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| Rx Thudc ban theo don
Gasmotin Tablets § mg (Mosaprid citrat). Mdi vién nén bao
phim chira 5 mg mosaprid citrat dang khan. Hop 3 vi x 10 vi
SDK:VN-XXXXX-XX. Chi dinh, licu dung, cach ding, cl
| chi dinh: xin doc trong 1& huong din s dung. 6 16 SX, \SX
4| HD: xem “Batch No.”, “Mfg. Date”, E\p Daic™ trén bao bi.

= . eI 4| Bao quan & nhit do phong khéng qua 30°C v tranh im. Dé xa
HPUATIE tam tny tré em. Doc K§ huémg din sir dung trirde khi ding.
San xudl bai: Sumitomo Dainippon Phama Co., Lid. Suruka

TABLETS

Gasmotin5n

Batch No. Plant, 1450 Yasuzuka-cho, Suzuka, Mic 513-0818, Nhat Ban.
Cont. No. Bong g6i boi: Interthai Pharmaceutical Manufacturing Lid
Meg. Date 1899 Phaholyothin Road. Ladyao, Chatuchak, Bangkok 10900,
Thai Lan. Nha nhap khau: Céng tv TNHH Mot thanh vién
Exp, Date Vimedimex Binh Duong, 6 18 L1-2 VSIP 1i, Puing s6 3,
(@nany) KCN Viét Nam-Singapore 2, phuéng Hoa Phi, Thanh phd B58682'900154

Thu Dau Mat, Tinh Binh Duong
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Gasmotin Tablets 5 mg: Sachet label

wsmotin' 5 Gasmotin' 5 Gasmot
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:‘N!‘& TABLETS. B
Mosaprde citrate anhydrous 5 mg Mosapride c:itrate anhydrous 5 mg Nosapride citrate anhyli
E0040131 P1/08

totin' 5y Gasmotin'5, Gasmotin 5

TABLETS S E
Jfrate anhydrous 5 my Mosapnide citrate anhycrous 5 mg Mosapride cilrate anhydrous 5 mg

Gasmotin'5w Gasmotin' 5w Gasmot

Mosapride citrate anhydrous 5 mg Mosapride citrate anhydrous 5 mg Mosaoride citrate anhy)

otin'5y Gasmotin'5 Gasmotin 5

TABLETS : ) TABLETS
sitrate anhydrous 5 mg Mosapride citrate anhydrous 5 mg Mosapride citrate anhydrous 5 mg

e

Gasmotin'sn Gasmotin' 5 Gasmot

TABL
Mosapride citrate anhydrous 5 mg Mosapride citrate anhydrous 5 mg Mosaoride citrate anhyft

BATCH EXP

ofin 5y Gasmoitin 5y Gasmotin 5
TABLETS TABLETS TABLETS
sAlrate anhydrous 5 mg Mosapride citrate anhycrous 5 mg Mosapride cilrate anhydrous 5 mg




Gasmotin Tablets 5 mg: Blister label

3¢ 8 Brg Gn&mgﬁm

Mosapride citrate  Mosapride citrate

anhydrous 5mg  anhydrous 5 mg
F218

Gasmotin 5y Gasmotin G

TABLETS TABLETS
Mosapride citrale  Mosapride citrate
anhydrous 5 mg  anhydrous 5 mg

P218

Gasmotin 5y Guﬂrnomi'sw

TABLETS
Mosapride citrate  Mosapride citrate
anhydrous 5 mg  anhydrous 5 mg

P218

Gasmotin 5y GasmotinSng

TABLETS
Mosapride citrate  Mosapride citrate
anhydrous 5 mg  anhydrous 5 mg

P218
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Mosapride citrale  Mosapride citrale
anhydrous 5mg  anhydrous 5 mg
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=’ Gasmotin® tablets Smg

<Ché phidm Mosapride citrate>

Thudc nay chi dung theo don thudc
Doc ky hwéng dan sir dyng trwée khi dimg.
Dé xa tim tay tré em.

THANH PHAN CONG THUC
Thanh phin hoat chdt: M&i vién Gasmotin Tablets Smg chira 5,29 mg mosapride citrate dihydrate
tuong duong véi 5 mg mosapride citrate dang khan.

Thanh phin td dugec:

Lactose, corn starch, hydroxypropylcellulose, low substituted hydroxypropylcellulose, magnesium
stearate, light anhydrous silicic acid, hydroxypropyl methylcellulose, macrogol 6000, titanium oxide,
talc

DANG BAO CHE ,
Vién nén bao phim c6 vach chia, khac chir “5” trén 1 mat va chir “P218” trén mat con lai

CHI PINH
Cac triéu ching da day-rudt 1én quan dén viém da day man tinh (¢ néng, budn nén/nén).

CACH DUNG, LIEU DUNG
Lidu thong thuong duong udng cho nguoi lon 1a 15 mg mosapride citrate, chia 3 lan, dung trude
hoic sau bira an.

CHONG CHI PINH ,
Bénh nhin qua man v6i mosapride hodc bat ky ta dugc nao.

CANH BAO VA THAN TRONG KHI DUNG THUOC \
Néu céc triéu chimg da day-rudt khong cai thién sau mot thoi gian dung thudc (thuong 1a 2 tuan),
nén danh gi su can thiét cia viée tiép tuc ding thudc.

Khong nén sir dung thuéc trong mot thoi gian dai ma khong cé danh gia day du do co the bi viém
gan t6i cip, réi loan chirc ning gan ning va vang da. Trong qua trinh sir dung thudc, can theo ddi
bénh nhan cn than. Nén dimg thudc ngay 14p tic va tién hanh can thidp phu hop néu c6 bét thuong
xdy ra. Ngoai ra, nén huéng din bénh nhan ngimg thudc va bao cho béc s hoac nhan vién y té néu
gdp phai bat ky triéu chimg nao nhu kho chiu, chan in, nudc tiéu dic, vang két mac mat sau khi
dung thude.

Str dung thude & ngwdi cao tubi

Churc nang sinh ly cua than va gan thuong suy giam ¢ bénh nhén cao tudi, nén cin than khi dung

thudc nay bing cach theo ddi tinh trang cia bénh nhan. Néu thdy co bat ky tac dung khdong mong
A \ A , ] s - ’ [ A P 5 \ \

mudn nao, nén ap dung cac bién phép thich hop nhu giam liéu (vi du giam con 7,5 mg/ngay).

Sir dung thudc & tré em
Tinh an toan cta thudc trén tré em chua duoc thiét 1ap [khong c6 kinh nghiém 14m sang]

))’1&’%



Khi sir dyng thudc: Di v6i nhitng thude duoc dong trong vi bdm (PTP), can hudng dan bénh
nhan ldy vién thudc ra khéi vi trude khi sir dung. [Theo bao cao ghi nhan duoc, néu nubt phai
ménh vi PTP, gd sic cta vi c6 thé ddm thung niém mac thuc quéan, gdy thing va dan dén nhimg
bién chirng nghiém trong nhu viém trung that.]

Gasmotin tablets Smg cé chira lactose, do d6 nhirng bénh nhén c6 cac van dé di truyén hiém gip
vé khéng dung nap galactose, thidu hut lactase toan phin hoic kém hap thu glucose-galactose
khong nén dung thudc nay.

SU'DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Khéng nén dung thudc nay cho phu nit ¢6 thai, phu nir co thé co thai trir khi loi ich diéu tri du tinh
vugt tréi nguy co ¢6 thé c6 do didu tri. [Tinh an toan ctia thude trén phu nit c6 thai chua duoc thiét
lép].

Nén tranh dung thude nay cho nguo*: me dang nudi con bi. Néu nhat thiét phai dung, nguorl me nén
ngung cho con bu trong thoi gian diéu tri. [Thi nghiém trén dong vat (chudt cdng) cho thiy thude
duoc bai tiét qua sira me).

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 bang chirng vé anh huéng ciia thudc 1én kha ning lai xe, van hanh may moéc.
TUONG TAC THUOC

Théin trgng khi dung két hop (nén than trong khi ding GASMOTIN dong thdi véi nhimg
thudc sau day.

Thuoc Diu hiéu, Triéu chirng va Co ché va
Piéu tri Yéu t6 nguy co
Thudc khang Téc dung ciia Gasmotin c6 thé | Do tac dung tro vin dong da day cua
cholinergic giam, nén than trong khi dung | Gasmotin duoc tao ra do su hoat hoa
- Atropine cac thudc khang cho]merglc cac day than kinh cholinergic, dung
- Butylscopolamine chang han ding thudc cach chung voi thude khang cholmergu: cd
bromide,v.v... nhau mét khoang thoi gian. thé 1am giam tac dung cua thudc nay.

TAC DUNG KHONG MONG MUON

Trong cac thu nghiém 1dm sang, cac tac dung khong mong muén dugc ghl nhin & 40 trudong hop
trén tong sb 998 (4.0%). Cac tac dung khéng mong muén thuong giip nhét 1a tiéu chay/phan long
(1,8%), kh6 miéng (0.5%), khé chiu (0, 3%) v.v... Céc chi so xét nghiém can lam sang bat thuong
ghi nhén trén 30 trudng hop trong tong s6 792 (3, 8%) chi yéu 14 tang bach cau i toan (1,1%), tang
trlglvcende (1,0%), ting AST (GOT), ALT (GPT), ALP va y-GTP (mdi loai 0,4% ) (tai thoi diém
thudc duoc phé duyét).

Trong mot bao cao hiu mii, tac dung khong mong mudn dugc gh1 nhén trén 74 trudong hop (2,5%)
trong téng s6 3014. Tac dung khdng mong mudn thuong gép nhét 12 tiéu chay/phan long (0,8%),
dau bung (0,4%) va kho miéng (0,3%), v.v.... (Tai thoi diém cong bd két qua kiém tra lai).

Cac tidc dung khong mong mudn cé ¥ nghla lam sang
Viém gan tdi cip, réi logn chiec ndng gan va vang da (mdi loai dudi 0,1%)



Viém gan t6i cép, roi loan chirc nang gan nang dl kém voi tang AST (GOT), ALT (GPT) va y-GTP
rd rét, v.v... va vang da co thé xdy ra va mot s6 truong hop gay tir vong. Vi vy, can theo d6i bénh
nhan cin than va néu c6 bt ctr bat thuong nao phai ngung dung thude ngay va tién hanh can thiép
thich hop.

Quy udce sau day duoc str dung dé phén loai tac dung khong mong mudn: Rt thuong gip =1/ 10),
thuong gip (=1/100 dén <1/10), it gip (=1/1.000 dén <1/100), hiém gip (=1/10.000 dén
<1/1.000).

H¢ co quan Thwding gip it gip Hiém giip Chwra rd
Réi logn hé mién dich W Phat ban
May day
A a ’ \ - A e
RO1 loan E}c mau va Ting bach cau ai Gttt Bach chis
bach huvét toan
P x| Cam gide t€
Réi loan da day — Tiéu chay Kho miéng Thay dbi v giac miéng (bao goém
" S Pau bung Cam giac o g
rudt Phén long P . . ca ludi va méi,
Budn nén/N6n | chudng bung —
Ting AST Viém gan toi
, (GOT), ALT | clp
Réi loan gan (GPT), ALP, | Roi loan chire
v-GTP va bili- | nang gan
rubin Vang da
Réi loan tim Panh trong nguc
Choéng vang
R6i loan tdm than Véng dau
Pau dau
Tridu chimg khic | 08 Khé chiu Run
triglyceride

Théng bdo ngay cho bdc sy hodc dugc sy nhiing phén inmg cé hai gap phdi khi sic dung
thuoc

QUA LIEU

Kinh nghzem quda liéu & ddng vt

Theo két qua nghlen clru sir dung Gasmotin duorng uong trong thoi glan dai & loai gap nhim (chuot
cong trong 104 tudn va chudt nhat trong 92 tuan), liéu dung tir 30 dén 10() mg/kg/ngav cao gap 330
l4n iaeu thong thuong trén 1am sang cho thay su gia tang ty 18 khéi u (u té bao gan va u té bao nang

tuyén giap).

Kinh nghiém qua lzeu & hguoi:
Khéng c6 dir liéu vé sir dung thude qua lidu, khéng dung qua lidu chi dinh cia thudc.

X tri qua liéu:
Chua c6 thudc giai d6c diac hiéu. Nén 4p dung cac diéu tri ning d& chung trong moi trudng hop qua

liéu.

DUQC LYC HQC
Duwoc ly hoc 1am sang
Trong nghiém phap thao rong da day & nguoi 16n khoe manh va bénh nhin viém da day man tinh,

liéu don 5 mg Gasmotin dudng udng 1am tang thao rdng da day.

R



Téac dung tr¢ vin djng dudong tiéu héa trén
(1) Tdc dung tro vin dong da day va td trang
Gasmotin lam ting nhu déng da day va ta trang sau bita an & cho con tinh.

(2) T4c dung tiing cwong thao rong da day

Gasmotin tang cudng su thao rong da day chua chét long (& chudt nhit va chudt cbng) va chat dic
(& chudt cong). Tac dung ting cudng thao rong da day giam di sau khi dung lidu 13p lai trong 1 tudn
(6 chudt cong).

Téac dung tr¢ vin djng dudng tiéu héa dwdi

Tdc dung tre' vin dong dai trang va phan bo cdac chit trong dai trang

Gasmotin c6 tac dung tro van dong dai trang va phan bé cac chét trong dai trang phy thudce lidu (6
dong vat thi nghiém).

Co ché tic dun

Thubc nay 14 chat chi véan thu thé serotonin 5-HT. chon loc. Thudc duoc cho 1 ¢6 tac dung kich
thich thu thé 5-HT. & dam rdi than kinh da day-rudt, lam ting phéng thich acetylcholin, dan dén
tang cuong su van dong cua duong tiéu hoa trén va dudi va ting su thao rong da day.

DUQC PONG HQC
Hép thu
Sinh kha dung
Lidu don Gasmotin tablets 5Smg duoc sir dung cho 5 ngudi 16n khoe manh, lic doi
Tmax () Crax (ng/mL) Ti» (h) AUCo. (ng:gid/mL)
0.8+ 0.1 30,7 2,7 2.0+072 67 +8
Trung binh + sai s6 chuan
Phéan b

Ty 1§ gin két vdi protein huyég‘ twong ‘

99,0% [trong Ong nghiém, huyet thanh nguoi, & nong do 1 pg/mL, phuong phap siéu loc hodc tham
phan cén bang]

Chuyén héa

Chdt chuyén hoa chinh: hop chat des-4-fluorobenzyl

Pueomg chuyén héa: Mosapride citrate dugc chuyén hoa chi yéu ¢ gan, noi nhém 4-fluorobenzyl bi
14y di, tiép theo 14 su oxy héa vong morpholine ¢ vi tri 5, va hydroxyl hoa vong benzen O vitri 3.
Enzyme chuyén héa: Phin nhom cytochrome P-450: Chu yeu la CYP3A4.

Thai trir q
Puong thai trir: Trong nudc tieu va phén ‘ 1
Ty 18thai trir: TV 18 thai trir qua nudc tiéu 48 gior sau khi udng thudc 12 0,1% dang chat khong d6i va

7,0% dang chat chuyén hoa chinh (des-4-fluorobenzyl mosapride). (Ngudi 16n khoe manh, udng
lidu duy nhit 5 mg mosapride citrate khi doi).

Tuong tic thudc ‘
Khi sir dung dong thoi erythromycin liéu 1200 mg/ngay véi Gasmotin liéu 15 mg/ngay, so vai khi
dung riéng lé, ndng dé dinh cla mosapride citrate trong mau tang tir 42,1 ng/mL dén 65,7 ng/mL,

thoi gian ban thai kéo dai tr 1,6 gio den 2,4 gio va AUCos tang tu 62 ng.gid/mL dén 114
ng. gio/mL. (Ngudi 16n khoe manh)

QUY CACH PONG GOI
Hop 3 vix 10 vién



BAO QUAN 4
Bao quan & nhiét d6 phong khong qua 30°C va tranh am.

HAN DUNG ,
36 thang ké tir ngay san xuat.

TIEU CHUAN CHAT LUQNG
Duogc dién Nhit Ban

CO SO SAN XUAT

Co s& san xuét ban thanh phim

Sumitomo Dainippon Pharma Co., Ltd.

1450 Yasuzuka-cho, Suzuka, Mie 513-0818, Nhat Ban

Co s¢ dong géi
Interthai Pharmaceutical Manufacturing Ltd.
1899 Phaholyothin Road, Ladyao, Chatuchak, Bangkok 10900, Thai Lan

TUQ.CUC TRUONG
P.TRUONG PHONG

Phram Ghi Viin Hank



