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AU NHAN HOP 10 Vi X 10 VIEN

¢S PHAN

r'd
pUQC PHAM
THANH PHAN: DE XA TéM TA\L TRE EM
M&i vién nén bao phim chira: BOC KY HUONG DAN SU DUNG
lievecarmitin: s i 330mg TRUOC KHI DUNG
TadlPoC i o s vd 1 vién.
CHI BINH, CACH DUNG, CHONG CHI s
DINH VA CAC THONG TIN KHAC: ol
Xem trong to& huéng dan st dung HD:
thubc kem theo
BAO QUAN:
Noi kho thoang,tranh anh sang, nhiét [MEDISUN
do dudi 30°C. Co s& san xult:
TIEU CHUAN: TCCS Céng ty C& Phin Durg'c Pham ME DI SUN
SDBK: S6 521, Khu phd An Lgi, Phuong Hoa Loi,
Thanh phoB n Cét, Tinh Binh Durong.
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COMPOSITION: KEEP OUT THE REACH OF CHILDREN
Each film-coated tablet contains: READ CAREFULLY THE INSTRUCTION
LEVOCAMNItING .....v.ovvrerverreriene 330mg BEFORE USE
Excipients:........ q.s 1tablet.
INDICATION, USAGE,
CONTRAINDICATION AND OTHER 3
INFORMATIONS: Ma vach
Please read the leaflet attached inside.
STORAGE:
Dry place, avoid the sunlight,
temperature below 30°C. : MEDISUT
SPECIFICATION: Manufacturer st ik comnany
VISA: No. 521, An Loi Quarter, Hoa Loi Ward,
Ben Cat City, Binh Duong Province
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MAU NHAN HOP 03 Vi X 10 VIEN

THANH PHAN:
M@i vién nén bao phim chira:
Levacamiting.....ociaiing 330mg
Ta:dUoc: s ....vd 1 vién.
Chi BINH, CACH DUNG, CHONG CHi

DE XA TAM TAY TRE EM
DOC KY HPONG DAN SU DUNG
TRUOC KHIDUNG

GMP-WHO

Prescription drug

CINTAL

S6 16 SX:

[MEDIQUT] Cang ty C6 Phén Duge Phém ME DI SUN

HD:

BINH VA CAC THONG TIN KHAC: SRS
Xem trong to huéng dan s dung thude HD:
kém theo.
BAO QUAN:
Noi kh thoang,tranh anh sang, nhiét MEDISU
qé dudi 30°C. Co' s& sdn xuét:
TIEU CHUAN: TCCS Géng ty C& Phén Dug'c Phim ME DI SUN
SBK: S6 521, Khu pthn Loi, Phuong Hoa Loi,
Thanh phé Bén Cét, Tinh Binh Duong.
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COMPOSITION: KEEP OUT THE REACH OF CHILDREN

Each film-coated tablet contains: READ CAREFULLY THE INSTRUCTION
Levocarniting .............cccocovveen... 330mg BEFORE USE
Excipients:........ q.s 1tablet.
INDICATION, USAGE,
CONTRAINDICATION AND OTHER -
INFORMATIONS: Ma vach
Please read the leaflet attached inside.
STORAGE:
Dry place, avoid the sunlight,
temperature below 30°C. i MEDISUN
\SI::’SI.Z(?IFICATION:Manufacturer ::"5”;”::‘?:,'. seint Stk ompany
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CONG TY \7
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*| DUGC PHAM | *
\ 2\ ME DI SUN /o o
&&\ W )/Qy Dé xa~tam tay tré em
‘xé\}ill BINY DPoc ky hudng dan sie dung trudc khi ding
g Théng bdo ngay cho bdc sy hodc dwge sy nhitng phan img
c6 hai gap phai khi si dung thuoc

nay chi dung theo don thudc

THANH PHAN CONG THUC THUOC:

Thanh phan:hoat.ehat Tevocaililie -0 0 i o e s i 330 mg
Thanh phan ta duoc: Avicel PH 101, Lactose, Sodium Starch Glycolate, Povidone (PVP K30),
Aerosil, Polyplasdone XL-10, Magnesi Stearat, HPMC 606, HPMC 615, PEG 6000, Bot talc,
Titan dioxyde.

DANG BAO CHE: Vién nén bao phim.

MB® ta: Vién nén bao phim hinh tron, mau trang, bé& mat vién nhan bong, thanh va canh vién lanh

lan.

CHI PINH:

Chi dinh trong cac truong hop thiéu hut carnitin nguyén phat va thir phat & nguoi 16n va tré em
trén 12 tudi.

CACH DUNG - LIEU DUNG:

Cich dang: Dung duong udng

Liéu ding:

Nguoi 16n: Liéu dung khuyén cdo cho ngudi 16n 1a 990 mg hai hodc ba ldn mot ngay bang cach
str dung vién 330 mg, tuy thudc vao dap ung lam sang.

Tré so sinh va tré em: Liéu dung khuyén céo cho tré so sinh va tré em la tir 50 dén 100 mg/kg/
ngdy véi lidu chia, t6i da la 3g/ngay. Liéu ding nén bat ddu 6 mirc 50 mg/kg/ngay. Lidu luong
chinh x4c sé& phu thudc vao dap img lam sang.

Theo di dinh k¥, cac d4u hiéu quan trong, ndng do carnitin huyét tvong va tinh trang 1am sang
tdng thé.

CHONG CHI PINH:

Qué mAn véi bat ky thanh phan nao cta thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Bénh nhan mic bénh vé than hogc suy thdn hodc bénh nhéan dang tham phan mau.

Bénh nhan dai thdo duong va dang str dung insulin hodc bét ky loai thudc nao dé didu tri dai thao

duong.

Bénh nhan dang str dung thudc chdng dong mau (nhu warfarin).

Canh bao ta dugc: Bénh nhan bi rdi loan di truyén hiém gap nhu khong dung nap galactose, thiéu
hut lactase hoan toan hodc kém hap thu glucose- galactose khong nén dung thube nay.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Phu nit dang mang thai: Levocarnitin khong gy doc tinh trén bao thai hodc quéi thai & dong vat
thtr nghiém. Tuy nhién, chua c6 dir liéu v& do an toan ciia thude trong thai ky ¢ ngudi. Do dé chi
khuyén céo sir dung thude trong thoi ky mang thai néu lgi ich cao hon nguy co.

Phu nit dang cho con bu:
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(7 ;3 g%ﬁ%%:“ng)@ dit lidu levocarnitin bai tiét qua sita me. Nghxen ctiu trén bd cho thdy ham lugng
mmc &q:m@ar itin tang 1én trong sita bo sau khi dugc tiém. Do d6 cn cin nhic nguy co anh hudng cta
@igin trén tré so sinh voi loi ich cia viée bd sung levocarnitin cho me.

ONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

¢ khong anh huong dén kha nang 14i xe va van hanh may méc.

TUONG TAC, TUONG KY CUA THUOC:

Twong tac thude:

Céc bdo céo vé viéc tang chi sb INR khi sir dung warfarin di dugc quan sat. Nén theo doi ndng
do INR ¢ bénh nhan dang diéu tri bing warfarin sau khi bat diu diéu tri bang levocarnitin hodc
sau khi diéu chinh liéu.

Twong ky ciia thudc:

Do khéng ¢6 cac nghién ctiu vé tinh twong ky cua thudc, khong tron 13n thude ndy véi cac thudc
khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

-Thuong gép, 1/10>ADR>1/100

Tim mach: Huyét 4p cao.

Tiéu hoda: Pau bung, co that da day, tiéu chay

Théan kinh: Pau dau, budn noén va nén

- it gap, 1/1000<ADR<1/100

Tim mach: Nhip tim nhanh

Toan than: S&t, mét moéi, mui co thé, sung ban tay, chan dudi va ban chan, cam gidc nglra ran
Tiéu hoa: Khé chiu ¢ bung, gidm vi giac va can ndng

Than kinh: Trdm cam, chong miit

Mit: Giam thi luc

- Hiém gap, ADR < 1/1000

Pong kinh

Huwédng dén cdch xik tri ADR

Thong bao cho bac si/dugc si trong nhitng truong hop gap tac dung khong mong mudn.

QUA LIEU VA CACH XU TRi:

Qué lidu: Khong 6 dit liéu v& sir dung thube qua lidu, khong ding qué liéu chi dinh cia thude.
Cach xtr tri: Piéu trj triéu ching cho bénh nhén trong truong hgp qua liéu. Tich cuc theo d&i dé
¢4 bién phap xu tri kip thoi.

PAC TINH DUQC LUC HQC:

Nhém duoc 1y: Axit amin va cac dan xudt, ma ATC: A16AAOI.

Levocarnitin 12 mot hoat cht tu nhién, can thiét cho su chuyén héa ning lugng & dong vét c6 vi.
Levocarnitin c6 tac dung van chuyén chudi acid béo dai vao ty thé, tir d6 cung cép chét nén cho
qua trinh oxy hoa va san xuét ning luong. Acid béo dugc sir dung lam chét nén trong tt ca céc
mé, trir md ndo. Trong co xuong va co tim, acid béo la chat nén chinh trong san xut ning lugng.
PAC TiNH DUQC PONG HOQC:

Hap thu: Nong do thudc trong huyét tuong dat duoc sau 3,3 - 3,4 gio ubng thube.

Phan bd: Thubc khong lién két véi protein va albumin huyét tuong.

Chuyén héa: thude dugc chuyén hoa sang dang TMAO va y-butyrobetain trong dudng tiéu héa
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‘A
l:,%gb;ion ¥ olja vi khuan duong rudt. Thoi glan ban thai cua thude khoang 17,4 gio.
E{Uﬁﬁ? EruAmhue /1 ai trir khoang 9% qua nudc tiéu dudi dang chua chuyén héa. Khoang 58-65%

Jyén hoa qua phén va nudc tiéu & ca dang da chuyén héa hodc chua chuyén héa.
CH PONG GOI: Hop 3 vi x 10 vién, Hop 10 vi x 10 vién.

N Noi kho thoang, tranh anh sang, nhiét do dudi 30°C.
HAN DUNG: 36 thang ké tir ngay san XUAt.

TIEU CHUAN: TCCS

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

Co so san xuat: Cong ty cd phan Duge Phdm ME DI SUN

Pia chi: $6 521, Khu phd An Loi, Phuong Hoa Loi, Thanh phd Bén Cat, Tinh Binh Duong.
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