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Flunarizin dihydroclorid
tuong Ung vdi Flunarizin................10mg

BUIPUA(IS

Wiaw bupa ugin g Xja g Xy | doy

BE XA TAM TAY TRE EM, DOC KY HUONG DAN 5L

Thanh phan: Méi vién nang mém chira:
DUNG TRUOC KHI DUNG,

Flunarizin dihydroclorid
tm Li‘hg vai Flunarizin 10mg Co'sd sy xudi:

Ta duioc vl TVIEN  CONG TY €6 PHAN DUGC PHAM HA TAY

Chi dinh, cich diing, chong chi dinh va cac théng tin 16 dan pho 56 4, P, La Khé, Q. Ha Bang, TP Ha Né

khic: Xem trong t& hudng dan st dung thudc kém theo. 0‘ PHA'
“BYoad : . SDK (Reg.No); 0 No
o BO Y T}_;_" guan: Noi khé, nhist 84 dudi 30°C, SB18 5X (LotNo): DUUC PHAM
. s Tiéu chudn 4p dung: TCCS NSX (Mfg. Da HA TAY
CUC QUAN LY DUDC HD (Exp. Date)) )
DA PHE DUYET R« Prescription only
77 A% '"'i

A
' i' )
/

e Sihendina

Flunarizine dihydrochloride
equivalent to Flunarizine................10mg

Sihendina

C ition: Each softgel co KEEP OUT OF REACH OF CHILDREN. CAREFULLY
Hunarizine d,-hydmh,ogde READ THE ACCOMPANYING INSTRUCTIONS BEFORE
equivaient to Flunarizing ..., 10mg USE
Excipients q.s.f. 1 softgel
Indications, administration, contraindications
and other information: Ses the package insert
inside.
| Manulaciured by:
Specification: Manufacturer’s HATAY PHARMACEUTICAL 1.5.C
Storage: Store in a dry place, below 209 Population groups No. 4, La Khe Ward, Ha Dong

District, Ha Mai City
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MAU NHAN TUI NHOM

SIBENDINA
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HUONG DAN SU DUNG THUOC

1. Tén thube: o SIBENDINA

2. Cac dau hiéu cin luu vV va khuyen cio khi diing thude
“Thude nay chi dung theo don thude™
“Pé xa tAm tay tré em” ;;; o8 PHAN
“Boc ky huéng dén st dung truée khi dung” \ *"k DUGC PHAM
3. Thanh phan cong thire thude: Moi vién nang mém chia: A TA
Thanh plzcm duoe ehdt: Flunarizin dihydroclorid tuong tng véi flunari3 2
Thanh phan td dwge: Dau dau nanh. dau co, sap ong tring, aerosil, lecithi 5 Tr. fin, glycerin,
dung dich sorbitol 70%, nude tinh khiét, titan dioxyd, vamlm, nipagin, nipasol, sunset
yellow, ethanol 96%.
4. Dang bao ché: Vién nang mém.

M6 ta: Vién nang mém, hinh elip, mau vang cam nhat. Vién kho cAm khéng dinh tay, bén
trong chira hon hop thude long mau tring sita.

5. Chi dinh
Diéu tri chiing dau nira diu kéo dai khi cac liéu phap khac khong hiéu qua hodic kém dung
nap.

6. Cach ding, liéu dung M

* Cach dang: Thuf’)c diing dudng udng, nén ubng thude vaong 161 t6i trurde khi di nga boi vi
nguy co gay budn ngu va ngu ga. \
* Liéu dung: '

Newroi l6n dudi 65 tubi:

Ucmg Smg/ ngay vao budi toi tir 4 dén 8 tuin. Néu trong giai doan nay, xay ra cac tri¢u chirng
tram cam, triéu chimg ngoai thap hodc céc tic dung khong mong muon nghiém trong khac thi
nén ngimg diéu tri. Néu sau 8 tuan khong c6 su cai thién déng ké, bénh nhan dugc xem nhu
la khong dap (g va nén ngirng diéu tri.
Trong trudong hop khong du dép tng lam sang, c6 thé xem xét tang liéu dén 10 mg (1 vién)
mdi ngay tity thude vao kha ning dung nap thude ctia bénh nhan.
Thai gian diéu trj khéng duge vuot qua 6 thang.
Tré em < 12 tudi:
Hi¢u qua va d an toan cua flunarizin chua dugc thiét lap. Khong nén st dung flunarizin ¢ tré
em dudi 12 tubi.
7 Chf‘mg chi dinh

- Qué man véi flunarizin hay bit cit thianh phan nao ctia thube.
- Bénh nhan bj trdm cim hoic co tién st trAm cam.
- Bénh nhén cé triéu chirng Parkinson trurdge do.
- Bénh nhén ¢6 cac réi loan ngoai thap khac.
8. Cinh bio va than trong khi ding thude
Tricu clurng neoal thap, tram cam va bac phat hol ehieng Parkinson
Do flunarizin ¢6 thé 1am tang cdc tridu chimg ngoai thap va trim cam va bac phat hdi chimg
Parkinson, diic biét trén ngudi cao tudi. Do vy, nén dung thin trong trén cdc bénh nhan nay.
Khéng str dung thude qua liéu khuyén cdo. Bénh nhén cin dwoc kham dinh ky déu din, dic
biét trong thoi gian diéu tri duy tri dé c6 thé phat hién sém céc triéu chimg ngoai thap hay
trim cam va ngimg didu tri kip thoi.
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Tri€u chimg ngoai thap co thé xuét‘ hi¢n mudn (khoang 1 nim). Hau hét cic truong hop
khong nang, nhung ¢6 thé tén tai nhiéu thang sau khi ngimg diéu trj (thoi gian thoai lui truﬁg
binh khoang 3 thang). Sur cai thién ¢6 the khong hoan toan va c6 thé cin mot lidu phap diéu
tri bang thuoc chéng Parkinson. Trong mot vai truong hop, tri¢u chiing nay c6 thé vin ton tai
mic du da diéu tri. '
Cac tredmg hop bi hoi chimg trdm cim da dugce bio cdo, xuit hidn sau 5 dép.8-
bat dau diéu tri. Cac truomg hop nay thuong khong ning, nhung trong ot var -t

e : . 5 : not-var-ti{fong hop,
phai ké don thuoc chong trim cim cho bénh nhan hodic diéu tri troAg, bénhiviéu oL
! = " ’n

Neuy co tang can (= COPHAN \%
Bénh nhén c6 thé tang can khi didu tri véi flunarizin. o o iy
Mét moi N\

Trong cac truong hop hiémigap mét moi ¢o thé gia tang trong thoi gian dietswd#funarizin:
néu tinh trang nay xay ra, cén ngirng diéu tri.

Canh bao vé cdc thanh phan td divoe

San phim nay ¢ chira:

Sunset yellow, nipagin, nipasol: Co thé giy phan tng di timg (c6 thé phan trng mudn).

Déu ddu nanh: Khéng nén st dung cho bénh nhan bi di ung voi diu ddu nanh.

9. Sir dung thude cho phu nit ¢6 thai vi cho con b

* Phu nit co thai

Khong ¢6 dir liéu vé viée sir dung flunarizin & phu ni mang thai\\C4c nghién ciru trén dong
vit cho thay thuoc khong c6 hai truc Fiép hay gian tiép dén su sinh'san, su phat trién cta phoi
thai/ thai nhi, sinh dé hodc su phét trién sau khi sinh.

Tuy nhién, do tinh an toan cia thudc trén phu nit mang thai chwa duge danh gia day duo,
khong diing flunarizin cho phu nit mang thai.

* Phu nir cho con bu

Nghién ciru trén dong vat da chig to flunarizin dugce bai tiét vao sita me véi néng do cao
hon néng dé trong huyét trong. Chua cé di liéu noi vé su bai tiét cia thube vao sira nguoi.
Do d6 khéng khuyén cdo sir dung flunarizin cho phu nir cho con bi. Quyét dinh ngimg cho
con b hodc tiép tuc/ ngimg diéu tri biang flunarizin nén tinh dén loi ich cta viée cho con bu
sira me doi véi tré va loi ich ctia viée diéu tri cho ngudi me.

10. Anh huong cia thude [én khai ning lii xe va vin hanh may méc

Thudc ¢6 thé gay bubn ngu d6i v6i bénh nhén, dac biét trong giai doan diéu tri ban dau, do do
cén than trong khi lai xe hodc vin hanh may moéc.

11. Twong tac, twong ky, cia thudc

11.1. Twong tic cua thude:

Ciéc két hop khong duwoc khuyén cdo

Riro/Cén: Rugu/Con 1am tang tac dung an thn. Mirc d6 suy giam cta y thie ¢6 thé giy
nguy hiém khi lai xe va stt dung may méc. Tranh dung céc dd ubng ¢o ruou/edn va cac thude
chira ruou/con.

Cic két hop cin liweu

Céc thude atropinic: Can nhic khi sir dung cdc hoat chét atropinic ¢é thé 1am ting tac dung
khéng mong mudn cta cdc thube nay va ting nguy co bi tiéu, ting nhin ap cip tinh, tdo bon,
kho miéng...

Céc thube atropinic khéc nhau bao gdm cac thude chéng trim cam imipraminic, hau hét cac
thude khéng histamin H1, thudc diéu tri Parkinson khéng cholinergic, thudce chéng co thit
atropinic, disopyramid, thude an thin kinh phenotiazinic va clozapin.
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Cde thuée an than: Can nhic khi su dung cac thudce hodc hoat chit ¢6 thé lam ting tac dung
an than cua chang trén hé théng than kinh tr ung uong va lam giam tinh tdo. Vi du nhu cac
dan xut morphin (diéu tri giam dau, chita ho va diéu tri thay thé), thude an than kinh, cic
thu6e nhém barbituric, cdc thube nhém benzodiazepin, cic thude giai lo 4u kha
nhém benzodiazepin (vi du meprobamat), thudc ngu, thude chéng tranyCam ed 44e ung an
thin (amitriptylin, doxepin, mianserin, mirtazapin, trimipramin), thudg kT]'Ei[,kgr\J\HSiﬂl i1 cé
tic dung an than, thude diéu tri ting huyét ap tac dung lén than kinh ‘Lﬁmg wrng;xbﬂc'
thalidomid. +\ DUOC PHAM

Ciic két hgp khic

Topiramat: Duge dong hoc cta flunarizin khong bi anh huong boi [Opll‘a o hot gian
su dung dung thoi flunarizin va topiramat 50 mg moi 12 gio, nong dé flunarizin trong co thé
tang 16% & bénh nhin dau nira dau so vai 14% & nhitng bénh nhan chi diéu tri véi flunarizin.
O nong dd hang dinh, duge dong hoe cia topiramat khong bi dnh huéng béi flunarizin,
11.2. Twong ky, cua thuée: Do khong c6 cic nghién ciru vé tinh twong ky cua thude, khong
tron 1an thudc nay véi cac thude khac.
12. Tac dung khéng mong mubn ciia thude
Tinh an toan ctia thude duge danh gid trén 247 bénh nhan tham gia vao| nghiém c6 kiém
chiing gia duge, mét thir nghiém trong diéu tri dau nira diu, mot thir nghiém trong diéu tri
chéng mat va trén 476 bénh nhan duoc diéu tri bang flunarizin tham Uldl vao 2 thor nghiém co
kiém sodt vai 1 chat so sanh cé hoat tinh duogc sur dung trong diéu tri chong mat va/hoac dau
ntra ddu (chi dinh trong diéu tri chong mit di bi thu hoi béi bt loi trong ty 18 loi ich va nguy
co). Dya trén dir liéu an toan gop tir cac thir nghiém 1am sang nay, cac tac dung khong mong
mudn thuong gip nhét (ty 1é > 4%) la: ting cin (11%), budn ngt (9%), traim cam (5%), ting
ngon mi¢ng (4%) va viem mai (4%).
Céc tdc dung khong mong muon dugc liét ké theo h¢ co quan va tan sudt gip duoc sip xép
nhu sau: rat thuong gap (2 1/10); thuomg gip (1/100 < ADR <1/10); it gap (1/1000 = ADR <
1/100); hiém gap (1/10. 000 < ADR < 1/1000); rAt hiém (<1/10.000), khong ro tan suét (khong
thé uéc tinh tir dir liéu san co).

, Rat
5 tho . ; Thiron Py . a0 3 7
Htlong w0 thieong s It gap Khong ro tan suat
quan - sap
gup o
Nhiém khuédn va
nhiém ky sinh Viém miii
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Bat thuong phC}i Chirng bon chén ding ngéiT
hop van déng, mat | khong yén, van dong cham
o gk ' dinh  huéng, ngu | chap, cirng co dang banh xe
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13. Qud liéu va cdch xir tri

Quii liéu: Dra vio tinh chét duoc Iy cia thude, budn ngu va suy nhuge c6 thé xay ra. Mot vai
trudmg hop qué lidu cap (lidu 16n hon 600 mg) da duoc béo cdo, triéu chimg duge quan sat la
budn ngu, nhip tim nhanh, kich déng,

Cich xir tri: X1t tri qua liéu bao gom: dung than hoat, diéu tri triéu chung. Khong co thude
giai doc dac hiéu.

14. Pic tinh dwge lwe hoc:

Nhém duwge lj: Thude chéng dau nira déu, ma ATC: NO7CA03,

Co ché tic dung

Flunarizin ¢6 tac dung khdng histamin (H1), khang dopamin (antidopaminergic va @rc ché pho
giao cam (anticholinergic).

Flunarizin la thudc déi khédng calci co chon loc. Thube ngin chin sur qua tai calci té bao, bing
cach giam calci tran qua mirc qua méng té bao. Flunarizin khong tic dong trén su co bop va
dan truyén co tim,

15. Diic tinh dwge dong hoc

Thuoce duge hap thu t6t, dat ndng do dinh trong vong 2-4 gio va dat trang thai 6n dinh & tuan
thtr 5-6.

‘ f'_ No-®yiiea
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Hiip thu: Flunarizin hap thu tot tai dudng ti€u hoa (> 80%), dat néng do dinh sau 2-4 gio sau
khi udng. Trong diéu kién acid da day giam (ndng do pH da day cao/sq@'r 4. d
flunarizin cé thé thip hon. p. £ !
Phan bé: Flunarizin lién két protein huyét tuong trén 99%. Thé tu,‘({ Haﬁf\rbo'k‘o* '
78l/kg ¢ nhitng ngudi khoe manh va khoang 207 l/kg & nhirng bénh| ﬁhan
hi¢n pham vi phan b cao ngoai mach. Thude nhanh chéng qua hané\
ndo gip khoang 10 lan s0 véi nong do trong huyét tuong.

C!m_yen héa: Flunarizin dugc chuyén héa qua gan thanh it nhat 15 cha
chuyén héa chinh 1a CYP2D6.

Thdi trir: Flunarizin chi yéu dugce bai llet duéi dang khoéng chuyén hoa va dudi dang chat
Lhuyen hoa trong phan qua mat. Sau khi uong 24-28 gio, ¢b khoang 3-5% liéu flunarizin da
dang duoc thi trir qua phin dudi dang khong chuyén hoa va chuyén héa, va 1% duge bai tiét
dudi dang khéng chuyén hoa qua duong tiéu. Thoi gian ban thai thay dbi uhxcu tor 5-15 gio &
hau hét cac bénh nhin sau khi dung liéu don. O mot sé ngudi cho thdy nong do huyet trong
ctia flunarizin ¢6 thé do ludng duge (> 0,5mg/ml) trong thoi gian kéo dai (cho dén 30 ngay),
diéu nay co thé do su phong thich thude tir cac md khac.
Da liéu: Nong, do huyét twong cia flunarizin dat dugc trang théi on\\heth sau khoang 8 tudn
diing mot 1in mdi ngay, va cao hon khoang 3 lin nong d6 huyét tuonlg cua flunarizin sau khi
dang mot liéu don, Nong dé flunarizin & trang thai on dinh twong Gng véi khoang liéu thay
déi tir Smg - 30mg.

16. Quy cach dong goi
Hop 1 thi x 3 vi x 10 vién nang mém. Kém theo to hucyng déan sir dung bén trong hop.
17. Piéu kién bao quin, han ding, tiéu chuin chit lwong thude
- Diéu ki¢n bio quan: Noi kho, nhiét d6 dudi 30°C.
- Han ding: 24 thang ké tir ngay san xuét.
- Tiéu chuin chit lwong thuse: TCCS,
18. Tén, dia chi ciia co sé sin xuit: o
Tén co'sé san xuit : CONG TY CO PHAN DUQC PHAM HA TAY
Pia chi: T6 dan phd sb 4, P. La Khé, Q. Ha Pong, TP. Ha Noi
DT: 024.33522203 FAX:024.33522203
PT: 024.33824685 FAX: 024.33829054
Hotline: 02433522525
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