
UBND TINH ruyrN euAlrc
SOYTE

ceNG HoA xA ugI cHU Ncnll vIET NAM
DQc tfp - Tg do - H4nh phric

so, ,,l43ltsYT-NVYD
V/v rniu Vohar6n 75 rry gq

Tuy€n Quang, nsdy 50 thdng 5 ndm 2022

Kinh gui:
- Phong Y t6 c6c huyQn, thnnh ph6;
- Cdc COrg ty kinh doanh Dugc ph6m.

Thqc hiQn Vin bin sO 426LIQLD-CL ngiy 251512022 cua Cuc Quan ly

Dugc vd viQc m6u Voltaren 75 mg gra.

. Theo d6, ngiy 171512022. CUc qu6n ly Duqc trep t.uc nhAn dugc Vdn bin
so PHARQA 7667-05-13122 tl0 ngdy 131512022 cua COng ty TNHH Novartis
ViQt Nam b6o c6o vO viQc ph6t hiQn_m6u sin phu- la thu6c.ga, v6i th6ng tin
nhdn gi6ng v6i th6ng tin ghi tr6n m6u sin ph6m dd c6ng b6 tai C6ng vdn s6

134817QLb-Cf ngAy O}llll2}2l vC viQc ph6t hiQn m6u san phAm nghi ngo gi6.

Oii aam b6o an toin cho ngudi su dpng vd xri $ ngtu6m c6c ffuong hqp vi
pham theo quy dinh cuaph6p tupt, Sff Y tti yOu ciu:

l. Phong Y t6 cfuchuyQn, thdnh ph6:

1.1. Th6ng,b6o cho c6c co so kinh doanh, !g du"g ttruOc tr6n dia bdn

quin lj, vO tlac di€m, ddu hiQu phdn biQt gita sin phdm gii vd thu6c do Cong

ty TNHH Novartis ViQt Nam nhap khAu nhu sau:

- T6n thu6c: Votar6n 75mg soluci6n inyectable. 56 16: 81111, Ngdy

h6t h4n: 12.2023.

- Nhe Sin xu6t in tr6n bao: bi: Novartits Famac6cutica, S.A. Gran Via
de les Corrta Catalenes, 764 08013 Barcelona

- Ng6n ngir trinh bdy tren vo hQp vd 6ng ti6m chi co ti6ng Tdy ban Nha,

kh6ng .o ih6rrg tin til5ng Viet in hoflc d6n tr6n bao bi.

- Kich thudc hQp: ngang 12,0 cm x dgc 10,5 crn, khong c6 SO dang hj'
luu hdnh, co md v4ch.

1.2. Ph6i trqp yfi c6c co quan truyOn lhOng th6ng tin tdi c6c co so kinh

doanh, su dgng thu6c vd nguoi ddn bi6t <tO kh6ng bu6n b6n, su dgng s6n

phAm Votaren 75mg solucion inyectable co d6u hiQu n€u tr6n.

- Titip c4n th6ng tin, b6o c6o cua cbc cosokinh doanh, str dgngthuOc; phgi
hqp voi .o q,r* chric-ning li6n quan ki6m tra, xhc truy tiL 

"gy9l 
g6c *uAt

xrr cua thu6c Votar6n 75mg soluci6n inyectable n6u tr6n. Kip thdi ph6t hie.n,

ngdn"ch{n vigc bu6n ban vi su dpng thudc Voltaren T5mg3rd'g{ *u ly nghiEm

c6c t6 chuc, c6nhdn vi phpmtheo quy dinh.

B,



"2. 
Trung tdm ki6mnghrem thu6c, m! phdm, thlrc phAm: t6ng cudng c6ng

lto,H:l^tra, py Ta,r,.h.* oy*g b6o c,6o truong hcp ph6t hi6n ciic s6n ph6m
thu6c kh6ng dat ti6u chudn chdt luong (n6u c6) vO Sd y tC.

3. B6o c6o k6t qui ki6m tra, xri lj, vi pham vd ngu6n g6c 16 thu6c gid n6u
tr€n (ntiu c6)vA Phong NghiQp vu Y Dugc, SO V tti.

sd Y tti th6ng b6o i16 c6c dcrn vi bi6t vd tri6n khai thuc hrEn./.

(Gtri kdm vdn b dn sti I z o t tgtn-cL ngdy 2 5 /5 /2 02 2 cia cttrc euan ly Du,qc )

Noi nh$n:
- Nhutr6n (tI6 thUc hien);
- Lanh tlao So Y tti.lchi Oao;;
- Thanh tra So Y t6; I pr,Oi troo
- TTKN thu6c, MP, TP;
- C6ng TT di€n tu SYT 1dO dang;;
- Luu: VT,NVYD.rien
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