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Flunarizine Dihydrochloride..........

(as Flunarizine 5mg)

6-1, Munhwa 12-gil, Jincheon-eup, Jincheon-gun,

YOUNG IL PHARM. CO.,, LTD.

Manufactured by:

oh
CAREFULLY READ THE INSTRUCTIONS BEFORE USE

Symptomatic treatment of vertigo/ dizziness, tinnitus due to vestibular disturbances.

Migraine attacks & Vertigo therapeutic agent
PRIZINE capsule
Flunarizine Dihydrochloride 5.9mg
(As FLUNARIZINE 5mg)

Please read the enclosed package insert for use instruction.

Prophylaxis of migraine.
B CAUTIONS; ADVERSE REACTIONS; INTERACTIONS:
Please read the enclosed package insert for use instruction

Il COMPOSITION: Each capsule contains:
B DOSAGE and ADMINISTRATION:

H INDICATIONS:
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Patients with with pre-existing symptoms of Parkinson’s disease; a history of
extrapyramidal symptoms; depressive illness, or a history of recurrent depression.

Hypersensitivity to flunarizine or any component of this drug.
Store in well-closed container, at temperature below 30°C.

Manufacturer's specification

B CONTRA-INDICATIONS:
B QUALITY SPECIFICATION:
[ KEEP OUT OF REACH OF CHILDREN |

B STORAGE:
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R Thudc bén theo don
Hap 100 vién nang cding (10 vi x 10 vién)
PRIZINE Capsule

Mi vién nang chia: Flunarizin dihydrochlorid 5,9mg
(twong dwong Flunarizin 5mg)

Chi dinh, Liéu dung-Céch dung, Than trong, Chéng chi dinh:
Vui ldng xem 1§ huong dén sir dung kem theo.
Budng dung: Udng.

Béo quan: Trong hdp kin, & nhiét 6 duwéi 30°C.
Tiéu chuén: Nha san xudt. [
Céc théng tin khac dé nghj xem trong to |
hudéng dan s dyng kém theo.

DOC KY HUONG DAN SU DYNG TRUGC KHI DUNG

DE XA TAM TAY TRE EM

SBK, S6 10 SX, NSX, HD: xem “Visa No., Lot No., Mfg. Date,

Exp. Date” in trén bao bi.

San xudt bdi: Young IL Pharm. Co., Ltd.

6-1, Munhwa 12-gil, Jincheon-eup, Jincheon-gun,
Chungcheongbuk-do, Han Quéc.

Xuét xi: Han Quéc

Nha nhap khdu:

ctor of the applicant
N PHARM. Co., Ltd.

e/ CONG TY \%
' TRACH NHIEM HUU HAN | =
DUOC PHAM %

N THUY VUONG
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Rx-Thudc bén theo don 5 -

TO HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. TEN THUOC:
PRIZINE Capsule

2. KHUYEN CAO:

Poc ky huéng din st dung trude khi ding.

D€ xa tam tay tré em.

Thong bdo ngay cho bdc s§ hodc dude s§ nhirng tdc dung khong mong mudn gip phdi khi sit
dung thudc.

Thuéc bdn theo don.

3. THANH PHAN, HAM LUQNG CUA THUOC:
Mdi vién nang chura:
Hoat cht:

Flunarizin dihydrochlorid .................. 5.9mg
o (twvong duong Flunarizin Smg)

Td diroc: Lactose Hydrat, Povidon, Microcrystallin Cellulose, Magnesi Stearat.

4.MO TA SAN PHAM:

DANG BAO CHE:

Vién nang cung.

HINH THU'C CUA THUOC:

Vién nang crg (ndp nang mau xam dam, than nang mau do nhat) chira bot mau tréng.

5.QUY CACH PONG GOI:
Hop c6 100 vién nang (10 vi x 10 vién nang)

6. THUOC DUNG CHO BENH Gi:
Du phong chirng dau ntra dau.
Dicu tri tri¢u ching chong mat, u tai do roi loan chirc ndng h¢ thong tién dinh.

~ 7.NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQONG:

Thudc nay chi nén diing theo su ké don ciia thdy thuéc.

Nguoi I6n va ngudi cao tudi (18 tudi va Ién hon)

Du phong bénh dau nira dau:

Liéu khoi déu 2 vién mot 1an mdi ngay cho bénh nhan tir 18- 64 tuél ubng vao budi tdi; 1 vién
mdt 1an mdi ngay cho bénh nhan tir 65 tudi tro Ién, udng vao budi toi.

Néu trong khi dang diéu tri, cac triéu chimg tram cam, ngoai thap hodc céc tri¢u chimg khong
thich hop khac xay ra, nén ngung thudc.

Néu sau hai thang diéu tri, su cai thién khong dang ké, bénh nhan dugc xem la khong dép ung
va nén ngung thude.

Dleu tri duy tri: Néu bénh nhan c¢6 dap tmg tét va can pha1 diéu tri duy tri, nén giam liéu xuong
mdi tuan con 5 ngay ding thudc voi lidu tuong tu nhu moi ngay va 2 ngay khong dung thude.
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Tham chi néu bénh nhan diéu tri duy tri du phong hitu ich va dung nap t6t ciing nén ngung
thudc sau 6 thang diéu tri va chi nén dung thudc trd lai khi bénh tai phat

Diéu tri triéu chirng chéng mdt, 1 tai do réi loan chirc néng hé thon,c,7 tién dinh:

Dung liéu tuong tu nhu trong du phong dau nira dau. Tuy nhién, lleu khoi dau khong nén kéo
dai qué thoi gian can thiét (thuong 1a 2 thang). Nén ngung thudc néu khong thdy cai thién sau 2
thang diéu tri chong mat boc phat va sau | thang trong diéu tri chong mat man tinh.

Tré em, nhii nhi va tré so' sinh: khong dugce khuyén co.

8. KHI NAO KHONG NEN DUNG THUOC NAY:

Bénh nhan main cam véi flunarizin hay bat ctr thanh phén ta duoc nao cua thudc;

Bénh nhan ¢6 triéu chimg cua bénh Parkinson tir trude khi diéu tri; tién sir c6 cdc triéu chimg
ngoai thap; mic bénh trim cam hodc tién sir ¢6 hoi chi ng trdm cam tai phat.

9 TAC DUNG KHONG MONG MUON

Phan trng l\hong mong mudn

Phén loai tan suat

Phan loai hé co Khong dUOC |
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Céc roi loan vé ? Tang enzym
gan mat ; ) *' gan

Cac roi loan vé da i Tine tiét md hoi .
i Ao, i  Tang tiét mo hoi. Ban do.

Cac roi loan vé co ‘ . ia
' Co that coj; co giat ’

xuong va mo lién ' Pau co. | Cing co.

két | | |

L i SR U N———— o . e
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:Cac diéu tra Tang can

Thong bdo cho bac si nhu’ng tic dung klwng mong muén gap phii klu sir dung thudc.

10. NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI PANG SU

DUNG THUOC NAY:

- Pa tiét sira da duoc bao cao & mot vai bénh nhan nir dang ding thude tranh thai duong udng
trong 2 thang dau diéu tri flunarizin.

- Céc chat gdy cam (ng enzym gan nhu carbamazepin va phenytoin c6 thé tuong tac véi
flunarizin bing cach tang cudng chuyén hoa. C6 thé can thiét tang liéu dung flunarizin.

- An than qua mirc ¢6 thé xay ra khi ruou, thuc ngii hodc thude an than duge ding dong thoi
voi flunarizin.

11. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC:

Dung liéu da bo 1& cang sém cang tot khi ban nho ra. Néu n6 gan dén gio cho lidu ké tiép, bo
liéu da quén va dung thudc theo thoi gian biéu déu din ké tiép. Pung dung thém thudc dé bu
vao lidu da bo 1.

12. CAN BAO QUAN THUOC NAY NHU THE NAO:
Bao quan trong hop kin, ¢ nhiét do dudi 30°C.

13. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
Cac truong hop qua lidu cég (mot 1an ubng trén 600mg flunarizin) da dugc bdo céo va cac trigu
ching quan sat thay la an than, kich dong va tang nhip tim.

14. CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO:
Diéu tri qué liéu cap bao gdbm dung than hoat, gay non hodc rira da day va di€u tri ho trg. Chua
¢6 thuoc giai doc dac hiéu.

15. NHUNG DIEU CAN THAN TRONG KHI DUNG THUOC NAY:

Flunarizin khong thich hop cho viéc két thiic som con dau nira dau. Vi vay, khong c6 ly do gi dé
tang liéu flunarizin khi xay ra con dau nua dau. Diu tri ting lidu co thé gay ting cac triéu
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chtng trdm cam va ngoai thap va bdc 1§ hoi chimg Parkinson, dic biét & nhiing bénh nhan c6
khuynh huéng nhu bénh nhéan I6n tudi. Vi vdy, nén dung than trong flunarizin cho nhirng bénh
nhan nhu thé.

Nén dung than trong flunarizin cho nhitng bénh nhén bj tram cam hodc dang udng céc thude
khéc nhu phenothiazin, c6 thé giy ra tac dung khong mong mudn ngoai thap khi dung dong
thoi.

Mét moi co thé tang 1én dan dan trong khi dang diéu trj voi flunarizin; trong trudong hop nhu thé
nén ngung diéu tri. Khong nén dung qua liéu dé nghi. Bénh nhén nén dugc theo ddi dinh ky, dac
biét khi dleu tri duy tri, vi thé céc triéu ching trdm cam hodc ngoai thap c6 thé dugc phat hién
som va néu can, ngung diéu tri.

Thudc nay c6 chira ta dugc lactose, c6 kha ning chira vét protein sita bo, c6 kha ning gay ra cac
phan tng di (mg cap tinh & mot s6 ddi tugng c6 kha nang nhay cam hon vdéi cac protein nay. Do
do, khong dugc sir dung ¢ nhitng bénh nhan c6 di ing hodc nghi ngd di ing véi protein trong
stra bo.

Thoi ky mang thai:

Khong ¢o bing chimg vé tac dung c6 hai cta flunarizin ddi véi bao thai & stic vat thi nghiém.
Tuy nhién, nén can nhic giira hiéu qua tri liéu va su nguy hiém trude khi ding thudce nay cho
phu nir cé thai.

Thoi ky cho con bii:

Céc nghién ciru trén stic vat cho thiy ring flunarizin bai tiét qua sira. Do d6 nén ngung cho con
bu khi nguoi me dang dung flunarizin.

Tac dong cua thuoc khi lai xe va van hanh may moc:
Flunarizin c6 thé gay ngu ga, nhat la khi méi bat dau dicu tri. Vi vy bénh nhan nén théan trong
trong viéc lai xe hodc van hanh mdy mac khi dang dung thudc nay.

16. KHI NAO CAN THAM VAN BAC SY, DUQC SY:

Khi ban gap bat ki tac dung khong mong mudn nao khi st dung thude.
Khi ban dung nhiéu hon lidu dugc khuyén cdo.

Khi ban mang thai hodc cho con bu.

Néu cén thém thong tin xin hoi v kién béc sy hodc dugc s§.

17. HAN DUNG CUA THUOC:
36 thang ké tir ngay san xuat.

18. TEN, PIA CHI, BIEU TUQNG CUA CO SO SAN XUAT:
/~ YOUNG IL PHARM. CO. LTD.

6-1, Munhwa 12-gil, Jincheon-eup, Jincheon-gun, Chungcheongbuk-do, Han Quobc.
Tel: 82-43-532-1434 Fax: 82-43-533-6115

19. NGAY XEM XET SUA DPOI, CAP NHAT LAI NOI DUNG HUONG DAN SU
DUNG THUOC:
Gidm dbc co s& ding ky thude
Dugc phdim NAM HAN
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Rx-Thudc b4an theo don

TO HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1. TEN THUOC:
PRIZINE Capsule

2. THANH PHAN CAU TAO CUA THUOC:
MG3i vién nang chira:
Hoat chdt:

Flunarizin dihydrochlorid .................. 5,.9mg
(twong duong Flunarizin Smg)

Td diroc: Lactose Hydrat, Povidon, Microcrystallin Cellulose, Magnesi Stearat.

3. DANG BAO CHE:
Vién nang clng.

4. CAC PAC TINH DUQC LUC HQC, DUQC PONG HOQC:

DUQC LUC HQC:

Ma ATC: NO7C A03

Loai thube: Thude chen kénh calci.

Duoc ly va co ché tac dung: Flunarizin 1a thube co hoat tinh chen kénh calci, khang histamin va
an than. Thudc ngin chin sy qué tai calci ¢ t& bao, bing cach lam giam calci tran vao qua mic
qua mang té bao. Flunarizin khong tac dong 1én su co bop co tim, khong trc ché nat xoang nhi
hodc nhi that, khong lam tang tan sb tim, khong c6 tac dung chdng tang huyét ap.

DUGC PONG HQC:

Hadp thu

Flunarizin dugc hip thu qua dudng tiéu hoa < 80%, dat nong do dinh trong huyét tuong trong
vong 2-4 glo sau khi uéng va dat trang thai 6n dinh & tuan thir 5-6. Trong diéu kién d9 acid dich
vi da day giam, sinh kha dung cua flunarizin co thé thap hon.

Phdn bo

Flunarizin gin két vai protein huyét tuong > 99%. Thé tich phan bd 16n, khoang 78 litkg &
nhirng nguoi khoe manh va khoang 207 lit/kg ¢ nhitng bénh nhan dong kinh, ¢6 muc do phéan
bd cao ngoai mach. Thude nhanh chéng qua hang rio méu - nio, ndng do thude & ndo gap
khoang 10 14n so véi ndng do trong huyét tuong.

Chuyén héa

Flunarizin dugc chuyén hoa qua gan thanh it nhét 15 chit chuyén hoa. Puong chuyén héa chinh
la qua CYP 2D6.

Thai trir

Flunarizin dugc thai trir chu yéu qua phén theo duong mat dudi dang thudc gbc va cac chat
chuyen hoa. Sau khi udng 24-48 gio, c6 khoang 3-5% liéu dugc thai trur qua phan dudi dang
thude goc va céac chét chuyen hoa, va <1% duoc bai tiét qua duong tiét niéu. Nura doi thai tru
thay doi nhiéu tir 5-15 gio & hau hét cac bénh nhan sau khi dung liéu don. O mot sé ngudi, ndng
do trong huyét tuong cua flunarizin ¢é thé do duoc (> 0,5 nanogam/ml) trong thoi gian kéo dai
(cho dén 30 ngay), diéu nay co thé do su phong thich thude tir cac md khac.

Duing liéu nhac lai: Nong do trong huyet tuong ctia flunarizin dat dugc trang thai on dinh sau
khoang 8 tuan duing lidu nhic lai, mot 1an mdi ngay va khoang 3 1an cao hon so voi liéu don.
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" * S.B_k"



https://nhathuocngocanh.com/

5.QUY CACH PONG GOI:
Hop ¢6 100 vién nang (10 vi x 10 vién nang)

6. CHI PINH, LI U DUNG, CACH DUNG, CHONG CHi PINH:

CHI PINH
Du phong chirg dau nira dau.
Diéu trj triéu ching chong mat, U tai do rdi loan chirc nang hé théng tién dinh.

LIEU DUNG VA CACH DUNG:

Thudc nay chi nén ding theo sy ké don ciia thiy thuéc.

Ngudi 16m va ngudi cao tudi (18 tudi va 16m hon)

Du phong bénh dau mira dau:

Liéu khai dau 2 vién mot lan mdi ngay cho bénh nhan tur 18- 64 tu0| uéng vao budi tdi; 1 vién
mot 1an mdi ngay cho bénh nhén tir 65 tudi tré Ién, udng vao budi téi.

Néu trong khi dang diéu tri, céc triéu chimg trdim cam, ngoai thap hodc céc tri¢u chiing khong
thich hop khac xdy ra, nén ngung thudc.

Néu sau hai thang diéu tri, su cai thién khong dang ké, bénh nhan dugc xem la khong déap tng
va nén ngung thude.

Dleu tr| duy tri: Néu bénh nhan c6 dap mng t6t va can phan diéu tri duy tri, nén giam liéu xuong
mdi tuan con 5 ngay dung thudc véi liéu tuong tu nhu mdi ngay va 2 ngay khong dung thudc.
Tham chi néu bénh nhan diéu tri duy tri du phong hitu ich va dung nap t6t ciing nén ngung
thudc sau 6 thang diéu tri va chi nén ding thude tro lai khi bénh tai phat

Diéu tri triéu chitng chéng mdt, i1 tai do réi loan chire ning hé thong tién dinh:

Duing liéu tuong nhu trong dy phong dau nua dau. Tuy nhién, liéu khoi dau khong nén kéo
dai qua thoi gian can thiét (thudng la 2 thang). Nén ngung thudc néu khong thay cai thién sau 2
thang diéu tri chong mat boc phat va sau 1 thang trong diéu tri chong mat man tinh.

Tré em, nhii nhi va tré so' sinh: khong dwge khuyén cdo.

CHONG CHI PINH:

Bénh nhan man cam véi flunarizin hay bat ctr thanh phan ta duoc nao cua thudc;

Bénh nhéan ¢ tri¢u ching cua bénh Parkinson tu trudc khi diéu tri; tién sir ¢6 cac tridu chimg
ngoai thap; méc bénh trim cam hodc tién sir c6 hoi ching trdm cam tai phat.

7. CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:

Flunarizin khong thich hop cho viée két thic sém con dau nira dau. Vi vay, khong c6 ly do gi dé
tang lidu flunarizin khi xay ra con dau nira dau. Diéu tri ting liéu c6 thé gy ting céc triéu
chimg trim cam va ngoai thap va boc 16 hoi ching Parkinson, dic biét & nhitng bénh nhén c6
khuynh hudng nhu bénh nhan 16n tudi. Vi vy, nén dung than trong flunarizin cho nhitng bénh
nhan nhu thé.

Nén dung than trong flunarizin cho nhitng bénh nhan bi tram cam hodc dang udng céc thude
khéc nhu phenothiazin, cé thé giy ra tac dung khong mong mudn ngoai thap khi ding dong
thoi.

Mét méi ¢6 thé tang 1én dan dan trong khi dang diéu tri v&i flunarizin; trong trudng hop nhu thé
nén ngung didu tri. Khong nén dung qua liéu dé nghi. Bénh nhén nén dugc theo dai dinh ky, dac
bi¢t khi dleu tri duy tri, vi thé cac triéu ching tram cam hodc ngoai thap c6 thé dugc phat hién
som va néu can, ngung diéu tri.

Thudc nay co chira ta duoc lactose, c6 kha nang chia vét protein sita bo, c6 kha ning gay ra céac
phan (g di tmg cap tinh & mot s6 d6i tuong co kha ning nhay cam hon véi cac protein nay. Do
d6, khong duge sir dung & nhitng bénh nhén co6 di Gmg hodc nghi ngd di ing vai protein trong
stra bo.

e
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Thoi ky mang thai:

Khéng c6 bang chimg vé tic dung c6 hai cua flunarizin ddi véi bao thai & sic vat thi nghiém.
Tuy nhién, nén can nhic giira hiéu qua tri liéu va su nguy hiém trudc khi dung thude nay cho
phu nit ¢ thai.

Thoi ky cho con bu:

Céc nghién ctru trén stic vat cho thiy ring flunarizin bai tiét qua sita. Do d6 nén ngung cho con
bu khi nguoi me dang dung flunarizin.

Tdc dong cua thg/dc khi ldi xe va vdn hanh mdy méc:
Flunarizin c6 thé gdy nga ga, nhat 1a khi méi bat dau diéu tri. Vi vy bénh nhan nén than trong
trong viéc lai xe hodc van hanh may moéc khi dang dung thudc nay.

8. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG

TAC KHAC:

- Pa tiét sira da dugc bao cdo & mot vai bénh nhan nir dang dung thudc tranh thai dudng ubng
trong 2 thang dau diéu tri flunarizin.

- Céac chét gdy cam Ung enzym gan nhu carbamazepin va phenytoin c6 thé tuong tac voi
flunarizin bing cach tang cudng chuyén hoa. C6 thé can thiét ting liéu dung flunarizin.

- An than qua mirc c6 thé xay ra khi ruou, thude ngii hodc thudc an than dugc dung dong thoi
voi flunarizin.

~ 9. TAC DUNG KHONG MONG MU()N-
Phan irng khonc mong mudn

Phan loa1 tan suat

Phan loai h¢ co ‘ . Khéng duge | '
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Céc réi loan | ; .
chuyén hoéa va Tang su thém dn 103
dinh dudng j | , ING
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10. QUA LIEU VA CACH XU TRi:

Biéu hién:
Cac truong hop qué liéu cap (mot 1an ubng trén 600mg flunarizin) da duoc béo céo va cic triéu

chiing quan sat thay la an than, kich dong va tang nhip tim.

Xur tri:
Didu tri qua liéu cip bao gdm dung than hoat, gay non hodgc rira da day va diéu tri hd tro. Chua
¢6 thudc giai doc ddc hiéu.

11. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:
— Flunarizin c6 thé gdy ngii ga, nhat la khi méi bét dau diéu tri. Vi vay bénh nhan nén than trong
trong viéc lai xe hodc van hanh may maéc khi dang dung thude nay.

12. PIEU KIEN BAO QUAN, HAN DUNG CUA THUOC:
PIEU KIEN BAO QUAN:
Bao quan trong hdp kin, & nhiét do dudi 30°C.

HAN DUNG:
36 thang ké tir ngay san Xudt.
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‘ 13. TEN, PIA CHI CUA CO SO SAN XUAT:

YOUNG IL PHARM. CO. LTD.
6-1, Munhwa 12-gil, Jincheon-eup, Jincheon-gun, Chungcheongbuk-do, Han Quéc.
Tel: 82-43-532-1434 Fax: 82-43-533-6115

14. NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUONG DAN SU
DUNG THUOC:

Giam dbc co s& ding ky thude

3 g A . ‘S— \!
RACHNHIEM HU}) HAN\
|4

TUQ.CUC TRUONG
P.TRUSNG PHONG

Pham Tohi Vin Hank
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