MAU NHAN DU KIEN

1. Nhan truc ti€p trén don vi déng géi nho nhat :
a). Nhidn vi 10 vién nang (vi xé).
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b) Nhan hop 10 vi x 10 vién nang:
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DOMESCO

THANH PHAN: Mai vién nang chua: _ SPK:i...

- Flunarizin dihydrochlorid tugng duong Flunarizin ......... 5mg TIEU CHUAN AP DUNG : TCCS
=TRAUIENIEAN. . e 1 vién nang OE XA TAM TAY CUA TRE EM

CHi BINH, CACH DUNG & LIEU DUNG, CHONG CHi BINH, POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

TUONG TAC THUGC, TAC DUNG PHU VA NHUNG DIEU

i AV CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
CANLUU Y : Xin doc trong t& hudng dan st dung

66 Quoc|é 30-TP. CaoLanh - Béng Thap
BAO QUAN: Noikho, mat, dugi 30°C. (Patching nhan 1ISC 9001 : 2008 & ISO/EC 17025)

D T.
Flunarizine dihydrechloride equivalent to Flunarizine 5 rng)

«

DOMESCO

GMP - WHO
10 blisters x 10 capsulg

oy o
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COMPOSITION: Each capsule contains: REGISTRATION NUMBER: ............
- Flunarizine dihydrochloride equivalent to Flunarizine ... 5mg MANUFACTURER'S SPECIFICATION
« EXCIIENE B.0:0 .o creisnsssmsnnsnmmvmsss one capsule

KEEP OUT OF REACH OF CHILDREN

INDICATIONS, DOSAGE AND METHOD OF READ CAREFULLY THE INSTRUCTIONS BEFORE USE

ADMINISTRATION, CONTRAINDICATIONS,

INTERACTIONS, SIDE EFFECTS AND OTHER DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
PRECAUTIONS: Read the package insert. 66 National road 30 - Cac Lanh City - Dong Thap Province
STORAGE: Stare in a cool, dry place, below 30°C (Achieved ISO 9001: 2008 & ISQ/IEC 17025 cerlification)




3. Toa huéng din st dung thuéc

Toa hudng din st dung thudc

DOFLUZOL 5 mg
* Thanh phin: Méi vién nang chifa
- Flunarizin dihydrochlorid twdng duong Flunarizin ............. .5 mg
- Td dudc: Lactose, Tinh bot bdp, Avicel, Povidon, Sodlum starch glycolat Magtles.l stearat, Aerosﬂ Jvira di 1

vién nang
* Dang bao ch&: Vién nang
* Quy cdch déng goi:

- Hop 10 vi x 10 vién nang, : \
* Duge luc hoc: = .
Flunarizin 1a thudc khdng histamin, ¢6 tic dung an thin va chen kénh calci. Flunanzm 1a thudc déi khdng canxi
¢6 chon loc, thude ngdn chin su qué tai canxi t&€ bao, bing cich gidm canxi trdn vdo qud mdc qua mang t€ bio.
Flunarizin khong tdc dong trén sy co bép va din truyén cd tim.
* Dugc dong hoc:
ThuGc duge hip thu t6t, dat ndng d6 dinh trong vong 2 — 4 gidf va dat trang thai hing dinh & tin thi 5 — 6.
Hap thu: Flunarizin hap thu tot tai rudt (> 80%), dat néng do dinh sau 2 dén 4 £i8 sau khi uéng. Trong diéu kién
axit da day gidm (ndng do pH da day cao), sinh khd dung ctia Flunarizin c6 thé thap hon.
Phén b6
Flunarizin gdn k€t protein huy&t twong > 99%. Thé tich phan bd 16n, khoing 78 L/kg & nhitng ngudi khde manh
va khodng 207 L/kg & nhitng bénh nhdn ddng kinh c6 bi€u hién pham vi phin bd cao ngoai mach. Thudc nhanh
chéng qua hang rio mdu ndo, ndng d6 & nio gdp khodng 10 14n so vdi ndng db trong huyé&t twong.
Chuyén héa:
Flunarizin dugc chuy€n héa qua gan thinh it nht 15 chit chuyén héa. Pudng chuyén héa chinh la CYP2D6
Thai trie:
Flunarizin thdi trif chd y€u qua phan theo dudng mét dugi dang thudc goc va cdc chit chuyén héa. Sau khi udng
24 - 48 gid, c6 khodng 3 - 5% liéu dugc thdi trir qua phin dudi dang thuGe gbc va cdc chit chuyén héa, va < 1%
dugc bai ti€t qua dudng ti€u. Thdi gian ban hdy thay ddi nhiéu tir 5 — 15 gid & hdu hét cdc bénh nhin sau khi
ding liéu don. G mdt s6 ngudi cho thiy ndng d6 huy&t wong clia flunarizin ¢6 thé do ludng dudc (> 0,5 ng/ml)
trong thdi gian kéo dai (cho d&€n 30 ngay), diéu niy c6 thé do su phéng thich thude tif cidc mé khic.
Da liéu:
Nong d6 huyé&t tuong cla flunarizin dat duge trang thdi 8n dinh sau khodng 8 tudn da liéu ding 1 14n mdi ngay, |
va khodng 3 lan cao hon d6i vdi liéu don. Nong d6 flunarizin dat trang thdi 6n dinh tudng ng trong khodng héu -
thay d8i tit 5 — 30 mg. /
* Chi dinh: T
- Du phong dau nita dau dang ¢8 dién (c6 tién triéu) hodc dau nita diu dang thong thyﬂng (khoqg ccﬁ 21| tnéu)
- Biéu tri triéu chitng chéng mit tién dinh do rdi loan chifc niang hé thdng tién dlnhf V7 :
* Chéng chi dinh: § AW
- Qud mén vdi thanh phin cia thudc. F, ¢
- Ngudi bi r6i loan chuyén héa porphyrin. ), '
- Tién st ¢6 triéu chitng trim c4dm, Pakinson hodc céc triéu chifng ngoai thdp
- Phu ni¥ ¢6 thai va cho con ba.
* Thén trong:
- Khi dang thudc cé thé gia ting triéu chi’rng ngoai thdp, trim cdm vi bdc phat héi ching Pakinson, dic biét &
bénh nhin dé c6 nguy cd nhu ngudi gia. Do viy nén dung thin trong trén cdc bénh nhan nay.
- Hi€m khi ¢6 trudng hgp mét méi gia tang khi dang ding Dofluzol, trudng hgp nay nén ngung diéu tri.
- Khéng dung thudc khi dang 14i xe hodc vin hanh mdy méc.
* Tudng tdc thubc:
- Rugu, thudc an than, thuéc ngt khi ding chung Dofluzol lam gia ting tic dung phu budn ngd. Dofluzol khong
chéng chi dinh & bénh nhan dang diing thudc chen béta.
- Dugc dong hoc cia flunarizin khéng bi 4nh hudng bdi topiramat. Trong thdi gian sit dung chung Dofluzol va
topiramat 50 mg mdi 12 gid, ¢6 sy gia ting 16% d6i v6i flunarizin & bénh nhén migrain so vdi 14% gia ting §
nhitng bénh nhén chi di€u tri vdi flunarizin. Trang thdi dudc dong hoc 6n dinh clia topiramat khéng bi dnh hudng
bdi flunarizin.
- St dung lau dai flunarizin khong dnh hudng d€n ndng do cia phenytoin, carbamazepin, valproat hay
phenobarbital. Néng d6 huyét tudng cia flunarizin thudng thdp hon mét it & nhitng bénh nhin dong kinh dang skt
dung cdc thu6c khing dong kinh loai nay so vdi nhiing ngudi khde manh dang liéu twong ty. P gin két protein
huyét tudng clia carbamazepin, valproat va phenytoin khéng bi dnh hudng khi dung déng thdi flunarizin.




* Tdc dung phy:

- Thudng gip thoding qua: budn ngd va/hoic mét mdi (20%), ting cin va/ hodc ting ngon miéng (11%).

-1t gip (trong diéu tri kéo dai): rdim cdm, triéu chifng ngoai thap.

- Hi€m gip: néng bdng trong xudng (fc, budn nén, dau da day, budn ngt, lo ling, ting tiét sita, khdé miéng, dau
cd, phdt ban.

Thong bdo cho Bac si nhitng tdc dung phu khong mong mudn gip phdi khi sit dung thudc.

* Céich ding va lidu ding: udng vao budi t&i

- Ngudi I6n > 65 tudi: 1 vién x 1 lin/ngay.

- Ngudi 16n < 65 tdi va tré 20 — 40 kg: 2 vién x 1 lin/ngay.

- Tré <20 kg: 1 vién mbi 2 ngay.

Ngirng thu6c néu sau 2 thang déu tri ma khéng c6 sy cdi thién ddng ké.

* Qud liéu va xif tri: )

- Tri€u chitng: budn ngi, suy nhuge. Qua liéu cdp (600 mg udng 1 1in): budn ngd, nhip tim nhanh, kich dong.

- Xir tri: Khéng ¢6 thude gidi doc dic hiéu. Trong 1 gid sau khi uéng qua liéu, nén sic rita da day. Cé thé ding
than hoat néu thdy thich hgp.

* Khuyén Cido:

- Poc k§ hudng din sit dung trude khi diing, néu cdn thém thong tin xin hdi ¥ ki€n Béc si.

- Thuéc nay diing theo sy ké don cilia thiy thudc. ) l _

- D€ xa tim tay tré em. vt
* Bao Quan: ;
- Bdo qudn noi kho, mat, dudi 30°C.
- Han diing 36 thang k€ tir ngay sdn xuat.
Tiéu chudn 4p dung: Tiéu chudn cd s3.
’ Noi sdn xudt vd phdn phdi: ; )
@t CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Bia chi : 66 - Quéc 16 30 — Phuding My Phi — TP Cao Lanh — E)éng Thép

DOMESCO bién thoai: (067) — 3859370 - 3852278

Cao Lanh, ngay  thang ’
Gidm doc co sd ding kyj

Huynh Trung Chanh
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