Rx

sawi Trimetazidine 35MR

DE xa tdm tay tré em
Doc ky hudng dén sir dyng trudc khi dung
Thude nay chi dung theo don thuéc

THANH PHAN CONG THUC THUGC

(Cho 1 vién nén bao phim gidi phéng kéo dai
SaViTrimetazidine 35MR)

Thanh phén dugc chét:

Trimetazidin dihydroclorid ..........ooevivciiiiniiciiniiininns
Thanh phén ta dugc:
Hydroxypropylmethylcelulose 15000, Povidon K30, Dicalci
phosphat, Magnesi stearat, Silic dioxyd, Opadry Il Pink 85F640010.

reeeeeee. 35 Mg

DANG BAO CHE: Vién nén bao phim gidi phéng kéo dai.

MO TA SAN PHAM
Vién nén bao phim mau héng, hai mat khum tron.

CHIBINH

Chi dinh cho ngudi Ién trong liéu phap bé sung/hd trg vao bién phap
tr{ lidu hién ¢6 d& didu trj tridu chifng & b&nh nhan dau thit ngyc én
dinh khdng dugc kiém soat ddy di hodc b&nh nhan khéng dung nap
vdicaclidu phap diéu tri dau thét ngyc khac.

LIEU DUNG, CACH DUNG

Liéuding

Nguaiidn

Liéu théng thuéng:

UBng 1 vién 35mg/lan x 2 Idn/ngay vao budi sang va bubi t6i, cing
blraan.

Hiéu qué diéu tri nén dugc danh gia lai sau 3 thang va nén ngirng
diéutri bAng trimetazidin néu khéng thdy hiéu qua.

Céc déitugng déc bigt

Bénh nhan suy thdn muc d trung binh (46 thanh thai creatinin [30 —
60 mi/phuit])

Liéu sif dyng khuyén céo 1a 1 vién 35 mg, diing vao budi séang, diing
cling vdi bita &n (xem thém phén Dugc déng hoc va phan Cédnh bédo
va than trong khi dong thuéc).

Bénh nhén cao tudi

Bé&nh nhan cao tudi c6 thé cé muc dd nhay cam trimetazidin cao hon
binh thudng do sy suy gidm chiic ning than theo tudi tdc (xem thém
phén Duge déng hoc). o] nhiing bénh nhan cao tudi bi suy than muc
dd trung binh (dd thanh thai creatinin [30 - 60 ml/phut], liéu khuyén
céo s dyungla 1 vién 35 mg, diing vao budi séng, dung cling vdibira
&n. Can than trong khi tinh toan liéu ding déi vdi b&nh nhan cao tudi
(xem thém phdn Cdnh bdo va thdn trong khi ding thudc).

Tré em

Mic dd an toan va hiéu qua cla trimetazidin ddi v8i bénh nhan dugi
18 tudi chua dugc danh gia. Hién khong c6 di liéu trén ddi tugng
bénh nhan nay.

Cachdung

Ding dudng udng. Udng cung bita an.

NE&u quén diing thudc, bd qua li8u da quén, 1ap lai lich udng thudc
nhu binh thuéng. Khéng stt dyng gép dbiliéu dé bu liéu da quén.

CHONG CHIBINH

- Qué mén déi vdi thanh phan hoat chét hoAc bat ¢l thanh phan té
dugc nao dugc liétké trong cong thic bao ché san phdm.

- Bénh nhan Parkinson, c6 triéu ching Parkinson, run, hdi ching
chén khéng nghlva céc rdiloan van ddng c6 lién quan khéc.

- Suythannéng (dd thanh thai creatinin < 30 mi/phut).

CANH BAO VA THAN TRONG KHIDUNG THUOC

SaVi Trimetazidine 35MR khéng phai la thudc chia dau thdt nguc,
ciing khéng dugc chidinh diéu tri ban ddu cho dau thét nguc khéng 6n
dinh, hodc nhéi mdu co tim, trong gian doan diéu tri ngoai trd hodc

trong nhing ngay ddu nhap vién.

Trong trudng hgp bénh nhan bj dau thdt ngyc, viéc ddnh gid lai bénh
déng mach vanh la c4n thiét, va viéc didu chinh ché dé tri liéu phai
dugc xem xét (didu trj blng thudc va c6 thé tai théng mach mau).

- Trimetazidin c6 thé gay ra hodc lam trdm trong thém triéu chiing
Parkinson (run, vin ddng cham va khé khan, ting trudng lyic cd), do
d6 bénh nhan, nhat 1a cac bénh nhan cao tui cdn dugc kim tra va
theo ddi thuding xuyén. Trong céc trudng hgp nghi ngd, bé&nh nhan
¢An dugc dua t6i céc béc sTchuyén khoa than kinh dé dugc kiém tra
thich hgp.

- Khi gép ph&icédc réiloan vin dfng nhu céc triéu chitng Parkinson,
héi chitng chan bt rdt, run, dang di khdng viing, cén ngay lap tuc
ngung sl dyng trimetazidin.

- Céc trudng hgp nay it xay ra va thudng héi phuc sau khi ngung
diing thu6c. Phén I6n bénh nhan héi phyc sau khi ngung thudc
khodng 4 thang. Néu céc triéu chiing Parkinson ti€p tyc xdy ra qué 4
thang sau khi difng thuc, cdn tham vén céc bac sTchuyén khoa than
kinh.

- C6 thé gap bidu hién nhu ngd, déng di khdng vitng hoac tut huyét
&p, dic biét & cac bénh nhan dang dung céc thuSc diéu tri ting
huy&t ap (xem thém phan T4c dung khéng mong mudn).

- Cénthan trong khi ké don trimetazidin cho d8itugng bénh nhén cé
mufc dd nhay cam cao nhu:

» Bénh nhan suy than muc dé trung binh. (Xem th&m phén Liéu
diing, cach diing va phdn Dugc ddng hoc).

« B&nhnhantrén 75 tudi. (Xem thém phén Liéu ding, cach ding).

sUDYNG THUOC CHO PHYNU CO THAI VA CHO CON BU
Thdiky mang thai

Nhiing két qua nghién cifu trén ddng vat chua khang dinh chdc chén
c6 hay khéng tdc dung gay quai thai clia trimetazidin.

Chua cé dii bing chifng Iam sang dé loai trif nguy cd gay dj tat thai
nhi.

T6&t nhat khdng dung SaVi Trimetazidine 35MR trong khi mang thai.
Thdi ky chocon bu

Chua c6 bang ching vé sy cé mét cla trimetazidin trong sita me, do
dé Iya chon t8t nh&t 1a khéng nén cho con bi trong sudt thdi gian
didu tri bAng trimetazidin.

Kha néng sinh sdn

Céc nghién ciru ddc tinh khdng cho thay trimetazidin ¢6 4nh hudng
dén kha nang sinh s&n & chudt duc va chudtcai.

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

Trimetazidin c6 thé gay cac triéu chiing nhu chéng mat, lo mo; do
vay c6 thé &nh hudng dén kha néng l4i xe va van hanh may méc. Do
d6, khdng nén ding thudc cho nhitng déi tugng nay.

TUONG TAC, TUONG KY CUA THUSC

Tudng tac clia thude

Hién nay chua thdy c6 tudng tac véi thudc ndo. Trimetazidin khéng
phéi la-mdt thudc gay cdm ung hodc thudc gay Uc ché enzym
chuyén hoa thudc & gan va nhu vay cé nhiéu kha néing trimetazidin
khéng tuong tac vdinhidu thudc chuyén héa d gan.

Du sao vAn cln than trong theo dbi khi ph8i hgp véi métthudc khéc.,
Tudng ky clia thudc

Do khéng cé cac nghién cifu vé tinh tuong ky cla thudc, khéng tron
I&n thubc nay vdi cac thudc khdc.

TAC DUNG KHONG MONG MUGN CUA THUOC (ADR)

Gi6ng nhu tit ca cac loai thu8c khdc, trimetazidin c6 thé cé mdt sé
tac dung khéng mong muén, méac di khéng phéi xay ra véitat ca moi
nguai.

Tomtitcac ADR

R4t thudng gap (2 1/10); thudng gap (2 1/100, < 1/10); it gap (=
1/1000, < 1/100), hiém gép (2 1/10000, < 1/1000); r&t hi&m gap (<
1/10000); Khdng rd (khdng thé tinh toan dugc dya vao nhilng s6 ligu
hiéncd).
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Hudng dén céch xif tri ADR

Phai ngung diing thudc khi cé biéu hién tdc dung khdng mong mudn

néng va ap dung bién phap diéu trj kip thdi.

QUA LIEU VA CACH XU TR

Théng tin hién cé trong trudng hgp qua liéu vdi trimetazidin bi-han .

ché. Chili y&u la diéu trj triéu ching.

DUQC LUCHOQC

Nhém duge ly: ThuSc chéng dau that ngye/ Chéng thi§u mau cd tim

cucbd.
M& ATC: CO1EB1S5.
Cdchétacdong

Trimetazidin gitip bao tén sy chuyén hda nang lugng clia t& bao khi
thi€u oxy hoac thi€u mau cuc bd, ngén chin sy mat ATP ndibao. Do
dé, ddm bao hoat ddng clia bom ion va théng lugng clia mang natri-
kali va duy tri can b&ng ndi moité bao.

Trimetazidin (fc ch& qua trinh beta oxy héa céc acid béo bang céach

Uc ché& cac enzym 3-ketoacyl-CoA thiolase chudi dai d t& bao thiéu
mdu cyc bd, ndng lugng thu dugc trong qua trinh oxy héa glucose
cén tiéu thy oxy it hon so vdi qua trinh beta oxy héa. Viéc thic déy
oxy héa glucose sé gilp t3i Uu cac qud trinh nang Iugng & bao. Do
d6 duy tri dugc chuyén héa néng lugng thich hgp trong thdi gian
thiéu méau.

& nhitng bé&nh nhan thi&u mAu tim cyc bd, trimetazidin hoat dong
nhu mét chat chuyén héa, gitp bao tén mifc nang lugng phosphat
cao ndi bao trong té€ bao cd tim. Trimetazidin c6 tac dyng chéng thi§u
mau cyc bd nhung khdng anh hudng dén huyétdong.

DUGC PONG HOC

Hép thu

Néng dd dinh trong huyét tudng dat dugc trung binh 5 gid sau khi
ding thude. Trong vong 24 gid, néng db trong huyét tuong dugc duy
trl & muc I6n hdn hodc bang 75% ndng dd dinh trong 11 gid. Thai
gian dattrang thai 6n dinh cham nh&t sau 60 gid. Dudc dong hoc clia
trimetazidin khéng bj anh hudng bdithic &n.

Phénbd

V@i thé tich phan bg 4,8 lit/kg cho thdy muc dd khuéch tan t&t clia
thudc d&n cac md. TT1é lién két protein thap, gia trj do dugc in vitro1a
16%.

Thaitrii

Thdi gian ban thai cha trimetazidin la 7 gid & nhiing tinh nguyén vién
tré khde manh, 12 gié 4 nhitng d8i tugng trén 65 tudi. Thudc dugc
dao thai chl y8u qua nudc tiéu dudi dang chua chuyén héa.
Trimetazidin cling c6 thai trif qua gan nhung miic dd thdp hon, dd
thanh thai qua gan gidm theo tudi. Téng d6 thanh thai trimetazidin 1a
ké&t qua chi yéu ciia d6 thanh thai & than va tuong quan vdi dé thanh
thai creatinin, do thanh thai & gan & muc dé thdp hon va gidm theo do
tudi.

Déitugng dic bigt

Nguoicao tudi

N&ng dd véi trimetazidin ¢6 thé tang & ngudi cao tudi do chic ning
than suy giam. M&t nghién clu duge ddng hoc duge thuc hién &
ngudi tham gia tir 75 - 84 tudi hodc = 85 tudi bj suy than & mic dé
trung binh (46 thanh thai creatinin [30 - 60 ml/phut] cho thdy néng dd
vdi trimetazidin tAng tudng dng 1,0 va 1,3 18n so vdi ngudi tii 30 - 65
tudi bi suy than & mutc do trung binh.

Ngudisuy thin

N&ng dd véi trimetazidin gdp 1,7 1an & bénh nhan suy than mirc dd
trung binh (dd thanh thai creatinin [30 - 60 ml/phut] va 3,1 1&n d bénh
nhéan suy than mdic dd ndng (dd thanh thai creatinin < 30 mi/phuit) so
vdinguditinh nguyén khde manh c6 chic ning than binh thudng.
Tréem

Chua c6 cac nghién cliu dugc ddng hoc clia trimetazidin trén tré em
(< 18 tudi).

QUY CACH PONG GOI: Hop 03 vix 10 vién.

PIEU KIEN BAO QUAN: Nai khd, nhiét & khéng qué 30 °C, tranh
anh sang.

~HAN DUNG: 36Thang k&T ngay s&n xuét.

TIEU CHUAN CHAT LUQNG: Tiéu chudn co sd.

Co so san xuat

TRACH NHIEM TRON VEN

CONG TY C6 PHAN DUQC PHAM SAVI (SaWipharm J.S.C)

Lo Z.01-02-03a Khu Cong nghiép trong Khu Ché xuét Tan Thuén,
Phudng Tan Thuén Béng, Quan 7, Thanh ph& H6 Chi Minh.

Dién thoai: (84.28) 37700142-143-144 - Fax: (84.28) 37700145
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