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eve QuAN LY ntrQ'e 

S6: Jlf ("J!f!QLD-DK 
v /v thay d6i m~u nhan va n()i dung 

cua ta huang d~n str dvng 

CQNG HOA xA HQI CHU NGHiA VI~T NAM 
I>Qc l~p- T\r do- H~nh phuc 

Ha N(Ji, ngay OA thang ~A nam 2022 

Kinh gui: Egis Pharmaceuticals Priviate Limited Company 
Dta chi: 1106, Budapest, Kereszturi ut, 30-38, Hungary. 
Van phong dc;zi di?n: Phong 1101, tdng 11, Toa nha Me Linh 
Point, s6 2 Ng6 Due Ki, Phuong Bin Nghe, Qwjn 1, Thanh ph6 
H6 Chi Minh. 

Cvc Quan ly Duqc nh?n duqc h6 sa s6 tiSp nh?n 660/TDNN ngay 
25/03/2021 va cac tai li~u lien quan cua Cong ty vS vi~c thay dBi m~u nhan va 
n9i dung cua ta hu6ng d~n su d\}ng d6i vai thu6c da duqc c~p gi~y dang ky luu 
han h. 

Can eli Thong tu s6 32/2018/TT-BYT ngay 12/1112018 cua B9 Y tS quy 
dinh vi~c dang ky luu hanh thu6c, nguyen li~u lam thu6c; Thong tu s6 
01/2018/TT-BYT ngay 18/01/2018 cua B9 Y tS quy dinh ghi nhan thu6c, 
nguyen li~u lam thu6c va ta huang d~n su d\}ng thu6c; 

Can eli Bien ban th~m dinh h6 sa thay dBi/ bB sung cua Cong ty, C\lc 
Quan ly Duqc c6 y kiSn nhu sau: 

D6ng y vS vi~c thay dBi m~u nhan va n9i dung cua to· hu6ng d~n Sll" d\}ng 
d6 i vai thu6c Dopegyt, s6 dang ky: VN -13124-11 . 

M~u nhan mai va bang so sanh cac n9i dung thay dBi cua ta huang d~n su· 
d~mg cua thu6c duqc dong d~u xac nh?n cua C\lC Quan ly Duqc va dinh kern 
theo cong van nay. 

Ngoai n9i dung duqc thay dBi tren, t~t ca cac n9i dung khac giu· nguyen 
nhu h6 sa dang ky thu6c luu t?i C\lc Quan ly Duqc. 

Ca sa dang ky, CO' sa san xu~t phai chiu trach nhi~m vS ch~t luqng d6i vai 
thu6c luu h~mh tren thi truang va co trach nhi~m thong bao sv thay d6i nay dSn 
cac CO' quan lien quan va khach hang. 

Sau 06 thang kS tir ngay ky cong van nay, thu6c tren khong duqc nh?p 
kh~u vai cac n9i dung elida dS nghi thay dBi. 

C\lc Quan ly Duqc thong bao dS Cong ty biSt va thvc hi~n dung cac quy 
dinh cua Vi~t Nam vS luu hanh thu6c./. 

No'i nlt~n: 
- Nlnr tren; 
- C1,1c tnrcmg (d8 b/c); 
- Ltru : VT, DKT (Ho). 

Nguy~n Thanh Lam 
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Thanh phan ho~;~t chat: Moi vien mln bao phim chtf.l 
250 mg methyldopa anhydrous ldu'li'i d~ng 282 mg methyldopa 1.5 HzO). 

Chi djnh, cich dung, chong chi dinh v8 cac thong tin khac: 
Xem trong tir hiJI!ng dan su d~ng thuoc k~m theo. 

Bao quan II nhilt dO khOng qua 30' C. 
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EGISI'HARMACEUTICALS PRIVATE UMITEO COMPANY 
Budapest, Kereszturi ut3().3B .. Hungary 

9900 Kfirmend. Matyas kir.ily ut 65 .. Hungary 

ot XA T.tM TAY TRE EM 

oqc KY HltONG DAN SU 
DVNG TRltOC KHI DUNG 

Rx 
THUOCKEDON 

Dopegyt® 
Methyldopa anhydrous 250 mg 

H(ip 1 0 vi x 1 0 vi en nen bao phim 

Dopegyt® 
Vien min baa phim 

K 
Khong auac 
uong ruau 

SBK: 

[1 ~ Dung theo ~~~~~m a an (lia 
~lira~ bAcsy 

Ooanh nghi~p nh6p kMu: 

W14d oeq U\)U U~IJ\ 

®~6adoa 

• Pantone Black 
• Pantone Warm Red 
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Vietnam 0 Pantone Warm Red-40% 
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PRIVATE LIMITED COMPANY Methyldopa anhydrous 250 mg PRIVATE LIMITEO COMPANY 
Dopegyt® EGIS PHARMACEUTICALS Dopagyt® 
Methyldopa anhydrous 250 mg PRIVATE LIMITED COMPANY Methyldopa anhydrous 250 mg 

EGIS PHARMACEUTICALS Dopegyt® EGIS PHARMACEUTICALS i PRIVATE LIMITED COMPANY Methyldopa anhydrous 250 mg PRIVATE LIMITED COMPANY z 

Dopegyt® Dopegyt® " EGIS PHARMACEUTICALS 
Methyldopa anhydrous 250 mg PRIVATE LIMITED COMPANY Methyldopa anhydrous 250 mg 

EGIS PHARMACEUTICALS Dopegyt® EGIS PHARMACEUTICALS ... 
PRIVATE LIMITED COMPANY Methyldopa anhydrous 250 mg PRIVATE LIMITED COMPANY ~ 
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EGIS PHARMACEUTICALS 
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Article No.: 

• Pantone Black 

graphics versions: 01 

Zombor Csaba /2018.04.12. 
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Ten thu6c 

Cac cau 
khuyen 
cao 

Thanh 
phan c6ng 
thll'c thu6c 

D9ng bilo 
che cua 
thu6c 
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BANG SO SANH NQI DUNG TO HUONG DAN SlJ DUNG 
Dopegyt 

Vi en nen bao phim methyldopa 250 mg 

Trr httttng dan sl! dung da dltl1c phe duyet TIT httttng dan sl! dung d~ nghi thay doi 

Rx 
Oopegyt Oopegyt 
Viiin min bao phim 250 mg Vien min bao phim methyldopa 250 mg 
Methyldopa 
Xin rff)c kf hlltJng d!n stl dvng trtldc khi dung. Bdxa tam ray lie em 
Neu cdn tMm thong tin, xin htii f kien Me sl Bf)c kf hiltJng d!n stl dvng trtldc khi dung 
Thutc nay chi dung t!Jeo r!dn cua tilly t!Jutc. Thutc nay chi dung t!Jeo r!dn thulfc 

THANH PHAN THANH PHAN CONG THac THUOC 
Ho~t chat : Trong moi vien nen bao phim c6 250 mg methyldopa anhydrous 1282,00 mg d Thanh phan ho~t chat: Moi vien nen bao phim chua 250 mg methyldopa anhydrous ldtttti 
d~ng methyldopa 11/z H20). d~ng 282 mg methyldopa 1.5 H zD). 
Ta dlfl1c: Microcrystalline cellulose, croscarmellose sodium, tinh bOt ngO, polyvinyl butyrale, Thanh phan ta dlfl1c: 
tartaric acid, eudragit L dibuthyl phthalate, magnesium stearate. Ta dtlf/c loi vi§n: Triethyl citrate, magnesium stearate, tartaric acid, maize starch, 
Vo bao phim: Hydroxypropylmethylcellulose 2910, titanium dioxide E 171. dimeticone methacrylic acid- methyl methacrylate copolymer 11:1 ), croscarmellose sodium, cellulose 
!dimethyl polysiloxane), magnesium stearate, yellow iron oxide E 172. tartaric acid, calcium microcrystalline. 
disodium edetate. Ta dtlf/c bao vten: sodium calcium edetate, tartaric acid, yellow iron oxide IE 172), 

magnesium stearate, dimeticone IE·1 049 39%). titanium dioxide IE 171 ), hypromellose. 

D~NG BAO CHE CUA THUOC D~NG BAD CHE CUA THUOC 
Vien nen bao phim de uong. Vien nen bao phim. 
M6 ta: vien nen bao phim trim. hai m~t l oi. mau miu va ng nh~t . kh6ng mui hay gan nhtt kh6ng M6 ta: vien nen bao phim hinh tron, mau vang hoang tho . kh6ng mui ho~c gan nhtJ kh6ng mtii. 
mtii. 

CAC DAC TINH LAM SANG 

EGIS PHARMACEUTICALS 
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Chi ainh 

Lieu dung 
vii each 
dung 

Chi djnh di~u trj: 
Ta ng huyet ap. 

Li~u htQ'ng va each dung: 
Lieu IWng can awe dieu chinh thea tltng b~nh nhfm. Cac vien nen co the dl!l1c uong tntrrc hay 
sau blla an. 
Nglfiti 16'n 
Lieu kh6'i dau thong thttirng cua hai ngay dau Ia 250 mg 2-3 ian trang ngay, sau do co the tang 
hay giam lieu dan dan - tOy thea mU'c do h\l huyet ap - v6'i khoang each moi ian dieu chinh lieu 
khong it hO'n hai ngay. Vi co the xay ra tac dvng phv lam buon ngu keo dai hai ho~c ba ngay khi 
bat dau dieu tri vii moi khi tang lieu. do do trlt6'c tien nen tang lieu cua buoi toi. 
Lieu duy tri thong thttirng Ia 500-2000 mg moi ngay, chia lam 2-4 lan. Lieu toi da trong ngay Ia 3 
g. Neu huyet ap khong giam dlt~c mot each thoa dang v6'i lieu trang ngay 2 g methyldopa, thi nen 
phoi h~p v6'i cac thuoc h~ huyet ap khac. 
Sau hai hay ba thang dieu tri bang methyldopa co the xay ra s~ dung n(;lp thuoc. Viec giam huyet 
ap mot each thich h~p CO the th~c hi~n dlt~C bang each tang lieu methyldopa hay bang each phoi 
h~p v6'i cac thuoc l~i tieu. 
Huyet ap thlfirng tr6' ve tri so ban dau trlt6'c khi dieu tri trong vong 48 giir sau khi nglfng Dopegyt 
mil khong co xay ra hieu U'ng doi (rebound effect) trlt6'c do. 
Co the dung Dopegyt cho cac benh nhan dang dlfl1c dieu tri v6'i cac thuoc h~ huyet ap khac bang 
each ngttng dan dan cac thuoc h\l huyet ap nay. Trang nhitng trlfirng h~p nay thi lieu kh6'i dau cua 
Dopegyt kh6ng dl/11c qua 500 mg moi ngay, vii tang lieu neu can thiet v6'i khoang each moi lan 
tang kh6ng it hO'n hai ngay. 
Khi them methyldopa vao mot lieu phap h\l huyet ap dang ap dvng thi lieu ltt~ng cua cac thuoc h9 
huyet ap nay can awe aieu chinh de co mot w chuyen tiep tnii chay . 
Dung cho nglfiti cao tuoi 
Boi v6'i nglfiri cao tuoi phai bat dau dieu tri v6'i lieu thap nhat co the dlt~C. kh6ng qua 250 mg trong 
ngay. Neu can thi co the tang dan lieu, v6'i khoang each moi lan tang lieu khong it hO'n hai ngay. 
Lieu trong ngay khong vwt qua 2 g. 

nnh tr9ng ngat xay ra thttirng hO'n 6' nglfiti cao tuoi. vii co the lien quan den s~ tang nh9y cam v6'i 

CHI fliNH 
Tang huyet ap. 

LI~U DONG VA eACH DONG 
Lieu llf~ng can dlt~C dieu chinh thea tltng b~nh nhan. Can nuot nguyen ca vien thuoc, co the 
uong thuoc trlt6'c hay sau blla an. 
Ngttiri 16'n: 
Lieu kh6'i dau thong thlfirng cua hai ngay dau Ia 250 mg. 2-3 ian trong ngay, sau do co the tang 
hay giam lieu dan dan - tuy thea mU'c do h\1 huyet ap - v6'i khoang each moi lan dieu chinh lieu 
kh6ng it hO'n hai ngay. Vi co the xay ra tac dvng phv lam buon ngu keo dai hai ho~c ba ngay khi 
bat dau dieu trj vii moi khi tang lieu. do do trlt6'C tien nen tang lieu cua buoi toi. 
Lieu duy tri thong thlfirng Ia 500-2000 mg moi ngay, chia lam 2-41an. Lieu t6i da trong ngay Ia 3 g. 
Neu huyet ap khong giam aLtqc mot each th6a dang v6'i lieu trong ngay 2 g methyldopa, thi nen 
ph6i h~p v6'i cac thu6c h~ huyet ap khac. 
Sau hai hay ba thang dieu tri bang methyldopa co the xay ra s~ dung n(;lp thu6c. Viec giam huyet 
ap mot each thich h~p co the th~c hien awe bang each tang lieu methyldopa hay bang each ph6i 
h~p v6'i cac thuoc l ~i tieu. 
Huyet ap thlfli'ng tr6' ve tri s6 ban dau truti'c khi dieu tri trong vong 48 giir sau khi nglfng Oopegyt 
mil khong co xay ra hieu U'ng tai l9i (rebound effect). 
Co the dung Dopegyt cho cac benh nhan dang dlt~c dieu tri v6'i cac thuoc h9 huyet ap khac ba'ng 
each nglfng dan dan cac thu6c h9 huyet ap nay. Trang nhitng trlfirng h~p nay thi lieu kh6'i dau cua 
Dopegyt kh6ng alf~c qua 500 mg moi ngily, vii tang lieu neu can thiet v6'i khoang each moi ian 
tang kh6ng it hO'n hai ngay. 
Khi them methyldopa vao mot lieu phap h9 huyet ap dang ap dvng thi lieu lwng cua cac thu6c h\1 
huyet ap nay can awe dieu chinh ae co mot s~ chuyen tiep thich h~p . 

Dung cho ngttiri cao tuoi: 
Boi v6'i ngttiri cao tuoi phai bat dau dieu tri v6'i lieu thap nhat co the dtt~c. khong qua 250 mg trong 
ngay. Lieu kh6'i dau phu h~p cho ngttiri cao tuoi Ia 125 mg. 2 ian moi nga y. Neu can thi co the 
tang dan lieu. v6'i khoang each moi ian tang lieu kh6ng it hO'n hai ngay. Lieu trong ngay kh6ng Vlf~ 
qua 2 g. 
Tmh trl;lng bat tlnh thoang qua (ngat) xay ra thttirng xuyen hO'n 6' ngttiri cao tuoi. vii co the lien 
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Chong chi 
d!nh 

thuoc va b~nh xa cli'ng dong m9ch tien trien. co the tranh dllqc bang each dung lieu thap han. 

Tni em 
(1 tre em, lieu kh6'i dau Ia 10 mg/ kg can n~ng moi ngay, chi a lam 24 1an. Neu can. c6 the tang lieu 
dan dan v6'i khoang each moi ian tang kh6ng it han hai ngay, cho den khi d\lt dl!qc hi~u qua thich 
hqp. Lieu toi da trong ngay Ia 65 mg/kg can n~ng, cho den toi da Ia 3 g moi ngay. 
Vi en min bao phim Dopegyt 250 mg khong phai Ia dr,Jng bao che thfch hqp dung de khcri dau 
di~u tri bang methyldopa vade tfnh toan chinh xac li~u thu6c dl/a tren can nijng 6' tre em. 
Vien min bao phim Dopegyt 250 mg chl thfch hqp cho viec dieu tri duy trl cr tre em co huyet 
ap c6 the dllltc kiem soat thoa dang bang methyldopa. vai li~u til 250 mg ngay 24 1An cho 
den lieu 750 mg ngay 24 lan, sau khi da tfnh dlfltc lieu llfltng vai mOt thu6c khac c6 chli'a 
methyldopa. 
Suy tMn 
Methyldopa dllqc thai tril chu yeu qua tMn; do d6 can phai giam lieu Dopegyt 6' b~nh nhan suy 
th~n. Nfm keo dai khoang each moi lan uong thuoc den 8 gill' neu co suy th~n nh~ (toe do loc cua 
tieu cau th~n trong khoang 60-89 ml/phut/ 1.73 m2). cho den 8-1 2 gill' neu co suy th~n vita (toe 
do IQC cua tieu cau th~n trong khoang 30-59 ml/phut/1.73 m2) va cho den 12-24 gilt trong suy 
th~n n~ng (toe do loc cua tieu cau th~n < 30 ml/phut/1.73 m2). 
Vi methyldopa co the bi lor,Ji kh6i mau bang tham phan. nen mot lieu bo sung 250 mg dt~qc 
khuyen dung de phi:Jng ngila slf gia tang huyet ap sau khi tham ph an mau. 

Chong chi d!nh: 
• qua man v6'i ho9t chat hay vai bat kV ta dllltc nao Ike ca khi suy gan do dung methyldopa 
trll6'c day). 
• dang CO b~nh gan tien trien (nhll vi em gan cap va xa gan dang tien trien). 
• dang dung cung luc cac thuoc li'c che MAO. 
• tram cam. 
• u te bao lla cram. 

quan den Slf tang nh9y cam v6'i thuoc va benh xa cli'ng dong m9ch tien trien, CO the phiJng tranh 
dllqc bang each dung lieu thap han. 
Dung thuoc cho tre em: 
(1 tre em. lieu kh6'i dau Ia 10 mg/kg can n~ng moi ngay, chia lam 241an. Neu can. co the tang lieu 
dan dan v6'i khoang each moi ian tang kh6ng it han hai ngay, cho den khi d\lt dllqc hi~u qua thich 
hqp. Lieu toi da trong ngay Ia 65 mg/kg can n~ng. cho den toi da Ia 3 g moi ngay. 

Benh nhan suy thOn: 
Methyldopa dllqc thai trll chu yeu qua th~n; do do can phai giam lieu Dopegyt 6' benh nhan suy 
th~n. Nen keo dai khoang each giii'a cac ian uong thuoc len 8 gicr neu co suy th~n nh~ (toe do loc 
cau th~n trong khoang 60-89 ml/phUt/1.73 m2). len 8-12 gill' neu co suy th~ n vita (toe do IQC cau 
th~n trong khoang 3(}.59 ml/phUt/1.73 m2) va len 12-24 gi(t neu suy th ~n n~ng (toe do loc cau 
th~n < 30 ml/phUt/1.73 m2). 
Vi methyldopa co the bi lor,Ji bo khoi mau bang tham phan. nen mot lieu bo sung 250 mg dllqc 
khuyen dung de phi:Jng ngila sl/ gia tang huyet ap sau khi tham phan mau (xem mvc "Canh bao 
va thOn trong khi dung thu6c"). 

CHONG CHi B!NH 
Kh6ng dung Dopegyt trong cac trllil'ng h~p sau: 

- qua man v6'i thanh ph An hor,Jt chat hay vai bat ky thanh phAn ta dllltc nao cua thu6c 
Ike ca khi suy gan do dung methyldopa trll6'c day). 

- dang CO benh gan tien trien (nhll vi em gan Cap va xa gan dang tien trien), 
- dang dung cac thuoc li'c che MAO. 
- tram cam, 
- u te bao lla cram (xem mvc "Canh bao va th~n trong khi dung thuoc"). 
- roi lor,Jn chuyen hoa porphyrin cap. 
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Canh bao 
va th~n 
trQng khi 
dung 
thu6c 

-r 

Nhiffig hru v d~c bi~t va canh bao khi s~ d vng thuoc: 
Thieu mau tan huyet hiem khi xay ra khi dang dung methyldopa. Neu co tri~u cht!ng g~i y thieu 
mau thi can phai do IWng haemoglobin va dung tfch h6ng c~u . Neu thieu mau dlf~c xac nh~n thi 
can phai lam them cac xet nghiem khac ve tan huyet. Neu c6 th ieu mau tan huyetthi phai nglfng 
Dopegyt. Thlfung se hoi ph~c nhanh chong mot khi nglfng thu6c, du co dung kern hay khOng 
corticosteroid. T uy nhien da c6 trliUng h~p tu vong dti hi em. Khong bao giu dtJ~c dung methyldopa 
cho b~nh nhan neu benh nhan nay bi thieu mau tan huyet gay ra biTi methyldopa. 
Mot vai benh nhan khi dung methyldopa keo dai co xet nghi~m Coombs dtJO'ng tinh. Qua cac bao 
cao cua nhi!ng dieu tra khac nhau, ty le xay ra trung binh Ia tlt 10% den 20%. Hiem khi xay ra xet 
nghiem Coombs dtJO'ng tinh trong sau thang dieu tri dau tien. va mot khi no da khong xay ra trong 
vong 12 thang thi sau nay cling it xay khi dieu tri lau dai. Sl( dl!O'ng tfnh cua xet nghiem Coombs 
tuy thuoc vao lieu l li~ng. ty le xay ra thap nhat g~p IT nhli'ng benh nhan dung methyldopa vui lieu 1 
g hay it hO'n trong ngay. Xet nghi~m Coombs dliO'ng tinh. neu xay ra trong khi dieu tri. se triT nen 
am tinh sau nhi~u tu~n hay nhi~u thang mOt khi nglfng thuoc. 
Nen lhi/C hi~n vi~c dem hong cau va lam xet nghiem Coombs lri/C tiep luc bat dau dieu tri. va sau 
do vao thang tht! 6 va tht! 12 khi dieu tri. 
Mot xet nghiem Coombs trl/c tiep dl!O'ng tinh trlfo'C do hay xay ra sau nay. w ban than no khong 
phai Ia mot chong chi djnh cho viec dung methyldopa. Neu xay ra xet nghiem Coombs tri/C tiep 
dtJO'ng tinh trong khi dung methyldopa, phai xac djnh Ia c6 bi thieu mau tan huyet hay kh6ng va xet 
nghiem Coombs dtJO'ng tinh d6 c6 y nghia ve m~t lam sang hay khong. 
Biet trl16'c xet nghiem Coombs dtJO'ng tinh se giup cho viec danh gia th~ nghiem cheo nh6m mau 
trl!6'c khi truyen mau. Neu mot benh nhan dang dung methyldopa nay can phai awe truyen mau. 
thi phai lam xet nghiem Coombs we tiep va gian tiep trl16'c khi truyen mau. Neu kh6ng c6 thieu 
mau tan huyet thi thlfung chi co xet nghiem Coombs wc tiep Ia se dtJO'ng tinh. Mot minh xet 
nghiem Coombs lri/C tiep dtJO'ng tinh se kh6ng anh hllci'ng den viec xac djnh hay thu nghiem cheo 
nhom mau. Neu xet nghiem Coombs gian tiep cling dl!O'ng tinh thi se gay kho khan cho vi ~c danh 
gia thU nghi~m cheo nh6m mau. trong nhli'ng trlfUng h~p nay se phai can den Sl/ tr~ giup cua mot 
nha huyet hQC hay mot chuyen gia VB truyen mau. 
Trong khi dieu tri. hiem co bao cao ve giam b9ch cau. giam b9ch cau h91 hoi ph~c l9i awe. So 
llf~ng b~ch cau hilt se triT ve binh thlfung sau khi nglfng thuoc. Cling co xay ra giam tieu cau hdi 
phvc l ~i dl!~c nhtJng hiem. 

CAN-H BAD VA THAN TRONG KHI DUNG THUOC 
Thieu mau tan huyet hiem khi xay ra khi dung methyldopa. Neu co tri~u cht!ng g~i y thieu mau thi 
can phai kiem tra haemoglobin va tV le the tich huyet cau . Neu thieu mau awe xac nh~n thi can 
phai lam them cac xet nghiem khac ve tan huyet. Neu co thieu mau tan huyet thi phai nglfng 
Dopegyt. ThtJung benh nhan se hoi ph~c nhanh chong khi nglfng thuoc. du co hay kh6ng dung 
kern corticosteroid. T uy nhien da c6 trliUng h~p tu vong tuy hi em. Khong bao giu dtJ~c dung 
methyldopa cho b~nh nhan neu b~nh nhan nay bi thieu mau tan huyet gay ra biTi methyldopa. 
Mot vai benh nhan khi dung methyldopa keo dai c6 xet nghi~m Coombs dtJO'ng tinh. Qua cac bao 
cao cua nhli'ng dieu tra khac nhau, ty I~ xay ra trung binh Ia tlt 10% oen 20%. Hiem khi xay ra xet 
nghiem Coombs dtJO'ng tinh trong sau thang dieu tri dau tien. va mot khi n6 da khong xay ra trong 
vong 12 thang thi sau nay cOng it xay khi dieu tri lau dai. Xet nghiem Coombs dl!O'ng tfnh xay ra 
tuy thuoc vao lieu llf~ng, ty le xay ra thap nhat g~p IT nhli'ng benh nhfm dung methyldopa v6'i lieu 1 
g hay it hO'n trong ngay. Xet nghi~m Coombs dtJO'ng tinh. neu xay ra trong khi dieu tri. se triT nen am 
tinh sau vai tuan hay vai thang nglfng thuoc. 
Nen thl/c hien xet nghi~m cong tht!c mau va lam xet ngh i~m Coombs we tiep luc bat dau dieu tri. 
va sau do vao thang tht! 6 va tht! 12 khi dieu tri. 
Mot xet nghi~m Coombs HI/C tiep dtJO'ng tinh tnf6'c d6 hay xay ra sau nay, II/ ban than no khong 
phai Ia mot chong chi djnh cho su d~ng methyldopa. Neu xay ra xet nghiem Coombs tri/C tiep 
dtJO'ng tfnh trong khi dung methyldopa, phai xac d!nh Ia co bi thieu mau tan huyet hay khong va xet 
nghiem Coombs dliO'ng tinh d6 c6 y nghia ve m~tliim sang hay kh6ng. 
Biet tnt6'c xet nghiem Coombs dl!O'ng tinh se giup cho viec danh gia thu nghiem cheo nh6m mau 
trl16'c khi truyen mau. Neu mot benh nhan dang dung methyldopa nay can phai awe truyen mau, 
thi phai lam xet nghiem Coombs trl/c tiep va gian tiep trl16'c khi truyen mau. Neu kh6ng c6 thieu 
mau tan huyet thi thlfung chi co xet nghiem Coombs we tiep Ia se dl!O'ng tinh. Mot minh xet 
nghiem Coombs tnfc tiep dtJO'ng tinh se khong anh htJITng den viec xac dinh hay thu nghiem cheo 
nh6m mau. Neu xet nghiem Coombs gian tiep cung dtJO'ng tinh thi se gay kho khan cho viec danh 
gia thu nghiem cheo nh6m mau, trong nhli'ng trlfitng h~p nay se phai can den Sl/ tr~ giup CUa mot 
nha huyet hQC hay mot chuyen gia VB truyen mau. 
Trong khi dieu tri. hiem c6 bao cao ve giam b9ch cau. giam b9ch cau h91 co hoi ph~c. So liJ~ng 
b9ch cau hilt se tnl' ve binh thlfitng sau khi nglfng thuoc. COng c6 xay ra giam tieu cau co hdi phvc 
nhtJng hiem. 
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Thinh thoang trong ba tuan le dau dieu tri co xay ra sot. d6i khi co kern theo tang bllch cau ai toan. 
hay cac xet nghi~m bat thl!O'ng ve cht!c nang gan. COng co the xay ra vang da. co sot kern theo hay 
kh6ng. Cac trieu cht!ng thl!O'ng xuat hien trong vong hai hay ba thang dau tien khi dieu tri. Tren 
mot SO benh nhfm. Sl/ tl m~t CO the dl!~C xac nh~n dl{a tren cac tri~u cht/ng. HOili I~ gan gay I~ 
vong da dl!~c bao cao tuy rat hiem. Sinh thiet gan. thl{c hien u mot so benh nhan bi roi lo11n cht!c 
nang gan, cho thay CO hO\Ii I~ vi the fJ trung tam. phu h~p v6'i Sl/ qua man v6'i thuoc. 
Nen lam cac xet nghiem cht!c nang gan va dem so l~ng b\ICh cau va ty le bach phan bllCh cau 
trlf6'c khi dieu tri methyldopa va vao tuan tht/6 va tht/12 dau tien khi dieu tri. hay moi khi co sot 
kh6ng ro nguyen nhan. 
Neu xay ra sot. bat thlfrrng trong cht!c nang gan. hay vang da thi phai nglfng thuoc ngay. Neu co 
lien quan den qua man vli'i methyldopa thl sau khi nglfng thuoc se het SOl, cac bat thl!O'ng trong 
cht!c nang gan se tnl' ve binh thl!O'ng. a nhli'ng benh nhan nay kh6ng d~c cho dung 1\li 
methyldopa. 
Th~n trong d~c bi~t khi dung Dopegyt cho nhli'ng benh nhan co tien s~ benh gan hay roi lo9n cht!c 
nang gan. 
Co the can phai giam lieu thuoc gay me neu b~nh nhan dang d~~qc dieu tri v6'i methyldopa. Neu 
trong khi gay me bi he huyet ap thi nen dieu tri bang thuoc lam tang huyet ap. Cac thv the gay tiet 
adrenalin van con nh11y cam trong khi dieu tri bang methyldopa. 

a mot so it benh nhan d~c dieu tri v6'i methyldopa co the xay ra phu va tang can. khi do dung 
thuoc l~i tieu se cho ket qua tot. Phai nglfng thuoc neu phu gia tang hay neu xuat hien cac trieu 
cht!ng suy tim. 
Vi methyldopa co the bi Ioili khoi mau bang tham phan. nen sau khi d~~qc tham phan mau huyet ap 
co the tang. 
a nhli'ng benh nhan CO benh ffillCh mau nao fJ hai bfm. methyldopa CO the gay CciC C~ dQng mila 
gi~t-mila vrrn khong tlf chu. Neu cac c~ dong nay xu at hi en thi phai ngl!ng methyldopa. 
Phai ni't tMn trong khi dung methyldopa cho nhilng bGnh nhan c6 lo9n chuyen h6a 
porphyrin {J gan. hay nhilng ai co ngl!O'i than mac chung nay. 
Methyldopa co the anh hl!fJng den viec do hfli'ng acid uric uong nlf6'c tieu bang phlfO'ng phap 
phosphotungstate. do ll!O'ng creatinine uong huyet thanh bang phl!O'ng phap picrate kiem. va do 
ll!O'ng AST !SGOTI bang phliO'ng phap do mau. Kh6ng co baa cao ve anh hllung cua methyldopa 
uen viec ph an tlch SGOT bang phlfO'ng phap quang trac pho. 

Thinh thoang trong ba tuan le dau dieu tri co xay ra sot. d6i khi co kern thea tang bech cau ai toan. 
hay cac xet nghiem bat thl!O'ng ve cht!c nang gan. COng co the xay ra vang da, co sot kern theo hay 
khong. Cac trieu cht!ng thl!O'ng xuat hien trong vong hai hay ba thang dau tien khi dieu tri. Tren mot 
so benh nhan. sl! t! m~t co the dl!~c xac nh~n dl{a tren cac trieu ch t!ng. Holli t~ gan gay t~ vong da 
d~c baa cao tuy rat hiem. Sinh thiet gan. thl{C hien {J mot so benh nhan bi roi lolln cht!c nang gan. 
cho thay CO hDili I~ Vi the fJ !rung tam, phu h~p v6'i Sl/ qua man v6'i thUOC. 
Nen lam cac xet nghiem cht!c nang gan va dem tong sollf~ng bllCh cau va tli'ng lOili bllCh cau trlf6'c 
khi dieU trj methyldopa Va VilO tuan thiJ' 6 Va tht/12 dau tien khi dieu trj, hay moi khi CO SOl kh6ng 
ro nguyen nhan. 
Neu xay ra sot. bat thlfrrng trong cht!c nang gan. hay vang da thi phai ngl!ng thuoc ngay. Neu co 
lien quan oen qua man vli'i methyldopa thi sau khi nglfng thu6c se het sot. cac bat thl!O'ng trong 
chtlc nang gan se trfJ ve binh thlfrrng. a nhli'ng benh nhan nay khong awe cho dung 1\li 
methyldopa. 
Th~n trQng d~c biet khi dung Dopegyt cho nhli'ng benh nhan co tien s~ benh gan hay roi lo9n chU'c 
nang gan. 
Co the can phai giam lieu thu6c gay me neu benh nhfm dang dl!~c dieu tri v6'i methyldopa. Neu 
trong khi gay me bi he huyet ap thi nen dieu tri bang thuoc lam tang huyet ap. Cac thv the gay tiet 
adrenalin van con nh9y cam trong khi dieu tri bang methyldopa (xem mvc "T lfltng tac, tlfltng ky 
cua thuoc"l. 
a mot s6 it benh nhan d~c dieu tri v6'i methyldopa co the xay ra phu va tang can, khi do dung 
thuoc l~i tieu se cho ket qua tot. Phai nglfng thu6c neu phu gia tang hay neu xuat hien cac trieu 
cht!ng suy tim. 
Vi methyldopa co the bi Ioili bo khoi mau bang tham phan, nen sau khi dl!~c tham phan mau huyet 
ap co the tang (xem mvc "Lieu dung va each dung· va mvc "fl~c tlnh d~c dong hoc" I. 
a nhli'ng benh nhan co benh mech mau nao {J hai ben. methyldopa co the gay cac c~ dong mila 
gi~t-mua vO'n kh6ng tlf chu (xem mvc "Tac dvng khong mong muon cua thuoc"l. Neu cac c~ 
dong nay xuat hien thi phai nglfng methyldopa. 
Khong dung methyldopa cho nhli'ng benh nhan co roi IO\In chuyen hoa porphyrin cap. 
Methyldopa co the anh hlfung den vi~c xet nghiGm n6ng dO acid uric uong nlf6'c tieu bang phl!O'ng 
phap phosphotungstate. xet nghiem creat inine trong huyet thanh bang phl!O'ng phap picrat kiem. 
va xet nghiem AST !SGOTI bang phliO'ng phap do mau. Kh6ng co bao cao ve anh hllung cua 
methyldopa uen viec xet nghiem AST bang phl!O'ng plu\p quang pho. 

5 

EGIS PHARMACEUTICALS 
Private Limited Company 
Budapest - Hungary 

/ !..." ,../ ' . " 

' 
·, 

/1/ 



s~ dvng 
thu6c cho 
phv nit co 
thai va cho 
con bu 

Anh hlf6'ng 
cua thu6c 
len kha 
na ng lai xe 
va v?n 
hanh may 
moe 
luang tac. 
tlfO'ng ky 

T 

Khi do llfQ'ng catecholamine uong m!O'c tieu bang phlfO'ng phap huynh quang. methyldopa co the Khi xac d!nh catecholamine trong mtcrc tieu bang phlfO'ng phap huynh quang. methyldopa co the 
cho ket qua dlfO'ng tinh gia. do do vi~c chan doan u te biw ua cram co the cimg tr6' nen kho khan cho ket qua dlfO'ng tinh gia. do do vi~c chan doan u te baa ua cram co the cang u6' nen kho khan 
han. T uy nhien thu6c khang anh hlf6'ng aen vi~c do llfO'ng VMA trong nlf&c tieu. han. T uy nhien thu6c khang anh hlt6'ng aen vi ~c do llfO'ng VMA trong nlf&c tieu. 
Hiem khi nucrc tieu de ra ngoai khang khi co the s~m mau llli do methyldopa va cac chat chuyen Hiem khi nucrc tieu de ra ngoai khang khi co the s~m mau llli do methyldopa va cac chat chuyen 
hoa cua no bi phan huy. hoa cua no bi phan huy. 
Tranh dung cac tht!c u6ng co con trong khi dieu tri. Tranh dung cac do u6ng co con trong khi dieu tri bang methyldopa lxem mvc 'T llil'ng tac, tllil'ng 

ky cua thuoc"). 

Su dvng cho phv m1 c6 thai va cho con bu: SIJ DUNG THUOC CHD PHU NIJ CC THAI VA CHD CON BU 
Ph~ nl1 c6 thai: 

Methyldopa da duqc s~ dvng dlt&i s~ giam sat ch~t che ve y te de dieu tri tang huyet ap trong thai Methyldopa da dlfqc s~ dvng dlt&i s~ giam sat ch~t che ve y te de dieu tri tang huyet ap trong thai 
ky. Khang co cht!ng eli' lam sang cho thay thu6c co gay hili cho bi10 thai hay tre sO' sinh. ky. Khang co bang cht!ng liim sang cho thay thu6c co gay h9i cho baa thai hay ue sa sinh. 
Cac baa cao da cang b6 ve viec s~ dvng methyldopa trong su6t thai ky cho thay Ia neu thu6c duqc Cac baa cao da cang b6 ve viec s~ dvng methyldopa trong SUO! thai ky cho thay neu thu6c duqc 
dung khi co thai thi rat it co kha nang gay hili cho thai. dung khi co thai thi rat it co kha nang gay h~Ji cho thai. 
Methyldopa di qua mang ngan nhau-thai va xuat hien trong mau cuong ron va trong sita me. Methyldopa di qua hang rao nhau thai va xuat hien trong mau cuong ron. 
T uy khong c6 baa cao nao ve tinh gay quai thai ro rang. nhlfng khong lo9i trit dlfQ'c kha nang gay T uy khang co baa cao ni10 ve tinh gay quai thai ro rang. nhlfng khong lo9i trit duqc kha nang gay 
thlfO'ng ton cho thai nhi. Do d6 khong duqc dung thuoc cho nhitng phv nit dang hay co these thlfO'ng ton cho thai nhi. Do do kh6ng nen dung thuoc cho nhitng phv nit dang hay co these mang 
mang thai. co ke ho9ch mang thai hay dang cho con bu. trit phi cac lqi ich d~ kien Ia nhieu han thai. co ke ho9ch mang thai. trit phi cac lqi ich ctia viec dung thuoc vtfql troi so vcri nguy crt co 
cac nguy crt ti~m tang. the xay ra. 

Ph~ nl1 cho con bu: 
Methyldopa dl!qc tiet vim trong sua me. Viec s~ dvng thuoc 6' nhl1ng phv nl1 cho con bu doi 
hoi phai can nhac gil1a IQ'i fch ctia viec dieu tri va nguy CO' co the xay ra. 

Tac dOng cua thuoc khi lai xe va ven hanh may m6c: ANH HU(1NG CUA THUOC LtN KHA NANG lAI XE VA VAN HANH MAY MCC 
Methyldopa c6 the co tac dvng gay buon ngu. thlfO'ng lathming qua. va co the xay ra trong giai Methyldopa co the co tac dvng gay buon ngu. thlfO'ng Ia thoang qua. va c6 the xay ra trong giai 
do9n dau dieu tri va moi khi tang lieu. Neu cac dau hi~u ctia tac dvng gay bu6n ngti c6 the do9n dau dieu tri va moi khi tang lieu. Neu c6 cac da'u hieu ctia bu6n ngu . thi benh nhan khang 
thay duqc, thi b~nh nhan kh6ng duqc tien hanh cae ho~Jt dong doi hoi s~ tlnh tao. nhlf Ia lai xe hay duqe tien hanh cac ho9t dong doi hoi s~ tlnh tao. nhlf lalai xe hay v?n hilnh may moe. 
v?n hanh may moe. 

T l!11ng tac vcri cac thuoc khac, cac d~ng tllil'ng tac khac: TUONG TAC, TUONG KY CUA THUOC 
T lfO'ng tac thuoc: 
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cua thuoc 

lac dyng 
khong 
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Tninh dung chung vli'i KMng dung chung vrk 
• Cac thu6c ti'c che MAO (vl gay h~ huyet ap qua mite). - Cac thu6c ti'c che MAO (xem mvc "Chong chi djnh"). 
Th~n uong d~c biet khi dung chung vli'i cac thu6c sau day: Than trong tfac biet khi dung chung vdi cac thuoc sau tfa"r,· 
Cac thu6c lam giam tac dvng h? huyet ap cua Dopegyt: Cac thuoc /!Jm giam tic d!!ng h~ huyet ap ct'Ja Oopegyt: 
• cac thu6c c6 tac dvng gi6ng giao cam (lam tang ph an t!ng tang huyet a pl. - cac thu6c c6 tac dvng gi6ng giao cam (lam tang phan ti'ng tang huyet apl. 
• amphetamine. cac thuoc kich thich thAn kinh trung llll'ng, cac thuoc chong trAm cam - cac thuoc chong tram cam 3 vong, 

thUQC nhom ba vong (vl gay doi khci ng VITi t<ic dyng chi?a tang huyet ap Vii mat Slf kil~m so at - cac phenothiazine (tuy nhien cac phenothiazine c6 thd gay tac dvng h~ huyet a p). 
huyet apl. - cac thuoc chua sat dung dl/Ung uong (sat II sulfat hoec sat II gluconat) (lam giam 
• thuoc 1()0 huyet co sat (sunfat sat hay gluconat sat) (lam giam nong do methyldopa trong sinh kha dyng cua methyldopa). 
huyet tlfctng va lam giam tac dyng chong tang huyet ap cua methyldopa). - cac thuoc khang viem khong steroid (NSAID). 
• cac thuoc khang viem khong steroid (NSAID). 
• CaC thUOC tranh thai d~ng uong (vllam tang nguy CO' t6n thllll'ng m~ch mau va gay kh6 

- cac ostrogen. 

ki~m so at huyet ap). 
Cac thuoc lam tang tic d!!ng h~ huyer ap cua Oopegyt: 

Cac thuoc lam tang t<ic dvng h<J huyet ap cua Dopegyt: - cac thuoc h<J huyet ap khac (co tac dvng h~ huyet ap cOng hl!Ung). 

• cac thuoc h? huyet ap khac (co thd lam tang tac dung h<J huyet ap. tang cac phan t!ng bat - cac thu6c gay me (xem muc ·canh bao va th~n trong khi dung thuoc"). 

l~i ho~c phan t!ng d~c t!ng thuoc). PhOi hf/p methyldopa vtfi cac thuoc sau tfay co tM lam thay t!Oi Mu qua rJieu tri cua mOi thuffc: 

• cac thuoc gay me (phai giam li~u cua thuoc gay me: neu hQ huyet ap trong khi gay me co - lithi (tang nguy cO' ngo doc lithi) . 

th~ dung thuoc co mQch). - levodopa (giam tac dvng chong parkinson va tang tac dvng phv rr he than kinh trung 

• cac phenothiazine (cac thuoc nay c6 th~ c6 tac dung cOng life lam h~ huyet ap). llll'ng), 

Ph6i h~p methyldopa vli'i cac thuoc sau day co the lam thay doi hi~u qua dieu tri ctia nhau: - nr~u vii cac thu6c khac ti'c che h$ than kinh uung 1111ng (tang tac dvng t!c che he than 

• lithium (tang nguy cO' ngo doc lithium I. kinh trung lfll'ng), 

• levodopa (giam tac dvng chong parkinson va tang tac dvng phv a he than kinh trung l!O'ngl. - cac thuoc chong dong mau (tang tac dvng chong dong. tang nguy cO' chay maul. 
• ru~u va cac thuoc khac lam suy h~ than kinh uung l!O'ng (tang tac dvng lam suy h~ than kinh - bromocriptine (cac thuoc nay c6 tac dvng ng~c nhau doi vli'i nang do prolactin). 
trung l!O'ngl. - haloperidol(roi lo()n tam than: co the xay ra mat djnh hl!li'ng.lan lon). 
• cac thuoc chong dong mau (tang t<ic dyng chong dong. nguy cO' chay maul. Tfnh tl!O'ng ky: 
• bromocriptine (cac thuoc nay c6 tac dyng ng~c nhau tren nang d9 prolactin). Kh6ng ap dvng 
• haloperidol(roi lo()n tam than: c6 th~ xay ra mat djnh hl!li'ng, lan 19n). 

Tfnh tl!O'ng ky: 
Kh6ng ap dyng. 
T ac dyng kh6ng mong muon cua thuoc: TAC D~NG KHONG MONG MUON CUA THUOC 
Khi bat dau dieu tri hay khi tang lieu c6 the xay ra buon ngu thoang qua. nhti'c dau thoang qua. suy Khi bat dau dieu uj hay khi tang lieu co the xay ra buon ngu thoang qua. nhti'c dau thoang qua. suy 
nhu~c hay thay yeu nglfl'ti . nh~c hay yeu met. 
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Ngoai cac tac dyng phv noi trim. cac tac dvng phv sau day da dlfqc baa cao trong khi dung 
methyldopa: 
Cac tac dyng kh6ng mong muon dlfqc ph an nhom thea tV I~ xay ra. thea quy lfac dwi day: rat 
thlfilng g~p (::::1/10). thlfilng g~p (::::1/100 den <1/1 0). khong thlf[tng g~p (::::1/1000 den 
<1/1 00), hiem g~p (:::: 1/10000 den <1/1000). rat hiem g~p (<1/10000). khling rfi (khling the 
lf{tc llfqng dlfqc tit cac so lieu hien c6). 
Trang moi nhom ty I~ xay ra. cac tac dyng kh6ng mong muon dlfqc trinh bay thea thU' tV mU'c d~ 
n~ng giam dan. 
Roi loC:Jn tim m9ch 
Rat hiem g~p: dau that ngi/C n~ng han. 
TV le xay ra khong rfi (khong the lf(lc llfqng dlti1C tit cac so lieu hien co): suy tim sung huyet. 
xoang dQng m11ch canh tang cam keo dai. h\1 huyet ap tlf the (nen giam lieu thuoc). phu, tang can, 
nhip tim ch~m xoang. 
Thlfilng co the lam giam phU va giam sv tang can bang each dung mot thuoc lqi tieu. Neu phu tien 
trien. hay xuat hi~n cac dau hi~u suy tim. thi phai nglfng methyldopa. 
Roi lo11n v~ mau va h~ thong b9ch huyet 
Rat thlfilng g~p: xet ng hi~m Coombs dlfO'ng tinh. 
Hiem g~p : thieu mau tan huyet. giam b\lCh cau. giam b\lCh cau h\11. giam tieu cau. 
TV le xay ra khong rfi (khong the lf(t c llfqng dlfl1c tit cac so lieu hien c6) : suy tuy xlfang, xet 
nghi~m khang the chong nhan dt!ang tinh. te baa LE va yeu to thap. 
Roi loC:Jn h~ than kinh 
Rat hiem g~p: hoi chU'ng Parkinson. 
TV le xay ra khong rfi (khong the lf(lc llfl1ng Olfi1C tit cac so neu hien c6) : chU'ng liet Bell. tri nao 
giam tinh tlfilng. c~ dong mua gi~t-mua viln kh6ng w chu. trieu chU'ng thieu nang mi;lch mau nao 
(co the Ia h~u qua cua huyet ap thap). roi lo11n tam than baa gam ac mong, loi;ln tam than hay tram 
cam. thlfilng Ia nh~ vil hoi phyc li;li dlfqc, nhU'c dau. bu6n ngu (thlfilng Ia thoang qua). suy nhlfqc 
hay nglfili thay yeu. hoa mat. di cam. giam tinh dye. 
Roi loi;Jn h6 hap, long ngvc va trung that 
TV le xay ra khOng rfi (khong the lf(lc llfl1ng Olfi1C tit cac so lieu hien c6): nghet mOi. 
Roi loC:Jn tieu hoa 
Rat hi em g~p: vi em IVY. 
TV le xay ra kh6ng rfi (khong the tf(lc IIJI1ng dttqc tit cac so lieu hien c6): viem dC:Ji trang, non. 

Ngoai cac tac df!ng kh6ng mong muon k8 tren. cac tac df!ng kMng mong muon sau day da dtJr;c 
baa cao trong khi dimg methyldopa: 
Cac tac dyng kh6ng mong muon dlfqc phan nh6m thea tan suat xay ra. thea quy lfac dlfai day: rat 
thlfilng g~p (::::1;101. thlfilng g~p (::::1/100 den <1/101. it g~p (:::: 1;1000 den <1/1001. hiem g~p 
(::::1/10000 den <1/1000). rat hiem g~p (<1/ 10000). khong biet tan suat (khong the lf(lc 

llfl1ng dttqc t~n suat tit cac dit lieu hien c6). 
Trang moi nh6m tan suat xay ra. cac tac dyng kh6ng mong muon dlfqc trinh bay thea thU' tV mU'c 
do n~ng giam dan. 
Rifi lo?n tim m?ch 
Rat hiem g4p: dau that ngvc n~ng han. 
KI!Ong bitt tan suft (ki!Ong tM IItle /tlf/ng dtlf/c tan suft til cac dtl liQu hiin ca): suy tim sung 
huyet, xoang dong m11ch canh tang cam keo dai, h\1 huyet ap Ill the (nen giam lieu thuoc). phu, 
tang can. nhip tim ch~m xoang. 
Thttilng c6 the lam giam phu vil giam sv tang can bang each dung mot thuoc lqi tieu. Neu phu tien 
trien, hay xu at hi~n cac dau hi~u suy tim. thi phai nglfng methyldopa. 
Roi !ol}n mau va M thOng bl}ch huyer 
Rat thtiO'ng g4p: xet nghiem Coombs dlfang tinh (xem mvc "Canh baa va th6n trong khi dung 
thuoc"). 
Hiem g4p: thieu mau tan huyet. giam bC:JCh cau. giam bC:JCh cau hi;lt. giam tieu cau. 
KhOng bitt tan suft (khong tM title /tlf/ng dtlf/e tan suft til Clie dtl /ifu hiin ca).- suy tuy 
xlfang, xet nghi~m khang the chong nhan dlfang tin h. te baa LE vil yeu to thap kMp. 
Roi lol}n hf thin kinh 
Rat hiem g4p: hoi chU'ng Parkinson. 
KhOng bitt tan suft (ki!Ong tM title /tlf/ng dtlf/e tan suft til eae dtl /ifu hifn etJ): chU'ng liet 
Bell. ui nao giam tinh tlfilng. c~ dong mua gi~t-mua van kh6ng w chu. trieu chU'ng thieu nang mi;lch 
mau nao (co the Ia h~u qua cua huyet ap thap), roi loi;ln tam than baa gam ac mong, IOIJn tam than 
hay tram cam. thlfilng Ia nhe va c6 hoi phyc, nhU'c dau. budn ngu (thlfilng Ia thoang qua). suy 
nhlfqc hay yeu met. hoa mat. di cam. giam tinh dye. 
Rifi !ol}n M hap. long ngf/c va trung that 
KhOng bitt tan suft (khong tM title /tlf/ng dtlf/e tin suft ttl eae dtl ltPu hiin etJ)_· nghet mOi. 
Rifi lol}n tieu htia 
Rat hiem g4p: viem tyy. 
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tieu chay, viem tuyen mrr'lc bot. llfili dau hay sam mau. buon non. tao bon. trlfr'lng bvng, day hO'i, KhOng bi!t tan suit (kllong tM /Ide lilting olltlc tan suit til cac dtl liPu hiln ctJ): viem d~i 
mi~ng kho. trang, non. lieu chay, viem tuyen nlfr'lc bot. llfili dau hay sam mau. buon non. tao bon. trlf!'!ng bvng, 
Roi lo~n ti' da va m6 dlfr'li da day hO'i, kho mi~ng. 

TV I~ xay ra khang ro (khang th~ lfftc hf11ng dlfi1C t~ cac soli~u h i~n c6): ho~i u! bieu bl do Roi lo{Jn da viJ mo d!ldi da 
nhiem doc. cham hay ban d~ng liken. KhOng bi!t tan suit (khOng tM /Ide lilting olltlc tan suit til cac dtl lifu hiln co): ho~i n! bieu 
Roi loen CO'·XlfO'ng va m6 lien ket bl nhiem doc. cham hay ban d~ng liken. 
TV le xay ra khong rfi (khdng the lfltc llfl1ng dlfi1C t~ cac so lieu hien co): dau khr'lp nhe co kern Rtfj lo{Jn Cd Xlldng VB mo lien kef 
slfng khr'lp hay khong. dau cO'. KhOng bi!t tan suit (khOng tM !Ide lilting olltlc tan suit til cac dtl ltPu hiPn ctf): dau khr'lp nhe 
Roi lo~ n noi tiet co kern slfng khr'lp hay khong. dau cO'. 
TV IG xay ra khang rfi (khong the lfltc llfl1ng dii!1C t~ cac soli~u hi~n c6): prolactin trong mau Rifi !o{Jn npi tiet 
tang, chtl'ng vu to ti' nam gir'li. tier nhieu slia. mat kinh. KhOng bi!t tan suit (kllong tM lldc lilting ollr/c tan suit ttl cac dtl lt~u Mn ctJ): prolactin 
Roi lo9n he mien d!ch trong mau tang, chtl'ng vu to (1 nam gir'li. tier nhieu slia. mat kinh. 
Rat hiem g~p: viem cO' rim. vi em mang ngoai tim. Rifi lo{Jn M mien dtf:h 
TV I~ xay ra khong rfi (khang the lfltc llfl1ng dlfi1C t~ cac so li~u hi~n c6): viem m9ch mau. hoi Rat hiem gifp: viem cO' tim. vi em mang ngoai tim. 
chtl'ng giong luput. sot do thuoc. tang b(;lch cau ai roan. KhOng bi!t tan suit (khOng tM /Ide lilting ollr/c tan suit til cac dtl liPu Mn ctJ): vi em m(;lch 
Roi lo9n ga n·m~t mau, hoi chtl'ng giong luput, SOl do thuoc, tang b9ch cau ai toan. 
Rat hi em g~p: viem gan. ho9i r~ gan. Rifi !o{Jn gan m~t 
TV le xav ra khong ro (khang the lfltc 11111ng dlfl1c t~ cac soli~u hien c6): t1 m~t. vang da. xet Rat hiem gifp: vi em gan. ho9i t~ gan. 
nghiem chtl'c nang gan bat thlfitng. KhOng bi!t tan SUM (khOng tM /Ide lilting olltlc tan SUM tiJ cac dtl lifu ht~n ctJ): t1 m~t. vang 
Roi loc.m h~ sinh sl'm va (1 vu da. xet nghi~m chtl'c nang gan batthlfitng (xem mvc ·canh bao va tMn trQng khi dung thuoc"). 
TV I~ xay ra khang rfi (khong the lfltc llfl1ng dlfi1C ·~ cac so lieu hi~n c6): batll/C. roi IOC)n xuat Rifi lo{ln M sinh san va d vu 
tin h. KhOng bi!t tan SUM (kllong tM /Ide lilting OlltiC tin SUM ttl cac dtl Mu hifn ctf): bat ll/C, roi 
Cac xet nghiem lo<)n xuat tinh. 
TV le xay ra khong rfi (khong th~ lfltc 111!1ng dlfi1C ·~ cac so lieu hien c6): ure-huyet tang. Cac xet nght~m 
Thong bao cho bac si nhilng tac dvng khong mong muon g~p phai khi s~ dvng thuoc. Kh6ng bi!t tan suit (kllong tM /Ide lilting olltlc tan suit til cac dtl lt~u Mn ctJ): tang ure 

huyet. 

Sa dvng qua li~u: QUA Ll fU VA CACH XlJTRI 
Trieu cht!ng: 

Cac trieu chtl'ng qua lieu cap tinh cua Oopegyt co the Ia: hll huyet ap cap. buon ngu nhieu. nglfli'i Cac trieu chtl'ng qua lieu cap tinh cua Oopegyt co the Ia: h9 huyet ap cap. buon ngu nhieu. yeu 
thay yeu. nhip rim ch~m. hoa ma't. tao bon. chlfr'lng bvng. day hO'i, rieu chay. buon non. non. met. nh!p rim cMm. hoa mat. tao bon. chlfr'lng bvng. day hO'i. tieu chay. buon non. non. 
x~ tri qua lieu: x~ tri qua lieu: 
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Ngay sau khi bi qua lieu. vi~c rua d\l day hay gay non co the lam giam lwng thuoc hap thu. Khong 
cothuoc giai doc d~c hi~u. Methyldopa co the owe lo9i bo bang tham ph an. Xu tri qua lieu Ia dieu 
tri t ri~u chU'ng. Co the tang Sl/ thai trlt qua nt16'c tieu bang each truyen djch. Ngoai ra can phai thea 
doi sat nhjp tim. cung lll~ng tim. the tich mau. can bang dien giai. nhu dong cua ruot. chU'c nang 
th~n va ho9t dong cua nao. Co the dung cac thuoc co tac dvng giong giao cam (nhll adrenaline) 
khi can. Khi nghi ngil' bi qua lieu mc;m tinh thi phai ngllng Oopegyt. 

cAc flAC TINH DlJ(lC LV 

Cac dec tfnh dtt~c 11/C hoc: 
Nhom tac dung dWc ly tri lieu: h~ huyet ap, thuoc chong gay tiet adrenaline. tac dung t~i 
trung lfdng. 
Ma ATC: C02A 801 
Methyldopa. ho9t chat cua Oopegyt, Ia motthuoc hil huyet ap co tac dvng trung ll!1ng. Cache tac 
dvng cua thuoc khong awe biet mot each chinh xac. Khi di vao he than kinh uung ll!1ng thi chat 
chuyen hoa co hoilttinh cua methyldopa. alpha-methyl-noradrenaline, tac dvng bang cac cache co 
tinh gia thuyet nhll sau: 
• lam giam trlfl1ng llfc giao cam bang each kich thich cac thv the az tien si-nap trung ll!1ng co 
tinh U'c che. 
• thay the dopamine noi sinh nhll mot chat dan truyen than kinh gia (J diem t~n cling day than 
kinh gay tiet dopamine, 
• lam giam hOC)ttinh CUa ren in trong huyettlfdng Vii SlfC can cua m()Ch mau ng09i bien. 
• lam giam sl/ tong h~p noradrenaline. nang do cr mo cua dopamine. serotonin e. noradrenaline va 
adrenaline, bang each U'c che men dopa-decarboxylase. 
Methyldopa khong co tac dvng lrlfc tiep tren cac chU'c nang cua tim. khong lam giam cung lll~ng 
tim, khong gay nhjp tim nhanh phan Xil va khong lam giam toe do loc cua tieu cau th~n. lliU lt~qng 
mau (J th~n va phan suat iQc. Trang mot so trllil'ng h~p thuoc co the lam ch~m nh jp tim. Thuoc lam 
h\1 huyet ap mot each hieu qua (J ca Ill the dU'ng lan nam, va hiem khi gay hll huyet ap Ill the. 

Cac dec tfnh dll~c dOng hoc: 
Hap thu 
Sl! hap thu methyldopa t\li he tieu hoa Ia thay doi vii khong hoan toan. Sinh kha dvng trung binh 

Ngay sau khi bi qua lieu. vi~c rua d\l day hay gay non co the lam giam lll~ng thuoc hap thu. Khong 
co thuoc giai ooc o~c hi~u. Methyldopa co the awe lo11i bo bang tham phan. Xu tri qua lieu Ia oieu 
tri tri ~u chU'ng. Co the tang Sl/ thai trlt qua nll6'c tieu bang each truyen djch. Ngoai ra can phai thea 
doi sat nhjp tim. cung ll!qng tim. the tich mau. can bang dien giai. nhu dong cua ruot. chU'c nang 
th~n vii hoc;ll dong cua nao. Co the dung cac thuoc co tac dvng giong giao cam (nhll adrenal in) khi 
can. Khi nghi ngil' bi qua lieu m9n tinh thi phai ngllng Dopegyt. 

flAC TINH Dl!QC LVC HOC 
Nhom dlt~c ly tri lieu: thuoc khang adrenalin tac dvng trung lfl1ng. 
Ma ATC: C02A 801 
Cit che tac dung: 
Methyldopa. hoilt chat cua vien nen bao phim Oopegyt. Ia mot thuoc h\l huyet ap co tac dvng 
trung ll!1ng. C11 che tac dvng cua thuoc chlla dll~c biet mot each chinh xac. Khi di vao he than kinh 
trung ll!1ng thi chat chuyen hoa co ho9t tinh cua methyldopa, alpha-methyl-noradrenalin. tac dvng 
bang cac cache co tinh gia thuyet nhll sau: 

- lam giam trll!1ng llfc giao cam bang each kich thich cac thv the az tien si-nap trung llltng 
co tinh U'c che . 

- thay the dopamin noi sinh nhll mot chat dan truyen than kinh gia (J diem t~n cling day than 
kinh gay tiet dopamin. 

- lam giam ho()ttinh cua renin trong huyet tlfdng vii sU'c can cua m()ch mau ngo()i bien. 
- lam giam Sl/ tong h~p noradrenalin, nang OQ (J mo cua dopamin. serotonin. noradrenalin va 

adrenalin. bang each U'c che men dopa-decarboxylase. 
Methyldopa khong co tac dvng lrl/C tiep tren cac chU'c nang cua tim. khong lam giam cung lll~ng 
tim, khong gay nhjp tim nhanh phan XC) va khong lam giam toe OQ loc cua tieu cau th~n. lliU lll~ng 
mau (J th?n va phan suat IQc. Trang mot so trllil'ng h~p thuoc co the lam ch~m nh jp tim. Thuoc lam 
hil huyet ap mot each hieu qua (J ca Ill the dU'ng I an nam, va hi em khi gay hil huyet ap Ill the. 

fl~C TfNH Dl!QC fl0NG HOC 
Hap thu: 
Sl! hap thu methyldopa t\li h~ tieu hoa Ia thay doi va khong hoan toan. Sinh kha dvng trung binh 
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cua thu6c sau khi u6ng Ia 25%. Thu6c d;;~t nang do dinh trong huyettlfO'ng sau hai den ba giil'. cua thu6c sau khi u6ng Ia 25%. Thu6c d\lt nang do dinh trong huyettlfO'ng sau hai den ba giil'. 
Phcin b6 Phan b6: 
Thu6c it gan vao protein huyettlfO'ng. it hO'n 20%. Thu6c it gan vao protein huyettlfO'ng. it hO'n 20%. 
Chuyen hoa Chuyen hoa: 
Ho()t chat dlfQ'c chuyen hoa m()nh va xay ra cr gan Ia chinh . Chat chuyen h6a c6 ho()ttinh. alpha- Ho<_lt chat dlfQ'c chuyen hoa m<_l nh va xay ra chu yeu cr gan . Chat chuyen h6a c6 ho()tt inh. alpha-
methy~noradrenaline. dlfQ'c thanh l~p 1\li cac te bao than kinh gay tiel adrenaline cr trung lfO'ng. methyl-noradrenalin. dlfQ'c hinh thanh l<)i cac te bao than kinh gay tiel adrenalin cr trung lfO'ng. 
Ngoai ra con co nhieu chat chuyen hoa khac dlfQ'c biet. chung dlfQ'c thai qua th~n. Ngoai ra con co nhieu chat chuyen hoa khac dlf~c biet. chung dlf~c thai qua th~n. 
Thai tru Thai tril: 
Khoang hai phan ba llf~ng methyldopa hap thu dlfQ'c bai tiet dl/O'i d9ng kh6ng thay doi hay dl/O'i Khoang hai phan ba llf~ng methyldopa hap thu dlf~c bai tiet dl/O'i d9ng kh6ng thay doi hay dl/O'i 
d9ng lien h~p sulfat trong n116'c tieu. s6 con l9i dlfQ'c bai tiet d116'i d9ng khong thay doi trong ph an. d9ng lien h~p sulfat trong nlf6'c tieu. s6 con l9i dlfQ'c bai tiet dl!6'i d;;mg kh6ng bien doi trong phan. 
Thai trlt cua thu6c c6 d~c diem hai pha. Neu cht!c nang cua th~n binh thlfil'ng thi thil'i gian ban huy S~ thai trlt cua thu6c trai qua hai pha. B~nh nhan c6 cht!c nang th~n binh thlfil'ng thi thil'i gian ban 
Ia 1.8 ± 0.2 giil'. Ho;;~t chat dlfQ'c thai trlt hoan toan khoi cO' the trong vong 36 giil'. C6 the lo;;~i thai khoang 1.8 ± 0.2 giil'. Ho;;~ t chat dlfQ'c thai tril hoan toan kh6i cO' the trong vong 36 giil'. Co the 
methyldopa ra kh6i mau bang tham phan: tham phan mau trong 6 giil' se lo9i dlfQ'c khoang 60% s6 lo9i b6 methyldopa ra khoi mau bang tham phan: tham phan mau trong 6 giil' se lo9i dlfQ'c khoang 
llfQ'ng dii hap thu. neu tham phan phuc mqC keo dai trong 20-30 giif thi khoang 22-39% dlf~C IOqi 60% l lf~ng thu6c da hap thu. neu tham ph an phuc m;;~c keo dai trong 20-30 giil' thi khoang 22-39% 
ba. llf~ng thu6c dlfQ'c lo9i bo. 
Methyldopa di qua nhau thai va dlf~c thai vim sCia m~. Methyldopa di qua nhau thai va dlfQ'c tiet vao sC!a m~. 
Sau khi u6ng mot lieu duy nhat se c6tac dvng t6i da trong vong khoang 4-6 giil' va keo dai khoang Sau khi u6ng mot lieu duy nhat. tac dvng t6i da d()t dlf~c trong vong 4-6 giil' va keo dai khoang 12-
12-24 giil'. Sau khi u6ng nhieu lan. huyet apse giam t6i da trong vong 2-3 ngay. Sau khi nglfng 24 giil'. Sau khi uong nhieu lieu. tac dvng h;;~ huyet apse d;;~t dlf~c t6i da trong vong 2-3 ngay. Sau 
thu6c. huyet apse trcr ve tr! s6 ban dau trlf6'c khi dieu tr! trong vong 1-2 ngay. khi nglfng thu6c 1-2 ngay, huyet apse trcr ve tr! s6 ban dau trl/O'c khi dieu tr!. 
Cac nh6m benh nhan d~c biet DlfQ'c d!)ng hQc tren cac nh6m benh nh<in d~c biet: 
Suy th~n Suy th~n: 
Trang suy th~n thi S\1 thai tril cua methyldopa se b! keo dai. ty I~ v6'i do n~ng cua suy th~n. Neu b! Trang suy th~n thi s~ thai tril cua methyldopa se b! keo dai. ty I~ v6'i do n~ng cua suy tMn. Neu b! 
suy th~n n~ng lkhong dieu tr! bang tham phanl thi thil'i gian ban huy keo dai gap 1 o I an. suy th~n n~ng lkh6ng dieu tr! bang tham phanlthi thil'i gian ban thai keo dai gap 1 0 l~n lxem mvc 

"Lieu dung va each dung"l. 

Cac so lieu an toan ti~n lam sang: Dl1 LI~U AN TOAN TIEN LAM SANG 
Kh6ng c6 cht!ng ct! cho thay tac dvng sinh kh6i u khi dung methyldopa cho chuot nhat trong hai Kh6ng c6 bang cht!ng cho thay tac dvng gay ung thlf khi dung methyldopa cho chuot nhat trong 
niim v6'i lieu cao den 1800 mg/kg/ngay hay cho chuot v6'i lieu cao den 240 mg/kg/ngay ltlfO'ng hai niim v6'i lieu lim den 1800 mg/kg/ngay hay cho chuot cong v6'i lieu len den 240 mg/kg/ngay 
tl'ng v6'i gap 30 va 41an lieu t6i da dlf~c khuyen cao neu so sanh tfnh tren can n~ng; gap 2.5 va ltlfO'ng t!ng v6'i gap 30 va 41an lieu t6i da dlf~c khuyen cao cho ngttil'i tfnh thea can n~ng; gap 2.5 
0,6 I an lieu tOi da khuyen CaO ChO nglfiJ'i neu SO sanh tinh tnin dien tfch CUa CO' the ; CclC tinh va 0.6 I an lieu t6i da khuyen cao cho nglfil'i neu tfnh thea diOn tfch b~ met CO' the ; v6'i gia d!nh Ia 
toan tren chuOt nhat va chuOt v6'i gia d!nh Ia b~nh nhan co can n~ng 50 kg I. Trang th~ nghiem benh nhcin c6 can n~ng 50 kgl. Trang th~ nghi~m AMES kh6ng thay methyldopa c6 tinh gay dot 
AMES khong thay methyldopa co tinh gay dot bien va khong gay sai l~ch nhiem sac the. Cac bien va kh6ng gay sai l~ch nhiem sac the. Cac nghien ct!u in vitro nay dlfQ'c thifc hien khi co va 
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Ouy each 
dong goi 

flieu ki~n 
baa quan 

H~n dung 

Tieu chuan 
chat lliQ'ng 

Ten. d!a 
chi CUB CO' 

SIT san 
xu at 

~ 

nghiim cllu in virro nay dliQ'c thl/C hi~n khi co va kh6ng co Sl/ kich ho(lt chuyen hoa ngo(li sinh. kh6ng co Sl/ kich ho(lt chuyen hoa ngo(li sinh. 
Kha nang sinh san khong bi imh hlfli'ng khi cho chuot dlfc va cai lieu methyldopa 1 DO mg/kg/ngay Kha nang sinh san khong bi anh hLtcrng khi cho chuot dlfc va chuOt cai dung lieu methyldopa 1 DO 
(gap 1.7 lan lieu toi da trong ngay cua nglfil'i neu so sanh tinh tren can n~ng; gap 0.2 lan lieu toi mg/kg/ngay (gap 1. 7 I an lieu toi da hang ngay cua nglfil'i tinh thea can n~ng; gap 0.2 I an lieu toi 
da trong ngily cua ngltiti neu so sanh tfnh tren dien tich cua CO' the ). Methyldopa lam giam so da hang ngay cua ngLtiti tinh thea di~n tfch b~ mijt cO' the Jl. Methyldopa lam giam so l lf~ng tinh 
ILtqng tinh trung. Sl/ di dong cua tinh trung, so l lf~ng tien tinh trung trlfcrng thanh va chi so sinh san trung. Sl/ di chuyen cua tinh trung. so ILtqng tien tinh trung trlfcrng thanh va chi so sinh san cua 
CUa ChUQt dl/C neu cho ChUQt dl/C CaC lieu 200 va 400 mg/kg/ngay (gap 3,3 va 6.7 ian lieu toi da chuQt dl/C neu cho ChUQt dl/C cac lieu 200 va 400 mg/kg/ngay (gap 3,3 va 6.7 ian lieu tOi da hang 
trong ngay cua nglfil'i neu so sanh tlnh tren can n~ng; gap 0.5 val lan lieu t6i da cua ngltiti neu ngily cua nglfil'i tfnh thea can n~ng; gap 0.5 va 1 lan lieu toi da cua ngltiti tinh thea dien tfch be 
so sanh tlnh tren dien tfch cua cO' the 1. m~t CO' the ). 

CAC fJAC T[NH CUA THUOC -

Ouy each dong goi: OUY CACH flONG GOI 
Moi hOp thuoc c6 10 vi. moi vi c6 10 vi en nen baa phim. Moi vi chua 1 o vien nen baa phim. Moi hOp thuoc chua 10 vi cung trr htrong dan su dvng. 

Nhitng ILtU v d~c biet khi baa quan: flltu KI~N BAD QUAN 
Baa quan & nhiet dO dtroi 30°C, tranh anh sang tntc tiep. Baa quan a nh iet dO khong qua 30°C. 
fle thuoc nO'i an toim, tranh xa tam tay eli a tre em. 
H9n dung Hf\N DUNG 
60 thang ke til ngay san xu at. 60 thang ke til ngay san xuat. 
H~n dung dlt~c in tren hOp thuoc. Khong dlt~c dung thuoc sau ngay nay. 
- TI~U CHUAN CHAT Ll10NG 

Tieu chuan CO' sa 

NHASANXUAT T~N. fliA CHI CUA ca SO SAN XUAT 
EGIS PHARMACEUTICALS PLC EGIS PHARMACEUTICALS PRIVATE LIMITED COMPANY 
Trv sa: 1106 Budapest. Kereszturi ut30-38., Hungary Trv sti: 1106 Budapest. Kereszturi ut30-38 .. Hungary 
Nha may: 9900 Kormend. Matyas kiraly ut65 .. Hungary Nha may: 9900 Kiirmend. Matyas kiraly ut 65 .. Hungary 
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