CTY TNHH DUQC CONG HOA XA HQI CHU NGHIA VIET NAM

TUE NAM Péc lap — Tw do — Hanh phiic
S6: 06.09/CV-DTN
V/v thay doi so dang ky Tp. H6 Chi Minh, ngay 17 théng 09 nim 2024

thudc trung thiu
Kinh giri: SO'Y TE NINH THUAN

- Can cik Quyét dinh s6 08/QB-SYT ngay 05 thing 01 ndm 2024 ciia Gidm doc S Y té Ninh Thugn vé
viéc phé duyét két qua lica chon nha thdu goi s6 01: gdi thau Thudéc Generic va vdn xin ndm 2023 va
Théng béo sé 83/TB-SYT ngay 08 thing 01 ndm 2024 ciia 8¢ Y té vé viéc két qua liea chon nha thau
G6i 56 01: Géi thdu thudc Generic va vic xin ndm 2023 ; va Théa thudn khung s6 121/G1/2023/TTK-
NT, ngay 11 thang 01 nim 2024 giita Sé Y té Ninh Thudn va Céng ty TNHH Dugc Tué Nam;

- Can cie Quyét dinh 401/0D-QLD ngay 18/06/2024 vé viéc ban hinh Danh muc 512 thudc san
xudt trong nuoc dwoc gia han gz'd'y ddng ky luu hanh tai Viét Nam - Dot 200 cua Cuc Trucng Cuc
Quan Iy Duoc;

- Cain cik Thong bdo sé 1709/TB-YAC ngay 17/09/2024 vé viéc cdp nhdt lai S6 ding ky san pham
Métforilex MR ctia Céng Ty TNHH Duoc Phim Y.A.C;

Nay Céng ty TNHH Duogc Tué Nam kinh giri dén S Y Té Ninh Thudn thong tin thay dbi vé S6
dang ky thudc trang thiu tai Quyét dinh sb 08/QP-SYT ngay 05 thang 01 nim 2024 cta Gidm dbc S&
Y té Ninh Thuén, cu thé nhu sau:

Tén thuéc Métforilex MR (hoat chit: Metformin HC1 500mg):

- Sb dang ky tring thau: VD-28743-18

- Sb ding ky thay doi: 893110463724
Céc thong tin khac cling nhu chét lwong cia san phdm Métforilex MR khong thay d6i. Cong ty chung
t61 rat mong nhan duoc sy dong ¥ ctia Quy S& bing van ban dé Nha thau kip thdi cung tmg thudc dén
cac co s& kham chita bénh dam bao phuc vu diéu tri cho bénh nhan.

Thong tin lién hé Cong ty TNHH Dugc Tué Nam: Anh Duy — 0985.700.817

Email: tuenampharma@gmall com
Cong ty ching t6i xin chén thanh cdm on va trén trong kinh chao! -
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BO Y Tk CONG HOA XA HOI CHU NGHIA VIET NAM

M§Ni§§3'§§¥ OF H ’EALI'H SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC ﬂée ﬁép * "f“var do - Hanh phic
 DRUG ADMINISTRATION OF VIETNAM pendenu - Freedom - Happms

138A Gigng V6 - Ha Mot - Vit Mam
ol 84 24 37366483/38464413 - Fax: 84.74.38234758

——

/ﬁ"?”"‘“t« : ekl
(3 5%/ £ % 065 uf RAP LUU I “ ANH SAN PHAM
G o [ rAouNHEN LAY M RKETING AUTHORIZATION
puoc
Tén thu ,’_k, \T BN Métforilex MR
Namie of DRgy Ay
Thanh phanciioh; hafviGong  © Metformin HCI 500 mg
Active Ingredients, Strength
Qui cach déng goi. bao ché © Hbp 6 i 10 vi (vi 10 vien); Vién nén tac dung kéo dai
Packing Size, Dosage fornr:
Tiéu chudn chét long : TCCS
Quiality Speeibicaton:
Han dung . 36thang
Shell- hfe:
S6 gidy phép leu hanh san phdm (SBK): VD-28743-18 ]
Marketing Authorization Number . e i i
So quyét dinh S 99IQE-QLD Ngay sap: 22/02/2018
Approval Decision Nurmibet, Date of Issudnce

Higu e clia gidy phép Iy hanh san pham: ¢6 gia tr 05 ndm k& 1 ngay cép
Expiratan Date of this Marketing mmmm

Tén co $6 dang ky Chi nhénh cdng ty cb phdn Armephaco- Xi nghiép
MNaime 03’ Maz}\eﬁnq Authongation Foioer dwoc phim 150

Dia ohy 112 Tran Hung Bao, phwdng Pham Ngli Lo, Quéan 1,
Ac!.dmw TP, Hb Chi Minh - Vgt Nam

Tén co s& san xuét < Chi nhanh ¢dng ty ¢d phén Armephaco- Xi nghiép
Nawie of Manufacturer: divoc pham 150

Dia chi <112 Tf%m Hung Dao, phrdng Pham Ngli Lo, Quan 1,

Address: TR, Ho Chi Minh - Viét Nam
Tén co s& ddng gdi :

Nang of Assembler

g chi

Ao s

Ha Néi, ngay 22 thang 02 ndm 2018

KT, CUC TRUONG CUC QUAN LY DUOC
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

PHO CUC TRUONG
DEPUTY GENERAL DIRECTOR

Ghi chii: pote) [y 3
1- Gidy phép leu hanh s& phém ndy duge oip theo dung haw 2 \A
Gang ky thudc 48 duoc 88 Y 18 phé duybt.

This marksting suthorization has been issued in acCORINC With the dossik . = 5 /OF

approved by the Vietnam Ministry of Health ] ¥

2- Bat oir sy thay dbi nao vé ndi dung cha gidy phép phai duwoe 0, P

Cuc Quén Ly Duoc - Ba Y 1& xac nhan. St T kb e :
FoP e Fe : NeUYEN TAT DAT

Any vanations of the contents of the marketing authotization are required to be

adopled by the Drug Admmistration of Vietnam.



UBND TiNH NINH THUAN  CONG HOA XA HOQIC HU NGHIA VIET NAM
SO Y TE Pée lap - Ty do - Hanh phac

sé: 08 /QD-SYT Ninh Thudn, ngéy05 thing 01 nam 2024

QUYET PINH

/" GIAM POC SO Y TE NINH THUAN

_ Can cir Ludt ddu thau s6 43/2013/QH13 ng&y 26 théng 1} ndm 2013 cua
Qube hoi muede Cong hoa Xa héi Chu nghia Viet Nam
Cén cir Nghi dinh sc; 63/2014/ND-CP ngay 26 thang 6 ndm 2014 cua

Chinh phi quy dinh chi 1idt thi hamh mét sé diéu cia Ludt Pdu théu vé lua chon
nhé thou;

Can cir Thong ti'sé 15/2019/TT-BYT nga} 11 zhcmg 7 ndim 2019 cua Bé ¥
16 quy dinh ve vide déu thau thue trong tai cdc co so v 1é cong lgp;

Can cur Thong tur 86 2972 020/TT-BYT ngay 31 thdng 12 ndm 2020 cua B¢
trucng Bé Y z‘hong tw swa c?oz b6 sung va bdi b6 mot 6 vin ban quy pham
phdp ludt do B¢ truong Ea? Y té ban hanh, lién tich ban hanh;

Cén cir Théng tr 6 06/2023/TT-BYT ngav 12 mang 3 nam 2023 cua Bo
trucng Bo Y 16 fhong ne sira d6i, bo sung mot so diéu ctia Thong e 56
!5/’2019/77' BYT ngay 11 thang 7 nam 2019 cua Bg truong B¢ Y ¢ quy dinh
viée ddu thau thude tai cde cosoy 1é cong ldp;

Cén cir Théng tu 56 03/20] Y/TT-BYT ngay 28 Zhang 3 ndm 2019 ciia B Y
1 ban hanh danh muc thube san xudt trong nudc ddp vng yéu cu vé dieu tri,
gid thude vi kha niing cung cdp;

Cén cit Thong tie 56 20/2022/TT-BY Tngady 31 thang 12 ndim 2022 ciit Bo
Y 18 quy dinh viéc ban hénh danh muc, 1y 16, diéu kién thanh toan dii voi thuce
hoa duge, sinh pham thube phong xq va chét dénh dédu thuge pham vi e
huong cia ngwo’z tham gia Bdo hiém Y 1é;

Can cir Thong tu 56 08/2022/TT-BKHDT ngay 31 thang 5 pdm 2022 cua
B¢ truong B¢ Ke hoach va déu tw vé cung c*ap, ding tai thong tin vé b ddu thau va
lua chon nha théu trén Hé. rhong mang daw thdu quoc gia;

Cin cik Quyét dinh 56 11/20 23/QD-UBND ngay 07 thang 02 ndm 2023
cua Uy ban Nhan ddn tinh Ninh Thudn vé viée Quy dinh chire ndng, nhié¢m vu,
quyén han va co cdu 16 chike ciia S¢ Y té tink Ninh Thudn;




Can cu Om*cf dinh s6 431/0D-UBND ngay 15 thang 3 ndm 2021 cua
UBND tinh vé vigc phé duvét danh muc thube dau thau tdp trung cdp dia
phwong tink Ninh Thudn;

Cén cir szy&! dinh s6 667/QD-UBND ngay 11 thang 5 ndm 2020 cia
UBND tinh vé viée giao nhiém vy thiee hién mua thudc thuée Dank muc thude
déu théu tap trung 1rén dia ban tinh Ninh Thugdn;

Cén cir Quyét dinh s6 1358/0P-UB! ND ngay 11 thang 10 ndm 2023 cia
Chut tich Uy ban nhdn ddn tinh Ninh Thudn vé viée phé duyét K& hoach lwa chon
nhé thiu ¢ ung cdp thube nim 2023 ciia 86 Y té:

Céin et Quyviét dinh 56 490/0D-SYT ngay 16 tharzg 10 ndm 2023 cua So Y
1 tinh Ninh Thugn w viée phé duyér E-H6 so moi thdu géi s6 01: Géi thdu
Thube Generic vé vdce xin ném 2023;

Quyét dinh s6 522, OD-SYT ;zgay 0171172023 cua So ¥ té Ninh Thudn vé
vige phé duyét diéu chinh E-Ho so moi théu Goi s6 1: G6i théu thude generic va
vae xin ndm 2023;

Quyét dinh m 605:0D-SYT ngay 13 thang 12 ndm 2023 cva Gidm déc So
Y té Ninh Ti hudn vé viéc phé duyét danh sdch mdt hang thude d’ap vng véu cau
ky* thugt Goi s6 01: Goi thiau Thude Generic va vde xin ndm 2023;

Xér de nghi tai 16 trinh 56 13/TTr-TCG ngay 29 thang 12 viam 2023 cua
16 Chuyén gia vé viée dé ﬂghz phé duyét két qua lua chon nha thdu gbi 56 01:
Goi thau Thuée Generic va vic xin nim 2023 va Bdo cdo m 09/BC-TTD ngay
05 thang 01 ndm 2024 cua 16 T ham dinh vé vige bdo cdo thdm dinh két qua lua
chon nha thau goi sé 01: Géi théu Thude Generic vé vée xin ndm 202 23,

QUYET DINH:

Diéu 1. Phé duyét két qua lya chon nha thiu gbi s 01: Géi thiu Thube
Generic va véc xin nam 2023 thudc K& hoach lya chon nha thau cung cdp thudc
nim 2023 cua S& Y 1é; cu thé nhu sau:

- S0 luong ma hang trang thdu gdm 1097 ma hang thude 156 nha thiu
tring thau theo phu luc dinh kém.

- Tong gid tri tring thau: 251,749.312.010 ddng

(’Bang chit: Hai trém nédm miroi moz‘ tt bay-trdm bén mueoi ehin riéu ba
trdm muedi hai nghin khéng trém muci éz*ong}

- Loai hop déng: Theo don gié ¢b dinh.

- Thoi gian thuc hién hgp dong: 12 théng ké tir ngay nha thau ky hop
déng véi cac don vi sir dung thubc.

R



Piéu 2. Giao T6 Chuyén gia phdi hop Phong Ké hoach - Nghiép vu - Tai
chinh théng bao két qua ndy dén tit ca cac nh thdu tham dy va thye hién cc
bude tiép theo ciia quy trinh déu thiu. Pdng thoi ding tai két qua 1én He théng
mang ddu thiu qudc gia va website S& Y té.

Piéu 3. Quyét dinh ndy 6 hidu lyc k& tir ngay ky.

T6 trudmg T6 chuyén gia ddu thau, T6 truéng To thdm dinh, Truéng cac
phong chirc ning va cdc don vi ¢6 lién quan chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhgn: ¥z~

- Nhw didu 3;

- LIBND tinh {(bdo cio);

- Béo hidm xa hoi tinh;

- Lanh dao 8é&;

- T Chuyén gia, TS Tham dinh:
- Website S& Y ;.

- Luus VT, KHRVTC.
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CONG HOA XA HQI CHU NGHIA VIET NAM
DPoc lap - Ty do - Hanh phic

Ha Ngi, ngay 18 thang 06 nim 2024

QUYET DINH
ban hanh Danh myc 512 thude san xuét trong nuwéc
han giay ding ky lwu hanh tai Viét Nam - Dot 200

CUC TRUONG CUC QUAN LY DUQC

et LuGt Diege s6 105/2016/QH13 ngdy 06/4/2016;
Can cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chiee ndng, nhiém vy, qu);én han va co cau 16 chire ciia B Y 16;

Can ci: Quyét dinh s6 1969/0P-BYT ngay 26/4/2023 ciia Bé truong Bo ¥ 16 quy
dinh 6}1}1}6‘ ndang, nhiém vu, quyéfz han va co cdu 16 chire ciia C uc Quan Iy Duoc thude
Bo Yte;

Can cir Thong tw s6 08/2022/TT-BYT ngdy 05/09/2022 ciia B§ trucng Bg Y 16
quy dinh viéc ding ky heu hanh thudc, nguyén liéu lom thuéce;

Can ctr két lugn clia Hopi dong te van cdp gidy ding ky hru hanh thuéc, nguyén
liéu lam thudc - B Y té dot 200 tai Cong vin sé 43/HPTV-VPHP ngay 15/5/2024 cia
Vin phong Hgi dong tw vin cdp GPKLH thudc, nguven li¢u lam thude;

Theo dé nghi cia Truong phong Pdng ky thudc, Cuc Quan Iy Durgc.

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 512 thudc san xuét trong
nudce duge gia han giéy dang ky luu hanh tai Viét Nam - Dot 200, cu thé:

1. Danh muyc 418 thudc sén xuat trong nuwdc dwoc gia han gidy ding ky huu
hanh hiéu luc 05 ndm (Phu luc I kém theo).

2. Danh muyc 89 thudc san xuét trong nuéc dugce gia han gidy dang kv luu hanh
hiéu Iye 03 nam (Phu luc II kém theo).

3. Danh myc 05 thudc san xuat trong nuéc duge gia han gidy dang ky luu hanh
higu Iy dén 31/12/2025 (Phu luc Il kém theo).

Piéu 2. Co 6 san xudt va co so diing ky thude ¢o trach nhiém: )

1. San xudt thudc theo diing cac hd so, tii liu da ding ky véi By Y 6 va phai
in s6 ding ky duoc Bo Y té Viét Nam cép lén nhan thube.

2. Chi dugc san xuat, dua ra lwu hanh cac thude kiém sodt dic biét khi c6 Gidy
chimg nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kidm soat
ddc bigt pht hop voi pham vi hoat dong cia co s& dép mg quy dinh tai khoan 5 Piéu
143 Nghi dinh 56 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phti quy dinh chi tiét mot
s6 didu va bién phap thi hanh Luit Dugc.

3. Thyc hién viéc cap nhat tiéu chuin chit lugng cua thude theo quy dinh tai
Théng tw s 11/2018/TT-BYT ngay 04/5/2018 ciia B truong Bo Y 't quy dinh vé
chét luong thude, nguyén lidu lam thube.

4. Thube duoc gia han gidy ding ky lwu hanh tai Quyét dinh ndy nhung chua
ndp hb so cip nhat ndi dung nhén thube, to huéng din sir dung thude theo quy dinh
ctia Thong tw 01/2018/TT-BYT ngay 18/01/2018 ciia B trudng BO Y & thi phai thyc
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hién cép nhat theo quy dinh tai diém b Khoan 1 Bleu 37 Théng tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han 0§ay dang ky heu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cic thudc dugc gia han
gidy dang ky luu hanh theo Quyct dinh ndy c6 thay ddi vé noi _dung hanh chinh phai
san xuAt va luu hanh véi cac néi dung di duge phé duyét thay d6i trong hd so gia han.

6. Co s ding ky thude phai bao dam duy tri diéu kién hoat dong trong thoi gian
hi¢u lyc cha gidy ding ky Ien hanh thude, nguyén lidu 1am thude. Trong trudng hop
khong con dap ung du didu kién hoat dong, co s& dang ky phai c6 trach nhiém thyc
hién thay d6i co s¢ diing ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s& ding ky khong con du diéu kién hoat dong.

7. Co s& san xuat thude phal bao dam céc didu kign hoat dong cia co s& san
xudt trong thdi han hiéu luc clia gidy ddng ky luu hanh thudc, nguyén ligu lam thube.

8. Cac thuoc duoc gia han giay ding ky luu hanh tai Quyct dinh nay dugc ticp
tuc sir dung so déng ky da cap trrGe khi gia han trong thoi han 61 da 12 thang ké tir
ngay dugc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tir s6 08/2022/TT-BYT.

9. Phox hop v6i cac co s& didu trj dé thuc hién theo ding ciac quy dinh hién
hanh v& thubc ké dom, theo ddi an toan, hi¢u qud, tic dung khong mong mudn cua
thude trén ngudi Viét Nam va tong hop, béo cao theo quy dinh tai Diéu 5 Théng tu 56
08/2022/TT-BYT dbi véi cac thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Dleu 3. Quyét dinh nay <6 hi¢u luc ké tir ngay ky ban hanh.

Piéu 4. Giam ddc S6 Y té cac tinh, thinh phé trye thude Trung wong va Giam
déc co'sé san xudt va co sé diing ky c6 thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhén: —.CUC TRUONG

- Nhu biéu 4; P

- BT. Pao Héng Lan (dé bit); o '
- TT. P& Xuén Tuyén (de bic); BT
-Cuc Quany - B Quéc phong, Cuc Y té - Bo Cong an; ', s s A XA

- Cyc Y t€ GTVT - B$ Giao thong van tai: N\ Ve L)

- Téng Cuc Hai quan - B5 Tai chinh; \ s 4
- Bé4o hiém x& hoi Viét Nany ' N V.., T ﬁ C g
-Bo Y té: Vu PC, Cyc QLYDCT, Cyc QLKCB, Thanh tra u luan Luong

B§, Vin phong HDTV cdp GPKLH thude, NLLT;

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

- Téng Cong ty Duoc Viét Nam - - Cong ty CP;

- Cac Bénh vién, Vién c6 givong bénh tryc thudc BO Y té;
- Trung tm mua s&m tip trung thude quic gia;

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

- Luwu: VT, DKT (C.H) (02b).
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DANH MUC 418 THUOC SAN XUAT TRONG NUGC PUGC GIA HAN GIAY PANG KY LUU HANH

(Kém theo Quyét dinh 56 401

Phuy lyc 1

TAI VIET NAM HIEU LUC 05 NAM - POT 200

FOB-QLD ngay 1§

cua Cuc Qudn Iy Dugc)

thang 06 ndm 2024

STT Tén thube Hoat chit chinh - Dang bio ché | Quy céch déng gbi| Tieu | Tudi Sé dingky | S8
Ham hrong chuin | the gia han lin

(thing)| (SO dingky | gia
di cip) han

{3 (2) 3 (4) (5) (6) 0] 8) 0

1. Co s& ding ky: Cong ty ¢b phén Duge - Vat tar y té Nghé An (Dia chi: $6 68 dudmg Nguyén S§ Sach, Phudmg Hung

Phiic, thanh phd Vinh, tinh Ngh&, An, Viét Nam)

1.1. Co s& san xuiit: Cong ty c§ phin Dugc - Vit tir y té Nghé An (Dia chi: S6 68 duong Nguyén S§ Sach, Phudmg Hung
Phic, thanh phé Vinh, tinh Nghé An, Viét Nam)

I |CinatamDNA Cinarizin 25mg; Vién nang Hop 6 vix 10 vién; | NSX 36 |893110425424 | 1
Piracetam 400mg cimg Hop 10 vix 10 vién (VD-26359-17)

2 |Piracetam - DNA  [Piracetam 400mg Vién nang Hop 5 vix 10 vién; |DDVYN 36 | 893110425524 1
clmng Hop 10vix [Ovién| V (VD-26362-17)

3 |Tetracyclin Tetracyclin Vién nén Lo 450 vién, Lo DbVN | 24 |893110425624 | 1
250mg hydroclorid 250mg 400 vién, Lo 200 v (VD-20928-14)

vién, Lo 100 vién

2. Co s¢ diing ky: Cong ty cé phin dugce Apimed (Dia chi: 263/9 Ly Thudng Kiét, Phudng 15, Quan 11, Thanh phd HS Chi

Minh, Viét Nam)

2.1. Co s& sén xudt: Cong ty cb phin dwge Apimed (Dia chi:

Vinh Thanh, huyén Nhon Trach, tinh Dong Nai, Viét Nam)

Dudng N1, cum cdng nghiép Phit Thanh — Vinh Thanh, xa

4 [Misopato § Bisoprolol fumarat  [Viénnénbao [Hop3vix 10vién |USP38| 24 [893110425724 | 1
Smg phim (VD-31034-18)

5 |[Nooapi 400 Piracetam 400mg Viénnénbao [HOp 10 vix 10 vién | NSX 24 893110425824 | 1
phim (VD-31036-18)

6 [Nooapi 800 Piracetam 800mg Viénnénbao |Hop 10vix 10 vién | NSX 24 | 893110425924 | 1|
phim (VD-30220-18)

7 |Sucrapi Sucralfat 1000mg Hén dich udng [Hop 20 géi x Sml; NSX 24 1893100426624 | 1
Hdp 50 gbi x Sml (VD-30914-18)

3.Cosé dang ky: Cong ty 6 phan dwge Danapha (Dja chi: 253 Diing ST Thanh Khé, phudng Thanh Khé Tay, quan Thanh
Khé, thanh phé Pa Nang, Viét Nam)

3.1. Co sé san xudt: Cong ty ¢b phin dugc Danapha (Dia chi: 253 Diing ST Thanh Khé, phudng Thanh Khé Ty, quin
Thanh Kh¢, thanh phé Da Ning, Viét Nam)

8 |Disidana Nefopam Dung dich Hop 10 6ng x 2ml NSX 36 |893110426124 | 1
hydroclorid tiém (VD-31518-19)
20mg/2mi
9 |Furosol Furosemid 20mg/2ml {Dung dich Hop 10 ong x 2ml NSX 24 (893110426224 | 1
tiém - |[(VD-24683-16)

10 |Garnotal Phenobarbital 100mg [Vién nén Hop 10vix 16 vién | NSX 36 893112426324 | 1
(VD-24084-16)

11 [Haloperidol 2 mg [Haloperidol 2mg Vién nén Hop 1 lox 200 vién | NSX 36 |8931i0426424 | 1

. (VD-18188-13) )

12 [Meloxicam 15mg [Meloxicam 15mg Vién nén Hép3vix10vién | NSX 36 | 893110426524 | 1
(VD-31520-19)

13 |Neuropyl 400 Piracetam 400mg Vién nang Hop35vix 10vién | NSX 36 893110426624 | 1
clng (VD-25094-16)
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STT|  Tén thude Hoat chit chinh - | Dang bao ché|[Quy cich dong géi| Tieu | Tudi | Sédingky | Sb
Ham luwgng chudn | the gia han lin
(thing)| (Sé dangky | gia
di cdp) han
) ) 3 “ &) © () ®) &
371 [Furosemide Furosemide 40mg Vién nén HépSvix 10vién; | BP 36 |893110462424 | 1
STELLA 40 mg Hgp 1 chai x 100 2020 (VD-25987-16)
vién; Hop 1 chai x
500 vién
372 |Lamostad 25 Lamotrigine 25mg  |Viénnén phan |[Hop 3 vix 10 vién | NSX 36 | 893110462524 | |1
tan trong mrde (VDD-25480-16)
373 |Lorastad 10 tab. |Loratadine 10mg Vién nén Hop 2 vix 10 vién, | NSX 60 (893100462624 | |1
Hop 10 vix 10 vién (VD-23354-15)
374 Nifedipin T20 Nifedipine 20mg Viénnén bao [Hop 10 vix 10 vién | NSX 48 [ 893110462724 | |
retard phim tic dung (VD-24568-16)
kéo dai
375 |Olanstad 3 Olanzapine Smg Viénnénbao |Hip3vix 1@vién | NSX 24 | 893110462824 | 1
phim (VD-23481-16)
376 |Ribastad 200 Ribavirin 200mg Viénnénbao |Hop2vix7vién; |USP38| 24 |893114462924 | 1
phim Hoép 4 vix 7 vién (VD-32403-19)
377 |Stadnolol 100 Atenolol 100mg Vién nén Hop 10vix 10 vién [ NSX 60 893110463024 | 1
(VD-29497-18)
378 | Telmisartan Telmisartan 80mg  |[Vién nén Hop4vix7vién; (USP43| 24 |893110463124 | |
STELLA 80 mg Hop 3 vi x 10 vién (VD-25484-16)
379 |Vitamin C Vitamin C 1g Viégnnénsui  [Hfp 2 vi x 4 vién, NSX 24 |893110463224 | I

STELLA 1g

bot

Hép 4 vix 4 vién,
Hop 5 vi x 4 vién,
Hop 1 tugp x 10
vién, Hop 2 tuvp x
10 vién

(VD-25486-16)

81. Co sir diing ky Céng ty TNHH MTV 1206 Armephaco (Pia chi: S$6 118 Vii Xuan Thiéu, phudng Phic Loi, quan Long
Bién, Thanh pho Ha Néi, Viét Nam)

81.1. Co st san xudt: Céng ty TNHH MTV 120 Armephaco (Pia chi: S6 118 Vii Xuan Thidu, phudng Phie Lo, quan

Long Bién, Thanh phé Ha Néi, Viét Nam)

380 |Doxyceyelin Doxyeyclin (dudi Vién nang Hép 10 vix 10 vién [DBVN 36 | 893110463324 Tl
dang doxycyclin cing v (VD-30121-18)
hydroclorid) 100mg

381 |Lincomycin Lincomycin (dudi Vién nang Hop 10 vix 10 vién |[DDVN 36 |893110463424 | 1
dang Lincomycin clmg v (VD-29517-18)
hydroclorid) 500mg

382 |Ofloxacin 200mg |Ofloxacin 200mg Viénnénbao |[Hop 10vix 10 NSX 36 | 893115463524 | |

phim

vién, Hop 50 vix
10 vién, Alw/Alu,
ALWPVC

(VD-30124-18)

82. Co ¢ déing ky: Cong t} TNHH MTYV dwgc phdm 150 Cophavina (Dia chi: 112 Tran Hung Pao, phudmg Pham Negit
Lo, Quén 1, Thanh pho H Chi Minh, Viét Nam)

82.1. Co s& san xuft: Cﬁng ty TNHH MTYV dugc phdm 150 Cophavina (Dija chi: 112 Trin Himg Pao, phudng Pham Ngi
Lio, quén 1, thanh phd H$ Chi Minh, Viét Nam)

383

Famotidin 40mg

Famotidin 40mg

Vién nén bao

phim

Hop 10 x 10 vién

DPbVN
v

30

893110463624
(VD-17812-12)

YA
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vién; Chai 500 vién

STT| Tén thudc Hoat chét chinh - | Dang bao ché|Quy cdch dong géi| Tieu | Tudi | S§dingky | S6
Ham lwong chuian | tho gia han lan
(thang)| (Sédingky | gia
di cdp) han
) | (2) R ) ) 3 (6) U] @ ®
384 |Méforilex MR |Metformin HC] Viénnéntac  [Hop 6 vix {0 vién, | NSX 36 [89311046372 1
500mg dung kéo dai [Hop 10 vix 10 vién (VD-28743-18)
385 |Prednisolon Prednisolon 5mg Viénnén Hép 10vix 10 NSX 36 893110463824 | 1
vién, Chai 200 vién (VID-29592-18)
386 |Tetracyclin Tetracyclin HCI vién nang Hop 10vix 10 DDVN | 30 |893110463924 | 1
500mg 500mg cling vién; Chai 100 v (VD>-17319-12)

83. Co s diing ky: Céng ty TNHH Phil Inter Pharma (Pia chi: S6 20, Dai 10 Hiva nghi, KON Viét Nam-Singapore, Thudn
An, Binh Duong, Viét Nam)

83.1, Co siv san xudt: Céng ty TNHH Phil Inter Pharma (Dia chi: S6 25, dudmg s6 8, KON Viét Nam-Singapore, Thuén
An, Binh Duong, Viét Nam)

387 [Colvagi Nifuratel 500mg; Vién nang Hop I vix 10 vién; | NSX 36 | 893110464024 | 1

Nystatin 200.000IU  |mém dit im Hop 2 vix 10 vién (VD-21150-14)
dao

388 |Phildomina Hydroguinone Kembodida |Hop 1tuyp x 10g NSX 36 | 893110464124 | 1
400mg/10g (VD-20588-14)

389 |Ticonet Ubidecarenon Vién nang Hop 10 vix 10 vién | NSX 36 | 893100464224 | |
(Coenzym Q10) mém (VD-32446-19)
30mg

84. Co st diing ky: Céng ty TNHH Reliv Pharma (Pia chi: 410/9 Tan Pht, Khu MYy Gia 1, Phuong Tan Pha, Quén 7, thanh
phd HS Chi Minh, Viét Nam)
84.1. Co s& san xuét: Cong ty CH phﬁn Dugce phim Trung wong 2 (Dia chi: Lo 27 khu cong nghiép Quang Minh, thi trin
Quang Minh, huyén Mé Linh, thanh phd Ha N¢i, Viét Nam)

390

Recolin

Citicolin {(dudi dang
citicolin natri)
1000mg/4ml

Dung dich
tiém

Hop 1 vix 5 bngx
4ml

NSX

24

893110464324
(VD-25559-16)

\
\lz

),//

85. Co s¢ diing ky: Cdng ty TNHH Sén xuét dwge phim Medlac Pharma ftaly (Dia chi: Khu Cong nglnép Cong nghe/

cao I, Khu Céng ngh¢ Cao Hoa Lac, KM29 Dai 10 Thing Long, X3 Ha Bing, Huyén Thach Thét, thanh phé Ha Nai, Viét
Nam)

85.1. Co sir sin xuat: Cong ty TNHH Sén xuiit Dwge Phim Medlac Pharma Italy (Dia chi: Khu céng nghiép cong nghé
cao 1, Khu cong nghé cao Hoa Lac, KM29, Pai 1§ Thiing Long, x4 Ha Bing, Huyén Thach That, thanh pho Ha Noi, Viét Nam)

391 [FDP Medlac Fruetose-1,6- Thudc bétpha |Hop Flox 16O NSX 36 | 893110464424 | |
Diphosphate tiém truyén  |(Hop 01 lo thube (VD-18569-13)
Trisodium hydrate bot pha tiém + 01
Sg (twong duong - lo dung méi + 01
3.75g Acid Fructose- bd diy truyén dich)
1,6-Diphosphoric)

392 [Teicomedlac 200 [Teicoplanin 200mg | Thude bdt pha [Hop 1 lo: Hop 10 NSX 36 | 893115464524 | 1

tiém

lo; Hop 1lox 1
ong (dung mdi
nude vo khuan dé

tiém Imi)

(VD-30144-18)
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