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CONG TY CO PHAN THIET Bl Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
FORMED Djc 1ip - Ty do - Hanh phic
Sé: 012021/QC-FORMED

Ha No¢i, ngay 17 thang 10 nam 2025

VAN BAN CONG KHAI
N§i dung va hinh thirc dy kién quing cdo trang thiét biy té

Kinh giri: B) Y té

1. Tén co s& cong khai: CONG TY CO PHAN THIET BI Y TE FORMED

Ma s6 thué: 0107498490

Dia chi: Lk4-91 khu tai dinh cw Tt Hiép, Xd Thanh Tri, Thanh ph6 Ha Néi

Dién thoai: 0962816504 Fax:

Emai : nguyenhuel209@gmail.com Website:

2. Nguoi dai dién hop phép cua co s:

Ho va tén: NGUYEN THI HUE

S6 CMND/ Dinh danh/ H§ chiéu: 042189000113 ngay cap: 04/08/2022 noi cép: Cuc truéng
cuc canh sat quan ly hanh chinh vé trét tu xa hoi

Pién thoai c6 dinh: 0962816504 bién thoai di dong: 0962816504

3. Théng tin vé trang thiét bi y té du kién quang cdo:

- Tén trang thiét bi y té: Tti ning nguc

- Chung loai: Theo phu luc

- Mi san phim (néu c6): Theo phu luc

- Hang san xuit: Theo phu luc

- Nude san xuét: Theo phu luc

- $6 lwu hanh: 2501899PKLH/BYT-HTTB

- Tinh ning, tic dung: CHI DINH:

Tai ngyuc Cereform dugce chi dinh su dung trong cac truong hgp sau:

Téi tao v sau phiu thudt cit bo tuyén v -

Phéu thuit thim m¥ ning nguc ' '

Phau thuat ch’inh hinh ngyc / diéq chinh di tat bam sinh hodc mac phai nhu: nguc khong doi xing,
khong c6 tuyén v (amastia), thiéu san tuyén vi (aplasia), nguc nho (hypomastia) hodc kém phat
trién (hypoplasia)

Thay thé thi ngyc cii hodc bj 16

KhuyLn c4o nén doi dén khl két thic giai doan day thi truée khi thyc hi¢n phau thudt dat tii nguec,
d6ng thoi tudn thi do tudi toi thiéu theo quy dinh phap ludt qubc gia noi phau thuit.

UU PIEM CUA SAN PHAM: ’

Tai nguce dat cac chimg nhén (,L,'duqc sin xudt va doéng goi theo tiéu chudn EN ISO 13485 va EN
ISO 14607, dam pzio sur an toan toi da.

Quy trinh sdn xuat vo tai hoan toan tir dong va chinh xéc, kiém sodt chit d¢ day timg 16p.

Thiét ké day tai 16m giap 6m sat thanh ngue, gidm bao xo, tao ding ngwe tw nhién.

Vo tai nhiéu 16p (14-16 lorp) cho d¢ bm cao, giam nguy co rach va.
Vo tii ¢6 16p mang ngén gitup han ché téi da su thim thiu cua gel silicone qua vo.
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Cong thirc dic bigt cua gel silicone mang lai cam gidc twong tw nhu mé ngyc tw nhién.

LOI {CH SAN PHAM MANG LAI CHO NGUGI DUNG:

T\i ngue Cereform khong chi hé trg khéi phuc hinh thé ma con gép phan ning d& tinh than cho
ngudi phu nir.

Sau phﬁu thudt diéu trj ung thu v, viée tai tao lai tuyén via bang tai d6n giip bénh nhén lay lai sy
tu tin va cdm nhdn tich cyrc vé ban thén.

Trong phéu thuat thim my, tai ngyuc gitip dinh hinh lai bau ngue can ddi, ton vinh vé dep tu nhién,
tir 6 cung cd 1ong tr trong va su hai 1ong vé hinh the

- Tén, dia chi cua chu s¢ htru s6 Iwu hanh trang thiét bj y té: CONG TY TNHH LIMAHA, 4 NV
11, Khu d6 thi méi Bac quoc 16 32, Thi trin Tram Trdi, Huyén Hoai Purc, Thanh pho Ha Noi

- Canh béo lién quan dén strc khoe nguﬁn sir dung, diéu kién bao quan (ncu co): CHONG CHI
DINH:

Tui nguc Cereform khong dugc sir dung trong céc trudong hop sau:

C6 bénh ly tai ving dat ti

Sinh 1y khéng pht hop dé phau thuat

Nhiém tring toan than hodc tai vung dat tai

Mang thai hodc c6 ké hoach mang thai sém

Thiéu mé hodc m& ving nguc

Bénh tiéu duong

Di ing silicone

Bénh tu mién

Tam ly khong 6 6n dinh

Pi nhiéu 1dn thit bai ciy ghép

Hemoglobin > 7,5%

Tén thuong ving néach/thanh nguc

Ung thu va tién trién hoic nguy co tai phat cao

Pang cho con b hodc c6 ké hoach cho con bu

Béo phi (BMI > 40)

Hit thudc 14

Co6 tién sir xa tri gdy seo, m6 mong, da kém nudi dudng

Tui nguc Cereform khong phu hop cho nam giGi (bao gom ca chuyén giGi)

Chiing tdi cong khai ndi dung va hinh thirc du kién quang cao d6i véi trang thiét bi y té nhu sau:
N6i dung du kién quang céo:

Nhur file dinh kém

Hinh thire du kién quang céo:

Khoéng phai bao néi bao hinh, Hoi thao

Hinh thirc quang cdo chinh: Quang céo b?mg Poster

Phuong tién quang céo:

Té roi, apphich, poster san phim in.

Quang cdo trén cac bao dién tir, mang xa hoi, facebook, zalo. Quang céo trén cic an pham, tai lidu,
cong cu, vat dung truyén thong: t& roi, béo, bia quyén so, poster, catalogue.

Quéng cao trén k¢, tu trung bay, vt dung trung bay tai cac diém ban, hang, nha thudc, quay thude.
Quang cao trén cac phuong tién di dong.

Quang cao trén website.

Quang c4o bang bang ron.

Quang c4o bing man hinh dién tir.

Quang cao trén béo chi.

Quang cao bang bién, bang, pano.

Quiéng cdo tai cac nha chy, diém bén vé xe buyt.
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PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

TEN TRANG THIET Bl Y TE

CHUNG LOAI

MA SAN PHAM
(Néu c6)

QUY CACH
PONG GOI
(Néu cé)

TEN CO SO SAN XUAT

PIA CHI CO SO SAN XUAT

NUGC
SAN XUAT

Tui nang ngyuc

Cereform

RLS100; RLMV100;
RLS125; RLMV125;
RLS150; RLMV150;
RLS175; RLMV175;
RLS200; RLMV200;
RLS220; RLMV220;
RLS240; RLMV240;
RLS260; RLMV260;
RLS280; RLMV280;
RLS300; RLMV300;
RLS325; RLMV325;
RLS350; RLMV350;
RLS400; RLMV400;
RLS450; RLMV450;
RLS500; RLMV500;

Euromi Biosciences

Zoning Industriel des Plenesses, 11
rue des Nouvelles Technologies B-
4821 Andrimont

BELGIUM
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Tii nang nguc

Cereform

RMS100; RMMV100;
RMS125; RMMV125;
RMS150; RMMV150;
RMS175; RMMV175;
RMS200; RMMV200;
RMS220; RMMV220;
RMS240; RMMV240;
RMS260; RMMV260;
RMS280; RMMV280;
RMS300; RMMV300;
RMS325; RMMV325;
RMS350; RMMV350;
RMS375; RMMV375;
RMS400; RMMV400;
RMS450; RMMV450;
RMS500; RMMV500;
RMS550; RMMV550;
RMS600; RMMV600;
RMS650; RMMV650;
RMS700; RMMV700

Euromi Biosciences

Zoning Industriel des Plenesses, 11
rue des Nouvelles Technologies B-
4821 Andrimont

BELGIUM

Tii nang ngyc

Cereform

RIS150; RIMV150;
RIS175; RIMV175;
RIS200; RIMV200;
RIS225; RIMV225;
RIS250; RIMV250;
RIS275; RIMV275;
RIS300; RIMV300;
RIS325; RIMV325;
RIS350; RIMV350;

Euromi Biosciences

Zoning Industricl des Plenesses, 11
rue des Nouvelles Technologies B-
4821 Andrimont

BELGIUM
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RIS375; RIMV375;
RIS400; RIMV400;
RIS450; RIMV450;
RIS500; RIMV500

AN

Tui nang ngue

Cereform

RHS125; RHMV125;
RHS150; RHMV150;
RHS175; RHMV175;
RHS200; RHMV200;
RHS225; RHMV225;
RHS250; RHMV250;
RHS275; RHMV275;
RHS300; RHMV300;
RHS325; RHMV325;
RHS350; RHMV350;
RHS375; RHMV375;
RHS400; RHMV400;
RHS425; RHMV425;
RHS450; RHMV450;
RHS500; RHMV500;
RHS550; RHMV550;
RHS600; RHMV600;
RHS650; RHMV650;
RHS700; RHMV700;

Tai nang nguc

lsuueoswe) bueq 19nb 06N@

Cereform

RVHS130;
RVHMV130;
RVHSI160;
RVHMV160;
RVHS190;
RVHMV190;
RVHS220;
RVHMV220;
RVHS250;
RVHMV250;
RVHS280;
RVHMV280;
RVHS310;
RVHMV310;
RVHS340;
RVHMV340;
RVHS370;
RVHMV370;
RVHS400;
RVHMV400;
RVHS450;
RVHMV450;
RVHSS500;
RVHMV500;
RVHS550;
RVHMVS550;
RVHS600;
RVHMV600;
RVHS650;
RVHMV650;
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RVHS700;
RVHMV700;
RVHS750;
RVHMV750;
RVHS800;
RVHMV800;
RVHS900;
RVHMV900;

Ti nang ngyc

Cereform

RLS100+; RLMV100+;
RLS125+; RLMV125+;
RLS150+; RLMV150+;
RLS175+; RLMV175+;
RLS200+; RLMV200+;
RLS220+; RLMV220+;
RLS240+; RLMV240+;
RLS260+; RLMV260+;
RLS280+; RLMV280+;
RLS200+; RLMV300+;
RLS325+; RLMV325+;
RLS350+; RLMV350+;
RLS400+; RLMV400+;
RLS450+; RLMV450+;
RLS500+; RLMV500+;

Euromi Biosciences

Zoning Industriel des Plenesses, 11
rue des Nouvelles Technologies B-
4821 Andrimont,

BELGIUM

DPugc quét bang CamScanner

Tii nang nguc

Cereform

RMS100+;
RMMV100+;
RMS125+;
RMMV125+;
RMSI150+;
RMMV150+;
RMSI175+;
RMMV175+;
RMS200+;
RMMV200+;
RMS220+;
RMMV220+;
RMS240+;
RMMV240+;
RMS260+;
RMMV260+;
RMS280+;
RMMV280+;
RMS300+;
RMMV300+;
RMS325+;
RMMV325+;
RMS350+;
RMMV350+;
RMS375+;
RMMV375+;
RMS400+;
RMMV400+;
RMS450+;

RMMV450+;

Euromi Biosciences

Zoning Industriel des Plenesses, 11
rue des Nouvelles Technologies B-
4821 Andrimont

BELGIUM
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RMS500+;
RMMV500+;
RMS550+;
RMMV550+;
RMS600+;
RMMV600+;
RMS650+;
RMMV650+;
RMS700+;
RMMV700+;

Tai néng nguc

Cereform

RIS150+; RIMV150+;
RIS175+; RIMV175+;
RIS200+; RIMV200+;
RIS225+; RIMV225+;
RIS250+; RIMV250+;
RIS275+; RIMV275+;
RIS300+; RIMV300+;
RIS325+; RIMV325+;
RIS350+; RIMV350+;
RIS375+; RIMV375+;
RIS400+; RIMV400+;
RIS450+; RIMV450+;
RIS500+; RIMV500+;

Euromi Biosciences

Zoning Industriel des Plenesses,
11 rue des Nouvelles Technologies
B-4821 Andrimont

BELGIUM

Pugc quét bang CamScanner

Tili n2ng ngye

Cereform

RHS125+; RHMV125+;
RHS150+; RHMV150+;
RHS175+; RHMV175+;
RHS200+; RHMV200+;
RHS225+; RHMV225+;
RHS250+; RHMV250+;
RHS275+; RHMV275+;
RHS300+; RHMV300+;
RHS325+: RHMV325+:
RHS350+; RHMV350+;
RHS375+: RHMV375+;
RHS400+; RHMV400+;
RHS425+; RHMV425+:
RHS450+; RHMV450+;
RHS500+; RHMV500+;
RHS550+; RHMV550+;
RHS600+; RHMV600+;
RHS650+; RHMV650+;
RHS700+; RHMV700+;

Euromi Biosciences

Zoning Industriel des Plenesses, 11
rue des Nouvelles Technologies B-
4821 Andrimont

BELGIUM
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Tii niang ngyc

Cereform

RVHS130+;
RVHMV130+;
RVHS160+;
RVHMV160+;
RVHS190+;
RVHMV 190+,
RVHS220+;
RVHMV220+;
RVHS250+;

Euromi Biosciences

Zoning Industriel des Plenesses, 11
rue des Nouvelles Technologies B-
4821 Andrimont

BELGIUM
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Zoning Industriel des Plenesses, 11

4821 Andrimont

Euromi Biosciences rue des Nouvelles Technologies B- | BELGIUM
4821 Andrimont
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