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UBND TINH BINH PHUGC ~CQNG HOA XA HOI CHU NGHIA VIET NAM
SOYTE Péc 1ap - Ty do - Hanh phiic

SG/MoM /SYT-NVD Binh Phuoc, ngay [L} thang 8 nam 2018

V/v diéu chinh théng tin tring thiu

Kinh giri:  Giam dbc Cac co sy té trén dia ban;
Céng ty C6 phan dugc Vacaopharm.

Can ctr Quyét dinh sb 99/QP- QLD ngay 22/2/2018 cla Cuc Quan ly dugc
vé viéc ban hanh danh muc 846 thudc san xuat trong nudc dugc cap so dang ky

luu hanh tai Viét Nam — Dot 160.
S& Y té tinh Binh Phudc thdng bdo diéu chinh thong tin trang thau nhu

sau:
STT v .
STT | trong | Tén hang hoa du thiu S})dli(élt,r:]?if,:hl S;)ig's:l:li::l
HSMT |
1 121 | Cetazin VD-13950-11 VD-29288-18
S& Y té thong bao dén cac don vi biét va thuc hién./}
Noi nhin:

- Nhur trén (thyc hién);

- Giam dbc, cac PGD (dé b/c);

- BHXH tinh (d& phéi hop thuc hién);
- KBNN tinh (dé& phdi hop thuc hién);
- Céc phong chirc ndng S&;

- Wedsite SYT;

- Luu VT, NVD.
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_ CTY CP DUGC VACOPHARM
sé: AXOK09..vep

“V/v thay doi s6 ding ky
thuoc tring thau”

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap — Ty do — Hanh phic '

Long An, ngay 07 thing 08 nam 2018

Kinh giri: S¢'Y té tinh Binh Phwdc

Cong ty Cb phin Duge Vacopharm xin giri 16i chao tran trong va chan thanh cam on
Quy S& Y té tinh Binh Phudc di tin nhiém, s dung san phim ciia chiing tdi trong thdi gian
qua;

Binh Phuéc “V/v Phé duyét két qua lua chon nha thdu géi thau mua thudc Generic nhém 3
cho cac co s& y té cong lap clia tinh Binh Phuéc nim 2018”;

Bing vin ban nay Céng ty Cb phin Dugc Vacopharm xin dugc thay dbi sbé dang ky
thudc tring thiu cu thé nhu sau:

Thue hién quyét dinh s6 240/QD-SYT ngay 19 théng 4 nam 2018 cia S& Y té tinh -

STT trén

S ] trang
1| SIT Hoat chit - Tén biét dwye- S6 dingky | SOdingky | théng tin
1 | HSMT | Ham lwgng Nha sin xuit tring thin | xin thay d6i | cuc QLD,

gia ke

khai

1 191 Cetirizin CETAZIN 221 1 1
dihydroclorid - Cty CP Dugc VD-13950-11 | VD-29288-18 | 340 VND/

10mg Vacopharm vién

o
S

Ly do: San phim di dugc Cuc Quan ly Duge chp sé dang ky mdi.

Rét mong nhin dugc sy chip thuén cia S¢ Y té tinh Binh Phuéc.

Xin chan thanh cam on va trin trong kinh chao./.

Noi nhin:
- Nhir trén;

- VT hru,

Dai dlen hq’p phap cla nha thau 1@&




‘e BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péclip - Tu do - T y
et | clip - Tw do -HapWPPUEAN CHANH
| 86: 99 /QD-QLD Ha NGi, ngapaz than %hggﬂng&@/g]
Vacopharm trang 67/114, STT ti 546 ) GIAMBOC NBANSU
' QUYET BINH '

V& vige ban hanh danh muyc 846 thude sin x
dwoce cip sb ding ky luu hanh tai Viét Naj

»-a' BHAN
CyUC TRUONG CuUcC QUAN LY} E{

Céan ¢t Luét Dugc ngay 06 thang 4 nam 2016; M
Can cir Nghi dinh 80 75/2017/ND-CP ngay 20/6/2017 clia @hm W quy dlnh
chirc nang, nhiém vy, quyen han va co cau t6 chiic cia B4 Y té;

Can o Quyét dinh s 3861/QD-BYT ngay 30/9/2013 cua BS trudng B Y té quy
dinh chirc nang, nhiém vy, quyén han va co clu t6 chirc cia Cuc Quan Iy Duoc thude
Bo Y té;

Cién cu Thong tu 86 44/2014/TT-BYT ngay 25/11/2014 ctia B6 Y t& quy dinh
viée ding ky thube, !

Can ctr y ki€n cia Hoi déng tu van cap gidy ding ky lwu hanh thube, nguyén liéu ]
lam thudc - B& Y t&;
Xe&t d€ nghi ctia Trudng phong Dang ky thude - Cuc Quan 1y Duorc,

—- -QUYET DINH:

Piéu 1. ‘Ban hanh kem theo Quyét dinh nay danh mué 846 thuoc san xuft trong
nudc duogc cap $0 dang kv luu hanb tai Viét Nam - Dot 160.
Piéu 2. Cong ty san xuht va cong ty ding ky ¢6 thudc luu hanh phai in sé ding |
ky duoc Bb Y té cip 1én nhan thudc va phai chip hanh ding céc quy dinh ¢6 lien i
quan &1 san xuft va Iuu hanh thude. Céc 6 ding ky ¢ ky higu VD-...-18 ¢6 gid tri
05 nim ké tir ngay ky Quyét dinh.
Piéu 3. Quyét dinh nay ¢o higu luc ké tir ngay ky ban hanh.
Pidu 4. Giam dbc S& Y € céc tinh, thanh h phd truc thubc trung wong va gidm. i
dée cong ty san xuit va cong ty ding ky c6 thube tai Biéu 1 chiu trach 11hlem th1 hanh
“Quyét dinh nay.

- T -_—
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Noinhgn: . KT. CUC TRUONG |
- Nhue Biéu 4;

- BT. Nguyén Thi Kim Tién (d& b/c);
-TT. Trwong Qube Cutmg (d& bie);
- Cuc Quény - B§ Quéc phong, Cuc Y € - B CA;
- Cuc Y t€ giao thong van tai- Bo GTVT;
- 'I'éng Cuc Hai Quan- B Tai Chinb;
- Bao hiém xa hoi Viét Nam;
- Vu Phéap ché, Cuc Quan Iy Y Duge ¢b truyén, C e
Quéan 1y Kham, chita bénh - B Y té; Thanh tra Bd Y 1;
_ -Vién KN thubc TU va VKN thube TP.HCHM,
- Tong Cong t) Duge VN - CTCP;
. - Cac bénh vién, Vién ¢6 giudng bénh truc thude BYT;
- Website cia Cuc QLD, Tap ¢hi Dwge M7 phém — Cuc
QLD;
- Luu: VT, KDD, BKT (15b).

PHO CUC TRUONG
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CUC QUAN LY DUOC

BOYTE

DANH MUC 846 THUGC S
PUQC CAP SO PANG KY I

CONG HOA XA HQI CHU NGHIA VIET NAM
Djc ldp - Ty do - Hanh phic

AN XUAT TRONG NUGC
IEU LUC 65 NAM - DOT 160

Ban hanh kém theo quyét dinh sé: 99./QD-QLD, ngay £2/.G/. 204P

L. Cong ty ddng ky: Chi nhdnh cong ty cb phin Armephaco-

112 Tran Hung Dao, phuong Pham Negii Lao, Qugn 1, TP, H3

Chi Minh - Viét Nam)

Xi nghiép dugc phim 150 (D/e:

1.1 Nha sin xuit: Chi nhinh cbng €y ¢d phin Armephaco- Xi nghiép dwoe phim 150 (Bre: 172
Tran Hung Dao, phueong Pham Ngii Léfo, Qudn 1, TP. Hé6 Chi Minh - Viét Nam)

o Hoat chit chinh - | Dang bio |Tudi| Titu | Quy cach S dine ko
STT Tén thuge Ham luwong ché tho |chudn ~ d6ng gbi o dang ky
1 |Meétforilex MR Metformin HCI 500 |Vién néntic|{ 36 ITCCS Hép 6 vi, 10 vi | VD-28743-18
mg dung kéo dai|thing (vi 10 vién)
|2 [Pedibufen |MBigoi 15 g ohda: Bot pha hén | 24 [TCCS |Hop 30 g8ix | VD-28744.18
: buprofen 100 mg  [dich udng thang . |L5g
P o e ] e i TR o bl - N hiduh:=! JN L1 - SRR RSO
3 [Trovinex Cao khé la Bach qua|Vién nén bao| 36 [TCCS Hép3vix 10 | VD-28745-18
' 14 mg; Troxerutin  {phim thang vién
300 mg; Heptaminol | I - ; SR
HCI 300 mg

2. Cong ty dang ky: Chi nhanh Cong ty ¢b phin dwoe phim Phong Phi-

dwoc ph g 56 8, khu céng nghiép

A

am Usarichpharm (D/c: L5 s6 12 Puon

Tao A, qudn Binh Tdn, TP. Hé Chi Minh, - Viér Nam)

Nha may sin xuit
Tan Tao, phuong Tin

2.1 Nha san xuét: Chi nhanh Cong ty ¢6 phiin dugce phim Phong Phi- Nha may san xuit

dwge phim Usarichpharm (B/c: Ld 56 12 Puon

¢ 56 8, khu cong nghiép Tan Tao, phuong Tdn

Tao A4, quan Bink Tdn, TP. Hé Chi Minh. - Viét Nam)
A X Hogt chét chinh - Dang bio |Tudi Tiu | Quy cich S5 di .
STT Tén thude Ham lwong ché tho {chudn|  dong géi. ng ky
4 {Calsfull Calcium lactat Viénnang | 36 |TCCS Hop3 vix 10 | VD-28746-18
pentahydrat 500 mg |mém thing vién; Hop 5 vix
10'vién; Hop 10
vix 10 vién
5 |Usarad Loratadin 10mg | Viénnang | 36 [TCCS [Hop 3 vix 10 -| VD-28747-18
mém thang vién; Hép 5 vix

10 vién; Hop




- " £ Hoat chit chinh - | Dang bao |Tudi| Tisu Quy cach £ s .
STT Tén thude Ham lugng ché | tho |chuin| aomggai | SO SAnE kY
541 [Bebetadine MO6i Smi chira: Siro 24 |TCCS [Hop 20 gdi x VD-29283-18
A lDesloratadin 2,5mg thang 5ml
542 [Brosuvon 8mg " IMéi 5ml chira: {Siro 24 |TCCS Hop 20 goix VD-29284-18
Bromhexin thang Sml
hydroc,lorld 8mg
543 [Docolin M&Bi 60ml chira Siro 24 |TCCS {Hop 1 cha1 VD-29285-18
Salbutamol (dudi thang 60ml
dang Salbutamol
sulphate) 24mg
544 {Neurotrivit Vitamin B1 Vién nén bao| 36 |TCCS H{)p 5vix10 | VD-29286-18
(Thiamin dudmng thiang vién, hoép 10 vi
mononitrat) 100 mg; x 10 vién, chai -
Vitamin B6 100 vién, chai
(Pyridoxin 200 vién
hydroclorid) 200
mg; Vitamin B12
{Cyanocobalamin)
200 meg
545 Phacofugc] Méi gm 20g chira: Iion dlch 24 |TCCS 1Iop 20 gél X VD-29287-18
Nhém phosphat gel {udng thang 20g, hdp 26 goi
20% (tuong duong x20g
2,476 nhém '
. - {phosphat AIPO4) —
l 12.38¢

74. Céng ty diing ky: Cong ty ¢b phin dwge Vacopharm (D/e: 59 Nguyén Hué, TP. Tdn An,

Long An - Vigt Nam)

74.1 Nha san xuit: Cong ty <6 phin duoe Vocopharm (B/c: Km 1954, qudc 16 14, P. Tén
Khanh, TP. Tdn An, Long An - Vigt Nam)

a £ Hoat chit chinh - | Dang bao Tudi| Titu Quy cach S6 dtine kv
STT Tén thude Ham lwgng ché the |chudn| dong goi AN Y
546 |Cetazin Cetirizin Viénnang | 24 |TCCS {Hop 10vi, 20 | VD-29288-13
cing thang vi, 50 vi, 100 vi

dihydroclorid 10 mg

x 10 vién; Hop
10-vi, 20 vi, 50
vi, 100 vix 15
vién; Hop 5 vi,
10 vi, 25 vi, 50
vix 20 vién,
Chai 100 vién,
200 vién, 500
vién,




547

548

549

550

Terp-Cod S

Vacolevo 250

Vadol 650 Extra

Vadol flu

Terpin hydrat
100mg;
Dextromethorphan
hydrobromid 10mg

Levofloxacin (dudt
dang Levotloxacin
hemihydrat) 250mg

Paracetamol 650mg
Cefein 65mg

Paracetamol 50(}1ng,
Dextromethorphan
hydrobromid 15mg;
Loratadin 5mg

Vién nén bao
phim

Vién nén bao
phim

Vién nén

Vién nén
{mau xanh)

36
théng

36
thang

36
thing

24
thang

TCCS

TCCS

TCCS

rces

1000 v1en

Hdp 10 vi, 20
vi, 30 vi, 100 vi
x 10 vién; Hop
10 vi, 20 vi, 30
vi, 50 vi, 100 vi
x 15 vién; Chat
100 vién; 200
vién; Chai 500
vién; Chai 1000
vién,

Hop 10 vi, 20
vi, 50 vi, 100 vi
x 10 vién; Hop
5vi, 10 vi, 25
vi, 50 vix 20
vién; Chai 100
vién; Chai 200
vién; Chai 500
vién; Chai 1000
vién

Hop 10 vi, 20
vi, 50 vi, 100 vi
x 10 vién; Chai
100, chai 200,
chai 500. chai
1000 vién

H@p 10 vi, 20
vi, 30 vi, 100 vi
x 10 vién; chai
100 vién, 200
vién; 500 vién,

1000 vién

VD-29289-18

- VD-29290- 18

g o

VD-29291-1857¢
’./

VD-29292-1 8

75. Céng ty ding ky: Cong ty cb phan duge vit twy t& Hai Duong (B/e: 102 Chi Lang, thanh )
phé Hai Duong - Viét Nam)
75.1 Nha 5an zudt: Cong ty cb phin duge viit tuy t& Hai Duong (P/c: 102 Chi Lang, thanh phi
Héi Duong - Viét Nam)

: A £ Hoat chiit chinh - | Dang bao Tubi| Titu Quy cach & diing ky
STT - Tén thuoe Ham lirong ché tho | chuin dong goi 0 dang &y
551 |AlphaHD Chymotrypsin Vién nang 36 {TCCS [Hop 10 vi, 5 vi, VD-29293-1$
4200U8P mém thang 2 vix 10 vién
S D A PUUEU NN N NS S ———
552 |Lisimax Super Cao khé di€p ha Vién nang 36 |TCCS Hﬁp 5vix 10 | VD-29294- 13




Phenylephrin
hydroclond Smg

Beach Tower, Singapore 189767 - Singapore)
147.1 Nha san xuit: Céng ty cb phiin dwgc phim Ampharco U.S.A (B/e: KCN Nhon Trach 3,
xd Hiép Phudc, huyén Nhon Trach, tinh Dong Nai - Viéi Nam)

147, Cong ty diing ky: Sanofi-aventis Singapore Pte. Ltd. (D/c: 38 Beach Road, #18-11, South

A £ Hoat chat chinb - | Dang bao Tudi| Tidu Quy eich £ oA P
" * " > S d i\
STT Tén thude Ham hrong chié tho |chodn| déng goi 0 ding ky
844 \Mecam 15 Meloxicam 15mg | Vién nén bao] 36 (USP {Hop 3 vix 10 VD-29586-18
_____________ . [phim_  Jthing39 |vien | _____ _
845 Mecam 7,5 Meloxicam 7,5mg | Vién nén bao| 36 {USP . Hop 3 vix 10 VD-29587-1
N P e pim (héng39  Wién L
846 |Paracetamol Winthrop  |Paracetamol 650 mg | Vién nén bao| 36 |TCCS |Hop 10vix 10 | VD-29588-18
650 e _|phim thang [vién
KT. CUC TRUONG
PHO CUC TRUONG
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM

CUC QUAN LY DUQC . 1a .,
DRUG ADMINISTRATION OF VIEENAM Déc lap - Tu do - Hanh phic

138A Gidng V@ - Ha Ngi - Viét Nam
Tel: 84.4.37366483/38464413 - Fax: 84.4.38234758

GIAY PHEP LUU HANH SAN PHAM

Independence - Frecdom - Happiness

MARKETING AUTHORIZATION SAO Y BAN CHANH
Neayd....8...... ip9CL8.

Name of Drug:
Thanh phan chinh, ham lugng: Cetirizin dihydroclorid 10mg
Active Ingredients, Strength:

Tén thudc : Cetazin CIAM Bﬁ'C NHAN sy

Qui cach déng gdi, bao ché : hép 3 vi, 10 vi, 50 vix 10 vién,{f
Packing Size, Dosage form: hang Ii’?
Tiéu chudn chét ludng . TCCS

Quality Specification:

Han ding : 24 thang ~S2pn i

Sheft- life: )
. . ” CN. gﬁtm 'Vd'n Q«w

Sé gidy phép luu hanh san pham (SDK): VD-13950-11

Marketing Authorization Number:

S& quyét dinh : 39/QD-QLD Ngay cap: 10/02/2011
Approval Decision Number: Dato of Issuance:

Hidu luc clia gidy phép luu hanh sén phdm: C6 gia trj 05 nam k& tir ngay cép
Expiration Date of this Marketing Authorization;

Tén nha san xuat : Cong ty cé phan dugc Vacopharm

Name of Manufacturer:

Dia chi » Km 1954, qudc 16 1A, P. Tan Khanh, TX. Tan An, Long
Address: An

Sé dién thoai : S6 facsimile:

Tel. No. Fax. No.

Tén nha dang ky - Cong ty cd phan dugc Vacopharm

Name of Marketing Authorization Holder

Dia chi - Km 1954, quic 16 1A, P. Tan Khanh, TX. Tan An, Long
Address: An

86 dién thoai ; S0 facsimile:

Tel. No. Fax. No.

Ha Noi, ngay 10 thang 02 nam 2011,

CUC TRUBNG CUC QUAN LY DUGC
GENERAL D IEOR OF THE DRUG ADMINISTRATION OF VIETNAM

Ghi chu; (Note)

1- Gidy phép Iuu hanh sin phdm nay dugc cdp dua trén hé so
dang ky 83 duge Cue Quanly duge - B Y té chip nhén.
This markelng authorization has been issued based on the dossiers
approved hy the Drug Administralion of Vietnarm.

2- T4t ¢4 cac thay d6i vé: co 88 san xudt, dang bdo ché, him
Iugng, ¢hi dinh... 8u phai dugc dang ky lai a8 cap gidy
phép mdi.

All changes lo the manulacturing siie, dosage forn, sirength, indwation,
ete. are subject {o ro-registration for a new murkoting authorization.

3- MAu.nhan da dudc duyét va & hudng dan s dung dugc
dinh kémiheo gidy phep nay.

The approved labols and pacrege inscit aro ettackad.

TRUGNG QUOC CUONG



Cai [SAO Y BAN CHANH| |

BOY TE CONG HOA XA 1101 CHURGH RTE
AN LY DUGC Pac tip - Tu do-- Lo Plang

P

Hia Noi, ngay &1

g %
%
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o
b
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§E Ao JOLD-DK
VIV gia han higu D s& démg ko thuoe

Kinh elii: Cong 1y ¢d phiin duge Vacophaus
39 Neayén Hud, 1P THn An, Long An

»
- B0 Y @ nhin duge cong vin 56 6],52[(:\1"&" gmcm%ﬁ

Cuc Quan 1y duge .
viee gia han higu lue =0 ding Ky thude do Cong

vi é;ic ti licw licn quan ctin Cong Ly vé
tv danig k¥ v sdn s,
" Cags e Thong tr s6 442014/ F-BYT nghy 25/1 172014 clia Bo ¥ & quy dinh vice
dang ky Thudce: Cong vin 80 SFT/BYT-QLD nshy 6/3/2016 cha Bo Y € vé wige hirdng
din tamn thdi vige gin han so dang kY thuée dang k¥ las,
Cue Quin 1§ dige - Bo Y 1 ¢ ¢ kicy nhusaur | .
1. Déng § gia hun hidw fue sé ding ky 12 thing ké L0 nedy k¥ cong van gia han s¢7. >~
dang kv thudc dui wdi 03 thute b daoh mype kém theo (dunth e ¢d ddug didu xédc shay,

ciia Cuc guan 1 duge),

Thuee duvie phép sin it trong thin Han gia han higu e s0 dimg kg phai th
hicn then ding hé so dd duge Bo Y 1€ (Cue Quan 19 dugre) phe duvér vit duae phép hudg
bandi dun B Dian diing can thaoc,

Cong 1y phili com ke wite thuo dé nehi gia han dip tng eic quy dinh ta didma, b
vt e mye | Cong van so 2577/BY1T-QLD néu tén.

2. Trudngz hop RGOS dufe ¢ip 6 dafp Ry mial rong thdbhan. kigu-lyc:gia-han-sgf
ding ky ¢l co sordang ke s Xedt, b Banb Gde phai sin xud, Tue hinh thude thea sb8 2,
dang k¥ madi ke Ut naily duoe cdp.

Cue Quin 1% diroe - Ba Y 7 thang bio e Coang ity bidh vivthye hign theo didng it
quy dinh hign hinh vé sdn xudt vd hea hinh e /.

/
CUC TRUCNG
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RO Y TE

CONG TTOA XA HOT G110 NGITTA VIET NAM
CUC QUAN LY DLOC

Boctap - T dao - Hanl phie

DANH MUC THUGC SAN XUAT TRONG NUTIC
DUGC GIA AN THEU LUT SO PANG K ¥

AKenr theo cong vdn so AT531QLD - DK nedy 64 thdng & néam 2
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