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DROPINE 60

VIEN NEN

Boe ki huédmg din alr dung trudee khi dong.
D xa thm tay ré em.
Thude niy ehi ding theo den thube.

THAMH PHAN CONG THIFC THUOC:

Wil wign nén Dropine 60 chira:

Thanh phéan duwge chit: Levodropropizin .. .G0mg
Thanh phiin th duge: Lacloss m:mn,.ﬂrat “Cellulose vi tinh thét, Natri
starch glyeolat, Colloidal anhydrows silica, Magnes| stearat.

DANG BAD CHE:

WiEn nén.

Wiln nén trén, hai mét tron, maw trdng dén trdng nga.

EHIBINH:

Levodropropizin dugre chi dinh didu trj ho khan do céc bénh phé quén - phii
£ ngurdri birm v bed e e 12 udi,

LIEU DOMNG - CACH DUNG:

Lidu diing:
MNgudd lom wa Bré em frén 12 twdl: 1 vign/ 18n (eong Seong 80 mg
levodropropizin/ 1&n). 1 - 3 1An/ ngay va khodng céch gifra cac héu it nhat &
qitr.
Sir dung thude dén khi hét tridu mtmg ho, nhumg khing qué 2 wén, Méu
triéu chirng ho vin con sau 2 wan didu tr, nén nglmg s dung thude va
{ham khdo f kiln bic 5§,

hd :
Ding dudng udng.
M hiing thiede cch xa bia an (J0c byng doi),
Wéu quén ubng mét Bu thube: Hay ung mét liBu ngay khi nihd ra, Kéu gén
dén tha didm udng lidu ké tidp, oo thé bd qua lidu 43 quén va udng Béu ké
lidkp thio don thude cia bac s7. Khing wng gip G0 by dd bl cho libu 43
quén.
Métsd lwuy cgchmdmumuﬁcmmnmmsudungthuan:
Kehiing eyl ciu diic bl e e f thude sau khi st dyng

CHONG CHI BINH: _
i mdhn wiri bl ky thanh phdn nde cia thube. (wem muc Tharmh phin
ciing thike thude)

Bénh nhén téng tiét dich phé quan.

Bénh nhdn suy gidm chire ndng hi thiing tigl nhdy va hoat dong Bng mano
{H&i chirng Karlagener, rdi loan chirc ndng vin déng cla 16ng mac),

Bé&nh nhan suy giam chirc ndng gan nang.

Py i b thai va cho con bi (cem mye Sordgng thude eho phy nl oo thai
v cho con bi).

CANHEBEAD VA THAN TRONG KHIDUNG THUOC:

- Chira ghi nhdén siF thay A8 déng ké ndo vé dde tinh duge d8ng hoc cla
thube trén tré em,

Khing ob s thay ddi dang ké b J8c linh duge d0ng hoo cha
levodropropizin trén mgudd cao tudl. V1 vy, khdng cln didu chinh By
diing hodc khoéng cach ding thudc cha dii turgmg nay. Tuy nhién, do tinh
Ay e déi viri cac logi thude khae nhau & ngW|mngmlhﬁmlhay
8, nén thin trong khi sb dung levodroproplzin cho nbdm 3 iugng nay,
Than trgng khi ding thuc déi wai bénkh nhan suy than ndng (46 thanh thai
creatinin < 35 mliphot).

- Thén trgng khi diing dbng thiv levodroproplzin v thude an thin, dac bist
& bénh nhan nhay cam. (xem muc Twong tac, fuvong ky cia thudc).
Chura e A il wh dnh hudimng cia thire &n a8 véd sy hiip thu thude, nign
slrdung thude cach xa cic bia &n (I bung d&i),

Thudc ca chira t8 duge lactosa, do 85 bénh nhdn b cdc van 08 vé di
p:.#n hidm gép nhu: khing dung nap galaclose, thidu hyt lactase toan
n hofc kém hip thu glucose-galactose khiing nén ding thube néy.

50F DUNG THUOC CHO PHI) NI GO THAI VA CHO CON BL:

Sirdung thude cho phu nieed thal:

Trong cac nghiéncl.'ruugkhﬁ nang gay quai thai, sinh 5an va kha nang sinh

sdn, bao gém che nghitn et brang qué trink mang thal v sau khi sinb, che

théy khéng cd bt ky d&c tinh nds dnh hiedng Gén thal mhi va tré s sinh,

Tuy nhién, cic nghién ciru d6c tinh trén déng vt cho thay, thudc lam cham

s phal tridn v tng chn cia thai khi ding lidqu 24 mg/ kg, Bbng thi,

levodropropizin b thé qua dugre nhau thal. Wi vy, khing nén sir dung

thudc néy chophu nif cé thai.

Swrdyng thuoe cho phy ndrcho con ba:

Trong cac thi nghiém trén chudl, levodropropizin 43 dwgc tim théy trong

sira ma sau & giér ding thude. Vi vay, khing nén st dyng thude nay cho phy

Al cFo oo B,

ANH HLPONG CUA THUOC LEN KHA MANG LAl XE VA VAN HANH

MAY MOC: _

Levodroprogizin dnh hudmg rbg én khi ndng 18 xe v vin fdnh mby moe,

Sau khi ding thude, bénh nhén ob théé bl bubn ngd (xem muc Téc dung

khéng mong mudn cia thudc). Néu da timg xay ra fac dung khang mong

rruden ndy khi ding bevedropropizin, binh nhan khing nikn 40 e hay vin

hénh mdy méc trong théd gian dlng thudc

TWO'NG TAC, TWONG KY CUA THUOC:

T
Khéng ghi nhén twong t&c gifa levodropropizin véi nham thudc
benzodiazepin rong cae thir nghidm [am sang. Tuy nhida, cin than rong
khi diing 4ng thivl wéd thube an thén cha nhing bénh nhan dic bt nhay
cam wii thudc an than {xem myc Cénh bdo va thén tromg fkhiding thudc).
Cae thiy nghidm m sang khing ghi nhan teong e thude nao khi si
dyng ddng théd levodroproplzin wéd cac thudc didu tr B&nh phé quéan - phdi
nhir chét chil van Bata-2, mathylxanthin va csc din chét, corficostannid,
kiding sinh, thude tidu nhdy v thude khang histamin,

Turomg ky cla thube

Do chwra eb cac nghéén clu vé tinh fwong ky coa thutc, khing trén 1an

thude niy win cde thube khac,

TAC DUNG KHONG MONG MUGN CUA THUGEC:

Cac e dyng khing mong mudn (ADRS) duee ghi nhin sau khi luu hank

thude ra th| freémg dwge phin loal theo tin suldt xdy ra nhe sau:

Rét thwrtrng gép (ADR 2 1/10), thuémg gdp (11100 £ ADR < 1010), it gdp

(1/1.000 = ADR < 1/100), hiém gdp (110,000 = ADR < 1/1.000), rdl hidgm
(ADR < 1/10.000), chara i thn subt (khing thé wde lvgng dugc tin

suat tirdif lidu s&n cd).

Fhr;"gL“;u“:n Ténsuit | Téc dung khéng mong mudn
R I b midn : Phén (mg qué min, phan (g
dich RAL i g3 | oo phdin v,
Hén mé ha duding huyét (1
) ) trundrng horp da dugic bao cao &
E&I mn:mh Rt hid phy n ion bl diing
mh M 99 | avodropropizin khi ding 88n
. théri vari thudc ha dudng huyét
durimg udng).
Réi lein 18m i D kich dng, rdi loan nhan
thén Rat hiém g3p | oo nhan thirc.,
Hoa mét. run, dj cim. bufin
ngl, ngit,
- Chimg o cimg, co gisit toan
Ehﬁhm" héthan | 2t hibrm g#p | ingn {1 truemg hrp a8 dugc
béo cén).
Bgng kinh com wing § thire (1
trrérng hop 38 dugc béo céa),
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Phdin i theo
hé i:::;unn Tén sufit | Tac dyng khing mong mudn

Réi loan tai va .

mé dao R&t higm gap | Chidng mat,
Biénh trdng ngwe. nhip im

R loan tim Rt hidm gap | Thanh.
Rdi koan nhig tim (1 treéng hop
da dioc bao cao).

:‘n‘;'u'”@" mach | Rt hidm gap | Ha huyét ap.

Rdi loan hé hag, .

By g v Rét hidm gap :ﬂrﬁ thir, b, phi nié dudrmg hi

triing Bt '
Brau bung trén, dau bung., bubin
fide, Ao, lidu chay.

Rdi loan hé tiéu ; Wigm Il (1 tredrng horp 8

hia Rét hidm gap dwrgre bao cao).
Loét &p to migng (1 trrdmg hop
da dirgre bao cho).
Vidm gan (r mét (1 trwéng hop
da dirgre bao cho & phig nir kn

Réi loan gan mat | R&t hidm gap | wdi ding levodropropizin khi
diing ddng thevi wi thude ha
durdrng huyét dudemg wlng),
W& day, ban d&, phat ban,

. ngra, phad mach, phdn ing da

ﬂ' ‘;"ﬂ ';: ¥4 | Rt hidm gap | Ly thuomg bi bong nude (1
trundrng hognp tlr vong d& dugc
bdo cho).

Réi loan oo -

RUGG Wi M Rt higm gap | Yiu co.

lién ket

Réi loan todn M&t moi.

than va v tri tdc | R&t hiém gap | Phd toan than, suy nhuge

dung (higm cb béo cao).

Théng béo ngay che bie s¢ hode duge sf nhing phin dng ed hal gdp
phéi khi sirdyng thude.

QUA LIEU VA CACH XU TRI:

Quia ligu:

Khing o6 e bidu hign qui libu d3c rumg duge ghi nhiin khi chi dinh didu i
levodroproplzin wed B dom [8n 3&n 240 mg hode lidu Bn dén 120 mog/ [8nx
3lan ngéry trong B nga
G rurernig hop uah;ublr&amwz 4 udi 33 durgre ghi nhiin, Gae tnudmg
hiorp ndry khdng dé lal hau qua ndo. Ba b bénh nh:;‘ml:g dau byung va ndn; 1
trwérng horp durgre ghi nhén khi ding lide 00 mg cé bidu hién ngl nhidu vé
marG ¢ bifio hida axy gidm.,
Cach xirtri:
Trrémg hop qué libu co bide hign tiéu ching 13m sang, cin didu i igu
chirng ngay 1ap 106 va thure hign cac bign phap x i qua lidu théng thudng
{rihir rira da day, ding than hogt tinh, truyén dich) néu cin thidt,
BAC TINH DUFGFC LLFC HOC:
~ Nhém dugre b Thude glam ha,

M&ATC: ROSDB2ZT
Wﬂﬂmmg
Levodrogroplzin oé tac dung gtém ho do s i ché cac g cim gisc C.
Levodropropizin co {&c dung giam ho. dac biét tac dong ai vilan khi phé
quiin, kivm thea tae dung cﬁng di trng vé ehiing co thdt ph n“iuquén

Thir mghifm in vitre cha thily levodropropizin od thd (e ché phang thich

neuropeptid bir soi cém gidc C.

Levodropropizin tac ddng trén hé théng phé guan phéi bng céch i ché co

Ehiit il cyusin gdly ra b histamin, serotonin hode bradykinin.

Céc két qué thire nghiém cho thdy hidu qud 18m sang ola levodropropizin

trong vigc Gre ché he nhidu nguyén nhan khéc nhau, bao gbm ho lién guan

i ki u phi quan phdi, bo lign quan dkn duwémg hd hip trin va dudi, ho

ga. Téc dyng chiing ho cla levodropropizin trong dwong wil thude ching

hiz trc ché hé théng thén kinh trung wong, nheng levodropropizin dung nap

bt hom, G bidt it o tie dyng an thdn,

Thude néy I:hﬂng re chié chitre néing b hAp hode sir thng déem & nguedr. MGt
ﬁlﬂl‘l curu gén day cho théy levodropropizin khong e ché chire néng ha

brung 1am & binh nhan suy hé hip man link, bao gém trudng hop thd
binh thirdrng wé ther iy,

BAC TINH DUFQ'C BONG HQC:

(0} rau:’.‘rl, ievodroprapizin duge hip thu va phin bd nhanh sau ki uling
thudc.

Thivi gian ban thai khodng 1 - 2 gid, Thai trir chl yéu qua nude iy,
Levodropropizin duge thal tnr dudid dang khéng déi va dang chuyén héa
niwr levodropropizin li&n hop va p-hydroxylevodropropizin by do hodc lign
herp, Levedroprogizin va cae chil chindn hoa duge ddo thdi qua nude tidu
khioding 35% libu ding trong vhng 48 gid,

Cac mghién ciu dwge ding hoc da dwoe thue hién trén chudt, cha va
ngurtri, 33 chirmg minkh ding sy hdp thu, phain b, chuyin hia v thi irir &
cé ba kodl wrong Suonig nhau, Wi sink kha dyng dudng uhng trén 75%.

Ty b2 lién két protein huyét tromg & ngueii khéng dang ké (11 - 14%), trong
durcrng v kha nan Ugllhhﬁtmhuyﬂhmmﬂﬁchbﬂ ehudt.

Cac thix nghlém wé sde dung thude nhidu Bn (3 1And ngay) trang thiv gian
didu trj 8 ngay cho thiy, khéng dnh hudmg dén déc tinh hap thu vé thai trie
cia thude, Do d6, khd ndng tich [Ty va by chuyln hoa cia thwbe co th duge
Icsaad trir.

Khoang $3% chat dbng vi phang xa dwgc thai trir khi ding dwing udng.
Khang co sy khac bidl Jang ké vé dic tinh duge ding hoe cla thude &
ngurirl cao tudi, Iré em va ngudd suy thén nhe va vira,

QUY CACH BONG GOI:

Hép 03 vi x 10 viédn nén.

Hop 06 wix 10 vién nan.

Hop 10 x 10 vidn nén,

Chal 100 wi&n nén.

HAN DUNG:

24 thang ké i ngdy sén xudt,

BIEU KIEN BAQ QUAN:
Khéing qua 30°C, trénh &mwé &nh séng,

TIEU CHUAN CHAT LURgMG COA THUOC:
Tiéu chudin cor ad,

THHOO0ZT-1

IMExPHARM
Sén xwdl tgi
CONG TY CO PHAN DUQIC PHAM IMEXPHARM
56 4, Buring 3064, Phudmg 1, Thanh phé Caeo Lanh,
Tinh Béng Thap, Vidl Mam
mALYAN L




