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Vién Kiém nghiém thuéc Thanh phé Hé Chi Minh Chuong trinh TNTT 2026

MUC LUC
NOI DUNG TRANG
Danh muc céc tir viét tit 2
Danh muc cac ki hiéu 3
Danh muyc cac bang 4
Thong tin Chuong trinh thtr nghi¢m thanh thao 5
Thong tin vé phép thir 9
Gio6i thi¢u 9
Mau thir 9
Gid tri tham chiéu 10
Két qua 10
- Két qua phan tich 10
- PTN can xema@twa.can cé bién phdp khdc phuc 13
Nhan xét vaKhuyén nghi 13
Tai liéu tham khao / 21
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Vién Kiém nghiém thuéc Thanh phé H6 Chi Minh Chuwong trinh TNTT 2026

DANH MUC CAC CHU VIET TAT

BET Bacterial Endotoxin Testing (Thtr nghiém ndi doc td vi
khuan)

BTC Ban to chirc

ILT Interlaboratory Test (Thur nghi¢m lién phong thi nghiém)

ISO International Organization for Standardization (T chirc tiéu

chuan hda qudc te)

MVD Maximum valid dilution (P9 phad6ang téi da)

PC Positive Control (d6i chimgdwong tinh)

PPC Positive Product Contrdl (d6i chihg duong tinh c6 maw'thir)
PTN Phong thi nghiém

RH Relative humidity,(P6 4m tuong do6i)

TB Trung binh

TNTT Thu nghi¢m thanh thao
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Vién Kiém nghiém thuéc Thanh phé Ho Chi Minh Chuong trinh TNTT 2026
DANH MUC CAC KY HIEU

Di Gia tri sai khac cua timg PTN

Di (%) Gia tri sai khac twong dbi, biéu thi bang phan trim

S2 Phuong sai

u(xpt) Do khong dam bao do chuan cia gia tri 4n dinh thu dugc tir PTN
tham gia

X Gi4 tri trung binh cta tung PTN

Xi Gia tri clia tirng mau

xpt Gia tri an dinh

z-score Giatriz

OF Sai 1éch t6i da cho phép

opt Do léch chuan dé danh gié t

A D6 nhay trén nhan cia thude thir
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Vién Kiém nghiém thuéc Thanh phé Ho Chi Minh Chuong trinh TNTT 2026

DANH MUC CAC BANG
BANG TEN BANG TRANG
1 Két qua phan tich ctia cac PTN 10
2 Cac PTN can xem xét va khic phuc 12
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Vién Kiém nghiém thuéc Thanh phé H6 Chi Minh Chuwong trinh TNTT 2026

THONG TIN CHUONG TRiNH THU NGHIEM THANH THAO

I. Giéi thiéu chung

1.

Muc dich chwong trinh

Danh gia nang lyc cia phong thi nghiém (PTN) tham gia dya trén cac tiéu chi duogc
thiét 14p trudc bang cach so sanh lién phong 5.

Danh gia mirc 6 thanh thao cta kiém nghiém vién (KNV) va ning luc cia mot PTN
so vOi mit bang chung ctia cac PTN khac. Giup kiém soat ning luc ki thuat cia cac
t6 chirc dugc cong nhan va dam bao phu hop theo yéu calt cua cac t6 chirc quoc té
vé cong nhan.

Dua vao két qua danh gia ctia chuong trinh, cac PTEN tham gia ¢dithé cai tién vé do
chinh x4c cua dir li¢u phan tich, chimg minhdang luc k¥ thuat va grap.PTN duy tri,

kiém soét hiéu lyc cta phép do luong, thir nghiém.

2. Quy trinh thyuce hién

2.1. Thanh lap Ban té chirc (BTC) vaxiy dung chwongtrinh

BTC duoc thanh 1ap cho chuwong trinh thit nghiém thanh thao, gdm nhiéu chuyén gia

ky thuat c6 uy tin, bang cép, kinh nghiém trong Iinh Yue,thir nghiém, trong viéc danh

gia két qua dit liéu.

Xay dung chuong trinh gom ¢ac ndi dung sau:

Chi dinh cac phép thir, ddidwongphan tichwva phuong phap phan tich dugc thyc hién
thanh.thao.

Pham vi cta cac gia tri,s€ duoge tinh dén va sb lugng mau.

Chuan bi,quy trinh thir nghiém, biéu miu bao cio, tai liéu kém theo cho ting phép
thur.

Chi dinh cach xde difth gia tri 4n dinh va d6 léch chudn dé danh gia thanh thao cho
phu hop voi tung phép thir.

Xay dung phuong phap thong ké phi hop dé danh gia chinh xac cac két qua.

Tinh toan ven cua dit liéu duge dam bao khi c6 nhitng thay ddi trong hé théng quan
ly.

2.2. Cung cap va chuan bi mau

BTC chuong trinh chiu trach nhiém t6 chitc viéc cung cap mau va chuan bi mau cho

PTN tham gia.
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Vién Kiém nghiém thuéc Thanh phé H6 Chi Minh Chuwong trinh TNTT 2026

- Viéc chudn bi miu phai dam bao cac mau dong nhat va 6n dinh. Trong mot sb thir
nghiém, d6 6n dinh ctia mau tai diéu kién bao quan khuyén céo trong sudt qua trinh
dién ra chuong trinh s& dugc danh gia.

- Mot s6 mau duogc chon mét cach ngau nhién dé kiém tra do déng nhét ctia mau thir
bang quy trinh thir nghiém str dung trong chuong trinh & cing diéu kién thir nghiém
trudc khi phan phéi dén cac PTN tham gia.

- Két qua danh gia d6 dong nhit s& duoc phan tich thong ké.

2.3. Tai li¢u

Céc tai liéu dung cho chuong trinh thir nghiém thanh thad gom eo:

- Thu moi dugc giri téi cac don vi bao gdm cac phép this, phi thamdu, biéu thoi gian.

- Quy trinh thir nghiém dugc xay dung hudngdan theo quy dinh Dugedién, yéu cau
PTN tham gia tuan thu chat ché.

- Biéu méu bao cao két qua dugc thiét ké phu hop v6ifttmg phép thu.

2.4. Péng goi va giri miu
Pong goi va phuong phap van chuyén ed¢mau phai dam bao'mau thir ludn 6n dinh.

Trong mot sb trudng hop, anh hudng ciaquéa trinh van.chuyén sé duoc danh gia.

2.5. Nhén két qua

- Cac két qua tir ¢de PTN tham gia gtri vé cho. BTC trong thoi han quy dinh ctia chuong
trinh.

- Céac PIN duge yéu cau glrivtat ca cac két qua dung thoi han dé dua ra nhing gia tri
chang cho toan b phong thinghiém.

2.6. Phan tich dir li¢u va thong bao két qua

- Sau khi nhan,dugc toan bo cac két qua tir cac PTN tham gia, BTC dwa vao phan tich
thong ké dé cé thé dua ra du thao bao céo két qua xir Iy thong ké cho cac PTN tham
gia xem xét, gbp ¥, hoan chinh.

- Béo céo tong két s& duoc dua ra tai thoi diém hoan thanh chwong trinh va bao gdm
toan bo dir lidu thong ké tir cac két qua ctia cac PTN tham gia va danh gia két qua
ctia cac PTN tham gia. Néu PTN c¢6 sé lac, cin tim nguyén nhan giy sai léch va c6

hanh dong khic phuc.
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Vién Kiém nghiém thuéc Thanh phé H6 Chi Minh Chuwong trinh TNTT 2026

2.7. K§ thuit thong ké

Céc giai doan xur 1y thdng ké két qua tir cac PTN theo ISO 13528:2022 B va ISO
17043:2023 B,
Do ddng nhét giita cic mau co thé kiém tra bang phuong phap phan tich phuong sai
mot yéu t6 (ANOVA — one way) hodc dwa theo ISO 13528:2022 B3I,
Gi trj 4n dinh (x,/) va do 1éch chudn danh gia thanh thao (o,,) va D6 khong dam bao
do chudn u(xp) cta gia tri an dinh duoc tinh tir két qua cua cac phong thi nghiém
tham gia va duoc xir Iy theo ky thuat phan tich robust Algérithm A, theo huéng dan
cua ISO 13528:2022 B1,
Nhan dang s6 lac theo phwong sai bang test Cochran va test Grubbs, theo hudéng dan
cua ISO 13528:2022 B1,
Gia trj sai khac (D) ctia cac PTN so véi gid tri 4n dinh X theo cong thirel):

D;i=x; —xp va D% = 100(x; — xp¢)/Xpe
Panh gia do 1éch gitra két qua cualeac phong thi nghiém so vdi gia tri 4n dinh bang
Gia tri z score theo cong thircl*!:

Xi = Xpt

{0+ (u(ed))’

Zi =

2.8. Tinh khach quan

Céacdoat dong trong,sudt quétrinh ciia chuong trinh bao gdm cong tac to chirc va
quan ly déu dam bao tinh khach quan.

Ban To chiic cam két khong dé tinh thuong mai héa, cac van d tai chinh hay ap luc
ca nhan lamanh huong tdi tinh khach quan cua chuong trinh.

Ban T6 chuc chiu frach nhiém theo doi giam sat cac hoat dong va mbi lién hé trong
chuong trinh dé hhan dang rui ro 4nh hudng toi tinh khach quan. Sy theo dbi nay bao

gom ca lién h¢ gitra cac ca nhan.

2.9. Biao mat thong tin

Céc thong tin ctia PTN tham gia dugc Ban T6 chitc cam két bao mat trong sudt
chuong trinh.
Céc thong tin ndy chi dugc cung cap phuc vu danh gia trong chuong trinh va chuyén

gia k¥ thuat khi danh gia cong nhan cac PTN.
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Vién Kiém nghiém thuéc Thanh phé Ho Chi Minh Chuong trinh TNTT 2026

- MJbi PTN dugc cap ngiu nhién mot ma sé dé dam bao tinh bao mat cua két qua va
két qua danh gia cia mdi PTN trong bao cdo dugc thé hién thong qua ma sb.

- Danh tinh cta cac bén tham gia trong chuong trinh s& duoc bao mat va chi dugc biét
bdi cac nhan sy ¢6 lién quan t6i cong tac to chirc chuong trinh, trir khi bén tham gia
hoic khach hang tir bd quyén bao mat.

- Ban t6 chirc thong tin chinh thirc dén PTN céc ndi dung hoat dong cta qué trinh s&
cong khai dang tai va giri @én cac PTN trudce khi cong khai.
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Vién Kiém nghiém thuéc Thanh phé H6 Chi Minh Chuwong trinh TNTT 2026

THONG TIN VE PHEP THU
1. Gi6i thi¢u
- Phép thu: Noi dde td vi khuan
- Mai phép thu: ILT 2026 — 13
- Mau thir: Nuée tinh khiét: mau A va mau B
- SH luong PTN nhan mau thir: 28

S6 lugng PTN guri két qua vé: 28

2. Chuin bj miu thir

- Mau thir duoc tién hanh pha ché va déng géi trong tii an toamsinh hoc, dam bao
diéu kién tranh nhiém khuan, nhiét d6 25 °C£2°C, 'd6 am tuong d6i khong qua
50 %RH.

- Mau thir duoc chuan bi tur chuin endotoxin, nieGc BET dung cu thi nghi¢ém khong
anh huong dén phép thir va khong chira noi doct6wi khuan, duoc cung cap boi nha
cung cép dat chuan ISO.

- Gi6i han noi doc to:
+ Mau A: <0,5 EU/mL
+ Mau B: <0,5 BU/mk
- Poéng khoangd5mL dung dich/ ng, day.chit nap, quan parafilm, dan nhén.
- Mau dugc gui dén cae,PTN tham.gia ngay sau khi pha ché va dong goi.
3. Panh'gia d6 dong nhat vardo on dinh mau thir
3.1.Pdnh gii dp dong nhat maun thie
- LAy ngau nhién 10 éng mdi‘dung dich cua 3 16 miu A va miu B dé kiém tra do
d6ng nhat mau bang quy trinh ding trong chuong trinh TNTT cta phép thir ¢ cing
diéu kién thir nghié¢m.
- Mau thir dugc danh gia 1a dong nhét khi két qua tat ca cac ong & mdi mau A, mau
B 1a nhu nhau.

Két lugn:

Mau thtr duoc chuin bi cho chuong trinh TNTT phép thir ILT 2026-13: N§1 doc tb
vi khuan 1a déng nhét.

3.2 Pdnh gid dp on dinh mdu thiv

- Mau thir dugc danh gia do 6n dinh trong qua trinh bao quan: tién hanh & nhiét do
2 — 8 °C va nhiét d6 phong (t < 30 °C), 4 dng mau A va 4 ng mau B duoc liy ngiu
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Vién Kiém nghiém thuéc Thanh phé H6 Chi Minh Chuwong trinh TNTT 2026

nhién dé kiém tra d6 6n dinh mau sau 7 ngdy, 15 ngay.

- Mau thir dugc dénh gia do on dinh trong qua trinh van chuyén: tién hanh giri mau
khtr hoi dén 3 dia diém Tuyén Quang, Nghé An, Ca Mau; mdi dia diém giri 2 ong
mAau A va 2 éng mau B, dé kiém tra anh hudéng cta qué trinh vin chuyén.

- Mau thir dugc danh gia d6 6n dinh trong thoi han ctia chuong trinh: 2 6ng méi mau
A va 2 éng miu B, dugc bao quan ¢ nhiét do phong (t < 30 °C), kiém tra d6 6n dinh
mau tai thoi diém 1 tuan sau khi hét han thir nghi¢m.

- Quy trinh thtr nghiém: st dung quy trinh dung trong chuong trinh TNTT ctia phép
thir & cung diéu kién thir nghiém.
Két lugn:

Mau thir duoc chuén bi cho chuong trinh TNTT 2026 - Phép thurndidoc t6 vi khuan
dat @6 6n dinh:

+ Trong qué trinh bado quan ¢ nhiét ¢ 2 — 8°C.va ¢ nhi¢t d§ phong (t <30 °C) sau
15 ngay.

+ Trong qué trinh van chuyén.
+ Trong thoi han cua chuong trinh.
4. Gia tri tham chiéu

Tu két qua khao satddanh gia do dong nhat va d§ on‘dinh mau, két qua ndi doe to vi
khuan ciia mau Alvamau B duoc két luan nhu sau:

- Mau A: Khong dat
- MauB: Pat
PTN tham gia chuong trinh thirnghiém thanh thao duoc két luan dat khi ¢ két qua:

Maiu A Miu B

Khong dat Dat
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Vién Kiém nghiém thuéc Thanh phé H6 Chi Minh Chuwong trinh TNTT 2026

5. Két qua phan tich
5.1. Két qud phén tich tiv cdc PTN
Bang 1. Két qua phan tich cua cac PTN

Mi PTN MAiu A MAiu B Két luan

1 Khong dat Pat Pat

2 Dat Dat Khong dat

3 Khong dat Dat Khong o8 tri de
két luan

4 Khong dat Pat Dat

5 Khong dat Bat Khong ¢o gid tri de
ket ludn

6 Khong dat Pat Khong ¢6 gid tri de
két luan

7 Khong dat Pat Pat

8 Khong dat bat Pat

9 Khohe dat y Pat Khong ¢6 gid tri de
ket lugn

10 Khong dat Pat Khong ¢6 gid tri de
ket lugn

11 Khong dat Pat Pat

12 Khéng dat Pat Khong ¢6 gid tri de
ket lugn

13 Khéng dat Pat Khong ¢6 gid tri de
ket lugn

14 Khong dat Pat Pat

15 Khong dat Pat Pat
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Vién Kiém nghiém thuéc Thanh phé H6 Chi Minh Chuwong trinh TNTT 2026

Mi PTN MAiu A M4iu B Két luan
16 Khong dat Pat Pat
17 Khéng dat Pat Kho”ni éc,to'l fcl; tri dé
18 Khong dat bat Pat
19 Khong dat bat Pat
20 Khong dat Dat bat
21 Khong dat bat Dat
22 Khong dat Pat Dat
23 Khong dat bat Pat
24 Khong dat Dat Pat
25 Khong dat Pat Khéniéélféi tri ae
26 Khong dat \ Dat Dat
27 Khong dat Pat Khénigf}élf;i tri dé
28 Khong dat Dat DPat

5.2. Danh gid két qu
60,7 % Két qua PTN tham gia dat yéu cau (18/28 PTN).
e 01 PTN tham gia c6 két qua khong dat: PTN 2.
e 10 PTN tham gia c6 két qua khong c6 gia tri dé két luan:
- Méu A két luan khong dat khi c6 do pha loing nhé hon MVD: PTN 5; 10; 27.
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Vién Kiém nghiém thuéc Thanh phé H6 Chi Minh Chuwong trinh TNTT 2026

- Mau PPC c¢6 ndng d6 ndi doc td trong mau thir & d6 pha loang 16n hon MVD:
PTN 3;9; 13, 17, 25.
- Mau PC, PPC ¢o néng dd noi doc td A trong mdi dung dich: PTN 6.
- Mau PC, PPC doc két qua duong tinh nhung hinh anh thé hién gel khéng tao
thanh hoic gel khong du chac chan: PTN 12,
5.3. Cdc PTN cén xem xét va khic phuc
Céac PTN cin xem xét lai qua trinh tién hanh dé tim nguyén nlidn va bién phap khic
phuc dugc trinh bay ¢ Bang 2.

Bang 2. Cac PTN can xem xét va khac phue

Ma PTN MauA Méiu B
2 ++ .
3 + +
5 + -
6 b+ #
9 + +
10 + -
13 T+ +
17 + +
25 + +
27 + -
Ghi chu:
+ : Két'qué can xem xét lai.

++ :Kétqua khong dat, nén xem xét va khic phuc

6. Nhin xét va khuyén nghi
6.1. Nhan xét chung
- Da sb cac PTN khong cung cip thong tin tu sdy, dau do nhiét do, dir liéu sy

hoic néu khong siy phai c6 COA ctia 6ng nghiém (free endotoxin) dugc dung.
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Vién Kiém nghiém thuéc Thanh phé H6 Chi Minh Chuwong trinh TNTT 2026

Khong cung cap thong tin cac thiét bi bao quan chuan endotoxin, thudc thir lysat
chua hoan nguyén va thudc thir lysat d3 hoan nguyén.

- Pa sb cac PTN khong cung cap hinh anh thé hién doc nguoc 6ng nghiém 180 °
khi doc két qua trong k¥ thuét tao gel.

- Pa sb cac PTN st dung phuong phép dinh luong khong cung cip, md ta quy
trinh thuc hién trén thiét bi, cach chuan bj cac dung dich mau thir, dudng chuén,
PPC.

- Mau thir khong dat chua thyc hién pha loing dén MVD theo huéng dan cia
DDbVN V.

6.2. Xem xét tir bdo cdo cdac phong thi nghiém tham gia
PTN 2: ‘ q

- Day nong do duong chuan: 0,012 EU/mL; 0,12 EU/mL; 120 EU/mL khong c6
cac diém nong do ¢ gitra khoang 0,12 — 120 EU/mL 1a chua pht hop v6i hudng
dan trong COA thudc thir: dudnig.chuan can duge pha lodng véi cap sé nhan dé
thu duoc day néng do chuén toihru, vi dus duong chuan c6 hé sb pha loang 10
bao gdm cac diém sau: 0,01 EU/mL,0,1 EU/Mmky'1 EU/mL, 10 EU/mL, 100
EU/mL.

- Diém ndng @ thap nhit cua duong chuan 1a 0,012 EU/mL, tuy nhién két qua
phan tich miu B e¢6ham lTuonigmoi doe to <0,008 EU/mL, gia tri ndy nam ngoai
gié1 han dinh luong ciaxduong chuan.

4 Béo cao khong €6 thong tin elfa viéc chuan bi cac dung dich thir (d6 pha lodng),
PPC\(ndng d6 chudn nodi doc to thém vao); khong co gia tri phuc hdi cua dung

dich PPC.

PTN 3:
- Dung dich PPC: PTN pha lodng néi doc t6 2 1an tir dung dich thtr & d6 pha lodng

bang gi6i han pha loang t6i da MVD, dan dén méu thir c6 d6 pha lodng 16n hon
MVD (2*MVD) trong dung dich PPC. Diéu nay khong tuan tha huéng dan thuc
hién phép thir trong DPVN V: pha ndi doc t6 trong mau thir & d6 pha lodng
khong qua MVD.
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Vién Kiém nghiém thuéc Thanh phé H6 Chi Minh Chuwong trinh TNTT 2026

PTN §:
- PTN c6 thyc hién diéu chinh pH nhung khong cung cép thong tin ctia dung dich

dung diéu chinh pH.

- Mau A c6 d6 pha lodng thyc té cia miu thir 1a 8 nhé hon MVD = 16,67, két qua
khong dat, chua thuc hién thur nghiém lai mau thir & do pha loang béng MVD, vi
vay két luan khong dat 1a khong phu hop.

- Hinh anh doc két qua chua thé hién déc ngugce 6ng nghiém 180 °.

PTN 6:
- Dung dich PC, PPC c6 néng d6 noi doc o thémavao 1a trong moi dung dich,

diéu nay khong tuan thi huéng dan thue hiéndphép, thir trong DDVN V: h ndng
d6 noi doc td thém vao cho mdi dung dich PC va PPC phai c6 gia tri bang 2\
(0,06 EU/mL).

PTN 7:
- MAu A: d6 pha lodng miu thir trong tinh toan va danhigia két qua 1a 20 1an twong

g vai két qua 0,839 EU/mL, tuy nhién bao cao thé hién do pha lodng 14 10 lan:
hat 100 pl mau thir va 900 pl nuedo BET (ti 16 phaloang 1:10) twong tng két qua
ham luong néi doc t614'0,42 EU/ml.

PTN 9:
- DungdichsPPC: PTN pha loang ndi doc t6 2 1an tir dung dich thir & d6 pha lodng

bang giGi han pha loang t6i da MVD, dan dén méu thir c6 @6 pha lodng 16n hon
MVD (2*MVD) trong dung dich PPC. Diéu nay khong tuan thu hudng din thuc
hién phép thir trong DDVN V: pha ndi doc té trong mau thir & d6 pha lodng
khong qua MVD,

PTN 10:
- Mau A c6 d6 pha lodng thyc té ctia miu thir 1a 8 nhé hon MVD = 16,67, két qua

khong dat, chua thyc hién thu nghiém lai mau thir & do pha loang béng MVD, vi
vay két luan khong dat 1a khong phu hop.

PTN 12:
- Dung dich PPC (miu A va B): bao céo khong thé hién thém endotoxin (S4) vao

cac dung dich PPC, ddng thoi hinh anh két qua PTN tra vé thé hién cac 6ng PPC
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Vién Kiém nghiém thuéc Thanh phé H6 Chi Minh Chuwong trinh TNTT 2026

nay khong tao gel hodc gel tao thanh khong chic chan nhung PTN van két luan
(+). Két luan nay 1a khong phu hop.

- Hinh anh doc két qua thé hién cac dung dich PC, PPC A, PPC B déu khong tao
thanh gel hoic gel khong khong chic chin; chwa thé hién déc nguoc 6ng nghiém

180 °.

PTN 13:
- Dung dich PPC: PTN pha lodng ndi doc t6 4 1an tir dung dich thir & d6 pha lodng

bang gi6i han pha loang t6i da MVD, dan dén méu thit c6 d6 pha lodng 16n hon
MVD (1,3*MVD) trong dung dich PPC. Piéu sy khéng tuin thu huéng dan
thuc hién phép thtr trong DDVN V: pha n6i.ddeto trong mau thir & do pha loang
khong qua MVD.

PTN 15:
- Béo c4o khong thé hién dung mau thir nao dé'phan tmg vé6i thude thir lysat (dé

tréng muc S...).

- Dung dich PPC: PTN pha loang 36 1an dung dich endotoxin géc ndng do 9
EU/mL bang dungsdich miu thir gécgdiéu nay 1am cho do pha lodng ciia mau
thir trong PPC 1a 1,02 1an; khac véi @ pha lodng cta mau thir trong dung dich
thir nghiém 13'4'1an. Diéu nay chua phiwhop v6i hudng dan cia DDVN V: do
pha leang,ciia mau thir trong PPC tuorig duong dd pha lodng ctia mau thtr trong

dung dich th&t nghi¢m.

PTN 16:
- Béo edo.két qua thir nghiém: mau B (SB2) ghi (+), PPC B (-), khong phu hop

v6i két luan:
PTN 17: o
- Dung dich PPC: PTN pha loang n6i dgc t0 2 1an tir dung dich thir & d¢ pha loang
bang gi6i han pha lodng t6i da MVD, dan dén méu thtr c6 d6 pha lodng 16n hon
MVD (2*MVD) trong dung dich PPC. Piéu nay khong tuan tha huéng dan thyc
hién phép thir trong DDVN V: pha noi doc t6 trong mau thir & d6 pha lodng
khong qua MVD.
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- Bao céo khong thé hién dung mau thir ndo dé phan tng vé6i thude thir lysat (dé

trbng muc S...).

PTN 19:
- Thiéu thong tin han hiéu chuan thiét bi sir dung: ti 4m, ti ciy, micropipet.

PTN 25:
- Dung dich PPC: PTN pha lodng néi doc t6 2 1an tir dung dich thtr & d6 pha lodng

bang gi6i han pha loang t6i da MVD, dan dén méu thir ¢6 @6 pha loang 16n hon
MVD (2*MVD) trong dung dich PPC. Diéu nay khéngituan thu hudng din thuc
hién phép thir trong DPVN V: pha ndi doc t6‘trong maunthtr & d6 pha lodng
khong qua MVD.

PTN 26:
- Chua cung cip cach chuan bi diy dudng chuan¥a cac dung dich PPC.

PTN 27:
B4o cdo thé hién sai dung dich chuan ndi.doc t6 dung dé chuan bi PPC: PTN sir

dung dich CSE trudc d6 chua duoge ki hi¢u thay vitir S4.

- Mau A: dingdung dich Al (pha loang 2 1an tir mau thir A) dé phan Gng véi
thudc thirdysatpdung dich A2 (pha lodng 2 1an tir A1) khong sir dung.

- Dung dich PPC méu A'¢6 ddpha lodng ciia mau thir 1a 4 1an (6 MVD), khéac véi
do'pha loang ctia mau thir trong dung dich thir nghiém 14 2 1an. Diéu nay chua
phu hop v6i huéng dan caasPDVN V: d6 pha lodng ctia mau thir trong PPC
tirong duong d6 pha loang ctia mau thir trong dung dich thir nghiém.

- Mau A ¢ do pha loang thyc té ciia mau thir 1a 2 nho hon MVD = 4, két qua
khong dat, chuasthuc hién thir nghiém lai mau thir & d6 pha loang bﬁng MVD
(dung dich A2), vi vy két luan khong dat 1a khong phu hop.

- Mau B: dung dung dich B (khong pha lodng) dé phan ung véi thude thir lysat,
dung dich B1 (pha lodng 2 1an tir mAu thir B) khong st dung.

- Dung dich PPC mau B c¢6 d9 pha lodng ctia mau thir 1a 2 lan (6 MVD/2) khac
v6i do pha lodng cua mau thir trong dung dich thir nghiém 1a 1 14n (khéng pha

lodng). Piéu nay chua phu hop véi hudng dan cia DDVN V: do pha lodng cia
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mau thir trong PPC tuong duong d6 pha lodng ctia mau thir trong dung dich thir
nghi¢m
6.3. Mt s6 vin d@é luu y khi tién hanh phép thi

Thiét bi, dung cu:
- Tétca dung cu déu phai khong ¢6 chira ndi doc td.

Dung cu thay tinh hodc bang chét liéu chiu dugc nhiét, loai chat gay sét bang
cach sdy & 250 °C trong it nhat 30 phat hoic nhiét d6 twong Gng v6i khoang thoi
gian thich hop. Khuyén céo theo ddi nhiét do trong sudt qua trinh siy.

- Dung cu la chit déo, nhu cac dau hut ciia micropipét hay eac khay 16 dé lam phan
g, chi ding céc loai c6 chat liéu khong anh huéng ti phép thir va khong co
chira ndi doc tb.

- Thiét bi phai duoc hiéu chuan/ kiém#fa theo quy dinh.

Hoa chc’ft, thuéc thi:

- Datyéu cau danh cho phan tich, con han st dung

- Nén st dung nuéc BET c6 két'qua ndindoc t6 hoic gidirhan cho phép thap hon
d6 nhay cua thudc thir LAL dé trAnh anh huwéngkét qua.

- Do nhay thudcthir lysat st dung phai nho hon gidi han ndi doc t6 yéu cau.

- Cach hoandnguyén, bao quan, han sir\dung sau khi hoan nguyén va cach pha
lodng chuan endotoxing thude.thir lysat phai tuan theo khuyén cao NSX.

+ Hang Lonzaychuan endotoxin sau hoan nguyén phai pha lodng vé nong do 1
EU/mL bang nude BET, trudc khi dung. Cac dung dich PC hodc PPC dugc chuan
bi bang cach pha loéng dung dich endotoxin nong d6 1 EU/mL dén nong do 2
bang nuéc BET hodce dung dich mau thir & d6 pha lodng < MVD.

+ Hang CapeCod: pha lodng tir dung dich chudn gdc sau khi hoan nguyén, khuyén
d6 pha lodng gitta cac budc cang nhé cang tot, st dung pipet co thé tich thich
hop dé t6i da héa do chinh xéc.

+ Hing Wako Fujifilm: thuc hién diy pha lodng tir dung dich chuan gbc 1000
EU/mL. Tt ndng d¢6 1000 EU/mL - 1 EU/mL str dung budc pha lodng 1a 10, tir
ndéng do 1 EU/mL - 22 sir dung budc pha lodng 1a 2.

- Luu ¥ han st dung nodi doc t6 sau khi hoan nguyén cé quy dinh 13 4 tuan, s&

tuong duong 28 ngay, khong phai 1 thang.
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- Can danh gia d6 nhay/kiém tra dudng chuan mdi khi c¢6 16 thudc thir méi hodc
khi c6 su thay dbi diéu kién thi nghiém c6 thé anh hudng téi két qua cua phép
thir, vi du: thay doi 19, nguén géc chuan noi doc td.

- Phép thtr tién hanh bang phuong phap dinh lugng ndi doc to can ghi rd cach
chuén bi cac dung dich mau thir, miu chtng va mau chimg trong dung dich thir.

Xir Iy méu thie:

- Mau thir can dugc bao quan ding qui dinh

- Lac déu miu thir trudce khi tién hanh pha loang

- Nén pha lodng mau thir d&n MVD dé lam giam yél t6 @e,ché/ ting cuong trong
mau thir va dua ra két luan chinh xac. Khi d6pha lodng mau thir nhoé hon MVD:

e Mau cho két qua dat > két luan dat 1a phu hop
e Mau cho két qua khong dat >7két luan khong dat 13 khong phir hop. Mau
thir cAn phai duoc pha loang dén MVD @@ danh gia két qua.

- Céach pha PPC: dung dich c6 ndng do ndi doc to 2Wpha trong mau thir & d6 pha
lodng < MVD dé dam bao mau thir khéng chira yéu t6 anh huong.

- D6 pha lodng ctia mau thir trong PPC ¢an phédivtueng duong do pha lodng cta
mau thir trongdung dich thir nghiém.

Tién hanh phindrng doi voi phwong phdp tao gel:

- Str dung dong lwong thé fichsthudc thir lysat véi nuée BET/chuan endotoxin/
mau thtr dé phan Gmg (100 pL 1a thé tich khuyén céo).

- U cac 6ng nghiém c6 chtathéfi hop phan tmg trong mot khoang thoi gian quy
dinhitheo khuyén'edo ciia’ nha san xuét thudc thir lysat [thuong & (37 + 1) °C
trong (60t 2) phut], tranh bi rung dong manh.

Doc két qui:

- Ddi v6i phuong phap tao gel: nhe nhang ddc nguoc dng nghiém (180 °)

- Phén ung duong tinh néu gel tao thanh khong bi chay

- Phan tng am tinh khi khong tao thanh gel hodc gel khong du chic, rat dé bi ra
khi déc nguoc dng nghiém.

Bio cdo két qui:
- Can cung cap ddy du thong tin cta cac thiét bi sir dung trong phép thir, bao gdm

ca ti sdy va cac thiét bi bao quan thudc thir.
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- Can cung cép day di qua trinh pha lodng mau, cac dung dich dem phan tng véi
thudc thir lysat theo biéu mau bao céo.

- Can cung cip hinh anh thé hién ddc nguoc dng nghiém 180 ° khi doc két qua
trong k¥ thuat tao gel.

- Can cung ce"ip dﬁy du thong tin vé quy trinh thuc hién trén thiét bi, cach chuén bi
cac dung dich mau thir, dudng chuan, PPC khi str dung cac phuong phap dinh

luongg.
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