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Nhan Hop
DEBRUDAN 100

Quicich | Hop2vix15vién (Al- PVQ)

Thinh phin: Trimebutine maleate 100 myg vi cic ta duge vira di 1 vién

nén bao phim.

Chi djnh, cach diing, chéng chi dinh va cc thang tin khic:
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wﬁﬁm"" CONG TY TNHH DUQC PHAM BV PHARMA

DE XA TAM TAY CUA TRE EM. $4 18, Dutng L& Thi Soc, Ap 24, Xa Tan Thanh Tay,

BOC KY HUONG DAN SU DUNG TRUOT KHI DUNG, Huyén Cd Chi, Thinh Phd HA Chi Minh, Viét Nam.

BV PHARMA
GMP WHO

Ry Thubc ké don

DEBRUDAN 100

Trimebutine maleate 100 mg

DEBRUDAN 100

Trimebutine maleate 100 mg

Ry Thuoc ké don

[ Hop 2 vi x 15 vién nen bao phim)

Composition: Timebutine maleate 100 mg and excipients q.5. for 1
fm-coated tabist
Indications, administration. contraindications, and furthes information:
Plaasa refer fo package nsert. : N
::...: ..4...,: e BY PHARMA PHARMACEUTICAL COMPANY LIMITED
KEEP OUT OF REACH OF CHILDREN. No. 18, Le Thi Soc Street, Hamiet 2A, Tan Tharh Tay Vilage,
READ CAREFULLY THE LEAFLET BEFORE USE. Cu Chu District, Ho Chi Minh Caty, Viet Nam.
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Nhan Hop
DEBRUDAN 100

Qui cich | Hop 10 vi x 15 vién (Al- PVC)

Thanh phén: Trimebutine maleate 100 mg va céc t dugc via di 1 vién

nén bao phim.

Chi dinh, céch diing, ching chi djnh vi cdc théng tin khde:

Doc 10 hudng dén siF dyng thude.

Bao quan: Nhiét 64 khong qu 30+C. Nha sin it
Tiéu chudn: TCCS. CONG TY TNHH DUQT PHAM BV PHARMA
BE XA TAM TAY CUA TRE EM. S 18, Buting L& Thi Soc, Ap 24, X Tan Thanh Tay,
B0C KY HUONG DAN SU DUNG TRUOT KHI DUNG. Huyéin Cil Chi, Thanh Phd H6 Chi Minh, Viét Nam.

GMP WHO

Ry Thudc ké don S
DEBRUDAN 100 =
Trimebutine maleate 100 mg 5 >

Compesition: Tnmebutine majeate 100 m and excepents g 5. for 1
film-coated tablet.
Inafications. administration, conlraindications. and turther iformation

' Piexse refer 1o package nzerl .
Storage: Temperature not excesding 30°C. 3
Specification: In houze. BV PHARMA PHARMACEUTICAL COMPANY LIMITED
KEEP OUT OF REACH OF CHILDREN. No. 18, Le ThiSoc Sweet, Hamiet 2A, Tan Thanh Tay Vilage,
READ CAREFULLY THE LEAFLET BEFORE USE. Cu Chi Dystrict, Ho Chi Minh City, Viet Nam.
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DEBRUDAN 100
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Nhan Vi
DEBRUDAN 100

Qui céch Vi15vién (Al- PVQ)
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Nhén Hop
DEBRUDAN 100

Qui cdch | Hdp 10 vix 10 vién (Al- PVC)

L] LA T

v 7/ Thach phin: Trimebutine maleats 100 mg va cc 1 duge vira 4 1 vikn
% Eﬁg nén bao phim.
J Chi djnh, cch diing, ching chi djoh va céc théng tin khic:

Doc 18 hutng ddn su dyng thudc.

- Nna sin xudt:
%‘.‘.';."'a':':'é‘c?”"““"“‘”"' CONG TY TNHH DUQC PHAM BV PHARMA

E XA TAM TAY CUA TRE EM. S5 18, Buting L& Thy Soc, Ap 2A, Xa Tan Thanh Tay,
00C KY HUONG DAN SU DUNG TRUOT KHI DUNG. Huyén Ca Che, Thanh Ph H6 Chi Minh, Vit Nam.

BV PHARMA
GMP WHO

Ry Thudc ké don

DEBRUDAN 100

Trimebutine maleate 100 mg

Trimebutine maleate 100 mg

Rx Thuoc ké don

[ Hop 10 vi x 10 vién nén bao phim ]

Compesition: Timebutine maiaste 100 mg and excipients q.5. for 1
film-coabed tablet.
Indications. aéministration, contraindications, and terther Informatien:
ot s Manutacturer:
Poeromngereing b BV PHARMA PHARMACEUTICAL COMPANY LIMITED
KEEP OUT OF REACH OF CHILDREM. No. 18, Le Thi Soc Swreet, Hamiet 24, Tan Thanh Tay Vilage,
READ CAREFULLY THE LEAFLET BEFORE USE. Cu Chi District, Ho Chi Minh City, Viet Nam.
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Nhan Vi
DEBRUDAN 100

Qui céch Vi10vién (Al- PVC)




THANH PHAN:

Thanh phan dirge chat:

Trimebutin maleat 100,0 mg,

Thanh phcfn tG dirge: Lactose monohydrate, Pregelatinized starch, Sodium starch glycolate, Tartaric acid, Colloidal

silicon dioxide, Magnesium stearate, Hypromellose, Titanium dioxide, Polyethylene glycol 6000.

DANG BAO CHE:
Vién nén bao phim hinh trén, mau tring, khum, hai mgt tron.

CHI DINH: © A
Piéu trj tridu chimg: Dau, 181 loan nhu @dng rudt, khé chju dudng rudt cé lién quan dén rdi loan chirc ning dudng rudt.

CACH DUNG, LIEU DUNG:

- Thubc duge ding theo dudng ufmg

- Thudc chi ding cho ngudi Ién: liéu thong thuomg 1 1 vién x 3 1dn mdi ngay.
- Trong céc trudng hop ngoai 18, lidu c6 the tang 1én t6i 6 vien/ngdy.

CHONG CHI PINH:
Bénh nhan man cim véi trimebutin maleat hodc bét ctr thanh phan nao khic cia thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Chua x4c¢ dinh dugc chéng chi dinh tuyét dbi va than trong dbi véi trimebutin maleat. Chwa cé bt ky dif liéu ndo duge
ghi nhén tai thoi diém nay

Lacfose: Thanh phén thuéc c6 chira lactose: Than trong khi ding cho bgnh nhén b ri loan di truyén hiém gap nhu
khéng dung nap galactose, thiéu hut lactase hoan toan hogic kém hép thu glucose-galactose.

SU DUNG THUOC CHO PHY NU' CO THAI VA CHO CON BU:

Sir dung thudc cho phu nit c6 thai

Nghién ctru trén ddng vét chua phat hién tac dung gy quai thai. Khong c6 nghién ctu ddy dit va duge kiém soét tbt cua
trimebutin & phu nft mang thai. Khéng ¢6 bang chimg vé kha ning gdy qudi thai hodic cc tic dung khong mong mudn
Ién sy phét trién thai nhi khi st dung & chuot va thé mang thai. Trimebutin chi nén dugce st dung trong thai ky khi loi
fch tiém ning cho bénh nhén cao hon nhiéu so véi nguy co ¢6 thé xay ra cho bénh nhén va thai nhi.

St dung thude cho phu nit cho con bl

Tinhﬁ an toan khi sir dung trong thoi ky cho con bit chua dugc thiét lap. Chi nén sir dung cho phy nir cho con bt khi thét
sur can thigt.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Chura c6 danh gia mét cach co hé théng vé anh hudng cia trimebutin 1én kha nang lai xe va van hanh méy moéc. Thin

trong khi sir dung thude cho ngudi dang l4i xe va van hanh may méc.

TUONG TAC, TUONG KY CUA THUOC:

Tiwwong tic thude:

Céc nghién ciru trén dong vat da chi ra ring trimebutin 1am ting thoi gian tdn tai cta curarization d-tubocurarin khi
didu trj bang cuara. :

Khéng ¢6 tuong tac thudc khéc duge quan sét thiy ho¥c dugc béo cdo trong céc thi nghiém 1am séng.

Tiwrong ky thude
Do khong cé cac nghién ciru vé tinh tucmg ky ciia thudc, khong trén lan thudc nay véi cac thude khic.



TAC DUNG KHONG MONG MUON CUA THUOC:

Cég tac dung khong mong mudn ctia thude trong bang cudi ddy da duge bio céo trén bénh nhan st dung trimebutin. Tan
sudt duge phan loai nhu sau: rét thudng gép (ADR = 1/10), thudng gip (1/100 < ADR < 1/10), it gap (1/1000 = ADR <
1/100), hiém gap (1/1000 < ADR < 1/10000), rat hiém gip (ADR < 1/10000), chua rd (khdng thé wéc luong duge tic dit
lidu c6 sin).

) Rit Thudng gip It gip Hiém gip RAt hidm i
HE co quan thuomng (/10 < (1/1000< | (1/1000 < giip (ADR Chua rd (khdng thé wée
giip (ADR ADR < ADR < ADR < < 1/10000) lugng duge tiv di lidu cd sin)
> 1/10) 1/10) 1/100) 1/10000)
R6i loan hé ; Phan tmg qua mén (ngira, ndi
mién dich may day, phit mach va dic biét
12 séc phan vé).
Roi loan da va Ngira Pht ban dét san toan than, ban
bidu md Phét ban a6, phén img gidng bénh cham
va cdc phan tng da dic biét
nghiém trong bao gom céc
truémg hop hoi chimg ngoai
ban mun mi toan than cap tinh
(AGEP), ban do da dang, s6t
phét ban do thuoc»\,_l

\ »"
THONG BAO NGAY CHO BAC ST HOAC DUQC SINHUNG PHAN UNG CO HAI GAP PHAI KHI S({,r

THUOC
Bdo cio tdc dyng khdng mong mudn cita thudc: M
Bio c4o tac dung khdng mong mudn ciia thude ctia thube sau khi luu hanh 1a rat quan trong. N6 cho phép theq #o.
tuc ty 1€ gifta loi | 1chfru1 ro ciia thude. Céc chuyén gia cham soc sitc khoe duge yéu cau bio cdo bt ky céc tac dung
khéng mong mudn clia thubc t6i Trung tim thdng tin thudc v Theo dai phan tmg c6 hai ciia thue (Trung ta l§ A
ADR Quéc gia. Website: http:/canhgiacduoc.org.vn)

QUA LIEU VA CACH XU TRI

Trong trudng horp qué liéu, cdc rdi logn tim nhu nhip tim chém, kéo dai khoang QTec, nhip tim nhanh va cic r6i loan
thén kinh nhu bubn ngi, co gidt va hén mé di duge quan sét thdy. Theo dbi triéu chimg va diéu tri triéu chimg nén
duoc thuc hién.

DAC TINH DUQC LUC HQC:

M3 ATC: A03 AADS.

Nhém thube: Thube chdng co thit.

Thay déi kha nang vén ddng cia dubmg tiéu héa. Chét chii vén trén hé enkephalin ngoai bién.

Trimebutin kich thich khé niing vén ddng cta rudt (gdy nén céc lan séng pha III lan truyén nho phire hop di chuyén véan
djng) va rc ché kha nang van dong khi da c6 sy kich thich trude do.

PAC TINH DUQC PONG HQC:

Nong do dinh trong mau cla trimebutin sau khi diing vién nén dufmc' ubng dat dugc sau 1 -2 gid.

Trimebutin duoc thai trir nhanh saun khi ding vién nén duong uéng, chi yéu qua nuéc tiéu, trung binh khodng 70%
trong 24 gid.

QUI CACH PONG GOTI: Hop 2 vix 15 vién; Hop 10 vix 15 vién; Hop 10 vi x 10 vién.

BAO QUAN: Nhiét dé khéng qua 30°C.

HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN: Tiéu chuin co sd.

NHA SAN XUAT: CONG TY TNHH DUQC PHAM BV PHARMA. o
Pia chi: S 18, dudng 1.& Thi Soc, Ap 2A, Xi Tan Thanh Téy, Huyén Ci Chi, Thanh pho Ho Chi Minh, Viét Nam.




