UBND TINH DONG NAI CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE DPgc 1ap - Tw do - Hanh phuc

So0: 1793 /SYT-NV bong Nai, ngay 05 thing 3 nam 2026
V/v diéu chinh théng tin thudc
trdng thau cung tmg cho cac co
&'y té giai doan niam 2025-2026

Kinh gtri:
- Giam déc cac co so'y té trén dia ban tinh;

- Cong ty TNHH Duoc pham Gigamed.

Cin ctr Thong tu sb 40/2025/TT-BYT ngay 25/10/2025 cua Bo Y té quy dinh vé
dau thau thudc tai co so'y té cong lap;

Cin ctr Quyét dinh s 64/QDP-QLD ngay 23/01/2025 ctiia Cuc Quan 1y Duoc - Bo
Y té vé viéc ban hanh Danh muc 390 thudc nudc ngoai duoc cap, gia han gidy ding ky
luu hanh tai Viét Nam — Dot 124.2.

Sau khi xem xét cac Vin ban s6 398/2026/GGM-TD ngay 09/02/2026, Vin ban s6
445/2026/GGM-TD ngay 12/02/2026 va Vin ban sé 477/2026/GGM-TD ngay
02/03/2026 cua Cong ty TNHH Duoc pham Gigamed vé viéc cap nhat s6 dang ky gia
han san pham, S¢' Y té théng béo:

1. Piéu chinh s dang ky luu hanh ddi véi thude da trang thau Goi thau sé 01:
Thudc generic dugc S¢ Y té tinh Pong Nai (trude khi sap nhap) phé duyét két qua lua
chon nha thau tai Quyét dinh s6 139/QD-SYT ngay 27/02/2025 theo Quyét dinh trén
ctia Cuc Quan 1y Duoc - Bo Y té, cu thé nhu sau:

Thong tin thudc trang thau Théng tin dwgc diéu chinh

STT |\, \ <. 5 | GPKLH hoic | GDKLH hoic

STT| trong It\lhhuoérz Tén thubc | o hoﬁ:;::at’ ham GPNK (trwéc |GPNK (sau khi
HSMT ong khi diéu chinh) | diéu chinh)

Degarelix (duéi dang

1 202 1 Firmagon degarelix acetate) | VN3-398-22 400114023025

(VN3-398-22)

80mg
. Imatinib (dudi dang
Imatinib . s 385114010525
Imatinib mesilate -394-

2 325 1 Teva100mg ) | VN3-394-22 (VN3-394-22)

100mg
Ferrous Sulfate 50mg 300100036725
3 631 1 |Tardyferon B9 + Acid folic 0.35mg VN-16023-12 (VN-16023-12)

S6 2 - Phan Dinh Phing, phuong Tran Bién, tinh Bong Nai
DT: (0251) 942641, Fax: (0251) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn
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Ngoai ndi dung duoc thay doi néu trén, tat ca cac noi dung khac gitr nguyén nhur
hd so du thau.

2. Viéc thay thé thudc thuc hién sau khi nha thau cung tng hét sé luong ton kho
cua thudc theo théng tin trude khi diéu chinh. Cac co sé 'y té trén dia ban tinh va Cong
ty can ci ndi dung trén dé thyc hién viéc thanh quyét toan BHYT dtng quy dinh hién
hanh./=

Noi nhgn: KT. GIAM POC
- Nhu trén (thuc hién); AM DPOC
- Ban GD SYT,; /

- VP SYT (dang tai website);
- BHXH tinh (phdi hop);

- Luu: VT, NV (Tuén).




CONG TY TNHH DUQC PHAM

GIGAMED

S6: 3 98/2026/6‘ GM-TD

SO'Y TE pOc Ngihat si ding ky gia han

DEN
Chuyén:

S6: 405%%.....
Nedy: 2/, 57.«2/02(7!

.......... Coig ty TNHH

san pnuﬂ! Ftrmagon)

Poc 1ap - Tw do — Hanh phic

Kinh giri: SO Y TE TINH PONG NAI

CONG HOA XA HOQI CHU NGHIA VIET NAM

Tp. H6 Chi Minh, ngay 09 thang 02 nam 2026

Duwgc Phim Glgamed xin chén thanh cam on su tin tudng cia S& Y & dbi véi
Luu hd S&i&(ban phdm-de.Cong ty chiing 161 phan phdi tai thi truomg Viét Nam trong thai gian qua.

Theo Quyét dinh trung thau s6 139/QD-SYT ngay 27/02/2025 va Thoa thuan khung 56 139/Qb-
SYT ngay 05/03/2025, cong ty ching t6i c6 dang cung {mg dén cac co sd y té truc thudc Quy S Y té
san phim Firmagon cia nha san xuét Ferring GmbH - Dic.

Hién nay. san pham Firmagon di duge BOY té - Cuc Quan ly Duoc gia han va duoc cap sé ding
ky theo cau tric mdi voi thong tin chi tiét s6 déng ky nhu sau:

. l
n Tén hoat chit, Han Nha san xuit =
STT t:egc ndng d¢-ham Q“y;:;tc"h]g‘-"‘g ding | —NuScsin | SO dangky Qﬂiy:;‘:;“h
" luwgng (Thang) xuat R
Hép 1 1o bot, 1 _S_Q_K da tring
bom tiém dong thiauw/ky hop
el san 4,2ml dung dong:
Degarelix | 16, 1 pittong, 1 - VN3-398-22 | 64/QP-QLD
s (dudi dang . g o Ferring d
] Firmagon : bd phén tiép noi lo 36 =0 ngay
degarelix GmbH - Buc
aceta?e) 86m . bét, 1 kim tiém, 23/01/2025
| & | Botdong kho va SPK gia han:
dung mdi pha 400114023025
dung dich tiém

Chiing t6i cam két ‘ngoai viéc thay di s6 dang ky nhu néu trén, cic thong tin khac cia san pham

Firmagon nhur: Tén rhuoc nha san xudt, tiéu chudn chdt leong, 1u6i tho, nhém thuéc ciing nhu gid cung
ing clia san pham vai s6 dang ky mdi khong thay d6i so v6i so dang ky cii (theo Khoan 3 Diéu 15 Thong
tr 07/2024/TT-BYT ngay 17/05/2024 hodc Khodn 5 Piéu 15 Thong tu 40/2025/TT-BYT ngay
25/10/2025 hudmg dén vé viée chii dau tr duge xem xét dé nha thiu thay thé thudc).

Firmagon véi sé ding ky gia han nhiur néu trén.

Tran trong kinh chao./.

Noi nhin:
- Nhu trén;
- Luu: VT.

Cong ty chan thanh cam on sy hop tic cia Quy S&¢ Y té.

R4t mong dugc su xem xét va chip thuin cia Quy So Y té dé ching t6i cung Umg san pham

PAI DIEN HQP PHAP CUA CONG TY

3Q) PHAN DAU THAU TOAN QUOC@}‘L
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/{ @%\ e st BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
%@é‘“ ME % CUC QUAN LY DUGC Pic lip - Tw do - Hanh phiic
Y7 86: 64  /QP-QLD Ha NGi, ngay 23 thdng0| nani2025
QUYET PINH

'Vé viéc ban hanh danh muc 390 thube nuée ngoai
duge cap, gia han giﬁy dang ky luu hinh tai Vigt Nam - Dot124.2

CUC TRUOGNG CUC QUAN LY DUQC

Can cir Lugt Duege sd 105/2016/QH13 ngay 06/4/2016;

Can cu Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phu quy dinh
chirc ndng, nhién vu, qu}en han vai co cdu 16 chire ciia B Y 1é;

Can cit Quyét dinh 56 1 969/0D-BYT ngay 26/4/2023 cta Bj triuong B6 Y 1é quy
dinh chitc ndng, nhiém vy, quyén han va co cdit 16 chirc ctia Cyc Quan ly Duoc thugc
BpYté:

Céin cir Thong tie 56 08/2022/TT-BYT ngay 05/09/2022 cia B§ truong Bo Y té quy
dinh viéc dang kv huwu hanh thude, nguyén li¢u lam fhuoc

Can cir két lucn cuq Hoi dong hr van cdp gidy ding ky luu hanh thuée, nguyén
ligu lam thudc - B6 Y 1é dot 124 (phién 2) tai Céng vdn s6 109/HDTV-VPHD ngay
07/01/2025 ciia Vén phong Hpi dong fu véin cap GPKLH thube, nguyén liu lam
thube;

Theo dé nghi cia Trieong phong Dang ky thuéc - Cuc Quan Iy Digre.

QUYET PINH:

Bleu 1. Ban hanh kém theo Quyét dinh nay danh muc 390 thunc nuoce ngoai
duge chp, gia han glay dmg ky lwu hanh tai Viét Nam - Dot 124.2, cu thé:

1. Danh muc 14 thude nude ngodi duge cip gifly dang ky luu hanh hiu hye 05
nam - Dot 124.2 (igi Phy luc [ kém thea).

2. Danh mue 03 thubc nwde ngodi duge cAp gidy ding ky luu hanh hiéu luc 03
nam - Dot 124.2 (tai Phu luc II kém theo).

3. Danh muc 323 thudc nuéc ngodi duge gia han gidy dang ky luu hanh higu
fue 05 nam - Dot 124.2 (Phu luc 11l kém theo).

4. Danh muc 47 thudc mréc ngoai duge gla han gidy dang ky luu hanh higu hee
03 ndm — Dot 124.2 (Phu lyc IV kém theo).

5. Danh muc 03 thude nwéc ngodi duge gia han gidy dang ky luu hanh higu lye
dén hét ngay 31/12/2025 - Dot 124.2 (Phu lite V kém theo).

Dicu 2. Co sé san xuat va co 5o dang ky thudc c6 tréch nhiém:

1. San xuét cung cAp thudc vao Viét Nam theo ding céc ho so, tai ligu da ding
kyvoiBo Y te vi phéi in hodc dan s6 dang ky dwoc B8 Y 1€ cép 1én nhin thube.

2, Chap hanh day dn phap lut cia Viét Nam va cic quy djuh caa BGY te vé
san xuat, nhip khéu thubc va luu hanh thube tai Viét Nam, néu cé bit cit thay dbi gi
trong qué trinh hra hanh thuoc & nudc s tai va & Viét Nam thi phai bdo cdo ngay cho
Cuc Quin ly Dugc-B6 Y té Viét Nam.

3. Thuc hién viéc cdp nhat tiéu chudn chét lwong cia thude theo quy dinh tai
Thong tur s6 11/2018/TT-BYT ngdy 04/5/2018 cla B0 trudmg B Y t quy dinh vé chét
fuong thude, nguyén liéu lam thudc, Thong tu so 03/2020/TT-BYT ngay 22/01/2020
cua BO tum'ug Bo Y té sura dbi, bd sung mot sb didu cia Thong tu 11/2018/TT-BYT
quy dinh vé chit luong thude, nguyén li¢u lam thube.

4, Cép nhét nhin thubc va t& hudng dén st dung thude theo quy dinh tai Thong
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tu 01/2018/TT-BYT ngay 18/01/2018 ctia B§ truong B6 Y té quy dinh ghi nhan thude,
nguyén liéu lam thude va to hudmg din sit dung thude theo hinh thirc thay ddi, bd sung
glay dang ky luu hanh thuoc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua B truong BY Y té dbi véi thube chua cép nhat ndi dung nhén thube, tor hudng din
st dung thuoc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cta Bd
trrdng Bo Y té.

5. Sau 12 thang ké tr ngay ky ban hanh Quyét dmh nay, céc thude duge gia han
g1ay dang ky luu hanh theo Quyet dinh nay co thay d6i ve néi dung hanh chinh (bao
gom ¢4 mAu nhan va td huéng dan st dung ‘huoc) phai nhap khau va luu hanh véi cdc
ndi dung da dugce phé duyét thay dbi trong hé so gia han.

6. Co s& ding ky thube phai bao dam duy tri didu kién hoat déng trong théi han
hi¢u luc cua gidy ding ky luu hanh thude, nguyén liéu fam thudc. Trong trudng hop
khong con dap tmg dua didu kién hoat dong. co s& ding ky phdi ¢d trach nhiém thyc
hién thay déi co sd dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co sé dang ky khong con du daeu ki¢n hoat déng.

7. Co s& ding ky thude phai bdo cao BO Y té (Cuc Quan ly Dugc) vé cap nhat
tinh trang dap (mg Thuc hanh ‘.tot sén xuat cua co sO san xudt thuoc nguyén licu lam
thude. Trudng hop co 8¢ san xuét bi thu hdi gidy phép san xuit hodc khong dap ang
Thuc hanh 18t san xudt thubc, nguyén lidu 1am thude & nudc s tai, co s& phai thue
hién viéc bao cao ttong thori han 15 ngay ké tir ngdy ¢6 thong bio wa co quan quan ly
¢ thdm quyén nude sé tai theo quy dinh tai diém d khoan 1 Dieu 100 Nghi dinh s6
54/2017/NP-CP ngay 08/5/2017 cla Chinh phu quy djnh chi tiét mot sb didu va bién
phép thi hanh Ludt Duoge.

8. Céc lhll()b duge gia han gidy dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc sir dung so dang ky da cap trude khi gia han treng thoi han t6i da 12 théng ké tir
ngay dugc cap s& dang ky gia han theo quy dinh tai Phu Ilyc VI ban hanh kém theo
Thong tw s6 08/2022/TT-BYT.

2. Phéi hop véi cc co so diéu tr dé thyc hién theo ding cdc quy dinh hlcn
hanh vé thuoc ké don, theo doi an toan, hi¢u qua, tac “dung khéng mong mudn clia
thudc trén ngudi Viét Nam va tong hgp, bdo cao theo quy dinh tai bidu 5 Thong tur sb
08/2022/TT-BYT déi vm cic thudc trong Phu lye I ban hanh kém theo Quyét dinh
nay.

Dleu 3. Quyét dinh c6 hiéu lvre ké tir ngay ky ban hanh.

Didu 4. Giam doc S& Y t& céc tinh, thanh phé true thude trung wong, gidm doc
nha san xufit va co s& ding ky co thudc tai Diéu | chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhiin: | ... CUC TRUONG
- Nhu Biéu 4; S o

-Bo uuurng (d8 ble), -

- TTr. B3 Xuin Tuyén {dc bley; f/'-/

- Cuc Quin Y - B& Qudc phéng, Cyc Y té - B§ Céng a1
Cuc Y 1€ GTVT - B Giao thong van tai; &\
- Thng Cuc Hai quan - Bd Tai chinh;

- Bio hidm X& hoi Viét Namy; Sl

- BY Y t& Vy PC, Cuc QLKCB, Thanh tra BJ, Van “Vii Tun Cuimg
phong HDTV cép GPKLH thuoc NLLT;

-SoY té che tmh thanh phé tryre Lhuoc Trung uong;

- Vlen KN thude TU, Vién KN thube TP. HCM;

- Téng Cong ty Duoc VN-CTCP;

- Céc Cong ty XNK duge pham

- Cic Bénh vién & an cé glucmg bénh true thubéc BYT,

- Trung tAm mua sim tap trung thube quoc gia;

- Cic phong Cye QLD: QLGT, QLXDD, QLCLT,

PCHN, VP Cuc; Website Cye QLD. )

- Luu: VT, BKT (2b) (NT).
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Phu lye 11T

DANH MUC 323 THUOC NUGC NGOAI PUQC GIA HAN GIAY DANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - DOT 124.2

(Kém theo Quyéi dinh 56: .64....../QP-QLD, ngay?23../08./2025.clia Cuc Quan Iy Dugc)

STT | Tén thubc | Hoatchitchinh | Dang | Quycéch | Tidu | Tudi S ding ky Sb
~ Ham hrong bao ché | déng goi chudin tho gia han lin

(thang) | (SO dang ky | gia

di cip) han

(1) @) G) O] () @ | @ (8) ©)

1. Co sé didng ky: A. Menarini Singapore Pte. Ltd. (Piu chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co s& san xuat: Aupa Biopharm Co., Ltd. (Dja chi: 1 Kwang-Fu Rd., Huko/Hsin Chu Hsien,

Talwan)
l Mestinon Pyridostigmine Vién bao | Hop 1 lo NSX 36 471110009725 ot
S.C. bromide 60mg dudng 150 vién {VN-20356-17)

2. Co's& ding ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Streel, #23-
28 DUO Tower Singapore 189352, Singapore)
2.1. Co £6' sdn xudit ban thanh phim: Fournier Laboratories Ireland Limited (Dja chi: Anngrove,
Carrigtwohill, Co.Cork, Ireland)
Cé s6 dong gbi va xuhit xwong: Astrea Fontaine (Pia chi: Rue des Prés Potets 21121, Fontaine les

Dijon, France)

2 Lipanthyt Fenofibrate Viénnén [ Hop3 vix | NSX 36 539110009825 | 01
NT 145mg | (Nanopariticules) | bao phim | 10 vién (VN-21162-18)
145mg
2.2. Co' 5& san xuit: Daewoong Pharmaceutical Co., Ltd. (Dja chi: 33-14, Jeyakgongdan 4-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)
3 Pitalip Pitavastatin Viénnén | Hop 3 vix | NSX 36 880110009925 | 01
Calcium 2mg bao phim | 10 vién; (VN-19931-16)
Hgp 10 vi
x 10 vién
2.3. Co s& san xuit: Laboratorios Liconsa, S.A (Pia chi: Avda. Miralcampo, N° 7, Pol. Ind
Miralcampo, 19200 Azuqueca de Henares (Guadalajaraj, Spain)
4 Scolanzo Lansoprazole Vién Hop 4 vix | NSX 24 840110010025 01
15mg nang bao | 7 vién (VN-21360-18)
' tan trong
rudt
5 Scolanzo Lansoprazole Vién Hop 2 vix | NSX 24 840110010125 | Ol
30mg nang bao | 7 vién ' (VN-21361-18)
tan trong
rudt :

3. Co & ding ky: Abil Chempharma Private Limited (Dja chi: B-1701, Lotus Corporate Park, Of.
Western Express Highway, Goregaon (East), Mumbai, Tal: Goregaon East (Mumbai — Zone 6), India)
3.1. Co sé sin xudt: Acme Formulation Pvt. Ltd. (Dja chi: Ropar Road, Nalagarh, Dist. Soiar, H.P.

174101, India)
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STT | Tén thudc | Hoafchitchinh | Dang | Quycich | Tiéu | Tudi S6 dang ky So
—Ham lugng bao ché | déng goi | chuin tho gia han lin
(thang) | (Sodangky | gia
di cap) han
1 2) 3 @ (3} (O] (M (8) 9)
68. Co s¢ ddng ky: Céng ty TNHH Estipharina Viét Nam (Dja chi: 280C13 Lirong Pinh Cia, khu
phé 1, phuong An Phii, thimh phé Thi Piic, thanh phé H6 Chi Minh, Viét Nam)
68.1. Co s& sin xuiit: Genepharm S.A, (Pja chi: 18th Km Marathonos Avenue, Pallini, 153 51,
Greece)
133 |Desloratadine | Desloratadine Viénnén | Hop2 vix | NSX 36 520100022925 01
/Genepharm | Smg bao phim | 15 vién {(VN-22381-19)
69. Co s¢ diing ky: Cong ty TNHH Ferring Pharmaceuticals (Dja chi: Tang 20, tod nha
Flemington, 182 Lé Dai Hanh, Phudng 15, Qudn 11, thanh phé’ Hé Chi Minh, Viét Nam)
69.1. Co s& sin xuat: Ferring GmbH (Dja chi: Wittdand 11, 24109 Kiel, Germany)
134 | Firmagon Degarelix (dudi BOt va Hoép1lo NSX 36 400114023025 01
' dang degarelix dung méi | bt, 1 bom {(VN3-398-22)
acetate) 80mg phatiém | tiém dong
o san 4,2ml
dung mdoi,
1 pittdng,
1 b$ phén
tiép ndi lo _
bdt, 1 kim
tiém
70. Co sé ding ky: Cong ty TNHH Mgt thanh vién An Phit (Pia chi: 1973 Nguyén Hiru Canh,
phwong 19, qudn Bink Thanh, TP, Hé Chi Minh, Viét Nam)
- 70.1. Co s& sdn xult: Ind-Swift Limited (Dja chi: Offf NH-21, Village Jawaharpur, Tehsil
Derabassi, District SAS Nagar (Mohali) Punjab 140507, India). .
135 | lvaswift 5 Ivabradin (duéi- | Viénnén | Hop 4 vix | NSX 36 890110023125 01
v A dang Ivabradin bao phim | 14 vién (VN-22118-19)
oxalat) Smg '
136 | Prezel 150 | Pregabalin 150mg | Vién Hoép3vix | NSX 24 890110023225 0l
nang 10 vién (VN-21816-19)
cung
137 | Prezel 75 Pregabalin 75mg | Vién Hop 3 vix | NSX 24 890110023325 0]
nang 10 vién (VN-21817-19)
cing
70.2. Co s& san xuit: Zeiss Pharmaceuticals Pvt. Ltd. (Dja chi: Plot No.72, EPIP-1, Jharmajri,
Baddi, Distt. Solan, (H P.), India)
138 | Nuceftri- Cefiriaxon natri Botpha |Hépllg usr 24 890110023425 01
1000 v6 khuin USP liém 43 (VN-19048-15)
tuong duong
Ceftriaxon
. _ 1000mg
139§ Nuceftri- Ceftrianon natri Botpha |Hépllo USP 24 890110023525 | 0Ol
2000 vé khudn USP tiém 43 (VN-19049-15)

tuong duong
Ceftriaxon
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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic lap - Tu do - Hanh phiic
Sé: 37822¢/QLD-BK Ha Ngi, ngay 23thdng 10 nam 2025
Vv thay ddi, bé sung dbi vai thude
di cip GPKLH

Kinh giri: Céng ty TNHH Ferring Phalmaceuticals

Dia chi: Phong 02, Téng 23, Toa Nha A&B, 56 764 Lé Lai, Phuomg Bén Thanh,
Qudn 1, Thanh pha Hé Chi Minh, Viét Nam

Tra 1&i hd so so tlep nhan so 131730/TT 91 ngay 25/6/2025 va cac 1a1 liéu lién
quan cua cong ty vé viée thay dbi, bd sung ddi vai thude d3 duoc cap glay ding ky
I hanh;

‘Ciin cir Théng tu sb 12/2025/TT-BYT ngay 16/5/2025 clia B§ Y té quy dinh
viéc dang ky luru hanh thudc, nguyen liéu 1am thuée;

Cén cir Bién ban tham dinh hd so thay ddi/bd sung cia cong ty, Cyc Quan ly
Dugc c6 ¥ kién nhu sau:

Dong ¥ v6i ndi dung dé nghi thay ddi, bd sung dugc phé duyét kém theo cong
vin nay doi véi thu6c Firmagon, s6 dang ky 400114023025.

Ngoal ndi dung duge phé duyét, cac ndi dung khic gilt nguyén nhir hd so ding
ky thude Twu tai Cuc Quan ly Dugc.

Cac ndi dung thay dbi, bo sung néu trén dugc thuc hién ké tir ngay ky cong vin
ndy. Riéng ndi dung thay abi, sau 12 théang k& tir ngay ky cong vin ndy, cong ty

phai thue hién theo néi dung thay dbi a4 duoc phe duyét,

Cuc Quéan ly Duoc théng bao dé cong ty biét va thuc hién dung cac quy dinh vé
ding ky hru hanh thude.

Notnifn: KT. CUC TRU(ﬁ;IqG
- Nhur trén;
- Cye tmgnw (dé bic; PHQ CU(;\TRU ONG
- L VT, BKT() ,f‘::}ii\'_'\;\/ £ i
LN
:‘ GUQN *’ : f_,,,_r‘""w
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n\-\_Nt’/ #n Thanh Lim
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Bang so séanh néi dung thay doi

Dang bao ché di duge duyét

Dang bio ché dé nghi thay ddi

Bt va dung méi pha tiém

B§t dong kho vi dung méi pha dung dich tiém
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Bleu 3. Gidm doc S& Y té cac tinh, thanh pho trie thuge Trung wong va
Giam ddc co 5O san xuét va co s& ding ky c6 thudc tai Diéu 1 chiu trich nhlem
thi hanh Quyét dinh nay./.

ng]!; Hgﬁﬂ- 3 KT. CUC TRUGRNG
- Nhir Bicu

- BT. bac Hong Lan (d& b/c); PHO CUC TRUONG
- TT. B4 Xuén Tuyén (dé bic);

- Cuc Quan y - Bd Quoc phong, Cuc Y té - B Cong an;
- Cuc'Y té GTVT - B§ Xay dumg;

- BQ Tai chinh: Cuc Hai quan, Bao hiém x3 hdi Viét
Nam;

-B&Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh
tra

- B§, Vin phong HDTV cip GBKLH thude, NLLT;

- Vién KN thude TU, Vien KN thuée TP. HCM;

- Téng Céng ty Duge Viét Nam - Céng ty CP;

- Cac "Bénh vién, Vién ¢b giudng bénh true thudc B Y Nﬂuyén Thanh Lim
té; ‘ i

- Trung tim mua sim tap trung thude quoc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCIHN, P QLGT;

- Website; Luvu: VT, BKT
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Phu luc

DANH MUC CAC THONG TIN SUA POI CUA CAC THUOC DUQC CAP, GIA HAN GIAY DANG KXY LUU HANH TAI
VIET NAM BAN HANH KEM THEO CAC QUYET BINH CAP, GIA HAN GIAY DANG KY LUU HANH CUA CUC
QUAN LY DUQC

(Ban hanh kém theo Quyét dinh s6: 213e/QD-QLD ngay 26thdng 05 ndm 2025 cua Cuc Quan Iy Duege)

Quyét dinh sb 64/QDP-QLD ngay 23/01/2025:

- Tén thudc: Firmagon
- Co s& ang ky: Cong ty TNHH Ferring Pharmaccuticals
- S6 ding ky : 400114023025

STT [ Noi dung sira doi Théng tin tai danh muyc da ban harh Théng tin sira doi

Co s0 san xué} thudc bot, dung mbi v
_ . 5 déng goi so cap: Ferring GmbH; Co s¢
I |Co s sin xuit Ferring Gbl dong gbi thir cdp: Ferring Intemational
Center SA

Pia chi co sé sén xué} thudc bot, dung
mbi va déng gbi so cap: Wittland 11,

Pia chi Co s& sén . ; 24109 Kiel, Birc; Dia chi co s& dong
wudt Wittland 1T, 24103 Kiel g6i thir cap: Chemin de la

Vergognausaz 50, 1162 Saint-Prex,
Thuy ST
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CONG BO EU-GMP/PIC/S- |

GMP/WHO-GMP CUA CUC
QUAN LY DUQC
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RS BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

E5UC QUAN LY DUQC Pgc lap - Tw do - Hanh phiic

$4:140  /QLD-CL Ha Ngi, ngay 12 thdng 01 ndm 2026

Viv cong bd két qua dénh gia ddp u'ng
GMP cia co sé san xuit nuée ngodi
(Bot 49)

Kinh giri:
- S& Y té céc tinh, thanh phd;
- Céc co s& diing ky, san xuét, kinh doanh thudc nude ngoai.

Cian cir Nghi dinh 163/2025/ND-CF ngay 29 thang 6 nam 2023 cia Chinh
phu quy dinh chi tiét mot s6 diéu va bién phép thi hanh Ludt Dugce;

Cian ctr Thong tu 56 28/2023/1"T—BYT ngay 01/7/2025 cia B§ truong Bo Y

+ t& quy dinh vé Thye hanh t8t san xudt thude, nguyén liéu lam thuoc

Cuc Quan Iy Dugce théng bao:

1. Két qua dénh gia dap img thyc hanh tét san xuét cia co & san xuat thude,
nguyén li¢u lam thuoc tai nudc ngoai (GMP) Dot 49 tai:

- Phu lyc I: Danh séch co sé san xuét thuéc, nguyén liéu 1am thudc tai nude
ngoai dap tng Thuc hanh t6t san xuit thudc (GMP) - Dot 49;

- Phu lyc 2: Danh sich co s& san xuét thudc, nguyén liéu lam thude tai nude
ngodi dép tmg Thuc hanh tét san xudt thudc (GMP) duge diéu chinh néi dung da
cdng bd tir Dot 1 dén Dot 48;

- Phu luc 3: Danh sich hd so dé nghi ddnh gid dép tng GMP cuia céc co s
san xuét thudc, nguyén lidu 1am thude cin bb sung, giai trinh - Dot 49.

2. Céc Phu luc 1, Phu luc 2, Phu lyc 3 trén duge dang tai trén trang thong tin
dién tir cua Cyc Quan 1y Dugce - http: //dav.gov.vn - Muc Thyue hanh t6t GXP va
Danh sach cép nhét céc co s& san xuit thude, nguyén lidu lam thude tai nude ngodi
dap img Thuc hanh t6t san xuit thude (GMP) duge ding tai trén HE théng dich vy
cong true tuyén - https:/dichvucong.dav.gov.vn — Muc Tra ctu théng tin GxP cia
Cuc Quan ly Dugc. )

3. D&i v6i cée hd so online di ndp trude ngdy 01/7/2025, Cuc Quén ly Duge

sé& tiép tuc xir Iy theo quy dinh tai Nghi dinh 54/2017/ND-CP, trir truong hop doanh
nghiép ¢6 vin ban dé nghi thyc hién theo quy dinh tai Nghi dinh 163/2025/NB-CP.

Cuc Quan Iy Duge théng béo dé céc don vi biét va thue hién /.

Not nidn: KT. CUC TRUGNG
1 trén; - p 7
- Cuc tnrémg Vi Tudn Cudmg (dé blc); PIIO Ccyc TRUONG
- Cuc Quan Y - B Quéic phong;
- Cuc Y té - R4 Céng an;
- Céc bénh vién frirc thuoc B Y té;
- Website Cuc Quén ly Durgg;
- Phéng Ding ky thudc, Quén ly gid thude (dé p/hop);
- Luma: VT, CL.

M3y,
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Phulucl

BIETIRPREVETTEY SE2 TR

DANH SACH CO SO SAN XUAT THUGC, NGUYEN LIEU LAM THUGC TAI NUPO'C NGOAI DAP 'NG GMP

Dot 49
{ Kém theo céngvinsé 140 /QLD-CL ngay 12 /01 2026 eida Cuc Qudn ly Durge )

B i1 B
bl I
3 | 4408] AR- Plaza N® 930/683, Thudc khdng vb trung {k}aag chim khing sinh beta Isctam, chiit Kim 1 bao vl chilt ¢6 hoat tinh horman): Vidn nén, viin nén bao phim, vién nang cng, thudc | PIC/S-GMP Nationel Administration
005 Autonomous City of cGen, thube bat. 52807280- of Drugs, Foods ang
Buancs Aires, Argentine APN- 9 & Medlcal Devices
Republic (hokc Plaza INAMERAN | O S [1ANMAT), Argentina
939/69 (Zip code 1427), AT W oy
Autonarmous City of ; ;?.".
Busnos Aires, Argentine
Republic)
2 | 4419| AR- |Leboraterios Av.Boyacd N* = TruBe khang va trung {khéng chiza khing sinh nham beta lactam, ch&t kim t& bda vb chit cé hoat tinh horrmon): Viéh néa, vién nén bao phim; Vién nang PIC/S-GMP |CE-2025- National Admintstration
009 |CasascoS.ANC.  |229/37/41/48/63/65, cimg; Thudc b, thube eSm; Thule bin rir (Nhii tuong, gef, Pastes, Pomades, kemvd m&); Thudc dang dung dich khang vo tring, 46852752~ o |of Drugs. Foods and
Terrero N* 250/32/60, * péng g6i s clip: Cac di g thulc khong vb triing ndu trén. APN- ﬂ & [Medical Davices
Bacacay N* 1843/45, * Bdng gbi thir cip. INAMESAN | 3 [ F [(ANMAT), Argentina
Cludad Auténoma de MAT 3 5:
|Buenos Aires, Républica ° ©
Argentina
3 | &411| BD- |ARISTOPHARMZ |Plotf14-22, Aoad # 11 & |* Vién nén: vidn nén bas phim, viin nén bao duwbng, vidn aén. WHO-GMP | DA/6- Dizectorate General of
037 |LTD. 12 Shampur-Kadamtali * Vidn nang: vidn nang cirng. 34/88/18086 Drug Administration,
I/A, Dhaka-1204, * 5ir&; hén dich; thubc uSng nhé giet; thude ahd moi; dung dich ubng; gel usrg; bit pha hin dich; c5m pha hdn dich. a4 - . |Bangladesh
Bangladesh = Thuéc kem; thuSc md; lotien; gel; thuSe nhé tal; dung dich. 8 g
* Thubc thm vb triung [dung dich tidm, bt kh3 pha tm; thuSz dbng khé pha tiém; bomn 1iém déng san; thuse tizm truyEn). I I
* Thubc m3tvd triing: thufic nhd mit. thube nhd mét & mdl, ge! tra mit, mb tra mit, nhii dich ahé miY, dung dich nhd mit, b8 djch nhd mit g SF'.
= Thude hit dang phan lidu: thude xjt dudi Iud), thubic xjt mbi phin Iy,
* Thud dsn.
4 |4412| BE- [STERIGENICS Avenus Andre Emnst 21, * Tikt trung ngwyan Lju/hod duee/ thinh phim thing Ethylen= oxide hosc bing NO2 EU-GMP |BE/GMP[20 Wi o |Fedural Agency For
028 IBELGIUM (Petit  [Verviers, 4800, Belgium | * Kidm tra chit lugng: Vi sinh khang vé trbng; Héa hoe/ Vit b 23/077 1 o [Medicines and Health
|Rechain) g 3 |Products (FAMHP),
7-4" é Belgium
5 [4413| EG- phi 16 liisnsko Shosse Str., * Thufc vd 1riing: EU-GMFP |BG/GMP/20 Sulgarian Drug Agency
00i Sofia 1220, Bulgeria + Thudc sin xust vé t-ing: dung djch thd tich nhd. 24/289 -4 o
+ Thus tigs trung cul: dung dich thé tich nhé. & =
+ Xudt xurdmg |6 thudc vé triing = g
* Déng gsi thirclp 8 R
* Kigm trs chit legng: V1 sinh [vé tring/khéng vd triing); H6a hoc/Vat i; Sinh hoc
6 |4414| CA- |Pathesnine 2100 Syntex Court, * Thudc khang vé triing: Vidn nang cimg: Trusc bit pha dung dich; Thule bdt pha hdn dich; Vién nén, vién nén bao phim. Canada- | 87776 " w |Health Product
001 [Mississauga, Onlario, GivrP o S Compliance Directorate,
Canada, L5H 7K9 {twang b | @ |camda
duomg tU- § E
GM?P)
7 {4415 CA- |Apotexinc 380 Elgin Milis Raad East, [* Thude dang dung dich, hén dich: Hdn djch xjt mai. Canada- 187762 @ Health Praducts
010 Rlchmond Hill, Ontario, GNP g § Compliance Directorate,
Canada, L4C5HI (tveng $‘ é Canade
dueong EU- o :’
GMP)
B | 2416]| CA- |apotexinc 50 Steirway Bivd, 55n xw§t, dong gé4, dén nhin, kIEm tra chit lugng: ViBn rang cing: Vien nén, vidn ndn bao phim Canada- [BE355 - Haalth Froducts
015 " |Etobicoke, Ontario (holc GMP E § Comgliance Directorate,
ON}, Canada, MIW EY3 {tuong $ $‘ Health Canada, Canada
duong EU- e o
EMP)

Danh sdch cor s& dép ing GMP

Trang1/22

Go1 49
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7 g BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pjc lap - Tw do - Hanh phiic
" gé: i208 /QLD-CL Ha Ngi, ngay 23 thang 04 nam 2024

Viv cng bb két qua dinh gid &p tme
GMP ciia co s sin xuft mréc ngoi:

(ot 36)
- S& Y té céc tinh, thanh phd true thude Trung wong;
- Cée co s& dang ky, san xuét, kinh doanh thubc nudc ngoai.

Cin cir Nghi dinh 54/2017/ND-CP ngiy 08 thang 5 nam 2017 clia Chinh phu
_quy dinh chi tiét mét s6 didu va bién phép thi hanh Lugt Dugc;
Ciin cir Nghi dinh 155/2018/ND-CP ngy 12 théng 11 nim 2018 ciia Chinh

phii sira doi; bb_sung mét s6 quy dinh lién. -quan dén difu kién du tw kinh doanh

. thudepham vi quan-y-nhamrée cia By Y té;

---Can.-cir- Nghi dinh- $0-88/2023/ND- CP ngiy. 11/12/2023 chia Chinh pha sia - - -

_'dol bd sung mot s6 didu ciia Nehi dinh s§ 54/2017/ND-CP ngay 08/05/2017 cia
Chinh phit quy dinh chi tiét mot s diéu va bién phdp thi hanh Luét dugc va Nghj
dinh s8 155/2018/ND-CP ngdy 12/11/2018 ciia Chinh phi sira d6i, bd sung mot sb
quy dinh lién quan dén diéu kién dau tr kinh doanh thu¢c pham vi quan 1y nha
mréc ca Bo Y té; .

Cin ctr 'Ihﬁng fir 56 35/2018/TI‘ -BYT ngay 22/11/2018 cia BJ trudng B6 Y
té quy dinh v& Thuc hanh tét san xudt thude, nguyén liéu I3m thude;

Cin cit Thong tir s§ 12/2022/TT-BYT ngdy 21/11/2022 ciia B trudng BG Y

1€ stra ddi, bd sung va bai bd mét so Diéu ciia Théng tur sb 35/2018/TT-BYT ngdy

22/11/2018 cia Bo tmo’ng Bo Y té quy dinh v& Thyc hanh t6t sin xuét thudc,
nguyén lidu 1am thude,
Cuc.Quén:-ly Diroc théng-bdo: - -
‘ 1:Két qua-dinh:gis-d4p-img thirc-hanh t6t i xndt cia co séesamxuit thude,
nguyén liéu lam thudc tai mrée ngodi (GMP) - Dot 36 tai:
; - Phu luc 1: Danh séch co s& san xvit thube, nguyén lidu lam thudc tai mrde
~ ngoai dép tmg Thye hanh t6t san xuét thube (GMP) - Dot 36;

- - Phu luc 2: Danh séch co s& sn xuit thube, nguyén lidu lam thube tai mxée
ngoai dép tmg Thuc haoh tdt sin xuit thube (GMP) dugc diéu chinh néi dung da
cong bé tir Dot 1 dén Pot 35;

- Phu luc 3: Danh séch hd so dé nghj d4nh gid d4p ‘mg GMP clia cic co s&
san xuét thube, nguyén lidu 1am thudc cdn bé sung, gidi tinh - Dot 36;

Chc doanh nghiép cin cir ndi dung cin bd sung, gidi trinh tai danh sich trén
dé ndp ho so bd sung trén Hé théng Dich vu cong TT48 d& tiép tuc duge xem xét,
cong bd.

2. Céc Phy luc 1, Phu luc 2, Phu luc 3 trén duge ding tdi trén trang théng tin
dién tir ciia Cuc Quan Iy Duge - http://dav.gov.vn - Muc Thyc hanh tt GXP va






Danh sach cdp nhdt céc co s& qan xuét thube, nguyén lidu lam thudc tai nude ngodi
dap tmg Thuc hanh t6t sin xuét thudc (GMP) dugc dang tai trén Hé théng dich vu
cong truc tuyén - https: //dlchvucopg dav.gov.vn — Muc Tra cinu thong tin GxP cia
Cuc Quén ly Dugc; S& Y té cAc tinh, thanh pho true thude Trung uong, caccosdy
t& cong l4p sir dung cdc danh sich trén dé xét cdc goi thau thuéc theo dung quy
dinh cta Théng tu 15/2019/’1'1“ BYT ciia B trudng B Y té v& huéng din dhu thiu
thudc tai cac co s&'y té va cac quy dinh ciia Luat Déu thau.

3. Cuc Quém Iy Dugc dang tién hanh xir 1y song song cac ho so ban gidy da
t1ep phén trude ngay 01/04/2024 va cdc hd so tnre tuyen dugc tiép nhin trén Hé
théng dich vu céng truc tuyen tir ngéy 01/04/2024. K&t qua x 1y ciia ¢4 hai hinh

thitc trén s& duge cong bd {rén trang théng tin dién tir cia Cyc Quan ly Duge -
5 &

http /dav. gov.vn - | Muc Thuc hanh tot GXP va cip nhit trén Danh sach céc co s
san xuft thuoc nguyér liéu 1am thude tai meée ngoai dip {mg Thuc hanh tot sén
xuﬁt thubc (GMP) duge diang tai trén Hé théng dich vu céng truc tuyén -

s://dichvucong:dav.gov.vii — Muc Tra eim thdng tin GxP ctia Cuc Quén ly
‘Du'c_rc

Céc co sc san xuit, ding ky, kinh doanh thuéc phai rd soat, kip thoi cdp nhit

tinh frang dép tmg GMP ciia co s& sén xudt thuoc, nguyén lién lam thude nuée
ngodi theo ding quy dinh tai dlem d, khoan 1 Diéu 100 Nghi dinh s6 54/2017/ND-
CP ngay 08/5/2017; Ivu y d6i v6i cde co s& san xuft mrde ngoal ¢ Gidy chimg
nhin GMP dugc gia han hiéu bre theo chinh sich trong giai doan dich Covid-19
clia co quan quén ly dirge cac nude.

Cuc Quéan ly Duoc théng bao dé cic don vi biét va thyc hién ./.

<<y | KT. CUC TRUONG
o wen; r
- Cuc trudmg Vi Tudn Cutmg (88 b/, ___PHO CUC TRUONG

- CucQuinY -B9 Quéc phang;

- Cuc Y té- B Cong an;

- Cyc Y t& GTVT - B Giaothong vani;
- Cc bénh vién trye.thuge BEY t&;

- "Website Cpc Quan: ly Burge;

Pho thude, Quan 1y gid thudc (dé ph Hi
-Luun%.ga%gl.ky ube, Quan ly gid thude (48 phop); Ngo~——7& a Manh Hing







Phulucl

DANH SACH cO’ SO sAN xuﬁ'r THUGC, NGUYEN LIEU LAM THUGC TAI Nirf'c NGOAI DAP (*NG GMP

Dot 36

1208 /QLD-CLngdy 23 / 04/2024 cia cpc Qudn IyDu"p-c)

{ Kém theo céng vﬁn s6

P e T BOmER

P .,d. - WA
o r{m‘f 'E% = .,3135 oUvERIEG Gl N [NaAY
e XSG | FE NN et
%‘E%‘rﬁ 25 im'.u 2 gix .'fsgm-‘!i‘ oot A ekt
i Clbﬂb..nrgau 3. 4B66 'Tlu.m: vo triing: san qu: U trimg: ﬂ‘dm o \.-d tmng API [TH] xl.r [ Mn nhlcl. EL-GMP {INS-482197-] & Federll Office for Safety
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SO Y TE BONG MA1

. 80:..4.0.587
BEN Y
Ny 04206
Chuyen:... NG TY TNHH DUQGC PHAM ~ CONG HOA XA HOI CHU NGHIA VIET NAM
Lutu ho 50 6-..... SN— GIGAMED Déc 13p - Tur do — Hanh phiie

Sé: 445/2026/GGM-TD
(Viv: Cip nhit 56 ding ky gia han
san phiam Imatinib Teva 100mg)

Tp. H6 Chi Minh, ngay 12 thang 02 ndm 2026

Kinh giri: SO Y TE TINH PONG NAI

Cong ty TNHH Dugc phim Gigamed xin chin thanh cam on sy tin tuéng cia Quy S& Y té doi
v6i cdc san pham do Cong ty chiing t6i phar phéi tai thi truong Viét Nam trong thai gian qua.
Theo Quyét dinh trung thiu sb 139/QD-SYT ngay 27/02/2025 va Thoa thudn khung ) 139/Qb-
SYT ngay 05/03/2025, cong ty chung tdi c6 dang cung img dén cac co sd y té truc thude Quy So Y é
san phéra Imatinib Teva 100mg cta nha san xuét Pliva Creatia Limited - Croatia.
o Hién nay. san phém Imatinib Teva 100mg d{a duocBO Y té - Cuc Quan ly Dugc gia han va dugc
cdp so ddng ky theo cdu trliic mdi vai thong tin chi tiet s6 ding ky nhu sau:

Tén hoat chit, | Quy céch, Nha san xuét Lo mev s
STT | Tén thube néng dg-ham Dang bao ;t::,n — Nwée san S6 dang ky Qu'vethg:]"h £t
lrgng ché g xuat :
SDK da kv hop
TA 5 3
Tathodly | et esr | S92 12V Pliva Croatia dong: 64/QD-QLD
x 10 vién 24 : VN3-394-22
1 Teva dang imatinib i ’ j Limited - (Ngay
100 ilate), 100mg | lonpen | thing Croati 3/01/2025
mg mesilate), Mg | bao phim roatia SPK wia han: 23/01/2025)
3851140190525

Chung t6i cam két ngoai viéc thay abi sb dang ky nhu néu trén, cac thong tin khac cta san pham
Imatinib Teva 100mg nhu: 7én Zhuoc. nha san xudt, tiéu chudn chat lu(mg tuéi tho, nhom thuéc ciing
nhi gid cung tng cua san phim véi s6 dang ky méi khong thay dbi so voi s6 ding ky cii (theo Khoan 3
Piéu 15 Thong tu 07/2024/TT- BYT ngay 17/05/2024 hodc Khoan 5 Dleu 15 Thong tu 40/2025/TT-BYT
ngay 25/10/2025 hudmg dan vé viée chit dAu tu duge xem xét dé nha thau thay thé thude).

Rét mong duogc su xem xét va chip thuén cia Quy S& Y té dé ching ti cung {mg san phim
Imatinib Teva 100mg vdi sé ding ky gia han nhuw néu trén.

Céng ty chan thanh cam on s hop tic ciia Quy S& Y té.
Tran trong kinh chao./.

DAI DIEN HQP PHAP CUA CONG TY
 PHAN PAU THAU TOAN QUOCq},_

_nm 7417’0)

Noi nhdn:
- Nhu trén;
- Luu: VT.
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Ametiup Teva 400 mg.

"l BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
EfCUL QUAN LY DUGC Péc l4p - Ty do - Hanh phic
5: 64 /QP-QLD Ha Ngi, ngay 23 thang01 ndm2025
QUYET PINH

Vé viéc ban hanh danh muc 390 thude nwée ngoai
dwge cip, gia han gidy ding ky lwu hanh tai Viét Nam - Dot 124.2

CUC TRUGNG CUC QUAN LY DUQC

Cén cit Ludt Duge 50 105/2016/QH13 ngay 06/4/2016;

Cén cit Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cia Chinh phi quy dinh
chirc nang, nhr’_émyy, quyé‘n han va co cdu 18 chire ciia Bo Y té;

Céin cir Quydt dinh 56 1969/QD-BYT ngay 26/4/2023 ciia B trudng Bg Y 1€ quy
dinh cfga?c nang, nhiém v, quyén han va co edu t6 chite cita Cuc Quan Iy Durgc thude
Bo Yie;

Cén etk Thong tir 56 08/2022/TT-BYT ngay 05/09/2022 ciia B trucng B Y 1¢ quy
dinh viéc ding ky luu hanh thude, nguyén liéu lam thude;

Cén cir két ludn cia Hoi dong te van cdp gidy ddng ky heu hanh thude, nguyén
ligu lam thudc - B¢ Y té dot 124 (phién 2) tai Cong vdn s6 109/HDTV-VPHD ngay
07/01/2025 cua Vin phong Hoi déng te vén cdp GPKLH thudc, nguyén ligu lam
thudc;

Theo dé nghj ciia Truong phong Dang ky thuéc - Cuc Quan Iy Duge.

QUYET DINH:

i')iéu 1. Ban hanh kém theo Quyét dinh nay danh muc 390 thube nwée ngoai
dugc cép, gia han gidy ding ky lwu hanh tai Viét Nam - Dot 124.2, cu thé:

1. Danh myc 14 thuc nuéc ngoai duge cap gidy ding ky fuu hanh higu lye 05
nim - Dot 124.2 (tai Phu luc I kém theo).

2. Danh myc 03 thubc nudc ngoai duge cip gidy dang ky luu hanh hiéu lyc 03
niim - Pot 124.2 (tai Phy lyc II kém theo).

3. Danh myc 323 thubc nude ngoai duge gia han gidy ding ky luu hanh hiéu
Iue 05 nim — Dot 124.2 (Phu luc 111 kém theo).

4. Danh muc 47 thubc nudc ngodi duge gia han gidy ding ky luu hanh higu lyc
03 niim — Dot 124.2 (Phy luc IV kém thzo).

5. Danh muc 03 thudc nude ngoai duge gia han giéy ding ky Iwu hanh higu luc
dén hét ngay 31/12/2025 - Bot 124.2 (Phu luc V kém thea).

Piéu 2. Co s& san xudt va co s& diing ky thudc c6 tréch nhiém:

1. San xuit, cung cép thubc vio Viét Nam theo ding cdc ho so, tai liéu da ddng
ky v&i BS Y té va phai in hogic dan sé dang ky duge B§ Y té cip 1én nhén thude.

2. Chép hanh diy a0 phdp lujt ciia Viét Nam va céc quy dinh clia By Y t& vé
san xuét, nhap khiu thudc va luu hanh thude tai Viét Nam, néu cé bt ctr thay doi g
trong qud trinh luu hanh thubc & nude s tai va & Viét Nam thi phdi bdo céo ngay cho
Cuc Quan Iy Dugc - B Y té Viét Nam,

3. Thuc hién viéc cdp nhit tieu chufn chét lugng ciia thude theo quy dinh lai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 cta By truémg BO Y 1€ quy dinh vé chat
lugng thudc, nguyén liéu lam thube, Théng tu sé 03/2020/TT-BYT ngay 22/01/2020
clia Bo trudmg B Y té sta dbi, bd sung mot s6 diéu cla Thong tu 11/2018/TT-BYT
quy dinh v& chit lugng thudc, nguyén lidu lam thude.

r

4. Cép nhét nhén thude va t& hudng dén sir dung thudc theo quy dinh tai Théng






twr 01/2018/TT-BYT ngay 18/01/2018 ctia BY trudng BO Y té quy dinh ghi nhan thudc,
nguyén ligu Jam thube va t& huémg din sir dung thude theo hinh thire thay dbi, bd sung
gidy ding ky luu hanh thubc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
clia B§ trung B3 Y t& d6i v6i thude chura cap nhat ndi dung nhén thube, t huéng din
sir dung thudc theo quy dinh tai Thong tu 01/2018/TT -BYT ngay 18/01/2018 cta B
trudng Bo Y 6.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh ndy, céc thudc duge gia han
gify déing ky huu hanh theo Quyét dinh ndy c6 thay d6i vé ndi dung hanh chinh (bao
gdm ca mAu nhan va t huéng din sir dung thudc) phai nhdp khéu va luu hanh véi cée
ndi dung da dugc phé duyét thay dbi trong hd so gia han.

6. Co s& dang ky thude phai bao dam duy tr diéu kién hoat dong trong thoi han
higu lyc cia gidy dang ky Twu hanh thude, nguyén ligu 1am thude. Trong trudng hop
khong con dap tmg di didu kién hoat déng, co s& ding ky phai c6 trach nhiém thyc
hién thay ddi co s& ding ky theo quy dinh tai Thong tu 56 08/2022/TT-BYT trong thoi
han 30 ngay k& tir ngly co s& ding ky khong con du diéu kién hoat djng.

7. Co s& diing ky thubc phii bdo cdo B Y té (Cuc Quin ly Dugc) vé cip nhit
tinh trang dap ng Thuc hinh t8t sin xudt cla co s& san xvét thude, nguyén lidu 1am
thue. Truomg hop co s¢ sin xudt bi thu hdi gidy phép san xuét hoiic khong dép tmg
Thye hanh t6t san xuit thube, nguyén liéu lam thube & nude so tai, co s& phai thwre
hién viéc bo cdo trong théi han 15 ngay ké tir ngay c6 thong béo clia co quan quéan ly
¢6 thim quyén nuéc s& tai theo quy dinh tai diém d khodn 1 Didu 100 Nghi dinh sb
54/2017/NB-CP ngay 08/5/2017 cta Chinh phii quy dinh chi tiét mot sb didu va bién
phép thi hanh Ludt Dugc.

8. Cac thubc duge gia han gifly ding ky hru hanh tai Quyét dinh nay duoc tiép
tuc st dung sb dang ky da cép trudce khi gia han trong thoi han t6i da 12 thang ké &
ngiy duge cAp sb ding ky gia han theo quy dinh tai Phu Iyc VI ban hanh kém theo
Théng tu sb 08/2022/TT-BYT.

9. Phdi hop véi cée co s& diéu tri d& thuc hién theo ding céc quy dinh hién
hanh vé thubc ké don, theo d6i an toan, higu qua, tic dung khong mong mubn cla
thudc trén ngudi Viét Nam va téng hop, bdo cdo theo quy dinh tai Piéu 5 Théng tur sb
08/2022/TT-BYT ddi véi céc thude trong Phy luc Il ban hanh kém theo Quyét dinh
nay.

Pidu 3. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Pidu 4. Giam ddc S& Y té céc tinh, thanh phé trye thude trung wong, gidm dé_c
nha san xudt va co so ding ky cé thudc tai Diéu 1 chiu trach nhi¢m thi hanh Quy¢t
dinh nay./.

Noi nhin: CUC TRUONG
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Phu lye ITT

DANH MUC 323 THUOC NUGC NGOAI BPUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - QT 124.2

(Kem theo Quyét dinh s6: .64 ......./QD-QLD, ngéay23./01./2025.ctia Cyc Qudn Iy Dirge)

STT | Tén thudc | Hoat chéitchinh | Dang | Quycdch | Tiéu Tudi So ding ky S5
—Him lugng bao ché | déngg6i | chudn | tho ia han lin

(thing) (Sg diing ky gia

da cfip) han

(1) 2 (3) 4 (5) (6) (N (8) %)

1. Co s& @ing ky: A. Menarini Singapore Pte. Ltd. (Dja chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Co sé san xudt: Aupa Biopharm Co., Ltd. (Dja chi: I Kwang-Fu Rd., Huko/Hsin Chu Hsien,

Taiwan)
1 Mestinon Pyridostigmine Vién bao | Hop 1 lo NSX 36 471110009725 | OI
S.C bromide 60mg duong 150 vién (VN-20356-17)
2. Co s& ding ky: Abbott Laboratories (Singapore) Private Limited (Pja chi: 3 Fraser Sireet, #23-
28 DUO Tower Singapore 189352, Singapore) .
2.1. Co s& sén xuit bdn thanh phﬁm: Fournier Laboratories Ireland Limited (Dia chi: Anngrove,
Carrigtwohill, Co.Cork, Ireland)
C& sé déng gbi va xufit xwong: Astrea Fontaine (Dja chi: Rue des Prés Potets 21121, Fontaine les
Dijon, France)
2 Lipanthy! Fenofibrate Viénnén | Hop 3 vix | NSX 36 539110009825 | 01
NT 145mg | (Nanoparticules) | bao phim | 10 vién (VN-21162-18)
145mg
2.2. Co s& san xuit: Daewoong Pharmaceutical Co., Ltd. (Dja chi: 35-14, Jeyakgongdan 4-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)
3 Pitalip Pitavastatin Viénnén | Hop 3 vix | NSX 36 880110009925 | 0l
Calcium 2mg bao phim | 10 vién; (VN-19931-16)
Hép 10 vI
x 10 vién
2.3. Co s& sin xuit: ILaboratorios Liconsa, S.A (Pja chi: Avda. Miralcampo, N° 7, Pol. Ind.
Miralcampo, 19200 Azuqueca de Henares (Guadalajara), Spain)
4 Scolanzo Lansoprazole Vién Hop 4 vix | NSX 24 840110010025 | 0l
15mg nang bao | 7 vién (VN-21360-18)
tan frong
ruft
5 Scolanzo Lansoprazole Vién Hop 2vix | NSX 24 840110010125 | 01
30mg nang bao | 7 vién (VN-21361-18)
tan trong
ruft

3. Co s& ding ky: Abil Chempharma Private Limited (Pja chi: B-1701, Lotus Corporate Park, Of.

Western Express Highway, Goregaon (East),
3.1. Co'sd sin xuit: Acme Formulation Pvt, Ltd. (Bja chi: Ropar Road, Na

174101, India)

Mumbai, Tal: Goregaon East (Mumbai — Zone 6), India)
lagarh, Dist. Solan, H.P.
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STT | Tén thubc | Hoat chit chinh Dang Quy cach | Tiéu Tudi S0 dang ky S6
—Ham lwgng bao ché | déng gobi chuéin tho gia han lin

(thang) | (Sodinglky | gia
da clp) han

1) 3] 3) (4 ()] (6) ()] (8) ©)
6 Adenafil- Sildenafil {(dudi Vién nén | Hop 1 vix | NSX 24 890110010225 | 01
100 dang Sildenafil bao phim | 4 vién (VN-22271-19)
citrate) 100mg

4. Co s& dang ky: Accord Healthcare Limited (Bja chi: Sage House, 319 Pinner Road, North
Harrow, Middlesex HAI 4HF, United Kingdom)
4.1. Cor s& san xudt: Intas Pharmaceuticals Ltd (Pja chi: Plot No. 457&438, Vill.: Matoda, Bavla

Road & Plot No. 191/218P, Vill.: Chacharwadi, Tal: Sanand, Dist.-Ahmedabad, India)

7 Intagra 100 | Sildenafil (duéi Viénnén | Hop I vix | NSX 24 890110010325 | Ol
dang Sildenafil bao phim § 4 vién (VN-20782-17)
citrat) 100mg

8 Pantium-40 | Pantoprazol (duéi | Viénnén | Hop 3 vix | USP 36 890110010425 | 01
dang Pantoprazol | bao tan 10 vién 43 (VN-20525-17)
natri trong
sesquihydrat) rugt
40mg i

5. Co s& diing ky: Actavis International Limited (Dja chi: No.4 SOAQ Tal-gidi Off Vailetta Road,
Luga LOA 6000, Malta)

5.1. Co s& san xult: Pliva Croatia Limited (Bja chi: Prilaz baruna Filipovica 25, 10000 Zagreb,
Croatia)

9 Imatinib Imatinib (dudi Vignnén | Hop 6 vix | NSX 24 385114010525 | 01
Teva dang imatinib bao phim { 10 vién; : (VN3-394-22)
100mg mesilate) 100mg hop 12 vi

% 10 vién

10 [matinib Imatinib (dudi Vignnén | Hop3 vix | NSX 24 385114010625 | 01
Teva dang imatinib bao phim | 10 vién (VN3-395-22)
400mg mesilate) 400mg

5.2. Co 56 san xult: S.C. Sindan — Pharma S.R.L. (Dja chi: 11th Ion Mihalache Blvd., Sector 1, Zip
code 011171, Bucharest, Romania)

11 Fludalym Fludarabine Botdéng | Hop 1lo, | NSX 36 554114010725 | 0Ol

‘ Phosphate 50mg | kho pha |5Lox {VN-18491-14)
dung 50mg
dich
truyén

12 Lezra Letrozole 2,5mg | Viénnén [ Hop 3 vix | NSX 36 594114010825 | 0]
2,5mg bao phim [ 10 vién (VN-20367-17)

6. Co s& diing ky: Adamed Pharma S.A (tén ddy di: Adamed Pharma Spolka Aleyjna) (Pia chi:
Pierkow, ul. Mariana Adamkiewicza 64, 05-152 Czosnéw, Poland)

6.1. Co sé sin xuat: Adamed Pharma S.A. (tén ddy dii: Adamed Pharma Spélka Akcyjna) (Dia
chir ul. Szkolna 33, 95-054 Ksawerdw, Poland)

13 Surotadina | Rosuvastatin Viennén | Hop 4 vix | NSX 24 590110010925 | 01
(duéi dang bao phim | 7 vién; (VN-17567-13)
Rosuvastatin Hap 14 vi
calei) 10mg x 7 vién
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.

Sé: 3635 /QLD-CL Ha Néi, ngay 05 thang ! ndim 2024

Vv céng bb két qua dénh gia dap img
GMP ciia co s& sén Xuit nuée ngoai
(Dot 40)

Kinh gtri:
- S& Y t€ cac tinh, thanh phé trire thuge Trung wrong;
- Céc co s& ding ky, sin xudt, kinh doanh thubc nréc ngoai.

Ciin ot Nghi dinh 54/2017/ND-CP ngay 08 thdng 5 nim 2017 cla Chinh phd
quy dinh chi tiét mot s6 diéu va bién phap thi hanh Ludt Dugc;

Cin ¢t Nghi dinh 155/2018/NP-CP ngdy 12 thang 11 nam 2018 cua Chinh
phi sira ddi, bé sung mot s6 quy dinh lién quan dén diéu kién diu tir kinh doarh
thude pham vi quan Iy nha nuéc cia B Y té;

Cin cir Nghi dinh s6 88/2023/ND-CP ngay 11/12/2023 cia Chinh pha stra
di, bd sung mot sb didu cua Nghj dinh s6 54/2017/ND-CP ngdy 08/05/2017 cla
Chinh phi quy dinh chi tiét mdt s6 diéu va bién phép thi hanh Lugt duge va Nghi
dinh s& 155/2018/ND-CP ngy 12/11/2018 ctia Chinh phi stra di, bé sung mdt sb
quy dinh lién quan dén diéu kién du ti kinh doanh thuge pham vi quén 1y nha
nuée cia B Y té;

Cin cir Thong tu 6 35/2018/TT-BYT ngay 22/11/2018 cia B§ trudng B§ Y
t& quy dinh v& Thyce hanh tét san xudt thude, nguyén ligu lam thudc;

Cin ¢t Thang tu s6 12/2022/TT-BYT ngay 21/11/2022 ciia BJ truéng B§Y
¢ sira dbi, bd sung va bai bo mot sé Didu ciia Thong tu s6 35/2018/TT-BYT ngly
22/11/2018 ciia B truémg B6 Y t6 quy dinh vé Thyc hanh tét sén xudt thudc,
nguyén liéu lam thudc,

Cuc Quan ly Dugc théng béo:

1. Két qua dénh gi4 dép tmg thye hanh t5t sin xudt ciia co's& sin xuét-thude,
nguyén liéu 1am thudc tai nuée ngoai (GMP) - Dot 40 tai:

- Phu Iyc 1: Danh sach co s& sin xuét thube, nguyén liéu lam thudc tai nude
ngodi ddp tmg Thyc hanh tét san xuét thube (GMP) - Dot 40;

- Phuy Iuc 2: Danh séch co s& san xudt thudc, nguyén liéu lim thudc tai nude
ngoai ddp tmg Thuc hanh ¢ san xuét thude (GMP) duge didu chinh noi dung da
cdng bé tir Dot 1 dén Dot 39;

- Phy lyc 3: Danh séch hd so d& nghi dénh gi4 dép {mg GMP cta céc co 5§
sén xuét thudc, nguyén lidu 1am thude can b sung, gidi tinh - Dot 40;

C4c doanh nghiép cin ¢ir ndi dung cin bd sung, gidi trinh tai danh sach trén
d& ndp hd so bd sung trén Hé théng Dich vu cong TT48 dé tiép tuc duge xem xét,
cong bd. :

2. Céc Phu luc 1, Phy luc 2, Phuy lyc 3 trén duge ding tii trén trang thong tin
dién tir cia Cuc Quan Iy Duge - http:/dav.gov.vn - Muc Thyc hanh t6t GXP va

\a\ &~ 2/






Danh séch cp nhit céc co s sin xudt thube, nguyén lidu 1am thudc tai nuée ngodi
d4p img Thye hanh tét sin xuit thubc (GMP) dugc dang tai trén Hé thong dich vu
cOng tryc tuyén - https://dichvucong.dav.gov.vn — Muc Tra ciru thong tin GxP cia
Cuc Quin Iy Duoc; S& Y té cdc tinh, thanh phé trnre thuge Trung wong, céc co s§'y
té cong 1ap st dung céc danh sich trén &8 xét céc géi thu thude theo ding quy
dinh ciia Thang tr 07/2024/TT-BYT ciia Bd trwéng B9 Y t€ vé hudng dan déu thiu
thudc tai cac co sdry té va cac quy dinh ctia Ludt DAu thau,

3. Cuc Quén 1y Duge dang tién hanh xir Iy song song cdc hd so ban gidy da

tiép nhén truée ngiy 01/04/2024 va cdc hd so truc tuyén dugc tiép nhin trén HE

théng dich vu cdng true tuyén tir ngdy 01/04/2024. Két qui xir 1y cta ca hai hinh
thitc trén s& duge cong bd trén trang thong tin dién tir ctia Cyc Quan ly Duge -
http://dav.gov.vn - Muc Thuc hanh tot GXP va cép nhat trén Danh sich cac co s&
san xudt thube, nguyén lidu lam thudce tai nwéc ngoai dép tmg Thuc hanh tdt san
xult thube (GMP) dugc dang tii trén HE thong dich vy cong truc tuyén -
https://dichvucong.dav.gov.vn — Muc Tra ciru théng tin GxP clia Cuc Quén ly
Duge.

Cic co s& san xuit, ding ky, kinh doanh tbudc phai ra soét, kip thoi cdp nhit
tinh trang dép tmg GMP cua co s san xudt thudc, nguyén liéu lam thude nude
ngoai theo ding quy dinh tai diém d, khoan 1 Diéu 100 Nghi dinh s6 54/2017/ND-
CP ngay 08/5/2017; huu y d6i v6i chc co s san xudt nube ngodi ¢b Gidy chimg
nhin GMP dugc gia han hiéu luc theo chinh sich trong giai doan dich Covid-19
cuia ¢ quan quan ly duge cédc nude. .

Cuc Quan ly Dugc théng bao dé& c4c don vi biét va thuc Lién /.

Nﬁh"hg‘"" KT. CyYC TRUONG
- Nhu trén; 8
- Cue truémg Vii Tuén Cuimg (dé bic); ,».J HO CYC TRUONG

- Cuc Quin Y - B§ Qudc phong;

- Cuc'Y té - B§ Cong an;

- Cuc Y t€ GTVT - B Giao thong vin tai;
- Céc bénh vién truc thude B§ Y té;

- Website Cyc Quin ly Dugc; .
- il&?% ?‘?I(ljg[, ky thudic, Quin ly gia thuoc (de p/lhgp); a Manh Hiing
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13-08/310- Oevices (HALMEDY,
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. . 3 é
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33 [3367| 0= [PTTUNGGAL  [Hormon Plent 2 . Jend. Thubc s8n xull v5 Lnang: Thube Lém S tch nhe chia hormone giv Unh v trdnh thal, PiC/E-  |PW- | Ntlonal Agency for
601 |IDAMAN ABDI A Yand No.7. GMP  [5.01.04.13, Drug and Faod Controt
gun Jakarts 3316424 | - (NADFC), Indonesh
[Timur, Kehrahan 0041 E g
Timur, 2
Kecamate Pulo Gadun, 2 §
Kola Jakars Timwr, - -
Proving] DY Jakarta,
13230 nests
i [3362| 1O |PT Doa Medica [ JandersiBambang |- Thulic vb trong (Non-tetalactam): Vien nang cimg; PICIS- [B8TICPOBY| lan Food and
ocs |(Panh koo No. 133, Kel. S By, GMP |20 Orug Authortty,
Palembaeng (chch [Kee, Br Timur I, - Indonesia
Nl Khdes PT Kots Paiembang, g §
Dexa |Sumstera Setatan, 5 N
Medica) {cdch ghl knde: g g
JL
Jend, Bambeng LRoyo
No, 138, Patembeng,
I’__ﬂmi!‘
35 |3389| [E- |Foumier 1da industrial Estxle, S Thube Khong v0 tring: VRN nén (30 gim vitn nén bao phim); vika nang cimg. EU-GMP [12750/M162 Heakh Procucts
007 L ! T Carrigh * K3ém tra Eh rgrng: HOR hoe/VIt . 00003 - [Reguimiory Aciherlty,
Wreland Umiled | Corle, T4S K202, g E Irefand
Ireland (Cédch ghl Rhicc & &
| Anngrove, Camigtwohil, I -
Co. Cork, s 2
Ireiand)
38 | 3370 IE- [Texeda ok 2 Miwtlan Prza, 50~ Xull aring 1 thubc vo tHng, e Kibag v8 tring, s phim cong nghk stth ko EU-GMP [33111M120 § ] Hesth Products
035 [Pharmecetficals |68 Baggot Sireet Lower, 75 8. |Regutstory AuthorRy
Intemationsi AG  [Oubin 2. 002 HWES, Y [(HPRAY, Irztend
ratend g
37 | BT Repar Rosd Vilage = Thwde v tring: EUGMP |[OGYEIETS| Natlonal InstAlte OF
005 |UFESCIENCES  [Thenihewsl, Natagarh, . Thube 3dn xull v0 trimg: Thude 8ng kha; Dung dich thé eh nhd. . 8-6/2022 Phamecy And
PRIVATE 174101, Incls  Thuwde I trimg cubl Cung dich thit teh nhd. n  |Marton, Hungary
+ Sin phlm &uec thanb tra! g 5
Esomeprazele Sodhem For Inlection 40 mpvial &
Pentantiding [rethionats for infection 300 moiiat; >
Levosimendan 2,5 eg dung dich GAm e pha tém trybivial; = L
Tranexanic Acki !ﬂ:elmmngmml {100 mg/mi) smpoule;
T; 1600 400 .
33 |3972( W- [Swiss A T Fiok Mo, 402, 412 {Thubc bét pha 1 chira Kvkng siRh Rh&m Belalaciem (330 g4m ccphaipsparine, penklin, penem). Insi>-GMP | 24024795 % | & |Fooa & Drugs Centrol
023 |Parenterwis Lid. {414 Kerala Incstrial S  [Adminisiation, Gujara
Estata, GIDC, Near o [State, Indta
Bavia, Ahmedabad. 2
_ Gulsrel, 382220, Indis . = N
30 | 3373 IN- |Ghyman Pharma [Pl No 6, Tinvpati 'memmmmpmmmnmmmsww.wwh&nqmudﬂg.ﬂnm\munmom EU-GMP [OGYEiNeaT| Co quan Lhim qurtn
041 |Private LimRed  |OtsiricL, ida. Trupall - Bang got ser el Cae thube Khing vo gimg ndu tin : 852023 E § Hungary
‘Urban Sub-Disirict, * Dong gdl thir § w
i Andtwa *40km ira chilt kegng: Vi sioh (Khing va tring): Vit lirmés hoc. §
0 (3374 I+ [Awobinde Unt XiL, Survey Number  |° Thide vb trimg: EUGMP |FIMEAODY Finnish Mediines
047 |Phamaimiee |314, Bachupally, - 80 st v trim: Thede bt Bang kho: Thubc bdt pha dung dich timaltm truydn, 000838 Agency (FIMEA)
Battupaly Mendal, « Thude khiing v triing: Vitn nang ¢img; Thude bt pha hin dich udng; Vitn nén, vitn nén bao ohim,
Medchal Makegi + Bang gl s edp: Vit nang cimg: Thude bt pha hin dich wdng; Vidn nén, vin ndn bao phim.
districl, Hyderabed, 500 |* Bdng gdi the edp, N § g
090, Incka = KI2m tra ehbt hrgng: VI sinh (VO trimg: Knsag vo tring); Hds hocVRL . i
-mﬁmmmwmmmmm'mmmm;szsomsmwummmmsmnmmr.mu;;mssoummmm 2 g
capsuls 250mg & S00mY; CoAmodciay tadleds 250-125mg, 500=125mg & B75-125mg; Frethoxaciin tabiels 500mg. T: & 1000mg; Phenoxy methyl panikllin tablels
800mig & 1000mg; PhmecTinam tablets 200mp & 400me: Ameoxicliin gispersible {ablets 378mp, 600my, 750myg & $000Mmg; Co-Amondchys PFOS 400+57mg/Gm, FluclexacBn
oral suspension 125mp/Smt Piperaciiin & Tazebaclem wWection 4.3g 8 2.25g; Amoxicilin injection 250mg, 620mg, 13 & 25; Ampicilin + Sulbactam fof Injection 1.5¢ & 3.00;
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~"CONG TY TNHH DUGC PHAM

L GIGAMED

S6: 477/2026/GGM-TD
(V/v: Cip nhit sé ding ky gia han
sdn pham Tardyferon B9)

CONG HOA XA HOI CHU NGHIA VIET NAM

Pjc lip - Tw do — Hanh phice

Ip. Hé Chi Minh, ngay 02 thang 03 ndm 2026

Kinh ewri: SO Y TE TINH PONG NAI

Cong ty TNHH Duge Phim Gigamed xin chén thanh cim on su tin tuéng ctia Quy S& Y té dbi
voi céc san phdm do Cong ty chiing toi phan phéi tai thi trudmg Viét Nam trong théi gian qua.

Theo Quyét dinh tring thiu sb 139/QD-SYT ngay 27/02/2025, cong ty chung t6i cé dang cung tmg
dén cdc co so y té truc thude Quy S& Y té san phim Tardyferon B9 clia nha san xut Pierre Fabre
Medicament Production - Phdp.

dang ky theo cau triic mai voi théng tin chi tiét s6 dang ky nhir sau:

Hién nay, san phidm Tardyferon B9 d duge BO Y t& - Cuc Quan 1y Dugc gia han va dugc cép sb

Tén hoat chit, | Quy céch, Han Nha san xuit & dinh
STT | Ténthubc | ndngdd-ham | Dangbdo | dimg | —Nuwéesin S6 ding ky Quyét din
lrgng ché {Thang) xuit gia han
Acid folic (dang Hép 3 vix SbK da tn’u;g
khan) + Sat (du6i 1‘5 vikss Pierre Fabre | thau/ky hop dong: 64/QD-QLD
1 Tardyferon dang sat (II) Vi . i Medicament VN-16023-12 -
B9 sulfat duge lam ; 1.6 0 nen 3 Production - nsay
: 141 phon ; ; 23/01/2025
khd); 0,35mg + gk ép . g Phap SDK gia han:
50mg (154,53mg) prEa 300100036725

Ching t6i cam két ngodi viéc thay dm s6 ding ky nhu néu trén, cac thong tin khéc ciia san pham
Tardyferon B9 nhu: Tén thuoc nha san xuét, tidu chuin chét luong, tudi tho, nhém thube cling nhur gia
cung tmg ciia san phdm véi s6 dang ky méi khéng thay dbi so véi s0 dang ky cii (theo Khodn 3 Diéu 15
Théng e 07/2024/TT-BYT ngay 17/05/2024 hodc Khodn 5 Piéu 15 Théng tu 40/2025/TT-BYT ngay
25/10/2025 hudng dén vé viéc chit ddu twe dioc xem xét dé nha thdu thay thé thuéc).

R4t mong duoc su xem xét va chap thuin cia Quy S& Y té dé chiing t6i cung Umg sin phim
Tardyferon B9 vdi sé ding ky gia han nhie néu trén.

Céng ty chan thanh cam on sy hop tic clia Quy S& Y té.
Tréin trong kinh chao./.

DAI DIEN HUP PI—IAP CUA CONG TY

Noi nhiin:
- Nhu trén;
- Luu: VT.
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P g*ﬁ:;:m BQY TE CONG HOA XA HOI CHU NGHIA VIET NAM
A Rl m‘; 1 5¢UC QUAN LY DUQC De lip - Ty do - Hanh phic

pugc PHAM

GIGAMED/;

Sé: 64 /QDP-QLD Ha Noi, ngay 23 thang01 ndm2025

QUYET PINH
Ve vn;c ban hanh danh muc 390 thuoc mre'c ngoal

CUC TRUONG CUC QUAN LY DUQC
Céin cie Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016;
Cdn cir Nghi dinh .s‘o 95/2022/ND-CP ngay 15/11/2022 cia Chinh phiu quy dinh
chicc ndng, nhiém Vi, quyen han vé co cdu 16 chirc cia Bs ¥ té;

Céin cie Quyét dinh 56 1969/0D-BYT ngay 26/4/2023 cua Bg truong Bo Y té quy
dinh chirc ndng, nhiém vy, quyén han va co cdu 6 chire cua Cuc Qudn Iy Duge thuge

-BoYte

- Can cir Théng t 56 08/2022/TT- BI’T ngay 05/09/2022 cua B¢ truéng Bé Y 1 quy
dinh vigc ddng ky leu hanh thuée, nguyén liéu lam thuoc

Cdn cir két lugn cua Héi dong tie vdn cap gidy ding ky Ivuu hanh thube, nguven
liéu lam thuéc - B6 Y té dot 124 (phién 2) taz Céng van s6 109/HDTV-VPHD ngay
07/01/2025 cia Vin phong Hgi dong te van cap GPKLH thube, nguyén ligu lam
thuée;

Theo dé nghi ciia Trudng phong Ding ky thude - Cuc Quan Iy Duoc.

QUYET DINH:

Dleu 1. Ban hanh kém theo Quyét dinh niy danh myc 390 thubc nuée ngodi
duge cép, gia han gidy déng ky luu hénh tai Viét Nam - Dot 124.2, cu thé:

1. Danh muc 14 thubc nuée ngoai duoc cép gidy ding ky luu hanh higu Ivc 05
ndm - Dot 124.2 (tai Phu luc I kém theo)

2, Danh muc 03 thude nuée ngoai duge cap gidy ding ky luu hinh hleu lyc 03
nim - Dot 124.2 (tai Phy luc Il kém theo).

3. Danh muc 323 thubc mréc ngoai duge gia han gidy ding ky luu hinh higu
luc 05 nim — Dot 124.2 (Phu luc III kém theo).

4. Danh myc 47 thube mréc ngodi dugc gia han gidy dang ky lwu hanh hiéu lyc
03 nam — Dot 124.2 (Phu luc IV kém theo)

" 5. Danh myc 03 thudc nuréc ngodi duge gia han gifly ding ky hru hanh hiéu hue
dén hét ngay 31/12/2025 — Dot 124.2 (Phu luc V kém theo)

Dieu 2. Co sd sin xuat vé co s¢ ding ky thude c6 trach nhiém:

1. San xuat, cung cip thube ? vao Viét Nam theo dung céc hd so, tdi liéu da ding
ky véiBo Y té va phéi in hodc ddn sb ding ky dwoc Bo Y té cip 1én nhin thubc.

2. Chép hanh day i phép lujt cta Viét Nam va cic quy dinh cua B6 Y tc vé
sin xuat; nhip khiu thudec va luu hanh thudc tai Viét Nam, néu c6 bit cit thay abi gi
trong qud trinh hra hanh thube & nude sd tai va & Viét Nam thi phai bdo cdo ngay cho
Cuc Quén Iy Duge - B3 Y té Viét Nam.

3. Thyc hign viéc cdp nhat tiéu chuén chét lugng cta thube thco quy dinh tai
Thong tu s& 11/2018/TT-BYT ngay 04/5/2018 c.ua B trudng Bo Y té quy dinh vé chit
luong thude, nguyén héu Jam thude, Thong tu so 03/2020/TT-BYT ngdy 22/01/2020
clia BS truimg BoY t€ sira déi, bd sung mot sb dleu cia Théng tu 11/2018/TT-BYT
quy dinh vé chit lugng thuoc nguyen liéu lam thudc.

4, Cap nhit nhdn thudc va tor hudng din s dung thudc theo quy dinh tai Théng
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- Téng Cyc Hai quan - B§ Tai chinh;

tw 01/2018/TT-BYT ngly 18/01/2018 cta B trudmg BO Y té quy dinh ghi nhan ghuéc,
ngpyén liéu lam thudc va té{ hudng dan st dung thuée theo hinh thire thay d6i, bo sung
gidy dang ky Iru hanh thude quy dinh tai Thong tr 08/2022/TT-BYT ngay 05/9/2022

ciia B trudng Bo Y té dbi véi thudc chua cip nhét ndi dung nhén thudc, t& huéng din

sir dung thudc theo quy dinh tai Théng tw 01/2018/TT-BYT ngay 18/01/2018 cia Bd

truémg BS Y €.

. 5.Sau 12 théng k& tir ngay ky ban hanh Quyét dinh nay, cdc thude duoc gia han
gify ding ky luu hanh theo Quyét dinh ndy c6 thay ddi vé& ndi dung hanh chinh (bao
obm ca mAu nhin va t& hu6ng din sit dung thudc) phai nhép khAu va luu hanh voi cac
16i dung dd dugc phé duyét thay ddi trong hd so gia han.

6. Co st diing ky thubc phéi bao dim duy tr diéu kién hoat dgng trong thdi han
hiéu luc cta gidy ding ky Iuu hanh thude, nguyén li¢u 1am thubc. Trong trudng hop
khéng con dép img &u didu kién hoat dong, co s& dang ky phai cé trich nhiém thyuc
hién thay ddi co s& dang ky theo quy dinh tai Thong tu sb 08/2022/TT-BYT trong thoi
han 30 ngay k& tir ngay co s& ding ky khong con du didu kién hoat dong.

7. Co s& ding ky thudc phai béo cao B3 Y t& (Cuc Quan Iy Duoc) vé cip nhat
inh trang dép tmg Thue hanh 16t sin xut cta co s§ san xudt thube, nguyén lidu lam
thude. Truong hop co s& sin xudt bi thu hdi gifly phép san xuét hodic khong dép (mg
Thre hanh t6t san xuit thubc, nguyén lidu lam thudc & nude sd tai, co s& phéi thuc
hién viéc bio cdo trong thai han 15 ngay ké tir ngay c6 théng béo cta co quan quan ly
c6 thdm quyén nuéc s& tai theo quy dinh tai diém d khodn 1 Pidu 100 Nghi dinh sb
54/2017/ND-CP ngay 08/5/2017 cita Chinh phu quy dinh chi tiét m6t s6 diéu va bién
phép thi hanh Luét Duoc.

8. Céc thubc duoc gia han gidy ding ky luu hinh tai Quyét dinh nay dugc tiép
tyc si dung sb ding ky dd cap trude khi gia ban trong thoi han t8i da 12 thang ké tir
ngay dugc cép sb ding ky gia han theo quy dinh 1ai Phu lyc VI ban hanh kém theo
Théng tur sé 08/2022/TT-BYT. - '

9. Phéi hop véi céc co s diéu tri &€ thyc hién theo ding céc quy dinh hién
hanh vé thubc ké don, theo dbi an toan, hiéu qua, tic dung khdng mong mubn cla
thubc trén ngudi Viét Nam va 1dng hop, bao cdo theo quy dinh tai Pidu 5 Théng tur s
08/2022/TT-BYT d&i v6i céc thude trong Phu luc II ban hanh kém theo Quyét dinh
nay. _

Pidu 3. Quyét dinh c6 hiéu lyc ké tir ngiy ky ban hanh. -

Pidu 4. Gidm dbc S& Y té c4c tinh, thanh phd tryc thude trung wong, gidm dbc
nhi sin xuét va co s& ding ky cé thubc tai Digu 1 chiu trich nhi¢m thi hanh Quyét
dinh nay./. ;

Noi nhiin: . . __._ CUCTRUONG
- Nhu Pidu 4; : ARG,

- B§ trudmg (dé blc); ‘ . &

- TTr. D3 Xuan Tuyén (8€ b/c);” 5’/ g

- Cyc Quan Y - B§ Quéc phong, Cuc Y té - B Céng a

Cuyc Y té GTVT - BS Giao théng vén tai;

- Bao hidm Xi hgi Viét Nam; - - 2 Y e .
- B8 Y t& Vy PC, Cyc QLKCB, Thanh tra B§, Vin Vii Tuéin Cudng
phong HDTV cép GPKLH thude, NLLT; '

- S& Y té cac tinh, thanh phé truc thudc Trung wong;

- Vién KN thubc TU, Vién KN thubc TP. HCM; :

- Téng Céng ty Dugc VN-CTCP;

- Céc Cong ty XNK duge phim;

- Cac Bénh vién & Vién c6 givdmg bénh tryc thube BYT;

- Trung tim mua sim tdp trung thubc quéc gia;

- Cic phéng Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD. 2

- Luu: VT, PXT (2b) (NT).
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Phu luc I

DANH MUC 323 THUOC NUGC NGOAI BUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 124.2

(Kém theo Quyét dinh s6: .84 ...../QP-OLD, ngay23../01.2025.ciia Cyc Qudn ly Dugc)
STT | Tén thubc | Hoatchitchinh | Dang | Quyecich | Tieu | Tudi S6 dang ky S6
—Ham legug bao ché | d6nggdi | chufn | the ia han lan
(thdng) (So dang ky gia
da cip) han
@® (2) 3 ()] 3 (6) (M ()] ®
1. Co s& déing ky: A, Menarini Singapore Pte. Ltd. (Dia chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440, Singapore)
1.1. Cv s& sin xuit: Aupa Biopharm Co., Ltd. (Dja chi: I Kwang-Fu Rd., Huko/Hsin Chut Hsien,
Taiwan)
1 Mestinon Pyridostigmine Viénbao | Hip 1 lgo NSX 36 471110009725 | Ol
S.C. bromide 60mg duong 150 vién (VN-20356-17)
2. Cosivding ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
2.1. Ce sé san xuit ban thanh phim: Fournier Laboratories Ireland Limited (Dfa chi: Anngrove,
Carrigtwohill, Co.Cork, Ireland)
C#é s& dong gbi va xudt xuwémg: Astrea Fontaine (Dja chi: Rue des Prés Potets 21121, Fontaine les
Dijon, France) :
2 Lipanthy] Fenofibrate Viénnén { Hop 3 vix [ NSX 36 539110009825 | 01
NT 145mg | (Nanoparticules) | bao phim | 10 vién (VN-21162-18)
145mg _
2.2. Co s& san xuit: Daewoong Pharmaceutical Co., Ltd. (Dja chi: 35-14, Jeyakgongdan 4-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Republic of Korea)
3 Pitalip Pitavastatin Viénnén | Hop3 vix | NSX 36 880110009925 | 01
Calcium 2mg bao phim | 10 vién; (VN-19931-16)
Hop 10 vi
x 10 vién
2.3. Co s& sdn xuit: Laboratorios Liconsa, S.A (Dja chi: Avda. Miralcampo, N° 7, Pol. Ind.
Miralcampo, 19200 Azugueca de Henares (Guadalajara), Spain)
4 Scolanzo Lansoprazole Vién Hop4vix | NSX 24 840110010025 01
15mg nang bao | 7 vién (VN-21360-18)
tan trong
rudt
5 Scolanzo Lansoprazole Vién Hop2vix | NSX 24 /840110010125 | 01
' 30mg nang bao | 7 vién (VN-21361-18)
tan trong
rut

3. Co s& diing ky: Abil Chempharma Private Limited (Dja chi: B-1701, Lotus Corporate Park, Off.

Western Express Highway,
3.1. Co si¥ san xuit: Acme Formulation Pvt. Ltd. (Dja chi: Ropa
174101, India)

Goregaon (East), Mumbai, Tal: Goregaon East (Mumbai — Zone 6), India)
r Road, Nalagarh, Dist. Solan, H.P.

’ F/ A S AT W]



.



45

STT | Tén thubc | Hoat chat chinh | Dang | Quycach | Tiéu | Tudi Sb ding ky Sb
—Ham brgng | baoché | donggéi |chudn | the gia han lin
(thing) | (S6dingky | gia
da cap) han
(0 (2) 3) () 6)] (6) 0] 8 €]
125.2. Co¢ s& san xuit: Organon Pharma (UK) Limited (Pia chi: Shotton Lane, Cramiington,
Northumberland, NE23 3JU, United Kingdom)
266 | Remeron 30 | Mirtazapine 30mg | Viénnén | Hop 1vix | NSX 36 500110036225 | Ol
bao phim | 10 vién; (VN-22437-19)
" | Hép3vix
10 vién

126. Co s& ding ky: Panacea Biotec Pharma Limited (Dja chi: B-1 Extension/ A-27, Mohan Co-
operative Industrial Estate, Mathura Road NEW DELHI South Delhi DL 110044, India)
126.1. Co s& san xudt: MUS Panacea Biotec Pharma Ltd. (Dja chi: Malpur, Baddi, Distt. Solan,
H.P. - 173205, India)

267 | Tolepruv Ornidazol 500mg | Viénnén | Hop 10vi | NSX 36 890115036325 | 01
- : bao phim | x 10 vién; (VN-18949-15)
Hop 10
Hopx 1 vi
x 10 vién
126.2. Cu s& san xuét: Panacea Biotec Pharma Ltd. (Dia chi: Malpur, Baddi, Distt. Solan, H.P. —
173205, India)
268 | Pbalphadol | Alfacalcidol Vién nang [ Hop 10 vi | N§X 24 890115036425 | 0}
0,25pg (meg) mém x 10 vién (VN-15104-12)
127. Co s& diing ky: Panpharma (Pja chi: Z.I du Clairay, 35133 Luitre, France)
127.1. Co s& san xut: Panpharma (Dija chi: Z.I du Clairay, 35133 Luitre, France)
269 | Cefoxitin Cefoxitin (dudi Botpha |HOp25lo | NSX 24 300110036525 | 01
Panpharma | dang Cefoxitin tiém (YN-21110-18)
g natri 1,0515g) 1g

128. Co s ding ky: Panpharma GmbH (Bja chi: Bunsenstrasse 4, 22946 Trittau, Germany)
128.1. Co s sin xubt: ACS Dobfar S.p.A. (Pia chi: Nucleo Industriale S. Atto (loc. S. Nicolo' A
Tordino) — 64100 Teramo (TE), Italy)

270 | Imipenem/ | Cilastatin (duéi Bétpha |Hop10lo | NSX 36 800110036625 | 01
Cilastatin dang Cilastatin natri | dung (VN-18957-15)
500mg/500 | 530mg) 500me, dich_
mg Imipenem (dudi truyén

dang Imipenem tinh

monohydrat mach

530mg) 500mg
129. Co sé& diing ky: Pierre Fabre Medicament (Dja chi: Les Cauguillous - 81500 Lavaur, France)
129.1. C¢ s& san xuit: Pierre Fabre Medicament Production (Dja chi: Etablissement Progipharm
Rue du Lycée 45500 Gien, France)

271 | Tardyferon | Acid folic (dang | Vién nén [ Hop3 vix | NSX 36 300100036725 | Ol
B9 khan) 0,35mg, Sét | gii 10 vién (VN-16023-12)

(duéi dang sat (I) | phong
sulfat duge lam kéo dai

khé 154,53mg)
50mg
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I:{;hai:cuc QUAN

CONG HOA XA HQOI CHU NGHIA VIET NAM
Poc lap - Ty do - Harh phic

84:1679 /QLD-CL Hé Ngi, ngay 12 théng 06 ndm 2025
Vv chng bb két qua ddnh gi4 ¢dp vng
GMP ciia co s& san xudt nirde ngodi

(Pt 45)
Kinh giri:
- 84 Y té céc tinh, thinh pho trre thude Trung uong;
- Chc co s& dang ky, san xuit, kinh doanh thudc nuée ngoai.

Cén cir Nghi dmh 54/2017/ND-CP ngay 08 thdng 5 nim 2017 ctia Chinh pha
quy dinh chi ti€t mot s6 didu va bién phép thi hanh Luat Dugc;

Cén c Nghi dinh 155/2018/NB CP ngiy 12 théng 11 nam 2018 cila Chinh
phit sira @3i, bé sung mét sé quy dinh lién quan dén diéu kién dau tr kinh doanh
thudc pham vi quén 1y nhd nuéc cia B§ Y té;

Cin cir Nghi dinh s6 88/2023/ND-CP ngay 11/12/2023 clia Chinh phi sira
ddi, bd sung mot s6 diéu ciia Nghi dinh sé 54/2017/ND-CP ngay 08/05/2017 cia
Chinh phu quy dinh chi tiét mat s6 diéu va bién phép thi hanh Luat duqc va Ngh1
dinh s6 155/2018/ND-CP ngay 12/11/2018 ciia Chinh phit stra ddi, bd sung mét s6
quy dinh lién quan dén didu kién ddu tu kinh doanh thude pham vi quan ly nha
nuée cia Bo Y té;

Cén ctr Thong tu sb 35/2018/IT -BYT ngay 22/11/2018 cia By trudng Bo Y
té quy dinh v& Thyc hanh tét san xuit thudc, nguyén liéu lam thude;

Cin cir Thong tir sb 12/2022/’[’[‘ -BYT ngdy 21/1 1/’?022 ciua B ttudng B8 Y
té sira dbi, bd sung va bii bd mot so Piéu cua Thong tu sb 35/2018fIT -BYT ngay
22/11/2018 cua B9 trudng Bo Y té quy dinh vé Thuc hanh tét san xuft thude,
nguyén liéu Jam thudc,

Cuc Quan 1y Dugc théng bao:

1. K&t qua dénh gid dap tmg thuc hanh tét sin xult ciia co s¢ sin xuét thudc,
nguyén liéu 1am thudc tai nurde ngoai (GMP) - Pot 45 tai:

- Phy Iyc 1: Danh séch co s& san xudt thudc, nguyén liéu 1am thudc tai nude
ngoai d4p tmg Thirc hanh 5t san xuat thude (GMP) - Dot 45;

- Phu lyc 2: Danh sach co s& san xuit thudc, nguyén liéu lam thudc tai nude
ngodi dp img Thuc hanh t6t sin xudt thuéc (GMP) dugc diéu chinh néi dung da
cong b6 tir Dot 1 dén Dt 44;

- Phu luc 3: Danh s4ch hd so d& nghi danh gig dép img GMP ciia cic co s&
sin xuét thudc, nguyén liéu 1am thudc cin bb sung, gidi trinh - Dot 45;

Céc doanh nghiép cin cit ndi dung cin b6 sung, giai trinh tai danh séch trén
dé ndp hd so bd sung trén HE théng Dich vu cong TT48 dé tiép tuc duge xem xét,
cdng bd.

2. Céc Phu luc 1, Phy luc 2, Phu luc 3 trén duge ding tai trén 1rang thoéng tin
dién tir ciia Cuc Quan ly Duge - hitp://dav.gov.vn - Muc Thyuc hach t6t GXP va






Danh sach cép nhit cac co s& san xuit thudc, nguyén liéu 1am thudc tai mrée ngodi
d4p tmg Thuc hinh tét san xudt thubc (GMP) duge dang tii trén H¢ théng dich vy
cong truc tuyén - https://dichvucong.dav.gov.vn — Muc Tra cifu théng tin GxP cia
Cuc Quén Iy Dugc; S& Y t€ céc tinh, thanh pho tryc thudc Trung wong, céc co s§'y
té cong 14p sit dung cic danh sich trén d& xét céc g6i thau thude theo ding quy
dinh ctia Théng tr 07/2024/TT-BYT ciia BY truéng B3 Y té vé huéng din déu thiu
thudc tai cac ca s& y té va cac quy dinh cua Luat Diu thiu.

3. Cuc Quén Iy Duge dang tién hanh xir 1y song song cdc hd so ban gidy da
tiép nhan trudc ngay 01/04/2024 va cde hd so truc tuPzén duoc tiép nhan trén Heé
théng dich vu cong trire tuyén tir ngay 01/04/2024. K€t qua xir Iy cfia ca hai hinh
fhitc trén s& duge cong bd trén trang théng tin dién tir cia Cuc Quén ly Dugc -
http://dav.gov.vn - Muc Thuc hanh tét GXP va c¢ip nht trén Danh sach céc co s& sin
xuat thude, nguyén liéu 1am thubc tai nuéc ngodi dép mg Thuc hanh tét san xudt
thuée (GMP) dugc ding tai trén HE théng -dich vu cdng true tuyén -
httos://dichvucong.dav.gov.vn — Muc Tra ciru thong tin GxP ciia. Cuc Quéan ly Duge.

Cic co s& sin xudt, dang ky, kinh doanh thuéc phai ra soat, kip thai cdp nhit
tinh trang d4p tmg GMP ciia co s& san xudt thubc, nguyén liéu 1am thude nude
ngodi theo diing quy dinh tai diém d, khoan 1 Pitu 100 Nghi dinh s 54/2017/ND-
CP ngay 08/5/2017; luu y d6i véi cdc co s& sin xudt nuéc ngodi ¢6 Gidy ching
nhin GMP dugc gia han hiéu lyc theo chinh sich trong giai doan dich Covid-19
ciia co quan quan Iy duge céc nude.

Cuc Quan ly Dugc thong bao dé& cac don vi biét va thuc hién /.

B KT. CUC TRUONG
- - Nhutrén; . )
- Cye trudmg Vi Tudn Cuéng (a8 bic), PHO CUC TRUONG

- Cuc Quén Y - B4 Qude phong;

- Cyc'Y té-Bj Cong an;

- Che bénh vién tnze thude B3 Y t&;

- Website Cuc Quan 1y Dugc; o

- Phong Ding ky thude, Quén ly gid thudc (d€ phop);
- Lu: VT, CL.
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Gy R BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lap - T do - Hanh phiic
sé: 1711 /QLD-CL Ha Nji, ngay 16 thdng o6 ndm 2025

V/v dinh chinh Phy lye ban hanh kém
theo Céng vin 56 1679/QLD-CL ngly
12/6/2025

Kinh gui: _ ’
- 8¢'Y t€ c4c tinh, thanh phd truc thujc Trung uong;
- Cic co s& ding ky, san xut, kinh doanh thudc nuéc ngoai.

Cuc Quén 1y Duge d3 ban hanh Cong van s6 1679/QLD- CL ngay 12/6/2025
vé viéc cong bd két qua dénh gia dap img GMP ciia co s& san xuit nude ngodi (Dot

- 45), kém theo 03 Phu luc: (1) Danh sach co sO san xuét thudc, nguyén liéu lam

thude tai nude ngoai dap {mg Thuc hanh 18t san xuat thuéc (GMP) - Dot 45; (2)
Danh séch co s¢ san xuét thudc; nguyén ligu lam thudc tai nuée ngoai dip tmg
Thue hanh ot san xuit thubc (GMP) duge didu chinh ndi dung di cong bé tir Dot 1
dén Dot 44; (3) Danh sach hé so @2 nghi d4nh gia dép tmg GMP cua cdc co sd sin
xuét thudc, nguyén liéu 1am thudc cin b sung, giai trinh - Dot 45.

Sau khi ra soat, Cyc Quan ly Duc_rc dinh chinh cc ndi dung sau tai Phu luc 1:

1. Dinh chinh tén cng ty tai s& thit ty 20 (IDCC: 3853) ciia ban hanh kém
theo Céng vin trén thanh "Ferring GmbH" (thay cho "Ferrmg Private Ltd.").

2. Bd sung ﬂlcm 02 cdt théng tin trong Phu luc 1, gdém: Cot "Ngay hét han"
vi ¢it "Co quan cip".

(Pinh kém Phy luc 1 - Danh .sach co .5'0' sdn xuiit thude, nguyén liéu lam thuoc
tai nuréc ngodi ddp vmg Thiec hanh 16t sdn xuar thudc (GMP) dd dwgc diéu chinh).

C4c ndi dung khéc cia Cong vin sé 1679/QLD-CL va cdc Phu luc con lai
giir nguyén, khong thay dbi.

Cuc Quién ly Dugc théng bdo dé cic don vi biét va thue hién ./.

Noi nhén: KT. CUC TRUONG

- Nhutrén; -
- Cuc tnrdmg Vi Tufn Cu(mg (4& blc); == "%. CyUcC TRUOGNG

- Cyc QuinY - B§ Quéc phong; / S8 \\S/-"

- Cyc Y té - By Cong an;
- Chc bénh vién true thude B§ Y ;
- Website Cyuc Quan lry Dugc;
- Phong Bang ky thube, Quan ly gid thuéc (¢& p/hop);
- Lwu: VT, CL.
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