08 xa tim tay tré em

Boc ki hudng ddn sl dung trude khi ding.
N&u cdn thém thang tin, xin hdi y kién bac si.
Thudc nay chi ding theo don clia bdc sT.
THANH PHAN CONG THUC THUOC

Thanh phdn hoat chal: Itoprid hydroclorid ... 50 mg
Thanh phdn 1d duge: Lactose monohydrat, microcrystak
natri starch glycolat, colloidal silicon dioxyd, hypmmel s,
polyethylene gty:ui 8000, titan dioxyd, taic.

DANG BAD CHE: Vign nén bao phim

M6 t3 san pham:

Vign nén tran bao phim, mau trdng hodc tring nga, hai mat tran, canh va thanh vién lanh fan,

CHI BINH: ChiJa tri nhilng trigu ching v4 da day - rut gdy ra béi viém da day man (cim gidc ddy chudng
bung, dau bung trén, chan &n, g ndng, budn ndn va ndn).

CACH DUNG, LIEU DUNG: Lidu uing thang thuang cha ngusi Idn 12 150 mg itoprid hydroclorid (3 vién) mdi
ngéy, chia 3 [dn, mdi ldn 1 vién, udng trudc blia dn. Lidu nay co thé gidm bat tiy thudc vao twdi tic va bénh
trang cla tiing bénh nhin.

CHONG CHI BINH: Chdng chi dinh cha nhilng bénh nhdn cd tién sit min cim vai bat ky thanh phdn nao cla
thudc. Khdng diing ch phy nil ¢6 thai hodc cha con bi tri khi that sy cdn thigt,

CANH BAD VA THAN TRONG KHI DUNG THUOC:

Chi ¥ quan trong:

- Nén luuy khi sit dung vi thudc nay lam tang hoat tinh clia acetylcholin.

- Khang nén diing kéo dai khi khdng thdy cd sy cai thign vé nhiing tridu chilng clia da day - rut

Nhitng than trong khi sit dyng

Nhiing than trong khi phan phdi thudc: Bdi vdi nhiing thudc dong trong vi bdm (PTP), hudng dan bénh nhan
Iy thudc ra khdi bao bi trude khi si dung. (DA cé bdo cdo ring néu tdm PTP bj nudt, goc sie nhon cita nd co
thé dim thilng thyc quén gay nén bign ching rat nghiam trgng).

Lién quan dén 13 dugc

Lactose monohydrat: khdng nén si dung & b&nh nhan cd van dé vé dung nap galactose, thidu hut men lactase
hodc bj réi loan hap thy glucose - galactose.

Thudc nay chia it han 1 mmol natri (23 mg) mdi vién, cd nghia 12 *khang cd natri”

SU DYNG THUGE CHO PHY NO CO THAI VA CHO CON BU

- Thudc ndy chi nén sif dung & phu nl cé thai, hodc & phy nil 6 thé mang thai chi khi Igi ich mong mudn clia tri
ligu 1dn han nhilng riii ro ¢ thé gdp phdi (Sy an toan cda sin phdm nay d phu nl ¢é thai vin chua dude xdc
dinh).

- Tot nhdt 13 khong nén sif dung thudc ndy trang thai ky cho con bi, nhung néu cdn thiét, tranh cho con bi
trong qud trinh didu tri. (83 cé béo cdo cho thay itoprid hydroclorid dugc bai tiét qua sa & nhilng thi nghigm
trén dong vat (chudt cdng)). (Xem phdn “Bic tinh dugc ddng hoc™).

SU DYNG TRONG NHI KHOA

B9 an todn cia thudc trén tré em vin chua dugc xac dinh (Con ¢d it bing ching 1im sang).

SIf DYNG THUGC CHO NGUG! CAQ TUdI: i chic nang sinh Iy & ngudi cao tudi gidm nén nhiing tic dung
khting mong mudn dé xdy ra hon. Do dé, nhilng bénh nhdn cao tudi sif dung thudc nay nén dugc thea ddi cdn
than, néu ¢ bt ky tac dung khang mong mudin nio xut hién, nén sif dung nhiing bién phap x tri thich hop,
vi du nhy giam liéu hodc ngiig thudc.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MGC: Tic dung khang mong mudn
nhu chdng mit cd thé xdy ra. Khd nang I4i xe va vdn hanh mdy méc co thé bi gidm xudng.

TUONG TAC, TUONG KY CUA THUGC

Nén lw ¢ khi diing két hop vdi nhiing thudc sau:

Thudtc D&u higu, trigu chiing Cd ché ldc dung va

va digu tri nhiing yéu 16 rii ro
Nhiing thudt khdng Trigu ching: Co ché:
chalinergic Ca thé 1am gidm tic dung Téc dung (fc ché ciia nhing

tang nhu dong da day - rudt
clia itoprid (tdc dung
cholinergic)

Tiquizium bromid, scopolamin
butyl bromid, timepidium
bromid,...

thudc khang cholinergic
cd thé cd tic dyng dugc I hoc
ddi khdng tdc dung cla itoprid

TAC DYUNG KHONG MONG MUGN CUA THUGC

Tai thisi diém thude dugc cAp phép luu hanh t3i Nhat: Nhilng tic dyng khang mong mudn dugc thay & 14
(2,45%) trén 572 bénh nhan (19 trudng hop; 3,32%). Tic dung khdng mong mudn chi yéu 13 tigu chiy (4
trudng hap; 0,7%), dau ddu (2 trudng hop; 0,35%), dau bung (2 trudng hop: 0,35%). Nhiing bat thuiing vé cac
dil lidu xét nghigm 13 gidm bach cdu (4 trudng hgp), tng prolactin (2 truiing hap)..

Tai thiti diém dénh gid lai: Nhing tic dung khang mong mudn dugc thily & 74 (1,25%) trén 5913 bénh nhin
(104 trudng hop; 1,76%). Nhing tic dyng khdng mong mudn chinh cd it thuiing vé cdc di lidu xét nghigm
1A tidu chdy (13 truiing hop; 0,22%), dau byng (8 truting hp: 0,14%), tdo bn (8 truiing hop; 0,14%), ting
AST (GOT) (8 truting hgp; 0,14%), ting ALT (GPT) (8 truiing hap; 0,14%),...

Nhitng tac dung khdng mong mudn cd § nghia Idm sang

- §dc va phan ung qua man (1i I§ mdc chua dudc biét): Stc va phin Ung qua min cd thé xudt hign, va nén
thea dai bénh nhan chat ché. N&u thdy bat ky ddu hidu ndo clia séc v phin ing qud man, vi dy nhu tut huyst
dp, kha thd, phis thanh quin, ndi may day, tdi nhot va todt md hai .., nén ngiing ngay thudc va co nhing bién
phdp diéutri thich hgp.

- Rdi loan chuc nang gan va ving da (f 1§ mdc chua duge bigt): Rai loan chilc ndng gan va vang da ciing véi
ting AST (GOT), ALT (GPT) va -GTP... co thé xuat hién va bénh nhan nén dugc theo dai chat ché. NEu phat
hign thdy nhiing trigu ching bat thuiing trén nén ngitng ngay thudc va cé nhizng bign phép diéu tri thich hap
Nhitng tic dung khdng mong mudn khdc (AR)

0,1% < AR < 5% AR < 0,1% Ti 18 mdc chua higl "
Qud min® Phét ban, mdn do,
ngua,...
Trigu ching Run rdy..
ngoai thip ™
Noi tigt @ Tang prolactin ... Chitng to v § dan dng
Huyét hoc @ Giam tidu cdu,

Eltium 5

Itoprid hydroclorid 50 mg

Duting tiéu hda Tiéu chay, tdo bon, Budn ndn, tang tiet
dau bung... nudc bot
Tam thdn Pau ddu, cam gidc
khé chiu, ri loan
gidc ngil, chang mat...
Gan Tang AST (GOT), Tang Y-GTP,
tdng ALT (GPT)... tdng Al-P..
Thin Tang BUN, ting
creatinin,...
Cac loai khac Bau lung hodc nguc,
mét mai
Ghichu:

(1) Ti1é mdc chua dugc bigt do day 12 nhilng bio cdo ty phat,

(2) Néu cd bat ky dau higu bat thuing ndo dugic phat hign, nén ¢6 nhilng bién php xil tri thich hdp, vi du nhu ngiing
dung thudc, ..

DAC TiNH DU(C LUC HOC

Ma ATC: AO3FAQ7.

Caché'tac dung: Itoprid hydroclorid lim tang su gidi phong acetylcholin (ACh) do tac dung ddi khang vai thy thé D2
dopamin, va dc ché sy phan hily acetylcholin dugc gidi phang qua vigc (c ché acetylcholin esterase, din dén lam
1ang nhu dong da day - rudt

Lam tang nhu ddng da day - rudt

- Lam ting nhu dgng da day

Itoprid hydroclorid lam ting nhu dgng da day ciia cho liic thic, phy thudc vao liu.

- Ting khd ndng 1am rdng da day

Itoprid hydroclorid 1am tang khd nang rdng da day & nguii, chd, chudt cdng.

Lam gi@m nédn: Itoprid hydroclorid e ché ndn & chd gdy ra bi apamorphin, téc dung nay phy thude vao lidu,

DAC TINH DUGC BONG HOC

Ndng d@ trang huy#l thanh: Néng dd trong huyét thanh va nhiing thang sd dugc ddng hgc & ngudi Idn khde manh,
sau mt lidu dan uding 50 mg itoprid hydroclorid lic déi dudc chi rd trong hinh 1 va bing 1.

Hinh 1: Néng 4 trong huyét thanh sau mét liu don udng 50 mg itoprid hydroclorid (nguisi idn khoe manh lic ddi, gid
tri trung binh £S.E.) [
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Wdng 8¢ trong iuyél thanh

Thar pian sau khi wdng

Bang 1: Cac thdng sd dugc ddng hoc

Liéu (mg) Cmax (pg/ mL) | Tmax (hr) AUC,. .. Ty (0id)
(ug.hr/ mL) A
50 0,28 = 0,02 0,58 = 0,08 0,75 + 0,05 5.7, 24,33
i

Gid tri trung binh = dd Ich chudn, n =6

Phdn b .

Két qua thu dugc tir nhing thi nghigm trén dng vat
Nénq 46 181 da dat duuc a hau hél tit c cdc ma tis 1 gnu dén2 g.a sau lidu uﬂng dan 5 mg/ kg"c i

nhilng idp cd da day cao han khodng 2 Idn so vdi ndng dd trong mau.
- Sy bai tigt qua sa me: Khi ding liéu udng 5 mg/ kg “C-itaprid hydroclorid cho chudt cdng, ndng d9 hoat tinh
phdng xa trong sifa so voi trong huyét thanh cao hon 1,2 1dn vé Cmax, 2,6 1dn cao han vé AUC, va 2,1 1dn cao hon vé
T1/2.

Chuyén hoa va thi trir

- 0 liu udng dan 100 mq itoprid hydroclorid diing cha ngués 16n khde manh (6 nam gidi) kni doi, ty 12 bai tiét qua
nuc tidu trang vong 24 gid sau khi uing ligu cao nhdt Ia dang N-oxid [67,54% ciia liéu ding (89,41% ciia phdn bai
tiét qua nuic tidu) | va sau d6 13 dang thudc khang ddi (4,14%), v nhiing chit can lai 3 khdng dang ké.

- Trong nhiing thi nghigm stf dung microsom biéu thi CYP hodc flavin monooxygenase (FMO) ciia nguisi, cho thay
FMO1 va FMO3 tham gia tao chdt chuyén hoa chinh N-oxid. Tuy nhién, khong phat hign thay heat tinh N-oxygenase
clia CYP1A2, -2A6, -286, -2C8, -2C8, 2C19, 206, 2E1, hodc JA4.

Céc van dé khac: Ti 12 lién k&t protein huy&t thanh: T7 12 lién két protein huy&t thanh 13 96% sau khi diing lidu don
udng 100 mg itoprid hydroclorid cho nguéi khde manh (6 nam qidi) khi doi.

NGHIEN CUU LAM SANG: Nhing nghién ciu lm sang md, va nhiing nghién ciu sa sanh mi di cia itoprid
hydroclorid da dugc tign hanh. K&t qud cho thay ti 12 cd higu lyc cia itoprid hydroclorid ddi vai nhing trigu ching vé
da day rudt 4 banh viém da day man 13 77,6% (277/357 bénh nhin) cha nhilng truiing hop cd cai thign ti mie do
trung binh trd 18n (tal thl diém thudc duge cdp phép us hanh),

QUY CACH BONG GOI: Hop 5 vix 10 vign. Hop 10 vix 10 vién.

HAN DUNG: 36 thing ké tif ngay sin xuat.

piEy KIEN BAD QUAN: Noi kho, nhigt di khang qué 30°C. tranh dnh sang.

TIEU CHUAN: TCCS.

Cd sd san xuat:
CONG TY CO PHAN DUG
Lo B2 - B3, Khu cong nghiép Tl 0%
BT: (0293) 3953454 e Fb

ha may duge pham DHG tai Hau Giang

Thanh, huyén Chdu Thanh A, tinh Hau Giang, Viét Nam
TL.CUC TRUONG

UGNG Plﬁmmm THUOC
P HO TRUGNG PHONG

Moi thac mac vé sén phdm,
Xin vui lbng lién he
(©)0292.3899000
E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn
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