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THANH PHAN DICH LOC THAN

Thanh phén ctia dung dich loc acid

(vi du nhw HD 1A, HD Plus 134A, KYDHEAMO- 3A...)

Natri Acid acetic bang Glucose/ no Glucose
Kali Magnesi nuéc tinh khiét
Calci

Natri DiNatri edetat nuéc tinh khiét
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PHAN LOAI HD CONCENTRATE

KHOI NIeM TH&M TOCH duoC THOMAS GRAHAM Glgl THIU VOO N3aM 1854, d3T
NéeN TaNG CHO VIéC St DuNG DUNG DiCH LoC MOU TRONG dleU TRi SUY
THaN.

DEN THaP NION 1940, WILLEM KOLFF PHOT TRIEN M
DUNG DiCH MUsI goN GIaN, M& duoNG CHO COC
PHON HIéN dal.
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NHION QUY TRQNH PHA DiCH _j

CaN daM BaO TIOU CHUSN CHaT

CHE

CAC LOAI DICH LOC THAN TREN THI TRUONG VIET NAM

HIEN NAY

Pang c¢6 2 loai dang ky san pham la: Vat tw y té va Thubc

B. BRAUN AEONMED BIDIPHAR

HD 1B RENALVN-2B KYDHEAMO 2B HC KYDHEAMO - 2B

HD 1A RENALVN-2A KYDHEAMO 3A HC KYDHEAMO- 3A

HD PLUS 8,4B RENALVN-B/ KYDHEAMO-1B HC KYDHEAMO-1B

HAEMO-B
HD PLUS 134 A RENALVN-A/ HAEMO-A KYDHEAMO 1A HC KYDHEAMO - 1A
KYDHEAMO - 2A
HD PLUS 144 A, 144A-03, RENALVN-3A KYDHEAMO 2A HC

144A-04
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SO SANH CAC THONG SO TRONG KIEM BINH GIJAVTYT VA
THUOC

C TIEU CHUAN CHA ONG CHO TUNG PHAN

Tiéu chuan co s&

2 2 " " Characteristi ISO 23500-4: 2019 (4.1) Dwoc dién Anh (BP) (TCCS)
. Thudc nhém THUOC K Thudéc nhom VAT TUYTE STT| s Vit tw Y Té Vat tu Y t& Thudc | _Vat tu Y t& Thude
C6 thé tuan theo 1 hodc nhiéu trong cac tiéu chuan Cé thé tuan theo 1 hodc nhiéu trong cac tiéu chuan N N . L . R
sau sau 1 B9 trong Khéng de cap <3NTU Tuy theo co s&
Y 2 w3y e 2 Lz < B9 néu khéng co
Tiéu chuan dwgc dien Anh (BP) Tiéu chuan dwgc dién Anh (BP) glucose;

2 Mau Khéng dé cap < Y7 néu c6 glucose Tuy theo co s&
~ a z Lz o ~ N 2 Y a Nhém trong
Tuén theo tiéu chuan dwgc dién Viét nam | Tuén theo tiéu chuan dwoc dién Viét nam dung dich

3 | phaloang <0.01 mg/l (ISO 23500-3, khoan 4.2.1) <0.01 mg/l Tuy theo co s&

Tiéu chuan co s& (TCCS) Dich loc tigu chuan phai co ndng d6 ndi doc| < 0,25 IU/ml trong dung
_ - - t6 < 0,5 EU/mI (ISO 23500-5, diéu khoan | dich pha lodng dé st
Co s& san xuat dap ung Tuan theo tiéu chuan 4 | Noi déc té 41.2) dung Tuy theo co' s&
Tiéu chudn thwe hanh san xuét thudc tét 1ISO 23500-4: 2019 < 100 CFU/ml, phuong phap d6 dia, thuong
nhw : GMP diing 1 ml (ISO 23500-5, diéu khoan 4.1.2:
dich loc tiéu chuén phai co téng s6 vi sinh
vat séng kha thi nhd hon 100 CFU/ml). | Téng sé vi khuan hiéu
n Khéng ap dung cho dung dich chira khi (TAMC): < =100
vi stk ¢huan cua dich)l@sttheo CrRUkal 0 by theolea e

Tiéu chuan co s& (TCCS)

(&)

CO SO CHO VIEC PHAN LOAI DUNG DICH LOC THAN LA TBYT
?

TIEU CHUAN CHAT LUONG CUA BBRA

T4t cd sdn phim
EU'!\!!P/“R5 C € déu dat chitng chi CE theo MDR

Cc chitng nhdn tIu chudn quéc té:

Dich thdm phan mau dam dac acid + Dich thdm phan bicarbonat
= Tao thanh dung dich thdm phan s&n sang st dung

(OUNDBREAKING CEREMON
' Dung dich loc than khéng cé tac dong dwoc ly, mién dich hodc chuyén
héa ma hoat dong théng qua cac qua trinh vat ly va co’ hoc trong may
loc mau

IS0 9001 Qualltlv Management System
Heé thdng quan ly chét luvong
@ IS0 13485 Medical devices - Quality Management System
Hé théng quén ly chét luvong — Thiét bj y
té

Theo KDOQI Guidelines, 2020

), IS0 14001 Environmental Management System

Hé théng quan ly méi truong
IS0 45001 Occupational Health and
Safety Management System
Hé théng quan Iy an toan & strc khde nghé nghiép)
. NAE fly sdn xudt dich Ioc
@ thdn Thanh Oai (2021)

Hiéu rng Dém (Piéu chinh Can bang Kiém Toan)

Bicarbonate trong dung dich loc gitip trung hoa tinh trang toan chuyén héa,
nhwng khéng théng qua tac dong dwoc ly ma hoat dong twong tw nhw dung
dich dién giai dwoc str dung trong truyén dich, cling dwgc phan loai la thiéet

MDb(=y2021-24 i on ification of medical devices
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Theo Sikka et al. (2018). The Principles of Dialysis: Diffusion,

Convection, and Dialysis Machines

Khuéch tan (Trao déi Chat hoa tan theo Chénh léch Néng dé)

« Cac chat doc niéu nhuw ure, creatinin, kali va phosphate di chuyén t&r mau vao dung dich loc i
than do sw khuéch tan qua mang ban tham. + V6i dang dwore pham thi hién tai chi c6 Han Quéc, Pai Loan, Trung Quéc & chau A.

« Khéng ¢6 twong tac héa hoc gitra dung dich loc than va mé co’ thé. » Cac nwoc khac trong khu vuc (Uc, New Zealand, Sri Lanka, An D6, Indonesia,

Két qua phan loai/gidy phép lwu hanh & nwéc san xuét, nwéc tham chiéu va cac nuéc
My, EU, ASEAN.

San pham hién dang dugc déng ky dwéi ca 2 dang thiét bi y té va thubc:

Phlllpplnes Thai Lan, Pakistan) va trén thé gi¢i (My, khéi lién minh chau Au) déu
phan loai san phdm la thiét bi y té.
« Riéng Viét Nam hau hét Ia dang ky dang thiét bj y té, riéng c6 mdt cong ty la cé 2
dang dang ky.
= Theo xu huwéng thé gi&i hién nay dang phan loai dich loc than theo thiét bi
y te

+ FDA 21 CFR Phén 876.5820 - Dung dich Loc than: Xac dinh dung dich loc than la
thiét bi y té dwa trén co’ ché vat ly.

Theo Ronco et al. (2017). Critical Care Nephrology

Siéu loc (Loai bo Dich theo Chénh léch Ap lwc)

« Nuéc du thira dwoc loai bd khdi mau do ap suét thly tinh, tao didu kién bdi sw chénh léch
tham thau gitra mau va dich loc.

+ Qua trinh nay khéng lién quan dén chuyén héa sinh hoc loai bé chéat doc
va nwée dw thira thong qua qua trinh co’ hoc.

€CFR :: 21 CER 876.5630 —- Peritoneal dialysis system and
MDCG 2021-24 ~ Guidance on classification of medical devices

PHAN LOAI DICH LOC THAN O VIET NAM CO NEN THEO XU HUONG THE

a Co s san xut tai Viét Nam c6 02 loai: Thiét bi y t& (TBYT) va dwoc
pham

dung dicr;rlr;iotgéiédtiiqlfiékphIL:));nlgé'I?r;iét biyté T H A N K YO U

M6t s6 BV hién nay dang tring thau dung dich loc than
& dang Thiét bj y té

D& dap (g tiéu chudn hdi nhap va xuét khau
thi nén dwoc phan loai la Thiét bj y té




