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CONG TV CO PHAN DUOC

PHAM NHAT QUANG
S6:i^./2024/NQ-PKD 

% *
V/v xin dieu chinh so dang ky 

hm hanh ciia thuoc trung than
TP. Ho Chi Minh, ngay 1J thang 04 natn 2024

Kmh gu*i: Sfr Y te tinh Ninh Thuan
(Sau day goi la Ben mat thdu)

l^:
1 '43 iC ‘

ng.toi: Cong ty co phan dirge pham Nhat Quang {Sau day goi la Nha 

i \ . ■ thdu) •xin-chair(hanh cam on Quy So Y te ve sir quan tam, giup do va tao dieu kien
\kLL "dexong ty Chtmg toi phan phoi hang hoa trong suot thdi gian qua.

Can cur Quyet dinh so 08/QD-SYT ngay 05/01/2024 cua Giam doc So Y te
> f > / >

Ninh Thuan ve viec phe duyet ket qua lira chon nha thau Goi so 01: Goi thau 

Thuoc Generic va vac xin nam 2023.
Can cu Quyet dinh so 737/QB-QLD ngay 09/10/2023 cua Cue trirang Cue

\ / f

Quan ly Dugc ve viec ban hanh danh muc 1017 thuoc san xuat trong nuac duac
gia han giay dang ky lux hanh tai Viet Nam - Dot 187.

Nha thau la dem vi trung thau Goi so 01: Goi thau Thuoc Generic va vac xin
nam 2023 mat hang PVP - Iodine 10% (Povidon iodin 10%/J20ml), so dang ky:
VD-27714-17, nha san xuat: Cong ty co phan Dugc Ha Tihh - Viet Nam.

Bang van ban nay nha thau kmh mong dugc Ben mbi thau chap thuan cho
nha thau dugc dieu chinh so dang ky cua mat hang trung thau theo quyet djnh gia 

* » 
han giay dang ky luu hanh tai Viet Nam - Bgt 187 theo thong tin cu the nhu sau:

So dang 

ky theo 

QD trung 

than

Nong do, 
ham 

lugng

Don So dang ky xin 

dieu chinh
Ten boat 

chat
ST Ma Ten thuoc vi

thuocT tinh

10%/120 VD-27714-G110 PVP- 

lodine 10%
Povidon
iodin

Lp 8931002674231 ml 1788

Ngoai thong tin dieu chinh neu tren cac thong tin con lai cua thuoc trung 
% * > ^

thau khong thay doi. Nha thau cam ket tinh trung thuc, chinh xac cua thong tin va 

tai lieu cung cap.
* \

Kmh mong dugc sir chap thuan cua Ben moi thau.
Tran trong !

P PHAP NHA THAU
DOC

PAIDI
A0004Noti nhdn:

Nhir tren 79/ CONG ty
i \^V5 / CO PHAN MP

Dupe phamSuJ
iAnhatq^g^

Lieu cong ty
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CONG HOA XA HOI CHU NGHlA VIET NAM 
D6c lap - Ty do - Hanh phuc

BO Y Tfe 
CyC QUAN LY DU'OC

So: 737 / QD-QLD Ha Noi, ngay 09 than}’ 10 nfim 2023

QUYfcT DINH
Ve vi£c ban h^inh Danh muc 1017 thuoc san xuat trong nut^c 
diroc gia Han g\hy dSng ky lini hanh tai Vigt Nam - Dol 187

CUC TRUdNG cue QUAN LY DUOC o)

C an etc Luat Dmre so J05/20I6/QHI3 ngav 06/4/2016;
Can tie Nghi djnh sd 95/2022/ND-CP ngdy 15/11/2022 cm Chink pin) quy 

dinh clncc nang, nhiem v«, quy an hqn va ca can (6 clncc cua Bo Y te;
Can etc Quy&t dinh so 1969/QD-B YT ngay 26/4/2023 cua Bo Inning Bo Y (e 

quy dinh clnrc nang, nhiem vu, quyen hqn va ca cau Id clncc cua Cue Qudn ly Dmre 
thuoc Bo Y te;

Can etc Thong tusd 0H/2022/1T-BYTngdy 05/09/2022 cua Bo tncang Bo Y td 
quy dinh vice dang ley hen hanh thuoc, nguyen liqu fdm thuoc;

Can cu ket hum cm Hoi dong tie van cap gidy dang ky hen hanh thuoc, nguyen 
lieu lam thude - Bd Y te;

Theo de nghj cm Tnrdngphdng Dang ky thude, (ye Qudn ly Dirac.

&

QUYET D(NH:
Dieu 1. Ban hanh kem theo Quyet djnh nay danh myc 1017 thuoc s^n xuat trong 

nude dirge cap giay dSng ky luu hanh tyi Vigt Nam - Deft 187, cy the:
1. Danh myc 918 thuoc sin xu£t trong nude duerc gia hyn giay d5ng ky luu hanh 

higu lye 05 nam (Phu luc 1 kem theo).
2. Danh myc 99 thuoc san xuat trong nude duyc gia han giay d5ng ky luu hanh 

hi?u lye 03 nam (Phu luc 11 kem theo).
Dieu 2. Co sd s^n xuat va ca sd d5ng ky thude cd trach nhigm:
1. San xuat thuoc theo dung cac ho sa, tai ligu d3 dang ky vdi Bp Y te va phai in 

sd dang ky dupe Bp Y te Viet Nam cap len nhan thude.
2. Chi dupe san xuat, dua ra luu hanh cac thuoc kiem scat dye bigt khi cd Giay 

chung nhan du dieu kipn kinh doanh dupe phym vi kinh doanh thuoc phai kiem soil d^c 
bipt phu hpp vdi phym vi boat dpng cua ca sd dip ung quy dinh tyi khoan 5 Dieu 143 
Nghj djnh so 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi tiet mpt sd 
dieu va bipn phap thi hanh Luyt Dupe.

3. Thyc hipn vipc cap nhat lieu chuan chat lupng cua thuoc theo quy djnh tyi 
Tlidng tu so 11 /2018/TT-BYT ngay 04/5/2018 ciia Bp tmdng Bp Y te quy dinh ve chat 
lupng thuoc, nguyen lipu lam thuoc.

4. Thyc hipn, phoi hpp vdi ca sd nhap khau thyc hipn theo dung quy djnh tgi 
Cong v5n so 5853/QLD-CL ngay 19/4/2019 cua Cyc Quan ly Dupe ve vipc ki^m tra 

chat lupng nguyen lipu lam thuoc nhdm sartan doi vdi cac thuoc thupc danh myc tai 
Dieu I ban hanh kem theo Quyet djnh nay cd chua dupe chat thupc nhdm sartan

5. Thude dupe gia hyn giay dang ky luu hanh tyi Quyet djnh nay nhung chua npp 
ho sa cyp nhyt npi dung nhan thuoc, td hudng dan sir dyng thude theo quy djnh ciia 
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cOa Bp tnrdng Bd Y te thi phai thyc hien 
cap nhyt theo quy djnh tyi diem b Khoan 1 Dieu 37 Thong tu so 01/2018/TT-BYT trong 
thdi hyn 12 th&ng ke hr ngay dupe gia hyn giay dang ky luu hanh.
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6. Sau 12 thang ke tir ngay ky ban lianh Quyel djnh nay, cac thuoc dirge gia hgn 
giay dang ky Iiru hanh theo Quyel djnh nay co thay doi ve npi dung hanh chinh (bao 
g6m ca mlu nhan va to huang dan sir dyng thuoc) phai san xuat va liru hanh vai cac npi 
dung da dugc phe duy?t thay doi trong ho so gia ban.

7. Co s6 d5ng ky thuoc phai bdo d^m duy tri dieu ki$n ho?t dpitg trong thfifi gian 
hi?u l\rc cua giay d5ng ky luu hanh thuoc, nguyen lieu lam thuoc. Trong tnrong hop 
khong con dap irng du dieu kien hogt dgng, co so dang ky phai co trach nhiem thgc hign 
thay doi co si dSng ky theo quy djnh tai Thong tu so 08/2022/TT-BYT trong thcri hgn 

30 ngay ke tir ngay co sd dang ky khong con du dieu ki£n boat dong.
8. Co so san xuat thuoc phai b^o dam cac dieu ki?n boat dpng ciia co so san xuat 

trong thoi ban hieu l\rc cua giay dang ky luu hanh thuoc, nguyen li?u lam thuoc.
9. Cac thuoc dugc gia ban giay dfing ky liru hanh tai Quyet djnh nay dugc tiep 

tyc si> dyng so dang ky da clp truoc khi gia han trong thbi han toi da 12 thang ke tu 
ng^y dugc cap so d5ng ky gia han theo quy djnh t^i Phy lyc VI ban hanh kem theo 
Thong tu so 08/2022/TT-BYT.

Dieu 3. Quyet djnh nay co hieu l\rc ke tir ngay ky ban hanh.
Dieu 4. Giam doc So Y te c^c tinh, thanh pho true (huge Trung irong va Giam 

doc ca so san xuat va co so dang ky co thuoc tat Dieu 1 chju trach nhtgm (hi hanh Quyet 
djnh nay./.
Nm nh(m:
- Nhir Dieu 4;
- BT. Bao Hong Lan (de b/c);
-TT. DoXuan Tuyen fde b/c);
- Cyc Quan y - Bo Quoc phong, Cyc Y te * Bp Cong an;
- Cue Y tc GTVT - Bp Giao thong vgn tSi;
- Tong Cyc Hai quan - Bp Tai chinh;
- Bao hiem x«1 lipi Viyt Nani;
- Bp Y te: Vy PC, Cyc QLYDCT. Cyc QLKCB, Thanh tra
Bpf V5n phong HDTV cap GDKLH thuoc, NLLT;
- Vipn KN thuoc Tir, Vipn K.N thuoc TP. HCM;
- Tong Cong ly Dupe Viet Nam - Cong ly CP;
- Cac B$nh vicn. Vi?n co giudng bpnh true thupc Bp Y tc;
- Trung tarn mua shm tpp trung ihuoc quoc gia;
- Cue QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
- Liru: VT, DKT (T) (02b).
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Phy lyc 1
DANH MVC 918 THUOC SAN XUAT TRONG Nli'6c DU'QC GIA HAN ClAV DANG KY LUU HAN!! TA1

VIET NAM HlEU Lij'C 05 NAM - D(?T 187
(Kdm theo QuySt dinh so 737 /QO-QLD ngay 09thaity 10/i^m 2023 

aia Cue Quan ly Dtepe)

SoSh dftng ky 
gia ban 

(S6dSng k^' 
da cap)

TuoiHoat chdt chinh - 
Ham lirpng

Tieu
chuan

Ten (huoc Quv edeh dongDang b^oST
l/inche thyg6iT

(Ihang) gia
hyn
(9)(8)(6)(5) (7)(4)(3)(1) (2) Q0_

I. Cof stfdSng ky: Congty Co phan Dirgrc phSm 2/9 (Dja chi: 299/22 Ly Thircmg Kiyt, Plmdng 15,Qugn 11, Thanhpho 
Ho Chi Minh, Viyl Nam)
1.1. Or sosan xu^t: Cong ty Co phan Diryc pham 2/9 (Dja chi: 930 C4 duerng C, K.hu cong nghiyp Cat L.ii, cym 2, 
Phirfimg Thynh My Lyi, Quyn 2, TP.Ho Chi Minh, Viyt Nam)

)NO
5pt;oc

Hpp 20 6ng x 5 NSX 36 893110251923
(VD-27732-17)

01Arginin aspartat Ig Dung djcli 
uong

Nadygenor1
ml

Thuoc bpt 
uong

Moi goi chiia 
Macrogol 4000 1 Og

NSXHpp 20 Goi x
10,21 g

893100252023
(VD-19299-13)

36 01Nadypharlax2

Vicn non NSX 36 893110252123
(VP-25103-16)

Alopurinol 300mg Hpp 3 vi x 10 
vicn

01Allopurinol 3003

NSX 36 893110252223
(VD-30253-18)

01Alorvnsiatin (dirai 
dyng Alors'astatin 
calci) 20mg

Vicn nen 
bao phim

Hpp 3 vi x 10 
vicn; Hpp 10 vi 
x 10 vicn

Atorvnstalin 204

Hpp I vi x 10 
vicn

NSX 36 893100252323
(VD-29639-18)

01Fexofenadin 
hydroclorid 180mg

Vicn nen 
bao phim

Fexnad 1805

2. Cff sd* dilng ky: C6ng ty C6 phan Dir pc Phfim Imexpharm (Dja chi: So 04 Dirang 30/4, Phu^rng 1, TP.Cao Ldnli, Dong 
Thap, ViytNam)
2.1. Ctr sasan xu&t: Chi nhdnh 3 - C6ng ty CPDP Imexpharm tyi Blnh Dinmg (Dja chi: So 22, Duong so 2, Khu cong 
nghipp Vipt Nam - Singapore II, Phirong Hoa Phii, TP.Thu Dau Mpt, Tinh Binh Dtromg,Vipt Nam)

Thuoc bpt 
pha tiem

USPhign
hanh

24 893110252423
(VD-26841-17)

Cefoxitin (dtrdi 
dang cefoxitin 
natri) Ig

Hpp 1 Lp x I 
gam; Hop 10 Lp 
x l gam.

01Cefoxitin I g6

Thuoc bpt 
pha tiem

Ceftizoxim (duoi 
dang ceftizoxim 
natri) Igam

Hpp I Lp x I g; 
Hpp 10 Lp x Ig

USP hipn 24 893110252523
(VD-29757-IX)

01Ceftizoxim !g7
hanh

Cefpodoxim (dudi 
dyng Cefpodoxim 
proxeti!) lOOmg

Vicn nen 
bao plum

Hpp 03 vi x 10 
Vicn

USPhipn 24 893110252623
(VD-27890-17)

01Imedoxim 1008
hanh

Thuoc bpt 
pha tiem

NSX 24 893110252723
(VD-26846-I7)

Cefotaxim (dudi 
dang Cefotaxim 
natri) Ig

Hpp I Lp x 1 
gam. Ip thuy 
tinh; Hpp 10 Lp 
x 1 gam. Ip thuy

01Imetoxim 1 g9

tinh
NSX 893110252823

(VD-30399-18)
Cefixim (dxrdi dang 
cefixim trihydrat) 
200mg

Vicn nang 
cung

H$p 02 vix 10 
vicn

24 01Imexime 20010

Hpp 2 vi x 5 vicn NSX 36 893110252923
(VD-20746-14)

OiCefuroxim (dudi 
dang Cefuroxim 
axclii) 250mg

V icn nen 
bao phim

Zanimex 250II

2.2. Cff sdsan xu^t: C6ng ty Co phan Diryr Ph^m Imexpharm (Dja chi: So 04, Duong 30/4, Phudng 1, TP. Cao Lanh, 
Tinh Dong Thap, ViC’t Nam)
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SodSng ky 

gia han 
(SAdflng ky 

dfl clp)

Ten thuoc Hont chilt chinh • 
Ilhm lirgrng

TuoiQuy c^ch d6ng Tieu
chuan

Dgng baoST
l^nth^g6ich£T

(th6ng) gia
ban
(9)(8)(2) (5) (6) (7)(3) (4)0)

893110266823 
(VD-28782-18)

H6p 4 vi x 7 
vi6n; Hpp 10 vi 
x 10 vicn; Hop 
100 vi x 10 vicn; 
Chai 14 vicn

NSX 36 01Pyomczol Omeprazole (dirai 
dpng Omeprazole 
pellet 8.5%) 20mg

Vicn nang 
crnig chua 
vi hat bao 
tan trong 
nipt

150

19. Ccr saddng ky: C6ng ty c6 phan Dinre Hi Tinti (Dja chi: So 167, dtrcmg Ha Huy Tap, Phirang Nam Ha, thanh pho Ha 
TTnh, Tlnh Ha TTnh, Vipt Nam)
19,1. C<rsfr san xuit: Cong ty c6 phan Dirpr HaTmh (Dja chi: So 167, dirang HA Huy Tap, PlurongNam Ha, thanh pho 
Ha TTnh, Tinh Ha TTnh, Vi$t Nam)

Zl.
TY

can
Hpp l luyp 5g, 
lOg, I5g, 20g, 
25g, 30g

NSXBetamethason 
dipropionat 3,2mg

Kem boi da 36 893110266923
(VD-28796-1K)

01Hcmprcnol151 »ttAj

Hop 5 vi x 10 
vi£n; Hpp 10 vi 
x 10 vicn; Hpp I 
Lp x 50 vicn;
Hpp 1 Lp x 100 
vicn; Lp 500 vicn

36Ibuhadi Ibuprofen 400mg Vicn nen 
bao phim

893100267023
(VD-28797-18)

152 NSX 01

Liritoss Alor\'asiaiin (dirdi 
dpng Ator\'astatin 
calci trihydrai) 
lOmg

Hpp 10 vi xJO 
vicn, hpp 5 vi 
xlO vicn, hpp 2 
vi xlO vicn

36 893110267123 
(VD-27711-17)

Vicn nen 
bao phim

NSX 01153

Gabapentin 3Q0mg Hop 3 vi, 5 vi, 
lOvix 10 Vicn; 
Hpp 1 Lp x 100 
Vicn

Ncurohadinc Vicn nang 
ct>ng

NSX 36 893110267223 
(VD-27713-J7)

154 01

Ncwnalginc Paracetamol 
325mg; Tramadol 
hydrochlorid 
37,5mg

Vicn nang 
cCmg

Hpp 03 vi, 05 vl, 
lOvix 10 vicn

24 893111267323
(VD-21210-14)

NSX 01155

G Moi 100ml chua 
povidon iodin lOg

PVP - Iodine 10% Dung djeh 
dung ngoai

Hpp 1 Ip 20ml; 
hpp 1 lp30ml; 
hpp 1 lp 50ml; 
hpp I Ip 80ml; 
hpp I Ip 90ml; 
hpp 1 lp 100ml; 
hpp I lp 120ml; 
hpp I )p 125ml; 
hpp I lp !30rnl; 
hop I lp 150ml; 
hpp 1 lp 180ml; 
hpp 1 lp 200ml; 
hpp I Ip 250ml; 
Ip 260ml; lp 
330ml; Ip 
500ml; Ip 
1000ml; Ip 1200 
ml; Ip 1500ml.

36 893100267423
(VD-27714-17)

NSX 01
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SoHoat chat chinli - 

Him Itrgrng
Tudi So dSng ky 

gia h^n 
(So ddng ky 

dfl c4p)

Ten thuoc Quy cich d6ng Ti6u
chuan

ST D$ng bio
linch6 gdi thoT

(thing) gia
ban
(9)(3) (6) (8)0) (4) (5)(2) (7)

Natri diclofenac 
0,lg

Hop 1 Tuyp x 10 
gam; Hop 1 
Tuyp x 15 gam; 
Hop I Tuyp x 
18,5 gam; Hop I 
Tuyp x 20 gam; 
Hpp I Tuypx 21 
gam; Hop I 
Tuyp x 24 gam; 
Hop I Tuyp x 25 
gam; Hop I 
Tuyp x 50 gam; 
Hop 1 Tuyp x 30 
gam; Hop I 
Tuyp x 75 gam; 
Hop I Tuyp x 
100 gam

NSXRhomatic Gc! a Gel boi 
ngoni da

36 893)00267523
(VD-26693-17)

157 01

*
:c

!G%
ofc

Siro thuocTertnUalin sulfat 
l,Smg, Guaifenesin 
66,5mg

158 Tebunesin Hop 1 lo x 30ml, 
Hop l lo x 60ml, 
Hop l lo x 
100ml, Hop I lo 
x 125ml; 6ng, 
Hop 10 ong, 20 
ong, 30 ong x 
5ml; Hpp 10 
ong, 20 ong, 30 
ong x 10ml

NSX 36 893110267623 
(VD-28657-18)

01

20. C<r sor dfing ky: Cong ty Co phan Dime Ifu Giang (Dja chi; 288 Bis, Nguyen Van Cir, phircmg An Hoa, qu$n Ninh 
Kicu, lhanh pho Can Tho, Vipi Nam)
20.1. Ccr sfr sin xuat: C6ng ty Co phan Dirfc Hfu Giang (Dja chi; 288 Bis, Nguyen Vfin Cir, phufrng An Hoa, qufn Ninh 
Kicu, thanh pho Can Tho, Viet Nam)

Moi 5 ml dung djeh 
chura: Tobramycin 
I5mg

Thuoc nho159 Ivis Tobramycin Hpp I Chai x 5 NSX 24 893110267723
(VD-26705-17)

01
mlm5t

Moi 10 gam co 
chua; Acid fusidic 
0,2 gam (acid 
fusidic 2%)

Hpp 1 Tuyp x 10 
gam

NSX 893110267823 
(VD-21213-14)

160 Medskin fusi Kem boi da 36 01

Moi 20g chura: 
Aluminium

Hondjeh
uong

NSX 893100267923
(VD-30249-iK)

161 StoccclP Hop 24 C6i x 20 
gam

36 01

phosphat gel 20% 
12,38 gam

20.2 Cc so- snn xu^t: Cong Ty C6 Phan Dmyc Hau Giang - Chi nhinh nhi miy du^c ph£m DHG tf i H^u Giang (Dja
chi: Lo B2 - B3, Khu cong nghiep Tan Phu Thgnh - Giai doan I, xa Tan Phu Thanh, huyen Chau Thanh A, tlnh Hqu Giang, 
Vipt Nam)



83
SoTudi So ding ky 

gia han 
(So dSng ky 

dfl c4p)

Hont chat chfnh - 
lir^ng

Ten thuoc Ti^u
chuan

Quy cAch d6ngST Dfng bio
Ianch6 thpg6iT

(thing) gm
ban
(9)(8)(3) (4) (5) (6)0) (2) (7)

95.2 0 sfr snn xufit: Cong ty C6 ph^n Diryc - Trang thi(‘t bj y te Blnh Djni (B1DIFHAH) (Tn,is6 chinh: 498 Nguyen
Thii Hoc, P. Quang Trung, Tp. Quy Nhan, linh Binh Dinh, Viol Nam; Dja chi nha may: Chi nhanh Cong ty co phan Dirofc - 
Trang thict bi y Ic Binh Djnh (Bidiphar) - Nha may cong ngh$ cao Whom Hpi: L6 A3.01-A3.02-A3.03, khu A Khu kinh le 
Nhon Hpi, x3 Nhom Hpi, lhanh pho Quy Nhcni, linh Binh Binh, Vipl Nam)

C.anpaxcl 30 Dung djeh 
tiem

Hpp 1 Lp x 5 mi USP42Pnclitaxel
3()mg/5mi

893114343523 
(VD-2I63I-14)

01917 24

Oxaiipialin 50mg Hpp 1 Lp USP43918 Lyoxaiin F50 Bpi dong 
kho pha liem

36 893114343623
(VD-27262-17)

01

Ghi chu:
1. Cock ghi lieu chuan ch/if hu/ng thuoc tai cdt (6):
- Nha am xudt (NS?Q, Tiiu chuan nhd am xudl (TCNSX), Tieu chuan co ad (l'CCS), In-house co y nghta firong duwig nhau, 
Id tiC'u chudn ch/tt luemg thude do co ao adn xudl xdy thing xd deu cd ihd ihnre ghi tr&n nhiin ihude.
*- Cdch vict tiil ede lieu chudn chat hr^mg dtnrc dien: Dtroc itien Viet Nam (DBVN), Diryc dien Anh (HP). Duoc dien 
(USP), Duoc dien Nhdt Ban (JP). Die(rc dien Trung Qttdc (CP), Dmre dien Chdu du (EP), Dtroc dien Qudc te (IP)...
2. Sd dang ky tai cot (8):
- Sd ddng kygia han Id sd dang ky duoc cdp theo tjtty djnh tai Phu luc VI Thdng nr 08/2022/lT-Ii YT ngdy 05/09/2022 ettet 
Bp tru&ng Bo Y te guy djnh vl#c ddng ky luu hdnh thude, nguydn li$u lam thude.
- .So ddng &y dii cap (duoc ghi trong ngodc don) Id ad ddng ky dd dupe cdp iruoc khi thude dupe gia han theo tptydt dinh 
ndy.
• Cdc thude dd dupe cdp ad ddng ky lun ddu tru/rc ngdy 01 thdng 01 ndm 2023 dupe gia han gidy ddng ky luu hdnh tin dupe 
Hep tuc ate dpng ad ddng ky dd cdp tru&c khi gia han trong thdi hpn tdi da 12 thdng ke tir ngdy diprc cdp sd ddng ky theo edit 
mite m&i.
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