UBND TINH KIEN GIANG ~ CONG HOA XA HOQI CHU NGHIA VIET NAM
SOYTE Poc lap — Tu do — Hanh phic

S(‘):JZC{/(.S /SYT-NVYD Kién Giang, ngay 2 Z thang 7 nam 2024

V/v didu chinh théng tin trung
thau.

Kinh gui:
- Céac don vi su nghiép truc thudée So 'Y té;
- Bénh vién DPa khoa tu nhan Binh An;
- Bénh x4 Cong an tinh;
- CONG TY CO PHAN TMDV THANG LONG
(sé 16, day B3, t6 16, Phuong Dirc Giang, Qudn
Long Bién, Thanh phé Ha Ngi);

(Sau ddy dwoc goi la cac Pon vi).

Can cir Théng tu s 07/2024/TT-BYT ngay 17/5/2024 ctia Bd Y té vé viée
Quy dinh vé dau thau thudce tai co so y té cong lap;

Can ctr Quyét dinh s6 777/QP-QLD ngay 19/10/2023 cta Cuc quan ly
Duoc vé viéc ban hanh danh muc 191 thude nudc ngoai duge gia han gidy dang
ky luu hanh tai Viét Nam - Dot 115.2;

Cin cir Quyét dinh s 1630/QD-SYT ngay 27/6/2024 ctia S& Y té vé viéc
phé duyét két qua lya chon nha thdu cung cép thude tap trung tinh Kién Giang,
giai doan 2023-2025 (dot 3) G6i s6 2: G6i thau thude generic thong thuong;

Trén co s& dé nghi ctia Cong ty C6 phan TMDV Thiang Long tai Cong van
s6 52/CV-TL ngay 24/6/2024 v& viéc cap méi sb dang ky (dinh kém).
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S6'Y té thong bao dén cac don vi viéc diéu chinh théng tin thudc tring thau

nhu sau:
Tén hoat chit < £
Ma 5 P 3 e ’ So diang ky So dang ky
TT Phin(15) Tén thuoe | nong do ham Quy cach trling th X thay d4i
lwgng
pp23go |, MR- ?1(\:/112 tiﬁg;trllc Sop Lo v x
1 Lipogamma °E ) 10 vién, Hop | VN-20219-16 | 400110416923
628424 thioctat): iy s
600 Oral 3 vix 10 vién
600mg

Céc ndi dung khac lién quan dén thudc trung thau tai Quyét dinh so
1630/QD-SYT ngay 27/6/2024 cta S& Y té gitt nguyén khong thay doi.

S& Y té thong béo dén cac don vi duoc biét va thuc hién./. ~Gt_

Noi nhin:

- Nhu trén;

- GD va cac PGD SYT;

- Kho bac nha nudc tinh;

- BHXH tinh;

- Trang thong tin dién tir SYT;
-VPDT SYT;

- Luu: VT, NVYD; Ivminh (02). 9/'

&z

KT. GIAM POC




CONG TY CO PHAN TMDV  CONG HOA XA HQI CHU NGHIA VIET NAM

THANG LONG Poc lap — tw do — hanh phiic
—--000--- —---000----
Sb: 52/CV-TL Hé Néi, ngay 24 thang 06 nam 2024

V/v: cdp moi s6 ding ky

Kinh giti: SO Y TE TINH KIEN GIANG

Cong ty ¢b phin TMDV Thing Long xin chan thanh cdm on Quy SYT da tin tuong
va nhiét tinh ing hé ching tdi trong sudt thoi gian vira qua.

Cin ctr Bién ban thuong thao hqli ddng s6 15/GOI 2-P0OT03/2023-2025/BBTTHD
ngay 20 thang 6 nam 2024.

Coéng ty ching toi ¢ tham dy dAu thiu Géi sb 2: Goi thiu thube generic thong
thuong thudc Ké hoach lya chon nha thiu cung cip thudc tap trung tinh Kién Giang,
giai doan 2023-2025 (dot 3)..

DPé dam bao cung ung thudc day da va kip thoi cho cong tac khdm chita bénh cua
Co S&'Y Té, Cong ty ¢b phan TMDV Thing Long lam cong van ny xin cung cép thudc
theo sb ding ky méi theo cong vin thube nudc ngoai duoc gia han gidy ding ky luu
hanh tai Viét Nam dugc cip méi sd dang ky thudc trung thau sau khi di cung cép hét sb
Juong tdn kho cia sb dang ky cii cy thé nhu sau:

- S thir tw Ma thude: PP2300628424

- Tén hoat chit, ndng do: Acid thioctic (Meglumin thioctat), 600mg

- Tén thudc da tring thau: Alfa Lipogamma 600 Oral

- S6 diing ky cii: VN-20219-16

- 84 dang ky duoc gia han ding ky luu hanh dugc cip s6 méi: 400110416923 (kém

cOng van ) 777/QDb-QLD ngay 19/10/2023 ctia Cuc Quan ly Dugc)

Chung t6i xin cam két tidu chuén chét lugng cta thube c6 sb diang ky méi khong
thay ddi so v6i thubc tham du thiu ddng thoi dim bao sb lrong hang héa cung cp cho
cac don vi theo ding quy dinh trong HSDT.

Kinh mong Quy SYT xem xét chap thuan.

Trén trong ./.
CONG TY CO PHAN TMDV THANG LONG
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= dinh chitc nang, nhiém vu, quyén han va co cau 16 chirc cia B Y té,

QUYET PINH
Vé viée ban hanh danh muc 191 thu6c nwéc ngoai
dugc gia han gidy ding ky luu hanh tai Viét Nam - Dot 115.2

CUC TRUONG CUC QUAN LY DUQC

Cén cir LuGt Dugc s6 105/2016/QH13 ngdy 06/4/2016;
Can cir Nghl dinh s6 95/2022/ND-CP ngay 1 5/11/2022 cua Chinh phu quy

Can cit Quyét dinh s6 1 969/0b-BYT ngay 26/4/2023 cua B¢ truong B6 Y té

GIAM 95249 dinh chirc nang, nhiém vu, quyén han va co cdu t6 chirc cua Cuc Quan Iy

Méﬂ/j{ﬂ&ﬁr@ gc Bo Y té;

Can cu Tl hong tw 56 08/2022/TT-BYT ngay 05/09/2022 ciia B truong Bo Y
té quy dinh viéc dang ky lweu hanh thuéc, nguyen ligu lam thuoc;

Can civ két lugn cia Hoi a"‘ong tw van cdp gidy dang ky luu hanh thuéc,
nguyén liéu lam thuéc - B6 Y té;

Theo dé nghi ciia Truong phong Dang ky thuéc - Cuc Quan Iy Duoc.

QUYET DINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 191 thudc nude
ngoai duoc gia han gidy dang ky luu hanh tai Viét Nam - Bot 115.2, cu thé:

1. Danh muc 177 thubc nudc ngoai duge gia han gidy dang ky luu hanh
hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 09 thudc nuéc ngoai dugc gia han gidy dang ky luu hanh
hiéu luc 03 nam (Phu luc II kém theo).

3. Danh muc 05 thubc nudc ngoai duge gia han gidy diang ky luu hanh
dén 31/12/2025 (Phu luc 1T kkém theo).

Piéu 2. Co s0 san xudt va co so dang ky thudc cé trach nhiém:

1. Cung cép thudc vao Viét Nam theo ding cac ho so, tai liéu da dang ky
v6i BO Y té va phai in hodc dn s6 dang ky duoc BoOY té cap 1én nhan thude.

2. Chap hanh day du phap luét cua nudce CHXHCN Viét Nam va cac quy
dinh ctia B§ Y té vé nhap khéu thudc va luu hanh thude tai Viét Nam, néu c6 bat
clr thay d6i gi trong qué trinh luu hanh thube & nude so tai va 6 Viét Nam thi
phai bao cdo ngay cho Cuc Quan Iy Dugc - B3 Y té Viét Nam.

3. Thyc hién viée cap nhat tidu chudn chét lugng cta thude theo quy dinh
tai Thong tu sO 11/2018/TT-BYT ngay 04/5/2018 cua Bo truéng B Y té quy
dinh v& chét luong thudc, nguyén liéu lam thudc.

4. Thube dugc gia han gidy ding ky luu hanh tai Quyet dinh nay nhung
chua ndp hd so cip nhét ndi dung nhan thuée, t& hudéng dan sit dung thude theo
quy dinh cua Théng tu 01/2018/TT-BYT ngay 18/01/2018 ctia B trudéng BO Y
te thi phai thuc hién cap nhét theo quy dinh tai didm b Khoan 1 Piéu 37 Thong
tw s6 01/2018/TT-BYT trong thoi han 12 thang ké tir ngdy duoc gia han giay
dang ky Iuu hanh.



5. Sau 12 thang ké tir ngay ky ban hanh Quyet dinh nay, cac thude dugc
gia han gidy dang ky luu hanh theo Quyét dinh ndy c6 thay ddi vé noi dung hanh
chinh (bao gdm ca méu nhan va t& huéng dan st dung thuoc) phai nhap khau va
luu hanh véi cac noi dung da dugc phé duyet thay d6i trong hd so gia han.

6. Ph01 hop v6i cac co so diéu trj dé thuc hién theo ding céc quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong
muon cua thude trén ngudi Viét Nam va tbng hop, bio cdo theo quy dinh tai
Piéu 5 Thong tu sé 08/2022/TT-BYT ngay 05/9/2022 cla BO tru'orng Bo Y té
quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thude dbi véi cac thude
thudc Danh muc tai Phu luc II ban hanh kém theo Quyet dinh nay.

7. Co s¢ dang ky thuoc phai dam bao duy tri diéu kién hoat dong trong
thoi gian hiéu luc cua gidy ding ky luu hanh thudc, nguyén liéu lam thude.
Trong truong hop khéng con dép ung du diéu kién hoat dong, co s¢ ding ky
phai co trach nhiém thuc hién thay ddi co s& ding ky theo quy dinh tai Thong tu
s6 08/2022/TT-BYT ngay 05/9/2022 cua Bo trudng BO Y té trong thoi han 30
ngdy ké tir ngay co s¢ ding ky khong con du didu kién hoat dong.

8. Co s¢ dang ky thuoc phai bao cao B6 Y té vé cap nhat tinh trang dap
ung Thuc hanh t6t san xuat cia co sO san xudt thudc, nguyén lidu lam thude.
Trudng hop co so san xut bi thu hoéi gidy phép sin xuét hodc khong dap tng
Thyc hanh tét san xudt thudc, nguyén liéu lam thudc & nudc s tai, co s& phai
thyce hién viéc béo céo trong thoi han 15 ngay ké tir ngay c6 thong béo cua co
quan quan ly c6 tham quyén nudc so tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctua Chinh pha quy dinh chi
tiét mot so diéu va bién phap thi hanh Luat Dugc.

Dleu 3« Ciie thuoc duoc gia han glay dang ky luu hanh tai Quyét dinh nay
duge tiép tuc sir dung sb dang ky da cap trude khi gia han trong thoi han t6i da
12 thang ké tir ngay duoc cap so dang ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Théng tu s6 08/2022/TT-BYT.

Bleu 4. Quyét dinh c6 hi¢u luc ké tir ngay ky ban hanh.

’ Piéu 5. Giam dbc S& Y té céc tinh, thanh pho truc thudc trung uwong, gidm
dbc nha san xudt va co s¢ dang ky c6 thudc tai Pidu 1 chiu trach nhiém thi hanh

Quyét dinh nay./.

Noi nhén: CUC TRUONG
- Nhu Diéu §; =
- B§ trudng (dé b/c); Zo8 S8\
- TTr. P& Xuén Tuyén (de b/c); G\
- Cyc Quén Y - BY Qudc phong, Cuc Y té - Bo Congfan QUAN qjl&ﬁ:"-
CucY té GTVT - B Giao thong van tai; \ \ Dpuge / Y/
s T
Tong Cuc Hai quan - B¢ Tai chinh; E \%

- Bao hiém X hi Viét Nam;
-Bo Y té: Vu PC, Cuc QLKCB, Thanh tra B9, Vin
phong HDTV cip GPKLH thubc, NLLT;
-SaY té cc tinh, thanh phd truc thude Trung wong;
- Vién KN thudc TU, Vién KN thuéc TP. HCM;
- Téng Céng ty Duge VN- CTCP;
- Cac Cong ty XNK duge pham
- Cac Bénh vién & V:en c6 giudng bénh truc thuoe BYT;

- Trung tdm mua sam tap trung thude quoc gia;
- Cic phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCHN, VP Cuc; Website Cuc QLD.
- Luu: VT, BKT (2b) (NT).

“<="Vii Tuin Cudng




Phu luc I

DANH MUC 177 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 115.2

(Ban hanh kém theo quyét dinh s6: 177....../OP-QLD, ngay 19./10./2023.ciia Cyc Quan ly Dugc)

STT | Tén thubc | Hoat chatchinh | Dang | Quycéch | Tiéu | Tuoi Sb ding ky So
— Ham lugng bao ché | dong géi chuin tho ia han lin

(thang) (So diang ky gia

da cip) han

(0] () 3) 4 (3 (6 ) & ®

1. Co'sé diing ky: Abbott Laboratories (Singapore) Private Limited (Pia chi: 3 Fraser Street, #23-

28 DUO Tower Singapore 189352, Singapore)
1.1. Co s& san xuét: PT. Abbott Indonesia (Pia chi: JI. Raya Jakarta - Bogor Km 37, Kel. Sukamaju,

Kec. Cilodong, Depok, Jawa Barat, Indonesia)

1 Klacid Clarithromycin Cém pha | Hop 1 1o NSX 24 899110399323 01
125mg/5ml hén dich | 30 ml; (VN-16101-13)
udng Hop 1 1o
60 ml

2. Co s ding ky: Actavis International Ltd. (Dia chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luga,

LOA 6000, Malta)
2.1, Co s& san xuét: Actavis Ltd. (Pja chi: BLB016, Bulebel Industrial Estate, Zejtun ZTN3000,

Malta)
2 Actelsar Telmisartan 40mg | Viénnén | Hop 2 vix | NSX 36 535110399423 01
14 vién (VN-20899-18)
2.2. Co' si sin xuit: Balkanpharma - Dupnitsa AD (Pja chi: 3 Samokovsko Shosse Str., 2600
Dupnitsa, Bulgaria)

3 Bromhexin | Bromhexine Viénnén | Hop 1 vix | NSX 36 380100399523 01
Actavis hydrochloride 20 vién (VN-19552-16)
8mg 8mg

2.3. Co s& san xuit: Norton Healthcare Limited T/A Ivax Pharmaceuticals UK (Dia chi: Aston
Lane North, Whitehouse Vale Industrial Estate, Runcorn, WA7 3FA, United Kingdom)

4 Budesonide | Budesonide Hén dich I;I(f)p 30 NSX 24 500110399623 01
Teva 0,5mg/2ml khi dung | 6ng 2ml (VN-15282-12)
0,5mg/2ml

2.4. Co s& sin xuit: Teva Czech Industries s.r.o. (Pia chi: Ostravskd 305/29, Komarov, 747 70,
Opava, Czech Republic)

5 Equoral Ciclosporin 25mg | Vién Hop Svix | NSX 24 859114399723 01
25mg nang 10 vién (VN-18835-15)
mém

3. Co'sé ding ky: Ajanta Pharma Limited (Dia chi: Ajanta House, 98, Government Industrial Area,

Charkop, Kandivli (West), Mumbai-400 067, India)
3.1. Co s& san xuat: Ajanta Pharma Limited (Dia chi: Plot No. B-4/5/6, MIDC, Paithan,

Aurangabad 431148 Maharashtra State, India)
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STT | Tén thubc | Hoat chatchinh | Dang | Quy cich | Tiéu | Tudi S6 ding ky S6
— Ham lugng bao ché | dénggéi | chuin tho gia han lin
(thang) | (SO ding ky gia
da cap) han
(€9) () 3 ) (3) (6) () (6] 9
171 | Ranciphex | Rabeprazol (dugi | Viénnén | Hop 2 vix NSX 24 890110416323 01
20mg dang Rabeprazol | khang 7 vién (VN-21133-18)
natri 20mg) acid da
18,85mg day
82. Co sé diing ky: Torrent Pharmaceuticals Limited (Dja chi: Torrent House, Off Ashram Road,
Ahmedabad - 380 009, Gujarat, India)
82.1. Co s& san xuat: Torrent Pharmaceuticals Limited (Pja chi: Indrad: 382 721, Tal.-Kadi,
District: Mehsana, India)
172 | Toropi 10 Lercanidipine Viénnén | Hop 10 vi | NSX 24 890110416423 01
Hydrochloride bao phim | x 10 vién (VN-21352-18)
10mg
173 | Toropi 20 Lercanidipine Viénnén | Hop 10 vi | NSX 24 890110416523 | 01
Hydrochloride bao phim | x 10 vién (VN-21353-18)
20mg
82.2. Co s& san xuat: Torrent Pharmaceuticals Ltd (Pia chi: Indrad- 382 721, Tal: Kadi, City:
Indrad, Dist: Mehsana, India)
174 | Mosad MT | Mosaprid citrat Viénnén | Hop 10 vi | NSX 24 890110416623 01
5 (dudi dang x 10 vién (VN-18968-15)
Mosaprid citrat
dihydrat) Smg
175 | Telday-20 | Telmisartan 20mg | Vién nén | Hop, 3 vi NSX 24 890110416723 01
x 10 vién (VN-17795-14)
83. Co'so ding ky: Unison Laboratories Co., Ltd. (Pia chi: 39 Moo 4, Klong Udomcholjorn, Muang
Chachoengsao, Chachoengsao 24000, Thailand)
83.1. Co sé san xuat: Unison Laboratories Co., Ltd. (Pia chi: 39 Moo 4, Klong Udomcholjorn,
Muang Chachoengsao, Chachoengsao 24000, Thailand)
176 | U-Thel Brompheniramine | Sird Hop 1 chai | NSX 36 885100416823 01
maleate 4mg/5ml; 60ml (VN-19749-16)
Phenylephrine
hydrochloride
10mg/5ml
84. Co s¢ ding ky: Worwag Pharma GmbH & Co. KG (Dia chi: Flugfeld-Allee 24, 71034
Béblingen, Germany)
84.1. Co s& san xuit: Dragenopharm Apotheker Piischl GmbH (Dia chi: Gollstrafle 1, 84529
Tittmoning, Germany)
177 | Alfa- Thioctic acid Viénnén | Hop3 vix | NSX 36 400110416923 01
Lipogamma | 600mg bao phim | 10 vién; (VN-20219-16)
600 Oral Hop 6 vi x
10 vién;
Hoép 10 vi

x 10 vién




