TO HUONG DAN SU DUNG THUOC

RxSaVi Flunarizine 5

DEé xa tim tay 1ré em
Poc ki luedng dan siv dyng trude khi ding

Thude nay chi ding theo don thudc

THANH PHAN CONG THUC THUOC
(Cho 1 vién nén bao phim SaVi Flunarizine 5)
Thanh phén dwge chit:
BIOBaHRING e iieismirisnsmasssssmaimes
(Dueéi dang flunarizine dilydrochloride)
Thanh phﬁn ta duge:

Lactose monohydrate, maize starch, croscarmellose sodium,

microcrystalline cellulose 102, magnesium stearate,

colloidal anhydrous silica, hypromellose 6 cps, polyethylene
glycol 6000, tale, titanium dioxide.

DANG BAO CHE

Vién nén bao phim.

MO TA SAN PHAM

Vién nén tron, bao phim mau trfing, hai mit khum tron,

canh va thanh vién lanh 1an.

CHI PINH

Diéu tri dy phéng dau nira diu trong trudng hop céc ligu

phép diéu trj khéc khong hi¢u qua hojic kém dung nap.

LIEU DUNG, CACH DUNG

Li¢u diing

Ngwdi I6n < 65 tudi va nguéi cao tudi (> 65 o)

- Lidu dimg: 5 mg (1 vién)/ngdy, ubng vao budi téi, duy tri
trong 4 - 8 tudn.

- Trong thdi gian didu tri, néu xudt hi¢n céc tridu ching
trim cam, ngoai thép hodc bat ky tdc dung khong mong
mudn nghiém trong ndo, cin ngimg diing thude.

- Néu sau 8 tudn diéu tri khong cé sy cai thign, bnh nhén
duge xem nhu khong dap img véi didu tri va nén ngimg
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ding thude.

- Thari gian diéu tri khong qué 6 thing.

- Khuyén cdo chi danh cho bénh nhan < 65 tudi: Néu biéu
hién lim sang cta bénh nhan cho thdy dép tng diéu tr
khong ddy di, c6 thé tang lidu lén dén 10 mg (2
vién)/ngdy nhung cin can nhéc trong kha niing dung nap
thudc ciia bénh nhan.

Tré em

- Tré em > 12 tudi:

* Pic biét 14 trudmg hop dau nira diiu chua ¢6 chin dodn
xéde dinh: 5 mg (1 vién)/ngay, ubng vio budi t6i.

* Phai duge chi dinh va theo ddi bdi béc si ¢ kinh
nghiém trong vige didu tri dau nira diu & tré em tir 12
tudi trg 1én.

* Thdi gian diéu trj khong qué 6 thang.

* Ngumg diing thudc néu xudt hién cde tridu chimg trim
cam, ngogi thép hoge bat ky tic dung khéng mong
mudn nghiém trong nao.

- Tré em < 12 tudi:

* D6 an toan vi hidu qué cta thude ding cho tré em dudi

12 tudi chua duge chimg minh.

* Thubc khong duge khuyén céo cho tré em dudi 12 tudi.
Cach ding
Str dung thubc vao budi tdi, trude khi ngh do téc dung géy
budn ngu va an than,
Néu quén ubng thude, udng liéu (iép theo nhur lich thong
thwémg. Khong duge udng gdp doi lidu dé b lidu quén
uéng.
CHONG CHI DINH
- Qué man v&i bit ky thanh phin nio ctia thude.
- Cé céc tridu chitng Parkinson tir true khi diéu tri.
- C6 tién sir hi chimg ngoai thép.
- Bénh nhiin trim cam hofic ¢6 tién sir trdm cam tai phat.
CANH BAO VA THAN TRQNG KHI DUNG THUOC
Khéng sir dung thubc qué lidu khuyén cdo. Can theo doi
ngudi bénh thudng xuyén, dinh ky, dic biét trong thdi gian
diéu tri duy tri dé phat hign sém céc bidu hién ngoai thap,
trdim cam va ngimg dicu tr kip thoi.
Mot s6 trudmg hop mét méi véi mie di ning ting din da
dugce ghi nhin khi sir dung flunarizine. Néu tinh trang ndy
xdy ra, cn ngtng diéu tr véi flunarizine.
Tritm cim, hgi clitng ngogi thdp va Parkinson
Flunarizine ¢6 thé 1am trim trong hon cdc triéu ching rAm
cam, ngogi thap va gdy hoi chimg Parkinson, dic bigt I
ngudi cao tudi.
Khong st dung qué lidu khuyén cdo. Bénh nhan can duge
theo dai thudmg xuyén, diic biét 1 khi diéu uj duy tri, dé c6
thé phét hién sém va didu tri kip thi cée trigu chimg tédm
cam, hoi chimg ngoai thap.
Hai chimg ngogi thip ¢6 thé khoi phat tré (khoang 1 nam).
Thudmg khong nghiém trong nhung c6 thé kéo dai vai thing
sau khi ngung diéu tri (trung binh khoang 3 théng). Cé thé
hdi phyc khong hoan toan va cAn sir dung cdc liu phép diéu
tri Parkinson. Trong mgt vai trudng hyp, cde trigu chimg cé
thé kéo dai dir dii duge didu tri.
Di cb céc béo cdo vé cde trudng hop xudt hign trigu chimg
tram cam, thudng trong khoang 5 — 8 théng sau khi ding
thube. Thudng khong nghiém trong, tuy nhién trong mot )
trumg hep, c6 thé cin ding thém cdc thudc chéng trdm
cam hodc phai nhip vién.
Bénh nhén ¢6 thé tang cén khi str dung flunarizine.
Hiém khi xdy ra tinh trang mét moi tang dan khi st dung
flunarizine. Trong trudng hgp ndy, cin ngung diing thuc.
Tré em tic 12 dén 18 tuéi
Chn tim cfic diu hidu trAm cam va can nhic kha ning géy
trdm cam trude khi chi dinh thude nay cho é em tir 12
dén 18 wdi. Dic biét luu y céc thay dbi vé tam trang, ¥
nghi holic hanh vi ty sat trong qua trinh ding thuéc. Trong
trrdng hop ndy, cAn ngung ding thude.




Pa cé bio cdo vé tinh trang ting cén déng ké khi sir dung
flunarizine. Can kiém tra va theo dai thudng xuyén cén
njing clia tré em tir 12 dén 18 tudi trude khi bit dau va
trong qué trinh diing thude.,

Cin theo déi tde dung an than cta flunarizine & tré em do
kha niing anh hudng lén qua trinh hoce tip.

Do funarizine ¢ thé anh hudng 1én qua trinh phét trién va
diy thi, cn theo ddi cin ning, chidu cao va qua trinh diy
thi cta tré.

Chn ngung diing thude néu xuft hién cic ddu hi¢u cia hoi
chimg ngoai thdp trong qué trinh ding thubc & tré em tir
12 dén 18 tudi.

T dwge

Thudc ¢ chira thanh phin lactese. Ngudi bénh cé cic viin
@& v& di truyén hiém gap nhur khong dung nap galatose,
thiéu hut Lapp lactase hodc kém hap thu glucose-galactose
khéng nén dang thuée nay.

sU DUNG THUOC CHO PHU N CO THAT VA CHO
CON BU

Phu nit ¢6 thai

Clnra ¢6 dir lidu vé str dung thude trén phuy nir ¢6 thai.
Nghién ciru trén dgng vat cho thy khéng c6 dge tinh trye
{iép hay gidn tiép ndo 1én qué trinh mang thai, sy phét trién
phéi thai, qua trinh chuyén da va sy phat trién sau sinh.
Thubc khong gy qudi thai & déng vt nén it c6 kha ning
gly qudi thai & ngudi.

Tuy nhién, dé phong ngira, nén trdnh sir dung flunarizine
trong thai ky.

Phy nii cho con bi

Khong ¢6 dir ligu v& su phan bé cta flunarizine vao sira
ngudi, Nghién ciru trén dng vét cho thay c6 sy bai tiét
flunarizine vao sira mg.

Chn cén nhéc lgi ich cua tré va me khi quyét dinh ngung
cho con bit hoiic ngung/tiép tuc ding thude.

ANH HUONG CUA THUOC LEN KHA NANG LAI
XE, VAN HANH MAY MOC

Neudi lai xe hofic van hanh may méc cén chi ¥ nguy co
budn ngti va giam nhén thire khi sir dung thude ndy, diic biét
la trong thi gian diu ding thude.

TUONG TAC, TUONG KY CUA THUOC

Tuong téc ciia thude

Ruwou

Ruou lam ting tac dung an thin cia thude, gay nguy hiém
khi 14i xe hodic véin hinh médy mdc.

“Trénh udng negu hofic dung céc thube ¢6 chira con khi ding
thude nay.

Afropine

Than trong véi cdc tac dyng khong mong mubn cua
atropine, nhu bi tiéu, tang nhan 4p, tio bén, khé migng...
Céc logi thude atropine bao gém thudec cliéug trim cam
imipramine, hiu hét cdc thube khing histamine Hy, thudc
didu tri Parkinson, thuc khang cholinergic, thudc chéng co
thit atropine, disopyramide, thube chéng logn than
phenothiazine va clozapine.

Thube an thin

Mot sb thude c6 thé c6 tic dung tre ché hé than kinh trung

wong va suy giam nhan thire. Céc thude nay bao gbm: Céc
din xufit ciia morphine (thube giam dau, thude (rc ché ho va
cée ligu phap diéu ti thay thé), thude an than, barbiturate,
benzodiazepine, thudc chéng lo du khong phai
benzodiazepine (nhu meprobamate), thube ngi, thude
chdng trdim cam c6 tic dung gy ngi (nhu amitriptyline,
doxepin, mianserin, mirtazapine, (rimipramine), thude
khang histamine H,, thude diéu trj tang huyét 4p, baclofen
va thalidomide.

Tuong ky ciia thude

Do khong ¢6 cic nghién ciru vé tinh twong ky, ctia thube,
khong trdn 13n thube ndy vai cic thube khéc.

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)

Toém tit eic ADR

Rélt thieong gip (ADR = 1710)

Téng can.

Thuong gdp (1/100 < ADR < 1/10)

Nhiém khuén va ky sinh: Viém mii.

Chuyén héa va dinh dudng: Thém in.

Tém thin: Trdm cam, mét ngu.

Hé thin kinh: Budn ngu.

HE tiéu hoa: Tao bon, dau byng, budn nén.

Hé co xuong: Pau co.

Hé sinh due: Réi loan kinh nguyét, dau ngye.

Chung: Mét moi

It géip (1/1.000 < ADR < 1/100)

Hé mién dich: Phan g qua mén.

Tam than: TrAm cam, rdi loan gide ngu, thé o, lo Au.

Hé thin kinh: BAt thudng phdi hop dong tic, mét phrong
hudng, nga lim, di cam, mét kién nhén, cham chap, U tai,
veo cb.

H& tim mach: Panh trr;‘mg ngure.

Hé mach: Ha huyét ap, cam gidc nong bimg.

He tidu héa: Kho tidu, the rudt, khd miéng, rdi loan tigu hoa,
non.

Da va md dudi da; May day, phat ban, ting tiét md hoi.

Hé co xuong: Chudt riit, co thit co.

Hé sinh duc: Rong kinh, r6i loan kinh nguyét, kinh nguyét
it, phi dai tuyén vi, giam ham mubn.

Chung: Phi1 todn thén, phi ngoai bién, suy nhugc.

Chura 13 tin sudt

Hé thiin kinh: Bon chédn, vin déng chdm, hién tugng banh
xe riing cua (Gear wheel), kho doc, run v ciin, hoi chiing
ngoai thép, hoi chimg Parkinson, dang di biit thudng, budn
ngu, run.

Gan: Téng enzyme gan.

Da vi md dudi da; Phit mach, ng(ra, ban do.

Hé co xuong: Cling co.

Hé sinh dyc: Hoi chirng da tiét sira.

Huwémg din cich xiv tri ADR

Khi xay ra cic tic dung khong mong mudn, ngung diing
thufe. Chc triéu chimg s& khoi hoan todn hoje giam bt mét
phén.

‘Tién hanh didu tri tridu chimg hogic didu tri hd trg néu cin.
QUA LIEU VA CACH XU TRI



Trigu ching

Di ¢6 bdo cdo v& mot s6 trudmg hgp qua lidu (trén 600 mg).
Céc triéu chimg chinh gdm c6 budn ngu, kich djng, nhip
tim nhanh.

Cich xiv tri

Sir dung than hoat tinh va didu tri triéu ching.

Khéng cé thude giai doc dic higu.

DUGC LUC HQC

Nhém duge 1y: Thude didu tri dau nira diu

Mi ATC: NO7CAD3

Co ché tie dung

Flunarizine c6 tac dung khang histamine Hi, déi khéng

dopamine va cholinergic.

Flunarizine 1a thubc chen kénh calcium chon lge. Kha nang
didu trj dau nira déu phy thude vao kha niing dbi khang canh
tranh chon loc véi ion calcium tir bén ngoai vao trong té
bao.

Flunarizine khéng anh huéng dén sy co bép hay dén truyén
tim.

DUQC DPONG HQC

Hip thu

Flunarizine hip thu bt qua dudmg tiéu héa (ty 1¢ hdp thu
>80%), dat ndng do dinh tir 2 — 4 gidr sau khi udng thube.
Trong truéng hgp giam tiét acid (pH da day ting), sinh kha
dung ciia thude ¢6 thé thip hon.

Phén bb

Ty 1§ gin v6i protein huyét tuong [a tén 99%. Thé tich
phan bd 16n (78 livkg & ngudi khde manh v khoang 207
likg ¢ bénh nhan déng kinh) cho thiy mtrc d§ phan bd
ngoai mach cao. Thude nhanh chéng di qua hing rdo méu —
nio, ndng do thuc & ndo cao glp khoang 10 lan so véi
ndng do trong huyét twong.

Chuyén héa

Flunarizine dwroc chuyén hoa qua gan thanh it nhit 15 chit
chuyén héa. Con dudng chuyén héa chinh 1a qua CYP2D6.
Théi trir

Flunarizine thai trir chii yéu qua phén theo dudng mét dudi
dang khéng dm va chit chuyén héa. Trong vong 24 dén 48
git sau khi ubng thude, khodng 3 — 5% lidu flunarizine
duge thai trir qua phén & dang khong doi va chét chuyén
héa, it hon 1% duge thai trir qua thin dudi dang khong doi.
Thei gian ban thai dao dong tr 5 — 15 gi&r & hdu hét cde
bénh nhin sau khi diing lidu duy nhat.

Nong do funarizine trong huyét tuomg 14 > 0,5 ng/ml trong
thi gian kéo dai (dén 30 ngdy) & mt s ngudi, ¢é thé do su
phan bd cia thube & cic md khéc.

Dimng li¢u nhiic lai

Nong do flunarizine dat trgng théi én dinh sau khoing 8
twén ding thude (1 IAn/ngay) va cao hon khoang 3 lin so
vi nhirng bénh nhdn sir dyng mot lidu duy nhét. Nong do
flunarizine & trang thi 6n dinh ty 1 v6i lidu ding trong
khoang liéu tir 5 — 30 mg.

QUY CACH DONG GOI

Hgp 3 vi x 10 vién.

PIEU KIEN BAO QUAN

Noi kho, nhiét do khong qua 30°C. Tranh anh sang.

HAN DUNG

36 thang k& tir ngdy san xudt.

TIEU CHUAN CHAT LUQNG

Tiéu chudn nha sin xudt.

CO SO SAN XUAT
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