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THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001196/PCBB-HN
Ngay cong bo: 20/04/2026

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

2. bia chi: S6 11, Ngd 08 Pho Huong Vién, Phuong Hai Ba Trung, Thanh pho
Ha Noi

3. S6 vin ban cua co so: 012026/CBB - VNG Ngay: 20/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Binh hut din luu mang phdi kin

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich st dung: San pham nay duoc su dung cho nhirng bénh nhan can dat
ong dan Iuu kin sau cac loai phau thuat 16ng nguc khac nhau va diéu tri tran
dich va tran khi mang phoi

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: Tiéu chuan cia nha san xuat

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s& hiru: Suzhou Riyuexing Plastic Co., Ltd

Dia chi chu s¢ hitu: No.9, Ximuhe Street, Huashan Roard High and New Zone
215129 Suzhou, CHINA

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

8. SO cong bo du diéu ki¢n san xuat doi voi thiét b1 y t€ san xuat trong nudc:



. Thanh phén hd so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

3 | Gidy uy quyén cta chi s¢ hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k§ thuat thiét bi y te bang tiéng Viét, kém theo
tai liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy ching nhén hop chuéan hodc ban tiéu chuan ma chu so hiru thiét
biy t€ cong bo ap dung

7 Giéy chuing nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so

dbi voi thiét bi y té nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

< = Z Quy cach n . . . .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
. . No.9, Ximuhe
Binh hut gﬁn luu ;l"y[:; ii(nSplleltCC}I)arrI;‘t];l:ftlon Suzhou Street, Huashan
1 | mang phoi kin 1}]6%0m1 & Riyuexing Roard High and | CHINA
Plastic Co., Ltd | New Zone
215129 Suzhou
) .. No.9, Ximuhe
Binh hut gl?ln luu ;fyig Ii(()ili)lll; Z(I)l?nlﬁ)nealtlon Suzhou Street, Huashan
2 | mang phoi kin 1},5% 0Oml Riyuexing Roard High and | CHINA
Plastic Co., Ltd | New Zone
215129 Suzhou
N No.9, Ximuhe
Binh hat dan luu | Type I (split combination Suzhou Street, Huashan
3 | mang phoi kin type) triple chamber 1500ml Riyuexing Roard High and | CHINA
Plastic Co., Ltd | New Zone
215129 Suzhou
: No.9, Ximuhe
Binh hiit dan luu rTn}(l)Il)fiiE ()H(litlfaglrifjn?blgzv Suzhou Street, Huashan
4 | mang phoi kin 140 Omlg Riyuexing Roard High and | CHINA
Plastic Co., Ltd | New Zone
215129 Suzhou
No.9, Ximuhe
Binh hut gl?ln luu r?cl)rl)gig glgfirsltlzcinkﬁ::v Suzhou Street, Huashan
5 | mang phdi kin 150 Omig Riyuexing Roard High and | CHINA
Plastic Co., Ltd | New Zone
215129 Suzhou
6 Binh hut dan luu | Type II (Integrated blow Suzhou No.9, Ximuhe CHINA

mang phéi kin

molding) triple chamber

Riyuexing

Street, Huashan




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

1300ml
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Roard High and
New Zone
215129 Suzhou




