CONG TY TNHH DUQC PHAM GIGAMED CONG HOA XA HOI CHU NGHIA VIET NAM
Poe 1ap - Tw do — Hanh phic

, S6: 1495/2024/GGM-TD ' Tp. H6 Chi Minh, ngay 26 thang 08 nam 2024
V/v: Cdp nhdt sé ding ky gia han cho sin phdm Humalog Kwikpen

Kinh givi:- SO Y TE TINH NINH THUAN
-CAC CO SO Y TE TREN DPIA BAN TiNH

Chung t6i, Céng ty TNHH Dwoc Phim Gigamed xin chén thanh cam on sy tin tuéng ciia Quy
S&'Y té/ Coso Y té trén dia ban tinh déi véi cac san phidm do Cong ty chiing t6i phan phi tai thi truong
Viét Nam trong thoi gian qua.

Cong ty chiing t6i ¢6 tring thiu va dang cung tmg dén Quy S¢ Y t&/ Co so Y té trén dia ban tinh
san phdm Humalog Kwikpen (Tnsulin lispro, 300U (twong dwong 10,5mg)/3ml) cta nha san xuit Eli
Lilly Italia S.p.A - Y véi s6 ding ky 12 QLSP-1082-18.

Hién nay, cac san phfim trén da duge B Y t& - Cuc Quéan ly Duoc cép sb dang ky gia han
800410090423 (theo OD s6 343/0D-OLD ngay 19/05/2023 dinh kém) nén ching t6i s& tién hanh cung
{ng hang héa dén Quy S& Y té/ Co s Y té trén dia ban tinh theo s6 ding ky gia han véi thong tin chi

tiét nhur sau:

i Tén hoat chit, néng dd- Nha san Nude sin .
Tén thuoc . . Quy cach So dang ky
ham lugng xuat xuat
Hép 5 but tiém bom .
Humalog | Insulin lispro, 300U (twong Eli Lilly . _'p . SDK triing thiu: QLSP-1082-18
Rawiic p . Vool G.0A ¥ san thudc x 3ml (15 /—ﬂfh
AP uong 10,5me)/3m talia S.p. kim kém theo) SDK gia han: 80041009042}/ 5 Sablial
CONG

Nhim tao diéu kién thuan loi cho viéc thanh toan cung nhu dam bao quyén lgi cho ngudi bénk

ban tinh vé su thay ddi trén va san phim véi sb ding ky gia han 14 800410090423 s& duoc cung tng
dn Quy SO Y t&/ Co s Y té trén dia ban tinh sau khi ching t6i cung Umg hét luong hang hoa c6 sb
dang ky tring thau néu trén.

Chung t6i cam két ngoai viéc thay déi sé ding ky néu trén, c4c thong tin khéc ciia san phidm: Tén
thude, nha san xuét, tiéu chuin chit lvgng, han dung, nhém thuéc cling nhur gia cung (rng cla san phém
v6i sb dang ky gia han khong thay dbi so v6i sb diang ky triang thau.

Cbong ty chan thanh cam on su hop téc ctia Quy S& Y t&/ Co s¢ Y té trén dia ban tinh.

Tréan trong kinh chao./.

Noi nhin:
Nhur trén;
Luu: VT.




PHU LUC: DANH MUC THUOC GENERIC DE NGHI THAY DOI SO DANG KY
(Kém theo Céng van s6 1495/2024/GGM-TD ngay 26 thang 08 ndm 2024)

S6 lwgng cung S6 hrgmg
£ g % £ 0 5 .
Mi | Ténsan |Donvj |0 ddngkytheo o qp o Ky . |Soluongl o iheospK | 00 A
TT thube phim tinh quyét dinh so thay dbi Tén Co'sé'y té tring theo QD cung ing
08/QDb-SYT thau 08/QD-SYT theo SDK
m i
1 |Gloss1| HUmaloe b sl QLSP-1082-18 | 800410000423 | Béh vién tih Ninh | -y 55 800 200
Kwikpen Thuédn
Humalo : Bénh viﬁn Lao va
2 |G10651 NAOL Byt tiem| QLSP-1082-18 | 800410090423 | Bénh Phéi tinh Ninh 30 30 0
Kwikpen
Thuén
Humalog P 3 Trung tim y té huyén
3 |G10651 Kwikpen Biit tiém| QLSP-1082-18 800410090423 Ninh Phuéc 200 0 200
Humalog e in Y ' Trung tim y té huyén
4 |G10651 Kwikpen Bit tiém| QLSP-1082-18 [ 800410090423 Ninh Son 100 0 100
CONG 1.330 830 500




BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

> QUAN LY DUQC Pée 15p - Tw do - Hanh phiie
'$6: 343 /QD-QLD Hé Ngi, ngéy 19 thdng 05 neim 2023
QUYLET DINH

vé viée ban hanh Danh mue 28 viie xin, sinh phfim
dwge chp, gia han gify ding Iy leu hanh tai Vigt Nam - Dot 47

CUC TRUONG CUC QUANLY DUQC

Cdn cit Ludt Duge .s'o' 105/2016/QH13 ngay 06/4/2016;

Céin etk Nghi dinh s6 95/2022/ND-CP ngay 15/1 1/2022 cia Chinh phit quy dinh
chite ndng, nhigm vy, guyén han vél co cdu 6 ehike ciia BG Y té;

Ciin it Théng tu s6 08/2022/TT BYT ngty 05/09/2022 ciia B truong B6 Y 1é

quy dinh vige dcmg Iy tuw hénh thude, nguyén ligu lam thude;

Ceéin cir Quyét dinh 56 1 969/0B-BYT ngay 26/4/2023 cia B truong B Y (€ quy
dinh chzrc ndng, nhiém vy, quyén han va co cqu 16 chire cita Cyc Qudn Iy Duge thude
BG Y ié;

Céin cit kiét Iuar.r cila Hpi déng tw vén cdp gidy déing Ik Twu hanh thude, nguyén
ligu Iam rhué‘c B3 Y té;

Theo dé nghj ciia Trudng phing Ding kg thude, Cuc Quan Iy Duge.
QUYET DINH:

l)mu 1. Ban banh lém theo Quyét dinh nay Danh muyc 28 vac xin, sinh phim
duge chp, gia han gidy dang ky luu hanh tai Vle;t Nam - Dot 47, bao gbm:

1. Danh muc 01 sinh pham dwoc cAp gify ding ky luu hanh higu lwe 05 nim -
Dot 47 (Phy tuc 1 kém theo Quyét dink néy).

2. Danh myc 06 vic xin, sinh phﬁrn duge chp gifly dang Loy luu hanh hidu lyc 03
nim - Bot 47 (Phy huc 2 kém theo Quyét dgnh nay).

3. Danh myc 14 sinh phim duqc pia han gifdy déng loy Ly hinh higu lye 05 ndm
- Dot 47 (Phy lyc 3 Iém theo Quyet dinh nay)

4, Danh wmye 07 sinh phém duqm gia han gifly déng ky Iwa hanh higu lye 03 nim
- Dot 47 (Phy lue 4 kém theo Quyel dinh nay).

Pidu 2. Cc 50 sdn xuﬁt vA co s& déing ky thude ¢6 trdch nhiém:

1. San xut, cung cﬁp thubic vao Viét Nam theo diing céc hd 50, tai lign d4 ddng
ky véiBo Y té va phél in sb ding ky dugc B Y t Viét Nam cép 1én nhin thudc.

2. Chip hinh day dii phép ludt cia Vu:.t Nam va cdc quy dinh cda B Y té vé
san xudt, nhjp khiu thudc va luu hanh thube tai Vist Nam, néu cb bit cir thay ddi gi
trong qud trinh lua hinh thuéc & nwdc s& tai va & Viet Nam thi phai béo céo ngay cho
Cuyc Quén [y Duge - BQ Y & Viét Nam.

3. Thyc hign viée cdp nhét tiéu chudn chét lwgng cta thube theo quy dinh tai
Théng tw s& 11/2018/TT-BYT ngay 04/5/2018 clia BY trerdng B§ Y ¢ quy dinh vé
chét Juong thude, nguyén ligu lam thube, Théng tu sé 03/2020/TT BYT ngay
22/01/2020 cie B trudng Bn X 1€ stra CI$1, bd sung mot s§ didu cla Théng
11/2018/TT-BYT quy dinh v& chét luong thude, nguyén héu Tam thubc,

4, Cp nbit nhan thude, t& huéng ¢n sit dung thude theo quy dinh tai Thc'}ng o
56 01/2018/TT-BYT ngiy 18/01/2018 ciia Bb trwdmg B8 Y t& quy dinh ghi nhiin thude,
nguydn ligu lam thude va tir huéng dén sir dung thudc trong thdi han 06 thing ké tix
ngdy ley ban himh Quyét dinh ndy, theo hinh thic thay @b, bd sung gidy ding ky luu
hanh thuéc quy dinh tai Théng tw s6 08/2022/TT-BYT.

5. Sau 12 théng k& ti¥ ngdy ky ban hanh Quyét dinh nay, cdc thube duge gia han




giby déing ky luu hanh tai Phy Ine 3, 4 c6 thay dbi vé ndi dung hanh chinh (bao gdm cd
méu nhén, 16 hudng dén sic dyng) phii sin xult (481 véi vic xin, sinh phém san xuét
trong nuée), nhip khiu (déi véi véic xin, sinh phim nhp khéu), lva himh véi che ndi
dung (& dugc phé duyét thay doi trong hd so dimg ky gia han. )

6. Phéi hop véi cée co s& y & dy phong, co s& didu tr dé thye hién theo ding
cae quy dinh hién hanh vé thubc k& don, theo dgi an todn, hi€u qud, tic dung Ichong
mong mudn cia thude trén ngudi Vigt Nam v tdng hop, béo co theo quy dinh tai
Piéu § Théng tw s6 08/2022/TT-BYT ngdy 05/9/2022 ciia Bo trugng BY Y € quy dinh
vige déing ky hro hanh thudc, nguyén lidu 1am thube d8i véi cée thude thude Danh muc
ban hanh leém theo Quyét dinh nay,

7. Co s déng ky thude phai bao dam duy tii diéu kién hoat dng trong thisi han
hiéu Iyc ciia gidy déng ky lvu hanh thude, nguyén lidu lam thube. Trong trudmg hop
khong cdn dap tmg di didu kign hoat ddng, co s ding ky phai cb trdch nhiém thue
hién thay ddi co s déng ky theo quy dinh tai Théng t sb 08/2022/TT-BYT ngay
05/9/2022 cha B$ trudng B6 Y t& quy dinh vige déing ky luu hanh thuGe, nguyén lién
lam thudc trong théi han 30 ngay ké i ngiy co s¢ ding ky khong cdn dit didu kién
hoat déng,

8. Co s& diing ky thube phai béo cdo BS Y 1€ vé cip nhét tinh trang dép tmg
Thye hinh t5t sin xuét cia co sé sin xuht thudc, nguyén ligu lam thude. Trudmg hop
co st sin xuiit bi thu hdi gidy phép sén xvit hofic khong ddp tmg Thuc hinh t6t sin
xuét thube, nguyén ligu 1dm thubc & nwde sd tai, co s& phai the hign vide bio cho
trong thoi han 15 ngdy ké 6 ngdy c6 théng béo cia co quan quan 1 c6 thim quyén
nuGe sd (ai theo quy dinh tai diém d khodn | })ifiu 100 Nghi dinh s6 54/2017MP-CP
ngdy 08/5/2017 ctia Chinh phil quy dinh chi tiét mot s& didu va bién phdp thi hinh
Luét Duge,

9, Céc thude duge gia han gifly déing ky luu hanh tai Phy lue 4 Quyét dinh ndy
(trir thube c6 58 thir ti 02/Phy tyc 4), co s ding ky phai nop b sung hd so lam sing
d& xem xét theo quy dinh tai Théng tr 56 08/2022/TT-BYT khi gia han gifly dang ky
lorn haoh,

Diéu 3. Céc thude dwoe gia han gify ding ky hw hanh tai Phu ke 3 va Phu Iy

4 Quyét dinh ndy dwoe tiép tuc sir dung sb ding ky da cép trude Ihi gia han trong thai
han 16i da 12 thang ké tir ngdy duoe cdp s ding ky gia han theo quy dinh tai Phy lue
V1 ban hanh kém theo Théng tu s& 08/2022/TT-BYT.

Ditu 4. Quyt dinh nay c6 hiéu e k& i ngay ky ban hanh.

Didu 5. Gidm dde S¢ Y 6 cdc tinh, thanh phé trye thude Trung wong vé Gim

dée ¢o s sdn xudit va co s¢ ding k¥ co thube tai Didu 1 chiu trdch nhiém thi hanh
Quyét dinh nay./.
«7‘;0“,» *V}“\
& cye 1
- Cyc Quin y - B Qudc phdng, Cuc Y 6 - B§ Cong [ia{ QUAN) 4 1%
Cuc Y 1€ GTVT - B Giao théng vn tai; Tdng Cyc Nai\ ts/uitd
HDTV ciip GDKLH thue, NLLT; Trung thm mua sim QG;
- Vién KDQG VX&SPYT, Vién VSDTTW;
VP Cyc, Website Cue QLD;
- Lz VT, DKT (4b).

Noi nhin: ... CUC TRUONG
- Nhwr Bidu s; PRy
- B6 trudng BYT (dé blc);
- Thi trudng DF Xulin Tuyén (dé blc); .7

7 e
quan - B§ T&i chinh;
- B3%o hitm x h6i Viét Nam; = Ao
- B§ Y t6: Vy PC, Cpe YTDP, Cyc KHCN&DT; Cue Yii Tuéin Curong
QLKCB, Thanh tra B§, Vin phdng NRA, Vin phéng
- Téng Céng ty Duge VN — CTCP, Ce Cong ty XNK duge
phdm (xem Website Cye QLD);
- Chie Bénh vién & Vién cb givdng bénh tryre thuge BYT;
- Cyc QLD: ce phdng QLGT, QLKDD, QLCLT, PCTTra,
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Phylue 3

DANH MUC 14 SINH PHAM BUQC GIA HAN GIAY DANG KY LUU HANH
TAX VUET NAM BIEU LUC 5 NAM - BQT 47

(Kém theo quyél dinh 56,

v 343.../0D-QLD, ngéy 19.M5./2023 cita Cue Quan ly Dwgc)

sb déng loy

STT | Tén thube Hoat chiit Dang Quy céch déng | 'Tidu Tudt 86
chinh = Mim bao chi goi chufin tho in han lin
lugng (thdng) | (SO ding ky gia
a5 cfip) han
(1) @ 3) 4) 6] (6) )] (8) €))]

L. Co s& diing ky: Bayer (South East Asia) Pte, Ltd, (Dja chi: 2, Tanjong Katong Road, #07-01,
PLO3, Smgapoa 2 (d3716] ) S:‘ngcrpm e)
L1, Co siv sdn xudt: Co' s& séin xuiit dang bito chf; Regencron I’harmaccutlc':h Inc. (Dfa chi: 81
Columbia Turnpike Rensselaer, New York 12144, Hoa K3); Co s d6ng géi so' cip: Vetter Pharma-
l‘uhgung GmbH & Co.XG (Dja chi! Eisenbahnstrafle 2-4, 88085 Langenargen, Pirc); Co st ddng thi
chp vi xudt xudng: Buyer AG (Bja chi: Millerstrafie 178, 13353 Berlin, Dirc)

Eylea

Aflibercept
40mg/ml (wang
duong v6i mai

lo chita

Aflibercept
11,120mg/0,278

ml

Dung
dich tiém
ni nhén

Hép gom 1 1o
chira 278t dun
dich tiém ¢ the

1Ay ra duoc
100 plva 1 kim
tigm

NSX

24

001410090323
(QLSP-HO02-
1071-17)

2. Co' s8¢ diing ky: Cong y TNHH DKSH Pharma Vigt Nam Bja chi: S6 23 Pai Lg Dgc Lip, Khu
edng nghiép Viét na- Singapore, Phudng Binh Hoa, Thanh phé Thugn An, Tinh Bink Duong, Vigt Nam)
2,1 Co s sén xufit: Bli Lilly Xtalia S.p.A. (Bfa chi: Via Gramsci, 731-733, Sesto Fiorentino, 50019

Florence, ¥)

2 Humalog Insulin lispro Dung Hgp Sbuttiém | NSX 36 800410090423 1
Kwilpen 300U/3ml dich tiém | bom sin thubc x (QLSP-1082-
(twong duong 3ml 18)
[0,5mp)
3. Co' st diing ky: Céng ty TRHH Dwge phiim Tan Thinh Bla chi: S6 9, ngd 63, cwomg Vii Trong
Phung, phirdng Thanh Xudn Trung, Qudn Thanh Xudn, Ha Ngi, Viét Nam)
3.1, Co'sév sin xufit: Cong ty C phin Duge plmm CPC1 BA N6 (Dia chi: Cym cdng nghiép Ha Binh
Phiong, xii Véin Bink, huygn Thirdng Tin, thanh phd Ha N6i, Vigt Nam)
3 Domuvar | Béo tir Bacillus | Héndich | Hop2vIx 5 éng | NSX 36 893400090523 1
subtilis2 x 10°9 | ubng | xSml; Hop4vix (QLSP-902-15)
CFU/Sml 5 ng x Sml; Hop |
6vix5 6ng X
Sml; Hfp 8 vix 5
Sngx 5ml
4 Progermila. | Bao t Bacillus | Héndich | Hop2vix S éng | NSX 36 893400090623 i
clausli2 2 10%0 | ubng | x 5ml;Hép 4 vix (QLSP-903-15)
CFU/5ml 5 bng x Sml;
Hip6vix5obng

x 5ml; Hgp 8 vi
x5 ong x Sml




