Poc ky huéng din sir dung truge khi diing. Néu cin thém thdng tin, xin héi y kién bac si.

Vién nén ELTHON 50mg

Itoprid hydrochlorid

MO TA
Hoat chat/ Ham lwong Mbi vién chira itoprid hydrochlorid 50mg
Td dwoc Lactose hydrate, tinh bt ngd, carmellose, acid silicic khan
nhe, magnesi stearat, hypromellose, macrogol 6000, titan
oxid, sdp carnauba.
Mau sdc va hinh dang Vién nén bao phim mau triing.
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Tén hoat chét: ltoprid hydrochlorid
Tén héa hoe: N-[4-[2-(Dimethylamino) ethoxy]benzyl]-3,4-dimethoxybenzamide monohydrochloride
Coéng thire phan ti: CyoH,sN,0,. HCI
Trong lugng phin ti: 394.89
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M& ta: Itoprid hydrochlorid 1a nhiing tinh thé hogc bot tinh thé mau tring hay tring vang nhat, khong mui, vi dang. N6
rét d& tan trong nurdc, tan tbt trong methanol hoic trong acid acetic bang, tan it trong ethanol va hiu nhu khong tan
trong acetic anhydrid hoéc ether. P pH clia dung dich (1-10) 14 4,0 dén 5,0.

Diém néng chay: 193 dén 198°C

Hé s6 phan bd: 5,7 [dém 1-octanol pH 7,4]

DUQC DONG HQC

1. Nong dd trong huyét thanh

Néng d6 trong huyét thanh va nhiing thong s6 dugc dong hoc & ngudi 16n khoe manh, sau mét lidu don udng 50mg
itoprid hydrochlorid lic déi dugc chi 13 trong hinh 1 va bang 1.

Hinh I: Nong d¢ trong huyét thanh sau mét liéu don ubng 50mg itoprid hydrochlorid (ngudi 16n khoe manh lac doi, gia
trj trung binh £S.E.)
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Thoi gian sau khi udng
Bang 1: Cac thdng sé duge dong hoc
Lidu(mg) Cmax (ug/mL) Tmax (hr) AUC.(pug.hr/mL) | Ty (gid)
50 0,28 + 0,02 0,58 £ 0,08 0,75 £ 0,05 5,77 £ 0,33

Gié tri trung binh + d6 18ch chuén, n=6
2. Phén bo
Két qud thu dugc tir nhiing thi nghiém trén dong vat
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- Néng do tbi da dat dugc & héu hét tat ca cac mo tir 1 dén 2 gio sau liéu uéng don Smg/kg "*C-itoprid hydrochlorid &
chudt cong, va 2 gio sau khi uong dat ndng do6 cao & than, rudt non, gan, tuyén thuong thén, da day (theo muc do giam
dan tir cao xuong thip) va phan thudc di vao hé théng than kinh trung uong, nhu ndo va tiy song, 14 rat it.

- Khi dua'*C-itoprid hydrochlorid véi liéu Smg/kg vao ta trang cho chudt cong , ndng dd hoat tinh phéng xa trong
nhiing 16p co da day cao hon khoang 2 l4n so voi nong dd trong mau.

- Su bai tiét qua stra: Khi ding liéu udng Smg/kg C itoprid hydrochlorid cho chudt cbng, nong do hoat tinh phong xa
trong stta so v&i trong huyét thanh cao hon 1,2 1an vé Cmax, 2,6 l4n cao hon v& AUC, va 2,1 14n cao hon v& T,

3. Chuyén hoa va thai trir

-0 11eu  uong don 100mg itoprid hydrochlorid dung cho nguoi 16n khoe manh (6 nam gidi) khi doi, ty 1€ bai tiét qua
nudc tiéu trong vong 24 gio sau khi udng cao nhét 1a dang N-oxide [67,54% ciia lidu dung (89,41% ciia phan bai tiét
qua nudc tiéu)] va sau do 1a dang thudce khong dbi (4,14%), va nhiing chét con lai 1a khéng dang ké.

- Trong nhiing thi nghiém st dung microsome biéu thi CYP hoc flavin monooxygenase (FMO) clia ngudi, cho thdy
FMO1 va FMO3 tham gia tao chét chuyén héa chinh N-oxide. Tuy nhién, khong phat hién thiy hoat tinh N-oxygenase
cua CYP1AZ, -2A6, -2B6, -2C8, -2C9, 2C19, 2D6, 2E, hodc 3A4.

4. Céc van dé khac

Ti 18 lién két protein huyét thanh: Ti 18 lién két protein huyét thanh 4 96% sau khi ding liéu don uéng 100mg itoprid
hydrochlorid cho ngudi khoe manh (6 nam gioi) khi doi .

NGHIEN CUU LAM SANG

Nhiing nghién ctru 1am sang mé, va nhiing nghién ciru so sanh mi d6i cia ELTHON d# dugc tién hanh. Két qua cho
théy ti 18 c6 hiéu luc cia ELTHON d6i v6i nhiing triéu chiing v& da day rudt ¢ bénh viém da day man 13 77,6%
(277/357 bénh nhan) cho nhiing trudmg hop c6 cai thién tir mic trung binh tré 1én (Tai thoi diém thude duoc cip phép
luu hanh)
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1. Co ché tac dung ]
ELTHON lam ting su giai phéng acetylcholin (ACh) do tac dung ddi khang vai thu thé D, dopamin, va tc ché su phan
huty acetylcholin duge giai phong qua viéc tc ché acetylcholin esterase, ddn dén lam tang nhu déng da day-rudt.

2. Lam ting nhu dong da day-ruft

- Lam ting nhu dong da day

Itoprid hydrochlorid lam tang nhu déng da day ctia ché ltic thie, phu thude vao liéu.

- Tang kha nang lam rdng da day

Itoprid hydrochlorid lam ting kha ning rdng da day & ngudi, cho, chudt cng.

3. Lam gidm nén

Itoprid hydrochlorid tic ché nén & ché giy ra boi apomorphin, tac dung nay phu thudc vao liéu.

CHI PINH:
Chita tri nhiing triéu chiing vé da day-rudt gay ra boi viém da day man (cam giac ddy chuéng bung, dau bung trén,
chéan dn, ¢ néng, budn ndén va nén)

CHONG CHI PINH: ELTHON chéng chi dinh cho nhiing bénh nhan c¢ tién sit man cam v6i bat ky thanh phén nao
cta thude. Khong dung cho phu nif ¢6 thai hodc cho con bu trir khi thuc su céan thiét.

LIEU DUNG VA CACH SU DUNG:
Lleu ubng thong thuong cho ngudi lon la 150mg itoprid hydrochlorid (3 vién) mdi ngay, chia 3 1dn, mdi lan 1 vién,
udng trudc bita an. Lidu nay c6 thé giam bét tuy thudc vao tudi tac va bénh trang cia timg bénh nhén.

CHUY:

1. Chu y quan trong

- Nén luu y khi sir dung vi thubc nay lam tang hoat tinh cua acetylcholin.
- Khéng nén dung kéo dai khi khéng thay c6 su cai thién vé nhiing triéu chimng ctia da day-rudt.
2. Twong tac thube

Nén luu v khi ding két ho két hop ELTHON v6i nhitng thubc sau:

Thuéc

Ditu hidu, tridu chitng va diéu trl

Co ché tic dung va nhitng yéu (6
rii ro.

Nhing thudc khdng Cholinergic
Tiquizium bromide, scopolamine
butyl bromide, timepidium
bromide, ...

Triéu chirng:

C6 thé lam giam tac dung tang nhu
dong da day-rudt cua itoprid (tac
dung cholinergic)

Co ché:

Téc dung tic ché cua nhiing thudc
khang cholinergic c6 thé c6 tac
dung duoc 1y hoc dbi khang tac
dung cua itoprid.

3. Tac dyng khéng mong mudn

Tai thoi diém thude dwge cAp phép lwu hanh tai Nhat: Nhiing tic dung khéng mong mudn duoc thiy & 14 (2,45%)
trén 572 bénh nhan (19 trudng hop, 3,32%). Tac dung khong mong mudn chi yéu 1a tiéu chay (4 trudng hop; 0,7% ),
dau diu (2 truong hop; 0,35%), dau bung (2 truong hop; 0,35%). Nhitng bit thuomg vé cic dit liéu xét nghiém la giam
bach ciu (4 truong hop), ting prolactin (2 trudng hop), ...



Tai thoi diém danh gid lai: ,
Nhitng tac dung khong mong mudn dugc thay ¢ 74 (1,25%) trén 5913 bénh nhan (104 truong hop; 1,76%). Nhiing tac
dung khéng mong mudn chinh cé bat thudng vé cac dir liéu xét nghiém 1a tiéu chay (13 trudong hop; 0,22%), dau bung

(8 trudng hop; 0,14%), tio bon (8 trudmg hop; 0,14%), ting AST (GOT) (8 trudng hop; 0,14%), tang ALT (GPT) (8

truong hop; U,14%),..

& Nhung tac dung khong mong muon c¢6 y nghia lam sang

- Séc va phan ung qud man (ti 1¢ mdc chiea duoc bzet) Sbc va phan ting qué man c6 thé xuét hién, va nén theo doi bénh
nhén chit ché. Néu thiy bét ky dau hiu nao cia soc va phan ing qua man, vi du nhu tut huyet ap, kho tho, pht thanh
, nén ngimng ngay thudc va c6 nhirng bién phap diéu tri thich hgp.

- Réi loan chikc ndng gan va vang da (ti 1é mdc chwa dwoc biét): RSi loan chirc ning gan va vang da cling v6i ting AST
. ¢6 thé xuét hién va bénh nhan nén dugc theo doi chat ch&. Néu phaét hién thay nhiing
triéu ching bét thudng trén nén ngimg ngay thudc va c6 nhing bién phéap diéu trj thich hop.

quan, ndi mé day, tai nhot va toat md hai...

(GOT), ALT (GPT) va y-GTP..

* Nhirng tic dung khong mong mudn khac (AR)

0,1%< AR < 5%

AR <0,1%

Ti 18 mic chua biét”

Quéa man

Phat ban, min do, ngua...

Triéu ching ngoai thap ¥

Noi tiét

Run réy...

Tang prolactin,...

Chirng to vi & dan 6ng

Huyét hoc (2)
Puong tiéu hoa

Téam than

Giam ti€u cau, giam bach cau....

“Tiéu c_héy, tdo bon, dau

Budn ndn, tang tiét nude bot...

x S o n . 5
Pau dau, cam giac kho chiu, roi
loan giac ngu, chong mat...

Gan

Thén

Tang AST (GOT), tang

| ALT(GPT)...

Tang y-GTP, tang Al-P,...

Téng BUN, téng creatinin...

Cac loai khac

Ghi chi:
1)
2)

ngimg ding thudc...

Pau lung hodc nguc, mét méi...

4. Sir dung thudc cho ngudi cao tu01

Vi chire nang sinh ly & nguoi cao tudi giam nén nhirng tac dung khong mong mubn dé xay ra hon. Do do, nhiing bénh
nhan cao tudi sir dung thudc nay nén duoc theo ddi cin than, néu co bat ky tac dung khong mong mudn ndo xuét hién,

Tile méc,chua dugc biét do day la nhitng bao céo tu phat.
Neéu c¢6 bat ky dau hiéu bat thuong nao dugc phat hién, nén c6 nhiing bi¢n phéap xu trf thich hop, vi du nhu

nén sir dung nhitng bién phap xi tri thich hop, vi du nhu giam lidu hodc ngimg thudc.
5. Str dung thude cho phy nir ¢6 thai, sinh né hay cho con bi

- Thudc nay chi nén sir dung & phy nif ¢6 thai, hogc ¢ phu nif ¢6 thé mang thai chi khi loi ich mong mubn cia tri ligu
[6n hon nhitng rdi ro ¢6 thé gip phai (Su an toan cta san phdm nay & phu nit ¢é thai van chua duge xac dinh).

- Tét nhat 12 khong nén sir dung thude nay trong thai ky cho con bt, nhung néu cén thiét, tranh cho con bu trong qué
trinh diéu tri. (P4 ¢ béo c4o cho thay itoprid hydrochlorid dugc bai tiét qua siia & nhitng thi nghiém trén dong vt
(chudt cbng). (Xem phin “Dugc dong hoc”)

6. Str dung trong nhi khoa
D6 an toan ciia thude trén tré em vin chua dugc xac dinh (Con c6 it bing chimg 1am sang).

7. Anh huéng dén kha ning lai xe va van hanh may méc

Tac dung khong mong muén nhu chéng mit ¢6 thé xay ra. Kha nang 14i xe va van hanh may moc ¢6 thé bi giam xubng

8. Nhirng thin trong khi si dung

Nhitng than trong khi phan phdi thudc: Déi véi nhiing thuoc dong trong vi bam (PTP), hudng dan bénh nhén 14y thubc
ra khoi bao bi trudce khi str dung. (Da c6 bao cdo rang néu tAm PTP bi nudt, goc sic nhon ciia né c6 thé dam thing thuc

quéan gy nén bién chiing rit nghiém trong)

PONG GOI: Hop 2 vi x 10 vién

Béo quéan: Bdo quan ¢ nhiét do duorl 30°C, tranh anh sang. Pé ngoai tim ;ay tre em.
Han dung: 3 nam ké tir ngay san xuét. Khong diung thudc qua han sir dung.
Tiéu chuin: Nha san xuit

San xuit béi: Abbott Japan Co., Ltd.

2-1, Inokuchi 37, Katsuyama, Fukui 911-8555, Japan

Céap nhét thang 06 nam 2014
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