> Ky boi: Cyc Quin

S Ghwve BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

5 Ngay ky: 3

i%%hC’UC QUAN LY DUQC Doc 1ap - Tu do - Hanh phiic
8$6: 94 /QDb-QLD Ha Ni, ngay 31 thang 01 ndm 2024
QUYET PINH

Vé viéc'ban hanh Danh muc 38 vic xin, sinh pham
dwgc gia'han giay dang ky luvu hanh tai Viét Nam - Dot 49

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duge s6 105/2016/QH13 ngay 06/4/2016;

Can ci#’'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 26/4/12023 ciia Bo truong Bo Y té quy
dinfy chirc nang, nhiém vy, quyén han va co cau t6 chire ciia Cuc Quan Iy Duwoc thuéc Bé
Y te,

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

Theo dé nghi ciia Trieong phong Pang ky thuée, Cuc Qudn Iy Duorc.
QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 38 vic xin, sinh phim duoc
gia han gidy dang ky luu hanh tai Viét Nam - Dot 49, bao gom:

1. Danh muc 17 véc xin, sinh phdm dugc gia han gidy dang ky Iuu hanh hiéu luc
05 nam - Dot 49 (Phy luc | kém theo Quyét dinh nay).

3. Danh muc 21 véc xin, sinh phém dugc gia han gidy dang ky luu hanh hiéu luc
03 nam - Dot 49 (Phy luc Il kem theo Ouyét dinh nay).

Piéu 2. Co 50 san xuat va co s¢ dang ky thude co trach nhiém:

1. San xuét, cung cip thudc vao Viét Nam theo dung cac hd so, tai liéu di dang ky
v6i BO Y té va phai in sb dang ky duge Bo Y té Viét Nam cap 1én nhan thude.

2. Chap hanh day du phap luat cia Viét Nam va cac quy dinh ciia B Y té vé san
xuét, nhap khau thudc va luu hanh thudc tai Viét Nam, néu co bat cr thay doi gi trong
qua trinh luu hanh thude ¢ nudce so tai va & Viét Nam thi phai bao cdo ngay cho Cuc
Quan 1y Dugc - B Y té Viét Nam.

3. Thuc hién viéc cdp nhat ti€u chuin chat lugng cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truong Bo Y té quy dinh vé chét
lugng thude, nguyén liéu 1lam thude, Thong tu s6 03/2020/TT-BYT ngay 22/01/2020 cua
Bo truong Bo Y té stra d6i, bo sung mot sd diéu cia Thong tu 11/2018/TT-BYT quy dinh
vé chit luong thubc, nguyén liéu 1am thude.

4. Cap nhat nhan thudc, to huéng dan sir dung thudce theo quy dinh tai Thong tu sO
01/2018/TT-BYT ngay 18/01/2018 cua Bo truong B Y té quy dinh ghi nhan thudc,
nguyén liéu 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 thirc thay d6i, b6 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
nhin thudc, 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 duoc gia han
glay dang ky luu hanh tai Phu luc I, Il c6 thay d01 v€ ndi dung hanh chinh (bao gom ca
mau nhan, to huwéng dan sir dung) phai san Xudt (d01 v6i véc xin, sinh phdm san xuét
trong nudc), nhap khau (dbi voi vic xin, sinh pham nhap khau), luu hanh voi cac noi



dung da duoc phé duyét thay doi trong hé so dang ky gia han.

6. Phéi hop Vi 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 ddi an toan, hiéu qua, tic dung khong mong
mudn cia thuéc 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 cia Bo truong Bo Y té quy dinh viéc ding
ky lwu hanh thube, nguyén liéu lam thudc d6i véi cac thudc 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 thoi han
hiéu luc 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 ding ky theo quy dinh tai Thong tu s6 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 thubc
trong thoi han 30 ngay ké tir ‘ngay co so dang ky khong con du diéu kién hoat dong.

8. Co s¢ dang ky thuoc phai bao cao B Y (Cuc Quan ly Duogc) té vé& cap nhat tinh
trang dap ung Thyc hanh t6t san xuét cua co sO' san Xuat thudc, nguyén liéu lam thude.
Truong hop co so san xuét bi thu hi glay phép san xuit hodc khong dap tng Thuc hanh
t6t san xuat thudc, nguyén li¢u lam thudc & nudc sé tai, co sd phai thuc hién viéc bao cao
trong thoi han 15 ngay ké tir ngay co thong bao cta co quan quan Iy ¢ thim quyén nude
sO tai theo quy dinh tai diém d khoan 1 Piéu 100 Nghi dinh s6 54/2017/ND-CP ngay
08/5/2017 ctia Chinh phu quy dinh chi tiét mot sé diéu va bién phap thi hanh Luat Dugc.

9. Thudc sb thir ty 11 tai Phu luc II Quyét dinh nay: sau khi dugc gia han gidy
dang ky luu hanh thuéc cong ty ding ky phai nop hd so chét lugng theo ACTD theo
yéu cau cua Thong tu so 08/2022/TT-BYT theo hinh thirc thay d61/b6 sung quy dinh tai
Phy luc II Thong tu so 08/2022/TT-BYT dé duoc tiép tuc xem xét gia han gidy ding
ky luu hanh cho lan tlep theo.

10. Céc thubc s6 thir tu 1, 2, 3, 4, 5, 15, 16, 17, 18 tai Phu luc II Quyét dinh nay:
sau khi dugc gia han gidy dang ky luu hanh thuéc, cong ty dang ky phai nop ho so 1am
sang theo hinh thirc thay ddi, bd sung quy dinh tai Phy luc II Thong tu s6 08/2022/TT-
BYT dé dugc tiép tuc xem xét gia han giay dang ky luu hanh cho lan tiép theo.

Piéu 3. Cac thuoc duoc gia han giay dang ky luu hanh tai Phu luc | va Phu luc Il
Quyet dinh nay duoc tiép tuc sir dung s6 dang ky da cap trude khi gia han trong thoi han
t6i da 12 thang ké tur ngay duoc cap s6 dang ky gia han theo quy dinh tai Phu luc VI ban
hanh kém theo Thong tu s6 08/2022/TT-BYT.

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

Piéu 5. Giam ddc S¢' Y té cac tinh, thanh phd truc thudc Trung wong va Giam ddc
co s& san xuat va co s¢ dang ky c6 thudc tai Piéu 1 chju trach nhiém thi hanh Quyét dinh
nay./.
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Phu luc |

DANH MUC 17 VAC XIN, SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - POQT 49

(Kém theo quyét dinh sé: ..94.5...../0P-QLD, ngay 31.../01.../.2024..ciia Cuc Qudn Iy Duoc)

Tén thudc Hoat chat

Dangbao | Quycach | Tiéu | Tudi S6 ding ky S0
T chinh' = Ham che dong goi | chuan tho gia han lan
lwgng (th&ng) (So dang ky gia
da cap) han
1) ) (©) (4) (©) (6) () (8) 9)
1. Co sé diang ky: Céng ty TNHH MTV Vicxin va Sinh pham sé 1 (Pja chi: So 1 phé
Yersin, phwong Pham Dinh Ho, qudn Hai Ba Trung, Ha Ngi, Viét Nam)
1.1. Co sé san xuat: Cong ty TNHH MTV Vicxin va Sinh pham sé 1 (Pja chi: So 1 pho
Yersin, phirong Pham Pinh Hé, qudn Hai Ba Trung, Ha Ngi, Viét Nam)
1 | Viacxin viém MOi liéu Hon Hop101lo | NSX | 24 | 893310108024 | 1
gan A tinh 0,5ml chwra dich X 0,5ml; (QLVX-1110-
khiét, bat hoat- | Protein bao tiém Hop 10 lo 18)
HAVAX gom khang x 1ml
nguyén virat
viém gan A
tinh khiét
<100ug;
MOi liéu 1ml
chua Protein
bao gém
khang nguyén
virut viém gan
A tinh khiét
< 200ug
2. Co sé ding ky: Cong ty Co phan Sanofi Viét Nam (Bja chi: L6 1-8-2, Puong D8, Khu
Cong nghé cao, Phuong Long Thanh My, Tp. Thu Bic, Tp. Hoé Chi Minh, Viét Nam)
2.1. Co s& san xuat: Opella Healthcare Italy S.R.L. (Pia chi: Viale Europa, 11 — 21040
Origgio (VA), Y)
2 | Enterogermina Bao tur Hon Hop 2vix | NSX 24 800400108124 | 1
Bacillus dich 10 6ng x (SP3-1216-20)
clausii khang | ubng 5ml
da khang sinh
4 ty/sml
3. Co sé diang ky: Cong ty c6 phan y té Piec Minh (Dja chi: Sé 51, ngd 205, ngach 323/83,
dwong Xudn Pinh, phwong Xudn Dinh, qudn Bac Tir Liém, thanh phé Ha Ngi, Viét Nam)
3.1. Co s& san xuit: Biological E. Limited (Pia chi: Plot No. 1, Biotech Park, Phase-Il,
Kolthur Village-500078, Shameerpet, Medchal-Malkajgiri District, Telangana, An P¢)
3 | ComBE Five | Mot liéu vac Hon | Hopllox | NSX | 30 | 890310108224 | 1
(liquid) xin 0,5ml dich 0,5ml; (QLVX-1040-
chua: tiém Hop 10 lo 17)




2

ST Tén thuoc Hoat chat Dangbao | Quycach | Tiéu | Tuai S6 ding ky So
T chinh - Ham che dong goi | chuan tho gia han lan
lwgng (thang) (So dang ky gia
da cap) han
1) ) (©) (4) (5) (6) ) (8) 9)
- Giai doct6 x 0,5ml;
bach hau tinh Hop 48 lo
ché 25 Lf x 0,5ml;
(=30IU); Giai Hop 1 xy
doc td udn lanh dong
vén tinh ché san x
55Lf 0,5ml
(>601U);
Khang nguyén
ho ga (toan té
bao) 16 IOU
(= 41U);
Khéang nguyén
bé mat virus
viém gan B
tinh ché (r-
HBsAQ)
12,5ug;
Polysaccharid
e cua
Haemophilus
influenza type
b (PRP) lién
hop vai giai
doc tb udn
van (20 -
36,7ug) 11pg
4 JEEV Virus viém Hon Lo vac xin | NSX 36 890310108324 | 1
ndo Nhat Ban dich 6mcg/0.5 (VX3-1179-
bat hoat, tinh |  tiém ml Hop 1 20)
khiét (chang lo; Hop 10
SA 14-14-2) 6 lo; HOop 48
mcg/0,5ml lo
5 JEEV Virus viém Hon Lo vic xin | NSX 36 890310108424 | 1
ndo Nhat Ban dich 3 mcg/0.5 (VX3-1178-
bat hoat, tinh | tiém | ml. Hop 1 20)
khiét (chang lo; hop 10
SA 14-14-2) lo; hop 48
3ug/0,5ml lo

4. Co s¢ dang ky: Cong ty TNHH Binh Viét bic (bia chi: 62/36 Truong Cong Dinh,
Phuong 14, Quan Tén Binh, Thanh pho Ho Chi Minh, Viét Nam)
4.1. Co sé san xuat: Octapharma AB (Dia chi: Lars Forssells gata 23, Stockholm, 112 75,

Thuy Dién)
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ST Tén thuoc Hoat chat Dangbao | Quycach | Tiéu | Tuai S6 ding ky So
T chinh - Ham che dong goi | chuan tho gia han lan
lwgng (thang) (So dang ky gia
da cap) han
Y ) @) (4) (5) (6) (@) (8) (©)
6 | Octanate 1000 | Yéu t6 dong Bot Hop1llo | NSX 36 730410108524 | 1
U mau VIH tr | dong | bot; Hop 1 (QLSP-1097-
nguoi-10001U | khé pha lo dung 18)
dung moi nudc
dich cat pha
tiém/ | tiém 10ml
truyén +bom
tinh tiém dung
mach 11an +
kim c6 2
dau + kim
loc + bo
truyén
(kim
budm) va
2 miéng
gac tam
con
7 Octanate 250 | Yéu to dong Bot Hop1lo | NSX 36 730410108624 | 1
U mau VIl tr | dong | bot; Hop 1 (QLSP-1098-
nguoi 2501U | khd pha | o dung 18)
dung moi nudC
dich cat pha
tiém/ | tiém 5ml +
truyén | bom tiém
tinh | ding 1 lan
mach | + kimco 2
dau + kim
loc + bo
truyén
(kim
budm) va
2 miéng
gac tam
con
8 | Octanate 500 | Yéu to dong Bot Hopllo | NSX | 36 | 730410108724 | 1
U mau VIII tur dong | bot; Hop 1 (QLSP-1099-
nguoi 500U | khé pha | lo dung 18)
dung moi nuoC
dich cat pha
tiém/ tiém 10ml
truyén + bom
tinh tiém dung
mach 1 lan +
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ST Tén thuoc Hoat chat Dangbao | Quycach | Tiéu | Tuai S6 ding ky So
T chinh - Ham che dong goi | chuan tho gia han lan
lwgng (thang) (So dang ky gia
da cap) han

Y ) @) (4) (5) (6) (@) (8) (©)

kim co 2
dau + kim
loc + bd
truyén
(kim
budm) va
hai miéng
gac tam
con
4.2. Co sé san xuat: Octapharma Pharmazeutika Produktionsges.m.b.H (Pja chi:
Oberlaaerstrafe 235, 1100 Wien, Ab)
9 Human Chai 50ml Dung | Hop 1 chai | NSX 36 900410108824 | 1
Albumin 20% dung dich X 50ml (SP3-1195-20)
Octapharma dich chua: tiém
Protein tir truyén
huyét tuong
nguoi trong
d6 it nhat 96%
la albumin
109
5. Co sé ding ky: Cong ty TNHH Hasan - Dermapharm (Pja chi: Puong sé 2, khu cong
nghiép Pong An, phwong Binh Hoa, thanh phé Thugn An, tinh Binh Duwong, Viét Nam)
5.1. Co sé san xuat: Cong ty TNHH Hasan - Dermapharm (Bja chi: Puong sé 2, khu
cdng nghiép Pong An, phwong Binh Hoa, thanh pho Thudn An, tinh Binh Duwong, Viét Nam)
10 | Micezym 100 Moi gbi 1g Thudc | Hop 30 goi | NSX 24 893400108924 | 1
chua: bot x 19 (QLSP-947-
Saccharomyce 16)
s boulardii
100mg (twong
duong 2,26 x
10° CFU)
6. Co sé ding ky: Cong ty TNHH MTV Vic xin Pasteur Pa Lat (Dja chi: 18 L& Hong
Phong - Phuong 4 - TP. Pa Lat - Tinh Lam Péng, Viét Nam)
6.1. Co s& san xuat: Cong ty TNHH MTV Vic xin Pasteur Pa Lat (Pja chi: 18 Lé Hong
Phong - Phuong 4 - TP. Da Lat - Tinh Lam Déng, Viét Nam)

11 Vic Xin Vi Dung Hop 10 lo | NSX 36 893310109024 | 1
Thuong han Vi | polysaccharid dich x 1 liéu/lo; (QLVX-1047-
polysaccharide | e tinh khiét tiém Hop 10 lo 17)

0,025mg/0,5m x 2 liéu/lo;
/1 liéu Hop 10 lo
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ST Tén thuoc Hoat chat Dangbao | Quycach | Tiéu | Tuai S6 ding ky So
T chinh - Ham che dong goi | chuan tho gia han lan
lwgng (thang) (So dang ky gia
da cap) han
1) ) (©) (4) (5) (6) ) (8) 9)
x 5 liéu/lo;
Hop 10 lo
x 10
lidu/lo;
Hop 10 lo
x 20
lidu/lo
7. Co sé ding ky: Cong ty TNHH Novartis Viét Nam (Pja chi: Phong 1001, ldu 10,
Centec Tower, 72-74 Nguyén Thi Minh Khai, Phwong V6 Thi Sau, Qudn 3, Thanh pho Hé
Chi Minh, Viét Nam)
7.1. Co sé san xuat: Novartis Pharma Stein AG; Co sé san xuit 6ng dung moi:
Delpharm Dijon (Pia chi: Schaffhauserstrasse, 4332 Stein, Thuy Si; Dia chi co sd san xudt
ong-dung méi: 6 boulevard de I'Europe, Quetigny, 21800, France)
12 Simulect Basiliximab | Botpha | Hopllo | NSX 36 760410109124 1
20mg tiém botva 1 (QLSP-1022-
6ng nudc 17)
pha tiém
5ml
8. Co so dang ky: Novo Nordisk A/S (Dia chi: Novo Allé DK-2880 Bagsveerd, Dan Mach)
8.1. Co s& san xuit: Novo Nordisk A/S (Pja chi: Novo Allé DK-2880 Bagsveerd, Dan
Mach)
13 Norditropin Somatropin Dung Hop chira | NSX 24 570410109224 | 1
NordiFlex® 5 3,3mg/ml dich 1 bat tiém (QLSP-844-
mg/ 1,5 ml tiém | bom sin x 15)
1,5ml
14 Ryzodeg Bat tiém 3ml Dung Hop 5 bat | NSX 30 570410109324 | 1
FlexTouch 100 | chua: Insulin dich tiém bom (QLSP-929-
U/ml degludec tiém | san thudc 16)
7,68mg; X 3ml
Insulin aspart
3,15mg
9. Co sé ding ky: Trung tdm Nghién cieu San xuat Vac xin va Sinh pham Y té (Pja chi:
So 135 Lo Diuic, phuong Pong Mac, qudn Hai Ba Trung, thanh phé Ha Ngi, Viét Nam)
9.1. Co sé san xuat: Trung tam Nghién ciru san xuit Vic xin va Sinh pham y té (Pja chi:
S6 135 Lo Puic, phwong Pong Mac, qudn Hai Ba Trung, thanh pho Ha Ni, Viét Nam)
15 Rotavin Virus rota Dung Hop nho | NSX 24 893310109424 | 1
sbng, giam dich | cha 01 lo (QLVX-1039-
doc lyc chung | udng x 2ml; 17)
GI1P[8]>2 Hop to
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ST Tén thuoc Hoat chat Dangbao | Quycach | Tiéu | Tuai S6 ding ky So
T chinh - Ham che dong goi | chuan tho gia han lan
lwgng (thang) (So dang ky gia
da cap) han
1) ) (©) (4) (5) (6) ) (8) 9)
triéu PFU/liéu chira 10
2ml hop nho;
Hop 10 lo
x 2ml
10. Co sé dang ky: ‘Unico Alliance Co., Ltd (bia chi: Flat/Rm 1007 BLK B, 10/F, Seaview
Estate, 2-8 Watson Rd, North Point, Hong Kong)
10.1. Co sé san xuit: CSL Behring AG (Dja chi: Wankdorfstrasse 10, 3014 Bern, Thuy S7)
16 Hizentra Human Dung Hop 1 lo EP 30 760410109524 | 1
immunoglobu dich 5ml (19); 8.0 (QLSP-HO03-
lin (20%) 200 tiém hop 1 lo 1169-19)
mg/ml 10ml (29);
Hop 1 lo
20ml (49);
Hop 1 lo
50ml (10g)
17 Privigen Human Dung Ong thuy EP 36 760410109624 | 1
normal dich tinh 25ml; 8.0 (QLSP-H03-
immunoglobu tiém 50ml; 1170-19)
lin 100 (10%) | truyén 100ml;
g/l 200ml
Ghi chu:

1. Cach ghi tiéu chudn chat lwrong thugc tai ct (6):

- Nha san xudt (NSX), Tiéu chugn 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 c6 thé duroc ghi trén nhan thuéc.

- Céch viét tat cac tiéu chuan chdt heong duwoc dién: Duoc dién Viét Nam (DPVN), Duoc dién Anh (BP), Diwgc dién
My (USP), Duoc dién Nhdt Ban (JP), Duoc dién Trung Quéc (CP), Dugc dién Chau Au (EP), Duoc dién Quéc 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 heu hanh thuéc, nguyén liéu lam thudc.

- S déng ky da cap (diroc ghi trong ngodc don) la 56 déing ky da dwoc cd'p trueée khi thude duroc gia han theo quyét
dinh nay.




Phu luc 1l

DANH MUC 21 VAC XIN, SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - POQT 49

(Kém theo quyét dinh sé: ..94:...../0P-QLD, ngay .31../.01.../.2024.ciia Cuc Qudn [y} Duroc)

STT | Ténthuéc | Hoatchatchinh— | Dangbao | Quycach | Tieu | Tuoi S6 ding ky So
Ham hrong che déng géi chuan tho gia han lan
(théng) (S0 dang ky gia
da cap) han
() ) (©) (4) ) (6) () (8) 9)
1. Co sé diang ky: Cong ty c6 phan cong nghé sinh hoe dwec Nanogen (Pja chi: L6 1-5C,
Khu cdng nghé cao, phiong Tang Nhon Phii A, Thanh phé Thi Birc, TP. Ho Chi Minh, Viét
Nam)
1.1. Co s& san xuat: Cong ty cé6 phan cong nghé sinh hoe dwoc Nanogen (Pia chi: Lo I-
5C, Khu.cdng nghé cao, phirong Tiang Nhon Phii A, Thanh phé Thi Pirc, TP. Ho Chi Minh,
Viét Nam)
1 Nanokine Recombinant Dung | Hop 1 bom | NSX 24 893410109724 | 1
Human dich tiém dong (QLSP-HO03-
Erythropoietin tiem | san x 0,5ml 1159-19)
alfa
20001U/0,5ml
2 Nanokine Recombinant Dung | Hop 1 bom | NSX 24 893410109824 | 1
4000 IU Human dich tiém dong (QLSP-923-16)
Erythropoietin tiém san thudc
alfa xX0,5 ml
40001U/0,5ml
3 Pegnano Peginterferon Dung Hop 1lo | NSX 24 893410109924 | 1
alfa-2a 180pg/ml dich iml (QLSP-HO03-
tiém 1103-18)
2. Co sé¢ diang ky: Cong ty Cé phan Dwoe Trung Uong Mediplantex (Dja chi: 358 dwong
Giai Phdng, phuong Phwong Ligt, quan Thanh Xuan, thanh phé Ha Ngi, Viét Nam)
2.1. Co sé san xuat: Coéng ty Co phan Dwge Trung Uong Mediplantex (Dza chi: Nha may
dwoc pham s¢ 2: Thon Trung Hdu, x& tién Phong, huyén M@ Linh, thanh phé Ha Ngi, Viét
Nam)
4 Althax Thymomodulin Vién Hop 3vix | NSX 36 893410110024 | 1
120mg nang 10 vién; (VD-18786-13)
cung Hop 6 vi X
10 vién
3. Co sé diang ky: Cong ty cé phan y té Piec Minh (Dja chi: Sé 51, ngd 205, ngach 323/83,
duwong Xudn Pinh, phwong Xudn Dinh, qudn Bac Tir Liém, thanh phé Ha Ngi, Viét Nam)
3.1. Co sé san xuat: Centro de Inmunologia Molecular (CIM) (Pja chi: Calle 216,
Esquina 15, Reparto Atabey, Playa, La Habana, Cuba)
5 CIMAher Nimotuzumab Dung Hop 04 lo | NSX 36 850410110124 | 1
(Humanized dich x 10ml (QLSP-1002-
Monoclonal tiém 17)
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STT | Ténthuéc | Hoatchatchinh— | Dangbao | Quycach | Tieu | Tuoi S6 ding ky So
Ham lwgng che doéng goi chuan tho gia han lan
(thang) (So dang ky gia
da cap) han
1) ) @) (4) ©) (6) @) (8) )
antibody against
EGF Receptor)
50mg/10ml
4. Co s¢ dang ky::Cbng ty TNHH Binh Viét Pic (bia chi: 62/36 Truong Céng Dinh,
Phwong 14, QudnTan Binh, Thanh phé Hé Chi Minh, Viét Nam)
4.1. Co s& san xuit: Octapharma Pharmazeutika Produktionsges.m.b.H (Pia chi:
Oberlaaerstrape 235, 1100 Wien, Ab)
6 Human | Yéutodong mau | Bot GomO02 | NSX | 36 | 900410110224 | 1
Coagulation | 1X c6 nguén géc | dong hop gidy (SP3-1196-20)
FIX tir nguoi 2501U | khova | dinh lién
Octapharma dung véi nhau
mdi pha | bang mang
dung nhua: Hop
dich carton 1
tiém chtra 01 lo
bot; Hop
carton 2
chtra bo
dung cu dé
hoan
nguyén va
tiém, gom
cO: 01 lo X
5 ml nudc
cat pha
tiém, 01
bom tiém
dung mot
lan, 01 kim
kép, 01
kim loc, 01
kim buom
dé truyén
dich, 02
miéng gac
tam con
7 Human | Yéutodongmau | Bot Gomo02 | NSX | 36 | 900410110324 | 1
Coagulation | 1X c6 ngudn géc | dong hop gidy (SP3-1198-20)
FIX tir nguoi 5001U | khova | dinhlién
Octapharma dung véi nhau
méi pha | bing mang
dung | nhua: Hop
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STT | Ténthuéc | Hoatchitchinh— | 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
@ (2) 3 4) 5) (6) () 8 ©)

dich carton 1
tiém chra 01 lo
bot; Hop
carton 2
chwra bo
dung cu dé
hoan
nguyeén va
tiém, gom
c6: 01 lo X
Sml nuéc
cat pha
tiém, 01
bom tiém
dung mot
lan, 01 kim
kép, 01
kim loc, 01
kim budém
dé truyén
dich, 02
miéng gac
tam con

8 Human | Yéuto dong mau | Bot GomO02 | NSX | 36 | 900410110424 | 1
Coagulation | VIl ¢4 ngudn dong hop gidy (SP3-1199-20)
FVII goc tir nguoi khova | dinh lién
Octapharma 5001U dung véi nhau
moi pha | bang mang
dung nhyua: Hop
dich carton 1
tiém chtra 01 lo
bot;, Hop
carton 2
chtra bo
dung cu dé
hoan
nguyén va
tiém, gom
cO: 01 lo X
10ml nuéce
cat pha
tiém, 01
bom tiém
dung mot
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STT | Ténthuéc | Hoatchatchinh— | Dangbao | Quycach | Tieu | Tuoi S6 ding ky So
Ham lwgng che doéng goi chuan tho gia han lan
(thang) (So dang ky gia
da cap) han
1) ) (©) (4) () (6) ) (8) 9)
lan, 01 kim
kép, 01
kim loc, 01
kim budm
dé truyén
dich, 02
miéng gac
tam con
5. Co sé dang ky: Cong ty TNHH DKSH Pharma Viét Nam (bia chi: S6 23 Pai Lg Péc
Ldp, Khu.cong nghiép Viét Nam - Singapore, Phirong Binh Hoa, Thanh phé Thudgn An, Tinh
Binh Dwong, Viét Nam)
5.1. Co sé& san xuat: Eli Lilly Italia S.p.A. (Pia chi: Via Gramsci 731-733, Sesto
Fiorentino, 50019 Florence, Y)
9 Humalog Insulin lispro Hon Hop 05 but | NSX 36 800410110524 | 1
Mix25 (trong d6 25% la dich tiém dong (QLSP-HO03-
Kwikpen | dung dich insulin tiém san x 3ml 1160-19)
lispro va 75% la
hdn dich insulin
lispro protamine)
300U/3ml (tuong
duong 10,5mg)
6. Co sé ding ky: Cong ty TNHH Dwoc pham Péong Pé (Pia chi: Tang 1 va 4, tod nha
Home City tai s6 177, t6 51 Phé Trung Kinh, Phuong Yén Hoa, Qudn Cau Gidy, Thanh pho
Ha Ngi, Viét Nam)
6.1. Co s& san xuat: HK inno.N Corporation (Pja chi: 811, Deokpyeong-ro, Majang-
myeon, Icheon-si, Gyeonggi-do, Han Qu4c)

10 Epokine Erythropoietin Dung | Hop 6 bom | NSX 24 880410110624 | 1
Prefilled | alpha nguoi tai to dich tiém x (VN-14503-12)
injection hop tiém 0,5ml

2000 20001U/0,5ml
Units/0.5ml
7. Co sé diang ky: Cong ty TNHH M@t thanh vién Viacxin va Sinh pham sé 1 (Pja chi: Sé
1 phé Yersin, phwong Pham Binh Ho, qudn Hai Ba Trung, Ha Ngi, Viét Nam)
7.1. Co sé san xuat: Instituto Finlay de Vacunas (Pja chi: Ave 27 No. 19805, La Lisa,
Citudad de la Habana, Cuba); Co sé déng Ong, déng géi: National Center for
Biopreparados, Bejucal. (bia chi: Carretera Beltran, Km 1%, Bejucal, Mayabeque, Cuba)
11 VA- MOi lieu 0,5ml Hon Hop 10 lo | NSX 36 850310110724 | 1
MENGOC- chaa: Protein dich x 0,5ml (QLVX-HO02-
BC mang ngoai nao tiém 985-16)
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STT

Tén thuéc

Hoat chat chinh— | Dangbao | Quycéach | Tiéu | Tudi S6 ding ky S6
Ham lwong ché déng goi | chuan | tho gia han lan
(thang) | (S6 ding ky gia
di cap) han
1) ) @) (4) ©) (6) @) (8) )
md cau nhém B
50ug;
Polysaccharide
Vo ndo mo cau
nhom C 50ug
8. Co so dang ky: DKSH Singapore Pte. Ltd (bia ch:: 47, Jalan Buroh, #09-01, Singapore
(619491), Singapore)
8.1. Co sé san xuat: Allergan Pharmaceuticals lIreland (Dja chi: Castlebar Road,
Westport County Mayo, Ai-xo-len)
12 Botox Botulinum toxin | BOt pha | Hopllo | NSX 36 539414110824 | 1
type A (tir Vi dgng (QLSP-998-17)
khuan dich
Clostridium tiem
botulinum) 50
don vi
13 Botox Botulinum toxin | BOtpha | Hopllo | NSX 36 539414110924 | 1
type A (tir vi dgng (QLSP-997-17)
khuan dich
Clostridium tiem
botulinum) 200
don vi
10. Co s& dang ky: F. Hoffmann- La Roche Ltd. (Pja chi: Grenzacherstrasse 124, 4058
Basel, Thuy Si) ]
10.1. Co sé san xuat: F. Hoffmann - La Roche Ltd. (Pia chi: Wurmisweg, 4303
Kaiseraugst, Thuy Si)
14 Avastin Bevacizumab Dung Hop 1lo x | NSX 24 760410111024 | 1
400mg/16ml dich 16ml (QLSP-1011-
dam dac 17
de pha
dung
dich
truyen

11. Co s6¢ dang ky: Ferring Private Ltd. (Pja ch:i: 168 Robinson Road, #13-01 Capital
Tower, Singapore 068912, Singapore)
11.1. Co sé san xuat: Ferring GmbH (Hia chi: Wittland 11, 24109 Kiel, Puc); Co sé dong

g6i thie cap: Ferring International Center S.A. (Pja chi: Chemin de la Vergognausaz 50,
CH-1162 St. Prex, Thuy Sp)




STT | Ténthuéc | Hoatchatchinh— | Dangbao | Quycach | Tieu | Tuoi S6 ding ky So
Ham lwgng che doéng goi chuan tho gia han lan
(thang) (So dang ky gia
da cap) han
(1) ) 3) (4) (5) ©® | @ (8) 9)
15 Menopur | Menotrophintinh | Botpha | Hop5lo | NSX 24 400414111124 | 1
khiét cao tiém bot va 5 (QLSP-0751-
(gonadotrophin tir bng dung 13)
nuéc tiéu phu nix méi 1ml;
mén kinh, HMG) Hop 10 lo
twong tng vaoi 75 bot va 10
IUFSHva75IU bng dung
LH moi 1ml
12. Co sé dang ky: Hyphens Pharma Pte.Ltd (Pia chi: 16 Tai Seng Street, #04-01,
Singapore 534138, Singapore)
12.1. Co sé san xuat: Chiesi Farmaceutici S.p.A (Pja chi: Via San Leonardo 96-43122
Parma, Y)
16 Curosurf Phospholipid Hon Hop 1lo x | NSX 18 800410111224 | 1
chiét tir phéilon | dich 1,5ml (VN-18909-15)
120mg/1,5ml | bom 6ng
noi khi
quan
13. Co s¢ dang ky: LG Chem, Ltd. (Pja chi: (Yeouido-dong) 128, Yeoui-daero,
Yeongdeungpo-gu, Seoul, Han Quac)
13.1. Co sé san xuat: LG Chem, Ltd. (Pia chi: 129, Seokam-ro, Iksan-si, Jeollabuk-do,
Han Qudc)
17 IVF-M Menotropin Bot Hop5ong | BP 24 880414111324 | 1
Injection 1501U dong bot dong | 2016 (QLSP-1018-
150 1U kho pha kho pha 17)
tiém tiém kém 5
lo dung
moi pha
tiém NacCl
0,9% x 1ml
18 IVF-M Menotropin 751U Bot Hop0long | BP 24 880414111424 | 1
Injection 75 dong bot déng | 2016 (QLSP-1019-
U kho pha kho pha 17)
tiém tiém kem 1
lo dung
moi pha
tiém NaCl

0,9% x 1ml
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STT | Ténthuéc | Hoatchatchinh— | Dangbao | Quycach | Tieu | Tuoi S6 ding ky So
Ham lwgng che doéng goi chuan tho gia han lan
(thang) (So dang ky gia
da cap) han
1) ) @) (4) ©) (6) @) (8) )
14. Co sé ding ky: Pfizer (Thailand) Limited (Pia chi: No. 323 United Center Building,
Floors 36th and 37th, Silom Road, Silom Sub-District, Bang Rak District, Bangkok
Metropolis, Thai Lan)
14.1. Co sé san xuit: Pfizer Manufacturing Belgium NV (Dja chi: Rijksweg 12, Puurs,
2870, BY)
19 | Prevenar 13 | Mai liéu don 0,5ml | Hdn Hop 50 lo | NSX 36 540310111524 | 1
chta: Huyét thanh | dich x 1 lidu (QLVX-H03-
tuyp 1 tiém | don 0,5ml 1143-19)

polysaccharid phé
cau khuan 2,2ug;
Huyét thanh tuyp 3
polysaccharid phé
cau khuan 2,2ug;
Huyét thanh tuyp 4
polysaccharid phé
cau khuan 2,2ug;
Huyét thanh tuyp 5
polysaccharid phé
cau khuan 2,2ug;
Huyét thanh tuyp
6A polysaccharid
phé cau khuan
2,2ug; Huyét thanh
tuyp 6B
polysaccharid phé
cau khuan 4,4ug;
Huyét thanh tuyp
7F polysaccharid
phé cau khuan
2,2ug; Huyét thanh
tuyp 9V
polysaccharid phé
cau khuan 2,2ug;
Huyét thanh tuyp
14 polysaccharid
phé cau khuan
2,2ug; Huyét thanh
tuyp 18C
polysaccharid phé
cau khuan 2,2ug;
Huyét thanh tuyp
19A polysaccharid

phé cau khuan
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STT | Ténthuéc | Hoatchatchinh— | Dangbao | Quycach | Tieu | Tuoi S6 ding ky So
Ham lwgng che doéng goi chuan tho gia han lan
(thang) (So dang ky gia
da cap) han
1) ) (©) (4) () (6) ) (8) 9)
2,2g; Huyét thanh
tuyp 19F
polysaccharid phé
cau khuan 2,2ug;
Huyét thanh tuyp
23F polysaccharid
phé cau khuan
2,2g; Protein van
chuyén CRM197
32ug
15. Co:sé dang ky: Unico Alliance Co., Ltd (Pia chs: Flat/Rm 1007 BLK B, 10/F, Seaview
Estate, 2-8 Watson Rd, North Point, Héng Kong)
15.1. Co sé san xuat: CSL Behring AG (Pja chi: Wankdorfstrasse 10, 3014 Bern, Thuy S7)
20 | AlbuRx 20 | Human albumin Dung Hop 1 lo EP 36 760410111624 | 1
20% (200g/1) dich 50ml; Hop | hién (QLSP-969-16)
tiém 110 100ml | hanh
truyén
21 AlbuRx 5 Human albumin Dung Hop 1 lo EP 36 760410111724 | 1
5% (50g/1) dich 250ml hién (QLSP-968-16)
tiém hanh
truyén
Ghi chu:

1. Céch ghi tiéu chudn chdr lrong thudc tai cot (6):
- Nha san xudt (NSX), Tiéu chuan nha san xuat (TCNSX), Tiéu chudn co so (TCCS), In-house c6 y nghia tuong
deong nhau, la tiéu chuan chat lwong thudc do co sé san xudt xay dung va déu c6 thé diroc ghi trén nhan thuoc.

- Céch viét tat cac tiéu chudn chdt liwong dwoc dlen Duegc dién Viét Nam (DDVN), Dugc dién Anh (BP), Duroc dién
My (USP), Duoc dién Nhdt Ban (JP), Duoc dién Trung Quéc (CP), Dugc dién Chau Au (EP), Duoc dién Quéc té

(IP)...

2. S6 dding ky tai cét (8):

- S6 ddang 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¢ trieong Bo Y té quy dinh viée dang ky heu hanh thuoc, nguyén liéu 1am thuac.

- S déng ky da cap (dieoc ghi trong ngodc don) la s6 déing ky da dwoc cd'p trueée khi thude duroc gia han theo quyét

dinh nay.
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