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N CONG THUC THUOC
MB&i vién nén bao phim ¢6 chira:
Thanh phan hoat chét: Methyldopa khan (duéi dang Methyldopa hydrate 281,96 mg)..........250 mg
Thanh phan td dirpe: Cellulose vi tinh thé, povidon K30, talc tinh ché, magnesi stearat, natn starch
glycolate (type A), silica keo khan, hypromellose, titan dioxide, tartrazin, diethy] phthalate.
DANG BAO CHE
Vién nén bao phim.
MG ta dang bao ché: Vién nén bao phim mau vang, hinh tron, hai mit 18i va nhin.
CHI BINH
Diéu tri tang huyét ap.
LIEU DUNG, CACH DUNG
Liéu ding
Nguweoi lon:
Liéu bit déu: thudng la 250 mg x 2-3 lan/ngay, trong 2 ngay.
Liéu dmeu chinh: diéu chinh liéu sau 2 ngay cho dén khi 6 dap mg ddy du. Lidu tdi da khuyén c4o
laj g mdi ngdy.
Nhiéu bénh nhan cam thdy budn ngu trong hai hodic ba ngay khi bt dau didu tri bing methyldopa
hoic khi ting lidu. Do d6, khi ting liéu, c¢6 thé nén tang lidu budi tbi trude. Viéc ngimg dung
methyldopa s& lam cho tinh trang ting huyét 4p trd lai, thuong trong vong 48 gidy. Diéu nay thudmg
khong phtc tap do huyét 4p ting qud cao.
Suy thdn: Methyldopa thai trir phin 16n qua than, bénh nhén suy than c6 thé dap img v6i lidu nho
hon.
Thubc ha huyét dp khdc: Diéu tri bing methyldopa ¢6 thé duoc bit dAu & hdu hét bénh nha.n da diéu
tri bang céc thube ha huyct 4p khic bang cach giam dan déan céc thude ha huyét 4p nay. Sau lidu
phép diéu tri tang huyét ap truée do, nén giGi han liu methyldopa ban diu khéng qua 300 mg mdi
ngdy va ting 1én theo nhu ciu sau 2 ngay.
Khi dung methyldopa cho bénh nhén dang diéu tri bing cdc thudc ha huyet ap khac, liéu cta céc
thude nay ¢ the cin dugc didu chinh dé tao ra mét qué trinh chuyén déi thube sudn s€.
C6 thé dung dong théi methyldopa 500 mg va hydrochlorotmazmle 50 mg mot 1an mai ngay.
Tré em: Lidu bét dau 1a 10 mg/kg y thé trong/ngay x 2 — 4 lan. Sau d6 ting hogc giam lidu hang ngay
cho dén khi dat duoc dap mg day di. Liéu t8i da 13 65 mg/kg ho#ic 3 ¢ mbi ngay, tuy theo lleu nao
thdp hon.
Nguwoi cao mo: Liéu Khoi ddu & bénh nhan cao tubi nén duge gir & mire thip nhét c6 the khong
qud 250 mg mdi ngay. Liéu khéi dAu thich hop 1a 125 mg mdi ngay, téng tir tir theo nhu cau, nhung
khong vuot qua lieu t6i da hang ngay la 2g Ncrat & bénh nhan cao tudi c6 thé lién quan dén ting
nhay cam va bénh xo vita déng mach tién men Diéu nay c6 thé tranh duoc bing cach diing liéu
thap hon.
Cich ding: Thube ding theo dudmg udng.
CHONG CHI PINH
Mcthyldopa chéng chi dinh déi vai nhiing trudng hop sau:

Bénh gan thé hoat dong (viém gan cép tinh hodc xo gan hoat dong).
- Qua man véi methyldopa hoic bét ky thanh phan nao cua thude.
- Trdm cam.
- Dang str dung thude e ché monoamine oxidase (MAOISs).
- U nét catecholamine nhur u tity thuong than hojic u té bao can hach thin kinh.
- R&i loan chuyén héa porphyrin,
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CANH BAO VA THAN TRONG KHI DUNG THUOC

Thiéu m4u tan huyét hiém khi xay ra, néu c6 cdc tridu chimg nghi ngo thiéu méu, cin kiém tra
hemoglobin va/hoic hematocrit. Néu bénh nhén ¢6 thiéu méu, cin kiém tra tan huyét. Néu ¢6 thiéu
mau tan huyét, nén ngimg str dung methyldopa. Ngirng diéu tri, c6 hosic khéng ¢6 corticosteroid, s&
gilp céc trigu chimg cai thién nhanh chéng. Tir vong ¢6 thé xay ra, tuy nhién rat hiém gp.

Mot s6 bénh nhan tiép tuc sir dung methyldopa ¢6 két qua duong tinh véi xét nghiém Coombs. Tir
céc bao cao khac nhau cho thiy ti 18 méc trung binh tir 10% dén 20%. Xét nghiém Coombs duong
tinh rat hiém gdp trong 6 thing dau ding thude, va néu tinh trang nay khong xdy ra trong 12 thang
d4u ding thudc thi thudmg it xay ra sau do. Néu xay ra thi s€ lién quan dén liéy, ti 16 thdp nhat xay
ra ¢ bgnh nhan sir dung 1 g methy ldopa hodc {t hon mdi ngay. Xét nghiém Coombs thuémg cho két
qua am tinh trong vai tudn hoac vai thang sau khi nou'ng methyldopa.

Viée biét trude phan tmg Coombs duong tinh gitp dénh gid phan tmg chéo trong truyén mau. Néu
bénh nhan duong tinh véi phin img Coombs, diéu d6 cho thiy phan img chéo khdng tuong thich va
can phai lam xét nghiém Coombs gian tiép. Neu bénh nhdn am tinh véi phéan ‘mg Coombs, phan
ung chéo 1a twong thich va ¢é thé ncn hanh truyén méau. Néu phéan ung duong chéo duong tinh, bac
sT huyét hoc s& quyét dinh c6 truyen mau hay khong.

Giam bach cau, chi yéu bach cau hat ¢6 thé héi phuc dwgc béo cdo hiém giip. S6 luong bach ciu
hat s€ tr¢ lai binh thuong khi ngimg diéu tri. Giam tiéu cau ¢6 hdi phuc hiém khi xay ra.

D6i khi s6t ¢6 thé xay ra trong vong 3 tudn dau diéu tri, c6 thé lién quan den ting bach cau 4i toan
hay bét thuomg chirc néing gan. Vang da ¢é thé x4y ra. c6 hodc khong kém sét, thudng trong vong 2
hogc 3 thang dau diéu tri. Mt sé bénh nhan phat hién ¢6 & mat. Céc trudng hop hoai tr gan gly tir
vong hiém gip da dugc bdo cdo. Sinh thiét gan duoc thue hién & mét s0 bénh nhén rdi loan chirc
ning gan cho thiy te bao gan hoai tir khu tri twong thich véi sy qué mén véi thube. Can kjem tra
chirc nang gan va tdng s6 luong bach cau trude khi bit ddu didu tri va dinh k¥ trong 6 — 12 tuan dau
didu tr hogc bt ky khi nao xay ra sbt khéng rd nguyén nhan.

Néu sbt, bt thuong chirc nang gan hogc vang da, can ngimg thube. Néu do methyldopa, than nhiét
va chire ning gan s& tr& vé binh thudng. Khéng nén téi dung lai methyldopa & nhing bénh nhén
nay. Can sir dung thén trong methyldopa & nhiing bénh nhén c6 tién st bi bénh gan hoic rdi loan
chirc ning gan.

Bénh nhan c6 thé cin giam lidu coa thube g gy mé khi dang str dung methyldopa. Néu ha huyét ap
xay ra trong thoi nuan gly mé, cd thé kiém soét bing thuoc van mach. Céac receptor adrenergic van
nhay cam trong sudt thai gian didu tri bing methyldopa.

Loc méu c6 thé loai bo methyldopa, do d6 huyét ap c6 thé ting sau khi loc méu.

Muia giat khong tu chi (hiém giip) da dugc ghi nhan & bénh nhan sir dung methyldopa méc bénh vé
mach mau nfo hai bén mc d6 ning. Néu xay ra, cin ngimg thude.

Anh hwong 16i cdc xét nghiém: Methyldopa c6 thé can trg viée dinh luong acid uric trong nuée tidu
béng phuong phap phosphotungstate, creatinine huyét thanh bing phuong phép alkaline picrate va
AST (SGOT) bang phuong phép so mau. Sy dnh huéng dén phuong phap do quang phd d& phan
tich AST (SGOT) chua dugc bio cdo.

McthyldOpa phat huynh quang cing budc séng véi catecholamine, dén dén luong catecholamine
cao gia trong nudc tiéu giy can trd trong chan doén u tiét catecholamine nhu u tay thwong thin
hodc u t& bao can hach thén kinh.

Diéu quan trong la phai nhén ra hién tugng nay trude khi bénh nhan c¢6 thé bi u tiy thuong than
duge phiu thuét. Methyldopa khéng anh huéng dén dinh lvong VMA (acid vanillylmandelic) bing
nhimg phuong phép chuyén VMA thanh vanillin. Chéng chi dinh methyldopa trong diéu tri bénh u
tiét catecholamme nhu u tuy thugng than hoic u té bao ¢an hach than kinh.

Nuée tidu sAm mau do su phan hiy methyldopa hodc chit chuyén héa ctia ching hidm khi Xay ra.
Té duwge: Thube nay 6 chira ta duge tartrazin cé the gay phan Umg di img.

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

Phu nir ¢6 thai: Methyldopa phai dugc sir dung duéi su giam sat trong sudt qua trinh didu tri tang
huyét 4p & phu nir ¢6 thai. Chua c6 béng chimg l4m sang vé bat thudmg trén thai nhi hay anh hudng
trén tré so sinh.

Céc bdo céo vé sir dung methyldopa trong sudt thai ki cho thay kha niing gay hai cho thai nhi la rit

2/4



https://trungtamthuoc.com/

nho.

Methyldopa di qua hang rao nhau thai va xudt hién trong mau cuonc rén.

Mic du chura ¢ bio cdo vé sur xuét hién quai thai, kha nang gy ra ton thuong & tré so sinh la khdng
thé loai trix va viéc sir dung thube & phu nif ¢6 thai, ngudi mong mubn cé thai nén cin nhic giira loi
ich va nguy co ¢6 thé xay ra.

Cho con bu: Melhyldopa c6 mit trong stra me. Viéc sir dung thude & phu nit cho con bu ¢di hoi
phéi cén nhic gitra loi ich du kién véi nguy co ¢6 thé Xay ra.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Methyldopa ¢6 the gy bubn ng, thuong la thodng qua, trong thii g,Lan dau didu tri ho#c bt ctr khi
nao tang lidu. Néu bi anh huong, bénh nhan khéng nén thuc hién cic hoat dong can su tinh téo,
ching han nhu lai xe hodc vén hanh mdy moc.

TUO'NG TAC, TUONG KY CUA THUOC

Twong tic thude:

Lithium: Khi sir dung dong thoi methyldopa va lithium, bénh nhan can duoc theo dai cin than vé
cac triéu chimg ctia ngd doc lithium.

Cdc thuée ha huyer dp khdc: Khi st dung dong thoi methyldopa véi céc thube ha huyét 4p khéc,
hiéu lyc trong didu tri s& ting 1én. Cén theo dai chit ché bénh nhan dé phat hién cac phan g phu
ho#c céc biéu hién dic trung cua thude.

Cdic nhom thuéc khdc: Tic dung ha huyet ap clia methyldopa c6 thé bi giam do céc thube gloncr
giao cadm, phenothiazin, thudc chéng trAm cam ba vong va MAOQIs. Ngoai ra, phenothiazin ¢6 thé ¢é
téng tac dyng ha huyét ap.

Sdit: Mot sb nghién ciru chimg minh ¢6 hién tuong giam sinh kha dung ctia methyldopa khi sir dung
dbng thai véi sit sulfat hodc sit gluconate. Pidu ndy c6 thé gy éanh hudng khong t&t dén viée kiém
soat huyét 4 ap khi didu tri voi methyldopa.

Twong ky: Do khong c6 cic nghién ciru vé tinh twong ky cua thude, khdng tron 14n thudce nay voi
cac thuoc khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Téc dung an than, thudmg 14 thoang qua, cé thé xay ra trong thoi gian dau diéu tri hogc khi ting

lidu. Néu bi 4nh huéng, bénh nhan khong nén 14i xe, hodc van hanh mdy méc. Nhitc dau, suy nhwoc e O
hodc mét moi ¢6 thé xay ra sém va thodng qua. 65>
Bang duéi day trinh bay céc tac dung khdng mong muén theo hé co quan, trong mdi muc, cdc phan Y N
{tng bét loi & duge trinh bay theo tin sudt theo quy udce sau: rat hay gdp (= 1/10), hay gdp (= 17100 iﬁl:i
dén < 1/10), it gap (= 1/1.000 dén < 1/100), hlem gdp (2 1/10.000 dén < 1/1000), rat hiém gip (< HAM
1/10.000) va khong 16 (khong thé ude tinh duoc tan sudt tr cac dir heu c6 san). \RMA
HE co quan Téic dung khong mong mudn Tin suit ,/\2

Nhiém khudn va | Viém tuyén nuée bot. Khéng rd ‘9/0/

nhidm ky sinh tring L

R6i loan mau va Thleu mau tan huyet suy tuy xuong, giam bach cau giam tiéu Khoéng ré

bach huyét cdu, gidm bach cau hat, giam tidu cau, tang bach ciu 4i toan.

Roi loan ndi tié‘g Téang prolactin mau. Khéng ro

Rbi loan tam than R01 loan tdm ly bao gom ac mong, roi loan tdm 1y nhe ho#c | Khéng ré

trdm cam, giam ham mudn.
Réi logn than kinh | An thén (thudng thoang qua), dau dau, di cam, héi chimg | Khéng 1o
Parkinson, liét ddy than kinh VII, mua gidt, suy giam than
kinh, hdi chimg xoang dong mach canh, chéng mit, quay
cudng, tridu chimg suy mach mau ngo (c6 thé do ha huyét ap).

Réi loan tim mach Réi loan nhip tim, dau thit nguc, viém co tim, viém mang | Khdng ro
‘ ngoai tim, block nhi that.

R4i loan mach mau | Ha huyét 4p tu thé dtimg (khi gidm lidu hing ngay). Khéng rd

Roi loan hé hap, | Nghet mii. Khéng 16

long nguc va trung

thzjnt

Réi loan tiéu héa Budn nén, nén, chuéng bung, téo bon, ddy hoi, tiéu chay, | Khong ro
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viém dai trang, khé miéng, ludi den, viém tuy.

Roéi loan gan méat R6i loan chirc niing gan bao gdm viém gan, vang da. Khéng r6
Ro1 loan da va md | Phat ban (eczema hodc phat ban lichen), hoai tir biéu bi nhiém | Khéng rd
dudi da ddc, pht mach, nd1 may day.

Roi loan co xwong | Hoi chimg gidng Lupus, dau khop nhe ¢6 hodc khong sung | Khong rd
khép va mo lién két | khép, dau co.

R6i loan hé sinh san | Nguc to, chimg vl o & dan 6ng, v6 kinh, chay sira, roi loan | Khong 1o
va nguc cuong duong, ro1 loan xuat tinh.

Ro1 loan chung va | Suy nhuge, phu (va ting cén) giam b:‘a’mg._, cach ding thuoc loi | Khong 1
tai vi tri ding thudc | tiéu thuomg xuyén (ngtmg methyldopa néu phu tién trién hogc
c6 dau | hiéu suy tim). Sét.

Xét nghiém Xét nghiém Coombs duo*ng tinh, duong tinh véi khéng the Khéng r&
khang nhan, t& bao LE va yéu t6 dang thip, chic nang gan bat
thudng, ting urea mau.

Bio ciao cdc phdn ing ngoai v

Viéc béo céo cac tac dung khong mong mudn gip phai sau khi duoc cip Phep 1a rét quan trong.
Diéu nay dam béo viéc theo déi can béng loi 1chf*nguy co cua thude. Khuyén cdo bénh nhén thong
bao cho bac sy, duge si ngay lap tic dbi v&i céc phan img €0 hai ¢o thé gaip phai khi sir dung thude.
Céan bd y té cin bao céo cic phan mg c6 hai cia thubc vé Trung tdm Thdng tin thudc va Theo dsi
phan g ¢6 hai clia thude. )

QUA LIEU VA CACH XU TRI

Triéu chimg: Qué liéu cap c6 thé gay ra ha huyét 4p cép tinh kém réi loan chimg nang nio va
dudng ti€u hoa (an thin qua mirc, suy nhuge, nhip tim chdm, chéng mat, choang vang, tao bon,
cang thing, day hoi, tiéu chay, budn nén va ndn).

Xir tri: Néu méi ubng thubc qua lidu, c¢6 thé gdy nén hoic rira da day. Khéng cé thudc giai ddc dic
hiéu, nhung methyldopa c6 thé tham tach duoc. Diéu tri triéu chimg. Néu cén thiét cé thé truyén
dich dé thac ddy bai tiét qua nude tiéu.

Dic biét chi 7 dén nhip tim, cung lugng tim, thé tich tudn hoan, cin bﬁng dién giai, nhu déng rudt,
chiic ning tiét nidu va hoat ddng ctia ndo. C6 thé chi dinh dung thudc gi6ng giao cam. Khi nghi ngd
qué lidu, ngimg str dung methyldopa.

PAC TINH DUQC LUC HQC

Nhom dwoc ly: Tac nhén uc ché adrenergic; M@ ATC: CO2AB.

Co ché tdc dung: Mot sb co ché tac dung giai thich cho tac dung vé& mit ldm séng cla methyldopa
va quan diém duoc chép nhan réng ri hién nay la tac dong chmh trén hé than kmh trung vong. Tac
dung ha huyét 4p cia methyldopa c6 thé 12 do su chuyén hoéa thanh al pha-methylnoradrenaline, chit
nay lam giam huyét ap bing cach kich thich céc thu thé alpha-adrenergic \c ché trung wong, din
truyén than kinh gia va/hodc gidm hoat dong renin huyét twong. Methyldopa da dugc chimg minh 1a

lam giam ndng dd trong md cla serotonin, dopamine, epinephrine (adrenaline) va norepinephrine
(noradrenaline).

PAC TINH DUQC PONG HOC

Hip thu: Methyldopa ding dudng udng hép thu khdng hoan toan va khéng ¢ dinh.

Phin bo Sinh kha dung sau khi udng trung binh la 25%.

Chuyén héa: Nﬁng, do dinh trong huyét tuong dat duge sau 2 — 3 gidy va sur thai trir thube dién ra
theo 2 pha & bét k¥ duong dung nao. Thoi gian ban thai trong huyét twong 1a 1,8 + 0,2 gid.
Thai trir: Thai trir qua than chiém khoang 2/3 thanh thai thudc khéi huyét trong,

QUYy CACH PONG GOI: Hop 3 vi x 10 vién.

PIEU KIEN BAO QUAI\ Bao quan noi kh6 mat, dudi 30°C. Tranh 4nh sdng.

HAN DUNG: 24 thang ké tir ngdy san xuit.

TIEU CHUAN CHAT LUQNG CUA THUOC: BP.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC

AUROCHEM PHARMACEUTICALS (INDIA) PVT. LTD.

Dia chi: Plot No. 58, Palghar Taluka Ind. Co-op. Estate Ltd Boisar Road, Tal. Palghar, Thane
401404 Maharashtra State, India (An D).
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