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%'7 CONG TY ¢O PHAN DUQ'C PHAM AN THIEN
ANTHEN PHARMA 314 BOng Sao, Phudng 5, Quéan 8, TP. H& Chi Minh

MAU NHAN, HOP DANG KY THAY DOl

1 - Mau nhan hdp chira 1 chai 30 ml dung dich udng
2 - M4u nhan chai dung dich uéng 30 ml

9NON Hoia ONNa
BUIHIUIBO0AST

%0€ XA JUY

Téc dyng khéng mong muén va
cac théng tin chi tiét khic:
Xem irén iy HDSD kém thao.

Bao quan: Noi khé rdo, nghiét do
khéng qua 30°C, trénh 4nh séng.

AnmmepASa 314 Béng Szo, Phurimg 5, Quin 8, TP. Hb Chi Minh

ey i (e |

nh phan:

Levocamitine 300 mg/ml (30% kiftt) % Tiéu chudn: TCCS

T4 duge vira 60. ‘ SBK: ..ccrrecrceanns

Chi djnh - Chéng chi d|nh - Lidu o e DE XA TAM TAY TRE EM.

dang va cion dung -Tantong - ANTII@VEX 30% DOC KY HUGNG DAN ST DUNG

Levocarnitine

DUNG D|CH UONG

TRUGC KHI DUNG.

54 i 5

Chai 30 ml

Han ding:

Cor sér séin xubt:
CONG TY CO PHAN DUQC PHAM AN THIEN
L3 C16, 0. S6 9, KCN Hidp Phirde, H. Nha B2, TP. HCM

Hop 1 chai 30 mi
Kém dyng cy phan lidu

Ry

THUOC KE BON

,..-‘
Antilevex30%
Levocarnitine

DUNG DICH UONG

car/

CONG TY CO PHAN DAFQ/C PHAM AN THIEN
314 Bdng Sao, Phudmng 5, Quan 8,
TP. Hb Chi Minh

Thanh phin:

Levocarnitine 300 mg/ml (30% kiftt)
Té duge vira da.

Chi dinh - Chéng chi djnh - Lidu
ding va cach diing - Than trong -
Tac dyng khéng mong mubn va
céc théng tin chi tiét khac:

Xem trén t&r HDSD kém theo.

Bao quan: Noi khd rao, nghiét do
khdng qué 30°C, tranh anh s&ng.

DE XA TAM TAY TRE EM.
POC KY HPONG DAN SI? DUNG
TRUYGC KHI DUNG.

Ry

g

Box of 1 bottle of 30 mi
Dosing device included

PRESCRIPTION DRUG

Antilevex30%

Levocarnitine

ORAL SOLUTION

Ev_....‘

Antilevex30%

Levocarnitine
DUNG DICH UONG

Tiéu chudn: TCCS  SPK: .o

Co s& san xudt:
CONG TY CP DUQYC PHAM AN THIEN
L6 C16, Buremg Sb 8, KCN Hiép Phurére,
Huyén Nha B&, TP. H3 Chi Minh

S4 16 sén xuét:
Ngay san xuét:
Han ding:

<At/

Al THIEM Pelhdids,
AN THIEM PHARMACEUTICAL CORPOSLATION

314 Bong Sao Street, Ward 5, District 8,
Ho Chi Minh City

I

CONG TY \2Y)
¢l PHAN
DUGC PHAM
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AT/
; O O PHAN A E - - .
mgm 14 Bong Sso. Phaong & cugn o, o o o Mmn  MAU NHAN, HOP DANG KY THAY DO

1 - Mau nhan hép chira 1 chai 60 ml dung dich uéng
2 - M3u nhin chai dung dich uéng 60 ml

( - ] ]
Thanh n:
Levocarnitine 300 mg/mi (30% KiAt) & :né:: chudn: TCCS
T4 duge vira 0. .
Chi dlnh - Chéng chi dinh - Lidu _"f‘ o, DEXATAMTAY TREEM.
ONON HOla ONNG ding v o dong - ron- Antilevex30% oock Huone oansroune
Tac dyng khéng mong m vi 245 TRUGC KHI DUNG.
aunuies’0As céc théng tin chi tiét khéc: Levocarnltlne
]' _l Xem tréin b HOSD kém thao, 6
D/ Béo quan: Noi kho rdo, nghiét @6 DUNG D|CH UONG .
Aoe xaAa' !luV khéng qué 30°C, trdnh 4nh séng. Chai 60 ml HS6 ':.Sx'
- an ing
I SR “/" Co s san xubt
‘,‘ﬂ & CONG TY CO PHAN DUG'C PHAM AR THIEN CONG TY GO PHAN DUQIC PHAM AN THEEN
ANTEN PASMA 314 BoNg Sao, Phirimg 5, Qugn B, TR. HA Chi Minh L C16, 8. Sb 9, KCN Hidp Phurére, H. Nha B2, TP, HCM

— e )

GMP - WHO, GNP - WHOY
Hép 1 chai 60 ml Box of 1 bottle of 60 ml %
Kém dyng cy phan fidu Dosing device included
Thanh phin: _...‘
Levocarnitine 300 mg/mi (30% klAt) An"‘i |evex 30%
Ta duwec viva du. (>
Chi dinh - Chéng chi djnh - Lié¢u Levocarnitine

diing va cach diing - Thén trong -
Téc dyng khéng mong muén va

%v céc théng tin chi tiét khéc: &

THUOC KE BON Ao toh it RSDemied. PRESCRIPTION DRUG

Bao quan: Noi khd rédo, nghiét ¢

' khdng qué 30°C, tranh &nh séang. - Tiu chudn: TCCS  SPK: .ovuevunemuusmeneenne

= DE XA TAM TAY TRE EM. -

Antilevex 30% gggﬂKZ zzc;r:’z gAN stone | ANtilevex30%

Levocarnitine — | L€VOCarnitine Cor 5 s xui:

CONG TY CP DUPQC PHAM AN THIEN

L6 C16, Burdng S6 9, KCN Higp Phuéc,
Huyén Nha Ba, TP. Hd Chi Minh

DUNG DICH UONG

DUNG DICH UONG ORAL SOLUTION
@ @
e S6 16 san xuat: =
CAT (.?T
Ngay san xuét: 3

A THEN PHATSL, AN THIEN PIOAIIMLL,

CONG TY CO PHAN DLPQC PHAM AN THIEN Han ding: AN THEEN PHARMACELITICAL CORPORATION
314 Bdng Sao, Phurdmg 5, Quan 8, 314 Bong Sao Street, Ward 5, District 8,
TP. Hd Chi Minh Ho Chi Minh City

CONG TY
CO PHAN

DUJC PHAM

T
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t{“} CONG TY O PHAN DUQC PHAM AN THIEN
ANTHIEN PHARMA 314 Bang Sao, Phudng 5, Quan 8, TP. Hd Chi Minh

MAU NHAN, HOP DANG KY THAY BOI

1 - Mau nhan hép chira 1 chai 100 ml dung dich uéng
2 - Mau nhén chai dung dich uéng 100 ml

9NON HOid ONNA
aunjiuIed0Aa]

%0E XaAS| Uy

Thanh phén:

Levocamitine 300 mg/ml (30% ki/t)
Ta dwgc vira di.

Chi djnh - Chéng chi djnh - Lidu
diing va cach diing - Thén trong -
Tac dyng khéng mong muén va
cac théng tin chl t1ét khac:

Xam trén b HOSD kém thea.

Bao quan: Noi kho rdo, nghiét 49
khéng qué 30°C, trénh 4nh séng.

Ep‘_‘
Antilevex30%

Levocarnitine

DUNG DJCH UONG
Chai 100 ml

DE XA TAM TAY TRE EM.
POC KY HIPONG DAN SUF DUNG
TRUGC KHI DUNG.

S6 16 SX:
Han diing:

W‘? CONG TY CO PHAN DUQIC PHAM AN THIEN
aieis ainis 314 Bong Sao, Phumy 5, Quan 8, TF. H3 Chi Minh

CONG TY CO PHAN DUSPC PHAM AN THIEN
15 C16, D. 56 9, KCN Higp Phudr, H. Nha B2, TP. HCM

Co s& sén xuft:

Hép 1 chai 100 mi
Kém dung cu phan liéu

Ry

THUOC KE DON

el
Antilevex30%

Levocarnitine

DUNG DICH UONG

a7

Mﬂwﬁmma
CONG TY CO PHAN DUQC PHAM AN THIEN

314 Bang Sao, Phudng 5, Quén 8,
TP. H& Chf Minh

D ]
Thanh phin:

Levocamitine 300 mg/mi (30% ki/tt)
T4 dwge vira du.

Chi djnh - Chéng chi djnh - Lidu
diing va céch diing - Than trong -
Tac dyng khéng mong muén va
céc thdng tin chi tiét khic:

Xem trén t& HDSD keém theo.

Bdo quan: Noi khd réo, nghiét dd
khéng qué 30°C, tranh &nh sang.

DE XA TAM TAY TRE EM.
BOC KY HPONG DAN SUF DUNG
TRUGC KHI DUNG.

S6 16 san xuat:
Ngay san xuit:
Han dung:

GMF - WHD|

Box of 1 bottle of 100 ml
Dosing device included

Ry

PRESCRIPTION DRUG

el
Antilevex30%

Levocarnitine

ORAL SOLUTION
@
RAT
N

CORPORATION
314 Bong Sao Street, Ward 5, District 8,
Ho Chi Minh City

&_..-d

Antilevex30%

Levocarnitine
DUNG DICH UONG

TiBu chudin: TCCS  SPK: cuoreeecrrienens

Cor 5 sn xult:
CONG TY CP DUQC PHAM AN THIEN
L3 C16, Budmg S8 9, KCN Higp Phudre,
Huyé&n Nha Be, TP. H3 Chi Minh

L

C U PHAN

DUGC PHAM

J‘L'\ THIEN
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TO HUONG DAN SU DUNG THUOC

@Thu&c néy chi dimg theo don thuéc

| ANTILEVEX 30%

“Dé xa tam tay tré em”

DUNG DICH UONG

“Doc ky huedng dan sir dung trieée khi dimg”

THANH PHAN

Hoat chiit: LeVOCAMItNG .......cc.ccoemvermrnsscreriennenneees 300 mg/ml (30% kl/it).

Ta dugc: Vira du.

(Pudng tring, sorbitol, sucralose, citric acid, sodium benzoate, huong dau, nuéc tinh khiét).
| DANG BAO CHE: Dung dich ubng.

Mé td san pham: Dung dich trong sudt, khéng mau hodc mau vang nhat, huong dau.
CHI PINH

Chi dinh didu tri trong c4c truong hop thiéu hut carnitine nguyén phat va thit phat & tré em dudi 12 . I

tudi, tré so sinh va tré nho. '
LIEU DUNG VA CACH DUNG

Liéu ding

Tré em dudi 12 tubi, tré so sinh va tré nhé

Can theo d&i ndng d6 carnitine dang tu do va dang lién két véi acyl trong mau va nude tiéu clia

bénh nhéan trong qua trinh diéu tri.

Roi loan chuyén héa bim sinh

Liéu lwong phu thude vao tinh trang 161 loan cNhuyén hoéa cta timg bénh nhén va cac bidu hién trén
' 1am sang. Tuy nhién, c6 the theo cac hudng dan chung nhu sau:
Lidu ding c6 'ghé lén dén 200 mg/kg/ngay, chia 2 - 4 1an/ngay duoc khuyén cao cho mot s6 161 loan
man tinh va liéu thap hon trong cac truong hop khac. Trong truong hop cac bi€u hién trén lam sang
khong dugc cai thién thi c6 thé tang 1én muc liéu cao hon trong thoi gian ngan L1eu cao lén dén
400 mg/kg/ngay co thé cén thiét trong cac truomg hop 1i loan chuyén héa mat b cip tinh, hoic
bénh nhan 6 thé chuyén sang dang tiém tinh mach.
Chay thin nhan tao - diéu tri duy tri
Né:u bénh phén da dugc tiém tm mach levocarnitine va dat hi€u qua trong diéq tri khoi dau, c6
thé dung liéu duy tri theo duong uong 1a 1 g/ngay. Vao ngay loc mdu, sir dung thudce vao cudi phién
loc mau.

Cach dimg: Thubc dung dudng ubng. C6 thé ubng truc tiép hoic pha lodng trong nudc loc hoic
nudce ép trai cay.
CHONG CHI PINH
Bénh nhan mén cam véi levocarnitine hay bat ky thanh phan nao cta thude.
CANH BAO VA THAN TRONG KHI DUNG THUOC
St dung levocarnitine cho bénh nhan dai thao dudng dang dugc didu tri bang insulin hodc bét k¥

loai thude nao c¢6 thé din dén ha dudng huyet Cén theo dbi ndng d6 glucose huyét thudmg xuyén
& nhimg bénh nhén nay dé diéu chinh liéu cac thudc diéu tri dai thao dudng cho phi hop.

Sur an toan va hi€u qua cta levocarnitine dudng ubng chua dwoc danh gia & bénh nhén suy than. Sir
dung levocarnitine liéu cao & bénh nhan bi suy gidm chic nang than nghiém trong hodc bénh nhéan |




https://trungtamthuoc.com/

mac bénh ‘&1a_n giai doan cu6i (ESRD) ¢6 thé dan dén sur tich lily céc chét chuyén héa doc hai nhu
trimethylamine (TMA) va trimethylamine-N-oxide (TMAO), vi cac chét chuyén héa nay thuomg
duoc bai tiét qua nudc tiéu.

RAt hiém gip nhitng bio cdo vé tang ty s6 chuén hoéa qubc té (INR) & nhiing bénh nhén diéu tri
ddng thoi levocarnitine va thube chdng dong mau.
Canh bdo ta duoc

Thudc nay c6 chira dudng tring, sorbitol, sucralose, bénh nhén bi 1i loan di truyén hiém gip nhu
khong dung nap galactose, th1eu hut lactase hoan toan hozc kém hip thu glucose-galactose khong
nén dung thudc nay.

Thubc nay c6 chira 12,5 mg sodium benzoate trong mdi 5 ml dung dich ubng.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir c6 thai

Khéng ¢6 bang chung vé tac dung gdy quai thai cua levocarnitine & dong vét thir nghiém. Chua c6 |
dir lidu vé d6 an toan cua cua thubc trong thai ky & ngudi. Do d6, chi st dung levocarnitine trong |
thoi ky mang thai néu loi ich vuot troi so voi nguy co. =
Phu nir cho con bua -'—h_jg

Khoéng cé dit liéu levocarnitine bai ti€t qua sita me. Do d6, can cin nhac gitta anh hudéng cia | ONG TY

levocarnitine trén tré so sinh véi loi ich cua viée bd sung levocarnitine & cac ba me. (; : S}ﬁ‘m
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC THIEN
Thudc khdng gdy anh hudng dén kha nang lai xe va van hanh méy moc. " _:_r,;;{
TUONG TAC, TUONG KY CUA THUOC bode,

Twong tic thudc
Tang ty s6 chuin héa qudc té (INR) da duge bdo cdo & nhimg bénh nhén duge diéu tri déng thei
levocarnitine va thuée chong déng méu. Do dd, & nhimg bénh nhén ding thude chong dong mau
dong thoi véi levocarnitine, nén tién hanh kiém tra dinh ky cac xét nghiém déng mau.
Twong ky: Do khong c6 céc nghién ciu vé tinh tuong ky cua thube, khong tron 1an thude nay véi
cac thudc khac.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)
Céc tac dung khong mong mudn sau ddy duge bdo céo véi cac tin sb tuong ung: Rdt thuong gap
(ADR = 1/10), thuong gap (1/100 < ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiém gdp
(1/10.000 < ADR < 1/1.000), rat hiém gdp (ADR < 1/10.000) va khéng biét (tan so khong thé duoc
udc tinh tur di liéu ¢ san).

Hé co quan Tén suit Téc dung khong mong mudn
Réi loan tiéu héa Rdt hiém gdp Budn ndn, ndn, tiéu chay, dau bung.
Réi loan chung Rdt hiém ggp | M co thé.
Cic xét nghiém Rdt hiém gdp | Tang ty s6 chudn héa qudc té (INR).

Giam liéu thudng lam gidm hodc loai bo céac tdc dung khéng mong mudn trén da day - rudt hodc
mui co thé & cadc bénh nhéan str dung thude.

Thong bdo ngay cho bdc si hodc dwoc st nhitng phén ting c6 hai gip phdi khi sit dung thuéc
QUA LIEU VA CACH XU TRi
Qui liéu: Khdng c6 bdo cdo v& doc tinh do qua lidu levocarnitine.

Cich xir tri: Tién hanh diéu tri triéu chimg va chim séc ho tro.

243
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CAC PAC TINH DUQC LY
Dwge lwc hoc
Nhom duoc ly: Acid amin va cac dAn xuét
Ma ATC: A16AA01
Levocarnitine 14 mot hoat chét tu nhién trong cac md ddng vat, vi sinh véat va thuc vé:[. ¢} nguoi,
carnitine can cho qua trinh trao d6i chat, dugc cung cap qua hai con dudng la tir thuc pham cé chira
carnitine va tong hop ndi sinh & gan va thén (ti lysine va methionine).
Chi c¢6 ddng phén L-carnitine ¢4 hoat tinh sinh hoc, dong vai trd thiét yéu trong chuyén hoéa lipid
cling nhu chuyén héa ketone duéi dang acid amin chu01 nhanh. Levocamitine c6 vai trd van chuyen
cac chudi acid béo dai vao ty thé - cung cip chit nén cho qua trinh oxy hoa cic acid béo hon 1a két
hop chung thanh triglycerid. Bang céch thioester chinh né giai phong CoA, qua hoat dong cta
CoA, carnitine acetyl transferase, levocarnitine gitp tdng cuong dong trao doi chat trong chu trinh
Krebs; véi co ché tuong tu, né kich thich hoat dong ctia pyruvate dehydrogenase va kich thich qua
trinh oxy héa cac acid amin chudi nhanh trong co xwong. Do levocarnitine c6 li€n quan truc tiép
hodc gian t1ep dén mot sb con dudng trao ddi chit cuia co thé, vi vay tinh sin c¢6 cta levocarnitine
la mot yeu t6 quan trong, ¢6 anh hudng dén qué trinh oxy héa céc acid béo, cac thé ketone, glucose
| vamdt so acid amin.
| Duwgce dong hoc
Levocarnitine dugc hép thu s& duoc vén chuyén dén cac hé co quan khac nhau qua mau. Sy hién
dién cua protein gan mang trong mot s6 m6 bao gom cac t€ bao hdng cau lién két v6i carnitine,
cho thiy ¢ hé thdng van chuyén trong mau va hé théng té bao cho su hap thu hién dién trong mét §
sp mé. Nong db carnitine trong mb va huyét thanh phu thudc vao mdt sé qua trinh trao ddi chit,
tong hop sinh hoc carnitine va tir ché d6 &n udng, vén chuyén vao va ra khoi md, thoai héa va bai
ti€t déu co thé anh hudng dén nong do carnitine trong mo.

Céc thong sé duoc dong hoc tang dang ké phu thude lidu luong. Sinh kha dung ¢ nhiing ngudi tinh
nguyén khée manh 12 khoang 10 - 16%. Nong d6 t6i da dat duoc khoang bdn gid sau khi udng.

QUY CACH PONG GOI
Hbp 1 chai x 30 ml, 60 ml, 100 ml (kém dung cu phan liéu).
BAO QUAN: Noi khd rao, nhiét d6 khong qua 30°C, tranh 4nh sang.
HAN DUNG: 36 thang ké tir ngdy san xuét.
TIEU CHUAN: TCCS.
Co sé san xuat

CONG TY CO PHAN DUQC PHAM AN THIEN
L6 C16, Puong S6 9, KCN Hiép Phuéc, Xa Hiép Phudce, Huyén Nha Be, TP HS Chi Minh

TP. Ho ZREMIAR; sy 04 thang 03 nanl} 2024
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