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CONG TY CO PHAN DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM
THIET BI Y TE HA NOI Péoc Lap - Tu Do - Hanh Phiic

$6:565 /cv/2025/mPC-HCM
V/v: Thay dbi sé dang ky cia Tp. H6 Chi Minh, ngay 11 théang 04 nam 2025
Panfor SR 1000
Kinh giri: SO'Y TE TINH KIEN GIANG

Cic Pon Vi Truc Thude S& Y Té Tinh Kién Giang
(Sau day goi l1a Quy Khach hang)

Cong ty C6 Phan Duge Phim Thiét Bi Y té Ha Nbi xin gtri 1i chao tran trong t6i Qu' -
Khich Hang.

Cong ty C6 phan Duogc phidm Thiét bi y té Ha N6i da tring thdu san phidm Pan
1000 theo Quyét dinh s 1630/QD-SYT ngay 27 thang 6 nam 2024 cla S¢ Y t i
Giang vé viéc phé duyét két qua lua chon nha thau cung cép thudce tap trung tinh Kién
giai doan 2023-2025 (dot 3) Géi 56 2: G6i thau thudc generic thong thutmg;

Cian ctr Quyét dinh sb 3/QDb-QLD ngay 03/1/2024 v€ viéc ban hanh danh mu
thudc nudc ngoai duoc gia han gidy dang ky luu hanh tai Viét Nam — Dot 117.2 cua Ct
Quan ly Dugc—-Bo0 Y Té;

Chung tdi xin théng bao vé viéc thay dbi thay ddi sé ding ky cta thudc Panfor SR

1000 nhur sau:
e 2 A Thee Pon
STT Tén sén Tén hogt chit I?ong do- So da'mg Quy céc'l_l Pang‘ vi P!gn Sé diing ky
pham ham luwgng ky doéng goi bao che tinh diing
Vién nén S6 dang ky da cép:
) PANFOR Metformin 1000m VN- Hop5vix | phong | .. | 36 VN-20187-16
SR-1000 hydrochlorid g 20187-16 20 vién thich Théang Sb dang ky gia han:
chiam 890110015824

Theo Khoén 3 Diéu 15 thong tu 07/2024/TT-BYT ngay 17/05/2024 Quy dinh vé viéc
d4u thau thudc tai s¢ y t& cong 1ap hudéng dan chi dau tu dugc xem xét dé nha thiu thay thé
thudc, cu thé:

“3. Trudong hop thudc du thdu c6 thay dbi trong qué trinh lwa chon nha thau hodc cung tng
thudc trang thiu nhung thudc thay thé chua duge chio trong ho so du thau, ho so d& xuat, chu
dau tu duge xem xét dé nha thiu thay thé thuc nham bao dam cung tmg di thude phuc vu kip
thoi cong tac kham bénh, chira bénh cua don vi khi dap tmg cac truong hop sau day:

d) Thube generlc co thay dm s6 dang ky lru hanh hodc duoc cip glay phép nhép khau méi va

c6 thay ddi mot hodc mot sb thong tin li€én quan dén thube bao gorn. tén thudc: tén co sd san
xuit thudc hodc cach ghi dia chi co s& san xuat thudc (nhung dia diém san xuit khong thay
d6i); thay dbi dia diém san xuét nhung tinh dp Gng nguyén tic, tiéu chuidn GMP cua co s&
san xuat khong thay d6i; tang han ding (tudi tho) cta thudc; thay d6i quy cach déng goi
nhung khong thay dbi ham lugng hodc n6ng do hodc thé tich cua thudc theo hd so moi thau,
hd so yéu cau; thay ddi tiéu chudn chét Iurgng cua thube do cap nhét phién ban méi cua dugc
dién theo quy dinh; thay dbi tiéu chuén chét lugng nhung tiéu chuén m&i khéng thap hon tiéu
chudn chét lugng cta thude di trung thau hodc di chio trong hd so du thau, hd so dé xuat.”
Chung t6i cam ket ngoai sy thay doi trén, céc thong tin khac cua san pham khong co6
bét ky su thay ddi nao vé tiéu chuén chat lugng giira thudce xin thay thé va thudc triing thau.
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Cong ty xin dinh kém quyét dinh sb 3/Qb-QLD ngay 03/1/2024 cia Cuc Quan ly
Dugc, kinh mong Quy Khach hang xem xét chap thuan thong tin thay dbi trén.
Xin chén thanh cam on!

PAI DIEN CONG TY =

Noi nhan: GIAMDOC CHI NHANH
- Nhu trén (1 ban)

- Luu Contract (2 ban)




BO Y TE CONG HOA XA HOI CHU NGHIA
MINISTRY OF Hl Al TH SOCIALIST REPUBLIC OF VIETN:
CUC QUAN LY DUQC Dédc Jip - Ty do - Haynh ph

DRUG ADMINISTRATION CF VIETUNAM Independence - Freedom - { lappiness

138A Gidng VA - Ha Noi - Viat Nam
Tel: 84.4.37366483/30464413 - Fox: 84 439234758

Gmy PHEP LUYU HANH SAN PHAM

MARKETING AUTHO RIZATION

Tén thudc . Panfor SR-1000

Name of Drug: :

Thanh phan chinh, ham ong & Metformin hydroclorid 1000mg

Active Ingredients, Strength: et s

Qui cach déng géi, bao ché - :  HOp 5 vix 20 vién; Vién nén phéng thich cham
Packing Size, Dosage form:" i e . -

Tiéu chudn chét Iang S e oINS

Quality Specif catton : e :

Han dung Jies o 4o 86 thang

Shelf- life: ', e : :

$6 gidy phép luu hanh san pham (SBK) I VN-20187-1j
Marketing. Authon‘zal:on Number:

S6é quyét dinh : 53OIQD-QLD " Ngay chp: 03/1 1/2016

Approvai Declsron Number: . e Date of Issuance

Hiéu Iwe clia gléy phép luu hanh san phém cb gia tr: 05 ndm ké tlr ngay cdp

Explralton Dale of this Marketing Au!honzauon

Tén co s& déng ky . : . Mega Lifesciences’ Pub!lc Company Limlted

Name of Marke(mg Aulhonzatron Hofder ,

Pjachi - - i 384 Moo 4, Soi 6, Bangpoo Industnal Estate; Pattana 3

Address: . e -~ = Road, Phraeksa, Mueang, Samut Prakarn ‘10280 -
e Y Thailand

Tén co, s san xuét - . Inventia Healthcare Pvt. Ltd.

Name of Manufactumr ; 5 o

Blachl T % & . F1-F1/, Additional Ambemath M.L.D.C.. Ambernath

Address: . : : '.(East_), Thane 421 506 - India

Tén co s& déng gbi ' : j

Name of Assembler

Dija chi

Address.

Ha N¢i, ngay 03 théng 11 nam 2016.
CYC TRUONG CUC QUAN LY DUQC

My,

GENERALDJR%ETOR OF THE DRUG ADMINISTRATION OF VIETNAM ;

Ghi chu: (Note)
1- Giay phép lru hanh san pham nay duoc cip theo dungrhb so‘ §
dang ky thubc da dugc BY Y té phé duyét.

This marketing authorization has been issuad in accordance wilh tha d& re[, A

approved by the Vielnam Mlnislry ol Haalth.

2- BAt cir sy thay ddi ndo vé& ndi dung clia gidy phép phai dugc e : .
Cuyc Qudn Iy duge - B Y té xdc nhan. TRUONG QUOC CUONG

Any varialions of the contenls of the matketing authorizelion are required to be
adopled by the Drug Adminisiration of Vietnam.




- ‘,, Ky béi: Cuc Quan

v Durge

Fo . Commmys . BOYTE - CONG HOA XA HOI CHU NGHIA VIET NAM

W9 i “CUC QUAN LY DUQC Poc idp - Tu do - Hanh phiic
Sé: 3 . /OP-QLD ‘ : ‘ : . Ha Noi, ngay 03 thdang (1nam2024
QUYET DINH

Ve viéc ban hénh danh muc 231 thude nubc ngoai
duoc cip, gia han gidy ding ky leu hanh tai Viét Nam - Dot 117.2

CUC TRUONG CUC QUANLY DU'()'C

Cén ctr Ludt Duoc 50’ 105/2016/QH13 ngay 06/4/2016;

Cdn cir Nghi dinh so 95/2022/ND- CP ngay 15/11/2022 cua Chinh phu quy dinh
chirc nang, nhiém vy, quyen han va co cdu to chire ciia Bo Y té;

Cén cir Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 ciia Bg trudng B9 ¥ 718 quy
dinh chirc ndng, nhiém vu, quyén han va co cau 16 chire ciia Ciic Quan 1y Duge thudc
B3 Y té;

Céin cir Thong tir s6 08/7022/TT BYT ngay 05/09/2022 cua Bo trucng B Y té quy
dinh viéc dang bz liru hanh thudc, nguyén !zeuz lam rhuor.,

Cdn cir ket lugn cua Hpi dong ne vdn cdp gidy ding ky lheu hanh ihude, nguvén
lieu lom thudce - B Y té;

Theo dé nghi cia T rmmg phm"g Diing ky thuéc - Cuc Ouan Zv Duge..

QUYET BINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 231 thudc nudce ngoai
duoc cap, gia han gidy dang ky luu hanh tai Viét Nam - Dot 117.2, cu thé:

1. Danh muc 01 thudc nwde ngoai duge cap gidy ding ky Iuu hanh hidu Iuc 05
nam - Dot 117.2 (@i Phuy luc I kém theo).

2. Danh muc 206 thudc nudc ngoai dugc gia han gidy ding ky lwu hanh hiéu
Iwc 05 ndm - Dot 117.2 (Phu luc II kem theo).

3. Danh muc 24 thudc nude ngoai duge gia han gidy dang ky lru hanh hiéu luc
03 nam - Dot 117.2 (Phu luc Il kem theo).

Piéu 2. Co so san xuit va co s ding ky thudc ¢6 trach nhiém:

1. Cung cép thude vao Viét Nam theo dung cac hd so, tai liéu da ding ky voi
B6 Y té va phai in hodc dén sb ding ky duge Bo Y té cap 1én nhin thube.

2. Chap hanh diy du phép luat cia nudc CHXHCN Viét Nam va cac quy dinh
ctia BO Y té vé nhap khau thudc va luu hanh thude tai Viét Nam, néu co6 bat ctr thay
ddi gi trong qué trinh luyu hanh thudc ¢ nude so tai va & Viét Nam thi phai bao cdo
ngay cho Cuc Quan ly Dugc-B0 Y té Viét Nam.

3. Thuc hién viéc cap nhat tiéu chudn chét lugng cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truéng Bo Y té quy dinh vé chit
lwong thude, nguyén liéu lam thude.

4. Cap nhét nhan thudc va t& hudng din sir dung thude theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cua B truong BO Y té quy dinh ghi nhan thudc,
nguyen liéu lam thubc va to huéng din st dung thudc theo hinh thire thay déi, bd sung
giay dang ky luu hanh thubc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua Bo truéng Bo Y té dbi vdi thude chua cap nhat ndi dung nhin thude, t& hudéng dan
sir dung thubc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cia B
truémg Bo Y té.



5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thubc dugc gia han
glay déng ky luu hanh theo Quyet dinh nay co thay doi vé noi dung hanh chinh (bao
gbém ca mau nhan va t& huéng dan sir dung thuoc) phai nhap khau va luu hanh véi céc
nodi dung di dugc phé duyét thay doi trong ho so gia han.

6. Phéi hop voi cac co s& diéu tri dé thuc hién theo diing cic quy dinh hién
hanh vé thuéc ké don, theo ddi an toan, hiéu qua, tc dung khong mong mudn cua
thuéc trén ngudi Viét Nam va téng hop, bao cdo theo quy dinh tai Didu 5 Thong tu s6
08/2022/TT-BYT ngay 05/9/2022 ctia Bo truong Bo Y té quy dinh viée ddng ky luu
hanh thudc, nguyén liéu lam thudc ddi véi cac thube thude Danh muc tai Phu luc III
ban hanh kém theo Quyét dinh nay.

7. Co s dang ky thude phai dam bao duy tri diéu kién hoat dong trong thoi gian
hidu Iuc cua gidy ding ky luu hanh thuée, nguyén liéu lam thude. Trong trudng hop
khéng con dép tng da diéu kién hoat déng, co s& ding ky phai c¢6 trach nhiém thuc
hién thay d6i co sé dang ky theo quy dinh tai Thong tu sé 08/2022/TT-BYT ngay
05/9/2022 cta Bo trudng Bd Y té trong thoi han 30 ngay ké tir ngay co so ding ky
khong con di diéu kién hoat dong.

8. Co so dang ky thude phai bao cao BO Y té vé cap nhat tinh trang dap tng
Thuc hanh tot san xuAt clia €O SO’ san Xuét thuoc nguyén liéu lam thudc. Trudng hop
co s san xuét bi thu hdi gidy phép san xuat hodc khong dap vmg Thuc hanh tdt san
xuét thube, nguyén liéu lam thudc & nudc so tai, co so phai thuc hién viéc bo cao
trong thoi han 15 ngay ké tir ngay c6 thong bdo cia co quan quan ly co tham quyén
nudc sé tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi dinh s6 54/2017/ND-CP
ngay 08/5/2017 ctia Chinh pht quy dinh chi tiét mét s6 diéu va bién phap thi hanh
Luat Duoec.

Diéu 3. Cac thude duge gia han gidy dang ky luu hanh tai Quyet dinh nay dugc
nep tuc st dung s6 dang ky da cap trude khi gia han trong thoi han t5i da 12 thang ké
tir ngdy dugce cap so dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

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

Piéu 5. Giam dbc S& Y té céc tinh, thanh phd truc thude trung wong, gidm déc
nha san xuit va co s& dang ky c6 thude tai Didu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhn: CUC TRUONG
- Nhu biéu 5; s

- B trudng (dé vlc);

- TTr. P Xuéan Tuyén (de b/c); s
- Cuc Quan Y - B4 Qubc phong, Cuc Y té - B§ Cong a.1 31 QUAN j A:/
Cuc Y té GTVT - B§ Giao théng vén tai; DUGE ;
- Tong Cuc Hai quan - B$ Tai chinh; \\

- Bao hiém X4 hdi Viét Nam; N 7 7

- B6 Y t& Vu PC, Cuc QLKCB, Thanh tra Bo, Van ~===Vii Tuén Cudng
phong HPTV cap GPKLH thube, NLLT;

-S3 Y té cac tinh, thanh phé truc thudc Trung wong;

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

- Tong Cdng ty Dugc VN-CTCP;

- Céc Cong ty XNK dugc pham;

- Cac Bénh vién & Vién c6 giudng bénh truc thue BYT;

- Trung tdm mua sam tap trung thude quoc gia;

- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD.

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

DANH MUC 01 THUOC NUGC NGOAI BUGC CAP GIAY DANG KY LUU HANH
TAI VIET NAM HIEU LU'C 5 NAM - QT 117.2

(Ban hénh kém theo quyét dinh s6: .3.......... /ODP-QLD, ngay 03./01./2024 cua Cuc Quan Iy Diroc)

STT Tén thude Hoat chitchinh [ Dang | Quycach | Tiéu | Tudi S6 ding ky
—Ham lwong | baoché | dénggéi | chudn | tho
(thang)
@® @) A3) 4) ) (6) @) ()

1. Co'sé diing ky: Cong ty b phin thwong mai duge pham qude té Phite Pan (Dia chi: 1/22 Puong
Cu Xd Lit Gia, Phuong 15, Quan 11, Thanh pho Hé Chi Minh, Viét Nam)
1.1. Co sé san xuit: Myung In Pharm. Co., Ltd. (Pia chi: 361-12, Noha-gil, Palian-myeon,
Hwaseong-si, Gyeonggi-do, Korea)

1. Cdch ghi tiéu chuan chat luong thuéc rai cét (6):
- Cach viet tat tiéu chuan chat lwong dwoc dién: Duoc dien Han Quoc (KP).

1 Motin Inj. | Famotidine 20mg | Bét dong | Hop 10 lo KP X l 36 880110000124
kho pha |
! tiém i |
Ghi chu:




DANH MUC 206 THUOC NUGC NGOAI BPUQC GIA HAN GIAY PANG KY LUU HANH

(Ban hanh kém theo quyét dinh s6. ... 3......../OP-OLD, ngay03../01./2024 ciia Cuc Quan ly Dugc)

Phu luc IT

TAI VIET NAM HIEU LUC 5 NAM - POT 117.2

STT | Ténthudc | Hoat chitchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
—Ham lugng | baoché | donggoéi | chudn | tho gia han lin
(thang) (So dang ky gia
da cap) han
(0] 2) 3 “) 3) (6) 0] ® ®)
1. Co'sé' dang ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
1.1. Co s& san xuit: Laboratorios Recalcine S.A (ia chi: Av. Carrascal No 5670, Quinta Normal,
Santiago, Chile)
1 Estraceptin | Vién mau tréng Viénnén | Hop 1 vix | NSX 36 780110000224 | 01
¢ hoat tinh: bao phim | 28 vién, (VN-17085-13)
Desogestrel gom 21
0,15mg , Ethinyl vién mau
estradiol 0,02mg; tring ¢6
Vién mau vang co hoat tinh,
hoat tinh: Ethinyl 2 vién
estradiol 0,01mg mau xanh
luc chi
chtra ta
duoc, 5
vién mau
vang co
hoat tinh
1.2. Co s& san xuat: PT. Abbott Indonesia (Pja chi: JI. Raya Jakarta- Bogor Km. 37, Kel. Sukamaju,
Kec. Cilodong, Depok, Jawa Barat, Indonesia)
2 Brufen Ibuprofen Hon dich | Hop 1 lo x | NSX 36 899100000324 | 01
100mg/5ml ubng 60ml (VN-21163-18)
1.3. Co s& sin xuat: Sophartex (Dja chi: 21 rue du Pressoir, 28500 Vernouillet, France)
3 Hidrasec Racecadotril Vién Hop 2 vix | NSX 36 300110000424 | 01
100mg 100mg nang 10 vién; (VN-21653-19)
cling Hop 3 vix
10 vién
4 Hidrasec Racecadotril Thubc Hop 16 NSX 24 300110000524 | 01
10mg 10mg/godi bot ubng | goi (VN-21164-18)
Infants
5 Hidrasec Racecadotril Thubde Hop 30 NSX 24 300110000624 01
30mg 30mg/gbi bot udng | goi (VN-21165-18)
Children

2. Co sé dang ky: Agio Phamaceuticals Limited (Pia chi: A-38, Nandjyot Industrial Estate, Kurla

Andheri Road, Safed Pool, Mumbai Mumbai City Maharashtra 400072, India)

2.1. Co s¢ sin xuét: Agio Phamaceuticals Ltd. (Pja chi: T- 81, 82. M.1.D.C., Bhosari, Pune 411026

Maharashtra State, India)




26

STT | Tén thudc | Hoatchatchinh | Dang | Quycich | Tiéu | Tudi S6 ding ky S6
— Ham lugng bao ché dong goi chuén tho gia han lan
(thing) | (SO dingky | gia
da cé‘ip) han
1) 2) 3) (C) ) (6) (@) () ®
150 | Montemac | Montelukast Viénnén | Hop 3 vix | NSX 24 890110015124 01
5 (dudi dang nhai 10 vién (VN-19703-16)
Montelukast
natri) Smg
151 | Clopidogrel | Clopidogrel (dudi | Viennén | Hop 3 vix | USP 24 890110015224 01
tablets USP | dang Clopidogrel | bao phim | 10 vién hién (VN-21426-18)
75mg bisulfat) 75mg hanh
71.2. Co sé& san xuat: Macleods Pharmaceuticals Ltd. (Dia chi: Phase-1I, Plot No. 25-27, Survey
No. 366, Premier Industrial Estate, Kachigam, Daman-396210, India)
152 | Atorvastatin | Atorvasatin (dudi | Viennén | Hop 10 vi | NSX 24 890110015324 | 01
Tablets dang Atorvastatin | bao phim | x 10 Vién (VN-19233-15)
20mg calcium) 20mg
153 | Zilamac-50 | Cilostazol 50mg Viénnén | Hop S vix | NSX 36 890110015424 01
10 vién (VN-19705-16)
72. Co s¢ dang ky: Medochemie Ltd (Pja chi: 1-10 Constantinoupoleos street, 3011 Limassol,
Cyprus)
72.1. Co s& san xuét: Medochemie Ltd - Factory B (Pja chi: 48 Iapetou Street, Agios Athanassios
Industrial Area, 4101 Agios Athanassios, Limassol, Cyprus)
154 | Medoclav Amoxicillin (dudi | Bot pha | Hop 1 chai | NSX 24 529110015524 01
156,25mg/ | dang Amoxicillin h(fm dich | 60ml (VN-17514-13)
Sml trihydrate) uong
125mg/5ml , acid
clavulanic (dudi
dang hon hop ctia
potassium
clavulanate va
silicon dioxide, ti
el l)
31,25mg/5ml
72.2. Co s& san xuat: Medochemie Ltd - Factory C (Dia chi: 2 Michael Erakleous Street, Agios
Athanassios Industrial Area, 4101 Agios Athanassios, Limassol, Cyprus)
155 | Cephalexin | Cefalexin (dudi Vién Hop chira | NSX 18 529110015624 01
500mg dang Cefalexin nang 10vix 10 (VN-17511-13)
monohydrate) cung vién nang
Cefalexin 500mg ctrng; Hop
chira 5 vi
x 10 vién
nang cung

73. Co s¢ dang ky: Mega Lifesciences Public Company Limited (Pia chi: 384 Soi 6, Bangpoo

Industrial Estate, Pattana 3 Road, Moo 4, Phraeksa, Mueang, Samutprakarn 10280, Thailand)

73.1. Co s6 san xuit: Inventia Healthcare Limited (Pia chi: FI-F1/1-F75/1, Additional Ambernath
MID.C. Ambernath (East), Thane 421506, Maharashtra State, India)
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STT

Tén thudéc | Hoat chat chinh Dang Quy cich | Tiéu Tudi S6 dang ky S6
— Ham luwogng bao ché | déng g6éi | chuin tho gia han lin
(thang) | (Sodingky | gia
da cip) han
) 2 (©)] (4) S (6) @) @® (&)
156 | Barole 10 Rabeprazol natri | Vién Hop 3 vix | NSX 24 890110015724 | 01
10mg nang 10 vién; (VN-20563-17)
ciing Hop 10 vi
(dudi x 10 vién
dang vi
hat tan
trong
rugt)
157 | Panfor SR- | Metformin Viénnén | Hop 5 vix | NSX 36 890110015824 | 01
1000 hydrochlorid phdéng 20 vién : (VN-20187-16)
1000mg thich
cham
158 | Panfor SR- | Metformin Viénnén | Hop 05 vi | NSX 36 890110015924 | 01
500 hydrochlorid phéng x 20 vién (VN-20018-16)
500mg thich
chim
159 | Perglim 1 Glimepiride Img | Viénnén | Hop 3 vix | NSX 24 890110016024 | 01
10 vién; (VN-20564-17)
Hop 10 vi
x 10 vién
74. Co st dang ky: Merck Export GmbH (Dja chi: Frankfurter Strafle 250, 64293 Darmstadt,
Germany)
74.1. Co sé san xuat: Merck Sante s.a.s. (Dia chi: 2 rue du Pressoir Vert, 45400 Semoy, France)
160 | Glucophage | Metformin Viénnén | Hop 5 vix | NSX 60 300110016124 | 01
500mg hydrochlorid bao phim | 10 vién (VN-21993-19)
500mg
161 | Glucophage | Metformin Viénnén | Hop 5 vix | NSX 60 300110016224 | 01
850mg hydrochlorid bao phim | 20 vién (VN-21908-19)
850mg
162 | Glucophage | Metformin Viénnén | Hop 3 vix | NSX 36 300110016324 | 01
XR 1000mg | hydrochlorid phong 10 vién (VN-21910-19)
1000mg thich kéo
dai
163 | Glucophage | Metformin Viénnén | HOop 2 vix | NSX 36 300110016424 01
XR 750mg | hydrochlorid phong 15 vién (VN-21911-19)
750mg thich kéo
dai
75. Co s& dang ky: MI Pharma Private Limited (Dia chi: Unit No. 402&403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogeshwari East, Mumbai - 400060, India)
75.1. Co sé san xuit: MSN Laboratories Private Limited (Dia chi: Formulations Division, Plot No.
42 Anrich Industrial Estate, Bollaram, Sangareddy District — 502325, Telangana, India)
164 | Pregasafe Pregabalin 25mg | Vién Hop3vix | NSX 24 890110016524 01
25 nang 10 vién (VN-17534-13)

cliing




QY (30 & 92

AMPHARCO U.S.A
09/08/25-CV-AMP

CONG HOA XA HOQI CHU NGHIA VIET NAM
Ddc ldp — Tw do — Hanh phiic

sk ok ok ok sk sk sk sk sk ok sk sk sksk sk skosk sk sk sk sk sk ok
Kinh giri: S& Y té tinh Kién Giang
Déu thu, Céng ty Co phin Dwoce phidm Ampharco U.S.A xin trin trong cim on S& Y té tinh Kién

Giang da quan tdm va ing hd cdc san pham cia cong ty chung t61 san xuat va nhap khau.

Cong ty CPDP Ampharco U.S.A cé tham dir va tring thau theo quyét dinh tring thau s 1630/QB-SYT
ngay 27/06/2024 ciia S& Y té tinh Kién Giang.

Nay cong ty CPDP Ampharco U.S.A 1am cong vin nay xin thay doi thong tin s6 ding ky ctia san pham:

Maxxhepa urso 300 capsules (Acid ursodeoxycholic 300 mg) chi tiét nhwr sau:

Tén thude Hoat chét chinh, Dang Quy cdch Hing sin xuﬁt, Sé dfillg Sé d:”mg ky
Ham lugng bao ché Nude sin xuit ky cii méi
: : Co CPDP
Maxxhepa Acid Vién Hop 3 (j::it}lllarco VD 893110146424
urso 300 ursoc}eoxycholic nz'mg Vi, V} 10 U Sj\ Viét 2673217 (VD-26732-
capsules 300 mg cung vién ik 17)

Ngoai ndi dung duge thay ddi néu trén, tit ca cic ndi dung khic gitt nguyén trong Quyét dinh tring
thau sé 1630/QD-SYT ngay 27/06/2024 cia S& Y té tinh Kién Giang.

Cong ty CPDP Ampharco U.S.A xin dinh kem:
Quyét dinh 181/0P-QLD ngay 21/03/2024 vé viéc ban hanh danh muc 881 thuéc san xudt trong muée

duoc gia han gi(fy dang ky heu hanh tai Viét Nam — Dot 193, san pham Maxxhepa urso 300 capsules co
56 thir tw 101.

Kinh mong nhin duwoc su chap thuin cia S& Y té tinh Kién Giang va dong § cho cong ty CPDP
Ampharco U.S.A dugec ti€p tuc cung cap san pham theo thong tin thay doi trén.
Trén trong.




N :Bo Y té 2 —:‘—-:T\~ A A 7 ‘ ¥ T F
eSRELY BONTE. w0 CONG HOA XA HOI CHU NGHIA VIET NAM

200 QU( ,, Pic lap - Trr do - Hanh phiic

S6: 13{* \ /QBCQ)LD“

J.L I‘_U’Li‘v

Ha Néi, ngay 21 thdang 03 nam 2024

"\*\

‘ QUYET PINH
Ve weé‘ban"h’anh Danh muc 881 thudc sin xuit trong nwréc
dwoc gia han gidy dang ky hru hanh tai Viét Nam - Dot 193

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duge sd 105/2016/QH13 ngay 06/4/2016;
Can cv Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cia Chinh phi quy dinh
chirc nang, nhiém vu, quyen han vé co céu 16 chize cia B Y 1€
Cén cir Quyét dinh s6 1 969/QE—BYT ngay 26/4/2023 cua B trucng Bo Y 16 quy
dinh chitc ndng, nhiém vu, quyén han va co cdu 16 chire cia Cuc Qudn Iy Dueoe thude
B6 Y 1&;
Can cik Thong tur s6 08/2022/TT-BYT ngay 05/09/2022 cua BY truong B6 ¥ 18
quy dinh viéc dang ky lvu hanh thuéc, nguyén liéu lam thuée;
Can cik két lugn cua Hoi dong tu van cdp azczy ding ky heu hanh thuée, nguyén
liéu lam thubdc - Bo Y té dot 193 tai Cong van so 15/HDTV-VPHD ngay 19/02/2024
cua Van phong Hoi dong tu van cap GDKLH thude, nguyén liéu lam thuéc;
Theo dé nghi cua Triedng phong Pang ky thube, Cuc Quan 1y Duoc.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 881 thudc san xuat trong
nude duoc gia han gidy ding ky luu hanh tai Viét Nam - Dot 193, cu the

1. Danh muc 595 thubc san xuit trong nudc duoc gia han gidy dang ky luu
hanh hiéu luc 05 nam (Phu luc I kém theo).

2. Danh muc 285 thudc san xuit trong nuée duge gia han gidy ding k¥ huu
hanh hiéu luc 03 nam (Phuy Iuc II kem theo).

3. Danh muc 01 thudc san xuét trong nuéc duge gia han gidy ding ky lwu hanh
hiéu Iuc dén 31/12/2025 (Phu luc IIl kém theo).

Pidu 2. Co s& san xuit va co s& ding ky thudc ¢é trach nhiém:

1. San xuat thude theo dung cac hé so, tai liéu d& ding ky véi BO Y € va phai
in sb dang ky duoc B8 Y te Viét Nam cép 1én nhin thude.

2. Chi duoc sén xut, dua ra luu hanh cdc thude kiém soat dic biét khi c6 Gidy
chimg nhén da diéu kién kinh doanh duge pham vi kinh doanh thudc phai kiém soat
dac biét phu hop y6i pham vi hoat ong ciia co s dap ung quy dmh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phti quy dinh chi tiét mét
s6 diéu va bién phap thi hanh Luét Dugc.

3. Thuc hién viéc cip nhat ti€u chuén chét hwong ciia thude theo quy dinh tal
Théng ttI sb 11/2018/TT-BYT ngay 04/5/2018 cia Bd trudng B6 Y té quy dinh vé
chét luong thuoc nguyén liéu lam thubc.

4. Thude duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hod so cap nhat ndi dung nhan thude, t& hudéng din st dung thudc theo quy dinh
cta Théng tw 01/2018/TT-BYT ngay 18/01/2018 cta B6 truéng BS Y té thi phai thue
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hién cip nhét theo quy dinh tai diém b Khoén 1 Dleu 37 Thong tir s6 01/2018/TT-BYT
trong thot han 12 thang ké tir ngay duoc gia han g1ay dang ky lwu hanh.

5. Sau 12 thang ké tix ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
cr1ay déng ky luu hanh theo Quyet dinh nay c6 thay d6i vé noi dung hanh chinh (bao
gdm c2 mau nhin va t& hudng dan sir dung thubc) phéi san xuat va luu hanh véi cée
ndi dung d4 duoc phé duyét thay dbi trong hd so gia han.

6. Co s6 dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu Iyc cta gidy ding ky luu hanh thude, nguyén liéu lam thudc. Trong trudng hop
khéng con dép tng du diéu kién hoat déng, co s& dang ky phai c6 trach nhiém thuc
hién thay dbi co so ding kY theo quy dinh tai Thong tu s& 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s dang ky khong con da diéu kién hoat dong.

7. Co s& sén xuat thube phai bao dam cac didu kién hoat dong cua co sO san
xuét trong thoi han hiéu luc cia g1ay dang ky luu hanh thudc, nguyén liéu 1am thude.

8. Cac thuoc dugce gia han gidy dang ky Iuu hanh tai Quyet dinh nay duoc mcp
tuc st dung so dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc cap s6 ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tur s6 08/2022/TT-BYT.

9. Pho1 hop vé1 céc co s& didu tri @& thuc hién theo ding céc quy dinh hién
hanh vé thude ké donm, theo ddi an toan, hiéu qui, tac dung khéng mong mubn cua
thudc trén ngudi Viét Nam va tong hop, bao cao theo quy dinh tai Piéu 5 Théng tr s0
08/2022/TT-BYT dbi véi cée thube trong Phu luc IT ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay cé hiéu lue ké tir ngay ky ban hanh.

Piéu 4. Gigm dbe S& Y é cac tinh, thanh phd truc thudc Trung wong va Gidm
dbc co s& san xudt va co s& dang ky cb thudc tai Didu 1 chiu trdch nhiém thi hanh
Quyét dinh nay./.

Noi nhin: /,_-h\CUC TRUONG
- Nhur Diéu 4; : Sen bl N

- BT. Bao Hong Lan (dé b/c); /,,:/ iy \-\3‘;\

- TT. D6 Xuén Tuyén (d€ b/c); [ 51 = ;’;:%‘q “"E\M

- Cuc Quén y - B6 Quoc phong, Cuc Y t€ - Bo Cong an; |2\ ~ 27 pyzet

- Cuc Y té GTVT - Bd Giao thong vén tai; \\*‘\ Jog 4

- Tong Quc Hai quan - B6 Tai chinh; \\\:; :

- Bao hiém x4 h61 Viét Nam; S5 & <
_B6 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Crong

B4, Van phong HDTV cap GPKLH thude, NLLT;

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

- Téng Cong ty Dugc Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién c6 giudng bénh truc thuoe B4 Y té;
- Trung tAm mua sdm tAp trung thube quéc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;

- Luu: VT, BKT (C.H) (02b).




(Kém theo Quyér dinh s6 181 /OP-QLD ngay 21 thang 03 nam 2024

Phu loe T
DANH MUC 595 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - POT 193

cua Cuc Quan Iy Duoc)
STT| Tén thude Hoat chit chinh - |Dang bao | Quy cich déng g6i | Tiéu | Tudi | So6 dingky |S6 lan
Ham lwong ché chuin | tho gia han gia han
(thdng)| (SO ding ky
di cip)
¢9) @) 3) (C)) )] (6) @) t)) ®

1. Co s¢ diing ky: Cong ty co phin Corg nghé sinh hoc - Dwoe phim ICA (Dia chi: Lo 10, dudng s6 5, khu céng nghiép
Viét Nam-Singapore, thi x4 Thuén An, tinh Binh Duong, Viét Nam)
1.1. Co s& sin xuit: Cong ty co phdn Cong nghé sinh hoc - Duwge phﬁm ICA (Pia chi: L3 10, dwong sé 5, khu céng nghiép
Viét Nam-Singapore, thi xd Thudn An, tinh Binh Duong, Viét Nam)

1

Coxlec

Celecoxib 200mg

Vién nang

climg

Hop 2 vix 10 vién,
vi PVC-Alu

NSX

36

893110136424
(VD-18668-13)

2. Co s& ding ky: Cong ty cb phin Dwoge - vat tir y té Nghé An (Dia chi: S6 68 dudmg Nguyén S§ Sach, phuomg Hung
Phiic, thanh phé Vinh, tinh Nghé An, Viét Nam)

2.1. Co s& sin xudt: Cong ty cb phi‘ln Dugec - vét tir y té Nghé An (Bia chi: Sé 68 dudng Nguyén S§ Sach, phurong Hung

Phic, thanh phé Vinh, tinh Nghé An, Viét Nam)

2

DNAStomat

Omeprazol (duéi
dang pellet
Omeprazol 8,5%:
235,3mg) 20mg

Vién nang
cung

Hop 10 vi x 10 vién,
vi nhém/nhém; Hop
1 lo x 14 vién, lo
HBPE

NSX

36

893110136524
(VD-24933-16)

3. Co s& ding ky: Cong ty c6 phdn Dwogc - VAt twy té Thanh Hoéa (Pia chi: $6 232 Tran Phi, phuong Lam Son, thanh phd
Thanh Hoéa, tinh Thanh Héa, Viét Nam)
3.1. Co s& san xudt: Cong ty cb phin Dwgc — Vit tw y té Thanh Héa (Dia chi: S6 04 duong Quang Trung, phudmg Ngoc
Trao, thanh phé Thanh Héa, tinh Thanh Héa, Viét Nam)

3  |Amoxicilin Amoxicilin (duéi Vién nang [Hop 10 vix 10 vién; | DBVN 24 893110136624 1
500 mg dang Amoxicilin cing Hép 20 vix 10 vién; Vv (VD-24941-16)
trihydrat compacted) Hop 50 vix 10 vién
500mg
4 |Ampicilin Ampicilin (dudi Vién nang [Hop 10 vix 10 vién; |DBVN | 24 | 893110136724 1
500 mg dang Ampicilin cimg Hép 20 vix 10 vi; v (VD-24396-16)
trihydrat) 500mg Hop 50 vix 10 vién
5 |Diclofenac Diclofenac natri Viénnén |[Hop 10vix 10 vién |DBVN 24 893110136824 1
50mg bao tan v (VD-21946-14)
trong rudt
6 |Glimethepharm |Glimepirid 2mg Viénnén |[Hop 3 vix 10 vién; NSX 36 893110136924 1
Hoép 10 vix 10 vién; (VD-30657-18)
Hoép 50 vix 10 vién
7 |Gut C thepharm |Colchicin Img Viénnén |Hop 1 vix 20 vién NSX 36 893115137024 1
(VD-22270-15)
8 |Mectathepharm |Diosmectite 3g Thudc bét |Hop 30 gdi x 4g NSX 36 893100137124 1
pha hén (VD-19554-13)
dich udng
9 |Ptu Thepharm Propylthiouracil Viénnén |Hop 4 vix 25 vién; |DBVN 36 893110137224 1
50mg Hop 10 vix 25 v (VD-18800-13)

Vién; Hop 1 lo x

100 vién
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STT| Tén thude Hoat chit chinh - |Dang bao | Quy cich déng goi | Tieu | Tuéi | S6dingky |S6 lan
Ham lrong ché chuin | tho gia han gia han
(thang)| (Sé ding ky
di cip)
@ @) G) (4) ) (6) @) @ ®)
92 |Niztahis 150 Nizatidin 150mg Vién nang |Hop 3,6, 10 vix 10 | NSX 36 | 893110145524 1
cimg vién (VD-30285-18)
93 |Ribatagin 500 Ribavirin 500mg Viénnén |Hop2vix 10vién, | NSX 36 893114145624 1
bao phim |vi nh6m - nhém (VD-28833-18)

94 |Sutagran 25 Sumatriptan (Duoi  |Viénnén |[Hoplvi,2vix6 NSX 36 893110145724 1
dang Sumatriptan bao phim |vién (VD-30287-18)
succinat) 25mg

95 |[Sutagran 50 Sumatriptan (dudi Viénnén |Hoplvi,2vix6 NSX 36 893110145824 1
dang Sumatriptan bao phim |vién, vi nhém-PVC (VD-23493-15)
succinat) 50mg

96 |Valsgim 160 Valsartan 160mg Viénnén |Hop 2 x 14 vién, NSX 24 893110145924 1

bao phim |nh6m - nhém (VD-23494-15)
97 |Valsgim 80 Valsartan §0mg Viénnén [Hop2vix 14 vién, | NSX 24 | 893110146024 1
bao phim |nhém - nhém (VD-234954N A\

14. Co s¢ dang ky: Cong ty Cb phan Duwoc pham Ampharco U.S.A (Dia chi: Khu céng nghiép Nhon Trach 3, thi“tran\\lﬁep
Phuéc, huyén Nhon Trach, tinh Ddng Nai, Viét Nam)

14.1. Co s& san xuét: Cong ty Cb phan Dwgc pham Ampharco U.S.A (Bia chi: Khu cong nghiép Nhon Trach 3 ‘thI U‘a.ﬂ
Hiép Phude, huyén Nhon Trach, tinh Dbng Nai, Viét Nam)

HAM F*:

>
3 =T
P

=Tk

//r

il
o

98 |Maxxcardio-L 10 |Lisinopril (dudi dang [Viénnén |[H6p 1 vix 10 vién, | NSX 36 893110146124 1
lisinopril dihydrat) |bao phim [Hoép 3 vix 10 vién, (VD-26730-17)
10mg Hoép 10 vix 10 vién,

vi nhém-nhom
99 |Maxxcardio-L 5 |Lisinopril (dudi dang |Viénnén |Hop 1 vix 10 vién, | NSX 36 893110146224 1
lisinopril dihydrat) |bao phim |[Hop 3 vix 10 vién, (VD-27769-17)
Smg Hop 10 vix 10 vién,
vi nhém-nhém
100 |Maxxflame-B10 |Baclofen 10mg Viénnén |Hop 1 vix 10 vién; NSX 24 893110146324 1
Hop 3 vix 10 vién; (VD-30290-18)
Hop 10 vi x 10 vién,
vi bAm nhém-nhém
101 |Maxxhepa urso  |Acid Viénnang |Hop 1 tix 1 vix 10 | NSX 36 893110146424 1
300 capsules ursodeoxycholic cliing vién, Hop 1 tii x 3 (VD-26732-17)
300mg vix 10 vién, Hop 1
tix 10 vix 10 vién,
vi bAm nhém - PVC
102 |Maxxamucous- Acetylcystein 600mg |Vién nang [Hop 1 tiix [ vix 10| NSX 36 893100146524 1
AC 600 cung vién; Hop | ti x 3 (VD-29677-18)
vix 10 vién; Hop 1
i x 10 vix 10 vién,
vi bAm nhém-PVC

103 |Maxxneuro-DZ 5 [Donepezil Viénnén |Hop1vix 10vién; | NSX 24 | 893110146624 1

hydroclorid 5mg bao phim |Hop 3 vi x 10 vién; (VD-30293-18)
Hop 10 vi x 10 vién,
vi bdm nhém-nhém
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CONG HOA XA HQI CHU NGHIA VIET NAM
& "‘ HOANG BUC Déc lip — Tw do — Hanh phiic
10 9001 : 2008
Vi Sifc Khoe Cong B3ng
S6: 1064/2025/TENDER Tp.HCM, ngay 25 thing 04 ncim 2025

(V/v thay d6i SPK Beprasan 20mg)
Kinh giri: SO Y TE TINH KIEN GIANG

Loi dau tién, Cong ty TNHH Dwge Phidm va Trang Thiét Bi Y té Hoang Pirc chan
thanh c4m on Quy S& Y Té di quan tim Gng ho céc sin phim cuia cong ty chiing toi phén
phéi trong sudt thoi gian qua.

Cdn cit Quyét dinh s6 1630/QP-SYT ngay 27/6/2024 cua S6 Y 16 vé viéc phé duyét két
qua lya chon nha thdu Géi sé 2: Goi thau thudce generic thong thuong thudc ké hoach lea
chon nha thau cung cdp thudc tdp trung tinh Kién Giang, giai dogn 2023-2025 (dot 3);;

Can cir kha nang cung ung hang hoa cua Cong ty TNHH Duoc Phdm & Trang Thiét
Bi Y té Hoang Pikc.

Céng ty TNHH Duoc Phidm va Trang Thiét Bi Y té Hoang Piic 1a nha phan phéi
chinh thitc cho san phdm Beprasan 20mg (Rabeprazol natri, 20mg). Ching t6i da tring
thau san phim Beprasan 20mg tai Quy S& Y Té&. Nhung hién tai, san pham nay da dugc
Cuc Quan 1y Duoc cip s6 dang ky méi 383110528524 , 16 hang theo s6 dang ky méi nay
da duoc nhap vé kho va s& cung img cho Quy S& Y Té.

Bang van ban ne‘ly, chiing t6i xin thong bao vé viée diéu chinh va cung ting san pham
Beprasan 20mg theo s6 ding ky m&i 383110528524. Viéc thay d6i S6 dang ky nay khong

anh hudng dén céc thong tin khac ciing nhu chét lugng san pham. (dink kém Quyét dinh sé
407/0D-OLD ngay 19/06/2024 dé Quy S¢ Y Té  doi chiéu).

Kinh mong Quy S& Y Té xem xét va chép thuén.

Tréan trong cam on va kinh chao!

Noi nhéan:
- Nhu trén;
- Luru phong thau




CONG HC)A XA HOI CHU NGHIA VIET NAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

MARKETING AUTHORIZATION
Beprasan 20mg

Thanh phén chinh, ham lu'o-ng Rabeprazol natri 20mg
Active Ingred:snts, Sfrength “

"":;'Hép 1vix 10 wén \fen nén khéng dlCh vi

Packing Size, Dosage formJ
Tiéu chuéin chétiu'ryng Ol NSX

QuahtySpecrﬁcatmn b B Pt & gy

Han dung Ao = .«"24 th‘éng‘“-*

Shelf-life: - A . e is ; 5

$6 gidy phép  pl -‘VN-21085-18 ay ‘
MaﬂfetlngAuthanzaﬂon Numbe S e : : /
s6 quyétdinh 173/ }i:‘\ ; f _ Ngéy cAp: 27/3:’2018

Approval Daaision Numbe SEE B e Date of fSSU&ﬂCB &

bia chlt : g 3 it
Address.i A Ve iians ;J’Smgapore (049315) Slngapore 2
Tén co s6 san xuét Lek Pharmaceuticals d.d, =~

Name of Manufacturer 3 il Ay e
Piachi W ~ Verovskova 57, 1526 Ljubljana - Slovenia
Addmss % "5 ’ R AR s

Dia chi
Address.

‘ Ha Nor ngé}bgf? thang3 nam 2018,
~ KT.CUC TRUONG CUC QUAN LY DU'QC
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETN
: PHO CUC TRUONG
s DEPUTY GENERAL-DIRECTOR
Ghi ch: (ote)
1- Giéy phép luu hanh san pham nay dwoc cAp theo dung hé so
gang ky thuéc da dwgc Bo Y té pha duyat.
This marketing authorization has bsen issued in accordance with the dossler
approved by the Vietnam Ministry of Health. L
- 2- BAt cir sy thay d6i nao v& noi dung cla gidy phép phai dugc
- Cuc Quan ly dirgc - B8 Y té xac nhan.
& Any variations of the cantents of the marketing authorization are required fo be
adopted by the Drug Administration of Vietnam.
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So: 407  /QB-QLD Ha Néi, ngay 19 thang 06ndm 2024
QUYET PINH

V& viéc ban hanh danh muc 174 thudc nwréc ngoai
dwrgc gia han gidy ding ky lun hanh tai Viét Nam - Dot 120

CUC TRUONG CUC QUAN LY DUQC

Ciin cit Lugt Duge s6 105/2016/QH13 ngay 06/4/2016;

Ciin cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cia Chinh phi quy dinh
chirc néing, nhiém vu, quyén han va co cdu t6 chirc ciia Bo Y té;

Can ctr Quyét dinh sé 1969/QD-BYT ngay 26/4/2023 ciia BJ trueéng B Y té quy
dinh chirc ndng, nhiém vu, quyén han va co cdu t6 chirc ciia Cuc Quan 1y Duwoc thuge
Bg Yte;

Can cit Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B truong Bé Y té quy
dinh viéc d‘ang ky luu hanh thuée, nguyén liéu lam thuo'c

Can cir két ludn cua Hoi dong tw van cap gzay dang ky hru hanh thuéc, nguyén
liéu lam thudc - Bg Y té dot 120 tai Cong van so 48/HDTV-VPHD ngay 22/05/2024
ciia Vin phong Hpi dong tw vin cap GPKLH thudc, nguyén liéu lam thuéc;

Theo dé nghi ciia Trudng phong Ping ky thudc - Cuc Qudn Iy Duoc.

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 174 thudc nuéc ngoai
duoc gia han giéy dang ky Iuu hanh tai Viét Nam - Dot 120, cu thé:

1. Danh myc 155 thudc nuéc ngoai duge gia han gidy dang ky Iuu hanh hiéu
Iuc 05 nam — Dot 120 (Phu luc I kéem theo).

4. Danh myc 19 thuéc nuéc ngoai duge gia han gidy dang ky lwu hanh hidu luc
03 nam — Pot 120 (Phu luc II kem theo).

Diéu 2. Co sd san xuit va co s¢ ding ky thude co trach nhiém:

1. San xuét, cung cép thudc vao Viét Nam theo ding céac ho so, tai liéu da dang
ky v6i Bo Y té va phai in s6 dang ky dwoc BO Y té Viét Nam cdp 1én nhén thube.

2. Chap hanh day du phap ludt coa Viét Nam va céc quy dinh cia B Y té vé
san xuat, nhap khéu thubc va luru hanh thude tai Viét Nam, néu c6 bit cir thay déi gi
trong qué trinh lwu hanh thube & nuée sé tai va & Viét Nam thi phai bao céo ngay cho
Cuc Quan Iy Dugc - B§ Y té Viét Nam.

3. Thuc hién viéc cap nhét tiéu chuén chét luong cua thudc theo quy dinh tai
Théng tw s6 11/2018/TT-BYT ngay 04/5/2018 cta B truéng Bo Y té quy dinh vé
chit luong thude, nguyén liéu lam thudc, Théng tu sé 03/2020/TT-BYT ngay
22/01/2020 cua B6 truong Bo Y té sira ddi, bd sung mot sb didu cua Thong tu
11/2018/TT-BYT quy dinh vé chat lrong thude, nguyén lidu 1am thude.

4. Thubc duge gia han glay dang ky luu hanh tai Quyét dinh nay nhung chua
nop hé so cap nhat ndi dung nhén thude, to huéng dan sir dung thudc theo quy dinh
ctia Thong tw 01/2018/TT-BYT ngay 18/01/2018 cua Bd truéng Bo Y té thi phai thuc
hién cép nhat theo quy dinh tai diém b Khoan 1 Dléu 37 Théng tur s6 01/2018/TT-BYT
trong thoi han 12 thang k& tir ngay duoc gia han glay dang ky luu hanh.

5. Sau 12 théng ké tir ngay ky ban hanh Quyét dinh nay, cac thube duoc gia han
gidy dang ky luu hanh theo Quyet dinh nay c6 thay déi vé ndi dung hanh chinh phai
san xuat va lvu hanh véi cac ndi dung di duge phé duyét thay dbi trong ho so gia han.
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6. Co s& diang ky thude phai bao dam duy tri didu kién hoat dong trong thoi han
hiéu luc cta gidy dang ky luu hanh thuéc, nguyén lidu 1am thude. Trong trudong hop
khéng con dép tmg dn diéu kién hoat dong, co s& ding ky phai c6 trdch nhiém thuc
hién thay dbi co s& dang ky theo quy dinh tai Thong tur s6 08/2022/TT-BYT trong théi
han 30 ngay ké tir ngay co s& dang ky khong con di dxeu kién hoat dong.

7. Co s& dang ky thudc phai béo cao B6 Y té (Cuc Quan ly Duogc) vé cap nhat
tinh trang dap 1rng Thuc hanh tot san xuat cua CO SO san xuét thuoc nguyén liéu lam
thudc. Trudmg hop co s san xuét bi thu hdi gidy phép san xuit hodc khong dép tmg
Thuc hanh t6t san xuit thudc, nguyén liéu 1am thubc & nude sé tai, co s& phai thuc
hién viéc béo céo trong thoi han 15 ngay ké tir ngdy c6 théng béo ciia co quan quan 1y
¢6 thim quyén nuéc sé tai theo quy dinh tai diém d khoan 1 Pidu 100 Nghj dinh s6
54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi tiét mot sé diéu va bién
phap thi hanh Luét Duoc.

8. Cac thudc dugc gia han gidy dang ky lvu hanh tai Quyét dinh nay dugc tiép
tuc str dung sé dang ky da cdp trurde khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc cap s6 dang ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Thong tir s6 08/2022/TT-BYT.

9. Phéi hop v6i céc co so diéu tri dé thuc hién theo ding cic quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiu qua, tic dung khong mong muén cua
thube trén ngudi Viét Nam va tong hop, béo céo theo quy dinh tai Diéu 5 Théng tu s6
08/2022/TT-BYT dbi vé6i cac thube trong Phu luc IT ban hanh kém theo Quyet dinh
nay.

Pidu 3. Quyét dinh c¢6 hidu lic ké tir ngay ky ban hanh.

Piu 4. Giam déc S& Y té cac tinh, thanh phé trirc thude trung wong, giam doc
nha san xuit va co s& dang ky c6 thude tai Pidu 1 chiu trich nhiém thi hanh Quyét
dinh nay./.

Noi nhn: CUC TRUONG
- Nhu Diéu 4; g g

- Bj truémg (dé brc);

- TTr. B3 Xuén Tuyén (dé b/c); :
-Cuc Quan Y - Bo Quéc phong, Cuc Y té - Bo Coéng ah;
Cuc Y té GTVT - Bo Giao théng vén tai; \

- Téng Cyc Hai quan - B Tai chinh;
- Bao hiém Xa héi Viét Nam; Capes T R
- Bd Y t& Vu PC, Cuc QLKCB, Thanh tra B¢, Vin i Tuan Cudng
phong HDTV cép GDKLH thuéc, NLLT;

- S&'Y té cac tinh, thanh phd truc thude Trung wong;

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

- Tong Cong ty Duge VN-CTCP;

- Cac Cong ty XNK duge phim;

- Cac Bénh vién & Vién co givong bénh truc thuée BYT;

- Trung tdm mua sim tap trung thudc quoc gia;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (2b) (NT).




Phu luc I

DANH MUC 155 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 120

(Kem theo Quyét dinh 56 ..407....../0D-QLD, ngay 19../06./2024ciia Cuc Quan Iy Duroc)

STT | Ténthudc | Hoat chat chinh Dang Quy cach | Tiéu Tuoi So ding ky So

— Ham lrgng bao ché | dénggédi | chuin tho gia han lin

(thing) | (SO dingky | gia

da cip) han

@ 2 G3) 4 (6] (6) @ 8) (&)

1. Co sé dang ky: Actavis International Ltd. (Pia chi: No.4 SOAQ Tal-gidi Off Valletta Road, Luga,
LOA 6000, Malta)

1.1. Co sé san xuét: Balkanpharma-Dupnitsa AD (Pia chi: 3, Samokovsko shosse Str., Dupnitsa
2600, Bungary)

Irprestan Irbesartan 150mg | Viénnén | HOop2 vix | NSX 24 380110516024 | 01
150mg bao phim | 14 vién (VN-21977-19)
1.2. Co s& san xudit: S.C. Sindan - Pharma S.R.L. (Pia chi: 11 Ion Mihalache Blvd., 011171,
Bucharest, Romania)

Firotex Topotecan (dudi | Bot dong | Hop 1 Lo NSX 36 594114516124 01
dang topotecan kho pha | 4mg (VN2-340-15)
hydrochloride) dung
4mg dich dam

dic dé
pha dung
dich
truyén

1.3. Co sé& san xuit: S.C. Sindan - Pharma S.R.L. (Pia chi: 11th Ion Mihalache Blvd., Sector 1, Zip
code 011171, Bucharest, Romania)

Vinorelsin | Vinorelbine (dudi | Dung Hop 1 Lo | NSX 36 594114516224 | 01
50mg/5ml dang Vinorelbine | dich dfim Sml (VN-17629-14)
tartrate) déc de
50mg/5ml pha dich
ti€ém
truyén

2. Co's6' dang ky: Ajanta Pharma Limited (Dja chi: Ajanta House, 98, Government Industrial Area,
Charkop, Kandivli (West), Mumbai-400 067, India)

2.1. Co' s& san xuit: Ajanta Pharma Limited (Dia chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)

Kaportan 20 | Olmesartan Vién nén | Hop 16n NSX 36 890110516324 | 01
medoxomil 20mg | bao phim | chira 10 (VN-18981-15)
Hoép x 1 vi
x 10 vién

3. Co s& diang ky: Albios Lifesciences Private Limited (Pja chi: A1/802, Palladium, Corporate
Road, B/h Divyabhaskar, Off S.G Highway, Makarba, Ahmedabad, Ahmedabad, Gujarat-GJ, 380015,
India)

3.1. Co s& san xuét: Denis Chem Lab Limited (Pia chi: Block 457, Village-Chhatral, Tal-Kalol,
Dist. Gandhinagar - 382 729, Gujarat State, India)




21

STT | Tén thubc | Hoat chit chinh | Dang | Quycach | Tiéu | Tudi S6 dang ky S6
— Ham lugng bao ché | dénggéi | chuin tho gia han lin
(thing) | (Sé dingky | gia
da cép) han
(€3] (2) 3) (©)) (6] (6) () ()] )
66.4. Co' s& san xuat: USV Private Limited (Pia chi: H-13, 16, 164, 17, 18, 19, 20, 21 & E-22,
0.1.D.C, Mahatma Gandhi Udyog Nagar, Dadhel, Daman — 396210, India)
116 | Cardimax Trimetazidine Viénnén |Hop5Svix | NSX 24 890110527524 | 01
MR 35mg dihydrochloride  |phdng 10 vién (VN-18116-14)
35mg thich cham
117 | Zolex 4mg | Acid zoledronic  |Dung dich| Hop 1 lo NSX 24 890110527624 | 01
(duéi dang Acid |ddm dic | Sml (VN-18478-14)
zoledronic de pha
monohydrate truyén
4,264mg) 4mg
67. Co sé ding ky: Naprod Life Sciences Pvt. Ltd. (Pja chi: 304, 3 RD Floor, Town Centre, Near
Mittal Estate Andheri Kurla Road, Andheri (East) Mumbai — 400059, India)
67.1. Co s& san xuit: Naprod Life Sciences Pvt. Ltd. (Pia chi: Plot No. G-17/1, MIDC, Tarapur,
Boisar, Dist. Palghar 401506 Maharashtra State, India)
118 | Idrona 30 Pamidronat Bt dong | Hop 1 Lo BP 24 890114527724 | 01
dinatri 30mg kho pha 2015 (VN-20328-17)
tiém
68. Co st diang ky: Noble Wellness Private Limited (Bja chi: DTJ810, 8th Floor, DLF Tower-B,
DDA District Centre, Jasola, New Delhi, Delhi-110025, India)
68.1. Co' s& san xuit: Mepro Pharmaceuticals Pvt. Ltd. (Dia chi: (Unit-II), Q Road, Phase - IV,
GIDC., Wadhwan-363035, India)
119 | Atoronobi | Atorvastatin Viénnén | Hop 10 vi | NSX 24 890110527824 | 01
40 (dudi dang bao phim | x 10 vién (VN-16657-13)
atorvastatin calci)
40mg
69. Co s& dang ky: Novartis (Singapore) Pte Ltd (Dia chi: 20, Pasir Panjang Road, #10-25/28,
Mapletree Business City, Singapore 117439, Singapore)
69.1. Co sé san xuit: Fareva Unterach GmbH (Dja chi: Mondseestrasse 11, 4866 Unterach am
Attersee, Austria)
120 | Epirubicin | Epirubicin Dung Hép 1 1o NSX 24 900114527924 | 01
"Ebewe" hydroclorid dichddm | 5ml (VN-20037-16)
2mg/ml dac dé
pha thudc
tiém
truyén
121 | Fludarabin | Fludarabin Dung Hoép 1 lo NSX 36 900114528024 01
"Ebewe" phosphat dich 2ml (VN-21321-18)
50mg/2ml tiém/
dung
dich ddm
dic dé
pha dung
dich tiém

- truyén

/%l
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STT | Ténthudc | Hoatchatchinh | Dang | Quycdch | Tiéu | Tudi So ding ky So
—Ham lwgng | baoché | dénggéi | chuin | tho gia han lan
(thang) | (SO ding ky gia
da cﬁp) han
@ ()] (3) @ () (6) (7 ()] ®)
122 | Gemcitabin | Gemcitabin (dudi | Dung Hop 1 1o NSX 24 900114528124 01
"Ebewe" dang Gemcitabin | dich ddm | 100ml (VN-20826-17)
hydroclorid) dac pha
10mg/ml dung
dich tiém
truyén
69.2. Co st san xuat: Lek Pharmaceuticals d.d (Pia chi: Perzonali 47, 2391 Prevalje, Slovenia)
123 | Amoksiklav | Acid clayulanic Vién Hop 7 vix | NSX 36 383110528224 | 01
Quicktabs (dwdi dang Kali phén tin | 2 vién (VN-18594-15)
1000 mg clavulanat) 125mg,
Amoxicillin (dudi
dang Amoxicillin
trihydrat) 875mg
124 | Amoksiklav | Acid clavulanic Vién Hop 7 vix | NSX 36 383110528324 | 01
Quicktabs (dudi dang Kali phén tan | 2 vién (VN-18595-15)
625mg clavulanat) 125mg,
Amoxicillin (dudi
dang Amoxicillin
trihydrat) 500mg
69.3. Co sé san xuit: Lek Pharmaceuticals d.d. (Dia chi: Verovskova 57, 1526 Ljubljana, Slovenia)
125 | Beprasan Rabeprazol natri | Viénnén | Hop 1l vix | NSX 24 383110528424 01
10mg 10mg khéng 10 vién (VN-21084-18)
dich vi
126 |Beprasan | Rabeprazolnatri |Viénnén |Hoplvix | NSX | 24 | 383110528524 | 01
— 20mg. . [20mg | khing | 10 vién | (VN-21085-18)
P o idichyvi e b .
69.4. Co'sé san xudt: Lek Pharmaceuticals d.d. (Bja chi: Verovskova ulica 57, 1526 Ljubljana, Slovenia)
Co sé dong goi: Lek Pharmaceuticals d.d. (Pia chi: Trimlini 2D, 9220 Lendava, Slovenia)
127 | Tensiber Hydroclorothiazide | Viénnén | Hop 3 vix | NSX 24 383110528624 | 01
Plus 12,5mg; bao phim | 10 vién (VN-21323-18)
Irbesartan 150mg
69.5. Co sé san xuat: Salutas Pharma GmbH (Pja chi: Otto-von-Guericke-Allee 1, 39179 Barleben,
Germany)
128 | Anozeol Anastrozol 1mg Viénnén | Hop 2 vix | NSX 60 400114528724 | 01
Img bao phim | 14 vién (VN-20039-16)

70. Co s& ding ky: Organon Hong Kong Limited (Dia chi: Unit 48-136, 48/F, Lee Garden One, 33
Hysan Avenue, Causeway Bay, Hong Kong)
70.1. Co sé& san xuit: MSD International GmbH (Puerto Rico Branch) LLC (Pja chi: Pridco
Industrial Park, State Road 183, Las Piedras, Puerto Rico 00771, Puerto Rico)
Co sé san xuét ban thanh phim (cdm ezetimibe va com atorvastatin): MSD International GmbH
(Singapore Branch) (Pia chi: 70 Tuas West Drive, Singapore 638414, Singapore)

Co s& déng gbi va xuit xwémg: Merck Sharp & Dohme B.V. (Dja chi: Waarderweg 39, 2031 BN
Haarlem, The Netherlands)

No\ &< =/
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STT | Tén thudéc | Hoat chdtchinh | Dang | Quycdch | Tiéu | Tuoi So ding ky S6
— Ham lugng bao ché | déng géi chuin tho gia han lin
(thang) | (SO dingky | gia
da cép) han
1) (2) 3 4 (5) (6) @) (8 9
154 | Dynapar Diclofenac Dung Hop 5 6ng | NSX 24 890110531324 01
AQ sodium 75mg dich tiém | x Iml (VN-18476-14)

84. Co sé diang ky: XL Laboratories Private Limited (Pja chi: DSM 430-431 DLF Tower Shivaji
Marg New Delhi DL 110015, India)

84.1. Co s& sin xuat: XL Laboratories Private Limited (Pja chi: E-1223, Phase - 1 Extn, (Ghatal)
RIICO Industrial Area, Bhiwadi 301019, Rajasthan, India)

155 | Bixocot 90 | Etoricoxib 90mg | Viénnén | Hop 3 x NSX 36 800110531424 | 01
bao phim | 10 vién; (VN-16714-13)
Hop 10 vi
x 10 vién
Ghi chu:

1. Cdch ghi tiéu chudn chat lwrong thuée tai cét (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co s¢ (TCCS), In-house c6 y
nghia tiwong dwong nhau, la tiéu chudn chat hrong thuée do co s san xudt xdy dung va déu co thé
dwoc ghi trén nhan thubc.

- Cach viét tit cdc tiéu chudn chat luong dugc dién: Dwoc dién Viét Nam (DBVN), Dugc dién Anh
(BP), Duoc dién My (USP), Duoc dién Nhdt Bin (JP), Duge dién Trung Quéc (CP), Duoc dién Chéu
du (EP), Duoe dién Quoc té (IP)...

2. 86 ddng ky tai c6t (8):

- S6 dang ky gia han la s6 ding ky duoe cap theo quy dinh tai Phu luc VI Thong nr 08/2022/TT-BYT
ngay 05/09/2022 cia B¢ truong B Y té quy dinh viéc dang ky luwu hanh tkuoc nguyén li¢u lam thubc.
- 86 ding ky da cap (dwpe ghi trong ngodc dom) 1a 56 dang ky da dwec cap trude khi thudce dwoc gia
han theo quyét dinh nay.
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CONG TY CPDUQC LIEU CONG HOA XA HQI CHU NGHIA VIET NAM

g TRUNG UONG 2 Pjc lip — Tw do — Hanh phiic
N 86:4999  DL2-TBV TP. Hb Chi Minh, ngay 21 thang 04 nzm 2025
V/v: Thong bao thay doi thong
tin sin phim BRIDION

Kinh giti: SO Y TE KIEN GIANG

Truéc tién, Céng ty Cb phan Dugc liéu Trung Uong 2 xin cdm on sur hd tro va hop téc cla
Quy S& Y té dbi voi cong ty chiing t6i. Trong nhiéu nim lién, cic san phim cla cong ty chiing toi
d3 duoc Quy S& Y té tin tudng va sir dung dé diéu tri cho bénh nhan.

Can et Quyét dinh s6 1630/QD-SYT ngay 27/06/2024 cta S& Y té vé viéc phé duyét két qua
lua chon nha thiu G6i sb 02 : G6i thiu thube Generic thong thudng, thude ké hoach lra chon nha
thdu cung cAp thudc tap trung tinh Kién Giang, giai doan 2023-2025 (dot 3).

Cong ty chung t6i hién dang truc tiép phan phdi sin phdm BRIDION (SPK: VN-21211-18)
cho céc co s y té trén toan qudec.

Cong ty dang ky Merck Sharp & Dohme (Asia) Ltd., Hong Kong dugc Cuc Quan Ly Duoc
phé duyét gia han Gidy phép luu hanh san phdm BRIDION theo Quyét dinh s6 407/QD-QLD ngay
19/06/2024. Theo d6, thong tin vé sb ding ky va cach ghi ndng d6 ham lwong ciia san phim da dugc
cap nhat phit hop v6i quy dinh tai Thong tu 08/2022/TT-BYT vé ding ky thubc va Thong tu
01/2018/TT-BYT vé cach ghi nhan thudc. Thong tin s§ dang ky va cach ghi ndng d6 ham lugng méi
cling da dugc Cuc Quan ly Dugc cap nhat trong Danh muc thude Biét duoc géc theo Quyét dinh sb
724/QD-QLD ngay 29/10/2024 (Dot 7 nam 2024).

Nhimg thay ddi néu trén dép ung didu kién duoc thay thé néu tai diéu 15.3 Théng tu
07/2024/TT-BYT: nhimg truong hop thude du thiu c6 thay dbi trong qua trinh Iwa chon nha thau
hoic cung tmg thudc trong thau.

Béng vin ban nay, chung t6i xin thong bdo san phdm BRIDION c6 su thay dbi sé dang ky
va cach ghi ndng d6 ham lugng méi, cu thé nhu sau:

Tinh trang S6 Piang Ky Nong d6 - Ham luong
Cil VN-21211-18 100mg/ml
Méi 001110526924 200mg/2ml

Chuing tdi xin dinh kém céc tai liéu sau @& Quy Bénh vién tham khao:

- Quyét dinh 407/QP-QLD ngay 19/06/2024: Gia han gidy dang ky luu hanh

- Quyét dinh 724/QD-QLD ngay 29/10/2024: Céng bé Danh muc thube biét duge gbe — Dot
7 nam 2024

- Anh chup théng tin san phidm d3 dugc cip nhat tir cong thong tin dién t cia Cyuc Quan Ly
Duoc va dudng link https://dichvucong.dav.gov.vn/congbothuoc/index
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Cong ty dur kién s& b4t dau cung g san phim véi  thong tin méi nhu néu trén ké tir cudi

thang 04/2025 t6i cac khach hang trén toan qudc.

Q

Chung t6i xin cam két nhirng thay déi nay khong anh hudng t6i tiéu chi ky thuat, chit luong
va hiéu qua didu tri ctia thude. Kinh mong nhén dugc chép thuan tir Quy S6 Y té cho phép cong ty
duoc tiép tuc cung tmg san phim nay.

Tran trong kinh chao.

Noi nhan:
-Nhu trén;
-Luu VT, TBV

T 3 DU A AU BENE VN
Hoang Vin Phic

smins it ouviT opannns vin el puvdy

WIS © Bidion : it gseg

¥ e DIGE-GD it e fung gk fdm shmach  Rlp WicIml

sugmenasex pats
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Brolio

CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc ldp - Tw do - Hanh phiic

Ha Noi, ngay 19 thang06nam 2024

QUYETBINH
Veé viée ban hanh danh myc 174 thudc nuwéc ngoai
dwge gia han giay dang ky luu hanh tai Viét Nam - Dot 120

CUC TRUONG CUC QUAN LY DUQC

Cén cir Lugt Duoc sé 105/2016/QH13 ngdy 06/4/2016;

Can cir Nghi dinh SO 95/2022/ND-CP ngay 15/11/2022 cua Chinh phi quy dinh
chitc nang, nhiém vu, quven han va co cdu 16 chirc ciia Bg Y té;

Can cik Quyét dinh s6 1 969/QD—BYT ngdy 26/4/2023 cua B trudng B6 Y 1é quy
dinh chirc nang, nhiém vy, quyén han va co cau 16 chitc ciia Cuc Qudn Iy Dugc thugc
B4 Y té;

Can cir Théng tu s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trucng B Y té quy
dinh vige dang ky luu hanh thuéc, nguyén liéu lam thuoc

Can cir két lugn cua Hoi dong tu van cdp crmy ding ky luu hanh thuéc, nguyén
liéu lam thudc - BS Y té dot 120 tai Céng van s6 48/HDTV-VPHD ngdy 22/05/2024
cua Van phono Hgi déng tir van cdp GPKLH thude, nguyén liéu lam thudc;

Theo dé nghi ciia Truéng phong Pang ky thuéc - Cuc Quan Iy Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 174 thude nuée ngoai
dugc gia han gidy ddng ky hru hanh tai Viét Nam - Dot 120, cu thé:

1. Danh muc 155 thudc nudc ngoai duge gia han gidy ding ky hru hanh higu
lue 05 nam — Pot 120 (Phuy luc I kem theo).

4. Danh muc 19 thudc nuée ngoai duge gia han gidy dang ky luu hanh hidu luc
03 nam — Do't 120 (Phu luc Il kem theo).

Picu 2. Co 50 san xuét va co s dang ky thube c6 trach nhiém:

1. San xuat cung cap thudc vao Viét Nam theo dung cac hé so, tai lidu d3 ding
ky véi BO Y té va phai in s6 dang ky duge B6 Y té Viét Nam cAp 1én nhén thudc.

2. Chip hanh day du phap luét cia Viét Nam va céc quy dinh cia B Y té vé
sin xut, nhap khdu thudc va hru hanh thudc tai Viét Nam, néu c6 bét cir thay déi gi
trong qua trinh luu hanh thuoc & nude sé tai va & Viét Nam thi phdi bdo cdo ngay cho
Cuc Quan Iy Duoc - B6 Y té Viét Nam.

3. Thyc hién viéc cap nhat tiéu chuén chit lwgng cia thudc theo quy dinh tai
Thong tur s6 11/2018/TT-BYT ngay 04/5/2018 cia Bo truéng BO Y té quy dinh vé
chit lwong thubc, nguyén licu lam thuée, Théng tu s0 03/2020/TT-BYT ngay
22/01/2020 cua BO trudng By Y té sira do1 bd sung mot sb d1eu cia Thong tu
11/2018/TT-BYT quy dinh vé chat lwong thube, nguyén liéu lam thudc.

4. Thudc duge gia han gidy dang ky luru hanh tai Quyét dinh nay nhung chwa
ndp hd so cap nhit ndi dung nhin thudc, t& hudéng dan sir dung thudc theo quy dinh
cua Théng tw 01/2018/TT-BYT ngay 18/01/2018 cua B6 truéng Bo Y té thi phai thuc
hién cip nhat theo quy dinh tai diém b Khoén 1 D1eu 37 Théng tw s6 01/2018/TT-BYT
trong thot han 12 thang ké tir ngay duoc gia han g1ay dang ky Iuru hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude dugc gia han
gidy ding ky luu hanh theo Quyét dinh nay c¢6 thay d6i vé& ndi dung hanh chinh phai
san xuét va luu hanh v6i cdc ndi dung di duge phé duyét thay dbi trong hé so gia han.




6. Co s¢ dang ky thudc phai bao dam duy tri didu kién hoat dong trong thdi han
hiéu Iyc cua gidy ding ky luu hanh thudc, nguyén liéu 1am thudc. Trong trudng hop
khéng con dép umg du diéu kién hoat dong, co s& ding 'ky phai ¢6 trach nhiém thyc
hién thay ddi co s¢ ding ky theo quy dinh tm Théng tu sé 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s& ding ky khong con du dleu kién hoat dong.

7. Co s& ding ky thude phéi bdo cao B Y té (Cuc Quan ly Dugc) vé cap nhat
tinh trang dap ung Thuc hanh tot san xuét cua co SO san Xuét thuoc nguyén liéu lam
thude. Trudng hop co s san xuit bi thu hoi glay phép san xuit hoic khong dap ung
Thyc hanh t6t san xudt thudc, nguyen liéu 1am thudc & nuéce s& tai, co s& phai thue
hién viéc bdo cdo trong thoi han 15 ngay ké tir ngay c6 thong béo cua co quan quan Iy
c6 thim quyén nude s& tai theo quy dinh tai diém d khoan 1 D1eu 100 Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 cta Chinh phi quy dinh chi tiét mot sb diéu va bién
phap thi hanh Luat Dugc.

8. Cac thuoc duogc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc st dung so dang ky da cap trre khi gia han trong thoi han t6i da 12 thang ké tir
ngay duoc cip sb ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tir s6 08/2022/TT-BYT.

9. Phéi hop véi céc co so diéu tri dé thuc hién theo ding cic quy dinh hién
hanh vé thude ké don, theo doi an toan, hiéu qua, tic dung khong mong mudn cua
thudc trén ngudi Viét Nam va tdng hop, béo céo theo quy dinh tai Diéu 5 Thong tir s6
08/2022/TT-BYT d6i véi cac thudc trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh c6 hiéu luc ké tir ngdy ky ban hanh.

Diéu 4. Giam dbc S& Y té cc tinh, thanh phé trirc thudc trung wong, gidm ddc
nha sin xudt va co s& ding ky c6 thube tai Piéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhin: CUC TRUONG
- Nhu Piéu 4; T

- Bg trudng (dé ble);

- TTr. 6 Xuén Tuyén (de b/c); &
- Cyc Quan Y - B4 Qudc phong, Cuc Y té - B4 Cong a ,‘ o
CucY té GTVT - Bj Giao thong van téi; \
- Téng Cuc Hai quan - Bo Tai chinh;

- Bao hiém X4 héi Viét Nam; & LS 2
- B6 Y t& Vu PC, Cuc QLKCB, Thanh tra B3, Vin i Tuan Cuong
phong HPTV cap GPKLH thude, NLLT;

-S& Y té chc tinh, thanh phé trie thudc Trung uong;

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

- Téng Céng ty Duge VN-CTCP;

- Cédc Cong ty XNK dugc pham;

- Céc Bénh vién & Vién ¢4 giudng bénh tryc thuge BYT;

- Trung tm mua sim tp trung thudc qudc gia;

- Céic phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (2b) (NT).




2 PhulycI

DANH MUC 155 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

TAI VIET NAM HIEU LUC 5 NAM - BQT 120
(Kém theo Quyét dinh so. ..401....../0P-OLD, ngay 12../06./2024ciia Cuc Quan Iy Duoc)

STT | Tén thudc | Hoat chitchinh | Dang | Quycéch | Tiéu | Tudi So ding ky S6
— Ham hrong bao ché | dénggéi | chuin | tho gia han lan

(thang) | (SO dingky | gia

di cip) han

(2 3) 4) &) (6) @) 8) (€))

1. Co sé ding ky: Actavis International Ltd. (Pja chi: No.4 SOAQ Tal-gidi Off Valletta Road, Luqa,
LOA 6000, Malta)

1.1. Co s& san xuét: Balkanpharma-Dupnitsa AD (Pja chi: 3, Samokovsko shosse Str., Dupnitsa
2600, Bungary)

1 Irprestan Irbesartan 150mg | Viénnén | Hop 2 vix | NSX 24 380110516024 | 01
150mg bao phim | 14 vién (VN-21977-19)
1.2. Co s& san xuét: S.C. Sindan - Pharma S.R.L. (Pia chi: 11 Ion Mihalache Blvd., 011171,
Bucharest, Romania)

2 Firotex Topotecan (duéi | Botdong | Hop 1 Lo | NSX 36 594114516124 | 01
dang topotecan kho pha | 4mg (VN2-340-15)
hydrochloride) dung
4mg dich dam

dic @é

pha dung

dich

truyén
1.3. Co s& sin xuét: S.C. Sindan - Pharma S.R.L. (Dja chi: 11th Ion Mihalache Blvd., Sector 1, Zip
code 011171, Bucharest, Romania)

3 Vinorelsin | Vinorelbine (duéi | Dung HoplLo | NSX 36 594114516224 | 01

50mg/5ml | dang Vinorelbine | dich ddm | 5ml (VN-17629-14)
tartrate) dac dé
50mg/5ml pha dich
tiém
truyén
2. Co sé ding ky: Ajanta Pharma Limited (Dia chi: Ajanta House, 98, Government Industrial Area,
Charkop, Kandivii (West), Mumbai-400 067, India)
2.1. Co s& san xuit: Ajanta Pharma Limited (Pja chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)

4 Kaportan 20 | Olmesartan Viénnén | Hop 1én NSX 36 890110516324 | 01

medoxomil 20mg | bao phim | chira 10 (VN-18981-15)
Hopx 1 vi
x 10 vién

3. Co s& ding ky: Albios Lifesciences Private Limited (Dia chi: A1/802, Palladium, Corporate
Road, B/h Divyabhaskar, Off S.G Highway, Makarba, Ahmedabad, Ahmedabad, Gujarat-GJ, 380015,
India)

3.1. Co s& san xuit: Denis Chem Lab Limited (Pia chi: Block 457, Village-Chhatral, Tal-Kalol,
Dist. Gandhinagar - 382 729, Gujarat State, India)
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STT | Tén thudc | Hoat chatchinh | Dang | Quycdch | Tiéu | Tudi S6 ding ky So
— Ham lugng bao ché | doénggéi |chuin| tho ia han lin
(thang) | (So dang ky gia
da cip) han
@ 2) 3) (C)) (&) () () () ®)
64.2. Co s& sin xuit: Pharmathen S.A. (Pia chi: 6, Dervenakion Str., 15351 Pallini, Attiki, Greece)
109 | Kipel film | Montelukast Viénnén | Hop4vix | NSX 18 520110526824 | 01
coated tabs | (dudi dang natri | bao phim | 7 vién (VN-21538-18)
10mg montelukast)
10mg

65. Co s& ding ky: Merck Sharp & Dohme (Asia) Ltd. (Pia chi: 27/F, Lee Garden Two, 28 Yun
Ping Road, Causeway Bay, Hong Kong)

65.1. Co s& san xuét: Patheon Manufacturing Services LLC (Dia chi: 5900 Martin Luther King Jr.
Highway, Greenville, North Carolina 27834, USA)

Co s& déng goi: N.V. Organon (Pia chi: Kloosterstraat 6, 5349 AB Oss, The Netherlands)

110

Bridion

Sugammadex Dung Hop 101lo | NSX 36 001110526924
(dudi dang dich tiém | 2ml (VN-21211-18)
sugammadex tinh

natri) 200mg/2ml | mach

01

66. Co s¢ diang ky: MI Pharma Private Limited (Pia chi: Unit No. 402&403, Viva Hub Town,
Shankar Wadi, Village Mogra, Jogheswari East, Mumbai - 400060, India)

66.1. Co s& san xuit: M. J. Biopharm Pvt. Ltd. (Pia chi: Plot No. L/7, MIDC Industrial Area, Taloja,
Raigad 410208, Maharashtra State, India)

111

Imanmj
500mg

Cilastatin 500mg, | Botpha |Hop1Lo | USP 24 890110527024
Imipenem 500mg | dung 35 (VN-19230-15)
dich tiém
truyén
tinh
mach

01

66.2. Co'sé'san
42, Anrich Industrial Estate, Bollaram, Sangareddy District - 502325, Telangana, India)

xuat: MSN Laboratories Private Limited (Pia chi: Formulations Division, Plot No.

112 | Breathezy | Montelukast Viénnén | Hop3vix | NSX 24 890110527124 | 01
10 (dudi dang bao phim | 10 vién (VN-17533-13)
Montelukast
Natri) 10mg
113 | Pregasafe Pregabalin 50mg | Vién Hop 3 vix | NSX 24 890110527224 | 01
50 nang 10 vién (VN-17121-13)
cung
114 | Pregasafe Pregabalin 75mg | Vién Hop 3 vix | NSX 24 890110527324 | 01
75 nang 10 vién (VN-15199-12)
cing

66.3. Co s& san xuit: Mylan Laboratories Limited (Pia chi: F-4 & F-12, MIDC, Malegaon, Tal.
Sinnar, Nashik 422113 Maharashtra State, India)

115

MyVorcon
200 mg

Voriconazole Viénnén | Hop 1 vix | NSX 24 890110527424
200mg bao phim | 15 vién (VN-22441-19)

01
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STT | Ténthudc | Hoat chitchinh | Dang | Quycdch | Tiéu | Tudi S6 ding ky Sb
—Ham lwgng | baoché | dénggéi | chuin | tho gia han lin
(thing) | (SO dingky | gia
di cép) han
) @ 3) () 3) © | @ 8) ©)
154 | Dynapar Diclofenac Dung Hop 5 éng | NSX 24 890110531324 | 01
AQ sodium 75mg dich tiém | x 1ml (VN-18476-14)
84. Co sé dang ky: XL Laboratories Private Limited (Dia chi: DSM 430-431 DLF Tower Shivaji
Marg New Delhi DL 110015, India)
84.1. Co s& san xuét: XL Laboratories Private Limited (Dia chi: E-1223, Phase - 1 Extn, (Ghatal)
RIICO Industrial Area, Bhiwadi 301019, Rajasthan, India)
155 | Bixocot 90 | Etoricoxib 90mg | Viénnén | Hop 3 x NSX 36 890110531424 | 01
bao phim | 10 vién; (VN-16714-13)
Hop 10 vi
x 10 vién
Ghi chu:

1. Cach ghz tiéu chudn chat lwong thuéc tgi cét (6):

- Nha san xudt (NSX), Tiéu chuan nha san xuat (TCNSX), Tiéu chudn co 56 (TCCS), In-house cd y
nghia twong dwong nhau, la tiéu chudn chdt hrong thuéc do co sé sin xudt xdy dung va déu c6 thé

d‘u'ac ghi trén nhan thuée.

- Cdch viét tdt cde tiéu chuan chat lugng dicgc dién: Dugc dién Viét Nam (DDW\T) Duge dién Anh
(BP), Duge dién My (USP), Duogc dién Nhat Ban (JP), Duoc dién Trung Quoc (CP), Duoc dién Chéu

Gu (EP), Duoc dién Quéc té (IP)...
2. Sp dang ky tai cot (8): 3 -
- 86 dang ky gia han la s6 dang ky duoc cap theo quy dinh tai Phu lyc VI Thong tw 08/2022/TT-BYT

ngay 05/09/2022 cua B¢ trucng B6 Y 1é quy dinh viéc dang ky lwu hanh thuoc nguyén li¢u lam thuéc.
- 86 ding ky da edp (duoc ghi trong ngodc don) la s6 d’ang ky da dwgc cap triede khi thude duge gia

han theo quyét dinh nay.




