UBND TINH KIEN GIANG ~ CONG HOA XA HQI CHU NGHIA VIET NAM

SOY TE Dac lap — Tw do — Hanh phic
S6: 559 /SYT-NVD Kién Giang, ngay 04 thang 03 nam 2025

Vv diéu chinh théng tin thuoe
tring thau tai Quyet dinh so
1465/QD-SYT ngay 16/5/2024
(1an 33).

Kinh gui:

{UNGTAMYTEGMNG A - Céc don vi true thude S Y té:

- Bénh vien Binh An;
- Bénh xa Cong an tinh;
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- Cac nha thau.

(Sau day goi chung la cac don vi)

Can cu Quy ét dinh s6 1465 QD SYT nga\, 16/5/2024 cua S& Y té VC viéc
phé duyét két qua hua chon nha thau G01 6 1: G6i thau thude generic cap cuu
thude ké hoach lwa chon nha thau cung cap thudc tap trung tinh Kién Giang, giai
doan 2023-2025 (dot 3). (Theo Quyét dinh sd 3432/QD-UBND ngay 29/12/2023
cua UBND tinh Kién (na.no) Can cu tat Muc DKC 26.1 Chuwong VII Diéu kién
cu thé cua hop dong tai E-HO so moi thau.

Trén co sa dé nghi cua nha thau Cong ty TNHH Duoc pham va Trang
Tinet bi Y té Hoang Puc ta1 Cong van s6 S11/2025/TENDER ngay 26/02/2025
vé viée thay doi thong tin sé dang ky gia han thude tring thau (dinh keém).

SO Y té thong bao dén cac nha thau va cac don vi viéc diéu chinh thong tin
thude trang thau tai (Phu luc Danh muc thude triing thau diéu chinh théng tin
dinh kent) ,

C'éc n6i dung khac lién quan dén cic thude tring thau néu trén tai Quyét
dinh s& 1465/QD-SYT ngay 16/5/2024 ctia S6 Y té gitt nguyén khong thay dbi.

S& Y té thong bao dén nha thau va cac don v 1 duoc biét. thue hién./.

Noi nhan: GIAM POC
- Nhar frén:

- GD va cac PGP SYT (dé bic)
- BHXH tinh:

- Kho bac nha mrde unh:

- Hoi déng dau thau:

- Trang thong tin dién tw SYT:
= RFPERL &Y

-Luu: VTI. NVD. lvininh.
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Phu tuc ) i
DANH MUC THUOC TRUNG THAT DIEU CHINH THONG TIN

1. CONG TY TNHH DUQC PHAM VA TRANG THIET BI Y TE HOANG DUC
Dia chi: 12 ‘-’\ng_r_l_‘f{{ Ifiésf.u,f:l!'f_zf.::_lif_zﬁ 4, Quan 3, TP.HCM

Hoat u < e | Hgn Ham Thoung tin diéu |
STT chit Tén thuoc hodc so i dung firdae chink
6 T £ i
| Gia han sb dang ky
1 Natri Depakine | 840114019124(\'N ; 16 200 ™ hru hinh:
valproat 200mg -21128-18; P 1 i 840114019124
{ (VN-21128-18)




CONG TY THHH DUJC PHRAM &

/ //' TRANG THIET BI Y TE ) . % P Hif NGHIA VI M
V4, , CONG HOA XA HOI C ET NA
il HOANG DUC Die lip - Tu do — Hanh phitc
150 900t : 2008

Vi Biic ¥hde Cdng £5ng

. 511/2025/TENDER Tp. HCM, ngay 26 thdang 02 ndm 2025
(V/v 56 ddng ky Depakine 200mg)

Kinh gitri: SO Y TE TINH KIEN GIANG

Loi ddu tién, Cong ty TNHH Dwge Phiim va Trang Thiét Bi Y & Hoang Pire chin
thanh ¢dm on Quy SO dd quan tim (ng hd cdc san pham ctia cong ty ching t6i phan phoi
trong sudt thoi gian qua.

Can civ Quyét dinh 56 1465/QD-SYT ngay 16/5/2024 ciia S6 Y 1é vé viéc phé duyét két
qua lua chon nha thau Goi 56 1: Géi thau thube generic cc"fp ciiu thude Ké hoach lya
chon nha thau cung cdp thuoc tap trung tinh Kién Giang, giai doan 2023 — 2025 (dot 3);

Cén cit kha ndng cung ting hang héa cia Cong ty TNHH Duge Phiam & Trang Thiét
Bi Y té Hoang Pikc.

Céng ty TNHH Duoc Phim va Trang Thiét Bi Y t& Hoang Pirc 1a nha phén phéi
chinh thirc cho san pham Depakine 200mg (Natri valproat 200mg). Chiing t61 dé tring
thiu séan phdm Depakine 200mg tai Quy S&. Nhung hién tai, san phim nay da duge Cuc
Quan 1y Duoc cip sb ding ky mdi 840114019124, 16 hang theo sb ding ky mdi ndy da
duoe nhap ve kho va sé cung (ing cho Quy S,

Béng vin ban nay, ching toi xin thong bao vé viée diéu chinh va cung Gng san pham
Depakine 200mg theo sb ding ky méi 840114019124, Viée thay ddi S6 ding ky nay
khéng anh hudng dén cac théng tin khéc cling nhu chat lugng san pham. (d@inh kém Quyét
dinh s6 3/OD-OLD ngay 03/01/2024 ciia Cuc Quan Iy Duoc dé Quy So ddi chiéu).

Kinh mong Quy S& xem xét va chap thun.

Tran trong cdm on va kinh chao!

Noi nhan:
- Nhu trén
- Luu phong thau
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‘ QUYET PINH
_Vé vigc ban hanh danh myc 231 thudc nwéc ngoai
cap, gia han gmv didng k7 Iiu hanh tai Viét Nam - Pot 117.2

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Duwoc so 105/2016/0H13 gy 06/4/2016;

Céin ctr Neghi dinh 90 95/2022/ND-CP ngév 15/11/2022 cua Chinh phit quy dinh

chikc ndng, nhiém vy, quyen han va co cdu (6 cinre ciia B Y 1é,

Cén cit Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 ciia B truong Bj Y 1é quy

dinh chirc ndng, nhiém vu, quyén hgn va co cé: ¢ 16 chire ctia Cue Quan Iy Duoc thude

BoY 16,

Coin it Théng te 6 08/2022/TT-BYT ng ’i 5/09/2022 ciia B trudmg B6 Y té quy

dinh viée ding ky heu hanh thuée, n,quvc,ﬂ JIRETY J}mm

Cén cir két tudn crm Hi dong tw vdn ofn gidy r’fm,q kp lww hamh thuée, nguyén

lidu lam thuée - B6 Y té;
Theo dé nghi ciia Trudng phong Ding &y thidc - Cue Quan Iy Diroc.

QUYET DINH:

Bleu 1. Ban hanh kém theo Quyét dinh nay danh muc 231 thube nuéc ngoai

duoc cip, gia han gidy déing ky lou hanh tai Viét Nam - Dot 117.2, cu thé:

1. Danh muc 01 thube nude ngoai duge cip gidy dang ky luu hanh higu lue 05

nam - Dot 117.2 (tai Phu luc I kém theo).

2. Danh muc 206 thubc nudc ngodi duge gia ban gidy dang ky lwu hanh higu

lirc 05 nadm - Bot 117.2 (Phu luc 1 kém thec)

3. Danh muc 24 thube nude ngoai dirge gia han gidy dang ky luu hanh hiéu luc

03 ndm - Dqt 117.2 (Phu [uc_ 1 kém theo). 5
Piéu 2. Cor s¢ san xuét va co sd ding kv thude 6 trach nhiém:

1. Cung chp thube vao Viét Nam theo .ﬁmg céc ho so, tai lidu di dang ky vai

B6 Y té va phai in hoéc dan sé diing ky duce B Y té cip 1én nhan thude.

2 Chap hanh day dt phap luét cua vude CHXTCN Vigt Nam va céc quy dinh
ctia B6 Y t& v& nhap khau thude va lom hih thude tai Viét Nam, néu cé bét cir thay
ddi gi trong qué trinh luwu hanh thudc & nude s& tai va & Vit Nam thi phai bdo cdo

ngay cho Cuc Quén 1y Duge - B Y 1€ Vigi Nam.

3. Thuc hién viée cép nhit tiéu chudn chat hrong cta thude theo quy dinh tai
Théng tr s6 11/2018/TT-BYT ngay 04/5/2018 ctua Bd truong B Y 1€ quy dinh vé chat

luong thude, nguyén liéu lam thube.

4. Cap nhat nhan thudc va t& huéng dan sir dung thude theo quy dinh tai Thong
tir 01/2018/TT-BYT ngay 18/01/2018 ciia B3 trudng B6 Y té quy dinh ghi nhin thuéc,
nguyén liéu 1am thudc va t& huémg din st dung thudc theo hinh thire thay doi, bd sung
giéy ding ky luu hanh thudc quy dinh tai Théong tir 08/2022/TT-BYT ngay 05/9/2022
clia B trudmg BO Y té d6i véi thubc chua cdp nhat noi dung nhin thuée, to huéng dén
str dung thubc theo quy dinh tai Théng tuw 01/2018/TT-BYT ngay 18/01/2018 cia Bo

truomg Bo Y té.



5. Sau 12 thang ké tir ngay k} ban hanh Quyét dinh nay, cac thude duoc gia han
glay dang ky Turu hanh theo Quyef dinh ndy c6 thay dbi vé ngi dung hanh chinh (bao
gom ca mau nhin va to huong dan st dung thuoc) phéi nhép khéu va luu hanh véi cae
n6i dung da duoc phé duyét thay adi trong ho so gia han.

6. Phéi hop voi cdc co s diéu tri dé thyc hién theo ding céc quy dinh hién
hanh vé& thude ké don, theo dm an toan, hi¢u qua, tdc dung khong mong mudn cua
thube trén nguoi Viét Nam va tong hep, bao cdo theo quy dinh fai Diéu 5 Thong tu s6
08/2022/TT-BYT ngay 05/9/2022 cia B trudng Bd Y t€ quy dinh viée ding ky lou
hanh thude, nguyén lidu lam thube ddi vai cdc thude thude Danh muc tai Phu luc 11T
ban hanh kém theo Quyét dinh nay.

7. Co st ding ky thude phai dam bao duy tri diéu kién hoat dong trong thoi gian
hiéu lue cua gidy dang ky luu hanh thude, nguyén liéu lam thude. Trong trudng hop
khong con dap Gng du diéu kién hoat dong, co s& déng ky phai ¢6 trach nhi€ém thyc
hién thay ddi co so diing ky theo quy dinh tai Thong tir s6 08/2022/TT-BYT ngay
05/9/2022 cia BO trudng BO Y t& trong thoi han 30 ngay k& tir ngdy co s& ding ky
khéng con du di€u kién hoat dOng.

8. Co s¢ dang ky thude phai béo cao BO Y té vé cép nhat tinh trang dép (ng
Thyc hanh Lut san xudt ca Co 50 sin Xudt thuoc, nguyén liéu lam thude. Trudng hop
o 8¢ san xudt bj thu hdi gidy p hép san xudt hoic khong dép img Thyc hanh t6t sin
xudt thude, nguyén liéu lam thudc ¢ nude sé tai, co s& phai thyc hién vige bao cao
trong thoi han 15 ngay ké tir ngay c6 thong bao cha co quan quan Iy c6 thAm quyén
nuGe s tai theo quy dinh tai diém d khoan 1 Bleu 100 Nghi dinh s 54/2017/ND-CP
ngdy 08/5/2017 cta Chinh phtt quy dinh chi tiét mot sé diéu va bién phap thi hanh
Luat Duoc.

Piéu 3. Cac thube duge gia han g gify ding ky luu hanh tai Quyel dinh nay dugc
tiép tuc s dung ) ding ky di cap trude khi gia han trong thoi han o1 da 12 thang ké
tir ngay dugce cép sb diing ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

Pidu 4. Quyét dinh cb hi€u lye ké tir ngay ky ban hanh.

Bleu 5. Giam dbc S& Y 1€ cac tinh, thanh phd truc thude trung uong, gidm doe
nha san xuit va co s ding ky c6 thude tai Pidu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi wlhjn: CUC TRUONG
- Nhu Biéu 5; :

- BO trudng (dé h/c);

fo?

- TTr. B8 Xudn Tuyén ((TL bic); ous Ny Y

- Cyc Quan Y - B9 Qude phong, Cuc Y té - Bo Cong a‘air ﬁgma) % ‘;;{';r/b’(/ I
Cuc Y t& GTVT - B6 Giao théng van tai; 1 \ mmﬁj 5 'f; ’/

- Téng Cuc Hai quan - B T2i chinh; \:‘ S /7/;;}//

- Bao hiém X hoi Viét Nam; “‘{\*_ﬁ"‘“‘“‘“k 4

- Bo Y té: Vy PC, Cyc QLKCB, Thanh tra B, Vin ~=Vii Tuin Crdng
phong HPTV cip GDKLH thube, NLLT;

-8&'Y 18 céc tinh, thanh phé true thude Trung vong;

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

- Téng Cong ty Duge VN-CTCP;

- Céc Cong ty XNK duge pham;

- Cac Bénh vién & Vién cd givong bénh truc thudge BYT;
- Trung tdm mua sim [4p trung thude qubc gia;

- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, PKT (2b) (NT).

(0]



DANH MUC 206 THUOC NUOC NGOAI UG G1A HAN GIAY PANG KY LUU HANH

(Ban hémh kém theo quyét dinh s6:

Phuy lue £

TAI VIET NAM HIEU LU 5 NAM - DOQT 117.2

oo 3o SOD-QLE, mzay03../0)./2024. civa Cuc Quan ly Duoc)

STT | Tén thude | Hoat chit chinh Dang Ouy vack | Tiéu Tubi | S6 ding ky S8
—Ham lugng bao ché | désgpsi | chudn the | ia han Yin
| (thang) {So diang ky gia
di cip) han
1 2) 3) ) ) (6) @ _1 & (€)]
1. Co st ddng ky: Abbott Laboratories (Singapore: Private Limited (Pja chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
1.1. Co s& sin xuét: Laboratorios Recalcine 8.A (D12 cii: Av. Carrascal No 5670, Quinta Normal,
Santiago, Chile)
1 Estraceptin | Vién mau tring Viénnén | Hop 1 vix { NSX 36 780110000224 | 01
co hoat tinh: bao phim | 28 vidn, (VN-17085-13)
Desogestrel gdm 21
0,15mg , Ethinyl vién mau
estradiol 0,02mg; tréing b
Vién mau vang c6 hoat tinh,
hoat tinh: Ethinyl 2 vién
estradiol 0,01mg mai vanh
luc chi
chiva 12
dues, 5
vién mau
vaie co
e el
1.2. Co st san xuit: PT. Abbott Indonesia (Dia chi: /. Raya Jakarta- Bogor Km. 37, Kel. Sukamaju,
Kec. Cilodong, Depok, Jawa Barat, Indonesia)
2 Brufen Ibuprofen Hon dich | Hap ! lox | NSX 36 899100000324 0l
100mg/5ml ubng 60mi (VN-21163-18)
1.3. Co s& san xuit: Sophartex (Dia chi: 27 rue du Pressaiv, 28500 Vernouillet, France)
3 Hidrasec Racecadotril Vién Hop 2 vix | NSX 36 300110000424 01
100mg 100mg nang 10¥ién; (VN-21653-19)
cirng Hép 3 vix
10 wign
4 Hidrasec Racecadotril Thubc Hép 15 NSX 24 300110000524 01
10mg 10mg/goi bot ubng | gdi (VN-21164-18)
Infants
5 Hidrasec Racecadotril Thuég rﬁuit’_:,:- 30 NSX 24 300110000624 | 01
30mg 30mg/gbi bt uéng | gai (VN-21165-18)
Children e

2. Co sé diing ky: Agio Phamaceuticals Limited /Pa chi: A-38, Nandjyor Industrial E :-tr}?a, Kurla

Andheri Road, Safed Pool, Mumbai Mumbai City Muharashira 400072, India)

2.1. Co sé sdn xuéf: Agio Phamaceunticals Lid. (Pia chi: 7- 87, 82. M.I.D.C., Bhosari, Pune 411026

Maharashtra State, India)
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90. Cou s diing ky: Sanofi-Aventis Singapore Pte. Ltd. (Dia chi: 38 Beach Road #18-11, South
Beach Tower, Singapore (189767), Singapore)

90.1. Co siv san xuit: Sanofi Aventis S.A (Dia chi: Ctra. C-35 La Batlloria a Hostalric, Km 63,09,
17404 Riells I Viabrea (Girona), Spain)

190

| 191

Depakine Natri valproat Viénnén | Hop 1 lo NSX 36 840114019124 | 0l
200mg 200mg khing 40 vién (VN-21128-18)

acid da

day

91. Co s dzmg ky Siu Guan Chem. Ind. Co., Ltd (Dia chi: No. 128, Shinmin Road, Hunei Village,
West District, Chiayi City, Taiwan)

91.1. Co s& sdn xuét: Siu Guan Chem. Ind. Co., Ltd. (Dja chi: No. 128, Shinmin Road, Hunei
Village, West District, (‘h.'uyz C.'fy [n,wa‘r)

Lilonton Piracetam | Dune  |Hop3ong | NSX | 48 | 471110019224 | o1
Injejction 3g/15ml dich tiém | tiém 15ml (VN-21342-18)
3000mg/15ml

92. Co sé dang ky: Sun Pharmaceutical Industries Limited (Dja chi: UB Ground, 5 & AMP; 6th
Floors, Sun House, CTS No. 201, B/l, Ram Nagar, Western Express Highway, Goregaon East,
Mumbai, 400063, Maharashtra, India)

92.1. Co s siin xuit: Sun Pharmaceutical Industries Limited (Pia chi: SEZ Unit-I, Plot No. A-41,
Industrial /Ileu I’hc:.se Vill4 S.4.S Nagar (1 Uohufz) 160071, Punjab, India)

192

Sunvesizen | Solifenacin Viénnén | Hop3vix | NSX 24
Tablets succinate 10mg bao phim | 10 vién
[0mg

92.2. Co st sin xuat: Sun Pharmaceutical Industries Ltd. (Dia chi: Halol-Baroda Highway, Halo/lz
389350, Dist. Panchmahal, Gujarat State, India)

193

Chemodox | Doxorubicin Thube Hop 11l x | NSX 24 890114019424
hydrochloride tiém 10ml (VN-21967-19)
1 i?mg/ml  |liposome

194

93. Co s¢ dang ky: Tedis (Pia chi: 9 avenue d'Ouessant, 91140 Villebon-sur-Yvette, France)

93.1. Co s6 sian xuit: Ferrer Internacional, S.A. (Pia chi: ¢/. Joan Buscalla 1- 9 - 08173 - Sant
Cugat del Valles - Barcelona, Spain)

Anginovag

Mdi Iml dung
dich chiva:
Dequalinium
chloride Img;
Beta-
glycyrrhetinic acid
(enoxolone)
0,6mg;
Hydrocortisone
acetate 0,6mg;
Tyrothricin 4mg;

Lidocain HCI_I_F_Q o

Dung
dich xit
hong

Hop 1 1o
10ml va
mot diu
phun

NSX

48

840100019524
(VN-18470-14)

01
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e PHIEU GIAI QUYET VAN BAN BEN
S&:.999 /. BUT..—Nut. . ngdy,.... 2 /thang..(P.ndm 2025.........

1. Y kién cia 1anh dao co quan, to chire
- Giao don vi, canhan chi tri;... ... .. IS, oo

- Giac cac don vi, ¢ nhan tham gia phogkopaL iné’{ van ban dén (néu cd);
s M ROC

i TR
- Théi han giai quyét 461 voi mi on Viz ¢4

GIANG THA NH’/."?;/
Qe e T TH LBt

phan:phar, $1A1 GUTEE.. soevs s sox s

7. Y kién ciia lanh dao Khoa, Phong

- Giao cho cé nhén; thoi han giai quyét doi véi cd nhin (ncu ¢6):
-Ngay,... thang,...... iy SR ok 8 o ORI SR SV i) Jev e o e B

3.Y kién dé xuat ctia ngwodi gidi quyeét.

- Y kién @& xuét giai quyét van ban den cla cd nhén;

-Neay. | ... thang,........ nim....... B8 UGB Ll bl s st



