SAOY; S¢ Y té; Thoi gian ky: 2024-09-16T16:04:51+07:00

CONG TY TNHH DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM
VIET PUC Pic lap — T do — Hanh phic
S6: 02/CV-VD Thanh phé Ho Chi Minh, ngay 10 thang 09 nim 2024

V/y: thay i s6 dang ky
cua thuée tring thau do dang ky lai

Kinh gi#ri: SO Y TE TINH BINH PHUGC

- Can cir Quyét dinh s6 86/QP-QLD ngay 30 thang 01 nam 2024 cta Cuc Quén ly Dugc vé
viéc ban hanh Danh muc 19 thudc san xuit trong nuéc dugc gia han gidy dang ky luu hanh tai
Viét Nam — Dot 191.2;

- Can c&r Quyét dinh sb 46/QD-SYT ngay 23 thdng 01 nam 2024 cia S& Y té tinh Binh
Phudc vé viéc phé duyét két qua lua chon nha thiu g6i thiu mua thubc generic cho cic co sé y té
cbng 14p trén dia ban tinh Binh Phudc dot 1 giai doan 2023-2025;

- Hién tai, Cong ty TNHH Dugc phém Viét Pac nhin duoc thong bao tir Nha san xuét Cong ty
TNHH Lién doanh Hasan - Dermapharm vé& viéc Thay dbi s6 gidy dang ky lwu hanh méi nhung
cac thong tin khac khéng thay d6i. Thuc hién theo piém b Khoan 24 Dleu 1 Thong tu
06/2023/TT-BYT, ching téi kinh @& nghi Quy S& Y té cho phép thay ddi sb gidy ding ky luu
hanh mai dbi véi thude c6 Ma phan (L6): PP2300421421, Nhém: 4, nhu sau:

Tiéu chi S6 ding ky dtr thau S6 ding ky méi
S6 dang ky VD-29508-18 893110040324
Tén thudc Hasadolac 300
Nha san xuét Cong ty TNHH Lién doanh Hasan - Dermapharm
Tudi tho 36 thang
Tiéu chuin chét luong TCCS USP 2022

" Chung tbi rit mong nhin-dwoc sy ddng y cua 'S¢ Y té cho phép chiing t6i dugc cung img
mit hang trén theo s§ ding ky méi v6i cac tiéu chun khéac khong dbi so v6i hd so dur thau.

Tran trong ./.
Noi nhdn:

- Nhur trén;
- Luu: VT.







UBND TINEBINH PHUGC CONG HOA XA HQI CHU NGHIA VIET NAM

SOYTE Péc lip - Ty do — Hanh phic
8é: 4-6 /QD-SYT Binh Phudc, ngay 23 thing 01 ndm 2024
QUYF:T DINH

Vé viée phé duyét két qua lwa chon nha thau géi thiu mua thude
: 'a 0 CAC CO ST’ Y té cong I&p trén dia ban tinh Binh Phuéc dgt 1
26 giai doan 2023 — 2025.

POC SO Y TE TINH BINH PHUGC

2 \»
\ 4/’0 -Ip QG% . s

Canessldit Dau thau ngay 26 thang 11 ndm 2013;

Can cit Nghi dinh s6 63/2014/ND-CP ngay 26 thang 06 ndm 2014 cia
Chinh phd quy dinh chi tiét thi hanh mét so diéu cua Ludt Pau thau vé lwva chon
nha thau;

Can cir Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 cia
Chinh phu vé quan ly trang thiét bi y té;

Cdn cir Nghi dinh 56 07/2023/ND-CP ngay 03 thdng 3 ndm 2023 cua Chinh
phii stca déi, b6 sung mot s6 diéu cua Nght dinh 56 98/2021/ND-CP ngay 08
thang 11 ndm 2021 cua Chinh phii vé quan Iy trang thiét bi y té;

Cdn cir Thong tu 56 10/2015/TT-BKHDT ngay 26 thdng 10 ndm 2015 cu 5
B¢ truong Bé Ké hoach va Pau tw quy dinh chi tiét vé ké hoach lya chon nh
thau;

Can cir Thong te 56 08/2022/TT-BKHPT ngay 31 thang 5 ndm 2022 cua B
trudng Bo Ké hoach va Dau tw quy dinh chi tiét viéc cung cap, dang tai thong
tin vé dau thau va lua chon nha thau trén Hé thong mang ddu thau quéc gia;

Can ci Thong tw 14/2023/TT-BYT ngay 30 thang 6 ndm 2023 cua Bé truong
BG Y té  quy dinh trinh ty, thu tuc xdy dung gid goz thau mua sam hang hoa va
cung cap dich vu thuge linh vue trang thiét bi y té tai cdc co sé' y té cong ldp;

Can cur Nghi quyét s6 07/2018/NQ-HPND ngay 12 thang 7 ndm 2018 cua
Héi dong nhdn dan tinh ban hanh Quy dinh phan cdp rham quyén quyét dinh
trong viéc quan ly, sir dung 1ai san cong tai cdc co quan, t6 chirc, don vi thugc
pham vi quan ly trén dia ban tinh Binh Phudc;

Cén cur Nghi quyet 56 06/2020/NQ HDND, ngay 13 thang 7 ndm 2020 cia
Héi dong nhén dén tinh sira déi mét 56 Diéu cia Quy dinh phan cap thdam quyen
quyét dinh trong viéc quan Iy, st dung 1ai san cong tai cde co quan, té chirc,
don vi thugc pham vi quan [y trén dia ban tinh Binh Phuéc ban hanh kem theo
Nghi quyét sé 07/2018/NQ-HPND ngay 12 thing 7 ndm 2018 cia Héi dong
nhdn ddn tinh;




£



Cén cie Quyét dinh sé 24/2023/0D-UBND ngay I8 thang 5 ndm 2023 cia
Uy ban nhdn dan tinh ban hanh Quy dinh chirc ndng, nhiém vu, quyén han va co
cau 16 chire cua S6 Y té tinh Binh Phudc;

Can cu Cang vdn 3957/UBND-TH ngay 16 thdng 12 ndm 2022 cua Uy ban
nhdn dan tinh vé viéc thudgn chu !ru-ang giao §o Y té mua sdm thuée, héa chat
xét nghiém, vét tie y té tdp trung cho cdc co sé y té céng lap trén dja ban tinh
Binh Phuoc giai doan 2022 — 2024,

Cén cu Cong vdn 1604/UBND-TH ngay 17 thang 5 ndm 2023 cua Uy ban
nhdn dan tinh vé viéc chuyen gia ké hoach lwa chon nha thdu déi véi cdc g0
thdu mua thuéc, hda chdt va vét tu y té;

Cén cur Quye! dinh s6 543/0D-SYT ngay 06 thdng 10 ndm 2023 cua Gidm

déc So Y té vé vigc Thanh Iap T6 chuyén gia dau thdu mua héa chdt, vt tr y 1é
cho cdc co s6' y té cong Idp ciia tinh Binh Phude giai doan 2023 — 2025;

Cdn ci Bdo cdo s6 04/BC-TCG ngay 19 thdng 01 ndm 2024 cua 76 chuyen
gra vé ‘viéc bdo cdo danh gid E-HSPXTC géi thau mua thuée generic cho cdc co
SG y té cong Idp trén dia ban tinh Binh Phude dpt 1 giai doan 2023 — 2025;

Can cu Quyel dinh s6 44/QD-SYT ngay 19 thang 01 ndm 2024 cua Gidm
déc So Y 1€ vé viéc phé duyét danh sdch xép hang nha thdu goi thdu mua thude
generic cho cdc co so y té cong ldp trén dia ban tinh Binh Phudc dot 1 giai

doan 2023 - 2025;
Xét d@é ngh; ciia T6 chuyen gia tai To trinh 56 06/TTr-TCG ngay 22 thang

01 ndm 2024 va dé ngh; cua Té tham dinh tai Bdo céo sé 06/BC-TTD ngay 23
thang 01 ndm 2024 vé viéc dé nghz phé duyét két qua lywa chon nha thdu goi thdu
mua thuéc generic cho cdc co s6 y té cong ldp trén dia ban tinh Binh Phudc dot

1 giai doan 2023 - 2025,

QUYKLT DINH:

Pidu 1. Phé duyét két qué lya chon nha thdu géi thiu mua thudc generic
cho céc co s¢ y té cong ldp trén dja ban tinh Binh Phudc dot 1 giai doan 2023 -
2025 nhur sau:

1. Tén nha théau trang thau: (dinh kém danh sdch nha théu tring thau,
. danh muc m@t hang trung thau cua timg nha thau, danh muc mdt hang tring

 thdu ctia timg dom vi)

2. Téng gi4 tri triing thau: 588.199.855.390 ddng (Nam tram tdm muci
tdm ty, mot trdm chin muoi chin triéu, tdm tram ndm muoi ldm ngan, ba tram
chin moi dong).

3. Loai hop dong: Hop déng theo don gi ¢b dinh.
4. Thoi gian thuc hién hop ddng: 730 ngay.

//»‘g’/ = - % \%’\\






5. Gia trj bao dam thuc hién hop déng;: 5% gia tri hop ddng.

Bit’éu'2. Giam déc céc co soy té cong lap trong tinh chiu trach nhiém hoan
thién, ky két va thuc hién hgp déng vdi cac nha thau tring thau theo dang quy
dinh hién hanh cia Nha nudc. ‘

_ Diéu 3. Quyét dinh nay ¢4 hi¢u luc ké tir ngay ky. Cac nha thau ¢6 tén tai
biéu 1, cag don vi va céc ca nhén c6 lién quan chiu trach nhiém thi hanh Quyét

dinh nay./
GIAM pOC

Noi nhin:
-Nhur Diéu 3;
- UBND tinh (dé b/c);
- Giam dbc, cac PGD;
- Ban BVCSSKCB (01 ban chinh);
- KBNN tinh (01 ban chinh);
- KBNN céc huyén, thj, thanh phé (mbi dom vi 01 ban chinh);
- BHXH tinh (0] ban chinh);
- Céc don vj trye thude S& (mdi don vi 01 ban chinh);
- TTYT cée huyén, thi, thanh phé {mdi don vj 01 ban chinh);
- Laru VT, NV (01 ban chinh).







BANG TONG HQP KET QUA THUOC TRUNG THAU
MUA THUOC GENERIC CHO CAC CO SO Y TE CONG LAP TREN BJA BAN TINH BINH PHUGC BJT 1 GIAI POAN 2023 — 2025
(Kem theo Quyét dinh s6 46/0D-SYT ngdy 23 théng 01 nim 2024)

STT Mi Phin Hoat chat Thinh Tén thube ShK Han Ham lrgmg Dang bao ché Duimg | Domvj | Quy cich déng géi Hing san xuat Nuére san xuit [ Gid tring thaw | S6 lrgng tring Thanh tien
{15) phin thude hodc sé dimg ding tinh thiu
GPNK (Thing)
(1 2) 3) @ 5} 6) [©] (8) (9 (10) (1 (12 (13) (14) (15) (16) (7
-a'mc TY CO PHAN DUGC PHAM NAM HA
N1
1| PP2300421 |Regular huaman insulin Scilin R QLSP-0650- |36 401U/ml Dung dich igm Tiém Lo |Hop Ol lox 10ml Bioton S. A Poland 104.000 53520 556.608.000
550 13
2} PP2300421 |Isophane human insulin Scilin N QLSP-0649- |36 401U/ ml Hbn dich tiém Tiém Lo |Hop 01 dgx 10ml Bioton 5. A Poland 104,000 5.500,0] 572.000.000|
551 13
TONG CONG 2,00 1128608000
N4
3| PP2300421 | Propyithiouracil Propylthiouracil VD-31138-18}36 50mg Vién nén Ubng Vién |Hop 1 lo 100 vién Céng ty c6 phﬁn duoc Viét Nam 315 114.000,0| 35.910.000
873 phém Nam Ha
: TONG CONG 1,00 35910000

. TONG CONG 1164518000
FI CONG TY CO PHAN DUGC PHAM TAY NINH

N1
1| PP2300421 |Piracetam Pracetam 400 VD-22675-15|36 400mg Vién nén bao phim Ubng Vién |Hop 10 vix 10 vién Céng ty TNHH Lién  [Viét Nam 200 460.000,0 368.000.000
843 doanh Stellapharm -
Chi nhénh 1
2| PP2300421 | Sitagliptin Gliptinestad 25 89311013372]24 25mg 'Vién nén bao phim Ubng Vién |Hop 2 vix 14 vién Céng ty TNHH Lién | Viét Nam 5.400 160.000,01 264.000.000
934 3 Doanh Stellapharm -
Chi nhénh 1
3| PP2300422 |Valsartan Valsartan STELLA [89311010792 |24 40mg Vién nén bao plum Ubng Vién [Hp3 vix 10 wvién Céng Ty TNHH Lién | Viét Nam 3,500 221.000,0 773 500.000
056 40 mg 3 (VD- Doanh Stellapharm -
26570-17) Chi nhénh |
TONG CONG

TONG CONG 2005500000
CONG TY CO PHAN DU(IC PHAM TV.PHARM

N3

1]PP2300421 | Methylprednisolon Methylsolon 16 VD-22238.15|36 16mg Vién nén Ubng Vign [Hop 2 vix 10 wién Cong ty ¢& phan dugc [Viét Nam 757 325.000,0 246.025.000]
689 phim TV.Pharm

TONG CONG 1,00 246025000)

12 2 Sed lap
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M4 Phin
13)

Hogt cht

Thinh
phin thube

Tén thube

SDK
hofc b
GPNK

Hgn
dang
(Thing)

Him hegng

Dgng bio che

Btrimg
ding

Pon vj
tinh

Quy cdch déng gél

Héng sAn xuat

Nirgre sin xudl

Gif tring thin

§b lirgmg tring Thanh tien

thhu

()

2)

(3)

(&)

%)

(6)

(8)

9

(10}

(1)

(12)

(13)

(14)

(15)

(16} (t7)

PP2300422
034

1 lidu (0,5 mi);

- Polysaccharide Nio
mb chu (nhom huydt
thanh A) (dom gié chng
hop) 4 pg (meg);

- Polysaccharide Nio
mb cdu (nhém huydt
thanh C) {don gia cdng
hop) 4 pg (meg);

- Polysaccharide Nio
mb cdu (nhom huyét
thanh YY) (don gid chng
hop) 4 g (meg).

- Polysaccharide Nio
md chu (nhom huyét
thanh W-135) (don gid
cbng hop) 4 pg (meg).
- Protein gii d3c b
Bach hiu (Protein mang
cdng hop
polysaccharide 88 wii
tht ¢4 chc nhom huyé
thanh)*(* Lueng gidi
65¢ 16 Bach hhu 13
lrong ude tinh vi phy
thudc vio tl 6 giira
polysaccharide cong
hop vi protein) 48 ug
(meg)

Menactra

QLVX-H03-
111118

0.5/ ligu

Thubc tiém

Tiém bip

Hop 1 do, ko | lidux
0,5ml

Sanofi Pasteur Inc.

My

1.050.000)

1.810,0 1.900.500.000

CONG TY TNHH DUQC PHAM VA TRANG THI

B| Y TE USS PHARMA

TONG CONG

2425500000
1064020368

PP2300421
267

Captopnt

Captopril STADA
25mg

VD-15166-21

25mg

Vién

Vign

Hop 10 vi x 10 vién

Nha mdy Stada VN

Vidt Nam

422

201.000,0, M.BZZ.OOOl

CONG TY TNHH DUQC PH.

TONG CONG|

1,00

VD-34895-20

1| PP2300421 |Bisoprolol fumarat Bihasal § 36 Smg Vién nén bao phim Udng Vign |HépO0Svix10wén |Congty TNHH Hasan [Viét Nam 375 806.800,0 302.550.000
230 - Dermapharm

2| PP23004211Gabapentin GabaHasan 300 29311020882 |48 300mg Vién nang cimg Ubng Vién [Hép 03 vix 10vidn; |Cong ty TNHH Hasan [Viét Nam 3108 582.000,0 1.808.856.000]
464 3 Hop 10vix 1Ovién |- Dermapharm

3| PP2300421 | Glibenclarid Hasanbest 5002.5 JVD-32391-19|36 2.5mg500mg  [vién nén bao phim Udng Vidn |Hop2vi 8vix 15 Céng ty TNHH Hasan |Viét Nam 1.743] 497.000.01 £66.271.000]
475 Metformin hydroclorid viégn - Dermapharm
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STT | Mi Phan Hont chit Thinh Tén thuoe SDK Hyn Ham hrgng Dang bio ché Duimg | Ponvi | Quy ciich déng géi Hing sin xudt | Nirbe sin suat | Gik tning than | 56 hrgng tning Thinh tien
18 phiin thude hoge sb diing diing tinh thiu
GPNK | (Thing)
(n 2 (3 ) (5 6) U] (8) 9) (10) ({1} 2) n (14 (35 (16) (7
4| PP2300421 [Glimepirid Comiaryl VD-33885-1936 2mg 500mg vién nén bao phim Ubng Viégn [Hop3 v 10vix 10 |Céng ty TNHH Hasan [Vigs Nam 2,390| 1,570.000,0 3.752.300.000
491 |Metformin hydroclorid 2mg/500mg vitn - Dermapharm
5| PP2300421 | Pregabaln [Premilin 75mg VD-25975-16{36 75mg vién nang eimg Ubng Vign |Hop3vix10vién  [Céng ry TNHH Hasan [Viét Nam 5,775 5$29.000,0| 3.054.975,000]
B65 - Dermapharm
6| PP2300421 [Telmisaran Mibetel HCT VD-30848-18|36 40mg 12,5mg | Vién nén Ubng Vign [Hap LOvi x 10vién |Cong ty TNHH fidn [ Vidt Nam 4.26)) 933.200,0) 3.978.231.600
961 Hydroclorothiazid doanh Hasan-
Dermapharm
TONG CONG 6,00 13763183600
N4
7| PP2300421 [ Acetyteysiein |Effer - Acehasan  [89310010002 |24 100mg vién nén shi bot Ubng Vign |HoplOvix4vidn  [Céng ty TNHH Hasan [Vidt Nam 1.092) 375.000,0] 409.500.000
105 100 3 o
8] PP2300421 | Callei carbonat Caleium Hasan VD-28536-17[36 150mgl470mg | vién nén s bot Ubng Vién |Hop I tuyp 1Zvitn  |Céng ty TNHH Hasan |Viét Nam 1.788 1.112,000,0 1.984 920,000
251 |Caki gluconotactat 250mg - Dermapharm
9] PP2300421 | Dibydro ergotamin Migomik VD-23371-15[36 Img vién nén Udng Vién |Hop3vi x 10vién |Congty TNHH ign | Viét Nam 1.932 93,296,0 180.247.872
366 mesylat doanh Hasan-
Dermapharm
10[ PP230042 1 | Etodolac Hasadolac 300 VD-29508-18[36 300mg vién nén bao phim Ubng Vién [Hop10vix10vitn  [Congry TNHH Ii#n  [Vi&t Nam 3192 175,000,0} 553,600,000
42t doanh Hasan-
Dermapharm
11[PP230042 | | Fenofibrat Mibefen NT 145 |VD-34476-20]36 145mg Vién nén bao phim Ubng Vién [HépIvix10vien  [Congty TNHH litn  [Vaét Nam 3,087, 853.000,0 2,633.211.000
440 doanh Hasan-
Dermapharm
12| PP230042 | fFurosemid Spinalac plus VD-29490-18|36 20mg50mg vien nén Ubng Vidn [HépSvix10vitn  [Cong ty TNHH Hesan [Viét Nam 1.050] 320.000,0] 336.000.000
463 Spironolacton « Dermapharm
13| PP2300421 [ Gatantamin Giberyl 12 VD-33221-19]36 12mg vién nén bao phim Ubng Vien |Hép3vixl4vitn  |Congty TNHHlién  [Viét Nam 17.850 66.000,0) 1.178.100.000|
467 doanh Hasan-
Dermapharm
14| PP2300421 | Glibenclamid Hasanbest 50025 [VD-32391-19]36 2.5mg500mg  |vién nén bao phim Ubng Vitn |Hop2vi Evix15  |Cong ty TNHH Hasan [Vidt Nam 1.743 776.000,0 1.352,568.000
476 Metformmn hydroclorid vidn - Dermapharm
15| PP2300421 | Glimepinid Comiaryl VD-13885-19(36 2mg 500mg vitn nén beo phim Ubng Viégn |HOp3I vi. 10vix 10 [Cong ty TNHH Hasan [Viét Nam 2.390) 3.100.000,0 7.409.000.000
492 Metformin hydroclorid 2wng/500mg. . vién - Dermapharm
16| PP230042 1 [Hyoscin butylbromid Brocizin 20 VD-12406-19(36 20mg vitn nén bao phim Uéng Vién |Hop3vi x 10vién  |Céngty TNHH lién [Vt Nam 3.465 238.000.0] 824.670.000]
513 doanh Hasan-
Dermapharm
17] PP2300421 |Ketorolee cromethamin Etonsaid 10 VD-33902-19(36 10mg vién nén phin tan Uéng Vign {Hép3vix10vitn  [Céngty TNHHlign  |Vids Nam 1,785 55.000.0] 98.175.000
594 doanh Hasan-
Dermapharm
18] PP2300421 | Levodopa Masopen 100410 |VD-33908-19]36 100mgl0my  |vién nén Ubng Vien {Hép3vix10vitn  |Congty TNHHlién  |Vidt Nam 2,982 15.000,0 44.730.000
608 Carbidopa doanh Hasan-
Dermapharm
19| PP2300421 [Magnesi hydroxid Mathomax-s gel  [VD-33910-19[36 800my800mg60 |hon dich wong Ubng G6i |Hop30goix 1Omé  |Céngty TNHH lign  [Vids Nam 3,848 130,000,0 500.240.000)
650 Nhdm hydroxid plus mg doanh Hasan-
Simethicon Dermapharm
20| PP230042 | [Magnesi hydroxid Hamigel-§ VD-16243-22(36 800,4mg hén dich ubng Ubng G6i  [Hop 30 gdix [0ml  [Céngty TNHH Lién  |Vidt Nam 3.402 180.000,0 612.360.000
652 |Nhdm hydroxid 3058,83mg doanh Hasan -
Simethicon 80mg Dermapharm
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CONG TY TNHH DAL BAC - MI

N NAM

STT M Phiin Hoat chat Thinh Ten thuse SbK Han Ham hryng Dang bio che Buimg | Pomvi | Quy cach déng géi Hing san xuat Nuérc sin zuat | Gid triing thau | S5 Tugng tring Thanh tien
(18) phin thuéc hodc sé dimg dimg tinh thiu
GPNK | (Théng)
1] ) 3 (4) (5) (6) (N (8) (&) (10) (1) (12) (13) (14) (15 (16) (a7
21| PP2300421 | Magnesi hydroxyd Gelactive VD-31402-18|36 400mg 300mg  |Hén dich ubng Ubng Goi |Hop 30 goi x 10ml Cong ty TNHH Lién Viét Nam 2.3%4 880.000,0 2.106.720.000
654 Nhom hydroxyd doanh Hasan-
Dermapharm
22| PP2300421 | Metformin hydroclonid DH-Metglu XR VD-27507-17|36 1g vién nén phong thich Ubng Vién |Hép S, 10vix 10 |Cong ty TNHH Hasan {Viét Nam 1.806] 1.526.000,0 2.755.956.000
677 1000 keéo dai vign - Dermapharm
23] PP2300421 |Metformin hydroclorid DH-Metglu XR 500|VD-31392-18]36 500mg Vign nén phong thich Ubng Vién |Hep 10 vix 10wvién  |Cong ty TNHH Hasan |Viét Nam 672] 2.570.000,0] 1.727.040.000
679 kéo dai - Dermapharm
24| PP2300421 | Rivaroxaban Rivahasan 20 89311013362 |36 20mg Vién nén bao phim Uéng Vién |H6pO02vix15vién, |Coéngty TNHH Lign  {Viét Nam 12,999 12.000.0 155.988.000
896 3 Hép 06 vix 15 vién,  |deanh Hasan -
Hop 10 vién x 15 vién | Dermapharm
25| PP2300421 | Saccharonwyees bowlardii MICEZYM 100 QLSP-947-16)24 226x10°CFU  |Thuoc bt Ubng Goi |Hop30gdix10g Cong ty TNHH hén | Viét Nam 3.948! 940.000,0 3.711.120.000
905 doanh Hasan-
Dermapharm
26§ PP2300421 | Tranexamic acid Duhemos 500 89311039802 |36 S00mg vién nén bao phun tan Ubng Vién |Hép S vix 10 vién Cong ty TNHH lién Viét Nam 2.499 53.900,0 134.696.100
998 3 trong rudt doanh Hasan-
Dermapharm
TONG CONG 20,00 28713841972
N$
271 PP230042] fMetfornun hydroclond DH-Metgiu XR 500 |VD-31392-18|36 500mg Vién nén phong thich Ubng Vién [Hop 10vix 10wén  |Cong ty TNHH Hasan |Viét Nam 672 1.420.000,0 ©54.240.000
581 kéo da - Dermapharm
TONG CONG 1,00 954240000
CONG TY TNHH DUQC TAM DAN
N1
1| PP2300421 [Colistin (dutn dang Colistimethate for |VN-20727-17148 150mg Bt dong khd pha tiém Tiém Lo |Hoplle Patheon Usa 1.198.050| 1.600,0 1.198.050.000
138 Colistimethal natr) Injection U.S P Manufacturing
Services LLC
2| PP2300421 |Irbesartan CoRycardon 'WVN-22389-19{24 150mg + 12,5mg | Vién nén bao phim Uong Vien |Hop3 vix 10 vidn Delorbis Cyprus 3.087 193.000,04 595.791.000
564 + Hydrochlorothiazide Pharmaceuticals Ltd.
TONG CONG 1,00 1793841000

PP2300421
609

Levofloxacin

Letdion

VN-22724-21

36

0.5% x 5ml

Dung dich nhé mét

Nhé mit

Hop 1 lp 5ml

Rompharm Company
SRL.

Rumani

84.000

6.000,0]

504.000.000

CONG TY TNHH LYNH FARMA

TONG CONG

1,00

504000060
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'/& }‘\‘ Ky béni: Cue Crain . . . - . . .
@ Eﬁw BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
wm 'CUC QUAN LY DUQC Pic lap - Ty do - Hanh phic

S6: 86  /QDP-QLD Ha Ngi, ngay 30 thang 01 ndm 2024

QUYET DINH

dinh chuc ndng, nhzem vu, quyen han va co cdu t6 chirc ctia B Y té;

Cdn cit Quyét dinh 56 1 969/QD-BYT ngay 26/4/2023 cua Bj truong B6 Y té
quy dinh chitc ndng, nhiém vu, quyén han va co cdu té chize cia Cuc Qudn 1y Durge
thude B6 Y 1é;

Can cir Théng tu s6 08/2022/TT-BYT ngay 05/09/2022 ctia Bé triecng B6 Y té

quy dinh viéc ddng ky lwu hanh thuéc, nguyén lzeu lam thuoc

Cén cir két lugn cia Hji dong te van cdp gidy ding ky hwu hanh thuéc,
nguyén ligu lam thuéc - Bg Y té dgt 191 phién 2 tai Céng van sé6 101/HPTVV-
VPHD ngay 11/12/2023 cia Vin phong Hi dong tu van cap GPKLH thudc,
nguyén ligu lam thudc;

Theo dé nghi ctia Triong phong Ping ky thube, Cuc Quan Iy Duorc.

QUYELT PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 19 thudc san xuét trong
nudce duge gia han gidy dang ky hru hanh tai Viét Nam - Dot 191.2, cu thé:

1. Danh myc 18 thudc sén xuét trong nudce duge gia han gidy ding ky luu hanh
hiéu luc 05 nim (Phu luc I kéem theo).

2. Danh muyc 01 thudc san xuét trong nudc duge gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc 11 kém theo).

Diéu 2. Co s& san xuét va co sd ding ky thube cé trach nhiém:

1. San xuét thudc theo ding céc hd so, tai liéu da dang ky véi BS Y té va phai
in s6 dang ky dugc B4 Y té Viét Nam c4p lén nhin thuéc.

2. Chi dugc sén xudt, dua ra luu hanh cac thude kiém soat dic biét khi co Giy
ching nhan dua didu kién kinh doanh duge pham vi kinh doanh thuée phai kiém sot
dac biét phu hqp v6i pham vi hoat dong clia co s¢ dap tmg 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
sb diéu va bién phép thi hanh Luat Dugec.

3. Thyc hién viéc c@p nhat tiéu chufn chat lugng cua thudc theo quy dinh tai
Théng tu s 11/2018/TT-BYT ngay 04/5/2018 ciia B§ truong BS Y t€ quy dinh vé
chét lugng thuée, nguyén liéu lam thude.

4. Thubc duoc g:a han glay déng ky luu hanh tai Quyet dinh nay nhung chua
nép hd so cap nhit ndi dung nhan thude, & huéng din sir dung thudc theo quy dinh
ctia Théng tr 01/2018/TT-BYT ngay 18/01/2018 cta B trudng Bd Y (€ thi phai thuc
hién cdp nhat theo quy dinh tai diém b Khoan 1 Piéu 37 Théng tu s6 01/2018/TT-BYT
trong thosi han 12 thang ké tir ngay duoc gia han gidy ding ky luu hanh.
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5. Sau 12 théng ké tir ngay ky ban hanh Quyét dinh nay, cac thudc dugce gia han
glay ding ky luu hanh theo Quyet dinh nay c6 thay ddi vé noi dung hanh chinh (bao
gbm ca mau nhin va t& huéng dan st dung thudc) phai san xudt va luu hanh véi céc
ndi dung d& dugc phé duyét thay dbi trong hé so gia han.

6. Co s¢ diang ky thudc phai bao dam duy tri diéu kién hoat dong trong thai gian
hiéu luc cua glay dang ky luu hanh thudc, nguycn liéu 1am thubc. Trong trudng hop
khéng con dap g di diéu kién hoat ddng, co s& ding ky phai c6 trach nhiém thyc
hién thay ddi co s& ding ky theo quy dinh tai Théng tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngdy co s¢ déng ky khong con du diéu kién hoat dong.

7. Co sé& san xuit thude phai bao dam céc diéu kién hoat dong cta co s& sin
xuit trong thoi han hi¢u lyc cia gmy dang ky lwu hanh thudc, nguycn liéu tam thudc.

8. Céc thuoc dugc gia han giay déng ky luu hanh tai Quyét dinh nay duoc tlep
tuc sir dung so dang ky da cap trude khi gia han trong thdi han t6i da 12 thang ké tir
ngay dugc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Dicu 4. Gidm déc S Y té céc tinh, thanh phd tryc thude Trung vong va Gidm
déc co s& san xuit va co sé dang ky cé thude tai Piéu 1 chiju trach nhiém thi hanh
Quyét dinh nay./. )
Naoi nhin: CUC TRUONG
- Nhu Biéu 4; TS
- BT. Pdo Hong Lan (dé b/c);
- TT. D6 Xuén Tuyén (dé bic); i
- Cyc Quan y - B§ Quéc phang, Cuc Y té - By Cong an} 3
-CucY i€ GTVT - B6 Giao théng vén tai;
- Tong Cyc Hai quan - B§ Tai chinh;

- Béo hiem xa hoi Viét Nam;

-BO Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
Bg, Vin phong HDTV cap GPKLH thude, NLLT;

- Vign KN thuée TU,, Vién KN thudc TP. HCM;

- Tdng Céng ty Dugc Viét Nam - Céng ty CP;

- Céc B¢nh vién, Vién c6 giudng bénh tryc thuje BY Y té;
- Trung tim mua sim tap trung thudc quéc gia;

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

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







Phu luc I
DANH MUC 18 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - POT 191.2
(Kém theo Quyét dinh sé 86 /OP-QLD ngay30 thdang 01 ndm 2024

ctia Cuc Quan ly Duoc)
STT | Tén thubc |Hoat chit chinh | Dang bdo |Quy cich déng [ Tiéu |Tuditho | Sdadangky | SO lan
- Ham lrgng ché g6i chuin | (théng) gia han gia han
(S6 didng ky
da cip)
(1) 2) 3) 4) (5 (6) @) 3) )

1. Co s& diing ky: Cong ty TNHH Abbott Healthcare Viét Nam (Dia chi: S6 35, Dai Lo Ty Do, KCN Viét Nam -
Singapore, Phurdmg An Phi, Thanh phd Thuan An, Tinh Binh Duong, Viét Nam)

1.1. Co s& san xut: Cong ty TNHH Abbott Healthcare Vigt Nam (Dia chi: Sé 35, Pai L§ Ty Do, KCN Viét Nam -
Singapore, Phudmg An Pha, Thanh phé Thuan An, Tinh Binh Duong, Viét Nam)

1 Spaverox Drotaverin Vién nén Hép2vix 10 NSX 24 893110038824 1
hydroclorid 40mg vién; Hop 3 vi x (VD-30813-18)
10 vién; Hfp S
vi x 10 vién

2. Co' s¢ diing ky: Cong ty ¢6 phin Dirge Danapha (Dija chi: 253 Diing ST Thanh Khé, Phudng Thanh Khé Téy, Quén
Thanh Khé, Thanh phé Da Ning, Viét Nam)

2.1. Co si¥ sén xuat: Cong ty ¢b phin Dugce Danapha (Dja chi: 253 Diing ST Thanh Khé, Phudmg Thanh Khé Tay, Quén
Thanh Khé, Thanh phd Da Ning, Viét Nam)

2 |Thudc nhod Natri clorid 0,9% |Dung dich |Hép | lp x NSX 24 893100038924 1
mit - mili thuéc nhé  [10ml; Hép 50 lo (VD-17833-12)
natri clorid mét, nhd x 10ml
0,9% Danapha mii

3. Co sé ding ky: Cong ty c6 phan Durge phim 3/2 (Pia chi: 601 Céch Mang Théng T4m, phudng 15, quén 10, TP. Ho
Chi Minh, Viét Nam)

3.1. Co sé san xuét: Cong ty ¢b phin Duge phim 3/2 (Dia chi: 930 C2, Pudng C, KCN Cét L4i, Cym I1, Phudng Thanh
M§ Lgi, Quéan 2, TP. H6 Chi Minh, Viét Nam)

3 |Hiskast Montelukast Cémpha  [Hop 28 goi x NSX 24 893110039024 1
(dudi dang héndich  [0,5 gam (VD-19305-13)
montelukast uéng
natri) 4mg
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4. Co s& ding ky: Céng ty c6 phan duge phdm Agimexpharm (Dia chi: 27 Nguyén Thai Hoc, Phuang My Binh, Thanh
phé Long Xuyén, Tinh An Giang, Viét Nam)

4.1. Co s& san xuét: Chi nhanh Céng ty cb phin dugc phim Agimexpharm - Nha my sin xuft dwge phim
Agimexpharm (Dia chi: Dudng Vi Treng Phung, Khém Thanh An, P. M§ Théi, TP. Long Xuyén, An Giang, Viét Nam)

4 |Fenagi 75 Diclofenac natri [Viénnén  |Hép 10 vix 10 NSX 24 893110039124 1
75mg bao phim  |vién (VD-30279-18)
tan trong
rudt

5. Co st dang ky: Cong ty C6 ph%n Duge phim An Thién (Dia chi: 314 Boéng Sao, phuong 5, quén 8, Tp.Hé Chi Minh,
Viét Nam)

5.1. Co s& san xuit: Cong ty C8 phin Dugc phdm An Thién (Bja chi: L6 C16, Puomg s6 9, khu cong nghiép Hiép Phuéc,
Huyén Nha B¢, Thanh phé H6 Chi Minh, Viét Nam)
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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Pic ldp - Ty do - Hanh phic
DRUG ADMINISTRATION OF VIETNAM Indcpendence - Freedom - Happiness

Tel: 84.24.37366483/38464413 - Fax: 84.24.38234758

i

138A Gidng V3 - Ha N§i - Viet Nam

P LUU HANH SAN PHAM

TRACH NHIEM KU HaN ARKETING AUTHORIZATION

Tént DU?C P Hasadolac 300

Name o \{r g

Thanh phgh ki Whitong :  Etodolac 300mg

Active Ingredidwts.- B et - .

Qui cach déng gdi, bao ché Hép 03 vi x 10 vién; Hop 05 vi x 10 vién; Hop 10 vix 10
Packing Size, Dosage form: _/’ . vién; Vién nén bao phim .

Tiéu chuan chét lvong .- TCCs i -

Quality Specification: i al o

Han dung , . .+ -36thang -~

Shelf- life: : " :

Sé gidy phép luwu hanh san pham (SDK) VD-29508-18 .

Marketing Authorization Number: :

S6 quyét dinh © 99/QP-QLD ~ Ngay cap: 22/02/2018
Approval Decision Number . Dote of lssuance:

Hiéu lwre clia gidy phép lwu hanh san pham: cé gia trj 05 nam ké ti ngay cap
Expiration Date of this Markefing Authonization:

Tén co s& Gang ky - Cong ty TNHH Llen doanh HASAN DERMAPHARM

Name of Marketmg Authorization Hofdar

Piachi' ~ - LOB- E)womg sb2- Khu Céng nghxep Dong An - Th; xa L
Address.’ . : Thuan An - Tinh Binh Dwong - Viét Nam i Z
Tén co s& san xuat : Cobng ty TNHH Lién doanh HASAN - . @
Name of Manufacturer. DERMAPHARM ﬁ h
Dja chi 3 - L6B-Buongsd2- Khu Céng nghlep Bong An - Thi xa fﬁ
Address: Thuén An - Tinh Binh Duong - Viét Nam b

Tén co s& dong goi , v -
Name of Assembler .

Pia chi : A P
Address: =

- Ha Nof ngay 22 thang 02 nam 20178
KT. CUC TRUONG CUC QUAN LY DUQC
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

PHO CUC TRUVONG
DEPUTY GENERAL-DIRECTOR

Ghi chii: wote)
1- Gidy phép luru hanh san phdm nay dugc cp theo dung hd §0
dang ky thudc 0 dugc BY Y té phé duyét.
This marketing authorization has been issued in accordance with the dosYax :
approved by the Viatnam Ministry of Health.
2- BAt c(r sy thay ddi nao vé& ndi dung cla gidy phép phai dug?

Cuc Quan Ly Duge - B Y 1é xac nhan. >
Any vaniations of the cantents of the marketing authorization are required to be &“l‘;‘;é
adopted by the Drug Adminisiration of Vietnam.
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