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MAU DANG KY TO' HUONG DAN SU’ DUNG ZEPRILNAS

SPbK:

B( THUGC BAN THEO BON
Tiéu chudn:

ZEPRILNAS

TCCS

Bocky hudng dan sif dung trudc khi diing
Dé xatamtaytré em

Théng bédo cho béc si cdc téc dyng khong mong mudn géip phai khi sl
dung thudc

Thanh phén, ham lugng cia thude:

ltoprid hydroclorid ~ 50mg

T4 dudc: Lactose, croscarmellose natri, PVP K30, natri starch glycolat,
natri fauryl sulfat, talc, magnesi stearat, HPMC 606, HPMC 615, PEG 6000,
titan dioxyd vira dli 1 vién.
M6 t4 san pham: Vién nén hinh tron, hai mét tron 13i, bao phim mau tring, bén
trong méu trng.
Quicachddng gdi:Hop 2 vix 10 vién nén bao phim

HUGNG DAN SUDUNG THUGC CHONGUOIBENH

Thude diing cho bénh gi:

Chia tri nhiing triéu chung vé da day-rudt gay ra bdi viém da day man tinh
(cAm gic &y chudng byng, daubyng trén, chén &n, gndng, budn ndn va ndn).
Néndiing thude nay nhurthé ndo va liéu lugng:

Liéu udng thong thudng cho ngui1dn 14 150mg itoprid hydroclorid (3 vién)
méingay, chia 314n, mGiln 1vién, udng trudc bila &n. Liéu nay c6 thé gidm bt
tly thudc vao tudi tAc va bénh trang cia tiing bénh nhan.

Khi nao khéng nén diing thudc nay:
-Qué mén cAm vdi bat ky thanh phén nao clia thuéc.
-Xuathuyét, loét hoac thing da daya trang.

Téc dyng khdng mong mudn:

* Nhidng tac dyng bt Igi ¢ y nghia 14m sang:

-S6c va phén ing qué méan: Sdc va phén tng qué man cé thé xuét hign, va
nén theo doi bénh nhén chit ché. Néu thdy bAt ky dAu higu nao cla soc va
phén Ung qué mén, vi dy nhu tyt huy8t dp, kho thé, phi thanh quan, ndimé day,
téi nhot va todt m héi..., nén ngiing ngay thudic va ¢6 nhitng bién phap diéu tr
thich hgp.

-Réi loan chiic nang gan va vang da: Réi loan chic ning gan va vang da
cling vdi ting AST (GOT), ALT (GPT) va 1-GTP... c6 thé xuat hign va bénh
nhan nén dugc theo ddi chat ché. Néu phét hién thdy nhilng triéu chiing bt
thuding trén nén ngling ngay thudc va cé nhiing bién phap diéu trj thich hgp.

* Nhilng tac dyng bét lgi khac:

Phat ban, man 69, ngUa, run rdy, ching to vi § dan ong, gidm tiéu cau,
gidm bach cAu, budn non, tang tiét nudc bot, dau dau, cam gidc kho chiu, rdi
loan gi&c ngl, chong mét, tang BUN, tang creatinin, dau lung hodc ngyc, mét
mi.

Théng bdo cho BAc sT cdc tdc dung khong mong mudn gap phai khi st dung
thudc
Nén tranh dung nhiing thudc hodc thyc pham gi khi dang si dyng thuc
nay:
Nén lutu y khi dung két hop Itoprid véi nhiing thudc sau:

Thude

Déu higu, trigu ching
va diéu tri

Cd ché téc dung
va nhiing yéu t8 rii ro

Nhdng thudc khdng
Cholinergic: Tiquizium
bromid, scopolamin butyl
bromid, timepidium
bromid, ...

Triéu ching: Co thé lam
gidm téc dung tang nhu
dong da day-ruét cla
Itoprid (tac dung
cholinergic)

Cd ché: Téc dung c ché
cla nhiing thudc khéng
cholinergic c6 thé co tac
dyng dugc Iy hoc dGi khéng
ha'c dyng ctia ltoprid.

Cén lam gi khi mgt ldn quén dung thudc:

Khi mot I&n quén ding thudc, hay ubng thuéc ngay khi nhd ra. Tuy nhién,
néu nhu g&n dén thi gian udng idu ké tiép, thi bd qua liéu da quén. Khang nén
ubng liéu g&p doi dé bl chomat iéu da quén.

Cénbéo quén thudc ndy nhu'thé nao:

Béo quanthudc & naikh, nhiét do khong qua 30°C, ranh &nh sdng.
Nhiing dauhiéu v trigu chiing khi ding thude qua liéu:

Chuacotailiéu bao cdo
Cén lam gi khi ding thudc qua liéu khuyén cdo:

Khixay ra qua liéu, can theo ddi diéu r{ hd trg va triéu chiing.

Nhitng diéu can thén irgng khi ding thudc ny:

-Nén luu § khisit dyng vithudc nay lam téing hoattinh clia acetylcholin.

-Khong nén ding kéo dai khi khong thdy co sy cai thién vé nhiing triéu
chuing clia da day-rugt.

-Thanh phan ta dugc cla thudc cd chifa lactose nén khang nén sif dyng
cho bénh nhan khéng dung nap galactose, thiéu hyt Lapp lactase, 16i loan hdp
thu glucose-galactose.

-Vi chifc néng sinh 1y & ngudii cao tudi gidm nén nhiing phan ting bét Igi dé
xay rahan. Do do, nhiing bénh nhan cao tudi s dyng thudc nay nén dugc theo
d6i c&n than, néu c6 bt ky phan ing bAt Igi ndo xuat hién, nén sif dyng nhilng
bién phap xt trithich hgp, vidy nhu gidm liéu hodc ngiing thudc.

-Bj antoan cliathudc trén tré em vn chua dugc xéc dinh.

-Thai ky mang thai: Thudc ny chi nén st dung & phy nif ¢6 thai, hoéc 8 phy
nii ¢ thé mang thai chikhi lgi ich mong mudn clia tri liéu In hon nhiing rdi ro ¢6
thé gdp phai. (S antoan clia sAn phdm nay & phy ni ¢6 thai van chua dugc xdc
dinh).

-Thasi Ky cho con b: T6t nhét 14 khdng nén sif dyng thudic ndy trong thdi ky
cho con bii, nhing néu c&n thiét, tranh cho con bt trong qué trinh diéu tri. D& co
béo cdo cho thay itoprid hydroclorid dugc bai tiét qua sia & nhiing thi nghiém
trén dong vét (chudtcong).

-Dothudc gay dau ddu, chongmat nén tranh Iai xe hay vén hanh méy méc
khi dang dung thudc.

Khinao can tham véan Bac si, Dugc si:

-Phy nil ¢6 thai, hoic c6 thé mang thai.
-Ngudi ldi xe va vén hanh may mac. ,\9/
Néu cén thém thang tin xin héi y kién Bac sihoc Dugec si.

Han dung cla thudc: 36 thang ké tli ngay sén xuat.

HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE

Dugc luc hoc:
*Coché tc dyng:

Itoprid hydroclorid Iam tang nhu dng da day - rut vdi tac dong kép: lam
tang sy phong thich acetylcholin (ACh) do tdc dyng déi khang vdi thy thé
dopamin D,, va tc ché sy phéan hily acetylcholin dugc phdng thich qua viéc tic
ché cholinesterase.

* Lam tdng nhu dging da day-rudt:

-Lam tAng nhu dong da day: toprid hydroclorid Iam téng nhu dong da day
cliachd lic thic, phy thudc vaolidu.

-Tang kha néing lam rdng da day: toprid hydroclorid lam tang khé néng
réng da day 8 nguai, chd, chudtedng.

*Lam gidm nén:
ltoprid hydroclorid ic ché ndn & ché gy ra bdi apomorphin, tc dung ndy
phy thudc vao lidu.
Duge déng hoc:
*Ndng d6 trong huyét thanh:
Ndng d trong huyét thanh va nhiing théng s& dugc dong hoc & ngudi In
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khde manh, sau mt liéu don udng 50myg itoprid hydroclorid ldc déi dugc chi
rotrongbang 1.
Bang 1: C4c thong s6 dugc dong hoc

Liéu(mg) |Cmax(megimL)| Tmax(hr) |AUC,,u; (McghrimL)| T, (hr) {

50 028+0,02 | 058+0,08 0,75+ 0,05 577033 !

Gié trjtrung binh + d6 léch chudn, n=6
*Phanbé :

Két qua thu dugc i nhiing thinghiém trén dong vt

-Néng d6 t6i da dat dugc & hdu hét tat cA cdc mo tif 1 dén 2 gid sau liéu
uing don 5mg/kg ““C-itoprid hydroclorid & chudt céng, va 2 gid sau khi udng
dat ndng do cao & thén, rudt non, gan, tuyén thugng than, da day (theo muc
d6 gidm dén t cao xubng thap) va phdn thudc divao hé théng than kinh trung
uong, nhundo va tly sdng, la rétt.

-Khi dua “C-itoprid hydroclorid véi liu 5mg/kg vao ta trang cho chudt
cong, ndng dd hoat tinh phdng xa trong nhiing I6p cd da day cao han khoang
218n 50 v6indng dd trong mau.

-8y bai tiét qua slfa: Khi dung lidu udng Smg/kg “C-itoprid hydroclorid
cho chugt cong, ndng d hoat tinh phdng xa trong sia so véi trong huyét
thanh cao hon 1,2 14n vé Cmax; 2,6 14n cao hon vé AUC, va 2,1 14n caohan vé
T
* Chuyén hda va thai tri:

-0 lidu ubing don 100 mg itoprid hydroclorid ding cho ngudi I6n khe
manh (6 nam gidi) khi déi, ty 18 bai iét qua nudc tiéu trong vang 24 gid sau khi
ubng cao nhét 12 dang N-oxide [67,54% clia liéu ding (89,41% cla phdn bai
tiét qua nudc tiéu)] va sau o 12 dang thudc khong ddi (4,14%), va nhiing chét
con laila khong dang ké.

-Trong nhiing thi nghiém sl dyng microsome biéu thi CYP hoic flavin
monooxygenase (FMO) cia ngudi, cho thay FMO1 va FMO3 tham gia tao
chét chuyén hoa chinh N-oxide. Tuy nhién, khng phét hign théy hoat tinh N-
oxygenase cla CYP1A2, -2A6, -2B6, -2C8, -2C9, 2C19, 206, 2E1, hodc
3A4.

-Thdi gian bén thi & ngudi I6n khde manh, sau mét liéu don udng 50mg
itoprid hydroclorid lic di 14 5,77gid + 0,33
* Céc vén dé khdc :

T I& lién két protein huyét thanh: T11¢ lién két protein huyét thanh 12 96%
sau khi dung liéu don udng 100mg itoprid hydroclorid cho ngudi khoe manh
(6 nam gidi) khi doi.

* Nghién cuiu Idm sang:

Nhiing nghién ctfu 1am sang md, va nhiing nghién ctu so sanh mu ddi
clia Itoprid hydroclorid da dugc tién hanh. K&t qué cho thdy 1118 c6 hiéu lyc
clia Itoprid hydroclorid ddi véi nhiing triu ching vé da day rudt & bénh viém
da day man 12 77,6% (277/357 bénh nhan) cho nhiing trudng hgp ¢d céithién
trmitctrung binhtr1én.

Chidinh:

Chila tri nhitng triéu chung vé da day-rudt gay ra bdi viém da day man
tinh (cam gidc ddy chudng byng, dau byng trén, chén &n, ¢ néng, budn ndn
vanén).

Liéu lugng va cach ding:

Lidu udng thang thudng cho ngudi I6n 12 150mg itoprid hydroclorid (3
vién) mdi ngay, chia 3 1dn, mi ldn 1 vién, uong trudc bila &n. Lidu nay cé thé
giam bt thy thugc vao tudi tc va bénh trang clia tiing bénh nhan.

Chéng chidinh:
-Qué man cam vdi bét ky thanh phén ndo cla thudc.
-Xudt huyét, loét hodc thiing da day té trang.
Thantrong:
-Nén luu y khi sti dyng vithudc nay lam ting hoattinh clia acetylcholin.

-Khang nén dung kéo dai khi khdng thdy c6 sy cai thién vé nhilng triéu
ching clia da day-ruét.

-Thanh phan t dugc cla thudc c6 chila lactose nén khdng nén st dyng
cho bénh nhan khang dung nap galactose, thiéu hyt Lapp lactase, rdi loan
hép thu glucose-galactose.

-Vichic néng sinh I & ngudi cao tudi gidm nén nhiing phan ting bat g dé
xay ra han. Do dé, nhiing bénh nhén cao tudi st dyng thudc nay nén dugc
theo ddi c4n than, néu ¢6 bét ky phan ting bt lgi nao xut hién, nén sit dung
nhiing bién phap xtitri thich hgp, vi dy nhu gi&m liéu hoic ngling thudc.

-Do an todn clia thudc trén iré em van chua dugc xac dinh.

* Trudng hop phy nif c6 thai va cho con bu:

-Thai ky mang thai: Thudc nay chi nén s dung & phy nii ¢d thai, hoic &
phu it 6 thé mang thai chi khi lgi ich mong mudh clia tri liéu I6n hon nhiing
rli ro ¢6 thé gép phai. (Sy an toan clia san pham nay & phy ni c6 thai vén
chuadugc xac dinh).

-Thdi ky cho con bii: Tot nhét Ia khong nén sti dung thuc nay trong thai
ky cho con bi, nhung néu can thiét, tranh cho con b trong qua trinh diéu tri.
Da c6 bao cdo cho théy itoprid hydroclorid dugc bai tiét qua sa § nhiing thi
nghiém trén dgng vat (chudt cdng).

* Tridng hop I4i xe va van hanh mdy mdc:

Dothudc géy dau dau, chéngmat nén trénh i xe hay van hanh méy moc

khi dang dung thudc.
Tuong tac thudc:
Nén luu y khi ding két hgp Itoprid véi nhiing thudc sau:

Déu higu, trigu chiing
va diéu tri

Co ché téc dung

Thué 7.y
uoe va nhiing yéu t4 rlii ro

Nhing thudc khdng
Cholinergic: Tiquizium
bromid, scopolamin buty!

Trigu ching: C6 thé lam
gidm tac dung tang nhu
dong da day-rugt coa

Cd ché: T4c dung Uc ché’
clia nhiing thudc khéng
cholinergic ¢6 thé co tAc

bromid, timepidium|ltoprid (tac du ngldyngdugclyhocddikhang
bromid, ... cholinergic) tac dyng cla toprid.

Téc dyng khdng mong mudn:

* Nhilng téc dyng bét lgi c6 y nghia ldm sang:

-86¢ va phan Ung qua man: S6c va phan tng qua mén cd thé xuét hién,
va nén theo ddi bénh nhan chat ché. Néu thdy batky dau hiéu nao clia séc va
phén ting qua man, vi dy nhu tut huyét dp, kh thd, phil thanh quén, ndi mé
day, tai nhot va todt mé héi..., nén ngiing ngay thudc va ¢ nhiing bién phép
diéu trithich hap.

-Rdi loan chic nang gan va vang da: Rdiloan chifc nang gan va vang da
clng véi tang AST (GOT), ALT (GPT) va -GTP... c6 thé xuat hign va bénh
nhén nén dugc theo ddi chét ché. N&u phat hién thay nhiing triéu chung bat
thudng trén nén ngiing ngay thudc va c6 nhiing bién phép didu trithich hgp.

* Nhing téc dyng bt lgi khdc:

Phat ban, man 6, ngufa, run rdy, chiing to vd & dan éng, gidm tiéu cdu,
gidm bach cau, budn ndn, ting tiét nudc bot, dau du, cdm gidc kho chiu, rdi
loan gidc ngl, chéng mat, ting BUN, téng creatinin, dau lung hogc nguc, mét
méi.

Théng bdo cho Bc s cac tc dyng khéng mong mudn gap phai khi sif
dung thuc
Qué liéu v céch xirtri:

Khi xay ra qué liéu, cin theo ddi diéu tri hé trg va triéu chiing.

Ngéy xem xétstiaddi, cap nhétlaingl dung hudng dén sidyng thudc:

MEYER-BPC
A CONG TY LIEN DOANH MEYER-BPC

MEYER-BPC S0 6A3 qudc i6 60 p.Phi Tan, thanh re, tinh B&N Tre-Vigt Nam
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