UBND TINH DPONG THAP  CQONG HOA XA HOI CHU NGHIA VIET NAM
SO Y TE DPoc lap - Tu do - Hanh phuc

Sé: 497 /SYT-NVD DPong Thap, ngay 16 thang 02nam 2024
VIV chap thugn Cong ty TNHH Dai
Béc Mien Nam thay doi thong tin
thudc tring thau

Kinh giri: C6ng ty TNHH Dai Bic Mién Nam ,
(Dia chi: 25/16/17-19-21 dwong Lé Thi Kinh, Ap 3, xd
Phuoc Kién, huyén Nha Beé, Thanh pho. Ho Chi Minh)

Can cir Thong tu s6 15/2019/TT-BYT ngay 11 thang 7 nam 2019 cua Bo
Y té quy dinh viéc d4u thau thudc tai cic co s y té cong 1ap;

Can ¢t Thong tu s6 06/2023/TT-BYT ngay 12 thang 3 nam 2023 caa Bo
Y té sira doi, bd sung mot s6 dicu cua Thong tu s6 15/2019/TT-BYT ngay 11
thang 7 nam 2019 cua Bo truong B Y té quy dinh viéc ddu thau thudc tai cac co
so' y té cong lap;

~ Can ctr Thong tu 5O 08/2022/TT-BYT ngay 05 thang 9 nam 2022 cua B
Y té quy dinh viéc dang ky luu hanh thu6c, nguyén li¢u lam thudc;

Cén clr Quyét dinh s6 965/QD-SYT ngay 31 thdng 7 ndm 2023 ctia S&' Y té
Pong Thap vé viéc phe duyét két qua Iya chon nha thau goi thdu Mua thude Generic
cho céc co sd'y té cong 1ap trén dia ban tinh Pong Thap giai doan 2023-2025.

Ngay 25/01/2024 S&'Y té nhan duoc Vin ban s6 1511/TB-DBMN.2024 dé
ngay 15/01/2024 ctia Cong ty TNHH Dai Bic Mién Nam (Kém theo Cong van s6
3683/QLD-PK ngay 13/4/2023 ctia Cuc Quan 1y Dugc vé viée trién khai thi tuc
tiép nhan ho so dé nghi thay doi, bo sung gidy PKLH thudc trén hé thong Dich vu
cong truc tuyén vé dang ky thubc; Thong tin san pham Letdion (SPK: VN-22724-
21) cong bo trén Trang thong tin dién tir ciia Cuc Quan 1y Duoc),

Theo quy dinh tai diém b khoan 2 Diéu 34 Thong tu s6 08/2022/TT-BYT,
Cuc Quan 1y Duoc c6 tham quyén “b) Cong bd trén trang thong tin dién tir ciia Cuc
Quan ly Dugc ndi dung thay doi, bd sung gidy dang ky luu hanh thude, nguyén lidu
lam thudc dbi voi thay d6i nho chi yéu cau thong bao (Notification)”; khoan 2 Diéu
38 Thong tu s6 08/2022/TT-BYT: “Thay dbi, bo sung gidy dang ky luu hanh thudc,
nguyén liéu lam thudc d6i v6i ndi dung thay ddi nho chi yéu cau théng béo
(Notification): Trong thoi han 15 ngay lam viée ké tir ngay tiép nhan du ho so, Cuc
Quan 1y Duoc thuc hién phan loai va cong bd ndi dung thay d6i nho chi yéu cau
thong bao trén Trang thong tin di¢n tir cia Cuc Quan 1y Dugc. Truong hop ndi
dung thay d6i, b sung khong pht hop véi phéan loai thay doi nhé chi yéu cau thong
bao, Cuc Quan Iy Dugc ¢6 van ban thong bao...”.

Qua kiém tra, ddi chiéu cac tai liéu lién quan, nay So Y té chap thun cho
Cong ty TNHH Pai Bac Mién Nam thay d6i thong tin san pham trang thau (Phu
luc dinh kem).



‘ Ngoai ,n(f)i dung néu trén, cac ndi dung khac da dugc So'Y térvcf)ng bd trdng
thau tai Quyet dinh s6 965/QD-SYT ngay 31/7/2023 khong thay doi.

Pé nghi nha thau sir dung cong van nay dé thong bao vige thay do6i thong
tin khi giao hang cho céac co so y té _trong tinh Pong Théap, dong thoi cung céap
hang héa dam bao theo cam két tai ho so du thau./.

Noi nhan: KT. GIAM bOC
- Nhu trén; 4, PHO GIAM POC
- Giam doc va PGP So (dé b/c);
- BHXH tinh (dé p/h);

- Cac don vi truc thudc;

- Bénh vién Quén Dan Y;

- Ban BVCSSKCB tinh;

- Bénh x4 Cong an tinh;

- Trang web S¢;

- Luu: VT, NVD.

ar Th1 Ngoc Kim



Phu luc

(Kém theo Cong van sé: 497 ISYT-NVD ngay 16 thang 02 nam 2024 ciia S¢' Y té Dong Thdp)

Tén Tén hoat Nong do, i 3 . )
STT| MSMH i o ham SPK/GPNK | DPVT | Thong tin trung thau Thong tin sau diéu chinh
thuoc chat
lugng
- Tén co s& san xuat:
- Tén co s6 san xuét: Rompharm Company
S.C. Rompharm Company S.R.L.

5mg/ml, VN-22724- Srl , - Pia chi co s& san xut:
1 | N1570.232 | Letdion Levofloxacin | dung tich 21 Lo - Dia chi co s& san xuat: Str. Eroilor, nr. 1A, Oras
5ml Str. Eroilor nr. 1A, Oras Otopeni, Judetul llfov, cod

Otopeni, cod 075100, Jud.
II1fov

postal 075100, Rumani -
cladiri Rompharm 1 si
Rompharm 2
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