BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPoc 1ap - Tw do - Hanh phic
S6: 343 /QD-QLD Ha Néi, ngay 19 thang 05 ndam 2023
QUYET PINH

V& viéc ban hanh Danh muc 28 vic xin, sinh phim
dwgre cap, gia han giay diang ky Iuu hanh tai Viét Nam - Dot 47

CUC TRUONG CUC QUAN LY DUQC

Can cur Ludt Duoc sd 105/2016/QH13 ngay 06/4/2016,

Can cir Nghi dinh SO 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chirc nang, nhiém vu, quyen han va co cdu t6 chirc ciia B6 Y té;

Can cir Thong tw s6 08/2022/TT-BYT ngdy 05/09/2022 ciia B truong Bo Y té
quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thudc;

Can cit Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 ciia B trudng Bo Y té quy
dinh churc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan ly Duoc thuoc
Bo Y té,

Can cir két ludn cua Hoi dong tw van cdp gidy ding ky lwu hanh thudc, nguyén
liéu lam thuoc - Bo Y té;

Theo dé nghi ciia Trudng phong Bang ky thuoce, Cuc Quan 1y Durgc.

QUYET PINH:

Dléu 1. Ban hanh kem theo Quyét dinh nay Danh myc 28 Véc xin, sinh pham
duogc cap, gia han gidy ding ky luu hanh tai Viét Nam - Dot 47, bao gom:

1. Danh myc 01 sinh pham duoc cép gidy dang ky luu hanh hiéu lyc 05 nim -
Dot 47 (Phu luc I kém theo Quyét dinh nay).

2. Danh muc 06 véc xin, sinh pham duogc cap gidy diang ky luu hanh higu luc 03
nim - Dot 47 (Phu luc 2 kém theo Quyét dinh nay).

3. Danh muc 14 sinh phim dugc gia han gidy ddng ky luu hanh hiéu lyc 05 nim
- Dot 47 (Phu luc 3 kém theo Quyét dinh nay).

4. Danh muyc 07 sinh phdm duoc gia han gidy dang ky luu hanh hiéu luc 03 nam
- Dot 47 (Phu luc 4 kém theo Quyet dinh nay).

Piéu 2. Co s san Xuat va co so dang ky thude 6 trach nhiém:

1. San xuat, cung cap thudc vao Viét Nam theo ding cac ho so, tai liéu di dang
ky v&i BO Y té va phai in s6 dang ky dugc BO Y té Viét Nam cép 1én nhin thude.

2. Chép hanh diy du phap luat cua Viét Nam va cac quy dinh cua BO Y té vé
san xuét, nhap khéu thudc va luu hanh thude tai Viét Nam, néu co bat ctr thay doi gl
trong qué trinh luu hanh thudc ¢ nude so tai va ¢ Viét Nam thi phai bao cdo ngay cho
Cuc Quan 1y Dugc - Bo Y té Viét Nam.

3. Thyuc hién viéc cap nhat tiéu chuin chat lugng cua thude 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 lugng thudc, nguyén lidéu lam thudc, Thong tu sd 03/2020/TT-BYT ngay
22/01/2020 cta Bo trudéng Bo Y té stra doi, bd sung mot s6 diéu cua Thong tu
11/2018/TT-BYT quy dinh vé chét luong thude, nguyén liéu lam thudc.

4. Cap nhat nhan thudc, to hudng dan sir dung thude theo quy dinh tai Thong tu
s6 01/2018/TT-BYT ngay 18/01/2018 ciia B6 truong Bo Y té quy dinh ghi nhin thudc,
nguyén liéu lam thudc va to hudng dan sir dung thude trong thoi han 06 thang ké tir
ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, bd sung gidy ding ky luu
hanh thudc quy dinh tai Thong tu s6 08/2022/TT-BYT.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugc gia han



glay dang ky luu hanh tai Phu luc 3, 4 c6 thay 601 vé noi dung hanh chinh (bao gom cd
madu nhan, to hwéng dan sir dung) ‘phai san Xudt (601 v6i véc xin, sinh phdm san xuat
trong nudc), nhap khau (d6i v6i véc xin, sinh phdm nhap khau), luvu hanh véi cac ndi
dung di dugc phé duyét thay doi trong ho so dang ky gia han.

6. Phédi hop voi cac co so'y té du phong, co s& diéu tri dé thuc hién theo ding
cac quy dinh hién hanh vé thubc ké don, theo ddi an toan, hiéu qua, tdc dung khong
mong mudn cua thudc trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai
Diéu 5 Théng tu s6 08/2022/TT-BYT ngay 05/9/2022 cua B truéng BO Y té quy dinh
viéc dang ky luu hanh thude, nguyén liéu lam thude déi véi cac thude thudc Danh muc
ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky thude phai bdo dam duy tri diéu kién hoat dong trong thoi han
hiéu luc cua gidy dang ky luu hanh thudc, nguyén liéu lam thubc. Trong truong hop
khong con dap ting du diéu kién hoat dong, co s¢ ding ky phai co6 trach nhiém thyc
hién thay ddi co so dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT ngay
05/9/2022 cua 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 ding ky khong con du dicu kién
hoat dong.

8. Co so dang ky thudc phai bao cao BO Y té vé& cip nhat tinh trang dap tng
Thuc hanh tot san xuat cia €O SO san Xuat thuoc nguyén liéu lam thude. Truong hop
co s& san xudt bi thu hoi gidy phép san xuét hodc khong dap tmg Thuc hanh t6t san
xuat thudc, nguyén lidu lam thudc & nudc so tai, co s phai thuc hién viéc bao cao
trong thoi han 15 ngay ké tir ngay c6 théng bao ctia co quan quéan 1y c6 tham quyén
nude so tai theo quy dinh tai diém d khoan 1 Piéu 100 Nghj dinh s6 54/2017/ND-CP
ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot s6 diéu va bién phap thi hanh
Luat Duoc.

9. Céc thudc dugc gia han gidy dang ky luu hanh tai Phy luc 4 Quyét dinh nay
(trir thude 6 s thir tu 02/Phy luc 4), co so dang ky phai ndp bd sung hd so 1am sang
dé xem xét theo quy dinh tai Thong tu sb 08/2022/TT-BYT khi gia han gidy ding ky
luu hanh.

Piéu 3. Cac thudc dugc gia han glay dang ky luu hanh tai Phy luc 3 va Phu luc
4 Quyet dinh nay duoc tiép tuc sir dung s6 dang ky da cip trude khi gia han trong thoi
han t6i da 12 thang ké tir ngay dugc cap so dang ky gia han theo quy dinh tai Phy lyc
VI ban hanh kém theo Théng tu s6 08/2022/TT-BYT.

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

Piéu 5. Giam dc S¢ Y té cac tinh, thanh phd truc thudc Trung wong va Giam
ddc co s& san xuét va co s& dang ky co thudc tai Diéu 1 chju trach nhiém thi hanh
Quyét dinh nay./.
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DANH MUC 01 SINH PHAM PUQC CAP GIAY PANG KY LUU HANH

(Kém theo quyét dinh sé: 343 ...

Phu luc 1

TAI VIET NAM HIEU LUC 5 NAM - DOQT 47

/ODB-0LD, ngay 19../05./2023 cia Cuc Quan ly Duoc)

STT | Ténthuéc | Hoat chét chinh — Dang | Quy cach déng g6i | Tiéu Tudi tho S6 ding ky
Ham lwgng bao che chuan | (thang)
(09) 2 3 “ 3 (6 ) ®)

1. Co s6 dang ky: Green Cross Corporation (Pja chi:

Yongin-si, Gyeonggi-do, Han Quéc)
1.1. Co s¢ san xuét: Green Cross Corporation (Dia chi: 586, Gwahaksaneop 2-ro, Ochang-eup,
Cheongwon-gu, Cheongju-si, Chungcheongbuk-do, Han Quoc)

107, Ihyeon-ro 30 beon-gil, Giheung-gu,

1 LV.- Globulin mién Dung Hop 1 1o x 50ml NSX 30 880410089623
Globulin SN | dich G cua nguoi | dich tiém
inj. 2500mg/50ml truyén
tinh mach
Ghi chu:

1. Cdch ghi tiéu chuan chdt lrong thuoc tai cét (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co so (TCCS), In-house co y nghia twong

dwong nhau, la tiéu chuan chat eong thudc do co s san xudt xdy dung va déu cé thé dwoc ghi trén nhan thudc.

- Cdch viét tdt cdc tiéu chudn chdt eong dwoc dién: Dwoc dién Viét Nam (DDVN), Dugc dién Anh (BP), Durgc dzen

(IP)...

My (USP), Duoc dién Nhét Ban (JP), Duoc dién Trung Quéc (CP), Duoc dién Chau du (EP), Dugc dién Quéc té




(Kém theo quyét dinh sé: 343

Phu luc 2
DANH MUC 06 VAC XIN, SINH PHAM PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - DQT 47

/OP-QLD, ngay19../03./2023cua Cuc Quan ly Duoc)

STT

(U]

Tén thuoc

2

Hoat chit chinh —
Ham lwgng

A

Dang
bao che

Q)]

Quy cach dong goi

(6]

Tiéu
chuan

(6

Tuoi tho
(thang)
@)

So ding ky

®

1. Co sé diang ky: Cong ty TNHH Binh Viét Pac (Dia chi: 62/36 Truong Céng Dinh, Phuong 14,
Qudn Tédn Binh, Thanh phé Hé Chi Minh, Viét Nam)
1.1. Co s6' san xuit: Octapharma Pharmazeutika Produktionsges.m.b.H (Pja chi: Oberlaaerstrafe
235, 1100 Wien, Ao)

1 Human Moi 50ml dung Dung Hop 1 chai 50ml NSX 36 900410089723
albumin dich chtra: Protein | dich tiém
25% tir huyét tuong truyén
Octapharma | ngudi trong do it
nhit 96% la
human albumin
12,5¢g
2 v Mdi 200ml dung Dung Hop 1 chai 200ml NSX 24 900410089823
Immunoglob | dich chtra: Téng | dich tiém
ulin 5% protein 10g; truyén
Octapharma | Immunoglobulin
thong thuong tr
nguoi [gG > 95%
(wiw); IgA <
40mg
3 v Moi 100ml dung Dung Hop 1 chai 100ml NSX 24 900410089923
Immunoglob | dich chtra: Téng dich tiém
ulin 5% protein 5g; truyén
Octapharma | Immunoglobulin
thong thuong tur
nguoi [gG > 95%
(wiw); IgA <
20mg
4 v Moi 50ml dung Dung Hop 1 chai 50ml NSX 24 900410090023
Immunoglob | dich chira: Téng | dich tiém
ulin 5% protein 2,5g; truyén
Octapharma | Immunoglobulin
thong thuong tir
nguoi IgG > 95%
(wiw); IgA <
10mg

2. Co s6 dang ky: Cong ty TNHH Dugc phﬁm GSK Viét Nam (Dja chi: Phong 702 va 703, T cf;;g 7,
Toa nha Metropolitan Tower, so 235 dwong Pong Khdi, Phuong Bén Nghe, Quan 1, Thanh pho Ho Chi

Minh, Viét Nam)

2.1. Co sé san xuit: GlaxoSmithKline Vaccines S.r.1 (Bja chi: Bellaria- Rosia- 53018 Sovicille (SI), Y)




STT

()

Ham lwgng bao ché chuin | (thang)

2) (€)] “) (6] (6) @) ®

E3

Bexsero Moi liéu (0,5 ml) | Hondich | Hopchira0l bom | NSX 36
c6 chura: tiém tiém dong san 01
- Protein tong hop lidu va 02 kim tiém
(fusion protein)
NHBA Neisseria
meningitidis nhom
B tai t hop:
50mcg.

- Protein NadA
Neisseria
meningitidis nhom
B tai tb hop:
50mcg.
-Protein tong hop
fHbp Neisseria
meningitidis nhom
B tai t hop:
50mcg.

- Thi mang ngoai
tir Neisseria
meningitidis nhom
B chung
NZ98/254 duoc do
bang téng lwgng
protein c6 chira
PorA P1.4: 25mcg

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

3.1. Co s6 san xuét: Co s& san xuit tir cong doan II va xuit xwong 16: Kedrion S.p.A (Pja chi: S.S.7
Bis Km. 19,5-80029 Sant' Antimo (NA)-Y); Co sé san xuéat dén cong doan II, kiém tra chét lwong
thanh phim, thit nghiém chit giy sot va IgA: Kedrion S.p.A (Pia chi: Via Provinciale
(loc.Bolognana)-55027 Gallicano (LU)-Y); Co sé san xuit dung mdi: Biologici Italia Laboratories
S.r.L. (Pia chi: Via Filippo Serpero 20060 Masate (Milan)- Y)

6 Immunorho Globulin mién Thuoc Hop chira 1 1o x NSX | Lo thuoc | 800410090223
dich anti-D ¢ bot va 300mecg thude bot bot: 36
ngudn gde tir dung mé6i | va 1 lo x 2ml dung thang; Lo
nguodi 300 meg pha dung | moi nudc cat pha dung
(15001U) dich tiém tiém moi: 60
thang

Ghi chu:
1. Cdch ghi tiéu chuan chdt lrong thuoc tai cét (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house cd y nghia tuong
dwong nhau, I tiéu chuan chat rong thudc do co s san xudt xdy dung va déu cé thé dwoc ghi trén nhan thudc.

- Cdch viét tdt cdc tiéu chudn chat lwgng diwoc dién: Dwoc dién Viét Nam (DDVN), Dugc dién Anh (BP), Duoc dzen
My (USP), Duoc dién Nhét Ban (JP), Duoc dién Trung Quéc (CP), Duoc dién Chau du (EP), Dugc dién Quéc té
(IP)...

2. (%): Péi véi thuoce c6 sé thir tw 05/Phy luc 2, ngdy san xudt tinh tir ngdy hinh thanh cong thike.

Tén thuéc | Hoat chét chinh — Dang Quy cach dong géi | Tiéu | Tudi tho S6 ding ky

800310090123




Phu luc 3

DANH MUC 14 SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH

~ TAI VIET NAM HIEU LUC 5 NAM - DOT 47
(Kém theo quyét dinh so: ... 343..../0P-QOLD, ngay 19./05./2023 ciia Cuc Quan 1y Dwoc)

STT | Tén thudc Hoat chit Dang Quy cach dong Tiéu Tudi S6 dang ky S6
chinh — Ham bao ché goi chuin tho gia han lin
lwgng (thang) (So ding ky gia
da cip) han
(0] 2) 3 “ 3 (6) () ® ®
1. Co sé diang ky: Bayer (South East Asia) Pte., Ltd. (Pia chi: 2, Tanjong Katong Road, #07-01,
PLQ3, Singapore (437161) Singapore)
1.1. Co sé san xuit: Co sé san xuit dang bao ché: Regeneron Pharmaceuticals Inc. (Dia chi: 81
Columbia Turnpike Rensselaer, New York 12144, Hoa Kp); Co sé déng goéi so cAp: Vetter Pharma-
Fertigung GmbH & Co0.KG (Pja chi: Eisenbahnstrafe 2-4, 88085 Langenargen, Pirc); Co sé dong thi
cAp va xuit xwéng: Bayer AG (Pia chi: Miillerstrafe 178, 13353 Berlin, Pirc)
1 Eylea Aflibercept Dung Hop gom 1 lo NSX 24 001410090323 1
40mg/ml tuong | dich tiém | chtra 278ul dung (QLSP-HO2-
duong véimdi | nodinhan | dich tiém co thé 1071-17)
lo chtra liy ra dugc
Aflibercept 100 pl va 1 kim
11,120mg/0,278 tiém
ml
2. Co sé ding ky: Cong ty TNHH DKSH Pharma Viét Nam (Pja chi: S6 23 Pai L6 Péc Lip, Khu
cong nghiép Viét nam- Singapore, Phwong Binh Hoa, Thanh phé Thudn An, Tinh Binh Dwong, Viét Nam)
2.1. Co sé san xuit: Eli Lilly Italia S.p.A. (Pia chi: Via Gramsci, 731-733, Sesto Fiorentino, 50019
Florence, Y)
2 Humalog Insulin lispro Dung Hop 5 but tiém NSX 36 800410090423 1
Kwikpen 300U/3ml dich tiém | bom sin thudc x (QLSP-1082-
(tuong duong 3ml 18)
10,5mg)
3. Co sé diang ky: Cong ty TNHH Dwoc pham Tan Thinh (Bja chi: S6 9, ngé 63, dwong Vii Trong
Phung, phuwong Thanh Xuan Trung, Quan Thanh Xudn, Ha N¢i, Viét Nam)
3.1. Co sé san xuit: Cong ty C6 phan Dwgc pham CPC1 Ha Ngi (Dja chi: Cum cong nghiép Ha Binh
Phurong, xa Vin Binh, huyén Thiwong Tin, thanh phé Ha Ngi, Viét Nam)
3 Domuvar Bao tir Bacillus | Hon dich Hop2vix50ng | NSX 36 893400090523 1
subtilis 2 x 10”9 ubng x 5ml; Hop 4 vi x (QLSP-902-15)
CFU/5ml 5 6ng x 5ml; Hop
6 vix 5 éngx
S5ml; Hop 8 vix 5
dng x 5ml
4 Progermila | Bao tir Bacillus | Hondich | Hop2 vix 5dng | NSX 36 893400090623 1
clausii 2 x 10"9 ubng x 5ml; Hop 4 vi x (QLSP-903-15)
CFU/5ml 5 6ng x 5ml;
Hop 6 vi x 5 ong
x 5 ml; Hop 8 vi
x 5 dng x 5ml




STT | Tén thudc Hoat chat Dang Quy cach dong Tiéu Tudi S6 diing ky So
chinh — Ham bao ché g0i chuén tho gia han lan
lwgng (thang) (S6 ding ky gia
da cip) han
@ 2 3 @ 3 Q) @ ® ®
4. Co sé¢ dang ky: Diethelm & Co., Ltd. (DPia chi: Wiesenstrasse 8, 8008 Zurich, Thuy Si)
4.1. Co sé san xuat: Instituto Grifols, S.A. (Dia chi: Poligon Industrial Llevant, Can Guasch, 2 08150
Parets Del Valles (Barcelona), Tay Ban Nha)
5 Flebogamma | Human normal Dung Hop 01 1o x NSX 24 840410090723 1
5% DIF immunoglobulin | dich tiém | 50ml; Hop 01 lo (QLSP-0602-
50mg/ml truyén | x 10 ml; Hop 01 12)
lo x 200ml; Hop
01 1o x 400ml
5. Co sé¢ dang ky: Mega Lifesciences Public Company Limited (Dia chi: 384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo4, Phraeksa, Mueang, Samutprakarn 10280, Thdai Lan)
5.1. Co s6 san xuit: Biocon Limited (Pia chi: Special Economic Zone, Plot No. 2, 3, 4 & 5 Phase-1V,
Bommasandra-Jigani Link Road, Bommasandra Post, Bengaluru-560099, An Do)
6 Insunova- Insulin nguoi | Hon dich Hop 5 ong x 3 EP 9.0 24 890410090823 1
30/70 nguon gbc DNA |  tiém ml; Hop 5 6ng x (QLSP-0707-
(Biphasic) tai to hop 3 ml véi 10 kim 13)
Cartridge (30% insulin tiém vo
hoa tan + 70% trung BD
insulin isophan)
300IU/3ml
6. Co sé dang ky: Novo Nordisk A/S (Dia chi: Novo Allé, DK-2880 Bagsveerd, Pan Mach)
6.1. Co sé sian xuat: Co sé san xuat: Novo Nordisk A/S; Co sé lap rap but va déng géi: Novo
Nordisk A/S (Dia chi: Co so san xudt: Novo Allé, DK-2880 Bagsveerd, Pan Mach, Co so lcfp rdp but va
dong goi: Brennum Park DK-3400 Hillerod, Pan Mach)
7 Saxenda Liraglutide Dung Hopchral,3,5 | NSX 30 570410090923 1
6mg/ml 18mg/3ml dich tiém | but tiém bom sin (QLSP-HO2-
x 3ml 1075-17)
7. Co s6¢ dang ky: Sanofi-Aventis Singapore Pte. Ltd. (Pia chi: 38 Beach Road #18-11, South Beach
Tower, Singapore (189767), Singapore)
7.1. Co sé san xuit: Sanofi-Aventis Deutschland GmbH (Dja chi: Industriepark Hochst, D-65926
Frankfurt am Main, Purc)
8 Apidra Insulin glulisine Dung Hop Sbuttiémx | NSX 24 400410091023 1
Solostar 300 don vi/3ml | dich tiém 3ml (QLSP-915-16)
trong but
tiém nap
san
8. Co s¢ dang ky: Takeda Pharmaceuticals (Asia Pacific) Pte. Ltd (Dia chi: 8, Marina Boulevard, #
05 -02 Marina Bay Financial Centre, Singapore 018981, Singapore)
8.1. Co sé san xuit: Baxalta Manufacturing Sarl (Pia chi: Route de Pierre-a-Bot 111, 2000 Neuchdtel
- Thuy Sy); Co sé xuit xwéng, dan nhin, dong goi va kiém soat chit lwong: Baxalta Belgium
Manufacturing S.A. (Dja chi: Boulevard René Branquart 80, 7860, Lessines, Bi); Co s¢ san xuit dung
moi: Siegfried Hameln GmbH (Pja chi: Langes Feld 13, D-31789 Hameln, BPiic)
9 Advate Octocog alfa Bot dong | Hop 1 lo thudc NSX 24 760410091123 1
(recombinant khoé va bot dong kho, 1 (QLSP-HO03-
human dung mdi | lo nudc cét pha 1167-19)
coagulation pha dung | tiémx2mlval
factor VIII dich ti€fm | bo dung cu hoan
(rFVII) 2501U nguyén va tiém
tmyén




STT | Tén thudc Hoat chat Dang Quy cach dong Tiéu Tudi S6 diing ky So
chinh — Ham bao ché g0i chuén tho gia han lan
lwgng (thang) (S6 ding ky gia
da cip) han
@ 2 3 @ 3 Q) @ ® ®
10 Advate Octocog alfa Bot dong Hop 1 1o bt NSX 24 760410091223 1
(recombinant kho va dong kho, 1 lo (QLSP-HO03-
human dung méi | nudc cat pha tiém 1168-19)
coagulation pha dung x2mlva 1 b
factor VIII dich tiém dung cu hoan
(rFVIII) 500IU nguyén va tiém
truyén
11 Advate Octocog alfa Bot dong Hop 1 1o bot NSX 24 760410091323 1
(recombinant kho va dong kho, 1 lo (QLSP-HO03-
human dung méi | nudc cat pha tiém 1165-19)
coagulation pha dung x2mlva1lbo
factor VIII dich tiém dung cu hoan
(rFVIID) 10001U nguyén
12 Advate Octocog alfa Bot dong | Mobi bo dung cu NSX 24 760410091423 1
(recombinant kho va gdm 1 1o bot (QLSP-HO03-
human dung moi dong kho, 1 1o 1166-19)
coagulation pha dung | nuée cit pha tiém
factor VIII dich tiém x2mlvalbd
(rFVIIL) dung cu hoan
15001U. nguyén va tiém
truyén
8.2. Co sé san xuat: Co s san xuat: BSP Pharmaceuticals S.p.A.; Co sé dong géi va xuat xwéng:
Takeda Austria GmbH (Dja chi: Co sé san xudt: Via Appia Km 65,561, (loc. Latina Scalo)- 04013
LATINA (LT), Y; Co s¢ déng g6i va xudt xwong: St. Peter Strasse 25. 4020 Linz, Ao)
13 Adcetris Brentuximab Bot dé pha Hopchttal | NSX 48 800410091523 1
Vedotin 50mg dung dich lo x 50mg (QLSP-HO03-
tiém truyén 1136-18)
9. Co s6 dang ky: Wockhardt Limited (Wockhardt Towers, Bandra-Kurla Complex, Bandra (East)
Mumbai 400 051, An DJ)
9.1. Co' s6 san xuit: Wockhardt Limited (Dja chi: Biotech Park, H-14/2, MIDC Waluj Aurangabad
431136 Maharashtra State, An Do)
14 Glaritus Insulin Glargine Dung Hop 1 ong USPp 36 890410091623 1
300IU/3ml dich tiém tiém 42 (QLSP-1069-
(cartridge) x 17)
3ml; Hop 1
but tiém
dong sin ong
tiém x 3ml
Ghi chu:

1. Cach ghi tiéu chudn chdt lwong thuéc tai cot (6):

- Nha san xudt (NSX), Tiéu chudan nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house co y nghia tuong

duwong nhau, la tiéu chudn chat luong thuée do co s¢ san xudt ‘xdy dyng va déu c6 thé dwpc ghi trén nhan thuéc.

- Cdch viét tdt cdc tiéu chudn chat lwong dwoc dién: Duoc dién Viét Nam (DDVN), Dugc dién Anh (BP), Dugc dzen
My (USP), Duoc dién Nhit Ban (JP), Dugc dién Trung Quoc (CP), Duoc dién Chau du (EP), Duoc dién Quoc té

(p)...

2. 86 dang ky tai cét (8):

- 86 dang ky gia han la sé dang ky dwoc cap theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT ngay
05/09/2022 cua Bg truong Bo Y té quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam ’thuoc )
- 8o dang ky da cap (dwoc ghi trong ngodc don) la so dang ky da dwoc cap truoc khi thuoc dwoc gia han theo quyét

dinh nay.




Phu luc 4

DANH MUC 07 SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH

~ TAIVIET NAM HIEU LUC 3 NAM - DOT47
(Kém theo quyét dinh so: ...343...../0OP-QOLD, ngay 19./93./2023ctia Cuc Qudan ly Dwoc)

STT | Tén thuoc Hoat chat Dang Quy cach déng Tiéu Tudi So ding ky So
chinh — Ham bao ché g0i chuén tho gia han lan
lwgng (thang) (S6 ding ky gia
da cip) han
@ 2 3 @ () © () ® ®
1. Co sé ding ky: Chi nhanh Céng ty C6 phin Duwgc phim Nam Ha (Pja chi: 423 Vii Tong Phan,
phuwong Khwong Binh, qudn Thanh Xudn, thanh phé Ha Néi, Viét Nam)
1.1. Co sé san xuit: Bioton S.A. (Pja chi: Macierzysz, 12 Poznariska Str., 05-850 Ozaréw Mazowiecki,
Ba Lan)
1 Scilin N Human insulin | Hondich | Hop 1 lo x 10ml; | NSX 36 590410091723 1
(Isophane) tiém Hop 5 cartridges (QLSP-850-15)
100IU/ml (6ng) x 3ml
2. Co s& ding ky: Cong ty TNHH DKSH Pharma Viét Nam (Pia chi: S6 23 Pai L Déc Lip, Khu
cong nghiép Viét nam- Singapore, Phirong Binh Hoa, Thanh phé Thudn An, Tinh Binh Dwong, Viét Nam)
2.1. Co sé san xuét: Eli Lilly Italia S.p.A. (Dia chi: Via Gramsci, 731-733, Sesto Fiorentino, 50019
Florence, Y)
2 Humalog Insulin lispro | Hon dich | Hop 5 battiémx | NSX 36 800410091823 1
Mix50 (trong d6 50% tiém 3 ml, but tiém (QLSP-1083-
Kwikpen 1a dung dich bom sén thudc 18)
insulin lispro va
50% 1a hon dich
insulin
lispro
protamine)
300U/3ml
(twong duong
10,5mg)
3. Co s¢ dang Kky: Dr. Reddy's Laboratories Ltd. (Dia chi: 8-2-337, Road No.3, Banjara Hills,
Hyderabad, Telangana-500034, An D)
3.1. Co sé san xuat: DR. REDDY’S LABORATORIES LTD. (Pia chi: Biologics, Survey No. 47,
Bachupally (V), Bachupally (M), Medchal Malkajgiri (Dist.), Telangana (State), An Dg)
3 Grafeel Filgrastim Dung Hop 1 1o 1ml NSX 24 890410091923 1
(G-CSF) dich tiém | dung dich thudc; (QLSP-945-16)
300ug/1ml Hop 1 bom tiém
dong san 1ml
dung dich thudc
4. Co s¢ ding ky: Lifepharma S.p.A (Dia chi: Via dei Lavoratori, 54-20092 Cinisello Balsamo, Milan,
Y)
4.1. Co s¢ san xuit: Italfarmaco S.p.A (Pia chi: Viale Fulvio Testi, 330-20126 Milano (MI), Y)
4 Gemapaxane | Enoxaparin natri Dung Hop 6 bom tiém | NSX 24 800410092023 1
6000IU/0,6ml | dich tiém | déng san 0,6ml (VN-16313-13)
5 Gemapaxane | Enoxaparin natri Dung Hop 6 bom tiém | NSX 24 800410092123 1
40001U/0,4ml | dich tiém | dong san 0,4ml (VN-16312-13)
6 Gemapaxane | Enoxaparin natri Dung Hop 6 bom tiém | NSX 24 800410092223 1
20001U/0,2ml | dich tiém | dong san 0,2ml (VN-16311-13)




STT | Tén thudc Hoat chat Dang Quy cach dong Tiéu Tudi S6 ding ky So
chinh — Ham bao ché goi chuin tho gia han lin
lwong (thang) (S6 ding ky gia
da cip) han
@ 2 (€)] “@ (&) © () ® ®
5. Co sé dang ky: Wockhardt Limited (Dja chi: Wockhardt Towers, Bandra Kurla Complex, Bandra
(East), Mumbai 400 051 MH, An Pg)
5.1. Co sé san xuat: Wockhardt Limited (Pja chi: Biotech Park, H-14/2, MIDC Waluj, Aurangabad
431136 Maharashtra State, An Do)
7 Wosulin-R Insulin ngudi Dung dich | Hop 1 lo x 10ml | USP 24 890410092323 1
40IU/ml tiém 38 (VN-13426-11)
Ghi chu:

1. Cach ghi tiéu chudn chit lwong thuéc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co s¢ (TCCS), In-house co y nghia twong
duong nhau, la tiéu chudn chat lwong thuée do co s¢ san xudt ‘xdy dung va déu c6 thé duoc ghi trén nhan thuéc.

- Cdch viét tdt cac tiéu chudn chat luong duwoc dién: Duoc dién Viét Nam (DDVN), Duoc dién Anh (BP), Duoc dién
My (USP), Duoc dién Nhdt Ban (JP), Dwoc dién Trung Quoc (CP), Duoc dién Chau du (EP), Duoc dién Quoc té
(IP)...

2. 86 dang ky tai ¢ét (8):

- 86 dang ky gia han la s6 ddng ky dwoc cdp theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT ngay
05/09/2022 ciia Bé truwecng Bé Y té quy dinh viéc dang ky heu hanh thudc, nguyén liéu lam thudc.

- 86 dang ky dd cap (dwoc ghi trong ngodc don) la s6 déang ky da dwoc cdp truée khi thudc dwoc gia han theo quyét
dinh nay.




