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THANH PHAN: M&i vién chira;
Thanh phan dugc chdl:
Nicergolin... e e e e eteebeere s e et enestese s seeee e e st ee s e 10,0mg.
Thanh phdn ta dwo'c Lactose monohydrat Cellulose vi tinh thé, Tinh bét bién tinh natri glycolat,
colloidal silicon dioxyd, magnesi stearat, hydroxypropyl methy! cellulose, titan dioxyd, PEG 400.

DANG BAO CHE:
Vién nén bao phim hinh tron, mau tring dén trang nga, khum, hai mat tron.

CHI PINH PIEU TRI:

Nlcergolm dugc chi dinh dé didu trj tridu chimg r6i loan nhén thirc va hanh vi lidn quan dén chimg mét
tri nho nhe dén trung binh.

LIEU LUQNG VA CACH DUNG
Viéc diéu tri nén duge bat dau va tiép tuc dudi sy giam sat cta bac si chuyén chan doan va didu tri
chimg sa sut trf tué. Chan doan nén duge thiét l4p dua trén cac huorng dan da dwoc phé duyét. Viéc didu

trj chi 6 thé duge bét diu khi bénh nhan duge tiép can véi ngudi chim séc, ngudi s€ dam bao sir dung
thude thudng xuyén.

Cdch ding: )
Thuoc diing theo dudng uong, sir dung trude bita dn, uong voi khoang nira coc nude, khong duge nhai.

Liéu diang:
Liéu luorng, thai gian diéu tri va phuang phap dung thudc phu thudc vao mirc d6 nghiém trong ctia bénh.
Lidu khuyen cdo hang ngay la 30mg dén 60mg nicergoline chia 1am nhiéu lan.

Liéu khéi ddu 10 — 20 mg (1 — 2 vién)/ldn x 3 an/ngay, sau d6 dung 10 mg (1 vién)/lin x 3 lan/ngay.

Ngweoi Iém va bénh nhdn cqo tuoi:

Dura trén cac nghlen clru vé duoc ddng hoc va kha nang dung nap, khong can diéu chinh lidu & ngudi 1om
va ngudi cao tudi.

Tre em:
Nicergoline khong danh cho tré em sir dung.

Bénh nhadn suy than:
Khoang 80% chit chuyén héa cua nicergoline duge bai tiét qua thén, do d6 nén giam liéu nicergoline &
bénh nhan suy thin (creatinine huyét thanh > 2 mg%) (xem phan Dic tinh duoc dong hoc). Hiéu qua
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diéu trj xay ra ddn dan, vi vy nén sir dung nicergoline trong thoi gian dai. Dinh ky, nhung khéng it hon
6 thang mot lan, bac si nén danh gia xem c6 nén tiép tuc didu tri hay khong.

CHONG CHI PINH:
- Mén cam v6i nicergolin hodic v&i bat cir thanh phin nio cia thuéc.
- Nhdi méu co tim gan day.
- Chay méu cép tinh.

- Ha huyét 4p thé dtmg hoac nhip tim cham nghiém trong.

- St dung ddng thei cac thude kich thich giao/cam (thudc kich thich thy thé alpha hoic beta),

CANH BAO VA THAN TRONG KHI SU' j:)UNG:

- Trong cac nghién citu st dung nicergoline vdi lidu don hoidc nhidu lidy, ngudi ta thiy ring nicergoline
¢6 thé 1am giam huyét ap tdm thu va & mitc dé thap hon nhiéu, huyét ap tam trorong & nhiing bénh
nhén ¢6 ca tinh trang huyét &p binh thuong ta ting huyét 4p. Tac dung niy c6 thé khac nhau, vi khong
quan sat thdy sy thay déi vé huyét ap tam thu hodc tam truong trong cac nghién ciru khac.

- Nén than trong khi st dung cac thube cyong giao cam alpha va beta ¢ nhitng bénh nhan dung
nicergoline (xem phin Tuong tic véi cac thudc khac va céc dang tuong tdc khac).

- Nén than trong khi stir dung thude & nhirng bénh nhén tang axit uric mdu hodc c6 tién skt bénh gut
va/hosic dang didu tr bing bt ky loai thudc nao c6 thé anh huong dén chuyén hoa va bai tiét axit uric
(xem phan Téc dung khéng mong mubdn).

- Xo héa (vi du nhv xo phdi, tim, van tim hodc sau phic mac) ¢6 lién quan dén mot sé alkaloid nim cua
ga c6 hoat tinh chi van & thu thé serotonin SHT 2B.

- Céc trigu chiing cia ching ergotism (bao gbém budn nén, nén, tiéu chay, dau byng va co mach ngoai
bién) da dugce bao cao khi sir dung céc alcalpid nim cua ga va cac dan xuét cla ching. Céc bac si 1am
sang va ngudi ké don nén biét céc tridu chimg cta qua liéu thudc ergot trude khi sir dung thudc nay.

- Cbn c6 thé lam ting céc the dung khong mong mubn caa thudc lién quan dén hé thin kinh trung vong.

- C6 thé can phai diéu chinh lidqu & bénh nhan suy than va ngudi gia.

- Cdnh bdo vé thanh phdn c6 trong thuéc: Thanh phin thubc c6 chira lactose. Bénh nhan bj bénh di
truyén hiém gip v& bt dung nap galactose, thiéu hut Lapp lactase, kém hap thu glucose-galactose
khéng nén sir dung thudc nay.

TRUONG HQGP CO THAI VA CHO CON BU:

Thai ky:

Nicergoline khong gay ddc tinh sinh san & chudt va tho mang thai. Céc nghién ciru ¢ phy nir trong thoi
ky mang thai chua dugc ti€n hanh. Véi nhitng chi dinh da dugc phé duyét, khong chic ring nicergoline
s& can dugc ké don cho phu ni ¢o thai hodc idang cho con bi. Vige sir dung nicergoline trong thoi ky
mang thai dugc cho phép néu loi ich tidm nang vugt trdi hon nguy co tiém &n ddi vai thai nhi.

Cho con bu:
Ngudi ta khong biét liéu nicergoline co di vao sita me hay khéng, vi vay nicergoline khéng dwoc khuyén
cdo cho phy nir dang cho con bu.

Kha ning sinh san:

Trong mét nghién ciru trén chudt duc, nicergoline khéng anh huéng dén kha niing sinh san. Tuy nhién, &
chudt cai ding liéu 50 mg/kg/ngay (gép 8 lin lidu khuyén céo t3i da cho ngudi 1a 60 mg/m?/ngay),
nicergoline 1am giam kha nang sinh san. Su lién quan 1am sang cta cac nghién ciru trén déng vat (¢ lidu
cao hon mire didu tr) déi véi con ngudi van chua duge biét rs.
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ANH HUONG CUA THUOC LEN KHA N
Maic du tdc dung 14m sang cua Nicergoline ¢
nhung tac dung cha no ddi véi kha nang lai xe
moi lruorng hop, cin than trong khi xem xét ¢

luu y rdng ddi khi co thé xay ra chong mét hod

TUONG TAC, TUOGNG KY VOI CAC TH

Twong tic:

Can than trong khi sir dung mcergolme cung I6
« Thude ha huyét ap. Nicergoline c6 thé 1am t
tang tic dung trén tim cua thudc chen beta;
« Thuée cudng giao cam alpha va beta. Nlcerg
cudng giao cam do tac dung ngan chin thy thé
trong khi str dung);
» Céc loai thuée dugce chuyén héa bai enzym (
2D6, do d6 khong thé loai trir tuong tac voi ca
* Thude chéng ket tap tiéu cau va thubce chong
cuong tic dung cdm méu cia thudc chong két
thé duoc kéo dai;

ANG LAI XE, VAN HANH MAY MOC:

ho thy sur cai thién vé kha ndng phan (mg va tdp trung,

¢ va vén hanh may moc van chua dugce nghién ciru. Trong

&n bénh tiém 4n. Khi 14} xe hodic van hanh may moc, cin
¢ budn ngu, ddc biét 1a khi bt diu qua trinh diéu trj,

UOC KHAC VA CAC DANG TUONG TAC KHAC:

ic vOi;

ng tac dung clia thuéc ha huyét 4p. Nicergoline co thé 1am

. r A 1a £ I P 4
oline c6 thé 1am suy yéu tac dung co mach cua thude

alpha-adrenoceptor ciia nd. (xem phan Canh bao va thin

"YP2D6. Nicergoline duge chuyen héa bdi enzyme CYP
¢ thudc ¢6 ciing con dudng chuyén héa;

dong mau (vi du, axit acetylsalicylic). Bang cach ting

|tap tidu cAu va chéng déng mau, thoi gian chay mau co

* Thudc anh huong dén chuyen héa axit uric (xem phan Téc dung khong mong mudn). Nicergoline cé
thé gbp phén lam tang nong d9 axit uric trong huyét thanh ma khong c6 tridu ching.

Twong ky:

Do khéng ¢6 cc nghién ciru vé tinh twong ky ctia thude, khong tron 13n thude ndy véi cac thube khac.

TAC DUNG KHONG MONG MUON:
Tén sudt chc thc dung phu khéng mong mudn

duge xac dinh nhu sau: Rat phé bién (=1/10); Phé bién (

>1/100 dén <1/10); It phd bién hon (>l/IOOD dén <1/100); Hiém gdp (>1/10.000 dén <1/1.000); RAt
hiém (<1/10000); Khong xac dinh (khong thé xac dinh duge tir dit liéu ¢6 sén).

Bang phan (g bét lgi

Rat Hiém | Rét
Lép hé co quan phd Phd it phd bién hon gip | hiém | Khéng xac dinh *
bién | bién
R&i loan tdm than K,tch dong, i lan,
rrhal ngu
Réi logn hé thin kinh Buon ngh, chong Cam gidc néng
mit, nhirc dau
Réi loan hé thdng Ha huyét dp, d6 bimg
mach mau
Ri loan tiéu hoa Kho Tiiéu chay, bu6n nén,
chju & | Tdo bén
daday | |
Ton thuong da va mé Ngira Phét ban
dudi da
R6i loan chung va Su xo hoa
tinh trang tai ché
diing thudc i
Dieu tra Sir gia ting nong d6
axit uric trong mau
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Béo cdo céc phén (g bat lgi c6 thé xay ra
Thong bao ngay cho bac sy hodc dicge sy khi 8dp cdc tdc dung khong mong muon nhu trén khi sit dung

thuoe hodic bdo cdo cdc phan ieng ¢6 hai ciia thuoc vé Trung tam T hong tin thuéc va Theo doi phan img
¢6 hai cua thuée (ADR) Quoc gia.

QUA LIEU VA CACH XU TRi:
Khi sir dung nicergoline véi liéu cao, huyet ap co the giam tam thdi. Thuong khéng c?m didu tri diic bigt.
Néu didu nay xay ra, bénh nhan nén nim qung trong vai pht. Trong truong hop cap ciru, ¢ bién cb

mach mdu ndo va tim mach ning, nén sir dung cac thudc cudng giao cam, kiém soat huyét 4p cho ngudi
bénh.

PAC TINH DUQC LU'C HQC:
Nhém duge ly: Thude gisn mach ngoai vi thudce alkaloid cya 16a mach.
Ma ATC: C04 AEQ2
Nlcergolm 14 mot dn xudt tong hop cia alkaloid cua 152 mach. Thuoc cd tac dung tang cudng chuyén
héa cuia té bio than kinh trung uong, ha huyét|ap va trc ché sy két tap tiéu ciu.

Nicergolin tic dung theo mét co ché phirc hop, c6 thé khai quat nhu sau:

Téc dung trén chuyén hoéa: thube tic dung t ¢ tiép 1am ting chuyén héa cua ndo; tang thu nhan va sir
dung glucose va oxy & mé nfo va cai thién stre chiu dyng cta ndo trong trudng hop thiéu mau cuc bd.
Téc dung trén hé mach: thudc cai thién huyeﬁ déng clia ndo va tudn hoan ngoai bién ciing nhu tinh dan
héi cila mach méu, lam giam sirc can mach mdu va lam ting luu lugng mau, nhu vay thudc tic dung nhu
mdt chat irc che than kinh tiét adrenalin.

Cai thién tuan hoan mao mach: thubc lam giam d6 nhét cia mau bang cach irc ché sy tap trung tiéu clu,
lam giam sur tao thanh cic cuc mau dong nho va cai thién sy vén chuyén Oxy trong md néo.

Cac tac dung cia nicergolin trén hé than kinh trung uong chi yéu 13 cai thién chuyén héa & no ron than
kinh. T4c dung ctia thubc trén cac no ron thdn kinh phy thude dang ké vao chuyen hoa cua ching, co
nghia la thy thudc vao sy tich lily va sir dung ning luong cén thiét cho su sbng cia no ron va dam bao
duy tri cAc chirc niing clia chiing. Trong qua trinh nay, glucose va oxy la cac chét dinh dudng duge sir
dung dé tao ra ngudn ning luong hda hoc dy trir trong adrenosin triphosphat (ATP). ATP cung cip ning
lugng cho cic phén ing va cac hoat dong ciia té bao nhur: tao thanh cac enzym, su thdm nhép cia cac
phén tir hodc cac ion qua mang té bao, tong hgp céc chit dan truyén than kinh, duy tri tinh din truyén
clia ddy than kinh va cac no ron. Sy thay b chuyen héa ciia cac no ron & ddy dic biét quan trong vi
chiing 1am ting dan céc rbi loan trong sy chuyan hoéa hang dinh ndi mo.

Khi chuyén héa ctia ndo bi giam, viéc cung cap oXy va céc dudng chit, su tdng hop protein do dé ciing
giam. Twong tu nhu vdy, giam ndng do6 coa qac chat dan truyén than kinh va Cac enzym tuong ung cla
ching. Sy suy giam dan hoat dong chuyén hoa nhu vy cho ta gia thiét v& co so sinh héa doi v6i quéa
trinh 8o hoa cia nio.

Khi cung cép va hép thu du oxy va glucose, sy chuyén hoa ning lugng cua ndo khéng bij rdi loan. Roi
loan chuyén héa xudt hién khi ndo hip thu khéng da glucose va oxy, anh hudng dén chirc nang cua no
ron va gy ra cac bién déi trong dién ndo. Su bién dbi dién giai phong trong ndo din dén céc thay doi
cua dién ndo db.

Mot vai bat thudng trong su phén bd va xuét hi¢n cua cac song la d4u hiéu dién hinh cua sy ldo hoa ting
dan ciia ndo. Ching dic biét d& nhén thdy trong c4c bénh giy thodi héa ndo lién quan dén tinh trang ldo
suy bao gdm suy bién ndo man tinh.

Mot sb thuc nghiém va nghién ciru 1am sang cho théy nicergolin ¢6 anh hudng tdt dén ndo ca khi nio
binh thudng va khi thiéu oxy mau. Nicergolin cai thién dang ké chuyén héa ctia nio bing cich gia ting
sy hép thy glucose va oxy. Thube ciing anh hudng dén hoat tinh clia cac enzym lién quan dén cac qua
trinh chuyén héa ctia ndo béng céch diéu chinh d6i chut phan (mg clia céc enzym va céc mirc enzym.

Bat ky hi¢u qua giam bot sy rdi loan hoat tinh enzym nao, dic biét trong trudong hop thiéu oxy mau, 13
van dé v6 ciing quan trong dé duy tri chuyén héa hing dinh ndi mé va kiém soat céc chirc ning clia nio.
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Sir dung nicergolin 1am tang sw déng héa glucose khi thiéu oxy, két qua 1a ting sy hép thu glucose.

Téc dong cua nicergolin trén chuyén héa no ciing da dugc nghién clru ti mi & cdc bénh nhéan ting huyét
ap va xo vira ddng mach ndo. Viéc sir dung thudc 1am cho ca hai nhém sy gia ting str dung oxy va
glucose & ndo dang ké mang tinh théng keé.

O hé thin kinh trung wong, thng tin duge truyén di bdi mét mang luéi phirc tap cia cdc 6 bao thin
kinh. Sy lién lac giita cic no ron phu thude vjo céc hop chit hoa hoc ciia hé thén kinh trung wong duogc
goi la cac chat din truyén thin kinh nhu: dopamin, acetylcholin, serotonin. Chiing déng mét vai tro quan
trong lam ting d¢ nhay cam, tinh hoat ddng va kha nang téng hop ctia ndo. Trong céc nghién ciru Iam
sang, tac dung sinh ly ciia dopamin d3 duoc phat hi¢n gy anh hudng sién cac hoat ddng tri ¢ (nhur tri
nho), cam xic, cac hoat ddng van dong, va syr bai tiét cac hormon tuyén yén (nhuv prolactin va hormon
ting trudng).

Céc nghién clru dya trén sy thay ddi lién quan dén tudi tac vé hoat dong dan truyén than kinh chi ra ring
hé théng catecholamin (dic biét 1a dopaminergic) dudmg nhu d3 bj tén thuong hon do ldo héa. Réi loan
chuyén héa cac chat dan truyén thin kinh dopaminergic ¢6 thé din tdi s thay ddi quan hé qua lai giira
C4c no ron va lam suy giam chifc ning ciia ndo, hau qua 12 c6 thé gy can tr& nhidu qua trinh sinh 1y cua
no ron (nhu kha nang nhén thirc, tri nhg, tinh nhanh nhen, sy bai tiét hormon). Thiéu dopamin trong thé
vén ¢ thé gdy xudt hién cac bét thudng trong van dong hofc can try viée bat ddu va tién hanh van dong
gibng nhu cac trudng hop 180 suy, nhu bénh Parkinson.

Cac nghién ciru trén ddng vét cho thdy ubng nicergolin trong thoi gian dai lam ting giai phéng dopamin.
Sir thay déi ndng do protein trong cac cdu tric ctia ndo va cic no ron, sy giam cdc tuong téc sinh tong
hop gitfa céc protein va cdc acid nucleic trong té bao néio dugc ghi nhan nhu diém bt ddu cta sy suy
gidm cac chirc ning do ldo suy (c6 nghia Ia lam thay dbi chirc nang nhén thire, cam xGc va hanh vi).
Ngudi ta cho rfing sir giam téc do sinh téng hop dén dén sy rdi loan ky trc ca hién tai va qua khar. Do d6
su thay ddi theo tudi tac trén hé than kinh trung vong dudng nhu chi ra mdt twong quan rd rét vé su thay
ddi trong hanh vi va sy nhanh nhen, nhur giam hoat déng van dong, thay déi tinh tinh va giam kha ning
nhén thirc.

Nicergolin ciing dugc thira nhan lam ting tong hop protein (nhu da chi ra bang cach 1am ting tritiated
leucin — leucin da duge danh ddu bing triti) va su bién ddi ndng luong trong ndo. Ngodi ra, cdc nghién
ciru vé di¢n ndo dd da chi ra ring & ca nguoi tré tudi va ngudi gia tinh nguyén cling nhur & c4c bénh nhén
méc cdc bénh do tudi gia, ubng lidu don hay nhic lai nhidu lidu nicergolin d tao ra trén dién ndo db cac
thay doi biéu thi sy ting hoat tinh cda cac trung tdm canh bdo trong no.

PAC TINH DUGC PONG HOC:

Nicergolin la m{t alkaloid cura 16a mach téng hop, c6 tac dung lam ting chuyén héa va cai thién huyét
dong ciia ndo va tuan hoan ngoai bién. Cic nghién ctru duge ddng hoc tién hanh trén céc thanh nién tinh
nguyén khoe manh da chi ra ring thudc dugc hip thu ngay sau khi uéng va nhanh chéng bién ddi thanh
lumisylergol (MMDL). Sau d6 chét ndy tiép tuc bi demethyl héa trong gan thanh demethyllumilysergol
(MDL). Nghién ciru vé sur thai trir cac cht chuyén héa, céc chit nay phin 16n bj anh hudng bai tbe do
loc thén, cho thay MMDL duoc thai trir nhanh chéng ra khoi co thé (thdi gian ban thai 2 - 4 gio) trong
khi sur thai trir cia MDL chdm hon (thi gian bén thai 10 — 12 gid).

QUI CACH PONG GOI: Hop 3 vi x 10 vién,
BAO QUAN: Nhiét d5 khong qua 30°C, trénh énh séng.
HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN: TCCS
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NHA SAN XUAT: CONG TY TNHH DUQC PHAM BV PHARMA
Dia chi: S6 18 dudng Lé Thi Soc, Ap 2A, X&[Tén Thanh T4y, Huyén Ca Chi, TP.HCM, Viét Nam.

Thanh phd H5 Chi Minh, ngay S thang 6driam 2025
Ngudi dai dién hop phap cya doanh nghiép




