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Rx-Thuéc bén theo don
Tén thuéc: RITSU
“Doc kj hudng ddn sir dung truée khi dung”
“Dé xa tdm tay tré em”
“Thudc nay chi diing theo don ciia bac s7”
“Thong bdo ngay cho bdc st hodc dirgc st nhitng tdc dung
khéng mong mudn gap phdi khi sir dung thuéc”

PHAN THONG TIN DANH CHO NGUOI BENH

Thanh phin, ham lwgng cda thube:
M&i 6ng udng chira:

Levocarnitin 1000 mg
Ta dugc: Acid malic, sucralose, methylparaben, propylparaben, huong tutti frutti, nudc tinh
khiét.
MG ti san phim: Dang bao ché: Dung dich udng
Quy céch dong goi:
Hop x 20 dng x 10 mL/dng
Thudc ding cho bénh gi?
Chi dinh trong céc truong hop thiéu hut carnitin nguyé€n phat va thr phat & nguoi 16n va tré em
trén 12 tudi.
Nén ding thuéc nay nhw thé nao va lidu lwgng?
Nguwoi l6n va tré em: ) i
Cén theo doi nong d¢ carnitin dang tu do va dang lién két véi acyl trong mau va nude tiéu cua
bénh nhan trong qu4 trinh didu tri.
Véi cac bénh nhdn bi réi loan chuyén hod béam sinh:
Liéu dung phu thudc vao tinh trang réi loan chuyén hod cia ting bénh nhan va céc biéu hién trén
lam sang, tuy nhién c6 thé theo cac huéng dan chung nhu sau:
Liéu 200 mg/kg/ngay, chia thanh 2 — 4 lan/ngay duoc khuyén cao cho cac truong hop bénh man
tinh. Trong trudong hop cac biéu hién trén 1am sang khong dugc cai thién thi c6 thé ting 1én muc
liéu cao hon trong thoi gian ngén. Liéu 400 mg/kg/ngdy c6 thé 1a cin thiét trong céc truong hop
r6i loan chuyén hod mat bu cap tinh, hoic bénh nhan c6 thé chuyén sang dang tiém tinh mach.
Vi bénh nhan tham phdn mdu - diéu tri duy tri:
Néu bénh nhan da duge tiém tinh mach levocarnitin va dat hiéu qua trong diéu tri khoi dau, lidu
duy tri c6 thé 1a 1 g/ngay dudi dang udng. Vao ngay c6 thdm phan méu, st dung thudc vao cubi
budi.
Thudc ding dudng ubng. C6 thé udng truc tiép hogc pha loéing trong nudc loc/nudce hoa qua.
Khi nao khong nén dung thubc nay?
Dj (ing véi carnitin hodc bét ctr thanh phan nao cua thude.
Téc dung khong mong muén
- Thuong gap, 1/10> ADR > 1/100
Tim mach: Ap huyét cao.
Tiéu hoéa: Pau bung, co thét da day, tiéu chay
Théan kinh: Pau d4u, budn non va non
- It gdp. 1/1000 < ADR < 1/100
Tim mach: Nhip tim nhanh \/‘
Toan than: S&t, mét moi, mii co thé, sung ban tay, chan dudi va ban chén, cam giad nglra
Tiéu héa: Khé chiu & bung, gidm vi gidc va can nang
Than kinh: TrAm cam, chong mit,
Mét: Giam thj luc
- Hiém gdp, ADR < 1/1000
Dong kinh
Huwdng din cdch xiv tri ADR
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Thong bao cho bac si/dugc si trong nhiing truong hop gap tac dung khong mong mudn.

Nén,tr:inl} dung nhirng thudc hoic thue phim gi khi dang sir dung thudc nay?

Thudc chong dong mau (nhu warfarin).

Can lam gi khi mdt Iin quén khong dung thubc

Khéng dung lidu gép doi dé bu vao lidu bi quén. Dung liéu tiép theo nhu binh thuong.

Cin bao quén thude nay nhu thé nao

Noi kho rdo, tranh anh sang, nhiét do dusi 30°C

Nhirng diu hi¢u va trigu chimg khi diing thuée qui lidu:

Khoéng c6 dir liéu.

Cin lam gi khi dung thudc qua liéu khuyén c40?

Trong truong hop sir dung qua lidu thude, cin thong bao ngay cho bac si hodc dén co so y té gan

nhat.

Nhirng diéu cin than trong khi ding thuéc nay?

Bénh nhan méc bénh v& than hodc suy than hodc bénh nhan dang thim phan mau.

Bénh nhén d4i thao dudng va dang st dung insulin hodc bét ky loai thuéc nao dé didu tri dai thao

duong.

Bénh nhén dang st dung thuéc chéng dong mau (nhu wafarin).

San pham c6 chira propylparaben va methylparaben, do d6 can chii y phan tng di tmg c6 thé gap

phai khi sir dung sén pham nay. 5.

Phuy nit c6 thai va cho con bi: héi ¥ kién clia bac st trong truqn '

bi mang thai, hodc dang cho con b.

Nguwoi ldi xe hodc vdn hanh mday mée: thude khong c6 anh

dang van hanh mdy mac.

Khi nao cin tham vén béc si, duge si?

“Néu can thém thong tin xin héi y kién bdc st hodic dicoc s7”

Han ding cia thude: 36 thang ké tir ngdy san xuét .

Tén, dia chi, biéu twgng (néu €0) cla co' s¢ san Xuét: )
CONG TY CO PHAN DUQC PHAM ME DI SUN.

S6 521, khu phd An Loi, phuong Hoa Lo, thi xa Bén C4t, tinh Binh Duong

Ngay xem xét sira d6i cip nhat lai ngi dung huéng din si dung thudc: \1

dang mang thai hoic chuin

i nguoi lai xe hodc nguoi



Rx-Thude ban theo don
PHAN THONG TIN DANH CHO CAN BO Y TE

Thanh phén, ham lwgng ciia thude:
M0i bng ubng chira:

Levocarnitin 1000 mg
Ta dugc: Acid malic, sucralose, methylparaben, propylparaben, huong tutti frutti, nudc tinh
khiét.
MO t& sin pham: Dang bao ché: Dung dich uéng
Quy cich dong goi:
Hop x 20 6ng x 10 mL/éng
Nhém duoc Iy: Tiéu hoa va chuyén hoa
Ma ATC:A16AA01
Cac dic tinh dwgc luc hoc:
Levocarnitin 1a mot hoat chit tu nhién, cin thiét cho su chuyén hoa nang luong & déng vat co va.
Levocarnitin ¢ tdc dung van chuyén chudi acid béo dai vao ty thé, tir d6 cung cap chét nén cho
qué trinh oxy héa va san xuét nang lugng. Acid béo dugc str dung 1am chét nén trong tit ca cac
mo, trir md ndo. Trong co xwong va co tim, acid béo 1a cht nén chinh trong san xuit ning
luong.
Cac déc tinh dwgc dong hoc:
Théng tin dugc dong hoc ctia levocarnitin dang str dung trén ngudi I16n va dang sur dung trén tré
nhé la khong khac nhau.
Hép thu: Nong do thube trong huyét tuong dat duoc sau 3,3-3,4h udng thude.
Phén bd: Thude khong lién két véi protein va albumin huyét tuong.
Chuyén héa: thube duoc chuyén hoa sang dang TMAO va y-butyrobetain trong duong tiéu héa
dudi tic dong cta vi khudn duong rudt. Thoi gian ban thai cta thudc khoang 17,4 gio.
Thaéi trir: thube thai trir khoang 9% qua nudc tiéu dudi dang chua chuyén hoa. Khoang 58-65%
thude duoc chuyén héa qua phén va nudc tiéu ¢ ca dang da chuyén héa hoic chua chuyén héa.
Téac dung va dd an toan cda levocarnitin ding dudng uéng chua dugc bdo cdo trén dbi tuong
bénh nhén suy than. Viéc su dung levocarnitin duong uéng & lidu cao & nhiing bénh nhan bi suy
giam chtic nang than nghiém trong hodc & bénh than giai doan cuéi (ESRD) co thé din dén su

tich tu cic chat chuyén hc}g doc hai nhu trimethylami,n (TMA) va trimethylamin-N-oxid "
(TMAO), vi nhiing chat chuyén héa nay thuong dugce bai tiét qua nudc tiéu. oy

Khong co dir liéu didc biét khi so sanh tac dung cua thudc gitra bénh nhan cao tudi va céc ddi
tuong bénh nhén khac, tuy nhién dya trén cac dir licu hién ¢6 thi cac tac dung khong mong mudn
hodc céc van dé khac c6 thé gap phai trén nguoi cao tudi khong khac biét so v6i nguodi trudng
thanh tré tudi.

Than trong khi st dung thudc trén bénh nhan bi bénh gan vi chua c¢ dir liéu nghién ctru day du
trén doi tuong nay.

Chi dinh, lidu dung, cach dung, chong chi dinh:
Chi dinh: ) L,
Chi dinh trong céc truong hop thiéu hut carnitin nguy€n phét va thr phat & nguoi 160 Yalu€ em

trén 12 tudi.

Chéng chi dinh:

Di ting véi carnitin hoic bét ¢t thanh phan nao ciia thudc.

Liéu diing - cdch ding:

Nguwoi lon va tré em:

Can theo dai néng do carnitin dang tu do va dang lién két voi acyl trong mau va nudc tiéu cla
bénh nhén trong qud trinh diéu tri.

Vi cde bénh nhan bi réi logn chuyén hod bdam sinh:

Liéu dang phu thudc vao tinh trang rdi loan chuyén hod cia tung bénh nhan va cac biéu hién trén
lam sang, tuy nhién c6 thé theo cac huéng dan chung nhu sau:

\ &8



Liéu 200 mg/kg/ngay, chia thanh 2 — 4 lan/ngay duogc khuyén céo cho céc trrong hop bénh man
tinh. Trong trudng hop cac biéu hién trén lam sang khong dugc cai thién thi co thé tang 1én mic
lidu cao hon trong thoi gian ngan. Liéu 400 mg/kg/ngay c6 thé 1a can thiét trong céc truong hop
rdi loan chuyén hoa méat bu cép tinh, hodc bénh nhan cé thé chuyén sang dang tiém tinh mach.
Véi bénh nhan tham phdn mau - diéu tri duy tri:

Néu bénh nhan da dugc tiém tinh mach levocarnitin va dat hiéu qua trong diéu tri khoi dau, lidu
duy tri ¢6 thé 1a 1 g/ngay dudi dang udng. Vao ngdy c6 thAm phan mau, sir dung thude vao cudi
budi.

Thudc dung dudng udng. C6 thé udng truc tiép hodc pha loang trong nudc loc/nude hoa qua.

Céac truomg hop thin trong khi dung thude:

Bénh nhan méc bénh vé than hodc suy than hodc bénh nhan dang thdm phan mau.

Bénh nhan déi thio duong va dang st dung insulin hogc bt ky loai thudc nao dé didu tri dai thao
duodng.

Bénh nhan dang st dung thudc chéng déng méu (nhu wafarin).

San pham c6 chira propylparaben va methylparaben, do d6 can chii y phan uang di Gng c6 thé gip
phai khi str dung san phdm nay.

Phu nit ¢6 thai va cho con bii:Levocarnitin khong gdy anh doc tinh trén bao thai hodc quai thai &
dong vat thir nghiém. Tuy nhién, chua c6 dir liéu vé dd an toan ctia thude trong thai ky ¢ nguoi.
Do d6 chi khuyén cdo sir dung thude trong thoi ky mang thai néu loi ich cao hon nguy co.

Khong c6 dir liéu levocarnitin bai tiét qua sitas ghién ctru trén bod cho thiy ham luong
levocarnitin tdng 1én trong sita bd sau khi duoc tiemm NGO can cén nhic nguy co anh hudng cua
levocarnitin trén tré so sinh véi loi ich cta viécd8sun ocarnitin cho me.

Ngueoi ldi xe hodc vdn hanh mdy mée: thube kKf hudng téi nguoi l4i xe hodc ngudi
dang van hanh may moc. PH
Tuwong tdc ciia thude véi cac thube khic va cé)é?o‘%?
Thubc c6 thé lam tang tac dung ciia cac thude chd
Tac dung khéng mong mudn:

- Thuong gap, 1/10> ADR > 1/100

Tim mach: Ap huyét cao.

Tiéu héa: Dau bung, co thét da day, tiéu chay
Than kinh: Dau dAu, budn ndn va nén

- It gdp, 1/1000 < ADR < 1/100

Tim mach: Nhip tim nhanh

Toan than: Sét, mét méi, mii co thé, sung ban tay, chan dudi va ban chan, cam gidc ngra ran

Tiéu héa: Khé chiu ¢ bung, giam vi gidc va can nang .

g tac khac:

S , .
mau (nhu warfarin).

Thén kinh: TrAm cam, chdng mat.

Mit: Giam thj luc »
- Hiém gdp, ADR < 1/1000 H
Dong kinh. \ i
Hudng dan cach xu trf tac dung khdng mong muén: \4

- V6i truong hop bénh nhan gdp tac dung phu trén h¢ tiéu hod hoac mét mai: khong can ni
thude vi céc tricu chiing nay s& bién mat trong thoi gian ngén.

- V6i truong hop bénh nhan bi mui co thé: ¢6 thé giam liéu cho bénh nhan.

- Céc truong hop khéc: ngimg dung thude va didu tri triéu ching cho bénh nhan néu can.

Qqé lidu va cach xir tri

CONGTY Sia\ Péc
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