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PETRIMET® MR

Trimetazidine 2HCI 35 mg

Hé tro diéu tri triéu ching dau that nguc n dinh
& nut 16n khang dugc kiém sodt By 30 & liu phdp diéu tr hién co

Théng fin chi &1 vé sn phdm xin xem & tiang 4
55 Gidy tidip nhan hd 5o Aang kif 181 du théong tin thubc clic Cuc Quén Iy duge - BY ¥ 18 X000 XX/QLDTL ngdy .. thing ..
nOM ... nGay ... hang ... nam ... in 18 kéu
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MET® MR Hé trg diéu tri tridu ching

& nqudi I6n khdng dugc kiém sodt 3d,

géc trong diéu kién doi
120.0

90.0

Muc fidu: dénh gid tudng ducng sinh
hoc Petimet MR so vdi thuSe ddl ching
va anh hudng cua thic &n 18i sinh kha
dyng cua Petrimet MR,
Phuodng phap nghién cdu: Nghién clu
chéo, ngdu nhién. da liéu, 3 gial dogn, 3
phéc ad. 6 tinh ty @ trong finh trang dol
va ¢é thae an. Thdi gian nghl gida cdc
gici dogn & 84 gid.
K&t lu@in: 2 ché phdm fudng duong sinh
=} hoc in vive theo hudng dén cla ASEAN
30.0 trong didu kién doi.

—&— Petrimet MR - Déi
—e— Vastarel MR - Déi

Néng dé (ng.mL)

60.0

0.0
0 2 o 6 8 10 12

Thai gian (gid)
Budng cong trung binh ndéng dé - thai gian

TRIMETAZIDINE MR - 96,1% bénh nhan mudn tiép tuc diéu rj vdi Timetazidine MR®

< Bénh nhdan mudn 1iép tuc didu frj vai
Triematazidin MR

8&nh nhan ngung diéu tri val
Triematazidin MR
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PETRIMET® MR

Trimetazidine 2HCI| 35 mq@

® 'I‘R I:"I'AZIDINE MR- Cdi thién chdt lugng cudc séng cho bénh nhdn dau thdt nguc
én dinh (theo thang diém 100 dya trén bang cdu hdi “Seattie angina questionnaire” trudc va sau khi diéu tri)(a)
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0 Gigi han Tinh &n dinh Thns8 BTN Muc do hai long Murc do
van dang thé lvc cia dau thit nguc trong didu tr nhén thilc vé banh

Muc tiéu nghién ciu: Banh gia dé an foan va tac déng lén chdt lugng cudc séng cla Timetazidine MR frén bénh nhan ddathdt nguc
én dinh

bang Nga. B&n canh didu I'rI binh thudng, bénh nhbn dugc thém vaoTrimetazidine MR 35mg trong 8 tuén (2 l&n/ngay).
Thai gian nghién clu: 8 tudn.

B! tugng nghién cu: 846 bénh nhdn (516 nam & 330 N, A6 udi: 58,7 + ¢

Tidu chi dénh gid: 5 fiéu chi dénh gid: Gidi han van dang thé luc dé én dinh con BTN, 18n s6 con BTN, miic dd hai Idng tr
nhén thic vé& bénh,
K&t lugn: Cac két qud treng nghién cdu ndy cho thdy vé hiéu qud 1ém sang va cdl thién chdt lugng cube séng cho bénh nhéan dau
thét ngue én dinh cla timetazidine MR véi lidu dung 35mg hai an mét ngdy trong 8 tudn
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PET  PETRIMET®MR
[ Trimetaidine 2HCi 35 mg]

M

Vien bao ohm phang thich chdm
Bidu i dau thit ngue

(1) % B30 ¢80 16m 18kt qud dénh 91 uong Auang s 1o ciia Pefrmet
Clin Drug Invest. 2004:24(12):731-738..
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RIMET® MR

1di liéu thong tincho canbg y té

tri trigu ching dau that nguc dn dinh

6 nuti 16n knong duoe kiém sodt 8y 30 & igu phdp 3y tri hidn o6

THANH PHAN

M&i vién bao phim phong thich chgm chida

Timetazidine DIhydrochionde ... i 39 MG
TA DUQC: Dibasic Calcium Phosphate, Povidone, Hypromeliose,
Colloidal Slicon Dioxide, Magnesium Stearate, Opadry méu héng.
Nudc tinh khiét.

D
Tﬂmauué?r\e"?bcché qué tinh beta oxy héa cdc axit béo bdng cach
lc ché cae enzyme long-chain 3-ketoacyl-CoA thiolase & t& bdo
thidu méau cyc bd, nang lugng thu duge trong qua tiinh oxy hda
glucose cén tiéu thy it hon so v8l qud tinh beta oxy hda. Viéc thic
ddy oxy héa glucose sé gidp 161 uu cac qué tinh ndng Iuong 18 bao,
do ddé duy ti duge chuyén hda nang Iugng thich hgp trong thdi gian
idu mau.
nhing bé&nh nhan thi€u méu tim cyc bd, imetazdine hoat ddng
nhu mot chdt chuyén héa, gilp bdo tdn mie nang lugng phosphate
nél bao cao frong 18 bdo ca tim. Timetazidine ¢é tae dung chdng
thiéu mau cyc bd nhung khdng dnh hudng dén huyét dong.

D

Sa'ﬂﬁi E:g:g :%?1: a6 16l da dat dudc sau 5 gid. Thé tich phan phl
1a 4,8 L/kg. Timetazidine it gén véi protein huyst tuong (16%). Timeta-
zidine dude dao thail chil y&u qua nuée tidu, chiiyéu & dang kndng
ddi, Thei gian ban thdl frung binh clia fimetazidine 1a 7 gid & ngudl
tré finh nguyén khde manh vé 12 gid & ngud #rén 65 tudl

CHi DINH

Chi qr!lhcho ngud I6n trong lisu phép bd sung/ hé frg véio bién phap
tri li8u hién c6 dd didu 1 tléu chdng & bénh nhan dau thét ngue én
dinh khdng duge kidm sodt ddy di hodc bénh nhan khéng dung
nop vl cac liéu phap didu ti dau thdt nguc khac.

UEU LUGNG VA CACH SUf DUNG

Lidu théng thudng: 1 vién x Zl‘lllan!ngckv. ding budl sang va budi 16l
cung bida an.

B&nh nhan cac tudi va bénh nhan suy théan trung binh (46 thanh thai
creatinin 30-60 mL/phat): Bu khuy8n cdo 1a 1 vién, ding budl sang.
cung bda an.

Hodc theo su ké toa clia bac si.

Phdi udng nguyén vién thudc véi 1 ly nude. Khéng duge nhal hay
nghién nat vién thude.

CHONG CHi DINH

Qud man vdil bat ky thanh phdn ndo clia thudce.

Bénh nhan Parkinson. cé friéu chiing Parkinson. run. hél chung chan
knéng nghl va cac 1l logn van déng lién quan khac.

Suy thén ndng (A& thanh théi creatinin < 30 mL/phut).

THAN TRONG

Timetazidine c& thé gdy ra hode I&m tram trong thém friéu ching
Parkinson (run, mdt van déng, tang fruong e cd), do a6 bénh nhan,
nhdt 1a cac bénh nhén cao tudi cdn duge kiém fra va theo dai
thudng xuyén. Trong céce truding hgp nghi ngd, bénh nhan can duge
dua t6i bac s chuyén khoa than kinh dé ducc kiém tra thich hop.
Khi g&p phdi cac r8i logn van ddng nhu céc triéu ching Parkinson,
héi ehing chén khdng nghl, run, dang di khdng ving cn Igp tic
ngﬂngusg dyng frimetazidine. ;
Cac ng hgp ndy Tt xdy ra va thudng hdl phyc sau khi ngiing
thubc. Phan I6n cdc bénh nhén hdl phyc sau khi nging thudc
khoding 4 thang. Néu c&e triéu ching Parkinson tigp tuc xay ragqua 4
thang sau khi diing thudc, cdn tham van cac bac sT chuyén khoa
than kinh.

C6 thé gap bidu hidn ngd. dang di khang ving hode tyt huyét ép, agc
biét & cac bénh nhan dang diing cdac thudc diéu frf tang huyét Gp.
Than frong khi ding frimefazidine trén bénh nhan suy than mic dé
trung binh, b&nh nhan trén 75 tudi.

MUc ab an todin va hidu qud clia imetazidine dbi vé banh nhén
dudl 18 tudl chua duge dénh gié. Hin khong ¢ dir liéu trén dél
tugng bénh nhan nay.

Anh hudng tél knd naing 14l xe va van héinh may méc; trimetazidine

cé thé gdty céc Hidu ching nhi chéng mat val o ma, do vay cd thé
&nh hudng dén khda nang IGi xe va van hdnh may méc,

PHU NI MANG THAI VA CHO CON BU

Phu n mang thai: nhing két qua nghién clu trén déng vat chua
chiing minh tac dung gdy qudl thal; tuy nhién, chua cb al béng
ching Iam sang ¢e loqi il nguy co di dong thail nhi. Vi v@y, vi ly do
on fedn, khong dang trimetazidine trong khi mang thal.

Phu nii cho con bl: chua ¢é dl bang ching kam sang vé sy cd mat
Cf‘é% trimetaziding trong sda me. khang nén cho con ba sudt théi gion
dieu fri,

TAC DUNG

RSl logn trén hé than kinh:

Thuang g&ip: chong mat, dau ddu
Cé thé gap:

Triéu chung Parkinson (run, van dgng cham va khod khan, tang

Iy cd). ddang di khéng wing. hdl ching chan khéng nghl. cace r
loan van dong c6 lién quan khac, thudng cé thé hél phuc sau khi
diing thudc.

RO logn gide nglh (m&t ngd. Ig ma).

RE| loan frén fim: ’

Hiém gdip: danh tréng nguc. hdl hép. ngogl tam thu, tim d@p nhanh.
R&i logn trén mach; G

Hiém gdp: ha huydt ap ddng mach. tut huyét ép thé ding. cb thé
dan dén khé chiu, chéng mat hodic ngd. dde biét & cée bénh nhan
dang didu t bing céc thube chdng tang huyét ap. dd bing mat.
R&! logn trén dg day - nuh:

Thud(? gdip: dau byng, tiéu chay, khé tiéu, budn ndn va nén,

C6 the gap: tao bén

Rl logn tren da va mé dudl da:

Thu‘dng gdp: man, ngda, mé day.

Co thé gdp: ngogl ban myn ma todn than edp finh (AGEP). phu

ch.
%Ioﬁm toan thén va finh trang st dung thudc:
Thudng gdip: suy nhugc
REI mau va hé bach huyét:
Cé thé gaip: mét bach cau hat, gidm tiéu cdu, ban xudt huyét gidm
tiéu cdu.
R&i | gan mat:
Cé thé gdp: viem gan, 5
Xin thdng bao cho bac si nhing tac dung khéng mong mudn gap
phdl khi diing thudc.
QUA LIEU VA CACH XU TRI .
Caé 18t it théng tin vé vin dé quad lidu fimetaziding. Ch disu t tiéu
ching.
TUONG TAC THUGC

Hi&n nay, chua thdy c6 tusng tac vél thude ndo. DU sao van can
theo ddi khi phdl hop vél mét thude khéc.

TRINH BAY
Hop 1 vix 10vién. Hop 6 vi x 10 vién. Hop 30 vi x 10 vién,
BAO QUAN
B&o qudin & nhiét dd khdng qué 30°C.
HAN DUNG
24 thang ké tirngdy san xudt.
Béucc NAY CHI 5{ DUNG THEO BON CUA BAC ST
2\ T-“ﬁ“ug»‘ié“ D xsu DUNG T H DUNG
%c‘%u THEM THONG TIN XIN H&’\% BACSI
San xudt tql

CONG TY TNHH UNITED INTERNATIONAL PHARMA.

58 16 VSIP |l Budng sé 7. Khu Cong Nghigp Viét Nam-Singapore I,
Phudng Hod Phl, Thanh Phé Thd Dau Met, Tinh Binh Dudng. Viet Nam
BT 0B-39421000

"Bang ky nhan hiéu United Laboratories, Inc.

CONG TY TNHH UNITED INTERNATIONAL PHARMA

18a nhd Flamington. L 23 (23 1 - 23.4) 182 L8 Doi Hanh. 2.15,Q 11, TP HCM, Viét Nom _ Tel: (34.6) 39 621 D00 - Fax: (34.8) 39 621 010
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