CONG TY CO PHAN GONSA CONG HOA XA HQI CHU NGHIA VIET NAM
So: 1065/2024/CV-GSD-DT Poc lap — Tw do — Hanh phic

“V/v: Xin thay doi Sé dang ky
san pham ANPEMUX”

TP.H6 Chi Minh, ngay 05 thang 12 ndm 2024

Kinh giri: SO'Y TE TINH PONG NAI
(Sau ddy goi la “Bén moi thau”)

1 CONG TY CO PHAN GONSA (sau ddy goi la “Nha thau”) c6 tham dy va tring thau san
phdm ANPEMUX theo Quyét dinh tring thau s6: 1626/QD-SYT, ngay 29/12/2022 cia S6 Y té tinh
Pong Nai.

Nay, Nha thiu 1am cong vin ndy xin thay doi thong tin s6 dang ky cla san phdim ANPEMUX
cu thé nhu sau:

. £ , Ponvi | Nha sin xudt— | So6 ding ky da Sb dang ky
ot i hoie Qugonth tinh Nuée san xuit trung thau xin thay doi
ANPPMUR. - |witpd vix Gaing ty ob piih (C;;D—\Zr?ull‘mi;lllsmn
1 | (Carbocistein DO Vien | dugcphimHa | coRgVan & W | 893100346923
750 10 vién Ty - Viét Nam s0 8078¢/QLD-DK,
mg) -V ngay 14/05/2021)

Béang van ban ndy, ching téi xin thong bao vé viéc diéu chinh va cung Ung sin pham
ANPEMUX theo sb ding ky m&i 893100346923. Viéc thay dbi sb dang ky nay khong anh hudng dén
céc thong tin khac cling nhu chit lugng san pham.

Ngay ap dung: 05/12/2024

Nha thau xin dinh kem cac tai liéu sau:

|. Gidy phép luu hanh san phim

2. Quyét dinh 737/QD-QLD, ngay 09/10/2023 veé viéc gia han gidy dang ky luu hanh

~ Kinh mong Bén moi thau xem xét va chap thuan cho Nha thdu duog’tiép tuc cung cép san
pham theo thong tin thay di trén.
Trdn trong cam on!
PAI DIEN HQP PHAP CUA NHA TH}iJ/
ONG GIAN D(_S)C\ﬁ -
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BO Y TE CONG HOA XA H()l (“HU NGHIA V TET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Déc lap - Ty do - Hanh phac
DRUG ADMINISTRATION OF VIEINAM Independence - Freedom - Happiness
138A Giang V6 - Ha Nai - Viet Nam.
Tel: B4.4.37360453/38464¢13 - Fax: 84 45234756 TONG GIAM BOC

% GIAY PHEP LUU HANH SAN

MARKETING AUTHORIZATION

Tén thude : Anpemux
Name of Drug:

: Thanh phan chinh, ham lugng  + Carbomstém 250 mg,

i Active Ingredients, Strength: ; 5
Qui céch ddng goi, bao ché : Hép 6 vi x 10 vién; Vlén nang cu'ng
Packing Size, Dosage form: e,
Tiéu chuan chét lvong . .- TCCS ;
Quality Specification:
Han dung 1 24thang
Shelf- life;
Sé gidy phép lwu hanh sén phém (SBK ‘ VD-221 42 15 J

o Markeling Authorization Number: ¥or
S quyét dinh : SR 76!QE)—QLD Ngéy cap: 09!02/2015
Approval Decision Number: ? ‘ Date of Issuance:

Hiéu lwe cla gidy phep luu hanh san pham: ¢6 glé tri 05 nam ké tr ngéy cap
Expiration Date of this Marketing Aurhoﬁzatfon

Tén co so dang ky ~ . Céngtycd phan dwq*c phém Hé Téy
Name of Marketing’ Authonzatron Ho!der i
Dia chi " 10A Quang Trung - Hé Dbng Hé Nf:)i - Vigt Nam
Address. : 5
4 Téncososanxudt . Céngty cé phan dwqo phém Ha Tay
Name of Manufacturer:
Bia chi F LaKhe - Véri Kh - Ha Béng - Ha Noi - Vigt Nam
Address: ] 3 2 : e

Tén co s& dong géi
Wame of Assembler.
Bia chi

Address.

Ha Né: ngéy 09 thang 02 ndm 2015,

- cyc TRUONG GUC QUAN LY DUQC
L GEQERN.QIRECTOR OF THE DRUG ADMINISTRATION OF VIETNA

Gh| chi: Wﬂ.!&) w

- Gidy phép luu hanh san pham nay dugc cap theo d ng how o
dang ky thubc da dwoc B0 Y té phé duyét. k, - Fiar
This marketing authonzation has been issued in accordance with fhed ssler =
approved by the Vietnam Ministry of Health. H
2- BAL clr su thay dbi nao vé ndi dung cua gséy phép phai dugc
Cuyc Quan ly.duroc- B9 Y té xac nhan.

Any variations of the contents of the markeling alrlhonzauon are requrred tobe
adepled by the Drug Admiinistration of Vietnarn.
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BOY Tﬁ CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPoc 1dp - Tw do - Hanh phiic
Sbé: 737 /QP-QLD Ha Néi, ngay 09 thang 10 nam 2023
QUYET PINH

V& viéc ban hanh Danh muc 1017 thubc sian xuét trong nuée
dworc gia han gidy ding ky lwu hanh tai Viét Nam - Dot 187

CUC TRUONG CUC QUAN LY DUQC

Cén cir Ludt Duoc so 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh 56 95/2022/NP-CP ngay 15/11/2022 cia Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co céu t6 chite ciia BY Y té;

Ciin cir Quyét dinh s6 1969/QD-BYT ngay 26/4/2023 ciia B¢ truong Bo Y té
quy dinh chitc nang, nhiém vy, quyén han va co cdu té chire cia Cuc Quan Iy Dugc
thuéc Bo Y té;

Can ctr Théng twr s6 08/2022/TT-BYT ngay 05/09/2022 ciia B¢ truong Bo Y té
quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thudc;

Céin cir két lugn cua Hpi dong tw vén cap gidy dang ky lwu hanh thude, nguyén
ligu lam thuéc - BY Y 16,
Theo dé nghi cia Trudong phong Dang ky thuée, Cuc Quan Iy Duorc.

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh myc 1017 thudc san xudt trong
nuée duoce cip gidy dang ky luu hanh tai Viét Nam - Dot 187, cu thé:

1. Danh muc 918 thudc san xudt trong nuwée dugc gia han gidy ding ky luu hanh
hiéu luc 05 nam (Phu luc I kem theo).

2. Danh muc 99 thudc san xuét trong nudc duogc gia han gidy ding ky luu hanh
hiéu luc 03 nam (Phu luc 11 kém theo).

Pidu 2. Co so san xuét va co s¢ ding ky thudc co trach nhiém:

1. San xudt thube theo ding cac ho so, tai liéu di ding ky voi B6 Y té va phai in
s6 dang ky dugc B Y té Viét Nam cép 1én nhén thude.

r

2. Chi duoc san xuat, dua ra luu hanh cac thudc kiém soat dic biét khi co Giéy
chimg nhan du diéu kién kinh doanh dugc pham vi kinh doanh thuéc phai kiém soét dic
biét phit hop véi pham vi hoat dong cua co s¢ dap g quy dinh tai khoan 5 Diéu 143
Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot so
diéu va bién phap thi hanh Luét Duoc.

3. Thuc hién viéc cap nhat tiéu chuén chét luong cia thube theo quy dinh tai
Théng tw sé 11/2018/TT-BYT ngay 04/5/2018 ctia B truong B6 Y té quy dinh vé chat
luong thudc, nguyén li¢u lam thude.

4. Thuc hién, phéi hgp véi co so nhap khau thuc hién theo dung quy dinh tai
Céng vin sé 5853/QLD-CL ngay 19/4/2019 cta Cuc Quan ly Dugc vé viée kiém tra
chét lwong nguyén liéu lam thuée nhém sartan ddi v6i cac thude thude danh muc tai
Didu 1 ban hanh kém theo Quyét dinh nay c6 chira dugc chit thudc nhom sartan

5. Thude duoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua ndp
hé so cap nhat ndi dung nhan thude, & huéng dan st dung thube theo quy dinh cua
Théong tu 01/2018/TT-BYT ngay 18/01/2018 cua B¢ truong Bo Y té thi phai thuc hién
cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Théng tw $6 01/2018/TT-BYT trong
thoi han 12 thang ké tir ngay dugc gia han gidy ding ky luu hanh.
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6. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duogc gia han
giay dang ky luu hanh theo Quyet dinh nay c6 thay doi vé ndi dung hanh chinh (bao
gdm ca mau nhan va t& hudng dan st dung thudc) phai san xudt va luu hanh véi cic ndi
dung da dugc phé duyét thay d6i trong ho so gia han.

7. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hi¢u luc cua gidy dang ky luu hanh thudc, nguyén liéu lam thudc. Trong trudmg hop
khong con dap tng du diéu kién hoat dong, co s¢ dang ky phai c6 trach nhi¢m thuc hién
thay doi co so dang ky theo quy dinh tai Thong tu so 08/2022/TT-BYT trong thoi han
30 ngay ké tir ngay co s0 déng ky khong con du diéu kién hoat dong.

8. Co so san xudt thuoc phai bao dam céc diéu kién hoat dong cua co s& san Xuét
trong thoi han hiéu luc cua gidy dang ky luu hanh thubc, nguyén liéu lam thudc.

9. Cac thuoc duogc gia han giay dang ky Iuu hanh tai Quyet dinh nay duoc tlep
tuc su dung so dang ky da cap trudc khi gia han trong thdi han toi da 12 thédng ké tir
ngay duoc cap sb dang ky gia han theo quy dinh tai Phu luc VI ban hanh keém theo
Thong tu s6 08/2022/TT-BYT.

Ditu 3. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.

Picu 4. Giam ddc So Y té céc tinh, thanh pho trie thude Trung wong va Giam
dbc co s& san xuit va co sé dang ky co thudc tai Diéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

bkt CUC TRUONG

- Nhu Dicu 4; A AN

- BT. Dao Héng Lan (dé b/c); Vil )

- TT. P4 Xuén Tuyén (de b/c); f 2/ - ML / ;b‘/";"’ljt /p/i/_% o
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- Cuc Quin y - B6 Quoc phong, Cuc Y té - Bo Cong an;
- Cuc Y t€ GTVT - B6 Giao thong vén tai; W\
- Téng Cuc Hai quan - Bd Tai chinh; AN
- Bao hiém xa hoi Viét Nam; L .

- B4 Y té&: Vu PC, Cyc QLYDCT, Cuc QLKCB, Thanh tra Vi Tuan Cuong
B&, Vin phong HDTV cap GDKLH thude, NLLT;

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

- Tong Céng ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giuong bénh truc thuée BO Y té;

- Trung tim mua sim tip trung thude qubc gia;

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

Website;

- Luu: VT, BKT (T) (02b).




Phu lue I
DANH MUC 918 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY DANG KY LUU HANH TAI
VIET NAM HIEU LUC 05 NAM - PQT 187
(Kém theo Quyét dinh sé6 737 /QBP-QLD ngay 09thdang 10ndm 2023
ctia Cyc Quan ly Duoc)

ST| Ténthudc | Hoat chit chinh- | Dang bao | Quy cich déng | Tiéu Tudi S6 dang ky So
T Ham lwong ché goi chuin tho gia han lin
(thang) | (S6 dingky | gia
da cép) han

(1) (2) (3) 4) &) (6) ()] 8) ®

1. Co siv ding ky: Céng ty Cé phin Dwoc phim 2/9 (Dia chi: 299/22 Ly Thuong Kiét, Phuong 15, Quan 11, Thanh pho
H6 Chi Minh, Viét Nam)

I. 1. Co sé san xudt: Céng ty C6 phian Dwge phiam 2/9 (Dia chi: 930 C4 dudng C, Khu cong nghiép Cat Lai, cum 2,
Phuong Thanh My Loi, Quan 2, TP.Hb Chi Minh, Viét Nam)

| |Nadygenor Arginin aspartat g |Dung dich  [Hop 20 ()ng x5 NSX 36 893110251923 01
ubng ml (VD-27732-17)
2 [Nadypharlax Moi goi chira Thudc bot  [Hop 20 Goi x NSX 36 893100252023 01
Macrogol 4000 10g [udng 1021 ¢g (VD-19299-13)
3 |Allopurinol 300  |Alopurinol 300mg | Vién nén Hop 3 vix 10 NSX 36 893110252123 01
vién (VD-25103-16)
4 |Atorvastatin 20  |Atorvastatin (duéi | Vién nén Hép3vix 10 NSX 36 893110252223 01 =
dang Atorvastatin  |[bao phim vién; Hop 10 vi (VD-30253-18) 3
calci) 20mg x 10 vién T
5 |Fexnad 180 Fexofenadin Vién nén Hop 1 vix 10 NSX 36 893100252323 01 A
hydroclorid 180mg |bao phim vién (VD-29639-18) 3
2. Co siv diing ky: Cong ty C6 phin Duge Pham Imexpharm (Dia chi: S6 04 Puong 30/4, Phudng 1, TP.Cao Lanh, Pong
Thap, Viét Nam) ;E
=

2.1. Co s¢ sin xuit: Chi nhénh 3 - Cong ty CPDP Imexpharm tai Binh Dwong (Bia chi: 86 22, Puong s6 2, Khu céng
nghiép Viét Nam - Singapore II, Phuong Hoa Phd, TP.Tha Déu Mot, Tinh Binh Duong, Viét Nam)

6 |Cefoxitin | g Cefoxitin (dudi Thudc bot  |Hop | Lox 1 USP hién 24 893110252423 01

dang cefoxitin pha tiém gam; Hop 10 Lo hanh (VD-26841-17)
natri) 1g x 1 gam.

7 |Ceftizoxim Ig Ceftizoxim (dudi Thudc bot  |Hop 1 Lo x 1g; | USP hién 24 893110252523 01
dang ceftizoxim pha tiém Hop 10Lox 1g hanh (VD-29757-18)

natri) 1gam
8 |Imedoxim 100 Cefpodoxim (dudi |Vién nén Hop 03 vix 10 | USP hién 24 893110252623 01

dang Cefpodoxim |bao phim Vién hanh (VD-27890-17)
proxetil) 100mg
9 |[Imetoxim 1 g Cefotaxim (dudi Thubc bot  |Hop 1 Lo x 1 NSX 24 893110252723 01
dang Cefotaxim pha tiém gam, lo thuy (VD-26846-17)
natri) 1g tinh; Hop 10 Lo
x | gam, lo thuy
tinh
10 |Imexime 200 Cefixim (duéi dang |Viénnang |Hop 02 vix 10 NSX 24 893110252823 01
cefixim trihydrat) |cling vién (VD-30399-18)
200mg
Il |Zanimex 250 Cefuroxim (duoi Vién nén Hop 2 vix 5vién| NSX 36 893110252923 01
dang Cefuroxim bao phim (VD-20746-14)

axetil) 250mg
2.2. Co s sin xuat: Cong ty Cé phan Duge Phim Imexpharm (Dia chi: S6 04, Buong 30/4, Phuong 1, TP. Cao Lanh,
Tinh E)f“)ng Thap, Viét Nam)
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STT| Tén thude | Hoat chit chinh - | Dang bao ché [Quy cich déng g6i| Tiéu | Tudi S6 dang ky |S6 lan
Ham lugng chuin tho gia han gia
(thing)| (S6 dingky | han
da cap)
m @) 3) “) 5) 6) ©) @) ©)
27 |BFS-Thioctic |Acid thioctic 300mg |Dung dich tiém|Hép 10 Tai x 10 NSX 24 | 893110346323 | 01l
Lo x 10 ml; Hép (VD-29704-18)
20 Thix 20 Lo x
10 ml
28 [Nimovaso sol [Méi 10ml chira Dung dich Hop2vix5 Ongx | NSX 24 893110346423 01
Nimodipin 30mg udng 10 ml, Hop 4 vix (VD-26126-17)
5Ongx 10 ml;
H6p6vix50ngx
10 ml; Hop 8 vi x
5 Ongx 10 ml

15. Co s¢ dang ky: Cong ty Cb phin Dugc phim Ciru Long (Dia chi: 150 duong 14/9, Phuong 5, Thanh phd Vinh Long,
Tinh Vinh Long, Viét Nam)

15.1. Co sér sdn xuét: Cong ty cb phf?m dugc phdm Ciru Long (Dia chi: 150 dwong 14/9, Phuong 5, T

Tinh Vinh Long, Viét Nam)

hanh phf) Vinh Long,

29 |Berberin 10 |Berberin clorid Vién nén bao |Chai 100 vién; NSX 36 893100346523 01
10mg dudng Chai 200 vién. (VD-22823-15)
Hop 1 tuyp x 80 ~
vién q
30 |Vilanta Nhém hydroxyd gel [Hon dich uéng [Hép 20 goi x 10g NSX 36 | 893100346623 | 01 |

13% (twong duong
0,4g nhom oxyd)
4,596 g; Magnesi
hydroxyd paste
30% (tuong duong
0,8g Magnesi
hydroxyd) 2,668 g;
Simethicon nhii
dich 30% (twong
duong 0,08g
simethicon) 0,276 g

(VD-18273-13)

16. Co s¢ dang ky: Cong ty ¢d phan dwge pham Ha Tay (Pia chi: S6 10A, phé Quang Trung, phuong Quang Trung, quan
Ha Déng, thanh phé Ha Ngi, Viét Nam)
16.1. Co s sin xuét: Cong ty ¢é phan dwge phim Ha Téy (Dia chi: TS dén phé s6 4, phudng La Khé, quan Ha Dong,
thanh phd Ha Noi, Viét Nam)

31 |Dexpin Terpin hydrat Vién nang Hop 10 vix 10 vién| NSX 36 893110346723 01
100mg, (VD-16911-12)
Dextromethorphan
HBr 10mg
32 | Cefdina 125 [Cefdinir 125mg Thudc bot pha |Hop 10 gbi x 2,5g NSX 24 893110346823 01
hén dich udng (VD-24181-16)
33 |Anpemux Carbocystein 250mg | Vién nang Hop 6 vi x 10 vién NSX 24 893100346923 01
cling (VD-22142-15)
34 |Chymodk Alpha chymotrypsin | Vién nén phan |Hop 2 vi x 10 vién; | NSX 24 893110347023 01
8,4mg (Tuong tmg |tdn Hop 10 vix 10 (VD-22871-15)
vai 8400 don vi vién
chymotrypsin USP)




