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Thanh phdn: M&i vién nén chia:
Flunarizin dihydroclorid

tuong ung vai Flunarizin.......10mg
Ta dugc vifa ..., 1 vién

Tiéu chudn: TCCS
Béo quan: Noi khd, nhiét d duti 30°C.

Chi dinh, Chéng chi dinh, Cich diing, DE xa tim tay tré em.
Ligu diing va céc théng tin khic: Xem Poc ky hudng dan st dung trudc khi ding
& huting dAn sif dung thudc bén trong hop
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Flunarizin dihydroclorid

Lan dau:, 23,703 2006
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MEDISUN

Compositions: Each lablet contains:
Flunarizine dihydrochloride

equivalent Flunarizine..................10mg
Excipients q.5f..........................1 tablet

Indication, Cotraindication, Administration
Dosage and other informantion:

tuong ung véi Flunarizin 10mg

HOP 10 Vi X 10 VIEN NEN

GMP - WHO

Specifications: Manufacturers.
Storage: Store in a dry place, below 30°C.

Keep out of reach of children.
Carefully read the accompanying instrutions before use.

Manufactured by:

MEDISUN PHARMACEUTICAL J.S.C
_ME__M 521 An Loi, Hoa Loi, Ben Cal, Binh Duong

MEZAPIZIN

Rx PRESCRIPTION DRUG

MEZAPIZIN 10

Flunarizine dihydrocloride
equivqglent Flunarizine 10mg

BOX OF 10 BLISTERS OF 10 TABLETS
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Hurong dan sir dung thuéc
Thuoc ban theo don
MEZAPIZIN 10

- DANG THUOC: Vién nén.
- QUI CACH DPONG GOI: Hop 10 vi x 10 vién. Kém theo t&r huéng din st dung thudc.
- CONG THU'C: Mdi vién nén chira:

Flunarizin dihydroclorid

twong ung Flunarizin 10mg

Ta duoc vira du I vién
(Td duwgc: lactose, tinh bét sin, amidon, pregelatinized starch, gelatin, magnesi stearat,
crospovidon)
-DUQC LUC HQC:
Flunarizin l1a dan chét difluor cua cinarizin.
Flunarizin ¢ tac dung khang histamin, an thin va déi khang chon loc kénh canxi, lam giam qua
trinh vén chuyén canxi vao trong té bao do véy thudc lam gidn mach mau, dic biét 1a mach mau
ndo.
Flunarizin khong tac dong Ién su co bop va dan truyén co tim.
-DUQC DONG HOC:
* Hap thu: Flunarizin hép thu tét tai duong tiéu hoa (> 80%). dat ndng dé dinh trong huyét
twong trong vong 2 dén 4 gio sau khi udng. Trong diéu kién acid da day giam (ndng do pH da
day cao), sinh kha dung ctia Flunarizin c6 thé thip hon.
* Phan bé: Flunarizin gin két protein huyét tuong > 99%, dat nong do dinh trong huyét twong
trong vong 2-4 gior va dat trang thdi 6n dinh & tuan thir 5-6. Thé tich phéan bd 16n, khoang 78
L/kg ¢ nhirng ngudi khoe manh va khoang 207 L/kg ¢ nhirng bénh nhéan dong kinh chimg to
kha nang phan bd cao & cac mo ngoai mach. Thude nhanh chéng qua hang rao méau nio, nong
dé & ndo gap khoang 10 lan so véi nong dg trong huyét tuong.
. Chuyen héa: Flunarizin dugce chuyén héa qua gan thanh it nhat 15 chat chuyén hoa. Puong i
chuyén héa chinh 1a CYP2D6. |
* Thai trir: Flunarizin thai trir chu yéu qua phan theo dudong mat dudi dang thube gde va cic
chat chuyén héa. Trong vong 24-48 gio sau khi ubng, c6 khoang 3- 5% liéu dugc thai trir qua
phan dudi dang thuoc gbc va cac chat chuyén héa, va <1% dugc bai tiét & dang khong chuyen
hoa trong nude tiéu. Thoi _gian ban huy thay doi nhiéu trong khoang tir 5-15 giv ¢ hau hét cac _
bénh nhén sau khi ding liéu don. O mét s6 nguoi cho thay nong d¢ huyét tuong cua Flunarizin =~ <,
c6 thé do luong dugce (> 0,5 ng/ml) trong thoi gian kéo dai (cho dén 30 ngay), diéu nay c6 thé
do s tai phan bé thude tir cac mo khac.
- CHI PINH:
+ Du phong dau nira dau ¢6 dién (co déu hiéu bao truée nhu mo mét, choi mit...) hodc dau nira
dau dang thong thuong (khong co dau hi¢u bao trugc).
+ Diéu tri triéu chimg chong miit, hoa mét, U tai,... do r6i loan tién dinh.
- LIEU LUQNG - CACH SU DUNG: Thubc ban theo don ,’Z{
Duw phong dau nira dau: Jle—
Piéu tri ban du
+ Bénh nhéan < 65 tu01 Liéu khuyen cao Flunarizin lOmgfldnfngay uong vio budi t01
+ Bénh nhan > 65 tudi: Liéu khuyén cao Flunarizin Smg/lan/ngdy, uéng vao budi toi.
Ngimg diéu tri, néu:
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3énh nhén c6 biéu hién tram cam, hdi chitg ngoai thap hodc cac triéu ching khac xay ra trong
thoi gian diéu tri.
- Sau 2 thang diéu tri ban dau, tinh trang bénh khong tién trién.
Diéu tri duy tri
- Tlep tuc diéu tri duy tri neu bénh nhan dap tng diéu tri t6t va nhan thay can phai diéu tri duy
tri. Liéu diéu tri duy tri glong licu diéu tri ban dau tuy nhién trong 1 tuan chi uéng thude trong
5 ngay sau do nghi 2 ngay lién nhau.
- Néu diéu tri duy tri thanh cong va thude dung nap tét, co thé ngirng diéu tri sau 6 thang va chi
dung lai thude néu bénh tai phat
Dleu tri chu ung cho ong mqt, roi loan tién dinh:
- Liéu khuyén céo gidng nhu diéu tri chirg dau nira dau tuy nhién thoi gian diéu tri chi kéo dai
cho dén khi kiém soat dugc triéu ching, thuong la dudi 2 thang
- Sau 1 thang diéu tri chéng mat mén tinh hodc sau 2 thang diéu tri chirng chong mat tur thé ma
bénh khong cai thién, bénh nhan dugc coi nhu 1a khong déap tmg voi thude va nén dirng diéu tri.
- CHONG CHI DINH:
+ Bénh nhian mén cam véi flunarizin hodc véi cac thude chen kénh canxi ¢6 cling cau tric voi
flunarizin hodc véi bat ctr thanh phan nao cua thudc.
+ Bénh nhan c6 tién str médc bénh tram cam, bénh Parkinson hodc chirng rdi loan ngoai thap
khac.
- THAN TRONG:
+ Bénh nhan bj bénh gan hodc rdi loan chuyén hoa porphyrin.

+ Flunarizin c¢6 thé lam gia tang triéu chimg ngoai thép, tram cam va boc phat héi chimng

Parkmson dic biét & bénh nhén dé ¢6 nguy co nhu nguoi gia.
+ Trong qué trinh diéu tri, khi thdy cam giac mét moi tang Ién thi phai ngimg str dung thude.
+ Bénh nhéan nén di kiém tra strc khoé dinh ky, dac biét trong giai doan diéu tri duy tri dé c6 thé
sém phat hién hoi chirg ngoai thap hodc tram cam, va dimg diéu tri.
- PHU NU' CO THAI VA CHO CON BU:

+ Thoi ky mang thai: Cac nghién ciru trén dong vat cho thay thudc khong cé hai truc tiép hay B oo
gian tiép dén sy sinh san, su phat trién cta phoi thai va tién trinh thai nghén. Tuy nhién, do tinh ££A7T18

an toan cua thudc trén phy nir mang thai chua duge dénh gia day du, khong dung flunarizin cho
phu nir mang thai.

+ Thoi ky cho con bu: Nghién ciru trén dong vat di chimg to flunarizin duoc bai tiét vao sita me
véi nong do cao hon néng do trong huyét twong. Chua c6 dir lidu noi vé su bai tiét cua thude
vao sira ngudi. Do dé khong khuyén cao sir dung flunarizin cho phu nit cho con bu.

- TAC PONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thude c6 thé gy budn ngu ddi v6i bénh nhan, dic biét trong giai doan di¢u tri ban déu, do dé
can than trong khi 1ai xe hodc van hanh may moc.

- TUONG TAC THUOC:

+ Dung két hop véi thude kich thich enzym gan (carbamazepin, phenytoin) ¢6 thé lam ting
chuyén hoa cua flunarizin. Do do, can phai tang liéu flunarizin.

+ Rugu va thude an than cé thé lam tang tac dung phu budn ngu cua flunarizin.

- TAC DUNG KHONG MONG MUON:

+ Céc tac dung phu xay ra khi bat dau dung thudc thuong & mirc d6 nhe, bao gom budn ngu,

mét moi, tdng can hodc c6 cam giac thém an. /
+ Rét hiém gap: <1/10.000: f

Tam than: mat ngy, lo du
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. AR kink: bon chdn ding ngdi khong yén, van dong cham chap, cimg co dang banh xe rang
stza, 14 loan van dong, run nguyén phat, roi loan ngoa thap, parkinson, budn ngu, run.

7 Mazh: ha huyAt ap
r T1€u hoa: non
| Co xwong va mé lién két: cimg co
Da va mo dudi da: ban do
Sinh duc, vi: tang tiét sira
Théng bdo cho bdc si nhitng tic dung khong mong muén trong qud trinh sir dung thuéc.
- QUA LIEU - XU TRi QUA LIEU:
* Triéu chimg: Dua vao tinh chit ¢uoc 1y cua thude, budn nga va suy nhuoc cé thé xay ra. Mot
vai truong hop qué lidu cap (cao dén 600mg udng 1 1an) da duge bao cao, triéu chimg duge quan
sat 1a budn ngu, kich dong va nhip tim nhanh.
* Piéu tri: Khong co thude giai doc dac hi¢u. Trong truong hop qua lxcu hodc vo tinh ngd doc
thudc, bao ngay cho nhan vién y té dé ap dung nhiing bién phap ho trg can thiét. Trong vong 1
gio sau khi udng qua lidu, nén rira da day. Co thé dung than hoat néu tha) thich hop.
- HAN DUNG: 36 thang ké tir ngay san xuat. Khong dwgce dung thube di qua han ding. Khl
thude c6 biéu hién bién mau, vién am, vi rach, mo nhan...hodc ¢6 biéu hién nghi ngo khac pha
hoi lai noi ban hodc noi san xuat theo dia chi trong don.
-BAO QUAN Noi kh, nhiét do dudi 30°C. P
-TIEU CHUAN AP DUNG: TCCS i
o g PE XA TAM TAY TRE EM f G

"ch ky huwong din s dung truoc khi amg
Néu cin thém thong tin xin hoi y kién b ST ¥, i

THUOC SAN XUAT TAI:

Tén co s san xua‘r CONG TY CO PHAN DUGC PHAM ME DI SUN va. o%nwc’me
Dia chi: S6 521, 4p An Loi, xa Hoa Loi, huyén Bén Cat, tinh Binh Duong P.TRUCNG PHONG

S6 dign thogi: (0650) 3589036 — S§ Fax: (0650) 3589297 . ]\crz ¢ E/é[m,g; 77 ing
CONG TY CP DUQC PHA

Giam doc
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