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HUONG DAN SU DUNG THUOC
1. Tén thubc: R« CYGIGON-10

2. Cac déu hi¢u hru ¥ va khuyén cdo khi dung thudc:

“Thudc nay chi dung theo don thube”

“Pé xa tim tay tré em”

“Poc k§ hudng dan sir dung trude khi dung”

3. Thanh phan cong thire thude: Mdi vién nén bao phim chira:
Thanh phdn duoc chdt: Nicergoline. ....... 10mg

Thanh phan td duvc Microcrystalline cellulose, anhydrous dlbc%/r cHlA 11T1M( A_[‘ 4

‘A
‘O
e -]
*
RS

E6, t1tan1um dioxide, polyethylene glycol 6000 nipagin, nlpasol
4. Dang bao ché: Vién nén bao phim

Mo ta dang bao ché: Vién nén bao phim hinh try, mau tréng hoac tréng nga, thanh va canh
vién lanh lan.

5. Chi dinh:

La bién phap hd tro cho tinh trang suy giam nhan thic & ngudi cao tudi (hdi chimg tim
than hitu co) voi cac triéu ching chinh: giam kha nang tdp trung, tri nhd, dinh huéng
chung va r6i loan glac ngu.

Luu ¥: Trude khi bit dau diéu tri bing nicergoline, cn lam rd xem céc triéu chirg c6 phai
do bénh 1y tiém an khac can diéu tri cy thé hay khong.

6. Cach dung, lidu dung

6.1. Cach dung:

Thudc dung dudng ubng. Dé hip thu tot hon, nén udng toan bd vién nén bao phim véi du
nudc trudce bira an.

6.2. Liéu dung:

L‘ieu dung hang ngay thong thuong 13 20 dén 30 mg nicergoline, uéng 1 1an hay chia nhiéu
lan.

Néu khéng dat dugc hiéu qua mong mudn véi lidu ding nay, cé thé ting liéu hang ngay
1én d¢én 60 mg nicergoline.

Sau khi c4c triéu ching cai thién dang ké, c6 thé giam liéu.

O nhitng bénh nhan suy giam chirc ning than (creatinin huyét thanh > 175 pumol/l) (2
mg/dl), nén giam lidu.

Liéu ding khuyen cdo:

Ubng 1 vién/lan x 2 dén 3 1an mdi ngay (twong dwong voi 20-30 mg nicergoline mdi
ngay). o , q
Vi hi€u qua di€u tri dién ra tur tir, nén khuyén cao st dung trong thoi gian dai. Nén kiém
tra theo cac khoang thoi gian thich hop, nhung it nhat 1a 6 thang mot lan, xem xét c6 nén
tiép tuc diéu tri bang nicergoline hay khong.

7. Chéng chi dinh:

- Qua man véi nicergoline, cac alkaloid cua 16a mach khac hoic bat ky thanh phﬁn nao cua
thudc.

- Ngudi méi bi nhdi méau co tim.

- Chay mau cép

- Nhip tim chdm nghiém trong (< 50/phut)

- C6 xu hudéng nga

- Réi loan diéu hoa tu thé dimg

- Dung d6ng thoi véi thude chi van giao cam o hodc p.
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8. Canh bzo va than trong khi dung thuoc:

Nicergoline thuong khong 1am thay d6i huyét ap khi dung & lidu diéu tri nhung c6 thé lam
giam dan huyét 4p & bénh nhan cao huyét ap.

Can than trong khi dung nicergoline ¢ nhitng bénh nhén bi ting acid uric mau hoic ¢6 tién
su bénh gut va/hodc dang dugc diéu tri b?mg thudc anh huong dén qué trinh chuyén hoa va
bai tiét acid uric.

SHT 2.

) . cO PHAN
Nicergoline thé hién ai luc V('ri thu thé al adrenoreceptor va th

ft hé ﬁ«‘q@@mm i

dén nicergoline van chua dugc xac dlnh 5

ONGy- 1%
Céc triéu chung cua ngd ddc ergotin (bao gom budn non, nén, tiéu chay-dawrdung va co
mach ngoai vi) da dugc bao cdo lién quan dén viéc su dung mdt s6 alkaloid cya 16a mach
va cac dan xut cua chiing. Cac bac si 14m sang va bac si diéu trj can phai biét cac dau hiéu
va triéu ching ctia qua lidu ergot trude khi ké don nhom thude nay.
Nicergoline chi nén dugc str dung than trong trong truong hop nhip tim cham nhe.
San phim nay chuta nipagin, nipasol: c6 thé gdy phan tng di tng. Lién hé véi bac si néu
xudt hién phan tng di mg, theo ddi bénh nhan va diéu tri theo chi dinh ciia bac si.
9. Sir dung thudc cho phu nir c6 thai va cho con bi
Thoi ky mang thai:
Céac nghién ciru vé doc tinh khong cho thdy bang chimg vé tac dung gy quai thai cua
nicergoline.
Xem xét cac chi dinh dd duoc chip thuan, nhu cu diéu tri bang nicergoline & ba me mang
thai va cho con ba la khong 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.
Thoi ky cho con bu:
Khong biét nicergoline co bai tiét qua sita me hay khong. Do d6, khong khuyén khich sir
dung nicergoline trong thoi ky cho con bu.
10. Anh hwéng ciia thudc 1én kha ning lai xe, vin hanh may méc:
Mic du tac dung 14m sang cua nicergoline cho thdy su cai thién vé kha ning cha y va tap
trung, nhung tac dong cta nicergoline d6i voi kha ning l4i xe va sir dung may moc chua
duogc nghién ctu. Can than trong, c6 tinh dén bénh ly nén ctia bénh nhan.
Khi 1ai xe hodc van hanh mdy moéc, can luu y rang nicergoline co thé gy ra cac triéu
chtrng nhu mét méi hodc budn ngu. Piu nay dic biét dang khi bat dau diéu tri va két hop
vO1 ruou.
11. Twong tac, twong Ky ciia thude
Twong tac ciia thudc:
Nén thin trong khi dimg nicergoline véi cdc thudc sau:
- Thudc ha huyét ap: Nicergoline c6 thé 1am ting tac dung cua thudc ha huyét ap.
- Thudc chen beta: Nicergoline c6 thé 1am ting tic dung ctia thude chen beta 1én tim.
- St dung dong thoi thude thude cha van giao cam a hodc B ¢6 thé 1am giam tac dung cua
ching.
- Thubc duoc chuyén héa qua CYP450 2D6: Vi nicergoline dugc chuyén hoa qua
CYP2D6 nén khong thé loai trir twong tac véi cac thude co cing dudng chuyén hoa.
- Thudc e ché két tap tiéu cau va thude chdng dong (acid acetylsalicylic):
Do 1am ting tac dung cAm mau, thoi gian chdy méau co thé kéo dai. O nhitng bénh nhén c6
co dia nhu vy, can theo ddi cac thong sé dong mau thuong xuyén hon.
- Thudc anh huéng dén qua trinh chuyén hoa acid uric: Nicergoline c6 thé 1am thay do6i
qua trinh chuyén héa va bai tiét acid uric.
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Twong Ky, ciia thudc:

Do khéng c6 cac nghién ciru vé tinh twrong ky cua thudce, khong tron 14n thude ndy véi cac
thudc khac.

12. Tac dung khong mong mudn ciia thuoc

Céc tan suat tac dung khong mong mudn nhu sau: rat thuong gap (> 1/10); thuong gap (=
1/100, < 1/10) 1t gap (> 1/1000 < 1/100) hlem gap (> 1/10 OOO < 1/1 .000): rat hiém (<

Réi loan tam than

ft gap: Kich dong, lu 14n, r6i loan giéc ngu.

R6i loan hé than kinh

it &ap: Buon ngt, mét moi, chong mit, dau dau.

Tan suat khong xac dinh: Cam giac néng birc.

R6i loan mach mau

it gap: Ha huyét 4p, do bung mat

Réi loan dwong tiéu héa

Thuong gap: Khoé chiu ¢ bung

it gdp: Tao bon, tiéu chay, budn noén

Réi loan da va mé dudi da

ft 2ap: Ngtra

Tan suét khong xac dinh: Phat ban

Anh huéng dén cdc xét nghiém

ft gdp: Tang ndéng do acid uric trong mau

Viém thin k& cip tinh da duoc bao céo trong mot truong hop.
“Théng bdo ngay cho bdc sy hodc dwoc si khi gdp cdc tic dung khong mong muon nhuw
trén khi siv dung thuéc hodc bdo cdo cdc phdan g cé hai ciia thuéc vé Trung tim
Théng tin thuéc va Theo déi phin iing cé hai ciia thuéc (ADR) Quéc Gia”.

13. Qua liéu va cach xir tri:

- Quad liéu: Trong trudng hop dung qua lidu, c6 thé xay ra tinh trang ha huyét 4p tam thoi.
- Cach xur tri: Thong thuong khong cén diéu tri, chi can nam xudng trong vai phut. Trong
nhirng truong hop déc biét, néu ngudn cung cap méau cho ndo va tim bi suy giam nghiém
trong, can phai dung thudc cudng giao cam va theo ddi chit ché huyét ap.

14. Pic tinh duwgec luc hoc

Nhom duoc 1y: 12 mot alkaloid cua 16a mach ban téng hop, thue huy giao cam, thude
gian mach

Ma ATC: N06DX13

Céc nghién ctru duge 1y trén dong vat di chi ra tac dung dbi khang cua nicergoline trén
catecholamin ni sinh va ngoai sinh thong qua viéc phong téa thu thé a.

Trong cac thi nghiém trén dong vat, nicergoline anh huéng dén huyét dong hoc trung tim
bﬁng cach giam strc can mach mau. Sy tu diéu hoa cua cic mach mau ndo van khong thay
doi.

Trong cac mo hinh thir nghiém cép tinh vé tinh trang thiéu oxy va thiéu mau nio cuc bo,
nicergoline thuc day qua trinh phuc hdi nhanh chéng cac qua trinh chuyén hoa bi rdi loan
trong giai doan thiéu oxy va sau thiéu mau cuc bo.

Su phuc hdi nay cling dugc phan anh trong dién néo dd va céc tin hiéu dién.

Nicergoline trc ché két tap tiéu cau trong invitro va invivo.

Céc chi s6 vé tac dung ting cudng cua nicergoline di duoc thé hién trong dién nio do.

V& mit 1am sang, cac nghién ctru trude day véi lidu hang ngay thap 1a 30 mg nicergoline
chi cho thiy nhitng cai thién dang ké vé mit thong ké d6i vai cac triéu ching riéng 1é cia
hoi chirg mat tri.
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Trong céc nghién ctru didu tri gan day, liéu hang ngay 1a 60 mg nicergoline (2 x 30 mg)
trong thoi gian tir 3-6 thang c6 cai thién rd rét va toan dién hon vé cac triéu ching mat tri
trung binh 1a 25%. Céc r61 loan vé tri nhé va kha nang tap trung, roi loan tinh cam, thiéu
dong luc va ham mudn, hanh vi x3 hoi va cac roi loan chuc nang thé chat nhu mét moi,
chan an hodc chéng mit déu co tic dong tich cyc. Nhiing tac dung dicu tri nay co thé
chirmg minh dugc & ba cap do nghién ctru: & cap d6 bac s st dung thang danh gia tam Iy
bénh hoc, & cip do bénh nhan st dung cac thi tuc kiém tra tim 1y v2 00 80 Ziq dinh sir
dung thang danh gia cac hoat dong hang ngay. X/ ¢

QNG TY ,
Hleu qua dleu tri dlen ra tu: tur Va du:oc cai thlen dang ké s0 v( 1<o ;anC OC‘P'H AR RU k- ;

p T —

15. Bac tinh duwgc dong hoc:
Hap thu

Nicergoline dugc hap thu nhanh va gan nhu hoan toan qua dudng tiéu hoa.

Nicergoline c6 tic dung rd rét ngay lan dau st dung. Sinh kha dung toan than vin chua
duoc biét rd. Viéc sir dung 70 pg/kg chat dugce danh diu phong xa twong Gng voi ndng do
trong huyét twong 13 100-200 ng/ml.

Phin bb

Nicergoline c6 &i luc lién két v6i albumin huyét twong thap hon khoang bdn 1an so voi
acid a-glycoprotein. Ty 1¢ phan tram lién két van twong d6i 6n dinh & nf)ng do protein
huyet tuong sinh ly, ngay ca khi ndéng do nicergoline tang Ién, tirc 1a 87% chat dugc danh
dau phong xa lién két & ndong do nicergoline thap hon va 82% & nong do - nicergoline cao
hon. Vi ndng d6 acid a-glycoprotein trong huyét twong co thé ting theo tudi trong cac diéu
kién bénh ly, chéng han nhu viém cép tinh, bénh éc tinh hodc cang théng, nén nguoi ta cho
rang ndng d6 thudc hiéu qua co6 thé giam trong nhing diéu kién nay.

Chuyén héa

Nicergoline duoc chuyén hoa gan nhu hoan toan bang cach thiy phan lién két este va N-
demethyl hoa. Cac chat chuyén hoa hoat dong thu dwgc duoc lién hop voi acid glucuronic
Thai trir

80% chét chuyén héa cua nicergoline duoc bai tiét qua than va 10% qua phan.

Thoi gian ban thai sinh hoc la 2,5 gid; cua chét chuyén hoa chinh, 10-
methoxydihydrolysergol (MDL) 1a tir 12 dén 17 gid, va cta chat chuyén héa tha hai, 1-
methyl-10-methoxydihydrolysergol (1-MMDL) 14 tir 2 dén 4 gio.

Khong c6 dir liéu vé thai trir & nhitng bénh nhén bi suy giam chirc ning gan va than.

16. Quy cach déng géi: Hop 3 vi x 10 vién nén bao phim. Kém theo to huéng dan sir
dung thudc bén trong hop.

17. Piéu ki¢n bio quén, han dung, ti¢u chuin chit lwgng ciia thudc:

- biéu kién bao quan: Noi kho, nhiét do dudi 30°C.

- Han dung cta thudc: 36 thang ké tir ngay san xuat. Khong dwoc diung thudc di qua
han dung.

- Tiéu chuan chit lwong cua thude: TCCS

18. Tén, dia chi cua o s&' san xuit, co s6 phéan ph01 thudc:

Tén co sé sin 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

Tén co so phan phoi : CONG TY CO PHAN DUQC PHAM DAVINCI - PHAP
Dia chi: S6 405 - D1 Thanh Xuén Bic, quan Thanh Xuéan, thanh pho Ha Noi.
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