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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: 260000578/PCBA-HN
Ngay cong bo: 06/04/2026

1. Tén co s cong bd: CONG TY TNHH HOANG THAL Y

2. bia chi: SO0 nha 24, Ngd 138 duong nudc Phan Lan, Phuong Hong Ha,
Thanh phd Ha Noi

3. S6 vin ban cua co so: 01.2026/CB/HTY Ngay: 04/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: BO dung cu phﬁu thuat no1 soi

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 dicNh st dung: Cac dung cu trén dugc chi diqh sur dung trong tat ca cac chi
dinh phau thuat noi soi thong thuong qua duong 6 bung, 16ng nguc hoac tuong
tu.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

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: Hangzhou Suode Medical Equipment Co., Ltd.

bia chi chu s hitu: No. 7, Yaolin Road, Tonglu County, Hangzhou, 311500
Zhejiang, CHINA

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



Tén co sé: CONG TY TNHH HOANG THAI Y

bia chi: S6 nha 24, Ngd 138 duong nude Phan Lan, Phuong Hong Ha, Thanh
pho Ha Noi

Pién thoai ¢b dinh: 0915575788  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 | 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 té cong bd ap dung
7 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.




BANG KE CHI TIET THIET BI Y TE

STT |TENTHIET B]| CHUNG ) TEN COSOSAN |TEN COSOCHUSO| _ - ; y .
YTE  |LOAISAN| MA SAN PHAM XUAT/ HANG, |[HUU/HANG, NUGC ;E’g fﬁfﬁ DI};"ACOH:'E"\T:O
PHAM NUGC SAN XUAT CHU SO HUU
Dung cu phu Hangzhou Suode Hangzhou Suode CONG TY 86 nhé‘24’ Ng‘?
thuat luéng swD.c | B262.02,B262.02.01; | Medical Equipment | Medical Equipment TNHH 13? Duong N‘f(’c
! ' B262.02.02 Co., Ltd. Co., Ltd. A Phan Lan, Phudng
cuc ; ) HOANG Hdne Ha. Thanh
/Trung Quéc /Trung Quéc THAI'Y OTS e, e
pho Ha Noi
B209.3; B209.04; £ 1s ~
N B209.04.1° C220.26" Hangzhou Suode Hangzhou Suode CONG TY S0 nha‘24’ Ngf’
Dungcuphau | oo ~ | B213.01.1- B213.012- | Medical Equipment | Medical Equipment TNHH 138 Putng Nute
? | thuatnoi so B213.01.3; B213.09; Co., Ltd. Co., Lud. HOANG Pﬁin L;nf PT}ilu‘mlllg
B213.11 /Trung Qubc /Trung Qubc THAI'Y ongA a: f,ln
: pho Ha Noi
C207.01; C207.01.02; £ s ~
Kim mang C207.03.01; C207.03.02; Hangzhou Suode Hangzhou Suode | CONG TY 122 ;Toi: Efgc
; - . Medical Equipment Medical Equipment A
3 | kim/kimkep | SWD-C CM207.05.01; quip quip TNHH Phin Lan, Phuong
kim CM207.05.02; Co., Ltd. Co., Ltd. HOANG | i ng Ha, Thanh
CM207.05.04 /Trung Quoc /Trung Quoc THAI'Y phé Ha Noi
Hangzhou Suode Hangzhou Suode CONG TY 122 r}‘)ha‘m’gg(?
. . Medical Equipment | Medical Equipment ¢ buong Nuoce
4 | Kéo SWD-C X27; X28 quip quip TNHH Phin Lan, Phudng
Co., Ltd. Co., Ltd. HOANG oo Ha. Thinh
/Trung Qudc /Trung Qudc THAI'Y ong Ha, - hal

phé Ha Noi




S6 nha 24, Ngd

Hangzhou Suode Hangzhou Suode CONG TY 138 Pudne Nud
. . . . uong Nudc
5 | Trocar SWD-C X55.01: X54.01 Medical Equipment | Medical Equipment TNHH Phin L an. Phuon
Co., Ltd. Co., Ltd. HOANG ey hg
B B p ong Ha, Than
T T THAI'Y .
/Trung Quodc /Trung Quoc phé Ha Noi
Hangzhou Suode Hangzhou Suode CONG TY 122 I}l)hé‘%’gg(?
- - . Medical Equipment | Medical Equipment rong Auoe
s | Onghutdich | swb-c X50; X51 quip quip TNHH Phén Lan, Phuong
Co., Ltd. Co., Ltd. HOANG Hne Ha. Thanh
p £ " ong Ha, Than
/Trung Quoc /Trung Quoc THAI'Y phé Ha Noi
Hangzhou Suode Hangzhou Suode CONG TY 122 ;;ha‘%’gg(?
T Medical Equipment | Medical Equipment TNHH & buong Auoe
Que day chi SWD-C C260.05 A \
7 Co., Ltd. Co., Ltd. HOANG P}hlin L;rf’ PT}L‘I‘OTIg
p £ " ong Ha, Than
/Trung Quoc /Trung Quoc THAIY phé Ha Noi
Kep cAm mau X9; X10; X10.2; X11; | Hangzhou Suode Hangzhou Suode CONG TY S0 nhé‘24’ Ng(?
/ﬁhﬁu tich SWD-C X11.2; X12; X12.2; X13| Medical Equipment | Medical Equipment TNHH 13? Buong NITOC
8 X13.1; X13.2; X13.3; Co., Ltd. Co., Ltd. A Phan Lan, Phuong
Debake ’ , HOANG A
Y X14 /Trung Qudc /Trung Qudc THAI'Y Hong Ha, Thanh
g & phé Ha Noi
. X1: X32: X33: X34: Hangzhou Suode Hangzhou Suode CONG TY 122 Ifl)hé‘%’gg?
Kepgapmb/ | o\ o« | x35: x36: X37- X60: | Medical Equipment | Medical Equipment TNHH & uong Auoc
9 | moxd i ’ ' ' ; R Phan Lan, Phuong
op X61 Co., Ltd. Co., Ltd. HOANG Hone Ha. Thanh
. . . ong Ha, Than
T T THAIY p
/Trung Quoc /Trung Quoc phd Ha Noi
Hangzhou Suode Hangzhou Suode CONG TY 122 ;)hé‘%’gg?
Kim mang Medical Equipment | Medical Equipment TNHH ong uoe
) . - X38; X39 A \
10 | kim/kep kim | D€ Co., Ltd. Co., Ltd. HOANG P;i‘n L?Inj PThhu\O’T]g
/Trung Quéc /Trung Quéc THAI'Y ong Ba, 1hn

phé Ha Noi




S6 nha 24, Ngd

‘ Hangzhou Suode Hangzhou Suode CONG TY 138 Pudme Nud
Kep cam mau ) Medical Equipment | Medical Equipment & puong uoc
nl o SWD-C X23; X23.1 quip quip TNHH Phin Lan, Phuong
mo Co., Ltd. Co., Ltd. HOANG Hdne Ha. Thanh
e 4 i ong ra, an
/Trung Quodc /Trung Quoc THALY phd Ha Noi
Hangzhou Suode Hangzhou Suode CONG TY 122 I};hé‘%’gg?
Kep cam mau i i i ; uong Nudc
" e_:p_ a SWD-C X24: X24.1: X24.2 Medical Equipment | Medical Equipment TN‘HH Phin Lan. Phudn
£ X A ong na, an
/Trung Quoc /Trung Quoc THAI'Y phé Ha Noi
KeD cAm mau Hangzhou Suode Hangzhou Suode CONG TY 86 nha 24, Ngd
¢pA o Medical Equipment | Medical Equipment 138 Putng Nute
13 | / khau cam SWD-C X41; X42 TN\HH Phéan Lan, Phuong
MmAL Co., Ltd. Co., Ltd. HOANG \ o
/Trung Quéc /Trung Quéc THAI Y Hong Ha, Thanh
& & phé Ha Noi
‘ Hangzhou Suode Hangzhou Suode CONG TY 122 Ifl)hé‘%’gg?
Kep cam méau Medical Equipment | Medical Equipment TNHH Long Nuoe
2 SWD-C X22 A )
14 | /phoi Co., Ltd. Co., Ltd. HOANG Pﬁ%}“ L;f{’ 1}1‘{01%
4 £ h ong Ha, Than
THAL'Y .
/Trung Qudc /Trung Quodc phé Ha Néi
Hangzhou Suode Hangzhou Suode CONG TY 122 Ifl)hé‘%’gg?
Kep giap md / i i ; ; uong Nudc
. ep gap SWD-C X26: X25: X25.1 Medical Equipment | Medical Equipment TN‘HH Phin Lan. Phuon
lymph Co., Ltd. Co., Ltd. HOANG 5 H‘, Ths hg
. B < ong Ha, Than
T T THAL'Y p
/Trung Quoc /Trung Quoc phé Ha Noi
Hangzhou Suode Hangzhou Suode CONG TY 122 ;)hé‘%’gg?
Kep giap md / i i ; ; uong Nudc
. ?p %ap SWD-C X3: X7 X6: X5: X4 Medical Equipment | Medical Equipment TN\HH Phin Lan. Phuon
Mo Xxép Co., Ltd. Co., Ltd. HOANG A H" Ths hg
/Trung Quéc /Trung Quéc THAI Y org 4, 1Al

phé Ha Noi




S6 nha 24, Ngd

) Hangzhou Suode Hangzhou Suode CONG TY . )
Kep gap mod / SWD-C X46; X2; X31; X31.1; | Medical Equipment | Medical Equipment TNHH 13? buong N‘TO’C
17 | phéi X29: X29.1; X30; X30.1 Co., Ltd. Co., Ltd. HOANG | ThanLan, Phuong
Z £ A Hong Ha, Thanh
/Trung Quoc /Trung Quoc THAIY phé Ha Noi
C254.01; C254.02;
C254.03; C254.04; )
€254.05; C254.06; Hangzhou Suode Hangzhou Suode CONG TY S0 nha 24, Ngb
Trocar (hop swpD-.c | ©25407:C255.01 | Medical Equipment | Medical Equipment TNHH 138 Puong Nuoe
18 | kim titan) C255.02; C255.03; Co., Ltd. Co., Ltd. HOANG | PhanLan, Phuong
C255.04; C255.05; /Trung Quéc /Trung Quéc THAI'Y HongA’Ha‘, ThAa.nh
C255.06; C255.07; pho Ha Noi
C256.01; C256.02
Kim mang C207.02.01; C207.02.02;|  Hangzhou Suode Hangzhou Suode CONG TY 86 nhé“24’ Ng‘j’
kim / Kim kep swD.c |G207.04.01; C207.04.02]  Medical Equipment | Medical Equipment TNHH 13? Duong N‘f(’c
19| kim (hop C207.05.01; C207.05.02; Co., Ltd. Co., Ltd, HOANG Phan Lan, Phudng
Kim titan) C207.05.03 /Trung Quéc /Trung Quéc THAI Y Hong Ha, Thanh

phé Ha Noi




