[MTPMJIOXXEHUE
K Pexomennarmmu Komiierun

EBpa3uiickoii 3JKOHOMHUYECKON KOMUCCHU
oT 20 . Ne

METOIJUYECKHUE PEKOMEHJIAIIUU
no kjaccupuKkanuu MeTHIUHCKUX U31eJIUi 1JI51 TMATHOCTUKM IR Vitro
B 3aBHCHMOCTH OT MOTEHIIMAJIbHOI0 PUCKA MPUMEHEHNsI B IeJIsIX UX
perucrpanuu B pamkax EBpa3uiickoro 3K0HOMHU4€CKOro cOK3a

I. O01re mooKeHus

1. Knaccudukanuss MEAMIIMHCKOTO W3IEHAUSl Uil JUArHOCTUKHU in Vitro
(mayee — MEIMIIMHCKOE H3JIEKe) B 3aBUCUMOCTH OT TOTCHIIMAIHHOTO PHUCKa
IIPUMEHEHUS OCYILECTBIIIETCST B COOTBETCTBUM C pasuenoM I IIpaBun
KJaccu(puKanuy MEIUIIMHCKUX H3ACTUNA B 3aBUCHMOCTH OT TMOTEHIHUAIBHOTO
pUCKa TpUMEHEHHUs, yTBepxkAeHHbIX Pemennem Komnerun EBpaszuiickon
AKOHOMUYECKOM Komuccuu oT 22 nekadpst 2015 . No 173 (nmanee — IlpaBuia
knaccudukanuu). B coorBerctBum ¢ nynktom 32 [lpaBun kinaccudukanuu npu
KJ1accuUKay MEAUITMHCKOTO U3/CNIHS YUUTHIBAIOTCS CICAYIOIIUE KPUTCPUHU:

a) HA3HAYEHUE MEJIMIIMHCKOTO M3JIETUs U MOKa3aHUs K €ro MPUMEHEHUIO,
YKa3aHHbIE POU3BOIUTENIEM;

0) TEXHUYECKUE, HAy4YHbIE WM MEIUIIMHCKUE 3HAHUS MPEArnojaraeMoro
noJib30Bates (HenpodecCHoHaIbHOTO WM MPO(PECCUOHAIBHOTO);

B) BAXKHOCTh HMH(MOpPMAIUM JUIsi TMOCTAHOBKU JWAarHo3a (€IUHCTBEHHBIM
onpenenstonuii (hakTop WIK OJIUH U3 HECKOJIBKHX ) C YIETOM HAJTUYHS MPU3HAKOB
¥ CUMIITOMOB 3a00JI€BaHMsI, COCTOSIHHS WU JIPYTOW KIMHUYECKON WH(POpMAIIH,
KOTOPOM MOXXET pyKOBOJICTBOBAThCS Bpay;

I') BIUSHUE pe3yJibTaTa (MCTUHHOTO WJIH JIOKHOT0) Ha 3[I0POBBE OTACIBHOTO

YyeJIoBeKa U (WJIM) Ha OOIIECTBEHHOE 3I0POBbE.
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2. CornacHo nynkry 33 IlpaBun kinaccuukanuu B ciiydae €Clid ¢ YYETOM
IPE/ICTABIICHHBIX TPOU3BOAUTENIEM CBEACHUN B OTHOIICHUU MEIUIIMHCKOTO
U3l  TPUMEHUMBI  HECKOJIIbKO  TyHKTOB  IlpaBunm  knaccudukanuu,
MPUMEHSETCS MMYHKT, COITIACHO KOTOPOMY YCTaHABJIMBAETCS KJIACC MEIUIIMHCKOTO
W3JIeTNsI, COOTBETCTBYIOIIMK HAMOOJBINEH CTENEHW MOTEHIIMAIBLHOTO pPHCKa
MIPUMEHEHUHI.

[IpousBoauTento He0OOXOAUMO YKa3bIBaTh B JOKYMEHTAIIMU WH(OOpMAIHUIO,
MO3BOJISIIOLIYI0 OJIHO3HAYHO HACHTU(PUIMPOBATH HA3HAYECHUE METUIIMHCKOTO
uznenus. B Tex ciydasix, Korja CyIIeCTBYEeT MPOTHO3UPYEMbBI PUCK TOTO, YTO
MEIUITUTHCKOE U3/IeTTNE MOXKET OBITh MCIIOJIb30BAHO JIJIS IICJICH, YKa3aHHBIX B MHBIX
nyHkTax [IpaBun kmaccudukamu, ¥ KOTOPhIE MOTYT NMPHUBECTH K OTHECCHHIO
MEAUIIMHCKOTO W3JeNusi K Oojiee BBICOKOMY KJacCy, B HMHCTPYKIHIO TIO
OPUMEHEHUIO M TEXHUYECKYI JIOKYMEHTAIHMIO  (TeXHUYeCKui  (aiim)
MEAUITUHCKOTO U3JIEHS CJIeyeT BKIIOUUTH CBEACHHS 00 OrPaHUYECHHSX MO €ro
MCITIOJIb30BaHUIO.

[Ipumep: PeareHTsl, mnpeaHa3Ha4YeHHBIC IS BBISABICHUS [reponema
pallidum B KpoBHU, MOTYT OBITh TIPEIHA3HAYEHBI KaK IJII CKPUHUHTA IOHOPCKOMH
KpOBU IJisi BbIABICHUSI Treponema pallidum ¢ 1eTbI0 OIEHKA BO3MOXKHOCTHU
MepeuBaHusl KPOBU, U B ITOM CiIyyae MEIUIIMHCKOE H3JEINEe OTHOCUTCS
K KJaccy 3 B cOOTBETCTBHM ¢ TTyHKTOM 35 IlpaBmi kimaccudukamuu, Tak | s
BBISIBJICHUSI B Ka4eCTBE WH(MEKIIMOHHOTO areHTa 3a00JIeBaHUs, TIEPEIArOIICTOCS
MIOJIOBBIM ITyTEM, B TAKOM CIIy4ae MEAUIIMHCKOE M3/IeTTue OTHOCUTCSA K Kiaccy 20
B COOTBETCTBUU C MOAMYHKTOM «a» myHkTa 37 IlpaBun knaccudukamuu. s
OTHECEHUS MEIUIIMHCKOTO H3JeIus K Kiaccy 20 TPOW3BOAMUTENIO CIEAyeT
BKJIFOUUTh B MHCTPYKIIMIO TI0 TPUMEHCHHUIO OTIPAaHWUYCHHE. «HU3JCIHE HE
npeaHa3HauyeHo it oOHapykeHusi Ireponema pallidum 1ipu CKpUHUHTE
JOHOPCKOW KPOBH C IIEJbI0 OICHKH MPHUTOJHOCTA KPOBH IS TEpPEIMBAHUS,

TpaHCINIaHTAalIWuK NI BBCACHH A KIICTOK)).
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3. [Ipumenenne monoxkenuit [lpaBun kmaccupukamum K MEIAIIMHCKAM
U3JIETUSIM HE 3aBUCHUT OT THUIIa UCCIEyEMOT0 OMOJIOTHYECKOT0 MaTepuana, eciu
MHOE CHeIUalbHO He yKa3aHo B [IpaBunax kiaccudukanuu.

[Ipumep: nmoanyHkT «a» myHkra 37 [lpaBun kinaccudukanuu B paBHOU
CTENEHW TMPUMEHUM K pa3IMYHBIM THIAM OWOJOTHYECKHX MaTepualioB,
HampuMep, KpOBb, MOYa, COCKOOBI DJMIHUTSIMAIBHBIX KIETOK. Ilpum 3Tom
B mnoanyHkte «0» mnyHkra 37 IlpaBun kinaccudukanuyd ONPEACICH THI
OMOoJIOrHYECKOTo Marepurana (1epeOpocnuHanbHas )XUIKOCTh UIH KPOBB).

[IpuBenenHbie B HACTOSIIMX METOIUYECKUX PEKOMEHAAIUSAX MPUMEPHI

HC ABJIAIOTCA NCUCPIIBIBAIOIINMMU.

II. OcobenHocTH Ki1acCU(UKAIIUA MEAUITMHCKUX U3ICIIUN JJ1s
JIUATHOCTHUKH N Vitro

4. B cootrBerctBuM ¢ myHkToM 35 IlpaBun kimaccudukanuu K kiaccy 3
OTHOCSITCSI:

a) MEAUIIMHCKWE  W3ACNMS,  NpEeAHa3HAYeHHbIC  JUJII  BbBISABJICHUS
WH(EKIIMOHHBIX areHTOB B KPOBH, KOMIIOHEHTAaX KPOBH, MPOU3BOAHBIX KPOBH,
KJIETKaX, TKAHSAX WJIM OpPraHax B LEJSAX OLUEHKH BO3MOXKHOCTH MX NEPEIUBAHUS
WJIY TPAHCIUIAHTAIUH;

0) MEIUIIMHCKUE  U3JeNUs,  MpeJHA3HAUCHHBbIE  JJI1  BbBISIBJICHUS
MH(EKIIMOHHBIX areHTOB, KOTOPBIC MPUBOMSIT K JJIUTEIHHON UHBAIUIHOCTH WIH
CMEPTH, C BBICOKHM WJIM MPEAINOJIAraéMO BBICOKUM PUCKOM PACIPOCTPAHECHUS.

5. MequuuHCKHE U3MENUs, OTHOCSUIMECS K TMOJMYHKTY «a» MNyHKTa 4
HACTOSIMMX METOANYECKUX PEKOMEHAINN, MpeIHa3HauYeHbIl 11 OOHAPYKEHUS
MH(PEKIIMOHHBIX areHTOB, BKJIIOYEHHBIX B MOPSAJIOK MPOBEICHUS MEIUIIMHCKOTO
oOcneoBaHusl TOHOPA M JOHOPCKUX OOBEKTOB, B KOHTEKCTE pUCKa Mepeaayu

I/IH(I)GKI_II/II/I. PGSYJIBTaT HCCIICAOBAHUA B JOdaHHOM ClIy4dac 6YI[€T OCHOBHBIM
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(dhakTopoM, OMNPEACISIONIMM BO3MOXHOCTh (HEBO3MOXKHOCTB) HCIOJb30BaAHUS
POaHATIU3UPOBAHHOTO JOHOPCKOTO OOBEKTA.

[IpuMepaMu TaKUX MEIUIMHCKUX HU3IEITAN MOTYT SIBIATHCS MEAULIMHCKHUE
U3JIeNMs, TIpeAHA3HAUCHHBIC I BBISBICHHS CICAYIOMIMX HWHQPEKIIMOHHBIX
areHTOB:

- BUpyca remnarura B;

- Bupyca remnarura C;

- BUpyca UMMYHoAe(dUIUTA YyeaoBeKka 1 u 2 TUIIOB.

B cnyuasx, xorga CymecTByeT MPEACKa3yeMbld PUCK TOTO, YTO B LEJISX,
YKa3aHHBIX B TMOJINYHKTE€ «a» mNOyHKTa 4 HacTosImUX MeToau4ecKux
PEKOMEHJIallNii, MOTyT OBITh MCIOJIb30BAaHbl MEIUIIMHCKUE W3JETus, He
MpEIHA3HAYEHHBIE UX TPOU3BOIUTEIEM ISl TAHHBIX LEJEH, B IOKYMEHTAX 10CHE
(B TOM 4MCJI€ B HHCTPYKLMSAX M0 MPUMEHEHUIO) Ha TAKUE MEIUIIUHCKUE U3IACTUS
JOJDKHBI  OBITh TIPEJICTABICHBI CBEACHHUS, OJHO3HAYHO YKAa3bIBAIOIIHE O
COOTBETCTBYIOIIUX OTPAHUYECHHUSIX.

[Ipumep: «MeTUUIMHCKOE HM3Jeue HE MPEeAHa3HAYeHO IS OOHApY>KEHUS
TPAHCMUCCUBHBIX arceHTOB B KPOBHM, KOMIIOHCHTaX KpOBM, KJIETKaxX, TKaHSIX,
OpraHax WM JIFOOBIX WX MPOM3BOIHBIX C IEIbI0 OLCHKH WX MPUTOAHOCTH IS
MEPEIUBAHNS, TPAHCIUIAHTAUY WJIA BBEACHUS KIICTOK.

6. [lonnyHktr «0» mnyHkTa 4 HacTosmUMx MeToAMYEeCKUX PEKOMEHAIUMA
MPUMEHAECTCA K MEIUIMHCKUM HW3ACIUSAM, MPEAHA3HAYEHHBIM JJISI BBISBICHUS
MH(EKIIMOHHBIX areHTOB, KOTOPHIE MPUBOAAT K JUITUTEILHON WHBAIMIHOCTH WU
CMEPTH, C BBICOKAM WJIM MPEAIOIAracMO BBICOKHUM PHUCKOM PAaCIpPOCTPAHCHUS,
HE3aBUCHUMO OT TOrO, TMPEIHA3HAYCHO JIM MEIUIWHCKOE W3ACIUE IS
IWAarHOCTUKHW, TMOJATBEPKIACHHUS WJIM  OTHOCHUTCA K  BCIIOMOTaTelIbHBIM

HCCIICIOBAaHUAM.



5

[Ipumepamu TakuX MEAUIMHCKUX U3JICIIUA MOTYT SIBIATHCS MEIUIIMHCKUE
U3JIeNusl, MpeAHa3HAYeHHBbIC ISl BBIABICHUS CICAYIOMUX WHOEKIIMOHHBIX
areHTOB:

- BUpYyca remnarura B;

- Bupyca renarura C;

- BUpyca remnarura D;

- BUPYCOB T'e€MOpparu4ecko Juxopaikud (Hampumep, D0ona, MapOypr,
Jlacca, KoHro-kpsIMckasi reMopparuueckas JMxopajka);

- BUpyca UMMYHO/€HUIIMTA YelIoBeKa | 1 2 TUTIOB;

- BBICOKOBUPYJIEHTHOTO BHpyca rpunmna HS5N1;

- T-nmum¢oTponHoro BUpyca yenoBeka 1 u 2 TMnos;

- kopoHaBupycoB SARS-CoV u SARS-CoV-2;

- kopoHaBupyca MERS;

- BUPYCOB HaTypaJlbHOW OCIIBI.

7. B cootBercTBUU ¢ yHKTOM 36 [lpaBun kiaccudukanun MEIUIIMHCKUAEC
U3JIENHS, UCTIONb3YEMBbIE JJIA ONMpPENeNCHUs TPYI KPOBHU WU JUIsl ONPEACICHUS
IPYIIOBOM HECOBMECTUMOCTH KPOBU MaTEpH M IIIOAA WM TUIIOB TKAHEHN B LEIAX
rapaHTUd HMMYHOJIOTUYECKOM COBMECTUMOCTH KpPOBHM, KOMIIOHEHTOB KpPOBH,
KJIIETOK, TKAaHEl WM OpraHoB, MPEJHA3HAUYCHHBIX [JI1 MEPEIUBAHUS WIU
TpaHCIUIAaHTAllMU, OTHOCATCS K Kiaccy 20, 32 UCKIIOYEHUEM UCIIOJIb3YEMbIX IS
omnpenesieHus antTureHoB uiu anturen cucteMsl ABO (A (ABO1), B (AB02), AB
(ABO03)), pesyc-cuctemsl (Rh1 (D), Rh2 (C), Rh3 (E), Rh4 (¢), Rh5 (e) u cnabsiii
niu napuuanshbiii Rh (D)), cuctemsr Kenn (Kell (K)), cuctembr Kunn (JK1 (Jka),
JK2 (Jkb)) u cucremsr Hapdu (FY1 (Fya), FY2 (Fyb)), koTopbie oTHOCSTCS
K KJjaccy 3.

Hopwmpsl, mpenycmorpennsie mynkToM 36 [IpaBun kinaccudukaiyu, B paBHON
CTENEHU OTHOCATCS K UCCIIEIOBAHUIO JOHOPA U peuunuenTa. IToT myHKT [IpaBui

KJ'IaCCI/I(I)I/IKaI_II/II/I ACIINT MCIUIMHCKNUC U3ACINA AJI OIIPCACICHUA I'PYIIIILI KPOBHU
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Ha 2 KJacca B 3aBUCUMOCTH OT BEPOSTHOCTH TOTO, YTO MapKep Ipylibl KPOBU
MOXET BbI3BaTb HMMYHOI€HHBIA OTBET WM TSKEIYI0 TE€MOJIUTHYECKYIO
TpaHC(PY3UOHHYIO peakuuio. Mapkepbl 3pUTPOLIUTOB, YKa3aHHbIE B IMYHKTE 36
[IpaBun kinaccuukanuy, UMEIOT pELIAoLIee 3HaueHue s 0OecCHeueHUs
MMMYHOJIOTHYECKOM COBMECTUMOCTH M O€30MaCHOTO IMEpEeIBaHUs KPOBHU U €€
KOMIOHEHTOB. [Ip1 3TOM MenuIMHCKUE U3AENNsl, OTHOCSIIMECS K 3TUM MapKepaM
U TpeJHa3HAUEHHbIE [JI CKPUHUHIA, IUArHOCTUKH, MOATBEPXKICHUS WIH
JOTIOJIHEHHUS, OTHOCATCSA K KJIaccy pucka 3.

[TpumepaMy METUIIMHCKUX U3/AETUH, KIACCU(ULIUPYEMBIX B COOTBETCTBUU
¢ myHkToM 36 [IpaBun kinaccuukauy U OTHOCSIIMXCS K KJIaccy pucka 3, MOTYT
ABIIATHCS:

- MEAULMHCKUE U31eNus I onpeenenus akcnpeccuu rpymn ABO u pesyc
(Rh) D, Weak D, C, E, c, e y n0HOpa 1 pelunuenTa, HapuMep, CEPOIOTUIECKUM
UCCIIEIOBAHUEM WJIA MOJIEKYISIPHBIM T€HOTUIIMPOBAHUEM;

- MEIMLIMHCKUE W3JIeNusl JJIs ONpeAesieHds mapuuaibHoro D, Tak kak
NAlMEHTbl C  TOJIOKUTENbHBIM ~ aHTUreHoM D moaBep:KeHbl  PUCKY
AJUIOMMMYHU3alUu aHTU-D;

- MEIUIIMHCKUE W3JEHs AJii OOHApPY)KEHUS aHTUTEN aHTU-A U aHTu-B
g obparHoro TtunupoBaHus mo cucteme ABO, Tak kak A ONpeaeseHHs
rpynnel kKpoBu 1o cucreMe ABO TpeOyercss kak mpsiMoe (aHTHUIEH), Tak U
oOpaTHO€ (aHTUTEJI0) TUITUPOBAHHUE;

- MEIUIIMHCKWE  M3AeNus i CKPUHMHra, OOHAapy>KeHUs WU
UACHTU(PUKAMU aHTUTEN 3puTpounToB Ay cucteMbl Rh (antu-RH-antuTena),
cuctembl Kemna (antu-KEL1-antutena), cucremsl Kunna (antu-JK1 u antu-JK2-
antutena) u cucremsl abdu (antu-FY1 u -FY2 anturena);

- MEIMLIMHCKUE M3JENUs JUIsl TUIHUPOBAHUA CHEUU(PUUECKUX AHTUTECHOB

sputporutoB (KEL1, JK1, JK2, FY1, FY2);
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- MEJIUIIMHCKOE U3JIEHUE [T MOJICKYJISIPHOTO TUITMPOBAHUS TPYIIbI KPOBU
RhD, nanenennoro HemocpenacTBeHHO Ha aienu reHa RHD, komupyromiue
AHTUTEHBI YPUTPOLIUTOB, Y IOHOPOB U PEIUTIMEHTOB KPOBHU;

- Anti-K, genoBedyeckue antutena IgM, peareHT misi THIMPOBAHUS KPOBH
0 TPYIIIaM JJId 1eJie mepeTuBaHus;

- Habop sputpouuToB ¢ Kietkamu Al, A2, B u O, ucnonszyeMbiii ajis
oOHapy>keHus antuteln rpynmnsl kpoBu ABO B o0pasiiax naiueHToB U JOHOPOB;

- Habop spuTpouuToB ¢ O spuTpouUTamMu, roMo3urotsiMu 1o Rh, Fya, Fyb,
Jka u Jkb, anTurenam, mpeaHazHAuCHHBIM JJI1 MCIOJIB30BAHUS B MPOIEIypax
TUMUPOBAHUS KPOBH JJIsI 1I€JICH TIepEeTMBaHMUS;

- koHTposbHble »putrpounthl (enotuna A2B RIR2 (CcD.Ee) KEL 1,
NpEeAHA3HAYEHHbIE 11 KOHTPOJIS KayecTBa MJI1 HCIOJb30BAaHUS B aHAIM3aX
rpynnupoBku ABO/Rh(D)/Kell B iensax remorpancdysuii;

- MEIUIIMHCKUE wu3Aenus s onpeneneHus ABO-coBmecTuMOCTH 10
NepeIuBaHus, MpeAHAa3HAYCHHBIC IJIsI MCIOJIL30BaHUSA 1O MECTY HaXOXJICHUS
pPELUNUEHTa B Kauye€CTBE JOIMOJHUTEIBHOM MeEphl MPEJOCTOPOKHOCTH MPOTHUB
omunOOK, CBI3aHHBIX HECOBMECTUMOCTRIO IT0 ABO;

- peareHThl 151 HempsiMoit TpoObl KymOca, ucronb3yeMbIx Jjisi CKpUHUHTA
U WACHTUQUKAIMU  HEPETYISIPHBIX aHTUTEN, Ha0OpPOB pEareHToB Ha
COBMECTUMOCTh UM ayTOKOHTPOJICH, B COOTBETCTBUU C MapKepaMu, YKa3aHHBIMU
B nyHkre 36 IIpaBun knaccudukauu (B UHOM Cilydae M3JIEIUI0 JOJDKEH OBITh
MIPUCBOEH KJacc 20);

- MEIMIIMHCKWE W3IeNus I THnupoBanus twioga RhD.

MenmunuHCKHEe W3AETus I UACHTU(UKAIIUU MapKepOB JPUTPOIUTOB,
OTJIMYHBIX OT TIepedyuciIeHHbIX B TnyHkTe 36 IlpaBun knaccudukammmy,
npeaHa3HaYeHHbIC JJISI CKPUHUHTA, JWArHOCTHKU, TMOJATBEPXKICHHUS WA IS
TUNUPOBAHUSI  TKaHEW, WiIM JUIsi  OOECleYeHUs]  UMMYHOJOTHYECKOMN

COBMCCTUMOCTH KPOBH, KOMIIOHCHTOB KPOBH, KJIICTOK, TKaHEH WU OpPraHoB,



MPETHA3HAYCHHBIX JJIsI TIEPEJINBAHUS, TPAHCIUIAHTAIMM WJIA BBEICHUS KIIETOK,
OTHOCSITCSl K METUIIMHCKUM U3JIeTUsIM Kiiacca 20.

Bce wMemunuHckue wu3nenuss Uil TKaHeBoro TunupoBaHus HLA
KJIaCCU(DUITMPYIOTCSI B COOTBETCTBUU € MMYHKTOM 36 IIpaBun kinaccuduxanum kax
MEJUMIIMHCKUE U3JIeNus Kiacca 20, eclii OHM MpeIHa3HAYEHBI ISl ONpeIeICHUS
IpyIn  KpOBM WM  TKAHEBOTO  TUNUPOBAHUS, A  OOeCleueHUs
UMMYHOJIOTHYECKOM COBMECTUMOCTH KPOBHU, KOMIIOHEHTOB KpOBH, KIIETOK,
TKaHEN WJIM OPTaHOB, MPEIHA3HAYEHHBIX IS IEPEIUBAHUA WU TPAHCIIAHTALINH,
WJIY BBEJICHUS KJIETOK.

[IpuMepamMu MEAUITUHCKUX U3JETUHN, KIaCCU(PUIUPYEMBIX B COOTBETCTBUU
¢ myHKTOoM 36 [IpaBuit kinaccuuKaly U OTHOCSIIUXCS K KJaccy pucka 20, MOTYT
ABJISATHC:

- MEJULIMHCKOE W3JICNINE, MPEIHA3HAYCHHOE JUIsI TUIIMPOBAaHUS T'EHOB
cuctembl HLA: HLA-A, -B, -C, -DRB1, -DQB1 u DPB1 meTonom noauMmepasHoit
LEMMHOM PEaKUy U CEKBEHUPOBaHUs 1o CrHTepy s Leel TPaHCIIaHTalluH;

- MEIUITMHCKUE W3JENUsl IS ONpeJesieHus Trpynmnbl KpoBu Anti-Lea
Monoclonal ayis mepenuBanus KpOBH.

8. Ilynxkr 37 IlpaBun kimaccupuKaMd OXBaThIBACT IMMIUPOKUA P
MEIMIMHCKUX M3JICJINM, ONMUCAHHBIX B NOAMYHKTaX «a» — «M» YKa3aHHOTO
nyHkTa. [lpy 3TOM MEIMIIMHCKOE WU3MIEIME MOXET OTHOCUTBCSA Cpazy K
HECKOJILKUM MOANYHKTaM nyHkTa 37 [IpaBui kinaccudukamnmu.

9. B cooTBeTcTBUU C OAMYHKTOM «a» myHkTa 37 IlpaBun knaccudukanuu
MEIUIIMHCKUE W3NS, NpeIHa3HAuYCHHbIE JIS BBISIBICHUS WH()EKIIMOHHBIX
areHToB 3a00JIEBaHUI, MEPEIAIOIIUXCS MTOJIOBBIM MYTEM, OTHOCSITCS K Kiiaccy 20.

JlanHas ~ HOpMa  TIPUMEHAETCA K  MEOUUMHCKUM  U3JICIIHSM,
0OHaApYXKUBAIOIIUM BO30yIUTENICH, OCHOBHOM MyTh TMepenadyd KOTOPBhIX —
noyioBoi. MHpekuu, nepenaronmecs: MmojoBbIM MyTeM, MPEICTABISIOT CO00M

rpynmny WHQEKIHA, KOTOPhIE MOTYT MEPeaBaThCs MPU BarMHAIBHBIX, OPATHHBIX



W aHAJBHBIX TIOJIOBBIX KOHTAaKTax. ATEHTHI, BBI3bIBAIOIINE WH(EKIINH,
NepealoIIrecs MOJIOBBIM MyTEM, MOTYT MEepPeaaBaThCs OT YeJIOBEKa K YEJIOBEKY
4yepe3 KpOBb, CIIEPMY, BarMHAJIbHBIE WIH JIPYyTUe OMOJIOTUYECKUE KUIKOCTH.

[IpumepamMu MEIMIIMHCKUX M3JCNHM, OTHOCSIIMXCA K TOMMYHKTY «a»
nyHkra 37 IlpaBun kimaccuuKaIiy, MOTYT SIBISTHCS METUIIMHCKUE W3ICIHS,
MIpeTHA3HAYCHHBIC JIS] BBISBIICHUS:

- Chlamydia trachomatis;

- Haemophilus ducreyi;

- BUpyca IpoCToro repreca 1 u 2 TUIOB;

- BUpyca nanuuioMsl yenoseka (HPV);

- Neisseria gonorrhoeae;

- Mycoplasma hominis;

- Mycoplasma genitalium,

- Trichomonas vaginalis;

- Treponema pallidum,

- Ureaplasma urealyticum.

MenmunuHCKkre W3Aenus ISl BBISIBICHUS HMHQEKIIMOHHBIX areHTOB
3a00IeBaHUM, KOTOPhIE MOTYT MEpPEIaBaThCs KakK IMOJIOBBIM, TaK U HE TMOJIOBBIM
MyTeM, PEKOMEHIyeTcs KilacCuPuIupoBarb C YYE€TOM OCHOBHOTO MYTHU
3apaxkeHusi. Hampumep, oCHOBHOW cmoco0 mepemadu ameOuasza M JisIMOJIMO3a
HE SIBJISIETCS] TIOJIOBBIM (YE€pe3 KOHTAKT C 3apaKCHHOM THUILEH, BOJOW WIIH
dekanusaMu), mpu 3TOM STH JIBa Mapa3uTa MOTYT TEPeNaBaThbCsl TaKKe W TPH
OpallbHO-aHAJIBHOM TIOJIOBOM KOHTakTe. [Ipu 3TOM MenunuHCKHUE W3AeNIus,
MpEeIHA3HAYCHHBIC JUISI  OMPENENICHHUS] KHUIICYHbIX WH(EKINA, BBI3BAHHBIX
Entamoeba histolytica v Giardia lamblia, HeoOxogumMo KiacCU(PUIUPOBATH
B cOOTBEeTCTBUU ¢ TyHKTOM 40 ITpaBui kinaccudpukanum.

10. B cooTBeTcTBHM ¢ MOATYHKTOM «0» myHKTa 37 [IpaBun knaccudukanun

MCAUIITMHCKHUEC n3aceius, NpCaAHa3HAYCHHBIC JJIA BBISIBIICHU A
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B 1epeOpOCIMHATBLHON JKUJIKOCTH WM KPOBU HWH(QPEKIMOHHBIX AareHTOB
C YMEPEHHBIM PUCKOM PaclpoCTpaHeHUs, OTHOCATCS K Kiaccy 20.

JlaHHass ~ HOpMa  MpPUMEHSAETCS K  MEIMIMHCKUM  H3JCIHM,
IpeHa3HAYCHHBIM 11 OOHApYXEHUs MPUCYTCTBUS HH(PEKIMOHHOIO areHTa
(iubo camoro areHTa, JUOO €ro KOMIIOHEHTa), B TOM 4YHCJe OaKTepUaibHOTO,
BUPYCHOT'O, TPUOKOBOT0, Mapa3uTapHOTo, MPOTO30MHOTO U UHBIX HMH(GEKIIMOHHBIX
(BHE 3aBUCUMOCTH OT IyTH NIE€pPeIayy UJIM UCTOUHUKA MH(EKIMOHHOTO areHTa), B
oOpasiiax, MoJIy4eHHBIX U3 IIepeOPOCTUHATBHOM KUIKOCTH UITU KPOBHU.

[Monmyukr «O6» mynkra 37 IlpaBun kinaccudukanuy pacrnpoCTpaHsIETCS
TaKK€ Ha MUKPOOHMOJOTMYECKUE CpEJbl, MpEeTHAa3HAYCHHBIC [JIsi BBISBICHUS
COOTBETCTBYIOIIMX MH(MEKIMOHHBIX areHTOB B 1EPEOPOCTIMHATBLHON JKUIKOCTH
WK 00pasiie KPOBH.

[Monmyukt «6» myHkta 37 IlpaBun kiaccupuKauy HE PaCIPOCTPaHIETCS
HA MEIUIMHCKUE W3JEus, MpeIHA3HAYEHHBbIC JIi OOHApPYXKEHHUS aHTUTEN K
MH(EKIIMOHHOMY areHTYy.

[IpuMmepamMu MEAUIIMHCKUX W3JEIUN, OTHOCSIIUXCS K TMOJIMYHKTY «O»
nyHkra 37 IlpaBun knaccuukanuu, MOTYT SIBISTHCS MEIUIIMHCKUE W3ACIHS,
MpEAHA3HAYCHHBIE JIJIS1 BHISIBJICHUS:

- OakTepuaIbHBIX BO30OyIUTENCH: Streptococcus pneumoniae, Streptococcus
epynnol B, Neisseria meningitidis, Haemophilus influenza muna B, Listeria spp.,
Borrelia burgdorferi, Mycobacterium tuberculosis,

- rpuOKOBBIX BO3OynuTeneii: Cryptococcus neoformans, Aspergillus spp.;

- BUPYCHBIX BO30yIuTeNe: BUpyca MPOCTOro repreca 1 u 2 Tumos, BUpyca
repreca 4eiaoBeka 6 Tuma, BUpPyca BETPSAHOM OCIIbI, YHTEPOBHUpPYCA, BUPYCOB
3anagnoro Huna, YukyHrysss, [lenre, 3uka, renaruta A u renatuta E;

- mapa3uTHUIECKUX Bo30ynuteneit: Toxoplasma gondii;
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- IPUOHHBIX areHTOB: crmopaauueckoit Oone3Hu Kpehtndenbpara-SAkooa,
cunapoma Iepcrmana-llTpayccnepa-Illeitnkepa, Kypy, daranpHO# cemeitHoM
OECCOHHMUIIBL.

11. B cooTBeTCTBUM C MOAYHKTOM «B» myHKTa 37 IIpaBun kinaccudukanuu
MEJUIIMHCKUE U3JIeNUsl, MNpEeIHA3HAYEHHbIC I BBISIBICHUS WHOEKIIMOHHBIX
areHTOB INpPU HAJIWYUM PUCKA TOTO, YTO OIIMOOYHBIM pe3yiabTaT UCCICAOBAHUS
MOMKET CTarh MPUYMHOM CMEPTH WIIM MOTEPHU JI€eCOCOOHOCTH OOCIEayEeMOro
NanyeHTa, IUioJa Wik 5SMOpHOoHA MO0 TMOTOMCTBA MAIlMEHTa, OTHOCSITCS
K Kiaccy 20.

JlaHHass ~ HOpMa  MPUMEHSETCS K  MEIMIIMHCKUM  H3JCIIHM,
peHa3HAYECHHBIM JUIs OOHApY>KEHUsI MPUCYTCTBUSI WMH(EKIIMOHHOIO areHTa
(ubo camoro areHTa, JMOO €ro KOMIIOHEHTa), B TOM 4HCIe OaKTepUalbHOTO,
BHUPYCHOTO, TPUOKOBOTO, TAPa3UTAPHOTO, TPOTO30MHOTO M MHBIX MH(PEKIIMOHHBIX,
U HE UMEeT KaKuX-IM0O OrpaHUYEHHWN B YAaCTH THUIIOB OOpPa3lOB, B3STHIX
y UHAMBUAYYMA, TUIOAA WJIA SMOPHUOHA.

[ToanyHkTt «B» myHkra 37 IlpaBun kinaccudukauu He pacpoCTPaHSIETCs
Ha MEIULMHCKUE W3JeNus, MPEAHA3HAUCHHbIC JI1 OOHAPY>KEHUSI aHTUTEN
K MHPEKIIMOHHOMY areHTy.

[Monmynkt «B» mynkTa 37 [IpaBun knaccudukauy mpuMeHseTcs B cliydae,
€CIIM CYyIIECTBYET 3HAYUTENbHBIM PUCK TOTO, YTO OIIMOOYHBIN pe3yabTaT
MPUBEJET K CMEPTU WM TSHKEJIOW MHBAIUIHOCTH. [Ipu 3TOM yduUTHIBA€TCS, UTO
OIMMOOYHBIN PE3yNIbTaT y 3I0POBOTO YEJIOBEKAa HE HECET TAKOTO K€ pUCKa, Kak
OIMMUOOYHBIN pPe3yNbTaT, HAPUMEP, Y YeJIOBEeKa C OCIA0JICHHBIM UMMYHHUTETOM
WM y OepeMeHHO KeHIUHBL. JlaHHas HOpMa MPUMEHSETCS KaK MPHU BBISIBICHUH
MH(PEKIIMOHHBIX areHTOB y TECTUPYEMOIro SMOpHOHa, Tioja (MHQPEKIMOHHBIN
areHT MOXET HaAaHECTH yIiepO KU3HECITOCOOHOCTH U Pa3BUTHS AYMOPHOHA, TI0/a

U TIPUBCCTH K CMCPTHU HIIA I/IHBaJ'II/II[HOCTI/I), TaK U B OTHOILICHHUHN ITOTOMCTBa
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yeloBeKa (KaK B HACTOSALIEE BpeMs, TaK U B OydylleM, TO €CTh BbI3bIBATH
HapyIIEHUE Pa3BUTHS).

[IpumepamMu MEAUUMHCKUAX W3AEIUNA, OTHOCSIIUMXCS K THOIIYHKTY «B)»
nynkta 37 IlpaBun kiaccuuKanuu, MOTYT SIBISTHCS MEIUIIMHCKUE W3/EINHs,
MpEAHA3HAYCHHBIC JIJISI BHISIBJICHUS:

- bakTepUaIbHBIX TATOTEHOB: Treponema pallidum, Chlamydia trachomatis,
Haemophilus influenzae muna B, Neisseria meningitidis, Listeria meningitis
(Listeria monocytogenes), Mycobacterium leprae, Mycobacterium spp.,
Legionella spp., Streptococcus agalactiae, MeTUIWIITMH-PE3UCTEHTHOTO
Staphylococcus aureus 1 MHOKECTBEHHBIX PE3UCTEHTHBIX SHTEPOOAKTEPUIA;

- mapa3uTapHbIX Bo3OynutTenei: Toxoplasma gondii;

- BUPYCHBIX BO30ymuTeNel: BUpyca NpOCTOro repmeca 1 u 2 Tuma,
UTOMETAJIOBUPYCa, BUPYC KpPAacCHYXH, BHUPYC KOPH, BHUPYC IOJHOMHEINUTA,
napBoBupyca B19, Bupyca 3uxka.

12. B cOOTBETCTBUU C MOAMMYHKTOM «I» IyHKTa 37 [IpaBui kinaccudukanuu
MEIUIIMHCKUE U3EUs, TpeAHa3HAYCHHbBIC JIJII CKPUHUHTA TIPU OEPEMEHHOCTH
KEHIIMH B LEJSIX OMNPENEJCHUsS MX HMMMYHHOIO CTaryca IO OTHOIICHUIO K
UH(DEKIMAIM, OTHOCSTCA K Kiaccy 20.

JlaHHass ~ HOpMa  MpUMEHSETCS K  MEIMIMHCKUM  H3JCIHSIM,
NpelHa3HAYCHHbIM JJI1 CKPUHUHTa OEPEMEHHBIX KEHIIMH O POJOB C IIEJIbIO
BBISIBIICHUS] HATU4us (OTCYTCTBUSI) MPUOOPETEHHOTO COOTBETCTBYIOIIMM 00pa3oM
HaIpaBJICHHOTO UMMYHHOTO OTBETa Ha WH(EKIIMOHHBIE areHTHl (B TOM YHUCIE K
TPAHCMHCCUBHBIM areHTaM, BBI3BIBAIOIIMM HHGEKIMU Y SMOpHOHA W ITUIOZQ).
TepMHH «MMMYHHBIN CTaTyC» OTHOCUTCS K HAIMYHIO, OTCYTCTBUIO WJIH YPOBHIO
UMMYHHOTO OTBETa, NPUOOPETEHHOTO >KCHIIMHAMM TMOCjie HWHOEKIUH WIH

BaKIIMHalINH.
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[Ipumepamu TakuX METUITMHCKUX H3ACIUA MOTYT SBISATHCS MEIUITUTHCKHE
U3JIENNS, CTICIIMAIbHO MpeAHa3HaYeHHBIE [Tl PEHATAIbHOTO CKPUHUHTA B IIEJISIX
onpe/eeH!s UMMYHHOTO CTaTyCa KEHIIUH B OTHOILICHUU:

- IIUTOMETAJIOBUPYCA;

- BUpyCa KPaCHYXH;

- Toxoplasma gondii;

- BUpYyca BeTpsiHoU ocnbl (Varicella zoster virus);,

- BUpYyca 3HKa;

- napBoBupyca B19.

13. B cooTBeTCTBUM € NOAMYHKTOM «1» yHKTa 37 IIpaBun kinaccudukanuu
MEAWIIMHCKUE W3JeNus, TNpeIHa3HAuCHHbIE [JIs1 OMNpEACICHHS  cTaryca
MH(OEKIIMOHHOM 00J€3HN WM KIMMYHHOTO CTaTyca Py HAIMYUU PUCKA TOTO, YTO
OMMUOOYHBIA  pe3ylnbTaT  MPHUBEAET K  TEPANEBTUYECKOMY  PEIICHUIO,
BBI3BIBAIOIIEMY WHBAIMIHOCTh WJIM HEU30€KHOE BO3HUKHOBEHHE OIMACHOMN
CUTYAIINH JIJIs )KU3HM MMaIMeHTa WM €T0 IIOTOMCTBA, OTHOCATCS K Kiaccy 20.

JlanHass ~ HOpMa  TpHMEHSETCI K MEOUIIMHCKUM  H3ICIHSIM,
MpeIHA3HAYCHHBIM KaK JJIsI ONpeIesieHnsl cTaryca HHPEKIIMOHHOTO 3a00IeBaHuUs,
TaK | JIJIs1 ONpEe/IeJICHUsI MMMYHHOTO CTaTyca MaiueHTa.

Omnpenenenue craryca WHGEKIIMOHHOTO 3a00JIEBaHUS TPEIOCTaBIISET
uHOOPMAITUI0O O COCTOSSHMM WM Pa3BUTHM 3a00J€BaHUS, BBI3BAHHOTO
WHOEKIIMOHHBIM  areHTOM. B 3TOM  KOHTEKCTe OmpeleieHHue craryca
MHQPEKITMOHHOTO 3a00J1eBaHUsI OOBIYHO BKIIFOYACT BBISBICHHE HHOEKIIMOHHBIX
areHTOB, AHTUTEN K WH()EKIMOHHBIM areHTaM, MapKepOB WM aHAIUTOB B
oOpasmax, B3SThIX y TaIMEeHTOB.

Omnpenenenre UMMYHHOTO CTaryca JacT WH(POPMAIUIO O COCTOSHHH WJTH
pPa3BUTUU HMMMYHHOTO OTBETa, NPHUOOPETEHHOTO TAIIMEHTOM B CBS3U C

3dPaKCHUCM IIaTOI'CHHBIM AI'€HTOM, IMIPpUBUBKAMMH, AJUICPTUICCKUMU,
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WMMYHOTOKCHYECKAMH, ayTOMMMYHHBIMH ¥ aJUIONMMYHHBIMH PEaKIUSIMH,
TaKMMU Kak TpaHC(HY3UOHHBIE PEAKIIUU U PEaKIIUU OTTOPKEHUS TpaHCIUIaHTAaTa.

[Ipumepamu TakKMX METULIIMHCKUX U3EIUI MOTYT SIBISITHCSA:

- Ha0op peareHTOB M BbIsiBIEHUsA Salmonella typhi B ¢exanuax nus
OLICHKH CTaTyca HOCUTEIbCTBA MAIIUEHTOB;

- Habop peareHToOB Il ONpENEeNCHHs aHTUTeNl K JuMdoruTam,
UMMYHOGEPMEHTHBIN aHaln3, MpeAHA3HAYCHHBIA ISl BBIABICHUS AaKTUBHOMN
uHpexuuu Mycobacterium tuberculosis;

- HA0OpBI pEareHTOB Jid KOJWYECTBEHHOTO OMpENENEHUs BUPYC-
cnenu@UUeCKUX  HYKJIEWHOBBIX  KHCIOT  (Hampumep, IS BBISBICHUSA
uTOMeraioBupyca, Bupyca /[xona KanHuHrema, ageHoBUpyca, JHTEPOBUPYCA)
JUTs MOHUTOPHUHTA PEaKIIUK MAIMEeHTAa C OCIa0JICHHBIM UMMYHHUTETOM (Harpumep,
MaIyeHTa Mocje TPAaHCIUIAHTAI[MHU ) Ha POTUBOBUPYCHYIO TEPAIIUIO;

- Ha0Op PEareHToB ISl ONPEACIICHUS] METUIIMILTUH-PE3UCTEHTHOTO IIITaMMa
Staphylococcus aureus Ha OCHOBE TIOTUMEPA3HOM IEMHOW pEaKIuH st
IIpeIoneparmOHHOTO CKPHHUHTA MTAIIMCHTOB;

- Habop peareHTOoB A 0OHapyxenus antuten [gM nporus HEV;

- Ha0Op peareHTOB JJIsi KOJIMYECTBEHHOTO OMpENeNieHNs MHTPATeKaIbHBIX
aHTUTEN K BUPYCY KPACHYXH MPU JTUArHOCTUKE KPACHYITHOTO SHIIe(aIuTa,
UMMYHO(EpPMEHTHBIN aHaIN3;

- peareHThl Wi HAa0OpHl PEareHTOB, MPEIHA3HAYCHHBIC IS BHISBICHUS Y
PEIUIIMEHTa aHTUTEI K TOTEHIHMAIbHO TATOTeHHBIM BHpycaMm (Hampumep,
aHTUTENa K IIMTOMETaJOBUPYCY, BUPYCY MPOCTOTO Teprieca) A ONpEeAcICHUS
JATEHTHOTO CTaTyca BUPYCHOW MH(EKIINH TIEpe]l TPAHCITIAHTAIUEe OPTaHOB HIIN
KOCTHOTO MO3T4;

- MaHeJH I ONpEIeNICHHs] aHTUTeN K aiiepreHam. Hampumep, HaAOGOpHI
peareHTOB Ha MHOXXECTBEHHbIC asuiepreHbl (multiple allergen simultaneous test,

MAST), npennHa3HaueHHble st oOHapyxeHusi aHtuten IgE k HeckoabkuMm
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cenu(pUUEeCKUM aJiyIepreHaM, KOTOpble MOTYT MPUBECTH K aHapuIaKCHU
(HEKOTOpBIE MHILEBBIE AJJIEPTEHBI WM AJUIEPIEHBI fA/1a NEPENOHYATOKPBUIBIX).
JloxHOOTpHUIIATENBHBIE PE3YJIBTATHI TAKUX T€CTOB MAST MOryT yBEIUYUTH PUCK
TOTO, 4YTO TMAlMEHTy He OyldeT oOKa3aHa aJeKBaTHas IIOMOIIb B CiIy4ae
BO3HUKHOBEHUS OMACHOTO JIJIS )KU3HU aHA(UIIAKTUYECKOTO II0KA.

- HA0Op peareHTOB JIJIs BBISBJICHUS Y PEIUITUEHTA aJUIOAHTUTEN, CBSI3aHHBIX
C peakuusMu OTTOPKEHHS TpAHCIUIAHTaTa, TAaKUX KakK AaHTUTENa MPOTHUB
penienitopoB P-anruorensuHa Il tuma 1 (aHTH-ATIR) M mpoTHB penenTopoB
sHpotenuHa tuna A (antu-ETAR);

- HA0Op peareHTOB JJid aHaju3a BBICBOOOXKJICHUSI raMma-uHTepdepoHa
(IGRA) nns nuarnoctuku undexkuuu Mycobacterium tuberculosis.

14. B coOTBETCTBUU C IOJMYHKTOM «e» myHkTa 37 [IpaBun knaccudukanmu
MEIUIUHCKUE W3MENHs], MPEAHA3HAYCHHBIE I CKPUHHUHIA, AUArHOCTUKHU WIIH
OTpeeTICHUS CTAIUU OHKOJIOTUYECKOTO 3a00JIeBaHMs, OTHOCSTCS K Kiaccy 20.

[IpuMepamMu TakKuX MEAUIIUHCKUX U3/IEIUA MOTYT SIBIISITHCS:

- Ha0Op peareHToB ISl CKpUHUHTA 00pa3IoB Kajia Ha CKPBHITYIO KPOBb WIIH
HabOp pEareHToB [JIi MMMYHOXMMHYECKU#X HCCIEIOBaHHN OOpa3lloB Kaia,
CHEUHANIBHO MPEIHA3HAYEHHBIA ISl MCIIOJNIB30BAHUSI TPU CKPUHUHIE paka
TOJICTOM KUIIIKU;

- aBTOMATU3WPOBAHHAS CHUCTEMAa IMTOJOTMYECKOTO HCCIIECIOBAHUS C
okpamBanueM no llamaHukonay, mpegHa3HaueHHasi i 00pabOTKKM 00pa3ioB
[EPBUKAIIBHOTO KaHaja M Kiaccupukanuu oOpasiia MepBUKAILHOTO KaHaIa Kak
HOPMAaJIbHOTO WM aHOMAaJIbHOTO, CKPUHUHIOBOE UCCJIE0BAHUE;

- Ha0Op peareHToB Il MOJICKYISIPHO-OMOJIOTMYECKOTO HCCIICOBAHUS
OTJESIEMOT0 COCKO0a U3 LIEPBUKAIBLHOTO KaHalla Ha BUPYC MalMJJIOMbl YEJIOBEKa
BBICOKOTO OHKOT€HHOTO PHCKAa U €ro TeHOTUIMPOBAHUS C II€JIbIO BBISIBICHUS
IPYIIIBI PUCKA TIPEApaKa, paKa MEeHKU MaTKU WM JIJIs1 OLICHKH MPOrPECCUPOBAHUS

LEepBUKAIILHOW UHTpa’nuTenuanbHoi Heomiasuu (CIN);
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- HA0Op peareHTOB sl KOJMYECTBEHHOTO OINpPEACICHUSI OHKOMapKepa
CA 125, accounnpoBaHHOTO C PAKOM SIMYHUKA B CHIBOPOTKE KPOBH;

-Ha0oOp  peareHToB I  MMMYHOTMCTOXMMHUYECKOTO  aHajlIu3a,
NpelHa3HAuYCHHBIN I OOHApYKEHHUsSl pelenTopa MPOrecCTEPOHAa B OIMYXOJISIX
MOJIOYHOM JK€JIe3bl I MPOTHO3UPOBAHUS PE3YJBTATOB TEPANMUU KAPLHUHOMBI
MOJIOYHOM JKEJIE3HI;

- Ha0OpBI pearecHTOB Ha OCHOBE (hIYyOPECLUCHTHON THOPUAM3ALMU in Situ
(FISH), npenHa3HaueHHble [JIi JIUarHOCTUKH, Hampumep, JUMQOMBI,
MHO>KECTBEHHOM MUEJIOMBI U JICMKEMUM;

- HA0Op peareHToB ISl TapreTHOTO CEKBEHUPOBAHUS  CJIEAYIOIIErO
MOKOJIEHUS A BbISIBICHUS comatnueckux myrtauuii B JIHK, BbimeneHHon us
o0pasloB OMyXOJEeBOM TKaHU, (DUKCUPOBAHHBIX (POPMATUHOM U 3AJUTHIX
napaduHOM;

- Ha0Op peareHTOB JJiA OOHAPYKEHUS ACNCIHUN WIM TyTUTMKAIA B TeHE
BRCAI yenoBeka i IMarHOCTUKHM HACJIEICTBEHHOTO paka MOJIOYHOM KEJE3bl
U SIMYHUKOB,

- Habop  peareHTOB, TMpEJHA3HAYEHHBIA IS  aHaluM3a  TCHOB,
ACCOLIMMPOBAHHBIX C KOJIOPEKTAJIbHBIM PAKOM, PAKOM IKEIyAKd, PaKOM
MOKETYJOYHOU  KEJIE3bl, PAKOM MOJIOYHOW KEJIE3bl, PAKOM SHUYHUKOB,
OMYXOJSIMU IIUTOBUJHOW KEJIE3bl WU HHIOKPUHHOW CHUCTEMBI, IJI1 OLECHKHU
TeHETUYECKOU MPEIPACIIONOKEHHOCTH K 3TUM 3a00JICBAaHUSIM;

- Ha0Op peareHTOB MJIs KOJMYECTBEHHOTO OMPEACIICHUS ITUPKYIUPYIOIINX
ONYXOJEBBIX KIIETOK JIUTENUAIBHOTO MPOUCXOXKIACHUS B LEIbHOU KPOBH A
MOHUTOPUHTA MAlMEHTOB C METACTaTUYECKUM PAKOM MOJOYHOM IKEJIE3Hl,
KOJIOPEKTAJIbHBIM PAKOM HJIM PAaKOM MPEACTATEIIbHOMN KETE3bI.

15. B cooTBeTCTBUM C MOAMYHKTOM «XK» ImyHKTa 37 [IpaBun kinaccudukanuu
MEJIUIIMHCKUE W3IENHsl, MPEeIHAa3HAYEHHbIC JJIi T€HETUYECKOr0 TECTUPOBAHUS,

OTHOCSTCSA K Kjtaccy 20.
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JlaHHast HOpMa MPUMEHSIETCS K METUIIMHCKUM U3/CJIUM JIJI1 TEHETUYECKOTO
TECTUPOBAHUS YETIOBEKA, BKIIOYAIOIIET0 OOHAPYKEHUE CIEU(DUUECKUX allIeei,
MyTalHi, TeHOTUIIOB, KAPUOTHUIIOB WU SITUTEHETUYECKUX N3MEHEHU I, CB3aHHBIX
C HACJIEICTBEHHBIMHU MPU3HAKaMU, 3a00JIEBAaHUSIMU WJTU TIPEIPACIIOIOKEHHOCTHIO
K 3200JICBaHUSAM Y UHAMBUIYYMa UJIU €r0 MOTOMKOB.

JIns TEeHEeTHMYEeCKOro TECTUPOBAHMS MOXHO MCIIOJIb30BATh HECKOJIBKO
METO/IOB, HAIPUMED:

- MOJIEKYJISIPHO-TEHETUYECKUE METOMbI (MCCIAEAYIOT OTIEIbHBIE TE€HbI WM
kopoTkue ¢pparmenTel JJHK 1 ompeneneHus ux CTpOCHHS, BapHalluid WM
MyTalui, KOTOpble TPUBOJAT K TEHETUYECKOMY 3a00JIEBAHUIO);

- XpOMOCOMHBIE TEHETUYECKHE METOJIbI (MCCIEAYIOT IIEJIbIe XPOMOCOMBI
win nauHHble Qparmentsl JIHK st ompenenenust OONbIIMX TEHETHYECKUX
U3MEHEHUM, TAKUE KaK JOMOJHUTEIbHAS KOMHS XPOMOCOMBI, KOTOpasi BbI3bIBAET
TeHETUYECKOE 3a00JICBaHNE).

Pe3ynbrarhl  T€HETUYECKOTO  MCCJEAOBaHUS  MOTYT  MPEIOCTaBUThH
uHpopMaIMI0O O MEIUIMHCKOM CTaryce, TMOJATBEPJAUTh WU HCKIIOUUTH
MpEAnojgaraéMoe TeHEeTHYeCKoe 3a00JeBaHUE WJIM OINPEACIUTh BEPOSTHOCTH
Pa3BUTHS WIH MEPelaud TEHETUIECKOTO 3a00JIEBaHUSI Y YEIOBEKa.

[IpuMepbl MOTYT BKJIFOYATh MEAUIIMHCKUE U3EIUS, UMEIOIINUE CIIETYIOIINE
Ha3HAUYCHUSL:

- CKPUHUHT HOBOPOXJIEHHBIX — MPOBOAUTCS JJIS BBISBICHUSI T€HETUUYECKUX
HapylIeHUH, MPEACTaBIAIOIIMUX yIpO3y *WU3HU W 3I0POBbI0 MalueHTa. Takoe
paHHee OOHapy)XCHHE TO3BOJISIET HEMEUICHHO HayaTh JICYEHUE, YTO MOXKET
YMEHBIITUTH WIN YCTPAHUTH MOCIEACTBUS 3a00ICBaHNS;

- IMaTHOCTUYECKOE HCCIICIOBAHUE — HCMOJB3YETCS ISl BBISBJICHUS WM

HNCKIIFTOYCHHUA OTIPCACIICHHOTO TCHCTHYCCKOTO UJIHN XPOMOCOMHOI'O HAPYIICHUA,
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- CCJIeIOBAaHUE ISl BBISBJICHHS TAIMEHTOB, SIBJSIOUIMXCS HOCUTEISIMU
OJHOW KOMHM T€HHOW MYyTallMM, KOTOpas MOXKET MPUBECTH K I€HETHYECKOMY
3a00JI€BaHUIO Y TIOTOMCTBA;

- IPEHATAJIbHOE UCCIIE0BAHNE — UCIIOJIb3YETCS JIJIsl BBISIBICHUS U3MEHEHUN
B T€HaX HJIM XpOMOCOMaX IJI0fa 10 POXKICHUS;

- IPEUMIUIAHTAIIMOHHOE KCCIIEOBAHUE — MCIIONb3YETCs JUIsSl BBISBICHUS
IFEeHETUYECKUX U3MEHEHUH B HMOpHUOHAX, TMOJYYEHHBIX B pE3yjbTare
HKCTPAKOPIOPAIBHOIO OIJIOJOTBOPEHHS;

- IPOTHOCTUYECKOE UCCIIEOBAHUE — UCTIONB3YETCS /ISl BHISIBJICHUS TEHHBIX
MYTalllii, CBSI3aHHBIX C HAPYIICHUSIMH, KOTOPBIEC MPOSIBIIIOTCS TIOCIIE POXKIACHHUS,
yacTo B Ooisiee mo3gHeM Bo3pacTe. [IporHoctuyeckoe HUCCIEIOBAHUE MOXKET
BBISIBUTH MYTAallUH, TOBBIILIAIONIME PUCK Pa3BUTHS 3a00JI€BaHUN Y YEIIOBEKA.

[TpumepaMu TakKUX MEIULMUHCKUX U3JEIUNA MOTYT SIBISTHCS MEIULUHCKUE
U37eNns, TpeIHAa3HaYCHHbIE /1JIs1 BBISIBJICHMUS:

- XpPOMOCOMHBIX HapyLICHHWW, Hanpumep, Tpucomuu 21, Tpucomun 18,
TPUCOMUHU 10 X-XPOMOCOME;

- HapyUIEHUI B T€HaX, CBSI3aHHBIX C TPOMOOQuIMel, Hanmpumep, I'eHOB,
Konupyromnux gakrop V u mporpomMOuH;

- FTeHETUYECKNX (PAaKTOPOB pHCKA, HANPUMEP, PEBMATOMJIHOTO apTpUTa
(HLA DRBI1), ankuio3upyromiero crionauinoaptputa (HLA B27), octeoaptpura,
[IPECEHUIMHOBOW MYTAallHU;

- MOHOTEHETHYECKUX PACCTPONCTB, HAMpUMEp, reMoxXpomarosa, O0Ie3HU
XaHTUHITOHA, MyKOBHUCIIN1033;

- XY paccTpoiicTB, Hampumep, TeMO(WINH, MBIIIEYHON aucTpodun
JromenHa, cunapoma gjoMkoi X-xpomocomsl (Fragile X).

Taxxe mnpuMepaMu MOTYT SBISATHCA MEAWIMHCKUE W3ACITUS IS

dbapMakoreHOMHBIX ((hapMaKOTE€HETUYECKUX) HWCCIEIOBAHUM, HalpUMep, IS
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onpenenieHuss akTuBHOCTU (¢epmentoB nedeHu CYP2C9 u CYP2CI19 nns
(hapMaKOKHHETHKH JIEKAPCTBEHHBIX MTPENaparoB.

16. B coOTBETCTBUY C MMOAMYHKTOM «3» myHKTa 37 [IpaBuin kinaccudukanuu
MEIUUUHCKUE W3JENUs, MPEIHA3HAYEHHbIE [JI1 KOHTPOJS YPOBHEW JIEKApPCTB,
BEIIECTB WM OWUOJOTMUYECKUX KOMIIOHEHTOB MpPH HAJIUYUU PHUCKA TOTO, YTO
HEBEPHBIN pe3ybTaT MPUBEIET K TEPANECBTUYECCKOMY PEIICHUIO, BHI3bIBAIOIIEMY
BO3HUKHOBEHUE OMACHOW CUTyalluu JJIsl JKM3HH MMAlMEHTA WUJIM €ro IMOTOMCTBA,
OTHOCSITCS K KJ1accy 20.

JlaHHass ~ HOpMa  MpHUMEHSAETCS K  MEIMIMHCKUM  H3JCIHIM,
NpeAHa3HAYEHHbIM [IJI1 MOHMTOPUHIA YpPOBHS AHAJIUTOB C IEJIBIO KOHTPOJIS
3a JICUCHHEM, B TOM YHCJIE KOPPEKTUPOBKH BEJICHUSI TalMCHTa IO MEpe
HEOOXOJUMOCTH.

Takyue MemUIMHCKUE HM3AENHUS MOTYT ObITh MpPEIHA3HAYEHBI JJIS OLICHKU
TEKYILETO COCTOSIHUS 4YeloBeKa U (MJIM) U3MEHEHUW B €ro COCTOSIHUU, KOTOpas
JIOCTUTACTCSI MTOBTOPHBIMU Wi MHOTOKPaTHBIMU onpeieICHUsIMU
aHAJIM3UPYEMOTO BEIECTBA C TEUYEHHEM BPEMEHU YEpe3 COOTBETCTBYIOLIUE
MPOMEXYTKH BpPEMEHU. OTH MEAHUIMHCKUE WU3JEeNUs TMpeIHa3HAYeHbl s
OMPENEJICHHS TOTO, COOTBETCTBYIOT JIM PE3YJIBTATHI 0XKUAAEMBIM, JIJIS1 BBISIBJICHUS
(OLIEHKH) MpOTrpecCUpoBaHms (perpeccuu) 3a00aeBaHms, PEIUMBA 3a00ICBaAHMUSI,
OTBeTa (PE3UCTEHTHOCTH) K Tepanuu U (Ujn) noOO0UYHbIX 3PPEKTOB, BEI3BAHHBIX
TepaIueu.

[Monmyukr «3» myHkra 37 IlpaBun kiaccu@ukanuu HE MPUMEHSIETCS K
MEIULIMHCKUM  U3JACNUSIM, TPEAHA3HAUYCHHBIM ISl  MCIOJIb30BAHUS  TIPHU
JTUATHOCTHUKE WJIM CKPUHUHTE COCTOSTHUS, KOTIa JIJIsl 3TOU eI TPpeOyeTCsl TOIBKO
OJTHO U3MEPEHUE, HO MPUMEHSETCS K Ja00paTOPHBIM UCCIEIOBAHUSIM, B KOTOPBIX
MPEANoJIaraeTcsl MPOBOIUTh MHOXKXECTBEHHBIE TTOCEA0BATEIbHBIE U3MEPEHHS BO

BpPEMCHU U TAC OILIMOOYHBIN PE3YIBbTAT MOKCT IIPUBCCTU K OonacHoM HJIA XKU3HU
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CUTyallMu Ui TNAalWEHTa WA €ro MOTOMCTBA, HAIPUMEpP, NMPU MOHHUTOPHHIE
MU3MEHEHHUS KOHIIEHTPALUK aHAIUTA C TCYEHUEM BPEMEHH.

AHaJINUTBI, U3MEPSIEMbIE JAHHBIM TUIOM MEIUIUHCKUX W3JIEIUNA, MOTYT
OBbITb JIGKAPCTBEHHBIMHM TpEmapaTaMy, XUMHUYECKUMHU BEIIECTBAMHU WU
OMOJIOTUYECKUMU  BEIIECTBAMU, KOMIIOHEHTaMH  (HampuMmep, aHTUTENa,
SHJOTE€HHbIE MapKepbl, TPOMOOILUTHI U T. 1.).

Ecin MenuumnHCKOEe U3ENINE NMPEAHA3HAYECHO U1 ONPEICIICHHOW LIEJIEBOU
rpynimsl (HarpuMmep, B eauaTpuu, OepeMeHHbIE JKEHITUHBI, JTUIA C 0CIA0JICHHBIM
UMMYHHUTETOM U T. 1I.), TO CJIEAYET YUYUTHIBATh PUCK JJIsI 3TON KOHKPETHOU TPYIIIIHI.

[IpumepaMu MEIUIIMHCKUAX W3ACIUNA, OTHOCSIIIUMXCS K MOAMYHKTY «3)»
nyHkta 37 IlpaBun kiaccuduxanuu, MOTYT SBISIThCA MEIUIIMHCKUE H3ICIUS,
IIPEAHA3HAYEHHBIE JJIs1 MOHUTOPUHTA!

- YPOBHSI CEpPIECYHBIX MAPKEPOB [JIs MALMEHTOB C OCTPBIM TEUYECHUEM
o6onesnn: TtpomonuHa I, tpomonmna T, KK-MB (npu Hasznauenun s
MOHUTOPHUHTA OBPEKICHUS CEPJICUHON MBIIIIIHI);

- YPOBHSI KOpTH30Jia (Hampumep, Uil MalMEHTOB C HEAOCTATOYHOCTHIO
KOPTH30J1d);

- [IB/AUTB, npenna3zHadyeHHBIX ISl OICHKH OOJBIIMX KPOBOTCUCHHI B
OCTPBIX CJIy4YasiXx WA Yy IAIMEHTOB C OCTPOW KOAryJlomarueu, WA I
MOHUTOPUHTA KyMaJIiHa y TMalMeHTOB 0€3 IUarHOCTUPOBAHHOTO HAPYIIEHUS
CBEpPTHIBaHUS KPOBH;

- KOHUCHTPAUUU JINTUSA JJI I[AIMECHTOB, NPOXOUSIIMX JIEUHCHUE OT
OUMOJISIPHBIX PACCTPOMCTB;

- YPOBHSI METOTPEKCATa MPH JICYEHUHU COCTOSHUM, HE YTPOKAIOIINX KU3HH,
TAKUX KaK BACKYJIUT, PEBMAaTOUIHBIA APTPUT U TICOPUATUUECKUNA APTPHUT;

- KOHIEHTpPAllUM  UMMYHOCYIIPECCHUBHBIX  JIEKAPCTBEHHBIX  CPEJCTB,

HanpUMep, HUKIOCIIOPUHA, CUPOJIUMYCa, TAKPOIUMYCa;



21

- KOHLIEHTpalUu aHTHOMOTUKA, HEJOCTATOYHBIM WIM YpPE3MEPHBIA MpPUEM
KOTOPOTO MOKET OKa3aTb CEPbE3HOE BIIMSHHME HA 4YEJIOBEKAa WA ITOTOMCTBO
(HanmpuMep, TeHTaMUIINUH);

- ypoBHa aHTU-RhD-anTuTen y OepeMEHHBIX JKEHIIMH, KOTOPBIM
JOTIOJIHUTENBHO BBOAWIM aHTHU-D.

17. B cooTBETCTBUM € NOAITYHKTOM «¥» yHKTa 37 IIpaBun knaccudukanuu
MEAULMHCKHUE W3JeUs, IPEIHA3HAYCHHBIC Ul OLEHKU COCTOSHUS IallMEeHTOB,
CTPAJAIOIIUX YrpOXKAIOUMMU JKU3HU COCTOSHUSIMH MJIM  3a00JI€eBaHUSIMU,
OTHOCSTCS K KJ1accy 20.

JlaHHass ~ HOpMa  MNpPHUMEHSAETCS K  MEIMIMHCKUM  H3JCIHM,
OpPEAHA3HAYEHHBIM JUIA NAlUWEHTOB C JUAarHOCTHUPOBAHHBIMU ONACHBIMH JUIA
’KU3HU 3a00JI€BAaHUSMU UIN COCTOSIHUSIMHU.

MenuuuHckue u3enusi 00ecrneunBaloT KPUTHUECKYIO WU €IMHCTBEHHYIO
NETEPMUHAHTY I IPAaBUJIBHOIO pEIIEHHMsS O BEICHHM IAUUEHTAa U
PEI0CTABIAIOT HHPOPMALIMIO JJIs JIEYEHUS IO MEPE HEOOXOJUMMOCTH.

K ganHOMy THIly [NpOAYKUHMHM OTHOCSATCS MEIWLMHCKUE H3AENHS,
NpelHa3HaYeHHbIE 11  OOHApy>KEHUSI YCTOWYUBBIX K  JIEKAPCTBEHHBIM
IpernaparaM [aTOreHOB, CBS3aHHBIX C ONACHBIM JUISl JKU3HU COCTOSIHHUEM
(HampuMep, CENCHCOM, HEKPO30M KOXKH WM TKAaHE), HEMOCPEACTBEHHO H3
0o0pa3loB OHMOJOTrMYECKOr0 Marepuasa 4YeloBeKa /Jid MPUHATHUS PELICHUS O
BEJICHUM MALMCHTA.

[Tonmynkt «u» mynkta 37 IlpaBun kimaccudukanuu HE MPUMEHSAETCS K
MEIULIMHCKUM  M3IEHUSAM, MCIONB3YEMBIM B COYETAaHMM C  METONAMH
MUKpPOOHMOJIOTMYECKOTO KYJIbTUBUPOBAHUS, KOTOPbIE MPEeIHA3HAYEHBI TOJIBKO IS
IPOBEPKU JIEKAPCTBEHHON YCTOWYMBOCTU YXKE€ OOHApPY>KEHHOIO IaTOTeHa,
BKJIFOYAsl PEAreHThl A OMNPENECIEHUS YYBCTBUTEIBHOCTH K JIEKAPCTBEHHBIM
cpelcTBaM (HampuMep, AMCKM WM MaHeJIM MUHUMAaJIbHOM WHTHOHMpYIOLIEH

KOHI_[eHTpaI_II/II/I), CCJIM TAaKHC U3ACINUA HC IIPCAHA3HAYCHBI JJIA BBI60pa TCpallnu
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IUIsL TIALIMEHTOB, CTPAJAIOLIMX YIPOXKAIOIKMMH JKU3HU COCTOSHUAMH WIIU
3a00JICBaHUSIMU.

[IpumepamMu MENUIMHCKUX W3IAEIUN, OTHOCSIIMXCA K TMOAMYHKTY W
nyHkTa 37 [IpaBun kinaccuukanuu, MOTYT SBIATHCS:

- MeauIuHcKue wuznenus aius noxacuera CD4 T-numdpouurtor 'y BUY-
MH(UIIMPOBAHHBIX MAI[MEHTOB [JIs Hayajla JEYEHHUs] U OIpPEACNICHHUs] OTBETa Ha
POTUBOBUPYCHYIO TEPAITUIO;

- MEIUIIMHCKUE W3AENIUs 11 WU3MepeHus D-auMepoB y MNalMEHTOB C
TPOMOOTHYECKUMH HApYLICHUSIMU;

- HA0Op peareHTOB ISl KOJMYECTBEHHOIO ONpeNeNieHus in  Vitro
mMKupoBaHHoro remoroonHa (HbAlc) wunm ypoBHS IVIIOKO3BI B KPOBH,
UCIOJIb3yEeMbl€ TIPU JICUEHUU NAIlMEHTOB ¢ AMa0eTOM;

- MEIUIIMHCKUE W3AENHS JJIsI MOHUTOPHHIA AHTUKOATYISTHTHOW Teparuu
(Hampumep, mnpoTpoMOuHOBOrO Bpemenn unu MHO (Bapdapuna), AUTB
(He(paKIIMOHUPOBAHHOTO  TEMapyHAa); aHTHU-Xa XPOMOTEHHBIE  aHAJU3BI
(nu3komonekyssipubiii renmapudn (HMI'), donpanapunykc, puBapokcaban u
anukcaban), antu-lla xpomoreHHble aHaNM3bl M aHATU3bl HA OCHOBE CIrYCTKa
(aprarpobaH, OMBaAIMPYIUH, TUPYAUH U 1a0UraTpan));

- MEIMLIMHCKUE U3JIE€TUs JUIs MOHUTOPUHIA KOHLIEHTPALMY IUTOKCUHA;

- MEIMLIMHCKUE  W3/eNud I  WCCIENOBaHUS HAa  YCTOMYMBOCTH
K aHTUPETPOBUPYCHBIM Iipenaparam y BUY-nuHpuimpoBaHHbIX TAMEHTOB.

18. B cooTBeTCcTBHM € TOAMTYHKTOM «K» myHKTa 37 [IpaBun knaccudukanmm
MEIUUUHCKUE W3ACNNs, MpeAHa3HAYEHHbIE JUIsi CKPUHUHIA BPOXIACHHBIX
00JIe3HEeH T0/1a UM YMOPHUOHA, OTHOCSITCS K Kitaccy 20.

Jlannas ~ HOopMa  mOpUMEHSieTCd K MEIUUMHCKUM  HU3CNHSIM,
pelHa3HAYCHHbIM JJIsi PYTMHHOTO CKpHMHHUHra sMOpHOHa (IJiofa), a TakKxke
K CIIEHUalIbHOMY CKPUHUHTY 3MOpHOHa (TU10/1a) (B CEMbSIX U IpyMax HaceIeHus,

MO/IBEP>KEHHBIX MOBBIIIEHHOMY PUCKY HACJIEICTBEHHOTO 3a00JIeBaHuA).
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[HonnyHnkr «x» myHkrta 37 IlpaBun kiaccupukanuu NPUMEHSETCS Kak
K IPEUMIUIAHTALMOHHBIM, TaK U TECHETUYECKUM CKPUHUHTOBBIM UCCIICAOBAHUSM.

[IprumepaMu TaKUX MEAULUMHCKUX U3JIEJIMU MOTYT SIBIISITHCS:

- MEAULUHCKUE U3JEIINs], IPEAHA3HAYECHHBIC ISl CKDUHUHIA aHEYILIONUIUI
wiona (Hampumep, Tpucomuu 13, Tpucomun 18 u Tpucomum 21), B TOM uuncie
MEIUUUHCKUE W3/ACNIUs, MpeIHa3HAYCHHbIC ISl HU3MEPEHUS OMOXUMHUYECKHUX
MapKepPOB B CBIBOPOTKE MATEPH;

- MEAULIMHCKUE  U3JENHs, IpEeIHa3HAYCHHbIC Ul OLEHKM  pPHUCKa
aHEeyIUIOWIUU IUI0J]a HAa OCHOBE OHWOXMMHUYECKUX MApKEpOB U Jpyrou
uH(popMaIu, B YaCTHOCTH, HEMHBAa3UBHBIX MPEHATAIbHBIX HA0OPOB PEAreHTOB;

- MEOULIMHCKHE U3JIEINs, TPENHA3HAYEHHBIE T ONPEIEIICHHS oA II10/1a
no BHekinetouHou JIHK mmoma B kpoBM marepu, Nmpu BpPOXKICHHBIX MOPOKAX
Pa3BUTHSL, 3aBUCALLNX OT I10JI4;

- MCIUIIMHCKUE  M3JeNus JUIsI TEHETHYECKOTO HCCIEIOBAHUA  IPH
JMAarHOCTUKE MyKOBUCIIMI034;

- MEIUIMHCKUE  M3JENUs JUISI TEHETUYECKOTO0  HMCCIEOOBAaHHS  IpHU
JUAarHOCTHUKE CEPIIOBUIHO-KIETOYHON aHEMUH;

- MEIUIIMHCKUE  M3JEnus JUIsi TE€HETHYECKOTO  HCCIIEIOBAHUSA  IIPH
JMAarHOCTHUKE XOpeu | eHTHHITOHA;

- MEIUIMHCKUE  M3JENUs JUISI TEHETUYECKOTO0  HMCCIEOOBAaHHS  IpHU
nuarHoctuke 6oae3nu Tas-Cakca;

- MEIULMHCKUE WU3/IEIINs], IPEIHA3HAYEHHBIE U1 AMAarHOCTUKHU TAJIACCEMUN
U IPYTUX HApyLIEHUH TeMOnIo0nHa.

19. B cooTBeTCcTBHM ¢ MOATYHKTOM «i» TyHKTa 37 [IpaBwmn knaccudukanym
MEIUUHUHCKHE W3IEIUs, MPEIHA3HAUYCHHBbIE i1 CKPUHUHIA BPOXIEHHBIX
00J1e3HEeN Yy HOBOPOXKJIEHHBIX JI€TeH MPU HAIMYMU PUCKA TOTO, YTO HEBBISIBJICHUE
U OTCYTCTBUE JICUCHHUSI TaKuX OO0JIe3HEH MOXKET MPUBECTU K BO3ZHUKHOBEHUIO

OIIaCHBIX IJIA KU3HH CI/ITyaI_II/Iﬁ WJIN K HHBAJIMIHOCTH, OTHOCATCA K KJIACCY 20.
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JlaHHass ~ HOpMa  MpUMEHSETCS K  MEIMIIMHCKUM  HW3JCNHSIM,
IpeHa3HAuYCHHBIM JIJISl UCTIOIb30BaHUS JJII CKPUHUHTA HOBOPOXICHHBIX BCKOPE
MOCJIe POXKICHUSI Ha Haluyue 3a00JeBaHUM, MOIJAIONIMXCS JICYEHUIO, HO HE
MPOSBIISIONINXCS KIMHUYECKU B MIEPUOJT HOBOPOKIACHHOCTH.

B  OTHONIEHWH HOBOPOXJEHHBIX C MOJOXHUTEIBHBIM  PE3yJbTaTOM
CKPUHUHTOBOTO HCCJIEIOBaHUSI TMPOBOJUTCS JalibHEWIee HUCCAeA0oBaHUE IS
MOJTBEPKACHUS HATUYUS (OTCYTCTBUS) Y HUX BPOXKJACHHOTO 3a00I€BaHUA.

[Ipumepamu TakuX METUIMHCKUX U3ACIUA MOTYT SBIATHCS MEAUIIMHCKUE
U3JIeNs, TNPEIHA3HAYEHHbIC [ BBISBICHHS CIEAYIOIIUX  BPOXKIECHHBIX
I1aTOJIOTUM:

- OeTa-TaJacceMuu;

- nedunrTa OMOTUHUIA3HI;

- BPOKJICHHOW THUIEPIUIa3uu HAJAIOYEYHUKOB, HAIPHUMEDP, OIpPEACICHUE
1 7-rugpokcuniporectepona (17-OHP);

- BPOXKJICHHOTO TUIIOTUPE03a, HAPUMED, ONPE/IEICHNE TUPOKCUHA,;

- MYKOBUCIIN]103a, HAIPUMEP, CKPUHUHT MYTallui;

- TaJJaKTO3€MHUH, HAMpUMeEp, ONpeneleHue OOIel TralakTo3bl WU
rayakTo3o-1-gpocdarypuaunrpancdepassr,

- IyTapoBOM auuaypuu 1 Tuma;

- runepdeHuiaganHuHeMun ((PEHWIKETOHYPUH), HAlpUMEp, OIpeJeTeHUe
(¢enunananuHa (B KpoBH); (GeHunnupoBuHOTrpagHoi, 2-OH QenunykcycHoi
KHUCJIOT (B MOYE);

- TOMOIIUCTUHYPUU (HEBOCIIPUMMYMBOCTH K MHPHUIOKCUHY), HaIpUMeEp,
CBOOOHBIN TOMOIIUCTENH, OO TOMOIIMCTENH U METHOHHH (B KPOBH Ml MOYE);

- U30BAJIEPUAHOBOU AllUJIEMUMU;

- IeWnMHO3a (pa3BETBIEHHOIICTIOUCYHAsS KETOHYpHs, OO0JIE3Hh MOYU C

3dl1axoM KJICHOBOI'O CHpPOIIQ, 00JIe3Hb  KJIEHOBOTO cnpona), HallpuMmep,
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ONpENEICHUE AaMUHOKHUCIOT C PAa3BETBICHHOM LIEMbIO, aJUIOM30JIEHIIMHA
(B KpOBH); 2-KETOKHUCJIOTHI C PA3BETBICHHOM 1IETIbIO;

- nedpunmra amwi-KoA-aernaporeHassl co cpeaHed JJIMHOW  IIETH,
HaIpuMep, U3MEPEHUE ALMIKAPHUTHHA;

- METUJIMAJIOHOBOM anuiypuu, Bkitodas cblA, cblB, cblC u cblD;

- IPOIIMOHOBOW allUIypUH;

- ne¢unuta N-aleTuiIntyTaMaTCUHTa3bl, HAapUMEp, TII0TaMUHA, allaHWHA,
UTPYJUUIMHA, apTUHUHA (B KPOBH);

- CEpIOBUAHO-KJIETOYHON AHEMUU,

- tupo3zunemud (1, I1, III), Hanpumep, THPO3UH (B KPOBH);

- CYKLIMHUJIALIETOHA, 4-OH (heHUIMpPOBUHOTPATHOM, 4-OH
(heHUIMOIIOUHON KUCIIOTHI (B MOYE);

- MPOKCHUMAallbHasI CIIMHAIbHAS MbIIIeYHas aTpodus 5q;

- TSDKEJIOT0  KoMOMHHMpoBaHHOTO HMMYyHoaehuiura (SCID), nanmpumep,
onpenenenne TREC/KREC.

20. B cooTrBeTCTBUHU C MOAMMYHKTOM «M» nyHKTa 37 IIpaBun kinaccudukanuu
MEIUIIMHCKUE W3ICNusl, TMpeIHA3HAYEHHbIC HJisi CKPUHHMHTA [JIsi 0TOOopa
MAIMEeHTOB JIJIs1 N30MPaTEIHLHON TEpauK 1 BEJCHUS B KAY€CTBE COMMyTCTBYIOIICH
JTUATHOCTHKHU, OTHOCSTCS K Kiiaccy 20.

[Tox MEAUIIMHCKUM U3JEeNMeM, MPEIHa3HAYEHHBIM JIJI UCIIOJIb30BaHUS B
Ka4eCTBE COIMYTCTBYIOIIEH AUArHOCTUKH, TTOHUMAETCS MEIUIIMHCKOE W3JEue,
HeoOxogumoe st O6e3omacHOTO W 3(PQPEKTUBHOTO  HCIOJIB30BAHUS
COOTBETCTBYIOILETO JIEKAPCTBEHHOTO CPEACTBA B LENISIX:

a) BBISIBJICHUSI 10 U (WJIM) BO BpeMs JICUEHUS] MAIMEHTOB, Y KOTOPBIX
COOTBETCTBYIOIIMI JICKAPCTBEHHBIN Tpenapar MOXKET MPUHECTH HauOOJIbIIYIO

NOJIB3Y;
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0) BBISIBJIEHUS 10 U (MJIM) BO BpEMsl JICUCHUS MAI[MEHTOB, KOTOPHIE MOTYT
MOJIBEPraThCsl MOBBIIIICHHOMY PUCKY CEPHE3HBIX MOOOYHBIX PEAKIIUNA B PE3yJIbTaTe
JIEYEHUSI COOTBETCTBYIOLIUM JIEKAPCTBEHHBIM CPEJICTBOM.

YtoObl MEOUIIMHCKOE WU3JeNre ObUIO ONPEAeTIeHO KaK MEAUIIMHCKOE
U3JIEJINE COMMYTCTBYIOIIEH TUAarHOCTUKH, B €r0 HA3HAYEHHUH JIOJKHA OBITh CChLIKA
Ha JIEKapCTBEHHBII Ipenapar ¢ MEXAYHApPOIHbIM HEMaTEHTOBAHHBIM HA3BAHHUEM.

Nnentudukanus MalMeHTOB MOXET BKJIOYAaTh KOJUYECTBEHHOE WIIU
KaueCTBEHHOE Ompe/eieHue crnenuduueckux mMapkepoB. Takue crnerupuyeckue
MapKepbl MOTYT MIPUCYTCTBOBATH Y 3/I0POBBIX CYOBEKTOB U (MJIN) y MAIIUEHTOB.

He cunrarorcs MEIUIIMHCKUMHU U3IEITUSAMH COMYTCTBYIOLIEN JUATHOCTHUKU:

- MEJIMLIMHCKUE U3JIeTUsl, KOTOpbIE MpeIHa3HAYEHbl IJisi MOATBEPKICHUS
TOr0, YTO KOHIIEHTPALMS COOTBETCTBYIOIIMX BEIIECTB B OpPraHU3ME 4YEJIOBEKa
HaXOAUTCS B IPEEIaX TEPAIEBTUYECKOIO OKHA;

- MEIUIIMHCKUE W3NS, NPEAHA3HAYECHHBIE ISl KOJIMYECTBEHHOTO WIIH
Kau€CTBEHHOT'O OIpeieNIeHNs clieu(PUUEeCKUX MapKePOB ISl yCTAHOBICHUS 103l
KOHKPETHOTO JIEKAPCTBEHHOIO CPEACTBA [JIsl MAIl[MEHTOB, KOTOPBIM YiKe
MPEANKMCAHO MOJIYYEHNE 3TOrO JIEKAPCTBEHHOT'O CPECTBA.

OO0muMHu MpuMepaMyu MEIUITMHCKUX W3IETUN, OTHOCAIIUXCS K MOAMYHKTY
«v» myHkTta 37 [lpaBun knaccuduxanuu (IEUCTBUTENBHBI TIPH YCIOBHH, YTO
MEAUIMHCKOE HU3JeNue Heo0XoauMo st Oe3omacHoro W 3((EeKTUBHOTrO
UCIOJIb30BaHUSI COOTBETCTBYIOILIETO JIEKAPCTBEHHOTO CPEACTBA), MOTYT SBIISITHCS:

- MEIMIIMHCKUE  W3MeIus, TpeIHa3HAauYCHHbIE A HUIACHTU(PUKAINUN
TEHOTHIA, OJHOTO MJIM HECKOJbKUX T€HETUYECKUX U (WJIM) TEHOMHBIX BAPUAHTOB,
HampuMmep, HaOOpbl peareHToB misi ompeaeneHus amwieneid renoB CYP2CY,
ACCOLIMMPOBAHHBIX C (PYHKIIMOHAIIBHOW AaKTUBHOCTHIO (PEPMEHTOB TEUCHH,
y4acTBYIOIIUX B MeTabom3Me BapdapuHa;

- MEIMIIMHCKHUE U3ENNs, TPEIHA3HAUCHHbIE JIJIs1 UICHTU(PUKAUA MapKepa

(peuieniTopa, TpaHCIOpTEpa, JIPYroro OMOMapkepa Ha OCHOBE Oelika WM €ro
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BapHaHTa), HA KOTOPbII KOHKPETHO HALIEJIEHO COOTBETCTBYIOIIEE JICKAPCTBEHHOE
CPENCTBO;

- MEIUIIMHCKUE W3JENUs, NPEIHA3HAYCHHbIC ISl BBISIBICHUS aAHTUTEI
K KOHKPETHOMY JIEKAPCTBEHHOMY CPEJCTBY B MPOLIECCE JICUCHUS;

- MEAUIMHCKWE U3JCNUs, MpeAHA3HAYCHHbBIC I BBISBICHUS MAIMEHTOB,
Yy KOTOPBIX OXXKMJACTCS YIYUIlIEHUE OT JICUCHHUS! KOHKPETHBIM JIEKapCTBEHHBIM
CPENCTBOM, HA OCHOBAHHH OTCYTCTBHUS COOTBETCTBYIOILIETO MApKeEPa.

Crneunduieckumu IpUMEpPAMU MEIUIUHCKHAX 11631 (S11050% TSt
CONYTCTBYIOIIEW TUArHOCTUKH SIBIISTFOTCSA:

- HA0Op peareHTOB /Jii Ka4eCTBEHHOIO ONpeleeHus Oelika KUHa3bl
anarutactuaeckoit mumpomel (ALK) B ¢pukcupoBaHHON (HOPMATIMHOM U 3aJTUTOU
napadunom (FFPE) Tkanu nHememnkokneTouHoi kapuuHomsbl jerkoro (NSCLC),
pEAHA3HAYEHHOE JUIsl MOMOIIMA B BBISBIICHUM MAlMEHTOB, MOAXOIAIIUX MJIS
JICUCHUSI KPU3OTUHUOOM WITH IIEPUTUHUOOM;

- peareHT a1 oOHapyxeHus oenka PD-L1 B ¢pukcupoBanHoit hopmManinHoM
U 3aIdTod mnapa@UHOM TKaHU HEMEJKOKJIETOYHOM paka JIeTKOro u
aJCHOKAPLUMHOMBI JKETyAKa JJi1 BBISBICHHUS TMAIMEHTOB [JIsl JICYEHUS C
neMOponu3ymMabomM;

- HabOp peareHTOB JIJIsl KAYeCTBEHHOTO OOHAPY)KEHUS MyTalliii Ha OCHOBE
MOJIMMEPA3HOM LIEMHOM peaklMu B TeHe u3onuTparaeruaporeHassi-2 (IDH2) B
JIHK, BbI€€HHONW M3 KPOBU WJIM KOCTHOTO MO3ra YEJIOBEKA, JJIs BBISBICHUS
MAalMEHTOB C OCTPBIM MHUEJIOUIHBIM JICUKO30M JIsI JICYCHUS YHA3UICHUOOM;

- Habop peareHTOB miis BbisBieHuss myTtanuii B reHe EGFR Ha ocHoBe
MOJIMMEPA3HOU LIEMHOM peaKINu, JIJIsl BBISIBIICHUS B3POCIIBIX NAIMEHTOB C MECTHO
pacnpoCTpaHEHHBIM WJIM METACTaTUUYE€CKUM HEMEJIKOKJIETOUYHBIM PaKOM JIEIKOTO
JUTS JICUCHUS TAKOMUTHHUOOM;

- HA0Op peareHTOB Ha OCHOBE CEKBEHHMPOBAHHUS CIIEAYIOUIErO MOKOJEHUS

(NGS) nns BeigBiaeHus wyrtamuii B reHax KRAS/NRAS, mausrommux Ha
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3 PeKTUBHOCTh BEKTHOMKCA, HCIOIB3YEMOIO ISl JICUCHUS MAlUEHTOB C
METACTAaTUYECKUM KOJIOPEKTAIBHBIM PAKOM;

- HabOp peareHToB JJisl OOHApyKeHUs comarnueckux myTaiuid B rene KRAS
YeJioBeKa B IENSIX MIACHTU(DUKAIMK TMAIMEHTOB C KOJOPEKTAIbHBIM PAKOM JIJISt
JICYCHUS IETYKCUMA0OM MJIU TAHUTYMyMaOoM.

21. B coorBercTBUM ¢ myHKTOM 38 IIpaBun kinaccudukau MEIUIIMHCKUE
U3JIeNus, TpEeAHA3HAUYCHHbIE [IJI1 HCIOJIb30BaHUS HEMpO(PeCcCHOHATbLHBIMU
MOJIb30BATEISIMU, OTHOCSTCS K Ki1accy 20. Eciiu pe3ynbTaT aHanusa, moiayyeHHbIN
C NPUMEHEHUEM YKAa3aHHBIX MEIUIMHCKUX H3JEIUN, HE HOCUT KPUTHYECKUI
MEIUIIMHCKUM CTaTyC WU NMPEIBAPUTEIICH U TpeOyeT MOCIEAYIONIEro CpaBHEHUS
C COOTBETCTBYIOIIUMH JIa0OPATOPHBIMU HCCIICIOBAHUSMU, TaKUE MEIUIIMHCKUE
U3JIeNIMd OTHOCATCS K Kiaccy 2a. Ecnum yka3aHHble MEIUUMHCKHE W3JIEIUS
NpeAHa3HAYeHbl [JIs LeJied, YyKa3aHHbIX B TnyHKrax 35 wu 36 IlpaBun
KJaccu(ukanuy, Takue MEIUIIMHCKUE U3IeTUs OTHOCSTCA K Kiaccy 3.

[Tyukr 38 IlpaBun kinaccuukanuu TPUMEHSIETCI K MEIUIUHCKUM
U3JIeNUSAM, PEIHA3HAYEHHBIM ISl CAMOTECTUPOBAHUS U TECTUPOBAHUS 10 MECTY
JICYCHUSL.

[Ipumepamu MEAMIIUHCKUX U3JIETUN ISl CAMOTECTHUPOBAHUS, OTHOCSIIIUXCS
K KJaccy 2a B COOTBETCTBUMU ¢ TyHKTOM 38 IlpaBun kiaccudukaiuu, MOTYT
SBISITECA ~ MEAMIIMHCKUE  W3JAENUs Ui  OmlpeneieHus  OepeMEHHOCTH,
bepTUIBLHOCTH, ONIPEICTICHUs] YPOBHS XoJiecTeprHa (B JIIOOOM 00paslie), a Takxke
MEJULIMHCKUE U3JIeNUs AJIsl ONPEICNICHHS TTIOKO3bI, S3PUTPOLIUTOB, JICUKOILIUTOB U
OakTepuii B Moue (OTHOCATCS K KJIaccy 2a, TaK KakK pe3y/ibTaT aHain3a HE HOCUT
KPUTUYECKUN MEUIIMHCKUI CTaTyC WK MPEJIBAPUTEIICH).

[IprMepoM METUITMHCKOTO U3ACIIHS JIJIi CAMOTECTUPOBAHUSI, OTHOCSIIIETOCS
K Kiaccy 3 B cooTBeTCTBUU ¢ nyHKTOM 38 IlpaBun kimaccuduxanuu, MOXKET
SIBJISITHCSL DKCIIPECC-TECT ISl BBISIBJICHUS MapKepOB BHpyca MMMYHOAEHUIIUTA

4CJIOBCKA.
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Knaccudukanuss MEIUUMHCKUX W3JEIUN Il HUCCIEIOBAHUSL IO MECTY
HaXOXKJICHUs  MalMeHTa  JOJDKHA  COOTBETCTBOBATh  IPEIIOJIAracMoMy
Ha3HAYEHUIO, YCTAHOBJICHHOMY MPOU3BOJIUTEIIEM.

[TpumepaMu METUIIMHCKUX WU3ACTUHN, IPEIHA3HAYCHHBIX JIJI1 UCCIEA0BAHUS
10 MECTY HaXOXKJICHUA MAllMEHTA U OTHOCAIIMNXCS K KJIAcCy 3, MOTYT SIBJISITHCS:

- OKCIIPECC-TECT JUISl BBISBICHUS MapKEepOB BHUPyca HMMYHoAehUIUTA
YyeJIoBeKa;

- peareHThl Jid MCCIEI0BaHUA Ha COBMECTUMOCTb 1o cucteme ABO,
MPEIHA3HAYEHHBIE I HUCIIOJIB30BAHUS MO MECTY HAXOXKICHUS PEIUIIMECHTA B
Ka4YeCTBE  MEpPbl  MPEAOCTOPOKHOCTH  IMPOTHUB  TNEPEIUMBAHUS  KPOBH,
HecoBMecTuMOM 110 cucteMe ABO.

[TpuMepaMu METUIIMHCKUX U3AEIUN, MPEAHA3HAYCHHBIX JJ1 UCCIICIOBAaHUMN
10 MECTY HaxOXKJE€HUsI MAIlMeHTa U OTHOCSIIUXCS K Kiaccy 20, MOTYT SIBJISTHCS:

- p€areHThl JUIsI U3MEPECHUS YPOBHS IIIFOKO3bl B KPOBH JIJISI MOHHUTOPUHIA
COCTOSIHMS TTalIMCHTA;

- pEareHTsl JIJ11 MOHUTOPUHTA CEPACUYHBIX MAPKEPOB Y MAIMEHTOB C OCTPHIM
TedeHreM 6osne3Hu: Tpornonuna I, rpononuna T, KK-MB (ecnu ucnions3yercs ams
MOHMUTOPHUHTA MTOBPEXKACHUS CEPACYHON MBIIIIIIBI);

- DKCITPECC-TECT JJISl BBISIBJICHHUSI METUIIWUIMH-PE3UCTEHTHOTO 30JI0TUCTOTO
CTa(UIIOKOKKA.

[IpumepaMu MEIUIIMHCKUX U3ACIUHN, IPEIHA3HAYECHHBIX I UCCIEAO0BAHUS
10 MECTY HaXOXKJACHHUS MAUEHTA U OTHOCAIIMXCS K KJIacCy 2a, MOTYT SIBJIATHCS:

- TIOJIOCKA JIJIS1 aHAIM3a MOYH TS OTIPEACIICHUS HH(MEKITUA MOYECBBIBOISIIINX
My TeH;

- KOJUYECTBEHHOE MCCIICJOBAaHME Ha TIEeMONIOOMH KaK IIOMOINb B
JTMAarHOCTUKE JAe(UITUTA Kee3a,;

- BKCIIPECC-TECTHI JJIs1 BBISIBIICHUS CTPENTOKOKKA IPYIIIbI A, peCIIUPATOPHO-

CUHILIMTHATIBLHOTO BUPyCa U BUpYca(OB) rpUIIIa.
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22. B cootBeTcTBUM ¢ myHKTOM 39 IlpaBun kinaccudukau MEIUIIMHCKUE
U3JIENHS, KOTOPhIE HE UMEIOT U3MEPUTENBHONU (PYHKIINH, IO CBOUM OOBEKTUBHBIM
CBOMCTBAM MOTYT TPHUMEHAThCA Kak oOImenabopatopHble, HO 00J1aal0T
CHEIUATbHBIMU  XapaKTEPUCTUKAMU, B  COOTBETCTBUHM C  KOTOPBIMHU
MpEIHA3HAUYCHBl  MPOW3BOAMTENIEM I  HMCIHOJIB30BaHUS B  IPOIEIypax
JIMAarHOCTUKU in vitro (0€3 yKa3aHHs KOHKPETHBIX BUJIOB JaOOPATOPHBIX TECTOB
(aHAIMTOR)), @ TaKKE EMKOCTH ISl cOOpa M XpaHEeHHs] 00pa3Il0B OMOJIOTHYECKUX
po0 OTHOCATCS K Kiacey 1.

[Ipumepamu TakKuX METUIIMHCKUX U3EITUI MOTYT SIBISTHCA:

- MUKpOOHMOJIOTHYECKHE THTATebHBIE CpeIbl OOIEero Ha3HA4YCHUS,
COZep)KAIINe CEJICKTUBHBIE arcHThl, XPOMOTCHHBIC arcHThl, XUMHUYECKHE
WHIUKATOPHI I [IBETOBOM auddepeHnmnanum;

- pacTBOpPHI, TaKME KaK MOIOIIME M OYHIIaroIue, OydepHble pacTBOPHI,
JU3UPYIOLIUE PACTBOPHI, pa30aBUTENH, MPETHASHAYECHHBIC JIJIST KCTIOIB30BAHUS C
aHaJIM3aTopaMu;

- IATIeTKa ¢ (PUKCUPOBAHHBIM 00BEMOM, CTICIIHATBHO MTPEAHA3HAYCHHAS IS
WCCJICIOBaHMUSI C OMPEICTICHHBIM O00pa3IoM OHOJIOTHYECKOTO Marepuana
YelioBeKa, HampuMmep, MHUIETKH I aHalu3aropa CBEPTHIBAHUS KPOBU C
aBTOMAaTUYECKUM OTCYETOM BPEMEHH;

- KOHTEHHEepHI 11 00pa3loB WM BaKyyMHPOBAaHHBIC WM HE BaKyyMHBIS
NpOOWpPKH, TYCTBhIE WM TPEIABAPUTEIHLHO 3aloJHEHHBIE (PUKCHPYIOITUM
PacTBOPOM WJIM IPYTUM PEareHTOM JIJIsi CTaOMIIU3aIUU WU MOAU(PUKAIIIH TTPOOHI,
TPAHCIIOPTUPOBKH, XpaHEHUS W cOopa OUONOTHYECKHX OO0pas3IoB (Hampumep,
KJIETOK, 00pa3IoB TKaHEH, MOouH, (PeKaInii) IJIs UCCIICIOBAHMS in Vitro.

23. B cootBercTBUHM ¢ myHkToM 40 [IpaBun kiaccuduranuv MEIUIIMHCKUE
U3/, B OTHOIIICHUW KOTOPBIX HE MPUMEHSIOTCS TMyHKTHI 35 — 39 IlpaBui
Kjaccu(ukanyi, B TOM 4YHCIE JJISI JIUAaTHOCTUKH PEIKO BCTPCUAROIIUXCS

WH(EKIIMOHHBIX ar€HTOB IIPH OTCYTCTBUH PUCKA TOTO, YTO OMIMOOYHBINA PE3yIbTaT
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MOXKET CTaTh MPUYMHON WHBAJUAHOCTU WM CMEPTH MAIMEHTa, KOHTPOJIbHBIE
Marepuanbl 0e3 KOJMYECTBEHHO WM KAueCTBEHHO 3aJlaHHBIX 3HAYCHUH,
aHaJTUTUYECKUE TIpUOOPHl  (aHAIU3aTOpPhl) C HM3MEPUTEIBHOM  (PyHKIHEH
C HEe(UKCUPOBAHHBIM TIEPEUYHEM BBITIOIHIEMBIX J1A0OPATOPHBIX HCCICIOBAHUH,
KOTOPBI 3aBUCUT OT TMPUMEHSEMBIX HAa0OpPOB pPEareHToB (TECT-CHCTEM),
OTHOCATCS K Kiaccy 2a. B3amMo3zaBuCMMOCTH MpuOOpa M HCIOIb3YyEMBbIX
peareHToB, Kak IPaBWJIO, HE MO3BOJISIET OIICHUBATH MPUOOP OTIEIHHO, HO 3TO HE
BJIMSICT HA OTHECEHHE €T0 K KJ1accy 2a.

OmuOOoYHBIN pe3yibTart, MOTYYEHHBIN B pe3yibrare padoThl ¢ YKa3aHHBIMU
MEIUIIMHCKUMU H3ICTUSIMU, HE OKAXKET CYIIECTBEHHOE HEraTWUBHOE BIMSHHUE HA
MCXOJ] MAaIMeHTa, He TPUBEIET K CMEPTH WIH CEPhE3HON WHBATUAHOCTU, WIIA HE
HOJBEPTHET YEJIOBEKa HEMOCPEACTBEHHOW OMAaCHOCTH.

JlanHass HOpMa pacmpoCTpaHseTcs, KaK TMPaBWIO, HAa KIMHUYECKUE
XUMUYECKHE  HCCIEAOBaHUS  HAa  TOPMOHBI,  BUTAMHHBI,  (EPMEHTHI,
MeTabOIMUeCKEe MapKephl, JIEKTPOJIUTHI M CyOCTpaThl, aHTUTENA, AHTUTCHBI,
a TakXe Ha OOJBIIMHCTBO UMMYHOTHCTOXUMHUYECKUX aHAIIM30B aHATOMHUUYECKOM
natonoruu. K manHomy nyHkTy IlpaBun kmaccuuKamiu OTHOCSTCS TakKke
MEIUIIMHCKUE  M3JENHs, KOTOPbIe BBISBISIOT HMH(PEKIMOHHBIC  areHTHI,
MPEJCTABISAIONIME YMEPEHHBI PHUCK JI 4YeJOBEKa C HU3KOM BEpPOSITHOCTHIO
pactipocTpaHeHHUSL.

VYkazaHHass HOpMa TPUMEHSETCS K aHajau3aTopaM C H3MEPHUTEIbHOM
dyHKIIMEeH C HEPUKCUPOBAHHBIM TMEPEYHEM BBIMONHIEMBIX J1abOpPaTOPHBIX
UCCIICIOBAHUM,  CHEIUAJIbHO  MPEJHA3HAUECHHBIM  TMPOU3BOAUTENEM  JUIS
AMArHOCTUYECKUX MPOLEAYp in Vitro, TOTAa Kak peareHThl W HaOOpbl K HHUM
KJIaCCU(PUITUPYIOTCS CAMOCTOSATEIBHO.

[TpumepaMy MEIUIIMHCKHUX H3AENUH, OTHOCAImUXCS K myHKTy 40 ITpaBun

KJ'IaCCI/I(I)I/IKaI_II/II/I, MOT'YT ABJISAATBHCA:
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- MEIULIMHCKOE U3JIeNHe, MPeAHa3HAYEHHOE /ISl OOHAPYKEHUS U U3MEPEHUS
MarHus Jijis OIEHKH TOMEOCTasa dIEKTPOnTa (MarHus);

- Ha0Op peareHTOB, MpeIHa3HAYCHHBIN sl OOHAPYKEHUS U HU3MEPEHUs
C-peakTuBHOTO O€lKa WM KaJbIPOTEKTUHA JJIS BBISBICHUS CHUCTEMHBIX
BOCIAJIUTEIBHBIX MPOIIECCOB, BEI3BAHHBIX aKTUBHBIM 3a00JIEBAHUEM;

- HA0Op peareHToB ISl OWOXMMHUYECKOTO UCCIEAOBAaHUS B  IEIAX
UACHTU(UKAIIIU U30JIATOB MUKPOOUOIOTUYECKUX KYIBTYP WJIIU JIJISl OTIPECICHUS
YyBCTBUTEIBLHOCTHU U30JISITOB MUKPOOHOIOTUYECKUX KYJBTYD K
IPOTUBOMUKPOOHBIM TIpenaparaM, 3a HCKIIOYEHHEM TEX, KOTOPBIC MO3BOJISIFOT
UACHTU(UIIMPOBATL WM  ONPEACIWTh MHUHUMAJIBHYI  HHTHOMPYIOITYIO
KOHIICHTPAIUIO, CBI3aHHYIO C OMACHBIM JIJISl YKU3HU COCTOSTHUEM;

- DKCTIpecc-TecThl Ha BbIsiBIeHUEe antuten IgG k Helicobacter pylori,
Clostridium difficile, anenoBupyca, poraBupyca u Giardia lamblia;

- aHTUTU(O3HBIE AHTUCAIIBMOHEIIJIC3HBIC AHTHUTENA IS  BBISBICHUS
KOHTaKTa ¢ HH()EKIIMOHHBIM areHTOM;

- HaOOp peareHToB AJIs ONpeAesIeHUs YPOBHS (OJLTUKYIOCTUMYIIUPYIOIIETO
ropmona (OCT') mist onipenenenust GepTUILHOCTH,

- HabOp peareHTOB MJisi OTMPEAEICHUSI KOHIICHTPAIUH JIIOTCHHUZUPYIOIETO
ropMmoHa (JII')) B CBIBOpOTKE WM IIJIJa3M€ KPOBU YEJIIOBEKA METOJIOM
UMMYHOPaJIMOMETPUUECKOTO aHAIIN3a;

- Habop pearHeTon TUTST KOJTMYE€CTBEHHOTO OTpeneeHUs
agpeHokopTukoTponHoro ropmoHa (AKTI, ACTH) B cbIBOpOTKE U IJ1a3M€ KPOBH
YeJI0BEKa METOJOM UMMYHOXEMIUTIOMHUHECIICHTHOTO aHAJIN3a,;

- HaOop peareHToB ais ooHapyxenus antuten 1gG k Candida albicans;

- Habop peareHToB it oOHapyxeHust antuten IgG k Entamoeba histolytica
WJIM BO3JICHCTBUS Ha HEe,

- Habop peareHTOB i OOHapyXeHHs ayTOaHTHUTEN (Harpumep,

aatu-sm/RNP u antu-SSA/R0), CBS3aHHBIX ¢ CHCTEMHOW KPAaCHOW BOTYAHKOM,
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AHTUHEUTPOPUIIBHBIX  LUTOIUIA3MAaTUYECKHX  AHTUTEI MpPU  CHUCTEMHOM
BAaCKyJIUTE), AHTUTE]I TMPOTUB aKBamopuHa-4 TMpu 3a00JIEBaHUSX CIEKTpa
ONTUKOHEWPOMUETUTA W opraHocnenuuueckux ayTOUMMYHHBIX
3a00ieBaHUSAX (HampUMep, aHTUTENa K WHCYJIMHY MpPU HHCYIMHO3aBUCHUMOM
nuabere);

- oKcnpecc-TecTol Ha antuTena IgG k Bupycy renarura A, Bupycam Jlenre,
YukyHryHss u 3anaanoro Huna;

- Ha0op peareHTOB A 0OHapyxenus antuten IgG nmporus HEV;

- HabOp peareHTOB /JIsl BBISBICHUS HENaHAEMHUYECKHX LITaMMOB BHUPYCOB
rpunna A u rpunma B;

- IMMYHO(DEpMEHTHBI ~ aHAIW3aTop, TepMouukKiep (aMrmudukarop),
CEKBEHATOP ISl BBICOKOIIPOU3BOIUTEIBHOIO CEKBEHUPOBAHMS HOBOTO ITOKOJICHUS
(NGS), ananu3zarop KIMHUYECKON XUMHH, T€MATOJIOTHYECKUI aHAIM3aTop;

- DKCIPECC-TECT JUIsl BBIABICHHUS HApKOTHYECKUX BEIIECTB B MOYE
UMMYHOXPOMATOTpahUueCKUM METOIOM JjIsl Kau€CTBEHHOI'O OJIHOBPEMEHHOIO
onpeneneHuss 6 BUIOB HAPKOTHMUECKUX BeLIECTB: amderamuHa, 0apOUTyparos,
O€H301Ma3eTMHOB, ONTMATOB, MApUXyaHbl U METAJIOHA.

24. [lpumepsl KIacCU(PUKANMK MEIUIIMHCKUX U3JETUN, HCIOIb3yEeMbIX
B KOMOWHAIIMM, MPUBEICHbl B NPWIOKEHUM K HACTOAIIMM MeTonnyecKkum

PEKOMEHIALIHSIM.
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ITPUJIOXXKEHUE
K MeToIM4eCKUM PEKOMEHIAIUSIM 110
KJIaCCU(DUKAIITUA METUITUHCKUX U3JICTTUN
U1 TUarHOCTUKU In Vitro B 3aBUCUMOCTHU
OT IMOTEHIUATBHOIO PUCKA IPUMEHEHUS
B LIEJISIX UX PETUCTPALIMM B paMKax
EBpa3uiickoro 3k0HOMUY€ECKOro cor3a

ITPUMEPBI
KJaccu(PpUKANMUA MeTUIIMHCKUX U3eJTUil NJI JTMATHOCTUKU in vitro,
HCIO0JIb3yeMbIX B KOMOMHALUM

1. [Ipumep — «mmyHnodepmentnsiii ananu3 (MDA) u ananuzarop», rue
aHaJIM3aToOp U €ro MporpaMMHOE 0OecreueHrne MPEeIHAa3HAUYCHbI AJI1 TPOBEICHUS
aHaJIM3a U U3MEPEHUS BBIXOJHBIX IaHHBIX.

JlaHHBI mpuUMEp TpenHa3HadyeH i1 WUIKOCTpAlMA  TOro,  Kak
KJaccu(ukanus 3aBUCUT OT MPEANOJIaraéMOro Ha3HAYEHUST MEIULIUHCKOTO
U3JIENMsA, M AaKUEHTHPYET BHUMAHHE Ha TMOAXOAE, MCIOIb3YEMOM MpPH
KJ1accu(pUKaMyu MEIUUMHCKUX U3, UCIIONIb3yEMbIX B KOMOMHAIIUY.

[lepeyeHb MEIMIMHCKUX W3AETUH, HCIONb3YEMbIX B KOMOWHAIIMH,

U OCOOEHHOCTM HX KJIacCUPUKAIMKU JUIsl JAHHOTO TMpHUMeEpa MPEACTABICHBI

B Tabmnuie 1.
Tabmuna 1
Wznenue, ucnonabzyeMmoe Oco0eHHOCTH KITacCU(pUKAITUU
B KOMOMHAINH

AHaM3aTop u CBI3aHHOE Amnanuzarop u MPOrPaMMHOE obecrieueHue
C HUM TPOTrpaMMHOE KJ1acCcU(UIUPYIOTCS Kak Ki1acc 2a (B COOTBETCTBUU € ITyHKTOM 40
oOecnieueHue, Kotopsle MoryT | [IpaBun®), Tak kak aHaJIM3aTOp XapaKTEPU3yeTCs U3MEPUTETLHON
OBITh JOCTYITHBI OTAEIBHO ¢byHkumeil ¢ HeQUKCHPOBAHHBIM TIEPEYHEM  BBIOJIHIEMbIX

J1a00paTOPHBIX UCCIIETOBAHUM
HaGop pearenrtos Hcnonb3yemble ¢ BbIIIEYKa3aHHBIM aHAIN3aTOPOM HaOOPHI
peareHToB, MpeIHa3HAUYE€HHbIE I OINpEAENCHUS OJHOIO WU
HECKOJIBKMX aHAJIUTOB KJIACCU(PHUIMPYIOTCS CaMOCTOSTENBHO.
OTu peareHTbl MOTYT OBbIThb OTHECEHBI K kiaccy 2a (myHKT 40
[IpaBui), 20 (Hanpumep, NOAMYHKT «a» nyHKTa 37 IlpaBui) wiu
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3 (mynkr 35 IlpaBwi) B 3aBHCHMOCTH OT HPEANOIAraeMoro
Ha3HAYCHMsl peareHTa.

KanuGparopsl, npenHa3sHaueHHbIE
JUIS KaTuOPOBKU PeareHTOB IS
ananmuza DA

B coorBerctBun ¢ nyHktom 34 IlpaBun yka3zaHHbIE
KamuOpaTopbl OTHOCSTCS K TOMY K€ KJIAcCy, YTO M PEareHThl, JUIs
WCIIOJIb30BAaHMS ¢ KOTOPBIMU OHU MPEIHA3HAYECHBI (TO €CTh MOTYT
OBITH OTHECEHBI K KJ1accy 2a, 20 nuiu 3).

KOHTpOJIBHBIe MaTtepualibl
C IIPUCBOCHHBIMU
KOJIMYCCTBCHHBIMU WJIN
Ka4€CTBCHHBIMU 3HAYCHUSIMH

JIaHHBII TUII KOHTPOJIBHBIX MAaTEPUAIIOB IIPEIHA3ZHAYECH IS
HCIIOJIb30BaHUSI B Ka4eCTBE KOHTPOJIEH [UIl OIPEIECIICHHOTO
Habopa peareHToB. B cooTBercTBUU ¢ myHkToM 34 [IpaBun Takue
KOHTPOJIBHBIE MaTe€pHallbl OTHOCATCA K TOMY K€ KJIAcCy, 4TO U
pEareHThl.

KonrtponsHbie MaTepuansl 6e3
MIPUCBOEHHBIX KOJIMYECTBEHHBIX
WJIM KaY€CTBEHHbBIX 3HAYCHUI

OTHOCATCA K KJaccy 2a B COOTBETCTBUM ¢ MyHKTOM 40
IIpaBui.

Bydepnbie (mpomMbIBOUHBIE)
PacTBOPHI

Ecnu OydepHbiii  (IpoMBIBOYHBINM) pacTBOp MO CBOUM

OOBCKTHBHBIM ~ CBOWMCTBAM  MOXET  NIPHUMCHSATBCS  Kak
o0menaboparopHbIi, HO oOazaer crenuajbHbIMU
XapakTepUCTUKaMH, TO OH OTHOCHTCS K  Kiaccy |

(B cootrBeTcTBUU ¢ TyHKTOM 39 I[paBuin).

* HpaBI/IJ'Ia KHaCCI/IQ)I/IKaI_II/II/I MCOULIMHCKHX I/ISZ[CJ'II/Iﬁ B 3aBUCUMOCTHU OT ITIOTCHIMAJIbBHOT'O pUCKa

MIPUMCHCHUS.

2. [Ipumep — «AHaIU3aTOP Ta30B KPOBU U HAOOPHI pearecHTOB.

JlaHHBIN pUMeEp MPEIHA3HAYEH TOJBKO JJISI WILUTFOCTPATUBHBIX LEJICH U HE

Jae€T UCUepIbIBalONIed KIacCU(UKAIMM BCEX aHAJM3aTOPOB Ta30B KpPOBU

N CBA3aHHBIX C HUMU PI3J:[GJIPII>1.

[lepeyeHb MEIUIIMHCKUX W3ACIUN,

HCIIOJIB3YCMBIX B KOM6I/IH8.HI/II/I,

U OCOOEHHOCTHM MX KiIaccuPuKauu isi JAHHOTO TMPHUMEpPA MPEACTABICHBI

B Tadue 2.

Taomuna 2

N3penue, ncnonb3zyemoe
B KOMOHWHAIIUU

OcobeHHoCTH K1acCU(PUKAIIII

AHanu3arop ra3zoB KpOBH U
nporpaMMHoe oOecreyeHue,
YIIPaBIISIONIEe UM

- kimacc 26 (moanmyHKT «3» myHkta 37 [IpaBun®). lannoe
MIPABUJIO IPUMEHSETCS B ClTydyae, KOIjia aHaJIu3aTop ra3oB KPOBU
HampsIMyl0 HU3MepsieT aHajauT B oOpasue (0e3 ceHcopHOM
KacCeTbl MJIM OJIHOpA30BOT0 JarT4yMka), M TIJe OIIMOOYHBIN
pe3ylbTaT M3MEPEHHOTO TapameTpa MPHUBEAST K PEHICHHUI0 O
BE/ICHUU MAIMEHTA, BEYIIEMY K OTTaCHOMU JUIs )KU3HU CUTYAIUH;

- kmacc 2a (mynkr 40 IlpaBwi). JlaHHOe mpaBHIIO
NpUMEHSIETCS B Cllyyae, KOIZla aHaJIW3aTop Ta30oB KpOBHU
HampsIMyl0 HU3MepsieT aHajauT B oOpasue (0e3 ceHcopHOi
KacCeTbl MJIM OJHOPA30BOTO JarTdyHka), M TIJe OIIMOOUHBIN
pe3yNIbTaT M3MEPEHHUsl MapaMeTpa He TPUBENET K PEUICHHUIO
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O BCACHHU IMAallUCHTA, KOTOPOC MPUBCIACT K OITacHOM JUIA ZKU3HU
CUTyalluu.

CGHCOp, CCHCOpHas KaccCeTa,
JaTyuK

- kiacc 20 (moamyHKT «3» nyHkTta 37 I[lpaBun). [lanHoe
MIPABUJIO MPUMEHSETCS B ClTydyae, KOIjia aHaJIN3aTop ra3oB KPOBU
uccieayer oOpasen ¢ UCIOJNIBb30BaHHEM CMEHHOH CEHCOpPHOU
KacCeTbl M KOTJa A3TH CEHCOPHBIE KAacCEeTbl H3MEpPSIOT, IO
KpaifHel Mepe, OTUH aHAJIUT, ONIMOOYHBIN PE3yIIbTaT KOTOPOTo
NpUBEACT K TMPHUHATHIO PEHICHUS O BEICHUHM NAalHueHTa,
BEIyIIEMY K OTIACHOM ISl )KU3HU CUTYAIlUH.

- winacc 2a (nmyHkr 40 IIpaBwi). [lanHoe mpaBuiIO
NpPUMEHSIETCS B Cllydae, KOTJIa aHAJM3aTop Ta30B KPOBH
uccieayer o0Opasen; ¢ MCMONb30BAaHUEM CMEHHON CEHCOpPHOU
KacCeThl; KOTZla OIMMOOYHBIA pPEe3yJbTarT KOTOPOTO IPHUBEICT
K MPUHATUIO PELICHHUS O BEICHUH MMAlMEHTa, KOTOPOE PUBEAET
K OTACHOM JIJIsl )KU3HU CUTYAIIUH.

[IpoMBIBOYHBIN PaCTBOP

- xyacc 20 (mommyHKT «3» myHkta 37 Ilpaswmr). lanHoe
MPaBWJIO MPUMEHSETCS B Cy4ae, €Cil MPOMBIBOYHBIA PacTBOP
o0najaeT CHenuadbHBIMU XapaKTEPUCTHUKAMU € COIEPIKHUT
BEIIECTBA, HEOOXOAMMbBIC [UISI H3MEpPEHUs aHaTU3UPYeMOTO
aHAJINTA, U KOTJAa OIIMOOYHBIA PE3yJbTar IS 3TOr0 aHAJINTA
MpUBEIET K PEUICHUI0 O BEACHUM MAlMEHTa, BEAYIIEMY
K OIAaCHOM ISl )KU3HU CUTYaIUH.

- winacc 2a (mynkr 40 IIpasun). [lanHoe mpaBUIIO
MIPUMEHSETCS B ClIydae, €CJId IIPOMBIBOYHBIN pacTBOp 00JiagaeT
CHEIHAbHBIMI  XapaKTepUCTUKAMU U COICPKUT BEIIECTBA,
HEOOXOMUMBIC IS HM3MEPEHUS aHAIM3HPYEMOTO aHaluTa, |
KOT/ia OIMOOYHBINA Pe3yNbTar JjIsl 3TOT0 aHAIUTa HE MPUBEAET
K PEIICHUIO O BEJICHHUH MAIleHTa, KOTOPOE MPUBEIET K OMACHOM
JUISI 5KM3HU CUTYallUH.

Kanu6patopst

OTHOCATCA K TOMY K€ KJIACCy, 4YTO U U3JACIINE, C KOTOPbIM
OHH HcToNb3ytoTes. Kanubparopsl, KOTOpble UCTIONB3YOTCS IS
KaJIMOPOBKU CEHCOPHOM KaCCEThI; OTHOCATCSA K KJlaccy 2a uiu 20
B 3aBUCHUMOCTH OT KJacCHU(PMKALUU KaIuOpyeMoro H3Jenus
(ceHcopHas kacceTta).

B cnydae ecnu kanuOparopsl HUCHONB3YIOTCA  JUIs
KaJTMOpOBKM  aHaAJIM3aropa,  KOTOPBI  HEMOCPEICTBEHHO
u3MepseT obpasel] 63 UCIOIb30BaHMsI JTF000M TOMOIHUTENTEHON
OJTHOPA30BOM CEHCOPHOI KacceTbl, TO KaauOparop OTHOCUTCS
K TOMY JK€ KJIaCCy, UTO U aHAJIU3aTop.

KOHTpOJ'II)HI)IC Marepualibl

OtHOCSITCS K TOMY K€ KJIACCYy, UYTO U U3ACIIHA, 151 KOTOPBIX
OHHU MMPECAHA3HAYCHDBI (HaHpI/IMep, CCHCOpHAasn KaCCCTa).
Ecmm KOHTpOJ'II:HBIﬁ Marepuall HC UMECT KOJIMYCCTBECHHOTO

WIN Ka4EeCTBEHHOTO 3aJJaHHOTO 3HAUCHMUS, OH
KJIaCCU(PUITUPYETCS KaK Kiacc 2a (B COOTBETCTBUH € MyHKTOM 40
[IpaBui).

Ecam  koHTposbHBIE MarepHanbl HUCIHOJB3YeTCs  Kak
KOHTPOJb  MPAaBWIBHOCTA  JUISI  AHAJU3aropa,  KOTOPBIA
HETIOCPEICTBEHHO M3MepsieT o0paszer; 0e3 HCIOoIb30BaHUs
KaKoH-1100 JIOTIOJTHUTEIIbHOM CEHCOpHOM KaCCETHI,
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KOHTPOJILHBI MaTrephall OTHOCUTCS K TOMY JK€ KJaccy, 4To |
aHaJM3aTop.

CrangaptHeie 00pa3llbl HE OTHOCATCS K METUITMHCKUM
U3JICITUSIM.

* HpaBI/IJIa KJIaCCI/I(I)I/IKaI_II/II/I MCIUIIMHCKHUX I/I3I[CJII/II\/'I B 3aBUCHUMOCTHU OT MNOTCHIIHUAJIBHOI'O pHUCKa

IMPUMCHCHUS.




