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pHANI: | TAI LIEU HANH CHINH

_—4{%\\%@%&;%{; Trang: 1/8
3. NHAN THUOC
APIRIDATE 200

Ngay 0 thang AA.. néim 2023

Co s¢ ding ky va sdn xuéit thude

6/

Ds. Pham Bdo Anh

Bo mau nhin :

b A U A

Mau nhéan vi 10 vién.

MaAu nhén hép 3 vi x 10 vién.
M&u nhan hop 10 vi x 10 vién.
Mau nhén chai 100 vién.

Mau nhén hop chai 100 vién.
Mau nhan chai 200 vién.

Mau nhan hdp chai 200 vién.
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CONG TY cO PHAN DU'Q'C APIMED

o\ MAU NHAN BPANG KY THUOC APIRIDATE 200

Cg l?gg“ MAU\Vi APIRIDATE 200, Vi 10 vién nén bao phim (NHOM-PVC)

APIMED

h-tHiee Yo
Dal 100 mm
Rong: 42 mm

42 mm

SOAN

™
A,

A

Vi tri dong s 16 san xuét va han dung
GHI CHU S6 16 san xuét va han dung dwoc dap ndi trén vi

B PANTONE 288C

TILE 1:1
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CONG TY cO PHAN DUQ'C APIMED

Dai: 105 my
Rong: 48
Cao: 24 mm

Rx Thuéc ké don A Piméd w

Trimebutine maleate 200 mg

APIRIDATE 200

WHO - GMP

SBK / Visa No

8416 SX / Batch No:
NSX / Mfg Date

HD / Exp Date

Hop 3 vi
10 vién nén bao phim W,

Thanh phin: Méi vién nén bao phim chira: Tiéu chudn chét lvgng: TCCS
Tri ine maleate. 200 mg D xa thm tay tré em. y
Ta dugc vira 80 1 vién Boc kif hirémg din sir dyng trwrdre khi ding.

Chi djnh, cich ding, chéng chi dinh vi cdcthéng 72 plmed

tin khée: Xin doc trong Ly hirdmg din sir dyng. Co, s sin xult

i g CONG TY CO PHAN DUQ/C APIMED
Bio quan: B not khd rdo, trénh dnh sang, nhiét 4§ Drrimg N1, cum cng nghidp Pivd Thanh-Vioh Thah,
khéng qua 30°C. ¥4 Vinh Thanh, huyén Nhom Trach, tnh Bing Nal, Vidt Nam.

Size: 105x48x24

T
5>

/ I Rx Prescription dru
P Reemoctantug Apinsd

Trimebutine maleate 200 mg

APIRIDATE 200

WHO - GMP

wi gy

BLU [0Z ©400(0W BUNABUWIL

1A g doH

00z 3IlYadidy

Box of 3 blisters
10 film-coated tablets

wiyd opq UeU UGIA g L

L

Compaosition: Each film-coated tablat 2 s In-house
Trimebuline maleale. 200 mg Keep out of reach of children.
Excipients q.s. 1 tablet Read the package insert carefully before use.

Indications snd imed
1{\ ﬁuuu
other precautions: Read the package Insert inside. W=
Storage: In a dry place, protect from fight, do not M-lﬁnmmhceuncu. JOINT STOCK COMPANY
N1 Strest, Phu Thanh-Vinh Thanh industrisl chuster, Vinh Thanh
store above 30°C. comemune, Nhon Trach district, Dong Nal province, Vietharm.
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CONG TY cO PHAN DU'Q'C APIMED

MAU NHAN DANG KY THUOC APIRIDATE 200

S ‘
.9/ CONG TY
(6O PHAN

DATE 200, Hop 10 vi x 10 vién nén bao phim (NHOM-PVC)

Rx Thuéc ké don i
APimed

Trimebutine maleate 200 mg

APIRIDATE 200’

Bl QOZ 2409IoW SURNGaWNL

wiyd ooq ugu ugiA g
1A QL 9eH

002 31vaidIdY

-
WHO - GMP 5 s
o - F-]
X - o o =
h " g5
158;
Hép 10vi oA xS
10 vién nén bao phim 838 2 ¢
\\—.
Thanh phdn: M&i vién nén bao phim chira:  Tiéu chudn chét lvgng: TCCS
Trimebutine maleate....... 200mg D8 xatim tay tré em.
T8 GUQC YIFa Blhvrrereerereoreernrn {vien Dockyhiréng din siF dyng tnrée g
N . khi diing. - 3
Chi djnh, cich diing, chéng chi djnh va X
o
cic thang tin khie: A pimed =
Q
Xin doc trong 1 hwémg din sir dung. Co s& sin xult: o
g W CONG TY CO PHAN DUQ'C APIMED N
Béo quan: D& noi kha réo, rdnh &nh $4ng,  Buémg N1, cym céng nghidip Phi Thanh-
Vinh Thanh, xa Vinh Thanh, huygn Nhon Trach,
nhiét d§ khéng qua 30°C. 4inh Bng N, Vigt Narm,
R X
X Prescription drug A pimed
'?‘%Eu_a_&m.\
Trimebutine maleate 200 mg
APIRIDATE ¥
2000 ||:
3
3
. =

Box of 10 blisters
10 film-coated tableis

GHI CHU

Specification: In-housa
Keep out of reach of children.

Composition: Each film-coated tablsl contains:

Trimebutine maleate......c.c....oceecuennnnnnnes 200 mg
Excini aE 1 tablet Read the package insert carefully
. before use.
_A pimed
and other precautions: 7 '\B:Luum
Manufaclured by:
Read the package insert inside. APIMED PHARMACEUTICAL JOINT
STOCK COMPANY

Storage: In a dry place, protect from light, do not N1 Street, Phu Thanh-Vinh Thanh industrial

duster, Vinh Thanh commune, Nhon Trach

Binng atove e district, Dong Nai province, Vietnam.
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PHAN DU'Q'C APIMED

Dai: 140 mm
Rong: 60 mm

MAU NHAN BANG KY THUOC APIRIDATE 200
NHAN CHAI APIRIDATE 200, Chai 100 vién nén bao phim

r N

Thanh phan: Rx Thude k& don A Pim@ﬂ Composition:
M&i vién nén bao phim chira: o dnanm Each film-coated tablet contains:
Trimebutine maleate.................... 200 mg Trimebutine maleate....................200 mg
Téa duege vira Ali........ccovivimnnnseininnns T VIBN EXCIPIBNS G.8....cicuiiiisinassisvimnsivivens 1 tablet
Chi dinh, cach diing, chéng chi djnh Trimebutine maleate 200 mg Indications, administration,
va cac théng tin khac: contraindications and other precautions:
Xin doc trong t& huéng dén sir dung. n pl R I DHTE Read the package insert inside.
Bao quan: D& noi kho réo, tranh anh Storage: M
sang, nhiét dd khéng qua 30°C. In a dry place, protect from light, do not store o
D& xa tm tay tré em. ‘ above 30°C. 3
Doc ki hwémg din siv dung trwdre khi zoo ) Specification: In-house
ding. / Keep out of reach of children. 3

1 Read the package insert carefully before
sO LO sx: use.
HD: 3;,!}%Bin}c§d
A pimed WHO - GMP Manufactured by:
— APIMED PHARMACEUTICAL JOINT STOCK COMPANY
CONG TY CO PHAN DUQ'C APIMED N1 Street, Phu Thanh-Vinh Thanh industrial cluster, Vinh
Buimg N1, cum edng nghiép Phi Thanh-Vinh Thanh, xa Vinh Thanh commune, Nhon Trach district, Dong Nai province,
Thanh, huyn Nhon Trach, tinh Bdng Nai, Viét Nam. Chai '| oo vién nén bao phim Vietnam.
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CONG TY
CO PHA

Rdng: 60 mm
Cao: 125 mm

/

https://trungtamthuoc.com/

Y

Trimebutine maleate 200 mg

APIRIDATE
200

Hop 1 chai
100 vién nén bao phim

MAU NHAN DANG KY THUOC APIRIDATE 200
QP APIRIDATE 200, Hép 1 chai x 100 vién nén bao phim

APIRIDATE
200

Thanh phén:

M?3i vién nén bao phim chira;
Trimebutine maleate. -
Taduwgeviradil..........ccoovereiennns

Chi djnh, cich ding, chdng chi dinh
va cac thdng tin khac:

Xin dgc trong t& hudng dén st dyng.
Bao quan: Dé noi khé rdo, tranh 4nh
sang, nhigt dj khong qua 30°C.

Tiéu chuén chét lwgng: TCCS

Dé xa tdm tay tré em.

Boc ki hwéng din s dyng trieére
khi diing.

Rx Thuéc ké don

Apimsd

Trimebutine maleate 200 mg

APIRIDATE
200

APIRIDATE
200

Composition:

Each film-coated tablet contains:
Trimebutine maleate...........cou... 200 mg
EXCIpIents §.5.......ouevveremanseaenes 1 tablet
Indications, administration,
contraindications and other
precautions:

Read the package insert inside.
Storage:

In a dry place, protect from light, do not
store above 30°C.

Specification: In-house

Keep out of reach of children.

Read the package insert carefully
before use.

Rx Prescription drug
‘AEJmEd

Trimebutine maleate 200 mg

APIRIDATE
200

; WHO - GMP APRnsd WHO - GMP
?A\BI m gd o '
Co s san xulit APIMED PHARMACEUTICAL JOINT STOCK
CONG TY CO PHAN DUQ'C APIMED COMPANY
N1, nghigp Phi Thanh-Vinl -Vinh Thanh industrial cluster,
m x; \;::1 T‘::r?h.:‘:y:n Nhon :‘rw:h, ur:m Hép 1 chai :‘n:: %m Nevon Trach distict, Dong Nal Box of 1 botile
Bl 18 Vs . 100 vién nén bao phim Homies 100 film-coated tablets
J& o
60 mm 60 mm Size: 60x60x125
50K/ Visa No
5415 SX / Batch No:
NSX /Mg Date
HD / Exp Date
GHI CHU
B PANTONE 288C \ /
~ | ovan
I MAGENTA
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Kich thwoe:
Dai: 160 mm
Roéng: 70 mm
A
Thanh phin: zaen - Composition:
Mi vién nén bao phim chira: Rx Thudic k& ddn —f}}ﬁ H”ﬂf,fj Each film-coated tablet contains:
Trimebutine maleate....... Trimebutine maleate....................200 mg
Ta duge vira dd.............. EXCIpIents Q.8......ccoccivisneresnesnnnnnnnsn | tablet
Chi djnh, céch diing, chéng chi djnh i ; Indications, administration,
va cac théng tin khéc: Trimebutine maleate 200 mg contraindications and other precautions:
Xin doc trang t& huéng dén sir dyng. n pIR I DnTE Read the package insert inside.
Béo quan: D& noi kho réo, ranh anh Storage: _
sang, nhiét do khdng qué 30°C. In a dry place, protect from light, do not
B xx thes fmy ok o \ ;‘s:ilj.ﬂt::oa‘;fo?nlﬁhouse 3
B ¥ hud g : ) : In-
d:: SR zoo ' Keep out of reach of children. 3
- Read the package Insert carefully before 3
sOLO sX: use.
HD: _ 0-GMP ?f_}\\BIITIE(I
A Bllnlﬁcl v Manufactured by:
F A S Y-
: APIMED PHARMACEUTICAL JOINT STOCK COMPANY
?Osasén#éﬁ PHAN DUQ'C APIMED N1 Street, Phu Thank-Vinh Thanh industrial chuster, Vinh
Buémg N1, oym cang nghiép Pha Thgnh-Vinh Thanh, x& Vinh Thanh commune, Nhon Trach district, Dong Nai province,
Thanh, huyén Nham Trach,tish BAg Nal, igt Nam. chal 200 vién nén bao phim Vietnam.
v
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CONG TY CO PHAN DUQ'C APIMED

ai: 70 mm
Réng: 70 mm
Cao: 130 mm

Trimebutine maleate 200 mg

APIRIDATE
200

Hop 1 chal
200 vién nén bao phim

MAU NHAN DANG KY THUOC APIRIDATE 200
HOP APIRIDATE 200, Hép 1 chai x 200 vién nén bao phim

-

Théanh phén:

APIRIDATE 200

M&i vién nén bao phim chira:
Trimebutine maleate.
Ta durge vira dl.......oooeeenncrnnecnnnes
Chi dinh, cach ding, chéng chi djnh
va céc thong tin khac:

Xin dgc trong t& hwréng dén sir dung.
Bdo quéan: D& noi khd réo, trdnh &nh
sang, nhigt d khdng qué 30°C.

Tiéu chudn chét lwgng: TCCS

Dé xa tAm tay tré em.

Poc kj hwémg diin sir dyng trwée

Rx Thudc ké don

APRD

Trimebutine maleate 200 mg

APIRIDATE
200

APIRIDATE 200/

Composition:
Each film-coated tablet contains:

Trimebuline maleate................... 200 mg
EXCIPIBNS .80 ssisissssains 1 tablet
Indications, administration,
contraindications and other
precautions:

Read the package inserl inside.
Storage:

In a dry place, protect from light, do not
store above 30°C.

Specification: In-house

Keep out of reach of children.

Read the package Insert carefully

Rx Prescription drug

Apimed

HARMA

Trimebutine maleate 200 mg

APIRIDATE
200

khi ding. before use. MP
A pimed WHO - GMP A pimed WHO -G
Manufaciured by:
Ca sér sin ubl: APIMED PHARMACEUTICAL JOINT STOCK
CONG TY CO PHAN DUQ'C APIMED COMPANY
Burimg N1, eym cdng nghigp Phi Thanh-Vinh N1 Street, Phy Thanh-Vinh Thanh industrial duster,
Thanh, x& Vich Thanh, huyén Nhon Trach, tinh Hép 1 chal i T cosing v Tooeh b o Box of 1 boftle
Blng Nai, Vigt Nam. 200 vién nén bao phim provice, Visinar. 200 film-coated tableis
<4 < »| .
70 mm 70 mm e THIOK10
SDK/Visa No
5618 5X /Batch No:
NSX [ Mig Dats
HD/ Exp Dala

L

GHI CHU
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pHANI: | TAI LIEU HANH CHINH
APJI:I!EM . Trang 1/ 4
4. TO HUGNG DAN SU DUNG
APIRIDATE 200

Ngay A 0. thang 0.9 nam 2024

Co s& ding ky va san xuéit thudc
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Trang 2/ 4
Huéng dén sir dung thudc
Rx Thudc nay chi ding theo don thude APIRIDATE 200
“Poc kj hwdng din siv dung trueée khi dimg”
“Bé xa tdm tay tré em”
THANH PHAN CONG THUC THUOC
Madi vién nén bao phim chira:
- Thanh phin dugc chat:
155 108 10 (BA0T550 1 1E:1 (=51 11 S USRS (WO RRUE RSO 200 mg

Thanh phan ta duoe:

Lactose monohydrate 200, pregelatinized starch, sodium starch glycolate, hypromellose 2910,
tartaric acid, colloidal silicon dioxide, magnesium stearate, polyethylene glycol 6000, titanium

dioxyde.
DANG BAO CHE
Vién nén bao phim. 3048
Vién nén tron bao phim, mau tring dén tring nga, canh va thanh vién lanh lan, \JD GH;
CHI PINH e
APIRIDATE 200 dugc chi dinh dé giam nhe triéu ching cta dau, rdi loan nhu dong rudt va kho ,,MEi
chiu dudng ruét co lién quan dén roi loan chirc ndng dudng rudt. o
k
CACH DUNG, LIEU DUNG =
Cach dung:

- Thube duge ding theo duong ubng.
Li¢u dung:
Thudc chi dung cho ngudi 1én: Liéu thong thudong 1a 1 vién 100 mg x 3 lAn mdi ngay va liéu ding
c0 the tang lén dén 1 vién 200 mg x 3 1an moi ngay.
Chi nén didu trj bing APIRIDATE 200 trong thai gian ngén.

Néu quén udng mét licu thuoc, nglrm bénh uong ngay khi nh¢. Tuy nhién, néu gan thoi gian udng
lidu tiép theo thi bo qua liéu da quén. Khong udng gap doi liéu dé bu lidu da quén.

Tham khdo y kién bdc s7 triée khi dimg thudc.
Khéng c6 yéu cdu dic biét vé xir Iy thuoc sau khi sir dyng.
CHONG CHIi PINH
- Qua man vé6i hoat chét hodc véi bét ky thanh phin ta dugc nao ciia thudce.

- Mac du tbuéc chi duge st dung cho ngudi 1on, can nho réng trimebutin chéng chi dinh & tré em
duéi 2 tubi.
CANH BAO VA THAN TRONG KHI DUNG THUOC

- Chua xac dinh dugc canh bao va thén trong dbi v6i hoat chét nay: chua co bat ky thong tin nao dugc
ghi nhén tai thoi diém nay.

(26
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Trang 3/ 4

Canh bdo ta dicoc:

- Thubc ¢6 chira lactose. Bénh nhén bj réi loan di truyén hiém gip nhu khong dung nap galactose,
thiéu hyt lactase hoan toan hoic kém hép thu glucose — galactose khdng nén ding thudc nay.

- Thubc nay cé chira duéi 1 mmol (23 mg) natri trong mdi vién, vé co ban dugc xem nhu “khong chira
natri”

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Phu nir co thai va ¢6 kha niing mang thai:

Nghlen clru trén dong vét chua phat hién bat ky tac dung gay quéi thai nao. Chua c6 nghlen clru day
du va duoc dbi chimg t6t nao trén phu nit mang thai. Vi vay, dé phong ngira, t6t nhat khong nén st
dung trimebutin trong 3 thang dau thai ky. Trong truong hop khong c6 tac dung ¢6 hai cho me hoéc
thai nhi, thudc ¢6 thé dugc sir dung trong quy 2 va quy 3 ctia thai ky néu can thiét.

Phu nit cho con bu:

Chua biét trimebutin ¢6 tit vao sita me hay khong. D& phong ngira, t6t nhat nén tranh sir dung
trimebutin trong thdi gian cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

- Chua c6 danh gia mot cach c6 hé thong vé anh hudng ctia thude 1én kha nang l4i xe va van hanh may
moc.

TUONG TAC, TUONG KY CUA THUOC
% Twong tac thude: Chua c6 dit liéu.

% Twong ky thude: Do khdng c6 céc nghién ciru vé tinh twong ky ctia thude, khong tron 1an thubc nay
v6i cac thuoc khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Danh sach phan ng bat lgi sau day duoc dua trén kinh nghiém tir cac thir nghiém 14m sang & ngudi
16n va kinh nghiém sau khi thu6e Iuu hanh trén thi trudng.

Trong tirg hé co quan, cac phan tng bat lgi dugc phan nhém theo tan suét nhu sau: rét thuong gip
(ADR > 1/10), thuong gip (1/100 < ADR < 1/10), it gdp (1/1.000 < ADR < 1/100), hiém gap
(1/10.000 < ADR < 1/1.000), rat hiém gap (ADR < 1/10.000) va chua rd (khong the udc tinh tir dir
liéu c6 sin).

Réi loan hé mién dich

Chua ré: Qua man (ngua, may day, phi Quincke va sdc phan vé).

Réi loan da va mé dwéi da
It gip: Phét ban

Chua r3: Ban dang dét sin toan than, hdng ban, phan ting dang eczema va cac phan (ng ning trén
da bao gom ngoai ban mun mu toan than cap tinh, hong ban da dang, phat ban nhiém doc da kem
theo sot.

Bio cdo cic phan irng ¢ hai: Hiy bdo ngay cho béc si, dugc si néu nguoi dung thude nhén théy
bt ky téc dung phu nao, ké ca cac tac dung chua dugce liét ké, hodc bao cao cac phan ng co hai cua
thubc vé Trung tim Théng tin thudc va Theo dbi phan img c6 hai ctia thude (xem chi tiét huéng dan
tai: hitp://canhgiacduoc.org.vn/CanhGiacDuoc/ADROnline.aspx).

QUA LIEU VA CACH XU TRi

Qud lidu:

Trong trudng hop qué liu, dd quan sat thdy cac rdi loan trén tim, chang han nhu nhip tim chém,
khoang QTc kéo dai hodc nhip tim nhanh va r6i loan than kinh, chiang han nhu budn ngu, co giat va
hon mé.

02

=</

}\\\y




https://trungtamthuoc.com/

Trang 4/ 4

Cach xir tri:

Cén theo doi chuyén khoa va tién hanh diéu tri triéu ching.
PAC TINH DUQC LUC HQC

Nhém tac dung dwge Iy: Thude chdng co thit c6 téc dong trén co.
Ma ATC: A03AAQS.
Trimebutin 1a chét diéu chinh nhu dong rudt, chét chu van trén hé enkephalin ngoai bién.

Trimebutin kich thich nhu ddng rudt (khdi dong séng pha III lan truyén nhd phirc hop van dong di
chuyén) va rc ché nhu dong khi da c6 sy kich thich trudce do.

Invitro, trimebutin hoat dong bing cach chen cac kénh natri (IC50 = 8,4 uM) va ic ché sur giai phong
chat trung gian hoa hoc cua thu cam dau (glutamat).

Trén cac md hinh thi nghiém, trimebutin rc ché cac phan (rng gy co thét truc trang va dai trang &
chudt cong.

PAC TINH DUQC PONG HQC
Hdp thu: Néng d% dinh trong mau ctia trimebutin sau khi udng thude dat duge sau 1 dén 2 gio.

Thai trir: Trimebutin duge thai trir nhanh sau khi udng thudc, chi yéu qua nudc tiéu; trung binh 70%
trong 24 gio.

QUY CACH PONG GOI

Hop 3 vi x 10 vién, vi nhom — PVC.

Hop 10 vix 10 vién, vi nhém — PVC.
- Hop 1 chai x 100 vién, chai HDPE.

- Hop 1 chai x 200 vién, chai HDPE.
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
- Diéu kién bao quan: D& noi khb rao, tranh anh sang, nhiét do khong qué 30°C.
- Han diing: 36 thang ké tir ngay san xuat.
- Tiéu chuén chét lwgng: Tiéu chuén co sé (TCCS).
CO SO SAN XUAT
Céng ty C6 phan Dwgc APIMED
- Dja chi try s&: 263/9 Ly Thudng Kiét, Phudmg 15, Quan 11, Thanh phd Hé Chi Minh, Viét Nam.

- Bia chi nha may: Qtréng N1, cum cdéng nghiép Phi Thanh - Vinh Thanh, xd Vinh Thanh, huyén
Nhon Trach, tinh Dong Nai, Viét Nam.
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