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Co sé diing ky va sin xuat thude

Tong Giam Pie

Mau nhén éng 5 ml.

Méu nhan 6ng 10 ml.

Mau nhan chai 30 ml

MaAu nhin chai 45 ml

Mau nhin chai 60 ml

Mau nhan chai 90 ml

Mau nhin chai 120 ml

Mau nhan hép 10 éng x 5 ml
Mau nhan hép 20 ng x 5 ml

. M&u nhin hdp 10 dng x 10 ml
. MAu nhin hdp 20 éng x 10 ml
. Miu nhin hép 1 chai x 30 ml
. MAu nhan hdp 1 chai x 45 ml
. Mau nhan hop 1 chai x 60 ml
. Miu nhin hop 1 chai x 90 ml
. MAu nhin hop | chai x 120 ml




At NHAN APIROZIN
1\:\(Ong 5 ml)

Rong: 34 mm

‘ CONG TY CO PHAN DUQ/C APIMED

IRO7IN

| | A
E
5 Sird
£ MBi éng 5 mi chiva:

Levodropropizin.... .. 30 mg

Th dirgre Vira Alhee.rrmesiorn smi
' KHONG BUQC TIEM

e 34,00 mm -

Sé 18 va han diing dwec in trén éng

B rantoNe 205 ¢
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Kich ﬂlllﬂc:| ‘
Dai : 40 mm
Rong: 36 mm,

‘ CONG TY CO PHAN DUQIC APIMED
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& Méi éng 10 mi chira;
Le propizi 60 mg
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Sé 18 va han ding dugc in trén éng
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HAN APIROZIN

| Thinh phie: M& 1 mi chia:
1 smg
T ouwgeviadi. ... —
| Chidinh, cheh ding, chéng chi dink
it ke théng tin khae: Xin doo ong ir
| hudmg dia sir dyng. 7
Béo quin: B4 not khd reo, wénh dnh sang.

nhidt 45 khdng cua 30,
| D xa the tay tré am.
| k§ hiréng din sir dyng trude
| kil ding.
S8 16 5X:
HD:
Car o pdn Yl
CONG TY CO PHAN DUQIC APIMED

Ewtng e, oym P Thant-'ink Tharh WiHO-GaP
| u\nmﬂmhlmu i Trpch, thnh Bilng Mai

g 95,00 mm

17%PANTONE 295 C
M100 Y100
PANTONE 295 C
PANTONE 299 C

 Compesition: Esch 1 mi contalng:

- precautions: Resd the packeges nsert
[ inzge.
- Storage:n a dry place, protect from iight

do not storo above 30T,

Keap out of reach of children.
Read the packsge insert carefully
bafore uss.
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APIMED PMARMACEUTICAL JORKT STOCK COMPANT
Y Frwee, W, Trasehih Trah incksutel pevg., Woh Thwmn
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i mleZ [ CO PHAN
pai: es\im,  DUCC

ALNHAN APIROZIN
(Chai 45 ml)

APIMED /

Thiah phin: M3i 1 i chus:
L

LI T L T |
Chi djrh, ciich diing, chiing chi djnh
v edc théng tin khdc: Xin dog treng by
usdrng alin sir dung. i
Bao quiss: B noi khé rée, rénh drh sang.
b 8¢ khbing qué 30T, G
Bé xa thm tay trd om.

Doc k§ huéng diin sir dyng e
khi ding.

17%PANTONE 295 C
M100 Y100

PANTONE 295 C
PANTONE Orange 021 C
PANTONE 299 C

~ Composition: Each 1 mi contains:
. Levodoproplzioe. ... i

i = Indications, administration,

= precautions: Read the package Insert

- Storage. Ina cry place, protect from light
g dlo not stars above 30T,

45,00 mm

Keep out of reach of children.
Read the package insert carefully

MY Simet, P Thow et Thard il g wian T
comrurs, Mhos Trach $240, Tang e rermen.

95,00 mm
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1AU NHﬁ\N APIROZIN

nii: 154 CO PHAN
Rong: 46, DUdc
\2\ APIMED /2

© Composition: Each 1 ml conains:

'I'hmhptﬂn M&Hmlcnoa
S Ly pr 6 mg

Lev 6mg >

Ta durge vira di.... p— 0 1 : sfua i ~ Exdpients 9.5 1mi
Chi djnh, uichd‘mg albngehiﬂﬂl R e e - Indications, administration,

v4 céc théng tin khde: Xin doc trong 1 ; 1 . contraindications and other

huéna dBn sl dung. = P Read the pack Insert
Bao quén, D& noi knd rao, tranh anh séng, ingide.

nhigt ) khong qua 30T, - Storage:In a dry place, protect fromight,
D4 xa thm tay trd em. do not store above 30T,
Boc kif hueng din sir dyng e
khi diing. ;::vomﬂr‘k:nh ulchll:imnm
5 9K the package insert care
i before use.
HD:
o84 ndn vt
CONG TY CO PHAN Duqc APIMED praicinpnich JOMT STOCK

APSMED
W1 St Py Thenbeloh Trant incusisisl group. Vink Thach
semmng, Nhon Tr=on asinc, Dong M prowce.

=

Euong N1, cum edng nghia Pho Thanh-Vnh Thanh, THO-
¥& Vinh Thanh, huy#n Ninam Trach. tinh BAng Nal. WHO.GMP

- 115,00 mm el

17%PANTONE 295 C
M100 Y100

PANTONE 295 C
PANTONE Rhodamine Red C

PANTONE 299 C

46,00 mm
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MAU NHAN APIROZIN
/,3\004 (\Qhal 90 ml)

Kich thudc:

Dai : 120 ch pqhm 24_!;

Rong: 46

nu’g

A?:iwm .‘f;/i"

Chi djnh, cach mg m&ng mi dlnh

& Indications, administration,

'rnmh phn: M3i 1 ml chiva: RxThbcradon Comp Each 1 ml
Bmg Loiinowes ﬂ"d LevodropropiEing. .. .................... & mg
Ta uwﬂmdﬁ ol A&n.uu =7 Exgipignts G 1mi

va céc théng Hin khic: Xin dgc trong tir
huwtng d3n st dung.

Bdo quan: DA nol kho réo, tranh dnh séng,

' insice.

dicath and other

Read the p insert

nhiét 8 khiing qua 30 Levodrepropi - Storage!In a dry place, protect from light,
Dé xa thm tay tré S do not store above

xa y trd am. s
Boe ki hiromg din sir dyng truere Sirﬁ
khi dong.- Sy Keep out of reach of children.

i Read the package insert carefully

&4 16 8X: before use.
HD:
CONGTY ¢ voe APmED P sowr
g N|wc°mm&1wﬂm WHO-GMP 1 Sumat. Pz ThesiwWinh Then imcsis group, ¥ich Thaoh

23 Winh Thant, huyl Niwen Trgeh, finh £

17%PANTONE 285 C
M100 Y100

PANTONE 295 C

61% PANTONE Violet C
PANTONE 299 C

120,00 mm

acmmrang, Nhon Treen chat it Doy Nai pastec

46,00 mm
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MAU NHAN APIROZIN

ioh thude: /o o ‘
s c0 PHAN

hai 120 mi)

Thanh phiin: M5 1 mi chire:
| Levodr i 6mg
| T Qe VU8 Bl..e..ecereeveovceemmeessnrennae imi
| Chi dinh, céch ding, chéng chi dinh

- Camposition: Each 1 ml contains:
"~ Levodroproplzi 8mg
o

R X, |

va cée thing tin khie: Xin doc trong W
huwéng dn sir dyng.

nhidt a6 khéng qua 30T

D& xa thm tay tré em.
Doc kj hirdrng din s dyng triedee
khi dang.

8616 8X:

HD:

Co nr san aubt:

CONG TY CO PHAN DU'QC APIMED

Dirémg N1, cym e3ng nghkép Phu Thanh-Vinh Thanh,
%8 anh Thanh, huyn Nhon Trgch, tinh Bng Nal

-

_ {7%PANTONE 295 C
M100 Y100
PANTONE 295 C

PANTONE 298 C

Béio quan: D& not kho réo, brénh anh sang,  LAL '_ L

dicati and other
at Read the pach insert

inside.
Storage:In a dry place, pretect from light,
do not store above 30T,

Keep out of reach of children.
Read the package insert carefully
before use.

it e By

APIMED PHARMACELTICAL JOINT STOCK COMPANY
N1 Brraet. Pra Thank-irh Thanh induamisl growp. Wink Thank
eornimun, Nhon Trach dsiricl, Dorg ki paovince.

120,00 mm——

50,00 mm
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Kich thude:// ==

{ (/LG:\
““*‘r CO PHAN

Dai : 180 °h
Rong: 20 DUOC /
Cao: 110 mn'2\ APl n.:u‘
\. N’ o~ '*."\
\‘ TP HO &z _—
’ RX Prescription drug Ammﬁ A

"UHS@Z]R]

- Each amules 5 il oon!ains 30 mg 1avudmprop¢|ne

H
8
. Rx Thuéc ké don RPEEH
I :
Mdl&gﬁnﬂmmsﬂmlavodmpmp]m' = :
_ S i W 110 mm
T | onems s e e LT s
Lm.. s mmﬂ?:;mmnqnnnu_.«u ;}:u:ﬂcommm 20 mm
e e -—n_J__""i“""‘““"“""”"""“" ¥ z=y B i hanimg ki ni g drobe BMdng. S L I ek e TR T s - |
- »
180 mm
~ 17%PANTONE 295 C
M100 Y100
PANTONE 295 C
PANTONE 374 C
PANTONE 299 C
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MAU HOP APIROZIN

i
1|
i |
110 mm
g [aen pivd e wi b I o il {uilen 40 mm
m:&“umummummmmn s
T B i O3 et K6 1o, s 0% adng. B 65 B o 0T, mﬁ-‘;"ﬂ""“ Ji AN

_ 17%PANTONE 285 C
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PANTONE 295 C
PANTONE 374 C

PANTONE 299 C
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_MAU HOP APIROZIN

Dai : 220 gf GO PHAN

[:ao 120 mnb

/l'__'. -
Ay CUNG 1Y\

. Rx Prescription drug

IHJ

f-“f;ﬂ
. pu IMED_ é"

B@@m

Eauhmﬂnﬂmmdm&@mﬁnmmmpim ;

il
iz
m.- o a .Sfl“l: precautions: Aesd e packoge insert inside AP.".":F.
T wscabarecus easons. S G mx:m“m m%%:gm E g e
7] - A
| RX Thuéc ké don ij‘ﬁcj
M&éngwmldmsommmpmpmn - 120 mm
ONG BUDC TIEM
;G:MCCS ‘*_ T =
m """"" s ""zr.,.,.. T ik B st sy A BAY 25 mm |
| {mwmjumwnmtmwmmmmmxmm ni-ni-m n&lﬁwmmwwm |
e e 0Byt M g Sl il g Boo ki hieng dla s dymp Wves B dung. b o e | i bl i
<« »
220 mm
_ 17%PANTONE 295 C
M100 Y100
PANTONE 295 C
57% PANTONE Rubine Red C

PANTONE 299 C
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;ﬁjﬁA\U HOP APIROZIN

-1 (HOP,20 6ng x 10 ml)

Kich thudc: /
Dai : 220

SO Visa No
84 b BY [ et -
MEX | g e
MO { £x20me

Specification:

i =
) L prog iy &0 mg Keap ot of oach of children. %
E s . Dmi Read the package insent carsfully
it of diy cough (nonproductive. Dl e, E
. pimed :
and othar Read the A_uu;

0T Y et P Tram Vet Prosh adumsss imf. wE1 TheT s e
el oty Wk T Cakeh, Do e it

Thilrih phdn: M8 dng 10 michia: & T chudn: TCCS A —
BRI .. cvocerer st inmiimersesth i iinbis ssseieb s e s s mg
T & o D4xathmtay b
&%&mmhmmnm\m.mmmnmmmwt 99"'"“*"“"‘"'"‘““"‘"'
nghdn (viém phd qun) va blnh I co il {vidm thenh quin, viém ko 50 mm
| - mmm“’ﬁ’""“‘.l'"ﬂ" mﬁm:: hic: Kin s weng AR
n e
hmru)m i NS NG TY GO PHAN DUTTC APIMED
B . o s D3 o K sk, Ik deh g, st 6 g s 30T e oo, En DA A
220 mm
~ 17%PANTONE 295 C
M100 Y100
PANTONE 295 C
57% PANTONE Rubine Red C
PANTONE 299 C
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Cao: 105 m O ,S,“ghmj

4500 mm

45,00 mm —==

PIR[]*ZJI N

- . Levodmmpizine 6 mgﬂ m

i khée: Xin doc trong krhwnu
; : .d&nwdung =
In dqi i pmmm%nm .. SYI'UP o B4 nori khd rda; trénh anh sng,
iuht.dormmm nhigt 0 khongQUAZ0T.
Specification: In-hnus: =l Tiéu chudn: TCCS d
Kclpmlnfmnhofd'lm : o =
Read the package insert Bé xa thm tay tréem.
carefully before use. e Boc k§ hirémg dén sir dyng
trrére khi ding.
med
AR Apns
Venduchend o oo CONG TY CO PHAN DUGC APIMED

WHO-GMP J0ml

M Girme, ruy Tharr s Teh sl g o, Vine Than T T e o Biing hd

ommuns, Faon THar asinct, Dang Ma

S Hn105046

- 17%PANTONE 295 C
I M100 Y100
PANTONE 295 C
PANTONE 299 C

| Levadropropizin 6 mg/4 mi

' wmu LINEF wm...w

Sir6

Buimg N1, e ol ngiitp Phis Thank-inh Thanh

RxTnu&nkaam

WHO-GMP 30mi

IOK | e

850 5K/ pew e

HEK |ty St

O g e

105,00 mm
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APIMED /S

P 45,00mm -

L | R Thubc ki don

‘"’*...,m.... BIPI R 071N PIRI] i !

T i SUSITEDLY | Lot

Baoquén: -
D& not lmnb m inhm 2
nhmﬁmmm :

Thu chudn:TCCS

mmmmwm- i !
S Sy sin
SpecHication: In nause o

Kasp out of reach of
children. :
Read the package insert

carefully bafors use.

B4 xa thm tay tré em. SiL
Boc kj hwémg din sir m
trure kbl ding. -

| Al

Cor ol i ol
CONG TY CO PHAN DU'GIC APIMED

Dartmg N1 oum S8n AGhHp PTG Thars-Vien Thark, 3 -
o e, P T e Trars kel G, Yk Trarh g '
bt o WHO. GMP 45ll‘l| 3 Virk Thanh. P binom T, i S Na WHO-GMP

AR

Sme 25x115ME

SO
AR b

L

~ 17%PANTONE 295 C
M100 Y100
PANTONE 295 C
PANTONE Orange 021 C
PANTONE 298 C

115,00 mm
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MAU HOP APIROZIN

,\"f \'m

b Cd t'l‘iA!\l "—]\P
Aog DUGG /%)
Cao: 11

..‘ 48,00 mm S 48,00 mm -
Pveamwdm - RX Thubcké don
[ IH G mm]m i m
' AP 1 Thanhphin: s _T\Ri e
- A | chidinh, cach ng " - _
meimmpmeﬁmﬂﬂml m“‘,"(; v il Lgmdmpromzanamgn Gt
‘ e "dﬁnwdung S L : S
o SYERE B Syrup B4 ot Khd: k. i e Siro
ot donot iy :ﬂﬁ e séng, nhigt db khﬁng gua :
Specification:inhotss. 0% -
Keep out of reach of Tiduchuén; TCCS
fsasgon ; Dé xa thm tay tré em.
Read the package Insert
carefully before use. Beoc l?tmr:dln sir dyng
ARnsd
=
i e o6 PHAN DUGC APWED

APIWED PHAAMACIUTICAL JOWT BIDUR COMPANT
! Brwt. P Trar Visn Thaw FLl g, Ve Trer
o, Mt Trech 3P g e

Baorg W, cum edng ngrako B Thamemh Thank:,
8 VinA Thamr, iyln khom Traeh, tien Bdng Nl

WHO-GMP

! s SOLTISRR

WHO-GMP

2O s

510 BN

17%PANTONE 295 C
M100 Y100

PANTONE 285 C
PANTONE Rhodamine Red C

PANTONE 299 C

110,00 mun
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| a 5200MM  pag 5200mm g

| Rxhubckaden

.mmgﬁmﬂnswum b e

Bioquin: : ;
B4 not khi rén, trénh nb MV

peee o Sl e
Inadrypics, potsetomight,  DYTUR

donotetore above 30C, . Md@kﬂéﬂnwaﬂh
Spocification: In-house N ; Tidu chudn: TCCS
ul!ildv:.:.d - ! £ xa thm tay tré em.
Read the package imsert Doc k§ h::w din sir dyng
carsfully befure use. truére khi diing. |
Apinsd
Apny Sor o4 s st
prevogimed s CONG TY CO PHAN DUQC APIMED &
il \WHO-GMP g0 ml Pnbietedd-etall wiocme - 90mi

Eepria WPER TRk VL D M o

L
S e
N o

HO fouma

17%PANTONE 295 C
M100 Y100

PANTONE 295 C
61% PANTONE Violet G

PANTONE 299 C

124,00 mm
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QP APIROZIN

H
‘J(\éhal 120 ml)

T ||‘-
)
IRad)

'u-»- —

'"-mmmtmm b enadion

2
lnndwﬂmwwmkﬂ.-.
donolstorgebove 305,

Speckfication:intute
Kesp outofraach of
ohildren

| Read the package Insert
carefully bafore use.

Apns!

Mpduhrad b

H1 Birwss, Pred Thards e Than sl graus, ¥1an Them
Ermny e 170 0. oeig aem Erers

WHO-GMP

17%PANTONE 295 C
M100 Y100
PANTONE 295 C
PANTONE 299 C

120mi

Baoquin:
b noi khd rae; iﬁnh inh ung,
mmmgmm S

Tiéu chudn TCCS
£ xa thm tay trd em.

Boc k§ hwémg din st dung
trurde khi ding.

ARt

B0 s aikn wllt

il Vi Thee, mspn Whan Triesh, e Dy Nat

-ﬁ-hﬁ#mmmfm_._ :
.-'mmmwmd&na&m :

CONG TY CO PHAN DUQIC APIMED
Ehrorg N1, s cdeg i Pi) Tharnh-vinh Thank.

56,00 mm -

Rxmum
pimed

'H UZING

Levodropropizin & mg/t ml

WHO-GMP

Elzg: BEa T3S

‘ = TP

000 e

AN s

.t

120mi oy

130,00 mm
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PHANI: | TAI LIEU HANH CHINH

Trang 1/7

3. TO HUONG DAN SU DUNG

Sir6 APIROZIN

— -

Ds. Pham Béo Anh
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Trang 2/7

Hudne ddn sie dung thubce

RxSiré APIROZIN

“Doc kj hwdng din sir dang trude khi ding”
“Pé xa tim tay tré em”
“Thude nay chi ding theo don thudc”
“Khong dwge tiém”
THANH PHAN CONG THUC THUGC
Thanh phén trong 1 ml sird
Thanh phin dugc chét:
IS 70Ts [ o) b1 o]0 v || FEUNORSPISRETS RSN TR 6 mg
Théanh phan té duge: Saccharose, methylparaben, propylparaben, acid citric, natri hydroxyd, huong tutti fiutti,
nude tinh khigt.
DANG BAO CHE
- Sird.
- Dung dich khéng mau dén vang nhat, mui thom, vi ngot.
CHI PINH

Diéu tri triéu chimng kich thich ho, ho khan la két qua cua sy thc nghén (viém phé quén) va bénh ly co
thit (viém thanh quan, viém khi quan), dong thoi ¢o thé do lién quan dén nhiém tring.

LIEU DUNG, CACH DUNG

- Céch ding: Thude ding dudng udng, ubng cach xa bita in.

- Lidu dimg: Liéu ding theo chi dinh ctia béc si.
% DHi v6i quy cach chai (ml)*:
o Nguwdilém va thanh thiéu nién tiv 12 tudi tri lén:

Diing tdi da 10 ml sird (twong duang 60 mg levodropropizin), udng 3 lAn/ngay, méi lan udng cach
nhau it nhit 6 gid.

Tré em frén 2 tudi:
+ Tré tir 10 —20 kg: 3 ml/ Ian, 3 ldn/ ngay.
+ Tré tir 21 —30 kg 5 ml/ an, 3 1An/ ngay.

+ Tré twén 30 kg: 10 ml/ ln, 3 1An/ ngdy.
(%) Pong thé tich thudc udng (ml) bing cc dong ¢d bao gom trong méi hip 1 cha,

# P&i vdi quy cach dng 10 ml:

o Nguwoi l6n va thanh thiéu nién tir 12 (ubi tré ién:

- Ding t6i da 1 bng (twong dwong 60 mg levodropropizin), udng 3 lan/ngay, méi lan udng cach nhau
it nhat 6 gio.

o Tréem trén 2 tudi:

+ Trétir 21 =30 kg: Y éng/ Ian, 3 1an/ ngdy.

+ Tré trén 30 kg: 1 dng/ lan, 3 lin/ ngay.

001
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Trang 3/ 7

e

>
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> Poi voi quy cach ong 5 ml:

Ngiegi Idn va thawh thiéu nién tiv 12 tudi tré tén:

Ding t6i da 2 bng (twong duong 60 mg levodropropizin), uéng 3 lan/ngay, mi lan ubng cich nhau
it nhat 6 gid.

Tré em trén 2 tubi:

Tré tir 21 =30 kg: 1 éng/ 1An, 3 1An/ ngay.

Tré trén 30 kg: 2 dng/ lan, 3 lan/ ngay.

Tré em duéi 2 tudi: Khong sir dung thude cho tré em dudi 2 tudi.

Diéu trj trong thoi gian ngén nhit ¢o thé, nén ngimg thude khi céc triéu chimg duge cai thién.

Néu sau 7 ngay diéu tri ma van con ho hofic ¢6 c¢éc triéu chimg khéc, bénh nhan can di khém lai.
Nhom bénh nhén dic biét:

Bénh nhén 1a ngudi cao tudi: Can thin trong khi ding thude cho ngudi cao tudi.

Tré‘em: Duoge dong hoc cua thude chua duoe nghién ciru & bénh nhan dudi 2 tudi. Khéng st dung
thudc cho tré em dudi 2 tudi.

B¢nh nhin bj bénh gan: Khong dung thude cho bénh nhan suy chire niing gan nghiém trong. Néu
gan ctia bénh nhin khéng hoat dong t6t, hay hoi ¥ kién ciia bac si diéu tri trude khi ding thude ndy.

Bénh nhén bi suy thin: Cin can nhic gifta nguy co rii ro va lgi ich diéu tri ciia bénh nhén suy giam
chiic niing than (c6 dd thanh thai creatinin <35 mL/phat).

Néu quen ubng mot liéu thude, ngudi bénh uong, ngay khi nhé. Tuy nhién, néu gin thoi gian udng
lidu tiép theo thi b qua lidu da quén. Khéng uéng glp doi liéu dé bir licu dd quén.

Khong co yéu cdu dic biét vé xir iy thudc sau khi sir dimg.

CHONG CHI BINH

Ngudi bénh bj dj tng véi levodropropizin hojic béit ky thanh phin nao clia thude.

Bi ting tiét dich phé quan hodic cd Hoi chirg Kartagener (R6i loan vin dong 1ong mao nguyén phét)
Suy chirc ndng gan nghiém trong.

Phu nit mang thai va cho con bi.

Tré em dudi 2 tudi.

Bénh nhan bj bénh déi thao dudng (vi trong thanh phan thude cé duong saccharose).

CANH BAD YA THAN TRONG KHI T DUNG THUOC

Thude na} chi [am giam céc triéu chimg ho nhung khéng diéu tri duge nguyén nhin. Trude khi
diing thude nay, phii x4c dinh va diu tri cde nguyén nhén giy ho.

Khong ducrc sit dung kéo dai levodropropizin. Sau khi diéu tri mot thoi gian ngéin ma khong c6 két
qua thi cin dén gip béc si.

B0 an toan cho tré dudi 2 tdi chira duoe nghién ciu.

Bénh nhan cin duoc théng tin vé cac tic dung khdng mong mudn ciia thude trude khi ding thude.
Phai than trong khi ding thude nay cho bénh nhin cao tudi vi nguy co thay doi duge dong hee lién
quan dén d9 tudi.

Néu gan ciia bénh nhén khéng hoat dong tét, hiy hoi y kién cia bac st diéu tri trude khi ding thude
nay.

Cén cén nhiic gifta nguy co rai ro va lgi ich diéu tri cha bénh nhan suy giam chirc nang than (c6 do
thanh thai creatinin < 3 5mL/phut).

Methyl pa:aben va propyl paraben chita trong, thube ho co thé gay ra phan Gng di ing. Nhimg phan
ung ch ng ndy (vi du viém da tiép xiic) thuong xay ra chim va hiém khi xdy ra ngay ldp tic sau
khi udng thude (vi du ndi may day, co thét phe quan).
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- Thube nay khong chira Gluten. Vi vy, bénh nhan cé thé sir dung thudc ngay khi co thé bénh nhan
khong dung nap Gluten.

- Vi hién nay van chua cé du dir liéu lién quan dén anh hudng cua thuc phéam dén viéc hip thu
levodropropizin, nén dung levodropropizin cich xa cac blta an.

- Thanh phén thude ¢6 dudng saccharose , bénh nhan b bénh di truyén khéng dung nap fructose, hép
thu kém glucose-galactose, thiéu enzym sucrase-isomaltase khong nén dimg thude nay.

ST DUNG THUOC CHO PHU NU' €0 THAT VA CHO CON BU

Phu nit ¢é thai: Levodropropizin qua dugc hang rao nhau thai va da duge ching minh 14 co tac
dung c6 hai trén thai nhi, do d6 khéng dugce sir dung thuoc & phu nfr ¢6 thai.

Phu nit cho con bii: Levodropropizin duge bai tiét trong sita me. Do d6 khong sir dung thude & céac
ba me dang cho con bt

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

Chura cé bao cao vé anh hudng cua thude trén kha nang lai xe va van hianh may moc, nhung
levodropropizin c6 thé gdy tic dung khéng mong muon la budn ngu, do d6 cén than trong khi 1ai xe
va van hanh may moc.

TUONG TAC CUA THUGC
Twong tac vdi cac thude khae:

- Céc nghién ciru duge Iy trén dong vat cho thdy levodropropizin khéng anh hudng 1én tac dung
duge Iy cia cac chit tac déng 1én hé than kinh trung uong (vi du benzodiazepin, rugu, phenytoin,
imipramine).

- Trén déng vat, levodropropizin khong anh hudng Ek"':n hoat dng ctia thube chong dong dudng ubng
(vi dy warfarin), ciing nhu tac dung ha dudmg huyet clia insulin.

- Trong céc nghién ciru duge ly trén ngudi, két hgp ciia levodropropizin véi cac thube benzodiazepin
khong gay anh huong dén dién niio dé. Tuy nhién, can than trong khi ding chung levodropropizin
vai cac thude an than trén bénh nhén nhay cam.

- Trong cdc nghién ciru lam sang, khéng cé tuong tic nao duge chirng minh khi sir dung dbng thoi
levodropropizin véi céc thube duge st dung trong bénh phé quan phéi nhu chat chii van B2,
Methylxanthin vi cac dan xudt ciia chiing, cac corticosteroid, cic khang sinh, chét diéu hoa niém
mac va thude khéng histamin.

Twong tac vai thye phém:

- Hién nay vin chua cé du dii liéu vé anh hudng cua thye phdm dén viéc hip thu levodropropizin, do
d6 chua biét thye phim c6 anh huong dén tac dyng cia levodropropizin hay khong. Vi vdy, nén
diing levodropropizin cach xa cac bira an.

- Néu bénh nhén nhay cim v&i tac dung cia ruou thi khong nén udng ruou trong khi dang ding
levodropropizin.

TUONG KY CUA THUOC
- Do khéng ¢6 cdc nghién ciru vé tinh twong ky cia thube, khong tron 1in thude nay véi céc thude
khac.
TAC DUNG KHONG MONG MUON CUA THUOC

Cac tac dung khéng mong mudn duge ligt ké theo hé co quan va tin sudt, Céc tAn suat duoe quy
wde nhu sau: Rét thuomg gip (= 1/10), thuemg gip (= 1/100 va < 1/10), it gap (= 1/1000 va <
1/100), hiém gap (= 1/10.000 va < 1/1000), rét hiém gap (< 1/10.000).

Nhimg téic dung ndy bién mat khi ngimg diéu tri.
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HE CO QUAN

TAC DUNG KHONG MONG MUON

Thwing gap

Rét hiém gip

R&i loan tim mach

Pénh trong ngue

Nhip tim nhanh

Mét moi,

Suy nhugre,

Tiéu chay
Non

g, - Zouns Budn ngg, Run
Rai loan hé thong than kinh T o
Nhiic dau, Di cam
Lo mo,
Chéng mat.
Budn nén
O néng
R 1k - Pau bung
R6i loan tiéu hda Kho tiéu "
Dau da day

L - a e
R&i loan da va md dudi da

Phan tng di img da

Nbi may day, ndi mén do,
phat ban, ngia, phit mach

J_‘)‘._.J

-

Ro6i loan hé co xuong va toan than

Yéu chi dudi

R6i loan mach mau

Ha huyét 4p

Lo\ & -3

Rdi loan chung

Suy nhuge, khé chiv

Réi loan hé mién dich

Phan tng phan vé

R&i loan tam than R6i loan nhéan cach

P g o Kho the
Roi loan hé hap, 16ng ngyre va Ho
trung that £
Phii phe quan

Hudng dn cich xiv tri ADR: Cac ADR nhe co thé ty khoi, Can theo doi cac tac dung khéng mong
mnén_ va diéu trj triéu chimg. Phéi ngimg thude va bao cho béac st hodc dén bénh vién ngay lap tirc khi
¢6 biéu hién tdc dung khong mong mudn nang.

Bio cao cie phan irng ¢6 hai: Hay bao cho bac si, duoe s néu ngudi ding thude nhén thdy bt ky tic
dung phu ndo, ké ca cac tac dung chua duge lict ké, hodc béo céo céc phan (mg c6 hai ena thuoc ve
Trung tdm Thong tin thude va Theo déi phén (mg co hai cua thude.

QUA LIEU VA CACH XU TRI

- Mbt trudng hop qua liéu duge bae cdo & mdt bénh nhén 3 tudi nhan dung lidéu hang ngay 360 mg
levodropropizin. Bénh nhén bi dau byng va nén nhe nhung da duge didu tri va khéng dé lai di
chimg. Khéng ¢6 tac dung phu dédng ké nio duge ghi nhdn sau khi dimg mot lidu duy nhét t&i 240
mg hoiic sau khi dimg mét lidu t6i 120 mg ba 1an mdi ngdy trong 8 ngay lién tiép.

- Treeng hop ding thube qua lidu ¢6 thé 1am nhanh nhip tim nhung nhe va chi thoang qua. Trong
trudng hop nay, cac bién phap diéu trj tranh nhiém doc thong thudng can duge thyuc hién (rira da
day, ding than hoat tinh, tiém truyén dich...).
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DAC TINH DUGC LUC HOC
Nhém dwoe ly: Cde thude gidm ho khdc
Mz ATC: ROSDB27

Levodlopioplzm 14 thude giam ho ¢6 téc dung ngoai vi. Anh huéng cia thude dén hé théng than kinh
trung wong rat thip so voi nhiing thude chéng ho c6 tac dung lén trung wong than kinh nhu codein.

Co ché hoat dong: Trén nhiing ngudi tinh nguyén khoe manh, levodropropizin lam giam ho duadi
dang khi dung acid citric. Khi ding liéu diéu tri, thudc cé higu (mg gy € cuc bd nhung khong co
biéu hién an than trén than kinh trung wong. Thude tac dung trén cac nemopeptld cam giac. Su suy
gidm cdc neuropeptid cam gidc & dong vat dan dén giam khi ning chéng ho dang ké cla
levodropropizin.

Levodropropizin tac dong 1én hé théng phe quén phoi. Thude (e ché co thit phe quan gay ra boi
histamin, serotonin va bradykinin. San pham khong ¢6 tic dung tre ché co thit phé quan gdy ra boi
acetylcholin, do d6 khong gdy tac dung khang cholinergic. O ngudi tinh nguyén khoe manh, lidu 60
mg gitip trc ché ho trong it nhéat 6 gi& khi dimg dudi dang khi dung acid citric. Lidu diéu trj cia
levodropropizin khéng c¢6 anh hudng trén dién nio dd hoic trén kha nang tdm 1y cia ngudi. Trén
nhiing ngum tinh nguyén khoe manh duoc didu tri véi lidu t6i 240 mg levodxopmplm khdng cd
thay ddi trong céc théng sb tim mach. Thude khéng lam giam chitc nang hod hip va ciing khong
giai phong dich tiét niém mac nguoi.

PAC TINH DUQC DONG HQC

Céc llghlﬂll ctru duge ddng hoe da dwge thye hién & chudt, ché va ngudi. Sur tai hép thu phéan ph0|

chuyén héa va thai trir dwoc so sanh va cho két qua twong ty nhau. Khi dung dudng ubng, thude co
sinh kha dung hon 75% véity 18 hoat tinh 93%. Trén ngudi, thude lién két véi protein huyet trong
khong dang ké (11-14%). Sau khi uéng, levodropropizin nhanh chéng duge hép thu va chuyén héa.
Thai gian ban hay khoang 1 dén 2 gio.

Thube duoe bai tiét chit véu qua dudmg niéu, dudi dang khong chuyén héa va chuyén héa
(levcdropropmn lién hop, p-hydroxy- Eevodropropizin ty do va lién hop). Sau 48 gio, khoang 35%
lidu ding dugc thai trir dudi dang khong chuyén hoa va chuyén héa. Trong cac nghién cfru diing
ligu lap Im qué trinh tai hép thu va thai tri khéng thay di sau khi diéu tri lién tuc trong 8 ngay Vi
3 liéu mdi ngay. Do d6, cb thé loai trir tinh trang tich lay va ty cam ng chuyen héa cia thude. O
tré em, ngudi gia va bénh nhéan suy thdn nhe dén trung binh, khéng co thay déi déng ké trong hd so
duge dong hoe.

QUY CACH DONG GOI

Hop 10 éng, 20 dng x 5 ml, t& hudng dén st dung thude.
Hop 10 dng, 20 dng x 10 ml, t& huéng din st dung thubc.
Hép 1 chai x 30 ml, 1 c6e dong, t& huéng dan sit dung thude.
Hop | chai x 45 ml, 1 cbe dong, to huéng dan sir dung thude.
Hop 1 chai x 60 ml, 1 cdc dong, tir huéng dén sir dung thude.
Hop 1 chai x 90 ml, 1 che dong, to huémg dan sit dung thude.

Hop 1 chaix 120 ml, 1 cée dong, t& huéng din sir dung thude.

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

Diéu kién bao quan: Bao quin noi khd rdo, tranh anh sing, nhiét d dudi 30°C, D& thude ra khoi tam
nhin va tam tay cta iré em.
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Han dung;
- 24 thang ké tr ngay san Xudt.
- Chi sir dung trong vong 30 ngay sau khi m& nép chai 14n déu.
Tiéu chuén chit lwong: TCCS.
CO SO SAN XUAT
Céng ty C phan Duwge APIMED
- Dia chi tru s&: 263/9 Ly Thudng Kiét, Phudmg 15, Quén 11, thanh phé Hé Chi Minh.

- Dia chi nha mdy: Budng N1, cum céng nghiép Phi Thanh - Vinh Thanh, x& Vinh Thanh, huyén
Nhon Trach, tinh Bong Nai.
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