BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY DUOQC Poc 1ap - Tw do - Hanh phuc
s6-.~0 /Qb-QLD HaNOI,ngdy /ig thang) nam 2020
QUYET BINH

Ve viéc thu hoi 09 Gidy dang ky luvu hanh thudc tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

Can cu Luat Dugc ngay 06 thang 4 nam 2016;

Can ctr Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh pha quy dinh
chi tiét mot s diéu vé bién phap thi hanh Luat duorc;

Can clr Nghi dinh sd 155/2018/ND-CP ngay 12/11/2018 clia Chinh phu stra
doi mot so quy dinh lién quan dén diéu kién dau tv kinh doanh thudc pham vi quan
ly nha nwéc ctia BO Y té;

Can cr Nghi dinh s¢ 75/2017/ND-CP ngay 20/6/2017 cta Chinhphu quy dinh
chirc nang, nhiém vu, quyén han va co céu t6 chirc clia Bo Y té;

Can ct Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 clia Bb trudng Bo Y't
guy dinh viéc dang ky lwvu hanh thudc, nguyén liéu lam thudc;

Can ctr Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 clia Bd truéng Bo Y ié
quy dinh chtrc ndng, nhiém vu, quyén han va co cau td chirc clia Cuc Quan ly duoc
thudc BO VY té;

Can clr don dé nghi thu hoi gidy dang ky luvu hanh thudc tai Viét Nam cla cac
co s@& dang ky thudc;

Xét dé nghi ctia Truéng phong Phong Bang ky thudc - Cuc Quan ly Duorc,

QUYET DINH:

Diéu 1. Thu hoi 09 Gidy dang ky lwu hanh thudc tai Viét Nam doi voi céc
thudc duogc cap gidy dang ky luvu hanh, cu thé nhu sau:

1. Co s& dang ky thuéc: Cong ty cO6 phan Duoc pham Khanh Hoa (d/c: 74
Théng Nhéat, p. Van Thang,' TP. Nha Trang, tinh Khanh Hoa, Viét Nam).

1.1. Co s& san xuat thubéc: M/s Windlas Biotech Limited (d/c: 40/1,
Mohabexvala Iridustrial Area, Dchradun - 248110, Uttarakhand, India).

STT Tén thudc Hoat chat, ham lwvgng Dang bao ché S6 dang ky
Ondansetron (dw¢i dang
1. Oxambay ondansetron HC1) Dung dich tiém  VN-19828-16
2,0mg/ml

2. Co s& dang ky thudc: Cong ty cd phan hoa-dwoc phdm Mekophar. (d/c:
297/5 Ly Thuong Kiét, quan 11, Tp. H6 Chi Minh, Viét Nam).

2.1. Co s san xuat thuéc: Cong ty c6 phan hoa-dwoc pham Mekophar. (d/c:
297/5 Ly Thuwong Kiét, quan 11, Tp. H6 Chi Minh, Viét Nam).



STT Tén thudc Hoat chét, ham luvgng Dang bao ché S6 dang ky

Rutin 50mg; Acid \Vin nén bao
2. Cevitrutin Ascorbic (Vitamin C) VD-30673-18

50mg duong
3. Co s& dang ky thudc: Reckitt Benckiser Healthcare Manufacturing
(Thailand) Ltd. (d/c: 65, Lardkrabang-Bangpiee Road, Bangpiee, Samutprakarn

10540, Thailand).
3.1. Co s& san xuét thubc: Reckitt Benckiser Healthcare Manufacturing

(Thailand) Ltd. (d/c: 65 Moo 12, Lardkrabang-Bangplee Road, Bangpiee,
Samutprakarn 10540, Thaiiand).

STT Tén thudc Hoat chéat, ham luvong Dang bao ché S6 dang ky

M@i vién chtra: 2,4-
Strepsils Soothing  Dichlorobenzyl alcohol
Honey & Lemon 1,2mg; Amylmetacresol
0,6mg
4. Co s¢ dang ky thudc: Merck Sharp & Dohme (Asia) Ltd. (Flat/RM 1401
A&B 14/F& 27/F., Caroline Centre, Lee Garden Tyvo, 28 Yun PingRoad, Causeyvay
Bay, Hong Kong).
4.1. Co sé san xuat thuéc: N.v. Organon (d/c: Kloosterstraat 6, 5349 AB Oss,
The Netheriands).

Vién ngam VN-20211-16

STT Tén thudc Hoat chét, ham luvgng Dang bao ché S6 dang ky

Rocuronium bromide
1Omg/mi

5. Co s& dang ky thudc: Merck Sharp & Dohine (Asia) Ltd. (d/c: 27/F., Lee

Gardens Two, 28 Yun PingRoad, Causeway Bay, Hong Kong).
5.1.Co s@ san xudt thuéc: Merck Sharp & Dohme Ltd. (d/c: Shotton Lane,

Cramiington, Northumberiand NE23 3JU, United Kingdom), Co s& déng g6i: PT
Merck Sharp Dohme Pharma Tbk. (d/c: JI. Raya Pandaan Km 48, Pandaan,
Pasuruan, Jawa Timur, Indonesia).

4 Esmeron Dung dich titm  VN-19269-15

STT Tén thubc Hoat chat, ham luvgng Dang bao ché S6 dang ky

Sitagliptin (dwéi dang \ién nén bao

5. Januvia 50mg Sitagliptin phosphat him VN-19259-15
monohydrat) 50mg P
Sitagliptin (dwéi dang A

6.  Januvia I00mg Sitagliptin phosphat vien Qler: bao VN-19257-15
monohydrat) 100mg P

5.2. Co s& san xuat thudc: MSD International GmbH (Singapore Branch) (d/c:
21 Tuas South Avenue 6, 637766, Singapore), ); Co s& dong goéi: PT Merck Sharp



Dohme Pharma Tbk. (d/c: JI. Raya Pandaan Km 48, Pandaan, Pasuruan, Jawa
Timur, Indonesia).

STT Tén thudc Hoat chat, ham lwvgng Dang bao ché S6 dang ky

7 Vytorin 10 mg/10 E_zetlmlbe_ I0Omg; \ién nén VN-19266-15
mg Simvastatin 10mg

8 Vytorin 10 mg/20 E_zetlmlbe_ 10 mg; Vian nén /N-19267-15
mg Simvastatin 20 mg;

9 Vytorin 10 mg/40 E_zetlmlbe_ 10 mg; \ién nén \/N-19268-15
mg Simvastatin 40 mg

Ly do: Co s6 dang ky thudc tw nguyén dé nghi thu hoi gidy dang ky Ivu hanh
tai Viét Nam.

Diéu 2. Thudc trong nudc duoc san xuat trvde ngay Quyét dinh nay cé hiéu
lve, thude nwéc ngoai nhap khau vao Viét Nam hodc thudc nwdc ngoai nhap khau
trong tredng hop duoc giao hang tai cang di clia nwéc xuat khau treéc ngay Quyét
dinh nay cd hiéu luc dwoc phép lvu hanh dén hét han dung cua thudc. CIIEO dang
ky thubc, san xuat thudc phai co6 trach nhiém theo déi va chiu trach nhiém vé chat
lvgng, an toan, hiéu qua cua thuéc trong qua trinh luu hanh.

Diéu 3. Quyét dinh nay cd hiéu luc ké tlr ngay ky ban hanh.

Diéu 4. Giam d6c S& Y té cac tinh, thanh phé trwc thudc Trung wvon  ac co
s& kinh doanh duoc va Giam doc co s cé thudc néu tai Piéu ! chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhan: KT. CUC TRUONG
- Nhu Diéu 4; . >
- PTTg. Vi Blic Bam- Bf thr BCSD (d8 blc); PHO CUC TRUONG

- TTr. Trwong Qudc Cuong (dé blc);

- Cuc tredng Vi Tudn Cuong (dé b/c);

- Cuc Quan Y - Bd Qudc phong; Cuc Y té - Bo Cong an; Cuc

té Giao théng van tai - Bd Giao thong van tai;

- Téng cuc Hai quan - BO Tai chinh;

- B4o hiém X& hoi Viét Nam; . .
- B0 Y t& Vu Phap ché, Cuc Quan ly Y, Dugc co truyén, Cuc n Thanh Lam
Quan ly KCB, Thanh tra B9;

- Vién KN thuéc TW, Vién KN thuéc TP. HCM;

- Tong Coéng ty Dwoc Viét Nam - Cong ty co phan;

- Cac Cong ty XNK Duoc pham;

- Céac Bénh vién & Vién cé givdng bénh tryc thudc BO;

- Céc phong Cuc QLD: QLKDD, QLCLT, PCTTra, BKT,

QLGT,Van phong; Website Cuc QLD;

-Luu: VT, DKT (NCB).





