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CONGTY N2 N\ BPoc ky heong dan st dung trieoe khi ditng
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CONG NGHE CAQ = <
H CONG THUC THUOC

Thanh phéan diwege chdt: Nicergolin 5 mg

Thanh phan td duwge: Cellulose vi tinh thé 102, dicalci phosphat dihydrat, HPMC EL3, natri
starch glycolat, magnesi stearat, nang gelatin rdng s6 2 (xanh I4 - tring)*.

*Nang gelatin réng sé 2 (xanh 14 - tring) chia Silicon dioxyd, Natri lauryl sulfat,
Methy lparaben. Propylparaben, Glycerin, Acid Acetic, Titan dioxyd, Tartrazine, Quinoline
Yellow, Green.

2. DANG BAO CHE

Vién nang cimng.

M ta: Vién nang cimg mau xanh 14 - tring, bot thude trong nang mau triing dén triing nga, nip
va thén khit, khong bién dang, khong nirt vo, thube khong roi ra ngoai.

3. CHI PINH

Diéu tri r6i loan clmyén hoa-mach mau ndo cﬁp va man tinh (huyéi khéi ndo, tic mach néo, xo
ctng dong mach ndo voi nhiéu biéu hi¢n khac nhau nhu dang di khong on dinh, chong mit, u
tai, mat 1ap trung va mat tri nho).

Diéu tri dau dau, dic biét & ngudi cao tudi bi xo cimg dong mach.

Diéu tri hd try trong tang huyét 4p dong mach.

Diéu tri rdi loan tién dinh dc¢ tai ¢6 nguém géc mach mau: chéng mdt, 1 tai va giam thinh luc.
4. CACH DUNG, LIEU DUNG

Ubng 1 -2 vién (5 - 10 mg) x 3 lan/ngay.

5. CHONG CHI PINH

Qua man vai bat ky thanh phz;m ndo cta thude.

Xuat huyét cap tinh va suy sup.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Nicergolin thuémg khong lam thay doi huyét ap khi st dung lidu diéu tri, nhung né ¢6 thé lam
huyét ap giam dan & bénh nhan ting huyét ap.Thin trong khi ding nicergolin & nhiing bénh
nhan bi tang acid uric mau hodc ¢6 tién sir bi bénh git va/hodc dang duoc diéu tri bang cac loai

thuoc anh huong dén qua trinh chuyén hoa va bai tiét acid uric.
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Xo hoa (vidu phéri, tim, van tim va sau phic mac) ¢6 lién quan dén viée st dung mot sb alcaloid
nim cua ga co hoat tinh chii van trén thu thé serotonin SHT-2f. Nicergolin ¢é ai luc vai thu thé
a) — adrenergic va serotonin SHT-1A. Mic di céac trudng hop xo hda da duge bao cao khi st
dung nicergolin, mbi quan hé nhin qua véi nicergolin van chua duoc thiét 1ap.

Piéu tri 1au dai nicergolin co thé gay ra tinh trang ngd déc ndm cua ga (gdy budn ndn, ndn, ticu
chay. dau bung, co mach ngoai vi).

Thén trong ddi voi bénh nhin c6 nhip tim cham.

Thudc ¢6 chira it hon 1 mmol natri (23 mg) moi liéu, duoe coi la “khong chira natri”.

Thubc ¢6 chita methylparaben, propylparaben c6 thé giy ra cac phan img di tmg cho bénh nhén
(phan (mg c6 thé xay ra cham).

7. SU DUNG THUOC CHO PHU NU CO THAI VA CIIO CON BU

Mac du cac nghién ciru vé doc tinh khéng cho thiy nicergolin ¢6 tac dung gdy quai thai nhung
nén han ché sir dung thude nay trong thoi ky mang thai déi véi nhimg trdmg hop that can thiét.
Chua rd nicergolin c6 bai tiét qua sira me hay khong, do dé khong khuyén cao ding nicergolin
cho phu nir dang cho con ba.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Nicergolin ¢6 thé gdy ra cac triéu chirng nhuw mét moi hogie budn ngu, dac biét khi bat dau didu
tri va ding cung voi rugu.

9. TUONG TAC, TUONG KY CUA THUOC

Tac dung vdn mach cua nicergolin ¢6 thé lam tang téc dung ctia thube ha huyét ap.

Thube chen beta: Nicergolin lam ting tac dung trén tim cia thude chen beta,

Str dung dong thoi vai céc thude kich thich thu thé alpha hodc beta ¢6 thé lam giam tac dung
ctia nhitng thube nay.

Thude chuyén hoa qua CYP2D6: Do nicergolin chuyén hoa qua CYP2D6 nén c6 thé xay ra
tuong tac véi cde thude ciing chuyén hoéa qua enzym nay.

lhudce chéng két tép tiéu cdu va chong ddng mau (Acetylsalicylic acid): Thoi gian chdy méu
¢6 thé kéo dai.

Thube anh huéng dén qué trinh chuyén héa acid uric: Nicergolin ¢é thé lam thay déi qua trinh
chuyén hoa va bai tiét acid uric.

Do khéng ¢6 cac nghién ciru vé tinh twong ky cua thude. khéng trdn 13n thude ndy vai cac thude
khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Mic du rat hiém khi xay ra nhung trong mot s trudmg hop ¢6 thé quan sat lhé"ly biéu hién do

\ 1 A ’ W A = A ‘
bung, cam thay nong va roi loan tiéu hda nhe.
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Théng bio ngay cho bic sy hojic dugc si khi gip cdc tdc dung khing mong mubn khi siv
dung thuoe.
Bio cio phian ing c6 hai nghi ngo

Bao cdo phan tmg c6 hai sau khi thube duge cap phép luu hanh rét quan trong dé tiép tuc gidm
st ¢in bang loi ich/nguy co ciia thube. Can b y té cin bdo céo tht ca phan Ymg c6 hai vé Trung
tim Qude gia hofic Trung tim khu vye vé Thong tin thude va Theo doi phan (mg c6 hai cta
thude.

Dia chi: 13 - 15 Lé Thianh Téng - Hoan Kiém - Ha Noi.
Dién thoai: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com

11. QUA LIEU VA CACH XU TRi

Trong mdt so truong hop qué liéu, ¢6 thé xay ra cac tac dung khong mong mudn va nhanh
chong thuyén giam khi ngimg ding thudc.

12. PAC TINH DUQC LUC HOC

Nhom duge 1y: Thude gidn mach ngoai vi, alkaloid ndm cua ga

Ma ATC: CO4ALE02

Nicergolin la mét dan xudt ergolin c¢é tac dung e ché thu thé alpha-1 adrenergic khi ding
duwdng tiém. Sau khi udng, nicergolin duge chuyén héa nhanh va manh thanh mét loat chét
chuyén hoa tac dong Ién hé than kinh trung wong & cac mire dé khac nhau.

Khi dung duomg udng, nicergolin ¢é tic dung da dang trén than kinh, né khéng chi thiic ddy su
xAm nhép va sir dung glucose trong (& bao nao, tang cudng sinh tong hop protein va acid nucleic,
ma con anh huong dén nhidu hé thong dén truyén than kinh khac nhau.

13. PAC TINH DUQC PONG HOC

Hiip thu

Nicergolin duoc hdp thu nhanh va gin nhu hoan toan qua dudng tiéu héa. Nicergolin chuyén
hoa qua gan ldn dau déng ké. Mire dg tich liy trong co thé chua duge biét dén. Khi ding liéu
dén 70 pg/kg thude co gan dong vi phong xa, ndng d thude trong huyét tuong 1a 100-200
ng/mil.

Phin bé

Nicergolin ¢o di luc lién két véi albumin huyét tuong thiap hon khoang 4 14n so voi glycoprotein
acid alphay. Ty 1¢ lién két vin 6n dinh & nong dd protein huyét twong sinh 1y, ngay ca khi nong
d6 nicergolin tang, tirc 1a 87% thudc co gin dong vi phong xa & ndng do nicergolin thap hon va
82% & ndng dd nicergolin cao hon. Do ndng do glycoprotein acid alpha; trong huyét twong &
tuoi gia trong diéu kién bénh Iy nhu viy. Nhu trong viém cap tinh, khéi u 4c tinh hodic cing
thang co thé ting & ngudi cao tudi mic cie bénh 1y nhu viém cdp tinh, bénh 4c tinh hodc cing
thang. ndng dé thude cé hoat tinh c6 thé bi giam.

Chuyén hoa va thai triv
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Nicergolin duge chuyén hoa g?m nhu hodn toan bang cich thiy phan lién kél ester va khir N-
methyl. Céc chat chuyén hoa ¢6 hoat tinh duoc két hgp vai acid glucuronic.

Céc chét chuyén hoa cua nicergolin duge bai tiét 80% qua than va 10% qua phén.

Thoi gian bén thai sinh hoe 14 2,5 gio; cia chit chuyén hoa chinh 10-methoxydihydrolysergol
(MDL) la 12 - 17 gio, va chét chuyén hoa phyu 1-methyl-10-methoxydihydrolysergol (1-
MMDL) 1a 2 - 4 gie.

Ciic dbi tuwong dic biét

Anh huong cla suy than dén duoc dong hoc cia nicergolin duoc danh gia & nhimg bénh nhan
suy than nhe (Cler 60-80 ml/phat), trung binh (Cler 30-50 ml/phiit) va suy thin nang (Cle 10-14
ml/phit). Sau 120 phit udng 30 mg nicergolin, d ghi nhén su khac biét déng ké vé lvong MDL
bai tiét qua nuoe tiéu & nhimg bénh nhén suy than nhe (n=5), trung binh (n=5) va ning (n=4)
(Ian luot 1a 38,1%, 42,6% v 25,7% lidu ding). Déi véi MMDL, céc gi4 tri nay lan luot 13 1,7%,
0.6% va 0,2%. Bénh nhan suy thin niing c6 mirc bai tiél MDL qua nu6e tidu giam dang ké so
voi 2 nhém con lai. Ngoai ra, nhitng bénh nhan suy thin nhe, trung binh va ning ¢6 mic giam
bai tiét MDL qua nude tiéu trung binh (0 dén 72 gidy) lin luot 1 32%, 32% va 59%, so véi céc
ddi trong ¢6 chire nang thin binh thudng duge udng 30 mg tir mdt nghién ciru khac.

Duge dong hoc ctia nicergolin chua duge nghién cru ¢ bénh nhan suy gan.

Duge dong hoc cua nicergolin chua duge nghién ciru & tré em.

Anh huéng eta tudi tac dén duge dong hoc ctia nicergolin chua duge nghién ciru day d.

14. QUY CACH PONG GOI

Hop 3 vi x 10 vién. A
VO N
Hop 5 vi x 10 vién. ))
- 7 .y J f/ -
Hop 10 vi x 10 vién. /{“3}’

Hop 1 1o x 30 vién.

[1op 1 1o x 60 vién.

15. PIEU KIEN BAO QUAN

Noi kho, nhiét dé duéi 30°C, trdnh 4nh sing.

16. HAN DUNG

36 thang ké tir ngay san xut.

17. TIEU CHUAN CHAT LUQNG

TCCS.

18. TEN, PIA CHI CUA CO SO SAN XUAT

CONG TY CO PHAN DUQC PHAM CONG NGHE CAO ABIPHA
Dia chi: L6 dat CN-2, Khu cong nghi¢p Phi Nghia, Xa Phi Nghia, Huyén Chuong M, Thanh
phd Ha Nbi, Viét Nam



