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CUC TRUGNG CUC QUAN LY DUQC

Can et Ludt Duoc so 105/2016/0H13 ngay 06/4/2016;

Can ciwr Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cia Chinh phit quy dinh
chire ndng, nhiém vy, quyen han vé co céu té chikc ciia B6 Y té;

Can ci Thong tw so 08/2022/TT-BYT ngay 05/09/2022 cia By trudng B6 ¥ 1¢ quy
dinh viéc ddng ky Iuu hanh Ihuoc, nguyén ligu lam thuée;

Can cir Quyét dinh 56 1 969/0D-BYT ngay 26/4/2023 ciia B6 trudng Bo Y € quy
dinh chitc ndng, nhiém vy, quyén han va co cdu 16 chire etia Cuc Qudn Iy Dirge thuée Bo
Y té;

Cén cir két Tudn cia Hoi déng te vdn cdp gidy dang ky lww hamh thude, nguyén
liéu lam thuéc - B6 Y té;

Theo dé nghi ciia Truong phong Ddng ky thude, Cuc Quadn Iy Dugc. ;

QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muyc 69 vic xin, sinh phdm duoc
cép, gia han gifly ding ky Iuu hanh tai Viét Nam - Dot 52, bao gom:

1. Danh muc 04 sinh phim duoc cép gidy ding ky luu hanh hiéu luc 05 nim - Bot
52 (Phu luc I kém theo Quyet dinh nay).

2. Danh myc 10 sinh phém duge cép gify déing ky lwu hanh hiéu lyc 03 nim - Dot
52 (Phu luc Il kém theo Quyét dinh nay).

3. Danh muc 30 véc xin, sinh phim dugc gia han gidy dang ky Tuu hanh hiéu luc
05 nim - Dot 52 (Phu Tuc Il kém theo Quyét dinkh nay).

4. Danh muc 24 sinh phém'duqc gia han gidy déng ky luu hanh hiéu lyc 03 nim -
Dot 52 (Phu luc IV kém theo Quyét dinh nay).

5. Danh muc 01 sinh phim duoc gia han gidy ding ky luu hanh hiéu luc dén
31/12/2025 - Dot 52 (Phu luc V kém theo Quyét dinh nay).

Pidu 2. Co st san xult va co s& ding ky thube ¢6 trach nhigm:

1. San xuit, cung cp thudc vao Viét Nam theo dung céc hé so, tai liéu di dang ky
v6i B3 Y té va phai in s6 dang ky duoe BO Y té Viét Nam cép lén nhan thube.

2. Chap hanh day du phap luét cia Viét Nam va cée quy dinh clia BG Y té vé san
xuét, nhap khiu thubc va Iuu hanh thudc tai Viet Nam, néu c6 bat cir thay doi gi trong
qué trinh luu hanh thubc & nude s& tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan Iy Dugc - Bd Y té Viét Nam,

3. Thyc hi¢n viéc cép nhat tiéu chudn chit lugng ctia thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cia B§ truong B8 Y té quy dinh vé chat



lugng thudc, nguyén liéu lam thude, Théng tu s6 03/2020/TT-BYT ngay 22/01/2020 cla
Bo truéng BY Y té stra dbi, bd sung mét sb didu cia Thong tr 11/2018/TT-BYT quy dinh
vé chét luong thude, nguyén liéu lam thubc.

4. Cap nhit nhan thudc, t& huéng din sir dung thude theo quy dinh tai Thong tu sb
01/2018/TT-BYT ngay 18/01/2018 cua Bo trudng By Y té quy dinh ghi nhan thube,
nguyén liéu 1am thudc va t& hudéng din st dung thube trong thoi han 06 thang ké tir ngay
ky ban hanh Quyét dinh niy, theo hinh thirc thay dbi, bd sung gidy dang ky luu hanh
thube quy dinh tai Thong tw s6 08/2022/TT-BYT dbi v6i thude chua cép nhat ndi dung
nhén thude, t& huéng din st dung thudc theo quy dinh tai Thong tu s6 01/2018/TT-BYT
ciia B trudmg B Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyct dinh nay, cic thubc duge gia han
glay dang ky hru hanh tai Phu luc 111, IV ¢6 thay d6i vé néi dung hanh chinh (bao gom ca
mdu nhin, to hucmg ddn sie dgng) phai san xuét (dm véi vdc xin, sinh pham san Xuit
trong nuéc), nhap khau (dbi véi vic xin, sinh pham nhip khéu), hru hanh véi céc ndi
dung di duoc phé duyét thay dbi trong hd so dang ky gia han.

6. Phbi hop vdi cac co SOy té du phong, co s& diéu tri ¢ thyc hién theo ding cac
quy dinh hién hanh vé thude k& dom, theo ddi an toan, hiéu qué, tac dung khéng mong
mudn cua thuoc trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai Ditu §
Théng tu s6 08/2022/TT-BYT ngay 05/9/2022 cla BQ tru'crng B8 Y té quy dinh viéc dang
ky luu hanh thubc, nguyén lidu 1am thude d8i véi céc thude thude Danh mue ban hinh
kém theo Quyét dinh niy.

7. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dng trong thdi han
hiéu luc cta gidy ding ky luu hanh thude, nguyén liéu lam thube. Trong trudng hop
khéng con dap tng du diéu kién hoat d6ng, co s& déng ky phai c6 trach nhi¢m thuc hién
thay dbi co s& ding ky theo quy dinh tai Thong fu s0 08/2022/TT-BYT ngay 05/9/2022
ctia B truong Bo Y té quy dinh vi¢c ding ky Ivu hanh thude, nguyén ligu lam thudc
trong th&ri han 30 ngdy ké tir ngdy co s& ding ky khong con di diy kién hoat dong.

8. Co so dang ky thuoc phéi bdo cdo BO Y (Cuc Quan Iy Duoc) té vé cip nhat tinh
trang dap mg Thwe hanh t6t san xuat cua co s¢ san xuat thuée, nguyén liéu lam thude.
Trudng hop co s& san xuét bi thu hdi glay phép san xuit hogc khéng dap (mg Thuc hanh
tot san xuét thudc, nguyén liéu lam thudc & nudce s tai, co sé& phai thuc hién viée bao cao
trong thdi han 15 ngéty ké tir ngdy c6 thOng béo cla co quan quan 1y ¢6 tham quyén nuée
s tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi dinh 56 54/2017/ND-CP ngay
08/5/2017 cua Chinh phu quy dinh chi tiét mot sé diéu va bién phap thi hanh Luat Dugec,

9. Céc thube sb thirtu 1,2, 6,7, 8,9, 14,15, 18, 19, 20, 21, 22, 23, 24 tai Phu luc
IV Quyét dinh nay: sau khi dugc gia han gidy dﬁng ky Twu hanh thube, cong ty dang ky
phal ndp hd so 1im sing theo hinh thirc thay dbi, bd sung quy dinh tai Phu luc I Thong
to sb 08/2022/TT-BYT & duoc tiép tuc xem xét gia han gidy dang ky lwu hanh cho lan
tiép theo.

10. Céac thuoc so thir tr 3, 4, 5, 11, 12, 13 tai Phu lyc IV Quyét dinh nay: sau khi
duoc gia han gidy dang ky luu hanh thudc, cong ty dang ky phai ndp hé so 14m sing
theo hinh thirc thay d6i, b6 sung quy dinh tai Phu luc II Théng t s6 08/2022/TT-BYT
hodc cong thirc tham chiéu d& duoc tiép tuc xem xét gia han gidy dang ky luu hanh cho
lan tiép theo.

Diéu 3. Cac thude duoe gia han giéy ding ky luu hanh tai Phu luc III va Phu luc
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1V Quyét dinh nay duoc tiép tuc sir dung 56 diing ky da cp trude khi gia han trong thai
han t6i da 12 thang ké tir ngay dugc cap s6 ding ky gia han theo quy dinh tai Phy lue VI
ban hanh kém theo Théng twr s6 08/2022/TT-BYT.

Pitu 4. Quyét dinh ndy c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 5. Giam dbc S& Y té céc tinh, thinh phé tryc thude Trung wong va Gidm dbe
cor s& sén xult va co s& ding k¥ ¢6 thube tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh
nay./.

Nori nhin: CUC TRUONG
- Nhu Bigu 5; . P

- B truong BYT (d€ blc);

- Thir truéng D8 Xuén Tuyén (@& blc);

- Cuc Quén y - B& Quée phong, Cuc Y té - Bp Cong an; (S1 Dty
Cuc Y té GTVT - B Giao théng van tai; Téng Cuc Hai k;;"ﬁ j&e 7

quan - B Tai chinh;

- Béo hiém xa hbi Vlet Nam; Yo
- B§ Y t& Vu PC, Cuc YTDP, Cuc KHCN&DT; Cuc “¥ii Tuén Cuwéng
QLI(CB Thanh tra B§, Vin phong NRA, Vin phdng

HPTV cip GRKLH thubc, NLLT; Trung tm mua sém QG;

- Vlt;n KDQG VX&SPYT, Vién VSDTTW;

- Téng Céng ty Duge VN — CTCP, Céc Cong ty XNK dugc

phim (xem Website Cuc QLD);’

- Cac Bénh vién & Vién co giudmg bénh tryc thude BYT;

- Cuc QLD: cic phong QLGT, QLKDD, QLCLT, PCHN,

VP Cuc, Website Cuc QLD;

- Luu; VT, PKT (4b).
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Phu lue IT

DANH MUC 10 SINH PHAM Y TE BUGC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - BQT 52

(Kem theo quyét dinh s6: 803......./OP-QLD, ngay01./2./2024.ciia Cuc Quan Iy Dugc)

STT | Tén thudc Hoat chatchinh— | Dang | Quycdch | Tiéu | Tudi S6 ding ky
Ham lugng baoché | dénggéi | chudn tho
(thing)
(1) @) 3) “) 3 (6) @) 8)

© AT ST TR |

1. Co s¢ ding ky: Cong ty TNHH AstraZencca Viét Nam (Pig chi: Tdng 18, Téa nha A&B, S6
76, Pueomg Lé Lai, Phucmg Bén Thanh, Qudn 1, TP Ho Chi Minh, Viét Nam)
1.1, Co s& sin xudt va kiém tra chéit hrong: Boehringer Ingelheim Pharma GmbH & Co. KG
(Bia chi: Birkendorfer Sirasse 65, D-88397 Biberach an der Riss, Diic)
Co s d6ng g6i thir cAp va xufit xwémg: AbbVie S.r.l. (Pja chi: S.R. 148 Pontina Km 52 snc, 04011
Campoverde di Aprilia (LT), ¥)

1 Synagis Palivizumab Dungdich |Hépllox NSX 36 400410173900
50mg/0,5ml tiém 0,5ml
2 Synagis Palivizumab - Dungdich | Hop1lox NSX 36 400410174000
100mg/1ml tiém 1ml
2. Co s& ding ky: DKSH Singapore Pte. Ltd. (Dja chi: 47, Jalan Buroh, # 09-01 Singapore
(619491), Singapore)
2.1. Co & san xuit: Eli Lilly and Company (Dia chi: Lilly Corporate Center, Indianapolis, IN
46285, Hoa Ky)
3 Trulicity Dulaglutide Dung dich | Hop 4 but NSX 24 001410174100
0,75mg/0,5ml tiém tigm dong
sin x 0,5ml
3. Co s& dang ky: GlaxoSmithKline Pte Ltd (Dia chi: 23, Rochester Park, Singapore 139234,
Singapore)
3.1. Co s& san xuit: Glaxo Operations UK Ltd (Bja chi: Harmire Road, Barnard Castle, County
Durham, DL12 8DT, Anh)
4 Nucala Mepolizumab Dungdich | Hop 1 bom | NSX 24 500410174200
100mg/ml tiém tiém dong
san chia
1ml dung
dich thudc;
Hop 1 but
tiém dong
sin chira
lml dung
dich thube

4. Co sir ding ky: Kedrion S.p.A (Dia chi: Localita® Ai Conti — Frazione di Castelvecchio Pascoli
55051 Barga (LU), ¥)
4.1. Co s& sin xuAt tit ca cdc cong doan bao gdm sin xuit dung mbi va xuft xudng 16 thanh
phfim: Kedrion S.p.A. (nha méy Bolognana) (Pia chi: Via Provinciale (loc. Bolognana) — 35027

Gallicano (LU), Y)

Co sé san xuét dung méi (co sé san xuft thay thé): Kedrion S.p.A (nha mdy Sant' Antimo) (Dia

chi: S.8.7 Bis Km 19,5 - 80029 Sant' Antimo (NA), Y)
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STT | Ténthuéc | Hoat chitchinh— | Dang bao | Quy céich Tiéu Tudi Sé dang ky
Ham lwrong ché dong géi | chuén tho
(thang)
)] 2) ) ) 6)) (6) (7 (8)
5 Emoclot Chét dong méu yéu | Thudc bdt | Hop 11lo NSX 36 800410174300
t8 VII ngudn gbe | va dung bot+ 1 lo
tir huyét tirong moi pha dung méi
ngudi sau khipha | dungdich | 10ml+1bd
1000TU/10ml truyén dung cu pha
tigm tmyén
6 Emoclot Qhé.t ddng mau yéu Thuée bt Hép 1lo NSX 36 800410174400
t6 VIII ngudn goc | va dung bot+1 1o
tir huyét tuong mbi pha dung mdi
ngudi sau khi pha | dungdich | 10ml+1 bd
500IU/10ml truyén dung cu pha
tiém truyén

5. Co st diing ky: Merck Export GmbH (Dia chi: Frankfurter Strafle 250, 64293 Darmstadt, Dirc)
5.1, Co s& san xuit: Merck Serone S.p.A. (Pja chi: Via delle Magnolie 15 (loc. frazione Zona
Indusiriale), 70026 Modugno (BA), ¥)

Gonal-f

Follitropin alfa
1501U/0,25ml

Dung dich
tiém pha
sén trong
bit

Hop 1 bt
tiém chia
dung dich
tiém pha
san va 4

kim tiém

NSX

24

800410174500 |

6. Co s& ding ky: Novo Nordisk A/S (Pia chi: Novo Alle 1, 2880 Bagsvaerd, Dan Mach)

6.1. Co s& san xuit bin thanh phdm, déng goi so cdp, xuit xwéng 16: Novo Nordisk A/S Dja
chi: Novo Alle 1, 2880 Bagsvaerd, Dan Mach)
Co s& dong goi thir cAp: Novo Nordisk A/S (Dia chi: Brennum Park I, 3400 Hilleroed, Dan Mach)

Qzempic

Semaglutide
1,34mg/ml

Dung djch
tiém

Hop 1 bt tiém
bom sfin thudc
1,5mldung -
dich chira 2mg
Semaglutide va
6 kim tiém
ding 1 1dn
(phén phéi liéu
0,25mg hodc
liéu 0,5mg)
Hop 1 bat tiém
bom sén thube
{3 mildung dich
ra 4 mg
Semaglutide va
4 kim tiém
ding 1 1n
(phén phdi lidu

1mg)

NEX

36

570410174600

TET NP FVT
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gRse" BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
\ . mswc QUAN LY DUGC

Poc 1dp - Ty do - Hanh phiic

Sé: 903 /QLD-CL Ha Noi, ngay24 théng 03 ndam 2025

Vv cdng b6 két qua dénh gi4 dip u-ng
GMP ciia co s& san xudt nde ngoai
(Dot 43)

Kinh giri:
- S& Y té cac tinh, thanh phd trye thude Trung wong;
- Céc co s& ding ky, san xuft, kinh doanh thudc nude ngoai,

Cin cit Nghi dinh 54/2017/ND-CP ngéy 08 thing 5 ndm 2017 clia Chinh phu
quy dinh chi tiét mdt sé diéu va bién phép thi hanh Luat Dugc;

Cén clr Nghi dinh ISSIZOIBIND CP ngay 12 thang 11 ndm 2018 cta Chinh
phu stra ddi, bd sung mot s6 quy dinh lién | quan dén diéu kién d4u tu kinh doanh
thugc pham vi quan Iy nha nuéc cha Bo'Y té;

Cin ¢ Nghi dinh s6 88/2023/ND-CP ngay 11/12/2023 cta Chinh phi sira
dbi, bd sung mot sb diéu cta Nghi dinh sb 54/2017/ND-CP ngay 08/05/2017 cua
Chinh phi quy dinh chi tiét méot s6 didu va bién phdp thi hanh Luét dwoc va Nghl
dinh 50 155/2018/ND-CP ngay 12/11/2018 ctia Chinh phu sira dbi, bd sung mét s6
quy dinh lién quan dén diéu kién déu tur kinh doanh thudc pham vi quan 1y nha
nuée cia B Y té;

Cin cir Théng tir sb 35/2018/TT-BYT ngay 22/11/2018 cia Bo truong B8 Y
t& quy dinh v& Thyc hanh t6t san xut thuc, nguyén liéu 1am thuéc;

Cin ctr Thong tr s6 12/2022/’TT BYT ngay 21/11/2022 cia B§ trudng B6 Y
té sita dbi, bé sung va bai bo mét so Diéu cuia Thong tur 86 35/2018/TT «BYT ngay
22/11/2018 ciia Bd tnrcmg B6 Y t& quy dinh vé Thyc hanh tét sin xuit thudc,
nguyén liéu lam thudc,

Cuc Quan ly Duge thong béo:

1. Két qua dénh gi4 dép trmeg thuc hanh tét san xult ciia co s& san xuét thudc,
nguyén liéu lam thudc tai nuée ngodi (GMP) Dot 43 tai:

- Phu Iue 1: Danh sach co scr san xudt thudc, nguyén lidu 1am thudc tai nuée
ngoai dap img Thuc hanh t6t san xudt thuéc (GMP) - Dot 43;

_ Phu luc 2: Danh s4ch co s& san xudt thube, nguyén liéu 1am thude tai mrée
ngodi d4p tmg Thuc hanh tét san xult thubc (GMP) duoc diéu chinh ni dung da
cong bé tir Dot 1 dén Pot 42;

- Phu luc 3: Danh sach hé so dé nghi danh gid dap tmg GMP cua cac co SU’
sin xuét thudc, nguyén litu lam thude can bé sung, gii trinh - Dot 43;

Céc doanh nghiép cin ct ndi dung can bo sung, gidi trinh tai danh sach trén
d ndp ho so bd sung trén He théng Dich vu cong TT48 dé& tiép tuc duoc xem xét,
cong bd.

2. Céc Phu luc 1, Phu luc 2, Phu luc 3 trén dugc déng tai trén trang théng tin
dién tir cuia Cuc Quan 1y Duge - http://day.gov.vn - Muc Thuc hanh 16t GXP va
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Danh sach cép nhét céc co s& san xuét thube, nguyén liéu 1am thudc tai nuéc ngoai
dép tmg Thyc hanh t6t sin xuét thubc (GMP) dugc ding tai trén Hé théng dich vu
cong truc tuyén - https ffdxchvuccng dav.gov.vn — Muc Tra ciru théng tin GxP cua
Cuc Quén Iy Dugc; S& Y té céc tinh, thanh phﬁ trye thude Trung weng, cdc cosdy
té cong l4p str dung c4c danh séich trén d& xét cic goi thau thudc theo ding quy
dinh ctia Théng tu 07/2024/TT-BYT cia B truong BS Y t& vé huéng din déu théu
thuéc tai cdc co s0' y té v céc quy dinh ciia Ludt Déu thau.

3. Cuc Quan Iy Dugc dang tién hanh xu ly song song cac ho so ban gidy da
txep nhén trude ngay 01/04/2024 va cdc hd so trye tuyen dwoc tiép nhan trén 118
thong dich vu céng truc tuyen tir ngay 01/04/2024. Két qua xir Iy ciia ca hai hinh
thic trén sé& dugc cOng bd trén trang théng tin dién tir cia Cyc Quan ly Duge -
http://dav.gov.vn - Muc Thuc hanh tot GXP va cgp nhét trén Danh sich cédc co s&
san xuit thubc, nguyén lidu 1am thude tai nuéce ngoai dap tng Thuc hanh tot sén
xuit thuéc (GMP) duogc ding tai trén Heé théng dich vu céng truc tuyén -

hitps://dichvucong.dav.gov.vn — Muc Tra ctu théng tin GXP cia Cuc Quén ly
Dugc.

Céc co s& san xuit, dang ky, kinh doanh thuéc phai ra soat, kip thoi cdp nhat
tinh trang dap ‘mg GMP cua co s0 san xuét thubc, nguyén lidu lam thube nuréc
ngoai theo ding quy dinh tai diém d, khoan 1 Biéu 100 Nghi dinh sb 54/2017/ND-
CP ngay 08/5/2017; hru y dbi véi céc co s& san xubt nudc ngoai co Gidy ching
nhin GMP duoc gia han hiéu luc theo chinh séch trong giai doan dich Covid-19
cua co quan quan ly duge cdc nude.

Cuc Quén 1y Dugc thong béo dé cac don vi biét va thuc hién ./.

Noi nhin: KT. CUC TRUONG
- Nhu trén;

- Cuyc truéng Vii Tufn Cudng (dé b/c),

- Cuc Quin Y - B3 Québc phong; 7 Gl
-CucY te B4 Cong an; ff

- Cuc Y té GTVT - B6 Giao théng van tai; i

- Chc bénh vién truc thudc B4 Y té;

- Website Cuc Quan Iy Dugc;

- Phong Dang ky thube, Quan ly gia thude (dé p/hop);

- Luu: VT, CL.
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Péc lap - Tw do - Hanh phiic
Sé: 2999/QLD-CL Ha Ngi, ngay 06 thdng 09 nam 2024

Viv céng bb két qua dénh gia dap img
GMP ciia co s& sén xudt nudc ngoai
(Dot 39)

Kinh gt
- 8&'Y té céc tinh, thanh phé truc thude Trung wong;
- Cée co s& ding ky, san xuét, kinh doanh thude nude ngoai.

Cén cir Nghi dmh 54/2017/ND-CP ngay 08 thang 5 nam 2017 ctia Chinh phu
quy dinh chi tiét mét s6 didu va bién phap thi hanh Luft Dugc;

Cin ctr Nghi dinh 155/2018/ND-CP ngay 12 thang 11 ndm 2018 cta Chinh
phtl sira d6i, bd sung mot s6 quy dinh lién _quan dén diéu kién dau tu kinh doanh
thude pham vi quén 1y nha nude cia By Y té;

Cin c Nghi dinh s§ 88/2023/ND-CP ngay 11/12/2023 cua Chinh phi sira
dbi, bd sung mét sb diéu ciia Nghi dinh s6 54/2017/ND-CP ngay 08/05/2017 cua
Chinh pht quy dinh chi tiét mat s6 didu va bién phép thi hanh Luft dugc va Nghl
dinh sé 155/2018/ND-CP ngay 12/11/2018 ctia Chinh pht sira dbi, bd sung mot sb
quy dinh lién quan dén didu kién d3u tu kinh doanh thudc pham vi quan Iy nha
nuée cia By Y té;

Cién cir Théng tur sb 35/2018/TT-BYT ngay 22/11/2018 cia Bo truong B Y
té quy dinh v& Thuc hanh t6t san xuét thubc, nguyén liéu lam thudc;

Can cir Thong tu s6 12/2022/TT-BYT ngay 21/11/2022 ciia B§ trudng B6Y
té sura d6i, bd sung va bii bdo mdt so Diéu clia Thong tur 56 35/2018/TT-BYT ngay
22/11/2018 cha B9 truéng B6 Y té quy dinh vé Thue hanh tét san xuft thude,
nguyén lidu 1am thudc,

Cuc Quén Iy Dugc thong bao:

1. Két qua dénh gia dép Gmg thuc hanh t6t san xut ciia co s& san xuat thuoc,

nguyén liéu lam thudc tai nuée ngodi (GMP) - Dot 39 tai:

- Phu luc 1: Danh sich co s¢ san xuét thube, nguyeén liéu 1am thudc tai nude
ngoai dép ting Thuc hanh tét sin xult thube (GMP) - Dot 39;

- Phy lye 2: Danh séch co s san xut thudc, nguyén liéu lam thubc tai nuéce
ngoai dép img Thuc hanh tét san xut thubc (GMP) dugc diéu chinh ndi dung da
cong bé tir Dot 1 dén Dot 38;

- Phu luc 3: Danh séch hé so d nghj dnh gia dap img GMP clia céc co s&
san xuét thube, nguyén liéu 1am thudc can bd sung, giai trinh - Dot 39;

Céc doanh nghiép cin cir ndi dung can bo sung, giai trinh tai danh sch trén
dé nop hd so bo sung trén He théng Dich vu cong TT48 dé tiép tuc dugc xem xét,
cong bd.

2. Cac Phu luc 1, Phu luc 2, Phu luc 3 trén duoc ding tai trén trang théng tin
dién tr ciia Cuc Quan 1y Dugc - http:/dav.gov.vn - Muc Thuc hanh tot GXP va

LU
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Danh sach cdp nhat cic co s¢ san xuét thube, nguyén liéu lam thudc tai nude ngoai
dap ‘mg Thuc hanh t6t sin xuht thudc (GMP) duge ding tai trén He théng dich vu
cong trize tuyén - https: de1chvucong dav.gov.vn — Muc Tra ctiu théng tin GxP cia
Cuc Quén Iy Dugc; S& Y 1€ céc tinh, thanh phd truc thude Trung yong, cic co sdy
t€ cong 14p sir dung céc danh séich trén dé xét cac goi thau thuoc theo dung quy
dinh cila Thong tu 07/2024/TT-BYT ctia BY truong BY Y té vé huéng din d4u thiu
thudc tai cdc co s y té va céc quy dinh ciia Lugt Dau thau.

3. Cuc Quén 1y Duoc dang tién hinh xit Iy song song cac ho so ban gidy da
tiép nhén truéc ngdy 01/04/2024 va cac hé so truc tuyen duoc tiép nhén trén Hé
thong dich vu cdng truc tuyen tir ngay 01/04/2024. Két qua xir Iy cda ca hai hinh
thire trén s& dwoc cong bd trén trang thong tin dién tir cua Cuc Quan Iy Duoc -

http://dav. AV Mugc Thuc hanh t6t GXP va cép nhat trén Danh séch céc co s&
san xuht thuoc nguyén liéu lam thudc tai nuée ngoai dép tmg Thuc hanh tot san
xudt thude (GMP) dugc ding tai trén HE théng dich vu céng truc tuyén -

https://dichvucong.dav. gov.vn — Muc Tra ctru thoéng tin GxP cia Cuc Quan ly
Duge.

Céc co s& san xuat, dang ky, kinh doanh thudc phai ra soat, kip thoi cép nhét
tinh trang ddp Gng GMP cta co s& san xudt thubc, nguyén lidu lam thudc nudc
ngoai theo dting quy dinh tai diém d, khoan 1 Didu 100 Nghi dinh s6 54/2017/ND-
CP ngay 08/5/2017; lwu y d6i voi céc co s san xuét nuéc ngoai ¢ Gidy chimg
nhin GMP dugc gia han hiéu lue theo chinh sach trong giai doan dich Covid-19
cia co quan quan ly duge cic nudc.

Cuc Quan Iy Duoc théng bao dé cac don vi biét va thuc hién /.

Noi nhin: KT. CUC TRUONG
- Nhur trén;

- Cue trrémg Vi Tufn Cudng (d8 blc);
- Cuc Quin Y - By Qudc phong;
- Cuc Y té - B Cong an;
- Cuc Y té GTVT - B8 Giao théng vin tai;
- Céc bénh vién trie thude BS Y t&;
- Website Cuc Quan ly Dugc;

- Phong B thube, Quan Iy gi4 thube (dé p/ho \0 374
Luun%;fpmég]}y e s ulo (e plnl; KL ”TaManh Hing

TITY AT — )T

1= |l

Nk

A I

=

[f=



wer T A= =y

Gl ne L e il AL ¢ ey o ey . p e LI | P R P -

BE 358G IFAR LTS A AU dyp g5 89 YR yuEg

TGP 1 /E0H T(BUETT §A S3n ] WU (A WO TEe e LR o
“de g 123 Bupn ,
“upiedayy bl qujs dENYL -

o Bugme g +

“BUY 0 Y Al LN fug) HPR 35 YR lp Bung dena Buna i) seniye

SE0E-TRUT
£20¢-E0-EE

vEefer i wo1y s ) U Y3 G 43l Mung FunA pAYERRUES + | eleBing aansopge|  Ov upseuluzl pro
doualy dnig uesieBing 0Z/dNSYOE | dNDNE Muny gazoniy , "R TAEIL 5L “wnaydoig) -od |asEE| 9
emmag-sulwey
~U3-3 0 0063

I - 6 [Bl125pia 248
¥ m np 3y ey i gae)
gls Ny vinfoiy s (R g Bugupe) 4uit IA ISR 1913 00} wiBpY wnfig I
uinf¥eg = g gy 4 Bl ‘pogs BuMBLUE | ABoiaulIa; QKNS
LaHwy 4 Banpasy § U wgeh 'oee LRU UBA "UpU U 240 apnuL By Fulp Sugn sgny ) Tugy Budp (gadi Bung 3g ruL B Suku i tdgd 4 jof Bung ussye GE|  ap 148 )
VIR pUE SRR PN YEOFEL, “Hunn gn Fugy 3pnai o) Blpa pny , | (SASRAU JRd MR 30y ¥s| po0
Jo) Aaunfy |RIapE| OT/AND/| dw-nd % U g i U R W A (139 spaiL (Bug) Bukp Jugn 3gny] Susy Budp pad Junp danyy S Sueu ugis Sui g Jugis agay) . - [plispu duuey| Mopugzal B'wes| -39 |ds2E| S

TR U UBEA R G Julip SF gl avelliagagng) .

"G DUGP DPNYY W NP Junp "Lpu ugis 1 Bun L Aglp Ty

AN 1 3PN ‘(ARadE ERAUE-GNT) 0] EAP AN IR T YU KUY 2ERYL .

‘g Tugp 2gnys P Bump ' guy 30y W 3N STUn A R
gl Upn 3l Uy Eye 36T B Uil ;Upodso|siE e LGHU S SR B4 3EA4) +
B

SLOT-TTET
ETCI-TTST

B RO
ualp ugy myd QY IPG +
it o v 93 Bupyd il Fus uain wdys Yuoyd e Fueu uqin Sups Sued Ugls) uisad Sus BuBl Ugia v Heapugueg "E0LT Pz
ysapoBueg STE/anioot “famos sy 2 Suguyd jyill U US(A ‘|08 UFU LTI RNy uai Sud i Bua uel ueyd 'igna Suns ey oeq LGS oeg UL UG 'UBL LG4 UPU LRIA - | -0 dyeg Undelpusieg| sEIpnAIIuLUE Yl 1O
g P Bnag v [N S-OHM By gn Bugyg gy o ‘endeyeren| Amagyesd S| <08 j9s?E| v
2|8 .
wjensy| B b PGl My vin SBubag ey 0 . wmjeaany | pI1 A (eylesgsing])
waL) vop sy m m 1-tutso| «n3 uenp “wagus Bueu ugia H[Bugnn 3gna ugyu ugp 93 Fupc) Buniea Buglyagniy o | 'OTEE 0 1| 10
spong aiinad il - oz Sueng uald Ugen TSI 3GNLL B8 165 3R L Bune Fusk uls, {BUBN] 1BYD B W Jugigy 1ne ues PO} Bunsy g Bugipyapny) | ‘anussy jaus ey og) edawy| nw lsgre| €
TUER 3 0w i
£ ¢ 163 dupa T dya 9d Buga
) wku Bugu) e
a g AEABUQ P 3oy Jondu Ny 180 13107 WFY HRs 30y HuIE 30041,
- g et udye D+
= - Fug) Bukp (o Sunp agnyy Tuni o Bugyy ony o |epasoy Tup
it m fon/e) o iU TIAND ¢ | GZUY ST SERAS-iRieg
NRZSOET g Aga Fudp ‘g Tuidp i) pu L33 24 Y3 Bung o Fand iR 3ge0L - 5 3R 4 )
BpaTT “BIE YHEIH U] “TEESEZOL s . . - [uspas} gope o gy 1plp Bung (Burd ga UgtsphiL+ | BpERY TUR 020V ‘ST HYws| oz
Ayes Joj aNyn TR -DSO0E-SHI| 43D “Runu) ga sony) bgeig-byeg -URE|  EuTG EpRNEL] -1y [FEIE | T
| mussialaog jo spgnday
'ERpy BouIAg)
~ 39 AT STICAEOUDIRY
M W "o fagDT aniE)
] .__,_._- gy upuaiag Sapy
b4 m BouIng ABDS0RTY
v BEOT anyry Ly
EOE LRI [T 148 e3] 3y qnday
sannad (epal| V| g sujpualiy sy
U Tpoo g ‘slnun jo ~THIGSERS| Wiy gakp Bung Uy gAML .| SOUING 3P BRIOUGTY| THSRESID| 700
‘gz A LY (B CTIPN] - z02-41 ) dn -5/01d T 3 iy 1943 g Bualy Ba uowmy o)) deay pa g el TG Weiat) e38q U BUgy B4 TUGUY INNL)  PERMD 'SSOT INYIED] O1GRd SMEIRIOqET| i JEsZE] 1
HVH
4 NYHN | WD YL 1¥nK ]
¥ NVND .00 .—.ﬂw—z a____w-_. ‘mavis | naAnon WHN SNAHD 1A WVHd H3via NYS 050D NIL 1 al a 15

(ong fyupnp ang oo FCOT /60 / 90 wbu 1010/ 6667 25 upaBugo ooy wigy )
BE10@
AN N VE TVOIN 200N IVL DDNHL WYT NArT NTANDN ‘D0NHL LYNX NYS QS 00 HOYS HNVA
100 Ayd



\w,\vn e W A\

ahmllir o M) A vl el 14 ¢ ] . i 1 A P " . - . by y 4o . » e—— B a
7T v uwL dran g dyp 97 3 Yaur quia
A3LE]
JCETT
‘DE8LG WY
“Allf) PS03 1P|
L1
T "sjELisn puy 300z
Bl apyy (92 Blp 43 T
8 W “36 YUI5 1A} TEAGY BpH ur on Bugipy Ui |A Buns on squm i Buds Jeu e whp Ry
m & gy B upa .| "opSL9 Wiisiaag |
- g SR R + *hiigy ava ey ng
el ‘ady quje fyEU Fuga wpyd Lps DO LU IPRYL , Iy z
“qanpoug Yuesy gun| - ‘g Bugnxagng « | ‘UBJIBAPOI 30 3R] oo
DUpIPA o faaye s awgy II0 W 3 e LI B iy wunig gy -wg [eare| te
gy ‘ Eunry Jgu BUap sony ) eyl qugs) Tulp 585 93 Jhp gujz En;ﬁﬁni-:ofﬂiﬁu:uﬂz—ia.s Funay pa apne vgs 2004l JeLiesLy
10} AousSy [RucTEN T adipeoz| anend QYU 43R 31 PIR QU TueD 2971 A A T o T o ETe A AR 1P U1
8 pe ‘dga g 0l Busg | upeds ‘muedsy
& m gy e Bunay g Buguy 3gnya a3 dga as ol igg BQOPOD OELPT| V'S FAMSImIOgE] |
ujeds (sandvl) f b ~UBd) MU TUNA A BUGH 99N 357 @ FugneaEng o| ‘o jop enspoupy pauenpy| (80
sripanl 5_-”“.“” W e ¥ Anaa “U3U UgIA fUBp 29l "wed Ugq 20myy Tiugn wlp Bunp eyd Mg 33NN T ue) Budp Bugn sony) Bug) Budp geclu Funp JgRul ‘g Suril ugia Bundiga Bug agaut .| BT L TERY D) ratueld] -53 |Ze7€| OF
Saupipo Jo) ZiAHos0/53 =
By pn Bugu) 1A quis | 4| a0y Eoy Fudag ipye e W .
de iy 13 Jug +
o L B e e e ) OF 92 340 o6q BUER 33 SN WEd U o Tukp oga Tugy Bukp ppelu Junp dpnip Bug) Busp Bugn apni Fupa Jusu Ugia idpa o6 163 Jugd +
- 5 e ¥ 2 TpBBugg ,
e a2 26l LUl Sy2u Tuga weyd 343 of Fumm yerx by s 9o ,
Bla i B va YEnK + upedg ‘eunaeg
" = " Uil 2 e £3 340 OFg FUEE 373 2Py WL 3 g Bukp 3 Bug) Budp oy Hunp gy ‘Sug) Bukp Tugn agnin “Bupa Fueu ugp ¢ ‘waiwg v ep 5 [ edy
Upeds ‘ejuojere LA S R it ' L 1BunI) G B SENYL | MRIPLA INST DPIBO TS| SERNEOVMLEY| SUD
FLATTIEERET | v “nf Bugms yrnn Bun gaspnyg | Ty RS Bp 'R0 sensnpel| 53 | LAYE | 6F
8 Yipea Jo A O/STREAIN] ANENI
=1 3 dga Aul RIFURE + | uieds 0LET "PEpTN
umds 'y W g UL LA 1dED 05 1ol Fupq « "ofsi JBuaug
ARG g m J g Bugg . NS (WP Ean
A soquatiespayy = U Ay pa B YL o |2g ‘5T oA /3] W' WIAM| 53 [nEZE | BT
ap ejoueds Bausdy| FfAHaTO 53| dWEnd ug g Auiy pn Bugly sgnyy .| ouol
- [ taeds "musjaLEg
g8 LTG0 “SpEn
ujeds ‘(s avi) m 7 i p gy wes ‘sa| s swmas| 1sa
A13nDRIA YIERH PUE ] L P : Bugyy A 1 B 150 0 T8 32)[=g U3 Eplaay ousnaqE)| 51 |6iRE| 2
eSS gL oy Aaiiedy, g 2 L ral aiwsn $1364/204 ey ([ en Buguy Tum gn] yos iy _.._.”...__...E _num_....ah.. 1=

‘ybn Bubp 3§04 |LVRU 2 YaRY WENS PR 70y yuis Jude Sug wyd ugs plp ugi gy by 2{0Rq F1 MBS 90U 383y BUPE 1EA Yuis 13 jon BUBP 1oy Wigl owg SUpy] 354 YUFIZNYL .

B R “{USLUICY Yui] 1604, §3 10 292 HHan Uorisci Y3 Bl Up IR 3 HUDULISY Yuj) 180y § 15U 153 24EY LSNLISY B3} UE UEq "
= i L 5) Sug) Jubp Fugn 3 fluauiai) Y 168 Y 63 JEUP 2§ 2E0Y uouLoy L) Bug) I dp [goBu Sunp agny Sum Tuzu ugi Bud) ga Jugle 3yl . pandg
Y W m 43 oEq Buep I|owial W) deai 3 3543 393 gy | moy3) Bug| Bubp Fupn 3gnus | R » S s A e R P sy )
T oy s ivafin {UBLIBY WUl 1Y P2 1EYY 393 3H0L USLEN B D4 N E41 Yk Bun Huouisoy yurL 1N 3 1543 563 86y UL RO 250N £ wed oea) gy Bugp agmyy Buny ?ﬁ.”“__..__-uunu.w““__.._”_.. . ...n-._..x..”““nﬂﬂh.”” s.on_rnw_nunuh““ .m” i D
4o R |0 AT OfBERE 43N | dNBNa TTEREE T W AN
‘A 0 | §A G0 .
2 ko] ‘b4 qurE dyFu Fuoo 3anu) 8y YU 20nuL BUgnE g o
|8 "33y s 43U g 3NUL S0y YUIEIRNY] o
T 2uma gh sgny) Bupnxagny .| 3iEwLeq [0OVENG
m = oyu ) 33 Bup) Budp aony) Fun ga [Enk BES39NL « 0y} Aok PEasH oo P
e s (BN GA SPANL « ‘1 pted wiuuaig | gpvoprpion anon| g eef]
Fau e Ys|URD Hya| Dl e
WY E 0D Ul U UG Ugia tdgR a5 190 3upa
“{ymiAH) Sy 2y yuis 3pnu f3ony yus gy Buaps Sgragg by quls 3golL Sugne g,
i YU #Fu Suga Jonigg iy yuisaonyl | luewses fuginagne|§
Bl Funat o Jugyp 0y Juans spik EPIGR 'E BaERAg
3 ¥ ‘gl oea upl ugn gl ugls S Fueud qus Buen g Bugiy a0yl . 8P Biepry
e g Biigpay o ogmi) Blag e jEnK S YA 43 )
" - 1010 ~oyu yan g yaip Bunp fue) yan 3yl yafp Yung g Bugn jnognus e | AUslRD "URIRAGNER
2mg) g E0ZdIND "R Y31 FY) AR TUNR Iua] Y5 3L YR Bung 3 gn g e Ups Igny) ¢ £PI58 ‘g ARENg £l
wahnt weyy Lenb ru o e 30| dwona LM n ML . e Bimpn|  RquD BppRien| <30 9476 | BT
e : ) via - na) P s
Nvnmoo | agu | 2| HYIN | dWoopl NEHN SNLHD 1A WA i NYS05 03 NEL at
an avon | Ao | WO A9 | arnon




—_—_——

[k

| TAI LIEU CHUNG MINH

FI
f||
G- I

NGUON GOC NG}JYEN
LIEU SAN PHAM

r‘i




Certificate of Analysis

Nowva Naordisk &5
Novo Allé
2880 Bagsvard
Denmark
Product: SEMAGLUTIDE DRUG SUBSTANCE NE——
Fax +45 4449 D555
Batch No.; MQ13312 Manuf. date; 2022-01-31
Iten No.: 302-3034 Expiry date: 2026-01-30
TEST RESULTS
Appezrance: Complies
Identity B: Complies
Identity A: Complies
Content: 0.21 mg/mg
Hydrophilic impurities: 1.1%
Hydrophobic impurities 1: 1.7%
Hydrophobic impurities 2: <0.1%
Sum of impurities: 28%
High motecular weight proteins <0.1%
Specific bioactivity': 1.0 U/mg
Bacterial endotoxin: <1 EU/mg
Total aerobic microbial count: <10 CFU/g
Loss on drying: 22%
Host cell proteins (HCPY: 1 ppm
re 28, 2024
Seren Piper ~ |
Quality Departfri¢n
Tested on one out of ten batches or one batch per campaign, whichever comes first.
fTested in-process for semaglutide precursor at Step 7 (K3 intermediate).
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BQYTE CONG HOA XA HQ1 CHU NGHIA VIET NAM
o Péc 14p - Tw do - Hgnh phiic

sé: /r%;’(cﬁ&l ngayaﬂéng? ném..ﬁg’)&'—

PHIEU TIEP NHAN BANG CONG BGICONG B0 LAI GIA BAN BUON THUOC DY KIEN
1. Cor s cong bé: Cong ty TNHH Novo Nordisk Viét Nam

Pia chl: Phang 3.01b, TAng 3, Toa nha Deutsches Haus, 33 dudng Lé Dudn, Phrrdng Sai Gén, Thanh phd
H& Chf Minh, Vigt Nam.

Bign thoai: 028 39153636
2. 56 Bédng céng bé: 17/25/2025

3. Hinh thirc nép: Trre tiép B/ Dich vy buru chinh [ Tryc tuyén [J
4. Théng tin thudc cong bé:
Yén thubc Sé gidy aang ky lwu hanh/Sé | Hoqt chit/thanh phin; Ndng|Dang bao ché; Quy céch
gidy phép nhap khiu dé/ham lwgng déng goi

Dung dich tiém,;

Hép 1 bt tigm bom sén
thude 1,5ml dung dich
chira 2mg Semaglutide va
6 kim tiem dung 1 14n

) ] (phan phéi liéu 0,25mg
Ozempic 570410174600 Semaglutide 1,34mg/ml hoc lidu 0,5mg)

Hop 1 but tiém bom sdn
thube 3ml dung dich chira

4mg Semaglutide va 4 kim|
tiém diing 1 Ian (phén phoi
lieu 1mag)
5. Danh muyc t3i ligu tiép nhén:
Bang céng bé gié ban budn thude du kién E{/
Bang céng bb lai gid ban bubn thube dy kién. O

Tai ligu khac (Ghi ro):

L Céng van s& 18/25/NNVN v& viéc Cdng bb gia ban budn thudc du kién cho san phdm
IOzempic

DDD@’\

L Ban copy Quyét dinh cp gidy dang ky Ivu hanh sén phdm /

NGO NHAN
(Ky va ghi r6 ho tén)
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