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THANH PHAN: Dé€ xa tdm tay tré em
Methyldopa ..........ccceevviiiiiieiins 250mg
BT VT T - 1 viénnénbao phim

CHi PINH, CHONG CHi PINH, CACH
DUNG, LIEU DUNG VA CAC THONG TIN
KHAC:

Xin doc t& huéng d&n s dung.

BAO QUAN:

Noi kho, nhiét d6 khong qua 30°C, tranh
anhsang.

SPK/Reg. No.:
S8 16 SX/Lot No.:
Ngay SX/Mfg.Date:

HD/Exp.Date:

Sin xullt tai
CONG TY C8 PHAN DUGC - TRANG THIET B| Y TE BINH BINH (BIDIPHAR)
498 Nguydn Thdi Hoc, Phudng Quang Trung, Thanh ph& Quy Nhon, Tinh Binh Binh, Vit Nam

RX Thyugc ban theo don

Bidiphar

METHYLDOPA 250 mg

Hop 10 vi x 10 vién nén bao phim

COMPOSITION:
Methyldopa .........ccceeviiiiiciiiniiin, 250mg
Excipients q.sto.............. 1 film-coated tablet

INDICATIONS, CONTRA-INDICATIONS,
ADMINISTRATION, DOSAGE AND OTHER
INFORMATION:

See the enclosed leafletin box.

STORAGE:

In dry place, temperature not exceeding
30°C, protected from light.

Keep out of reach of children
Read carefully the leaflet before use

Ma s6, ma vach

Manutactured by.
BINH DINH PHARMACEUTICAL AND MEDICAL EQUIPMENT JOINT STOCK COMPANY
498 Nguyen Thai Hoc Street, Quang Trung Ward, Quy Nhon City, Binh Dinh Province, Vietnam

250 mg

METHYLDOPA




https:.//;nhathuocngocanh.Com/

h\)
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.v 0 ~1T nh bot bép, Era-gel, Talc, Magnesium stearat,
Q Acxd citric khan, Colloidal silicon dioxide,

2. Dang bao ché: Vién nén bao phim.
3. Dugec luc hoe va duge dong hoc:
3.1. Dwgc lyc hoc:
Nhém duge Iy: Thube chéng ting huyét ap thudc loai irc ché
(liét) giao cdm trung uong.
Ma ATC: C02ABO01; C02AB02
Dugc Iy va co ché tdc dung:
Methyldopa 1a mot thubc ha huyét ap c6 cAu tric lién quan dén
c4c catecholamin va tién chét cua ching. Thubc duge chuyén
héa & hé théng thin kinh trung wvong thanh alpha methyl
norepinephrin, chit nay kich thich cac thu thé alpha adrenergic
dan dén giam truong luc giao cam va giam huyét 4p. Vi vy
methyldopa dugc coi 14 thude liét giao cam c6 tic dong trung
vong. Methyldopa ciing lam gidm hoat tinh renin trong huyét
twong va goép phdn vao tic dung ha huyét 4p cia thudc.
Methyldopa irc ché sy khir carboxyl ciia dihydroxyphenylalanin
(dopa) (la tidn chit cia norepinephrin) va cia 5 -
hydroxytryptophan (1a tin chit ciia serotonin). Mic d tac
dung ha huyét 4p chi yéu cia thudc khong phai 12 do trc ché
decarboxylase, nhung khong thé loai trir sy déng gép phén nao
ciia co' ché ngoai bién. Methyldopa lam giam huyét 4p ca & tu
thé dimg va tu thé nim. Thudc khong c6 anh huéng truc tiép
téi chirc ndng than va tim.
Cung luong tim thudmg dugc duy tri; khong théy tang tin sb
tim. Hiém gap cac triéu chimg ha huyet ap tu the, ha huyét 4p
trong lic hoat dong va thay dbi huyet ap nhiéu trong ngéy
Methyldopa c6 thé duoc sir dung két hop véi céc thudc ha
huyét ép khéc, dic biét 1a thudc lgi ni¢u thiazid ké ca két hop
thiazid va amilorid. Methyldopa con c6 thé két hop véi céc
thuc chen beta.
3.2, Du'g)'c dong hoc:
Su hép thu ctia methyldopa 1a khong hoan toan. Kha dung sinh
hoc trung binh chi dat duqc 25% lidu ding va thay ddi rét nhidu
glua céc ngudi bénh. Ndng do téi da trong huyet tuong cla
thudc dat dugc trong vbng 2 - 4 gid sau khi ubng, tic dung
chong téing huyét ép dat tdi da sau 4 - 6 gid. Nira doi trong
huyét twong ctia thudce 1a 1 - 2 gios dbi voi ngudi c6 chirc nang
th4n binh thudng va ting 1én khi chirc néng than glam Thé tich
phén bo cta thudc 1a 0,6 litkg. Khoang 70% lidu dung duoc
bai tiét qua thén, trong d6 60% la methyldopa tu do, phin con
lai 1a chét chuyén hoa & dang lién hop.
4. Quy c4ch déng géi: Hop 10 vi x 10 vién.
5. Chi dinh:
Didu trj tang huyét 4p. Thubc duoc lra chon khi tang huyét ap
& ngudi mang thai.
6. Liéu dung vi cich dung:
6.1. Cdach ding
Nubt nguyén vién v6i mot lugng nude thich hop.
6.2. Liéu ding
- Ngu(‘n 16n:
+ Pidu tri bit dAu: 250 mg/lanx 2 -3 lan/ngay x 2 ngay
+ Didu tri duy tri: 0,5 g - 2 g/ngdy, chia lam 2 - 4 lan. Lidu
hang ngay i da dugc khuyén cdo 1a 3 g.

+ Nén dang phéi hop thudc loi tidu thiazid néu khong khéi
diu diéu tri bang thiazid hoic néu tic dyung lam giam huyét
ap khong dat véi lidu methyldopa 2 g/ngay.
- Ngudi cao tudi: Lidu ban ddu: 125 mg/Ian x 2 lin/ngdy. Liéu
¢6 thé tiang dan (ti da 12 2 g/ngay).
- Tré em trén 6 tudi:
+ Liéu ban ddu 1a 10 mgkg thé trong/ngay, chia lam 2 - 4
lan.
+ Liéu téi da: 65 mg/kg hodic 3 g ngay.
- Tré em dudi 6 tudi: Khoéng sir dung cho tré em duGi 6 tuéi vi
dang bao ché vién nén bao phim khong phis hop cho déi twong
nay.
7. Chéng chi dinh
- Mén cam véi bat ky thanh phan nao cua thude.
- Bcnh gan dang hoat dong nhu viém gan cdp va xo gan dang
tién trién.
- Réi loan chirc ning gan lién quan dén didu tri bifmg
methyldopa trudc déy.
- U té bao ua crém.
- Ngudi dang ding thudc rc ché MAO.
8. Cic trudmg hop thin trong khi diung thude
8.1 Thén trong khi ding thudc:
- Tién sir bi bénh gan hoic rdi loan chirc ndng gan tir trudc, suy
thdn ndng, tién st thiéu mau tan huyét, bénh Parkinson, trAm
cam tam thén, rdi loan chuyén hoa porphyrin, xo vira djng
mach ndo.
- Nén dinh ky dinh lugng hdng bach ciu va lam test gan trong 6
- 12 tudn d4u diéu trj hoic khi ngudi bénh bi sét nhung khong
rd nguyén nhan.
8.2 Sur dung cho phu nit cd thai va cho con bu:
- Thoi ky mang thai:
Chua biét vé nhung nguy co do thudc. Methyldopa c6 thé dung
cho ngudi tang huyét ap do mang thai gdy ra. Thuéc khong gay ’
qudi thai, nhung trong sb tré sinh ra tir cac ba me da dugc diéu
trj bing thudc trong thoi gian mang thai, dbi khi c6 thoi ky bi
ha huyét 4p.
- Thoi ky cho con bu:
Khong nén ding thudc cho ngudi dang cho con bu do
methyldopa bai tiét vao sita me c6 thé giy nguy co dbi véi tré.
8.3 Tic dpng ciia thudc khi ldi xe va vin hanh mdy:
Methyldopa c6 thé gdy budn ngu, nén khong l4i xe hodc van
hanh may.
9. Twong tic thudc va cic loai twong tic khac:
- Thudc chira tang huyét 4p khac: c6 thé [am ting tac dung ha
huyét 4p, tang cac phan tng bét lgi hoic phan ung dic (ng
thudc.
- Thubc gay mé: Phai giam lidu cua thudc gay mé, néu ha huyét
&p trong khi gy mé c6 thé ding thudc co mach.
- Lithi: 1am tang ddc tinh cua lithi.
- Thubc e ché monoamin oxidase: vi gdy ha huyét ép qua
murc.
- Amphetamin, céc thudc kich thich thin kinh trung wong,
chéng trAim cam 3 vong: vi gy dbi khang véi tac dung chira
ting huyét &p va mit sy kiém soat huyét ap.
- Thudc tao huyét c6 sit: 1am gim nong do methy]dopa trong
huyét twong va lam giam tic dung chéng tang huyét 4p cua
methyldopa.
- Thude tranh thai ubng: vi 1am tang nguy co tn thuong mach
mau va gy kho kiém soat huyét ap.
10. T4c dung khéng mong mudn:
- Thuong gip: Nhirc diu, chong mat, st, ha huyét ép tu thé, ha
huyét 4p khi ding, phi, an thdn, giam tinh duc, khd miéng,
budn ndn, ndn, tiéu chay, ngat mii.
- {t gap: Suy nhuoc, giam sy nhay bén tri tug, di cam, 4c mong,
trdm cam.
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- Hlem gap Suy tuy xuong, glam bach cAu, mét bach ciu hat
gxém tiéu cu, thiéu mau tan huyet thiéu mau nguyén hong ciu
khéng 15. Cham nhip tim, 1am trAm trong thém dau thit nguc,
suy tim, hdi chirng suy ndt xoang. Liét mat, cir dong dang mua
vom khéong ty chu, hdi chimg thidu niang tudn hoan nio, triéu
chimg gidng Parkinson. V4 kinh, to vii dan 6ng, tiét sita. Viém
dai trang, viém tuyén nude bot, udi den, dy hoi, viém tuy.
Ngoai ban, hoai tir bidu bi nhiém ddc. Vang da, viém gan, hoai
tir vi thé timg ving. Pau khop ¢6 hodc khong sung khép, dau
co. Viém co tim, viém mang ngoai tim, bénh giéng lupus ban
do.

Huo’ng diin xir tri ADR:

- Néu thiéu mau tan huyet xay ra hodc phan img Coomb duong
tinh (phan {mg nay thudong xay ra sau 6 — 12 thing diéu trj ),
nguyén nhan c6 thé 1a do methyldopa, trong trudng hop nay
nén ngung thuc. Ty 18 mic thip nhét néu dung lidu hang ngay
bing hotic dudi 1 g. Thong thudng céc triéu chimg thiéu méau
giam nhanh chéng. Néu khong do, c6 thé dung corticoid,
treong hop cin thiét c6 thé truyén mau, va nén xem xét dén
nhimg nguyén nhan khéc cua thiéu mau. Néu thiéu mau tan
huyét lién quan dén methyldopa, trong trudng hop cAn thiét co
thd truyén méau. Néu thiéu méau tan huyét lién quan dén
methyldopa thi khong nén tip tuc ding thuéc.

- Thidu m4u tan huyét thinh thoang xay ra khdng lién quan dén
phan tmg Coomb duong tinh ho3c d4m tinh. Trudng hop nay
xdy ra & nguoi thidu hyt glucose-6-phosphat dehydrogenase,
véi ty 18 cao hon & nhitng viing dén cu tiép xiic v6i bénh sbt rét
so véi viing dan cu khong tiép xtc v6i bénh sbt rét.

- Téc dyng an toan c6 thé xay ra lic bat diu ding thubc hozic
khi tang liéu, nhung tic dung khong mong mudn nay s& hét khi
thyc hién duy tri.

Khi dung lidu methyldopa tac dung doc chu yeu 1a st do thudc.
Sot thinh thoang c6 kem theo ting bach cdu wu eosin va/hodc
réi loan chirc niing gan trén xét nghiém, sbt ¢6 thé xay ra trong
céc giai doan, nhung thuong chi xay ra trong 2 hodc 3 thang
dAu dung thudc. Ngét & ngudi cao tudi c6 thé lién quan toi sy
tang nhay cam véi thudc hodc t6i xo vira dong mach tién trién.

11. Qus lidu va cdch xir tri:

* Bidu hién: ha huyét 4p voi ri loan chitc ning cta ndo va hé
tiéu hoa (an than qua muc, mach chdm, tdo bon, déy hoi, ia
chay, bubn ndn, nén).

* Xi tri: diéu tri trigu chimg va hd trg.

- Khi méi ubng thudc c6 thé rira da day hoic gdy non.

- Néu thudc da dugc hdp thu, ¢6 thé truyén dich dé tang thai trir
thude qua nuée tiéu. Can chi y dac biét tan sé tim, luu lugng
méu, cin béng dién giai, liét rudt va hoat dong cua ndo.

- C6 thé dung thubc c6 tac dung gibng giao cam nhu:
levarterenol, epinephrin, metaraminol.

- Methyldopa c6 thé dugc loai khoi tudn hoan bing thim tach
mau.

12. Céc ddu higu cin lru y va khuyén cdo:

Chura c6 thong tin gi thém.

13. Diéu kién bao quén, han dung ciia thudc

13.1 Diéu kién bio quan: Noi khd réo, nhiét do khong qua
30°C, trénh 4nh sang.

13.2 Han ditng: 36 thang ké tir ngay san xuét.

14. Tén, dia chi co s& sin xuit

CONG TY CP DUGC — TTBYT BINH DINH (BIDIPHAR)
498 Nguyén Thai Hoc, P. Quang Trung, Tp. Quy Nhon, tinh
Binh Dinh, Viét Nam

DT: 056.3846500 - 3846040 * Fax: 056.3846846

15. Ngay xem xét sira di, cip nhat lai ndi dung huéng din
str dung
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To hwéng din si dung thudc cho bénh nhén

Vién nén bao phim METHYDOPA 250 mg

- Thubc nay chi dwoc diing theo don cua bdc sy.
- Thong bdo cho duoc sy hodc bdc sy nhitng tac dung khong mong mudn gap phdi khi sie dung

thuéc.

1. Thanh phén ham lwong cia thube

- Hoat chit: Methyldopa 250 mg

- T4 dugc: Tinh bot bép, Era-gel, Talc, Magnesium stearat, Povidone, Acid citric khan, Colloidal
silicon dioxide, Hydroxypropyl methylcellulose, Polyethylene glycol 4000, Titan dioxyd, Mau vang
oxyd sit, EDTA.

2. Mb ti san phim
- Dang bao ché: Vién nén bao phim.

- M5 ta: Vién nén tron bao phim mau vang, bdt thudc bén trong mau tréng hoc tring nga.

3. Quy cach dong goi

Hop 10 vi x 10 vién nén bao phim.

4. Thubc ding cho bénh gi?
Vién nén bao phim Methyldopa 250 mg ding trong diéu tri ting huyét ap. Thudc dwoc lwa chon khi

tang huyét ap & ngudi mang thai.

5. Nén dung thudc nay nhw thé nao va liéu lwong?

- Cdch dimg: Nubt nguyén vién véi mot lugng nuéce thich hop.

- Duong ding: Ubng

- Liéu diing:

+ Nguoi 16n:
++ Diéu tri bt diu: 250 mg/lan x 2 - 3 1an/ngay x 2 ngay.
++ Diéu tri duy tri: 0,5 g - 2 g/ngay, chia 1am 2 - 4 lan. Lidu hang ngay t6i da duge khuyén céo 1a
3g.
++ Nén dung phdi hop thudc loi tiéu thiazid néu khong khdi ddu diéu tri bing thiazid hodc néu tac
dung 1am giam huyét ap khong dat véi lidu methyldopa 2 g/ngay.

+ Nguoi cao tudi: Liéu ban dAu: 125 mg/lan x 2 1an/ngay. Lidu c6 thé tang dan (ti da 1a 2 g/ngay).

v
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+ Tré em trén 6 tudi:
++ Liéu ban dau la 10 mg/kg thé trong/ngay, chia lam 2 - 4 14n.
++ Liéu tdi da: 65 mg/kg hodc 3 g ngay.
+ Tré em duéi 6 tudi: Khong sir dung cho tré em dudi 6 tuéi vi dang bao ché vién nén bao phim

khéng phit hop cho doi twong nay.

6. Khi nio khong nén ding thude nay?
- Mén cam véi bat ky thanh phin nao cua thuéc.
- Bénh gan dang hoat dong nhu viém gan cip va xo gan dang tién trién.

- Réi loan chirc ning gan lién quan dén diéu tri bing methyldopa truée day.

- U té bao wa crom. 66‘2:

- Ngudi dang dung thude e ché MAO. CC%NP‘

, o-TRAN

7. Tac dung khong mong muon (E Bi}

- Thuong gip: Nhite dau, chéng mit, sdt, ha huyét ap tu thé, ha huyét 4p khi dung, phu, an thin, @
. \ A oA A A A “A 2 ~e ”Vl

giam tinh duc, khd miéng, budn ndn, ndn, ti€u chay, ngat miii. \\"T

-t gip: Suy nhuoge, giam sw nhay bén tri tué, di cam, 4c mong, trAm cam.

- Hiém gap: Suy tdy xwong, giam bach cau, mét bach cau hat, giam tiéu cau, thiéu mau tan huyét,
thiéu méau nguyén hong ciu khdng 16. Cham nhip tim, 1am trdm trong thém dau thit nguc, suy tim,
hoi chimg suy nit xoang. Liét mit, cir ddng dang mua von khong tu chii, hoi ching thiéu ning tudn
hoan ndo, triéu chimg giéng Parkinson. V6 kinh, to vii dan 6ng, tiét sita. Viém dai trang, viém tuyén
nude bot, ludi den, ddy hoi, viém tuy. Ngoai ban, hoai tir biéu bi nhiém doc. Vang da, viém gan,
hoai tir vi thé timg vung. Pau khdp cé hodc khong sung khép, dau co. Viém co tim, viém mang

ngoai tim, bénh gidng lupus ban do.

8. Nén tranh dung nhirng thudc hoiic thwe phim gi khi dang sir dung nhirng thudc nay?

- Thudc chiva ting huyét ap khac: c6 thé 1am ting tic dung ha huyét ap, tang cac phan mg bét loi
hogic phan tmg dic tmg thudc.

- Thubc gdy mé: Phai giam lidu ctia thudc gay mé, néu ha huyét ép trong khi gdy mé c¢6 thé dung
thudc co mach.

- Lithi: 1am tang ddc tinh cua lithi.

- Thube e ché monoamin oxidase: vi gdy ha huyét 4p qua mirc.

- Amphetamin, cac thude kich thich than kinh trung wong, chdng trdm cam 3 vong: vi gy ddi khang
véi tac dung chita tang huyét 4p va mat su kiém soat huyét 4p.

- Thubc tao huyét co sit: lam giam noéng dd methyldopa trong huyét twong va lam giam tac dung

chdng ting huyét 4p ctia methyldopa.

W/
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- Thube trénh thai ubng: vi 1am tdng nguy co ton thuong mach méu va gay kho kiém soét huyét ap.

9. Cin lam gi khi mét lin quén khong dung thude?

Ubng ngay khi nh ra, trir khi qué gn véi 1an ding thudc ké tiép. Khong ding lidu gép doi dé bu lai
liéu da quén.

10. Cin bio quén thude nay nhw thé nao?

Bao quan thudc noi kho rdo, nhiét do khong qua 30°C, tranh 4nh sang.

11. Nhirng triéu chirng va diu hi¢u khi ding thuéc qua lidu?
Ha huyét 4p voi roi loan chie ning cta ndo va hé tidu héa (an thin qua mirc, mach cham, téo bon,

day hoi, ia chay, budn non, non).

12. Cén phai lam gi khi ding thudc qua liéu khuyén cdo?

Béo ngay véi béc sinéu ban dung liéu vuot qué liéu duoc ghi trong don thube ciia bac si.

13. Nhirng diéu cin théin trong khi ding thudc nay?

- Tién st bi bénh gan hoic rdi loan chirc ning gan tir trude, suy than ning, tién sir thiéu mau tan
huyét, bénh Parkinson, trdim cam tdm than, rdi loan chuyén héa porphyrin, xo vira ddng mach
ndo.

- Nén dinh ky dinh luong hdng bach cdu va lam test gan trong 6 - 12 tudn dau diéu tri hodc khi
ngudi bénh bi s6t nhung khong rd nguyén nhan.

- Thoi ky mang thai: Chua biét vé nhing nguy co do thudc. Methyldopa c6 thé ding cho ngudi ting
huyét 4p do mang thai gay ra. Thudc khong gy quéi thai, nhung trong sd tré sinh ra tir cac ba me
d3 duoc didu tri bing thudc trong thoi gian mang thai, d6i khi ¢6 thoi ky bi ha huyét ap.

- Thoi ky cho con bi: Khong nén ding thude cho ngudi dang cho con bu do methyldopa bai tiét vao
sita me c6 thé gdy nguy co ddi véi tré.

- Methyldopa c6 thé gdy budn ngu, nén khong 14i xe hodc van hanh méy khi sir dung thudc.

14. Khi nao cin tham vén bac sy, dwge s§?

Khi dang sir dung cling ltc voi céc thude khac.

Khi ban nim trong cic trudng hop can phai than trong khi dung thude.
Khi ban dang c6 thai hodc dy dinh c6 thai hodc dang cho con bu sira me.
Khi x4y ra cac tac dung khong mong muén trong qua trinh diing thudc.
Khi dung qué liéu khuyén céo.

Néu can thém théng tin xin hoi y kién bdc sy hodc duoc sy.

15. Han dung cua thude

v/



https://nhathuocngocanh.com/

36 thang ké tir ngay san xuét.

16. Tén, dia chi, biéu twong ctia nha sin xuit
- Tén: CONG TY CO PHAN DUQC - TRANG THIET BI Y TE BINH PINH (BIDIPHAR)
- Dia chi: 498 Nguyén Thai Hoc, phudng Quang Trung, thanh phd Quy Nhon, tinh Binh Dinh

Y

Bidiphar

- Bi€u tuong nha san xuat:

17. Ngay xem xét sira ddi, cap nhit lai ndi dung hwéng din sir dung thudc




