UBND TINH PONG NAI CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE Poc lap — Tw do — Hanh phue

$é: DAAC ISYT-NV Pong Nai, ngay ~j¢ thang 40 nam 2019

V/v dinh chi lru hanh thubc vién
nén bao phim AMK 625 khong dat
tiéu chufn chét lugng

Kinh gi:
- Cac don vi truc thuéec SOY té;
- Phong Y té c4c huyén, Tp. Tong Khanh, Tp. Bién Hoa;
_ Cac co s& ban budn thude trén dia ban tinh.
(Sau day goi tat 1a cac don vi)

Thyc hién Cong van sb 17610/QLD-CL ngay 16/10/2019 cua Cuc Quan ly
Dugc — Bo Y t& vé viéc dinh chi Ivu hanh thudc vién nén bao phim AMK 625
khong dat tiéu chudn chét luong;

Gidm dbc S6 Y té Dong Nai thong bao:

3. Thu hdi toan tinh Vién nén bao phim AMK 625, SDK:VN-10135-10, s6
16: 99R002; ngay SX: 09/04/2018; HD: 09/04/2020 do Cong ty R.X.
Manufacturing Co., Ltd (Thailand) san xuat, Cong ty c¢b phan dugc phim va sinh
hoc y té nhap khau.

Ly do thu hdi: Khong dat tiéu chudn cht lugng vé chi tiéu dd hoa tan.

4. Giao Trudng Phong Y té céc huyén, thanh phé Long Khénh, thanh phé
Bién Hoa co trach nhiém guri théng bdo cho cac co 50 ban 1g, cac co s su dung
thudc ngoai cong 1ap trén dia ban quan ly; kiém tra va giam sat cac co so thuc
hién thong bao; xir ly nhitmg co s& vi pham theo quy dinh hién hanh.

SOY té sé td chirc giam sat, kiém tra, cac co s thuc hién thong bdo nay./.

(Dinh kem {ong van s6 17610/0LD-CL ngay 16/10/2019 cia Cuc Quan Iy
Duge — Bo Y 16/

Noi nhén:

- Nhu trén;

- BGD SYT (& biét):

- BVBK Cao su Ddng Nai;

- TTKN, Thanh tra So;;

- Website S& Y té Pdng Nai;
- Cuc QLTT BN;

- Luu: VT, NV.

$4 2 - Phan Dinh Phing, phuong Quang Vinh, thanh phd Bién Hoa, tinh Péng Nai
DT: (0251) 3942641, Fax: (0251) 847269, Email: syv@dongnai.gov.vn, Website: syt.dongnai.gov.vn
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BOY 1L CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY PUQC Dic lip - Ty do - Hanh phae
86: 60 /QLD-CL Ha Noi, ngay 12 thdang 10 ndm 2019

V/v dinh ch1 Luru hanh thude thude
vién nén bao phim AMK 625
khéng dat tiéu chudn chdt luong

Kinh gtri:
- S Y té cac tinh, thinh pho trge thue Trung vong;
- Céng ty cbd phén duge phém wva sinh hoc y t& (Mebiphar
ISC) (Lé HI - 18, dwomg sé 13, khu cong nghiép Tan
Binh, qudn Tén Phii, Tp. Ho Chi Minh).

Can it vao cde quy ché duge hién hanh cta Viét Nam.

Cdn oir Cong van sb 120/BC-TTKN ngay 03/6/2019 g kém phidu kié¢m
nghiém sb 226/KN ngay 03/6/2019 cla Trung tim Kiém nghiém tinh Lao Caa
Cuc Quin Iy Dugc di ban hanh Céng vin sb 9308/QLD-CL ngay 17/6/2019 vé
viee xtr Iy 16 thubc vién nén bao phim AMK 625 (Amoxicillin 500mg;
Pota.asium clavalanate (lwong duong 125mg acid clavulanic)), SPK: VN-10135-
10, s6 16 Y9R002, ngay SX: 09/4/2018, HD: 09/4/7020 do Cong ty RX.
Manufacturing Co., Lid. (Thailand) san xudt, Cong ty c¢b phin duoe pham va
sinh hoc vy t& (Mebiphar JSC) nhap khiu. Miu thude khéng dat téu chudn chit
luong vé chi tiéu Po hoa tan (Amoxicillin).

Theo d6, Cyc Quéan ly Duoc di ycu ciu (‘ong ty ¢d phan duge pham va
sinh hoc y té phdi hcfp vOi o quan kiém tra chiit | ugng, ¢ quan kiém nghiém
thude Nha nuge tién hanh ldy 03 miu b6 sung va giri miu di ldy téi Vién kiém
nghxcm thube Trung vong hodc Vién kiém nghiém thude Tp. 16 Chi Minh dé
kiém tra chét luong ddi vl chi tidu DO hoa tan {Amoxicillin).

Ngay 27/9/2019, Cuc Quéan 1y Duge nbin duge uong vin sb 485/VKNT-
KHTH ngay 25/9/2019 cta Vién kiém nghi¢m thuoc Tp. H6 Chi Minh giri kém
phidu kiém nghiém s6 1484NKN YC2019 va s6 1485/VKN-YC2019 ngay
18/9/2019 béo cdo két qua lay miu bd sung dbi véi 16 thudc vién nén bao phim
AMK 625, sb 16: 99RE02, ngay SX: 09/4/2018, HD: 09/4/2020 néu trén la

khong dat tidu'chudn chat hoong vé chi tiéu B3 hoa tan (Amoxicillin).

Nhu véy 16 thude vién nén bao phim AMK 625, SBK: VN-10135-10, sd
[6: 99R00Z, ngay SX: 09/4/2018, HD: 09/4/2020 néu uén duge xac dinh la vi
pham mirc d 2.

Cuc Quan lv Duge thong béo:

I Thu hdi toan qudce thude vién nén bao phim AMEK 625, SDK: VN-
10135-10, sb 16: 99R002, ngay S¥X: 09/4/2018, HD: 09/4/2020 do Cong ty R.X.
Manufacturing Co., Ltd. (Thaitand) sén xudt, Cong ty cd nhan duoc pham va
sinh hoc y té nhap khiu.
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2. Cong ty ©b phin duge pham va sinh hoe v € phdi hop vai nhd cung olip
va phan phdi thude phai:

+ Trong thot han 48h ké vr ngdy ky cong van niy, gl thong bio tha hoi
161 cac co s& ban budn, bin 16, sit dung thude vién nén bao phim AMK 623,
SPK: VN-10135-10, 55 16: 99R002, ngay SX: 09/4/2018, HD: 09/4/ 2020 do
Cong ty R.X. Manummunnu Co., L. {Thailand) san xudt, Cong ty b ph:m
duoc pham va sinh hoe v té nhip khdu va tién hanh thu hdi toan bd 16 thude
khong dat tiu chudn chat luong néu trén.

+ Gt bie cdo thu hdi vé Cye Quian Iy Dmm rrong vong 18 ngay ké tr
ngfw ky cOng van ndy, hd so thu hdi bao ﬁom b luong nhip khaw, ngdy nhip
khdu, s6 lugng thu hoi, cac bing chimg vé viée thue hién thu héi tai cic co sG
ban budn, ban 18, st dung dd mwa thude theo quy dinh i Thing Lr 50
112018/ TT-BYT ngdy 04757018 eia B ¥ & quy dinh ve ¢h it hromp thuds,
nguyen figu lam thude.,

3. 8¢ Y té cac tinh thanh pho trye thude Trung wong, Y 1é cde nganh
théng bao cho cde co 56 kinh doanh, sir dung thude thu hdi 18 thude khong dat
chit fuong néu trén, kidm tra vh gidm sit cae don vi thire hién théng blo nay; xa
lv nhitng don vi vi pham theo quy dinh hi¢n hanhb; bdo cdo v & Cue Quan Iy Duge

v cde co gquan chire ndng <6 lién quan.
484 Y té Tp. HQ Chi Minh kiém tra va gim sdt Com__, ty e phan dure
phim v sinh hoc y té thyc hidn vige thu héi va xir 1y thude bi thu hdi theo quy

dinh.

Cue Quan Iy Duoe thing béo Jé cde don vi Bict va thwre hiéns,
N b KT. CUC TRUONG
- Nt teén, PHO CUC TRUONG

- Cue trdng Vi Tudn Criog (86 bick

< VEN thude TW, VKN fhude Tpo HOM,

- Oy Quan Y - Ba qude phing ;

Coe Y té- Bo Cong am

Cuc ¥ & GTVT - Ba GTVT;

- Cie phing BT, QLKDD, Phap ché-Thanh 22, Websio -
Cus QLI

- Mehit tagde Phoong Lign (6 87 duinmg Nhoo Son, pludng

Che Léu, Tp. Lao Cai, tinh Lao Caid{dd thue hiégnk

Luw: Vi, CLADT.
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