TRUNG UONG 2 Péc lap — Ty do — Hanh phiic

P CONG TY CPDUQC LIEU CONG HOA XA HQI CHU NGHIA VIET NAM

PHYTOPHARMA S6: 4273/DL2-TBV TP. Hd Chi Minh, ngay 28 thang 8 nim 2024
V/v: Thay dbi s visa ciia san
phdm Zavicefta 2g/0.5g 1x10's

Kinh giri: SO Y TE PONG NAI

Trude tién, Cong ty Co phi“m Dugc Liéu Trung Uong 2 Xin cdm on su hd tro ctia Quy
S d6i véi cong ty ching tdi. Trong nhidu nim lién, cac san phdm ciia cong ty ching toi da
duge Quy S¢ tin tudng va mua sim @& phuc vu cho nhu cau diéu tri ciia bénh nhén.

Can cu' Quyet dinh sé 1417/0D-SYT ngay 01 thang 12 nam 2023 ciia Gidm déc So
Déng Nai vé viéc phé duyét két qua lira chon nha thdu Géi thdu sé 07: Thubc generic;

Vi muc tiéu cap nhat &én Quy S& thong tin méi nhat lién quan céc thudc cong ty ¢ha
t6i dang phan phdi, chiing t6i xin thong tin dén Quy S& tinh hinh cung ng cta san
Zavicefta (Sé Ping Ky: VN3-319-21) nhu sau:

1. San phdm Zavicefta (hoat chit/ham lugng: Ceftazidime (dudi dang ceftazidim
pentahydrate) 2g; Avibactam (du6i dang natri avibactam) 0 ,5g) dang duoc cong ty
chung t6i phén phoi dén Quy S& theo Thoa Thudn Khung da ky ngay 06/12/2023 voi
S6 Pang Ky (SBK) VN3-319-21. Hién nay, trong kho chung tdi chi con ton kho véi
han dung xa nhét 1 31/12/2024.

2. Vao ngay 27/10/2023, san phém Zavicefta (hoat cht/ham lugng: Ceftazidime (dudi
dang ceftazidim pentahydrate) 2g, Avibactam (duéi dang natri avibactam) 0,5g) da
dugce Cuc Quan Ly Dugc cip Gidy Pang Ky Luu Hanh méi véi SDK: 800110440223
(theo quyét dinh s6 794/QP-QLD, ky ngay 27/ 10/2023) thong tin chi tiét nhu sau. Véi
s6 dang ky méi 800110440223, ching téi ¢ ton kho véi han dung xa hon trén 12

thang:
g2 2 Zavicefta
i sa P Thong tin madi Thong tin cii
Gidy phép luu hanh 800110440223 VN3-319-21
Ceftazidime (du6i dang Ceftazidime (duéi dang
Hoat chét ceftazidim pentahydrate); ceftazidim pentahydrate);
: Avibactam (dudi dang Avibactam (dudi dang natri
avibactam sodium) avibactam)
Noéng do/Ham lugng 2g;0,5g
Dang bao ché Bot pha dung dich d4m dac dé pha dung dich tiém truyén
DPuong dung Tiém truyén tinh mach
L. % ACS Dobfar S.P.A (B/c: Via ACS Dobfar S.P.A (P/c: Via
EI?I;Z E?::ll ::jlz;c el A. Fleming, 2-37135'Verona Alessandro Fleming, 2, Verc)}la,
(VR), Italy); Y 37135 - Italy); EU-GMP; Y
Tiéu chuan GMP cua
CSSX EU-GMP EU-GMP
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Tén sian pham

Zavicefta

Thong tin méi

Thong tin cii

Co s& tron bt trung
gian / Quoc gia

ACS Dobfar S.P.A (Pia chi: V.
Le Addetta 2a/12-3/5-20067
Tribiano (MI), Italy) - Y

Glaxo Operations (UK) Ltd.
(B/c: North Lonsdale Road,
Ulverston, Cumbria LA12
9DR, United Kingdom) - Anh

Tiéu chuidn GMP cta Co
s& tron bt trung gian

EU-GMP

EU-GMP

Véi thong tin cdp nhat & trén, ching t6i kinh mong Quy S& xem xét viée tiép tuc mua
sim thubc Zavicefta (S6 Ping Ky: 800110440223) dé phuc vu cho cong tc kham chira bénh

sap toi tai Bénh vién.

Chuing toi rat mong nhén dugc su hd trg va hop tac cia Quy S&, hy vong mbi quan hé
gitra Quy S& va Cong ty C6 phan Duoc Liéu Trung Uong 2 ngdy cang t6t dep.

Noi nhin:
-Nhu trén;
-Luu VT, TBV
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4 BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
S P CYC QUAN LY DUGQC Pic 1dp - Tw do - Hanh phiic
O PHAN Q 794 /QP-QLD Ha Néi, ngay 27 thanglOnam 2023
DUGC LIEV )*
Q\ TRUNG UONG 2/ 2/ QUYET PINH
S 8 V& viéc ban hanh danh muc 215 thuéc nuwée ngoai

duoc cip gidy dang ky lwu hanh tai Viét Nam - Dot 116

CUC TRUONG CUC QUAN LY DUQC

Can cur Lugt Duoc sc; 105/2016/QH13 ngay 06/4/2016;

Cén cir Nghi dinh sé 95/2022/ND-CP ngay 15/11/2022 cia Chinh phii quy
dinh chirc nang, nhiém vu, guyen han va co cau té chire ciia B Y té;

Can cir Quyét dinh sé 1969/0D-BYT ngay 26/4/2023 cua B¢ truong By Y
1é quy dinh chirc nang, nhiém vy, quyen han va co cau 16 chire ciia Cuc Quan Iy
Durge thuée Bé Y té;

Can cir Théng tu s6 08/2022/TT-BYT ngay 05/09/2022 cuia Bg truong Bo Y
té quy dinh viéc - dang ky lwu hanh thuoc, nguyen lieu lam thude;

Cén cir két lugn cua Héi dong tw van cdp gidy dang ky lheu hanh thudc,
nguyén liéu lam thuéc - B6 Y té;

Theo dé nghi cua Truéng phong Dang ky thuéc - Cuc Quan Iy Duoe.

QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 215 ‘thuc“')c nudc
ngoai dugc cap giay dang ky luu hanh tai Viét Nam - Dot 116, bao gom:

1. Danh muc 174 thudc nude ngoai duge cap gidy ding ky hru hanh hiéu
luc 05 ndm - Pot 116 (tai Phy luc I kem theo).

2. Danh muc 41 thudc nudc ngoai duge cdp gidy ding ky luu hanh hiéu
Iwc 03 ndm - Dot 116 (tai Phu luc 11 kém theo).

Piéu 2. C0' s& san xuit va co s& dang ky thude 6 trach nhiém:

1. Cung cép thude vao Viét Nam theo dung cac ho so tai liéu da dang ky
v6i BO Y té va phai in hodc dan sb dang ky duoc B6 Y té cAp 1én nhan thudc.

2. Chip hanh day du phap luét cia nuge CHXHCN Viét Nam va cac quy
dinh cia B6 Y té vé& nhép khéu thudc va luu hanh thudc tai Viét Nam, néu c6 bat
ctt thay ddi gi trong qué trinh luu hanh thubc & nudc ¢ tai va ¢ Viét Nam thi
phai bao cao ngay cho Cuc Quan Iy Dugc -Bo Y té Viét Nam.

3. Thye hién viéc cap nhat ti€u chuan chét luong cia thude theo quy dinh

tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y t€ quy
dinh vé chét lugng thudc, nguyén liéu 1am thude.

4. Cép nhat nhan thudc va to huéng dan sir dung thude theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B trudng By Y t€ quy dinh
ghi nhan thude, nguyén liéu 1am thude va t& huéng dan st dung thude trong thoi
han 06 thang ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay doi, bd
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sung gidy dang ky luu hanh thudc quy dinh tai Thong tu 08/2022/TT-BYT ngay
05/09/2022 ciia B truéng B Y té.

5. Phdi hop véi cic co so diéu tri dé thuc hién theo ding cac quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tic dung khong mong
mudn cia thude trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai
Diéu 5 Thong tr s6 08/2022/TT-BYT ngay 05/9/2022 cia B truong BO Y té
quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc ddi véi cac thude
thudc Danh muc tai Phu luc IT ban hanh kém theo Quyet dinh nay.

7. Co s¢ dang ky phai dam bao duy tri diéu kién hoat dong cia co s dang
ky trong thoi gian hiéu lyc cua gidy dang ky luu hanh thudc, nguyén liéu lam
thude. Trong truong hop khéng con dép ing du diéu kién hoat dong, co s& ding
ky phai ¢d trach nhi€ém thyc hién thay dbi co sd dang ky theo quy dinh tai Thong
tu s6 08/2022/TT-BYT ngay 05/9/2022 cia B6 truong Bo Y té trong thoi han 30
ngdy ké tir ngay co s& dang ky khong con du diéu kién hoat dong.

8. Co s¢ dang ky thuoc phai bdo cdao Bo Y té ve cap nhat tinh trang dap
tmg Thuc hanh t6t san xuat cua co sO san xuit thude, nguyén liéu lam thudc.
Truong hop co s6 san xudt bi thu héi gidy phép san xuat hodc khong dap img
Thue hanh tdt san xuat thude, nguyén liéu 1am thudc & nudc sd tai, co s& phai
thire hién viée bao céo trong thoi han 15 ngiy ké tir ngay c6 théng bao cia co
quan quén Iy ¢6 thim quyén nudc sé tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/05/2017 ctia Chinh phi quy dinh chi
tiét mot s6 diéu va bién phap thi hanh Luét Dugec.

Pidu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Pidu 4. Giam dbc S&'Y té cac tinh, thanh phd true thudc trung wong, gidm
dbc nha san xuét va co s& dang ky ¢6 thude tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhgn: ____ CUC TRUONG
- Nhu Diéu 4; A e

- B truong (dé b/c);

- TTr. 6 Xuén Tuyén (dé b/e);

- Cuc Quin Y - B§ Qudc phong, Cuc Y té - Bo Cone
an; Cuc Y té GTVT - B6 Giao théng van tai;

- Téng Cuc Hai quan - B) Tai chinh;

- Bao hiém X4 hoi Viét Nam;

- B4 Y té: Vu PC, Cuc QLKCB, Thanh tra B6, Vin
phong HPTV cap GPKLH thude, NLLT;

-S§Y té cac tinh, thanh phd truc thudc Trung wong;
- Vién KN thude TU, Vién KN thude TP. HCM;

- Téng Céng ty Duge VN-CTCP;

- Cac Cong ty XNK dugc phdm;

- Cac Bénh vién & Vién c¢6 givdng bénh truc thude
BYT;

- Trung tAm mua sim tap trung thudc qudc gia;

- Céac phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCHN, VP Cuc; Website Cuc QLD;

- Luu: VT, DKT (2b) (NT).




Phu lue IT

DANH MUC 41 THUOC NUGC NGOAI BPUGC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - BQT 116

(Ban hanh kém theo quyét dinh so: ...794...../OP-OLD, ngay21../10./2023 ciia Cuc Qudn Iy Durgc)

STT | Ténthudc | Hoatchat chinh— | Dangbao | Quycich | Tiéu | Tudi S6 ding ky
Ham lugng ché déng géi | chuin | tho
(thiang)
(€] (2) 3) (C)) 3 (6) @) 3

1. Co s& ding ky: A. Menarini Singapore Pte. Ltd. (Dia chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co s& sin xuit: Menarini - von Heyden GmbH (Dja chi: Leipziger Strasse 7-13, 01097
Dresden, Germany)

1 Ranexicor Ranolazine 375mg | Vién nén Hop 2 vix NSX 36 400110438523
giai phong | 15 vién;
kéo dai Hop 3 vix
20 vién;
Hop 5vix
20 vién
2 Ranexicor Ranolazine 750mg | Vién nén Hop 2 vix NSX 36 400110438623
giai phong | 15 vién;
kéo dai Hop 3 vix
20 vién;
Hop 5 vix
20 vién
3 Ranexicor Ranolazine 500mg | Vién nén Hép 2 vix NSX 36 400110438723
giai phong | 15 vién;
kéo dai Hép 3 vix
20 vién;
Hop 5 vix
20 vién
2. Co s& ding ky: Aspen Pharmacare Australia Pty Limited (Dia chi: 34-36 Chandos Street, ST
Leonards NSW 2065, Australia)
2.1. Co sé san xuit: Cyndea Pharma, S.L (Pia chi: Poligono Industrial Emiliano Revilla Sanz, Av.
De Agreda 31 42110 Olvega (Soria), Spain)
4 Gracial Desogestrel (vién | Vién nén Hép 01 vi, NSX 36 840110438823
xanh) 0,025mg; 07 vién
Ethinylestradiol xanh va 15
(vién xanh) vién trang
0,04mg;

Desogestrel (vién
trang) 0,125mg;
Ethinylestradiol
(vién Uﬁng)
0,03mg
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4

STT | Ténthube | Hoat chitchinh— | Dangbao | Quy cich Tiéu Tubi S6 ding ky
Ham lugng ché déng géi | chuin tho
(thang)
1 2) 3 @ (%) (6) (@) 8)

15 Capecitabine | Capecitabine Vién nén Hop 12vix | NSX 36 535114439923
Pharmacare 500mg bao phim 10 vién
500mg Film-
coated Tablets

10. Co s& ding ky: Cong ty TNHH Dwoc Tam Dan (Dja chi: A4.4 KDC Everich 3, Puong Phu
Thudn, Phuong Tan Phu, Qudn 7, Thanh pho H6 Chi Minh, Viét Nam)

10.1. Co sé sin xuit: Vianex S.A.- Plant C (Dja chi: 16th km Marathonos Ave., Pallini Attiki 15351,
Greece)

16 Dioxofin Oxaliplatin Dung dich | Hop 1lox NSX 24 520114440023
200mg/40mg dam dac 40ml
pha tiém
truyén
11. Co sé ding ky: Cong ty TNHH Mot thanh vién Duoc phidm PV Healthcare (Pja chi: 4/5 Khu
Din Cur Van Xudn Dat Viét, Puong S6 5, Phucng Binh Hiung Hoa, Qudn Binh Tan, TPHCM, Viét
Nam)
11.1. Co s& sin xuédt: The Acme Laboratories Ltd. (Pia chi: Dhulivita, Dhamrai, Dhaka,
Bangladesh)
17 Bromtab 40 Febuxostat 40mg Vién nén Hop 2 vix NSX 36 894110440123
tablet bao phim 10 vién
12. Co sé ding ky: Cong ty TNHH Pfizer (Viét Nam) (Dja chi: Tang 17, phong 1701, Friendship
Tower, 31 Lé Dudn, phuong Bén Nghé, Qudn 1, TP Ho Chi Minh, Viét Nam)
12.1. Co s& san xuat: ACS Dobfar S.P.A (Pja chi: Via A. Fleming, 2-37135 Verona (VR), Italy)
Co sé tron bét trung gian: ACS Dobfar S.P.A (Dia chi: V. Le Addetta 2a/12-3/5-20067 Tribiano
(MI), Italy)
18 Zavicefta Ceftazidime (dudi | Bot pha Hop 10 lo NSX 36 800110440223
dang ceftazidime dung dich
pentahydrate) 2g; dam dic dé
avibactam (dudi pha dung
dang avibactam dich tiém
sodium) 0,5mg truyén
—mmmwmwmw TV (Dia chr: So
72 Binh Gid, Phucng 13, Qudn Tan Binh, Thanh pho Hé Chi Minh, Viét Nam)
13.1. Co s& san xuat: Prasfarma, S.L. (Pia chi: C/Sant Joan 11-15, 08560 Manlleu (Barcelona),
Spain)
19 Gemcitabine | Gemcitabine (duéi | Dungdich | Hop 1 Lox NSX 36 840114440323
TVP 2000mg | dang Gemcitabine | dam ddc dé | 20ml
hydrochlorid) pha dung
2000mg/20ml dich tiém
truyén

14. Co so¢ ding ky: DKSH Singapore Pte. Ltd (Dia chi: 47 Jalan Buroh, # 09-01, Singapore
(619491), Singapore)

14.1. Co s& san xuit: Lilly del Caribe, Inc. (Dja chi: 12.6 KM 65th Infantry Road (PR01), Carolina,
00985, Puerto Rico)

Co sé déng géi va xuat xwéng: Lilly, S.A. (Pia chi: Avda. de la Industria, 30, Alcobendas, 28108
Madrid, Spain)




BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tu do - Hanh phiic
Sb: 69¢/QP-QLD Ha Néi, ngay 28thdang 11 ndm 2023
QUYET PINH

V& viéc sira d6i thong tin thuoc dwge cap glay diang ky luu hanh tai Viét
Nam ban hanh kém theo Quyét dmh cap giay dang ky luu hanh cia Cuc
Quan ly Dwogc

CUC TRUONG CUC QUAN LY DUQC

Cén cir Ludt Duoc so 105/2016/QH13 ngay 06/4/2016;

Can cur Ngh_i dinh sé 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu
quy dinh chirc nang, nhiém vy, quyén han va co cau t6 chirc cua Bo Y té;

Can cur Nght dinh $6 54/2017/NP-CP ngay 08/5/2017 ciia Chinh phi quy
dinh chi tiét mét sé diéu va bten phap thi hanh Ludt Duoc;

Cdn cir Nghi dinh. s6 155/2018/NB-CP ngay 12/11/2018 cua Chinh phu
sira doi, bé sung mot so quy dinh lién quan dén diéu kién ddu t kinh doanh
thuéc pham vi quan ly nha nudc cia B Y té;

Can cir Nghi dinh sé 30/2020/NP-CP ngay 05/3/2020 ciia Chinh phii vé
cong tac van thu;

Can cir Quyét dinh s6 1 969/QD-BYT ngay 26/04/2023 cua Bo truong Bo
Y té quy dinh chirc nang, nhiém vy, quyén han va co cau 16 chire ciia Cuc Quan
Iy Dwgc thuéc Bo Y té;

Can cu Tl hong tir 56 08/2022/TT- BYT ngay 05/9/2022 cua B¢ trucng Bo
Y té quy dinh viéc dang ky beu hanh thuéc, nguyen liéu lam thuéc.

Cén cir vao ho so ding kp luu hanh thudc luu tai Cuc Qudan Iy Duoc;
Theo dé nghi ciia Truéng phong Dang ky thuoc, Cuc Quan ly Dugc.

QUYET PINH:

Pidu 1. Stra ddi mot s6 thong tin thude dugc cap, gla han glay dang ky
luu hanh tai Viét Nam ban hanh kém theo Quyét dinh cap, gia han giay dang ky
luu hanh ctia Cuc Quan 1y Dugc (Phu luc kém theo Quyet dinh nay).

Céc thong tin khac ciia thude dugc cap; gia han glay dang ky Iuu hanh tai
Viét Nam ban hanh kém theo Quyet dinh cap, gia han gidy dang ky luu hanh
thudc tai Phu luc kém theo Quyét dinh nay khong thay doi.

Diéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.



Dleu 3. Giam doc S& 'Y té céc tinh, thanh pho truc thudc Trung wong va
Giam déc co s& san xuit va co sé ding ky c6 thude tai Piéu 1 chiu trich nhiém
thi hanh Quyét dinh nay./.

o KT, CUC TRUONG
= u wren;
- Nhu Diéu 3; PHO CUC TRUONG

- B¢ trudng Dao Hong Lan (dé b/c);

- Thir truémg D Xuin Tuyén (de b/e);

- Cuc truéng Vil Tuin Cu’cmg(de ble);

- Cpc Quién y - B4 Qubc phong, Cuc Y té - Bo Céng

- Cuc Y té GTVT - Bb Giao théng van tai; Téng Cuc
Hai quan - B¢ Tai chinh;

- Béo lucm x4 hdi Viét Nam;

-B& Y té: Vu PC, Cuc QLYDCT Cuc QLKCB, Thanh
tra B§; Trung tdm mua sdm tdp trung thudc Quoc gia;

- Vién KN thuéc TW, Vién KN thuoc TP. HCM; Nguyén Thanh Lim
- Téng Cong ty Duge Viét Nam — Céng ty CP; Céc
cdng ty XNK dugc pham;

- Céc Bénh vién, Vién c6 giudng bénh true thudec BYT;
- Cac phong thuéc Cuc QLD: QLGT, QLKDD,
QLCLT, PC-HN, VP Cuc; Website Cuc QLD;

- Luu: VT, BKT
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BO Y TE CONG HOA XA HQOI CHU NGHIA VIET NAM
C QUAN LY DUQC Péc lap - Ty do - Hanh phiic
/CONu Sﬂ\ -
a?’ cO PHAN f’\
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o \ 1RL\”‘ UONG /2

6 /Qb-QLD Ha N¢i, ngay 20 thangoanam 2021

QUYET DINH
Ve wec ban hanh danh muc 112 thudc nuéc ngoai
o cip gidy ding ky luu hanh tai Viét Nam - Dot 105 b6 sung

CUC TRUOGNG CUC QUAN LY DUQC
Cén cir Ludt Dwoc sé6 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
chikc nang, nhiém vu, quyen han va co cdu 16 chirc ciia B Y té;

Can cir Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 cua Bé6 truong Bo Y 1é
quy dinh chirc nang, nhiém vy, quyén han va co cdu 16 chire cua Cuc Quan Iy Dugc
thuéc Bj Y té;

Cdn cir Théng tir s6 32/2018/TT-BYT ngay 12/11/2018 cua B¢ truong B Y é
quy dinh viéc dang ky hru hanh thude, nguyén liéu lam thuéc;

Can cir Thong tu 56 29/2020/TT-BYT ngay 31/12/2020 cua B trucng B6 Y 1é
sua doi, b6 sung va bai b mét sé van ban quy pham phap ludt do Bé truong Bé Y
té ban hanh, lién tich ban hanh;

Can cur y kién ciia Hoi déng tw van cdp gidy dang ky hru hanh thudc, nguyén
liéu lam thuéc - B4 Y té;

Xét dé nghi ciia Trucng phong Dang ky thuéc - Cuc Quan ly Durorc,
QUYET DPINH:

Dleu 1. Ban hanh kém theo Quyét dinh nay danh muc 112 thuoc nudc ngoai
duogc cap gidy dang ky luu hanh tai Viét Nam - Dot 105 bd sung, bao gom:

1. Danh muc 86 thuéc nu6c ngoai duge cip gidy déng ky luu hanh hiéu luc
05 nam - Dot 105 bd sung (tai Phu luc I kém theo). Céc thudc tai Danh muc nay co
s6 ding ky véi ky hiéu VN-...-21, hiéu luc 05 nam ké tir ngay ky ban hanh Quyét
dinh nay.

2. Danh muc 03 thudc nudc ngoai duge cép gidy dang ky luu hanh hiéu Iuc
05 ndm - Dot 105 b6 sung (tai Phu luc II kém theo). Céac thudc tai Danh muc nay cd
s6 dang ky véi ky hiéu VN-...-21, hiéu lyc 05 ndm ké tir ngay ky ban hanh Quyét
dinh nay va phai thyc hién theo quy dinh tai khoan 8 Diéu 2 Quyét dinh nay.

3. Danh myc 16 thude nude ngoai duoc cip gidy ding ky luu hanh hiéu luc
03 nédm - Dot 105 bd sung (tai Phu luc IIl kém theo). Cac thudc tai Danh muc nay
c6 s6 ding ky véi ky hiéu VN3-...-21 va hiéu lyc 03 nam ké tir ngay ky ban hanh
Quyét dinh nay.

4. Danh muc 07 thube nude ngoai duge cap gidy dang ky luu hanh hiéu luc
03 ndm - Dot 105 bd sung (tai Phu luc IV kém theo). Céc thudc tai Danh muc nay
co sb dang ky voi ky hiéu VN3-...-21, hi¢u luc 03 nam ké tir ngay ky ban hanh
Quyét dinh nay va phai thyc hién theo quy dinh tai khoan 8 Piéu 2 Quyét dinh nay.

Pidu 2. Co s& san xuit va co s dang ky thude ¢6 trach nhiém:




1. Cung cAp thudc vao Viét Nam theo ding cac hd so tai lidu di dang ky véi
B Y té va phai in s§ dang ky dugc BO Y té Viét Nam cép 1én nhin thude.

2. Chép hanh ddy du phép luat ciia nuéc CHXHCN Viét Nam va cic quy
dinh ciia B Y té vé nhap khiu thudc va lru hanh thude tai Viét Nam, néu c6 bat ctr
thay ddi gi trong qua trinh lru hanh thudc & nudc s tai va & Viét Nam thi phai bao
cao ngay cho Cuc Quan ly Dugc-B& Y té Viét Nam.

3. Thyc hién viéc cap nhat tiéu chuan chét lrong cta thude theo quy dinh tai
Théng tur sb 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truong Bo Y té quy dinh vé
chat luong thudc, nguyén liéu lam thudc.

4. Cap nhét nhan thudc va td hudng din sir dung thude theo quy dinh tai
Théng tw 01/2018/TT-BYT ngay 18/01/2018 cua B truong B6 Y té quy dinh ghi
nhin thudc, nguyen liéu lam thudc va to hudéng dan sir dung thudc theo hinh thirc
thay d6i, bo sung gidy ding ky luu hanh thuoc quy dinh tai Théng tu 32/2018/TT-
BYT ngay 12/11/2018 cua B truong Bo Y té d6i voi thude chua cap nhat ndi dung
nhan thudc, t& huéng dan sir dung thude theo quy dinh tai Thong tu 01/2018/TT-
BYT ngay 18/01/2018 ctia B truong Bo Y té, cu thé nhr sau:

a) Dbi v6i thude thude danh muc thude doc va nguyén lidu doc 1am thube
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua BY truéng Bo Y
té vé& viéc ban hanh danh muc thudc doc va nguyén liéu doc lam thude: chi duge
luu hanh sau khi duge Cuc Quan 1y Dugc phé duyét ndi dung cdp nhét nay.

b) Bbi véi cac thude khac phai thuc hién viéc cap nhét nay trong thdi han 06
théang ké tir ngay dugc cip gidy dang ky lwu hanh.

c) Pbi véi thudc Alfavir Tablet (STT 08, s6 dang ky VN3-312-21) chira hoat
chit Tenofovir alafenamid fumarat tai Phy luc IIT kém theo Quyét dinh nay: trong
vong 03 thang ké tir ngay ky ban hanh Quyét dinh nay, co s¢ ding ky, co s& san
xudt phai cap nhat t& hudng dan sir dung theo t& hudng déan sir dung thudc biét
dugc goc da duge EMA phé duyét va thude chi duoc luu hanh tai Viét Nam sau khi
duge Cuc Quan 1y Duge — Bo Y té Viét Nam phé duyét ndi dung nay.

5. Phéi hop véi cac co s diéu tri dé thuc hién theo ding cic quy dinh hién
hanh vé thudc ké don, theo di an toan, hiéu qua, tac dung khong mong mudn cua
thuoc trén ngudi Viét Nam va téng hop, bao cdo theo quy dinh tai Diéu 5 Thong fir
) 32/2018/TT-BYT ngay 12/11/2018 cua B tnrorng Bo Y té quy dinh viéc ding
ky luu hanh thudc, nguyén liéu lam thudc ddi véi cac thude thuéc Danh muc tai
Phu luc III, Phy lyc IV ban hanh kém theo Quyét dinh ndy (cic sb dang ky voi ky
hiéu VN3-...-21).

6. Co s& dang ky phai dam bao duy tri diéu kién hoat déng cua co s§ dang ky
trong thdi gian hiéu luc cta gidy ddng ky lwu hanh thudc, nguyén liéu lam thudc.
Trong trudng hop khéng con dap tmg du diéu kién hoat dong, co s& ding ky phai
¢6 trdch nhiém thuc hién thay ddi co s& dang ky theo quy dinh tai Théng tr s
32/2018/TT-BYT ngay 12/11/2018 cia B truong Bé Y té trong thdi han 30 ngay
ké tir ngy co s¢ dang ky khong con di diéu kién hoat dong

7. Co s¢ dang ky thudc phai bao ciao Bo Y té vé cap nhat tinh trang dap Umg
Thuc hanh tét san xuét cia co S0 san Xuat thuoc nguyén liéu 1am thude. Truong
hop co s6 san xuét bi thu hoi gidy pheép séan xut hodc khéng dap tmg Thuc hanh tét
san xuit thubc, nguyén lidu lam thude & nude so tai, co s& phai thuc hién viéc béo




céo trong thoi han 15 ngay ké tir ngay c6 thong bdo cua co quan quéan 1y ¢6 tham
quyén nudc sd tai theo quy dinh tai diém d khoan 1 Piéu 100 Nghi dinh 56
54/2017/ND-CP ngay 08/5/2017 cta Chinh phu quy dinh chi tiét mot s6 diéu va
bién phép thi hanh Luét Dugc.

8. Bbi voi 10 thuoc tai Phu luc II, Phu luc IV Quyét dinh nay: Théng tin vé
tén, dia chi co s& san xuat trong hd so ding ky thudc chua hoan toan thong nhat vOi
thong tin trong danh muc céng bd dap tmg GMP. Co s& dang ky, co so san xuit c6
trach nhiém thyc hién cép nhat thong tin vé tén, dia chi co s¢ san xuét tai danh muc
cong b dap tmg GMP theo théng tin trén Quyét dinh cap gidy dang ky luu hanh
hogc thuc hién thay ddi bd sung tén, dia chi co s& san xut trén gidy ding ky luu
hanh thong nhat véi thong tin tai danh muc cong b dap g GMP.

Thudc chi dugc nhap khéu, luu hanh tai Viét Nam sau khi Cuc Quan ly
Duogc c6 vin ban xac nhan di hoan thanh viéc thuc hién yéu cau nay.

9. Péi v6i cac thube Ledipasvir + Sofosbuvir Tablets 90mg/400mg (STT 02,
sd dang ky VN3-322-21); thudc Sofosbuvir Tablets 400mg (STT 03, so dang ky
VN3-323-21) tai Phu luc IV kem theo Quyet dinh nay: co s¢ phai giri mau thuoc
kém theo chat chudn déi vai 03 16 nhép khéu dau tién dé Vién Klem nghiém thudc
Trung wong hodc Vién Kiém nghiém thudc TP. HO Chi Minh kiém tra theo tiéu
chuan chét luong di dang ky va chi duoc luu hanh sau khi két qua kiém nghiém dat
yéu cau.

Piéu 3. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Pidu 4. Giam déc S¢ Y té cac tinh, thanh phé truc thudc trung uong, gidm
dbc nha sin xuit va co s& ding ky co thudc tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu Biéu 4;

- Bo trudng (dé b/c);

- TTr. Truong Qubc Cudng (dé ble); [
- Cyc Quan Y - Bo Quéc phong, Cuc Y té - Bo Cong | ©
an; Cuc Y t¢ GTVT - B§ Giao théng vén tai; Téng \
Cuc Hai quan - B Tai chinh;

- Bao hiém X4 héi Viét Nam;

- B Y t&: Vu PC, Cuc QLYDCT, Cuc QLKCB,
Thanh tra Bg.

- Vién KN thube TU, Vién KN thubc TP. HCM;

- Téng Céng ty Duge VN; Céc Céng ty XNK duge
phim;

- Cac Bénh vién & Vién co giudng bénh truc thude
BYT;

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

- Luu: VT, BKT (10b).




BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc 1ap - Tw do - Hanh phiic

Phulpe Il :
DANH MUC 16 THUOC NUOC NGOAI
PUQC CAP GIAY PANG KY LUU HANH HIEU LUC 03 NAM - BQT 105 BO SUNG

(Ban hanh kém theo Quyét dinh so: 226...../0D-QLD, ngay 20.../94.../2021.)

1. Cong ty ding ky: F. Hoffmann - La Roche Ltd. (D/c: Grenzacherstrasse 124, CH - 4070
Basel - Switzerland)

1.1 Nha san xuit: Excella GmbH & Co KG (B/c: Niirnberger Strasse 12, 90537 Feucht -
Germany) 3

Co s& dong géi va xuat xwéng: Delpharm Milano S.r.1 (B/c: Via Carnevale 1, 20090 Segrate
(MI), Italy))

2y Hoat chét chinh - | Dangbao |Tudi| Tiéu | Quy céch R
: g o d k
S Teniinge Ham lrong ché tho |chuin| déng géi i
1 |Alecensa Alectinib (dudi dang|Vién nang 36 INSX |Hoplénchirad| VN3-305-21
Alectinib cung thing hop nho x 7 vi
hydrochloride) x 8 vién
150mg

2. Cong ty diang ky: AstraZeneca Singapore Pte., Ltd. (D/c: 10, Kallang Avenue #12-10 Aperia,
Singapore 339510 - Singapore)

2.1 Nha séin xuét: AbbVie Limited (P/c: KM 58 Carretera 2 Cruce Davila, Barceloneta, Puerto
Rico, 00617 - USA)

Co sé déng g6i va chiu triach nhiém xuit xwong 16: AstraZeneca UK Limited (D/c: Silk Road
Business Park, Macclesfield, Cheshire, SK10 2NA, UK)

’ 7 Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy céch B s

s Ten tinac Ham lugng ché tho | chuin dong goi Sudiugly

2 |Lynparza Olaparib 100mg Vién nén bao| 48 INSX [Hop7vix8 VN3-306-21
phim thidng vién

3 |Lynparza Olaparib 150mg Vién nén bao| 48 [NSX [Hop7vix8 VN3-307-21
phim thang] vién

Trang 1




pha dung
dich truyén
tinh mach

12. Céng ty ding ky: MI Pharma Private Limited (D/c: B-2103, T} harwani, Palm Beach Road,
Sanpada, Navi Mumbai - 400705, Maharashtra - India)

12.1 Nha sin xuit: Mylan Laboratories Limited (P/c: Plot No. H12 &H13, MIDC, Walyj,
Aurangabad 431136, Maharashtra state - India)

5 £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich 6 di ?
- ot T z o da
BIL T Qe Ham luong ché tho |chuan| déng goi ng ky
13 |Durart 600 Darunavir (dudi Vién nén bao| 24 [NSX [Hdp 1 chaix 60| VN3-317-21
dang Darunavir phim thang vién

ethanolat) 600mg

13. Cong ty ding ky: Novartis Pharma Services AG (D/c: Lichistrasse 35, 4056 Basel - T huy S1)

13.1 Nha sin xuét: Novartis Singapore Pharmaceutical Manufacturing Pte. Ltd. (D/c: 10 Tuas
Bay Lane, 637461 Singapore - Singapore) )
Co sé dong géi va xuit xwong: Novartis Pharma Produktions GmbH (D/c: Oflinger Str. 44,

79664 Wehr, Germany)

i x Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich Sé ax .
A O . " __ d
STY Towihoge Ham lugng che tho |chuan| déng géi S OARENY
14 |Kryxana Ribociclib (dudi Vién nén bao| 24 [NSX |Hop1 vi2l VN3-318-21
dang Ribociclib phim thing vién
succinate) 200mg
14. Céng ty diing ky: Pfizer (Thailand) Ltd. (P/c: No. 323 United Center Building, Floors 36th & &
and 37th, Silom Road, Silom Sub-district, Bang Rak District, Bangkok Metropolis - Thailand) (3
r w
14.1 Nha san xuit: ACS Dobfar S.P.A (P/c: Via Alessandro Fleming, 2, Verona, 37135 - Italy) } *
Co s& trén bt trung gian: Glaxo Operations (UK) Ltd. (B/c: North Lonsdale Road, Ulverstoi; . £y
Cumbria LA12 9DR, United Kingdom) &
" P Hoat chét chinh - | Dang bao Tudi| Tieu | Quy cich Sé ding kv
SEX Tenxhnoe Ham luong ché tho |chuin| déng géi e
15 |Zavicefta Ceftazidime (dudi  |Bot pha 36 |[NSX [Hop 1010 VN3-319-21
dang ceftazidim dung dich  (thang
pentahydrate) 2g;  |dam dédc dé
Avibactam (du6i  |pha dung
dang natri dich‘tiém
avibactam) 0,5g truyén

Trang 5




15. Cong ty ding ky: SRS Pharmaceuticals Pvt. Ltd. (D/c: 601-605, 6th Floor, Marathon Max
Bldg No.2, Mulund Goregaon Link Road, L.B.S Marg, Mulund (W), Mumbai - 4000 080 - India)

15.1 Nha sin xuit: Maxim Pharmaceuticals Pvt. Ltd. (D/c: Plot No. 11 & 12, gat No.
1251-1261, Alandi-Markal Road, Markal Khed, Pune 412 105, Maharashtra state - India)

" £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich Sé dax 5
0 . b d
- Tenigauee Ham lugng ché tho | chuin dong goi A Bkng ky
16 |Cefpogood Cefpodoxime (dudi |Vién nén 24 INSX |Hop1vix 10 VN3-320-21
dang Cefpodoxime |phén tan thang vién, hdp 2 vi x
proxetil) 100mg 10 vién

Trang 6




