CONG TY TNHH DP BELLA CONG HOA XA HOI CHU NGHIA VIET NAM
CV 86:10/BL-25 , Doe Lap — Tu Do — Hanh Phiic

Tp. H6 Chi Minh, ngay 07 thang 03 ndm 2025
Kinh giri: SO Y TE TINH KIEN GIANG

Loi dau tién Cong ty TNHH Dugc Phim Bella xin chan thanh cam on su quan tdm, hd
trg va thién chi hop tac ctia Quy S& danh cho Cong ty chung tdi trong thdi gian vira qua.

Hién tai, Cong ty TNHH Dugc Phiam Bella dang cung cép thubc theo Quyét dinh tring
thau sb: 1630/QD-SYT ngay 27/6/2024 cia S& Y té vé viéc phé duyét két qua Iua chon nha

thau Go6i 6 2: Goi thau thude generic thong thuong thude ké hoach luya chon nha thdu cung
cép thudc tap trung tinh Kién Giang, giai doan 2023-2025 (dot 3).

Nay bing cong van nay Cong Ty TNHH Dugc Phim Bella xin thong béo vé viéc thay
dbi sb ding ky thube tring thau chi tiét nhu sau:

Tén thude Hoat chit, Nong do- Ham SPK thubc SPK thudc

1L trang thau lwong trang thau thay doi

1 | Enterobella | Bacillusclausii-1.1079 - | o1 Sp.0795-14 | 893400175100
2.10~9 CFU

Ngoai ndi dung dugc thay doi néu trén, tit ca céc noi dung khac gilf nguyén trong Quyét
dinh trang thau s : 1630/QD-SYT ngay 27/6/2024 clia Gidm d6c S& Y té Tinh Kién Giang;

Cong ty ching t6i mong nhén dugc su xem x¢t chép thuan ctia Quy S& dé viéc cung cap
hang hoé dugc dién ra xuyén sudt va thuan loi .

Tran trong kinh chao.
GIAM POC

Noi nhan:
- Nhu trén;
- Luu./.
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Tén thude : . Enterobella

Name of Drug:

Thanh phan chinh, ham lugng @ Bacillus clausii 1 A10°-2.10% cfu

Aclive Ingredients. Strength:

Qui cach dong adi, bao ché . Hop 25 géi x 1g; Thudc bdt udng
Packing Size, Dosage form.

Tiéu chuin chéat leong « NSX

Qualily Specification:

Han ding :  36thang

Sheli- life:

Sé gidy phép luu hanh sén pham (SPK): [QLSP-0795-1 4]

Marketing Authorization Number:

S6é quyét dinh :295/Qb-QLD Ngay cap: 12/6/2014
Approval Decision Number! Date of Issuance:

Higu luc cda giay phép luu hanh san pham: co gia tri 05 nam ké tir ngay cap
Expiration Date of this Markeling Authonization:

Tén co so dang ky . Géng ty cé phan hda-dwoc pham Mekophar

Name of Marketing Authotization Holder

Pia chi . 297/5 Ly Thuong Kiét, quan 11, TP Hoé Chi Minh, Viét
Address: Nam

Tén co s& san xuét . Cong ty cé phan hoa-dwgc pham Mekophar

Narme. of Manufacturer:

Pia chi 297/5 Ly Thedng Kiet quan 11, TP Hb Chi Minh, Viét
Address: e S Y BJ-‘;.J CI’!ANMam

Tén <_: é&"ﬁé; 33 L=0k= 20

cnmmu
Aaafé m‘ sarp

Ha Noi, ngay 12 thang 6 nam 2014,

CUC TRUONG CUC QUAN LY DUQC
GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETRAM

KS. Y &
Ghi chi; vote; %/ 9@@% 4

4
1- Gidy phép luu hanh san phéam nay dugc captheo éqng hé so'
ddng ky thudc da duoc BO'Y 1€ phe duydt Es ‘

This marketing autherizalion has been issued w accordance with ma aoss.ver
ap;;m.red by the Vietmam Ministny ,r of Health

2- BaL ofr sy thay doi nao vé ndi dung cua gidy phep phai BU;QC ___;,,..-—»—
Cuc Quan iy duge - B Y & xac nhan. LI TRU’O’NG QUOC CU’O’NG
Any vardatians of the contents of the msrketng autha deaition are required tobe
adoptad by the Dieg Administration of Viglnam
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3 BQ Y1k CONG HOA XA HQI CHU NGHIA VIET NAM
=lJC QUAN LY DUQC Déc ldp - Tw do - Hanh phie

803 /QD-QLD Ha Néi, ngay 07 thdng 12 ndm 2024
QUYET DPINH

%a Ve viéc ban hanh Danh muc 69 vic xin, sinh pham
wm J@W W‘% dwoc cép, gia han gidy ding ky luu hanh tai Viét Nam - Dot 52
CUC TRUONG CUC QUAN LY DUQC

Cdn cir Ludt Durge so 105/2016/QH13 ngay 06/4/2016,

Cén cit Nghi dinh so 95/2022/ND-CP ngay 15/1 1/2022 cua Chinh phit quy dinh
chiec ndng, nhiém vy, guyen han va co cdu t6 chire ciia B6 Y 1é;

Céan cir Thong tw 56 08/2022/TT-BYT ngay 05/09/2022 ctia B§ trucng By Y té quy
dinh viée dang ky lwu hanh thuoc nguyén liéu lam thudc;

Cén cie Quyét dinh 56 1 969/QB—BYT ngay 26/4/2023 ciia Bj trudng Bo Y té quy

dinh chitc ndng, nhiém vu, quyén han va co cdu 16 chire ciia Cuc Quan Iy Diwrge thuge B
Yité;

liéu lam thude - BS Y 1é; .
Theo dé nghi ciia Trudng phong Ddng ky thuoe, Cuc Quan Iy Duge.

QUYET PINH: Al

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muc 69 vic xin, sinh phdm duoc
cap, gia han gidy déang ky luu hanh tai Viét Nam - Dot 52, bao gbm:

Cdn cir két lugn cua Hoi dong tu van cdp gidy dang ky luu hanh thuéc, nguyén #Z
/

1. Danh muc 04 sinh pham dugc cép gidy dang ky luu hanh hiéu luc 05 nim - Pot
52 (Phu Iyc I kém theo Quyét dinh nay).

2. Danh muc 10 sinh pham duge cdp gidly dang ky luu hanh hiéu luc 03 nim - Dot
52 (Phu luc IT kém theo Quyét dinh nay).

3. Danh muc 30 véc xin, sinh phim duge gia han gidy dang ky luu hanh hiéu luc
05 nam - Dot 52 (Phu luc IIl kém theo Quyét dinh nay).

4. Danh muc 24 sinh pham duge gia han gidy ding ky luu hanh hiéu luc 03 nam -
Dot 52 (Phu luc IV kém theo Quyét dinh nay).

5. Danh muc 01 sinh phidm dugc gia han gidy ding ky luu hanh hiéu luc dén
31/12/2025 - Dot 52 (Phu luc V kém theo Quyét dinh nay).

Diéu 2. Co 56 san xuét va co s& dang ky thudc c6 trach nhiém:

1. San Xudt, cung, cap thudc vao Viét Nam theo ding céc hé so, tai liéu da dang ky
véi Bo Y té va phai in s6 ding ky dugc Bo Y té Viét Nam cdp lén nhin thude.

2. Chap hanh day du phdp ludt ctia Viét Nam va cac quy dinh cia B6 Y té v& san
xuét, nhap khdu thubc va luu hanh thude tai Viét Nam, néu c6 bit ct thay déi gi trong
qud trinh luu hanh thuoc ¢ nude s¢ tai va & Viét Nam thi phéi béo cdo ngay cho Cuc
Quén ly Dugc - B6 Y té Viét Nam.

3. Thuc hién viéc cip nhét tiéu chudn chét lugng ciia thudc theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo trudng Bo Y té quy dinh vé chét
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v Quyet dinh nay duogc tlep tuc sir dung so ding ky da cAp trude khi gia han trong thoi
han téi da 12 thang ké tur ngay dugc cip s6 ding ky gia han theo quy dinh tai Phu luc VI
ban hanh kém theo Théng tur s6 08/2022/TT-BYT.

Diéu 4. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 5. Giam dbc S& Y té cac tinh, thanh phd truc thude Trung vong va Gidm déc
co s& san xudt va co s& déng ky c6 thudc tai Diéu 1 chiu trach nhiém thi hanh Quyet dinh
nay./.

Noi nhiin: _CUC TRUONG
- Nhu Diéu 5; ;

- BY trudmg BY T (d blc);

- Thir trudng B3 Xuan Tuyén (dé blc);

- Cuc Quan y - B4 Qudc phong, Cuc Y té - B$ Céng an;
Cuc Y té GTVT - B$ Giao théng van tai; Téng Cuc Hai
quan - B§ Tai chinh;

- Béo hiém x4 hdi Viét Nam;

- Bd Y t& Vu PC, Cuc YTDP, Cyc KHCN&DT; Cuc
QLKCB, Thanh tra Bo, Vin phong NRA, Van phong
HBTV cap GPKLH thube, NLLT; Trung tdm mua sim QG;
- Vién KDQG VX&SPYT, Vién VSDTTW;

- Tong Cong ty Dugc VN — CTCP, Céc Cong ty XNK duge
pham (xem Website Cuc QLD);

- Céc Bénh vién & Vién co giudng bénh truc thude BYT;

- Cuyc QLD: cdc phong QLGT, QLKDD, QLCLT, PCHN,
VP Cuc, Website Cuc QLD;

- Luu: VT, BKT (4b).

Vit Tudn Cuong




Phu luc IV

DANH MUC 24 SINH PHAM Y TE PUQC GIA HAN GIAY DANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - DQT 52

(Kém theo Quyét dinh s6: 803......./QP-QLD, ngay 07../12../2024cua Cuc Quan Iy Duoc)

STT | Tén thudc | Hoatchatchinh | Dang | Quycich | Tiéu | Tuoi S6 dang ky So
—Ham luwong bao ché | doéng géi chuin tho gia han lin
(thang) | (S6 ding ky gia
da cip) han
(1 2) 3 C)) (5) (6) )] (8 ®
1. Co s& ding ky: Chi nhanh cong ty TNHH sin xuit - Kinh doanh du'q‘c phim Pam San (Pja
chi: Gian E22-E23 Trung tam thuong mai duwgc phdm va trang thiét bi y 18, 134/1 Té Hién Thanh,
Phuong 15, Qudn 1 0, TP. Hé Chi Minh, Viét Nam)
1.1. Co s& san xuét: Cong ty TNHH duge phidm USA - NIC (Dia chi: L6 11D dudng C, Khu céng
nghiép Tdn Tao, Phwong Tdn Tao A, Qudn Binh Tan, TP. Hé Chi Minh, Viét Nam)
| Pancres Pancreatin 170mg | Viénnén | Hop 10 vi NSX 36 893400174500 01
(tuong (mng vai bao tan x 10 vién; (VD-25570-16)
Protease 2381U, trong Chai 100
Lipase 3400IU, rudt vién
Amylase 40801U)
2. Co st ding ky: Céng ty ¢6 phin Cong nghé sinh hoe Dugc Nanogen (D;a chi: Lo I-5C, Khu
Céng Nghé Cao, Phuong Tang Nhon Phit A, Thanh phé Thit Dire, Thanh phé Ho Chi Minh, Viét
Nam)
2.1. Co' s¢' sin xudt: Cong ty c6 phin Céng nghé sinh hgc Dugc Nanogen (B:a chi: Lo 1I-5C, Khu
Cong Nghé Cao, Phucng Tang Nhon Phit A, Thanh phé Thit Dike, Thanh phé Hé Chi Minh, Viét
Nam)
2 Pegnano Peginterferon alfa- | Dung Hop | bom | NSX 24 893410175000 01
2a 180mcg/0,5ml | dich tiém | ti€ém dong (QLSP-1080-18)
san thudc
x 0,5ml
3. Co si diing ky: Cong ty cb phfnn Héa-Duoe phim Mekophar (Bja chi: 297/5 Ly Thiong Kiét,
Phuong 15, Quén 11, Thanh phé Ho Chi Minh, Viét Nam)
3.1. Co s san xuit: Cong ty ¢b phan Héa-Duge phim Mekophar (Dia chi: 297/5 Ly Thuong
Kiét, Phuong 135, Qudn 11, Thanh phé Ho Chi Minh, Viét Nam)
3 Enterobella | Goi lg chira: Bao | Thude Hop 25 g6i | NSX 36 893400175100 01
tor khidng da khang | bot ubng |x1g (QLSP-0795-14)

sinh Bacillus
clausii 1 x 10° -
x 10° CFU

4. Co so dang ky: Cong ty Cb phin Vic xin va Sinh phim Nha Trang (Dia chi: 26 Han Thuyén,

phuong Xwong Hudn, Tp. Nha Trang, tinh Khanh Hoa, Viét Nam)
4.1. Co s& san xudt: Céng ty C phan Vic xin va Sinh phim Nha Trang (Pia chi: Thon Cdy

Xodi, xa Suoi Tan, huyén Cam Lém, tinh Khdnh Hoa, Viét Nam)




STT | Tén thude | Hoatchatchinh | Dang | Quycach | Tiéu | Tudi S6 dang ky S6
—Ham luwong bao ché | donggéi | chuan tho ia han lan
(thang) (S0 ding ky gia
da cip) han
€3] ) 3) 4) ) (6) ) (3) ®
16. Co s& diing ky: RV Healthcare Pte. Ltd. (Pia chi: 1 North Bridge Road %#21-06 High Street
Centre Singapovre (1 79094) Singapore)
16.1. Co' s& san xuft: Reliance Life Science Pvt. Ltd. (Pia chi: Dhirubhai Ambani Life Sciences
Centre, Plant 44, 4B, 4C, 4D & 4E, R-282, TTC Area of MIDC, Thane Belapur Road, Rabale Navi
Mumbai Thane 400701 Maharashtra State, An D3)
21 ProAlb Albumin ngudi Dung Hop 1 chai | NSX 24 890410176900 01
20% (w/v) dich_ X 50ml; (QLSP-0796-14)
truyén Hép 1 chai
tinh x 100ml
mach
22 ProlVIG Immunoglobulin | Dung Hép 1 chai | BP 36 890410177000 01
ngudi 5% (kt/tt) dich X 50ml; hién (QLSP-0764-13)
truyén Hoép 1 chai | hanh
x 100ml
17. Co s& ding ky: Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. Dija chi: 8, Marina
Boulevard, #05-02 Marina Bay Financial Centre, Singapore 018981, Singapore)
17.1. Co' s& sian xuét: Takeda Manufacturing Austria AG (Pia chi: Industriestrasse 72, 1221
Vienna, Austria)

23 Human Human Albumin | Dung Hop 1 chai | NSX 36 900410177100 01
Albumin (chira it nhat 95% dich tiém | x 50ml (QLSP-0701-13)
Takeda 200 | albumin ngudi) truyén
g/l 200g/1

18. Co s& ding ky: Wockhardt Limited (Dja chi: Wockhardt Towers, Bandra Kurla Complex,
Bandra (East), Mumbai 400051 MH, An D3)

18.1. Co' s& san xuét: Wockhardt Limited (Pia chi: Biotech Park, H-14/2, MIDC Waluj,
Aurangabad 431136 Maharashira State, An D)

24 Wosulin Insulin human Dung Hop 1 éng BP 24 890410177200 01

30/70 (recombinant) dich tiém | x 3ml; 2018 (VN-13913-11)
(30% soluble Hop 1 but
insulin neutral va tiém dong
70% isophane sin éng
insulin) 1001U/ml tiém 3ml
Ghi chii:

1. Cach gl'n tieu chudn chat liwong thuée tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chuan co so (T CCS) In-house cé y nghia
twong duong nhau, la tiéu chudn chat lugng thude do co so san xudt xdy ding va déu cé thé duge ghi trén
nhan thuoc

- Cdch viét tét cdc tiéu chudn chdt heong dwoe dién: Dugc dién Viét Nam (DBVN), Dugc dién Anh (BP),

Dirge d‘ren My (USP), Duoc dién Nhat Ban (JP), Dwgc dién Trung Quéc (CP), Duge dién Chdu du (EP),
Duege dié én Quéc té (IP)...

2. So dang ky tai cot (8):
- 86 dang ky gia han la s0 ddng k) duwge cdp theo quy dinh tgi Phu luc VI Théng tu 08/2022/TT-BYT ngay
05/09/2022 cua Bg trucng B Y 1é quy dinh viée ding ky hru hanh thude, nguyén liéu lam thude. Poi voi 56




déing ky duwoc cdp 1t thit e 10.000 cua ndm 2024, 2 chit s6 ky hiéu ma ndm cdp la “00” va 4 chit 56
ky hiéu md thir tiw cdp bét dau tir “0001”.

- S6 dang ky da cdp (dwge ghi trong ngodc don) la so  dang ky da dirge cdp trude khi thudce dwge gia han theo
quyét dinh nay.




X adLE Y

v SALUD CONG TY TNHH DP SALUD CONG HOA XA HOI CHU NGHIA VIET NAM
52" Pharma ’ Poc lap — Ty do — Hanh phic

S4: 32-2025/CV-SL
V/v: thay doi 6 ding ky thude

TP Hé Chi Minh, ngay 12 thang 03 ndm 2025
Kinh giti: $6' Y té tinh Kién Giang

Coéng ty TNHH Dugc phém ’Salud xin chan thanh cam on Quy S¢ Y té d3 tin tuwdng va
nhiét tinh ung ho chiing t61 trong suot thoi gian vira qua.

Can ¢t phu luc VI Thong tu 08/2022/TT-BYT ngay 05/09/2022 ctua Bo truong BO Y té
quy dinh viéc ddng ky luu hanh thudc, nguyén liéu lam thude;

Cin oft quyét dinh s6 718/QD-QLD ngay 24/10/2024 cua Cuc truéng Cuc Quan 1j Duge
Ve viéc ban hanh Danh muc 771 thudc, nguyén liéu lam thude san xuat trong nude duge gia han
gidy dang ky Iuu hanh tai Viét Nam - Dot 211;

Can 91'1' Hb so du thau Goi s6 2: Goi thau thubc generic thong thuong, thudc ké hoach lua
chon nha thau gbi thau cung cap thuée tap trung tinh Kién Giang giai doan 2023-2025 (dot 3) cua
Cong ty TNHH Dugc pham Salud;

Can oir quyét dinh s6 1630/QD-SYT ngay 27/06/2024 cua S& Y té tinh Kién Giang ve viée
phé duyét két qua lya chon nha thiu cung cap thudc tap trung tinh Kién Giang, giai doan 2023-
2025 (dot 3) Goi 80 2: G6i thau thudc generic thong thuong;

Cong ty TNHH Duoc pham Salud Qé nghi thay d(f)i s6 dang ky san phém Ertapenem VCP
theo thong tin gia han gidy dang ky san pham trong quy&t dinh s6 718/QD-QLD ngay 24/10/2024
ctia Cuc Quén ly Duoc, cu the nhu sau:

e Tén thubc: Ertapenem VCP - Hoat chat: Ertapenem 1lg — Ma ph?ln (10):

PP2390629038 — Nhom 4.

- S0 dang ky thude da trng thau: VD-33638-19.

- S6 diang ky thuoc de nghi thay doi: 893110035700.

(}Dinh kem quyét dinh s6 718/QED—,QLD ngay 24/10/2024 cua Cuc truong Cuc Quan ly
Duoc Yé viéc ban hanh Danh muc 771 thubc, nguyén lidu lam thudc san xuét trong nude duoc gia
han gidy dang ky luu hanh tai Viét Nam - Dot 211)

Ngoai ndi dung thay dbi trén, tit ca cac ndi dung khéc dugc giit nguyén theo nhu ho so du
thadu. Chung toi xin cam keét vé tinh trung thuc cta ho so da nop.

Kinh mong Quy S6¢ Y t& xem xét va chép thun cong van cua cong ty chung toi.

Tran trong cam on sy hop tac cla Quy S¢'Y té.

Noi nhin:
- Nhuw trén;
- KDXNK;
- Van thu;




Ky boi: Cuc Quin

Pl Snis BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
$¥ " cyc QUANLY DUQC Poc 1ap - Ty do - Hanh phiic
SR Qe lap - Togo-LefAl e
sé:718  /QD-QLD Ha Noi, ngay 24 thang 10 nam 2024

S NG TY QUYET PINH
TNNE V1

év-ban hanh Danh muc 771 thudc, nguyén li¢u lam thube san xut
DUCC triog Nige duge gia han gidy ding ky lwu hanh tai Viét Nam - Pot 211
by -

CUC TRUONG CUC QUAN LY DUQC

Céin cir Ludt Duoc s6 105/2016/QHI3 ngay 06/4/2016;
Cdn cte Nghi dinh <& 95/2022/ND-CP ngay 15/11/2022 cua Chinh phi quy dinh
chitc ndng, nhiém vy, quyén han va co cdu té chirc cia B Y 1é;
Cén cir Quyét dinh s6 1969/QD-BYT ngay 26/4/2023 cia Bo truong Bo Y 1é quy
dinh chitc ndng, nhiém vu, quyéﬁ han va co céu 1é chize ctia Cuc Quan Iy Duoc thugc
" Bg Yie
Cén cir Thong fw s6 08/2022/TT-BYT ngay 05/09/2022 cia Bo truomg Bo Y té
quy dinh viéc dang ky I hanh thude, nguyén ligu lam thuéc;

Can cik két ludn cia Hoi dong tu van cdp gidy ding ky luu héanh thude, nguyén
licu lam thudc - Bo Y té dot 211 tai Cong van <& 82/HPTV-VPHD ngay 27/9/2024 cua
Véin phong Hoi dong tu vén cdp GDKLH thube, nguyén liéu lam thudc;

Theo dé nghi cia Trudng phong Dang kyp thude, Cuc Quan Iy Dugc.

QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 771 thubc, nguyén liéu

r

lam thudc san xuét trong nuéc dugc gia han gidy dang ky luu hanh tai Viét Nam - Dot
211, cu thé:

1. Danh muc 556 thube, nguyén liéu lam thubc san xudt trong nude duogc gia
han gidy dang ky luu hanh hiéu luc 05 ndm (Phy luc I keém theo).

r

2. Danh muc 159 thudc san xuht trong nude dugc gia han gidy ding ky luu
hanh hiéu luc 03 nam (Phu luc II kém theo).

I3 r
A

3. Danh muc 56 thude san xuat trong nude duoc gia han gidy dang ky luu hanh
hiéu luc dén 3 1/12/2025 (Phy luc III kem theo).

7

Pidu 2. Co so san xuit va co s& déng ky thubc c6 trach nhiém:
1. San xuét thudc theo dung céc ho so;, tai liéu d4 ding ky véi BO Y té va phai

7

in hodc dén s6 dang ky dugc BO Y té Viét Nam cép 1én nhan thudc.

2. Chi dugc san xuét, dua ra luu hanh c4c thude kiém soat dac biét khi co Giéy
chung nhén du didu kién kinh doanh duoc pham vi kinh doanh thudc phai kiém soat
dac biét phu hop véi pham vi hoat ddng cta co s dap tmg quy dinh tai khoan 5 Diéu
143 Nghi dinh 56 54/2017/ND-CP ngay 08/5/2017 cla Chinh pht quy dinh chi tiét mot
56 didu va bién phép thi hanh Luét Duoc.

3. Thuc hién viéc c&p nhét tiéu chuén chit luong cua thubc theo quy dinh tai
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 cta Bo trudng B Y € quy dinh vé
chét luong thube, nguyén liéu lam thubc.

4. Thube dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
nop hd so cap nhét ndi dung nhén thubc, to huéng din st dung thude theo quy dinh
cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong BO Y té thi phai thuc
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hién cap nhat theo quy dinh tai didm b Khoan 1 Didu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngdy dugc gia han gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duoc gia han
giéy dang ky luu hanh theo Quyét dinh nay c6 thay dbi vé ndi dung hanh chinh phai
sin xuAt va luu hanh véi cac ndi dung da dugce phé duyét thay d6i trong ho so gia han.

6. Co so dang ky thudc phai bao dam duy tri didu kién hoat dong trong thoi gian
hiéu luc cua gidy diang ky luu hanh thudc, nguyén liéu lam thudc. Trong truong hop
khong con dap tng du didu kién hoat dong, co so dang ky phéi c¢6 trach nhiém thuc
hién thay ddi co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s& dang ky khong con du didu kién hoat dong.

7. Co s& san xut thube phai bao dam cac didu kién hoat dong clia co sO san
xudt trong thoi han hiéu lye ctia gidy dang ky luu hanh thubc, nguyén liéu lam thuéc.

8. Céc thubc dugc gia han gidy ding ky luu hanh tai Quyét dinh nay dugc tiép
tuc sur dung sb dang ky da clp trude khi gia han trong thoi han t8i da 12 thang ké tir
ngay dugc cép sb dang ky gia han theo quy dinh tai Phy lyc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop véi céc co s& diéu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo d8i an toan, hi€u qua, tac dung khéng mong mudn cta
thube trén ngudi Viét Nam va téng hop, bdo cdo theo quy dinh tai Pidu 5 Thong tu s6
08/2022/TT-BYT ddi v6i cac thude trong Phu luc I ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Pidu 4. Giam dbc S& Y té céc tinh, thanh phé truc thude Trung wong va Giam
dbe co sd san xudt va co so ding ky ¢ thude tai Pidu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhn: . CUC TRUONG
- Nhu Diéu 4; ML N

- BT. Dao Hong Lan (dé b/c);
- TT. B3 Xuén Tuyén (dé b/c);
- Cuc Quany-Bo Quéc phong, Cuc Y té - B6 Cong an; i
- Cuc Y t& GTVT - B Giao thong vén tai; \
- Téng Cuc Hai quan - B9 Tai chinh;

- Bao hiém x4 hoi Viét Nam;

-Bo6 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
B, Van phong HDTV cap GDKLH thube, NLLT;

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

- Tdng Cong ty Dugc Viét Nam - Coéng ty CP,

- CAc Bénh vién, Vién c6 giuong bénh truc thugec B Y té;
- Trung tdm mua sam tap trung thudc qudc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;

- Luu: VT, PKT (C.H) (02b).
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Phu lycI

DANH MUC 556 THUOC, NG UYEN LIEU LAM THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY
DANG KY LUU HANH TAT VIET NAM HIEU LUC 05 NAM - POT 211

(Kem theo Quyét dinh s6 718 /QD-QLD ngay 24 thdng 10 nam 2024
ctia Cuc Quan ly Duoc)
STT Tén thudc Hoat chat chinh - | Dang bao Quy cach déng goi | Tiéu Tubi S6 dangky | Sb
Ham lugng ché chuin | tho gia han 1An
(thang)| (S6dingky | gia
da clp) han
(1 @ &) @ Q) Q) @) ® ®

1. Co st ding ky: Cooperation Pharmaceutique Francaise (Pia chi: Place Lucien Auvert 77000 Melun, Phap)

L1. Co sé sin xuét: Cong ty ¢ phin Sanofi Viét Nam (Dia chi: L6 -8-2, Pudng D8, Khu Céng nghé cao, Phudng Long
Thanh My, Tp. Thu Duc, Tp. H3 Chi Minh, Viét Nam)

1 |Nautamine Diacefyllin Vién nén Hop 20 vi x 4 vién NSX 36 893110008900 | 1
diphenhydramin (VD-29364-18)
90mg

2. Co s6 diing ky: Cong ty cb phin SA Farma (Bia chi: 1 16/45 T6 Hién Thanh, Phudng 15, Quén 10, Thanh phd H4 Chi
Minh, Viét Nam)

2.1. Co sé san xuit: Cong ty ¢b phén lién doanh Dugc phim Eloge France Viét Nam (Pia chi: Khu cong nghiép Qué V3,
x3 Phuong Liéu, huyén Qué V3, tinh Béc Ninh, Viét Nam)

7 | Atorvastatin+Ezet |Atorvastatin (dudi Vién nén bao |Hop 3 vix 10 vién, NSX 36 893110009000 | 1
imibe-5A Farma |dang atorvastatin phim Hop 4 vix 7 vién (VD-33757-19)
10+10mg calci) 10mg;

Ezetimibe 10mg

3 | Atorvastatin+Ezet |Atorvastatin (duéi | Vién nén bao |Hop 3 vi x 10 vién, NSX 36 893110009100 | 1
imibe-SA Farma |dang Atorvastatin  |phim Hop 4 vix 7 vién (VD-33758-19)
20+10mg calci) 20mg;

Ezetimibe 10mg

4 |Dutasteride-SA  |Dutasterid 0,5mg Vién nén bao |Hop 3 vi x 10 vién NSX 36 |893110009200 | 1
Farma 0,5mg phim (VD-33759-19)

S [Sitagliptin - SA  |Sitagliptin (dudi Vién nén bao [Hop 4 vi x 7 vién, NSX 36 893110009300 | 1
Farma 100mg dang Sitagliptin phim Hop 3 vix 10 vién (VD-33761-19)

phosphat
monohydrat
128,48mg) 100mg

6 |Sitagliptin - SA  |Sitagliptin (duai Vién nén bao |{Hop 4 vi x 7 vién, NSX 36 |893110009400 | I
Farma 50mg dang Sitagliptin phim Hop 3 vi x 10 vién (VD-33762-19)

phosphat
monohydrat
64,24mg) S0mg

3. Co s¢ ding ky: Cong ty b phan Cong nghé sinh hoc - Dugc phim ICA (Dia chi:

Viét Nam-Singapore, thi xa Thuén An, tinh Binh Duong, Viét Nam)

3.1. Co sé sén xuit: Cong ty cb

Viét Nam-Singapore, thi x& Thuén An, tinh Binh Duong, Viét Nam)

L6 10, duong sb 5, khu cong nghiép

phin Céng nghé sinh hoc - Duoc phim ICA (Dia chi: L8 10, duong sb 5, khu cong nghiép

7

Adagrin

893110009500

Sildenafil (dudi Vién nén bao |Hop 1 vix 3 vién NSX 36

dang sildenafil phim (VD-18667-13)
citrate 70,24mg)

50mg
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STT| Tén thudc Hoat chat chinh - | Dangbdo | Quy cdch déng goi | Tiéu Tudi | S6 dingky S‘é
Ham lwong ché chuén | tho gia han lan

(thang) (S6 diing ky | gia
da cap) han

(1) @) €] “) ) (6) (M 8) ®)

48.1. Co sé san xudt: Chi nhanh Cong ty
Binh, Phuong T4y Thanh

cb ph?m Dugc phﬁm va Sinh hoc y té (Piac
, Quan Tén Phu, Tp. Hd Chi Minh, Viét Nam)

hi: L I1I-18, dudng s6 13, KCN Tén

256 |Acetylcystein M&bi géi 1,5g chira: Thubc bot H6p 20 goi; Hop 30 NSX 36 [893100034400 | 1
200mg Acetylcystein 200mg udng g6i; Hop 50 gbi x (VD-29201-18)
1,5g
257 |Fanozo Fexofenadin Vién nén bao [Hop 02 vi x 10 vién; | NSX 36 893100034500 | 1
hydroclorid 60mg  |phim Hop 10 vi x 10 vién (VD-19698-13)
558 |Fenofibrate 300  |Fenofibrat 300mg | Vién nang Hop 03 vix 10 vién NSX 36 (893110034600 | 1
cing (VD-21124-14)

49. Co s¢ diing ky: Cong ty ¢b phéan Duoc phzilm

phé Ha Nbi, Viét Nam)

49.1. Co sb sin xuat: Cong ty cb phﬁ‘m duoc phdm VCP (Dia chi: Thon

phd Ha Noi, Viét Nam)

VCP (DPia chi: Thon Thach L8i, x& Thanh Xuén, huyén Séc Son, thanh

Thach L3i, x& Thanh Xuan, huyén Séc Son, thanh

259 [Ampicilin 500mg |Ampicillin (dudi Thubc bot  |Hop 10 lo thude bot | USP 48 893110034700 | 1
dang Ampicillin pha tiém pha tiém; Hop 50 lo 2023 (VD-28688-18)
natri) 500mg thudc bt pha tiém =y
iq.
260 |Benzathin Benzathin Thudc bot Hop 10 1g; 50 lo DDVN 36 893110034800 1 "\\
benzylpenicilin  |benzylpenicilin pha tiém thudc bot pha tiém. \Y (VD-29207-18) A 4
1.200.000 TU 1.200.0001U B
PSR — : - JAN
261 |Benzylpenicilin  |Benzylpenicilin Thuoc bot Hop 10 lg thuée bot | USP 36 893110034900 | 1 ,'.
1.000.000 1U (dudi dang pha tiém pha tiém; Hop 50 lo 2023 (VD-27140-17) j/
benzylpenicilin thudc bot pha tiém 50
natri) 1.000.0001U =
262 |Cefpirom 1g Cefpirom (du6i Thubc bot Hép 01 lo thudc bot NSX 24 893110035000 | 1
dang cefpirom pha tiém pha tiém ; Hop 10 lo (VD-19053-13)
sulfat) 1g thudc bot pha tiém
263 |Cefradin lg Cefradin 1g Thubc bot Hap 01 lo, Hop 05 CP 36 893110035100 | 1
pha tiém lo, Hop 10 lo thube 2005 (VD-18401-13)
bot pha tiém
264 |Ceftazidim 0,5g  |Ceftazidim 0,5g Thubc bot  |Hop 01 lo, Hop 10 lo | NSX 36 |893110035200 | 1
pha tiém thudc bot pha tiém (VD-19061-13)
265 |Ceftriaxon 1g Ceftriaxon (dudi Thubc bot Hop 01 lo, Hop 10 lo USP 36 893110035300 | 1
dang ceftriaxone pha tiém thubc bot pha tiém; 2023 (VD-17037-12)
natri) 1g Hop 01 lo thude bot
pha tiém + 02 bng
nudc cét pha tiém
Sml
766 |Cefuroxim 500mg |Cefuroxim (dudi Thubc bt Hop 05 lo, Hop 10 1o | USP 24 893110035400 | 1
dang cefuroxim pha tiém thudc bot pha tiém 2023 (VD-33636-19)
natri) 500mg
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STT Tén thubc Hoat chat chinh - | Dangbao | Quy cich déng goi | Tiéu Tubi S6 ding ky Sé

Ham lugng ché chuén | tho gia han lin
(thang) | (SO ding ky gia
da cap) han
(1) ) ©) 4) ©) (6) (™) 8 ©®)
267 |Cloxacilin Cloxacilin (dudi Thubc bot  |Hop 10 lo, Hop 50 1o CP 24 1893110035500 | 1
dang cloxacilin pha tiém thudc bt pha tiém 2015 (VD-19055-13)

natri) 500mg
268 |Desonide 0,05% [M&i 1g kem chira Kem bbida |Hop I tuyp 15g,30g | NSX 36 |893110035600 | 1

Desonide 0,5mg (VD-33637-19)
269 |Ertapenem VCP  |Ertapenem (dudi ‘Thudc bot Hop 01 lo, Hop 10 1o " NSX 24 893110035700 | 1
dang Ertapenem pha tiém thudc bot pha tiém (VD-33638-19)

natri phdi hop véi
Natri bicarbonat va
Natri hydroxid theo
ty 18 809,6:135,4:55)

lg

270 |Fudareus-B Mai tuyp 15g chira: |Kem bdi da {Hop 1 tuyp 15g NSX 36 [893110035800 | I
Acid fusidic (dudi (VD-33639-19)
dang hemihydrat)
2% (Wiw);

betamethason (dudi
dang este valerat)
0,1 % (w/w)

271 |Hydrocortison 1% M&i 1 g kem co Kem boida |Hop 1 tuyp 15¢ NSX 36 [893110035900 | 1
chira Hydrocortison (VD-33641-19)
acetat 10mg

272 |Piperacilin 1g Piperacilin (dudi Thudc bét Hop 01 1o, 10 1o 1USP 41 36 893110036000 | 1
dang piperacilin pha tiém thubc bot pha tiém (VD-19058-13)
natri) lg '

273 |Ticarcilin 3g; Ticarcilin (dudi Thubc bot Hép 01 lo thudc bot | USP 41 24 893110036100 | 1
Acid clavulanic  |dang ticarcilin pha tiém pha tiém; Hop 10 1o (VD-19062-13)
0,2g dinatri) 3g; Acid thudc bot pha tiém

clavulanic (dudi
dang Kali
clavulanat) 0,2g
274 |Vaciradin Cefradin 1g [Thubc bot  |Hop 01 lo thude bot | CP 36 |893110036200 | 1
pha tiém pha tiém ; Hop 1010 | 2015 (VD-18000-12)
thudc bot pha tiém

275 |Vitabactam Cefoperazon (dudi Thudc bot Hop 01 lo, Hop 10 NSX 24 893110036300 | 1
dang Cefoperazon  |pha tiém lo, Hop 50 lo, Hop (VD-33646-19)
natri) phdi hop 100 lo thudc bdt pha
Sulbactam (dudi tiém

dang Sulbactam
natri) theo ty 1€ (1:1)
lg+1g

50. Co s¢ diing ky: Cong ty ¢b phan dugc ph:"im Vinh Phiic (Bia chi: Sé 777, dudng Mé Linh, phuong Khai Quang, thanh
phé Vinh Yén, tinh Vinh Phuc, Viét Nam)

50.1. Co sé san xuit: Cong ty cd ph?m Dugc phim Vinh Phic (Dia chi: Thon Mau Thong - P. Khai Quang - TP. Vinh Yén -
T. Vinh Phuc- Viét Nam)




