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Sé:752 /SYT-NVD Kién Giang, ngay 20 thang 3 nam 2025
V/v thong bao thu hoi thude
vi pham mirc d6 3 tai Cong véan so
841/QLD-CL ngay 19/3/2025
cua Cuc Quan ly Dugce
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e | - Céc co quan, don vi thude va truc thuéc So¢ Y té;
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| - Céc co s& kinh doanh, sir dung thudc trén dia ban tinh.
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Thue hién Cong vin s6 841/QLD-CL ngay 05/3/2025 cua Cuc Quan Iy
Duoc vé viéc thong bao thu hoi thudc vi pham mire d6 3 (dinh kém),

SO Y té thong bao, de nghi cac co quan, don vi thuc hién:

1. Cac co s& kinh doanh, sir dung thudc tién hanh ra soat, thu hdi Coém pha
hdn dich udng Pyfaclor Kid, Sé GPKLH: VD-26427-17, So 16: 330823, NSX:
210823, HD: 210826; S6 16: 050124, NSX: 250124, HD: 250127 do Cong ty co
phan dwoc phidm Pymepharco san xuat (Thong tin chi tiét tai Cong vin sb
841/QLD-CL ngay 19f3/2025 néu trén).

2. Thu trudng co quan, don vi thudc va truc thude S& Y & trién khai, thuc
hién néi dung thong bao nay dén céc bo phan truc thude; de nghi ph01 hop Phong
Y té/Vin phong HDND va UBND cac huyén, thanh phd trién khai ndi dung thong
bao nay dén cac co s& kinh doanh, str dung thudc thudc dia ban quan Iy duoc biét,
thuc hién thu hoi 16 thuoc khong dat tidu chuin chit luong néu trén, dong thoi bao
céo két qua thu hoi ve SO Y té.

3. Thanh tra S¢ Y té ch tri, ph01 hop v61 co quan, don vi co lién quan tién
hanh kiém tra, gidm sat viéc thu hdi va xtt Iy thude bi thu héi, xi Iy don vi vi
pham theo quy dinh. '

S& Y té thong bao dén céc co quan, don vi dé biét, thuc hién./. ~ .
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CUC QUAN LY DUQC Pic 1ap - Tw do - Hanh phiic
Sé: 841 /QLD-CL Ha Néi, ngay 19 thang o3 ndm 2025
V/v thong béo thu hoi thude vi
pham murc d¢ 3
Kinh guri:

- SoYté c4c tinh, thanh phé true thudc Trung wong;
- Cong ty co phan dugc pham Pymepharco (dia chi: 166 - 170
Nguyéen Hué, Tuy Hoa, Phu Yén).

Cin cir vao céc quy dinh vé quan 1y dugc hién hanh cua Viét Nam.

Can ci Cong van sb 986/BC-TTKN ngay 26/11/2024 gii kem phiéu kiém
nghiém s& 24.1.562, 24.L.623, 24.L.628 ngay 25/11/2024 cua Trung tam Kiém
nghiém thudc - My pham - Thyc pham Tuyén Quang, Cuc Quan ly Duogc da ban
hanh Céng van s6 4057/QLD-CL ngay 20/12/2024 vé viéc xur 1y céc 16 thubc Coém
pha hdn dich udng Pyfaclor Kid (Cefaclor 125mg), S6 GPKLH: VD-26427-17, Sé
16: 330823, NSX: 210823, HD: 210826; S6 16: 050124 NSX: 250124, HD: 250127
do Cong ty cb phan duoc phim Pymepharco san xuit. Mau thudc khong dat tiéu
chudn chét lugng vé chi tiéu Tinh chit, Pinh lugng. Theo d6, Cuc Quan Iy Dugc
da:

- Thoéng bao thu hdi thuéc Cém pha hdn dich ubng Pyfaclor Kid, Sb
GPKLH: VD-26427-17, S6 16: 330823, NSX: 210823, HD: 210826; Sé 1o:
050124, NSX: 250124, HD: 250127 trén dja ban tinh Tuyén Quang.

- Yéu cu Cong ty cb phan duoc pham Pymepharco phm hop vdi co quan
kiém tra chat lugng, co quan klem ngh1em thuc Nha nudc tién hanh lay 03 miu bd
sung cia moi 16 thubc va gu:1 mau d3 ly toi Vién kiém nghiém thudc Trung wong
hodic Vién kiém nghiém thude Tp. Hd Chi Minh dé kiém tra chét lugng ddi véi chi
tiéu Tinh chét, Pinh luong.

Ngay 10/03/2025, Cuc Quén Iy Duge nhén duogc Cong van sb 202/VKNT-
KHTH va 203/VKNT-KHTH ctia Vién kiém nghiém thudc Tp. H6 Chi Minh theo
do doi vm S 16 050124, NSX: 250124, HD: 250127 keém theo cac phiéu kiém
nghiém s6 0151/VKN-YC2025 (khong dat), 0152/VKN-YC2025 (dat), 0153/VKN-
YC2025 (dat) S6 16 330823, NSX: 210823, HD: 210826 kem theo phleu kiém
ngh1em s6 0154/VKN- YC2025 (khong dat) bdo cao két qua 14y mau bd sung dbi
v6i thude Cém pha hon dich ubng nyaclor Kid, S6 GPKLH: VD-26427-17, Sé 16:
330823, NSX: 210823, HD: 210826; Sb 16: 050124, NSX: 250124, HD: 250127
néu trén 1a khong dat ti€u chudn chit luong.

Nhu vay 16 thudc Cém pha hdn dich ubng Pyfaclor Kid, S6 GPKLH: VD-
26427-17, S6 16: 330823, NSX: 210823, HD: 210826; S6 16: 050124, NSX:
250124, HD: 250127 néu trén dugc xac dinh 1 vi pham muc do 3.



Cuc Quan ly Dugc théng bao:

1. Thu hdi toan quéc COdm pha hén dich udng Pyfaclor Kid, Sé6 GPKLH:
VD-26427-17, S6 16: 330823, NSX: 210823, HD: 210826; S6 16: 050124, NSX:
250124, HD: 250127 do Cong ty cb phan dugc phim Pymepharco san xuat.

2. Cong ty c6 phan dwoc pham Pymepharco phdi hop v6i nha phan phbi
thude, phai:

+ Trong thoi han 02 ngay ké tir ngay ky (6ng vin ndy, gui thong bao thu hoi
t6i cAc co s ban budn, ban 18, st dung Cém pha hdn dich udng Pyfaclor Kid, S6
GDKLH: VD-26427-17, S6 16: 330823, NSX: 210823, HD: 210826; S& 16:
050124, NSX: 250124, HD: 250127 do Cong ty ¢b phin duoc phim Pymepharco
san xut va tién hanh thu hoi toan bo 16 thude khong dat tiéu chuin chit lvong néu
trén.

+ Giri bao cao thu hdi vé Cyc Quan 1y Dugc trong vong 33 ngay ké tir ngay
ky Cong vin nay, hd so thu hdi bao gdm sé luong san xudt, sé lvong phan phdi,
ngay san xuat, sé hrong thu hdi, céc bang chimg vé viéc thyuc hién thu hdi tai céc co
s& ban budn, ban 1¢, st dung da mua thudc theo quy dinh tai Thoéng tu s6
11/2018/TT-BYT ngay 04/05/2018 ciia B3 Y té quy dinh vé chat lwong thudc,
nguyén liéu lam thude.

3.S6 Y té cac tinh thanh phd truc thuge Trung wong, Y té cac nganh thong
bao cho cac co sd kinh doanh, str dung thudc thu hdi 16 thude khong dat chit luong
néu trén, cong b théng tin vé quyét dinh thu hdi thudc trén Trang thong tin dién tir
ctia S&, kiém tra va giam sat cac don vi thyc hién thong bdo nay; xir 1y nhimg don
vi vi pham theo quy dinh hién hanh; bao cao vé Cuc Quan Iy Duogc va cac co quan
chirc ndng c6 lién quan.

4.86 Y té Phu Yén kiém tra va giam sat Cong ty cb phan duoc phim
Pymepharco thuc hién viéc thu hdi va xt Iy thude bi thu hdi theo quy dinh.

Cuc Quan ly Dugc théng bao dé cac don vi biét va thyc hién ./,
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1. Y kién ciia lanh dao co quan, td chire
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3. Y kién dé xuat cia ngudi gidi quyet.

- Y kién dé xuat giai quyét van ban dén ctia ca nhén;
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