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1933/ 01, lactose monohydrat, povidon K30,

0, colloidal silicon dioxyd, talc, acid stearic,
6 910 (6¢cp), hypromellose 2910 (15¢p), polyethylen

glycol 6000, titan dmxyd oxyd sétvang)
DANG BAO CHE: Vién nén bao phim.
DUQC LUC HOC:
MA ATC: M03BX04
Tolperison hydroclorid 12 mt thudc gian cd téc dyng trung uong.
Nhé tac dyng 1am bén vilng mang va gay té cuc bg, tolperison c ché sy dan truyén
trong céc sgi thdn kinh nguyén phat va c4c na-ron vdn dong, qua dé Uc ché cac phin
xa don synap va da synap. Mét khéc, theo mgt cd ché phy, thong qua tic dong Uc
ché dong calci qua synap, ngudi ta cho ring chét ndy dc ché gidi phong chat van
chuyén. Trong than ndo, tolperison (c ché dubng phan xa ludi - tiy sdng. Trén céc
md hinh dgng vat khac nhau, cho thay tolperison ¢6 th lam gidm sif ting truong Iyc
¢0 03 tang va sy co cling sau khi 6@ m4t nio.
Tolperison c4i thign tudn hoan ngoai bién. Tac ddng nay khong phy thugc vao nhiing
tac dung gip trong hé thdn kinh trung yong va cd thé lign quan dén nhiing téc dung
chéing co thit nhe va tac dung khdng adrenergic clia tolperison.
DUGC BONG HOC: Tolperison hap thu t6t & rudt non. Néng do dinh trong huyét tuong
dat dugc tir 0,5 - 1 gid sau khi ubng. Sinh kha dyng dung ubng khodng 20% do sy
chuyén héa ddu tien manh.
Thubc duge chuyén héa manh béi gan va than. ThuSc thai trir chll yéu 6 than (hon
99%), dudi dang cac chat chuyén hoa. Chua bist vé tac dyng clia cic chat chuyén
héa nay.
Bia an giau chdt béo c6 thé 1am ting sinh kha dyng clia tolperison dubing uding 1&n
d&n 100% va 1am tang néng dd dinh trong huy&t thanh khoang 45% so véi bifa dn
nhe. Néng dé dinh dat dugc sau khi uSng khoang 30 phit.
QUY CACH DANG GOI: Hop 6 vI x 10 vién.
CHI DINH: Diéu tri triéu chiing co cling sau A6t quy & ngudi 16n.
LIEU DUNG VA CACH DUNG:
Usng 150 - 450 mg/ ngay, chia thanh 3 Iin, tiy thubc vao nhu cdu va o dung nap
cia bénh nhan. Nén ung thudc trong hodc sau bita dn véi mdt céc nudc.
Céc doi tudng ddc biét:
D07 vdi bénh nhan suy than:
Théng tin vé vige sif dung thudc trén bénh nhan suy than cdn han ché, tuy nhién da
ghi nhan dugc sy gia tang 1y 18 xudt hién cdc bign cd ¢6 hai trén nhém bénh nhan
nay. Do vay, i vai banh nhan suy than mic d trung binh, cdn xdc dinh liéu cho
tiing bgnh nhan két hop vdi theo dGi chat ché finh trang bgnh va chic ndng thin.
Khong khuyén cdo si dung tolperison trén bénh nhan bj suy than muc dj ndng.
D61 vdi bénh nhan suy gan:
Théng tin vé viéc sif dyng thusc & bénh nhan suy gan con han ché, tuy nhién 63 ghi
nhan dugc su gia tang ty 1& xudt hién cc bién ¢d c6 hai trén nhom bénh nhan nay.
Do vay, d6i véi bénh nhan suy gan mic dd trung binh, cdn xac dinh lidu cho tiing
bénh nhan két hop vdi viéc thee ddi chat ché tinh trang bénh va chic ndng gan.
Khong khuyén cdo st dung tolperison trén bénh nhan suy gan mic d nang.
DO vai tré em:
Mt d an toan va hiéu qua clia tolperison trén tré em vin chua dugc khang dinh.
Hodc theo chi ddn clia Thdy thudc.
CHONG CHi BINH: Min cam vdi tolperison, cac chat co cau trilc hoa hoc tudng ty
eperison hodc cdc ta dugc.
Khong st dung & bénh nhén nhugc ca.
CANH BAO VA THAN TRONG BAC BIET KHI SU DUNG:
S dyng than trong trang trubing hep suy gidm chiic nang gan, than.
Cac phan (ing qua man:
- Sau khi luu hanh trén thi trudng, phdn (ing c6 hai dugc bdo céo nhiéu nhdt vé
tolperison 1a cac phan ting qud man, biéu hién tir cac phan dng nhe trén da dén cac

phn (ing toan than nhu s6c phan vé. Cdc bidu hién c6 thé gap bao gém ndi ban, mén
d6, may day, ngfa, phit mach, mach nhanh, tyt huyét p, kh thé.
- Nguy co xay ra cdc phan (ing qua man thubng cao hon @ ni gidi, bénh nhan c6 tién sif
di ing hoic tién sif qua man véi thudc khac.
- C4n than trong khi sif dung tolperison & bénh nhan man cam véi lidocain do c6 thé xay
ra phan (ng chéo.
- Bénh nhan cén dugc khuy&n cdo vé khd ndng xy ra cdc phan Ung qud mén khi sit
dyng tolperison. Khi c6 bat ky biéu hign qua man nao, cén diing thudc ngay va nhanh
chéng tham khéo y kién bac si.

-Khéng tai sl dyng tolperison ddi véi bgnh nhan da timg bi qua man véi tolperison.

Phy nif ¢6 thai: Trong cac thir nghiém trén dong vat, tolperison khdng gay qudi thai.

@ chudt cong va thd, ddc tinh voi phoi xudt hign sau lidu 500 mg/ kg thé trong va
250 mg/ kg thé trong theo thd ty tuong Ung. Tuy nhién, nhiing lidu nay cao hon liéu diéu
tri gdp nhidu ldn.

Do thiéu dT lidu 1am sang thich hgp, khéng nén sif dung tolperison cho phy nit mang
thai (déc bigt Ia trong 3 thang ddu clia thai ky) trir khi tic dung c6 loi cho me vugt hon
hin s0 véi nguy cd cho thai nhi.

Phy nif cho con bii: Khong rd tolperison c6 tigt vao sila me hay khong, do d6 khong
duing tolperison trong thdi ky cho con ba.

Thugc khng nén sir dung trong khi dang nudi con bing sa me.

Anh huéng dén kha néing I4i xe va van hanh mdy méc:

Chua rd thudc ¢6 anh hudng dén kha nang Idi xe va van hanh méy méc hay khong.

N&u gdp tinh trang hoa mét, chong mat, mat tap trung, dong kinh, nhin md, hodc yéu
co khi udng tolperison, bénh nhan cdn xin ¥ kién tu vin clia bdc si.

TUGNG TAC THUOC: Céc nghién ciu tuong tic dugc dong hoc trén enzym chuyén héa
CYP2D6 véi co chat dextromethorphan cho thy sif dung déng thdi tolperison c6 thé
1am tang ndng do trong mau clia cdc thubc chuyén hda chi y&u qua CYP2D6 nhy
thioridazin, tolterodin, venlafaxin, despiramin, dextromethorphan, metoprolol,
nebivolol, perphenazin. C4c nghién ciu in vitro trén cdc tiu thity gan va té bao gan
ngudi khéng cho thay c6 sy fc ché hay cAm (ing trén cAc isoenzym CYP khac (CYP2BS6,
CYP2C8, CYP2C9, CYP2C19, CYP1A2, CYP3A4).

Nguge lai, néng dg tolperison khong bi dnh hubng khi sif dyng déng thdi véi céc thudc
chuyn héa qua CYP2D6 do tolperison c6 thé chuy&n héa qua cdc con duting khéc.

Sinh kha dung cla tolperison bj gidm néu khéng udng thudc ciing bila n, nén udng
thudc cling bifa an hodc ngay sau khi dn.

Tolperison la thudc gian ca tac dung trung vong it c6 tac dung an than.

Trong truding hop ding ddng thdi tolperison ciing véi cac thuc gian cd tac dung trung
uong khéc, nén can nhdc gidm lidu tolperison néu cin.

Tolperison c6 thé lam ting téc dung clia acid niflumic, do d6 cdn can nhdc giam liéu
acid niflumic hay cac NSAID khac khi diing déng thai vdi tolperison.

TAC DUNG KHONG MONG MUGN:

Céc téc dung khang mong mudn khi it dung tolperison chil yu 12 cdc bidu hign trén da,
mo dudi da, céc r6i loan toan than, rdi loan trén thdn kinh va ri loan tiéu héa.

Phan (ng qud man: hau hét cic phan (ng déu khong nghiém trong va c6 thé ty héi
phuc. Rt higm gap cdc phan ing qué man de doa tinh mang.

it gap: yéu co, mét moi, dau ddu, chéng mit, ha huyét ap nhe, budn non, kho chiu &
bung. Céc téc dung nay thubing bigh mét khi gidm liéu.

Hiém gap: phan Ung qua man (ngia, hdng ban, ngoai ban, phi mach, s6c phan vé, khd
tho) va ting tiét mé hoi.

Rat hiém gap: Ian 1on.

QUA LIEU VA CACH XU TRi:

DI ligu vé qud liéu tolperison la rat hiém, tolperison cd ranh gidi diéu trj rong. Liéu hang
ngdy cao nhat lén t6i 800 mg ma khdng gdy triéu ching nhiém dgc trdm trong nao. C4
gdp hién tugng kich ing sau khi digu tri cho tré em véi liéu udng 300 - 600 mg mot
ngay. Trong nhiing nghién cdu doc tinh cp tinh tién 1dm sang, thi lidu cao tolperison cé
thé gdy that didu, co giat cling - run, khé thd, ligt hé hap.

Khong c6 thudc gidi doc dac higu. Khi qué lidu, nén diéu trj trigu ching va diéu trj hd trg.
Doc ki hudng dan it dung trude khi ding.

N&u can thém thdng tin, xin hdi y kién bac si.

Thudt nay chi diing theo don ciia béc si.

Diéu kién bdo quén: Nai khd, nhiét do khong qua 30°C, tranh &nh sang.

Han diing: 3§ thang Ké tit ngay san xuat

NOI DUNG HUGNG DAN SU' DUNG THUGC CHO NGUGI BENH

Mynarac
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Doc ky hudng dén sit dung trsde khi ding.
D& xa tAm tay tré em.

Théng bdo ngay cho bdc sT hodc dugc sTnhiing téc dung khdng mong muén gap
phai khi st dyng thuée.

Thuét nay chi ding theo dan clia béc si.

THANH PHAN, HAM LUGNG CUA THUGC:

Tolperison hydroclorid ..............cc.cccovveenn.... 150 mg

Ta dugc viia di
(Tinh bot mi, microcystalline cellulose M101, lactose monohydrat, povidon K30,
acid citric monohydrat, crospovidon XL10, colloidal silicon dioxyd, talc, acid
stearic, sepifilm LP 770, hypromellose 2910 (6cp), hypromeliose 2910 (15cp),
polyethylen glycol 6000, titan dioxyd, oxyd st vang)

M0 TA SAN PHAM: Vién nén tron, bao phim, mau vang, hai mét tron, canh va
thanh vién lanh 3n.

QUY CACH DONG GOI: Hop 6 vi x 10 vién.

THUGC DUNG CHO BENH Gi:

Diéu trj triéu chiing co ciing sau A6t quy & ngudsi 16n.

NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUONG:

Udng 150 - 450 mg/ ngay, chia thanh 3 I4n, tly thudc vao nhu cdu va do dung nap
clia bénh nhan. Nén udng thudc trong hoac sau bifa An véi mot c6c nude.

Céc doi tuong dac biét:

D6 vdi bénh nhan suy than:

Théng tin vé vige sif dyng thudc trén bénh nhan suy than ¢dn han ché, tuy nhign da
ghi nhan dugc sy gia tang ty I§ xuat hign cdc bign cd ¢6 hai trén nhom bénh nhan
nay. Do vay, d6i vdi bgnh nhan suy than mic do trung binh, cin x4c dinh lidu cho
ting bénh nhan ket hop véi theo ddi chiit ché tinh trang bénh va chifc ning than.
Khong khuy&n cdo sif dung tolperison trén bénh nhan bj suy thin muc do ndng.

D6i voi bénh nhan suy gan:

Théng tin vé viéc sit dung thudc & bénh nhan suy gan con han ché, tuy nhién da ghi
nhén dugc sy gia tang ty 18 xuat hign cac biéh cd cé hai trén nhém bgnh nhan nay.
Do vay, ddi véi bénh nhan suy gan mdc d§ trung binh, cdn xéc dinh liéu cho titg
bgnh nhan ket hop véi viéc theo ddi chit ché tinh trang bénh va chilc nang gan.
Khong khuyén cdo sif dung tolperison trén bénh nhan suy gan muc do nang.

DO6] vdi tré em:

Mc d6 an toan va hiéu qué clia tolperison trén tré em vin chua dugc khdng dinh.
Hodc theo chi din clia Thdy thudc.

KHI NAO KHONG NEN DUNG THUOC NAY:

Khang sir dung thudc nay trong truding hgp man cam vdi tolperison, cac chét c6 ciu
tric héa hoc tuong ty eperison hodc céc té dugc.

Khong stf dung & bénh nhan nhugc co.

TAC DUNG KHONG MONG MUGN: Cic tac dyng khong mong mush khi sif dung
tolperison chi yéu I cac biéu hign trén da, mo dudi da, cac r6i loan toan than, roj
loan trén than kinh va réi loan tiéu héa.

Phan (ing qud man: hau hét cac phan Ung déu khang nghiém trong va c6 thé ty
phyc. Rat hiém gdp cc phan tng qud mén de doa tinh mang.

It gap: yéu cd, mét méi, dau ddu, chéng mat, ha huyét ap nhe, budn non, khd chiu &
bung. Céc tic dung nay thudng bign mat khi giam lidu.

Hiém gap: phan Gng qué mén (ng(a, hdng ban, ngoai ban, phit mach, s6c phan ve
kho thd) va tang tiét m hoi. oF
Rat higm gap: 1n lon. ¢
Thdng bdo cho bdc sT nhiing tdc dung khdng mong mudn gdp phéi
thudc.

NEN mANn nums NHUNG THUGC uuAc THYC PHAM G KHI

CYP2D6 véi cd chat dextromethorphan cho thay st dyng déng t
thé 1am ting néng do trong mdu cla cic thusc chuyén héa chi

San xuat tai:

CONG TY TNHH MTV DUQC PHAM DHG
L6 B2 - B3, Khu cong nghiép Tan Phi Thanh - giai oan 1,
xa Tan Phi Thanh, huyén Chdu Thanh A, tinh Hau Giang
DT (0293) 3953454 e Fax: (0293) 3953555

Moi thée méc vé sén phdm,
xin vui léng fién hé

0292.3893000
E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn

San xudt tai:

CONG TY TNHH MTV DUQC PHAM DHG
L6 B2 - B3, hu cong nghiép Tén Phi Thanh - giai doan 1,
xa Tan Phi Thanh, huyén Chau Thanh A, tinh Hau Giang
DT: (0293) 3953454 e Fax: (0293) 3953555
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nhu thioridazin, tolterodin, venlafaxin, despiramin, dextromethor, phan, metuplaa
nebivolol, perphenazin. Cac nghién ciu in vitro trén cac tiéu thily gan va t& ba?
ngudi khong cho thdy c6 sy fc ché hay cam (ng trén cAc i isoenzyme CYP
(CYP2B6, CYP2C8, CYP2CY, CYP2C19, CYP1A2, CYP3A4).

Ngutc lai, ndng do tolperison khong bj anh huéing khi sif dung déng thas v@c
thudc chuyén héa qua CYP2D6 do tolperison c6 thé chuyén héa qua cac con dm
khdc.

Smh khé dung cla tolperison bj gidm nél khong udng thudic ciing bia 4n, nén @
thudc cling bila &n hodc ngay sau khi an.

Tolperison Ia thudc gian co téc dyng trung uong it c6 tic dyng an than.
Trong trudng hgp diing ddng thai tolperison cung véi cdc thudc gian co tac g
trung udng khac, nén can nhic gidm liéu tolperison néu cén.

Tolperison ¢ thé lam tang tac dung cila acid niflumic, do dé c4n can nhic gla
acid niflumic hay céc NSAID khéc khi diing 68ng thdi véi tolperison.

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUGC: Si dung liéu nep§
nhu huéng dan. Khang st dyng thém thudc dé bi lai liéu d quén dé tranh qua g

CAN BAO QUAN THUOC NAY NHU THE NAO: S
Nai kho, nhigt do khong qué 30°C, tranh 4nh séng. 3-
NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU:

DI ligu vé qué liéu tolperison Ia rat higm, tolperison c6 ranh gidi diéu tri rﬁng%

3

/n

@n

hang ngay cao nhat I&n t6i 800 mg ma khdng gay trigu ching nhiém doc
trong ndo. C6 gdp hign tugng kich Ung sau khi diéu tri cho tré em véi lidu
300 - 600 mg mot ngay. Trong nhiing nghién ctu déc tinh c&p tinh tién 1am san\g,
thi liéu cao tolperison c6 thé gy that diéu, co giat cing - run, khd thd, ligt ho hdp.
CAN PHAI LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAO: Khong c6 thusc
gidi doc dic hleu Khi qué liéu, nén diéu trj triéu chung va diéu trj hd trg.

NHONG BIEU CAN THAN TRONG KHI DUNG THUGC NAY:

Sirdung than trong trong trubng hgp suy gidm chilc nang gan, than.

Céc phan ting qua min:

- Sau khi luu hanh trén thi trung, phan (ng ¢6 hai duge béo cdo nhiéu nhat vé
tolperison Ia c4c phan ing qua mAn, biéu hién ti cdc phan dng nhe trén da dén cc
phén ting toan than nhu s8¢ phan vé. Cac biéu hign co thé gip bao gém ndi ban,
mén dd, may day, ngia, phlimach, mach nhanh, tyt huyét ép, khé thé.

-Nguy coxdy ra céc phan (ng quéd man thuing cao hon & ni gidi, bénh nhan c6 tién
st di g hodc tién sif qus man véi thudc khéc.

- Cén than trong khi sif dung tolperison & b&nh nhan min cim véi lidocain do c6 thé
xay ra phan (ing chéo.

- Bénh nhén cdn dudc khuyn céo vé khd nang xdy ra céc phan éing qua mén khi sif
dung tolperison. Khi c6 bat ky biéu hién qué mén nao, cin dimg thubc ngay va
nhanh chéng tham khao y kién bac si.

-Khong tdi sif dung tolperison ddi véi bénh nhan da tiing bi qua man véi tolperison.
Phy nif ¢d thai:

Trong cac thif nghiém trén dong vat, tolperison khong gdy qudi thai.

@ chugt cng va tho, doc tinh vai phai xuat hién sau liéu 500 mg/ kg thé trong va
250 mg/ kg thé trong theo thif ty tudng ing. Tuy nhién, nhiing liéu ndy cao hon liéu
didu tri gép nhiéu l4n.

Do thigu dif liéu 1am sing thich hop, khdng nén sir dung tolperison cho phy nit
mang thai (ddc bigt Ia trong 3 thang ddu clia thai ky) trif khi téc dung c6 Ii cho me
vugt han hén so véi nguy cd cho thai nhi.

Phy nit cho con bii: Khong r3 tolperison c6 tit vao sifa me hay khdng, do d6 khong
dung tolperison trong théi ky cho con bi.

Thugc khong nén sif dung trong khi dang nudi con béng sifa me.

Anh huéing dén kha nang |4 xe va van hanh may méc: Chua rd thuc c6 anh
Gng dén kha nang I4i xe va vin hanh may mdc hay khdng.

'NEUgap tinh trang hoa mit, chéng mét, mét tap trung, dong kinh, nhin md, hodc

y&u co khi ué'ng tolperison, bénh nhan cdn xin ¥ kién tu van cla bac s7.

" KHINAQ CAN THAM VAN BAC Si, Dugc si:

0ng tin xin hai y kién béc sT hodc duge si.

UOC 36 théng ké tir ngay san xuit.

NGAvjiEM XET SUA B3I, CAP NHAT LAl NOI DUNG HUGNG DAN SUf DUNG

kuoc\’ \ \

CSUCT émph
J \ l\ ) \ (‘ pﬁ‘
e/} ;./’//i// E’mau th rma@ﬁ@pharma com.vn
4 ;/u( » A9 ?V ngz (!‘?n?«: 3.com.vn
vy



https://nhathuocngocanh.com/



