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Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000793/PCBA-HN
Ngay cong bo: 05/05/2026

1. Tén co 36 cong bd: CONG TY TNHH PHAT TRIEN THUONG MAI VA
XUAT NHAP KHAU MINH QUAN ’ ?

2. Pia chi: S6 2 ngach 67/129, ngd 129 Bat Khoi, To 7, Phuong Long Bién,
Thanh phd Ha Noi

3. S6 vin ban cua co so: 1304/MINHQUAN Ngay: 05/05/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y t&: Miii danh bong ring gia

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 s dung: Dung d€ mai chinh va danh bong bé mét rang gia trong san
xuat rang gia, khong dung trong mi¢ng

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016
5. D6i 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: FuQuan Toboom Technologies Co.,Ltd

bia chi chu sé hitu: Standardization plant No. 3,MaChangPing Town Office
Industry Zone, FuQuan City, Guizhou Province, CHINA

7. Thong tin vé co s& bao hanh (néu co):
Tén co s6: CONG TY TNHH PHAT TRIEN THUGNG MAI VA XUAT



NHAP KHAU MINH QUAN

Dia chi: S6 2 ngach 67/129, ngd 129 Bat Khéi, T6 7, Phuong Long Bién,
Thanh pho Ha Noi

Pién thoai ¢b dinh: 091234.1818 Dién thoai di dong:
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. 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 | Tailiéu ky thuét bang tiéng Viét kém theo tai lidu vé nguyén vat liéu, |

vé an toan cua san pham, quy trinh san Xuét, cac bao cao nghién ctru
lam sang va tién 1am sang bao gom bao cao d6 6n dinh ddi vé6i thude
thir, chat hiéu chuan, vat liéu kiém soat in vitro

6 | Giay ching nhén hop chuéan hodc ban tiéu chuan ma chu sé hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu huéng dan st dung cta thiét bi y té X
8 | MAu nhan thiét bi y té X

9 Giéy chirng nhan luu hanh ty do con hi¢u luc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.

10 | Tai liéu khéac (néu co) X




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

STT

TEN TRANG
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CHUNG LOAI

MA SAN PHAM
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QUY CACH
PONG GOI
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SAN
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Miii danh bong
rang gia

Rubber

RFO001 1, RFOO1 2,
RF001 3, RF001 4,
RF002 1, RF002 2,
RF002 3, RF002 4,
RF006 1, RF006 2,
RF006 3, RF006 4,
RF007 1, RFOO07 2,
RF007 3, RF007 4,
RF008 1, RFO08 2,
RF008 3, RF008 4,
RF009 1, RF009 2,
RF009 3, RF009 4,
RFO010 I, RFO10 2,
RFO010 3, RF010 4,
RFOI1 I, RFO11 2,
RFO11 3, RFO11 4,
RF012 1, RFO12 2,
RF012 3, RF012 4,
RF111 2, RF111 4,
RF111 5, RF111 6,
RF113 2, RF113 4,
RF113 5,RF113 6,
RF201 2, RF201 4,
RF201 5, RF201 6,
RF202 2, RF202 4,
RF202 5, RF202 6,
RF206 2, RF206 4,
RF206 5, RF206 6,
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RF211 2, RF211 4,
RF211 5, RF211 6,
RF212 2, RF212 4,
RF212 5, RF212 6,
RF213 2, RF213 4,
RF213 5, RF213 6,
RF216 2, RF216 4,
RF216 5, RF216 6,
RF221 2, RF221 4,
RF221 5, RF221 6,
RF222 2, RF222 4,
RF222 5, RF222 6,
RF231 2, RF231 4,
RF231 5, RF231 6,
RF232 2, RF232 4,
RF232 5, RF232 6,
RF233 2, RF233 4,
RF233 5, RF233 6,
RF234 2, RF234 4,
RF234 5, RF234 6,
RF235 2, RF235 4,
RF235 5, RF235 6,
RF236 2, RF236 4,
RF236 5, RF236 6,
RF238 3, RF238 4,
RF238 6, RF238 8,
RF241 2, RF241 4,
RF241 5, RF241 6,
RF242 2, RF242 4,
RF242 5, RF242 6,
RF301 2, RF301 4,
RF301 5, RF301 6,




RF311 2, RF311 4,
RF311 5, RF311 6,
RF312 2, RF312 4,
RF312 5, RF312 6,
RF316 2, RF316 4,
RF316 5, RF316 6,
RF320 2, RF320 4,
RF320 5, RF320 6,
RF321 2, RF321 4,
RF321 5, RF321 6,
RF331 2, RF331 4,
RF331 5, RF331 6,
RF332 2, RF332 4,
RF332 5, RF332 6,
RF338 3, RF338 4,
RF338 6, RF338 8,
RF341 2, RF341 4,
RF341 5, RF341 6,
RF302 4, RF303 4A,
RF304 4, RF305 4,
RF307 4, RF314 4A,
RF308 4A, RF315 4,
RF302 5, RF337 3,
RF337 4, RF337 8,
RF339 3, RF339 4,
RF339 8, RF111 4D,
RF111 5D, RF320 4A,
RF102 4, RF103 4,
RF104 4, RF105 4,
RF350 3, RF350 4,
RF350 8




Miii danh bong
rang gia

Rubber Diamond
Polishers (HP)

RDO009 3, RD009 4,
RDO009 5, RD009 6,
RDO11 3, RDO11 4,
RDOI11 5, RDO11 6,
RDO012 3, RD012 4,
RDO12 5, RD012 6,
RDI111 3,RDI111 4,
RDI111 5,RD009 1,
RDI113 3,RD113 4,
RDI113 5,RDO11 1,
RD101 3, RD101 4,
RD101 5,RDO12 1,
RD201 3, RD201 4,
RD201 5, RD201 6,
RD202 3, RD202 4,
RD202 5, RD202 6,
RD211 3, RD211 4,
RD211 5,RD211 6,
RD212 3, RD212 4,
RD212 5,RD212 6,
RD216 3, RD216 4,
RD216 5, RD216 6,
RD221 3, RD221 4,
RD221 5, RD221 6,
RD222 3, RD222 4,
RD222 5, RD222 6,
RD231 3, RD231 4,
RD231 5, RD231 6,
RD232 3, RD232 4,
RD232 5, RD232 6,
RD233 3, RD232 4,
RD232 5, RD232 6,
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RD241 3, RD241 4,
RD241 5,RD241 6,
RD237 3A, RD237 4,
RD237 4A, RD237 7A,
RD301 3, RD301 4,
RD301 5, RD237 7B,
RD311 3, RD311 4,
RD311 5,RD311 7A,
RD312 3, RD312 4,
RD312 5,RD312 7A,
RD313 3, RD313 4,
RD313 5,RD313 7A,
RD314 3, RD314 4,
RD314 5,RD314 7A,
RD316 3, RD316 4,
RD316 5,RD316 7A,
RD320 3, RD320 4,
RD320 5, RD320 7A,
RD321 3, RD321 4,
RD321 5, RD321 7A,
RD331 3, RD331 4,
RD331 5, RD331 7A,
RD332 3, RD332 4,
RD332 5, RD332 7A,
RD338 3, RD338 4,
RD338 5, RD338 &,
RD341 3, RD341 4,
RD341 5, RD341 7A,
RD206 3, RD206 4,
RD206 5, RD206 6,
RD206 7A, RD212 7,
RD212 7A, RD302 8,




RD213 4A, RD213 7,
RD213 7A, RD213 7B,
RD242 4A, RD242 7A,
RD242 7B, RD314 7B,
RD320 7B, RD341 7B,
RD211 5A, RD238 3,
RD238 4, RD238 8,
RD314 5A, RD315 8,
RD337 3, RD337 4,
RD337 8, RD313 58,
RD339 3, RD339 4,
RD339 8, RD3204A,
RD311 4A, RD314 4A,
RD341 4A, RD213 4,
RD314 4B, RD311 7B,
RD313 7S, RD337 7C,
RD311 6, RD314 6,
RD341 6,RD320 6,
RD337 3A, RD337 4A,
RD337 8A, RD338 3A,
RD338 4A, RD338 8A,
RD242 4, RD242 7A,
RD237 3, RD237 4B,
RD237 4H, RD237 5H,
RD237 7H, RD238 3A,
RD238 4A, RD238 8A,
RD238 4B, RD239 3A,
RD239 4A, RD239 8A,
RD240 3A, RD240 4A,
RD240 8A, RD314 B,
RD314 5H, RD314 7H,
RD341 4B, RD341 5H,




RD341 7H, RD313 7C,
RD204 3, RD206 4H,
RD206 7H, RD240
8,RD350 3, RD350 4,
RD350 8, RD250 3,
RD250 4, RD250 8,
RD251 3, RD25 4,
RD251 8

Miii danh bong
rang gia

Silicone

SGO001 2, SGOO01 3,
SGO001 4, SGO01 5,
SG002 2, SG002 3,
SG002 4, SG002 5,
SG006 2, SGO06 3,
SGO006 4, SGO06 5,
SG007 2, SGO07 3,
SGO007 4, SGO07 5,
SGO008 2, SGO08 3,
SGO008 4, SGO08 5,
SG009 2, SGO09 3,
SG009 4, SGO09 5,
SGO11 2, SGO11 3,
SGO11 4, SGO11 5,
SGO012 2, SGO12 3,
SGO012 4, SGO12 5,
SG101 2, SG101 3,
SG101 4, SG101 5,
SG111 2, SG111 3,
SG111 4, SG111 5,
SG113 2,SG113 3,
SG113 4,SG113 5,
SG201 2, SG201 3,
SG201 4, SG201 5,
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SG202 2, SG202 3,
SG202 4, SG202 5,
SG211 2, SG211 3,
SG211 4, SG211 5,
SG212 2, SG212 3,
SG212 4, SG212 5,
SG213 2, SG213 3,
SG213 4, SG213 5,
SG216 2, SG216 3,
SG216 4, SG216 5,
SG221 2, SG221 3,
SG221 4, SG221 5,
SG222 2, SG222 3,
SG222 4, SG222 5,
SG231 2, SG231 3,
SG231 4, SG231 5,
SG232 2, SG232 3,
SG232 4, SG232 5,
SG233 2, SG233 3,
SG233 4, SG233 5,
SG234 2, SG234 3,
SG234 4, SG234 5,
SG235 2, SG235 3,
SG235 4, SG235 5,
SG236 2, SG236 3,
SG236 4, SG236 5,
SG241 2, SG241 3,
SG241 4, SG241 5,
SG242 2, SG242 3,
SG242 4, SG242 5,
SG301 2, SG301 3,
SG301 4, SG301 5,




SG311 2, SG311 3,
SG311 4, SG311 5,
SG312 2, SG312 3,
SG312 4, SG312 5,
SG313 2, SG313 3,
SG313 4, SG313 5,
SG316 2, SG316 3,
SG316 4, SG316 5,
SG320 2, SG320 3,
SG320 4, SG320 5,
SG321 2, SG321 3,
SG321 4, SG321 5,
SG331 2, SG331 3,
SG331 4, SG331 5,
SG332 2, SG332 3,
SG332 4, SG332 5,
SG341 2, SG341 3,
SG341 4,SG341 5,
SHO01 2, SHOO1 3,
SHO01 4, SH002 2,
SHO002 3, SHO02 4,
SHO006 2, SHO06 3,
SHO006 4, SHO07 2,
SHO007 3, SHOO07 4,
SHO008 2, SHOOS 3,
SHO008 4, SHO09 2,
SHO009 3, SHO09 4,
SHO11 2, SHOI1 3,
SHO11 4, SHO12 2,
SHO12 3, SHO12 4,




SH101 2, SH101 3,
SH101 4, SH111 2,
SH111 3, SH111 4,
SH113 2, SH113 3,
SH113 4, SH201 2,
SH201 3, SH201 4,
SH202 2, SH202 3,
SH202 4, SH211 2,
SH211 3, SH211 4,
SH212 2, SH212 3,
SH212 4, SH213 2,
SH213 3, SH213 4,
SH216 2, SH216 3,
SH216 4, SH221 2,
SH221 3 ,SH221 4,
SH222 2 ,SH222 3,
SH222 4, SH231 2,
SH231 3, SH231 4,
SH232 2 ,SH232 3,
SH232 4, SH233 2,
SH233 3 ,SH233 4,
SH234 2 ,SH234 3,
SH234 4, SH235 2,
SH235 3 ,SH235 4,
SH236 2 ,SH236 3,
SH236 4, SH241 2,
SH241 3 ,SH241 4,
SH242 2 ,SH242 3,
SH242 4, SH301 2,
SH301 3 ,SH301 4,




SH311 2 ,SH311 3,
SH311 4, SH3122,
SH312 3, SH312 4,
SH313 2, SH313 3,
SH313 4, SH316 2
,SH316 3 ,SH316 4,
SH320 2 ,SH320 3,
SH320 4, SH321 2,
SH321 3 ,SH321 4,
SH331 2 ,SH3313,
SH331 4, SH332 2,
SH332 3, SH332 4,
SH341 2, SH3413,
SH341 4, SH212 3m ,
SH232 3m, SH241 3m,
SH314 3m, SH311 4m,
SH341 4m, SH320 4m ,
SH314 3A , SH316 3A,
SH320 4A, SH311 4D,
SH312 4D, SH313 4D,
SH320 4D, SH311 6B,
SH312 6B, SH313 6B,
SH320 6B, SH316 2D,
SH341 2D, SH332 2D,
SH316 3D, SH341 3D,
SH332 3D, SH313 2S,
SH313 3S, SH313 485,
SH206 3, SH314 4m ,
SH316 2D, SW020,
SWO013, SWO031,
SK202 1,SK2022,
SK202 3 ,SK202 5,




SK212 1 ,SK212 2,
SK212 3 ,SK212 5,
SK213 1 ,SK213 2,
SK213 3 ,SK213 5,
SK214 1 ,SK214 2,
SK214 3 ,SK214 5,
SK217 1 ,SK217 2,
SK217 3 ,SK217 5,
SK401 1 ,SK401 2,
SK401 3 ,SK401 5,
SK403 1 ,SK403 2,
SK403 3 ,SK403 5,
SK416 1 ,SK416 2,
SK416 3 ,SK416 5,
SK204 3m ,SK213 3m ,
SK202 5m ,SK204 5m,
SK213 5m ,SK214 5m ,
SK203 1 ,SK203 2,
SK203 3 ,SK203 5,
SK207 1 ,SK207 2,
SK207 3 ,SK207 5,
SK210 1 ,SK210 2,
SK210 3 ,SK210 5,
SK203 2C ,SK242 2A,
SK243 2C ,SK244 3 ,
SK245 3 ,SK246 2A,
SK247 2A ,SK248 2A ,
SK249 2A




