R THUGC BAN THEO BON
D ¢

TO HUONG DAN SU DUNG THUOC

Vién nang cang
REINAL-5

Thudc ban theo don
Pé xa tam tay tré em
Poc ki hwéng din sir dung trwéc khi dung
Thong b&o ngay cho bac sy hoidic dugc sy nhirng tac dung khéng mong mudn khi sir dung thudc

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phan

MJi vién nang ciring chua:

Flunarizin dihydroclorid

tuong duong Flunarizin .............ccccoenen. 5 mg.

Ta duoc: Cellulose vi tinh thé M112, natri lauryl sulfat, croscarmellose natri, silicon dioxyd,
magnesi stearat.

2. M ta san phim: Vién nang ctng s 4, than nang mau cam c6 in chit “DVP” mau bac, nip
nang mau xam c6 in logo

mau bac, bén trong chira bot thude mau trang.

3. Quy cach dong géi:
Hop 6 vi x 10 vién/ Hop 10 vi x 10 vién.

4. Thudc dung cho bénh gi?

REINAL-5 chtra hoat chat 1a flunarizin dung dé diéu tri du phong con dau ntra dau trong truong
hop cac bién phéap diéu tri khac khéng c6 hiéu qua hoic kém dung nap.

Thudc dung dé diéu tri du phong, 1am tang khodng cach va giam cuong do cta con dau chir
khong ding dé diéu tri trong con dau nira dau.

5. Nén dung thude nay nhw thé nao va liéu lwgng?

Ludn dung thudc chinh xac nhu hudéng dan cua bac sy hoidc duge sy. Néu ban chua rd, hiy hoi
lai cho chéc chin.

Liéu dung: 9

Ngueoi lon: <635 tuoi

1 vién/ ngay.

Sau vai tuan diéu tri, bac sy c6 thé cho ban nging thubc hodc ting liéu 1én 2 vién/ ngay. Thoi
gian diéu tri khong qua 6 thang.

Nguoi cao tuéi: > 65 tudi

1 vién/ ngay. Thoi gian diéu tri khong qué 6 thang.

Tré em: > 12 tuoi

Trong trudng hop dau nira dau chua duoc chan doan xac dinh: 1 vién/ ngay. Thoi gian diéu tri
khong qua 6 thang.

Tre em: < 12 tudi

Khong khuyén céo dung thude cho tré em dudi 12 tudi.

Cach dung:

Dung thuoc bang duong uong Ban nén nudt vién voi it nudc.

Do nguy co gdy budn ngu va an than, ban nén dung thude vao budi i trude khi di ng.

6. Khi nao khong nén dung thudc nay?

Khong nén dung thudc nay néu ban:

- Man cam véi flunarizin hodc bat ky thanh phan nao cua thudc.

- CO triéu ching cua bénh Parkinson tir truée khi diéu tri.

- Tién sir ¢6 cac tridu ching ngoai thap.

- Maic bénh trAm cam hodc tién sir c6 hdi ching trim cam tai phat.
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7. Tac dung khéng mong mudn

Nhu cac thuc khéc, flunarizin c6 thé gay tac dung khdng mong muén, nhung khéng phai ai
cling gap phai.

Ngwng ding thuéc va lién hé trung tdm y té gan nhat néu ban gap cac phdn wng sau:

Phan trng di tng nghiém trong gay sung mat, moi, miéng, [udi hoac ¢6 hong c6 thé dan dén kho
tha hoac kho nudt.

Cac tac dung khong mong muén khac:

Rat thuong gap:

Tang can.

Thuong gap:

S6 miii hodc chay nudc miii.

Tang cam giac ngon miéng.

Buon ngu, trdm cam, mét ngu.

Téao bon, dau thugng vi, buon nén.

Pau co.

Kinh nguyét bat thuong, dau vu.

Mét moi.

It gap:

Phan ung di tng.

Triéu ching tram cam, r6i loan gi4c ngu, tho o, lo au.

Mat phuong huéng, kho ngol hoac tap trung, cham chap hodc diém tinh bat thuong, réi loan
phoi hop, ngra ran, cam giac ngira ran, U tai, veo co.

béanh trong nguc.

Ha huyét 4 ap, ndng bung.

Khé tiéu, tic rudt, khd miéng, roi loan tiéu hoa, non.

Noi may day, phat ban da, tang tiét mo hoi.

Co thit co, co co.

R&i loan kinh nguyét nhiéu va dai dang, tang thé tich vi, giam ham muén tinh duc.

Phu toan than hogc chi, mét mai ro rét.

Chura ré tan sudt:

Chung ngbi nam khong yén.

Ctr dong co tu chu cham, co cimg co lam cong cac chi (dau hiéu Cla banh xe rang cua, co giat),
chuyén dong bat thuong, cting co, run, co co giy dau & chi hodc c6 co thé dan dén tu thé bat
thuong.

Parkinson.

Giam kha nang di lai.

An than.

Tang nong d6 enzym gan.

Ngua.

Do da.

Chay dich ¢ nim va.

Thudc cé the c6 tac dung khong mong muén khac, thong bao cho bac sy nhing tac dung khéng
mong muon gap phdi khi si dung thuoc.

8. Nén tranh dung nhimg thudc hoic thue phim gi khi dang sir dung thude nay?

Thong bao cho bac sy hoidc dugc sy cia ban vé tat ca cac loai thuéc ma ban dang st dung, bao
gom ca cac thudc ké don hoic khong ké don, cac vitamin hoac thudc tir dugc liéu.

Thong bao cho bac sy hode dirot sy néu ban dang sir dung céc thuoc sau:

Céc thudc ¢6 chira con.

Thudc co tac dong gidng atropin nhu thubc chdng tram cam nhém imipramin, hau hét cac thube
khang histamin Hi, thudc diéu tri Parkinson, thudc khang cholinergic, thuéc chong co that
atropinic, disopyramid, thudc an than phenothlazm cung nhu clozapin.

Thuéc an than nhu “morphin (glam dau, giam ho va dieu tri thay the) thudc an than, barbiturat,
benzodiazepin, thudc giai lo au khéc (vi du nhu meprobamat), thudc ngi, thube chéng tram cam
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an than (amitriptylin, doxepin, mianserin, mirtazapin, trimipramin), thudc khang histamin Hy an
than, thuoc dicu tri taing huyét ap tac dung trung wong, baclofen va thalidomid.

9. ’C?ln 1am gi khi mdt lan quén khong dung tl}uf')c? . : :
Neéu ban quén khong ding 1 licu, khong ding gap déi lieu de bu lai cho lieu da quén. Dung lieu
tiep theo nhu binh thuong.

10. Can bio quan thuoc nay nhu thé nao?

Gitr thubc trong bao bi géc ciia nha san xuat, day kin.

Dé thudc noi kho rao, tranh anh sang, nhiét ¢ khéng quéa 30°C va ngoai tam véi caa tré em.
Khong str dung thudc sau ngay hét han ghi trén bao bi (hop va vi thudc).

11. Nhirng diu hiéu va triéu chirng khi dung thuég qua liéu : ;
Dung thuoc chinh xac nhu hudng dan cua bac sy. Néu ban dung qua liéu hoac tré em nuot phai
thudc, lién hé ngay voi bac sy va trung tdm y t& gan nhat. Triéu chung khi qué liéu 1a budn ngu,
nhip tim nhanh, kich dong.

12. Can phii lam gl khi ding thubc qua liéu khuyén c4o0?

Ngung dung thubc va lién lac ngay véi bac sy hoac trung tam y té gan nhét.

Mang theo vién thubc ciing véi bao bi dé bac sy biét ban da udng thudc gi va co bién phéap x ly
kip thoi.

13. Nhirng diéu can than trong khi diung thudc nay

Dac biét than trong:

Bac sy s& theo ddi ban thuong xuyén dé phat hién ra bat ky triéu chitng ngoai thap hoac tram
cam nao va s& cho ban nging thudc. Triéu chung ngoai thap (cung co, ctr dong cham, run) co
thé xay ra. Thoi gian khoi phat trigu chung ngoai thap c6 thé dai (khoang 1 nam). Triéu ching
no6i chung thuong khong néng nhung c6 thé dai dang nhiéu thang sau khi ngung dleu tri (thoi
gian dé khai triéu chiing trung binh 3 thang). Sy cai thién c6 thé khéng hoan toan va can phai sir
dung thudc diéu tri Parkinson. Trong mot so truong horp tri¢u chirng co thé dai dang mic du da
diéu tri. Vi the nén than trong khi ding thudc cho ngudi cao tudi.

Hoi chirng tram cam c6 thé xay ra trong 5 - 8 thang sau khi khai dau diéu tri, ndi chung la khéng
nghiém trong, tuy nhién trong mét sé truang hop, ban cé thé can phai st dung thudc chéng tram
cam va/ hoac nhap vién.

Ban cd thé bi ting c4n khi dung flunarizin.

Trong trudng hop ban bi mét moi véi mirc do nang tang dan, hdy hoi y kién béac sy. C6 thé ban
can phai ngirng thudc.

Phu niz mang thai hogc cho con bu

Phu niz c6 thai

Tét nhat nén tranh st dung flunarizin trong thai ki.

Néu ban phat hién ra minh mang thai, hdy hoi y kién bac sy dé dugc danh gia su can thiét tiép
tuc diéu tri.

Phu niz cho con bu

Khoéng khuyén céo dung thudc cho phu nit cho con bu.

Hoi y kién béc sy trudc khi ban sir dung bat ky thudc nao.

Lai xe va van hanh may méc

REINAL-5 c6 thé gay budn ngu, dac biét luc bt dau diéu tri. Ban nén than trong trong cac hoat
dong nhu 1ai xe hoac van hanh may maoc.

14. Khi nao cin tham van bac sy, duoc s§?

Can lién lac ngay véi bac sy hoac trung tam y té gan nhat khi dung thudc qua liéu chi dinh.
Théng thuong, bao giv ciing phai hoi y kién béac sy hodc duoc sy truéc ldc dung bat ky thudce
nao khi mang thai hoac cho con bu.

Théong bao ngay cho bac sy hoic dugc sy nhitng tac dung khdng mong mudn gap phai khi sir
dung thudc.
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Néu can thém thong tin xin hoi y kién béac sy hoac duoc sy.

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

1. DUQC LUC HQC

Ma ATC: NO7CAO03.

Nhém dwoc ly: Thudc chen kénh calci.

Flunarizin 13 thudc c6 hoat tinh chen kénh calci, khang histamin va an than. Thude ngan chan su
qué tai calci ¢ té bao, bang cach lam giam calci tran vao qua mic qua mang té bao. Flunarizin
khong tac dong 1én sy co bop co tim, khdng tre ché nit xoang nhi hodc nhi that, khong lam ting
tan soO tim, khong c6 tdc dung chong tang huyét ap.

2. DUQC DONG HQC

Hap thu

Flunarizin dugc hip thu t6t qua duong tiéu hoa > 80%, dat nong do dinh trong huyet tuong
trong vong 2 dén 4 glor sau khi uong va dat trang thai 6n dinh ¢ tuan thir 5 - 6. Trong diéu kién
acid dich vi da day giam (pH da day cao), sinh kha dyng cta flunarizin ¢6 thé thap hon.

Phan bo

Flunarizin gan véi protein huyét twong > 99%. Thé tich phan bd 16n: 78L/ kg & ngudi khoe
manh va 207 L/ kg ¢ nhirng bénh nhan bi dong kinh, c¢6 mirc d6 phéan | bd cao ngoai mach. Thuoc
nhanh chdng qua hang rio mau nio; Nong do trong ndo cao hon gip khoang 10 1in nong do
huyét tuong.

Chuyén hoa

Flunarizin chuyén hda tai gan thanh it nhit 15 chat chuyén héa. Buong chuyén hoa chinh Ia
CYP2D6.

Thai trir

Flunarizin dugc thai trr chu yéu qua phan theo dudng mat dudi dang thubc gdc va cac chat
chuyén hoa. Sau khi uong 24 dén 48 giod, c6 khoang 3 - 5% lleu duoc thai trur qua phan dudi
dang thudc goc va cac chat chuyen hoa, va < 1% duoc bai tiét qua duong tlet niéu. Thoi glan
ban thai thay d6i nhiéu tir 5 - 15 gio ¢ hau hét cac bénh nhan sau khi ding liéu don. O mét s6
nguoi, nong do flunarizin trong huyet turong ¢ thé do duge (> 0,5 ng/ mL) trong thoi gian kéo
dai (Ién den 30 ngay), diéu nay c6 thé do sy phan b lai thudc tir cac mo khac.

Dung liéu Igp lai

Nong d6 trong huyét twong cua flunarizin dat dugc trang thai on dinh sau khoang 8 tuan dung
liéu nhéc lai, mot 1an mdi ngay va khoang 3 14an cao hon so véi liéu don. Néng do flunarizin dat
trang thai 6n dinh turong tng trong khoang lidu thay doi tir 5 - 30 mg. : -
Thudce chi c6 anh huong trén than kinh trung wong khi dung li€éu cao hon dang ké so véi licu toi
da.

3. CHI PINH : :
Dbiéu tri du phong con dau ntra dau trong truong hop cac bién phap diéu tri khac khéng co6 hiéu
qua hoac kém dung nap.

4. LIEU DUNG - CACH DUNG

Liéu dung

Nguwoilon < 65 tuéi va nguwoi cao tudi (> 65 tum)

5 mg/ ngay, UOng vao buoi t6i, duy tri trong 4 d¢én 8 tuan.

Trong thoi gian diéu tri, neu Xuat hién cac triéu ching tram cam, ngoai thap hay cac bién cb bat
loi nghiém trong khac, can ngirng dung thuéc (xem phan CAC TRUONG HGP THAN TRONG
KHI DUNG THUOC).

Néu sau 8 tuan diéu tri khong c6 su cai thi¢n, bénh nhan dugc xem nhu khong dép ang véi diéu
tri va nén ngung dung thudc.

Thoi gian diéu tri khdng qué 6 thang.

Khuyén céo chi danh cho bénh nhan < 65 tu6i: Néu biéu hién 1am sang cua bénh nhan cho thay
dap ung diéu tri khong day du, ¢ thé tang liu 1én dén 10 mg/ ngay nhung can can nhac trong
kha ning dung nap thudc caa bénh nhan.

Tréem
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Tré em > 12 tudi, dac biét trong truong hop dau ntra dau chua dugc chan doan xac dinh: 5 mg/
ngay, ubéng vao bum t6i. Thoi gian diéu tri khdng qua 6 thang.

Tré em < 12 tudi: Chua c6 bang chimg day du vé hiéu qua va do an toan cua flunarizin trén doi
tugng ndy. Khong khuyén cdo sir dung flunarizin cho tré em dudi 12 tuéi.

Cach dung

Do nguy co gay budn ngu va an than, tét nhat nén ding thudc vao budi téi trude khi di ng.

5. CHONG CHI PINH

M3n cam v6i flunarizin hodc bat ky thanh phan nao cta thude.
Co tri¢u chiimg cua bénh Parkinson tur trudce khi diéu tri.

Tién st co céc triéu chimg ngoai thap.

Bénh trAm cam hodc tién sir c6 hoi ching tram cam tai phat.

6. CANH BAO VA THAN TRQNG KHI DUNG THUOC

Flunarizin c6 thé gia tang triéu chung ngoai thap, tram cam va boc phat hoi chiing Parkinson,
dac biét & nhﬁ:ng bénh nhan dé c6 nguy co nhu nguoi gia. Do vay nén ding than trong trén céac
bénh nhan nay.

Khéng sir dung thube qua lidu khuyén céo. Can theo ddi nguol bénh thuong xuyén, dinh ky, dac
bi¢t trong thoi gian dieu tri duy tri dé phat hién sém cac biéu hién ngoai thap, trim cam va
ngung dieu tri kip thoi.

Thoi gian khoi phat triéu chitng ngoai thap cé thé dai (khoang 1 nam). Triéu ching néi chung
thudng khong ning nhung c6 thé dai ding nhiéu thang sau khi ngimg diéu tri (thdi gian dé khoi
triéu chung trung binh 3 thang). Su cai thién co thé khdng hoan toan va can phai sir dung thuéc
diéu trj Parkinson. Trong mét s trudng hop, triéu chimg c6 the dai dang mac du da diéu tri.

Hoi chang tram cam dd duoc bao cdo thudng xuyén. Cac trudng hop ndy xuat hién trong 5 - 8
thang sau khi khéi dau diéu tri, noi chung khong nghiém trong, tuy nhién trong mét so truong
hop, ¢6 thé can phai sir dung thudc chng tram cam va/ hodc nhap vién.

Co thé Xay ra tang can khi diéu tri vai flunarizin.

Mot s6 truong hop mét moi véi mue d§ nang tang dan da duoc ghi nhan khi sir dung flunarizin.
Néu tinh trang nay xay ra, can ngimg diéu tri voi flunarizin.

Pé xa tam tay tré em.

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

Phu né c6 thai

Chua c6 thong tin vé sir dung flunarizin cho phu nir mang thai. Nghién ctu trén dong vat khong
cho thiy bét ky tac dung c6 hai truc tiép hoac gian tiép nao trén phu nir mang thai, su phét trién
ctia phéi/ thai nhi, su phét trién cua tré khi sinh va sau sinh.

Do khong gay quai thai ¢ dong vat nén flunarizin duoc du doan la khong gy quai thai trén
ngudi. Tuy nhién, dé phong ngtra, t6t nhat nén tranh sir dung flunarizin trong thai ki.

Phu nir cho con bu

Chua 16 flunarizin c6 tiét qua sita me hay khong. Nghién ctru trén dong vat cho thay flunarizin
tiét qua sira.

Nén quyét dinh ngirng cho con bl hoic ngung sir dung flunarizin dua trén loi ich caa viéc cho
con b va loi ich cua thudc véi ngudi me.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Buon ngu co thé xay ra, dac biét l0c bat dau diéu tri. Nén than trong trong cac hoat dong nhu lai
xe hoac van hanh may méc.

7. TUONG TAC CUA THUOC VOl CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC

Twong tdac nén tranh

Ruou :

Ruou 1am ting tac dung an than caa thudc. Su tinh téo bi thay doi c6 thé gay nguy hiém néu lai
xe hoac van hanh may mac.
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Tranh st dung cac d6 udng chira con va céc ché pham cé con khi dung thuée.

Twong tic can cha y

Thude ¢6 tic dong glong atropin (atroplnlc)

Dung chung véi cac chat atropinic c6 thé 1am cho cac tac dung khdng mong mudn nhu bi tiéu,

tang nhan ap cap, téo bon, khd miéng. .. d& xay ra hon.

C6 nhiéu thudc atropinic nhu thudc chéng tram cam nhém imipramin, hau hét cac thuéc khang
histamin Ha, thudc diéu tri Parkinson, thudc khang cholinergic, thudc chdng co thét atropinic,
disopyramid, thudc an than phenothiazin ciing nhu clozapin.

Thugc an than

Nén can nhac vi viéc st dung chung co thé gay tang tac dung uc ché than kinh trung uong va
giam tinh tao. Nhiing thudc nay bao gom dan chét cua morphin (giam dau, gidm ho va diéu tri
thay thé), thudc an than, barbiturat, benzodiazepin, thudc giai lo au khac khong phai
benzodiazepin (vi du nhu meprobamat), thuoc ngu, thuoc chong tram cam cé téc dung an than
(amitriptylin, doxepin, mianserin, mirtazapin, trimipramin), thudc khang Hi c6 tac dung an than,

thudc chong tang huyét &p tac dung trung wong, baclofen va thalidomid.

Twong tac dugc dong hoc

Vigc st dung lau dai flunarizin khdng anh huéng dén nong do trong huyét tu’O’ng cua phenytoin,

carbamazepin, valproat hay phenobarbital. Nong d¢ trong huyet tuong cua flunarizin thuong
thép hon mét it & nhitng bénh nhan dong kinh dang sur dung cac thudc tri dong kinh loai nay so
Voi nhu:ng ngudi khée manh dung liéu tuong tw. PO gan két vai huyét trong cua carbamazepin,

valproat va phenytoin khéng bi anh hudng khi dung dong thoi flunarizin.

Topiramat: Duoc dong hoc flunarizin khong bi thay doi béi topiramat. Sau khi ding flunarizin
cung véi 50 mg topiramat mdi 12 gio, ting 16% nong do flunarizin di dugc ghi nhan & bénh
nhan dau nira dau so véi tang 14% & bénh nhan chi dung flunarizin. Dugc dong hoc ¢ trang thai
6n dinh cua topiramat khong bi anh huong bai flunarizin.

8. TAC DUNG KHONG MONG MUON

Rat thuwong gép, 1/10 < ADR

Xét nghi¢m: Tang can.

Thuwong gdp, 1/100 < ADR < 1/10

Nhiém trung va nhiém khuan: Viém miii.

Chuyen hoéa va dinh dudng: Tang cam giac ngon mi¢ng.

Tam than: Tram cam, mat ngu.

Than kinh: Budn ngu.

Tiéu hoa: T4o bon, dau thugng vi, budn non.

Co xuong va mo lién két: Pau co.

Hé sinh duc va tuyén vi: Kinh nguyét bét thuong, dau va.

Toan than: Mét moi.

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

Mién dich: Quéa man.

Tam than: Hoi chang tram cam, réi loan giac ngu, tho o, lo au.

Than kinh: Bat thuong phdi hop, mat phuong huéng, hén mé, di cam, néng nay, cham chap, U
tai, veo co.

Tim: Panh tréng nguc.

Mach mau: Ha huyét ap, néng birng.

Tiéu hoa: Kho tiéu, tac ruot, khd miéng, rdi loan tiéu hoa, non.

Da va mé dudi da: Noi may day, phat ban da, tang tiét mo hoi.

Co xuong va md lién két: Co thit co, €O €O,

H¢é sinh dyc va tuyen vi: Xuat huyét, rdi loan kinh nguyét, kinh nguyét khong déu, phi dai tuyén
vU, giam ham muon tinh duc.

Toan th&n: Phu toan than, phu ngoai bién, suy nhugc.

Chua 6 tan suat

Than kinh: Chang ngdi nam khéng yén, van dong cham, dau hiéu banh xe ring cua, loan van
dong, run, hoi chang ngoai thap, Parkinson, an than.
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Gan mat: Tang transaminase gan.

Da va mé dudi da: Phi mach, ngira, hong ban.

Co xuong va mo lién két: Cimg co.

H¢é sinh duc va tuyen vi: Tiét sira bat thuong.

Thuéc cé thé gdy ra cac tdac dung khong mong muon khdc, khuyén bénh nhdn théng bdo cdc tac
dung khéng mong muon gdp phdi khi ding thudc.

9. QUA LIEU VA CACH XU TRI

Triéu ching

Dua vao tinh chat dugc ly cia thude, budn nga va suy nhuoc c6 thé xay ra. Mot vai truong hop
qua lidu cap (cao dén 600 mg udng 1 lan) di duoc béo céo, triéu chung duoc quan sét 1a budn
ngu, nhip tim nhanh, kich dong.

Xk tri

Khong c6 thudc giai doc dic hiéu. Trong vong 1 gio sau khi udng qua liéu, nén sic ria da day.
C6 thé dung than hoat néu thay thich hop.

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

San xudttai: :

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phudong Théi Hoa, Thi xa Bén Céat, Tinh
Binh Duong, Viét Nam.

Tel: 0274.3567.687 Fax: 0274.3567.688

12. NGAY XEM XET SUA POI, CAP NHAT LAl NOI DUNG HUONG DAN SU DUNG
THUOC: 11/07/2018

Tén san pham: REINAL-5

M4 sb toa: TOA137DBB

Kiém soét sira doi: - Chuyén file in theo Ho so dang ky (dot 162)
Nhan vién thiét ké:
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