UBND TINH DONG NAI CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE Poc ldp — Tw do — Hanh phiic

86: 4916 /SYT-NV Péng Nai, ngayplthing 4 ndm 2019

V/v dinh chi Ivu hanh tpuéc Livetin-
EP khéng dat tiéu chuan chat luong

Kinh gi:
- Céc don vi truc thude SO Y té;
- Phong Y té c4c huyén, Tp. Long Khanh, Tp. Bién Hoa,
- Cac co s& ban budn thubc trén dia ban tinh.
(Sau day goi tit 14 cac don vi)

Thye hién Cong vin s6 19506/QLD-CL ngay 18/11/2019 ciia Cuc Quan ly
Dugc - B6 Y té v& viée dinh chi luu hanh thudc Livetin-EP khéng dat tiéu chudn
chét luong;

Giam ddc S¢ Y té Dong Nai thong bio:

. Thu hdi toan tinh vién nang mém Livetin-EP (Cao Cardusmarianus,
Thiamine nitrate, Pyridoxine HCL, Nicotinamide, Calci pantothenate,
Cyanocobalamin), SPK: VN- 16217-13, s6 1&: 2320193, NSX: 10/01/2019, HD:
09/01/2022 do Cong ty Korea E- Pharm Inc. (Korea) san xuit, Cong ty TNHH
xudt nhap khéu y té Delta nhap khau;

Ly do thu hdi: khéng dat tiéu chudn chit luong chi tiéu dinh hrong
Nicotinamid.

2. Giao Trudng Phong Y té cic huyén, thianh phé Long Khanh, thinh pho
Bién Hoa ¢6 trach nhiém giri thong bdo cho cac co sd ban 1€, cic co sd su dung
thudc ngoai cong 14p trén dia ban quan ly; kiém tra v giam sét cac co s& thuc
hién théng bao; xit ly nhitng co s¢ vi pham theo quy dinh hién hanh.

S& Y te s& to chirc gidm sat, kiém tra, cac co so thuc hién thdng bao nay./.

(Dinh kém Cong vin 56 19506/QLD-CL ngay 18/11/2019 ctia Cuc Qudn Iy
Dugc—B3 Y té)y/

Noinhén:
- Nhur trén,
- BGP SYT (bao cao);
- BVDK Cao su Dng Nai;
- TTKN, Thanh tra S&;;
- Website S& Y & Dong Nai;
-Cuc QLTT DN;
- Luu: VT, NV,

S5 2 - Phan Dinh Phing, phuong Quang Vinh, thAnh phé Bién Hoa, tinh Déng Nai
PT: {0251) 3942641, Fax: (0251) 847269, Email: syt@dongnai.gov.vn, Website: syt.donghai.gov.vn
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Pic tip - Ty do - Hanh phic
$6:yg¢76 /QLD-CL Ha Noi, ngay o thang ,; ncm 2019

Vv dinh chi luu hinh thude Livetin-
EP khéng dat tidu chudn chit lugug

Kinh gin:
- 8 Y té céc tinh, thanh phé trye thuge Trung uong;
- Cong ty TNHH xuat nhip khiu y té Delta
(Bc: 175 Ton Lgp - P. Dink Bang, Tir Som, Bde Nink.

Cin cir vao cdc qui ché duge hi¢n hanh cta Vigt Nam.

Cin ot Céng vin sé STI/VKNTTW-KH ngay 29/08/2019 gixi kém phiéu
kidm nghiém sb 49L534 ngay 29/8/2019 cia Vién kiém nghiém thude Trung
wong, Cuc Quan Iy Duwge d3 ban hinh Céng vin s& 15403/QLD-CL ngay
09/09/2019 vé viée xit ly 16 thubc vién nang mém Livetin-EP (Cao Cardus
marianus, Thiamine nitrate, Pyridoxine HCl, Nicotinamide, Calcl pantothenate,
Cyanocobaluamin), SDK: VN-16217-13, $6 15: 2320193, NSX: 10/01/2019, HD:
09/01/2022 do Céng ty Korea E-Pharm Inc. (Korea) san xudt, Cong ty TNHH
xuat nhap khiu y té Delta nhép khéu. Theo d6, Cuc Quan Iy Duge di:

- Théng bao thu hdi thudc vién nang mém Livetin-EP, SBK: VN-16217-
13, S5 16: 2320193, NSX: 10/01/2019, HD: 09/01/2022 trén chia ban Ha Ngi.

- Yéu cu Céng ty TNHH xudt nhdp khiu y té Delta phéi hop véi co quan
kiém tra chat hrgng, co quan kiém nghiém thude Nha nuée tien hanh ldy 02 miu
bd sung vé giri miu di Ky t5i Vién kiém nghiém thube Trung uomg holic Vién
kiém nghiém thude Tp. HS Chi Minh ¢é kidm tra chét lugng d8i véi chi tisu
dinh lugng Silybin, dinh hrgng Salymann dinh lugng Nicotinamid.

Ngay 05/11/2019, Cuc Quan Ey Duge nhdn duoe Céng van sd
769/ VENTTW-KH cia Vién kiém nghigm thude Trung uong gii kém phiéu
kiém nghigm s 49Gt102 va 49Gt103 ngay 04/11/2019 béo cdo két qua Idy méu
bé sung dbi véi 16 thube vién nang mém Livetin-EP, 8§ lo: 2320193, NSX:
10/01/2019, HD: 09/01/2022 néu trén 13 khéng dat tiéu chudn chét lugng vé chi
tiéu dinh lwomg Nicotinamid.

Nhur vay 18 thudc vién nang mém Livetin-EP, SBK: VN-16217-13, §6 16
2320193, NSX: 10/01/2019, HD: 09/01/2022 khdng dat chét {weng (vi pham
muc 4§ 2).

Cue Quan [v Dugc thdng bio:

[.Thu hdi toan quéc thude vién nang mém Livetin-EP (Cao Cardus
marianus, Thiamine nitrate, Pyridoxine HCl, Nicotinamide, Calci pantothenate,
Cyanocobalamin), SBK: VN-16217-13, 84 16: 2320193, NSX: 10/01/2019, HD:
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09/01/2022 do Cong ty Korea E-Pharm Inc. (Korea) san xuit, Cong ty TNHH
xufit nhip khiu y 1é Delta nhap khiuw

2. Cong ty TNHH xuft nhép khéu y té Delta phdi hop vii nha cung cip va
phin phf:)i thude phai:

+ Trong thoi hen 48h ké tir ngady ky Cong van nay, giri théng bdo thu héi
161 cdo co s¢ ban budn, ban 1é, sit dung vién nang mém Livetin-EP, SDK: VN-
16217-13, 86 1&: 2320193, NSX: 10/01/2019, HD: 09/01/2022 do Cong ty
Korea E-Pharm lne. (Korea) san xudt, Céng ty TNHH xudt nhap khiu v & Dela
nhip khéu va tién hanh thu hdi toan b 16 thubc khdng dat tidu chuin chit fuong
néu trén.

+ Giri bde cdo thu hdi vé Cuc Quan ly Dugc trong vong 18 ngdy ke tir
ngay kv Céng vin nay, hé so thu héi bao gom s6 lwgng nhip khéu, ngay nhap
khau, sb luegng thu hdi, che béng chimg vé viée thyre hién thu hi tai cdc co sa
bdn bubn, ban ¢, s dung d3 mua thudc theo quy dinh tai Thong tu $6
11/2018/TT-BYT ngiy 84/05/2018 ciia Bd Y té quy dinh vé chét lugng thude,
nguyén lidu lam thade.

3.86 Y t& cdc tinh thanh phd frwe thugc Trung womg, Y té cdc nganh
thdng bdo cho cic co s kinh doanh, sir dung thude thu hoi 16 thude khéng dat
chat lugng néu trén, kiém tra va giim sdt cée don vi thyc hién théng bde nay: xi
Iy nhimg dom vi vi pham theo quy dinh hién hinh; bdo co vé Cuc Quan ¥ Duge
vi edc co quan chire néng c6 lién quan.

4. 83 Y té tinh Béc Ninh kiém tra va gidm sat Céng ty TNHH xuit nhap
khin y 1 Delta thyc hién viéc thu hdi va xit 1y thude bi thu héi theo quy dinh.

Cuc Quén 1y Duge théng bio dé cac don vi biét va thye hién /.

Ng‘ nidn: KT. CUC TRUGNG

- MO teen;

- Cye &u&;;t_g Vii Tudn Cuémg (48 bie) PHO cve TRUONG
- VKN thute TU, VEN thude Tp. HCM;

- Cue Quin'Y - B§ quodc phdng ;

- Cyc Y te - B) Cangam;

- Cuc YE GTVT - BGGTVT,

- Cic phing BT, QLKDD, Phip ché-Thanh ws,

Website - Cye QLIY;
- Luwu: VT, CL(PT).
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