HUGNG DAN SU DUNG THUGC CHO NGU G BENH

1. Tén thuda: THYPER@PA FGRTE

2, Khuyén céo:

“Thudc ban theo don”

“Boc ky hudng dén st dung trude khi dung”

“DE xa tam tay tré em”

“Théng bao ngay cho bac sy hodc duge sinhiing téc dung khdng mong mudn gip phai khi stt dung

thudc”

3.Thanh phan, ham lugng: Méi vién nén bao phim chita:
Methytdopa. 500 mg
Ta dugc vd. 1 vién

(Té dugc: Tinh bét sdn, crospovidon, microcrystalline ceflulose, lactose, gelatin, natri lauryl sulfat,
magnesi stearat, nipasol, nipagin, bot talc, titan dioxyd, PEG 6000, hydroxypropy! methyicellulose,
quinolin yellow).

4. Md 18 san pham:

Vién nén bao phim hinh thudn dai, mau vang, thanh va canh vién lanh fan.

5. Quy céch déng géi:

Hop 10 vi (nhém - PYC) x 10 vién nén bao phim.

6. Thudc diing cho bénh gi?

Tang huyét ap.

7. Nén diing thudc nay nhu thé nao va liéu lugng?

Ngudilén

+ Diéu tri bdt dau: Liéu dung bat dau thong thudng cdia methyldopa la 250mg/lan, 2 dén 3 1an trong
ngay, trong 48 gidr dau. Sau d6 liéu nay dudgc diéu chinh tly theo déap Ung clia mdi ngudi bénh. D&
giam thiéu téc dung an than, nén bat dau tang liéu vao budi tai.

+ Diéu tri duy trl: Liu diing thong thuding clia methyldopa 13 0,5 - 2 g/ngay, chia 2 - 4 13n. Liu hang
ngay t6i da dugc khuyén céo fa 3g.

Nén diing phdi hgp thudc lgi niéu thiazid néu khéng khdi ddu diéu tri bing thiazid hodc néu tic
dung lam gidm huyét ap khong dat véi lidu methyldopa 2g/ngay.

Methyldopa dugc bai tiét véi s6 lugng 16n qua than va nhitng ngudi bénh suy than cé thé dap tng
véi liéu nhd hon. Ngét & ngudi cao tudi ¢d thé lién quan t6i sy ting nhay cam vdi thudc hodc t6i xa
vita déng mach tién trién. Didu nay ¢6 thé tranh dugc biing ding liéu thap hon.

Ngudi cao tudi

Liéu ban dau 500mg/méi ngay, liéu cé thé tang dan. Liéu t&i da 2g/ngay.

Tré em

" Lidu bt dau 13 10markg thé trong/ngay, chia am 2 - 4 1an, Lidu t6i da 1a 65 mg/kg hodc 3 g/ngay.

8. Khi nao khong nén diing thudc nay?:

Bénh gan dang hoat déng nhu viém gan c8p va xo gan dang tién trién.

Réi loan chiic ning gan lién quan dén diéu trj bang methyldopa trudc day.

Man cdm vdi bat ky thanh phén nao cia thude.

U té bao ua crom.

Ngudi dang dung thudc tc ché MAO.

Noudi bi trém cam.

9. Tac dung khdng mong muén (ADR):

Khi diéu tri bing methyldopa kéo dai, 10 - 20% s§ ngudi bénh ¢6 phan tng Coombs duang tinh.
Trudng hgp ndy trong mot s6 hiém hoan canh ¢6 thé két hgp vdi thiu méu tan huyét, va khi d6 ¢
thé din t6i bién chitng chét ngudi.

Thuding gap nhét 13 tic dung an than, it nhit 30%; chéng mat, 18% ngudi bénh dung thudc va kho
miéng 10% s6 ngudi diing thudc. Nhic dau khi méi diéu tri, sau hét hén (10%).

Thudng gdp, ADR > 1/100

Toan than: Nhuc dau, chéng mat, s6t.

Tuan hoan: Ha huyét ap tu thé, ha huyét ap khi diing, phii.

Thén kinh trung uong: An than.

Noi tiét: Gidm tinh duc.

Tiéu hda: Khd miéng, budn ndn, non, Ta chay.

Hé hap: Ngat mai.

ftgdip, 1/1000 < ADR < 1/100

Toan than: Suy nhugc.

Than kinh: Gidm su nhay bén trf tué, di cdm.

Tam than: Ac méng, trdm cam.

Higm géip, ADR < 1/1000

Mau: Suy tly xuong, gidm bach cau, mat bach ciu hat, gidm tidu ciu, thi€u mau tan huyét, thidu mau
nguyén héng cau khéng 16. .

Tudn hoan: Cham nhip tim, 1am trdm trong thém dau that ngug, suy tim, hdi chitng suy nit xoang.
Than kinh trung uong: Liét m3t, clr ddng dang mda van khéng tf chi, hdi ching thiéu nang tuin
hoan nao, triéu chiing giéng Parkinson.

N&i tiét: V6 kinh, to v dan ong, tidt sda.

Tiéu héa: Viém dai tring, viém tuyén nudc bot, ludi den, ddy hai, viém tuy.

Da: Ngoai ban, hoai ti biéu bi nhiém déc.

Gan: Vang da, viém gan, hoai tif vi thé tiing viing.

Co xuang: Dau khdp cé hodc khdng sung khdp, dau co.

Khac: Viém co tim, viém mang ngoai tim, bénh giéng lupus ban do.

- Huéng dén cach xif tri ADR:

Néu thiu mau tan huyét xay ra vdi phan ng Coomb duong tinh (phéan Ung nay thuding xdy ra sau
6 - 12 théng diéu tr), nguyén nhan ¢6 thé fa do methyldopa, trong trudng hgp nay nén ngitng thudc,
Ty 1& méc thap nhdt néu dung liéu hang ngay bang hodc dudi 1 g. Théng thudng cac trieu ching
thiéu mau gidm nhanh chéng. Néu khéng dd, c6 thé diing corticoid, trudng hgp can thiét ¢ thé
truyén mdu, va nén xét dén nhiing nguyén nhan khac clia thiéu méu. Néu thi€u méau tan huyét lien
quan dén methyldopa thi khéng nén tiép tuc diing thude.

Thiéu méu tan huyét thinh thodng xay ra khéng lién quan &én phan ing Coomb duong tinh hodc am
tinh. Trudng hop nay x3y ra & ngudi thifu hut glucose - 6 - phosphat dehydrogenase, véi ty 1é cao hon
& nhitng viing dan cu tiép xuc vdi bénh st rét so vai viing dan cu khong tiép xtc vai bénh sét rét.
Téc dung an than 6 thé xay ra & lic bat ddu diing thudc hodc khi ting liéu, nhung tac dung khong
mong mudn nay sé& hét khi thyuc hién diéu tr duy tri,

Khi diing methyldopa téc dung ddc chi yéu 1a st do thudc. S8t thinh thodng c6 kém theo téng bach
céu Ua eosin va/hodc rdi loan chic niing gan trén xét nghiém, sét 6 thé xdy ra trong cac giai doan,
nhung thuding chi xdy ra trong 3 tudn dau cda dot didu tri. Vang da c6 thé xdy ra nhung ciing thudng
trong 2 hojc 3 thang ddu dung thudc.

"Théng bdo cho bdc sy nhiing tdc dung khéng mong mudn gép phdi khi sir dung thudc'!
10. Nén trénh ditng nhitng thudc hode thye phim gi khi dang sif dung thudc nay?
Nén than trong khi methyldopa duge diing déng thai véi cac thude sau:
Thudc chifa tng huyét ap khac: €6 thé [am tang tac dung ha huyét 4p, ting cac phan tng bat Igi
hosc phan ting dic Ung thubc.
Thudc gay mé: Phai gidm liéu ctia thudc gay mé; néu ha huyét ap trong khi gay mé cé thé dung thudc
¢o mach.
Lithi: Lam tang dc tinh cda lithi.
Thudc tc ché monoamin oxidase {MAO): Vi gy ha huyét dp quéa mdc.
Amphetamin, cac thudce kich thich than kinh trung uong, thudc chdng trdm cdm 3 vong: Vi gay ddi
khang vdi téc dung chifa tdng huyét 4p va mat su kiém soat huyét ap.
Thudc tao huyét 6 sat: Lam gidm néng dé methyldopa trong huyét tuong va fam giam téc dung
chéng tang huyét ap clia methyldopa.
Thudc trénh thai uéng: Vi 1am tang nguy cd t8n thuang mach mau va gay kho kiém soat huyét &p.
Hay viét mot danh sach nhing thudc ban dang dung (bao gém thuéc duge ké don, khong ké dan va
thic phim chifc ning) va cho bac sy hodc dugc si clia ban xem. Khdng dugc tu y dung thudc, ngung
hodc thay d6i liéu lugng clia thudc ma khang ¢6 sy cho phép clia bac si.
11.Can lam gi khi mot 1an quén khong diing thudc?
B8 sung liéu ngay khi nhd ra. Tuy nhién, néu thdi gian gidn cach véiliéu tiép theo qua ngén thi bd qua
liéu d3 quén va tiép tuc lich diing thudc. Khdng ding liéu gdp d6i dé b cho lidu da b bd 16.
12. Cén bao quan thudc nay nhu thé nao?
Gilt thudc trong hdp kin, ngoai tam vdi clia tré em,
Bao quan thudc & nhigt do kho, nhiét dé dudi 30°C.
13, Nhitng déu hiéu va triéu ching khi diing thudc qua liéu?
Biéu hién: Qua liéu cip c6 thé gay ha huyét ap véi r8iloan chic nang cia ndo va hé tidu héa (an than
qua mic, mach cham, tdo bén, ddy hdi, fa chdy, budn nén, nén).
14, Cén phai lam gi khi diing thudc qua liéu khuyén cdo?
Trudng hap qua liéu, thuding chi diéu tri trigu chimg va hé trg. Khi mdi udng thudc ¢é thé rda da day
hodc gay non. Néu thudc da dugc hip thu, c6 thé truyén dich dé ting thai trir thudc qua nudc tiéu.
C6 thé diing thubc ¢6 tac dung gidng giao cdm nhut: levarterenol, epinephrin, metaraminol.
Methyldopa c6 thé dugc loai khdi tudn hoan béng thadm téch mau.
Khi xu#t hién nhiing trigu chiing qua liéu nén ngiing thudc ngay va tdi co sd y t€ gan nhat.
15. Nhitng didu cin than trong khi dimg thude nay?
Thudc c¢é thanh phan td dugc lactose, khong nén dung thude cho bénh nhan khéng dung nap
lactose, chifng thifu hut men Lapp lactase hodc r6i loan hap thu glucose-galactose.
Methyldopa can dugc sif dung than trong trong cac trudng hop sau:
¥ Tién s& bénh gan hodc rdi loan chitc ndng gan i trudc; bénh Parkinson; tram cam tam than; réi
loan chuyén héa porphyrin; xo vita d3dng mach nao.
v Bénh nhén suy than ndng: Methyldopa dugc bai tiét vai s6 lugng I6n qua than va nhiing ngudi
bénh suy thén cé thé dap dng vdi liéu nhé han.
v Ngat & ngudi cao tudi c6 thé lién quan tdi sy ting nhay cdm vdi thudc hodc téi xa vita ddng mach
tién trién. Diéu nay cé thé tranh duge blng dung liéu thip hon.
¥ Khi diéu tri bing methyldopa kéo dai, 10 - 20% s8 ngudi bénh ¢ phan ting Coombs duong tinh.
Trudng hgp nay trong mét s& hiém trudng hap cé thé két hgp vdi thiéu mau tan huyét, va khi d6 <6
thé dan t&i bién chiing chét ngudi.
v Tién s thi€u mau tan huyét: Néu thidu méau tan huyét xdy ra vdi phan Ung Coomb dudng tinh
(phan tng nay thuding xay ra sau 6 - 12 thang diéu tri), nguyén nhan c6 thé 12 do methyldopa. Néu
thiéu mau tan huyét lién quan dén methyldopa thi khéng nén ti€p tuc ding thube,
¥ Tac dung an than c6 thé xdy ra & lic bat du dung thudc hogc khi ting liéu, nhung téc dung khéng
mong mudn nay sé hét khi thuc hién diéu trj duy tr.
¥ Khi dung methyldopa cé thé c6 s6t thinh thodng ¢6 kém theo tang bach cdu va eosin va/hoic réi
loan chifc ndng gan irén xét nghiém, s6t c6 thé xay ra trong céc giai doan, nhung thuding chi xay ra
trong 3 tudn dau cia dot diéu tri. Vang da cé thé x3y ra nhiing cling thudng trong 2 hodc 3 thang dau
dung thudc. Nén dinh ky dinh lugng héng bach cau va Jam test gan trong 6 - 12 tudn dau diéu trj
hogc khi ngudi bénh bi st nhung khong ré nguyén nhan.
- Thai ki mang thai:
Thudc cé thé di qua nhau thai, c&n nhac Igi ich nguy ca khi diing thudc cho phy nit ¢6 thai.
-Thai ki cho con bu:
Methyldopa bai tiét vao sita me, ¢6 thé gay nguy co d8i vdi tré vdi liéu diéu tri thudng dung cho
ngudi cho con bu. Vi vay thudc khéng nén diing cho ngudi cho con bu.
- Ldi xe va van hanh idy méc: Methyldopa c6 thé gay budn ngl hay tac dung khéng mong muén
dén than kinh trung vong (chong mat, nhitc ddu, an than..) nén khong st dung cho déi tuong nay.
16. Khi ndo ¢cdn tham van béc sy, dugc sy?
Khi ¢an thém théng tin vé thudc.
Khi théy c6 nhiing téc dung khdng mong mudn gap phai khi st dung thude.
Khi diing thudc ma thdy triéu chiing cda bénh khéng thuyén gidm.
17. Han dung cta thudc:
- Han diing: 36 thang ké tif ngay san xudt. Khéng dugc diing thudc 43 qua han dung.
* Luu y: Khi théy vién thudc bj 8m méc, nhan thudc in s8 16 SX, HD md..hay ¢6 cdc biéu hién nghi ngd
khéc phai dem thudc téi héi lai noi ban hodc noi san xudt theo dia chi trong don.
18, Tén, dia chi, biéu tugng ctia nha san xudt:
Tén co's& san xudt: CONG TY €8 PHAN DUQC PHAM HA TAY
Bja chi: T6 dan phd s6 4 - La Khé - Ha Dong - TP. Ha Noi
Dién thoai: 024.33824685 * Fax: 024.33829054

HATAPHAR

CANG TY CP DUGC PRAR KA TAY
19, Ngay xem xét sita d6i, cdp nhat lai ndi dung hudng dan sl dung thudc:
Ngay 22 théang 06 nam 2017
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HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

1.1entnuse: 1HYPEROPA FORTE

2. Thanh phén: M6/ vién nén bao phim chia:

Methyldopa 500 mg

Ta dugc vd. 1 vién
(Td duoc: Tinh bot sdn, crospovidon, microcrystalline celfulose, lactose, gelatin, natri lauryl sulfat,
magnesi stearat, nipasol, nipagin, bét talc, titan dioxyd, PEG 6000, hydroxypropy! methylcellulose,
quinolin yellow).
3. Dang bao ché: Vién nén bao phim.
4. Pac tinh dugc v hoc, duge dong hoc:
- Dugc luc hoc:
Methyldopa la mét thudc ha huyét 4p <6 cdu tric lién quan dén céc catecholamin va tién chét clia
chiing. Mic dii co ché tac dung con can dugc xac minh, téc dung chéng tang huyét dp clia methyldopa
6 12 do thudc dugc chuyén héa § hé thdng than kinh trung uong thanh alpha methyl norepinephrin,
chét nay kich thich céc thy thé alpha adrenergic dén dén giam truong Iyc giao cdm va gidm huyét ép.
Wi vy methyldopa dudc coi 1a thudc liét giao cam ¢o téc dong trung udng. Methyldopa ciing lam gidm
hoat tinh renin trong huyét tuong va gép phan vao téc dung ha huyét 4p clia thudc. Methyldopa tic ché
sy khit carboxyl ctia dihydroxyphenylalanin (dopa) (la tién chdt cha norepinephrin) va cta 5 -
hydroxytryptophan (la tién chat clia serotonin). Mdc dii téc dung ha huyét ap chii yéu clia thudc khong
phai 1 do Uc ché decarboxylase, nhung khang thé loai trif su déng gép phan ndo clia cd ché ngoai
bién. Methyldopa da dugc ching minh la lam gidm néng do serotonin, dopamin, norepinephrin va
epinephrin trong cac mo.
Methyldopa lam gidm huyét ap ¢3 & tuthé dling va tu the ndm. Thudc khdng ¢d &nh hudng tryc tiép
16i chifc néing than va tim, Cung lugng tim thudng dugc duy try; khang thy ting t8n s tim. Trong
mot s6 trudng hap, cé thé thay nhip tim cham lal. Cung lugng than, d6 loc clia cdu than, hodc phan
58 loc thuding khéng bi nh hudng, nhu vay tac dung gidm huyét dp c6 thé dugc duy tri ca 3 nhiing
ngudi bénh suy than. Hiém gip cac triéu ching ha huyét ap tu thé, ha huyét ép trong llc hoat déng
va thay d6i huyét 4p nhiéu trong ngay.
Methyldopa c6 thé dugc sif dung két hop vdi céc thudc ha huyét ap khac, dic biét 1a thudc lgi niéu
thiazid ké ca két hgp thiazid va amilorid. Methyldopa con c6 thé két hop vdi cac thude chen beta.
- Dugc dong hoc:
+ Hap thu: Sy hdp thu cia methyldopa [ khong hoan toan. Kha dung sinh hoc trung binh chi dat dugc
25% liéu diing, va thay d6i rat nhiéu gilta cac ngudi bénh. Néng dd t6i da trong huyét tuong ciia thudc
Gat dugc trong vong 2 - 4 gid sau khi udng, tac dung chéng tang huyét ap dat t6i da sau 4 - 6 gid.
+ Phan ba: Thudc lién két yéu véi protein huyét tuong, Thé tich phan bé cta thudc 12 0,6 lit/kg. Thude
qua dugc nhau thai va sita me. Néng do t6i da trong huyét tudng clia thudc dat dugc trong vong 2 - 4
gidr sau khi udng, téc dung chdng ting huyét 4p dat t8i da sau 4 - 6 gid.
+ Chuyén hoa: Thudc chuyén hod qua gan l&n ddu nén sinh kha dung theo dudng tiéu hoa thap
(khoang 25%).
+ Thai trir: Nira ddi trong huyét tuong ctia thudc 1a 1 - 2 gity ddi voi ngudi ¢6 chitc nang than binh
thuding va ting Ién khi chiic ndng than gidm. Khoang 70% liéu diing dugc bai tiét qua than, trong d6
60% 13 methyldopa tu do, phan con lai a chat chuyén héa & dang lién hap.
5. Quy cach déng géi: Hop 10 vi {(nhom - PVC) x 10 vién nén bao phim.
6. Chi dinh, liéu diing, cach diing va chéng chi dinh
- Chi dinh: Tang huyét ap.
- Liéu lugng va cdch dimng:
Ngu'ailon
+Piéu tri bt dau: Lidu duing bt ddu théng thudng clia methyldopa 13 250mg/1an, 2 dén 3 1an trong
ngay, trong 48 gid dau. Sau d6 liéu nay duge diéu chinh tiy theo dap tng clia mdi ngudi bénh, D&
gidm thiéu tac dung an than, nén bat dau ting liéu vao budi tdi.
+ Diéu ri duy tri: Lidu diing thong thuding clia methyldopa 13 0,5 - 2 g/ngay, chia 2 - 4 13n. Liéu hang
ngay t6i da dugc khuyén céo 13 3g.
Nén diing phdi hgp thudc Igi niéu thiazid néu khong khdi dau diéu trf bang thiazid hodc néu tac
dung 1am gidm huyét ap khéng dat vdi liéu methyldopa 2g/ngay.
Methyldopa dugc bai tiét véi s6 Iugng Ién qua than va nhiing ngudi bénh suy than cé thé dap tng
v liéu nhod hon. Ngdt & ngudi cao tudi co thé lién quan tdi sy ting nhay cdm vdi thude hodc téi xo
vita @ong mach tién trién. Diéu nay cé thé tranh dugc bng dung liéu thdp hon.
Ngusi cao tudi
Liéu ban dau 500mg/mdi ngay, liéu cé thé ting dan. Liéu t6i da 2g9/ngay.
Tréem
Liéu bt dau 13 10mg/kg thé trong/ngay, chia 1am 2 - 4 1an. Lidu t&i da 13 65 mg/kg hodc 3g/ngay.
- Chéng chi dinh:
8énh gan dang hoat dong nhu viém gan cdp va xg gan dang tién trién.
Réi loan chic ning gan lién quan dén diéu trj bang methyldopa trude day.
Man cam vdi bét ky thanh phén nao cda thudc.
U t& bao ua crom.
Ngudi dang dung thudc dc ché MAO.
Ngudi bi trdm cam.
7.Than trong:
Thu8c ¢é thanh phan té duge lactose, khong nén dung thude cho bénh nhan khong dung nap
lactose, chiing thigu hut men Lapp lactase hogc r8i loan hip thu glucose-galactose,
Methyldopa can dugc stf dung than trong trong cac trudng hap sau:
¥ Tién sl bénh gan hodc r8i loan chic nang gan t trudc; bénh Parkinson; trdm cam tam thén; réi
loan chuyén héa porphyrin; xo vita déng mach néo.
v Bénh nhén suy than ning: Methyldopa dudc bai tiét vdi s lugng lén qua than va nhing ngudi
bénh suy than cé thé dap ting vai liéu nhd hon.
v’ Ngét & ngudi cao tudi cé thé lién quan tdi sy téng nhay cdm voi thudc hodc tdi xo vita déng mach
tién trién. Diéu nay c6 thé tranh dugc biing dung liéu thap hon.
v Khi diéu trj biing methyldopa kéo dai, 10 - 20% s8 ngudi bénh ¢6 phan ung Coombs dudng tinh.
Truding hgp nay trong mot s6 hiém truding hap ¢6 thé két hop véi thidu mau tan huyét, va khi d6 c6
thé dén 161 bién ching chét ngudi.
v Tién st thi€u mau tan huy&t: Néu thiéu mau tan huyét xay ra vdi phan tng Coomb duang tinh
(phén dng nay thudng xdy ra sau 6 - 12 thang diéu tri), nguyén nhan ¢d thé ta do methyldopa. Néu
thi€u mau tan huyét lién quan dén methyldopa thi khéng nén tiép tuc diing thudc,
¥ Tac dung an than cé thé xay ra & lic bat dau duing thubc hoe khi ting liéu, nhung tac dung khéng
mong mudn nay sé hét khi thiic hién diéu tri duy trl.
v Khi ding methyldopa c6 thé c6 sét thinh thoang ¢ kém theo ting bach cu ua eosin va/hodc réi
loan chiic ndng gan trén xét nghiém, sét cé thé xdy ra trong céc giai doan, nhung thudng chi xdy ra
trong 3 tuan dau cta dot diéu tri. Vang da cé thé xdy ra nhung ciing thudng trong 2 hodc 3 thang dau
ding thudc. Nén dinh k¥ dinh lugng héng bach cau va 1am test gan trong 6 - 12 tudn dau diéu trj
hoic khi ngudi bénh bi st nhung khéng ré nguyén nhan.

- Thoi ki mang thai:

Thudc ¢6 thé di qua nhau thai, can nhic Igi ich nguy ca khi dung thudc cho phuy nir ¢6 thai.

- Thei ky cho con ba:

Methyldopa bai tiét vao sita me, cé thé gay nguy co di vdi tré vdi liéu diéu tri thudng diing cho
ngudi cho con bi. Vi vay thude khdng nén dung cho ngudi cho con bi.

- Léi xe va van hanh may méc: Methyldopa c6 thé gay budn ngl hay tac dung khéng mong mudn
@én thén kinh trung udng (chdng mit, nhic ddu, an than..) nén khéng st dung cho ddi tugng nay.
8. Tuong tac thudc:

Nén than trong khi methyldopa dugc diing déng thoi véi cac thudc sau:

Thudc chifa ting huyét &p khac: C6 thé fam ting tac dung ha huyét ép, ting cac phén dng bét loi
hodc phan tng dac ting thudc.

Thuéc gdy mé: Phai gidm liéu clia thudc gay mé; néu ha huyét ap trong khi gay mé c6 thé dung thudc
co mach.

Lithi: Lam téng ddc tinh cha lithi,

Thuéc tc ché monoamin oxidase (MAO): Vi gay ha huyét 3p qua muc,

Amphetamin, cac thudc kich thich than kinh trung uong, thude chéng tram cdm 3 vong: Vi gay ddi
khéng véi tac dung chira ting huyét 4p va mét sy kiém soat huyét ap.

Thudc tao huyét cé sit: Lam gidm néng @6 methyldopa trong huyét tudng va lam gidm tac dung
chdng tang huyét ap clia methyldopa.

Thudc trénh thai udng: Vi 1am ting nguy co t8n thuong mach mau va gay khé kiém soat huyét ap.
9. Téc dung khdng mong muén ca thudc (ADR):

Khi diéu tr] bing methyldopa kéo dai, 10 - 20% s6 ngudi bénh ¢6 phan ting Coombs duong tinh.
Truding hgp nay trong mét s hiém hoan canh c6 thé két hop vai thidu méau tan huyét, va khi 6 c6
thé dan t6i bién ching chét ngudi.

Thudng gip nhdt 12 tic dung an thén, it nhdt 30%; chéng mét, 18% ngudi bénh ding thudc va khé
miéng 10% s6 ngudi diing thudc. Nhie dau khi mdi diéu tr, sau hét han (10%).

Thuimg gdp, ADR > 1/100

Toan than: Nhitc dau, chéng mat, sét.

Tudn hoan: Ha huyét dp tu thé, ha huyét &p khi ddng, pha.

Thén kinh trung wong: An than.

Noi tiét: Gidm tinh duc.

Tiéu héa: Khé miéng, budn ndn, ndn, fa chdy.

Ho hap: Ngat mai.

ft géip, 1/1000 < ADR < 1/100

Toan than: Suy nhugc.

Than kinh: Gidm sy nhay bén trf tué, di cam.

Tam thén: Ac méng, trdm cam.

Hiém gdp, ADR < 1/1000

Mau: Suy tdy xugng, gidm bach cau, mat bach cau hat, gidm tiéu cu, thi€u mau tan huyét, thiéu méu
nguyén héng cau khdng 16,

Tuén hoan: Cham nhip tim, 1am trdm trong thém dau that nguc, suy tim, hdi ching suy nit xoang.
Thén kinh trung uong: Liét mt, cit dong dang mua vain khong ty chi, hoi chdng thidu ndng tudn
hoan nao, triéu chiing gidng Parkinson.

Noi tiét: V6 kinh, to v dan ong, tiét sita.

Tiéu héa: Viem dai trang, viém tuyén nudc bot, lusi den, ddy hai, viém tuy.

Da: Ngoat ban, hoai t&f biéu bi nhiém déc.

Gan: Vang da, viém gan, hoal tif vi thé titng viing.

Co xuang: Dau khdp ¢ hodc khong sung khdp, dau co.

Khéc: Viém co tim, viém mang ngoai tim, bénh giéng lupus ban db.

- Huéng dén céch x¥ tri ADR:

Néu thigu méu tan huyét x3y ra vdi phan ing Coomb dudng tinh (phan ting nay thudng xay ra sau 6
- 12 théng diéu tri), nguyén nhén cd thé 13 do methyldopa, trong truding hgp nay nén ngitng thudc.
Ty 1& mac thap nhat néu dung liéu hang ngay bang hodc dudi 1 g. Thong thuding cac triéu chimg
thiéu mau giam nhanh chong. Néu khéng d8, <6 thé ding corticoid, trudng hop cn thiét cd thé
truyén mau, va nén xét dén nhitng nguyén nhan khéc cla thiéu mau. Néu thi€u mau tan huyét lién
quan dén methyldopa thi khéng nén tiép tuc diing thuée.

Thiéu mau tan huyét thinh thodng xay ra khang lién quan dén phan Ung Coomb duang tinh hodcam
tinh. Truding hop nay x3y ra & ngudi thidu hut glucose - 6 - phosphat dehydrogenase, vdity 1& cao hon
& nhitng viing dan cu tiép xidc vai bénh sét rét so vdi viing dan cu khodng tiép xtc vdi bénh sét rét.
Téc dung an than cd thé xdy ra & luc bt déu dung thudc hodc khi tang liéu, nhung téc dung khéng
mong mudn nay s& hét khi thuc hién diéu tr] duy tri.

Khi diing methyldopa tac dung ddc chi yéu 1 s6t do thudc. S6t thinh thoang c6 kém theo tang bach
cau ua eosin va/hodc réi loan chic ndng gan trén xét nghiém, st c6 thé xay ra trong cac giai doan,
nhung thudng chi xdy ra trong 3 tudn dau ctia dot didu tri. Vang da cé thé xdy ra nhung cing thuding
trong 2 hodc 3 thang dau ding thudc.

"Théng bdo cho bdc s§ nhiing tdc dung khéng mong mudn gdp phéi khi sit dung thuéc"

10. Qué Hiéu va cach x{ tri:

- Biéu hién: Quéa Héu cdp cd thé gay ha huyét ap vdi i loan chiic ndng clia ndo va hé tiéu hda (an than
qué mc, mach cham, tdo bén, dy hdi, ia chay, budn ndn, ndn).

- Cach x{r trf: Trudng hap qua liéu, thuding chi diéu tri triéu ching va hé trg. Khi méi udng thudc c6
thé rita da day hodc gay ndn. Néu thude da dugc hap thu, cd thé truyén dich dé ting thai trif thudc
qua nudc tiéu, Can chi y dic bigt tin s6 tim, luu lugng mau, cin bing dién gidi, liét rudt va hoat dong
ctia ndo.

C6 thé diing thudc ¢6 tac dung gidng giao cdm nhu: levarterenol, epinephrin, metaraminol.
Methyldopa c6 thé dugc loai khéi tudn hoan béing thdm tach mau.

Khi xudt hién nhiing triéu chiing qua liéu nén ngiing thudc ngay va tdi ca sy té gan nhét.

11. Khuyén cdo: Khong ¢é bio céo.

12. Diéu kién bao quén va han dung:

- Bdo quan: Nai kh, nhiét do dugi 30°C.

- Han diing: 36 thang ké ti ngay san xudt. Khéng dugc dung thudc d4 qua han dung.

* Lyu y: Khi thay vién thudc bi m mdc, nhan thudc in 58 16 SX, HD mé..hay ¢6 cac bidu hién nghingd
khac phai dem thudc t&i héi lai noi ban hodc noi sdn xudt theo dja chi trong don.

13.7én, dia chi cla <o s& san xudt:

Tén co'sé san xudt: CONGTY CO PHAN DUGC PHAM HATAY

Dia chi: T6 dan phd s6 4 - La Khé - Ha Dong - TP. Ha Noi

Bién thoai: 024.33824685 * Fax: 024.33829054

14. Ngay xem xét sifa d8i, cap nhat lai ndi dung hudng dan sit dung thudc:
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