CONG TY CP VN - GEN CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phic
S6: 012026/CBB - VNG

Thanh phé Ha Ngi, ngay 15 thang 04 nam 2026

VAN BAN CONG BO
TIEU CHUAN AP DUNG CUA THIET BI Y TE THUQC LOAI B

Kinh gtri: S¢' Y té Thanh phd Ha Noi

1. Tén co s& cong bd: CONG TY CP VN - GEN

Ma s6 thué hodc S6 gidy phép thanh I8p Vin phong dai dién: 0110538841

Dia chi: S6 11, Ngd 08 Phé Huong Vién, Phuong Hai Ba Trung, TP Ha Noi, Viét Nam
Dién thoai ¢6 dinh: 0989438928 Fax:

Email: vn.gen.jsc@gmail.com

2. Ngudi dai dién hgp phap cua co sé:

Ho va tén: NGUYEN THI OANH

S6 can cudc/H chiéu: 033151000437 ngay cép: 29/04/2021 noi cp: Cuc canh sit Quan Iy hanh
chinh v& trat tu xa hoi

Dién thoai ¢ dinh: 0989438928 Dién thoai di dong:

3. Thiét bj y té thudc loai B:

- Thiét b y té chung: & hozc thiét bi y té chdn doan in vitro: o
- Tén thiét bi y té: Binh hit din lvu mang phdi kin

- Tén thuong mai (néu co):

- Ma Global Medical Device Nomenclature - GMDN (néu c6):

- Chung loai: Theo phu luc

- M san phdm (néu cé):

- Quy cich déng goi (néu cd):

- Muc dich sir dung: San phdm nay dugc st dung cho nhitng bénh nhan can dat éng dan luu kin sau
céc loai phau thuat l(“)ng nguc khac nhau va diéu trj tran dich va tran khi mang phéi

- Tén co s& san xuét: Theo phu luc
- Dia chi co s& san xuét: Theo phu luc
- Tiéu chuan ap dung: Tiéu chudn ctia NSX

4. D6i véi thiét bj y té chira chit ma tdy, tién chét:



- Tén chat ma tay, tién chat:
- Tén khoa hoc:
- Ma thong tin CAS:

- Néng do, ham lugng chét ma tuy, tién chat:

- Téng ham lugng chit ma tuy, tién chét trong mdt don vi déng géi nho nhét:

5. Thong tin vé chi s hitu thiét bj y té:

- Tén chi s& hitu: Suzhou Riyuexing Plastic Co., Ltd

- Dia chi chi sé hitu: No.9, Ximuhe Street, Huashan Roard High and New Zone 215129 Suzhou,

China.

6. Thong tin vé co s& bao hanh (néu cb):

- Tén co so:

- Dia chi:

- Dién thoai c6 dinh: Dién thoai di dong:

7. 86 cong bo du dicu kién san xuat doi véi thiét bi y té san xuét trong nudc:

Céng b tiéu chudn 4p dung ciia thiét b y té loai B

Hb so kém theo gbm:

sinh va cac thong s6 khéc do co s& du diéu ki¢n theo quy dinh cua phép luat vé

1. |Gidy chimg nhén dat tiéu chudn quan ly chat lugng ISO 13485 M
2. |Gidy ly quyén cua chu s& hitu thiét biy té |
3. |Gidy x4c nhan du didu kién bao hanh 4}
4. [Tailiéu md ta tom tit k§ thuat thiét b y té bing tiéng Viét 4}
5 Tai ligu k¥ thudt m6 ta chirc ning, thong s6 ky thuat cua thiét bj y té do chu s& 7
" |hitu thiét bi y t& ban hanh
Tai lidu k¥ thuat bing tiéng Viét kém theo tai liéu vé nguyén vat lidu, v& an toan
6 cua san pham quy trinh san xuét, cic bao cdo nghién ctru 1dm sang va tién lam o
" [sang bao gdm béo cdo do dn dinh d6i véi thude thir, chat hiéu chuén, vat liéu kiém
soat in vitro.
7. [Ban tiéu chun ma chi s¢ hitu thiét bi y té cong bé 4p dung O
8.  [Gidy chimg nhan hop chuédn ]
9. DGi v6i thiét b y té san xuét trong nuéc: két qua danh gia céc thong s hoa, ly, vi| g




ldanh gia su phu hop cap hoic Gidy ching nhan danh gia chat lugng do co quan c6
thim quyén cia Viét Nam cap ddi voi thiét bj y té chin doan in vitro

10 Tai liéu huéng dan sir dung clia thiét biy té bang tiéng Viét; déi vai thiét biy té
" |nhap khau kém theo ban gbc bing tiéng Anh do chii s¢ hitu thibt bi y té ban hanh

11.  [MAu nhan thiét bjy té

12.  (Gidy chimg nhan luu hanh ty do ddi véi thiét bj y té nhap khiu

Co s6 cong b tiéu chudn ap dung cam két:

1. N6i dung thong tin cong bd 1a chinh x4c, hop phép va theo diing quy dinh. Néu c6 su gia mao,
khong ding sy thét co s& xin chiu hoan toan trach nhiém va s& bi xr ly theo quy dinh cta phap luit.

2. Bao dam chét luong va luu hanh thiét bi y té theo diing hd so da cong bd.
3. Cép nhat c4c thay ddi lién quan dén hd so cong bd tiéu chudn ap dung theo quy dinh.
Ngwoi dai dién hop phap cia co sé

Ky tén (Ghi ho tén day du, chirc danh)
Xdc nhdn bang dau hodic chir ky s6
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PHU LUC: BANG KE CHI TIET TRANG THIET Bl Y TE

QuUY
str | TENTRANG | o ioar| pram | pong | TENCOSO | DlACHICOSG Ng&?vc
THIET BI Y TE : (abu ch) GOI (néu SAN XUAT SAN XUAT XUAT
c0)
Type I (split No.9, Ximuhe
Binh ht din lyu | OMPination Ris;uzfl:l)glr]lg Strect, Huashan | oy
1 mane phéi kin type) single Plastic Co Roard High and
gp chamber Ltd ” | New Zone 215129
1600ml Suzhou
Type I (split Suzhou No.9, Ximuhe
. . X L . . Street, Huashan
Binh hut dan luu combination Riyuexing . .
2 . Fr . Roard High and China
mang phoi kin type) double Plastic Co.,
New Zone 215129
chamber Ltd
1500ml Suzhou
Type I (split No.9, Ximuhe
Binh hit dan lru combination Risujggl:l Street, Huashan
3 " Zras type) triple yuexing Roard High and China
mang phoi kin Plastic Co
chamber Lid ” | New Zone 215129
1500ml Suzhou
Type 11 No.9, Ximuhe
Binh hat din luu (integrated blow RisuuZ:;ilrll Street, Huashan
4 mane phéi kin molding) dual Pla}sl tic Cog Roard High and China
gp chamber Ltd ” | New Zone 215129
1400ml Suzhou
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Type 11 Sashion No.9, Ximuhe
. 4% (Integrated . . Street, Huashan
Binh hut dan luu bl 1di Riyuexing o Fek s hi
mang phdi kin OWBILINg) Plastic Co. Roarl High an Chning
dual chamber Ltd > | New Zone 215129
1500ml Suzhou
Type Il Suzhou No.9, Ximuhe
3 X (Integrated " . Street, Huashan
Binh hut dan luu . Riyuexing : .
gtz ohdi ki blow molding) Plastic Co Roard High and China
gp triple chamber Ltd ? | New Zone 215129
1300ml Suzhou
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