UBND TINH BA RIA - VONG TAU CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE Poc 1ap - Tu do - Hanh phic

Sb: 5256 ISYT-NV Ba Ria - Viing Tau, ngay21 thang 11 nam 2022
VIV théng bao thu hoi thude
Thubc bdt pha tiém Greaxim 2g,
VD-33386-19 va Thudc bot pha
tiém Greaxim, VD-18235-13

Kinh guri:
- Cac co s kham, chira bénh tryc thudc;
-Phong Y té huyén, thi xa, thanh phé;
- Bénh vién da khoa Van Phudc;
-TTYT Vietsovpetro;
- Bénh x4 Cong an Tinh;
- Cac Phong kham da khoa;
- C4c Doanh nghiép kinh doanh thudc;
- Céc co so ban 16 thudc.
(giki qua hé thong https://duocquocgia.com.vn)

S6 Y té nhan dugc Cong van s6 12290/QLD-CL ngay 17/11/2022 cia
Cuc Quan ly Dugc vé viéc thong bao thu hoi thuée Thude bot pha tiém Greaxim
2¢, VD-33386-19 va Thudc bt pha tiém Greaxim, VD-18235-13.

Nhim dam bao viéc st dung thudc an toan, thuc hién chi dao cia Cuc
Quan ly Dugc, S6 Y té thong bao thu hoi trén toan tinh doi véi cac 16 thuoc do
Cong ty ¢6 phan dugc pham Am Vi san xuat:

-Thudc bot pha tiém Greaxim 2g (Cefotaxim (dudi dang Cefotaxim
sodium) 2g), S6 GbKLH: VD-33386-19:

+S4 16: 060822, HD: 11/08/2024;
+S4 16: 070822, HD: 14/08/2024;
+S6 16: 080822, HD: 15/08/2024.

- Thubc bot pha tiém Greaxim (Cefotaxim (dudi dang cefotaxim natri) 1
g), S0 GDKLH: VD-18235-13:

+S6 16: 110822, HD:08/08/2024;

+ 56 16:120822, HD: 09/08/2024;

+ S84 16: 130822, HD: 10/08/2024.

Ly do thu hoi: Cac 16 thude trén da duge Cong ty cd phan Am Vi xuét
xuong, dua ra luu hanh trude khi ¢6 két qua kiém tra chat lugng nguyén liéu va
ké‘g qua kiém tra chétrlu’c_)’ng thanh pham, vi pham quy dinh tai diém e, Khoan 1,
biéu 62 Luat Dugc s6 105/2016/QH13 ngay 06/4/2016.

SérY té dé nghi cac co s¢ kham chira bénh, cécq Phc}ng Y té huyén, thi xa,
thanh pho va cac doanh nghiép kinh doanh thudc pho bien ndi dung thong bao
dén cac nhan vién y té, cac co s¢ kinh doanh, st dung thuoc thudc dia ban, pham
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vi quan ly; kiém tra, gidm sat viéc thu hdi, xac dinh ngudn gdc xuat x cia cac
thude noéi trén; xir ly cac co s¢ vi pham theo qui dinh hi¢n hanh.

Trong‘ qua trin}l thuc hién, néu gap k}}(') khan, Vu’éng~méc, dé nghi cac don
vi bdo cao vé So'Y t€ (Phong Nghiép vu) d¢ dugc huong dan./.

(Giri kém: Cong vin s6 12290/QLD-CL ngay 17/11/2022 ciia Cuc Quéan
ly Duorc)

Noi nhdn: GIAM POC

- Nhu trén;

- Cac PGD SYT;

- Cac phong chuyén mon SYT; /ﬁf@g%

- BP CNTT (dang website SYT); ,ﬁ,f/‘f’ l \f*

- TTKNDP-MP; ) (é" 50 ‘\e}"/(/d/(/
- TT bD TB&NCC Long bat; 5w TE e

- TT Bao tr¢ x4 hoi; o\ } /{‘{3

- Co sO tu van va diéu tri nghién ma tay; & Hi o

<
- Luu: VT, NV. "™ Pham Minh An



?{CB(; BM.CL.10.05/02
BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phiic
Sé: 12290/QLD-CL Ha N¢gi, ngay 17 thang 11 nam 2022

V/v thong bao thu hdi thude
Thubc bot pha tiém Greaxim 2g,
VD-33386-19 va Thubc bot pha

tiém Greaxim, VD-18235-13

Kinh gtri:
- S& Y té céc tinh, thanh phé) truc thudc Trung wong;
- Cong ty cd phan duoc pham Am Vi (L& B14-3.4, duong N13,
khu cong nghiép Bong Nam, xa Hoa Pht, huyén Cu Chi, thanh
phé H6 Chi Minh).

Can ctr VAo cac quy dinh vé quan Iy duoc hién hanh caa Viét Nam.

Cian cir Bio cdo danh gia "Thuc hanh tét san xuat thudc, nguyén ligu lam
thudc" (GMP) ngay 14-15/10/2022 cia Cuc Quan 1y Dugc; Theo dé céc 16 thube do
Cong ty c¢6 phan duoc pham Am Vi san xuat:

- Thudc bot pha tiém Greaxim 2g (Cefotaxim (dudi dang Cefotaxim sodium)
29), S6 GDKLH: VD-33386-19, S6 16: 060822, HD: 11/08/2024: S6 16: 070822, HD:
14/08/2024; S6 16: 080822, HD: 15/08/2024;

- Thubdc bot pha tiém Greaxim (Cefotaxim (dudi dang cefotaxim natri) 1 g),
S6 GPKLH: VD-18235-13, S 16: 110822, HD:08/08/2024: Sé 16:120822, HD:
09/08/2024: S6 16: 130822, HD: 10/08/2024:

Cac 16 thudc trén da duoc Cong ty ¢ phan Am Vi xuit xuong, dua ra luu
hanh trudc khi c6 két qua kiém tra chat luong nguyén liéu va két qua kiém tra chat
lwong thanh pham, vi pham quy dinh tai diém e, Khoan 1, Piéu 62 Luat Duoc s6
105/2016/QH13 ngay 06/4/2016.

Cuc Quan ly Dugc théng béo:

1. Thu hoi toan qudc d6i vai cac 16 thude:

- Thudc bot pha tiém Greaxim 2g (Cefotaxim (dudi dang Cefotaxim sodium)
29), S6 GPKLH: VD-33386-19:

+S6 16: 060822, HD: 11/08/2024;

+S6 16: 070822, HD: 14/08/2024;

+S6 16: 080822, HD: 15/08/2024;

- Thudc bot pha tiém Greaxim (Cefotaxim (dudi dang cefotaxim natri) 1 g),
S6 GPKLH: VD-18235-13:

+S6 16: 110822, HD:08/08/2024;
+S6 16:120822, HD: 09/08/2024;
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+ 56 16: 130822, HD: 10/08/2024.

2. Cong ty ¢6 phan duoc pham Am Vi phdi hop véi nha phan phéi thude, phai:

- Trong thoi han 02 ngay ké tir ngay ky Cong vin nay, gai thong bao thu hoi
tGi cac co sé ban budn, ban 1¢, st dung cac 16 thudc bot pha tiém Greaxim 2g
(Cefotaxim (dudi dang Cefotaxim sodium) 2g), S6 GPKLH: VD-33386-19, Sé 16:
060822, HD: 11/08/2024; S6 16: 070822, HD: 14/08/2024; S6 16: 080822, HD:
15/08/2024 va cac 16 thudc bot pha tiém Greaxim (Cefotaxim (dudi dang cefotaxim
natri) 1 g),»S6 GPKLH: VD-18235-13, S6 16: 110822, HD:08/08/2024; Sé
16:120822,"HD: 09/08/2024; Sé 16: 130822, HD: 10/08/2024 do Céng ty c6 phan
duoc pham Am Vi san xuat va tién hanh thu hoi toan bo cac 16 thubc vi pham néu
trén.

- Giri béo céo thu hoi vé Cuc Quan Iy Duoc trong vong 18 ngay ké tir ngay
ky Cong van nay, ho so thu hoi bao gom sb lugng san xuat, sé lugng phan phéi, ngay
san xuat, s6 luong thu hoi, cac bang chiing vé viéc thyc hién thu hoi tai cac co so ban
budn, ban I¢, sir dung dd mua thube theo quy dinh tai Thong tu s6 11/2018/TT-BYT
ngay 04/05/2018 cua Bo Y té quy dinh vé chat luong thubc, nguyén liéu lam thudc.

3.S0'Y té cé4c tinh thanh phd truc thudc Trung wong, Y té cac nganh thong béo
cho cac co sd kinh doanh, st dung thudc thu hdi céac 16 thude vi pham néu trén, cong
bd thdng tin vé quyét dinh thu hdi thude trén Trang thong tin dién tir cta So, Kiém
tra va giam sat cac don vi thuc hién thong bao nay; xur ly nhitng don vi vi pham theo
quy dinh hién hanh; bao céo vé Cuc Quan 1y Duoc va cic co quan chirc nang ¢ lién
quan.

4.S6'Y té thanh phé H6 Chi Minh kiém tra va giam sat Cong ty c6 phan dugc
pham Am Vi thuc hién viéc thu hoi va xu ly thuée bi thu hdi theo quy dinh.

Cuc Quan 1y Dugc thong bao dé cac don vi biét va thuc hién./.

Noi nhdn: KT. CUC TRUONG

- Nhu trén;

- Cuc truéng Vil Tuan Cuodng (dé b/c); g pn() CUC TRUONG

- VKN thuéc TU, VKN thubc Tp. HCM; e

- Cuc Quan Y — B6 québc phong ;

- Cuc Y té — Bo Cong an;

- Cuc Yt GTVT —Bb GTVT;

- Céc phong PKT, QLKDD, Phép ché-Thanh tra,
Website —Cuc QLD;

- Cong ty c6 phan dugc pham Am Vi (L6 B14-
3,4, duong N13, khu cong nghiép DBong
Nam, x4 Hoa Phu, huyén Cu Chi, thanh phé
Ho Chi Minh). (dé thuc hién);

- Luu: VT, CL(NL).
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