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CONG HOA XA HOI CHU NGHIA VIET NAM

CONG TY TNHH DUGC PHAM
Poc lap - Tw do — Hanh phiic

GIGAMED

S6: 885/2025/GGM-TD

(V/v: Ciip nhdt 0 ddng ky gia han
cho sin pham Oflovid ophthalmic ointment)

Kinh giri: SO'Y TE TINH KIEN GIANG

Tp. Ho Chi Minh, ngay 24 thang 04 ndm 2025

Céng ty TNHH Dwgc phim Gigamed xin chin thanh cam on su tin tudng ctia Quy S¢ Y t& dbi
v6i céc san pham do Cong ty chiing t6i phan phéi tai thi truong Viét Nam trong thoi gian qua.

Theo Quyét dinh tring thiu s6 1630/QD-SYT ngay 27/06/2024 cia Gidm dbc S¢ Y té tinh Kién
Giang vé viéc Phé duyét két qua Iya chon nha thdu cung cip thube tap trung tinh Kién Giang, giai doan
2023 — 2025 (dot 3) G6i s 2: Géi thau thude generic thong thudng ., cdng ty ching t8i ¢6 trung thiu va
dang cung ung dén cac co sd'y té truc thude Quy S& Y té san phim Oflovid ophthalmic ointment ciia nha
san xuit Santen Pharmaceutical Co., Ltd., Nha mdy Shiga - Nhit.

Hién nay, san phdm Oflovid ophthalmic ointment d3 duoc Cuc Quan 1y Duoc cdp s ding ky gia
han nén chung t61 s€ ti€n hanh cung Umg hang héa dén céc co s¢ y t€ trire thudc Quy So Y t€ theo s ding
ky gia han v6i thong tin chi ti€t nhu sau:

. Tép hoat chit, Quy cach Nha san xuét Han ) Quyét
STT | Tén thudc nong dj-ham D < Ex - Nuwéesan | .° S6 dang ky dinh gia
ang bao ché X dung ‘
lwgng xuat han /
Santen SPK tring thauw/ky
Oflovid Hop 1 tu)’/p x | Pharmaceutical 36 hop df‘)nﬂ, : VN-18723-
1 | ophthalmic | Ofloxacin 0,3% | 3,5g; Thubc | Co., Ltd., Nha hJ, N 15
ointment m& tra mat may Shiga — thang SPK gia han:
Nhét Ban 499115415523

Chiing t6i cam két ngoai viéc thay dbi sé dang ky nhu néu trén, cac thong tin khéc cua san pham
Oflovid ophthalmic ointment nhu: 7¢én thuoc nha san xudt, tiéu chudn chat lieong, 1161 tho, nhém thudc
ciing nhir gid cung tng cua san pham véi sé ding ky mai khong thay d6i so véi s6 dang ky cii. Nham tao
d1eu kién thu4n loi cho viéc thanh to4n ciing nhu dam bao quyén lgi cho ngudi bénh tham gia Bao hiém Y
té duoc thanh toan khi sit dung san phim Oflovid ophthalmic ointment, ching t6i xin dugc thong béo
dén Quy S& Y té vé sy thay ddi trén.

R4t mong duoc su xem xét va chdp thuin ciia Quy S¢ Y t& dé chung 61 s& cung tng sén phim
Oflovid ophthalmic ointment véi so ddng ky gia han.

Céng ty chan thanh cam on su hop tac ciia Quy S&' Y té.

Tran trong kinh chao./.
CONG TY TNHH DUQC PHAM GIGAMED
FONG GIAM POC/,
Noi nhdn:
- Nhu trén;

- Luu: VT.
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7 34 Cuc QUAN LY DUGC Péc lap - Tw do - Hanh phiic
8é: 777 /QP-QLD H Néi, ngay19 thang 10ndm 2023
QUYET PINH

Vé vige ban hanh danh myc 191 thudc nuwée ngoai
duwge gia han gidy ding ky luu hanh tai Viét Nam - Dot 115.2

CUC TRUOGNG CUC QUAN LY DUQC

Can cir Ludt Duoc SO’ 105/2016/QH13 ngay 06/4/2016;

Cén cit Nghi dinh s6 95/2022/NB CP ngay 15/11/2022 cua Chinh phi quy
dinh chitc ndng, nhiém vy, quyén han va co céu té chitc ciia BY Y té;

Céin cit Quyét dinh s6 1969/0P-BYT ngay 26/4/2023 ciia BY trueéng Bo Y té
quy dinh chitc ning, nhiém vu, quyén han va co cdu té chirc ciia Cuc Qudn Iy
Duge thuéc B6 Y té;

Céin cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trudng Bo Y
16 quy dinh viéc ding ky lwu hanh thudc, nguyén liéu lam thube;

Cén cir két lugn ciia Hpi dong tir van cap gidy ding ky heu hanh thudc,
nguyén liéu lam thudc - B6 Y té;

Theo dé nghi ciia Trudng phong Pdng ky thude - Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 191 thubc nuée
ngodi dugc gia han gidy dang ky luu hanh tai Viét Nam - Dot 115.2, cu thé:

1. Danh muc 177 thuc nuéc ngoai duge gia han gidy dang ky luu hanh
hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 09 thudc nudc ngoai dwoc gia han gidy dang ky luu hanh
hiéu lyc 03 nam (Phu luc Il kem theo).

3. Danh muye 05 thudc nuée ngoai duoc gia han gidy ding ky Iuu hanh
dén 31/12/2025 (Phu Iuc I kém theo).

Pidu 2. Co s& san xult va co s¢ ding ky thude c6 trach nhiém:

1. Cung cép thudc vao Viét Nam theo dung céc hd so, tai lidu di dang ky
v6i BO Y t& va phai in hodc dan s§ ding ky duoc Bo Y té cp 1én nhan thudc,

2. Chép hanh day du phap luét cta nwée CHXHCN Viét Nam va céc quy
dinh ciia BO Y té v& nhap khéu thudc va luu hanh thubc tai Viét Nam, néu c6 bat
¢t thay d8i gi trong qué trinh luu hanh thubc & nuée s& tai va & Viét Nam thi
phai bdo céo ngay cho Cuc Quan Iy Duoc - B6 Y t& Viét Nam.

3. Thye hién viée cap nhat tiéu chuin chit lugng cua thudc theo quy dinh
tai Thong tu s& 11/2018/TT-BYT ngay 04/5/2018 ciia B§ trudng BO Y té quy
dinh vé chét luong thude, nguyén liéu lam thude.

4, Thubc duge gia han gidy ding ky luu hanh tai Quyét dinh nay nhung
chua ndp hd so cdp nhat ndi dung nhin thude, to huéng dan sir dung thude theo
quy dinh cta Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo trudng B Y
té thi phai thyc hién cép nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Thong
tu s6 01/2018/TT-BYT trong thdi han 12 thang ké tir ngay dugc gia han gidy
dang ky luu hanh.




5. Sau 12 thang ké tir ngdy ky ban hanh Quyét dinh nay, céc thude duge
gia han gidy dang ky luu hanh theo Quyét dinh ndy c6 thay d6i v& noi dung hanh
chinh (bao gdm c mAu nhan va t& hudéng dan s dung thuoc) phai nhap khau va
luu hanh véi céc ndi dung d& duge phé duyét thay dbi trong hd so gia han.

6. Ph01 hop véi cée co s¢ didy tri dé thuc hién theo ding cac quy dinh
hién hanh vé thubc ké don, theo doi an toan, hiéu qua, tdc dung khdng mong
mudn cta thubc trén nguoi Viét Nam va tbng hop, béo cdo theo quy dinh tai
Piéu 5 Thong tu s6 08/2022/TT-BYT ngdy 05/9/2022 ctia Bo trudng Bo Y té
quy dinh viéc dang ky Iwu hanh thudc, nguyén liéu 1am thube d6i vé6i cac thube
thudc Danh muc tai Phu luc 11 ban hanh kém theo Quyet\d;nh nay.

7. Co s¢ ding ky thuoc phai dam bao duy trl dieu kién hoat dong trong
thoi gian hiéu lyc cha gidy ddng ky luu hanh thubc, nguyén liéu lam thudc.
Trong trudng hop khdng con dép ung du diéu kién hoat ddng, co s& dang ky
phai c6 trach nhiém thye hién thay doi co s¢ déng ky theo quy dinh tai Thong tu
50 08/2022/TT-BYT ngay 05/9/2022 cua B¢ trudng BO Y t€ trong thoi han 30
ngay ké tr ngay co s& dang ky khong con du diéu kién boat dong.

8. Co s¢ déng ky thube phai bao cdo BO Y t& vé cép nhét tinh trang dap
ang Thuc hanh t6t san xuat clia co s& san xuét thubc, nguyén liéu lam thubc.
Trudng hop co 8§ san xuét bi thu hoi gidy phép san xudt hodc khong dap tmg
Thuc hanh t8t san xudt thudec, nguyén liéu 1am thudc & nudc so tai, co s& phai
thyc hién viéc bdo cdo trong thdi han 15 ngay ké tir ngay c6 théng béo cia co
quan quan ly ¢6 tham quyén nuéc s& tai theo quy dinh tai diém d khoan 1 Dicu
100 Nghi dinh s0 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi
tiét mot sO di€u va bién phap thi hanh Luét Duge.

Dleu 3. Cae thuoc dugc gia han glay ding ky Iwu hanh tai Quyét dmh nay
duge tiép tuc st dung sb dang ky dd cdp truée khi gia han trong théi han ti da
12 thang ké tir ngay duogc cdp soO dang ky gia han theo quy dinh tai Phuy lyc VI
ban hanh kém theo Théng tu s6 08/2022/TT-BYT.

Dleu 4. Quyét dinh c6 hiéu lyc ké tir ngay ky ban hanh.

Diéu 5. Giam dbc S& Y té céc tinh, thanh pho trye thude trung wong, giam
dbc nha san xudt va co s¢ ding k¥ c6 thube tai Didu 1 chju trach nhiém thi hanh
Quyét dinh nay./.
Noi nhdn: CUC TRUONG
- Nhu Bidu 5; g
- BO trudng (4 b/c);

- TTr. B3 Xuan Tuyén (de b/c);

- Cuc Quan Y - BY Quéc phong, Cuc Y té - Bb Cong
Cuc Y t8 GTVT - B Giao thdng vén tai,

- Tong Ql_lc Hai quan - B§ Tai chinh;

- Bao hiém X34 héi Viét Nam;
- B8 Y & Vu PC, Cuc QLKCB, Thanh tra B3, Van V'l Tuén Cudng
phong HDTV cdp GPKLH thube, NLLT;

- S& Y té cac tinh, thanh phé truc thugc Trung wong;

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

- Tong Cong ty Dugc VN-CTCP;

- Cac Cong ty XNK duge phém

- Cac Bénh vién & Vién c6 giudng bénh truc thuge BYT;

- Trung tdm mua Sam tap trung thube quoc gia;

- Céac phdong Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD.
- Luu: VT, KT (2b) (NT).




Phyu lucl

DANH MUC 177 THUOC NUOC NGOAI BUGC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POQT 115.2

(Ban hénh kém theo quyét dinh s6: .171....../QP-QLD, ngay 19./10.2023.ciia Cyc Qudn Iy Dugc)

STT | Tén thudc | Hoat chit chinh Dang Quy cich | Tién Tudi S6 ding ky Sé
—Ham lugng bao ché | dénggdi | chuan| the gia han lAn

(thang) | (S6 dingky | gia

da cz‘ip) han

1 2) 3) C)) 6] 6 )] ® ®)

1. Co s& diang ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Sitreet, #23-
28 DUO Tower Singapore 189352, Singapore)
1.1. Co s& san xuét: PT. Abbott Indonesia (Pia chi: JI. Raya Jakarta - Bogor Km 37, Kel. Sukamaju,
Kec. Cilodong, Depok, Jawa Baral, Indonesia)

Klacid Clarithromycin Cém pha | Hop 1 1o NSX 24 899110399323 | 01
125mg/Sml hdn dich | 30 ml; (VN-16101-13)
uodng Hop 1 lo
60 ml

2, Co'sé ding ky: Actavis International Ltd. (Dja chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luga,
LQOA 6000, Malta)

2.1. Co' s& san xuit: Actavis Ltd. (Dia chi: BLB016, Bulebel Industrial Estate, Zejtun ZTN3000,
Mualta)

Actelsar Telmisartan 40mg | Vién nén | Hop 2 vix | NSX 36 535110399423 | 0l
14 vién (VN-20899-18)

2.2. Co sé san xuit: Balkanpharma - Dupnitsa AD (Dja chi: 3 Samokovsko Shosse Str., 2600
Dupnitsa, Bulgaria)
Bromhexin | Bromhexine Viénnén | Hép 1 vix | NSX 36 380100399523 01
Actavis hydrochloride 20 vién (VN-19552-16)
8mg 8mg

2.3. Co s& san xuét: Norton Healthcare Limited T/A Ivax Pharmaceuticals UK (Dja chi: Aston
Lane North, Whitehouse Vale Industrial Estate, Runcorn, WA7 3FA, United Kingdom)

Budesonide | Budesonide Hdn dich Hop 30 NSX 24 500110399623 01
Teva 0,5mg/2ml khi dung | 6ng 2ml (VN-15282-12)
0,5mg/2ml

2.4. Co sé san xuit: Teva Czech Industries s.r.o. (Pia chi: Ostravskd 305/29, Komarov, 747 70,
Opava, Czech Republic)

Equoral Ciclosporin 25mg | Vién Hop 5 vix | NSX 24 859114399723 01
25mg nang 10 vién (VN-18835-15)
mém

3. Co' sé ding ky: Ajanta Pharma Limited (Pja chi: Ajanta House, 98, Government Industrial Area,
Charkop, Kandivli (West), Mumbai-400 067, India)

3.1. Co' sé san xuit: Ajanta Pharma Limited (Pja chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)

S () > - | ab 12
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STT | Tén thuc | Hoatchétchinh | Dang | Quy cach | Tiéu | Tubi S6 ding ky Sé
— Ham luwgng bao ché | déng géi | chuin tho gia han lin
(thang) | (S6 dang ky gia
da cp) han
3] @ (€] @ (6)) (6) ) @® ()
158 | Tafsafe Tenofovir Vién nén | Hop 1 NSX 24 890110415023 01
alafenamide (dudi | bao phim | Chai x 30 (VN3-250-19)
dang Tenofovir vién; Hop
alafenamide 3vix 10
fumarate) 25mg vién

77. Co 56 dang ky: Saint Corporation (Bja chi: Academy Tower, Rm #718,719, 118, Seongsui-ro,

Seongdong-gu, Seoul, Korea)

77.1. Ce sé sin xuét: Korea Prime Pharm. Co., Ltd. (Dia chi: 100, Wanjusandan 9-ro, Bongdong-

eup, Wanju-gun, Jeollabuk-do, Korea)

159 | Simbidan Simvastatin 20mg | Viénnén | Hop 3 vix | USP 36 880110415123 | 01
bao phim | 10 vién (VN-16806-13)
78. Co s¢ dang ky: Sakar Healthcare Limited (Dia chi: Block No.: 10 — 13, Village: Changodar,
Sarkhej-Bavla Highway, Tal: Sanand, Dist. Ahmedabad Changodar Ahmedabad GJ 382 213, India)
78.1. Co sé& san xuit: Sakar Healthcare Limited (Dia chi: Block No.: 10 — 13, Sarkhej-Bavla
Highway, City: Changodar - 382213, Dist. Ahmedabad, Gujarat state, India)
160 | Cefax-500 | Cefalexin (duéi Vién Hop 10 vi BP 24 890110415223 01
capsule dang cefalexin nang x 10 vién hién (VN-18448-14)
monohydrate) clng hanh
500mg
79. Co 56 ddng ky: Santen Pharmaceutical Asia Pte. Ltd. (Bja chi: 6 Temasek Boulevard, #37-01,
Sunfec Tower Four, Singapore 038986, Singapore)
79.1. Co' sé san xuét: Santen Pharmaceutical Co., Ltd., Nha may Noto (Pja chi: 2-14, Shikinami,
Hodatsushimizu-cho, Hakui-gun, Ishikawa, Japan)
[61 | Sanlein Natri hyaluronat | Dung Hoép 1 Tui JP 36 499100415323 01
Mini 0.1 tinh khiét dichnhs | x 10 vix hién (VN-19738-16)
0,4mg/0,4ml mat 10 Lox hanh
0,4mi;
Hop 1 Tui
x3vix 10
Lox
0,4ml
79.2. Co s& san xuit: Santen Pharmaceutical Co., Ltd., Nha may Shiga (Pja chi: 348-3, Aza-suwa,
Oaza-shide, Taga-cho, Inukami-gun, Shiga, Japan)
162 | Mydrin-P Tropicamid Dung Hop 1lox | NSX 30 499110415423 01
50mg/ 10ml; dich nhd | 10ml (VN-21339-18)
Phenylephrin mat
hydroclorid
50mg/ 10m}
163 | Oflovid Ofloxacin 0,3% Thude Hop | NSX 36 499115415523 01
ophthalmic md tra tuyp x (VN-18723-15)
ointment mat 3,5g
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc ldp - Tu do - Hanh phiic
Sé: 98 /QP-QLD Ha Ngi, ngay0l  thdng02 ndm?2024
QUYLT PINH

V& viéc cong bé Danh muc thude biét duge gbc - Dot 1 nim 2024

CUC TRUONG CUC QUAN LY DUQC

Céin it Lugt Duoc sb 105/2016/QH13 ngay 06/04/2016;

Cén ctr Nghi dinh s6 95/2022/NB CP ngay 15/11/2022 cua Chinh phil quy
dinh chitc nding, nhiém v, quyén han va co cau 16 chirc ciia B Y 1é;

Can cit Thong tir s6 08/2022/TT-BYT ngéy 05/9/2022 ciia Bg trieong Bé Y
1é quy dinh viéc dang ky liwu hanh thude, nguyén liéu lam thuée;

Cén cir Quyét dinh s6 1 969/QD-BYT ngay 26/4/2023 ciia B¢ truong B Y
1é quy dinh chirc nang, nhiém vy, quyen han v co céu té chite ciia Cuc Qudn Iy
Duroc thuéc B6 Y 1é;

Theo dé nghi ciia Trudng phong Phong Ping ky thudc - Cuc Qudn Iy Duoc.
QUYET PINH:

Diu 1. Cong bd Danh myc 82 thube biét duge gbe Dot 1 - nam 2024 tai
Phu luc kem theo Quyét dinh nay.

Pidu 2. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.

Pitu 3. Giam déc S& Y té céc tinh, thanh pho tryc thuge Trung wong, cac

co s& kinh doanh dugc va Giam dbc co s& ¢6 thude néu tai Piéu 1 chju trach
nhiém thi hanh Quyét dinh nay./.

Noi nhgn; KT. CUC TRUONG
- Nhu Bieu 3, HO CUC TRUONG

- B§ truong Bao Hong Lan (dé bic);

- Thir truéng D8 Xuin Tuyén (de b/c);

- Cuc trudng Vii Tuén Cuorng (dé b/c);

-CucQuanyY - Bo Québc phong; Cuc Y té - B§ Cong an; CL
Y_le GTVT - B Giao thong van tai; \

- Téng cuc Hai quan - Bo Tai chinh;

- Bao lném X4 hoi Viét Nam, oy

-B6 Y té: Vu Phap ché, Cuc QLKCB Thanh tra Bg; ’ Nguyén Thanh Lam

- Cac Vién: KN thuoc TW, KN thube T P. HCM;

- Trung tdm mua shm tdp trung thude quoc gia;

- Téng Céng ty Dugc Viét Nam- CTCP;

- Céc co s6 kinh doanh dugc;

- Céc Bénh vién & Vién c¢6 giudng bénh truc thugc Bo Y té;

- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT, VPC, Website;

- Luu: VT, PK (02b).
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CONG TY CO PHAN CONG HOA XA HOI CHU NGHIA VIET NAM
DUQC VIYT HAI DUONG Péc lap - Tw do - Hanh phiic

Sé: 04" /CV-DHD
V/v Théng bdo thay déi/bé sung
50 ddng ky Levofoxaxime

Hai Duvong,ngay 03 thdng 05 nam 2025

Kinh giti: - S& y té tinh Kién Giang;
- Cac co sy té trén dia ban tinh Kién Giang;

Can ct Thong tu sb 07/2024/TT-BYT ngay 17 thang 05 ndm 2024 Quy dinh v& ddu thiu
thudc tai céc co s& y té cong lép;

Cén ctr Quyét dinh s6 1630/QD-SYT ngay 27 thang 06 ndm 2024 vé viéc phé duyét két qua
lwa chon nhd thau cung cd’p thuéc Idp trung tinh Kién Giang, giai doan 2023-2025 (dot 3) Goi 50
2: G6i thau thudc generic thong thuong. Cong ty Cd phan Duoc Vit tu Y t€ Hai Duong dugc lua
chon cung cdp mit hang thubc Levofoxaxime (SPK: VD-30646-18).

Ngay 27/05/2024, Cuc Quan ly Dugc ban hanh Quyét dinh sb 331/QDP-QLD vé viéc ban
hanh Danh muyc 401 thudc san xuét trong nude duoc gia han gidy dang ky luu hanh tai Viét Nam -
Dot 197.

Béng vin ban nay, Cong ty C6 phin Dugc Vat tw Y t& Hai Duong kinh dé nghi Quy S¢ y té,
Bénh vién v& viée diéu chinh S§ dang ky thubc Levofoxaxime (SPK: VD-30646-18) da duyét tai
Quyét dinh tring thdu 1630/QD-SYT, cu thé nhu sau:

1. Thong tin da phé duyét:
Thudc Levofoxaxime; Sé dang ky: VD-30646-18
2. Théng tin dé nghi thay d6i/b6 sung:
Thudc Levofoxaxime; S6 ding ky: 893115324424

Cong ty xin giri kém Quyét dinh phé duyét lién quan dén ndi dung thay ddi, bd sung cta co
quan quéan ly nha nuée c6 thdm quyén.

Ngoai n6i dung d& nghi thay ddi néu trén, ching t6i cam két cac thong tin ké khai trén 1a
chinh xéc, tiéu chuan chit lugng cta thube du thiu va thudc d& xuét thay thé khong thay déi va
cam két cung tng du thudc ¢ chét lwong nhu hd so du thau va tai Quyét dinh s 1630/QD-SYT.

R4t mong nhan dwoc sy xem xét va ddng ¥ ciia Quy S& Y té va Bénh vién.

Xin tran trong cam on!

Noi nhan:
- Nhu trén;
- Luu: VT, KKD

CUA NHA THAU b

TONG GIAMPOC
DSCK1: NGUYEN THI TG ANH




CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phiic

Ha Noi, ngay 27 thang 05 ndam 2024

QUYET PINH .
Ve viéc ban hanh Danh muc 401 thudc sin xuat trong nwéc
dwoc gia han gidy ding ky lwu hanh tai Viét Nam - Dot 197

CUC TRUONG CUC QUAN LY DUQC

Can cie Ludt Dwoc s6 105/2016/QH13 ngay 06/4/2016;
Cdn cir Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chirc ndng, nhiém vu, quyén han va co cdu t6 chike ciia BO Y té;

Céin cie Quyét dinh sé 1 969/0D-BYT ngay 26/4/2023 cua B¢ truong Bo Y té quy
dinh chirc nang, nhiém vu, quyén han va co cau 16 chikc ciia Cuc Quan Iy Duoc thugc
B Y té;

Cén cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 cia B truong Bo Y 16
quy dinh viéc ddang ky luu hanh thuéc, nguyén liéu lam thuéc;

Cén cik két lugn cua Hoi dong tw vin cap gidy ding ky lwu homh thuée, nguyén
liéu lom thudc - B3 Y té dot 197 tai Cong van s6 33/HDTV-VPHD ngay 11/4/2024 cia
Vén phong Hgi dong tu van cdp GPKLH thudc, nguyén liéu lam thuéc;

Theo d@é nghi ciia Truéng phong Ddng ky thude, Cuc Quan ly Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh myc 402 thudc san xuét trong
nuée duge gia han gidy ding ky luu hanh tai Viét Nam - Dot 197, cu the

1. Danh muc 256 thudc san xuit trong nudc dugc gia han gidy ding ky luu
hanh hi¢u luc 05 nam (Phu luc I kém theo).

2. Danh muc 140 thudc san xuit trong nudc duge gia han gidy ding ky luu
hanh hiéu lyc 03 nam (Phu luc 11 kem theo).

3. Danh muyc 05 thudc san xuit trong nude duge gia han gidy ding ky luu hanh
hiéu lwc dén 31/12/2025 (Phuy luc IIT kém theo).

Piéu 2. Co s san Xuét va co s dang ky thude c6 trach nhiém:

1. San xuét thudc theo dung cac ho so, tai lidu di dang ky v6i Bo Y té va phai
in s6 dang ky dugc BO Y te Viét Nam c4p [én nhén thudc.

2. Chi duoc san xuét, dua ra lwu hanh céc thude kidm soét dic biét khi cé Giay
chitng nhan du diéu kién kinh doanh dugc pham vi kinh doanh thuéc phai kiém soét
ddc biét phtr hop vdi pham vi hoat dong cta co so dap ung quy dinh tai khoan 5 Diédu
143 Nghi dinh s0 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phii quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luat Duoc.

3. Thuc hién viéc cap nhit tiéu chuén chit lwong cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cta B truéng B Y té quy dinh vé
chét lugng thudc, nguyeén liéu lam thube.

4. Thubc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cip nhat ndi dung nhan thude, to huéng din st dung thudc theo quy dinh
ctua Thong tw 01/2018/TT-BYT ngay 18/01/2018 ctia B trwéng Bo Y té thi phai thuc
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hién cép nhat theo quy dinh tai diém b Khoan 1 D1eu 37 Thong tw s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han g1ay dang ky luu hanh.

5. Sau 12 thang k& tir ngay ky ban hanh Quyét dinh nay, cac thude duge gia han
gidy dang ky luu hanh theo Quyét dinh nay c6 thay dbi vé noi dung hanh chinh phai
san xuat va luu hanh véi céc noi dung d4 dugc phé duyét thay d6i trong hd so gia han.

6. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cua gidy ding ky luu hanh thudc, nguyén lidu lam thube. Trong truong hop
khong con dap tng du diéu kién hoat dong, co s& dang ky phai cé trach nhiém thuc
hién thay ddi co s& dang ky theo quy dinh tai Thong tur s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay o so dang ky khong con du diéu kién hoat dong.

7. Co s& san xuét thudc phai bao dam céc diéu kién hoat dong clia co s san
Xuét trong thoi han hiéu luc cua gidy dang ky luu hanh thudc, nguyen li€u lam thude.

8. Cac thuoc dugc gia han giay dang ky luu hanh tai Quyet dinh nay duoc t1ep
tuc str dung so dang ky da cap trwde khi gia han trong thdi han t8i da 12 thang ké tur
ngay dugc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop véi céc co s¢ didu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo doi an toan, hi¢u qua, tic dung khong mong mudn cla
thubc trén nguoi Viét Nam va tong hop, béo cdo theo quy dinh tai Piéu 5 Thong tr 56
08/2022/TT-BYT dbi véi cac thudc trong Phu luc IT ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay cd hiéu lyc ké tur ngay ky ban hanh.

Diéu 4. Giam ddc S¢ Y té céc tinh, thanh phd truc thude Trung wong va Gidm
ddc co so san xult va co 6 ding ky c6 thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: ___ CUC TRUONG
- Nhu Biéu 4; \

- BT. Pao Hong Lan (dé b/c);

- TT. P56 Xuéan Tuyén (dé b/c);

- Cyc Quény - Bd Qubc phong, Cuc Y té - B6 Cong an;
- Cuc Y t€ GTVT - B Giao thong vén tai;

- Téng Cuc Hai quan - Bd Tai chinh;

- Bao hlem x4 hoi Viét Nam; ey X B

- B3 Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cuwong
B9, Vin phong HDTV cap GPKLH thudc, NLLT;

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

- Téng Céng ty Duoc Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién c6 giudong bénh tryc thue Bo Y té;

- Trung tdm mua sim tap trung thudc quoc gia;

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

Website;

- Luu: VT, BKT (C.H) (02b).
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UGC PUQC GIA HAN GIAY PANG KY LUU HANH
U LUC 05 NAM - PQT 197
#OD-OLD ngay 27 thdng 05 ndm 2024
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STT| Tén thudc Hoat chit chinf /6|1 bao | Quy cich dénggoi| Tiéu | Tudi | S6dingky [Sblin
Ham lugng ché chuin | tho gia han gia han
(thang)| (S6 ding ky
da cé‘ip)
@ (2) 3 4) (O] © (@) ® ®

1. Co'siv ding ky: Céng ty c6 phan DTS Viét Nam (Dia chi: S6 18, t 51, phudong Quan Hoa, quin Cu Gidy, thanh phd Ha

Noi, Viét Nam)

1.1. Co sé sin xuit: Cong ty ¢b phin dwoc phim Nam Ha (Dia chi: S5 415, dudng Han Thuyén, phudng Vi Xuyén, TP.
Nam Binh, Tinh Nam Binh, Viét Nam)

1 |Golheal 300

Thioctic acid (Alpha
Lipoic Acid) 300mg

Vién nang
mém

Hop2vi,4vix 15
vién

NSX

36

893110307124
(VD-24075-16)

1.2. Co so san xuit: Cong ty TNHH MTV 120 Armephaco (Dia chi: 118 Vii Xuan Thiéu, phudng Phic Loi, quan Long
Bién, TP Ha Noi, Viét Nam)

2 |Benfosafe Benfotiamin 150mg |Viénnén  [HOp 3 vix 10 vién, | NSX 36 (893110307224 1
bao phim  |Hop 6 vix 10 vién (VD-28654-18)

3 [|Vildagold Vildagliptin 50mg  |Viénnén  [Hop 3 vi x 10 vién NSX 36 (893110307324 1
(VD-30216-18)

2. Co sé ding ky: Cong ty C6 phan Dwge Danapha (Dia chi: 253 Diing ST Thanh Khé, phudng Thanh Khé T4y, quan Thanh
Khé, thanh ph6 Pa Néang, Viét Nam)

2.1. Co s& san xuét: Cong ty ¢ phin dwge Danapha (Dia chi: 253 Diing ST Thanh Khé, phudng Thanh Khé Téy, quén
Thanh Khé, thanh phd Pa Néng, Viét Nam)

4 | Amitriptylin Amitriptylin Vién nén Hop 1 1o x 100 NSX 36 893110307424 1
25 mg hydroclorid 25mg bao phim  |vién; Hop 10 vi x (VD-31039-18)
10 vién

5 |Daquetin 25 Quetiapin (dudi Viénnén  [Hop 3 vix 10 vién NSX 36 893110307524 1
dang Quetiapin bao phim (VD-25580-16)
fumarat) 25mg

6 |Dibulaxan Ibuprofen 200mg; Viénnén [Hop 5 vix 20 vién NSX 36 (893100307624 1
Paracetamol 325mg (VD-30234-18)

7 |Magnesi - B6 Magnesi lactat Viénnén  |Hop 5 vix 10 vién NSX 36 893110307724 1
dihydrat 470mg; bao phim (VD-27702-17)
Pyridoxin
hydroclorid Smg

8 |S-Enala$ Enalapril maleat Viénnén |HOpSvix 10vién; | NSX 36 893110307824 1
Smg; Hop 10 vi x 10 vién (VD-31044-18)
Hydroclorothiazid
12,5mg

9 |S-Levo Levofloxacin (duéi [Vién nén Hop 2 vi x 10 vién; NSX 36 893115307924 1
dang levofloxacin bao phim  |Hp 5 vi x 10 vién (VD-31045-18)
hemihydrat) 750mg

3. Co so ding ky: Cong ty cd phan Dwgc Pong Nai (Pia chi: S6 221 B, dudng Pham Vian Thuan, phudng Tan Tién, thanh
phb Bién Hoa, tinh Ddng Nai, Viét Nam)

3.1. Co sé sin xuét: Cong ty cb phin Dwoc Pong Nai (Dia chi: S 221 B, dudng Pham Vin Thuén, phudng Tan Tién, thanh
phd Bién Hoa, tinh Péng Nai, Viét Nam)
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STT| Tén thude Hoat chit chinh - | Dang bao | Quy cich dénggéi| Tiéu | Tudi | S6dingky |SblAn
Ham lugng ché chuin tho gia han gia han
" |(thing)| (S6 ding ky
da cép)
(€3] ) 3 “) 3 (6) @) ®) ©)
172 |Vacoomez 40 Omeprazol (dudi Viénnang |[Hop 10 vix 10 NSX 24 1893110324224 1
dang vi hat bao tan  |cting chita  |vién; Hop 20 vi x (VD-30641-18)
trong rudt 8,5%) vihatbao |10 vién; Hop 50 vi
40mg tantrong  [x 10 vién; Hop 100
rudt vi x 10 vién; Chai
100 vién; Chai 200
vién; Chai 500 vién;
Chai 1000 vién
173 | Vadol Caps Paracetamol 500mg [Viénnang |Hop 10 vi x 10 DbVN 36 893100324324 1
cling vién; Hop 20 vi x (VD-23755-15)

10 vién; Hop 50 vi
x 10 vién; Hop 100
vi x 10 vién; Hop 5
vi x 15 vién; Hop
10 vi x 15 vién;
Hop 20 vix 15
vién; Hop 25 vi x
15 vién; Hop 50 vi
x 15 vién; Chai 100
vién; Chai 200 vién;
Chai 250 vién; Chai
500 vién; Chai 1000
vién

49. Co s& ding ky: Cong ty co phan Dwgc Vit tu y té Hai Dwong (Dia chi: S6 102, phd Chi Lang, phudng Nguyén Trii,
TP. Hai Duong, tinh Hai Duong, Viét Nam)

49.1. Co s& san xuit: Cong ty c6 phin Dugc vét tw ty té Hai Duong (Pia chi: S6 102, phd Chi Lang, phudng Nguyén Trai

TP. Hai Duong, tinh Hai Duong, Viét Nam)

>

174 |Levofoxaxime Levofloxacin (du6i |Dung dich |Hop 1 lo x Sml NSX 36 1893115324424 1
dang Levofloxacin  [thudc nhé (VD-30646-18)
hemihydrat) mét
25mg/5ml

175 |Redtadin Loratadin Smg/5ml  |Sird Hop 1 chai x 60ml; NSX 36 1893100324524 1

Hop 1 chai x 75ml (VD-30647-18)

50. Co's6 diing ky: Céng ty ¢o phan Euvipharm (Bja chi: Ap Binh Tién 2, x4 Dtrc Hoa Ha, huyén Dirc Hoa, tinh Long An,

Viét Nam)

50.1. Co s san xuét: Cong ty c phin Euvipharm (Pia chi: Ap Binh Tién 2, x4 Dtic Hda Ha, huyén Dirc Hoa, tinh Long

An, Viét Nam)

176 |Cefpodoxim Cefpodoxim (duéi |Viénnén [Hop 1 vix 10vién | USP 38 24 1893110324624 1
200 mg dang cefpodoxim bao phim (VD-30362-18)
proxetil) 200mg
177 |Euroxil 500 Cefadroxil (dudi Viénnang |Hop 10 vix 12 vién | USP 36 1893110324724 1
dang cefadroxil cliing 2022 (VD-29736-18)

monohydrat) 500mg

51. Co'sé @ing ky: Cong ty C6 phan Héa duge Viét Nam (Dia chi: S§ 273, phd Tay Son, phuong Nga Tu S, quan Déng
Da, thanh pho Ha Noi, Viét Nam)




