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Kinh mi: SO Y TE TiNH NINH THUAN
(Sau day goi Id “Bin mai thdu,!)

' ' CONG TY CO PHAN GOLD STAR PHARM (sau day goi la "Nhd thdu ”) co tham dy va 

InjTTg^th'auTaft'pham: ALMASANE theo Quyet dinh trung thau so: 08/QD-SYT ngay 05/01/2024 

cua Sd Y te tinh Ninh Thuan.
Nay Nha thau lam cong van nay xin thay doi thong tin So dang ky cua mat hang ALMASANE

*
cu the nhu sau:

Don So dang ky mol 
xin thay doi

So dang ky da 
trung thau

Ten nha san 
xuat

Quy
eachTen thuocStt vi

tinh

Cong ty TNHH 
Lien doanh 

Stellapharm - 
Chi nhanh 1

Hop 20 
goix 1 OgALMASANE Goi VD-23962-15 8931003981231it

Bang van ban nay, chung toi xin thong bao ve viec dieu chinh va cung ung san pham 

ALMASANE theo so dang ky mai 893100398123. Viec thay doi So dang ky nay khong anh 
hirbng den cac thong tin khac cung nhu chat luong san pham. (dinh hem tdi lieu Gidy phep lieu 
hdnh san pham theo so dang ky cu vd mai de Quy Sd doi chieu).
Ngay ap dung: 01/04/2024
Nhd thdu xin dinh kem ede tdi lieu saw.
1. Giay phep liru hanh san pham
2. Quyet dinh 776/QD-QLD ve viec gia han giay dang ky liru hanh

Kinh mong Ben mai thau xem xet va chap thuan cho Nha thau dirge tiep tuc cung cap san pham 
theo thong tin thay doi tren.

Tran trong cam an!

DAI D1EN HOP PHAP CUA NHA THAU 

AM DOC M/

★(golShariJ*

TRAN LY SI MINH
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BO YTl!: C0NG HOAXA HQl CHO NGHTa VIETNAM
V

fV,

I SOCIAUST RHPUULIC 01 VIKrNAMMINISTRY Ol-HliALTH
eye QUAN LY DU’O'C

PRIG AD.MIMMRATIOS OKVIfTISAM
Dm' Inp - T^r^ln - H^nh phiic
Indcjwndcnce • Krectlom • Happiness

* 138AGi4ng VC • Ha • \A£t Nani 
T*J. 04.4 37366403/30464413 • Fax; 04.433234758a

TS

G1AY PHEP LU U HANH N«PHA>r
CO PHANc MARKETING AUTHORIZATO<J4 OLD STAR PHARM/;*

T§n thu6c 
Name of Drug:
Thanh phln chlnh, ham lu’Q’ng : 
Active Ingredients, Strength:

Almasane

faK
Mil gPi I0g ehi>a: Nh6m hydroxyd yd 14%ih- vmm hydroxyd 30%3214mg) 450 mg; Magnesi hydroxyd 
I333mg) 400 mg; Slmethicon {dirttf dang'SffrerfTTJon 30% 167mg) 50 mg

HOP 20 g6i x 10g; H6n djeh u6ngQui each d6ng g6i, bSo chO 
Packing Size, Dosage form:
Tifeu chuin ch^it lu,o,ng
Quality Specification:

H?n dung 
Shelf- life:

$6 gily ph^p luu hdnh san phim (SOK):
Marketing Authorization Number.
S6 quy^t djnh 
Approval Decision Number:
Hi$u lye cua giliy ph§p lu-u h^nh san phlm: co gi^ trj 05 nSm ke tip ngAy clp 
Expiration Date of this Marketing Authorization:

ISm TCCS.ri0Kx 24th^ng •

VD-23962-15

I
T'

Ngay c^p: 17/12/2015662/QO-QLD
Date of Issuance:

Cong ty TNHH LD Stada-Vi?t Nam.Ten co scrdSng
Name of Marketing Authorization Holder
Dja chi 
Address:
T£n co sd1 sdn xudt 
Name of Manufacturer:

Dja chi 
Address:

T6n co sd* d6ng g6i 
Name of Assembler

Oja chi 
Address.

p\&
K63/1 Nguyln Thj Soc. My H6a 2, xa Xudn Thd'i 
Odng, huyOn H6c M6n, Tp. HCM - Vi§t Nam

A Cong ty TNHH LD Stada-Vi^t Nam

S6 40 Oai I0 Ty Do, KCN Vi^t Nam - Singapore,
Thuan An, Binh Dirong - Vi$t Nam

VI

Ha N$i, ngiiy 17 thing 12 nim 2015. 
eye truing eye quAn vt du^c

GENERAL4JIKECTOR OF THE DRUG ADMINISTRATION OF VIETNAMft
Ghi chu: (Note) f i
1> Gi&y ph6p liru hdnh sin phim niy diroc cip theo dung h 
ding ky thu6c d8 di/oc 60 Y li ph6 duyOt, \\

This marketing ai/fhori/elton Ass been issued In accordance wflh the > 
approved tiy die Vrefnam Ministry of Health.
2- Bit cCr s^r thay d6i ndo vi n^l dung cua gtiy ph6p phi 16 
Cyc Quin ly diryc • BQ Y t£ xic nh$n.
Any variations of the contents of (ho marketing authorization am roquimd to be 
adopted by the Drug Administration of Vietnam.
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Bk>\ KyboiiCgcOuin
BO YTE 

QUAN LY DlTOC

S6: 776 / QD-QLD

CONG HOA XA HOT CHU NGHTA VIET NAM 
Doc lap - Tu* do - Hanh phuc

Ha N6i, ngay 19 thdng 10 nam 2023

QUYET DINH
Ve vice ban hanh Danh muc 435 thuoc san niro'c
duo’c gia han giay dang ky lira hanh tai

35
88TfPH

97 CONG TY \4\
CVC TRI/ONG CVC QUAN MfflSfeB

Can cu Luqt Duoc so 105/2016/QH13 ngay OoX
Can cu Nghi dinh so 95/2022/ND-CP ngay 15. __

dinh chuc ndng, nhiem vu, quyen han vd ca can to chirc cua Box te;
Can cu Quyet dinh so 1969/QD-BYT ngay 26/4/2023 cua B6 truang Bo Y te 

quy dinh chuc ndng, nhiem vu, quyen han vd co cdu to chuc cua Cue Qudn ly Duoc 
thuoc Bo Y te;

Can cu Thong tu so 08/2022/TT-BYT ngay 05/09/2022 cua B6 truang Bo Y te 
quy dinh viec dang ky luu hanh thuoc, nguyen lieu 1dm thuoc;

Can cu ket luqn cua Hoi dong tu van cap giay dang ky luu hanh thuoc, nguyen
t I

lieu lam thuoc - Bo Y te;
Theo de nghi cua Truong phdng Dang ky thuoc, Cue Qudn ly Dupe.

hin

V'

te

I
I QUYET DINH:

Dieu 1. Ban hanh kem theo Quyet dinh nay danh muc 435 thuoc san xuat trong 
niroc duoc cap giay dang ky luu hanh tai Viet Nam - Dot 188, cu the:

1. Danh muc 372 thuoc san xuat trong nude duoc gia han giay dang ky luu hanh 
hieu lire 05 nam {Phu luc 1 kem theo).

2. Danh muc 56 thuoc san xuat trong nude duoc gia han giay dang ky luu hanh 
hieu luc 03 nam (Phu luc II kem theo).

3. Danh muc 07 thuoc san xuat trong nude duoc gia han giay dang ky luu hanh 
hieu luc den 31 /12/2025 (Phu luc 111 kem theo).

Dieu 2. Co sd san xuat va co sd dang ky thuoc co trach nhiem:
1. San xuat thuoc theo dung cac ho so, tai lieu da dang ky vdi Bo Y tc va phai in 

so dang ky duoc Bp Y te Viet Nam cap len nhan thuoc.
2. Chi dupfc san xuat, dua ra luu hanh cac thuoc kiem soat dac biet khi co Giay 

chung nhan du dieu kien kinh doanh duoc pham vi kinh doanh thuoc phai kiem soat dac 
biet phu herp vdi pham vi boat dong cua co sd dap ung quy dinh tai khoan 5 Dieu 143 
Nghi dinh so 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi tiet mot so 
dieu va bien phap thi hanh Luat Duoc.

3. Thuc hien viec cap nhat tieu chuan chat luong cua thuoc theo quy dinh tai 
Thong hi s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truang Bp Y ti quy dinh ve chat 
luong thuoc, nguyen lieu lam thuoc.

4. Thuc hien, phoi hop vdi co sd nhap khau thuc hien theo dung quy djnh tai
Cong van so 5853/QLD-CL ngay 19/4/2019 cua Cue Quan ly Duoc ve viec kiem tra
chat luong nguyen lieu lam thuoc nhdm sartan doi vdi cac thuoc thuoc danh muc tai ^ * •
Dieu 1 ban hanh kem theo Quyet dinh nay co chua duoc chat thuoc nhdm sartan

5. Thuoc duoc gia han giay dang ky luu hanh tai Quyet djnh nay nhung chua nop 
ho so cap nhat npi dung nhan thuoc, to hudng dan su dung thuoc theo quy dinh cua 
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bp truang Bp Y te thi phai thuc hien

i



cap nhat theo quy djnh tai diem b Khoan 1 Dieu 37 Thong tu so 01/2018/TT-BYT trong 
thai ban 12 thang ke tu ngay duoc gia ban giay dang ky luu hanh.

* * t

6. Sau 12 thang ke tu ngay ky ban hanh Quyet djnh nay, cac thuoc dugc gia han 
giay dang ky luu hanh theo Quyet djnh nay co thay doi ve noi dung hanh chlnh (bao 
gom ca mau nhan va td huong dan su dung thuoc) phai san xuat va luu hanh vdi cac noi 
dung da duoc phe duyet thay doi trong ho so gia han.

7. Co sd dang ky thuoc phai bao dam duy tri dieu kien boat dong trong thdi gian 
hieu lire cua giay dang ky luu hanh thuoc, nguyen lieu lam thuoc. Trong trudng hap 
khong con dap ung du dieu kien boat dong, ca sd dang ky phai co trach nhiem thuc hien 
thay doi ca sd dang ky theo quy djnh tai Thong tu so 08/2022/TT-BYT trong thdi han 
30 ngay ke tu ngay ca sd dang ky khong con du dieu kien boat dong.

8. Ca sd san xuat thuoc phai bao dam cac dieu kien boat dong cua ca sd san xuat 
trong thdi han hieu lire cua giay dang ky luu hanh thuoc, nguyen lieu lam thuoc.

9. Cac thuoc duoc gia han giay dang ky luu hanh tai Quyet djnh nay duoc tiep 
tuc su dung so dang ky da cap trude khi gia han trong thdi ban toi da 12 thang ke tu 
ngay duoc cap so dang ky gia han theo quy djnh tai Phu luc VI ban hanh kem theo 
Thong tu s6 08/2022/TT-BYT.

10. Phoi hap vdi cac ca sd dieu tri de thuc hien theo dung cac quy djnh hien hanh 
ve thuoc ke dan, theo doi an toan, hieu qua, tac dung khong mong muon cua thuoc tren 
ngudi Viet Nam va tong hap, bao cao theo quy djnh tai Dieu 5 Thong tu so 08/2022/TT- 
BYT doi vdi cac thuoc so thu tu 21,22, 23, 25 trong Phu luc II ban hanh kem theo Quyet 
djnh nay.

C(
a
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Dieu 3. Quyet djnh nay co hieu luc ke tu ngay ky ban hanh.
Dieu 4. Giam doc Sd Y te cac tinh, thanh p^ho true thuoc Trung uang va Giam 

doc ca sd san xuat va ca sd dang ky co thuoc tai Dieu 1 chju trach nhiem thi hanh Quyet
djnh nay./.
Noi nhan :
- Nhu Dieu 4;
- BT. Dao Hong Lan (dc b/c);
- TT. Do Xuan Tuycn (de b/c); ( _ (
- Cue Quan y - Bo Quoc phong, Cue Y tc - Bo Cong '
- Cue Y te GTVT - Bp Giao thong van tai; \* '
- Tong Cue Hai quan - Bp Tai chinh;
- Bao hiem xa hpi Viet Nam;
- Bp Y te: Vu PC, Cue QLYDCT, Cue QLKCB, Thanh tra 
Bp, Van phong HDTV cSp GDKLH thuoc, NLLT;
- Vien KN thuoc TLT, Vicn KN thuoc TP. HCM;
- Tong Cong ty Dupe Viet Nam - Cong ty CP;
- Cac Benh vicn, Vicn co giudng benh true thuoc Bp Y te;
- Trung tarn mua sam tap trung thuoc quoc gia;
- Cue QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT; 
Website;
- Luu: VT, DKT (T) (02b).

CVC TRtTONG
i. h.'cc.
Cue y;\;

Vu Tuan Cucmg



Phu luc I
DANH MUC 372 THUOC SAN XUAT TRONG Nl/CfC Dl/<?C GIA HAN GIAY DANG KY LUtJ HANH

TAI VIET NAM HIEU LUC 05 NAM - DOT 188
(Kent theo Quyet dink so 776 /QD-QLD ngay 19 thdng 10 nam 2023 

cua Cue Quan ly Duac)

Ten thuoc Hoat chat chinh - 
H&m luong

So dang ky 
gia han 

(So dang ky 
da cap)

So lan 
gia han

TuoiSTT Dang bao Quy each dong Tieu
chuanche gdi tho

(thang)

(9)(8)0) (2) (3) (4) (5) (6) (7)

1. Co” sd” d5ng ky: Cong ty Co phan Duoc phani va Sinh hfle Y te (Dia chi: 31 Ngo Thai Nhiem, Phiiang Vo Thi Sau, 
Quan 3, TP. H6 Chi Minh, Viet Nam)
1.1. Cff sff san xuat: Chi nhanh Cong ty Co phan Du-yc pham va Sinh hoc Y tc (Dia chi: L6 III-18, duang so 13, KCN 
Tan Binh, Phuong Tay Thanh, Quan Tan Phu, Tp. Ho Chi Minh, Viet Nam)

893100355823
(VD-30582-18)

0148Vicn nen Hpp 10 vi x 10 
vien

NSXAlzyltex Cctirizin
dihydroclorid
lOmg

1 56.

NG
PH893110355923

(VD-25317-16)
0136Hop 2 vi x 10 

vien
DDVNCefaclor 250mg Cefaclor (dirai 

dang Cefaclor 
monohydrat) 
250mg

Vien nang 
cirng

2 IAR

:Vh<893110356023
(VD-24892-16)

0136Hop 03 vi x 10 
vien

NSXFenbrat 100 Fenofibrat lOOmg Vien nang 
ciing

3

01893110356123
(VD-22358-15)

Ccfadroxil (duai 
dang Cefadroxil 
monohydrat) 
500mg

Hop 10 vi x 10 
vien; Hpp 20 vi 
x 10 vien

DDVN 36Ofbe- Ccfadroxil Vien nang 
ciing

4

2. C<x sff dang ky: Cong ty co phan Dupe pham 2/9 (Dia chi: 299/22 Ly Thuang Kiel, Phuang 15, Quan 11, Thanh pho 
Ho Chi Minh, Viet Nam)
2.1. Co'sd's^n xuat: Cong ty Co phan Duoc pham 2/9 (Dja chi: 930 C4 dirong C, Khu cong nghiep Cat Lai, cum 2, 
Phuong Thanh My Lai, Quan 2, TP.Ho Chi Minh, Viet Nam)

893100356223
(VD-30254-18)

01Fexnad 120 Fcxofcnadin 
hydroclorid 120mg

Vien nen 
bao phim

Hpp 1 vi x 10 
vien

NSX 365

36 893115356323
(VD-30255-18)

016 Nadyoflox Ofloxacin 200mg Vien nen 
bao phim

Hpp 5 vi x 10 NSX
vien

893100356423
(VD-22107-15)

01Simcthicon 80mg Vien nen 
nhai

Hpp lOvi x 10 
vien

NSX 247 Sicongast

3. Cflf so dang ky: Cong ty TNHH San xuat Thuang mai Duvc pham Thanh Nam (Dia chi: 3A Dang Tat, Phuong Tan 
Djnh, Quan 1, Tp Ho Chi Minh, Viet Nam)
3.1. Cff so san xuat: Chi nhanh cong ty TNHH SX-TM dup'c pham Thanh Nam tai Binh Duong (Dia chi: 60 D^i Ip 
Dpc Lap, KCN Viet Nam-Singapore, Thi xa Thuan An, Tinh Binh Duong, Viet Nam)

36 893110356523
(VD-30881-18)

018 Tana-Nasidon Nefopam 
hydroclorid 30mg

Vien nen 
bao phim

Hop 02 vi x 06 
vien; Hpp 10 vi 
x 10 vien

NSX

4. Co so d5ng ky: Cong ty co phan duoc pham Agimexpharm (Dia chi: 27 Nguyen Thai Hpc, Phuong My Binh, Thanh 
pho Long Xuyen, Tinh An Giang, Viet Nam)
4.1. Co so san xuat: Chi nhanh cong ty co phan duoc pham Agimexpharm- Nha may san xuat duoc pham 
Agimexpharm (Dia chi: Duong Vu Trpng Phung, Khom Thanh An, P. My Thoi, TP. Long Xuyen, Tinh An Giang, Viet 
Nam)

Moi tuyp 5 gam 
chiia: Clotrimazol 
50mg;

9 Gentritason Kem boi da Hpp 01 Tuyp x 5 
gam

NSX 24 893110356623
(VD3-23-19)

01



8
Ten thuoc Boat chat chi'nh - 

Ham luxmg
Tuoi So dang ky 

gia han 
(So dang ky 

da cap)

So lan 
gia han

STT Dang bao Quy each dong goi Tieu
chuanche tho

(thang)

(9)(1) (2) (3) (4) (5) (6) (8)(7)
45 Bromhexin 4 Bromhexine 

hydrochloride 4mg
Vien nen 
bao dirong

Chai 100 vien NSX 36 893100397423
(VD-21511-14)

01

46 Clorocid Chloramphenicol
250mg

Vien nen 
bao dirong

Hop lOOvix 12 
vien

NSX 36 893115397523
(VD-21513-14)

01

47 Devaligen - ND Paracetamol 
500mg, 
Phenylephrin 
hydroclorid 1 Omg

Vien nen Hop 25 vi x 4 
vien; Hop 10 vi x 
10 vien; Hop 5 vi 
x 20 vien

NSX 36 893100397623
(VD-25568-16)

01

48 Domperidon Caps Domperidon 
(dirdi dang 
domperidon 
maleat) lOmg

Vien
nang cung

Hop 3 vi x 10 
vien, Hop 10 vi x 
10 vien; Chai 200 
vien

NSX 36 893110397723
(VD-25468-16)

01

TV
\N893100397823

(VD-23310-15)
0149 Nicbesolvin-8 Bromhexin 

hydroclorid 8mg
Vien
nang cung

Hop 10 vi x 10 
vien; Chai 200 
vien, 500 vien

NSX 36
PHAR

893110397923
(VD-23951-15)

01Hop 7 vi x 4 vien; 
Hop 1 chai x 100 
vien

NSX 3650 Niczen Thiabendazol
500mg

Vien nen

28. Co* so’ dang ky: Cong ty TNHH Lien doanh Hasan - Dcrmapharm (Dia chi: L6 B, Duong so 2, KCN Dong An,
phudng Binh Hoa, thi xa Thuan An, tinh Binh Duong, Viet Nam)
28.1 .Co so san xuat: Cong ty TNHH Lien doanh Hasan - Dermapharm (Dia chi: L6 B, Duong so 2, KCN Dong An, 
phudng Binh Hoa, thi xa Thuan An, tinh Binh Duong, Viet Nam)

51 Duhemos 500 Acid tranexamic 
500mg

893110398023
(VD-27547-17)

01Vien nen 
bao phim 
tan trong 
mot

Hop 03 vix 10 
vien; Hop 05 vi x 
10 vien; Hop 10 vi 
x 10 vien

NSX 36

29. Co so dang ky: Cong Ty TNHH Lien doanh Stellapharm (Dia chi: K63/1 Nguyen Thi Soc, ap My Hoa 2, xa Xuan 
Thai Dong, huyen Hoc Mon, Tp. Ho Chi Minh, Viet Nam)
29.1. Co sd san xuat: Cong ty TNHH Lien doanh Stellapharm - Chi nhanh 1 (Dia chi: So 40, Dai Lp Tu Do, Khu cong 
nghiep Viet Nam - Singapore, Phudng An Phu, Thi xa Thuan An, Tinh Binh Duong, Viet Nam)

Hon dich 
uong

Almasane52 Aluminium 
hydroxide (dudi 
dang aluminium 
hydroxide 14%) 
450mg; 
Magnesium 
hydroxide (dudi 
dang magnesium 
hydroxide 30%) 
400mg; -
Simethicone (dudi 
dang simethicone 
30%) 50mg

Hop 20 gdi x 10 
gam

24 893100398123
(VD-23962-15)

NSX 01

30. Co sd dang ky: Cong ty TNHH Sinh Duoc pham Hera (Dia chi: L6 A17, Khu cong nghiep Tu Ha, thi xa Huong Tra, 
tinh Thua Thien Hue, Viet Nam)
30.1. Co sd san xuat: Cong ty TNHH Sinh Duoc pham Hera (Dja chi: L6 A17, Khu cong nghiep TuHa, thi xa Huong 
Tra, tinh Thua Thien Hue, Viet Nam)

J



9
Ten thuoc Hoat chat chinh - 

Ham liro’ng
So Ian 
gia han

Tuoi So d5ng ky 
gia han 

(So d3ng ky 
da cap)

STT Dang b&o 
chc

Quy each d6ng g6i Tieu
chuan thp

(thang)

(9)(1) (2) (3) (4) (5) (6) (8)(7)
Mife 1053 Mifepristone lOmg Vicn nen Hop 1 vi x 1 vicn TCCS 893110398223

(QLDB-648-18)
0136

31. Cffsadang ky: Cong Ty Co Phan Traphaco (Dia chi: S6 75 Pho Yen Ninh. Phircmg Quan Thanh, Quan Ba Dinh,

31.1. Co-so san xuat: Cong ty TNHH Traphaco Hirng Yen (Dia chi: Thon Binh Lirong - Xa Tan Quang - Huyen Van Lam 
- Tinh Hung Yen, Vi^t Nam)

54 Nuoc sue mieng 
T-B Fresh

Chai 500ml clura: 
Acid boric 15g (3% 
kl/tt); Xylitol l,5g 
(0,3% kl/tt); Natri 
clorid 3g (0,6% 
kl/tt; Natri fluorid 
0,1 g (0,02% kl/tt)

Chai 250 ml; Chai 
500 ml

NSX 36 893100398323
(VS-4863-13)

01Dung 
dich dung 
ngoai 
(nude sue 
mieng)

N
O
-a

01 M ★55 Nude sue mieng 
tre em T-B Kid

Chai 250ml chua: Chai 250 ml; Chai 
500 ml

NSX 36 893100398423
(VS-4864-13)

Dung 
dich dung 
ngoai 
(nude sue 
mieng)

Natri clorid l,5g 
(0,6%kl/tt); Natri 
fluorid 0,125g 
(0,05%kl/tt); 
Xylitol 2,5g (1%

i:

kl/tt)

32. Cff sd dang ky: Cong ty TNHH United International Pharma (Dja chi: So 16 VS P II - Duong so 7 - Khu edng 
nghiep Viet Nam-Singapore II - Khu lien hop Cong nghiep-Dich vu-D6 thi Binh Duong - Phudng Hoa Phu - Tp. Thu Dau 
Mpt - Tinh Binh Duong, Viet Nam)
32.1. Co1 sd san xuat: Cong ty TNHH United International Pharma (Dia chi: So 16 VSIP II - Duong so 7 - Khu cong 
nghiep Viet Nam-Singapore II - Khu lien hop Cong nghiep-Dich vu-D6 thi Binh Duong - Phudng Hoa Phu - Tp. Thu Dau 
Mpt - Tinh Binh Duong, Viet Nam)

Mdi 5ml chua 
acetaminophen 
(paracetamol) 80mg

Hon dich Hop 30 goi x 5ml; 
uong

56 Maxcdo 893100398523
(VD-26629-17)

01NSX 24
Bia kep 2 goi x 5ml

Ghi chu:
1. Cach ghi lieu chuan dial lucrng thuoc lai col (6):
- Nha san xuat (NSX), Tieu chuan nha san xuat (TCNSX), Tieu chuan co so (TCCS), In-house co y nglua tuong dirong nhau. Id lieu 
chuan chat hr(ntg Ihuoc do co so san xud! xdy dimg vd deu co the dupe ghi tren nhdn thuoc.

Cdch vie! tat ede tieu chuan chat lupng dupe dien: Dupe dien Viet Nam (DDVN), Dupe dien Anh (BP), Dupe dien My (USP), 
Dupe dien Nhdt Ban (IP), Dupe dien Trung Quoc (CP), Dupe dien Chau du (EP), Dupe dien Qudc te (IP)...
2. So dang ky tai cpl (8):
- So dang ky gia han Id so dang ky dupe cap theo quy dinh tqi Phu luc VI Thong tu 08/2022/TT-B YT ngdy 05/09/2022 ciia Bq 
Intong Bq Y te quy dinh viqc dang ky- lira hdnh thuoc, nguyen Hqu Idm thuoc.

So dang ky dd cap (dupe ghi trong ngodc don) id so dang ky dd dupe cap trude khi thuoc dupe gia han theo quyet dinh nay.
3. Cdc thuoc tai danh muc nay (tru ede thuoc STT 21, 22, 23, 25): sau khi het han gidy dang kj1 luu hdnh, trong ho so gia han nett 
cong ty khong co du lieu Idm sang chung minh an loan, hieu qua ciia thuoc, Cue Quan ly Dupe se trinh Hqi dong tu van cap gidy 
dang ky luu hdnh thuoc, nguyen lieu Idm thuoc khong tiep tuc gia han gidy dang ky hat hdnh.1
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