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QUYET PINH

Vé viéc cong bé Danh muc sinh pham tham chiéu Pet 01 — Nim 2025
CUC TRUONG QUAN LY DUQC

Can cir Ludt Duwoc ngay 06 thang 4 ndm 2016, Ludt Sira d6i, bé sung mét sé
diéu cua Ludt Duwoc ngay 21 thang 11 nam 2024;

Can cir Nghi dinh so 42/2025/ND-CP ngay 27 thang 02 nam 2025 cua Chinh
phu quy dinh chuze nang, nhiém vu, quyén han va co cau to chirc cia Bé Y té;

Can cir Théng tw sé 12/2025/TT-BYT ngay 16 thing 5 nam 2025 cua B
trieong B Y té quy dinh Viée ding ky lwu hanh thuoc, nguyén ligu 1am thuac;

Can cit Quyét dinh s6 2386/0P-BYT ngay 22 thing 7 nam 2025 cia B¢
trwong Bo Y té quy dinh chirc nang, nhiém vu, quyén han va co cdu té chic cua
Cuc Qudn Iy Duoc thugc B Y té;

Can cir két lugn cua Héi dong te van cdp gidy dang ky luu hanh thuéc,
nguyén liéu 1am thudc - B Y té dot 55 tai bién bdn kém theo Cong vain sé 38/HPTV-
VPHD ngay 19 thdng 5 nam 2025; dot 56 tai bién bdn kém theo Cong vin sé
48/HDTV-VPHD ngay 27 thang 6 nam 2025; dot 57 tai bién ban kem theo Cong
van s6 66/HPTV-VPHP ngay 28 thang 10 nam 2025 ciia Vian phong Héi dong tw
van cap GPKLH thuéc, nguyén ligu 1am thuac;

Theo dé nghi ciia Truong phong Pdng ky thuée, Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Cong bd Danh muc 16 sinh pham tham chiéu Dot 01 — Nam 2025 tai
Phu luc kém theo Quyét dinh nay.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Giam d6c S¢ Y té céc tinh, thanh phé truc thudc Trung wong, cac co
so kinh doanh duoc va Giam dbc co sé ¢6 thudc néu tai Didu 1 chiu trach nhiém thi

- Bo trudng (dé b/c);

- Thir truang Nguy@én Tri Thire (dé b/c); Va7 2\
- Cuc Quan Y - Bo Quéc phong; Cuc Y té - Bo Cong an; Cys/  =F€  \o)
Y t€ GTVT - Bo Xay dung; ey = =" ' !
- Bo Tai chinh: Cuc Hai quan, Bao hiém x& hoi Viét Nam; \x\ ““%C 1l

- Bo Y té Vu PC, Cuc Phong bénh, Cuc KHCN&DT; Cuc N\ 570

hanh Quyét dinh nay./.
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QLKCB, Vin phong NRA, Vin phong HDTV cdp GPKLH = .
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- Téng Cong ty Duoc Viét Nam- CTCP;

- Cac Bénh vién & Vién co giuong bénh truc thuoc Bo Y té;
- Cuc QLD: P.DKT, QLKDD, QLCLT, PCHN, QLGT,
Website;

- Luu: VT, bKT.



DANH MUC 16 SINH PHAM THAM CHIEU PQT 01 — NAM 2025

Phu luc

(Kém theo Quyér dinh sé 826 /OP-QLD ngay 31 /12 /2025 cuia Cuc Qudn Iy Duroc)

STT Tén thudc Hoat chat, ham Dang bao | Quy cach déng géi S6 ding ky Co sé san xuat Pia chi co sé san xuat
lwgng ché
1 | Soliqua Insulin glargine 100 | Dung Hop 3 buat tiém x | 400410179400 | Sanofi-Aventis Briiningstrasse 50,
Solostar don vi/ml; dich tiém | 3ml; Hop 5 but | (SP3-1236-22) | Deutschland GmbH | Industriepark HoOchst, 65926
Lixisenatide trong bat | tiém x 3ml Frankfurt am Main, Dtrc
50mcg/ml tiém nap
sin
2 | Soliqua Insulin glargine 100 | Dung Hop 3 buat tiém x | 400410179300 | Sanofi-Aventis Briningstrasse 50,
Solostar don vi/ml; dich tiém | 3ml; Hop 5 but | (SP3-1237-22) | Deutschland GmbH | Industriepark HoOchst, 65926
Lixisenatide trong bat | tiém x 3ml Frankfurt am Main, Dtrc
33mcg/mi tiém nap
sin
3 | Avastin Bevacizumab Dung Hop 1 lo x 16ml | 400410173800 | Cosdsanxuatva | Dia chi co s& san xuit va
400mg/16ml dich dam dong goi so cap: dong goi so cap: Sandhofer
dac dé Roche Diagnostics | Strasse 116, 68305
pha dung GmbH; Co s¢é dong | Mannheim, Dtrc; Dia chi co
dich tiém 61 thir cap va xudt | s dong goi thir cAp va xuit
truyén xuong: F. xuong:  Wurmisweg, 4303
Hoffmann-La Kaiseraugst, Thuy S§
Roche Ltd.
4 | Erbitux Cetuximab 5mg/ml | Dung Hop 01 1o x 20 ml | QLSP-0708-13 | Merck  Healthcare | Frankfurter Strafie 250, 64293
dich tiém KGaA Darmstadt, Bic
truyén
5 | Gonal-f Follitropin alfa Dung Hop 1 6ng | 800410037723 | Merck Serono Via delle Magnolie 15 (loc.
4501U/0,72mL dich tiém | (cartridge) chira 1 | (QLSP-959-16) | S.p.A Frazione Zona Industriale),

bat déng san

70026 Modugno (BA), Y




STT Tén thudc Hoat chit, ham Dang bao | Quy cach déng goi S6 ding ky Co sé san xuat Dia chi co sé san xuit
lwgng che
dung dich tiém va
12 kim tiém
6 | Gonal-f Follitropin alfa | Dung Hop 1 ong | QLSP-HO02- Merck Serono Via Delle Magnolie 15
9001U/1,44mL dich tiém | (cartridge) chua | 1074-17 Sp.A (loc.frazione Zona
pha san trong 1 but c6 san Industriale), 70026 Modugno
trong bat | 1,44ml dung dich (BA), Y
tiém va 16 kim dé
dung véi but tiém
7 | Gonal-f Follitropin alfa 300 | Dung Hop gom 1 but | QLSP-891-15 Merck Serono | Via delle Magnolie 15 (loc.
1U/0,48mL dich tiém | chtta dung dich S.p.A. frazione Zona Industriale),
pha san tiém pha san va 8 70026 Modugno (BA), Y
trong bt | kim dé dung véi
but tiém
8 | Humira Adalimumab Dung Hop 2 vi, mdi vi | QLSP-HO03- Co s& san xuat: |Dia chi co s& san xuat:
40mg/0,4ml dich tiém |chwra 1 but tiém | 1172-19 Vetter Pharma- | Schitzenstrasse 87 and 99-
chra 1 bom tiém Fertigung GmBH & | 101, 88212 Ravensburg, Ptc;
dong san thudc Co. KG; Co s¢|Dia chi co s¢ dong goi tht
(adalimumab dong goi ther cdp: | cdp: Knollstrasse, D-67061
40mg/0,4ml) va Abbvie Deutschland | Ludwigshafen, Dtrc; DPia chi
mot miéng bong GmbH & Co. KG,; | co SO Xudt xudng:
con Co s& xuit xudng: | Knollstrasse, D-67061
Abbvie Ludwigshafen, Duc
Biotechnology
GmbH
9 | Tecentrig Atezolizumab Dung Hop 11020ml | QLSP-H03- Co s6 san xuat: |Dja chi co s& san xuat:
1200mg/20 ml dich dam 1135-18 Roche Diagnostics | Sandhofer Strasse 116, 68305
dac dé GmbH; Co s& dong | Mannheim, Ptic; Pia chi co
pha dung g6i va xuat xudng: | s6 dong gbi va xudt xuong:
dich tiém F. Hoffmann-La | Wurmisweg, 4303

truyén

Roche Ltd.

Kaiseraugst, Thuy S§




STT Tén thudc Hoat chit, ham Dang bao | Quy cach déng goi S6 ding ky Co sé san xuat Dia chi co sé san xuit
lwgng che
10
Amgen State Road 31, Km 24.6,
Xgeva [i;r(;cr)ju/nl]afml ctl)izﬂgtiém Hop 110 x 1,7ml | 001410249323 | Manufacturing Juncos, Puerto Rico 00777,
g/, - Limited LLC My
11 | Ropolivy Polatuzumab Bot dé Hop 1 lo 800410646024 | Co sO san xudt & | Dia chi co so san xuat &
Vedotin 140mg pha dong goi so cap: | dong g6i so cip: Via Appia
dung dich BSP Km 65,561, 04013 Latina
dam dic Pharmaceuticals Scalo (LT), Y; Pia chi co so
dé pha S.p.A; Co sé dong | dong goi thir cip va xuét
dung dich go6i thir cip va xuat | xuong: Wurmisweg, 4303
tiém Xudng: F. | Kaiseraugst, Thuy Sy
truyén Hoffmann — La
Roche Ltd.
12 | Tremfya Guselkumab Dung Hop 1 bom tiém x | 760410178000 | Cilag AG Hochstrasse 201, 8200
100mg/mi dich tiém | 1ml (SP3-1242-22) Schaffhausen, Thuy Sy
13 | Synagis Palivizumab Dung Hop 110 x 0,5ml | 400410173900 | Co s& san xuat va | Pia chi co so san xuat va
50mg/0,5ml dich tiém kiém tra chat luong: | kiém  tra  chit  luong:

Boehringer
Ingelheim  Pharma
GmbH & Co. KG;
Co s¢ dong goi thi
cap va xuat xudng:
AbbVie S.r.l.

Birkendorfer Strasse 65, D-
88397 Biberach an der Riss,
burc; DPia chi co s¢ dong goi
th cAp va xuit xuong: S.R.
148 Pontina Km 52 snc,
04011 Campoverde di Aprilia
(LT), Y




STT Tén thudc Hoat chit, ham Dang bao | Quy cach déng goi S6 ding ky Co sé san xuat Dia chi co sé san xuit
lwgng che
14 | Synagis Palivizumab Dung Hop 11lox Iml | 400410174000 | Co s& san xuat va | Pia chi co so san xuat va
100mg/1ml dich tiém kiém tra chat luong: | kiém  tra  chat  luong:
Boehringer Birkendorfer Strasse 65, D-

Ingelheim Pharma | 88397 Biberach an der Riss,
GmbH & Co. KG; | Buc; bia chi co s¢ dong goi
Co so dong goi tht | tht cAp va xudt xuong: S.R.
cdp va xuat xudng: | 148 Pontina Km 52 snc,

AbbVie S.r.l. 04011 Campoverde di Aprilia
(LT), Y
15 | Tecentriq Atezolizumab 1200 | Dung Hop 1 1o x 20ml 760410176400 | F. Hoffmann - La Wurmisweg, CH-4303
mg/20 ml dich dam (SP3-1240-22) | Roche Ltd. Kaiseraugst, Thuy Sy

dac dé

pha dung

dich tiém

truyén

16 | Simulect Simulect 20mg Botpha | Hop 1 lo bot pha | 800410322725 | Co s sanxuatva | Pia chi co sé san xuat va
tiém tiém; Hop 1 1o bot dong gbi cap 1: dong goi cap 1: Viale G.B.
pha tiém va 1 ong Patheon Italia Stucchi, 110 - 20900 Monza
nudc pha ti€ém S.p.A.; Co sé san (MB), Y; Pia chi co s& sin
5ml xuat 6ng dung moi, xuat 6ng dung moi, dong goi
dong gbi cap 2 va cdp 2 va xudt xuong: 6
Xuat xuong: Boulevard de  L’Europe,

Delpharm Dijon Quetigny, 21800, Phap

Ghi cha:

- S6 déng ky 12 ky tw 14 s6 dang ky duoc cap méi hodc gia han theo quy dinh tai Phy luc V Théng tw 12/2025/TT-BYT ngdy 05/09/2022 cia Bé trieong Bé Y té quy
dinh viéc dang ky luu hanh thuéc, nguyén ligu 1am thudc.

- S6 dang ky da cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cdp truéc khi thude dwoc gia han.



