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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: 260000495/PCBA-HCM
Ngay cong bo: 06/04/2026

1. Tén co s¢ cong bd: CONG TY CO PHAN THUONG MALI - DICH VU -
XUAT NHAP KHAU VIEN PHAT

2. Pia chi: 63B Calmette, Phuong Bén Thanh, Thanh phé Ho Chi Minh
3. S6 vin ban cua co so: 01042026/VPC Ngay: 01/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Ao choang y té ding 1 lan

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 sir dung: Ao choang y té dung mot lan dugc dung dé che phu, bao
vé co thé ciia nguoi sjr dung khoi yi khuan, bui ban, cac tdc nhan gay bénh,
khi nguoi sir dung tiép xuac tryc ti€ép vai bénh nhan, voi moi truong dich bénh,
moi truong doc hai nguy hiém.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuén chat luong san phém ap dung: ISO 13485

5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu co):

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

Tén chu s& hiru: S.E.S Healthcare Products (Lingbi) Co., Ltd., China

bia chi chu sé hitu: East of Pingshan Road, South of Qishi Road, Economic
Development Zone 234200, Lingbi County, Suzhou City, Anhui Province,
PEOPLE’S REPUBLIC OF CHINA, CHINA



. Thong tin v€ co s& bao hanh (néu co):
8. SO cong bo du dieu kién san xuat déi vai thi€t bi y t€ san xuat trong nudc:
. Thanh phan ho so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét 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 mo ta tom tat k¥ thuat thiét bi y t€ bang tieng Viét, kém theo | ¢

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

6 | Gidy chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu hudéng dan st dung cia thiét bi y té X
8 | Mau nhan thiét bi y té X

9 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém ndp ho so |
d6i v6i thiét bi y té nhap khau.




KET QUA PHAN LOAI TRANG THIET BI Y TE

(Pinh kém Bin phén loai s6 01042026/VPC)

Mitrc d9 rii ro

STT Tén trang thiét bj y té Chiing loai M sén phim ,Hi?g’ £ i Hﬁflg’, - Muye diCh,s'} dl{ngvthfo chi djnh| Cin cir a¢ pl}z."m logi mirc 49 dugc phan
Nudre sdn xuat Nuée chu sé hiru ctia chi sé hiru rui ro 'loai
1 |Ao phéu thuat basic L M30A13 M30A13 S.E.S Healthcare S.E.S Healthcare |- Ao choang y té dung mét lan - Quy tic 4, Phan II, phy luc I A
2 | Ao phau thudt L M30A14 M30A14 Products (Lingbi) Products (Lingbi) |dugc dung dé che phu, bao vé co | Thong tw 05/2022/TT-BYT
3 | Ao phau thuét basic hai I6p L M30A20 M30A20 Co., Ltd., Trung Co., Ltd., Trung thé cua nguoi sir dung khoi vi
4 | Ao phiu thuat hai 16p L M30A23 M30A23 Quoc Quoc khuan, bui ban, céc tac nhan gdy
5 |Ao phau thuat hai 16p XL M30A24 M30A24 bénh, khi nguoi sir dung tiep xic
- N i tryc ti€p véi bénh nhan, véi moi
6 |Ao phau thudt basic gia co than M M30A25 M30A25 truong dich bénh, méi truong doc
- N i hai nguy hiém.
7 Ao phau thuét basic gia c6 than L M30A26 M30A26
8 |Ao phau thuat M M30A17 M30A17
9 | Ao phau thuat XL M30A18 M30A18
10 | Ao phiu thuat basic hai 16p XL M30A21 M30A21
11 |Ao phiu thuit gia ¢ thin M M30A28 M30A28
12 | Ao phiu thudt gia ¢d than L M30A29 M30A29
13 | Ao phiu thuat basic L M30A07 M30A07
14 [Ao phiu thuat L M30A08 M30A08
15 | Ao phiu thujt basic L NG8002 NG8002
16 |Ao phiu thuat BVB L M30A65 M30A65
17 | Ao phiu thuat BVB M M30A66 M30A66
18 |Ao phiu thuat BVB XL M30A67 M30A67
19 | Ao phdu thuat BVB XXL M30A68 M30A68
20 | Ao phdu thuat cao cip M M30A31 M30A31
21 | Ao phéu thuat cao cip L M30A32 M30A32
22 | Ao phéu thuat L c6 khéu trang M30A69 M30A69
23 | Ao phéu thuat gia ¢b than XL M30A70 M30A70
24 | Ao phéu thuat basic M M30A71 M30A71
25 | Ao phdu thuat hai l6p M M30A22 M30A22
26 | Ao phdu thuat basic XL M30A72 M30A72
Ao phiu thuat basic gia ¢b than XL, c6 day cot
& ¢b 4o, khong tiét tring, SMS 35gsm - M30A27 M30A27
27 NG8043
28 |Ao phu thujt gia cb than XL M30A30 M30A30




29 |Ao gidy md M30A01 M30A01
30 Ao phiu thuat, mau vang, SMS 25gsm M30A02 M30A02
37 |Ao phiu thudt, mau vang, SMS 30gsm M30A03 M30A03
32 Ao phiu thudt, mau xanh, SMS 25gsm M30A04 M30A04
33 |Ao phiu thudt, mau xanh, SMS 30gsm M30A05 M30A05
34 Ao chim soc_Spunbond 30gsm-size M M30A40 M30A40
35 Ao chim soc_Spunbond 30gsm-size L M30A41 M30A41
36 Ao chim séc_Spunbond 30gsm-size XL M30A42 M30A42
37 Ao chim soc_PP+PE 42gsm-size M M30A43 M30A43
38 Ao cham soc_PP+PE 42gsm-size L M30A44 M30A44
39 Ao chim soc_PP+PE 42gsm-size XL M30A45 M30A45
40 Ao cham soc_PP 40gsm-size XL M30A48 M30A48
41 Ao chim séc_PP 40gsm-size L M30A47 M30A47
4 Ao chim soc_PP 40gsm-size M M30A46 M30A46
43 | Ao phiu thudt, SMS 30gsm M30A62 M30A62
44 | Ao cham soc, SMS 30 gsm M30A63 M30A63
45 | Ao bénh nhan, SMS 30 gsm M30A64 M30A64

A? chor‘lg dlLCh llefl quan 63gsm khong kém bao M30A53 M30A53
46 |gidy, mau trang (size L)

A? chot}g d;fh llep quan 63gsm khong kém bao M30A55 M30A55
47 |gidy, mau trang (size XL)
48 | Ao phiu thuat basic hai 16p M M30A19 M30A19
49 | Ao phiu thujt hai 16p XXL M30A80 M30A80
50 |Ao phiu thudt cao cp hai 16p XXL M30A79 M30A79
51 |Ao phiu thuat XXL M30A78 M30A78
52 | Ao phiu thuat L mau hong M30A77 M30A77
53 |Ao phiu thudt cao cip hai 1op XL M30A76 M30A76
54 |Ao phiu thudt cao cép hai lop L M30A75 M30A75

Ao phau thuat cao cép hai 16p M M30A74 M30A74

55




56 |Ao phiu thudt cao cdp hai 1p S M30A73 M30A73

Ao chéng dich lién quin 40gsm kém bao giay
57 |sMs M30A61 M30A61

Ao chong Fi}Ch lién ‘quanvr 65gsm keém bao giay M30A60 M30A60
sg |PPPE laminated, mau trang

B0 40 chdng dich 1ién quan kém bao gidy mau

tring PP+TPU FILM LAMINATE 65gsm M30AS9 M30AS9
59

Ao chong dich lién quan 42gsm kém bao giay M30A58 M30A58
60 PPPE, mau xanh

Ao chong dich lién quan 42gsm kém bao giay M30A57 M30A57
61 [SMS

Ao chong d;cvh llen‘quan 63gsm kém bao giay M30A56 M30A56
62 boots, mau trang (size XL)

A(‘) choing d;c':h lien quan 63gsm kém bao giay, M30A54 M30A54
63 |mau trang (size L)

A? chong d;cl? 1161& quan 65gsm khong kém bao M30A52 M30A52
64 |S12Y PPPE, mau trang

Ao chéng dich lién quin 65gsm kém bao giay
65 (Size M) PPPE, mau tring M30A31 M30A31

Ao chpng dich lién quan 50gsm kém bao giay M30A50 M30A50
66 |PP (Size M)

Ao chéng dich lién quin 65gsm kém bao giay
67 |(Size M) M30A49 M30A49

Ao chéng dich lidn quan 42gsm-size XL
68 |(AAMI level 3) M30A39 M30A39

Ao chong dich lién quan 42gsm-size L (AAMI M30A38 M30A38
69 |level 3)

Ao chong dich lién quan 42gsm-size M (AAMI M30A37 M30A37
70 |level 3)

Ag chong dich lién quan 65gsm kem bao giay M30A36 M30A36
71 |(Size L)

Ao chéng dich lién quan 42gsm kém bao gidy
72 |(Size M) M30A35 M30A35
73 | Ao phiu thujt cao cip XXL M30A34 M30A34
74 | Ao phiu thujt cao cip XL M30A33 M30A33




Ao phau thuat 1, khong tiét tring, sms 35gsm

. R Ao o M30A12 M30A12
75 |aami 2, duong may cao tan & vai va tay
Ao Phau th‘uat 1, khong t1;¢t t)rung, s‘ms 43gsm M30A11 M30A11
76 |2ami 3, duong may cao tan ¢ vai va tay
Ao Phau thuat 1, khong tlf_:t trung, sms 35gsm M30A10 M30A10
77 |aami 2, dudng may tay bang hai kim
Ao Phau th‘uat 1, khong t1£¢t trung, §ms 43gsm M30A09 M30A09
7g |2ami 3, duong may tay bang hai kim
Ao phiu thuat 1, khong tiét tring, sms 43gsm  |M30A06 M30A06

79




