LIEN DANH CONG HOA XA HQI CHU NGHIA VIET NAM

HIEP PHAT + HUNG THINH Pjc lap — Tw do — Hanh phuc
= ----0{)0----
S6: 01/2024/HP-TB Binh Phuée, Ngay 03 thang 06 nam 2024

V/v: Cdp nhdt sé ding ky gia han cho sin phim Praverix 500mg

Kinh giri: - SO Y TE TINH BINH PHUGC
-CAC CO SO Y TE TREN PIA BAN TiNH

Ching t6i, Cong ty TNHH Duge — Trang thlét bi y té Hiép Phat dai dién cho nha thdu
Lién danh: Cong ty TNHH Duwgc — Trang thiét biY té Hiép Phat + Céng ty trach nhiém hiru
han Duge Phim Hing Thinh. Xin chan thanh cam on sy ting ho ciia Quy S& Y té va céc co s&
Y té trén dja ban tinh Binh Phudc dbi v&i san phdm do cong ty chung tdi phan phéi tai dia ban
tinh Binh Phuéc trong sudt thoi gian qua.

Cong ty ching t6i ¢6 trung thiu va dang cung {mg dén Quy S¢' Y té va cac co sd' Y té trén
dia ban tinh Binh Phudc san phim Praverix 500mg (Amoxicillin (dudi dang Amoxicillin
trihydrate), 500mg) ctia nha san xuét S.C. Antibiotice S.A — Romani vdi s6 dang ky VN-16686-
13.

Hién nay, san pham da dugc BO Y té - Cuc quan Iy duoc clp sé ding ky gia han:
594110403723 (Theo QP sb: 77/ Qb- QLD ngay 19/10/2023 nhu dinh kém) nén chiing t6i tién
hanh cung tmg hang héa dén Quy SeY té va cac co s& Y té trén dia ban tinh Binh Phude theo sé
ding ky gia han véi thong tin chi tiét nhu sau:

Ten | Tén hoat chat— | Nuée ’
£ Nong dj, ham Nha sdn xuat san Quy cach So diang ky
thuoc X
lugng xuat
Amoxicillin Hop1vix | SPK tring thau:
Praverix (rSidgng | o Ansibiotice .| 10 vién; VN-16686-13
500 Amoxicillin S A Romani ) .
me trihydrate) ' Hop IO.OA VL% SPK gia han:
500mg 10 vién 594110403723

Nhim tao didu kién thudn lgi cho vi€c thanh toan, cling nhu dam bao quyén lgi cho ngudi
bénh tham gia Bao Hiém Y té duoc thanh toan khi sir dung san phdm Praverix 500mg
(Amoxicillin (du6i dang Amoxicillin trihydrate), 500mg). Chung t6i xin dugc thong bao dén Quy
SoY té va cac coso Y té trén dja ban tinh Binh Phudc 13 sau khi chiing toi cung Ung hét hang
hoa theo sb ding ky cii thi chung toi s& cung Umg hang hoéa dén Quy SO Y té va cac cosd Y té
trén dja ban tinh Binh Phudc véi sé dang ky gia han 1a: 594110403723 nhur theo thdng bao trén.

Chiing t6i cam két ngoai vige thay déi s6 dang ky néu trén, cac théng tin khéc cia san
phdm: Tén thudc, nha san Xuat, tiéu chuan chat lugng, han ding, nhom thudc cling nhu gia cung
g clia san pham vé&i sé ding ky gia han khéng thay ddi so véi sé ding ky tring thau.

Ching tdi xin chan thanh cam on sy gitp d& va hop tac ctia Quy S& Y té va cc co sd Y té
trén dia ban tinh Binh Phudec.

Trén trong kinh chao./.
Noi nhén:

- Nhu trén

- Luu: VT.
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A3 . Ky béi: Cyc Quin
A" 1y Duge

Q| o quan: By Y té

gl 7 Nk 0 BOYTE CONG HOA XA HQI CHU NGHiA VIET NAM

"™ CUC QUANLY DUGC Djc Iap - Tw do - Hanh phiic

S6: 777 /QP-QLD Ha Nji, ngay19 thang 10ngm 2023

QUYET PINH
Ve viée ban hanh danh muc 191 thuéc nwée ngoai
dwge gia han gidy dang ky lwu hanh tai Vigt Nam - Pot 115.2

CUC TRUONG CUC QUAN LY DUQC

Can cir Lugt Duoc sé’ 105/2016/QH13 ngay 06/4/201 6,
Can cu Nghi dinh s6 95/2022/Np-CP ngay 15/11/2022 cia Chinh phii quy

Can cir Thong te sé 08/2022/TT-BYT ngay 05/09/2022 cia Bg truong B ¥
té quy dinh viéc dang ky lieu hdnh\thué'c, nguyén ligu lam thuéc, )

Can cur két lugn ciuq Hoi dong tw van cdp gidy ding ky lwu hanh thuoc,
nguyén liéu lam thuéc - Bg Y té;

Theo dé nghi ciia Ti ruong phong Pang ky thudc - Cuc Quan Iy Do,

QUYET DINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 191 thude nude
ngoai dugc gia han giéy dang ky Iuvu hanh tai Viét Nam - Dot 115 .2, cu thé:

1. Danh myc 177 thude nude ngoat duoc gia han gidy dang ky luu hanh
hiéu lyc 05 nim (Phu luc I kem theo).

2. Danh muc 09 thudc nuge ngoai duge gia han gidy ddng ky Ivu hanh
hiéu luc 03 nim (Phy lyc Il kém theo).

3. Danh myc 05 thuéc nuge ngoai duge gia han gidy déng ky luu hanh
dén 31/12/2025 (Phy luc 11T kém theo).

Diéu 2. Co s& san xuét va co sg dang ky thudc c6 trach nhiém:

L. Cung cap thudc vio Viat Nam theo dung cac hd 80, tai liéu da ding ky
v6i B Y t€ va phai in hoje dan sé ding ky duoc B Y € cép 1én nhin thuéc.

dinh ctia B6 Y t€ vé& nhép khiu thuée va luu hanh thudc tai Viét Nam, néu c6 bt
ctr thay d6i gi trong qua trinh luu hanh thude & nude s¢ tai va & Viét Nam thi
phéi bdo céo ngay cho Cuc Quan 1y Duoc - B4 Y té Viét Nam,

3. Thyc hién viéce cap nhat tiéu chuin chit lugng cta thude theo quy dinh
tai Thong tu s 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong B Y té quy
dinh vé chét lwgng thudc, nguyén liéu lam thudc.

4. Thude duge gia han gidy dang ky luu hanh tai Quyét dinh nay nhung
chua ngp hé so ¢@p nhat néi dung nhén thuéc, to hudng dan sir dung thudc theo
quy dinh cia Thong tur 01/2018/TT-BYT ngay 18/01/2018 cua B truéng B6 Y
té thi phai thuc hién ¢dp nhit theo quy dinh tai didm b Khoan 1 Pidy 37 Théng
tr s6 01/2018/TT-BYT trong thoi han 12 thang ké tir ngay duge gia han gidy
ddng ky Iuu hanh.







5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thubc dugc
gia han gidy déng ky luu hanh theo Quyét dinh nay cé thay dbi vé n6i dung hanh
chinh (bao gom ¢4 miu nhén va to hudng dan st dung thuoc) phai nhap khau va
hru hanh véi cac néi dung da dugc phé duyét thay dbi trong hd so gia han.

6. Ph01 hop véi cac co so diéu tri dé thyc hién theo ding cac quy dinh
hién hanh vé thudc k& don, theo doi an toan, hi¢u qud, tac dung khong mong
muon cta thube trén nguoi Viét Nam va téng hop, béo céo theo quy dinh tai
Piéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cua Bo truéng Bo Y té
quy dinh viéc ding ky luu hanh thude, nguyén liéu lam thudc dbi véi cac thube
thu¢c Danh muc tai Phu luc II ban hanh kém theo Quyet dinh nay.

7. Co so dang ky thuoc phdi dam bao duy tri diéu kién hoat ddng trong
thdi gian hiéu lyc cia gidy ding ky lwu hanh thubce, nguyén liéu lam thude.
Trong tredng hgp khong con déap ing du didu kién hoat dong, co s& ding ky
phai c6 trach nhiém thyc hién thay d6i co s¢ dang ky theo quy dinh tai Théng tu
50 08/2022/TT-BYT ngay 05/9/2022 cua B¢ truong B 'Y té trong thoi han 30
ngay ké tir ngay co so ding ky khong con du didu kién hoat dong.

8. Co so dang ky thuoc phai bao cao Bo Y té vé cap nhat tinh trang dap
ng Thyc hanh tét san xuat cua ¢o sO san xuét thudc, nguyén liéu lam thuée.
Truong hop co s¢ san xuét bi thu hdi gidy phép san xuit hodc khéng dép tng
Thue hanh &t san xuét thudc, nguyén liéu 1am thubc & nudc sé tai, co s& phai
thue hién viéc bao cao trong thot han 15 ngay ké tir ngay co théng bdo cia co
quan quan 1y co tham quyén nudc s tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi
tiét mot sb diéu va bién phap thi hanh Luét Dugc.

Dleu 3. Cac thuoc dugc gia han glay dang ky luu hanh tai Quyét dinh | ndy
dwoc tiép tuc sir dyng sb déng ky dé cap trude khi gia han trong théi han toi da
12 thang ké tir ngay duge cap s6 dang ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

Dleu 4. Quyét dinh c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 5. Giam dbc S& Y té céc tinh, thanh pho truc thudc trung wong, giam
ddc nha san xuét va co s ding ky c6 thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: CUC TRUGNG
- Nhu Piéu 5; i
- Bg truong (dé ble); gl 8
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- TTr. B3 Xuan Tuyén (de blc); f‘_fy‘/ (‘{i \ \\‘\\ M
- Cuc Quan Y - B) Quoc phong, Cuc Y té - Bo Cong aﬁ, Y35 Ko :@Mu, i
CucY t¢ GTVT - B Giao théng van tai; y ﬁ\\ puok .
- Téng Cyc Hai quan - Bo Tai chinh;
- Bao hiém X3 hoi Viét Nam; R ok .
- Bb Y té& Vu PC, Cuc QLKCB, Thanh tra By, van ——— Vil Tuan Cwong
phong HPTV c¢ip GPKLH thudc, NLLT;
-8 Y té cac tinh, thanh ph6 trire thude Trung vong;
- Vién KN thubc TU, Vién KN thube TP. HCM;
- Téng Cong ty Duge VN-CTCP;
- Cac Cong ty XNK dugce phém
- Cac Bénh vién & Vién c6 giudng bénh true thuje BYT;
- Trung tdm mua sim tdp trung thude quoc gia;
- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCHN, VP Cuc; Website Cuc QLD.
- Lwu: VT, BKT (2b) (NT).
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Phu luc I

DANH MUC 177 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LU'C 5 NAM - PQT 115.2

(Ban hanh kém theo quyét dinh s6: .177......./OP-QLD, ngady 19./10./2023.ctia Cuc Qudn Iy Dugc)

STT | Tén thuoc | Hoat chitchinh | Dang | Quycach | Tiéu | Tudi So ding ky Sb
—Ham lwong | bioché | doénggéi | chuin | tho ia han lin

(thang) (So ding ky gia

da cfzp) han

6] ) 3) 4 (3) © @) 8 (&)

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

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

2. Co s& diang ky: Actavis International Ltd. (Dia chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luga,
LQA 6000, Malta)
2.1. Co s& san xuat: Actavis Ltd. (Pia chi: BLB016, Bulebel Industrial Estate, Zejtun ZTN3000,

Peec
Malta) 9_0_5\13,
2 Actelsar Telmisartan 40mg | Viénnén | Hop 2 vix | NSX 36 535110399423 01 :c:‘r
14 vién (VN-20899-18) meémlé
2.2. Co s& san xuét: Balkanpharma - Dupnitsa AD (Pja chi: 3 Samokovsko Shosse Str., 2600 VPH’I{U
Dupnitsa, Bulgaria) _h../@u
~ . E A ') I"'_.t
3 Bromhexin | Bromhexine Viénnén | Hop 1 vix | NSX 36 380100399523 01 o
Actavis hydrochloride 20 vién (VN-19552-16)
8mg 8mg

2.3. Co s& san xuét: Norton Healthcare Limited T/A Ivax Pharmaceuticals UK (Dja 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 sé san xuit: Teva Czech Industries s.r.o. (Pia chi: Ostravskd 305/29, Komdrov, 747 70,
Opava, Czech Republic)

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

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

3.1.Co s san xudt: Ajanta Pharma Limited (Pja chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)
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STT | Tén thudc | Hoat chit chinh Dang Quy cich | Tiéu Tudi S0 ding ky So
—Hamlwgng | baoché | dénggéi |chudn| the ia han lin
(thang) (So dang ky gia
di cip) han
1) (0] ) @) ()] (6) @) 8) (&)
43 Ceozime Celecoxib 200mg | Vién Hop 3 vix | NSX 36 880110403523 | 01
Capsule nang 10 vién (VN-21121-18)
cing
27. Co s& dang ky: Céng ty TNHH Dugc pham Béch Vigt (Pja chi: S6 146 ngo 230 Djnh Cong
Thugng, P. Dinh Cong, Q. Hoang Mai, Ha N¢i, Viét Nam)
27.1. Co s& sén xuft: Rafarm S.A. (Dja chi: Thesi Pousi — Xatzi Agiou Louka, Paiania Attiki, TK
19002, TO 37, Greece)
44 Aceclonac | Aceclofenac Viénnén | Hop4 vix | NSX 36 520110403623 | 01
100mg bao phim | 10 vién (VN-20696-17)
28. Co's¢ dang ky: Cong ty TNHH Duygc phim Do Ha (Pja chi: 56 30 tap thé Tran Phi, ngé 105,
dwong Nguyén Phong Sic, t6 16 phuong Dich Vong Hdu, quan Cau Gidy, thanh phé Ha Ngi, Viét
Nam)
28.1. Co s& san xuét: Antibiotice S.A. (Dja chi: Str. Valea Lupului nr. 1, 707410, lasi, Romania)
45 Praverix Amoxicillin (dugi | Vién Hoplvix | NSX | 24 594110403723 01
500mg dang Amoxicillin | nang 10 vién; {VN-16686-13)
trthydrat) 500mg | cimg Hop 160
vix 10
vién

28.2. Co sé san xuit: Laboratorios Lesvi, S.L. (Dja chi: Avda. Barcelona, 69 08970 Sant Joan Despi :

(Barcelona), Spain)

46 Dloe 8 Ondansetron Viénnén | Hop 6 vix | NSX 36 840110403823
(dudi dang bao phim | 5 vién. (VN-17006-13)
Ondansetron Hop 5 vix
hydrochloride 6 vién
dihydrate) 8mg

28.3. Co s& san xuit: S.C. Antibiotice S.A. (Pia chi: Str. Valea Lupului nr. 1, lasi, Jud. lasi, cod
707410, Romania)

47 Cefanew Cefalexin (dudi Vién Hop 100 NSX 24 594110403923 | 01
dang Cefalexin nang vix 10 (VN-20701-17)
monohydrat) cimg vién; Hop
500mg 10 vix 10

vién; Hop

1vix 10

vién
28.4. Co s& san xuit: The Acme Laboratories Ltd. (Pia chi: Dhulivita, Dhamrai, Dhaka
Bangladesh)

48 CP Cefpodoxim Bétpha | Hop 1 lo NSX 24 894110404023 | 01
(dudi dang hén dich | bdt dé pha (VN-18243-14)
cefpodoxim udng 50ml hén
proxetil) dich udng;
40mg/5ml Ong nho

giot 2,5ml;
Cée dong

10ml




e A




