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MAU NHAN CHAI XIN PANG KY
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MAU HOP XIN BDANG KY

WHO - GMP

G-CALOTINE

Levocarnitine 330mg

ANILOTVD-D

Bwogg suniuieaona

Box of 3 blisters x 10 film-coated tablets

MOl VIEN CHUA: Doc k§ hudng dan str dung trude khi ding
Levocarnitin... 30 mg DE xa tam tay tré em

Ta duoc vira du.. 1 vién

Chi dinh, liéu dung, cach ding, chéng chi dinh PTWEA AR

va cac thong tin khac: Xem 1@ huéng dan sir dung. CONG TY CO PHAN 5X - TH DUOC PHAM DANG NAM
Tiéu chudn: USP L6 2A, Dudng 6 1A - KCN Tan Tao, P Tan Tao A
Bao quan: Nai khé, nhiét da duai 30°C, tranh anh sang Q. Binh Tan - Tp. H& Chi Minh - Viét Nam

GMP - WHO

DONG NAM

G-CALOTINE

Levocarnitin 330mg

Hp 3 vi x 10 vién nén bao phim

EACH TABLET CONTAINS Read |eaflet carefully before use
Levocarnitine................330 mg Keep out of reach of children
Excipients q.5 .per 1 tablet m T [ !
Indication, dosage, instruction and

contra-indication: See in the leaflet

Specification: USP DONG NAM MANUFACTURING
Store in a dry place, below 30°C, protect from light TRADING PHARMACEUTICAL CORP

Y CP SX -TM DP
PONG NAM
TONG GIAM POC

‘024
SIOATEIN

YAV U



| E YA WEE | -
s N

ONDMHL - Ly wys | %
NYHd 0p /o

E G-CALOTINE

Levocarnitine 330mg

$13|qe1 paleod-wjiy O X si121sl|q g Jo xog : wiyd oeq usu UAIA Q| X 1A 9 dOH mx%h_hmuh_w_“_u_wuqmﬁ._zﬁmm&

Bung uey
x5 Aeby
AGS

aJ E]
PSheew & *svae®

Bwoge auniuiesons iy Bwpge uniuiesoaa

INILOTVD-D SR INILOTVD-D

. . 3 mz.s_.,.A.B 138wl _.cE
dND - OHM OHM - dWD INILOTVO-D

Bwpge uniuresons)

ANILO1TVO-D

A3 ONY@ NIX dOH NYW

https://trungtamthuoc.com/



s 1g - S A g
4

WYHd uobo & ¥
in %%E ynxNYs | %

©

G-CALOTINE

Levocarnitine 330mg

S19jqel pajeod-wjly 0| X Siai1slq 0L jo xog - wiyd oeq uau uan QL XIn0L doH 440D WMDY HUYHD ONIOYHL

Bung uey
xS Agbn
XS 0105

Bwpgege auniuieooAa 2nb o Bwpgg uniuiesoaar]

ANILO1TVO-D ANILO1TVO-DO

VOHI NIIA 10

dIND - OHM INILOTVID-D OHM - dIND

Niiowoo B

A3 ONY@ NIX dOH NYIN

https://trungtamthuoc.com/

1



ht’;ps:/_/trungtamthuoc.com/ TO HUGNG DAN SU DUNG THUOC

G - CALOTINE
Pé xa tim tay tré em
Dboc ky hudng din st dung truge khi diung
THANH PHAN, HAM LUQNG CUA THUOC :

3302
Mi vién nén bao phim chira %9"03,0 ;
Thénh phdn hoat chat: Ve ggiig;
- 23 34
Le\‘«ocarmgm e 330 mg e SN XUT - THUONG Mgl
Thanh phdn ta duge: O\ DUGC PHAM
Lactose monohydrat, Avicel 102, Natri lauryl sulfat, PVP K30, Primellos&; xyd, Magnesi
ANSiligan.

stearat, Ethylene glycol and vinyl alcohol graft copolymer, PEG 6000, Tftszv
Sunset‘ yellow, Ponceau 4R.
DANG BAO CHE :

Vién nén dai bao phim mau vang, mit ¢6 vach ngang, mit c¢6 ky hiéu * <5

CHI DINH :
Thiéu Carnitin ‘nguyen phat hay thir phat & ngudi 16n va tré em trén 12 tudi.

CACH DUNG VA LIEU DUNG :
Cdch dung :
Dung dudng udng. Udng thuéce trong bita an hodc sau khi an 30 phut.
Liéu dung ;
Liéu khuvr.n cao: Udng 1 vién/lan, ngay udng 3 lan.

CHONG CHI PINH :
Man cam véi bat ky thanh phén nao cta thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC :
Phan 1img qud man
Phan tmg qua mdn nghiém trong. bao gdm phat ban, mé day va phi mat da duoc bdo cao khi ding
levocamnitin dudng udng. Negimg sir dung thude néu ¢ cic tridu chimg clia phan (mg qua man.
Levocarnitin lam ha dudng huyét va tang huy glucose.
Ngudi c6 bénh tiéu duomg dang didu tri phai thudmg xuyén kiém tra duomg huyét va didu chinh lidu luong
ctia thude ha dudong huyét cho pht hop.
Trong thuéc c6 chira td duorc:
Lactose monohydrat: Khong sir dung thude cho bénh nhan ¢6 vén dé di truyén khong dung nap galactose,
thiéu hut Lapp lactase hay kém hép thu glucose — galactose.
Natri lauryl sulfat: Ding thdn trong v&i ngudi ¢6 lan da nhay cam vi ¢6 thé gdy ra céc phan tmg tai chd nhu
cham chich hoac cam giac ddt.
Sunset yellow, Ponceau 4R c6 thé gay di ung.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU :
Hién nay cac dit liu an toan khi s dung Levocarnitin cho phu nit ¢6 thai va cho con bu vin chua day du.
Do d6 can tham khao ¥ kién bac s trude khi dung.
Mot sé nghién ciru cho thay c6 thé bd sung Levocarnitin cho phu nit ¢6 t%{hi co thé thiéu hut, dong thoi
lam giam nguy co dai thao dudng thai ky.

ANH HUONG CUA THUOC LEN KHA VANG LAI XE, VAN HANH MAY MOC :
Thube khong anh hudng dén viée didu khién xe hodc vén hanh may moc.

TUONG TAC, TUO\IG KY CUA THUOC
Levocarnitin twong tdc v&i mot sb thude chéng déng méu nhu fluindion, warfarin, acenocoumarol: Do
Levocarnitin lam tang téc dung cta thude chdng déng mau, do d6 lam tang nguy co xudt huyét nhw xudt
huyét tiéu héa.

TAC DUNG KHONG MONG MUON CUA THUOC:

Céc tac dung khong mong mudn di duge bao cdo nhu
Tiéu héa: Budn nén, 6n mtra, tidu chay. dau bung.
Co —xwong: Chimg nhuge co mite dd nhe ¢6 thé xay ra & bénh nhan tiéu duong udng levocarnitin.
Thén kinh: Hlem khi xay ra dong kinh.
Phan (g qué man: Phat ban, mé day, phi mat.

Sunsét yellow lake,

Théng bdo cho bdc st nhitng tdc dung khong mong muon gdp phai khi sic dung thudc
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QUA LIEU VA CACH XU TRi :
Hién van chua c6 bdo cdo vé doc tinh khi ding Levocarnitin qua lidu.
Cdch xir tri: C6 thé loai bo levocarnitin bang cach loc mau. Sau d6, diéu tri va cham soc hd tro.

PAC TINH DUQC LUC HOC :
Nhém duge ly : Cac san phém dugce khic lién quan dén bng tiéu hda va su chuyén hoa..
Mi ATC : A16AA0]
Levocarnitin 1a mét thanh phé‘m tur nhién c6 trong mé ddng vat, vi sinh vat va thuc vét.
Trong co thé Levocamitin do gan va thin tong hgp c6 mot vai trd cin ban trong sw phan huy chét béo dé tao
ra nang lugng cho t& bao. Chi vdi su can thi€p cua chat nay, phan (mg B-oxy hda céc acid béo trong ty lap
thé cac té bao dé tao nang luong mdi co thé dién ra.

PAC TINH DUQC DONG HOC :
Sau khi uéng thude hép thu vao méu, sinh kha dung dat dugc khoang 14%.
Thir sinh kha dung cta thude trén 15 nguoi nam khoe manh cho thay khong ¢6 sw khac biét dang ké gitra
Levocarnitin vién nén va Levocarnitin dung dich udng. Sau 4 ngay udng Levocarnitin 330 mg véi liéu 6
vién mdi ngay, chia lam 2 lan udng thi ndng do tdi da trong huyét thanh khoang 80 pmol/L trong khoang
thoi gian toi da 12 3,3 gid.
Thoi gian ban thai trung binh 17.4 gio.
Levocarnitin khéng gan két v6i protein huyét tvong hay albumin & bat ky nong dé nao.
Thir nghiém tinh chat duogc dong hoc cua thudc trén 15 nguol nam khoe manh dung mét lidu [*H- methyl]-L-
carnitin sau 135 ngay véi ché do an khong c6 carnitin va bd sung carnitin bing thude, két qua cho thiy 58 —
63% liéu danh diu tim thdy trong nude tiéu va phén trong vong tir 5 — 11 ngay. Néng d6 i da Levocarnitin
trong huyét twong dat duge tir 2 — 4.5 gio sau khi dung thude. Chét chuyén héa chinh trong g nude tidu {a
trimethylamine N-oxide (8 — 49%), trong phan la 3H-y-butyrobetaine (0.44 — 45%).
Levocarnitin dao thai qua nude tieu khoang 4 — 8%, qua phan dudi 1%.

QUY CACH PONG GOI :
Vi 10 vién, hop 3 vi. hop 6 vi va hop 10 vi
Chai 30 vién, Chai 60 vién va Chai 100 vién

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC :
Piéu kién bao quan: Noi khd, nhiét do dudi 30°C, tranh 4nh séng. Y

Han ding : 36 thang ké tir ngy san xuit %
Thuée san xuat theo USP _ ' 1*§
TEN, PIA CHI CUA CO SO SAN XUAT THUOC : Y |
<,
- CONG TY CO PHAN SX - TM DUOC PHAM DONG NAM 0(}‘/ ')/
"M Lo 2A, Budng 1A - KGN Tan Tao, P.Tan Tao A.Q. Binh Tan - TP.HCM.

2

M DP'DPONG NAM
ng Giam Doc

CTY CO PHAN

(W]


admin
Rectangle




