Thong tin danh cho bénh nhan

SERNAL

Doc ki hudéng dan sir dung trude khi ding. Dé xa tam tay tré em. )
Thong bédo ngay cho bac sy hodc duoc sy nhirng tac dung khong mong muon gép phai khi
st dung thuoc. Thuoc nay chi dung theo don cua béc sy.

To thong tin san phdam nay bao gém hwéng din sir dung cho thuéc cé nhiéu ham lwong khdc
nhau.

THANH PHAN:
M&i vién nén bao phim SERNAL chira:
Risperidon .............c..oeneee. 2 mg.

Té dugc: Cellulose vi tinh thé, povidon, acid citric khan, natri lauryl sulfat, croscarmellose natri,
magnesi stearat, silicon dioxyd, HPMC E6, talc, titan dioxyd, PEG 4000, polysorbat 80, dau
thau dau, mau quinolin yellow.

Mdi vién nén bao phim SERNAL-4 chira:

Risperidon ................ccoents 4 mg.

Ta dugc: Copovidon, flowlac-100, cellulose vi tinh thé, croscarmellose natri, silicon dioxyd,
magnesi stearat, HPMC E6, talc, titan dioxyd, PEG 4000, polysorbat 80, dau thau dau, mau
allura red, mau carmoisin, mau black PN.

Dang bao ché: Vién nén bao phim.

M@ ti san pham:
SERNAL: Vién nén tron, bao phim mau vang, hai mat tron.

SERNAL-4: Vién nén dai, bao phim mau do, mot mat c6 dap logo # : mat kia c6 dap gach

ngang.

Quy cach déng géi: Hop 10 vi x 10 vién.

Thudc ding cho bénh gl"

SERNAL chtra thanh phan c6 tic dung duoc 1y 1a risperidon, mét thuc chong loan than.

C6 thé Jban dugc chi dinh risperidon dé diéu tri triéu chirng tAm than phan liét hodc tinh trang
bénh vé tim than tuong ty anh huong dén suy nghi, cdm xtc hodc hanh vi ctia ban. Cac van dé
nay dugc goi 1a bénh vé tim than. Risperidon con duoc dung dé diéu tri cho nguoi ¢6 hanh vi
kich dong co thé gdy nguy hiém cho ban than va ngudi khac.

Nén ding thudc nay nhw thé nao va liéu lwong?

Luo6n dung thubc chinh xac nhu hudng dan cua béc sy hodc duoc s§. Néu ban chua rd, hay hoi
lai cho chic chén.

Liu dung:

Liéu dung cua risperidon tlly thudc vao ban dugc chi dinh risperidon dé diéu trj bénh gi. Do do,
ludn diing thudc theo chi dinh ctia bac s§. C6 thé ban s& bat dau véi liéu thap va sau d6 ting dan.
Liéu dung cua risperidon s& dugc diéu chinh tuy theo dép tmg ctia ban dbi voi thude. Do do,
trong thoi gian dung thudc, ban can phai gap bac sy dé dugc danh gia dinh ky ciing nhu theo doi
céc dau hiéu va triéu chimg cua cic tac dung khong mong mudn c6 thé xay ra.

Thudc c6 thé udng 1 hodc 2 1an trong ngay.

Thong bdo cho bac sy néu ban bi suy gan, suy than hodc cic tinh trang, bénh 1y khac dé bic sy
¢6 ké hoach diéu chinh liéu thich hop.
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Risperidon khong dugc khuyén cdo sir dung cho tré em dudi 18 tudi do chua xac dinh dwoc an
toan va hiéu qua.

Cach dung:

Cb gang uéng thudc vao cting mot thoi diém trong ngay dé dé dang nhd duge thoi gian ubng
thudc. Risperidon khong bi anh huéng boi thire an trong da day nén ban c6 thé udng trudc hoic
sau khi dn. Nén udng thubc véi mot ly nude day.

Khi nao khong nén dung thuoc nay?

Khong nén dung thudc nay néu ban:

- Dung qua liéu barbiturat, ché pham 6 thude phién hoac nghién rugu.
- Man cam véi risperidon hodc bat ky thanh phan nao cia thudc.

Tac dung khong mong mudn

Nhu cac thudc khac, risperidon c6 thé gy tic dung khong mong mudbn, nhung khong phai ai

cling gap phai.

Ngung ding thube va lién hé trung tam y té gdn nhcft néu ban gap cdc phan vwng sau:

- Ban ¢6 céc triéu chimg phit mach nhu ban da, man do, phit (mf mat mat, moi, miéng va ludi),
kh6 thé hodc kho nudt. Pay 1a cac tridu chimg ciia phan ng qua man

- Cir dong nhip nhang khong tu chu cia ludi, miéng va mat. Co thé can phai nglmg risperidon.

- Sét, giam trwong luc co, d6 md héi hodc giam tinh tdo (mot rdi loan dugc goi 1a “hdi chimg
an than kinh ac tinh”).

Cdc tdc dung khong mong muén khdc:

Thuong gap

Than kinh trung wong: Chéng mat, ting kich thich, lo au, ngt ga, triéu ching ngoai thap, nhirc

dau, hoi ching Parkinson.

Tiéu héa: T4o bon, budn ndn, ndn, khoé tiéu, dau bung, chéan an, ting tiét nude bot, dau rang.

Ho6 hép: Viém miii, ho, viém xoang, viém hong, kho tho.

Da: Ban, da kho, ting tiét ba nhon.

Than kinh - co - xwong khép: Pau khop.

Tim mach: Nhip tim nhanh, ha huyét ap tu thé.

Mit: Nhin mo.

Khac: Pau lung, dau nguc, s6t, mét moi, nhiém khuin duong ho hép trén, loan chirc nang sinh

duc.

Hiém gdp

Than kinh trung wong: Giam tip trung, trAm cam, ldnh cam, phan Gng ting truong lyc, sang

khoai, ting duc tinh, mét tri nhd, néi kho, chong mit, trang théi siing so, di cam, o 1an.

Tiéu hoa: Pay hoi, ia chay, ting ngon miéng, viém miéng, phan den, kho nubt, tri, viém da day.

H6 hap: Thé nhanh, co that phé quan, viém phoi, tho rit.

Da: Ting hodc giam ra md hoi, trang cd, rung toc, 16ng.

Tim mach: Tang_ huyet ap, giam huyét ap, phu, blc nhi that, nhdi mau co tim.

Mit: R01 loan diéu tiét, kho mat.

Noi tiét va chuyén hoa: Giam natri huyét, ting hodc giam can, ting creatin phosphokinase, khit,

dai thao duong, tiét sita khong thuoc ky ctr, mat kinh, dau kinh, to va dan ong.

Tiét niéu - sinh duc: Pai dam, dai ra mau, dai kho, dau va phu nit, chdy mau gitra ky kinh

nguyét, chay mau am dao.

Huyét hoc: Chay mau cam, ban xuét huyét, thiéu mau.

Khac: Rét run, kho chiu, triéu chirng giéng bénh cum.

Nén tranh ding nhirng thudc hoic thue pham gi khi dang sir dung thudc nay?

Théng béo cho béc sy hodc dugc sy cua ban vé tat ca cdc loai thuéc ma ban dang sir dung, bao
gdm ca céc thude ké don hodc khong ké don, cac vitamin hodc thude tir duge licu.

Thong bdo cho bdc sy hodc dicoe sV néu ban dang sir dung cdc thude sau:

2/5 TOA151DBB



- Thubc tac dong 1én ndo va gitip ban binh tinh hon (benzodiazepin) hodc cic thudc diing dé
giam dau (opiat), thudc diéu tri di tmg (khang histamin), do risperidon c6 thé lam ting tac
dung gay budn ngu cua cac thude trén.

- Thudc c6 thé 1am thay d6i dién thé hoat dong ¢ tim nhu thuoc diéu tri s6t rét, loan nhip tim
(nhu quinidin), di tng (khang histamin), mot s6 thudc chong tram cam hodc cac thude diéu tri
cac bénh vé tam than.

- Thudc lam chdm nhip tim.

- Thudc c6 thé lam ha kali huyét (vi du: Mot s6 thude loi tiéu).

- Thudc diéu trj ting huyét ap. Risperidon co thé gy ha huyét ap.

- Thudc diéu trj bénh Parkinson (vi du: Levodopa).

- Thubc loi tiéu dung dé diéu tri bénh tim mach hodc phu (nhu furosemid hodc clorothiazid).
Risperidon diing chung véi furosemid c6 thé 1am ting nguy co dot quy hodc tir vong & nguoi
cao tudi bi sa sut tri tué.

- Rifampicin (mot thudc khang sinh).

- Carbamazepin, phenytoin (diéu tri dong kinh).

- Thudc khang nam nhu itraconazol, ketoconazol.

- Thudc khang virus nhu ritonavir.

- Quinidin.

- Chdng trdm cam nhu paroxetin, fluoxetin, thudc chdng tram cam ba vong.

- Clozapin.

- Thubc chen beta (diéu tri ting huyét ap).

- Céac dan chat ctia phenothiazin (diéu trj cac bénh vé tm than hodc 1am ban binh tinh lai).

- Cimetidin, ranitidin (rc ché su tiét acid & da day).

Sir dung voi thirc an

C6 thé st dung thuoc cung hodc khong cung véi bira an.

Ban nén tranh udng rugu trong khi dang dung thudc nay.

Cin 1am gi khi mdt lan quén khong diung thudc?

Néu ban quén khong dung 1 liéu, udng thudc ngay khi nhé ra. Néu thoi diém ban nho ra gan véi
thoi dlem dung lidu tiép theo, khong ding lidu di quén va udng thudc theo lich trinh cii. Khong
ubng gip d6i licu.

Néu ban muén ngirng thudc

Tiép tuc str dung thude cho dén khi béac sy bao ban ngimg. Khong duoc tu ¥ ngimg thude. Ludn
lam theo chi dan ctia bac s§.

Khi ngimg risperidon, bac s§ s& cho ban nging thudc tir tir. Néu ngimng thude dot ngodt, ban cé
nguy co bi tri¢u chirng cai thubc (budn ndn, ndn, dd md hoi, mat ngu).

Néu ban c6 thic mic gi khi sir dung thudc nay, hiy lién hé véi bac sy hoic duoc s3.

Can bao quan thudc nay nhw thé nao?

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

Pé thude noi kho réo, tranh anh sang, nhiét do khong qué 30°C, va ngoai tam voi cla tré em.
Khong sir dung thudc sau ngay hét han in trén bao bi (hdp va vi thudc).

Nhing déu hi¢u va tri¢u chirng khi ding thudc qua li¢u

Dung thudc chinh xac nhu hudéng dan ciia bac 5. Néu ban ding qué liéu hodc tré em nudt phai
thudc, lién hé ngay vai bac sy va trung tam y té gan nhit.

Khi dung risperidon qua lidu, céc tridu chimg sau cé thé Xay ra: budn ngu hodc mét moi, cu
dong bat thudng, van dé khi ding hodc khi di, ha huyét 4p dan dén chéng mat, rdi loan nhip tim.

Cin phai lam gi khi ding thudc qua liéu khuyén céo
Ngung dung thudc va lién lac ngay vdi bac sy hodc trung tam y t€ gan nhat.
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Mang theo vién thudc ciing v6i bao bi dé béc sy biét ban da udng thudc gi va c6 bién phap xir Iy
kip thoi.

Nhiing diéu cin than trong khi ding thudc nay

Trude khi dimg thuoc nay, thong bdo cho bdc sy néu ban dang co cac van dé vé sirc khoe sau

day:

- Bénh tim nhu loan nhip tim, dang sir dung céc thude chéng tang huyét 4p. Risperidon c6 thé
gay ha huyet ap. Luc nay, ban can phai dugc diéu chinh liéu.

- Céc yéu t6 nguy co co thé giy dot quy nhu ting huyét ap, bénh tim mach hodc bénh mach
mau nao.

- Bénh Parkinson hodc suy gidm tri nho.

- Dai thao duong.

- DPong kinh.

- Nam gi6i bi r6i loan cuong duong. Néu ban bj trong thoi gian dung thudc thi phai lién lac
ngay voi bac sy.

- Véan dé vé diéu hoa than nhiét.

- Bénh ly gan.

- Bénh ly than.

- Nong d6 prolactin trong méau cao hoic ban c6 mot khdi u c6 thé phu thudc prolactin.

- Ban hoic ai d6 trong gia dinh ban c6 tién sir bi cuc mau dong, hodc diung céc thudc cé thé
thiic day hinh thanh cuc mau dong.

- Trudc d6 da timg bi giam bach cau.

- Ban sdp phau thuat mit.

Néu ban khong chéc chan vé cdc van dé trén, lién hé vdi bac s¥.

Ta duoc

SERNAL-4 c6 chira lacose, théng bdo véi bac sy néu ban bi bénh di truyén hiém gip khong

dung nap galactose, thiéu hut Lapp lactase hodc rdi loan hap thu glucose-galactose.

Polysorbat 80, c4c t& dugc mau allura red, carmoisin, black PN, quinolin yellow c¢6 kha nang

gay di ung.

Ding thuéc cho nguoi cao tudi bi sa siit tri tué

O nguoi cao tudi bi sa sit tri tué, nguy co dot quy ting 1én. Ban khong nén diing risperidon néu

ban bi sa st tri tu¢ do dot quy.

Trong thoi gian diéu tri voi risperidon, ban nén thuong xuyén gap bac sy dé duoc kham lai.

Nén ngurng dleu trj ngay néu ban hodc ngudi cham soc ban phat hién sy thay dbi trang thai tim

than hodc yéu dot ngdt hodc t& & mit, canh tay hoac cang chan, dac biét & mot bén, hodc ndéi liu

nhiu, ké ca chi xay ra trong mot thoi gian ngan. Pay co thé 1a du hiéu cua dot quy.

Ding thuéc cho tré em

Khéng xac dinh duoc an toan va hiéu qua & tré em dudi 18 tudi. Do d6 khong dung thube nay

cho tré em dudi 18 tudi.

Phu nir mang thai hodc cho con bu

Khong nén dung risperidon trong thoi gian mang thai hodc cho con bu.

Tré so sinh c6 me dung risperidon trong 3 thang cudi thai ky c6 thé bi cic triéu ching nhu kich

dong, run ray, lo mo, suy ho hap, réi loan in udng, ting hodc giam truong luc co. Néu tré bi cic

triéu ching nay, phai lién h¢ ngay vdi béc sy.

Risperidon va chat chuyén héa cua risperidon déu qua duoc sira me. Hoi ¥ kién béc sy khi ban

du dinh cho con bu trong thoi gian dung risperidon.

Anh hwéng ciia risperidon lén sinh sdn

Risperidon c6 thé 1am ting ndng d6 hormon c6 tén 1a prolactin, c6 thé anh hudéng dén kha ning

sinh san ¢ ca nam va nt.

Ldi xe va van hanh mdy méc
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Risperidon c6 thé lam r6i loan phan doan, suy nghi va kha nang van dong cua ban. Do d6, ban
khong nén thuc hi¢n cdc cong viéc can tap trung cao d¢ nhu lai xe hoac van hanh may méc, cho
deén khi xac dinh chdc chan minh c6 bi anh huéng hay khong.

Khi nao cin tham vén bac s§, duoc s.

Can lién lac ngay véi bac sy hodc trung tim y té gan nhit khi ding thudc qud lidu chi dinh.
Thong thudng, bao gid ciing phai hoi ¥ kién bac sy hodc duge sy trude lic ding bat ky thude
nao khi mang thai hodc cho con bu.

Thong bdo ngay cho bac sy hodc dugc sy nhitng tic dung khong mong mudn gip phai khi sir
dung thudc.

Néu can thém thong tin xin hoi ¥ kién bac sy hodc dugc s3.

Han dung ciia thudc: 36 thang ké tir ngay san xuat.

San xuit tai: _

CONG TY CO PHAN DUQC PHAM DAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phudng Théi Hoa, Thi xd Bén Cét, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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