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CONG HOA XA HOI CHU NGHIA VIET NAM
Dgc ldp — Tu do — Hanh phiic

QUYET PINH
V/v: Cong bd tiéu chuan co s ap dung

CONG TY TNHH THIET Bl KHOA HQC LABONE
- Can cit Ludit Tiéu Chudn va Quy chudn ky thudt ngay 29/06/2006;
- Can cir Nghi dinh s6 127/2007/ND-CP ngay 01/08/2007 ctia Chinh Phit quy dinh chi tiét
vé viéc thi hanh Ludt Tiéu chudn va Quy chudn Ky thudgt ngay 29/06/2006;
- Can cir Théng tw s6 21/2007/TT-BKHCN ngay 28/09/2007 Ciia B¢ trong Bé Khoa hoc
va Cong nghé ve viéc Hiong dan xay dieng va dp dung tiéu chudn.

- Can cir vao nhu cdu san xuat va kinh doanh ciia Céng ty TNHH TH]ET Bl KHOA HOC
LABONE.

QUYKET PINH:

Diéu 1: Ban hanh Tiéu chuén co so: TCCS 19:2023/LABONE ap dung cho san pham dng lay
mau nhi do Cong ty TNHH Thiét bi Khoa hoc LABone san xuét.

Diéu 2: Cac b phan lién quan chiu trach nhiém thi hanh quyét dinh nay.

Diéu 3: Quyét dinh nay ¢6 hiéu luc thi hanh ké tir ngay ky.

Tp. H6 Chi Minh, ngay 10 thang 08 niim 2023
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TIEU CHUAN CO SO
Ong ldy mau nhi

Pham vi ap dung
Tiéu chudn nay &p dung cho san phim Ong iy mau nhi str dung trong linh vyc y té do CONG
TY TNHH THIET BI KHOA HOC LABONE san xuét, cong b6 va ban hanh.
. Tai liéu vién dén
Céc tai liéu vién dan sau la rat can thiét cho viée xay dung va ap dung tiéu chuin co s& nay.
DOi vai tai liéu vién dan ghi nam ban hanh thi 4p dung ban dugc néu. Déi voi cac tai lidu vién
dan khong ghi nam ban hanh thi ap dung phién ban méi nhit, bao gdm ca cac sira ddi néu co.
TCVN 7612:2007 Ong chira mau tinh mach dung mot lan.
1SO 6710:2017 Single-use containers for human venous blood specimen collection (dng chira
mau tinh mach dung mot le‘“m).
I1SO 15223-1:2016 Medical divices — Symbols to be used with medical devices labels, labelling

and information to be supplied.
- ISO 18113-1:2009 In vitro diagnostic medical devices.
~ 180 9001:2015/ TCVN ISO 9001:2015 — Hé thdng quan ly chét lugng — cic yéu céu,

— 1SO 13485:2016 / TCVN ISO 13485:2017 Trang thiét b y té - h¢ thong quan Iy chat lugng —

Yéu cau ddi vai cac muyc dich ché dinh.
— Nghj dinh sé 43/2017/ND-CP ngay 14/04/2017 ctia chinh pht quy dinh vé nhan hang hoa.
3. Thuat ngir va dinh nghia
Trong tiéu chudn nay ap dung cac thuat ngir va dinh nghia sau:
3.1 0ng
Ong dé chita mau méu, ¢6 nap ddy thich hop.
3.2 Than éng
Phan than éng dé chira mau, khong ¢ nip day.
3.3 Niip day
Phin déy kin ng.
3.4 Mijt trong 611g
B¢ mat trong cua ong.
3.5 Thanh phin héa chét
Chat bat ky dugce cho vao dng dé thue hién viée phan tich.
3.6 Dung tich
Thé tich cua toan bd mau duge dua vao 6|1g.
3.7 Vach mue
Vach danh dau trén nhan dé chi dung tich cua dng.
3.8 Thé tich rit ra
Dung tich ctia dng.
3.9 Vit liéu bao goi
Vit liéu sir dung cho bao goi so cap. bao géi thir ¢ép, bao goi cudi cling.
3.10 Han st dung




Neay ma nha san xuat xac nhan rang dng khong con phi hop véi cac yéu cau cua tiéu chudn
nay.

3.11 Lue ép niip
Luc ép do nha san xuét quy dinh, can thiét dé ép chat nip bing may ép nap.

3.12 Kiém tra bing mit thuong

4. Yéu cau chung
Nhirng hoat dong san xudt ong chira mau tinh mach ding mat lan phai pht hgp hé¢ lhéng quan
ly chat lugng theo tiéu chuan SO 9001:2015 va 13485:2016.
Nhirng quy dinh trong tiéu chuan nay phai phi hgp véi cac yéu cdu cua tiéu chuan TCVN
7612:2007 va 1ISO 6710:2007.
5. Yéu ciu ky thuat
- Ong lay mau nhi ¢6 thanh phéan cdu tao gom: thin dng, niip, hoa chit hd tro dong/ chéng

dong mau dugc thém vao bén trong mau.
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Hinh 1: Ong lay mau nhi m‘j
A A s
5.1 Vat li¢u chung W
Vit liéu chung dé sén xuat cac bo phén ctia Ong lay méu nhi nhu bang 1
Bding 1: Vit ligu sdan xuit cdc by phin ciia Ong lay mdu nhi

Thanh phﬁin Ong lay mau nhi
Nap Nép dng dugc lam tir nhua PP (Polypropylene)/LDPE
UCT)ng Ong duoc lam tir nhya PP (Polpropylene)/PET
[oa chat Chat chdng dong mau: EDTA (K:EDTA/ KsEDTA);

Natri Citrate; Heparin (Sodium Heparin/ Lithium
Heparin); Serum (Clot activator); Glucose (NAF +
K2EDTA)

5.2 Than ong
5.2.1 Vit li¢u than 6ng




Than Ong lay méau nhi cac loai duge lam bang vét li¢u ¢6 thé nhin rd chat chira bén trong ong
khi kiém tra bang mat thuong nhu bang 1.

r - A A A ’ .
5.2.2.1 Kich thwdéc than ong lay mau nhi.

Bing 2: Kich thudc ong

TEN ONG LOAI ONG Chiéu dai
Ong ldy mau nhi EDTA/ . ;
EDTA/ Heparin/ Serum 45 mm (£2mm
Heparin/ Serum 0,5mL SPAttily Set ( )
Ong [y maunhi EDTA 100 pksepTa 75 mm (+2mm)
0.5 mlL./ I ml. nép cao su
S Ividn wli EDT A/ K2EDTA/K3EDTA 75 mm (£2mm)
CI:E tdi (I;]ldu - [ mL ' Citrate 75 mm (£2mm)
e ——— NAF + K2EDTA 75 mm (£2mm)

! A: Chiéu dai than dng
] B: Dueng kinh dng
{

¢

: f’%"‘;

5.2.3. Dung tich ong 1 e‘f%’::

Khi thu theo phuong phap quy dinh trong phu luc A, thé tich nude thém vao hodc rat ra phéi | =

trong Khoang +15% dung tich nhu bang 3. ,/5‘?

Bing 3: Dung tich ciia ong O
Kich thudc dng Dung tich |
()ng ]fiy mau nhi EDTA/| 11 x45 mm (£2mm) +25% (mL) S\g
Heparin/ Serum 0.5mlL. . 5?5?’
(!)ng Ifi_\' mau nhi EDTA 0.5 13 x 75 mm (+2mm) + 25% (ml.) i:{v‘:: L
|31[,/ l l'ﬂl. ndp cao su ?'*, ‘\\
Ong ldy mau nhi EDTA/| 12 x 75 mm (+2mm) +25% (mL) "r,,’f,
Citrate/ Glucose 1 mL

5.2.4 CAu tric than ong
Ong ldy méau nhi khi ly tim chiu dugc gia tée 6000g theo truc doc khi thir theo phuong phap
quy dinh trong phu luc B.




Khi kiém tra bang mat thudng, ong khong co canh siat nhon hodc bé mit tho rap co thé gy
nguy hiém — hodgc la ton thuong nguoi st dung.

5.3 Niip ong

5.3.1 Thiét ké

Nip khong bi long trong qua trinh tron khi kiém tra ro ri theo phuong phap quy dinh trong phy
luc C.

Nap duoe thiét ké co thé d& dang thao roi duge bing tay hoic dung cu chuyén dung khi cdn mo
ndp dé ldy mau bén trong éng. Giam rui ro viing mau bénh phidm din dén phoi nhiém cho nguoi
thao tac khi mé nap dng.

Hinh 3: Niip 6ng

5.3.2 Mau siic ng
Mau séic ctia nap quy dinh thanh phan hoa chét duge thém vao bén trong bng, gitp ngudi st
dung dé dang nhan biét. Hién nay van chua co thoa thuan qudc t& v& ma mau. Tuy thude vao
quy dinh clia co quan y ¢ s6 tai va nhu cau cua nguoi str dung, mau nép cua tirmg loai dng c6
thé thay déi. Mau sic nap khuyén nghj dugc thé hién trong bang 4.

Bing 4: Mau sic ndip khuyén nghj

Loai 6ng Mau siic
B | Ong 1dy mau nhi EDTA 0.5ml. bo
EDTA K2/ K3 Qng ]E;t)" |m:1_u nh? LDTA I ml. : ~ Xanh ’der’ng
Ong ldy mau nhi EDTA 0,5 mL nap cao su Tim
Ong ldy mau nhi EDTA 1 mL nép cao su Tim
Heparin Ong lay méu nhi Heparin 0,5 mL bo
Citrate Ong lay méu nhi Citrate | mL Xanh la
Glucose Ong lay méu nhi Glucose 1 mL Xam/Pen
. Serum (!)hg ldy mau nhi Serum 0.5 mL Do

o O[lg ldy mau nhi EDTA dugc pht bédi KokEDTA hodc K3EDTA. Khi hoa tan vao mau,

EDTA lién k&t véi cac ion canxi va ngan chin qua trinh dong mau. Ong EDTA dugc st
dung trong xét nghiém mién dich thuong quy, nhom mau, Rh, sang loc khang thé va xét
nghi¢m danh dau virus trong sang loc lam sang.




e Ong ldy mau nhi Heparin duge phu boi 16p Lithium Heparin hodc Sodium Heparin.
Heparin kich hoat antithrombin ngén chdn qué trinh dong mau xdy ra giup di tri méu
toan phan hodc tao huyét tuong thay vi huyét thanh va mau dong. Ong ldy mau nhi
Heparin duge trong cac xét nghiém tong phan tich té bao mau, xét nghiém sinh héa, dién
gidi. ..

o Ong ldy mau nhi Serum chira hat nhwa gitp tang toc do dong mau hodc khong thém hoa
chit déi voi ong lay mau. Ong ldy mau nhi Serum duge str dung trong xét nghiém mién
dich thudong quy, nhom méu, Rh, sang loc khang thé va xét nghiém danh déu virus trong
sang loc lam sang.

o  Ong nghiém Glucose (Chimigly) chira chét e ché qua trinh phéan giai dudng trong mau
la Sodium Fluoride va mdt thanh phan chéng déng méu nhu Potassium Oxalate. Ong
dugce dung trong xét nghiém glucose va lactate.

5.4.1 Chét hd trg ddng mau

Chat hd trg dong mau duge sir dung trong dng 1dy huyét thanh & dang hat (Clot Activator) gitp
hé tro qua trinh dong mau.

5.4.2 EDTA (Axit ethylenediaminetetraacetic)

EDTA dugc st dung trong Ong ldy mau nhi xét nghiém & dang mudi Ko3EDTA, K3EDTA.
Nong do EDTA trong khoang tir 1,2 mg dén 2 mg trong ImL mau (twong duong 0,00411 mol/L
dén 0.006843 mol/L).

5.4.3 Heparin

Heparin duge st dung trong Ong ldy méau nhi xét nghiém & dang mudi Lithium Heparin,
Sodium Heparin. Nong dé tir 10 1U dén 30 1U/ mL méu.

6. Kiém tra ro vi

Phuong phap kiém tra do ro ri cia dng duge mé ta trong phu luc C.

7. Piéu kién siv dung

— Khong sir dung khi phat hi¢n vét la bén trong.

—  Khong tai st dung.

~ Khong st dung khi hét han st dung.

8. Ghi nhan, bao goi, biao quin
8.1 Ghi nhén

Trén nhan thé hién cac thong tin sau (theo quy dinh cua nghi dinh s6 43/2017/ND-CP ngay

14/04/2017 va Nghi dinh 111/2021/ND-CP vé nhan hang héa va cic quy dinh ctia phap luat

hi¢n hanh vé ghi nhan hang hoa):

Tén san pham.
— Tén, dia chi. thong tin lién hé¢ ctia nha san xuat.
— 86 luu hanh.
— Théng sb k¥ thuét co ban cia san phém.
~ Xuat xir hang hoa.
— Vach mure
~ S 0.




Han su dung.
— Thong tin canh bao, bao quan.

8.2 Quy cach dong goi
100 6ng ldy mau nhi duge dong géi trong mot khay xép, 24 khay/ thung hodc dong goi theo

8.3 Bdo quan
San pham dugc bao quan ¢ nhi¢t dg 4°C — 25°C (40°F — 77°F), tranh tiép xuc véi anh sang.

8.4 Han sir dung
Han str dung 18 thang ké tir ngay san xuét.

y€u céu cua khach hang.
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PHU LUC A

I. THU DUNG TiCH POI VOI ONG LAY MAU NHI

1. Thube thir va thiét bi

1.1. Nude

Nude khur ion

[.2. Can phan tich di¢n tr

Can phan tich dién wr co khi lwong can nho nhat 12 0.001g

1.3. Thiét bj

Thiét bj gitr 6ng khi cén.

1.4. Dung cu phan phéi dung dich

Thiét bi cho phép phéan phdi dung dich vao ng can kiém tra nhu bom tiém, pipette.

2. Picu kién thir

2.1. Phai thuc hién cac phép thur trong diéu kién moi truong 1a 101 kPa va 20°C; néu str
dung cac diéu kién khac thi phai hiéu chinh.

2.1.1. Ong dé thir phai 1a 6ng chua st dung.

3. Cach tién hanh

3.1. Tlat ddy dung cy phan phdi dung dich bing nudc khir ion.

3.2. Dat dng 1én can phan tich va badm TARE (chinh v¢ 0).

3.3. C dinh dng. théo roi nap va bom nude vao ng cho dén khi mue nudce trung véi vach
chia thé tich trén than éng.

3.4. Dat dng trd lai can phan tich dién tr da dugce chinh vé khong 0 va doc két qua.

3.5 Tinh thé tich nudc da bom vao dng 1000 g = 1000 mL.

4. Tiéu chi thw

4.1 Ong duge chap nhan khi thu thé tich néu thé tich cia nude duge rot trong khoang néu
thé tich cua nude duoce rot trong khoang £10% thé tich.




PHU LUC B-THU DPQ BEN CUA ONG
1. Thude thir va thiét bi
1.1 Chat long thir ¢ ciing ti trong vai méu ngudi binh thudng.
1.2 Ong mau mau.
1.3 May ly tam ¢6 kha nang dat éng dé ly tim voi gia tdc 6000 g trong 10 phut.
2. Quy trinh thw
2.1 Dua chét long thir vao dng bang pipette, thay thé nap khac néu cén.
2.2 Can than doc chinh xéac va can bang céc ong trong may ly tam.
2.3 Tién hanh ly tim véi gia tde 6000 g trong 10 phat, sau dé cn than dit dng Ién gia
va quan sat bang mét thuong.

3. Tiéu chi thw
Vat liu duge chap nhian néu 6ng khong bi v, 1o 1T hodc ran nirt.




PHU LUC C - THU RO Ri ONG

1. Thubc thir
I.I Dung dich da chuan bj bing cach hoa tan 2,5 g natri fluresxein trong 100mL natri

clorua.
1.2 Nudce khir ion thé hién khéng c6 ddu hiéu cta su phat huynh quang dudi anh séang
cuc tim trong phong t6i khi ngudi quan sat nhin binh thuong.
Thiét bi, dung cu |
.1 Binh chtra (doi v6i chat natri fluorescein) gan vao doan thudn ti¢n cua ong.
2 Ngui’m anh sang cyc tim (UV) song dai.
2.3 May trdn dang truc.
3. Cach tién hanh
3.1 Rét thude thir vao binh chira.
3.2 Thio ndp khoi dng rdi rét tir binh chira dén dung tich, lam can than dé thudc thir
khong dinh vao bén ngoai ng va mép dng. Pay nép chinh xac theo quy dinh ctia nha

N o N

sdn xudt.

3.3 Bing mat thuong hodc ¢6 kinh diéu chinh khiic xa, kiém tra ong trong phong ti dé
khang dinh rang thudc thu khong dinh vao bé miit.

3.4 Quay 6ng trong méy tron dang truc trong 2 phut. Up chim dng trong binh chtra khong
nhié¢u hon 100ml nuée, day kin hoan toan. Dé yén trong 60 phut tai 15 - 20°C. Léy
ong khoi nude dudi anh sang UV nhu mo ta & 3.3.




