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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 14p - Tu do - Hanh phiic
S6: 8968 /QLD-CL Ha N¢i, ngay3o thang o7 ndm 2021

VIV xir 1y thube Amoxicillin
500mg khong dat chat lugng
Kinh gri:

- SG&'Y té céc tinh, thanh phé truc thuoc Trung wong;
- Vién kiém nghiém thudc Trung vong;
- Vién kiém nghiém thudc Tp. Hd Chi Minh;
- Cong ty ¢6 phan duoc pham Trung wong 1 — Pharbaco (b/c:
160 P. Tén Duc Théng, Hang Bot, Déng Pa, Ha Noi);
- Cong ty TNHH dugc pham Tin Thanh (BP/c: Lo Lk4-21,

duong Bang Ba Lan, Béach Viét, Tp. Bic Giang).

Can ctr vao cac quy dinh vé quan Iy duogc hién hanh cua Viét Nam.

Cian ct Cong van sd6 21/CV-TTKN ngay 19/07/2021 giri kém phiéu kiém
nghiém sé 429.ML.T/PKN-TTKN ngay 19/07/2021, céng vin sé 20/BC-TTKN
ngdy 15/07/2021 gui kém phiéu kiém nghiém sé 355.ML.T/PKN-TTKN ngay
14/07/2021, 377.ML.T/PKN-TTKN ngay 14/07/2021, 409.ML.T/PKN-TTKN ngay
14/07/2021, 412.ML.T/PKN-TTKN ngay 15/07/2021 caa Trung tdm kiém nghiém
Bac Giang vé thudc vién nang ciing Amoxicilin 500mg (Amoxicillin trihydrat),
SPK: VD-17537-12, S6 16: 220089; NSX: 210221; HD: 200224 do Cong ty co
phan dugc pham Trung wong 1 - Pharbaco san xuat. Mau thuéc lay tai Cong ty
TNHH duoc pham Tin Thanh, Nha thuéc Hién Diing, Quay thuéc 529- Chi nhanh
Cong ty ¢ phan duoc pham Bac Giang, Quay thudc Trung tam - Cong ty c6 phan
thuong mai dugc pham Binh Minh, Quay thudc 718 - Chi nhanh Céng ty co phan
dugc pham Bic Giang. Mau thude khong dat tiéu chuan chat lugng vé chi tiéu Binh
lurong, Do hoa tan (vi pham muc d6 2).

Pé d¢am bao an toan cho ngudi str dung, Cuc Quan 1y Dugc thong béo:

1. Thu hdi thudc vién nang cing Amoxicilin 500mg (Amoxicillin trihydrat),
SDK: VD-17537-12, Sé 16: 220089; NSX: 210221; HD: 200224 do Cong ty cé
phan dugc pham Trung wong 1 - Pharbaco san xuat tai:

+ Céc co so kinh doanh, co sé khdm bénh, chira bénh trén dia ban tinh Bic
Giang;

+ Céac co so kinh doanh, co s& kham bénh, chira bénh khéng nam trén dia
ban tinh Bic Giang d3 mua 16 thudc trén do tai Cong ty TNHH dugc pham Tin
Thanh cung cap.

2. Tam dung hoat dong phan phéi, budn ban va st dung trén toan qudc thube
vién nang cung Amoxicilin 500mg (Amoxicillin trihydrat), SDK: VD-17537-12,
S6 16: 220089; NSX: 210221; HD: 200224 do Cong ty c6 phan duoc pham Trung
wong 1 - Pharbaco san xuat.
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3. Cong ty ¢6 phan dugc pham Trung wong 1 - Pharbaco phéi hop véi nha
phan phéi thudc, phai:

+ Trong thoi han 02 ngay ké tir ngay ky Cong van nay, giri thong bao thu hoi
t61 cac co s& ban budn, ban 1é, st dung thude vién nang ctirng Amoxicilin 500mg
(Amoxicillin trihydrat ), SDK: VD-17537-12, Sb 16: 220089; NSX: 210221; HD:
200224 do Cong ty ¢6 phan duoc pham Trung wong 1 - Pharbaco san xuat va tién
hanh thu hoi toan bd 16 thube khong dat tiéu chuan chét lrong néu trén trén dia ban
tinh Bac Giang va cac co sd kinh doanh, st dung thudc do tai Cong ty TNHH dugc
phém Tin Thanh cung cép.

+ Guri béo céo thu hdi vé Cuc Quan Iy Duoc trong vong 18 ngay ké tir ngay
ky Cong vin nay, hd so thu hdi bao géom sb luong san xuat, sé lwong phan phdi,
ngay san xuat, sé lwong thu hdi trén dia ban tinh Bic Giang, cac bang chung vé
viéc thuc hién thu hoi tai cac co sé ban budn, ban 1&, st dung d3 mua thubc 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 1am thudc.

+ Phéi hop Véi co quan kiém tra chat luong, co quan kiém nghiém thuéc Nha
nudc tién hanh 1dy mau bo sung tai it nhat 02 co s& co sé kinh doanh st dung thube
theo quy dinh tai Khoan 4 Diéu 14 Vian ban hop nhat s6 06/VBHN-BYT ngay
03/7/2020 cua Bo Y té quy dinh vé chat luong thudc, nguyén liéu 1am thudc. Pia
diém lay mau do co quan kiém tra chat luong, co quan kiém nghiém thuéc lua chon
va quyét dinh trén co s& béo cdo cua coéng ty. Gui miu di 1dy toi Vién Kiém
nghiém thubc TW hoic Vién Kiém nghiém thudc Tp. H5 Chi Minh dé kiém tra
chét lugng d6i véi chi tiéu dinh luong va do hoa tan. Bao céo viéc thuc hién trong
vong 15 ngay ké tir ngay ky cong vin nay. Bao cao két qua kiém tra chat luong veé
Cuc Quan Iy Dugc dé c6 can ctir xu ly tiép theo.

+ Bé4o c&o khan vé tinh hinh san xuat va qua trinh phan phéi 16 thudc vién
nang ciing Amoxicilin 500mg (Amoxicillin trihydrat ), SPK: VD-17537-12, S6 16:
220089; NSX: 210221; HD: 200224 khong dat tiéu chuan chat lwong néu trén. Tién
hanh ra soat quy trinh san xuét, ho so 16 san xuat, diéu tra xac dinh nguyén nhan 16
thudc khong dat tiéu chuan chat luong.

Guri b4o cdo vé Cuc Quan 1y Duoc trudc ngay 06/08/2021.

4. Yéu cau Cong ty TNHH dugc pham Tin Thanh tién hanh thu hoi toan bo
s6 thudc vién nang cing Amoxicilin 500mg (Amoxicillin trihydrat), SPK: VD-
17537-12, S6 16: 220089; NSX: 210221; HD: 200224 khong dat tiéu chuan chét
luong néu trén tai Cong ty va cac co s¢ kinh doanh, stir dung da dugc cong ty phéan
phdi (bao gdbm ca cac co s¢ khong thudc dia ban tinh Bic Giang). Bao céo thu hoi
gui vé Cuc Quan 1y Duoc, S¢ Y té tinh Bic Giang trong thoi han 18 ngay ké tur
ngay ky cong van nay.

5. Dé nghi Vién Kiém nghiém thuéc TW / Vién Kiém nghiém thudc Tp. Hb
Chi Minh vu tién tién hanh kiém tra chat lugng ddi véi chi tiéu dinh luong, do hoa
tan cua cac mau lay bo sung dbi véi thube vién nang cang Amoxicilin 500mg
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(Amoxicillin trihydrat ), SBDK: VD-17537-12, S6 16: 220089; NSX: 210221; HD:
200224 do Cong ty c6 phan duoc pham Trung wong 1 — Pharbaco san xuat, bao cao
két qua vé Cuc Quan 1y Duoc

6. Bé nghi S¢ Y té tinh Bic Giang:

a) Cong bé thdng tin viéc thu hdi 16 thudc vién nang ciing Amoxicilin 500mg
(Amoxicillin trihydrat ), SBDK: VD-17537-12, S 16: 220089; NSX: 210221; HD:
200224 do Céng ty c6 phan dugc phim Trung wong 1 — Pharbaco san xuat trén
Trang thong tin di¢n tir cua S6.

b) Kiém tra va giam sat Cong ty cé phan dugc phim Trung wong 1 —
Pharbaco va Cong ty TNHH dugc pham Tin Thanh thuc hién viéc thu hdi trén dia
ban thudc vién nang cimg Amoxicilin 500mg (Amoxicillin trihydrat ), SDK: VD-
17537-12, S6 16: 220089 néu trén theo quy dinh.

7.S6 Y té cac tinh thanh pho truc thuoc Trung wong, Y té cac nganh thong
béo cho cac co s& kinh doanh, sir dung thuéc tam ding phan phéi, buén ban, st
dung 16 thudc vién nang ctimg Amoxicilin 500mg (Amoxicillin trihydrat ), SPK:
VD-17537-12, S6 16: 220089; NSX: 210221; HD: 200224 khong dat chat lugng
néu trén, cdng bd thong tin vé quyét dinh tam ding phan phéi, budn ban, st dung
thudc trén Trang thong tin dién tir cua S&, Kiém tra va giam sat cac don vi thuc hién
thong béo nay; xt ly nhimg don vi vi pham theo quy dinh hién hanh; bao cao vé
Cuc Quan ly Duogc va céc co quan churc nang ¢6 lién quan.

Cuc Quan Iy Dugc théng bao dé cac don vi biét va thyc hién ./.

N;z}'lnhafz: KT. CUC TRUONG
- Nhu trén; 8 >
- Cyc truong Vil Tuan Cuong (dé b/c); PHQ\C\\]\JC TRUONG

- Cuc Quan Y — Bo quéc phong ;
- Cuc Y té — Bo Cong an; 1</ ¢
- Cuc Yt GTVT - B GTVT; (S QuAnA ¥/
- Trung tam kiém nghiém Béc Giang; G / =~
- Cong ty TNHH Dugc pham Tin Thanh (L6 Lk4-21, duwong \
Bang Ba Lan, Bach Viét, Tp. Bic Giang) (dé thuc hién); O \
- Nha thubc Hién Diing (Sé 204 Lé Loi, Phuong L& Loi, Tp. ~Py-NManh Hung
Bic Giang, tinh Béc Giang) (dé thuc hién);
- Quay thubc 529 - Chi nhanh Céng ty CPDP Bic Giang
(Hiép Hoa, Phb Hoa, x4 Bic Ly, huyén Hiép Hoa, tinh Bac
Giang) (dé thuc hién);
- Quay thudc Trung tdm - Cong ty ¢ phan thwong mai dugc
pham Binh Min (Thi t& Bao Son, huyén Luc Nam, tinh Bac
Giang) (dé thuc hién);
- Quay thubc 718 - Chi nhanh Céng ty ¢4 phan dwoc pham
Bic Giang (Lang Giang, Phé Céc, xa Dinh Tri, Tp. Bic
Giang, tinh Bic Giang) (dé thuc hién);
- Céac phong PKT, QLKDD, Phap ché-Thanh tra, Website -
Cuc QLD:
- Luu: Van thu, CL(PT).
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