SOY TETP.HO CHI MINH ~ CONG HOA XA HOI CHU NGHIA VIET NAM

BENH VIEN HUYEN NHA BE Doc 1ap — Ty do — Hanh phuc
S6: bbZ/BV Nha Bé, ngay A thang {1 ndm 2023

V/v trién khai cdc Quyét dinh sé
4035/QD-BYT va 4037/QD-BYT
cuaBO Y té.

Kinh gtri: C4c khoa, phong Bénh vién huyén Nha Be

Cén cu Cong vén s6 9991/S‘YT-KHT7C ngay 15 thang 11 ndm 2023 cia
S6 Y té Thanh phd H6 Chi Minh ve€ vi€e trién khai cdc Quyét dinh sé 403 5/Qb-
BYT va4037/Qb-BYT ctia Bo Y té;

Bénh vién huyén Nha Be trién khai:

Quyét dinh sb 4035/QDb-BYT ngay 01/11/2023 ctia Bo Y té Ban hanh
danh muc ma hang san xuét vat tu y té phuc vu quan Iy va giam dinh, thanh ton
chi phi khdm bénh, chita bénh bio hidm y t€ (Dot 9).

Quyét dinh 4037/QD-BYT ngdy 01/11/2023 chia BY Y té v& viéc cAp gidy
ching nhan dang ky hoat dong kiém dinh trang thict bi y té.

pé nghi cac Khoa, Phong triép khai dén céc vién chire, nguoi lao dong co
lién quan dén ndi dung trén duoc biét,

Vén ban trén duoc dang tai trén trang thong tin dién tt Bénh vién huyén
Nha Be www.benhviennhabe.vn. D& nghi tat ca vién chirc, ngudi lao dong céac

khoa, phong nghiém tac thue hién noi dung trén./

e

Noi nhin:
- Nhu trén;
- Luu: VT.»,







BOQY TE ~CONG HOA XA HOI CHU NGHIA VIET NAM
.;:'j;: Doclip - Tw do - Hanh phiic

S6: 4037 /QP-BYT  Ha Néi, ngay 01 thdng 11 nim 2023

QUYET PINH

4 chu"ﬁo nhin ding ky hoat dgng kiém dinh trang thiét bi y té

BO TRUGNGBQ Y TE

Can cir Nghz dinh $6 93/,202 2/NP-CP ngay 45 thang 1 ] nam 20?2 cua Chinh
;;pll..z?__yé” iéc 'Ouy dink chire néng, nhiém Vi, quyén han va co cdu 16 chite eiia B Y té;
=“Cén cir No'hz dmh 56 1 07/701 6/NB-CP ngay 01 thing 7 nim 2016 ciia Chink
phu ‘quy dinh vé diéu kién kinh doanh dich vu dénh git sy phil hop;
4  Canetr Nghz dinh $6 154/ 70] 8/ND-CP ngay 09 t}zang 11 nam-2018 ciia Chink
mphu stra ddi, bo sung, bai boé mét 56 quy dinh vé diéu kién dau tw, kinh doanh trong linh
S e quan I nha nmiebe el Bo Khoa hoc va Céng nghé;

Cazz cir Nghi dinh $6 98/20?1/NB CP ngdy 08 thing 11 nim 2021 ciig Chinh
phit vé quén [ trang thiéi bi v té;

Céin cir Nghi cfmh 56 07/2023/NP-CP rzoay 03 thang 3 niim 2023 ciia Chinh phii
stka d6i, b6 sung mot SO  diéu ciia Nghi dinh s8 98/2021/ND-CP ngay 08 thing 11 niam
2021 ciia Chinh phit vé quan Iy trang thiét b y té;

Can cir Qme"f dinh 56 835/0D-BYT ngiy 04 théng 4 niim 2022 etia BS Y 16 ban
hanh Quy. trinh cap cmv chimg nhdn ddng ky hoat djng kiém dinh tr ang thiét bi y té
theo tiéu chudn quac gia ISO 9001:2015 tai co quan B4 Y 1&;

Can cir sz}ez‘ cizrm Ks] 3333/QB -BYT ngay 23 thdng 8 nam 2023 cua Bé trudng
B Y 16 vé viée iy quyen ky mét s6 viin bin. thuic linh viee thiét bj y té;

Xét hé so dé ng ghi. cdp gzay chitng nhén ding ky hoczt déng kiém dinh trang thiét
biy 1 ciia dom vi va két qua thiim dinh ciia-cde cb nhan, 16 chire diroc giao nhiém vu;

Theo dé nghi ciia Cuc Co sé ha tan_g va Thiét bi y té tai phidu trinh 6
243./HTTB-CLSD ngay 01../11/2023.
QUYET PINH:

Pitu 1. Cip gi"éy chimg nhin ding k¥ hoat dong kiém dinh trang thiét bi y té
cho don vi:

. ; A S6 diing ky M3 hd so
STT Pon vi Linh vye kiém dinh (M3 s5 thuf) ai nehl
1 | CONGTY CP CHUNG | Daomddiéncaotan, | 0104215779 | 000.00.04.G13-
NHAN VA KIEM May giy mé kém thd, 221117-0008
DINH VINACONTROL M4y tho.







. ) - el S6 diing ky M3 ho so
STT Don vi Linh v‘t_xc kiém dinh (M3 56 thud) a3 nghi
2 | CONGTY COPHAN | Daombdiéncaotin, | 0110108736 | 000.00.04.G18-
PO LUONG CHAT May gdy mé kém thd, 230505-0008
LUCNG UNITY May thé.
3 VIEN KIEM.DINH Dao mb dién cao tan, | 0108733891 | 000.00.04.G18-
CONG NGHEVA MOI | May giy mé kém tho, 230405-0005
TRUONG My thé

Biéu_f?_.‘.:ﬁ'buyét dinh nay c6 hiéu hyc ké tir ngdy ky ban hanh.

Pidu 3. C4c 6ng, ba: Chanh Vin phong Bd, Chanh Thanh tra B8, Cuc trudng Cuc
Co s haténg va Thiét b y té, Thi trrdng cde don vi ¢6 lién quan va Tha tudng cac don
vi c6tén tai Diéu 1 chiu trdch nhiém thi hanh quyét dinh nay./.

Noi nhgn: TUQ. BO TRUONG
& -Nhubidu3; CUC TRUONG
- BY trudng (d8 b/c); #5654 TANG VA THIET BI Y TE

- Céc Ble Thir trudng (dé bic);

- Céc don vi trure thude Bo Y té;
-84 Y té cdc tinh, thanh phd;
-Luu: VT, HTTB.




BO Y TE _= CONGHOA XA HOI CHU NGHIA VIET NAM .
e Péclip - Ty do - Hanh phiic

g4: 4035 /QB-BYT"”I: Heé Néi, ngay 01 thdng 11 ndm 2023

QUYI‘T PINH
Ban hanh danh myc mi hiing sin sult vat tey té phyc vy quin Iy va giam
dinh, thanh todn chi phi kham bénh, chira bénh bdo hidm y t& (Dot 9)

A, BO TRUONGBQ Y TL

Ccm ctr Neghi dinh 5o 95/2022/ND- -CP ngay I5 thang 11 ndim 2022 ciia Chinh
p/zzz quy dinh chitc ndng, nhiém vy, quyén han vé co cu 18 chite ciia B6 Y té;

i Cdn cir Nghi dinh 50 146/2018/ND-CP ngay 17 thing 10 nam 2018 cua
- Chinh phu quy dinh chi tidt v& hudng ddn bién phdp thi hamh mgt s6  diéu cria Ludt
Béo hiém y té;

Cén cuk Nghi quyez 56 17/NQ-CP ngay 07 thang 3 nam 2019 ctia Chinh phu
vé mot s6 nhiém vu, gidi przap trong tam phat trién chinkh phi dién tir giai doan
2019 - 2020, dinh huéng dén 2025;

Can ctr Thorzo tr 56 04/2017/TT-BYT ngay 14 thang 4 nam 2017 cia B
truong B3 Y 1€ vé ban hamh danh meuc va 1) 16, diéu kién thanh todn déi véivét nr
y té thude pham vi dige hirdng ciia ngudi tham gia béo hiém y té;

Can cue Ozzyc,t dinh s8 5086/QD-BYT ngay 04 thang L1 ndim 2021 cua B
triong B Y 1 ban hanh danh muc a’ung chung md hing san xudt vét ey té (Bot
1) va nguyén tde md hod vét tw yité phzzc Vit quan by va gtam dinh, thanh todn chi
phi khdm bénh, chita bénh bdo hiém y té; Quwf dinh 56 2807/QD-BYT ngay 13
théng 10 ndm 2022 cua B trucdng BS Y fe sua déi, b6 sung Quyét dinh 56

5086/QB-BYT ngcy 04 thang 11 ndm 2021;

Theo dé nghi ciia Vu trieong Vu Bao hiém y t6 BS Y té
QUYET PINH:

Bleu 1. Ban hanh kém theo Quyct dinh nay danh myc mi héing san xuht vét
tuy té gbm 52 (N&m muoi hai) ma hang san xut vattu y t&, tir m3 sb 6468 dén ma
6 6519 dé tao lap ma vat tu 'y té phuc vu quan ly va gidm dinh, thanh todn chi phi
kham bénh, chita bénh bao hiém y té.

Binh chinh 01 tén hing san xut vat tu y té dugc ban hanh trong danh muc
ban hanh kém theo Quyét dinh s6 3807/QD-BYI‘ ngay 09/10/2023 cta BO Y té
ban hinh danh muc m# héng san xuAt vt tur y té (dot 8) nhu sau:

Tén hing sén xuit theo | M3 hiing | Mi nudc Tén hiing san xuit
Quyét dinh 3802/QD-BYT | san xult | sin xuiit dinh chinh
UMP Renal Care 6443 205 UMP RENAL CARE SDN. BHD

Yoo



jSe]

Danh muc chi tiét m&hing san xuét vt tu y t dot 9 duoc quy dinh tai Phy
luc ban hanh kém theo quet dinh nay va duoc ding tai trén Con0 Thong tin dién
trctaBoY té, tai dn ch1 hitps:i/moh.cov.ve

Pidu 2. Quyet c‘hnh ndy ¢6 hidu luc ké tir nga} ky, ban hanh. Cac doanh
nchlep san mat nhap khau, kinh doanh vat tu y té, co quan bao hiém x3 hoi cac
cap, cac co qu__gm, don vi, td chitc ¢6 lién quan c¢6 trach nhiém cép nhét tén, nudc
san xuft va. -ﬁi’ﬁ hang san xudt vat tu y té ban hanh kém theo Quyét dinh nay dé
thye hién, khai béo, cip mi vat tu y té theo quy dmh tai Quyét dinh s& 5086/QD-
BYT ncay 04 thang 11 ndm 2021 va’ Quyet dinh 56 2807/QD-BYT ngay 13 thang
10 nc,m 2022 cta B trudng Bo Y té.

¥ Dibu 3. Cac Ong, Ba: Chénh Vin phong Bd Y té, Vu trudng Vu Bao hidm y
te Cuc tredng Cuc Co sé ha tAng va Thiét bi Y t&, Vu trudng cdc Vy, Cuc trudng céc
¥ Cuyc thubc BO Y t& Chanh Thanh tra BO Y té, Gidm ddc S& Y 8 cac tinh, thanh pho
trwe thude Trung wong, Thi truong Y té cac Bo, nganh va céc co quan, don vi, td
chtre ¢6 lién quan chju trdch nhiém thi hanh Quyét dinh nay./. fen,

Noi nijin: KT.BO TRUGNG Qe

- Nhu Biéu 3; , THU TRUONG 7~
- BT. Daa Hong Lan (de béo céo);

- Céc d/c Thir truong Bo Y té;

- Bao htem & hdi Viét Nam (dé thue hién); /
-80Y té céc tinh, thanh phé trye thuge TW; 1
- Y té cic Bo, nganh; ‘ o
- Cc co s& KBCB tryc thude Bo Y té; i
- Céc co 6 KBCB tryc thude cde B, nganh;
- Cée co s¢ KBCB truc thude cac Trudng dai hoc;
- Hiép hoi Bénh vién tu nhin Viét Nam;
- Céc co s¢ KCB tu nhan (nhn trén Céng Thong
tin dién tT BO Y t8); )

- Céc doanh nghiép san xuit, nhap khiu, kinh doanh
VTYT (nhén trén Cdng Théng tin dién tir Bo Y 6);
- Cbng Théng tin dién tr B3 Y té;

- Luu: VT, BH.

Tran Vin Thuin



PHY LUC

Danh muye m# hing sin xut vit tw y 8 Dot 9)
(Ban hanh kém theo Quyéfc’ﬁnh s6 4035/0P-BYT ngay 01 thdng 11 ndm 2023
" cila BY truéng Bo Y té)

ST Tén hingsin xuft Tén nwée san xuit N{a hmig N{a e
T A5 sin xuat | sdn xuat
1 |2nd Sight Medical Co., Ltd. - Trung Qudc 6468 279
2 |Agaaz Opthalmics .7 Cong hoa An D9 6469 115
3| Aster Medispro Pyt. Etd Cong hda AnPo 6470 115
4 |Aurus Medtech Private Limited Cong hoa An D6 6471 115
5 |Bsijing Jinwei Kangda Medical Instrument Ltd. Trung Qubc 6472 279
6 |Bioteque Corporation [-Lan Factory II Pai Loan (Trung Quéc) | 6473 296
7 |Chamfond Biotech Co., Ltd Trung Qubc 6474 279
g gilenéc(liu}{mjm Shifeng Medical Apparatus & Instrument Triig Quéc 6475 279
9 |Chinhdnh Céng ty TNHH Gas Viét Nam Viét Nam - 6476 0
10 Chﬂmhanh Cong ty TNHH Y € Viét Tién - Nha mdy sdn VigtNam 6477 | 0

xuat Long An

11 |Creganna Medical Costa Rica 6478 146
12: | Devine Meditech Cong hoa An Do 6479 115
13 |E-Join (Shenzhen) Technology Limited Trung Qudc 6480 279
14 |Endac Co., 1td Hin Qude 6481 174
15 |Hebei ZOJE Medical Equipment Co., Ltd Trung Quoc 6482 279
16 |Hefei Wuyang Medical Instrument Co., Ltd. Trung Qudc 6483 279
17 |Heil Pharma Cong hoa An Do 6484 118
18 |Henan Touren Medical Device Co., Ltd. Trung Qubc 6485 279
19 |Hi - Tech Medics Private Limited Cong hoa An D9 6486 115

20 |HORIBA STEC, Co., Lid. Aso Plant Nhit Ban 6487 232
21 |Hubei Junyang Medical Science & Technology Co., Litd Trung Qubc 6488 279
22 |Jinan Kangbo Biotechnology Co. Ltd Trung Qubc 6489 279
23 [Kaltek S.r.l Y 6490 292
24 |Leyidi International Medical Device (Beijing) Co., Ltd Trung Qubc 6491 279
25 |LifeScience PLUS, Inc. Hoa Ky 6492 175
26 |Medennium Inc Phép 6493 240
27 |Medical Instruments Development Laboratories, Inc. Hoa Ky 6494 175
28 |MEDICREA INTERNATIONAL S.A. Phép 6495 240
29 {Medironic Medical Costa Rica S.R.L. Costa Rica 6496 146
30 |Medvance (Thailand) Ltd Thai Lan 6497 271
31 |NICE IMAGING CO.,L'TD Trung Qudc 6498 279
32 |Osteotech, Inc., a subsidiary of Medtronic. Inc. Hoa Ky 6499 175

33 |Pride Medical Instruments Technology Jiangsu Co., Ltd. Trung Qudc 6500 279
34 |SEOHANCARE Co., Ltd Han Quéc 6501 174
35 |Shanghai Bojin Electric Instrument & Device Co., Ltd. Trung Qube 6502 279
36 |Shanghai Lange Medtech Co., Ltd Trung Qubc 6503 279
37 |Surgi Edge (India) Cong hoa An D6 6504 115
38 |Suzhou Jun Kang Medical Technology Co., Ltd Trung Qudc 6505 279
39 |Thompson Surgical Instruments, Inc. Hoa Ky 6506 175

V.ILM.S VIDEO INTERVENTIONNELLE MEDICALE ,
40 SCIENTIFIQUE Phap 6507 240
U“‘!’-
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Weifang Hengeai Digital Photo Materials Co., Lid. Trung Quoc 6508 279
Yilnaz Medikal - Mustafa Nazlier &% Tho NIi Ky 6509 272
Zhenjiang Gaoguan Medical Appliances Co., Ltd. Trung Qudc 6510 279
Nanyang Jiuding Material Technology Co., Ltd. Trung Quoc 6511 279
Assure Tech. (Hangzhou) Co., Litd. Trung Qudc 6512 279
' | Nanjing 3H Medical ProductsCo., Ltd Trung Qubc 6513 279
Shenzhen Tengfei Yu Techriclogy Co., Ltd Trung Qudc 6514 279
Tonglu Kanger Medical Instrument Co., Ltd Trung Quoc 6515 279
Changzhou Jiafeng Medical Equipment Co., Ltd Trung Qudc 6516 279
Chxphun%l Coxig tyCP Thuong mai Thiét bi y t&¢ Vinh Phuc - VietNam 6517 5
Xudng san xult -
51 |Zhejiang Hongyu Medical Commodity Co., Ltd Trung Qudc 6518 279
52 |Yong Chang Co., Ltd Han Qudc 6519 174
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