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To hwéng din sic dung thude

Rx Thuéc nay chi ding theo don thude

METHYLDOPA MCN 500

Vién nén bao phim
Thudc nay chi ding theo don thudce
Pé xa tim tay tré em.

DPoc ky hwéng din sir dung truwde khi diung.

THANH PHAN |

- Thanh phan duge chit: Mcthyldopa 500 mg.

- Thanh phfm ta dwoe: Acid citric khan, dinatri edetat, povidon K30, tinh bot ngd, cellulose
vi tinh thé 101, natri starch glycolat, magnesi stearat, silic dioxyd keo khan, HPMC 606, HPMC
615, PEG 6000, titan dioxyd, talc, oxyd sit vang,

DANG BAO CHE, MO TA SAN PHAM
Vién nén bao phim.
Vién nén hinh caplet, bao phim mau vang, hal mit 161, mot mat ¢6 khic vach ngang, canh va thanh

vién lanh lan. Vién ¢é thé dugce bé & vach ngang dé chia liéu.

CHI PINH
Diéu tri tang huyét 4p.

LIEU DUNG, CACH DUNG

Li¢u ding

Nguwoi lon

Liéu ban ddu: 250 mg x 2 — 3 lan/ngdy, trong hai ngay.

Chinh liéu: Liéu dung thuong duoe didu chinh trong khoang thoi gian khong dudi hai ngay, cho dén
khi dat dugc dap ing ddy du. Liéu tdi da khuyén cédo hang ngay 1a 3 g.

Nhiéu bénh nhén cam thdy budn ng trong hai hodc ba ngay déu khi diéu tri bing methyldopa hoac
khi tang lidu. Do d6, khi tang lidu, nén tang lidu vao budi tdi. .

Khi ngtmg su dung methyldopa, ting huyét ap c6 thé tro lai, thuong trong 48 gid, nhung nhin chung
khong phure tap.

Bénh nhin suy thin

Methyldopa phén lén duge dao thai qua than va bénh nhan suy giam chiic nang thin c6 thé dap tng
v6i liéu lugng thép hon.

Thube ha Imyét dp khac

Diéu tri bing methyldopa ¢6 thé duge bt dau & hau hét cac bénh nhan da diéu tri véi cic thude ha

dp khac bang cdch nglmg dan dén cée thude ha ap nay, néu can. Sau li¢u phap dicu tri ting huyét ap
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T hwéng din sir dung thube

trude do, nén gidi han liéu methyldopa ban dau khong qua 500 mg mdi ngay va ting dan theo nhu
cau cua bénh nhan trong khoang thoi gian khong it hon hai ngay.

Khi dung methyldopa cho bénh nhan dang dung thude ha ap khéic, nén chinh liéu thube ha 4p ding
déng thoi. '

C6 thé dung dong thoi 500 mg methyldopa vao 50 mg hydroclorothiazid, mét 1an moi ngay.

Tre em

Lidu ban dau: 10 mg/kg/ngay chia lam 2 — 4 lan.

Liéu luong hang ngay sau dé dugc tang hoac giam cho dén khi dat duge dap ung day du.

Liéu t6i da la 65 mg/kg hodc 3 g/ngay.

Ngwoi cao tudi

Liéu khoi dau nén gitt & mire thép nhat c6 thé, khong vuot qua 250 mg/ngay. Liéu khai dau thich
hop: 125 mg/ngay, tang dan theo nhu cau, nhung khong vuot qua liéu toi da la 2 g/ngay.

Ngdt & bénh nhan cao tudi 6 thé lién quan dén tang do nhay cam va bénh xo cimg dong mach tién
trién. Diéu nay c6 thé tranh duoc bing céch dung liéu thap hon.

Cich dung

Ding dudng ubng.

CHONG CHI PINH

- Bénh gan dang hoat déng, nhir viém gan cap va xo gan tién trién.

- Qué man cam v&i hoat chét (bao gdm r6i loan gan lién quan dén liéu phap methyldopa truge d6),
hodic véi bat ky ta dugce nao cia thude.

- Tradm cam.

- Dang diéu tri bang thude e ché monoamin oxidase (MAOIs).

- C6 khbdi u tiét catecholamin nhu u tiy thugng than hodc u té bao c4n hach than kinh.'

- Réi loan chuyén héa porphyrin.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Thiéu mau tan huyét hiém khi xay ra. Néu céc triéu chimg goi ¥ thiéu méu, nén xac dinh huyét sic
t6 va/hodic hematocrit. Néu duoce chan doén thiéu méau, nén thyuc hién xét nghiém tan mau. Néu ¢6
thiéu mau tan huyét, nén ngimg sir dung methyldopa. Viée ngimg diu tri, c6 hodc khong ding
corticosteroid, thuong thuyén giam nhanh chéng. Tuy nhién, hiém khi xay ra truomg hop tir vong.
Mbt sb bénh nhan diéu tr dai han bang methyldopa c6 két qua xét nghiém Coombs duong tinh véi
ty 1é trung binh tir 10 - 20%. Xét nghiém Coombs dwong tinh hiém khi xay ra trong sau thang dau
didu tri va néu khong xay ra trong vong 12 thang thi kho ¢6 thé xay ra khi diéu tri 1au dai. Su viée
ndy ciing lién quan dén liéu lugng, ty 1¢ mac thap nhat xay ra & bénh nhan dung lidu < 1 g/ngay. Xét
nghiém thudng cho két qua am tinh trong vong vai tudn hofic vai thang sau khi ngung diéu tri.
Phan tmg Coombs duong tinh gitip danh gia phan tng chéo khi truyén mau. Néu bénh nhan cé phan

img Coombs duong tinh v&i phan tung chéo nhé khong tuong thich thi nén thye hién xét nghiém
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To hwéng dan sie dung thude

Coombs gian tiép. Néu két qua ndy am tinh, c6 thé tién hanh truyén mau twong thich trong trudng
hop phan tng chéo 16n. Néu duong tinh, viée truyén méau nén duge xac dinh boi bac st huyét hoc.
Giam bach cau c6 thé hdi phuc, véi tac dung chu yéu trén bach cdu hat dd dugc bao cdo nhung hiém
gip. S6 lugng bach cAu hat tré lai binh thudng khi ngimg diéu tri. Giam tidu ciu co héi phuc hiém
khi xay ra. ‘

Thinh thoang xay ra st trong vong ba tuan dAu diéu tri, doi khi lién quan dén tang bach cau ai toan
hodc bat thuong trong xét nghiém chirc ning gan. Vang da c6 hodc khong ¢6 st ciing c6 thé xay ra,
thuomg khi phat trong vong hai hodic ba thang dau diéu tri, dic biét & bénh nhan & mat. Céc trudong
hop hoai tir gan gdy tir vong hiém gap da duoc béo céo. Sinh thiét gan, dugc thyc hién & mot s6
bénh nhan ¢6 rdi loan chite ning gan, cho thdy hoai tir khu trt vi thé twong thich véi qui man thude.
Nén xét nghiém chirc nang gan va téng s6 bach cau trude khi diéu trj va dinh ky trong 6 — 12 tuan
diu hogc bat ctr khi nao sdt khong 18 nguyén nhén. '

Néu sbt, bat thuomg vé chirc nang gan hodc vang da xay ra, nén ngimg ding thudc. Néu do
methyldopa thi nhiét do co thé va bét thuong trong chire ning gan s& trd lai binh thuong. Methyldopa
khong nén duoc sir dung lai & nhiing bénh nhéan nay. Methyldopa nén dugc st dung than trong ¢
bénh nhén c6 tién st bénh gan hoic rbi loan chire nang gan trudce do.

Bénh nhén c6 thé cin giam liéu thudc mé khi ding methyldopa. Néu ha huyét 4p xdy ra trong qué
trinh gay mé, no thudng cé thé dugc kiém soat bang thudc van mach. Cac thy th¢ adrencrgic van
nhay cam trong qud trinh diéu tri béng methyldopa.

Thém tach mau cb thé loai bd methyldopa; do dé, sau khi loc méu c6 thé tang huyét ap tro lai.
Hiém khi, cdc chuyén dong mua gidt khong ti chu dd duge ghi nhan trong qua trinh diéu tri véi
methyldopa & bénh nhdn mac bénh mach méu nio hai bén nghiém trong. Néu xudt hién tinh trang
ndy, nén nglmg diéu tri.

Can thiép vao cdc xét nghiém trong phong thi nghiém

Methyldopa c6 thé can tre xét nghiém acid uric trong nudéc tiéu bang phuong phap phosphotungstat,
xét nghiém creatinin huyét bing phuong phép picrat kidm va AST (SGOT) bing phép do mau
(khong anh huong khi dung phuong phap quang phd).

Vi methyldopa phat huynh quang & cling bude song voi catecholamin, nén lwong catecholamin trong
nuéc tiéu cao gia c6 thé gdy can tré viée chin doan khoi u tiét catecholamin nhw u tity thuong than
hodc u té bao cén hach than kinh.

Diéu quan trong 12 phai nhan ra hién tuong nay trude khi bénh nhén c6 thé bi u té bao wa crém duge
phiu thuit. Methyldopa khéng anh huéng dén viée do VMA (acid vanillylmandclic) bing céc
phuong phéap chuyén VMA thanh vanillin. Methyldopa chong chi dinh dé diéu tri cho bénh nhén co6
khéi u tiét catecholamin nhu u tiy thuong than hodc u té bao can hach than kinh.

Khi nude tiéu tiép xtic voi khong khi sau khi di tiéu, hiém gip truong hop nude tiéu sim mau do su
phan huy methyldopa hodc cac chét chuyén hoa ctia né.

Ta dwoc

Sén phfim nay chia it hon 1 mmol natri (23 mg) mdi vién, nghia la vé co ban la 'khéng chira natri'.

1
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T hwéng dén si dung thude

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir mang thai

Methyldopa da dugc str dung dudi sy gidm sat y té chat ché dé diéu tri ting huyét ap trong thai ky.
Khéng ¢6 bang ching 1am sang cho thiy methyldopa gdy ra céc bat thuomg & thai nhi hodc anh
hudng dén tré so sinh.

Cac b4o cdo di cong b vé viée sir dung methyldopa trong tit ca cac giai doan mang thai cho thiy
néu str dung thube nay trong thoi ky mang thai thi kha nang gdy hai cho thai nhi la rat nho.
Methyldopa di qua hang rao nhau thai va xuét hién trong mau day ron.

Mic du chua cé bdo cdo rd rang vé téc dung gdy quéi thai nhung khong thé loai trir kha nang gay
tdn thuong cho thai nhi va viée ding thude & phu nit dang hodc ¢6 y dinh mang thai doi hoi phai cén
nhic gitra loi ich va nguy co c6 thé xay ra.

Phu nir cho con bu

Methyldopa xudt hién trong sita me. Viée sir dung thude & ba me dang cho con bi doi hoi phai can

nhéac gitia loi ich va nguy co ¢6 the xay ra.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Methyldopa ¢6 thé gdy budn ngt, thudng 1a thoang qua, trong thoi gian dau didu tri hoac bét ctr khi
ndo ting liéu. Néu bi anh huong, bénh nhén khong nén thuc hién céc hoat dong cén su tinh tao,

ching han nhu 14i xe hodc van hanh may mac.

TUONG TAC, TUONG KY CUA THUOC

Twong tic thube

Liti: Khi dung dong thei methyldopa va lithi, bénh nhén can duoc theo doi can than vé céc trigu
chirg ng¢ doc lithi.

Cic thude ha huyét dp khdc: Khi str dung methyldopa cung voi cac thube ha huyét ap khac, c6 thé
x4y ra hién tuong ting cudng tac dung ha huyét ap. Can theo doi chit ché dién bién ctia bénh nhan
dé phat hién cac phan ung phu hogc biéu hién dac tmg cta thude. :

Ciic nhém thudce khdc: Téc dung ha huyét ap ciia methyldopa c6 thé bi giam do céc thude gidng
giao cam, phenothiazin, thuéc chong trdm cam ba vong va MAOIs. Ngoai ra, phenothiazin cé thé
¢6 tac dung ha huyét ap hiép dong.

Sidt: Mot s6 nghién ciru chimg minh sy giam sinh kha dung cua methyldopa khi dung cing voi sit
sunfat hoic sit gluconat. Diéu nay ¢6 thé anh huong xAu dén viée kiém sodt huyét ap ¢ bénh nhén
diéu tri bang methyldopa.

Twong ky

Do khéng c6 céc nghién ctru vé tinh twong ky cta thude, khong tron 1in thude nay véi céc thude

khac.
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To hwéng din siv dung thude

TAC DUNG KHONG MONG MUON CUA THUOC
Téc dung an than, thuong thoang qua, c6 thé xdy ra trong thoi gian dau diéu tri hodc bat ctr khi nao
tang lidu. Néu bi anh hudng, bénh nhan khong nén ¢b lai xe hodic van hanh méy mée. Nhite dau, mét

moi hodc suy nhuogc c¢6 thé duge ghi nhan 1a tac dung phu xudt hién sém va thoang qua.

Nhitng tac dung khong mong mudn duge phin nhém theo tan sudt: rat thuong gip (ADR > 1/10),
thudmg gip (1/100 < ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiém gap (1/10.000 < ADR <
1/1.000), rat hiém gap (ADR < 1/10.000), khong rd tAn sudt (tdn suat khong ude tinh dugc tir nhimg

dir liéu cé san).

H¢ co quan Téc dung phu Tin suit

Viém nhiém Viém tuyén nuée bot Khong ro

Méu va hé bach huyét Thiéu mdu tén huyét, suy tiy xuong, giam bach cau, giam | Khong rd
bach céu hat, giam tiéu cAu, ting bach ciu 4l toan

Hé noi tiét Tang prolactin mau ] Khong r6

Tam than

Ro61 loan tAm than bao gom dc mong, roi loan tam than
nhe hodc tram cam, giam ham muon tinh duc

Khong 6

v6i khang thé khang nhan, té bao LE va yéu t6 thap khép,
xét nghiém chire ning gan bit thuong, ting ure mau

Hé than kinh An thin (thuong thodng qua), nhic dau, di cam, hoi | Khong rd
chtig Parkinson, liét ddy thin kinh s6 VII, mua giat, suy
giam tinh than, hoi chimg xoang canh, chéng mit, triéu
chiing suy mach mau nfo (c6 thé do ha huyét ap)

Tim Nhip tim cham, dau that ngue, viém co tim, viém mang | Khong rd
ngodi tim, block nhi that :

Mach Ha huyét ap thé ding (giam liéu hang ngay) Khong 16

Hé hd hip Nghet miii Khéng ro

Hé tiéu hoa Budn ndn, non, chudéng bung, tdo bon, dﬁy hoi, tiéu chay, | Khoéng rd
viém dai trang, kho miéng, miéng bong rat, doi mau ludi,
viém tuy

Gan, mt Réi loan gan bao gdm viém gan, vang da Khong 16

Da va md dudi da Phét ban (cham, vay phan dang lichen), hoai tir biéu bi | Khong 13
nhiém doc, phi mach, ndi mé day

Co xuong va md lién két | Hoi chimg giéng Lupus, dau khép nhe ¢6 hodc khong | Khéng o
sung khép, dau co

Hé sinh san Phi dai tuyén v, to vi & nam, vo kinh, réi loan tiét sita, | Khong o
r6i loan cuong durong, 161 loan xudt tinh

R6i loan chung Suy nhuoc, phu né (va tang can) thuomg thuyén giam khi | Khong ro
stt dung thude loi tiéu. (Ngung methyldopa néu phil né
tién trién hodc xudt hién déu hiéu suy tim). Sét

Xét nghiém Xét nghiém Coombs duong tinh, xét nghiém duong tinh | Khong 1o
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To hwéng din sir dung thude

Thong béo cho bac si trong truong hop ¢6 bat ky tdc dung khéng mong mubn nao lién quan
ti viée ding thude.

Bdo cdo cdc phan ikng bat loi nghi ngo

Viée bdo céo cée phan tng bét loi nghi ngér sau khi san pham duoc cap phép la rat quan trong. N6
cho phép theo dai lién tuc ty 1€ loi ich/nguy co cua san phdm. Céc chuyén gia y té bdo cdo moi tdc
dung phu bi nghi ng&r v& Trung tdm Thong tin thudce va Theo dbi phan ting ¢6 hai ctia thude.

QUA LIEU VA CACH XU TRi

Tri¢u chirng

Qua liéu cdp tinh c6 thé gay ha huyét 4p cAp kém theo cic phan tmg khéc do rbi loan chirc niing ndo
va da day-rudt (an than qua mic, suy nhugc, nhip tim cham, chéng mat, choang véng, tao boén,
chudng bung, trung tién, tiéu chay, budn noén va non).

Cach xir tri

Néu méi ubng thude, co thé giy nén hodc tién hanh roa da day. Khong c6 thube giai doc dic.
Methyldopa c6 thé thim téch duge. Nén diéu tr triéu ching. Truyén dich c6 thé hitu ich dé day
nhanh bai tiét qua nude tiéu. Can dic biét cha y dén nhip tim va cung luong tim, lugng mau, cin
b?mg dién giai, liét rudt, chirc nang tiét niéu va hoat dong cua nio bd. Co thé chi dinh str dyng cac

thudc gidng giao cam. Khi nghi ngd qua liéu man tinh, nén ngimg str dung methyldopa.

PAC TINH DUQC LUC HQC

Nhom duge ly: Thude khang adrenergic

Ma ATC: CO2AB.

Co ché tic dung

C6 mot sb co ché tac dong giai thich cho tic dung 1am sang cua methyldopa va quan diém duge
chip nhén rong réi hién nay 1a tdc déng chinh ctia n6 1én h¢ than kinh trung wong. Tac dung ha huyét
ap cua methyldopa cé thé do su chuyén héa ctia nd thanh alpha-methylnoradrenalin, 1am giam huyét
ap bang cach kich thich céc thu thé alpha-adrenergic (¢ ché trung tam, din truyén than kinh gia
va/hodc giam hoat dong renin trong huyét tuong. Methyldopa d& dugc chimg minh la lam giam ndng

dd trong mo ctia serotonin, dopamin, epinephrin (adrenalin) va norepinephrin (noradrenalin).

PAC TINH DUQC PONG HQC

Hap thu

Sy hip thu methyldopa qua dudng udng rat khac nhau va khong day du.

Phin b

Sinh kha dung sau khi ubng trung binh 12 25%.

Chuyén héa

Nbdng do dinh trong huyét tuong dat dugce sau 2 dén 3 gio va qua trinh thai trir thude dién ra theo hai
pha bat ké duomg dung. Thoi gian ban hiy trong huyet twong la 1,8 + 0,2 gio.
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To hwéng din sir dung thude

Thai trir
Su bai tiét qua than chiém khoéng 2/3 do thanh thai thude khoi huyét tuong.
QUY CACH PONG GOI

Hop 03 vi x 10 vién nén bao phim. Vi bam Al/PVC trong.

Hop 05 vi x 10 vién nén bao phim. Vi bam Al/PVC trong.
Hop 10 vi x 10 vién nén bao phim. Vi bam AI/PVC trong

BAO QUAN ,
Noi kho, khéng qua 30°C, tranh anh sang.

HAN DUNG
30 thang (ké tir ngay san xudt).

TIEU CHUAN CHAT LUQNG

Tiéu chuan nha san xuat.

MEDCEN
Co s& san xuét:
CONG TY CO PHAN MEDCEN
L6 F10, Puong s6 6, KCN Hoa Binh, Nhi Thanh, Thi Thira, Long An, Viét Nam.

Long An.ngay 19 thang 07 nam 2024

arth Nguyén
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