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Nhan Hop 
Bisaprid 5 

Quicéch Hop 3 vix 10 vién 

BV PHARMA 

Rx Prescription drug 

BISAPRID | 
Mosapride citrate 5 mg 
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Thanh Phan: Misemnbe din 
Mosaprid citrat. SOaiieg Nes 
(dudi dang Nosed citrat dinydrat , 0 1 Hagiy SUIIg. date: 
TA duge vita $6¥5 NpBatch Ka: 
Chi djnh, cach Toe ae chi ale va céc HD/xp. date: 
thong tin khde: Doc t8 hudng dan sit dyng thude. 
Bao Quan: Nhigt d6 khong qué 30°C. hha sn xuat: 
Tiéu Chudn: ie CONG TY THHH DUC PHAM BV PHARMA 
BE XA TAM TAY TRE $6 18, Duong Lé Thi Soc, Ap 2A, X4 Tan Thanh Tay, 
BC KY HUONG DA Tuthe KH DONG. Huyén Ga Chi, Thanh Phd Hé Chi Minh, Vigt Nam. 
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BISAPRID fa 
Mosaprid citrat 5 mg 

Le [ Hop 3 vix 10 vin nén bao phim) 

Composition: Each film-coated tablet contains 
Mosapride citrate 5 
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(as Mosapride citrate dihydrate 5.29 mg) 

Excipients q.s. one tablet. Ma Vach 
Indications, administration, contraindications 

and further information: Piease refer to package inser 

Storage: Temperature not exceeding 30°C. Maiaeaner: 
a: In nGuse: BY PHARMA PHARMACEUTICAL COMPANY LIMITED 

Se: ci No. 18, Le Thi Soc Street, Hamlet 2A, Tan Thanh Tay 
READ CAREFULLY THELEWIET BEFORE UE Village, Cu Chi District, Ho Chi Minh City, Viet Nam. 
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Nhan Hop 

Bisaprid 5 
quicéch | Hop6vix 10vien 

Rx Prescription drug 

BISAPRID 
Mosapride citrate 5 mg 

_S) [ Box of 6 blisters x 10 film-coated tablets) 
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Thanh Phan: Moi vién nén bao phim a 
Mosapridcitra.... 5mg SPW/Reg.No.: 
(dui dang Mosaprid citrat dihydrat 5,29 ma) Hgiy SWMig. date: 
Ta duge via dil 1 vign. S616 Batch No 
Chi djnh, cach ding, ching chi djnh va cdc HO/Exp. date: 
théng tin khde: Doc ta huéng dan sit dyng thudc. 
Bao Quan: Nhigt 46 khéng qua 30°C. Nha san xuat: 
Tigu Chuan: TCCS. CONG TY TNHH DUG PHAM BY PHARMA 
DEXA TAM TAY TRE EM. ; $6 18, Dudng Lé Thi Soc, Ap 2A, X4 Tan Thanh Tay, 
OC KY HUGNG DAN TRUGE KHI DUNG. Huyén Ci Chi, Thanh Phd Hé Chi Minh, Viét Nam. 
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BISAPRID 
Mosaprid citrat 5 mg 
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i. | Hop 6 vix 10 vin nén bao phim) 

Composition: Each film-coated tablet ar 
Mosapride citrate... 
(as Mosapride citrate dihydrate 5. 29 rot 

Excipients q.s. one tablet. Ma Vach 

Indications, administration, contraindications 

and further information: Please refer to package insert. 
Storage: Temperature not exceeding 30°C. Mansfacuxer, 
Specification: In-house. BV PHARMA PHARMACEUTICAL COMPANY LIMITED 

r 7 No. 18, Le Thi Soc Street, Hamlet 2A, Tan Thanh Tay KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE Village, Cu Chi District, Ho Chi Minh Gity, Viet Nam, 
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[Box of 10 blisters x 10 film-coated tablets) 

4 

Thanh Phan: M6i vién nén bao phim chia: 
SDK/Reg.No.: Mosaprid citrat.... TT 5 mg 

(duéi dang Mosaprid citrat ‘dihydrat: 5,29 mg) Ngay SX/Mfg. date: 
TA duge vila di 4 vién. $616 SX/Batch No.: 
Chi djnh, cach ding, chéng chi dinh va cdc HD/Exp. date: 
thong tin khae: Doc td hudng dan stv dung thudc. 
Bao Quan: Nhiét 66 khéng qua 30°C. Nha san xuat: 
Tigu Chuan: TCCS. CONG TY TNHH DUgC PHAM BV PHARMA 

pe XA TAM TAY TRE EM. $6 18, Buding Lé Th) Soc, Ap 2A, Xa Tan Thanh Tay, 
ogc KY HUONG DAN TAUOC KHI DUNG. Huyén Co Chi, Thanh Phé Hé Chi Minh, Viét Nam. 

BV PH AR A 

Rx Thude ké don 

Sr
p 

uo
nd
uo
sa
ig
 
%y

 

SISAPRIDE 
Mosaprid citrat 5 mg 
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[Hp 10 vix 10 vién nén bao phim) 

Composition: Each film-coated tablet a 
Mosapride citrate... 5 mg 
(as Mosapride citrate dihydrate 5: 29) mg) 

Exeipients q.s. one tablet. Ma Vach 

Indications, administration, contraindications 

and further information: Ptease refer to package insert. 
Manufacturer: 

§ : Temperature not exceedit . 
He a al nase BV PHARMA PHARMACEUTICAL COMPANY LIMITED 

; ; No. 18, Le Thi Soc Street, Hamlet 2A, Tan Thanh Tay KEEP OUT OF REACH OF CHILDREN. 
READ CAREFULLY THE LEAFLET BEFORE USE Village, Cu Chi District, Ho Chi Minh City, Viet Nam. 



https://trungtamthuoc.com/ 

_Nhan Hop 
Bisaprid 5 

quicéch | vito vien 

BISAPRIDEM 
Mosapztid citrat................ 

BISAPRIDEl 

eet ade 

BISAPRIDE 

BISAPRIDI 

BISAERIOES 

BISAPRIDE 

BISAPRID El 

BISAPRID| 2 
oe citrat.... 

BISAPRIDE 



https://trungtamthuoc.com/ 

THANH PHAN: Mai vién nén bao phim chita: 
Thanh phdn duge chat: 

Mosapride citrate.. 5 stiri dnn-sinslnglncn anions oansppe ong eneneagi oh tole eI TREN AOI: 

(Ding dudi dang Mosapride citr rate dihydrat.. " 29 mg). 

Thanh phan ta dwgc: Lactose monohydrate, Sodium ea sulfate, Maize starch, Low substituted hydroxypropylcellulose 

LH-11, Colloidal silicon dioxide, Magnesium stearate, Hypromellose 6cps, Talc, Titanium dioxide, Polyethylene glycol 

6000. 

DANG BAO CHE: 
Vién nén bao phim. Vién nén tron bao phim mau tring, hai mat khum, tron. 

CHi DINH: 
-  Diéu tri cdc triéu ching vé dwong tiéu hda lién quan dén viém da day man tinh (o néng, buén nén/ non). 

- H6 tro trong thut thao rut sach hoan toan trudc khi thure hién chup X-quang. Thir nghiém lam sang chi mdi duroc nghién 

cttu khi str dung phéi hep mosaprid citrat véi thudc gay thut thao dudng ruét NIFLEC (cé chtta natri clorid, kali clorid, 

natri bicarbonat va natri sulfat). 

CACH DUNG VA LIEU DUNG: : 

-  Diéu tri cdc triéu ching vé dudng tiéu hda lién quan dén viém da day man tinh (¢ nong, , budn nén/ nén): Déi véi ngwoi || 

lén, liéu ding hang ngay thuéng 1a 15 mg mosapride citrat Smg/ lan x 3 lan/ ngay. uéng truée ho&c sau bita an. \e 

-  H6 tro trong thut thdo ruét sach hoan toan trie khi thue hign chup X-quang: 

Liéu ding cho ngudi Ién: Mosaprid citrat 20mg, udng cing lic v6i dung dich thuédc gay thyt thao duréng rudt (khoang 

180mL). Hoi 1a, sau khi ding thuéc gay thut thdo duéng rudt, udng mosaprid citrat 20 mg véi mét it nude. 

CHONG CHi DINH: 
- Bénh nhan cé tién sit nhay cam véi mosaprid hay voi bat ky thanh phan nao ctia ta dirge. 

CANH BAO VA THAN TRONG KHI DUNG THUOC: 
- — Liu quan trong: Khi diéu tri triéu ching duéng tiéu héa do viém da day man tinh, can danh gia viéc cai thién cac trigu 

chitng tiéu hoa sau mot thoi gian nhat dinh (thong 1a 2 tudn) va xem xét viée can thiét tiép tuc “didu tri. 

-  Viém gan t6i cp, suy gan nang, , vang da cé thé xay ra. Vi vay, khong str dung thudc trong thdi gian dai. Trong qua trinh 

sit dung thudc, theo déi chat ché va néu phat hién co bat etr bat thuong, ngimg ding thudc ngay va xtt tri thich hop. Déng 

thoi, néu c6 cdc trigu chtmg nhu 1a mét méi, chan an, nuéc tiéu dam dic, phat ban, vang mit... sau khi bat dau ding 

thudc, bénh nhan can phai ngimg ding thudc va lién hé vdi bac si. 

- Str dung & ngudi cao tudi: Vi chite nang sinh ly cia than va gan thudng suy giam 6 bénh nhan cao tudi, nén phai can 

than khi ding thuéc nay bang cach theo di tinh trang ctia bénh nhan. Néu thay co bat ky tac dung phu nao, nén ap dyng 

cac bién phap thich hop nhu giam ligu (vi du giam con 7,5 mg/ngay). 

- Sidung o tré em: DO an toan cia thudc nay trén tré em chua duge ching minh (khdng cé kinh nghiém lam sang). 

- Than trong khac: Theo két qua nghién ctru str dung Gasmotin duong udng trong thoi gian dai 6 loai gap nhdm (chudt 

céng trong 104 tuan va chudt nhat trong 92 tuan), lieu dting tir 30 dén 100 mg/kg, /ngay cao gp 330 lan liéu thong thudng 

trén lam sang cho thay sy gia tang ty 1é khdi u (u té bao gan va u té bao nang tuyén giap). 

-  Cénh bdo té direc cinta lactose: Bénh nhan cé cac réi loan di trayén hiém gap nhu roi loan dung nap galactose, thiéu 

Lapp lactase hoae bat thuong hap thu glucose - galactose khéng nén sur dung thudc nay. 

-  Canh bao ta dugc co chia natri: Thuéc nay chua ft hon 23 mmol / liéu, nghia 1a vé co ban khéng chita natri. 

SU DUNG THUOC CHO PHY NU CO THAI VA CHO CON BU: 
Sir dung thuéc cho phu nit cé thai 

Khéng nén ding thuéc nay cho phy nit co thai, phy nit c6 thé dang mang thai, trir khi loi ich diéu tri dur tinh vuot trdi hon cac 

nguy co cé thé cé do diéu tri. 
Str dung thudéc cho phu nif cho con bi 
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Nén tranh dting thuéc nay cho ngudi me dang nudi con bu. Néu nhat thiét phai ding, ngudi me nén ngung cho con bi me 
trong thoi gian diéu tri. Thi nghiém trén déng vat (chudt céng) cho thay thuéc duge bai tiét qua sita me. 

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: 
Chua cé bing ching vé anh hudéng ctia thudc lén kha nang Iai xe, van hanh may moc. 

TUONG TAC, TUONG KY CUA THUOC: 
Tuong tac cua thuoc: 

Can than trong khi str dung etmg cae thuéc: 
Tén thudc Dau hiéu, Trigu ching va Dieu tri Co ché va yéu t6 nguy co 

Thudc khang cholinergic: 

e  Atropin sulfat va 
e Butylscopolamin bromid, 

C6 thé lam giam tac dung ctia thuéc 
nay. Do do, néu ding chung véi cac 
thuéc khang cholinergic, nén than 

trong uéng cae thuéc cach nhau mét 
thoi gian 

Vi tac dung tro van dong da day 

ctia thuée nay duge tao ra do sw 
hoat héa cac day than kinh 
cholinergic, ding chung véi thuéc 

khang cholinergic cd thé lam giam 

tac dung ctia thude nay. 

Erythromycin: 

Khi ding chung erythromycin liéu 1.200 mg/ngay voi thudc nay 6 liéu 15 mg/ngay, so véi khi uéng mosapride don déc, 
nong d6 cuc dai cla mosapride trong mau tang tir 42,1 ng/mL lén 65,7 ng/mL, thoi gian ban hty kéo dai tir 1,6 gid lén 2,4 

gid va AUCo.s tang tir 62 ng.gid/mL én 114 ng.gid/mL/gid (Nguoi lon khoe manh). 

Twong ky cita thide: Do khong cé cdc nghién citu vé tinh tuong ky ctia thudc, khéng tron lan thuéc nay véi cdc thudc khac. 

TAC DUNG KHONG MONG MUON CUA THUOC: 
- Tac dung khong mong muén nghiém trong: 
Viém gan téi cap, roi loan chire nang gan va vang da. (khéng ré ty 1é mac bénh) vith Q 

Vi viém gan t6i cap, réi loan chtrc nang gan nghiém trong di kém vdi tang 16 rét néng dé AST (GOT), ALT (GPT) vali 

gamma-GTP, v.y... va vang da cé thé xay ra va mét so truéng hop gay tir vong, nén can theo k¥ bénh nhan va néu thay c6 bat 
ctr bat thudng nao phai ngung ding thudc ngay va ap dung cae bién phap thich hop F 
- Cac tac Jane bat loi khac: 

Cac trigu chimg tiéu héa lién quan dén viém da day man tinh (g néng, buén non/nén) 

{GY iN 

1% dén 2% <1% Khong 6 tan suat 

Qua man cam Phit Phat ban, néi mé day 
Huyét hoc Tang bach cau ai toan Giam bach cau 
Hé tiéu héa Tiéu chay/ phan long khé miéng, dau bung, | Buén nén, chudng bung, 

budn nén/nén, thay d6i vi | t@ miéng (bao gém ludi, 
giac mdi) 

Gan Tang AST (GOT), 
ALT(GPT), ALP, 
gamma-GTP va bilirubin 

Hé tim mach Tang nhip tim 

Tam than kinh Nhite dau, choang 
vang/nhite dau 

Cac trigu chitng khac Tang triglycerid ‘| Mét mdi Run 

Khi hé tro trong thut thao ruét sach hoan toan trudéc khi thyc higén chup X-quang: 

1-5% <1% 
Khé chiu da day, o hoi 

Tang bilirubin 
Buén ngt 

Dau ngye, run, mét mdi, phi mat, 

tang LDH 

Hé tiéu héa 

gan 
Tam than kinh 
Cac triéu ching khac 

Chuéng bung, budn nén, dau bung 

Dau dau 
Nuc ti¢u cé mau, protein nigu 

THONG BAO NGAY CHO BAC SI HOAC DUQC Si NHUNG PHAN UNG CO HAI GAP PHAI KHI SU’ DUNG 
THUOC
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QUA LIEU VA CACH XU TRI: ; ; ; 
Khéng co dit ligu vé str dung thudc qua liéu, khéng ding qua liéu chi dinh cia thuéc. 

BAC TINH DUQC LUC HOC: 
Nhém duge ly: Thuéc dudng tiéu héa. 
Ma ATC: A03FA09 
Duge by hoc lam sang: Thuédc nay 1A chat cht van thy thé 5 - HT4 chon loc. Thude duge cho 1a cé tac dung kich thich thu thé 
5 - HT4 6 dam roi than kinh da day - ruét, lam tang phéng thich acetylcholin, dan dén tang cudng sw van dong ctta da day- 
rudt va su thdo rong da day. 

1. Tae dung lam ting van déng & phan trén dudng tiéu hoa: 
Thuéc cho tac dung lam tang nhu d6ng da day, ta trang sau khi an va tac dung nay phu thudc liéu (6 cho). 
Tac dung lam tang téc 6 Jam réng da day: Thudéc cho tac dung lam tang atta dong da day, ta trang di voi thtre an dang 
long (& chuét nha, chuét déng 2) hoc dac (6 chudt dong). Mat khac, ding thuéc lap lai trong mét tuan lam giam tac 
dung lam tang téc 46 lam réng da day cua thudc (G chudt déng). 
Tac “dung fac tang nhu déng tai phan dudi cia éng tiéu héa: Thuéc cho tac dung lam tang nhu dong dai trang va su 
van chuyén thire an di qua dai trang va tac dyng nay phu thudc liéu (6 chudt lang). 

2. Tac dung lam ting nhu déng tai phan du6i ciia éng tiéu héa: 
Thudc cho tac Dice lam ting nhu déng dai trang va su van chuyén thitc an di qua dai trang va tac dung nay phu thudc 
liéu (6 chudt lang). 
Tac dung tay x6 va lam giam luong nuéc 6 dai trang (khi két hop voi thuéc gay thut thao duong rudt) 
Thudc lam tang cwdng tac dung lam sach ruét eta thude gay thut thao duéng ruét (NIFLEC) va tiép do lam giam luong 
nuéc tai dai trang (chudt lang). 

DAC TINH DUOC DONG HOC: 2\ 
Hap tht: H\e 
Liéu don: 

5 ngudi lén khée manh nhin doi, uédng liéu duy nhat dmg mosapride citrat , 
Tmax (gid) Cmax (ng/ml) Ti (gid) AUCo-.(ng*gid/ml)- 
0,8 +0,1 30,7 £27 2,0+ 0,2 6748 

Trung binh + sai sé chuan. 
Khi ding phdi hop véi thudc gay thut théo dudng rudt: 
Nguéi truéng thanh khée manh diing mosapride citrat 20mg (ligu dau tin) Iie déi va thudc gay thut thao duéng rudt 
(NIFLEC), 2 gid sau liéu dau tién ung mosaprid citrat 20mg (gu thir hai). 

Thi gian Tmax (gid) Cmax (ng/ml) AUCo...(ng* gid/ml) 
Liéu dau tién (N = 24) 1,0 £0,5 116,1 + 35, 150,3 + 45,2 2) 
Liéu thir hai (N=23) 2,0 + 0,2 272,6 + 80,9 848,8 + 301,4(0-24) 

Trung binh + sai s6 chudn 
Phiin b6: 
Lién két protein huyét thanh: 
99,0% [trong éng nghiém, huyét thanh ngudi, é ndng dé 1 ug/mL, phuong phap siéu loc hoac tham phan can bang]. 
Chuyén héa: 

Cac chat chuyén héa chinh: Hop chat des-4- -fluorobenzyl! 
Duong chuyén héa: Mosapride citrat dugc chuyén héa chi yéu & gan, noi nhém 4-fluor obenzy! bi lay di, tiép theo 1a sur oxy 
héa vong morpholin 6 vj tri 5, va hydroxyl héa vong benzen 6 vi tri 3 
Enzym chuyén héa: Chui yéu la CYP3A4 
Bai tiét: 

Duong thai trir: Qua née tiéu, phan 
Téc dé thai tri: Trong nude tiéu thu gom 48 gid sau khi udng thudc, 0,1 °% due bai tiét dudi dang hop chat khéng addi va 
7,0% duoc bai tiét duéi dang chat chuyén héa phinh (hop chat des-4-fluorobenzyl). (Ngudi I6n khde manh, udng liéu duy 
nhat 5 mg mosapride citrat khi d6i). 

QUI CACH DONG GOI: Hép 3 vix 10 vién; Hép 6 vix 10 vin; 10 vix 10 vién. 

BAO QUAN: Nhiét dé khéng qua 30°C. 

HAN DUNG: 36 thang ké tir ngay san xudt. 

TI£U CHUAN: Tiéu chuan co sé 

NHA SAN XUAT: CONG TY TNHH DUGC PHAM BV PHARMA. 
Dia chi: S6 18, Dudng Lé Thi Soc, Ap 2A, Xa Tan Thanh Tay, Huyén Ci Chi, Thanh phd Hé Chi Minh, Viét Nam. 

o
d


