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QUYET PINH

Vérviéc ban hanh danh muc 15 thudc nuwéc ngoai
dwgce cap giay dang ky luwu hanh tai Viét Nam - Dot 110.2

CUC TRUONG CUC QUAN LY DUQC
Can cit Ludt Dugc s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chitc ndng, nhiém vu, quyén han va co cdu té chirc ciia BY Y té;

Can cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 cua Bj truong Bo Y
té quy dinh chirc nang, nhiém vu, quyén han va co cdu té chike cia Cuc Qudn Iy
Duoc thuée Bé Y té;

Can cir Thong tir s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bg truong B¢ Y té
quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc,

Can civ y kién cua Hoi a"’é‘ng tw van cdp gidy dang ky lwu hanh thuéc,
nguyén liéu lam thuoc - Bo Y té;

Theo dé nghi ciia Truong phong Pang ky thuéc - Cuc Quan Iy Duoc.
QUYET PINH:

Picu 1. Ban hanh kem theo Quyét dinh nay danh muyc 15 thuéc nudce
ngoai duoc cap giay dang ky luu hanh tai Viét Nam - DBot 110.2, bao gom:

1. Danh muc 13 thubc nudc ngoai duoc cap gidy dang ky luu hanh hiéu
lyc 05 nam - Dot 110.2 (tai Phu luc | kém theo). Cac thudc tai Danh muc nay cé
sO dang ky véi ky hiéu VN-...-22 va hiéu Iyc 05 nam ké tir ngay ky ban hanh
Quyét dinh nay.

2. Danh muc 02 thudc nuéc ngoai duoc cap gidy dang ky luu hanh hiu
lyc 03 ndm - Dot 110.2 (tai Phu luc 1| kém theo). Cac thudc tai Danh myc nay
€O sO déng ky v6i ky hiéu VN3-...-22 va hiéu lyc 03 nam ké tr ngay ky ban
hanh Quyét dinh nay.

Picu 2. Co s6 san xuét va co s¢ dang ky thude co trach nhiém:

1. Cung cap thudc vao Viét Nam theo ding cac h,(‘A) so tai liu dd dang ky
vo1 B0 Y t€ va phai in hodc dan s6 dang ky duoc BO Y t€ cap 1én nhan thuodc.

2. Chap hanh day du phap luét cua nu¢c CHXHCN Viét Nam va céac quy
dinh ctia BO Y té vé nhap khau thudc va Iuu hanh thude tai Viét Nam, néu co6 bat

ctr thay ddi gi trong qua trinh luu hanh thudc & nudc so tai va 6 Vit Nam thi
phai bao cdo ngay cho Cuc Quan 1y Dugc - B Y t€ Viét Nam.



3. Thuc hién viéc cap nhat tiéu chuan chét lugng cua thude theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong B Y t€ quy
dinh vé chat lugng thudc, nguyén liéu lam thudec.

4. Cap nhat nhan thudc va to hudng dan stir dung thudc theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truong B Y té quy dinh
ghi nhan thudc, nguyén liéu lam thudc va to huéng dan sir dung thude theo hinh
thirc thay d6i, bé sung gidy dang ky luu hanh thudc quy dinh tai Thong tu
08/2022/TT-BYT ngay 05/9/2022 ciia Bo truong Bo Y té d6i voi thude chua cap
nhat noi dung nhén thudc, to huéng dan sir dung thudce theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truong Bo Y té, cu thé nhu sau:

a) Dbi voi thude thude danh muc thube doc va nguyén lidu doc lam thude
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua B9 truong Bo
Y té vé& viéc ban hanh danh muc thubc doc va nguyén liéu doc lam thudc: chi
dugc luu hanh sau khi cdp nhat theo quy dinh tai diém b Khoan 1 Piéu 37
Théng tu s6 01/2018/TT-BYT.

b) Déi voi céc thude ,khéc, phai thyc hién viéc cap nhat nay trong thoi han
06 thang ké tir ngay dugc cap gidy dang ky luu hanh.

5. Phéi hop véi cac co so diéu tri dé thuc hién theo dung céc quy dinh
hién hanh vé thudc k& don, theo di an toan, hiéu qua, tic dung khong mong
mudn cua thude trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai
Piéu 5 Thong tu sé 08/2022/TT-BYT ngay 05/9/2022 ctia Bo truong Bo Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu 1am thudc dbi véi céc thude
thuoc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay (cac s6 dang
ky véi ky hiéu VN3-...-22).

6. Co so dang ky phai dam bao duy tri diéu kién hoat dong cua co so dang
ky trong thoi gian hiéu luc cua gidy ding ky luu hanh thudc, nguyén liéu 1am
thudc. Trong trudng hop khong con dap tng du diéu kién hoat dong, co so ding
ky phai c6 trach nhiém thuc hién thay d6i co so ding ky theo quy dinh tai Théng
tu s6 08/2022/TT-BYT ngay 05/9/2022 cta B truong BO Y té trong thoi han 30
ngay ké tir ngdy co s& dang ky khong con du diéu kién hoat dong.

7. Co s¢ dang ky thuoc phai bao cao Bo Y té vé cap nhat tinh trang dap
tng Thuc hanh t6t san xuat cua co SO san xuat thudc, nguyén liéu lam thude.
Truong hop co so san xuat bi thu hdi gidy phép san xuat hodc khong dap tng
Thuc hanh t6t san xuat thude, nguyén liéu 1am thude ¢ nudc so tai, co s& phai
thuc hién viéc bao cdo trong thoi han 15 ngay ké tir ngay c6 thong bao cia co
quan quan 1y c6 thAm quyén nudc sé tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh sé 54/2017/NB-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi
tiét mot s6 didu va bién phap thi hanh Luat Dugc.

Piéu 3. Quyét dinh co hiéu luc ké tir ngay ky ban hanh.
Piéu 4. Giam dbc SO Y té cac tinh, thanh phd truc thudc trung wong, giam



dbc nha san xuat va co so ding ky c6 thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Phu luc |

DANH MUC 13 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 110.2

(Ban hanh kém theo quyét dinh sé: ..699....../0P-QLD, ngay 01../11./.2022ciia Cuc Qudn 1) Durot)

1. Cong ty dang ky: Belarusian-Dutch Joint Venture ""Pharmaland™ Limited Liabiliy Company (B/c:
124-3, Leninskaya Street, Nesvizh, 222603, Minsk Region - Belarus)

1.1 Nha san xuét: Farmaprim Ltd. (B/c: 5 Crinilor street, Porumbeni, Criuleni district, MD-4829 -

Moldova)
STT Tén thube Hoat Fhat chinh Dang ?ao uol Tleg QL,ly cacfh S6 diing ky
Ham lwong ché tho | chuan dong goi
1 [|Perfeclly Progesteron 400mg  |Vién dit am 36 |NSX [Hop 2 vix 6 vién| VN-23262-22
dao thang
2. Cong ty dang ky: Bluepharma- Industria Farmacéutica, S.A. (P/c: S&o Martinho do Bispo, Coimbra,
3045-016 - Portugal)
2.1 Nha san xuét: Bluepharma- Indistria Farmacéutica, S.A. (Fab. Coimbra) (B/c: S&0 Martinho do
Bispo, Coimbra, 3045-016 - Portugal)
. At chinh - a0 |Tudi | Tig 2 £oax Lo
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tleg Ql:ly cac,h S diing ky
Ham lwong ché tho | chuan déng goi
2 |Bluti 120 Febuxostat 120mg |Viénnén bao | 24 [NSX |Hop 2 vix 14 vién | VN-23263-22
phim thang nén bao phim
3. Cong ty ding Ky: Cong ty ¢6 phan kinh doanh thwong mai Skyline (B/c: Tang 2, O s6 7, Déy B, L&
TT06, Khu d6 thi méi Tay Nam Linh Pam, Phwong Hoang Liét, Qudn Hoang Mai, Thanh phé Ha Noi - Viét
Nam)
3.1 Nha san xuét: S.C. AC Helcor S.R.L (B/c: 62 Dr. Victor Babes Street, Baia Mare - Romania)
. 4t chinh - 30 |Tudi | Tia 4 Lo
STT Tén thube Hoat \chat chinh Dang E)ao Tleg Ql’Jy Ca(fh $6 diing ky
Ham lugng ché tho | chuan dong goi
3 |Cordamil 40 mg Verapamil Vién nén bao | 24 |TCCS [Hop 3 vix 10 VN-23264-22
hydrochloride 40mg  |phim thang vién
4 |Cordamil 80 mg \Verapamil Vién nén bao | 48 |TCCS |Hop 3 vix 10 VN-23265-22
hydrochloride 80mg |phim thang vién
5 |Ketoproxin 100 mg Ketoprofen 100mg Vién nén bao | 24 |TCCS [Hop 2 vix 10 VN-23266-22
phim thang vién nén bao
phim
6 |Ketotifen Helcor 1 mg Ketotifen (dué6i dang |Vién nén 24 |TCCS [Hop 2 vix 10 VN-23267-22
Ketotifen hydrogen thang vién
fumarat) 1mg
7 |Ramipril-AC 2,5 mg Ramipril 2,5mg Vién nén 24 |TCCS [Hop 3vix 10 VN-23268-22
thang vién nén

Trang 1




4. Cong ty dang ky: Cong ty TNHH Medfatop (B/c: 34C, Puong so 22, Khu phé 23, Phuong Binh Hung
Hoa A, Qudn Binh Tan, TP. Ho Chi Minh - Viér Nam)

4.1 Nha san xuét: Farmalabor Produtos Farmacéuticos, S.A (P/c: Zona Industrial de Condeixa-a-Nova,
3150-194 Condeixa-a-Nova - Portugal)

. At chinh - 30 |Tubdi | Tig 2 X e
STT Tén thube Hoat Fhat chinh Dang Pao Tleg QL,ly cacfh S6 diing ky
Ham lwgng ché tho | chuan déong goi
8 |Amiodarona GP Amiodarone Vién nén 36 [TCCS [Hop 6vix 10 VN-23269-22
hydrochloride 200mg thang vién

5. Cong ty ding ky: Cong ty TNHH mét thanh vién An Phat (B/c: 166/42 Thich Qudng Pirc, Phurong 04,
Qudn PhU Nhudn, TP. Hé Chi Minh - Viét Nam)

5.1 Nha san xuét: Ind-Swift Limited (B/c: Off. NH-21, Village Jawaharpur, Tehsil Derabassi, District SAS
Nagar (Mohali), Punjab-140507 - India)

. 4t chinh - . |Tudi | Tie 4 e
STT Tén thube Hoat chatchinh - | 1 bao ché Tieu | Quy cach S6 ding ky
Ham lugng : tho | chuan dong goi
9 |Clarie OD Clarithromycin Vién nén phéng | 48 |[NSX |Hop1vix7 vién| VN-23270-22
500mg thich kéo dai thang

6. Cong ty ding ky: Cong ty TNHH Thwong mai Nam DPéng (B/c: S6 nha 2, ngd 164/117, phé Vieong Thira
Vi, P. Khwong Trung, qudn Thanh Xuan, Ha Ngi - Viét Nam)

6.1 Nha san xuat: KRKA, D.D., Novo Mesto (P/c: Smarjeska cesta 6, 8501 Novo mesto - Slovenia)

STT Tén thude Hoat c hat chinh - Dang bao ché Tuoi Tlél-j Ql’Jy Cé(fh S6 ding ky
Ham lugng : tho | chuan dong goi
10 |Mirzaten 15 mg Mirtazapine 15mg | Vién nén phan 60 [NSX [Hop3vix10 VN-23271-22
tan trong miéng |thang vién
7. Cong ty ding ky: Cong ty TNHH TM Dwgc pham Van Ho (P/c: 16/38 ngd Lénh Cir, Kham Thién,
phirong Thé Quan, qudn Pong Pa, Ha Ngi - Viét Nam)
7.1 Nha san xuét: Celogen Generics Private Limited (5/c: Plot No. 646/1&2, Agrawal Industrial Estate
Somnath Road, Dabhel, Daman-396 210 - India)
STT Tén thube Hoat \ch:?it chinh - | Dang E)ao Tudi TiélKJ Ql’.ly Cé(fh S6 dang ky
Ham lugng ché tho | chuan dong goi
11 |Flucogen 200 Fluconazol 200mg  |Vién nang 36 |TCCS [Vinhém - PVC.Hop | VN-23272-22
cling thang 10 vién nang cing
12 |Metrogen 400 Metronidazole Vién nén bao | 36 |[TCCS |Hop 2 vi x 10 vién VN-23273-22
400mg phim thang

8. Cong ty diang ky: Hyphens Pharma Pte. Ltd (B/c: 16 Tai Seng Street, #04-01, Singapore 534138 -

Singapore)
8.1 Nha san xuit: Guerbet (P/c: 16-24 rue Jean Chaptal 93600 Aulnay-Sous-Bois - France)
, 4 i - 3 Tlléi ié 3 A aw ,
STT Tén thube Hoat \chat chinh Dang E)ao Tleg Ql:ly ca?h S diing ky
Ham lwong ché tho | chuan dong goi
13 |Dotarem Acid gadoteric Dung dich 36 |NSX [Hop1lo 10 ml VN-23274-22
27,932g/100mL tiém thang

Trang 2




Phu luc Il

DANH MUC 02 THUOC NUOC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 110.2

(Ban hanh kém theo quyét dinh sé: ..699....../0P-QLD, ngay 01../.1.1./2022¢cia Cuc Qudn 1) Durot)

1. Cong ty dang ky: Abbott Laboratories (Singapore) Private Limited (D/c: 3 Fraser Street, #23-28 Duo
Tower, Singapore 189352 - Singapore)
1.1 Nha san xuat: Naari Pharma Private Limited (9/c: Plot No. 14-16, 55-57, Sector-5, I1E, Pantnagar,
Rudrapur-263153, Dist. -Udham Singh Nagar, Uttarakhand - India)

. At chinh - a0 |Tuoi | Tie A £
STT Tén thube Hoat Fhat chinh Dang E)ao uoi Tleg Ql:ly ca?h S diing ky
Ham lwong ché tho | chuan dong goi
1 |Dienosis Dienogest 2mg Vién nén 36 [NSX [Hop 2 vi, 6 vi, VN3-421-22
thang 12 vi x 14 vién
2. Cong ty dang ky: Dr. Reddy’s Laboratories Ltd. (P/c: 8-2-337, Road No.3, Banjara Hills, Hyderabad-
500034, Telangana - India)
2.1 Nha san xuat: DR. REDDY’S LABORATORIES LIMITED (B/c: FTO-SEZ, Process Unit-01, Survey
No's: 57 to 59, 60, 62&72, Sector No's. 9 to 14 & 17 to 20, Devunipalavalasa (V), Ranasthalam (M),
Srikakulam District - 532409, Andhra Pradesh - India)
. At chinh - a0 |Tuoi | Tie A £
STT Tén thube Hoat Fhat chinh Dang ?ao uol Tleg QL’ly cacfh S6 diing ky
Ham lwong ché tho | chuan dong goi
2 |Sevelamer carbonate Sevelamer carbonate |Vién nén bao | 24 [NSX |1 chai chita VN3-422-22
tablets 800mg 800mg phim thang 270 vién

Trang 1
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