v SALUD CONG TY TNHH DP SALUD CONG HOA XA HOI CHU NGHIA VIET NAM
- ;._““L’_____....Hhu rma Poc lap — Tuw do — Hanh phic
Sb: 67-2024/CV-SL
Viv: thay doi sé ding ky thuée

TP Hé Chi Minh, ngay 29 thang 08 nim 2024
Kinh giri: S&' Y té tinh Ba Ria- Viing Tau

Cong ty TNHH Duoc phém Salud xin chan thanh cam on Quy SO Y té da tin tuong va
nhiét tinh ung h ching t6i trong sudt thoi gian vira qua.

Cén ctr phy luc VI Thong tu 08/2022/TT-BYT ngay'05/09/2022 ctia Bo truong Bo Y té
quy dinh viéc dang ky luu hanh thudc, nguyén li¢u lam thudc;

Cin cir quyét dinh sé 226/QP-QLD ngay 03/04/2023 cua Cuc Quan ly Duoc vé viéc ban

hanh danh muc 182 thudc nudc ngoai duoc gia han gidy dang ky luu hanh tai Viét Nam - Dot
113;

’ Can cir HO S0 du thau Goi 1: Thubde generic, thudc ké hoach lya chon nha thau mua thube,
véc xin tdp trung cap dia phuong cho cac co so kham, chita bénh céng lap nam 2023 - 2024 cua
Cong ty TNHH Dugc pham Salud;

Cén cu quyet dinh s6 35/QD-SYT ngay 15/01/2024 cia S¢ Y té tinh Ba Ria- Viing Tau vé
vi¢c phé duyét két qua lua chon nha thiu Goi 1: Thube generic thude ké hoach lya chon nha thau
mua thudc, vic xin tip trung cip dia phuong cho cc co s¢ kham, chita bénh cong lap nam 2023
- 2024;

Cong ty TNHH Duoc pham Salud dé nghi thay 601 ) dang ky san phim Zentocor 40mg
theo thong tin gia han gidy dang ky san pham trong quyét dinh s6 226/QD-QLD ngay 03/04/2023
cua Cuc Quan ly Dugec, cu thé nhu sau:

e Tén thubc: Zentocor 40mg - Hoat chit: Atorvastatin (dwdi dang Atorvastatin calci)
40mg — Ma s0: PP2300401268 — Nhom 1.
- S0 dang ky thudc da tring thau: VN-20475-17.
- S6 ding ky thudc dé nghi thay dbi: 520110073523 (VN-20475-17).

(Pinh kém quyét dinh s6 226/QD-QLD ngay 03/04/2023 cua Cuc Quan ly Dugc Vé viée
ban hanh danh muc 182 thudc nudc ngoai duge gia han gidy ddng ky luu hanh tai Viét Nam - Dot

113)

Ngoai ndi dung thay doa trén, tat ca cac ndi dung khac dugc gilr nguyén theo nhu ho so du
thau. Chung ti xin cam két vé tinh trung thyc cua hd so da nop.

Kinh mong Quy S¢ Y té xem xét va chap thuin cdng vin cua cdng ty ching toi.
Trén trong cam on sy hop tac cia Quy S Y té.
Noi nhin:
- Nhu trén;
- KDXNK;
- Van thu;




N, BOYTH CONG HOA XA HQI CHU NGHIA VIET NAM
€ QUAN LY DUQC Pic lap - Tw do - Hanh phuc

. Uggz:m 36 /QD-QLD Ha Néi, ngay03 thang04ndm 2023
‘ QUYET PINH

Ve viéc ban hanh danh muc 182 thubc nwée ngoai

dugc gia han gidy ding ky luu hanh tai Viét Nam - Dot 113

CUC TRUONG CUC QUAN LY DUQC
Céin cir Ludt Duoc s6 105/2016/QHI3 ngay 06/4/2016;

Cén cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cdu to chirc cua Bo Y té;

’ Can cie Quyét dinh 56 7868/0D-BYT ngay 28/12/2018 cua Bé truong Bo Y
té quy dinh chirc nang, nhiém v, quyén han va co cau té chiec cua Cuc Quadn ly
Duroc thuéc B Y té;

- Can cu Théng tu s6 08/2022/TT -BYT ngay 05/09/2022 cua Bo truong Bo Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc,

Can cir y kién cua Hoi c?‘cfng tr van cdp gidy dang ky luu hanh thuéc,
nguyén li¢u lam thuoc - Bo Y té,
Theo dé nghi ciia Trudng phong Pang ky thuéc - Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 182 thudc nudc
ngoai dugc gia han gidy dang ky Iuu hanh tai Viét Nam - Dot 113, bao gobm:

1. Danh muc 166 thubc nuéc ngoai dugce gia han gidy ding ky luu hanh
hidu luc 05 niam - Dot 113 (tai Phu luc I kém theo).

2. Danh muc 12 thubc nuéc ngoai dugc gia han gidy dang ky luu hanh
hiéu luc 03 nam - Dot 113 (tai Phu luc 1I kém theo).

3. Danh muc 04 thudc nudc ngoai dugc gia han gidy ding ky luu hanh
dén 31/12/2025 - Dot 113 (tai Phu luc III kém theo).

Pidu 2. Co s& san xuat va co sd dang ky thudc c6 trach nhiém:

1. Cung cép thudc vao Viét Nam theo dling cac h’(‘“) so tai liéu da dang ky
véi BO Y té va phai in hodc dan s6 dang ky duoc BJ Y té cap 1én nhan thuoc.

2. Chép hanh ddy dii phap ludt cia nude CHXFHCN Viét Nam va cic quy
dinh ciia BO Y té vé nhap khéau thudc va luu pz‘mh thubc tai Viét Nam, néu co bat
cr thay ddi gi trong qué trinh luu hanh thuoc & nudce s& tai va & Viét Nam thi
phai bao céo ngay cho Cuc Quén ly Dugc - BO Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuin chét luong cia thudc theo quy dinh



tai Thong tu 30 11/2018/TT-BYT ngay 04/5/2018 cua B truong Bo Y té quy
dinh vé chit luong thubc, nguyén liéu lam thude.

4. Thudc duoc gia han gidy ding ky luu hanh tai Quyet dinh nay nhung
chua ndp hd so cip nhat ndi dung nhan thudc, t& huéng din sir dung thude theo
quy dinh tai Thong tw 01/2018/TT-BYT ngay 18/01/2018 cua B truong BO Y
té thi phai thuc hién vi€c cdp nhat theo quy dinh tai d1em b Khoan 1 Diéu 37
Thong tu s6 01/2018/TT-BYT trong thdi han 12 thang ké tir ngay duoc gia han
gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thube duoc
gia han gidy déng ky luu hanh tai Quyét dinh nay co thay d6i vé noi dung hanh
chinh (bao gom cd mdu nhdn va to hudmg dan sie dung) phai nhép khau, luu
hanh véi cac ndi dung da dwoc phé duyét thay d6i trong ho so dang ky gia han.

6. Phéi hop véi céc co so diéu tri dé thuc hién theo dung céc quy dinh
hién hanh vé thuéc ké don, theo d6i an toan, hiu qua, tac dung khong mong
muon cua thubc trén nguoi Viét Nam va téng hop, bdo cio theo quy dinh tai
Piéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cua B truong Bo Y té
quy dinh viéc dang ky Iuu hanh thudc, nguyén liéu lam thudc d61 voi cac thude
thudc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co s& dang ky phai dam bao duy tri diéu kién hoat dong cua co s¢ dang
ky trong thoi gian hiéu luc cua gidy ding ky luu hanh thubc, nguyén liéu lam
thudc. Trong trudng hop khong con dap ung du diéu kién hoat dong, co s¢ ding
ky phai c6 trach nhiém thyc hién thay d6i co s& ding ky theo quy dinh tai Thong
tu 50 08/2022/TT-BYT ngay 05/9/2022 cia Bo truéng BO 'Y té trong thoi han 30
ngdy ké tir ngay co s& ding ky khong con di didu kién hoat dong.

8. Co s¢ dang ky thuoc phal bdo cao BO Y té vé cap nhit tinh trang dap
ung Thuc hanh tot san xuat cla co sO san xuét thuéc, nguyén liéu lam thuéc.
Trudng hop co s¢ san xuét bi thu hoi gidy phép san xuét hodc khong dap tmg
Thuc hanh tbt san xut thudc, nguyén liéu lam thudc & nudc so tai, co s phai
thuc hién viéc bao céo trong thoi han 15 ngay ké tir ngay c6 théng béo cua co
quan quan ly co tham quyén nudce sé tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phu quy dinh chi
tiét mot s6 diu va bién phép thi hanh Luit Dugc.

9. Déi vdi thubc co sb thi tu 29 tai Phu luc I c6 d& nghi thay d6i méau
nhén, hudng dan s dung trong hd so dang ky gia han: Co s¢ dang ky thuc hién
thu tuc dé nghi thay d6i mau nhan, to hudng dan sir dung theo hinh thirc dang ky
thay dbi bd sung sau khi Quyét dinh nay c6 hiéu luc.

Dleu 3. Céc thuoc duoc gia han glay dang ky luu hanh tai Quyét dinh nay
duoc tiép tuc sir dung 56 dang ky da cap trude khi gia han trong thoi han tbi da
12 thang ké tir ngay duoc cap so dang ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Théng tu s6 08/2022/TT-BYT.

Pidu 4. Quyét dinh c6 higu luc ké tir ngay ky ban hanh.



Piéu 5. Giam dbc S Y té cac tinh, thanh phd truc thudce trung wong, gidm
d6c nha san xuat va co s¢ dang ky co thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyeét dinh nay./.

Noi nhan:

- Nhu Diéu 5;

- B0 trudng (& b/c);

- TTr. D8 Xuan Tuyén (dé b/c);

- Cuc Quan Y - B6 Quéc phong, Cuc Y té - Bo Cong
an; Cuc Y té GTVT - Bé Giao théng vén tai; Tbng
Cuc Hai quan - B Tai chinh;

- Bao hiém X4 hdi Viét Nam;

- B6 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB,
Thanh tra Bo.

-S&'Y té cac tinh, thanh phé truc thudc Trung vong;
- Vién KN thuéc TU, Vién KN thubc TP. HCM;

- Tdng Céng ty Duge VN-CTCP; Cic Céng ty XNK
dugc phém;

- Cac Bénh vién & Vién co givdng bénh truc thudc
BYT;

- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).

fa i



DANH MUC 166 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

(Ban hanh kém theo quyét dinh so: ..22%...../QD-QLD, ngay 03..04../2023 ciia Cuc Quan Iy Dugc)

Phu lucI

TAI VIET NAM HIEU LUC 5 NAM - POT 113

10mg

STT | Tén thude | Hoat chit chinh Dang | Quycach | Tiéu Tubi S6 ding ky So
— Ham luong bao ché | déng géi | chuin tho gia han lan
(thang) (S6 dang ky gia
da cép) han
(0] @) €)] “4) 3) 6 @) @ &)
1. Co s& ding ky: A. Menarini Singapore Pte. Ltd. (Pia chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co s& san xuit: ACS Dobfar S.p.A. (Pia chi: Via Laurentina Km 24, 730 - 00071 Pomezia
(Romay), Italy)
1 Ceclor Cefaclor Cém pha | Hop 1 1o NSX 24 800110067023 01
125mg/5Sml (du6i | hén dich | 30ml, (VN-15935-12)
dang cefaclor uong 60ml
monohydrate)
1.2. Co s& san xuat: GE Healthcare Ireland Limited (Pia chi: IDA Business Park Carrigtohill, Co
Cork, Ireland) N
& O
- Omnipaque | Iohexol Dung Hép 10 NSX 36 539110067123 01 y\
755mg/ml trong | dich tiém | chai x (VN-20358-17) '
duong Iod 100ml M
350mg/ml g >
3 Omnipaque | Iohexol Dung Héop 10 NSX 36 539110067223 01 ;‘),:
647mg/ml tuong | dich tiém | chai x (VN-20357-17)
duong Iod 100ml
300mg/ml
2. Co s& ding ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
2.1. Co s& san xuit: Abbott Biologicals B.V. (Dia chi: Veerweg 12, 8121 AA Olst, The Netherlands)
- Duphalac Lactulose Dung Hdép 20 NSX 24 870100067323 01
10g/15ml dich 201 x (VN-20896-18)
udng 15ml
Chai
200ml,
500ml,
1000ml.
5 Duphaston | Dydrogesterone Viénnén | Hop 1 vix | NSX 60 870110067423 01
10mg bao phim | 20 vién (VN-21159-18)
6 Femoston 17B-Estradiol Viénnén | Hop1vix | NSX 36 870110067523 01
1/10 lmg; bao phim | 28 Vién (VN-18648-15)
Dydrogesterone




STT | Tén thudc | Hoat chatchinh | Dang | Quycach | Tiéu | Tudi So ding ky S6
— Ham lugng bao ché | d6éng géi | chuin tho gia han lin

(thang) (So diang ky gia

da cap) han

1) 2 3) “@ 3) (6) (@) @®) ®)

22.2. Co sé san xuat: Bilim Ilac Sanayii ve Ticaret A.S. (Dia chi: Gebze Organize Sanayi Bolgesi
1900 Sok.No 1904 Gebze, Kocaeli, Turkey)

64

Bilgrel Clopidogrel (dudi | Viénnén | Hop 2 vix | NSX 36 868110073323 01
75mg dang Clopidogrel | bao phim | 14 Vién (VN-17477-13)
hydrogen sulphat)
75mg

22.3. Co s& san xuat: Pharmavision San. Ve Tic. A.S (Pia chi: Davutpasa Caddesi, No: 145,
Topkapi, Istanbul, Turkey)

65

Zebacef Cefdinir 125mg Botpha |Hop1Lo | NSX 36 868110073423 01
125mg/5ml h(?n dich | x 100ml (VN-19835-16)
uong

23. Co s& ding ky: Cong Ty TNHH Duwec Pham Salud (Pia chi: 297/18D duong Ly Thuong Kiét,
Phuong 15, Quén 11, Thanh phé Hé Chi Minh, Viét Nam)

23.1. Co s& san xuit: Pharmathen International SA (Pia chi: Sapes industrial park, Block 35,
Rodopi, GR-69300, Greece)

66

Zentocor Atorvastatin Viénnén | Hop3vix | NSX 24 520110073523
40mg (dudi dang bao phim | 10 vién (VN-20475-17)

Atorvastatin
Calci) 40mg

Qudn 4, TP. Hé6 Chi Minh, Viét Nam)
24.1. Co s¢ san xuét: Agio Pharmaceuticals Ltd. (Pia chi: T-81, 82. M.I.D.C., Bhosari, Pune
411026 Maharashtra State, India)

24. Co s diing ky: Cong ty TNHH Dugc Phim Y-Med (Bja chi: So 1-3, Pudng 56 45, Phuong 06, | /
s

67

Bactronil Mupirocin 2% Mo boéi | Hop 1l BP 24 890100073623 01
(w/w) ngoaida | Tuypx5g | 2020 (VN-19379-15)

25. Co sé ding ky: Cong ty TNHH GlaxoSmithKline Hang Tiéu Dung va Chim Séc Sire Khoe
Viét Nam (Pia chi: Tang 16, toa nha Metropolitan, sé 235 dwong Pong Khéi, Phuong Bén Nghé,
Qudn 1, Thanh phé H6 Chi Minh, Viét Nam)

25.1. Co sé san xuat: GSK Consumer Healthcare SARL (Pia chi: Route de I’Etraz 2, 1260 Nyon,
Switzerland)

68

Voltaren Diclofenac Gelbdi | Hop 1 NSX 36 760100073723 01
Emulgel diethylamine ngoai da | tuyp 20g (VN-17535-13)
1,16g/100g

26. Co sé ding ky: Cong ty TNHH Johnson & Johnson (Vi¢t Nam) (Dia chi: Tang 12, Toa nha
Vietcombank, S0 5 Cong truong Mé Linh, Phuong Bén Nghé, Quan 1, Thanh phé Ho Chi Minh, Viét

Nam)
26.1. Co sé san xuét: Janssen Pharmaceutica NV (Dia chi: Turnhoutseweg 30, B-2340, Beerse,

Belgium)
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