CONG TY TNHH DP CONG HOA XA HQI CHU NGHIA VIET NAM

THUAN PHONG Péoc 1ap — Tw do — Hanh phiic
S6 0304/CV-TP
V/v Thay déi sé ding ky o
san phdm di thdu theo Thanh phé Ho Chi Minh, ngay 03 thdng 04 nam 2025

cau tric méi
KINH GUT: SO Y TE NINH THUAN

Céng ty TNHH DP Thuén Phong 13 nha thiu c6 tham gia dau thdu géi thiu: Géi sb
01: G6i thau thudc Generic, thudc ké hoach lya chon nha thiu K& hoach Iwa chon nha thau
cung cép thudc du toan mua sdm tép trung thudc ndm 2024 cia S& Y té, thude du an/du
toan mua sdm Dy toan mua s&m tap trung thudc nam 2024 cua S& Y té;

Va ¢6 tring thiu san phim “Hén dich nhé mit vé trung Videtrol” Theo quyét dinh
s6 KQ2400544691 2502251521 ngay 25/02/2025 cia S& Y té Ninh Thuin vé viéc phé
duyét két qua lira chon nha thiu qua mang ciia gbi thau G6i sé 01: G6i thau thubc Generic,
thudc ké hoach lya chon nha thiu Ké hoach lya chon nha thiu cung cép thudc du toan mua
sim tap trung thubc nam 2024 ctia S¢ Y té, thudc du an/du toan mua sdm Dy todn mua sém
tap trung thudc nim 2024 cia S& Y té. Va di ky két hop dong véi cac Co S& Y Té duge
phan bd vé6i théng tin san phim nhur sau:

- Mai phén 16: PP2400486027
- M thude: G11109
- S6 ding ky “VD-34173-20”

Cong ty d4 nhan duge don dit hang tir cac Co S& Y Té, nhung khi giao hang thi trén
hop san phdm dang ghi s6 dang ky 1 “893110300300” khac v&i sé ding ky ma Cong ty da
du thiu va ky hop ddng vé6i cac Co S& Y Té duge phan bd Cong ty TNHH DP Thuin Phong
xin dugc gidi trinh nhu sau:

San phim Hén dich nhé mit vé tring Videtrol di dugc gia han theo cong vin s6
853/QP-QLD ngay 19/12/2024 va sb dang ky di duoc dbi tir “VD-34173-20" sang s6 ding
ky cdu tric méi 1a “893110300300” theo quy dinh tai thong tw 08/2022/TT-BYT ngay
05/09/2022 ciia B6 Truong Bo Y té quy dinh viéc ding ky luu hanh thudc, nguyén liéu lam
thudc va sb dang ky méi dd dugce cdp nhat trén Cuc Quén ly Duogc.

Bing vin ban nay Coéng ty TNHH DP Thuin Phong xin cam két moi thong tin ma
cong ty néu trén 1a dung hoan toan sy that va chiu moi trach nhiém tru’orc phap luat. Kinh
mong Quy S& Y Té xem xét dé cong ty ching t6i du:orc tiép tuc cung cép san phim Hon
dich nhé mit vo trung Videtrol v&i sb dang ky theo cAu tric méi.

Tran trong./.

APCUACONG TY

N :
\i['_’__ﬁo,/ G1AM BOC
Nguyén T4n Phong



ﬂ/]/ T'f/lfs C\Mj fY /}44 /&[ 7&67/

- /‘ /m /QL f(anf //[zzLM/)/m La,/mm/ cony

Xl:l ¢ um 7’/7((/7/ Cam o _/



r Ky boi: CUC QUAN

P'; %‘Zﬂuar}:_]]BgY == : ~

%@ﬁ PO BOY T CONG HOA XA HQI CHU NGHIA VIET NAM
DUOC Ddc ldp - Tw do - Hanh phuac
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& W QUYET PINH , ,
V& viéc ban hanh Danh muc 373 thudc, nguyén liéu lam thuoc sin xuat
trong nwéc dwge gia han giay dang ky lwu hanh tai Viét Nam - Dot 215

CUC TRUOGNG CUC QUAN LY DUQC

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

Can cit Quyét dinh 56 1 969/0D-BYT ngay 26/4/2023 cua BY truong B Y 1é
quy dinh chirc nang, nhiém vy, quyén han va co cdu 6 chire ciia Cuc Qudn Iy Duoc
thudc B Y té;

Cdn cir Thong tw s6 08/2022/TT-BYT ngdy 05/09/2022 ciia B3 trucng Bo Y té
quy dinh viéc dang ky heu hanh thuéc, nguyén lieu lam thuoc

Cdn cie két ludgn cia Hpi d‘ong tw van cap gidy dang ky lwu hanh thuéc,
nguyén liéu lam thudc - B6 Y té dot 215 tqi Cong van s6 99/HPTV-VPHD ngay
21/11/2024 cia Vin phong Hpi dong tw vin cap GPKLH thudc, nguyén liéu lam
thuéc;

Theo dé nghi cia Tréng phong Pdang ky thuoe, Cuc Qudn ly Dueorc.

QUYET DINH:

4)
N

Piéu 1. Ban hanh kém theo Quyét dinh niy danh myc 373 thude, nguyén
liéu lam thudc san xuit trong nuéc dugc gia han gidy déng ky luu hanh tai Viét
Nam - Pot 215, cuy thé:

1. Danh muc 225 thudc, nguyén liéu 1am thudc san xuit trong nude duge gia
han gidy ding ky luu hanh hiéu hrc 05 nam (Phu lyc I kém theo).

2. Danh muc 126 thudc san xuét trong nude dugc gia han gidy ding ky luu
hanh hiéu lyc 03 ndm (Phu luc II kem theo).

3. Danh muc 22 thubc sén xudt trong nudc dugc gia han gidy dang ky luu
hanh hiéu lyc dén 31/ 12/2025 (Phu Iyc III kém theo).

Piéu 2. Co sé sdn xuit va co s¢ dang ky thube c6 trach nhiém:

1. San xuét thudc theo déng cac hd so, tai lidu da diang ky véi Bo Y té va
phai in ho#ic dan s ding ky dwoc B6 Y t& Viét Nam cap 16n nhén thudc.

2. Chi duoc san xudt, dua ra luu hanh cac thudc kidm soat dic biét khi c6
Glay chimg nhin du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai
kiém soat dic biét phu hop v6i pham vi hoat dong cla co s& dap ung quy dinh tai
khoan 5 Piéu 143 Nghi dinh s0 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu
quy dinh chi tiét mét s6 diéu va bién phép thi hanh Luat Duoc.

3. Thyc hién viéc cip nhét ti€u chudn chit lwong cia thude theo quy dirh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truémg B Y té quy dinh vé
chat lugng thudc, nguyén liéu lam thude.
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4. Thude duge gia han gidy ding ky lwu hanh tai Quyét dinh nay nhung chua
nop hd so cap nhit ndi dung nhan thude, t& hudng dan st dung thude theo ‘quy dinh
cta Thong tw 01/2018/TT-BYT ngay 18/01/2018 cta Bd truong Bo Y té thi phai
thuc hién cdp 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 gidy dang ky luu
hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thube duoc gla
han gidy dang ky luu hanh theo Quyet dinh nay c6 thay d6i v& noi dung hanh chinh
phai san xuét va luu hanh véi cic nbi dung da duoc phé duyét thay ddi trong hd so
gia han.

6. Co s0 déng ky thubc phai bao dam duy tri diéu kién hoat dong trong thot
gian hiéu lyc cua gidy ding ky lvu hanh thude, nguyén liéu lam thudc. Trong
truong hop khdng con dap img du diéu kién hoat d6ng, co s¢ ding ky phai c6 trach
nhiém thyc hién thay ddi co s& ding ky theo quy dinh tai Thong tw s 08/2022/TT-
BYT trong thoi han 30 ngdy ké tir ngay co s& dang ky khong con du diéu kién hoat
dong.

7. Co s& san xuét thude phai bdo dam cac diéu kién hoat dong cua co sé san
xué:c trong thoi han hiéu lyc cia gidy dang ky hwu hanh thubc, nguyén lLidu lam
thudc.

8. Céc thuoc dugc gia han gidy ding ky lvu hanh tai Quyét dinh nay dugc
tlep tuc st dung so dang ky da cap trude khi gia han trong thoi han t6i da 12 thang
ké tir ngay duoc cip sb ding ky gia han theo quy dinh tai Phy lyc VI ban hanh kém
theo Thong tur sb 08/2022/TT-BYT.

9. Phéi hop v6i céc co sé diéu tri dé thuc hién theo dang cac quy dinh hién
hanh vé thubc ké don, theo doi an toan, hi¢u qua, tdc dung khong mong mudn cua
thuoc trén nguoi Viét Nam va tong hop, bao céo theo quy dinh tai Piéu 5 Théng tu
56 08/2022/TT-BYT ddi v6i cac thudc trong Phy luc IT ban hanh kém theo Quyét
dinh nay. .

Dléu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Pitu 4. Giam doc S& Y té céc tinh, thanh phd truc thude Trung wong va
Giam ddc co sé san xudt va co s ding ky co thude tai Didu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 4; )

- BT. Pao Hong Lan (dé blc);

- TT. P56 Xuin Tuyén (de b/c); 13! e

- Cyc Quény - B4 Qudc phong, Cuc Y té - Bo Cong an g
- Cuc Y t& GTVT - Bo Giao théng van tai; N+

- Téng Cuc Hai quan - B6 Tai chinh;
- Bao hlem x4 hoi Viét Nam; S

-B6 Y t&: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra ' Vii Tun Cuimg
B9, Vin phong HDTV cap GDKLH thudc, NLLT;

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

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

- Cac Bénh vién, Vjén cé giudng b@nh truc thudc BO Y té;

- Trung tdm mua sam tap trung thudc quoc gia;

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

Website;

- Luu: VT, KT (C.H) (02b).
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Phy luc I
DANH MUC 225 THUOC, NGUYEN LIEU LAM THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 215

(Kém theo Quyét dinh s6 853 /OP-QLD ngay 19  thdng 12 ndm 2024
cua Cyc Quadn ly Duoc)
STT Tén thube Hoat chit chinh - | Dang bao | Quy cich dong géi | Tiéu | Tudi Sé dingky | Sé
Ham lwong ché chuin | tho gia han lan
(thang)| (S6 dingky | gia
di cép) han
(1) (2) 3 @ &) (6) ) (®) €))
1. Co sir ding ky: Cong ty cb phin 23 thang 9 (Dia chi: 11 Tan Hoa, phudng 14, quan 6, thanh phd Hb Chi Minh, Viét
Nam)
1.1. Co sé san xuat: Cong ty c6 phin 23 thang 9 (Dia chi: 11 Tan Hoa, phudng 14, quan 6, thanh phé H Chi Minh, Viét
Nam)

1 |Batiwell Bromhexin Dung dich |Hop 10 6ng x 2,5ml; | NSX 36 | 893100284700 | 1
hydroclorid ubng Hop 20 éng x 2,5ml; (VD-31011-18)
0,8mg/1ml Hép 30 éng x 2,5ml;

Hop 10 6ng X 5ml;
Hop 20 bng x Sml;
Hop 30 6ng X Sml;
Hop 10 éng x 10ml;
Hop 20 éng x 10ml;
Hop 30 bng x 10ml

2 |Liver NTB Arginin hydroclorid |Dung dich |Hép 10 éng x 5ml, NSX 36 893110284800 | 1

1000mg/5ml udng Hép 20 dng x 5ml, (VD-29605-18)
Hop 30 ng x 5ml

2. Co s&r dang ky: Cong ty ¢d phan Duge - Vit tw y té Thanh Hoéa (Dia chi: S6 232 Trin Ph, phuong Lam Son, thanh phd
Thanh Héa, tinh Thanh Hoéa, Viét Nam)
2.1. Co s san xuét: Cong ty cé phin Dwgc - Vit tw y té Thanh Hoa (Dia chi: S6 04 dwong Quang Trung, phudng Ngoc
Trao, thanh phé Thanh Héa, tinh Thanh Hod, Viét Nam)

3 |Cloromycetin

Cloramphenicol
250mg

Vién nén

Lo 100 vién; Hop 10
vix 10 vién

DDVN
v

36

893115284900
(VD-28246-17)

3. Co s&r dang ky: Cong ty c6 phin dwgc Apimed (Pia chi: 263/9 Ly Thudng Kiét, Phuong 15, Quén 11, thanh phd HO Chi

Minh, Viét Nam)

3.1. Co s& san xudt: Cong ty cb phin dwgc Apimed (Dia chi: Pudng N1, cum céng nghiép Phi Thanh — Vinh Thanh, x3
Vinh Thanh, huyén Nhon Trach, tinh D(‘”)ng Nai, Viét Nam)

4 |Apimuc 200 Acetylcystein 200mg [Thudc com |[Hop 20 gbi x 1g; NSX 24 | 893100285000 | 1
pha dung |Hop 30 goix lg (VD-31475-19)
dich ubng

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

hydroclorid 0,6% uéng Hop 20 gbi x Sml (VD-32605-19)
(wiv)
6 |Paclovir Acyclovir 5% (w/w) [Kem bdida [Hop 1 tuyp x 5g; USP 38| 24 | 893100285200 | 1
Hop 1 tuyp x 10g (VD-31496-19)

4. Co sé ding ky: Cong ty Cé phin Dugc Danapha (Pia chi: 253 Diing Si Thanh Khé, Phuong Thanh Khé Tay, Quén
Thanh Khé, TP. Pa Ning, Viét Nam)

4.1. Co s& sén xuét: Cong ty Cd phan Dwgc Danapha (Pia chi: 253 Diing Si Thanh Khé, Phurdng Thanh Khé Tay, Quén
Thanh Khé, TP. Pa Ning, Viét Nam)
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[STT Tén thudc Hoat chit chinh - | Dangbao | Quy cich déng géi | Tieu | Tudi | Sbdingky | S6
Ham lugng ché chuin | tho gia han lin
(thang)| (Sb dingky | gia
da cap) han
(1) 2 3 @ 5) 6 ) )] ®
154 |Paracold Codein  |Codein phosphat Viénnén |Hop 4 vix 4 vién NSX 24 | 893111300000 | 1
Effervescent hemihydrat 30mg; st bot (VD-29331-18)
Paracetamol 500mg
155 (Quincef 250 Cefuroxim axetil Vién nén Hop 2 vix 5 vién DDVN 36 893110300100 | 1
trong duong bao phim v (VD-20959-14)
cefuroxim 250mg

54. Co s¢ diing ky: Cong ty 6 phan JW Euvipharm (Dia chi: Ap Binh Tién 2, xd Dtrc Hoa Ha, huyén Dirc Hoa, tinh Long

An, Viét Nam)

54.1. Co s& san xuit: Cong ty co phan JW Euvipharm (Pia chi: Ap Binh Tién 2, x3 Dirc Hoa Ha, huyén Duc Hoa, tinh

Long An, Viét Nam)

156 |Colchicine 1 mg

Colchicine lmg

Vién nén

Hop 2 vi x 20 vién

USP 38

36

893115300200
(VD-30363-18)

55. Co sir ding ky: Cong ty ¢ phin nghién ctru va sén xuit dwge phim Meracine (Dia chi: Puong YP6, khu cong nghiép
Yén Phong, xa Dong Phong, huyén Yén Phong, tinh Béc Ninh, Viét Nam)

55.1. Co sé san xuit: Cong ty C phin Nghién Ciru va San Xuit Duge Phim Meracine (Pia chi: Pudng YP6, khu cong
ng]:uep Yen Phong, xa Dong Phong, huyen Yén Phong, tinh Béc Ninh, Viét Nam)

157 [H
vo tsrung Videtrol

Img, Neomycm
sulfat 35001U;
Polymyxin B sulfat
60001U

Hop 1 lo Smt; Hop 1
lo 10ml

NSX

893110300300
¢ VD-341 73 -2{)1

56. Co s& ding ky: Cong ty c6 phin Pymepharco (Dia chi: 166-170 Nguyén Hug, thanh phé Tu

Nam)

56.1. Co s& san xuét: Cong ty ¢d phdn Pymepharco (Pja chi: 166-170 Nguyén Hug, thanh phé y

"

f \}\’/

Oa, tinh Pha Yén,

Hoa, tinh Phi Yén, Viét

Viét Nam) -/l
158 |Cardedes 8 Candesartan Vién nén Hop 1 vi x 14 vién, NSX | }y 893110300400 1
cilexetil 8mg Hop 2 vix 14 vién N > (VD-29346-18)
159 |Cetirizine 10mg Cetirizine Vién nang |Hop 10 vi x10 vién NSX 24 893100300500 1
dihydrochloride mém (VD-25888-16)
10mg

57. Co s diing ky: Cong ty cd phin S.P.M (Pia chi: L6 s§ 51, Khu Cong Nghiép Tan Tao, Dudng sb 2, Phuong Tan Tao
A, Quén Binh Tan, Thanh Phé H6 Chi Minh, Viét Nam)

57.1. Co s& san xuit: Cong ty cd phin S.P.M (Pia chi: L6 s6 51, Khu Cong Nghiép Tan Tao, Puong sb 2, Phuong Tan Tao
A, Quén Binh T4n, Thanh Phé H Chi Minh, Viét Nam)

160 |Curmarin Nebivolol (dudi Viénnén |Hop 3 vix 10 vién NSX 36 | 893110300600 | 1
dang Nebivolol (VD-23246-15)
hydroclorid) S5mg

161 |Daperidon Ibuprofen 200mg Viénnén |Hop S vi x 4 vién; NSX 24 | 893100300700 | 1

st bot Hop 10 vi x 4 vién; (VD-30725-18)

Hop 20 vi x 4 vién;
Hoép 1 tuyp x 10
vién; Hép 1 tuyp x
20 vién






