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Tiéng Viét tac dung dc ché dé nhay nang noan déi vai FSH va do dé cé mét vai
Théng tin hé théng tro trong qua frinh lua chon nang noan.56

py—— P Néng dé AMH huyét thanh hau nhu khong phat hién dugce & nit gici
Ténngan ACN (mé s6 tng dung) khi mai sinh, dat néng do dinh sau khi day thi, sau do giam dan theo
AMHP 10158 tudi, va tré nén khang phat hién dugc khi & thai ky man kinh.”8 Néng

d6 AMH huyét thanh fuong doi 6n dinh trong suét chu ky kinh nguyét

Luu y vdi cac thay déi dang ké quan sat dugc & phu nitfré tuei.%1911 Néng

Cac két qua du dinh sé dugc st dung cho viéc dung thuéc follitropin
delta caa Ferring phai di kem véi phat biéu sau day: Gia tri AMH &
dang pmol/L thu dugc tir xét nghiém Elecsys AMH Plus va phu hop
cho liéu dung cé nhan cua follitropin delta caa Ferring.

Muc dich sirdung

Xét nghiém mién dich in vitro dung @€ dinh lugng noi tiét t§
anti-Mallerian (AMH) trong huyét thanh va huyét tuong nguai. Binh
lugng AMH dugc st dung frong danh gia du frir buéng tring va du
doan dap ung véi budng fring cé kich thich (COS) két hop véi cac két
qua xét nghiém va tham kham lam sang khac.

Ngoai ra, dinh lugng AMH (dang pmol/L) két hgp véi trong Iuong co
thé dugc str dung dé thiét 1ap liéu dung ¢4 nhan hang ngay caa noi
tiét t6 kich thich nang trang tai t6 hop (fFSH) & ngui follitropin delta
cua Ferring (pht hgp vai thong tin ké toa hién fai cua follitropin delta
cua Ferring) frong kich thich buéng trung cé kiém soat dé phat trién da
nang noan & phu nir dang thuc hién cac ky thuat hé frg sinh san.

Xét nghiém mién dich dién hoa phat quang “ECLIA”
(electroehemiluminescence immunoassay) dugc dung cho may xét
nghiém mién dich cobas e 801.

Tom tat

Noi tiét t6 anti-Mdillerian la mot glycoprotein nhi phan déng nhat thuéc
nhém yéu 6 tang trugng chuyén dang B (TGF ). T4t ca thanh vién caa
lién ho nay déu tham gia vao viéc diéu hoa tang truang va biét hoa
mé. Trudc khi dugc tiét ra, noi fiét t6 nay frai qua su glycosyl héa va
nhi frung héa d@é tao ra mét tién chat khoang 140 kDa gém hai tiéu
don vi giéng nhau 70 kDa néi nhau qua cau néi disulfide. Méi don
phan chira mét vang fién chat16n ¢o N tan cung va mét mién hoan
thién nhé hon nhiéu ¢o6 C tan cung. Ngugc lai v6i cac thanh vién khac
caa lién ho TGF B, AMH dugc cho la can cé mién ¢ N tan cUnq dé
kich hoat mién ¢¢ C tan cung dé dat hoat tinh sinh hoc day du.'?2

Mot phan caa AMH sau dé dugc phan cat & mot vi fri dac hiéu gita
vung tién chatf va vung hoan thién frong khi di qua t€ bao chat dé tao
cac nhi phan @ong hop ¢6 hoat tinh sinh hoc véi N fan cung 110 kDa
va C fan cung 25 kDaq, chang gitr nguyén dang hén hop lién két khong
céng hoa tri. Thy thé AMH tip I (AMH RII) chi ¢é kha nang gén két vi
dang AMH c¢6 hoat finh sinh hoc.2

& nam gidi, AMH dugc fiét ra tir cac té bao Serfoli ctia tinh hoan. Trong
qua frinh phét trién phoi thai bé trai, viéc tiét AMH tu cac té bao Sertoli
cua finh hoan chju frach nhiém cho su thodi héa cac 6ng Muillerian va
sy phat trién binh thuang caa duang sinh san nam. Viéc tiét AMH bai
céc t&€ bao Sertoli bt dau frong qué trinh phat trién phaéi va lién tuc
frong suot cudc dai. AMH dugc tao ra lién tuc béi tinh hoan cho dén
khi day thi va sau a6 giam dan khi qua tusi day thi.3

& nir gidi, AMH dong maét vai tro quan frong trong sinh ly su phat trién
nang noan cua buéng tring.? Nang noan phét trién trong buéng tring
bao gém hai giai doan riéng biét: tuyén chon ban dau, qua d6 céac
nang noan non bat dau truéng thanh, va tuyén chon tuan hoan, dan
dén sy tang fruang caa moét doan hé nang noan ¢é hac nho, Trong dé
nang tréi (danh dé rung fring) dugc lua chon sau dé. FSH (nét fiét 16
kich thich nang fring) diéu khién qua trinh tuyén chon fuan hoan. Biéu
hién AMH frong € bao hat bat dau trong nang noan nguyén thay va dat
t6i da trong té bao hat caa nang noan tién héc va cé hée nho dudng
kinh 161 da dén 6 mm. Khi tang truéng nang noan ré nén phu thudc
FSH, biéu hién AMH giadm va tré nén khé phat hién. Kiéu biéu hién
AMH nay hé trg vai fro tc ché caa AMH & hai giai doan riéng biéf caa
sinh ly su phat frién ctia nang noan. Bau tién, AMH dc ché su chuyén
déi cua nang noan tir giai doan nguyén thay qua giai doan fruéng
thanh va do d6 ¢6 vai frd quan frong frong viéc diéu hoa so6 lugng
nang noan con lai frong hé nang noan nguyén thay. Tha hai, AMH ¢é

dé AMH ciing cho thay cé bién thién frong va gitia chu ky thap hon so

véi duang chudn FSH.'0 Néng dé AMH huyét thanh giam dang ké khi

strdung cac thuéc tranh thai dang phéi hgp.'2 Cac ung dung lam
sang cua dinh lugng AMH da dugc dé xuat cho nhiéu chi dinh khac
nhau.'31415 Binh lugng AMH huyét thanh vé 1am sang dugc st dung
chu yéu dé danh gia du frir buéng tring phan anh sé lugng nang
noan c6 héc va nang noan tién héc, dugc goi la chi sé nang noan cé
héc (AFC), va dé du doan dap ing vai kich thich buong fring cé kiém
s04t.131516 G4¢ ung dung lam séngg khac cta AMH la chan doan roi
loan phat trién gidi tinh & fré em'7.18 va kiém soat u t€ bao hat nham
phat hién khéi u van con hoac tai phat.’920 AMH da dugc dé nghi
dung lam dau &n sinh hoc thay thé cho AFC trong chan doan hoi
chudng buéng fring da nang (PCOS - Eolxcysﬂc ovary syndrome)?'22
va trong du doan thai gian man kinh.23.2

Nguyén ly xét nghiém

Nguyén ly bt cap. Téng thai gian xét nghiém: 18 pht.

* Thai ky G dau tién: 30 ul mau thir, khang thé don dong dac hiéu
khang AMH danh dau biotin, va khang thé don dong dac hiéu
khang AMH danh dau phic hop ruthenium® tao thanh phuc hop bat
cap.

= Thai ky @ tha hai: Sau khi thém cac vi hat pha streptavidin, phic
hop mién dich frén fré nén gan kéf véi pha rén théng qua su tuong
tac gitra biotin va streptavidin.

HéN hop phan dng duoc chuyén t6i buéng do, & d6 cac vi hat ddi
tur dugc bat gitr frén bé mat caa dién cuc. Nhiing thanh phan
khéng gan két sé bi thai ra ngoai budng do bai dung dich

ProCell Il M. Cho dién ap vao dién cuc sé tao nén su phat quang
hoa hoc duac do bang bé khuéch dai quang ta.

= Céac két qua dugc xac dinh théng qua mét duang chuan xét
nghiém trén may duoc tao nén bai xét nghiém 2-diém chuan va
théng tin dudng chudn chinh qua cobas link.

a) Tris(2,2'-bipyridyl)ruthenium(ll)-complex (Ru(bpy)3*)

Thuéc thi - dung dich tham gia xét nghiém

Hép cobas e pack dugc dan nhan AMHP.

M Vi hat phu streptavidin, 1 chai, 5.8 mL:
Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.

R1  Anfi-AMH-Ab~biotin, 1 chai, 7.2 mL:
Khang thé don dong khang AMH danh dau biotin (chuot)
1.0 mg/L; dém phosphate 50 mmol/L, pH 7.5; chat bao quan.

R2  Anti-AMH-Ab~Ru(bpy)3*, 1 chai, 7.2 mL:
Khang thé don dong khang AMH (chuét) danh dau phdc hop
ruthenium 1.0 mg/L; @&m phosphate 50 mmol/L, pH 7.5; chat
bdo quan.

Thén trong va canh bao

Dung frong chén doan in vitro.

Ap dung céc canh bao théng thuang can thiét cho viéc xa ly cac loai
thudc thir phong thi nghiém.

Loai bo cac chat thai fuan theo huéng dan caa dia phuong.

Bang dur liéu an toan hoa chat ¢ sdn dé cung cap cho chuyén vién su
dung khi ¢ yéu cau.

Hop nay chia cac thanh phan dugc xép loai theo Quy dinh (EC)
S6 1272/2008:
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Canh bao

H317 Cé thé gay phan ung di ung da.

Phong tranh:

P261 Tranh hit suong hoac hoi.

P272 Quan o lam viéc bi nhiém khéng dugc phép mang ra
khai noi lam viéc.

P280 Deo gang fay bao vé.

X tri:

P333 + Néu bi kich tng da hoac phat ban: Tim fu vany

P313 té/cham séc y té.

P362 + Cai b trang phuc bi nhiém va giat rdra trudce khi si

P364 dung lai.

X ly:

P501 Xt ly cac thanh phan/dung cu chira & mot nha may xdr

ly chat thai da dugc chap thuan.
Nhan an toan san pham theo huéng dan caa GHS Chau Au.
S6 dién thoai lién lac: tat ca quéc gia: +49-621-7590
Tranh dé cac dung dich thuéc thirva cac mau (mau xét nghiém, mau
chuan va mau chung) bi tao bof.
St dung thudc thi

Cac thuéc thartrong hép duoc dung frong mét bo cac chai san sang
dé st dung va khong thé fach rieng.

Tat ca thong tin can thiét cho viéc chay thuéce thi co san théng qua
cobas link.

Bao quan va dd én dinh

Bao quan & 2-8 °C.

Khong trir déng.

D3t hop thude thi cobas e pack theo huang thing ding nhadm dam bao

tinh hiu dung cua toan bo cac vi hat trong khi tron tu dong frudce khi
st dung.

Do én dinh:
chua mé nap & 2-8 °C
Trén may phan tich cobas e 801

dén ngay hét han st dung
16 tuan

L4y va chuan bi mau

Chi nhiing mau duac liét ké dusi day da dugc thar nghiém va dugc
chap nhan.

Huyét thanh dugc 18y bang cach st dung cac 6ng chuan 1dy mau
hoac cac 6ng chia gel tach.

Huyét tuang chéng déng bang Li-heparin. Khéng sir dung huyét
fuang chéng déng bang EDTA.

Tiéu chuan: D6 phuc héi frong khoang + 30 % gia tri huyét thanh

> 3.57 pmol/L (= 0.5 ng/mL); @6 phuc héi frong khoang

+ 1.43 pmol/L (+ 0.2 ng/mL) gia tri huyét thanh < 3.57 pmol/L

(< 0.5 ng/mL) va hé sé goc 0.9-1.1 + tung a6 géc frong khoang
+0.714 pmol/L (+ 0.1 ng/mL) + hé s6 tuong quan > 0.95.

Mau én dinh trong 3 ngay & 20-25 °C, 5 ngay & 2-8 °C, 6 thang &
-20 °C (+ 5 °C). Chi déng lanh mét lan.

Cac loai mau pham duoc liét ké da dugc thi nghiém ciing vai bo céac
éng nghiém Iay mau chon loc, c6 ban trén thi trusng vao thoi diém xét
nghiém, nghia la khéng phai tat ca cac 6ng lay mau ctia cac nha san
xuat déu duac thar nghiém. Cac bo éng chira mau cua cac nha san
xuat khac nhau cé thé lam tir nhimg vat liéu khac nhau ¢é kha nang

cobas’

anh huéng dén két qua xét nghiém frong mét sé trusng hop. Khi xa ly
mau frong cac éng chinh (6ng chia mau), phai tuan theo husng dan
cua nha san xuat éng.

Ly fam cac mau cé két tua truée khi thuc hién xét nghiém.
Khéng strdung cac mau bi bat hoat bai nhiét.
Khéng st dung mau thr va mau ching duge 6n dinh bang azide.

Dam bao nhiét @ ctia cac mau bénh pham va mau chuan & 20-25 °C
truée khi tién hanh do.

Do ¢6 kha nang xay ra cac hiéu ing bay hoi, cac mau bénh pham va

mau chudn trén cac thiét bi phan tich phai dugc do frong vong 2 gid.

Vit liéu cung cap

#}eﬂrrn phan “Thuéc thi — dung dich tham gia xéf nghiém” muc thuéc

Vit liéu can thiét (khéng cung cap san)

. 07957203190, CalSet AMH Plus, 4 x 1.0 mL

. 07957211190, PreciControl AMH Plus, 4 x 2.0 mL

. 07299001190, Diluent Universal, 36 mL dung dich pha loang
mau

= Trang thiét bi thong thuang caa phong thi nghiém

= May phan tich cobase 801

Cac phu kién cho may phan tich cobas e 801:

. 06908799190, ProCell Il M, 2 x 2 L dung dich hé théng

. 04880293190, CleanCell M, 2 x 2 L dung dich rra buéng do

. 07485409001, Reservoir Cups, 8 cac dé cung cap
ProCell Il M va CleanCell M

. 06908853190, PreClean Il M, 2 x 2 L dung dich rira

. 05694302001, khay Assay Tip/Assay Cup, 6 khay x 6 chéng
khay x 105 assay fip va 105 assay cup, 3 tam 16t chat thai

. 07485425001, Liquid Flow Cleaning Cup, 2 c&c adapter dé
chua ISE Cleaning Solution/Elecsys SysClean cho quy trinh lam
sach bo phat hién bang dong chay

- 07485433001, PreWash Liquid Flow Cleaning Cup, 1 céc
adapter dé chua ISE Cleaning Solution/Elecsys SysClean cho quy
frinh lam sach bé tién rira bang dong chay

- 11298500316, ISE Cleaning Solution/Elecsys SysClean,

5 x 100 mL dung dich ria hé théng

Xét nghiém

Dé 16i uu hiéu nang xét nghiém, nén tuan theo huang dén trong tai

liéu nay cho cac may tuong ung. Tham khao hudng dan van hanh cho

ting xét nghiém dac hiéu tuong ung.

Thiét bi fu déng tron cac vi hat truace khi st dung.

bat hop cobas e pack dugc lam lanh (bao quan & 2-8 °C) 1én bo

nap/xuat hop thuée thir. Tranh tao bot. Hé thong sé tu dong diéu hoa

nhiét @6 caa thuée thar va dong/mé nap hop cobas e pack.

Chuan

Théng tin ghi nhan di liéu: Phuang phap nay da dugc chuan héa theo

xét nghiém Beckman Coulter AMH Gen Il ELISA (phién ban khong sira

déi khéng can tién pha loang).

Puang chudn chinh da dugc xac dinh frudce sé dugc tai lap trén may

phan fich bang cach dung chat chudn CalSet ¢é lién quan.

Tan suat chudn dinh: Can thuc hién chuan méi 16 thuéc thir véi hop

thudc tha mai (nghia la khéng qua 24 gis ti khi hop cobas e pack

dugc dang ky frén may phan fich).

Tan suat chudn dinh cé thé kéo dai dua trén viéc tham dinh quy trinh

chuan da duoc chap thuan bai phong thi nghiém.

Thuc hién chuan lai khi:

= sau 12 fuan néu sirdung céac hop thuée thr cung 16

= sau 28 ngay néu st dung cung hop cobas e pack do frén may
phan tich
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= khi can thiét: vi du: khi két qua mau chdang nam ngoai thang
Kiém tra chat lugng

DPé kiém tra chat lugng, st dung PreciControl AMH Plus.

M&u chung kiém fra chat lugng thich hgp cé thé duge st dung két
hop thém véi PreciControl AMH Plus.

Chay C4C Mau chung vai nong dé khac nhau t6i thiéu 1a mét 1an cho
mai 24 gic khi xét nghiém van dong strdung, mét lan véi méi hop
cobas e pack va sau méi I1an chuan.

Can than frong dac biét dé dam bao d6 dung va d6 chinh xac ctia xét
nghlem nam trong cac gisi han c6 thé chap nhan. Bén canh viéc dap
ung cac khoang gldl han dich caa PreciControl "AMH Plus duac cung
cap, ngudi dung can phai dam bao réng bias hé théng fuong tng véi
cac gia fr dich dugc chi dinh nam Trong khoang + 12 %, d6 chinh xac
trung gian CV < 8 % va sai s6 16ng cong 16i da nam frong khoang

+ 25 % (TE = |bias| + 1.65*CV). Nén st dung phan mém quy dinh
kiém tra chaT lugng.

Khoang cach gida cac lan chay mau chiing va gia fri gici han nén tay
thudc vao yeu cau riéng cua tng phong thi nghiém. KeTqua mau
chung phai ndm trong thang. M&i phong xét nghiém nén thiét lap cac
bién phap hiéu chinh néu cac gia fri mau chdng nam ngoai thang do.
Néu can, tién hanh do lai cac mau co lién quan.

Tuan thu cac quy dinh chinh phua va husng dan cua dia phuong vé
kiém fra chat lugng.

Tinh toan

May phan tich tu dong finh toan néng dé chat phan tich frong méi mau
do (dudi dang pmol/L hoac ng/mL).

Hé s& chuyén déi: pmol/L x 0.14 = ng/mL

ng/mL x 7.14 = pmol/L
Yéu té han ché - anh huéng
Su anh hugng caa cac chat néi sinh va hgp chat duge phdm sau day
[én hiéu nang xét nghiém da dugc thar nghiém. Nhiéu da dugc tha

nghiém lén dén néng dé dugc liét ké va quan sat thay khong cé anh
huéng nao dén két qua.

Cac chat néi sinh

Hop chét Néng d6 thit nghiém
Bilirubin < 1129 pmol/L hoac < 66 mg/dL
Hemoglobin < 0.62 mmol/L hoac < 1000 mg/dL
Intralipid < 1000 mg/dL

Biofin < 123 nmol/L hoac < 30 ng/mL
IgG <25g/dL

IgA <1.8g/dL

IgM <0.5g/dL

Tiéu chudn: D6 phuc héi frong khoang + 10 % gia tri ban dau.

& bénh nhan dung liéu cao biotin (nghia la > 5 mg/ngay), khéng nén
lay mau cho d@én it nhat 8 gia sau khi dung liéu biotin cuéi.

Két qua xét nghiém khong bi nhiéu béi cac yéu t6 thap khap véi nong
dé 1én dén 1000 IU/mL.

Hiéu tng mau pham ¢ néng d6 cao khéng anh hudng dén két qua
xét nghiém véi néng do AMH 1én dén 9996 pmol/L (1400 ng/mL).
Hop chat dugc pham

Thir nghiém in vitro dugc tién hanh trén 20 loai dugc pham thudng su
dung. Khéng cé hién fugng nhiéu vaéi xét nghiém vasi néng do chi
dinh nam frong bang dudi day.

Hoat chat Nong dé thit nghiém
mg/L

Acetylcysteine 1660

Ampicillin-Na 1000

Acid ascorbic 300

cobas’

Hoat chat Néng dé thit nghiém
mg/L
Cyclosporine 5
Cefoxitin 2500
Heparin 5000 U
Levodopa 20
Methyldopa 20
Metronidazole 200
Phenylbutazone 400
Doxycycline 50
Acid acetylsalicylic 1000
Rifampicin 60
Acetaminophen 200
Ibuprofen 500
Theophylline 100
Triptorelin acetafe 0.1
Metformin 2000
Axit folic 04
Levothyroxine 0.2

Trong mét 6 hiém truang hop, nhiéu c6 thé xay ra do nong dé khang

thé khang khang thé dac hiéu khang chat phan fich, khang sfreptavidin
hay ruthenium qua cdo cia méu pham phan tich. Xét nghiém da dugc
thiét ké phu hgp d@é giam thiéu cac hiéu ing nay.

Vai muc tiéu chan doan, két qua xét nghiém can dugc danh gia kem
theo bénh st, tham kham lam sang va cac phat hién khac.

Gidi han do va khoang do
Khoang do

0.07-164 pmol/L (0.01-23 ng/mL) (duac xac dinh bang gisi han phat
hién va mdec t6i da cta dusng chudn). Gia tri dudi Gigi han phat hién
dugc ghinhanla < 0.07 pmol/L (< 0.01 ng/mL). Gia tri trén khoang
do dugc ghinhan la > 164 pmol/L (> 23 ng/mL) hoac lén dén

328 pmol/L (46 ng/mL) cho mau pha loang 2 lan.

Gidi han duéi cia phuong phap do

Gigi han méau frang, Gigi han phat hién va Gigi han dinh lugng

Gisi han mau frang = 0.049 pmol/L (0.007 ng/mL)

Gidi han phat hién = 0.07 pmol/L (0.01 ng/mL)

Gigi han dinh lugng = 0.214 pmol/L (0.03 ng/mL)

Gigi han mau frang, Gigi han phat hién va Gigi han dinh lugng dugc

xac dinh theo quy dinh EP17-A2 caia CLSI (Clinical and Laboratory
Standards Instifufe: VVién Tiéu chudn Lam sang va Phong thi nghiém).

Gidi han mau trang la gia tri & phan vi thar 95 thu dugc tir viéc do s6
mau n = 60 mau khong chdia chat phan tich, dugc xac dinh qua mot
sé loat chay doc lap. Gidi han mau trang tuong ung véi néng dé ma
dudi khoang dé mau khéng chiia chat phan tich duoc phat hién vai
xac suat 95 %.

Gidi han phat hién dugc xac dinh dua frén gigi han mau frang va d6
lech chuan caa nhung mau thit co néng do thap Gisi han phat hién
tuong dng vai nong d6 chat phan tich thap nhat cé thé phat hién dugc
(gié fri 16n hon giai han mau tréng véi xac suat 95 %).

Gidi han dinh lugng 1a néng dé chat phan tich thap nhat cé thé do
dugc cho dé Iap lai vai hé sé bién thién dé chinh xac trung gian

<20 %.

Phaloang

M3u thir cé néng d6 AMH frén khoang do c¢é thé dugc pha loang bang
Diluent Universal. Ty 1& pha loang khuyén cao la 1:2 (pha loang fu
dong bang may hoac bang tay). Néng dé mau sau pha loang phai

> 71.4 pmol/L (> 10 ng/mL).

Sau khi pha loang tha céng, nhan két qua véi hé sé pha loang.
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Sau khi pha loang bang may phan tich, phan mém ty dong dua hé s6
pha loang vao khi tinh toan nong dé mau.

Giatrisinh hoc

Mot nghién cuu Trong quan thé ngusi da fréang vai xét nghiém Elecsys
AMH Plus trén cac mau fr ngusi fruéng thanh khée manh (148 nam,
887 nirkhong dung thudc franh thai) va 149 phu nir bi buéng rang
da nang (PCOS) cho céac két qua sau (Nghién ciu ctia Roche

s6 RDO01727):

S6 | phanvi | phanvi | Trungvi | phanvi | phan vi
lugng | thi2.5 thib thi 95 thi
ng/mL 975
ng/mL ng/mL ng/mL :
(95%Cl) na/mL
(95% | (95%Cl) ©95% | "9
CIv) Cl) (95 %
ch

ban 6ng khée manh

148 | 0.77 1.43 4.79 116 145

(0.17-1.68) | (0.256-1.97) (4.35-6.35) | (10.3-17.0) | (10.9-17.6)

Phu nit khée manh (tuéi)

+20-24 | 150 1.22 1.52 4.00 9.95 11.7

(0.478-1.67) | (0.758-1.81) (3.60-4.44) | (7.87-13.6) | (9.11-15.7)
-25-29 | 150 | 0.890 1.20 3.31 9.05 9.85
(0.493-1.21) | (0.797-1.75) (3.00-3.89) | (7.69-10.3) | (8.91-11.3)
-30-34| 138 | 0.576 0.711 281 7.59 8.13
(0.256-0.958) | (0.256-1.12) (2.35-3.47) | (6.84-9.52) | (7.27-9.72)
-35-39| 138 | 0.147 0.405 2.00 6.96 7.49
(0.063-0.474) | (0.053-0.496) | (1.73-2.36) | (6.31-9.37) | (6.49-10.9)
<40-44 | 142 | 0.027 0.059 0.882 444 547
(0.010-0.063) | (0.017-0.119) | (0.726-1.13) | (2.94-5.56) | (3.92-6.76)
-45-50| 169 | 0.010 0.010 0.194 1.79 271
(0.010-0.010) | (0.010-0.010) | (0.144-0.269) | (1.43-2.99) | (1.79-4.16)
Phu nir méac PCOS*
149 1.86 241 6.81 17.1 18.9
(1.564-2.50) (1.67-3.01) (6.30-7.42) | (13.3-20.3) | (16.0-21.1)
b) CI = khoang tin cay
S6 | phanvi | phanvi | Trungvi | phanvi | phanvi
lugng | thi2.5 thi 5 pmol/L thi 95 9';“‘5
pmol/L | pmol/L pmol/L ’
(95%Ch mol/L
(95%CI) | (95%CI) ©95% | P
Cl) (95 %
Cl)
DPan 6ng khée manh
148 55 10.2 34.2 828 103
(1.2-11.3) (1.8-14.1) (31.1-38.2) | (73.56-121) | (78.1-125)

Phu nit khée manh (tudi)

+20-24| 160 | 871 10.9 286 710 | 83.6

(3.41-11.9) (5.41-12.9) (25.7-31.7) | (66.2-97.1) | (65.0-112)

cobas’

Sé phanvi | phanvi | Trungvi | phanvi | phanvi
lugng | tha2.5 thib pmol/L thit 95 gt;ulfj
pmol/L | pmol/L pmol/L ’
(95%Cl) mol/L
(95%Cl) | (95%Cl) ©95% | P
Cl) (95%
ch
«25-29| 150 6.35 8.67 23.6 64.6 70.3
(3.52-8.64) (5.69-12.5) (21.4-27.8) | (b4.2-73.5) | (63.6-81.0)

-30-34| 138 | 4.11 5.08 20.0 54.2 58.0

(1.83-6.84) (1.83-8.00) (16.8-24.8) | (48.8-68.0) | (51.9-69.4)

-356-39| 138 1.05 2.89 142 49.7 53.5

(0.378-3.38) | (0.378-3.54) (12.4-16.9) | (37.9-66.9) | (46.3-77.9)

<40-44| 142 | 0.193 0.421 6.29 31.7 39.1
(0.071-0.450) | (0.121-0.850) | (5.18-8.07) | (21.0-39.7) | (28.0-48.3)

-45-50| 169 | 0.071 0.071 1.39 12.8 19.3
(0.071-0.071) | (0.071-0.071) | (1.03-1.92) | (10.2-21.3) | (12.8-29.7)

Phu n&t mac PCOS*

149 13.3 17.2 48.6 122 135

(11.0-17.8) (11.9-21.5) (45.0-53.0) | (95.0-145) | (114-151)

* Theo tiéu chuan chan doan da stia déi cua hoi chung buéng tring
da nang duac xac dinh bai hoi nghi déng thuan vé hai chang buéng
frang da nang (PCOS) giaa Rotterdam ESHRE/ASRM-sponsored
(ESHRE = Héi Sinh san va Phéi thai hoc Chau Au; ASRM = Héi Y hoc
sinh san My).25

Moi phong xét nghlem nén nghién cuu finh chuyen déi caa cac gia tri
sinh hoc theo quan fhé bénh nhan ctia minh va néu can nén xac dinh
khoang tham chiéu riéng.

Sirdung AMH dé danh gia du trit buéng tring

Viéc st dung AMH dé danh gia du trir buéng tring duoc kiém fra
frong mét nghién cau fién cdu véi n = 451 phu nutrong do tudi tu
18-44, frong d6 céc gia fri AMH tuong quan véi AFC caa ngudi nit
(Nghién cau cua Roche 56 RDO01542). AFC duac xac dinh bang cach
siéu am qua am dao do dudng kinh nang noan tu 2-10 mm. Ca AFC
va AMH déu dugc xac dinh trong ngay thi 2-4 caa cung chu ky kinh
nguyet. Tu 17 dén 115 phu nir dugc chon frong méi dia diém tai 6
dia diém khac nhau & Chau Au va 1 dia diém & Chau Uc.

Khong c6 sai biét dang ké trong céc gia tri AMH trung binh gitra cac
dia diém (pval = 0.301). Gia tri d6 tudi Trung binh gitia céc dia diém
khac nhau diang ké, va gia fri AMH va do tusi cting cé méi fuong quan
nghich cé y nghia thong ké (hé sé tuong quan Spearman la -0.47).
Dia diém co diéu chinh d6 tu6i khong anh huéng dén gia tri AMH
(pval = 0.193). Cac gia tri AFC dugc xac dinh cho thay su khéc biét
dang ké gitta cac dia diém, cé hoac khéng co diéu chinh do tusi.
Tuong quan t6ng thé ctia AMH véi AFC |2 0.68 (hé sé phan bac caa
Spearman)

Hinh dudi day cho thay su phan tan cia AMH so véi AFC, ctng nhu su
phan bé d3c frung theo dia diém ctia AMH va AFC.
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cuu nay co6 do tudi < 44, ¢é chu ky kinh nguyét déu dan va khong co
bat thuang I6n qua siéu am nga am dao. Phu nir Vi PCOS, réi loan
chuyen héa hoac nai tiét 16 va phu nir dang frai qua thu finh nhan fao
v6i ngusi hién nao bao khong bao gom frong nghién cdu nay. Tat ca
phu nt frong nghlen cuu nay nhan mét liéu kich thich FSH chudn
150 1U/ngay. Lay mau frudc khi bat dau kich thich FSH dé phan tich
AMH sau khi hoan thanh chu ky diéu tri. Dap Gng qua mdc duoc ghi
nhan & 16 phu ni. Bap ung qua muc dugc dinh nghia khi > 15 noan
bao dugc lay hoac su hay bo caa chu ky kich thich ma cé hon

20 nang noan > 12 mm va néng d6 estradiol > 11700 pmoI/L, hodc
¢6 khi hon 30 nang noan > 12 mm. Hiéu nang lam sang cda Elecsys
AMH dé du doan dap (ng qua muc vai kich thich buéng fring cé
kiém soat duoc danh gia bang phan tich duong dac tinh hoat dong
(ROC) va ap dung nguang 15 pmol/L (2.1 ng/mL) da dugc cong bé
truge d6 2829 Dy doan dap ¢ng qua mac ¢é y nghia véi dién fich
duai duong cong (AUC) caa 82.1 % (Cl 72.5-91.7 %). D6 nhay, déc
dac hiéu, gia tri tién doan duong (PPV), va gia fri tién doan am (NPV)
cho gia fri nguéng AMH 1a 15.0 pmol/L (2.1 ng/mL) dugc frinh bay
frong bang dudi day.

x: AFC (N)

y1: AMH (ng/mL)
Yo: AMH (pmol/L)
z: bia diém

Bang tuong dong vé chi so AFC tuyét doi tir 7 dén 15

Ba nhom AFC dugc xac dinh26.27 dya frén hai nguéng cua AFC: 7 va
15 (0-7,8-15, > 15). TheoTy & frong cac nhom nay (15 %, 37 %,
48 %), diém phan vi caa AMH dugagc tinh toan

(c1=4.86 pmoI/L hosc 0.681 ng/mL, ¢2 = 16.2 pmol/L hogc

2.27 ng/mL) dé xac dinh ba nhom. Su tuong dong duoc biéu hién
duai dang théng sé va 1y 1& phan fram tuyét dsi caa méi nhém AMH.

Do su bién thién Ion cta cac két qua AFC phu thudc vao su bién thién
theo dia diém va méy siéu am dac trung, méi dia 'diém nén xem xét
bang tuong ddng dé quy ddi theo diéu kién cu thé.

AFCO-7 | AFC8-15 | AFC>15 | Sé
lugng

AMH < 4.86 pmol/L 43 22 3 68
(0.681 ng/mL) (63.2%) | (32.4 %) (4.4 %)
4.86 pmol/L 20 95 52
(0.681 ng/mL) < (120%) | (66.9%) | (31.1 %) 167
AMH < 16.2 pmol/L
(2.27 ng/mL)
AMH > 16.2 pmol/L 3 52 161 216
(2.27 ng/mL) (1.4 %) (241%) | (74.5%)
S6 lugng 66 169 216 451

D0i vai bénh nhan ¢o gia fri AMH < 0.681 ng/mL, xac xuat ¢é chi s6
AFC thap (0-7) 1a 63 %, xac xuét cé chi sé AFC & nhom gidia (8-15) 1a
khoang 32 % va xac xuat chi ¢é 4.4 % dé cé chi s6 AFC > 15.

Xac xuat ctia bénh nhan c6 gia fri AMH cao (> 2.27 ng/mL) dé cé chi
s6 AFC > 15 12 75 %, xac xuat cé chi sé AFC & nhém gitra (8-15) la
24 % va xac xuat chi cé 1.4 % dé co chi sé AFC < 8.

St dung AMH dé du doan dap ing qua mutc véi kich thich budng tring co
kiém soat

Cac két qua sau thu dugc frong mot nghién cu bén ngoai "Banh gia
lam sang cGa xét ngh|em Elecsys AMH dé du doan dap {ing vai kich
thich buéng tring co kiém soat" (Nghién cau ctia Roche s6

CIM RD 001695).

AMH dugc xac dinh & 149 phu nir dang frai qua quy rinh diéu fri chat
doi khang thu thé trong chu ky diéu fri dau fien kich thich buéng tring
¢6 kiém soat trong thu finh nhan fao (IVF). Nhimg phu nit rong nghién

Dap iing qua mic
AMH ngudng 15.0 pmol/L (2.10 ng/mL)

Udc tinh 95 % Cl
D6 nhay 81.3% 54.4-96.0 %
Do dac hiéu 64.7 % 55.9-72.8 %
PPV 21.7% 12.1-342 %
NPV 96.6 % 90.5-99.3 %

Sirdung AMH dé xac dinh liéu ca nhan hang ngay caa follitropin delta
cua Ferring.

Follitropin delta dugc san xuat frong mot dong t€ bao & nguoi
(PER.C6") bang ky fhuat tai 16 hop DNA.22303T Ferring |a nha dang ky
luu hang cta follitropin delta.

Noéng @6 AMH (dudi dang pmol/L) dugc xac dinh bang xét nghiém
Elecsys AMH Plus két hdp Vi trong Iuong ca thé dugc danh gia cho
viéc xac dinh liéu dung ca nhan hang ngay cta folliropin delta frong
kich thich buéng Tru’ng c6 kiém soat dé phat frién da nang noan & phu
na dang thuc hién cac ky thuat hé trg sinh san nhu thu tinh frong éng
nghiém hosc tiém tinh Trung vao bao fuong (ICSI). Xétf nghlem Elecsys
AMH Plus dugc danh gia riéng dé xac dinh liéu dung ca nhan cia
follitropin delta (Ferring). Ché d6 liéu dung ca nhan cta follitropin delta
dva theo AMH dugc danh gia Trong nghién cuu lam sang tién ciu

pha Il ESTHER-1, ngau nhién, c6 kiém soat, lam mu, nhém song
song, da trung Tam da quoc gia thir nghiém so sanh hiéu qua va an
toan cua follitropin delta vei follitropin alfa (fi 1& ngau nhién 1:1). Phu
nir & do tudi tir 18-40 dang thuc hién kich thich buéng fring ¢é kiém
soat cho IVF hoac ICSI duot dua vao va thuc hién theo quy frinh chat
d6i khang thu thé GnRH.32 Trong nghién cuu nay, 665 bénh nhan
IVF/ICSI dugc chia ngau nhién vao nhém follitropin delta diéu tri véi
liéu c& nhan caa follifropin delta duoc xac dinh dua frén frong Iuong
ca thé va néng dd AMH (dudi dang pmol/L) do dugc vai xét nghiém
Elecsys AMH Plus. Liéu dung ca nhan hang ngay cua follifropin delta
dugc duy fri frong qua frinh kich thich khong can diéu chinh liéu.

Thong tin quan trong: Bac si lam sang muan theo déi follitropin delfa
phai doc va hiéu théng tin ké foa hién fai cua follnropln delta (Ferring)
dugc ¢ng dung frong nudc trude khi ké foa thudc ; tai liéu nay cung
cap thong tin chi tiét vé liéu dung thuc t&, higu qué lam sang va tinh an
toan cua thuée.33

Dit liéu dac hiéu vé hiéu nang
Dur liéu hiéu nang frén may phan tich duoc frinh bay dui day. Két qua
thuc hién & cac phong thi nghiém khac nhau cé thé khac nhau.

ba chinh xac

Do chinh xac dugc xac dinh vai viéc sir dung thuéce thir Elecsys, cac
mau va mau chung theo dé cuong (EP05-A3) caa CLSI (Clinical and
Laboratory Standards Institute - Vién Tiéu chuan Lam sang va Phong
thi nghiém): 2 xét nghiém cho méi mau frong mét lan chay, 2 1an chay
méi ngay, frong 21 ngay (n = 84). Két qua thu dugc trinh bay dudi
day:
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May phan tich cobas e 801
Do lap lai Do chinh xac
trung gian
Mau Trung SD cv SD cv
binh pmol/L | % | pmol/L | %
pmol/L
Huyétthanh ngusi 1 | 0.307 0.007 |24 | 0011 |36
Huyétthanh ngusi2 | 6.50 0098 | 15| 0.151 |23
Huyétthanhnguai 3 | 41.1 0477 | 12| 0850 | 2.1
Huyét thanh ngudi 4 112 1.66 1.5 3.33 3.0
Huyét thanh ngusi 5 142 2.03 14 341 24
PreciControl AMH 1 6.44 0.070 | 1.1 | 0.109 | 1.7
PreciConfrol AMH 2 33.6 0.391 12| 0546 |16
May phan tich cobas e 801
é lap lai Dé chinh xac
trung gian
Mau Trung SD cv SD cv
binh ng/mL % ng/mL | %
ng/mL
Huyétthanh ngusi 1 | 0.0430 | 0.001 |24 | 0.002 |36
Huyétthanh nguai 2 | 0.910 0014 | 15| 0021 |23
Huyétthanhngusi 3 | 5.76 0.067 | 12| 0119 |21
Huyét thanh nguoi 4 15.7 0232 | 15| 0466 |30
Huyét thanh ngusi 5 19.9 0284 | 14| 0478 |24
PreciControl AMH 1 0.902 0.010 | 1.1 | 0015 | 1.7
PreciControl AMH 2 471 0056 | 12| 0077 |16

S0 sanh phueng phap

So sanh xét nghiém Elecsys AMH Plus, 07957246190 (may phan

tich cobas e 8071; y) vai xét nghiém Elecsys AMH Plus,
07957190190 (may phan tich cobas e 601; x) cho cac méi
fuong quan sau (ng/mL):

S6 lugng mau do: 12

Passing/Bablok34
y =0.980x - 0.001
1=0.979

6

Héi quy tuyén finh
y=0.951x+0.100

r=0.999

Néng dé mau trong khoang 0.0117 va 22.1 ng/mL.

Do dac hiéu phan tich

Khang thé don dong st dung ¢é tinh dac hiéu cao véi AMH ngudi.
Phan ting chéo xay ra véi cac chat sau:

Tac nhan phan ing Nong d6 thit nghiém Phan iing chéo
chéo %
Inhibin A 100 ng/mL n.d.o
Activin A 100 ng/mL n.d.

LH 500 mIU/mL n.d.

FSH 500 miU/mL n.d.

¢) n. d. = khéng phat hién
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Dé biét thém thong tin, xin xem thém huéng dan van hanh may phéan

tich, fai liéu huéng dan st dung fuong tng va & husng dan vé cac

thanh phan can thiét (néu co & nudc cua ban).

Luén sir dung mét déu cham (ddu cham cau/dau cham hét) frong to

hudng dan st dung dé ngan cach phan nguyén va phan thap phan

w

w
N

w W

caa mét sé thap phan. Khéng st dung dau phan cach cho hang nghin.

Ky higu

Roche Diagnostics st dung cac ky hiéu va dau hiéu sau cung véi cac
ky hiéu da liét ké trong tiéu chuan ISO 15223-1 (cho My: xem
dialog.roche.com dé biét dinh nghia ctia cac ky hiéu dugc st dung):

Thanh phan hop thusc thir

Thudc thir c6 thé dugc st dung frén cac méy phan
tich/thiét bi

Thusc ther

Mau chuan

—_ Thé tich hoan nguyén

cobas’

GTIN Ma thuong pham toan c4u

Nhimg bé sung, x6a hoac thay déi dugc thé hien bang vach thay d6i & phan 1é.
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