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Kinh gti:
- Sd Y t6 c6c tinh, thdnh phii tryc thuQc trung uong;
- C5c benh vign, viQn c6 giudng b.Qnh trgc thuQc BQ Y t6;

- Cic co sd d6ng kj luu hdnh thu6c tpi Vigt Nam.

Ngity 0711212016, Co quin Qu6n ly Duqc phAm vi Sin phAm y t6 Anh

(MHRA) di ph€ duydt viQc cfp nhqt th6ng tin vd tuong t6c cria c6c thu6c chria

levonorgestrel d6 tr6nh thai khAn cdp v6i c6c chAt gAy cdm img enzym CYP3A4

nhu: d6n ch6t barbiturat, phenytoin, carbamazepin, St. John's Won, rifampicin,

ritonavir, rifabutin vd griseofulvin vdo td huong ddn sri dung. Khi su dung d6ng

thdi levonorgestrel vdi c6c thu6c cim img enzym CYP3A4, n6ng d6

levonorgestrel trong huy6t tuong c6 thi5 gidm khoing 50%. Vi v6y, tuong t6c ndy

c6 th6 ldm giim hiQu qu6 crla thu6c tr6nh thai vd g6y mang thai ngodi f mu6n.

D6ng thoi, viQc phoi nhi6m vdi mQt sr5 thu6c cdm (mg enzym trong qu6

mang thai ldm t6ng nguy co di tat thai nhi. Do d6, c6c phq nil cAn dirng biQn p

trrinh thai khin c5p khi dd dtrng thu6c cim [rng enzym trong vdng 4 tuAn trudc
n6n c6n nhic sti dung liQu ph6p tnlnh thai kh6ng chfa hormon (vi du dat vong

tr6nh thai trong tu cung) ho4c u6ng li6u g6p d6i levonorgestrel tir 1500 microgam

.6

l6n 3000 microgam trong vong 72 gid sau khi giao hqp kh6ng an toirn.

Tirip theo Cdng vin sti +O+OlqlO-TT ngdy 30l3l2oll cria Cpc Qudn lj: .^ :. 'Dugc vE vi6c cung cdp c6c th6ng tin li6n quan d6n tinh an toirn cria thu6c tr5nh
thai khAn c6p chfa levonorgestrel vir cdn cri vdo k6t luAn cria HOi d6ng Tu v6n
c6p gi6y tting ky luu hdnh thu6c, nguyOn li€u ldm thu6c - BQ Y tri, d6 dam bao
muc ti€u s& dgng thu6c hqp l1l, an toin vd hi6u qu6, Cr,rc Quin ly Duoc y€u ciu:

I. SO Y t5 c6c tinh, thinh ph5 trgc thuQc trung uong vh c6c BQnh viQn,
Vi6n c6 giudng bQnh trgc thu6c 86 Y t6:

Tirip tuc th6ng b6o cho c6c co so kh6m chta b6nh, c6c don vi kinh doanh
duoc phAm tr€n dia brin c6c th6ng tin li6n quan d6n khuy€n cdo c[ra MHRA de
n6u tai cong van s6 +o+o/qLD-TT ngity 30l3lz0l7 cira Cuc eu6n lf Duoc vd n6i
dung hu6ng din theo Phu tuc c6ng vdn ndy; d6ng thdi t6ng cuong thuc hiQn viec
theo d6i t6c dung kh6ng mong mu5n c0a thu6c trong qu6 trinh sir dung vd luu
hanh; gtii b6o crio ADP. (n€u cril v6 Trung tam quiic gia v6 thOng tin thu6c vd



theo d6i phin img c6 h4i cria thu6c Q3-15 L€ Thdnh T6ng, Hd Naiy' ho[c Trung
tdm khu vuc vA th6ng tin thu6c vi theo d6i phin img c6 h4i cria thu5c Tp. H6 chl
Minh (201B Nguy6n Chi Thanh, QuAn 5, TP. H6 Chi Minh).

II. Cric co s& tling kj'tuu hinh thuSc t4i ViQt Nam:
t. O6i vdi c6c thu5c chf,a levonorgestrel tI6 tluqc c6p ph6p luu hinh

tr6n thi trudng:
1.1. Trong vdng 03 th6ng k6 ti ngdy ky c6ng vdn niry, y6u ciu co so tling

kf thu6c thuc hi€n vi€c cfp nhdt, b6 sung th6ng tin trong myc liiu ditng vd ctich
ding, tu'ong ttic thudc trdn nhdn, td hu6ng dAn sri dgng thu6c c6c n6i dung theo
Phq luc dinh kdm c6ng vdn niry.

1.2. Hinh thuc cgp nhdt: Co sd ding ky thui5c thuc hi6n vi6c tu cfp nhQt
theo quy dinh Kho6n 4 DiAu 9 Th6ng fi s6 44t2ot4lTT-Byr ngiry 25fi120t4
cria B6 Y t6 quy dinh vi€c ddng kj thu6c.

2. O5i voi c6c h6 so dnng kf thuSc chrira levonorgestrel tlang chd x6t
duy6t t4i Cqc Quin l1f Duoc:

Cr,.rc Qudn lj' Duoc chi xem x6t trinh HQi d6ng Tu v6n cilp gidy dnng ky
luu hdnh thu6c, nguy6n liQu ldm thu6c - BO Y ti5 sau khi co s6 ddng kf thu6c nQp
tdi li€u c4p nh4t, b6 sung n6i dung muc li6u dirng vd c6ch dirng, tuong tric thuric
theo Phu lpc dinh kdm c6ng vdn ndy vdo c6c phAn c6 li6n quan cira h6 so vd duoc
thAm dinh d4t y6u cAu.

Cgc Quin lj Duoc th6ng brlo d6 cric don vi birit vd thqc hiQn ./.
Noi nhgn:

- Nhu tren;
- BT. NguyEn Thi Kim Tidn (dii b/c)r
- TT. Truong Qu6c Cuong (di! b/c)l
- Cric Ph6 Cuc trudng Cuc QLD;
- Cuc QLKCB, Thanh tra BYT (de ph6i hqp);
- T6ng Cuc Hdi quan - 86 TC;
- Cuc Qudn Y - BQP; Cuc Y t6 - BCA; Cuc Y t6
Giao Th6ng vin tAi - 86 GTVT;
- BHXH ViQt Nam;
- T6ng c6ng ty Dugc ViCt Nam - C6ng ty c6 phAn;
- Trung tdm DI & ADR Qu6c gia;
- BQ m6n Duoc lf - Trudng DH Y Hn NQi;
- C6c chuy6n gia thim dinh hd so dnng kj thu6c;
- Phdng QLKDD, Phdng QLT'IQC (tlii thqc hiQn);
- Website Cuc QLD; TC Dugc&MP;
- Luu VT, DKT (LA).
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C6c nQi dung thay a5V Ua sung d5i vfi thuSc chfa levonorgestrel
(Dinh kdm theo c6ng vdn sq{gltgtO-OX ngbfilll1gtffia Cuc eudn lit Duqc)

[D6i v6i tdt ce cac thu6c chria levonorgestrel c6 chi ttinh tr6nh thai khAn c6p,
th6ng tin tr6n nh6n thu6c vd td hu6ng din sri dung hi6n c6 phAi dugc sria aOi 6O
sung ho6c chinh sria) dii phin rinh c6c th6ng tin dugc cung c6p du6i d6yl
t...1

Liiu ding vd cdch ding
t..l
Phu nir khi dE ding thu6c cim [mg enzym trong vdng 4 tuin truoc d6 cAn sri
dqng bi6n ph6p trrinh thai khAn c6p li bi6n ph6p tr6nh thai kh6ng chira hormon,
vi du dqt vdng tr6nh thai trong tu cung. OOi vOi phu nt kh6ng th€ hodc kh6ng sin
sdng tlqt vdng tninh thai trong tu cung c6 th,i u6ng li6u g6p d6i levonorgestrel
(nghia ld 3000 microgam trong vi:ng 72 gid sau khi giao hqp kh6ng an todn)
(xem phdn Tuong t6c thu6c).

Tuong tdc thudc

t. .l

^ ,.chuycn h6a cira levonorgestrel tdng l6n khi sri dung d6ng thdi levonorgestrei-ygj

levonorgestrel trong huy6t tuong khoing 50%.
cric thutic.kh6c nghi ngd c6 khd ning ldm gi6m n6ng d6 revonorgestrel tuong tu
trong huy5t tuong g6m_c6c dan ch6t barbiturat (bao g6m c6 primidln), phenytoin,
carbamazepin, c6c thu5c c6 nguon g5c dugc liQu c6 Hypericum perforatum (st.
John's wort), rifampicin, ritonavir, rifabutin vd griseofulvin. php nft khi d6 dirng
thu6c c6m img enzym trong v6ng 4 tuin tru6c ao, .An su dqng bi6n phrip tr6nh
thai kh6n c6p ld biQn ph6p trdnh thai kh6ng chta hormon (vi du ddt ron! t.arn
thai trong tri cung). ooi voi nhu 1t rrhOng th6 hodc kh6ng sin sdng ddi vong
t*inh thai trong tri cung, c6 thti uilng li6u gdp d6i levonorgestrel (nghia la 3000
microgam trong- vdng 72 gio sau khi giao hqrp kh6ng an toirn). Tuy nhi6n, vi6c
phi5i hqp li6u g6p d6i levonorgestrel vd ct6t cam img enzym chua duoc nghidn
cuu ddy tili.

t. .l
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