NOI DUNG TO HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

RX THUOC BAN THEO BON

DOPADIN®20 mg

e Docky huéng dan sirdung trudc khidung.

e Péxatamtaytréem.

e Théng bao ngay cho bac si hoic dugc sinhiing taic dung khéng mong muén
gap phaikhisttdung thuéc.

THANH PHAN:
Méi vién nén bao phim chra:
- Trimetazidin dihydroclorid 20mg
-Ta dugc:Tinh bot ngd, Mannitol, Povidon K90, Magnesi stearat, Talc, Hydroxypropyl
methylcellulose 15cP, Hydroxypropyl methylcellulose 6¢P, Polyethylen glycol 6000,
Glycerin, Titan dioxid, Talc, Mau Ponceau 4R lake, Mau Sunset yellow lake.
DANG BAO CHE:Vién nén bao phim.
QUY CACHPONG GOI:
Ho6p 1vix30vién,hép 2 vix30vién,hdp 10vix30vién.
DUGCLUCHOC:
Nhém dugcly: Thudc tim mach.
MaATC:CO1EB15
- Co ché tac dung: Trimetazidin tc ché qua trinh beta oxy hda céac acid béo bang
céch Uc ché cac enzym long-chain 3-ketoacyl-CoA thiolase & té bao thi€u mau cuc
b6, ndng lugng thu dugc trong qué trinh oxy hoa glucose can tiéu thu oxy it hon so
Vi qua trinh beta oxy héa. Viéc thic ddy oxy hoa glucose sé gilp t6i uu cac qua
trinh néng lugng té bao, do d6 duy tri dugc chuyén hda ndng lugng thich hop trong
thai gian thiéu mau.
-Tac dung dugc luc hoc: 3 nhiing bénh nhan thiéu mau tim cuc bo, trimetazidin hoat
dong nhu mét chat chuyén héa, gitip bao tén mic ning lugng phosphat cao noi
bao trong té€ bao ca tim. Trimetazidin cé tac dung chéng thi€éu mau cuc bd nhung
khéng anh hudng dén huyét dong.
DUGCHONGHOC:
Trimetazidin h&p thu nhanh khi uéng va dat néng dé dinh trong huyét tuong truéc
2 gits ké turkhi udng. Néng do t&i da cdia thudc trong huyét tuong, sau khi dung mét
liéu duy nhét trimetazidin 20 mg, dat khodng 55 ng/ml. Trang théi can bang cta
thudc trong mau dat dugc vao khoang tir 24 — 36 gid sau khi nhac lai mot liéu va rat
8n dinh trong thai gian diéu tri. V&i thé tich phan bé 4,8 lit/kg cho thdy muc d6
khuéch tan tét clia thudc dén cac mé. Tilé gan protein thap, gia tri do dugc in vitro 1a
16 %. Thai gian ban thai cla trimetazidin 1a 6 gid. Thu6c dugc dao thai chi yéu qua
nudc tiéu dudi dang chua chuyén hoa.
CHIPINH:
Chi dinh cho ngui 16n trong liéu phéap b6 sung/hé trg vao bién phép tri liéu hién c6
dé diéu tri trieu chimg &bénh nhan dau that nguc 6n dinh khéng dugc kiém soat day
du hoac bénh nhan khéng dung nap véi cac liéu phap diéu tri dau thit nguc khac.
LIEUDUNG VA CACHDUNG:
Cachdung: Dung uéng, udng thudc cling bira dn.
Liéudung:
-Liéu20mg/lanx 3 lan/ngay.
- Bénh nhan suy than muc dé trung binh (d6 thanh thai creatinin 30-60 ml/phut):
Liéu khuyén cdo 20 mg/lan x 2 1an/ngay, sang va téi (xem thém phan Chéng chi
dinh va phanThan trong khidung thuéc).
- Bénh nhan cao tudi: Bénh nhan cao tudi c6 thé cé muc d6 nhay cdm trimetazidin
cao hon binh thudng do sy suy gidam chiic ndng than theo tudi tac.

+ Dai v6i bénh nhan suy than mic dé trung binh (d6 thanh thai creatinin 30-60
ml/phut): Liéu dung khuyén cao la 20 mg/lan x 2 1an/ngay, sang va téi.

+ Can than trong khi tinh toén liéu dung déi véi bénh nhan cao tudi (xem thém
phan Chéng chidinh va phanThan trong khi dung thudc).
-D3i v6i tré em: Miic d6 an toan va hiéu qua clia trimetazidin & bénh nhan duéi 18
tudi chua dugc danh gia. Hién khéng cé dirliéu trén déi tugng bénh nhan nay.
CHONG CHiDINH:
- Qua man vdi trimetazidin hodc cac thanh phan ta dugc trong cong thiic bao ché
cliasan pham.

- Bénh nhan Parkinson, ngudi bénh c6 triéu chiing Parkinson, run, héi chiing chan
khéng nghiva cacrdiloan van déng cé lién quan khac.

-Suy than ndng (d6 thanh thai creatinin <30 ml/phut).

THANTRONG KHIDUNG THUGC:

-Khidung cho phu nircé thai hodc dang cho con b, nén can nhéc gitta hiéu qua va
hauqua.

- Trimetazidin c6 thé gay ra hoc lam trdm trong thém triéu chiing Parkinson (run,
van dong cham va kho khan, tang truong luc cd), do d6 bénh nhan, nhat Ia cac bénh
nhan cao tudi can dugc kiém tra va theo ddi thudng xuyén. Trong cac trudng hop
nghi ngd, bénh nhan cin dugc dua tdi cac bac si chuyén khoa than kinh dé dugc
kiém tra thich hop.

- Khi gdp phai cac réi loan van dong nhu cac triéu chimng Parkinson, hoi chiing chan
khéng ngh, run, dang di khéng viing can ngay lap tic ngiing sttdung trimetazidin.
Céc truong hop nay it xay ra va thudng héi phuc sau khi nging thudc. Phéan I6n
bénh nhan héi phuc sau khi ngung thuéc khodng 4 thang. Néu cac triéu ching
Parkinson ti€p tuc xay ra qua 4 thang sau khi diing thuéc, can tham van cac bac si
chuyénkhoathankinh.

- C6 thé gap biéu hién nga, dang di khéng vitng hodc ha huyét ap, dac biét & cac
bénh nhan dang dung cac thudc diéu tri tang huyét ap.

- Can than trong khi ké don trimetazidin cho d6i tugng bénh nhan cé muc do nhay
cdm cao nhu: Bénh nhan suy than mic d6 trung binh, bénh nhan trén 75 tudi.
Phunircé thaivacho conbu:

- Thai ky mang thai: Cac nghién ctu trén dong vat chua khang dinh chic chan c6
hay khéng tac dung gay qudi thai cla trimetazidin. Chua cé du bang chiing lam
sang dé loai trir nguy co gay di tat thai nhi. T6t nhat khéng dung trimetazidin trong
khimang thai.

-Thai ky cho con bu: Khéng 6 s6 liéu vé su c6 mat ctia trimetazidin trong sita me.
Tuy nhién, khéng nén cho con bu trong thdi gian diéu tri.

Anh huéng ctia thuéc d6i véi cdng viéc (ngudi van hanh may méc, dang lai tau
xe, ngudilam viéctrén cao va cac truong hop khac):

Trimetazidin c6 thé gay cac triéu chiing nhu chéng mt va lo ma, do vay cé thé anh
hudng dén kha nang lai xe, van hanh may mac, lam viéc trén cao va cac trudng hgp
khac.

TUONGTAC CUATHUOCVGI CACTHUOC KHACVA CACLOAITUONGTACKHAC:
Mac du chua cé tuong tac thudc nao dugc ghi nhan. Tuy nhién, can than trong theo
doi khi phéi hgp véi mét sé thudc khac.

TACDUNG KHONG MONG MUON (ADR):

-Thudng gap: Chéng mat, dau dau, dau bung, tiéu chay, kho tiéu, buén nén vanén,
ma&n nglra, may day, suy nhugc.

- Hiém gdp: Danh tréng nguc, hdi hdp, ngoai tam thu, tim dap nhanh, ha huyét ap
déng mach, ha huyét dp thé diing, cé thé dan dén khé chiu, chéng mat hodc nga,
dac biét & cac bénh nhan dang diéu tri bang cac thuéc chéng tang huyét ap, dé
bing mat.

-Tac dung phu khéng ré tan suat: Triéu ching Parkinson (run, van dong cham va
khoé khan, tang truong luc ca), dang di khong viing, hoi chiing chan khéng nghi, cac
réi loan van dong co lién quan khac, thudng cé thé héi phuc sau khi ngting thudc.
R&i loan gidc ngu (mat ngd, lo mo). Tao bén, ngoai ban mun mu toan than cap tinh
(AGEP), phu mach, mat bach cau hat, gidm tiéu cau, ban xu4t huyét gidm tiéu cau,
viémgan.

Tan suat tac dung khéng mong muén dugc dinh nghia nhu sau: R4t thudng gap
(ADR = 1/10), thudng gép (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém
g3p (1/10000 < ADR < 1/1000), r4t hiém gap (ADR < 1/10000).

QUALIEUVA CACH XU TRI:

Triéu chiing va biéu hién khistrdung thuéc qua liéu:

Chuacénhiéudirliéuvé sttdung quéliéu.

Cachxutriqualiéu:

Trudng hgp qué liéu nén diéu tritriéu ching.

DIEU KIEN BAO QUAN: Noi khé, nhiét d6 dudi 30°C, tranh anh sang.

HANDUNG CUATHUOC: 36 thang ké tirngay san xuat.

CO SG SAN XUAT:

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO

Bia chi: S6 66, Qudc 16 30, Phudng My Phu, Thanh phé Cao Lanh, Tinh
DongThap

DOMESCO Diénthoai:0277.3851950

NGAY XEM XET SUA DGI, CAP NHAT LAI NOI DUNG HUGNG DAN sUDUNG
THUOC:16/04/2019.

NOI DUNG TO HUGNG DAN SU DUNG THUGC CHO BENH NHAN

RX THUOC BAN THEO BON

DOPADIN®20 mg

© Docky huéng dan sirdung trudc khidung.

e Déxatamtaytréem.

© Thudcnay chidung theo don ctia bacsi.

e Théng bao ngay cho bac si hoac dugc si nhiing tac dung khéng mong muén
gap phai khi sirdung thuéc.

o Hay giiflai td huéng dan sirdung; ban cé thé can phai doc lai.

© Thudc nay chi dugc ké don cho ban. Khéng dua thudc cho ngudi khac vithuéc
nay c6 thé khéng tét cho ho ngay ca khiho ¢6 triéu chiing giéng nhu ctia ban.

THANH PHAN, HAM LUGNG CUATHUOC:

Méi vién nén bao phim chita:

-Trimetazidin dihydroclorid 20mg
-Tadugc: Tinh bot ngd, Mannitol, Povidon K90, Magnesi stearat, Talc, Hydroxypropyl
methylcellulose 15cP, Hydroxypropyl methylcellulose 6¢P, Polyethylen glycol 6000,
Glycerin, Titan dioxid, Talc, Mau Ponceau 4R lake, Mau Sunset yellow lake.

MOTA SANPHAM:

Dang bao ché:Vién nén bao phim.

Hinh thuc: Vién nén bao phim mau dd, hinh tron, hai mat16i, nhan thudc bén trong
mautréng

QUY CACHPONG GOI:

Hop 1 vix30vién, hop 2vix30vién,hop 10vix30vién.

THUOC DUNG CHO BENH GI?

Chi dinh cho ngui 16n trong liéu phap b8 sung/ho trg vao bién phép tri liéu hién c6
dédiéu tritriéu chiing &bénh nhan dauthét ngucén dinh khong dugc kiém soat day
dd hodc bénh nhan khéng dung nap véi cac liéu phap diéu tri dau that nguc khac.
NEN DUNG THUOC NAY NHUTHE NAOVA LIEU LUGNG?

Pudng dung: Dudng uéng.

Cach duing: Dung uéng, uéng thudc cung bita &n.

Liéudung:

Luén luén phai dung thuéc ding nhu béc si da chi dinh. Néu ban khong chac da
duang, hay hoilai bac si. Tiép tuc strdung thudc theo dung chidinh clia bac singay ca
khi ban cdm thdy t6t han. Néu ban diing thuéc qua sém, ban cé thé tai phat bénh.
Hay bao cado vdi bac sinéu ban cam thay thudc c6 tac dung qua manh hodc khéng
dlmanh.

Liéuthudngding:

-Liéu20 mg/lanx 3 1an/ngay.

- Ngu@i c6 bénh suy thdn: Bénh nhan suy than muc d6 trung binh (d6 thanh thai
creatinin 30-60 ml/phut): Liéu khuyén cao 20 mg/lan x 2 1an/ngay, sang va t6i (xem
thém phan Khi nao khéng nén diing thudc nay va phan Nhitng diéu can than trong
khidung thudc nay).

- Ngui cao tudi: Bénh nhan cao tudi c6 thé cé muc do nhay cam trimetazidin cao
honbinh thudng do su'suy giam chiicnang than theo tuditac.

+ D4i v6i bénh nhan suy than mdc dé trung binh (d6 thanh thai creatinin 30-60
ml/phat): Liéu dung khuyén caola 20 mg/lanx 2 Ian/ngay, sang vatoi.

+ Can than trong khi tinh toan liéu dung d6i véi bénh nhan cao tudi (xem thém
phan Khi nao khéng nén dung thudc nay va phan Nhung diéu can than trong khi
dungthuécnay).

- Tré em: MUic d6 an toan va hiéu qua cla trimetazidin & bénh nhan dudi 18 tudi
chuadugcdanh gia. Hién khong codirliéutrén doituong bénhnhan nay.

KHI NAO KHONG NEN DUNGTHUGCNAY?

- Qua man vai trimetazidin hodc cac thanh phén ta dugc trong cong thiic bao ché
cliasan pham.

- Bénh nhan Parkinson, ngu‘fji bénh c6 triéu chiing Parkinson, run, hoi chiing chan
khéng nghiva cacrdiloan van dong co lién quan khac.

-Suy than nang (d6 thanh théi creatinin <30 ml/phut).

TAC DUNG KHONG MONG MUOGN:

Clng nhu cac thudc khac, DOPADIN 20 mg c6 thé gay ra cac tdc dung phu, mic du
khéng phaibénh nhan nao cling gap phai.

Thong bao ngay cho béc si hodc dugc si nhiing tac dung khéng mong mudn gap
phaikhistrdung thudc.

Néu tac dung khéng mong mudn nao trd nén nghiém trong hodc néu ban phat
hién tac dung khéng mong mudn chua dugc dé cap trong t& hudng dan nay, hay
béo cdo cho bécsicliaban biét.

-Thudng gap: Chdng mat, dau dau, dau bung, tiéu chay, kho tiéu, buén nén vanén,
man ngla, may day, suy nhugc.

- Hiém gap: Danh tréng nguc, hdi hdp, ngoai tdm thu, tim dap nhanh, ha huyét 4p

dong mach, ha huyét ap thé diing, c6 thé dan den kho chiu, chéng mat hodc nga, dac
biét & cac bénh nhan dang diéu tri bang cac thuéc chéng tang huyet ap,do bu’ng mat.
-Tac dung phu khéng ré tan sudt: Triéu chiing Parkinson (run, van déng cham va kho
khan, téng truong luc o), dang di khong v(mg, héi chiing chan khéng nghi, cac r6i
loan van dong 6 lién quan khéc, thudng cé thé héi phuc sau khi ngung thudc. Réi
loan gidcngl (mat ngu lomao).Tao bon, ngoa| ban mun mitoan than captlnh (AGEP),
phumach, mat bach cdu hat, gidm tiéu cau, ban xust huyét gidm tiéu cau, viém gan.
Tan suat tac dung khéng mong muén dugc dinh nghia nhu sau: R4t thudng gap
(ADR=1/10), thuong gap(1/100<ADR< 1/10),itgdp (1/1000 < ADR < 1/100), hiém
gap (1/10000 < ADR < 1/1000), rat hiém gap (ADR<1/1 0000).
NENTRANH DUNG NHUNG THUGC HOAC THUC PHAM GI KHI DANG SU DUNG
THUOCNAY?
Thucpham: Thic anva dé uéng khong cé anh hudng dén tac dung cliathudc.
Dung cacthudckhac:
-Théng tin véibacsidanh sach tit ca cacthuécmaban dang sitdung.
Mac du chua cé tuong tac thuéc nao dugc ghinhan. Tuy nhién, can than trong theo
d0| khi phéi hgp véi mét s6 thuoc khac.
CANLAMGIKHIMOTLAN QUEN KHONGDUNGTHUGC?
Diéu quantrong| 1a ban phai uéngthuéc dung liéudung nhubac sida chidinh.
Néuban quén uong mot liéu dung, hay uong ngay khinhgra. Néu thai gian gan voi
lan dung thuéc tiép theo, bd qua liéu da quén va hay dung liéu ti€p theo vao thoi
gian thudng1é. Khong dung liéu gap doi débuvaoliéudaquen.
CAN BAOQUANTHUéC NAY NHUTHENAO?
Bao quan thuéc nai kho, nhiét d6 duci 30 °C, tranh anh sang.
NHUNG DAU HIEUVATRIEU CHUNG KHI DUNG THUGC QUA LIEU?
Chuacénhiéu ditliéuvé sudung qualiéu.
CAN PHAILAM GI KHIDUNG THUGOC QUALIEUKHUYEN CAO?
Cachxutriqualiéu:
-Néu ban hay bat ky ai khac (nhutré em) udng qua nhiéu vién thuéc, hay gap ngay
bac sthodc téi khoa Héistc - Cap ctiu clia bénh vién gan nhat.
-Trudng hcp qualiéunén diéutritriéu chung
NHUNGBIEU CANTHANTRONGKHI DUNGTHUGOCNAY:
-Khi diing cho phu nit c6 thai hogc dang cho con b, nén can nhic gitra hiéu qua va
hau qua.
- Trimetazidin c6 thé gay ra hodc lam trdm trong thém triéu chiing Parkinson (run,
van déng cham va khé khan, téng truong luc co), do d6 bénh nhan, nhat la cac bénh
nhan cao tuéi can dugc kiém tra va theo déi thudng xuyén. Trong cac trudng hgp
nghi ngd, bénh nhan can dugc dua téi cac bac si chuyén khoa than kinh dé dugc
kiém tra thich hgp.
- Khi gap phai cac réiloan van dong nhu cac triéu chiing Parkinson, hdi chiing chan
khéng nghi, run, dang di khéng viing can ngay 1ap tic ngiing st dung trimetazidin.
Céc truong hop nay it xay ra va thuang héi phuc sau khi nging thudc. Phéan I16n
bénh nhan hoi phuc sau khi ngung thuéc khoang 4 thang. Néu cac triéu ching
Parkinson tiép tuc xdy ra qué 4 thang sau khi diing thudc, can tham vén cac bac si
chuyén khoathankinh.
- C6 thé gap biéu hién nga, dang di khéng viing hodc ha huyét ap, dac biét & cac
bénhnhandang dung cacthudcdiéutritang huyetap
- Can than trong khi ké don trimetazidin cho déi tugng bénh nhan c6 muic d6 nhay
cdm cao nhu: Bénh nhan suy than muic d6 trung binh, bénh nhan trén 75 tudi.
Phunircé thaivachoconbu:
Théngbao véibacsinéuban dang mang thai hay cho conbu.
- Thai ky mang thai: Cac nghién ctu trén déng vat chua khéng dinh chéc chén c6
hay khéng tac dung gay quadi thai cla trimetazidin. Chua c6 dt bang chiing lam
sang dé loai trir nguy co gay di tat thai nhi. T6t nhat khong dung trimetazidin trong
khimang thai.
-Thai ky cho con bu: Khéng ¢ s6 liéu vé su cé mat cla trimetazidin trong siia me.
Tuy nhién, khong nénchoconbu trong thai gian didutri.
Anh huéng ciia thudc d6i vei r.ong viéc (ngudivan hanh may méc, dang lai tau
xe, ngudilam viéctrén cao vacactruong hop Kkhac):
Trimetazidin c6 thé gay cac triéu ching nhu chéng mat va lo mo, do vay c6 thé anh
hudng dén khé nang lai xe, van hanh mdy moc, lam viéc trén cao va cac trudng hop
khac.
KHINAO CANTHAMVAN BAC STHOAC DUGC Si?
T huéng dan sit dung néu tém tat cac thong tin quan trong ciia thuéc. Néu
canthém théngtin, xin héiykién bacsihodcduogcsi.
HAN DUNG CUATHUOC 36thang ketungay sanxuat.
CG SO SAN XUAT:
CONG TY €6 PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: S6 66, Qudc 16 30, Phudng My Phu, Thanh phé Cao Lanh, Tinh
DoéngThap
pomesco  Diénthoai:0277.3851950
NGAY XEM XET SUA D61, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUOGC:16/04/2019.
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