BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPoc lip — Ty do — Hanh phiic
86: 5 77S7QLD-KD Ha N6i, ngdy 4§ thang 4 ndm 2019
V/v ¢4m bdo cung tmg thubc
Kinh gtri:

- S& Y té c4c tinh, thanh ph6 tryc thufc Trung uong;
- Céc Bénh vién, Vlg’n cé giudmg bénh trire thude Bé.
(Sau day goi tat la Don vi)

Cuc Quaén ly Dugc nhén dugc bao cdo tir Vin phbng dal dién Bayer tai Thanh
pho Hb Chi Minh vé viéc tam ngimg cung ung mét sb thudc da c6 glay dang ky
luu hanh tai Vn;t Nam do nha méy sé.n xuét tién hanh nang cip, hién dai héa céc
day chuyén va quy trinh sén xuét, bao gdm céc thubc sau:

o X Hoat chét, S6 giéy dﬁng Khoing thdi gian gidn
TT | Tén thuoc ham lwgng | ky luu hanh doan cung img
; | AdalatLA | Nifedipine | 115757 150 | 18/8/2018 - 13/4/2021
20mg 20mg
o | AdalatLA | Nifedipine | (000365 17 | 01/01/2018 — 13/4/2021
30mg 30mg
g | AdalatLA | Nifedipine | (10386 17 | 27/8/2018 - 13/4/2021
60mg 60mg
4 Xarelto Ri"%‘;;fzban VN-19014-15 | 07/02/2019 — 25/4/2019
5 | Ciprobay 500 | CPTOHlOXacin | 14600-11 | 28/12/2018 ~22/8/2019
500mg
g | Clucobay Acarbose | (5493017 | 12/8/2018 - 11/01/2020
100mg 100mg

1. Lién quan dén tinh hinh cip phép luu hanh d6i voi cac (hube ¢6 cling hoat
chét, ham lugng véi cac thuoc trén, Cuc Quan Iy Dugc cung cép théng tin nhu sau:

1.1. Pbivéi céc fhude chua leedlpme ham lugng 20mg, 30mg, 60mg:

- Thudc chira leedlpme ham lugng 20mg: hién c6 02 thudc trong nude va
01 thube nude ngoa1 duigc cap glay :déng ky Iuu hanh tai Viét Nam:

+ Nifedipin T20 Stada retard SPK: VD-24568-16 do Coéng ty TNHH LD
Stada ~ Viét Nam ding ky/ san xuit;

+ Nifehasan 20 Retard, SDK: VD-32593-19 do Céng ty TNHH Hasan-
Dermapharm ding ky/ san xuit;

+ Adalat retard, SPK: 20387-17 do Bayer (South East Asia) Pte., Ltd ding
ky, Bayer Pharma AG sén xuét.

- Thudc chira Nifedipine ham lugng 30mg: hién c6 01 thudc nuéc ngoai duge
chp gidy dang ky luu hanh tai Viét Nam: NifeHexal 30LA, SPK: VN-19669-16 do
Novartis (Singapore) Pte Ltd ding ky, Lek Pharmaceuticals d.d (Slovenia) san xut.
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- Thude chita Nifedipine him lirgng 60mg: hign chira c6 thudc ndo o6 ciing

hoa,tchﬁt,himluqngduqccépgx y dng k¥ Iuu hinh tai Viét Nam,
1.2, Bbi v&i céo thube chita Rivaroxaban 20mg; Hién chl o6 thubc Langitax
20, SDK: VD-19000-18 do Chi nhinh Céng ty CP dupe phim Phang Phii ~ Nbia
may shn xvht duge phiin Usarichpharm sin xuft duge chp pifly &g kY hm hénh
tai Viét Nam.
1.3, D8i véi thubic chita Ciprofloxacin 500mg: Higa o6 nhiln thude cing hogt chit,
hiim huong trong nuée v nirbe ngoli duge cép gifly déing ky hra hirh tai Vigt Nam,

1.4. Bbi v6i thube chita Acarbose 100mg: Hién o6 nhidu thube khde clng
hoat chét véi céo him Jrgng 50mp/ 100fig sén xufit trong mrbe holic nude ngodi
cb thé sir dung thay th flube Glucabay 100mg;

2, D& dim bio cung ng & thubc cho nhu chu didu trf cie nhén din, Cyo
Quén 1y Dugo &2 nght: |

2.1, 5&'Y t£ céo tinh, thinh phé tryc thube Trang 1

~ Chi 8g0 ¢4t 60 s shin xukt, Kink doanh, nhgp Khu thuéc déng trén dja bin
06 ké houch dy tri¥, cung mg dhy 44, kip thdi thulc cho i chu dicu trj.

- Chi.dgo céc co s¢ khdr chita bénh tén d;a bén chil dong lién h§ kip thdi voi
ofic- don vi nhap khfin, cung tmg 48 k§ hop b ng, ahu thhu, mua sim (bao ghm c
céc bién phip chit d6ng thay th% thudc khi ngu 1 cunig hign tal bj thidu hyt) nhfm
dam bao Kip thési o6 dit thubc cho nhu chu didu t.

2.2. Céc Bénh vién, Vién c6 gurfmg bénh trye thude B6 Yr

- Chﬁ dgng lién, he kip thcn v&i cde don vi nhip khiu, cung g dé y liop
ddng; d4u thin, mua sim (bao gom ca cdc bién phdp chii dong thay thé {huoe khl
ngu 1 cung hlen tai bj thidu hut) nlifim d4m béo kip théi 66 di thude cho nhu ciu
dleu tr.

23. Trong qué trinh trién khai néu o6 khé khiin, vuéng mac aé nphj cac Pon
vi bdo céo v& Cue Quin ly Duge (theo dia clu‘ 138A Gléng Vo, Ba Dinh, Ha Néi
va hom thi: glkinhdoanh.qld@moh. gov vn) d€ dugc glat quyét theo gy dmh

Cuc Quan 1y Duge thong bao d8 chc Don vj biét va chit dao cie don vi thue
hién./,

Noi nhin;
. Nhu ﬁ'éﬂ,
- B trudmg Nguyén Thi Klm Tién (48 b/c);
- Ce Thir trudmg BYT (48 ble)y :
- Cye QLKCB (d¢ Plh):— o
- Cic Ph6 Cyc treémg (48 p/hqp chi dao),
= VPDD Biyer tai TP. HCM;
- Céng thong tin dl@l’l ti cia BO Y t6;
- Website cia Cyc QLD;
- Loz VT, KD.




