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TO HUONG DAN SU DUNG THUOC
R Ibuthon

Thuoc nay chi ding theo don thuée
Dé thubc xa tam tay ciia tré em

Doc ky hudmg ddn sir dung trudc khi diing

Thanh phin céng thirc thude cho 1 vién

Thanh phan duge chdt: Ttoprid hydroclorid : 50 mg
Thanh phan td duge: Lactose monohydrat, tinh bdt mi, natri croscarmellose, aerosil 200, magnesi
stearat, HPMC E6, PVA, PEG 6000, talc, titan dioxyd vira du 1 vién.

Dang bao ché: Vién nén bao phim

M6 ta dang bao ché: Vién nén bao phim mau tring, hinh try, hai mt 16i, thanh va canh vién lanh
lan,

Chi djnh

Chita trj nhimmg triéu chimg v& da day - rudt gdy ra bi viém da diy man (cam gidc day chuéng
bung, dau bung trén, chan #n, ¢ néng, budn ndn va non). '

Cich dung va liéu diing

Liéu udng théng thudng cho ngudi 16n 1a 150 mg itoprid hydroclorid (3 vién) mdi ngdy, chia 3
lan, m&i 14n 1 vién, ung trudce bira 4n. Liéu nay c6 thé gidm bét tiry vao tudi tic va bgnh trang
cua bénh nhéan.

Chéng chi dinh.

Thubc chéng chi dinh cho nhimg bénh nhén c6 tién sir mén cam véi bat ky thanh phan nio ciia
thuée. Khong ding cho phu nir ¢6 thai hogc cho con bu trir khi that sy can thiét,

Cinh béo va thin trong khi dung thude

a) Chuy quan trong:

- Nén luu y khi sir dung vi thube nay 1am ting hoat tinh ciia acetylcholin.

- Khong nén ding kéo dai khi khong thiy c6 su céi thién vé nhimg triéu chimg ctia da day -
rugt.

b) Str dung trong nhi khoa

- D§ an toan cua thudc trén tré em van chua dugce xéac dinh (con c6 it bing chimg ldm sing).

¢) Sit dung thudc cho ngudi cao tuéi

- Vi chirc nang sinh 1y & ngudi cao tudi giam nén nhimg téc dung khéng mong mudn dé xay ra
hon. Do dé, nhimg bénh nhan cao tudi sir dung thudc ndy nén dugce theo ddi cAn thén, néu cé
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bit ky tic dung khong mong mudn nio xudt hign, nén sir dung nhimg bién phép xur tri thich
hop, vi du nhu giam lidu hojc ngimg thubc.

d) Canh bdo ta dugc

- Thudc c6 chira lactose: Bénh nhan bi réi loan di truyén hiém gip nhu khong dung nap
galactose, thiéu hut lactase hoan toan hoic kém hép thu glucose- galactose khong nén dung
thudc nay.

Sir dung thude cho phu nir ¢6 thai va cho con bi

- Phu nit ¢ thai: Thubc nay chi nén sir dung & phu nir ¢6 thai, hodc & phu nir c6 thé mang thai
chi khi loi ich mong muén ciia trj liéu 16n hon nhimg ri ro 6 thé gip phai (sy an toan clia san
phim nay & phu nif c6 thai vin chua duge xac dinh).

- Phu nit cho con bii: Tét nhit 12 khong sir dung thudc nay trong thi ky cho con bti, nhung néu
¢An thiét, trénh cho con bil trong qué trinh didu tri. (D4 c6 bio cdo cho thdy itoprid hydroclorid
dugc bai tiét qua sira & nhimg thi nghiém trén ddng vét (chudt cbng). (Xem phan “dac tinh
dugce dong hoc”).

Anh hurémg cita thudc 1én kha ning l4i xe, van hinh mdy méc

Téc dung khdng mong mudn nhu chéng mit c6 the xay ra. Khi ning 14i xe va van hanh mdy méc

c6 thé bj giam xudng.

Tuong tic, trong ky, cua thude

Nén huu ¥ khi diing két hop thube véi nhimg thude sau:

Thube Déu hiéu, tri¢u chirng va didu | Co ché tic dung vi nhimg yéu
tri t0 riii ro
Nhirng thudc khéng cholinergic Triéu chirng: Co ché:

Tiquizium bromide, scopolamine [ Co thé 1am giam téc dung ting | T4c dung c ché ctia nhimg thube
timepidium | nhu dong da day - rudt cua | khang cholinergic c6 thé cé tic
itoprid (tic dung cholinergic) dung duge 1y hoc déi khang tic
dung cua itoprid

butyl  bromide,
bromide,...

Téc dung khong mong muén ciia thudc (ADR)

. Bang tém tht céc phin (mg c6 hai: duoc phin nhém theo tAn sut: rit thuomg gip
(ADR > 1/10), thudmg gap (1/100 < ADR < 1/10), it gdp (1/1000 < ADR < 1/100), hiém gap
(1/10000 < ADR < 1/1000) va rit hiém gip (ADR < 1/10000);

. Séc va phan tmg qué mén (ti 1¢ méc chua duge biét): Séc va phan img qui mén c6 thé xuat
hién, va nén theo d5i bénh nhén chit che. Néu théy bat ky déu higu ndo cta sbc va phan {mg
qué mén, vi du nhu tut huyét ap, khé thd, phi thanh quén, ndi mé day, t4i nhot va toét m hoi
..., nén ngimg ngay thudc va c6 nhimg bién phap diéu trj thich hgp.
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- Réi loan chitc nang gan v vang da (ty 18 méc chua dugc biét): réi loan chic ning gan va vang
da cing v6i ting AST (GOT), ALT (GPT) va y-GTP ... cé thé xut hign va bénh nhin nén
dugc theo d&i chit ché. Néu phét hién thy nhimg triéu chimg bat thuong trén nén ngimg ngay
thude va ¢6 nhitmg bi¢n phép didu trj thich hop.

Nhimg téc dung khong mong muén khéc (AR)

0,1 % < AR <5% AR < 0,1 % (hiem gip) Ti 1& méc chua biét
Quamin @ Phat ban, man do,
ngua...
Trieu  chimg Run ray...
ngoai thap @
Noi tiet @ Tang prolactin... Chimg to via & dan
ong
Huyét hoc @ Giam tiéu cau, bach cau ...
Pudng tiéu héa | Tieu chay, tao bon, dau| Budn nén, tang tiét nudc
‘ bung ... bot ... ‘
Tém than Dau ddu, cam gidc kho
chiu, réi loan gidc ngy,
chong mit ...
Gan Tang AST (GOT), ting| Tang y-GTP, ting AI-P...
ALT (GPT)...
Thén Ting BUN, ting
creatinin...
Céc loai khac Pau lung hodc nguc, mét
moi...
Ghi chu:

@ Ty 1¢ mic chua duge biét do ddy 12 nhiing béo céo tu phat,

@ Néu co bit ky du hiéu bét thuong nao dugc phat hién, nén c6 nhitng bién phap xtt tri thich hop,
vi du nhu ngimg ding thuéc...

Théng bdo ngay cho bdc st hodc dirgc st nhitng phan ing cd hai gap phdi khi sir dung th ude
Qud liéu va cdch xir tr:

- Khéng cé dit liéu vé sir dung thude qué liéu, khéng ding qué lidu chi dinh cta thubc.
- Céch xir tri khi ding thudc qua liéu: Tich cyc theo ddi dé c6 bién phap xir tri kip thoi.

DPic tinh dwge dgng hoc

1. Néng d6 trong huyét thanh.
- Nong d9 trong huyét thanh va nhimg théng s6 dugc dong hoc & ngudi 16n khde manh, sau mot
liéu don uéng 50 mg itoprid hydroclorid lic déi dugce chi rd trong hinh 1 va bang 1.
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- Hinh 1: Nong dd trong huyét thanh sau mt litu don ubng 50 mg itoprid hydroclorid (ngudi

16m khoe manh lic d6i, gid trj trung binh £ S.E).

(ne/mL)
ul .

na 4

) 4

Nong dg trong huyét thanh

> 7.1 ; L T .r v
012 4 6 ¥ 12 2 M
Thaoi gian sau khi uong

Bang 1: c4c thdng s6 duge dong hoc

Licu (mg) Cmax (pg/ml) Tmax (hr) AUC ¢ (ug.hr/ml) Tino (gi0)

50 0,28 £ 0,02 0,58 £ 0,08 0,75 + 0,05 5,77+ 0,33

Gia trj trung binh % d3 léch chuan, n = 6
. Phdn bo:

Két qua thu duge tir nhitng thi nghi¢m trén ddng vat.
Ndng do t6i da dat dugc & hdu hét tét ca cdc md tir 1 dén 2 glb sau lidu uéng don 5mg/kg ' ‘c-

|topnd hydroclorid & chugt cbng, va 2 gidr sau khi ubng dat nong dd cao & thén, rudt non, gan,
tuyén thugng thén, da day (theo mirc do glém dAn tir cao xubng thip) va phan thudc di vao hé
thong than kinh trung wong, nhu ndo va tiy song, 14 rét it.

Khi dua “C-itoprid hydroclorid véi liéu Smg/kg vao ta tring cho chuot cbng, ndng do hoat
tinh phéng xa trong nhimg 16p co da déy cao hon khoang 2 l4n so véi nbng d6 trong mau.

Sy bai tiét qua sira: Khi ding lidu ubng 5mg/kg H¢-itoprid hydroclond cho chuét cong, ndng
dq hoat tinh phéng xa trong sira so v6i huyét thanh cao hon 1,2 1an v& Cmax, cao hon 2,6 lan
ve AUC va 2,1 Ian VC Tm.

Ti 1¢ lién két protein huyét thanh: ti 1¢ lién két protein huyét thanh 12 96% sau khi ding lidu
don uéng 100 mg itoprid hydroclorid cho ngudi khée manh (6 nam gidi) khi doi,

. Chuyén héa va thdi tri.

&5 lidu ubng don 100 mg itoprid hydroclorid ding cho ngudi 16n khée manh (6 nam giéi) khi
doi, ty 1¢ bai tiét qua nude tiéu trong vong 24 gid sau khi udng cao nhat la dang N-oxide
(67,54 % cua liéu dung (89,41% cua phin bai tiét qua nuéc tiéu)] va sau do 1a dang thudc
khéng dbi (4,14%), va nhimg ; cht con lai 12 khéng dang ké.
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- Trong nhimg thi nghiém sir dyng microsome biéu thj CYP hoic flavin monooxygenase (FMO)
ctia ngudi, cho thdy FMO1 va FMO3 tham gia tao chat chuyén héa chinh N-oxide. Tuy nhién,
khong ph4t hi¢n thdy hoat tinh N-oxygenase cia CYP1A2, -2A6, -2B6, -2C8, -2C9, 2C19,
2D6, 2E1 hoic 3A4.

Dic tinh dwgc lue hge

- Co ché tac dung: Thubc 1am ting sy giai phong acetylcholin (Ach) do tac dyung dbi khang voi
thy the D, dopamin, va irc ché sy phan hiy acetylcholin dwgc gidi phéng qua viéc tc ché
acetylcholin esterase, d4n dén lam ting nhu dgng da day - rudt.

- Lam tang nhu dong da day- rudt

+ Lam tang nhu djng da day: itoprid hydroclorid lam ting nhu déng da day cua ché lic thirc,
phu thude vao lidu.
+ Tang kha ning 1am rOng da day: itoprid hydroclorid lam ting kha ning lam rong da day &
ngudi, ché, chudt céng.
(. - Lam giam nén: itoprid hydroclorid trc ché nén & ché gay ra bdi apomorphin, tic dung nay phu
- thujc vao lidu.
Quy cdch: Hjp 02 vi x 10 vién, vi PVC/nh6m.
Diéu kign bdo quan: Noi kho, tranh 4nh sdng, nhigt o dudi 30°C.
Han ding: 36 thing ké tir ngay sén xuat

Tiéu chudn chdt lugng thudc: Tiéu chudn co s&

Nha san xuit: CONG TY CO PHAN DUQC TRUNG UONG MEDIPLANTEX
Dja chi: $6 358 Giai Phong - Phuong Liét - Thanh Xuén - Ha Ngi
San xudt tai: Nha méy dwoc phim sb 2, Trung Hau - Tién Phong - Mé Linh - Ha Nbi
DT: 024-38178345 Fax: 024-38178819
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