SO Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

S6 cong bd: 230002763/PCBB-HN
Ngay cong bé: 23/10/2023

1. Tén co sé cong bd: CONG TY TNHH THUONG MAI TRi KHANG
2. Pia chi: o "

Thanh Xué | [

3. Sb van ban cua co s&: 02211023TK Ngay: 21/10/2023

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y té: Marial Lo

Tén thuong mai (néu cd):

M3 Global Medical Device Nomenclature — GMDN (néu c6):

Chung loai: Marial

M3 san pham (néu co):

Quy cach dong go6i: Hop chtra chai 150ml

Muc dich sir dung: - Nguoi bi trao ngugc da day thuc quan: giam nhanh tri¢u
ching trao nguoc, ¢ hot, nong rat, kho tiéu, dau thuong vi, néc, trao nguoc
acid, dau sau xuong uc,...

- Nguo1 bi trao nguoc da day - hong - thanh quan: giam céc triéu ching ho,
kho phat am, nuot dau, co thit thanh quén, ching hoi miéng, hen suyén, kho
tho, dau tai, chay nudc mitii va nghet miii. ..

- Lam lanh va phuc hoi niém mac thuc quan, hong - thanh quan.

- Dung doc 1ap hoic két hop véi PPIs gitp giam sy phu thude vao PPIs.

Tén co s& san xuit: Theo phu luc

Dia chi co s& san xuét: Theo phu luc

Tiéu chuén chat luong san pham 4p dung: Iso 13458-2016

5. Dbi voi trang thiét bi y té chira chat ma tiy, tién chat (néu co):

6. Thong tin vé chu s hiru trang thiét bi y té:



Tén chu s& hitu: Nekkar Lab S.r.1

Dia chi chu s¢ hiru: Via Padre G. Battista Martini, 4 -20131 Milano (MI) ,
ITALY

7. Thong tin vé co s& bao hanh (néu cd):

8. S6 cong bd du diéu kién san xuét doi v6i trang thiét bi y té san xuét trong
nudc:

9. Thanh phan h so:

1 | Van ban cong bo tidu chuan 4p dung cua trang thiét bi y té thuoc loai |

B.
2 | Gidy chirng nhan dat tiéu chuin quan 1y chét lugng ISO 13485 X
3 | Gidy uy quyén cua chu s hitu trang thiét b y té X
4 | Gidy xac nhan du didu kién bao hanh X

5 | Tai liéu mo ta tom tat ki thuat trang thiét bi y té bang tiéng Viét, kém|
theo tai liéu k¥ thuat mo ta chirc nang, thong s6 ky thuat cta trang
thi€t bi y t€ do chu s& hiru trang thi€t bi y t€ ban hanh.

6 | Gidy chirng nhan hgp chuin hodc ban tiéu chuan ma chu so hiru trang|
thiét b1 y té cong bd ap dung

7 | Gidy ching nhén luu hanh ty do con hi¢u lyc tai thoi diém ndp hd so |
doi1 vai trang thi€t bl y t€ nhap khau.




CONG TY TNHH THUONG MAI TRi CONG HOA XA HQI CHU NGHIA VIET NAM

KHANG Déc lap - Tu do - Hanh phiic

S6: 01/PLTBYT/2023 Ha Noi, ngay 20 thang 10 nam 2023

BAN KET QUA PHAN LOAI TRANG THIET Bl Y TE

Can ct Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 nim 2021 cia Chinh phu vé quan Iy
trang thiét bi y t&;

Can cur Thong tu 05/2022/TT-BYT ngay 01 thang 8 nam 2022 cua B truong B Y té quy
dinh chi tiét thi hanh mot sé dleu cua Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021 cua Chinh
phu vé quan 1y trang thiét bi y té;

Chuing t6i phan loai trang thiét bi y t& nhu sau:

TT |Tén trang thi¢t| Ching | Hang, | Hang, [Muc dich sir| Cin cir dé | Mirc df rui

biy te loai/ma [nwéc san|nwéc chu| dung theo | phan loai ro dugc
san phim| xuat s6 hiru |chi dinh ciia|mirc do rii| phén loai
chii s& hitu ro

Str dung cho (Quy tic 5,
ngudi bi trao|Phan 11,

1 |Marial Lo Marial Theo phu |[Nekkar  [ngugc da phulucl, |TTBYT Loai

luc Lab S.r.1 |day thuc Thoéng tu B
quan, thanh |39/2016/TT
quan -BYT

Str dung cho Quy tic 5,
nguoi bi trao [Phén 11,

2 [Marial hép Marial Theo phu |Nekkar  |nguoc da phulucl, |TTBYT Loai

luc Lab S.r.1 |day thuc Thong tu B
quan, thanh |39/2016/TT
quan -BYT

Nguwoi dai dién hop phap cua co s¢
thuce hién phan loai
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ITALY
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