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Um?rlﬁifgfﬁ&ﬁx?ﬁgﬁéﬂ CONG HOA XA HOI CHU NGHIA VIET NAM
SOYTE Poc lap- Tw do- Hanh phiic
sé: JR11/SYT-QLD Thanh Héa, ngay 26 théng 3 nam 2019

V/v dinh chi luu hanh va kiém tra
giam sat thuoc khong dat
tiéu chuan chat luong

Kinh giri: Céc co s& kinh doanh, str dung thudc trong tinh.

Cin ctr cac quy dinh vé quan ly dugc hién hanh ctia Viét Nam;

Céan cu Cong van 36 16457/QLD-CL ngay 23/9/2019 ciia Cuc ‘Quan ly Duoc -
Bo Y t& vé& viéc dinh chi Iwu hanh thudc khong dat tiéu chuédn chat luong ddi voi
thude sau:

Thubc vién nén bao phim Clavophynamox 1000 (Amoxicilin 875mg,
Clavulanic acid 125mg), SDK: VN-20275-17, L6 SX: K026, NSX: 14/01/2018, HD:
13/01/2020 do Cong ty Flamingo Pharmaceuticals Ltd, (India) sén xudt. Thudc
khéng dat tiéu chuén chit luong vé chi tiéu Do hoa tan cta amoxicillin va clavulanic
acid (vi pham muc d¢ 3)

Pé dam bao quyén loi cho nguoi st dung thude. S& Y té thong béo:

1. Pinh chi luu hanh va thu hoi trén toan tinh thudc vién nén bao phim
Clavophynamox 1000 (Amoxicilin 875mg, Clavulanic acid 125mg), SPK: VN-
20275-17, Lo SX: K026, NSX: 14/01/2018, HD: 13/01/2020 do Cong ty Flamingo
Pharmaceuticals Ltd, (India) san xuét, Céng ty c6 phan dugc Pai Nam nhap khéu.

2. Cac co s6 kinh doanh, st dung thudc trén toan tinh khén truong thu hoi 16
thu6e bi dinh chi luu hanh néu trén (néu c6) va tra lai cho co so cung ung, bdo cdo
két qua vé So'Y té (phong Quén Iy Dugc) trude ngay 11/10/2019.

3. Giao Trung tdm kiém nghiém Thanh Héa tryc tiép kiém tra, giam st viéc
thu héi cac 16 thuoc néu trén, bao cdo két qua vé SO Y té (phong Quan ly Duoc)
trude ngay 25/10/2019.

4. Phong Quan ly Duge, cac phong ban chirc ndng ctia S¢ Y té, phong Y té
huyén, thi, thanh pho c6 trach nhiém kiém tra, gidm sat viéc thuc hién thong bdo

nay; sau dot thu hdi trén, xtr 1y nhitng don vi, c4 nhan con vi pham theo quy dinh
hién hanh./.

Noi nhan: KT. GIAM DOC

- Nhu trén;
- Luu: VT, QLD.
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