BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phiic

S6: 5266 /QLD-BK Ha Noi, ngay 24 thangos ndm 2023
V/v cong bd danh muc nQi dung
thay doi nho chi yéu ciu thong béo
theo quy dinh tai khoan 2 Diéu 38
Thong tu s6 08/2022/TT-BYT
(bot 3)

Kinh giri: Cac co s¢ ding ky, co sd san xuat thudc luu hanh tai Viét Nam

Thuc hién quy dinh tai Khoan 2 Piéu 38 Thong tu s6 08/2022/TT-BYT
ngay 05/9/2022 ciia BO Y té quy dinh viéc ding ky luu hanh thudc, nguyén liéu
lam thudc,

Cuc Quan ly Dugc thong béo:

1. Cong bd danh muc nodi dung thay d6i nho chi yéu cau théng bdo theo
quy dinh tai Khoan 2 Piéu 38 Thong tu s6 08/2022/TT-BYT (Pot 3) tai Phu luc
dinh kém cong van nay.

2. Danh muc ndi dung thay doi nho chi yéu cau thong bdo duoc ding tai
trén Trang thong tin dién t¢ cia Cuc Quan 1y Duoc tai dia chi:
https://dav.gov.vn.

3. Bdi voéi céc thudc, nguyén li¢u lam thube trong danh muc da thuc hi¢n
thay doi, b sung trong qua trinh luu hanh hodc c¢6 dinh chinh thong tin lién

quan dén gidy dang ky luu hanh thudc, nguyén liéu 1am thudc, doanh nghiép
xuét trinh van ban di duoc phé duyét hoac xac nhan cia BO Y té (Cuc Quan ly
Duogc) voi cac co quan, don vi lién quan dé thyc hién theo quy dinh phép luat.

4. Co s duge thuc hién va chiu hoan toan trach nhiém déi véi nodi dung
thay d6i nho chi yéu cau thong béo ké tir ngay tiép nhan ghi trén phiéu tiép nhan
hoé so. Co so diang ky thudc, co s& san xuét chiu trach nhiém trudc phép luat vé
tinh chinh x4c, trung thyc ciia thong tin thay doi bd sung chi yéu cau thong béo,
thuc hién luu trit ho so, tai liu dé co quan c6 thim quyén hau kiém theo quy
dinh tai Khoan 2 Piéu 38 Thong tu s6 08/2022/TT-BYT.

Trong qué trinh thuc hién néu c6 khé khin vudng méc, dé nghi thong bdo
vé Cuc Quan 1y Duoc dé kip thoi giai quyét.



Cuc Quan 1y Dugc thong bao dé cac co so biét va thuc hién ding cac quy
dinh hi¢n hanh./.

N;’t}'lnhéla: TL. CUC TRUONG

- u tren;
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- Cyc Quan Y - Bo Qudc phong, Cuc Y té - B6 Cong an; { f, Q!
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- Bao hiém Xa h¢i Viét Nam;
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Bo.

- Vién KN thudc TU, Vién KN thuéc TP. HCM;

- Tong Cong ty Duge VN-CTCP; Cac Cong ty XNK duoc
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- Cac Bénh vién & Vién co6 givong bénh tryc thuéc BYT;
- Céac phong Cuc QLD: QLGT, QLKDD, QLCLT,
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- Luu: VT, BKT.

' _Nguyeén Vin Lgi



Phu luc:

DANH MUC NOI DUNG THAY POI NHO CHI YEU CAU THONG BAO THEO QUY PINH TAI KHOAN 2 PIEU 38 THONG TU SO 08/2022/TT-BYT
(Ban hanh kém theo Cong vin $6 5266 /OLD-DK ngay24 /057 /2023 ciia Cuc Qudn ly Dwoc)

STT Tén thude S6 Ping ky | Co sé Ding ky Co'sésan | Ma tiép | Ngay tiép Noi dung dé Théng tin di dwoc phé | Théng tin cip nhat thay doi
xuit nhén hd nhin nghi thay ddi bd duyét
S0 sung/Ma phan
loai thay d6i/bd
sung
1 [Mirafo SP-1223-21 |Pharmaunity Co., |TS Corporation |464/TDV [11/11/2022 |Thay dbi tén va |TS Corporation HK Bioinnovation Co., Ltd
Prefilled Inj. Ltd XSP dia chi cta co sé |Dia chi: TS Bio Plant, TS |Pia chi: 729, Osonggarak-ro,
20001U san xuit thuc  |Corporation 729, Oksan-myeon, Heungdeok-gu,
thanh phdm/MiV-|Osonggarak-ro, Oksan- Cheongju-si, Chungcheongbuk-
N9 myeon, Heungdeok-gu, do, Han Quéc
Cheongju-si,
Chungcheongbuk-do, Han
Québc
2 |Enterogermina [SP3-1216-20 |Cong ty c6 phan [Sanofi S.p.A. [479/TDV |23/11/2022 |Thay d6i dia chi |Lo I-8-2, Puong D8, Khu  |L6 I-8-2, Pudng D8, Khu Cong
Sanofi Viét Nam XSPp co so dang Cong nghé cao, Phuong ngh¢ cao, Phuong Long Thanh
ky/MiV-N1 Long Thanh My, Quan 9, |Mg, Tp. Thu B, Tp. H6 Chi
Tp. HO Chi Minh, Viét Nam|Minh, Viét Nam
3 [Soliqua® SP3-1236-22 [Sanofi-Aventis |Sanofi-Aventis [19/TDV [13/01/2023 [Thay dditénva [Sanofi-Aventis Deutschland [Euroapi Germany GmbH
Solostar® Singapore Pte Deutschland [ XSP dia chi cua co s (GmbH bia chi: Briiningstrafle 50,
Ltd. GmbH. san xuét dugc bia chi: Industriepark 65926 Frankfurt am Main, Btrc
chét lixisenatide |Hochst, 65926 Frankfurt am
/MiV-N3 Main, Btrc
4 |Soliqua® SP3-1237-22 [Sanofi-Aventis |Sanofi-Aventis [18/TDV [13/01/2023 [Thay dditénva [Sanofi-Aventis Deutschland [Euroapi Germany GmbH
Solostar® Singapore Pte Deutschland [ XSP dia chi cua co s (GmbH bia chi: Briiningstrafle 50,
Ltd. GmbH. san xuét dugc bia chi: Industriepark 65926 Frankfurt am Main, Btrc
chét lixisenatide |Hdchst, 65926 Frankfurt am
/MiV-N3 Main, birc




5 |NovoMix®30 [QLSP-0793- |Novo Nordisk Novo Nordisk [62/TBV [20/02/2023 [Thay ddi dia chi [Novo Allé, DK-2880 Novo Alle 1, DK-2880
FlexPen 14 A/S A/S XSPp cua co s san Bagsvard, Dan Mach Bagsvaerd, Ban Mach
xuét thudc thanh
phim/MiV-N9
6 |Levemir QLSP-1094- [Novo Nordisk Novo Nordisk [62/TBV [20/02/2023 [Thay ddi dia chi [Novo Allé, DK-2880 Novo Alle 1, DK-2880
FlexPen 18 A/S A/S XSPp cua co sO san Bagsvaerd, Pan Mach Bagsvaerd, Ban Mach
xuét thudc thanh
phim/MiV-N9
7 |Novorapid®  [QLSP-0674- |Novo Nordisk  [Novo Nordisk [62/TBV {20/02/2023 |Thay déi dia chi [Novo Allé¢, DK-2880 Novo Alle 1, DK-2880
FlexPen® 13 A/S A/S XSp cua co sO san Bagsvaerd, Pan Mach Bagsvaerd, Ban Mach
xuét thudc thanh
phim/MiV-N9
8 |Ryzodeg® QLSP-929-16|Novo Nordisk  [Novo Nordisk |62/TPV [20/02/2023 [Thay dbi dia chi |Novo Allé, DK-2880 Novo Alle 1, DK-2880
Flextouch® A/S A/S XSPp cua co sO san Bagsvard, Dan Mach Bagsvaerd, Ban Mach
100U/ml xuat thude thanh
phim/MiV-N9
9 [Tresiba® QLSP-930-16|Novo Nordisk  |Novo Nordisk |{62/TDV [20/02/2023 [Thay d6i dia chi [Novo Allé, DK-2880 Novo Alle 1, DK-2880
Flextouch® A/S A/S XSPp cua co sé san Bagsvard, Pan Mach Bagsvaerd, Pan Mach
100U/ml xuét thudc thanh
phim/MiV-N9
10 [Tresiba® QLSP-932-16|Novo Nordisk Novo Nordisk [62/TDV (20/02/2023 |Thay ddi dia chi |Novo All¢, DK-2880 Novo Alle 1, DK-2880
Flextouch® A/S A/S XSPp cua co sé san Bagsvard, Pan Mach Bagsvaerd, Pan Mach
200U/ml xuét thudc thanh

phim/MiV-N9




11 |Victoza QLSP-1024- [Novo Nordisk Novo Nordisk [62/TBV [20/02/2023 [Thay ddi dia chi [Novo Allé, DK-2880 Novo Alle 1, DK-2880
17 A/S A/S XSPp cua co s san Bagsvaerd, Pan Mach Bagsvaerd, Ban Mach
xuét thudc thanh
phim/MiV-N9
12 Norditropin QLSP-844-15|Novo Nordisk  [Novo Nordisk |62/TDV [20/02/2023 [Thay dbi dia chi |Novo Allé, DK-2880 Novo Alle 1, DK-2880
NordiFlex A/S A/S XSPp cua co sO san Bagsvard, Dan Mach Bagsvaerd, Ban Mach
5mg/1.5ml xuét thudc thanh
phim/MiV-N9
13 |NovoSeven RT [QLSP-H02- |Novo Nordisk Novo Nordisk [62/TBDV [20/02/2023 [Thay ddi dia chi [Novo Allé, DK-2880 Novo Alle 1, DK-2880
Img 982-16 A/S A/S XSPp cua co sO san Bagsvard, Dan Mach Bagsvaerd, Ban Mach
xuét thudc thanh
phim/MiV-N9
14 [Actrapid QLSP-1126- |Novo Nordisk  [Novo Nordisk |62/TDV [20/02/2023 [Thay dbi dia chi |Novo Allé, DK-2880 Novo Alle 1, DK-2880
18 A/S A/S XSPp cua co sO san Bagsvaerd, Pan Mach Bagsvaerd, Ban Mach
xuét thudc thanh
phim/MiV-N9
15 |Insulatard QLSP-1127- |Novo Nordisk Novo Nordisk [62/TBV (20/02/2023 |Thay ddi dia chi |Novo All¢, DK-2880 Novo Alle 1, DK-2880
18 A/S A/S XSPp cua co sé san Bagsvaerd, Pan Mach Bagsvaerd, Pan Mach
xuét thudc thanh
phim/MiV-N9
16 [Mixtard 30 QLSP-1128- |Novo Nordisk Novo Nordisk [62/TBV (20/02/2023 |Thay ddi dia chi |Novo All¢, DK-2880 Novo Alle 1, DK-2880
18 A/S A/S XSPp cua co sé san Bagsvaerd, Pan Mach Bagsvaerd, Pan Mach

xuét thudc thanh
phim/MiV-N9




17 |Insulatard QLSP-960-16 (Novo Nordisk Novo Nordisk [62/TBV [20/02/2023 [Thay ddi dia chi [Novo Allé, DK-2880 Novo Alle 1, DK-2880
FlexPen 100 A/S A/S XSPp cua co s san Bagsvard, Dan Mach Bagsvaerd, Ban Mach
IU/ml xuat thude thanh
phim/MiV-N9
18 |Mixtard 30 QLSP-927-16(Novo Nordisk Novo Nordisk [62/TBV [20/02/2023 [Thay ddi dia chi [Novo Allé, DK-2880 Novo Alle 1, DK-2880
Flexpen 100 A/S A/S XSPp cua co sO san Bagsvard, Dan Mach Bagsvaerd, Ban Mach
IU/ml xuat thude thanh
phim/MiV-N9
19 |Toujeo Solostar|QLSP-1113- |Céng ty TNHH [Sanofi-Aventis |531/TDV [05/01/2023 |B6 sung cosé  |Aug.Hedinger GmbH&Co., |EuroAPI Germany GmbH
18 Sanofi- Aventis |Deutschland  [XSP san xuét ta duge |Dia chi: Heiligenwiesen 26- |Dia chi: Industriepark Hochst,
Viét Nam GmbH Glycerol (85%) |28, Stuttgart, Baden- D-65926 Frankfurt am Main -
/MiV-N2 Wuerttemberg, 70327, Buc |Puc
20 |Novorapid QLSP-0674- | Novo Nordisk  |Novo Nordisk [407/TBV |27/10/2022 |Thay dbi tidu - Glycerol: Ph Eur 9.0 - Glycerol: Ph Eur 11.0
FlexPen 13 A/S A/S XSP chuén chét lugng |- Phenol: Ph Eur 9.0 - Phenol: Ph Eur 11.0

ta dugc khi cap
nhét phién ban

cua cung dugc

dién/MiV-N6

- Metacresol: Ph Eur 9.0

- Zinc chloride: Ph Eur 9.0
- Sodium chloride: Ph Eur
9.0

- Disodium phosphate
dihydrate: Ph Eur 9.0

- Sodium hydroxide: Ph Eur
9.0

- Hydrochloric acid: Ph Eur
9.0

- Water for injection: Ph
Eur 9.1

- Metacresol: Ph Eur 11.0

- Zinc chloride: Ph Eur 11.0
- Sodium chloride: Ph Eur 11.0
- Disodium phosphate
dihydrate: Ph Eur 11.0

- Sodium hydroxide: Ph Eur
11.0

- Hydrochloric acid: Ph Eur
11.0

- Water for injection: Ph Eur
11.0




21 [Ozonbiotic QLSP-839-15|Cong ty TNHH |Céng ty TNHH [46/TDV  [10/02/2023 [Thay doi dia chi |Dia chi co so ding kY, co so|Bia chi co s¢ dang ky, co s&
Plus Lién doanh Lién doanh XSP co so dang san xuét: Lo B, duong s6 2, |san xuét: Lo B, duong s6 2, khu
Hasan- Hasan- ky/MiV-N1 khu cong nghiép Pong An, |cong nghiép Pong An, phudng
Dermapharm Dermapharm Thay d6i dia chi |thi x3 Thuan An, tinh Binh |Binh Hoa, thanh ph6 Thuan
O s&' san xuat/ Duong, Viét Nam An, tinh Binh Duong, Viét
MiV-N9 Nam
22 |Rixathon SP3-1231-21 [Novartis Lek 57/TPV [16/02/2023 |Thay d6i dia chi |10 Collyer Quay, # 10-01, |20, Pasir Panjang Road, #10-
(Singapore) Pte |Pharmaceutical | XSP co so dang ky/  |Ocean Financial Centre 25/28, Mapletree Business City,
Ltd. sd.d. MiV-N1 Singapore (049315), Singapore 117439, Singapore
Singapore
23 |Rixathon SP3-1232-21 [Novartis Lek 57/TDV [16/02/2023 |Thay d6i dia chi |10 Collyer Quay, # 10-01, |20, Pasir Panjang Road, #10-
(Singapore) Pte  |Pharmaceutical | XSP co so dang ky/  |Ocean Financial Centre 25/28, Mapletree Business City,
Ltd sd.d. MiV-N1 Singapore (049315), Singapore 117439, Singapore
Singapore
24 |Binocrit QLSP-911-16(Novartis CSSX: IDT 76/TbV ]01/03/2023 |Thay dbdi dia chi (10 Collyer Quay, # 10-01, |20, Pasir Panjang Road, #10-
(Singapore) Pte |Biologika XSP cosd dang ky/  [Ocean Financial Centre 25/28, Mapletree Business City,
Ltd GmbH MiV-N1 Singapore (049315), Singapore 117439, Singapore
CSXX: Sandoz Singapore
GmbH
25 |Binocrit QLSP-913-16|Novartis CSSX: IDT 77/TBV [01/03/2023 |Thay di dia chi |10 Collyer Quay, # 10-01, |20, Pasir Panjang Road, #10-
(Singapore) Pte |Biologika XSPp co so dang ky/  |Ocean Financial Centre 25/28, Mapletree Business City,
Ltd GmbH MiV-N1 Singapore (049315), Singapore 117439, Singapore
CSXX: Sandoz Singapore
GmbH
26 |Binocrit QLSP-912-16(Novartis CSSX: IDT 77/TbV 101/03/2023 |Thay dbi dia chi (10 Collyer Quay, # 10-01, |20, Pasir Panjang Road, #10-
(Singapore) Pte |Biologika XSP co sd dang ky/  [Ocean Financial Centre 25/28, Mapletree Business City,
Ltd GmbH MiV-N1 Singapore (049315), Singapore 117439, Singapore
CSXX: Sandoz Singapore

GmbH




27 |Binocrit QLSP-914-16|Novartis CSSX: IDT 77/TDV [01/03/2023 |Thay dbi dia chi |10 Collyer Quay, # 10-01, |20, Pasir Panjang Road, #10-
(Singapore) Pte |Biologika XSPp co so dang ky/  |Ocean Financial Centre 25/28, Mapletree Business City,
Ltd GmbH MiV-N1 Singapore (049315), Singapore 117439, Singapore
CSXX: Sandoz Singapore
GmbH
28 |Varicella QLVX-1046- |Cong ty TNHH |Green Cross  |72/TDV [28/02/2023 [Thay ddi tén cua |Green Cross Corporation  |GC Biopharma Corp.
Vaccine- GCC |17 MTV Vic xin va |Corporation XSP co s& san xuat
Inj’ Sinh phim s 1 thudc thanh
phim/ MiV-N9
29  [Imfinzi SP3-1220-21 [Céng ty TNHH |Co so san xuat |67/TDV [06/03/2023 |B6 sung co s& 1. L-Histidine: 1. L-Histidine:

AstraZeneca Viét
Nam

va dong goi cip
1: Catalent
Indiana, LLC;
Co sd dong goi
cp 2:
AstraZeneca
AB; Co s¢
kiém tra chit
lwong va xut
xudng:
AstraZeneca
AB

XSP

san xudt ta dugc
/MiV-N2

Kyowa Hakko Kogyo

Pia chi: Hofu Hofu Plant 1-
1 Kyowa-cho Hofu-city
Yamaguchi 7478522 Japan

2. L-Histidine hydrochloride
monohydrate:

Kyowa Hakko Kogyo

Pia chi: Hofu Hofu Plant 1-
1 Kyowa-cho Hofu-city
Yamaguchi 7478522 Japan

'- Ajinomoto Health and
Nutrition North America Inc
bia chi: 4020 Ajinomoto Drive
Raleigh 27616 North Carolina
USA

2. L-Histidine hydrochloride
monohydrate:

'- Ajinomoto Health and
Nutrition North America Inc
Dia chi: 4020 Ajinomoto Drive
Raleigh 27616 North Carolina
USA




30 |Imfinzi SP3-1219-21 [Céngty TNHH |Co so san xuat |66/TDV [06/03/2023 |B6 sung co s& 1. L-Histidine: 1. L-Histidine:

AstraZeneca Viét [va dong goi cap|XSP san xuit ta dugc |Kyowa Hakko Kogyo '- Ajinomoto Health and

Nam 1: Catalent /MiV-N2 Pia chi: Hofu Hofu Plant 1- |Nutrition North America Inc
Indiana, LLC; 1 Kyowa-cho Hofu-city Dia chi: 4020 Ajinomoto Drive
Co sd dong goi Yamaguchi 7478522 Japan |Raleigh 27616 North Carolina
cp 2: USA
AstraZeneca 2. L-Histidine hydrochloride
AB; Co sé monohydrate: 2. L-Histidine hydrochloride
kiém tra chét Kyowa Hakko Kogyo monohydrate:
lwong va xut Dia chi: Hofu Hofu Plant 1- |'- Ajinomoto Health and
xudng: 1 Kyowa-cho Hofu-city Nutrition North America Inc
AstraZeneca Yamaguchi 7478522 Japan |Pia chi: 4020 Ajinomoto Drive
AB Raleigh 27616 North Carolina

USA
31 |Imfinzi SP3-1219-21 (Cong ty TNHH |Co s6 san xuat [26/TDV [10/02/2023 [Thay ddi dia chi |Forskargatan 18, SE-151 85 |Forskargatan 18, 151 36

AstraZeneca Viét [va dong goi cap|XSP ctia co s6 dong  |Sodertalje, Thuy Dién Sodertalje, Thuy Dién

Nam 1: Catalent g0i cép 2:
Indiana, LLC; AstraZeneca AB
Co so dong goi (dia diém khong
cép 2: thay ddi)/ MiV-
AstraZeneca N9
AB; Co sé

kiém tra chit
lugng va Xuét
xuong:
AstraZeneca
AB




32 |Imfinzi SP3-1220-21 [Céngty TNHH |Co so san xuat |25/TDV [10/02/2023 |Thay dbi dia chi |Forskargatan 18, SE-151 85 |Forskargatan 18, 151 36
AstraZeneca Viét [va dong goi cap|XSP clia co so dong  [Sodertalje, Thuy Pién Sodertalje, Thuy Pién
Nam 1: Catalent goi cép 2:
Indiana, LLC; AstraZeneca AB
Co sd dong goi (dia diém khong
cp 2: thay d6i)/ MiV-
AstraZeneca N9
AB; Co so
kiém tra chét
lwong va xut
xudng:
AstraZeneca
AB
33 |Imfinzi SP3-1219-21 |Céngty TNHH |Co so san xuat |43/TDV [16/02/2023 |Thay doi tiéu L-Histidine: USP 41/ Ph.  |L-Histidine: USP NF/ Ph. Eur/

AstraZeneca Viét
Nam

va dong goi cip
1: Catalent
Indiana, LLC;
Co sd dong goi
cp 2:
AstraZeneca
AB; Co so
kiém tra chit
lwong va xut
xudng:
AstraZeneca
AB

XSP

chudn chat luong
ta duoc khi cap
nhat phién ban
cua cung dugc
dién/ MiV-N6

Eur. 9.6/ JP 17,

L-Histidine hydrochloride
monohydrate: Ph. Eur. 9.6/
JP17;

o,0-Trehalose dihydrate: NF
36/ Ph. Eur 9.6/ JP 17,
Polysorbate 80: NF 36/ Ph.
Eur 9.6/ JP 17,

Water for Injection (WFI):
USP 41/ Ph. Eur. 9.6/ JP 17.

JP (phién ban hién hanh);
L-Histidine hydrochloride
monohydrate: Ph. Eur./ JP
(phién ban hién hanh);
a,0-Trehalose dihydrate: USP
NF/ Ph. Eur/ JP (phién ban hién
hanh);

Polysorbate 80: USP NF/ Ph.
Eur/ JP (phién ban hién hanh);
Water for Injection (WFI): USP
NF/ Ph. Eur/ JP (phién ban hién
hanh)




34 |Imfinzi SP3-1220-21 |Céng ty TNHH |Co so san xuat |44/TDV [16/02/2023 |Thay doi tiéu L-Histidine: USP 41/ Ph.  |L-Histidine: USP NF/ Ph. Eur/
AstraZeneca Viét [va dong goi cap|XSP chuédn chat luong |Eur. 9.6/ JP 17; JP (phién béan hién hanh);
Nam 1: Catalent ta duoc khi cap |L-Histidine hydrochloride |L-Histidine hydrochloride
Indiana, LLC; nhat phién ban  |monohydrate: Ph. Eur. 9.6/ |monohydrate: Ph. Eur./ JP
Co sd dong goi cua cung dugc  |JP 17; (phién ban hién hanh);
cp 2: dién/ MiV-N6  |a,a-Trehalose dihydrate: NF |o,a-Trehalose dihydrate: USP
AstraZeneca 36/ Ph. Eur 9.6/ JP 17; NF/ Ph. Eur/ JP (phién ban hién
AB; Co s& Polysorbate 80: NF 36/ Ph. |hanh);
kiém tra chét Eur 9.6/ JP 17; Polysorbate 80: USP NF/ Ph.
lwong va xut Water for Injection (WFI): |Eur/ JP (phién ban hién hanh);
xudng: USP 41/ Ph. Eur. 9.6/ JP 17.|Water for Injection (WFI): USP
AstraZeneca NF/ Ph. Eur/ JP (phién ban hién
AB hanh)
35 [Ozonbiotic QLSP-839-15|Céng ty TNHH |Céng ty TNHH |[10/TDV [10/01/2023 |Thay dbi tiéu - K&m gluconat: USP 34 - K&m gluconat: USP 2022
Plus Lién doanh Lién doanh XSP chuén chét luong |'- Aerosil: BP 2009 (phién ban hién hanh)
Hasan- Hasan- dwoc chat, ta '- Lactose monohydrat, '- Aerosil: BP 2022 (phién ban
Dermapharm Dermapharm duogc khi cdp nhét{saccharose, magnesi stearat: [hi€n hanh)
phién ban cua DDVN IV '- Lactose monohydrat,
cung dugc dién/ saccharose, magnesi stearat:
MiV-N6 DDVN V (phién ban hi¢n
hanh)
36 |1.V.-Globulin |QLSP-0397- |Green Cross Green Cross  |375/TDV [16/09/2022 |Thay dbi tiéu - Maltose: KP 10 - Maltose: KP phién ban hién
SN inj. 11 Corporation Corporation  |XSP chudn chat luong |- Water for Injection: KP |hanh
td duoc khicap |10 '- Water for Injection: KP phién
nhat phién ban ban hién hanh
cua cung dugc
dién/ MiV-N6
37 [Mircera SP3-1210-20 |F. Hoffmann-La |F. Hoffmann- [454/TBV |01/11/2022 |Thay dbi dia chi |Grenzacherstrasse 124, CH- |Grenzacherstrasse 124, 4058
Roche Ltd. La Roche Ltd. [XSP co s& dang 4070 Basel, Switzerland Basel, Switzerland

ky/MiV-N1




38 [Mircera SP3-1209-20 |F. Hoffmann-La (F. Hoffmann- |454/TBV|01/11/2022 |Thay ddi dia chi |Grenzacherstrasse 124, CH- |Grenzacherstrasse 124, 4058
Roche Ltd. La Roche Ltd. |XSP co so dang 4070 Basel, Switzerland Basel, Switzerland
ky/MiV-N1
39 [Mircera SP3-1208-20 |F. Hoffmann-La (F. Hoffmann- |454/TBV|01/11/2022 |Thay ddi dia chi |Grenzacherstrasse 124, CH- |Grenzacherstrasse 124, 4058
Roche Ltd. La Roche Ltd. |XSP co so dang 4070 Basel, Switzerland Basel, Switzerland
ky/MiV-N1
40 |Mircera SP3-1207-20 |F. Hoffmann-La (F. Hoffmann- |454/TBV|01/11/2022 |Thay ddi dia chi |Grenzacherstrasse 124, CH- |Grenzacherstrasse 124, 4058
Roche Ltd. La Roche Ltd. |XSP co so dang 4070 Basel, Switzerland Basel, Switzerland
ky/MiV-N1
41 |Avegra Biocad [SP3-1203-20 [Congty TNHH [«Biocad» 473/TPV [22/11/2022 |Thay doi tén va |«Biocad» Closed Joint Joint Stock Company "Biocad"
400mg/16ml dugc phdmva  |Closed Joint ~ [XSP dia chi cta co sé |Stock Company Dia chi: Petrovo-Dalneye
hoa chit Nam Stock san xuit thudc  |Dia chi: Petrovo-Dalneye, |village, Krasnogorsky district,
Linh Company thanh pham/MiV-|Krasnogorsky district, Moscow region, 143422,
N9 Moscow region, Russia, Russia
143422
42 |Avegra Biocad [SP3-1202-20 [Congty TNHH [«Biocad» 474/TPV [22/11/2022 |Thay doi tén va |«Biocad» Closed Joint Joint Stock Company "Biocad"
100mg/4ml dugc phdmva  |Closed Joint  [XSP dia chi cta co sd |Stock Company Dia chi: Petrovo-Dalneye
hoa chit Nam Stock san xuit thudc  |Dia chi: Petrovo-Dalneye, |village, Krasnogorsky district,
Linh Company thanh pham/MiV-|Krasnogorsky district, Moscow region, 143422,
N9 Moscow region, Russia, Russia
143422
43 |Herticad QLSP-HO03- |Congty TNHH |JSC 475/TPV [22/11/2022 |Thay dbi tiéu - Histidine hydrochloride |- Histidine hydrochloride
440mg 1177-19 dwoc phim va "BIOCAD" XSP chuén chét luong |monohydrate: Ph. Eur. 7.0 |monohydrate: Ph. Eur. 10.0

héa chit Nam
Linh

ta dugc khi cap
nhét phién ban
cua cung dugc
dién/ MiV-N6

'- Histidine: Ph. Eur. 7.0
'- Trehalose dihydrate: Ph.
Eur. 7.0

- Polysorbate 20: Ph. Eur.
7.0

'- Benzyl alcohol: Ph. Eur.
7.0

- Nudc cét pha tiém: Ph.
Eur. 7.0

- Histidine: Ph. Eur. 10.0

'- Trehalose dihydrate: Ph. Eur.
10.0

'- Polysorbate 20: Ph. Eur. 10.0
'- Benzyl alcohol: Ph. Eur. 10.0
' Nude cit pha tiém: Ph. Eur.
10.0




44  |Praxbind QLSP-HO03- |Boehringer Boehringer 482/TPV [25/11/2022 |Thay doi cosé  |Merck Chemicals GmbH  [Merck Life Science
1133-18 Ingelheim Ingelheim XSPp san xuit ta dugc |Dia chi: 64293 Damstadt, |Technologies (Nantong) Co.,
International Pharma GmbH Sodium acetat ~ [Germany Ltd.
GmbH & Co. KG trihydrate/MiV- Dia chi: 226017 Nantong,
N2 China
45 |[Keytruda QLSP-H02- |Merck Sharp & |Co s& san xuat: [103/TDV | 21/03/2023|Thay doi tén ctia |Brooks Life Sciences, Inc. |Azenta US, Inc.
1073-17 Dohme (Asia) MSD XSP co s6 bao quan
Ltd. International ngan hang té bao
GmbH T/A cho san xuat
MSD Ireland duoc chat /MiV
(Carlow) Co s& chua co trong
dan nhan va phu luc II thay
dong goi cap 2: d6i/bd sung hanh
Schering- chinh
Plough Labo
N.V.
46 |Kedrigamma |QLSP-0601- [Kedrion S.p.A  |Kedrion S.p.A [487/TBV| 30/11/2022|Thay d6i tén co |GE Healthcare Bio-Sciences|Cytiva Sweden AB
12 XSP s& san xuét thudc [AB
thtr dung trong
san xuat duge
chat/MiV chua
c6 trong phu luc
11 thay d6i/bd
sung hanh chinh
47 |Beautem QLSP-1007- |Daewoong Daewoong 393/TPBV [13/11/2019 |Thay dbi tiéu Sodium chloride: USP 32 [Sodium chloride: USP 42
17 Pharmaceutical |Pharmaceutical | XSP-N chuén chat luong |Water for injection: USP 32 |Water for injection: USP 42
Co., Ltd Co., Ltd ta duoc khi cap

nhat phién ban
cua cung dugc
dién/MiV-N6




