BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Djc 1ap - Tu do - Hanh phic
Sé: 172 /QD-QLD Ha Ngi, ngay 20 thing 03 ndm 2023
QUYET PINH

Vé viéc ban hanh Danh muc 29 vic xin, sinh phim
dwge cap, gia han giay ding ky luwu hanh tai Viét Nam - Dot 46

CUC TRUONG CUC QUAN LY DUQC

Can cr Ludt Duoc sd 105/2016/QH]13 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 vy, quyen han va co cdu t6 chirc ciia B6 Y té;

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

Can cir Quyét dinh s6 7868/0P-BYT ngay 28/12/2018 ciia BY trucng Bo Y té
quy dinh chire ndng, nhiém vy, quyén han va co cau t6 chirc ciia Cuc Quan 1y Dirge
thuéc B Y té;

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

Theo dé nghi ciia Trieong phong Pang ky thuoe, Cuc Quan 1y Duegc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy Danh muc 29 vic xin, sinh phim
dugc cip, gia han gidy dang ky luu hanh tai Viét Nam - Dot 46, bao gom:

1. Danh muc 01 sinh phém duogc cap gidy dang ky luu hanh hiéu lyc 03 nim -
Dot 46 (Phu luc I kem theo Quyét dinh nay).

2. Danh muc 27 véc xin, sinh pham duoc gia han gidy dang ky luu hanh hiéu
luc 05 nam - Dot 46 (Phu luc II kém theo Quyét dinh nay).

3. Danh myc 01 sinh pham dugc gia han gidy dang ky luu hanh hiéu lyc 03 nam
- Dot 46 (Phu luc III kém theo Quyét dinh nay).

Piéu 2. Co sd san xut va co sé dang ky thude c6 trach nhiém:

1. San xuat, cung cap thudc vao Viét Nam theo ding cac hd so, tai liéu di dang
ky v6i B Y té va phai in s6 ding ky dugc Bo Y té Viét Nam cip 1én nhan thude.

2. Chap hanh day du phap luat ciia Viét Nam va cac quy dinh ciia BO Y té vé
san xuét, nhap khéu thudc va luu hanh thude tai Viét Nam, néu co bat cr thay doi gi
trong qua trinh luu hanh thudc ¢ nude so tai va ¢ Viét Nam thi phai bio cdo ngay cho
Cuc Quan 1y Duoc - B6 Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chuan chat lugng cua thudc theo quy dinh tai
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 cta Bo truong Bo Y té quy dinh vé
chat luong thubc, nguyén liéu lam thubc, Thong tu sé 03/2020/TT-BYT ngay
22/01/2020 cua Bo truong Bo Y té stra d6i, bd sung mot sé diéu cua Thong tu
11/2018/TT-BYT quy dinh vé chit luong thube, nguyén liéu lam thude.

4. Cap nhat nhan thudc, to huéng 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 nhan thudc,
nguyén liéu lam thudc va to huéng dan sir dung thudc 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 Théng tu s6 08/2022/TT-BYT.



5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugc gia han
gidy dang ky luu hanh tai Phu luc II, 1II ¢6 thay (101 vé noi dung hanh chinh (bao gom
ca mdu nhan, to huong dan sir dung) phai san Xudt (d01 v6i vac xin, sinh phdm san
xuit trong nudc), nhap khau (d6i véi vic xin, sinh pham nhap khau), luu hanh véi cac
noi dung da dugc phé duyét thay doi trong ho so ding ky gia han.

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

7. Co s6 ding ky thube phai bao dam duy tri diéu kién hoat dong trong thdi han
hiéu lyc ciia gidy dang ky luu hanh thudc, nguyén liéu lam thubc. Trong truong hop
khong con dap tng du diéu kién hoat dong, co s¢ dang ky phai cé trach nhiém thuc
hién thay doi co so ding ky theo quy dinh tai Thong tu sO 08/2022/TT-BYT ngay
05/9/2022 cia Bo truong Bo Y té quy dinh viéc dang ky luu hanh thuc, nguyén liéu
lam thubc trong thoi han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién
hoat dong.

8. Co s& dang ky thudc phai bdo cdo BO Y té vé cép nhat tinh trang dap tng
Thyc hanh tét san xuat cla co 5O san Xudt thuéc nguyén liéu lam thude. Truong hop
co s& san xuét bi thu hoi gidy phép san xuét hodc khong dap tmg Thuc hanh tét san
xuat thudc, nguyén lidu lam thude & nude so tai, co s phai thyc hién viéc bao cao
trong thoi han 15 ngdy ké tir ngay c6 thong bdo cua co quan quan 1y c6 thim quyén
nude so tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi dinh s6 54/2017/ND-CP
ngdy 08/5/2017 ctia Chinh phii quy dinh chi tiét mot sb diéu va bién phap thi hanh
Luat Duoc.

Piéu 3. Cac thube dugc gia han gidy dang ky luu hanh tai Phy lyc II va Phy lyc
III Quyét dinh nay dugc tlep tuc str dung so6 dang ky da cap trude khi gia han trong
thoi han toi da 12 thang ké tir ngay dugc cAp sb ding ky gia han theo quy dinh tai Phu
luc VI ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

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

Piéu 5. Giam dbc S¢ Y té cac tinh, thanh phd truc thudc Trung wong va Giam
dbc co so san xudt va co sd ding ky co thude tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: CUC TRUONG

- Nhu biéu 5; i gy

- Bo truéng BYT (dé b/c); oS

- Thtr trudng DS Xuan Tuyén (dé blc); /
- Cuc Quan y - BO Qubc phong, Cuc Y té - BO Cong Jm):
Cuc Y té GTVT - Bo Giao thong vén tai; Tong Cuc Hal\ :,’”
quan - B9 Tai chinh; N\ -
- B4o hiém x3 hoi Viét Nam; \ T4 x .

- Bd Y t& Vu PC, Cuc YTDP, Cuc KHCN&DT; Cuc Vi Tuan Cwong
QLKCB, Thanh tra B, Van phong NRA, Van phong

HDTV cap GPKLH thudc, NLLT;

- Vién KPQG VX&SPYT, Vién VSDTTW;

- Tong Cong ty Dugc VN — CTCP, Céc Cong ty XNK dugc

pham (xem Website Cuc QLD);

- Céac Bénh vién & Vién c6 giudng bénh truc thuéc BYT;

- Cuc QLD: c4c phong QLGT, QLKDD, QLCLT, PCTTra,

VP Cuc, Website Cuc QLD;

- Luu: VT, DKT (4b).




(Ban hanh kém theo quyét dinh so: ...

Phu lucl

DANH MUC 01 SINH PHAM PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POT 46

A72..../0D-0OLD, ngay 20./03./2023 ciia Cuc Quan ly Dwoc)

STT | Tén thudc Hoat chét Dang bao | Quy cach Tiéu Tubi S6 ding ky
chinh — Ham ché dong goi chuén tho
lwgng (thang)
ey 2) 3 C)) 6 (6) ) ®
1. Co s&¢ dang ky: F. Hoffmann-La Roche Ltd. (Grenzacherstrasse 124, CH — 4070 Basel, Thuy Sy)
1.1. Co s6 san xuit: F. Hoffmann-La Roche Ltd. (Wurmisweg, CH-4303 Kaiseraugst, Thuy Sy)
1 Tecentriq | Atezolizumab | Dung dich | Hop 1 lo TCCS 36 760410035823
840mg/14ml dam dac 14 ml
dé pha
dung dich
tiém
truyén
Ghi chu:

1. Cdch ghi tiéu chudn chat lwong thuéc tai cét (6):
- Nha san xudt (NSX), Tiéu chudn nha san xuat (TCNSX), Tiéu chuan co sé (TCCS), In-house cé ¥ nghia tuwong
duong nhau, la tiéu chudn chat luong thuéc do co sé san xudt xdy dung va déu c6 thé duoc ghi trén nhan thuéc.

- Cdch viét tdt cdc tiéu chudn chat heong dwoc dién: Dwoc dién Viét Nam (DDVN), Dugc dién Anh (BP), Duoc dzen
M5 (USP), Duge dién Nhdt Ban (JP), Dugc dién Trung Quéc (CP), Duoc dién Chau du (EP), Dwgc dién Quoc té

(p)...



Phu luc I1

DANH MUC 27 VAC XIN, SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT46

(Ban hanh kém theo quyét dinh s6: ..112....../OP-OLD, ngay 20./03./2023.ciia Cuc Quan 1y Dwoc)

STT | Ténthudc | Hoat chit chinh Dang Quy Tiéu | Tubi S6 ding ky )
— Ham lugng bao ché cach chuén tho gia han lan

déng goi (thang) | (S6 dingky | gia

da cip) han

1) 2) 3) “) 5) (6) (7 ) )

1. Co sé ding ky: Cong ty c6 phan thuwong mai Dwoc Hoang Long (Pia chi: S6 143 Puwong s6
174, khu B, An Phii — An Khénh, phirong An Phii, Thanh phé Thii Pire, thanh phé H6 Chi Minh, Viét
Nam)

1.1. Co s& san xuét: Biotest AG (Dia chi: Landsteinerstrasse 5, 63303 Dreieich, Pirc); Co sé xuat
xudng: Biotest Pharma GmbH (Pja chi: Landsteinerstrasse 5, 63303 Dreieich, Pirc)

1 Pentaglobin | Protein huyét Dung Hop 11o | TCCS 36 400410035923 1
twong nguoi 50g/1 | dich tiém | 10ml; (QLSP-0803-
trong d6 1ml truyén Hop 1 1o 14)
dung dich co tinh 50ml;
chtra it nh4t 95% | mach Hop 1 1o
Globulin mién 100ml
dich,

Immunoglobulin
M (IgM) 6mg,
Immunoglobulin
A (IgA) 6mg,
Immunoglobulin
G (IgG) 38mg.

2. Co sé diing ky: Cong ty Co phan Medcomtech (Pia chi: S6 293 dwrong Ngé Gia Tw, phwong Sudi
Hoa, thanh phé Bdc Ninh, tinh Bdc Ninh, Viét Nam)

2.1. Co sé san xuét: Prothya Biosolutions Netherlands B.V. (Dja chi: Plesmanlaan 125, 1066 CX
Amsterdam, Ha Lan)

2 | Albuman Albumin nguoi Dung Hop 01 TCCS 36 870410036023 1
20% (dung dich dich tiém | lo x (QLSP-0631-
bao gdom 200g/1 truyén 50ml 13)
protein toan phan
trong do it nhét
95% albumin
nguoi)
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3. Co sé ding ky: Cong ty c6 phan Y té Pirc Minh (Pia chi: S6 51, ngé 205, ngdch 323/83 dwong

Xudn BPinh, phuong Xudan Pinh, qudn Bdc Tir Liém, thanh phé Ha N¢oi, Viét Nam)
3.1. Co sé san xuat: Bruschettini s.r.l. (Pia chi: Via Isonzo 6-16147 Genova, Y)

3 Immubron

Mdi vién chira
50mg chat ly giai
vi khuan dong
kho, trong do 7
mg tuwong tng:
Staphylococcus
aureus 6 ty,
Streptococcus
pyogenes 6 ty,
Streptococcus
viridans 6 ty,
Klebsiella
pneumoniae 6 ty,
Klebsiella
ozaenae 6 ty,
Haemophylus
influenzae nhom
B 6 ty, Neisseria
catarrhalis 6 ty,
Diplococcus
pneumoniae
(TY1/EQI11 1 ty,
TY2/EQ22 1 ty,
TY3/EQI14 1 ty,
TYS/EQI5 1 ty,
TYS8/EQ23 1 ty,
TY47/EQ24 1ty )
6 ty va43mg moi
treong dong kho)

Vién nén

Hop 3 vi
x 10 vién

TCCS

36

800410036123
(QLSP-818-
14)

4. Co s& dang ky:

Cong ty TNHH dwoc phim va héa chiat Nam Linh (Dia chi: 915/27/12 dwong
Lé Vin Luong, xd Phwde Kién, huyén Nha Bé, TP. Ho Chi Minh, Viét Nam)
4.1. Co s& san xuat: JSC "BIOCAD" (Pia chi: Petrovo-Dalneye village, Krasnogorsky district,
Moscow region, 143422, Nga)

4 Herticad
440mg

Trastuzumab
440mg

Bot dong
kho pha
truyén
tinh
mach

Hop 1o
bot dong
kho pha
dung
dich
truyén
tinh
mach va

TCCS

48

460410036223
(QLSP-HO3-
1177-19)




truyén

STT | Ténthudc | Hoat chit chinh — Dang Quy Tiéu Tudi S6 ding ky S6
Ham luong bao ché cach chuén tho gia han lan
dong géi (thang) (S6 ding ky gia
da cap) han
1) 2 3 C)) 6)) (6) @) ®) (&)
11lo
dung
moi
20ml
5 Herticad Trastuzumab Botdong | Hop 1 lo | TCCS 48 460410036323 1
150mg 150mg kho pha | bot dong (QLSP-HO03-
truyén | kho pha 1176-19)
tinh dung
mach dich
truyén
tinh
mach
5. Co sé diang ky: Cong ty TNHH MTV Vicxin va Sinh pham s6 1 (Pja chi: S6 1 phé Yersin,
phieong Pham Pinh Ho, quén Hai Ba Trung, Ha Noi, Viét Nam)
5.1. Co sé san xuat: Cong ty TNHH MTV Vicxin va Sinh pham sé 1 (Dia chi: S6 1 phé Yersin,
phieong Pham Pinh Ho, quén Hai Ba Trung, Ha Noi, Viét Nam)
6 Vic xin Khéang nguyén bé | Hon dich | Hop 10 | TCCS 36 893310036423 1
viém gan B | mat vi rat viém tiém lo x (QLVX-1043-
tai to hop - | gan B tinh khiét ~ 0,5ml 17)
Gene- 10pg/0,5ml
Hbvax
7 Vic xin Khéang nguyén bé | Hon dich | Hop 10 | TCCS 36 893310036523 1
Viém gan B | mat vi rat viém tiém lo x Iml (QLVX-1044-
tai to hop | gan B tinh khiét ~ 17)
Gene- 20pg/1ml
Hbvax
6. Co so ding ky: F. Hoffmann-La Roche Ltd. (Pia chi: Grenzacherstrasse 124, CH-4070 Basel,
Thuy Sy)
6.1. Co sé san xuat: Roche Diagnostics GmbH (Dja chi: Co s¢ san xudt: Sandhofer Strasse 116,
68305 Mannheim, Pirc); Co s& déng gbéi thir cidp: F. Hoffmann-La Roche Ltd. (Pia chi:
Wurmisweg, 4303 Kaiseraugst, Thuy Sy)
8 | Perjeta Pertuzumab Dung Hop 1 lo | TCCS 24 400410036623 1
420mg/14ml dich dam | x 14ml (QLSP-HO02-
dic dé 1040-17)
pha dung
dich tiém
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6.2. Co sé san xuat: Genentech Inc. (Dia chi: 4625 NE Brookwood Parkway, Hillsboro, OR 97124-
9332, My); Co sé déng géi: F. Hoffmann-La Roche Ltd. (Pia chi: Wurmisweg, 4303 Kaiseraugst,
Thuy Sy); Co sé san xuat 6ng dung méi: F. Hoffmann-La Roche Ltd. (Pja chi: Wurmisweg, 4303
Kaiseraugst, Thuy Sy)

9

Herceptin

Trastuzumab
440mg

Bot dong
kho dé
pha dung
dich tiém
truyén

Hop 110
bot dong
kho va 1
lo 20 ml
dung

moi pha
tiém

TCCS

48

001410036723
(QLSP-1012-
17)

7. Co s¢ dang ky: GlaxoSmithKline Pte Ltd (Pia chi: 23, Rochester Park, Singapore 139234,
Singapore)
7.1. Co s& san xuat: GlaxoSmithKline Biologicals (Pia chi: 637 rue des Aulnois, Saint Amand Les
Eaux, F-59230, Phdp); Co s xuit xwong: GlaxoSmithKline Biologicals SA (Pia chi: Rue de
UInstitut 89, Rixensart, 1330, B1.)

10

Infanrix
Hexa

Sau khi hoan
nguyén 01 lidu
(0,5ml) chtra:
Giai doc t6 bach
hau > 301U; Giai
doc t6 udn van >
40IU; Cac khang
nguyén
Bordetella
pertussis gdm giai
doc t6 ho ga
25mcg va ngung
két t6 hong cau
dang soi 25mcg
va Pertactin
8mcg; Khang
nguyén bé mit
virus viém gan B
10mcg; Virus bai
liét typ 1 bat hoat
(chung Mahoney)
40DU; Virus bai
liét typ 2 bt hoat

Bot dong
kho
(Hib) va
hén dich
(DTPa-
HBV-
IPV) dé
pha hon
dich tiém

Hop
chira 1
bom
tiém
dong san
DTPa-
HBV-
IPV, 110
bot dong
kho Hib
va 2 kim
tiém

TCCS

36

300310036823
(QLVX-989-
17)




STT | Ténthudc | Hoat chit chinh — Dang Quy Tiéu Tudi S6 ding ky S6
Ham luong bao ché cach chuén tho gia han lan
dong géi (thang) (S6 ding ky gia
da cap) han
1) 2 3 C)) 6)) (6) @) ®) (&)
(chung MEF-1)
8DU; Virus bai
liét typ 3 bat hoat
(ching Saukett)
32DU;
Polysaccharide
cua Haemophilus
influenza typ b
10mcg cong hop
véi 25meg giai
doc td udn van
nhu protein chat
mang
11 | Boostrix Mot lidu Hon dich | Hop TCCS 36 300310036923 1
(0,5ml)chura: Giai | tiém chira 1 (QLVX-HO03-
ddc t6 bach hau > bom 1140-19)
21U; Giai doc td tiém
ubn van > 20IU; dong sin
Céc khéang lidu
nguyén 0,5ml va
Bordetella 2 kim
pertussis gdom giai tiém
doc t ho ga
25mcg va ngung
két t6 hong cau
dang s¢i 25mcg
va Pertactin 8mcg
7.2. Co sé san xuat: GlaxoSmithKline Biologicals S.A (Dja chi: Co so sdn xuat: Parc de la Noire
Epine, Rue Fleming 20, B-1300 Wavre, Bi; Co s¢ xudt xuéng: Rue de L Institut 89, B-1330 Rixensart,
Bi)
12 | Rotarix Mgéi liéu 1,5ml Hon dich Hop 1 TCCS 36 540310037023 1
chtra Rotavirus & | uéng ong x (QLVX-1049-
nguoi song giam 1,5ml; 17)
ddc luc, chung Hop 1
RIX4414 >10%" tuyp x
CCIDs, 1,5ml
13 | Engerix B | Mdi lo 0,5ml Hdn dich | Hop 1 TCCS 36 540310037123 1
chua: Khang tiém lo; Hop (QLVX-0765-
nguyén bé mit 10 1o 13)
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viém gan B tinh
khiét HBsAg
10mcg

8. Co sé 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)
8.1. Co sé san xuat: Cilag AG (Dja chi: Hochstrasse 201, 8200 Schaffhausen, Thuy Sy)

14 | Simponi Golimumab Dung Hop 1 lo | TCCS 36 760410037223 1
LV. 50mg/4ml dich dam (QLSP-HO02-
dac pha 1042-17)
tiém
truyén
15 | Darzalex Daratumumab Dung Hop 1 lo | TCCS 24 760410037323 1
20mg/ml dich dam | 5ml; (QLSP-HO03-
dicdé | Hop1lo 1163-19)
pha dung | 20ml
dich
truyén
8.2. Co s& san xuit: Baxter Pharmaceutical Solutions LLC (Pia chi: 927 South Curry Pike,
Bloomington, IN 47403, My); Co s& déng goi va xuit xwong: Cilag AG (Dja chi: Hochstrasse 201,
8200 Schaffhausen, Thuy Sy)
16 | Simponi Golimumab Dung Hop TCCS 24 001410037423 1
50mg/0,5ml dich tiém | chura 1 (QLSP-HO02-
bom 1041-17)
tiém
chtra sin
0,5ml
thudc;
Hop
chtra 1
but tiém
chira sén
0,5ml

thude
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9. Co s¢ dang ky: Kedrion S.p.A (Pia chi: Localita’ Ai Conti — Frazione Castelvecchio Pascoli,

55051 Barga (LU),

Y)

9.1. Co s6 san xuat: Kedrion S.p.A (Pia chi: Via Provinciale (loc. Bolognana) — 55027 Gallicano

(L), Y)
17 | Kedrialb Protein huyét Dung Hop 110 | TCCS 36 800410037523 1
200g/1 tuong trong do dich tiém | x 50ml; (QLSP-0642-
albumin t6i thiéu | truyén Hop 1 1o 13)
95% 200g/1 x 100ml

10. Co sé dang ky: Mega Lifesciences Public Company Limited (Dia chi: 384 Soi 6, Bangpoo
Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprekarn 10280, Thai Lan)
10.1. Co s& san xuét: 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)

18 | Insunova-R
(Regular)

Insulin nguoi
(Insulin hoa tan)
100IU/ml (Insulin
ngudi ngudn goc
DNA tai t6 hop)

Dung
dich tiém

Hop 1 1o
X 10ml

EP
9.0

24

890410037623
(QLSP-849-
15)

11. Co sé ding ky:

Merck Export GmbH (BPia chi: Frankfurter Strafie 250, 64293 Darmstadt, Duc)

11.1. Co sé san xuat: Merck Serono S.p.A (Pia chi: Via delle Magnolie 15 (loc. Frazione Zona
Industriale), 70026 Modugno (BA), Y)

19 | Gonal-f

Follitropin alfa
450IU/0,75 ml
(33mcg/0,75ml)

Dung
dich tiém

Hop 1
bng
(cartridg
e) chira 1
but dong
san dung
dich tiém
va 12
kim tiém

TCCS

24

800410037723
(QLSP-959-
16)

12. Co s¢ dang ky: Merck Sharp & Dohme (Asia) Ltd (Pia chi: 27/F, Lee Garden Two, 28 Yun

Ping Road, Causeway Bay, Hong Kéng)

12.1. Co sé san xuét va déng géi so' cp: Merck Sharp & Dohme Corp. (Pia chi: 770 Sumneytown
Pike, West Point, PA 19486, My); Co s& dong géi thir cAp va xuét xwéng: Merck Sharp & Dohme
B.V. (bia chi: Waarderweg 39, Haarlem, 2031 BN, Ha Lan); Co s6 san xuit dung méi: Jubilant
HollisterStier LL.C. (Pija chi: 3525 North Regal Street, Spokane, 99207, M)

20 | Varivax

Oka/Merck
varicella virus,
live, attenuated

Bot dong
kho kém
lo dung

Hép 1 1o
bot don
lidu kém

TCCS

24

001310037823
(QLVX-909-
15)




STT | Ténthudc | Hoat chit chinh — Dang Quy Tiéu Tudi S6 ding ky S6
Ham luong bao ché cach chuén tho gia han lan
dong géi (thang) (S6 ding ky gia
da cap) han
1) 2 3 C)) 6)) (6) @) ®) (&)
> 1350PFU/lo moi 11o
dung
moi

13. Co s& dang ky: Novartis Pharma Services AG (Dia chi: Lichtstrasse 35, 4056 Basel, Thuy S7)

13.1. Co sé san xuét va dong goi so cip: Vetter Pharma-Fertigung GmbH & Co. KG (Pia chi:
Co sé déng gbi thir cAp: Alcon-Couvreur NV

Eisenbahnstrasse 2-4, 88085 Langenargen, Dirc);

(Pia chi: Rijksweg 14, 2870 Puurs, Bi)

21 | Lucentis Ranibizumab Dung Hop 1 TCCS 36 400410037923 1
1,65mg/0,165ml | dich tiém | bom (QLSP-1052-
tiém 17)
dong san
thube
0,165ml
14. Co sé dang ky: Novo Nordisk A/S (Dia chi: Novo Alle, DK-2880 Bagsvceerd, Pan Mach)
14.1. Co sé san xuét: Novo Nordisk A/S (BDia chi: Novo Allé, DK-2880 Bagsveerd, Pan Mach)
22 | NovoMix Insulin aspart Hon dich | Hop 5 TCCS 24 570410038023 1
30 FlexPen | biphasic ({fDNA), | tiém but tiém (QLSP-0793-
3ml hén dich bom sin 14)
chtra 300 U cua thude x
insulin aspart hoa 3ml

tan/insulin aspart
két tinh véi
protamine theo ty
1€ 30/70 (tuong

duong 10,5 mg)

15. Co sé diang ky:

Sanofi Pasteur (Pia chi: 14 Espace Henry Vallée, 69007 Lyon, Phap)

15.1. Co sé san xuit: Sanofi Pasteur (Pia chi: dia diém 1: 1541, avenue Marcel Mérieux, 69280
Marcy I’Etoile, Phap, dia diém 2: Parc Industriel d’Incarville, 27100 Val de Reuil, Phap);
Co s¢ kiém tra chét lwgng ban thanh phim cudi va sin phim di déng dng, xuit xwéng 16 vic
xin: Sanofi Pasteur (Dia chi: 1541, avenue Marcel Mérieux, 69280 Marcy l’Etoile, Phap),
Co s6 san xuit Ban thanh phim cudi, nap Ban thanh phim cudi vao bom tiém hay vio lo, déng
g6i bao bi thir cap ddi véi san pham dong trong bom tiém hay trong lo, kiém tra chét lwong Ban
thanh phim cudi va san phim da déng dng, xuit xwéng 16 vic xin: Sanofi Pasteur (Dja chi: Parc
Industriel d’Incarville, 27100 Val de Reuil, Phap).

23

Hexaxim

Mbi lidu 0,5 ml
chira: Giai doc td
Bach hau: khong

Hon dich
tiém

Hop 1
bom
tiém nap

TCCS

48
thang
ké tur

300310038123
(QLVX-1076-
17)




STT | Ténthudc | Hoat chit chinh — Dang Quy Tiéu Tudi S6 ding ky S6
Ham luong bao ché cach chuén tho gia han lan
dong géi (thang) (S6 ding ky gia
da cap) han
1) 2 3 C)) 6)) (6) @) ®) (&)
dudi 201U; Giai san 1 ngay
doc t6 Ubn van: lidu san
khong dudi 401U; (0,5ml) Xuat
Khang nguyén va 02 ban
Bordetella kim thanh
pertussis: Giai tiém; pham
doc t6 ho ga (PT): Hop 10 cudi
25mcg, Ngung bom
két t6 hong cau tiém nap
dang soi (FHA): san 1
25mcg; Virus bai lidu
liét (bat hoat): (0,5ml)
Typ 1 (Mahoney) va 20
40 don vi khang kim
nguyén D, Typ 2 tiém,;
(MEF-1) 8 don vi Hop 10
khang nguyén D, lo, 1o 1
Typ 3 (Saukett) lidu
32 don vi khang (0,5ml)
nguyén D; Khéng
nguyén bé mit
Viém gan B:
10mcg;
Polysaccharide
cua Haemophilus
influenzae typ b
(Polyribosylribito
1 Phosphate):
12mcg cong hop
v6i protein udn
van 22-36mcg
16. Co s¢ dang ky: Sanofi-Aventis Singapore Pte. Ltd. (Pia chi: 38, Beach road, #18-11, South
Beach Tower, Singapore 189767)
16.1. Co sé san xuit: Sanofi Winthrop Industrie. (Pia chi: 180, rue Jean Jaures, 94702 Maisons
Alfort Cedex, Phdp)
24 | Lovenox Enoxaparin natri | Dung Hop 2 TCCS 24 300410038223 1
4000 anti-Xa dich tiém | bom (QLSP-892-
1U/0,4ml tuong tiém 15)
duong dong sin




STT | Ténthudc | Hoat chit chinh — Dang Quy Tiéu Tudi S6 ding ky S6

Ham luong bao ché cach chuén tho gia han lan
dong géi (thang) (S6 ding ky gia
da cap) han
1) 2 3 C)) 6)) (6) @) ®) (&)
40mg/0,4ml 0,4ml
25 | Lovenox Enoxaparin natri | Dung Hop 2 TCCS 24 300410038323 1
6000 anti-Xa dich ti€ém | bom (QLSP-893-
[U/0,6ml tuong tiém 15)
duong dong san
60mg/0,6ml 0,6ml

17. Co sé& ding ky: Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. (Dia chi: 8§, Marina
Boulevard, #05-02 Marina Bay Financial Centre, Singapore 018981, Singapore)

17.1. Co s& san xuat: Baxalta Belgium Manufacturing SA (Pja chi: Boulevard Rene Branquart
80, B-7860, Lessines, Bi)

26 | Kiovig Human normal Dung Hop 119 | TCCS 24 540410038423 1
immunoglobulin | dich tiém | 25 ml, (QLSP-999-
100mg/ml truyén | Hop 1 1o 17)
50ml

18. Co sé dang ky: Zuellig Pharma Pte., Ltd. (Pia chi: 15 Changi North Way, #01-01, Singapore
498770, Singapore)

18.1. Co sé san xuét: Vetter Pharma — Fertigung GmbH & Co. KG (Pia chi: Co s¢ san xudt:
Schiitzenstrasse 87 and 99-101, 88212 Ravensburg, Pirc); Co s& xuidt xwéng: AbbVie
Biotechnology GmbH (DPia chi: Knollstrasse, 67061 Ludwigshafen, Pic)

27 | Humira Adalimumab Dung Hop 2vi | TCCS 24 400410038523 1
40mg/0,8ml dich tiém | X 1 Xy (QLSP-951-
dong san
thube va
1 miéng
vai tim
con

Ghi chi:

1. Cach ghi tiéu chudn chit lugng thudc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xuat (TCNSX), Tiéu chudn co sé (TCCS), In-house co y nghia twong
duong nhau, la tiéu chudn chat luong thuéc do co sé san xuatxay dung va déu c6 thé dwoc ghi trén nhan thuéc.

- Céch viét tdt cdc tiéu chudn chét leong dugc dién: Duoc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duoc dién
M5 (USP), Duge dién Nhdt Ban (JP), Dugc dién Trung Quéc (CP), Duge dién Chau du (EP), Dugc dién Quoc té
(IP)...

2. 86 dang ky tai c¢ét (8):

- S6 dang ky gia han la sé dang ky dwoc cdp theo quy dinh tai Phy luc VI Théng tw 08/2022/TT-BYT ngdy
05/09/2022 ciia Bo truong B Y té quy dinh viéc dang ky heu hanh thudc, nguyén liéu lam thuéc.

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

10




Phu luc III

DANH MUC 01 SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT46

(Ban hanh kém theo quyét dinh s6: .172......./OP-QOLD, ngay 20./93./2023ciia Cuc Quan 1y Dwoc)
STT | Tén thudc Hoat chit Dang Quy Tiéu Tudi S6 ding ky S6 1an
chinh — Ham bao cach chuin tho gia han gia
lwgng ché dong goi (thang) (S6 dang ky han
da cap)
ey 2) (&) C)) ) ) ) ®) )

1. Co sé ding ky: Cong ty c6 phan héa-dwoc pham Mekophar (297/5 Ly Thuong Kiét, Phwong

15, Qudn 11, TP. Ho Chi Minh, Viét Nam)

1.1. Co so san xuit: Cong ty co6 phan héa-dwgc pham Mekophar (297/5 Ly Thuong Kiét, Phwong

15, Quan 11, TP. Hé Chi Minh, Viet Nam)

1 Enterobella | Bao tir khang | Vién Hop2vi | TCCS 36 893400038623 1
da khang sinh | pang x 10 (QLSP-0794-
Bacillus clng vién, 14)
clausii 1.10° Hop 1 1o
~2.10° CFU x 20 vién
Ghi chu:

1. Cach ghi tiéu chudn chit lu’,ong’thuérc tai ¢t (6): )
- Nha san xuat (NSX), Tiéu chudn nha san xuat (TCNSX), Tiéu chudn co so (TCCS), In-house c6 y nghia twong

duong nhau, la tiéu chudn chat leong thuéc do co sé san xudt xdy dung va déu c6 thé duoc ghi trén nhan thuoc.

- Cdch viét tdt cdc tiéu chudn chdt heong duwoc dién: Dwgc dién Viét Nam (DDVN), Dugc dién Anh (BP), Dugc dzen
M5 (USP), Duge dién Nhdt Ban (JP), Dugc dién Trung Quéc (CP), Duge dién Chau du (EP), Dugc dién Quéc té

(IP)...

2. 86 dang ky tai c¢ét (8):

- 86 dang ky gia han la sé dang ky duoc cap theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT ngay
05/09/2022 cuia Bo truong Bo Y te quy dinh viéc dang ky lwu hanh thuéc, nguyén li¢u lam thuoc )
- 8o dang ky da cap (duoc ghi trong ngodc don) la so dang ky da dwoc cap trudc khi thuoc dwoc gia han theo quyét
dinh nay.




