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LIAISON® Direct Renin ([REF] 310470)

1. MUC PiCH SU DUNG

Xét nghiém Renin truc tiép LIAISON® str dung cong ngh¢ xét nghiém mién dich héa phat quang (CLIA)
dé xét nghiém dinh lugng renin trong ong nghiém trong mau bénh phiam EDTA-huyét trong & nguoi. Po
Renin 13 hd tro trong chan doan va diéu tri mot sb loai ting huyét 4p & ngudi.

Thir nghiém phai dugc thuc hién trén cac dong may Phan tich LIAISON®.

2. TOM TAT VA GIAI THICH

Enzyme phén giai protein (trong luong phan tir: khoang 42 kDa) chu yéu duoc téng hop boi cac té bao
juxtaglomeular cua than dudi dang prorenin va dugc luu trix trong cac hat dudi dang prorenin hogc renin.

N6 dugce phat hanh dé dap ung voi cac kich thich sinh 1y nhu giam thé tich mau va huyét ap, va sy suy
giam natri. Tién chit khong hoat dong cua Renin la prorenin, dugc chuyén thanh renin theo hai budc. Pau
tién, prorenin trai qua mot sy thay d6i vé hinh dang c6 thé ddo nguoc (diéu nay lam phét sinh prorenin
hoat hoa); Thtr hai, 46 axit amin cta prorenin bi phan cit protein dé tao ra renin hoat dong, mot
glycoprotein dugc hinh thanh tr 340 du lugng axit amin. Mot phan cua prorenin thoat khoi sy phan tach
protein dé renin va duoc giai phong vao luu thong Prorenin c6 thé dugc kich hoat bang nhiéu cach khéc
nhau, nhu cryoactivation, axit hoa hodc phan giai protein mot phan. Su tiét prorenin dudng nhu khong
duoc kiém soat chit ché, trong khi bai tiét renin duoc kiém soat chat ché. Nong dd prorenin trong mau
cao gap khoang 10 1an so véi renin. Renin dugc goi 1a enzyme hai mién, vi dau cudi N va C kha gidng
nhau. M&i mién chtra mot du luong axit aspartic, quan trong d6i v6i hoat dong xuc tac.

Renin xtc tac sy hinh thanh angiotensin I (mdt decapeptide) bang cach phan tach protein ctia chat nén
renin, dugc goi la angiotensinogen, mét glycoprotein dugc tong hop & gan. Nguoc lai, enzyme chuyen
do6i angiotensin (ACE) chuyen doi angiotensin I thanh angiotensin II, mét octapeptide, thuc day giai
phong aldosterone va trc ché bai tiét renin bang co ché phan hdi 4m. Hé thong renin-angiotensin-
aldosterone (RAAS) dong mot vai tro t6i quan trong trong cn bang ndi mdi va can bang dién giai, va
trong viéc diéu chinh 4p lyc dong mach. Po ludng renin va aldosterone trong huyet tuong do d6 dugc coi
1a mot dau hiéu ctia hoat dong ciia hé théng renin-angiotensin-aldosterone. Po tong renin (prorenin cong
voi renin hoat dong) hodc prorenin it dugc quan tam trén lam sang. Vé mat 1y thuyét, angiotensin IT c¢6 thé
hoat dong nhu mot chat danh dau t6t hon, nhung angiotensin II ¢6 thoi gian ban hity rat ngan va rat kho
dé phan biét véi angiotensin 1.

Angiotensinogen, chét nén renin, 1a yéu td han ché trong san Xuat angiotensin II. Trong thuc té, su sdn co
clia n6 dong gop ¢ mot mirc do nhat dinh dé kich thich hogc wc ché hé thdng renin-angiotensin-
aldosterone. Angiotensin khong dugc luu trir trong cac té bao gan, trong d6 n6 dugc tong hop, trai nguoc
v6i renin, duoc Iuu trit trong than noi né duge san xuat. Tang ndong do hormone tuyén giap (cuong giap),

estrogen (thudc tranh thai, mang thai) cing nhu glucocorticoids (h¢i chirmg Cushing, corticosteron) déu
dan dén tang mirc chat nén renin.

Angiotensin II c6 lién quan dén viéc kiém soat loc cau than va luu luong mau than. Renin dugc than tiét
ra dé dap ung véi giam tudi mau dong mach than (intocenal baroceptor), giam sur tai hap thu o 6ng than
cua cac ion natri (ro ri natri), ha kali mau hodc kich thich thy thé B-adrenergic. Ngoai ra, bai tiét renin bi
giam (do phan hdi tiéu cuc) v6i sy hién dién cia ndng d6 angiotensin II trong huyét twong cao.

Ting renin tim thay & Giam renin tim thay &
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Aldosteron thtr phat (tang huyét ap nghiém trong
¢6 ngudn gbc than). Po luong renin truc tiép giup
phén biét nguyén phat véi hyperaldosteron thir phét
két hop vé6i xét nghiém aldosterone.

Aldosteron nguyén phat. Po ludng renin truc tiép
giup phan biét nguyén phat voi hyperaldosteron thir
phat két hgp véi xét nghiém aldosterone.

Bénh 1i Addison.

Liéu phap steroid giit mudi.

Ché d6 an it natri, dung thudc loi tiéu, xuat huyét.

Diéu tri bang Vasopressin (ADH).

Suy than man tinh.

Tang san thuong than bam sinh vé6i thiéu hut 17-

hydroxylase

Tinh trang mat muoi vi bénh duong tiéu hoa.

Khoi u than san xuat Renin

Tang huyét ap can thiét.

Ha kali mau.

Hoi chung Bartter (muc do renin cao ma khong
tang huyeét ap).

Hep dong mach than.

*(LIAISON®, LIAISON® XL, LIAISON® XS)

Theo nguyén tic chung, nhitng ngudi c6 huyet ap tam thu lu6n 6 muc trén 160 mmHg va / hodc huyét ap
tam truong trén 95 - 100 mmHg (ting huyét ap) can diéu tri chong tang huyét p. Ty 1¢ tir vong hang nim
lién quan dén ting huyét ap duoc udce tinh 1a ndm tridu trén toan thé gidi.

Tang huyet ap ¢ hai loai chinh:

Tang huyet ap can thiét hodc nguyén phat (90-95% tong thé), trong d6 nguyén nhan khong r6 ngudn goc.
Tang huyét ap thir phat (5-10%), vi du: do mot nguyén nhan co ban, co the c6 ngudn gbc sau: - Tang
huyét ap lién quan dén suy than (2-3% nguon goc mach mau; 2-3% ngudn gdc nhu mo).

- Tang huyet ap lién quan dén r6i loan noi tlet to.

- Tang huyet ap lién quan dén khéi u ndi tiét (rat hiém).

- Tang huyét ap Iatrogen (vi du, do thuoc tranh thai, 1%).

Renin nén duoc do theo phan doan y té, bat ctr khi ndo:

- Huyét ap tam truong vuot qua 90 mmHg (hudng dan cta Hiép hoi Tang huyét ap va Hiép hoi Tim mach
Chéu Au).

- Huyét ap tam thu vuot qua 140 mmHg (hudéng dan ctia Hiép hoi Tang huyét ap va Hiép hoi Tim mach
Chéu Au).

- Ha kali mau c6 mit (dé thiét 1ap chan doan phan biét ciia hyperaldosteron thtr phat hodc hypermineralo-
corticism nguyén phat).

- bBap tmg voi diéu tri chong ting huyét ap hién tai 1a khong du.

- Pic diém chirc nang cua hep dong mach than dugc nghién ctru (bang cach do renin trong tinh mach than
trong qua trinh cip tinh clia enzyme chuyén doi angiotensin).

- Ung thu ¢6 lién quan dén ting huyét ap (dé thiét 1ap chan doan phan biét san xuét renin ngoai tir cung).
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3. NGUYEN TAC

Phuong phap xé4c dinh dinh lwgng renin 13 xét nghiém mién dich héa phat quang sandwich.

Mot khang thé don dong chudt cu thé duoc phua trén cac hat tir tinh (pha ran) nhén ra ca renin va
prorenin; mot khang thé don dong khac (ddc hiéu cho renin) dugc lién két voi mot dan xuét cia
seguminol (lién hop khang thé c6 1ap voi khang thé).

Trong qua trinh 0, renin ¢6 trong cac mau hiéu chuén hodc dbi chimg ciing nhu renin va prorenin cé trong
cac mau lién két v6i khang thé don dong pha rén, va sau d6 lién hop khang thé phan tmg voi renin da gan
v6i pha ran. Mot banh sandwich chi duoc hinh thanh véi sy ¢6 mit ctia cic phan tir renin lam cau ndi ca
hai khang thé. Sau khi @, vat liéu khong lién két duoc loai bo bang chu trinh giit.

Sau d0, cac thude thir khoi dong duoc thém vao va do d6 mot phan tng phat quang flash dugc gdy ra. Tin
hiéu anh sang, va do d6 luong lién hop cua khang thé ¢6 lap, duoc do bang may quang ké 1a don vi anh
sang twong d6i (RLU) va ty 1 thuan v6i nong do renin cé trong mau hiéu chuan, mau hodc mau doi
chung.

Dé tranh danh gid qua murc renin, phai tranh cac diéu kién xtr Iy mau c6 thé kich hoat prorenin (xem doan
Thu thap va chuin bi mau).

4. VAT LIEU YEU CAU

Thir tu ctia thude thir phan anh cach bb tri cac vat chira trong to hop thudc thir.

Reagent Integral for 100 determinations

Hat tir tinh (2.3|[SORB] |Cac hat tir tinh (d3 tron) dugc phu khang thé don dong chéng renin va

mL) prorenin (chudt), albumin huyét thanh bo, dém PBS, natri 0,1%.
Lién  hop [CONJ] |Khéng thé don dong chdng (chudt), dugc dan nhan bang dan xuat biét 1ap,
(13 mL) IgG cua chudt khong dic hiéu, albumin huyét thanh bo, dém PBS, 0,2%

ProClin® 300, chét bao quan.

Puoc bao gom trong hop thudc:

Hiéu chuan [CAL|A] |Renin tai to hop ciia con ngudi (protease 340-amino acid hoat tinh duoc

A (B x 2 san xuat trong cac té bao than cua ngudi duoc thay thé bang cau tric biéu

mL) hién renin cia con ngudi), dém phosphate, albumin huyét thanh bo, thudc
nhudém mau vang tro, ProClin® 300, chat bao quan. (thudc thir dong kho)

Higu [CAL|B] |Renin tai to hop cta con ngudi (protease 340-amino axit hoat tinh dugc san

chuan B (5 XUt trong cac té bao than cia ngudi duoc thay thé bang cau truc biéu hién

X2 mL) renin cia con nguoi), dém phosphate, albumin huyét thanh bo, thudc
nhuém mau xanh tro, 0,2% ProClin® 300, chat bao quan. (thudc thir dong
kho)

5 x 2 Nhan ma vach cho mau hiéu chuan A va cho mau hiéu chuan B

Céc hat lién hop va tir tinh duoc cung cip sin sang dé sir dung. Hiéu chuan dugc cung cap dong kho.
Vat liéu can thiét nhung khong dugc cung cap (lién quan dén h¢ thong)

LIAISON® XL Analyzer LIAISON® Analyzer
LIAISON® XL Cuvettes ([REF] X0016). LIAISON® Module ([REF] 319130).
LIAISON® XL Disposable Tips ([REF] X0015) | —

hoac

LIAISON® Disposable Tips ([REF] X0055).
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LIAISON® XL Starter Kit ([REF] 319200) hoic | LIAISON® Starter Kit ([REF] 319102) or

LIAISON® EASY Starter Kit ([REF] 319300). | LIAISON® XL Starter Kit ([REF] 319200) hoic
LIAISON® EASY Starter Kit ([REF] 319300).

- LIAISON® Light Check ([REF] 319101) or
- LIAISON® Light Check 12 ([REF] 319150).

LIAISON®  Wash/System  Liquid ([REF] | LIAISON® Wash/System Liquid ([REF] 319100).
319100).

LIAISON® XL Waste Bags ([REF] X0025). LIAISON® Waste Bags ([REF] 450003).
- LIAISON® Cleaning Kit ([REF] 310990).

LIAISON® XS Analyzer

LIAISON® Cuvettes on Tray ([REF] X0053).
LIAISON® Disposable Tips ([REF] X0055).
LIAISON® EASY Starter Kit ([REF] 319300).
LIAISON® EASY Wash Buffer ([REF] 319301).
LIAISON® EASY System Liquid ([REF] 319302).
LIAISON® EASY Waste ([REF] X0054).
LIAISON® EASY Cleaning Tool ([REF] 310996).

Vit ligu can thiét khac
LIAISON® Direct Renin controls, levels 1 and 2 ([REF]
310471). LIAISON® Endocrinology Diluent ([REF] 319133).

5. CANH BAO VA THAN TRONG
Chi sir dung trong chan doan in vitro.

6. CANH BAO AN TOAN

Khéng an, ung, hat thudc hodc str dung my pham trong phong thi nghiém xét nghiém. Pimg dung pipet
bang miéng.

Tréanh tiép xuc truc tiép v6i vat liéu co kha ning bi nhiém bénh bang cach mic quan 4o trong phong thi
nghiém, kinh bao h¢ va ging tay ding mot lan. Rira tay k¥ vao cudi mdi xét nghiém.

Tranh ban tung tée hodc tao thanh khi hoi. Tat ca cac giot thudc thir sinh hoc phai dugc loai bo bang dung
dich natri hypoclorit voi 0,5% clo hoat tinh, va cac phuong tién dugc stir dung phai dugc coi la chét thai bi
nhiém bénh.

Tat ca cac mau va thudc thir chira vat liéu sinh hoc duoc sir dung cho xét nghiém phai dugce coi la ¢6 kha
nang truyén cac tac nhan truyén nhidm. Chét thai phai duoc xir 1y can than va xur ly theo cac huong dan
cua phong thi nghiém va cac quy dinh theo luat dinh c6 hi¢u luc ¢ moi Quoc gia. Bit ky tai liéu dé tai sur
dung phai dugc khir tring thich hop theo luat phap va huéng dan cua dia phuong. Kiém tra hiéu qua cua
chu trinh khtr trung / khtr nhiém. Khong str dung bd dung cu hodc linh kién qué han sir dung dugc ghi trén
nhan.
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THUOC THU [CONJ] [CALJA] (dong kho), [CAL|B] (dong
kho)
PHAN LOAL: Pau mat 2 H319

Nhay cam da 1 H317

Pau mit. 2 H315
Nhay cam da 1 H317
Thuay sinh 1au dai 3 H412

TU CANH BAO:

Canh béao

Canh bao

BIEU TUQNG: @ @
GHSO07 — Cham than GHSO07 — Cham than
CANH BAO H315 Gay kich tng da.
NGUY HIEM: A A e H317 C6 thé gay ra phan tng di (ng da.
dHa317 Co the gay phan (ng di ing | |44 Gay kich ung mat nghiém trong.
' H412 C6 hai cho doi séng thuy sinh véi
tac dung lau dai.
CANH BAO e P261 Tréanh hit bui / khoi / khi / suong /
A P261 Tranh hit bui / khéi / khi / . j
THAN TRONG: ot /o N hoi / phun. .
suwong / hoi / phun. P280 Mang ging tay bao ho / quan &o bao
P280 Mang gang tay bao ho / ho / bao vé mat / bao vé mat.
quan 4o bao ho / bao vé mit / P305 + P351 + P338 NEU TRONG
bao vé mat. MAT: Rua can than bang nuéc trong vai
P363 Git quan 4o bj nhidm ban | PhUt. Hiy b6 kinh &p trong, néu c6 va de
truse khi tAi st dun ’ dang dé lam. Tiép tuc suc miéng.
ung. P273 Trénh giai phong ra moi truong.
NQI DUNG: khéi lwong phan wng cua: khéi lwong phan tng cua:
(chi (_:éc chat dugc | 5-chloro-2-methyl-4-isothiazolin-3- | 5-chloro-2-methyl-4-isothiazolin-3-one
quy dinh theo one [EC s6 247-500-7] va 2-methyl-2H -
Dicu 18 cua EC ] [EC s 247-500-7] va 2-methyl-2H | isothiazol-3-one
Quy dinh | isothiazol-3-one [EC sé. 220-239- | [EC sé 220-239-6] (3: 1) (ProClin®
1272/2008).

6] (3: 1) (ProClin® 300).

300); mudi gentamycin sullfate.

Pursuant to EC Regulation 1272/2008 (CLP), after reconstitution [CAL|A] and [CAL|B] are classified

and labeled as follow:

THUOC THU™

[CAL|A] (hoan nguyén), [CAL|B] (hoan nguyén)

PHAN LOALI:

Nhay cam da 1 H317

TU CANH BAO:

Canh béo
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GHS07 — Cham than

CANH BAO NGUY | H317 C6 thé gay phan ung di (ng da.

HIEM:

CANH BAO THAN | P261 Tréanh hit byi / khoi / khi / swong / hoi / phun.

TRONG: P280 Mang ging tay bao ho / quan 40 bao ho / bao vé mit / bao vé
mit.
P363 Giit quan 4o bi nhidm ban trudc khi tai sir dung.

NQI DUNG: ,

(chi cac chat dugc quy | khoi Iugng phan ing cua: 5-chloro-2-methyl-4-isothiazolin-3-one

dinh theo [EC s 247-500-7] va 2-methyl-2H -isothiazol-3-one [EC s6. 220-239-6]

biéu 18 cua EC (3: 1) (ProClin® 300).

Quy dinh 1272/2008).

- Theo Quy dinh EC 1272/2008 (CLP), [SORB] dugc dan nhan la bang dir li¢u an toan EUH210
c6 san theo yéu cau. Dé biét thém thong tin, xem Bang dit liéu an toan c6 san trén www.diasorin.com.
7. CHUAN BI THUOC THU

TO HGP THUOC THU

Xin Iuu y cac bién phap phong ngira xir 1y thude thir quan trong sau day:

Tron lai cac hat tir tinh

Céc hat tur tinh phai dugc tron lai hoan toan trudc khi td hop dugc dit trén thiét bi. Thuc hién theo cac
bude dudi day dé dam bao dinh chi hoan toan:

Trudce khi tem dugce go bo, xoay banh xe nho & khoang hat tur tinh cho dén khi mau cua dung dich
chuyén sang mau nau. Tron nhe nhang va can than tir bén nay sang bén kia co thé hd trg trong viéc tron
cac hat tur tinh (tranh tao bot). Kiém tra bﬁng mét day lo hat tur tinh dé x4c nhan réng tat ca cac hat tir
tinh da léng Xuéng da dugc tron lai. Lap lai khi can thiét cho dén khi cac hat tir tinh dwogc tron lai hoan
toan. Sau khi loai bo niém phong can than lau bé mat cia timg vach ngin dé loai bo chét 1ong con lai
néu can thiét.

Tao bot ciia thudc thir

Pé dam bao hiéu suit t6i uu cua td hop, nén tranh tao bot thudc thar. Tuén thu khuyén nghi dudi day dé
ngan chin sy xuét hién nay:

Kiém tra bang mat cac thudc thir dé dam bao khong co hién tuong tao bot trude khi sir dung t6 hop.
Néu bot xuit hién sau khi tron lai cac hat tir tinh, dat to hop 1én dung cu va cho phép bot tan. Tb hop da
san sang dé str dung mot khi bot da tan va té hop van con trén tau va tron.

Pit t6 hop vao khu vire thude thir

May phan tich LIAISON®
- Pit t6 hop vao khu vyc thude thir ciia may phan tich v6i nhan ma vach quay sang trai va dé yén trong

30 phut trudce khi sir dung. May phan tich tu dong khqu va tron lai hoan toan cac hat tir tinh

- Thyc hién theo huéng dan van hanh may phan tich bang gb dé tai mau va bat dau chay.

May phan tich LIAISON® XL va May phan tich LIAISON® XS

LIAISONe Direct Renin ([REF] 310470)
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- May phan tich LIAISON® XL va May phan tich LIAISON® XS dugc trang bi mot thiét bi tir tinh
trang thai rén tich hop, hd trg cho viée phan tan cac hat vi md trudce khi dit to hop thudc thir vao khu vuc
thudc thir cia may phan tich. Tham khao huéng dan van hanh may phan tich dé biét chi tiét.

a. Cheén t6 hop thude thir vao khe chuyén dung.
b. Cho phép t6 hop thudc thir & lai thiét bi tir tinh trang thai rin trong it nhat 30 gidy (tdi da vai phut).
Lap lai khi can thiét.

- Pit t6 hop vao khu vuc thudce thir cia may phén tich v6i nhin hudng sang trai va dé yén trong 15 phut
trude khi sir dung. May phén tich ty dong khudy va tron lai hoan toan céc hat tir tinh.

- Thuc hién theo huéng dan van hanh may phan tich dé tai mau vat va bat dau chay.

HIEU CHUAN
B hiéu chuan LIAISON® Direct Renin duoc cung cép dong kho.

- Hoan nguyén luong chira trong lo bang 2,0 ml nude khir ion hodc nudc cat.

- Cho phép céc lo dung trong 10-15 phut ¢ 18-25° C dé dat dugc su hoa tan hoan toan.

- Tron déu lo bang cach dao nguoc nhe nhang; tranh tao bot.

- Dung dich hoan nguyén ctia mdi méau hiéu chuan phai dugc chuyén sang dng polystyrene 12 x 75mm.
Dén nhin duoc ma hoa dang cach vao 6ng hiéu chuan va tai vao thiét bi. Mdi giai phap hiéu chuin cho
phép thuc hién ba hi¢u chuén.

Sau khi hoan nguyén, hiy tham khio doan 8 dé luu cac bd hiéu chuan.

Pé biét chi tiét vé viée st dung céc by hiéu chuin trén thiét bi, hay tham khao Hudng dan su dung

LIAISON®.

Nhin lo chi dé cap dén hiéu chuan dong khd. Sau khi hoan nguyén, theo Quy dinh EC 1272/2008 (CLP),
cac bo hiéu chuan dugc phan loai Cam giac da. 1 H317. Dé biét thém chi tiét tham khao doan 6.

KIEM SOAT

Tham khao huéng dan LIAISON® Direct Renin Control Set cho phéan sir dung dé biét huéng dan xir ly
va xur ly thich hop.

8. BAO QUAN VA ON PINH

TO HQOP THUOC THU

- Bit kin: On dinh & 2-8 ° C cho dén ngay hét han.

- D4 mé trén may hoic ¢ 2-8 ° C: D6 6n dinh t6i thiéu tam tudn.

Sau giai doan nay, van co thé tiép tuc sir dung to hop thude thir v6i diéu kién 1a cac didu khién dugc tim
thy trong pham vi duy kién.

- Str dung ludén luén cung mat may cho mot t6 hop thude thir da duge mé.

- Sir dung gia luu trit duge cung cap cing voi may phan tich dé luu trit thing dung t6 hop thudc thir.

- BPung dong bang.

- Gilr théng ding dé lwu trit dé tao diéu kién cho su phuc hdi thich hop cua céc hat tir tinh sau nay. Tranh
xa anh sang truc tiép.

CHAT HIEU CHUAN

- Pong kho: On dinh ¢ 2-8 ° C cho dén ngay hét han. Khi nhén, cac bo hiéu chuan phai duoc bao quan &
2-8° C ¢ vitri thang dung dé ngan sy bam dinh cua lyophil vao nap lo.

- Hoan nguyen On dinh trong hai tuan khi duoc bao quan dung cach ¢ 2-8 © C trong lo kin hodc trong
cac ong chuyén c6 nip dy. Sau khi hoan nguyén, cac mau hi¢u chuin phai dugc bao quan ¢ 2-8 © C & vi
tri thang dung dé ngdn chan su két dinh ctia dung dich v6i nip lo hodc nip ong.

Khong dé cac bd hi¢u chuin hoan nguyén ¢ nhi¢t do phong lau hon thoi gian cin thiét dé xir ly
chang trén may phan tich.

Trong qua trinh xur 1y, sir dung cac bién phap phong ngtra thich hop dé tranh 6 nhiém vi khuan ctia mau
hiéu chuan.
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9. THU THAP VA CHUAN BI MAU

Khi prorenin, tién chit khong hoat dong ciia renin, duoc bao quan lanh thanh renin trong qué trinh xtr 1y
mau, két qua thu dugc s& sai léch. Qua trinh dong lanh xay ra khi mau bénh nhan dugc lam lanh & nhiét
d6 4 ° C hodc thip hon trong thoi gian dai va khi miu dwoc lam lanh nhung vin & dang long (nghia 1a
khong duoc dong bing). Qua trinh dong lanh cia prorenin thanh renin xay ra nhanh hon trong huyét
thanh. ang d6 trong mau cua prorenin cao hon khoang 10 14n so véi renin.

Vat liéu mau duy nhat duoc xac nhan la EDTA-plasma nguoi. Str dung huyét thanh, huyet tuong heparin
héa va mau huyét tuong citrate cung cap gia tri renin thap hon, va do d6 khong duoc khuyén khich.
Khuyén khich chuin hoa cin than cac diéu kién chuén bj va ldy mau bénh. Thu thap mau ¢ nhiét do
phong bang cach 1dy méu tinh mach, trong dng thuy tinh silicon, dng chan khdng (nip mau tim) hoic
tuong duong, c6 chira EDTA dudi dang thude chéng dong mau. Sy hién dién cua tan mau c6 thé cho thiy
su khong ky ludng trong qua trinh thu thap hodc xir 1y mau.

Mau bénh nhin déi dugc khuyen cao nhung khong bat budc. Ghi lai thoi gian trong ngay va tu thé cua
bénh nhan trong qua trinh ldy mau (nam ngira, dimg thang hodc ngdi). Khong 1am lanh dng 1ay mau
EDTA ciing khong luu trit dng trén bang, nhung xtr Iy mau ¢ nhiét 6 phong. Ly tam dng trong may ly
tam khong duoc 1am lanh, tich EDTA-plasma khoi cac té bao ngay sau khi ly tim, sau d6 phan chia va
dong lanh sau ¢ nhiét d6 20 ° C hoac thép hon ngay lap ttrc.

Lam tan bang can than trudc khi thir, tron cac mau da ra dong va kiém tra va loai bo bot khi trudc khi tha.
Cac mau tan méau hodc lipaemia tho cling nhu cac mau c6 chira chét hat hodc biéu hién 6 nhiém vi khuan
16 rang khong nén dugc kiém tra.

Khong sir dung mau vén cuc.

Tranh cac chu ky dong bang lap di 1ap lai.

Nén kiém tra mau huyet tuong ngay sau khi nap vao dung cy.

Thé tich ti thiéu can thiét cho mét 1an xac dinh 1a mau 355 pL (mAu 205 pL + thé tich chét 150 pL).

10. HIEU CHUAN

Cac kiém tra cac bo hiéu chuan cu thé thir nghiém cho phép phat hién cac gia tri don vi anh sang tuong
d6i (RLU) va diéu chinh so v6i duong cong chinh dugc chi dinh. Mdi dung dich hiéu chuén cho phép
thuc hién ba hiéu chuan.

B hiéu chudn phai dugc sir dung chi véi 16 t6 hop thude thir ma ching dugc gan véi. Khong st dung
mau hiéu chuan khép véi 16 t6 hop thude thir khac nhau trong ciing mot xét nghiém. Dé khdp 16 chinh
xéac, sO 16 hiéu chuan cling dugc in trén nhan to hop thudc thu.

Hiéu chinh lai ba 1an 1a bat budc bat ctr khi ndo c6 it nhat mot trong cac diéu kién sau day xay ra:

- L6 Starter Kit médi dugc sur dung.

- Hiéu chuén trude d6 duoc thuc hién hon bén tuan trude.

- Méi 1an str dung 16 thudc thir méi.

- Gia trj kiém soat nam ngoai pham vi du kién.

- May phén tich LIAISON® va LIAISON® XL: da dugc bao dudng.

- Méay phan tich LIAISON® XS: sau khi c6 can thiép k¥ thuét, chi thuc hién néu duoc yéu cau trong
quy trinh dich vu va dugc thong bdo bdi bd phan hd tro k¥ thuat hodc dai dién ctia DiaSorin tai dia
phuong.

- Méay phan tich LIAISON®: Gia trj chat hiéu chudn (Calibrator) dugc luu trit trong mé vach (bar code)
tich hop trén thudc thr.

- May phan tich LIAISON® XL: Gia tri chat hiéu chuan (Calibrator) duoc luwu trir trong thé nhan dang
tan sb vo tuyén (RFID Tag) tich hop trén thude thir.

- M4y phan tich LIAISON® XS: Gia tri chat hiéu chuan (Calibrator) dugc luu trit trong thé nhan dang
tan sb vo tuyén (RFID Tag) tich hop trén thude thir.
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11. QUY TRINH XET NGHIEM

May phan tich LIAISON®: M&i thong s xét nghiém duoc nhan dién théng qua ma vach (bar code) trén
nhin thudc thir tich hop. Trong truong hop nhédn méa vach khong thé dugc méay phan tich doc, thude thir
tich hop s& khong thé stir dung. Khong duoc loai bo thude thir tich hop; hiy lién hé véi bd phan hd tro ky
thuat DiaSorin tai dia phuwong dé dugc huéng dan.

May phéan tich LIAISON® XL va LIAISON® XS: Mobi thong sd xét nghiém duoc nhan dién thong qua
thong tin duoc ma hoa trong thé nhan dang tan s vo tuyen (RFID Tag) tich hop trén thudc thu. Trong
truong hop thé RFID khong thé dwoc may phan tich doc, thude thir tich hop s& khong thé sir dung. Khong
duoc loai bo thude thir tich hop; hay lién hé v4i bo phan hd tro ki thuat DiaSorin tai dia phuong dé duoc
huéng dan.

Trong truong hgp ma vach ctua b hiéu chuin bén ngoai khong thé doc duge, dir liéu hién trén nhin cua
bd hiéu chuan bén ngoai (dudi ma vach) c6 thé dugc nhap thu cong trén ho May phén tich LIAISON®.
Dé biét chi tiét, tham khao hudng dan van hanh may phan tich. Céac hoat dong phan tich nhu sau:

1. Phan phdi mau hiéu chuan, diéu khién hodc mau vao mo-dun phan tng.

2. Phan phdi cac hat tir tinh.

3. Phan phéi lién hop vao mo dun phan ung.

4.U 4m.

5. Rira bang dung dich Wash / System.

6. Thém Bo khéi dong va do anh sang phat ra.

12. Quan ly chat lwgng
LIAISON® controls nén chay don 1é dé kiém soat nang suat thir nghiém. Quan ly chat lwong phai thuc
hién bang cach chay LIAISON® Direct Renin controls

(a) it nhat mot 1an mdi ngay st dung,

(b) bat ctr khi nao chat phan @ng méi tron ven dugc str dung,

(¢ ) bét cir khi ndo bo dung cu dugce dinh ¢d,

(d) bat cir khi ndo méi nhicu Chat phan ing Khai dong duoc sir dung,

(e)dé danh gia thich ung cua viéc thuc hién cua té hop mo ngoai tam tuan, hoic nhat tri véi huéng dan
hoic yéu cau caa diéu ch1nh cuc bo hay kiém dinh t6 chtc ciu tao.

Gia tri kiém soat phai nam trong cuing mot diy mong doi : bat cir khi ndo mot hozc ca hai kiém soat nam
ngoai cling mot day mong doi, hiéu chuan nén Iap lai va kiém soét thir lai. Néu gié tri kiém soat dat duoc
sau khi hiéu chuan thanh cong lién tuc nam bén ngoai cling mot diy xac dinh trudc, thir nghiém nén lap
lai str dung chét chung chwa mo lo. Néu gié tri kiém soat nim ngoai cing mot diy mong doi, két qua
bénh nhan khong duoc bao cao.

Cuing mot day gia tri thich hop nén sau d6 duoc thanh 1ap cho vat chét kiém soat chat lugng sir dung.
13. GIAI THICH KET QUA

May phan tich tu dong tinh ndng d6 renin cho nhém mau khéng rd theo don vi pIU/mL va phan loai két
qua. Dé biét thém chi tiét, tham khao hudng dan st dung.

Hiéu chuan va kiém soat c6 thé cho RLU khac hoic két qua lidu trén LIAISON® , LIAISON® XL, va
LIAISON® XS nhung két qua bénh nhan duoc luong tuong dwong.
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Loat thir nghiém : may phan tich truc tiép tinh ndng d¢ than t6 1én dén 500 pIU/mL.
Tiéu chuan tham khao : thir nghlem duoc dé cap dén dé to chuc y té thé gidi Chuan bi Quéc té Gidy
chting nhan, ma NIBSC 68 / 356. Két qua duoc tinh theo plU/mL.
Gia tri du kién : M&i phong xét nghiém nén tu thanh 1ap loat gia tri du kién caa minh. Bé danh gia day
tham khao du kién, nghién ciru da duoc thuc hién trong 178 mau EDTA - huyét twong ( 89 d6i twong ).
Nhom mau duoc thu thap tir tap hop nam glm nhinan (n =49) va nit gidi (n =40 ), nhitng ngu’o‘l hién
mau khoée manh thudc ching toc Ngudi da tring, va Ngudi My gdc Phi, TAy Ban Nha va Chau A diém
géc, du cac tiéu chuan sau :
Ngudi 16n, 18-65 tudi, huyét 4p 6n dinh va glucose nhin do6i binh thudng
Tiéu chuan sau dugc loai bo trong nghién ctu nay :
tudi bén dudi 18 nim ; dang udng thudc ; phai an kiéng theo ché do bac si ; mang thai ; cho bl sita me;
sir dung ciia thudc ngira thai dang udng.
Mau dugc thu thap gitta 7:00 sang va 10:00 sang ngay véi dbi tuong nam ngira hodc dung thang,.
Nhém méu ding thang dugc thu thap khi ca nhan ngoi xudng dé 1dy mau, sau khi ding 30 phdt;
mau nam ngira duoc thu thap sau khi ca nhan nam ngua it nhat trong 30 phit.
Khoang xay ra ( 5 - 95 phan vi ) nhu sau:
4.4-46.1 WIU/mL ( tu thé ding thang ) va 2.8-39.9uIU/mL ( tu thé nam ngua ).
14. HAN CHE CUA QUY TRINH
- Chat phan tmg nén duoc stir dung chi trong Hé LIAISON®.
- Hiéu chuan duoc cuy thé theo ting 16 va khong duoc trao ddi vai to hop thude thir cua 16 khéc.
- Khong ldy thanh phan héa chat don 1é ra khoi té hop.
- Khéng dugc st dung sau ngay hét han in trén nhan hiéu.
- K§ thuat tot va bam sat nghiém ngat dua theo hudng dan 1a can thiét dé dat dugc két qua dang tin cay.
- Nhiém khuan hozc khir hoat tinh do nhiét cia mau c6 thé 1am sai léch két qua kiém tra..
- Két qua kiém tra dugc bao céo theo dinh lwong. Tuy nhién, chan doan bénh khong nén dya vao két
qua Kiém tra don 1é, nhung phai xac dinh phdi hop voi biéu hién 1am sang lién két voi danh gia y khoa.
Bat ctr quyét dinh phép chita bénh ciing phai dugc thuc hién theo ting trudng hop cu thé..
- Xét nghiém LIAISON® Direct Renin dugc phat trién cho xéac dinh cua chit dwoc phan tich trong trang
thai nguyén ven. Thodi bién cua phan t hoac prorenin cryoactivation ¢d thé anh huong két qua chung
cugc..
- Mic du nhan té trung hoa HAMA duoc bo sung, nong ¢ HAMA v cing cao ( khang thé chéng
chudt nhit & nguoi ) ¢6 thé anh huong két qua.
Nong do renin ¢ tudi nhi khoa chua duoc nghién cuu.
- Nhém mau véi nong do renin ngoai pham vi thir nghiém c6 thé duoc pha lodng véi LIAISON®
Endocrinology Diluent( 319133 ).
- Khong dugc trao doi to hop giita kiéu may phan tich ( LIAISON®, LIAISON® XL, va LIAISON®
XS ). Mot khi té hop da duoc dua vao mot may phan tich nao d6, né ludn phai duoc sir dung trén may
phan tich d6 cho dén hét. Do véan dé kha niang truy nguyén két qua theo 1oi tuyén bé bén trén, khong thé
theo ddi bénh nhan khi xét nghiém gitra cac may. Tac vu nay phai duoc hoan thanh trén cing kiéu may
phan tich (hoac LIAISON® , LIAISON® XL, hoic va LIAISON® XS ).
- MAau bénh pham tir nhitng bénh nhan dang st dung lidu diéu tri Biotin (Vitamin H, B7 hoic B8) c6
thé gay nhiéu trong cac xét nghiém mién dich sir dung thudc thir gan biotin. Khong ghi nhan su can
nhiéu khi thir nghiém véi nong @6 Biotin trong huyét thanh 1én dén 3500 ng/mL bang xét nghiém
LIAISON® Direct Renin (chi tiét tham khao tai muc §15.1).
15. PAC PIEM HIEU NANG
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15.1 Tinh dic hiéu phéan tich

Do dic hiéu phan tich cd thé duoc dinh nghia 1 kha ning cia xét nghiém phat hién chinh xac chat phan
tich cu thé véi sy c6 mit caa cac yéu td gay nhidu trong ma tran mau (vi dy, tan méu, lipid mau, nhidm
m& mau).

Giao thoa. Cac nghién cau cd kiém soéat vé cac chat hoic diéu kién cd kha ning can thiép cho thay hiéu
suit caa xét nghiém khong bi anh huéng boi ndng do caa bilirubin 1én dén 20 mg / dL, huyét sic td I1én
t6i 500 mg / dL hoic triglyceride 1én dén 3000 mg / dL.

Phan ng chéo. Su hién dién cta cac phan tir ¢ kha nang phan tng chéo sau day trong xét nghiém cho
théy sy can thiép duoc minh hoa trong bang dudi day. Thir nghiém duoc thuc hién theo huéng dan cua
Vién Tiéu chuan 1am sang va Phong thi nghiém (CLSI, Hoa Ky), Tai liéu s6 EP07-A2.

Hop chat Luong thém, pg/mL % Phan wng chéo

Beta,-microglobulin 50 -7.0
Cathepsin D 1.5 -6.9
Trypsin 1.6 -4.2
Plasmin 100 0.8

Trong truong hop khdng c6 ché pham prorenin tiéu chuan, phan ing chéo cua prorenin da dugc dénh gia
bang cach str dung hai ché pham thuong mai la prorenin tai t6 hop va renin tai to hop. Hai bo nam dung
dich ¢6 cling nong d6 cua hai phan tir da duoc chuan bi va cac mau thu dugc (khoang: 0,78-12,5 ng / mL)
da duoc kiém tra bang xét nghiém mién dich renin truc tiép tuyén bd khéng c6 phan tng chéo bai
prorenin. Ty I& tin hiéu phat ra tir mdi dung dich prorenin so véi tin hiéu phét ra tir dung dich renin twong
ung dugc bao cao trong bang sau.

Kiém tra CLIA direct renin IRMA direct renin Liaison Direct Renin

Ti 1€ trung binh Prorenin-to-renin | 0.16 0.56 0.26

15.2. P9 Chinh xac véi May phén tich LIAISON®

Cac mau khéc nhau, chira nong do chat phan tich cu thé khac nhau, da duoc thir nghiém dé ude tinh do
lap lai va do tai 1ap cua xét nghiém (nghia 1, do bién thién trong va giita cac xét nghiém). Két qua dé cap
dén cac nhém mau duoc diéu tra va khong dam bao thong sb ki thuat, vi sy khac biét co thé ton tai gitra
cac phong thi nghiém va dia diém.

Do Lap lai. Hai muoi 1an 13p lai da duoc thyc hién trong ciing mot 1an chay dé danh gia do lap lai trong
nha.

Do lap lai A B C D Vat lieu [ Vat ligu
kiém soat | kiém soat
1 2

S6 lan do 20 20 20 20 20 20

Trung binh (uIU/mL) 15.1 33.8 82.2 258.0 27.1 99.0

Do léch chuan (nlU/mL) 0.6 0.9 1.7 3.1 1.5 2.3

Hé s bién thién (%) 3.7 2.8 2.0 1.2 5.6 2.4

Gia tri toi thiéu (ulU/mL) 13.4 32.4 78.5 252.8 24.1 95.3

Gid tri tbi da (ulU/mL) 15.7 35.9 84.6 264.4 29.9 102.5

Kha ning tai 1ap. Hai muoi 1an l3p lai 3 duoc thyc hién trong cac ngay khac nhau (mét hozc hai lan chay
mai ngay) vai hai 16 tich phan khac nhau trén moi trang dé danh gia do tai lap. Cac thtr nghiém duoc thuc
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hién ¢ hai dia diém, tai nha (dia diém 1) va trong phong thi nghiém doc lap (dia diém 2) sir dung cing céc

dung cu.
Do tai 1ap - bia diém 1 E A B C D Vat ligu | Vat ligu
kiém kiem
soat 1 soat 2
LOT No. 02
S lan do 20 20 20 20 20 20 20
Trung binh (uIU/mL) 5.1 13.2 34.1 82.4 260.3 |27.2 103.2
Do lech chuan (nlU/mL) 0.5 1.6 1.9 4.3 12.3 1.9 4.4
Hé s bién thién (%) 10.0 12.4 5.7 5.2 4.7 6.9 4.2
Gia tri tbi thiéu (uIU/mL) 4.1 11.4 30.8 74.3 2416 |24.3 93.7
Gia tri toi da (ulU/mL) 5.9 17.2 38.4 88.7 2788 304 111.0
LOT No. 03
S6 lan do 20 20 20 20 20 20 20
Trung binh (uIU/mL) 5.3 13.1 34.7 83.5 266.7 |27.3 102.9
Do léch chuan (nlU/mL) 0.5 1.7 1.8 2.8 7.8 1.8 3.3
Hé s bién thién (%) 9.5 12.8 5.3 3.4 2.9 6.6 3.2
Gia tri tbi thiéu (ulU/mL) 4.4 10.9 31.8 77.4 254.9 |24.3 93.9
Gié tri toi da (uIU/mL) 6.9 17.7 40.3 88.4 282.7 |317 107.2
Hé sb bién thién gitra cac 16 | 2.7 0.6 1.2 0.9 1.7 0.4 0.2
(%)
Do tai lap - Dia diém 2 A B C D Vat lieu [ Vat ligu
kiém soat | kiém soat
1 2
LOT No. 01
S6 lan do 20 20 20 20 20 20
Trung binh (ulU/mL) 18.8 38.4 79.1 228.6 27.5 97.2
Do lech chuan (nlU/mL) 3.1 2.8 5.9 22.4 1.9 9.5
Hé s bién thién (%) 16.5 7.4 7.5 9.8 7.0 9.8
Gia tri tbi thiéu (uIU/mL) 15.8 34.2 61.1 188.6 24.2 83.0
Gid tri ti da (ulU/mL) 26.4 44.1 88.9 270.0 32.0 116.5
LOT No. 03
S6 lan do 20 20 20 20 20 20
Trung binh (uIU/mL) 15.8 34.8 85.4 260.8 26.8 103.2
Do léch chuan (nlU/mL) 2.7 2.1 5.2 26.5 2.8 75
Hé sé bién thién (%) 17.1 6.1 6.1 10.2 10.6 7.3
Gia tri tbi thiéu (uIU/mL) 12.9 32.3 75.2 214.5 22.1 91.0
Gid tri toi da (ulU/mL) 22.7 38.4 93.7 306.2 31.7 116.3
Hé s6 bién thién giira cac 16 (%) | 12.2 7.0 5.4 9.3 1.9 4.2

15.3. B9 Chinh xac véi May phan tich LIAISON® XL

Cac mau khac nhau, chtra ndng do chat phan tich cu thé khac nhau, da dwgc thir nghiém dé wdc tinh do
lap lai va do tai 1ap cua xét nghiém (nghia 1a, d6 bién thién trong va gitra cac xét nghiém). Su thay doi
duoc hién thi trong cac bang dudi day khong dan dén phan loai sai mau.
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P Lip lai. Hai muoi 1an 13p lai da dwoc thyc hién trong cling mot 1an chay dé danh gia do 13p lai.

bo lap lai 1 2 3 4 5 6 7 Vit Vit
liéu liéu
kiém | kiém
soatl |soat?2

S lan do 20 20 20 20 20 20 20 20 20
Trung binh (uIU/mL) 3.471(11.68 |2235 |47.37 |9352 | 169.1 | 267.9 [29.98 | 111.0
Do léch chuan (ulU/mL) 0.169| 0.30 | 0.82 1.99 | 236 | 541 |11.44 | 064 | 2.64
Hé s bién thién (%) 4.87 2.58 3.67 4.21 2.52 3.20 4.27 2.12 2.38
Gia tri toi thiéu (uIU/mL) | 3.156|10.99 |20.72 |40.65 [87.94 | 160.8 | 250.4 |28.96 | 105.0
Gia tri ti da (ulU/mL) 3.790(12.11 |24.09 |4954 |98.68 | 180.0 | 287.3 |31.32 | 1155

Kha niang téi I@p. Hai muoi 1an 13p lai da duoc thuc hién trong cac ngay khac nhau (mét hozc hai lan
chay moi ngay) dé danh gia d6 tai lap.

bo téi lap 1 2 3 4 5 6 7 Vit Vit
liéu liéu
kiém kiém
soat1l |soat?2

Sb lan do 20 20 20 20 20 20 20 20 20

Trung binh (ulU/mL) 5779|1583 |21.70 |42.09 |78.43 158.0 | 255.9 |28.38 107.5
Do léch chuan (ulU/mL) 0.753| 1.29 1.84 3.66 549 1180 |20.02 1.93 7.87
Hé s6 bién thién (%) 13.08 8.12 8.49 8.69 7.01 7.47 7.82 6.81 7.32
Gia tri toi thiéu (uIU/mL) 45481334 |18.39 |35.04 |65.44 1323 | 2049 |24.72 |92.07
Gié tri toi da (uIU/mL) 7121|1773 |2498 |49.98 |85.80 1725 | 281.2 |31.47 120.1

15.4. P§ chinh x&c véi may phéan tich LIAISON® XS

Mot nghién ctru d6 chinh xac trong 5 ngay da dugc tién hanh trén ba may phan tich LIAISON® XS nham
kiém chung do chinh xac cta xét nghiém LIAISON® Direct Renin. Tai liéu CLSIT EP15-A3 dugc tham
khao trong qua trinh xay dung quy trinh thir nghiém.

Mot panel ma hoa bao génl 6 mau dong lanh duogc st dung cho nghién ctru. Cac mau c6 thé duoc chuan
bi bang cach gop nhitng mau c6 ddc tinh twong tu dé biéu thi cadc murc d¢ phan ing khac nhau. B
LIAISON® Control Direct Renin ciing dugc dua vao nghién clru trong 5 ngay.

Panel ma hoa dugc phan tich trén ba may phan tich LIAISON® XS, mdi ngay chay mot 1an, vdi sau lan
lap lai trong mot lan chay, kéo dai trong 5 ngay lam vi¢c. Gia tri trung binh liéu do, dd léch chuan va hé
s0 bién thién (%CV) ciia két qua dugc tinh todn cho timg miu dugc thir nghiém trén timg thiét bi ciing
nhu trén ca ba thiét bi.

Do lip lai (Repeatability). Tong cong 90 1an lap lai da duoc thyc hién trong ciing mot xét nghiém dé
danh gia tinh I3p lai. Sdu mau huyét thanh chira ndng d6 chét phan tich khac nhau ciing véi cic mau
chting ctia bo kit da duoc xét nghiém véi 6 1an 1ap lai mdi ngdy, trong 5 ngdy van hanh, trén 3 thiét bi va
sir dung cting mét 16 thudce thur.
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Do lap lai 8 9 10 11 12 13 Vit Vit
liéu liéu
kiém | kiém
soatl |soat2

S6 lan do 920 90 90 90 90 920 90 90

Trung binh (uIU/mL) 8.709 |13.90 |35.15 |73.07 113.0 | 2305 |24.14 | 97.68

Do lech chuan (uIU/mL) |0.330 | 0.331 | 0.999 | 2.147 | 2.379 | 4561 | 0.492 | 1.291

Hé s bién thién (%) 3.8 2.4 2.8 2.9 2.1 2.0 2.0 1.3

Gia tri toi thiéu (uIU/mL) | 7.080 |11.49 |30.48 |61.32 |102.4 | 2106 |21.77 | 83.66

Gia tri toi da (ulU/mL)  |[11.03 |16.33 |40.04 |82.42 126.0 | 2456 |26.81 | 105.6

b tai 1ap (Reproducibility).
Tong cong 90 lan 1ap lai da duoc thyc hién trong cac ngay khac nhau (mét 1an chay mdi ngay) de danh
gia d6 tai lap. Sau mau huyét thanh chira cac nong do chit phan tich khac nhau cung véi cac mau ching
ctia bo kit da duoc xét nghiém véi 6 1an 1ap lai mdi ngdy, trong sudt 5 ngay 1am viéc, trén 3 thiét bi va st
dung cung mét 16 thude thur.

Do tai lap 8 9 10 11 12 13 Vit Vit
liéu liéu
kiém | kiém
soatl |soat2

S6 lan do 90 90 90 90 90 90 90 90

Trung binh (uIU/mL) 8709 |13.90 |3515 |73.07 |113.0 | 2305 |24.14 | 97.68

Do léch chuan (uIU/mL) |0.533 | 0.701 | 1.459 | 3.372 | 4524 |6.600 | 1.174 | 4.555

Hé s bién thién (%) 6.1 5.0 4.1 4.6 4.0 2.9 4.9 4.7

Gid tri toi thiéu (uIU/mL) | 7.080 |11.49 |30.48 |61.32 |102.4 | 2106 |21.77 |83.66

Gia tri toi da (ulU/mL) | 11.3 16.33 |40.04 |[82.42 |126.0 | 2456 |26.81 | 105.6

15.5. Tinh tuyén tinh theo thir nghiém pha loang (Linearity by dilution test)

Hai mau huyét tuong c6 nong do renin cao di dugc xét nghiém truc tiép va sau d6 dugc pha lodng tuan tu
bang huyet tuong khong chira renin. Nong d6 renin do duogc so véi no6ng do renin ky vong dugc phan tich
bang hdi quy tuyén tinh. Hé s6 twong quan (r) dao dong tir 0,999 dén 1,000.

Ti 18 | Nong _ g@ Nong o do | Phuc Ti l¢ | Nong 9@ Nong 6 do | Phuc
pha du kién, | duoc, hoi pha du kien, | duoc, hoi
lodng pnlU/mL plu/mL lodng pnlu/mL pnlu/mL
neat — 3334 — neat - >500.0 -

1:2 166.7 190.5 114.3 1:2 - 396.5 -

1:4 83.4 91.7 110.1 1:4 198.3 200.0 100.9

1:8 41.7 47.3 1135 1:8 99.1 103.1 104.0
1:16 20.8 24.7 118.6 1:16 49.6 51.3 103.6
1:32 10.4 12.1 116.3 1:32 24.8 26.2 105.8
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Hai mau huyét twong thém vai ndng do renin bén trén loat thir nghiém da thir nghiém nhu vay va sau khi
theo thur tu lo@ng vai Noi tict hoc LIAISON® Chat pha loang.

Hé s twong quan (r ) dwgc 1.000.

Ti 1& | Nong _ g@ Nong do do % Phuc Ti 1& | Nong _ g@ Nong do do % Phuc
pha du Kién, | duoc, hai pha du  Kkién, | duoc, hoi
lodng ulU/mL plu/mL lodng ulU/mL ulU/mL
neat — > 500.0 — neat — > 500.0 —

1:2 — 365.8 - 1:2 - >500.0 -

1:4 182.9 192.9 105.5 1:4 - 397.3 -

1:8 91.5 98.2 107.4 1.8 198.7 209.5 105.5
1:16 45.7 53.6 117.2 1:16 99.3 109.3 110.0
1:32 22.9 25.5 111.5 1:32 49.7 54.9 110.5

15.6. Tinh xac thuc bang thir nghiém phuc hoi
Hai bo hinh thanh cua cao - va thip - ¢&én mau binh thuong - chét rennin ( nhém mau X va Y & xac 1ap 1,
va nhém mau W va Z trong xac lap 2 ) da duoc tron 1:5, 1:2, 1:1, 2:1 va 5:1 ty I va tha nghiém. Phong
hdi stic phan tram da dugc quyét dinh tir két qua cia nhdm mau nguyén chat, khong pha loang. Do ludng

dbi véi than t6 mong doi nong do dugc phén tich bang duong thang hoi quy..

Nong do du | Nong do do Nong d6 du | Nong do do
Set 1 kién, duoc, :]/(éi Phyc Set2 | kién, duoc, :{%i Phyc
wlU/mL ulu/mL wlU/mL wlU/mL
Xneat |- 5.3 - W neat | — 23.9 —
5:1 25.8 24.5 95.0 5:1 65.4 62.3 95.2
2:1 46.3 494 106.6 2:1 106.9 103.4 96.7
11 66.9 69.3 103.6 11 148.4 148.4 100.0
1:2 87.4 92.1 105.4 1:2 189.9 186.6 98.2
1:5 107.9 108.0 110.1 1:5 2314 230.0 99.4
Y neat |- 128.4 - Zneat |- 272.9 -
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15.7. Hiéu ing mac liéu cao

Hiéu ang méc lidu cao (HDH) dugc xac dinh bang cach thém renin tai t6 hop vao bé huyét twong nguoi
1én dén tdi da 150.000 TU / mL.

Bit ctr khi ndo cac mau chtra ndng d6 chat phan tich cuc cao dwoc kiém tra, hiéu tng moc liéu cao cé thé
bit chudc ndng d6 thap hon thuc té. Phan tich hiéu qua mac lidu cao dugc danh gia bang cach thir nghiém
mot mau ¢6 gai renin ndng do cao. Mau din dén gid tri ndng d6 duoc tinh todn trén pham vi xét nghiém,
cho thiy khdng c6 phan loai sai mau.

15.8. P nhay phan tich va chirc ning

Do nhay phan tich (gisi han phat hién) duoc dinh nghia 1a liéu tbi thiéu c6 thé phat hién duogc c6 thé phan
biét vai khong.

Do nhay phan tich, duoc tinh toan theo huéng dan cua Vién Tiéu chuan 1am sang va Phong thi nghiém
(CLSI, Hoa Ky), Tai liéu s EP17-A, dao dong tir 0,52 pIU / mL dén 0,97 IU / mL (dugc danh gia boi
mét s6 1an chay thir, 16 kit va thiét bj).

D6 nhay phan tich, duoc dinh nghia 1a liéu tbi thiéu c6 thé phat hién dugc c6 thé phan biét tir 0 bang hai
d6 léch chudn (nghia 1a hai do léch chuan trén 0), nam trong khoang tir 0,13 pIU / mL dén 0,53 1U / mL
(dugc danh gia qua nhiéu 1an chay thu, 16 Kit va thiét bi).

Do nhay chuc ning, duoc dinh nghia 13 nong do tai d6 hé s6 bién thién giira cac lan phan tich (CV) vuot
qua 20%, dao dong tir 1,60 TU / mL dén 1,96 IU / mL (duoc dénh gia bang mot s 1an chay tht, 16 kit va
dung cu).

15.9. Phwong phap so sanh

Két qua thr nghiém LIAISON® Direct Renin dwoc so sanh véi hai phuong phap tham khao ( CLIA va
IRMA).

Mbi twong quan sau da duoc dat duoc bang phan tich duong thang hoi quy ::

LIAISON® Direct Renin = .097 phuong phap CLIA tham khao x + 2.765. R hé sb twong quan = 0.927 (n
=325).

LIAISON® Direct Renin = 0.900 phuong phap tham khao IRMA - 4.304. R hé sé tuong quan =

0.957 (n=212).

CAc gié tri danh nghia ctia bo hiéu chuan Renin truc tiép LIAISON® da duoc chi dinh dé phan

anh dix liéu chinh xac.

phuong phap CLIA, plU/mL phuong phap IRMA, plU/mL
300

‘IDG- (]

LIAISON® Direct Renin, plU/mL
LIAISON® Direct Renin, plU/mL
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