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S6:4450/1SYT-NVYD Kién Giang, ngay G thdng 5 nam 2022
V/v thu héi Glay déang ky
lru hanh thude tai Viét N'im
% fo ¢ dbi voi 21 thude dugce cép

gifly ding ky luu hanh.
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- Céc co quan, don vi thudc va truc thude SO Y té:
- Cac co so kmh doanh dugc trén dia ban tinh.

(hU_"L‘"' (Sau ddy goi tdt la cde Pon vi)

Ngay 27/04/2022, Cyc Quan ly Dugc — BO Y té ban hanh Quyet dinh s6
222/Qb- QLD vé viéc thu hoi Gidy dang ky luu hanh thubc tai Viét Nam dbi véi 21
thuée duoge cép gidy dang ky luu hanh, Quyét dinh nay c6 hiéu luc ké tir ngay ky
ban hanh (@inh kém),

So Y té dé nghi cde Pon vi té chire trién khai noi dung Quyét dinh néu trén
dén khoa, phong, bd phén c6 lién quan tai Pon vi duoc biét va thuc hién.

Trong qfja trinh thuc hién, néu ¢ vudng méc, dé nghi cdc co quan, don vi kip
thoi phan anh Ve S Y té (qua Phong Nghiép vu Y duoc) dé duoge huéng din, thuc

hién./.
Noi nhin: Al KT. GIAM POC
- Nhur trén; A H AMD
- GP va céc PGP SYT; P K) GIAM POC
- Trang thong tin dién tr SYT; P 2
- Trang HSCV;

- Luu: VT, NVYD, ttloc.

D6 Thién Tung
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Toh, Soee  BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

“s CUC QUAN LY DUQC Péc 1ap — T do — Hanh phiic

s$é: 222 /QP-QLD" Ha Ngi, ngay 27 théng 04 ném 2022
) QUYET PINH
_ Ve viée thu hm Glay ding ky Iuu hanh thudc tai Viét Nam déi véi 21 thube

/MJJ/ ? 5 ' dwge cap gidy ding ky lwu hanh

; = i » . X
’7/ g CUC TRUONG CUC QUAN LY DUQC

Can cu Luat Duge ngay 06 thang 4 nam 2016,
i €m1'Tr 'Nghi dinh 54/2017/ND-CP ngay 08/05/2017 ciia Chinh phu quy dinh

Chz tzet mét 56 diéu vé bién phap thi hanh Ludt duoe;
Can cir Nghi dinh 56 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phu sita
doi mét sé quy dinh lien quan dén diéu kién dau tw kinh doanh thudc pham vi quan

: ny nha nude ciia B Y té;

Can cir Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 ciia Chinh phi quy dinh
chirc nang, nhiém vu, quyen han va co cau 16 chire ciia B Y té;

Can cir Théng tu s6 32/2018/TT-BYT ngay 12/11/2018 ciia B¢ truéng B Y té
quy dinh viéc dang ky luu hanh thuoe, nguyén liéu lam thudc;,

Cién cir Quyét dinh sé 7868/QD BYT ngay 28/12/2018 cua B truong Bo Y té
quy dinh chirc nang, nhiém vy, quyén han va co cdu t6 chire cia Cuc Quadn ly duoc
thugc B Y té,

Cén cir don d@é nghi thu hoi gidy ding ky heu hanh thuéce tai Viét Nam ciia cdc
co s¢ ding ky thuée;

Xét dé nghi ciia Truong phong Phong Pang ky thuée - Cuc Quan Iy Duoc,

QUYET PINH:

Piéu 1. Thu hdi Gidy ding ky luu hanh thudce tai Viét Nam dbi véi 21 thude
duge cap gidy dang ky luu hanh, cu thé sau day:

1. Co s¢ ding ky thudc: Saint Corporation (B/c: Academy Tower, Rm #718,
719, 118 Seongsui-ro, Seongdong-gu, Seoul - Korea)

1.1. Co s& san xuét thue: Kolmar Pharma Co., Ltd. (B/c: 93, Biovalley2-ro,
Jecheon-si, Chungcheongbuk-do - Korea)

STT Tén thudce Hoat chét, ham lugng Dang bao ché S ding ky

Cao kho 14 bach qua 40
mg

1 | Ganeurone Vién nang mém VN-18652-15

2 | Itracole capsule Itraconazol 100 mg Vién nang cing VN-19333-15

1.2.Co s san xuit thude: Aprogen Pharmaceuticals, Inc. (B/c: 16, Dumeori-
gil, Yanggam-myeon, Hwaseong-si, Gyeonggi-do - Korea)

STT Tén thudc Hoat chit, ham lugng Dang bao ché S6 ding ky




3 | Anzela Cream Azelaic acid 2000mg/10g | Kem bdi da VN-20454-17
4 Serimole Nasal X \Mometagone. furoate Thube sikmi VN-22032-19
Spray 1 S0meg/lan xijt

Hambangmoe-Ro, Namdong-gu, Incheon - Korea)

1.3.Co s& san xuat thudc: Young Poong Pharmaceutical Co., Ltd. (B/c: 333,

STT Tén thudc Hoat chit, ham luong Dang bio ché S6 dang ky
_‘ Acid Alendronic (dudi
5 | Ossomaxe Tab dang Natri Alendronat) Vién nén VN-20621-17
70mg

_,_QJI‘.'4.C0’ s& san xudt thudc: Korea Arlico Pharm. Co., Ltd. (D/c: 21, Yongso 2-

gil, Gwanghyewon-myeon, Jincheon-gun, Chungcheougbuk-do - Korea)

:--S'TT Tén thude Hoat chét, ham luong Dang bao ché Sb dang ky
6 e s Mecobalamin 0,5mg Vién nang cing VN-21039-18
capsule

1.5.Co s& san xuét thude: Medica Korea Co., Ltd. (B/c: 96, Jeyakgongdan 4-
gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-Do - Korea)

STT Tén thude Hoat chat, ham lugng | Dang bao ché 86 dang ky
Acmolrine - 20 et - 5
Fj Soft Capsule Isotretinoin 20mg Vién nang mém VN-21117-18

Je2gongdan 2-gil, Miyang-myeon, Anseong-si, Gyeonggi-do - Korea)

1.6.Co so san xudt thudc: Withus Pharmaceutical Co., Ltd (Bre: 103,

STT Tén thudc Hoat chét, ham lugng Dang bao ché 86 ding ky
Calsone Film- Eperisone hydroclorid Vién nén bao
8 | coated Tablet 50mg phim YRl

1.7.Co s& san xuét thudc: Korea Prime Pharm. Co.,, Ltd. @k 100,
Wanjusandan 9-ro, Bongdong-eup, Wanju-Gun, Jeollabuk-do - Korea)

STT Tén thubc Hoat chét, ham lugng Dang bao ché SH dang ky
Flunarizine (dudi dang
9 | Fluostine Capsule | Flunarizine Vién nang cting VN-21300-18
dihydrochloride) 5 mg
Levohistil-S M3i 50ml chira: ’
10 Solution Levocetirizine Dung dich udng VN-21956-19
hydrochloride 0,025g

2. Co s& dang ky thubc: AstraZeneca Singapore Pte., Ltd. (D/c: 10, Kallang
Avenue #12-10 Aperia, Singapore 339510 - Singapore)




3.1. Co s& san xuét thudc: AstraZeneca UK Ltd. (P/c: Silk Road Business
Park, Macclesfield, Cheshire, SK10 2NA - United Kingdom)

STT Tén thude Hoat chat, ham lugng Dang bao ché S6 dang ky
11 | Seroquel XR & éﬁ;ﬁiiigiﬁ gﬂ&iigéa)l]:zgoo :g‘lzg ‘;{Z‘; zgf’“g VN-18757-15
2 Seroggeﬁ{R §£§32§1§ gﬂrgsnfoo bisisnat B R
cy o ¥R §£§22§:2 (fﬁrﬁ-fﬁnfoo Xlllz?l ’ll‘zg ng’ng VN-18759-15

14 | Seroquel XR §§§33§12 g’gié:r:ta)nsgo t\{]‘lzﬁ EZ'; ngmg VN-18760-15

3.2.Co s& san xudt thudc: AstraZeneca Pharmaceuticals LP (D/c: Newark, DE
19702, USA - USA)

STT Tén thudc Hoat chét, ham luong Dang bao ché Sé ding ky

Seroquel XR (co

s¢ dong goi:

AstraZeneca

Pharmaceutical Quetiapin (dudi dang T ;

15 | Co., Ltd. Pia chi: | Quetiapin fumarat) VIEnnenphong | - e gionie. s

% 3 thich kéo dai

S0 2, duong 200mg

Huangshan, Wuxi,
Jiangsu, Trung

Quoc)

Seroquel XR (co
s¢ dong goi:
AstraZeneca
Pharmaceutical Quetiapin (dudi dang Vit nibn hi
16 | Co., Ltd. Diachi: | Quetiapin fumarat) ERISNDANNE | RSNl as
- . thich kéo dai
S0 2, dudmg 300mg
Huangshan, Wuxi,
Jiangsu, Trung

Quoc)

Seroquel XR (co
s dong goi:
AstraZeneca Quetiapin (dudi dang L :

17 | Pharmaceutical Quetiapin fumarat) t\;ﬁﬁ 11122 Zg?“g VN-18812-15
Co., Ltd. Pia chi: |400mg
S6 2, dudng
Huangshan, Wuxi,




Jiangsu, Trung
Quéc)

Seroquel XR (co
so dong goi:
AstraZeneca
Pharmaceutical

18 | Co., Ltd. Dia chi:
S6 2, duomg
Huangshan, Wuxi,
Jiangsu; Trung

Quéc)
3. Cor s¢ dang ky thudc: Cong ty ¢d phin xuét nhap khau duoc phdm Binh
Minh (B/c: 40 Nguyen Gidn Thanh, gian hang Q1 (trét, lau 1 va toan bé liu 2),
phu'ong 15, quén 10, Tp. Ho Chi Minh - Viét Nam)
4.1. Co s& san xudt thudc: Kolmar Korea (B/c: 245, Sandan-gil, Jeonui-
_myeon, Sejong-si - Korea)

Quetiapin (dudi dang Vién nén phong

Quetiapin fumarat) 50mg | thich kéo dai VN-18813-15

STT Tén thube Hoat chét, ham lugng Dang béo ché SH dang ky
: . Vién nén bao
19 | Etmine Ebastine 10mg : VN-21591-18
phim

4. Co so ding ky thudc: Egis Pharmaceuticals Private Limited Company (P/c:
1106 Budapest, Kereszturi ut, 30-38 - Hungary)

5.1.Co s& san xuit thudc: Egis Pharmaceuticals Private Limited
Company (B/c: 1165 Budapest, Bokényfoldi ut 118-120 - Hungary)

STT Tén thube Hoat chit, ham luong Dang bio ché S dang ky

20 | Tensiomin Captopril 25mg Vién nén VN-21854-19

5. Co s& dang ky thube: Kolmar Pharma Co., Ltd. (D/e: 93, Biovalley2-ro,
Jecheon-si, Chungcheongbuk-do - Korea)

6.1. Co s& san xuit thudc: Kolmar Pharma Co., Ltd. (B/e: 93, Biovalley2-ro,
Jecheon-si, Chungcheongbuk-do - Korea)

STT Tén thude Hoat chat, ham lugng | Dang bao ché S6 dang ky

21 | Bentarcin capsule | Thymomodulin 80mg Vién nang clmg | QLSP-1092-18

Ly do: Cac co s& ding ky thude tu nguyén dé nghi thu hdi gidy dang ky luu
hanh tai Viét Nam.

Diéu 2. Thubc trong nude duoc sén xut trude ngay Quyét dinh nay co hiéu
luc, thudce nuéc ngoai nhip khiu vao Viét Nam hodc thuoc nudc ngoai nhap khau
trong trucmg hop duogc giao hang tai cang di cia nude xuat khau trude ngay Quyét
dinh nay co6 hiéu lyc dugc phép luu hanh dén hét han ding cta thuée. Co s¢ ding




ky thubc, san xuét thudc phai cd trach nhiém theo dai va chiu trach nhi¢m vé chat
lwgng, an toan, hiéu qua ctia thudce trong qué trinh luu hanh.
Pidu 3. Quyét dinh niy c6 hiéu lyc ké tir ngay ky ban hanh.
~ Didu 4. Giam déc 'S¢ Y t€ cdc tinh, thanh phd tryc thue Trung wong, Gidm
dbc nha san xuat Vﬁ co s& dang ky c6 thudc tai Picu 1 chiu trach nhi¢m thi hanh

Quyét dinh nay /

Noi nhdn:
- Nhu Dleu 4,
- BT. Nguycn Thanh Long (dé ble);
-TTr. 6 Xuan Tuyen (dé blc);
- Cyc trudng. (dé b/c);
- Cuc Quin. Y - Bo Quéc phong; Cuc Y té - BQ Cong an;
Cuc Y té Giao thong vén tai - Bo Giao thong vin tai;
- Tong?:uc Hai quan - B Tai chinh;
- Bio- hlem Xd hdi Viét Nam;
- B8'Y té: Vy Phap ché, Cuc Quan ly YDCT, Cuc
QLKCB Thanh tra Bg;
& Cée Vign: KN, thuée TW, KN thuée TP. HCM, Kiém
}':"’dmh Quéc gia viic xin va SP y té;
- Téng Céng ty Duge Vigt Nam — Cong ty ¢b phin; Céc
Céng ty XNK Dugc pham,
- Cac Bénh vién & Vién c6 givdng bénh truc thude Bo;
- Céac phong Cuc QLD: QLKDD, QLCLT, PCTTra,
QLGT,Vin phong; Website Cuc QLD;
- Luu: VT, BKT (TA).

KT, CUC TRUONG

P 1() CUC TRUONG

Nguyen Thanh Lam



