UBND TINH DONG NAI
SOYTE

Sb: 1643 /SYT-BMT
V/v dinh chinh théng tin thuéc
tring thau cung tmg cho cac co
&'y té giai doan nim 2025-2026

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Twdo - Hanh phuc

thang 04 nam 2025

Pong Nai, ngay 02

Kinh gui:
- Giam déc cac co so y té trén dia ban tinh Bong Nai;
- Cong ty Co6 phan Dai An Phd.
Can cu Thong tu s6 07/2024/TT-BYT ngay 17 thang 5 ndm 2024 cua Bo Y té quy
dinh vé dau thau thuoc tai cac co s y té cong lap;

Cén ctr Quyét dinh s6 777/QP-QLD ngay 19 thang 10 ndm 2023 cua Cuc Quan ly
Dugc vé viéc ban hanh danh muc 191 thudc nude ngoai duoc gia han gidy diang ky luu
hanh tai Viét Nam - Bot 115.2

Sau khi xem xét Van ban s6 08/2025-DAP ngay 14/03/2025 cua Cdng ty Co phan
DPai An Pha vé viéc dinh chinh lai thong tin s6 dang ky, S¢ Y té Bong Nai théng béo:
1. Pinh chinh s6 dang ky luu hanh cta thube da tring thau Goi thau s 01: Thude

Generic dugc So Y té Dong Nai phé duyét tai Quyét dinh s6 139/QP-SYT ngay
27/02/2025 cu thé nhu sau:

Thong tin thudc tring thau Théng tin dwoc dinh chinh
STT | \hom ) Tén hoat S6 dang ky lwu | So6 ding ky luu
STT trong thuéc Tén thuoc | chat, nong @9, | hanh (Trwéc khi | hanh (Sau khi
HSMT ham lwgng dinh chinh ) dinh chinh )
1 67 1 Praverix Amoxicilin 594110403723 594110403723
500mg 500mg (VN-20701-17) | (VN-16686-13)

Ngoai noi dung dugc thay d6i néu trén, tit ca cac noi dung khac giir nguyén nhu

hd so dy thau.

2. Céc co so Y té trén dia ban tinh va Cong ty cin cir ndi dung trén dé thuc hién viéc
thanh quyét toan BHYT dung quy dinh./.

Noi nhan:

- Nhu trén (thuc hién);
- Ban GP SYT (b&o céo);

KT. GIAM bPOC

,RHO GIAM POC

- Van phong SYT (déng tai Website);
- BHXH khu vuc V (phoi hop);
- Luu: VT, BMT.

~=Nguyen Vin Binh

S6 2 - Phan Pinh Phung, phuong Quang Vinh, thanh phd Bién Hoa, tinh Bng Nai
DT: (0251) 942641, Fax: (0251) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn



Céng ty C6 Phin Pai An Phi CONG HOA XA HOQI CHU NGHIA VIET NAM
116/79A Thién Phwéc, P.9, Q. TAn Binh Poc Lip—Tu Do—Hanh Phuc

S6: 08/2025-DAP
TP.HCM, ngay 14 thang 03 ndam 2025

CONG VAN
(V/v: Xin dinh chinh lai thong tin S6 ding ky)
Kinh Giri: TO PAU THAU - BAN MUA THUOC TAP TRUNG TINH
SO Y TE TINH PONG NAI

Cong ty ching t6i c6 nhan dugc Quyét dinh s6 139/QD-SYT ngay 27/02/2025 va
Thu chép thuan s6 148/TCT-SYT ngay 27/02/2025 ctia Giam déc S& Y té tinh Pdng Nai
vé viée phé duyét két qua Iua chon nha thiu G6i thdu sé 01: Thude Generic thude Ké
hoach lua chon nha thau cung cép thude thudc du toan mua sdm thudc tap trung cép dia
phuong sir dung tai céc co o'y té trén dia ban tinh Ddng Nai giai doan nam 2025 - 2026.

Trong phu Iuc két qua lua chon nha thdu c6 thong tin nhu sau:

- STT: 56
- STT trong HSMT : 67
- Ma phén (16): PP2400435761
- Tén hoat chit: Amoxicilin
- Tén thuong mai: Praverix 500mg
- GBKLH hodc GPNK: 594110403723 (VN-20701-17)
Hom nay chiing t6i 1am c6ng vin nay kinh xin Quy S&'y Té dinh chinh lai théng tin
SPK gidng v6i SPK ban dau chiing t6i du thau:
GDKLH hodc GPNK dang: 594110403723 (VN-16686-13).
Mit hang Praverix 500mg trong kho chiing t6i hién tai chi ¢6 sé dang ky méi 1a
594110403723.
Kinh mong Quy T6 P4u Thau S¢ Y Té xem xét va dinh chinh thong tin.

Trén trong cdm on !

Noi nhén:

- Nhu trén;
- Luu;







BOY I CONG HOA XA HOL CHU NGHIA VT NAM

CUC QUAN LY DUGC Boe 1 - Tur do - B phic
86 491 QLD-DK e il ot
VIvbo sung gily eiich déng g6i Ha Ngi, ngay 24 thing 5 nam 2014

Kinh gii: Cong ty TNHH Duoe phiim DO HA.
Dia chi; S0 30, T4p (hé Trdn Ph, ngo 105 dudng Nguyén Phong
Sde, 16 16, P. Dich Yong Hau, Q. Ciu Gidy, Ha Noi.

Cuc Quin Iy Duge nharn duge don dé nghi uop ngdy 18/02/2014 vt cse (i
o lidueo lien quan cta cong Ly vé vige ho sung quy cich dong géi doi voi thude nuge
| ngodi di duge cdp 8§ ding kg luu hinh,
Ciln e Thong (r s§ 22/2009/1T-BYT ngiy 24/11/2009 ciia Bo Y € Quy
dinh vi¢e ding ky thud, Thoug (r 56 04/2008/TT-BY'T" ngdy 12/5/2008 clia Bo Y
{ [Chudng din ghi ahin thude,
_ Ciin cit bien bn thim dinh hd so thay d6i/ b sun £ ctia cong ty, Cue Quin ly
Dugecd y kiénnhwgau: :
. BDong g g eong ty duge b sung quy cdch ding péi dgi vdi thude Praverix
- 900mg, $6 ding ky: VN ~16686-13, ey (hé: : ‘
: : Quy edich di duoe duyet: Hop 01 vi x 10 vien
- Quy cieh ba sung: Hop 100 vi x 10 vien,
_ Mau ahéin eia quy cfich déng g6i bd sung duge déng ddu xde nhan clia Cye
| Quin Iy Duge vidinh kém cong vin niy.
o Non noi dung duge thay d6i wen, 14t ¢4 cde noi dung khde gjiy nguyen nhy
- ho soditng ky (hude Iy tai Cye Qudn 1y Duge.
~ Cong ty ding ky, nha sdn xus phdi chiu tidch nhigm vé chilt lwong ddi vai
- thude Tuu hanh (rén thi trudng, noi dung ghi trén nhan thude, quy dinh vé s& hiiy wf
e lien quan déh nhin higu hang hod cla thude vi ¢6 rdch nhiém thon
i thay d6i ndy dén‘cde co quan licn quan va khdch hang,
CQue Quén Ly Duge thong bio d€ cong ty biet va thye hién diing cde quy dinh
cia Viet Nam vé Juu hanh thugc./

g bio su

l\;giéfm’lgm- - KT, CUC TRUGNG
= Nhwtren; 4

- Luws VI, DR (TT)

l‘%&u ‘59&

Nguoyén Van Thanh




5. Ky bii: Cue Quin

1§ Dus
i 110 BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

33:2R

CUC QUAN LY DUQC Pjc 1ap - T do - Hanh phiic

03023849 N\S6: 777 /QP-QLD Ha Ngi, ngay 19 thing 10ndim 2023

QUYET PINH
Ve viée ban hanh danh mye 191 thuoc nuéc ngoal

CUC TRUGNG CUC QUAN LY DUQC

Céin cit Lugt Dugc 56 105/2016/QH13 ngay 06/4/2016;

Céin cit Nghj dinh 56 95/2022/ND-CP ngay 15/11/2022 cia Chinh phii quy
dinh chiic nang, nhiém vy, quyén han va co cdu t6 chirc ciia B¢ Y té;

Cén cit Quyét dinh s6 I969/QD-BY T ngay 26/4/2023 cia Bo truomg Bo Y té
quy dinh chikc nang nhiém vu, quyén han va co cdu té chire cia Cuc Quan Iy
Duroc thuge Bo Y té;

Céin cit Thong tie 56 08/2022/TT- BYT ngay 05/09/2022 cua BS trucng Bo ¥
té quy dinh viéc deng I luu hanh thuéc, nguyén liéu lam thuéce;

Cén cit két lugn cua Hoi dong tw vén cdp gidy déng ky e hanh thudc,
nguyén lieu lam thude - BO Y té;

Theo dé nghi ctia Trudong phong Ding I thubc - Cuc Quan ly Duoc.

W M. g3
S 4

QUYET DINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh myc 191 thude nudc
ngodi duge gia han gidy dan§ ky luu hanh tai Viét Nam - Dot 115.2, cu thé:

1. Danh muc 177 thudc nudc ngoai duge gia han gify ddng ky luu hanh
hiéu lyc 05 ndm (Phu luc 1 kem theo).

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

3, Danh muc 05 thude nude ngodi duge gia han gifly ding ky luu hanh
dén 31/12/2025 (Phu luc III kém theo).

bidu 2. Co s¢ san xuét va co s& dang ky thude ¢6 trach nhiém:

1. Cung cAp thudc vao Vigt Nam theo diing cac ho s0, tai ligu dd dang ky
v6iBO Y té va phai i in hodc dén s ding ky duoc Bo Y té cép 1én nhan thude.

2. Chip hanh day du phép ludt cua nude CHXHCN Viét Nam va cac quy
dinh ctia B Y té vé nhap khau thude va luu hanh thudc tai Viét Nam, néu c6 bat
cr thay doi gi trong qué trinh luu hanh thude & nude s& tai va & Viét Nam thi
phai bdo cdo ngay cho Cuc Quén ly Dugec -BO Y t& Viét Nam.

3. Thuc hlen viéc cap nhét tidu chudn chét lugng ctia thube theo quy dinh
tai Thong tu 56 11/2018/TT-BYT ngay 04/5/2018 cia Bg truong Bo Y té quy
dinh v& chét luong thude, nguyen liéu lam thudc.

4. Thubc dugc gia han gidy ding ky luu hanh tai Quyet dinh nay nhung
chua ndp hd so cap nhit ndi dung nhin thubc, to huéng din sir dung thude theo
quy dinh ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 cia B truong Bo Y

té th1 phai thuc hién cép nhit theo quy dinh tai d1em b Khoan 1 Piéu 37 Thoéng
tu s6 01/2018/TT-BYT trong thoi han 12 théng ké tir ngay duge gia han gidy
ding ky luu hanh.




5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thube duoe
gia han giéy ding ky luu hanh theo Quyét dinh ndy c6 thay db6i vé& ndi dung hanh
chinh (bao gébm ca mau nhan va to huéng dan st dung thuoc) phai nhap khéu va
luu hanh véi cée ndi dung da duogc phé duyét thay ddi trong hd so gla han.

6. Ph01 hop véi cac co s¢ diéu tri dé thuc hién theo dung céc quy dinh
hién hanh vé thuoc ké don, theo d&i an toan, hiéu qua, tdic dung khong mong
muon ctia thudc tren nguoi Viét Nam va téng hop, béo cdo theo quy dinh tai
Piéu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cia Bo truéng B Y té
quy dinh viéc ding ky luu hanh thude, nguyén liéu lam thude ddi véi cac thude
thuéc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co s¢ diang ky thuoc phai dam bao duy tri diéu kién hoat déng trong
thdi gian hidu luc cha gidy ddng ky luu hanh thude, nguyén liéu lam thudc.
Trong trudong hop khéng con dap ung i didu kién hoat dong, co s& ding ky
phai ¢6 trach nhiém thuc hién thay dbi co s ding ky theo quy dinh tai Thong tu
s0 08/2022/TT-BYT ngay 05/9/2022 cta B§ trudng Bo Y té trong thoi han 30
ngay ké tir ngay co s& ding lcy khong con du didu kxen hoat dong.

8. Co s¢ dang ky thuoc pha1 bao cao Bo Y té vé cap nhét tinh trang dap
g Thyc hanh 8t san xuat clia co 8¢ san xuét thube, nguyén li€u lam thudc.
Trudng hop co s¢ san xuat bi thu hdi gidy phép san xuét hodc khong dép tng
Thuc hanh tdt sén xudt thude, nguyén lidu lam thube & nude sé tai, co sé phai
thue hién viéc bao céo trong thoi han 15 ngay ké tir ngdy cé thong bdo cla co
quan quan ly cé tham quyén nude so tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghl dmh sb 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phu quy dinh chi
tiét mot so diéu va bién phap thi hanh Luat Duoec.

Dleu 3. Céc thuoc dugc gia han %1ay dang ky luu hanh tai Quyét dinh L ndy
dugc tiép tuc st dung 56 dang ky da cap trude khi gia han trong thoi han tdi da
12 thang k& tir ngay duoc cap sO ddng ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

Pidu 4. Quyét dinh c6 higu luc ké tir ngay ky ban hanh.

Didu 5. Glam dbc S& Y té céc tinh, thanh pho truc thudce trung uong, giam
d6c nha san xuét va co s ding ky c6 thudc tai Piu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
Noi nhin: CUC TRUONG
- Nhu Diéu 5; A

- By trudng (dé ble);
- TTr, P8 Xuén Tuyén %dé b/c);
- Cuc Quﬁn Y - B6 Qudc phong, Cuc Y té - Bo Congfa
CucY & GTVT - Bo Giao thong vén tii;
- Téng Cyc Hai quan - B§ Tai chinh;
- Béo hiém X4 héi Vit Nam; o ol 2
- B0 Y té: Vy PC, Cye QLKCB, Thanh tra B, Vin “=="Vii Tuin Cuing
phong HPTV cip GPKLH thudc, NLLT;
-SoY té céc tinh, thanh phé truc thuéc Trung uong;
- Vién KN thude TU Vién KN thubec TP. HCM;
- Téng Céng ty Dugc VN-CTCP;
- Cée Cong ty XNK dugc phim;
- Céc Bénh vién & Vién 6 giudng bgnh tryc thuge BYT;
- Trung tdm mua sdm tap trung thube quéc gia;
- Céc phéng Cuc QLD: QLGT, QLKDD, QLCLT,
PCHN, VP Cuyc; Website Cuc QLD.
- Luu: VT, DKT (2b) (NT).




DANH MUC 177 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

(Ban hanh kem theo quyét dinh sé: I70....../0P-0LD, ngay 19./10.22023.ciia Cyc Quan ly Durgre)

Phy luc I

TAI VIET NAM HIEU LUC 5 NAM - DOT 115.2

STT | Tén thube | HoatchAtchinh | Dang | Quycdch | Ticu Tudi S6 ding ky 86
— Ham lwong bao ché | dong goi chufin tho gia han lAn
(thang) | (S6dingky | gia
da chp) han
(03] @) ) ) ®) (6) 0] (8) @
1. Co sé diing ky: Abbott Laboratories (Singapore) Private Limited (Pia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
1.1. Co sé sin xuét: PT. Abbott Indonesia (Dja chi: JI. Raya Jakarta - Bogor Km 37, Kel. Sukamaju,
Kec. Cilodong, Depok, Jawa Barat, Indonesia)
1 Klacid Clarithromycin Cbm pha | Hop 1 lo NSX 24 899110399323 | 0l
125mg/5ml hén dich | 30 ml; (VN-16101-13)
ubng Hop 1 lo
60 ml
2. Co sé ding ky: Actavis International Ltd. (Dia chi: No.4 SOAQ Tal-gidi Off Valletta Road, Luqa,
LOA 6000, Malta)
2.1. Co s& san xudt: Actavis Ltd. (Dia chi: BLBOIG, Bulebel Industrial Estate, Zejtun ZTN3000,
Mualta)
2 Actelsar Telmisartan 40mg | Viénnén | Hop2vix | NSX 36 535110399423 | 0l
14 vién

(VN-20899-18)

2.2. Co 80" sdn

xuit: Balkanpharma - Dupnitsa AD (Dja chi: 3 Samokovsko Shosse Str., 2600
Dupnitsa, Bulgaria)

3 Bromhexin | Bromhexine Viénnén | Hop 1 vix | NSX 36 380100399523 | Ol
Actavis hydrochloride 20 vién (VN-19552-16)
8mg 8mg

2.3. Co s& san xuit: 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 Hdn dich Hop 30 NSX 24 500110399623 | 0Ol
Teva 0,5mg/2ml khi dung | ong 2ml (VN-15282-12)
0,5mg/2ml

2.4. Co s& san xuat: Teva Czech Industries s.r.o. (Dja chi: Ostravskda 305/29, Komdrov, 747 70,
Opava, Czech Republic)

5 Equoral Ciclos;jorin 25mg | Vién Hop 5vix | NSX 24 859114399723 | 0l
25mg nang 10 vién (VN-18835-15)

mem

3. Co s& diing 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 (Dia chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)

v
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5

STT | Tén thude | Hoat chatchinh Dang | Quy cich | Tiéu Tubi So ding ky sb
- Ham lwong bao ché | dénggoi | chuin tho ia han 1An
(thang) (So ding ky gia !
da cip) han i
® 2) (6] ) () () @ @) @) |
43 Ceozime Celecoxib 200mg | Vién Hop3vix | NSX 36 880110403523 | 0l |
Capsule nang 10 vién (VN-21121-18) |
cliing |
27. Co s& diing ky: Cong ty TNHH Duge phim Bach Viét (Bja chi: S6 146 ngd 230 Pinh Cong 3
Thuwgng, P. Dinh Cng, O. Hoang Mai, Ha Noi, Viél Nam)
27.1. Co s& sin xuat: Rafarm S.A. (Dja chi: Thesi Pousi — Xatzi Agiou Louka, Paiania Attiki, TK
19002, TO 37, Greece) E
44 | Aceclonac | Aceclofenac Viénnén | Hop 4 vix | NSX 36 520110403623 | 0Ol
100mg bao phim | 10 vién (VN-20696-17)
28. Co so diing ky: Cong ty TNHH Duge phiim Do Ha (Dja chi: S6 30 tép thé Tran Phi, ngd 105,
duong Nguyén Phong Séie, 16 16 phuong Dich Vong Hdu, qudn Cdu Gidy, thanh pho Hix Néi, Viét :'
Nam)
28.1. Co s& san xuit: Antibiotice S.A. (Dja chi: Str. Valea Lupului nr. 1, 707410, lasi, Romania)
45 Praverix Amoxicillin (dudi | Vién Hop Lvix | NSX 24 504110403723 | 01
500mg dang Amoxicillin | nang 10 vién; (VN-16686-13)
trihydrat) 500mg | cimg Hop 100
vix 10 N
AN
vicn ;\o“\
28.2. Co i san xuit: Laboratorios Lesvi, S.L. (Bja chi: Avda. Barcelona, 69 08970 Sant Joan Despi \o}\
(Barcelona), Spain) v o
46 |Dloe8 Ondansetron Viénnén | Hop 6 vix | NSX 36 840110403823 | 01 | /u’/
(dudi dang bao phim | 5 vién. (VN-17006-13) <Y/
Ondansetron Hop 5 vix >/
hydrochloride 6 vién
dihydrate) 8mg
28.3. Co s& sian xuit: S.C. Antibiotice S.A. (Dja chi: Sir. Valea Lupului nr. 1, lasi, Jud. lasi, cod
707410, Romania)
47 Cefanew Cefalexin (duéi Vién Hop 100 NSX 24 594110403923 01
dang Cefalexin nang vix 10 (VN-20701-17)
monohydrat) cling vién; Hop
500mg 10vix 10
vién; Hop
1vix10
vién
28.4. Co s& san xuit: The Acme Laboratories Ltd. (Pia chi: Dhuliviia, Dhamrai, Dhaka,
Bangladesh)
48 |CP Cefpodoxim Botpha |Hop1lo NSX 24 894110404023 | Ol
(duéi dang hdn dich | bdt dé pha (VN-18243-14)
cefpodoxim ubng 50ml hdn
proxetil) dich udng;
40mg/5ml Ong nho
giot 2,5ml;
Cbe dong

10ml




PHU LUC
KET QUA LUA CHON NHA THAU CUNG CAP THUOC GIAI DPOAN NAM 2025 - 2026

Gai thau s 01: Thubc generic
Owuyét dinh tring thau 56 139/0D-SYT ngay 27 thang 02 ndm 2025 ciia Gidgm doc 5¢ ¥ té tinh Déng Nai)

STT 5 Nho i " . . g, o s A s ' Bon gia
: .| ™ Prurim E B | Numie Pon 4 ;
S5TT |trong 3';1:1 .| m |Tén hoat chat| Tén thude h:ung 9%, |Dauz Eran 2 - QEQ “L:],l GBHH_II_D“ Nhi zam xuat| _ : Ten?nlm th;au ¥ A EH hrong | trang thau
. phin 1o : him lwomg ché dung dong gol CPNK zan xuat trung thau tinh
HSMT thuaes (VD)
- - - - - . - - - - - - - - - - -
| .. |PP2400| ., | e Praveriz | . |vignnans | ;| Hép100wiz |3554110403723(V | Antibictice  |céng TveéPhia| .. o
3 7 & E & 3 =z e Jang : : e : W ) 2
B |8 Laasam | i 500me bl cime Hiee 10 vign N-20701-17) SA. A s e P i [ o
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