BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc lap - Tw do - Hanh phiic
S6: 683 /QP-QLD Ha No¢i, ngay 25 thdang 10 nam 2022
QUYET PINH

Vé viéc ban hanh Danh muc 26 vic xin, sinh pham
dwoc cép, gia han gidy ding ky luu hanh tai Viét Nam - Dot 45
CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duwoc s6 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh sé 75/2017/ND-CP ngay 20/6/2017 cua Chinh phi quy
dinh chirc nang, nhiém vu, quyén han va co cau to chuc cua Bo Y té;
~ Can cir Thong tu s6 08/2022/T T-BYT ngay 05/9/2022 cua B truong Bo Y
té quy dinh viéc dang ky luwu hanh thuoc, nguyén lieu lam thuoc;
~ Can cir Quyét dinh so 7868/0D-BYT ngay 28/12/2018 cua Bg trucng Bg
Y té quy dinh chirc nang, nhiém vu, quyéen han va co cau t6 chirc cua Cuc Quan
ly Duoc thuoc Bo Y té;
Can cur y kié'ig cua Hoi ’do”‘ng tw van cap gidy dang ky leu hanh thudce,
nguyéen liéu lam thuoc - Bo Y té;
Theo dé nghi ciia Trieong phong Pang ky thudc - Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 26 véc xin, sinh
pham dugc cap, gia han gidy ding ky luu hanh tai Viét Nam - Dot 45, bao gom:

1. Danh muc 01 sinh phim duoc cép gidy dang ky luu hanh hiéu luc 03
nam - Dot 45 (tai Phy luc I kém theo Quyet dinh nay).

Sinh pham tai Danh muc nay c6 so dang ky vai ky hiéu SP3-...-22, hiéu
luc 03 nam ké tir ngay ky ban hanh Quyét dinh nay.

2. Danh muc 05 vic xin dugc gia han gidy ding ky lwu hanh hiéu lyc 05
nam - Dot 45 (tai Phu luc Il kem theo Quyéet dinh nay).

Cac véc xin tai Danh muc nay dugc gitr nguyén thong tin s6 ding ky da
duoc cap va c¢é hi€u lyc 05 nam ké tir ngay ky ban hanh Quyét dinh nay.

3. Danh myc 01 sinh pham dugc gia han gidy dang ky luu hanh higu lyc
03 nam - Dot 45 (tai Phu luc IIl kem theo Quyét dinh nay).

Sinh pham tai Danh muc nay dugc gitr nguyén thong tin sd dang ky da
duoc cap va c6 hiéu luc 03 nam ké tir ngay ky ban hanh Quyét dinh nay.

4. Danh muc 19 sinh pham duoc gia han gidy dang ky luu hanh hiéu luc
05 nam - Dot 45 (tai Phu luc IV kem theo Quyét dinh nay).



Cac sinh pham tai Danh muc nay dugc gitr nguyen thong tin sO dang ky
da duogc cap va cd hi€u luc 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 xut, cung cap thuoc vao Viét Nam theo dung cac ho 50, tai liéu da
dang ky v61 Bo Y té va phai in s6 ding ky dugc Bo Y té Viét Nam cap 1én nhéin
thude.

2. Chép hanh day du phéap luat cia Viét Nam va cac quy dinh ctia Bo Y té
vé san xuat, nhip khau thudc va luu hanh thudc tai Viét Nam, néu ¢ bat ctt thay
d6i gi trong qua trinh luu hanh thudc & nude so tai va & Viét Nam thi phai bao
c40 ngay cho Cuc Quan 1y Duoc - BO Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chat luong ciia thude theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y € quy
dinh vé chat lugng thudc, nguyén li€u lam thudc.

4. Cap nhat nhan thudc va to hudng 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 sir dung thude trong thoi
han 06 thang ké tir ngay ky ban hanh Quyét dinh nay theo hinh thie thay d6i, bd
sung gidy dang ky luwu hanh thudc quy dinh tai Thong tu s6 08/2022/TT-BYT
ngdy 05/9/2022 cia Bo truong Bo Y té quy dinh viéc dang ky luu hanh thude,
nguyén liéu 1am thude.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thuc duoc
gia han giéy dang ky luu hanh tai Phu luc 2, Phu luc 3, Phu luc 4 c6 thay ddi vé
noi dung hanh chinh (bao gém cd mdu nhan, to huéng dan sir dung) phai san
xudt (461 voi véc xin, sinh pham san xuit trong nudc), nhap khau (di véi vic
xin, sinh pham nhap khau), lvu hanh véi cac ndi dung di dugc phé duyét thay
d6i trong ho so dang ky gia han.

6. Phdi hop voi céc co so y té dy phong, co so diéu tri dé thuc hién theo
dung cac quy dinh hién hanh vé thudc ké don, theo ddi an toan, hi¢éu qua, tac
dung khong mong muén ctia thude trén nguol Viét Nam va tong hop, bao cdo
theo quy dinh tai Diéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 ctia Bo
truong BO Y té quy dinh viéc ding ky luu hanh thude, nguyén lidu lam thube doi
véi cac thude thuoe Danh muc ban hanh kém theo Quyét dinh nay.

7. Co s ding ky thudc phai bao dam duy tri diéu kién hoat dong trong
thoi han hiéu luc cta gidy ding ky luu hanh thubc, nguyén liéu 1am thudc.
Trong truong hop khong con dap ung du diéu kién hoat dong, co so dang ky
phai ¢6 trach nhiém thyc hién thay d6i co s dang ky theo quy dinh tai Thong tu
s0 08/2022/TT-BYT ngay 05/9/2022 cua Bo truong Bo Y € quy dinh viéc dang
ky luu hanh thudc, nguyén liéu 1am thudc trong thoi han 30 ngay ké tir ngdy co
s& dang ky khong con du diéu kién hoat dong.

8. Co so dang ky thuoc phai bao cao BO Y té vé cap nhét tinh trang dap
tmg Thuc hanh tot san xuit ctia co s& san xudt thudc, nguyén liéu 1am thude.



Truong hop co s san xudt bi thu hdi gidy phép san xuét hoic khong dap tmg
Thuc hanh tét san xuét thudc, nguyén li¢u lam thudc & nude so tai, co so phai
thuc hién viéc bao cdo trong thoi han 15 ngay ké tir ngdy c6 théng bao cia co
quan quan 1y c6 thAm quyén nudc sé 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 luc ké tir ngay ky ban hanh.

Piéu 4. Giam déc So Y té cac tinh, thanh phd truc thudc Trung wong,
giam doc co so sdn xuat va co s¢ dang ky co thuodc tai Bi€u 1chiu trach nhiém
thi hanh Quyét dinh nay./.
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Phu luc I

DANH MUC 01 SINH PHAM PUQC CAP GIAY PANG KY LUU HANH TAI

(Ban hanh kém theo Quyét dinh so:

VIET NAM HIEU LUC 03 NAM - DQT 45

683

cua Cuc Quan ly Duoc.)

/OP-OLD, ngay .....25../.10../2022

1. Co s& diang ky: Pfizer (Thailand) Limited (Pia chi: Floor 36, 37 United Center
Building, 323 Silom Road, Silom, Bangrak, Bangkok 10500, Thai Lan)

1.1. Co sé san xuat va déng géi cap 1: Co sé san xuat bot dong kho: Pfizer
Manufacturing Belgium NV (Pia chi: Rijksweg 12, Puurs 2870, Bi). Co' s¢ sin xuit dung
moi: Vetter Pharma-Fertigung GmbH & Co. KG (DPia chi: Schuetzenstrasse 87 und 99-
101, 88212 Ravensburg, Duc)

Co sé déng goi cap 2 & xuat xuwong: Wyeth Pharmaceuticals (Pia chi: New Lane, Havant
Hampshire, P09 2NG, Anh)

Tén | Hoat chatchinh | Dang | Tudi | Tiéu | Quycich déng | SO ding ky
STT | thudc - Ham lwgng bao ché | tho | chuin g0i
1. Enbrel | Madi lo chta Bot 36 TCCS | Hopchura 04 1o | SP3-1243-22
etanercept 25mg dong thang bot dong kho
kho pha pha tiém, 4
tiém va bom tiém dong
dung san 1 ml dung
moi pha moi, 4 kim
tiém tiém, 4 dau néi
va 8 miéng

bong tam con




Phu luc II
DANH MUC 05 VAC XIN PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - POQT 45

(Ban hanh kém theo Quyét dinh so6: ...83..../OP-OLD, ngay .....23.../.10../2022 .
cua Cuc Quan ly Duoc.)

1. Co sé ding ky: Vién Vic xin va Sinh pham y té (IVAC) (Dia chi: S6 9 Pasteur - Nha
Trang - Tinh Khanh Hoa - Viét Nam)
1.1. Co s& san xuét: Vién Vic xin va Sinh phidm y té (IVAC) (Pia chi: S 9 Pasteur - Nha
Trang - Tinh Khanh Hoa - Viét Nam)

STT Tén Hoat chit chinh - Dang | Tuoi Tiéu | Quy cach | S6 diing | Lan
thudc Ham lugng bao tho chuin | déng géi ky gia
ché han
1. |IVACFL | Mai liéu 0,5ml chira: | Dung 12 TCCS | Hop 11o, | QLVX- 01
U-S (Vic | Khang nguyén bé dich | thang 1019,101 | HO3-
xin cim | mit tinh ché virus tiém | kétu licux | 1137-19
mua cum cua cac chung: ngay 0,5ml;
dang Ching A/HIN1 CO sO
manh bat | (A/Guangdong- san
hoat) Maonan/SWL1536/ xuét
2019): 15mcg; bat dau
Chung A/H3N2 tién
(A/Hongkong/2671/ hanh
2019): 15mcg; thir
Chung B nghiém
(B/Washington/02/ cong
2019): 15mcg hi¢u
cho két
qua co
gia tri

2. Co s¢ dang ky: GlaxoSmithKline Pte Ltd. (Dia chi: 23, Rochester Park, Singapore
139234, Singapore)

2.1. Co s& san xuit:

Co s& sian xuat: GlaxoSmithKline Biologicals SA (Dia chi: Parc de la Noire Epine, Rue
Fleming 20, Wavre, 1300, Bi)

Co sé xuit xuwéng: GlaxoSmithKline Biologicals SA (Pia chi: Rue de L’Institut 89,
Rixensart, 1330, Bi)

STT Tén Hoat chit chinh - Dang | Tudi | Tiéu Quy cich | S0 ding | Lan
thudc Ham luwgng bao tho | chuin| dong géi ky gia
ché han
2. | Engerix | HBsAg20mcg/1 ml Hon 36 | TCCS | Hop 1 1o; 10 | QLVX- 01
B dich | thang lo x Iml 0766-13
tiém




3. Co s¢ diang ky: Merck Sharp & Dohme (Asia) Ltd. (Dia chi: 27/F, Lee Garden Two, 28
Yun Ping Road, Causeway Bay, Hong Kong)

3.1. Co sé san xuit: Merck Sharp & Dohme Corp. (Pia chi: 770, Sumneytown Pike, West
Point, PA 19486, My)

Co sé déng géi thir cAp: Merck Sharp & Dohme B.V (Dia chi: Waarderweg 39, Haarlem,
2031 BN, Ha Lan)

STT Tén Hoat chit chinh - Dang | Tubi | Tiéu Quy cach | S6 ding | Lan
thudc Ham luwgng bao tho | chuin| dong géi ky gia
ché han
3. | Gardasil | Madi liéu 0,5 ml vac Hon 36 | TCCS | Hopllo, | QLVX- | o0l
Xin i to hop ti gia dich | thang 10 o x 883-15
phong vi-rat HPV & tiém 0,5ml;

nguoi typ 6,11,16,18
chtra protein L1
HPV6: 20mcg;
protein L1 HPV11:
40mcg; protein L1
HPV16: 40mcg va
protein L1 HPV18:
20mcg

4. Co s¢ dang ky: Pfizer (Thailand) Limited (Dia chi: No. 323 United Center Building,
Floors 36™ and 37", Silom Road, Silom Sub-district, Bang Rak district, Bangkok Metropolis,
Thai Lan)

4.1. Co sé san xuit va dong goi cip 1: Pfizer Ireland Pharmaceuticals (Dia chi: Grange
Castle Business Park, Clondalkin, Dublin 22, Ireland)

Co s déng g6i cap 2 va xuit xwéng: Pfizer Manufacturing Belgium NV (Dia chi:
Rijksweg 12, Puurs, 2870, Bi)

STT Tén Hoat chit chinh - Dang | Tubi | Tiéu Quy cach | S6 ding | Lan
thudc Ham lugng bao tho | chuin | doéng goi ky gia
ché han
4. | Prevenar | Mbi liéu don 0,5ml Hon 36 | TCCS |Hop 1 bom | QLVX- | 01
13 c6 chura: dich | thang titm dong | HO3-
Huyét thanh tuyp 1 tiém san ~ 0,5ml | 1142-19
polysaccharid phé kem 1 kim
cau khuan 2,2mceg; tiem;  Hop
Huyét thanh tuyp 3 10 bom tiém
polysaccharid phé dong san
ciu khuan 2,2mcg; 0,5ml kém
Huyét thanh tuyp 4 10 kim tiém
polysaccharid phé
ciu khuan 2,2mceg;
Huyét thanh tuyp 5
polysaccharid phé
cau khuan 2,2mcg;
Huyét thanh tuyp 6A
polysaccharid phé
cau khuan 2,2mcg;
Huyét thanh tuyp 6B
polysaccharid phé




cu khuan 4,4mcg;
Huyét thanh tuyp 7F
polysaccharid phé
cau khuan 2,2mcg;
Huyét thanh tuyp 9V
polysaccharid phé
cau khuan 2,2mcg;
Huyét thanh tuyp 14
polysaccharid phé
ciu khuan 2,2mceg;
Huyét thanh tuyp
18C polysaccharid
phé cau khuan
2,2mcg; Huyét thanh
tuyp 19A
polysaccharid phé
cau khuan 2,2mcg;
Huyét thanh tuyp
19F polysaccharid
phé cau khuan
2,2mcg; Huyét thanh
tuyp 23F
polysaccharid phé
ciu khuan 2,2mceg;

5. Co s¢ dang ky: Trung tim Nghién ciru sin xuit Vic xin va Sinh pham Y té (Dia chi:

s6 135 Lo Puc, phuong Pdng Méc, quan Hai Ba Trung, thanh phé Ha Noi, Viét Nam)

5.1. Co s6 san xuét: Trung tim Nghién ciru San xuit Vic xin va Sinh phim Y té (Dia

chi: s6 135 Lo Bic, phudng Pong Mac, quan Hai Ba Trung, thanh phd Ha Noi, Viét Nam)

STT Tén Hoat chit chinh - Dang | Tudi | Tiéu Quy cich | S6 ding | Lan
thudc Ham lugng bao tho | chuin | dong goi ky gia
ché han
5. |Vvacxin | Mbdiliéu 0,1ml Dung |24 TCCS | Hop chta 10 | QLVX- 01
bai li¢t (tuong duong 2 giot) dich | thang lo x 2ml x| HO02-
udng nhi | chira vius bai liét uéng | & 20 lidu; hop | 1051-17
lién séng, giam doc luc nhiét chira 10 lo x
chung Sabin gom 2 do Iml x 10
typ: -20°C lidu
- Typ 1 >10%° +5°C;
CCIDsg 06
- Typ3>10°° thang
CCIDsg o
nhiét
do 2°-

8°C




Phu luc 1T

DANH MUC 01 SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH TAI
VIET NAM HIEU LUC 03 NAM - POT 45

(Ban hanh kém theo Quyét dinh so: ...983.... /OP-OLD, ngay ...25..../10../.2022
cua Cuc Quan ly Duoc.)

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

1.1. Co sé san xuat: Merck Serono S.p.A (Dia chi: Via Delle Magnolie 15 (loc.frazione
Zona Industriale), 70026 Modugno (BA), Y)

STT | Tén thudc Hoat chit Dang | Tuoi | Tiéu Quy cich | S6 ding ky | Lan
chinh — Ham | bao ché | tho | chuan dong goi gia
lugng han
1. | Gonal-f Follitropin alfa | Dung 24 TCCS Hop 1 6ng QLSP- 01
900IU/1,5ml dich thang (cartridge) | H02-1074-
(66 mcg/1,5ml) | ti€m chura trong 1 17
pha san but ¢6 san
trong 1,5ml dung
bt dich tiém
va 20 kim dé
dung vai but
tiém.




Phu luc IV

DANH MUC 19 SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH TAI
VIET NAM HIEU LUC 05 NAM - POT 45

(Ban hanh kém theo Quyét dinh sé: .883...../0P-OLD, ngay ...25..../.10../.2022.
cua Cuc Quan ly Duoc)

1. Co s& dang ky: Allergan Singapore Pte. Ltd. (Dia chi: 20 Pasir Panjang road, #09-25,
Mapletree Business city, Singapore (117439))

1.1. Co s& san xuit: Allergan Pharmaceuticals Ireland (DPia chi: Castlebar Road,
Westport County Mayo, Ireland)

STT | Tén thudc | Hoat chit Dang | Tuoi | Tiéu | Quycach |S6édingky | Lan
chinh — Ham | bao ché | tho | chuin dong goi gia
luwgng han
1. | Botox Botulinum Bot séy 36 TCCS Hop 1 1o QLSP-815- 01
toxin* type A | kho thang 14
(* tir vi khuan | chéan
Clostridium khong
botulinum) vo
100 don vi/lo | Khuan
deé pha
dung
dich
tiém

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

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

STT | Tén thudc Hoat chat Dang | Tudi | Tiéu Quy cich | S6 diangky | Lan
chinh - Hdm | baoché | tho | chuan dong goi gia
lugng han
2. | Peg- Pegfilgrastim Dgng 24 TCCS Hop chira 1 QLSP- 01
Grafeel 6,0mg/0,6ml dich thang i 0636-13
tiém bom tiém
dong san
thube 0,6ml
3. Co sé diang 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)
3.1. Co s& san xuat:M/s. Biocon Limited (Dia chi: Special Economic Zone, Plot No. 2, 3,4
& 5 Phase-1V, Bommasandra-Jigani Link Road, Bommasandra Post, Bengaluru-560099, An
bo)
STT | Tén thudc | Hoat chit Dang | Tudi | Tieu | Quycach |Sbédingky | Lan
chinh - Hdm | bao ché | tho | chuan déng géi gia
luwgng han
3. | Insunova- | Insulin Dung 24 TCCS Hop 1 lox | QLSP-908- 01
G Glargine dich | thang Sml; Hop 1 15
(rDNA origin) tiém lo x 10ml
1001U/ml




4. Co s¢ dang ky: Boehringer Ingelheim International GmbH (Dia chi: Binger Strafle
173, 55216 Ingelheim am Rhein, Dtc)

4.1. Co s& san xuit: Boehringer Ingelheim Pharma GmbH & Co. KG (Pia chi:
Birkendorfer Str. 65 88397 Biberach a. d. R., Puc)

STT | Tén thudc Hoat chat Dang | Tudi | Tiéu Quy cich | S6 diang ky | Lan
chinh — Ham | bao ché | tho | chuan dong goi gia
lugng han
4. | Actilyse Alteplase Bot 36 TCCS | Hopgom1 | QLSP-948- 01
50,0mg/lo dong | thang lo bot dong 16
kho va khovallo
dung nude cit pha
moi dé tiém
pha
dung
dich
tiém
truyén

5. 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).

5.1. Co sé san xuit: Cilag AG (Dia chi: Hochstrasse 201, 8200 Schaffhausen, Thuy S¥).

Co s6 xuit xudéng: Janssen Biologics B.V. (Dia chi: Einsteinweg 101, Leiden, 2333 CB,
Ha Lan)

STT | Tén thudc | Hoat chit Dang | Tuoi | Tiéu | Quycach |S6dingky | Lan
chinh — Ham | baoché| tho | chuin dong goi gia
luwgng han
5. | Remicade | Infliximab Bo6t pha 36 TCCS Hop 1 lo QLSP-970- 01
100mg dung | théng 16
dich
dam
ddc dé
pha
dung
dich
truyén
5.2. Co so san xuat: Cilag AG (Dia chi: Hochstrasse 201, 8200 Schaffhausen, Thuy S¥)
STT | Tén thudc Hoat chat Dang | Tudi | Tiéu Quy cich | S6 diangky | Lan
chinh — Ham | bao ché | tho | chuin dong goi gia
lugng han
6. | Stelara Ustekinumab Dung 36 TCCS |Hop 1 bom QLSP- 01
45mg/0,5ml dich thang titm  chua | H02-984-
tiém san  0,5ml 16
thudc
7. | Eprex Epoetin alfa Dung 18 TCCS |Hop 6 ong | QLSP-971- 01
2000 U 20001U/0,5ml dich thang tiétm  chua 16
tiém san 0,5ml

thuoc kém
kim tiém an
toan




8. | Eprex Epoetin alfa Dung 18 TCCS |Hop 6 ong | QLSP-975- 01
4000 U 40001U/0,4ml dich thang tiétm  chua 16
tiém san 0,4ml
thuéc  kém
kim tiém an
toan.
9. | Eprex Epoetin alfa Dung 18 TCCS |Hop 6 ong | QLSP-974- 01
10000 U 10000 IU/1ml dich thang tiétm  chua 16
tiém san Iml
thuéc  kém
kim tiém an
toan.

6. Co s¢ diang ky: Merck Export GmbH (Pia chi: Frankfurter Strale 250, 64293
Darmstadt, Dtic)

6.1. Co sé sian xuat: Merck Serono S.p.A (Dia chi: Via Delle Magnolie 15, (Loc. Frazione
Zona Industriale), 70026 Modugno (BA), Y)

STT | Tén thudc | Hoat chit Dang | Tudi | Tieu | Quycach |Sbédingky | Lén
chinh — Ham | bao ché | tho | chuan dong goi gia
lwgng han
10. | Ovitrelle | Choriogonadot | Dung 24 TCCS |Hop gom 1 QLSP- 01
ropin alfa dich thang but chua | 0784-14
250pg tiém 0,5ml dung
(mcg)/0,5ml pha san dich  tiém
trong pha san va 1
but kim dé dung
véi but tiém
7. Co sé dang ky: F. Hoffmann-La Roche Ltd. (Dia chi: Grenzacherstrasse 124, CH-4070
Basel, Thuy S¥)
7.1. Co sé san xuit: Roche Diagnostics GmbH (Dia chi: Sandhofer Strasse 116, 68305
Mannheim, Drrc)
STT | Tén thudc Hoat chat Dang. Tudi | Tiéu Quy cich | S6 diangky | Lan
chinh - Hdam | baocheé | tho | chuan dong goi gia
lugng han
11. | Recormon | Epoetin beta Dung 24 TCCS | Hop 6 bom | QLSP-821- 01
2000IU/0,3ml dich | thang tiém  dong 14
tiém san thuoc
(0,3ml) va 6
kim tiém
8. Co s¢ dang ky: F. Hoffmann-La Roche Ltd. (Dia chi: Grenzacherstrasse 124, 4058
Basel, Thuy Sy)
8.1. Co sé san xuit: Roche Diagnostics GmbH (DPia chi: Sandhofer Strasse 116, 68305
Mannheim, Dirc)
Co sé déng goi va xuit xwong: F. Hoffmann-La Roche Ltd. (Pia chi: Wurmisweg, 4303
Kaiseraugst, Thuy SY)
STT | Tén thudc Hoat chat Dang Tudi | Tiéu Quy cich | S6 diang ky | Lan
chinh — Ham | bao ché | tho | chuan dong goi gia
lugng han




12.

Tecentriq

Atezolizumab
1200mg/20 ml

Dung
dich
dam

ddc dé
pha
dung
dich
tiém

truyén

36
thang

TCCS

Hop 1 lo
20ml

QLSP-
HO3-1135-
18

01

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

9.1. Co sé san xuit: Biocodex (Dia chi: 1, Avenue Blaise Pascal, 60000 Beauvais, Phap)

STT | Tén thudc Hoat chat Dang | Tudi | Tiéu Quy cich | S6 diangky | Lan
chinh — Ham | bao ché | the | chuan dong goi gia
lwgng han
13. | Bioflora Saccharomyces | Bot pha | 36 TCCS | Hop 20 goi VN-16392- 01
100mg boulardii hon thang 13
CNCM 1-745 dich
100 mg/goi uong
14. | Bioflora Saccharomyces | Vién 36 TCCS | Lo 10 vién VN-16393- 01
200mg boulardii nang | thang 13
CNCM 1-745 cing
200mg
10. Co sé diing ky: Cong ty TNHH MTV VAC XIN PASTEUR PA LAT (Pia chi: 18 L&
Hong Phong, Phuong 4, Thanh pho Pa Lat, Tinh Lam Pong, Viét Nam)
10.1. Co s& san xuat: Cong ty TNHH MTV VAC XIN PASTEUR PA LAT (Dia chi: 18
L& Hong Phong, Phuong 4, Thanh pho Pa Lat, Tinh Lam Pong, Vi¢t Nam)
STT | Tén thuéc | Hoat chat Dang | Tudi | Tiéu | Quycach |S6édingky | Lan
chinh — Ham | bao ché | the | chuan dong goi gia
luwgng han
15. | Biosubtyl | Lactobacillus Bot 24 TCCS | Hop 10; 25; QLSP- 01
DL acidophilus thang 40 goi x goi | 0767-13
3x10” CFU/g, lg
Bacillus
subtilis 3x10’
CFU/g
11. Co s& ding ky: Cong ty ¢d phan Dugc - Trang thiét bi Y té Binh Dinh (BIDIPHAR)
(Pia chi: 498 Nguyeén Thai Hoc, phuong Quang Trung, thanh pho Quy Nhon, tinh Binh
Pinh, Viét Nam)
11.1. Co s& san xuat: Cong ty c6 phin Dwogc - Trang thiét bi Y té _Binh Dinh
(BIDIPHAR) (bPia chi: 498 Nguyen Thai Hoc, phuong Quang Trung, thanh phd Quy Nhon,
tinh Binh DPinh, Viét Nam)
STT | Tén thuéc | Hoat chat Dang | Tudi | Tiéu | Quycich |Sédingky | ;»
, \ \ V' x . L. an
chinh - Ham | baoché | tho | chuan dong goi gia

lwgng

han




16. | Lacbiosyn | Lactobacillus Thubc 36 TCCS | Hop 10 goi; | QLSP-851- 01
acidophilus b(}t thang 20 goi; 30 15
10° CFU/gdi uong g6i; 100 goi

12. Co s& dang ky: Novo Nordisk A/S (Pia chi: Novo All¢, DK-2880 Bagsvard, Pan
Mach)
12.1. Co s& san xuat: Novo Nordisk A/S (Pia chi: Novo Allé, DK-2880 Bagsvaerd, Dan
Mach)

STT | Tén thudc Hoat chat Dang | Tudi | Tiéu Quy cach | S6 diangky | Lan
chinh — Ham | bao ché | tho | chuan dong goi gia
luwgng han
17. | Mixtard Insulin nguoi Hon 30 TCCS |Hop 5 but| QLSP-927- 01
30 (rDNA) (30% dich | thang tiém  bom 16
Flexpen insulin hoa tan tiém san chira 3ml
100 IU/ml | va 70% insulin
isophan)
1001U/ml

13. Co sé dang Kky: Zuellig Pharma Pte., Ltd (Dia chi: 15 Changi North Way #01-01,
Singapore 498770, Singapore)

13.1. Co sé san xuét: AbbVie Inc. (Pia chi: 1401 Sheridan Road, North Chicago, IL 60064,
Hoa Ky)

STT | Tén thudc Hoat chat Dang | Tudi | Tiéu Quy cich | S6 diangky | Lan
chinh — Ham | bao ché| tho | chuin dong goi gia
lugng han
18. | Survanta | Phospholipids Hon 18 TCCS Hop 1 Io QLSP-940- 01
25mg/ml dich | thang 4ml 16
tiém
13.2. Co s san xuit: Vetter Pharma- Fertigung GmBH & Co. KG (Pia chi:
Schiitzenstrasse 87 and 99-101, 88212 Ravensburg, Durc)
Co sé déng goi thir cAp: Abbvie Deutschland GmbH & Co. KG (Pia chi: Knollstrasse, D-
67061 Ludwigshafen, Dtrc).
Co s& xuit xwomg: Abbvie Biotechnology GmbH (Pia chi: Knollstrasse, D-67061
Ludwigshafen, Duc)
STT | Tén thudc Hoat chat Dang | Tudi | Tiéu Quy cich | S6 diangky | Lan
chinh — Ham | bao ché | tho | chuan dong goi gia
lugng han
19. | Humira Adalimumab Dung 24 TCCS Hop 2 vi, QLSP- 01
40mg/0,4ml dich | thang mdi vi chira | HO3-1172-
tiém 1 but tiém 19
chtra 1 bom
tiém dong
san thudc
(adalimumab
40mg/0,4ml)
va mot
miéng bong
con.




