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Céng ty Cb Phin S.P.M T hwéng dn siv dung thube - MEDIREL

Rx

MEDIREL

BDE XA TAM TAY CUA TRE EM
BOC KY HUONG DAN SU DUNG TRUOC KHI DUNG
THUOC NAY CHI DUNG THEO PON THUOC
1. Thanh phin céng thic thufe:
MGi vién nén bao phim chira:
Thanh phé\m hoat chdt: Trimetazidin.2HCI .......... 20,00 mg

Thanh phfm ta duqc: Mannitol, Starch 1500, Magnesi stearat, Silicon dioxid, HPMC 615, PEG 6000, Titan dioxid, Talc, Ponceau
4R, Nudec tinh khiét, Ethanol 96%

2. Dang bao ché
Vién nén bao phim,
Vién nén bao phim mau do, hinh try trén, canh va thanh vién lanh Ign,
3. Chi dinh:
Chi djnh cho ngudi 16m nhur 13 lidu phap bd sung/hd trg vao bién phap tri lidu hidn ¢6 dé didu trj tridu chimg dau thit ngye dn dinh
khéng duge kiém sodt ddy di hodic bénh nhan khong dung nap véi céc liéu phéap diéu tri dau thit ngue khéc.
4. Litu ding va cich ding: Ding udng
Lidu ding 1a 1 vién 20mg trimetazidin, 3 IAn mdt ngdy trong biva an.
Ciic dbi twgng diic bidt:
Ngudi suy thén:
D6 thanh thai creatinin tie 30 - 60 mliphiit (suy thdn vira): 1 vign (20mg)/lin x 2 1in/ngay ubng véao budi sing va budi ti, cing
bira &n (xem ph%‘m Canh bdo va than trong khi dimg thude va Cde dic tinh duge dong hoc).
Neudi cao tudi:
Bénh nhén cao tudi c6 mirc dd nhay cam cao trimetazidine do giam chirc ning thin lién quan dén tudi (xem phin Cde dic tinh

dirgre ding hoc). O nhing bgnh nhén bj suy thin vira (d¢ thanh thai creatinine 30-60 ml/phiit) liéu khuyén cdo 13 1 vién (20mg)
x 2 l&n/ngdy, udng vao budi sdng va budi tdi cling bira an.

Chudn dé lidu & bénh nhan cao tudi nén duge thye hién thin trong (xem phén Canh bdo vé thdn trong khi dimg thuoc).
Tré em: Sy an todn va higu qua cia trimetazidin & tré em dudi 18 tudi chira duge thiét lap.
5. Chiing chi dinh:
- Qué mén véi bt cir thanh phin ndo cua thuée,
- Bénh nhin Parkinson, ¢6 tri¢u chimg Parkinson, run, hji chimg chén khong nghi va cac rbi loan van dong cé lién quan khéc.
- Suy thén n@ng (d§ thanh thai creatinin < 30ml/phut).

6. Cinh bio va than trong khi ding thufc:
Nhin chung, khéng khuyén diing thudc nay trong thoi ky cho con bu.
Khéng ding thude ndy cho bénh nhan khi dang 1&n con dau thit ngue, hoiic khéng ding thude dé didu trj con dau thét ngue khong
n dinh. Khéng dung thude dé didu trj nhdi méu co tim.
Théing bao ngay cho béc si khi 1én con dau thit ngue. Co thé gdy ra hodic lam trém trong thém tri¢u chimg Parkinson (run, vin
ddng chim va khod khan, ting truong luc co), do dd bénh nhén, nhét 12 cac bénh nhén cao twdi cn duge kiém tra va theo di
thudmg xuyén, Trong céc trudng hop nghi ngd, bénh nhén cin duge dua t6i cac bac sT chuyén khoa thin kinh ¢é duge kiém tra
thich hop. Khi gap phai céc ri loan vén dong nhu cic triéu chiing Parkinson, hdi chiing bt rit, run, ding di khéng viing cin
ngay lap tire ngimg sir dung trimetazidine.
Nhimng trudng hop ndy cé ty 1& méc thip va thudmg hdi phuc sau khi ngimg diéu tri, Phin 6n bénh nhan da hdi phuc trong vong 4
thang sau khi ngimg trimetazidine. Néu trigu chiing parkinson kéo dai hon 4 thang sau khi ngimg thudc, nén tim kidm y kién cia
béc si chuyén khoa thén kinh.
C6 thé gip biéu hién ngd, ddng di khong viing hogc tut huyét dp, dic biét & nhing bénh nhén dang didu trj tang huyét 4p (xem
phéin Tdc dung khéng mong muén).
Chin thin trong khi k& don trimetazidine & nhitng bénh nhan ¢6 mire dd nhay cam cao nhu (xem thém Lidu dimg var cdch dimg):
- Bénh nhén suy than mirc d§ trung binh
- Bé&nh nhan cao tudi trén 75 tudi
Td duge: MEDIREL c6 chira Ponceau 4R c¢6 thé gdy ra phan img di ting.

MEDIREL cé chira manniol, ¢ thé c6 tac dung nhudn trudng nhe.,

7. Sir dyng thube eho phy nir ¢6 thai va cho con bi:
Phu nit co thai:
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Céong ty C6 Phin S.P.M T hwéng diin sir dung thuéec - MEDIREL
- Nhimng két qua nghién ciru trén dong vit chura khing dinh chiic chin c6 hay khéng tdc dung gdy quéi thal cua Tnme
- Chuacé di bﬁng chimng 1am sang dé loai trir nguy co gy di tit thai nhi. s
- Tét nhit khéng diing Trimetazidin trong khi mang thai.
Pl nit cho con bii:
- Chuacéd bf’ulg chimg vé& sir ¢6 mit ctia Trimetazidin trong sita m¢, do dd lyra chon 16t nhét 13 khéng nén cho (:011 bu Tf’
thoi gian diéu trj bing Trimetazidin.

Kha ndng sinh san

- Céc nghién ciru doc tinh sinh san cho thiy khong c6 anh hudng dén kha ning sinh san ctia chudt cai hojc chudt duc

taz1dm \C
ING r‘r

\

8. Anh huéng ciia thude Ién kha ning ldi xe, viin hanh mdy méc:

Trimetazidine khéng cd tdc dung huyét dong trong cdc nghién ciru 1am sang, tuy nhién céc trudng hop chéng mat va budn ngu da
duge quan sat théy trong kinh nghigm hiu mai (xem phin Tde dung khdng mong mudn), c6 thé anh huong dén kha nang I4i xe va
str dung may mée.

9. Twong tae, twong ky, ciia thude:

Trimetazidin khong phai 13 mot thudc gdy cam (ng hoic thudc gy tc ché enzym chuyén hoa thude & gan va nhur vy ¢6 nhidu kha
ning Trimetazidin khdng twong tac véi nhidu thude chuyén héa & gan.

Do khong ¢6 cic nghién ciru vé tinh tuong ky cta thude, khong trén 18n thudc nay véi cac thude khéc.

10, Téc dung khing mong muén ciia thude:
Bang ligt ké cdc tac dung khdng mong muén
Trimetazidine ¢6 thé gdy ra céc téc dung khéng mong mudn duge xép hang theo tAn sut sau:

Ral phd bién (= 1/10); phd bién (= I/100 dén <1/10); khong pho bién (= 1/1000 dén <1/100); hiém (= 1/10000 dén <1/1000); rét
hiém (<1/10000), khéng rd (khéng thé ude tinh tir dit lidu ¢6 sin).

Hg théng cfc co quan TAn suét Téc dyng khéng mong mubn

Réi loan h¢ thin kinh Phé bién Chéng mit, dau ddu

Khéng ré Cée tri¢u ching Parkinsonia (run, sur liét co, tang truoang lye ca), mét déang di,
héi chitng chédn l\hong yén, céc réi logn van déng lidgn quan khac, thudng hdi
phuc sau khi ngimg dicu trj

Khéngrs | Réiloan gific nga (mét ngd, lo mo)

R&i loan tai vd mé Khong ro Chéng mit

dao

Réi loan tim mach Hiém Dénh tréng nguce, ngoai tdm thu, nhip tim nhanh

R&i loan mach méu Hiém Ha huyét 4p dong mach, ha huyét ap thé dimg c6 thé lién quan dén kho chiu,
chong mat hodc ngé, dic bi¢t & nhimg bénh nhan dang dicu trj ha huyet 4p, bde
hoa

Réi loan titu héa Phé bién DPau bung, tiéu chay, kho tiéu, budn ndn va non

Khéng ro Téo bén
Réi loan da va md Phé bién Phét ban, ngira, ndi mé day
duwdida

Khong rd Ngoai ban myn mt toan than cAp tinh (AGEP), phi mach

R6i logn toan thén va | Phd bién Suy nhuge

tai chd
RSi loan hé théng | Khongro | Mét bach cdu hat
mAu va bach huyét Giam tidu chn
Ban xudt huyét giam tiéu ciu
Ré&i logn gan mét Khéng ro Viém gan

THONG BAQ NGAY CHO BAC STNHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC,
11, Qué lidu va céch xir tri:

Thong tin ¢6 sin vé& qua lidu Trimetazidine con han ché, Piéu trj triéu chimg khi co.

12, Céc diic tinh dwge lye hoe:

Nhém duge 19: Thube chéng dau thit ngye khac.

Mi ATC: COIEB1S5 (C: hé tim mach).

Co ché tdc dong:

Trimetazidin duy tri dugc chuyén hoa ning lugng cia té bao thiéu oxygen hogc thidu mau cyc bo, nén ng’m duge sy tut giam ham
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Céng ty C Phin S.P.M T hwéng din st dung thubc — MEDIREL 3

lirgng ATP ndi bao. Do vy, Trimetazidin dam béo sy hoat dong clia cdc bom ion, cic dong natri, kali qua mang va duy tri tinh hing
dinh ndi méi ctia té bao.
Trimetazidine trc ché quétrinh oxy hda acid béo bang céch ngan chiin 3-ketoacyl-CoA thiolase chudi dai, gitip ting cudng qud trinh
oxy héa glucose. Trong mét té bao thidu méu cyc b, nﬁng lrgng thu duge trong qué trinh oxy héa glucose doi hai tiéu thu oxy it
hon so v&i qua trinh oxy hoa. Kha niing oxy héa glucose t8i uu hoa cic qué trinh ning lugng cia té bio, do d6 duy tri chuyén héa
ning lugng thich hgp trong qué trinh thidu mau cyc bd.
Tdc dung dugce lwe hoc
O nhitng bénh nhén méc bénh thiéu mau co tim, trimetazidine hoat déng nhu mét tac nhan chuyén hoa, bio tdn ndng dd phosphate
ndi bio cao niing lugng co tim, Téc dung chéng thiu mau cuc b dat duge ma khéng c6 tée dyng huyét dong dong thoi.
13. Cac diic tinh duge dong hoe:
Hap thu: Trimetazidin khi uéng dugc hip thu rét nhanh va dat ndng do dinh trong huyét twong trude 2 gity ké tir khi uéng. Nong d
tdi da ciia thube trong huyét trong, sau khi diing mot lidu duy nhit Trimetazidin 20 mg, dat khoang 55 ng/ml. Trang thai cin bing
ctia thudc trong méu dat duoc vao khodng tir 24 dén 36 gidr sau khi nhic lai mt lidu va rét &n dinh trong thoi gian didu tr. Vi thé
tich phan b 4,8 likg cho théy miic do khuéch tén tdt cia thube dén cde mo. Ti 1§ gin protein thép, gia tri do dugc in vitro 14 16%.
Nira doi thai trir ctia Trimetazidin 1 6 gio.
Phdn bd: Khdi lugng phén phéi o rang 12 4,8 1/ kg; lién két protein thép: cac phép do in vitro cho gia tri 16%.
Thai trir: Thube dugc dao thai cha yéu qua nude tidu dudi dang chira chuyén hoa. Thoi gian bén hiy 12 khoang 6 gio.
Tuyén tinh: Dugc déng hoc ctia Trimetazidine 12 tuyén tinh sau khi diing lidu duy nht 1&n dén 100 mg.
Lidu lap di lip lai cho thily dép ting duge dong hoc tuyén tinh thai gian.
14. Quy cich déng goi:
Hép 6 vi, hoiic hgp 30 vi, hofic hdp 50 vi x vi 10 vién nén bao phim.
15. Didu kign bdo quin, han diing, tiéu chufin ehit lwgng ciia thude:
Didu kifn bio quan: Noi khé rdo, nhiét o khong qua 30°C, trénh 4nh séng.
Han ding: 36 thang ké tir ngay san xudt.
Tiéu chufin chit lwgng cia thude: TCCS
16. Tén, dja chi ciia co s séan xuft thude:
— CONG TY CO PHAN 8.P.M (S.P.M CORPORATION)
()
< L Lo sb 51, Khu cong nghiép Tén Tao, Pudng s6 2, Phudng Tén Tao A,
Qudn Binh Tan, Thanh phin H3 Chi Minh.

f’fo')

TP Ho Chi- g\f,{;lnb ;1gay,l 3 thang/ I néim 204
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W' AR} ‘Nguyen Thé Ky
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