UBND TINH DONG NAI
SOYTE

S6: 1410 /SYT-NV
V/v diéu chinh théng tin thudc
trdng thau cung tmg cho cac co
&'y té giai doan niam 2025-2026

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

pong Nai, ngdy /3 thdng 02 ndm 2026

Kinh gtri:
- Giam ddc cac co so' Y té trén dia ban tinh;
- Céng ty C6 phan Gonsa.

Cin ctr Thong tu sb 40/2025/TT-BYT ngay 25/10/2025 cua Bo Y té quy dinh vé
dau thau thudc tai co so'y té cong lap;

Cin cir Quyét dinh sé 364/QDP-QLD ngay 07/06/2024 ctiia Cuc Quan 1y Dugc - Bo
Y té vé viéc ban hanh Danh muyc 484 thudc san xuét trong nude duoc gia han gidy dang
ky Ivu hanh tai Viét Nam — Dot 199.

Sau khi xem xét Van ban sé 1213/2025/CV-GSD-BT ngay 22/12/2025 cua Cong
ty Cong ty Co phan Gonsa Vé viéc xin thay doi sé dang ky san pham ACRITEL-10, S&
Y té thong béo:

1. biéu chinh sé diang ky luu hanh d6i véi thude da trang thau Goi thau sb 01:
Thudc generic dugc S¢ Y té tinh Pong Nai (trudc khi sap nhap) phé duyét két qua lya
chon nha thau tai Quyét dinh sé 139/QD-SYT ngay 27/02/2025 theo Quyét dinh trén
ctia Cuc Quan 1y Duoc - Bo Y té, cu thé nhu sau:

Thong tin thudc tring thau Théng tin dwgc diéu chinh
STT ] . %. 1. | GPKLH hoiic | GPKLH hoic
STT| trong I;Ihhuoérz Tén thuéc Ten hoﬁ:ﬂ‘_::at’ ham GPNK (truéc |GPNK (sau khi
HSMT ong khi dieu chinh) | dieu chinh)
Levocetirizin 893100415024
1 | 1125 | 2 |ACRITEL-10 | woirociorid 1omg | VD-28899-18 (VD-28899-18)

Ngoai noi dung duoc thay d6i néu trén, tat ca cac noi dung khéc giir nguyén nhu
ho so du thau.

2. Viéc thay thé thudc thuc hién sau khi nha thau cung tng hét sé luong ton kho
cua thudc theo théng tin trudc khi diéu chinh. Cac co sé'y té trén dia ban tinh va Cong
ty can ctr noi dung trén dé thuc hién viéc thanh quyét toan BHYT dting quy dinh hién
hanh./.

Noi nhgn: KT.GIAM POC—
- Nhu trén (thuc hi¢n); __PHO GIAM POC
- Ban Gb SYT; 'f-?':'::,_f%w\_

- VP SYT (dang tai website);
- BHXH tinh (phoi hop);
- Luu: VT, NV (Tuén).

S6 2 - Phan Dinh Phing, phuong Tran Bién, tinh Bong Nai
DT: (0251) 942641, Fax: (0251) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn



CONG TY CO PHAN GONSA
Sé: 1213/2025/CV-GSD-DT

“V/v: Xin thay doi S6 ddng ky
san phdam ACRITEL-10"

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap — Tu do — Hanh phiic

TP.H6 Chi Minh, ngay 22 thang 12 nam 2025

Kinh gizi: SOY TE DPONG NAI

(Sau ddy goi la “Bén moi thau”)

CONG TY CO PHAN GONSA (sau ddy goi la “Nha thdu”) cb tham dy géi thau: Géi
thau 6 01: Thudc Generic va tring thau san pham ACRITEL-10 theo Quyét dinh tring thau
s6: 139/QP-SYT, ngay 27/02/2025 ctia S6 Y té Dong Nai.

Nay, Nha thau lam céng vin ndy xin thay ddi thong tin sd ding ky cla san pham
ACRITEL-10 cu thé nhu sau:

. < . Pon | Nhasan xudt— | S6 ding ky S6 diing ky
St T<n tube (uy el vi tinh | Nwéc san xudt | da tring thiu | xin thay doi
ACRITEL0 | oo || Guge phimbat
1 | (Levocetirizin 10 vien Vién Vi Phil - Viét VD-28899-18 | 893100415024
dihydroclorid 10mg) Nam

san pham theo thong tin thay dbi trén.

Biang vin ban ‘nay, Nha thdu xin thong bao vé viéc didu chinh va cung Gmg san pham
ACRITEL-10 theo sb ding ky méi 893100415024. Viéc ‘thay ddi sb dang ky nay khong anh
huéng dén cac thong tin khac cling nhu chét lugng san phim.

Ngay ap dung: 22/12/2025

Nha thdu xin dinh kém cdc tai liéu sau:

1. Glay phép luu hanh séan phdm
2. Quyét dinh 364/QD-QLD, ngay 07/06/2024 v& viéc gia han gidy dang ky luu hanh

Kinh mong Bén moi thau xem xét va chép thuan cho Nha thiu dugc #ép tuc cung cip

Tran trong cam on!

o

PAI DIEN HQP PHAP C/A NHA THZ\/I/




SA0Y B&N CHINH

BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

BTNTS WQZYY O} If AL fﬂ ; . SOCIALIST REPUBLIC OF VIETNAM
(f{}(” QUAN LY DUQC Dic Idp - Ty do - Hanh phic
DRUG ADMINISTRATION OF VIETN AM Independence - Freedom - Happiness

138BA Gidng VS - M3 Not- Vigl Neam
Tel: 84,24 37366483/584684415% - Fax 84.24.38234758

Tén thube
Name of Drug:
Thanh phan chinh, ham lwong & Levocetmzm dlhydroclon
Active Ingredients, Strength: .~~~

Qui cach déng goi, bao che S ,Hop 6 Vi X 10 vien; Vuen ne
Packing Size, Dosage fon"' ; o o

Tiéu chuén chét Iw Q*ng e TCCS
Quality u;‘@uﬁcahon : o . ;
Manding: & o 'ﬁ j: 36 thang
Shelf- life: :
Sb gidy phép lwu hanh san phém (SE)K) - VD 28899 18
Martketing g Authorization Numbe : '

S6 quyét dinh

Apptoval Demszon Numbet
Hiéu luc cla gidy p}‘_;ep
Expiration Date of this Mafkel
Ténco so dangky :
Name of Marketing A uihouzatzo Holdel
Dia chi , : Lo M7A, Buong D‘I? KCN M‘y Phme 1 phu’o*ng Thoi
Address: . . Hoa, thi xa Bén Cat, tinh Binh Dwong - Viét Nam

Tén co so san xuat o Cong ty Co phan Du’o'c pham f)at VI fl’hu

Name of Manufacturer; . :

Pia chi . bu QDW’ KCN My il’ u’oc’l phuo*ng Thoi
Address: S Hoa th; X Ben Cat, tmh Bmh Duo*ng Vlet Nam

Tén co s6& dong gox e

Name of Assembler

Dia chi ;
 Address:

99/@@ QLD . Ng‘ay chp: 22102/2018

1‘;5()(!?’7{6'

sa’n phém c6 gfa tri €

"'Cong ty cé phan E)wo'c pha

Ha Noi, ngay 22 thang 02 nam 2018,

,, KT CUC TRUONG CUC QUAN LY DUQC ;
~ FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAN

PHO CUC TRUONG
DEPUTY GENERAL-DIRECTOR

Ghi chus wore .
1-Gidy p fiép luu hanh San pham nay duoc cap theo dang hd %’ry
dang ky thude da dugc BO'Y té phé duyét. -
This marksting authorization has been Bsued in accardance with the dossi é{
appr(;md hy the Vietnam M,ma!ry of Health. B
2« BAt clr sy thay ddi ndo vé ndi dung clia gidy phép pha aﬁumc%"
Cue Quéan Ly Duoc - B Y 18 xac nhan.

Ay varistions of the contents of the markeling authorizstion ate requirsd to be
adopted by the Drug Administration of Vietoam.

NGUYEN TAT BAT




. Ky bai:
é@ 2% ly Duge

Co quai

+07:00

hi BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

SEYEUC QUAN LY DUGC Péc lip - Tu do - Hanh phic
Sé: 364 /Qb-QLD Ha Néi, ngdy 07 thdng 06 nam 2024
QUYET PINH

V¢ viée ban hanh Danh muc 484 thudc sin xuit trong nwdc
dwogc gia han glay ding ky lwu hanh tai Viét Nam - Dot 199

CUC TRUONG CUC QUAN LY DUQC

Can cu Ludt Duoc SO 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chitc nang, nhiém vy, quyen han va co cau t6 chitc ciia B9 Y té;

Cén civ Quyét dinh 56 1969/0D-BYT ngay 26/4/2023 cua Bo truong Bo Y 1é quy
dinh chic ndng, nhiém vu, quyén han va co cdu 16 chire ciia Cuc Quan Iy Dugc thudc
B Y té;

Cén cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bo truéng Bo Y té
quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thube;

Can cir két ludn cia Hgi dong tw van cap gidy dang ky lwu hanh thude, nguyén
liéu lam thuéc - B Y té dot 199 tai Cong van s0 40/HDTV-VPHD ngay 08/5/2024 cua
Van phong Hoi dong tu véan cdp GPDKLH thuéc, nguyén liéu lam thudc;

Theo dé nghi ciia Trudng phong Dang ky thuée, Cuc Quan 1y Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyet dinh nay danh muc 484 thudc san xuét trong
nuéce duge gia han gidy ding ky luu hanh tai Viét Nam - Dot 199, cu the

1. Danh muc 362 thudc san xuét trong nuéc duge gia han gidy ding ky luu
hanh hiéu lyc 05 nam (Phu luc I kem z‘heo)

2. Danh muc 104 thubc san xuét trong nuéc duge gia han gidy dang ky luu
hanh hiéu lyc 03 ndm (Phu luc II kém theo).

3. Danh muc 18 thudc san xudt trong nude duge gia han gidy dang ky luu hanh
hidu luc dén 31/12/2025 (Phy luc 11T kem theo).

biéu 2. Co 50 san xuét va co s dang ky thudc c6 trach nhiém:

1. San xuét thube theo ding cac ho so, tai liéu da ddng ky v6i BO Y té va phai
in sb ding ky duwoc B Y te Viét Nam cip 1én nhin thude.

2. Chi duogc san xuit, dua ra luu hanh céc thudc kiém soat déc biét khi c6 Gidy
chting nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dac biét phu hop véi pham vi hoat dong ctia co s¢ dap tng quy dinh tai khoan 5 Pidu
143 Nghi dinh s0 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luét Dugc.

3. Thyc hién viéc cap nhat tiéu chudn chit lugng cla thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truong BO Y té quy dinh vé
chét luong thudc, nguyen lidu lam thudc.

4. Thube duge gia han gidy déng ky luu hanh tai Quyét dinh nay nhung chua
nop hd so cap nhat ndi dung nhan thude, to hudéng din st dung thudc theo quy dinh
ctia Thong tw 01/2018/TT-BYT ngay 18/01/2018 ciia B truong BO Y té thi phai thuc
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hién cip nhat theo quy dinh tai diém b Khoan 1 Bleu 37 Thong tw s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tur ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
gidy dang ky luu hanh theo Quyét dinh nay c6 thay do6i vé ndi dung hanh chinh phai
san xuét va luu hanh véi cac ndi dung da dugc phé duyét thay dbi trong hd so gia han.

6. Co so dang ky thubc phai bdo dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc cla gidy ddng ky luu hanh thudc, nguyén liéu 1am thudc. Trong trudng hop
khéng con dap Gng du diéu kién hoat dong, co s& déng ky phai c6 trach nhiém thuc
hién thay ddi co sd ding ky theo quy dinh tai Thong tu b6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngdy co so dang ky khong con du diéu kién hoat dong.

7. Co s& san xuét thudc phai bdo dam cac diéu kién hoat déng cua co sO san
xut trong thoi han hiéu lyc cua gidy dang ky lwu hanh thude, nguyén liéu lam thudc.

8. Cac thuoc dugc gia han gidy dang ky Iuu hanh tai Quyet dinh nay duoc tlep
tuc su dung so dang ky d3 cAp trudc khi gia han trong thoi han t6i da 12 thang ké tr
ngay duoc cap s6 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop véi cac co so didu tri @é thyc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hi¢u qua, tdc dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai Piéu 5 Thong tu 56
08/2022/TT-BYT dbi véi cac thudc trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay cd hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S& Y té cac tinh, thanh phd tryc thude Trung wong va Gidm
dbc co s& san xult va co s& ding ky co thudc tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhan:

- Nhu Diéu 4;

- BT. Dao Hong Lan (dé b/c);

- TT. B Xuan Tuyén (de b/c);

- Cyc Quany - B6 Quoc phong, Cuc' Y té - Bo Cong an; / -
-CucY t8 GTVT - Bo Giao thong vén tai; . s S i
- Téng Cuc Hai quan - B9 Tai chinh;
- Béo h1ém x4 hoi Viét Nam; ~ X 3
B0 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cwong
B9, Vin phong HDTV cap GbKLH thudc, NLLT;

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

- Téng Cong ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giuong bénh trye thude BO Y té;

- Trung tam mua sam tap trung thudc quoc gia;

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

Website;

-Luu: VT, BKT (C.H) (02b).

CUC TRUONG
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Phu luc IT
DANH MUC 104 THUOC SAN XUAT TRONG NUGC BUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - DQT 199
(Kém theo Quyét dinh s6 364 /OD-QLD ngay 07  thang 06 nam 2024
ciia Cuc Quan ly Duoc)

STT Tén thude Hoat chét chinh - | Dang bao | Quy cich déng géi | Tiéu Tudbi S6 ding ky )
: Ham luwgng ché chuén [ tho gia han 1an

(thang)| (S6 dingky | gia
da cép) han

Q) 2) 3 “) &) (6) (N ® ®)

1. Co s& ding ky: Cong ty cb phin 23 thang 9 (Dia chi: S4 11, Tan Hoa, Phuong 14, Quén 6, Thanh phd H6 Chi Minh, Viét
Nam)

1.1. Co s& san xuét: Cong ty cb pha‘?m 23 thang 9 (Pia chi: Sé 11, Tan Hoa, Phuong 14, Quén 6, Thanh phé Hb Chi Minh,
Viét Nam)

1 |Calcolife Calci lactat Dung dich  |Hop 10 éng X Sml; NSX 36 893100413224 1
pentahydrat (tuong udng Hop 20 bng x 5ml; (VD-31442-19)
duong 8,45mg Calci) Hop 10 éng x 10ml;
65mg/ml Hop 20 6ng x 10ml;

Hop 10 éng x 8ml;
Hop 20 éng x 8ml;
Hop 30 6ng x 8ml

2. Co s dang ky: Cong ty co phan DTS Viét Nam (Dia chi: 86 18, t6 51, phwong Quan Hoa, quén CAu Gidy, thanh phd Ha
Noi, Viét Nam)

2.1. Co sé sén xudt: Cong ty co phén dugc phidm Nam Ha (Dia chi: S6 415 duong Han Thuyén, phuong Vi Xuyén, Thanh
pho Nam Dinh, Tinh Nam Dinh, Viét Nam)

2 |Ubiheal 100 Alpha lipoic acid Viénnang |Hop 5 vi x 6 vién; NSX 36 893110413324 1
(Thioctic acid) mém Hop 10 vi x 6 vién (VD-30447-18)
100mg

3. Co sé ding ky: Cong ty co phén Dugc - Vit tuy té Nghé An (Dia chi: Sb 68 duong Nguyén S§ Sach, phudong Hung
Phtic, thanh phd Vinh, tinh Nghé An, Viét Nam)

3.1. Co s6 san xuit: Cong ty c6 phian Dwge - Vit tu'y té Nghé An (Dia chi: Sb 68 duong Nguyén S§ Sach, phuong Hung
Phtc, thanh phd Vinh, tinh Ngh¢ An, Viét Nam)

3 |Berberin Berberin clorid 10mg |Vién nén Lo 100 vién; Lo 200 |[DBVN 24 893100413424 1
vién V (VD-22573-15)

4. Co s& ding ky: Cong ty co phén Dwgc - Vit tuy t& Thanh Héa (Pia chi: S6 232 Tran Pha, phudng Lam Son, thanh phd
Thanh Héa, tinh Thanh Hoéa, Viét Nam)

4.1. Co s6 san xudt: Cong ty c6 phan Duge - VAt tu'y t& Thanh Hoéa (Pia chi: S6 04 dwong Quang Trung, phudng Ngoc
Trao, thanh phé Thanh Hoa, tinh Thanh Hda, Viét Nam)

4  |Pretmetason Dexamethason (dudi |Vién nén Hop 10 vi x 20 vién | NSX 36 893110413524 1

dang Dexamethason (VD-29960-18)

acetat) 0,5mg

5. Co ¢ dang ky: Cong ty co phin duge ATM (Dia chi: Tru sé: VP 26, tng 26 toa Elip, 110 Tran Pha, phuong Mo Lao,
quén Ha Bong, thanh phé Ha Noi. bia chi kinh doanh: L6 B1.4-LK31-01-Khu db thi Thanh Ha-Cieanco 5, xa Cy Khé, huyén
Thanh Oai, thanh phé Ha N¢i, Viét Nam)

5.1. Co siv san xudt: Cong ty cé phin dwoge Ha Tinh (Dia chi: 167 Ha Huy T4p, Thanh ph6 Ha Tinh - Viét Nam)

2 /G
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STT Tén thudc Hoat chét chinh - | Dang bao | Quy cich déng géi | Tiéu Tudi S6 ding ky Sb
Ham luwong ché chuin | tho gia han 1an
(thang) (S6 ding ky gia
da cip) han
1) (2) 3 “ &) (6) ) 3 O
16 |BFS-Cafein Cafein (dudi dang Dung dich  |Hop 10 dng x 3ml; NSX 36 893110414724 1
cafein citrat) tiém Hop 20 bng x 3ml; (VD-24589-16)
30mg/3ml Hop 50 éng x 3ml;
Hop 10 éng x 3ml
Hop 20 éng x 3ml;
Hop 50 éng x 3ml;
(1 bng nhya/1 thi
nhom)
17 |BFS-Tranexamic |Tranexamic acid Dung dich |Hop2vix5 dng x NSX 36 893110414824 1
500mg/10ml 500mg/10ml tiém 10ml, Hop 4 vix 5 (VD-24750-16)
dng x 10ml, Hop 10
vix 5 éngx 10ml
18 |Duchat M&i ml chira: Alpha |Dung dich  |Hop 10 ong x 7,5ml, | NSX 24 893100414924 1
tocopheryl acetate ubng Hop 20 bng x 7,5ml, (VD-31620-19)

Img; Calci (dudi
dang calci lactat
pentahydrat
66,66mg) 8,67mg;
Cholecalciferol 1pg
(mcg); Dexpanthenol
0,67mg; Lysine
hydrochloride 20mg;
Nicotinamide
1,33mg; Pyridoxine
hydrochloride
0,4mg; Ribotlavin
sodium phosphate
0,23mg; Thiamine
hydrochloride 0,2mg

Hop 30 éng x 7,5ml,
Hop 40 bng x 7,5ml,
Hop 50 bng x 7,5ml;
Hop 1 1o x 30ml,
Hop 1 1o x 60ml,
Hop 1 1o x 120ml

13. Co sé diang ky: Cong ty ¢d phan dwgc ph:

Nghiép M§ Phuéce 1, Phuong Théi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

im Pat Vi Phii (Davipharm) (Dia chi: L6 M7A , Buong D17, Khu Cong

13.1. Co s sin xuit: Cong ty cé phin dwgc phim Dat Vi Phi (Davipharm) (Dia chi: L6 M7A , Pudng D17, Khu Cong
Nghiép My Phudce 1, Phuong Théi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

19

Acritel-10

Levocetirizin
dihydroclorid 10mg

Vién nén
bao phim

Hop 6 vi x 10 vién,
Hop 6 vi x 10 vién

NSX

36

893100415024
(VD-28899-18)

1

14. Co s¢ dang ky: Cong ty ¢6 phin dwge phi

Déng Da, thanh phé Ha Noi, Viét Nam)

im Ha N¢i (Dia chi: s 170 Pudng La Thanh, phuong O Chg Dua, quén

14.1. Co sé san xuit: Cong ty co phin dugc phim Ha Noi (Dia chi: Lo sb 15, Khu cong nghiép Quang Minh, xa Quang
Minh, huyén Mé Linh, thanh phé Ha Noi, Viét Nam)

20 |Bratorex-Dexa Mdi Sml chira: Dung dich  |Hop 01 lo 5Sml NSX 24 893110415124 1
Dexamethason Smg; thubc tra mét (VD-17907-12)
Tobramycin 15mg
21 |Ophazidon Cafein 10mg; Vién nén Hop 30 vi x 20 vién; | NSX 24 | 893100415224 1
Paracetamol 250mg Lo 100 vién (VD-26803-17)
22 |Paminchoice Clorpheniramin Thude cdm  |Hop 20 goi x 1,5g NSX 24 893100415324 1
32572 maleat 2mg; (VD-28949-18)

Paracetamol 325mg
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