CONG TY CO PHAN GONSA CONG HOA XA HOI CHU NGHIA VIET NAM

$8: 1048/2024/CV-GSD-DT Déc lip — Tu do — Hanh phiic
"Viv: Xin thay d0i 56 dding ky TP. Hé Chi Minh, ngay 11 thing 11 ndm 2024

san phiam CALCIUM STELLA 500 MG”

Kinh giti: SO'Y TE TINH BINH PHUOC
(Sau day goi la “Bén moi thau”)

CONG TY CO PHAN GONSA (sau ddy goi la “"Nha thdu”) ¢6 tham du va tring thiu géi thau:
Mua thube generic cho céac co sé'y té cong lip trén dia ban tinh Binh Phudc dot 1 giai doan 2023 —
2025 san phim CALCIUM STELLA 500 MG theo Quyét dinh triing thau s6: 46/QD-SYT ngay 23/01/2024
cia S¢ Y té tinh Binh Phude.

Nay Nha thau lam cong vin nay xin thay dbi thong tin S6 ding ky cua san phim CALCIUM
STELLA 500 MG cu thé nhu sau:

Don £ ae 2 G T v Tén nha sin
Stt Tén thude Quy | ;" | Sodingkyda | Sodangkymoi |y 4 Nyge
ciach ; tring thau xin thay doi . %
tinh san xuat
CALCIUM STELLA ' Céong ty TNHH
500 MG (Calei Hop 1 L.ién doanh
1 carbonat 300mg + tuypx | Vicn VD-27518-17 5213)1(2)22;)3412;‘ Stellapharm -
calei gluconolactat | 20 vién (¥D- et Chi nhanh 1 —
2940mg) Viét Nam

Béng viin ban nay, ching to1 xin thong béo vé viée diéu chinh va cung ung san pham CALCIUM
STELLA 500 MG theo s6 dang ky moi 893100095424 (VD-27518-17). Vige thay ddi SO dang ky nay khong
anh huong dén cac thong tin khdc cting nhu chat luong san pham (dinh kem tai liéu Gidy phép heu hanh san
pham theo so ding ky cii va Quyét dinh gia han gidy ddng ky luw hanh véi so dang ky mai dé QuyBénh vién
doi chiéu).

Ngay ap dung: 11/11/2024

Nha thau xin dinh kéem cdc tai liéu sau:

1. Gidy phép lru hanh sin phim

2. Cong vin thay dbi tén thude thanh pham, mau nhén

3. Quyét dinh 90/QD-QLD ngay 31/01/2024 vé viée gia han gidy dang ky luu hanh

Kinh mong Bén moi thAu xem xét va chap thudn cho Nha thau duoe tiép tuc cung cap san pham theo thong

tin thay doi trén.
Tran trong cam on!
DAl DIEN HQOP PHAP CJUA NHA THA}/
TONG GIAM POC 4
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MINIST R_Y OF HEALTH SOCIALIST REPUBELIC OF VIETNAM
CUC QUAN LY DUQC Doc lap - Ty do - Hanh phac _
DRUG ADMINISTRATION OF VIEENAM independence - Freedom - I’l:ippinwﬂ‘éNG GI_A_M 96(:

138A Giling VO - Ha Nl - Vit Num
Tel 34.4.37365483/384644 13 - Fax 84438234758

GIAY PHEP LU HANH SAN

MARKETING AUTHORIZATION

Tén thubc : Calcium Stada 500 mg

Name of Drug:

Thanh phan chinh, ham lugng Calci 500mg (dwdi dang Calci lactat gluconat 2940mg:
Active Ingredients, Strength: Calci carbonat 300mg)

Qui cach dong goi, bao ché . Hép 5 vi xé x 4 vién, hdp 1 tuyp 20 vién; Vién nén sdi
Paclking Size, Dosage farm: bot

Tiéu chudn chét lvong . TCCS

Quality Specification:

Han ding ! 24 thang

Shelf- life:

Sé gidy phép Iwu hanh san pham (SDK): VD-27518-17

Marketing Authonzafionn Number:

Sb quyét dinh . 229/Qb-QLD Ngay cap: 22/6/2017

Approval Decision Number: Date of Issuance:

Hiéu luc cla gidy phép luu hanh san pham: co gi4 tri 05 nam ké tir ngay cap
Expiration Date of this Markeling Authoiizalion:

Tén co s& dang ky © Cong ty TNHH LD Stada-Viét Nam.

Nane of Markeling Authorization Holder

Pia chi . KB3/1 Nguy&n Thj Séc, ap My Hoa 2, x& Xuan Thoi
Address: Podng, huyén Hoc Mén, Tp. HCM - Viét Nam

Tén co s& san xuét - Chinhanh Cong ty TNHH LD Stada-Viét Nam

Name of Manufacturer: .
Dia chi ! S6 40 Pai 1o Ty Do, KCN Viét Nam - Singapore, Thuan
Address: An, Binh Duong - Viét Nam

Tén co s& dong goi

Name of Assembler

Bia chi

Address.

Ha N6i, ngédy 22 thang 6 nam 2017.
KT. CUC TRUONG CUC QUAN LY DUQC

FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

PHO CUC TRUONG
DEPUTY GENERAL-DIRECTOR

Ghi chu: (vore)
1- Gidy phép luu hanh séin phéim nay dugc chp theo ding hb s
dang ky thudc da dugc BS Y 1é phé duyétl.

This markeling authorization has been issued in 8ccordanco wilh the daxér_r - M/

approved by the \ietnam Ministry of Heafih. o
2. BAL cir sy thay déi nao v& ndi dung cua gidy pheép phai dur ¢ * 5

Cuc Quan Iy dugc - BO Y té xac nhan. o : .

Any variations of the contents of the marketing avthorizaton are raguied toba T " 3 5
adopted by the Drug Adminisiration of Vietnan. NGUYEN TAT DAT =
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Ty do - Hanh phic
Ll & 1QLD-PK Ha Noi, ngay A0 thdang 3 ndm 2020

V/v thay doi tén thude thanh phdm.
mau nhan

Kinh gii: Cong ty TNHH Lién doanh Stellapharm
Dia chi: K63/1 Newvén Thi Soc, dp My Hoa 2, xé Xudn Thoi Dong, huyén
Hée Mon, Tp. HCM.

Cuc Quan ly Duge nhan dugc ho so sb t]EﬁI nhan 464 3/TDTN ngay
05/11/2019 dbi véi thube san xudl trong nude da duge cap gidy dang ky luu hanh.

Can ctr Théng tu s6 32/2018/TT-BYT ngay 12/11/2018 cta Bo wudng BoY
té quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thube; Thong tu 56

01/2018/TT-BYT ngay 18/01/2018 ctia B truang Bo Y & quy dmh ghi nhan
thuoc ng,uyen liéu lam thude va & hudng dan st dung thude;

Can cir két | uan tai Bién ban thim dinh ho so thay ddi/bd sung cua cong ty,
Cuc Quc'm y Duoc cOy kién nhu sau:

Déng y dé cong ty duge thay doi tén thude thanh pham mau nhén dbi véi
thude Calcium Stada 500 mg, s6 dang ky: VD-27518-17, cu thé nhu sau:

1. Thay 101 tén thude:

- Tén thube da phé duyét: Calcium Stada 500 mg.

- Tén thube thay doi: Calcium Stella 500 mg.

2. Thay d6i mau nhan: Mau nhén thay doi duge dong ddu x4c nhan cia Cue
Quan ly Duogc kém theo Cong van nay.

Ngoai ndi dung duge thay ddi trén, 1At ca cac ndi dung khac gitr nguyén nhu
hé so dang ky thube luu tai Cuc Quan ly Dugc.

Co s¢ dang ky, co so san xudt phai chiju trach nhiém vé chét luong dbi vai
thude Twu hanh trén thi truong va ¢ trach nhiém thong bao su thay d6i nay dén cac
co quan lién quan va khach hang.

Sau 06 thang ké tu ngay ky cong van nay, thude khoéng duge san Kuat voi
cace ndi dung cti da dé nghi thay doi.

Cuc Quan ly Duoc théng bao dé cong ty biét va thue hién ding cac quy dinh
cua Viét Nam vé san xuAL va luu hanh thuéc./.

Noi nhdn: KT. CUC TRUONG

el PHO CUC TRUONG
- Cye truomg (dé bley: T
- L VT, DK (Chi). o

Nguyen I h anh Lam
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Fach ellervesnent onlel contus
Caigium D0 g
fae caltwim IaCtdle Queonals 294 iy
and rarbohbie 30T M)

Extapiants 1 4 e o, Labier
Indicationsa, Administraticn,
Contraindications and other

precautions:

pankig e

sy S o Lo
W Uy plice, protect ten simshere

(o nat 1ot above 20°C
Speciticanen:; n-house
KEEP OUT OF REACH OF CHILOREN

READ THE PACKAGE INGERT
CAREFULLY BEFORE USE

PL2TGALE

. TONG GIAM POC
. TOKG,BIAM BOC

Calcium
STELLA
500 mg

Calcium
500 mg

Viéen nén sui bot
HOp 1 tuyp
20 vién

B2 STELLA

A vign g st Dot et

Calmpn H00 iy
[slrdn ONG LA IACIDLL gl
)
Ti durert wia A5 A vién
Chi djnh, Cach ding, Chéng chl dinh
vt cdc thiag tin khisc:

2040 my A GO CArkeHAlY 3

Ko tong 1o hireng adn 50 dung thude
T e
Haa quan: Traeg bao B kan, nockhb

taeh G BB a8 khdng gua 36°C
Tagir ¢hiddes ap dung: 1005

O XA TAM TAY TRE EM

B0 KF HUONG DAN SIF DUNG

TRUGT KHE CUNG

SiK-Reg Nu vER-27518-17

Ahelfttoal

P T MA&u Hop: Calcium STELLA 500 mg
ﬁuj 005 it o o ot
s a ¥Y1131s
wnioen
Compusitian: Thanh phan:

Calcium
STELLA
500 mg

Calcium
500 mg

Eifervescent table

Box of 1 tibe x
20 tablets

B8 STELLA
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Mau Tuyp: Calcium STELLA 500 mg

Calcium
STELLA
500 mg

Calcium
500 mg
Vién nén sui bot

Effervescent tablet

Tuyp / tube x
20 vién / tablels

B2 STELLA

Tianh phidn

Kb vt DA g 01 R
8 sisrmg
e " ste gRgenats 2940 Mg
VAL ke 300G

s Ly
EhEdinh, CAzh tung. Chiey cal dink v fag
1i6ng tn khis

see Rrautg) 10 Mg o) G g W

S o Wt (et i
fad U w04

Tidu chiskn &6 dung !

BE KA TAM TAY TRE UM
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Gang ty THREM LD Stellapharn - Chi nidot 3
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T 508 ey
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Mau Hop: Calcium STELLA 500 mg

Calcium
500 mg

Calcium

STELLA .

Vién nén sui bot

500 mg

Calcium
STELLA
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Mau Vi Xé: Calcium STELLA 500 img
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x. Ky biviz Cue Quin

B, lumwye  BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
it “€UC QUAN LY DUQC Doc 1ap - Tu do - Hanh phiic
S6: 90 /QP-QLD Ha Néi, ngay 31 thdng o1 nam 2024
QUYET PINH

Vé viéc ban hanh Danh muyc 608 thudc sin xuit trong nuéc
dwgc gia han gidy ding ky luu hanh tai Viét Nam - Dot 192

CUC TRUONG CUC QUAN LY DUQC

Cén cir Ludt Dugc s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh ao 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chire nang, nhiém vy, quyen han va co cau té chire ciia B Y 16;

Cén cir Quyét dinh 56 1969/0D- -BYT ngay 26/4/2023 cua Bo truong Bo Y 1é quy
dinh chirc nang, nhiém vu, quvén han va co cau 16 chire ciia Cuc Quan Iy Duoe thuéce
Bj Y té;

Cén ctr Théng tw s6 08/2022/TT-BYT ngdy 05/09/2022 ciia Bo truong BG Y té
quy dinh viéc dang ky lwu hanh thudc, ncru‘yen ligu lam thuéc;

Can cir két lugn cia Hoi dong tw van cap gidy diang ky lwu hanh thuéc, nguyén
liéu lam thuéc - BG Y té dot 192 phién I va phién 2 tgi Cong van s6 102/HPTV-VPHD
ngay 11/12/2023 va Cong vin so 103/HDTV-VPHD ngay 12/12/2023 cua Van phong
Héi dong tw van cap GPKLH thude, nguyén liéu lam thuée;

Theo dé nghi ciia Truong phong Bdng ky thuéc, Cuc Quan Iy Diwoc.

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 608 thude sin xudt trong

nudce duorc gia han gifly ding ky luu hanh tai Viét Nam - Dot 192, cu 1!1c
. Danh muc 529 thubc san xuit trong nudc duge gia han gay ding ky luu
hanh hleu lwe 05 nam (Phu lyc [ kem theo).

2. Danh muc 70 thudc san xuat trong nudc duogc gia han gidy ding ky luu hanh
hiéu Iyc 03 nam (Phy luc IT kem theo).

3. Danh muc 09 thudc san xudt trong nuée duoc gia han gidy ding ky luu hanh
hiéu lue dén 31/12/2025 (Phu luc 111 kem theo).

Diéu 2. Co 50 san Xudt va co so dang ky thude cé trach nhi¢m:

1. San xuét thube theo dang cac ho s0, tai liéu da dang ky véi Bo Y té va phai
in s6 dang ky duoc BO Y lc Viét Nam cdp 1én nhin thude.

2. Chi dugc san xudt, dua ra luu hanh cac thudc kiém soat dic biét khi co Gidy
ching nhan da didu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dic biét phu hop voi pham vi hoat dong cia co s¢ dap ung quy dinh tai khoan 5 Piéu
143 Nghi dinh sé 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luat Dugc.

3. Thue hién viéc cip nhat tiéu chuin chét lugng cta thude theo quy dinh tai
Thong tu sé 11/2018/TT-BYT ngay 04/5/2018 cia B truong BO Y ¢ quy dinh vé
chit luong thude, nguyén ligu lam thudc.

4. Thude duge gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp ho so cip nhat ndi dung nhan thude, to& hudng dan st dung thube theo quy dinh
cta Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B truong B Y té thi phai thye
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hién cip nhit theo quy dinh tai diém b Khoan 1 E)leu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duge gia han glay dang ky luu hanh.

5. Sau 12 thang ké tur ngay ky ban hanh Quyét dinh nay, céc thube duge gia han
g1ay dang ky luu hanh theo Quyct dinh nay c6 thay dbi vé noi dung hanh chinh (bao
gdm ca mau nhén va to hudng dan st dung thudc) phai san xudt va luu hanh véi céc
ndi dung da dugce phé duyét thay déi trong ho so gia han.

6. Co s¢ dang ky thude phai bao dam duy tri diéu kién hoat dong trong thoi gian
hi¢u lyc cia gidy ding ky luu hanh thude, nguyén liéu lam thuéc. Trong trudmng hop
khong con dép Gng du diéu kién hoat dong, co so dang ky phii co tr ach nhiém thuc
hién thay déi co s¢ dang ky theo quy dinh tai Théng tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat déng.

7. Co s& san xuét thude phii bao dam cac diéu kién hoat dong cta co s& san
xudt trong thoi han hidu luc cua gidy dang ky Jwu hénh thude, nguyén licu lam thude.

8. Cac thuoc duogc gia han gidy dang ky hau hanh tai Quyet dinh nay duoc tlcp
tuc st dung so dang ky da cip trude khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc cap s& ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thoéng tu s6 08/2022/TT-BYT.

9. Phéi hop vdi cac co so diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thubc ké don, theo doi an toan, hi¢u qua, tac dung khong mong mudn cua
thudc trén ngudi Viét Nam va tonb hop, bao cdo theo quy dinh tai Piéu 5 Thong tu 56
08/2022/TT-BYT dbdi vai cac thude trong Phu luc IT ban hanh kém theo Quyét dinh
nay.

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

biéu 4. Giam dde S& Y té cac tinh, thanh phé true thude Trung wong va Giam
dbc co s san xudt va co so dang ky ¢6 thudc tai Diéu 1 chiu trach nhiém thi hanh

Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 4;

- BT. Dao Hong Lan (dé b/c);
- TT. Bé Xuan Tuyén (de blc);

- Cuc Quény - Bo Quéc phong, Cuc Y té - Bo Cong an;

- Cyc Y t& GTVT - B Giao thong van (ai; Lot

- Tong Cuc Hai quan - Bo Tai chinh; s

- Bao hif,m x4 hdi Viét Namy;

-Bo Y té; Vu PC, Cuc QLYDCI Cuc QL KCB, Thanh tra

B, Vin phong HDTV cap GPKLH thude, NLLT;

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

- Téng Coéng ty Duge Viét Nam - Cong ty CP;

- Cac Bénh vign, Vién c6 giwdng bénh truc thude Bo Y té;

- Trung tim mua sim tap trung thude quoc_ aia;

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

Website;

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

Vii Tudn Cuong

LGN
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Phu luc 1

DANH MUC 529 THUOC SAN XUAT TRONG NUOC BPUQC GIA HAN GIAY DANG KY LUU
HANH TAI VIET NAM HIEU LUC 05 NAM - POQT 192

(Kém theo Quyét dinh 56 90

/OD-QLD ngay 31 thang 01 nam 2024
cria Cuc Quan ly Duoc)

STT Tén thube Hoat chit chinh - | Dang bao | Quy cich déng gdi Titu Tudi Sh ding ky S6 1dn
Ham lwong ché chuin tho gia han gia han
(thang) | (S6 ding ky
di cip)
{1 (2) 3) “4) (3 (6) (7 (8) 9)

1. Co sé ding ky: Alcapharm B.V (Dia chi: Dorpstraat 101, 2742AN Waddinxveen, the Netherlands)

1.1. Co sé san xuit: Céng ty cb phin Duge vat tu'y té Hai Dwong (Dia chi: S6 102, phéd Chi Lang, phudng Nguyén Trii,
TP. Hai Dueng, tinh Hai Duong, Viét Nam)

1 |Vitamin C

Acid ascorbic
500mg/5ml

Dung dich
tiém

Hop 50 ong x Sml;
Hop 12 ong x Sml;
Hop 6 dng x 5ml

DDVN
[AY

24

803110047224
(VD-25862-16)

2. Co sé ding ky: Cong ty c¢d phin Euvipharm (Dia chi: Ap Binh Tién 2, xi Dtrc Hoa Ha, huyén Dirc Hoa, tinh Long An,

Viét Nam)

2.1. Co s sén xuiit: Cong ty ¢b phin Euvipharm (Dia chi: Ap Binh Tién 2, xd Dirc Hoa Ha, huyén Dirc Hoa, tinh Long

An, Viét Nam)

2 |Acefalgan 500 |Acetaminophen Viennén  [Hép 10 vix 10 vién | DDVN 36 893100047324 l
' 500mg Vv (VD-26134-17)
3 |Arginin Moi 5ml chia: L-  |Dung dich  |Hop 2 vix 10 ong NSX 36 $93110047424 |
Euvipharm Arginin hydroclorid udng x Sml (VD-25674-16)
1000myg
4 |Cefctor Cefaclor (dudi Vién nang |Hop 2 vi x 10 vién | USP 43 36 893110047524 1
500 mg dang cefaclor cung (VD-200692-14)
(monohydrat) 500mg
5 |Cefjidim g Ceftazidim (dudi  |Botpha Hop 1 lo USP 43 36 | 893110047624 1
' dang ceftazidim tiém (VD-18943-13)
pentahydrat + natri
carbonat) 1g

6 |Cefjidim 2g Ceftazidim (dudi Bot pha Hép 1 lo USP 43 36 893110047724 1
dang ceftazidim tiém (VD-18944-13)
pentahydrat + natri
carbonat) 2g

7 |Cifnir 300 mg ~ |Cefdinir 300mg Vién nang |Hop | vix 10 vién [JP XVII| 36 803110047824 1

cling {VD-20693-14)
8 [Cormiron Amiodaron Viénnén |[Hop 3 vix 10 vién |JP XVII 36 893110047924 1
200 mg hydroclorid 200mg (VD-19861-13)

9 {Emerop 0,5g Meropenem (dudi  |Bot pha Hop 1 lo USP 40 36 893110048024 1
dang meropenem  |tiém (VID-19339-13)
trihydrat) 0,5g

10 |Emerop lg Meropenem (dudi  |Bot pha Hap 1 lo USP 38 36 893110048124 1
dang meropenem tigm (VD-19340-13)
trihydrat) 1g

11, |Enatril 5 mg Imidapril Viénnén  |Hép 10 vi x 10 vién | JP XVIl| 24 893110048224 1
hydroclorid 5mg ' (VD-19865-13)
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STT| Ténthubc | Hoat chit chinh- | Dang bio |Quy cich déng géi| Ticu | Tuoi Sé ding ky |86 lan
Ham lugng ché chuén tho gia han gia han
(thang) | (S6 ding ky
da cép)
(1) 2 3 4 {5) (6) (7 (8) 9)
468 |Hasanflon 500 |Phan doan Vignnén |Hop 02Zvix 15 NSX 36 803110093924 1
flavonoid tinh khiét |bao phim  |vién; Hop 10 vix (VD-30842-18)
dang vi hat tuong 15 vién
rng: Diosmin
450mg; Hesperidin
50mg
469 |Lungastic 20 Bambuterol Vignnén  |Hop 03 vix 10 NSX 36 893110094024 1
hydroclorid 20mg vién; Hop 05 vix (VID-28564-17)
10 vién; Hop 10 vi
x 10 vién
470 |Mibedatril 5 Imidapril Viénnén [Hop 03 vix 10 NSX 36 893110094124 1
- hydroclorid Smg vién; Hop 05 vix (VID-26582-17)
10 vién; Hop 10 vi
x 10 vién
471 |Mibeplen 5mg |Felodipin 5mg Viénnén  [Hop 03 vix [0 NEX 36 893110094224 1
bao phim  |vién; Hop 05 vix (VD-25036-16)
tac dung 10 vién; Hop 10 vi
kéo dai x 10 vién
472 [Mibeviru Aciclovir 400mg Viennéen  |Hop 05 vix 05 NSX 36 893110094324 1
400 mg vién; Hop 10 vix (VD-30850-18)
05 vién
473 | Ridolip s 10/20 |Ezetimib 10mg; Viennén  |Hop 03 vix 10 NSX 24 893110094424 1
Simvastatin 20mg vién; Hgp 05 vix (VD-31406-18)
10 vién; Hop 10 vi
x 10 vién
474 |Terbiskin 1%  |Moi tugp 15g chia: Thuée kem [11dp 01 Tugp x NSX 36 893100094524 i
Terbinatin Sgam (VD-30851-18)
hydroclorid 150mg

84. Co s ding ky: Cong ty TNHH Lién Doanh Stellapharm (Dia chi: K63/1 Nguyén Thi Soc, Ap My Hoa 2, Xa Xuan

Théi Pong, Huyén Hoc Moén, Tp. Hd Chi Minh, Vigt Nam)

84.1. Co s& sin xuit: Cong ty TNHH Li¢n Doanh Stellapharm (Dia chi: K63/1 Nguy&n Thi Soc. Ap My Hoa 2, Xa
Xuén Thai Pong, Huyén Hoc Mén, Tp. Ho Chi Minh, Viét Nam)

475 |Entecavir Entecavir Viénnén  [Hop 3 vi x 10 vién NSX 24 893114094624 |
0.5 mg (dudi dang bao phim (VD-28561-17)
entecavir
monohydrate)
0,5mg
476 |Loratadine Loratadin 10mg Viénnén |Hop 3 vix 10vién; | NSX 36 893100094724 |
10 mg Hop 10 vix 10 (V13-20375-13)
vién; Chai 500 vién
477 |Perindastad 4 |Perindopril Viénnén  [T§p 1 vix 30 vien NSX 36 893110094824 1
erbumin (hay (VD-21769-14)
Perindopril tert-
butylamin) 4mg,
478 |Rabestad 10 Rabeprazol sodium |Viénnén  1Hop 3 vix 10 vién NSX 24 893110094924 1
|0mg bao phim (VD-23991-15)
fan trong
rudt
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STT Tén thube Hoat chét chinh - | Dang bito | Quy cich déng géi| Titu Tubi S6 ding ky Sb 1an
Ham lwgng ché chuin tho gia han gia han
(thang) | (S6 diing ky
da cip)
(1 2} (3) 4) (3) (6) (N (8) %)
479 |Stadeurax Crotamiton 2g/20g {Kem bdi da [Hop 1 tuyp x 20g NSX 24 893100095024 1
(VD-24574-16)
480 |Zoquine 300 Zidovudin 300mg  |Viénnén  [Hop 6 vix 10 vién, | USP 41 36 893114095124 1
bao phim  {vi PVC/nhém; Hop (VD-22353-15)
1 chai x 60 vién,
chai HDPE; Hop 1
chai x 100 vién,
chai HDPE
84.2. Co' s& san xuét: Cong ty TNHH Lién Doanh Stellapharm - Chi nhanh 1 (Bia chi: S4 40 dai 16 Ty Do, Khu cong
nghiép Viét Nam - Singapore, Phudng An Phi, Thanh phé Thuan An, Tinh Binh Duong, Viét Nam)
481 | Levetstad 250 |[Levetiracetam Viénnén {Hop 3 vix 10 vién; | NSX 36 893110095224 l
250mg bao phim  [Hép 6 vi x 10 vién; (VD-21104-14)
Hop 10 vi x 10 vién
482 |Azicine Azithromycin (du¢i [Vién nang |[Hop 1 vi x 6 vién: NSX 36 893110095324 1
dang azithromycin |cing Hop 10 vi x 6 vién; (VDD-20541-14)
dihydrate) 250mg Hop | chai x 100
vién
483 |Calcium Calci (duai dang Viénnén |HépSvixex 4 NSX 24 893100095424 1
STELLA Calci lactat stii bot vién; Hop 1 tuyp x (VD-27518-17)
500 mg gluconat 2940mg; 20 vién
Calci carbonat
300mg) 500mg
484 |Carvestad 6.25 |Carvedilol 6,25mg |Viénnén  |[Hop 3 vix 10 vién | USP 37 24 | 893110095524 1
(VD-29498-18)
485 [Diosmin 500 Phén doan Vién nén Hop 3 vix 10 vién; | NSX 24 893100095624 1
flavonoid vi hat bao phim  |Hgp 6 vi x 10 vién (VD-22349-15)
tinh ché twong ting
vii: Diosmin
450mg; Cac
Mlavonoid biéu thi
bing hesperidin
50mg
486 |Fexostad 120 |Fexofenadin Viégnnén  |Hop | vix 10 vién NSX 24 893100095724 1
hydrochlorid 120mg |bao phim (VD-25478-16)
487 |Irbesartan Irbesartan 300mg  |Viénnén  [Hop 2 vi x 14 vién NSX 36 893110095824 1
STELLA bao phim (VD-18533-13)
300 mg
488 |Lamostad 200 |Lamotrigin 200mg |Viénnén  {Hop 3 vi x 10 vién NSX 36 1893110095924 1
(VD-24563-16)
489 [Lamostad 50 Lamotrigin 50mg  [Viénnén  [Hop 3 vix 10 vién NSX 36 893110096024 1
(VD-24564-16)
490 |Lirystad 150 Pregabalin 150mg  |Viénnang [Hop 4 vix 7 vién; NSX 24 893110096124 1
cliing Hop 2 vi x 14 vién; (VD-30107-18)
Hép 4 vi x 14 vién
491 |Lisinopril Lisinopril (dudi Viénnén  |Hop 10 vix 10 vién | USP 41 36 %93110096224 i
STELLA dang lisinopril (VD-21533-14)
10 mg dihydrat) 10mg
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STT Tén thube Hoat chit chinh - | Dang bao | Quy cich dong géi | Tiéu Tubi Sb dang ky [ S6 1an
Ham luong chié chuin tho gia han gia han
(thang) (Sb ding ky
da c:ﬁp)

(1) (2) 3) 4) (5 (6) (7 (8) 9
492 |Lisinopril Lisinopril (dudi Viennén  |Hop 10 vi x 10 vién,{ USP 41 36 893110096324 1
STELLA dang lisinopril {(VD-23342-15)

2.5mg dihydrate) 2,5mg
493 |Lisinopril Lisinopril (dudi Viénnén  |Hop 10 x 10 vién USP 41 36 893110096424 1
STELLA dang lisinopril (VD-23343-15)
20 mg dihydrate) 20mg
494 1Qdistad 120 Orlistat (dudi dang [Viénnang |HOp 2 vi x 21 vién | USP 41 24 893100096524 1
orlistat pellets cling (VID-26567-17)
50%) 120mg
495 [Pantostad 40 Pantoprazol Viénnén [Hop 2 vix 7 vién; NSX 36 893110096624 1
{dudi dang bao phim  |Hop 4 vi x 7 vién; (VID-18535-13)
pantoprazol sodium |tan trong  [Hop 3 vix 10 vién;
sesquihydrat) rudt Hop 5 vi x 10 vién
40mg
496 |Partamol Paracctamol Viénnén  |Hdp 4 vi x 4 vién; BP 24 893111096724
Codein eff. 500mg; Codcin stii bot Hop 1 éngx 10 2020 (VD-14577-11)
phosphat 30mg vién; Hop 2 éng x
‘ ‘ 10 vién
497 |Pracetam 400  |Piracetam 400mg Vién nang [Hop 10 vix 10 NSX 36 893110096824
CAP cing vién; Hop 6 vi x 10 (VD-25554-16)
vién; Hop 6 vix I5
vién
498 |Risperstad ] Risperidone img  |Viénnén  [Hop 2 vi x 10 vién: | NSX 36 803110096924
bao phim  |Hdp 4 vix 10 (VD-18853-13)
vién; Hop 6 vi x 10
vién; Hop 1 chai x
50 vién; Hop | chai
x 100 vién
499 |Spirastad 1.5 Spiramycin Viénnén |Hop 1 vix 10 vién; | NSX 24 | 893110097024 1
M.L.U 1.500.000 TU bao phim  |Hop 3 vix 10 vién (VD-26577-17)
500 |Spirastad Plus  [Spiramyein Viénnén |Hop 2vix 10vién | NSX 24 | 893115097124 1
750.0001U; hao phim (VD-28562-17)
Metronidazol
125mg
501 |[Stacytine 200  |Acetylcysteine Viénnang [Hop 10 vix 10 NSX 24 293100097224 H
CAP 200mg cing vién, vi (VD-22667-15)
PV(C/nhém; Hop 1
chai x 100 vién
502 |Tadalafil Tadalafil 2,5mg Viénnén  [Hgp 3 vi x 10 vién NSX 24 893110097324 1
STELLA bao phim {(VD-29502-18)
2.5mg

85. Co s& dang ky: Céng ty TNHH MTV 120 Armephaco (Dia chi: 86 118 Vi Xudn Thiéu, phuong Phic Loi, quin Long
Bién, Thanh phd Ha Noi, Viét Nam)
85.1. Co siF san xuit: Cong ty TNHH MTYV 120 Armephace (Dia chi: Sé 118 Vii Xuan Thiéu, phudng Phic Loi, quan
Long Bién, Thanh phé Ha Néi, Vigt Nam)

503

Aphaneten

Clotrimazol 100mg

Vién nén
dar am dac

Hop 1 vi x 6 vién

NSX

36

803100097424
(VD-30118-18)

1







