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Rx Thude nay chi diing theo don thude

Midored Tab

Dé xatim tay tré em.
Poc k§ hrémg diin sir dyng trudre khi ding,

THANH PHAN CONG THU'C THUOC

- Thanh phiin dirge chit: Methyldopa (tinh theo dang khan) 250 mg,

- Thanh philn td dige: Cellulose vi tinh thé, acid citric khan, dinatri EDTA,
HPMC, L-HPC, silic dioxyd keo khan, magnesi stearat.

DANGBAOCHE

- Viénnén.

- Viénnén trén, mAu tring X4m c5 dém xam dim, hai mat16i.

CHI D]NH
Didutrj ting huyét ap.

LIEU DUNG, CACHDUNG

Litu ditng
Diéu chinh liéu thich hop trén timg bénh nhin.

Ngwr 1ém

- Liéukhoi diu: | vién/Tin x 2~ 3 1in/ngdy, sir dung trong 2 ngay. Sau dé ¢6
thé gidm hofic ting liéu thy theo dip img cia bénh nhin véi khoing cich
giua:;induuhtieu{m_:&uzn?y. A :

- Mt sb bénh nhiin cé thé cam thily bubn ngi trong hai holic ba ngay khi bit
dsuaiénmhoukhimngliéudogﬁmﬂﬁu&umﬁgmhmbum i,

- Liéu duy tri duge k cdo 14 500 — 2000 mg/ngiy, chia lim 2 — 4 lin.
Liéu t5i da duge khuyén cio 13 3 g/ngiy. Néu ding lidu 2 g/ngdy khéng lim
gidm huyét dp dity i, nén phéi hop véi cc thude h dp khic.

- Trong vbng 48 gits sau khi ngumg sir dung MIDORED TAB, huyét dp ¢6 thé
trir i gid trj ban diu vii thirdmg khéng c6 hién twgng huyét dp ting qué mire
trér g
Ciic thubc hg huyét dp khic:

- MIDORED TAB c6 thé duge bt diu & hiu hét cic bénh nhin dang difu tri
vén céc thude ha dp khic bing cich gidm lidu cdc thude ha huyét dp nay tir
tir. Trong trudmg hop na%,lmmnen TAB nén dugc gidi han o lidu khi
i khong qué 500 mgm i ngly vi ting 1én trong khodng théi gian khing it
hom 2 ngay cho dén khi dat dugc higu qua didu trj mong muén.

- Khi thém methyldopa vio mét ligu phip ha huyét dp dang &p dung, lidu cia
céc thube hg dp niy ¢ thé edn duge didu chinh 4 qué trinh chuyén tép didn
ra thugn lgi.

N cao tubl:
- Do vai nguii cao tudi nén bit diu didu trj vdi lidu thip nhilt 6 hé, khi
250 smnzéi nghy. C6 thé ting din ut"el néu cinll’hd:gl khoang cich m'ﬁ
1in chinh lidu khong it hon 2 ngay, liéu 16i da khéng virgt qua 2 g/ngiy. Nglt
&ngudi cao tudi ¢ thé lién quan dén sy tang nhay cam vin thudc va xo cimg

Vién nén

déng tidn trién. Didu ndy cd thé trinh duge bing cdch sir dung lidu
ding thip hen,
Tréem:

Li¢u khéi ddu 10 mg/kg thé trong/ngiy, chia lim 24 lin. C6 thé tang din

litu néu cin thi khmsci:hm&slgﬁch[nhli&l it nhdt 13 2 ngay cho dén

khi dat dwge hiéu qui dicu ti mong mudn. Ligu tdi da hing ngay I 65

mg/kg thé rong hodic 3 g/ngay, tiy theo liéu ndo thip han,

Binh nhin suy thjn:

- Methyldopa durgc thai trir chi yéu qua thiin, do dé bénh nhin cd tdn thuong
thin ¢4 thé cin gidm liéu hing ngiy. O bénh nhin suy thin nhe (GFR 60 -89
mL/phiit/1,73 m’), bénh nhin suy thin trung binh (GFR 30 — 59
mL/phiit/1,73 m*) vi & bénh nhin suy thin ning (GFR < 30 mL/phav/1,73
m’), nén kéo dai khodng cdch diing thude twong tng 1 8 gior, 8- 12 gidva 12
~ 24 giér. Methyldopa c6 thé duwge logi ba khoi miu bing thim tich do dé
nén ding thém liéu 250 mg sau khi didu tri biing thim tich mau dé ngin
ngim thng huyét dp sau didu tri.

Cichding

- Dingduimgudng, nudtnguyén vién, khng nhai hay nghién nét vién thube,
lidu diing phy thudc vio tinh trang bénh nhén. Udng truée hodc sau bira an,

S Néumzlllan quén diing thubc, udng litu tiép theo nhu bink thuimg, khéng
diing liéu ghp ddi dé bii cho lidu di quén.

- Khong cé yéu chu diic bigt vé xir1y thude sau khi sir dung.

CHONG CHi DINH
MIDORED TAB chéng chidinh véi nhimg bénh nhin:

- Qué minvéi methyldopa hay bit ky thinh phin nio cia thudc (bao gdm tin
thurong gan do diéu tr bing methyldopa trude d6).

- Bénh gantién tridn nhut viém gan cip hay xo gan tién trién,

- Trimcim,

- Dangdiing che thude ke ché enzym moncamin oxidase (MAOT).

- Cokhdiutiércatechelamin nhiru tiy thwgng thin hoje u cin hach.

CANH BAO VA THAN TRONG KHI DUNG THUOC

- Thiéu mau tan huyét hiém xdy ra khi ding methyldopa, néu xufit hién cdc

trigu chimg cia thiu miu, efin xdc dinh ndng 43 hemoglohin vi/ hoiic

hematocrit. Néu nghi ngd: thidu méu, nén ldm thém céc xét nghi¢m khic vé
thiéu méu tan huyét. Néu c6 thitu méu tan huyét, nén ngung sit dung

MIDORED TAB, céc tridu chimg thuémg héi phye nhanh, ¢6 thé ding hode

khing diing lifu phip corticoid, Tuy nhién da ¢6 tnrdmg hgp tl vong mac di

hiém khi xay ra.

- Mgtsd bénh nhin khi ding methyldopa kéo dai o6 thé cé phin img Coombs

duong tinh, Tir bio cio cia cie nh didu tra khde nhay, ti 12 bénh nhén o
phin img Cogmbs dirmg tinh trung binh tir 10 — 20%. Phim tmg Coombs
du'mlgtirﬂlIliém]5hixﬁymmgﬁﬂﬁgdﬂuﬂi&unﬁhﬁunﬁﬂﬂngwyn
trong 12 thing tiép theo thi s2 khiing xay ra khi diu trj liu ddi. Phin {mg
Coombs duong tinh cing lién quan dén liéu, 1y 1§ thip nhét & nhitng binh
nhin ditng ligumethyldopa < 1 g/ngay. Phan tmg Coombs s dm tinh san vai
tuin hofic vii thing sau khi ngung methyldopa. Trie khi bt diu didu tr
biing metiryldopa vi sau 86 vao thing thit 6 v3 12 didu tr, nén lim xét
nghigm miun va xét nghi¢m phan img Coombs trye tiép. Phin img Coombs
duong tinh duye phit hign tnrge 46 hofic trong qué trinh didu trj khing phai
L chong chi djnh difu tri. Néu phin img Coombs dueng tinh phir rién
trong qui trinh didu trj, ciin logi trir kha ning thifu min tin luyét vi cin xic
dinh xem phin ing Coombs dweng tinh cd ¥ nghia ldm sing hay khéng.
Biét trudic phan img Coombs duong tinh s& gitip dénh gif thit nghiém chéo
nhém mau trroe khi truyén méu, Néu bgnh nhin cé phan img Coombs
ducng tinh cin phai truyén mdn, nén tién hinh ca phan img Coombs trge
tiép v gidn tiep trude khi truyén miu, Néu phin img im tinh, c6 thé e
hign viéc truyén méu. Néu duong tinh, viée truyén miu hay khing phai do
bde si huyét hoe quyétdjnh.

Hiém khi xdy ra giam bach ciu hat. Tinh trang gidm bach cu ht ca thé bdi
phuc sau khi ngung thude. Gidm tidu chu cd hoi phnc ciing o6 thé xay m
ninmg hicm.

Thinh thodng, ¢6 thé cé s6¢ trong ba tudn diu diéu tri, d3i khi lién quan dén
chimg ting bach ciu i toan hodc bt thuing trong céc thir nghigm chire
Mmﬂénhvéngh:ds&hﬁ:kbﬁz:ﬁnqcﬁlhé}&yul}éﬂh&wﬁmg
khéni phal trong vong hai hodic ba thiang dau dieu trj. O mdt s6 bénh nhin,
nhilng triu chimg ny phi hup véi chimg bénh i mit. Cic truimg hgp hicm
hogi tir gan gy tir veng d3 duge bio cio. Sinh thiet gan duge thyc hién &
mét 6 bénh nhén rbi loan chire ning gan, cho thiy cd hogi i vimd ¢ trung
tiim phis b vai qué min thube. Cic xétnghiém chitc ning gan, 6 hegmg v
oy 1 cic logi bach cdu duge khuyén cdo rde khi digu tr, trong khoing this
gian tir 6 in din dén 12 tuin didu tri hodic bat cir khi ndo c6 sét khéng rd
nménn]ﬁu.ﬁ&xiymséthﬁﬂhuﬁnqdlﬁ: ndng gan hodc ving da, nén
nmmg sir dung thude. Néu lién quan dén methyldopa, sét vi bit thiimg
chire ning gan s& trir l2i binh thrimg. Khong nén dimg methyldopa ¢ nhimg
bénh nhin niy. Methyldopa nén duge sit dung thin trong & nhimg bénh
nhiin cétidn sirbéah gan hojc rbi loan chirc ning gan.

Bénh nhdn 6 thé ciin giim lidu thude giy mé khi ding methyldopa. Néu ha
huyét ip xdy ra khi gdy mé c6 thé kiém sodt bing cdc thube co mach. Cic thy
thé adrenergic vin nhay cam trong qué trinh diéu trj voi methyldopa.

Phis vi tdng cin cé thé xiy ra & mét sd it bénh nhan duge dicu trj bing
mmm;mhm&mmmmqemmammgmb&m
thém 1i tiéu. Néu tinh trang phil né trim trong hon hode xudt hién cic
trifu chiimg suy tim, nén ngimg difu tri.

Loc min o thé logi bo methyldopa, do 46 huyét dp c6 thé ting sau khi tién
hiinh Ige miu.

O nhirmg bénh nhin c4 bénh mach miu ndo hai bén, methyldopa cd thé giy
ching miia vim khing ty chit me dit hifm. Néu nhimg irfigu chimg niy xiv
m, cin ngung sit dung thadc.

Thin trgng khi ding methyldopa & bénh nhin rdi logn chuyén hda
porpliyrin.

Xétnphigm:
Methyldopa cb thé gy cin trir vige do ndng di acid vric trong mrde tidy
bdng phuong phip phosph ereatinin huyét thanh bing phueng

phip picrat kibm v AST(SGOT) bing phueng phip do miw. Khéng cé bdo

cdo vé vife dnh hureng trén phueng phip quang phd 42 phin tich AST

(SGOT).

Khi catecholamin duge xic dinh G nuée tiéu bing phmmg:ip hujnh

quang, methyldopa co (hé gdy ra kit qud domg tinh gid, khidn vide chin

dodn u tiy thwen g thin i nén khd khiinhon.

Metyldopa khdng 1im dnh huomg phép do VMA (acid vanillylmandelic)

trong nuoc iéu.

Trong mLsd itruimg hgp, nudc tiéu cia bénh nhin ding methyldopa o6 thé
méu khi tiép xisc véi khang khi, co thé 1 do sy phin by cia thude hoje

cde chat chuyén hda ciana,

Khéng udng do uing cd con khi diing MIDORED TAB.

Natri: Ché phim chia it hon | mmol (23 mg) natri mdi vién, nghia 14 vé co

ban thudc khing chira natri.

SU'DYNG THUOC CHO PHU N7 €O THAT VA CHO CON BU

Sirdgng thudic cho phy nired thai

« M dil chura co bio cio v& thc dung gy qudi thai r ring nin

Sir dyng thuic cho phy nir cho con bi

Methyldopa 43 duge sir dung dudi syr gidm séty of chiit chz dé didu
huyét ip tromg thir ky mang thai. Khdng cd bing chimg 14m sing £ iy

crian

methyldopa giy bt thirimg irbéo thai hofic inh nrim g dén é so i
Cae bido cdo vi vide sir dung methyldopa trong the e cfc gini %
K déu cho thily npuy co gy hai cha thai nhi xiy ra s thilp.

Methyldopa ed thé ¢i qua hing rionhau thai vi xudt kign trong

!..'i (i
Iu;im‘rnguywdﬁivbilhninh_i,khisﬂdmmﬂmﬁccl—mphu s.
uﬁkhénﬂngm&ﬂmiénehnlmdciaiinhdukiéuvﬁicécnQ A
xaym,

Methyldopa dugc bii tiét vao sita mg, cin cin nhiic lyi [ch vi nguy co thide
khi diing thute cho phy mtchoconbi.

ANH HUONG CUA THUAC LEN KHA NANG LAI XE, V.
MAYMOC G fo i

MIDORED TAB ¢ thé gy tic mmmmgsnmmm
&Mmhmwmnhmmmadﬁum@ N
khéng nén tidn hinh cdc hoat déng can phai tinh tio nbu [ xe hodc vin
hénh miy mée,

GIAM BOC
Sink Jt”t‘dbw
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TUONGTAC, TUONGKY CUATHUOC

Trorong tic ciia thude

- Khdngsir dung ddng thiri vai thude e ché MAO.

Ciin hét sirc thin trong khi ding dng thivi véi cdc logi thude sau:

- Cic thude lam gidm tde ding ha dp ciia MIDORED TAB: Thube curdmg giao
cim (ting phan {mg ting huyét dp), thudc chéng trdm cim ba vong,
phenothiazin (cling cd thé lim ting tic dung ha &p céng hop), ché phim
chira sit diing dwémg udng - sdt sulfat hodc sit gluconat (1im gidm sinh kha
dung ctia methyldopa), cdc NSAID, estrogen.

Cde thudc lam ting tic dung ha dp ciia MIDORED TAB: Cic thubc hg dp
khic, thubc géy mé.

- Cde thudc lam thay d6i tdc dung ciia nhau khi dimg chung véi MIDORED
TAB: Lithi (tAng nguy co nhi¢m ddc lithi), levodope (gidm tdc dung ching
bénh parkinson, ting tic dyng khdng mong mudn Ién hé kinh trung
wong), rugu va céc thude e ché I.;ﬁn kinh trung womg khdc (ting tdc di
in',l:hélhénkinhmgmg),ﬁmehﬁngﬂﬁngméu[:hgt_ﬁcd;mguhﬁg
ddng mau, nguy co chiy miu), bromocriptin (giy tic dung ddi:ﬁnm um
4§ prolactin), haloperidol (c6 the g;iylréi loan chire ning tim nhir
phurong hrdmgg, suy nghi chim). :

Tuong ky ciia thube
Do khiing ¢ cc nghidn cira v& tinh trong ky ciia thude, khang trén 1in
thubc niy voi cic khic.

TACDUNGKHONG MONGMUON CUATHUOC
Ciic phan img c6 hai dwge phin nhém theo tin sudt: rit thudmg gip (ADR >
1/10), thurémg g3p (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100),
hiém glip (1/10000 < ADR < 1/1000), rét hiém gip (ADR < 1/10000), khéng
1 tin sudt (khong wde tinh dwge tirdir lidu sin c6).

- Miwvabach huyét:

+ Rétthudng gp: Phin img Coombs duong tinh.

+ Eﬁmgﬁp:ﬂﬁéumdumhny&giizanchcﬂu.nﬁlbnhﬁuhﬂhgiﬁndéu

+ Khongrd tinsudt: Suy tily xuang, cdc xét nghi¢m duwong tinh déi véi khing
thé khing nhén, té bio LE, yéu t6 thip khép.

- Héthdng mién dich:

+ Rithiém glip: Vigm cotim, viém ming ngodi tim.

- Khﬁrﬁ:;ﬁ tn suiit: Viém mach, trigu chimg gidng SLE, st do thude, ting
bach ciu i toan.

- Npitét:

+ Khong rd tin subt: Ting nding d prolactin méu, chimg vii to & nam gidi, tiét
sifa, vé kinh.

- Hi thankinh:

+ Réthiém gap: Bénh Parkinson.

+ Khong rd tin sudt: Liét mjt ngogi bién, dir ddn, chimg mia vim, tri¢u chimg
suy mach miu ndo (6 thé 1a hiju qud cua hy huyét ap), cic rbi logn tim thin
bao gom con dc mgng, rdi logn tim thin nhg c6 thé hbi phye hoje bénh trim
cim, nhirc diu, an thin (thuimg 14 thoing qua), suy nhirge, ching mat, dj
cam, giam hammudn tinh dyc.

- Tim:

+ Réthiém gdp: Con dau thit ngye trdm trong hom.

+ Khong rd tin suit: Suy tim sung huyét, ting cim gide xoang ding mych
canh kéo dii, ha huyétap thé dimg (khuyén cdo giam liéu ding hing ngly),
phil né, ting edn, nhip tim chim Xoang.

- Héhdp:

+ Khéngrd thn sudt: Nghet mai.

- Tiéuhéa:

4 Rithiém glip: Viem nay.

+ Khangrd tin sudt: viém dai tring, ndn mira, tidu chdy, viém tyén nwde bot,

sumg lutsi, hedi ddi mau, budn nén, tdo bén, chiedng bung, diy hoi, kh

migng.

Ganmgt:

Riit hiém gp: Viém gan, hogi tir gan.

Khing rd thn sudt: U'mit,ving da, bit thudmg chire nang gan.

Da vimé dueci da-

hl_(t;ﬂng 1 tiin sudt: Hogi tir bidu bi nhidm dde, phdt ban (chim, ban dang

chen).

Co xieang va mé lién két:

Khéng 3 tén sudt: Bau khép nhe 6 hode khang cé sumg khép, dau co.

= Sinhsdn:

+ Khing rd tin sult: Ligt duong, rbi logn xudt tinh.

= Xétnghigm.

+ Khong rd tin sudt: Chi sd BUN thng cao.

Thing bdo ngay cho bac?? duge 57 khi gip cde lée dung khing mong mudn

nhur trén khi sit dung thuic hodc bio edo cde phin tmg cd hai cia thude vé

Triing tdm Théng tin thude va Theo dii phin img cd hai cita thude (ADR) Quéc

Gla: Dja chi: 13 - 15 Lé Thanh Tong - Hoan Kiém - Ha Ngi; Dién thoai:

024.3.9335.618; Fax: 024,3.9335642; Email: di pvcenter@gmail.com

QUALIEU VA CACHXU TR

Quilidu
Chic tridu chimg cia qué lidu MIDORED TAB cdp tinh c6 thé bao gdm: ha
huyét ép cdp tinh, budn ngil nhidu, suy nhuge, nhip tim chim, chéng mat,
tho béan, chirdmy byng, diy hei, tiédu chiy, budn nén, nén.

Caich xir tri khi diing qué lién

- Ngay sau khi phit hign qud lidu, ¢ thé rita da diy hay giy ndn. Khéng cé
thube gidi dée dic higu. Methyldopa c6 thé duge logi ba bing thim phin.
Xir tri qud liéu biing cach diéu trj migu chimg. C4 thé ving sir thai trir qua

[ S

+

g

pude tidu bing cich truyén dich. Ngodi ra cin phai theo dai sdt nhip tim,
cung hegmy tim, the tich méu, cin bing dién giai, nhu ddng cia rét, chire
nang thin va hoatdéng clanio.

- Céihé sirdung cdc thudc cwimg giso cim (adrenalin). Khi nghi ngér qua lidu
min tinh, nén ngumg sir dung MIDORED TAB.

BACTINH DUGCLUCHOQC

Nhém duwge Iz Thube didu tri Bing huyét ap thude loai ligt giao cam tnmg

uomg.

M3 ATC: CO2AB.

Cochi ticdyng

- Methyldopa ld mjt thube hg huyét ap co tic dong trung rong, Mic di co ché
tic dung chinh xic chira dugc bict ddy du, tic dyng chong ting huyet ap ciia
methyldopa ¢4 1 do thuée duge chuyén hoa & bé thing thin kinh trung
wong thinh alphs-methylnorepinephrin, chit nay hogt déng theo mit sd co
ché gid dinh: :

+ Lim gidm tnrong lge giao cim bing cich kich thich céc thu thé alpha trung
wong, irc ché tién synap.

+ Thay thé dopamin ndi sinh nha mt chit din truyén thin kinh gid & du day
thin kinh dopaminergic

+ Lamgiam bosttinh renin huyét trong v sie can mach méungoai bién.

+ Uc ché enzyme dopa decarboxylase lim giam sy tong hop dopamin,
serotonin, norepinephrin va epinchrin.

- Methyldopa khéng tic dung truc tiép |2n chirc nfing tim, khéog 13m giim
cung hrong tim, khing giy ohip tim nhanh phan xa, khdng lam giam 4§ loc
ciu thin. hou lrgng miu dén thin, phin s6 loc cia cdu thin. Trong mot sb
truémg hop, methyldopa lam gidm nhip tim. C6 te dung ha huyétdp & cé tu
thé dimg v niim, hiém khi gay ha hayét dp thé dimg.

PACTINH DUGC BONG HOQC
Saumit liéu dimg duy nhdt, t3c dyng ba dp 16i da dat duge sau khodng 4 — 6
gid, thai gian i dgng 13 12 - 24 -pio. Khi dimg liu 13p lgi, huyét ép giam
161 da sau 2 - 3 ngiy. Khi ngimg thude, huyét ip s trér lai mrire tre ki didu
trjsan | -2 ngdy.

Hiip thu

- Swhép thu methyldopa dwémg uéng rit khic nhau va khéng hoan todn. Sinkh
kha dyng trung binh chi dat khodng 25% lidu ding Néng 44 t8i da trong
huyét twong cisa thudc datduge trong vong 2 — 3 girsau khiudng.

Phin b

- Liénkétyéu v protein huyét twong (it hon 20%).

- Methyldopadi qua nhau thai va bii Gét vio sia mg.

Chuyén héa

- Methyldopa duge chuyén hoa chi yéu & gan. O cac té bio thin kinh

adrenergic trung uong, methyldopa duge chuyén hda tzo thinh alpha-

methynoradrenalin c6 hoat tinh. Ngodita, mt sé chit chuyén héa dupe bi tiét
qua tisin,

Thal trix

- Khoang 2/3 lremg methyldopa hip thu dupe bi tiét qua nude tidn & dang
khong d6i vi dang licn hep sunfat, phin con i duge bai tiét qua phin &
dang khong déi. Thai trix qua hai pha. O nguti 6 chirc ning thin binh
thusing, the'i gian ban hity 13 1,8 £ 0,2 gir. Hoat chit dugc dio thii hoan tedn
khbi o thé trong vong 36 git. Methyldopa o thé dug logi bo khoi co thé
bing thim phin, véi khodng 60% lugng hdp thu dupc thii tnir trong 6 gity
thim phdn méuvi 22 - 36% trong 20— 30 gid thim phan phic myc.

Durye djmg hoc & so doi tiegmg diic bigt:

- Suy thin: O nguii suy thin, qud trinh dio thii methyldopa ra khoi co thé
chdm lgi nrong {mg vé&i sy sury giim chire niag thin. Trong tnsimg hop say
thin pang (khéng didn tri Toc méu), thet gian bin hity cia methyldopa ting
1én gidp 1070,

QUY CACHBONG GOI
Hisp 03 vix 10 vign nén. Vi bdm Al - PVC/PVDC trong.

Hap 05 vix 10vién nén. Vi bdm Al - PVC/PYVDC trong.
Hap 10vix 10vién nén. Vi bmAl—PVO/PVDC trong.

BAOQUAN
Nari kih, dudsi 30°C. Trinh dnh séng,

HANDUNG
24 théing (ké tir ngdy san xuit),

TIEU CHUAN CHAT LUONG
Tiduchufin cosd.

NHA MAY 2
CONG TY TNHH LIEN DOANH HASAN - DERMAFHARM
Lé F, Butmg sé 5, KON Bng An, Binh Hén, Thuin An,
Binh Thromp, Vigr Nam




