & gan bing cich glucuronid héa va phén cét thanh axit dibromo an
10% liéu ding) cing véi mot sé chat chuyén héa nho.

ambroxol hydroclorid thanh axit dibromoanthranilic.
Thai trir

Trong vong 3 ngdy sau khi udng, khoang 6% liéu dung dugc tim thdy & dang t do trong khi
khodng 26% duoc tim thiy & dang lién hop trong nudc tiéu.

Thoi gian ban thai khoang 10 gio. Khéng c6 sy tich liy khi sir dung lap lai liéu diéu tri. D6
thanh thai toan phan 1a 660 ml/phut. D6 thanh thai qua thén sau khi uéng 1a khoang 8% tdng
d thanh thii. Udc tinh ring liéu bai tiét qua nude tidu sau 5 ngay chiém khoang 83% téng lidu.
Duge dpng hoc & cdc nhém doi twpng dic bigt:

- Bénh nhan réi loan chirc ning gan: sy dao thai ambroxol hydroclorid giam, din téi ndng do
trong huyét twong cao hon khoang 1,3-2 lan. Khdng can diéu chinh liéu trén bénh nhén réi loan
chirc nang gan.

- Nguoi cao tudi: khéng can didu chinh lidu.

14. QUY CACH PONG GOI:

Chai 60 ml + 1 bg xi lanh + 1 cbc dong.
Chai 100 ml + 1 b xi lanh + 1 cdc dong.
Hop 20 thi x 2,5 ml;

Hop 30 ti x 2,5 ml.

Hop 20 tai x 5 ml;

Hop 30 tdi x 5 ml.

15. PIEU KIEN BAO QUAN:
Noi kho, nhiét d§ khong qué 30°C, tranh anh sang.

16. HAN DUNG:
24 thang ké tir ngy san xuét.
25 ngay sau khi mé nép chai.

17. TIEU CHUAN CHAT LUQNG:
Tiéu chudn co s&

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

CONG TY CO PHAN DUQC - VAT TU Y TE THANH HOA (THEPHACO)

Tru s&: S6 232 Tran Phy, thanh phd Thanh Héa, tinh Thanh Héa.

Nha méy san xuét: S6 04 - dwong Quang Trung, thanh phd Thanh Héa, tinh Thanh Héa.
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