UBND TINH AN GIANG CONG HOA XA HOI CHU NGHIA VIET NAM
SOYTE Péc lap - Tu do - Hanh phiic
$6214 /SYT-NVD An Giang, ngay /16 thang 7 nam 2025
V/v dam bao cung img

thudc chita hoat chat
Methylphenidat HCI

- Cac co s& kham bénh, chita bénh trong tinh;
- Céc Doanh nghi€p kinh doanh dugc trén dia ban tinh.

Dugc vé viéc ddm biao cung vmg thudc chira hoat chét Meﬂlylphemdat
hydroclond.

Theo d6, Cong ty TNHH Johnson & Johnson (Viét Nam) da c6 thong bao
dén Cuc Quan 1y Duogc vé kha nang thifu tam thoi thudc Concerta
(Methylphemdat hydroclorid 36mg, 001112785724) du kién tir thang 06 dén
thang 09 nam 2025 do nhu ciu trén toan ciu tang Ién vi mot s& yéu t6 két hop
nhu viéc phé duyét chi dinh méi, han ché vé san xuit lién ‘quan dén ngudn
nguyen liéu, nang luc san xuat va phan bé. Hién, nha san Xuét dang thuc hién
nang cao ning hrc san xuit, nd hre dap ung nhu ciu thudc trén toan cau.

Doi véi thude co chira hoat chit Methylphenidat hydroclorid, theo dit liéu
tra ciru tai trang hitps:/dichvucong.dav. gov. vi/congbothuoc/index, hién tai co
06 thudc chira hoat chat nay d3 duoc cép gidy dang 1y luvu hanh tai Viét Nam con
hiéu luc.

Dé dam bao san sang cung mg du thudc cho nhu ciu kham chira bénh, S&
Y té yéu cau cac Pon vi thuc hién médt sé viéc nhu sau:

L D6i véi cac co s& kinh doanh, nhap khiu thudc lién hé véi cic co s&
san xuit thudc c6 chira hoat chit Methylphenidat hydroclorid dé tim thudc thay
thé, c6 ké hoach cung img day du, kip thoi thudc cho nhu ciu didu tri.

2. Péi véi cac co sé kham bénh, chira bénh trén dia ban cha dong lién he
kip thoi v61 cac don vi nhap khéu, cung vmg dé ky hop dong, dau thau, mua sim
(bao gdm ca cac bién phap chii dong thay thé thubc khi nguon cung hlen tai b1
thiéu hut) nhim dam bao kip thi ¢é di thude cho nhu ciu didu tri/.

KT. GIAM bOC
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H6 Viin Diing

Noi nhan:

- Nhur trén:

- Lanh dao SYT (dé b/c);
-Luu: VT, NVD, vttieng.
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Ky béri: CUC QUAN
LY DUGC
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B ““CUC QUAN LY DUGC Péc lip - Tw do - Hanh phiic

S6:1964 /QLD-KD Ha Ngi, ngdy 10 thang 07 nam 2025
V/v dam béo cung g thudc chira
hoat chit Methylphenidat HCI

Kinh gui:
-S& Y té cac tinh, thanh phd tryc thudc Trung wong;
- C4c Bénh vién, Vién c6 giuong bénh truc thude BO.
(Sau déy goi tit 1a cac “Don vi”)

Cuc Quén 1y Dugc nhan dugc Van thu & VN-LTR-CQ-004-2025-IM dé
ngay 09/6/2025 ctiia Cong ty TNHH J ohnson & Johnson (Viét Nam) vé viéc thong
bao kha ning thiéu tam thdi thubc Concerta (Methylphenidat hydroclorid 36mg)
tai thi truong Viét Nam.

Theo do6, Cong ty TNHH Johnson & Johnson (Viét Nam) thong bao vé kha
ning thiéu tam thoi thuoc Concerta (Methylphenidat hydroclorid 36mg,
001112785724) du kién tir thang 06 dén thang 09 nam 2025 do nhu céu trén toan

cAu ting 1én vi mdt sd yéu to két hop nhu viéc phé duyét chi dinh mai, han ché vé
san xuat lién quan dén nguon nguyén liéu, nang luc san xuat va phan bo. Hién,
nha san xuit dang thuc hién nang cao nang lyuc san xuit, nd luc dap Gng nhu cau

thuoc trén toan cau.

D&i voi thube co chira hoat chit Methylphenidat hydroclorid, theo dir liéu
tra clru tai trang https://dichvucong.dav.gov.vn/congbothuoc/ index, hién tai co 06
thubc chira hoat chat nay da dugc cip gidy ding 1y luu hanh tai Viét Nam con
hiéu luc (Phu luc dinh kem).

Pé dam bao san sang cung ung du thudc cho nhu cau kham chira bénh, Cuc
Quaén ly Dugc dé nghi:

- Céong ty TNHH Johnson & Johnson (Viét Nam) phdi hop véi nha sin xuat
ting cuong hoat dong san xuit dé dam bao nguodn cung cla thubc Concerta, xay
dung va thuc hién ké hoach cung tng thubc phuc vu nhu cau diéu tri bénh.

_S& Y té cac tinh, thanh phd tryc thudc Trung wong:
+ Chi dao céc co s& kinh doanh, nhép khéu thudc trén dia ban lién hé v6i cac
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co s& san xuét thude co chira hoat chat Methylphenidat hydroclorid dé tim thudc
thay thé, c6 ké hoach cung tmg day du, kip thoi thudc cho nhu cau diéu tri.

+ Chi dao céc co s& kham chita bénh trén dia ban chu dong lién hé kip thoi
v6i cac don vi nhap khéu, cung img dé ky hop dong, d4u thau, mua sém (bao gdm
¢4 céc bién phap chii dong thay thé thudc khi ngudn cung hién tai bi thiéu hut)
nhim dam bao kip théi c6 di thubc cho nhu ciu didu tri.

- Cac Bénh vién, Vién co giuong bénh truc thude B Y té chu dong lién hé
kip thoi véi cac don vi nhdp khéu, cung img d& ky hop dong, dau thau, mua sam (bao
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gdm ca cac bién phap chi dong thay thé thudc khi ngudn cung hién tai bi thiéu hut)
nham dam bao kip thai cé da thude cho nhu cau dicu tri.

Trong qué trinh trién khai néu ¢ kho khin, viréng mic, dé nghi cac Pon vi
bao cdo vé Cuc Quan ly Dugc (theo dia chi : 138A Giang Vo, Ba Pinh, Ha Noi1 va
hom thu: glkinhdoanh.qld@moh.gov.vn) d€ duoc gidi quyét theo quy dinh.

Cuc Quan Iy Duogc thong bao dé cac Don vi biét va chi dao cac co sd thuc hién./.

Noi nhgn: KT. CUC TRUONG

- Nhur trén; 7
- CT. Vii Tun Cudmg (dé b/c); PHO CUC TRUONG

- Cuc QLKCB (dé p/h);

- Cong ty TNHH Johnson & Johnson (Viét Nam);
- Website cua Cuc QLD;

- Phong BKT (dé p/h);

- Luu: VT, KD.




DANH MUC THUOC CH

Phu luc

{’A HOAT CHAT METHYLPHENIDAT HYDROCL

GIAY PANG KY LUU HANH TAI VIET NAM
(Kém theo Céng vin so 1964 /OLD-KD ngay10 thang 07 nam 2025 cua Cuc Quan ly Durgc)

ORID CON HIEU LUC

TT | Tén thuoc Hoat chat Bao ché Déng gbi S6 GPKLH, hiéu lyc | Cong ty ding ky Nha sdn xuat

1 | Concerta Methylphenidat | Vién nén | Chai chira 30 vién | 001112785824  (VN- | Cong ty TNHH | Janssen Cilag Manufacturing
hydroclorid phong thich 21035-18), Johnson & Johnson | LLC  (Co  s¢ déng  gon:
18mg kéo dai 12/08/2029 (Viét Nam) AndersonBrecon Inc; Co s kiém

tra chat lugng d€ xudt Xuong 16
thude: Janssen Ortho LLC)

2 | Concerta Methylphenidat | Vién nén | Chai chira 30 vién | 001112408923, Cong ty TNHH | Janssen Cilag Manufacturing
hydrochlorid phong thich 19/10/2028 Johnson & Johnson | LLC  (Co  s& déng goi:
27mg kéo dai (Viét Nam) AndersonBrecon Inc; Co sérkiém

tra chat luong & xuét xuong 16
thubc: Janssen Ortho LLC)

3 | Concerta Methylphenidat | Vién nén | Chai chtra 30 vién | 001112785724  (VN- | Cong ty TNHH | Janssen Cilag Manufacturing
hydroclorid phong thich 21036-18), Johnson & Johnson | LLC  (Co  s&  dong gou:
36mg kéo dai 12/08/2029 (Viét Nam) AndersonBrecon Inc; Cosd kiém

tra chat luong d€ xuat xuong 16
thudc: Janssen Ortho LLC)

4 | Medikinet | Methylphenidate | Vién  nang | Hop 3 vix 10 vién | 400112029423, Hyphens Pharma | Medice Arzneimittel Pltter
MR  5mg | hydrochloride giai  phong 02/03/2028 Pte.Ltd - | GmbH & Co. KG - Germany
capsules Smg bién ddi Singapore

5 [ Medikinet | Methylphenidate | Vién ~ nang | Hop 3 vix 10 vién | 400112029223, Hyphens Pharma | Medice Arzneimittel Putter
MR 10mg | hydrochloride giai  phong 02/03/2028 Pte.Ltd - | GmbH & Co. KG - Germany
capsules 10mg bién do6i Singapore

6 | Medikinet | Methylphenidate | Vién ~ nang | Hop 3 vix 10 vién | 400112029323, Hyphens Pharma | Medice Arzneimittel Putter
MR 20mg | hydrochloride giai  phong 02/03/2028 Pte.Ltd - | GmbH & Co. KG - Germany
capsules 20mg bién doi Singapore .
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