BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc lap - Tw do - Hanh phiic
S6: 317 /QP-QLD Ha No¢i, ngay 17 thdang 06 nam 2022
QUYET PINH

Vé viéc ban hanh Danh muc 32 vic xin, sinh pham
duoc cdp, gia han gidy ding ky luu hanh tai Viét Nam - Dot 44
CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc s6 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 chirc nang, nhiém vu, quyén han va co cau té chirc cua Bo Y té;

Can cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 cua BJ truong Bo Y té

quy dinh chirc nang, nhiém vu, quyén han va co cdu t6 chire ciia Cuc Quan 1y Duge
thuéc B Y té;

) Can cir Théng tir s6 32/2018/TT-BYT ngay 12/11/2018 cua Bj truong Bo Y
te quy dinh viéc dang ky luwu hanh thuoc, nguyén lieu lam thuoc,

) Can cir Thong tu s 29/2020/TT-BYT ngay 31/12/2020 cua B¢ truong Bo Y
te swa doi, bo sung va bdi bo mot so6 van ban quy pham phdp ludt do B¢ truong Bo
Y te ban hanh, lién tich ban hanh;

Can cir Thong tr so 23/2021/TT-BYT ngay 09/12/2021 cua Bo truong Bo Y
té sira doi, bé sung mdt s6 van ban quy pham phdp ludt do Bé trucéng Bé Y té ban
hanh;

Can cir y kién cia Hoi dong tw véan cdp gidy dang ky luu hanh thudc, nguyén
lieu lam thuoc - Bo Y té;

Xét d@é nghi ciia Trudng phong Pang ky thuoc - Cuc Quan 1y Duorc.

QUYET PINH:

Picu 1. Ban hanh keém theo Quyét dinh nay Danh muc 32 vic xin, sinh
pham dugc cap, gia han gidy dang ky luu hanh tai Viét Nam - Dot 44, bao gom:

1. Danh muc 05 sinh pham duoc cap gidy dang ky lwu hanh hiéu luc 03
nam - Dot 44 (tai Phy luc I kém theo Quyét dinh nay).

Céc sinh pham tai Danh muyc nay c6 sd ding ky v6i ky hiéu SP3-...-22,
hiéu Iyc 03 nam ké tir ngdy ky ban hanh Quyét dinh nay.

2. Danh muc 03 vic xin duoc gia han gidy dang ky luu hanh hiéu luc 05
nam - Dot 44 (tai Phu luc Il kem theo Quyét dinh nay).

Cac véc xin tai Danh muc nay dugc gitr nguyén thong tin s6 ding ky da
duoc cap va cé hiéu luc 05 nam ke tir ngay ky ban hanh Quy¢t dinh nay.

3. Danh myc 04 sinh pham duoc gia han gidy dang ky luu hanh hiéu lyc
03 nam - Dot 44 (tai Phu luc Il kem theo Quyét dinh nay).



Cac sinh pham tai Danh muc nay dugc gitt nguyén thong tin sO dang ky
da duogc cap va cé hi€u luc 03 ndm ké tir ngay ky ban hanh Quyét dinh nay.

4. Danh muc 20 sinh pham duoc gia han gidy dang ky luu hanh hiéu luc
05 nam - Dot 44 (tai Phu luc IV kem theo Quyét dinh nay).

Cac sinh pham tai Danh muc nay duoc gitr nguyén thong tin s6 dang ky
da duogc cap va co hi¢u lyc 05 nam ké tir ngay ky ban hanh Quyét dinh nay.

Pieu 2. Co sé san xuat va co so dang ky thudc co trach nhiém:

1. San xuét, cung cap thudc vao Viét Nam theo dung cac hd so, tai liéu da
dang ky voi BO Y t€ va phai in s6 dang ky dugc Bo Y t€ Viét Nam cap Ién nhan
thuoc.

2. Chap hanh day du phap luat cua Viét Nam va cac quy dinh cua BO Y té
vé san xuat, nhap khau thudc va luu hanh thudc tai Viét Nam, néu c6 bat ctr thay
d6i gi trong qua trinh luu hanh thubc ¢ nudc so tai va & Viét Nam thi phai bao
cdo ngay cho Cuc Quan ly Dugc - Bo Y té Viét Nam.

3. Thuc hién viéc cdp nhat tiéu chun chat lugng cua thudc theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y t€ quy
dinh vé chat lugng thudc, nguyén li¢u lam thuoc.

4. Cap nhat nhan thudc va to huéng dan sir dung thude theo quy dinh tai
Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 cta Bo truong Bo Y té quy dinh
ghi nhan thudc, nguyén liéu 1am thudc va to huéng din stir dung thude trong thoi
han 06 thang ké tir ngay ky ban hanh Quyét dinh nay theo hinh thiic thay doi, bo
sung gidy diang ky luu hanh thudc quy dinh tai Thong tu sé 32/2018/TT-BYT
ngay 12/11/2018 cua Bo trudng Bo Y té quy dinh viée dang ky luu hanh thudc,
nguyén liéu lam thudc.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thubc duoc
gia han gidy ding ky luu hanh tai Phu luc 2, Phu luc 3, Phu luc 4 co thay d6i vé
noi dung hanh chinh (bao gom cd mdu nhan, to huong dan sir dung) phai san
xudt (461 voi vac xin, sinh pham san xuit trong nudc), nhap khau (d6i véi vic
xin, sinh pham nhép khau), luu hanh véi cac ndi dung da duge phé duyét thay
d6i trong hd so dang ky gia han.

6. Phéi hop véi cac co sé 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, hiéu qua, tac
dung khong mong muén cia thudc trén ngudi Viét Nam va tong hop, bao cdo
theo quy dinh tai Diéu 5 Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bo
truong BO Y té quy dinh viéc ding ky luu hanh thude, nguyén lidu lam thube doi
vé6i cac thude thuoc Danh muc ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky thuoc phai bao dam duy tri diéu kién hoat dong trong
thoi han hiéu luc cta gidy dang ky luvu hanh thudc, nguyén liéu lam thudc.
Trong truong hop khong con dap ung du diéu kién hoat dong, co so diang ky
phai c6 trach nhiém thyc hién thay ddi co so ding ky theo quy dinh tai Thong tu
sO 32/2018/TT-BYT ngay 12/11/2018 cta 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 s¢ dang ky khong con du diéu kién hoat dong.

8. Co s¢ dang ky thuoc phai bdo cao BO Y té vé cap nhat tinh trang dap
tmg Thuc hanh tdt san xuat cua co sO san xuét thudc, nguyén liéu lam thudce.
Truong hop co so san xuét bi thu hoi gidy phép san xuat hodc khong dap tmg
Thuc hanh tot san xuét thudc, nguyén lidu 1am thude & nude so tai, co so phai
thue hién viéc bdo cdo trong thoi han 15 ngay ké tir ngay c6 thong bao cia co
quan quan 1y c6 thAm quyén nudc 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 pht quy dinh chi
tiét mot s6 diéu va bién phap thi hanh Luat Duoc.

Piéu 3. Quyét dinh co hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S¢ Y té cac tinh, thanh phd truc thuéc Trung wong,
giam doc co s¢ san xuat va co so dang ky co thudc tai Piéu 1chiu trach nhiém
thi hanh Quyét dinh nay./.

Noi nhédn:

- Nhu Diéu 4; ‘

- Bo truong BYT (dé b/c);

- Thit truong DS Xuén Tuyén (dé b/c); TP
- Cuc Quan y - Bo Qudc phong, Cuc Y té - B Cong an; Cuc Y ’r/'
GTVT - Bo Giao théng van tai; Tong Cuc Hai quan - Bo Taf Qninh M
- Bao hlem xa hoi Viét Nam; .
- Bo Y té: Vu PC, Cuc YTDP, Cuc KHCN&DT; Cuc QLKCb . P .
Thanh tra Bo, Van phong NRA, Vin phong HPTV cip GPKLH Vu Tuan Cuwong
thude, NLLT;

- Vién KPQG VX&SPYT, Vién VSDTTW; ,

- Tong Cong ty Dugc VN — CTCP, Céc Cong ty XNK duoc pham

(xem Website Cuc QLD);

- Cac Bénh vién & Vién c6 giuong bénh truc thudc BYT;

- Cuc QLD: cac phong QLGT, QLKDD, QLCLT, PCTTra, VP

Cuc, Website Cuc QLD;

- Luu: VT, BKT (4b).




Phu luc I
DANH MUC 05 SINH PHAM PUQC CAP GIAY PANG KY LUU HANH TAI

VIET NAM HIEU LUC 03 NAM - POT 44

(Ban hanh kém theo Quyét dinh s6: .317...../OP-OLD, ngay ...17..../.9../2022..
cua Cuc Quan ly Duoc.)

1. Co s& dang ky: DKSH Singapore Pte. Ltd. (Dia chi: 47, Jalan Buroh, #09-01, Singapore
(619491), Singapore)

1.1. Co s& sin xuét:
Co sé san xuit va déng géi so' cap: Eli Lilly and Company (Dia chi: Lilly Corporate
Center, Indianapolis, Indiana (IN) 46285, My)

Co sé déng géi thir cAp va xuat xwong: Lilly, S.A. (Pia chi: Avda. de la Industria, 30,
Alcobendas, 28108 Madrid, Tay Ban Nha)

Tén Hoat chat Dang Tudi Tiéu | Quy cach déng S6 ding ky
STT thuoc chinh - Hdm | bao ché | thg | chuan goi
luwong

1. Cyramza | Ramucirumab Dung 24 TCCS Hop 1 lox SP3-1238-22
500mg/50ml dich thang 50ml
dam dac
dé pha
dung
dich
truyén

2. Cyramza | Ramucirumab Dung 24 TCCS Hop 1 lox SP3-1239-22
100mg/10ml dich thang 10ml
dam dac
dé pha
dung
dich
truyén

2. Co s& dang ky: F. Hoffmann- La Roche Ltd. (Dia chi: Grenzacherstrasse 124, CH —
4070 Basel, Thuy Sy)

2.1. Co sé san xuit: F. Hoffmann - La Roche Ltd. (Pia chi: Wurmisweg, CH-4303
Kaiseraugst, Thuy S¥)

Tén Hoat chat Dang Tudi Tiéu | Quy cach déng S6 ding ky
STT thuoc chinh - Hdm | bao ché | thg | chuan goi
lwgng

3. Tecentriq | Atezolizumab Dung 36 TCCS Hop 1 1o x SP3-1240-22
dich




1200 mg/20 ml | dam dac
dé pha
dung
dich
tiém
truyén

thang 20 ml

3. Co sé¢ dang ky: Merck Export GmbH (Pia chi: Frankfurter Strafe 250, 64293
Darmstadt, Purc)

3.1. Co sé san xuit:

Co s& san xudt ban thanh phim, dong géi so' cAp, kiém nghiém va xuit xwéng 16:
Merck Serono S.p.A. (Pia chi: Via delle Magnolie 15 (loc. Frazione Zona Industriale)
70026 Modugno (BA), Y)

Co sé dong géi thir cap: Merck Serono S.A. (Pia chi: Succursale d° Aubonne, Zone
Industrielle de 1’Ouriettaz, 1170 Aubonne, Thuy S¥)

Tén Hoat chat Dang Tudi | Tiéu | Quycachdéng | S6 ding ky
STT thuoc chinh - Him | baocheé | tho | chuan goi
luwong
4. Saizen | Somatropin Dung 18 TCCS Hop gom 01 SP3-1241-22
dich thang ong chira 1,03
6 mg/1,03ml . -
merLmom tiém ml dung dich c6
6 mg
somatropin

4. Co s& dang ky: Janssen-Cilag Ltd. (Dia chi: 106 Moo 4 Lad Krabang Industrial Estate,
Chalong Krung Road, Kwaeng Lam Pla Tew, Khet Lad Krabang, Bangkok Metropolis, Thai

Lan)
4.1. Co sé san xuit: Cilag AG (Dia chi: Hochstrasse 201, 8200 Schaffhausen, Thuy S¥)
Tén Hoat chit Dang | Tudi | Tiéu | Quycich déng | SO ding ky
STT thuoc chinh - Him | bao ché | tho | chuan g0i
lwgng
5. Tremfya | Guselkumab Dung 24 TCCS Hop 1 bom SP3-1242-22
100mg/ml dich thang tiém x 1ml
tiém




Phu luc II
DANH MUC 03 VAC XIN PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - PQT 44

(Ban hanh kém theo Quyét dinh s6: ..311..../OP-OLD, ngay .....17../.06../2022..
cua Cuc Quan ly Duoc.)

1. Co sé dang ky: Sanofi Pasteur (Dia chi: 14 Espace Henry Vallée, 69007 Lyon, Phap)

1.1. Co sé san xuit: Sanofi Pasteur (Pia diém san xuat 1: 1541, avenue Marcel Mérieux
69280 Marcy I’Etoile, Phap; Dia diém san xuat 2: Parc Industriel d’Incarville 27100 Val de
Reuil, Phap)

STT Tén Hoat chit chinh - Dang | Tudi | Tiéu Quy cich | S6 ding | Lan
thudc Ham luwgng bao tho | chuin| dong géi ky gia
ché han
1. | Tetraxim | Sau khi hoan nguyén, | Hon 36 | TCCS | Hop 1 bom | QLVX- 01
mot lidu (0,5ml) dich | thang tiém c6 gan | 826-14
chtra: Giai doc t6 tiém sén kim
bach hau > 30 1.U.; tiém, nap
Giai doc t6 udn van > san 1 lidu
40 [.U.; Cac khang (0,5ml); Hop
nguyén Bordetella 1 bom tiém
pertussis: Giai doc tb khong gin
ho ga 25 microgam, kim tiém,
Ngung két t6 hong nap san 1
cau dang sgi (FHA) lidu (0,5ml),
25 microgam; Virus kém vai 02
bai liét (bat hoat): kim tiém;
Typ 1 (chung Hop 10 bom
Mahoney) 40 DU, tiém c6 gan
Typ 2 (chuing MEF- san kim
1) 8 DU, Typ 3 tiém, moi
(chung Saukett) 32 bom tiém
DU nap san 1
lidu (0,5ml)

2. Co sé dang ky: Merck Sharp & Dohme (Asia) Ltd (DPia chi: 27/F, Lee Garden Two, 28
Yun Ping Road, Causeway Bay, Hong Kong)

2.1. Co s6 san xuat: Merck Sharp & Dohme Corp. (Dia chi: 770 Sumneytown Pike, West
Point, PA 19486, My)

STT Tén Hoat chit chinh - Dang | Tudi | Tiéu Quy cach | S6 ding | Léan
thudc Ham luwgng bao tho | chuin| dong géi ky gia
ché han
2. |RotaTeq | Mbi2ml dung dich Dung 24 | TCCS | Hop 10 thi x | QLVX- 01
chura: Rotavirus G1 dich | thang 1 tuyp nhya | 990-17
human-bovine udng 2ml; Hop 1
reassortant > 2,2 triéu tai x 1 tuyp
1U; Rotavirus G2 nhua 2ml
human-bovine
reassortant > 2,8 triéu




IU; Rotavirus G3
human-bovine
reassortant > 2,2 tri¢u
IU; Rotavirus G4
human-bovine
reassortant > 2,0 triéu
IU; Rotavirus P1A[8]
human-bovine
reassortant > 2,3 tri¢u
IU

3. Co s¢ ding ky: Cong ty Co phan Y té Pitc Minh (Dia chi: SO 51, ngd 205, ngach
323/83, duong Xuan Dinh, phuong Xuan Pinh, quan Bac Tu Liém, Ha No61)

3.1. Co sé san xuit:

Co sé san xuit vic xin: Human Biologicals Institute (A Division of Indian

Immunologicals Limited) (Dia chi: Pudumund P.O — Udhagamandalam — 643 007, Tamil
Nadu, An D9)

Co sé san xuit ong dung mdi: Sovereign Pharma Private Limited (Dia chi: Survey No.
46/1-4, Village Kadaiya, Nani Daman — 396 210, An D9) va Indian Immunologicals
Limited (Pia chi: Survey No. 281 to 284 and 321, Biotech Park Phase — III, Karkapatla
Village, Markook Mandal, Siddipet District-502 281, Telangana, An Do)

STT Tén Hoat chit chinh - Dang | Tubi | Tiéu Quy cach | SO ding | Lan
thudc Ham lugng bao tho | chuin | dong goi ky gia
ché han
3. | Abhayra | Virusdai bat hoat Bot 36 TCCS | Hopdung 1 | QLVX- 01
b (chung L. Pasteur dong | théng lo vic xin | 0805-14
2061/Vero dugc kho dong kho
nhan giéng trén té pha don liéu, 1
bao Vero) >2,5 tiém 6ng dung
U moi hoan
nguyén vic
Xin
(0,5ml/6ng)
va 1 xylanh
vO trung;
Hop 50 1o

véc xin déng
kho don liéu
+ Hop 100
ong dung
moi hoan
nguyén vic
Xin
(0,5ml/6ng);
Hop dung
10 lo vic xin
don liéu, 10
ong dung
moi hoan
nguyén vic




Xin
(0,5ml/éng)
va 10 xylanh
v0 trung




Phu luc IIT
DANH MUC 04 SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH TAI

VIET NAM HIEU LUC 03 NAM - QT 44
..317.../OD-OLD, ngay ....11..../.06../.2022.

(Ban hanh kém theo Quyét dinh s6:

1. Co sé dang ky: Janssen-Cilag Ltd (Dia chi: 106 Moo 4 Lad Krabang Industrial Estate,
Chalong Krung Road, Kwaeng Lam Pla Tew, Khet Lad Krabang, Bangkok Metropolis, Thai

cua Cuc Quan ly Duoc.)

Lan)

1.1. Co sé san xuat: Cilag AG (Pia chi: Hochstrasse 201, 8200 Schaffhausen, Thuy S¥)

STT

Tén thubc

Hoat chat
chinh — Ham
lwgng

Dang
bao ché

Tudi
tho

Tiéu
chuan

Quy cach
dong goi

S6 ding ky

Lén
gia
han

Sylvant

Siltuximab
400mg

Bo6t pha
dung
dich
dam

dac dé
pha
dung
dich
truyén
tinh
mach

36
thang

TCCS

Hop 11ox
400mg

QLSP-
H02-1061-
17

01

Sylvant

Siltuximab
100mg

Bo6t pha
dung
dich
dam

ddc dé
pha
dung
dich
truyén
tinh
mach

36
thang

TCCS

Hop 11ox
100mg

QLSP-
HO02-1060-
17

01

2. Co sé¢ dang ky: Sanofi-Aventis Singapore Pte. Ltd. (Pia chi: 38 Beach Road, # 18-11,
South Beach Tower, Singapore (189767), Singapore)
2.1. Co sé san xuat: Genzyme Ireland Limited (Pia chi: IDA Industrial Park, Old
Kilmeaden Road, Waterford, Ireland)

STT | Tén thuoc Hoat chit Dang | Tuoi | Tiéu Quy cach | S6 ding ky | Lan

chinh — Ham | bao ché| tho | chuin dong goi gia

lugng han

3. | Myozyme | Alglucosidase | Botpha | 36 TCCS Hop 110 QLSP- 01
alfa 50mg dung | théng H02-1059-
dich 17

dam
dac




dung
cho
dung
dich
tiém

truyén

3. Co sé dang ky: Novo Nordisk A/S (Dia chi: Novo All¢, DK-2880 Bagsvard, Pan Mach)

3.1. Co sé san xuat: Novo Nordisk A/S (DPia chi: Novo Allé DK-2880 Bagsvaerd, Pan

Mach)
STT | Tén thuoc Hoat chat Dang | Tuoi | Tiéu Quy cach | S6 ding ky | Lan
chinh — Ham | bao ché | tho | chuin dong goi gia
lugng han
4. | NovoSeve | Yéuto dong Botpha | 24 | TCCS | HopO0llo QLSP- 01
nRT Img |mau VIlataitd | tiém | thang bot dé pha | HO02-982-
hop (rFVlla- dung dich 16

Eptacog alfa tiem va 01

hoat hoa) Img bom tiém

chtra dung

moi pha

tiém, 01 pit
tong, 01 thiét
bi tiép ndi
voi lo




Phu luc IV

DANH MUC 20 SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH TAI
VIET NAM HIEU LUC 05 NAM - POT 44

(Ban hanh kém theo Quyét dinh so: ....317.../0OP-OLD, ngay .....\7.../.06../.2022.
cua Cuc Quan ly Duoc.)

1. Co 56 ding ky: Ever Neuro Pharma GmbH (Dia chi: Oberburgau 3, 4866 Unterach am
Attersee, Ao)

1.1. Co sé san xuét:

Co sé tron va déng goi so cap: Ever Pharma Jena GmbH (Pia chi: Otto-Schott-Str.15,
07745 Jena, btic)

Co sé déng géi thir cap: Ever Pharma Jena GmbH (Dia chi: Bruesseler Strasse 18, 07747
Jena, Buc)

Co sé xuit xwong: Ever Neuro Pharma GmbH (Dia chi: Oberburgau 3, 4866 Unterach
am Attersee, Ao)

STT | Tén thuoc Hoat chit Dang | Tuoi | Tiéu Quy cich | S6 ding ky | Lan
chinh — Ham | bao ché | tho | chuan dong goi gia
lugng han
1. | Cerebrolys | Peptides Dung 60 TCCS | Hop 10 ong | QLSP-845- 01
in (Cerebrolysin dich thang Iml; Hop 5 15
concentrate) dam 6ng Sml,
215,2mg/ml dic dé Hop 5 ong
pha 10ml
dung
dich
tiém
truyén

2. Co sé dang ky: Tedis (DPia chi: 9 avenue d’Ouessant, 91140 Villebon-sur-Yvette, Phap)

2.1. Co sé san xuit: Adare Pharmaceuticals S.A.S. (Pia chi: Route de B, la Prévoté —
78550 Houdan, Phap)

STT | Tén thudc Hoat chat Dang | Tudi | Tiéu Quy cach | S6 dingky | Lan

chinh — Ham | baoché| tho | chuin dong goi gia
lugng han
2. | Lacteol Vi khuan bat Thuéc | 36 | TCCS | Hop 10 goix | QLSP-906- | 01
340mg hoat bot pha | thang 800mg 15
Lactobacillus hon
LB dich
(Lactobacillus ubng

fermentum va
Lactobacillus
delbrueckii) 10
ty; Moi truong
nudi ciy lén
men trung tinh
160mg




3. Co s¢ dang ky: Kedrion S.p.A (Dia chi: Localita’ Ai Conti — Frazione Castelvecchio
Pascoli, 55051 Barga (LU), Y)

3.1. Co sé san xuit:

Co 50 san xuat dén cong doan 11, 1am thir nghi€ém xac dinh chit giy s6t va kiém tra
chat lwgng thanh pham: Kedrion S.p.A (Pia chi: Via Provinciale (loc. Bolognana) —
55027 Gallicano (LU), Y)

Co s¢ san xuit tir cong doan II va xuit xuong: Kedrion S.p.A (Dia chi: S.S 7 Bis Km
19,5 — 80029 Sant’ Antimo (NA), Y)

STT | Tén thudc Hoat chat Dang | Tudi | Tiéu Quy cach | S6 dingky | Lan
chinh — Ham | bao ché | tho | chuan dong goi gia
lugng han
3. | Immunohb | Human Dung 36 TCCS Hop 1 1o x QLSP- 01
s hepatitis B dich thang Iml 0754-13
180IU/ml | immunoglobuli | tiém
n 180 IU/1ml

3.2. Co sé san xuat:

Co sé san xuit dén cong doan II va kiém tra xac dinh pyrogens, IgA va IgM: Kedrion
S.p.A (Pia chi: Via Provinciale (loc. Bolognana) — 55027 Gallicano (LU), Y)

Co sé san xuit sau cong doan II dén thanh phim, thir nghiém IgA, IgM va xuit xwéng,

san xuidt dung méi: Kedrion S.p.A (Pia chi: S.S 7 Bis Km 19,5 — 80029 Sant’ Antimo
(NA), Y)

STT | Tén thudc Hoat chat Dang | Tudi | Tiéu Quy cach | S6 dingky | Lan
chinh — Ham | bao ché | tho | chuin dong goi gia
lugng han
4. | Venbig Human Thuéc | Lo | TCCS | Hop 11obot | QLSP- 01
2500 IU hepatitis B botva | thude 2500IU, 110 | 0772-14
immunoglobuli | dung bot: dung moi
n 2500 TU moi dé | 36 45ml va 1 bd
pha | thang; tiém truyén
tiém Lo
truyén | dung
moi:
60
thang

3.3. Co sé san )fuﬁt: Kedrion S.p.A (DPia chi: Via Provinciale (loc. Bolognana) — 55027
Gallicano (LU), Y)

STT | Tén thuoc Hoat chat Dang | Tuoi | Tiéu Quy cach | S6 ding ky | Lan
chinh — Ham | bao ché| tho | chuin dong goi gia
lugng han
5. | Kedrigam | Human normal | Dung 36 TCCS Hop 11ox QLSP- 01
ma immunoglobuli dich | thang 20ml; Hop 1 0601-12
n 50mg/ml tiém lo x 50ml,
truyén kém day
tinh truyén dich;
mach Hop 119 x
100ml, kém
day truyén




dich; Hop 1
lo x 200ml,
keém day
truyén dich

4. Co s¢ ding ky: Dr. Reddy's Laboratories Limited (Dia chi: 8-2-337, Road No. 3,
Banjara Hills, Hyderabad Telangana — 500034, An D0)

4.1. Co sé san xuat: Dr. Reddy's Laboratories Ltd. (Dia chi: Biologics, Survey No. 47,
Bachupally (V), Bachupally (M), Medchal Malkajgiri (Dist.), Telangana (State), An Do)

STT | Tén thudc Hoat chat Dang | Tudi | Tiéu Quy cach | S6 dingky | Lan
chinh — Ham | baoché| tho | chuin dong goi gia
lugng han
6. | Redditux | Rituximab Dung 36 TCCS Hop 11ox | QLSP-861- 01
100mg/10ml dich thang 10ml 15
dam
ddc dé
pha
dung
dich
tiém
truyén
7. | Redditux | Rituximab Dung 36 TCCS | Hopllox | QLSP-862- 01
500mg/50ml dich thang 50ml 15
dam
ddc dé
pha
dung
dich
tiém
truyén
5. Co sé ding ky: Cong ty TNHH Dwoc pham Pong Po (Dia chi: Tang 1 va 4, toa nha
Home City tai s6 177, to 51 phd Trung Kinh, phuong Yén Hoa, quan Cau Gidy, thanh ph
Ha No¢i, Viét Nam)
5.1. Co sé san xuit: HK inno.N Corporation. (Dia chi: 811 Deokpyeong-ro, Majang-
myeon, Icheon-si, Gyeonggi-do, Han Qudc)
STT | Tén thuoc Hoat chit Dang | Tuoi | Tiéu Quy cich | S6 ding ky | Lan
chinh — Ham | bao ché | tho | chuan dong goi gia
lugng han
8. | Epokine Recombinant Dung 24 TCCS | Hop 6 bom QLSP- 01
Prefilled Human dich thang tiétm x 0,4ml | 0666-13
Injection | Erythropoietin tiém
40001U/0, | alpha
4ml 4000 1U/0,4ml

6. Co sé dang ky: Mega Lifesciences Public Company Limited (Pia chi: 384 Soi 6,
Bangpoo Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280,
Thai Lan)

6.1. Co sé san xuit: M/s. Biocon Limited (Pia chi: Special Economic Zone, Plot No. 2, 3,



4 & 5 Phase-IV, Bommasandra-Jigani Link Road, Bommasandra Post, Bengaluru-560099,

An Do)
STT | Tén thudc Hoat chat Dang Tudi Tiéu Quy cach | S6 dingky | Lan
chinh — Ham | bao ché | tho | chuan dong goi gia
lugng han
9. | Insunova- | Insulin Dung 36 TCCS | Hopchual | QLSP-907- 01
G Pen Glargine dich thang but tiém nap 15
(rDNA origin) tiém san 3ml
100 IU/ml dung dich
thuoc
6.2. Co s& san xuat: Ardeypharm GmbH (Dia chi: Loerfeldstr. 20, 58313 Herdecke, Diic)
STT | Tén thuoc Hoat chat Dang | Tuoi | Tiéu Quy cach | S6 ding ky | Lan
chinh - Hdm | baoché | tho | chuan dong goi gia
lugng han
10. | Normagut | Mbi vién nang Vién 24 TCCS | Hop3vix | QLSP-823- 01
ciing chtramen | nang | thang 10 vién 14
Saccharomyces | cling
boulardii dong
kho 250mg
chura it,nhét 2,5
x 10 t€ bao
7. Co s6 dang ky: Merck Sharp & Dohme (Asia) Ltd. (Dia chi: 27/F, Lee Garden Two, 28
Yun Ping Road, Causeway Bay, Hong Kong)
7.1. Co s& sdn xuét:
Co s& san xuét va dong goi cAp 1: Vetter Pharma-Fertigung GmbH & C0.KG (Pia chi:
Mooswiesen 2, 88214, Ravensburg, Dtc)
Co s& doéng géi cap 2 va xuit xwong: N.V Organon (Dia chi: Kloosterstraat 6, 5349 AB
Oss, Ha Lan)
STT | Tén thudc Hoat chat Dang | Tudi | Tiéu Quy cach | S6 dingky | Léan
chinh — Ham | bao ché | the | chuan dong goi gia
lugng han
11. | Puregon Follitropin beta | Dung 36 TCCS | Hop chua 1 QLSP- 01
600 1U/0,72 ml dich thang ong cartridge | 0789-14
tiém Puregon va 2
goi x 3 kim
tiém dé dung
véi bt tiém
Puregon
8. Co s& dang ky: Merck Export GmbH (Pia chi: Frankfurter Strafe 250, 64293
Darmstadt, Germany)
8.1. Co sé san xuit: Merck Serono S.A. (Pia chi: Aubonne branch, Zone Industrielle de
I’Ouriettaz, 1170 Aubonne, Thuy S¥)
STT | Tén thuoc Hoat chat Dang | Tuoi | Tiéu Quy cich | So dingky | Lan
chinh — Ham | bao ché | the | chuan dong goi gia
lugng han




12. | Gonal-f Follitropin alfa | Bt va 24 TCCS | Hopchual | QLSP-890- 01
751U (5,5mcg) | dung | théng lo bot va 1 15
moi pha ong tiém
tiém chua 1 ml
dung moi
pha tiém
8.2. Co s& san xuit: Merck Serono S.p.A. (Dia chi: Via delle Magnolie 15 (loc. frazione
Zona Industriale), 70026 Modugno (BA), Y)
STT | Tén thuoc Hoat chit Dang | Tuoi | Tiéu Quy cach | S6 ding ky | Lan
chinh — Ham | bao ché | tho | chuan dong goi gia
lugng han
13. | Gonal-f Follitropin alfa | Dung 24 TCCS | Hopgom1 | QLSP-891- 01
300 1U/0,5 ml dich thang but chura 15
(22 mcg/0,5 tiém dung dich
ml) pha sin tiém pha san
trong va 8 kim dé
but dung véi buat
tiém
9. Co sé ding ky: Cong Ty C6 Phan Cong Nghé Sinh Hoc Dwoc Nanogen (Dia chi: Lo I-
5C, Khu Céng Nghé Cao, Phuong Tang Nhon Pha A, Quan 9, thanh phé H6 Chi Minh, Viét
Nam)
9.1. Co s& san xuat: Cong ty co phan cong nghé sinh hoc dwoc Nanogen (Pia chi: Lo I-
5C, Khu Céng Nghé Cao, Phuong Tang Nhon Phu A, Quén 9, thanh phé H6 Chi Minh, Viét
Nam)
STT | Tén thuoc Hoat chat Dang | Tuoi | Tiéu Quy cach | S6 ding ky | Lan
chinh — Ham | bao ché | tho | chuan dong goi gia
lugng han
14. | Nanokine | Recombinant Dung 24 TCCS | Hop I lo Iml | QLSP-920- 01
2000 IU Human dich thang 16
Erythropoietin tiém
alfa 2000
1U/1ml
15. | Nanokine | Recombinant Dung 24 TCCS | Hop 1 bom | QLSP-922- 01
10000 IU | Human dich | thang tiém dong 16
Erythropoietin tiém san thube
alfa 10000 Iml
1U/1ml
16. | Nanokine | Recombinant Dung 24 TCCS | Hop 11o Iml | QLSP-919- 01
4000 IU Human dich thang 16
Erythropoietin tiém
alfa 4000
1U/1ml
17. | Nanokine | Recombinant Dung 24 TCCS | Hop 1 lo Iml | QLSP-921- 01
10000 IU | Human dich | thang 16
Erythropoietin tiém
alfa 10000
1U/1ml




10. Co sé dang ky: Ferring Private Ltd. (Dia chi: 168 Robinson Road, #13-01 Capital
Tower, Singapore 068912, Singapore)

10.1. Co sé san xuit:

Co sé san xuat va chiu trach nhiém xuat xwéng 16: Ferring GmbH (Dia chi: Wittland 11,
24109 Kiel, burc)

Co s& déng géi thir cap: Ferring International Center SA (Pia chi: Chemin de la
Vergognausaz 50, 1162 St-Prex, Thuy S¥)

STT | Tén thudc Hoat chat Dang | Tudi | Tiéu Quy cach | S6 dingky | Lan
chinh — Ham | baoché| tho | chuin dong goi gia
lugng han
18. | Menopur | Menotrophin Bot va 36 TCCS | Hop 1 1o bot, | QLSP-869- 01
multidose | (gonadotrophin | dung | thang 1 bom tiém 15
600IU tir nude tiéu moi pha dong san
phu nit man dung dung méi dé
kinh, HP hMG) dich phatiém, 1
tinh khiét cao tiém kim dé pha
6001U/lo; néng va 9 bom
do dung dich tiém dung
sau hoan mét 1an co
nguyeén: vach chia
600IU/ml cac don vi
FSH/LH c6
san kim tiém
19. | Menopur | Menotrophin Bot va 36 TCCS | Hop 1 lo bot, | QLSP-868- 01
multidose | (gonadotrophin | dung | thang 2 bom tiém 15
12001U tir nude tiéu moi pha dong san
phu nit man dung dung moi dé
kinh, HP hMG) dich phatiém, 1
tinh khiét cao tiém kim dé pha
12001U/1g; va 18 bom
ndng do dung tiém dung
dich sau hoan mét 1an co
nguyeén: vach chia
1200IU/2ml cac don vi
FSH/LH c6
san kim tiém
11. Co sé dang ky: Novartis Pharma Services AG (DPia chi: Lichtstrasse 35, 4056 Basel,
Thuy SY)
11.1. Co sé san xuit: Novartis Pharma Stein AG (bia chi: Schafthauserstrasse, 4332
Stein, Thuy Sy)
STT | Tén thuoc Hoat chit Dang | Tuoi | Tiéu Quy cach | S6 ding ky | Lan
chinh - Ham | bao ché | tho | chuan dong goi gia
lugng han
20. | Fraizeron | Secukinumab Bot pha 36 TCCS Hop 1 lo QLSP- 01
150mg dung | théng HO02-983-
dich 16
tiém




