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MAU NHAN THUOC PANG KY

958/459

1- MAU NHAN CHAI SIBETINIC 10 (Chai 100 vién nén)

Flunarizin

Ta duge

(" cimg THC -

Rx Thulc ban theo don

10 mg

rrmmnmrmdmmu 11,8 mg)

- D€ xa tdm tay tré em
- Doc ky hudng din sif dung trudc khi diing
- Bdo quén noi khd mét, nhiét 40

dudi 30°C, trdnh dnh sing.

San xudt tai:
CONG TY TNHH DUGC PHAM USA - NIC _

LGIID ch KCNT&nTao OMTin.TP.HCIl

Chai 100

‘" Sibetinic 10

Flunarizin Ianqg Q

CHi BINH, CACH DONG, CHONG CHi BINH, )

THAN TRONG VA CAC THONG TIN KHAC:
Xin doc trong t hudng ddn sif dung.
TIEU CHUAN AP DUNG: TCCS

SDK/VISA: Ma Vac"

616X (lot.No)
Ngdy SX (Mfg. Date) :
Hon ding (Exp. Dafe) :

Mandacured by USA - NIC PHARMA Co., Ltd
Block 11D, Road C, Tan Tao IP, Binh Tan Dist., HCMC

W 2 - MAU NHAN Vi SIBETINIC 10 (1 vi x 10 vién nén) A&(

ff_

Rx
Sibetinic 10

(Tuing dudng flunarizin diydroclorid ... 11,8 mg)

Tiéu chudn 4p dung: TCCS/GMP - WHO
Sén xudt tai:

CONG TY TNHH DUOC PHAM USA - NIC

Rx
Sibetinic 10

Flunarizin 10 mg

(Tung dung funarizin dibydrociorid .. 11,8 mg)
Tiéu chudn dp dyng: TCCS/ GMP - WHO
Manufactured by:

USA - NIC PHARMA Co., Lid

Rx
Sibetinic 10

(Tung dutng fumarizin diydrockorid ... 11.8 mg)

Tiéu chudn p dyng: TCCS/GMP - WHO
Sén xudt taic

CONG TY TNHH DUOC PHAM USA - NIC

o S6 16 SX : HD:
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MAU NHAN THUOC PANG KY

3-MAU HQP SIBETINIC 10 (Hop 3 vi x 10 vién nén)

Rx THUOC BAN THEO BON
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CONG THUC :
(Tuong duong flunarizin dihydroclorid...11,8 mg)

Hop 3 vi x 10 vién nén

CHI DINH, CACH DUNG, CHONG
CHI D|NH, THAN TRONG VA CAC
THONG TIN KHAC: Xin doc trong
td huéng dén st dung.

mA_N_H ANH SANG.

VISQ/SBK: ovvvvvvnsionee,

Ma Vach
Tiéu chudin Gp dung: TCCS

BAO QUAN NOI KHO MAT, NHIET DO DUGI 30°C,

DE XA TAM TAY CUA TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

CONG TY TNHH DUQC PHAM USA - NIC

5616 SX (Lot. No)
Ngdy SX (Mfg. Date)
Hagn dlng (Exp. Date) :

L6 11D, Budng C, KCN Tan Tao, Q.Binh Tén, TP.HCM

San xuét tai;

Manufactured by:
USA - NIC PHARMA Co., Ltd
Block 11D, Road C, Tan Tao IP, Binh Tan Dist., HCMC

INDICATIONS, CONTRA-INDICATIONS,
DOSAGE, WARNINGS AND OTHER
INFORMATION:

Read the package insert carefully.
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4- MAU HOP SIBETINIC 10 (Hop 5 vi x 10 vién nén)

MAU NHAN THUOC PANG KY

ot auneqrs

Rx THUGC BAN THEO PON

Hop 5 vi x 10 vién nén

CONG THiC o cu}’mun,cﬂcuot]ﬂs.cndus
FUNGHZN ...vvvvoooe.ee . il Dt THAN TRONG VA CAC
flunarizin dinydrocionid...11 a0
(erg s oo T8 o e e o
' t& hudng dén st dung.
San xudt tai:

CONG TY TNHH DUQC PHAM USA - NIC

L6 11D, Budng C, KCN Tan Tao, Q.Binh Tan, TP.HCM

/]

Rx PRESCRIPTION DRUG

COMPOSITION :
Aunarizine

Excipients Qsp

Manufactured by:
USA - NIC PHARMA Co., Lid
Biock 11D, Road C, Tan Tao IP, Binh Tan Dist., HCMC

10mg
{Equivalent fo flunarizine dihydrochioride ... 11.8 mg)

1 tablet

Box of 5 blisters x 10 tablets

| BAO QUAN NOI KHO MAT, NHIET 80 DUGI 30'C,

TRANH Auﬂ_ SANG.

INDICATIONS, CONTRA-INDICATIONS,
DOSAGE, WARNINGS AND OTHER
INFORMATION:

Read the package insert carefully.

§616 SX (Lot. No)
Ngdy SX (Mig. Date) :
Han ding (Exp. Date) :
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MAU NHAN THUOC PANG KY

5- MAU HOP SIBETINIC 10 (Hop 10 vi x 10 vién nén)

.

Yot anuneqis

-

Rx THUGC BAN THEO DON Hop 10 vi x 10 vién nén

Sibetinic 104

Flunarizin 10 mg

| GMP-WHO|

- Eas 2

CONG THUC : CHI BINH, CACH DUNG, CHONG
Funarizin 10mg  cHI BINH, THAN TRONG VA CAC
(Tuong dudng fiunarizin dihydroclond... 11,8 mg) THONG TIN mﬂc;mdocrrong

T4 dugc va -1V 4o s8ng ddin st dung.

San xuét tai: 5
CONG TY TNHH DUQC PHAM USA - NIC

L6 11D, Budng C, KCN Tan Tao, Q.Binh Tan, TP.HCM P

Rx PRESCRIPTION DRUG

Sibetinic 104

Flunarizine 10 mg

Box of 10 blisters x 10 tablets

€ XA TAM TAY CUA TRE EM

OC KY HUGNG DAN SU DUNG TRUGG KHI DUNG

BAO QUAN NOI KHO MAT, NHIET B0 DUGI 30°C,

TRANH ANH SANG.

COMPOSITION : INDICATIONS, CONTRA-INDICATIONS,
Flunarizine 10mg  DOSAGE, WARNINGS AND OTHER
(Equivalent to flunarizine dihydrochioride . 118mg)  INFORMATION:

i

Manufactured by: BBX(otNo)
USA - NIC PHARMA Co., Lid Nody SX (Mig. Date)
Block 11D, Road C, Tan Tao IP, Binh Tan Dist., HCMC tion iing (Exp. Date) :

Tp.HCM, ngayd thdng /0 ndm 2016

KT.Téng Gidm Déc
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TO HUONG DAN SU DUNG THUOC
Vién nén SIBETINIC 10

(Thudc ban theo don)
SIBETINIC 10 - Vién nén
¢ Cong thirc (cho mét vién):
T e 10 mg
(twong duong flunarizin dihydroclorid........... 11,8 mg)
O 1 5 S —— V08 s 1 vién

(Lactose, dextrose anhydrous, tinh bt sén, PVP K30 (polyvinylpyrrolidon), DST (Natri starch | * f‘:"

glycolat), b0t talc, magnesi stearat).

¢ Tic dung duge Iy /M
Cic dic tinh dwoc lue hoc: g

- Flunarizin 1a thubc ¢6 hoat tinh chen kénh calci, khang histamin va an than. Thudc ngan :

chin su qua tai calci & té bao, bing cach lam giam calci tran vao quz«i mirc qua mang té bao.
Flunarizin khong tac dong trén sy co bop cua co tim, khong e ché nut xoang nhi hodc nhi
thét, khong lam ting tin s6 tim, khong c6 tac dung chdng ting huyét ap.

Cic dic tinh dwge dong hoc:

- Hép thu: Flunarizin dugc hip thu qua duodng tiéu héa <80%, dat nong do dinh trong huyet
twong trong vong 2-4 gid sau khi udng va dat trang thai 6n dinh & tudn thirc 5-6. Trong didu
kién d acid dich vi da day giam, sinh kha dung ca flunarizin c6 thé thap hon.

- Phan bd: Flunarizin gin véi protein huyét twong >99%. Thé tich phén b6 16m, khoang 78
litkg & nhimg nguoi khoe manh va khoang 207 lit’kg ¢ nhimg ngudi bénh dong kinh, c6
mirc do phan bd cao ngoai mach. Thube nhanh chéng qua hang rao méu-néo, nong d6 phan
b thudc & ndo gip khoang 10 14n so véi nong do trong huyét tuong.

- Chuyen hoé: Flunarizin dugc chuyén héa qua gan thanh it nhit 15 chét chuyén hoéa. Duong
chuyén héa chinh 1a CYP 2D6.

- Thai trir: Flunarizin dugc thai trir chu yéu qua phan theo duong mat dudi dang thudc gbe va
céc chat chuyen hoa. Sau khi uong 24-48 gid, c6 khoang 3-5% heu duoc thai trir qua phan
duéi dang thube goc va cdc chét chuyén hoa, va < 1% duoc bai tiét qua dudng tiét nu;u Nira
doi thai trir thay dbi nhiéu tir 5-15 gio & héu hét cac bénh nhan sau khi dung liéu don. O mot
s0 nguoi, nong d trong huyeét tvong cua flunarizin ¢6 thé do duge (>0,5 nanogam/ml) trong
thoi gian kéo dai (cho dén 30 ngay), dicu nay cé thé do su phéng thich thude tir cdc moé khéc.

- Dung liéu nhac lai: Nong do6 trong huyet ‘m’cmg ctia flunarizin dat dugc trang théi 6n dinh sau
khoang 8 tuan dung lidu nhic lai, mét 1an mdi ngay va khoang 3 1an cao hon so véi lidu don.

¢ Chi dinh:

- Du phong dau nira dau, chong mit.

- Piéu tri tri¢u chimg chéng mit tién dinh do rdi loan chirc ning hé thdng tién dinh.

¢ Liéu dung, cich dung:
- Du phong dau nira dau:
+ Bénh nhén < 65 tudi: 10 mg (1 vién)/ngay.
+ Néu trong giai doan dleu tri nay, xay ra c4c triéu chimg tram cam, ngoai thap, hoic c6 tac

dung khong mong mubn khac, nén ngimg diéu tri. Néu sau 2 thang khong c6 sy cai thi¢n
dang ké, bénh nhan duoc xem nhu 1a khéng dap tng va nén ngimg diéu tri.

- Pidu tri duy tri:
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+ Néu bénh nhan dap ung t6t va néu can didu tri duy tri thi nén giam liéu xudng trong 5
ngady voi lieu hang ngay nhu nhau va 2 ngay nghi méi tuan.

+ Néu diéu tri duy tri phong ngira thanh cong va dung nap t6t thi c6 thé ngimg diéu tri trong
6 thang va chi bat dau diéu tri lai néu tai phat.

- Chéng mat: Liéu hang ngay twong ty dung cho dau nira déu, nhung diéu tri khéi du chi kéo
dai cho dén khi kiém soat duqc triéu chimg, thuong la dudi 2 thang Néu khong c6 sy cai
thién déng ké sau 1 thang ddi v6i chéng mit man tinh, 2 thang ddi v6i chéng mit tu thé,
bénh nhén duge xem 1a khong dap (g va nén ngimg diéu tri.

- Liéu lugng & bénh nhan suy gan: Dung dang bao ché khac.

¢ Chéng chi dinh:

- Quéa mén véi flunarizin hay bét cr thanh phf;in nao cia thude.

- Khong dung flunarizin & bénh nhén c6 tién sir trAm cam hodc dang c6 triéu chimg Parkinson
trude d6 hodc cac rdi loan ngoal thap khac.

¢ Tic dung khéng mong muén:

- Thwong giap (ADR>/100)

+ Thén kinh trung wong: Budn ngt, mét moi.
+ Tiéu hoéa: Tang ngon miéng, ting can.
- it g@p (1/1000<ADR<1/100)
+ Than kinh trung wong: Tri¢u chimg ngoai thap (van dong cham, cimg co, ngdi nim khong
yén, loan van dong, run), tram cam.
+ Tiéu héa: Khoé miéng
- Hiém gip (ADR<1/1000) _
+ Tiéu héa: Budn non, dau da day.
+ Khiéc: Ting tiét sira. A
- Tén suét khong x4c dinh:
+ Than kinh trung wong: Lo ling.
+ Da: Phét ban
+ Co xuong: Dau co.

Théng béo cho béc si nhitng tic dung khéng mong mudn gip phai khi sir dung thude

¢ Tuwong tic véi thude khac:

- Vi@c ding ddng thoi rugu, thude an than va thudc ngu voi flunarizin lam tang tac dung phy
buodn ngu. Flunarizin khong bi chong chi dinh & bénh nhan dang dung thuoc chen beta.

- Dugc dong hoc cuta flunarizin khong bi anh hudng bai topiramat.

- Trang thai dugc dong hoc 6n dinh ctia topiramat khong bi anh huéng boi flunarizin.

- Vige sir dung lau dai flunarizin khong anh huéng dén ndng do trong huyét tuong cua
phenytoin, carbamazepin, valproat hay phenobarbital. Nong d¢ trong huyét tuong cua
flunarizin thuong thap hon mét it & nhitng bénh nhan dong kinh dang sir dung cac thudc tri
dong kinh loai nay so v6i nhimg nguoi khoe manh dung lieu tuong ty. Dy gan ket véi
p{Otein huyét tuong cia carbamazepin, valproat va phenytoin khong bi anh huéng khi dung
dong thoi flunarizin.

¢ Than trong khi diung thubc:

- Didu tri v6i flunarizin c6 thé gia ting triéu chimg ngoai thap, trAm cam va lam boc phat hoi
ching Parkinson, dic biét & nhitng bénh nhdn dé c6 nguy co nhu ngudi cao tudi. Do vy,
nén dung than trong & nhitng bénh nhéan nay.

- Trong mdt s6 trudng hop hiém, sy mét méi c6 thé tang lén trong khi diéu trj flunarizin.
Trong truong hop nay nén ngimg dicu tri. Khong duoc vuot qué lieu quy dinh. Bénh nhén
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phai dugc kham déu diin theo dinh ky, dac biét trong giai doan diéu tri duy tri, dé c6 thé phat
hién sém tri€éu chimg ngoai thép hay trAm cam va ngimg diéu trj. Néu trong diéu tri duy tri
khong hiéu qua thi ngimg diéu tri.

¢ Tic djng ciia thude khi ldi xe va vin hanh miy méc:
- B&i vi budn ngu ¢ thé xay ra, dic biét lic bé'.tu dau diéu tri nén than trong trong cac hoat
dong nhu lai xe hodc van hanh may méc nguy hiém.
¢ Sir dung cho phu nir ¢6 thai va cho con bi:

- Chua c6 nghién ctru xac nhéan su an toan cua flunarizin khi ding trén phu nir mang thai. Do
d6 khong sir dung thudc nay trén phu nir mang thai, trir khi lgi ich vugt tri so véi kha nang
nguy co cho thai.

- Khéng biét flunarizin ¢6 phan bd vao sira _hay khong, nén cén nhic hoic tranh str dung thude
trong thoi gian cho con bu hodc ding thude va ngimg cho con bu.

¢ Qua lidu va cach xir tri:

- Trle;u chimng: Buon ngu va suy nhugc ¢6 thé xay ra. C6 vai truong hop qua liéu cap (liéu cae
dén 600 mg ubng 1 1an) da dugc bao cdo, dd quan sét thiy céc triéu chimg: budn ngu, nlj‘ip
~ tim nhanh, kich dong. /

- Piéu tri: Khong c6 thude giai doc dgc hi¢u. Trong vong 1 git sau khi udng qua lidu nén sic
rira da day. C6 thé dung than hoat néu thay thich hop.

¢ Trinh bay:
- Hop 3 vi x 10 vién

- Hop 5 vi x 10 vién *'
- Hop 10 vi x 10 vién /w
- Chai 100 vién

¢ Han dung:

- 36 thang ké tir ngay san xuét.
¢ Bido quin:
- Noi khd mét, nhiét d6 du6i 30°C, tranh anh sang.
¢ Tiéu chuin: TCCS
PE XA TAM TAY CUA TRE EM
PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC N
KHONG DUNG THUOC QUA HAN SU DUNG

TH(")NQ BAO CHO E;AC SI NHUNG TAC DUNG KHONG MONG MUON GAP PHAI
KHI SU DUNG THUOC E

CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
L6 11D dudng C — KCN Tan Tao — Q.Binh Tén — TP.HCM
7, DT (08) 37.541.999 — Fax: (08) 37.543.999

TP. HCM ngay 07 thang 10 nam 2016
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