CTY TNHH DUQC PHAM
HOANG KIM
S6: 0625-HK

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lip - Tuw do - Hanh phiic

Nha Trang, ngay 14 thang 05 ndm 2025

Kinh givi: SO'Y TE TINH NINH THUAN

"Viv: Bo sung so6 ddng ky cua thuoc da trung thau'

Can clr Quyét dinh s6 KQ2400544691 2502251521 ngay 25/02/2025 cua

S6 Y té Ninh Thuan vé viéc phé duyét két qua lua chon nha thau qua mang cua

201 thau G6i sb 01: Géi thau thudc Generic, thude ké hoach lua chon nha thau Ké

hoach lua chon nha thau cung cép thudc du toan mua sam tap trung thudéc nam

2024 ctia So Y té, thudc du an/dy toan mua sam Dy todn mua sam tép trung thudc

nim 2024 cia S& Y té;

Céng ty TNHH Duge Phdm Hoang Kim ¢6 trang thau géi sb 1, trong d6 ¢

08/02/2023)

San pham da dugc Cuc Quéan Ly Duoc ban hanh sé dang ky méi theo Quyét

dinh s6 853/QD-QLD ngay 19 thang 12 nam 2024.

mat hang Tranfaximox (Amoxicilin 250mg + acid clavulanic 125mg) c6 s6 dang

ky cii: VD-26834-17 (0P gia han s6 62/0P-QLD ciia Cuc Quan Iy duoc ngay

Vi vay, bao bi san pham Tranfaximox vagi sd dang ky cli dd sir dung hét.

Hién tai trén bao bi san phdm Tranfaximox la s6 ddng ky mdi. Cu thé nhu sau:

125mg
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250mg + acid Cong ty ¢ phdn
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Dé dép ung kip thoi cho viée cung tmg san pham Tranfaximox cho cic don
vi Y té. Cong ty kinh xin S6 Y Té ddng ¥ cho cong ty cung img san pham véi s6

dang ky mai.

Tran trong./.

Noi nhén:
- Nhu trén
- Luu Van thu




PHU LUC: DANH MUC THUOC GENERIC PE NGHI THAY POI SO PANG KY

S6 lwgng cung

. x S6 lwong
£ ; S6 diing ky méi ‘ irng theo 56 cung rng
Mi Tén thud 0 ding ky cii da °F 0 lwong ang Ky tai >
TT y eothude | pyp (SOdAngky chda) B L v obi | Temcosy | oo lwems | dangkytai o g
Thuéc tring thiu tring thau - tring thau quyét dinh dine k
san pham KQ2400544691 “"%,i y
2502251521 m
Bénh vién tinh _ -
Ninh Thuin 50.000 0 50.000
] G10135 | Tranfaximox | Vién VD-26834-17 893110310700
TTYT Thudn |\ 000 0 10,000
Nam
Tong 60,000 0 60,000

DAI DIEN HQP PHAP CUA NHA THAU
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' dieuss BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

| CUC QUAN LY DUQC Poc1dap - Tu do - Hanh phic
$5:853 T /QD-QLD ! Ha Néi, ngay 19 thdng 12 nam 2024

QUYET DINH
vé viéc ban hanh Danh muc 373 thuoc, nguyén liéu lam thudce san xuit
trong nuéc dugce gia han gidy ding ky luu hanh tai Viét Nam - Dot 215

CUC TRUONG CUC QUAN LY DUQC

Can cur Ludt Duoc so 105/2016/QH13 ngav 06/4/2016,

Céan cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phi quy
dinh churc nang, nhiém vu, quyen han v co céu 16 chic ctia B3 Y 1é;

Can cir Quyét dinh s6 1 969/Qb-BYT ngay 26/4/2023 ciia Bé truong B Y 1é
quy dinh chirc nding, nhiém vu, quyén han va co cdu 16 chire ctia Cuc Qudn Iy Duoc
thuée B6 Y 1é;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trudng Bé Y 1é
quy dinh viéc ddng ky luu hanh thuée, nguyen licu lam t/moc

Can cir két lugn cia Hoi dong tw van cdp gidy dang ky heu hanh thuée,
nguyén liéu lam thuéc - B6 Y té dot 215 tai Cong van s6 99/HDTV-VPHD ngay
21/11/2024 cia Van phong Hoi dong tw van cdp GPKLH thube, nguyén liéu lam
thuée,

Theo dé nghi ciia Trudng phong Péng ky thuée, Cuc Quan Iy Duoc.

QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 373 thubc, nguyén
liéu lam thudc san xuét trong nudce duoc gia han gidy ding ky luu hanh tai Viét
Nam - Dot 215, cu thé:

1. Danh muc 225 thudc, nguyén liéu lam thudc san xut trong nude duge gia
ham glay‘dang ky luu hanh hiéu huc 05 nam (Phu luc'l kém theo) /

2. Danh muc 126 thudc san xuét trong nude duoc gia han gidy dang ky luu
hanh hiéu luc 03 ndm (Phy luc 11 kém theo).

3. Danh muc 22 thudc san xuat trong nuéc duge gia han gidy ding ky luu
hanh hiéu luc dén 31/1 212025 (Phu luc 111 kém theo).

Diéu 2. Co 56 san Xuat va co so dang ky thube ¢6 trach nhiém:

1. San xut thuoc theo dung cac ho 50, tai li€u da dang ky véi B6 Y té va
phai in hodc dan sé dang ky dugc B Y té Viét Nam cap lén nhan thubc.

2. Chi duoc san xuat, dua ra luu hanh cac thude kiém soat dic biét khi cé
Gnay chimg nhan du diéu kién kinh doanh duoc pham vi kinh doanh thudc phai
kiém soat dac biét phu hop v6i pham vi hoat dong cia co s& dap Gng quy dinh tai
khoan 5 Piéu 143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 clia Chinh phi
quy dinh chi tiét mot s diéu va bién phap thi hanh Luat Duoc.

3. Thyc hién viéc cp nhat tiéu chuén chit lugng cia thude theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truong B Y té quy dinh vé
chit lugng thude, nguyén liéu lam thudc.
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4. Thube duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat ndi dung nhan thudc, t& hudng dan sir dung thube theo quy dinh
cta Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bé trudng B Y té thi phai
thuc hién cip nhat theo quy dinh tai diém b Khoan 1 Piéu 37 Théng tu s6
01/2018/TT-BYT trong thoi han 12 thang ké tir ngay dugc gia han gidy ding ky luu
hanh.

. 5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thubc dugc gia
han gidy dang ky luu hanh theo Quyet dinh nay c6 thay ddi vé ndi dung hanh chinh
phal san xut va luu hanh véi cac ndi dung da duoc phé duyét thay dbi trong héd so
gia han.

6. Co s¢ dang ky thude phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu luc cta gidy dang ky luu hanh thudc, nguyén liéu lam thube. Trong
truomg hop khong con dap ung du diéu kién hoat déng, co s& dang ky phai co trach
nhiém thuc hién thay dbi co sé dang ky theo quy dinh tai Thong tur s6 08/2022/TT-
BYT trong thdi han 30 ngay ké tir ngay co s ding ky khong con du diéu kién hoat
dong.

7. Co s& san xuét thudc phai bao dam cac diéu kién hoat déng clia co s& san
xuat trong thoi han hiéu lyc cua gidy dang ky luu hanh thuéc, nguyén liéu lam
thude.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay duoc
tlep tuc st dung so dang ky da cap true khi gia han trong thoi han t6i da 12 thang
ké tir ngdy duoc cap sO dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém
theo Thong tur s6 08/2022/TT-BYT.

9. Phéi hop véi cac co so diéu tri dé thuc hién theo ding cdc quy dinh hién
hanh vé thudc ké don, theo doi an toan, hi¢u qua, tac dung khong mong mudn cta
thuoc trén ngudi Viét Nam va tdng hop, bao céo theo quy dinh tai Diéu 5 Théng tu
s& 08/2022/TT- BYT déi voi cac thude trong Phu luc I ban hanh kém theo Quyét
dinh nay.

Pic¢u 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Picu 4. Gidm dbc S6 Y té cac tinh, thanh pho tryc thudc Trung uong va
Giam dbc co s& san xudt va co s& dang ky c6 thude tai Didu 1 chju trach nhiém thi
hanh Quyét dinh nay./.

Noinhidn:

- Nhu Diéu 4;

- BT. Pao Hong Lan (dé b/c);
- TT. D& Xuan Tuyén (dé b/c);

[5) o1 Z
- Cuc Quany - B6 Quée phong, Cuc Y té - Bo Cong an; 1 e ;f}f‘ WU}M P
AN s

-Cuc Y t& GTVT - B Giao thong van tai; i e
- Téng Cuc Hai quan - B Tai chinh; \1%;;&;;%&;,/ —

- Bao hi@m x4 hdi Viét Nam; \«,MV T c

-Bo Y té: Vy PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra ii Tuin uwong

B§, Van phong HDTV cap GBKLH thuée, NLLT;

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

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

- Cac Bénh vién, Vién ¢ givong bénh tryc thuoe B6 Y té;
- Trung tdm mua sam tap trung thude qudc gia;

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

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



Phu lucl
DANH MUC 225 THUOC, NGUYEN LIEU LAM THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LU'C 05 NAM - PQT 215
(Kém theo Quyét dinh s6 853 /QP-QLD ngay 19 thang 12 nam 2024
ctia Cue Quan Iy Dugc)

STT Tén thude Hoat chat chinh - | Dang bao | Quy cich dong géi | Tiéu | Tudi S6 dang ky | So
Ham luong ché chuin | tho gia han Jan

(thang)| (S6 dang ky | gia
da c'flp) han

0] @) 3 @ B ® 1 O ®) ©)

1. Co s& dang ky: Céng ty ¢ phan 23 thang 9 (Dia chi: 11 Tan Hoa, phudng 14, quén 6, thanh phd H5 Chi Minh, Viét
Nam)

1.1. Co s sin xuit: Cong ty ¢b phan 23 thang 9 (Dia chi: 11 Tan Héa, phudng 14, quéan 6, thanh phd HS Chi Minh, Viét
Nam)

1 [Batiwell Bromhexin Dung dich  [Hop 10 ong x 2,5ml; | NSX 36 893100284700 |
hydroclorid udng Hop 20 dng x 2.5ml; (VD-31011-18)
0.8mg/Iml Hop 30 éng x 2,5ml;

Hop 10 bng x Sml;
Hop 20 dng x Sml;
Hop 30 dng x 5Sml;
Hop 10 dng x 10ml;
Hop 20 dng x 10ml;
Hop 30 dng x 10mi

2 |Liver NTB Arginin hydroclorid [Dung dich  [Hop 10 éng x Sml, NSX 36 | 893110284800 1
. [1000mg/5ml ubng Hop 20 dng x Sml, (VD-29605-18)
Hop 30 dng x Sml

2. Co s& dang ky: Cong ty ¢b phan Dugce - Vat tir y té Thanh Hoéa (Dia chi: S8 232 Trdn Pha, phudng Lam Son, thanh phd
Thanh Héa, tinh Thanh Héa, Viét Nam)

2.1. Co sé sin xuiit: Cong ty ¢b phan Dwoe - Vit tuy té Thanh Hoa (Dia chi: S8 04 duong Quang Trung, phudng Ngoc
Trao, thanh pho Thanh Héa, tinh Thanh Hoa, Viét Nam)

3 [Cloromycetin Cloramphenicol Vién nén Lo 100 vién; Hop 10 | DDVN 36 893115284900 1
250mg vix 10 vién \Y (VD-28246-17)

3. Co sé diing ky: Cong ty b phan duge Apimed (Dia chi: 263/9 Ly Thudng Kiét, Phudng 15, Quéan 11, thanh phé Hé Chi
Minh, Viét Nam)
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3.1. Co s6 san xuit: Cong ty ¢o phan dwoe Apimed (Bia chi: Duong N1, cum céng nghiép Phiit Thanh — Vinh Thanh, xa
Vinh Thanh, huyén Nhon Trach, tinh Pong Nai, Viét Nam)

4 [Apimuc 200 Acetylcystein 200mg |Thude cdm  [Hop 20 géi x 1g; NSX 24 | 893100285000 | |
phadung [HOp30 gdix Ig (VD-31475-19)
dich uéng

5 Apixodin 30 Fexofenadin Hén dich Hop 1 chai x 30ml, NSX 24 893100285100 1

hydroclorid 0,6% ubng HOp 20 g61 x Smi (VD-32605-19)
(w/v)
6 |Paclovir Acyclovir 5% (w/w) |Kem bdida |Hop | tuyp x Sg; usp 38| 24 893100285200 ]
Hop 1 tuyp x 10g (VD-31496-19)

4. Co s& dang ky: Cong ty C6 phin Dwge Danapha (Dia chi: 253 Diing ST Thanh Khé, Phudomg Thanh Khé Tay, Quén
Thanh Khé, TP. Da Nang, Viét Nam)

4.1. Co s& san xuéat: Cong ty Cé phian Durge Danapha (Dia chi: 253 Diing ST Thanh Khé, Phudng Thanh Khé Tay, Quan
Thanh Khé, TP. Pa Nang, Viét Nam)
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dang Amoxicilin
trihydrat) 250mg;
Acid clavulanic (duéi
dang Kali clavulanat)
125mg

phan tén

(VD-26834-17)

STT| Tén thube Hoat chit chinh - | Dang bao | Quy cich déng goi | Tiéu | Tuéi | Sodiangky | S6
Ham lwgng ché chuan | thg gia han lan
(thang)| (S6 dangky | gia
da cz‘ip) han
1) 2 3 @ ) (6) ) ) &
17.1. Co s6 san xuit: Cong ty ¢b phan dwge phadm Ha Tay (Dia chi: TS dan phd sb 4, phudng La Khé, quan Ha DPong,
thanh ph6 Ha Noi, Viét Nam)
29 |Alverin citrat Alverin citrat 40mg  [Vién nén Hop 11ox 100vién | NSX | 36 [893110310000 | 1
40mg (VD-25171-16)
30 |Calcidvn Calci carbonat (tuong |Thude bdt  [Hép 30 goi x 3g NSX 24 }893100310100 | 1
{mg v6i 500mg calei) [ubng (VD-31105-18)
1250mg; Vitamin D3 : .
4401U
31 |Cam cim Clorpheniramin Sirdé Hép 1 1o x 60ml NSX 24 893100310200 | 1
Pacemin maleat 0,33mg; (VD3-161-21)
Paracetamol 100mg
32 |ID-Arsolone 4 Methylprednisolon Viénnang  [HOp 3 vix 10 vién NSX 36 |893110310300 | 1
4mg clng (VD-30387-18)
33 |Nikoramyl 5 Nicorandil S5mg Viénnang [Hop 3 vi x 10 vién NSX 24 1893110310400 | 1
clng (VD-30393-18)
34 {[Pimatussin Codein phosphat Viénnang  |Hop 3 vi x 10 vién NSX 24 1893101310500 | 1
10mg; Guaifenesin mém (VD-20444-14)
_ 50mg; Loratadin Smg
35 |[Saihasin Piracetam 1200mg Dungdich  |Hép 4 vix 5 éng x NSX 36 [893110310600 1 1
ubng 10ml, hép 4 vix S (VD-25526-16)
bng x Sml
B6.~ Tranﬁ?j@ Amoxicilin (dudi Vignnenr  [Hop 2 vix 10 vién NSX 24 1893110310700, 1

18. Co s& diing ky: Cong ty Cb phan Duge phim Imexpharm (Dia chi: S5 4, dudng 30/4, phudng 1, thanh phd Cao Lanh,
tinh Ddng Thap, Viét Nam)

18.1. Co s¢ san xut: Cong ty C§ phan Duwge phdim Imexpharm (Dia chi: S6 4, duong 30/4, phudng 1, thanh phd Cao
Lanh, tinh Pdng Théap, Viét Nam)

37

Pharmox 200

Amoxicilin (duédi
dang amoxicilin
trihydrat) 200mg

Thuoc bot
pha hon dich
wong

Hop 12 gbi x 0,8g

NSX

24

893110310800
(VD-30404-18)

19. Co s& diing ky: Cong ty ¢b phin dwgc phim Me Di Sun (Dia chi: $6 521, Khu phd An Loi, Phudng Hoa Lei, Thj xa
Bén Cat, Tinh Binh Duong, Viét Nam)

19.1. Co s& san xuit: Cong ty cb ph'fm duge phim Me Di Sun (Dja chi: S6 521, Khu phé An Loi, Phuong Hoa Loi, Thj xa
Bén Cat, Tinh Binh Duong, Viét Nam)

38

Medi-glucosamin

Glucosamin sulphat
kali clorid (tuong
duong Glucosamin
295,9mg) 500mg

Vién nang
cung

Hoép 10 vi x 10 vién

NSX

36

893100310900
(VD-22921-15)






