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1. Thanh phan

Thanh phan: Mdi vién Litopau Tab c6 chta:
o Itoprid hydroclorid 50mg

e Taduogc: vira dua 1 vién

Dang bao ché: Vién nén bao phim.

2 Litopau Tab la thudc gi?
Litopau dugc st dung dé diéu trj cac triéu ching trong bénh viém da day man
tinh: déy hoi, dau bung thuong vi, ¢ nong, chan an, budn ndn, ndn mra.

3. Li¢u dung - Cach dung thudc Litopau Tab

Cach dung

Litopau Tab thiét ké dang vién ubng.

Nén udng trude bira an.

Liéu dung

Liéu thong thudng cho ngudi 16n 1a 1 vién/lan x 3 1an/ngay.[1]
Liéu phu thudc vao do tudi va céc triéu ching.

4. Chong chi dinh
Man cam véi bat cir thanh phan nao c6 trong cong thirc ciia Litopau Tab.

5. Tac dung phu
6.

Tac dung khong mong muon Co quan Bicu hién

Thuong gap Ti€u hoa Tiéu chay, tdo bon, dau bung




Gan Tang men gan

Ngoai thap |[Run ray

NOi tiét Tang prolactin

Huyét hoc  |Giam ti€u cau va bach cau

Tiéu hoa Buon non, tiét nhiéu nuwdc bot

e Tam than  [Pau dau, kho chiu, chong mat, 16i loan giéc ngu
Gan Tang y-GTP va AI-P
Than Tang BUN va creatinin
Khac Dau lung/nguc, mét moi

6. Twong tac

St dung ddng thoi Litopau Tab véi cac thude khang cholinergic nhu: tiquizium
bromid, timepidium bromid, scopolamin butyl bromid,...cé thé khién tac dung
cua itoprid giam di do tdng nhu dong da day - rudt.

7. Luu y khi sir dung va bao quan

Luu y va than trong

Litopau Tab c6 thé 1am ting hoat dong cta acetylcholin.

Litopau Tab khong nén st dung lién tuc, kéo dai néu céc triéu chimg khong co
xu hudng cai thién.

Su an toan cua Litopau Tab chua duoc thiét lap ¢ tré em.

Nguoi cao tudi can than trong khi str dung Litopau Tab vi tudi cao sinh 1y suy
giam, d& gap phai cic phan ung bat loi. Néu xay ra phan Gmg bét 1oi, can thuc
hién giam hodc ngimg thudc.

Luwu y khi dung cho phu nir ¢6 thai va cho con bu

Phu nir c6 thai

Chi dung Litopau Tab cho phu nit mang thai khi loi ich mong muén 16n hon rai
ro ¢6 thé xay ra.

Phu nir cho con bu

Khong nén st dung Litopau Tab cho phu nit dang cho con b1, trir truong hop
can thiét phai st dung nén ngimg cho con bu.

Anh hwéng dén kha niing lai xe va vin hanh may méc

Litopau Tab c6 thé gy chong mat anh hudng dén kha ning lai xe va van hanh
may moc.

Qua liéu va xir tri



Chua c6 bao cao vé trudng hop qua lidu khi dung Litopau Tab.
Bio quan

Thudc Litopau Tab can dugc bao quan:

o Trong bao bi kin.

e Tranh am.

Tranh anh sang.
Nhiét do < 30°C.

8. Co ché tac dung

Dwgc lwe hoc

Thudc nhém thude tiéu hoa, c6 tinh chit khang viém va chdng day hoi.

Itoprid v6i tac dong kép lam tdng nhu dong da day-ruot:

« Dbi khang voi thu thé dopamin D2, 1am ting phong thich acetylcholin

o Ut ché acetylcholin esterase va trc ché su phan hity acetylcholin.

- Tac dung lam tang nhu dong da day-rudt cua Itoprid hydrochlorid da duoc

chirng minh trén cho luc thire, tdic dung nay phu thude vao lidu.

- Ttoprid hydrochlorid lam ting kha ning rong da day trong thir nghiém trén

ngudi, chd va chudt cong.

- Ngoai ra, Itoprid hydrochlorid con &c ché non trong mé hinh thi nghiém trén

ché gay ra bai apomorphin, phu thudc vao licu.

Dugc dong hoc

- Sau khi uéng lidu 50mg, néng do dinh dat duoc 1a 0,28 = 0,02 mcg/ml sau

0,58 + 0,08 gio.

- Phan b

Thi nghiém & chudt céng, sau udng liéu don Smg/kg 14C-itoprid hydrochlorid:

« Cmax dat dugc & hau hét tat ca cac mo tir 1-2 gio. Thubc dat néng do cao o
than, rudt non, gan, tuyén thuong than, da day sau 2 gio va rat it thude di
vao hé than kinh trung vong.

« Nong d6 hoat tinh phong xa trong co da day gip khoang 2 1an ndng d6
trong méu va trong sita gap 1,2 14n so véi trong huyét thanh.

- Chuyén héa va thai trix

Trong vong 24 gio sau khi udng itoprid hydrochlorid li¢u don 100mg ¢ nam

gi61 khde manh khi doi:

« Ty Ié bai tiét qua nudc tiéu cao nhét 13 dang N-oxid, sau d6 1a dang thudc
khong d6i va nhitng chat con lai 1a khong dang ké.

« Tilé lién két protein huyét thanh 1a 96%.

9.Tai liéu tham khao:
T& huéng dan st dung thude
Duoc Thu Quéc Gia Viét Nam



Rx: Thubc nay chi ding theo don thube

LITOPAU tab.

Dé xa tim tay tré em

Doc ky hwong dén sic dung trude khi ding
Thanh phin
M3i vién nén bao phim chira:
Thanh phén hoat chat: Ttoprid hydroclorid 50 mg.

Thénh_phén td duwoc: lactose khan, pre-gelatinized starch, calci carboxymethylcellulose, sillicon dioxid, hydroxypropyl
cellulose, magnesn‘stearat opadry white 03B28796
Dang bo ché: Vién nén bao phim
M3 ta: Vién nén bao phim, hinh trén, mau tring
Chi dinh
Piéu tri tridu chirng tiéu hoa trong viém da day man tinh (cam giéc @Ay hoi, dau bung trén, chan an, ¢ néng, budn nén va ndén
mua)
Li¢u ding va cich ding
Liéu ngudi 16n thong thuong: 50 mg/ lin x 3 lan/ngdy, ubng trudc bira an. Liéu c6 thé giam theo tudi bénh nhan va cic tri¢u
ching.
Chéng chi dinh
Bénh nhan man cam véi bét ki thanh phan nao ciia thubc.

-~ Canh-b#e va thin trong khi ding thube-. —_— e A
Thdén trong quan trong:
Thubc nén duoc sir dung than trong vi lam ting cudng hoat dong cta acetylcholin. Thube
khéng nén sir dung lién tuc trong mot thoi gian dai néu khong cai thién triéu chimg ctia duong tiéu hoa.
Sir dung cho tré em:
Su an toan ciia thude & tré em chua dugc thiét 14p (kinh nghiém 1dm sang han ché).
Sir dung & nguoi cao tuéi:
Ngudi cao tudi thudng bi suy giam sinh Iy, dé gap phai céc phan tng bét lgi, do d6 cin dugc theo ddi chit ché. Néu phan (mg
bat lgi xy ra, cic bién phap nhw giam hodc ngirng thude nén dugc thyc hién.
Sir dung thube cho phu nir ¢6 thai va cho con b
Si dung thuéc cho phu nir mang thai:
Thudc chi nén sir dung cho phu nit mang thai hodc phu nit c6 thé mang thai chi khi loi ich mong muén cia tri liéu 16n hon
nhitng rui ro c6 thé gap phai.
S dung thuéc cho phu nit cho con bii:
T6t nhét 1a khong nén st dung thuoc nay trong thdi ki cho con bu, nhung néu can thiét can ngimg cho con bu trong qué trinh
diu tri (P 6 bao céo thudc bai tiét qua sita trong mot nghién ciru & dong vt (chudt)).
Anh hwéng t6i khi niing l4i xe va vin hanh miy méc
Tac dung khong mong mudn c6 thé xay ra nhur chong mat. Do do, can than trong khi 14i xe va van hanh mdy méc
Twong tic, twong ky, ciia thude
Thén trong khi dung ddng thai (LITOPAU nén dugc ding cén than khi phéi hop v6i
céc loai thudc sau.)

Tén thuoc Tri¢u chunmg lam sang/ Co ché va yéu to nguy co
T OQudtrink gieutri | i S ST et
Thuoc khang cholinergic: | Triéu chitng lam sang: Co ché:
Tiquizium bromid, C6 kha nang giam Tac dung c ché vin déng
scopolamin butyl tic dung cua itoprid do ting | dudng tiéu héa cua thube
bromid, timepidium nhu dong da day - rudt (tdc | khéng cholinergic dbi khang |
bromid... dung cholinergic). tic dung cua itoprid. |

Tiac dung khong mong muon ciia thude

Tai thoi diém thudc dwoc cap phép heu hanh: Nhirng tic dung bat loi duoc thiy & 14 (2,45%) trén 572 bénh nhén (19 truong
hop téc dung bét lgi, 3,32%). Tac dung bét loi chu yeu 1a tiéu chay (4 truong hop; 0,7% ), dau déu (2 truong hop; 0,35%), dau
~bung (2 trudng hop; 0,35%). Nhitng bét thuong vé cac dir liéu Xét nghiém 1a giam bach cAu (4 truong hop), ting prolactin (2
truong hop), ..

Tai thoi diém danh gid lgi: Nhimg tac dung bét lgi duge thay & 74 (1,25%) trén 5913 bénh nhén (104 truong hop tac dung bt
loi; 1,76%). Nhitng phan tmg bét lgi chinh bao g6m nhirng bat thuomg vé cac dit liéu xét nghiém 1a tiéu chay (13 truong hop;
0,22%), dau bung (8 trudng hop; 0,14%), tao bon (8 trudng hop; 0,14%), ting AST (GOT) (8 trudng hop; 0,14%), ting ALT
(GPT) (8 trudng hop; 0,14%).....

Nhitng tac dung bat lgi cé ) Y nghia lam sang:

- Séc va phén Gng qué man (t1 1& méc chua duge biét): Séc va phén ng qua min c6 the xuét hién, va nén theo doi bénh nhan
chit ché. Néu thdy bt ky dAu hiéu nao cuia séc va  phéan (g qua man, vi du nhu tut huyét 4p, kho the, phu thanh quan, ndi mé
day, tai nhot va toat md hbi..., nén ngimg ngay thude va co nhiing bién phép diéu tri thich hop.

- R&i loan chirc ning gan va vang da (ti 1é mac chua dugc biét): Réi loan chirc nang gan va vang da cling véi ting AST (GOT),
ALT (GPT) va y-GTP... ¢6 thé xuit hién va bénh nhan nén duoc theo doi chat ch&. Néu phat hién théy nhimg tri¢u chimg bat
thudng trén nén ngirng ngay thude va c6 nhirng bién phap diéu trj thich hop.

Nhitng tdc dung khong mong muén khéc:

5/100>ADR > 1/1000 | ADR <1/1000 Chura biét
Qua min Phét ban, man do, nglra
Triéu ching ngoai Run ray
thap
Noi tiét Tang prolactin Chung to vi ¢ dan 6ng
Huyét hoc Giam tiéu cau, giam bach cau
Duong tiéu héa Tiéu chay, tao bon, dau | Bu6n non, tang tiet nudc bot

bung...
T4m thin Pau dau, cam giac kho chiu, roi

loan gidc ngy, chéng mit

Gan Tang AST (GOT), Tang y-GTP, tang AI-P

Tang ALT (GPT)
Thén Tang BUN, ting creatinin
Cic loai khac Dau lung hodc nguc, mét moi




Théng bdo cho bdc si nhiing tic dung khong mong mudn gap phai khi si dung thuéc
Qui liéu va cach Xir tri
Chua ¢ bdo co vé cc truong hop qua lidu khi dang thude.
Pic tinh dwge hwe hoe
Nhoém duge 1y: Nhém thude tiéu hoa, chéng ddy hoi va khing viém.
Mai ATC: AO3FA07
Co ché tic dung kép:
Itoprid hydrochlorid lam ting nhu dong da day-rut véi tac dong kép: lam tang sw phéng thich acetylcholm (ACh) do tac dung
d6i khang v6i thu thé dopamin D2, va tic ché su phan huy acetylcholin duge phéng thich qua viée tre ché acetylcholin esterase.
Lam tang nhu djng dg day-rujt:
- Lam téng nhu dong da day: Itoprid hydrochlorid 1am ting nhu dong da day cua ché lic thire, phu thuée vao lidu.
- Tang kha nang lam rong da day: Ttoprid hydrochlorid lam ting kha nang rong da day & nguoi, cho, chudt cbng.

Lam giam tri¢u chirng nén:
Itoprid hydrochlorid trc ché non & ché gay ra béi apomorphin, tic dung ndy phu thudc vao lidu.

Pic tinh duge dong hoc

Nong dg trong huyet thanh:
Nong d6 trong huyét thanh va thong s6 dugc dong hoc & ngudi truéng thanh khoe manh, sau khi ubng mot lidu don 50 mg

itoprid hydrochlorid khi déi, duoc hién thi trong Hinh va Bang sau:
Hinh 1: Nong d¢ thuéc trong huyét thanh sau khi uéng mét lieu don 50 mg (Ngwoi lén khoe manh khi doi , trung binh = S.E.)
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Théi gian sau khi diing thude
Bdng 1: Thong 56 dirge dong hoc sau khi uong mot liéu don
Liéu (mg) Cmax Tmax v AUC0O~o0 T1/28
(ug/mL) (gi0) (pgehr/mL) (gio)
50 0,28+0,02 0,58+0,08 0,75+0,05 10,33
Phén bé

Két \qua thu duge tir nhitng thi nghiém trén dong vat
- Nong do tbi da dat duge & hiu het tht ca cac mo tir 1 dén 2 gio sau heu ubng don Smg/kg 14C-itoprid hydrochlond & chudt

cong, va 2 git sau khi udng dat ndng d6 cao & than, rugt non, gan, tuyén thuong than, da day (theo mirc d6 giam dan tir cao
xubng thép) va phan thudc di vao hé théng than kinh trung wong, nhu ndo va tiy song, 1 rét it.

- Khi dua 14C-itoprid hydrochlorid v6i lidu Smg/kg vao ta tring cho chuét céng, ndng do hoat tinh phong xa trong nhitng 16p co
da day cao hon khoang 2 1an so véi nong do trong mau.
- Sur bai tiét qua sira: Khi dung liéu ubng Smg/kg 14C-itoprid hydrochlorid cho chuét cong, nong d0 hoat tinh phong xa trong
sita so voi trong huyét thanh cao hon 1,2 1an vé Cmax, 2,6 1in cao hon vé AUC, va 2,1 lan cao hon vé T1/2.
Chuyen héa va théi triv
- 0 liéu uéng don 100mg 1topr1d hydrochlorid ding cho ngudi lén khoe manh (6 nam gi6i) khi déi, ty 1€ bai tiét qua nuéce tiéu
trong vong 24 gi¢ sau khi uong cao nhit 1a dang N-oxid [67,54% clia liéu dung (89,41% cua phan bai tiét qua nuéc tiéu)] va sau
d6 1a dang thuoc khong dbi (4,14%), va nhimg chat con lai 1a khong dang ké.
- Trong nhiing thi nghiém sir dung microsom biéu thi CYP hoac flavin monooxygenase (FMO) cua ngudi, cho thdy FMO1 va
FMO3 tham gia tao chét chuyén héa chinh N-oxid. Tuy nhién, khong phat hién thay hoat tinh N-oxygenase cia CYP1A2, -2A6,
-2B6, -2C8, -2C9, 2C19, 2D6, 2E1, hoac 3A4.
Ciic viéin dé khdc
Ti 1é lién két protein huyét thanh: Ti I& lién két protein huyét thanh 1a 96% sau khi ding lidu don udng 100mg itoprid
hydrochlorid cho ngudi khoe manh (6 nam gidi) khi doi.
Quy cich dong géi: Hop 3 vi x 10 vién. Hop 10 vi x 10 vién.
Bio quin: Bao quan trong bao bi kin, tranh énh séng, tranh 4m, & nhiét do dudi 30°C
Han dung: 36 thang ké tir ngdy san xuat.
Tiéu chuén chit lrgng: TCCS
S6 ding ky: VN-22418-19
Nha san xuat
Kyung Dong Pharm Co., Ltd.
224-3, Jeyakdanji-ro, Yanggam-myeon, Hwaseong—51 Gyeonggl-do, Han Quéc
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