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CHI NHANH CONG TY CO PHAN DUQC PHAM TV.PHARM -
NHA MAY DUQC PHAM AIKYA EUROPA

00000
MAU NHAN THUOC
VIEN NEN Flunarizin EUROPA 10mg
(MAU NHAN DU KIEN LUU HANH)
I. MAu nhan vi Alu-Alu, vi 10 vién:
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111. MAu nhin hdp vi Alu-Alu, hgp 03 vi x vi 10 vién:

Thanh phin: Mai vién nén chira: Bao quan nol khd, nhigt 45 khéng qua 30 °C,

- Flunarizire, 10 mg trénh énh sdng.
| (dudi dang flunarizine dihydrochlorids) Doc ki hudng dan sir dyung trude khi diing.
S 1 (1 — vira dii 1 vién DE xa (am tay tré em.

Chi dinh, céch ding, chdng chi dinh va céc Tiéu chuan chat lwrong: TCCS.
thiing tin khic: Xemn trong t& hudng dén sir dung  SDK/Reg.Ne.:
thudc kém theo.
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RX Thuge ke don

Flunarizin EUROPA 10mg

Flunarizine 10 mg
(dudi dang flunarizine dibydrochloride)

: akya
{op 03 vi x 10 vién nen Av @uropa

Cor sd san xuat

CHI NHANH CONG TY C0 PHAN DUQC PHAM IHl l HE“
TV.PHARM - NHA MAY DUQC PHAM AIKYA o LI Y
EUROPA

Cum cong nghiép Tan Ngai, Budng Lé Van Tam, S8 16 SX/Lot.No.:
Ap Tén Nggi, X8 Luong Hoa A, Huyén Chau NSX/MfgDate :
Thanh, Tinh Tra Vinh, Vigt Nam. HD/Exp Date

Rx Prescription only

Flunarizin EUROPA 10mg

Flunarizine 10 mg
(as flunarizine dihydrochloride)

a;kya
@auropa




1V. Méu nhin hp vi Alu-Alu, hgp 05 vi x vi 10 vién:

Thanh phin: M&i vién nén chia: Bdo guan noi khd, nhigt d§ khéng qua 30 °C, l
B 2 T1,T 1, T r— L - T F DO E TR

(durdi dang flunarizine dihydrochloride) Doc ki hudmg dan sir dung trude khi ding.
TR i e VU@ @G 1 viEn D8 xa fAm tay tré em.

Chi dijnh, cich diing, chéng chi djnh va céc thng  Tiéu chudin chit lugng: TCCS. |
tin khac: Xem trong t& hudng dén st dung thuc  SDK/Reg.No.:

kém theo. ‘
Co s san xudt:

CHI NHANH CONG TY CO PHAN DUQC PHAM S6 16 SX/LotNo.:

TV.PHARM - NHA WAY DUDC PHAM AIKYA NSX/Mfg Date

EUROPA HOD/Exp Date

Cym cbng nghiép Tan Ngal, Dudng Lé Van Tém, Ap

Tén Ngai, X@ Luong Hba A, Huyén Chau Thanh,

Tinh Tra Vinh, Vigt Nam

RX 15650 ké dom

Flunarizin EUROPA 10mg

Flunarizine 10mg
(durdi dang flunarizine dihydrochloride)

0P 7 39PHL xy

a:kya
@uropa

Buuiol YdoHn3 vizueuny

{epuoporpiyp suizueun; Busp 0np) NS
G| auRusunig -

Composition: Fach tablet contains: Storage in dry place, do not store above 30 °C,
~Flunarizing ..., 10 mg  protect from light.

(as flunarizine dihydrochloride) Reed the package insert carefully before use.
= EXCIPIEMS, covvss oovenss cssrrnsnsmecsrnnee: @.5: 1 tablet  Keep out of reach of children.
Indications, administration, contmindications Specification: Manufacturer’s.

and other information: See the enclosed leaflet for
IT 02275 u

further information
4

Manufacturer:

TV.PHARM PHARMACEUTICAL JOINT STOCK

COMPANY BRANCH - AIKYA EUROPA

PHARMACEUTICAL FACTORY II Ii || H m
Tan Ngai Industrial Complex, Le Van Tam Street, 8793535
Tan Ngai Hamlet, Luong Hea A Commune, Chau

Thanh District. Tra Vinh Province, Viet Nam.

Rx Prescription anly

Flunarizin EUROPA 10mg

Flunarizine 10mg
(as flunarizine dihydrochloride)

Flunarizin EUROPA 10mg

Flunarizine 10 mg

(s Tlunarizine ditydoochioride)

aikya

Guropa
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V. Méu nhan hop vi Alu-Alu, hop 10 vi x vi 10 vién:

Thénh phin: Méi vién nén chia:

~ FRanabeine. .....cowsss smssasss pisssrsasnsasseiveres VG AT
(dudi dgng flunarizine dihydrochlorids)

T s ... vira di 1 vién

Chi dinh, each dimg, chéng chi dinh va cac thang
tin khdc: Xam trong 10 hudng dan sir dung thudic
kem theo.

Cor a6v sdn xuft

CHI NHANH CONG TY CO PHAN DUQC PHAM
TV.PHARM - NHA MAY DUGC PHAM AIKYA
EUROPA

Cym cdng nghlép TAn Ngal, Dudng L& Van Tam, p
Tan Ngal, X3 Luong Hba A, Huyén Chau Thanh,
Tinh Tra Vinh, Vigt Nam.

Bao quan nol khd, nhift dd khdng qua 30 *C,
tranh dnh séng.

Doc k husng din sir dyng e khi ding.

DE xa thm tay tré em.

Tiiu chudn chit lugng: TCCS.

SDK/Reg.No.:

S6 16 SX/LotNo.:
NSX/MIg Date
HE/Exp Date

(apuojyooiphyip auizueunyy 6uép 1onp)
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RX Thugc ké don

Flunarizin EUROPA 10mg

Flunarizine 10 mg

(dwai dang flunarizine dihydrochloride)

=62

100 | Hep 10 vi x 10 vié

Compasition: Each tablef confains:

= FIUNBEEIR i iissiaiciiion e 10 mg
(as flunarizine dihydrochloride)
- Excipients : T T q:5. 1 tablet

Indications, administration, containdications
and other information. See the enclosed leaflet for
further information

Manufacturer:

TV.PHARM PHARMACEUTICAL JOINT STOCK
COMPANY BRANCH - AIKYA EUROPA
PHARMACEUTICAL FACTORY

Tan Ngal Industrial Complex, Le Van Tam Street,
Tan Ngai Hamlet, Luong Hoa A Commune Chau
Thanh District, Tre Vinh Provines, Viet Nam

Sterage in dry place, do net store above 30 °C,
protect from light.

Read the package insert carefully before use.
Keep out of reach of children.
Specification: Manufaciurers.

Rx Prascription only

Flunarizin EUROPA 10mg

Flunarizine 10 mg

(as flunarizine dihydrochloride)

of 10 blister

RX prescription only

(as flunarizine dihydrochloride)

Flunarizine 10 mg

lAv




V1. Miu nhiin h{p vi Alu-Alu, h§p 20 vi x vi 10 vién:

RX Thygc ke don

Flunarizin EUROPA 10mg

Flunarizine 10 mg
(dudi dang flunarizine dihydrochloriy

Thanh phin: Moi vién nén chira: R Thuic e don

- FRINBIRING. . sdiiiiiiiii s fssibibsmitssanissesitis 10mg

(dudi dang flunanzine dihydrochloride)

SRR b i psariois vira 861 vien |

Chi djnh, cich ding, chéng chi dinh va céc thong tin khie: Flunarizin EURDPA ]ﬂmg

Xem trong té hudng dén st dung thudc kém theo.

Bao quan nol khé, nhidgt 4§ khéng qua 30 °C, trinh dnh sdng.
Doc k§ hutng din sir dung trude khi ding.

Dii wa tam tay tré em.

Tiéu ehudn chit lugng: TCCS.

SDK/Reg.No.:

56 16 SX/Lot Mo :

NSX/Mfg Date

HO/Exp Date

Flnarizine 10 mg
|gudd dang flunarizine dihydrochioride)

Ciy 5cr sdn xudt

CHI NHANH CONG TY CO PHAN DUGC PHAM TV.PHARM -
NHA MAY DUGT PHAM AIKYA EURDPA

Cym cing nghigp Tan Ngel, Buting Lé Van Tam, Kp Tén Ngal,
X Lurong Haa A, Huyien Chau Thanh, Tinh Tréd Vinh, Vigt Nam,

—

Compesition: Each tablel contains:
- Flunarizine...
(as flunarizine dihydrochloride)

» EMCHIBMS. coormeecesresmanms s g5 1 tablet
Indicati and other
information: Soe the enciosed leaflet for furthes information.
Storage in dry place, do not store above 30 °C, protect from
light.

Read the package insert carefully before use

Keep out of reach of children.

Specification: Manufacturer’s,
faav

il

8733

Manufacturer:

TVPHARM PHARMACEUTICAL JOINT STOCK COMPANY
BRANCH - AIKYA EUROPA PHARMACEUTICAL FACTORY
Tan Ngai Industrial Complex, Le Van Tam Street, Tan Ngal
Hamiet, Luong Hoa A Commune, Chau Thanh Districl, Tra
Vinh Province, Viet Nam.

Rx Pragecription anly

Flunarizin EUROPA 10mg

Flunarnizine 10 mg
(28 flunarizing diydrochionde)

Rx Praseription only

Flunarizin EUROPA 10mg

Flunarizine 10 mg
‘T (as flunarizine dihydrochloride)

§§



VII. Miu nhan hjp vi Alu-PVC, hép 03 vi x vi 10 vién:

Thinh phiin: Mdi vién nén chira

Bido quin noi kha, nhigt d§ khing qua 30 °C,

P IUVBIIR, ey v comssmsasmasssssinasasrontssusssss 10mg trénh dnh sdng.
(dudt dang fiunarizine dihydrochloride) Boc k§ hudng din sir dung trude khi diing,
-Taduge.......... voere WiFE AU 1 vidn DE xa tAm tay tré em.

Chi dinh, cach ding, chong chi dinh va céc Tiéu chuan chat ligng: TCCS.
thang tin khadc: Xem trong & hirdng dén s dung  SDK/Reg.Ne.!
thude kém theo.

RX Thutie ké dem
Flunarizin EUROPA 10mg
B2 % 2 Flunarizine 10 mg
;‘ & = g (dudi dang flunarizine dihydrochloride)
2%
g3 E -
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| Co 5 sdn xust:
CHI NHANH CONG TY 0 PHAN PHAM S515 SX/LotNo
TV.PHARM - NHA MAY DUQC PHAM AIKYA NSX/Mig Date
EUROPA HD/Exp Date

Cym chng nghiép Tan Naal, Dudmg L& Van Tam,
Ap Tan Ngal, X3 Lwvong Hoa A, Huydn Chau
Thanh, Tinh Tra Vinh, Viét Nam.

RY prescription only

Flunarizin EUROPA 10mg

Flunarizine 10 mg
(as flunarizine dihydrochloride)

aikya
@Auropa




VIII. Miu nhan hp vi Alu-PVC, hgp 05 vi x vi 10 vién:

Thanh phn: Méi vién nén chia: Béo quan noi khd, nhigt d§ khing qué 30 °C,
IINATEINE .. cveimsvorsiissasisssipsivasrssmssings 10mg trénh énh sang.

(duréi dang flunarizine dihydrochloride) Doc ki hirdmg dén sir dung trude khi ding.

=~ TA QUG ... eereereremensesrramssrenenees viradi 1 vign DE xa {3m tay tré em.

Chi dinh, céch ding, chéng chi djnh va céc Tiéu chuan chét lugng: TCCS.

thang tin khac: Xem trong t& hudng dén st SDK/Reg.Ma.:

dung thude kém theo

RX Thuic ké don

Flunarizin EUROPA 10mg

Flunarizine 10 mg
{dudi dang flunarizine dihydrochloride)

B 0| SuiziEung
UBPE499L yyy

Guwipi Ydoun3 uizueunyy

akya
Guropa

(epusyasmpdyle sy Budp wpng)

CHI NHANH CONG TY CO PHAN DUGC PHAM
TV.PHARM - NHA MAY DUQC PHAM AIKYA
EUROPA

Cum céng nghiép Tan Ngal, Bubng L& Van S5 16 SX/LOLND.
T4m, Ap Tan Ngal, X& Luong Hba A, Huyén NSX/Mfg Date :

! Co s& sdn xudl. m

I

879353547702

[
| Chau Thanh, Tinh Tra Vinh. Viét Nam HD/Exp Date
|
RX praseription only =
(—]
- . — =
Flunarizin EUROPA 10mg = i
Flunarizine 10 mg L= 8
(es flunarizine dihydrochloride) g & :E
g iE
-
— g
Em it

50 | Box of 05 blisters x.10 tablets




IX. Miu nhan hp vi Alu-PVC, hop 10 vi x vi 10 vién:

Thanh phisn: Méi vién nén chia:

= IR .. oo covisnsrsvasicvmssersressrsersss NN
(dudi dang flunarizine dihydrochlonide
-Taduge........ ... vira g 1 vién

Chi djnh, céch ding, chéng chi dnh va céc
thiing tin khdc: Xem trong (& hudng din s
dyng thubc kém theo.

Co s¢ sdn xudt.

CHI NHANH CONG TY €O PHAN DUTC PHAM
TV.PHARM - NHA MAY DUQC PHAM AIKYA
EUROPA

Cuym cdng nghigp Tan Ngai, Dudng L& Van Tam,
Ap Tan Ngai, X3 Luong Hoa A, Huyén Chéu
Thanh, Tinh Tra Vinh, Vist Nam

Bao quan noi kho, nhigt dj khéng qué 30 *C,
trénh &nh sang.

Doc ky hutng dén sir dung trude khi ding.
DE xa (3m tay tré em.

Tiiéu chudn chat lugng: TCCS.

SDK/Reg.No.:

56 16 SX/LotNo.:
NSX/Mfg Date
HD/Exp Date
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RX Thysc ké don

Flunarizin EUROPA 10mg

Flunarizine 10 mg

(duéi dang flurarizine dihydrochloride)

100 | Hop 10 vi x 10 vién nén A'

akya
®uropa

Compasition: Each tahlet contains:

- Flunarizine 10 mg
(as Munarizine dihydrochloride)

BRI . v e q.5. 1 tablet
and other infi ion: See the enclosed leaflet
for further information

Manufacturer.

TV.PHARM PHARMACEUTICAL JOINT
STOCK COMPANY BRANCH - AIKYA
EUROFPA PHARMACEUTICAL FACTORY

Tan Mgsi Industrial Complex, Le Van Tam
Street, Tan Mgai Hamlet, Luong Hoa A
Commune, Chau Thanh District Tra Vinh
Province, Viet Nam.

Storage in dry place, do nat store above 30 *C,

protect from light
Read the package insert carefully before use.
Keep out of reach of children.
Specification: Manufacturer's.

RX prescription only

Flunarizin EUROPA 10mg

Flunarizine 10 mg
(as flunarizine dihydrochloride)

Flunarizine 10 mg

v

(as flunarizine dihydrochlaride)




X. Miu nhin hjp vi Alu-PVC, hip 20 vi x vi 10 vién:

RX 1huse ke dan

iy

&

Flunarizine 10 mg

Flunarizin EUROPA 10mg

Thanh phan: Mdi vién nén chira:

= FIUNAIZING. .....ovvv v reeernseserrernanns 10mg
(dudi dang flunarizine dihydrochloride)
« T AU .o smsnsrnrasisinimassianess VEFEAAU 1 viEN

Chi dinh, cich ding, chéng chi dinh va cdc
théng tin khic: Xem trong té& hutng dén sir
dung thudc kem theo.

Bdo quan nol kho, nhigt dg khong qua 30 °C,
tranh dnh sdng.

Doc ki hudng dan sir dung trude khi ding.
DE xa tam tay tré em.

Tigu chuidn chét lugng: TCCS,
SDK/Reg.No.:

86 16 SX/Lot.No.:
NSX/Mfg Date :
HD/Exp Date

Co sd sén xudt:

CHI NHANH CONG TY €6 PHAN DUQC
PHAM TW.PHARM - NHA MAY DUQC
PHAM AIKYA EUROPA

Cym cdng nghiép Tén Nogal, Dudng Lé Van
Tam, Ap Tan Ngsi, X3 Lurong Hoa A, Huyén
Chéu Thanh, Tinh Tra Vink, Vigt Nam

RX Thyse ke don

Flunarizin EUROPA 10mg

Flunarizine 10 mg
(dudi dang flunarizine dihydrochloride)

Av (duéi dang flunarizine dihydrochloridf)

=

ydroe
< EXCIPIBMS..crcrissnrcasrssisasenies q.5. 1 tablet
Indications, administration, contraindica-
tlons and other information: See the
enclosed leaflet for further information.
Storage in dry place, do not store above
30 °C, protect from light.

Read the package insert carefully before
use.

Keep out of reach of children.
Specification: Manufacturer’s.

LU

535477022

Manufacturer.

TV.PHARM PHARMACEUTICAL JOINT
STOCK COMPANY BRANCH - AIKYA
EUROPA PHARMACEUTICAL FACTORY
Tan Ngal Industrial Complex, Le Van Tam
Street, Tan Nga Hamilet, Luong Hoa A
Commune, Chau Thanh District, Tra Vinh
Province, Viet Nam.

RX prescription only

Flunarizin EUROPA 10mg

Flunarizine 10 mg
(as flunarizine dihydrochloride)

aikya
@uropa

Rx Prescription anly

Flunarizin EUROPA 10mg

Flunarizine 10 mg
(as flunarizine dihydrochloride)

\?



HUONG DAN SU DUNG THUOC

Rx Flunarizin EUROPA 10mg

Thuéc nay chi diing theo don thubc
Pé xa tam tay rré em
DPoc ki hudng dan sir dung trieée khi diing
THANH PHAN CONG THUC THUOC: M3i vién nén chura:
Thérk phin bioat ket PRIBARENG st O g
(dudi dang flunarizine dihydrochloride)
Thanh phan ta diroe: 1.actose monohydrate, wheat starch, povidone K30, croscarmellose sodium,
colloidal silicon dioxide, magnesium stearate.
DANG BAO CHE:
Dang bao ché: Vién nén
Mo ta san phffn-:: Vién nén tréon mau [|‘fmg, mot mat ¢ vach ngang. Vach ngang trén vién khong
dung dé be doi chia lidu.
CHI DINH:
—  Diéu tri du phong con dau nira déu trong trudng hop cac bién phép diéu tri khac khong ¢6 hiéu
qud hodc kém dung nap.
CACH DUNG, LIEU DUNG:
Cach diing:
—  Ding dudng udng va ubng vao budi tdi. Udng nguyén vién.

—  Khdng bé dbi vién thude.

Liéu ding:

Ngudi lon < 65 tubi vi nguoi cao tudi (> 65 tudi):

— 5 mg (*)/ngay, ubng vao budi tdi, duy tri trong 4 dén 8 tuan.

—  Trong thai gian didu tri, néu xudt hién céc triéu chimg trim cam, ngoai thap hoic céc bién cb
bat lgi nghiém trong khéc, cin ngirg ding thudce (xem muc Cdrh bdo va than trong khi dimg
thuoce).

—  Néu sau 8 tudn diéu tri khéng c6 su cai thién, bénh nhan duoc xem nhu khong dap tmg vai diéu
tri va nén ngimg dung thudc.

— Thoi gian diéu tri khéng qud 6 thang.

—  Khuyén céo chi danh cho bénh nhan < 65 tudi: Néu biéu hién 1am sang cia bénh nhéan cho thay
dap Gng diu tri khong day do, c6 thé tang lidu 1én dén 10 mg/ngay nhung can can nhac trong
khi nang dung nap thude cia bénh nhén,

Trée em

— Tré em > 12 tudi, dic biét trong trudmg hop dau nira dau chua dugce chin doén xac dinh:
5 mg (*)/ngdy, udng vao budi toi. Thoi gian diéu tri khong qua 6 thang.

Trang 1/6




— Tréem < 12 tudi: Chua c¢6 bang chimg ddy du vé hiéu qua va d¢ an toan cta flunarizin trén doi
tuong ndy. Khong khuyén cdo st dung flunarizin cho tré em dudi 12 tudi.

(*) Sir dung san pham khdac co ham heong phit hop.

CHONG CHI DINH:

—  Man cam véi flunarizin hay bét cir thanh phén ta duge nao cia thude.

— €6 triéu ching cia bénh Parkinson tir trude khi diéu tri.

—  Tién sir c6 cac triéu chimg ngoai thap.

—  Bénh tram cam hodc tién sir ¢6 hoi chimg tram cam tai phat.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Khong st dung thudce qua lidu khuyén cdo. Cin theo ddi nguoi bénh thuong xuyén, dinh ky, dic
biét trong thoi gian dicu tri duy tri dé phat hién sém cac biéu hién ngoai thap, trdm cam va ngimg
diéu tri kip thoi. -

Mot s trudng hop mét moi voi mirc do nang tang dan di dugce ghi nhan khi sir dung flunarizin.

Néu tinh trang nay xay ra, cin ngirng diéu tri v&i flunarizin.

Nén ngung ding thude néu hiéu qua diéu tri giam trong giai doan diéu tri duy tri.

Flunarizine khong pht hgp dé diéu tri nhanh chéng con chong mit.

Viée diéu tri bang flunarizine ¢6 thé lam xuét hién cac triéu chimg ngoai thap, triéu chimg trim

cam va lam boc phat bénh Parkinson, dic biét & nhitng bénh nhan dé méc bénh, chﬁng han nhu

bénh nhén cao tudi. Vivay nén sir dung than trong & nhimng doi trong nay.

Tinh an toan cta flunarizine di v&i nhitng bénh nhén bi rdi loan chuyén héa porphyrin vin chua

duoc hidu rd. Can tham khao y kién cia chuyén gia y 1€ vé r6i loan chuyén hoa porphyrin.

% Canh bdo td duoc:

—  Thubc ¢6 chira lactose, khong nén ding thude nay cho bénh nhan méc cac rdi loan di truyén
hiém gip vé& khéng dung nap galactose, thiéu hut lactase hodc réi loan hédp thu glucose —
galactose

—  Thudc nay c¢6 chira wheat starch (tinh bot laa mi), néu bi di @mg vé&i lda mi (tranh nham véi
bénh Celiac), bénh nhan khong nén dung thube nay.

— Thudc nay c6 chira dudi 1 mmol (23 mg) sodium (natri) trong méi don vi phan liéu, vé co ban
duoc xem nhu “khdng chira natri”.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Sti dung thubc cho phu ni cé thai

Tinh an toan cta flunarizine 6 phy nit mang thai van chua duge hiéu rd. Céac nghién ciru trén dong

vat chura chimg minh duge flunarizine ¢o6 tac dung bét lgi truc tiép hay gidn tiép dén qué trinh

mang thai, su phat trién ctia phdi thai/thai nhi, qué trinh sinh né, sw phat trién trude va sau khi sinh

& licu diéu tri.

Tuy nhién, vi tinh an todn cua flunarizine trong qua trinh mang thai van chua duoc hiéu r6, do do

khong nén sir dung flunarizine trong sudt qué trinh mang thai.

Trang 2/6




10.

St dung thuébc cho phu ni cho con bii

Chura biét flunarizine ¢6 bai tiét vao sira me¢ hay khong. Cac nghién ctru thuc hién trén chd dang
cho con bu cho lhfiy flunarizine duoc bai tiét vao sira me voi néng do cao hon néng do trong huyét
trong. Khong loai trir nguy co dbi véi tré so sinh. Vi vy, khong nén sir dung flunarizine ¢ phy niv
dang cho con bi.

Khai ning sinh san

Két qua tir cac nghién clru trén dong vat khong cho thdy tac dung bt loi trie tiép cua flunarizine
lén kha ning sinh san & con duc hodc cai ¢ lidu diéu tri.

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

Can thdn trong khi l4i xe hodc van hanh may méc vi ¢6 thé xudt hién tinh trang budn ngu ban diu
va tinh trang ndy s& khong ty khoi trong qua trinh diéu tri.
TUONG TAC, TUONG KY CUA THUOC:

% Tuwong tic cua thude

Tac dung an thin qua mic ¢6 thé xay ra khi st dung dong thoi flunarizine v&i ruou, thube ngu
hodc thude an than khic.

Duge dong hoc cua flunarizine khong bi anh huong bai topiramate. Khi dung chung véi topiramate
lidu 50 mg mdi 12 gi&r & bénh nhan dau nira dau, ndng do flunarizine trong co thé tang 16%, so vai
mirc ting 14% & bénh nhan chi diéu tri bz"ing flunarizine. Trang théi duge dong hoc 6n dinh cua
topiramate khong bi anh hudng bai flunarizine.

Viée sir dung flunarizine lau dai khong anh hudng dén chuyén hoa cia phenytoin, carbamazepine,
valproate hodc phenobarbital. Néng dé flunarizine trong huyét tuong thuodng thap hon & nhiing
bénh nhan diéu tri bang cac thude chéng dong kinh ké trén so véi nguoi khoe manh ding lidu
twong tu. Su lién két voi protein huyét tuong cua carbamazepine, valproate va phenytoin khong bi
anh huong khi dung dong thai véi flunarizine.

L)

& Twong ky cua thube:

Do khéng ¢6 cdc nghién ciru vé tinh tuong ky cia thude, khéng trdn 1dn thube ndy v6i cic thube
khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

Tan suit téc dung khong mong muén duoc xéc dinh nhur sau: Rét thudmg gap (> 1/10), thuong gap
(= 17100 dén < 1/10), it gép (= 1/1.000 dén < 1/100), hiém gdp (= 1/10.000 dén < 1/1.000), rét hiém
gdip (< 1/10.000), khong xac dinh (khéng thé wéc tinh tir dir liéu 6 san).

Roi loan hé mien dich

it gap: Qua min

Nhiém tring hodc ky sinh triing

Thuong gdp: Viém mii

R6i loan chuyén héa va dinh dudng

Thuong gép: Tang cam giac thém an

RGi loan tém thin

Thuong gap: Tram cam, mét ngt

it gap: Triéu chimg trdm cam, rdi loan gide ngu, th o, lo ling
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Roi loan hé than kinh

Thuong gap: Budn ngi

it gap: Phdi hop kém, mat phuong huéng, hén mé, dj cam, bon chon, ué oai, I tai, veo ¢b

Khong xac dinh: Hoi chimg dimg ngdi khdng yén, van dong cham, héi ching banh rang, loan dong,
run vo cin, rbi loan ngoai thap, hoi chimg Parkinson, bét thuong déng di, an thin, run.

R loan tim

it gap: Dénh tréng nguc

Roi loan mach mdu

it gip: Ha huyét ap, suy tim sung huyét

R6i loan tiéu héa

Thudmg giip: Tao bén, dau bung trén, budn nén

it gédp: Kho tiéu, nébn mura, tac rudt, kho mi¢ng, bénh dudng tiéu hoa

Réi loan gan mdt .

Khong xac dinh: Tang transaminase gan

Roi loan da va cde mé dudi da

[t gap: May day, phat ban, tang tiét mo hoi

Khong xac dinh: Phu mach, ngira, ban do

Réi loan co xuong va mo lién két

Thuong gip: Dau co

it gap: Co thit co, co gidt co

Khong xac dinh: Cimg co

Réi loan co quan sinh duc va tuyén vii

Thudng gip: Kinh nguyét khong déu, dau nguc

it gap: Rong kinh, réi loan kinh nguyét, thua kinh, phi dai v, giam ham muén tinh duc

Khong xéc dinh: Tang tiét sira

Roi loan chung va tinh trang tai noi ding thuoc

Thudng gip: Mét moi

it gip: Phu né toan than, phi ngoai bién, suy nhuoc

Xét nghiém

Rét thung gap: Tang can

Cac nhom doi twong diic biét:

Tyé em: Dya vao dir licu hién ¢6, cic tac dung khong mong mudn & tré em duoc cho la tuong tu
nhu & nguoi lon.

Théng bdo ngay cho bdc sy hodc dwpe si khi gip cic tic dung khong mong mubn nhuw trén khi
st dung thudc hodc bio cdo cde phin ting ¢6 hai ciia thube vé Trung tim Théng tin thube va

Theo déi phin trng ¢6 hai ciia thude (ADR) Québe Gia.
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11.

12.

13.

QUA LIEU VA CACH XU TRI:

Qua lidu:

Do dic tinh dugc Iy hoc ctia flunarizine, tinh trang an than va suy nhuoc ¢6 thé xdy ra. Mot vai
trurdng hop qua liéu cip tinh (ding lidu 1én t6i 600 mg) da dugc béo cdo. Céc triéu chimg qué lidu
bao gom: An than, bon chon, nhip tim nhanh.

Cich xit tri khi diung thude qua liéu:

Khéng cé thube giai doe dic hidu. Trong truong hop cin thiét ¢6 thé ding than hoat cling voi diéu
tri hd tro.

PAC TINH DUQC LUC HQC:

Nhém duwge ly: Thude diéu tri chong miit

Mia ATC: NO7CAO03

Flunarizine 1a thude chen kénh calcium ¢é hoat tinh chon loc, do dé khong anh huong dén su co
bop, dan truyén va tao nhip cta tim. Flunarizine ngin chin nong dé calcium noi bao ting cao qua
murc.

Flunarizine la thudc dbi khang kénh calcium loai 1V theo phan loai cua WHO.

PAC TINH DUQC PONG HOC:

Hap thu
Flunarizine duoc hﬁp thu nhanh va néng dd dinh trong huyél trong dat duoc sau khi uéng 2-4
gio, trang thai 6n dinh dat duoce sau 5 — 6 tuén. \\

Flunarizine duge hap thu tot (> 80%) tai duong tiéu hoa, ndng do dinh trong huyét trong da
sau khi udng 2 — 4 gid. Khi tinh acid da day giam (nghia la pH tdng) sinh kha dung cua thu
thé s& giam theo.

Ndng dd flunarizine trong huyét twong dat trang thai dn dinh sau 8 tuin diing gan nhu 13p d]
lidu 1 ]aningw va nong do my cao hon khoang 3 lan so véi sau khi ding mét liéu duy nha .
dd flunarizine & trang thai 6n dinh ty 1& thuan trong khoang liéu 5 — 30 mg.
Phan b

Hon 99% flunarizine lién két véi protein huyét tuong. Flunarizine c6 thé tich phan bé I6n, khodng
78 lit’kg & ngudi khoe manh va khoang 207 litkg & bénh nhan déng kinh, cho théy sir phan bd
rong rii cua thubc & cdec md ngoai bién. Flunarizine nhanh chéng vuot qua hang rdo mau nio va
ndng do trong ndo cao hon khoang 10 lan so voi ndng do trong huyét tuong.

Chuyén héa

Flunarizine duge chuyén hoa & gan thanh it nhit 15 chat chuyén héa. Qua trinh chuyén héa dién ra
chii yéu qua trung gian CYP2D6.

Thai trie

Flunarizine chi yéu dugc bai tiét trong phan thong qua mat dudi dang khong doi va cic chit
chuyén hoa. Sau khi ding thudc khoang 24 — 48 gid, khoang 3 — 5% liéu dung cia flunarizine dugc
bai tiét trong phan dudi dang khong dbi va chit chuyén hoa, it hon 1% lidu ding duoc bai tiét trong
nuée tiéu dudi dang khong doi. Thai gian ban thai dao dong rat I6n, tir S — 15 gidy & hdu hét nhimng
nguoi ding | lidu duy nhit. G mét s doi tuong, né}ng do flunarizine trong huyét tuong van c6 thé
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do duoc (> 0,5 ng/ml) sau khoéng thoi gian dai (khoang 30 ngay), c6 thé do su phan bd lai cua
thude tir cde mod vao huyét tuong.

14. QUY CACH DONG GOI:

Vi Alu— Alu: Hop 03 vi x 10 vién, hop 05 vi x 10 vién, hop 10 vi x 10 vién, hop 20 vi x 10 vién.
Vi Alu—PVC: Hop 03 vi x 10 vién, hop 05 vi x 10 vién, hop 10 vi x 10 vién, hop 20 vi x 10 vién.
15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQGNG CUA THUOC:
Piéu kién bio qudn: Bio quan noi kho, nhiét do khong qua 30 °C, tranh anh sang.
Han ding ctia thudc: 36 thang ké tir ngy san xut.
Tiéu chudn chét lwong: TCCS.
16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
a_- k CH{ NH;’&NH CONG TY CO PHAN DUQC PHAM TV.PHARM —
v ya NHA MAY DUQC PHAM AIKYA EUROPA

@u ropa Cum cong nghiép Tin Ngai, Dudng Lé Van Tam, Ap Tan Ngai,
Xa Luong Hoa A, Huyén Chéau Thanh, Tinh Tra Vinh, Viét Nam

/ cone YD G GIAMDOC
cOpHAN | \Q
DUJC PHA
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