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TO HUONG DAN SU DUNG

RXMIONLIN tab 10mg

Thudc nay chi ding theo don thude
Dé xa tdm tay tré em
Poc k§ hudéng dan sir dung trude khi dung

Néu can thém thong tin héi y kién ctia bac si hodc duge si

Thanh phén céng thire cho 1 vién nén bao phim
Thanh phan hoat chét: Nicergolin 10mg

Thanh phan ta duoc: Microcrystallin cellulose (Comprecel M102D+), Lactose monohydrat (Capsulac 60),
Acid tartaric, Sodium starch glycolat (DST), Magnesium stearat, Colloidal silicon dioxid (Aerosil 200),
Hypromellose (Hypromellose E6), Polyethylen glycol (PEG 6000), Titanium dioxid , Talc, Polysorbat 80
(Tween 80) vira du 1 vién.

Dang bao ché: Vién nén bao phim

Mo ta dang bao ché: Vién nén hinh tru det, bao phim mau tréng, hai mat vién 161, tron, thanh va canh vién
lanh lan.

Chi dinh
Nicergolin duge dung dé diéu tri trong truong hop:
- Chimg mét tri nhé nhe dén trung binh.

Cich dung, liéu ding

Liéu diing:

Liéu dung duoc khuyén cdo tir 10 — 60mg/ngay.

'i._ Jc

Thubc duoe khuyén cdo sir dung kéo dai, tuy nhién sau 6 thang diéu tri viéc tiép tuc sir dung thudc nén \ :
duogc cédn nhac. x

Bénh nhdn cao tuéi: khong can diéu chinh liéu.

Bénh nhan suy giam chirc ndng thdn: Nicergolin va céc ché‘t chuyén héa cuia n6 duoc bai tiét chu yéu qua
nude tiéu. Vi thé, & bénh nhan suy giam chirc nang than (Nong d§ creatinin mau > 2 mg/dL) can can nhac
giam lidu diéu tri.

Cach diing

Thube dung dudng udng nén sir dung vao budi sang va budi trra. Udng toan bd vién thude véi nude.
Chdng chi dinh

Qué man v6i nicergolin, cac din xuét cia ergotamin hodc bét ky thanh phé‘m ndo cta thude.

Bénh nhéan xuat hién con nhdi mau co tim gén day.

Chay méu cap.

Nhip tim cham trdm trong.

Tién sir ha huyét ap dong mach hozc ha huyét ap tu thé dung.
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Sir dung dong thoi cac thudce kich thich giao cam (thude kich thich thu thé alpha hoc beta).
Canh bdo va thin trong khi dung thude

Mt s6 nghién ctru sir dung don liéu va da liéu nicergolin da chi ra ring nicergolin cd kha nang lam giam
huyét ap tdm thu va giam huyét ap tam truong nhiéu hon ¢ nhimg bénh nhan c6 huyét ap binh thuong va
bénh nhén ting huyet ap. Téc dung ha huyét ap nay la chua chiic chin vi céc nghién ciru khéc chi ra
khong c6 su thay doi vé huyét 4p tam thu va huyét 4p tim truong khi sir dung nicergolin.

Cén than trong khi dung déng thdi nicergolin véi cée thude cudong giao cam (chu van alpha va beta
adrenergic).

Cén thén trong str dung nicergolin trén bénh nhan c6 ndng do acid uric trong mau cao, tién st bi gut, dang
str dung voi thude c6 anh huong t6i chuyén hoa va thai trir acid uric.

Céc phan {mg xo hoa (xo héa phdi, tim, van tim va sau phiic mac) d3 duge bdo cdo lién quan tdi viéc su
dung céc alkaloid cwa 16a mach, chat chii van trén receptor serotonin SHT 2p.

Mot sb triéu ching ngd doc alkaloid cya 18a mach (nhu budn ndn, ndn, tidu chay, dau bung va co thit
mach ngoai vi) dd dugc bdo cdo sau khi dung alkaloid cya 16a mach va cac dan xuat cia né. Bac si va
dugc si ké don nhoém thudc ndy can nam duge cce dau hiéu va triéu chirmg khi dung qua liéu nicergolin.

Canh bao ta duoc:

Thude ¢6 chira lactose: Bénh nhan bi rdi loan di truyén hiém gip nhu khong dung nap galactose, thiéu hut
lactase hoan toan hozc kém hép thu glucose-galactose khong nén dung thube nay.

Thudc nay chira it hon 1mmol natri (23mg) trén mdi vién nén bao phim, nghia 1a vé co ban “khong chira
natri”.

Sir dung thudc cho phu nir ¢6 thai va cho con bi
Phu nir c6 thai

Nicergolin khong gay ddc tinh sinh san trén chudt va tho. Chua ¢ nghién ciru nao dugc thuc hién trén
phu nir mang thdl Khong sir dung nicergolin cho phu nir mang thai. Cén cén nhéc giia loi ich va nguy co
dbi v6i thai nhi néu duge ké don.

Phu nir cho con bil

Chua x4c dinh duoe nicergolin ¢ bai tiét trong sita me hay khéng. Khéng sir dung nicergolin cho phu nir
cho con bu.

Kha ndng sinh san

Trong 1 nghién ctru trén chudt due, nicergolin khong anh hudng 1én kha ning sinh san. Tuy nhién, & mte
liéu 50mg/kg/ngay (gap 8 lan lidu khuyen cao cho ngudi 12 60mg/ngay tinh theo mg/m2) cho thay lam
gidm kha nang smh san trén chudt cai. Y nghfa [m sang ctia két qua thi nghiém trén dong vét dbi véi vide
st dung & ngudi van chira duoc xac dinh rd.

Anh huéng ciia thude 1én kha niing lii xe, vin hanh may méc

Chua ¢6 nghién clu ve anh hudéng cla nicergolin 1én kha ning l4i xe va van hanh may méc. Can thin
trong khi st dung thude trong truong hop 14i xe va van hanh may méc vi kha niang chong mat va budn
ngli ¢6 thé xay ra.

Tuwong tic, twong ky, ciia thude.
Than trong str dung nicergolin véi cac loai thude sau:
e Thubc ha huyét dp: nicergolin ¢6 thé 1am tang tac dung cua thuéc ha huyét ap.

o Thudc chéng két tip tiéu clu (bao gdm acid acetylsalicylic) va thuéc chéng dong mau: vi
nicergolin 1am ting tac dung cia cac thudc nay va do d¢ lam kéo dai thoi gian chdy mau.
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e Thudc c6 anh hudng 1én chuyén héa acid uric: nicergolin c6 thé anh hudng téi chuyén héa va thai
trir acid uric.

e Thude cuong giao cam (chu van alpha va beta adrenergic): nicergolin ¢6 thé lam giam tac dyng co
mach ctia thudc cudng giao cam do téc dung chen thu thé alpha-adrenergic.

Céc thude duoc chuyén hoa bai CYP 2D6: vi nicergolin dugc chuyén héa boi CYP 2D6 nén khong thé
loal trir kha nang tuong tac gitta cdc thube duoc chuyen héa cting co ché (vi du thude chéng loan nhip,
thudc tre ché beta-adrenergic hodc thuée chéng trdm cam 3 vong.

Nicergolin ¢6 thé 1am tang tac dung trén tim mach ciia céc thude tre ché thu thé beta- -adrenergic.

Tuong tyr céc thudc ¢6 tac dung lén hé thong thin kinh trung wong, str dung nicergolin déng thoi véi rugu
¢6 thé 1am ting tac dung khong mong mudn Ién hé théng than kinh trung uong.

Thude ¢6 anh huéng 1én chuyén hoa acid urie: nicergolin ¢6 thé 1am ting ndng d6 acid uric trong huyét
thanh khong triéu ching.
Tac dung khéng mong mudn cia thude (ADR)

- Bang tém tit cac phan (g c6 hai: duge phén nhém theo tin suat rét thudng gap (ADR > 1/10), thudmg
gap (1/100 < ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém gip (1/10000 < ADR < 1/1000) va rat
hiém gip (khong cé dit liéu xac dinh)

Hé coquan | Rit thuong Thuong gap | it gap Hiém gip RAt  hiém | Khong xdc
gap gap dinh
Triéu phfrng Kich ddng,
tdm than la l1an, mat
ngu
Hé thén kinh Budn ngu, Cam  gidc
chéng mat, néng M
dau dau
Mach mau Ha huyét 4p,
do da mat
Heé tiéu hoa Khoé chiu ¢ | Téo boén,
bung tiéu  chay,
buon nén
Da va md Ngtra Phat ban "
dudi da
R6i  loan Xo hoa "
chung va tai
vi tri hap thu
Test chuédn Ting ndng
doan do acid uric
trong mau

Chii thich: (1) Viéc danh gid tan suit téc dung khong mong mudn dua trén cc nghién ciru trong Tom tit
téng hop vé an toan — ISS (tat ca céc tuong tac xdy ra trong qua trinh diéu tri). Co s dir ligu ISS chira dir
liéu thong ké tir 8 nghién ciru mu doi, c6 ddi chimg & nhimg bénh nhan mic chimg mét trf nhé nhe dén
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trung binh, trong do 1246 b¢nh nhan dugc stir dung nicergolin. Quy tac s6 3 khong dugc ap dung vi mau

s6 trong cdng thic cho dir lidu nicergolin ciia ISS nho hon 3000 ddi tugng.

Théng bdo ngay cho bdc si hodc dwoc st nhitng phén ieng cé hai gap phai khi si dung thuéc

Qua lidu va cach xir tri

Chua c6 béo cao vé truong hop qua lxeu Str dung qua lleu nicergolin ¢6 thé gay ra ha huyet ap nhe va
thoang qua. Tuy nhién, khong cén diéu tri dac biét, chi can dat bénh nhan nim trong vai phat. Trong
tmcmg hop ngd ddc cép tinh, nén rira da day va dung than hoat tinh. Trong truong hop cép cury, ¢6 bién

c0 mach méu ndo va tim mach ning, nén sir dung céc thudc cudng giao cam, kiém soat huyét ap cho
nguoi bénh.

Dic tinh dwge lue hoc
Nhom duge 1y: Thude gidn mach ngoai vi, alkaloid cua 16a mach.
Ma ATC: CO4AE02.

Tac dung duoc luc hoc

Nicergolin 1a mot dan xuat ctia ergolin, cdu tric cia nd xuét hi¢n tu nhién trong cac alkaloid nim cua ga.
Ngudi ta phét hién ra rang nicergolin cai thién tinh trang trao ddi chat va huyét dong trong néo.

Nicergolin con ¢6 tac dung uc ché sur két tap tiéu cdu va thay dbi huyet hoc mot cach tich cure.

Nghién ctru 1dm sang

Céc nghién ctru vé kha nang gay ung thu chua dwoc thuc hién. Dir licu ph1 lam sang cho thdy khong co
nguy co dic biét nao ddi véi con nguoi dua trén cac nghlen ctru duoe 1y vé an toan, doc tinh lidu lip lai,
doc tinh trén gen, sy phat trién ctia phdi thai, su phat trién trong thoi ky mang thai va sau sinh.

Trong mot nghlen ctru vé kha ning sinh san, nicergolin dung voi lidu 50 mg/kg/ngdy (gép 8 lan lidu
khuyen c4o 61 da cho ngudi la 60 mg/ngay tinh theo mg/m®) khong anh hudng dén kha nang sinh san cua
nam gidi. Trong mot nghién ctru trén chudt cai dung nicergolin véi lieu 50 mg/kgfngay, quan sat thiy s6
lan mang thai giam dang ké va s0 luong hoang thé giam dang ké sau md lay thai vao ngay thir 13 ctia thai
ky va giam dang ké sd phoi cdy duge ghi nhan. Tuy nhién, khong ghi nhén tac dung c6 hai trén chudt non
trong nghién ctru nay.

Pic tinh duwge dong hoc : \\\\\
Sau khi ung nicergolin dwoc hdp thu nhanh chong. Thai trir chi yéu dudi dang céc chét chuyén 10?:dua
than va mot lwong nho qua phan.

Quy cach dong goi: 7
Hop 01 vi, 02 vi, 03 vi x 10 vién, vi PVC-PVDC/nhom.

Dicu ki¢n bio quan: Noi khd, tranh 4nh sang, nhiét d6 dusi 30°C.

Han diing: 36 thang ké tir ngay san xuét

Tiéu chuén chit lwong ciia thude: TCCS

Tén co s6 sin xuit: Cong ty c¢d phan Duoc Trung wong Mediplantex.

Dia chi clia co sé san xuét: Nha may duge pham sb 2: Thén Trung Hau, xa Mé Linh, thanh ph Ha Ngi.
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