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THONG TIN

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

S6 cong bd: 260000325/PCBA-HCM
Ngay cong bo: 02/03/2026

1. Tén co s cong bé: CONG TY TNHH TRANG THIET Bl Y TE TRAN
DANH

2. Pia chi: S6 14, duong s6 36 , Phuong Tan Hung, Thanh phd HO Chi Minh
3. S6 vin ban cua co so: 032026/TDM-Tube Ngay: 25/02/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y t&: Ong 1y méau chan khong chira chat chéng dong Heparin
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 céach dong géi: 100 Ong/ Khay; 1200 Ong/ Thing

Muc dich s dung: Ong lay mau dung dé lay va bao quan mau khi két hop voi
kim lay mau.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485

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 s¢ hiru: Zhejiang Kangshi Medical Devices Co.,Ltd

bia chi chu sé hitu: Building 4, No.20, Longquan Road, Canggian Industry
Park, Yuhang District, Hangzhou, Zhejiang, CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. SO cong bo du diéu kién san xuat di véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:



1 | Vian ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A.

2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485

3 | Gidy iy quyén cta chu so 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 liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

¢ | Gidy chimg nhan hop chuan hogc ban tiéu chuan ma chu s¢ hiru thiét
bi y t€ cong bo ap dung

7 | Tai liéu hudéng dan st dung cua thiét bi y té

8 | MAu nhin thiét bj y té

9 G’iéy chl'rng nhan 1},1’[1 hanh tur do con hiéu lyc tai thoi di€ém ndp ho so
doi véi thiet bi y t€ nhap khau.

10 | Tai liéu khac (néu c6)




BANG KE CHI TIET TRANG THIET BI Y TE

QUY CACH

STT | TEN TRANG THIET BIY TE | TEN THUONG MAI DON VI TINH CHUNSH':&(;;“ SAN| MA SAN PHAM }?ggg CG(gI TEN Cg{ﬁgcsggli(gézﬂmc, ;,fﬁcfgggcc gggggg& TEN cOSOBAOHANH| DM CH;ES:O B0
| O R | RR | wn | OULI | o | B [ PRGOS | ARSCRY | o | nen
O | | | U | | R [P | D | oon, | oo
O | | | U | | it [PMTOT| C | oon, | oo
[T T [T | | UL | | i [P | ST | ron, | uron
O | | | U | | R [P | D | oo, | oo
O | | | U | e | R [P | D | oo, | oo
e el B el B B el Bl
g | Ome ldiggmcg‘:sékﬁt‘;i;:"" chit TDL\iisiCL:th:ﬁZ;acﬁﬁTa;fbe Khay; Thung KS»;:'pg;ii:;ium TDOSLH 112%% %:i//l;:zi}: Zhejiang lg;ngighéi?r:‘;al Devices deej\i/?zgs'g:f’ir‘j"\éﬁ?:;al Khoéng ap dung Khoéng ap dung
g | Ore ldiggmcg‘:sékﬁt‘;i;:"" chét TD&ﬁf&fﬁZﬁﬁﬁEﬁjm Khay; Thiing KS»;:'pg;ii:;ium TDOILH 112%% %:i//l;:zi}: Zhejiang lg;ngighéi?r:‘;al Devices deej\i/?zgs'g:f’ir‘j"\éﬁ?:;al Khéng ap dung Khéng ap dung
10 | One ldiggmcg‘:sékﬁt‘;i;:"" chét T?_mﬁtﬁeﬁe\ﬁ;ﬁ'?ombe Khay; Thiing KS»;:'pg;ii:;ium TD10LH 112%% %:i//l;:zi}: Zhejiang lg;ngighéi?r:‘;al Devices deej\i/?zgs'g:f’ir‘j"\éﬁ?:;al Khéng ap dung Khéng ap dung
11 | Ome ldiggmcg‘:sékﬁt‘;i;:"" chit TDS\O/(?L”;?T_'Z;;L:&'E;:Jbe Khay; Thung KS»:?pgfi?:)“um TDOINH 112%% %:i//l;:zi}: Zhejiang lg;ngighéi?r:‘;al Devices deej\i/?zgs'g:f’ir‘j"\éﬁ?:;al Khoéng ap dung Khoéng ap dung
12 | One ldiggmcg‘:sékﬁt‘;i;:"" chét TDS\O/(?L”;?T_'Z;;L:&';;:Jbe Khay; Thiing KS»:?pgfi?:)“um TDO2NH 112%% %:i//l;:zi}: Zhejiang lg;ngighéi?r:‘;al Devices deej\i/?zgs'g:f’ir‘j"\éﬁ?:;al Khéng ap dung Khéng ap dung
13 | One ldiggmcg‘:sékﬁt‘;i;:"" chét TDS\O/(?L”;?T_'Z;;L:&";;:Jbe Khay; Thiing KS»:?pgfi?:)“um TDO3NH 112%% %:i//l;:zi}: Zhejiang lg;ngighéi?r:‘;al Devices deej\i/?zgs'g:f’ir‘j"\éﬁ?:;al Khéng ap dung Khéng ap dung
14 | One ldiggmcg‘:sékﬁt‘;i;:"" chit TDS\O/(?L”;?T_'Z;;L:&'Z;:JM Khay; Thung KS»:?pgfi?:)“um TDOANH 112%% %:i//l;:zi}: Zhejiang lg;ngighéi?r:‘;al Devices deej\i/?zgs'g:f’ir‘j"\éﬁ?:;al Khoéng ap dung Khoéng ap dung
15 | One 131;:‘;?;::&22;:“ chit TDSXSL“;E\:;;L:ETZ;:‘M Khay; Thing Ks’ﬂgpgfi‘;‘)““m TDOSNH o ?;i// 1;::;: Zhejiang 'f:aongi‘d"\éfﬁr:‘;a' Devices deej\i/airc‘gs'é?f’ig'\gﬁ?:;a' Khong dp dung Khéng ap dung
16 | One 131;:‘;?;::&22;:“ chit TDSXSL“;E\:;;L:ETZ"::‘M Khay; Thing Ks’ﬂgpgfi‘;‘)““m TDOSNH o ?;i// 1;::;: Zhejiang 'f:aongi‘d"\éfﬁr:‘;a' Devices deej\i/airc‘gs'é?f’ig'\gﬁ?:;a' Khong dp dung Khéng ap dung
17 | One 131;:‘;?;::&22;:“ chit TDSXSL“;E\:;;L:ETQ;:‘M Khay; Thing Ks’ﬂgpgfi‘;‘)““m TDO7NH o ?;i// 1;::;: Zhejiang 'f:aongi‘d"\éfﬁr:‘;a' Devices deej\i/airc‘gs'é?f’ig'\gﬁ?:;a' Khong dp dung Khéng ap dung
15 | One 131;:‘;?;::&22;:“ chit TDSXSL“;E\:;;L:ET;"::‘M Khay; Thing Ks’ﬂgpgfi‘;‘)““m TDOSNH o ?;i// 1;::;: Zhejiang 'f:aongi‘d"\éfﬁr:‘;a' Devices deej\i/airc‘gs'é?f’ig'\gﬁ?:;a' Khong dp dung Khéng ap dung
19 | One 131;:‘;?;::&22;:“ chit TDSXSL“;E\:;;L:ET%;:‘M Khay; Thing Ks’ﬂgpgfi‘;‘)““m TDOSNH o ?;i// 1;::;: Zhejiang 'f:aongi‘d"\éfﬁr:‘;a' Devices deej\i/airc‘gs'é?f’ig'\gﬁ?:;a' Khong dp dung Khéng ap dung
20 | One 131;:‘;?;::&22;:“ chit ngﬁ“m‘eﬁe\;;f;“rfo;“lbe Khay; Thing Ks’ﬂgpgfi‘;‘)““m TD1ONH o ?;i// 1;::;: Zhejiang 'f:aongi‘d"\éfﬁr:‘;a' Devices deej\i/airc‘gs'é?f’ig'\gﬁ?:;a' Khong dp dung Khéng ap dung




