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HUONG DAN SU DUNG THUOC

1. Tén thubc: RX cYGIGON - 30

2. Cac diu hiéu hru y va khuyén cio khi dung thubc:
“Thudc nay chi dung theo don thudc”

“Pé xa tam tay tré em”
“Poc ky hudng dan sit dung trirée khi dung”
3. Thanh phan cong thirc thudc: Mbi vién nén bao phim chira:
Théanh phan dwoc chat: Nicergoline......... 30mg
Thanh phan td dwoe: Microcrystalline cellulose, anhydrous dibasic calcium phosphate,
starch 1500, magnesium stearate, talcum, crospovidone, hydroxylpropyl methylcellulose
E6, titanium dioxide, polyethylene glycol 6000, nipagin, nipasol.
4. Dang bao ché: Vién nén bao phim
Mb ta dang bao ché: Vién nén bao phim hinh tru, mau tring hoic tring nga, thanh va canh
vién lanh lan.

5. Chi dinh:
Dleu tri triéu chu’ng cac tinh trang lién quan dén ching mat tri nh& (Alzheimer, Parkinson,
mach mau, nh6i mau nio nhiéu lan va cac chirng mét tri nhé khac), cac tinh trang sau dot
quy (chitrc nang nhan thirc, tam trang va su chu y).
6. Cach dung, liéu ding
6.1. Cach dung:
Thubc dung dudng udng.
Trong truong hop dung liéu mét lan moéi ngay, khuyén cao nén udng vién thube vao budi
sang, va trong tredng hop dung lidu hai 1an méi ngay, khuyén cdo nén udng vao budi sang
va trudce bira an chinh, khong nhai, voi mot it chat long.
6.2. Liéu dung:
Liéu lirong
Liéu khuyén céo la 1 vién/lan, 1 hodc 2 1an mot ngay.
Liéu hang ngay cho nguoi 16n thuong la 30 mg.
Liéu dung c6 the duoc ting tam thoi 1én 60 mg moi ngay.
Ngudi cao tudi
Khong can diéu chinh lidu & bénh nhan cao tudi dua trén dir liéu duoge dong hoc va kha
nang dung nap.
Tré em va thanh thiéu nién
Tinh an toan va hiéu qua cua nicergoline ¢ tré em va thanh thiéu nién chua duoc xac dinh.
Khéng c6 dit liéu co san.
Bénh nhan suy than
Vi dao thai qua than la con dudng bai tiét chinh cua nicergoline va cc chat chuyén hoa
cua no trong 80% truong hop, nén can giam lidu trong tredng hop chirc ning than khong
dam bao (creatinin huyet thanh > 2%).
Hiéu qua cua viéc diéu tri s& dan dan thay rd. Vi liéu phap nay thuong keo dai nén can
phai kiém tra theo dinh ky, nhung it nhét 1a 6 thang mot lan, trén co s d6 béac si diéu tri s&
quyét dinh c6 nén tiép tuc diéu tri hay khéng.
7. Chong chi dinh:
- Qua man cam véi duoc chét, céc alkaloid cwra 16a mach hodc véi bat ky ta duoc nao.
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- Nhéi méau co tim cap tinh.

- Chay méu cép tinh.

- Ha huyét ap thé dimg.

- Nhip tim cham nghiém trong.

8. Canh bao va than trong khi dung thuoc: . ,
Cac nghién ctru st dung mcergolme v6i lidu don hodc nhiéu liéu da ch1 ra q@ng mce,rgqhne
c6 thé lam giam huyét ap tam thu va & mirc do thap hon nhiéu, lam: giam. huyét agf tam
trrong & nhitng bénh nhan co huyet ap binh thuong va ca nhitng bénh nhan whuyet ap
cao. Nhimg tac dong nay c6 thé khac nhau vi cac nghién ctru khac khong tim thay su thay
d6i vé huyét ap tam thu hodc huyét 4p tam truong.

Thubc cha van giao cam (alpha va beta) nén duoc st dung than trong & nhitng bénh nhan
dang duoc diéu tri bang nicergoline.

Can than trong khi st dung thube nay ¢ nhitng bénh nhan b1 tang acid uric méau hoac co
tién sir bénh gut va/hodc dang dwoc diéu tri bang cac thudc co anh hwong dén qua trinh
chuyén héa va bai tiét acid uric.

Cac xo hoa (xo hoa phéi, tim, van tim va sau phuc mac) duoc bao cao lién quan dén viéc
stt dung mot s6 alkaloid cua 16a mach cé tac dung nhu chat cha van trén thu thé serotonin
SHT 2.

Céc triéu chirng ctia ngd doc ergotin (bao gém budn ndn, ndn, tiéu chay, dau bung va co
mach ngoai vi) da dwoc bao cao lién quan dén viée st dung mot s6 alkaloid cuwa 156a mach
va cac dan xuat ctia chiing. Cac bac si lam sang va bac si diéu tri can phai biét cac dau hiéu
va triéu chirng ctia qua liéu ergot trwdce khi ké don nhom thude nay.

San pham nay chtra nipagin, nipasol: c¢6 thé gay phan ting di trng. Lién hé véi bac si néu

xuat hién phan ting di img, theo dai bénh nhéan va diéu tri theo chi dinh ctia bac si.
9. Sit dung thudc cho phu nit c6 thai va cho con bu
9.1. Thoi ky mang thai:
Nicergoline khong gay doc tinh sinh san & chudt va tho mang thai. Chua cé nghién ciru
ndo duoc tién hanh trén phu nit mang thai. Xem xét cac chi dinh da duoc chép thuan, nhu
cau diéu tri biang nicergoline & ba me mang thai va cho con bu la khéng c6 kha nang.
Trong thoi ky mang thai, nicergoline chi nén duoc st dung néu loi ich diéu tri cho bénh
nhan 16n hon nguy co tiém an cho thai nhi.
9.2. Thoi ky cho con bu:
Nguoi ta khong biét liéu nicergoline c6 duroc bai tiét vao sita me hay khong. Do d6, khong
khuyén céo str dung nicergoline trong thdi ky cho con bu.
10. Anh hwéng ctia thudc 1én kha ning 14i xe, vﬁn hanh may moc:
Mac du tac dung lam sang cua n1cerg0hne bao gom tang su tinh tao va tap trung, nhung
tac dung ciia n6 dbi voi viée lai xe va van hanh may moc van chwra dwoc ‘nghién ctu. Can
phai thuc hién cac bién phap phong ngira vi ¢6 thé mac phai can bénh tiém an. Khi 1ai xe
hodc van hanh may moc, can hru ¥ rang doi khi c6 thé xay ra tinh trang chong mat hoac
budn ngi.
11. Twong tac, twong ky caa thudc
11.1. Twong tic ciia thuéc:
Nicergoline nén dwoc sir dung thén trong khi dung dong thoi véi cac loai thude sau:
Thubc ha huyét ap: Nicergoline ¢6 thé lam ting tac dung cua thudc. Nicergoline c6 thé
Jam tang tac dung cua thudc chen beta 1én tim.
Thudc cuong giao cam (thude chit van alpha va beta): Nicergoline c6 thé dbi khang véi tac
dung co mach cta thubc cudng giao cam thong qua tac dung chen alpha-adrenergic cua
no.

2/6



https://trungtamthuoc.com/

Céc san pham thude duwroc chuyén hoa boi CYP 2D6: Vi nicergoline duoc chuyén hoa bai
CYP 2D6 nén khong thé loai trir tuong tac vi cac san pham thude dlraﬁfcfugne};hqa theo
cung con dudng. VAR
Thubc e ché ket tap tiéu cau va chong dong mau (vi du nhu a01c}/ &Get)ffséliq:\"'
tang tac dung cam mau, do d6 thoi gian chay mau c6 thé kéo dai. i '*.‘5‘, IJ
Thubc anh huwong dén chuyen hoéa acid uric: Nicergoline c6 thé lam tang n,?ngrdg ac;la/ﬁrlc
trong huyét thanh khong co triéu chirng. )

11.2. Twong ky, cua th uéc: N -,";;;
Do khéng c6 cac nghién ctru vé tinh twong ky ciia thude, khong tron 1an thude nay véi cac
thude khac.

12. Tac dung khong mong muén cia thudc

Céc tan suat tac dung khong mong mudn nhu sau: rat thwong gip (> 1/10); thudng gip (>
1/100, < 1/10); it gap (> 1/1000, < 1/100); hiém gip (> 1/10.000, < 1/1.000); rat hiém (<
1/10.000); tan suat khong xac dinh (khong thé wdc tinh tir dit liéu co san)

Trong moi nhém tan suat, cac tac dung khong mong mudn dwoc xép theo thir tir giam dan
murc d6 nghiém trong:

Cac hé co quan Thwong gap it gap Tan suiat khong xac
>1/100,<1/10 | >1/1000, <1/100 dinh
(khéng thé wéc tinh tir
dit liéu c6 san)
Roi loan tam than Kich dong, I lan,
mat ngu
R6i loan hé than Buon ngu, chéng | Cam giac ndng birc?
kinh mat, dau dau
R&i loan mach méau Ha huyét ap, ban da
R&i loan hé tiéu hoéa | Khoé chiu & bung | Tiéu chay, budn nén,
tao bon
R6i loan vé da va Ngtra Phat ban®
mo dudi da
R6i loan chung va Xo hoa?
tai choé
Anh huong dén cac Tang nong do acid
Xé’E nghiém uric trong mau

*Tan suit cia cac tic dung khéng mong muon duoc ddnh gia trén co s& cic nghién ciu
trong ban tom tit tich hop vé tic hai sitc khoe (ISS, Tém tit tich hop vé an toan) (lién
quan dén liéu phap, bit ky nguyen nhén nao). Phan tich an toan tich hop nay chura dx
liu tr 8 nghién ctru mu doi, co kiém soat 1ién quan dén bénh nhin mic ching mit tri
nhé nhe dén trung binh trong d6 1.246 bénh nhin duoc diéu tri bang nicergoline.
Khong c6 quy tic ba chiéu ndo dwoc sir dung vi ho so dit liéu ISS nicergoline c6 mau
s it hon 3.000 ngudi tham gia.

“Théng bdo ngay cho bdc sy hodc dwoc si khi gap cac tac dung khong mong mudn nhw
trén khi sit dung thuoc hodc bao cdo cac phan img co hai ciia thuoc vé Trung tam
Théng tin thubc va Theo doi phén g cé hai ciia thuéc (ADR) Quéc Gia”.

13. Qua lidu va cich xi tri:

- Qud liéu:

Trong trwdng hop dung qua liéu, c6 thé xay ra tinh trang tut huyét ap nghiém trong.

- Cach xu tri:
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Thong thwong khf)ng can diéu tri, chi can ndm xudng trong vai phat. Trong nhing tru'(‘)'ng
hop dic biét, néu ngudn cung cap méau cho nio va tim bi suy giam nghlem trong, can phai

dung thudc cuong giao cam va theo doi chat ché huyét ap. "\

14. Pic tinh dwoc luc hoc { [ 6 PHAN \‘._f -_"1}‘
Nhém duoe ly: Thude gidn mach ngoai vi, 1a mét alkaloid cua loa mach tong hdp,,;ma

ATC: CO4A E02. WN\HATAY /)
Co ché hoat dong: e %
Nicergoline la mot dan xuat ergolin ¢o tac dung trc ché a 1- adrenerglc khl dﬁng duo’ng
tiém. Khi uong, thudc duoc chuyen hoa nhanh chong va manh mé, tao ra moét loat cac chat
chuyén hoa cé tac dung & nhiéu cap d6 cua hé than kinh.

Tac dung duoc luc hoc

Nlcergohne co tac dung duoc ly than kinh phtrc tap sau khi udng: né khong chi lam tang
hap thu va tiéu thu glucose ¢ néo, tong hop protein va acid nucleic ma con anh hwong dén
nhiéu hé théng dan truyén than kinh khac nhau.

Piéu tri bang nicergoline cai thién chitc ning cholinergic nio ¢ dong vat gia. Viéc diéu tri
nicergoline lién tuc trong co thé sérng da ngan ngua tinh trang suy giam noéng do
acetylcholin (v néo va véan ndo) va giai phong acetylcholin (h6i hai ma) lién quan dén
tudi & chudt gia. Véi viée didu tri nicergoline duong udng lién tuc, ngudi ta cling quan sat
thay hoat dong cua choline acetyltransferase (CAT) tang lén va mat do thu thé muscarinic
tang 1én. Ngoai ra, trong ca thi nghiém in vivo va in vitro, nicergoline lam giam dang ké
hoat dong ctia acetylcholinesterase. Trong céc thi nghiém trén dong vat, nhirng thay d6i vé
than kinh héa hoc di kém véi nhitng cai thién lién tuc trong hanh vi cua dong vat, vi du
nhu trong thit nghiém mé cung, nhitng con chudt gia lién tuc duwoc diéu tri bing
nicergoline c6 phan ttng twong tw nhwr nhitng con chuét non.

Nicergoline cai thién tinh trang suy giam hiéu suat nhan thitc do nhiéu tac nhan gay hai
khéc nhau (thiéu oxy, ECT, scopolamin) & dong vat.

Diéu tri nicergoline liéu thip qua duong uéng tang qua trinh chuyén héa dopamin ¢ dong
vat gia, dac biét la & viing mesolimbic, co thé 1a bang cach diéu chinh thu thé dopamin.
Nicergoline thuc day qua trinh truyén théng tin nd1 bao ¢ dong vat gia. Ca dung dlr(‘mg
uéng don liéu va lién tuc déu lam ting qua trinh chuyén hoa phosphmnosmde co ban va
nhay cam véi chat chii van. Nicergoline tang cuong hoat hoa va van chuyen cac isoenzym
PKC phu thuéc Ca dén mang. Céc enzym nay tham gia vao co ché tiét APP hoa tan, do d6
lam tang g1a1 phong APP va giam san xuat beta amyloid bénh I, nhwr da dwoc chimg minh
trong nudi cay té bao nguyén bao than kinh & nglrm

Théng qua tac dung chéng oxy hoa wva kich hoat cac enzym giai doc, nicergoline bao vé té
bao than kinh khoi tinh trang chét té bao do stress oxy hoa trong cac mé hinh in vivo va in
vitro.

O chudt gia, nicergoline lam giam su suy giam biéu hién mRNA nNOS theo tudi tac, tir d6
c6 thé thic day cai thién hiéu suat nhén thirc.

15. Pac tinh dwgce dong hoc:

Hfl{p thu

Nicergoline dwoc hap thu nhanh va gan nhw hoan toan sau khi udng.

Sau khi dung liéu thap (4-5 mg) nicergoline gan trittum cho nhitng ngu'(‘)fi tinh nguyén
khoée manh, nong do phong xa dinh trong huyet twong duoc do trong vong 1,5 gio. Tuy
nhién, sau khi udng nicergoline dwoc danh déu bang 14C & liéu diéu tri (30 mg) & nhing
ngudi tinh nguyén, d6 phong xa trong huyét twong dat gia tri dinh trong vong 3 gid.

Sau khi uéng 15 mg nicergoline & nhitng ngudi tinh nguyén khée manh, dién tich dudi
duong cong phong xa huyét twong (AUC) lan luot 1a 81% va 6% doi véi chat chuyén hoa
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hoat dong chinh MDL va chét chuyén hoa hoat dong thtr hai MMDL, so voi gia tri AUC
cua tong phong xa. Sau khi uéng mot hodc nhiéu liéu vién nén 30 mg,m%fnong do
dinh trong huyét twong sau khoang 35 gi¢. Sau khi udng mét lidu duy n’Bat v1én nép 30
mg, MMDL thuong dat nong d6 dinh trong huyét twong sau khoang péﬁ aén’l’ glo \e 1\
Sinh kha dung duong udng cua nicergoline chi khoang 5%, do do thanh thai qua gan id;ao
va chuyén hoéa budc dau rong rai. A TRy /

0] nhtrng nguoi tinh nguyén khoe manh, duoc dong hoc cua n1cergohnﬁ du’oc phat h{én la
tuyén tinh sau lidu uéng tir 30 dén 60 mg, dua trén phép do chat chuyén hé4 chindr cua nd,
MDL.

Khéng c6 tac dung dang ké nao do thirc dn giy ra doi véi duoc dong hoc cia MDL va
MMDL duwoc quan sat thay sau khi ding mét lan vién nén 30 mg.

Phén b6

S phan bd cua nicergoline trong mo rat rong va nhanh, phtt hop véi pha phan bd ngan cua
phong xa plasma. Thé tich phan bo cua nicergoline trong khoang trung tim (udc tinh gan
dung: liéu nicergoline chia cho nong do nicergoline trong huyét tuong duwoe do tai thoi
diém lay mau dwoc déng hoc dau tién sau liéu tiém tinh mach 2 mg) kha cao (224 lit), co
1& phan anh quéa trinh chuyén héa trong méau va phan b vao cac té bao mau va/hoic mo.
Nicergoline lién két chit ché véi protein huyét twong clia con ngudi, véi ai hre cao gap 4
lan ddi véi acid alpha glycoprotein so v&i albumin huyét thanh. Ty 1é lién két van twong
d6i 6n dinh khi ndng d6 nicergoline tang tir 1 pg/ml 1én 500 pg/ml. Ca hai chat chuyén
hoa ciia nicergoline, MDL va MMDL, déu c6 gia tri lién két protein thap: lan hrot la
14,7% va 34,7% trong pham vi ndng d6 50200 ng/ml.

Chuyén héa

Nicergoline dwoc chuyén hoa rong rii. Hudng chinh ctia qua trinh nay la thity phan este,
tao thanh MMDL, sau d6 la MDL sau khi khnr metyl. Sw khir methyl xay ra thong qua
isoenzym CYP 2D6. Do d6, dugc dong hoc cua nicergoline va cac chét chuyén hoa cua no6
khéc nhau & nhimg ddi twong bi thiéu hut enzym cytochrom CYP 2D6 do di truyén. Cac
chat chuyen hoa hoat dong thu dugc (MMDL va MDL) dugc lién hop voi acid glucuronic.
Sau khi uéng 15 mg, chat chuyén hoa chinh, MDL, chiém 51% tong liéu va 76% hrong
phong xa dwoc tim thay trong nude tiéu.

Thai trie

Su dao thai chu yéu dién ra qua than. Trong vong 120 gid sau khi dung, trung binh 82%
tong liéu nicergoline dwoc danh dau phéng xa dwoc bai tiét qua than va 10% qua phan.
Thoi gian ban thai trung binh cia MDL dao déng tir 11 dén 20 gio.

Bénh nhan suy than

Tac dong cua suy than 1én duge dong hoc cua nicergoline da duwgc danh gia; Nghién ctru
bao gom nhitng bénh nhan suy than nhe (CIKr: 60—80 mL/phut), trung binh (CIKr: 30-50
mL/phit) va ning (CIKr: 10-25 mL/phut). Trong vong 120 gié sau khi uéng 30 mg
nicergoline, nguoi ta quan sat thay su khac biét dang ké vé lwong MDL bai tiét qua nudc
tiéu (lan heot 1a 38,1%, 42,6% va 25,7% liéu dung) va hrong MMDL (1,7%, 0.6% va
0,2%) & bénh nhan suy than nhe (n=15), trung binh (n =5) va nang (n = 4). Bénh nhén suy
than nang c6 luong bai tiét MDL qua nu6e tiéu thap hon dang ké so véi hai nhém con lai.
Ngoai ra, & nhitng bénh nhén suy than nhe, trung binh va ning, hrong MDL bai tiét qua
mrde tidu (0-72 gid) trung binh thap hon lan lwot 1a 32%, 32% va 39% so v&i nhitng ngudi
¢0 chirc nang than binh thuong trong mot nghién ciru khac khi stt dung vién nén 30 mg.
Bénh nhan suy gan

Dugc dong hoc cua nicergoline chua diwge nghién ctru ¢ nhitng bénh nhan suy gan.

Tre em

Duoc dong hoc cia nicergoline chura diroc nghién ctru & tré em.
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Tudi tac
Anh hudng cua tudi tac (¢ bénh nhan cao tudi) dén duoc dong hoc cua: nmmfgm‘,m@ chua

dwoc nghién ciru day du. A\

16. Quy cach dong goi: Hop 3 vi x 10 vién nén bao phim. Kem [ﬂ‘ieo to huf(;rﬁg dan s
dung thudc bén trong hop. I0C PHAM I

| %
_;’ /f
fre __f'}‘

.-/. 4

17. Piéu kién bao quan, han dung, tieu chuén chit lwogng cua thuoc _HA TAY
- Piéu kién bao quan Noi kho, nhiét d6 dudi 30°C. N
- Han dung cua thude: 36 thang ké tir ngay san xuat.
- Tiéu chuan chat lwong cuia thue: TCCS
18. Tén, dia chi ctia co s& san xuat, co' sé¢ phan phoi thudc:
Tén co'sé san xudt : CONG TY CO PHAN DUGC PHAM HA TAY
Dia chi: T6 dan phd s6 4, P. La Khé, Q. Ha Pong, TP. Ha Noi
DT: 024.33522203 FAX:024.33522203
DT: 024.33824685 FAX: 024.33829054
Hotline: 024.33522525
Tén co so phan phéi : CONG TY CO PHAN DUGC PHAM DAVINCI - PHAP
Dia chi: S6 405 - D1 Thanh Xuan Bic, quan Thanh Xuéan, thanh pho Ha Noi.
DT: 024.22420168 FAX: 024.85852670
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