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

SOYTE Péc lap — Tw do — Hanh phic
SO: 1226/SYT-NVD Kién Giang, ngay 29thdng 4 ndm 2025

V/v diéu chinh thong tin thuoc
tring thau tai Quyet dinh s6
1465/QD-SYT ngay 16/5/2024
(lan 43).

- Cac don vi truc thuodc So Y té;

- Bénh vién Binh An;
- Bénh xa Cong an tinh;
- Cac nha thau.

(Sau ddy goi chung la cdac don vi)

Can cu quet dinh s6 1465/QD SYT ngav 16/5’2024 cua S& Y té Ve VviEc
phé duyét két qua lua chon nha thau Got s0 1 Goi thau thude generic cap ctru
thudc ké hoach lwa 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
ciia UBND tinh Kién Giang); Can ctr tai Muc DKC 26.1 Chuong VII biéu kién
cu thé ctia hop dong tai E- Ho so moi thau.

Trén co G dé nghi cua nha thiu C& ong ty TNHH Duoc pham Glgamed tai
Cong van sd 520/2025/GGM-TD ngay 17/4/2025 vé viée xin thay dbi thong tin
gia han s0 dang ky lwu hanh thude trang thau (dinh kem).

SG Y té thong bao dén cac nha thiu va cic don vi viée diéu chinh thong tin
thude tring thau tai (Phy luc Danh muc thudc tring thau diéu chinh thong tin
dinh kem)

Cab ndi dung khac lién quan dén cac thude trung thau néu trén tai Quyét

dinh sd 1465/QD-SYT ngay 16/5/2024 cia S0 Y té gitt nguyén khong thay doi.

So Y té thong bao dén nha thiu va cac don vi duoc biét. thue hién./. ~

Noi nhan: GIAM DOC
- Nhur trén: R /
- GD va cac PGD SYT (dé b/c): AG /
- BHXH tinh: ,/ */ : ;
- Trang thong tin dién tr SYT: ﬁf
-VPDT SYT: e
-Luwu: VT. NVD. lvininh. "\\ix
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Phu luc

DANH MUC THUOC TRUNG THAY BIEU CHINH THONG TIN

1. CONG TY TIHH DITGC PHAM GIGAMED

Pia chi: 13.054. Tang 13 Toa nha Viettel, 2 85 Cach Mang Thang Tam, Phuong 12,
Qudn 10, Thann phd Ho Chi Minh

Ma 2 ] SPDK. Thong tin dién
STT | Phan Hoat chat Tén thuoc | hoacso | Ham lwong (‘%]illh
(16) GPNK '
Insulin Human
(tDNA) (isophane
PP23006 | insulin crystals) + i JLSP- (700IU +
N 3
L1 o151 solin Humen | | X930 | 195517 | 300muy10ml
(I-DI;A) (soluble Gia han s6 dang
action) ky lru hanh:
. 300410305724
(rDNA) (isophane (QLSP-1055-17)
PP23006 | insulin crystals) + I QLSP- (7001IU +
2 | 28153 | msulinHuman | MXE30 1 455517 | 30000y10mI

(tDNA) (soluble
fraction)




CONG TY TNHH DUQC PHAM CONG HOA XA HOI CHU NGHIA VIET NAM
GIGAMED Doe lap - T do— Hanh phic
S6: 520/2025/GGM-TD
(V/v: Cp nhit 56 ding kp gia han Tp. H6 Chi Minh, ngay 17 thdng 04 nim 2025
cho san phim)

Kinh giri: SO'Y TE TINH KIEN GIANG

Céng ty TNHH Duwgc Phdm Gigamed xin chn thinh cam on su tin tuéng cta Quy 8¢ Y té déi
Vi cac san pham do Cong ty ching t6i phan phoi tai thi truong Viét Nam trong thdi gian qua.

Theo Quyét dinh tring thau sé 1465/QD- SYT ngay 16/05/2024 cua Gidm déc S& Y té tinh Kién
Giang vé viéc phé duyét ket gua lua chon nha thau cung cap thudc tip trung tinh Kién Giang, glal doan
2023 — 2025 (dot 3) Gobi so 1: G6i thau thube generic cap cliu, cong ty chung t6i o trung thiu va dang

cung tmg dén céc co so y té truc thude Quy S& Y té san phdm Mixtard 30 ciia nha san xuit Novo Nordisk
Production SAS - Phdp.

Hién nay, mot sb san pham da duge Cuc Quan ly Duge cip so dang ky gia han nén chung toi s&

tién hanh cung tmg hang héa dén céc co sd y té true thude Quy S& Y té theo s6 dang ky gia han v&i thong
tin chi tiét nhu sau:

Tén hoat chat, ich Nha sin xuét - Quyét
STT | Tenthube | néngdpham | QYD | Nugesin | 8 Sé ding ky dinh gia
I ang bao che R dung h
romg xuat an
Insulin Human 5 X
(rDNA) (isophane %ﬁ%
insulin crystals) + Hopllox Novo Nordisk 30 i 308/QD-
1 Mixtard 30 Insulin Human 10ml, Han dich Production ddi QLD ngay
(rDNA) (soluble tiém SAS - Phap 8 SDK gia han: 14/05/2024
fraction) - (7001U 300410305724
+ 300TU)/10ml

Chung t6i cam két ngoai viée thay dbi sb ding ky nhu néu trén, cdc thong tin khdc cia san pham
nhu: Tén thuoc nha san xudt, tiéu chudn chat luong, tudi tho, nhém thuéc cung nhu gia cung u'ng cla san
pham véi s6 ding ky méi khéng thay dbi so véi sb ding ky cil. Nham tao dleu kién thuan lgi cho viéc thanh
todn ciing nhu ddm bao quyen lgi cho nguroi bénh tham gia Bao hwm Y té duoc thanh toan khi sir dung san
phém néu trén, ching t6i xin duge thong bio dén Quy So Y té vé su thay dbi trén.

R4t mong durgc su xem xét va chép thuén ciia Quy S& Y té dé clhiing toi s& cung Ung san phim néu
trén vdi s6 dang ky gia han.

Cong ty chén thanh cam on sy hop téc cua Quy S6 Y té.
Trén trong kinh chao./.

Noi nhan:
- Nhu trén;
= Luu: VT.

TRAN BAO LAM
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 BOYTE CONG HOA X4 HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Frge i4p - T do - Hanh phiic
86: 308 /QD-QLD Ha Ngi, nedy 14 thdng 05 ndam 2024
QUYET DINH

V& viée ban hanh Dant muc 40 vic xin, sinh phim
dwoc chp, gia hau gifly diing ky lru hank tai Viét Nam - Dot 50

CYC TRUGNG CUC QUAN LY DUQC

Can cir Ludt Derge .5‘6 105/2016/0112 ngiy 06/4/2016;

Cdn cir Nghj dinh m 95/2022/ND-C1 ngay 15/11/2022 ciia Chinh phi quy dinh
chitc ndang, nhiém vu, quyen han vé ca cdy 18 clniz ciia B6 Y 16 )

Cén cir Thong fr 6 08/2022/TT-BYT ngiy 05/09/2022 ciia B trusng B4 Y 1€ quy
dinh viée dang ky luw hanh ﬂmoc nguyén liéu lam thude;

Can cir Quyet dink 6 1 P69/0D-BYT ngdy 26/4/2023 ciia B frudng B Y 1¢ quy
dinh chirc nang, nhiénm vy, guyén han va co cdau 16 chirc ciia Cuc Quadn B Dirge thuée Bé
Y 1é;

Ciin cir két fudin ctia Ho dang tie vin cin gidy ddng ky hru hanh thude, nguyén
ligu lam thuéc - BG Y 1é;

Theo dé ngh; cia Trucny pliong PDény 3 thude, Cuc Quén by Dirge.

QUYET DINH;

Piéu 1. Ban banh kém theo Quyét dinh nay Danh muc 40 vic xin, sinh phém dwoc
cép, gia han gidy dang ky hru hanh tai Viél Nam - Dot 50, bao gbm:

1. Danh muc 01 sinh pham dvoe cép gidy ding ky luu hanh higu lre 05 nim - Dot
S0 (Phu lue I kém theo Quyét dinh nay).

2. Danh myc 08 véc xin, sinh phim thuge oip gidy déng ky luru hanh higu lyc 03
nim - Dot 50 (Phu luc I kém theo Quyit Fini nay).

3. Danh muc 22 véc xin, sinh phim duve gia han gify ding ky Iuu hanh hiéu luc
05 nim - Dot 50 (Phu luc 1] kém theo Quyér &inh nay)

4. Danh muc 09 sinh pham duoc gia han gidy dédng ky luu hanh hiéu luc 03 nam -
Dot 50 (Phu luc IV kém theo Ouvér dinh niy).

Pidu 2. Co s& san xuat va co s& dacg k¥ thude cé trach nhiém:

1. San xut, cung, céip thube vao Vit ]\am theo ding céc hd so, tai liéu da dang ky
véi BO Y té va phai in s6 diing ky duge 30 Y 18 Vigt Nam cép Ién nhan thubc.

Chap hanh day i phép ludt ctia Vigt Nam va cée quy dinh cia B§ Y (€ vé san
xuét, nhap khéu thude va hm hinh thube 1ai Viét Nam, néu co bit cir thay ddi gi trong
qua trinh luu hanh thuoc & nude s¢ tal va & Viét Nam thi phéi bdo cédo ngay cho Cuc
Quén Iy Duoc - B Y té Vit Nam.

3. Thye hién viée cép nlml titw shudn chét lugng cia thubc theo quy dinh tai
Théng tw sb 11/2018/TT-BYT ngay 04/5/2018 cia Bg trudng B Y (€ quy dinh vé chét
hrong thube, nguyén ligu lam thube, Théng ty s6 03/2020/TT-BYT ngay 22/01/2020 cva
B truéng Bo Y té stra ddi, bd sung mét & dién ciia Thong tr 11/2018/TT-BYT quy dinh
vé chit luong thude, nguyén lidu lam thuds.




4. Cap nhét nhan thude, to hudng dén sir dung thubc theo quy dinh tai Théng tu sb
01/2018/TT-BYT ngay 18/01/2018 cua B trudng By Y té quy dinh ghi nhin thuée,
nguyén lidu lam thudc va t& huéng dén sir dung thudc trong thoi han 06 théng ké tir ngay
ky ban hanh Quyét dinh nay, theo hinh thire thay déi, bd sung gidy déng ky luu hanh
thube quy dinh tai Thong tu s6 08/2022/TT-BYT dbi véi thudc chua cdp nhat ngi dung
nhin thude, t& hudng dan sir dung thubc theo quy dinh tai Thong tu s6 01/2018/TT-BYT
clia Bd trudng B Y té.

~ S.8auli2 thang ké tir ngdy ky ban hanh Quyét dinh nay, cac thude duge gia han
gifly ddng kj luu hanh tai Phy Iye 111, IV ¢ thay ddi v& ndi dung hanh chinh (bao gom cd
méu nhan, 16 hudng dan sir dung) phai sin xult (d6i voi véc xin, sinh phdm san xuat
trong nudc), nhap khiu (déi v&i vac xin, sinh phdm nhép khéu), lwu hanh véi cac ndi
dung d4 dugc phé duyét thay ddi trong ho so dang ky gia han.

6. Phéi hop véi cic co s0 y 1€ dy phong, co s& didu trj ¢é thue hién theo ding cic
quy. dinh hién hanh vé thude ké don, theo d6i an toan, hiéu qua, tac dung khéng mong
muon cua 'thuéc trén ngudi Viét Nam va (dng hop, bao cdo theo quy dinh tai Diéu 5
Théng tu s6 08/2022/TT-BYT ngay 05/9/2022 cia Bo trwdng BO Y té quy dinh vigc ding

ky huu hanh thude, nguyén lidu lam thuoe dbi véi cac thube thude Danh myc ban hanh
kém theo Quyét dinh nay.

7. Co s ding ky thube phai bao dam duy tri diéu kién hoat dgng trong thai han
hidu luc cia gidy dang ky luu hanh thude, nguyén lidu lam thude. Trong trudmg hop
khéng con dap ting di diéu kién hoat dong, co s ding ky phéi ¢6 trach nhiém thuc hién
thay déi co s¢ diing ky theo quy dinh tai Thong 56 08/2022/TT-BYT ngay 05/9/2022
cia BO truémg Bo Y té quy dinh vi¢c dang ky hra hénh thude, nguyén ligu lam thude
trong thoi han 30 ngay ké uir ngay co sir ding ky khong con du diéu kién hoat dong.

8. Co s& ding ky thudc phéi bdo cdo B§ Y (Cuc Quén Iy Duge) 1é vé cap nhat tinh
trang dap (mg Thyc hanh (Bt sAn xudt cla co so sin xuat thude, nguyén li¢u lam thude.
Trudng hop co s& san xudt b thu héi gifly phép san xufit hodic khong dap tng Thuc hanh
16t san xuat thude, nguyén lidu 1am thudc & nude so tai, co & phai thuce hién viéc béo cdo
trong thi han 15 ngay ké tir ngay cé thong bdo cla co quan quén 1y ¢ thim quyén nuée
s& lai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi dinh sb 54/2017/ND-CP ngady
08/5/2017 ciia Chinh phu quy dinh chi tiét mot s6 diéu va bién phép thi hanh Lut Duge.

9 Thube sé thir tr 1 tai Phu luc IV Quyét dinh nay: sau khi dugc gia han gidy
dang ky lwu hanh thude, cong ty ding ky phai nop hé so lam sang theo hinh thic thay
ddi, b6 sung quy dinh tai Phy lyc II Théng tw s6 08/2022/TT-BYT dé duoc tiép tuc
xem xét gia han gidy ding ky luu hanh cho Jan tiép theo.

10, Céc thude sb thir tr 2, 3 tai Phy luc TV Quyét dinh nay: sau khi duge gia han
gidy ding ky fuu hanh thude, cong ty dang ky phai nop hd so ldm sang hay cong thuc
tham chiéu theo hinh thic thay déi, bd sung quy dinh tai Phy lue 11 Thong tu 6
08/2022/TT-BYT dé duoe tiép tue xem xét gia han pidy ding ky lun hanh cho lan tiép
theo.

Pidu 3. Céc thudc duge gia han gidy ding ky lwu hanh tai Phy luc 11 va Phu lye
IV Quyér dinh ndy duoc tiép tuc sir dung sb ding ky da cép trude khi gia han trong thoi
han (51 da 12 théng ké tir ngdy duoc cép sb dang ky gia han theo quy dinh tai Phuy luc VI
ban hanh kem theo Thong tu sb 08/2022/TT-BYT.

Didu 4. Quyét dinh ndy ¢6 higu lyc ké tir ngay ky ban hanh.
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DANH MUC 22 VAC XIN, SINH PHAM ¥ TE BUGC 374 HAN GIAY PANG KY LUU HANH

TAI VIET NAM HIEU LY'C 5 NAM - POT 50
(Kém theo quyédl dink s6: 308....../OP-OLD, ngéy 14./05./2024 ciia Cye Quan I Duoe)

STT | Tén thudc Hoat chit chinh — Dang Quy cich Tiéu Tudi S6 ding ky Sé
Ham lugng bio ché déng gbi | chudn tho gia han lin

(thang) | (S0 diing ky gia

da cép) han

(2) 3 {4) 45 (6) (7) @) &)

1. Co s& ding ky: Abbott Laboratorics (Singapore} Privaie Limited (Dia chi: 3 Fraser Sireet, #23-
28 DUO Tower Sn;gapme 189352, Singapore)

1.1. Co' 50 san xuit: Abbott Biologicals B.V. Dja cti cor s sdn xud thanh phdm: Veerweg 12, 8121
AA Olst, Ha Lan; Dia chi sén xudt bin thénk phém don gia vé it gid: C.J. van Houtenlaan 36, 1381 CP
Weesp, Ha Lan)

Influvac Mdi 0,5ml vic xin | Han dich Hop | NSX 12 870310304024
Tetra chira: 1iém aylanh chira (VX3-1228-21)
A/Darwin/9/2021 0,5m1 hén
(H3N2)-like strain dich
(A/Darwin/9/2021,
SAN-010) I5meg

haemagglutinin,

AfVictoria/4897/202
2 (HINT)pdm09-

like strain

(A/Victoria/4897/20

22, 1VR-238) 15meg

haemagglutinin,

B/Austria/1359417/

2021-like strain

(B/Austria/13594§7/

2021, BVR-26)
15meg
haemagglutinin,

B/Phuket/3073/2013 |

-like strain i

(B/Phuket/3073/201

3, wild type) 15mcg l

haemagglutinin |

2. Co' s& diing ky: Cong ty ¢b phin thwong mai Diege Hoing Long Dja chi: 86 143, duomg 174,
Khu B, An Phii - An Khanh, plirong An Phit, Qudn 2, Themn pho H6 Chi Minh, Vigt Nam)

2.1. Co s& sén xuit: Biotest AG (Dja chi co 5o san xuwit: Landsteinersirasse 5, D-63303 Dreieich,
i),

Co sé xuét xudng: Biotest Pharma GmbH (Dja chi: Landsteinersirasse 5, D-63303 Dreieich, Dirc)

Intratect Globulin mién dich Dung Hop1lox NSX 36 400410304124

ngudi trong dé ¢6 | dich tiém | 20ml; Hp | (QLSP-0802-
chira it nhat 96% truyén fo = S0ml; 14)
1gG - 50g/1 finh mach | Hép 1 o x
| 100mi; Hop
i 110 x200ml

3. Co s& ding ky: Cong ty cb phfin Y té Dirc Minh Bja chi: 56 51, ngd 205, ngach 323/83, dirong
Xudn Dinh, phudng Xuan Dinh, qudn Bac Tir Liém, thanh phé Ha Néi, Viél Nam)
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STT | Ténthude | Hoatchitchinh— | Dang Quy cich | Tiéw | Tudi §6 ding ky So
Ham lugng bio ché ddng géi chuiin tho ia han 1in
(thang) | (So diing k¥ gia
di cip) han
)] 2) 3) (4) ) ] (0] (8) 6]
100meg/0,5ml djch tiém | xylanh déng {QLSP-1124-
san 0,5ml va 18)
01 kim tiém
9, Co sor dang ky: Novo Nordisk A/S (Dja chi: Novo Alle 1. DK-2880 Bagsvaerd. Dan Mgch)
9.1. Co s& siin xuit: Novo Nordisk A/S (Dija chi: Novo Alle 1, DK-2880 Ba svaerd, Pan Mach)
15 | NovoRapid Insulin aspart Dung Hop 5bat | NSX 30 570410305424 ]
Flexpen 300U/3ml dich tiém | tiém bom (QLSP-0674-
s&n thube x 13)
3ml

9.2. Co & sin xufit: Nm'n' Nordisk A/S (Pia chi co so san {:uci'!: Nove Alle 1, DK-2880 Bagsvaerd,
Pan Mach; Dia chi co sé 1dp rdp, ddn nhén va dong goi thir cap: Brenmun Park 1, DK-3400 Hilleroed,

Dan Mach)
16 Tresiba Insulin degludec Dung Hop 5 bit NSX 30 570410305524 1
FlexTouch 10,98mg/3ml dich tiém | tiém bom (QLSP-930-16)
100 U/ml sin thube x
3ml

9.3, Cor s&r sin xuit: Novo Nordisk A/S (Dja chi co so san xudl: Novo Alle I, DK—Z{ISU Bagsvaerd,
Dan Mach (Cach viél khdc: Novo Alle 1, Bagsvaerd, 2880, Ban Mach); Dia chi co so ldp rdp but tiém:
Bremmun Park 1, Hilleroed, 3400, Dan Mach (Cdch viél khde: Brennum Park 1, DK-3400, Hilleroed,
Dan Mach); Dia chi co so dong goi thir cd}:.' Hallas Alle 1, Kalundborg, 4400, Dan Mach (Cach viét
khdc: Hallas Alle 1, DK-4400, Kalundborg, Dan Mach))
17 Victoza Liragiutide Dung Hopchial | NSX 30 570410305624 1
18mg/3mli dich tiém bt tiém (QLSP-1024-
bom sén 17)
thude x 3ml;
Hop chia 2
but tiém
bom sén
thute x 3ml;
Hép chira 3
bt tiém
bom sin
thudc x 3ml

9.4. Ca s& sin xuét: Novo Nordisk Production SAS (Diu chi: 45 Avenue d'Orléans, F-28000

Chartres, Phdp)

18 | Mixtard 30 Mai 10ml chira Hondich | Hopllox | NSX 30 3004 10305724 |

Insulin Human tiém 10 ml (QLSP-1055-

(rDNA) (isophane 17)

insulin crystals) 700

14U, Insulin Human
(rDNA) (soluble
fraction) 300 TU

10. Co so dfing ky: Sanofi Pasteur (Bja chi: 14 Espace Henry Vallée, 69007 Lyon, Phdp)
10,1. Co s& sdn xuit:
Ca s& sin xuft: Sanofi Pasteur (Bja chi: Dja diém san xudt 1: 1541, avenue Marcel Mérieux 69280
Marey I'Etoile - Phap, Bia didm san xudl 2: Parc Indusiriel d'Incarvitle 27100 Val de Reuil, Phap)
19 | Verorab Vic | MB@i liéu vic xin [ Vicxin | Hop llo,lo [ NSX | 36 [ 300310305824 | 1 |
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