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Hd Noi, nedy ) 3 thdng * ndm20l8

- Sd Y t6 c6c tinh, thanh ph6 truc thuQc trung uong;
- C6c bQnh vi6n, viQn c6 giudng bQnh tr.uc thuQc B0 Y t6;
- C6c c6ng ty deng kf, sin xu6t thu6c ltru hdnh tai Viet Nam.

tdng

E6 thiing nn6t v6 ctri dinh, li6u ding vi c6ch dtrng thu6c chira cefmetazol
duong ti6m tinh mach, ti6m truydn tinh mach, cdn cri k6t luQn cia HQi d6ng Tu
u6n c6p gi6y d6ng kj luu hdnh thu5c, nguy€n li6u ldm thu6c - BO Y t6; nhim d6m
bio mqc ti6u sri dgng thu6c hqp lf, an todn vd hiQu qui, Cqc Qudn ly Duoc thOng
b6o nhu sau:

I. D5i vfi SO Y t6 c6c tinh, thnnh ph5 trqc thuQc trung uong vi cic
BQnh viQn, ViQn c6 giudng bQnh trgc thuQc BQ Y t5:

1. Th6ng b6o cho c6c co s0 kh6m chfta bQnh, c6c don vi kinh doanh dugc
phAm tr6n dla bdn th6ng tin vA vigc cip nhgt th6ng tin hu6ng d6n sir dsng AOi vOi
thudc chria cefrnetazol dulng ti€m tinh mach, ti6m truydn tinh m4ch; d6ng thoi
tang cuong thuc hlen vl9c theo dol tac dung khong mong mu6n cua thuOc trong
qu6 trinh sri dgng vd ltru hdnh; gui b6o c6o ADR (n6u c6) vA Trung t6m Qu6c gia

d6i dung kh6ng muon cia thu6ccudng thuc hi6n viQc theo

ve th6ng tin thu6c vd theo d6i phin img c6 hai cta thutSc (13-15 L€ Thdnh T6ng,

Hd Ni.i) ho{c Trung t6m khu vuc vd th6ng tin thu6c vir theo d6i phdn img c6 h4i
cria thu6c TP. HO Chi Minh (2018 Nguy6n Chi Thanh, Quan 5, TP. HO Chi
Minh).

2. Theo d6i, girirn s6t ciic don vi s6n xuAt, kinh doanh thu6c chria
cefmetazol duong ti6m tinh mpch, ti€m truydn tinh mach, dqc biQt lir c6c doanh
nghi€p cung rmg th6u cho bQnh viqn d6 sau 06 thrlng k6 tt ngdy ky c6ng vdn ndy,
viQc k€ don, sri dqng thu6c phdi tuAn thir hoan todn theo chi dinh, li6u dirng vd
c6ch dirng dd cQp nhat theo c6ng vin ndy.

II. D6i vrfi c6c co s& tling lcf luu hinh thuiic t4i ViQt Nam:

1. Diii v6i cdc thudc chfta cefmetazol ttrdng fiAm finh mqch, fiAm fiuyin
tinh mgch ttd ituqc cdp phip luu hdnh tAn th! trudng

i.1. Trong vdng 06 thring k€ ttr ngdy ky c6ng vdn ndy, y€u cAu co sd ding
kf thu6c thr;c hiQn viQc cgp nhat, bi5 sung th6ng tin trong mpc Chi rllnh, Liiu



ding vd cdch dilng tr6n nhdn, td hu6ng din sir dung thu6c c6c n6i dung theo Php
luc dinh kdm c6ng vdn nhy.

1.2. Hinh thric cap nhdt: Crv sd ding k1f thu6c thuc hi6n viQc tq cap nhpt
theo quy dinh Khoin 4 Di6u 9 Thdng tu sO 4412014/TT-BYT ngdy 25llll2}t4 crta
89 Y ti5 quy dinh viQc ding ky thu6c.

2. DOi vdi ctic hi so itdng k!, thuilc chrbu cefmetazol itwdng tiim tlnh
mgch, tihm truyin tlnh mgch ilang chd xdt duyQt tgi c1,tc eudn ly Dwqc:

Cqc QuAn ly Duqc chi xem x6t c6p gi6y ding ky luu hdnh thu5c sau khi co
so ddng ky thu6c n6p tdi liQu c6p nhQt, b6 sung nQi dung mpc Chi dinh, Li6u dirng
vd c6ch dirng theo Phu luc dinh kdm c6ng vdn ndry vdo c6c phAn c6 1i6n quan cria
h6 so vd duoc thAm dfnh dAt y6u cAu.

cuc Quin ly Duoc th6ng b6o dc c6c dcm vi bit5t vd thuc hiOn ./.
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- Vi6n, BV c6 giuong bqnh tryc thu6c BYT;
- BHXH Vi6t Nam;
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C6c nQi dung thay a6V U6 sung tISi vfi thu6c chria cefmetazol dulng ti6m

tinh m1ch, ti6m truYdn tinh m4ch

(Dinh kdm theo c6ng vdn s ii :,13W /QLD-D K ngdy,'|3 /7 /2 0 I 8 cia Ctc Qudn ry Duqc)

[Di5i vdi th cit cilcthu6c chria cefrnetazol du]ng ti€m tinh mach, ti6m truy€n tinh

m4ch, t16ng tin tr6n nhin thu6c vi td hudng d5n sri dqng y6u ciu thay AOi n6i

dung c6c m*c Chi dinh, LiAu dung vd c6ch dr)ng theo dirng c6c th6ng tin dugc

cung c6p dudi d6yl

';:*.'.":S:dusc chi dinh cho c6c nhi6m khuAn do c6c vi khuAn cdn nh4v cim v6i

thu5c nhu: NhiSm tnuan tnri ph6t cria vi6m bang quang, vi6m than, bC thfn, vi6m

phric m4c, vi6m tui mdt, vi€m dudng mQt, vi6m tuy5n Bartholin vd phdn phu,

nhi6m khuin tt cung, vi6m k6t m4c, vi6m m6 quanh xuong him, vi6m xuong

hem.

2. Liiu ding vd ctich ding:
2.1. Liiu ttilng:

OOi vOinguoi l6n, ti6m t1rh m4ch ho[c truyAn nh6 giqt thh mach li6u 1 d6n

2 g m5i ngiy, chia ldm hai lAn.

Vdi tre nh6, Ii€u th6ng thudng hang ngdy 25-100 mB/kB, ti6m tinh m4ch

hoac ti6m truy6n nh6 gigt tinh m4ch, chia lnm 2 diin 4 16n.

Tuy nhi6n, tiy thuQc vio tinh fi4ng nhiSm ktuan dai dlng hoAc n[ng, ting

l6n 49 cho nguoi 16n, 150 mg /kg d tr6 em m5i ngiy, chia lnm 2 d6n a lan.

2.2. Ctich dilng:
Hda tan vdo l0ml nu6c cAt hof,c dung dich Natri clorid 0,9% ho4c dung

dich glucose ding truong, ti6m tinh m4ch chdm.

Ngoii ra, thu6c ndy ctng c6 *16 dugc dung truydn nh6 giqt tinh mach. M5i

I g khi cho truy6n nh6 gigt tinh mach n6n dugc hda tan tir tu trong dung dich Natri

clorid 0,9% khi sri dqng. Truy6n nh6 gigt tinh m4ch bit UuOc phii pha thu6c trong

dung dlch ding trucrng./.


