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Phan loai dich loc
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Tinh hinh tai Viét Nam
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850, 8.7 triéu

850 triéu nguoi trén toan cau, 8.7 triéu ngwei tai VN

séng chung v6i bénh than man tinh

70,000 ngwoi tai VN
70,000

bénh than man tién trién

85% ® VN 85%
o «
bénh nhan diéu tri thay thé than béng chay than nhan tao
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Qua trinh chay than

> Dung dich loc than dwoc sir dung trong qud
trinh loc mau dé diéu chinh can bing nuéc
dién giai, kiém toan va loai bd chét thai ra
khoi mau.
Co ché tac dong chinh:
> khéng tac dong dweoc ly, mién dich
hoéc chuyén hoéa tryc tiép 1én co
thé nhw thudc.
> Thay vao d6, né hoat ddng béng trao
déi vat ly qua mang loc trong thiét bi
chay than.

htps://bvnguyentriphuong.com.vn/bac-si-tu-van/quy-trinh-chay-than-the-nag
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CO SO CHO VIEC PHAN LOAI DUNG DICH LOC
THAN LA TBYT HAY THUOC?

o

Siéu loc (Loai bé Dich

ki

Khuéch tén (Trao dbi Chét hoa
tan theo Chénh Iéch Néng d¢)

Hiéu trng dém

Hiéu (rng dém (Piéu chinh
can bing Kiém toan)

Phéan loai theo MDCG 2022 - 5 Rev

Vattwy te
> Binh nghia: La bét ky dung cu, thiét bi, phan mém, vat liéu hoac san phdm nao duoc nha san xuét dy
dinh sir dung cho con nguéi voi myc dich y té cy thé nhu:
> Chan doan, phong ngira, gidm sat, didu tri hoac 1am giam bénh.

> Chéan doan, giam sat, diéu tri, lam giam hoac bu ddp cho mét chén thuong hoac khuyét tat.
> Kiém soat hodc hd tro thy thai. Lam sach, khir triung hodc tiét trung thiét bi y té.

theo Chénh lgch Ap Iwc)
>Nuwéc dw thira dwoc loai
bd khéi mau do sy
chénh léch ap luc xuyén
mang (tdc déng co’ hoc)
>Qué trinh nay khéng
lien quan d@én chuyén

> Céc chét nhw ure, creatinin,
kali va phosphate di chuyén ti
mau vao dung dich loc than
béang sy khuéch tan qua mang
bén thdm do sw chénh léch
néng do (tac dong vat ly).
héa sinh hoc loai bd > Khang c6 twong tac héa hoc
chét doc va nuwoc du gitra gung dich loc than va mé
thira. co the. nguoi.
> Batky chat hodc phdi hop chét nao duoc siv dung hodc dwa vao co thé ngwoi nhdm: Khai phuc,
diéu chinh hodc thay ddi chire nang sinh Iy théng qua tac dong dwoc Iy, mign dich hodc chuyén
hoa, hoac thuc hién chin doan y khoa.
> Dic diém quan trong: Co ché tac déng chinh la dwec ly, mién dich hoic chuyén héa.

> Bic diém quan trong: Co ché tac dong chinh KHONG dwa trén tac dong dwerc Iy, mién dich hodc
chuyén héa. Thuong la tac dong co hoc, vat Iy, hodc phan mém hd tro.

> Bicarbonate trong dung
dich loc gitp trung hoa tinh
trang toan chuyén hoa, Guidance on borderfine betwesn medical |
hoat déng twong tw trao devices "t’:u)'::ﬁf,‘"‘j‘ Pioclasts ender)
ddi chét dwa trén co ché |
khuyéch tan. ‘
> Khong thong qua tac Steover 900
doéng dworc ly

MDCG 2022 - 5 Rev. 1

X > 2
Thuoc / san pham dwoc
> Binh nghia (MPD):
> Bt ky chat hodc phéi hop chét nao duoc trinh bay la co tac dung diéu tri hodc phong bénh &

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

Medical Device Coordination Group Document MDCG 2022 - 5 Rev. 1

Quy dinh EU MDR (Regulation (EU) 2017/745), bao gém Annex VIII —
Classification Rules, trong d6 Rule 3 quy dinh:

Phan loai theo WHO

WHO MeDeviS  MeDevPacks ICD-11 UHCC

Essential in vitro Diagnostics (EDL)

REGULATIONS

&) World Health  AMeDevlS

Som

REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 5 April 2017

on medical devices, amending Directive 2001/S3EC, Regulation (EC) No 178/2002 and
Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC

Dialysis solution, bicarbonate-based

EMDN related code(s) F0499 DIALYSIS CONCENTRATES - OTHER

(Text with EEA relevance)

The code(s) and term(s) in this section were observed and retrieved from public databases and have not been validated by
health regulatory authorities. Please consult your regulatory agency and EMDN site:

hitps://webgate.ec europa.eu/dynaz/emdn

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURDPEAN UNION,

“All non-invasive devices intended for modifying the biological or chemical composition of blood, other body

liquids or other liquids intended for infusion into the body are classified as Class llb medical devices.” GMDN related code(s) 35849

Haemodialysis concentrate (A gmdu(l intended to be mixed with water to prepare a solution with an electrolyte
composition similar to that of blood (i.e., a dialysate) for the exchange of solutes with blood through a semi-permeable
membrane in the dialyser of a haemodialysis system. It is intended to remove metabolic waste from the blood to help
maintain physiological blood electrolyte and pH levels, The product typically includes glucose and salts of the following
constituents: sodium, potassium, magnesium, calcium, chioride, and anions of weak acids (e.g., bicarbonate (HCO3),
acetate, citrate). It is supplied as a solution or a dry powder. After application, this device cannot be reused.)

Dung dth loc than: i
J Thiét bi khéng xam lan.
:> O Muyc dich la thay déi thanh phan héa hoc ctia mau thong qua trao ddi chat qua mang loc.

A I A X % e g M 2 = o o R B o2 16
1 Khéng tac déng bang co ché dweee ly, mien dich hay chuyen héa, ma chi ho tr trao doi vat ly. The medical device term(s), code(s) and definition(s) in this section were retrieved from databases external to WHO. As there

might be more than one name, definition and "Nomenclature Code” related to the specific medical device, please consult
hitps:/gmdnagency.org. * GMDN ®, © GMDN Agency 2005-2025

World Health Organization. (2024). WHO MeDevlS Database — Haemodialysis concentrate. Retrieved from https://medevis.who-healthtechnologies.org/devices/CSD_586

European Union. (2017). Regulation (EU) 2017/745 - Annex VIlI, Rule 3. Retrieved from d 19/07/- le-2-defi
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Qua trinh chay than

> Dung dich loc than dwoc str dung trong qua
trinh loc mau dé didu chinh can bang dién
gidi va loai bd chét thai ra khoi mau.

» Co ché tac dong chinh:

> khéng tac dong dwoc Iy, mién dich
hodc chuyen héa tryec tiép 1én co
thé nhw thuéc.

» Thay vao d6, né hoat déng bang trao
ddi vat ly qua mang loc trong thiét bi
chay than.

Dung dich loc than dwoc

phan loai la vat twy té
(theo MDR)
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ChL’Png chi CE - chL’Pr]g nhan cao nhat kiém tra & d'énh gié'
hé thong quan ly chat lwong ctia nha san xuat thiet bi y te

TRUGOC
KHI CAP

Chirng nhan theo ISO
13485 (nha san xult

va céc dia diém sén
xut)

Chirng minh tuan
thii trong Hb so’ Ky
thuat

Phan loai rii ro theo Phu!
Iyc VI (ty thudc vao
muc dich st dung)

N

T
CHUNG CHI

-Q
i

Danh gia béi co quan

chirc nang
hang nam

14 mét dau chirng nhan cho biét

MDC CE. 2017/745 MDR." MDC CE, 45-me;

Nhirng diém noi bat MDR 2017/745
so sanh vé&i MDD/AIMD

MDR 2017/745 MDD/AIMD

Yéu cau nghiém ngit bao gdm ca quan  Yéu cau an toan va hiéu qua it nghiém
ly rdi ro toan dién. ngéat hon.

Khia canh

An toan va Hiéu qua

Yéu cau di¥ ligu danh gia 1am sang
Béng chirng 1am sang

dwa ra thj treong. thi trwdng.

Yéu cau béng chirng lam sang it nghiém
nghiém ngat trwéc va theo doi sau khi  ngat hon, KHONG yéu cau theo doi sau

Gisi thiéu hé théng UDI d& dam bao truy

xuét ngudn gdc trong sudt vong doi thiét Khong c6 hé thong UDI, it chti trong den
bi.

Truy xuét nguén géc truy xuét nguén géc.

Hé thdng giam sat sau thj truéng nghiém . . P
ngat hon va bt budc cap nhat de ey U cau gidm st sau thi truong it

Giam sat sau thj trwong a oc ca 4 e . <
dinh ky. nghiém ngat hon.

Théng qua co’ s& dir liéu trung tam

Minh bach chau Au (EUDAMED).

Chwa ré rang.

Yéu cAu tai liéu k¥ thuat va bao céo cap

Tailigu va Béo cdo nhat an toan dinh ky (PSURS).

(PSURS).

KHONG yéu céu bao cao dinh ky an toan

«/ Khi nha san xuét dat MDR 2017/745:

Thé hién sy tuan thi cac tiéu chudn san phim cao nhét, that chat cac yéu ciu vé an toan, danh gia Iam sang va truy xuat ngudn géc.

1. MDC CE. *2017/745 MDR." MDC CE, https://www.mdc-ce de/en/our-services/cemarking/2017-745-md

Phan loai theo ISO
- ISO 23500-1:2024

Preparation and quality management

Of fidicfoc ha.emOdlalySIS i 1S0 23500 Serles Ensunng Quallty of Fluids
related therapies for Hemodi and Related Th
ly

Part 1: General requirements : .
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Published (Edition 2, 2024)

Key Content and Changes

refernce

+ 1SO 23500 va ISO 13958 quy dinh vé
chudn bi va quan Iy chat Iwomg
dung dlch cho loc mau va cac diéu
tri lién quan.

e series. The lagest changes

it ethads, carbon

oo, i
oee below o se serien. The  Fullowing beach disinfecton.

e 1902150011 3 the buse stincdard

seplacing [50 21500204 o i imerded ntegrated Systems
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* Tiéu chuan nay ap dung cho thlet bi
y té, khong phai GMP dwgc pham.

International Org: (2024). fuids
International Organization (2024).150 dialysis.
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Dich loc B. Braun dat cac chirng nhan an toan theo tiéu chuén quéc té

- - ’ INTERNATIONAL 150
ﬁ 23500-4

STANDARD

EU Quality Management System Cartificate
——_ — s - INTURNATIONAL STANOARD. 50 11300 4 2019E)

Preparation and quality management of fluids for

Preparation and quality management . 4,
of luids for ated o
therapies —

related therapies

Part4;
Concentrates for haemodialysis and
related therapies

A% & CEPTMSWMKAT & CERTIFICADO & CERTIFICAT

TIFIKAT o CERTIFICATE » 2248

CE MDR

1SO 23500-4

Noi dung

] [l
02

Cac van dé khi st
dung dich loc than

z 2 z

M6t s6 bién chirng c6 thé lién quan dén dich loc than

Phan (*ng do thanh phan dich loc
Sai néng dd Na, K — ha huyét ap, loan nhip
Acetate — budn nén, nhtrc dau
Bicarbonate pha sai — kiém chuyén héa

Nhiém truing, tan mau
Nguyén nhan: Nuéc pha dich loc khéng
dat chuén, endotoxin, vi khuan )
Biéu hign: Sét, &n lanh, phan ¢ng viém ROai loan
toan than dién g|é|
Phong ngtra: Kiém soat chét luong
nuwac, hé thdng loc nuwéc
Nhiém déc kim loai Nhi&m Bénh ly tim mach
Ty 1& t&r vong do bénh tim mach cua
bénh nhan chay than nhan tao lén dén
51.5% theo sd ligu trén thé gisi 62

Nhom trong dich loc — bénh xwong, déC kim
thiéu mau, réi loan than kinh. Hién hiém .
gép nho kiém soat chét lugng nwéc.
(Ngudn: Huéng dan chét luong dich loc)

6.tefan G, Gameats L Pod € i © L RRR 2019 20200

s Bethesda, MD, 2022

So sanh cac thong s6 cua dich loc than
trong kiém dinh giira VTYT va thuoc

Tiéu chuan co s&

1SO 23500-4: 2019 (4.1) Dwoc dién Anh (BP) (TCCS)
STT| Dictinh VattwY Té Vat tw Y té/ Thuée Vat tw Y t&/ Thuée
1 Do trong Khéng dé cap <3NTU Tuy theo co s&
< B9 néu khéng c6 glucose;
2 Mau Khéng dé cap < Y7 néu c6 glucose Tuy theo co s&

Nhém trong
dung dich pha

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

Dich loc tiéu chun phai ¢ ndng do ndi doc t6 < 0,5 |< 0,25 IU/ml trong dung dich
EU/mI (ISO 23500-5, diéu khoan 4.1.2) pha loang dé st dung
< 100 CFU/ml, phwong phap dé dia, thwong dung 1
ml (ISO 23500-5, diéu khoan 4.1.2: dich loc tiéu chuén|
phai c6 tdng s6 vi sinh vat séng kha thi nhé hon 100
CFU/ml). Téng s6 vi khuan hiéu khi
5 Vi sinh vat Khéng ap dung cho dung dich chira axetat. (TAMC): < =100 CFU/ml Tuy theo co s&

4 N6i doc td Tuy theo co s&

Tiéu chuan cta dich loc theo VTYT TUONG DUONG Thuéc



Cac quy dinh vé gi¢i han nghiém ngét cia nhém & Viét Nam va Quéc té
Giéi han néng d6 nhém trong nwéc RO pha khong vwot qua 0,01 mg/L

WO e
’ﬁ
Annex B R . .
ke isiar e o TS AT LGV e R
Quyét dinh
Referonce tables il b ke g shie by o 4D i
4 2482/QD-BYT
Table B4 - Maximum allowable levels of tanic ehemicals A= MIUAN VEMINH VA NO1DOC TG TIEO ASNEAAME 139693000
and

iy fluld slectrolyien in dialysls waters® v& tai ligu huéng

dan quy trinh ky
thuat than nhan
tao

Quy dinh quée té&
1SO 23500-5:2419
K 45

Vi s | g 841040 g | o g Ao 7
= 1

Rodrigues, M. O, Abrantes, N., Gongalves, F. J. M., Nogueira, H., Marues, J. ., & Gongalves, A M. M. (2019).Impacts of plastic products used in daly e on the environment and human
el Environmental 72, 10323, 103239

Thanh phan dich loc than

Néng ¢ dign giai mmol/l
Dung dich pha -
Cl- Acetat Bicarbonat Glucose Osmolarity Ty l& pha
(g/l) (mOsm/L) (A+B# nudc RO)
|
HD-1A+HD-1B | 140,0| 2,0 18 05 1076| 40 35,0 = 2909 1,00:1,83: 34,00
N jigi mmol
Dung dich pha Rea & N_“ m - .
- i O: . A+B 4 0
HD plus 144A-03 + HD plus 8,48 140 20 15 05 it 40 310 290 1,000:1,755:42.245
HD plus 144A-04 + HDplus 84B| 140 20 125 05 1105 40 310 289 1,000: 1,755 42,245

| Néng aé dign giai mmol/l
Dung dich pha
g A Bicarbona e O a
g 0 A+ B+ nudc RO
HD plus 134A + HD plusB.4B | 1380 | 2.0 15 05 | 1090 3.0 320 1.0 2918 1:1,225:32775
HD plus 144A + HD plus B4B | 1380 | 2,0 15 05 | 1090 30 320 1.0 2916 1:1.575:42.425
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Dich loc than B.Braun chat lwong cao
dat chuan MDR 2017/45

Dich lgc Dich loc Dich loc Dich loc
1A 18 8.48

Dich loc

Dich loc
134A

Dich loc
144 A- 04

Nhiéu sw Iwa chon djch loc véi néng dé chét khdc nhau

Dich loc than c6 glucose va khong glucose

Dich loc véi ndng dé glucose 5.5 mmol/l dugc wu tién & bénh nhan cé nguy co

ha dudng huyét (dai thdo duong, dinh duwéng kém), gidp gidm ha dudng huyét

Dich loc

134A 144A
A 2 A = -
Dich loc v&i nong dé khong glucose giam dang ké nong do hepcidin-25 so vé&i
dich chta glucose. Diéu nay cé thé mang lai loi ich v& kiém soat chuyén hoa sét “—I

" ~ 1“A—l;i3c,h1 IE:BA 04
va gidam nguy co' thiéu mau. Ngoai ra dich loc khéng dwong it nguy co nhiém khuén —

dé bao quan

During Dialysis Fluid hitps://doi.org/10.

Z0u LX, Sun L, Deng N, Sun L, Han YC. Effect of Dialysate Glucose Concentration on Hepcidin Clearance in Maintenance Hemodialysis Patients. Iran  Kidney Dis. 2019 Mar;13(2):113-119, PMID: 30988248,




Néng dé canxi trong dich loc da dang phu hop v&i cac nhu
cau diéu tri khac nhau

Dich loc 144A-04 Dich loc 144A-03

Dich loc 1A i

Thanh phan

12/16/2025

Thanh phan Néng do (mmol/l) Thanh phan
sau khi pha sau khi pha

Na* 140 Na* 140 Na* 140
K* 2.00 K* 2.00 K* 2.00
Ca** 1.25 Ca** 1.50 ca** 1.80
Mg** 0.50 Mg** 0.50 Mg** 0.50
cl” 110.5 cl_ 111 [ 107.6

CH;COO"~ 4 CH;CO0~ 4 CH;COO"~ 4

*HCO,~ 31 “HCO5~ 31 “HCO,~ 35

Néng do Canxi thap 1.25mmol/L trong dich loc giam nguy co

voi héa mach vanh va cai thién tinh trang xwong chuyén hoa

JASN

2. Nghién cifu Iam sang ngiu nhién, da trung tam: Reduction of Dialysate Calcium Level

Reduces Progression of Coronary Artery Calcification and Improves Low Bone Turnover
n Patients on Hemodialysis "

894 benh nhan cé néng dé PTH < 300 pg/mL tai 8 phong kham loc mau dugc theo déi trong 24 thang

125 Calcium 175 Caleium  Mean Differencebetween | pvare Dich loc DCa 1,25 mmol/L cé
interval) kha nang gay véi héa mach -
= S “ vanh thap hon"

001
001

ACACscore ol 250338

Cai thién cé y nghia tinh trang

Baseline Month24  PValue Baseline Month24 P Value

&= xugng chuyén héa khi dugc
o o o - diéu tri véi dich loc

Saoz  isoiia <& o Dca 1,25 mmol/L"

e acen oxr (dugc chan doan bang mé hoc)
Sorzar oo o%

Néng dé canxi cao 1.75 mmol/L trong dich loc ting nguy co’ tir vong
do tim mach

kidney sy

Bang: MGi lién quan gilta tl vong do tim mach trong
khoang thdi gian tU thang 12 dén thang 24 va cac
yéu t6 dan s6 hoc, sinh hoc, cling nhu diéu tri dugc
ghi nhan tai thang 12 8 nhém bénh nhan c6 néng dé
PTH cao hodc binh thudng tai thang O va thap tai
thang 12 (n = 282 bénh nhan)

Cardiovascular mortality*
Variable SHR ss%cl Pvalue

Ageyr 105 101109 aon
Calcium dose, g/

1. Nghién cliu da trung tam tai Phap: : L«
hormone status induced by hi
independent risk factor for
patients’®

ssss
'Hm 1983 bénh nhan dudc theo doi trong 24 thang

Néng dé canxi cao trong dung dich loc mau

w parathyroid
Icium is an
ath in hemodialysis

card

Sevelomer,o/d
Active vitamin D, pgfvk

Native itamin O, ug/6 mo

(1.75 mmol/L) c6 lién quan dén viéc tding nguy c6
ti vong do tim mach (HR, 5.44; 95% Cl, 2.52-11.75; \60ories 00 016-5009 0500
? o 25275 <0001

P < 0.001) so v3i néng dé canxi trong e on
serumalhumin ol on 08s-098 oo

dich loc 1.50 mmol/L.°

Calcium dialysate concentration, mmol/L>

Nhém chiing: 1.50 mmol/L.

Xu hwéng dich loc than ¢6 ndong doé canxi < 1.50 mmol/L

DCa 1,5 mmol/L

Giam nguy cd ti vong do bénh tim mach : I

Dich loc 144A-
03

DCa 1,25 mmol/L

eGiém nguy cd vdi héa mach mau

1

Cai thién tinh trang xuong chuyén héa oy lecTasn
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[\ Dich loc than chét Iwong cao dat chudn MDR 2017/45

DIEM NOI BAT CUA HDPE VA LDPE
. Nap

N Dich loc than chat lwong cao dat chuan MDR 2017/45

TOXICITY CODE: & Low 5’1 HIGH

& NAP NIEM PHONG PHIA TRONG CUA DICH LOC THAN B. BRAUN | roa oy
rvermine IR e

Can chia & nap niém * ; e ] /
phong an toan, khéng gay : i . ' /
) s6t, khéng tan mau,
Can chira va nap niém kh6ng doc té bao.
phong cua dung dich acid N
HD-1A, 134A, 144A va -

p KET QUA DANH GIA TUONG THICH SINH HOC CUA CAN CHUA

B
. Phong thi nghiém bén

thir 3 dat day da tiéu
chuén GLP FDA va
1S0 17025

dung dich bicarbonate
1Bva 8.4B

Tién hanh cac
thir nghiém tham khao
theo I1SO 10993

HDPE
Kha nang
«chdng mai mon 2

Kha nang
chéng chiu acid 2

Kha nang
chéng chiu base 2

ves, . 1. M, Nogusira, 5, AW ML 209). ipacts of phasiic
rormen ant haman nesih: Wher s lnown? Enviranmentcl Toxcology anel
03239, 1016/ 6t3p 2019.103239

\
Téng két Z |

Dich loc than dung trong chay than nhan tao dé diéu chinh dién
gidi kiém toan va loai bd chét thai, co ché tac dong vat ly, khong
o duoc ly — phan loai la thiét bj y té theo EU MDR.

XIN CAM ON
SU LANG NGHE
CUA QUY THAY cO
VA DONG NGHIEP

Lwa chon dich loc than chat lwgng cao gilp:
> Bao vé tim mach bang dich loc c6 néng dé canxi < 1.50 mmol/L
> Giam nguy co voi héa mach mau vaéi dich loc co n6ng do canxi

,~ - 1.25 mmol/l
/ el > Cai thién tinh trang xwong chuyén héa véi dich loc cé ndng do
canxi 1.25 mmol/l
> Khéng tan mau, khéng doc té bao
> Vi dich loc khdéng dwong: it nguy co nhiém khuan
> Da dang giai phap dich loc trong diéu tri véi dich loc c6
glucose/ khéng glucose va nhidu ndng do canxi




