2 Kybo Cuc Quan

BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap — Tu do — Hanh phuc
Sb: 8342 /QLD-KD Ha Néi, ngay 28 thang 07 ndm 2023

VIV cung tng thube trong diéu tri
bénh tay, chan, miéng

Kinh gtri:
- Céac Bénh vién, Vién c6 giwong bénh tryc thudc BJ;
- S& Y té cAc tinh, thanh phé truc thudc Trung uong;
(Sau day goi tat 1a “cac Pon vi”)

Tiép theo Cong van s0 6673/QLD-KD ngay 26/06/2023 ctia Cuc Quan ly Dugc
vé.viéc cung tng thudc Immunoglobulin, hién nay Cyc Quan ly Duoc tlep tuc nhan
duoc cac Cong van ctia mot s0 SO Y té tinh, thanh pho. HO Chi Minh, Can Tho, Bac
Liéu, Bong Thap, An Giang, Ba Ria — Viing Tau vé viéc gap kho khan trong cung
tmg thude Immunoglobulin va thuéc Phenobarbital dé diéu tri bénh tay, chan, miéng
khi tinh hinh céc ca bénh tay, chan, miéng dang ting cao tai cac tinh/ thanh phd phia
Nam. Cuc Quan Iy Dugc c6 ¥ kién nhu sau:

1. V& tinh hinh cung @ng thuéc Immunoglobulin:

Hién nay, c6 13 thuéc Immunoglobulin duoc cap gidy dang ky luu hanh con
hiéu luc tai Viét Nam. Tuy nhién theo b4o c&o caa co sé kham chira bénh, viéc thiéu
thudc chira Immunoglobulin tai cac co sé khdm bénh, chira bénh da bat dau xay ra tir
thang 9-10 nam 2022 dén nay. Nguyén nhan thiéu thudc la do cac nha cung tng trdng
thau nhung khong c¢6 ngudn hang cung cap hoac cac nha cung cap khong thé tham duy
thau rong rai va cac goi thau bd sung hoac néu c6 tham dy thi chi vai s6 luong rat han
ché do ngudn nguyén liéu va san pham thiéu hut trén toan thé gisi, gia tang so vai gia
thudc da trang thau tai Viét Nam. Trong khi d6, nhu cau st dung Immunoglobulin tai
bénh vién tang do tinh hinh bénh tay, chan, miéng dién bién phuc tap, sb luong bénh
nang tang dot bién.

Pé dam bao cung tmg kip thoi du thudc cho nhu cau diéu tri trong giai doan
tam thoi chua c6 du nguén cung tng thudc Immununoglobulin di v&i thude da duge
cap gidy dang ky luu hanh con hiéu lyc tai Viét Nam, ngay 25/07/2023, Cuc Quan ly
Dugc da cap Gidy phép s6 8146/QLD-KD vé viéc nhap khau thude Immunoglobulln
chua c6 Giay ding ky luu hanh theo quy dinh tai Diéu 68 Nghi dinh s6 54/2017/ND-

CP dé dap Umg nhu cau diéu tri dic biét cua co sé kham bénh, chita bénh. Thong tin
cu thé cua thudc nhap khau nhu sau:

- Tén thu6c: IMMUGLO;
- Dang bao ché: dung dich tiém truyén tinh mach;
- Quy cach déng goéi; hop 1 1o 100ml;

- Hoat chat, ham luong: mdi hop 100ml chia 5g (50g/L) Normal
Immunoglobulin (Immunoglobulin G > 95%; Ham lugng IgA < 30mg/L);
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- Co s& san xuét: Ichor Biologics Pvt. Ltd. - An Dg;

- Co s nhap khau: Cong ty C6 phan Dugc pham Trung wong CPC1
- S6 luong cap phép: 15.000 lo.

2. Vé tinh hinh cung tng thudc Phenobarbital:

Hién nay, ¢6 01 thudc Phenobarbital do Cong ty C6 phan Duoc Danapha san
xuét duoc cép Giéy dang ky Iuu hanh con hi¢u luc tai Viét Nam. Cuc Quan 1y Dugc
d3 cap phép dé co so nhap khau nguyén liéu Phenobarbital dé san xuat thudc cung
ung cho cac'co s¢ kham bénh, chira bénh.

Ngoai ra, Cuc Quan 1y Dugc dd cip phép cho Cong ty C6 phan Duoc pham
Trung wong CPC1 nhap khau thudc tiém chira hoat chat Phenobarbital chua co Gidy
dang ky luu hanh theo quy dinh tai Diéu 68 Nghi dinh s 54/2017/ND-CP dé dap ung
nhu cau diéu tri dic biét cia co sé kham bénh, chita bénh. Thong tin cu thé cta thudc
nhap khau nhu sau:

- Tén thudc: Barbit injection 1ml;

- Dang bao ché: dung dich tiém;

- Quy cach dong goi: hop 5 dng thuy tinh 1ml;

- Hoat chat, ham luong: Phenobarbital 200mg/ml;

- Co s& san xuét: Incepta Pharmaceuticals Ltd - Bangladesh;

- Co s nhap khau: Cong ty C6 phan Dugc pham Trung wong CPC1
- S6 luwong cap phép: 21.000 ong.

3. bé dam bao cong tac cung ung du thudc cho diéu tri bénh tay, chan, miéng,
Cuc Quan Iy Duogc dé nghi cac Pon vi khan truong thuc hién/ chi dao thuc hién:

CAac co s& kham bénh, chita bénh c6 nhu cau sir dung thude kip thoi, chu dong
lién hé voi c4c co so nhap khau, cung Gmg thude dé duy tru, dit hang, mua sam va du
trit thudc theo diing quy dinh.

‘ Trong qua trinh thyuc hién, néu ¢ kho khan, vuong mc, df% nghi cac don yi bao
cao vé Cuc Quan ly Duoc (1384 Giang V6, Ba Dinh, Ha Noi) dé dugc giai quyét theo
quy dinh.

Cuc Quan 1y Dugc théng bao dé cac don vi biét va thuc hién./.

Noi nhén: KT. CUC TRUONG
-Nhutrén; ]i“'iO CUC TRUONG
- B§ trudng (dé b/céo); YA s \

- Cac Thu truong (dé b/c);

- CT. Vii Tuan Cudng (dé b/c);
- Cuc Quén 1y KCB (dé p/hop);
- Luu: VT, KD (MA).
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