CONG TY TNHH DUQC PHAM GIGAMED CONG HOA XA HQI CHU NGHIA VIET NAM
Péc lap - Ty do — Hanh phac

sé: M9..2025/GGM-TD

V/v: Cap nhét thong tin thay déi s6 deing ky ciia Tp. H6 Chi Minh, ngéy 03 thang 03 nam 2025
san pham Notrixum

Kinh giti: - S&' Y té tinh Binh Phuéc;
- Céc ¢o s6'y té true thude S Y té tinh Binh Phudre

Chung ti, Céng ty TNHH Dwge Phim Gigamed xin chén thanh cam on sy tin tudng
ctia Quy Co quan dbi vai cac san pham do Céng ty ching 16i phan phdi tai thi trudng Viét Nam

trong thoi gian qua.

Cin cir Quydt dinh trang thdu sé 46/QD-SYT ngay 23/01/2024 cua Giam dbc S¢ Y €
tinh Binh Phudc vé viée phé duyét két qua lya chon nha thiu géi thdu mua thude generic cho cac

CO SOy 1é cong 14p trén dia ban tinh Binh Phude dot 1 giai doan 2023 — 2025;

Cong ty ching t61 dang cung ung dén cac co co y té truc thude Quy So Y té san phim
Notrixum thudc nha san xuit PT. Novell Pharmaceutical Laboratories — Indonesia theo )
dang ky VN-20077-16. Hién nay, san phém trén di duge B Y té - Cuc Quan ly Duoc gia han va
duoc cap so ding ky theo cdu trac méi (theo quy dinh cia Thong e 08/2022/1T-BYT ngay
05/09/2022) 12 899114017724 Théng tin chi tiét vé hai chu tric s6 dang ky nhu sau: (theo QP s6
03/0D-QLD ngay 03/01/2024 va 0D 56 320e/QP-QLD ngay 13/11/2024 dinh kém).

Tén hoat
. 3 Han
Tén sin chit, nong Quy cich P Nude sian 3 .
; dung Nha sin xuat > So ding ky
phim dg-ham déng géi xuat
(Thang)
lwgng
SDK da cip
v PT. Novell (tring thiu/ da VN-20077-16
Hop 5 dng —
Notrixum Besvlat: d 24 Pharmaceutical Indonesia cung tmg)
x2.5ml )
25mg/2.5ml Laboratories SDK gia han
, 899114017724
(ciu tric mot) l

Nhim tao diéu kién cho viéc thanh toén ciing nhu dam bao quyén loi cho nguoi bénh
tham gia Bao hiém Y té duoc thanh toan khi sir dung san pham Notrixum, chiing 161 kinh mong
Quy So Y Té cap nhat thong tin trén vai s6 dang ky gia han 899114017724 s¢ duge cung (ng
dén cac co cd v 1 truc thude Quy So Y Té ké tir ngay Quy S& Y Té phé duyét.






Chung t6i cam két ngoai théng tin thay dbi nhu trén, cac théng tin khéc cua san pham:
Tén thubc, nha san xut, tiéu chudn chat lugng, tudi tho, nhém thude cling nhur gia cung Gng cta

san phim vai sb dang ky gia han khong thay dbi so véi s§ dang ky trung thaw/ da cung img.

Cong ty chéan thanh cam on su hop tac cua Quy Co quan.

Trén trong kinh chao./
PAI DIEN HOP PHAP CUA CONG TY
U TRUGNG BQ PHAN PAU THAU TOAN Quoc(k
Nhir trén
- Luwu: VT,
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:(x bai: Cw: Quén

"M BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
o CUC QUAN LY DUQC Péc lap - Ty do - Hanh phiic
S6: 3 /QP-QLD Ha Néi, ngdy 03 thang 1nam2024
QUYET PINH

’Vé vi¢c ban hanh danh myc 231 thudc nuéc ngoai
dwgc cap, gia han gidy ding ky luu hanh tai Viét Nam - Dot 117.2

CUC TRUONG CUC QUAN LY DUQC

Can cw Lugt Duoc SG' 105/2016/QH13 ngay 06/4/2016;

Can cu Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chiec nang, nhiém vu, quyen han va co cdu té chirc cia Bo Y té;

Can cir Quyét dinh sé 1969/0D-BYT ngay 26/4/2023 cua Bo truong Bo Y té quy
dinh chirc nang, nhiém vu, quyén han va co cdu 16 chirc ciia Cue Qudn Iy Duoc thudc
Bé Y té:

Can cir Thong t 56 08/2022/TT-BYT ngay 05/09/2022 cua B¢ trucng B6 Y té quy
dinh viéc dang ky luu hanh thuéc, nguyen liéu lam thuoc

Can cit két ludn cua HGi dong tie van cdp gidy dang ky lhew hanh thuéc, nguyén
lieu lam thuéc - Bé Y té;

Theo dé nghi ciia Trudng phong Pang ky thuéc - Cuc Quan Iy Duorc.

QUYET PINH:

Dleu 1. Ban hanh kem theo Quyét dinh nay danh muc 231 thudc nudc ngoai
duoc cip, gia han gidy dang ky luu hanh tai Viét Nam - Dot 117.2, cu thé:

1. Danh muc 01 thuéc nude ngoai duoc cap gidy dang ky luu hanh hiéu luc 05
nidm - Dot 117.2 (tai Phu luc I kem theo).

2. Danh muc 206 thudc nude ngodi duge gia han gidy ding ky luu hanh hiéu
lwc 05 nam - Dot 117.2 (Phy luc II kem theo).

3. Danh muc 24 thuéc nudce ngoai duoc gia han giay ding ky luu hanh hiéu Iyc
03 ndm - Dot 117.2 (Phu lyc [II kem theo).

Diéu 2. Co s0 san xudt va co s¢ diang ky thube ¢6 trach nhiém:

1. Cung cAp thude vao Viét Nam theo ding cac hd so, tai liéu di dang ky voi
Bo Y téva phai in hoac dan s6 dang ky dwoc Bo Y té cap 1én nhén thude.

2 Chap hanh day du phap luat cua nuéc CHXHCN Viét Nam va cac quy dinh
cia Bo Y té v& nhap khiu thude va luu hanh thuée tai Viét Nam, néu co bit cu thay
d6i gi trong qua trinh luu hanh thuoc 0 nudc sO tai va ¢ Viét Nam thi phai bao cdo
ngay cho Cuc Quan ly Dwgc-Bo Y té Viét Nam.

3. Thuc hién viéc cap nhit tiéu chuin chét lwong cuia thude theo quy dinh tai
Théng tw s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo trudng Bo Y té quy dinh vé chit
luong thude, nguyén liéu 1am thudc.

4. Cap nhat nhan thudc va t& huéng dan st dung thuoc theo quy dinh tai Thong
tw 01/2018/TT-BYT ngay 18/01/2018 cua B truéng Bo Y té quy dinh ghi nhin thude,
nguyén li¢u lam thudc va t& hudng dan sir dung thube theo hinh thire thay d6i, bo sung
giay dang ky luu hanh thubc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua Bo truong B Y té dbi voi thude chwa cap nhét ndi dung nhin thude, tor huémg dan
sir dung thudc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo
truéng BO Y té.
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5. Sau 12 thang ké tir ngay ky ban hanh Quyet dinh nay, cac thuc dugc gia han
glay dang ky luu hanh theo Quyet dinh nay c6 thay dbi vé noi dung hanh chinh (bao
gom ca mau nhan va to huong dan st dung thuoc) phai nhap khéu va luu hanh véi cac
ndi dung da dugc phé duyét thay i trong ho so gia han.

6. Phéi hop véi céc co s& didu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tdc dung khong mong mudn cua
thudc trén ngudi Viét Nam va téng hop, bao cio theo quy dinh tai Diéu 5 Thong tu sb
08/2022/TT-BYT ngay 05/9/2022 cua B truong Bo Y té quy dinh viéc ding ky luu
hanh thubc, nguyén liéu lam thudc déi vdi cac thude thude Danh myc tai Phu luc III
ban hanh kém theo Quyét dinh nay.

7. Co so dang ky thudc phai dam bao duy tri diéu kién hoat dong trong thdi gian
higu luc cua gidy déng ky luu hanh thude, nguyén lidu lam thudc. Trong trudng hop
khong con dap ung du diéu kién hoat dong, co s ding ky phai co trach nhiém thyc
hién thay déi co s¢ ding ky theo quy dinh tai Théng tu so 08/2022/TT-BYT ngay
05/9/2022 cua Bo truong BO Y té trong thoi han 30 ngay ké tir ngay co s¢ dang ky
khéng con du didu kién hoat dong.

8. Co s¢ dang ky thudc phai bao cao BO Y té vé cap nhat tinh trang dap ung
Thyc hanh tot san xuét coa co 8O san xuét thuoc nguyén liéu lam thude. Trudng hop
co s& san xudt bi thu hdi gidy phép san xuét hodic khong dap tng Thyc hanh tt sin
xuét thudc, nguyén liéu lam thude & nuéc so tai, co s& phai thyc hién viéc bao cdo
trong thot han 15 ngay ké tir ngay co thong bao clia co quan quan 1y co thim quyén
nuéc so tai theo quy dinh tai diém d khoan 1 Dleu 100 Nghi dinh s6 54/2017/ND-CP
ngay 08/5/2017 cta Chinh phu quy dinh chi tiét mot s6 diéu va bién phap thi hanh
Luat Dufcc

Piéu 3. Cac thude duoc gia han gidy ding ky luu hanh tai Quyet dinh nay duogc
tiép tuc sur dung s0 ding ky dé cap trude khi gia han trong thoi han t6i da 12 thang ké
tir ngay duoc cap so dang ky gia han theo quy dinh tai Phy luc VI ban hanh kém theo
Théng tu sb 08/2022/TT-BYT.

Didu 4. Quyét dinh co hi¢u luc ké tir ngay ky ban hanh.

Bleu 5. Giam déc S& Y té céc tinh, thanh phd tryc thude trung wong, gidm dbc
nha san xuét va co so ding ky co thude tai Diéu | chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhin: CUC TRUONG
- Nhu Piéu 5; B

- B¢ truong (de b/c); /,;‘ oy

- TTr. P6 Xuén Tuyén (de ble); G

- Cuc Quan Y - B9 Qudc phong, Cuc Y té - Bo Cong a(g

Cuc Y te GTVT - B Giao thong van tai; \
- Tong Cuc Hai quan - B§ Tai chinb, & . '
- Bao hiém Xa hdi Viét Nam;

-Bb Y té Vu PC, Cuc QLKCB, Thanh tra Bo, Vin
phong HDTV chp GPKLH thube, NLLT;

- S&'Y té céc tinh, thanh phé truc thuoe Trung wong;

- Vién KN thuée TU, Vién KN thuée TP. HCM;

- Téng Cong ty Duge VN- CTCP;

- Cac Cong ty XNK dugc pham;

- Cac Bénh vi¢n & Vién c6 giuong bénh trie thudc BYT;

- Trung tm mua sim tap trung thude qudc gia;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, DKT (2b) (NT).
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DANH MUC 206 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

(Ban hanh kem theo quyét dinh so: ...

Phuy luc II

TAI VIET NAM HIEU LUC § NAM - PQT 117.2

3./ OD-QLD, ngay03../01./2024 cita Cyc Quadn ly Duwoc)

STT | Tén thudc | Hoat chitchinh | Dang | Quycich | Tiéu | Tudi Sb ding ky So
— Ham lugng bao ché | dénggoi | chudn | the gia han 1an
(thang) (S6 dang ky gia
da cap) han
(1) 2) (€)] 4 () (6) @) @ ®
1. Co sé diing ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUQ Tower Singapore 189352, Singapore)
1.1. Co sé san xuét: Laboratorios Recalcine S.A (Pja chi: Av. Carrascal No 5670, Quinta Normal,
Santiago, Chile)
1 Estraceptin | Vién mau tring Viénnén | Hop 1 vix | NSX 36 780110000224 | 01
co hoat tinh: bao phim | 28 vién, (VN-17085-13)
Desogestrel gom 21
0,15mg , Ethinyl vién mau
estradiol 0,02mg; tring ¢
Vién mau vang cé hoat tinh,
hoat tinh: Ethinyl 2 vién
estradiol 0,01mg mau xanh
luc chi
chira ta
duoe, 5
vién mau
vang co
hoat tinh
1.2. Co sé san xuit: PT. Abbott Indonesia (Pia chi: JI. Raya Jakarta- Bogor Km. 37, Kel. Sukamaju,
Kec. Cilodong, Depok, Jawa Barat, Indonesia)
2 Brufen Tbuprofen Hén dich | Hép 1 lox | NSX 36 899100000324 01
100mg/5ml ubng 60ml (VN-21163-18)
1.3. Co sé san xuit: Sophartex (Pja chi: 21 rue du Pressoir, 28500 Vernouillet, France)
3 Hidrasec Racecadotril Vién Hop 2 vix | NSX 36 300110000424 | 01
100mg 100mg nang 10 vién; (VN-21653-19)
cung Hop 3 vix
10 vién
4 Hidrasec Racecadotril Thubc Hop 16 NSX 24 300110000524 01
10mg 10mg/gbi bot udng | goi (VN-21164-18)
Infants
5 Hidrascc Racecadotril Thubc Hop 30 NSX 24 300110000624 | 01
30mg 30mg/gdi bt ubng | géi (VN-21165-18)
Children |

2. Co sé dang ky: Agio Phamaceuticals Limited (Dja chi: A-38, Nandjyot Industrial Estate, Kurla
Andheri Road, Safed Pool, Mumbai Mumbai City Maharashtra 400072, India)
2.1. Co & san xuét: Agio Phamaceuticals Ltd. (Pia chi: T- 81, 82. M.LD.C., Bhosari, Pune 411026
Maharashtra State, India)
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STT | Tén thube | Hoat chit chinh Dang Quy cach | Tiéu Tudi So ding ky So
—Ham lwgng | baoché | dénggéi | chudn | the gia han lin

(thang) | (Sodingky | gia

da cip) han

) ) (3) “ ) (6) @) (8) 9)

83. Co s& ding ky: PT. Novell Pharmaceutical Laboratories (Dia chi: JL. Pos Pengumben Raya

No. 8, Sukabumi Selatan, Kebon Jeruk, Jakarta Barat 11560, Indonesia)

83.1. Co sé sdn xuat: PT. Novell Pharmaceutical Laboratories (Dja chi: JI. Wanaherang No. 35,

Tlajung Udik, Gunung Putri, Bogor 16962, Indonesia)

175 | Movepain Ketorolac Dung Hop 6 6ng | NSX 36 899110017624 | 01
tromethamin dich tiém | x 1ml (VN-20076-16)
30mg/ml

176 | Notrixum Atracurium Dung Hop 5 éng | NSX 24 899110017724 01
besylat dich tiém | x 2,5ml (VN-20077-16)
25mg/2,5ml

177 | Novalud Tizanidin (dudi Viénnén | Hop 3 vix | NSX 48 899110017824 | 0l
dang tizanidin 10 vién (VN-20342-17)
hydroclorid) 2mg

84. Co s¢ ding ky: Pharmaceutical Works POLPHARMA S.A. (Dia chi: ul. Pelplinska 19, 83-200
Starogard Gdanski, Poland)

84.1. Co so san xuit, dong goi, kiém sodt 16: Pharmaceutical Works POLPHARMA S.A.;

Medana Branch in Sieradz (Dia chi: 57, Polskiej Organizacji Wojskowej St, 98-200 Sieradz, Poland)
Co s& xuat xwomg 16: Pharmaceutical Works POLPHARMA S.A.; Medana Branch in Sieradz
(Dia chi: 10, Wladyslawa Lokietka St, 98-200 Sieradz, Poland)

178

Pirolam

Mobi gam chira
Ciclopirox
olamine 10mg

Gel

Hop 1
tuyp 20g

NSX

24

590100017924
(VN-20311-17)

01

84.2. Co s& san xuit: Pharmaceutical Works POLPHARMA S.A. (Dja chi: §3-200 Starogard

Gdanski, 19 Pelplinska Street, Poland)
179 | Famogast Famotidin 40mg | Viénnén | Hop2 vix | NSX 36 590110018024 0l
bao phim | 10 vién (VN-20054-16)
84.3. Co s& san xuat: Warsaw Pharmaceutical Works Polfa S.A. (Pia chi: Karolkowa 22/24, 01-
207 Warsaw, Poland)

180 | Levonor Noradrenalin Dung Hop 5 6ng | NSX 24 590110018124 01
(duoi dang dich tiém | x 4ml (VN-20117-16)
noradrenalin truyén
tartrat) 4mg/4ml

181 | Levonor Noradrenalin Dung Hép 10 NSX 24 590110018224 | 0l
(dudi dang dich tiém | éng x 1ml (VN-20116-16)
noradrenalin truyén
tartrat) 1mg/ml

182 | Salbutamol | Salbutamol (dudi | Dung Hop 10 NSX 36 590115018324 | Ol
dang Salbutamol | dich tiém | éng x 1ml (VN-16083-12)
sulfate) 0,5mg/ml

85. Co s¢ ding ky: Pharmascience Inc. (Dia

Canada, H4P 2T4, Canada)
85.1. Co' s& san xuit: Pharmascience Inc. (Pia chi: 6111 Royalmount Ave 100 Montreal, Quebec

Canada, H4P 2T4, Canada)

chi: 6111 Royalmount Ave 100 Montreal, Quebec
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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPéc lap - Tw do - Hanh phiic
S6: 320e/QP-QLD Ha Ngi, ngdy 13thang 11 nam 2024
QUYET PINH

Vé viéc sira d6i thong tin thuoc dwogc cap glay dang ky luu hanh tai Viét
Nam ban hanh kém theo Quyet dmh cap giay ding ky lwu hanh cia Cuc
Quén ly Dugc

CUC TRUONG CUC QUAN LY DUQC

Céin cik Ludt Dugc s6 105/2016/QH13 ngay 06/4/2016;

Can cuw Nghz dinh s6 95/2022/Nb-CP ngay 15/11/2022 cua Chinh phu
quy dinh chirc nang, nhzem vu, quyén han va co cau t6 chirc ciia B6 Y té;

Can cu Nghz dinh so ) 54/2017/NP-CP ngay 08/5/2017 cua Chinh phi quy
dinh chi tiét mét so diéu va bzen phap thi hanh Ludt Dwoc,

Can cir Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu
sica doi, bé sung mét sé quy dinh lién quan den diéu kién dau tw kinh doanh
thuéc pham vi quan Iy nha nudc cua Bo Y té;

Can cw Nghi dinh 56 30/2020/ND-CP ngay 05/3/2020 cua Chinh phu vé
cong tac van thu;

Can cir Quyét dinh s6 1 969/QB-BY r ngay 26/04/2023 cua B¢ truong Bo
Y té quy dinh chirc nang, nhiém vy, quyén han va co cdu 16 chire cria Cuc Quan
ly Duoc thuge Bo Y té;

Can cir Thong tie s6 08/2022/TT- BYT ngay 05/9/2022 cua Bo trucng Bo
Y té quy dinh viéc d‘ang ky lwu hanh thuoc, nguyen liéu lam thuéc.

Cén ctr vao hé so dang ky luu hanh thuoc leu tai Cuc Qudn Iy Duoc,

Theo dé nghi cuia Triecong phong Bang ky thuéc, Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Stra ddi mot sb théng tin thude duogc cap g1a han g1ay dang ky
luu hanh tai Viét Nam ban hanh kém theo Quyét dinh cap, gia han gidy dang ky
luu hanh ctia Cuc Quan 1y Dugce (Phu luc kem theo Quyet dinh nay).

Céc thong tin khac ciia thudce dugc cap; gia han glay dang ky luu hanh tai
Viét Nam ban hanh kém theo Quyet dinh cap, gia han glay diang ky luu hanh
thudc tai Phu luc kém theo Quyét dinh nay khong thay doi.

Piéu 2. Quyét dinh nay co hiéu lyc ké tir ngay ky ban hanh.
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Dleu 3. Giam doc S& Y té céac tinh, thanh pho truc thudc Trung wong va
Giam dbc co SG san xudt va co s¢ ding ky c6 thude tai Diéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

Noi nhin: KT. CUC TRUONG
N PHO CUC TRUONG

- B truong Pao Hong Lan (dé b/c);

- Thir truong DS Xuan Tuyén (de b/c);

- Cuc truéng Vii Tudn Cucmg(de b/c);

- Cuc Quin y - B8 Qubc phong, Cuc Y té - Bé6 Cong
An;

- Cuc Y té GTVT - Bo Giao théng vén tai; Tong Cuc
Hai quan - B Tai chinh;

- Bao hlem xd hoi Viét Nam

-B§ Y té: Vu PC, Cuc QLYDCT Cuc QLKCB, Thanh
tra Bg; Trung tam mua sam tap trung thuoc Quéc gia;

- Vién KN thubc TW, Vién KN thuoe TP. HCM;

én Thanh Lam
- Tong Cong ty Duge Vigt Nam — Céng ty CP; Cac Nguy
cong ty XNK duoc pham

- Cac Bénh vién, Vién co giwong bénh truc thuge BYT;
- Cac phong thudéc Cuc QLD: QLGT, QLKDD,
QLCLT, PC-HN, VP Cuc; Website Cuc QLD,;

- Luu: VT, BKT
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Phu luc

DANH MUC CAC THONG TIN SUA POI CUA LAC THUOC bUQC CAP, GIA HAN b[AY BANG KY LUU HANH TAI
VIET NAM BAN HANH KEM THEO CAC QUYET DINH C AP, GIA HAN GIAY PANG KY LUU HANH CUA CucC

QUAN LY DUQC

(Ban hanh kém theo Quyét dinh s6: 320e/0P-QLD ngay 13thdng 11 nam 2024 ciia Cyc Quan Iy Duoc)

Quyét dinh s6 03/QB-QLD ngay 03/01/2024:

- Tén thudc: Notrixum

- Co s6 diang ky: PT. NOVELL PHARMACEUTICAL LABORATORIES

- S6 ding ky : 899110017724

STT | Noi dung sira doi

Thong tin tai danh muc da ban hanh

Thong tin sira doi

1 |Sb dang ky

899110017724

899114017724







