R THUGC BAN THEO PON
D ¢

TO HUONG DAN SU DUNG THUOC

Vién nén bao phim
RYZONAL

Thubc ban theo don
Dé xa tam tay ciia tré em
Poc ki huéng din sir dung truée khi ding
Théng bao ngay cho bac sy nhiing tic dung khong mong mudn khi sir dung thudc

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1.

S.

Thanh phén, ham lweng ciia thudc:

MBJi vién nén bao phim chira:

Eperison HCI ........cccooveenenee. 50 mg

Ta dugc: ,
Povidon (Kollidon 30), crospovidon, tinh bét ngd, lactose monohydrat, cellulose vi tinh thé
M101, talc, magnesi stearat, silicon dioxyd, HPMC E6, titan dioxyd, PEG 4000, polysorbat
80, ddu thau dau, mau quinolin yellow lake.

M5 ta san pham: Vién nén tron, bao phim mau vang, mot mat c6 dap logo ', mit kia c6
dép gach ngang.

Quy cach dong géi : Hop 6 vi (Nhom - Nhom) x 10 vién.
: Hop 10 vi (PVC - Nhom) x 10 vién.

Thudc dung cho bénh gi?

San pham RYZONAL chtra thanh phan chinh c¢6 tic dung duoc 1y 13 eperison, dudi dang
mudi hydroclorid. Eperison HCI thudc nhém thudc goi 1a Thube gidn co van, c6 tic dung
gidn co van va gidn mach. Thube dugc dung dé cai thién céc tridu chimg ting truong luc co
lién quan dén nhitng bénh sau: Hoi ching d6t sbng cd, viém quanh khdp vai va dau cot
song thét lung.

Thudc ciing dugc dung dé diéu tri liét cing lién quan dén nhitng bénh sau: Bénh mach mau
ndo, liét cimg do tay, thoai hoa ddt séng co, di chimg sau phau thuat (bao gém ca u ndo
tay), di ching sau chin thuong (chan thuong tay, ton thuong dau), xo cimg cdt bén teo co,
bai ndo, thodi héa tuy, bénh mach mau tiy va cac bénh 1y ndo tuy khéc.

Nén dung thudc nay nhw thé nao va liéu luwgng?

Lu6n ding thude chinh xac nhu hudng din cta bic sy hodc duoc sy. Néu ban chua rd, hiy
héi lai cho chéc chin.

Liéu dung thong thuong ddi véi ngudi 16n 12 mdi ngay 3 vién 50 mg, chia 1am 3 14n, udng
sau moi bira an.

Béc sy c6 thé diéu chinh liéu luong cho ban tuy theo tudi va muac do trAm trong cua triéu
chung.

Néu ban c6 bat ky thic méc ndo, hdy lién hé véi bic sy hoic duoc sy dé biét thém thong tin.

Khi nio khong nén dung thudc nay?

Khong nén ding thudc nay néu ban:

- Ban bj min cam véi eperison HCI hoic bét ky thanh phan nao cua thude.

- Tré em dudi 18 tudi.

Khéng dung thudc néu ban gip phai bat ky truong hop nao & trén. Tham khao y kién cua
bac sy néu ban chua chic chan.

Tac dung khong mong mudn
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10.

11.

Nhu céc thudc khic, RYZONAL c6 thé gy tic dung khong mong mudn, nhung khong

phai ai cling gap phai.

Ngung ding thuéc va lién hé trung tam y té gan nhat néu ban gdp cdc phan ung sau:

- Ban c6 céc triu ching phtt mach nhu ban da, mén do, phu (mi mat, mat, moi, miéng va
ludi), khé thé hodc khé nudt. Day 1a cic triéu ching ciia phan ng qui man. Phan tng
qud man ciing c6 thé gy ha huyét 4p (ngat) va truy mach.

- Ban bi d6 da hodc da ¢c6 myn nudc hodc tréc da hodc cling co thé bi bong nudc hoac
chay mau ning & moi, mat, mili va b phan sinh duc. Day c6 thé 1a nhiing triéu chimg
cua cdc rdi loan vé da nghiém trong nhu hdi ching Stevens-Johnson hoac hoai tu biéu bi
nhiém doc.

Cdc tdc dung khong mong muén khdc:

It gap

Gan - Than: Réi loan chirc nang gan, thén.

Mau: S6 lugng hong cau hay tri sé hemoglobin bat thuong (dugc biét qua cdc xét nghiém

mau).

Khéng ré tan sudt

Gan: Tang AST (GOT), ALT (GPT) va Al-P.

Than: Protein ni¢u, tding BUN.

Mau: Thiéu m4u. _

Qud man: Phat ban, ngua, héng ban da dang tiét dich (dat, sin, mun nudc, bong nudc, ton

thuong niém mac miéng, sinh duc...).

Tam than kinh: Mat ngu, nhitc dau, cam gidc budn ngi, cam gidc co clng hay té cing, run

dau chi.

Tiéu héa: Budn non, ndn, chan dn, kho miéng, tdo bon, ti€u chdy, dau bung, viém miéng,

dﬁy bung hodc céc tri¢u chung r6i loan tiéu héa khac.

Tiét niéu: Bf tiéu, tiéu khong tu chu, cam giac di tiéu khong hét.

Toan than: Mét moi, chodng vang, mét moi, giam trwong luc co, chong mat.

Khac: Cac con nong birng, d6 mo héi, phu, danh trong nguc, nac.

Thuéc ¢é thé gdy ra cdc tdc dung khong mong muén khdc hodc cdc tdc dung khong mong

muon tré nén nghiém trong hon, thong bdo ngay cho bdc sy.

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

Thong bdo cho bac sy hodc dugc sy cta ban vé tat ca cdc loai thudc ma ban dang st dung
hodc sir dung gan day, bao gdm ca céc thude ké don hodc khong ké don, cac vitamin hodc
thudc tir dugc liéu.

Thong bdo cho bdc sy hodc dirge sy néu ban dang sir dung cdc thudc sau:

Methocarbamol.

Néu ban gdp bat ky truong hop nao 6 trén (hodc ban khéng chdc chdn), hdy thdo ludn voi
bdc sy trudc khi uong RYZONAL.

Str dung RYZONAL voi thiec an:

Ubng thudc sau bita dn.

Ci}\l’n 1am gi khi mét 1in quén khong dung t}luéc? o "
Néu ban quén khong dung 1 liéu, uéng thudc ngay khi ban nhé ra. Néu gan toi thoi diém
dung li€u ti€p theo, chd dén luc d6. Udng liéu tiép theo nhu lich trinh cii. Khong uong gap
doi lidu.

Néu ban muén ngimg thudc

Tiép tuc st dung thudc cho dén khi bic sy bao ban ngimg. Khong dugc tu y ngimg thudc.
Ludn 1am theo chi dan ctia bac s§.

Néu ban c6 thic mic gi khi sir dung thudc nay, hdy lién hé véi bac sy hodc duoc sy.

Can bao quan thuoc nay nhu the nao?
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Giit thudc trong bao bi gbc ctia nha san xuét, day kin.

Pé thudc noi kho rdo, tranh anh sang, nhiét d6 khong qud 30°C, va ngoai tam véi cla tré
em.

Khong sir dung thudc sau ngay hét han in trén bao bi (hdp va vi thudc).

12. Nhitng diu hi¢u va tri¢u chirng khi ding thudc qua liéu

Diing thudc chinh xac nhu huéng din cua béc sy. Neu ban dung qua lidu hogc tré em nudt
phai thudc, lién hé ngay véi bac sy va trung tim y té gan nhat.

13. Cin phai lam gi khi dung thubc qua lidu khuyén cao?

Ngung dung thudc va lién lac ngay véi bac sy hodc trung tim vy té gan nhat. Khong tu 14i xe
dén bénh vién, hiy nho ai d6 dua ban di hodc goi ngay cho xe cap cru. Mang theo vién
thubc cling v6i bao bi dé bac sy biét ban da udng thude gi va c6 bién phép xir 1y kip thoi.

14. Nhirng diéu can thin trong khi ding thudc nay

Truée khi ding thuéc nay, thong bdo cho bdc sy néu ban dang cé cdc vin dé vé sirc khoe
sau day:

Ban ¢6 tién sir man cam voi _eperison hodc bét ky thanh phan nao cua thude.

Yéu stc, chéng mit hay buon ngi c6 thé xay ra khi str dung thudc. Hay thong bdo cho bac
sy ciia ban. Béc sy s& quyét dinh ngimg thubc hay giam liéu, tiy thudc vao mirc d6 phan
ung cua ban.

Ban bj r6i loan chire nang gan, than.

Cic bénh nhén cao tudi thudng bi giam chirc nang sinh 1y, do d6 bac sy c¢6 thé s& giam liéu
va ban s& dugc theo di can than.

Néu ban gap phai cac truong hop trén (hodc néu ban khong chdc chan ), hay thao ludn voi
bdc sy ciia ban trude khi ding thudc.

RYZONAL c6 chta lactose. Thong bdo cho béc sy diéu tri néu ban di timg dugc bac sy
bao rang ban khong c6 kha ning dung nap mét loai duong nao.

RYZONAL c6 chira polysorbat 80 c6 thé giy di ing, dau thau dau c6 thé giy dau bung,
tiéu chay.

Dimng thudc cho tré em

Chéng chi dinh dung thudc cho tré em dudi 18 tudi.

Phu nir mang thai hodac cho con bu

Phu nir mang thai

An toan cua thudc d6i voi phy nit mang thai van chua dugce thiét 1ap. Néu ban dang mang
thai hodc dang trong thoi ky cho con bd hodc nghi ring minh dang mang thai hodc c6 y
dinh mang thai, tham khéo 161 khuyén cta béc sy trude khi ding thude.

Thong bdo ngay cho béac s§ néu ban phat hién minh mang thai trong khi diing thudc.

Phuy nir dang trong thoi ky cho con bu

Néu ban dang trong thdi ky cho con bd, thong bdo ngay cho bic sy trudc khi ding thudc.
Khéng nén cho con bu khi dang dung thudc.

Anh_hwéng doi véi céng viéc (nguwoi van hanh mdy méc. dang ldi tau xe, ngwoi lam viéc
trén cao va cac truong hop khdc):

Yéu strc, chéng mit, budn ngi hay céc triéu chimg khdc c6 thé xay ra khi ding thudc. Do
do, ban khong nén thuc hi¢n cac cong viéc can tap trung cao do nhu lai xe hoac van hanh
may moéc cho dén khi chic chan khong gap phai nhiing triéu ching trén.

15. Khi nao can tham vén bac s§, dugc s§?

Cén lién lac ngay véi bac sy hodc trung tim y té gan nhat khi ding thudc qua lidu chi dinh.
Thong thudng, bao gid cling phai hoi ¥ kién béc sy hodc duoc sy trudc lic ding bat ky
thudc nao khi mang thai hodc cho con bu.

Thong bdo ngay cho béc sy hodc duge sy nhitng tic dung khong mong mudn gip phai khi
sir dung thudc.
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Néu cin thém théng tin xin hoi y kién bac sy hodc duoc sy.

16. Han dung ciia thudc: 36 thang ké tir ngly san xuat.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1.

PAC TINH DUQC LUC HOC:

Nhém dwge Iy: Thude gidn co van.

Ma ATC: M0O3BX09

Eperison HCI lam gian co van va gian mach, do tic dong cua thudc 1én hé than kinh trung
uvong va trén co tron mach mau. Thubc c6 hiéu qua diéu tri 6n dinh trong viéc cai thién cac
triéu ching c6 lién quan véi chimg ting truong lyc co, do cat dut cic vong xoan bénh ly
cua su co thit co van.

Eperison HCI c6 tac dong chu yéu trén tily séng lam giam cic phan xa tiy va giy gidn co
van do lam giam sy nhay cam ciia thoi co thong qua hé thong ly tim gamma. Thém vao do,
tac dung gian mach ciia thude lam ting tuan hoan. Do d0, eperison cit dut vong xoin bénh
1y bao gdm co co gy rdi loan tuan hoan mau, sau d6 gay dau va lam ting thém truong luc
CO.

Pia chimg minh eperison HCI 1a mét thudc c6 hiéu qua 1am sang trong viéc cai thién cic
triéu ching cua tang truong luc co nhu co cling cua vai, dau d6t séng cb, nhirc dau, hoa
mit, dau vung that lung va co cing cac dau chi, co thé di kém véi bénh 1y ndo tay, hoi
chung d6t séng cd, viem quanh khdp vai va dau cot song, that lung.

PAC TINH DUQC PONG HOQC:

Eperison HCI dd duoc st dung bang dudng udng ¢ nhitng ngudi 16n khée manh véi liéu
150 mg/ ngdy trong 14 ngay lién tuc. Vao ngay thtr 1, 8 va 14, thoi gian trung binh dan dén
ndng d6 huyét twong toi da nam trong khoang tir 1,6 dén 1,9 gio. Nong d6 tdi da trung binh
1a 7,5 dén 7,9 nanogam/ mL; thoi gian ban huy la 1,6 dén 1,8 gio, va AUC 1a 19,7 dén 21,1
nanogam.gio/ mL. Thong s6 vé noéng do trong huyét twong cua eperison HCI duoc do vao
ngay thir 8 va 14 khong c6 su thay doi dang ké so voi ngay dau tién.

CHI DINH:

Cai thién céc triéu ching tang truong lyc co lién quan dén nhitng bénh sau: Hoi ching dot
song co, viém quanh khop vai va dau cot song thit lung.

Liét cimg lién quan dén nhimg bénh sau: Bénh mach mdu no, liét cting do tiy, thodi héa
dbt song co, di chimg sau phau thuat (bao gém ca u ndo tuy), di ching sau chan thuong
(chan thuong tuy, tén thuong dau), xo cing cot bén teo co, bai ndo, thodi héa tiy, bénh
mach mdu tuy va cdc bénh 1y nao tay khéc.

LIEU DUNG - CACH DUNG:

Liéu dung thong thuong dbi véi nguoi 16n: Mbi ngay 3 vién 50 mg, chia lam 3 1an, uéng
sau moi bira an.

Liéu lugng dugc diéu chinh theo tudi ctia bénh nhan va muc dd tram trong cua tri¢u ching.

CHONG CHI PINH:
Man cam vdi eperison hodc bat ky cdc thanh phan nao cua thuée.
Tré em dudi 18 tudi.

CANH BAO VA THAN TRONG KHI SU DUNG THUOC:

Than trong khi diing thudc cho nhitng bénh nhén c¢6 tién st man cam véi eperison hodc bt
ky thanh phan nao cta thudc.

Than trong khi ding thudc cho bénh nhén réi loan chirc ning gan (eperison c6 thé 1am ning
thém céc roi loan chirc nang gan)

Yéu s, chong mat hay budn ngi hodc cic triéu ching bat thuong khac c6 thé xdy ra khi
diing thudc. Ngimg diing thube hay giam lidu khi c¢6 dau hiéu dau tién cua cdc triéu chimg
do.

Céc bénh nhan cao tudi thuong bi gidm chuc nédng sinh 1y, do do can theo doi chit ché va
giam liéu thich hop ddi voi nhitng bénh nhan nay.
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RYZONAL c6 chira lactose. Bénh nhén bi bénh di truyén hiém gip kém dung nap
galactose, thiéu hut Lapp lactase hodc réi loan hip thu glucose-galactose khong nén sir
dung.

RYZONAL c6 chira polysorbat 80 c¢6 thé gy di ung, dau thau du c6 thé gay dau bung,
tiéu chay.

Pé xa tam tay tré em.

St dung cho phu nir ¢6 thai va cho con bi

Phuy nit mang thai

Su an toan cua eperison HCI khi stir dung cho phu nitr mang thai chua dugc thiét lap. Chi
nén sir dung thudc nay cho phu nit mang thai hodc nghi ngo mang thai néu két qua diéu trj
mong doi c6 gid tri hon bét clr nguy co nao c¢é thé xay ra ddi vai thai nhi.

Phuy nit cho con bii

Khong khuyén cdo sir dung eperison HCI cho phuy nit dang cho con bi. Néu can thiét phai
ding thudc, nguoi me phai ngung cho con b (dd c6 bao cdo nghién ciru trén chudt cho
thiy eperison HCI duoc bai tiét vao sita me).

Anh hwéng cia thude déi véi cong viée (ngudi van hanh may moc, dang 1ai tau xe, ngudi
lam vi€c trén cao va cac truong hop khac)

Yéu strc, chong mat, budn ngu hay cdc triéu ching khéc c6 thé xay ra khi dung thubc. Bénh
nhan dung thudc khong nén thuc hién céc cong viée nguy hiém doi héi sy tinh tdo nhu 1ai
xe, diéu khién may moc cho dén khi xac dinh chic chin khéng gip phai cdc tridu chimg
trén.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:
Mot bao céo ¢ dé cap dén tinh trang rdi loan diéu tiét mat xay ra sau khi ding thubc dong
thoi methocarbamol véi tolperison HCI (mdt hgp chét c6 ciu tric tuwong tu eperison HCI).
Co ché cuia twong tac nay van chua duoc biét rd.

8. TAC DUNG KHONG MONG MUON:
Nhitng tdc dung khéng mong mudn nghiém trong trén lam sang (chiwa ré tan sudt gdp phdi)
Soc, phén teng phan vé
Soc phan tng phan vé ¢ thé xay ra khi dung thudc. Do do, bénh nhan can dugc theo doi
can than. Céc triéu ching bao gom man do6, ngira, n6i mé day, phu mit hodc cic bd phan
khéc, khé tho,... Can 1 ngung thudc va tién hanh cic bién phdp xr tri thich hop.
Hogi twr biéu bi nhiém doc ( TEN ), hoi chung Stevens-Johnson
RYZONAL c6 thé giy ra cdc rdi loan vé da nghiém trong bao gdm hoai tir biéu bi nhiém
doc (TEN), héi chirng Stevens-Johnson... Do d6, nhiing bénh nhan dung thube nay nén
dugc theo ddi can than céc triéu ching nhu sbt, ban do, mun nudc, ngira, sung huyét & mat
va miéng. Néu céc triéu ching nay xay ra, ngung ding thudc va tién hanh cdc bién phép xu
tri thich hop.
Cdc tdc dung khong mong muén khdc:
It gap, 1/1.000 < ADR < 1/100
Gan - Than: Ri loan chuc nang gan, than.
Mau: Sb lugng hong cau hay tri s6 hemoglobin bét thuong.
Khong ré tan sudt
Gan: Tang AST (GOT), ALT (GPT) va Al-P.
Than: Protein ni€u, taing BUN (x¢ét nghiém nudc tiéu).
Mau: Thiéu mau.
Qua man: Phat ban, ngua, héng ban da dang tiét dich.
TAm than kinh: Méat ngu, nhirc dau, cam gidc budn ngu, cam gidc co cuing hay té cling, run
dau chi.
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10.

11.

Tiéu héa: Budn ndn, non, chan an, khod miéng, tdo bon, ti€u chay, dau bung, viém miéng,
dﬁy bung hodc céc triéu chung rbi loan tiéu hoa khac.

Tiét niéu: Bi tiéu, tiéu khong tu cha, cam giac di tiéu khong hét.

Toan than: Mét moi, chodng Vang, mét moi, gidam truong luc co, chong mat.

Khéc: Cac con néng bing, d6 mo hoi, phu, danh tréng nguc, nac.

Huéng dén xir tri ADR:

Khi diing eperison HCI nén theo ddi cdc chitc ning gan, than va lam cdc xét nghiém huyét
hoc. Ngung dung thudc va tién hanh cac bién phap xir tri thich hop néu c¢6 cdc dau hiéu bat
thuong xdy ra.

Ngung dung thudc néu xuat hién tinh trang qui man

Thubc ¢ thé gdy ra cdc tac dung khéng mong muén khdc. Can theo doi chat ché va khuyén
cdo bénh nhén thong bdo cho bdc sy nhitng tic dung khéng mong muén gdp phdi khi siv
dung thudc.

QUA LIEU VA XU TRI:
Chua c6 thong tin ve qué liéu eperison HCI. Theo d&i bénh nhan va dp dung cic bién phép
diéu tri ho tro khi can.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:

Khong ding thudc qua lidu chi dinh.

Piéu kién bao quan: Noi kho rao, tranh anh sang, nhiét d¢ khong qua 30°C.
Han diing ciia thude: 36 thang ké tir ngdy san xuét.

TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xudat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Céng nghiép My Phudc 1, Phuong Théi Hoa, Thi xi Bén Cit,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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