BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tw do - Hanh phuc
Sb: 547 /QD-QLD Ha Néi, ngay 31 thang 07 nam 2024
QUYET PINH

Vé viéc ban hanh Danh muc 27 vic xin, sinh pham
dwgc cap, gia han giay dang ky luwu hanh tai Viét Nam - Dot 51

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;

Can civ Nghi dinh sé 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chirc nang, nhiém vu, quyén han va co cdu t6 chirc ciia Bé Y té;

Can cir Thong tw so 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trudng B Y té quy
dinh viéc dang ky luu hanh thudc nguyén liéu lam thuoc;

Can cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cua Bo truong Bo Y té quy
dinh chirc nang, nhiém vu, quyén han va co cau t6 chire ciia Cuc Quan Iy Duwoc thuéc Bé
Y te,

Can cir két ludgn ciua Hoi dong tw vin cdp gidy dang ky lwu hanh thudc, nguyén
liéu lam thudc - BY Y té;

Theo dé nghi ciia Treong phong Pang ky thue, Cuc Qudn Iy Duorc.

QUYET PINH:

, Piéu 1. Ban hanh kem theo Quyét dinh nay Danh muc 27 vac xin, sinh pham dugc
cap, gia han gidy dang ky Iuu hanh tai Viét Nam - Dot 51, bao gom:

1. Danh muc 02 sinh phém duogc cip gidy dang ky lwu hanh hiéu luc 05 nam - Pot
51 (Phu luc | kém theo Quyét dinh nay).

2. Danh muc 01 sinh phém duogc cép gidy dang ky luu hanh hiéu lyc 03 nam - Pot
51 (Phu luc |l kem theo Quyét dinh nay).

3. Danh muc 13 véc xin, sinh phim dugc gia han gidy ding ky luu hanh hiéu luc
05 nam - DBot 51 (Phu luc W1l kem theo Quyét dinh nay).

4. Danh muc 11 sinh phém,duqc gia han gidy dang ky luu hanh hiéu lyc 03 nam -
Dot 51 (Phu luc IV kem theo Quyét dinh nay).

DPieu 2. Co s¢ san xuat va co sé dang ky thuoc co trach nhiém:

1. San xuét, cung cip thudc vao Viét Nam theo dung cac ho so, tai lidu di dang ky
v61 BO Y t€ va phai in s6 dang ky dugc B Y t€ Viét Nam cap 1én nhan thuoc.

2. Chép hanh ddy du phap luat ciia Viét Nam va cac quy dinh cua BO Y té vé san
Xuat, nhap khau thudc va lwu hanh thudc tai Viét Nam, néu c6 bat cu thay dobi gi trong
qua trinh luu hanh thudc & nuéc so tai va & Viét Nam thi phai bao cdo ngay cho Cuc
Quan 1y Dugc - BO Y té Viét Nam.

3. Thuc hién vi¢c cdp nhat tiéu chuin chat lugng cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bg truong BO Y té quy dinh vé chat
luong thude, nguyén liéu lam thudc, Thong tu s6 03/2020/TT-BYT ngay 22/01/2020 cia
Bo truong Bo Y té stra d6i, bd sung mot sb diéu ctia Thong tu 11/2018/TT-BYT quy dinh
vé chét lugng thube, nguyén liéu 1am thude.



4. Cap nhat nhan thudc, to hudng dan sir dung thude theo quy dinh tai Thong tu sO
01/2018/TT-BYT ngay 18/01/2018 cua B truong BO Y té quy dinh ghi nhan thudc,
nguyén lidu lam thudc va td huéng dan sir dung thude trong thoi han 06 thang ké tir ngay
ky ban hanh Quyét dinh nay, theo hinh thtc thay d6i, b sung gidy dang ky luu hanh
thudc quy dinh tai Thong tu s6 08/2022/TT-BYT ddi véi thude chua cap nhat ndi dung
nhan thude, t& huéng dan sir dung thude theo quy dinh tai Thong tu s6 01/2018/TT-BYT
ctia BO truong BO Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugc gia han
glay dang ky Iuu hanh tai Phu luc 11, 1V ¢6 thay ¢ d6i vé noi dung hanh chinh (bao gom ca
mau nhén, to huéng dan s dung) phai san Xudt (d01 v6i véac xin, sinh phdm san xuét
trong nudc), nhap khau (d6i voi vic xin, sinh pham nhap khau), lwu hanh véi cac noi
dung di dugc phé duyét thay dbi trong hd so ding ky gia han.

6. Phéi hop VOl cac co sO'y té du phong, co s¢ diéu tri dé thuc hién theo ding cac
quy dinh hién hanh vé thudc ké don, theo doi an toan, hi¢u qua, tac dung khong mong
muon cua thuoc trén nguodi Viét Nam va tong hop, bao céo theo quy dinh tai Piéu 5
Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 ciia Bo truong Bo Y té quy dinh viéc ding
ky lwu hanh thubc, nguyén liéu lam thudc d6i véi cac thude thuoc Danh muc ban hanh
kém theo Quyét dinh nay.

7. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thdi han
hiéu lyc cua gidy dang ky lwu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khong con dap ung du diéu kién hoat dong, co sé dang ky phai c6 trach nhiém thuc hién
thay doi co s dang ky theo quy dinh tai Thong tu so 08/2022/TT-BYT ngay 05/9/2022
ciia Bo truong Bo Y té quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thudc
trong thoi han 30 ngay ké tir ngay co sé ding ky khong con di diéu kién hoat dong.

8. Co s¢ dang ky thuoc phai bao cao B Y (Cuc Quan ly Duogc) té v& cap nhat tinh
trang dap ung Thyuc hanh t6t san xut clia co sO' san xuat thudc, nguyén liéu lam thude.
Truong hop co s¢ san xut bi thu hoi glay phép san xuat hoidc khong dap ung Thuc hanh
t6t san xudt thudc, nguyén liéu lam thudc & nudc sé tai, co so phai thuc hién viéc bao cao
trong thoi han 15 ngay ké tir ngay c6 thong bao cta co quan quan Iy ¢6 tham quyén nudc
sO tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi dinh s6 54/2017/ND-CP ngay
08/5/2017 ctia Chinh phu quy dinh chi tiét mot s6 diéu va bién phap thi hanh Luit Duoc.

9. Thude s thtr ty 1, 2, 8, 11 tai Phu luc 1V Quyét dinh nay: sau khi duoc gia han
gidy dang ky luu hanh thudc, cong ty dang ky phai nop h6 so 1am sang theo hinh thie
thay doi, bo sung quy dinh tai Phy luc II Thong tu s6 08/2022/TT-BYT dé dugc tiép
tuc xem xét gia han gidy dang ky luu hanh cho 1an tiép theo.

10. Cac thude sb thir tu 3, 4, 5 tai Phu luc IV Quyet dinh nay: sau khi dugc gia
han gidy ding ky luu hanh thudc, cong ty ding ky phai nop hod so 1am sang theo hinh
thuc thay doi, bd sung quy dinh tai Phu luc II Thong tu s6 08/2022/TT-BYT hoic cong
thirc tham chiéu dé dugc tiép tuc xem xét gia han gidy dang ky luu hanh cho lan tiép
theo.

Piéu 3. Céc thudc dugc gia han glay dang ky luu hanh tai Phu luc 11l va Phu luc
v Quyet dinh nay duoc tiép tuc st dung s6 dang ky da cap trude khi gia han trong thoi

han t6i da 12 thang ké tir ngay dugc cap s6 dang ky gia han theo quy dinh tai Phy lyc VI
ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

Diéu 4. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.



Piéu 5. Giam doc S¢' Y té cac tinh, thanh phd tryc thudc Trung wong va Giam ddc
co s& san xuat va co s¢ dang ky c6 thuoc tai Pi€u 1 chiu trach nhi€m thi hanh Quyét dinh

nay./.

Noi nhan: —__CUC TRUONG
- Nhu Diéu 5;

- Bo trudng BYT (dé blc);
- Thit truong P Xuan Tuyén (dé b/c); [
- Cuc Quén y - Bo Quédc phong, Cuc Y té - B6 Cong "=n~;
Cuc Y t& GTVT - Bo Giao thong van tai; Tong Cuc H :.
quan - B¢ Tai chinh; ~\ (;,
- Béo hiém x3 hoi Viét Nam; N
- B¢ Y t& Vu PC, Cuc YTDP, Cuc KHCN&DT; Cuc ~Vii Tun Cuing
QLKCB, Thanh tra B, Van phong NRA, Van phong

HDbTV cép GDKLH thudc, NLLT; Trung tam mua sdm QG;

- Vién KPQG VX&SPYT, Vién VSDTTW;

- Téong Cong ty Duge VN — CTCP, Céc Cong ty XNK dugc

pham (xem Website Cuc QLD);

- Cac Bénh vién & Vién co6 giuong bénh tryc thuéc BYT;

- Cuc QLD: céac phong QLGT, QLKDD, QLCLT, PCHN,

VP Cuc, Website Cuc QLD;

- Luu: VT, BKT (4b).




Phu luc |

DANH MUC 02 SINH PHAM Y TE PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 51

(Kém theo quyér dinh sé: ..547....../0D-QLD, ngay 31./.07/2024cuia Cuc Qudn 1y Duroc)

STT Tén thudc Hoat chat chinh | Dang | Quy cach déng | Tiéu | Tuoithe | So ding ky
— Ham lwong bao che goi chuan | (thang)
1) ) @) (4) ©) (6) @) (8)
1. Co s¢ ding ky: Diethelm & Co., Ltd. (Dia chi: Wiesenstrasse 8, 8008 Zurich, Thuy Sy)
1.1. Co sé san xuat: Biocodex (Pia chi: 1 Avenue Blaise Pascal, 60000 Beauvais, Phap)
1 Bioflora 250 mg Mbi gbi chira Bot pha Hop 10 goi; NSX | 36thang | 300400645824
Saccharomyces | hon dich Hop 20 goi;
boulardii CNCM uong Hop 200 goi
I-745 250mg
2 Bioflora 250 mg | Saccharomyces Vién Hop 5vix 6 NSX | 36thang | 300400645924
boulardii CNCM nang vién; Hop 2 vi x
I-745 250mg cang 6 vién; Hop 2 vi
X 5 vién
Ghi chu:

1. Céch ghi tiéu chudn chdt lirong thudc tai cét (6):

- Nha san xudt (NSX), Tiéu chuan nha san xuat (TCNSX), Tiéu chudn co s¢ (TCCS), In-house c6 ¥ nghia twong
dwong nhau, la tiéu chuan chat lwong thuoc do co sé san xuat xay dung va déeu c6 thé duwroc ghi trén nhén thuoc.

- Céch viét tdt cac tie:zu chuan chdt lwong duoc d:iéh: Duoc dién Viét Nam (DDVN), Duoc dién Anh (BP), Duoc g?ién’
My (USP), Duoc dién Nhdt Ban (JP), Duoc dién Trung Quoc (CP), Duoc dién Chdu du (EP), Duoc dien Quoc té

(1p)...




Phu luc 1l

DANH MUC 01 SINH PHAM Y TE PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POQT 51

(Kém theo quyér dinh sé: ...547...../0D-QLD, ngay 3.../07./2024.ciia Cuc Qudn 1y Duroc)

STT | Ténthudc | Hoatchatchinh— | Dangbao | Quy cichdéng | Tiéu | Tudithe | So ding ky
Ham luwong che goi chuan | (thang)
1) 2) 3) (4) ®) (6) ) (8)

1. Co sé diang ky: F. Hoffmann - La Roche Ltd. (Pja chi: Grenzacherstrasse 124, CH-4070, Basel,

Thuy Sy)

1.1. Co s& san xuat:
Co s& san xuit & déng goi so cap: BSP Pharmaceuticals S.p.A (Pia chi: Via Appia Km 65,561, 04013
Latina Scalo (LT), Y);
Co sé dong géi thir cap va xuit xwéng: F. Hoffmann — La Roche Ltd. (Pia chi: Wurmisweg, 4303
Kaiseraugst, Thuy Sy.)

Ropolivy

Polatuzumab
Vedotin 140mg

Bot dé pha
dung dich
dam dac
dé pha
dung dich
tiém
truyén

Hop 1 lo

NSX

24 thang

800410646024

Ghi chu:

1. Céch ghi tiéu chudn chdt lirong thudc tai cét (6):

- Nha san xuat (NSX), Tiéu chuan nha san xudt (TCNSX), Tiéu chudn co s¢ (TCCS), In-house c6 ¥ nghia tuong
dwong nhau, la tiéu chudn chdt lwong thuoc do co sé san xuat xay dung va deu c6 thé duoc ghi trén nhén thuoc.

- Céch viét tat cac tidu chuan chdt lwong diroce dién: Duoc dién Viét Nam (DP VN), Duoc dién Anh (BP), Duoc dién
My (USP), Duoc dién Nhdt Bdn (JP), Dugc dién Trung Quoc (CP), Duoc dién Chau du (EP), Duoc dién Quac té

(IP)...




DANH MUC 13 VAC XIN, SINH PHAM Y TE PUQC GIA HAN GIAY PANG KY LUU HANH

(Kém theo quyér dinh sé: ..547

Phu luc 111

TAI VIET NAM HIEU LUC 5 NAM - POT 51

.../0P-QLD, ngay 31./07.2024.cua Cuc Qudn Iy Duoc)

Tén thuoc

STT Hoat chatchinh— | Dangbao | Quycach | Tiéu | Tuai S6 dang ky S6
Ham lhrong ché dong géi | chuin | tho gia han lan
(thang) | (S6 ding ky gia
di cap) han
) (2) @ | @ 6 | 6 | @ (8) ©)
1. Co sé dang ky: Cong ty co phan Y té Puc Minh (Dia chi: So 51, ngd 205, ngach 323/83, duong
Xudn Dinh, phwong Xudn Binh, qudn Bdc T Liém, thanh pho Ha Ngi, Viét Nam)
1.1. Co sé san xuat: GC Biopharma Corp. (Pja chi: 40 Sandan-gil, Hwasun-eup, Hwasun-gun,
Jeollanam-do, Han Qudc)
1 CFlu Mai liéu vic xin Hondich | Hop 1bom | NSX 12 880310646124 1
Quadrivalent | 0,5ml chira: Khang tiém tiém dong (VX3-1229-21)
Pre-filled | nguyén tinh khiét bat san x 0,5ml;
Syringe inj. hoat virus cim A Hop 10 bom
HIN1 tiém dong
A/Victoria/4897/202 san x 0,5ml
2 IVR-238 (H1N1)
15mcg, Khang
nguyén tinh khiét bat
hoat virus cim A
H3N2
A/Darwin/9/2021
SAN-010 (H3N2)
15mcg, Khang
nguyén tinh khiét bat
hoat virus cim B
B/Austria/1359417/2
021 BVR-26 15mcg,
Khéng nguyén tinh
khiét bat hoat virus
cim B
B/Phuket/3073/2013
15mcg
2. Co sé dang ky: Cong ty TNHH Binh Viét Bwc (Dia chi: 62/36 Truong Céng Dinh, Phuong 14,
Qudn Tan Binh, Thanh phd Hé Chi Minh, Viét Nam)
2.1. Co sé san xuit: Octapharma Pharmazeutika Produktionsges.m.b.H (Bja chi: Oberlaaerstrafe
235, 1100 Wien, Ao)
2 Albunorm Mbi 250ml dung Dung Hop 1 chai NSX 36 900410646224 1
50g/I dich chra: Protein | dich tiém | 250ml; Hop thang (QLSP-1102-
toan phan chia it truyén | 1 chai 500ml 18)
nhat 96% human | tinh mach
albumin 12,5¢
2.2. Co s& san xuat: Octapharma Produktionsgesellschaft Deutschland mbH (Pjia chi: Wolfgang-
Marguerre-Allee 1, 31832 Springe, Durc)
3 Albunorm Human albumin Dung Hop 1 lo x NSX 36 400410646324 1
20% 109/50ml dich tiém | 50ml; Hop 1 thang (QLSP-1129-
truyén lo x 100ml 18)




2

STT | Ténthudéc | Hoatchatchinh— | Dangbao| Quycach | Tiéu | Tudi S6 ding ky S6
Ham hrong ché dong géi | chuan | the gia han lan
(thang) | (S6 ding ky gia
di cap) han
1) ) (©) (4) (©) (6) ) (8) 9)
3. Co s6 dang ky: F. Hoffmann - La Roche Ltd (bia chi: Grenzacherstrasse 124, 4058, Basel, Thuy
)
3.1. Co sé san xuét: Chugai Pharma Manufacturing Co., Ltd. (Pja chi: 16-3, Kiyohara Kogyodanchi,
Utsunomiya City, Tochigi, 321-3231, Nhdt Ban); Co sé dong géi: F. Hoffmann-La Roche Ltd. (Dia
chi: Wurmisweg, 4303 Kaiseraugst, Thuy Sy)
4 Hemlibra Emicizumab Dung Hop 01 lo x | NSX 24 499410646424 1
60mg/0,4ml dich tiém 0,4ml thang (SP3-1212-20)
3.2. Co s& san xuét: F. Hoffmann-La Roche Ltd. (Dia chi: Wurmisweg, CH-4303 Kaiseraugst, Thuy
Sj; Co sé dong géi va xuit xwéng: Roche Diagnostics GmbH (Pja chi: Sandhofer Strasse, 116, D-
68305 Mannheim, DirC)
5 Mircera Methoxy Dung Hop 1 bom | NSX 36 760410646524 1
polyethylene glycol- | dich tiém | tiém dong thang (SP3-1208-20)
epoetin beta san chua
100mcg/0,3ml 0,3ml
6 Mircera Methoxy Dung Hop 1 bom | NSX 36 760410646624 1
polyethylene glycol- | dichtiém | tiém dong thang (SP3-1209-20)
epoetin beta san chua
50mcg/0,3ml 0,3ml
7 Mircera Methoxy Dung Hop 1 bom | NSX 36 760410646724 1
polyethylene glycol- | dich tiém | tiém dong thang (SP3-1210-20)
epoetin beta san chua
30mcg/0,3ml 0,3ml
3.3. Co s san xuit: F. Hoffmann-La Roche Ltd. (Pja chi: Wurmisweg, 4303 Kaiseraugst, Thuy Sp)
8 Herceptin Trastuzumab Dung Hop 1 lo x NSX 21 760410646824 1
600mg/5ml dich tiém 5ml thang (QLSP-1117-
18)
4. Co sé¢ dang ky: Ferring Private Ltd. (bia chi: 168 Robinson Road, #13-01, Capital Tower,
Singapore 068912, Singapore)
4.1. Co sé san xuit lo bot: Ferring GmbH (Bja chi: Wittland 11, 24109 Kiel, Pirc); Co sé San xuat
6ng dung moi: Wasserburger Arzneimittelwerk GmbH (Pja chi: HerderstraRe 2 and Molkerei-Bauer-
StralRe 18, 83512 Wasserburg, Puc); Co sé dong géi: Ferring International Center S.A. Dja chi:
Chemin de la Vergognausaz 50, CH-1162 St. Prex, Thuy Sp)
9 Zomacton Somatropin 4 mg Botdong | Hop 1 1o bot | NSX 36 400410646924 1
4mg kho pha | dong kho va thang (QLSP-1063-
dung dich | 1 ng dung 17)
tiém moi 3,5ml
5. Co s& dang ky: Novartis (Singapore) Pte Ltd (Pia chi: 20, Pasir Panjang Road, #10-25/28,
Mapletree Business City, Singapore117439, Singapore)
5.1. Co sé san xuat: Lek Pharmaceuticals d.d. (Pja chi: Verovskova ulica 57, Ljubljana, 1526,
Slovenia)
10 Rixathon Rituximab Dung Hop 1 lo X NSX 36 383410647024 1
100mg/10ml dich dam | 10ml; Hop 2 thang (SP3-1231-21)
dic dé lo x 10ml
pha dung
dich tiém

truyén




STT | Ténthudoc | Hoatchatchinh— | Dangbao | Quycach | Tiéu Tudi S6 ding ky S6
Ham hrong ché dong géi | chuan | the gia han lan
(thang) | (S6 ding ky gia
di cap) han
1) ) (©) (4) (©) (6) ) (8) 9)
11 Rixathon Rituximab Dung Hop 1 lo NSX 36 383410647124 1
500mg/50ml dich dam 50ml thang (SP3-1232-21)
dic dé
pha dung
dich tiém
truyén
6. Co sé ding ky: Novo Nordisk A/S (Pia chi: Novo Alle 1, DK-2880 Bagsvaerd, Pan Mach. Cach viét
khac: Novo Alle 1, Bagsvaerd, 2880, Dan Mach)
6.1. Co sé san xuat: Novo Nordisk A/S (Pia chi: Novo Alle 1, DK-2880 Bagsvaerd, Pan Mach. Céach
viét khdc: Novo Alle 1, Bagsvaerd, 2880, Pan Mach); Co s& lap rap va déng géi: Novo Nordisk A/S
(bia chi: Brennum Park 1, DK-3400 Hilleroed, Pan Mach. Céach viét khac: Brennum Park 1, Hilleroed,
3400, Dan Mach)
12 Tresiba Moi but tiém bom Dung Hop 3 bat NSX 30 570410647224 1
FlexTouch | san 3ml chia Insulin | dich tiém tiém bom thang | (QLSP-932-16)
200 U/ml degludec 21,96mg san thudc x
3ml
7. Co s& dang ky: Sanofi Pasteur (Dja chi: 14 Espace Henry Vallée 69007 Lyon, Phap)
7.1. Co sé san xuat: Sanofi Pasteur (Dja chi: Pja chi co sé san Xuat Pia diém san xuat 1: 1541,
avenue Marcel Mérieux, Marcy I’Etoile, 69280 - Phép; Pia diém san xuat 2: Parc Industriel D Incarville,
Voie De L Institut, P.O. Box 101, Val de Reuil, 27100, Phap); Co sé déng 6ng ban thanh pham cuéi va
kiém tra test vo trung thanh pham déng 6ng: Sanofi Winthrop Industrie (Pja chi: 1051 boulevard
Industriel, Le Trait, 76580, Phap)
13 Typhim Vi | Bom tiém nap san 1 Dung Hop 1 bom | NSX 36 300310647324 1
liéu vic-xin (0,5 ml) | dich tiém | tiém nap sin thang | (QLVX-964-16)
chira: Tinh ché tir vo 1 liéu vic-
Vi polysaccharid cua xin 0,5 ml
vi khuan thuong han
Salmonella typhi
(chung Ty2) 25mcg
Ghi chu:

1. Céch ghi tiéu chudn chdr heong thuac tai cot (6):

- Nha san xudat (NSX), Tiéu chuan nha san xuat (TCNSX), Tiéu chuan co s¢ (TCCS) In-house cé y nghia tuwong
dwong nhau, la tiéu chuan chat lwong thude do co sé san xudt xay dung va déu c6 thé duroc ghi trén nhan thuéc.

- Céch viét tat cac tiéu chudn chdt lwong dwoc dién: Duoc dién Viét Nam (DDVN), Dugc dién Anh (BP), Duwoc dién
My (USP), Dugc dién Nhat Ban (JP), Dwoc dién Trung Quéc (CP), Dugc dién Chau Au (EP), Duoc dién Quoc té
(IP)...

2. S6 ddang ky tai cét (8):

- S6 dang ky gia han 1a so dang ky duot cap theo quy dinh tai Phu luc VI Théng e 08/2022/TT-BYT ngay
05/09/2022 ciia B¢ trieong Bo Y té quy dinh viée dang ky heu hanh thuoc, nguyén liéu 1am thuac.

- S6 dang ky da cap (dwoc ghi trong ngodc don) la sé dang ky da dwoc cd'p trieée khi thude dieoc gia han theo quyét
dinh nay.




Phu luc IV

DANH MUC 11 SINH PHAM Y TE PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POQT 51

(Kém theo quyét dinh sé: .2%7......./OD-QLD, ngay 31./07./2024cia Cuc Quan i Duoc)

STT | Ténthuoc | Hoatchatchinh— | Dangbado | Quycach | Tiéu | Tudi S6 dang ky S6
Ham lwong ché dong géi | chuin | the gia han lan
(thang) | (S6 ding ky gia
di cap) han
1) 2) 3) ) 6). (6) (7) (8) ©)
1. Co sé dang ky: Chi nhanh Céng ty Co phan Dwec pham Nam Ha (Pja chi: 423 Vii Tong Phan,
phuong Khuwong Pinh, qugn Thanh Xuan, Ha Ngi, Viét Nam)
1.1. Co sé san xuit: Bioton S.A. (Pia chi: Macierzysz, 12 Poznariska Str., 05-850 Ozaréw Mazowiecki,
Ba Lan)
1 Scilin M30 Insulin nguoi tai to Hén dich Hop 1 lo x NSX 36 590410647424 1
(30/70) hop (30% insulin tiém 10ml; Hop 5 thang | (QLSP-895-15)
hoa tan & 70% 6ng x 3ml
insulin isophan)
1001U/ml
2. Co sé ding ky: Cong ty c6 phan cong nghé sinh hec dwoc Nanogen (Pja chi: Lo 1-5C, Khu cong
nghé cao, Phuong Tang Nhon Phii A, Thanh phé Thi Pirc, TP. Ho Chi Minh, Viét Nam)
2.1. Co sé san xuit: Cong ty cé phan cong nghé sinh hec dwgc Nanogen (Pja chi: L6 1-5C, Khu cong
nghé cao, Phwong Ting Nhon Phii A, Thanh phé Thi Bic, TP. Ho Chi Minh, Viét Nam)
2 Ficocyte | Maidon vidonggéi | Dung | Hop I bom | NSX 24 893410647524 | 1
nho nhat1a 1 bom | dichtiém | tiém dong thang (QLSP-1003-
tiém dong san thudc san thudc 17)
(0,5 ml) chua: 0,5ml
Filgrastim 30MU
3. Co sé ding ky: Cong ty Cé phan Vic xin va Sinh pham Nha Trang (Pja chi: 26 Han Thuyén,
phuong Xwong Hudn, Tp. Nha Trang, tinh Khanh Hoa, Viét Nam)
3.1. Co sé san xuét: Cong ty Cé phan Vic xin va Sinh phAm Nha Trang (Pia chi: Thon Cay Xoai, xa
Susi Tan, huyén Cam Lam, tinh Khanh Hoa, Viét Nam)
3 Baci-subti Bacillus subtilis Vién Hop 6 vi X NSX 24 893400647624 1
RO179 > nang 10 vién thang | (QLSP-840-15)
100.000.000 CFU cung
4 Baci-subti MGi g6i 1g chira: | Thudc bot | Hop 20 goi x | NSX 24 893400647724 1
Bacillus subtilis 19 thang | (QLSP-841-15)
R0O179 >
100.000.000 CFU
4. Co sé diang ky: Cong ty Lién doanh dwoc pham Mebipharm-Austrapharm (Bja chi: Lo 111-18,
drong s6 13, Nhém CN 111, KCN Tan Binh, Qugn Tan Phu, TP. Hé Chi Minh, Viét Nam)
4.1. Co s& san xuét: Cong ty Lién doanh dwoc phAm Mebipharm-Austrapharm (Pja chi: Lo 111-18,
dirong s6 13, Nhém CN 111, KCN Tan Binh, Quan Tan Phu, TP. Ho Chi Minh, Viét Nam)
5 Lactobacillu Mai gdi 1g chira Thudc bot | Hop 14 goi x | NSX 24 893400647824 1

s acidophilus Lactobacillus uéng 1g; Hop 25 thang (QLSP-833-15)
1078 acidophilus > 108 goi x 1g,
CFU Hop 100 goi

X 1g
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STT | Ténthuoc | Hoatchatchinh— | Dangbao | Quycach | Tiéu | Tuoi S6 diing ky S6
Ham hrong ché dong géi | chuan | the gia han lan
(thang) | (S6 ding ky gia
di cap) han
1) ) (©) (4) (©) (6) ) (8) 9)
5. Co s¢ dang ky: Cong ty TNHH Binh Viét Puc (bia chi: 62/36 Truong Cong Dinh, Phuong 14,
Qudn Tan Binh, Thanh phd Ho Chi Minh, Viét Nam)
5.1. Co s& san xuat: Octapharma Pharmazeutika Produktionsges.m.b.H (Pja chi: Oberlaaerstrafe
235, 1100 Wien, Ao)

6 Human Mai chai 500ml Dung Hop 1 chai NSX 36 900410647924 1
Albumin 5% chua: Protein tur dich tiém 500ml thang (SP3-1194-20)
Octapharma | huyét trong nguoi truyén

trong d6 it nhat 96%
la albumin 25g

7 Human M®bi don vi chia liéu | Botdong | Gom 02 hop | NSX 36 900410648024 1
Coagulation | nho nhét1a 10 ml khdva | gidy carton thang | (SP3-1197-20)

FIX dung dich sau khi dung méi | dinh lién véi
Octapharma | hoan nguyén chtra: | phadung | nhau bing
Yéu té dong mau IX | dich tiém | mang nhuya.
¢ ngudn géc tir Haop carton
ngudi (Téng ham 1: chira 01 lo
lugng protein < 16 ché pham
mg) 10001V dang bat;
Hop carton
2: chtra bo
dung cu dé
hoan nguyén
va tiém, gém
c6: 01 lo x
10ml nuéc
cit pha tiém,
01 bom ti€m
dung mot
lan, 01 kim
kép, 01 kim
loc, 01 kim
budm dé
truyén dich,
02 miéng
gac tam con
6. Co sé ding ky: Cong ty TNHH Dwoc pham Viét - Phap (Pja chi: Tang 20, tda nha ICON 4, 243A
Pé La Thanh, phwong Ling Thwong, qudn Pong Pa, thanh phé Ha Ngi, Viét Nam)
6.1. Co s6 san xuit va déng goi so' cap bot pha tiém: IBSA Institut Biochimique SA. (Pja chi: Via
Cantonale - Zona Serta - 6814 Lamone (Lugano), Thuy Sy); Co' sé san xuit va déng géi so cip dung
mdi pha tiém: IBSA Farmaceutici Italia Srl (Pja chi: Via Martiri di Cefalonia, 2 - 26900 Lodi, Y); Co
s& dong géi thir cap bot va dung mdi pha tiém: IBSA Institut Biochimique S.A. (Pia chi: Via del
Piano - 6915 Pambio Noranco (Lugano), Thuy S); Co sé san xuit chiu trach nhiém xuat xwéng va
kiém tra chat lwong: IBSA Institut Biochimique SA. (Pja chi: Via al Ponte 13, 6903 Lugano, Thuy Sy)

8 Fostimonkit | Urofollitropin (FSH) Bot va Hop 1 bo, bo | NSX 24 760410648124 1

150 1U/mi 1501U/ml dung méi | gdom 1 lo bot thang (VN-18963-15)
pha dung + 1 bom
dich tiéfm | tiém dong




STT | Ténthuoc | Hoatchatchinh— | Dangbao | Quycach | Tiéu | Tuoi S6 diing ky S6
Ham hrong ché dong géi | chuan | the gia han lan
(thang) | (S6 ding ky gia
di cap) han
1) ) (©) (4) (©) (6) ) (8) 9)
san dung
moi pha tiém
X 1ml+2
kim tiém;
Hop 5 b9, bo
gom 1 lo bot
+ 1 bom
tiém dong
san dung
moi pha tiém
x 1ml + 2
Kim tiém
7. Co s¢ diang ky: F. Hoffmann - La Roche Ltd (Dja chi: Grenzacherstrasse 124, 4058, Basel, Thuy
Sy)
7.1. Co sé san xuat: Chugai Pharma Manufacturing Co., Ltd. (Bja chi: 16-3, Kiyohara Kogyodanchi,
Utsunomiya City, Tochigi, 321-3231, Nhdt Ban); Co sé dong géi: F. Hoffmann-La Roche Ltd. (Dia
chi: Wurmisweg, 4303 Kaiseraugst, Thuy Sp)
9 Hemlibra Emicizumab Dung Hop 1 lo x NSX 30 499410648224 1
105mg/0,7ml dich tiém 0,7ml thang (SP3-1214-20)
10 Hemlibra Emicizumab Dung Hop 01 lox | NSX 24 499410648324 1
150mg/ml dich tiém iml thang (SP3-1213-20)
8. Co s& dang ky: Unico Alliance Company Limited (Pja ch:: Flat/Rm 1007, BLK B, 10/F, Seaview
Estate, 2-8 Watson Rd, North Point, Hong Kéng)
8.1. Co sé san xuit: CSL Behring GmbH (Pja chi: Emil-von-Behring-Strafie 76, 35041 Marburg, Pirc)
11 Human Human Albumin Dung Hop 1 lo NSX 36 400410648424 1
Albumin 10g/50ml dich 50ml thang (QLSP-1036-
20% truyén 17)
Behring, low
salt
Ghi chu:

1. Céch ghi tiéu chudn chdt hrong thuac tai cot (6):

- Nha san xudt (NSX), Tiéu chuan nha san xuat (TCNSX), Tiéu chudn co' s¢ (TCCS) In-house cé y nghia tuong
dwong nhau, la tiéu chudn chat lwong thude do co sé san xudt - xay dung va déu co thé duroc ghi trén nhan thuoc.

- Céch viét tat cac tiéu chuan chat lwong duoc dién: Duoc dién Viét Nam (DDVN), Duwroc dién Anh (BP), Duroc dién
My (USP), Duge dién Nhit Ban (JP), Duoc dién Trung Quéc (CP), Duwoc dién Chiu Au (EP), Duwgc dién Quoc té
(IP)...

2. S6 dding ky tai cét (8):

- S6 dang ky gia han 1a so dang ky duwot cap theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT ngay
05/09/2022 ciia B trieeng Bo Y té quy dinh viée dang ky huu hanh thuéc, nguyén liéu lam thuac.

- S6 dang ky da cap (dwoc ghi trong ngodc don) la s6 ding ky da dwoc cd'p trueée khi thude duroc gia han theo quyét
dinh nay.
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