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Rx Thudc ké doy

(Levocarnitin 2000 mg/10 ml)

Tén thube

DOCTORCAR
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Cic dau hiéu hru y va khuyén cao khi dung thuoc
Doc ki hiong dan sir dung triede khi diing
Dé xa tam ftay tré em

Thuéc nay chi diing theo dom thudc

Thanh phén cong thire thude
Mai 10 ml dung dich chira:

Hoat chét:

LEVOCAMITHY. .. conss prsamsmmmanssonsmmnneniansbeaninmmasins s Sk iamssifiass 2000 mg

T4 duwge: Duwdng tring, malic acid, methylparaben, propylparaben, sodium saccharin,
huong cam dau (orange oil flavor), nude tinh khiét.

Dang bao ché
Dung dich udng.

Dung dich trong suot khéng mau dén mau vang nhat, vi ngot, hwong thom.

Chi dinh

Pugc chi dinh dé diéu trj thiéu hyt carnitin nguyén phat va thir phat.

Cich diing, liéu ding

10-20 ml mdi ngay, ty theo mirc do bénh va chi dinh ctia bac s§.
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Chéng chi dinh

Qué mén véi hoat chat hodic voi bat ky ta dugce ndo duge ligt ké trong phén ta duoge.

Canh bao va thin trong khi ding thudc

1.4 mot chiit ndi sinh, levocarnitin khdng ¢6 bit ky nguy co gay nghién hojic phy thude thudc.
Viéce sir dung levocarnitin & bgnh nhéin tiéu dudng dang digu tri bfmg insulin hogc thudc ha
dudng huyét duong ubng, cai thién viéc sir dung glucose, c6 thé din dén hién twong ha |
dudmg huyét. Do dé, & nhimg dbi twong nay, dudng huyét phai duoc kiém tra thudng xuyén
dé diéu chinh kip thoi tinh trang ha dudng huyét.

Dung dich udng nén duoce sir dung sau khi pha lodng.
Théng tin thin trong v¢ mgt so thanh phan:

San phém chira dwdng kinh.

Bénh nhan c¢d van dé di truyén hiém gip vé khong dung nap fructose, do kém hdp thu
glucose-galactose, hofic do suy giam isomaltase sucrase, khong nén dung thuoc nay.

Diéu nay nén dugc than trong khi sir dung cho bénh nhin déi thio dudng va nhitng nguoi
dang ap dung ché do an ki€ng lugng calo thap.

San phém ¢6 chira methyl paraben, propyl paraben cé thé giy ra phan (mg di trmng mugn.

Thube ¢6 chira duéi 1 mmol (23 mg) natri/liéu, nghia 1& “khong chira natri”.
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Sir dung thuoc cho phu nit ¢6 thai va cho con b
Thai ky
Khong ¢é di dir ligu vé viée sir dyng levocarnitin & phy nit mang thai.

Céc nghién ciru vé sinh san cta dong vit da duge thye hién trén chudt va tho. Khéng cé
biing chimg vé tac dung gy quéi thai & ca hai loai. $ tho, nhung khong & chudt, s6 lrong
chét sau khi ding & lidu cao nhiit duge thir nghiém (600 mg/kg mdi ngay) khéng cao hon
¢O y nghia thong ké so voi & dong vt déi chirg. Y nghia cta nhimg phét hién nay di
voi con ngudi van chura duge biét (xem phén 5.3).

Levocarnitin nén duge sir dung trong thoi ky mang thai khi lgi ich cho ngutii me cao hon
nguy co ¢é thé xay ra cho thai nhi.

Cho con bu

Levocarnitin 14 mét thinh phan binh thuong trong stra me. Vige bo sung levocarnitin
chua duge nghién ciru & cac ba me¢ dang cho con bi. Levocarnitin chi nén dugc sir dung
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cho cdc ba me dang cho con bu néu nhitng lgi ich mang lai cho ba me lén hon nhirng
nguy co ¢ thé xay ra doi véi tré do ti€p xfic qua nhi€u vGi carnitin,

Khda ning sinh sdin

Trong cac nghién ciru 14m sang vé kha ndng sinh sén, céc tc dung c6 lgi, nhung khong
phai cdc van dé lién quan dén an toan, da dugc tim thay.
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Anh hwong cia thude 1én kkha niing lai xe, van hanh miy moéc

Khong c6 bang chimg cho thay thudc cé thé anh hwdng dén kha niing lai xe hofic vin
hénh may méc cia bénh nhan.

Twong tac, twong ky ciia thude
Thuoce uong chong dong mau:

Trong mdt sb trudmg hop rat hiém, sy gia ting INR (chi sé xét nghiém déng mau) da duge
b4o céo & nhitng bénh nhin duge didu trj dong thoi levocarnitin véi coumarin (xem phan 4.4
va 4.8). O nhiing bénh nhén dang ding thudc chéng déng méu véi levocarnitin, phai ¢ két
qua INR hoic két qua khac phi hop.

Céc xét nghiém déng mau nén duge kiem tra hang tuén cho dén khi 6n dinh va sau do hang
thang (xem phén 4.4).

Cac twong tac khac:

0 bénh nhén tidu dudng, vige stir dung levocarnitin givp cai thién vige sir dung glucose. Néu
str dung insulin hogic cdc thude diéu trj dai thao dudng khic, ha dudng huyét c6 thé xay ra
ndu diing cong lic levocarnitin, Vi ly do ndy, lugng dudmg trong méu nén duge kiém tra
thudng xuyén trong nhing trudng hop nhw vay dé cé thé didu chinh lidu lugng thude diéu tri
tiéu dwdng cho phi hop.

Str dung dong thoi levocarnitin véi thuoe gdy ha canxi mau do ting mat carnitin & thiin (acid
valporic, tién chat chira acid pivalic, cephalosphorin, cisplatin, carboplatin va ifosfamid) co
thé lam giam khé nang hap thu cua levocarnitin.
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Tac dung khéng mong muon cua thuoce

R&i loan tiéu hoa nhe va & nhirng bénh nhén ting ure mau, cac triéu chirng nhuge co nhe
da duoc bio cdo. Cac hrwong hop co gidt da duge bdao cdao & nhitng bénh nhan, cé hojc
khéng c6 tién sir déng kinh, ngudi di sir dung “levocarnitin” bang dudong udng hodc tiém
tinh mach.
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Bio cio cac tide dung khdong mong muon

Viée bdo céo cac tac dung khéng mong mudn sau khi thude dwge phé duyét Ia rat quan
trong. Né cho phép tiép tuc theo ddi danh gia lgi ich / rii ro cha thude. Céc chuyén gia
chim séc strc khoe duge yéu cau bao cdo bat ky tdc dung khong mong muodn nio t&i:
Trung tdm DI & ADR Qudc gia

13 - 15 L& Thanh Tong, Ha Noi

Website: www.canhgiacduoc.org.vn

Qna liéu va cach xir tri

Khéng cé truong hgp qua liéu da duge bao cdo.

Pice tinh dwge hye hoe

Nhém duge ly: Acid amin va din xudt, mad ATC: A16AAOL.

Levocarnitin & mot chét tw nhién cé trong tat ca cac té bao, trong d6 noé dong vai tro co
ban cho muc dich ning hrgng. Trén thyc té, n6 1a “chit mang” duy nhét c6 thé st dung
1au dai b chudi cic acid béo dé vugt qua mang trong cta ti thé va duge bat dau theo
hwéng oxy héa; nd ciing kiém soat viée van chuyén niing luong do ty thé tao ra dén té bao
chét thong qua sy diéu chinh ctia enzym adenin-nucleotide-translocase va trong diéu kién
thiéu oxy, hd tro viée str dung carbohydrat. Cac ngudn dy trit chinh cua levocarnitin 1a &
co xuong va co tim, wu tién st dung acid béo cho muc dich sinh néng lwgng. Ngudi ta
cling ghi nhin r?mg nhitng bénh nhin ting ure médu, dang chay thdn nhin tao dinh ky, co
mite levocarnitin trong co thip cing véi sy hao hut chit nay qua dich loc méu. Do do,
viée sir dung levocarnitin & nhitng bénh nhén nay 1a thich hop dé thiét lap lai mirc binh
thuong cua chit nay.

Diic tinh dwge dong hoe

Levocarnitin dwgc hap thu & rudt va dat ndng do t6i da trong mau vio gios thir 3. Mire dd
cao duoc duy tri trong khoang 9 giv. N6 duge bai tiét qua thin véi hon 80% duéi dang
khéng ddi trong 24 gio.

Quy cach dong goi
Hap 10 ng, hop 20 bng, hop 30 dng. Ong nhura 10 ml. Kém huwdng dan st dung.
Hop 10 goi, hop 20 goi, hop 30 goi. Géi nhom 10 ml, Kém hudng dén sir dung,
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Hop 1 chai 100ml, hgp 1 chai 120ml, hép 1 chai 150ml. Chai PET. Kém huéng dan st
dung.
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Piéu kién bio quan, han diing, tiéu chuan chat lwgng ciia thuoce
Bdo quain
Noi kho rao, tranh anh sang, nhiét do dudi 30°C.

Dé xa tam tay tré em.

Han diing

36 thang ké tir ngdy san xuét. 30 ngay sau mé nép.
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Tiéu chuan chat lwong

TCCS

TEN, PIA CHi CO SO SAN XUAT
CONG TY CP DUQC VAT TU Y TE HA NAM

Cum CN Hoang Déng, Phudng Hoang Déng, Thi xa Duy Tién, tinh Ha Nam, Viét Nam.




