Thanh phan:
Mé&i vien nang mém cé chida: Acid alpha lipoic ( Acid thioctic ): 300 mg
Tiéu chuan chat lugng: TCCS
Chi dinh, cach dung, chéng chi dinh va cac théng tin khac:
Xem trong t3 hudng dan st dung thuéc
Bao quan: Bdo quan trong bao bi kin, tranh anh sang, 6 nhiét dé dugi 30°C.
Quy cach: H6p 6 Vi x 5 vien nang mém

Doc ky huéng dan su dung trudc khi dung

DE xa tam tay tré em

SDK: 893110836624

Ma KS:

H1-19-080126-H05303-C00783

S6 16 SX:
NSX:
HD:
Nhé sén xudt chiju tréch nhiém
khi 6 théng tin truy xudt cén nguyén ven.
Bao bi bj cao, rach, téy xéa la dau hiéu
CANHBAO hang gia hodc bj can thiép.

Rx: Thudc ké don

Acid alpha lipoic (Acid thioctic)
300 mg

Nha sdan xudt:
% Coéng ty c6 phan Dudc pham CPC1 Ha Noi
Cum céng nghiép Ha Binh Phudng, xa Van Binh, huyén Thudng Tin, thanh phé Ha Noi

Composition:
Each softgel contains: Acid alpha lipoic ( Acid thioctic ) : 300 mg
Specification: In house specification
Indication, contra-indication, dosage, side effect and for more information:
Please see the leaflet inside.
Storage: In tight container, protect from light, at temperature below 30°C
Package: Box of 6 blisters x 5 softgels

Read the leaflet carrefully before use

Keep out of reach of children
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BANG THONG SO KY THUAT

Kich thudc: DxRxC:135x70x70 mm

Chat liéu: lvory 350, can bong

Kich thudc 6 in lodate: 15 x 35mm, chuan

Dai mau: Theo file,
nha in lam 06 ban dai mau
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Nudc Xuat khau

Cac phan luu y dac biét: Khéng c6




Rx: Thudc nay chi dung theo don thudc

CYMIRAS

(Acid alpha lipoic (acid thioctic) 300 mg)
DéE xa tam tay tré em
DPoc ky huéng dan sit dung truéc khi ding

Thanh phan

M@i vién nang mém chura

Thanh phdn hoat chdt: Acid alpha lipoic (acid thioctic) 300 mg

Thanh phdn td dugc: Dau co, sap ong trdng, dau dau nanh, lecithin, aerosil,
simethicon, gelatin, glycerin, sorbitol, natri methylparaben, natri propylparaben,
vanilin, chocolate brown HT, titan dioxid, nudc tinh khiét*.

* Dung moi bay hoi mét phéan trong qua trinh san xuat

Dang bao ché: Vién nang mém

M@ ta: Vién nang mém, vién kho cam khéng dinh tay, bén trong chita hén dich thuéc
dong nhat.

Chi dinh

Céc bién ching than kinh, duc thay tinh thé, nhiém tring, thoai héa véng mac &
bénh nhan tiéu dudng.

Liéu dung va cach dung

-Thuéc dung theo dudng udng.

- Liéu khuyén cdo hang ngay la 2 vién nang mém Cymiras (tuong duong 600 mg acid
thioctic) dugc dung nhu moét liéu duy nhat, udng thuéc khoang 30 phat trudc bita
an séng.

- Trong trudng hgp quén udng thudc: Khéng udng gap doéi liéu dung dé bu lai liéu
da quén.

Chéng chi dinh

Chéng chi dinh trong trudng hgp man cam vdi acid alpha lipoic (acid thioctic) hodc
bat cir thanh phan nao cua thudc.

Chua c6 kinh nghiém vé viéc st dung thudc & tré em va thanh thiéu nién

Canh bao va than trong khi dung thuéc

- Cac bénh nhan bi tiéu dudng va khéng dung nap glucose nén than trong khi dung
acid alpha lipoic (acid thioctic) do acid alpha lipoic (acid thioctic) c6 thé lam gidm
lugng dudng trong mau. Nén kiém tra lugng dudng mau va diéu chinh liéu dung cac
thudc diéu tri ti€u dudng hgp ly dé gidm nguy co gay gidm glucose mau.

- S&n pham c6 chua sorbitol, néu ngudi bénh c6 bénh Iy khéng dung nap véi mét sé
loai dudng, can than trong va nén tham van y kién ctia bac sy trude khi st dung.

- S&n pham c6 chia natri methylparaben, natri propylparaben cé thé gay mét sé
phén ting di ting. Can tham van y kién cla bac sy trong trudng hgp co tién s di ting
VGi cac paraben va mudi ctia ching.

- San pham chira dau dau nanh. Chéng chi dinh cho bénh nhan cé tién st di ing véi
dau dau nanh hoac lac.

Su dung thuéc cho phu nir ¢6 thai va cho con bu

Khéng st dung thudc acid alpha lipoic (acid thioctic) cho phu nit c6 thai va phuy nit
cho con bu vi van chua c6 cac nghién ciu day du vé su an toan cla thudc khi st
dung cho cac d6i tugng nay.

Anh huéng ctia thudc Ién kha ning lai xe, van hanh may méc

Do c6 mot s6 tac dung khong mong muén nhu chéng mat, ra mé héi, dau dau va réi
loan thi gidc nén can than trong khi sir dung thuéc cho bénh nhan lai xe va van hanh
may moc.

Tuong tac, tuong ky ctia thuéc

- Khéng thé loai trir dugc rang viéc sir dung déng thdi vién nang mém Cymiras dan
dén mat hiéu luc cda cisplatin (mét loai thuéc ung thu).

- Gay ha dudng huyét khi dung chung véi insulin hodc cac thuéc ha dudng huyét
khéc.

- Han ché duing chung véi cac thudc chia hgp chat khé tan clia sat, magnesi va calci.
C6 thé udng vién nang mém Cymiras 30 phut trudce khi &n sang, cac sén pham chia
sat, calci va magié c6 thé dugc dung cho bita trua hodc bia téi.

- Viéc st dung rugu thudng xuyén la mét yéu t6 nguy co dang ké cho su phat trién
va tién trién cta cac bénh lién quan dén than kinh, ciing c6 thé anh hudng dén su
thanh cong cla viéc diéu tri bdng vién nang mém Cymiras. Do d6, bénh nhan bi tén
thuong day than kinh do tiéu dudng (bénh ly da than kinh) thusng dugc khuyén
nén han ché st dung rugu. Biéu nay ciing dp dung cho cac khoang thai gian khéng
diéu tri.

Tac dung khéng mong muén ctia thuéc (ADR)

Rat phé bién: >1/10

Phé bién: >1/100 va <1/10

it ggp: > 1/1000 va <1/100

Hiém g&p: >1/ 10000 va < 1/1000

Rat hiém: <1/10000

- RGi loan dudng tiéu hoa

Rat hiém khi xay ra réi loan tiéu hoa nhu budn nén, nén, dau da day, tiéu chay.

- Phan ting qua man

Rat hiém khi xay ra cac phan tng di ing da, néi mé day va ngua.

- Réi loan cta hé than kinh

Rat hiém khi xay ra thay déi hoac réi loan chiic nang cdm giac.

- Rt hiém gép c6 thé lam gidm néng d6 glucose trong mau. Cac triéu chiing tuong
tu nhu ha dudng huyét, trong d6 bao gém chong mét, ra mé hoi, dau dau va réi loan
thi gidc da dugc bao cdo.

Théng bdo ngay cho bdc si hodc du'gc si khi géip phdi cdc tdc dung phu ciia thuéc.
Qua liéu va cach xu tri

Triéu ching qud liéu

Quié liéu c6 thé gay budn nén, ndn va nhic dau.

Xdrtri

Trong tting trudng hgp, khi dung nhiéu hon 10 g acid thioctic, dac biét la véi mic
tiéu thu rugu cao déng thai, cac phan ting nghiém trong, vi du nhu cac triéu ching
de doa tinh mang ctia ngd déc (chdng han nhu co giat toan than, nhiém toan lactic,
r8i loan ddng mau nghiém trong) cé thé xay ra. Do d6, trong trudng hgp nghi ngd
uéng dang k& hodc nuét phai ngau nhién vién nang mém Cymiras (vi du: hon 20
vién 300 mg & ngudi I6n va hon 50 mg/ kg trong lugng co thé & tré em), can nhap
vién ngay lap tic va bat dau cac bién phap theo nguyén tic xt ly chung cua céc
truong hgp ngd doc.

Gay nén hodc st dung than hoat tinh dé loai bo lugng thuéc chua dugc hdp thu hét
khéi duong tiéu hoa.

Diéu tri hé trg.

Pac tinh dugc luc hoc

Ma ATC: A16AX01

Nhém dugc ly: Cdc thuéc hdp thu va chuyén héa & dudng tiéu héa khdc

Acid alpha lipoic (acid thioctic) Ia mdt coenzym cé hoat tinh ch6ng oxy hda manh,
thé hién téc dong trong ca méi trudng nudc va méi trudng dau. Sau khi tdn cong cac
géc tu do, acid alpha lipoic (acid thioctic) c6 kha nang tu hoan nguyén trg vé dang
¢6 hoat tinh. Acid alpha lipoic (acid thioctic) con gitp phuc héi hoat dong cila mot
56 chdt chéng oxy hoa khac nhu vitamin E, vitamin C, glutathion, coenzym Q10.
Acid alpha lipoic (acid thioctic) cling déng vai trd quan trong trong sinh téng hop
glutathion. Sau khi dugc hap thu, acid alpha lipoic (acid thioctic) chuyén hoa thanh
dihydrolipoic acid, cht nay gidp chuyén cystin thanh cystein va kich thich qua trinh
sinh téng hgp glutathion.

Trong mét nghién ctu ngdu nhién c6 kiém soét, su két hgp gitia acid lipoic va acid
omega-3 da cho thay hiéu qua trong viéc lam cham qua trinh suy gidm nhén thiic va
hoat dong chuic nang co lién quan dén bénh alzheimer. Trén in vivo, acid lipoic 6 tac
déng tang san xuat cta acetylcholin va chéng lai su tich tu clia cac sdn phdm peroxy
lipid. N6 ciing bao vé céc té bao than kinh thong qua co ché truyén tin hiéu té€ bao
bao gém céc tin hiéu ngoai bao lién quan con dudng kinase Nghién ctiu cho thay
acid lipoic gidm dang ké su thoai hoa than kinh véi su cdi thién quan sat dugc trong
phuc hoi té bao than kinh va phuc héi chic nang.

Acid lipoic kich thich san xuat cAMP qua céc thu thé prostanoid EP2 va EP4, (ic ché
su téng hgp interferon gamma va Uic ché kha nang gay doc té bao trong cac té bao
NK. Acid lipoic xtr ly lam gidm cdc triéu chiing clia bénh da xo cting (MS), viém néo
tuy tu mién trén thuc nghiém & mé hinh dong vat.

Nghién ctu budc dau trén dong vat cling cho thay acid lipoic c6 kha ndng thuc day
qua trinh lién vét thuong.

Acid lipoic tang sinh téng hgp collagen mdi trong nguyén bao sgi & da ngudi binh
thudng. nghién ctu cho théy acid lipoic tang hiéu qua su biéu hién va su 1dng dong
collagen loai | trong nguyén bao sgi. Acid lipoic ciing tao diéu kién cho sy biéu hién
cta enzym collagen prolyl-4-hydroxylase. Ngoai ra, acid lipoic tdng cudng téng hop
collagen loai | théng qua viéc kich hoat céc tin hiéu Smad.

Trong mét nghién ctu in vivo, acid lipoic la chét tic ché cac anh hudng ctia chrysen
(mét thanh phan tur khoi thudc 13) trén céc té bao Miiller (MIOM1). Nghién ctu cho
thdy acid lipoic cé tac dung gidm hodc ngan chan su thoai hda té bao Miiller trong
cac bénh thodi hda vong mac.

Trén in vivo, acid lipoic cling cho thdy hiéu qua trong viéc phong va cai thién chic
nang sau dot quy, tai bién mach mau néo, xo vita dong mach.

Péc tinh dugc dong hoc

Acid alpha lipoic (acid thioctic) dugc hap thu dé dang qua dudng uéng, phan bé vao
gan va chuyén héa thanh dihydro lipoic acid trong cac mé co thé.

Acid alpha lipoic (acid thioctic) qua dugc hang rao médu nao.

Trung binh c6 khoang 0,19% va 0,22% liéu udng dugc tim thay trong nudc tiéu vao
ngay thi nhét va ngay thi 4.

Quy cach déng goéi:

Hop 6 vix 5 vién nang mém

Bao quan: Bao quan trong bao bi kin, tranh anh sang, & nhiét do duéi 30°C.

Han dung: 24 thang ké tir ngay san xuat.

Tiéu chuan chat lugng: Tiéu chuan co sé

Nha san xuat:
cPCHN
Cong ty ¢8 phan Dugc pham CPC1 Ha Noi
Cum cong nghiép Ha Binh Phuong, xa Van Binh, huyén Thudng Tin, thanh phd Ha Noi

T2-19-080126-T02380-C00783

KT 95 x 235 mm, TP theo CV




