http.s;://n'hath uocngocanh.com/

PR}

Tén san pham: REINAL

BOC K¥ HUGNG DAN SU DYNG TRUGC KHI DUNG

THANH PHAN: M8 vian nén chia:
Flunarizin dihydroclorid

tiong duang Flunarizin .
Td duge vira ad

CHI BINH / LIEU DUNG / CACH DUNG / CHONG CHI
BINH / THAN TRONG & CAC THONG TIN KHAC:
Xin doc t& hudng din s dyng

BAO QUAN: Nai kha rdo, trénh dnh sdng, nhigt 43
khong qud 30°C

TIEU CHUAN CHAT LUGNG:
Tidu chufn nha sdn xust

S816 SX
Ngdy SX :
Han ding :
SBK 1
Sdn xufit tgi:
CONG TY TNHH DUGC PHAM BAT VI PHU

L6 M7A, Budng D17, Khu CN M§ Phudc 1, Phudng
Thdi Hoa, Thi xa B&n Cét, Tinh Binh Duong, Vigt Nam

CAREFULLY READ THE PACKAGE INSERT
BEFORE USE

COMPOSITION: Each tablet contains:

INDICATIONS / DOSAGE & ADMINISTRATION /
CONTRAINDICATIONS / PRECAUTIONS &
OTHER INFORMATION:

Refer to the package Insert for usa instructions

STORAGE: In dry place, protected from light,
below 30°C

SPECIFICATION: In-house standard

Manufactured by:
DAVI PHARM CO., LTD
Lot M7A, D17 St My Phuoc 1 lnd Pllk Thol Hﬂl

BO Y TE
CUC QUAN LY DUOC

- | Lan dau,d?/.?//(]

PA PHE DUYET

e

RINSS) o
Mes 06




Tén san pham: REINAL
Vi pvc - nhom x 10 vién

i, — O A A AN
% sé 1o sx: HD: ) ]
Vs S "Y.v;,b
F v 2 & W

K N




, Tén san pham: REINAL
é ‘RX THUGC BAN THEO BON HOP 6 VI x 10 VIEN NEN
T o
—|5 ¢
N
i REINAL
=i - -
£E Flunarizin dihydr’iﬁoclggg; :
1 Bt 2 twong dwong Flunarizin'10-mg 14

\

DQOC K¥ HUGNG DAN SU DUNG TRUGC TIEU CHUAN CHAT LUQNG:
| KHI DUNG Tidu chuén nha sdn xuét

THANH PHAN: M&i vién nén chua: s816 SX

Flunarizin dihydroclorid

tudng duong Flunarizin 10mg Ngay SX

Ta dugc vira du 1 vién Han dung :

CHI BINH / LIEU DUNG / CACH DUNG / SBK

CHONG CHI BINH / THAN TRONG
& CAC THONG TIN KHAC:
Xin doc t& hudng din st dyng

Sén xufit tal: .
BAO QUAN: Noi khd rdo, trénh &nh séng, nhigt o fg’;g;g;g:;;gyg;g@uugg;;;gyym e
khdng qué 30°C Thai Haa, Thj xa B&n Cat, Tih Binh Duong, Vgt Nam
{
‘RX PRESCRIPTION DRUG S BOX OF 6 BLISTERS x 10 TABLETS

REINAL

Flunarizine dihydrochloride 2/
‘10mg—
’;)’_,}’ =

Bw g} suizueunj4 o} "ba

’.f\ P S

TWVINl=ks!

apuojy20ipAyp aurzueunyy

{ CAREFULLY READ THE PACKAGE INSERT STORAGE: In dry place, protected from light,
BEFORE USE below 30°C
COMPOSITION: Each tablst contains:
Flunarizine dihydrochloride SPECIFICATION: In-house standard
€Q. 10 FIUNAMZING ...voveereereeeenrennns 10mg Y
Excipi q.s 1 tablet
KEEP OUT OF REACH OF CHILDREN
INDICATIONS / DOSAGE & ADMINISTRATION / —
CONTRAINDICATIONS / PRECAUTIONS e

| Tilé in bang 95% kich thudc t

& OTHER INFORMATION: Lot M7A, D17 St., My Phuoc 1 Ind. Park, Thol Hoa
Refer to the package insert for use instructions Ward, Ban Cat Town, Binh Duong Province, Vietnam /




Tén san pham: REINAL
Vinhém - nhém x 10 vién

/

~

Flunarizin dihydroclorid

& DAVI PHARM CO., LTD

REINAL

tuong duong Flunarizin 10 mg  :

(S8 16 SX: HD: D)
REINAL
Flunarizin dihydroclorid

tuong duong Flunarizin 10 mg
& DAVI PHARM CO., LTD

REINAL

REINAL

tuong duong Flunarizin 10 mg
& DAVI PHARM CO., LTD

tuong duong Flunarizin 10 mg
& DAVI PHARM CO., LTD

REINAL

T ———
tueng duong Flunarizin 10 mg
& DAVI PHARM CO., LTD

REINAL

“CONG TY TNHH DUGC PHAM DAT VI PH(

tuong duong Flunarizin 10 mg
& DAVI PHARM CO., LTD

- REINAL

& DAVI PHARM CO,, LTD

d Y
tuong duong Flunarizin 10mg

REINAL

b Y
tuong duong Flunarizin 10 mg
& DAVI PHARM CO., LTD

REINAL

& DAVI PHARM CO., LTD

N

tuong duong Flunarizin 10 mg

F i Yy
tuong duang Flunarizin 10 mg
& DAVI PHARM CO., LTD

Tilé in bang 100% kich thudg




TO HUONG DAN SU DUNG THUOC
Vién nén

DUGC PHAM * ~ REINAL

Pé xa thm tay ciia tré em
Doc ky hu’o’ng din sir dung trwéce khi dung
Chi dung thudc nay theo s ké don ciia bac sy
Théng bio ngay cho bic sy hodic dugc sy nhirng tic dung khong mong muédn khi sir dung thudc

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phin

M3i vién nén chira:

Flunarizin dihydroclorid

teong duong Flunarizin ............ 10 mg.

Ta dugc: Cellulose vi tinh thé M101, povidon, natri lauryl sulfat, natri starch glycolat, magnesi
stearat.

2. M ta sin phdm: Vién nén dai mau tring, mot mit c6 dap logo & , mat kia c6 dap gach
ngang.
3. Quy cach dong goi:

Hop 6 vi (Nhom - Nhom) x 10 vién
Hop 10 vi (PVC - Nhom) x 10 vién

~ % M. QN

4. Thubc dung cho bénh gi?

REINAL chira hoat chét 14 flunarizin dung dé diéu tri du phong con dau nira dAu trong truong
hop cac bién phap diéu tri khac khong c6 hiéu qua hodc kém dung nap.

Thubc ding dé diéu tri du phong, lam tang khoang cach va giam cuong do cua con dau chu
khong dung dé didu tri trong con dau nira dau. A

5. Nén dung thudc nay nhw thé nao va liéu lrong?

Ludn dung thudc chinh x4c nhu huéng din cua béac sy hodc duge sy. Néu ban chua r3, hdy hoi
lai cho chéc chén. i
Liéu dung: i g
Nguoi lon: <65 tubi

V2 vién/ ngay.

Sau vai tuln diéu tri, bac sy c6 thé cho ban ngimg thudc hodc ting liéu 1én 1 vién/ ngay. Thoi
gian diéu tri khong qua 6 thang.

Nguoi cao tuéi: > 65 tudi

Y2 vién/ ngay. ThO’l gian diéu tri khong qua 6 thang.

Tré em: > 12 tudi

Trong truong hgp dau nura dAu chua dwoc chin doan xac dinh: % vién/ ngay. Thoi gian diéu tri
khong qua 6 thang.

Tré em: < 12 tudi ] i
Khong khuyén céo dung thudc cho tré em dudi 12 tudi.
Céch dung:

Dung thubc bang duong ubng. Ban nén nudt vién véi it nuéc.
Do nguy co gay budn ngu va an thin, ban nén ding thudc vao budi tdi trudce khi di ngu.

6. Khi nao khong nén dung | thudc nay?

Khong nén dung thudc nay néu ban:

- M?&n cam véi flunarizin hodc bat ky thanh phan nao cta thudc.
- C6 triéu chimg cua bénh Parkinson tir trudc khi diéu tri.
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- Tlen sir ¢ céc tri€u chung ngoai thap.
- Mic bénh trdm cam hodc tién st c6 hoi ching trAm cam tai phat.

7. Tac dung khong mong mudn

Nhur cac thudc khac, flunarizin c6 thé gay tac dung khong mong muén, nhung khong phai ai
cling gdp phai.

Ngung ding thubc va lién hé trung tim y té gin nhit néu ban gdp cdc phain vng sau:

Phén {mg di ing nghiém trong gy sung mit, mdi, miéng, ludi hodc cb hong c6 thé din dén kho
thd hodc khé nubt.

Cic tic dung khong mong muén khdc:

Rt thwong gap:

Téng can.

Thuong gap:

S6 miii hodc chay nudc mii.

Téng cam gi4c ngon mi¢ng.

Budn ngu, trAm cam, mét ngu.

T4o bon, dau thuong vi, budn nén.

Dau co.

Kinh nguyét bat thuong, dau vi.

Mét moi.

It gap:

Phén {mg di img.

Triéu chimg trim cam, rdi loan gidc ngy, thd o, lo 4u.

Mit phuong hudng, khé ng01 hodc tép trung, cham chap hodc diém tinh bét thuong, rdi loan
phdi hop, ngira ran, cam gidc ngita ran, U tai, veo cd.

Danh trong nguc.

Ha huyét 4 ap, néng bung.

Khé tiéu, tac rudt, khd miéng, rdi loan ti€u héa, non.

Nbi may day, phat ban da, tang tiét md hoi.

Co thét co, co co.

R4i loan kinh nguyét nhidu va dai ding, ting thé tich vi, gidm ham muén tinh duc.

Phu toan than hodc chi, mét mai rd rét.

Chua rd tan sudt:

Chimg ngdi nim khong yén.

Cir dong ¢6 tu chu chdm, co cung co lam cong céc chi (d4u hidu cua banh xe rdng cua, co giat),

chuyén dong bét thudng, cimg co, run, co co giy dau & chi hodc cd c6 thé din dén tu thé bat
thudng.

Parkinson.

Gidm kha néng di lai.

An thin.

Tang ndng d enzym gan.

Ngua.

bé da.

Chay dich ¢ nim vu. W

Thudc c6 thé c6 tdc dung khong mong mudn khdc, thong bdo cho bdc sy nhitng tdc dung khong
mong mudn gap phdi khi sir dung thuéc.

8. Nén tranh dung nhirng thudc hoiic thwe pham gi khi dang sir dung thudc nay?
Thong béo cho béc s§ hodc dugce s§ cuia ban ve tit ca cac loai thuéc ma ban dang sir dung, bao
gdm ca cac thube ké don hozic khong ké don, cac vitamin hodc thuoc tir dugc ligu.
Thong bdo cho bdc sy hodc dugc sy néu ban dang sir dung cdc thudc sau:
Céc thudc c6 chira con. :
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Thubc c6 tic dong gi(‘)ng' atropin nhu thuéc chéng trdm cam nhém imipramin, hau hét cac thude
khang histamin Hi, thudc diéu tri Parkinson, thudc khang cholinergic, thubc chdng co thit
atropinic, disopyramid, thudc an than phenothiazin cing nhu clozapin.

Thudc an thdn nhu morphin (gidm dau, gidm ho va diéu tri thay thé), thudc an than, barbiturat,
benzodiazepin, thudc giai lo au khéc (vi du nhu meprobamat), thudc ngy, thuéc chéng trdm cam
an thin (amitriptylin, doxepin, mianserin, mirtazapin, trimipramin), thudc khang histamin H; an
than, thudc diéu tri ting huyét ap téc dung trung wong, baclofen va thalidomid.

9. ,C?m lam gi khi mét lin quén khong ding th’u(‘)c? o .
Neéu ban quén khong dung 1 liéu, khong dung gap doi licu dé bu lai cho liéu d3 quén. Dung li€u
tiép theo nhu binh thudng.

10. Cin bio quan thudc nay nhw thé nao?

Giit thudc trong bao bi gbc ctia nha san xuét, day kin.

P thudc noi kho 4o, tranh anh sang, nhiét do khong qua 30°C, va ngoai tAm vGi cla tré em.
Khéng sur dung thudc sau ngay hét han ghi trén bao bi (hop va vi thudc).

11. Nhitng d4u hiéu v tri¢u ching khi ding thudc qu liéu ‘
Dung thu6e chinh x4c nhu huéng dan cua bac s§. Néu ban dung qua li€u hodc tré em nuot phai
thudc, lién hé ngay véi bac sy va trung tim y t€ gan nhat. Triéu chimg khi qua liéu 1a buon ngu,

nhip tim nhanh, kich dong.

12. Can phai lam gi khi dung thudc qua lidu khuyén cdo? o )

Ngung dung thuoc va lién lac ngay voi bac s¥ hodc trung tim y t& gan nhat.

Mang theo vién thudc cting v6i bao bi d€ bac s§ bict ban dd udng thuoc gi va c6 bién phap xur ly
kip thoi.

13. Nhitng didu cin thn trong khi ding thudc nay

Ddc biét thdn trong:

B4c s§ s theo dGi ban thuong xuyén dé phat hién ra bat ky triéu chiing ngoai thip hodc trAm
cam nao va s& cho ban ngung thubc. Triéu chimg ngoai thap (cimg co, clr dong cham, run) c6
thé xay ra. Thoi gian khoi phat triéu chimg ngoai thap ¢o thé dai (khoang 1 nam). Triéu ching
néi chung thuong khong ning nhung co6 thé dai ding nhiéu thang sau khi ngimg diéu tri (thoi
gian d& khoi triéu chimg trung binh 3 théng). Su cai thién co thé khong hoan toan va can phai str
dung thudc diéu tri Parkinson. Trong mdt s6 truong hop, triéu chimg c6 thé dai déng mic du da
diéu tri. Vi thé nén than trong khi ding thudc cho nguoi cao tudi.

Hdi chung trAm cam c6 thé xay ra trong 5 - 8 thang sau khi khdi diu diéu tri, n6i chung 1a khong
nghiém trong, tuy nhién trong mot s6 truong hop, ban c6 thé can phai sir dung thuéc chéng trdm
cam va/ hodc nhép vién.

Ban c6 thé bi ting can khi dung flunarizin.

Trong trudng hop ban bi mét méi véi mirc dd ndng téng dén, hiy hoi ¥ kién bac s§. C6 thé ban
cAn phai nglng thube.

Phu nit mang thai hodc cho con b

Phu nit co thai

Tét nhét nén tranh st dung flunarizin trong thai ki.

Néu ban phét hién ra minh mang thai, hay hoi y kién béc sy dé dugc danh gid su cn thiét tiép
tuc diéu tri. :

Phu nit cho con bu

Khong khuyén céo dung thudc cho phu nit cho con bi.

Hoi y kién bac s§ trude khi ban sir dung bat ky thude nao.

Ldi xe va van hanh mdy mdc

REINAL c6 thé gay budn ngy, dic biét lic bt dAu diéu tri. Ban nén thén trong trong céc hoat
dong nhur 14i xe hodc van hanh méy moc. -p/
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14. Khi nio cAn tham vin béc sy, dwoc s§?

Cén lién lac ngay véi bac s§ hoic trung tim y t& gAn nhét khi dung thubc qua liéu chi dinh.
Thong thudng, bao gid cling phai héi y kién béac s§ hodc dugc sy trude lic dung bat ky thubc
nao khi mang thai hoéc cho con bu.

Thong bao ngay cho bac s§ hodc dugc sy nhimg tac dung khong mong mudn gap phai khi sir

dung thuoc
Néu can thém thong tin xin héi y kién bac s§ hodc dugc s§.

15. Han ding ciia thudc: 36 thang ké tir ngay san Xuét.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1. DUQC LUC HQC

Maia ATC: NO7CAO03.

Nhém dwge ly: Thube chen kénh calci.

Flunarizin la thuéc c6 hoat tinh chen kénh calci, khéang histamin va an than. Thuéc ngén chan su
qué tai calci & té bao, bing cach 1am giam calci tran vao qua mirc qua mang té bao. Flunarizin
khong tac dong Ién sy co bop co tim, khdng e ché nut xoang nhi hoic nhi thit, khong lam ting
tAn s6 tim, khong c6 tac dung chdng ting huyét ap.

2 DUO'C PONG HQC

Hap thu.

Flunarizin dugc hip thu tét qua duodng tiéu hoa > 80%, dat nong do dinh trong huyet tuong
trong vong 2 dén glor sau khi udng va dat trang thai 6n dinh & tudn tht 5 - 6. Trong diéu kién
acid dich vi da day giam (pH da day cao), sinh kha dung ctia flunarizin c6 thé thip hon.

Phén b

Flunarizin gin v6i protein huyét twong > 99%. Thé tich phan b6 16n: 78L/ kg & ngudi khoe
manh va 207 L/ kg & nhimg bénh nhan bi dong kinh, c6 mirc do phan b6 cao ngoai mach. Thuoc
nhanh chéng qua hang rao méu ndo; ndng d6 trong ndo cao hon gip khoang 10 14n ndng do
huyét tuong.

Chuyén héa

Flunarizin chuyén héa tai gan thanh it nhat 15 chét chuyén héa. Puong chuyén hoéa chinh 1a
CYP2De6.

Thai trie

Flunarizin dugc thai trir chu yéu qua phan theo dudng mat du6i dang thudc gbc va cac chit
chuyén hoa. Sau khi uong 24 dén 48 gio, c6 khoang 3 - 5% héu dugc thai trir qua phan dudi
dang thudc goc va céc chat chuyen héa, va < 1% dugc bai tiét qua dudng tiét niéu. Thoi gian
ban thai thay d6i nhiéu tir 5 - 15 gio & hau hét cac bénh nhan sau khi ding liéu don. G mét s6
ngudi, nong d¢ flunarizin trong huyet twong c6 thé do dwoc (> 0,5 ng/ mL) trong thoi gian kéo
dai (1én dén 30 ngay), diéu nay c6 thé do su phong thich thudc tir cac méd khéc.

Ding liéu lip lai

Nong do trong huyet tuong ctia flunarizin dat dwoc trang thai on dinh sau khoang 8 tudn ding
liéu nhéc lai, mot 14n mdi ngay va khoang 3 lan cao hon so véi lidu don. Nong d6 flunarizin dat
trang thai 6 bn dinh tuong tmg trong khoang lidu thay ddi tir 5 - 30 mg.

Thudc chi ¢6 anh hudng trén than kinh trung wong khi dung lidu cao hon dang ké so vai lidu téi

da.

3. CHI DPINH
Piéu tri du phong con dau nira dAu trong trudng hop cac bién phap diéu tri khac khéng c6 hiéu

qua hodc kém dung nap.

4. LIEU DUNG - CACH DUNG

Litu ding

Ngwoilon <65 tudi va  nguwoi cao tuot (> 65 tudi)

5 mg (2 vién)/ ngay, uong Vao bu01 t6i, duy tri trong 4 den 8 tuan.

Trong thoi gian diéu tri, neu xuét hién cac triéu ching | trAm ccam, ngoai thap hay cac bién cb bét
loi nghiém trong khac, cin ngimg dung thubc (xem phdn CAC TRUONG HGP THAN TRONG

KHI DUNG THUOC)
Néu sau 8 tuan diéu tri khong c6 su cai thién, bénh nhan dugc xem nhu khong ddp ng voi diéu

tri va nén nglmg dung thudc.
Thoi gian diéu tri khong qua 6 thang.
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Khuyén céo chi danh cho bénh nhan < 65 tudi: Néu biéu hién 1am sang cuia bénh nhan cho thay
dap (g didu tri khong dly du, c6 thé ting liéu 1én dén 10 mg (1 vién)/ ngay nhung c4n cin nhéc
trong kha néng dung nap thudc ctia bénh nhan.

Tré em

Tré em > 12 tuél ddc bi€t trong truong horp dau nira dau chua duoc chin doan xac dinh: 5 mg
(% vién)/ ngay, uong vao budi ti. Thoi gian dleu tri khong qua 6 thang.

Tré em < 12 tudi: Chua c6 bing chig diy du vé hidu qua va do an toan cua flunarizin trén d6i
twong nay. Khong khuyén céo sir dung flunarizin cho tré em dudi 12 tudi.

Cach dung

Do nguy co gay budn ngu va an thén, tt nhit nén dung thudc vao bubi tdi trudce khi di ngu.

5. CHONG CHI PINH

M3n cam vé6i flunarizin hodc bit ky thanh phan nao ctia thudc.
C6 triéu ching cta bénh Parkinson tir trude khi diéu tri.

Tién st ¢6 cac triéu chimg ngoai thap.

Bénh trAm cam hodc tién sir c6 hoi chimg trdm cam tai phat.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Flunarizin c6 thé gia ting triéu ching ngoai thap, trdm cam va bdc phat hdi ching Parkinson,
dic biét & nhirng bénh nhan d& c6 nguy co nhu ngudi gia. Do vy nén ding thén trong trén cic
bénh nhan nay.

Khong str dung thube qua liéu khuyén céo. Can theo doi ngudi bénh thudng xuyén, dinh ky, dac
biét trong thoi gian diéu tri duy tri dé phat hién sém cac biéu hién ngoai thap, trim cam va
ngimg diéu tri kip thoi.

Thoi gian khéi phat triéu ching ngoai thap c6 thé dai (khoang 1 nim). Triéu chung néi chung
thudng khong nang nhung c6 thé dai dang nhiéu thdng sau khi nging dleu tri (thoi gian dé khoi
triéu chimg trung binh 3 thang). Sy cai thién c6 thé khong hoan toan va cn phai sir dung thube
diéu tri Parkinson. Trong mot s0 trudng hop, triéu ching co thé dai dang mdc du da diéu tri.

Hoi ching trdm cam d4 duge bdo cdo thudng xuyén. Céc trudng hop nay xuét hién trong 5 - 8
thdng sau khi khoi dau diéu tri, néi chung khong nghiém trong, tuy nhién trong mot so truong
hop, c6 thé can phai sir dung thude chong trAm cam v&/ hogc nhap vién.

Co the Xay ra tang can khi diéu tri vé6i flunarizin.

Mt s6 trudng hop mét mdi v6i muc do nang tang déan da duoc ghi nhan khi st dung flunarizin.
Neu tmh trang nay xay ra, can nging diéu tri véi flunarizin.

Pé xa tAm tay tré em.

S dung cho phu nir ¢6 thai va cho con bi:

Phu nit co thai

Chua c6 thong tin vé sir dung flunarizin cho phu nit mang thai. Nghién ciru trén dong vat khong
cho thdy bét ky tac dung c6 hai truc tiép hodc gian tiép ndo trén phu nit mang thai, sw phat trién
cua phoi/ thai nhi, su phat trién cua tré khi sinh va sau sinh.

Do khong gdy quai thai & dong vat nén flunarizin dugc du doan 1a khong gdy qudi thai trén
ngudi. Tuy nhién, dé phong ngira, tdt nhat nén tranh str dung flunarizin trong thai ki.

Phuy nit cho con bu

Chua rd flunarizin c6 tiét qua sita me hay khong. Nghién ciru trén dong vat cho thy flunarizin
tiét qua sua

Nén quyét dinh ngimg cho con bd hodc ngimg sir dung flunarizin dya trén loi ich cua viéc cho
con bu va lgi ich ctia thude véi ngudi me.

Anh hwéng cia thudc doi véi cong vige (ngudi vin hanh miy méc, ngudi dang ldi tau xe,
ngudi lam viéc trén cao va cdc trudng hop khic)

Budn ngu ¢6 thé xay ra, dic biét lic bat ddu diéu tri. Nén than trong trong cac hogtdong nhu lai
xe hodc van hanh mdy moc. {q/‘/
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7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC

Twong tdac nén tranh

Rurou

Ruou lam ting tac dung an than cua thudc. Su tinh téo bi thay ddi c6 thé gdy nguy hiém néu lai
xe hodc van hanh may mdc.

Tranh sir dung cac d6 udng chira cbn va cac ché phdm c6 cdn khi dung thudc.

Twong tic can chuy

Thuéc c6 tdc dong gzong atropin (atropzmc)

Dung chung véi cac chét atroplmc ¢6 thé 1am cho cac tac dung khong mong mudn nhu bi tiéu,
ting nhan ap cap, tao bon, kho miéng.. . dé xdy ra hon.

C6 nhiéu thudc atropinic nhu thudc chdng trdm cam nhém imipramin, hau hét cac thudc khang
histamin H,, thudc diéu tri Parkinson, thudc khang cholinergic, thudc chng co thét atropinic,
disopyramid, thuc an thin phenothiazin ciing nhu clozapin.

Thudc an than

Nén can nhic vi viéc sir dung chung c6 thé gy tédng tac dung uc ché than kinh trung uong va
giam tinh tdo. Nhiing thudc nay bao gdbm din chit cta morphin (glam dau, giam ho va diéu tri
thay thé), thudc an than, barbiturat, benzodiazepin, thudc gidi lo au khac khong phai
benzodiazepin (vi du nhu meprobamat) thubc ngu, thude chong trdm cam c6 tac dung an than
(amitriptylin, doxepin, mianserin, mirtazapin, trimipramin), thudc khang H; c6 tac dung an thin,
thudc chdng tang huyét ap tac dung trung wong, baclofen va thalidomid.

Tuong tic khdc

Topiramat

Dugc dong hoc flunarizin khong bi thay dbi béi topiramat. Dugc dong hoc & trang théi 6 6n dinh
cua topiramat khong bi anh hudng boi flunarizin.

8. TAC DUNG KHONG MONG MUON

Rt thwong gdp, 1/10 < ADR

Xét nghiém: Téang cén.

Thuong gap, 1/100 < ADR < 1/10

Nhiém tring va nhiém khuin: Viém mdi.

Chuyen héa va dinh dudng: Tang cam giac ngon miéng.

TAm thin: TrAm cam, mét ngu.

Thén kinh: Budn ngu.

Tiéu héa: Téo bén, dau thuong vi, budn n6n

Co xuong va md lién két: Pau co.

H¢ sinh duc va tuyen vit: Kinh nguyét bat thuorng, dau vu.
Toan than: Mét moi.

It gap, 1/1.000 < ADR <1/100

Mién dich: Qua man.

Tam than: Hoi ching trAm cam, rbi loan gic ngu, tho o, lo du.
Than kinh: Bét thuong phéi hop, mét phuwong huéng, hon mé, di cim, néng nay, cham chap, u
tai, veo cd.

Tim: Panh trdng nguc.

Mach méu: Ha huyét ap, néng bung.

Tiéu héa: Kho tiéu, tac rudt, kho miéng, réi loan tiéu ‘hoéa, non.
Da va mé dudi da: Nbi may day, phat ban da, tang tiét mod hoi.
Co xuong va mo lién két: Co thét co, co CO.

Hé sinh duc va tuyen vi: Xut huyét, ri loan kinh nguyét, kinh nguyét khong d&u, phi dai tuyén
vii, gidm ham muon tinh duc.

Toan thén: Phu toan thén, phu ngoai bién, suy nhugec.

Chuea ré tan sudt M '
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Thén kinh: Ching ngf“)i nim khong yén, van dong chim, déu hiéu banh xe rang cua, loan van
dong, run, hdi ching ngoai thap, Parkinson, an than.

Gan mat: Téng transaminase gan.

Da va md duéi da: Phit mach, ngira, hdng ban.

Co xuong va mo lién két: Cimg co.

Hg sinh duc va tuyén vi: Tiét sira bit thuong.

Thubc c6 thé gdy ra cdc tdc dung khong mong mudn khdc, khuyén bénh nhdn théng bdo cdc tdc
dung khéng mong mudn gdp phdi khi ding thuéc.

9. QUA LIEU VA CACH XU TRi

Triéu chung

Dua vio tinh chét dugc 1y cta thudc, budn ngi va suy nhuge c6 thé xay ra. Mot vai truong hop
qué liéu cip (cao dén 600 mg udng 1 1an) da dwoc bdo céo, tridu chimg dugc quan sat 13 budn
ngu, nhip tim nhanh, kich dong.

X tri .

Khéng c6 thudc giai doc ddc hiéu. Trong vong 1 gios sau khi udng qua lidu, nén stc rira da day.
C6 thé dung than hoat néu thdy thich hop.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong ding qua liéu chi dinh.
11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

DAVIPHARM

CONG TY TNHH DUQC PHAM PAT VI PHU
(DAVI PHARM CO., LTD)

L6 M7A, Puong D17, Khu CN M§ Phu6c 1, Phuong Théi Hoa, Thi xd Bén Cét, Tinh Bir
Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688

12. NGAY XEM XET SUA POI, CAP NHAT LAI NOERENG HUONG DAN SU DUNG
THUOC , €

BH5 GIAM BOC

DS, N Phtng

TUQ.CUC TRUGNG )
PIRUGNG PH@!;JG ,,0/
Y& Minty J{c?z?f
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