HUGONG DAN SU DUNG THUBC CHO CAN BO Y TE

VINGOMIN

Thanh phan cutao ciathudc:
Chomét éng Vingomin 1 ml chira:
Dugrc chat: Methylergometrin maleat ...0,2mg
Té dugc: Acid tartaric, natriclorid, nudre cat phatiémvd...... 1ml
Dangbao ché: Dungdichtiém
Quy cach déng goi:
Hop2vix58ngx1ml
HOp 1vix108ngx1ml
HOpSvix108ngx1ml
Dugclychoc:
M3 ATC: GO2ABO1
Methylergometrin maleat ¢é téc dung trén tir cung manh, dac biét trén tir cung
ltc chuyén da dé. Tac dung chinh |3 gdy co tlr cung manh, nhung vdi ligu cao, téc
dung co kéo dai, khong cd hodic cd rat it thai ky co thu gidn, trdi véi oxytocin lam tir
cung co nhip nhang va sinh Iy hon; Methylergometrin lam tang bién d6, tén suat
co tir cung, ting trrong lrc co'tir cung nén 1am gidm chay mau. Thu6c cling gay co
mach, chli yéu cac tinh mach, gdy tang ap luc tinh mach trung tam, tang huyét ap.
Thubc duge coi 1a ¢é tac dung co co tron théng qua hoat dong hén hep chli van -
d6i khang & thy thé alpha - adrenergic, dopaminergic va tryptaminergic. Do tinh
chat tac dung khac nhau trén tir cung, hién nay oxytocin thueng dugc khuyén céo
dung dé dy phong va didu tri xuit huyét sau dé va sau xay thai vi oxytocin bén
virng hon methylergometrin. Tuy vay, van cé thé dung methylergometrin khi
khéng c6 sdn oxytocin hodc trong trearng hgrp cap clru.
Sau say thai ty nhién hogc pha thai dieu trj hodc dé non, cac chidinh sau khi ra thai
clia methylergometrin, oxytocin dé han ché chdy méu va duy tri trrong lyc tir
cung cling tuong ty nhu cac chi djnh sau khi dé dl thang
Dugcdfnghoc:
Methylergometrin maleat dugc hdp thu nhanh chéng qua duéng tiém bép.
Thudc bj chuyén héa manh Ian dau tai gan va chi mét lvgng nhé chat khéng
chuyén héa dugc dao thai qua nuwrdc tiéu. Thoi gian ban thai cla thudce la tir 2 dén
3 gio. Mgt lugng nho methylergometrin da dugc tim thiy trong sira me.
Chidinh:
Dy phong hodc diéu trj chay mau tir cung sau dé hoic sau sdy thai do tir cung mét
truong lyc hodc co hbi khdng tét.
Ligu dung - cich dung:
Dy phong va diu trj xudt huyét sau dé (khi vai truréc thai nhi d3 ra hodc ngay sau
khi em bé d4 ra): Tiém bap 0,2 mg (200 microgam) methylergometrin maleat. Cé
thé 13p lai mdi 2 - 4 gitr khi can thiét, t8i dala 5 lieu.
Trudng hop cdp clru: Xuit huyét tir cung © at (khi vai trurde thai nhi d3 ra hodc ngay
sau khi em bé d3 ra): Tiém tinh mach cham it nhat trong 1 phut 0,2 mg (200
microgam) methylergometrin maleat dé giam nguy co tai bién phy, dic biét ting
huyétap.
Chéngchidinh:
Man cdm vdi methylergometrin maleat hodc véi bat ky thanh phan nao cia
thuéc.
Pau thit nguc khong 6n dinh, mdi bj nhdi méu co tim, tien st tai bién mach méu
nao.
Tang huyét p ndng.
Tién s con thiéu mau cyc bd ndo thoang qua.
Bénh machvanh.
San git, tién san giat.
Bénh mach mau ngoai vitdc nghén.
Hién tugng Raynaud ndng.
Doasdy thaity nhién.
Kich thich chuyén da, giai doan dau va hai chuyén da dé.
Cac trudrng horp than trong khi duing thudc:
Vi methylergometrin cé thé gy cac tai bi€n ndng tim mach nén phai hét sirc than
trong, t8t nhat 1a khéng dung cho ngudi b tang huyét 4p, bénh tim, ndi tt tinh
mach - nhi, hep van 2 I hodc bénh mach tic nghén.
Cin tranh dung kéo dai methylergometrin vi c6 thé gay nhidém déc nim cya ga &
nhirng ngudrinhay cdm.
Can than trong dung cho ngudi nhiém khuan huyét, suy gan, suy than, ngudi dé
nhigulan.
Can rt than trong dung cho ngudi nhigm HIV xuat huyét sau dé do t& cung mat
trurong lyc, vi methylergometrin twrong téc véi cac thude (e ché CYP3A4 trong d6
¢6 cac thudc trc ché HIV - protease, delavirdin hodc nevirapin: Chdng chidinh phdi
hgp.
Can thén trong khi dung thudc trén bénh nhan cé bénh déng mach vanh hodc cé
nguy co bénh dong mach vanh (vi dy, hut thudc 1, béo phi, bénh tiéu dudng,
cholesterol cao) vi nhirng ngudi nay c6 thé nhay cam hon dé phét trién thiéu mau
cyc b co'tim va nhdi mau do methylergometrin gy co that mach.
Phy ni¥ cé thai
Chéng chi dinh dung methylergometrin trong théi ky mang thai. Co cirng co dang
udnvan c6 thé dan dén giam luu lugng mau & tir cung va nguy hai cho thai.
Phy ni¥cho con bu
Methylergometrin bai xudt vao sira me. Mjc du chua cé thong bdo
methylergometrin trc ché tiét sira, cac alcaloid ndm cyra ga khac (rc ché tiét sira.
Céc nghién ciru cho thdy methylergometrin anh huéng dén bai tiét prolactin
trong thri ky ngay sau dé, nhu vy c6 thé lam cham hojc gidm tiét sira néu dung
thudc kéo dai.

TEN THUOC

Methylergometrin c6 tiém nang gay ngd ddc ndm cyra ga man tinh & tré em, néu
dung ligu cao hon ligu khuyén cdo hodc dung trong mot thoi gian dai hon quy
dinh. Cic ba me khéng nén cho con bu trong thdi gian diéu tri véi
methylergometrin v nén dgi it nhat 12 giér sau khi tiém liéu cudi cung
methylergometrin trudc khi cho con b lai.
Ngueri vén hanh mdy mdc, dang Idi tau xe, ngudi lém vige trén cao va céc
trurong hop khdc:
Thudc c6 thé gay mét s6 tac dung khéng mong mudn nhu: budn ndn, nén, chéng
mét, nhirc d3u, dau bung, danh tréng nguc. Do d6, khdng [3i xe, van hanh may
mac hay lam viéc trén cao khi gip tac dung khong mong mudn clia thuéc.
Twong ticthudc:
Khi phéi hgp methylergometrin véi chat (rc ché manh isoenzym CYP3A4 nhu
khang sinh nhém macrolid (erythromycin, clarithromycin, troleandomycin),
thudc tre ché HIV - protease, chat trc ché men sao chép (vi dy, ritonavir, indinavir,
nelfinavir, delavirdin) ho3c thuéc khang ndm nhom azol (vi du, ketoconazol,
itraconazol, voriconazol) géy co thit mach d3n dén thiéu mau nao va/ hogc thiéu
méu cyc b téi cac chi. Do d6, can tranh phdi hop (chéng chi dinh phéi hop) véi cac
thude nay.
Can théan trong khi phdi hop véi cac thudc trc ché CYP3A4 it hiéu lyc hon, vi dy
saquinavir, nefazodon, fluconazol, fluoxetin, fluvoxamin, zileuton, clotrimazol...
Thudc mé, nhu halothan va methoxyfluran cé thé [am gidm hiéu lyc cha
methylergometrin, din dén chay mdu tir cung nang.
Bromocriptin va cic alcaloid ndm cya ga khac: Hiém gip cdc truong hop tang
huyét dp, dot quy, co gist va nhdi mau co tim khi dung bromocriptin sau dé; nhung
néu diing cling véi cac alcaloid ndm cyra ga, thi ty 1€ céc tai bién nditrén c6 thé ting
lén.
Nitroglycerin hoic cac thudc chéng dau thit ngyc khac: Céc alcaloid ndm cyra ga
6 thé gy co thit mach vanh, lam gidm hiéu lyc cla nitroglycerin hogc cac thude
chéng dau that ngurc khéc, nén cé thé can phai ting lieu cia nitroglycerin hodc cac
thudc chéng dau thit ngyec.
Cac thudc co thit mach khac (bao gdm ca nhitng thudc co mach cé trong mét s6
thudc gay té) hoidc cac chit co mach: Dung dBng thai véi methylergometrin co thé
lam ting co that mach, nén c6 khi can phai diéu chinh ligu
Tacdung khéng mong mudn (ADR):
Thueng gdp, ADR > 1/100
Tiéu héa: Budn nén, nén.
ftgdp, 1/1000<ADR<1/100
Tim mach: Nhip tim cham, co that mach vanh (dau ngyre), dénh tréng ngure.
Tiéuhoéa: Dau byng, iachay.
Toan thén: Nhirc dau, chéng mat, U tai.
Hiém gdp, ADR < 1/1000
Toan than: Phan (rng dj (rng, ké ca sbc.
Tim mach: Ngirng tim hodc loan nhijp that (bao gém rung that, nhjp tim nhanh),
ting huyét ap, nhoi mau co tim, co that mach ngoai vi phy thudc ligu (ngira da,
dau tay, dau chin hodc phan duéilung, nhot nhat hodclanhtay, chan, yéu chan).
“Théng bdo ngay cho bdc si hodic durgre s nhifng téc dung
khéng mong muén gdp phdi khi st dung thuéc”
Tuongky:
Methylergometrin maleat tuong ky v&i nhigu thudc khac nhau, nhung sy tuong
ky phu thudc vao nhiéu yéu t8 (thi dy ndng &6, pH va nhiét d6).
Qua ligu va cach xir tri:
Qud ligu cp: Dau thit ngyc, tim dap cham, 16 14n, budn ngd, mach nhanh, yéu, co
ddng tr, co mach ngoai vi ndng (cac chi lanh, nhgt hodc té céng, dau co, da lanh)
(rcché&hd hap, co giat, maty thirc, khat bat thudng, tlr cung co cirng kidu tetani.
Qud liéu man: Cam gidc nhu kién bd dudi da, hoai tir kho, liét nira ngudi, viem tic
tinh mach. Chdy: Néu duing thuc ding thikhéng cé qua ligu man tinh.
Xtr tri: Ngirng ngay methylergometrin. Vi khdng cé thuéc d8i khang dac hiéu nén
didutrjchtiyéu la triéu chigva hd trg, gom c6:
- Lam gidm hdp thu: Gay ndn, hojc rira da day (néu do uBng) than hoat. Hién tai
chura rd viéc gay lgi niéu cudng birc, thdm phan phiic mac, tham phin mau hoic
lpc mdu qua mang than cé lam methylergometrin dao thai nhanh khéng.
-Diéu tritriéu chirng:
Néu thi€u mdu cuc bd co'tim: Nitroglycerin.
Néu cogiat: Diazepam hodc phenytoin.
Néu thiéu méu cuc bd ngoai vi: Natri nitroprussid, tolazolin hoic phentolamin.
N&u ting huy&t 4p niing: Natri nitroprusiat, clorpromazin 15 mg hoéc hydralazin.
H& trgr: Duytri hé hap, can bing dién gidi...
-Theo d6i ngudibénhlién tyc.
Cécdau hidu can lvu y va khuyén cdo:
“Thudc nay chi dung theo don clia bac si”
“pé xa tam tay tré em”

“Boc ki huréng din sir dung trurére khi ding”
Digu kién bdo quén: Noi khd rao, nhiét dd tir 2 - 8°C, tranh anh séng, khéng dong
da
Handung: 24 thang ké tir ngay san xuat
Tiéu chudn ap dyng: TCCS
Tén, dja chl cor s sdn xuat:

CONG TY CO PHAN DUQC PHAM VINH PHUC

S6777 Durdng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
DT: 02113 861233 Fax: 02113 862774
Dija chi nha may:
Thén Mau Thdng - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
Ngay xem xét sira ddi, cip nhat lai ndi dung huéng dan sir dyng thudc:
Ngay 10 thang 11 n&m 2017



HUGNG DAN SU DUNG THUOC CHO NGUOI BENH

VINGOMIN

“Thuéc nay chi ding theo don cia bdc sT”
“pé xa tdm tay tré em”
“Doc kj hurdng dén sir dung trurdc khi ding”
“Théng bdo ngay cho béc sT hodic dugre sTnhikng tdc dyng
khéng mong muén gép phdi khi sir dyng thuéc”

Thanh phin cdu tao clia thudc:

Cho mét éng Vingomin 1 ml chira:

Dugc chét: Methylergometrin maleat. ... ermeneces 0,2mg

Ta dwoc: Acid tartaric, natri clorid, nuéc cat phatiémvd...... 1ml

M6 td san phim

Dangbaoché: Dungdjch tiém

Hinh thirc: Dung dich trong, déng trong 6ng thiy tinh han kin, khéng ran nut,
khéng den d3u

Quy cédch déng géi:

Hop 2vix56ngx1ml

H6p 1vix108ngx 1 ml

HOpSvix106ngx1ml

Thu8cdungchobénhgi

Dy phong hodic didu trj chdy mau ti cung sau dé ho3c sau sdy thai do tir cung mét
truong lyc hodc co hdi khéng tot

Nén duing thudc nay nhu thé nao va liéu lugng

Dy phong va didu tri xuat huyét sau dé (khi vai trude thai nhi d4 ra ho3c ngay sau
khi em bé da ra): Tiém bap 0,2 mg (200 microgam) methylergometrin maleat. C6
thé 13p lai mdi 2 -4 gi¢r khi can thiét, tdidala 5 lidu.

Trudng hep cdp clru: Xudt huyét tlr cung 8 at (khi vai trurdc thai nhi da rahodc ngay
sau khi em bé di ra): Tiém tinh mach chdm it nhat trong 1 phut 0,2 mg (200
microgam) methylergometrin maleat dé giam nguy co tai bi€n phy, ddc biét tang
huyét ap.

Khi nao khéng nén duing thuéc nay

M3n cim vdi methylergometrin maleat hogic véi bat ky thanh phin ndo cla
thuéc.

Dau thit ngyc khéng 6n dinh, mdi bj nhdi mau co tim, tién st tai bién mach méu
n3o.

Tang huyét dp ning.

Tién sir con thiéu méu cuc bd ndo thodng qua.

Bénh machvanh.

San git, tién sangiat.

B&nh mach mau ngoai vi tic nghén.

Hién tugng Raynaud n3dng.

Doa sdy thaity nhién.

Kich thich chuyén da, giai doan dau va hai chuyén da dé.

Téc dyng khéng mong mudn (ADR)

Thudng géip, ADR> 1/100

Tiéu héa: Budnndn, nén.

it géip, 1/1000<ADR<1/100

Tim mach: Nhip tim cham, co thit mach vanh (dau ngyrc), ddnh tréng ngurc.

Tiéu h6a: Dau bung, ia chay.

Toan than: Nhirc ddu, chdng mét, Utai.

Hiém gdp, ADR < 1/1000

Toanthan: Phan irng di irng, ké ca séc.

Tim mach: Ngirng tim ho3c loan nhip that (bao gdm rung that, nhip tim nhanh),
ting huyét 4p, nhdi mau co tim, co that mach ngoai vi phy thudc liéu (nglra da,
dautay, dau chan hodc phin duéilung, nhet nhat hojclanh tay, chén, yéu chén).
Nén trénh diing nhirng thu8c hojc thyrc phdm gi khi dang sir dyng thuc nay

Khi ph8i hgp methylergometrin véi chat (rc ché manh isoenzym CYP3A4 nhu
khéng sinh nhém macrolid (erythromycin, clarithromycin, troleandomycin),
thudc trc ché HIV - protease, chat trc ché men sao chép (vi dy, ritonavir, indinavir,
nelfinavir, delavirdin) hodc thuc khang ndm nhém azol (vi dy, ketoconazol,
itraconazol, voriconazol) gay co thit mach din dén thi€u mau ndo va/ hodc thiéu
miu cyuc b t&i cac chi. Do d6, can tranh phéi hgp (chdng chidinh phihop) véi céc
thufic nay.

Can than trong khi phdi hgp véi cac thudc irc ché& CYP3A4 it hiéu lyc hon, vi dy
saquinavir, nefazodon, fluconazol, fluoxetin, fluvoxamin, zileuton, clotrimazol...
Thubc mé, nhu halothan va methoxyfluran c6 thé lam gidm hiéu lyc cla
methylergometrin, dan dén chdy mau tlr cung ndng.

Bromocriptin va cac alcaloid ndm cya ga khac: Hiém gép cac truwdng hop ting
huyét 4p, dbt quy, co gidt va nhdi méau co'tim khi dung bromocriptin sau dé; nhung
néu dung ciing vdi cac alcaloid ndm cya ga, thi ty 1€ cactai bién noitrén cd thé ting
Ién.

Nitroglycerin hodc cac thuc chdng dau that ngyrc khdc: Cdc alcaloid nim cya ga
6 thé gy co that mach vanh, lam gidm hiéu lyc cba nitroglycerin hodc cac thubc
chiing dau thit ngyc khac, nén c6 thé ciin phai ting ligu cla nitroglycerin hojc cac
thudc chBng dau thit ngyc.
Céc thudce co thit mach khac (bao gdm ca nhirng thuSc co mach cé trong mét s8
thubc gdy t&) hodc cac chit co mach: Dung ddng thor véi methylergometrin cé thé
Jam ting co thit mach, nén cé khi ciin phai digu chinh ligu
Can thm g) khi mt [3n quén khdng dung thudc
Khi quén ding thuéc, 1By tiép theo dugc dung nhu trong chi dinh. Khéng dung
tang lidu khi quén ding thubc.

TEN THUBC

Cin bao quan thubc nay nhu thé nao
Noi khé rdo, nhiét dé tir 2 - 8°C, tranh dnh séng, khong dong da.
Nhirng d4u hiéu va trigu chirng khi dung thudic qud lidu
Qud liéu c@p: Pau thit ngyc, tim d3p cham, Id 14n, bubn ngd, mach nhanh, yéu,
co dbng tir, co mach ngoai vi ndng (cac chi lanh, nhgt hojc té cong, dau co, da
lanh) trc ché hé hép, co gidt, mét y thirc, khat bt thuting, tir cung co cimg kiéu
tetani.
Qud liéu man: Cam gidc nhu kién bo duéi da, hoai tir khé, liét nlra nguéd, viém
tic tinh mach.
Chu y: Néu dung thudc ding thi khéng c6 qua lieu man tinh,
C3n phai lam gi khi diing thuc qué liéu khuyén céo:
Ngirng ngay methylergometrin. Vi khéng ¢6 thubc d6i khang déc hiéu nén diéu
trj cht yéu 1a tridu ching va hé trg, gdm cé:
- Lam gidm hdp thu: Gy nén, hoic rira da day (néu do udng) than hoat. Hién
tai chua rd viéc gy lgi niéu cudng birc, tham phan phidc mac, thdm phan mau
hodc loc méu qua mang than cd 1am methylergometrin dao thai nhanh khong.
- Diéu trj triéu chirng:
Néu thiéu mau cyc bd co tim: Nitroglycerin.
NEu co giat: Diazepam hodc phenytoin.
N&u thi€u mau cuc bd ngoai vi: Natri nitroprussid, tolazolin hodc phentolamin.
N&u ting huyét 4p n3ng: Natri nitroprusiat, clorpromazin 15 mg hodc hydralazin.
Hb trg: Duy tri hé hap, can bing dién giai...
- Theo doi ngudi bénh lién tuc.
Nhi¥ng digu cin thin trong khi dung thudc nay
Vi methylergometrin c6 thé gay cAc tai bién ning tim mach nén phai hét sirc
thén trong, t8t nhat 1a khéng dung cho ngudi bj tang huyét 3p, bénh tim, ndi
t4t tinh mach - nhi, hep van 2 |4 hosic bénh mach tic nghén.
Can tranh diing kéo dai methylergometrin vi c6 thé gay nhiém doc ndm cya ga
& nhitng ngudi nhay cam.
Can than trong dung cho ngudi nhigm khuan huyét, suy gan, suy than, ngudi
dé nhigu lan.
Can rét than trong dung cho ngudi nhiém HIV xudt huyét sau dé do tir cung
mét truong Iy, vi methylergometrin twong tac véi cic thuBc e ché CYP3A4
trong do cd cac thude rc ché HIV - protease, delavirdin hogc nevirapin: Chéng
chi djnh phéi hgp.
C3n thén trong khi dung thudc trén bénh nhan cé bénh déng mach vanh hogc
¢6 nguy co bénh ddng mach vanh (vi dy, hat thudc 13, béo phi, bénh tiéu
dudng, cholesterol cao) vi nhitng ngudi ndy c6 thé nhay cdm hon dé phit trién
thiéu méu cyc bd co tim va nhdi méu do methylergometrin gy co that mach.
Phy nir ¢6 thai
Chdng chi dinh dung methylergometrin trong thdi ky mang thai. Co cirng co dang
udnvan cé thé din dén giam luu lwgng mdu & tlr cung va nguy hai cho thai.
Phy ni¥cho con bi
Methylergometrin bai xudt vao sita me. M3c du chua cé thong bao
methylergometrin irc ché tiét sira, cic alcaloid ndm cya ga khéc (rc ché tiét sira.
Cac nghién ciru cho thdy methylergometrin &nh hudng dén bai tiét prolactin
trong théti ky ngay sau dé, nhur vy cé thé 1am chim hoc gidm tiét sira néu ding
thudc kéo dai.
Methylergometrin cé tiém ning gay ngd ddc ndm cya ga man tinh & tré em, néu
dung lidu cao hon ligu khuyén céo hogc dung trong mét thai gian dai hon quy
dinh. Cic ba me khéng nén cho con bl trong thoi gian digu tri véi
methylergometrin va nén dgi it nhat 12 gi& sau khi tiém ligu cudi cung
methylergometrin trudc khi cho con b lai,
Nguéi véin hanh mdy méc, dang Idi tau xe, ngudi lam viéc trén cao va cdc
trudrng hgrp khdc:
Thudc c6 thé giy mét s6 tac dung khdng mong mudn nhu: budn nén, ndn,
chéng mét, nhirc dau, dau bung, danh tréng nguc. Do do, khong lai xe, vin
hanh mdy méc hay Iam viéc trén cao khi gip tac dyng khdng mong mudn cla
thuéc.
Khi nao can tham van bac s, dwgre st
Khi g&p cc tdc dung khdng mong mudn clia thudc, can tham van bacsi, dugcssi.
“NE€u can thém thdng tin xin héi ¥ ki€n bac sT hodc duge sT”
Han dung clia thudc: 24 thang ké tir ngay san xuit
Tén, dja chi chia co’ sé& sdn xuét
CONG TY C6 PHAN DUQC PHAM VINH PHUC
S8 777 Buding M@ Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
HT: 02113 861233 Fax: 02113 862774
Dija chi nha may:
Thén Miu Théng - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
Ngay xem xét sira d6i, cap nhit lai ndi dung huéng diin sir dyng thubc:
Ngay 10 thang 11 ndm 2017




