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

So0: 1795 ISYT-NV bong Nai, ngay 05 thing 3 nam 2026
V/v diéu chinh théng tin thudc
trdng thau cung tmg cho cac co
&'y té giai doan niam 2025-2026

Kinh gtri:
- Giam dbc cac co so'y té trén dia ban tinh;

- Cong ty TNHH Thuong mai Dugc pham Khang Huy.

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 so'y té cong lap;

Cin cir Quyét dinh s6 407/QDP-QLD ngay 19/06/2024 ctiia Cuc Quan 1y Dugc - Bo
Y té vé viéc ban hanh Danh muc 174 thubc nudc ngoai duoc gia han gidy dang ky luu
hanh tai Viét Nam — Dot 120;

Cin cr Quyét dinh s6 401/QP-QLD ngay 14/08/2025 ctiia Cuc Quan 1y Dugc - Bo
Y té vé viéc ban hanh Danh muc 226 thubc nudc ngoai duoc gia han gidy dang ky luu
hanh tai Viét Nam — Dot 125.

Sau khi xem xét c4c Vin ban s6 03/2025/KHANGHUY ngay 08/12/2025 va Vin
ban s6 01/2026/KHANGHUY ngay 04/03/2026 ctiia Céng ty TNHH Thuong mai Dugc
pham Khang Huy vé viéc thay ddi sé dang ky luu hanh cua thude tring thau, So Y té
théng bao:

1. Piéu chinh s dang ky luu hanh ddi véi thude da trang 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 cac Quyét dinh trén
ctia Cuc Quan 1y Duoc - Bo Y té, cu thé nhu sau:

Thong tin thudc trang thau Théng tin dwge diéu chinh
STT 3 R p GDKLH hoac | GPKLH hoic
Nhom R B Tén hoat chat, L L
STT| trong B Tén thuoc L GPNK (truéc khi| GPNK (sau khi
thuoc ham lwgng a2 . N i
HSMT dieu chinh) dieu chinh)
Suwelin Injection Cimetidin 471110530524
1| gzg | 2 |PHWEIMIMECH et VN-21343-18
300 mg/ 2ml 300mg/2ml (VN-21343-18)
Suopinchon Furosemide 471110356625
2 | 1049 | 2 Hopine Hrosem! VN-13873-11
Injection 20mg/2mi (VN-13873-11)

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

2. Viéc thay thé thudc thuc hién sau khi nha thau cung tng hét sé luong ton kho
cua thudc theo théng tin trude khi diéu chinh. Cac co sé 'y té trén dia ban tinh va Cong
ty can ¢t ndi dung trén dé thyc hién viéc thanh quyét toan BHYT dtng quy dinh hién
hanh./~

Noi nhan: KT. GIAM POC
- Nhu trén (thuc hi¢n); _—PHO GIAM POC
-Ban GB SYT; on BECw

- VP SYT (dang tai website);
- BHXH tinh (phoi hop);
- Luu: VT, NV (Tuén).



CONG TY TNHH THUONG MAI  CONG HOA XA HQI CHU NGHIA VIET NAM
DUQC PHAM KHANG HUY Péc lap — Tw do — Hanh phic
42/13 Tén That Hiép, P. Phit Tho,
TP.HCM
DT: 028.38624889, Fax: 028.38624889

Sé: 03/2025/KHANGHUY Ip. Hé‘ Chi Minh, ngc‘zy 08 thdng 12 ndm 2025

Vv thay d6i S6 dang ky luu hanh ciia thudc
tring thau.

Kinh giri: S¢' Y té Pong Nai

Can ctr Quyét dinh sb 139/QD-SYT ngay 27 thang 02 nam 2()25 ctia S& Y té tinh Pdng Nai
vé viée phé duyét két qua lya chon nha thdu (1an 1) Géi thau sb 01 Thudc Generic thuoc Ké
hoach Iya chon nha thau cung cap thubc thudc du toan mua sém thudc tap trung cdp dia
phuong sir dung tai cdc co s&' y té trén dia ban tinh Pdng Nai giai doan ndm 2025 - 2026;

Cin ct Quyét dinh s§ 407/QP-QLD ngay 19/06/2024 clia Cyc Quan 1y Dugc vé viéc ban
hanh danh muc 174 thubc nudce ngoai duge gia han gidy ding ky luu hanh tai Viét Nam —
Dot 120.

Céng ty TNHH Thuong mai Dugc phim Khang Huy c6 tring thau sin phdm Suwelin
Injection 300mg/2ml (Cimetidin 300mg/2ml), S6 ding ky: VN-21343-18. Tuy nhién, hién
tai, Cong ty chung toi khong con tdn kho thuéc Suwelin Injection 300mg/2ml (Cimetidin
300mg/2ml) co S6 dang ky: VN-21343-18 va ching t01 cling d4 nhap 16 thuéc Suwelin
Injection 300mg/2ml (Cimetidin 300mg/2ml) méi c6 s6 ding ky 1a 471110530524.

Bang vin ban nay, Cong ty chung t61 dé nghl duoc thay dbi s6 g1ay dang ky luu hanh cta 01
thubc d4 trung thdu Goi thiu sb 01: Thude genenc duoc S& Y t& Pdng Nai phé duyét tai
Quyét dinh s6 139/QD-SYT ngay 27/02/2025, chi tiét nhu sau:

Py s A A .
Théng tin thudc tring thiu Thang t Gonse genghi thary

doi
STT Tén hoat | Ning dé - GDKLH hoic | GPKLH hoic
trong | M4 phén Tén thube s é;li_l Hz‘xmghr:'n GPNK (trudc | GPNK (sau
HSMT "8 | khi thay d6i) | khi thay dbi)
PP240043 | Suwelin Injection T
938 6632 300mg/2ml Cimetidin | 300mg/2ml | VN-21343-18 | 471110530524

(Dinh kém Quyét dinh s6 407/0P-QLD ngay 19/06/2024 cia Cuc Qudn Iy Dugc)

Céng ty chiing ti chi d& nghi thay ddi sb gidy ding ky luu hanh ctia thube, céc ndi dung
khéc vAn gitt nguyén theo Quyét dinh tring thiu s6 139/QD-SYT ngay 27/02/2025 clia S¢ Y
t& Pdng Nai.

RAt mong duoc sy xem xét va chdp thuan ctia Quy S& Y té.

Tran trong cdm on.

TNHH
THUONG MAI
mfoc r=H/\m

Noi nhén:
- Nhu trén.

=  Luu VT
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s 15505 o i BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
) {gu;m@yac QUAN LY DUQC Péc lap - Tw do - Hanh phiic

__S6: 407 /QP-QLD Ha Ngi, ngay 19 thang06ndm 2024

: QUYKET DPINH
: V& vi¢c ban hanh danh muc 174 thubc nuée ngoai
fokc gia han gidy ding ky liru hanh tai Viét Nam - Dot 120

THUGNG MAI
DUCC PHAM

CUC TRUONG CUC QUAN LY DUQC

an cur Ludt Dugc so 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh sa 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chire nang, nhiém Vi, quyen han va co cdu 16 chirc cia BéY te

Can cir Quyét dinh 56 1 969/0D-BYT ngay 26/4/2023 cia B§ truong B Y té quy
dinh chzrc nang, nhiém vy, quyén hagn va co cau t6 chirc ciia Cuc Quan Iy Duge thudc
B Y té;

Ciin ctr Théng tu 50 08/2022/TT-BYT ngay 05/09/2022 ciia B¢ truong Bo Y té quy
dinh viéc dang ky leu hanh thuoc, nguyen Izgu lam thuoc

Cin cit ket lugn cua Hji déng t vdn cip gtay ding ky lwu hanh thuoc, nguyén
ligu lam thuéc - Bé Y té dot ]20 tgi Cong van so 48/HDTV-VPHD ngad 22/05/2024
cua Vin phong Hgi dong tur van cdp GPKLH thudc, nguyén liéu lam thuoc;

Theo dé nghi ciia Truéng phong Pang ky thude - Cuc Quan Iy Duoc.

</ CONG

TNH
THUON!
puac f

QUYET PINH:

Piéu 1. Ban hanh keém theo Quyét dinh ndy danh myc 174 thudc nude ngoai
duoc gia han gidy ding ky lu'u hanh tai Viét Nam - Dot 120, cy thé:

1. Danh mue 155 thuéc nude ngoai duge gia han gidy ding ky luu hanh hiéu
hec 05 ndm — Dot 120 (Phy luc I kém theo).

4. Danh muyc 19 thudc nuéc ngodi duge gia han gidy ding ky tuu hanh higu lyc
03 nim — DO't 120 (Phu luc II kem theo).

Didu 2. Co s& san xuat va co s¢ dang ky thube c6 trach nhi¢m:

1. San xuat cung cap thudc vao Viét Nam theo diang cac hé so, tai liéu dd ding
ky véi B3 Y té va phai in s0 ding ky dwgc Bd Y té Viét Nam cdp 1én nhin thude.

2 Chflp hanh day du phap ludt cia Vlt;t Nam va céac quy dmh ctia BO Y té vé
san xuét, nhap khéu thudc va lru hanh thudc tai Viét Nam, néu c6 bit cir thay ddi gi
trong qua trinh luu hanh thuoc & nude so tai va & Viét Nam thi phai bdo cao ngay cho
Cuc Quan ly Dugc-Bo Y t& Viét Nam.

3. Thyc hién viée cép nhat tiéu chuén chit lugng ciia thude theo quy dinh taz
Thong tr s0 11/2018/TT—BYT ngay 04/5/2018 cia B§ tru'(mg B6 Y té quy dinh vé
chit luong thube, nguyén liéu lam thudc, Thong tr sb 03/2020/TT-BYT ngay
22/01/2020 cta B truong BG Y té sira dm, bd sung mdt sb dleu cta Thong tu
11/2018/TT-BYT quy dinh vé chét lwgng thudc, nguyén liéu lém thudc.

4. Thubc duge gia han gidy ding ky luu hanh tai Quyet dinh ndy nhung chua
ndp hd so cép nhét ndi dung nhén thudc, t& huéng din sir dung thude theo quy dinh
cia Thong tu 01/2018/TT-BYT ngy 18/01/2018 cua B truomg By Y té& thi phai thuc
hién cdp nhét theo quy dinh tai diém b Khoan 1 Dleu 37 Thong tu s6 01/2018/TT-BYT
trong thdi han 12 théng ké tir ngay duge gia han glay ding ky hru hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh né.y, céc thude duge gia han ‘
gxay ddng ky luu hanh theo Quyet dinh nay c6 thay a6i vé nol dung hanh chinh phai
san xudt va luu hanh véi cc ndi dung di dugce phé duyét thay dbi trong hé so gia han.



6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thdi han
hiéu lyc cia gidy ding ky Twu hanh thuéc, nguyen ligu 1am thudc. Trong trudng hop
khéng con dép tmg du diéu kién hoat dong, co s& dang ky phai ¢6 trach nhiém thyc
hién thay déi co s& ding k¥ theo quy dinh tai Thong fur 56 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngdy co s& ding ky khong con du dleu kién hoat dfng.

7. Co s& dang ky thude phai bao cao B Y té (Cuc Quan 1y Dugc) vé cdp nhat
tinh trang dap tmg Thyc hanh tot san xudt cla co s& san xudt thudc, nguyén liéu lam
thude. Trudng hcp co 5§ sﬁn xuat bi thu hdi gidy phep san xuit hogic khong dép tmg
Thyc hanh t6t sdn xuit thude, nguyén liéu lam thudc & nude so tai, co s& phai thyc
h1¢n vige bao cdo trong theri han 15 ngay ké tir ngay c6 thong béo cua c0 quan quén ly
co thdm quyén nudc so tai theo quy dinh tai diém d khoan 1 Bxeu 100 Nghi dinh s0
54/2017/NB-CP ngay 08/5/2017 ciia Chinh phii quy dinh chi tiét mét sd didu va bién
phép thi hanh Luét Dugc.

8. Cac thuoc dugc gia han gidy dang ky Iuu hanh tai Quyet dinh nay dugc tlep
tuc str dyng so dang ky da cap trude khi gia han trong thdi han t8i da 12 théng ké tir
ngay dugc cap s6 ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tw sb 08/2022/TT-BYT.

9, Phéi hop véi cic co s¢ didu trj dé thyc hién theo ding cdc quy dinh hién
hanh vé thuéc ké don, theo d01 an toan, hi€u qua, tic dung khong mong mubn cua
thudc trén ngudi Viét Nam va tén hop, bdo cdo theo quy dinh tai Piéu 5 Thong tur s6
08/2022/TT-BYT d6i véi céc thudc trong Phy Iyc II ban hanh kém theo Quyét dinh
nay.

Bleu 3. Quyét dmh co lneu lwe ké tir ngay ki ban hanh.

Bleu 4. Giam doc S& Y té cdc tinh, thanh phé trye thude trung wong, gidm déc
nha san xudt va co s& ding ky c6 thuée tai Pidu 1 chju trach nhiém thi hanh Quyét
dinh nay./.

Noi nhn: CUC TRUONG
- Nhu Diéu 4; ey

-Bd trucmg (dé ble);

- TTr. Do Xufin Tuyen dé blc);

CucY té GTVT Bg Giao thﬁng van tai;
- Téng Cyc Hai quan - B3 Tai chinh;

- Bio hlem X4 hoi Viét Nam; % Iz

-Bo Y té Vu PC, Cyc QLKCB, Thanh tra B§, Vin it Tudn Cuwing
phong HE)TV cip GPKLH thuoc, NLLT;

- S&'Y té céc tinh, thanh phd trye thude Trung wong;

- Vién KN thude TU Vién KN thuéc TP. HCM:

- Téng Céng ty Dugc VN-CTCP;

- Cac Cong ty XNK dugc phim;

- Céc Bénh vign & Vién c6 giwdong be;nh truc thuge BYT;

- Trung tim mua sém tap trung thuc quéc gia;

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

PCHN, VP Cuc; Website Cuc QLD.

= Luu: VT, BKT (2b) (NT).



Phulucl

DANH MUC 155 THUOC NUGC NGOAI BUGC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - BQT 120

(Kém theo Quyét dinh s6: ..407....../0P-QLD, ngay 19../06./2024ctia Cuc Quan Iy Dugrc)

STT | Tén thudc | Hoat chit chinh Dang | Quycich | Tiéu | Tudi S6 ding ky So
—~Hamluwgng | baoché | ddnggéi | chuln | the ia han lin
(thang) | (So diing ky gia
dd cip) han
1 (2) (3) “) [6)] (6) ) (8) (&)
1. Co sé diing ky: Actavis International Ltd. (Dja chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luqa,
LQA 6000, Malta)
1.1. Co sé san xuit: Balkanpharma-Dupnitsa AD (Dja chi: 3, Samokovsko shosse Str., Dupnitsa
2600, Bungary)
1 Irprestan Irbesartan 150mg | Viénnén | Hip 2 vix | NSX 24 380110516024 | Ol
150mg bao phim | 14 vién (VN-21977-19)
1.2. Co s& sin xuit: S.C. Sindan - Pharma S.R.L. (Pia chi: 11 Ion Mihalache Blvd., 011171,
Bucharest, Romania)

2 Firotex Topotecan (dudi | Bt dong | Hop 1 Lo | NSX 36 594114516124 JIK
dang topotecan khé pha | 4mg (VN2-340-15) | %65
hydrochloride) dung TN*
4mg dich ddm ik

dic 4¢ ?H';?AI i
ha dun
E’lich ¢ wi‘?
truyén lao‘é‘\:}
1.3. Co s sén xuit: S.C. Sindan - Pharma S.R.L. (Dja chi: 11th lon Mihalache Blvd., Sector I, Zip"/
code 011171, Bucharest, Romania)
1 Vinorelsin | Vinorelbine (dudi | Dung Hop 1 Lo | NSX 36 594114516224 | 01
50mg/5ml | dang Vinorelbine | dich ddm | 5ml (VN-17629-14)
tartrate) dic de
50mg/5ml pha djch
tiém
truyén
2. Co sé ding ky: Ajanta Pharma Limited (Dja chi: Ajanta House, 98, Government Industrial Area,
Charkop, Kandivli (West), Mumbai-400 067, India)
2.1. Co s& sin xuit: Ajanta Pharma Limited (Pja chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)

4 Kaportan 20 | Olmesartan Vién nén | Hop lon NSX 36 890110516324 | 0l

medoxomil 20mg | bao phim | chira 10 (VN-18981-15)
Hopx 1 vi
x 10 vién

3. Co s& ding ky: Albios Lifesciences Private Limited (Dja chi: A1/802, Palladium, Corporate
Road, B/h Divyabhaskar, Off S.G Highway, Makarba, Ahmedabad, Ahmedabad, Gujarat-GJ, 380015,
India)
3.1. Co s& san xuit: Denis Chem Lab Limited (Pia chi: Block 457, Village-Chhatral, Tal-Kalol,
Dist. Gandhinagar - 382 729, Gujarat State, India)
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STT | Tén thuoc | Hoat chitchinh | Dang | Quycich | Tiéu | Tudi Sb diing ky S6
—~Ham lwgng | baoché | dénggdi | chudn | the ia han Iin
(thang) (So ding ky gia
da cép) han
1 (2) 3) ) 6)) (6) ()] (8) @
75.4. Co s san xuit: Nexpharm Korea Co., Ltd. (Bja chi: 168-41 Osongsaengmyeong 4-ro, Osong-
eup, Heungdeok-gu, Cheongju-si, Chungcheongbuk-do, Korea)
141 | Cenex Cap. | Celecoxib 200mg | Vién Hop 10 vi | NSX 36 880110530024 | 0l
200mg nang x 10 vién (VN-21949-19)
cung
76. Co s& diing ky: Reckitt Benckiser (Thailand) Limited (Dja chi: 388 Exchange Tower, 14th
Sloor, Sukhumvit Road, Klongtoey, Bangkok 10110, Thailand)
76.1. Co sé sin xudt: Reckitt Benckiser Healthcare (UK) Limited (Pja chi: Dansom Lane, Hull,
East Yorkshire, HU8 7DS, United Kingdom)
142 | Gaviscon Natri alginat Viénnén | Hop 2 vix | NSX 24 500100530124 | 01
dual action | 250mg, Natri nhai 8 vién (VN-18653-15)
bicarbonat
106,5mg, canxi
carbonat 187,5mg
76.2. Co s& sin xuét: Reckitt Benckiser Healthcare International Limited (Bja chi: Thane Road,
Nottingham, NG90 2 DB, United Kingdom)
143 | Nurofen Ibuprofen 400mg | Viénnén | Hp 1 vix | NSX 36 500100530224 | 01
400mg bao 12 vién; (VN-21336-18)
sugar dudng Hop 2 vix
coated 12 vién
tablets
77. Co s& ding ky: Santen Pharmaceutical Asia Pte. Ltd. (Pja chi: 6 Temasek Boulevard, #37-01,
Suntec Tower Four, Singapore 038986, Singapore)
71.1. Co sé sin xuit: Santen Pharmaceutical Co., Ltd. - Nha may Noto (Pja chi: 2-14, Shikinami,
Hodatsushimizu-cho, Hakui-gun, Ishikawa, Japan)
144 | Diquas Natri diquafosol | Dung Hop1Lo | NSX 36 499110530324 | 01
150mg/5ml dich nhé | x Sml (VN-21445-18)
mat
78. Co sév diing ky: Siu Guan Chem. Ind. Co., Ltd. (Dja chi: No. 128, Shinmin Road, Hunei Village,
West District, Chiayi City, Taiwan)
78.1. Co s& san xudt: Siu Guan Chem. Ind. Co., Ltd. (Pja chi: No. 128, Shinmin Road, Hunei
Village, West District, Chiayi City, Taiwan)
145 | Lilonton Piracetam 400mg | Vién Hop 10vi | NSX 48 471110530424 | 01
Capsule nang x 10 vién (VN-21960-19)
cing
146 | Suwelin Cimetidin 300mg | Dung Hép 10 NSX 48 471110530524 | 01
Injection dich tiém | 6ng 2ml (VN-21343-18)
300mg/2ml
147 | Vitamin C | Acid Ascorbic Dung Hép 10 NSX 36 471110530624 | 0l
Injection 500mg dich tiém | 6ng x 5ml, (VN-19349-15)
Hép 50
ong x 5ml




CONG TY TNHH THUONG MAI  CQONG HOA XA HQI CHU NGHIA VIET NAM
DUQC PHAM KHANG HUY Péc lap — Tw do — Hanh phiic
42/13 Ton That Hiép, P. Phu Tho,
TP.HCM
DT: 028.38624889, Fax: 028.38624889

Sé: 01/2026/KHANGHUY Ip. Hé Chi Minh, ngay 04 thdng 03 nam 2026

V/v thay déi S6 déing ky huu hémh ciia thude
tring thau,

Kinh giti: S¢ Y té Pong Nai

Ciin cit Quyét dinh sé 139/0P-SYT ngay 27 thdng 02 ndm 2025 ciia S¢ Y té tinh Déng Nai
vé viéc phé duyét két qud lwa chon nha thau (lan 1) Géi thau s6 01: Thube Generic thujc Ké
hoach lua chon nha thau cung cd’p thube thuée dw todn mua sém thubc tdp trung cdp dia
phirong stk dung tai cde co s6 y té trén dia ban tinh Péng Nai giai doan ndm 2025 - 2026;
Can cir Quyét dinh s6 401/0P-QLD ngay 14/08/2025 ctia Cuc Quan Iy Duoc vé viéc ban
hanh danh muc 226 thudc mede ngodi dwoc gia han gidy ding ky lww hanh tai Viét Nam —
Dot 125;

Cong ty TNHH Thuong mai Duge phidm Khang Huy c6 tring thdu san phdm Suopinchon
Injection (Furosemide 20mg/2ml); S& dang ky: VN-13873-11. Tuy nhién, hién tai Cong ty
ching t6i khong con ton kho thubc Suopinchon Injection (Furosemide 20mg/2ml) c6 S6
dang ky: VN-13873-11 va chung tdi cling di nhdp 16 thudc Suopinchon Injection
(Furosemide 20mg) méi c6 sb ding ky 12 471110356625.

Béng vin ban nay, Cong ty chung t6i dé nghi dugc thay dbi sb gidy dang ky lvu hanh ctia 01
thudc da trang thdu Goi thdu sb 01: Thube generic duge S& Y té Pong Nai phé duyét tai
Quyét dinh sb 139/QD-SYT ngay 27/02/2025, chi tiét nhu sau:

Théng tin thudc tring thiu Théng tin thudc dé nghj thay ddi

STT . Tén hioat Nong dy-| GPKLH hoic | GPKLH hoiic
trong | Ma phin | Tén thudc "ché Y Ham GPNK (trwdc khi | GPNK (sau
HSMT lrong thay doi) khi thay doi)

PP240043 | Suopinchon
1o 6743 Injection

(Pinh kém Quyét dinh sé 401/0P-OLD ngdy 14/08/2025 cia Cuc Qudn Iy Dugc)

Cong ty chung tdi chi d& nghi thay di s6 gidy ding ky luu hanh cta thudc, céc ndi dung
khéc vAn giit nguyén theo Quyét dinh tring thiu sd 139/QD-SYT ngiy 27 théng 02 nim
2025 ctia S& Y té tinh Pdng Nai.

Rét mong dugc sy xem xét va chdp thuén ciia Quy S& Y té.

Furosemide | 20mg/2ml VN-13873-11 471110356625

Tran trong cam on.

Neoi nhén:
Nhue trén,

= Luu VT.

TNHH
THUGNG MAI
DUGE PHAM

* okt
\KHANG HUY /2




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC

DRUG ADMINISTRATION OF VIETNAM ID:;)(: ‘ag 3 T‘-‘Fdo > H*-“g' phic
—138A Giing V6 -Ha Nj - Vigt Nam N peiiener Fecolons KT

£ ANHH - \E\ A > 3. g i
[ oo mGIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thudc  : Suopinchon Injection
Name of Drug: : gt

Thanh phan chinh, ham Iuang : Furosemide, 20mg
Active Ingredients,. Strsngth

Qui cach déng géi, béo ché’ : Hop 10 6ng x 2ml Thudc tiém
Packing Size, Dosage form. - 2 e : s o
Tiéu chudn chat Iugng » NSX '

Quality Specification: 2 =

Handing = 1 60 thé«ng_' :

Shelf- life: '

S8 gidly phép luu hanh sn phdm (S8 '
‘Marketmgfuthoazation Number ; .P. : ( K) VN‘13873-11
S6 quyét dinh e 't:'BSBI’QEJ-QLD, Ce . Ngay cép 07!09/2011
Approva! Decision Number ) " . Dalteoflssuance:

Hiéu luc clia gidy phép luu hanh san pham: cé gia trl 05 ném ké ti.f ngay cdp
EXpirarIon Date of this Marketing Autﬁonzatfon

Ténnhasanxudt ~ : SiuGuan Chem Ind Co Etd. -

Name of Manufacturer: e

Bia chi W : No 128 Shi!‘l erl Road Chla Y| - Talwan
_.Address ol b - 5 _ e

Sé dién thoa’i e : 58 e 'S8 facsnmsle.
TalNo : T = ; T RS Eebifei
Tén nha ding ky : : Siu Guan Chem. Ind Co., Ltd

Name of Markaang Authorlzaﬁan Holdsr &

Dia chi = : No. 128 Shm Min Road Chia Yl Talwan
Address . : J s ;

84 dién thoal & o 88 facsmlle.

Tel. NO EeE i 7 b Fax. No.

A ] Ha Néi, ngay 07 thang 09 nam 2011,
A CUC TRUGNG CUC QUAN LY bUgC 8
© Ghichd: (Note) GENERAL-DIREGIAR,QF THE DRUG ADMINISTRATION OF VIETNAM o

1- Gidy phép luu hanh san phdm nay dugc cdp dua trén hé so
d4ng ky da duge Cuc Quan Iy ducc - BA Y t& chdp nhan.
This markeiing authonzatlon has been lssued based on the dossiers
approved by the Drug Administration of Viatnam.

2- T4t ca cac thay ddi vé: co'sd san xudt, dang bao ché, ham
lugng, chi dinh... déu phai dugc dang ky lai dé cdp gidy
phép mdi.

All ehanges lo the manufacluring site, dosage form, strangth, indfcatton,
elc, are subject lo re-registration for a new markeling authorization.

Mau nhan da dudc duyét va td huéng dan st dung dudc
dinh kém theo gidy phép nay. TRUONG QU6C CUONG

Tha approved labels and package insert are altached. e

L]
]



B, . K{)bm LUCQUAN

g .m."*- BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
' CUC QUAN LY DUQC Pic 1ap - Ty do - Hanh phiic
P

/QD-QLD Ha Ngi, ngay 14 thang§ nam 2025

THUONG Ml | & QUYET DINH
DUGC PHAM /4 Ve viéc ban hanh danh myc 226 thuoc nwrdc ngoa;

CUC TRUGNG CUC QUAN LY DUGC

Can cir Ludt Dugc ngay 06 théng 4 ndm 2016; Ludt sira d6i, b6 sung mgt 56 diéu
cua Ludt Dwoc ngay 21 thang 11 nam 2024,

Can cir Nghj dinh S‘O 42/2025/ND-CP ngay 27/02/2025 cia Chinh phi quy dinh
chikc nang, nhiém vy, quyen han va co cdu té chirc ciia B6 Y té;

Can cir Nghz dinh so 163/2025/ND-CP ngay 29/06/2025 ciia Chinh phi quy dinh
chi tiét mét s6 dzeu va bién phap dé 16 chirc, hudng ddan thi hanh Ludt Duoc;

Cén cie Quyét dinh so 2386/0b-BYT ngay 22/07/2025 cua BG truéng Bo Y té quy
dinh chirc nang, nhiém vy, quyén han va co cau 16 chitc ciia Cuc Qudn Iy Dugc thuéc
B3 Y té;

Ciin cit Théng tu 56 12/2025/TT-BYT ngay 16/05/2025 cia Bé trudng B Y 1é quy
dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc,

Can cir két ludn cua Hgi dong tie van cap gidy déng ky heu hanh thuoc nguyén
ligu lam thuéc - BS Y té dot 125 (phdn hé so - gia han) tai Cong van 56 45/HDTV-
VPHD ngay 17/06/2025 cia Véin phong Hoi dong tw van cap GPKLH thude, nguyén
liéu lam thudce;

Theo dé nghi ciia Trudng phong Ding ky thube - Cuc Quan Iy Dugc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh myc 226 thu6c nudc ngodi
duoc gia han gify ding k¥ luu hanh tai V1¢t Nam - Dot 125, cu thé:

1. Danh myc 187 thudc nudc ngodi dugc gia han gidy ding ky lwu hanh higu
lire 05 ndm - Dot 125 (tai Phu luc I kém theo).

2. Danh muc 38 thudc nude ngodi dwoc gia han gidy ddng ky luu hanh hiéu luc
03 nam - Dot 125 (tai Phu luc Il kém theo)

3. Danh muc 01 thudc nuéc ngodi duge gia han gidy ding ky hru hanh dén hét
ngay 31/ 12/2025 Dot 125 (tai Phy lyc 111 kém theo).

Pidu 2. Cor 8O san xuat va co s& ding ky thudc cé trich nh1em

1. Sén xuat, cung cap thudc vao Vigt Nam theo dung cac hé so, tai liéu di ding
ky v6i BO Y té va phai in hodc déan $6 ding ky duge BO Y té cp 1én nhén thudc;

2 Chép hanh day du phap luat cua Vlet Nam va cac quy dmh cia By Y té vé
san xuét, nhip khau thubc va hwu hanh thudc tai Viét Nam, néu c6 bit ¢t thay ddi gi
trong qua trinh luu hanh thuoc & nude s& tai va & Viét Nam thi phai bao céo ngay cho
Cuc Quén 1y Dugc - BO Y té Viét Nam;

3. Thyc hién viéc cdp nhat tiéu chuin chét lugng ctia thude theo quy dinh tai
Théng tu s6 30/2025/TT-BYT ngay 01/07/2025 clia B truong Bo Y té hudng dan ap
dung tiéu chuén chét hrgng, kiém nghiém thudc, nguyén liu lam thude va thu hoi, xir



1y thube vi pham;

4. Cép nhat nhan thudc va t& huéng dan sit dung thuoc theo quy dinh tai Thong
tw 01/2018/TT-BYT ngay 18/01/2018 cia Bo truong Bo Y té quy dinh ghi nhan thudc,
nguyén lidu [am thude va t& hudng din sir dung thude theo hinh thirc thay 61, bd sung
gidy dang ky luu hanh thuoc quy dinh tai Théng tu 12/2025/TT-BYT ngay 16/05/2025
ctia B{ truong BoY té @bi voi thude chua c4p nhit ndi dung nhén thube, to huo'ng dén
su dung thuoc theo quy dinh tai Théng tr 01/2018/TT-BYT ngay 18/01/2018 ciia BS
truong BO Y té;

5. Cham nhét sau 12 thang ké tir ngiy dugc gia han gidy ddng ky luu hanh trong
trudng hep thuac, nguyén lidu lam thubc c6 thay d6i vé noi dung hanh chinh (bao gom

cd mau nhan va to huong dan su dung thubc) phai 4p dung cic ndi dung thay dox da

duge phé duyét khi gia han glay dang ky heu hanh. Trong thai gian 12 thang ké tir
ngay duge gia han gidy ding ky luu hanh, thuoc, nguyén liéu lam thude nhap khiu

dugc phép tiép tuc nhap khau va luu hanh dén hét han ding ciia thude véi cdc ndi dung,

cii treée khi duge gia han glay dang ky luu hanh trong truong hop dugce glao hang tai
cang di cia nude xudt khau trude ngdy phai dp dung ndi dung thay d6i méi da duoc
phé duyét khi gia han glay dang ky luu hanh;

6. Cham nhét sau 12 thang ké tir ngay thude, nguyén liéu lam thuoc dugc gia
han glay dang ky luu hanh, nhin thudc, nguyén ligu lam thubc phai ghl s6 dang ky
theo ciu triic quy dinh tai Phy lue V ban hénh kém theo Thong tur s6 12/2025/TT-
BYT Trong thoi gian 12 thang ké tir ngay thudc, _nguyen liéu lam thubc dugce gia han
glay déang ky Iwu hanh, thube, nguyen lidu lam thude nhap khéu dugc phép tlep tuc
nhép khau va luu hanh véi nhan thude, nguyen liéu 1am thude ghi s6 dang ky cu da cap
trude khi gia han trong truong hqp dugc giao hang tai cang di cia nuéc xuét khéu
trudc rigdy phai ghi sb dang ky mai theo quy dinh.

7.Bédo cao BO Y té (Cuc Quan ly Duoc) vé vige duy tri dap tmg Thyc hanh tot

san xuat cla co so san Xuét thuoc, nguyén liéu lam thudc. Truong hop co s¢ san xuét

bi thu hdi gidy phép sdn Xuét hofic khong dép tng Thyc hanh tot sdn xuét theo thong
bdo clia co quan ¢ thdm quyén nuée s& tai, hodc ciia co quan cdp chung nhén la co
quan quén ly duge chit ché (SRA) hodc co quan quin ly duoc duge Bo Y té cong nhén
trén ¢o s& phan loai clia T6 chirc Y te thé giéi danh gxa d6i véi co s& san xuit dwgce
danh gi4 theo quy dinh tai khoan 3 Diéu 95 Nghj dinh s6 163/2025/ND-CP, co s& phai
thyc hién v1ec bao céo trong thdi han 15 ngay ké tu ngdy c6 théng bdo cua co quan ¢6
thim quyén theo quy dinh tai diém d khoan 1 B1eu 98 Ngh1 dinh sb 163/2025/N£) CP
ngdy 29/06/2025 ctia Chinh phu quy dinh chi tiét mot $6 didu va bién phap dé tb chirc,
huéng dan thi hanh Luat Duge.

8. Co s& dang ky thude phal bao dam duy tri didu kién kinh doanh du'qc theo
quy dinh tai diem b khoan 2 Diéu 42 Luat Dugc trong théi han hiu lyc clia gidy ding
ky luu hanh thube, nguyén liéu lam thuoc

9. Co sa dang ky thude ph01 hop véi co s¢ san xudt, mhap khau, phan phm
thudce thyc hién vi¢e theo doi, gidm sat, thu thép, téng hop, dinh gia va giti béo cdo
dén Trung tAm Qudc gia ve Thong tin thude va Theo ddi phan (mg ¢6 hai cua thube
(Trung tam DI & ADR Quoc gia) thong tin céc trudng hop phén Umg sau tiém chung,
phan tng c6 hai cua thuoc theo quy dinh tai khoan 5 Diéu 77 Luit Duge, céc hudng
dan quoc gla vé canh gidc duge do B Y té ban hanh va cac quy dinh ¢ lién quan.

Piéu 3. Quyét dinh ¢ hiéu luc ké tir ngdy ki ban hanh.
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Pidu 4. Gidm dbc S& Y té cac tinh, thanh pho trye thude trung wong, gidm ddc
co so san xult va co s& ding ky c6 thude tai Piéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhin:

- Nhu Biéu 4;

- B§ trudng (dé blc),

- TTr. B§ Xuén Tuyén (de b/c);
- Cyc Quén Y - B§ Quéc phong, Cuc Y té - Bo Cong a 1\
Cuyc Y t& GTVT — Bb Xay dyng; S
- Bd Tai chinh: Cyc Hai quan; Bao hiém X3a hoi V}gt ¥
Nam, “‘-—"“/’ oo X

- B Y té Va PC, Cyc QLYDCT, Cyc QLKCB, Trung Vii Tuiin Cudmg
tam mua sim tﬁp trung thudc quéc gia, Vin phong HDTV

chp GBPKLH thuoc, NLLT;

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

- Téng Céng ty Duge VN-CTCP;

- Céc Bénh vién & Vién co giudng bénh trie thude BYT;

- Cyc QLD: QLGT, QLKDD, QLCLT, PCHN, VP Cuyc;

Website Cuc QLD;

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




Phu luc II

DANH MUC 38 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - QT 125

(Kém theo Quyét dinh s6: ..401....../QP-QLD, ngay 14./8.../2023.ciia Cyc Qudn Iy Dugc)

STT | Tén thuéc | Hoat chét chinh | Dang | Quycich | Tiéu | Tudi S6 ding ky S0
—Ham lwgng | baoché | donggéi | chudn | the ia han Iin

(thang) | (So dang ky gia

di cép) han

(0] 2) 3) 4) () 6 () ()] (&)

1. Co st ding ky: A. Menarini Singapore Pte. Ltd. (Dja chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City - Singapore 117440, Singapore)

1.1. Co sé sin xuét: Sanofi Winthrop Industrie (Pia chi: I, rue de la Vierge - Ambares et Lagrave,
33565 Carbon Blanc Cedex, France)

Co si déng gbi va xuit xwéng: Menarini-Von Heyden GmbH (Dja chi: Leipziger Strasse 7-13,

01097 Dresden, Germany)

Spedra

Avanafil 200mg

Viénnén | Hop 1 vix
4 vién;
Hop2vix
4 vién;
Hop 3 vix
4 vién

NSX

24

300110353425
(VN3-359-21)

01

Spedra

Avanafil 100mg

Viénnén | Hop 1 vix
4 vién;
Hop 2 vix
4 vién;
Hop 3 vix
4 vién

NSX

24

300110353525
(VN3-358-21)

01

Spedra

Avanafil 50mg

Viénnén | Hop 1 vix
4 vién;
Hop2vix
4 vién,
Hop 3 vix
4 vién

NSX

24

300110353625
(VN3-360-21)

01

2. Co s& ding ky: APC Pharmaceuticals & Chemical Ltd. (Pja chi: Flat/Rm 2203, 22/F, Bank of
East Asia Harbour View, Centre 56 Gloucester Road, Wanchai, Hong Kong)

2.1. Co s& sén xudt: Mylan Laboratories Limited (Dja chi: F-4 & F-12, MIDC, Malegaon, Tal.

Sinnar, Nashik - 422 113, Maharashtra state, India)

Komefan
280

Artemether 40mg;
Lumefantrine
240mg

Viénnén | Hop 1 vix

12 vién

NSX

24

890110353725
(VN-20649-17)

01

3. Co s& ding ky: APC Pharmaceuticals and Chemical Limited (Dja chi: Flat/Rm 1003, 10/F,

Bank of East Asia Harbour View Centre 56 Gloucester Road, Wanchai, Hong Kong)

3.1. Co sé san xuit: RV Lifesciences Limited (Dja chi: Plot No. H-19, M.1.D.C., Walyj, Aurangabad

431133 Maharashtra State, India)



STT | Tén thudc | Hoatchitchinh | Dang | Quycdch | Tiéu | Tudi S6 ding ky SO
—Ham lwgng | baoché | dénggéi | chudn | the ia han lan
(thang) | (So ding ky gia
di cip) han
(1) 2 3) (C)] () (6) (D ()] 9)
25. Co s& diing ky: Scientific Technological Pharmaceutical Firm "Polysan", Ltd. (Dia chi: Lit.4,
Building 2, 72 Salova Street, Saint-Petersburg, 192102, Russia)
25.1. Co s& san xuét: Scientific Technological Pharmaceutical Firm "Polysan", Ltd. (Dja chi:
Lit.A, Building 2, 72 Salova Street, Saint-Petersburg, 192102, Russia)
29 | Cytoflavin | Inosine 0,2 gam, | Dung Hop [ vix | NSX 24 460110356225 | 01
® Nicotinamide 0,1 | dich 5 6ng x (VN-22033-19)
gam, Riboflavin | truyén 10ml
(Riboflavin tinh
sodium mach
phosphate) 0,02
gam, Succinic
acid | gam
30 Reamberin | Meglumin natri Dung Hop 1 chai | NSX 60 460110356325 | 01
succinat dich thay tinh (VN-19527-15)
(Meglumine truyén chira
3.49g, Succinic tinh 400ml
acid 2.11g) 6gam | mach N

26. Co s& diing ky: Siu Guan Chem. Ind. Co., Ltd. (Bja chi: No. 128, Shinmin Road, Hunei Village, ),
West District, Chiayi City, Taiwan) =
26.1. Co 6 san xudt: Siu Guan Chem. Ind. Co., Ltd. (Pja chi: No. 128, Shinmin Road, Hunei *
Village, West District, Chiayi City, Taiwan) L
31  (Cyanocobalamine| Cyanocobalamine | Dung Hégp 10 NSX 36 471110356425 017
Injection 2000ug dich tiém | 6ng 2ml (VN-22469-19)
(meg)/2ml
32 [Lilonton F.C. | Piracetam 800mg | Viénbao | Hop 10 vi | NSX 60 471110356525 | 01
Tablet phim x 10 vién (VN-12654-11)
33  |Suopinchon | Furosemide Dung Hop 10 NSX 60 471110356625 | 01
[njection 20mg/2ml dich tiém | Ong tiém x (VN-13873-11)
2ml
27. Co s& diing ky: SRS Life Sciences Pte. Limited (Pja chi: 71 Robinson Road, #14-01, Singapore
(068895), Singapore)
27.1. Co s& san xudt: Maxim Pharmaceuticals Pvt. Ltd. (Pia chi: Plot No. 11 & 12, Gat No. 1251-
1261, Alandi-Markal Road, Markal Khed, Pune 412 105, Maharashtra state, India)
34 Cefpogood | Cefpodoxime Viénnén | Hop 1 vix | NSX 24 890110356725 | 01
khan (dudi dang | phdn tan | 10 vién; (VN3-320-21)
Cefpodoxime Hop 2 vix
proxetil) 100mg 10 vién

28. Co s& ding ky: Tedis (Dja chi: 9 avenue d’Ouessant, 91140 Villebon-sur-Yvette, France)
28.1. Co sé sdn xudt: Laboratoires Chemineau (Pja chi: 93 route de Monnaie — 37210 Vouvray,
France)
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