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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: 260000010/PCBA-PN
Ngay cong bod: 24/02/2026

1. Tén co sé cong bé: CONG TY TNHH THIET BI Y TE HAMEDI

2. bia chi: S6 32, Qudc 10 51, Khu pho Binh Duong, Phuong Long Hung,
Tinh Pong Nai

3. S6 vin ban cua co so: 202601-01/HMD-CB Ngay: 02/02/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Ho thiét bj y té

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 str dung: Cac san pham 1a trang tl}iét biy té tiéu hao, khong xam lan,
st dung mot 1an, dugc dung trong co so'y t€ nham muc dich che phu, bao v¢,
cach ly, tham hut dich, lam sach, c6 dinh, bang b6 va ho trg qhém soc vét
thuong, v¢ sinh trong qua trinh kham bénh, cham soc y té, diéu dudng va cac
thu thuat y te.

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 s¢ hiru: Hubei Qianjiang Kingphar Medical Material Co., Ltd.

bia chi chu sé¢ hitu: Yuanguang Road, 433100 Qianjiang, 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.




Tén co sé: CONG TY TNHH THIET BI Y TE HAMEDI
Pia chi: $6 32, Quéc 1 51, Khu phd Binh Dwong, Phuong Long Hung, Tinh Pdng Nai, Viét Nam
M3 s6 thué: 3604033282

BANG KE CHI TIET TRANG THIET BI Y TE

MA SAN PHAM

TEN CO SO SAN XUAT/

TEN CO SO CHU SO HUU/

A a a " = " p B 5 5 . gy o
STT TEN TRANG THIET BI Y TE (NEU CO) MUC PICH SU DUNG LOAI - KICH THUGC HANG, NUGC SAN XUAT Pia chi san xuat HANG, Ngg% CHU SO Pia chi chii 56 hitu
4.4cmx4.4cm, S5cmx5cm, S5cmx8cm, S5cmx10cm, 6cmx7cm,
6cmx10cm, 7cmx7cm, 7.5cmx7.5¢cm, 7emx10cm, 8cm*9cm,
Biine dan vét thuone v té Bing dan vét thuong duoc sir dung dé chim soc  |8cmx12cm, 9cmxScm, 9emx 10cm, 9cmx 15¢m, 9emx20cm, Hubei Qianjiang Kingphar Yuanguang Road, 433100  |Hubei Qianjiang Kingphar Yuanguang Road, 433100
1 (Adlglesive Wound [%rzssin ) vét thuong, bao g[‘)m thédm hut dich tiét, lam sach  |9cmx25cm, 9em=30cm, 9cmx35cm, 10cmx10cm, 10cmx12cm, Medical Material Co., Ltd. / Qianjiang, People's Republic [Medical Material Co., Ltd. / Qianjiang, People's Republic
& va bao vé vét thuong, v.v. 10cmx13cm, 10cmx15¢m, 10cm>20cm, 10cmx25¢m, 10cmx*30cm, Trung Quéc of China Trung Quéc of China
10cmx35cm, 12cmx14cm, 12cmx18cm, 14cmx15cm, 1Semx15¢m,
15cmx18cm, 15¢mx*20cm, 20cm>20cm, 25cmx25¢m,
Loai gac: loai khong dét, khong tiét trung, tiét trung
Scmx5cm, 6cmx12cm, 7.5cmx7.5¢m, 10cm>10cm, 10cm x15¢m,
10cmx20cm, 13cmx*23cm, 15cm>15¢m, 15cmx20cm, 15cm>21cm,
15cmx25¢m, 17emx23cm, 17cmx26¢m, 18cmx20cm, 18cmx*24cm. S . R .
X . N X - 4 § 4 4 4 Hi K h: 2 2 2 aniis . ; . -
Gac phau thuat 6 bung Gac phau thuét 0 bung duogc s dung dé tham hat  |20cm>20cm, 20cmx*25¢m, 20cmx30cm, 25¢cm>30cm, 25cmx40cm, Ube.l Qlanjlang ingpuar Y'.J‘“?.gu‘mg ROdd’, 433100 . HUbe.l Qldnjkm.g Kingphar Y%ldn:gudng ROdd’, 433100 .
2 . B NS Medical Material Co., Ltd. / Qianjiang, People's Republic |Medical Material Co., Ltd. / Qianjiang, People's Republic
(Abdominal Dressing Pad) va gitr lai dich tiet. 25cm*80cm, 27cmx34cm, 28cmx*35cm, 30cm*30cm, 30cmx40cm, Trun Quéc of China Trun Quéc of China
30cmx50cm, 30cmx*60cm, 40cm>40cm, 40cmx50cm, 45cmx45¢m, s &
40cmx60cm, 46cmx72cm, 50cm*50cm, 50cmx*60cm, 50cmx100cm,
60x60cm, 60cm>x80cm, 60cmx90cm, 60cmx*100cm, 60cmx120cm,
60cm*150cm, 80cmx120cm, 80cm*150cm.
Khau trang phau thudt dugc sir dung dé dat trén
Khiu trang phiu thuat miéng va / hodc mii cua nhan vién y té dé cho Loai co quai deo tai, v triung, khong vo tring; Hubei Qianjiang Kingphar Yuanguang Road, 433100  |Hubei Qianjiang Kingphar Yuanguang Road, 433100
3 (Su‘i‘i‘ C;‘l l%apccdll\l/lasz;‘ phép nguoi deo the binh thuimg ddng thai bao vé |Loai bude day, vé tring, khong vé tring Medical Material Co., Ltd. / | Qianjiang, People's Republic [Medical Material Co., Ltd./ | Qianjiang, People's Republic
& bénh nhan va ngudi deo khoi sy lay truyén cuia cac |Kich thude : 17.5cmx9.5¢cm, 14.5¢cmx9.5¢m. Trung Québc of China Trung Qudc of China
hat 1on va vi khuéan.
A £ Tam bong y té dugc sir dung phd bién dé boi Que tre, que g0, que nha: 6em, 7em, Sem, om, 10cm, 11em, 12em, Hubei Qianjiang Kingphar Yuanguang Road, 433100  |Hubei Qianjiang Kingphar Yuanguang Road, 433100
Tam bong y t& A _ 15c¢m, 18cm, 20cm, 24cm; . . N | . 3 e S ! .
4 . thudc, an ép vét thuong, lau sach da hodc vet Lz . Medical Material Co., Ltd. / Qianjiang, People's Republic |[Medical Material Co., Ltd. / Qianjiang, People's Republic
(Cotton applicator) thuon Que gifly: 6cm, 7em, 8cm, 9cm, 10cm, 11cm, 12cm (Special Trung Quéc of China Trung Quéc of China
s specifications and components shall be negotiated by both parties) . e e
Cudn bong nha khoa, khong v6 trung dugc sir R . i i i i R . ; ; ; ;
Bong cudn nha khoa dung phé bién nhu mot cht hip thy nuée bot va  |5~30mmx10~900mm (Tiy thude vao nhin san pham, sai s6 cho phép: Hub§1 Qldn’"dn.g Kingphar Y',J‘“?,gu‘mg Road, 433100 . HUbe.l Qldnjkm.g Kingphar Y%ldn:gudng ROdd’, 433100 .
5 N ] A NN S Medical Material Co., Ltd. / Qianjiang, People's Republic [Medical Material Co., Ltd. / Qianjiang, People's Republic
(Dental Cotton Roll) nham muc dich hap thu d6 am tir khoang miéng  |£10%) Trung Qué £ Chins Trung Quéc £ Chinz
trong qua trinh lam thu thuat nha khoa. rung Quoe ° na ung Luoe 0 4
Bong 16t bo bot y t B'ong lf)t bo bot )2.16 duaf str dung phvo bleAn de co 5~ 50cmx 50~ 600cm (Tity thuge vao nhin sin phim, sai s6 cho phép: Hub§1 Qlanjlan'g Kingphar Yl',lar{guang Road, 433100 ) Hube'l Qlanjlang Kingphar Y%lan:guang Road,I 433100 '
6 : dinh bén ngoai doi véi gy xuong hodc chan Medical Material Co., Ltd. / Qianjiang, People's Republic [Medical Material Co., Ltd. / Qianjiang, People's Republic
(Undercast padding) N +10%) R . < .
thuong mé mém. Trung Quoc of China Trung Quoc of China
Gang tay y @ Gér:g tay y te »ciu’qchsu dut}g df: ngat? F@a lay Kich thusc loai PE: L, M, S; Hub(.:l Qlanjlaqg Kingphar Ygar{guang Road,' 433100 ) Hub(?l Qlan_]lang Kfngphar Ygarf.guang Road,I 433100 »
7 . nhiém chéo giira bénh nhan va ngudi st dung . . . Medical Material Co., Ltd. / Qianjiang, People's Republic |[Medical Material Co., Ltd. / Qianjiang, People's Republic
(Medical Glove) A h T 2 £ Kich thuéc loai PVC, Latex: XS, S, M, L, XL < . 2 .
trong qua trinh kham va chan doan y té. Trung Quoc of China Trung Quoc of China
B9 so ciru duge sir dung dé cung cép cac vat tu
A . I can: thict (‘:ho 5o cu‘u.ba‘n dau ‘a;] cho trong C?C tinh Hubei Qianjiang Kingphar Yuanguang Road, 433100  |Hubei Qianjiang Kingphar Yuanguang Road, 433100
Bo so ctu y té huong khac nhau khi xay ra chan thuong hodc . PO . h Lo § . . A A 8 .
8 ! [P A Ac 4Ac Al 1 A A Loai dung khan cap Medical Material Co., Ltd. / Qianjiang, People's Republic |[Medical Material Co., Ltd. / Qianjiang, People's Republic
(First Aid Kit) bénh tat dot ngot, ho trg thuc hién ciru h co ban _, . % .
O Lo . L Trung Quoc of China Trung Quoc of China
dé ngan ngura tinh trang thuong tich tré nén
nghiém trong hon..
i N . A 5 . NPT S . |Loai: Ao choang, Ao lién quan, Kiéu xé ta; Hubei Qianjiang Kingphar Yuanguang Road, 433100  |Hubei Qianjiang Kingphar Yuanguang Road, 433100
9 ﬁfofi‘l’j:g ii‘:nh) ly ﬁo‘liﬁf‘isg&nl{n‘:f‘i‘:ﬁcjﬁ‘?c ‘Vlgfﬁe"n‘f‘"nz; Kich thuée: XS (155), S (160), M (165), L (170), 1XL (175), 2XL Medical Material Co., Ltd. / | Qianjiang, People's Republic [Medical Material Co., Ltd. /  |Qianjiang, People's Republic
& | | " y Vo158 " (180), 3XL (185), 4XL (190) Trung Quéc of China Trung Quée of China
Miiy té thuong dugc sir dung tai khoa ngoai tra,
N — phong benh va phong thi nghicm ciacde cosoy | o ) Hubei Qianjiang Kingphar Yuanguang Road, 433100 |Hubei Qianjiang Kingphar Yuanguang Road, 433100
Mii chup toc y t& te. Clip Cap (M y té dang xép): 18, 19, 20, 21; . . P 3 . . N - § .
10 N . N , P " S 5 Medical Material Co., Ltd. / Qianjiang, People's Republic |Medical Material Co., Ltd. / Qianjiang, People's Republic
(Cap) Mil chyp toc y t& dugc str dung dé giam sy giam  |Bouffant Cap (Mil y t¢ dang phong): 18, 19, 20, 21 £ . £ .
PP o PR £ Trung Quoc of China Trung Quoc of China
su phat tan toc va cac hat da giira nhan vién y té,
khach tham va bénh nhan
iy £ Bao gidy y té dugc sir dung dé cach ly chung tai . Hubei Qianjiang Kingphar Yuanguang Road, 433100  [Hubei Qianjiang Kingphar Yuanguang Road, 433100
1 |Bogidyyte khoa ngoai trit, phong bénh va phong thi nghigm | -0 Standard; Medical Material Co., Ltd. / | Qianjiang, People's Republic [Medical Material Co., Ltd. / | Qianjiang, People's Republic
(Shoe cover) 103 ngoat tr, prong benh v phong i NgIem s thirge: 15cm*40cm, 16cm x 40cm , 17cm x 40cm , 17c¢m x 45¢cm. caieal Vaterial 0., Hic. anjiang, Feople's Republic) Yediea Vatenal &o., Ld. anang, Feoples Republic
clia cac co 8oy te. Trung Quoc of China Trung Quoc of China
Que dé udi y té 32: dﬁ:::;?::f;g dx:ng /d:i,g(;ﬂ:,m nll:::‘ho tro Loai: o3, tre. nhua Hubei Qianjiang Kingphar Yuanguang Road, 433100  [Hubei Qianjiang Kingphar Yuanguang Road, 433100
12 Y ~c d q £ q &% 9, tre, T Medical Material Co., Ltd. / Qianjiang, People's Republic |[Medical Material Co., Ltd. / Qianjiang, People's Republic

(Tongue depressor)

khoang miéng hodc gitip ting d6 mo miéng trong
qua trinh kham.

Kich thudc: 150 x 18, 140 x 18, 140 x 16

Trung Québc

of China

Trung Qudc

of China
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TEN CO SO CHU SO HU'U/

A . = |MA SAN PHAM| - = - or TEN CO SG SAN XUAT/ o X v B PO
STT TEN TRANG THIET BI Y TE (NEU CO) MUC PICH SU DUNG LOAI - KICH THUOC HANG, NUGC SAN XUAT Pia chi sin xuat HANG, NE[?)‘E CHU SO Pia chi chii s6' hitu
Bong y té (dang vién, miéng, cudn) duoc sir dun, Loai A, Loai B ;
. P 5 g.)i Bl s - 5, Cuo L "2 Sige - 0.05g, 0.1g, 0.15g, 0.2g, 0.25g, 0.3g, 0.35g, 0.4g, 0.45g, 0.5¢g, Hubei Qianjiang Kingphar Yuanguang Road, 433100  |Hubei Qianjiang Kingphar Yuanguang Road, 433100
Bong y té vién pho bién dé lam sach vét thuong, hit mau xung X . L 8 . . N - § .
13 (cotton ball) anh vét thuone va nedn naira nhidm trine vét 0.6g,0.7g, 0.8g, 0.9g, 1.0g, 1.1g, 1.2g, 1.3g, 1.35g, 1.4g, 1.5g, 1.6g, Medical Material Co., Ltd. / Qianjiang, People's Republic |Medical Material Co., Ltd. / Qianjiang, People's Republic
?huqn s a0 nglx s 1.7g, 1.8g, 1.9, 2.0g, 2.4g, 2.5g, 3.0g, 3.5g, 4.0g, 4.5g, 5.0g, 6.0g (Sai |Trung Quc of China Trung Qudc of China
e 56 cho phép: £8%).
Bong y té (dang vién, miéng, cudn) dugce sir dung R . C e .
Bong y té miéng phé bién dé lam sach vét thuong, hit mau xung Loai A, Loai B Hub(.:l Qlan_]lang Kingphar Ygar{guang Road,' 433100 . HUb(,n Qlan_]lang Kfngphar Ygarf.guang Road,l 433100 .
14 A N N x £ . ; Medical Material Co., Ltd. / Qianjiang, People's Republic |[Medical Material Co., Ltd. / Qianjiang, People's Republic
(cotton pad) quanh veét thuong va ngan ngira nhiém tring vet Kich thudc: (2~300) cm x (2~300) cm. < . A .
Trung Quoc of China Trung Quoc of China
thuong.
Bong yte (ddng vién, mleng, cudn) duoc sur dung R . i S i e . i o i
Béng y t€ cuon phé bién dé lam sach vét thuong, hit miu xung Loai A, Loai B; Hub§1 Qldn_]ldn'g Kingphar Yl',ldr{gudng Road, 433100 ) Hube'l Qldnjldng Kingphar Y%ldn:gudng Roa\d,I 433100 '
15 . ) Medical Material Co., Ltd. / Qianjiang, People's Republic [Medical Material Co., Ltd. / Qianjiang, People's Republic
(cotton roll) quanh vét thuong va ngan ngira nhiém tring vét  |Kich thuée: 1g~10000g. X . A o
Trung Quoc of China Trung Quoc of China
thuong.
Loai A, Loai B va Kich thudc:
Loai A : 7.5cmx100cm, 7.5cmx120cm, 7.5cmx150cm, 10cmx>100cm,
Bing so ctu Bang dugc sir dung phé bién dé biing b6, ¢b dinh, 10cmx120cm, 10cmx150cm, 15cm>100cm, 15cmx120cm, Hubc?l Qlanjlar{g Kingphar Ygar{guang Road,' 433100 ) Hub(?l Qlan_]lang Kfngphar Ygarf.guang Raad,I 433100 »
16 (First Aid Bandage) Win ép va cAm mau cho céc bd phan bi thuon 15ecmx150cm; Medical Material Co., Ltd. / Qianjiang, People's Republic |[Medical Material Co., Ltd. / Qianjiang, People's Republic
s 4 P 0 phan b1 e Loai B : 7.5cm*150cm, 7.5cm>180cm, 7.5cm>200cm, 10cmx150cm, |Trung Qubc of China Trung Quéc of China
10cmx 180cm, 10cmx200cm, 15¢cmx>150cm, 15¢cmx180cm,
15cmx200cm
Cylindrical-I/Cylindrical-IT 2cm~30cm x 2¢cm ~ 100cm ;
Retentive- I/Retentive- II 2.5cm ~ 15¢cm X 3m ~ 5m ;
Bang thun y 6 Bang duoe su dung phé bién dé bing b6, cb dinh, Plain- I /Plain- I 5cm ~ 15c¢m x 4.3m ~4.5m ; Hub§1 Qlanjlan'g Kingphar Yl',lar{guang Road, 433100 ) Hube'l Qlanjlang Kingphar Y%lan:guang Road,I 433100 '
17 (Medical Elastic Bandage) whn ép va cAm mau cho cic b phin bi thiron Crepe-I/Crepe-II Sem~ 15cmx4.5m ; Medical Material Co., Ltd. / Qianjiang, People's Republic |[Medical Material Co., Ltd. / Qianjiang, People's Republic
R & q P P & High elastic- I /High elastic- II 10cm Trung Québc of China Trung Qudc of China
~15cmx4m, 7.5cm~10cmx4.5m ;
First Aid-I/First Aid-II Scm~ 10cmx2m 15cm~20cmx*2.8m.
Bing tam giac Bang duoc su dung phé bién dé bang b6, ¢b dinh, [90cm x 90cm x 128cm , 93cm x 93cm x130cm, 96ecmx96emx136¢m, Hub§1 Qlanjlan'g Kingphar Yl',lar{guang Road, 433100 . HUbe.l Qlanjlang Kingphar Y%lan:guang Road,l 433100 .
18 (Triangular Bandage) whn ép va cAm mau cho cic b phin bi thiron 100emx 100cmx 140cm Medical Material Co., Ltd. / Qianjiang, People's Republic [Medical Material Co., Ltd. / Qianjiang, People's Republic
e & q P P & Trung Qubc of China Trung Qudc of China
Loai: cudn; i Oianiiz i 2 aneua ; i Oianiiz i 2 anous ’
Bang bot bo thach cao Bang duoc su dung phé bién dé bang b6, ¢b dinh, [Kich thude: 7.5cm=270em, 7emx500cm, 10emx500cm, 12ecmx500cm, Hub§1 Qldn’"dn.g Kingphar Y',J‘“?,gu‘mg Road, 433100 . HUbe.l Qldnjldn.g Kingphar Y%ldn:gudng ROdd’, 433100 .
19 . . . . Medical Material Co., Ltd. / Qianjiang, People's Republic [Medical Material Co., Ltd. / Qianjiang, People's Republic
(POP Bandage) quén ép va cdm méu cho cic bo phan bi thuong,  |12.5ecmx 500cm , 15¢m x 500cm  ( Special specification and size I’ . A .
. 3 Trung Quoc of China Trung Quoc of China
according to the contract requirements) .
- P . - . AiA ax s A s Loai: cuén Hubei Qianjiang Kingphar Yuanguang Road, 433100  |Hubei Qianjiang Kingphar Yuanguang Road, 433100
20 Bang bgt b6 thach cao ty dinh Bang duge st dung pho bién d¢ bing b6, co dinh, Kich thude: 7.5cm>270cm, 7cmx500cm, 10cm>500cm, 12cmx500cm, (Medical Material Co., Ltd. / Qianjiang, People's Republic [Medical Material Co., Ltd. / Qianjiang, People's Republic

(Cohesive POP Bandage)

quén ép va cAm mau cho cac bd phan bi thuong.

12.5cmx* 500cm, 15cm x 500cm

Trung Qubc

of China

Trung Qudc

of China
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