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1. Thanh phan

Thanh phan: Thudc Elthon 50mg ¢ chtra hoat chat chinh 1a Itopride hydrochloride co
ham lugng 50mg cung céc ta dugc khac.

Nhém thude: Thude tiéu hod.

Dang bao ché: Vién nén.

2. Tac dung - chi dinh ciia thudc elthon 50mg

Tac dung ciia thudc Elthon 50mg

Elthon 50mg 1a thudc gi? Elthon 50mg 1a thudc tac dung theo co ché dbi khang véi
receptor D2 nén 1am ting bai tiét Ach, cong véi viée e ché men acetylcholin esterase
nén lam giam phan hity Acetylcholin tir d6 ndng do6 Ach ting cao nén lam ting co bop
da day rudt; gitp thic ddy kha ning 1am rdng da day; d6i khang véi apomorphin nén
lam gidm non ¢ nguoi.

Pac tinh dwgec dong hoc

Hép thu: Nong do dinh trong huyét trong dat duoc sau khoang 1 dén 2 gid véi liéu
Smg/kg.

Phén bd: Khi str dung lidu don 100mg itoprid hydroclorid cho ngudi khée manh thi ty 16
thudc gin véi protein huyét twong 13 96%.

Chuyén hoa, thai trir: Thude duoc chuyén héa thanh N-oxid va dugc thai trir qua nudc
tiéu, mot phan khong bi chuyén hoa ciing s& duoc thai trir.

Chi dinh thudc Elthon 50mg ‘
Thuoc Elthon 50mg dugc sir dung di€u tri trong céc trudng hop:



Diéu tri triéu ching cho bénh nhan gip tinh trang loét da day-ta trang, viém da day,
hoac thoat vi hoanh, hoi luu da day - thyc quan.

biéu tri triéu chirng cho cac doi tuong gép tinh trang di ching cat da day, dau thuong vi,
0 nong, da day khong dung nap duoc thude.

3. Liéu dung - cach diing thudc elthon 50mg

Liéu dung thudc Elthon 50mg ‘ ‘
Liéu dung diéu tri thong thudong: moi lan dung 1 vién, chia 1am 3 lan trong ngay.

Cich dung thudc Elthon 50mg hiéu qua:

Thudc diéu tri viém loét da day Elthon 50mg dugc bao ché dang vién nén nén bénh nhan
su dung thudc bang duong uong dé thuoc dat hiéu qua diéu tri cao nhat.

Khi uéng thudc, bénh nhan can udng thudc voi nude dun soéi dé ngudi, khi ubng nén
ubng ca vién, khong nén nhai nat hodc ngam qua lau trong miéng vién thude.

Nén udng thudc trude bita dn dé thu duoc két qua tbt nhat.

4. Chong chi dinh

Bénh nhan vui 10ng khong sir dung thude cho cac truong hop man cam véi bat cir thanh
phan nao cta thudc.

Khoéng dung thudc nay cho bénh nhan 1a phu nit mang thai hodc nguoi dang trong giai
doan cho con bu. Can nhéc giita loi ich va nguy co dé c6 Iya chon thudc phu hop.

5. Tac dung phu

Bén canh cac tac dung cua thudc, nguoi bénh khi diéu tri bang thudc Elthon 50mg ciing
c6 thé gap phai mot s tac dung khong mong mudn:

Tac dung phu trén hé ti€u hoa: ia chay, dau bung, tdo bon.

Tac dung phu trén hé TKTW: dau dau.

Tac dung phu trén hé chuyén hoa: giam sé lugng bach cau, ting nong do prolactin, ting
ndéng do AST huyet thanh (GOT), tang ndng do ALT trong mau (GPT).

Tac dung phy hlem gap: Soc phan vé va qua man nhu tut huyet ap, kho tho, phu tai
thanh quan, n6i man hay mé day, da xanh tai nhot va v nhiéu mo hai,.

6. Twong tac

Trong qua trinh st dung thudc, c6 thé xay ra hién twong canh tranh hoic twong tic giita
thudc Elthon 50mg véi thirc dn hodc cac thude, thyc pham chire ning khac nhu:

Cac thudc khang Cholinergic nhu: Tiquizium bromide, Scopolamine butyl bromide,
timepidium bromide,...do gy ia chays,...

7. Luu y khi sir dung va bao quan

Luwu y va than trong

Thuéc Elthon 50mg ding lau c6 tét khéng? Khong nén dung thude kéo dai néu khong
thay c6 d4u hiéu cai thién vé da day rudt.

Can theo di ki lugng khi diéu tri bang thudc ndy trén cac bénh nhan 13 nguoi cao tudi.
Khong sir dung cho dbi twong bénh nhén bi di ing voi cac thanh phan trong thude.



Ubng thudc thi udng ca vién, khong nén nhai vién trong qua trinh sir dung.

Can nhic k¥ ludng giita loi ich va nguy co trude khi dung thude nay cho phu nit ¢6 thai
va ngudi cho con ba. Néu c6 thé thi khong dung thude nay cho phu nit dang cho con b.
Than trong khi st dung thudc cho bénh nhén 16n tudi vi cac tac dung phu thudng xay ra
dé hon.

Thudc c6 thé gay chong mit do d6 nhitng ngudi bénh lam céc cong viéc lién quna dén
14i xe va van hanh may moc can phai thin trong.

Luu y sir dung trén phu nir mang thai va ba me cho con bu
Khoéng nén str dung thube dé diéu tri cho dbi tuong phu nir mang thai va ba me cho con
bt vi cac dit liéu an toan cua thude trén cac doi tuong nay con han ché.

Bio quan

Thudc can duoc bao quan & noi kho rdo, thoang mat.

Khong bao quan thude & ngan da ta lanh, phong tim hay nhiing noi am thap.
Bao quan thudc ¢ nhiét do phong, dudi 30 do C.

Khong dé anh néng roi truc tiép vao thude, do 4m khong dugc qua 70%.

Pé xa khoi tam tay cua tré em.

8. Tai liéu tham khao

Duoc thu qudc gia Viét Nam

T& hudng dan st dung thude



Vién nén ELTHON S50mg

Itoprid hydrochlorid

MO TA
| Hoat chit' Ham lepmg Méi vién chira itoprid hydrochlorid S0mg
| T dwegre Lactose hydrate, tinh bt ngé, carmellose, acid silicic khan
nhe, magnesi stearat, hypromellose, macrogol 6000, titan
oxid, sap carmnauba.
Mau sdc vi hinh dong Vién nén bao phim méu tring, |
Hinh dding @ o
Kich cd Durirng kinh{mm) | Bg diy(mm) Trong lwgng
trung binh (g)
Xipxi13 | Xépxi3.l Xip xi 0,13
Md nhin dang HC803
HOA LY

Tén hoat chit: Ioprid hydrochlorid
Tén hoa hge: N-[4-[2-(Dimethylamino} ethoxy]benzyl]-3,4-dimethoxybenzamide monohydrochloride
Céng thire phiin tir: CyHaN,0,. HCI
Trong lrgng phin ti: 394,89
Céang thirc ciu tao
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M0 ta: ltoprid hydrochlorid 12 nhitng tinh thé hofic bt tinh thé mau tring hay tring vang nhat, khéng mii, vi ding. No
rat d& tan trong nuée, tan tét trong methanol hofic trong acid acetic bang, tan it trong ethanol va hiu nhur khéng tan
trong acetic anhydrid hofc ether. D pH cia dung dich (1—-107 14 4,0 dén 5.0

Diém néng chay: 193 dén 198°C

Hé 50 phén bd: 5,7 [dém 1-octanol pii 7,4]

DUQC PONG HQC

1. Nong 4 trong hu:rél thanh

Méong dé trong huyét thanh va nhimg théng sb duge dong hoe & ngudi 1én khde manh, sau mét liéu don uing 50mg
itoprid hydrochlorid lic déi dwge chi rd trong hinh 1 va bang 1.

Hinth I': Nong d§ trong huyét thanh sau mdt lieu don uong 50mg itoprid hydrochlorid (nguwii Iom khée manh lic déi, gia
trj trung binh £S.E.)
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Néng 45 trang Invér thanh
— o

P12 4 & B 12 H )
Theeti gian saw ki udng

Bang |: Cac théng so duge déng hoc

Ligu(mg) Cmax (ug/mL) | Tmax (hr) AUCq. (g hr/mL) | T (gid)
50 0,28 + 0,02 | 0,58+ 0,08 0.75 + 0,03 5,77 £0,33
Gia trj trung binh + d léch chuan, n=6
2. Phidn b

Két qua thu dirge tir nhimng thi nghiém trén dong vil



- Néng di t6i da dar duge & hiu hé i ca cde md ur | ¢én 2 gitr sau lidu uéng, don Smg/kg " C-itoprid hydros:hlorlrl ¥
chuft céng, va 2 gid saw khi uﬁng dat néing dd cao @ thin, rugt non, gan, Wwyén thugng thin, d;a diy {theo mizc d§ gidm
din tir cao xU5ng thip) va phin thude 4] vao hé thing thin kinh trung uong, nhu nde va iy sting, a rt it.

- Khi dua"*C-itoprid hydrochlorid vii liéu Smg/kg vao ta trang cho chudt cdng, ndng 45 hoat tinh phong xa trong
nhiing lbp cor da dév can hon khuang 2 lin so véi ndng ¢ trong mau.

- S bai tié1 qua sita: Khi ding lidu udng Smg/kg “C -itoprid hydrochlorid cho chudt cong, nﬁng d§ hogat tinh phong xa
trong sifa so voi trong huyét thanh cao hon 1,2 lan vé Cmax, 2,6 lin cao hon vé AUC, vi 2,1 lén cao hon vé T

d C‘hu}'cu héa va thai trir

- 0 li€u uéng dom L00mg itoprid h)rdroclllorld ding cho ngudi lén khée manh (6 nam gidi) khi doi, ty 1§ bai tigt qua
nirGe tiéu trong vong 24 gitr sau khi udng cao nhat i dang N-oxide [67,54% cua liéu ding (89,41% cia phén bai tiét
qua nudre tidu)] v sau ¢ 14 dang thude khéng d6i (4,14%), va nhitng chiit con lai 14 khang ding ké.

- Trong nhimyg thi nghig igm str dung microsome biéu thj CYP hosc flavin monooxygenase {FMO) ciia ngudi, cho thiy
FMQO! va FMQ3 tham gia tao chit chuyén hoa chinh N-oxide. Tuy uhign, khéng phat hign thiy hoat tinh N-oxygenase
cioa CYPIAZ, -2A6, -2B6, -2C8, -2CY, 2C19, 2D6, 2E !, hodc 3A4.

4. Céc vin 42 khiic

Ti 18 lién két protein huyét thanh: Ti 1€ lién két protein huyér thanh 13 96% sau khi ding liéu don ubng 100mg itoprid
hydrochlorid cho ngudi khoe manh (6 nam gioi) khi dai .

NGHIEN CU'U LAM SANG

Nhimg nghién ¢iu lim sing m&, va nhitng nghién ciru so sdnh mi d6i caa ELTHON 43 duge tién hanh. Két qua cho
thédy 1i 1 ¢6 hidu lwc cia ELTHON déi vdi nhiing tri¢u chimg v& da day rudt & bénh vigm da day man I3 77,6%
(277/357 bénh nhdn) cho nhimg truémg hop cd cai thién tr mie trung binh o 1&n (Tai thii diém thude duge cip phép
ey hanh)

DUGQC LY HOC

1. Co ché téc dyng

ELTHOMN lam tang sir giai phong acetylcholin (Ath] do tée dung dbi khing véi thu thé Dy dopamin, va e ché sy phin
hiy acetylcholin duge giai phong qua viéc ire ché acetylcholin esterase, din dén lam tang nhu déng da day-rudt.
2. Lam ting nhu djng da day-rufe

- Lam ting nhu déng da day

Itoprid hydrochlorid lam ting nhu ddng da day cua ehd lic thire, phu thude vao lidu. 0.7

- Tang kha ndng lam réng da diy 9%
Ttoprid hydrochlorid lam ting khé ning ring da day & ngudi, cho, chut cing.

3. Lam giam nén :

Ttoprid hydrochlorid frc ché ndn & cho gdy ra bii apomorphin, tac dung nay phu thude vio liéu.

CHI BINH:
Chila tri nhimg trigu ching vé du day-rudt giy ra boi vism da diry man (cam gidc diy chudng bung, dau bung trén,
chin dn, ¢ ndng, budn nén va ndny

CHONG CHI BINH: ELTHON chéng chi dinh cho nhiing bénh nhin <6 tién st min cam vai bt ky thanh phin nao
cua thude. Khéng dimg cho phy nit ¢o thai hofic cho con bi irir khi thuc su cén thiée.

LIEU DUNG VA CACH SU DYNG:
Liéu ubng théng thuimg cho ngudi lém la 150meg itoprid hydrochlorid (3 vién) moi ngay, chia 3 1, mdi lin | vién,
ubng trude bita dn. Lidu nay o6 1hé giam bét ty thuge vao tdi tic va bénh irang cia timg bénh nhin.

CHU ¥:

1. Chii ¥ quan trong

- Nén luu ¥ khi s dung vi thudc néy 1am ting hoat tinh cua acetylcholin,
- Khéng nén dimg kéo dai khi khéng thiy ¢6 sy cai thién vé nhiing trigu chimg cia da day-ruft.
2. Twomg téc thude

Nén hiru ¥ khi ding két hop ELTHON vai nhiing thube sau:

| Thudc Ddu higu, tri¢u chiing va diéu o

Cor ché tdc dung va nhimg yéu 19
riti ro,

Nkitug thude khing Cholinergic
Tiquizium bromide, scopolamine
buty! bromide, timepidium
bromide, ...

Trigu cliing:

Ca thé lam giam tie dung ting nhu
déne da ddv-rudl cla itoprid (tac
dyng cholinergic)

Co ché:

Téc dung e ché ciia nhimg thudc
khang cholinergic ¢d thé ¢é tac
dung duge 1 hoe ddi khang tic
dung cua itoprid.

3. Tde dun; khing mong muon

Tai thiri diém thude dwge cap phép lueu hanh tai Nhit: Nhimg tic dung thmg mong mudn dugc thiy o 14 (2,45%)
trén 372 bénh nhidn (19 truémg hop, 3,32%). Tac dyng Khing mong mudn cha yéu 14 mm chay (4 truomg hop; 0,7% ),
dau diu (2 tnedmg hop; 0,35%), dau bung (2 trudmg hop; 0,35%). Nhimg bat thuamg vé cic & ligu xét nghigm I giam
bach céu (4 trudng hop), ting prolactin (2 trudng hop), .



Tai thivi diém danh gid lai:

Nhitng téac dung khéng mong mubn dugc thﬁy ¢ 74 (1,25%) trén 5913 bénh nhan (104 trudng hop; 1,76%). Mhirng tac
dung khéing meng muon chinh cé bat thutmg ve cdc dif lidu xét nghigm la tidu chay (13 truimg hop; 0.22%), dau bung
(8 trwdmg hop; 0,14%), tde bén (8 truémg hop; 0,14%), ting AST (GOT) (8 trudmg hop; 0,14%), ting ALT (GPT) (8
trudmg hop; 0,14%),...

A Nhﬂng tde dung hhﬂng_ mong muﬁn cd ¥ nghia ldm sang

- Séic vé phan wng qud man {t I mdc chia dhege b.‘eu Séc va phan img qua min cd thé xudt hién, va nén theo ddi bénh
nhén chit che. Néu thdy bit ky dau higu nio cia s6c va phan img qua min, vi dy nhir tut huyél ap, kho the, phi thanh
quén, ndi mé day, tai nhot va todt mb hai..., nén ngimg ngay thude va cd nhifng bién phap diéu tri thich hop.

- Réi loan chire ndng gan vir vang da (11 17 mdc chiea duecre biéy): RSi logn chire niing gan va vang da ciing vdi ting AST
(GOT), ALT (GPT) va y-GTP... ¢6 thé xut hign va bénh nhan nén dugc theo ddi chat ché. Néu phat hign thdy nhimg
triéu chirng bat thudng trén nén ngimg ngay thube va cé nhirng bién phap didu trj thich hep.

* Nhirng tdc dung khing mong m:fn khic (AR)

| 0,1%< AR< 5% | AR <0,1% Ti I& mic chura biét
Qua min ¥ Phat ban, mén do, ngira...
| Trigu chimg ngoai thap ¥ Run rdy...
: N§i tiét @ Tang prolactin,... Chirg to vii & dan éng
| Huyét hoc (2) Giam tidu chu, giam bach cdu....
| Buémg tiéu hoa Tiéu chay, tio bon, dau Buon ndn, ting tiét nudc bot.,, |
bung.....
Téam thin Pau dﬁ:,l, cam giac khé chyu, roi
loan gide ngu, chéng mit...
Gan Tang AST (GOT), tdng | Tang y-GTP, tang Al-P,...
ALT(GPT)...
Thén Tang BUN, tidng creatinin...
Cic loai khac Bau lung hofic ngyc, mét moi... \
Ghi chi: @/ f %
h Ti 1¢ méc chua duge biét do déy 14 nhimg bao cdo ty phat.

3 Néu ¢6 bt ki ddu higu bt thudmg nao duge phat hign, nén cé nhimg bién phap xir tri thich hop, vi dy n}m

ngimg dungthuﬁc

4. Sir dung thudic cho ngwi cao tudi
Vi chirc néing sinh Iy & ngudi cao tudi giam nén nhﬂ'ng téc dung kh&ng meng mudn dé xdy ra hon, Do d6, nhimg bénh
nhén cao wédi st dung thude nay nén duec theo di cin thin, néu ¢ bit ky tic dung Khéng mong mudn ndo xudt hién,
nén st dung nhifng bign phap xir tri thich hop, vi du nhu giam litu hodc ngirng thude.

5. Sir dung thudc cho phy nir cé thai, sinh né hay cho con ba

- Thudc niy chi nén sa dung o phy nif ¢ thai, hoac @ phy nir cd thé mang thai chi khi lgi ich mong mubn cia trj liéu

[6m hom nhiing rii ro 6 the gip phiai (Sy an toan cia sin phim nay & phu nir ch 1ha| vin chua dugc xic dinh),

- Tét nht 1a khéng nén sir dung thudc nay trong thisi ky cho con bi, nhung néu cén thiét, tranh cho con bi trong qua
trinh d:eu tri. (D3 c6 béo cdo cho thiy itoprid hydrochlorid dugc bai tiét qua sita & nhirng thi nghiém trén dong vt
(chuft cong). (Xem phén “Dugc ddng hoc™) Ry
6. Sir dung trong nhi khoa

B an toan cua thude trén tré em vin chua duge xac dinh (Con o it bang chirng lam sang).

o
0,7

7. Anh hudng dén khi niing 14i xe v van hanh mdy méc ) j
Tac dyng khong mong mubn nhu chéng mét co the xay ra. Kha ndng lai xe va vin hinh miay moc ¢ theé bj giam xubng

8. Nhirng thiin trong khi sir dung
Nhirng than trong khi phan phéi thudc: Déi véi nhing thu{:c dong trong vi bim (PTP), huéng din bénh nhin 1y thude

ra khéi bao bi trude khi sir dung. (D3 c6 bao céo riing néu tim PTP bi nudt, gdc sic nhon cia nd cé thé dim thing thyc
quan gy nén bién chimg rit nghiém rong)

PONG GOI: Hop 2 vi x 10 vién
Bio quin: Bao quin Et nhiét dﬁ dm&l aO“C lr:inh anh sdng. E)é ngoaL tim

Tiéu chuin- Nha san xut
San xudt boi: Abbott Japan Co., Ltd,
2-1, Inokuchi 37, Katsuyama, Fukui 911-8335, Japan




