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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tw do - Hanh phuc
S6: 308 /QDB-QLD Ha Noi, ngay 14 thang 05 ndam 2024
QUYET PINH

Vé viéc ban hanh Danh muc 40 vic xin, sinh pham
dwgc cap, gia han giay dang ky luu hanh tai Viét Nam - Dot 50

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;

Can civ 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 26/4/2023 cua Bo truong Bo Y té quy
dinh chirc nang, nhiém vu, quyén han va co cau t6 chire ciia Cuc Quan Iy Duwoc thuéc Bé
Y te,

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

Theo dé nghi ciia Treong phong Pang ky thue, Cuc Qudn Iy Duorc.

QUYET PINH:

, Piéu 1. Ban hanh kem theo Quyét dinh nay Danh muc 40 vac xin, sinh pham dugc
cap, gia han gidy dang ky Iuu hanh tai Viét Nam - Dot 50, bao gom:

1. Danh muc 01 sinh phém duogc cap gidy dang ky lwu hanh hiéu luc 05 nam - Pot
50 (Phu luc | kem theo Quyét dinh nay).

2. Danh myc 08 véc xin, sinh pham dugc clp gidy dang ky luu hanh hiéu lyc 03
nam - Dot 50 (Phu luc |l kem theo Quyét dinh nay).

3. Danh muc 22 vic xin, sinh phim dugc gia han gidy ding ky luu hanh hiéu luc
05 nam - DBot 50 (Phu luc W1l kem theo Quyét dinh nay).

4. Danh muc 09 sinh phém,duqc gia han gidy dang ky luu hanh hiéu lyc 03 nam -
Dot 50 (Phu luc IV kem theo Quyét dinh nay).

Pieu 2. Co s¢ san xuat va co sé dang ky thuoc co trach nhiém:

1. San xuét, cung cip thudc vao Viét Nam theo dung cac ho so, tai lidu di dang ky
v61 BO Y t€ va phdi in s6 dang ky dugc B Y t€ Viét Nam cap 1én nhan thuoc.

2. Chép hanh diy du phap luat ciia Viét Nam va cac quy dinh cua BO Y té vé san
Xuat, nhap khau thudc va lwu hanh thudc tai Viét Nam, néu c6 bat cu thay doi gi trong
qua trinh luu hanh thudc & nudc so tai va & Viét Nam thi phai bao cdo ngay cho Cuc
Quan 1y Dugc - BO Y té Viét Nam.

3. Thuc hién vi¢c cdp nhat ti€u chuan chat luong cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bg truong BO Y té quy dinh vé chat
luong thude, nguyén liéu lam thudc, Thong tu s6 03/2020/TT-BYT ngay 22/01/2020 cia
Bo truong BO Y té stra d6i, bd sung mot sb diéu ctia Thong tu 11/2018/TT-BYT quy dinh
vé chét lugng thube, nguyén liéu 1am thude.



4. Cap nhat nhan thudc, to hudng dan sir dung thude theo quy dinh tai Thong tu sO
01/2018/TT-BYT ngay 18/01/2018 cia B truong BO Y té quy dinh ghi nhan thudc,
nguyén liéu lam thudc va to huéng dan sir dung thube trong thot han 06 thang ké tir ngay
ky ban hanh Quyét dinh nay, theo hinh thic thay d6i, b sung gidy dang ky luu hanh
thudc quy dinh tai Thong tu s6 08/2022/TT-BYT d6i v6i thude chua cap nhat ndi dung
nhan thude, 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 Quyet dinh nay, cac thudc dugc gia han
glay dang ky luu hanh tai Phuy luc I, IV co thay d6i vé noi dung hanh chinh (bao gom ca
mau nhén, to huéng dan s dung) phai san Xudt (d01 v6i véac xin, sinh phdm san xuét
trong nudc), nhap khau (d6i voi vic xin, sinh pham nhap khau), lwu hanh véi cac noi
dung di duoc phé duyét thay ddi trong hd so diang ky gia han.

6. Phéi hop V0l 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 doi an toan, hiéu qua, tac dung khong mong
muon cua thuoc 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 ciia Bo truong Bo Y té quy dinh viéc ding
ky lwu hanh thubc, nguyén liéu lam thudc d6i véi cac thude 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 lyc cua gidy dang ky luu 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 dang ky theo quy dinh tai Thong tw 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 thudc
trong thoi han 30 ngay ké tir ngay co sé ding ky khong con di diéu kién hoat dong.

8. Co s¢ dang ky thuoc phai bao cao B Y (Cuc Quan ly Duogc) té v& cap nhat tinh
trang dap ung Thyuc hanh t6t san xut clia co sO' san xuat thudc, nguyén liéu lam thude.
Truong hop co s¢ san xut bi thu hoi glay phép san xuat hoidc khong dap ung Thuc hanh
t6t san xudt thudc, nguyén liéu lam thudc & nudc sé tai, co so phai thuc hién viéc bao cao
trong thoi han 15 ngay ké tir ngay c6 thong bao cta co quan quan 1y ¢ tham quyén nudc
sO tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi 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 Luit Duoc.

9. Thudc s6 thl'g: tu 1 tai Phu luc IV Quyét din\h nay: sau khi duogc gia han giéy
dang ky luu hanh thuéc, cong ty dang ky phai nop ho so lam sang theo hinh thire thay
d6i, bo sung quy dlnh tai Phu luc II Thong tu s6 08/2022/TT-BYT dé dugc tiép tuc

xem xét gia han gidy dang ky luu hanh cho 1an tiép theo.

10. Cac thudce s6 thr tu 2, 3 tai Phu luc IV Quyét dinh nay: sau khi duoc gia han
gidy dang ky luu hanh thudc, cong ty dang ky phai np hd so 1am sang hay cong thire
tham chiéu theo hinh thirc thay ddi, bo sung quy dinh tai Phy lyc II Thong tu so
08/2022/TT-BYT dé duogc tiép tuc xem xét gia han gidy dang ky luu hanh cho lan tiép
theo.

Piéu 3. Céc thudc dugc gia han glay dang ky luu hanh tai Phu luc 11l va Phu luc
v Quyet dinh nay duoc tiép tuc st dung s6 dang ky da cap trude khi gia han trong thoi
han t6i da 12 thang ké tir ngay dugc cap s6 dang ky gia han theo quy dinh tai Phy lyc VI
ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

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



Piéu 5. Giam doc S¢' Y té cac tinh, thanh phd tryc thudc Trung wong va Giam ddc
co s& san xuat va co s¢ dang ky c6 thuoc tai Pi€u 1 chiu trach nhi€m thi hanh Quyét dinh

nay./.

Noi nhén: CUC TRUONG
- Nhu biéu 5; 2 N

- Bo trudng BYT (dé blc);

- Thir truong P Xuan Tuyén (dé b/c); ,
- Cuc Quén y - Bo Quédc phong, Cuc Y té - B6 Cong an"ﬂ
Cuc Y t& GTVT - Bo Giao thong van tai; Tong Cuc Han
guan - B4 Tai chinh;

- Béo hiém x3 hoi Viét Nam;
- Bd Y té& Vu PC, Cuc YTDP, Cyc KHCN&DT; Cuc
QLKCB, Thanh tra B9, Van phong NRA, Van phong
HPTV cap GPKLH thudc, NLLT; Trung tim mua sim QG;
- Vién KPQG VX&SPYT, Vién VSDTTW;

- Téong Cong ty Duge VN — CTCP, Céc Cong ty XNK dugc
pham (xem Website Cuc QLD);

- Cac Bénh vién & Vién co6 giuong bénh tryc thuéc BYT;

- Cuc QLD: cac phong QLGT, QLKDD, QLCLT, PCHN,
VP Cuc, Website Cuc QLD;

- Luu: VT, DKT (4b).




(Kém theo quyér dinh sé: ..308.....

Phu luc |

DANH MUC 01 SINH PHAM Y TE PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 50

/OD-QLD, ngay 14../05../2024.cua Cuc Qudn [y Duoc)

STT

(€))

Tén thuéc

2)

Hoat chat chinh —
Ham lwgng

(©)

Dang
bao che

(4)

Quy cach dong goi

©)

Tiéu
chuan

(6)

Tuoéi the
(théng)
(@)

S6 ding ky

(8)

1. Co s ding ky: Cong ty TNHH Thuwong mai Dich vu K§ thuat Pic Viét (Dja chi: So 1, ngach
26/31 Nguyén Hong, phuong Lang Ha, qudn Dong Da, Ha Noi, Viet Nam)
1.1. Co sé¢ san xuat: Panpharma GmbH (Dia chi: Bunsenstrasse 4, 22946 Trittau, Puc)

1 Heparin Heparin natri Dung Hop 25 lo x 5ml NSX 60 400410303124
Sodium 50001U/ml dich tiém
Panpharma
5000 1U/ml
Ghi chu:

1. Cach ghi tiéu chudn chdt lirong thudc tai cét (6):

- Nha san xudt (NSX), Tiéu chuan nha san xudt (TCNSX), Tiéu chudn co so (TCCS), In-house c6 y nghia tuong
dieong nhau, la tiéu chuan chat leong thudce do co sé san xudt xay dung va déu co thé diroc ghi trén nhan thuoc.

- Céch viét tat cac tiéu chudn chdt heong dwoc dién: Duoc dién Viét Nam (DDVN), Duoc dién Anh (BP), Duoc dién
My (USP), Duoc dién Nhat Ban (JP), Duoc dién Trung Quéc (CP), Dugc dién Chau au (EP), Duoc dién Quoc té

(IP)...




Phu luc 1l

TAI VIET NAM HIEU LUC 3 NAM - POT 50
(Kém theo quyér dinh sé: ..308....../0D-QLD, ngay 14../05./2024.ciia Cuc Qudn 1y Duroc)

DANH MUC 08 VAC XIN, SINH PHAM Y TE PUQC CAP GIAY PANG KY LUU HANH

STT | Ténthudc | Hoatchatchinh—| Dang | Quy cichdénggéi | Tiéu | Tudithe | So ding ky
Ham luwong bao che chuan | (thang)
1) 2) 3) 4) 5) (6) ) (8)

1. Co sé ding ky: Cong ty TNHH Dugc Pham GSK Viét Nam (ja chi: Phong 702 va 703, Tang 7,
Toa nha Metropolitan Tower, so 235 duwong Pong Khoi, phuwong Bén Nghé, qudn 1, Thanh pho Ho Chi

Minh, Viét Nam)

1.1. Co sé san xuat:
Co sé san xuat khang nguyén gE, san xuit va dong géi cap 1 chat bé tror AS01B: GlaxoSmithKline
Biologicals SA (bia chi: Parc de la Noire Epine - Rue Fleming 20, Wavre, 1300, Bi);
Co s¢ déng géi cAp 1 khang nguyén gE: GlaxoSmithKline Biologicals (Pia chi co so déng goi cap 1
khang nguyén gE: 637 rue des Aulnois, Saint Amand les Eaux, 59230, Phap);
Co sé dong goi cap 2: GlaxoSmithKline Vaccines S.r.I (Pia chi: Bellaria-Rosia-53018 Sovicille (SI),

Y);
Co s& xuat xwéng : GlaxoSmithKline Biologicals SA ( Pia chi: Rue de I'Institut 89, Rixensart, 1330,
Bi)
1 Shingrix MJi lieu 0,5ml sau | Botva Hop 1 lo bot dong NSX Lo bot 540310303224
hoan nguyén chira | hén dich kho chaa 50mcg khéang
50mcg khang pha hén | khang nguyén gE tai nguyén
nguyén gE tai to | dichtiém | t5 hop cua vi rit gE: 60
hop cua vi rat Varicella Zoster va thang, lo
Varicella Zoster 1 lo chtra 0,5ml hon hén dich
(VZV) duogc bo tro dich chét bo tro chat bo
vai ASO1B AS01B tro
AS01B:
36
thang.
Ngay hét
han cua
thanh
pham la
ngay hét
han cua
thanh
phan c6
ngay hét
han dén
trudc
2. Co sé dang ky: F. Hoffmann-La Roche Ltd. (Pja chi: Grenzacherstrasse 124, CH-4070, Basel,
Thuy Si)
2.1. Co sé san xuit: Genentech Inc. (Pja chi: 4625 NE Brookwood Parkway, Hillsboro, OR 97124,
Hoa Ky); Co sé dong géi: F. Hoffmann-La Roche Ltd. (Pja chi: Wurmisweg, CH-4303 Kaiseraugst,
Thuy Si)
2 Herceptin Trastuzumab Bot dé Hop 1 lo NSX 48 001410303324
150mg pha dung
dich dam
dic dé
pha dung
dich tiém
truyén




2

STT | Ténthuéc | Hoatchatchinh—| Dang | Quy cachdénggéi | Tiéu | Tuditho | So ding ky
Ham lwgng bao che chuan | (thang)
@) 2) 3) (4) (5) (6) 0) 8

3. Co s6 dang ky: F. Hoffmann-La Roche Ltd. (Bia chi: Grenzacherstrasse 124, 4058, Basel, Thuy Si)
3.1. Co s san xuat: F. Hoffmann-La Roche Ltd. (Pia chi: Wurmisweg, 4303 Kaiseraugst, Thuy Si)

3 Vabysmo Dung Hop 1 lo x 0,05ml NSX 30 760410303424
6mg/0,05ml dich tiém va 1 kim loc rat
thudc
4. Co sé dang ky: Merck Sharp & Dohme (Asia) Ltd. (bia chi: 27/F, Lee Garden Two, 28 Yun Ping
Road, Causeway Bay, Hong Kong)
4.1. Co sé san xuat:
Co s san xuit va déng géi cAp 1: Merck Sharp & Dohme LLC (Pja chi: 770 Sumneytown Pike, West
Point, PA 19486, Hoa Ky);
Co s déng goi cap 2 va xuit xwéng: Merck Sharp & Dohme B.V. (Pja chi: Waarderweg 39,
Haarlem, 2031 BN, Ha Lan)
4 | Pneumovax | MaQi liéu vac-xin Dung Hop chira 1 bom NSX 28 001310303524
23 (0,5 ml) chua dich tiém | tiém dong san 0,5ml
25mcg moi loai kém 1 kim tiém
trong s6 23 loai riéng biét; Hop chaa
huyét thanh 1 bom tiém dong
polysaccharide cua san 0,5ml kém 2
phé cau khuan kim tiém riéng biét
Pan Mach: 1, 2, 3,
4,5, 6B, 7F, 8,
9N, 9V, 10A, 11A,
12F, 14, 15B, 17F,
18C, 19A, 19F,
20, 22F, 23F, 33F
5. Co s6 dang ky: M1 Pharma Private Limited (Dja chi: Unit No. 402 & 403, Viva Hub Town, Shankar
Wadi, Village Mogra, Jogeshwari East, Mumbai - 40060, An D¢)
5.1. Co sé san xuét: Biocon Biologics Limited (Bja chi: Block No. B1, B2, B3, Q13 of Q1 and W20 &
Unit S18, 1st Floor, Block B4, Special Economic Zone, Plot No. 2, 3, 4 & 5 Phase 1V, Bommasandra-
Jigani Link Road, Bommasandra Post, Bengaluru - 560 099, 4n Dg)
5 Abevmy - Bevacizumab Dung Hop 1 lo x 4ml NSX 24 890410303624
100 100mg/4ml dich dam
dac pha
tiém
truyén
tinh mach
6 Abevmy - Bevacizumab Dung Hop 1 lo x 16ml NSX 24 890410303724
400 400mg/16ml dich dam
dac pha
tiém
truyén
tinh mach
7 Fulphila Pegfilgrastim (r- Dung Hop 1 bom tiém NSX 36 890410303824
6mg/0.6ml DNA origin) dich tiém | dong san 6mg/0,6ml

6mg/0,6ml




3

STT | Ténthuéc | Hoatchatchinh—| Dang | Quy cachdénggéi | Tiéu | Tuditho | So ding ky
Ham lwgng bao che chuan | (thang)
@) 2) 3) (4) (5) (6) 0) 8

6. Co so ding ky: Takeda Pharmaceuticals (Asia Pacific) Pte. Ltd. (Pbja chi: 8, Marina Boulevard,
#05-02 Marina Bay Financial Centre, Singapore 018981, Singapore)

6.1. Co' s¢ san xut:

Co sé san xuét va dong goi so cap : IDT Biologika GmbH (Pja chi: Am Pharmapark, 06861 Dessau-
Rosslau, Duc);

Co sé dong goi thir cap va xuiat xwong: Takeda GmbH (Pia chi: Production Site Singen, Robert-
Bosch-Str. 8, 78224 Singen, Duc);

Co sé san xuat dung méi dang ong tiém dong sin: 1. Baxter Pharmaceutical Solutions LLC (Pia
chi: 927 South Curry Pike, Bloomington, IN, 47403, Hoa Ky); 2. Catalent Belgium S.A. (Dia chi: Font
Saint Landry 10, 1120 Brussels, Bi);

Co sé san xuat dung moi dang lo: Takeda GmbH (Bja chi: Production Site Singen, Robert-Bosch-Str.
8, 78224 Singen, Duic)

8 Qdenga MOi liéu vac xin | Botpha | Mdilobotchral | NSX 18 400310303924
0,5ml sau khi hoan | tiém lidu vac xin. Hop 1
nguyén chua: lo bot va 1 lo dung
Tuyp huyét thanh mdi; Hop 10 lo bot
1 virus Dengue va 10 lo dung moi;
(virus sét xuét Hop 1 1o bot va 1
huyét) (séng, giam xylanh bom sin
doc luc) > 3,3 log dung méi va 2 kim
10 PFU; Tuyp tiém; Hop 5 lo bot
huyét thanh 2 va 5 xylanh bom
virus Dengue san dung mdi va 10
(virus sét xuat kim tiém; Hop 1 lo
huyét) (song, giam bot va 1 xylanh bom
doc luc) > 2.7 log san dung mai; Hop
10 PFU; Tuyp 5 lo bot va 5 xylanh
huyét thanh 3 bom sin dung mdi

virus Dengue
(virus sot xuét
huyét) (séng, giam
doc luc) > 4,0 log
10 PFU; Tuyp
huyét thanh 4
virus Dengue
(virus sot xuat
huyét) (song, giam
daoc luc) > 4,5 log
10 PFU

Ghi chu:
1. Céch ghi tiéu chudn chdt lirong thudc tai cét (6):

- Nha san xuat (NSX), Tiéu chuan nha san xudt (TCNSX), Tiéu chudn co s¢ (TCCS), In-house c6 y nghia tuwong
dwong nhau, la tiéu chudn chdt liwong thuoc do co sé san xuat xay dung va deu c6 thé duwroc ghi trén nhén thuoc.
- Céch viét tat cac tiéu chuan chdt heong dwoc dién: Duwoc dién Viét Nam (DDVN), Dugc dién Anh (BP), Duoc dién

My (USP), Dugc dién Nhdt Ban (JP), Duoc dién Trung Quoc (CP), Dugc dién Chau du (EP), Dwoc dién Quéc té
(IP)...




Phu luc 111

DANH MUC 22 VAC XIN, SINH PHAM Y TE PUQC GIA HAN GIAY PANG KY LUU HANH

TAI VIET NAM HIEU LUC 5 NAM - PQT 50
(Kém theo quyér dinh sé: .308......./0D-QLD, ngay 14./05./2024cua Cuc Qudn 1y Duroc)

STT | Ténthuéc | Hoat chatchinh - Dang Quycach | Tiéu | Tudi S6 ding ky S6
Ham lwong bao ché dong g6i | chuan | tho gia han lan
(thang) | (So dangky | gia
di cap) han
1) ) (©) (4) () (6) () (8) 9)
1. Co sé dang ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore) ‘
1.1. Co sé san xuat: Abbott Biologicals B.V. (Dia chi co s& san xudt thanh pham: Veerweg 12, 8121
AA Olst, Ha Lan; Pia chi san xudt ban thanh pham don gid va tir gia: C.J. van Houtenlaan 36, 1381 CP
Weesp, Ha Lan)
1 Influvac MJdi 0,5ml vac xin | Hon dich Hop 1 NSX 12 870310304024 1
Tetra chua: tiém xylanh chua (VX3-1228-21)
A/Darwin/9/2021 0,5ml hdn
(H3NZ2)-like strain dich
(A/Darwin/9/2021,
SAN-010) 15mcg
haemagglutinin,
A/Victoria/4897/202
2 (HIN1)pdmO9-
like strain
(A/Victoria/4897/20
22, IVR-238) 15mcg
haemagglutinin,
B/Austria/1359417/
2021-like strain
(B/Austria/1359417/
2021, BVR-26)
15mcg
haemagglutinin,
B/Phuket/3073/2013
-like strain
(B/Phuket/3073/201
3, wild type) 15mcg
haemagglutinin
2. Co sé diang ky: Cong ty cé phan thwong mai Dwoc Hoang Long (Pia chi: Sé 143, dwong 17A,
Khu B, An Ph( - An Khdnh, phwong An Phi, Quén 2, Thanh phd Ho Chi Minh, Viét Nam)
2.1. Co s& san xuat: Biotest AG (Pja chi co s¢ san xudt: Landsteinerstrasse 5, D-63303 Dreieich,
Duic);
Co s& xuit xwéng: Biotest Pharma GmbH (Bja chi: Landsteinerstrasse 5, D-63303 Dreieich, Dirc)
2 Intratect Globulin mién dich Dung Hop 1 lo x NSX 36 400410304124 1
nguoi trong d6 ¢c6 | dich tiém | 20ml; Hop 1 (QLSP-0802-
chua it nhat 96% truyén lo x 50ml; 14)
1gG - 50g/I tinh mach | Hop 1 1o x
100ml; Hop
1 1o x 200ml

3. Co s¢ diing ky: COng ty co phan Y té Dirc Minh (Bja chi: So 51, ngé 205, ngdch 323/83, dwong
Xudn Dinh, phuong Xudn Dinh, qudn Bac Tur Liém, thanh pho Ha Ngi, Viét Nam)




2

STT | Ténthudc | Hoat chat chinh - Dang Quycach | Tiéu | Tudi S6 diang ky S6
Ham lwong bao ché dong g6i | chuan | tho gia han lan
(thang) | (So dangky | gia
di cap) han
1) ) @) (4) ©) (6) () (8) 9)
3.1. Co sé san xuit: Centro Nacional de Biopreparados (BIOCEN) (Pja chi: Carretera Beltran Km
1 1/2, Bejucal, Mayabeque, Cuba)
3 | Heberbiovac | Mailiduviacxin | Hondich | Hop1llox | NSX 36 850310304224 | 1
HB 0,5ml chua: Protein tiém 0,5ml; Hop (QLVX-0748-
khéng nguyén bé 25 lo x 13)
mat HBsAg (d6 tinh 0,5ml
khiét > 95%) 10mcg
4 Quimi-Hib MOi liéu vac xin Dung Hop251lox | NSX 36 850310304324 | 1
0,5ml chtra: 10mcg | dich tiém | 0,5ml; Hop (QLVX-987-
Polysaccharide 1lox0,5ml; 17)
Polyribosylribitolph Hop chuia 10
osphate (PRP) cong hop x 1 lo x
hop véi 20,8 — 0,5ml; Hop
31,25mcg giai doc chura 6 hop x
t6 ubn van 25 lo x
0,5ml
5 | Heberbiovac | Mdi liéu vac xin iml | Hondich | Hop1lox | NSX 36 850310304424 | 1
HB chtra: Protein khang tiém Iml; Hop (QLVX-0624-
nguyén bé mat 25 lo x 1ml 13)
HBsAg (d6 tinh
khiét > 95%) 20mcg
4. Co sé ding ky: Cong ty TNHH M@t thanh vién Vicxin va Sinh pham sé 1 (Pja chi: Sé 1 pho
Yersin, Phuwong Pham Pinh Ho, Qudn Hai Ba Trung, Ha Ngi, Viét Nam)
4.1. Co sé san xuat:
Co sé san xuit lo bt dong khé: Serum Institute of India Pvt. Ltd. (Dja chi: 212/2, Hadapsar, Pune
411028, Maharastra state, An Dg);
Co s6 san xuét nwéc hdi chinh: Sovereign Pharma Pvt. Ltd. (Dja chi: 46/1-4, Kadaiya village, Nani
Daman, An Dg)
6 Measles, MOi liéu vac xin -~ | Botdong | Hop50lo | NSX 24 890310304524 | 1
Mumps and | hoan nguyén 0,5ml kho bot dong kho (QLVX-1045-
Rubella chua: Virus soi x 1 lidu vic 17)
Vaccine >1000 CCIDs; xin va 50
Live, Virus Quai bi >5000 ong dung
Attenuated CCIDsp; Virus moi nudc cat
(Freeze- rubella > 1000 pha tiém
Dried) CClIDsq 0,5ml
5. Co sé ding ky: Cong ty TNHH Sanofi-Aventis Viét Nam (Dja chi: S6 10 Ham Nghi, Phwong Bén
Nghé, Qudan 1, Thanh phé Ho Chi Minh, Viét Nam)
5.1. Co s& san xuat: Sanofi-Aventis Deutschland GmbH (bja chi: Industriepark Héchst,
BriningstralRe 50, D-65926 Frankfurt am Main, Durc)
7 Toujeo Insulin glargine 300 Dung Hop 5 bat NSX 30 400410304624 1
Solostar (don vi) U/ml dich tiém | tiém nap san (QLSP-1113-
thude x 18)
1,5ml

6. Co sé diang ky: F. Hoffmann - La Roche Ltd. (bia chi: Grenzacherstrasse 124, 4058 Basel, Thuy

Si)
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STT | Ténthudc | Hoat chat chinh - Dang Quycach | Tiéu | Tudi S6 diang ky S6
Ham lwong bao ché dong g6i | chuan | tho gia han lan
(thang) | (So dangky | gia
di cap) han
1) ) @) (4) ©) (6) () (8) 9)
6.1. Co sé san xuat: F. Hoffmann-La Roche Ltd. (Pja chi: Wurmisweg, CH-4303 Kaiseraugst, Thuy
Si)
8 Kadcyla Trastuzumab Bot pha Hop 1 lo NSX 36 760410304724 1
emtansine 100mg | dung dich (SP3-1217-21)
dam dac
dé pha
dung dich
tiém
truyén
9 Kadcyla Trastuzumab Bot pha Hop 1 lo NSX 36 760410304824 1
emtansine 160 mg | dung dich (SP3-1218-21)
dam dac
dé pha
dung dich
tiém
truyén
6.2. Co' s& san xuat: Chugai Pharma Manufacturing Co., Ltd. (Pia chi co sé san xudt: 16-3,
Kiyohara Kogyodanchi, Utsunomiya City, Tochigi, 321-3231, Nhdt Ban);
6.3. Co sé dong goi: F. Hoffmann-La Roche Ltd. (Dia chi: Wurmisweg, 4303 Kaiseraugst, Thuy Si)
10 Hemlibra Emicizumab Dung Hop 1 lo x NSX 24 499410304924 1
30mg/mi dich tiém 1ml (SP3-1211-20)
7. Co so dang ky: Ipsen Pharma (bia chi: 65 Quai Georges Gorse, 92100 Boulogne Billancourt
Cedex, Phap)
7.1. Co sé san xuit: Ipsen Biopharm Limited (Pja chi: Ash Road, Wrexham Industrial Estate,
Wrexham, CLWYD, LL 13 9UF, Anh)
11 Dysport Clostridium Bot pha Hop 1 lo NSX 24 500414305024 1
botulinum type A | dung dich (QLSP-1016-
toxin- tiém 17)
haemagglutinin
complex 500U
12 Dysport Clostridium Bot pha Hop 1 lo NSX 24 500414305124 1
botulinum type A | dung dich (QLSP-1015-
toxin- tiém 17)
haemagglutinin
complex 300U
8. Co sé dang ky: Organon Hong Kong Limited (Pia chi:Unit 48-136, 48/F, Lee Garden One, 33
Hysan Avenue, Causeway Bay, Hong Kéng)
8.1. Co s& san xut:
Co sé san xuit va déng goi cap 1: Vetter Pharma-Fertigung GmbH & Co. KG (Pja chi:
Schitzenstrasse 87 and 99-101,88212 Ravensburg, Duc);
Co sé dong géi cAp 2 va xuit xwong: N.V. Organon (Pia chi: Kloosterstraat 6, 5349 AB Oss, Ha
Lan)
13 Elonva Corifollitropin alfa Dung Hopchial | NSX 36 400410305224 1
150mcg/0,5ml dich tiém | xylanh déng (QLSP-1125-
san 0,5ml va 18)
01 Kim tiém
14 Elonva Corifollitropin alfa Dung Hop chita 01 | NSX 36 400410305324 1
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STT | Ténthudc | Hoat chat chinh - Dang Quycach | Tiéu | Tudi S6 diang ky S6
Ham lwong bao ché dong g6i | chuan | tho gia han lan
(thang) | (So dangky | gia
di cap) han
1) ) @) (4) ©) (6) () (8) 9)
100mcg/0,5ml dich tiém | xylanh dong (QLSP-1124-
san 0,5ml va 18)
01 Kim tiém
9. Co sé dang ky: Novo Nordisk A/S (Pia chi: Novo Alle 1, DK-2880 Bagsvaerd, Dan Mach)
9.1. Co s san xuit: Novo Nordisk A/S (Pia chi: Novo Alle 1, DK-2880 Bagsvaerd, Pan Mach)
15 NovoRapid Insulin aspart Dung Hop 5 bat NSX 30 570410305424 1
Flexpen 300U/3ml dich tiém | tiém bom (QLSP-0674-
san thudc x 13)
3ml
9.2. Co s& san xuit: Novo Nordisk A/S (Pia chi co sé san xuat: Novo Alle 1, DK-2880 Bagsvaerd,
Pan Mach; Pia chi co sé ldp rap, dan nhin va déng goi thir cap: Brennum Park 1, DK-3400 Hilleroed,
Dan Mach)
16 Tresiba Insulin degludec Dung Hop 5 but NSX 30 570410305524 1
FlexTouch 10,98mg/3ml dich tiém | tiém bom (QLSP-930-16)
100 U/mll san thudc x
3ml
9.3. Co s& san xuit: Novo Nordisk A/S (Pia chi co sé san xuat: Novo Alle 1, DK-2880 Bagsvaerd,
Pan Mach (Cach viét khdc: Novo Alle 1, Bagsvaerd, 2880, Pan Mach); Dja chi co sé ldp rép bat tiém:
Brennum Park 1, Hilleroed, 3400, Pan Mach (Cach viét khac: Brennum Park 1, DK-3400, Hilleroed,
Pan Mach); Dja chi co s¢ dong géi thir cap: Hallas Alle 1, Kalundborg, 4400, Pan Mach (Céch viét
khac: Hallas Alle 1, DK-4400, Kalundborg, Dan Mach))
17 Victoza Liraglutide Dung Hopchral | NSX 30 570410305624 1
18mg/3mi dich tiém bat tiém (QLSP-1024-
bom sin 17)
thude x 3ml;
Hop chua 2
bat tiém
bom sin
thude x 3ml;
Hop chuia 3
bat tiém
bom sin
thude x 3ml
9.4. Co s& san xuit: Novo Nordisk Production SAS (Pia chi: 45 Avenue d’Orléans, F-28000
Chartres, Phap)
18 Mixtard 30 Mbi 10ml chira Hon dich | Hop 1o x NSX 30 300410305724 1
Insulin Human tiém 10 ml (QLSP-1055-
(rDNA) (isophane 17)
insulin crystals) 700
IU, Insulin Human
(rDNA) (soluble
fraction) 300 IU
10. Co sé dang ky: Sanofi Pasteur (Pja chi: 14 Espace Henry Vallée, 69007 Lyon, Phap)
10.1. Co sé san xuat:
Co s& san xuét: Sanofi Pasteur (Pja chi: Dia diém san xudt 1: 1541, avenue Marcel Mérieux 69280
Marey I’Etoile - Phdp; Pia diém san xudt 2: Parc Industriel d’Incarville 27100 Val de Reuil, Phdp)
| 19 | VerorabVic | Mailiduvacxin | Vicxin | Hopllo,lo | NSX | 36 | 300310305824 | 1 |
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STT | Ténthudc | Hoat chat chinh - Dang Quycach | Tiéu | Tudi S6 diang ky S6
Ham lwong bao ché dong g6i | chuan | tho gia han lan
(thang) | (So dangky | gia
di cap) han
1) (2) 3) 4) (5) (6) ) (8) ©)
xin dai (bat | hoan nguyén 0,5ml | botdong | 1 liéu vac (QLVX-986-
hoat), diéu | chira: Virus dai bat | kho va xin dong 16)
ché trén hoat (chung Wistar | dung mdi | kho, kém 1
canhcidyté | Rabies PM/WI 38 hoan bom tiém
bao 1503-3M)>2,51U | nguyén nap san
0,5ml dung
moi NaCl
0,4%; Hop
10 lo, mdi lo
1 liéu vic
xin dong
khé, kem 10
bom ti€ém,
moi bom
tiém nap san
0,5ml dung
moi NaCl
0,4%
10.2. Co s6' san xuat:
Co sb san xuit, co sé déng ong, co sé dong gbi thir cip, co sé xuat xwéng: Sanofi Pasteur (Pja chi:
Parc Industriel d’Incarville, 27100 Val de Reuil, Phap);
Co s¢ dong dng, co sé dong goi thir cAp: Sanofi Winthrop Industrie (Bja chi co sé déng ong, co so
déng goi thir cap: 1051 boulevard Industriel, Le Trait, 76580, Phap);
Co so déng goi thir cip, co sé xuit xwéng: Sanofi Pasteur (Pja chi:1541 avenue Marcel Mérieux,
69280 Marcy I’Etoile, Phap)
20 Vaxigrip MJi liéu 0,5ml vac | Hondich | Hop 1 bom | NSX 12 300310305924 | 1
Tetra xin (dang manh, bat tiém tiém nap san (VX3-1230-21)
hoat) chira: 1 liéu 0,5ml
A/Victoria/4897/202

2 (HIN1)pdmQ9 - st
dung chung tuong
duong
(A/Victoria/4897/20
22, IVR-238) 15
mcg HA;
A/Darwin/9/2021
(H3N2) - str dung
chung tuong duong
(A/Darwin/9/2021,
IVR-228) 15 mcg
HA;
B/Austria/1359417/
2021 - str dung
chung tuong duong
(B/Michigan/01/202
1,
chung hoang da) 15
mcg HA;
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STT | Ténthudc | Hoat chat chinh - Dang Quycach | Tiéu | Tudi S6 diang ky S6
Ham lwong bao ché dong g6i | chuan | tho gia han lan
(thang) | (So dangky | gia
di cap) han
1) ) @) (4) ©) (6) () (8) 9)
B/Phuket/3073/2013
— str dung chung
tuong duong
(B/Phuket/3073/201
3, chung
hoang d&) 15 mcg
HA
10.3. Co sé san xuat: Global Biotech Products Co., Ltd. (Pja chi: 241 Gateway City Industrial
Estate, Moo 7, Huasamrong, Plaengyao, Chachoengsao 24190, Thai Lan)
21 Imojev Mai lieu 0,5ml viac | Botdong | Hop1lo NSX 36 885310306024 | 1
xin hoan nguyén kho chira 1 liéu (QLVX-1108-
chira: Virus Viém Vac xin bot 18)
n&o Nhat Ban ching dong kho va
SA14-14-2, tai to 1 lo dung
hop, séng, giam doc mdi chira
luc 4,0 -5,8 log 0,5ml dung
PFU dich NaCl
0,4% vo6
khuan kém 1
bom tiém va
2 kim tiém
10.4. Co sé san xut: Sanofi Pasteur Limited (Pja chi: 1755 Steeles Avenue West, Toronto, Ontario,
Canada, M2R 3T4, Canada)
22 Adacel MJai liéu 0,5ml Hondich | Hop 1lox1 | NSX 36 754310306124 1
chira: Giai doc to tiém lieu; Hop 5 (QLVX-1077-
uén vén 5LF; Giai lo x 1 liéu 17)
doc t6 bach hau 2Lf;
Ho ga vé bao: Giai
doc t6 ho ga (PT)
2,5mcg; Ngung két
t6 hdng cau dang soi
(FHA) 5mcg;
Pertactin (PRN)
3mcg; Ngung két td
2 + 3 (FIM) 5mcg
Ghi chu:

1. Céch ghi tiéu chudn chdt hrong thuéc tai cét (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house c6 ¥ nghia twong
dwong nhau, la tiéu chuan chat hrong thudc do cor sé san xuat xay dung va déu cd thé duroc ghi trén nhan thudc.

- Céach viét tat cac tiéu chudn chat lwong dwoc dién: Dugc dién Viét Nam (DDVN), Duoc dién Anh (BP), Duroc
dién My (USP), Dugc dién Nhat Ban (JP), Duoc dién Trung Quoc (CP), Dugc dién Chdau Au (EP), Duoc dién
Quoc té (IP)...

2. S6 dang ky tai cét (8):

- So ding ky gia han 1& sé dang ky dwoc cap theo quy dinh tai Phy luc VI Théng twe 08/2022/TT-BYT ngay
05/09/2022 ciia B¢ trirong B Y té quy dinh viée dang ky luu hanh thuéc, nguyén ligu 1am thuac.

- S6 dang ky da cdp (dwoc ghi trong ngodc don) la so dang ky da dwoc cap trieéc khi thude diwoc gia han theo
quyét dinh nay.




Phu luc IV

DANH MUC 09 SINH PHAM Y TE PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 50

(Kém theo quyét dinh sé: ..308....../0D-QLD, ngay .14./05./2024cua Cuc Qudn 1y Duroc)

STT | Ténthuéc | Hoat chat chinh - Dang Quycach | Tiéu | Tudi S6 ding ky S6
Ham lwong bao ché dong g6i | chuan | tho gia han lan
(thang) | (So dangky | gia
di cap) han
1) ) @) (4) ©) (6) (@) (8) 9)
1. Co sé ding ky: Cong ty cb phian thwong mai Dwgc Hoang Long (Pia chi: S6 143, duong s 17A,
Khu B, An Phii - An Khdnh, phwong An Pha, Qudn 2, Thanh phé Ho Chi Minh, Viét Nam)
1.1. Co s& san xuit: Biotest AG (Pja chi: Landsteinerstrasse 5, D-63303 Dreieich, Pirc); Co sé Xuat
xwong: Biotest Pharma GmbH (Dja chi: Landsteinerstrasse 5, D-63303 Dreieich, DurC)
1 Albiomin Albumin nguoi Dung Hop 1 lo x NSX 36 400410306224 1
20% 200g/1 dich tiém | 50ml; Hop (QLSP-0797-
truyén | 1lo x 100ml 14)
tinh mach
2. Co sé diang ky: Cong ty cé phan Vic xin va sinh pham Nha Trang (Pia chi: 26 Han Thuyén,
phuwong Xweong Hudn, thanh pho Nha Trang, tinh Khanh Hoa, Viét Nam)
2.1. Co sé san xuat: Cong ty Cé phan Vic xin va Sinh pham Nha Trang (Pja chi: Thén Cay Xoai,
x& Sudi Tan, huyén Cam Lam, tinh Khanh Hoa, Viét Nam)
2 Enterogran Goi 1g chua: Thudc | Hop 10 goi x | NSX 36 893400306324 1
Bacillus clausii bot 1g; Hop 20 (QLSP-954-16)
2.000.000.000 CFU g6i x 1g
3. Co sé¢ diang ky: Cong ty TNHH Lién doanh Hasan - Dermapharm (Bja chi: Lé B, Puwong sé 2,
KCN Péng An, phwong Binh Hoa, thi x& Thugn An, tink Binh Duong, Viét Nam)
3.1. Co sé san xuéat: Cong ty TNHH Lién doanh Hasan - Dermapharm (Pja chi: Lé B, Puong s6 2,
KCNBOA‘ng An, phwong Binh Hoa, thi x& Thugn An, tinh Binh Duong, Viét Nam)
3 Bolabio Saccharomyces Thudc | Hop 30 goi x | NSX 24 893400306424 1
boulardii 10° CFU bot 1g (QLSP-946-16)
4. Co sé dang ky: F. Hoffmann-La Roche Ltd (Pja chi: Grenzacherstrasse 124, 4058 Basel, Thuy Si)
4.1. Co sé san xuat: F. Hoffmann-La Roche Ltd. (Pja chi: Wurmisweg, 4303 Kaiseraugst, Thuy S7)
4 Avastin Bevacizumab Dung Hop 1 lo x NSX 24 760410306524 1
100mg/4ml dich ddm 4ml (QLSP-1010-
dac dé 17)
pha dung
dich
truyén
5. Co s¢ dang ky: Ferring Private Ltd. (bja chi: 168 Robinson Road, #13-01 Capital Tower,
Singapore 068912, Singapore)
5.1. Co sé san xuat: Co sé san xuat dung dich tiém va déng géi so cap: Vetter Pharma-Fertigung
GmbH & Co. KG (Pja chi: Schitzenstrasse 87, 99-101, 88212 Ravensburg, Duc); Co sé dong goi thir
cap: Ferring Controlled Therapeutics Limited (Pja chi: 1 Redwood Place, Peel Park Campus, East
Kilbride, Glasgow, G74 5PB, Virong quoc Anh); Co sé xuit xwéng: Ferring GmbH (Bja chi: Wittland
11, 24109 Kiel, Buc)
5 Rekovelle Follitropin delta Dung Hop 1 bat NSX 36 400410306624 1
12mcg/0,36ml dich tiém | tiém dong (SP3-1204-20)
san dung
dich tiém va
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STT | Ténthudc | Hoat chat chinh - Dang Quycach | Tiéu | Tudi S6 diang ky S6
Ham lwong bao ché dong g6i | chuan | tho gia han lan
(thang) | (So dangky | gia
di cap) han
1) ) @) (4) ©) (6) () (8) 9)
3 kim tiém
6 Rekovelle Follitropin delta Dung Hop 1 bat NSX 36 400410306724 1
36mcg/1,08ml dich tiém | tiém dong (SP3-1205-20)
san dung
dich tiém va
6 kim tiém
7 Rekovelle Follitropin delta Dung Hop 1 bat NSX 36 400410306824 1
72mcg/2,16ml dich tiém | tiém dong (SP3-1206-20)
san dung
dich tiém va
9 kim tiém
6. Co sé diang ky: Sanofi-Aventis Singapore Pte. Ltd. (Pja chi: 38, Beach Road, #18-11, South Beach
Tower, Singapore 189767, Singapore)
6.1. Co s& san xuat: Vetter Pharma-Fertigung GmbH & Co. KG (Pia chi: Eisenbahnstrasse 2-4,
88085 Langenargen, Pbuc); Co sé déong goi: Genzyme Corporation (Dbja chi: 11 Forbes Road,
Northborough, MA 01532, Hoa Ky)
8 Elaprase Idursulfase 6mg/3ml Dung Hop 1 lo x NSX 36 400410306924 1
dich dam 3ml (QLSP-HO03-
dac dung 1164-19)
cho dung
dich tiém
truyén
tinh mach
7. Co s& dang ky: Zuellig Pharma Pte. Ltd. (bia chi: 15 Changi North Way, #01-01, Singapore
498770, Singapore)
7.1. Co sé san xuat: Vetter Pharma - Fertigung GmbH & Co. KG (Pja chi: Schiitzenstrasse 87 and
99-101, 88212 Ravensburg, Purc); Co sé déng géi thir cAp: Vetter Pharma-Fertigung GmbH & Co.
KG (Pia chi: Mooswiesen 2, 88214 Ravensburg, Pirc); Co sé xuit xwong: AbbVie Biotechnology
GmbH (bja chi: Knollstrasse, D-67061 Ludwigshafen, Duc)
9 Humira Adalimumab Dung Hop 2 vi, NSX 24 400410307024 1
40mg/0,4ml dich tiém | mdi vi chira (QLSP-HO03-
1 syringe 1173-19)
dong san
thudc va mot
miéng bong
con
Ghi cha:

1. Céch ghi tiéu chudn chat lirong thuéc tai cét (6):

- Nha san xudt (NSX), Tiéu chuan nha san xuat (TCNSX), Tiéu chudn co sé (TCCS), In-house c6 ¥ nghia twong
drong nhau, la tiéu chuan chat lirong thudc do co sé san xuat xay dung va déu c6 thé diroc ghi trén nhan thuac.

- Céach viét tat cac tiéu chudn chat lwong dwoc dién: Dugc dién Viét Nam (DDVN), Duoc dién Anh (BP), Duroc
dién My (USP), Duoc dién Nhat Ban (JP), Duoc dién Trung Quoc (CP), Dugc dién Chdau Au (EP), Duoc dién
Quac té (IP)...

2. S6 dang ky tai cét (8):

- S6 dding ky gia han 1a sé dang ky dwoc cap theo quy dinh tai Phy luc VI Théng tw 08/2022/TT-BYT ngay
05/09/2022 ciia B¢ trirong B Y té quy dinh viée dang ky luu hanh thuéc, nguyén ligu lam thuac.

- 86 dang ky da cdp (dwoc ghi trong ngodc don) la so dang ky da dwoc cap trieéc khi thude diwoc gia han theo
quyét dinh nay.
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