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b). Nhan hop 1 vi x 10 vién nén bao phim.
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GMP-WHO 1 blister x 10 film-coated tablets )

THANH PHAN: M3 vi2n nén bao phim chifa: CHl BINH, LIEU LUGNG & CACH DUNG, CHONG CHI B|NH,
- Methyldopa ... _250mg  TUONG TAC THUGC, TAC DUNG KHONG MONG MUGN VA
T visa 6 NHONG BIEU CAN LUU Y: Xin doc trong to husng din sit
BAO QUAN: Nai kho, nhiét 8 dutii 30 °C, trdnh anh séng, dung.
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‘ COMPOSITION: Each film-coated tablet contains: INDICATIONS, DOSAGE AND ADMINISTRATION,
- Methyidopa . ... 250 mg CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS
- Excipients .. L5t AND OTHER PRECAUTIONS: Read the package insert.
STORAGE: Stare in a dry place, below 30 °C, protect from

| light.

TP. Cao Lanh, ngay thang nam
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2. Nhan trung gian:
a). Nhan hop 10 vi x 10 vién nén bao phim.

RX THUOC BAN THED BON

Domepa*

Methyldopa 250 mg

DOMESCO

Domepa®
Methyldopa 250 g

GMP-WHO Hép 10 vi ¥ 10 vién nén bao phim

THANH PHAN: M3i vign nén bao phim chia:
- Methyldopa ... . 250 mg
-Taduge ... = . vila dd
CHI BINH, LIEU LUGNG & CACH DUNG, CHONG CHI BINH, TUONG TAG THUBC, TAC DUNG KHONG
MONG MUGN VA NHONG BIEU CAN LUU Y: Xin doc trong ti hung ddn st dung
BAO QUAN: Nai kha. nhigt A8 dudi 30 °C, tranh dnh sang.

SOK: . _ DE XA TAM TAY TRE EM
TIEU cHuAN Ap DUNG TCCS pOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
66, Qufic 16 30, P. M§ Pho, TP, Cao Lanh, Bfng Thip
(Pat chiing nhan 1S0 9001: 2008 & ISO/IEC 17025: 2005)
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COMPOSITION: Each film-coated tablet contains:

- Methyldopa .. 250 mg \ f
- Excipients ... .50t = \,u

INDICATIONS, BGSAGE MIIJ nDMlNISTRﬁTION C{]NTRMNDICA‘IIDNS IHTER&BTII]NS SIDE EFFECTS \,

AND OTHER PRECAUTIONS: Read the package insert.

STORAGE: Store ina dry place, below 30 °C. protect from light,

REGISTRATION NUMBER: ..o KEEP DUT OF REACH OF CHILDREN

MANUFACTURER'S SPECIFICATION READ CAREFULLY THE PACKAGE INSERT BEFORE USE

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
86. National road 30, My Phu Ward, Cao Lanh City, Dong Thap Province
(Achieved IS0 9001: 2008 & ISO/IEC 17025 2005 certifications)

TP. Cao Lanh, ngay thing nam
FT T ~n
A ‘F‘ DJG GIAM POC ™
‘ Ep oifu & Phit trién

Tran Thanh Phong



MAU NHAN

1. Nhin tryc ti€p trén don vi déng géi nho nhat:
a). Nhan vi 10 vién nén bao phim.
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Methyldopa 250 g
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Methyldopa 250 Mg
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TO HUONG DAN SU DUNG THUOC

Rx
Thuoéc ban theo don

DOMEPA® 250 mg

THANH PHAN: Mdi vién nén bao phim chira
- Methyldopa BRI FA RSSO s A R s ot U TS
- T4 dugc: Microcrystallin cellulose PH102, Acid citric, Povidon K90, Natri croscarmellose, Magnesi stearat,
Colloidal silicon dioxid A200, Hydroxypropyl methylcellulose 15¢P, Hydroxypropyl methylcellulose 6¢P.
Triethyl citrat, Talc, Mau Tartrazin lake, Mau Sicovit red, Mau Sunset yellow lake, Titan dioxid.
DANG BAO CHE: Vién nén bao phim, ding uéng.
QUI CACH PONG GOLI:
Hop 1, 10 vi x 10 vién.
CHI PINH:
- Tang huyét ap. Dic biét ting huyét 4p & ngudi mang thai.
LIEU LUONG VA CACH DUNG: Diing uéng
- Ngwoi lon:
+ Liéu bit dau diéu tri 1A 250 mg, 2 - 3 lan/ngay, trong 48 gid diu. Sau d6 lidu nay duoc diéu chinh tay theo
dap (g cia mdi ngudi bénh. Dé giam thiéu tac dung an thin, nén bat ddu tang li¢u vao budi ti.
+ Liéu duy tri 0,5 — 2 g/ngay, chia 2 - 4 l4n. Liéu hang ngay t6i da dugc khuyén cdo 1a 3 g. .
* Nén ding phéi hop thube lgi niéu thiazid néu khong khoi dAu didu tri bing thiazid hodc néu tac dung lam
giam huyét 4p khong dat voi liéu methyldopa 2 g/ngay.
- Ngudi bénh suy than: Methyldopa duge bai tiét véi sb luong 16n qua thin va nhiing ngudi bénh suy than ¢6
thé dap tmg v6i liéu nho hon.
- Nguoi cao 1uoi:
Lidu ban du 125 mg, 2 lin mdi ngay. lidu c6 thé tang dan. Liéu toi da 2 g/ngay. Ngat & ngudi cao tudi c6 thé
lién quan tGi su taing nhay cam vai thubc hodc téi xo vira dong mach tién trién. Diéu nay c6 thé tranh duoc
bang dung liéu thap hon.
- Tré em: .
Liéu bat dau la 10 mg/kg thé trong/ngay. chia lam 2 —4 lan, t6i da 65 mg/kg hodic 3 g/ngay.
CHONG CHI PINH:
- MAn cam véi bét ky thanh phén nao cua thude.
- Viém gan cdp va xo gan dang tién trién.
- Réi loan chirc nang gan lién quan dén diéu tri bang methyldopa truge day.
- U té bao ua crom.
- Ngudi dang dung thudc trc ché MAO.
- Phu nir cho con bu. _

THAN TRONG KHI SU DUNG: A\ /
- Tién str bénh gan hodc roi loan chirc ning gan tir trude. \}u -

- Suy than nang.

- Tién sir thiéu méu tan huyét. |

- Bénh Parkinson, trdm cam tam than, réi loan chuyén héa porphyrin, xo vira dong mach nao.

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

- Phu nir dang cho con bu.

- Ngudi 14i xe va van hanh may moc.

PHU NU' CO THAI VA CHO CON BU:

- Thoi ky mang thai:

Chua biét vé& nhimg nguy co do thube. Methyldopa c¢6 thé diing cho nguoi tang huyét 4p do mang thai gay ra.
Thude khdng gy qudi thai, nhung trong s6 tré sinh ra tir céc ba me da dugc diéu tri bang thude trong thoi gian
mang thai, déi khi ¢6 thai ky bi ha huyét ép.

- Thoi ky cho con bi:

Methyldopa bai tiét vao sita me, c6 thé gy nguy co d6i véi tré voi lidu diéu tri thudng dung cho ngudi cho con
bu. Vi véy‘thuéc khong nén dung cho ngudi cho con bu.

ANH HUONG LEN KHA NANG LAl XE VA VAN HANH MAY MOC:

| Methyldopa ¢6 thé gay budn ngt, khong nén dung khi 14i xe hodc van hanh may.




"TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

Nén than trong khi dung methyldopa v&i cac thude sau:

- Thude tri ting huyét 4p khac: C6 thé 1am ting tdc dung ha huyét 4p, tang cac phan img bit loi hodc phan (g
déc g thube.

- Thudc gdy mé: Phai giam lidu cta thubc giy mé, néu ha huyét ap trong khi gdy mé co6 thé ding thude co
mach.

- Lam tang ddc tinh cua lithi khi két hop.

- Thude (rc ché monoamin oxidase (MAO): Vi gy ha huyét ap qua mirc.

- Amphetamin, cic ti}uéc kich thich thé‘m kinh trung uong, thudc chéng tram cam 3 vong: Vi gy dbi khang véi
tac dung tri ting huy¢t ap va mét su kiém sodt huyét ap.

- Thuoe tao huyet c6 sat: Lam giam nong do methyldopa trong huyét tuong va lam giam tac dung chéng ting
huyét ap ctia methyldopa.
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A

- Thude tranh thai udng: Vi lam ting nguy co ton thuong mach méu va gy khé kiém soat huyét ap.
TAC DUNG KHONG MONG MUON:

Khi diéu tri bang methyldopa kéo dai, 10 — 20 % sb ngudi bénh ¢6 phan ing Coombs duong tinh. Truong
hgp nay trong mot so hiém hoan canh c6 thé két hop véi thiéu méu tan huyét va khi d6 c6 thé dn t6i bién
chimg chét ngudi.

Thudng gip nhat 12 téc dung an than, it nhit 30 %; chéng mét, 18 % ngudi bénh ding thudc va kho miéng 10 %
sO ngudi dung thubc. Nhirc du khi méi didu tri, sau hét han (10 %).

Thuong gdp, ADR > 1/100

- Toan than: Nhirc ddu, chéng mit, sot.

- Tudn hoan: Ha huyét ap tu thé, ha huyét &p khi dimg, phu.

- Than kinh trung wong: An than.

- N¢i tiét: Giam tinh duyc.

- Tiéu héa: Khd miéng, budn nén, ndn, tiéu chay.

- H6 hip: Ngat mili.

It gap, 1/1000 < ADR < 1/100

- Toan than: Suy nhuoc.

- Than kinh: Giam su nhay bén tri tu¢, di cam.

- Tam than: Ac mong, trdm cam.

Hiém gap, ADR < 1/1000

- Méu: Suy tity xuong, giam bach cau, mit bach cau hat, giam tiéu ciu, thiéu mau tan huyét, thiéu méau nguyén
hdng cAu khdng 16.

- Tuan hoan: Cham nhip tim, lam tram trong thém dau thét nguc, suy tim, hdi chimg suy nit xoang.
- Thin kinh trung uong: Liét mat, ctr dong dang mda von khong tur chi, hoi ching thiéu nang tuan hoan ndo,
triéu chimg giéng Parkinson.

- Noi tiét: Vo kinh, to v dan 6ng, tiét sita.

- Tiéu hoa: Viém dai trang, viém tuyén nudce bot, ludi den, day hoi, viém tuy. . g

- Da: Ngoai ban, hoai tir biéu bi nhiém ddc. ,',;/

- Gan: Vang da, viém gan, hoai tur vi thé ting vung. /t

- Co xuong: Pau khdp co6 hodc khong sung khép, dau co.

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

Thong bao cho Bac si nhiing tic dung khong mong mudn gip phai khi str dung thubc.

Huéng din cach xir tri ADR

Néu thiéu mau tan huyét xay ra v&i phan tmg Coomb duong tinh (phan tmg niy thuong xay ra sau 6 - 12
thang diéu tri), nguyén nhén c6 thé 1a do methyldopa, trong truong hop ndy nén ngung thudc. Ty 1& méic thip
nhét néu ding liéu hang ngay bing hodc dudi 1 g. Thong thuong céc triéu chimg thiéu mau giam nhanh chong.
Néu khong dd, c6 thé dung corticoid, truomg hop can thiét c6 thé truyén mau va nén xét dén nhiing nguyén
nhan khéc cta thiéu méau. Néu thiéu mau tan huyét lién quan dén methyldopa thi khéng nén tiép tuc dung
thude.

Thiéu mau tan huyét thinh thoang xay ra khong li€n quan dén phan (ing Coomb duong tinh hodc am tinh.
Truong hop nay xay ra & nguol t,hiéu hut glucose - 6 - phosphat dehydrogenase, voi ty 1€ cao hon & nhitng
vling dan cu tiép xdic voi bénh sot rét so voi vung dan cu khong tiép xtc vgi bénh sot rét.

T4c dung an than c6 thé xay ra ¢ lic bét diu dung thudc hogc khi ting lieu, nhung tac dung khong mong
mubn nay s& hét khi thuc hién diéu tri duy tri. ‘

Khi ding methyldopa tac dung doc chu yéu 1a s6t do thudc. Sét thinh thoang c6 kém theo tang bach cau ua
eosin va/hoic réi loan chiic ning gan trén xét nghiém, sbt c6 thé xay ra trong cac giai doan, nhung thudng chi
xay ra trong 3 tudn dau cta dot diéu tri. Vang da ¢6 thé xay ra nhung ciing thuong trong 2 hodc 3 thang dau




dung thude.

QUA LIEU VA CACH XU TRi:

* Qua li‘éu va xir tri:

- Qué lidu cdp co thé giy ha huyét 4p véi rdi loan chirc ning ctia ndo va hé tiéu hoa (an thin qua murc, mach
chdm, tao bon, dfiy hoi, tiéu chay, budn ndn, non).

- Truong hop qua lidu, thudng chi diéu trj triéu chimg va hd trg. Khi mai udng thudc ¢6 thé rira da day hodc
gdy non. Neu thuéc da duge hip thu, c6 thé truyén dich dé ting thai trir thudc qua nude tiéu. Can chi y dic
biét tan s6 tim, luu lugng mau, cin b;:'mg dién giai, liét rudt va hoat dong cua nio.

- C6 thé dung thude ¢6 tac dung gidng giao cam nhu: Levarterenol, epinephrin, metaraminol.

- Methyldopa c6 thé dugc loai khoi tuan hoan bing tham phan mau

DUQC LUC HOC:

- Methyldopa 1a mot thuép ha huyét ap c6 céu tric lién quan dén cac catecholamin va tién chat cia chuang. Mac
du co che tic dung con can duoc xac minh, tac dung chdng ting huyét 4p ctia methyldopa ¢6 1€ do thudc dugce
chuyén héa & hé thong than kinh trung vong thanh alpha methyl norepinephrin, chét nay kich thich céc thy thé
alpha adrenergic din dén giam truong luc giao cam va giam huyét 4p. Vi vay methyldopa dugc coi la thudc liét
giao cam ¢6 tdc dong trung uong.

- Methyldopa cling lam giam hoat tinh renin trong huyét twong va gop phan vao tdc dung ha huyét 4p cua
thuéc. Methyldopa tre ché sur khir carboxyl cua dihydroxyphenylalanin (dopa) (la tién chat cia norepinephrin)
va cua 5 — hydroxytryptophan (1a tién chit cua serotonin). Mic du tac dung ha huyét 4p chi yéu cuia thude
khong phai 12 do irc ché decarboxylase, nhung khong thé loai trir sy dong gép phan nao cua co ché ngoai bién.
Methyldopa d& dugc chirmg minh la lam giam nong do serotonin, dopamin, norepinephrin va epinephrin trong
céac mo.

- Methyldopa 1am giam huyét 4p ca & tu thé dimg va tu thé ndm. Thudc khong anh huong truc tiép tGi chirc
ning than va tim. Cung luong tim thuong dugc duy tri, khong thiy ting tin s6 tim. Trong mot sO truong hop,
¢6 thé thay nhip tim chdm lai. Cung luong than, d6 loc cua cAu than, hoic phan sb loc thuomg khong bi anh
huong, nhu vy tac dung giam huyét ap cé thé dugc duy tri ca & nhitng ngudi bénh suy than. Hiém gip céc
triéu chimg ha huyét 4p tu thé, ha huyét ap trong ltic hoat dong va thay doi huyét 4p trong nhiéu ngay.

- Methyldopa c6 thé duge str dung két hop vdi cac thude ha huyét ap khac, dic biét 1a thudc lgi niéu thiazid ké
¢ két hop thiazid va amilorid. Methyldopa con co thé két hop véi cac thube chen beta.

DUQC PONG HOQC:

- Vi téc dung cua methyldopa thong qua chat chuyén hoa alpha — methyl — norepinephrin, nén nong do trong
huyét tuong ctia methyldopa it c6 gid tri dy doan hiéu lyc ctia thude. Sy hép thu cia methyldopa Ia khong hoan
toan. Kha dung sinh hoc trung binh chi dat duogc 25 % liéu ding va thay ddi rit nhiéu gitra cac nguoi bénh.
Nong d t6i da trong huyét tuong ctia thube dat duge trong vong 2 - 4 gio sau khi ubng, tac dung chdng ting
huyét 4p dat t6i da sau 4 — 6 gio. Thoi gian ban thai trong huyét tuong cta thube 1a 1 — 2 gid dbi véi nguodi co
chire ning than binh thudng va ting lén khi chirc nang than giam. Thé tich phan b cta thude 12 0,6 litkg.

- Khoang 70 % liéu dung dugc bai tiét qua than, trong d6 60 % la methyldopa tu do, phin con lai 1a chat
chuyén héa & dang lién hop.

BAO QUAN: Noi khd, nhiét do dudi 30 °C, tranh anh sing.

HAN ])UNG: 36 thvéng‘ké tir ngay san XUA. ) ) '
THUOC NAY CHI DEJNG THEO DON CUA BAC Si. }M”/
PQC KY HUONG DAN SU DUNG TRUOC KHI DUNG. .

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SL.
DE XA TAM TAY TRE EM.

NHA SAN XUAT VA PHAN PHOI )
CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: 66 - Qubc 16 30 — Phuong My Phii — TP Cao Lanh — Dong Thap

DOMESCO ﬂlénfh()&i“@é? 3851950
: S 2 TP. Cao Linh, ngay /. thang ¢ nam 2014
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