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CUC QUAN LY DUQC Poc lap - Ty do - Hanh phic
$6: 433 /Qb-QLD Ha Ngi, ngay ;3 thang 7 ndm 2019
QUYET DINH

Vé viéc ban hanh Danh myc 18 sinh phim dwoc cip gidy diing ky luvu hanh
tai Viét Nam hi¢u lwc 03 nam - Dot 38

CUC TRUONG CUC QUAN LY DUQC

Can ctr Luat Duogc sé 105/2016/QH13 ngay 06/4/2016;

Cén ctr Nghi dinh sé 75/2017/ND CP ngay 20/6/2017 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cau td chirc ciia BO Y té;

Can cir Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 ctia B3 trudng B
Y té quy dinh viéc ding ky luu hanh thude, nguyén liéu lam thude;

Can ¢t Quyét dinh sb6 7868/QD- BYT ngay 28/12/2018 cua BY truong Bo
Y té quy dinh chiic néng, nhiém vy, quyén han va co cau td chitrc ciia Cuc Quan
ly Dugc thuge Bo Y té;

Cin ctr y kién cua Hoi dong tu van cap gidy dang ky luu hanh thudc,
nguyeén liéu lam thudc;

Xét dé nghi ciia Truong phong Dang ky thude - Cuc Quan ly Duge,
QUYET DINH:

-]")iéubl. Ban hanh kém theo Quyét dinh ndy Danh muc 18 sinh pham
duoc cap gidy ding ky Iwu hanh tai Viét Nam higu luc 03 ndm - Dot 38.

Piéu 2. Céc co s¢ déng ky va san xuat c6 sinh pham dugc phép luu hanh
tai Vigt Nam quy dinh tai Dleu 1 phai in s6 ding ky luu hanh duge BO Y té Viét
Nam cép Ién nhén va phai chap hanh ding cac quy dinh ctia phéap luat Viét Nam
vé san xuét va luu hanh thube. S6 dang ky c6 ky hiéu QLSP-HO3-...-19 c6 gié tri
03 nam ké tir ngay cap.

Piéu 3. Trong qud trinh luu hanh, co s& dang ky, nha san xuét phai phéi
hop véi co s& diéu tri dé thuc hi¢n theo ding cac quy dinh hién hanh vé thuoo ké
don va theo ddi hiu lue, do 6n dinh, an toan, tac dung khong mong mudn cla
thudc trén ngum Vigt Nam. Co s¢ dang ky thuoc c6 trach nhiém tong hop va
bdo céo cac ndi dung néu trén modi 06 thang mot ldn vé Cuc Quan 1y Dugc theo
dung quy dinh hién hanh.

Piéu 4. Pbi voi 02 sinh phdm Humira, sb dang ky: QLSP-HO03-1172-19
va QLSP-H03-1173-19: yéu cdu co sé dang ky phai cap nhat gidy phép san xudt,
kinh doanh duge & nudce s& tai con hiéu lyc theo quy dinh tai khoan 8 Piéu 3 va




Muc 8 Phu luc IT (N§i dung thay dbi 1 - MiV- -N1) cua Théng tu s6 32/2018/TT-
BYT ngay 12/11/2018 cta B9 trudng B Y t& quy dinh viéc ding ky luu hanh
thude, nguyén lidu lam thude.

Piéu 5. Quyét dinh ndy c6 hiéu luc ké tir ngay ky ban hanh.

Bleu 6. Giam dbc SO Y té cac tinh, thanh phd true thude Trung wong va
Giam dbc céc co 8o dang ky va san xuét c6 sinh phém tai Piéu 1 chju trach
nhiém thi hanh Quyét dinh nay./.
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BO Y TE

CUC-QUAN LY DUQC

CONG HOA XA HOQI CHU NGHIA VIET NAM
Doc ldp - Ty do - Hanh phic

DANH MUC 18 SINH PHAM DUQC CAP GIAY DANG KY LUU HANH HIEU LUC 03 NAM
-DOT 38

Ban hanh kém theo Quyét dinh sé: 433./Q0D-QLD, ngay 7 4 /7/2019

1. Céng ty diing ky: Cong ty C6 phin Dugc phidm Duy Tén (D/e: 22 Ho Biéu Chdnh, Qudn Phii
Nhudn, TP. H6 Chi Minh - Viét Nam)

1.1 Nha sin xuét: Laboratorio Pablo Cassara S.R.L (D/c: Carhue 1096 (CI1408GBYV), Buenos

Aires - Argentina)

i £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach e ,
. : So d:
STT PRI Ham luong ché tho [chufin| déng géi 0 ding ky
| |Epocassa rHu Erythropoietin  |Dung dich 24 [BP Hop 1 lox 1 ml| QLSP-HO3-
faii 10000 IU/dpl. fricn: o Ll R T
2 |Epocassa rHu Erythropoietin  [Dung dich 24 |BP Hop llox 1 ml| QLSP-HO03-
alfa 4000 IU/Iml_jtiém  |thang[2017 . 3l A
3 [Neutrofil 48 Filgrastim 48 Dung dich 24 INSX |[Hopllox QLSP-HO03-
MU/1,6 ml tiém thang 1,6ml I 158-19
2. Cong ty ding ky: Cong ty TNHH Céng nghé sinh hoc Dugc Na No Gen (P/c: Lé I-5C Khu
Cong nghé cao, phirong Tang Nhon Phii A, Qudn 9, TP. H6 Chi Minh - Viét Nam) bE
2.1 Nha sén xuat: Céng ty TNHH Cong nghé sinh hoc Dwge Na No Gen (P/c: L6 I-5C Khu :
Cdng nghé cao, phuong Tang Nhon Phii A, Qudn 9, TP. H6 Chi Minh - Viét Nam)
: ok Hoat chit chinh - | Dangbao |Tudi| Tieu | Quycach | gg 4o o
L 150 Hmbe Ham luwgng ché tho |chudn|  dong goi s L
4  [Nanokine Recombinant Dung dich 24 |TCCS |Hop 1 bcrm~ QLSP-H03-
Human tiém thang tiém dong san 1159-19
Erythropoietin alfa thude (0,5 ml)
20001U/0,5ml

3. Cong ty dang ky: Eli Lilly Export S.A. (D/c: Chemin des Coquelicots 16, 1214 Vernier - Thuy

S5p)

3.1 Nha san xuat: Eli Lilly Italia S.p.A. (P/c: Via Gramsci 731-733, Sesto Fiorentino, 50019

Florence - ¥ )

STT Tén thubde

Hoat chit chinh -
Ham lwong

Dang bao
ché

Tubi
tho

Tiéu
chuan

Quy cach
dong goi

S6 dang ky
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Humalog Mix25
Kwikpen

Insulin lispro (trong
dé 25% la dung dich
insulin lispro va
75% la hdn dich
insulin lispro
protamin) 300 U
(twong duong
10,5mg)

Hon dich
tiém

36

thdng

TCCS

Hop 5~bﬁt tiém
bom sin thude
x3ml

QLSP-H03-
1160-19

4. Cong ty ding ky: Ever Neuro Pharma GmbH (D/c: Mondseetrasse 11, 4866 Unterach, am

Attersee - Ao)

4.1 Nha sian xuit: OM Pharma SA (D/c. 22, rue du Bois-du-Lan, 1217 Meyrin, Geneva - Thuy S7)

A
A £ Hoat chit chinh - | Dang bao |Tudi| Ti¢u Quy cach Sé ds .
4 4 . S ky
EAL Aea e Ham lugng ché tho |chuin| dong goi e
6 |Uro-Vaxom Lyophilised Vién nang 36 INSX [Hop3vix 10 QLSP-HO03-
Escherichia coli cling thiang vién 1161-19
bacterial lysate 6mg

5. Cong ty dang ky: Janssen - Cilag Ltd. (D/c: 106 Moo 4 Lad Krabang Industrial Estate,
Chalongkrung Rd., Kwaeng Lamplatew, Khet Lad Krabang, Bangkok 10520 - Thai Lan)

5.1 Nha san xuit: Baxter Pharmaceutical Solution LLC., (D/c. 927 South Curry Pike,
Bloomington, Indiana 47403 - My); Co so& dong goi tht cdp va xuat xuong: Cilag AG (B/e:
Hochstrasse 201, 8200 Schaffhausen - Thuy Sp)

Tubi

san thube; Hop
chira 1 but tiém

chtra san thudc

” P Hoat chét chinh - Dang bao Tiéu Quy cach Wi ;

SIY Ten thooe Ham lugng ché | tho |chudn| dong goi S0 0fng ky

7 |Simponi Golimumab Dung dich 24 |TCCS |Hop chira 1 QLSP-HO3-
100mg/1ml tiém thang bom tiém chira 1162-19

5.2 Nha san xuit: Cilag AG (P/c: Hochstrasse 201, 8200 Schafthausen - Thuy Sp)

4 . Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach I ;
0 : i 2 Sod k
REL S s Ham lugng ché tho |chuan| dong goi o dang xy
8 |Darzalex Daratumumab Dung dich1 24 |TCCS [Hop 1 lp x 5ml;| QLSP-H03-
20mg/ml dam ddc dé |thang Hoép 1lox 1163-19
pha dung 20ml

dich truyén
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6. Cong ty ding ky: Sanofi-Aventis Singapore Pte. Ltd. (D/c: 38 Beach Road, #18-11, South
Beach Tower, Singapore (189767) - Singapore)

6.1 Nha sin xuit: Vetter Pharma- Fertigung GmbH & Co. KG (P/c: Eisenbahnnstrafle 2-4,

88085 Langenargen - Duc); Co s¢ ddng goéi: Genzyme Corporation (P/c: 11 Forbes Road,
Northborough, MA 01532 - Myp)

STT

i % Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cich
Ten e Ham lwong ché tho |chuén| d6ng goi
Elaprase Idursulfase 6mg/3ml|Dung dich 36 |TCCS |Hop 1 1o 3ml
dam dac thang
dung cho
dung dich
tiém truyén
tinh mach

S6 ding ky

QLSP-H03-
1164-19

7. Cong ty ding Kky: Shire Singapore Pte. Ltd. (P/c: 8, Marina Boulevard, # 15 -01 Marina Bay
Financial Centre, Singapore 018981 - Singapore)

7.1 Nha sin xuit: Baxalta Manufacturing Sarl (P/c: Route de Pierre-a-Bot 111, 2000 Neuchdtel
- Thuy Sp); Co sd xudt xuong, dan nhan, dong goi va kiém soat chét luong: Baxalta Belgium
Manufacturing S.A. (D/c:Boulevard René Branquart 80, 7860, Lessines, Bi); Co s& san xuét dung
moi: Siegfried Hameln GmbH (Dja chi:Langes Feld 13, D-31789 Hameln, Diic)

s p Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cdch g .
T thuie Ham lwong ohé tho |chuén aﬁzg . k}’g
Advate Octocog alfa Bot dong 24 |TCCS |M3di kit gdbm 1 QLSP-HO3=#4~ =
(recombinant human |khé va dung |théng lo bot déng 1165-194 '
coagulation factor |mdi pha khd, 1 lo nude e
VIII (rFVIID) 1000 |dung dich cét pha tiém x
J tiém 2ml va 1 bd P
dung cu hoan
nguyén va tiém
truyt"in
Advate Octocog alfa Bot dong 24 |TCCS [M&i kit gém 1 QLSP-HO03-
(recombinant human |kho va dung |thang lo bot dong 1166-19
coagulation factor |mdi pha khd, 1 lo nude
VIII (rFVIID) 1500 |dung dich cit pha tiém x
1) tiém 2mlva 1 b
dung cu hoan
nguyén va tiém
truyén
Advate Octocog alfa Bot dong 24 |TCCS [Mdikitgdbm 1 | QLSP-HO03-
(recombinant human |khé va dung |thang lo bt dong 1167-19
coagulation factor |moi pha khé, 1 lo nude
VIII (rFVIID) 250 |dung dich cét pha tiém x
U tiém 2mlva 1 b
dung cu hoan
nguyén va tiém
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truyén
13 |Advate Octocog alfa Bot dong 24 |TCCS |Mbi kit gdm 1 QLSP-HO3-
(recombinant human|khé va dung [thdng lo bot dong 1168-19
coagulation factor |moi pha kho, 1 lo nudc
VIII (rFVIID) 500  [dung dich cét pha tiém x
U tiem 2ml va 1 bo
dung cu hoan
nguyén va tiém
truyén
8. Cong ty dang ky: Unico Alliance Co., Ltd. (P/c: Unit 1007 Tower B, Seaview Estate, 2-8
Watson Road, North Point - Hong Kong , SAR)
8.1. Nha san xuat: CSL Behring AG (D/c: Wankdorfstrasse 10, 3014 Bern - Thuy Sy)
2 Hoat chét chinh - Dang Tubi | Tiéu Quy cach T ;
STY Tén thube Ham lrgng bao ché tho | chuén dong goi SEHang 5y

14 | Hizentra Human Dung 30 EP 8.0 | Hop 1 lo Sml QLSP-H03-
immunoglobulin dich tiém | thdng (1g); hop 1 1169-19
200mg/ml (20%) lo 10ml (2g);

Hop 1 lo
20ml (4g);
Hop 1 lo
50ml (10g)

15 | Privigen Human Dung 36 | EP 8.0 | Ong thuy QLSP-HO03-
immunoglobulin dich tiém | thang tinh 25ml/ 1170-19
100g/1 (10%) truyén 50ml/

100ml/
200ml ) |
8.2..Nha san xuét: CSL Behring GmbH (D/e: Emil-von-Behring - Strasse 76, 35041 Marburg - Diic)
i g Hoat chit chinh - | Dang | Tubi | Tiéu | Quy cach Y
i Lenthnbe Ham lwong bao ché | the | chuin dong goi 0 ding

16 | Beriate Human Bétdong | 36 | EP 8.0 | Hop 1 lo bt QLSP-HO03-
coagulation factor | kho pha | thing déng kho 1171-19
VI 2501U/72,5ml | tiém chira 250IU

+ 1 lo dung
méi (nudc
¢t pha tiém
truyén)
2.5ml+ 1
thiét bi
chuyén loc
20/20

9. Cong ty dang ky:Zuellig Pharma Pte. Ltd. (P/c: 15 Changi North Way # 01-01, Singapore

498770 - Singapore)

9.1. Nha sin xuét: Vetter Pharma- Fertigung GmBH & Co. KG (D/c: Schutzenstrasse 87 and
99-101, 88212 Ravensburg - Diic)
- Co so dong g6i thr cap: Abbvie Deutschland GmbH & Co. KG (D/c:Knollstrasse, D-6706]

Ludwigshafen, Duc)

- Co s& xudt xuéng: Abbvie Biotechnology GmbH (D/c:Knollstrasse, D-67061 Ludwigshafen, Pirc)

Trang 4/5



STT

Tén thuoc .

Hoat chét chinh
- Him lwong

Dang
bao ché

Tubi
tho

.

Tiéu
A
chua

Quy
cachdong
goi

S6 dang ky

U

-Humira

Adalimumab
40mg/0.4ml

Dung
dich tiém

24
thang

TCCS

Hép 2 i,
mdi vi chira
1 but tiém va
mét miéng
bong  con.
Mai bit tiém
chira 1 bom
tiém  dong
san thude
(adalimumab
40mg/0,4ml)

QLSP-HO3-
1172-19

18

Humira

Adalimumab
40mg/0,4ml

Dung
dich tiém

24
théng

TCCS

Hop 2 vi,
mdi vi chira
1 syringe
déng sin
thudc va mat
miéng bong
cdn. Mdi
syringe dong
sén thude
chira
adalimumab
40mg/0,4ml

QLSP-HO03-
1173-19

CUC TRUONG
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