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MAU DPANG KY HOP THUOC MYBUROL 15

)

SBK: TIEU CHUAN: TCCS
HOP 20 ONG X 10 ML.

Myburol 15 A\ Myburol 15

s e e o Eoe
Ambroxol hydroclorid
Clenbuterol hydroclorid

. B( THUGC KE BON

THANH PHAN:
M8i 10 mi sird ubng chda:
Ambroxol hydroclorid ~ 15mg
f | Clenbuterol hydroclorid 0,01 mg
| CHi BINH, CHONG CHI BINH, CACH DUNG VA CAC THONG

TIN KHAC:

SIRO U6NG =) | Xemtrongtahuong dén si dung thubc kém theo.

KHONG DUOC TIEM | BAOQUAN: Noi kho, nhiét a6 khdng qué 30°C, tranh &nh séing.

o€ XA TAM TAY CUA TRE EM.
| DOC KV HUONG DAN SU DUNG TRUGC KHI DUNG.
‘ THUGC NAY CHI DUNG THEO BON THUSC.

S8 16 sX:

i Co 80 sén xudt:

CONG TY LIEN DOANH MEYER-BPC
84 8A3 quéc 1 80, P. Pha Tan, thanh phd Bén Tre, tinh Bén Tre, Vgt Nam

MEYER-BPC
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T B( REG.NO:
} PRESCRIPTION DRUG SPECIFICATION: MANUFACTURER'S STANDARD
\ BOX OF 20 TUBES X 10 ML.
|
Myburol 15 | o Mybural 15
Am}:oxol hydrochloride } T T S e e
; Clenbuterol hydrochloride
‘ COMPOSITION:
Each 10 mi syrup contains:
Ambroxol hydrochloride 15mg
Clenbuterol hydrochloride 0,01 mg
SYRUP=

INDICATIONS, CONTRAINDICATIONS, DOSAGE AND
OTHER INFORMATIONS:

Please read the instructions. |
STORAGE: Store below 30°C. Ina dry place. Protect from light.

NOT INJECTED

KEEP OUT OF REACH OF CHILDREN.
READ THE INSTRUCTIONS CAREFULLY BEFORE USE.
PRESCRIPTION ONLY MEDICINE.

Manufacturer:
{ MEYER-BPC JOINT VENTURE COMPANY
o\ 8A3 National road No 80, Phu Tan ward, Bentre ctty, Bentre province-Vietnam
P

MEYER-BPC

|
l
|

Huynh Thién Nghia
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MAU DANG KY NHAN THUSC MYBUROL 15

T
' . :_:N;‘;Z‘l)‘:r0| 15 Kmugmum@oglyryc:

win TE T CONG TY LEN DOANH MEVER-SSC

Phéng to 300%

e KHONG BUGC TIEM TIEU CHUAN: TCCS
LN Cattonid 0oy Ses v aBNG TY LIEN DOANH MEYER-BPC

R burol 15 SIRO UGNG 10 ML‘

ONG GIAM B6C

Husnh Thi¢it Nghia
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MAU BPANG KY HOP THUBC MYBUROL 15

SBK: TIEu CHUAN: Tccs ‘ S
: A\, Myburol 15
[ AV MYburOI 15 e

| Ambroxol hydroclorid
Clenbuterol hydroclorid

THANH PHAN:
MSi 10 mi sird ubing chila:
Ambroxoihydroclorid  15mg
Cienbuterol hydrociorid 0,01mg
CHI BINH, CHONG CHI BINH, CACH DUNG VA CAC THONG

SIRO UONG e

In it
Xem rong theo.

HOP 1 CHAI 45 ML e 0o

OF XA TAM TAY CUA TRE EM.
BOC KY HUONG DAN SUDUNG TRUGC KHI DUNG.
THUGC NAY CHI DUNG THEO BON THUGC.

8416 8X:
Ngay SX:
Han ding:

Corstr san xubt:
CONG TY LIEN DOANH MEYER-BPC

S5 8A3 quic 10 80, P. Pl Tlin, hnh phs Béin Tre. inh Béa Tre. Vit Nam
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| ‘f‘ Myburol 15
| roxol hydrochloride
[ Clenbuterol hydrochloride

COMPOSITION:

| [Each 10 mi syrup contains:

| Ambroxol hydrochioride 15mg

| Clenbuterol hydrochioride 0,01mg

CONT AND
BOXOF 1 BOTTLE 45 ML | STORAGE: Storsbeiom 30C.inacey lce. Prosmct omght
KEEP OUT OF REACH OF CHILDREN.
READ THE INSTRUCTIONS CAREFULLY BEFORE USE.
PRESCRIPTION ONLY MEDICINE.

Manufacturer:

MEYER-BPC JOINT VENTURE COMPANY

8A3 National road No 60, Phu Tan ward, Bentre city, Benire province -Vietnam

Huynh Thién Nghia
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MAU DANG KY NHAN THUOC MYBUROL 15

N o

iV 4 Mybl'rol 15 gmmummnmm

3 By rowsic ct moe CHAI 45 ML R
THANH PHAN:
sOK: TIEU cHUAN: Tecs mm e

SIRO U6NG A0 K cul GONE Tas O e,
5\ GORGTY wien poann mevER 8P ‘ i

nlxullun?unhu
K¥ HUGNG DAN SU DUNG TRUGC KHI DUNS.

Phéng to 160%

ONG GIAM BOC

Huynh Thién Nghia

[
B e xe oo CHAI 45 ML )
THANH PHAN:
SDK: TIEU CHUAN: TCCS A”:b&":‘:;m" o
| e, o Gl Bpet, A Dinva VA GAD NG
. G CHI BINH, DUN
Myburol 15 i siom. siiome wa
Ambroxol hydroclorid ‘:m Atmm:whuom:oiltm'lmma thuc 3:‘::m theo.
; BAO QUAN: Noi kho, nhiét dé khong qué 30°C, tranh &nh sé
B o DE XA TAM TAY CUA TRE EM, >
= £0C KY HUONG DAN SU DUNG TRUSC KHI DUNG.
SIRO UONG THUSC NAY CHI DUNG THEQ BON THUSC.
/ Co 86 sén xudt: .. ..
O\ CONG TY LIEN DOANH MEYER-BPC se B8
quéc 18 60, P. Phii Tan, thanh phd Bén Tre, tinh Bén Tre, Viét Nam O aw
-l L &
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MAU DANG KY HOP THUOC MYBUROL 15

SDK: TIEU CHUAN: TcCs

AN

Clenbuterol hydroclorid

SIRO UONG
HOP 1 CHAI 60 ML

/ \
/ \
e
e
e
& THUGE KE BOK

| TINKHAC:

.‘ BAO QUAN: Not knd, nhidt d khdng qué 30°C, trénh dnh séng.

Han ding:

/ {
o
/ |

/

|
A \

ﬂi Myburol 15

Clenbuterol hydroclorid 0,01 mg
CHI BINH, CHONG CH BINH, CACH DUNG VA CAC THONG

E XA TAM TAY CUA TRE EM.
BOC KY HUGNG DAN U DUNG TRUGC KHI DUNG.
THUGC NAY CHI DUNG THEO BON THUGC.

8616 8X:
Ngay SX:

' Cor st sén xuit: ‘

CONG TY LIEN DOANH MEYER-BPC |

36 6A3 quSa 10 60, P. Phi Tin, hinh phS Bén Tre, inh Bén Tre, Viet Nam
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‘ & PRESCADTION ORUG
g meemm——— A\ Myburol 15
j K Wburol 15 e
} roxol hydrochloride
‘ Clenbuterol hydrochloride
COMPOSITION:
Each 10 mi syrup contains:
Ambroxel hydrochiorice 18mg
Clanbuterol hydrochloride 0,01mg
SYRUP OTHER INFORMATIONS:
BOX OF 1 BOTTLE 60 ML

Please read the instructions.

| STORAGE: Storebelow 30°C. In a dry place. Protect from light.

KEEP OUT OF REACH OF CHILDREN.
READ THE

ULLY USE. |
PRESCRIPTION ONLY MEDICINE.

Manufscturer:

MEYER-BPC JOINT VENTURE COMPANY

SAS Nationai read Ne 80, Phu Tan ward, Bentre city, Benlre province - Vietham
N\
N

\

Huynh Thi¢n Nghia
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MAU DANG KY NHAN THUGC MYBUROL 15

7
B oot s CHAI 60 ML A
THANH PHAN:

soK: TIBUCHUAN.TCCs M TOmiskd udng chaa:

po el Myburol 15 = “"""‘""““‘mwmnwm

s w = Y
.é\ CONG TY LIEN DOANH MEYER-BPC IR

6A3 quéc 16 60, P. Phd Tan,

Phéng to 160%

Huvnh Thiér Nehia

N
(&mnm ’ CHAI 60 ML
THANH PHAN:
M1 10 mi siré ubng chua:
SPkK: TIEUCHUAN:TcCs 0% mm —
7 | INH, GHONG CHI BINH, CACH DUNG VA CAC THON
Y Myburol 15 ;:mréc G CHI BINH, CACH DUNG VA CAC THONG
Ambroxol hydroclorid Xem trong t& hudng déin sl dyng thuSc kém theo.
Clenbuterol hydroclorid BAO QUAN: Noi kho, nhigt 66 khdng qua 30°C, trénh dnh sang.
o€ XA TAM TAY CUA TRE EM.
5 BOC K¥ HUGNG DAN SU DYNG TRUGC KHI DUNG.
SIRO UONG THUGC NAY CHI DUNG THEO BON THUGC. s
o Cogdsin it - .
‘_3 CONG TY LIEN DOANH MEYER-BPC <
S0 S8.6A3 qubc 16 60, P. Pha Tan, thanh phd Bén Tre, finh Bén Tre, Vigt Nam S a0
=t s Z
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MAU DANG KY HOP THUGC MYBUROL 15

//
/’ |
,-/ b
// \\\\
} B(mucenm ‘ |
i SBK: TIEU CHUAN: TCCS > \
| A\ Myburol 15 |
w [
Myburol 15 —_—
Ambroxol hydroclorid |
Clenbuterol hydroclorid
THANH PHAN:
M8 10 mi sird uéing chda:
Ambroxol hydroclorid 15mg |
Clenbuterol hydroclorid 0,01 mg
| CHI BINH, CHONG CHI DINH, CACH DUNG VA CAC THONG
SIRO UONG e gonaegavgntcinine
mm:ﬁuw.v;moomm;mm.m‘mnm.
HOP 1 CHAI 70 ML i i i S
©0C KY HUGNG DAN SUf DUNG TRUGC KHI DUNG.
THUGC NAY CHi DUNG THEO BON THUGC.

8616 8X:
Ngay SX:
Han dung:

Co sé san xult: |
CONG TY LIEN DOANH MEYER-BPC |

S8 6A3 qusc 1 60, P. Phu Tén, thanh phé B&n Tre, finh B&n Tre, Vigt Nam
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| SR ———
“ REG.NO:
SPECIFICATION: MANUFACTURER'S STANDARD 7
P\ Myburol 15 |
| “i Myburol 15 R——
roxol hydrochloride
Clenbuterol hydrochloride
. COMPOBITION:
Each 10 mi syrup contains:
Ambroxol hydrochloride 15mg
Clenbuterol hydrochloride 0,01mg
SYRUP | mmmmm,mzmn
BOX OF 1 BOTTLE 70 ML PP mrginn = AR SOOI
OUT OF REACH OF CHILDREN.
READ THE INSTRUCTIONS CAREFULLY BEFORE USE.

| PRESCRIPTION ONLY MEDICINE. [
|

Manutacturer:
MEYER-BPC JOINT VENTURE COMPANY
A3

National road No 60, Phu Tan ward, Bentre city, Bentre province-Vietnam

B\

MEYER - BPC

FONG GIAM POC \ |
7/ CONGTY V&

Huvnh Thi¢n Nghia
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MAU DANG KY NHAN THUOC MYBUROL 15

R( THUSE KE BaN CHAI 70 ML
THANH PHAN:
M3i 10 mi sir6 ubing chia:

mlnyaoebm
MYbUI'0| 1 5 oHls L) cndno CHI DINH, A, v v GG Thbwe
Ambmmllwmand _ Xemirong1d e theo.

SOK: TIEU CHUAN: TCCS

lSmn

SIRO UONG

Co sd sén xudt:

CONG TY LIEN nom

quéc 1§ 80, P. Phi Tan, thanh

b\ g

LSX :
HD
NSX :

7 B

Phéng to 150%

/

b\

R muse ke oo CHAI 70 ML

THANH PHAN:

M1 10 ml sir6 uéng chia:

Ambroxol hydroclorid 15mg

Clenbuterol hydroclorid 0,01 mg
CHI BINH, CHONG CHI BINH, CACH DUNG VA CAC THONG
TIN KHAC:

TIEU CHUAN: TCCS

~” Myburol 15

SBK:

Ambroxol hydroclorid Xem trong t& hudng dén sif dyng thuSc kém theo.
Clenbuterol hydroclorid BAO QUAN: Nai kh, nhiétdo khong qué 30°C, trénh &nh séng.
DE XA TAM TAY CUA TRE EM.
" DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
SIRG UONG THUGC NAY CHI DUNG THEO BON THUSC
Co s0 san xuét:

CONG TY LIEN DOANH MEYER-BPC

wure 568 6A3 quéc 1§ 60, P. Phii Tan, thanh phé Bén Tre, tinh Bén Tre, Viét Nam

Husnh Thi¢n Nghia

SX :
D

SX :
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MAU DANG KY HOP THUBC MYBUROL 15

/ |
/ |
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‘ B mose e oo | i
[ ; SOK: TiEu CHUAN: TCCs

1 ! { “ Myburol 15 |
x Myburol 1 5 w ﬁ
Ambroxol hydroclorid 1 1
Clenbuterol hydroclorid 1 1

1 THANH PHAN: ‘
‘ ’ M1 10 mi sird uging chila: 1
Ambroxolhydrociorid  15mg [

1 ‘ Clenbuterol hydroclorid 0,01mg

| | cHl BINH, CHONG CHi BINH, CACH DUNG VA CAC THONG
1 o uB | - —

‘ SlR UONG ‘llé‘:uwui':aw.muw;;mm;mmmA {

HOP 1 CHAI 90 ML ‘ E XA TAM TAY CUA TRE EM.

BOC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG.
THUGC NAY CHI DUNG THEO BON THUGC.

| S8 10 8X:
Ngay SX:
Han ding:

Corsdr sin xult: ‘
CONG TY LIEN DOANH MEYER-BPC

| S58A3 quéic ¥ 60, P. Phd Tén, thinh ph& B&n Tre, tihh Bén Tre, Vist Nam
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i & PRESCRPTION DAUS
REG.NO: |
‘ SPECIFICATION: MANUFACTURER'S STANDARD ‘
|
|

| n Myburol 15
i

| o uroll5
Clenbuterol hydrochioride ‘

|
\ COMPOSITION:
Each 10 mi syrup contains:
Ambroxol hydrochioride 15mg
| Clenbuterol hydrochloride 0,01 mg

‘ SYRUP mmmm DOSAGE AND

- BOXOF1BOTTLE 90 ML O Sl 0% o P |

Menufacturer:

MEYER-BPC JOINT VENTURE COMPANY

1BA3 National road No 60, Phu Tan ward, Bentre city, Bentre province-Vietnam

B\

MEYER - BP(

Huynh Thién Nghia
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MAU DANG KY NHAN THUOC MYBUROL 15

O

R-BP(

4  ; CHAI 90 ML B
THANH PHAN:
SDK: TIEU CHUAN: TCCS wvon:m 15mg
\f Myburol 15 calomu.cu&mc&dmogcnwmﬂckcmm
Ambmxnlh)dnzdond Xmmwmaﬁdwmmmm
Cl AN: Noi kha, nhit 46 khdng qué 30°C, trénh &nh séng.
OE XA TAM TAY CUA TRE EM.
—_
SIRO UONG '
f Co sd sdn xudt: PR
_5;\ coNG TY LIEN DOANH MEYER-BPC s
—— u,eo P. Phi Tan, tharh phd Bén Tre, tinh Bén Tre, Viét Nam ff, an
e Bl 2T 2
L
Phéng to 150%
4 R mose xt oox CHAI 90 ML
THANH PHAN:
MB8i 10 ml sir6 udng chuia:
SBK: TIEU CHUAN: TCCS e ismp
Clenbuterol hydroclorid 0,01 mg

CHI BINH, CHONG CHI B|NH, CACH DUNG VA CAC THONG
TIN KHAC:

Myburol 15

Ambroxol hydroclorid Xem trong td huéng dan s dyng thubc kém theo.
Clenbuterol hydroclorid BAO QUAN: Noi khd, nhigt d khdng qué 30°C, trénh &nh sang.
DE XA TAM TAY CUA TRE EM.
- BOC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG.
SI R(") U (") N G THUGC NAY CHI DUNG THEO BON THUGC.
Co sd san xuét:

CONG TY LIEN DOANH MEYER-BPC

S6é A3 quéc 16 60, P. Pht T4n, thanh phé Bén Tre, tinh Bén Tre, Viét Nam

Huynh Thi¢n Nghia

LSX :
HD

NSX :
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MAUDPANG KY TO HUGNG DAN SU DUNG THUGC
Siré uéng MYBUROL 15

®**MYBUROL 15

DE XA TAM TAY TRE EM

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
THUGC NAY CHi DUNG THEO DGON THUGC

Thanh phén céng thirc thuée: Mbi 10 mi siré uéng chia:
- Thanh phédn dugc chéat:

Ambroxol hydroclorid 15 mg

Clenbuterol hydroclorid 0,01 mg
- Thanh phan ta dugc:

Sorbitol 70%, Glycerin, Propylen glycol, Buéng tréng,
Acid citric, Natri citrat, Natri benzoat,
Carboxymethylcellulose sodium, Ponceau, Strawberry
flavour, Nuéc RO.

Dang bao ché:

- Sird udng.

- Sird trong, mau do, thom huong dau, vi ngot nhan
dang.

Chi dinh:

Diéu tri cdc bénh hd hap cdp tinh va man tinh c6 lién
quan dén ching hep co that phé quan, thay ddi su tao
thanh chét nhdy va sy van chuyén chét nhay bj suy giam,
ddc biét 1a viém phé quan va hen phé quan.

Diéu trj két hop véi thudc chéng viém cin dudc xem
xét & nhiing bénh nhan hen phé quan.
Céch dung, liéu dung:

* Liéu dung:

- Ngudi I6n va tré em trén 12 tudi: USng 3-4 mudng ca
phé (15-20 ml), ngay 2-3 I4n, tly theo mic do nghiém
trong clia bénh.

- Li€u khuyén céo cho tré em tii 12 tudi trd xudng:

+ Tré em 6-12 tudi (can ning 22-35 kg): Udng 3
mudng ca phé (15 ml) x 2 lin/ngay.

+ Tré em 4-6 tudi (can nang 16-22 kg): Uéng 2
mudng ca phé (10 ml) x 2 l4n/ngay.

+ Tré em 2-4 tudi (can nang 12-16 kg): Udng 1%
mudng ca phé (7,5 ml) x 2 1dn/ngay.

+ Tré em 8-24 thang (can nang 8-12 kg): Udng 1
mudng ca phé (5 ml) x 2 Idn/ngay.

+ Tré so sinh 0-8 thang (can nang 4-8 kg): Udng 1%
mudng ca phé (2,5 ml) x 2 lan/ngay.
* Céch dung: Thudc duge udng véi nhidu nudc trong khi
an.

Chéng chi dinh:

- Qua man vdi ambroxol hydroclorid, clenbuterol
hydroclorid ho#c bat ky thanh phdn ta dudc nao cda
thudc.

- Cudng giap nang.

- Bénh cd tim phi dai tc nghén.
- Nhip tim nhanh.

Cénh bao va than trong khi ding thuéc:

- Chi nén s dung Myburol 15 déng thdi véi cac thubc
gian phé quan khac duéi sy theo dbi chat ché clia nhan
vién y t€. Tuy nhién, thudc gian phé quan khang
cholinergic dang hit ¢6 thé dugc st dung déng thai. Thudc
Myburol 15 khéong thich hgp dé diéu tri triéu chiing cac
con hen cép tinh.

- Bénh hen phé quan, nén uu tién diéu tri biing thuéc
dang hit.

- Myburol 15 chi nén st dung sau khi da danh gia c&n
than gida Igi ich va nguy co trong cédc trudng hgp sau: Pai
thdo dudng kho ki€m soét, gdn day bi nhdi mau co tim, r6i
loan cd tim hodc mach mau n&ng, u tly thugng than hoic
cudng giap.

- Thudc giao cam cé thé gay tac dung phu trén tim
mach, bao gém ca Myburol 15. D4 ¢ bang ching vé sy
xudt hién hiém g#p clia thi€u mau co tim cuc bo lién quan
dén chat chi van béta. Nhiing bénh nhan dudc didu tri
béng Myburol 15 cé bénh tim nZng (nhu bénh thi€u méau
cd tim cuc bd, rdi loan nhip tim hodc suy tim n&ng) nén
tham khao y kién cla nhan vién y t& néu bi dau nguc
ho#c cac ddu hiéu khac ning hon clia bénh tim. Nén dic
biét chu y khi danh gia céac triu ching nhu khé thé va
dau nguc, vi nhiing triéu ching nay cé thé bét ngudn tu
dudng ho hép hodc tim. N&u khé thd cdp va nhanh chéng
trd nang thi phai di khdm ngay Iap tde. Khi st dung thuéc
kéo dai, bénh nhan nén dudc dénh gia lai dé bd sung
hoac tang cudng di€u trj bang thudc chdng viém (nhu
corticosteroid dang hit) dé kiém soét tinh trang viém
dudng ho hdp va ngan ngira tén thuong lau dai.

- Néu tinh trang tdc nghén phé quan trd nén ning,
viéc tang cudng cdc thuGe chli van béta, nhu Myburol 15,
vugt qua liéu khuyén cdo trong thoi gian dai la khéng phu
hop va gay nguy hiém. Sl dung thudng xuyén li€u tang
cac thude chl van béta dé kiém soat cac triéu chiing tic
nghén phé quan cho thay c6 sy suy gidm trong kiém soat
bénh. Trong trudng hop nay, liéu phap chéng viém phai
dudc xem xét dé ngan chin kha ning mat kiém soat
bénh, gay nguy hiém dén tinh mang clia bénh nhan. Piéu
tri bang thuéc chli van béta, c6 thé gay ha kali mau nang.
Téc dung nay c6 thé tang 1én khi diéu tri ddng thdi vdi cac
dan xudt xanthin (theophyllin), corticosteroid va thudc Igi
ti€u, do d6 nén dac biét than trong khi bi hen n&ng. Ha
kali mau dé&i v6i nhip tim c6 thé nang hon khi bj thi€u oxy.
Do dé, nén theo doi ndng do kali huyé&t thanh.

- D& c6 rét it bdo cao vé cac phan ing da nghiém
trong nhu héi ching Stevens-Johnson (SJS) va hoai tu
bi€u bi nhiém doc (TEN) lién quan dén viéc sir dung cac
thudc long dém nhu ambroxol hydroclorid. Nguyén nhan
c6 thé do muc dd nghiém trong cla bénh nén va/hoic
thudc ding déng théi. Ngoai ra, trong giai doan diu cla
héi chiing Stevens-Johnson hodc TEN, bé&nh nhan c6 thé
gdp céac triéu ching cim khdng dic hiéu nhu sét, co thé
dau nhdc, viém mii, ho va dau hong. Céc triéu chiing
cum khong d&c hiéu nay cé thé dugc diéu tri bing thudc

* M.Sp N
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cam ho. Do d6, néu c6 céc tén thuong méi xuét hién trén
da hodc niém mac, nén ngiing thuéc ngay va cén tu van
clia nhan vién y té.

- Khi bj suy giam chic nang van dong phé quan lién
quan dén sy tich ty qua nhiéu dich tiét, nén than trong khi
sl dung Myburol 15 vi thanh phdn ambroxol c6 kha nang
gay tac nghén dich tiét.

- Bénh nhan bj suy than n3ng, chat chuyén héa
ambroxol c6 thé tich I0y. Trong trudng hgp nay, chi nén si
dung thudc sau khi da tham khao y kién bac si.

- Cén than trong khi st dung Myburol 15 vi thudc nay
c6 thé dan dén két qua duong tinh trong cac thir nghiém
chéng doping & van déng vién.

* Ta dudc:
- Sorbitol:

+ Sorbitol c6 ngudn géc tir fructose. Do d6, khéng
nén sl dung cho bénh nhan méic cac r8i loan di truyén
hiém g&p vé dung nap fructose.

+ Sorbitol ¢6 thé gay khé chiu dudng tiéu héa va co
tac dung nhuan trang nhe.

- Natri benzoat: Thanh phén ta dugc cla thudc cé
chia natri benzoat c6 thé 1am tang lugng bilirubin trong
mau & tré sd sinh (4 tudn tudi trd xudng), do dé cdn than
trong khi st dung thudc.

- Propylen glycol:

+ Dung ddng thdi v6i bat ky co chit nao cda rugu
dehydrogenase nhu ethanol c6 thé gay ra tac dung phu &
tré so sinh va tré em dudi 5 tudi.

+ Méc du propylen glycol chua dugc chiing minh 1a
gay doc tinh sinh san hoac phat trién & dong vat hodc
ngudi, nhung n6 cé thé &nh hudng dén thai nhi va dudc
tim thdy trong siia. Do d6, viéc sl dung propylen glycol
cho bénh nhan mang thai ho&c cho con bl nén dudc xem
xét trén co sd tung trudng hop.

+ Cén theo d6i y t€ & nhiing bénh nhan bj suy giam
chdc nang gan hodc than, vi nhiéu tac dung phu khac
nhau do propylen glycol d& dugc bao cdo, nhu r8i loan
chiic nang than (hoai tlii 8ng than cép tinh), suy than cdp
tinh va rGi loan chic nang gan.

- Ponceau: Thanh phéan ta dugc cla thudc cé chia
ponceau c6 thé gay phan ung di tng, do dé cdn than
trong khi st dung thudc.

Str dung thuéc cho phy nir 6 thai va cho con bu:
- Thoi ky mang thai:

+ Trong céc nghién cdu tién lam sang, tac dung gay
quai thai da dugc quan sat thdy & liéu clenbuterol qua
cao, vugt qua liéu t8i da hang ngay dugc khuy&n céo cho
ngudi.

+ Ambroxol hydroclorid di qua dugc nhau thai. Céc
nghién cdu tién lam sang cho thdy khong co bat ky tac
dung cé hai nao clia ambroxol d&i véi thai ky, qué trinh
sinh nd ho#c sy phat trién clia phoi thaithai nhi hoic sau
khi sinh.

+ Do clenbuterol ¢6 tac dung dc ché co bép ti cung,
nén chi st dung thudc nay trong trudng hgp dic biét & vai
ngay cudi cung trudc khi sinh. Khong khuy&n khich si

dung Myburol 15 trong 3 thang ddu cla thai ky.

- Thoi ky cho con bu: Cac nghién ctu trén déng vat
cho thdy rang clenbuterol va ambroxol di vao dudc sa
me. Khong nén st dung Myburol 15 trong thdi gian cho
con bu.

- Khé nang sinh sdn: Khéng c6 di liéu lam sang vé
kha ndng sinh san d8i v6i su k&t hgp clenbuterol va
ambroxol, cling nhu déi vdi clenbuterol va ambroxol diing
don doc.

Anh hudng cia thu6c Ién kha néng I4l xe, vén hanh méy
méc:

Chua c6 nghién ciu nao vé tac dong cla thudc Ién
kha nang lai xe va van hanh may méc dugc thuc hién.
Tuy nhién, nén théng b&o cho bénh nhan c6 thé gip cac
tac dung khong mong muén nhu chéng mit khi didu tri
b&ng Myburol 15 va nén than trong khi lai xe hodc van
hanh mdy méc. N&éu xay ra chéng mat, bénh nhan nén
tranh cdc hoat dong nguy hi€ém nhu I4i xe ho#c van hanh
may méc.

Tuong téc, tuong ky cua thude:

- ThuSc chen béta-adrenergic, thudc khang
cholinergic, dan xu&dt xanthin (nhu: theophyllin) va
corticosteroid c6 thé lam tang tac dung clia clenbuterol.
Sir dung déng thsi véi cac thudc chen béta-adrenergic,
thuc khang cholinergic va dan xudt xanthin (nhu:
theophyllin) dugc hdp thu toan than khac c6 thé lam tang
tac dung khéng mong mudn ciia clenbuterol.

- Sl dung thuSc chen béta c6 thé lam mat tac dung
clia clenbuterol va ngugc lai. Than trong khi ding thudc &
nhing bénh nhan sl dung glycosid tim.

- M&c du khéng chdng chi dinh & nhiing bénh nhan
dang dung thudc dc ché monoanin oxidase (MAOIs) va
thuéc chdng trdm cam ba véng. Nén than trong khi diing
Myburol 15 cho nhiing bé&nh nhan nay, vi tac dung clia
chat chli van béta-adrenergic c6 thé tang lén va cé nguy
cd xay ra tac dung phu trén tim mach.

- Khi hit phai thudc mé halogen héa nhu halothan,
tricloroethylen hodc enfluran ¢6 thé din dén kha nang
tang nguy co réi loan nhip tim. Trong trudng hop nay, nén
ngung diéu tri bang Myburol 15 it nhat 6 gid trudc khi gay
meé.

- Khéng phdi hop Myburol 15 v6i mdt thudc chéng ho,
vi phan xa ho bi tc ché dan dén sy tich tu dich tiét gay
nguy hiém. Do d6, cdn chén doan chinh xac trudc khi sif
dung phdi hgp nay.

- Dung déng thdi Myburol 15 v6i khang sinh
(amoxicilin, cefuroxim, erythromycin) lam tang néng do
khang sinh trong nhu mé phéi.

* Tuong ky ctia thuéc: Do khéng c6 cac nghién citu vé tinh

tuong ky cla thudc, khong trén Ian thuSc nay véi céac
thudc khac.

Téc dung khéng mong muéh cia thudc (ADR):

Céac phan ung bat Igi dugc bao cao khi két hap
clenbuterol véi ambroxol dugc trinh bay duéi day theo hé
cd quan. Céc phan (ing bat Igi khdng dugc quan sat thay
VvGi su két hop liéu c8 dinh clia clenbuterol va ambroxol,
nhung theo kinh nghiém cé& nhan cla ting hoat chit cé
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Xay ra trong qua trinh diéu trj bang Myburol 15, da dugc
bao cdo va dugc néu chi tiét trong cac phan bén dudi:

* Thuong gap, 1/100 < ADR < 1/10:

- Tam than: Céng thang.

- Thén kinh: Run.

- Tim: Tim dap nhanh, danh tréng nguc.
* It gap, 1/1.000 < ADR < 1/100:

- Than kinh: Nhic diu.

- Tiéu héa: Non, budn non, tiéu chay, khé tiéu, kho
miéng.

- Da va mo dudc da: Phéat ban.

- Co xuong va mo lién két: Co that co, dau co.

Lién quan dén Clenbuterol hydroclorid:

Céac tac dung khong mong mudn bd sung dugc bao
cao véi clenbuterol khi dung don tri liéu dugc liét ké dudi
day:

* Chua biét:
- Hé mién dich: Qua mén.
- Chuyén héa va dinh dudng: Ha kali m&u.
- Tam than: Kich déng.
- Thén kinh: Chéng mat.
- Tim: Loan nhip tim, thi€u mau cd tim cuc bd.

Lién quan dén Ambroxol hydroclorid:

Cac tac dung khéng mong mudn b8 sung dugc bao
cao vGi ambroxol khi dung don tri liéu dugc liét ké dudi
day:

* Hiém gdp, 1/10.000 < ADR < 1/1.000

- Da va mo dudi da: Phat ban.

* Chua biét:

- Hé mién dich: Phan tng phan vé, séc phan vé, qua
man.

- Thén kinh: R&i loan vi giac.

- Ho hép, nguc va trung that: Giam cam gidc hau
hong.

- Tieu héa: Dau byng trén, gidm cam giac miéng.

- Da va md dudi da: Phan tng trén da nghiém trong,
bao gém: HOi ching héng ban da dang, hdi ching
Stevens-Johnson/ hoai ti bi€u bi nhiém déc va mun md
ngoai ban toan than cép tinh, phit mach, may day, ngua.

Thong bdo ngay cho béc s hodc dugc si nhiing phan ung
¢o hai gap phai khi sl dung thuéc
Qua liéu va céch xir tri:
- Triéu chiing:
Lién quan dén Clenbuterol hydroclorid:

+ Cdc trieu ching c6 thé xay ra khi dung qua liéu
clenbuterol la nhiing triéu ching do kich thich béta qua
mdc, bao gém céc triéu ching dudgc liét ké trong phén tac
dung khéng mong mudn, ting dudng huyét, tang huyét
ap, ha huyét ap, dau that nguc va rdi loan nhip tim.

+ DA c6 bao cdo vé cac truong hop gay nguy hiém
tinh mang va tii vong, dic biét khi ding qua liéu
clenbuterol do si dung khong ding chi dinh. Ngoai ra,
nhiém toan chuyén héa cling da dugc bao céo khi dung
qua liéu clenbuterol.

Lién quan dén Ambroxol hydroclorid:

Khoéng cd triéu ching cu thé nao & ngudi dugc bao
céo khi dung qué liéu ambroxol.
- XU tri:

+ Ngung dung thudc va diéu trj triéu ching.

+ Thudc chen thy thé béta, nhat 1a loai chon loc
béta;, thich hgp lam thudc giai déc dic hiéu. Tuy nhién,
nén tinh dén kha nang ting tdc nghén phé quan va nén

diéu chinh liéu thuéc chen béta c&n than & nhiing bénh
nhan bj hen phé quan.

+ Tuy thudc vao céc trigu chiing, khi diéu tri qua liéu
bing thudc giai déc nén thuc hién lién tuc va trong thoi
gian ngan. Luu y réng, tac dung ctia Myburol 15 c6 thé
kéo dai hon thudc gidi ddc, vi vay c6 thé yéu ciu sir dung
thém thudc chen béta khéc.

+Theo cac bdo cdo khi vo tinh dung qua liéu
va/hodc sai sé6t trong khi dung thudc, cac triéu ching
quan sat dugc giéng nhu céc tac dung khéng mong mudn
da biét clia ambroxol & liu khuyén cao va cé thé cin
diéu trj triéu ching.

Dac tinh dugc luc hoce:

Nhém dugc Iy: ThuSc gian phé quan/ Thudc chéng
hen (thudc cudng giao cam bétas, thudc kich thich t5).

Ma ATC: Ambroxol hydroclorid: RO5CB06
Clenbuterol hydroclorid: RO3CC13

- 8ird udng Myburol 15 phdi hop giiia thudc cudng
giao cam béta chon loc (clenbuterol hydroclorid) va thudc
tiéu chat nhay (ambroxol hydroclorid).

- Clenbuterol ¢6 tac dung gian phé& quan, hoat déng
bang cach kich thich c6 chon loc cac thu thé béta,. Ngoai
ra, clenbuterol Ia mot ch&t chii van tiing phdn. Nhiing dic
tinh nay gép phén 1am gidm tdn sudt tac dung khéng
mong mudn d&c trung cla chét chii van béta.

- Theo nghién ciiu tién lam sang da dudc chiing minh,
ambroxol giGp cai thién sy tiét dich dudng hé hdp. N6 lam
tang san xudt chat hoat dong bé mat phdi va kich thich
hoat déng clia mao mach dan dén cai thién luu lugng va
van chuyén ché&t nhdy. Tang thanh thai ch4t nhay cling da
dudc chidng minh trong cac nghién cdu lam sang.

- Do d6, téng tiét dich va thanh thai chat nhiy tao diéu
kién thuan Igi cho viéc khac dam va ho.

- Ambroxol hydroclorid c6 tac dung gay té tai chd
thong qua chen kénh natri & mang t€ bao. Ngoai ra,
ambroxol hydroclorid con cé tac dung chéng viém. In vitro,
nguoi ta nhan thdy rdng ambroxol hydroclorid lam giam
dang k€ viéc gidi phéng cac cytokin trong mau, cling nhu
trong c4c t€ bao don nhan va da nhan clia mé.

- Sau khi dung ambroxol hydroclorid, néng dé khéang
sinh (amoxicillin, cefuroxim, erythromycin) trong dich tiét
phé& quan phdi va dém tang Ién.

- Téac dung hiép déng cla clenbuterol va ambroxol
gidp cai thién sy thanh thai chat nhdy va giam co that phé
quan.

Dac tinh dugc dgng hoc:
Lién quan dén Clenbuterol hydroclorid:

- Hép thu: G ngudi, sau khi udng clenbuterol sy hdp
thu dién ra nhanh va hoan toan. D€ duy tri néng dé thudc
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trong huyét tuong, khoang thsi gian gitia cac liéu 1a 12
gid.

- Phan bo: Thai gian ban hiy 1a 1 gid. Sy phan bé
tucng dng vdi mé hinh hai ngén md véi mot ngan bén.

- Chuyén héa: Cé 5 chat chuyén héa duodc tim thdy &
ngudi.

- Théi tr: Sy thanh thai trong huyét tuong dién ra
theo 2 giai doan. Thai gian ban hily cla pha alpha 1a 1 gié
va clia pha béta 1a 34 gi. Thudc dudc thai trii chi yéu
qua than (87% sau 168 gid).

Lién quan dén Ambroxol hydroclorid:

- Hap thu: Ambroxol hydroclorid dang phoéng thich
tuc théi qua dudng udng hap thu nhanh va hoan toan vdi
liéu diéu tri. Néng do 6i da trong huyét tuong dat dugc
trong vong 1-2,5 gid sau khi udng dang phéng thich tic
thdi. Sinh khé dung tuyét ddi sau khi udng mét vién 30 mg
1& 79%. Do néng do trong huyét tuong sau khi udng nhidu
I&n khong thdy c6 dau hiéu tich Ity & lidu diéu tri.

- Phan b6: Ambroxol hydroclorid phan b8 r&t nhanh
va 16 rét tli mau dén ma, véi ndng dé cao nhat cha hoat
chét dugc tim th&y trong phéi sau khi tiém tinh mach. Thé
tich phan bs sau khi udng dugc udc tinh 1a 552 L. Trong
khoang diéu tri, thuSc lién két voi protein huyét tuong
khoang 90%.

- Chuyén héa: Khoang 30% liéu ding theo dudng
udng dudc thai trli qua chuyén héa 14n diu. Ambroxol
hydroclorid chuyén héa chii yéu & gan bang phan ng
glucuronid héa véi mdt s6 phan cit xay ra thanh axit
dibromanthranilic (khoang 10% liéu diing) va céc chat
chuyén héa nhd hon khac. Céc nghién cdu trén
microsome gan ngudi cho thdy ring CYP3A4 gitip chuyén
hda ambroxol hydroclorid thanh axit dibromanthranilic.

- Théi tri: Trong vong 3 ngay sau khi udng, khoang
6% liéu ding dugc tim thdy & dang ty do, khoang 26%
li€u diing dugc tim thdy dudi dang lién hop trong nudc

~

ti€u. Théi gian ban thai cudi cing khoang 10 gio. Do

thanh thai toan phan khoang 660 ml/phat, véi dd thanh

thai qua than sau khi udng chiém khoang 8% do thanh

thai toan phan. Ngudi ta udc tinh ring lugng liéu thai tris

qua nudc ti€u sau 5 ngay chiém khoang 83% téng liéu.
Déi tugng dic biét:

Suy gan: Nhiing bé&nh nhan bj suy gan, gidm dao thai
ambroxol hydroclorid, d&n dén néng dd trong huyét tuong
cao hon khodng 1,3 dén 2 1an. Do ambroxol hydroclorid c6
khoang diéu tri réng, nén khong cin didu chinh lidu.

Tudbi/gidi tinh:

Tudi tac va giéi tinh khong anh hudng dén dugc
déng hoc ctia ambroxol hydroclorid vé mat lam sang va
do d6 khéng cén diéu chinh liéu.

Qui cach déng goi:
- HOp 20 dng x 10 m};
- H6p 01 chai 45 ml;
- Hop 01 chai 60 ml;
- Hép 01 chai 70 mi;
- Hoép 01 chai 90 ml.

Diéu kién bdo qudn cua thudc: Bio quan thudc & noi
khd, nhiét dd khong qua 30°C, tranh 4nh séng.

Han duing cia thudc: 24 thang ké tif ngay san xuat.
Tiéu chuédn chéat lugng cia thuéc: TCCS
Tén, dia chi clia co sd san xuat thudc:
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