UBND TiNH KIEN GIANG  CONG HOA XA HQI CHU NGHIA VIET NAM

SOYTE DPéc lip — Tr do — Hanh phiic
So: 1868 /SYT-NVD Kién Giang, ngay {7 thang 6 nam 2025
V/v diéu chinh théng tin thude
tring théu tai Quyét dinh s6
1465/QD-SYT ngay 16/5/2024
(ln 52).
Kinh gun:
. - Cac don vi truc thuoéc S0 Y té:
/Mf}'/f - Bénh vién Binh An;
J/g/b/pgd 21 - Bénh x4 Cong an tinh;
) - Cac nha thau.

(Sau day goi chung la cdc don vi)

Can ca Quyet dinh sb 1465/QD-SYT ngay 16/5/2024 cua S¢ Y té Ve viéc
phé duyét két qua hua chon nha thau Go1 s6 1: Goi thiu thudc generic cip ciru
thudc ké hoach lua chon nha thau cung cap thuoc tap trung tinh Kién Giang, gial
doan 2023-2025 (dot 3). (Theo Quyét dinh s6 3432/QD-UBND ngay 29/12/2023
ciua UBND tinh Kién Glang) Cin cir tai Muc DKC 26.1 Chuong VII Piéu kién
cu thé ciia hop dong tai E-Ho so moi thau.

Trén co so dé nghi ctia nha thiu Céng ty Cb phan Duoc phim Vinh Phuc
tai Cong van s6 177/2024/VPC-CV ngay 11/6/2025 vé viéc xin thay d6i thong
tin gia han so dang ky hm héanh thubc trang thau (dinh kem).

So Y té thong béo dén cac nha thiu va cac don vi viéc diéu chinh théng tin
thudc trimg thau tai (Phu luc Danh muc thudc tring thdau diéu chinh thong tin
dinh kem)

Cac nd1 dung khac lién quan dén cac thudc trung thiu néu trén tai Quyét

dinh sé 1465/QP-SYT ngay 16/5/2024 cia S¢ Y té gilt nguyén khong thay déi.

S& Y té thong bao dén nha thiu va cic don vi duogc biét, thuc hién./. ~_ Iy

Noi nhén: GIAM POC
- Nhr trén;

- GD va cac PGD SYT (dé b/c),
- BHXH tinh:

- Trang thong tin dién tr SYT:
-VPDT SYT;

-Luu: VT, NVD, lvminh.

H6 Vin Diing




Phu luc
DANH MUC THUOC TRUNG THAU PIEU CHINH THONG TIN

1. CONG TY CO PHAN DUQC PHAM VINH PHUC
Dia chi: §6 777, Puong Mé Linh, Phuong Khai Quang, Thanh phé Vinh Yén, Tinh
Vinh Phuc, Viét Nam

SBK Don 2 i b
STT | Hoat chat | Tén thudc hodc sb Ham lwong vi Thmli::; i
GPNK tinh
Lidocain Gia han sé diing
hydroclorid : s VD-21404- 5 ky lwu hanh:
1 e Lidonalin 14 36mg+18mcg/1.8ml | Ong 893110689024
Adrenalin (VD-21404-14)




WORT LAY Lg}m Rl
CONG TY CO PHAN DUGCPHAM - CONG HOA XA HQI CHU NGHIA VIET NAM
VINH PHUC Déce ldp — Tw do — Hanh phiic

86: 177/2024/VPC-CV
Viv: Thay doi sé ding ky thube

Cén Tho, ngay 11 thing 06 ném 2025

Kinh gizi: S& y té tinh Kién Giang

Trude tién, Cong ty C8 phin Dugc phim Vinh Phic chan thanh cam on sy hop
tic va gitip dt ctia Quy S& dbi véi cac san phdm va dich vu ciia Cong ty chiing t6i trong
nhitng thdi gian qua.

Kinh thwa Quy S¢!

Cong ty C6 phén Duge phim Vinh Phiic tham du thiu va da tring théu cac mat
hang thubc do cOng ty ching t6i san xuét va phan phéi theo quyét dmh 56 1465/QD-
SYT ngay 16/05/2024 ctia 8& y té tinh Kién Giang.

Danh muc 700 thuﬁc Sén. xudt trong.num -duc_m _gla.han.;gﬁy Ga,ng_ ky hru hanh. tai Vu_:t
Nam - Dot 206 clia Cuc Quan Iy Dugc — Bo Y t&. D& dam béo viée cung tng thudc
tring thiu khong bi gidn doan, Céng ty ¢b phin Durge phim Vinh Phic xin théng béo
ve vige thay doi sb ding ky cdc mit hang thube theo quyét dinh sb 550/QD-QLD ciia
Cuc quéan 1y Dugce nhu sau:

| STT Tén thube 5 Tén hagt chat, ndng | spK as trong thiu | SBK sau
. AR
df/ham legng : thay 86

| Adrenslin 0,018mg; , :
1 Lidonalin | Lidocain hydroclorid 36mg/ {  VD-21404-14 BT Ha
: 1,8ml

Chiing t6i cam két cac thubc chi thay ddi vé sb dang ky, khong thay doi ve chat
ligng, quy cach san phim va tiéu chi k¥ thust trong hd so tham gia ddu thiu.
Chiing t6i giri kém quyét dink s6 550/QD-QLD ctia Cuc Quén Iy Duge—B§ Y 6.
Kinh mong Quy.S¢ xem xét.
Cong ty chiing t6i trén trong cam on!

Noi nhéan: EAIBIEN i

- Nhue kinh giti; TRITOR 3
- Luru VT. TRU

VO NGQC ANH
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< Coqua 84 Yo

e BOYTE CONG HOA XA HOI CHU NGHify

Wz it /.‘

" CUCQUANLY DUQGC P Hp - Tir do - Hank

86: 350 /QP-QLD Ha Ngi, ngay 02 thang 08

 QUYET DINH

V& vige ban hanh Danh myc 700 thube sin xuft trong nuéc
 duge gia han gidly diing ky lwu hanh tai Viét Nam - Dot 206

CUC TRUGNG CUC QUAN LY DUGC

Cén cir Lugt Diroe 56 105/2016/0H13 ngéy 06/4/2016; |
Can ctr Nghi dink 56 95/2022/NP-CP ngay 15/11/2022 céa Chinh phii quy dinh
. chike ndng, nhiém vy, quyén han v co-ciu 13 chirc ciia B Y 1&; % ,
- Caneir Quyét dinh 56 :iﬁé?;{QB'-_Bl’TﬂgéyZﬁf#ZGH cla Bg truong BE ¥ (€ guy
dink chike néng, nhiém vy, quyén han vé co cdu 6 chire ciia Cye Qudn Iy Duge thuge
Bj Y é; _ _ o ‘
- Can cir Théng b 56 08/2022/TT-BYT ngay 05/09/2022 ciia BS trudng B3 Y 18
quy dink viéc diing ky liw honh thude, nguyén higu lom thude;
- Clin.cit két lugn ciia Hpi @6ng nwvan edp gidy ding ky hew hanh thude, nguyén
figu lam thudc - B Y té dot 206 tai Cong vitn 56 60/HDTV-VPHD ngdy 20/6/2024 ciia
Véin phong Hpi dong tue vin cdp GPKLH thudc, nguyés  liéu lam thude;
Theo dé nghi ctia Triréng phong Diing k) thude, Cuc Oudn Iy Divrc.

QUYET DINH:

Didu 1. Ban hanh kém theo Quyét dinh ndy danh muc 700 thude san xut trong
nude duge gia han gidy ddng ky liru hanh tai Vigt Nam - Dot 206, cu thé:

1. Danh myc 479 thue sén xuit trong nuéc duge gia hen giby ding k¥ fiu
hanh hi€u Iye 05 ndm (Phu luc I kém theo). 2 g

2. Danh myc 193 thudc sin xudt trong nuée duge gia han gity ding ky luu
hanh higu luc 03 ném (Phu lyc IT kém theo). 506

3. Danh myc 28 thude san xufit trong muée durge gia han gify dang k¢ lru hanh
higu Tyc dén 31/12/2025 (Phy lyc 1l kém theo). _ '

Dibu 2. Co s& sin xult vi co sér ding ky thube ¢6 trich nhigm:

. 1. Sia xuat thude theo ding cic hd so, i libu d2 ding ky véi BS Y 6 va phai
in s ding ky duge B Y t€ Vit Nam cp 1én nhan thube.

2. Chi dugo san xudt, dva ra luu hanh cée thube kidm sodt dgc bigt khi o6 Gidy
chimg nhén di diév kign kinh doanh duoc pham vi kinh doanih thude phai kiém sodt
ddic biét phit hop v6i pham vi hoat dfng clia co s&dap (g quy dink tai khoan 5 Didy
143 Nghi dinh 86 54/2017/ND-CP ngay 08/5/2017 ¢hia Chinh phu quy dinh chi tiét mot
56.didu va bién phép thi hanh Luft Digc. '

3. Thyc hién viéc cdp nhjt tiéu chuéin chft hwong ciia thudc theo quy dinh tai
Théng tr s& 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truémg B§ Y & quy dink vé
chét lwong thube, nguyén liéu lam thube.

4. Thudc dugc gia han gidy ding ky hru hanh tai Quyét dinh niy nhung chia
ndp ho 5o clp nhit ni dung nhn thudc, t& hudng dén siv dung thubc theo quy dinh
cia Thong tw 01/2018/TT-BYT ngdy 18/01/2018 cia BS trudng B Y té thi phai thue
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: Ineu cip _nhz,xt theo quy di dﬁh Iﬁ.dlém b Khokn 1 f}fé‘a 37 Thong tu's6 01/2018/TT-BYT
trong théri han 12 thing k& tiy ngdy duge gia han gify ding ki hry hinh,

: s S R R th.ﬁngkétungéykyban h.’thu tdmhnﬁy,cac thude durge gia han
gidy ding kY han hanh theo Quyét dinh ndy ¢b thay ddi vé ndi dung hinh chinh phai

e  sén xudt va lmhMVmcacnﬁxdtmgdadtwcphé duyetthaydé:tmnghéscmahan

diéu kién hogt dng trong thdi gian
: thuoc, am thudc. Trong trudng hop
khong con dap {mg & diéu kign hoat ddng, co s¢ ding k¥ phai ¢ trach nhiém thuc
hién thay d6i co s dang ky theo quy dinh tai Thﬁngtu 56 08/2022/TT-BYT trong thoi
han 30 ngdy ké t&ngﬁy oS0 d§ng ky khong condi diéu kign hoat dong.
7. Co sé sén xut thude phai bao dam céc ditu kién hoat ddng ciia co s¢'san
xuét trong thdi han higu lyc ciia: 'i"ay diing ky huu hanh thude, nguyén lidu lam thube.
8. Cécthuﬁc duge gxahanglaydang k§ hru hanh tai Quyét dinh ndy duge tiép
o d& cap trude khi gia han trong. thori han tbi da 12 thing k& tir
gia han theo quy dmh tai Phu Tuc VI ban hanh kém theo

hiéu lue ciia gx& diing k-

Thong tr sﬁ 08}‘2022/‘1'1‘ BYT.

9. Phéi hop véi céc casaméu:x;déﬂmmea theo diing cée quy dinkr hién
‘hanh vé thuc k& don, theo d8i ‘an toan, hidu qua, tic dung khﬁng mong mubdn clia
thudc trén ngudi ch;t ‘Nam va tdny hop, béo cdo theo: quay dioh tai Piéu 5 Thong tir 56
081'2322}"1“’1‘ BYT a6i Véx céc thudc trong Phu luc 11 ban hanh kém theo Quyét dinh

nay.

Bléu 3. Quyét dinh ndy ¢6 higu luc ke tir ngdy lo}' banhanh.

Pidu 4. Gidm ddc $& Y 1€ céc tink, thinh phé trire thudc Trung vong va Gidm
e co 50 sin xudt v co s& ding ki ¢ thude tai Didu 1 chju trich nhiém thi hinh
Quyét dinh nay./, e

Noinhan:.

- Nhe Didud;

-BT. moﬂongm(dé b/o); i~

- TT. D3 Xufn Tuyén. 8 bloy; T

-CucQuany -B Quic phong, Cyc Y 1€ - BY Congang | 7
S;Ytém - B) Giso thong vin i, \

g Cyc: Hai quan - - B¢ Tal chinh; o
~Bis hifmxd hi Vist Namg, = ! g
~BJY t8: Vg PC, c;;aQmereggz_-: CH, Thanh tra:
B§, Viin phong HDTV cip GOKLH ¢ :
+Vién KN thube TU, Vign KN thubc ;
- Tong Cong ty Dupe Viét Nam - C&ng;tyc‘,l’ '
—Cach;nhvnén,‘llénoégwﬁng ctluweBQYte,_
«Tnmg:ﬁm:mnsimta mm ; . :

: Websue;
~Lun: VT, DT (C. H){02b),




DANI—I wmc 479 THUOC SAN XUAT TRONG NUGC Be‘oé GIA HAN: GIAY BANG KY LUU HANH

Pho iuc  §

TAI VIET NAM HIEU LUC 05 NAM - DOT 206

(Km theo Quye; dfnksé 550  /QP-QLD ngdy 02 thing 08 nam 2024

N@z, "u"let Nam)

Ba Gy Qudy @Mj
[STX] “Tenthudc | Hoat chit chinh- | Dangbbo | Quy cach déng gt | Tieu | Tubl | Sbdanghy | S6
B . Hamlwgng | ehé - |chudn | thy giahan | 1n
_ : wmng): (86 diing ki | gia
R | dachp) |han
@i ® @ @ B B 0 O
-1, Co s& ding ki: Cﬁmg tycﬁphénﬂl‘ﬁﬂétﬁsm cn;acm S6 18, 16 51, phuangQuanHoa, quﬁnC uGséy, phu Ha

__Hau X TzénPhoug. huyén Mé Lmh, ﬂ)énh phéﬁam; VmNam]
; {Hop3Ivix 10vien

1 Galtlagtm

Vﬂdaghptm 50mg

Viénnén

- ‘f: NSX P

36

‘893110652624 |
(\@-31455—19} ;

T _Co‘ sof dﬁng ky Cﬁ’ng ty ¢6 phan Durge - Vat yté Thanh H:Sn {Pia ch: 86232, Trﬁ.n Pha, phuémg Lam Son, Thinh

-phé Thank Hoa, tinh Thash: Hoé, Vlét Nam}

;: 2 ﬁ;:_mgasnogu -Attapulgltlmgthéa ;Thu&ebet' |Hop30g6i X378 NSX 36 |893100652724 | 1
e 2.5g; Magpiesi [phabdodich | (VD-23151-15)
carbonat 250mg;  |udng '
|Nhém hydroxyd khé -ty
|250mg : e g :
5 [Piracomm  |Pimseetam 400mg[Vinmang |H0p 10VIR10viEs | NEX | 36 | Eo31i065294 | 1
|etmg s i DRl e (VD-23153-15)
4 |Acethepharm jAcetyleystein 200mg [Thudc bt . - [Hop 30 gdix 2g NSX | 24 | B93100652924 | 1
S e ; phahsnd;ch (VD-20936-14)
5 |Cinepark Offoxacin400mg  [Vidnnén  {HOp2vix i0vién; [DBVN| 36 |893115653024 | 1
o P 4 ~ |vaophim {Hopl0vixlovign | IV | | (VD22583-15)|
6 |Dutased Sulfamefhoxazol  |[Thubcbgt  |Hop 1 ohai x Z0gpha | NSX | 36 | 893110653124 | 1
2000mg; pha hén dich |50m] kén djeh (VD-25352-16)
Trimethoprim 400mg judng '
7 |Montekas Monlelukast (duti _[Thude bdt f\ Fiop 10 gélxlg; | NSX | 36 | 893110653224 | 1
"« deng Montelukast  [pha hin dich |Hop 12 xig (VD-23783-15) |
natri) 4mg |ubng |Hop 20 gbix lg: '
] 'QHop3ﬁgmxlg

: 3+ Cu' & ding lc_-,? Cﬁng ty cb phﬁn dzqrc Aplmetl (bia ot 2637 L Thidng Kiét; Phudng 15, Quin 11, Thanh ph6 Ho Chi

. Minh; Viét Nam)

3.1. Co s&r sin xuit: Cong ty cé phiin dwge Apimed (Bja chi: Budng N1, cum cong nghiép Phit ’I‘hanh Vinh Thanh, x3
Vitth Thanh, huygn Nhon Trach, tinh Déng Nai, Vigt Nam)

: 8. |Apitor 20

|Rosuvastatin (dudi’
{|dang Rosuvastatin

calci) 20mg.

Viénnén
{baoc phim.

"THop 3 vix 10 vién,
{Hop 1 chai x 100

vién, H@p ¥chaix
200:vi€n

N&X

24

893110653324

| (VD-30218-18)

4, Corstr{fiing ky; Cong ty ¢d phkn dirge ATM (Bta ohi: Tru'so chinh: VP 26, thng 26 102 chp, 110 Tran Phi, -phudng M

Lao, quiin Hi POng, thinh phé 2 Néi. Bia chi kinh doanh: T B1.4LK3 1-01~ Kbu d6 thi Thanh HA- Cieanco 5, %8 Cukhé,
huyén Thanh Oai, thanh phd Ha Noi, Vigt Nam)




30

STT | Hoat chat chinh -

' Hamhrong

Tidu | Tubi
‘chufn | tho
(thﬁng}

Tén thude Dangbao | Quy cach Abng goi

ang " §0 dang k¥

gia :hgl‘l
(Sé ding ky
e dicip) | han
(n @ @) @ ® ® | O (8 ©®)
43.1. Co s& sin xuat: Cong ty cd phan dm;c phim Vish Phéc (E;a chi: Thon Mau Thong, phuéng Khai Quang; thanh pho
Vioh Yén, tinh Vinh Phiic, Viét Nam}

1362 Adrenalin 1mgf10mi

86 |
Yin
gia

893110688724 | 1
{VD-32031-15)

Adrenalin
1mg/10mt

Dung dieh
tiém .

ey 2 vix :Siﬁng'fx
3 louﬂzﬂﬁp 10vix 5
éngx 10ml

Hop 100 6ng x 1mi

| NSX.| 30

Dimedrol 803110688824 | 1
[ (vD-24899-16)
36 | 893110688924 | |
o Jvp24901a6) |

" | Diphenhydramin T

{363 _
: - thydroclorid 10mg/ml.

fBung dich:.
tiém: :

Dimg dich:

T NSX

364 |Lidocain Fiop 100 dng x 2mi;

Hop2vix106ngx |

365 |Lidonalin 1893110689024 | 1

| cvpzraosay |

Bydoelsrid 36mE
-INurge catpha tidm.
2ml

893110689194 | 1
(VD-24903-16)

366 [Nudo okt tiém Tiop 100 onp x 2l | NSX | 48

Hop 2 vix 106ngx
$2mt

_pimi.tifﬁm

| 367

Vincerol 4 mg momtsm ;iziannén Hop3vix10viem; | NSX 1893110689224 | 1

36
‘qu 10vix10vién | S | (VD-24906-16)

4. 'Co 56 diing kj: Cong ty cb phén Duge S,.P'harm (Eiacfu Butngl lé«G, khucémg ngiﬁép An Nghiép, xa An Hiép..
huyén Chéu Thanh, tinh Séc Trang, Vigt Nam).

44.1, Co sir sin xudit: Cang ty ¢b phin Duge $.Pharm (Bia chi: Buimg m 156G, khu céng ng;h;ép.ﬁn Nghjég, x& An Hidp,
huyﬁm Ghm Thanh, I:m.h Séc Tr&ng, Vigt Nam)

w93110689324 | 1
| (vp29926-18) |

[ 368 CeﬁimerODmg Cefdinit 300mg | Vignnang

: E H:;.pzvi;Hﬁg o, | NSX |
|etmg

{Hop 50 ¥i x 10 vién;
_ {Chai 100 vién, Chai |
T 200 C]lalﬁﬂ{)viﬁn

'36

45.Co s¢ ding 1 Congty Co phan Dtmre Trnng lm‘ng3 (E:sachi 56 115 Ngb Gia Ty, Phuomg Hii Chau 1, Quan Hai
 ‘Chiéw, Thanh phé B3 Ning, Viét Nam) :

45.1. Cosi sin xuit: Cong ty Cb phin Durge Trung wong 3 (Dia chi: 56
Chiu, Thinh phé Da Nsng. Vigt Nam)

USN@ Gia Ty, Phudng Hai Chau 1, Quin Hal.

TEidp 20, 50, 100 g61 36

xlog

369 [Condomuc [Acelyleysiein 200mg; 'thuécwx. $53 893100689424 | 1 |

(VD-21773-14) |

893110689524 | 1
(VD-29270-18)

370 |Cenrobaby :Ro:dﬂiromyqin"sbtugf Thuécbpt Hop 20 goix I5g 36

. NSX
s -

~Ti6p 3oL 10wx10 | NSX | 36

Fexofonadin . |Viénnén
hydroclorid 120mg: P

1371 /893100689624 | 1

(VD-28165-17) |

Cetecocenfast 120

373 |Lavgab Sulpind S0mg |V {55 TOVIx 10vian | NSX | 36 |893110689724 | 1

- |0 100, 200 viga.

_ {ypanzsan |

73 (Retodn

HBr 15mg

Dextromethorphan |

Lo 105, 300, 500 ﬂéné

NSX | 36

-893] 10689824 |
(VD-22693-15) |

1

7 46. Co 56 dﬁng k:? Congtyco pﬁn B&c.c“fl‘mng mg

 qun Thasih Xusn, TP HANgi, Vigt Nam) -

46.1, Co 56 san xufit: Cong ty ¢d phin Dirge Trung wong Mediplantex:

Hau, % Tién Phong, huyén Mg Linh, thanh p‘fm’H Noi, Viét Nam)

Med;plantex {ﬂ;a ¢hi: 358 dmfmg Gxﬁx Phobng, phurtmg Phirong Lxet

(Bga chi: ‘Nha méy duge phiim s6 2: Thon Trung.




SG Y TE KIEN GIANG CONG HOA XA HOI CriU NGHIA VIET NAM
TRUNG TAM Y TE GIANG THANH Poc 1ip — Ty do - Hanh phic

: PHIEU GIAI QUYET VAN BAN BN
Ser..... //5’65// QYT NI, ngdy,...47 thang. .. & nim 2025.........

1. Y kién cua lanh dao co quan, t6 chirc
- Giao don vi, ca nhan chu tri;... ... f.(. UDIF;u

- Giao cac don vi, ca nhan tham gia phéi hop giai quyét van ban dén (néu co);

- Thoi han giai quyét ddi voi moi don vi, ¢d nhan (néu BT i e e o
e T GIAMBOC

- Ngéy,/!.g...théng /énénﬂﬁ@%r ' E‘Tﬁl%f])%hfﬁi, glai GUYEL - ccovm s v

............................................................................................................................

3. Y kién dé xuat ctia ngurdi gidi quyet.

- Y kién dé xudt giai quyét vin ban dén cua ca nhan;

= Ny e thang,........ nam....... A8 xuAty Kién... .. .



