BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

; Ky boi: Cuc Quan

1 ngzgz ?gguc QUAN LY DUQC Poc lap - Tw do - Hanh phic
Sb: 648 /QD-QLD Ha Néi, ngay 12 thang 09 nam 2023
QUYET PINH

Vé viéc ban hanh Danh muc 26 vic xin, sinh phim
dugc cap, gia han giay diang ky luu hanh tai Viét Nam - Dot 48

CUC TRUONG CUC QUAN LY DUQC

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

Can cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chirc nang, nhiém vu, quyén han va co cdu t6 chire ciia BY Y té;

Can cir Théng tw so6 0812022/TT-BYT ngay 05/09/2022 ciia B truéng B Y té
quy-dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc;

Can cir Quyét dinh s6 1969/0D-BYT ngay 26/412023 ciia Bo truong Bo Y té quy
dinh chirc nang, nhiem vu, quyén han va co cau t6 chirc ciia Cuc Qudn Iy Duwoc thudc
B Y té;

Can cir két ludn cia Hoi dong tw van cap gidy dang ky luu hanh thuéc, nguyén
liéu lam thudc - BO Y té;

Theo dé nghi ciia Trieong phong Pang ky thuée, Cuc Qudn 1y Duorc.

QUYET PINH:

Pi¢u 1. Ban hanh kém theo Quyét dinh nay Danh muc 26 vic xin, sinh phim
duogc cap, gia han gidy dang ky lvu hanh tai Viét Nam - Dot 48, bao gdm:

1. Danh muc 01 sinh phém duogc cap gidy dang ky luu hanh hiéu lyc 03 nidm -
Dot 48 (Phu luc | kém theo Ouyét dinh nay).

2. Danh muc 17 vic xin, sinh pham duoc gia han gidy ding ky luu hanh hiéu
luc 05 nam - Dot 48 (Phu luc |l kém theo Quyét dinh nay).

3. Danh muc 08 sinh pham duoc gia han gidy dang ky luu hanh hiéu luc 03 nim
- Dot 48 (Phu luc |1l kém theo Quyét dinh nay).

Piéu 2. Co 50 san xuat va co s dang ky thudc c6 trach nhiém:

1. San xuét, cung cp thudc vao Viét Nam theo dung cac hd so, tai liéu di dang
ky voi BO Y té va phai in s6 ding ky duoc Bo Y té Viét Nam cép 1én nhén thudc.

2. Chap hanh day du phap luat ciia Viét Nam va cac quy dinh ctia Bo Y té vé
san xut, nhap khau thudc va luu hanh thude tai Viét Nam, néu c6 bat ctr thay doi gi
trong qué trinh luu hanh thude & nude so tai va & Viét Nam thi phai bao céo ngay cho
Cuc Quan 1y Dugc - Bo Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chat luong cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong Bo Y té quy dinh vé
chat luong thubc, nguyén liéu lam thudc, Thong tu sé 03/2020/TT-BYT ngay
22/01/2020 cua Bo truong Bo Y té sira doi, b sung mot sé diéu cia Thong tu
11/2018/TT-BYT quy dinh vé chit luong thudc, nguyén liéu lam thude.

4. Cap nhat nhan thudc, to hudng dan st dung thude theo quy dinh tai Thong tu
s6 01/2018/TT-BYT ngay 18/01/2018 ctua B truong BO 'Y té quy dinh ghi nhan thudc,
nguyén liéu 1am thudc va t& huéng dan sir dung thude trong thoi han 06 thang ké tur
ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay doi, bd sung gidy ding ky luu
hanh thuoc quy dinh tai Thong tu s6 08/2022/TT-BYT.

5. Sau 12 thang ké tir ngay ky ban hanh Quyet dinh nay, cac thudc duogc gia han
gidy dang ky luu hanh tai Phu luc I1, 111 c6 thay d01 vé noi dung hanh chinh (bao gom
cd mau nhan, to huéng dan sit dung) phai san xuat (d6i voi vic xin, sinh pham san



xut trong nudc), nhap khau (ddi v6i véc xin, sinh pham nhap khau), luu hanh voi cac
n6i dung dd duogc phé duyét thay d6i trong hd so ding ky gia han.

6. Phdi hop véi cac co so'y té du phong, co s¢ diéu tri dé thuc hién theo dung
cac quy dinh hién hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khong
mong mudn cua thuoc trén nguodi Viét Nam va tong hop, bao cdo theo quy dinh tai
Diéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cta B truéng BO Y té quy dinh
viéc dang ky luu hanh thude, nguyén liéu lam thude d6i véi cac thude thuéc Danh myc
ban hanh kém theo Quyét dinh nay.

7. Co sé dang ky thudce phai bao dam duy tri diéu kién hoat dong trong thdi han
hiéu luc cta gidy ding ky lwu hanh thubc, nguyén liéu 1am thubc. Trong truong hop
khong con dap tng du diéu kién hoat dong, co sé ding ky phai c6 trach nhiém thyc
hién thay déi co so ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT ngay
05/9/2022 ‘cua Bo trudng BO Y té quy dinh viéc dang ky luu hanh thudc, nguyén liéu
lam thudc trong thdi han 30 ngay ké tir ngdy co s¢ dang ky khong con du diéu kién
hoat dong.

8. Co so diang ky thudc phai bao cao B Y (Cuc Quan ly Dugc) té vé cip nhat
tinh trang dép ung Thuc hanh tot san xuét cia CO 8O san Xuat thuoc nguyén liéu lam
thude. Truong hop co so san xuét bi thu hoi gidy phép san xudt hodc khong dap tng
Thuc hanh tt san xuat thubc, nguyén liéu 1am thude ¢ nude s tai, co so phai thuc
hién viéc bao cdo trong thoi han 15 ngay ké tir ngay c6 thong bio ciia co quan quan 1y
c6 thAm quyén nudc 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 diéu va bién
phép thi hanh Luat Dugc.

9. Cac thudc dugc gia han gidy dang ky luu hanh tai Phu luc 111 Quyét dinh nay
(trir thude ¢ s6 thir tw 06/Phy luc 1), sau khi duoc gia han gidy dang ky lwu hanh
thubc, cong ty dang ky phai nop hd so 1am sang theo hinh thirc thay doi, b sung
quy dinh tai Phu luc II Thong tu s6 08/2022/TT-BYT dé duoc tiép tuc xem xét gia
han gidy dang ky Iuu hanh cho lan tiép theo.

Piéu 3. Cac thude dugc gia han gidy dang ky luu hanh tai Phy lyc Il va Phy luc
11l Quyét dinh nay duoc tlep tuc su dung so 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
luc VI ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 5. Giam doc SO Y té cac tinh, thanh phé tryc thuéc Trung wong va Giam
dbc co so san xuét va co so dang ky c6 thude tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: CUC TRUONG
- Nhu bicu 5; TSN

- Bo trudng BYT (dé blc); 4/ —= 2\

- Thr truémg Do Xuan Tuyén (dé blc); 74

- Cuc Quén y - Bo Qudc phong, Cuc Y té - Bo CODQZDﬁl’lr\'
Cuc Y t& GTVT - Bo Giao théng van tai; Tong Cué Hal
quan - Bo Tai chinh;

- Bao hlem xa hoi Viét Nam; O TV
- B6 Y té& Vu PC, Cuc YTDP, Cuc KHCN&DT; Cuc —
QLKCB, Thanh tra BY, Van phong NRA, Van phong

HDTV cédp GPKLH thudc, NLLT; Trung tim mua sim QG;

- Vién KPQG VX&SPYT, Vién VSDTTW;

- Téng Cong ty Duge VN — CTCP, Cac Cong ty XNK duoc

phim (xem Website Cuc QLD);

- Cac Bénh vién & Vién co6 giwong bénh tryc thuoc BYT;

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

VP Cuc, Website Cuc QLD;

- Luu: VT, DKT (4b).



DANH MUC 01 SINH PHAM PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - PQT 48

Phu luc |

(Kém theo quyét dinh sé: ..648....../0P-QLD, ngay .12.../09.../2023ciia Cuc Qudn Iy Durot)
STT | Ténthuéc | Hoatchatchinh— | Dang | Quy cachdénggéi | Tiéu | Tuditho | So ding ky
Ham lwong bao cheé chuan | (thang)
1) ) ©) (4) ©) (6) (@) (8)

1. Co sé dang ky: Zuellig Pharma Pte. Ltd. (Pja chi: 15 Changi North Way # 01-01, Singapore
498770, Singapore)
1.1. Co sé6 san xuat: Amgen Manufacturing Limited (Dja chi: State Road 31, Km 24.6, Juncos, Puerto

Rico 00777, My)

XGEVA

Denosumab
120mg/1,7ml

Dung
dich tiém

Hop 1 lo x 1,7ml

NSX

36

001410249323

Ghiehu:

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 deu c6 thé duoc ghi trén nhan thuoc.

- Céch viét tat cac tiéu chuan chdt heong dwoc dién: Duwoc dién Viét Nam (DDVN), Dugc dién Anh (BP), Duoc dzen
My (USP), Dugc dién Nhdt Ban (JP), Duoc dién Trung Quac (CP), Duoc dién Chau du (EP), Dwoc dién Quéc té

(IP)...




Phu luc 1l

DANH MUC 17 VAC XIN, SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - PQT 48

(Kém theo quyét dinh sé: ...648...../0D-QLD, ngay ..12../.09.../.2023..ciia Cuc Qudn Iy Duoc)

Tén thuoc

STT Hoat chat chinh— | Dangbao | Quycach | Tiéu | Tudi S6 ding ky Sb
Ham lwong ché déng géi | chuan | the gia han 1an
(thang) | (S6 ding ky gia
di cap) han
() ) (©) (4) ) (6) () (8) 9)
1. Co sé dang ky: APC Pharmaceuticals and Chemical Limited (bia chi: Flat/RM 1003, 10/F, Bank
of East Asia, Harbour View Centre, 56 Gloucester Road Wan Chai, Hong Kong)
1.1. Co sé san xuat: Biocon Biologics Limited (Pia chi: Block No. B1, B2, B3, Q13 of Q1 and W20 &
Unit S18, 1st Floor, Block B4, Special Economic Zone, Plot No. 2, 3, 4 & 5, Phase IV, Bommasandra-
Jigani Link Road, Bommasandra Post, Bengaluru - 560 099, 4n Dg)
1 Hertraz 150 | Trastuzumab 150mg | Bot dong | HOop 1 1o bot | NSX 24 890410249423 1
khd pha | vallo 10ml (QLSP-HO03-
tiém dung moi 1174-19)
pha tiém
2 Hertraz 440 | Trastuzumab 440mg | Botdong | Hop 1 1o bot | NSX 24 890410249523 1
kho pha | va2lo 10ml (QLSP-HO03-
tiém dung moi 1175-19)
pha tiém
2. Co s6 dang ky: Boehringer Ingelheim International GmbH (Pja chi: Binger Strafie 173, 55216
Ingelheim am Rhein, DirC)
2.1. Co sé san xuat: Boehringer Ingelheim Pharma GmbH & Co. KG (Pja chi: Birkendorfer Str. 65
88397 Biberach a.d.R., Duc)
3 Praxbind Idarucizumab Dung Hop 2 lo x NSX 36 400410249623 1
2500mg/50ml dich tiém 50ml (QLSP-HO03-
truyén 1133-18)
3. Co sé ding ky: Cong ty Cé phan Y té¢ AMVGROUP (Pja chi: Lau 4, tda nha AMV Group, s6 951A,
Céach Mang Thang Tam, Phuong 7, Qudn Tan Binh, Thanh phé Hé Chi Minh, Viét Nam)
3.1. Co s& san xuat: Bharat Biotech International Limited (Bja chi: Sy. No. 230, 231 and 235,
Genome Valley, Turkapally, Shamirpet Mandal, Medchal - Malkajgiri District - 500078, Telangana
State, An Do)
4 Indirab MOi liéu 0,5ml chira: | Botdong | Hop 1 1o bot | NSX 36 890310249723 1
Virus dai bit hoat | khépha | dongkho (QLVX-1042-
(chang Pitman tiém don liéu, 1 17)
moore, dugc nhan bng dung
gidng trén té bao moi hoan
Vero) > 2,5 nguyén NaCl
U 1,5mg/0,5ml
va 1 xylanh
v0 trung.
Hop 10 lo
b6t dong kho
don liéu, 10
bng dung
moi hoan
nguyén NaCl
1,5mg/0,5ml




2

STT

Tén thuéc

Hoat chat chinh— | Dangbao | Quycach | Tiéu | Tudi S6 ding ky S6
Ham hrong ché dong géi | chuan | the gia han lan
(thang) | (S6 ding ky gia
da cap) han
() ) (©) (4) ©) (6) () (8) 9)
4. Co sé diang ky: Cong ty co phan y té Pic Minh (Bja chi: S6 51, ngé 205, ngdch 323/83 Xudn Pinh,
Bac Tir Liém, Ha Ngi)
4.1. Co sé san xuat: GC Biopharma Corp. (Pia chi: 40, Sandan-gil, Hwasun-eup, Hwasun-gun,
Jeollanam-do, Han Quadc)
5 GC FLU MGi liéu 0,5 ml chira | Hon dich | Hop chira 10 | NSX 12 880310249823 1
pre-filled (chung cim mua tiém bom tiém (QLVX-980-16)
syringe inj Béc ban cau nim dong san x
2021-2022): Khang 0,5ml
nguyén virus cum
Type A (HIN1)
AlVictoria/2570/201
9 IVR-215 (HIN1)
15ug; Khang nguyén
virus cum Type A
(H3N2)
A/Cambodia/e08263
60/2020 IVR-224
(H3N2) 15ug;
Khéng nguyén virus
cum Type B
B/Washington/02/20
19 15ug;
5. Co s& ding ky: Cong ty TNHH Dwogc pham va hoéa chat Nam Linh (Bja chi: 915/27/12 dwong Lé
Van Lwong, xd Phudc Kién, huyén Nha Be, thanh phé Hé Chi Minh, Viét Nam)
5.1. Co sé san xuat: Joint-Stock Company "BIOCAD™ (JSC "BIOCAD") (Pia chi: Petrovo-Dalneye
village, Krasnogorsky district, Moscow region, 143422, Nga)
6 Avegra Bevacizumab Dung Hop 1 1o 4ml | NSX 24 460410249923 1
Biocad 100mg/4ml dich dam (SP3-1202-20)
100mg/4ml dac dung
dé pha
truyén
tinh mach
7 Avegra Bevacizumab Dung Hop 1 lo NSX 24 460410250023 1
Biocad 400mg/16ml dich dam 16ml (SP3-1203-20)
400mg/16ml dac dung
dé pha
truyén
tinh mach
6. Co sé dang ky: F. Hoffmann-La Roche Ltd. (Dja chi: Grenzacherstrasse 124, 4058 Basel, Thuy Sp)
6.1. Co sé san xuit: Roche Diagnostics GmbH (Pia chi: Sandhofer Strasse, 116, 68305 Mannheim,
Duirc)
8 Avastin Bevacizumab Dung Hop 1 lo x NSX 24 400410250123 1
100mg/4ml dich dam 4ml (QLSP-1118-
dac dé 18)
pha dung
dich tiém

truyén




3

STT

Tén thuéc

Hoat chat chinh — | Dangbao | Quycach | Tiéu | Tudi S6 ding ky So
Ham lugng che déng goi chuan tho gia han lan
(th&ng) (So dang ky gia
da cap) han
() ) (©) (4) ©) (6) () (8) 9)
9 Avastin Bevacizumab Dung Hop 1 lo x NSX 24 400410250223 1
400mg/16ml d1cvh da;m 16ml (QLSP-1119-
dac de 18)
pha dung
dich tiém
truyen
6.2. Co sé san xuat: Roche Diagnostics GmbH (Pja chi: Co sé san xudt: Sandhofer Strasse 116, 68305
Mannheim, Duc); Co sé¢ dong goi: F. Hoffmann-La Roche Ltd. (bia chi: Wurmisweg, 4303
Kaiseraugst, Thuy Sy)
10 Gazyva Obinutuzumab Dung Hop 1 lo NSX 36 400410250323 1
1000mg/40ml d;dc;c%aém 40ml (QLSP-HO3-
phé dung 1134-18)
dich tiém
truyen
7. Co s6 dang ky: Merck Export GmbH (bja chi: Frankfurter Strafe 250, 64293 Darmstadt, Dirc)
7.1. Co s¢ san xuat: Merck Serono S.p.A. (bia chi: Via delle Magnolie 15 (loc. Frazione Zona
Industriale), 70026 Modugno (BA), Y)
11 Pergoveris - Bat chua 0,48ml Dung Hop gdm 01 | NSX 24 800410250423 1
dung dich tiém: dich tiém bat chua i i
Follitropin alfa (r- 0,48ml dung (SP3-1215-20)
hFSH) 300 IU; dich tiém
Lutropin alfa (r- pha san va
hLH) 150 1U 05 kim tiém;
- Bat chwa 0,72ml H(.k))r?tgohm 01
dung dich tiém: 0 7; (i (;Ia
Follitropin alfa (r- ,d' rr?tmung
hFSH) 450 1U; ho
Lutropin alfa (r- Og I?irza?igr?r
hLH) 225 IU Hop gom 01
- Bat chua 1,44ml bat chua
dung dich tiém: 1,44ml dung
Follitropin alfa (r- dich tiém
hFSH) 900 IU; pha san va
Lutropin alfa (r- 14 kim tiém

hLH) 450 U




4

STT | Ténthuoc | Hoatchatchinh— | Dangbao | Quycach | Tiéu | Tuoi S6 ding ky S6
Ham hrong ché dong géi | chuan | the gia han lan
(thang) | (S6 ding ky gia
da cap) han
() ) (©) (4) ©) (6) () (8) 9)
8. Co sé dang ky: Novartis Pharma Services AG (Pja chi: Lichtstrasse 35, 4056 Basel, Thuy Sy)
8.1. Co sé san xuat: Novartis Pharma Stein AG (Pja chi: Schaffhauserstrasse, 4332 Stein, Thuy Sy);
Co sé san xuit 6ng dung mdi: Delpharm Dijon (Pja chi: 6 boulevard de I'Europe, Quetigny, 21800,
Phap)
12 Xolair Omalizumab 150mg | Botpha | Hop 1lo bot | NSX 48 760410250523 1
150mg tiém va 1 éng (QLSP-HO2-
dung moi 950-16)
2ml
9. Co s6 dang ky: Sanofi Pasteur (Pja chi: 14 Espace Henry Vallée, 69007 Lyon, Phap)
9.1. Co s& san xuat: Sanofi Pasteur (Pja chi: Pia diém san xuat 1: 1541, avenue Marcel Mérieux 69280
Marcy I'Etoile, Phdp; Dia diém san xudt 2: Parc Industriel d'Incarville 27100 Val de Reuil, Phap); Co sé
dong 6ng ban thanh pham vao bao bi cdp 1 va déng khé: Sanofi S.R.L. (Pja chi: Via Valcanello 4-
03012 Anagni (FR), Y)
13 Pentaxim Mbi lieu 0,5mlvic | Vacxin | Hopllol | NSX 36 300310250623 1
xin hoan nguyén dong kho | licu vac xin
chira: Giai docté | (Hib)va | dong kho (QLVX-991-17)
Bach hau >30L.U.; | Vac xin (Hib) +1
Giai doc té Ubn van | hdndich | bom tiém c6
>401.U.; Cac khang |  tiém gan kim tiém
nguyén Bordetella | (DTacP- nap san
pertussis gobm Giai IPV), 0,5ml vic-
doc té Ho ga 25mcg hoan | xin dang hén
va Ngung két to A dich
hong cau dang soi thna?]uhyﬁgn (DTacP-
(FHA) 25mcg; Virus dich tidm IPV); Hop 1
Bai liét (bat hoat) : lo, lo 1 lieu
goém typ 1 (chang vic xin dong
Mahoney) kho (Hib) va
. , 1 bom tiém
40DU, typ 2 (ch'ung Khdng odn
MEF-1) 8DU, typ 3 Kim tiém na
(chung Saukett) s3n 05ml P
Pol 32DlrJ]; id vic xin dang
ysaccharide hdn dich
cua Haemophilus (DTacP-
influenzae typ b 10 IPV) kém 2
mcg; Cong hop voi Kim tiém;
protein Udn van 18- Hop 10 lo, lo
30mcg 1 lidu véc
xin dong kho
(Hib) va 10
bom ti€m co
gan kim
tiém, mdi
bom ti€m
nap san
0,5ml vic

xin dang hon




5

STT | Ténthuoc | Hoatchatchinh— | Dangbao | Quycach | Tiéu | Tuoi S6 ding ky S6
Ham hrong ché dong géi | chuan | the gia han lan
(thang) | (S6 ding ky gia
da cap) han
()] ) (©) (4) ®) (6) ) (8) 9)
dich
(DTacP-
IPV); Hop
101o,101
lidu vac xin
dong kho
(Hib) va 10
bom tiém
khong gan
kim tiém,
moi bom
tiém nap san
0,5ml vic
xin dang hon
dich
(DTacP-
IPV) kém 20
Kim tiém
9.2. Co s& san xuat: Sanofi Pasteur (Pja chi: Pia diém san xuat 1: 1541, avenue Marcel Mérieux 69280
Marcy I'Etoile, Phdp; Pia diém san xudt 2: Parc Industriel d'Incarville 27100 Val de Reuil, Phap)
14 Avaxim 80 | M&i liéu 0,5ml chua | Hén dich Hop 1 bom NSX 36 300310250723 1
U Pediatric Virus viém gan A, tiém tiém nap san
(chung GBM) bit 1 liéu 0,5ml (QLV1X7)1050
hoat 80U
10. Co s& dang ky: Vién Vic xin va Sinh pham Y té (IVAC) (Pja chi: 9 Pasteur - Nha Trang - Khanh
Hoa - Viét Nam)
10.1. Co s& san xuat: Vién Vic xin va Sinh pham Y té (IVAC) (Pia chi: 9 Pasteur - Nha Trang -
Khanh Hoa - Viét Nam)
15 Huyét thanh | Globulin khang doc Dung Hop 20 éng, NSX 24 893410250823 1
khang doc t6 | t6 ubn van 1500 dvqt | dich tiém | hai vi x 1500 (QLSP-1037-
uon van tinh dvqt 17)
ché (SAT)
16 | Vic xin bach | M&i liéu 0,5ml chaa: | Hon dich | Lo 10ml-20 | NSX 30 | 893310250923 | 1
hau—ho ga | Giai doc to bach hau tiém lieu, hop 10
— ubn van tinh ché it nhat 30 lo: (QLVX-965-16)
hap phu dvqt; Giai doc to uon
(DPT) | van tinh ché it nhit i ; i~
60 dvqt; Vi khuan ho lo-
ga bat hoat it nhat 4 -
dvqt LQ 2,5ml -5
lieu, hop 10
lo;
Lo 0,5ml-1
lidu, hop 10

lo




STT | Ténthuéc | Hoatchatchinh— | Dangbao | Quycach | Tieu | Tuoi S6 ding ky So
Ham lwgng che doéng géi chuan tho gia han lan
(th&ng) (So dang ky gia
da cap) han
() ) (©) (4) ©) (6) () (8) 9)
17 Vic xin MGi éng (10 lisu) | Botdong | HOp 20 6ng | NSX 30 893310251023 | 1
phong lao chua: BCG song, kho x 10 lieu _O00A.
(BCG) dong khd 0,5mg kem 1 hop (QLVX-996-17)
20 ong natri
clorid
0,9% x 1ml
Ghi chu:

1. Céch ghi tiéu chuan chdt hrong thudc tai cgt (6):
- Nha san xudt (NSX), Tiéu chuan nha san xuat (TCNSX), Tiéu chudn co so (TCCS), In-house cé y nghia tuong
dwong nhau,-la tiéu chudn chdt lwong thudc do co sé san xudt xay dung va déu c6 thé duroc ghi trén nhan thudc.

- Céch viét tat cac tiéu chudn chdt heong dwoc dién: Duwoc dién Viét Nam (DDVN), Dugc dién Anh (BP), Duoc dién
My (USP); Duge dién Nhit Ban (JP), Duoc dién Trung Quéc (CP), Duwoc dién Chau Au (EP), Dugc dién Quoc té

(IP)...

2. S6 dang ky tai cét (8):
- 86 diang ky gia han 1a so dang ky duoc cap theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT ngay

05/09/2022 cuia B trieong BG Y té quy dinh viée dang ky heu hanh thuoc, nguyén liéu 1am thuac.

- S6 ding ky da cap (dwoc ghi trong ngodc don) la sé dang ky da duwoc cd'p truéc khi thude diroc gia han theo quyét

dinh nay.




Phu luc 111

DANH MUC 08 SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - PQT 48

(Kém theo quyér dinh so-: ... /OD-QLD, NQaYy ... occco.e..... ciia Cuc Qudn Iy Duoc)
STT | Ténthuoc | Hoatchatchinh— | Dangbao | Quycach | Tiéu | Tuoi S6 ding ky S6
Ham lwong ché déng goi | chuan | tho gia han lan
(thang) | (S6 ding ky gia
di cap) han
() ) (©) (4) ) (6) () (8) 9)
1. Co sé¢ ding ky: ‘Cong ty cé phan cong nghé sinh hoc dwgc Nanogen (Dja chi: Lo 1-5C, Khu cong
nghé cao, phwong Tang Nhon Phii A, qudn 9, thanh phé Hé Chi Minh, Viét Nam)
1.1. Co s& san xuat: Cong ty c6 phan cong nghé sinh hoe dwgc Nanogen (Pja chi: Lo I-5C, Khu cong
nghé cao, phwrong Tang Nhon Phi A, qudn 9, thanh phé Hé Chi Minh, Viét Nam)
1 Feronsure Recombinant Dung Hop 1 bom | NSX 24 893410251123 1
Human Interferon | dich tiém tiém (QLSP-917-16)
alfa - 2a dong san
3MIU/0,5ml thuéc 0,5 ml
2. Co s¢ ding ky: Cong ty Co phan Dwoc - Trang thiét bi y té Binh Pinh (Bidiphar) (Pja chi: 498
Nguyén Thai Hoc, phurong Quang Trung, thanh phé Quy Nhon, tinh Binh Pinh, Viét Nam)
2.1. Co sé san xuét: Cong ty Coé phan Dwoc - Trang thiét bj y té Binh Dinh (Bidiphar) (Dja chi: 498
Nguyén Thai Hoc, phurong Quang Trung, thanh phé Quy Nhon, tinh Binh Pinh, Viét Nam)
2 Lacbiosyn Lactobacillus Vién Hop 2,10 vi | NSX 36 893400251223 1
acidophilus 10® CFU nang x 10 vién (QLSP-939-16)
cung
3. Co sé ding ky: Cong ty cé phan Euvipharm (Pja chi: Ap Binh Tién 2, xa Pirc Hoa Ha, huyén Pic
Hoa, tinh Long An, Viét Nam)
3.1. Co s& san xuit: JW Pharmaceutical Corporation (Pja chi: 56, Hanjin 1-gil, Songak-eup,
Dangjin-si, Chungcheongnam-do, Han Quac)
3 Paringold Heparin natri Dung Hop 10lox | JP 16 36 880410251323 1
injection 250001U/5ml dich tiém 5ml (QLSP-1064-
17)
4. Co sé diang ky: Cong ty Lién doanh Dwgc pham Mebiphar-Austrapharm (Pja chi: Lo 111-18,
duwong sé 13, nhém CN 11, Khu cong nghiép Tan Binh, Qudn Tan Phua, Thanh phé Ho Chi Minh, Viét
Nam)
4.1. Co sé san xuat: Cong ty Lién doanh Dwoc pham Mebiphar-Austrapharm (Pja chi: L6 111-18,
drong s 13, nhém CN 111, Khu cong nghiép Tan Binh, Quén Tan Phd, Thanh phé Hé Chi Minh, Viét
Nam)
4 L-BIO-N Moi goi 1 g chira | Thudc bot | Hop 10 goi, | NSX 24 893400251423 1
Lactobacillus uéng 30 goi, 100 (QLSP-852-15)
acidophilus, LA-5™ goi x 1g
>10° CFU
5. Co sé dang ky: Diethelm & Co., Ltd (Dia chi: Wiesenstrasse 8, 8008 Zurich, Thuy Sy)
5.1. Co sé san xuat: Grifols Biologicals LLC (Dja chi: 5555 Valley Boulevard, Los Angeles, CA 90032,
Hoa Ky); Co sé dong géi: Grifols Biologicals LLC (Hja chi: 13111 Temple Avenue, City of Industry,
CA 91746, Hoa Ky)
5 Albutein Human Albumin 9,5 Dung Hop 1 chaix | NSX 36 001410251523 1

20% —10,5g trong 50ml; | dich tiém | 50ml; Hop 1 (QLSP-900-15)




2

STT | Ténthudéc | Hoatchatchinh— | Dangbao | Quycach | Tiéu | Tudi S6 ding ky S6
Ham lwong ché déng goi | chuan | tho gia han lan
(thang) | (S6 ding ky gia
di cap) han
() ) @) (4) ©) (6) () (8) 9)
19,0 — 21,0g trong truyén | chai x 100ml
100ml
6. Co s¢ dang ky: Ever Neuro Pharma GmbH (Dja chi: Oberburgau 3, 4866 Unterach am Attersee,
Ao)
6.1. Co sé san xudt: OM Pharma SA (Pja chi: Rue du Bois-du-Lan 22, 1217 Meyrin, Thuy S7)
6 Uro-Vaxom Lyophilized Vién Hop 3 vi X NSX 36 760410251623 1
Escherichia coli nang 10 vién (QLSP-HO03-
bacterial lysate 6mg cang 1161-19)
7. Co sé dang ky: Kedrion S.p.A (Pia chi: Localita’ Ai Conti - Frazione Castelvecchio Pascoli, 55051
Barga{(LU), Y)
7.1..Co sé san xuat: Kedrion S.p.A (Pja chi: Co s san xudt tir céng doan 11 va xuat xweng: S.S 7 Bis
Km. 19,5 - 80029 Sant'Antimo (NA), Y; Co s¢ san xudt dén cong doan |1, 1am thit nghiém xdc dinh chat
gay sot: Via Provinciale (loc. Bolognana) - 55027 Gallicano (LU), Y)
7 ImmunoHBs | Protein ngudi: 100 - Dung Hop 1 1o x NSX 36 800410251723 1
180g/1; trong do dich tiém 3ml (QLSP-870-15)
globulin mién dich
nguoi (IgG) téi thiéu
90%; Khang thé
chbng khang nguyén
HBs (anti HBs)
khong nho hon
5401U/3ml
8. Co s& ding ky: Vién Vic xin va Sinh pham Y té (IVAC) (Pja chi: 9 Pasteur - Nha Trang - Khanh
Hoa - Viét Nam)
8.1. Co sé san xudt: Vién Vic xin va Sinh pham Y té (IVAC) (Pia chi: 9 Pasteur - Nha Trang - Khanh
Hoa - Viét Nam)
8 Superferon Interferon a-2b Botdong | Hopllova | DBVN 24 893410251823 1
3.000.000 IU kho pha | 1 éngnudc \Y (QLSP-966-16)
tiém cat pha tiém
Iml; Hop 2
lo va 2 6ng
nudc cat pha
tiém 1ml

Ghi chu:

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

- Nha sdn xudt (NSX), Tiéu chuan nha sdn xudt (TCNSX), Tiéu chudn co s¢ (TCCS), In-house ¢6 y nghia twong
duong nhau, la tiéu chudn chat lwong thudc do co sé san xudt - xay dung va déu c6 thé dirpc ghi trén nhan thuac.

- Céch viét tat cac tiéu chuan chdt heong dwoe dién: Duwoc dién Viét Nam (DDVN), Duwoc dién Anh (BP), Duoc dién
My (USP), Dugc dién Nhit Ban (JP), Duoc dién Trung Quéc (CP), Duwoc dién Chdu Au (EP), Dugc dién Quoc té
(IP)...

2. S6 dang ky tai cét (8):

- S6 dang ky gia han 1a so dang ky duoc cap theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT ngay
05/09/2022 ciia B¢ trurong BG Y té quy dinh viéc dang ky leu hanh thuoc, nguyén ligu 1am thuac.

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