Rx: Thudc nay chi dung theo don thudc

ERGOME-BFS

Methyl ergometrin maleat 0,2 mg/ml
Déxa tam tay tré em
Docky huéng dén sii dung trugc khi diing
Thanh phan: M6i ng 1 ml cha :
Hoat chdt:
Methyl ergometrin maleat. 0,2mg
Td dugc: Acid maleic, natri clorid, nudc cat pha tiém.
Dang bao ché: Dung dich tiém.
M6 ta: Dung dich trong sudt, khong 6 tiéu phan nhin thdy bang mat thuong.
pH:2,0-5,0
Chi dinh
Trong sén khoa: Sit dung trong cac trutng hgp khan cdp san khoa : Xuat huyét & giai doan ba cta chuyén da va xudt huyét
sau sinh thutng, sau khi sinh mé, sau khi nao ht thai, cdt bé tit cung sau khi loai bd thai nhi.
Trong khoa tim mach: viéc st dung tiém tinh mach la dac biét va dugc danh riéng cho methyl ergometrin test trong chuyén
khoa tim mach.
Liéu lugng va cach ding
Tiém cham trong khoang thai gian khong dudi 60 gidy.
Trong sdn khoa: chi dung duong tiém bap, liéu lugng: 16ng 1 ml (0,2 mg).
Trong truréng hop sinh mé: Liéu ding 1 8ng 1 ml (0,2 mg) sau khi mé Idy con.
Trong tim mach: chi dung dudng truyén tinh mach trong methyl ergometrin test diing cac quy trinh chudn. Liéu thong
thuong tir 0,05 dén 0,4 mg.
Déi tuong ddc biét
Bénh nhan suy than/suy gan
Nén than trong khi stt dung Ergome-BFS & bénh nhén suy gan hoac suy than.
Chéng chi dinh
- Qua man véi hoat chét Methyl ergometrin hodc véi cac dan xudt Ergot khac hodc bat ky ta dugc nao cla thudc.
- Nhiém trung ndng
- Két hgp véi clarithromycin, erythromycin, telithromycin, itraconazol, ketoconazol, posaconazol, voriconazol, thudc tc ché
protease dugc tang cung bdi ritonavir, nelfinavir, sulprostone, boceprevir, cobicistat va telaprevir.
- Két hgp vdi triptans
Chdng chi dinh trong san khoa:
- Tiém tinh mach va tiém vao ndi mac tt cung.
- Trong khi mang thai va chuyén da
-Tién san gigt hodc san giat.
- Xudt huyét sau khi dung cac bién phép y té dé ph thai (phdu thuat hodc khong) ma khong ¢ dir liéu vé su két hgp.
-Tang huyét ap nghiém trong
- Réi loan tdc mach mau (bao gom ¢ suy mach vanh)
Trong khoa tim mach, diing duong tiém tinh mach trong methyl ergometrin test chdng chi dinh trong cdc truromg hop:
- Tang huyét ap ndng khong kiém soat.
- Ton thuong mach vanh nghiém trong (ton thuong than chung cta dong mach vanh trdi, tn thuong van ba Ia ngng)
- Tén thuong mach vanh khdng 6n dinh (giai doan cép tinh cdia nhéi mau co tim: 7 ngay dau, dau that nguc khng 6n dinh:
con cudi cling chua qué 7 ngay, dau hiéu mach vanh ggi y huyét khoi)
Canh bao va than trong khi ding thuéc
Viéc dung thuc nén dugc thuc hién dudi sy kiém soét huyét ap nghiém ngat.
Trong sdn khoa:
Qud trinh dung thudc phai dugc gidm st san khoa
Trong mot s6 trutng hop ngdi thai bat thudng, vi du vai, thudc khdng nén duoc sit dung trudc khi dia tré dugc sinh ra, con
trong truong hop da thai, Ia khi da tré cudi cing dugc sinh ra.
Trong khoa tim mach:
Tiém tinh mach cham va thai gian tiém khong it hon 60 gidy.
Tranh tiém vao dong mach hodc xung quanh dong mach.
(Can theo doi lam sang va dién gidi kéo dai trong trudng hgp xét nghiém duong tinh
Than trong khi st dung:
- Huyét dp cao va suy than/gan :
Nén than trong khi dung thudc & nhiting bénh nhan suy gan/than, tang huyét ap nhe hodc trung binh (Chdng chi dinh véi
tang huyét ap nang).
- Bénh dong mach vanh/cd y&u td nguy co mach méu:
Bénh nhan mdc bénh mach vanh hogc ¢6 cac y&u t& nguy co (hit thudc, béo phi, tiéu duting, cholesterol cao) ¢6 kha nang
bj thiéu méu cuc bg hoac nhdi mau c tim lién quan dén van mach do methylergometrine gay ra.
Khdc
Neén than trong khi sir dung két hap Ergome-BFS vdi oxytocin va prostaglandin, do lam tang tac dung co tif cung ctia
Ergome-BFS.
Thudc gay mé duong ho hap néi chung lam giam tac dung gay co tir cung clia Ergome-BFS.
Viéc uong nham thudc & tré so sinh da dugc béo cdo. Trong nhiing trung hop qua liéu do tai nan, cac triéu ching nhu suy
ho hap, tim ti, thiéu niéu da dugc quan sat. Bénh nao lién quan dén cac triéu chiing nhu khé chiu va th o ciing nhu co
gidt ciing da dugc béo cdo. Diéu tri nén ¢d triéu chiing, ddi vdi nhiing trung hop ndng nhét can hé trg ho hap va tim mach.
Khéng diu tri thich hop 6 thé dan tdi tit vong.
St dung thudc cho phu nii trong dé tudi sinh san, phu nif ¢6 thai va cho con bi
Phu it cé thai
Khdng cd di liéu dang tin cdy vé kha nang gdy qudi thai khi dung thudc & dong vét. Trong thuc hanh lam sang, khong co
dit liéu nao dd lién quan dé danh gid mot di tét c6 thé xdy ra hodc dnh hudng ddc tinh cia methylergometrine khi ding
trong khi mang thai.
Do téc dung oxy hda va co mach clia thudc, thudc bi chdng chi dinh:
- Khi mang thai
- Trong qué trinh chuyén da va cho dén khi ra hét vai trong cac trutng hop ngdi thai dau.
- Trudng hgp ngdi thai mong hodc cac ngdi thai bt thutg khac, chdng chi dinh cho dén khi da tré dugc sinh ra hoan toan.
- Da thai, trudc khi dia con cudi cing duotc sinh ra
- Nhiém doc thai nghén (tién sén giat, sén giat)
Phu nit cho con bii
Methylergometrine ¢6 kha nang vao sita me nhung liéu tré nhan dugc thap. (6 thé st dung thudc trong khi cho con bu
vdi liéu khuyén cdo va trong thdi gian khong qua 3 ngay (methylergometrine c6 thé dc ché tiét siia). Dung thudc ngay
sau khi cho con bu.
Téc dung khong mong mudn da dugc bdo cdo & tré so' sinh va tré s sinh dugc nudi bang sira me dugc diéu tri bang Methy-
lergometrine, bao gom nhip tim nhanh, ndn ma, tiéu chay, kich dong, khi ngimg diéu tri thi hau hét céc truang hop sé héi
phuc. Nén ngirng diéu tri néu cic triéu chiing xuat hién.
Anh huéng dén kha ning li xe va van hanh may méc
Dung Ergometrine c6 thé bt dau chuyén da. Phu nit bi co thét khong nén I4i xe hodc sit dung mdy moc. Bénh nhan nén
dugc canh bdo vé khd nang chong mét va ha huyét ap
Tudng téc, tuong ky cia thudc
Khéng nén sit dung ddng théi thudc tiém Ergometrine véi cac san pham thudc sau:
Thudc co mach/thudc giao cdm
Ergometrine tiém c6 thé tang cudng tac dung thudc van mach clia thudc co mach va thudc giao cdm, ngay ca nhiing thudc
<6 trong thudc gay té cuc bo.
Prostaglandin va chdt tuong tu cla ching
Prostaglandin va céc chat tuong tu cGa chiing tao diéu kién cho st co bép clia ngi mac tir cung do dé tiém Ergometrine ¢
thé tang cudng hoat dong tit cung ctia prostaglandin va cac chét tuang ty va nguoc lai.
Thudc ic ché CYP3A4
Céc chat tic ché CYP3A4 manh nhu thudc Gc ché protease, khang sinh macrolid (vi du troleandomycin, erythromycin, clar-
ithromycin), thudc tic ch& HIV protease hodc men sao chép ngugc (vi du nhu ritonavir, indinavir, nelfinavir, delavirdin), cc
thudc khdng nam azol (ketoconazol, itraconazol, voriconazol), cac quinolon lam téng néng d dan xuét ergot, 6 thé dan
dén ngd doc ndm cua ga, nén trénh sir dung két hap véi Ergometrine. Cac cht tic ché CYP3A4 yéu hon khac (vi du nhu
cimetidin, delavirdin, nudc budi, quinupristin, dalfopristin) 6 thé tuong tac tuong tu, mdc di ¢6 thé & muic do thap hon.
Ergot alkaloids / ddn xudt ergot
St dung ddng thoi cac alcaloid ergot khac (vi du methysergid) va cac dan xudt ergot khac cd thé 1am tang nguy co co that
nghiém trong va kéo dai cia cdc dong mach chinh & mgt s6 bénh nhan.
Triptans
Su co mach phu gia ¢6 thé xdy ra khi ergometrine dugc dung déng thdi véi triptans (vi du sumatriptan, zolmitriptan,
rizatriptan, almotriptan, eletriptan).
Thud chen beta
Dung déng thai véi thudc chen beta cd thé tang cuting tac dung co mach ctia ergot alkaloids.
Glyceryl trinitrat va cdc thudc diéu tri dau thdt nguc khdc
Ergometrine tao ra s co mach va 6 thé dugc dy kién sé lam gidm tac dung ctia glyceryl trinitrat va cac thudc diéu tri dau
that nguc khac.
Boceprevir, telaprevir
Nguy co co thét mach vanh hodc i chi (ngd ddc ndm cua ga), hodc cac con téng huyét ap.
Cobicistat
Nguy co co thét mach vanh hodc i chi (ngd ddc ndm cua ga), hodc cac con tang huyét ap.
Sulprostone
Nguy co co mach vanh cd thé gay tit vong.

Can can nhic sit dung ddng thai tiém Ergometrine vdi cic san pham thudc sau:

Thudc gdy mé dang hit

Thudc gy mé dang hit (vi du halothan, cyclopropan, Sevofluran, desfluran, isofluran) ¢ tac dung thu gian trén tir cung va
tao ra sy tic ché déng chi y clia tir cung va do do, 6 thé lam gidm tac dung co that ti cung ca ergometrine.

(dm iing CYP3A4

Thudc gdy cdm ting CYP3A4 (vi dy nevirapin, rifampicin) ¢ thé lam gidm téc dung 1am sang cta ergometrine.

Crizotinib

Nguy co tang doc tinh clia methylergometrine bang cach gidm chuyén héa va / hodc tang kha dung sinh hoc cia né bang
crizotinib.

Cécalcaloid Dopaminergic ergot (bromocriptin, cabergolin, lisuride

Nguy co co mach va / hodc céc con tang huyét ap

Thudc giao cdm alpha (udng va/hoac khi dung

Nguy co co mach va / hodc céc con tang huyét ap.

Tac dung khéng mong muén ctia thuéc

(dc tdc dung khéng mong mudh dugc bdo céo trong Bang 1. M6i phan ting bét loi dugc phan loai theo tén s6 theo quy udc sau: rét pha
bién (= 1/10); thudng gap (= 1/100, <1/10); khong phd bién (= 1/1.000, <1/100); hiém (1/10.000, <1 /1.000); rat
hiém (<1/10.000).

Hé co quan Ritphd | Thutnggdp | Khongphdbién | Hiem Rét hiém
bién >1/100, >1/1,000, >1/10000, <1/10.000
>1/10 <1/10 <1/100 <1/1.000
RGi loan hé thing Phan (ing phén
mién dich vé
Roi loan hé than kinh Dau dau Chéng mét, co Ro gidc, 16i loan
trung vong giat tam than
Hon mé
Réi loan tai va dc tai Utai
Tim mach Dau nguc Roi loan nhip tim, | Nhéi mdu co
nhip tim nhanh tim, <o tht
Dénh trong nguc mach vanh
Réi loan mach mau Tang huyétap | Huyétap thap (o that mach mau, | Huyét khoi, dot
co thdt mach mau, | quy
co that dong mach
Réi loan ho hdp, 1ong Nghet mii
ngucva trung that
Réi loan tiéu hoa Budn non Bénh tiéu chdy
Non
Roi loan da va mé Phat ban Tang tiét mo hoi
dudi da
Réi loan co xuong va (o thdt co bap
mo lién két
Mang thai, r6i loan Pau  bung
tién dinh va chu sinh (do co bép tir
cung)

Théng bdo ngay cho bdc sy khi gdp phdi cdc tdc dung khéng mong mudn ca thudc.

Qua liéu va xi tri

Cac triéu chiing ngd doc cap tinh bao gm budn ndn, non, tiéu chdy, khat nudc, cdm lanh, ngifa ran va ngta da, nhip tim
nhanh, phan tng van mach, tic ché ho hap, nham lan, co giat va hon mé. Dau that nquc, tang huyét ap hoac ha huyét ap
cling ¢6 thé xdy ra.

Trong trudng hgp udng, lgi ich clia viéc ngan hép thu tai da day 1a khdng chic chan, 6 thé dung than hoat tinh cho bénh
nhan trong vong 1 gid sau khi udng mot liéu gay doc (hon 125 microgam/kg & ngudi In) hodc bat ky lugng nao & tré em
hodc trong ngu®i In bi bénh mach méu ngoai bién, bénh tim thi€u mau cuc bg, nhiém tring ndng hodc suy gan hodc than.
Ngoai ra, rita da day c6 thé dugc xem xét & ngudsi [6n trong vong 1 gidssau khi uéng qua liéu ¢6 kha nang de doa tinh mang.
Trong c hai trudng hop ngd doc cap tinh va man tinh bdi tdt ca cic duong diing, phai ¢ gang duy tri sy luu thong tuan hoan
dén cacbd phan bi dnh hudng cla co thé dé ngan chin hoai tix. Trong co that dng mach nghiém trong, thudc gian mach
nhu natri nitroprussid bng cach tiém truyén tinh mach ¢6 thé dugc stt dung; heparin va dextran 40 ciing da dugc khuyén
cdo dé giam thiéu nguy co huyét khéi. Thugc gidm dau c6 thé dugc yéu céu cho dau thiéu mau cuc bg ndng.

St dung nham 1an céc sn phdm thudc ¢6 chifa ergometrin cho tré so sinh da dugc bdo céo va 6 thé gay td vong. Trong
nhiing trudng hgp qud liéu so sinh nay, cdc triéu chiing nhu suy h hap, co gidt, tim téi, thiéu niéu, tang truong lyc va réi
loan nhip tim d& dugc béo céo. Diéu tri triéu chiing, hd trg ho hdp va tim mach dugc yéu cau trong hau hét cic truang hgp.
Dac tinh dugc luc hoc

Nhom dugc ly: Thudc trg dé

Ma ATC: G02ABO1

(o ché hoat dong

Methylergometrin, mot dan xuat ban tdng hgp cta ergometrine, ¢6 hoat tinh co that td cung manh.

Tac dung t6i da ctia co that tit cung dat dugc 2 dén 5 phit sau khi tiém bap va kéo dai 4 dén 6 gid.

Methylergometrine téc dong truc tiép Ién co tron cla tl cung va lam téng tan so va bién d6 cia cac con co that. So vdi cc
alcaloid ergot khéc, téc dung clia nd ddi véi hé tim mach va hé than kinh trung wong it rd rét hon.

Tac dung dugc luc hoc

Tac dung co thét t cung manh mé va chon loc ctia methylergometrin la do co ché hoat dong nhu mét chét ddi van va déi
khéng mot phan ctia cac thu thé serotonergic, dopaminergic va alpha-adrenergic.

Methylergometrin ciing cd hoat ddng co mach méu dong mach lién quan dén s kich thich céc thu thé serotonergic va/
hodc alpha-adrenergic.

Tinh chdt nay chi xay ra & liéu cao han liéu co that tit cung va cho phép thit nghiém methyl ergometrin test dugc thuc hién
trong chuyén khoa tim mach véi muc dich:

- phat hién mach vanh bdt thugng,

- theo ddi con dau thét nquc da biét,

- danh gia hiéu qua cta diéu tri chdng co cting.

Viéc thuc hanh xét nghiém methyl ergometrin test duoc danh riéng cho cac phong can thiép tim mach vanh, trong dé thuc
hanh nong mach vanh Ia thdng thutng va nhanh chéng c6 thé dat dugc.

Thi nghiém sé khong bao giar dugc 1ap lai & lan kich hoat dau tién, suf co that khong dugc ding bang cach st dung dan xudt
nitro hodc chat déi khang canxi nhu dihydropyridin.

Cac bién chiing nghiém trong clia xét nghiém methyl ergometrin test (nhéi mau co tim hodc réi loan nhip nghiém trong) la
dac biét néu quan sat dugc cac chong chi dinh tuyét ddi ctia xét nghiém.

Dactinh dugc dong hoc

Téc dung cGia Ergome-BFS biéu hién tir 2 dén 5 phit sau khi tiém bap, kéo dai trong 4 dén 6 gic.

Hap thu

Céc nghién ctiu dugc thyc hién ¢ nhimg phu i khée manh khi bung d6i, da chi ra réng sau khi tiém bap 0,2 mg, Cmax la
5918 + 1952 pg/ml va Tmax 0,41 £ 0,21 gid.

Sau khi tiém bap, lugng hap thu cao hon khoang 25% so vdi tiém sau khi udng.

Phan phoi

Sau khi tiém tinh mach, s phan phdi methylergometrin dén cdc mé rdt nhanh (chi trong chua ddy 2 dén 3 phit). Thé tich
phan bé r6 rang & nif tinh nguyén vién khée manh [a 56,1 + 17,0 lit. Viéc di qua hang rao ndo khong dang ké.

Bién ddi sinh hoc

Methylergometrin dugc chuyén héa rong rai & gan. Cac nghién ctu in vitro da chi ra rang hai con dudng trao déi chat chinh
1a N-demethy hoa va thiy phan ca nhan thom.

Thai trir

i nhiing phu ni tinh nguyén khde manh, sau khi uéng, d9 thanh thai trong huyét tuong la 14,4 + 4,5 I/gic va thoi gian
bén hiy trung binh la 3,29 + 1,31 gic.

Methylergometrin nhanh chéng dugc thai trir. Thai gian ban hily cia nd [a 0,5 dén 2 gia. Con dugng thai trir chinh Ia qua mat.
Methylergometrin ciing dugc bai tiét qua sita me. Ty I€ gidia ndng o trong sita va ndng do trong huyét tuong la 0,18 +
0,03 mot gid sau khi udng 250 microgam methylergometrin. Thai gian ban hdy cGa methylergometrine trong sta la 2,3
+0,3 gid.

Quy cach dong goi:
Hop 10, 20, 50 6ng nhya 1 ml.
Bao quan
Béo quan trong bao bi kin, tranh &nh sang, & nhiét do 2 - 8°C.
Han ding
24 théng ké tir ngay san xudt.
Nha sén xudt
cPC1HN

CONG TY €6 PHAN DUGC PHAM CPC1 HANOI
Cum cong nghiép Ha Binh Phuong, xa Vén Binh, huyén Thugng Tin, thanh phd Ha Noi

T1-23-150524-103959-C00301

Mat trudc
Kich thudc 95 mm x 350 mm

Mat sau
Kich thuéc 95 mm x 350 mm




