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PHAN:
Méi vién nang cling chia: Déxalﬁmtzytréem.’
e A — 5 mg | Poc ky hudng din sit dyng
: o5 | trudc khi ding.

............... moét vien | Khdng dung qua lidu chi dinh.

Chi dinh, cdch ding, liéu ding, .
chong chi dinh va c4c th6ng tin San xuat ti:
khdc: Xin doc trong td hudng | CONG TY 03 PHAN DUGC PHAM OPV
din st dung. S6 27, Dudng 3A,

Khu Cong Nghiép Bién Hoa II,
Bio qudn & nhiét d6 dudi 30°C, Phudng An Binh,
noi khé rio, trinh 4nh sang. Tp. Bién Hoa, Tinh Péng Nai.

D :
I\ Thudc bin thco don WHO-GMP

Bliimayentio:

U/ Flunarizin 5 mg
(Dudi dang Flunarizin dihydroclorid)

HOP 5 Vi x 10 VIEN NANG CONG

Keep out of reach of children.
Each hard gelatin capsule contains: | Read carefully the enclosed
Flunarizine............c.ccoccucenn. 5 mg | insert before use.

(As Flunarizine drochloride) Do not exceed recommended
Excipients q.s. ...one capsule | dosage.

Indications, administration, Manufactured by:
dosage, contraindications and OPV PHARMACEUTICAL JOINT STOCK CO.

other information: See the insert. No. 27, 3A Street,
Bien Hoa II Industrial Zone,
Store at temperature below 30°C, An Binh Ward,

in a dry place, protect from light. Bien Hoa City, Dong Nai Province.
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Flunarizine 5 mg
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. THANH PHAN: PExa tAm tay tré em.
M&i vién nang ciing chia: Poc k§ hudng din sit dyng
FIUNALZIN. ... 5mg | trude khiding.

Khong ding qué liu chi dinh.

Chi dinh, cdch dung, liéu ding, | Bio quin & nhiét d6 dui 30°C,
chéng chi dinh va cdc théng tin | noi khé rdo, trinh 4nh sing.

khdc: Xin doc trong td huéng
din sit dyng.

S4n xuit tai:

CONG TY CO PHAN DUGC PHAM OPV
S6 27, Budng 3A, Khu Cong Nghiép Bién Hoa II,
Phuodng An Binh, Tp. Bién Hoa, Tinh Pdng Nai.
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Flunarizin 5 mg
(Dudi dang Flunarizin dihydroclorid)

- HOQP 10 Vi x 10 VIEN NANG CONG

COMPOSITION: Keep out of reach of children.
Each hard gelatin capsule contains: | Read carefully the enclosed
FRUNArizine. ...........corvvereveenns 5 mg | insert before use.
(As Flunarizine dxhydrochlorude) Do not exceed recommended
Excipients q.5............ one capsule | dosage.
Indications, administration, | Store at temperature below 30°C,
dosage, contraindications and | in a dry place, protect from light.
other information: See the insert.

p Manufactured by:

o/ u

OPV PHARMACEUTICAL JOINT STOCK CO.
No. 27, 3A Street, Bien Hoa II Industrial Zone,
An Binh Ward, Bien Hoa City, Dong Nai Province.
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Blumayentie:

Flunarizine 5 mg
(As Flunarizine dihydrochloride)

BOX OF 10 BLISTERS x 10 HARD GELATIN CAPSULES

Flunavertig 10 x 10_DE01_V1

(07

|

(Dudi dang Flunarizin dihydroclorid)
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Flunarizin 5 mg
(Dudi dang Flunarizin dihydroclorid)

@ Sin xuflt tai: CTCPDP OPV
Pharmacevticals WHO - GMP

Flunavertig®

Flunarizine 5 mg
(As Flunarizine dihydrochloride)

Manufactured by:
OPV PHARMACEUTICAL
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Doc ki huéng din si dung trudc khi ding ) S
Thong bao ngay cho béc sy hodc dugc sy nhifng tac dung khéng mong m \ﬂ'm‘p*/ﬁﬁl khi sir
dung thudc

1. THANH PHAN CONG THUC THUOC: M vién chia:

Hoat chét: Flunarizin (du6i dang flunarizin dihydroclorid) ............. 5 mg

T4 dugc: Lactose dap thdng, tinh bot ngd, talc, silic oxyd dang keo khan, magnesi stearat.

2. DANG BAO CHE: Vién nang ciing.

3. QUY CACH BONG GOI

Hop 5 vi x 10 vién nang ciing.

Hop 10 vi x 10 vién nang cting.

4. DUGC LUC HQC

Nhém duge ly: Thude chdng chong mait.

Ma ATC: NO7CA03 )
Flunarizin 1a thudc c6 hoat tinh chen kénh calci, khang histamin va an thdn. Thudc ngin chin sy

qua tai calci & t€ bao, bang cach lam gidm dong calci vao qud mdc qua mang t& bao. Flunarizin
khong tdc dong trén su co bop ca tim, khdng Gc ché nit xoang nhi hoic nhi that, khdng lam ting
tan so tim, khdng co tac dung chdng ting huyét ap.

5. DUGC BONG HOC

Hap thu: Flunarizin dugc hdp thu qua dudng tiéu héa < 80%, dat ndng do dinh trong huyét tuong
trong vong 2 dén 4 gid sau khi udng va dat trang thai 6n dinh & tudn thd 5 — 6. Trong diéu kién do
acid dich vi da day gidm, sinh kha dung clia flunarizin c6 thé thdp hon.

Phan bo* Flunarizin gin véi protein huyét tuong > 99%. Thé tich phan bd 16n, khodng 78 lit/kg &
nhiing ngudi khde manh va khodng 207 lit/kg & nhiing b&nh nhan dong kinh, c6 mdc do phan bd
cao ngodi mach. Thudc nhanh chong qua hang rao mau — nao, ndng do thudc & nao gdp khodng 10
I4n so v6i ndng do trong huyét tuong.

Chuyén hda: Flunarizin dugc chuy&n héa qua gan thanh it nhat 15 chat chuyén hoa. Pudng chuyén
héa chinh la qua CYP2D6.

Thai tror: Flunarizin dugc thai tri chl y&u qua phan theo dudng méit dudi dang thudc goc va céc
chat chuyén hoa. Sau khi ubng 24 — 48 gid, c6 khodng 3 — 5% liéu dugc thdi trli qua phén du6i
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dang thudc gdc va cdc chdt chuyén hoa, va < 1% dugc bai tigt qua dudng tiét niéu. Thoi gian ban
thdi thay ddi nhiéu tir 5 — 15 gio & hdu hét cdc bénh nhan sau khi dung liu don. O mot s& nguidi,
ndng do trong huyét tuong cla flunarizin ¢ thé do dugc (> 0,5 nanogam/ml) trong thdi gian kéo dai
(cho dé&n 30 ngay), diéu nay c6 thé do su phéng thich thudc tir cic md khéc.

Ding liéu nhdc lai: Nong do trong huyét tuong clia flunarizin dat dugc trang thdi 6n dinh sau
khodng 8 tudn dung liéu nhdc lai, mot 14n mbi ngay va khodng 3 14n cao hon so véi lidu don.

6. CHi DINH

Diéu tri du phong con dau niia ddu trong trung hop cac bién phdp diéu tri khac khong cé hiéu qua
hodc kém dung nap.

7. CACH DUNG, LIEU DUNG

Cach ding: Dung dudng udng. Udng thudc vao budi toi.

Liéu ding:

Ngudi I6n < 65 tudi va nguoi cao tubi (> 65 tudi):

- 5 mg/ngay, udng vao budi t8i, duy tri trong 4 dén 8 tuan.

- Trong thoi gian diéu tri, néu xudt hién cdc triéu ching trdm cém, ngoai thdp hay cac bién cd bat
loi nghiém trong khdc, cdn ngling dung thudc (xem muc Luu y va than trong khi st dung).

- Néu sau 8 tudn diéu tri khdng co su cdi thién, bénh nhan dugc xem nhu khdng dap Gng véi diéu
tri va nén ngiing dung thudc.

- Thoi gian diéu tri khong qué 6 thang.

- Khuy&n cdo chi danh cho bénh nhan < 65 tudi: Néu biéu hién Iam sang cla b&nh nhan cho thdy
dap (ng diéu trj khong ddy dd, c6 thé ting liéu I&n d&n 10 mg/ngay nhung cdn can nhic trong kha
ning dung nap thudc cla bénh nhan.

Tré em:

- Tré em > 12 tudi, dic biét trong trudng hop dau nlia ddu chua dugc chdn dodn xic dinh: 5
mg/ngay, udng vao budi t6i. Thoi gian diéu tri khong qud 6 thdng.

- Tré em < 12 tudi: chua c6 bing ching ddy di vé hiéu qué va do an toan cla flunarizin trén doi
tugng nay. Khong khuyén cédo st dung flunarizin cho tré em du6i 12 tudi.

Liéu luvgng & bénh nhédn suy gan:

Vi thudc dugc chuyén héa véi mic do I6n & gan nén cdn diéu chinh liéu lugng & cdc bénh nhan
nay. Liéu khoi ddu: 5 mg/1 1an/ngay.

8. CHONG CHIi DINH

- Man cam v6i flunarizin hodc bt cd thanh phan ta dugc nao cla thudc.

- C6 triéu chiing clia b&nh Parkinson tif trudc khi diéu tri.

- Tién st c6 cdc triéu ching ngoai thép. ,

- B&nh trdm cam ho¥c tién sl co hoi chiing trim cam tdi phat. t,\/
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9. LUU Y VA THAN TRONG

- Diéu trj v6i flunarizin c¢6 thé 1am ting triéu chiing trdm cdm, ngoai thap va 1am bdc phéat hoi
chiing Parkinson, dic biét & nhiing bénh nhan c6 nguy co nhu ngudi cao tudi. Do vay, nén dung
than trong G nhitng bénh nhan nay.

- Khong st dung thudc qud liéu khuy€n cdo. Can theo doi ngudi bénh thuting xuyén, dinh ky, dic
biét trong thdi gian diéu trj duy tri d& phat hién sém cac biéu hién ngoai thdp, trdm cim va
nguing diéu trj kip thoi.

- Mot s6 truong hgp mét moi v6i mic do ndng ting dan da dugc ghi nhdn khi sit dung flunarizin.
Néu tinh trang nay xay ra, can ngiing diéu tri véi flunarizin.

- Thudc nay co chita lactose. B&nh nhan cd vdn dé vé di truyén hiém gdp khong dung nap
galactose, thi€u enzym Lapp lactase hodc kém hdp thu glucose-galactose thi khdng nén ding
thudc nay.

Phu nit mang thai: Chua c¢6 nghién ciu xdc nhdn sy an toan cla flunarizin khi dung trén phu nit

mang thai. Do d6 khong sif dung thudc nay trén phu nit mang thai trir khi Igi ich vugt troi so v6i

khd ndng nguy co cho thai.

Phy nif cho con bd: Khong bigt flunarizin ¢6 phan bd vao sita ngudi hay khong. Nén can nhic

hodc tranh st dung thudc trong thdi gian cho con ba hodc ding thudc va ngling cho con bi.

Anh hudng ciia thude dai vdi cdng viée: Vi bubn ngll co thé xay ra, dic biét lic bit ddu didu tri

nén phdi than trong trong cdc hoat dong nhu ldi xe, vdn hanh mdy méc, l1am viéc trén cao va cédc

hoat dong khéc.

10. TUONG TAC THUGC

- Viéc dung dbng thdi rugu, thudc an thin va thudc ngd véi flunarizin 1am tdng tdc dung phu budn

ngu.

- Flunarizin khdng bj chdng chi dinh 6 bénh nhin dang ding thudc chen beta.

- Dugc dong hoc clia flunarizin khong bi anh hudng bdi topiramat. Trang thai dugc dong hoc 6n
dinh cla topiramat khong bi dnh hung bdi flunarizin.

- Viéc st dung lau dai flunarizin khong dnh hudng dén ndng d§ trong huyét tuong clia phenytoin,
carbamazepin, valproat hay phenobarbital. Néng d trong huyét tuong clia flunarizin thudng thap
hon mot it & nhiing bénh nhan dong kinh dang sl dung cac thudc tri dong kinh loai nay so Vi
nhiing ngudi khde manh dung liéu tuong ty. DG gan ket véi protein huyét tuong clia carbamazepin,
valproat va phenytoin khong bi anh huéng khi dung ddng thdi flunarizin.

11. TAC DUNG KHONG MONG MUON

Thuong gdp, ADR > 1/100

Thén kinh trung uong: Budn ngli, mét moi.

Tiéu héa: Tang ngon miéng, tdng can.

It gdp, 1/1000 < ADR < 1/100 th/
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Than kinh trung uong: Triéu chiing ngoai thdp (vdn dong chdm, clng do, ngdi ndm khdng yén, loan
van dong, run), trdm cam.

Tiéu héa: Khd miéng.

Hiém gdp, ADR < 1/1000

Tiéu héa: Bubn non, dau da day.

Khéc: Tang tiét sia.

Tén sudt khéng xdc dinh

Thén kinh trung uong: Lo l4ng

Da: Phat ban

Co xuong: Pau co

12. QUA LIEU VA CACH XU TRi

Trigu ching: Dya vao tinh chat dugc ly cla thudc, budn ngll va suy nhugc c6 thé xay ra. Co vai
trung hop qud liéu cap (liéu cao d&€n 600 mg udng 1 1an) da dugc bdo cdo, da quan sat thdy cac
triéu ching: Budn ngl, nhip tim nhanh, kich dong.

Céch xu tri- Khong co thudc gidi doc ddc hiéu. Trong vong 1 gid sau khi udng qud liéu, nén riia da
day. C6 thé dung than hoat tinh néu thay thich hop.

13. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Khong ding qua liéu chi dinh.

14. DPIEU KIEN BAO QUAN: nhiét dd dudi 30°C, noi kho rdo, trénh 4nh séng.

15. HAN DUNG CUA THUOC: 24 thang ké tir ngay san xuit. Khdng dung thudc khi qua han dung.

16. TEN, DIA CHi, BIEU TUGNG CUA CO SG SAN XUAT

(cfa)

Pharmaceuticals

WHO-GMP
CONG TY CG PHAN DUGC PHAM OPV
S6 27, Pudng 3A, Khu Cong Nghiép Bién Hoa I, Phudng An Binh, Tp. Bién Hoa, Tinh Pong Nai.
DT: (0251) 3992999 Fax: (0251) 3835088
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