san phdm NATRI BICARBONAT 1,4%”

CONG TY CO PHAN GONSA

S6: 380/2025/CV-GSD-DT

“V/v: Xin thay doi S6 ding ky

Kinh giwi: SO'Y TE TINH NINH THUAN

(Sau ddy goi la “Bén moi thau”)

CONG HOA XA HQI CHU NGHIA VIET NAM
Déc lip — Tuw do — Hanh phie

TP. Hé Chi Minh, ngay 22 thdng 04 ndm 2025

CONG TY CO PHAN GONSA (sau ddy goi o “Nha thdu™) cb tham dy va tring thdu géi thau:
Géi s6 01: G6i thiu thudc Generic san phém NATRI BICARBONAT 1,4% theo Quyét dinh tring thiu
sb: KQ2400544691 2502251521 ngay 25/02/2025 clia S& Y té tinh Ninh Thuén.

Nay Nha thau lam cong vén ndy xin thay d6i thong tin S ding ky clia san phim NATRI
BICARBONAT 1,4% cu thé nhu sau:

So

bon | SOdENE | o .| Ténnha sé
n £ Quy . ky da > CanE Y | san xuft— Iwgng
Stt Tén thuoc " vl . méi xin thay . 4 lwong
cach , | trang 2. Nuwée san | trung S e e
tinh A doi £ A con lai
| thau xuat thau
1 . Z
NATRI The | Con}gl :[y cd
BICARBONAT | =78 v . an
1 1,4% .| Chai " | 893110492424 | JFSTUES 1 400 | 400
Natri bicarbonat chai 25877-16 Kabi Viét
( | 40/100ml 250ml Nam —
,4g/100mD) | Viét Nam

Bing van ban ndy, ching téi xin thong bao vé& viéc diéu chinh va cung tmg san phdm NATRI
BICARBONAT 1,4% theo sb ding ky méi 893110492424 Viéce thay doi S6 dang ky nay khong anh
huong dén cac thong tin khéc ciing nhu chit lugng san phdm (dink kém tai lidu Gidy phép hew hanh san
phdm theo s6 ddng ky cil va Quyét dinh gia han gidy ding ky lwu hanh véi s6 ddng ky méi dé Quy Bénh
vién déi chiéu).

Ngay ap dung: 22/04/2025

Nha thdu xin dinh kem cdc tai liéu sau:

1. Gidy phép luu hanh san phim

2. Quyét dinh 402/QD-QLD ngay 18/06/2024 v& viéc gia han gidy dang ky luu hanh

Kinh mong Bén moi thiu xem xét va chip thusn cho Nha thau dugc tip tuc cung cp san phdm

theo thong tin thay dbi trén.

Tran trong cam on!
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BO Y TE CONG HOA XA HOI CHU NGHIA VIEG AV B&N CHINH

MINIST 3;‘3 OF HEALTH SOCTALINT REPUBLIC OF VIETRNAM
CUC QUANLY DUQC Béc lap - Ty do - Hanh phic Ngaythangn&m ,,,,,,,,,,,
PRUG ADMINISIRATION UP VIEINAM frude Pa,*!l\%{l*m e~ it?a‘_‘ciiii V- Hjﬁiﬁm
§._38A Gardng Vo - Mo MG VISt Nam T6NG GI é Ii Bdc

Tol 844 A7ERARIB8404413 - Fax A 4BRE34TLE

GIAY PHEP LUU HANH SAN
MARKETING AUTHORIZATION

Tén thube :  Natri bicarbonat 1,4%
Name of Drug: =
Thanh phan chinh, ham luong  :  M&i 100mi chira: Natri bicarbonat 1,4g-
Active ingredients, Strengih:

Qui cach déng goi, bao ché - Chai 250ml, chai 500mi; Dung dich tiém truyén
Packing Size, Dpsag& form:

Tiéu chudn chét lugng . BP2013

Quality Specificetion;

Manding . 36théng

Shel- ife:

56 gidy phép Iy hanh san pham (SDK): VD-25877-16

Markeling Authodzation Number, ——

86 quyét dinh . 547/Q0D-QLD Ngay cap: 15/11/2016
Approvat Decision Number: Date of Issuance:

Hiéu lirc clha gify phép Iy hanh sén pham: c6 gia tri 05 ndm ké tr ngdy cép
Expiration Date of this Marketing Authodzation:
Tén co s& dang ky . Céng ty Cb phin Fresenius Kabi Bidiphar

Narme of Marketing Authorization Holder
Ba chi < ¥hu vye 8, Phudng Nhon Pha, TP, Qui Nhon, tinh Binh
Address: Binh - Viét Nam
Tén co s& san xuét - Céng ty Cé phan Fresenius Kabi Bidiphar
Name of Manufacturer:
Bya chi : Khuvye 8, Phurdmg Nhon Pha, TP. Qui Nhon, tinh Binh
Addrass: Pinh - Viét Nam
Tén co s& dong goi '
Name of Asgernbler
Bha chi
Address.

Ha NGi, ngay 15 thang 11 ném 2016.
CUC TRUONG CUC QUAN LY DUQC
GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

o
7

Ghi cha: hote) ) ,
1- Gidy phép luu hanh sdn phiim nay duge chp theo dilpg hd su , -
diing ky thude da dueoe BO ¥ 6 pha duyét. 4 Jf&/}// S

This marketng authofizebon hos been issyed i accordange with i dossiar
approved by the Vielnam Mimstey of Health.

2. B&t o sy thay d6i ndo vé ndi dung cla gidy phép phil S, e
Cuc Quén 1y duge - BO Y t xde nhan,

Any varialions of the sontents of the madkaling spthorzation are roquired to be
adopled by the Drug Admsimstiation of Vietaarn.

g T

TRUONG QUOC CUONG



Ky boi: Cuc Quan

Goany v BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

#15CUC QUAN LY DUQC Doc lap - Tu do - Hanh phiic
$6:402  /QP-QLD Ha Ngi, ngay 18 thang 06 ndm 2024
QUYET PINH

Vé viéc ban hanh Danh myc 394 thudc san xuit trong nuéce
dwoc gia han gidy ding ky luvu hanh tai Viét Nam - Dot 201

CUC TRUONG CUC QUAN LY DUQC

Can cw Luat Duoc sd 105/2016/QH13 ngay 06/4/2016,
Can cir Nghi dinh so 95/2022/NB CP ngay 15/11/2022 cua Chinh phi quy dinh
chiec nang, nhiém vy, quyen han va co cdu t6 chire ciia BG Y té;

Cin cit Quyét dinh s6 1 969/0b-BYT ngay 26/4/2023 cua B trudng Bo Y 1é quy
dinh chirc nang, nhiém vu, quyén han va co cau té chitc ciia Cuc Qudn Iy Dugc thudc
B3 Y té;

Cin cir Théng tw s6 08/2022/TT-BYT ngdy 05/09/2022 ciia Bj trucng B Y té
quy dinh viéc dang ky luu hanh thuéc, nguyen ligu lam thuéc;

Cén cir két lugn cua Hoi dong tw van cap gidy dang ky lwu hanh thude, nguyén
liéu lom thuéc - Bo Y té dot 201 tai Cong van so } 49/HPTV-VPHD ngay 22/5/2024 cia
Van phong Hoi a"ong tw van cdp GPKLH thuéc, nguyén liéu lam thuéc;

Theo dé nghi cia Trudng phong Pang ky thuée, Cuc Quan Iy Duoc.

QUYELT DPINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 394 thudc san xudt trong
nude dwoc gia han gidy ding ky luu hanh tai Viét Nam - Dot 201, cu the

1. Danh muc 292 thudc san xuét trong nuée duge gia han gidy diang ky huu
hanh hiéu lwc 05 nim (Phy luc I kém theo).

2. Danh muc 82 thudc san xuit trong nuéc dugc gia han gidy ding ky luu hanh
higu lyc 03 ndm (Phy luc II kém theo).

3. Danh muc 20 thudc san xuét trong nudc dwgce gia han gidy ding ky lru hanh
hiéu luc dén 31/12/2025 (Phu luc III kem theo).

Piéu 2. Co s6 san Xuét va co s6 dang ky thudc c6 trach nhiém:

1. San xuét thubc theo ding cac ho so, tai liéu di ding ky voi Bo Y té va phai
in s6 dang ky dugc Bo Y te Viét Nam cip 1én nhan thuéc.

2. Chi duge san xuit, dwa ra luu hanh cc thudc kiém soat dic biét khi co Gidy
chimg nhén du diéu kién kinh doanh dugc pham vi kinh doanh thubc phai kiém soat
dac biét phu hop v6i pham vi hoat dong cua co s¢ dap ang quy dinh tai khodn 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phti quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luit Dugc.

3. Thyc hién vigc cdp nhit tiéu chuén chét lwong ciia thudc theo quy dinh tai
Thoéng tu s6 11/2018/TT-BYT ngay 04/5/2018 clia Bo truong Bo Y té quy dinh vé
chit luong thubc, nguyen lidu lam thudc.

4. Thube duoc gla han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
nop hd so cip nhit ndi dung nhin thubc, t& hudng din st dung thude theo quy dinh
ctia Thong tw 01/2018/TT-BYT ngay 18/01/2018 cta B6 truéng BO Y té thi phai thuc

//‘b/ s A\?’&\
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hién cép nhit theo quy dinh tai diém b Khoan 1 Dleu 37 Théng tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay dugc gia han glay dang ky luu hanh.

5. Sau 12 théng ké tir ngdy ky ban hanh Quyét dinh nay, cac thube duge gia han
gidy dang ky Iuu hanh theo Quyét dinh nay c6 thay @i vé ndi dung hanh chinh phai
san xudt va luu hanh véi cic ndi dung da dugc phé duyét thay d6i trong hd so gia han.

6. Co s dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
higu lyc cua gidy dang ky luu hanh thudc, nguyén lidu 1am thudc. Trong trudng hop
khéng con dap ng du diéu kién hoat dong, co s& dang ky phai c6 trach nhi€ém thuc
hién thay déi co s& ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké ti ngay co s¢ dang ky khéng con du diéu kién hoat dong.

7. Co s san xuét thudc pha1 bao dam cac didu kién hoat déng cla co so san
xudt trong thoi han hiéu Iyc cia gidy dang ky luu hanh thude, nguyén liéu lam thudc.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay duoc tlep
tuc su dung %o dang ky da cap trudce khi gia han trong thoi han t6i da 12 thang ké tir
ngay dugc cap s0 ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tw s6 08/2022/TT-BYT.

9. Phéi hop v6i cac co s& didu tri @é thuc hién theo ding cac quy dinh hién
hanh v& thubc ké don, theo ddi an toan, hiéu qua, tdc dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, bao cao theo quy dinh tai Piéu 5 Thong tu sb
08/2022/TT-BYT ddi véi cac thudc trong Phu luc I ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc SO Y té cac tinh, thanh phd tryc thuge Trung uong va Gidm
dbc co so san xuit va co s& dang ky co thudc tai Piéu 1 chiu trich nhiém thi hanh
Quyét dinh nay./.

Noi nhan: ... CUC TRUONG
- Nhu Didu 4; FEER TN

- BT. Pao Hong Lan (dé blc); )

- TT. Pd Xuan Tuyén (de b/c); laf M f

- Cuc Quény - BO Quéc phong, Cuc Y té - B6 Cong an; (- -

- Cuc Y t GTVT - B¢ Giao thong vén ti; L, SUBC
- Téng Cuc Hai quan - B Tai chinh; N A gt
- Béo hiém x4 hoi Viét Nam; N
-Bb Y t&: Vu PC, Cuc QLYDCT Cuc QLKCB, Thanh tra
B9, Vin phong HPTV cap GDKLH thubc, NLLT;

- Vién KN thuée TU, Vién KN thuéc TP. HCM;

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

- Cac Bénh vién, Vién c6 giudng bénh trye thudc Bo Y té;
- Trung tdm mua sam tap trung thube quoc gia;

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

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

Vil Tuén Cuong
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DANH MUC 292 THUOC SAN XUAT TRONG NUGC DPUGC GIA HAN GIAY PANG KY LUU HANH

(Kém theo Quyét dinh s6 402

Phu luc I

TAI VIET NAM HIEU LUC 05 NAM - QT 201

/OP-OLD ngay 18

cia Cyc Qudn Iy Duoc)

thang 06 nam 2024

STT Tén thude Hoat chit chinh - | Dangbao | Quy cich déng géi | Tiéu Tubi S6 ding ky Sb
Ham lrong ché chuin | tho gia han lin

(thang)| (S6 dingky | gia
da cip) han

1) ) 3) @ ) (6) (7) (8) (€]

L. Co s& ding ky: Cong ty ¢b phin cong nghé sinh hgc - duge pham ICA (Pia chi: L6 10, dudng s6 5, khu cong nghiép -
Viét Nam - Singapore, Thanh phd Thuan An, Tinh Binh Duong, Viét Nam)
(.1. Co s& san xuit: Céng ty cb phin cong nghé sinh hoc - dwge phim ICA (Pia chi: 1.6 10, dudng s6 5, khu cong nghiép
Viét Nam - Singapore, Thanh phé Thuan An, Tinh Binh Duong, Viét Nam)

1 |Caricin

Clarithromycin
500mg

Vién nén
bao phim

Hop 3 vix 4 vién;
chai 350 vién

NSX

36

893110476624
(VD-15312-11)

2. Co 56 diing ky: Cong ty 6 phan Dwgc - Vat tr y té Thanh Hoéa (Dia chi: S6 232 Tran Phu, phudng Lam Son, thanh phé
Thianh Héa, tinh Thanh Hoéa, Viét Nam)
2.1. Co sé san xuat: Cong ty cb phin Dugc - Vit try té Thanh Hoéa (Pia chi: S6 04 dudng Quang Trung, phudng Ngoc
Trao, thanh phd Thanh Hoa, tinh Thanh Héa, Viét Nam)

2 |Clindathepharm  [Clindamycin (du¢i  |Viénnang |Hop 10vix 10vién |DDVN | 24 | 893110476724 | 1
capsule dang Clindamycin cing v (VD-17651-12)

HCI) 300mg

3 |Leukas Montelukast (dudi Vién nén Hop 2 vix 10 vién NSX 24 | 893110476824 | 1
dang Montelukast bao phim (VD-17655-12)
natri) Smg

4 |Theprilda Indapamid 1,25mg; |Vién nén Hop 3 vix 10 vién; | NSX 36 893110476924 | 1
Perindopril erbumin Hop 20 vi x 10 vién; (VD-30662-18)
4mg Hop 50 vi x 10 vién

53 |Thezyung Cetirizin Vién nén Hop 10 vix 10 vién; |IDDVN [ 36 | 893100477024 | 1
dihydrochlorid 10mg |bao phim Hop 50vix 10vién; | IV (VD-17663-12)

Hop 100 vix 10 vién

3. Co siv ding ky: Cong ty co phin dwgc Apimed (Pia chi: 263/9 Ly Thuong Kiét, Phuéng 15, Quan 11, thanh phé Ho Chi

Minh, Viét Nam)

3.1. Co s& san xuit: Cong ty cd phan dwge Apimed (Dia chi: Dudng N1, cum céng nghiép Phi Thanh - Vinh Thanh, xa

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

6 |Allerpa Loratadin 5mg Dung dich  |Hop 10 bng x 5ml, NSX 24 1893100477124 | 1
ubng Hop 20 bng x 5ml, (VD-31462-19)
Hop 1 chai x 30ml
7 |Apidom Domperidon (duéi Hobn dich Hop 30 gbi x Sml; NSX 24 893110477224 1
dang domperidon ubng Hop 30 goi x 10mi; (VD-30933-18)
maleat) Smg Hop 1 chai x 30ml
8 |Nooapi 1200 Piracetam 1200mg Vién nén Hop 10 vix 10 vien | NSX 24 | 893110477324 1
bao phim (VD-31035-18)

1. Co sé ding ky: Cong ty cb phén Duge Pong Nai (Dia chi: S6 221 B, duong Pham Vin Thuén, phudng Tin Tién, thanh
>hé Bién Hoa, tinh Dong Nai, Viét Nann)
1.1. Co s san xuat: Cong ty c¢b phin Dugc Dong Nai (Pia chi: S6 221 B, dwong Pham Vin Thuén, phudng Tén Tién, thanh
>hé Bién Hoa, tinh Ddng Nai, Viét Nam)

9 |Toptropin 800 mg

Piracetam 800mg

Vién nén
bao phim

Hop 10 vix 10 vién

NSX

36

893110477424
(VD-25588-16)

1
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STT|  Tén thube Hoat chit chinh - | Dangbao | Quy cich déng géi | Tiéu | Tudi | S6 dingky | So
Ham lrong ché chuin | tho gia han lin

(thdng)| (S6 dingky | gia
da cép) han

(1) ) 3) “) (6] (6) (7) ®) Q)

14. Co s& diing ky: Cong ty ¢6 phin Euvipharm (Dia chi: Ap Binh Tién 2, xi Ditc Hoa Ha, huyén Ditc Hoa, tinh Long An,
Viét Nam)
14.1. Co sé san xuit: Céong ty cb ph?m Euvipharm (Dia chi: Ap Binh Tién 2, xd Drc Hoa Ha, huyén Dtc Hoa, tinh Long
An, Viét Nam)

157 |Eutinex 0,05% Naphazolin nitrat Dung dich  |Hop ! chai x 15ml NSX 36 | 893100492224 | 1
7,5mg/15ml nhé miii (VD-24157-16)

158 |Simvastatin 20 mg |Simvastatin 20mg Vién nén Hop 1 vix 10 vién; |[USP38( 36 |8931104923247| 1
bao phim Hop 2 vi x 10 vién; (VD-29738-18)

Hop 3 vix 10 vién;
Hop 5 vix 10 vién;
Hop 10 vi x 10 vién

15. Co s& diing ky: Céong ty cd phan Fresenius Kabi Vigt Nam (Dia chi: Khu vyc 8, phwong Nhon Phy, thanh pho Quy
Nhon, tinh Binh Pinh, Viét Nam)
15.1. Co' s6 san xuét: Cong ty ¢ phin Fresenius Kabi Viét Nam (Dia chi: Khu vyc 8, phuong Nhon Phi, thanh phé Quy
Nhom, tnh Binh Dinh, Viét Nam)

.

159 |Natri bicarbonat  |Natri bicarbonat Dung dich  |Chai 250ml; Chai BP 36 893110492424;3\
1,4% 3,5g/250ml tiém truyén  [500ml; Thing 20 2022 (VD-25877-16) [NON

chai 250ml; Thiing \2\

12 chai 500ml i N

a’ J

15.Co'so aang Ky: Cong ty Tt o phan Hoa dugc Vi €t Nam (Dia chi; S6273 pho I'ay Son, phuong Nga 1u 50, quan Uon@y’

9a, Thanh phé Ha Noi, Viét Nam)
16.1. Co s& san xuat: Cong ty C6 phin Héa dugce Viét Nam (Pia chi: Sb 192 Pric Giang, phwdong Thugng Thanh, quan
_ong Bién, Thanh phb Ha Ngi, Viét Nam)

160

Natri clorid

Natri clorid 1,25kg

Nguyén li¢u
1am thudc

Tai 1 kg, 2 kg, 4 kg,
5kg, 20 kg

DDVN
Vv

60

893500492524

(VD-19105-13)

17. Co sé diing ky: Cong ty ¢b phin hoi-dwge phim Mekophar (Dia chi: 297/5 Ly Thudng Kiét, Phuong 15, Quén 11,
Thanh phé H6 Chi Minh, Viét Nam)
17.1. Co s6 san xuit: Cong ty c§ phin hod-dwge phim Mekophar (Dia chi: 297/5 Ly Thuong Kiét, Phudng 15, Quén 11,
Thanh phd H6 Chi Minh, Viét Nam)

161 |Amoxicillin 500mg| Amoxicilin (dudi Viénnang |HOp 01 vix 10vién, [DDVN [ 30 | 893110492624 | 1
dang Amoxicilin cung Hop 02 vix 10 vién, A% (VD-20020-13)
trihydrat) 500mg Hop 10 vix 10 vién,

Hop 20 vi x 10 vién,
Hop 100 vix 10
vién, Hop 01. vix 12
vién, Hop 02 vix 12
vién, Chai 100 vién,
Chai 500 vién, Chai
200 vién

162 |Cephalexin 500mg |Cephalexin Viénnang |[Hop 1vix 10vién; | NSX 36 | 893110492724 | 1
monohydrat twong cing Hop 10 vi x 10 vién; (VD-27280-17)
duong cephalexin Chai 100 vién
500mg v

163 |Cimetidine 300mg |Cimetidin 300mg Vién nén Chai 100 vién DbVN 36 1893110492824 | 1

bao phim v (VD-24949-16)






