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Céng thirc: cho 1 vién
Tolperison hydroclorid ....150mg
| Ta dwerc (Tinh bdt my, Lactose, PVP, Talc, Magnesi stearat, HPMC,
PEG 6000, Titan dioxyd ) vira di 1 vién
Béo quan: Noi khd mat, nhiét dé dwedi 30°C, tranh 4nh sang. SBK:
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Dé xa tim tay tré em, doc ky huomg
dén sir dung trude khi dung.

Chi djnh, chéng chi dinh, Lidu diing-cach ding,

céc théng tin khac: I I II " |

Xin doc t& huéng dén sir dung Bll9360361962024




https://trungtamthuoc.com/

UBND TiNH HA TiNH MAU NHAN Vi, HOP XIN PANG KY

CONG TY CP DUQ'C HA TINH

167 Ha Tay Tap TP Ha Tinh HADIOCALM  "HADIOCALM

* HADIOCALM

Tolperison hydrociarid..150mg Tolperison hydroclorid..160mg  Telpenson hydroclerid..150mg

SBK: —a SBK:

XSN

HADIOCALM *HADIOCALM

SPK:

Céngty CP Duwoe Ha Tinh wapipwman  HADIPHAR wanienan <0n@ ty CP Dwoc Ha Tinh

" HADIOCALM

W1TYI0I0VH

Tolperison hydroclorid..160mg  Telperison hydroclorid.. 1560mg Tolpensen hydroclorid.. 160mg

’L{"zﬁ ; E SK: =  SBK: = SBK:
— N > HADIFHAR ~ WADIPMAR csnoty CP Duoe Ha Tinh HABIPHAR  HADIPHAR
R B
HADIOCALM " HADIOCALM _ "HADIOCALM
é Tolperison hydroclonid. 150mg  Tolperison hydWﬂ&:Wnson hydroclorid.. 150mg

SBK: SBK:

i e
Céng ty CP Duoc Ha Tinh Bl NNGP Duoc Ha Tinh

s

HADIOCALM

Tolperison hydroclorid 150mg

Hép 6 vi x 10 vién nén bao phim

A

,c CONG TY CP DUQC HA TINH
167 Ha Huy Tap, Tp. Ha Tinh
HADIPHAR BT: 039.3855906"Fax; 039.3856821

Céng thire: cho 1 vién

Tolperison hydroclorid ....150mg

Ta dugce (Tinh bdt my, Lactose, PVP, Talc, Magnesi stearat, HPMC,
PEG 6000, Titan dioxyd ) vira dG 1 vién

| Bdo quan: Noi khé mat, nhiét d¢ dwéi 30°C, tranh anh sang. SBK:
Tiéu chudn 4p dung : TCCS Ngay SX:
S 16 SX:
HD:

|

HADIOCALM

Tolperison hydroclorid 150mg "

Hép 6 vi x 10 vién nén bao phim

HADIOCALM

@ CONG TY CP DUQ'C HA TiNH |
167 Ha Huy Tép, Tp. Ha Tinh |
HADIPHAR BT: 039.3855906"Fax: 039.3856821

Dé xa tim tay tré em, doc ky hudmg
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TO HUONG DAN SU DUNG THUOC
HADIOCALM
Cong thirc: MJi vién chira

Tolperisone hydrochloride 150 mg

NRY-

( Lactose, Tinh bgt my, Povidone, Talc, Magnesi stearat, HPMC 606 CPS, HPMC 615 CPS,
PEG 6000, Titan dioxyd)

Téa duoc vira du 1 vién

Trinh bay: Vi 10 vién nén bao phim, hdp 3 vi, hdp 6 vi.

Dugc lye hoe: Hadiocalm 12 mét thude gidn co tac dung trung uong, c6 tac dong phurce tap.

Nho 1am bén vitng mang va gay té cuc bg, Hadiocalm trc ché su din truyén trong céc soi than
kinh nguyén phét va cdc noron van dong, qua dé tic ché ducrc cac phan xa da synap va don synap.
Mit khéc, theo mot co ché thir hai, qua sur trc ché dong Ca*’ nhap vao synap, ngudi ta cho réng
chat nay e ché giai phong chit van chuyén. Trong thin ndo, Hadiocalm trc ché duong phan xa
ludi - tiy séng. Trén cac md hinh dong vat khic nhau, ché phém nay c6 thé 1am giam truong luc
co da tdng va su co cung sau khi mat néo.

Hadiocalm cai thién tuén hoan ngoai bién. Tac dung lam d& dang tuin hoan khéng phu thuge vao
nhiing tic dung gip trong hé thin kinh trung uong ; tic dung nay c6 thé lién quan dén tac dung
chéng co that nhe va téc dung khang adrenergic cuia tolperisone.

-
Dugc dng hoc: Khi ubng, tolperisone dugc hip thu tét qua rudt non. Nong do dinh trong huyét * :
tuong xuét hién trong vong 0,5-1 gi® sau khi duing thude. Do ¢ chuyén héa dau tién manh, nén
sinh kha dung cua ché pham nay khoang 20%.
Tolperisone dugc chuyén héa manh qua gan va than. Hop chit nay duoc thai trir chu yéu qua
than (hon 99%) dudi dang chit chuyén hoa.
Hoat tinh dugc ly cua chét chuyén héa chua dugc biét.
Bira &n giau chét béo c6 thé lam tdng sinh kha dung cua tolperison dudng uong 1én dén 100% va Qe

lam tang nong d6 dinh trong huyét thanh khoang 45% so véi bira An nhe. Nong do dinh dat dugc
sau khi uong khoang 30 phut. .

Chi dinh: Diéu tri triéu chimg co climg sau dot quy & nguoi lon.

Chéng chi dinh:

Man cam vdi tolperison, cic chit c6 céu tric hda hoc tuong tu eperison hoic cac ta dugc.
Nhuoc co ning.

Chong chi dinh twong déi :

Mang thai, dic biét trong 3 thang ddu cua thai ky. Khong nén diing Hadiocalm trong thoi ky cho
con b

Canh bao va than trong dic biét khi sir dung

Céc phan (mg qua mén: "

- Sau khi luu hanh tren thi trudng, phan img c6 hai dugc béo céo nhiéu nhat vé tolperison la
cac phan tng qua min, biéu hién tir cac phan ing nhe trén da dén cac phan rng ndng toan
than nhu séc phan vé. Céc biéu hién c6 thé gip bao g(’:‘im ndi ban, mén d6, may day, ngira,
phu mach, mach nhanh, tut huyét ép, kho tho.

- Nguyco xay ra cac phan ung qua min thudng cao hon & nir gidi, bénh nhan ¢ tién sir di
(g hodc tien sir qua mén véi cac thude khac. ‘

- Cén than trong khi sir dung tolperison & bénh nhan min cam vdi lidocain do c6 thé xay ra
phan tng chéo.
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- Bénh nhén cédn duqc khuyen céo vé kha nang Xdy ra cdc phan mg qua man khi sir dung
tolperison. Khi cé bat ky biéu hién qua man nao, can dimg thude ngay va nhanh chong
tham khao y kién béc si.

- Khong tai st dung tolperison ddi v&i bénh nhan da timg bi qua man vdi tolperison.

Céc phan ng phu hiém gap thudmg nhe va ¢o thé bién mét béng cach giam lidu.
Doc ky huwong dan sir dung trieée khi diing P_/U_’)@__/
Néu can thém thong tin hoi y kién cia Bdc sp
Sir dung cho phu nir ¢6 thai va cho con bi:
Thoi ky mang thai Trén ddng vat, tolperisone khong gdy quai thai.

O chudt cong va tho, ddc tinh voi phdi xudt hién sau liéu ubng 500 mg/kg thé trong va 250 mg/kg
thé trong theo thir tu tuong (mg. Tuy nhién, nhitng liéu nay cao hon liéu diéu tri gdp nhiéu lan.

Vi khéng c6 nhirng dir kién 1am sang thich hop, khéng nén dung Hadiocalm cho nguoi mang thai
(ddc bigt trong 3 thang dau), trir khi tac dung c6 lgi cho me vuot hin bét ky dgc tinh vai phoi co
thé co.

Thoi ky cho con bii Tuong tu, ciing vi khong biét tolperisone ¢ duoc bai tiét qua sita me hay
khéng, nén khéng dung Hadiocalm trong thdi ky cho con bu.

Sir dung qua lidu: Nhiing dir kién vé qud lnéu Hadiocalm rat hiém. Hadiocalm c6 ranh gi6i diéu
tri rong va trong y van, ngay ca dung liéu udng 600 mg cho tré em ciing khong gay nhiing tridu
chirng nhiém dgc trdm trong nao.

C6 gap hién tuong kich ing sau khi diéu tri tré em véi liéu udng 600 mg. Trong nhirng nghién
clru doc tinh cdp tién 1dam sang, thi liéu cao Hadiocalm c6 thé gdy thit diéu, co giat cimg - run,
khé tho, liét ho hap.

Hadiocalm khong c6 thude giai doc dac hiéu. Néu gip qué lidu, nén diéu tri h tro va diéu tri
triéu chimng. ' e
Tac dong cua th udc khi lai xe va vin hanh may moc. Néu gdp tinh trang hoa mét, chong mat, '
mat tap trung, dong kinh, nhm md, hosc yéu co khi udng, benh nhan cn xin y kién tu van bac 5§.

Tac dung khong mong mudn: Cac tic dung khéng mong muon khi str dung tolperison chi yéu

la cac biéu hién trén da, md dudi da, cac rdi loan toan than, réi loan trén than kinh va rdi loan tiéu

hoa.

Phan (mg qua man: hau hét cac phan tmg déu khong nghiém trong va c6 thé tu hdi phuc. Rat -
hiém gap cac phan {rg qua man de doa tinh mang. v
Lan 1n ( rat hiém gép)
Tang tiét md hdi ( hiém gap).

701046
: 4 . 1 {
Thong bdo cho Bdc sy nhitng tdc dyng khong mong muon gdp phdi khi sir dung thuoc ﬁ“‘;
, 3 :‘ONG
Thude nay chi dimg theo don ciia thdy thudc 5 et
Tuong tac thude: Cac nghién ciru tuong tac dugc dong hoc trén enzym chuyén héa CYP2D6 véi ouUJcC
co chét dextromethorphan cho thay sur dung ddng thoi tolperison c6 thé lam tang nong do trong HA T
mau cua cac thude chuyén héa chi yéu qua CYP2D6 nhu thioridazin, tolterodin, venlafaxin, -
N

despiramin, dextromethorphan, metoprolol, nebivolol, perphenazin. Cac nghién ciru in vitro trén
céc tiéu thiy gan va té bao gan ngudi khong cho thay c6 sur (ic ché hay cam (g trén cdc
isoenzym CYP khac ( CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYPIA2, CYP3A4).

Nguoe lai, ndng do tolperison khong b| anh hudmg khi sir dung déuni, thi véi cae thube chuyén
héa qua CYP2D6 do tolperison ¢6 thé chuycn hoa qua cic con dudng khéc.

Sinh kha dung cta tolperison b giam néu khong udng thude cling bira &n, nén udng thubc ciing
bita &n hodc ngay sau khi &n.

Tolperison la thudc gian co tic dung trung uong it c6 tic dung an than.

Trong trudng hop ding ddng thoi tolperison cing cdc thudc gidn co tdc dung trung uong khéc,
nén can nhéc giam liéu tolperison néu can.
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Tolperison c6 thé 1am ting téc dung cua acid niflumic, do do6 cin can nhic giam liéu acid qﬁ@
niflumic hay cdc NSAID khéc khi ding ddng thoi véi tolperison. i -
Liéu ding va cach dung: Nguoi lon :
Dung duong udng, lidu hang ngay 13 150-450 mg, dugc chia thanh 3 phin bing nhau tly theo
nhu cdu va dung nap ctia tirng ngudi bénh.
Tré em :
Tré em dudi 6 tudi c6 thé udng véi lidu 5 mg/kg thé trong/ngay, nhimg lidu ndy duge chia thanh
3 phin bing nhau. Trong nhom 6-14 tudi, liéu hang ngay 12 2-4 mg/kg thé trong, nhimng liéu nay
dugc chia thanh 3 phan bang nhau.
Cach dung: Thudc duge udng trong hogc sau bira an.
Cac dbi tuong déc biét:
-. DA4i v6i bénh nhan suy than: Thong tin vé viée sir dung thuoc trén bénh nhén suy than con
han ché, tuy nhién da ghi nhan dugc sy gia tang ty 1& xudt hién bién cb cd hai trén nhém
bénh nhén nay. Do viy, dbi v&i bénh nhén suy than mirc d3 trung binh, cin xac dinh liéu
cho tirng bénh nhan két hgp véi theo ddi chat ché tinh trang bénh va chiic nang than.
Khoéng khuyén céo sir dung tolperison trén bénh nhén suy than mirc d§ ning.
- DP6i v6i bénh nhan suy gan: Thang tin vé viée sir dung thudc & bénh nhén suy gan con han
ché, tuy nhién da ghi nhan dugc su gia ting ty & xudt hién cac bién cb co hai trén nhom
bénh nhéan nay. Do vﬁy,dm v&i bénh nhan suy gan mirc dd trung binh, cin xéac dinh lidu
cho ttrng bénh nhén két hop vdi theo di chit ché tinh trang bénh va chirc ning gan.
I(hong khuyén céo sir dung tolperison trén bénh nhan suy than mirc do nang
- Déi véi tré em: Mirc do an toan va higu qué cua tolperison trén tré em van chua dugc
khing dinh.

Han ding: 36 thang

Bao quan: Noi khé mat, nhiét do dudi 30 °C, trdnh dnh sdng.

Dé xa tam tay ciia tré em

Tiéu chudn: TCCS
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