https://nhathuocngocanh.com/

A 461

MAU NHAN THUOC PANG KY
1- MAU NHAN Vi SIBETINIC SOFT (1 vi x 10 vién nang mém)
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MAU NHAN THUOC PANG KY
2 -MAU NHAN CHAI SIBETINIC SOFT (chai 100 vién nang mém)

(” cONG TH CHi BINH, CACH DUNG, CHONG CHIM
NG THUC : Thubc chai 1 !
. e +100vEn  DINH, THAN TRONG VA CAC THONG
Flunarizin 5mg TIN KHAC:
(Tuong duong flunarizin dihydroclorid 5,9 mg) Xin doc trong td hubng din sif dung. | ___
Té duge ....... v ... 1 vién nang mém s , be t, n ’ c TIEU CHUAN AP DUNG: TCCS 3212
- P& xa tdm tay tré em S ﬂ SPKNVISA: ................
- Poc k¥ hubng din sir dung Flunarizin Ma Vach ?%TIJE(
trudc khi dung 30
- Bao quan ndi khé mat, nhiét do 5616 SX (Lot. No) . ;A
dudi 30°C, tranh anh séng. Nody SX Mg Dale) S
San xudt tqi: Han dung (Exp. Date) : E
CONG TY TNHH DUQC PHAM USA - NC - Mandacuredby:USA - NIC PHARMACo., Ltd |
Lb 11D, Budng G, KCN Tén Tao, Q. Binh Tén, TP HCM GMP-WHO ), | Block 11D, Road C, Tan Tao IP, Binh Tan Dist., HCMC
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MAU NHAN THUOC PANG KY

3-MAUHOQP SIBETINIC SOFT (Hép 6 vi x 10 vién nang mém)

Rx THUGC BAN THEO DON HOP 6 Vi X 10 vign nang mém |

i2 | sibetinic®
is ivetinic ¢ .
o S Flunarizin 5mg of
3 By
2S |
a-
W ®
§
cONG THUC : CHI DINH, CACH DUNG, CHONG
Funarizn smg %A’!’“w’"‘"m“““
TINKHAC: Xin e
' (uong duong unaten dycrocod. 59mg) % M2 1D L st
16 QU o V0 e ] B DG i
Tiéu chudn ép dyng: TCCS
mﬁﬂuchcu ) mv;;m”'ﬂ ; !Q\L
~ 80C DUNG TRUGC Ki DUNG
16 11, Bung C, KON Tén Tao, Q. T, TP HCM ""“"‘""”“":.I;"""’"’““;
D —
Rx PRESCRIPTION DRUG Box of 6 blisters x 10 soft caps
Sibetinic%
Flunarizine 5mg oﬂ
-
— COMPOSITION : INDICATIONS, CONTRA-INDICATIONS, DOSAGE,
Funarizine SMC  WARMINGS AND OTHER INFORMATION:
(Equivalent fo flunarizine dihycrochionide .. S9mg)  Read the pockage insert carefully.
Bcpionk QD lach
5 %
Manufactured by:

USA - NIC PHARMA Co., Ltd 5515 5X (Lot. No)
Block 11D, Road C, Tan Tao IP, HCMC Ngdy SX (Mfg. Date) :

Han dung (Exp. Date) :
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TO HUONG DAN SU DUNG THUOC
Vién nang mém SIBETINIC SOFT
(Thudc ban theo don)

SIBETINIC SOFT - Vién nang mém

¢ Cong thirc (cho mét vién):

- FIUNAIIZIN coveeeeiieieeeeeeeeeeeeeeeeeeeeeeee e 5 mg AN
A\
(twong duong flunarizin dihydroclorid............. 5,9 mg) \&\
- TAAUQC oo, VA U oo, 1 vién I

(Du olein, lecithin, sap ong, palm oil, gelatin, glycerin, sorbitol long, nipagin, nipasol
ponceau, mau erythrosin, vanilin, titan dioxyd, nwée RO).

¢ Tic dung dwge ly: ®
Cac dac tinh dwoe lwe hoc:

Ky

- Flunarizin 14 dan chét difluor cta cinarizin. N6 ¢6 tic dung khang histamin, an than, va tac
dung di khang canxi c¢6 chon loc.

- Thuoc ngin chin su qua tai canxi té bao, bang cach giam canxi tran vao qua mirc qua mang
té bao. Flunarizin khong téc dong trén su co bop va dan truyén co tim.

Cac dac tinh dwoc dong hoc:

- Hap thu: Thudc dwoe hap thu tot qua duong tieu hoa <80%, dat nong d¢ dinh trong \

huyét twong trong vong 2 dén 4 gio sau khi udng va dat trang thai 6n dinh & tuin thi
5-6. Trong diéu kién d9 acid dich vi da day gidm, sinh kha dung cia flunarizin c¢6 thé
thip hon.

- Phin b6: Flunarizin gin véi protein huyét twong >99%. Thé tich phin bd 16m, khoing
78 lit/kg & nhirng ngudi khoe manh va khoang 207 lit/kg ¢ nhirng bénh nhan djng kinh,
¢6 mirc d§ phan bo cao ngoai mach. Thuoc nhanh chéng qua hang rao méiu-nio, ndng
dd thudc & ndo gip khoing 10 ldn so véi nong do trong huyét twong.

- Chuyén hoa: Flunarizin dwoc chuyén héa qua gan thanh it nhit 15 chat chuyén hoa.
Pudong chuyén héa chinh la qua CYP2D6.

- Thal trir: Flunarizin dwoc thai trir chu yéu qua phan theo dwong mit dwéi dang thubc
goc va cdc chét chuyén hoéa. Sau khi udng 24-48 gio, c6 khodng 3-5% lidu dwoge thal trir
qua phan du6i dang thude goc va cic chat chuyé én hoa, va <1% dwgc bai tiét qua
dwong tiét nigu. Thoi gian ban thai thay don nhiéu tir 5-15 gio o hiu hét cac bénh nhén
sau khi dung lidu don. O mot s6 nguwoi, ndng do trong huyet twong cia flunarizin co thé
do dwgc (> 0,5 nanogam/ml) trong thoi gian kéo dai (cho dén 30 ngay), diéu nay c6 thé
do s phéng thich thudc tir cic md khic.

- Dung liéu nhic lai: Nong dj trong huyet tuong cua flunarizin dat dwgc trang thai on
dinh sau khodng 8 tuin dung liéu nhiic lai, mdt 1An mdi ngay va khoing 3 lin cao hon
so véi liéu don.

¢ Chi dinh:
- Dy phong dau nira dau.
- Piéu tri triéu chirng chéng miit tién dinh do réi loan chirc ning hé thong tién dinh.
¢ Liéu dung, cich dung, dwong dung:
- Liéu khéi dAu: Udng vao budi tdi.
+ Bénh nhan dudi 65 tudi: 10 mg (2 vién)/ngay.
+ Bénh nhan trén 65 tudi: 5 mg/ngay
- Piéu tri duy tri: 5 mg/ ngay.
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¢ Chong chi dinh:
- Qué min véi flunarizin hay bat cir thanh phan nao cua thuée.

- Khéng dung flunarizin ¢ bénh nhéan c6 tién sur tram cam hodc dang c6 tridu chung Parkinson
truée d6 hodc cac rdi loan ngoai thap khac.

¢ Tic dung khéng mong mudn:

- Téc dung khong mong mubn thuong gip thoang qua: budn ngu nhe, mét moi; ting can, tang
ngon miéng.

- Mot s6 tac dong phu nghiém trong sau ddy xay ra trong diéu tri kéo dai:

+ Trdm cam, dac biét c6 nguy co xay ra & bénh nhan nir ¢6 tién sir trdm cam.
+ Triéu chung ngoai thap (nhu van Ndéng cham, cung do, ngéi nim khong yén, loan van
dong, run) hodc nhirng nguoi gia dé cé nguy co hon.

- Nhing tic dung khong mong mudn hiém gap khéc:

+ Tiéu héa: néng bong trong xuong e, budn non, dau da day.
+ Than kinh trung vong: budn ng, lo ling.
+ Tang tiét sita, kho mi¢ng, dau co, phat ban.

Thong béo cho béc si nhitng tac dung khéng mong muén gap phai khi str dung thube

¢ Tuwong tic véi thude khac:

- Ruou, thubc an than, thudc ngu khi ding chung véi flunarizin 1am gia ting tic dung budn
ngu.

- Flunarizin khong chdng chi dinh & bénh nhan dang dung thudc chen beta.

- Véi cac thube khang muscarinic (nhu atropin, thude chdng trdm cam 3 vong va thudc we ché
MAO), s€ lam tang tac dung khang muscarinic.

¢ Thin trong khi diang thudc:

- Piéu tri nay c6 thé gia ting tri¢u chimg ngoai thap, tram cam va boc phat hoi ching
Parkinson, ddc bi¢t & bénh nhan dé cé nguy co nhu nguoi gia. Vi vay nén thén trong & nhitng
bénh nhan nay.

- Trong mdt s& truong hop hiém: Mét moi co thé gia tang trong diéu tri flunarizin, truong hop
nay nén ngung diéu tri.

- Khéng vuot qua lidu quy dinh.

- Bénh nhén phai duoc kham déu din theo ky han. dac biét trong giai doan diéu tri duy tri, dé
c6 thé phat hién som triéu chung ngoai thap hay tram cam va ngung diéu tri. Néu trong diéu
tri duy tri, khong dat hiéu qua diéu tri thi ngung diéu tri.

¢ Tic dong cua thudc khi ldi xe va vin hanh may méc:

- B&i vi budn ngt co thé xay ra, dac biét luc bétq dau diéu tri nén than trong trong cac hoat
dong nhu lai xe hodc van hanh may méc nguy hiém.

¢ Sit dung cho phu nir ¢6 thai va cho con bu:

- Su an toan cua flunarizin khi ding trén phuy nir ¢6 thai chua duge xac nhén nén khong nén st
dung cho phu nif c6 thai.

- Khong c6 dir ligu noi vé su bai tiét qua sira & ngudi. Do do6, khong khuyén khich sir dung
flunarizin trén phu nir cho con bu.

¢ Qui lidu va cich xir tri:

- Trigu ching: Mt vai truong hop qua lidu cip (cao dén 600 mg udng 1 14n) da dugc béo cdo,
triéu chirmg dugc quan sat 1a buon ngu, kich dong, nhip tim nhanh.

- Piéu tri: Khong co thude giai doc dac hi€u. Trong vong 1 gi¢ sau khi udng qua liéu nén sic
rira da day. C6 thé dung than hoat néu thay thich hop.
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¢ Trinh bay:
- Hop 6 vi x 10 vién.
- Hop 10 vi x 10 vién.
- Chai 100 vién.
¢ Han dung:
- 36 thang ké tir ngay san xut.
¢ Bio quan:
- Noi kho mat, nhiét d dudi 30°C, tranh anh sang.
¢ Tiéu chudn: TCCS :
PE XA TAM TAY CUA TRE EM @(
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC
KHONG DUNG THUOC QUA HAN SU DUNG
THONG BAO CHO BAC SI NHUNG TAC DUNG KHONG MONG MUON GAP PHAI

w KHI SU DUNG THUOC
CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
L6 11D dudng C — KCN Tan Tao — Q.Binh Tan — TP.HCM
DT : (08) 37.541.999 — Fax: (08) 37.543.999
N’
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10.

TO HUONG DAN SU DUNG CHO BENH NHAN

Tén thude: SIBETINIC SOFT
Khuyén cio:
Doc k§ huéng dan sir dung trude khi ding
Pé xa tAm tay tré em
Thude ban theo don
Thong be'}o cho bac sy hodc duge s§ nhitng tic dung khong mong mudn gip phai khi st
dung thuoc.
Thanh phin, ham lweng cia thude:
Hoat chit: FIUNArizin............oo.ooveveeeeeeeeeeeeeeesreeseesesrenon, 5 mg
(twong duong flunarizin dihydroclorid........ 5.9 mg)

T4 dugc: Dau olein, lecithin, sap ong, palm oil, gelatin, glycerin, sorbitol long, nipagin,
nipasol, mau ponceau, mau erythrosin, vanilin, titan dioxyd, nwée RO.

Mo ti san pham: Vién nang mém, oval, mau do, bén trong chira dich thudc mau tring nga dén

vang nhat, ddng nhat.
Quy cach déng goi: Hop 6 vi, 10 vi x 10 vién; Chai 100 vién.
Thubc dung cho bénh gi:
Dy phong dau nira dau.
Piéu tri triéu chirng chong mit tién dinh do rdi loan chic niing hé thong tién dinh.
Nén dung thudc nay nhw thé nao va liéu lwgng:
Liéu khoi dau: Udng vao budi téi.
Bénh nhén duéi 65 tudi: 10 mg (2 vién)/ngay.
Bénh nhan trén 65 tudi: 5 mg/ngay
Piéu tri duy tri: 5 mg/ ngay.
Khi nao khong nén dung thudc nay:
Qua mén véi flunarizin hay bat cir thanh phan nao cua thudc.
Khong dung ﬂunari;in & bénh nhén c6 tién st trAm cam hodc dang c6 triéu ching Parkinson
trude do hodc cac roi loan ngoai thap khac.
T4c dung khéng mong muén:
Tac dung khong mong mudn thuong gip thoang qua: budn ng nhe, mét moi; ting cén, ting
ngon miéng.
Mot sb tac dong phu nghiém trong sau ddy xay ra trong diéu tri kéo dai:
+ TrAm cam, dic biét co nguy co xay ra ¢ bénh nhan nir c6 tién st trim cam.
+ Triéu chimg ngoai thap (nhu van ~d(f)ng cham, cung do, ngdi nim khong yén, loan van
dong, run) hodc nhiing nguoi gia deé cé nguy co hon.
Nhirng tac dung khong mong mudn hiém gip khéc:
+ Tiéu héa: néng bong trong xuong tre, budn non, dau da day.
+ Than kinh trung uong: budn ngu, lo ling.
+ Tang tiét sira, kho miéng, dau co, phét ban.
Thong bao cho bac si nhiing tac dung khong mong mudn gap phai khi str dung thudc
Nén tranh dung nhirng thudc hodc thue phim gi khi dang sir dung thudc nay.
Ruou, thudc an than, thudc ngi khi dung chung véi flunarizin lam gia tang tac dung budn
ngu.
Flunarizin khong chdng chi dinh & bénh nhan dang ding thuéc chen beta.

< Joy

Jut
AM

O
O

L v

Qv ey



https://nhathuocngocanh.com/

11.

12.

13.

14.

13.

Véi cac thube khang muscarinic (nhu atropin, thuc chong trdm cam 3 vong va thudc e ché
MAO), sé& 1am tang tac dung khang muscarinic.

Cin lam gi khi mt lin quén khéong dung thubc:

Tiép tuc ding thudc theo huéng dan.

Cin bio quén thudc nay nhu thé nao:

Noi kho mat, nhiét 46 dudi 30°C, tranh anh sang.

Nhirng ddu hi¢u va triéu chirng khi dung thudc qua lidu: ,

. n , R oyl R ¢ 12A.. A % Lt 2 A - "
Triéu ching: Mot vai truong hop qua liéu cap (cao dén 600 mg udng 1 lan) da dugc bao
céo, tri¢u chimg dugc quan sét 1a budn ngu, kich dong, nhip tim nhanh.

Can phai lam gi khi dung thudc qua liéu khuyén céo:

Piéu tri: Khong co thude giai doc ddc hidu. Trong vong 1 gi®r sau khi ubng qua liéu nén suc
rira da day. C¢ thé dung than hoat néu thay thich hop.

Nhitng Diéu cin thin trong khi dung thudc nay:

Piéu tri ndy c6 thé gia tang triéu chimg ngoai thap. tram cam va bdc phat hdi chung
Parkinson, didc bié¢t & bénh nhan dé c6 nguy co nhu nguoi gia. Vi vdy nén than trong &
nhitng bénh nhén nay.

Trong mét sb truong hop hiém: Mét moi c6 thé gia tang trong diéu tri flunarizin, trudon hop
nay nén ngung dicu tri.

Khong vuot qué liéu quy dinh.

Bénh nhan phai duoc kham déu dan theo ky han, dac biét trong giai doan diéu tri duy tr

c6 thé phat hién sém triéu ching ngoai thap hay trdm cam va ngung diéu tri. Néu trong/

tri duy tri, khong dat hiéu qua diéu tri thi ngung diéu tri. N

Str dung cho ngudi l4i xe va van hanh may moc: Boi vi budn nga c¢6 thé xay ra, dic biét luc

bét dau diéu tri nén than trong trong cac hoat dong nhu lai xe hoic van hanh may méc nguy

hiém.

Str dung cho phu nir c6 thai va cho con bu:

+ Su an toan cua flunarizin khi dung trén phu nir ¢6 thai chua dugc xac nhan nén khong
nén sur dung cho phu nit ¢6 thai.

+ Khong c6 dit lidu néi vé sur bai tiét qua sira & nguoi. Do d6, khong khuyén khich str dung
flunarizin trén phu nir cho con bu.

. Khi nao cin tham véin bic sy, duwge sy:

Néu cin thém thong tin xin hdi ¥ kién bac s§ hodc dugc s3.

. Han ding ciia thudc:

36 thang ké tir ngay san XUAt.

A . 2 R A , > > > A
. Tén, dia chi, biéu twong (néu co) cua co' so’ san xuat.

Tén nha san xuit: CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
bia chi: L6 11D, dudong C, KCN Tén Tao, Q. Binh Téan, Tp.HCM.

Pién thoai: (08) 37.541.999 — Fax: (08) 37.543.999

Ngay xem xét sira ddi, cap nhit lai ndi dung hwéng din sir dung thude: 15/12/2016

PTRUGNG PHONG

Ny Nyoo Snk
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