UBND TINH PIEN BIEN CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE Pjc lap - Tu do - Hanh phic

86:.4 L¥8 /SYT-NVD Dién Bién, ngay A/ thdng 12 ndm 2017
V/v thudc gia Voltaren 75mg/3ml

Kinh giri:
- Céc don vj truc thude S&' Y té;
- Phong Y té c4c huyén, thi x4, thanh phd;
- Céc doanh nghiép kinh doanh thubc.

Thyc hi¢n Cong véin s 20510/QLD-CL ngay 06/12/2017 ciia Cuc Quén ly Dugc B
Y té vé viéc thudc gia Voltaren 75mg/3ml 16 711009, HD: 09.2019, S¢ Y té thong béo va
hudng dan cac don vi thuc hién mot s6 noi dung sau:

1. Chi tiét c4c vin ban trén dugc ding tai trén cong thong tin dién tir cia S& Y € tai
dia chi http://soytedienbien.gov.vn @ nghi cic don vj tai cac viin ban trén dé trién khai, phd
bién, thyc hién tai cac don vi.

2. S& Y t& yéu clu cac don vi, co s& khoéng duge budn ban, kinh doanh thube gia
khin truong kiém tra, ra soét thudc tai don vi dang cung tmg, sir dung, kinh doanh. Trudng
hop tai don vi c6 thudc gia phai thu hdi thi thuc hién theo quy c¢hé quan 1y chét hrong thudc.
Biao cdo thu hdi thubc phai thuc hién theo quy dinh.

3. Céc don vj trong nganh y t& chju trach nhiém thong bdo thubc %ié. phai thu hdi t6i
cac Khoa, Phong, Phong kham da khoa khu vuc, Tram y t€; Phong Y t€ chiu trach nhiém
thdng béo dén cac co sé hanh nghé y, dugc tu nhén trén dia ban quan ly; céc cong ty duge
chiu trach nhiém théng béo téi cac nha thudc, qu@iy thudc, dai ly truc thude.

Phong Nghiép vu dugc phéi hgp v6i Thanh tra S& va Trung tdm kiém nghiém thuéc -
m§ pham - thyc pham kiém tra viéc thyc hién thu hdi thude gia tai cac don vi trén dja ban
tinh. Phong Y té ¢6 trach nhiém kiém tra, gidm sat thu hoi thudc gia trén dia ban quan ly.
Xir Iy va kién nghi xir Iy cac trudng hop vi pham theo quy dinh hién hanh./.

Noi nhiin: KT. GIAM POC
e PHO GIAM POC
- Lanh dao S&' Y té; P

- Thanh tra S& Y t&; NVY;

- TTKN thubc-MP-TP ;

- BCH B§ d6i bién phong tinh;

- BCH quén sir tinh;

- PA83 - Cong an tinh;

- Bénh vién 7/5;

- PKPK Thanh Hai, Céc nha thubc;
- Website S& Y té;

- Luu VT, NVD.
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S4. 7 S /QLD CL Ha Noingayef thdngs ) ndm 2017

v thuoe gia Voltaren 75mg/3ml
16 711009, 11D: 09.2019

S & — Kinh gui: S0 Y té tinh, thanh phé truc thuoe | rung uong
CONG Vf :
Ngiy 1] Oy |
Npay. ) / [Z/ ()
,_,y i Cik Quan | v Duge nhan duge Van thu s6 051-10-24/17 dé ngay 24/10/20G17

cua Vian phong dai dién Cong ty Novartis Pharma Services AG tai Tp. HCM ke

theo ket qua diéu tra phin tich hoa hoc. dac diém nhan biét vé thude gla mang tén
Voltaren 75mg/3ml, SDK: VN-20041-16. 56 16 711009, 11D. 09.2019. Mau thudc
do Phong, canh sit diéu (ra 161 pham kinh (&, chire vu (PC 46) Céng an thanh pho

Ho Chi Minh bat gitr va yéu cau xace minh.

De dam bao an toan cho ngudi sur dung, Cuc Quan ly Dugc dé nghi So Y ¢
tinh, thanh phé trie thude Trung wong, Y té cac nganh:;

l. Théng bao cho céc co s¢ kinh doanh, sir dung hu{)c khong duge buon

6
ban, str dung thuoe Voltaren 75mg/3ml, SPK: VN-20041-16, s6 16 711009,
09.2019, trén nhan ghi mao danh nha san xuat Novartis Farmacécutica S.A :j'i';"i;\-
Ban Nha) ¢6 mot sé dic diem khac voi mau thude Voltaren 75mg/3ml that do
Cong ty Novartis Pharma Services AG dang ky (chu so hitu san pham), Céng t,

Lek Pharmaceuticals d.d Slovenia san xuat nhu sau:

:3']§‘i":\" ! 3 " \ A i &
lop thude | Dang trinh bay hop 10 ong
mat sau ¥ : 5 a

R khong luu hanh o Viét Nan.

, s i Nha san xudat: Cong ty [ ok

Pharmaceuticals d.d

Slovenia

' Nha san xuat: Novartis

I ammmu tica S. ’\{ d\ Ban Nha)
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2. Phoi hop véi cac co quan truyen thong théng tin toi cac co so budn bin,
su dung thudc va nguoi dan biét dé khong budn ban, su dung thuoc Voltaren

75mg/3ml gia co cac dau hiéu nhan biét néu trén;

3. To6 chuc tiép nhan thdng tin bdo cdo cua cac co so san xuat, kinh doanh,

nguot sir dung; phdi hop voi cde co quan chiic nang kiém tra xac minh, truy tim
nguon gde xuat xur cua thuoc gia néu trén; xur ly cdce t6 chie. ¢a nhin vi pham theo
quy dinh hién hanh. Bdo cdo két qua vé Cuc Quan Iy Duoc va co quan lién

(L.

Cuc Quan ly Duogc thong bao dé cac don vi biét va thuc hién./.

Noi nhign:
- Nhur trén:

- Thu truvomg Truoang Qude Cuong |
- VKN thude TW, VKN thuée Tp.
Cue Quin Y RO qude phong:
Cuc Y te B Cong an; N -

- Cuc Y te Giao théng vén tai - Bo GTVT: ~“K“§W

- Website Cuc QLD; cae phong: Thanh tra Duoc MP.
QLKD duoe - Cuc QLD:

- Luus VT CL (XH).

KT. CUC TRUONG
PHO CUC TRUONG

¢ hic):
G Chi Minh:

- "ﬁ?fiin@n Tat Pat



