UBND TINH DONG NAI CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE DPgc 1ap - Tw do - Hanh phuc

So: 1409 /SYT-NV bong Nai, ngay 73 thang 02 nam 2026
V/v diéu chinh théng tin thudc
trdng thau cung tmg cho cac co
&'y té giai doan niam 2025-2026

Kinh gui:
- Giam déc cac co so'y té trén dia ban tinh;
- Cong ty TNHH Duoc pham Gigamed.

Cin ctr Thong tu sb 40/2025/TT-BYT ngay 25/10/2025 cua Bo Y té quy dinh vé
dau thau thudc tai co sy té cong lap;

Can ctr Quyét dinh s6 593/QD-QLD ngay 12/08/2024 cia Cuc Quan 1y Duoc - Bo
Y té vé viéc ban hanh Danh muc 317 thudc nudc ngoai duoc cap, gia han gidy ding ky
luu hanh tai Viét Nam — Dot 121.

Sau khi xem xét Vin ban sb 2485/2025/GGM-TD ngay 23/10/2025 caa Cong ty
TNHH Dugc pham Gigamed vé viéc cap nhat thong tin thay doi s6 dang ky cua san
pham Trichopol, S¢' Y té théng béo:

1. Piéu chinh s dang ky luu hanh doi véi thude da tring thau Goi thau sé 01:
Thudc generic dugc S¢ Y té tinh Pong Nai (trude khi sap nhap) phé duyét két qua lua
chon nha thau tai Quyét dinh s6 139/QD-SYT ngay 27/02/2025 theo Quyét dinh trén
ctia Cuc Quan 1y Duoc - Bo Y té, cu thé nhu sau:

Thong tin thuéc trang thau Théng tin dwoe diéu chinh
STT |\\hom , Tan hoat chit. | GPKLHhoic | GPKLH hoic
STT| trong thuéc Tén thuoc ham laen ' |GPNK (truéc khij GPNK (sau khi
HSMT g dieu chinh) dieu chinh)
. Metronidazole 590115791424
1 447 1 Trichopol 500mg/100ml VN-18045-14 (VN-18045-14)

Ngoai ndi dung duoc thay doi néu trén, tat ca cac noi dung Khac gitr nguyén nhur
hd so dy thau.

2. Viéc thay thé thudc thuc hién sau khi nha thau cung tng hét sé luong ton kho
cua thudc theo théng tin trudc khi diéu chinh. Cac co sé'y té trén dia ban tinh va Cong
ty can ctt ndj dung trén dé thyc hién viéc thanh quyét toan BHYT dtng quy dinh hién
hath./P%

Noi nhén: KT. GIAM POC
- Nhu trén (thuc hién); _——=PHO GIAM POC
_Ban GD SYT: N/

- VP SYT (dang tai website);
- BHXH tinh (phoi hop);

- Luu: VT, NV (Tuén). '&

S6 2 - Phan Dinh Phing, phuong Tran Bién, tinh Bong Nai
DT: (0251) 942641, Fax: (0251) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn

Nguyén Vin Binh




CONG TY TNHH DUQC PHAM
GIGAMED

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc ldp - Tw do — Hanh phiic

Sb: 2485/2025/GGM-TD

(V/v: Cdp nhdt thong tin thay doi s6 ding ky ciia
sdn pham Trichopol)

Kinh giti: SO Y TE TINH PONG NAI

Ching t6i, Céng ty TNHH Dwgc phim Gigamed xin chin thinh cam on sy tin tudng cia Quy S&

Tp. H6 Chi Minh, ngay 23 thdang 10 ndm 2025

T TEREEE T T T

Y t&/ Co s& Y té trén dia ban tinh dbi v6i céc san phim do Céng ty ching t8i phan phdi tai thi trudng Viét
Nam trong thoi gian qua.

Cin ot Quyét dinh sb 139/QD-SYT ngay 27/02/2025 vé viéc phé duyét két qua lwa chon nha thau
(14n 1) G6i théu sb 01: Thude Generic thudc Ké hoach luya chon nha thiu cung cép thude thudc dur toan mua
sim thude tap trung chp dia phuong st dung tai cic co s y té trén dia ban tinh Pdng Nai giai doan nam
2025 - 2026, cong ty ching tbi ¢ dang cung tmg dén cic co s& Y té trén dia ban tinh san pham Trichopol
ctia nha san xudt Pharmaceutical Works Polpharma S.A — Ba Lan.

Hién nay, san phém d3 duoc B Y té - Cuc Quan 1y Duoc gia han va duoc cép ) dang ky theo cAu
triic méi. Thong tin chi tiét s6 dang ky nhu sau:

Tai liéu dinh
" £ Sh ding ky g . kém (s0
Tén sdn Tin hm‘lﬂt d‘lat’ Quy cich s o2 £ Nl:UC da cap (tring S?" Gieg k;y Quyét dinh
z nong dg-ham = Nha san xuat sin B gia han (cau S e
phim dong géi £ thau/da cung i tir Bo Y te/ -
lugng xuat " triic maéi) o
ing) Cuc Quin Iy
Dwrgrc)
: . o Pharmaceutical 593/Qb-QLD
Trichopol | Ygcoondazole, | Hp 1 thi Works BaLan | VN-18045-14 | 590115791424 ngdy
& Polpharma S.A. 12/08/2024

Nham tao diéu kién cho viéc thanh toan ciing nhu dam bao quyén loi cho nguoi bénh tham gia Bao
hiém Y té dugc thanh toan khi sir dung san pham, chiing t6i xin dugc thong béo dén Quy So Y té/ Cosé Y
té trén dia ban tinh vé su thay déi néu trén.

Chiing t6i cam két ngoai théng tin thay dbi nhu trén, céc théng tin khac cia san pham: Tén thuéc,
nha san xuét, tiéu chuin chit luvong, tudi tho, nhém thude ciing nhr gia cung ing cua san pham v&i s6 dang
ky gia han khong thay dbi so v6i s6 ding ky triing thaw/ da cung tng.

Céng ty chan thanh cam on si hop tic cita Quy S& Y t&/ Co sd Y té trén dia ban tinh.

Trén trong kinh chao./
PAI DIEN HQP PHAP CUA CONG TY
TRUGNG BQ PHAN PAU THAU TOAN QUOCY
Noi nhin:
- Nhritrén
- Luu: VT

*| pugc PHAM |
~\GIGAMED



CU 1o 1908 CUC QUAN LY DUGC
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
Pdjc lap - Tw do - Hanh phiic

S6: 593  /QP-QLD Ha Noi, ngay 12 thdng ggndm 2024

QUYET PINH
Vé viéc ban hanh danh muc 317 thudc nwée ngoai
dwogc cap, gia han gidy ding ky lru hanh tai Viét Nam - Dot 121

CUC TRUONG CUC QUAN LY DUGC

Cén ctr Lugt Dugc s6 105/2016/QH13 ngay 06/4/2016;

Cén cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cia Chinh phit quy dinh
chirc nang, nhiém vu, quyén han va co cdu 16 chire ciia BY Y té;

Céin cit Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 ciia Bé truéng Bé Y té quy
dinh chirc ndng, nhiém v, quyén han va co cdu té chire cia Cuc Quén Iy Duge thube
Bj Yté;

Cén cir Théng tir s6 08/2022/TT-BYT ngay 05/09/2022 ciia B¢ truong Bo Yte quy
dinh viéc dang ky lwu hanh thuéc, nguyén liéu lam rhuoc

Can cit két lugn cua Hoi déng ti vén cap glay dang ky heu hanh thudc, nguyén
liu lam thudc - B6 Y té dot 121 tai Céng van sé 70/HPTV-VPHP ngay 17/07/2024
ciia Viin phong Hoi dong tw vén cdp GPKLH thube, nguyén liéu lam thuéc;

Theo dé nghi ciia Trudng phong Pang ky thude - Cuc Qudn Iy Dueore.

QUYET PINH:

Dléu 1. Ban hanh kém theo Quyét dinh nay danh muc 317 thudc nuéc ngoai
dugc cap, gia han gidy ding ky lIuu hanh tai Viét Nam - Dot 121, cu thé:

1. Danh muc 138 thudc nude ngoai duge cip gidy ding ky Iuu hanh hiéu luc 05
nam - Dot 121 (tqi Phu luc I kém theo).

2. Danh muc 04 thudc nude ngoai duge cip gidy ding ky luu hanh hiéu luc 03
nam - Dot 121 (tai Phu luc II kem theo).

3. Danh muc 152 thudc nuée ngodi dugc gla han gidy ding ky luu hanh hiéu
luc 05 ndm — Dot 121 (Phu lyc III kem theo).

4. Danh muc 22 thubc nude ngoai dugc gia han gidy dang ky luu hanh hiéu luc
03 ndm — Dot 121 (Phu luc IV kém theo).

5. Danh muc 01 thude nude ngoai duoce gia han gidy ding ky Iuu hanh hiéu hre
dén hét ngay 31/12/2025 — Dot 121 (Phu luc V kém theo)

Piéu 2. Co s& san xudt va co s& ding ky thube ¢6 trach nhiém:

1. San xuét, cung cAp thudc vao Viét Nam theo ding céc hé) s0, tai liéu dd dang
ky v6i BO Y 1€ va phai in hodc dén sé ding ky dwoc BO Y té cAp 1én nhin thude.

2. Chip hanh ddy du phap luit cia Viét Nam va céc quy dinh cia Bo Y t€ vé
san xuét, nhdp khéu thudc va luu hanh thude tai Viét Nam, néu c6 bat clf thay ddi gi
trong qua trinh luu hanh thuoc ¢ nudc sd tai va & Viét Nam thi phai bao cdo ngay cho
CucQuanlyDuoc-B0Y té Vit Nam.

3. Thuc hién viéc cdp nhat tiéu chuén chét luong cia thudc theo quy dinh tai
Théng tu sb 11/2018/TT-BYT ngay 04/5/2018 ctia Bd trudng BO Y té quy dinh vé chét
lugng thube, nguyén liéu 1am thudce, Thong tu sé 03/2020/TT-BYT ngay 22/01/2020
cua B6 truong BO Y té stra dbi, bd sung mot sé didu ctia Thong tw 11/2018/TT-BYT
quy dinh v& chét lwong thude, nguyén liéu lam thude.

4. Cép nhat nhan thudc va t& huéng dan sir dung thuoc theo quy dinh tai Thong
tw 01/2018/TT-BYT ngay 18/01/2018 ctia B trudng Bo Y té quy dinh ghi nhan thube,

Bl e N TR P T T



nguyén liéu lam thudc va to hudng dén sir dung thudc theo hinh thic thay d6i, bd sung
gidy dang ky luu hanh thudc quy dinh tai Thong tur 08/2022/TT-BYT ngay 05/9/2022
cia B truong B6 Y té 361 véi thube chua cip nhat ndi dung nhén thudc, to huéng dén
str dung thuoc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B
truéng BO Y té.

5. Sau 12 thang ké tir ngdy ky ban hanh Quyét dinh nay, cac thude duge gia han
glay dang ky luu hanh theo Quyet dinh nay co thay d6i vé noi dung hanh chinh (bao
gdm ca mAu nhén va t& huéng dan st dung thuoc) phai nhap khiu va luu hanh véi céc

" ndi dung da dugc phé duyét thay dbi trong ho so gia han.

6. Co s& dang ky thudc phai bao ddm duy tri diéu kién hoat dong trong thdi han
hiéu lyc cta gidy dang ky luu hanh thube, nguyén lidu 13m thude. Trong trudng hop
khong con dép tng du diéu kién hoat dong, co s ding ky phai c6 trach nhiém thuc
hién thay dbi co s& ding ky theo quy dinh tai Théng tu b 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s& dang ky khéng con Cheu kién hoat dong.

7. Co s& ding ky thude phal bao cao BO Y té (Cuc Quan 1y Durgc) vé cap nhat
tinh trang dap img Thuc hanh tot san xuét clia CcO SO san Xut thuoc nguyén liéu lam
thude. Truong hop co s¢ san xuét bi thu hdi gidy phép san xuét hodc khong dap tng
Thuc hanh tdt san xuat thude, nguyén liéu 1am thube & nude s& tai, co' s& phai thue
hién viéc bdo cdo trong thoi han 15 ngay ké tir ngay c6 thong béo cua co quan quan ly
c6 thdm quyén nude s& tai theo quy dinh tai diém d khoan 1 Bleu 100 Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot s6 diéu va bién
phép thi hanh Luét Dugec.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc t1ep
tuc str dung so dang ky di cap trude khi gia han trong thoi han t61 da 12 thang ké tir
ngay dugc cap sO ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

9. Phéi hop véi cc co s& diéu tr1 d& thuc hién theo diing céc quy dinh hién
hanh vé& thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mubn clia
thudc trén ngudi Viét Nam va tong hop, béo cao theo quy dinh tai Diéu 5 Théng tu 56
08/2022/TT-BYT ddi véi cac thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Dleu 3. Quyét dinh ¢ hiéu luc ké tir ngay ky ban hanh.

-Bleu 4. Giam ddc S& Y té cac tinh, thanh phd truc thudc trung wong, gidm déc
nha san xudt va co s& ding ky b thuoc tai Pidu-1 chiu trach nhiém.thi-hanh Quyét
dinh nay./.

Noi nhin: CUC TRUGNG
- Nhu biéu 4; . .

- B trudng (€ blc);

- TTr. B3 Xuén Tuyén (de blc);
- Cue Quan Y - B Qudc phong, Cyc Y té - B6 Cong arg|
Cuc Y t& GTVT - B4 Giao théng vin tai;
- Téng Cuc Hai quan - B6 Tai chinh;

- Bao hiém X4 hoi Viét Nam; =z .

- B$ Y té: Vu PC, Cuc QLKCB, Thanh tra B§, Van Vii Tuan Cuong
phong HOTV cép GPKLH thube, NLLT;

- S&'Y té c4c tinh, thanh phé truc thude Trung uong;

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

- Téng Cong ty Duge VN-CTCP;

- Céc Cong ty XNK duge phim;

- Céc Bénh vién & Vién c6 giudng bénh truc thude BYT;

- Trung tdm mua sim tap trung thude quoc gia;

- Cic phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD.

-Luu: VT, KT (2b) (NT). 5
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DANH MUC 152 THUOC NUGC NGOAI PUGC GIA HAN GIAY PANG KY LUU HANH

Phu luc IIX

TAI VIET NAM HIEU LUC 5 NAM - QT 121
(Kem theo Quyét dinh s6: ..59....../OD-OLD, ngay 12./98/2024 ciia Cuc Qudn Iy Duoc)

STT | Tén thuéc | Hoatchitchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky Sb
—Ham hrong | baoché | dénggéi |chudn| the gia han lAn

(thang) | (S6dingky | gia
da cap) han

1) 2) (3) @ 6] (6) (D t:)] ©9)

1. Co s& ding ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Sireet, #23-

28 DUO Tower Singapore 189352, Singapore)

1.1. Co sé& san xuit: AbbVie S.r. (Dia chi: S.R. 148 Pontina Km 52, Snc-Campoverde Di Aprilia

(loc. APRILIA) - 04011 APRILIA (LT), taly)

| Klacid Clarithromycin Viénnén | Hop 1vix | NSX 36 800110779624 | 01
250mg 250mg bao phim | 12 vién; (VN-21357-18)
Hop 1 vix
10 vién
1.2. Co s& san xuit: Mylan Laboratories S.A.S. (Dia chi: Route de Belleville, Lieu Dit Maillard, Bp
25, Chatillon Sur Chalaronne, 01400, France)
2 Betaserc Betahistine Viénnén | Hop S5vix | NSX 36 300110779724 | 01
24mg dihydrochloride 10 vién; (VN-21651-19)
24mg HépSvix
_ 20 vién
1.3. Co s& san xuit: PT. Mitsubishi Tanabe Pharma Indonesia (Bia chi: Jl. Rumah Sakit No. 104,
RT 001 RW 005, Kel Pakemitan, Kec Cinambo, Kota Bandung, Jawa Barat, Indonesia)
3 Tanatril Imidapril Viénnén | Hop 10 vi | NSX 48 899110779824 | 01
Tablets 5mg | hydrochloride ' x 10 vién; (VN-22052-19)
Smg Hop 3 vix
10 vién
.2. Co s ding ky: Actavis-International-Limited (Pia chi: No.4 SQAQ Tal-gidi Off Valletta Road,
Luga LOA 6000, Malta)
2.1. Co s& san xuit: Actavis Ltd. (Dia chi: BLB015-016 Bulebel Industrial Estate, Zejtun ZTN 3000,
Malta)
4 Actelsar HCT| Telmisartan Viénnén | Hop2vix | NSX 24 535110779924 | 01.
40mg/12,5mg| 40mg; 14 vién ) (VN-21654-19)
Hydrochlorothiazid
12,5mg
5 Bloktiene Montelukast Viénnén | Hop 4 vix | NSX 24 535110780024 | 01
S5mg (dudi dang nhai 7 vién (VN-20365-17)
Montelulast natri)
Smg
6 Elarothene | Desloratadin 5mg | Viénnén | Hop 3 vix | NSX 36 535100780124 | 01
bao phim | 10 vién (VN-22053-19)

¥ | dou e
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STT | Tén thubc | Hoatchitchinh | Dang | Quyecich | Tiéu | Tudi | Sédingky | So
— Ham lwgng bao ché | dong géi | chuin tho gia han Ian
(thdng) | (Sodingky | gia
di cap) han
) 2) 3 Q)] 6] (©6) @) @) (&)
71. Co s& ding ky: Pharma Pontis (Dja chi: Room 307, KD-U Tower, 70, Jeongui-ro, Songpa-gu,
Seoul, Korea) .
71.1. Co s& san xuit: Korean Drug Co., Ltd. (Pia chi: 69-10. Wonjeok-ro, Sindun-myeon, Icheon-
si, Gyeonggi-do, Korea)

118 | Midorel Clopidogrel (dudi | Viénnén | Hop 3 vix | USP 36 880110791324 | 01
dang Clopidogrel | bao phim | 10 vién 42 (VN-21038-18)
sulfate) 75mg '

72. Co sé ding ky: Pharmaceutical Works Polpharma S.A. (Dja chi: ul. Pelplinska 19, 83-200
Starogard Gdanski, Poland)

72.1. Co s& san xuit: Pharmaceutical Works Polpharma S.A. (Dia chi: 19 Pelplinska Street,.83-
200 Starogard Gdanski, Poland) '

119 | Trichopol Metronidazole Dung Hop 1ti | NSX 24 590115791424 | 01

500mg/100ml dich tiém | 100ml (VN-18045-14)
truyen
tinh
mach N

73. Co s& ding ky: Pharmachem Co., Ltd (Pia chi: 17, Baekjegobun-ro 12 gil, SongPa-ku, Seoul,

Korea (Jamsil-dong, 3rd Floor), Korea)

73.1. Co s& san xuit: Y's medi Co., Ltd (Dia chi: 27, Yongso 2-gil, Gwanghyewon-myeon, Jincheon- A

gun, Chungcheongbuk-do, Korea)

)

120

MG-TAN
In.

Trong 100ml
dung dich chira:

- Dich A: Glucose
11% (dudi dang
Glucose
Monohydrat
7,44g) 61,5mL

- Dich B: Amino
acids 11,3% (bao
¢dm L-alanine
0,33g; L-arginine
0,24g; L-aspartic
acid 0,071g; L-
glutamic acid
0,12g; Glycine
0,16g; L-histidine
0,14¢g; L-
isoleucine
0,12g;L-leucine
0,16g; L-lysine
HC10,24¢g; L-
methionine 0,12g;
L-phenylalanine
0,16g; L-proline
0,14¢0; L-serine

Dung
dich tiém
truyén

Ti
1680ml

NSX

24

880110791524
(VN-21331-18)

=

017

—
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