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Trin ThU Kim San-Khoa Dilic

Ngay 20/11/2017 diln v théng tin thul ¢ bl nh vil n nhO n céng van s0:18583/QLD-DK vi vilc
clp nhOt théng tin hOOng din sO ding dli véi thul ¢ chl a citicolin dung di 0 ng tiém va cong van
s0: 18584/QLD-BK vO vilc clp nhit théng tin d0Oc ly dli vOi thul c chl a levonorgestrel s ding
trong tranh thai khi'n cp.

NhOm d0m b0 o mOc tiéu sU ding thulc hUp ly, an toan va hifu qul din vO théng tin thulc clp
nhit théng bao sau:

Levonorgestrel =
Table! Smg

1. Cac thul ¢ tranh thai khi n cl p cé chia levonorgestrel - khuyln cao mii dUi vUi vil ¢ s
ding ding thii cac thul ¢ c0m 0ng enzym:

Ngay 07/12/2016, cl quan quin ly DOOc phOm va siin phim y t0 Anh (MHRA) da phé duyt
vilc cp nhOt théng tin vO t00nNng tac cla cac thul ¢ chl a levonorrgestrel dil tranh thai khiin clp
vlicac chit gay cdm 0ng enzym CYP3A4 nhi: din chit barbiturat, phenytoin, carbarmazepin,
cac thulc cé ngudn gic dilc lidu: St. John’s Wort, rifampicin, ritonavir, rifabutin va
griseofunvin. Chuyll n hoa cll a levonorgestrel tang 1én khi s d0ng dilng thii v i cac thul ¢ gay
cOm 0ng enzym gan. Khi sil dilng dll ng thi levonorgestrel véi cac thulc cim 0ng CYP3A4,
ndng dl levonorgestrel trong huyt thanh c6 thO gill m khol ng 50%. Vi vi'y 00 ng tac nay c6 thi
lam gidm hilu quO cOa thul ¢ tranh thai va gay mang thai ngoai y mul n. B0 ng thi, vil ¢ phOi
nhidm vOi mOt sO thulc cOm 0ng enzym trong qua trinh mang thai lam tang nguy c0 dO t0t thai
nhi.

Do dé, cac phU nO cln dung bil n phap tranh thai khi n cl p khi da dung thul c cm 0 ng enzym
trong vong 4 tuln trl0c dé nén can nhic s ding lilu phap tranh thai khéng chila hormon nhi




COp nhit théng tin vO tinh an toan khi s ding mit sU thulc: Thul ¢ chia Citicolin dung d0 0 ng tiém; thul

Vilt bOi Bién tOp vién
ChO nh0t, 26 Thang 11 2017 13:43 -

dit vong tranh thai trong t0 cung. B0i vli ph0 nO khéng thl hol ¢ khéng sln sang dllt vong tranh
thai trong t0 cung c6 thd ulng li0u gdp déi levonorgestrel t0 1500microgam l1én 3000ug trong
vong 72 gill sau khi giao hi p khéng an toan.

2. HiOng diin sU ding dli vii thulc chia citicolin dung di(ng tiém:

B0 thOng nhit vO chD d0nh cling nhi hO0ng din sO ding cla thulc chia citicolin dung di 0 ng
tiém can cl kit lulncOahOiding t0 viinclp gily dang ky I0u hanh . Cac nli dung thay d0i/b0
sung ddi vOi thul ¢ chO a citicolin dung di 0 ng tiém nhi sau:

- Chl dinh:

Giai dolin clp cla chinthilOng sO ndo kém rdilo0n tri giac 0 nglOi l0n.

- L0 u dung va cach dung:

LiDu I00ng trung binh: 500-750 mg trong 24 gil

P00 ng dung: tiém bl p hol ¢ tiém truyl n tin mOch. D00 ng truyl n tinh mOch d00c Du tién sO ding
hin so viidoOng tiém bl p.

Tr00ng hOp tiém tinh mOch, t0c d0 tiém phOi chdm: 3-5 phut tuy thul c li0 u.

Tr00ng hOp truyOn tinh mOch: t0c d0 truydn t0 40-60 gil t/phat.

- Clnh bao va thln ting:
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Trong tri0ng hi'p chly mau nli s xuOt hiln d0t ngdt va dai ding, li0 u khuyd n cao khéng vO Dt
quéa 1000mg mli ngay va cin truy0n vitOc dd truyOn r0t chD m: 30 gilt/phat.

- Tac di ng khéng mong mud n:

P& c6 bao cao vO hiln t00ng kich thich co6 hii phic.
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