
CONG TY TNHH THU<JNG 
M~I & XNK TOA.N cAu IMEX 

CQNG HOA XA H()I CHU NGHiA V1¥T NAM 
Dqc lip - T\f do - Htnh phuc 

S6: 01/2022/IMEX Ha N9i, ngay OJ thang JO niim 2022 

VAN BA.N CONG BO 

Tieu chuin ap dl,lllg cua trang thi8t bi y t8 thu9c lo~i B 

Kinh gui: So Y TS thanh ph6 Ha N9i 

1. Ten CO' SO' cong b6: CONG TY TNHH THU<JNG M~I & XNK TOA.N cAu IMEX 

Mas6thuS: 0108510983 

Dia chi: T~ng 2, Toa nha van phong LIDA CO - VINACONEX7, s6 19 D~i Tir, Phuong D~i 
Kim, Qu~n Hoang Mai, Thanh ph6 Ha N9i, Vi~t Nam. 

Di?n tho~i c6 dinh: 0989802326 

Email: phongketoan.imex@gmail.com 

2. Nguai d~i di?n hqp phap cua ca so: 

H9 va ten: Tr~ Thi Thanh Hoa 

S6 CMND/Dinh danh/H9 chiSu: 040187001702 ngay dp: 04/10/2018 nai cip: C\lc CS DKQL 
Cu tru va DLQG vS dan cu 

Di?ntho~idid9ng:0989802326 

3. Trang thiSt bi y tS thu9c lo~i B: 

Ten trang thiSt bi y tS: Vien d~t am a,o 

Chung lo~i/ma san phim: Regamo 

Quy each d6ng g6i: H9p 2 vi x 5 vien d~t am d~o; m6i vien d~t chua 2g 

Ml}c dich sfr dl}ng: 

REGAMO r§.t hfiu ich trong vi?c ngan ngira va diSu tri cac benh am d~o, cung nhu cac b~nh c6 
ban ch§.t n§.m. REGAMO giup giam ngua, n6ng, rat. REMAGO con giup lam h6ng va se khit am 
d~o. 

Ten ca sa san xuit: EKUBERG PHARMA S.R.L., 

Dia chi ca so san xu§.t: IT, 73025 Martano (LE) - Via Pozzelle 36, Italy 

Tieu chufin ch§.t luqng san ph§.m ap dl,lllg: ISO 13485 

4. D6i v6i trang thiSt bi y tS chua chit ma tuy, ti~n chit: 

5. Thong tin v~ chu SO' hfiu trang thiSt hi y tS: 

Ten chu sa hiiu: EKUBERG PHARMA S.R.L., 

Dia chi chu so hiiu: IT, 73025 Martano (LE) - Via Pozzelle 36, Italy 

6. Thong tin vS CO' SO' bao hanh (nSu c6 ): 
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7. S6 cong b6 du di€u kiPn san 1.t d,.. ,. .,. ,. ,. 
y xua 01 vm trang th1et bi y te san xuat trong nu6c: 

C" b,. f" ~ 
~ng o ieu chuan ap dyng cua trang thi~t bi Y t~ lofi B 

Ho so kem theo g6m: 

1. Gifiy ch(mg nh~n d~t tieu chufui quan ly chdt Im;mg ISO 13485 X 

2. Gi§y uy quy€n cua chu so hfru trang thi8t bi y t8 X 

3. Gi§y xac nh~ du di€u ki~n bao hanh X 

4. rra.i li~u mo ta tom tit ky thu~t trang thi8t bi y t8 bing ti8ng Vi~t X 

5. Tai li~u ky thu~t mo ta chuc nang, thong s6 ky thu~t cua trang thi8t bi y t8 do 

chu so hfru trang thiSt bi y tS ban hanh 
X 

6. Ban tieu chuful ma chu so hfru trang thiSt bi y tS cong b6 ap dl,lilg X 

rrai li~u huong d~n SU' dl,lilg cua trang thiSt bi y tS b~g ti8ng Vi~t; d6i vm trang 

7. ~hiSt bi y tS nh~p khfiu kem theo ban g6c b~g tiSng Anh do chu so hfru trang X 

~hiSt bi y tS ban hanh 

8. M~u nhan trang thiSt bi y tS X 

9. Gi§y chung nh~n Iuu hanh t\! do d6i v6i trang thiSt bi y tS nh~p khAu X -~ 
- 98.3 _'::;:,... 

G Ty 
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Co so con b6 tieu chu!n a dun cam kSt: g p · g HH \ 

I. N9i dung thong tin cong b6 la chinh xac, hgp phap va theo dung quy dinh. NSu c6 sg gia .-~~ l~f XNK -t~ 
m~o, khong dung sg th~t co so xin chiu hoan toan trach nhi~m vase bi xu ly theo quy djnh cua....,CALJ .. 

phap lu~t. EX ;:_1' , 

2. Bao dam chfrt lm;mg va luu hanh trang thiSt bi y tS theo dung h6 so da cong b6. ~ 
3. C~p nh~t cac thay d6i lien quan den h6 so cong b6 tieu chuAn ap d\1I1g theo quy dinh. 

Nguiri d~i di~n hQ'p phap cua CO' SO' 
Ky ten (Ghi hQ ten tidy au, chirc danh) 

~ng ddu hogc chit ky s6 
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