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

SO Y TE Péc lip — Tw do — Hanh phiic
Sb: 1272/SYT-NVD Kién Giang, ngay 06 thang 5 nam 2025

V/v diéu chinh thay doi thong tin
thude tring thau tai Quyet dinh s6
1630/QD-SYT ngay 27/6/2024

(lan 94).

- . —. Kinh gur:
UNGTAMYTE G&%ﬁ%ﬁ@.} _ Chc don vi truc thude SO Y té:

PR T, coeen. ) 8 B e . : |
)EN Ngay:...O.@.lﬂfz?. LA, B‘fnh 3 1’¢n ?mh An

- Bénh xa Cong an tinh;

? ; 100
huyh; sk - Cac nha thau.
111 hO SO S0 ueennesneenns e s

(Sau ddy goi chung la cac don vi)

Can cu Qu\,et dinh s6 1630/QD-SYT ngay 27/6/2024 clia S& Y té vé viéc
phé duyét két qua lwa chon nha thiu Goi s 2 Goi thau thudc generic thong
thuong thudc ké hoach lua chon nha thiu cung cip thuoc tap trung tinh Kién
Giang, giai doan 2023-2025 (dot 3). (Theo quet dinh s6 3432/QD-UBND ngay
29/12/2023 cia UBND tinh Kién Giang); Can cu tai Muc DKC 26.1 Chuong
VII Diéu kién cu thé cua hop dong tai E-Hb so moi thau.

Trén co so dé nghi ctia nha Cdng ty Cd phan Duoc liéu Trung Uong 2 tai
Cong van s6 2211/DL2-TBV ngay 28/4/2025 vé viec thay doi thong tin gia han
so dang ky luu hanh thudce trung thau (dmh keem).

So Y té thong bao dén cac nha thau va cac don vi viée dieu chinh thong tin
thudc tring thau tai (Phy lyc Dann miic thuéc triing thau diéu chinh théng tin
dinh kem)

Ca ac no1 dung khac lién quan dén cac thuoc trung thau néu trén tai Quyet
dinh s6 1630/QD-SYT ngay 27/6/2024 ctia S Y té gitt nguyén khong thay doi.

S& Y té thong bao dén nha thau va cac don vi duoc biét, thuc hién./. . .

Noi nhan: GIAM DOC ,
- Nhu trén; T

- GD va cac PGD SYT (dé bic):

- BHXH tinh:

- Trang thong tin dién to SYT:

-VPDT SYT:

- Lwu: VT. NVD. lvminh.




Phu luc

DANH MUC THUOC TRUNG THAU PIEU CHINH THONG TIN

1. CONG TY CO PHAN i#"3C LIEU TRUNG UONG 2
Dia chi: 24 Nguyén Thi Nghia, P 5én Thanh, Qudn 1, TP. HCM

; sas Ham Don vi :
STT Hoat chat Tén thudc | hods s | . | Thong tin diéu chinh
- lrong tinh
GPNEk
11T NN e or :,- i =
1 Rivaroxaban Xareito 19(1}:1’ 3 15 mg Vién 400110400923

(VN-19013-15)
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CONG TY CP DUQC LIEU CONG HOA XA HOI CHU NGHIA VIET NAM

TRUNG UONG 2

$é: 4tA/ /DL2-TBV
PRYTOPARMA v/ /- Thay dbi s6 dang ky san

Péc lap — Tw do — Hanh phiic

phim Xarelto Tab 15mg 14's,

Kinh giri: SO Y TE KIEN GIANG

Tp. Ho Chi Minh, ngay 28 thang 04 ndm 2025

Truée tién, Cong ty Cd phin Dugc Liéu Trung Uong 2 xin cdm on sy hd trg ciia Quy S&

Y té dbi voi cong ty chiing t6i. Trong nhi€u nam lién, cac san pham clia cong ty ching t

duge Quy S6 Y té tin tuong va st dung trong cong tac kham chita bénh.

Cin ctr Quyét dinh s6 1630/QD-SYT ngay 27/06/2024 vé vige
nha thau cung cip thudc tap trung tinh Kién Giang, giai doan 2023~

thau thuéc Generic thong thudng.

01 da

phé duyét két qua lua chon
2025 (dot 3) G6i s6 2: Goi

Vira qua ching t6i da trang thau tai Quy S& Y té mit hang Xarelto Tab 15mg 14's voi
56 dang ky VN-19013-15. Theo Quyét dinh s6 777/QD-QLD ngy 19/10/2023 v& vic ban

hanh danh muc 191 thuc nudc ngoéi duge gia han gidy dang ky luu hanh tai

Viét Nam - Dot

115.2, san phim Xarelto Tab 15mg 14's (SPK cli VN-19013-15) dugc cép sb dang ky mdi la
400110400923, v6i chét lugng va thong tin sin phdm khong thay déi. Do d6, dé dam bao viée

diéu tri lién tuc ciia bénh nhan tai cac Co s& Y Té, chung t6i kinh mong Quy Sé&
stir dung san phém Xarelto Tab 15mg 14's theo sb ding ky moi 400110400923 aé

s6 dang ky cii da tring thau tai Quy S6'Y t&, Thong tin chi tiét nhu sau:

Y é xem xét
thay the cho

Tén sin phim

Xarelto Tab 15mg 14's

Théng tin cii

Théng ¢in méi

Gidy phép luu hanh

VN-19013-15

400110400923

Hoat chét; ndng do, ham lugng

Rivaroxaban 15mg

Rivaroxaban 15mg

Pon vi tinh nho nhat / Déng goi

Vién/ Hop 1 vix 14 vién

Vién/ Hop 1 vix 14 vién

CSSX:
-CV 7085/BYT-QLD ngay 18/ 12/2020

Tén Nha San Xuét Bayer AG Bayer AG
Nude San Xuat Pirc Dirc
4 . aoqy 4
Pot 14— 56 Qb: 744/QB-BYT ngay Pot 1 nim 2024 — S Qb:
T . x| 03/03/2016 (STT 64) :
Dot cong bo Bi¢t Duge Goe - 80 | x gary cie QP dinh chinh tén va dia chi 98/QD-QLD ngay
" QuyétPinh bt 01/02/2024 (STT 79)

i

Chung toi rat mong nhén dugc sy hd trg va hop tac cia Quy SO Y té, hy vong su hop tac
gifra Quy S& Y té va Cong ty CP Duge Licu Trung Uong 2 ngay cang t6t dep.

Tran trong kinh chao.

Noinhan:
- Nh trén
- L VT

7 a0 AN AU BN VN

Hoang Van Phuic



i
BOYTE CONG 104 XA HQI CHU NGHIA VIET NAM
A LAN LY DUQC Péc 1ap - Tw do - Hanh phiic :

o -.7 /Qb- QLD Ha Noi, ngdy 19 thang10nam 2023
“ QU YET BINH
Ve viée ban hanh danh miue 191 thuoc nudce ngoai

CUC TRUGNG CUC QUAN LY DUQC

Can cir Ludt Duoc ?d 105/2016/QH 13 nzay 06/4/2016,

Cén cir Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 cia Chinh phit quy
dinh chitc nang nhiém vu, guy én han va o edu t6 chite ciia B Y té;

Cén cir Quyét dinh sé 1969/0P- B) ¢ ngay 26/4/2023 cua B nuong Bo Y 1é
quy dinh chirc ndng, nhiém vi. quyen l.an va co cdu 16 chire ctia Cuc Quan 1y
Duge thuge Bo ¥ té;

Can cu Thong tir $6 08/2022/TT-BYT n; aay 05/09/2022 cia Bo truong Bg Y
1é quy dinh vige é‘arm ky i hanh thuoe, nguyen liéu lam thuéc;

Cén cir két Iuan ciia Hpi dong nr van cap gidy ding ky heu hanh thude,
nguyén li¢u lam thuéce - B3 Y té;

Theo dé nghi ciia Truong phong Ping k- thude - Cuc Quan Iy Duoce.

QUYET DINH:

Piéu 1. Ban hanh kém theo Quy ét dinh nay danh muc 191 thuoc nuoe
ngoai dugc gia han gidy dang ky lou hanh tai Viét Nam - Dot 115.2, cu thé:

1. Danh muc 177 thuoe nude ngoai duge gia han gidy ding ky Ivu hanh
hiéu luc 05 nam (Phut luc I iém theo).

2. Danh muc 09 thude nude ngoai duoce gia han gidy ding ky Iuu hanh
hiéu luc 03 nam (Phu luc Ii kém theo).

3. Danh muc 05 thude mude readi duge gia han gidy ding kg lwu hanh
dén 31/12/2025 (Phy lyc lif kém theo).

Diéu 2. Co 50 san mat va cor s¢ dang ky thude co trach nhiém:

1. Cung cap thube vér 3 Viét Nam theo diing céc ho s0, tai liéu da dang ky
v6i B8 Y té va phai in hodc dan s6 dang ky duge B Y té cdp 1én nhan thudc.

2. Chép hanh day dao phap ludt cia neée CHXHCN Viét Nam va cac quy
dinh caa BQ Y té vé nhép khau thude va hra hanh thube tali Viét Nam, néu cb bat
¢t thay ddi gi trong qua trinh heu hanh thude & nuoe s¢ tai va & Viét Nam thi
phai bao cdo ngay cho Cyc Quén I¥ Duoce - B6 Y té Viét Nam.

3. Thyc hién viéc cap nhat ulu chudn chit lugng cta thude theo quy dinh
tai Thono tu s& 11/2018/TT-BYT ngay 04/5/2018 cia Bé truong Bo Y té quy
dinh vé& chit luong thude, nguy én ligu lam thude.

4. Thuoc dwoc gia han gidy dang kv luu hanh tai Quyet dinh nay nhung
chura ndp ho so cdp nhét ndi dung nhin thube, t& hudéng dan st dung thude theo
quy dinh cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 cia B§ truéng B Y
té thl phai thue hién cép nhat theo guy #inh tai diém b Khoan 1 Piéu 37 Thong
tr s6 01/2018/TT-BYT trong thoi han 12 thdng ké tir ngdy dugc gia han gidy
dang ky Iru hanh.




5. Sau 12 théng k& tir ngay k ban hanh Quyét dinh nay, cdc thude dugc
gia han gidy ding ky luu hanh theo Quyét dinh ndy c6 thay doi véni dung hanh
chinh (bao gbdm ca miu nhin va t& huéng dn sir dyng thuoc) phai nhép khdu va
[ru hanh véi cac ndi dung dd duge phé duyét thay ddi trong ho so gia han. .

6. Phéi hop véi cac co s& didu tri dé thyc hién theo ding;cdc quy dinh -
hién hanh vé thudc k& don, theo ddi an toan, hiéu qua, tac dung khong mong
mubn cia thube trén ngudi Viét Nam va tdng hop, béo cdo theo quy dinh tai
Didu 5 Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 cia Bo truéng Bo ¥ té
quy dinh viéc dang ky luu hanh thuéc, nguyén liéu 1am thubc dbi véi cac thube
thudc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co sé dang ky thubc phdi dam bao duy tri diéu ki¢n hoat dong trong
thoi gian hiéu luc cua gidy ding ky luu hanh thudc, nguyén liéu lam thudc.
Trong trudng hop khong con dép tng da didu kién hoat dong, co s¢ ding ky
phai ¢ trdch nhiém thyc hi¢n thay ddi co s& dang ky theo quy dinh tai Thong
<& 08/2022/TT-BYT ngay 05/9/2022 cia B trudng By Y té trong thoi han 30
ngdy ké tir ngay co s dang ky khong con di didu kién hoat dong.

8. Co s& ding ky thudc phai bdo cdo BO Y € ve cip nhat tnh trang ddp
tng Thuc hanh t4t san xuit cha co s& san xuét thude, nguyén liéu lam thude.
Truong hgp co s6 san xuét bi thu hoi gidy phép san xuit hodc khong dap tng
Thue hanh 8t sin xuét thude, nguyén liéu 1am thude & nude sé tai, co s¢ phai
thye hién viéc bdo cdo trong thoi han 15 ngy ké tir ngdy c6 thong bdo cua co
quan quéan 1y c6 thdm quyén nuée s& tai theo quy dinh tai diém d khoén 1 Piéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh pht quy dinh chi
tiét mot sb didu va bién phdp thi hanh Luit Duoc.

Piéu 3. Cac thuée duge gia han gidy ding ky luu hanb tai Quyét dinh ndy
dugc tiép tuc st dung so dang ky da cap trude khi gia han trong thoi han to1 da
12 thang ké tir ngay dugc cdp s6 dang ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Thang tu s6 08/2022/TT-BYT.

Piéu 4. Quyét dinh 6 hiéu luc ké tir ngay ky ban hanh.

Pidu 5. Giam déc S& Y té cdc tinh, thanh phé truc thudce trung wong, gidm
dbe nha sin xudt va co s& ding ky ¢6 thude tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: CUC TRUGNG
- Nhu biéu 5; . T )

- Bo trudng (dé bic);

- TTr. D Xuan Tuyén (dé b/c); , s
- Cuc Quan Y - B Qudc phong, Cuc Y té - B3 Cong o
Cuc Y 1€ GTVT - B¢ Giao thong vén ti; ;
- Tong Cuc Hai quan - Bg Tai chinh;

- Bao hiém X& héi Viét Nam; oo ‘ 2

- Bo Y & Vu PC, Cyc QLKCB, Thanh tra B, Van Vi Tuin Cuong
phong HDTV cap GDKLH thudc, NLLT;

_S& Y té cac tinh, thinh phé trwre thude Trung uong;

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

- Téng Céng ty Dugec VN-CTCP;

- Céc Cong ty XNK duge pham;

- Céc Bénh vién & Vién c6 giudng bgnh true thude BYT;

- Trung tam mua sim tép trung thube quéc gia;

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

PCHN, VP Cuc; Website Cuc QLD.

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

DANH MUC 177 THUOC NUGC NGOATI PUGC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - DOQT 115.2

(Ban hanh kém theo quyét dinh §6: T11...../OD-CLD, ngay 19./10.£023.ctia Cuc Qudn Iy Duoc)

STT | Tén thubc | Hoat chatchinh | Dang | Quyecach | Tieu | Tudi So ding ky So
- Ham lwgng bao ché | déagedi | chudn | tho ia han lan

(thang) (So dang ky gia

da cip) han

€8] 2 3) * e 6 0] (3) ®)

1. Co sé ding ky: Abbott Laboratories (Smgapm -=) Private Limited (Pia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189332, Singapore)
1.1. Co s& sin xuit: PT. Abbott Indonesia (Dju cii: JI Raya Jakarta - Bogor Km 37, Kel. Sukamaju,
Kec. Cilodong, Depok, Jawa Barat, Indonesia)

I Klacid Clarithromycin Com pha | Hép ! Io ] NSX 24 899110399323 01
125mg/Sml | hdn dich | 30 m!; (VN-16101-13)
| uéng Hép 1 ic
6G m!
2. Co'sé ding ky: Actavis Internat:an.all td. (Dic chi No.4 SOAQ Tal-gidi Off Valletta Road, Luga,
LOA 6000, Malta) :
2.1. Co sé san xuét: Actavis Ltd. (Pia -hi- BLBC16, Buiebel Industrial Estate, Zejtun ZTN3000,
Malta)
2 Actelsar Telmisartan 40mg | Viénnén | Hép Zvix | NSX 36 535110399423 | 01
14 vién (VN-20899-18)
2.2. Co s& sin xuit: Balkanpharma - Dupnitse AD (Pja chi: 3 Samokovsko Shosse Str., 2600
Dupnitsa, Bulgaria)

3 Bromhexin | Bromhexine Viénnén | Hop 1 vix | NSX 36 380100399523 01
Actavis hydrochloride 20 vién (VN-19552-16)
8mg &mg

2.3. Co s sdn xuét: Norton Healthczre Limited T/A Ivax Pharmaceuticals UK (Pja chi: Aston
Lane North, Whitehouse Vale Indusirial Estate, Runcorn, WA7 3FA, United Kingdom)

4 Budesonide | Budesonide Hén dich }IG}J 30 NSX 24 500110399623 01
Teva 0,5mg/2ml khi dung | ong 2ml (VN-15282-12)
0,5mg/2ml

2.4. Co s& sin xuiit: Teva Czech Industries s.r.o. (P chi: Ostravska 305729, Komérov, 747 70,
Opava, Czech Republic)
] Equoral Ciclosporin 25mg | Vién HapSvix | NSX 24 859114399723 | 0l

25mg nang 10 vién (VN-18835-15)
mém

3. Co sé didng ky: Ajanta Pharma Limited Pia ok 4janta House, 98, Government Industrial Area,
Charkap, Kandivii (West), Mumbai-400 067, Indiz;

3.1. Co s& sin xuit: Ajanta Pharma Limited (Dia chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra Siate, India)
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STT | Tén thube | Hoat chitchinh | Dang | Quycach | Tieu Tubi S& ding ky Sb

—Ham hrgng | baoché | dénggdi | chudn | the ia han lan

(thang) | (Sodingky gia

da cip) han

€3] 2) (3) ) & | © )] (8) ®

7. Co s& diing ky: AstraZeneca Singapore Pte., Ltd. (Pia chi: 10, Kallang Avenue #12-10, Aperia,
Singapore 339510, Singapore)

7.1. Co s& san xudt: AstraZeneca Pharmaceuticals LP (Dia chi: 4601 Highway 62 East, Mount
Vernon, IN 47620, USA4)

Co s& déng goi: AstraZeneca UK Ltd (Dja chi: Silk Road Business Pavk, Macclesfield, Cheshire,
SK10 2N4, UK)

Onglyza Saxagliptin 2,5mg | Vién nén | Hop2vix | NSX 36 001110400323 01

11
, bao phim | 14 vién (VN-21364-18)
12 | Onglyza Saxagliptin Smg | Vién nén l Hop2vix | NSX 36 001110400423 | 01
bao phim | 14 vién (VN-21365-18)
8. Co s& diing ky: B. Braun Medical Industries Sdn. Bhd. (Pia chi: Bayan Lepas Free Industrial
Zone, 11900 Bayan Lepas, Pulau Pinang, Malaysia)
8.1. Co s& san xudt: B. Braun Medical Industries Sdn. Bhd. (Dia chi: Bayan Lepas Free Industrial
Zone, 11900 Bavan Lepas, Pulau Pinang, Malaysia)

13 Sterile Potassium Dung Ong 10ml; | NSX 36 955110400523 01
Potassium | chloride dich dam | Hop 20 (VN-18766-15)
Chloride 1,49¢/10ml dicdé | bngx
Concentrate pha dung | 10ml
14.9% dich tiém

truyén
9, Co s& ding ky: Bayer (South East Asia) Pte Ltd (Bja chi: 2, Tanjong Katong Road, #07-01,
PLQ3, Singapore (437161), Singapore)
9.1. Co s& san xuat: Bayer AG (Dja chi: Kaiser- Wilhelm-Allee, 51368 Leverkusen, Germany)

14 | Adalat LA | Nifedipin 30mg | Viénnén | Hop,3vi | NSX 48 400110400623 | 01

30mg phéng x 10 vién (VN-20385-17)
thich kéo A
dai
10. Co sé ding ky: Bayer (South East Asia) Pte Ltd (Pia chi: 2, Tanjong Katong Road, #07-01,
PLO3, Singapore (437161), Singapore)
10.1. Co s& san xuit: Bayer AG (Bja chi: Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany)
15 Avelox Moxifloxacin Viénnén | Hop 1 vix | NSX 60 400115400723 | 01
(duoi dang bao phim | 5 vién (VN-19011-15)
Moxifloxacin
HCI) 400mg

16 Ciprobay Ciprofloxacin Dung Hop 1 NSX 48 400115400823 01

400mg 400mg/200ml dich Chai (VN-19012-15)
truyen 200ml
tinh
mach

17 Xarelto Rivaroxaban Viénnén | Hop, 1 vi | NSX 36 400110400923 | Ol

15mg bao phim | x 14 vién (VN-19013-15)




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pie lap - T do - Hanh phiic
Sé: 29273e/QLD-BK Hé Ngi, ngay 10thang 10 nam 20 24
Vv thay dbi, bd sung ddi vdi thude
da dugc cap GPKLH

Kinh giri: Bayer (South East Asia) Pte L.td
Dia chi: 2, Tanjong Katong Road, #07-01, PLQ3, Singapore (43 7161)

Tra 10i hd so so t:ep nhin so 91716/TT91 ngay 15/4/2024 va cic tai li€u li€én
quan cua cong ty v viéc thay ddi, bd sung dbi véi thude da duge cdp 1ay dang ky
Iuu hanh;

Cin cir Thong tu sb 08/2022/TT- B"j ngay 05/9/2022 ciia B§ Y té quy dinh
viéc dang ky Iuu hanh thube, ngu-ren lign iam Luuoc

Cin cir Bién ban thdm divh hd so thay d&i/bd sung cia céng ty, Cuc Quén 1y
Dugc ¢6 ¥ kién nhu sau:

Pbng ¥ v6i ndi dung dé nghi thay ddi co s& dang ky d6i véi thude Xarelto, sb
dang ky 400110400923, cu thé:

- Co so ding ky di duyét: Bayer (South East Asia) Pte Ltd, dia chi: 2, Tanjong
Katong Road, #07-01, PLQ3, Singapore {437161), Singapore.

- Co s& dang ky thay déi: Cong ty TNHI Bayer Viét Nam, dia chi: 118/4 Khu
Cong Nghiép Long Binh hién dai (Am2ta), Phuomg Long Binh, Thanh Phé Bién
Hoa, Tinh DBong Nai, Viét Nam.

Ngoai ndi dung dwoc phé duyét, cdc néi dung khac gitr nguyén nhu hé so ding
ky thude luu tai Cuc Quan ly Duoec.

Céc ndi dung thay déi, bo sung néu trén dugce thue hién ké tir ngay ky cong van
nay. Riéng ndi duno tha3 d6i, sau 12 thing ké tir ngdy ky cbng van nay, cdng ty
phai thuc hlen theo ndi dung thay ddi da dirorc phe duyét.

Cuc Quén ly Duogc théng bao dé cong ty biét va thyue hién dung cac quy dinh vé
dng ky hru hanh thudc.

e KT. CUC TRUONG
- Nhr treén,
- Cuc trudng (dé bic); '_‘f__PHO CuC TRUONG

-Luw: VT, BKT ().

Ce B

Hui
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. BOYTE " CONG HOA XA HOI CHU NGHIA VIET NAM e

CUC QUAN LY DUQC : Dac lap - T do - Hanh phic
Sé:98 /QD-QLD Ha Néi, ngay0l  thangg2 ndm2024
QUYLET PINH

V& viée cong b Danh muc thudc bigt duge gbc - Dot 1 nim 2024

CUC TRUGNG CUC QUAN LY DUQC

Cén etk Ludt Duoc s6 105/2016/QH13 ngay 06/04/2016;
Ciin cir Nghi dinh 56 95/2022/Nb-CP ngay 15/11/2022 ciia Chinh phit quy
dinh chitc nang, nhiém vy, quyén han va co céu té chire ciia Bo Y té;
~ Can cit Thong tu 56 08/2022/TT-BYT ngay 05/9/2022 ciia BS truong BéY
té quy dinh viéc ddng ky luu hanh thudc, nguyén liéu lam thudc;
 Can ci Quyét dinh 56 1969/QP-BYT ngdy 26/4/2023 cua BG truzéng B Y
1é quy dinh chirc ndng, nhiém vy, quyén han va co cdu 16 chic cua Cye Quan Iy
Durgc thupe Bo Y té;
Theo dé nghi ciia Truéng phong Phong Dang ky thuéce - Cuc Quanr Iy Duoc.

QUYET DINH:

Piéu 1. Cong b6 Danh muc 82 thudc biét duge géc Pot 1 - ndm 2024 tai
Phu luc kém theo Quyét dinh nay.

Pidu 2. Quyét dinh nay c6 hiéu hye ké tir ngay ky ban hanh.

Pidu 3. Giam déc SO Y té céc tinh, thanh phd tryce thugc Trung wong, cac
co s& kinh doanh duge va Gidm déc co s& ¢d thuéc néu tai Pidu 1 chiu trach
nhiém thi hanh Quyét dinh nay./.

’\’g& nhg:_::: ! KT. CUC TRUONG
- Nhu Biéu 3; A 3
- Bb trudng Dao Hong Lan (dé bic); =2l0 CYC TRUONG

”:

2 ; ARG
_ Thit truéng D3 Xuan Tuyén (48 b/c); SN N
- Cuc trudng Vii Tudn Cudng (dé b/e); jg/ cue i N Y [
- Cuc Quin Y - Bd Qudc phong; Cuc Y té - B Cong an; Cuc? QUAN L9 2\}1{ A
uoc \\¢¥ -
Y

N L
Y té GTVT - B Giao thong vin tai; \ \ oucc Vo e
- Tong cyc Hai quan - B§ Tai chinhg \S:‘-__./ 7
- Bao hiém X2 hoi Viét Nany R
-B§ Y té: Vu Phap ché, Cyc QLKCB, Thanh tra Bo; Nguyén Thanh Lam

- Céc Vién: KN thudc TW, KN thube TP. HCM;
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Phu lue
DANH MUC 82 THUOC BIET DUQC GOC POT 1 - NAM 2024
(Kém theo Quyét dinh s6 98 /OD-QLD ngay 01 /02 /2024 ciia Cuc Qudn ly Duoc)

& Hoat chit; Dang bio ché; ¢ Dia chi co' s& san xuét/
ST t £ . ] ! 'g 0] ; A - I3 RS- ) *
" 450 Hnctie Ham lugng/ Nong d9 | Quy cach dong goi i L ann aust Nude sin xuat
1 | Aclasta MB&i 100ml chira: acid | Dung dich truyén | VN-21917-19 |- Co s& san xudt va dong g6i|Dia chi co s san xuét va
zoledronic khan (twong | tinh mach; Hop 1 SO cap: dbéng goi so cap:
ttng  5,33mg  acid | chai 100ml Fresenius Kabi Austria| Hafnerstrasse 36, 8055 Graz,
zoledronic monohydrate) GmbH Austria
Smg - Cor sG dong goi thir c4p va|- Dia chi co so dong goi this
Xuat xurdng: cap va xuat xudng:
Novartis Pharma Stein AG |Schaffhauserstrasse, 4332
Stein, Switzerland
2 | Actilyse Alteplase 50mg Bot dong khd va | QLSP-948-16 Boehringer Ingelheim |Birkendorfer Str. 65 88397
] dung mbi && pha | Pharma GmbH & Co. KG |Biberach a. d. R., Germany
dung dich .tiéin '
truyéa; Hoo gom 1
lo bot dong kho va
I lo nuéc cdt pha
tiém
3 | Adalat LA 30mg | Nifedipin 30mg Vién nén phéng | 400110400623 |Bayer AG Kaiser-Wilhelm-Allee,
thich kéo dai; Hop | (SPK da cap: 51368 Leverkusen,
3 vix 10 vién VN-20385-17) Germany
4 | Aerius Desloratadin 0,5mg/ml Siro; Hép 1 chai | VN-22025-19 Organon Heist by Industriepark 30, B-2220,
60ml Heist-op-den-Berg, Belgium
5 | Aerius Desloratadine Smg Vién nén bao phim; 540100032'123 Organon Heist bv Industriepark 30, 2220,
Hop 1 vix 10 vién | (SDK da cap: Heist-op-den-Berg, Belgium

VN-18026-14)
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Hoat chit;

Dang bao ché;

Dia chi co sé sdn Xuét/
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Ay : g d k Co's it ;
i Fogtunte Ham lugng/ Nong d§ | Quy cich dong goi i i Sl Nurére sdn xuht

75 | Tavanic Levofloxacin (dudi dang | Vién nén bao phim; VN-19455-15  |Sanofi Winthrop Industrie {56 route de Choisy au Bac
Levofloxacin Hop 1 vix 5 vién COMPIEGNE, 60205
hemihydrate 512,46 mg) France
500mg I ;

76 | Trajenta Duo Linagliptin 2,5mg; | Vién nén bao phim; | 4001 10085623 Boehringer Ingelheim|Binger  Str. 173, 55216
Metformin Hop 3 vi x 10 vién; | (SDK da cap: Pharma GmbH & Co. KG |Ingelheim  am  Rhein,
hydrochloride 1000mg | Hop 1 lo x 14 vién; | VN3-4-16) Germany

Hoép 1 lo x 60 vién
77 | Voltaren Diclofenac diethylamine | Gel boi ngoai da 760100073723 GSK Consumer Healthcare|Route de VEtraz 2, 1260
Emulgel 1,16g/100g Hép 1 tuyp 20g (SPX da cap: SARL Nyon, Switzerland
VN-17535-13)

78 | Voluven 6% M&i toi 500ml chira: | Dung dich tiém | 400110402923 Fresenius Kabi! Freseniusstrabe 1, 61169
Poly(O-2-hydroxyethyl) | trayén; Tai | (SPK 44 cip: Deutschland GmbH Friedberg, Germany
starch (HES  130/0.4) | polyolefine VN-19651-16)
30g/500ml; Natri clorid (freeflex)  500ml;
4,5g/500ml Thing 20 thi

polyolefine
(frecflex) 500ml

79 | Xarelto Rivaroxaban 15mg Vién nén bao phim; | 400110400923 | Bayer AG Kaiser-Wilhelm-Allee,

Hop 1 vix 14 vién | (SDK da cap: 51368 Leverkusen,
VN-19013-15) Germany

80 | Yasmin Drospirenon 3mg; | Vién nén bao phim | 4001 10401023 |- Co s& san Xudt: - Dia chi co sO san xudt:

Ethinylestradiol 0,03mg | Hop 1 vix 21 vién | (SPK ddclp:  [Bayer Weimar GmbH &|Dbbereinerstrasse 20, 99427

VN-20388-17)

Co. K&

Weimar; Germany

. Co s& dong goi va xudt|- Pia chi co s& dong gbi va

xudémg: Bayer AG

xuat xudng:

Miillerstrasse 178, 13353
Berlin, Germany (Cach ghi
khac: Millerstrafe 178,
13353 Berlin, Germany)




SO Y TE KIE‘N GIANG CONG HOA XA HQI CHU NGHIA VIET NAM
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PHIEU GiAl QUYET VAN BAN DEN
$6: gw/oz/ Q7. = M. ... ngiy,...06. thing &....nam 2025.........

i. Y kién cta lanh dao co guan, t0 chie
- Giao don vi, ¢a nhan chu tri;. /(/ZJ{ . QJM

Giao cac dom vi, ¢4 nhan tham gia phdi nup giat quyét vin ban dén (néu co);

Thoi han giai quyét dbi voi mdi don vi, cd nhan (n€u €0);... oo

i

Ngay, (... thang .¢5.. nam?@h.f'ho y/'" Mphot, jjidl quyét. ..

e e e o GIANG THANH /5
2. Y kién cia ldnh dao Khea, Phong\g S

Giao cho ¢4 nhan; thot han giai quyét dot

rca nhan (n€u cd);

Ho Hitu Phudc

-Ngay,... thang,...... ndm.....choy kién. ...
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3. Y kién dé xuat clia ngwdi glal quyel

_ Y kién dé xut giai quyét vin ban dén ctia ca nhén;

- Ngay,...... thing,.... ... 550, .. 0 0BG REH n sro s 5o v s s v v« s



