UBND TINH PONG NAI CONG HOA XA HOI CHU NGHIA VIET NAM
SOYTE Poc lap — Tw do — Hanh phic

Sé:  S080 /SYT-NVD Déng Nai, ngay 1§ thing (2 ndm 2017

V/v thubc gia Voltaren
75mg/3ml 16 711009, HD:
09.2019

- Giam doc cac don vi truc thudc S Y té;

- Giam doc cac bén}} vién tu nhan trén dia ban;

- Truéng Phong Y t€ cac huyén, TX.Long Khanh,
TP. Bién Hoa; )

- Céc co s6 ban budn thudc trén dia ban tinh.

Can ctr cdng vin sb 20510/QLD-CL ngay 06/12/2017 ctia Cuc Quan ly
Dugc - Bo Y té vé viéc thudc gia Voltaren 75mg/3ml 16 711009, HD: 09.2019,
Giam dbc S& Y t& Dong Nai thong bao:

1. Hién nay, trén thi trudng dang luu hanh thubc gia mang tén Voltaren
75mg/3ml sb 16 711009, SPK : VN-20041-16, HD: 09.2019. Trén nhan ghi mao
danh danh nha san xuit Novartis Farmaceutica S.A (Tdy Ban Nha). Pic diém

khac véi thubc Voltaren 75mg/3ml that theo huéng din cia Céng vin
20510/QLD-CL.

2. Céc co s& ban budn, ban 1é, sir dung thude khong dugc st dung, mua,
béan thudc gia néu trén trong hé théng kinh doanh cta co s6.

3. Trudng Phong Y té céc huyén, thi xd Long Khénh, thanh phé Bién Hoa
c6 trach nhiém giri thong bao cho cic co s& ban 1é, cac co s& sur dung thude tu
nhén trén dia ban quén ly; kiém tra va gidm sat cac don vi thuc hién théng bao
nay; Xt Iy nhitng co s& vi pham theo quy dinh hién hanh.

4. Céc don vi gui bao céo két qua thuc hién vé S& Y té - Phong Nghiép vu
Dugc (ké ca trudng hop khong ¢ hodic khong phat hién dugc thudc gia ndi trén) .

S& Y té thong béo dé cac don vi biét va thuc hién./.

S6 2 - Phan Dinh Phung, phuong Quang Vinh, thanh phé Bién Hoa, tinh Péng Nai
PT: (0613) 942641, Fax: (0613) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn



(Dinh kém céng van s6 20510/QLD-CL ngay 06/12/2017)

Noi nhidn:

- Nhu trén;

- Ban GD (b/c);

- Phong PC15 Cong an Déng Nai;
- Chi Cyc QLTT Dong Nai;

- Bénh vién Cty CS Pdng Nai;

- TTKN, Thanh tra S&, P. QLHN;

- Trung tdm TT-GDSK;
- Website S Y t€ Dong Nai;
-Luu: VT, NVD

Phan Huy Anh Vi

$6 2 - Phan Pinh Phing, phuong Quang Vinh, thanh phé Bién Hoa, tinh Péng Nai
DT: (0613) 942641, Fax: (0613) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn
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BQ Y TE " CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Dgc 1ap - Ty do - Hanh phiic
S6.4654¢ /QLD CL Ha Noi, ngdyet thdngy j o ndm 2017

V/v thude gia Voltaren 75mg/3ml
16 711009, 1ID: 09.2019

Kinh giri:  S&Y té tinh. thanh phé truc thude I rung wong

Cuc Quan Iy Duoc nhan duoc Vin thu s§ 051-10-24/17 dé ngay 24/10/2017
cua Van phong dai dién Cong ty Novartis Pharma Services AG tai Tp. HCM kém
theo két qliz"l didu tra phén tich hda hoc, diic diém nhén biét vé thude g1a mang tén
Voltaren 75mg/3ml, SDK: VN-20041-16, s6 16 711009, I1D: 09.2019. Mau thudc
do Phoug canh sal didu (ra (6i pham kinh té, chtic vu (PC 46) Céng an thanh phd
H6 Chi Minh bt giff va yéu ciu xdc minh.

Dé dam béo an toan cho ngudi sir dung, Cuc Quan ly Dugc dé nghi S6 Y té
tinh, thanh phf) true thude Trung wong, Y té cac nganh:

1. Théng béo cho céic co s& kinh doanh, str dung thudc khoéng dugc budn
ban, sir dung thudc Voltaren 75mg/3ml, SPK: VN-20041-16, s6 16 711009, HD:
09.2019, trén nhan ghi mao danh nha san xuét Novartis Farmacécutica S.A (Tay
Ban Nha) cb6 mot sb dac diém khéc v6i miu thubc Voltaren 75mg/3ml thét do
Cong ty Novartis Pharma Services AG déng ky (chi so hitu san phdm), Céng ty
Lek Pharmaceuticals d.d Slovenia san xuét nhu sau:

THUOC GIA THUOC THAT

Hop thube

Dang trinh bay hép 10 bng
mat sau

khéng Iuu hanh & Viét Nam.

Nha san xudt- Cong ty [ ek
Pharmaceuticals d.d
Slovenia

Nha san xuat: Novartis

Farmacécutica S.A (T4y Ban Nha)
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Ong thubc

Ong thudc gia c6 3 vong mau trén cb Ong thubc thit ¢ 1 vong
dng, theo thir tur tir trén xubng nhu | mau xanh [4 trén c Ong.
sau:

e | vong mau xanh [a

e 1 vong maudo

e 1 vong mau xanh la

2. Phéi hop véi cée co quan truyén théng thong tin t6i cac co s6 budn ban,
st dung thubc va ngudi dén biét ¢é khéng budn ban, st dung thude Voltaren
75mg/3ml gid ¢6 céc dAu hiéu nhan biét néu trén;

3. T4 chiic tiép nhén thong tin bao cédo cia cac co so san xudt, kinh doanh,
ngudi sir dung; phéi hop véi cac co quan chite ning kiém tra xac minh, truy tim
ngudn gbc xudt xir clia thubc gianéu trén; xir 1y céc td chirc, c4 nhén vi pham theo
quy dinh hién hanh. Bdo céo két qua vé Cuc Quan ly Dugc va co quan lién quan.

Cuc Quan 1y Dugc théng bio dé cac don vi biét va thuc hién./.

Noi nhgn: KT. CUC TRUONG
- Nhu trén; ) PHC i ,u,N

- Thir trieong Truong Qude Cudng (dé ble),; PH@ CU C TRUONG
- VKN thude TW, VKN thude Tp. H Chi Minh; Fu o

Cue Quin Y RG qude phong;
CucYté BS Cong an;
- Cuc Y té Giao thdng van tai - B6 GTVT;
- Website Cuc QLD; cc phong: Thanh tra Duoc MP,
QLKD duge - Cyc QLD;
- Luu: VT, CL (XH).
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