UBND TINH THANH HOA CONG HOA XA HOI CHU NGHIA VIET NAM
SOY TE Poc lap- Tu do- Hanh phuc

Sé: 432 /SYT-QLD Thanh Hoa, ngay 74 thang 4 nam 2019
. [N -

V/v dam bao cung g thudc phuc
vu nhu cau diéu tri

Kinh gtri: Cdc co s& kinh doanh, st dung thudce trong tinh.

Cin cir Coéng van sd 5775/QLD-DK ngay 18/4/2019 cua Cuc Quén Iy

Dugc - BO Y té vé viéc dam bao cung ting thude.

Theo thong bdo ciia Cuc Quan Iy Duoc - Bo Y té tai cong vin néu trén,
hién nay mot sd thude cha hing Bayer dang luvu hanh tai Viét Nam xin tam
nglmg cung Gmg dé ning cap, hién dai hoa day chuyén va quy trinh san xuit. Pé
dam bao cung tng du thude cho nhu cau diéu tri cia nhan déan trong tinh, S&'Y
té dé nghi:

- Céc don vi san xudt, kinh doanh, nhédp khau thude dong trén dia ban ¢o ké
hoach du trlr, cung Ung dﬁy du, kip thoi thuéc cho nhu cau diéu trl;

- Cac co s¢ kham chira bénh trén dia ban chu dong lién hé kip thai véi céc
don vi san xuit, kinh doanh, nhap khau thude trong tinh dé t6 chie mua sam,
cung ting thudc (bao gdm ca cac bién phip chu ddng thay thé thudc khi ngudn
cung hién tai b thidu hut) nham dam bao Kip thoi ¢ du thude phuc vu diéu tri.

(Cong van s6 5775/QLD-BK ngay 18/4/2019 cua Cuc Quan 1y Duge - BO Y

e, duge gui kém Cong van nay).

SaY té thong bao dé cac don vi duoc biét va trién khai thuc hién./.
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CUC QUAN LY DUQC
Sé: 5°7.75IQLD- KD

Viv dam béo cung tmg thude

/’

Cuc Quan ly Duoc nhin dugce bdo céo tir Vin phong
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- Cac Bénh vién, Vién c6 giudng bénh truc thift
(Sau ddy goi tat [ad Don vi)
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Carurer bayertar1manh

phd Hb Chi Minh vé viéc tamn nglmg cung tng mot s6 thube da cé gidy dang ky
luu hanh tai Viét Nam do nha may san xuét tién hanh nang cép, hién dai hoa cic
day chuyen va quy trinh san xuét, bao gdin céc thudc sau:

o . e |
TT | Tén thuée Hoat chat, Sq gidy d‘ang Khoang thoi glz’m gidn
ham luong ky luu hanh doan cung ing
p | AdalatLa Nifedipine -y 15707.12 | 18/82018 - 13/4/2021
20mg 20mg
o | AdalatLA - Nifedipine |\ 03es 17 1 01012018 - 13/4/2021
30mg 30mg
3 | AdaltLA | Nifedipine |y onies 17 | 27/82018 - 13/42021
60mg 60mg
4 Xarelto R‘Vfg‘l’;{;ba“ VN-19014-15 | 07/02/2019 ~25/4/2019
5| Ciprobay 500 | C1PROHOXaCn <\ 000 11 | 28/12/2018 - 22182019
S00mg
g | Glucobay Acarbose |\ 50230-17 | 12/8/2018 ~ 11/01/2020
| 100mg | 100mg

1. Lién quan dén tinh hinh cap phép luu hanh déi vai cde dwde ¢o cung hoat
chit, ham luong véi cac thuée trén, Cuc Quan Iy Duge cung cap théng tin nhu sau:
[.1. Péi v6i céc thube chira Nifedipine ham lugng 20mg, 30mg, 60mg;

- Thudec chia Nifedipine ham luong 20mg: hién c¢é 02 thude trong nudc va
01 thude nude ngoai duoc cép gidy dang ky [wu hanh tai Viét Nam:

+ Nifedipin T20 Stada retard, SPK; VD-24568-16 do Céng ty TNHH LD
Stada — Viét Nam ding ky/ san xuét;
+ Nifehasan 20 Retard, SPK: VD-32593-19 do Cong ty TNHH Hasan-
Dermapharm dang ky/ san xuat;
+ Adalat retard, SDK: 20387-17 do Bayer (South East Asia) Pte., Ltd ding
ky, Bayer Pharma AG san xuét.
- Thubc chira Nifedipine ham lugng 30mg: hién ¢6 01 thude nudc ngoai dugce
cp gidy ding ky luu hanh tai Viét Nam: NifeHexal 30LA, SPK: VN-19669-16 do
Novartis (Singapore) Pte Ltd dang kv, Lek Pharmaceuticals d.d (Slovenia) san xuft.
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- ffhuéc chua Nifedipine ham luong 60mg: hién chua c6 thudce nao co cling
hoat chat, ham luong dugc cap gidy dang ky luu hanh tai Viét Nam.

1.2. D&i v6i céde thude chira Rivaroxaban 20mg: Hién chi ¢6 thude Langitax
20, SDK: VD-19000-18 do Chi nhdnh Céng ty CP dugc pham Phong Pht — Nha
mdy san xuat duoc phdm Usarichpharm san xuit duoc cap giay ding ky luu hanh
tar Viét Nam.

1.3. Dbivéi thude chira Ciprofloxacin 500mg: Hién c6 nhidu thube ciing hoat chét,
ham luong trong nude va nude ngodi duge cdp gigy dang ky luu hanh tai Viét Nam.

[.4. Dbi voi thube chira Acarbose 100mg: Hign c6 nhiéu thudc khac clng
hoat chét v6i cac ham luong 50mg/ 100mg san xudt trong nude hodc nudc ngoai
¢6 thd sir dung thay thé thudc Glucobay 100mg.

2. Dé dam ‘bao cung ng dG thude cho nhu ciu diéu tri cta nhén dan, Cuc
Quan ly Dugc dé nghi:

2.1. 86 Y té cac tinh, thanh phé truc thude [rung uong:

- Chi dao cac co s san xuét, kinh doanh, nhép khau thuoc dong trén dia ban
c6 ké hoach dur tri, cung umg day du, kip thoi thude cho nhu cdu diu tr.

- Chi dao cic co s kham chira bénh trén dia ban chu dong lién hé kip thot vl
cac don vi nhdp khau, cung mg dé ky hop dong, dAu thdu, mua sdm (bao gdm ca
cdc bién phép chu déng thay thé thube khi nguon cung hién tai bi thiéu hut) nhim
dam bao kip thoi co du thude cho nhu cau diéu tri.

2.2. Cac Bénh vién, Vién c6 giuang bénh truc thude B§ Y:

- Chu dng lién h¢ kip thoi voi céae don vi nhap khdu, cung tmg & ky hop
dong, dAu thiu, mua sim (bao gdm ca cic bién phap cbi déng thay thé thube khi
ngudn cung bién tai bi thiéu hut) nhim dam béo kip thoi c6 du thudc cho nhu cau

diéu tri.

2.3. Trong qua trinh trién khai néu co khé khin, vudng mic, dé nghij cic Don
vi bao cdo vé Cuc Quan ly Dugc (theo dja chi: 138A Giang Vo, Ba Pinh, Ha N&i
va hom thu: glkinhdoanh.gld@moh.gov.vn) dé duoc gial quyét theo quy dinh.

Cuc Quéan ly Dugc théng béo dé cac Don vi biét va chi dao cdc don vi thuc
hién./.
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