Nguoi ky: So Y te

Email: syt@kiengiang.gov.vn

Co quan: Tinh Kién Giang

Thoi gian kv: 02.10.2023 16:36:28 +07:00

UBND TINH KIEN GIANG ~ CQNG HOA XA HOI CHU NGHIA VIET NAM

SOYTE Poc 1ap — Tw do — Hanh phic
sé: 328% /SYT-NVYD Kién Giang, ngay 0. thdng 10 ndm 2023
V/v diéu chinh thong tin thudc
tring thau.
Kinh guri: '
- Céc don vi su nghiép truc thudc S3 Y té;
- Bénh vién Binh An;
- Bénh x4 Cong an tinh;

- Cong Ty C6 Phan Duoc Phdm Khanh Hoa
(74 Thong Nhat, Phwong Van Théng, TP Nha
Trang, T. Khanh Hoa),

(Sau dady goi chung la cdc don vi).

Cén ctr Théng tu 15/2019/TT-BYT ngay 11/7/2019 ctia B§ Y té v& vide
dau thau thudc tai cdc co s& y té cong lap va Khoan 24 Didu 1 Thong tu
06/2023/TT-BYT ngay 12/3/2023 ctia B Y té vé viéc sira ddi, bd sung mot sé
diéu cua Thong tur 15/2019/TT-BYT ngay 11/7/2019 ctia B Y té;

Cin ctr Quyét dinh sb 656/QD-QLD ngay 19/09/2023 cta Cuc Quan ly
duge vé viéc cong bd Danh muc thude co chimg minh tuong duong sinh hoc
Dot 4 - Nam 2023;

Can ctr Quyét dinh s6 1019/QD-SYT ngay 22/10/2021 cia S& Y té vé
viéc phé duyét két qua lua chon nha thiu cta 07 g6i thdu cung cép thudc tap
trung cho céc co s& kham bénh, chita bénh trén dia ban tinh Kién Giang, giai
doan 2021-2023;

Trén co s& dé nghi cua Cong ty C6 phan Duoc phdm Khanh Hoa tai Cong
van s6 1329/CP-DP ngay 20/9/2023 v& viéc xin thay déi sé ding ky mit hang
trang thau (dinh kém).
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S6 Y t€ thong bao dén cac don vi viée didu chinh thong tin thuc tring
thau nhu sau:

Nong SbK
G6i | STT | .. . . | Ténhoat | d3, | Quy | Nh6m | da SPK_
T | thiu | msvr | Teothude | 6™ | pam | cdeh | TCKT | tring | thay abi
lwrong thau
II-I(;) # Nbom [ e
1| 01 | 1097 |Meloxicam | Meloxicam | 7,5mg | .- " 16392- | 31741-
i 12 19
vién

Céc ndi dung khéc lién quan dén thuéc tring thau tai Quyét dinh sé
1019/QD-SYT ngay 22/10/2021 ctia S& Y té giit nguyén khong thay d6i.

SG'Y t€ théng béo dén cac don vi duoc biét va thuc hién./. <45

Noi nhin: KT. GIAM POC
- Nhu trén;

- GD va cac PGD SYT; PHO GIAM POC
- Kho bac nha nuéc tinh; :

- BHXH tinh;

- Trang thong tin dién tir SYT;

- VPDT SYT;

- Luu: VT, NVYD; lvminh (02).

D6 Thién Tung



CONG TY CP DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM

KHANH HOA Péc lap — Tw do — Hanh phiic
S6: 41329 /CP-DP Nha Trang, ngay 20 thdng 9 ndm 2023

V/iv: Xin thay déi s6 ddng ky
mdt hang trung thau

Kinh giri : S& Y té tinh Kién Giang

Cin ctr Quyét dinh s6 1019/QD-SYT ngay 22/10/2021 ctia Giam Déc S& Y té tinh
Kién Giang vé viéc phé duyét két qua Iwa chon nha thiu cta 07 g6i thau cung cip thude
tap trung cho cic co s& kham bénh, chira bénh trén dia ban tinh Kién Giang, giai doan
2021- 2023 (dot 1)

Céng ty co phan duge phdm Khanh Hoa da tring thau mét hang Meloxicam
(Nhém 3: Nhom thube twong dwong sinh hoc) do Cong ty sén xuit dén nay da hét s6

dang ky va da dugc Cuc Quan ly Dugc cép sb dang ky méi theo Quyét dinh s6 108/QD-
QLD ngay 27/02/2019 cu thé nhu sau: '

STT trong Tén hoat chit, - £ K e 5 B g G
HSMT . Tén thuoc So dang ky cii | So ding ky méi
1097 Meloxicam 7,5mg Meloxicam VD-16392-12 VD-31741-19
(Pinh kém:

-Ban sao Glay phép Iuu hanh san phdm

-Béan in quyet dinh céng b Danh muc thudc c6 chirng minh twong duong sinh hoc
-Baén in gia ké khai duoc cong bd trén trang thong tin dién tir ciia Cuc Quan ly
Dugc);

-Hb so ké khai gia kém phiéu tiép nhan cua Cuc Quan ly Dugc).

Chinh vi vy, Cong ty ¢b phan duoc phdm Khanh Hoa kinh dé nghi Quy S& cho

phép Cong ty chung t6i dugc cung ung mit hang trén theo s6 ding ky méi véi céc tiéu
chuan khac khong ddi so véi hd so du thu

Tran trong kinh chao./.
Dai di¢n hop phép ciia nha thiu,
i PHO TONG GIAM piSc
- Nhu trén, i
- Luu TC, KD
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BOY TE ' g CQNG HOA XA HQI CHU NGHIA VIET NAM
MI’NISTRY OF HEALTH . SOCIALIST REPUBLIC OF VIETNAM
CUCQUANLYDUQC  Poclip-Tydo- Hanh phic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Giang V6 - Ha Noi - Viét Nam 2
Tel: 84.24.37366483/38464413 - Fax: 84.24.38234758 =

GIAY PHEP LUU HAN H SAN PHAM

MARKETING AUTHORIZATIOTI 3
sl - S SAOYBANCHINH'
Tén thuoc . Meloxicam I Béae ,
Name of Drug: s S Nﬂay........t BUE AT
Thanh phén chinh, ham Iwo’ng =BG fie.
Active Ingredients, Strength:
Qui cach déng géi, bao ché
Packr'ng Size, -Dosag
 Tiéu chun chat !u'ca’ng
Quality Spec:f catio,

: She!f- hfe

Mametlng Authonzat:on Numbe
Sé quyet d[nh o

Ha,,No:, ngay 27 thang 02 nam 201 9.

CUC TRU'GNG CUC QUAN LY DUO'C
OR GENERAL-DIRE_CTOR OF THE DRUG ADMINISTRATION OF VIETNAM

PHO CUC TRUONG
: DEPUTY GENER.AL-DIRECTOR

Ghi chu: (Note) 3 ;
1- Gidy phép Itu hanh san pham nay du'c)c cép theo diing hd N

dang ky thubc da duoc BO Y té phé duyét. ‘
This marketing aurhonzanon has been issued in accordance wuh the doss: fin
approved by the Vietnam Mm;siry of Health. !
2- Bét ctr sy thay dbi nao vé ndi dung ctia gidy phep phal dugc
Cuc Quan Ly Dugc - B8 Y té xac nhan.

Any variations of the contents of the marketing authonzanon are required fo be
adopted by the Drug Admmlstranon of Vtetnam
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap — Tw do — Hanh phiic
S6: 656 /QDP-QLD Ha Ngi, ngay 19 thdng 09 ndm 2023
QUYET PINH

Vé viée cong b6 Danh muc thudc c6 chirng minh
twong duong sinh hoc Pot 4 - Nam 2023

CUC TRUONG CUC QUAN LY DUQC
Cdn ctr Ludt Duoc s6 105/2016/QHI13 ngay 06 thing 4 nim 2016;

Cén ctr Nghi dinh s6 95/2022/ND-CP ngay 15 thang 11 ndm 2022 cia Chinh phu
quy dinh chitc ndng, nhiém vy, quyén han va co cdu té chire ciia B Y 1é:

Can cir Thong tw 56 08/2022/TT-BYT ngay 05 thang 9 ndm 2022 cua B$ truong
B6 Y té quy dinh viéc dang ky heu hanh thuéc, nguyén liéu lam thudc;

Can ctr Quyét dinh s6 1969/0D-BYT ngay 26/04/2023 ciia B triomg Bo Y té quy
dinh chirc nding, nhiém vu, quyén han va co cdu té chirc ciia Cuc Quadn Iy duge thujgc
Bj Y té;

Céin cir y kién ciia Hpi dong tw vén cap gidy dang ky heu hanh thude, nguyén liéu
lam thuée B Y té;

Theo dé nghi ciia Trieong phong Pang ky thuéc - Cuc Quan ly Dugc.
QUYET PINH:

Piéu 1. Cong bd Danh muc 57 thuoc co chu'ng minh twong duong sinh hoc Pot
4 - Nam 2023 tai Phu luc kém theo Quyét dinh nay.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Giam dbc S¢ Y té; Gidm dbc bénh vién, vién c6 giwdng bénh truc thude
B4 Y t€; Giam doc co s& san xuat thude c6 thude duge cong bd tai Diéu 1 va Tha trudng
cac don vi ¢6 lién quan chju trach nhiém thi hanh Quyét dinh nay./.

i\g]t; nit)e?;r: KT. CUC TRUONG

- Nhu Diéu 3; e Y () B

- B§ truong Dao Hong Lan (dé bic); 10 CUC TRUONG
- Thit truéng D6 Xuin Tuyén (de b/c);
- Cyc truéng Vi Tuin Cudng (dé blc);
- Bao hiém xa hoi Viét Nam; | { iz X
- Cyc Quany - B§ Qudc phong; \ e W e
-Cuthe B Coéng an; .
- Cuc Y té giao thong vén tai - Bd GTVT; i "

-B Y té: VPB, Cuc QLKCB, Cuc KHCNDT, Thanh Nguyen Thanh Lim
tra B9, Vu PC, Vu BHYT, Vu KHTC;

- Viégn KN thuéc TU, Vién KN thuéc TP. HCM;

- Hiép hoi Doanh nghi¢p dugc Vl@t Nam,;

- Trung tdm mua sam tép trung thudc QG;

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

P.QLGT, VPC;

- Website ciia Cuc QLD;

- Luu: VT, BDKT (02 ban).




(Kem theo Quyét dinh s6 656

Phu luc
DANH MUC 57 THUOC CO CHUNG MINH TUO'N G PUONG SINH HQC POT 4 - NAM 2023

/OD-QLD ngay 19 /o9 /2023 ciua Cuc Qudn ly Duoc)

STT | Tén thuoe Hoat chat Dang bio | Quy cich So diing ky Co s& san xuat Dia chi co sé san xuat
ché déng géi
1 | Actelno Amlodipin (duéi dang Viénnén | Hop3vix10 |893110119623 | Congty TNHH DRP Inter | L6 EBS, duong s6 19A, Khu
Amlodipin besylat 13,87mg) bao phim | vién cong nghiép Hiép Phudc, xa
10mg; Valsartan 160mg Hiép Phudc, huyén Nha Be,
Tp. H6 Chi Minh, Viét Nam
2 | Agimoti Domperidon (dudi dang Viénnén | Hop 10 vix 10 | VD-24703-16 | Chi nhanh céng ty cb phan | Puong Vi Trong Phung,
Domperidon maleat) 10mg vién; Hop 1 Dugc phdm Agimexpharm - | Khém Thanh An, phudng
chai nhya HD Nhi mdy san xuit Dugc | My Thdi, thanh phd Long
chira 200 vién pham Agimexpharm Xuyén, tinh An Giang, Viét
Nam
3 | Alanboss Alfuzosin hydroclorid 5mg Viénnén | Hop 03 vi x 10 | 893110204323 | Cong ty TNHH Hasan - Pudng s6 2, KCN Pdng An,
X135 phoéng vién; Hop 05 Dermapharm Binh Hoa, Thudn An, tinh
thich kéo | vix 10 vién; Binh Duong, Viét Nam
dai Hop 10vix 10
vién
4 | Amaloris Atorvastatin (dudi dang Viénnén | Hop3vix 10 |383110181023 | KRKA, D.D., Novo Mesto Smarjeska cesta 6, 8501
5mg/10mg | Atorvastatin calcium trihydrate | bao phim | vién nén bao Novo mesto, Slovenia
10,85mg) 10mg; Amlodipine phim
(dudi dang Amlodipine besilate
6,94 mg) Smg
5 | Amoxfap Mbi g6i 3g chira Amoxicilin Botpha |Hopl6géix | VD-33260-19 Congty c6 phan dugc - vat tr | S8 04 Quang Trung, thanh
500 (du6i dang Amoxicilin trihydrat | hon dich | 3g; Hop 30 y té Thanh Héa ph6 Thanh Héa, tinh Thanh
compacted) 500mg ubng g6i x 3g; Hop Héa, Viét Nam
100 géi x 3g
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STT Tén thube Hoat chat Dang Quy cich dong S6 ding ky Co sé san xuét Dia chi co s& san xuit
bao ché goi
31 | Lypstaplus Rosuvastatin (duéi dang | Viénnén | Hop 3 vi x 10 vién | 890110192723 | Medreich Limited | 4/3, Avalahalli, Anjanapura Post,
Rosuvastatin calcium) bao phim (Unit 3) Kanakapura Road, Bengaluru,
10mg; Ezetimibe 10mg IN-560062, India
32 | Lypstaplus Rosuvastatin (dudi dang | Viénnén | Hop 3 vi x 10 vién | 890110192823 | Medreich Limited | 4/3, Avalahalli, Anjanapura Post,
Rosuvastatin calcium) bao phim (Unit 3) Kanakapura Road, Bengaluru,
20mg; Ezetimibe 10mg IN-560062, India

33 | Mebeverine Mebeverine Vién Hop 4 vi x 15 vién | 890100139123 | M/s RA Chem Pharma | Plot.No.A-19/C, A-23A&A-23B,
Hydrochloride SR | hydrocloride 200mg nang Ltd Road No.18, IDA., Nacharam,
capsules 200mg cirng giai Nacharam  Village,  Uppal
phdng Mandal, Medchal-Malkajgiri
kéo dai District-500076, Telangana,

India
34 | Meloxicam Meloxicam 7,5mg Viénnén | Hop 10 vi x 10 VD-31741-19 | Cong ty c6 phan dugc | Duong 2/4, khém DPéng Bic,
vién; Chai 200 vién phém Khanh Hoa phudng Vinh Hoda, thanh phé
Nha Trang, tinh Khanh Hoa, Viét

Nam
35 | Metformine EG Metformin hydroclorid | Vién nén | Hop 02 vi x 15 893110226223 | Nha may Stada Viét | 189 Hoang Vin Thu, Phudng 9,
1000 mg 1000mg bao phim | vién; Hop 04 vi x Nam thanh phd Tuy Hoa, tinh Phu

15 vién Yén, Viét Nam

36 | MetSwift XR Metformin Viénnén | Hop 2 vi x 14 vién; | 890110186023 | Ind-Swift Limited Off. NH-21, Village Jawaharpur,
1000 hydrochloride 1000mg | phong Hop 4 vi x 14 vién Tehsil Derabassi, District SAS
thich kéo Nagar (Mohali), Punjab-140507,

dai India
37 | MetSwift XR 500 | Metformin Viénnén | Hop 2 vi x 14 vién; | 890110185823 | Ind-Swift Limited Off. NH-21, Village Jawaharpur,
hydrochloride 500mg phéng Hop 4 vi x 14 vién Tehsil Derabassi, District SAS
thich kéo Nagar (Mohali), Punjab-140507,

dai India
38 | MetSwift XR 750 | Metformin Viénnén | Hop 2 vi x 14 vién; | 890110185923 | Ind-Swift Limited Off. NH-21, Village Jawaharpur,
hydrochloride 750mg phong Hop 4 vi x 14 vién Tehsil Derabassi, District SAS
thich kéo Nagar (Mohali), Punjab-140507,

dai India
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NGAY KE
KHAI

06/03/2019

TRANG |
THAI

. 84437366483 B4 cgldvn@moh.gov.vn

()

TRA CU'U GIA THUOC

TATCA ~  VD-31741-19
Q TIM KIEM C DATLAI

G‘]‘A
BAN

VAN :
BAN  TEN . s  DANG QUY CACH BUON
KEN  THUGC TENHC  NDHL | oo ophk "“g soncesr | VT MY
NGHI . CH | KIEN
(VND)
! (VAT)

Hop 10vix 10
Meloxicam = Meloxicam 7,5mg VD-31741-19  Viénnén  vién; Chai 200 Vién 450
vién

Béng nhép (/Account/Login)

BDANG KY (/DANGKY)

GIA
BAN LE
oy
KIEN
(THEO
pE
XUAT
clia
DOANH

NGHIEP) |

(VND)

. (VAT)

]}

NUdc
co so sx sX
Cong ty cd phin
dwgc phim Viét Nam
Khénh Hoa

DON V| KK

Cong ty cB phan

dwgc pham Khénh
Hoa

PHAN LOAI

Dinh chinh/bd sung théng
tin




CUC QUANLY DUGQC CONG HOA XA HQI CHU NGHIA VIET NAM
VAN PHONG Déc lap - Ty do - Hanh phiic

Ha Ngi, ngay ¢ ¢ thng 03 nim 2019

[S6 cong vin dén] ¢4 7/ ]
Ngay (651,224,

. PHIEU TIEP NHAN
HO SO KE KHAUKE KHAT LAI GIA THUOC/
THAY DOL, BO SUNG THONG TIN

4. Don viké khai: Céng ty cb phin dugc phim Khinh Hoa
‘Dia chi : 74 Théng Nhat, Van Théng, Nha Trang, Khinh Hoa
Dién thoai : 02583.810462

2. Loai ké khai gia: LAn diu K& khai lai
Thubc nuée ngoai khi nhap khau O O
Thudc sdn xuat trong nuéc e
Thubc d& nghi, thay d0i/bd sung théng tin _ O ) PR

3. S6 viin ban ké khai/ke khai lai/ thay i, b sung: 288/CT.DP ngay 04/03/2019
4. Thong'tin thudc ké khai, ké khai lai : ~

£

T

vl S6 gidy ding ky lwvu | Nong a9, e Co s& san
Tén thuée hank/ Gifyphép | ham | QuCAhAOZ | g g
nhip khau lrong 5 sén xuat
MELOXICAM vién VD-31741-19 7,5 mg Hop 10 vix 10 | Céngty CPDP
nén . ¢ vién. Chai 200 | * Khanh Hoa
'. vién w ok
- 5. Danhmyc hd so:
Bang ké khai gid/ ké khai lai gid thudc/Vin ban dé nghi thay dbi, bd sung thong tin
Tai lisukhdc (Ghird): '
Béng thuy€t minh co cau vé gia S
Ghichil:

- Phiéu tiép nhén nay chi c6 gid tri x4c nhan co s& d4 tién hanh thi tuc k& khai gid thuéc theo quy dinh tai Nghj dinh sé:.....

- Gié thubc k& khai, k khai Iai s& dugc cong bb trén Céng thong tin dién tir ciia B6 y té quy dinh. .

- D6i véi cac hd so ké khai gi thubc: Truong hop gié ké khai chua hop I, co & s& nhén duge ¥ kién bing vén bin trong thoi
gian 45 ngay ké tir ngay tiép nhén hd so theo quy dinh. I

- - Dbi vdi cdc hd so ké khai lpi: Trudng hop gid thube ké khai lai chura hop 1Y, cos& & nhan duge ¥ kién bing vén bén trong thoi

gian 30 ngaykét&ngéyﬁépnhanhé sotheo quydinh. ) _

- Déi véi hd so dé nghj thay dbi, bd sung thong tin chira dat yéu ciu theo quy dinh va ho so ké khai, ké khai lai giam gi thuéc
chwa hop 1y, co s& s& nhin duge ¥ kién bing vin bin trong thoi gian 15 ngay ké tir ngay tiép nhan hd so theo quy dinh.

NGUOI NHAN HO SO
(Ky va ghi ré ho tén)

Trudng Thi Bich Anh




CONG TY CP DP KHANH HOA . CONG HOA XA HOI CHU NGHIA VIET NAM
S6:52 8¢ /CT.DP Doclap - Tw do - Hanh phiic

V/v: Ké khai gi4 thube Nha trang, ngay 04 thdng 03 ndm 2019
BANG Kt KHAI GIA THUOC SAN XUAT TRONG NUGC

Kinh giti: B§ Y Té (Cuc Quin Iy Dwrgic) > ¢ b
: Nong ad/ o ; Gid bin | Gid bén )¢
Tén thube, dang bao ché, quy cich déng gbi Hoat chit Ham i{;i iy:;:hg Dg: hv; Gid thanh | bubn dy dy kién
Iwrgng kién (Néu c6)
MELOXICAM _
Vién nén : Meloxicam 7,5mg VD-31741-19 | vién 374 450 530
Hép 10 vi x 10 vién; Chai 200 vién

Cic tai liéu khéc kém theo (néu c6):

- Bing thuyét minh v& co céu gia (Dbi véi thube san xubt trong nuéc)

Co s& cam két cdc théng tin trén 12 chinh x4c va chiu tréch nhiém truéc phép luat hién hanh cia Viét Nam.
Ghi chi: ‘

- Don vi tinh: Tinh theo quy cdch d6ng g6i nhd nhét.

- Gid biin budn, bén 1& dy kién da bao gdm thué gié trj gia ting va gid thinh tinh theo VND,

DUQC PHAM KHANH HOA
\u » PHO TONG GIAMPOC

Nz | —="DS.Fhwm Nyo S
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