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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: 260001226/PCBB-HCM
Ngay cong bo: 29/04/2026

1. Tén co s6 cong bd: CONG TY TNHH Y TE HA PO

2. bia chi: 451/14 T6 Hién Thanh, Phuong Dién Hong, Thanh pho H6 Chi
Minh

3. S6 vin ban cua co so: 41.26/HD-CBB Ngay: 23/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bo trocar ndi soi 6 bung

Tén thuong mai (néu co):

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

Chung loai: Disposable Laparoscopic Trocar kits

M3 san pham (néu co):

20232021736: BCT3, BCTS5, BCT10, BCT12, BCT15 BCT5/10/10,
BCT5/10/12, BCT5/12/12, BCT5/5/10, BCT5/5/12, BCT5/10/10/12,
BCT5/5/10/10, BCT5/5/10/12, BCT5/5/12/12, BCT5/5/5/10, BCT10/10/12,
BCT10/12/15, BCT5/12/15, BCT5/10/15, BCT5/5/5/12, BCT5/10/12/15,
BCT3A, BCT5A, BCT10A, BCT12A, BCT15A, BCT5A/10A/10A,
BCT5A/10A/12A, BCT5A/12A/12A, BCT5A/5A/10A, BCTS5A/5A/12A
BCT5A/10A/10A/12A, BCT5A/5A/10A/10A, BCT5A/5A/10A/12A,
BCT5A/5A/12A/12A, BCT5A/5A/5A/10A, BCT10A/10A/12A,
BCTI10A/12A/15A, BCT5A/12A/15A, BCT5A/10A/15A,
BCT5A/5A/5A/12A, BCT5A/10A/12A/15A 20242020093: BCF0O1,
BCF002, BCF003, BCF004, BCF005, BCF006, BCF007, BCF008, BCF009,
BCFO010, BCFO011, BCF012, BCF013, BCF014, BCF015, BCF016, BCFO017,
BCF018, BCF019, BCF020, BCF021, BCF022, BCF023, BCF024, BCF025,
BCF026, BCF027, BCF028, BCF029, BCF030, BCF031, BCF032, BCF033,
BCF034, BCF035, BCF036, BCF037, BCF038, BCF039, BCF040, BCF041,
BCF042, BCF043, BCF044, BCF045, BCF046, BCF047, BCF048, BCF049,
BCF050, BCF051, BCF052, BCF053, BCF054, BCF055, BCF056, BCF057,



BCF058, BCF059, BCF060, BCF061, BCF062, BCF063, BCF064, BCF065,
BCF066, BCF067, BCF068, BCF069, BCF070, BCF071, BCF072, BCFO73,
BCF074, BCF075, BCF076, BCF077, BCF078, BCF079, BCF080, BCFO81,
BCF082, BCF083, BCF084, BCF085, BCF086, BCF087, BCF088, BCFOS9,
BCF090, BCF091, BCF092, BCF093, BCF094, BCF095, BCF096, BCF097,
BCF098, BCF099, BCF100, BCF101, BCF102, BCF103, BCF104, BCF105,
BCF106, BCF107, BCF108, BCF109, BCF110, BCF111, BCF112, BCF113,
BCF114, BCF115, BCF116, BCF117, BCF118, BCF119, BCF120, BCF121,
BCF122, BCF123, BCF124, BCF125, BCF126, BCF127, BCF128, BCF129,
BCF130, BCF131, BCF132, BCF133, BCF134, BCF135, BCF136, BCF137,
BCF138, BCF139, BCF140, BCF141, BCF142, BCF143, BCF144, BCF145,
BCF146, BCF147, BCF148, BCF149, BCF150, BCF151, BCF152, BCF153,
BCF154, BCF155, BCF156, BCF157, BCF158, BCF159, BCF160, BCF161,
BCF162, BCF163, BCF164, BCF165, BCF166, BCF167, BCF168, BCF169,
BCF170, BCF171, BCF172 BCFQO001, BCFQ002, BCFQ003, BCFQO04,
BCFQ005, BCFQ006, BCFQ007, BCFQ008, BCFQ009, BCFQO10,
BCFQO11, BCFQO012, BCFQ013, BCFQO014, BCFQO015, BCFQO16,
BCFQ017, BCFQO018, BCFQ019, BCFQ020, BCFQ021, BCFQ022,
BCFQ023, BCFQ024, BCFQ025, BCFQ026, BCFQ027, BCFQ028,
BCFQ029, BCFQ030, BCFQO031, BCFQ032, BCFQ033, BCFQ034,
BCFQ035, BCFQ036, BCFQ037, BCFQ038, BCFQ039, BCFQ040,
BCFQ041, BCFQ042, BCFQ043, BCFQ044, BCFQ045, BCFQ046,
BCFQ047, BCFQ048, BCFQ049, BCFQ050, BCFQ051, BCFQO052,
BCFQ053, BCFQ054, BCFQ055, BCFQ056, BCFQ057, BCFQOS5S,
BCFQ059, BCFQ060, BCFQO61, BCFQ062, BCFQ063, BCFQ064,
BCFQ065, BCFQ066, BCFQ067, BCFQ068, BCFQ069, BCFQO70,
BCFQ071, BCFQ072, BCFQ073, BCFQO074, BCFQ075, BCFQO76,
BCFQ077, BCFQ078, BCFQ079, BCFQ080, BCFQ081, BCFQO82,
BCFQ083, BCFQ084, BCFQ085, BCFQ086, BCFQ087, BCFQOSS,
BCFQ089, BCFQ090, BCFQ091, BCFQ092, BCFQ093, BCFQ094,
BCFQ095, BCFQ096, BCFQ097, BCFQ098, BCFQ099, BCFQ100,
BCFQ101, BCFQ102, BCFQ103, BCFQ104, BCFQ105, BCFQ106,
BCFQ107, BCFQ108, BCFQ109, BCFQ110, BCFQ111, BCFQI112,
BCFQ113, BCFQ114, BCFQ115, BCFQ116, BCFQ117, BCFQI18,
BCFQ119, BCFQ120, BCFQ121, BCFQ122, BCFQ123, BCFQ124,
BCFQ125, BCFQ126, BCFQ127, BCFQ128, BCFQ129, BCFQ130,
BCFQI131, BCFQ132, BCFQ133, BCFQ134, BCFQ135, BCFQI136,
BCFQ137, BCFQ138, BCFQ139, BCFQ140, BCFQ141, BCFQ142,
BCFQ143, BCFQ144, BCFQ145, BCFQ146, BCFQ147, BCFQ148,
BCFQ149, BCFQ150, BCFQ151, BCFQ152, BCFQ153, BCFQI154,
BCFQ155, BCFQ156, BCFQ157, BCFQ158, BCFQ159, BCFQ160,
BCFQ161, BCFQ162, BCFQ163, BCFQ164, BCFQ165, BCFQ166,
BCFQ167, BCFQ168, BCFQ169, BCFQ170, BCFQ171, BCFQ172,



BCFQ173, BCFQ174, BCFQ175, BCFQ176, BCFQ177, BCFQ178,
BCFQ179, BCFQ180, BCFQ181, BCFQ182, BCFQ183, BCFQ184,
BCFQ185, BCFQ186, BCFQ187, BCFQ188, BCFQ189, BCFQ190,
BCFQ191, BCFQ192, BCFQ193, BCFQ194, BCFQ195, BCFQ196,
BCFQ197, BCFQ198, BCFQ199, BCFQ200, BCFQ201, BCFQ202,
BCFQ203, BCFQ204, BCFQ205, BCFQ206, BCFQ207, BCFQ208,
BCFQ209, BCFQ210, BCFQ211, BCFQ212, BCFQ213, BCFQ214,
BCFQ215, BCFQ216, BCFQ217, BCFQ218, BCFQ219, BCFQ220,
BCFQ221, BCFQ222, BCFQ223, BCFQ224, BCFQ225, BCFQ226,
BCFQ227, BCFQ228, BCFQ229, BCFQ230, BCFQ231, BCFQ232,
BCFQ233, BCFQ234, BCFQ235, BCFQ236, BCFQ237, BCFQ238,
BCFQ239, BCFQ240, BCFQ241, BCFQ242, BCFQ243, BCFQ244,
BCFQ245, BCFQ246, BCFQ247, BCFQ248, BCFQ249, BCFQ250,
BCFQ251, BCFQ252, BCFQ253, BCFQ254, BCFQ255, BCFQ256,
BCFQ257, BCFQ258, BCFQ259, BCFQ260, BCFQ261, BCFQ262,
BCFQ263, BCFQ264, BCFQ265, BCFQ266, BCFQ267, BCFQ268,
BCFQ269, BCFQ270, BCFQ271, BCFQ272, BCFQ273, BCFQ274,
BCFQ275, BCFQ276, BCFQ277, BCFQ278, BCFQ279, BCFQ280,
BCFQ281, BCFQ282, BCFQ283, BCFQ284, BCFQ285, BCFQ286,
BCFQ287, BCFQ288, BCFQ289, BCFQ290, BCFQ291, BCFQ292,
BCFQ293, BCFQ294, BCFQ295, BCFQ296, BCFQ297, BCFQ298,
BCFQ299, BCFQ300, BCFQ301, BCFQ302, BCFQ303, BCFQ304,
BCFQ305, BCFQ306, BCFQ307, BCFQ308, BCFQ309, BCFQ310,
BCFQ311, BCFQ312, BCFQ313, BCFQ314, BCFQ315, BCFQ316,
BCFQ317, BCFQ318, BCFQ319, BCFQ320, BCFQ321, BCFQ322,
BCFQ323, BCFQ324, BCFQ325, BCFQ326, BCFQ327, BCFQ328,
BCFQ329, BCFQ330, BCFQ331, BCFQ332, BCFQ333, BCFQ334,
BCFQ335, BCFQ336, BCFQ337, BCFQ338, BCFQ339, BCFQ340,
BCFQ341, BCFQ342, BCFQ343, BCFQ344, BCFQ345, BCFQ346,
BCFQ347, BCFQ348, BCFQ349, BCFQ350, BCFQ351, BCFQ352

Quy cach dong goi:

Muc dich sir dung: St dung trong qué trinh tham kham va phau thuat noi soi 6
bung, nham choc xuyén thanh bung dé thiét 1ap kénh thao tac cho phau thuat
noi1 soi

Tén co sé san xuat: Bonnie Medical Device Technology (Changzhou) Co.,Ltd
Dia chi co s& san xuét: 5th Floor, A1 Block, Hutang Technology Industrial
Park, Hutang Town, Wujin District, Changzhou City, Jiangsu Province, China,
CHINA

Tiéu chuan chét luong san pham ap dung: 1SO13485:2016
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: Bonnie Medical Device Technology (Changzhou) Co.,Ltd
bia chi chu sé hitru: 5th Floor, A1 Block, Hutang Technology Industrial Park,

Hutang Town, Wujin District, Changzhou City, Jiangsu Province, China,
CHINA

7. Thong tin vé co s& bao hanh (néu co):
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 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 te bang tiéng Viét, kém theo X

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.

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.




