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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: 260000031/PCBB-HP
Ngay cong bo: 20/04/2026

1. Tén co s cong bd: CONG TY TNHH TYDA

2. bia chi: 148 Nguyén Gia Thiéu, Phuong Lé Thanh Nghi, Thanh pho Hai
Phong

3. S6 vin ban cua co so: 05/HDM/2026/CB Ngay: 10/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Ong thong niéu quan cac c&

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 str dung: Ong thong niéu quéan chit J ¢6 tic dung luu thong nudc tiéu
tur than xudng bang quang, giam tac nghén, o dong. C6 tac dung nong rong
ni¢u quan, giap cho qué trinh ndi soi nguoc dong qua ni€u quan, dua céic thiét
bi vao nong ni¢u quan dé dang, gia tang ty 1¢ tan séi thanh cong.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chat luong san pham ap dung: iso, ce

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

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

Tén chu sé hiru: MANISH MEDI INNOVATION PRIVATE LIMITED,

bia chi chu sé hiru: Sy No: 150/2, No: 53, 54, 55, 68, 69 & 70, ABT Layout,
Hullahalli Village, CK. Palya, Bangalore — 560008, Karnataka, India, INDIA
7. Thong tin vé co s& bao hanh (néu co):



8. SO cong bo du dicu ki¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:
9. Thanh phan ho so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y té bang tiéng Viét, kém theo |

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y t€ ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co) X




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

< = Z Quy cach R . . v .
STT| Tén thiét biy té Chiing loai Ma san plrlam dong goi Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
DJ50250E, DJ60250E,
DJ70250E, DJ80250E,
DJ50260E, DJ60260E,
DJ70260E, DJ80260E,
DJ50270E, DJ60270E,
DJ70270E, DJ80270E,
DJ50280E, DJ6028OE,
DJ70280E, DJ8028OE,
DJ5025CE, DJ6025CE,
DJ7025CE, DJ8025CE,
DJ5026CE, DJ6026CE, Sy No: 15072,
DJ7026CE, DJ8026CE, No: 53, 54, 55,
DJ5027CE, DJ6027CE, MANISH 68, 69 & 70,
Ong thong nigu DISO24CE, DIGOJSCE o Ab T Layout
1 P DOUBLE J STENT ’ ’ INNOVATION | Hullahalli INDIA
quan cac co DJ7028CE, DJ8028CE, PRIVATE Village, CK.
LDS50250E, LDS60250E, LIMITED Palya, Bangalore

LDS70250E, LDS80250E,
LDS50260E, LDS60260E,
LDS70260E, LDS80260E,
LDS50270E, LDS60270E,
LDS70270E, LDS80270E,
LDS50280E, LDS60280E,
LDS70280E, LDS80280E,
LDS5025CE, LDS6025CE,
LDS7025CE, LDS8025CE,
LDS5026CE, LDS6026CE,
LDS7026CE, LDS8026CE,
LDS5027CE, LDS6027CE,

— 560008,
Karnataka, India




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

LDS7027CE, LDS8027CE,
LDS5028CE, LDS6028CE,
LDS7028CE, LDS8028CE,
BSS50250E, BSS60250E,
BSS70250E, BSS80250E,
BSS50260E, BSS60260E,
BSS70260E, BSS80260E,
BSS50270E, BSS60270E,
BSS70270E, BSS80270E,
BSS50280E, BSS60280E,
BSS70280E, BSS80280E,
BSS5025CE, BSS6025CE,
BSS7025CE, BSS8025CE,
BSS5026CE, BSS6026CE,
BSS7026CE, BSS8026CE,
BSS5027CE, BSS6027CE,
BSS7027CE, BSS8027CE,
BSS5028CE, BSS6028CE,
BSS7028CE, BSS8028CE,




