UBND TINH KIEN GIANG  CONG HOA XA HOI CHU NGHIA VIET NAM
SOYTE Poc 1ap — Tw do — Hanh phuc

Sé: 446 /SYT-NVYD Kién Giang, ngay A& thang 6 ndm 2024

V/v diéu chinh théng tin tring
thau.

Kinh gui: 3
- Cac don vi su nghiép truc thudc So' Y te;
- Bénh vién Da khoa tu nhan Binh An;
- Bénh x4 Cong an tinh;
- Cong ty C6 phan Thuong mai va Duoc pham
Ngoc Thién (S6 nha 2-4, ngé 03 dwong Ly Bon,
phuong Ngo Quyén, thanh phé Vinh Yén, tinh
Vinh Phuc),

(Sau day dwoc goi la cac Don vi).

Can cir Thong tu s 07/2024/TT-BYT ngay 17/5/2024 cia B Y té Quy
dinh vé dau thau thudc tai co so'y té cong lap;

Can ot Quyét dinh s 4236/QD-SYT ngay 15/12/2023 clia S¢' Y té vé viéc
phé duyét két qua lua chon nha thau géi thau thudc Generic thudc ké hoach lwa
chon nha thau cung cip thudc tap trung tinh Kién Giang, giai doan 2023-2025
(dot 1).

Trén co s& dé nghi ctia Cong ty C6 phan Thuong mai va Dugc pham Ngoc
Thién tai Thong bao sb 25/2024/TB-NT ngay 07/6/2024 vé viéc Cung ting Thubc
JW Amikacin 500mg/100ml Injection sé dang ky méi (dink kem).
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S& Y té théng bao dén cac don vi viée didu chinh théng tin thudc tring thau

nhu sau:
Tén hoat
Ma £ chit, nong iy SPK trung z
TT £ Tén thuoc e vi % SPK thay doi
thuoc do ham ; thau
" tinh
lwong
JW Amikacin 5 (;?)mllﬁfgggﬂ
1 | TT2006 | 500mg/100ml | " rslfl | Chai | VN-19684-16 | 880110409323
Injection | OOgrnl ’

Céc ndi dung khéc lién quan dén thudc tring thau tai Quyét dinh sb
4236/QD-SYT ngay 15/12/2023 cua So Y té giit nguyén khong thay doi.

S&'Y té théng bao dén cac don vi dugce biét va thuc hién./. «do

Noi nhan:
- Nhu trén;

- Gb va cac PGP SYT;
- Kho bac nha nudc tinh;

- BHXH tinh;

- Trang thong tin dién to SYT;

- VPDT SYT;

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

KT. GIA’M DQC
PHO GIAM POC

P6 Thién Tung




CONG TY CPTM VA CONG HOA XA HOQI CHU NGHIA VIET NAM

DUQC PHAM NGOQC THIEN "Péc Lap — Tu Do — Hanh Phiic
S6: 25/2024/TB -NT Vinh Phiic, ngay 07 thdng 06 nam 2024
THONG BAO

V/v: Cung teng thuée JW Amikacin 500mg/100ml Injection 56 ddng ky mai
Kinh givi: QUY CO QUAN

Cong ty ¢ phan thwong mai va dugc phidm Ngoc Thién xin chén thanh cam on sy
quan tdm ctia Quy co quan d6i v6i cac san pham va dich vu clia cong ty ching t6i trong thoi
gian qua!

Kinh thua Quy Co quan!

Céng ty chung tdi dang cung tng thude cho Quy Co quan theo két qua thau mat hang
JW Amikacin Sﬂpmg/ 100ml Injection (dmikacin (dwéi dang Amikacin sulfat)
500mg/100ml) vé6i s6 diang ky luu hanh 1a: VN-19684-16. Hién nay mét hang trén da dugc
Cuc Quan ly duge —Bo Y té cap so ding ky luu hanh méi 1a: 880110409323, vdi tén thuong
mai, hoat cht, néng dd ham lugng, dang bao ché, quy cach dong gdi, han str dung, nha san
xudt, tiéu chuan chét lwong van gilt nguyén nhu cii, cu thé nhu sau:
S0 diing ky lwu hanh méi: 880110409323
Tén thuédc: JW Amikacin 500mg/100ml Injection
Hoat chit, nong dp - ham lwgng: Amikacin (dwdi dang Amikacin sulfat) 500mg/100ml
Dang bao ché: Dung dich tiém truyén
Quy cdich déng gdi: Thing carton chira 20 chai x 100ml
Han sit dung: 24 thang
Tiéu chuin chit liwong: NSX
Nha sdn xudt, nwée san xuit: JW Life Science Corporation, Korea

Cong ty chung toi xin duge thong bao téi Quy Co quan vé su thay ddi trén, kinh

mong tiép tuc nhan dugc sy ing hd cta Quy Co quan vdi cdc sdn phim ctia cong ty ching
toi trong thoi gian téi.

Cong ty chiing t6i xin gitki t&i Quy Co quan loi chao trdn trong!

Noi nhdn:

- Nhu kinh gui;
- LwuVT.

GIAM DOC




hr s BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
F—u¥  CUC QUAN LY DUQC Pic lap - Tir do - Hanh phic

6. 777 /QP-QLD Ha Néi, ngay19 thdng 10nam 2023

CONG TY '\
CcO PHAN

] QUYET PINH
Vé viéc ban hanh danh muc 191 thudc nwréc ngoai
dugc gia han gidy ding ky luu hanh tai Viét Nam - Dot 115.2

CUC TRUGNG CUC QUAN LY DUQC

Can cir Ludt Dugc s6 105/2016/QH13 ngay 06/4/2016;

Cin cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang nhiém vu, quyen han vi co cdu 16 chire ciia B Y 1é;

Can cir Quyét dinh s6 1969/0P- -BYT ngay 26/4/2023 cua B$ truong Bo Y 1é
quy dinh chirc nang nhiém vu, quyén han va co cdu té chire ciia Cuc Quadn 1y
Duoc thuoc B Y té;

Cén cir Théng tu s6 08/2022/TT-BYT ngay 05/09/2022 cua Bj trueong B6 Y
1é quy dinh viéc dang ky heu hanh thuéc, nguyén liéu lam thuéc;

Can cir két Iudn ciia Hpi dong tw vén cdp gidy dang ky heu hanh thuoc,
nguyén liéu lam thuéc - B Y té;

Theo dé nghi cua Truéng phong Dang ky thuée - Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 191 thuoc nudc
ngoai dugc gia han gidy déng ky luu hanh tai Viét Nam - Dot 1 15.2, cu thé:

1. Danh muc 177 thudc nudc ngodi dugc gia han gidy dang ky luu hanh
hiéu luc 05 nam (Phu luc I kém theo).

2. Danh muc 09 thubc nudc ngoai duge gia han gidy dang ky luu hanh
hiéu luc 03 nam (Phu luc II kém theo).

3. Danh muc 05 thudc nudc ngodi duge gia han gidy ding ky Iuu hanh
dén 31/12/2025 (Phu luc III kém theo).

Diéu 2. Co sd san xudt va co so dang ky thude cé trach nhiém:

1. Cung cép thude vao Viét Nam theo dung cac ho 50, tai liéu da dang ky
v&i Bo Y té va phai in hodc dan s6 diang ky dugc B Y té cap 1én nhin thudc.

2. Chap hanh day dua phép luat cua nuéc CHXHCN Viét Nam va cac quy
dinh ciaBo Y té vé nhap khau thudc va hru hanh thudc tai Viét Nam, néu c6 bét
cir thay ddi gi trong qua trinh luu hanh thude & nudc s& tai va & Viét Nam thi
phai bao cdo ngay cho Cuc Quéan ly Dugc-Bo Y té Viét Nam.

3. Thyc hién viéc cap nhat tiéu chuén chét lugng cua thube theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo trudng B6 Y té quy
dinh vé chat lugng thudc, nguyen liéu Jam thudc.

4. Thudc duogc gia han gidy ding ky luu hanh tai Quyet dinh nay nhung
chwa nép hd so cap nhit ndi dung nhan thude, t& huéng dan sir dung thudc theo
quy dinh cua Théng tu 01/2018/TT-BYT ngay 18/01/2018 cta B¢ truong B Y
té thi phai thuc hién cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Théng
tu s6 01/2018/TT-BYT trong thdi han 12 thang ké tir ngdy dugc gia han gidy
dang ky luu hanh.




5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duoc
gia han g1ay dang ky luu hanh theo Quyét dinh nay c6 thay ddi vé ndi dung hanh
chinh (bao gdm ca mau nhan va t& hudng dan sir dung thuoc) phai nhap khéau va
Iuu hanh véi cac ndi dung da dugc phé duyét thay doi trong ho so gia han.

6. Phcn hop vai céc co s¢ diéu tri dé thuc hién theo diung céc quy dinh
hién hanh vé thuoc ké don, theo doi an toan, hiéu qua, téc dung khong mong
mudn cia thude trén nguoi Viét Nam va téng hop, bao cdo theo quy dinh tai
Diéu 5 Théng tu sb 08/2022/TT-BYT ngay 05/9/2022 cua B¢ trudng B Y té
quy dinh viéc ding ky Iwu hanh thudc, nguyén liéu 1am thude déi véi cac thude
thugc Danh myc tai Phu luc IT ban hanh kém theo Quyét dinh nay.

7. Co so dang ky thuoc phdi dam béo duy tri diéu kién hoat dong trong
thdi gian hiéu luc cia gidy dang ky luu hanh thudc, nguyén liéu lam thudc.
Trong truong hop khéng con dap ung du diéu kién hoat dong, co s& ding ky
phai ¢4 trach nhiém thyc hién thay d6i co s¢ dang ky theo quy dinh tai Thong tu
s6 08/2022/TT-BYT ngay 05/9/2022 cua Bo truong BO Y t€ trong thoi han 30
ngay ké tir ngay co so dang ky khong con du diéu kién hoat dong.

8. Co s¢ dang ky thuoc phai bao cao By Y té vé cap nhat tinh trang dap
utng Thuc hanh tot san xuat cia co s¢ san xuat thudc, nguyén liéu lam thudc.
Trudng hop co s¢ san xuét bi thu hdi gidy phép san xuét hodc khéng dap ung
Thyc hanh tét san xuit thude, nguyén liéu lam thuoc 0 nudc so tai, co s& phai
thuc hién viéc bdo cdo trong thoi han 15 ngay ké tir ngay c6 théng bdo cua co
quan quan ly co tham quyén nude sd tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh sO 54/2017/ND-CP ngay 08/5/2017 cia Chinh phu quy dinh chi
tiét mot so didu va bién phdp thi hanh Luat Dugc.

Bleu 3: Cac thuoc dugc gia han gxay dang ky Iuu hanh tai Quyét dinh | nay
dugc tiép tuc sir dung s6 dang ky da cép trudce khi gia han trong thoi han téi da
12 thang ké tir ngay duoc cap s0 dang ky gia han theo quy dinh tai Phu luc VI
ban hanh kem theo Thong tu s6 08/2022/TT-BYT.

Bleu 4. Quyét dinh ¢ hiéu luc ké tir ngay ky ban hanh.

Piéu 5. Gidm dbc S Y té céc tinh, thanh pho true thude trung uong, giam
ddc nha san xudt va co s¢ dang ky co thudc tai Piéu 1 chiu trdch nhiém thi hanh
Quyét dinh nay./.

Noi nhin: CUC TRUONG
- Nhu Diéu 35; £ -

- By truong (dé ble); Y 4 ol ..—,:_\

- TTr. P6 Xuin Tuyén (de b/c); / ~:}
-Cuc Quan Y - B§ Quéc phong, Cuc Y té - Bd Cong aa, Qu A’” 1=
Cuc Y t¢ GTVT - B Giao théng vén tai; i . *\\‘ BUG L ‘.[
- Tong Cuc Hai quan - B Tai chinh; \ \\: \% '

- Bao hiém Xa héi Viét Nam; M AP :
- Bo Y t& Vu PC, Cuc QLKCB, Thanh tra B, Van ——— VYU Tuan Cuong
phong HDTV cip GPKLH thube, NLLT;

- S& 'Y té cac tinh, thanh phd truc thudc Trung wvong;

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

- Téng Cong ty Duge VN-CTCP;

- Cac Cong ty XNK dugc pham;

- Cac Bénh vién & Vién co6 giudong bénh truc thuée BYT;

- Trung tim mua sim tip trung thudc quéc gia;

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

PCHN, VP Cuc; Website Cuc QLD.

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



Phu lucl

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

(Ban hanh kém theo quyét dinh s6: .171......./OP-QLD, ngay 19./10./2023.ctia Cuc Quan I Dugrc)

STT | Tén thubc | Hoat chit chinh Dang Quy cich | Tiéu Tudi ) diang ky S6
— Ham lwgng bao ché | donggéi | chuin | tho gia han lin

(thang) | (S ding ky gia

da cip) han

@ @) 3) @ (6)) (6) )] @) ®)

1. Co's¢ dang ky: Abbott Laboratories (Singapore) Private Limited (Pia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
1.1. Co sé'san xuit: PT. Abbott Indonesia (Dja chi: JI. Raya Jakarta - Bogor Km 37, Kel. Sukamaju,
Kec. Cilodong, Depok, Jawa Barat, Indonesia)

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

2. Co s¢ ding ky: Actavis International Ltd. (Dja chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luga,
LOA 6000, Malta)
2.1. Co s& san xuit: Actavis Ltd. (Pja chi: BLB016, Bulebel Industrial Estate, Zejtun ZTN3000,

Malta) ,m "'
2 |Actelsar | Telmisartan 40mg | Viennén |Hop2vix | NSX | 36 | 535110399423 | 01 | o
14 vién (VN-20899-18) cO PHAN
MAL
2.2. Co ¢ sin xuit: Balkanpharma - Dupnitsa AD (Pia chi- 3 Samokovsko Shosse Str.. 2600 e ek
Dupnitsa, Bulgaria) ¥GOC THIE!
3 Bromhexin | Bromhexine Viénnén | Hép 1 vix | NSX 36 380100399523 01 W
Actavis hydrochloride 20 vién (VN-19552-16) =
8mg 8mg .
2.3. Co s& san xnit: 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 Hop 30 NSX 24 500110399623 01
Teva 0,5mg/2ml khi dung | ong 2ml (VN-15282-12)
0,5mg/2ml
2.4. Co s& san xuit: Teva Czech Industries s.r.o. (Dia chi: Ostravska 305/29, Komarov, 747 70,
Opava, Czech Republic)
5 Equoral Ciclosporin 25mg | Vién Hop 5vix | NSX 24 859114399723 01
25mg nang 10 vién (VN-18835-15)
mém

3. Co séding ky: Ajanta Pharma Limited (Pja chi: Ajanta House, 98, Government Industrial Area,
Charkop, Kandivli (West), Mumbai-400 067, India)

3.1. Co s& sian xuit: Ajanta Pharma Limited (Pia chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)
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STT | Tén thudc | Hoatchitchinh | Dang | Quycdch | Tiéu | Tuodi S6 ding ky Sé...
— Ham lugng bao ché | dénggoi | chuin tho gia han lin
(thang) | (Sodingky | gia
da cip) han
@ 2) 3) “@ (6] (6) U] @ ®
97 Concerta Methylphenidat Vién nén | Chai chita | NSX 24 001112408923 01
hydrochlorid phong 30 vién (VN-20783-17)
27mg thich kéo
dai

52.2. Co s& san xuit: Janssen Pharmaceutica NV (Dia chi: Turnhoutseweg 30, Beerse, 2340,
Belgium)

98

Durogesic | Fentanyl 8,4mg Miéng Hop 5tui | NSX 24 540111409023 | 01
50mcg/h déan nho x 1 (VN-19681-16)
phong miéng dan
thich qua
da

53. Co s& ding ky: Jin Yang Pharm. Co., Ltd (Dia chi: 231, Hyoryeong-ro, Seocho-gu, Seoul,
Korea)

53.1. Co s& san xuat: Jin Yang Pharm. Co., Ltd (Pia chi: 34, Sinpyeong-ro, Jijeong-myeon, Wonju-
si, Gangwon-do, Korea)

99

Mufphy Erdosteine 300mg | Vién Hop 3 vix | NSX 36 880110409123 01
nang 10 vién (VN-17175-13)
cung

54. Co s& diang ky: JW Pharmaceutical Corporation (Bja chi: 2477, Nambusunhwan-ro, Seocho-
gu, Seoul, Korea)

54.1. Co s& san xuit: JW Life Science Corporation (Pia chi: 28, Hanjin 1-gil, Songak-eup, Dangjin-
si, Chungcheongnam-do, Korea)

100 | Goldquino | Levofloxacin Dung Tui NSX 24 880115409223 01
5 Mg/ml (dudi dang dich tiém | 100ml, (VN-19990-16)
Injection levofloxacin truyén Tui

hemihydrat) polypropylen;

500mg Thung 20
Tai x
100ml

101 [JW Amikacin (duéi | Dung Chai nhuya | NSX 24 880110409323 | 01
Amikacin dang Amikacin dich tiém | polypropylen (VN-19684-16)
500mg/100 | sulfat) 500mg truyén 100ml;

ml injection Thung
carton
chira 20
Chai x
100ml

55. Co s& ding ky: Korea United Pharm. Inc. (Dia chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Korea)

55.1. Co s& san xuit: Korea United Pharm. Inc. (Pja chi: 107, Gongdan-ro, Yeonseo-myeon,
Sejong-si, Korea)
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Ghi chu:

1. Cach gh: tiéu chuan chat luong thuéc tai ot (6):

- Nha san xudt (NSX), Tiéu chuan nha san xudt (T CNSX), Tiéu chuan co s6 (TCCS), In-house c6 y
nghia twong duong nhau, la tiéu chuan chat lwong thuée do co sé san xudt xdy dung va déu cé thé
diege ghi trén nhan thude.

- Céch viét tit cdc tiéu chuan chat hrong duoc dién: Dugc dién Viét Nam (DDVN), Durgc dién Anh
(BP) Dugc dién My (USP), Dugc dién Nhat Ban (JP), Duoc dién Trung Quéc (CP), Duoe dién Chdu
du (EP), Dugc dién Quoc té (IP)...

2. 86 dang ky tai cét (8):

- §6 dang ky gia han la sé ding kp durgc cdp theo quy dinh tai Phu luc VI Thong ne 08/2022/TT-BYT
ngay 05/09/2022 cua B¢ truong B6 Y 1é quy dinh viéc dang ky luu hanh thuoc nguyén liéu lam thuoc.

- 86 dang ky da cap (duge ghi trong ngodc dom) la 56 dang ky da dwoc cdp trude khi thude diroe gia

han theo quyét dinh nay.




