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Tiéng Viét

Théng tin hé théng

Tén ngan ACN (ma s6 tng dung)
AMHP 10158

Muc dich st dung

Xét nghiem mién dich in vitro dung dé dinh lugng néi fiét 16
anti-Milierian (AMH) frong huyét thanh va huyét fuong ngudi. Binh
lugng AMH dugc dung dé danh gia du trir buéng frang, dé du doan
phan tng véi kich thich buéng frimg c6 kiém soat (COS), dé xac dinh
hinh thai buéng fring da nang (PCOM) dé hé fro trong chan doan Hoi
chung buong friing da nang (PCOS), va dé hé frg chan doan Nhimng
khac biét caa phat trién gisi tinh (DSD), cung véi nhing phat hién lam
sang va phong thi nghiém khac. Ngoai ra, dinh luong AMH (dang
pmoI/L) két hgp vai Trong Iuong co thé duoc st dung dé thiét lap liéu
dung ca nhan hang ngay cda noi 1iét 16 kich thich nang frimg tai 16
hop (rFSH) & nguai follltropln delta (phr hap vai thong tin ké foa hién
fai caa follitropin delfa cua Ferring) frong kich thich buéng frimg co
kiém soat dé phat trién da nang noan & phu nit dang thuc hién cac ky
thuat ho frg sinh san. Vui long luu y rang xét ‘nghiém Elecsys AMH Plus
khong duoc dung dé xac dinh bénh nhan can diéu tri bang follitropin
delta (ch&n doan khong déng hanh).

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

Tom tat

Noi tiét t6 anti-Mallerian la mét glycoprotein nhi phan dong nhat thudc
nhém yeu 16 fang frueng chuyen dang (3 (TGF B). Tat ca thanh vién cda
lién ho nay déu tham g|0 vao viéc diéu hoa tang fruang va biét hoa
mé. Truéce khi dugc fiét ra, nai tiét 16 nay irai qua su glycosy! hoa va
nhi frang héa dé fao ra mot fién chat khoang 140 kDa gém hai fiéu
don vi giéng nhau 70 kDa néi nhau qua cau néi disulfide. Méi don
phan chia mot vung fién chat Ién c6 N tan cung va mot mién hoan
thién nho hon nhiéu ¢é C tan cung. Nguoc lai véi cac thanh vién khac
caa lién ho TGF B AMH duoc cho la can cé mién cé N an ciing dé
kich hoat mién ¢ C tan ciing dé dat hoat tinh sinh hoc day du.!2

Mét phan ctia AMH sau dé dugc phan cat & mét vi tri déc hiéu gita
vung tién chat va viing hoan thién trong khi di qua 1€ bao chét dé fao
cac nhi phan déng hop c6 hoat tinh sinh hoc vai N tan cung 110 kDa
va Cfan cung 25 kDa, chung gitr nguyén dang hén hop lién ket khong
cong héatri. Thu thé AMH tip IT (AMH RIl) chi cé kha nang gan két véi
dang AMH ¢6 hoat tinh sinh hoc.2

& nam gidi, AMH dugc fiét ra tir cac té bao Serfoli ctia tinh hoan. Trong
qua trinh phat trién phéi thai bé trai, viéc tiét AMH tir cac té bao Serfoli
caa tinh hoan chiu frach nhiém cho su thoai hoa cac 8ng Miillerian va
Su phaT trién binh thudng cua duang sinh san nam. Viéc tiét AMH bai
cac t€ bao Sertoli bat dau frong qua trinh phat frién phéi va lién fuc
trong suét cude dai. AMH duac fao ra lién fuc bai tinh hoan cho dén
khi day thi va sau d6 giam dan khi qua tugi day thi.3

& nir gisi, AMH déng mét vai tro quan freng frong sinh ly sy phat trién
nang noan cua buéng Trung 4 Nang noan phat trién frong buéng Trung
bao gém hai giai doan riéng biét: Tuyen chon ban dau, qua dé cac
nang noan non bat dau trugng fhanh, va tuyén chon tuan hoan, dan
dén sy tang fruang ca moét doan hé nang noan ¢é héc nho, trong do
nang fréi (danh dé rung tring) duoc lua chon sau d6. FSH (not fiét 16
kich thich nang tring) diéu khién qua trinh tuyén chon tuan hoan. Biéu
hién AMH frong € bao hat bat dau trong nang noan nguyén thay va dat
t6i da frong té€ bao hat caa nang noan tién héc va cé hée nho dudng
kinh 16i da dén 6 mm. Khi tang truéng nang noan ré nén phu thudc
FSH, biéu hién AMH giam va tr nén kho phat hien. Kiéu biéu hién
AMH nay hé frg vai tro tc ché caa AMH & hai giai doan riéng biét cda
sinh Iy sy phat trién cua nang noan. Bau fién, AMH dc ché sy chuyén
dai cua nang noan tur giai doan nguyén thay qua giai doan Trucng
thanh va do d6 ¢6 vai tro quan frong trong viéc diéu hoa s6 lugng
nang noan con lai frong hé nang noan nguyén thay. Tha hai, AMH ¢é

tac dung dc ché d6 nhay nang noan déi vai FSH va do dé cé mot vai
fro frong qua frinh Iya chon nang noan.56

Néng dé AMH huyet thanh hau nhu khéng phat hién dugc & nir gisi
khi mai sinh, dat néng dé dinh sau khi day thi, sau dé giam dan theo
tusi, va tré nén khong phat hién duac khi & thoi ky man kinh.”.8 Nong
d6 AMH huyét thanh tuong déi én dinh trong suét chu ky kinh nguyét
v6i cac thay d6i dang ké quan sat dugc & phu nirfré tu6i.® 191! Néng
dé AMH ciing cho thay ¢o bién thién frong va gitia chu ky thap hon so
véi duang chudn FSH.10 Néng a6 AMH huyét thanh gidm dang ké khi
st dung cac thuéc tranh thai dang phdi hop.'? Ung dung lam sang
caa cac phép do AMH da dugc dé xuat cho mét loat chi dinh.13.14.15
Cac phép do AMH huyét thanh dugc sirdung lam sang de danh g|a
du trir buéng frang phan anh sé Iucng nang noan thu cap va so cap,
con goi la nang noan th cap (AFC), dé du doan phan ung véi kich
thich buéng triing c6 kiém soat,'31516 va 'dé xac dinh PCOM nham hé
trg chan doan PCOS.'” Ung dung lam sang bé sung ctia AMH 1a hé trg
chan doan Nhimng khac biét caa phat trién gidi tinh (DSD) & fré
em'81920 v3 giam sat u té& bao hat dé phat hién bénh con sét lai hogc
fai phat.2'22 Néng d6 AMH huyeT thanh thay ddi frong cac réi loan lien
quan dén kha nang sinh san & nam gisi nhu vé tinh khong dotic
nghén hoac hoi chung Klinefelter.23 Ngoai ra, AMH con dugc dé xuat
lam dzgu an sinh hoc thay thé dé du doan thai gian dén thai ky man
kinh.

Nguyén ly xét nghiém

Nguyeén ly bt cap. Téng thai gian xét nghiém: 18 phut.

= 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 phuc hgp ruthenium® fao thanh phic hgp bat
cap.

= Thai ky @ tha hai: Sau khi thém cac vi hat pha streptavidin, phic
hop mién dich trén tré nén gan két véi pha ran théng qua su tuong
tac gitia biotin va streptavidin.
Hén hgp phan ung duoc chuyén t6i budng do, & d6 cac vi hat déi
tir dugc bat gitr frén bé mat caa dién cuc. Nhig thanh phan
khéng gan két sé bi thai ra ngoai buéng do béi dung dich
ProCell Il M. Cho dién ap vao dién cuyc sé tao nén su phat quang
hoa hoc dugc do bang bé khuéch dai quang tu.

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

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

Thuéc thi - dung dich tham gia xét nghiém

Hoép cobas e pack dugc dan nhan AMHP.

M Vihat pha streptavidin, 1 chai, 5.8 mL:
Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.
R1  Anti-AMH-Ab~biotin, 1 chai, 7.2 mL:
Khang thé don dong khang AMH danh dau biotin (chuét)
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 phuc hop
ruthenium 1.0 mg/L; @ém phosphate 50 mmol/L, pH 7.5; chat
bao quan.

Than trong va canh bao

Strdung bdi chuyén vién y t& trong chan doan in vifro. Ap dung cac
canh bao théng thuang can thiét cho viéc xu ly cac loai thuée thu
phong thi nghiém.

Chat thai lay nhiém hogc nhiém khuan:

Canh bao: xt Iy chat thai nhu vat liéu co fiém nang nguy hiém vé mat
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sinh hoc. Loai bé chat thai tuan theo huang dan va quy trinh da dugc
chap thuan cua phong xét nghiém.

Tac hai méi truang: )

Ap dung tat ¢a quy dinh xt ly phti hgp ctia dia phuong dé xac dinh
cach loai bd an foan.

Bang dir lieu an toan hoa chat ¢ s&n dé cung cap cho chuyén vién st
dung khi ¢o6 yéu cau.

Hop nay chia cac thanh phan dugce xép loai theo Quy dinh (EC)

S6 1272/2008:

Canh bao

H317 Cé thé gay phan dng di ung da.

Phong tranh:

P261 Tranh hit suong hoac hoi.

P272 Quan o lam viéc bi nhiém khéng dugc phép mang ra
khoi nai lam viéc.

P280 Deo géng fay bao vé.

X tri:

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

P313 té/cham séc y té.

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

P364 dung lai.

Xu ly:

P501 Xur ly cac thanh phan/dung cu chda 6 mét nha may xi

ly chat thai da dugc chap thuan.
Nhan an toan san pham theo huéng dan cta GHS Chau Au.
S6 dién thoai lién lac: tat ca quéc gia: +49-621-7590
Tranh dé cac dung dich thuéc thir va cac mau (mau xét nghiém, mau
chuan va mau chang) bi tao bot.
St dung thudc thi
Cac thugc thir frong hop dugc dung trong mét bé cac chai san sang
dé s dung va khong thé tach riéng.
Tat ca thong tin can thiét cho viéc chay thude thir co sdn théng qua
cobas link.
Bao quan va do n dinh
Bao quan 6 2-8 °C.
Khong trir déng.
D3t hop thuée thu cobas e pack theo huang théang ding nhadm dam bao
tinh hiru dung cha toan bé cac vi hat frong khi trén tu dong truéce khi
st dung.

D6 én dinh:

chua maé nap ¢ 2-8°C dén ngay hét han st dung ghi
frén nhan

frén may phan fich 16 tuan

Lay va chuan bi mau

Chi nhimg mau dugc liét ké duai day da dugc thir nghiém va duge
chap nhan.

Huyét thanh va huyét tuong chéng dong bang Li-heparin dugc lay
bang céach st dung cac 6ng chuan Idy mau hoac céc éng chua gel
tach.

Khéng st dung huyét tuong chéng déng bang EDTA.

cobas’

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

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

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

(< 0.5 ng/mL) va hé sé goc 0.9-1.1 + d6 léch tai 7.14 pmol/L

(1 ng/mL) va 25 pmol/L (3.5 ng/mL) < 10 % + hé s6 tfuong quan

> (0.95.

Mau én dinh frong 3 ngay & 20-25 °C, 5 ngay 6 2-8 °C, 6 thang &

-20 °C (+ 5 °C). Chi déng lanh mot 1an.

Cac loai mau pham dugc liét ké da duoc thir nghiém cung véi bo cac

éng nghiém 18y mau chon loc, ¢6 ban trén thi trugng vao thai diém xét

nghiém, nghia la khéng phai tat ca cac 6ng lay mau cua cac nha san

xuat déu dugc thir nghiém. Cac bo éng chira mau caa cac nha san

xuat khac nhau cé thé lam tir nhimg vat liéu khac nhau ¢é kha nang

anh huéng dén két qua xét nghiém frong mét sé fruang hop. Khi xar ly

mau trong cac 6ng chinh (6ng chia mau), phai tuan theo huéng dan

cua nha san xuat éng.

Ly fam cac mau c6 két taa truée khi thuc hién xét nghiém.

Khéng strdung cac mau bi bat hoat bai nhiét.

Khéng st dung mau thar va mau ching dugc én dinh bang azide.

Dam bao nhiét @6 cta cac mau bénh pham va mau chuan & 20-25 °C

trude khi fién hanh do.

Do ¢6 khé nang xay ra cac hiéu ung bay hoi, cac mau bénh pham va

mau chuan frén cac thiét bi phan tich phai dugc do frong vong 2 gie.

Vit liéu cung cap

Xem phan “Thuéc thr — dung dich tham gia xét nghiém” muc thuéc

thar.

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 théng thuang caa phong thi nghiém

= May phan fich cobas e

Cac phu kién yéu cau cho may phan fich cobas e 402 va cobas e 801:

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

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

. 07485409001, Reservoir Cup, 8 céc dé dong 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 céc¢ chuyén ddi
dé dong ISE Cleaning Solution/Elecsys SysClean cho Liquid Flow
Cleaning Detection Unit

. 074854330071, PreWash Liquid Flow Cleaning Cup, 1 c6c
chuyén déi dé dong ISE Cleaning Solution/Elecsys SysClean cho
Liquid Flow Cleaning PreWash Unit

. 11298500316, ISE Cleaning Solution/Elecsys SysClean,
5 x 100 mL dung dich rira hé théng

Xét nghiém

DE t&i uu hiéu nang xét nghiém, nén tuan theo huéng dan trong fai

liéu nay cho cac may tuong dng. Tham khao huéng dan van hanh cho

ting xét nghiém dac hiéu tuong ung.

Thiét bi fy déng tron cac vi hat trudce khi st dung.

Dat hép cobas e pack dugc lam lanh (bao quan & 2-8 °C) 1én bd

nap/xuat hép thuée thar. Tranh fao bot. Hé théng sé tu déng diéu hoa

nhiét @6 caa thuéc thirva dong/mé nap hop cobas e pack.

Chuan

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

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

déi khéng can tién pha loang).
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Pudng chuan chinh da dugc xac dinh trudc sé dugc tai lap trén may
phan tich bang cach dung chat chudn CalSet ¢é lién quan.

Tan suat chuan dinh: Can thuc hién chuan méi 16 thuéc thir véi hop
thuéc thir méi (nghia la khong qua 24 gis tir khi hop cobas e pack
dugc dang ky frén may phan tich).

Tan suat chuan dinh c6 thé kéo dai dua trén viéc tham dinh quy trinh
chudn da duoc chap thuan bai phong thi nghiém.

Thuc hién chuan lai khi:

= sau 12 tuan néu st dung cac hop thuée thir cung 16

= sau 28 ngay néu st dung cung hép cobas e pack dé frén may
phan tich

= khi can thiéf: vi du: khi két qua mau chdang nam ngoai thang

Kiém tra chat lugng

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

M&u chung kiém fra chat lugng thich hgp cé thé dugc st dung két

hop thém véi PreciControl AMH Plus.

Chay cac mau chung véi néng do khac nhau 16i thiéu la mot [an cho

mGi 24 gid khi xét nghiém van dong strdung, mét lan véi méi hop
cobas e pack va sau méi lan chuan.

Can than frong dac biét dé dam bao do dung va d6 chinh xac caa xét
nghlem nam trong cac gisi han c6 thé chap nhan. Bén canh viéc dap
(ng cac khoang gigi han dich ctia PreciControl AMH Plus dugc cung
cap ngusi dung can phai dam bao réng bias hé théng fuong ung véi
cac gia fri dich dugc chi dinh nam frong khOang + 12 %, d6 chinh xac
trung gian CV < 8 % va sai s6 téng cong t6i da nam frong khoang

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

Khoang cach gitia cac lan chay mau chdng va gia fri gisi han nén tuy
thuéc vao yéu cau riéng caa tung phong thi nghiém. K&t qua mau
chung phai nam frong thang. M6éi phong xét nghiém nén thiét lap cac
bién phap hiéu chinh néu cac gia fri mau chdng nam ngoai thang do.
Néu can, fién hanh do lai cac mau co lién quan.

Tuan thu cac quy dinh chinh pha 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 (dudgi dang pmol/L hodc ng/mL).

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

ng/mLx 7.14 = pmol/L

Yéu té han ché - anh huéng

Su anh hugng caa cac chat ndi sinh va hgp chat duge pham sau day
[&én hiéu nang xéf nghiém da dugc tha nghiém. Nhiéu da dugc tha
nghiém lén dén néng dé duac liét ké va quan sét thay khéng cé anh
huéng nao dén két qua.

Cac chat néi sinh

Hop chét Néng do xét nghiém
Bilirubin < 1129 pmol/L hoac < 66 mg/dL
Hemoglobin < 0.62 mmol/L hoac < 1000 mg/dL
Infralipid < 1000 mg/dL

Biofin <4912 nmol/L hogc < 1200 ng/mL
IgG <25 g/dL

IgA <1.8g/dL

IgM < 0.5 g/dL

Tiéu chuan: Do léch < 10%.

Két qua xét nghiém khong bi nhiéu bai cac yéu t6 thap khap vai neng
dé lén a@én 1000 IU/mL.

Hiéu tng mau pham ¢ néng d6 cao khéng anh hudng dén két qua
xét nghiém véi néng dé AMH Ién dén 9996 pmol/L (1400 ng/mL).

cobas’

Hop chat dugc pham

Xét nghiém in vitro dugc tién hanh frén 20 loai dugc pham thusng s
dung. Khéng cé hién tugng nhiéu véi xét nghiém vai néng dé chi
dinh nam tfrong bang duéi day.

Hoat chat Néng d6 thit nghiém
mg/L
Acetylcysteine 1660
Ampicillin-Na 1000
Acid ascorbic 300
Cyclosporine 5
Cefoxitin 2500
Heparin 5000U
Levodopa 20
Methyldopa 20
Metronidazole 200
Phenylbutazone 400
Doxycycline 50
Acid acetylsalicylic 1000
Rifampicin 60
Acetaminophen 200
Ibuprofen 500
Theophylline 100
Triptorelin acetate 0.1
Metformin 2000
Acid folic 04
Levothyroxine 0.2

Trong mét 6 hiém truong hap, nhiéu ¢6 thé xay ra do nong doé khang
thé khang khang thé dac hiéu khang chat phan tich, khang sfreptavidin
hay ruthenium qua cao cua mau pham phan tich. Xét nghiém da dugc
thiét k& phu hgp dé giam thiéu cac hiéu ung nay.

Vi 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.

Gigi han do va khoang do

Khoang do

0.07-164 pmol/L (0.01-23 ng/mL) (dugc xac dinh bang gidi han phat
hién va mc t6i da ctia duang chuan). Gia fri dusi Gisi han phat hien
dugc ghi nhan la < 0.07 pmol/L (< 0.01 ng/mL). Gi tri trén khoang
do dugc ghi nhan la > 164 pmol/L (> 23 ng/mL) hoac len dén

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

Gidi han duéi caa phuong phap do

Gidi han mau trang, Gigi han phat hién va Gigi han dinh luong

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

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

Gigi han dinh lugng = 0.214 pmol/L (0.030 ng/mL)

Gidi han mau trang, Gigi han phat hién va Gigi han dinh lugng dugc
xac dinh theo quy dinh EP17-A2 ctia CLSI (Clinical and Laboratory
Standards Instifute: VVién Tiéu chudn Lam sang va Phong thi nghiém).
Gigi han mau trang la gia tri & phan vi tha 95 thu dugc tir viec do s6
mau n = 60 mau khéng chua chat phan tich, dugc xac dinh qua mot
sé loat chay doc lap. Gigi han mau trang tuong ung véi néng dé ma
dudi khoang do mau khong chdra chat phan tich dugc phat hién vai
xac suat 95 %.

Gidi han phaT hién dugc xac dinh dua frén gi¢i han mau trang va do
léch chuan caa nhung mau thit co néng do thap. Giai han phat hién

tuong ung voi nong do chat phan fich thap nhat cé thé phat hien dugc
(gié fri 16n hon giéi han mau fréng véi xac suét 95 %).
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Gigi han dinh luong la néng dé chat phan tich thap nhat cé thé do
dugc cho dé lap lai vai hé sé bién thién dé chinh xac frung gian
<20 %.

Pha loang

M&u thir cé néng @6 AMH frén khoang do ¢é thé dugc pha loang bang
Diluent Universal. Ty 1& pha loang khuyén nghi la 1:2 (pha loang fu
dong bang may phan tich hoac bang tay). Khi can thiét, ty 1& pha loang
thu cong 1:10 la thich hgp (xem bang khoang tham chiéu nhi khoa).
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.

Sau khi pha loang bang may phan tich, phan mém tu dong dua hé s6
pha loang vao khi finh toan néng dé mau.

Giatrisinh hoc

Mét nghién cuu trong quan thé ngudsi da trang véi xét nghiém Elecsys
AMH Plus trén cac mau tir nguai fruang thanh khoe manh (148 nam,
887 nit khong dung thuée franh thai) va 149 phu ni bi PCOS cho cac
két qua sau?®:

cobas’

S6 | Phanvithi2.5 | Phanvithi5 Trung vi Phanvithi95 | Phan vi thit

luong 97.5

pmol/L pmol/L pmol/L pmol/L
mol/L
(95% CI) (95% Cl) (95%Cl) (95% CI) P
(95%Cl)

«20-24 | 150 8.71 10.9 28.6 71.0 83.6
(341-11.9) (5.41-12.9) (26.7-31.7) (66.2-97.1) (65.0-112)

«25-29 | 150 6.35 8.57 236 64.6 70.3
(3.52-8.64) (5.69-12.5) (21.4-27.8) (64.2-73.5) | (63.6-81.0)

-30-34 | 138 411 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)

+36-39 | 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)

Phy nirméc PCOS

149 133 17.2 486 122 135

(11.0-17.8) (11.9-21.5) (45.0-563.0) (95.0-145) (114-151)

S6 | Phanvithi2.5 | Phanvithi5 Trung vi Phanvithi95 | Phéanvithi
lugng 97.5
ng/mL ng/mL ng/mL ng/mL
ng/mL
@s%c)” (95%Cl) (95%Cl) (95%Cl) ¢
(95% Cl)
Ban ong khée manh
148 0.77 143 479 1.6 145
(0.17-1.58) (0.256-1.97) (4.35-5.35) (10.3-17.0) | (10.9-17.6)
Phu nit khée manh (tusi)
+20-24 | 150 1.22 1.62 400 9.95 1.7
(0.478-1.67) (0.768-1.81) (3.60-4.44) (7.87-13.6) 9.11-16.7)
+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 0711 2.81 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
(0.053-0.474) | (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 nirméc PCOS
149 1.86 241 6.81 17.1 189
(1.54-2.50) (1.67-3.01) (6.30-7.42) (13.3-20.3) | (16.0-21.1)
b) Cl = khoang fin cay
S§ | Phanvithi2.5 | Phanvithi5 Trungvi Phanvi thi95 | Phan vi thi
lvong 975
pmol/L pmol/L pmol/L pmol/L
I/L
(95%Cl) (95% CI) (95%Cl) (95%Cl) pmo
(95% Cl)
Pan 6ng khée manh
148 55 10.2 342 82.8 103
(1.2-11.3) (1.8-14.1) (31.1-38.2) (73.5-121) | (78.1-125)
Phu nit khée manh (tudi)

* Theo tiéu chuan chan doan da sda déi caa héi chung buéng tring
da nang dugc xac dinh bai hoi nghi déng thuan vé PCOS gita
Rofterdam ESHRE/ASRM-sponsored (ESHRE = Héi Sinh san va Phéi
thai hoc Chau Au; ASRM = Héi Y hoc sinh san My).26

Viéc phan tich cac mau tir mét doan hé tré em (484 nam cé kiéu hinh
r6 rang khée manh va 282 ntr ¢6 kiéu hinh r6 rang khoe manh) frong
dé tudi tir 1 ngay sau khi sinh dén 18 tudi mang lai két qua nhu sau.?’

S6 lugng Phan vithi 2.5 Trung vi Phan vithi97.5
pmol/L (90% CI) pmol/L (90% CI)
Nam khée manh (tuéi)
02 mc) 42 78.11 2588 606.46
(58.89-108.94) (409.51-699.86)
370t 44 159.60 554.3 1186.20
(57.93-199.81) (982.69-1495.78)
s.10nt 15 22552 703.0 1391.71
(0-330.32) (1113.36-1962.28)
11-20nt 43 161.70 537.0 1310.46
(59.38-203.13) (1138.87-1641.31)
21-28 nt 25 24498 567.0 1102.37
(142.28-359.27) (777.43-1284.35)
29-364 nt 66 235.52 551.2 1125.86
(165.156-323.18) (706.65-1358.86)
1-49 1d) 60 310.70 692.7 142529
(246.56-422.97) (1089.83-1577.96)
5791 39 23833 511.5 1108.32
(187.26-301.84) (868.53-1296.48)
8-11.9t 60 96.58 426.3 1131.44
(0-100.14) (1045.31-1497.03)
12-14.9t 39 9.43 71.65 331.80
(0-15.48) (144.80-464.85)
156-1891 51 16.76 58.2 130.04
(7.83-22.03) (95.39-153.18)
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Sé lugng Phan vi thi 2.5 Trung vi Phéan vithi97.5
pmol/L (90% Cl) pmol/L (90% CI)
Nir khoe manh (tuéi)
0-28 nt 87 < Ler) 042 6.73
(2.49-9.93)
29-364 nt 28 1.39 31.23
<LoQ
(7.77-57.05)

1-4.99t 37 1.256 11.65 43.72
(0-2.06) (33.20-58.55)

5-7.99t 29 1.36 10.81 39.51
(0-2.06) (24.21-568.65)

8-11.99t 40 292 16.99 52.82
(0.11-4.63) (32.16-68.88)

12-14.991 31 297 16.75 46.56
(0-4.97) (28.19-61.91)

15-18.991 30 2.05 19.76 84.09
(0-2.82) (60.86-121.49)

¢) ngay tudi
d) tuéi

e) Gidi han dinh luong

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

S dung AMH dé danh gia du trit buéng tring

Viéc sir dung AMH @€ danh gia du frar buéng trang dugc kiém tra
trong mét nghién cuu tién ciu véin = 451 phu nuTrong dé tudi tu
18-44, trong d6 cac gia tri AMH fuang quan véi AFC cua nguai nir.28
AFC dugc xac dinh bang cach siéu am qua am dao do duang kinh
nang noan ttr 2-10 mm. Ca AFC va AMH déu dugc xac dinh trong ngay
thi 2-4 caa cung chu ky kinh nguyét. Tu 17 dén 115 phu nir dugc
chon frong mai dia diém fai 6 dia diém khac nhau & chau Au va 1 dia
diém & chau Uc.

Khong ¢ sai biét dang ké frong cac gid tri AMH trung binh gitta cac
dia diém (pval = 0.301). Gia tri @6 tudi trung binh gitia cac dia diém
khac nhau dang ké, va gia tri AMH va d6 tusi ciing cé méi tuong quan
nghich c6 y nghia théng ke (he s6 fuong quan Spearman 1a -0.47).
Dia diém ¢6 diéu chinh d6 tudi khong anh husng dén gia tri AMH
(pval = 0.193). C4c gia fri AFC duoc xac dinh cho thay su khac biét
dang ké gitra cac dia diém, cé hodc khong co didu chinh d6 tudi.
Tuong quan téng thé ctia AMH véi AFC 1a 0.68 (hé s6 phan bac ciia
Spearman).

Hinh dudi day cho thay sy phan tan ctia AMH so véi AFC, cang nhu su
phan b dac frung theo dia diém cta AMH va AFC.

cobas’

Y Y,
? 20— $1407

120+

abxtbe
NESS S
M

100 v

x: AFC (N)

y1: AMH (ng/mL)
Y2: AMH (pmol/L)
z: Dia diém

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

Ba nhém AFC dugc xac dinh2930 dya frén hai nguéng ctia AFC: 7 va
15 (0-7,8-15, > 15). Theo 1y l& frong cac nhom nay (15%, 37%,
48%) diém phan vi caa AMH dugoc finh foan

(c1=4.86 pmoI/L hogc 0.681 ng/mL, c2 = 16.2 pmol/L hoac

2.27 ng/mL) dé xac dinh ba nhom. Su tuong dong duoc biéu hién
dudi dang théng sé va 1y 1& phan tram fuyét d&i caa méi nhém AMH.

Do su bién thién lon cua cac két qua AFC phu thudc vao su bién thién
theo dia diém va may siéu am dac trung, mai dia 'diém nén xem xét
bang tuong déng dé quy déi theo diéu kién cu thé.

AFC0-7 AFC8-15 AFC>15 Sé
luong

AMH < 4.86 pmol/L 43 22 3 68
(0.681 ng/mL) (63.2%) (32.4%) (4.4%)
4.86 pmol/L (0.681 ng/mL) < 20 95 52
AMH < 16.2 pmol/L (12.0%) (56.9%) (31.1%) 167
(2.27 ng/mL)
AMH > 16.2 pmol/L 3 52 161 216
(2.27 ng/mL) (1.4%) (24.1%) (74.5%)
S6 lugng 66 169 216 451

Da6i véi bénh nhan coé gia fri AMH < 4.86 pmol/L (0.681 ng/mL), xac

xuat cé chi s6 AFC thap (0-7) la 63%, xac xuat ¢6 chi s6 AFC & nhom
gitta (8-15) la khoang 32% va xac xuat chi c6 4.4% dé co chi s6 AFC
> 15.

Xac xuat ctia bénh nhan ¢é gia tri AMH cao (> 16.2 pmol/L;

2.27 ng/mL) dé co chi sé AFC > 15 1a 75%, Xac xuat ¢é chi s AFC &

nhém gitia (8-15) la 24% va xac xuat chi cé 1.4% dé ¢ chi s6 AFC
<8.

Sirdung AMH dé du doan phan ing buéng tring véi kich thich buéng
tring c6 kiém soat

AMH dé du doan phan iing cao vai kich thich budng tring

Nhung keTqua sau thu dugc frong mét nghién cau bén ngoal “Banh

gia lam sang caa xét nghlem Elecsys AMH dé du doan dap ung véi
kich thich buéng tring c6 kiém soat”.3!

Trong nghién cdu nay, AMH dugc xac dinh & 149 phu nit dang trai
qua quy frinh diéu fri chat d6i khang thu thé frong chu ky diéu fri dau
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tién kich thich buéng tring cé kiém soét trong thu tinh nhan tao (IVF).
Nhimg phu nit trong nghién cuu nay ¢é dé tudi < 44, ¢6 chu ky kinh
nguyét déu dan va khong co bat thuang 16n qua siéu am nga am dao.
Phu nir vai PCOS, réi loan chuyé’n hoa hoac noi fiét t6 va phu nir dang
frai qua thy finh nhan tao véi nguai hién nao bao khéng bao gom
frong nghién cdu nay. Tat ca phu nir frong nghlen cuu nay nhan mét
liéu kich thich FSH chuan 150 IU/ngay. Lay mau frusc khi bat dau kich
thich FSH dé phan tich AMH sau khi hoan thanh chu ky diéu fri. Dap
ung qua muc dugc ghi nhan & 16 phy ni. Bap ung qua muc dugc
dinh nghia khi > 15 noan bao duac 1dy hosc su huy bé cua chu ky
kich thich ma ¢é hon 20 nang noan > 12 mm va noéng dé Estrodlol

> 11700 pmol/L, hogc ¢6 khi hon 30 nang noan > 12 mm. Hiéu nang
lam sang caa Elecsys AMH dé du doan dap {ing qua muc vai kich
thich buéng triing co kiém soat duoc danh gia béng phan tich duong
dac tinh hoat dong (ROC) va ap dung nguang 15 pmol/L (2.1 ng/mL)
da dugc cong bé fruse d6.32:33 Dy doan dap ung qua muc cé y nghia
vai dién tich dudi duong cong (AUC) cuia 82.1% (Cl 72.5-91.7%). B6
nhay, dé ddc hiéu, gia tri tién doan duong tinh (PPV), va gia tri tién
doan am tinh (NPV) cho gia fri nguang AMH Ia 15.0 pmol/L

(2.1 ng/mL) duac frinh bay frong bang dugi day.

Dap (ng qua muc

AMH nguéng 15.0 pmol/L (2.10 ng/mL)

Udc tinh 95% Cl

Do nhay 81.3% 54.4-96.0%

Do déc hiéu 64.7% 55.9-72.8%

PPV 21.7% 12.1-34.2%

NPV 96.6% 90.5-99.3%

AMH dé du doan phan ing thap vei kich thich buéng tring

cobas’

nghiém hoac fiém tinh fring vao bao tuong (ICSI). Xét nghiém Elecsys
AMH Plus dugc danh gia riéng dé xac dinh liéu dUng ca nhan caa
follitropin delta (Ferring). Ché d6 liéu dung ca nhan caa follitropin delta
dua theo AMH dugc danh g|a Trong nghién cau 1am sang fién cau pha
I ESTHER-1, ngau nhién, c6 kiém soat, lam mu, nhém song song, da
trung tam, da quéc gia thar nghiém so sanh hiéu qua va an foan caa
follitropin delta vi follitropin alfa (fi 1& ngau nhién 1:1). Phuni & do
tudi ttr 18-40 dang thuc hién kich thich buéng tring c6 kiém soat cho
IVF hogc ICSI dugc dua vao va thuc hién theo quy frinh chat déi khang
thu thé GnRH.38 Trong nghién ctu nay, 665 bénh nhan IVF/ICSI dugc
chia ngau nhién vao nhém follitropin delta diéu trj véi liéu ca nhan cta
follitropin delta dugc xac dinh dua frén frong qung co thé va néng do
AMH (dugi dang pmol/L) do dugc vai xét nghiém Elecsys AMH Plus.
Liéu dung ca nhan hang ngay cua follitropin delta dugc duy tri frong
qua frinh kich thich khéng can diéu chinh liéu.

Théng tin quan trong: Bac si lam sang muén theo dai follifropin delfa
phai doc va hiéu théng tin ké toa hién fai cua follitropin delta (Ferring)
dugc ung dung frong nudc truace khi ké toa thudc; tai liéu nay cung
cap théng tin chi fiét vé liéu dung thuc t€, hiéu qua 1am sang va finh an
toan ctia thuée.3°

Dit liéu dac hiéu vé hiéu nang
D liéu hiéu nang trén cac may phan tich duoc frinh bay dudi day. Két
qua thuc hién & cac phong thi nghiém khac nhau ¢ thé khac nhau.

Pa chinh xac

Do chinh xac dugc xac dinh vai viéc sir dung thuéce thir Elecsys, cac
ma&u va mau ching theo dé cuong (EP05-A3) ctia 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 duac trinh bay dudi
day:

Viéc str dung AMH huyét thanh, duoc do bai xéf nghiém Elecsys AMH, May phan tich cobas e 402 va cobase 801
dé du doan phan dng busng tring Thap sau khi diéu fri hiém muon P "
dugc diéu fra frong nghién cuu lam sang héi cuu, quan sat, mot frung Dolaplai bo chu_m frung
tam.34 Trong nghién cdu nay, muc AMH huyét thanh & 1248 phu nar gian
fruéng thanh hiém muén dugc do chua day sau thang truée khi kich Mau Trung SD oV SD oV
thich buéng tring béng phuong phép diéu fri bang thuse déi khang binh pmol/L | % | pmolL | %
hormone giai phéng gonadotropin (GnRH). Cac déi fugng dugc chia
thanh 4 nhém dua frén phan dng buéng fring caa ho nhu dugc do pmol/L
bang s6 té bao tring: thap (0-3), dudi muc téi uu (4-9), 16i uu (10-15) Huyétthanh ngusi 1 | 0.355 | 0.00744 | 2.1 | 0.0136 | 3.8
va ¢do (> 15). AUC cho phan ting buong tring du doan AMH la 0.85 _ —
(0.83-0.88) cho phan (ing th&p (s6 lugng 0-3 & bao fring). Ngudng Huyétthanhngusi2 | 643 | 00935 | 1.5 | 0.179 | 2.8
huyét thanh 16i uu caa phan (ing buéng frang thap la 6.4 pmol/L x =
(0.89 ng/mL). Hiéu nang lam sang thé hién dudi dang @6 nhay chan Huyétthonh ngudi3 |  33.1 0.511 19 119 36
doan va dé dac hieu 1an lugt la 74.4% va 79.8%. Huyétthanh ngusi4 | 96.7 1.39 14| 3568 |37
Sirdung AMH dé xac dinh PCOM dé hé trg chan doan PCOS Huyét thanh nguai 5 153 2.89 19| 490 |32
Viéc st dung AMH dé thay thé AFC dugc xac dinh bang siéu am qua :
nga am dao (TVUS)3 trong viéc xac dinh hinh thai buéng tring da Elremﬁ)ontrol AMH 741 00945 | 1.3 | 0210 |28
nang (PCOM), mét frong ba tiéu chi dugc sir dung dé chan doan hoi us
chung budng fring da nang (PCOS), da dugc nghién cuu frong PreciConfrol AMH 36.7 0297 |08 105 |29
APHRODITE.T” APHRODITE la mét nghién ctu kiém soat frudng hop Plus 2
hoi cuiu, khéng can thiép, da trung fam trong d6 ngudng la 23 pmol/L
(3.2 ng/mL) cho AMH dugc Iay va xac nhan dé xac dinh PCOM va hé PR :
trg chan doan PCOS & phu nit 25-45 tudi. Nguéng duac 1ay tir mot May phan fich cobas e 402 va cobase 801
doan he gom 1059 phu nit (484 trusng hgp PCOS va 575 mau o lap lai P chum trung
chung) va duoc xac thuc frong mét doan hé riéng g6ém 955 phu nir T ) jiun
(455 fruong hgp va 500 mau chung) T4t ca cac truang hop la phu nir
¢6 kiéu hinh PCOS A (nghia la c6 biéu hién it rung fring/khéng rung Mau Trung SD cv SD cv
tring, cuang androgen va PCOM). Trong doan hé xac thyc, ngusng binh ng/mL | % | ng/mL | %
AMH Ia 23 pmol/L (3.2 ng/mL) dat dé nhay 88. 6% va do6 dic hiéu ng/mL
84.6% cho chan doan PCOM, vai viung dudgi duang cong déc finh
hoat déng la 93.6%. Huyét thanh nguai 1 | 0.0497 | 0.00104 | 2.1 | 0.00190 | 3.8
Sirdung AMH dé xac dinh liéu ca nhan hang ngay caa follitropin delta Huyétthanh ngusi 2 | 0.901 0.0131 | 1.6 | 0.02561 | 238
cua Ferring. 2 =
Follifropin delta dugc san xuat frong mof don7q 1€ bao & nguoi Huyef fhanh nguc? 3| 464 00715 | 1.5 0.167 | 36
(PER.C6°) bang ky fhuat tai 16 hop DNA 333637 Ferring |a chi sé hiu Huyétthanhngusid | 13.5 0194 | 14| 0501 |37
ﬁ'ay pgepA',\L/l“; Tg”h C:O fo”'"OFl’/”L‘)d;”" i b et Huyétthanhngudi5 | 214 | 0405 | 19| 0686 | 32

ong do uGi dang pmo ugc xac dinh bang xét nghiém -
Elecsys AMH Plus két hop Véi frong lugng co thé duoc danh gia cho PreciControl AMH 1.04 00132 | 1.3 | 00294 | 2.8
viec xac dinh liéu dung ca nhan hang ngay cda follitropin delfa frong Plus 1
kich thich busng trung c6 kiém soat dé phaTTnen da nang noan & phu
nt dang thuc hién cac ky thuat hé trg sinh san nhu thy finh frong éng
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May phan tich cobas e 402 va cobas e 801
Do lap lai Do chum trung
gian
Mau Trung SD cv SD cv
binh ng/mL % ng/mL | %
ng/mL
PreciControl AMH 5.14 0.0415 [ 08| 0.147 |29
Plus 2
So sanh phueng phap

a) Mot so sanh xét nghiém Elecsys AMH Plus, 08818916190
(may phan fich cobas e 801; y) vai xéf nghiém Elecsys AMH Plus,
07957246190 (may phan tich cobas e 801; x) cho cac mai
fuong quan sau (ng/mL):

S6 lugng mau do: 198

Passing/Bablok*0 Hoéi quy tuyén tinh
y=0.956x+0.0139 y=0.959 + 0.0180
1=0.980 r=0.999

Néng dé mau trong khoang fuir 0.135 dén 22.2 ng/mL.

Mot so sanh xét nghiém Elecsys AMH Plus, [ReF] 08818916190 (may
phan tich cobas e 801; y) vai xét nghiém Elecsys AMH Plus,
07957246190 (may phan fich cobas e 801; x) cho cac mai
fuong quan sau (pmol/L):

S6 lugng mau do: 198

Passing/Bablok40 Hoi quy tuyén tinh
y =0.956x + 0.0990 y=0.959x + 0.128
1=0.980 r=0.999

Néng do mau frong khoang tir 0.961 f6i 159 pmol/L.

b) Mot so sanh xét nghiém Elecsys AMH Plus, [rRer] 08818916190
(mdy phan fich cobas e 801; y) vai xét nghiém Elecsys AMH Plus,
08818061190 (may phan tich cobas e 601; x) cho cac moi
fuong quan sau (ng/mL):

S6 lugng mau do: 198

Passing/Bablok40 Hoéi quy tuyén tinh
y =0.968x + 0.0854 y=0.958x + 0.133
1=0.974 r=0.999

Néng dé mau trong khoang fuir 0.125 dén 21.5 ng/mL.

Mot so sanh xét nghiém Elecsys AMH Plus, [ReF] 08818916190 (may
phan tich cobas e 801; y) vai xét nghiém Elecsys AMH Plus,
08818061190 (may phan tich cobas e 601; x) cho cac mai
fuong quan sau (pmol/L):

S6 lugng mau do: 198

Passing/Bablok*0 Hoi quy fuyén tinh
y=0.968x +0.610 y=0.958x + 0.947
1=0.974 r=0.999

Néng do mau frong khoang tir 0.895 f6i 154 pmol/L.

¢) Mot so sanh xét nghiém Elecsys AMH Plus, 08818916190
(may phan tich cobas e 402; y) vai xét nghiém Elecsys AMH Plus,
08818916190 (may phan tich cobas e 801; x) cho cac méi
fuong quan sau (ng/mL):

S6 lugng mau do: 200

Passing/Bablok40 Hoi quy tuyén tinh
y=1.00x-0.079 y=1.01x-0.113
1=0.977 r=0.999

Néng dé mau trong khoang tir 0.132 dén 21.6 ng/mL.

cobas’

Mot so sanh xét nghiém Elecsys AMH Plus, 08818916190 (may
phan tich cobas e 402; y) véi xét nghiém Elecsys AMH Plus,
08818916190 (may phan tich cobas e 801; x) cho cac méi
tuong quan sau (pmol/L):

S6 lugng mau do: 200

Passing/Bablok40 Hoi quy tuyén tinh
y=1.00x - 0.662 y=1.01x-0.804
1=0.977 r=0.999

Néng d6 mau trong khoang tir 0.944 16i 154 pmol/L.

Elecsys AMH Plus 10059524190 tuang duong Elecsys AMH Plus
08818916190 frong thanh phan thuéc thar va quy frinh san xuat
Do dac hiéu phan tich

Khang thé don dong dugc sdr dung ¢é tinh dic hiéu cao véi AMH
ngudi. Phan tng chéo xay ra vai cac chat sau:

Tac nhan phan ing Nong dé xét nghiém Kha nang phan ing
chéo chéo

%
Inhibin A 100 ng/mL n.dp
Activin A 100 ng/mL n.d.
LH 500 miU/mL n.d.
FSH 500 miU/mL n.d.

f) n. d. = khéng phat hién

Tai liéu tham khao

1 Wilson CA, di Clemente N, Ehrenfels C, et al. Mullerian inhibiting
substance requires its N-terminal domain for maintenance of

biological activity, a novel finding within the transforming growth
factor-beta superfamily. Mol Endocrinol 1993;7(2):247-257.

2 diClemente N, Jamin SP, Lugovskoy A, et al. Processing of anti-
mullerian hormone regulates recepfor activation by a mechanism
distinct from TGF-beta. Mol Endocrinol 2010;24(11):2193-206.

3 Grinspon RP, Rey RA. Anfi-muillerian hormone and sertoli cell
function in paediatric male hypogonadism. Horm Res Paediatr
2010;73(2):81-92.

4 Broekmans FJ, Visser JA, Laven JS, et al. Anti-Mdllerian hormone
and ovarian dysfunction. Trends Endocrinol Mefab
2008;19(9):340-347.

5 Visser JA de Jong FH, Laven JS, et al. Anti-Mllerian hormone: a
new marker for ovarian function. Reproduction 2006;131(1):1-9.

6 Visser JA, Schipper |, Laven JS, et al. Anfi-Mllerian hormone: an
ovarian reserve marker in primary ovarian insufficiency. Naf Rev
Endocrinol 2012;8(6):331-341.

7 Kelsey TW, Anderson RA, Wright P, et al. Data-driven assessment of
the human ovarian reserve. Mol Hum Reprod 2012;18(2):79-87.

8 Nelson SM, lliodromiti S, Fleming R, et al. Reference range for the
antimallerian hormone Generation Il assay: a population study of
10,984 women, with comparison to the established Diagnostics
Systems Laboratory nomogram. Fertil Steril
2014;101(2):523-529.

9 Tsepelidis S, Devreker F, Demeestere |, et al. Stable serum levels of
anti-Mullerian hormone during the menstrual cycle: a prospective
study in normo-ovulatory women. Hum Reprod
2007;22:1837-1840.

10 van Disseldorp J, Lambalk CB, Kwee J, et al. Comparison of inter-
and intra-cycle variability of anti-Mullerian hormone and antral
follicle counts. Hum Reprod 2010;25(1):221-227.

11 Biniasch M, Laubender RP, Hund M, Buck K, De Geyter C. Intra- and
inter-cycle variability of anti-Mullerian hormone (AMH) levels in
healthy women during non-consecutive menstrual cycles: the
BICYCLE study. Clin Chem Lab Med. 2021;60(4):597-605.

2024-08, V 2.0 Tiéng Viét

779



10059524500V2.0

Elecsys AMH Plus

12 Kallio S, Puurunen J, Ruokonen A, et al. Antimallerian hormone
levels decrease in women using combined contraception
independently of administration roufe. Ferfil Steril
2013;99(5):1305-1310.

13 Nelson SM. Biomarkers of ovarian response: current and future
applications. Ferfil Steril 2013;99(4):963-969.

14 Anderson RA, Wallace WH. Antimdllerian hormone, the assessment
of the ovarian reserve, and the reproductive outcome of the young
patient with cancer. FertilSteril 2013;99(6):1469-1475.

15 Dewailly D, Andersen CY, Balen A, et al. The physiology and clinical
utility of anti-Mullerian hormone in women. Hum Reprod Update
2014;20(3):370-385.

16 La Marca A, Sunkara SK. Individualization of controlled ovarian
stimulatfion in IVF using ovarian reserve markers: from theory to
practice. Hum Reprod Update 2014;20(1):124-140.

17 Dietz de Loos A, Hund M, Buck K, et al. Antimallerian hormone to
defermine polycystic ovarian morphology. Fertil Steril
2021;116(4):1149-1157.

18 Josso N, Rey RA. What does AMH tell us in pediatric disorders of
sex developmenti? Front Endocrinol (Lausanne) 2020;11:619.

19 Rey RA, Grinspon RP, Gottlieb S, et al. Male hypogonadism: an
exfended classification based on a developmental, endocrine
physiology-based approach. Andrology 2013;1(1):3-16.

20 Johannsen TH, Andersson AM, Ahmed S, ef al. Peptide hormone
analysis in diagnosis and freatment of Differences of Sex
Development: joint position paper of EU COST Action 'DSDnet' and
European Reference Network on Rare Endocrine Conditions. Eur J
Endocrinol 2020;182(6):1-15.

21 La Marca A, Volpe A. The Anti-Mullerian hormone and ovarian
cancer. Hum Reprod Update 2007;13(3):265-273.

22 Geerts|, Vergote |, Neven P, ef al. The role of inhibins B and
anfimdllerian hormone for diagnosis and follow-up of granulosa
cell tumors. Int J Gynecol Cancer 2009;19(5):847-855.

23 Xu HY, Zhang HX, Xiao Z, et al. Regulation of anfi-Mdllerian
hormone (AMH) in males and the associations of serum AMH with
the disorders of male fertility. Asian J Androl 2019;21(2):109-114.

24 Nelson SM, Davis SR, Kalantaridou S, et al. Anti-Mallerian hormone
for the diagnosis and prediction of menopause: a systematic
review. Hum Reprod Update 2023:dmac045.

25 Anckaert E, Oktem M, Thies A, et al. Multicenter analytical
performance evaluation of a fully automated anti-Mullerian
hormone assay and reference inferval defermination. Clin Biochem
2016;49(3):260-267.

26 Rofterdam ESHRE/ASRM-Sponsored PCOS consensus workshop
group. Revised 2003 consensus on diagnostic criferia and long-
term health risks related fo polycystic ovary syndrome (PCOS).
Hum Reprod 2004;19(1):41-47.

27 Yates AP, Jopling HM, Burgoyne NJ, et al. Paediatric reference
intervals for plasma anti-Muellerian hormone: comparison of data
from the Roche Elecsys assay and the Beckman Coulter Access
assay using the same cohort of samples. Annals of Clinical
Biochemistry 2019;56(5):5636-547.

28 Anderson RA, Anckaert E, Bosch E, et al. Prospective study info the
value of the automated Elecsys antimdllerian hormone assay for
the assessment of the ovarian growing follicle pool. Fertil Steril
2015;103(4):1074-1080.e4.

29 Ferraretti AP, La Marca A, Fauser BC, ef al. ESHRE working group on
Poor Ovarian Response Definition. ESHRE consensus on the
definition of 'poor response' fo ovarian stimulation for in vitro
fertilization: the Bologna criteria. Hum Reprod
2011;26(7):1616-1624.

30 van Tilborg TC, Eijkemans MJ, Laven JS, et al. The OPTIMIST study:
optimisation of cost effectiveness through individualised FSH
sfimulation dosages for IVF freatment. A randomised confrolled
trial. BMC Womens Health 2012;18;12:29.

cobas’

31 Anckaert E, Denk B, He Y, et al. Evaluation of the Elecsys® anti-
Maullerian hormone assay for the prediction of hyper-response to
controlled ovarian stimulation with a gonadotrophin-releasing
hormone antagonist protocol. Eur J Obstet Gynecol Reprod Biol
2019;236:133-138.

32 Nelson SM, Yates RW, Fleming R. Serum anti-Mdllerian hormone
and FSH: prediction of live birth and exiremes of response in
stimulafed cycles--implications for individualization of therapy.
Hum Reprod 2007;22(9):2414-21.

33 Arce JC, Andersen AN, Fernandez-Sanchez M, et al. Ovarian
response to recombinant human follicle-stimulating hormone: a
randomized, antimallerian hormone-stratified, dose-response trial
in women undergoing in vitro fertilization/infracytoplasmic sperm
injection. Fertil Steril 2014;102(6):1633-40.e5.

34 Bosch E, Labarta E, Zuzuarregui J, et al. Prediction of ovarian
response using the automated Elecsys anti-Mallerian hormone
assay in gonadotrophin-releasing hormone antagonist cycles.
Reprod Biomed Online 2023;46(2):295-301.

35 Teede HJ, Tay CT, Laven JSE, et al. International PCOS Network.
Recommendations from the 2023 Infernafional Evidence-based
Guideline for the Assessment and Management of Polycystic Ovary
Syndrome. J Clin Endocrinol Metab 2023;108(10):2447-2469.
doi: 10.1210/clinem/dgad463."

36 Olsson H, Sandstréom R, Grundemar L. Different pharmacokinetic
and pharmacodynamic properties of recombinant follicle-
stimulating hormone (rFSH) derived from a human cell line
compared with rFSH from a non-human cell line. J Clin Pharmacol
2014;54(11):1299-307.

37 Bosch E, Nyboe Andersen A, Barri P, et al. Follicular and endocrine
dose responses according fo anti-Mallerian hormone levels in IVF
patients treated with a novel human recombinant FSH (FE
999049). Clin Endocrinol (Oxf) 2015;83(6):902-12.

38 ClinicalTrials.gov - Evidence-based Stimulation Trial with Human
rFSH in Europe and Rest of World 1 (ESTHER-1). ClinicalTrials.gov
Identifier: NCTO1956110. Available at:
http://clinicaltrials.
gov/ct2/show/NCTO1956110?term=NCT01956110.

9 Applicable prescribing information of follitropin delta; Ferring.

0 Bablok W, Passing H, Bender R, et al. A general regression
procedure for method transformation. Application of linear
regression procedures for method comparison studies in clinical
chemistry, Part lIl. J Clin Chem Clin Biochem 1988
Nov;26(11):783-790.

DéE biét thém théng tin, vui long tham khao huang dan st dung thich
hop hoac hudng dan van hanh may phan fich, fai liéu hudng dan sur
dung fuong tng va Te huéng dan vé faf ca thanh phan can thiét (néu
¢b & quéc gia caa ban).

Luon sir dung mot ddu cham (ddu cham cau/dau cham hét) trong t&
hucng dan st dung dé ngan cach phan nguyén va phan thap phan
cua mot s6 thap phan. Khong st dung dau phan cach cho hang nghin.

Bat ky su cé nghiém frong nao xay ra c6 lién quan dén thiét bj phai
duac bao cao cho nha san xuat va co quan cé tham quyen tai dia
phuong ma ngusi sir dung va/hoic bénh nhan dat tru s& hoac cu fra.
Vui long xem Tém tat ctia ban bao cao hiéu nang va an foan fai:
https://ec.europa.eu/tools/eudamed

Ky hiéu

Roche Diagnostics st dung cac ky hiéu va déu hiéu sau cung véi cac
ky hiéu da liet ké trong fiéu chuan ISO 15223-1 (danh cho My: xem

navifyportal.roche.com dé biét dinh nghia ctia cac ky hiéu duge st
dung):

B W

Thanh phan hop thudc thir

Thuc thir ¢6 thé duoc st dung frén cac méy phan
tich/thiét bi

Thuéc thit

Mau chudn

8/9 2024-08, V 2.0 Tiéng Viét



10059524500V2.0

Elecsys AMH Plus cobas’

—_ Thé tich hoan nguyén

GTIN Ma thuang pham toan cau

Rx only Dai véi Hoa Ky: Than frong: Luat Lién bang quy
dinh thiét bi nay chi duoc ban bai hoac theo yéu
Ccau cua bac si.

Nhimg bé sung, x6a hoac thay déi dugc thé hién bang vach thay déi & phan Ié.

© 2024, Roche Diagnostics
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