CONG TY TNHH DUQC PHAM
GIGAMED

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tuw do — Hanh phiic

S6: 2361/2025/GGM-TD

(V/v: Cap nhit thong tin thay déi so dang ky ciia
sdan pham Humalog Kwikpen)

Kinh giri: SO Y TE AN GIANG

Chung t6i, Cong ty TNHH Dwge phim Gigamed xin chan thanh cam on sy tin tuéng cia Quy
S& Y t&/ Co sd Y té trén dia ban tinh déi véi cac san phdm do Cong ty ching t6i phan phdi tai thi truong

Tp. H6 Chi Minh, ngay 09 thang 10 nam 2025

Viét Nam trong thoi gian qua.

Can ctr quyét dinh tring thiu s6 1465/QD-SYT ngay 16/05/2024 ciia S& Y té tinh Kién Giang vé
viéc phé duyét két qua lua chon nha thiu cung cép thudc tap trung tinh Kién Giang, giai doan 2023-2025
(dot 3) G6i s6 1: G6i thau thube generic cAp ciru, cong ty chiing t6i c6 dang cung tmg dén céc co s Y té
trén dia ban tinh Kién Giang (cii) san phim Humalog Kwikpen ctia nha san xuét Eli Lilly Italia S.p.A —
Y.

Hién nay, san phém da dugc B Y té - Cuc Quan ly Dugc gia han va dugc cép s6 dang ky theo ciu
tric méi. Thong tin chi tiét s§ dang ky nhu sau:

S6 dang ky da Tanlifn glak
A P-4 .
Tén san Tén hoat chit, ndng Quy cich 3 ik £ Nuée c4p (tring = dﬁng ky ga k;mh(s? %Ey;t
phim dj-ham lwgng dong goi Nha sin xuiit | 2. cuft | thwas cung Iy (B i fah.ar B0 1
. moi) té/ - Cuc Quan
tmg) Iy Durge)
Hop 5 bit
Insulin lispro, 300U tiém bom san Lo .
. (twong duong thube x 3ml | EM Ls‘”y Ii‘a“a e QLSP-1082-18 | 800410090423 | >4/ g%'%&
pe 10,5mg)/3ml (15 kim kem iP- 8ay -
theo)

Nhém tao diéu kién cho viéc thanh toan ciing nhur ddm béo quyén loi cho ngudi bénh tham gia Bao
hiém Y té dugc thanh toan khi sir dung san phim, ching t6i xin dugc thong béo dén Quy Sé Y t&/ Coso Y
té trén dia ban tinh vé su thay ddi néu trén.

Chiing t6i cam két ngoai thong tin thay ddi nhu trén, céc thong tin khac cta san phém: Tén thudc,
nha san xuét, tiéu chuén chit luong, tudi tho, nhém thudce ciing nhur gia cung tmg cua san pham véi sb dang
ky gia han khong thay ddi so véi sb ding ky trung thaw/ da cung Ung.

Cong ty chan thanh cdm on su hop tac ctia Quy So' Y t&/ Co s& Y té trén dia ban tinh.

Tréan trong kinh chao./
DAI DIEN HQP PHAP CUA CONG TY
TRUONG BQ PHAN PAU THAU TOAN QUOC
Noi nhin:
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"™ Ha N}, ngdy 13 théng 04 ném 2018
KT. CUC TRUONG CUG QUAN LY DUDC & &~
FOR GENERAL-DIRECTOR-OF THE ORUG, ADMINISTRATION OF VIETNANf"

:CUC TRUONG '

Ghi chi: {Note) #
1-.Gléy phép vz hanh-san pham hdy duge clp theo dinghd so ¢
déing ky thude 43 dugc BY.Y: 1& phié duyat.

"Tiils ingitholing.ouihorization hes hoep. fssued in accordancd with the dossier
approved by.the V{ghwm‘&ﬂn}sux of Haolh: [
2 B&L cfr Sy thay 081 rizb-vd.ndl dung cla’ gy plidp 1ihal duigic
Cue Quén Ly Dige.- B Y 16 xdc nhan, '
Any varinlionsof the conlents of the rdrketing authérization are requiret 1,bo
adoplad by the Dnig Adiinistration of Vielnam.
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Ao fpioeos BOY n« CONG HOA XA HQI CHU NGHIA VIET NAM
(@g 5~ FIISC QUAN LY DUQC Poc Iip - Tw do - Hanh phiie
Al W{@"“
8é: 343 /QD-QLD Ha Noi, ngéy 19 thdng 05 nim 2023
QUYLET PINH

Vi viée ban dnh Danh muc 28 viie xin, sinh phﬁm
dwge cp, gia han gify ding ky Tuu hanh tai Viét Nam - Dot 47

CYC TRUONG CUC QUANLY DUQC

Cdn cir Lugt Dwoe so 105/2016/QH13 ngay 06/4/2016;

Cdin et Nghi dinh .s'o 95/2022WD—CP ngay 15/1 1/2022 cua Chinh phit quy dinh
chive néng, nhiém vy, quyen han vé co cdu 16 chite ciia Bo Y té;

Can cit Thong tw s6 08/2022/I‘T BYT ngay 05/09/2022 ciia BY truong B6 Y 1é
quy dinh vigc dang ky tuu hanh thude, nguyén liéu lam thudc;

Can cir Quyét dinh s6 1 969/QD-BYT ngdy 26/4/2023 cila BY truong Bo Y 1€ quy
dinh chuc nang, nhiém vy, quyén han va co cau 16 chire ciia Cyc Quan Iy Duge thude
BS Y t6:

Céin cir két ludn cila Hpi ddng tw vén cdp gidy déng ky luu hanh thude, nguyén
ligu lam thude - B Y té;

Theo dé nghi cita Trudmg phong Péng kg thude, Cuc Quén Iy Duge.

QUYET DINH:

i)xeu 1. Ban hanh kém theo Quyét dinh nay Danh myc 28 vac xin, sinh phim
tuge chp. gia han gidy dang ky luu hanh tai Vlet Nam - Dot 47, bao gbm:

1. Danh muc 01 sinh pham duge cép gidy déing ky hru hanh higu lyc 05 ndm -
Dot 47 (Phu luc 1 kém theo Quyét dinh nay).

2. Danh myc 06 vic xin, sinh pham dugc chp gidy dang ky lwu hanh higu lyc 03
nim - Dot 47 (Phy luc 2 kém theo Quyét a’mh ndy)

3. Danh muc 14 sinh phim duqc gia han gidy @ng ky luu hanh higu lye 05 ndm
- Dot 47 (Phu lye 3 kém theo Quyet dinh nay).

4. Danh myc 07 sinh phim duqc gia han gifly ddng ky luu hanh higu lye 03 nim
- Dot 47 (Phu luc 4 kém theo Quyét dinh néy).

Pidu 2. Cor s& san xuét va co s¢ ding ky thubc ¢ trdch nhiém:

1. San xuat cung thubc vao Viét Nam theo ding céc hd S0, tai liéu dd déng
ky v&i B8 Y té va phai in sg déing ky dwoc B3 Y té Viét Nam cép 16n nhén thubc.

2. Chép hanh dﬁy du phép lut ctia Viét Nam va céc quy dinh cla B§ Y té vé
san xudt, nhép khiu thudc va luu hanh thude tai Vigt Nam, néu c6 bit cir thay ddi gi
trong qué trinh luvu hanh thuoc & nude s& tai va & Vigt Nam thi phéi béo céo ngay cho
Cuc Quén ly Duge - B§ Y t& Viét Nam.

3. Thuc hién viée cp nhat tidu chudn chit lugng cta thudc theo quy dinh tai
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 ciia B trudng Bd ¥ & quy dinh vd
chét Jugng thude, nguyén litu lam thude, Thong 1w s& 03/2020/TT-BYT ngay
22/01/2020 cha B trudng BQ Y 1& stra d6i, bd sung mdt sb didu cta Théng tu
11/2018/TT-BYT quy dinh vé chit lwgng thude, nguyén ligu lam thube,

4, Cép nbat nhin thude, t& hudng din st dung thude theo quy dinh tai Thong tu
s6 01/2018/TT-BYT ngay 18/01/2018 cia B trurdmg B Y té quy dinh ghi nhin thuéc
nguyén ligu lam thube va tor huong dén sir dung thude trong thdi han 06 théng ké tir
ngdy k¥ ban hinh Quyét dinh ndy, theo hinh thirc thay dbi, bd sung gidy ddng ky luu
hanh thube quy dinh tai Théng tu s6 08/2022/TT-BYT.

S. Sau 12 thing k& ti ngay ky ban hinh Quyét dinh ndy, céc thubc duge gia han



gidy déing ky luu hanh tai Phy Iye 3, 4 ¢6 thay d6i vé noi dung hénh chinh (bao gdm cd
méu nhan, t¢ huéng dén sit dung) phai sin xuét (461 véi vc xin, sinh phém san xudt
trong nute), nhp khéu (46 véi vc xin, sinh phim nhap khéu), lvu hinh véi cic ndi
dung da dugc phé duygt thay ddi trong hd so diing kf gia han.

6. Phéi hop véi che co s¢ y 1§ dy phong, co s didu tri dé thuo hién theo ding
cac quy dinh hién hanh vé thubc ké don, theo d8i an todn, hiéu qua, tic dung khéng
mong mudn ctia thude trén ngudi Viét Nam va tong hop, bdo cdo theo quy dinh tai
Piéu 5 Thong tw s8 08/2022/TT-BYT ngdy 05/9/2022 cia Bo truémg BY Y 1€ quy dinh
vige déng ky luu hanh thude, nguyén ligu lam thuc déi véi céc thude thude Danh muc
ban hanh kém theo Quyét dinh nay.

7. Co s déing ky thubc phai bdo dam duy tr didu kién hoat déng trong thi han
higu Iy cia gidy ding ky Iwu hanh thudc, nguyén ligu lam thudc, Trong trudmg hop
khéng con dép tmg di didu kién hoat déng, co s¢ ding ky phai b tréch nhiém thye
hién thay déi co s& déng ky theo quy dinh tai Théng tr s6 08/2022/TT-BYT ngay
05/9/2022 cba Bo trudng B Y té quy dinh viée ding ky luu hanh thube, nguyén Jigu
lam thube trong thdi han 30 ngay ké tir ngdy co s& dédng ky khong cdn di diéu kién
hoat déng,

8. Co st diéing ky thube phéi bdo. cso B6 Y t& vé ofp nhat tinh trang dap tmg
Thye hinh t5t sdn xuét cla co s¢ san xult thube, nguyén liéu 1am thude. Trudn hop
co s& sin xufit b thu hdi gidy phép san xufit hodic khong ddp tmg Thuc hanh tt san
xudt thube, nguyén ligu 1am thube & nude s& tai, co 56 phai thye hign vige bio cho
trong thoi han 15 ngay ké t ngdy ¢6 théng bo clia co quan quan 1y ¢6 thdm quyén
nude si (gi theo quy dinh tai diém d khoan 1 Didu 100 Nghi dinh s8 54/2017/NB-CP
ngay 08/5/2017 cia Chinh pht quy dinh chi tiét mot sé didu va bién phép thi hanh
Luat Dugec,

9. Céc thubc duge gia han giby ding Ly luy hanh tai Phy luc 4 Quyét dinh nay
(trir thube c6 58 thir t 02/Phy lyc 4), co s& ding ky phai ndp bo sung hd so lAm sing
d& xem xét theo quy dinh tai Théng tu s6 08/2022/TT-BYT khi gia han gidy ding ky
lun haah,

Diéu 3. Céc thude duge gia han gidy ding ky e hanh tai Phu luc 3 va Phy lyc
4 Quyét dinh nay duge tiép fuc str dun, sé déng ky da cép tfrude khi gia han trong thai
han t6i da 12 thang ké tir ngdy duge cgp sd diing ky gia han theo quy dinh tai Phu luc
VI ban hanh kém theo Théng tw s6 08/2022/TT-BYT.

Pitu 4. Quyét dinh nay ¢4 hiéu lye ké tir ngdy ky ban hanh.

Diéu 5. Gidm doe S& Y (6 céc tinh, thinh phé tryuc thube Trung wong v& Gidm
dée co s& san xult va co si ding ky 6 thube tai Diéu 1 chiu trdch nhiém thi hanh
Quyét dinh nay./.

Noi nhiin: e, CUC TRUONG

- Nhy Bidu §; SO

- Bd frurdng BYT (dé ble); 780

- Thi trugng B§ Xuin Tuyén (dé blc); 3/ GUE \7)

- Cuc Qufin y - B§ Qudc phong, Cuc Y t - BG Cong (i3] OUA L%

Cuc Y € GTVT - B Giao théng vin tai; Téng Cuc K@\ 51 3¢S /
quan - B T&i chinh; DA

- Bio hidm xa hi Viét Nam; \‘l.\;i;‘?

- BO Y 1€ Vy PC, Cpe YTDP, Cyc KHCN&DT; Cye Vi Tuan Cudng
QLKCB, Thanh tra B§, Van phdng NRA, Viin phdng

HDTV cép GDKLH thuc, NLLT; Trung tam mua sim QG;

- Vién KDQG VX&SPYT, Vign VEDTTW;

- Téng Céng ty Duge VN — CTCP, Céc Cong ty XNK duge

phdm (xem Website Cyc QLD);

- Chic Bénh vién & Vién cé givdng bénh trye thude BYT;

- Cuc QLD: cde phdng QLGT, QLKDD, QLCLT, PCTTra,

VP Cuc, Website Cue QLD;

= Laru: VT, BKT (4b).



Phulue 3

DANH MUC 14 SINH PHAM PUQC GIA HAN GIAY DANG KY LUU HANH
TAIL VIET NAM BIEU LUC 5§ NAM - DQT 47

(Kem theo quyét dinh s8:

o 343.../OP-QLD, ngéy 19./05./20%3 cita Cyc Quan Iy Dugc)

Sb ding ky

STT [ Tén thube Hoat chit Dang, Quy céch déng | Tidu Tuol §5
chinh = Hiim bio ché goi chuén tho gm han lin

lugng (thdng) (s dﬁng 3% gia

a3 cfip) han

) 2 ) ) )] (6) ()] (C)] ()

L. Co s&' diing ky: Bayer (South East Asia) Pte., Ltd. (Dja chi: 2, Tanjong Katong Road, #07-01,
PLO3, Smgapore (437161) .Singapore)
1.1, Co si san xufit: Co s& sin xuit dang bio ché: Regeneron Pharmaceuticals Inc. (Dja chi: 81
Columbia Turnpike Rensselaer, New York 12144, Hoa Kp); Co s d6ng g6i so' céip: Vetter Pharma-
I‘u (lgung GmbH & Co.XG (Dja chi: Eisenbahnstrafie 2-4, 88085 Langenargen, Dire); Co' st dbng thi
cAp v xudt xudng: Buyer AG (Dja chi: Miillerstrafie 178, 13353 Berlin, Dirc)

Eylea

Aflibercept
40meg/ml twong
duong véi moi

lo chita

Aflibercept
11,120mg/0,278

wl

Dung
dijch tiém
nji nhan

Hop gdm 1 1o
chira 278pt dun
djch tiém c6 the

1y ra dugc
100 pl va 1 kim
tiém

NSX

24

001410090323
(QLSP-H02-
1071-17)

2, Co' s¢* ditng ky: Cong ty TNHH DKSH Pharma Vigt Nam (Dja chi: S6 23 Pgi Lg Péc Lip, Khu
céng nghiép Viét nam- Singapore, Phudng Binh Hoa, Thinh phé Thugn An, Tinh Binh Duwong, Viét Nam)
2.1. Co' s& sén xufit: Eli Lilly Italia S.p.A. (Dla chi: Via Gramsci, 731-733, Sesto Fiorentino, 50019

Florence, ¥)

2 Humalog Insulin lispro Dung Hep Sbuttiém | NSX 36 800410090423 1
Kwikpen 300U/3m) dichtiém | bom s&n thubc x (QLSP-1082-
(twong duong 3ml 18)
[0,5mp)
3. Co' st diing ky: Céng ty TNHH Dwge phiim Tan Thinh Bja chi: 56 9, ngd 63, duing Vi Trong
Phung, phiring Thanh Xudn Trung, % ugin Thanh Xudn, Ha Ngi, Viét Nam)
3.1, Co'sé séan xudt: Cong ty C& phin Duge plmm CPC1 HA Nbéi (Dja chi: Cym cdng nghigp Ha Binh
Phwrong, x Viin Binh, huygn Thudng Tin, thanh plzo Ha N¢t, Vigt Nam)
3 Domuvar | Bao tir Bacillus | Héndich | Hop2vix 5 éng | NSX 36 893400090523 1
subtilis2x 10°0 | udng | x Sml; Hop 4 vix (QLSP-902-15)
CFU/Sml 5 6ng x Sml; Hop |
6vix5 6ng X
Sml; Hip 8vix 5
dng x Sml
4 Progermila. | Bao i Bacillus | Héndich | Hop2vix$ éng NSX 36 893400090623 i
clausii2 x 10°9 | udng | x 5ml; Hép 4 vix (QLSP-903-15)
CFU/5m) 5 6ng x Sml;
Hop6vix 5 Gng
X 5ml; Hop 8 vi
x5 dng x 5ml




CONG TY CO PHAN DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM

VINH PHUC Poc lap — Tw do — Hanh phiic
So: 377/2025/VPC-CV Cén Tho, ngay 22 thang 10 ndm 2025

V/v: Thay déi sé deang ky thudc

Kinh givi: S&'y té tinh An Giang

Truéce tién, Cong ty CS phan Duge pham Vinh Phtic chan thanh cam on sy hop
téc va gitip do ctiia Quy So d6i v6i cac san pham va dich vu cta Cong ty chiing toi trong
nhitng thoi gian qua.

Kinh thwa Quy So'!

Cong ty C6 phan Dugc pham Vinh Phic tham dy thiu va da trang thau cac mat
hang thubc do cong ty ching tdi san xuit va phan phdi theo quyét dinh s6 1465/Qb-
SYT ngay 16/05/2024 cua Sé y té tinh Kién Giang.

Thue hién theo quyét dinh sé 266e/QDP-QLD ngay 25/07/2025 cta Cuc Quan ly
Duge Ve viée sira dbi thong tin thude duoc cép gidy dang ky luu hanh tai Viét Nam ban
hanh kém theo Quyét dinh cp gidy ding ky luu hanh cia Cuc Quan ly Dugc. Pé dam
bao viéc cung tmg thude tring thau khong bi gidn doan, Cong ty c¢d phan Dugc pham
Vinh Phuc xin thong béo vé viéc thay ddi sd dang ky cdc mit hang thudc theo quyét
dinh s 266e/QD-QLD cua Cuc quan ly Duge nhu sau:

STT | Tén thudc Tén hoat chit, ndng SPK da tring SDK sau
| do/ham lwong thiu thay dbi
Vancomycin (dudi dang
1 Vancomycin 1g | vancomycin hydroclorid) (8313)1_?1) (1)322_612 f?) 893115375623
lg

Chung t6i cam két cac thudc chi thay d6i vé so dang ky, khong thay dbi vé chat
luong, quy cach san phim va tiéu chi k¥ thuat trong hd so tham gia dau thau.

Chung t6i giri kém quyét dinh s6 266e/QD-QLD ctia Cuc Quén 1y Dugc.

Kinh mong Quy S¢& xem xét.

Cong ty chling toi tran trong cam on!

Noi nhan: PAI DIEN HOP PHAP CUA NHA THAU

- Nhu kinh guri; A — 2
- Luu VT TRUO VETAN HONG DAI DIEN




CONG HOA XA HQI CHU NGHIA VIET NAM
Péc lap - T do - Hanh phiic

Ha Néi, ngay 25thang 07 nam 2025

QUYET PINH

V& viéc sira ddi thong tin thuoc dwgce cap glay ding ky lwu hanh tai Viét
Nam ban hanh kém theo Quyet dmh cap giay diang ky luu hanh cta Cuc
Quan Iy Dwgc

CUC TRUONG CUC QUAN LY DUQC

) \Cdn cir Ludt Do ngay 6 thang 4 nam 2016; Ludt swa déi, bo sung mét
50 diéu cua Ludt Duoc ngdy 21 thang 11 nam 2024;
Can cir Nghi dinh so 42/2025/ND-CP ngay 27 thang nam 2025 cua
Chinh phii quy dinh chikc nang, nhiém vy, quyén han va co cdu té chirc ciia BY
Y té;

Can cu Thong fie 56 12/2025/TT-BYT ngay 16/5/2025 cua B¢ truong Bo
Y té quy dinh viéc ding ky thuoc nguyén liéu lam thuéc

Can cir Nghi dinh s6 30/2020/ND-CP ngay 05/3/2020 cia Chinh phi vé
cong tac van thu;

Cén cir Quyét dinh s6 1 969/QB-B Yr ngay 26/04/2023 cua B¢ trucng B
Y té quy dinh chirc nang, nhiém vy, quyén han va co cdu t6 chire cia Cuc Quan
ly Dugc thugc Bo Y té;

Can cir y kzen cua Hoi dong tw van cap gidy dang ky lwu hanh thuéc,
nguyén liéu lam thuéc Bo Y té;

Cdn cir vao hé so dang ky luu hanh thuée luu tai Cuc Quan Iy Dugc;
Theo dé nghi ciia Truong phong Ping ky thuée, Cuc Quan Iy Dugrc.

QUYET PINH:

Pidu 1. Stra d6i mot sé théng tin thude dugce cap, gla han g1ay dang ky
luyu hanh tai Viét Nam ban hanh kém theo Quyét dinh cap, gia han gidy dang ky
luu hanh ctia Cuc Quan 1y Dugc (Phu luc kém theo Quyet dinh nay).

Céc théng tin khac ctia thude duoc cap) gia han glay dang ky luu hanh tai
Vi¢t Nam ban hanh kém theo Quyet dinh cap, gia han giay dang k¥ luu hanh
thubc tai Phu luc kém theo Quyét dinh nay khong thay doi.

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




Dleu 3. Giam doc S Y té cac tinh, thanh pho truc thugc Trung wong va
Giam dbc co $& san xuét va co s¢ ding ky c6 thude tai Piéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

Ng;;”’};ﬁ"‘3 KT.CUC TRUONG
- U pieu
- BT. Do Hong Lan (dé b/c); PHO CUC TRUONG

- TT. D3 Xuan Tuyén (dé b/c);

- Cuc Quén y - Bo Quéc phong, Cuc Y té - Bo Cong an;
-CucY t€ GTVT - Bo Xay dyng;

- B§ Tai chinh: Cyc Hai quan, Bdo hiém x3 hoi Viét
Nam;

-BO Y té: Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh
tra

- By, Vin phong HDTV cép GBKLH thuée, NLLT;

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

- Téng Cong ty Duogce Vtct Nam - Cong ty CP;

- Cac Bénh vién, Vién c¢6 givdng bénh tryc thuoc Bo Y Nguyén Thanh Lam
té; o

- Trung tim mua sim tip trung thude qudc gia;

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

- Website; Luu: VT, BPKT
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