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UBND TINH DONG NAI CONG HOA XA HOI CHU NGHIA VIET NAM

SOY TE Doc lap — Tw do — Hanh phic
Sé: 3560 /SYT-NV Dong Nai, ngdry (O thing C néam 2022

V/v théng bao thu hoi thube vi
pham muc do 3

Kinh gui:
- Giam dbc cac don vi truc thude S&' Y té;
- Trudng phong Y té céac huyén, TP. Long Khanh, TP. Bién
Hoa;
- Céc co sé ban budn, sir dung thube thudc trén dia ban tinh.
(Sau day goi la céc don vi)

Can clt cong van s6 3447/QLD-CL ngay 04/05/2022 clia B6 Y té vé viéc thu hdi thube
vi pham muc d6 3, Giam déc So Y té Péng Nai thong béo ¥ kién chi dao ciia Cuc Quan
ly Duoc - Bd Y té nhu sau:
1. Thu hdi trén toan tinh 16 thudc trén nhan c6 thong tin:
Thude vién bao duong Neurobion (Pyridoxin HCl (Vitamin B6) 200mg;
Vitamin B1 ( Thiamin mononitrat) 100mg; Vitamin B12 ( Cyanocobalamin) 200mg)
SDK : VN-20021-16, so 16: D0083217, NSX: 14.11.20, HD: 13.11.23 va sd 16
D0006203, NSX: 15.10.20, HD: 14.10.23, vi pham murc 40 3

2. Giao Trudng Phong Y té cac huyén, TP. Long Khanh, TP. Bién Hoa cé trach
nhiém gui théng bao cho cac co & ban 1€, cic co s6 sir dung thudc ngoai cong 1ap trén
dia ban quén ly, to chirc thu héi thude néu trén; kiém tra va giam sat cac don vi thuc
hién théng bao; tong hop bao céo; xir Iy nhiing co s¢ vi pham theo quy dinh hién hanh.

3. D6i vé6i cic co s ban budn, sir dung thude trén dia ban tinh: khéng dugc mua
bén, ton tri, st dung thude noi trén; thuc hién thu hdi thube trong hé thong kinh doanh
cua co so.

4. Céc don vi gii bao cdo két qua thuc hién vé S Y t€ - Phong Nghiép Vu (ké
ca truong hop khong c¢6 hodc khong phét hién dugc cac san pham néi trén).

( Dinh kém Céng van sé: 3447/OLD-CL ngay 04/05/2022 cia Cuc Quan Iy
Duag(/

Noi nhan: KT. GIAM BOC
- Nhu trén;

-BGD SYT (dé biét);

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

- BVDK Cao su Ddng Nai;

- Bv tém than TW2

- TTKN, Thanh tra S¢;

- Trung tdm TT-GDSK;

- Website So' Y té Pong Nai

- Luu: VT, NV, L& Quang Trung

S6 2 - Phan Dinh Phing, phuong Quang Vinh, thanh phé Bién Hoa, tinh Déng Nai
DT: (02513) 942641, Fax: (02513) 847269, Email: svt@dongnai.gov.vn, Website: syt.dongnai.gov.vn
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S ¥ BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Dgc lap - Tu do - Hanh phiic
S6:3447 /QLD-CL Ha Néi, ngay 04 thdang 05 ndm 2022

V/v thong bao thu hoi thude vi
pham muc d6 3

Kinh guai: ,
- SO Y t€ céc tinh, thanh phd truc thudc Trung wong;
- Chi nhanh c6ng ty TNHH Zuellig Pharma Viét Nam (L5 5,

dudng s6 2, Khu Chi nhanh Tén Tao, Q. Binh Tan, Tp. H6
Chi Minh).

Can clr vao céc quy dinh vé quan 1y dugc hién hanh cua Viét Nam.

Can cu Conc van s6 575/VKNT-KHTH ngay 30/11/2021 gui kém phleu
kiém nghiém s6 0342/VKN-KT2021 ngay 30/11/2021 cua Vién klem nghiém thude
Tp. H6 Chi Minh, Cuc Quan ly Dugc da ban hanh Céng van s6 15039/QLD-CL
ngdy 22/12/2021 vé viéc xit 1y 16 thudc Vién bao duong Neurobion (Pyridoxin HCI
(vitamin B6) 200mg; Vitamin Bl (Thiamin mononitrat) 100mg; Vitamin B12
(Cyanocobalamin) 200mcg), SPK: VN-20021-16, Sé 16: D0083217, NSX:
14.11.20, HD: 13.11.23 va S6 16: D0006203, NSX: 15.10. 20, HD: 14.10.23 do
Coéng ty PT. Merck Tbk (Indonesm) san xuat, Chi nhanh cong ty TNHH Zuelhg
Pharma Viét Nam nhap khau. Mau thudc khéong dat tiéu chudn chét lucmg vé chi
tiéu Do dong déu khoi luong. Theo do, Cuc Quan v Dugc di yéu cau Chi nhanh
cong ty TNHH Zuellig Pharma Viét Nam phéi hop VOl co quan kiém tra chat
lugng, co quan kiém nghiém thude Nha nuéc tién hanh lay mau bd sung va gu1
mau da lay téi Vién kiém ngh1em thude Trung uong hodc Vién kiém nghlem thude
Tp. H6 Chi Minh dé kiém tra chat lwong ddi véi chi tiéu Do déng déu khéi luong.

Ngay 22/04/2022, Cuc Quan ly Dugc nhén dugc Cong van s 194/VKNT-
KHTH cua Vién kiém nghiém thudc Tp. H6 Chi Minh gui kém céc phiéu kiém
nghiém s6 0439/VKN-YC2022, 0440/VKN-YC2022 ngay 21/04/2022 bao cdo két
qué 14y mau bé sung ddi véi 16 thude vien bao dudng Neurobion S6 16: D0083217,
NSX: 14.11.20, HD: 13.11.23 va phiéu kiém nghiém s§ 0441/VKN- Y C2022,
0442/VKN-YC2022 ngay 21/04/2022 bio céo két qua ldy miu bd sung d6i voi lo
thuc Vién bao duo*ng Neurobion S6 16: D0006203, NSX: 15 10.20, HD: 14.10.23,
trong d6 c6 miu thudc khong dat tiéu chuén chat lwgng vé chi tiéu Do dong déu
khéi luong.

Nhu vay cac 16 thude Vién bao duong Neurobion (Pyridoxin HCI (vitamin
B6) 200mg; Vitamin Bl (Thiamin mononitrat) 100mg; Vitamin BI12
(Cyanocobalamin) 200mcg), SPK: VN-20021-16, S6 16: D0083217, NSX:
14.11.20, HD: 13.11.23 va S6 16: D0006203, NSX: 15.10.20, HD: 14.10.23 néu
trén dugc xac dinh 1a vi pham murc do 3.



BM.CL.10.05/03

Cuc Quén ly Dugc théng bao:
I. Thu hoi toan quéc Vién bao duong Neurobion (Pyridoxin HCI (vitamin
B6) 200mg: Vitamin Bl (Thiamin mononitrat) 100mg; Vitamin B12
(Cyanocobalamin) 200mcg), SBPK: VN-20021-16, Sé I6: D0083217, NSX:
14.11.20, HD: 13.11.23 va S§ 16: D0006203, NSX: 15.10.20, HD: 14.10.23 do

Cong ty PT. Merck Tbk (Indonesm) san xuat, Chi nhénh cong ty TNHH Zuellig
Pharma Viét Nam nhap khau.

2 Chi nhanh céng ty TNHH Zuellig Pharma Viét Nam phéi hop véi nha
cung cap va phan phéi thudc, phai:

+ Trong thoi han 02 ngay ké tir ngay ky Céng van nay, gui thong bao thu hdi
to1 cac co so ban budn, bén 1é, sit dung Vién bao duong Neurobion (Pyridoxin HCI
(vitamin B6) 200mg; Vitamin B1 (Thiamin mononitrat) 100mg; Vitamin B12
(Cyanocobalamin) 200mcg), SPK: VN-20021-16, S§ 16: D0083217, NSX:
14.11.20, HD: 13.11.23 va Sé 16: D0006203, NSX: 15.10. 20, HD: 14.10.23 do
Cong ty PT. Merck Tbk (Indonema) sén xuat, Chi nhanh cong ty TNHH Zuellig
Pharma Viét Nam nhap khéu va tién hanh thu hdi toan b6 16 thude khéng dat tidu
chudn chat lugng néu trén.

+ Gui bdo céo thu hdi vé Cuc Quan ly Dugc trong vong 33 ngay ké tur noay
ky Céng vian nay, hd so thu hdi bao gom sb lugng nhap khau, ngay nhap khau, sb
lwong thu héi, cac bang ching vé viée thuc hién thu hdi tal cac co s¢ ban budn, ban
1é, st dung da mua thudc theo quy dinh tai Théng tuw s6 11/2018/TT-BYT ngay
04/05/2018 cia Bo Y té quy dinh vé chat luong thude, nguyén liéu lam thudc.

3.S6 Y té cac tinh thanh phé truc thudce Trung uong, Y té cac nganh thong
bao cho cac co sO kinh doanh su dung thube thu hdi 16 thude khéng dat chatluong
néu trén, cong bé théng tin vé quyét dinh thu hdi thudc trén Trang thong tin dién tir
ctia SO, kiém tra va giam sat cac don vi thuc hlen thong bao nay; xu Iy nhitng don
vi vi pham theo quy dinh hién hanh; béo cédo vé Cuc Quan ly Dugc va céac co quan
chuc nang co lién quan.

4.80'Y t€ Tp. H6 Chi Minh kiém tra tra va gidm sat Chi nhanh cong ty
TNHH Zuellig Pharma Viét Nam thuc hién viéc thu hdi va xit 1y thude bi thu hoi
theo quy dinh.

Cuc Quén ly Dugc théng béo dé cac don vi biét va thuc hién ./.

Noi nhg?fl: KT. CUC TRU()NG
- Nhu trén; PHO CUC TRUONG

- Cuc truéng Vil Tudn Cuong (dé b/c);

- VKN thuée TU. VKN thudc Tp. HCM;

- Cuc Quan Y — B4 qubc phong ;

- Cuc Yt -Bb Cong an;

- Cuc Y t¢ GTVT = B3 GTVT;

- Cac phong DPKT, QLKDD, Phap ché-Thanh tra,

Website — Cuc QLD:; e :
- Luu: Van thu, CL (PT). ia Manh Hung
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