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J{XTHuéc KE BON

TO HUGNG DAN SU DUNG THUGC

RYZONAL

Thudc nay chi diing theo don thudc
Dé xa tam tay tré em
BDoc ki hudng dan st dung trudce khi ding
Théng béo ngay cho béc s§ hodc dugc s§ nhiing tac dung khéng mong muén khi sif dung thude

1. THANH PHAN CONG THUC THUGC
Mai vién nén bao phim chia:

Thanh phdn dugc chat:

Eperison HC
Thanh phén td duoc:

Povidon (Kollidon 30), crospovidon (Kollidon Cl), tinh bét ngé, lactose monohydrat, cellulose vi tinh thé (M101), talc, magnesi stearat, silicon dioxyd, HPMC E6, titan dioxyd,
PEG 4000, polysorbat 80, ddu thdu ddu, mau quinolin yellow lake.

2. DANG BAO CHE
Vién nén tron, bao phim mau vang, mdt mat c6 dap logo 47, mit kia ¢ dép gach ngang.

3. CHi DINH

Cai thign cac triéu chiing ting truong e co ién quan dén nhilng bénh sau: Héi ching dét séng ¢f, viém quanh khdp vai va dau 6t séng thét lung.

Ligt ciing lién quan dén nhiing bénh sau: Bénh mach mau ndo, liét ciing do tly, thoai hda g6t séng 8, di chiing sau ph&u thuat (bac gém ca u ndo thy), di chiing sau
chén thuong (chdn thudng tly, t6n thuong dau), xd ciing cdt bén teo co, bai ndo, thodi héa tdy, bénh mach mau tlly va cac bénh Iy ndo tly khac.

4. CACH DUNG, LIEU DUNG
Liéu diing théng thudng déi vdi ngudi Idn: M6i ngdy 3 vién 50 mg, chia [2m 3 1an, udng sau méi bita &n.
Liéu lugng dugc diéu chinh theo tudi clia bénh nhan va mdc d6 trdm trong clia triéu ching.

5, CHONG CHi BINH
Man cam vdi eperison hodic bat ky cac thanh phan nao cla thude.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Thén trong khi diing thuéc cho nhitng bénh nhan cé tién sif man cadm véi eperison hodc bat ky thanh phén nao cia thudc.

Than trong khi diing thudc cho bénh nhan r6i loan chiic nng gan (eperison ¢6 thé [am nang thém céc réi loan chitc nang gan)

Yéu sic, chéng mit hay budn ngii holic cic tridu chiing bit thudng khac c6 thé xdy ra khi diing thudc. Ngiing diing thudc hay gidm lidu khi ¢6 du hiéu dau tién cia
cac triéu chiing do.

Cac bénh nhan cao tudi thudng bj gidm chic nang sinh ly, do @6 cdn theo dai chat ché va gidm liéu thich hgp d8i vdi nhimg bénh nhan nay.

Do eperison hydroclorid cé thé gay s8¢, phan ting phan vé (triéu ching ¢6 thé gém d6, ngtia, may day, sung mét hodc cac bo phan khac va khé thd..), céc tdc dung
khéng mong mudn nghiém trong trén da nhu TEN (hoal tif thugng bi nhi&ém d6¢) va hoi chiing Stevens-Johnsan ({triéu chiing ¢6 thé gém sét, héng ban, tréc da,
ngtfa, sung huyét & mét va viém miéng...). Bénh nhan diing thudc cin dugc theo doi chét ché, va néu phat hién nhing tridu chiing trén, ngitng thudc va ap dung
bién phap diéu tri thich hop.

Diing thuéc cho tré em

An todn va hiéu qua clia thudc & tré em < 18 tudi chua dudc ching minh.

Cénh béo lién quan dén ta dugc

RYZONAL cd chifa lactose. Bénh nhén bj bénh di truyén hiém giip kém dung nap galactose, thidu hut Lapp lactase hodc r8i loan hap thu glucose-galactose khong
nén s dung.

RYZONAL c6 chuta polysorbat 80 va mau quinolin yellow cé thé gay di ting, ddu thdu du ¢6 thé gay budn nén, nén, dau bung, tiéu chay.

7.5 DUNG THUGC CHO PHU NU CO THAI VA CHO CON BU

St dung thudc cho phu nit <6 thai

Sy an toan clta eperison HCI khi sif dung cho phu nif mang thai chua dugc thiét 13p. Chi nén s& dung thudc nay cho phu nif mang thai hodc nghi ngé mang thai néu
két qua diéu tri mong dgi ¢6 gié tr] hon bdt & nguy co ndo cb thé xay ra d6i vdi thai nhi.

Sif dung thudc cho phu nit cho con ba

Khéng khuyén céo st dung eperison HC! cho phu nit dang cho con bii. Néu ¢an thiét phai ding thudc, ngudi me phai ngung cho con bd (da c6 bdo cdo nghién ciu
trén chudt cho thay eperison HCI dugc bai tiét vao sita me).

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Yéu sirc, chéng mat, budn ngll hay cac tridu chiing khac c6 thé xy ra khi diing thuéc. Bénh nhéan diing thudc khdng nén thuc hién cac cong vide nguy hiém ddi hoi
sif tinh tdo nhu |4i xe, diéu khién méay méc cho dén khi xac dinh chic chdn khéng gdp phai cac triéu ching trén.

9. TUONG TAC, TUONG KY CUA THUGC

Mot bdo cdo ¢6 dé cap dén tinh trang réi loan diéu tiét mét xay ra sau khi dung thudc ddng thai methocarbamol vdi tolperison HCl (mét hgp cht ¢6 cau tric tuang
tf eperison HCY). Co ché clia tuong tac nay van chua dugc biét rd.

Tuong ky: Khéng ap dung.

10. TAC DUNG KHONG MONG MUGN CUA THUGC

Nhiing tde dung khéng mong mudh nghiém trong trén ldm sang (chua ré tdn sudt adp phdi)

S&c, phén dng phan vé:

S6c, phan ng phan vé ¢ thé xdy ra khi ding thudc. Do d6, bénh nhan cén dugc theo doi can than. Cac trigu chiing bao gém mén dé, ngia, ndi
mé day, phit mat hodc cac bd phan khac, khé thd,... Can ngung thudce va tién hanh cac bién phap xtf tri thich hop.

Hogi tdr biéu bi nhiém ddc (TEN), hoi ching Stevens-Johnson.

ERISK 6 thé gay ra cc r8i loan vé da nghiém trong bao gém hoai tlf biéu bl nhiém doc (TEN), héi chiing Stevens-Johnson,.... Do d6, nhiing bénh
nhén ding thudc nay nén dugc theo ddi cin than cac triéu chiing nhu s8t, ban dd, mun nudc, ngla, sung huy&t § mat va miéng. Néu cac triéu
chitng nay xay ra, ngung diing thudc va tién hanh céc bién phéap xtt tri thich hop.

Cdc tdc dung khéng mong muén khdc:

ftgdip, 171 000 < ADR < 1/100

Gan - Than: Réi loan chiic ning gan, than.

Huyét hoc: S6 lugng héng cau hay tri s6 hemoglobin bt thudng.
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Khéng ré tan sudt

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

Than: Protein niéu, ting BUN (xét nghiém nudc tiéu).

Huyét hoc: Thidu mau.

Qué mén: Phat ban, ngtta, hong ban da dang tiét dich.

Tam than kinh: Mat ngd, nhiic dau, cdm gidc budn ngd, cdm gidc co cing hay té cdng, run déu chi.

Tiéu hoa: Budn non, ndn, chan an, khd miéng, tio bén, tiéu chay, dau bung, viém miéng, ddy bung hodc cac trigu chiing r8i loan tiéu hoa khac.
Tiét niéu: Bi tiéu, tiéu khong ty chi, cdm gidc di tiéu khong hét.

Toan than: Mét méi, chodng vang, mét mdi, giam truong luc co, chdng mit.

Khac: Cac con néng bimg, 6 mé héi, phii, danh tréng nguc, nic.

Huéng din xi& tri ADR:

Khi ditng eperison HCl nén theo déi cac chifc ndng gan, thén v lam cac xét nghiém huyét hoc. Ngung dung thudc va tién hanh cac bién phap xI
1rf thich hop néu cé cac ddu hiéu bat thudng xay ra.

Ngung diing thudc néu xust hién tinh trang qua man.

Thubc c6 thé gdy ra cdc tdc dung khdng mong mudn khdc, khuyén bénh nhén thing bdo cdc tdc dung khdng mong muén gdp phdi khi dung thudc.

11. QUA LIEU VA CACH XU TRI
Chua c6 thong tin vé qué liéu eperison HCl. Theo doi bénh nhén va ap dung cac bién phap diéu tri ho trg khi can.

12, DAC TINH DUGC LUC HOC

Nhém dugce ly: Thudce gidn covan.

Ma ATC: MO3BX09.

Eperison HCl 1am gidn ca van va gian mach, do téc dong cGia thudc 1én hé than kinh trung udng va trén cd tron mach mau. Thudc ¢6 hiéu qua diéu trj 8n dinh trong
viéc cdi thién cdc triéu chding ¢é lién quan vdi chiing ting truong luc co, do cit diit cic vong xoan bénh Iy cGa sy co thit co van,

Trén thuc nghiém, eperison hydroclorid cho thdy tc dung tc ché co cling cd phu thudc lidu, tic ché phan xa tdy s6ng va lam gidm sy nhay cam cla thoi co thong
qua cac t& bao thdn kinh van d6ng gamma. Thém vao dé, téc dung gian mach cda thude lam ting tudn hoan. Do d6, eperison cdt dut vong xodn bénh Iy bao gém
€0 ¢o gay r&i foan tudn hoan mau, sau d6 gay dau va lam tang thém truong luc co.

D4 chiing minh Eperison HCl 1a mot thudc ¢6 hiéu qua 1am sang trong viéc cai thién cac triéu chiing clia ting truong luc co nhu co cling clia vai, dau §6t séng ¢5,
nhtic dau, hoa mét, dau viing thit lung va co ciing céc dau chi, ¢ thé di kém véi bénh iy nao ty, héi chiing d6t séng ¢6, viem quanh khdp vai va dau cot s6ng, that
lung.

13, DAC TINH DUOC DONG HOC

Eperison HCl da dugc s& dung bing dudng udng & nhiing ngudi ldn khde manh véilidu 150 mg/ ngay trong 14 ngay lén tuc. Vao ngay thit 1, 8 va 14, thai gian trung
binh dan dén ndng d6 huyét tuong t6i da ndm trong khoang tif 1,6 dén 1,9 gi&. Néng d6 8l da trung binh [a 7,5 dén 7,9 nanogam/ ml; thai gian ban thai tir 1,6 dén
1,8 gid va AUC fa 19,7 dén 21,1 nanogam.gi¢/ ml. Thong s6 vé néng dd trong huyét tuong clia eperison HCl dugc do vao ngay thi 8 va 14 khong 6 sy thay d6i dang
ké so véi ngay dau tién.

Hap thu

Khi “C-Eperison HCI (eperison HCl dugc danh ddu phéng xa C) dugc si dung biing duding udng cho chudt vdi liéu 50 mg/ kg, hdu hét lugng thudc dugc hdp thu
qua duting tiéu héa va néng do eperison HCl & dudi dang khéng déi trong huyét tuong thip, Biéu ndy cho thay ty & thudc chuyén héa qua gan [an ddu tuong déi
cao.

Phén bé

Sau khi udng 30 phtit, néng @6 phéng xa trong nao, ty s6ng, than kinh dui va cac co @ khoang tuong duong véi ndng dd trong méu.

Chuyén héa

Eperison HCl dudc chuyén héa thong qua sy hydrat hoa cdc carboxylat, mét chét chuyén héa khéng ¢é hoat tinh.

Thai trir

Trong vong 5 ngay dau tién sau khi diing thudc, 98% phéng xa d3 udng dugc thu hdi, 779% tf nudc tidy, 21% tif phan. Vao thai diém 24 gid sau khi udng, 43% phong
xa bai tiét qua mat. Phat hién nay cho thiy eperison HC! tham gia vao chu trinh ruét gan, Diéu d6 d3 dugc thdy & chudt, chudt lang va ché san.

14.QUY CACH DONG GOI
Hop 6 vix 10 viégn
Hop 10 vix 10 vién.

15, DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUGC

Piéu kién bao quan:

Gilt thudc trong bao bi g&¢ ctia nha sén xuét, day kin.

Dé thudc not khé rao, tranh anh séng, nhiét @6 khéng qua 30°C va ngoai tam véi clia tré em.
Han dung: 36 théng ké tif ngay sdn xudt.

Tiéu chudn chat lugng: Tiéu chudn nha san xust.

16. NGAY XEM XET SUA D61, CAP NHAT LAI NO! DUNG HUGNG DAN SU DUNG THUOC

17.TEN, DIA CHi VA BIEU TUQNG CUA CO SG SAN XUAT

025272

=
]
B
]
DAVIPHARM -
=
San xudt tal: CONG TY CO PHAN DUGC PHAM DAT VI PHU (DAVIPHARM)
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