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DCL;

For Health - For Life

Sé: 216/CV-DCL
V/v: Thay doi sé ddng ky san Vinh Long, ngay 22 thang 05 nam 2025
pham Ceftibiotic 1000

Kinh giri: SOY TE TINH KIEN GIANG

Loi dau tién, Cong ty C6 phan Duge pham Ciru Long xin guri 167 cam on chan thanh va sau
sdc dén Quy S¢'Y té vi da tin nhiém va tao diéu kién cho chung téi cung timg thudce trong subt thoi
gian qua.

Can ctir Quyét dinh s6 1630/QD-SYT ngay 27/06/2024 cua Giam ddc S¢ Y té tinh Kién
Giang vé viéc phé duyét két qua lya chon nha thau cung cap thude tap trung tinh Kién Giang, giai
doan 2023 — 2025 (dot 3) Goi s6 2: Goi thau thude Generic thong thuong;

Can clr cong van s6 402/QD-QLD ngay 18/06/2024 ciia Cuc Quan Ly Duoc vé viée ban
hanh Danh muc 394 thudc san xudt trong nude duge gia han gidy dang ky luu hanh tai Viét Nam
— Dot 201.

Cong ty chung t6i 14 nha thau cung tmg san pham Ceftibiotic 1000, sé dang ky: VD-23016-
15, nha san xuét: Cong ty C6 phan Dugc pham Tenamyd. Ching t6i xin thong béo vé viée thay
dbi thong tin sb ding ky san pham Ceftibiotic 1000 nhu say:

Sén phim S6 dang ky da cip S6 dang ky gia han
Ceftibiotic 1000 VD-23016-15 893110487324

Ngoai viée thay ddi nhur trén, ching t6i xin cam két voi Quy So Y té khong c¢6 bét ky thay
d6i nao khac. Vi thé, chit lugng san pham hoan toan khong thay doi.

Vi vdy, chtng t6i tran trong thong béo dén Quy So Y té, kinh mong Quy S¢' Y té tiép nhan
va dong ¥ thay dbi thong tin san pham Ceftibiotic 1000 dé cong ty chung toi tiép tuc cung ung
hang cho céc co so 'y té.

Xin cam on va tran trong kinh chao!
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CONG HOA XA HOI CHU NGHIA VIET NAM

Y DUQC DPoc lap - Tw do - Hanh phiic
Sé: 402 /QP-QLD Ha Ngi, ngay 18 thang 06 nam 2024
QUYET PINH

Vé viéc ban hanh Danh muc 394 thudc sin xuét trong nuwéc
dwoce gia han giay dang ky luru hanh tai Viét Nam - Dot 201

CUC TRUONG CUC QUAN LY DUQC

Can eir Ludt Duwoe so 105/2016/QH13 ngay 06/4/2016;
Cdn cir Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chirc nang, nhiém vu, quyén han va co cdu t6 chire ctia Bo Y té;

Can cit Quyét dinh sé 1 969/0D-BYT ngay 26/4/2023 cua B truong Bo Y 1é quy
dinh chirc nang, nhi¢m vu, quyén han va co cdu to6 chite cia Cuc Quan 1y Dwoc thuge
Bo Y té;

Cdn cir Théng ti s6 08/2022/TT-BYT ngay 05/09/2022 ciia B trwong Bo Y té
quy dinh viéc dang ky lheu hanh thuoc, nguyén li¢u lam thuoc;

Can cir két ludn cua Hoi dong tw van cap gidy ddang ky heu hanh thuée, nguyén
liéu lam thudc - Bo Y té dot 201 tai Cong van so 49/HDTV-VPHD ngay 22/5/2024 cua
Viin phong Hoi dong e van cap GDKLH thuéc, nguyén ligu lam thuée;

Theo dé nghi ciia Trieong phong Péng ky thue, Cuc Quan 1y Duoc.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muyc 394 thudc san xuét trong
nude duge gia han gidy ding ky luu hanh tai Viét Nam - Dot 201, cu the

1. Danh muc 292 thudc san xuat trong nudc dugc gia han gidy dang ky luu
hanh hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 82 thudc san xuét trong nude duoce gia han gidy dang ky luu hanh
hiéu luc 03 nam (Phu luc 11 kem theo).

3. Danh muc 20 thudc san xuét trong nude duge gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc I kem theo).

Piéu 2. Co so san xudt va co sé diang ky thude co trach nhiém:

1. San xudt thude theo dung cac hd so, tai liéu da dang ky voi Bo Y té va phai
in sb dang ky dugc Bo Y té Viét Nam cép 1én nhin thudc.

2. Chi duge san xuét, dua ra luu hanh cac thude kiém soét dic biét khi c6 Gidy
chtmg nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
déc biét phu hgp vdi pham vi hoat dong ctia co s& dap ing quy dinh tai khoan 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pht quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luét Dugc.

3. Thuc hién viéc cap nhét tiéu chudn chat luong cia thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia B truéng Bo Y & quy dinh vé
chét luong thube, nguyén liéu lam thudc.

4. Thube duge gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat ndi dung nhan thude, to hudng dan sir dung thude theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia BO truong BO Y té thi phai thuc
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hién cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay dugc gia han giay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duoc gia han
gidy dang ky luu hanh theo Quyet dinh nay c6 thay doi vé ndi dung hanh chinh phai
san xuat va luu hanh véi cac ndi dung da duge phé duyét thay dbi trong hd so gia han.

6. Co so dang ky thu6e phai bao dam duy tri didu kién hoat dong trong thoi gian
hi¢u luc cua giay dang ky luu hanh thude, nguyén liéu lam thude. Trong truong hop
khong con dap ang du diéu kién hoat dong, co s dang ky phai c6 trach nhi¢m thyc
hién thay ddi co so diang 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 du diéu kién hoat dong.

7. Co so san xuat thude phai bao dam céac diéu kién hoat dong cua co sd san
xuét trong thoi han hiéu luc cua glay dang ky luu hanh thube, nguyén liéu lam thude.

8. Cac thuoc dugc gia han giay dang ky luu hanh tai Quyet dinh nay duoc tlep
tuc str dung so dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké tur
ngay dugc cap s6 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop véi cic co sd didu tri dé thuc hién theo dung céc quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tic dung khong mong mudn cla
thude trén nguoi Viét Nam va tong hop, bdo cdo theo quy dinh tai Diéu 5 Thong tu s6
08/2022/TT-BYT dbi véi cac thude trong Phy luc 11 ban hanh kém theo Quyét dinh
nay.

Diéu 3. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.

Diéu 4. Gidm dbc So' Y té céc tinh, thanh phd truc ‘thude Trung vong va Giam
dbc co s san xudt va co sd dang ky co thude tai Didu 1 chiu trach nhiém thi hanh
Quyet dinh nay./.
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- Téng Cong ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giudng bénh truc thuge BO Y té;
- Trung tim mua sam tap trung thudc qudc gia;

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

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



Phu luc I
DANH MUC 292 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LU'C 05 NAM - POT 201
(Kem theo Quyét dinh s6 402 /OP-OLD ngay 18 thing 06 ncm 2024
cua Cuc Quan ly Duoc)

STT|  Tén thubc Hoat chit chinh - | Dang bao | Quy cich déng goi | Tiéu | Tudi | S6dingky | Sé

Ham luong ché chuén | tho gia han lin
(thang)| (SO ding ky gia
da cip) han

M @) &) “) ®) (6) ) ® ®

1. Co sé ding ky: Cong ty cb phin cong nghé sinh hoc - dwge pham ICA (Dia chi: L6 10, dudmg s6 5, khu cong nghiép
Viét Nam - Singapore, Thanh ph6 Thuan An, Tinh Binh Dwong, Viét Nam)

1.1. Co s& sén xuit: Cong ty b phin céng nghé sinh hoc - dwge phém ICA (Dia chi: L6 10, duong s 5, khu cong nghiép
Viét Nam - Singapore, Thanh ph Thun An, Tinh Binh Duong, Viét Nam)

| [Caricin Clarithromycin Vién nén Hop 3 vi x 4 vién; NSX 36 893110476624 1
500mg bao phim chai 350 vién (VD-15312-11)

2. Co sé dang ky: Cong ty ¢6 phian Dwgc - VAt twy té Thanh Hoéa (Dja chi: S6 232 Tran Phu, phuong Lam Son, thanh phd
Thanh Hoa, tinh Thanh Héa, Viét Nam)

2.1. Co sé sin xuét: Cong ty ¢b phin Dugc - Vit tw y té Thanh Héa (Dia chi: S6 04 dudng Quang Trung, phudng Ngoc
Trao, thanh phé Thanh Hda, tinh Thanh Hdéa, Viét Nam)

2 [Clindathepharm  |Clindamycin (du6¢i  |[Vién nang  |Hop 10 vi x 10 vién |DDVN 24 893110476724 |
capsule dang Clindamycin clirng 1A% (VD-17651-12)
HCI) 300mg 04
3 |Leukas Montelukast (dudi Vién nén Hop 2 vi x 10 vién NSX 24 893110476824 1
dang Montelukast bao phim (VD-17655-12)
natri) Smg
4 |Theprilda Indapamid 1,25mg; | Vién nén Hop 3 vix 10 vién; | NSX 36 [ 893110476924 1
Perindopril erbumin Hop 20 vix 10 vién; (VD-30662-18)
4mg Hop 50 vix 10 vién
5 |Thezyung Cetirizin Vién nén Hop 10 vix 10 vién; [DDVN 36 893100477024 1
dihydrochlorid 10mg [bao phim Hop 50 vix 10 vién; | IV (VD-17663-12)
Hop 100 vi x 10 vién

3. Co'sé diing ky: Cong ty ¢ phin dwge Apimed (Dia chi: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, thanh phd Hd Chi
Minh, Viét Nam)

3.1. Co sé san xuét: Cong ty c6 phin dwge Apimed (Dja chi: Puong N1, cum cong nghiép Pht Thanh - Vinh Thanh, xi
Vinh Thanh, huyén Nhon Trach, tinh Dong Nai, Viét Nam)

6 |Allerpa Loratadin 5mg Dung dich  |Hop 10 6ng x 5ml, NSX 24 893100477124 |
ubng Hop 20 6ng x 5ml, (VD-31462-19)
Hop 1 chai x 30ml
7 |Apidom Domperidon (dudi Hon dich Hop 30 gdi x Sml; NSX 24 893110477224 1
dang domperidon uéng Hop 30 gdi x 10ml; (VD-30933-18)
maleat) Smg Hop 1 chai x 30ml
8 [Nooapi 1200 Piracetam 1200mg Vién nén Hop 10 vix 10 vién | NSX 24 |1 893110477324 1
bao phim (VD-31035-18)

4. Co sé diang ky: Cong ty c6 phan Dwge Pdng Nai (Dia chi: S6 221 B, dudng Pham Van Thuén, phudng Tan Tién, thanh
phé Bién Hoa, tinh Déng Nai, Viét Nam)

4.1. Co s& san xuét: Cong ty ¢b phian Dwge Pong Nai (Dia chi: S6 221 B, duong Pham Vian Thuan, phudng Téan Tién, thanh
phd Bién Hoa, tinh Dong Nai, Viét Nam)

9 |[Toptropin 800 mg |Piracetam 800mg Vién nén Hop 10 vix 10 vién | NSX 36 | 893110477424 1
bao phim (VD-25588-16)
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STT Tén thube Hoat chét chinh - Dang bao | Quy cich dong goi | Tiéu | Tubi S6 ding ky S6
Ham lugng ché chuén | the gia han lin
(thang)| (S6 dingky | gia
da cép) han
O 2) (&) “ ) 6 U] @®) &)
105 |Insuact 10 Atorvastatin (dudi Vién nén Hop 3 vix 10 vién NSX 36 893110487024 1
dang Atorvastatin bao phim (VD-29107-18)
calci trihydrat) 10mg
106 |Plaxsav 10 Benazepril (dudi Vién nén Hop 3 vix 10 vién USP 36 893110487124 1
dang Benazepril bao phim 2021 (VD-32535-19)
hydroclorid 10mg)
9,2mg
107 [Plaxsav 5 Benazepril (dudi Vién nén Hop 3 vix 10 vién USP 36 893110487224 1
dang Benazepril bao phim 2021 (VD-32536-19)
hydroclorid 5mg)
4,6mg

30. Co sé diang ky: Cong ty c¢6 phan dwge pham Tenamyd (Dia chi: L6 Y01-02A dudng Tan Thuén, khu cong nghiép/khu
ché xuat Tan Thuén, phudng Tan Thuén Dong, quan 7, thanh phd HO Chi Minh, Viét Nam)

30.1. Co sé san xuit: Cong ty ¢6 phan dwge pham Tenamyd (Dia chi: L6 Y01-02A dudng Tan Thuén, khu cong
nghiép/khu ché xuit Tan Thuén, phuong Tan Thuan Dong, quan 7, thanh phd HO Chi Minh, Viét Nam)

108 [Ceftibiotic 1000

Ceftizoxim (dudi
dang Ceftizoxim
natri) 1000mg

Thube bot
pha tiém

Hop 10 1o bot pha
tiém, Hop 1 1o bot
phatiém, Hop 1 lo

+ 1 6ng nudc cit
pha tiém 10ml, Hop'
10 lo + 10 6ng nude
cét pha tiém 10ml

USP
2022

36

893110487324
(VD-23016-15)

31. Co sé ding ky: Cong ty c¢6 phin dwge phadm Tipharco (Dia chi: L6 08, 09 Cum cong nghiép va tiéu thu cong nghiép
Téan M§ Chanh, Phuong 9, Thanh Phd M§ Tho, Tinh Tién Giang, Viét Nam)

31.1. Co sé san xudt: Cong ty ¢b phan dwge phadm Tipharco (Dia chi: 15 Déc Binh Kiéu, Phuong 2, TP. My Tho, Tinh

Tién Giang, Viét Nam)

109 [Auclatyl Acid clavulanic (dudi [Vién nén Hop 06 vi x 04 vién, | NSX 24 1893110487424 1
500 mg/125mg dang Clavulanat bao phim Hop 02 vi x 07 vién, (VD-305006-18)
kali/Avicel) 125mg; Hop 02 vix 10
Amoxicilin (dudi vién, Hop 06 vi x 10
dang Amoxicilin vién
trihydrat compacted)
500mg
110 |Diclofenac 75mg  [Diclofenac natri 75mg|Vién nén Hop 10 vi x 10 vién, | NSX 36 [ 893110487524 1
bao tan ¢ Hop 1 chai x 200 (VD-31918-19)
rudt vién
111 [Lamivudine 100mg|Lamivudin 100mg Vién nén Hop 03 vix 10 viéen | NSX 36 1893110487624 1
bao phim (VD-28049-17)
112 [Meloxicam 7,5mg [Meloxicam 7,5mg Vién nén Hop 10 vix 10 vién, | NSX 36 [ 893110487724 1
Alu/PVC; Hop 10 vi (VD-25278-16)
x 10 vién, Alu/Alu
113 [Tiphacetam 800 Piracetam 800mg Vién nén Hop 10 vix 10 vién [ NSX 36 893110487824 1

(VD-28055-17)




Cong Ty CPDP Phong Hoa CONG HOA XA HQI CHU NGHIA VIET NAM
’ DPoc lap — Tw do - Hanh phic
So: 14/TV/CV-PH25 Tp Can Tho, ngay 26 thdang 05 ndam 2025

THONG BAO
(Vé viéc bé sung SPK san pham tring thau)

Kinh givi: -  S¢ Y Té Tinh Kién Giang
- Cdc don vi trwe thupce Sé Y Té tinh Kién Giang

Can ¢t Quyét dinh s6 1630/QD-BV ngay 27 thang 06 nam 2024 cua So Y Té tinh Kién
Giang V& viéc phé duyét két qua lya chon nha thau cung cap thude tap trung tinh Kién Giang giai
doan 2023-2025 (dot 3) G01 s6 2: G6i thau thude Generic thong thuong

Cin ctr quyét dinh s 136/QD-QLD ngay 29 thang 02 ndm 2024 cua Cyc quan ly dugc
v& viéc ban hanh danh muc 193 thude nude ngoai dugce cip, gia han gidy dang ky luu hanh tai
Viét Nam — Dot 118.

Nay Cong Ty C6 phan dugc pham Phong Hoa kinh gt cong van nay dén So Y Té tinh
Kién Giang vé viéc dinh chinh thong tin san phim da tring thu theo quyét dinh 561630/QD-
BV ngay 27 thang 06 nam 2024 ctua S¢ Y Té tinh Kién Giang nhu sau:

Tén hang & X ax ; £ g ; ;
£ , , . Dan w So dang k So diang k Ghi
STT | Hogtchit | héatring | Hamlwong | 0 | P CRhal | iy chinh | cha
thau
6,68mg (tuong
Perindopril | Prenewel dwong 8mg 383110130924
p

Perindopril tert- | Viénnén | VN-21714-19
butylamin) +
2,5mg

1 + 8mg/2,5mg
indapamid Tablets

(VN-21714-19)

_ Ching t6i cam két ngoai nhiing thay doi trén nhitng ndi dung khac thyc hién dung nhu
ho so dang ky va phé duyét ctia Cuc quan li dugc.

Chung t6i hy vong s& tiép tuc nhan dugc sy yéu mén, tin twdng va gin b cua Quy dbi tac,
Quy Bénh vién trong thoi gian toi.

Tran trong cam on!

DAI DIEN HQP PHAP CUA NHA THAU

LAM THI BiCH NGAN
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So: 136  /Qb-QLD Hd ot-mgay 29 thangoyynam?2024
QUYET PINH

V& viéc ban hanh danh muc 193 thudc nuée ngoai
dwoe cip, gia han gidy ding ky luu hanh tai Viét Nam - Dot 118

CUC TRUONG CUC QUAN LY DUQC

Can cuwr Ludt Duoc sd 105/2016/QH13 ngay 06/4/2016,

Can 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 té chire ciia BO Y té;

Can cu Quyet dinh so ]969/QD -BYT ngay 26/4/2023 cua Bj truong Bo Y té quy
dinh chitc nang, nhiém vu, quyén han va co cau t6 chirc ciia Cuc Quadn Iy Duoc thugc
B3 Y té;

Can cit Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truéng Bo Y té quy
dinh viéc d‘ang ky lww hanh thuéc, nguyén liéu lam thuoc

Cén cir két lugn cia Hpi dong tw vin cdp glay ding ky luu hanh thuéc, nguyen
lieu lam thuoc Bé Y té dot 118 tai Cong van so 08/HPTV-VPHD ngay 23/01/2024 va
Céng van sé 10/HPTV-VPHD ngay 26/01/2024 cua Van phong Héi dong tw van cdp
GDKLH thudc, nguyén liéu lam thubc;

Theo dé nghi ciia Truong phong Dang ky thuée - Cuc Quan 1y Duoc.

uk

QUYET DINH:

Dleu 1. Ban hanh kém theo Quyet dinh nay danh muc 193 thudc nudc ngoai
dwoc cap, gia han gifly ding ky luu hanh tai Viét Nam - Dot 118, cu thé:

1. Danh muc 121 thubc nude ngoai duge cép gidy dang ky luu hanh higu luc 05
nam - Dot 118 (tai Phu luc I kem theo).

2. Danh muc 05 thuc nudc ngoai dugce cap gidy dang ky luu hanh hiéu lyc 03
nam - Dot 118 (tai Phu luc II kém theo).

3. Danh muc 62 thudc nudc ngoai duge gia han gidy ding ky lwu hanh hiéu lyc
05 nam — Dot 118 (Phu luc I1I kem theo).

4. Danh muc 05 thubc nudc ngoai dugc gia han gidy dang ky luu hanh hiéu luc
03 ndm — Dot 118 (Phu luc IV kem theo).

Picu 2. Co 50 san xudt va co s¢ ding ky thude c6 trach nhiém:

1. Cung cap thude vao Viét Nam theo dung cdc hd so, tai liéu da dang ky véi
Bo Y té va phai in hodc dan s ding ky duge BO Y té cdp 1én nhan thudc.

2. Chap hanh day du phdp ludt cua nugc CHXHCN Viét Nam va cdc quy dinh
cia BO Y & v& nhap khiu thudc va luu hanh thubc tai Viét Nam, néu c6 bat cir thay
d6i gi trong qué trinh luu hanh thuoc O nude so tai va ¢ Viét Nam thi phai bao céo
ngay cho Cuc Quan Iy Duoc - BO Y té Viét Nam.

3. Thyc hién viéc cdp nhat tiéu chudn chit lwong cia thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y té quy dinh vé chat
luong thude, nguyén liéu lam thude.

4. Cép nhat nhan thudc va to huéng dan st dung thuoc theo quy dinh tai Thong
tw 01/2018/TT-BYT ngay 18/01/2018 clia Bo truong B0 Y té quy dinh ghi nhén thudc,
nguyén liéu lam thuéc va t& hudng dan sir dung thude theo hinh thire thay doi, bo sung
gidy dang ky luu hanh thudc quy dinh tai Thong tuw 08/2022/TT-BYT ‘ngay 05/9/2022
ctia BO truong BO Y té dbi voi thude chua cép nhat ndi dung nhan thudc, to hudng din

o



st dung thuéc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo
truong BO Y té. '

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
glay dang ky Iuu hanh theo Quyet dinh nay c¢ thay d6i vé noi dung hanh chinh (bao
gom ca mau nhin va to hudng dan str dung thuoc) phai nhap khau va lwu hanh véi cac
ndi dung da dugc phé duyét thay do6i trong hd so gia han.

6. Phéi hop véi cac co s& diéu tri dé thuc hién theo ding cac quy dinh hi¢n
hanh vé& thudc ké don, theo ddi an toan, hi¢u qua, tac dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai Piéu 5 Thong tu sb
08/2022/TT-BYT ngay 05/9/2022 ctia B truong B Y té quy dinh viéc dang ky luu
hanh thudc, nguyén ligu lam thudc déi v6i cac thude thuoc Danh muc tai Phu luc II
ban hanh kém theo Quyét dinh nay.

7. Co so dang ky thudc phai dam bao duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cta gidy ddng ky luu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khong con dap ung du diéu kién hoat dong, co s¢ ding ky phai c6 trach nhiém thyc
hién thay doi co s¢ ding ky theo quy dinh tai Thong tu s0 08/2022/TT-BYT ngay
05/9/2022 ctia B trudng Bo Y té trong thoi han 30 ngay ké tir ngay co so ding ky
khong con du diéu kién hoat dong.

8. Co s¢ dang ky thudc phai béo cdao Bo Y té vé cép nhat tinh trang dap tmg
Thyc hanh tot san xudt cua CO sO san xudt thuoc nguyén liéu lam thude. Truong hop
co' sO' san xuét bi thu hoi gidy phép san xudt hodc khong dap tmg Thuc hanh t6t san
xuét thudc, nguyén liéu lam thuée & nudc s¢ tai, co s¢ phai thyc hién viéc bio cao
trong thoi han 15 ngay Kké tir ngay c6 thong bdo cia co quan quan 1y ¢6 thim quyén
nudce sé tai theo quy dinh tai diém d khoan 1 Dleu 100 Nghi dinh s6 54/2017/ND-CP
ngdy 08/5/2017 cta Chinh phu quy dinh chi tiét mot s6 diéu va bién phap thi hanh
Luat Duogc.

Pidu 3. Cac thube duogc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc
tlep tuc su dung s6 dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké
tir ngay dugc cap so diang ky gia han theo quy dinh tai Phu luc VI ban hanh kem theo
Thong tu so 08/2022/TT-BYT.

Pidu 4. Quyét dinh c6 hiéu lwc ké tir ngay ky ban hanh.

Dleu 5. Giam doc S& Y té cac tinh, thanh phd truc thudc trung wong, gidm déc
nha san xudt va co s¢ ding ky c6 thuéc tai Diéu 1 chiu trich nhiém thi hanh Quyét
dinh nay./.

Noi nhin: __ CUC TRUONG

- Nhu Diéu 5; M0 N

- B trudng (de b/c); sy SO

- TTr. D Xuén Tuyén (dé b/c); /. ‘“/ cue ,\" 3

- Cuc Quan Y - BO Qudc phong, Cuc Y té - Bo Cong ani| QUA f\g Lt e
CucY t¢ GTVT - Bo Glaf) thong van tai; X «::‘* DUCC. /i ;f., e

- Tong Cuc Hai quan - B6 Tai chinh; \ \;\ M&;f

- Bao hiém Xa hoi Viét Nam; NQ v - .
- B Y t& Vu PC, Cyc QLKCB, Thanh tra By, Vin —=7"Vii Tuan Cuong
phong HDTV cip GBDKLH thude, NLLT;

-S3'Y té céc tinh, thanh phd tryc thude Trung wong;

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

- Tong Cong ty Dugec VN-CTCP;

- Céc Cong ty XNK dugc pham;

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

- Trung tdm mua sim tap trung thube quoc gia;

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

PCHN, VP Cuc; Website Cuc QLD.

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

DANH MUC 121 THUOC NUGC NGOAI PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POQT 118

(Kém theo Quyét dinh so: ..139...../0D-QOLD, ngay 29./92./2024 cua Cuc Qudn ly Duoc)

STT Tén thudc Hoat chat chinh Dang Quy cach Tiéu Tudi So diing ky
— Ham lugng bio ché dong goéi chuin tho
(thang)
()] (2) 3 Q)] (6)] (6) (7 ()

1. Co stv diing ky: Actavis International Ltd (Dia chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luqa,

LOA 6000, Malta)

1.1. Co sé san xudt: Pliva Croatia Ltd (Pja chi: Prilaz baruna Filipovic¢a 25, 10000 Zagreb, Croatia)

1 Pregabalin
Teva 150mg

Pregabalin 150mg

Vién nang
cung

Hop 4 vix
14 vién

NSX

36

385110117124

2. Co s¢ ding ky: Ambica International Corporation (Dia chi: No. 9 Amsterdam Extension,
Merville Park Subdivision, Parafniaque City, Philippines)
2.1. Co s& san xuat: Milan Laboratories (India) Pvt. Ltd. (Pia chi: Plot Nos. 35, 36, 63, 64, 65, 67
& 87 Jawahar Co-op Industrial Estate Ltd., Kamothe, Raigad 410209 Maharashtra State, India)

2 Losachem 100 | Losartan potassium | Vién nén Hop 3 vix BP 24 890110117224
100mg bao phim 10 vién; 2019
Hop 9 vix
10 vién"'
2.2. Co s& san xuit: Nobel Tlac Sanayii ve Ticaret A.S. (Dia chi: Sancaklar Mah. Eski Akcakoca
Cad. No: 299 81100 DUZCE, Turkey)
3 Alzancer Donepezil Vién nén Hop4vix7 | NSX 24 868110117324
10mg hydroclorid 10mg | phan tan vién
Orodispersible trong
Tablet miéng
2.3. Co s san xut: Titan Laboratories Private Limited (Pia chi: Plot NO. E-27/1, E-27/2,
M.LD.C., Mahad, Village - JITE, Raigad 402309 Maharashtra State, India)
4 Frixral Raloxifene Vién nén Hop2vix | USP43 24 890110117424
hydrochloride bao phim 14 vién
60mg

3. Co s¢ ding ky: Anvo Pharma Canada Inc. (Dja chi: 111-700 Third Line Oakville ON L6L 4B1,

Canada)

3.1. Co sé san xuat: Laboratorios Liconsa, S.A. (Pia chi: Avda. Miralcampo, N° 7, Pol. Ind.
Miralcampo, 19200 Azuqueca de Henares (Guadalajara), Spain)

5 Telmida 20

Telmisartan 20mg

Vién nén

Hop 2 vix
14 vién,
Hop 7 vix
14 vién

NSX

36

840110117524

Telmida 40

Telmisartan 40mg

Vién nén

Hop 2 vi x
14 vién;
Hop 7 vix

14 vién

NSX

36

840110117624




6

18.1. Co s& san xuét: Sofarimex — Industria Quimica e Farmacéutica, S.A. (Fab.) '(B,ia chi:
Avenida das Industrias — Alto de Colaride — Agualva, 2735-213 Cacém, Portugal)

STT | Tén thudc Hoat chat chinh — | Dang bao | Quy cich Tiéu Tuoi So ding ky
Ham luwgng ché dong goi chuin tho
(thang)
() 2) (©)) Q)] (6] (6) ) ®

31 Atornalo Atorvastatin Vién nén Hop4vix7| NSX 24 560110120124
calcium 20mg bao phim™ | vién

32 Atornalo Atorvastatin Vién nén Hop 8 vix 7| NSX 24 560110120224
calcium 10mg bao phim vién

19. Co sé diing ky: Cong ty c6 phan dwge pham Song Van (Dja chi: 31 Tan Trang, Phuong 9, Qudn
Tén Binh, Thanh phé Ho Chi Minh, Viét Nam)

19.1. Co s& sén xuit: M/s Steril-Gene Life Sciences (P) Ltd (Pia chi: No 45, Mangalam Main Road,
Mangalam Village, Villianur Commune, Puducherry — 605110, India)

33 Lidorex Lidocain Dung dich | Hop 10 éng | NSX 24 890110120324
hydrochlorid tiém x Sml
50mg/5ml
20. Co's¢ diing ky: Cong ty c¢6 phan duwgc pham Tenamyd (Dia chi: L6 Y01-024 duong Tan Thudn,
khu cong nghiép/khu ché xudt Tan Thudn, Phirong Tan Thudn Péng, Qudn 7, thanh phé Ho Chi Minh,
Viét Nam)
20.1. Co s¢ sian xuit: KRKA, D.D., Novo Mesto (Dia chi: Smarjeska cesta 6, 8501 Novo mesto,
Slovenia)
34 Valsarfast Valsartan 80mg, Vién nén Hop 2 Vi x NSX 36 383110120424
Plus 80mg/ Hydrochlorothiazide | bao phim 14 vién
12.5 mg film- | 12,5mg
coated tablets
21. Co s& ding ky: Cong ty cb phin Dwogce phim va Thiét biy té C.A.T (Pia chi: Thén Trang, xa
Thanh Liét, huyén Thanh Tri, thanh phé Ha Ngi, Viét Nam)
21.1. Co 6 san xuit: Theon Pharmaceuticals Ltd (Dja chi: Vill. Sainimajra, Tehsil Nalagarh, Distt.
Solan (H.P), India)
35 Theosart-50 Losartan kali 50mg | Vién nén Hop 10 vi x USP 36 890110120524
bao phim 10 vién hién
hanh
22. Co s& ding ky: Cong ty cd phan Dwgc Phdm Vipharco (Pja chi: S6 67, ngé 68, duong Ngoc
Thuy, phuong Ngoc Thuy, qudn Long Bién, Ha N¢i, Viét Nam)
22.1. Co s& san xudt: ilko fla¢ San. ve Tic. A.S. (Dia chi: 3. Organize Sanayi Bélgesi Kuddusi Cad.
23.Sok. No:1 Sel¢uklu / Konya, Turkey)
36 Irbecor Plus Irbesartan 150mg, | Vién nén Hop 2 vix NSX 24 868110120624
150mg/12.5mg | Hydroclorothiazid | bao phim 14 vién
12,5mg
23. Co sé diing ky: Cong ty ¢d phin Dwoe- Thiét bi y té Da Ning (Dia chi: S6 2 Phan Dinh Phiing,
Phwong Hai Chdu I, Quan Hai Chau, Thanh phé Pa Nang, Viét Nam)
23.1. Co sé san xuét: Rafarm SA (Pja chi: Thesi Pousi-Xatzi Agiou Louka, Paiania Attiki, 19002,
P.O. Box 37, Greece)
37 Esti-Travos Travoprost Dung dich | Hop 1 1o NSX 24 520110120724
0,04mg/ml nho mét 2,5ml
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Phu luc I

DANH MUC 62 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5NAM - DQT 118

(Kém theo Quyét dinh $6: ..../OD-QLD, ngay?29../92.2024.ciia Cuc Quan ly Duoc)

STT | Tén thubc | Hoat chatchinh | Dang | Quycich | Tiéu | Tudi S6 ding ky So
— Ham luwgng bao ché | déng géi | chuin tho gia han lan
(thang) | (SO dingky | gia
da cip) han
2) 3) “@ () (6) ) ) (&

1. Co s& ding ky: APC Pharmaceuticals and Chemical Limited (Dia chi: Flat/RM 1003, 10/F,
Bank of East Asia Harbour View Centre, 56 Gloucester Road, Wan Chai, Hong Kong)

1.1. Co s& san xuat: Bal Pharma Ltd. (Dia chi: No. 21 & 22, Bommasandra Industrial Area,
Bangalore - 560 099, India)

Torfin-100 | Sildenafil citrate Viénnén | Hop 1 vix | NSX 36 890110129724 01
teong duong bao phim | 4 vién (VN-17230-13)
Sildenafil 100mg

Torfin-50 Sildenafil citrate | Viénnén | Hop 1 vix | NSX 36 890110129824 01
tuong duong bao phim | 4 vién (VN-17231-13)
Sildenafil 50mg

2. Co st diing ky: Astellas Pharma Singapore Pte. Ltd (Dja chi: 6 Temasek Boulevard, #26-03/05,
Suntec Tower Four, Singapore (038986), Singapore) s

2.1. Co sé sian xuit: Catalent Pharma Solutions, LLC (Pia chi: 2725 Scherer Drive, St. Petersburg,
FL 33716, USA)

Co sé déng gbi so cip: AndersonBrecon Inc. (Dia chi: 4545 Assembly Drive, Rockford, IL 61 109,
USA)

Co st dong goi thu cAp va xuét xuwong: Astellas Pharma Europe B.V. (Dja chi: Hogemaat 2, 7942
JG, Meppel, The Netherlands)

Xtandi Enzalutamide Vién Hop 4 vi NSX 36 001110129924 01
40mg 40mg nang dang vi x (VN3-255-20)
mém 28 vién

3. Co s¢ ding ky: Bayer (South East Asia) Pte Ltd (Dia chi: 2, Tanjong Katong Road, #07-01,
PLQ3, Singapore (437161), Singapore)
3.1. Co sé san xuat: Bayer AG (Dia chi: Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany)

Glucobay Acarbose 100mg | Viénnén | Hop 10 vi | NSX 36 400110130024 | 01
100mg x 10 vién (VN-20230-17)
Glucobay Acarbose 50mg Vién nén | Hop 10 vi NSX 36 400110130124 01
50mg x 10 vién (VN-20231-17)

4. Co s& ding ky: Cipla Ltd (Dia chi: Cipla House, Peninsula Business Park, Ganpatrao, Kadam
Marg, Lower Parel, Mumbai 400013, India)

4.1. Co sé sin xudt: Cipla Ltd (Pja chi: Plot No. S-103 to S-105, §-107 to S-112, L-138, L-147, L-
147/1 to L-147/3 & L-147/A, Verna Industrial Estate, Verna, Goa 403722, India)
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STT | Tén thudc | Hoat chat chinh | Dang | Quycach | Tiéu | Tudi S6 ding ky Sb
— Ham lwgng bao ché | déng géi | chuin tho gia han lan

(thang) | (SO dingky | gia

da chp) han

(€] 2 ) “) (6] (6) () ) ®

10 Klavunamox | Mdi 5ml hon dich | Botpha | Hop 1 Lo NSX 24 868110130624 01

Pediatric sau khi pha chua: h(’;n dich | x 100ml (VN-19583-16)
Amoxicillin uong
125mg (duoi
dang Amoxicillin
trihydrat
150,65mg), Acid
clavulanic
31,25mg (dudi
dang Kali
clavulanat/Syloid
(1:1) 78,55mg)

11 Klavunamox | Amoxicillin Viénnén | Hop 2 vix | NSX 24 868110130724 01
-bid 875mg (dudi bao phim | 5 vién (VN-17314-13)
1000mg dang Amoxicillin

Trihydrat

1054,647mg),

Acid clavulanic

125mg (dudi

dang Kali e 1

clavulanat /Avicel N

(1:1) 312,561 mg) \©
9. Co s dang ky: Cong ty C6 phin Duge phim Tenamyd (Dia chi: L6 Y01-024 dwong Tan Thudn,
khu cong nghiép/khu ché xudt Tan Thudn, phwong Tan Thudn Dong, qudn 7, thanh pho Hé Chi Minh, *
Viét Nam) \(g\o
9.1. Co sé san xuit: KRKA, D.D., Novo Mesto (Dja chi: Smarjeska cesta 6, 8501 Novo Mesto,
Slovenia)

12 Gliclada Gliclazide 60mg | Viénnén | Hop 2 vix | NSX 24 383110130824 | 0l
60mg giai 15 vién, (VN-21712-19)
modified - phong Hop 4 vi x
release kéo dai 15 vién;
tablets Hop 8 vi x

15 vién

13 Prenewel Perindopril (dudi | Viénnén | Hop 3 vix | NSX 24 383110130924 | 01

\ 8mg/2,5mg | dang Perindopril 10 vién (VN-21714-19)
Tablets tert-butylamine

8mg) 6,68mg,
Indapamide
2,5mg

14 Roticox 120 | Etoricoxib 120mg | Viénnén | Hop 3 vix | NSX 36 383110131024 | 0l
mg film- bao phim | 10 vién (VN-21715-19)
coated
tablets

)
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RN TRANGTH‘FT B‘YTE \/YA‘U AAV‘: - Rea AAYI S BANS A NN AARLEAE TV ll.dl A N4 ALVA
HOANG pUC Doc lap - Tw do - Hanh phiic

GDE-GSP
150 9001 ; 2008
Vi S Kide Chag £dng

S6: 1389/2025/TENDER TP. Ho Chi Minh, ngay 27 thang 5 nam 2025
V/v Diéu chinh tén CSSX thuoc No-Spa forte

Kinh giri: SO Y TE TINH KIEN GIANG

Loi dau tién, Cong ty TNHH Duogc Pham va Trang Thiét Bi Y té Hoang Purc chan thanh cdm
on Quy S& di quan tim tng hd céc san pham ctia cong ty ching t6i phan phdi trong sudt thoi gian
qua.

- Can cit Quyét dinh phé duyét két qua lwa chon nha thau sé 1630/0D-SYT ngay 27/06/2024
ciia S¢ Y té tinh Kién Giang;

- Cdn cit ndng lec va kha ndng cung cdp hang héa ciia Cong Ty TNHH Duroe Phéam va Trang
Thiét Bi Y Té Hoang Dic,

Chung ti ¢6 tring thau tai Quy S& mat hang No-Spa forte voi tén Co s& san xudt 1a “Chinoin
Pharmaceutical and Chemical Works Private Co. Ltd.”.

Hién tai, mat hang No-Spa forte da dugc Cuc Quan Ly Dugc chép thuén thay dbi tén Co s san
xuat (dia diém khong thay dbi) qua viéc cap nhét truc tuyén trén website Cuc Quan ly Dugc ngay
29/12/2023 (dinh kém Huwdng dan tra cieu thong tin cong bé cia Cuc Qudn 1y Dioc). Bang van ban
nay, chung t6i xin diéu chinh thong tin ctia mét hang No-Spa forte nhur sau:

~ Py Py A
Tén co sé san xuat . S X
Tén co sé san xuat

a £ A £ : X , A .
Tén thuodce Tén hoat chat/ ham lugng So dang ky theo thg;)llgéll)léo tring xin didu chinh
Chinoin Opella Healthcare Hungary
No-Spa Drotaverin hydroclorid 509110033523 Pharmaceutical and | Limited Liability Company
forte 80mg Chemical Works (Opella Healthcare
Private Co. Ltd Hungary Ltd.)

Hién tai, hang héa theo tén Co s¢ san xuét cii da hét va hang hoa theo tén Co s& san xuat méi
1a “Opella Healthcare Hungary Limited Liability Company (Opella Healthcare Hungary Ltd.)” da
dugc nhdp vé Viét Nam dé cung tmg cho Quy S¢. Ching t6i cam két viée thay d6i nay khong anh
huong dén chat lugng san phadm da ndp trong HO so du thau.

Kinh mong Quy S& xem xét va chép thuan.
Xin chén thanh cam on va tran trong kinh chao!

PAI DIEN HQP PHAP TUA CONG TY

Noi nhan:
- Nhu trén .
- Luu phong thau

NGUYEN VU HOANG TRUNG




y cach tra ctiru thong tin vé thay d6i Tén cong ty san xuét (dia chi khong thay
a thubc No-spa forte.
1. Truy cép vao trang thong tin dich vu c¢ong truc tuyén cta Cuc Quan ly Duogc theo

duong dan bén dudi:
https://dichvucong.dav.gov.vn/congbothuoc/index

2. Tai khung tim kiém, nhap s6 GPLH 599110033523 ctia thudc No-spa forte

TRA CU'U GIAY DANG KY THUOC, NGUYEN LIEU LAM THUGC TAI VIET NAM

Dy 12 dir Figw c&p 56 diing kf fue kinh gou theo cae quyét dink e SOK fuw hanh (chisa bao ghm cée o lidu d3 duee dink chink, thay d6i, b8 sung, thu hbi gi¥y DKLH wong qué trish luu hink}

fon thieo 88 GPLH v Tén thabc.. <——-

C DAT LAI

 OTATCA v | windp tirknde tim

Tra £iu ndng cao v

3. Click vao “Lich str” cua timg thudc dé xem noi dung cong bb:

Tim théy 1 két qua gidy dang ky thuéic, nguyén liéu lam thudc theo tir khoa 599110033523...

v ﬂnsomiu < | NGAYHETHAN | .. . - HAM  sOquyEr |
ST1 NHAN SBK TEN THUOC HOAT CHAT . LUONG DINH
599110033823 Drotaverine 02/03/2023
ich sil 1 02/03/202 No-spa fort -
Lich sir {SPK ¢l VN-18876-15) FA2s O-spatarie hydrochloride 80mg 146/08-010 (62/03/2028)

4. Noi dung thay dbi Tén cong ty san xuit (dia chi khong thay ddi) dugc cong bd ngay
29/12/2023 nhu bén dudi

shodnsey  qudymipoing vis reé vt

thudie, nyuyin e B thude

Ao o i

564110033823 No-sps forte Drotaverne hydrochistide 146/08-0L0 92/63/2023 12 Vign nén Hip 2vin t0vidn HSX %
&img

kg thay $8 b sng Bl

Thing tin thay 401/ susg (M4 b5 son 57188/TT91 - Ngay tidp ohin: 88/12/2023)
W&wmiﬁ%ﬂywﬁﬁhc&gu(n&uﬁ)

B i b 5 ot e e 3, S 8 AL BBEII
51 dhurg thay 651, b sung | Tagtadidel i . ‘ . ThingtindE nghi thay 46,4 sung .

Opelia Healhcare Hungary Limited Liabiity Company {Opeila Healthemre Hungary Ltd)

Tén ebng ty sdn xudt Chinoln Phasmaceutical And Chemics! Works Prvate Go L1,




CONG TY TNHH DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM
TAN AN Dgc 1ap - Tw do - Hanh phiic

7 S6: 1 254/CV-T4 . Ha Noi, ngay 28 thang 05 ndm 2025
(V/v: Bo sung théng tin thudc tring thau)
Kinh giti: S¢ Y té Kién Giang
Cong ty ching t6i xin chan thanh cam on sy hop tac clia Quy Pon vi trong sudt thoi gian qua.
Cong ty chiing tdi rt mong tiép tuc nhan duoc su ung hd va hop tac ciia Quy Pon vi trong thdi gian
tGi!
Cong ty chuing t6i ¢6 tham duy thau va da tring thau theo quyét dinh s6: 163 0/QDb-SYT ngay 27

thang 6 ndm 2024. Chiing t6i lam cdng van ndy xin cdp nhét bd sung thong tin thudc nhu sau:

i X ) So6 QP gia han c6
STT Tén thuoc SDK tring thau SDK bo sung ,
thong tin SPK bo sung
1 Spinolac 50 mg VD-33888-19 893110617424 495/Qb-QLD

Y )

Ngoai ndi dung xin bd sung néu trén, tit ca cc noi dung khac vé thubc trung thau ching t6i xin
gitt nguyén trong Quyét dinh tring théu s§ 1630/QD-SYT ngay 27 thang 6 nam 2024,

Cong ty chung t6i cam két chit luong thuée theo sb ding ky tring thau va sb ding ky bd sung
khong thay dbi, va ding véi chat luong cua thude da dang ky véi Cue Quan ly Duoc.

Cong ty TNHH duoc phidm T4n An xin tran trong cam on!

Noi nhin: PAI DIEN CONG TY
- Nhu trén;

- Luu VT,

Q/ , e N ",
o3 (TRACH NHIEM HOUHAN %
i DUGC PHAM_




CONG HOA XA HQI CHU NGHIA VIET NAM
Déc lap - Tu do - Hanh phiic

Ha N¢i, ngay 24 thang 07 nam 2024

QUYET PINH
Veé viéc ban hanh Danh muc 626 thuoc sin xuét trong nuwéc
dwoc gia han gidy ding ky luu hanh tai Viét Nam - Dot 205

CUC TRUONG CUC QUAN LY DUQC

Can cw Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016,
Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phi quy dinh
chirc nang, nhiém vu, quyen han va co cdu t6 chirc ciia B3 Y té;

Cdn cik Quyét dinh sé 1 969/0D-BYT ngay 26/4/2023 cua B¢ truéng BG Y té quy
dinh chirc nang, nhiém vu, quyén han va co cau t6 chirc ciia Cuc Quan Iy Dugc thugc
Bo Y té;

Cin cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trudng Bo Y té
quy dinh viéc dang ky luu hanh thubc, nguyén li¢u lam thuoc;

Can cir két ludn cua Hoi d‘ong tw van cap gzay ding ky luu hanh thuéc, nguyén
liéu lam thuéc - Bé Y té dot 205 tai Cong van 50 54/VPHD ngay 1 0/6/2024 cua Vain
phong Hoi dong tw van cdp GPKLH thudc, nguyén liéu lam thudc;

Theo dé nghi ciia Trieong phong Péng ky thuée, Cuc Qudn ly Dugrc.

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh ndy danh muc 626 thubc san xuét trong
nudc dugce gia han gidy ding ky luu hanh tai Viét Nam - Dot 205, cu the

1. Danh muc 425 thudc san xuit trong nuéc dugc gia han gidy ding ky luu
hanh hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 156 thudc san xudt trong nuéc duge gia han gidy ding ky lwu
hanh hiéu lyc 03 nam (Phu luc II kem theo).

3. Danh muc 45 thudc san xuit trong nudc dugc gia han gidy ding ky luu hanh
hiéu luc dén 31/12/2025 (Phuy luc III kem theo).

Pidu 2. Co s& san xuit va co s& ding ky thude c6 trach nhiém:

1. San xuét thudc theo dung cac ho so, tai liéu di ding ky véi BO Y té va phai
in s6 ding ky duoc BO Y té Viét Nam cip 1én nhan thudc.

2. Chi dwgc san xuét, dwa ra luu hanh cac thudc kiém soat dic biét khi co Gidy
chimg nhan du diéu kién kinh doanh dwgc pham vi kinh doanh thudc phai kiém soat
dac biét phu hop vdi pham vi hoat dong cua co s¢ dap ung quy dinh tai khoan 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi tiét mot
s6 diéu va bién phép thi hanh Luat Dugc.

3. Thyc hién viéc c@p nhat tiu chuin chit lugng cia thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truong B Y té quy dinh vé
chit lugng thubc, nguyen lidu lam thudc.

4. Thube dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat ndi dung nhan thude, t& huéng din sir dung thude theo quy dinh
cta Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia By truéng Bo Y té thi phai thyc
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hién cép nhat theo quy dinh tai diém b Khoan 1 Dleu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
gidy dang ky luu hanh theo Quyét dinh nay c6 thay di v& noi dung hanh chinh phai
san xuét va luu hanh véi cac noi dung da dugc phé duyét thay dbi trong hd so gia han.

6. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hi¢u luc cia giay dang ky luu hanh thuée, nguyén liéu lam thudc. Trong truong hop
khong con dap tmg du diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thyc
hién thay déi co s¢ ding ky theo quy dinh tai Thong tw s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

7. Co s& san xuat thude phai bao dam céc diéu kién hoat dong cua co s& san
xuét trong thdi han hiéu lue cia gidy dang ky luu hanh thudc, nguyén liéu 1am thudc.

8. Cac thuoc dugc gia han giay dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc str dung so dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké tr
ngay dugc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s0 08/2022/TT-BYT.

9, Phdi hop v6i cac co so diéu tri d& thuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo doi an toan, hiéu qud, tdc dung khong mong mudén cua
thudc trén ngudi Viét Nam va tong hop, bdo cdo theo quy dinh tai Pidu 5 Thong tu s6
08/2022/TT-BYT &6i véi céc thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 higu lyc ké tir ngay ky ban hanh.

Piéu 4. Gidm d6c S Y té cac tinh, thanh phé trye thuge Trung wong va Gidm
déc co s& san xuét va co s6 ding ky c6 thude tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhan: .. _CUC TRUONG
- Nhu Diéu 4; e €./

- BT. Pao Hong Lan (d8 b/c);
- TT. P Xuén Tuyén (dé b/c); 5[ QuAn z
- Cuc Quany - Bo Qudc phong, Cuc Y té - Bo Cong an; y“ QUAN

-Cuc Y té GTVT - B Giao thong van ti; \‘ Q ié’i}

- Tong Cuc Hai quan - B Tai chinh;
- Bao hiém xa hoi Viét Nam; . £ .
B3 Y t& Vy PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tudn Cudng
Bo, Vin phong HPTV cép GPKLH thudc, NLLT;

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

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

- C4c Bénh vién, Vién co6 giuong bénh truc thude Bo Y té;

- Trung tim mua sim tap trung thudc québc gia;

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

Website;

- Luu: VT, BKT (C.H) (02b).
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DANH MUC 425 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH

Phu luc I

TAI VIET NAM HIEU LUC 05 NAM - POT 205
(Kém theo Quyét dinh s6 495 /QP-QLD ngay 24  thang 07 ndm 2024
cuia Cuc Quan ly Dugc)

STT|  Tén thudc Hoat chit chinh - |Dang bao ché| Quy cich déng goi | Tiéu | Tudi | S6dingky | S6
Ham luwgng chuin | tho gia han lin

(thang)| (S6 dingky | gia
da cép) han

(1) (2 3 4 ©) (6) ) (3) 9)

1. Co s diing ky: Cong ty c6 phian Dwgc - Vit tw y té Thanh Hoéa (DPia chi: S6 232 Tran Phu, phudng Lam Son, thanh phd
Thanh Hoéa, tinh Thanh Hoéa, Viét Nam)
1.1. Co s& san xuit: Cong ty cé phin Dwgc — Vit tw y té Thanh Hoéa (Dia chi: S6 04 duong Quang Trung, phudng Ngoc
Trao, thanh phd Thanh Héa, tinh Thanh Héa, Viét Nam)

1 [Penicilin V kali Phenoxymethylpenici|Vién nén Hop 5 vix 10 vién, [ DDVN 24 1893110583224 | 1
1.000.000 IU lin (dudi dang Hop 10 vi x 10 vién \% (VD-26369-17)
Phenoxymethylpenici
lin kali) 1.000.000IU
2 |Thepacol-Extra Cafein 65mg; Viénnén dai |Hop 5 vix 10 vién, | DBVN 36 1893100583324 1
Paracetamol 500mg |bao phim Hop 10 vi x 10 vién \% (VD-17661-12)
3 |Ampicilin 250 mg [Ampicilin (dudi Vién nén Lo 100 vién; Lo NSX 24 1893110583424 | 1
dang Ampicilin 200 vién; Hop 1 1o (VD-25873-16)
trihydrat) 250mg x 250 vién; Hop 10
vi x 10 vién; HOp
20 vix 10 vién Ty
4 [Clathepharm 625 |Acid clavulanic Vién nén bao [Hop2vix 7vién, |DDVN 24 (893110583524 | 1 |
(duéi dang hén hop  |phim Hop 5 vi x 7 vién, v (VD-23779-15) NG
Kali clavulanat - Hop 10 vi x 7 vién, HIEM
Microcrystalline Hop 5 vi x 10 vién, CF
cellulose vi tinh thé Hop 10 vi x 10 vién L N
(1:1)) 125mg; =
Amoxicilin (du6i NG
dang Amoxicilin
trihydrat) 500mg
5 |Omethepharm Omeprazol (dang Vién nang Hop 3 vix 10 vién; | NSX 36 893110583624 | 1
pellet bao tan trong  [cung Hop 10 vix 10 (VD-18039-12)
rudt) 20mg vién; Hop 20 vi x
10 vién; Hop 1 1o x
14 vién
6 |Penicilin V kali Phenoxymethylpenicilin| Vién nén Hop 10 vix 10 DDBVN 24 1893110583724 1
400.000 IU (dudi dang vién; Hop 20 vi x \% (VD-25356-16)
Phenoxymethylpenicilin 10 vién; Lo 100
Lo 400 vién
7 |Tetracyclin Tetracyclin Vién nén Lo 400 vién DDVN 36 893110583824 | 1
hydroclorid 250mg A% (VD-23789-15)
8 |Vidoca Albendazol 400mg  [Vién nén Hop 1 vix 1 vién NSX 36 1893110583924 | 1

(VD-24944-16)

2. Co s ding ky: Cong ty ¢o phan dwge ATM (ja chi: VP 26, tang 26 toa elip, 110 Tran Phi, phuong M3 Lao, quan Ha
Péng, thanh phd Ha Noi, Viét Nam)

2.1. Co sé san xudt: Cong ty cb phan Dwgc Ha Tinh (Dia chi: 167 Ha Huy Tép, TP. Ha Tinh, tinh Ha Tinh, Viét Nam)
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STT Tén thudc Hoat chat chinh - |Dang bao ché| Quy cich déng géi | Tieu | Tudi | S§aingky | S6
Ham luwgng chuén tho - gia han lin

(thang)| (SO dingky | gia
di cdp) han

&) 2 3 @ &) Q) Q) ® 9

74.1. Co sé sén xuit: Cong ty c6 phan dwge phdm Ha Tay (Dia chi: T6 dan phd s6 4, phuong La Khé, quan Ha Pong,
thanh phé Ha Nbi, Viét Nam)

331

Savijoi 625

Glucosamin
hydroclorid (twong
duong 625mg
Glucosamin) 750mg

Vién nén bao
phim

Hép 10 vi x 10 vién

NSX

24

893100616224
(VD-31377-18)

75. Co s&r diing ky: Cong ty TNHH Dwgc pham USA - NIC (Pia chi: L6 11D buong C, Khu c¢ong nghiép Tan Tao, Phuong
Tan Tao A, Quén Binh Tén, Thanh phé H6 Chi Minh, Viét Nam)
75.1. Co s& san xuét: Cong ty TNHH Dugc phdm USA - NIC (Dia chi: L6 11D Duong C, Khu cong nghiép Tan Tao,
Phudng Tan Tao A, Quén Binh Tan, Thanh phé H Chi Minh, Viét Nam)

NANZ Z°= /)

Hop 1 1o x 100ml

332 (Albendazol 400 mg|Albendazol 400mg  [Vién nén Hop 1 vix 1 vién DDVN 36 1893100616324 | 1
hién (VD-22647-15)
hanh

333 |Antoxcin Betamethason (dudi |Kem bdida |Hop 01 tuyp 10g, NSX 36 1893100616424 | 1
dang Betamethason Hop 01 tuyp 15¢g (VD-27487-17)
dipropionat 0,064%

(w/w)) 0,05 % (w/w)

334 | Azitnic Azithromycin (dudi [Vién nang Hop 10 vix 3 vién; | NSX 36 893110616524 | 1
dang azithromycin  |ctmg Chai 30 vién"* (VD-33874-19)
dihydrat) 250mg

335 |Betanic Betamethason 0,5mg [Vién nén Hoép 10 vix 10 NSX 36 893110616624 | 1

vién; Chai 100, 500 (VD-24541-16)
vién

336 |Sironmax Betamethason (dudi |Kem boida |Hop 1 tuyp S5g; Hop | NSX 36 893110616724 | 1
dang Betamethason 1 tuyp 10g (VD3-111-21)
dipropionat) 0,05%

(w/w); Clotrimazol
1% (w/w);
Gentamicin (dudi
dang Gentamicin
sulfat) 0,1% (w/w)

337 |Telgate 60 Fexofenadin Vién nang Hop 3,10 vix 10 NSX 36 1893110616824 | 1
hydroclorid 60mg ciing vién (VD-33880-19)

76. Co s& ding ky: Cong ty TNHH Dugce pham VNP (Dia chi: O 91+92 A3 khu d6 thj Pai Kim, phuong Dai Kim, quan
Hoang Mai, Ha Noi, Viét Nam)

76.1. Co s sin xuit: Cong ty cd phin dwge phdm CPC1 Ha Ndi (Dja chi: Cum c6ng nghiép Ha Binh Phuong, xd Vin
‘Binh, huyén Thudng Tin, Thanh phé Ha Noi, Viét Nam)

338 |VNP Spray baby  |Natri clorid 0,9 % Dung dich xit [Hop 1 lo x 50ml, NSX 36 1893100616924 | 1
(w/v) mili Hop 1 1o x 70ml, (VD-24554-16)

77. Co sé ding ky: Cong ty TNHH Hasan — Dermapharm (Bia chi: Pudng s6 2, khu cng nghiép Pdng An, phuong Binh
Hoa, thanh phé Thuén An, tinh Binh Duong, Viét Nam)

77.1. Co s&r sian xuit: Cong ty TNHH Hasan — Dermapharm (Dia chi: Pudng s6 2, khu cong nghiép Pdng An, phuong

Binh Hoa, thanh phé Thuén An, tinh Binh Duong, Viét Nam)
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STT|  Tén thudc Hoat chit chinh - |Dang bao ché| Quy cach déng goi| Tieu | Tudi | Sb dingky | S6
Ham lugng chuén tho - gia han lin
(thang)| (S6 dingky | gia
di cép) han
&) 2 3) 4 &) ) Q) ® (&)
339 |Acehasan 200 Acetylcystein 200mg |Vién nang Hoép 03 vix 10 NSX 36 |893100617024 | 1
cung vién, Hop 05 vi x (VD-33883-19)
10 vién, Hop 10 vi
x 10 vién
340 [Comiaryl Glimepirid 2mg; Vién nén bao |Hop 03 vix 10 NSX 36 |893110617124 | 1
2mg/500mg Metformin phim vién, Hop 10 vi x (VD-33885-19)
hydroclorid 500mg 10 vién
341 |Hasanclar 500mg |Clarithromycin Vién nén bao |Hép 04 vi x 07 NSX 36 1893110617224 | 1
500mg phim vién, Hop 10 vi x (VD-33886-19)
07 vién
342 (Imidu 60 MG Isosorbid-5- Vién nén tac |Hop 03 vix 10 NSX 60 [893110617324 | 1
mononitrat (dudi dung kéo dai |vién, Hop 05 vi x (VD-33887-19)
dang isosorbid-5- 10 vién, Hop 10 vi
mononitrat 80%) x 10 vién
60mg
343 |Spinolac 50 mg Spironolacton 50mg |Vién nén Hop 03 vix 10 NSX 36 (893110617424 | 1
vién, Hop 05 vi x (VD-33888-19)
10 vién, Hop 10 vi
x 10 vién
344 [Tilhasan 60 Diltiazem Vién nén bao |Hop 03 vix 10 USP38| 36 893110617524 | 1
hydroclorid 60mg phim vién, Hop 05 vi x (VD-32396-19)
10 vién, Hop 10 vi
x 10 vién

78. Co s¢ ding ky: Cong ty TNHH Lién doanh Hasan - Dermapharm (Dia chi: Lo B, dudng s6 2, khu cong nghiép Pdn
An, phuong Binh Hoa, thanh phé Thuén An, tinh Binh Duong, Viét Nam)

1
p o

78.1. Co s& san xuét: Céng ty TNHH Lién doanh Hasan - Dermapharm (Bja chi: L6 B, dwong s6 2, khu cong nghi¢p *
Dong An, phudng Binh Hoa, thanh phd Thuén An, tinh Binh Duong, Viét Nam)

345 |DH-Alenbe plus  |Acid alendronic Vién nén bao |Hop 02 vi x 02 NSX 24 1893110617624 | 1
70mg/5600IU (dudi dang Natri phim vién, Hop 04 vi x (VD-32730-19)
alendronat trihydrat 02 vién, Hop 10 vi
91,36mg) 70mg; x 02 vién
Cholecalciferol
(Vitamin D3) 56001U
346 |Giberyl 12 Galantamin (dudi Vién nén bao |Hop 03 vi x 14 NSX 36 893110617724 | 1
dang Galantamin phim vién, Hop 05 vi x (VD-33221-19)
hydrobromid) 12mg 14 vién, Hop 10 vi
x 14 vién
347 |Giberyl 8 Galantamin (dudi Vién nén bao |Hop 03 vi x 14 NSX 36 893110617824 | 1
dang Galantamin phim vién, Hop 05 vi x (VD-33222-19)
hydrobromid) 8mg 14 vién, Hop 10 vi
x 14 vién
348 |Hasanox Itraconazol (duéi Vién nang Hop 01 vi x 04 NSX 36 1893110617924 | 1
dang itraconazol cimg vién, Hop 01 vi x (VD-33904-19)
pellet 22,0%) 100mg 10 vién, Hop 03 vi
x 10 vién, Hop 06 x
10 vién




