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QUYET PINH

] ] Vé viéc ban hanh Danh muc 23 sinh phflmo .
dwgce cap giay dang ky luu hanh tai Viét Nam - Dot 39 bo sung (lan 01)

CUC TRUONG CUC QUAN LY DUQC

Can cwr Ludt Duoc Sd 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 churc nang, nhiém vu, quyen han va co cdu té chire ciia B Y té;

Can cit Quyét dinh soé 7868/0OD-BYT ngay 28/12/2018 cua Bo trwong Bo Y
té quy dinh chirc nang, nhiém vu, quyén han va co cdu t6 chire ciia Cuc Qudn Iy
Duegc thuée B Y té;

Can cir Théng tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia Bé trudng B Y
té quy dinh viéc dang ky lru hanh thuoc nguyén li¢u lam thudc;

Can cit y kién cua Hoi dong tw van cdp gidy dang ky heu hanh thuéc, nguyén
liéu lam thuée - BO Y té;

Xét dé nghi ciia Truong phong Dang ky thude - Cuc Quan 1y Duoc,

QUYET PINH:

Bléu 1. Ban hanh kém theo Quyét dinh ndy Danh muyc 23 sinh pham dugc
cap gidy ding ky luu hanh tai Viét Nam - Dot 39 bd sung (lan 01). Cac thudc tai
Danh muc nay cé s6 dang ky véi ky hiéu SP3-...-20, hiéu lyc 03 nim ké tir ngay
ky ban hanh Quyét dinh nay.

Piéu 2. Co sd san xuit va co so ding ky thude co trach nhiém:

1. Cung cap thudc vao Viét Nam theo dung céac ho so, tai liéu da ding ky véi
B0 Y té va phai in s6 ddng ky duoc B Y té Viét Nam cap 1én nhan thudc.

2. Chép hanh day du phap luat ctia Viét Nam va cac quy dinh ctia BO Y té vé
nhap khau thudc va luu hanh thudc tai Viét Nam, néu c6 bat ctr thay doi gi trong
qué trinh luu hanh thudc ¢ nude so tai va & Viét Nam thi phai bao cao ngay cho
Cuc Quan 1y Duoc - BO Y té Viét Nam.

3. Thyc hién viéc cap nhat ti€u chuan chét luong cua thude theo quy dinh tai
Thong tu s0 11/2018/TT-BYT ngay 04/5/2018 ciia B truong Bo Y té quy dinh veé
chét luong thudc, nguyén liéu 1am thudc.

4. Cap nhat nhan thudc va to huéng din st dung thudc theo quy dinh tai
Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 ciia Bo trudng B Y té quy dinh
ghi nhan thudc, nguyén liéu lam thudc va to hudéng dan sir dung thude trong thoi
han 06 thang ké tir ngay ky ban hanh Quyét dinh nay theo hinh thire thay doi, bd
sung gidy dang ky luu hanh thude quy dinh tai Thong tu s6 32/2018/TT-BYT ngay
12/11/2018 ctia Bo trudng BO Y té quy dinh viée dang ky luu hanh thubc, nguyén
liéu 1am thude.

5. Phéi hop véi cac co so diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn ciia
thudc trén ngudi Viét Nam va tong hop, bao cao theo quy dinh tai Piéu 5 Thong tur



sO 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo Y té quy dinh viéc ding
ky luu hanh thude, nguyén liéu lam thude ddi voi cac thude thude Danh muc ban
hanh kém theo Quyét dinh nay.

6. Co sé dang ky thudc phai biao dam duy tri diéu kién hoat dong trong thoi
han hiéu luc cta gidy ding ky lwu hanh thudc, nguyén liéu 1am thudc. Trong
truong hop khong con dap tng du diéu kién hoat dong, co so ding ky phai co trach
nhiém thyc hién thay d6i co s& dang ky theo quy dinh tai Thong tu 50 32/2018/TT-
BYT ngay 12/11/2018 cua B trudng B Y té quy dinh viée diang ky luu hanh
thubc, nguyén lidu lam thudc trong thoi han 30 ngay ké tir ngay co so dang ky
khong con di diéu kién hoat dong.

7. Co s¢ dang ky thudc phai bao cao BOY té vé cap nhat tinh trang dap Gmg
Thuc hanh tét san Xudt cia co SO san Xudt thuoc nguyén liéu lam thuéc. Truong
hop co s¢ san xuat bi thu hoi gidy phép san xuat hoic khong dap ting Thyc hanh
t6t san xuat thudc, nguyén liéu 1am thude & nudc sé tai, co s phai thuc hién viéc
béo cdo trong thoi han 15 ngay ké tir ngay c6 thong bao ciia co quan quan 1y cd
tham quyén nudc so tai theo quy dinh tai diém d khoan 1 Piéu 100 Nghj dinh sb
54/2017/NB-CP ngay 08/5/2017 ctia Chinh pha quy dinh chi tiét mot s6 diéu va
bién phap thi hanh Luit Duogc.

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

Piéu 4. Giam ddc S&' Y té cac tinh, thanh phd tryc thuéc Trung wong, giam
dbc co so san xudt va co s¢ dang ky ¢6 thude tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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CUC QUAN LY DUQC

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

DANH MUC 23 SINH PHAM PUQC CAP GIAY PANG KY LUU HANH TAI

VIET NAM HIEU LUC 03 NAM - PQT 39 BO SUNG (LAN 01)

(Ban hanh kém theo Quyét dinh s6: .605....../0D-OLD, ngay ..03....../12.../2020...)

1. Co s¢ diang ky: Cong ty TNHH Binh Viét Dire (Bivid Co., Ltd) (Dia chi: 62/36 Truong
Cong Binh, Phuong 14, Quan Téan Binh, TP H6 Chi Minh, Viét Nam)
1.1. Co sé san xuat: Octapharma Pharmazeutika Produktionsges.m.b.H (Pia chi:
Oberlaaerstrape 235, 1100 Wien, Ao)

STT | Tén thudc Hoat chit Dang Tudi | Tiéu Quy cach déng | S6 ding ky
chinh - Ham | bao ché | tho | chuin go0i
lugng
Human Human Dung 36 Hop 01 chai x ) )
& Albumin 5% | Albumin dich thang Tees 500ml SP3-1194-20
Octapharma | 25g/500ml tiém
truyén
Human Human Dung 36 Hop 01 chai x ) )
= Albumin Albumin dich thang Tees 50ml SP3-1195-20
20% 10g/50ml tiém
Octapharma truyén
3 | Human . Yé:u t6 délng B:cf)t 3’6 TCCS Gom 02 l}ép giﬁy SP3-1196-20
Coagulation | mau IX c6 dong thang carton dinh lién
FIX ngudn goc tir | kho va v6i nhau bang
Octapharma | nguoi 2501U dung mang nhya.
moi pha Hop carton 1:
dung chira 01 1o ché
dich pham dang bot;
tiém Hop carton 2:
chura bg dung cu
dé hoan nguyén
va tiém, gom co:
0l lox5ml
nuée cit pha
tiém, 01 bom
tiém dung mot
lan, 01 kim kép,
01 kim loc, 01
kim budm dé
truyén dich, 02
miéng gac tim
con
4 |Human | Yéutodong | Bot | 36 | poeg | GomO2hopgidy | gps j1g7.9
Coagulation | mau IX c6 dong thang carton dinh lién
FIX ngudn goc tir | kho va v6i nhau bang
Octapharma | nguoi dung mang nhya.
10001U moi pha Hop carton 1:




chtra bo dung cu

dé hoan nguyén

va tiém, gom co:
01 lox 10 ml
nude cat pha

tiém, 01 bom

dung chta 01 lo ché
dich phém dang bdt;
tiém Hop carton 2:
chura bd dung cu
dé hoan nguyén
va tiém, gom co:
01 lox 10 ml
nude cit pha
tiém, 01 bom
tiém dung mot
lan, 01 kim kép,
01 kim loc, 01
kim buém dé
truyén dich, 02
miéng gac tim
con
Human Yéu t6 dong Bot 36 TCCS Go6m 02 hop gi‘éy SP3-1198-20
Coagulation | mau IX c6 dong thang carton dinh lién
FIX ngudn goc tir | kho va v6i nhau bang
Octapharma | ngudi 500IU dung mang nhua.
moi pha Hop carton 1:
dung chira 01 1o ché
dich phém dang bdt;
tiém Hop carton 2:
chura bd dung cu
dé hoan nguyén
va tiém, gom co:
01 lox5ml
nuéc cit pha
tiém, 01 bom
tiém dung mot
lan, 01 kim kép,
01 kim loc, 01
kim buém dé
truyén dich, 02
miéng gac tim
7 7 < Cén 7
Human Yéu to dong Bot 36 Gom 02 hop giay ) )
Coagulation | mau VIII c6 dong thang Tees carton dinh lién SP3-1199-20
FVIII ngudn goc tir | kho va v6i nhau bang
Octapharma | nguoi 5001U dung mang nhya.
moi pha Hop carton 1:
dung chira 01 1o ché
dich phém dang bat;
tiém Hop carton 2:




tiém dung mot
lan, 01 kim kép,
01 kim loc, 01
kim buém dé
truyén dich, 02
miéng gac tim
con

2. Co s¢ dang ky: DKSH Singapore Pte. Ltd. (Dia chi: 47, Jalan Buroh, #09-01, Singapore
(619491)
2.1. Co sé san xuat: Eli Lilly Italia S.p.A (Pia chi: Via Gramsci, 731-733 - 50019 Sesto
Fiorentino (FI), Y)

STT

Tén thudc

Hoat chit
chinh - Ham
lugng

Dang
bao ché

Tudi
tho

Tiéu
chuan

Quy cach dong
go0i

S6 diing ky

Humalog
Mix50

Insulin lispro
(g6m 50%
dung dich
insulin lispro
va 50% hon
dich insulin
lispro
protamine)
300 U/3ml
(tuong
duong véi
10.5mg)

Hén
dich
tiém

36
thang

TCCS

Hop 05 ong
thudc nap x 3 ml

SP3-1200-20

2.2. Co sé san xudt: Lilly France (Pia chi: 2 rue du Colonel Lilly, 67640 Fegersheim, Phap)

STT | Ténthudc | Hoatchat | Dang | Tudi | Tiéu | Quy cich déng | Sb ding ky
chinh - Ham | bao ché | tho | chuin go0i
lugng
g Basaglar Insuli‘n Dgng 24’ TCCS Hop 05 bt tiém SP3-1201-20
glargine dich thang X 3ml
300U/3ml tiém

3. Co s& ding ky: Cong ty TNHH Dwoc phdm va héa chat Nam Linh (Dia chi: 915/27/12
duong Lé Vin Luong, xi Phudc Kién, huyén Nha Bé, TP. H6 Chi Minh, Viét Nam)

3.1. Co sé san xuat: «Biocad» Closed Joint Stock Company (Pia chi: Petrovo-Dalneye,
Krasnogorsky district, Moscow region, Russia, 143422)

STT | Ténthudc | Hoatchat | Dang | Tudi | Tiéu | Quycachdéng | So6 ding ky
chinh - Ham | bao ché | tho | chuin goi
lugng
Avegra Bevacizuma Dung 24 Hop 1 1o x 4ml ) )
5 Biocad b 100mg/4ml |  dich thang TCes SP3-1202-20
100mg/4ml dam dac
dung dé

pha




truyén
tinh
mach

10.

Avegra Bevacizuma Dung 24 TCCS Hop 01 lo x16ml SP3-1203-20
Biocad b dich thang
400mg/16m | 400mg/16ml | dam dac
1 dung dé
pha
truyén
tinh
mach

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

4.1. Co s6 san xuit:

Co s san xuat dung dich tiém va déng géi so' cip: Vetter Pharma-Fertigung GmbH & Co.
KG (Piachi: Schiitzenstrasse 87, 99-101, 88212 Ravensburg, Duc)

Co sé déng géi thir cAp: Ferring Controlled Therapeutics Limited (Pia chi: 1 Redwood
Place, Peel Park Campus, East Kilbride, Glasgow, G74 5PB, Vuong quéc Anh);

Co sé xuit xwong: Ferring GmbH (Dia chi: Wittland 11, 24109 Kiel, Duc)

STT | Ténthudc | Hoatchat | Dang | Tudi | Tiéu | Quycachdéng | So6 ding ky

chinh - Ham | bao ché | tho | chuan goi
lwgng
11, Rekovelle® | Follitropin Dpng 3’6 TCCS H(f)’p Olcbl'l'[ tiém SP3-1204-20
delta dich thang dong san dung
12mcg/0,36 tiém dich tiém va 03
ml kim tiém
12. Rekovelle® | Follitropin Dpng 3’6 TCCS Hép gé@ 01 lﬁ)l:lt SP3-1205-20
delta 36 dich thang tiém dong san
mcg/1,08 ml tiém dung dich tiém
va 06 kim tiém
13, Rekovelle® | Follitropin Dpng 3’6 TCCS Hép gér,n 01 l;)l'l'[ SP3-1206-20
delta 72 dich thang tiém dong san
mcg/2,16 ml tiém dung dich tiém

va 09 kim tiém

5. Co s¢ dang ky: F. Hoffmann - La Roche Ltd. (Dia chi: Grenzacherstrasse 124, CH -
4070 Basel, Thuy S¥)

5.1. Co s6 san xuit:

Co s& san xuit: F. Hoffmann-La Roche Ltd. (Pia chi: Wurmisweg, CH-4303 Kaiseraugst,
Thuy S9)

Co sé dong goi va xuit xwong: Roche Diagnostics GmbH (Dja chi: Sandhofer Strasse 116,
D-68305 Mannheim, Drc)

STT | Ténthudc | Hoatchat | Dang | Tudi | Tiéu | Quycachdéng | So6 ding ky
chinh - Ham | bao ché | tho | chuin go0i
lugng
14, | Mircera Methoxy Dpng 3’6 TCCS H(}P 01 ;bom tifvm SP3-1207-20
polyethylene dich thang dong san thudce
glycol- tiém




epoetin beta

120mcg
15. Mircera Methoxy Dpng 3’6 TCCS H(}P 01 E)om tifm SP3-1208-20
polyethylene dich thang dong san thuoc
glycol- tiém
epoetin beta
100mcg
16. Mircera Methoxy Dgng 3’6 TCCS Hép 01 E)om ti?rn SP3-1209-20
polyethylene dich thang dong san thudce
glycol- tiém
epoetin beta
50mcg
17, Mircera Methoxy Dpng 3’6 TCCS H(f)’p 01 Porm ti?m SP3-1210-20
polyethylene dich thang dong san thudc
glycol- tiém
epoetin beta
30mcg
5.2. Co s6 san xyﬁt:
Co sé& san xuat: Chugai Pharma Manufacturing Co., Ltd. (Pia chi: 16-3, Kiyohara
Kogyodanchi, Utsunomiya City, Tochigi, 321-3231, Nhat Ban)
Co s¢ dong goi: F. Hoffmann-La Roche Ltd. (Dia chi: Wurmisweg, 4303 Kaiseraugst, Thuy
SY)
STT | Ténthuoc | Hoatchat | Dang | Tudi | Tiéu | Quycichdéng | So dingky
chinh - Him | baoché | tho | chuan goi
lugng
18, Hemlibra Emicizumab Dgng 3’0 TCCS Hop 01 1o x 1ml SP3-1211-20
30mg/ml dich thang
tiém
Hemlibra Emicizumab Dung 30 Hop 01 1o x
19. TCCS : i SP3-1212-20
60mg/0,4ml dich thang 0,4ml
tiém
20. Hemlibra Emicizumab Dgng 3’0 TCCS Hop 01 lo x 1ml SP3-1213-20
150mg/ml dich thang
tiém
Hemlibra Emicizumab Dung 30 Hop 01 lo x
21. ) T : i P3-1214-2
105mg/0,7ml dich thang CCS 0,7ml SP3 0
tiém
6. Co s¢ diang ky: Merck Export GmbH (Pia chi: Frankfurter Strafe 250, 64293
Darmstadt, bic)
6.1. Co s¢ san xuat: Merck Serono S.p.A. (Dia chi: Via delle Magnolie 15 (loc. frazione
Zona Industriale), 70026 Modugno (BA), Y)
STT | Tén thubc Hoat chit Dang Tudi Tiéu Quy cich déng | S6 ding ky
chinh - Him | bao ché | tho | chuan goi
lwgng i
Pergoveris | (Follitropin Dung 24 Hop gom 01 but
22. _ TCCS i SP3-1215-20
alfa (r- dich thang chtra 0,48ml
hFSH) 300 tiém dung dich tiém




IU va
Lutropin alfa
(r-hLH) 150
1U)/0,48 ml;
hodc
(Follitropin
alfa (r-
hFSH) 450
IU va
Lutropin alfa
(r-hLH) 225
1U)/0,72 ml;
hodc
(Follitropin
alfa (r-
hFSH) 900
IU va
Lutropin alfa
(r-hLH) 450
1U)/1,44 ml

pha san va 05
kim tiéem; Hop
gdém 01 but chira
0,72ml dung dich
tiém pha san va
07 kim tiém;
Hop gom 01 bt
chira 1,44ml
dung dich tiém
pha san va 14
kim tiém

7. Co s& dang ky: Sanofi-Aventis Singapore Pte Ltd (Dia chi: 38 Beach Road, #18-11,
South Beach Tower, Singapore (189767) )
7.1. Co sé san xuat: Sanofi S.p.A. (Pia chi: Viale Europa, 11 - 21040 Origgio (VA), Y)

STT | Ténthudc | Hoatchat | Dang | Tudi | Tiéu | Quycachdéng | So6 ding ky
chinh - Him | bao ché | tho | chuan goi
lugng
Enterogermi | Bao tr Hon 24 Hop 02 vix 10
23. . TCCS y SP3-1216-20
na Bacillus dich thang ong x 5 ml
clausii khdng | uong
da khang
sinh 4 ty bao
tu/5 ml
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