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CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lip — Tw do — Hanh phiic

CONG TY CO PHAN GONSA
S6: 1121/2024/CV-GSD-PT
“Viv: Xin thay doi S6 ddng ky
sdn phdm CALCIUM STELLA 500
MG LR

TP. Hé Chi Minh, ngay 13 thang 12 ndm 2024

Kinh givi: SO'Y TE TINH NINH THUAN
(Sau day goi la “Bén moi thau”)

CONG TY CO PHAN GONSA (sau déy goi ld “Nha thdu”) c6 tham dy va tring thau géi
thdu: Géi s6 1 — Géi thiu thude generic va vic xin san pham CALCIUM STELLA 500 MG theo
Quyét dinh tring thiu sé: 08/QD-SYT ngiy 05/01/2024 ctia S& Y té Ninh Thuan.

Nay Nha thiu Iam cong vin ndy xin thay d6i thong tin S6 dang ky ciia san phidm CALCIUM

STELLA 500 MG cu thé nhu sau:

| £ s n X £
Pon So fiar:g s6 ding ky Ten n’l(la So 6
A £ Quy . ky da e s san xuat— | lwong
Stt Tén thuoc . vl . mg@i xin thay , 2 4 lwong
cach , trung 2 Nwée san | tring \ .
| tinh A doi £ 2 con lai
thau xuat thau :
| CALCIUM Cong ty
STELLA 500 TNHH
MG (Calci Hop/1 VD- 893100095424 | Lién doanh
1 | carbonat300mg | tuypx | Vién (VD-27518- | Stellapharm | 52.000 | 7.000
. = 27518-17 .
+ calci 20 vién 17) - Chi
gluconolactat Nhénh 1 -
2940mg) Viét Nam

Biang van ban nay, chung to1 xin thong bao vé viéc diéu chinh va cung Umg san pham CALCIUM
STELLA 500 MG theo s6 ding ky méi 893100095424 (VD-27518-17). Viéc thay d6i S6 dang ky nay
khong anh huong dén cac thong tin khéc cling nhu chit luong san phim (dinh kém tai ligu Gidy phép leu
hanh sén phém theo s6 ding ky cii va Quyét dinh gia han gidy ddng ky lwu hanh véi 56 ddng ky méi dé

Quy Bénh vién doi chiéu).
Ngay ap dung: 13/12/2024
Nha théu xin dinh kém cdc tai liéu sau:
1. Gidy phép luu hanh san phim
2. Cong van thay ddi tén thudc thanh phim, mau nhén

3. Quyét dinh 90/QD-QLD ngay 31/01/2024 vé viéc gia han gidy ding
Kinh mong Bén moi thau xem xét va chép thuén cho Nha thiu dug

pham theo thong tin thay ddi trén.
Trdn trong cam on!

DAI DIEN HOP PHAP JUA NHA TH

ky Iuu hanh
tiép tuc cung cip sin

o




PHU LUC DANH MUC THAY POI SO PANG KY
(Pinh kém céng vin s6 1121/2024/CV-GSD-PT ngay 13thang 12 ndm 2024)

S6 diang ky theo
Quyét dinh 08/QD-

S6 ding ky diéu

Tén ctia co sé' y té

s6 lwgng tring

S6 lwong da cung
irng theo so ding

S6 lwong cung
urng con lai theo

SYT ngay chinh thiu ky ciia Quyét dinh | sb diing ky diéu
05/01/2024 08/QP-SYT chinh
CALCIUM
G10217 |STELLA 500| vD-27518-17 | 55100095424 Bénh Vién Tinh Ninh Thuin 10.000 vién 10.000 vién 0 vién
(VD-27518-17)
MG
CALCIUM
G10217 |STELLA500| VD-27518-17 | o0 100095424 Trung T4m Y Té Huyén Ninh Son 25.000 vién 25.000 vién 0 vién
(VD-27518-17)
MG
CALCIUM
G10217 |STELLA500| VD-27518-17 | 505100095424 Trung Tam Y Té Huyén Thuan Béc 10.000 vién 10.000 vién 0 vién
(VD-27518-17)
MG
CALCIUM
G10217 |STELLA500| VD-27518-17 | 500100095424 Trung Tam Y Té Bac Ai 7.000 vién 0 vién 7.000 vién
(VD-27518-17)
MG
TONG 52.000 vién 45.000 vién 7.000 vién

S
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SAO Y BAN CHINH

Ngay...... thang ...... NaM........
BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
Ml\l%i’ﬁ\’ or UF ALTH SOCIALINT Rf PLIBLIC OF VIETRNAM :
CUC QUAN LY DUQC Boe tgp- ’Ftrdn - uanﬁ phﬁléNG GIAM ¥ 60
PRUG ARMINISTRATION OF VIETNAM 3 ~ D

1385 Giang VB - Ha NOL- Vigt Mam
Tol. 84 4.37300483/36464413 - Fax 84.438284756

Tén thudc

Name of Drug:

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

Qui cach déng goi, bao ché : Hop 5 vixé x 4 vién, hop 1 tuyp 20 vién; Vién nén sui
Packing Size, Dosage form: bot

Tiéu chudn chét lueng 0o TECS

Quality Specification:

Han dung :  24théng Foas "
Shelf- life: =y
Sb gidy phép Iluu hanh sén pham (SPK): VD-27518-17

Marketing Authorization Number:

S6 quyét dinh © 229/QD-QLD Ngay cap: 22/6/2017

Approval Decision Number: Date of Issuance:

Hiéu lyc clia gidy phép Iuu hanh san phdm: ¢6 gia trj 05 nam ké tir ngay cap
Expiration Date of this Marketing Authorization:

Tén co s¢ dang ky - Céng ty TNHH LD Stada-Viét Nam.

Name of Markeling Authorzation Hofdsr

Pia chi . K63/1 Nguyén Thj Sdc, &p My Hoa 2, xa Xuan Thoi
Address: Péng, huyén Héc Mén, Tp. HCM - Viét Nam

Tén co s& san xuat :  Chinhanh Céng ty TNHH LD Stada-Viét Nam

Name of Manufacturer:

bia chi < 8840 Pai1d Tw Do, KCN Viét Nam - Singapore, Thuén
Address: An, Binh Duong - Viét Nam

Tén co s& déng goi i ;

Name of Assembler

Bia chi

Address.

Ha Ngi, ngay 22 théng 6 nam 2017.

KT. CUC TR YNG Cuc QUAN LY pugc
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION BF VIETNAM |
PHO CUC TRUONG
BERUTY GENERAL-DIRECTOR
T
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Ghi chil: ivote)

1- Gify phép fwu hanh sén phim niy dwoe chp theo ding hd
dang ky thubc i duoe BO Y 18 phé duyét

This matketing authonzation has been issued fn accordance with the dossie
aﬁpmved by the Vietnam Ministry of Hesith. A
2. BAt cr s thay dbi nao vé ndl dung ciia gidy phép phai éw&\
Cuc Quéan 1§ duoc - BO Y téxéde nhan.

Any verfations of the contents of the marketing guthorization are required fo bg i‘

adoptod by the Diug Admiristeation of \ietnam. WGUY&& TAT DAT

B
1 RSN %
e




BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 1ap - Ty do - Hanh phiic
86 oLl /QLD-PK Ha Noi, ngay fp thang 3 ndm 2020
V/v thay d6i tén thudc thanh pham,
mau nhan

Kinh gii: Céng ty TNHH Lién doanh Stellapharm

Dia chi: K63/1 Nguyén Thi Séc, dp My Hoa 2, x&@ Xudn Théi Dong, huyén

Hée Mén, Tp. HCM.

Cyc Quén ly Dugc nhén dugc hd so sb tlep nhén 4643/TDTN ngay
05/11/2019 dbi véi thube san xut trong nudce di duge cap gidy ding ky luu hanh,

Cin ctr Théng tu sb 32/2018/TT-BYT ngay 12/11/2018 cia B6 trudong Bo Y
té quy dinh vidc dang ky Iuu hanh thubc, nguyén liéu lam thube; Thong tu s&
01/2018/TT-BYT ngay 18/01/2018 cua B trudng B6 Y t& quy dinh ghi nhan
thubc, nguyén lidu lam thubec va 1o hudng dén st  dung thuoc

Can ot két ludn tai Bién ban thim dinh hd so thay dbi/bd sung clia cong ty,
Cuc Quéan ly Duge c6 y kién nhu sau:

Pdng ¥ dé& cong ty duoc thay dbi tén thude thanh pham, méu nhan dbi véi
thube Calcium Stada 500 mg, s6 dang ky: VD-27518-17, cu thé nhur sau:

1. Thay dox tén thube:

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

- Tén thube thay dbi: Calcium Stella 500 mg.

2. Thay d6i miu nhan: MAu nhén thay déi duoc dong ddu x4c nhén ctia Cuc
Quén Iy Duge kém theo Cong vin nay.

Ngoai nfi dung dugce thay dbi trén, tt ca cic ndi dung khac gift nguyén nhu
hé so dang ky thube luu tai Cuc Quan ly Duge.

Co s& ding ky, co so san xuét phai chiu trach nhiém vé chét h,rorng dox véi
thue luu hanh trén thi trudng va c6 trdch nhiém thong bao sy thay dbi nay dén cac
co quan lién quan va khach hang,

Sau 06 thang ké tir ngay ky cong van nay, thudc khong duoc san xudt voi
cac ndi dung cii dd d& nghi thay doi.

Cuc Quan ly Dugc thong béo dé cong ty biét va thuc hién ding cac quy dinh
cua Viét Nam v& san xudt va lvu hanh thube./.

Noi nhin: KT. CUC TRUO’NG

~ Nhu trén; i A
~ Cyc trudng (dé b/c);
- Luu: VT, DK (Chi),

“»\:Ng:fryfm'fhanh Lam

1o/ AN OY (Y \NON



|
g /

: Composition:

“Each pifervisciel thblet coitmas
LA e o BOD G
{as eatoium bitate gluconaie 2040 mg
and eelciun cabonale 0 mg)
S REI R TP
trdicntions; Adminisivation,
Contraindivations end other
precagtions: Read the patkage inbeit
inside. Siare v u well-tinged containeg,
inadry place, protect frons woistite:
(o ot 'store whove 3U°C,

1 fablet

Specificetion: Inhouse.
KEEF OUT OF REACH UR CHILUREN

READ THE PACKAGE INSERT
CAREFULLY BEFOREUSE
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Calcium STELLA 500 mg

PL270B1Y A

i
H
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MAau Hop: Calcium STELLA 500 mg

Calcium
STELLA
500 mg

Calcium
500 myg

Vign nén sii bot

Hop 1 tuypx
20 vién

kg STELLA

Trinh phieg
sl it 8§91 Bt ohive:

(el ity valeium lactale gluconaty
FHAC gy v caltiun sorbosiite 900 mg}
T3 R VI o ek WEAD
i dinh, Choh ding, Chiihg sbi Aok
i odo g tin khie

Ko tong W Medng din sl dung Bubc
ikdm tham.

B0 quitm Trang bio bt ki, net kh,
s i iR 8 Khiing gud 40°C.

Tiu chalin &p dung: TOES:
B8 XA TAM TAY TRE EM
BOC KY HUGNG DAN G DUNG

TRUGC KHI DONG

SPI-Reg, M VDI7518-17

Calcium STELLA 500 mg

451 E5A%

o BOYTE
CUCQuiN LY Y buUgc
DA PHE s}g*y;vf

DBS ngiy 40 théng .3, nam 020
{theo cing mp-oéo&é&.;m DDK)

calcium ¢/ |
 STELLA
500 mg |

Calcium
| 500mg |
; =

Effervescent tablet

Box of 1 tube x
20 tablets

28 STELLA

L8 BX  Havth s

HER hity. dese

it Eap duia

(Y

Em st wa?



Mau Tuyp: Calcium STELLA 500 mg

Calcium
STELLA
500 mg

Calcium

500 mg

Vién nén sli bot
Effervescent tablet

Tuyp /tube x
20 vién / tablets

R STELLA

Tk phang

aal vidn 44 o2 botehisg

& vateivin carfmoats 30 ng}

T4yt viza .. w3 vaEn
Chi dinh, Cich tiﬁmg Chans) aht dmh i cde
shiing £y kide:

Seam teong Y hudog din s duni tade

st e,

Béo quda Trong bae ki Kn, nut kG, wd s,
HhRE A6 iy ol WHQ.

Ve chulin dp deng: TOOS,

B XA TAM TAY TRE EM
DO KY HUTRG DAN S DUNG
TRUGE K DUNG

bing G THHH LD Slelapharm « Chy ohdnk 1

Compayitians

garh efennscent trbivt oy
CORBY cvi e ..
{ag eaiciont taging g!umnu @ 295% mg
atd wateiin cwiRae 366 hgg
Ewpmmt)» o PR, 4 1

and other prucwixom:

Rewss thy packagy st nsiie,

Store in awaieiatd conlser, it hdry plosty
protiet S Tomeiuce, Do rot e alove T
Epecitication. inhouse.

KEEP QUT OF REAGH OF CHILDREN
REAL THE PACKAGE INSERT
CAREFULLY BEFORE USE

Steliapharin 1V, 60, Lid. - Branch 1

SE 155X - Bateh Mo HE - Bxp. dars:
{epm el gy wind

Calcium STELLA 500 mg

PRITNLS

il




Bw 005 v113.1S wniofed

el

Mau Hop: Calcium STELLA 500 mg

Calcium
STELLA
500 mg

Calcium
STELLA
500 mg

Calcium STELLA
500 mg

Calcium
‘500 mg

Vién nén sti bot

HOp 5 vixé x
4 vién

58
Chi dinte, (:khlﬁmﬁ \‘:!ﬁng hid\ h

o eks thtug (n

xqmmwwmmwmm

kats o,

B quibsse Trong o B in. noi khd,
v&m&m. ARG S MENG pRAVE.
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o v TN LRy e
KE wpdinie pAR 50
TRING THUGO REEGUNG

SBE-Rep. N,
VERETSIE2Y

Calcium
500 mg

Effervescent tablet ||

Box of 5 strips x

4 tablets

"
Regd e package baan inside. Sos g
e o and coeliEnet, In & gy pRacs, yott
mmmmmw weorn W WG
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KEER QUT OF fiats
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Mau Vi Xé: Calcium STELLA 500 mg

R’ Cang by THHK LI Stelfaphans
< CHl nhinh 1

Calcium STELLA 500 mg

Calclum Vil pén

500 mg sii bgt

Sreifapharm IV Co , Lsd,
~ Branch L

&2

Calcium STELLA 500 mg

Caleturm | Efervescent
00 g L tabifer

== ‘sg:mzafu 3, Ca, 100,
Calcium STELLA 500 myg
Culeium Effervescent

00 g tablet

a0y ty TMHH LD Steflapharm
» i mhdah 3

<7

Calcium STELLA 500 mg

| Vignnén
s hot

=’ Chisy Ye ThHH LD Stalfapharm E’ Steflapharm IV, So, bad,
«Chiahinh ¥ » Granch 3

Calcium STELLA 500 my Calcium STELLA 500 myg

Calsion Vi nén Caichum Effgrmsoent

500 g 80t bot Stimy tablet

55 85X« Parh S HD - Bapl dotes

§

KT. TONG GIAM BOC




i -, Ky bai: Cyc Quan
%, 1y Dugc

jGamnye  BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

£ Ngiy ky

B o “iﬁ’,‘UC QUAN LY DUQC Doc lap - Ty do - Hanh phiic

S6: 90 /Qb-QLD Ha Ngi, ngay 31 thdng 01 ndm 2024
QUYET PINH

Veé viéc ban hanh Danh myc 608 thude san xuit trong nuéce
dwge gia han gidy dang ky hru hanh tai Viét Nam - Dot 192

CUC TRUGNG CUC QUAN LY DUQC

Céin ctr Ludt Dwoc sé 105/2016/0H13 ngc‘zy 06/4/2016;
Cdn ctr Nghi dinh sé 95/2022/ND-CP ngay 1 5/1 1/2022 ctia Chinh phu quy dinh
chiec ndng, nhiém vy, quyen han va co cdu t6 chire ciia Bo Y 1é;

Cdn cit Quyét dinh 6 1969/0D-BYT ngay 26/4/2023 cia Bj truong B6 Y 1é quy
dinh chikc ndng, nhi¢ém vy, quyén han va co cdu t6 chite ciia Cuc Qudn Iy Duge thudc
Bj Y té;

Cdn cir Thong tw sé6 08/2022/TT-BYT ngay 05/09/2022 ciia B truéng Bé Y 1
quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thudc;

Céin cit két lugn cua Hgi dong tw van cdp gidy ddng ky heu hanh thudc, nguyén
ligu lom thudc - Bo Y té dot 192 phlen 1 va phién 2 tgi Céng van s6 102/HPTV-VPHD
ngay 11/12/2023 va Céng vdn so 103/HPTV-VPHD ngay 1 2/12/2023 cua Van phong
Hoi dbng tw van cdp GPKLH thubc, nguyén liéu lam thube;

Theo dé nghi ciia Truéng phong Ding ky thudc, Cuc Quadn Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh myc 608 thudc sin xuét trong
nude duge gia han gidy ding ky luu hanh tai Viét Nam - Dot 192, cy the

1. Danh muc 529 thudc san xuit trong nuée dugc gia han gidy dang ky luu
hanh hiéu hrc 05 ndm (Phu luc I kem theo).

2. Danh myc 70 thubc san xuét trong nuée duge gia han gidy ding ky luu hanh
hiéu Iyc 03 nidm (Phu luc Il kém theo).

3. Danh muyc 09 thubc san xuit trong nuée dugce gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc III kém theo).

Diéu 2. Co s& san xudt va co so dang ky thudc 6 trach nhiém:

1. San xuét thude theo dung céc h6 s0, tai lidu da ding ky véi B Y t& va phai
in sb ding ky dwoc B6 Y te Viét Nam cip 1én nhan thude.

2. Chi dugc san xudt, dua ra lvu hanh cdc thube kiém soat dic biét khi ¢6 Gidy
chimg nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dac biét phu hop v6i pham vi hoat dong cua co s& dap Ung quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh pht quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luét Dugc.

3. Thyc hién viéc cép nhat tiéu chuén chit lugng coa thube theo quy dinh tai
Théng tir s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo trudng Bd Y té quy dinh v&
chit lwong thudc, nguyén liéu lam thude.

4. Thudc duge gia han gidy dang ky luu hanh tai Quyét dinh niy nhung chua
nép hd so cdp nhat ndi dung nhén thudc, t& huéng din sir dung thube theo quy dinh
cta Thong tu 01/2018/TT-BYT ngay 18/01/2018 cta B truong BO Y té thi phai thyuc
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hién cép nhét theo quy dinh tai diém b Khoan 1 Dleu 37 Théng tur s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay dugc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
glay dang ky luu hanh theo Quyet dinh nay co thay d6i vé ndi dung hanh chinh (bao
gom ca mau nhén va to hudng dan sur dung thudc) phai san xuét va luu hanh véi cac
ndi dung di duge phé duyét thay dbi trong hd so gia han.

6. Co s¢ dang ky thubc phai bao dam duy tri didu kién hoat dong trong thoi gian
hi¢u lyc cua gidy dang ky luu hanh thudc, nguyén liéu 1am thude. Trong truomg hop
khong con dép ung du diéu kién hoat dong, co s& ding ky phai c6 trach nhiém thyc
hién thay dbi co s& ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ dang ky khong con di didu kién hoat dong.

7. Co s& san xuét thude phai bao dam cac diéu kién hoat dong ctia co s& san
xuét trong thoi han hidu lyc cta gidy dang ky luu hanh thudc, nguyén liéu lam thude.

8. Cac thuoc duoc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc t1ep
tuc st dung so dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké tir
ngdy duogc cap sO ding 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 s& didu tri dé thuc hién theo dung cac quy dinh hién
hanh v& thubc ké don, theo doi an toan, hiéu qua, tac dyng khong mong mubn cua
thudc trén ngudi Viét Nam va tong hgp, bao cao theo quy dinh tai Piéu 5 Théng tu s6
08/2022/TT-BYT di véi cac thude trong Phy lyc II ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay ¢6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S& Y té céc tinh, thanh phd tryc thude Trung wong va Gidm
dbc co s& san xudt va co s& ding ky c6 thubc tai Piéu 1 chju trach nhiém thi hanh
Quyét dinh nay./.

Noi nhiin:

- Nhu Diéu 4; Py
- BT. Pao Hdng Lan (dé b/c); frf: -

- TT. P8 Xuén Tuyén (d& b/c); ';/

- Cyc Quén y - Bo Qudc phong, Cuc Y té - B4 Cong an; (

- Cuc Y té GTVT - Bo Giao thong van tai; (TR

- Téng Cuc Hai quan - Bo Tai chinh;

- Bao hiém xa hdi Vit Nam;

-Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
B0, Vin phong HDTV cdp GPKLH thudc, NLLT;

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

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

- C4c Bénh vién, Vién c6 giuong bénh tryc thuéc B6 Y té;
- Trung tim mua sam tdp trung thude quoc gia;

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

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




Phu luc I

DANH MUC 529 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY DANG KY LUU
HANH TAI VIET NAM HIEU LUC 05 NAM - DQT 192
/QP-QLD ngay 31 thang 01 ndm 2024
ctia Cuc Quan ly Duoc)

(Keém theo Quyét dinh s6 90

STT Tén thude Hoat chét chinh - | Dang bao | Quy cich déng géi| Tiéu Tubi S6 ding ky S6 lin
Ham lugng ché chuén | the gia han gia han
(thang) | (S6 ding ky
da cép)
@) &) &) &) ©) (6) ) 3 ®

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

1.1. Co s& san xuit: Cong ty cb phin Duwgc vat tw y t& Hai Dwong (Dia chi: S6 102, phé Chi Ling, phuong Nguyén Trai,
TP. Hai Duong, tinh Hai Duong, Viét Nam)

1 |Vitamin C Acid ascorbic Dung dich |[H6p 50 ng x 5ml; | DDVN 24 893110047224 1
500mg/5ml tiém Hop 12 6ng x Sml; v (VD-25862-16)
Hop 6 6ng x Sml
2. Co s& ding ky: Cong ty ¢b phin Euvipharm (Pia chi: Ap Binh Tién 2, x4 Dtrc Hda Ha, huyén Dirc Hoa, tinh Long An
Viét Nam) b
2.1. Co s6 san xuét: Cong ty cb phz“m Euvipharm (Dia chi: Ap Binh Tién 2, x4 Pirc Hda Ha, huyén Dirc Hoa, tinh Long ’
An, Viét Nam)
2 |Acefalgan 500 |Acetaminophen Viénnén |Hop 10 vix 10 vién | DDVN 36 [893100047324 1
500mg v (VD-26134-17)
3 |Arginin M3i 5ml chira: L- |Dung dich |Hop 2 vix 10 éng NSX 36 893110047424 1
Euvipharm Arginin hydroclorid [ubng x 5ml (VD-25674-16)
1000mg s
4 |Cefclor Cefaclor (duéi Viénnang |Hop2vix 10 vién | USP 43 36 893110047524 1 Z;\' -
500 mg dang cefaclor cimg (VD-20692-14) o/ CC
monohydrat) 500mg f &C‘
5 |Cefjidim 1g Ceftazidim (duéi  |Bét pha Hop 11¢ USP 43 36 | 893110047624 1 ’-%,\
dang ceftazidim  [tiém (VD-18943-13) N~
pentahydrat + natri !
carbonat) 1g
6 |Cefjidim 2g Ceftazidim (duéi  |Bot pha Hop 1 1o USP 43 36 893110047724 1
dang ceftazidim tiém (VD-18944-13)
pentahydrat + natri
carbonat) 2g
7 |Cifnir 300 mg |Cefdinir 300mg Viénnang |[Hop1vix10vién |JPXVII| 36 |893110047824 1
cing (VD-20693-14)
8 [Cormiron Amiodaron Viénnén |Hop3vix10vién |JPXVII| 36 893110047924 1
200 mg hydroclorid 200mg (VD-19861-13)
9 |Emerop 0,5¢g Meropenem (duéi  |Bot pha Hop 1 1o USP 40 36 893110048024 1
dang meropenem  [tiém (VD-19339-13)
trihydrat) 0,5g
10 |Emerop 1g Meropenem (duéi  |Bot pha Hop 1 1o USP 38 36 893110048124 1
dang meropenem  [tiém (VD-19340-13)
trihydrat) 1g
11 |Enatril 5 mg Imidapril Viénnén |Hop 10 vix 10vién | JP XVII] 24 |893110048224 1
hydroclorid Smg (VD-19865-13)




44

STT Tén thudc Hoat chét chinh - | Dang bao | Quy cich déng géi| Tiéu Tudi S6 dang ky | S6 lin
Ham lwgng ché chuén | tho gia han gia han
(thang) | (S6 ding ky
da ca‘m}
@ @) &) @ &) 6 ) ®) ®
468 |Hasanflon 500 |Phén doan Viénnén |Hop 02vix 15 NSX 36 893110093924 1
flavonoid tinh khiét |bao phim  |vién; Hop 10 vi x (VD-30842-18)
dang vi hat tuong 15 vién
ng: Diosmin
450mg; Hesperidin
50mg
469 |Lungastic 20 Bambuterol Viénnén |Hop 03 vix 10 NSX 36 | 893110094024 1
hydroclorid 20mg vién; Hop 05 vix (VD-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 vi x (VD-26582-17)
10 vién; Hop 10 vi
x 10 vién
471 |Mibeplen 5mg |Felodipin Smg Viénnén |Hép 03 vix 10 NSX 36 [893110094224 1
bao phim |vién; Hop 05 vix (VD-25036-16)
tdc dung 10 vién; Hop 10 vi
kéo dai x 10 vién
472 |Mibeviru Aciclovir 400mg  |Viénnén |Hop 05 vix 05 NSX 36 | 893110094324 1
400 mg vién; Hop 10 vi x (VD-30850-18)
05 vién
473 | Ridolip s 10/20 |Ezetimib 10mg; Viénnén |Hop 03 vix 10 NSX 24 [ 893110094424 1
Simvastatin 20mg vién; Hop 05 vix (VD-31406-18)
10 vién; Hop 10 vi
x 10 vién
474 |Terbiskin 1% |MB®i tuyp 15g chira: [Thudc kem |Hop 01 Tuyp x NSX 36 | 893100094524 1
Terbinafin 15gam (VD-30851-18)
hydroclorid 150mg

84. Co sé diing ky: Cong ty TNHH Lién Doanh Stellapharm (Dia chi: K63/1 Nguyén Thi S6c, Ap My Hoa 2, X4 Xuén

Théi Péng, Huyén Hoc Mén, Tp. Hb Chi Minh, Viét Nam)

84.1. Co s& sén xuét: Cong ty TNHH Lién Doanh Stellapharm (Pia chi: K63/1 Nguyén Thi Séc, Ap My Hoa 2, X4
Xuén Théi Bong, Huyén Héc Mén, Tp. Hb Chi Minh, Viét Nam)

475 |Entecavir Entecavir Viénnén |Hop3vix10vién | NSX 24 | 893114094624 1
0.5mg (dué6i dang bao phim (VD-28561-17)
entecavir
monohydrate)
0,5mg
476 |Loratadine Loratadin 10mg Viénnén |Hop 3 vix 10vién; | NSX 36 893100094724 1
10 mg Hoép 10 vix 10 (VD-20375-13)
vién; Chai 500 vién
477 |Perindastad 4  |Perindopril Viénnén |Hop 1 vi x 30 vién NSX 36 |893110094824 1
erbumin (hay (VD-21769-14)
Perindopril tert-
butylamin) 4mg
478 |Rabestad 10 Rabeprazol sodium [Viénnén |Hop 3 vi x 10 vién NSX 24 1893110094924 1
10mg bao phim (VD-23991-15)
tan trong
rudt
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479 |Stadeurax Crotamiton 2g/20g |Kem b6i da [Hop 1 tuyp x 20g NSX 24 1893100095024 1
(VD-24574-16)
480 |Zoquine 300 Zidovudin 300mg |Viénnén |Hop 6 vi x 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 xudt: Coéng ty TNHH Lién Doanh Stellapharm - Chi nhanh 1 (Dia chi: S6 40 dai 16 Ty Do, Khu cong

nghiép Viét Nam - Singapore, Phudng An Phii, Thanh hd Thuan An, Tinh Binh Durong, Viét Nam)
gmep gap g P g

481 | Levetstad 250 |Levetiracetam Viénnén |Hop 3 vix 10 vién; | NSX 36 893110095224 1
250mg bao phim |Hop 6 vi x 10 vién; (VD-21104-14)
Hop 10 vi x 10 vién
482 |Azicine Azithromycin (dué6i |Vién nang |Hop 1 vi x 6 vién; NSX 36 893110095324 1
dang azithromycin |clmg Hop 10 vi x 6 vién; (VD-20541-14)
dihydrate) 250mg Hop 1 chai x 100
vién
483 |Calcium Calci (duéi dang Viénnén |H6pSvixéx4 NSX 24 893100095424 1
STELLA Calci lactat sti 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 |[Hop3vix10vién |USP37| 24 893110095524 1
(VD-29498-18)
485 |Diosmin 500 Phén doan Viénnén |Hop 3 vix 10 vién; | NSX 24 1893100095624 1
flavonoid vi hat bao phim [Hop 6 vi x 10 vién (VD-22349-15)
tinh ché tuong tmg
véGi: Diosmin
450mg; Cac
flavonoid biéu thi
béng hesperidin
50mg
486 |Fexostad 120  |Fexofenadin Viénnén |[Hoép 1 vix 10 vién NSX 24 893100095724 1
hydrochlorid 120mg|bao phim (VD-25478-16)
487 |Irbesartan Irbesartan 300mg  |Viénnén |Hop2vix 14vién [ 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 |893110095924 1
(VD-24563-16)
489 |Lamostad 50 Lamotrigin 50mg |Viénnén |HOop3vix10vién | NSX 36 | 893110096024 1
(VD-24564-16 )
490 [Lirystad 150 Pregabalin 150mg |Viénnang |Hop 4 vi x 7 vién; NSX 24 893110096124 1
ciing Hop 2 vi x 14 vién; (VD-30107-18)
Hop 4 vi x 14 vién
491 |Lisinopril Lisinopril (duéi Viénnén |Hop 10 vix 10 vién | USP 41 36 | 893110096224 1
STELLA dang lisinopril (VD-21533-14)
10 mg dihydrat) 10mg
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492 |Lisinopril Lisinopril (duéi Viénnén |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 (duéi Viénnén |Hop 10x10vién |[USP41 36 |893110096424 1
STELLA dang lisinopril (VD-23343-15)
20 mg dihydrate) 20mg
494 |Odistad 120 Orlistat (du6i dang |Viénnang |Hop 2 vix 21 vién | USP 41 24 | 893100096524 1
orlistat pellets cing (VD-26567-17)
50%) 120mg
495 |Pantostad 40 Pantoprazol Viénnén |Hop 2 vi x 7 vién; NSX 36 | 893110096624 1
(dudi dang bao phim |Hop 4 vi x 7 vién; (VD-18535-13)
pantoprazol sodium |[tan trong  |HOp 3 vi x 10 vién;
sesquihydrat) rudt Hép 5 vi x 10 vién
40mg
496 |Partamol Paracetamol Viénnén |Hop 4 vi x 4 vién; BP 24 893111096724 1
Codein eff. 500mg; Codein sui bot Hop 1 éng x 10 2020 (VD-14577-11)
phosphat 30mg vién; Hop 2 6ng x
10 vién
497 |Pracetam 400  |Piracetam 400mg | Viénnang |Hop 10 vix 10 NSX 36 (893110096824 1
CAP cling vién; Hop 6 vix 10 (VD-25554-16)
vién; Hop 6 vix 15
vién
498 |[Risperstad 1 Risperidone Img  |Viénnén |Hop 2 vix 10 vién; | NSX 36 |893110096924 19}:‘
bao phim  |Hép 4 vix 10 (VD-18853-13)| N\
vién; Hop 6 vi x 10 N
vién; Hop 1 chai x ‘N
50 vién; Hop 1 chai A
x 100 vién W
499 |Spirastad 1.5 Spiramycin Viénnén |[Hop 1 vix 10 vién; | NSX 24 | 893110097024 121
M.LU 1.500.000 IU bao phim  |Hép 3 vi x 10 vién (VD-26577-17)
500 |Spirastad Plus |Spiramycin Viénnén |[Hop 2 vix 10 vién NSX 24 893115097124 1
750.0001U; bao phim (VD-28562-17)
Metronidazol
125mg
501 |Stacytine 200 |Acetylcysteine Viénnang |[Hop 10 vix 10 NSX 24 | 893100097224 1
CAP 200mg cling vién, vi (VD-22667-15)
PVC/nhém; Hop 1
chai x 100 vién
502 |Tadalafil Tadalafil 2,5mg Viénnén |[HOp3vix10vién | NSX 24 | 893110097324 1
STELLA bao phim (VD-29502-18)
2.5mg

85. Co s¢ diing ky: Cong ty TNHH MTV 120 Armephaco (Dia chi: Sb 118 Vii Xuén Thiéu, phudng Phiic Loi, quin Long
Bién, Thanh phé Ha Noi, Viét Nam)
85.1. Co sé san xuit: Céng ty TNHH MTYV 120 Armephaco (Dia chi: $6 118 Vi{i Xuan Thiéu, phudng Phic Loi, quan
Long Bién, Thanh phé Ha N6i, Viét Nam)

503

Aphaneten

Clotrimazol 100mg

Vién nén
dat 4m dao

Hop 1 vi x 6 vién

NSX

36

893100097424
(VD-30118-18)






