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Vé két qua xac dinh trwde ma so

CUC TRUONG CUC HAI QUAN

Can cuir Luat Hai quan ngay 23 thang 6 nam 2014;

Can cir Nghi dinh so 08/2015/ND-CP ngay 21 thang 01 nam 2015 cua
Chinh phu quy dinh chi tiét va bién phap thi hanh Luat Hai ‘quan vé thu tuc hai
quan, kiém tra gidam sat, kiém soat hai quan, dugc stra d6i b sung tai Nghi dinh
s0 167/2025/ND-CP ngay 30 thang 6 nam 2025 cua Chinh phu;

Can cir Thong tu s6 38/2015/TT-BTC ngay 25 thang 3 nam 2015 cua Bo
truong Bo Tai chinh quy dinh. vé thu tuc hai quan, kiém tra giam sat hai quan,
thué xuat khau, thué nhap khau va quan ly thué don vGi hang hoa xuit khéu,
nhap khau, dugc sira ddi, bd sung tai Thong tu s6 39/2018/TT-BTC ngay 20
thang 4 nam 2018 va Thong tu so0 121/2025/TT-BTC ngay 18 thang 12 nam
2025 cua B0 truong Bo Tai chinh;

Can cir Thong tu s6 85/2026/TT-BTC ngay 30 thang 06 nam 2026 cia Bo
truong BO Tai chinh quy dinh vé phan loai hang héa, phan tich dé phan loai
hang hoa xuat khau, nhap khau;

Can cir Thong tu s6 31/2022/TT-BTC ngay 08 thang 6 nam 2022 cia Bo
truong B Tai chinh vé viéc ban hanh Danh muc hang hoéa xuat khau, nhap khau
Viét Nam;

Trén co sé Pon dé nghi xac dinh ma s6 sé 1609/CV-VANTIVE ngay
16/09/2026 cua Cong ty TNHH Vantive Viét Nam Healthcare (MST:
0315530515) va hd so kém theo;

Cuc Hai quan thong bao két qua xéc dinh trudc ma s6 nhu sau:

1. Hang hoa deé nghi xac dinh truéc ma s0 do to chirc, c4 nhén cung cz‘ip:
Tén thuong mai: Digital Communication Module (DCM - Module giao tiép
k¥ thuat s6)

Tén goi theo cau tao, cong dung: Digital Communication Module (DCM -
Module giao tiép k¥ thuét sd) la phu kién chuyén dung dung cho may loc ||
mau lién tuc (CRRT) PrisMax nhan hiéu Baxter/Vantive. Module dung lép
trong may loc mau lién tuc, sir dung phuong phap két n6i khong day vai hé
théng hf) so Bénh an dién tr (Electronic Medical Record - EMR) cua bénh
vién dé Iuu ho so bénh an ty dong.

Module ¢6 chirc nang nhan va luu trir tam thoi dir liéu diéu tri tir may loc
mau lién tuc, phuc vu két ndi véi hé théng hd so Bénh an di¢n tr (EMR) cua |
bénh vi¢n. Module khdng c6 chue néng diéu khién, khong tac dong dén qua
trinh diéu tri, khong thé hoat dong doc lap khi tach roi khoi méay loc méau




' | lién tuc PrisMax.

| Ky, md_hiéu, chung loai: SC8080 | Nha san xuat: Gambro Dasco S.p.A, Y |

2. Téom tit mo ta hang hoa dugc xac dinh trweée ma s0: Theo ho so dé nghi
 xac dinh trude ma so, thong tin mdt hang nhu sau:

- Thanh phan, cau tao, cong thirc hoéa hoc:

Dlgltgl Communication Module (DCM - Module giao tiép k¥ thuat sd) c6 cau
tao gom:

| + Ban mach in ldp rap (PCBA - Printed Circuit Board Assembly), ma D8042
' Rev B.

+ Module xtr ly va truyén thong tich hop: Digi ConnectCore 6UL (model CC-
WMX-IN7A-NE)-chip xtir Iy NXP i.MX6UL ARM Cortex-A7 @ 528 MHz,

tich hop WiFi 802.11a/b/g/n/ac va Bluetooth 5, b nhd NAND 1 GB, DDR3 1

| GB.

mat két ndi mang).

+ Cong Ethernet (RJ45) phuc vu cau hinh ban dau qua két ndi co day.

+ Connector Hirose 50 chan dé két ndi co-dién véi bang mach [solation
Connectmty cia may PrisMax (D8051). Day la phuong tién két noi vat ly duy
nhat véi thiét bi chu.

+ Ang-ten WiFi ngoai (ANT-DBI-RAF-RPS, Linx Technologies/TE
' Connectivity), gan trén mat sau than may PrisMax.

+ Cac linh kién thu dong: dién trg, tu di¢n, cugn cam, diode, bd chuyén doi

' nguon DC-DC (tao dién ap +3,3V va +4, 4V tu ngudn +5V cua may chu).

- + Dén LED RGB chi thj trang thai két noi mang (xanh duong = co dién; xanh
la = da két ndi mang).

+ Cong tic DIP (GPIO dip switch) 4 bit d& cau hinh nén tang phan cimg
' (PrisMax/Prismaflex).

+ Nt nhan Reset (B- switch): nhan 1 gidy dé dit lai dia chi IP tam thdi; nhn 5
gidy dé khoi phuc cai dat goc.

- Co ché hoat dong, cach thire sir dung:
| + Module DCM dugc lap cd dinh bén trong than may loc mau lién tuc PrisMax,
'gan truc tiép lén bang mach Isolation Connect:vnty (D8051) thong qua
|connector Hirose 50 chan. DCM dugc cap ngudn dién hoan toan tir may
| PrisMax qua connector nay, khong c6 nguon di¢n hay pin du phong doc lap.

+ DCM két ndi voi Hé thong Bénh an dién tir EMR théng qua mang Wifi tai
co s& kham chira bénh. Ngoai ra DCM c¢6 thé thong qua Wifi dé chuyén dir liéu
Ién hé thong dam may cua hang Vantive (AWS).

+ Két ndi dir lidu glua PrisMax va DCM ]a mot chiéu hoan toan (uni-
directional): may loc méu lién tuc PrisMax truyén dir liéu diéu tri sang DCM
qua cong serial UART (921.600 baud, 8N1) theo giao thic JSON (tai liéu
AW8048). DCM chi nhan dir li¢u tir may PrisMax, va khong thé guri bat ky tin
hiéu hay 1énh nao nguoc lai vao may PrisMax. Thiét ké nay dam bao DCM
tuyét d6i khong can thiép vao qua trinh diéu trj 1am sang.

+ Khe cém thé nhé Micro-SD (luu trir dém dir liéu diéu trj trong truong hop |




+ Sau khi nhan dir liéu tr may loc mau lién tuc va luu trir vao bo nhd dém,
DCM chuyén tiép dir liéu diéu tri qua WiFi dén hé thong Bénh an dién tr EMR
cua bénh vién hodc hé théng dam may cua hiang Vantive (AWS). Dir li¢u bénh
nhan dugc an danh hoa trudce khi giri 1én dam may.

+ DCM c6 kha nang luu dém dir liéu diéu trj tdi thiéu 96 gior lién tuc khi mét

két ndi mang, va ty dong dong bé theo thir ty FIFO khi két ndi dugce khéi phuc, |

dam bao khong mat dir li¢u lam sang.

+ Cau hinh DCM dugc thyc hién qua cong web bao mat TrueVue Connect
Portal (HTTPS) qua cong Ethernet, bai ky thuat v1en dich vu dugc uy quyen.
Nguoi ding cudi (diéu dudng, bac si) khong truc tiép tuong tac vai DCM.

+ DCM tur khoi dong dong thoi cung may PrisMax, khong yéu cau thao tac bd

sung tir nguoi dung trong toan by qua trinh van hanh.
- Thong so k¥ thuat:

+ Module xu ly: Digi ConnectCore 6UL (CC-WMX-JN7A-NE), CPU NXP |

1.MX6UL ARM Cortex-A7 @ 528 MHz.
+ RAM: 1 GB DDR3; B¢ nh¢ flash ngi: 1 GB NAND SLC.

| + Chuan WiFi: IEEE 802.11 a/b/g/n/ac; Bluetooth 5. Két n6i khong day chi sir |

dung dé truyén dir liéu diéu tri ra ngoai, khong c6 chirc ning vién thong hay
lién lac thoai.

+ Dai tan s6 WiFi: 2,400-2,4835 GHz va 5,150-5,725 GHz.

+ Cong suat phat WiFi: <200 mW (e.i.r.p.) tai 2,4 GHz; <200 mW tai 5,15-
5,35 GHz; <1.000 mW tai 5,47-5,725 GHz.

+ Giao tiép voi may chu PrisMax: UART serial, 921.600 baud, 8N 1, giao thirc
JSON (theo AW8048 Rev C).

+ Giao tiép cau hinh: Ethernet 10/100 Mbps (RJ45).

+ Luu trir dém: t6i thiéu 1 GB (~96 gi¢r dir liéu diéu trj lién tuc & toc do tao dir
liéu thuc té ~400 KB/gio).

+ Hé diéu hanh nhung: Linux Yocto distribution (Baxter Reference Platform).
# Nguén dién: Lay tir may PrisMax qua connector Hirose 50 chan (+5V DC),
tiéu thu toi da <2,6 W; khong co pin du phong riéng.

+ Bao mat: TLS 1.2, chung chi thiét bi X.509 duy nhat mdi don vi, Secure

Boot (OEM signed), md héa dir liéu luu trir AES-256 GCM (FIPS 140-2 |

compliant).
+ Tuan thu: RoHS 2011/65/EU; EU Declaration of Conformity theo Directive

2014/53/EU (Radio Equipment Directive - RED); Pang ky IMDA Singapore

N5611-21. ’
- Quy trinh san xuat:

+ Bude 1: Lap rap linh kién lén bang PCB (D8042-FAB) theo tiéu chuan IPC-

A-610 Class 11

+ Budce 2: Kiém tra X- -ray 100% mbi han BGA/LGA

+ Bude 3: Nap phian mém nhung (Firmware) va dang ky chimg chi PKI qua
cong cu san xuat chuyén dung

+ Bude 4: Gan nhan truy xuat ngudn goc (sé serial, Digi P/N, MCA Firmware |




version)

+ Buéc 5: Kiém tra chirc ning

+ Buoc 6: Dong goi vao bg kit DCM Upgrade (kém dng-ten WiFi ANT-DBI1-

RAF-RPS, 6 vit M1.6 SST, cap dng-ten, retainer M8022) trong tii chong tinh

dién ESD

+ Budc 7: Pua hang vao hop xép EPE ESD (BXU533509) va déng thing

carton.

- Cong dung theo thiét ké:

’ + Module DCM duogc thiét ké chuyén biét va chi tuong thich duy nhat véi dong
' may loc mau lién tyuc PrisMax cua hang Baxter/Vantive. Module khong c6 bat

| ky cong dung déc 1ap nao va khong thé hoat dong khi tach roi khoi thiét bi y té
| chu.

+ Chirc nang WiFi cia DCM chi la phuong tién ky thuat dung cho muc dich

giao tiép, dé chuyén tiép dir liéu diéu trj 1am sang tir may loc mau dén h¢ théng

lru trir hd so bénh an EMR. San pham nay khong phai thiét bj vién thong

thuong mai hay thiét bi mang da nang.

+ DCM dugc phat trién va phé duyét trong khuén kh quy trinh phat trién thiét

bi y té ctia hang Baxter/Vantive, tuan thu IEC 62304 (phan mém thiét bj y té)

'va IEC 60601-1 (thlet biy té dién).

|+ DCM chi duoc ldp dit va bao tri boi ky thudt vién dich vu Baxter/Vantive

’ duqc uy quyeén, khong phan phoi hay su dung doc lap trén thi truong.

3. Keét qua xac dinh treéc ma 50

| Tén thuong mai: Digital Communication Module (DCM - Module giao tiép
k¥ thuat sd)

Tén goi theo cau tao, cong dung: Module giao tiép k¥ thuat s6 (Digital
Communication Module/DCM) dung cho may loc mau lién tuc (CRRT) ||
| PrisMax nhan hi¢u Baxter/Vantive. Module c¢6 chirc ning nhan va luu trir
‘tam thoi dir ligu diéu tri tir may loc mau lién tuc, phuc vu két nbi voi hé
 thong ho so Bénh an dién tur (EMR) cua bénh vién. Module khong c6 chirc
nang diéu khién, khong tac dong dén qua trinh diéu tri, khong thé hoat dong |
 doc lap khi tach roi khoi may loc mau lién tyc PrisMax.

' - Module DCM dugc lip ¢6 dinh bén trong than may loc mau lién tuc
| PrisMax, gan truc tiép 1én bang mach [solation Connectivity (D8051) thong
qua connector Hirose 50 chian. DCM dugc cap nguon dién hoan toan tir may
PrisMax qua connector nay, khong c6 nguon di¢n hay pin du phong déc lap.
- Két ndi dir liéu gitra PrisMax va DCM la mQt chiéu hoan toan (uni-
directional): may loc méu lién tuc PrisMax truyén di liéu diéu tri sang DCM
qua cong serial UART (921.600 baud, 8N1) theo giao thirc JSON (tai liéu
AW8048). DCM chi nhan dir liéu tir may PrisMax, va khéng thé guri bat ky
tin hi¢u hay lénh nao ngugc lai vao médy PrisMax. Thiét ké nay dam bao
DCM tuyét d6i khong can thnep vao qua trinh diéu trj 1am sang.

- Sau khi nhén dit li¢u tir may loc mau lién tuc va luu trit vao b nhd dém,
| | DCM chuyen tiép dir liéu diéu tri qua WiFi dén hé thong Bénh an dién tur




EMR cua bénh vién hoac hé théng dam may cua hang Vantive (AWS). Dir

liéu bénh nhan dugc an danh héa trudce khi giri 1én dam may.

Ky, md hiéu, chung loai: SC8080 [ Nha san xuat: Gambro Dasco S p.A, Y

thuoc nhom 85.17 “Bo dlen thoai, ké ca dién thoai thong minh va dién thoai
khac cho mang di dong té bao hodc mang khong day khdc; thiét bi khdc de
truyén hodc nhén tiéng, hinh anh hodc dit li¢u khdc, ké ca cdc thiét bj vién
théng néi mang hitu tuyén hodc khong day (nhw loai su dung rrong mang noi
b¢ hodc mang dién réng), triv logi thiét bi rruyen hodc thu cua nhom 84.43,

85.25, 85.27 hodc 85.28", phan nhém “- Thiét bi khac de phat hoac nhan t:eng,
hinh anh hodc dit liéu khdc, ké ca thiét bi thong tin hiru tuyén hodc khong day
(nhw loai sw dung trong mang ngi bo hodc mang di¢n rong)”, phan nhom
8517.62 *- - May thu, doi va truyen hodc tai tao am thanh, hmh anh hodac dang
dit liéu khdc, ké ca thiét bi chuyén mach va thiét bj dinh tuyen ', phan nhém “- -
- Thiét bi truyén dan khdc két hop vdi thiét bj thu”, ma sb 8517.62.59 “- - - -
Loai khac” tai Danh muc hang héa xuat khau, nhap khau Viét Nam.

Thong bao nay co hi¢u lyc tur ngay ky.
Cuc truong Cuc Hai quan thong bao dé Cong ty biét va thuc hién./. g

Noi nhin: TL. CUC TRUONG
- Cong ty TNHH Vantive Viét Nam KT, TRUONG BAN NGHIEP VU THUE HQ
Healthcare (Tang 10 Diamond Plaza, 34
Lé Dudn, Phuong Sai Gon, TP. H6 Chi
Minh);

- PCT. Nguyén Thanh Hung (dé b/céo);
- Chi cyc Kiém dinh Hai quan;

- Cac Chi cuc Hai quan khu vyc (dé
tvhi¢n);

- Cong thong tin dién tir Hai quan;

- Luvu: VT, NVTHQ-PL-Hoang (3b). 0\/

* Ghi chi: Két qua xdc dinh trude ma 50 trén chi ¢ gid tri s dung doi véi t6 chire, cd nhdn
aa giri dé nghi xdc dinh truée ma so.
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