BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPoc lap - Tw do - Hanh phiic
S6: 4C4 /QP-QLD Ha Ngi, ngay /S thdng 9 ndm 2016
QUYET PINH

Vé viée ngirng xem xét, tiep nhan hd so nhap khiu, hd so ding ky thudc,
dinh chi lwu hanh, thu hoi va rit s§ ding ky lwu hanh thude ra khéi danh
muc cac thude dwge cﬁp s0 ding ky tai Viét Nam.

CUC TRUGNG CUC QUAN LY DUQC

Can cr Luat Dugc ngay 14 thang 6 ndm 2005;
Cin clr Nghi dinh sé 63/2012/ND-CP ngay 31/8/2012 ctia Chinh pht quy
dinh chrc niing, nhiém vu, quyén han va co ciu td chirc ctia Bo Y té;

Cin ctr Quyét dinh sb 3861/QD BYT ngay 30/9/2013 ctia Bo truéng Bo Y té

quy dinh chirc ning, nhiém vy, quyén han va co céu td chirc ciia Cuc Quan ly Duge
thuéc BO Y té;

Can cr Théng tu s6 44/2014/TT-BYT ngdy 25/11/2014 ctia BO Y té quy dinh
viéc dang ky thuoc;

Can ctr Thong tu s6 09/2010/TT-BYT ngay 28/04/2010 ctia B6 Y t& hudng
dan viéc quan ly chatlugng thudc;

Cén ctr Théng tu 47/2010/TT-BYT ngay 29/12/2010 ciua B6 Y té hudng dan
hoat dong xuat khau, nhap khau thudc va bao bi tiép xic truc tiép véi thude.

Xét d& nghi cua Trudéng phong Thanh tra dugc,' my pham, Trudng phong
Quan ly chat luong thude va Trudng phong Péng ky thuoc - Cuc Quan ly Dugc,

QUYET DINH:

Piéu 1. Rut toan bd sé diang ky thude do Cong ty Hyrio Laboratories Pvt.,
Ltd India san xuét; Céng ty TNHH TMDP Van Hoa dimg tén diing ky ra khoi Danh
muc céc thude duoc cip sé dang ky luu hanh tai Viét Nam (Danh muc 1 ban hanh
keém theo).

*Ly do: San xuét, cung cdp thudc khong ding dia chi trong ho so ding ky
Iru hanh di duge B Y té xét duyét.

Piéu 2. Pinh chi luu hanh trén toan quéc va thu hdi toan bd cac thudc trong
Danh muc rat sé ding ky (danh muc 1) va céc thudc da nhap khiu vao Viét Nam
trude ngdy hét han sé ding ky thube thudc Danh muc céc thube di hét han sé ding
ky (danh muc 2) ban hanh kém theo Quyét dinh nay. Cac co s& nhap khiu, iy théc
nhap khau, cac thuéeméu trén thuc hién thong bao thu hdi, thu hdi va béo cdo két



qua thu hdi thudc theo qui dinh tai Thong tu sb 09/2010/TT-BYT ngay 28/4/2010 :
ctia B Y té huéng din quén ly chét lugng thuée.

Piéu 3. Ngimg tiép nhan méi hd so dang ky thude, hd so nhép khau thudc va
ngimg xem xét hd so nhap khéu thubc, ngimg cAp sé ding ky Iuu hanh thube dbi
véi cac thube do Cong ty TNHH TMDP Van Hoa dimg tén ding ky trong thdi han
24 thang.

Piéu 4. Ngimg tiép nhan méi hd so dang ky thuée, hd so nhap khau thudc va
ngimg xem xét hd so nhap khau thudc, ngimg cdp sb ding ky Iuu hanh thudc dbi
v6i céc thude do Cong ty Hyrio Laboratories Pvt., Ltd India san xuét trong thdi han
24 thang.

Pidu 5. Quyét dinh nay c6 hiéu luc k& tir ngay ky ban hanh.

Piéu 6. Gidm dc S& Y té cac tinh, thanh phé truc thude Trung wong, Gidm
dbc céc don vi kinh doanh thude, Giam déc co s& dang ky va/hodc san xuét céc
thude néu tai Piéu 1, 2, 3, 4 chju trach nhiém thi hanh Quyét dinh nay.

Noi nhin:

- Nhur Diéu 6;

- BT. Nguyén Thi Kim Tién (dé b/c);

- Céc Thir truéng ( dé blc);

- Céc Phé Cuc truéng Cuc QLD;

- Cuc Quan Y - B§ Québc phong, Cuc Y té - B Cong an;

- Cuc Y té Giao thong vén tai - B Giao théng van tai;

- Tong cuc Hai quan - B Tai chinh, Bao hiém X4 hoi Viét :
- Vu Phap ché, Cuc Quan ly Y, Dugc cd truyén, Cuc Quén I,
chita bénh, Thanh tra B§ Y té, Vién KN thubc TW, Vién KN i .
TP. HCM; Truong Quoc Cuong
- Téng Céng ty Dugc Viét Nam, Hiép hoi SXKD Dugc, Céc Céng ty

XNK Dugc phém;

- Céc Bénh vién & Vién c6 giwong bénh truc thude Bo Y té;

- Tap chi Dugc & My phdm-Cuc QLD;

- Luu: Céc phong thude Cuc QLD, VP (02b).
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LUU HANH VA THU HOI (DANH MUC 1)

DANH MUC CAC THUOC BI RUT SO PANG KY, PINH CHi

(Ban hanh kém theo Quyét dinh s6 45§ 1Qb-QLD ngay / j"thz’mg 9 nam 2016)

1. Cong ty dang ky: Cong ty TNHH Duwgc phén! Van Hoa (d/c: 611-612 Lo 5,
chung cu Phii Tho, Nguyén Thi Nhd, P15, Q11, TP H6 Cht Minh).
1.1. Nha san xuit: Cong ty Hyrio Laboratories Pvt., Ltd (d/c: C/40, Ground Floor,
Subhlaxmi, Chani Jakat Naka, New Sama Road, Vadodara, India).

STT | Tén thube Hoat chit Dang bao ché | S6 ding ky
1 Rezol 20 Rabeprazole Sodium Vién bao tan & | VN-15346-12
rudt
2 Gopid 75 Clopidogrel bisulfate Vién nén bao | VN-15292-12
phim
3 Holx Cefepim (dudi dang Bot phatiém | VN-18246-14
Cefepim HCI) 1g bép, tiém tinh
mach
4 Yasdinir Meropenem (dudi dang B6t phatiém | VN-18247-14
Meropenem trihydrat) 1g | tinh mach
5 Sypom 40 Esomeprazole (dudi dang | Viénnén bao | VN-18517-14
Esomeprazole magnesi tan trong rudt
dihydrate) 40mg
6 Sypom 20 Esomeprazole (dudi dang | Vién nén bao | VN-18516-14
Esomeprazole magnesi tan trong rudt
dihydrat) 20mg ,

Trwong Qudc Cwdng
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BO Y TE
CUC QUAN LY DUGC

DANH MUC CAC THUOC })A HET HAN SO PANG KY, PINH CHI
LUU HANH VA THU HOI (DANH MUC 2)

(Ban hanh kém theo Quyét dinh s6 #¢7 /QD-QLD ngay 4 thdng 4 nam 2016)

1. Cong ty dang ky: Cong ty TNHH Dugc pham Van Hoa (d/c: 611-612 Lé 5,
chung cw Phii Tho, Nguyén Thi Nhé, P15, Q11, TP Ho Chi Minh).

1.1. Nha sdn xuit: Cong ty Hyrio Laboratories Pvt., Ltd (d/c: C/40, Ground Floor,
Subhlaxmi, Chani Jakat Naka, New Sama Road, Vadodara, India).

STT | Tén thubc Hoat chit Dang bao ché S6 ding ky
1 Oxicin 150 Roxithromycin Vién nén bao phim | VN-10043-10
2 Oxifide 200 Cefpodoxime Vién nén bao phim | VN-10044-10
3 Orifix 250 Cefuroxime Vién nén bao phim | VN-10042-10
4 Imtinix Ceftriaxon Natri USP | Bot pha tiém VN-13071-11
|5 P-Myclox Cefotaxim Natri Bot pha tiém VN-13072-11

2. Cong ty dang ky: Cong ty TNHH Duwgc pham Van Hoa (d/c: 611-612 Lé 5,
chung cu Phi Tho, Nguyén Thi Nho, P15, Q11, TP Hé Chi Minh).

2.1. Nha sin xudt: Cong ty Gujarat Liqui Pharmacaps (P) Ltd (d/c: Plot No. 662-
666, GIDC, Waghodia, Vadodara- 391760, Gujarat, India).

STT | Tén thubc Hoat chit Dang bao ché | S6 ding ky
1 Royens Carbony! Iron, Folic acid, Vién nang VN-13674-11
Vitamin B12, Natru mém
™ Selenite, Vitamin E acetate /)

CUC TRUONG

ru‘o‘ng Quéc Cudng




