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Mpepgucnosue

1 PABPABOTAH ABTOHOMHOI HEKOMMepYeCcKoi opraHusaunein «LleHTp NHHOBaLMOHHbIX TEXHONOTNI B
oHkonorum» (AHO «LUTO»)

2 BHECEH TexHuyeckum KOMUTETOM Mo cTaHgaptudaumm TK 216 «unarHoctuka B OHKONOTNn»

3 YTBEPX/JEH N BBEJEH B JENCTBUE Mpukasom defepanbHOro areHTCTBa N0 TEXHNYECKOMY pe-
rynupoBaHuio n metponoruu ot 1 uona 2016 r. No 795-c1

4 BBEJEH BMNEPBbIE

5 NMEPEN3OAHUE. ®despanb 2020 1.

MpaBuna npuMeHeHUs HaCTOsLWEero cTaHAapTa YyCTaHOB/EHbl B CTaTbe 26 defepanbHOro 3akoHa
oT 29 uioHA 2015 r. Ne 162-d3 «O cTaHgapTu3aunm B Poccuiickoii ®efepauun». ViHdopmaunus 06 uns-
MEHEeHUAX K HacToAWweMy cTaHgapTy Ny6nkye TCA B eXerog>om (Mo cocTOosAHMI0 Ha 1AHBaps TeKyLwero
rofa) UHOPMaLMOHHOM yKazaTene «HaunoHasbHble CTaHAapThi», a ohuLMabHbIi TEKCT U3MEHEHWIA
M NOMpaBOK — B €XeMeCAYHOM MH(opMaunoHHOM ykasaTene «HaluuoHanbHble cTaHgapThi». B cnyvae
nepecMoTpa (3amMeHbl) UM 0TMEHbl HACTOALWEro cTaHAapTa CooTBeTCTBYHLLEe yBeJOMNeHVe byaeT
ony6/NKOBAHO B G/MXaLIEM BbIMYCKE €XEeMECSYHOro WH(OPMALMOHHOIO ykasaTensa «HaunoHasbHble
cTaHgapTbi». CooTBeTCTBYyWas NHpopmaums, yBeJoMIEHE N TEeKCThl pasMellalnTCcsa Takke B UH-
chopmaLMOoHHOI cucTemMe obLLero Nofb3oBaHNs — Ha oduumansiiom caiTe degepanbHOro areHTCcTBa no
T EexXHUYEeCKOMY perynnpoBaHuio 1 MeTponaoruy B ceTu IHTepHeT (Wwyv.gost.ru)

© CraHpapTuHopm. ochopmierne. 2016. 2020

HacTosiwuit cTaHAapT He MOXeT 6bITb NOTHOCTLIO MU YACTUYHO BOCMPOM3BEAEH, TUPAXNPOBAH W pac-
NpoCTpaHeH B kayecTBe ohuuManbHOro nsganna 6e3 paspelieHns defepasbHOTO areHTCTBa Mo TEXHUYECKO-
My perynupoBaHuio n MeTposioruu
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BesepeHune

B HacTosiwem cTaHfapTe peann3oBaHbl OCHOBHbIE HOPMATWBHbIE MOIOXKEHNA AOKYMeHTOB [1]—[4].

HacToawwmii ctaHgapT paspaboTaH A8 BHeAPEeHUS B NPakTUKy 34paBoOXpPaHeHUs yHUULMPOBaHHbIX
anropuTMoB NpoBefeHna Npo6onoAroToBKN. B TOM yucne:

- AN MeToAa XUAKOCTHOW UMTONOTUN C LeNblo ONTUMU3aLUn n cucteMatusaunm geaTeibHoCTn neyeo6-
HO-NpPOhMNAKTUUYECKNX YUPEXAEHN U CNeLnanncToB B 06/1aCTM PaHHErO BbISB/IEHUA U 4UArHOCTUKN paka;

*3hheKTUBHOW N CBOEBPEMEHHON (paHHEeN) AMarHOCTUKN U NnedveHnsa onyxonei, MmaclwtTabHoi 60pb6bI
NPOTUB paka Ha pernoHasbHOM, HaLWOHaIbHOM W 106aNbHOM YPOBHSIX B LLe1IIX YBE/IMUEHUSI BbKMBAEMOCTH,
CHUXEHUS CMEPTHOCTM OT OHKOJIOrMyecknx 3aboneBaHwii;

- obecneyeHns AOCTYNHOCTY Nle4yeHUs 415 NaLMeHToB, cTpajatLlx OHKONorMyeckuMuy 3abonesaHuamu.

HacToawwmii ctaHgapT MOXeT 6bITb UCNOMb30BAH cNeLnanmcTaMm kak MeTognyeckoe pykoBoACTBO Npu
OCyLLeCcTBNEeHNN NPOoeCcCUoOHaNbHON AeATENbHOCTH, a Takke yupexaeHnaMu 34paBooXpaHeHuns 1 opraHamm
rocy4apcTBEHHONI BNACTM NpU CO34aHUMN HOPMAaTUBHbLIX NPaBOBbIX aKTOB.
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HALULWOHA/NbHBI A CTAHOAPT POCCUMNCKOMN PELEPALMUMN

LvarHocTuka B OHKONOIMU
ANTOPUTM ANATHOCTUKN

LW eika maTkn
NTabopaTopHblii 3Tan

Diagnostics in oncology. Diagnostic algorithm. Cervix. Laboratory stage

JaTa BBefeHus — 2017—02—01

1 06nacTb NpUMeHeHns

Hactoswwuii ctaHpapT paspaboTaH kak pykOBOACTBO MO OpraHu3auuMv u NpoBeAeHUo [UarHOCTUYeCKMUX
MeponpuaTKiA, B TOM YMC/ie C UCMO/Ib30BaHNEM MeTofa XWAKOCTHOW LUMToN0riK, ANs pykosoguTtesneii neye6Ho-
npounNaKTUYEeCKNX YUpexaeHnid, TMHEKONOorMYecknx oTAeNneHni, eHCKNX KOHCynbTauunii, nabopatopuii, Bpa-
4el-r’MHeKo10roB, COTPYAHUKOB XEHCKNX KOHCYTbTaLuidi, CMOTPOBbIX KAGMHETOB, LUTONOTMYECKUX nabopaTopuii.

HacToswwii ctangapT paspaboTtaH B COOTBETCTBUM C HACTOATENIbHBIMU pekomeHaumnsamu BO3 o mepo-
npuATUAX NO 60pb6e C OHKONOTMYECKUMU 3a60N1eBaHNAMU LIENKN MaATKK.

BO3 Takxe HacToATeNbHO pekoMeHJyeT 06paTuTb 0coboe BHUMaHMWE:

- Ha OpraHM3aumnio MaTepuasbHO-TEXHNYECKOTo obecneyeHns v YKOMNIEKTOBAHHOCTb Kagpamu;

- obecneyeHre cOOTBETCTBYIOLLETO NPOheCcCroHaNbLHOro ypoBHA COTPYAHNKOB NMyTEM opraHusauuun pe-
ryNSipHOrO NOBbIWEHUS KBanuukauum 4158 HUX W KOHTPOA KayecTBa AMArHOCTUYECKUX MeponpuaTuii.

HacToawwmii cTaHgapT pacnpocTpaHsaeTcs Ha npoueaypsbl:

- nonyyYeHns maTepuana Ansa uccnefoBaHus;

- MOArOTOBKM M AOCTaBKN Matepuana B abopatopuio:

-Npo60onoAroToBKY;

- LOKYMeHTasbHOro othopMaeHna aTux AeiiCTBUIA Ha KaxgoM aTane.

2 TepMuHbI, ONpegeneHnsa U cokpaweHns
2.1 TepMuHbl 1 onpefeneHuns

B HacTosiwem cTaHfapTe NPpUMeEHEHbI creayoLlmne TeEPMUHbI C COOTBETCTBYHOLWUMU ONpeAeneHnammn:

2.1.1 acnupatop: Mpubop, NnpegHasHayYeHHbl 4NA acnupauum — BakyymHoOro 3abopa Hagocafo4yHol
XUAKOCTK.

2.1.2 Bnana: KoHTeliHep C repMeTUYHO KPbILIKOW, COAepXaLyuil TPaHCMOPTHYIO XUAKOCTb, NpejHa3Ha-
YEHHbI ANA XpaHEeHUA 1 TPaHCNOPTMPOBAaHMA KNeTOYHOro Martepuana.

2.1.3 masok. Mpenapart, NnpuroTaBAMBaeMblii NyTeM HaHeCEHWS U paBHOMEPHOro pacnpegeneHuns (pas-
Ma3biBaHuUA) 6M00rMyeckoro matepuana.

2.1.4 NAMN-TecT: laHHbI/ TecT ABNAETCA METOAOM LLepBMKaNbHOIO CKPUHMHIA U UCNONb3yeTcs Ana 06-
Hapy>XXeHusi NoTeHUNanbHO NpeApPakoBbIX U PaKOBbIX NPOLECCOB B LUEike MaTKu UM LepBUKarbHOM KaHane.
TecT 6611 n306peTeH Meopruocom lManaHnkonay u Ha3BaH B YeCTb 3TOrO rpeyeckoro epayva. MogpasymesaeT
OLeHKy Mosly4YeHHOro matepuana no cucteme Bethesdal).

Cuctema Bethesda (TBS) npeactasnsieT co6oii cucTeMy 4718 OLEHKU LUTONIOTMYECKOI KapTWHBI MaTepuana, no-
Nly4eHHOro npu 6uoncum Lwelikn maTkv, n Ans hopMUPOBaHUA LIUTONOMMYecKoro anarHo3a. OHa 6blna BeefeHa B 1988 1.
1 nepecmoTpeHa B 1991 n 2001 rr. HazeaHue npoucxoaut ot mecTa (betecga, MapuneHz) nposefeHnst KoHhepeHumn, Ha
KOTOpOI 6blna yTBepxeHa K NpYMEHEHNI0 aTa cuctema.

MN3paHne ouymansHoe
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2.1.5 TpaHcnopTHas XugkocTb: CneunanbHas XMAKOCTb, UCNOMb3YIOWAACA B XUAKOCTHOW LUTONOTAN
LN coXpaHeHusa UYwnm TpaHcnopTMpoBaHMUA MaTtepuana. Kak npasuio, npeAcTaBnisieT cO60i M30TOHUYECKMi
pacTBOp C KOHCepBaHTaMu, buKCUpyoLWNiAi N NpefoxXpaHaoWnii KNeTkn oT 6bICTPOro pacnaga.

2.1.6 ymToweTka: LleTouka 4NA NONYyYEeHUS SHAOLEPBUKa/TbHbIX 06pasLoB.

2.1.7 cervex-brush: WeTouka gna nonyvyeHns 6nomatepuana us T-30Hbl (30HbI TpaHCOpMaL N LWENRKN
MaTKW) 1 BAarasanLLiHOi YacTuh Weikn maTku.

2.1.8 ID (identification): YHuKanbHblil ngeHTUKaTop, KOTOPLIA NpUcBanBaeTca CUCTEMOW Kaxaol oT-
[eNbHON 3anNncu AN KaxXAoMy MauneHTy.

2.2 CokpalieHus

B HacToslWem cTaHfapTe UCMONb30BaHbl CleAytoLline CoKpaLlLeHns:
ageHokapuynHoma — AK;

BcemupHasn opraHmsauns sgpasooxpaHeHna — BOS:

XUAKOCTHaA umtonorma — XLL;

nMmmMmyHouutToxumusa — NLX,

nHopmMaumoHHaa cuctema — UC;

nabopatopHas nHopmaynoHHasa MeHegXMeHT-cuctema — JIMMC;
nabopartopHas uHopmaunoHHaa cuctema — JINC;
neyebHO-NpodmnakTuyeckoe yupexageHme — NNy,
MexgayHapogHas knaccudukaums 6onesHein 10-ro nepecmotpa — MKB-10;
nonvumepasHas uenHas peakuna — TLP;

pak wekn matkm — PLUM,

weika matkm — LLUM.

3 MonyuyeHne LUTONMOMMYECKOTO MaTepunana

3.1 COTPYAHWKN TUHEKONOTMYECKNX U CMOTPOBbLIX KabuHeTos JIMY. HanpaBnswLwme LUTONOTNYECKNi
maTtepuan gna uccnegoBaHus, fO/MKHbI 6bITb MHOPMUPOBAHBI O TOM. KakKUM MeTOAO0M OCYL eCTBASAT Npo-
6onogrotosky (KL, nnn TpaguuymnoHHas (knaccuyeckas) LMToaorua] rmHekoornyeckoro matepvana B nabopa-
TOPUKN. Tak Kak 3To BNMaeT Ha BbIGOp cnocoba 3abopa, XxpaHeHUsa u TpaHCNoOpTMpPOBaHNS maTepuana.

Matepuan gnsa wccnegosaHus cnepyet 3abupartb, roToBUTb W TpaHCNopTupoBaTb B slabopaTopuio ¢
yyeTom TpeboBaHuii meTofa, UCNo/b3yemoro nabopatopueil.

Matepuan c weikn maTkm 3abupalT ¢ NOMOLbI 04HOPA30BbIX LWETOK pasfIMYHoOro Tmna (CM. PUCYH-

Kn 1—2). Ana nonyyeHuns 6onee nHoOpMaTBHOrO MaTepuana peKkomeHyeTca UCMNonb30BaTh [Ba Buja we-
TOK cervex-brush v unToweTkn pasnnyHbIX TUMNOB.

PucyHok 1 — LiytolleTka nam Letoyka LepBrKaibHas

LuToweTka fo/mKHa ObITb CO WEeTUHKaMK, pacnosioxXeHHbIMKn nog yrnom 90°. Mpu 3abope matepuana ee
cnepgyet nosopaymBaTtb Ha 90° He MeHee ABYX pas.

PucyHok 2 — KoMb6rHupoBaHHas LWeTouka, cervex-brush
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KomMGuUHMpOBaHHas LWeTouka MCNosb3yeTcss ANs OAHOMOMEHTHOrO MOJlyYeHUs matepuana U3 LepBu-
Ka/bHOTO KaHana u BnaranuwHoii yactu WM. Mpu 3a6ope maTepuana cnepyet cAenatb NsAiTb 060POTOB MO
4yacoBoii cTpeske.

Mpy HEBO3MOXHOCTW UCMNO/Ib30BAHUA LLETOK MW NPU UCNOMb30BAHUN METOA0B Knaccuyeckoi Lutosno-
rMn AONYCTVMO UCMO/Ib30BaHWe TPaANULMOHHbBIX CNOCOG0B NOyYeHnUs maTtepuana.

Matepuan c Bfara/UWHON yacTn LWeiiku MaTku gonycTuMo 3abupatb ¢ Nomoulblo wnatens dipa
(cM. pucyHOK 3). a 13 LLepBUKASILHOTO KaHana — C MOMOLLbI0 KIOPETKM (CM. PUCYHOK 4).

PucyHok 3 — LUnartens Siipa

Mpwn 3abope AenaeTtcs NOHbIA 060POT WNATENA C NerKNUM HaJaB/IMBaAHNEM.

PucyHok 4 — KropeTka f/151 NoJly4eHnsi MaTeprasa LepBMKasIbHOrO kaHana

Wcnonb3oBaTb Ana 3a6opa Matepuana BaTHbIA TAMMOH U Apyrue Npucnoco61eHns HefonycTuMOo.

3.2 MaTepuan Hy>XXHO Noay4YnTb CO BCeli 30Hbl TPaHctopMaLmnl) (30Hbl CTbiKa MU NEPEXOAHON 30HbI).
HenocpeAcTBEHHO camo NoJjlyyeHne maTepuana Ansi uccnefoBaHusa c Welku maTtkm (6e3 yueTa BpeMeHU Ha
O0CMOTp) 3aHMMAaeT 0Ko/0 5 MUH. npoueaypa 6e360/1e3HeHHa U MOXET NMPOBOANTLCA amGynaTopHO.

3.3 MNonyyeHne matepuana 4as8 UCCrefoBaHNs MOXET ObiTb OT/IOKEHO, €CIN Y XEHLUHbI:

- MeHCTpyauus;

- 0CTpoe BocnanuTenbHoe 3a6oseBaHne NOM0BbIX MyTeii:

- 6epeMeHHOCTb.

4 MoparoToBka U opopMaeHne maTepuana

4.1 MeToa nonyvyeHuss matepuana u nNpuroToBEHMA NpenapaTtoB, KOTOPbIA OyAeT UCNO/Ib30BaH B Kax-
[lOM KOHKPEeTHOM criyyae, fo/KeH 6GblTb 3apaHee YeTKO corfiacoBaH Mexay na6opatopueil U oTaeneHuem
JINY. 4TO AOMKHO G6bITb OTPAXKEHO B COOTBETCTBYHOLLEM [AOKYMEHTE.

4.2 Mpun ncnonb3oBaHNN MeToa KIacCu4yeckoi LMToNorMm matepuasn nocne noayvyeHns noMmewanT Ha
npeLMeTHOE CTEKN0 NYyTEM HaHEeCEeHWs U pPaBHOMEPHOro pacnpegeneHus (pasmasbiBaHus) 6MOOrMYECKOro
mMaTepuana BAoMb CTekna, n3beras Upe3MepHOro MexaHn4eckoro Bo3geiicTBusa (UTo6bl He pa3faBuTb KNeTKN).
OAHOBPEMEHHO C 3TUM HEOBXOANMO CTPEMUTLCA K MOMYUYEHUIO TOHKOrO MOHOC/0S.

MaTepuan c weiiku maTkm 1 Matepuan u3 LepBUKasbHOrO kaHana noMeLlalT Ha pasHble cTekna, map-
KMpyeMble COOTBETCTBEHHO HAHECEHHOMY MaTepuany.

Mpenapatbl NOACYWMBAOT B TEYEHUE HECKOJIbKMX MUHYT Ha OTKPbITOM BO3ayXxe (Npu UCNofib30BaHUu
MeTO/0B OKpacku no rMannexHreiimy. no JlefilimaHy n Ap.) 1 MOTYT TpaHCNOpPTMPOBaTh B 1abopaTopuio.

Mpw ncnonb3oBaHMM meToda okpacku no ManaHukonay npenapartbl TPeOYOT HEMEATIEHHOW dhukcaumm.

1) 3oHa TpaHcopmMaLym — rucToNornyeckuii TEPMUH, 0603HaYaOLLMIA YHaCTOK C/IM3UCTON 0BOOUKN LLEKN MaTKN

B TOM MeCTe, re MHOrOC/I0MHbIV NAOCKWIA SNUTENNIA, XapakTepHbI 415 BNarasMWLHON YacTyh ek MaTkn, nepexoauT B
LUWAVHAPUYECKWIA 3NUTENNI KaHana Werikn MaTku (LLepBUKasIbHOTO KaHana).
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4.3 Mpwu ncnonb3oBaHun mMetoda XL nonydeHHblli matepuan He06X04MMO HEMEA/TEHHO NepeHecTn B
TPAHCMOPTHYI0 XNAKOCTb B EMKOCTb — BUasly. OTAENNB camy LWeTKy OT PyKOATKM (eCnn Npon3BoguTenem LeT-
KV He NpeAyCMOTPEHO MHOE), Y TePMETUYHO 3aKPbITb BUay C Le/bio UCKITIYEHNA BO3MOXHOCTN NPOIBaHuA
N ncnapeHns cofepxunmoro.

4.3.1 CnepyeT cpasy Xxe mMapkupoBaTb (nognucaTtb) BUany. UCMOJb3ys NPOCTON KapaHfall, pyuky (npu
Ha/IMunKN 3TUKETKN) UM NEPMaHEHTHbI Mapkep.

4.4 MNpn MapkMpoBKe yKasblBaloT Pamuimnio, UMsA. oT4eCTBO NauneHTkn n/mnu ee ID (B TOM cnyvae, ecnu
COTPYAHUK, nonyvawwuii matepuan 45 UCCnefoBaHnsa y nauueHTkn, u nabopaTopus UCMNOMb3YHOT eAuHYIo
NH(OPMaALMOHHYIO cucTemy). BO3MOXHO NMPpUMeEHEHWE LWITPUX-KOAOB M HOMEPOB, NMpucBanBaemblX Uccneno-
BaHWIO MH(OPMALMOHHON CUCTEMON, ECNIN UCMONBb3YETCA WTPUXKOAMPOBaAHME. B no6oM criyyae MapkupoBka
LO/KHA 6blTb YETKOM, YATAEMON, HAAEXHO 3aKPEN/IEHHON Ha BUase. He CMblBaemMoli BOAOMN.

4.5 AGCOMIOTHO HeJOMNyCTUMbIM SIBASieTCSA:

- Mcnosb3oBaHue A1 MapKMPOBKKU nNpenapatos cTeknorpados, kKapaHjallein ctaporo o6pasua, BOAHbIX
MapKepoB;

- oTnpaskKa A1 uccneoBaHa HeMapKMpoBaHHOro maTtepuana:

- oTnpaBka maTepuana 6e3 conpoBoOXAatoL X JOKYMEHTOB;

-oTcytcTBue B JIMY fOKyMeHTaibHO 0hOPMJIEHHOTO «NPUKPENIeHNs» K KOHKPeTHOW nabopatopun,
C yKasaHuMeM cCOrfnacoBaHHbIX B3auMMHbIX MpaBua 1 TpeboBaHWU, KacalwlWmUxcs NonyvyeHus matepuana,
NPUroToBaEeHNA nNpenapaTos, OoPOPMIEeHUs, OCTaBKN MaTepuana s Uccief0BaHUs, CPOKOB [0CTABKM,
MOBTOPHbLIX WCCeAOBaHNA, CPOKOB MPOBEAEHUA UCCNefOBaHWS U NpefoCTaB/eHUA 3aklUYeHuid n oT-
4yeToB, Nopsifka HanpaB/eHUs NauMeHTOK C BbiAB/IEHHOW naTonorueit Ans o6cnefoBaHua U leYeHUs B
opyrve My v 1. n.

50TnpasBka U TpaHCNopTMpOBaHMe maTepuasna B 1abopaTopuio

CoTpyAHuK, oTBevalwWwuii 3a 3TOT 3Tan paboT, A0/KEH NPOBEPUTHL COOTBETCTBME NPEeACTaB/IEHHOIO Ma-
Tepuana 3annucu o Hem B COMPOBOXAaloWEeM [OKYMEHTE.

5.1 Martepuan, Hanpasnsemblii B n1abopaTopuio, CONPOBOXAAETCS 3an0/IHEHHbIM HanpaB/ieHNeM Ha uc-
cneposaHune (CM. NpuaoxeHue A).

5.2 B HanpaBneHuu, NnpunaraeMom K Matepuany, f0/xHa 6blITb KAK MUHUMYM crieytolian nHopmMmauns:

- (hamunua, nmsa, oT4eCcTBO NALUEHTKN:

- faTta poxaeHus;

- HOmep uctopun 6onesHn/ambynaTopHoOn KapTbidhpyroi HomMmep, NAEHTUPULUPYIOLWNIA NALNEHTKY;

- HaMMeHoBaHue 3anpawnsaemoro ucciegosaHua (Hanpumep, «HanpasfsieTCs Ha UMToNornyeckoe
AnarHocTuyeckoe nccnegoBaHue);

- NpuynHa o6cnenoBaHuns (ykasatb AuarHo3 unu, Hanpumep, «npounakTnyecknin 0CMoTP», «OHKOMOUCK»);

-faTta nocrnefHeil MeHcTpyauuu, NPOAOCIKNTE/IbBHOCTb MEHONAy3bl;

- KOIMYECTBO BMas C MaTtepuMasioM n flaHHble, Kakoli MaTepuan B HUX CoAepxutca (Hanpumep, cockob ¢
3mouepBuKca. IKTOLepBrKca), B criydyae WTPUXKOAUPOBAHUA BMal 3Ty MHOPMALMIO yKa3biBalOT B Hanpas-
NIeHNN HaMNpPOTMB KaXAoro WwTpunx-koga:

-faTa 1 Bpems cbopa matepuana,

- hamunuma nuua, HanpasMBLUETO MaTepuan Ha uccriefosaHue.

Mpu oTCyTCTBMM MHDOPMALMKN A8 3aN0/IHEHNA NONA HEO6XOANMO NOCTaBUTb NMPOYEpK.

Hanuune nycTbix noneli B 61aHKe HanpaBaeHUa HeAOMYyCTUMO.

5.3 HanpasnieHve MoXeT 6bITb OPOPMNIEHO B 3/IEKTPOHHOM BuAe npu Hanuydum JINC n fo/MmKHO fasaTtb
[0CTYN K yKa3aHHOW MHhopmaumnn B pamkax npaB A0OCTyna KaxAoro KOHKpeTHOro MeAnLUHCKOro paboTHuKa.

5.4 NMopsapok cbopa maTtepuana v3 JINY Ana oTnpaBkn B LUTONOTMYECKYO 1abopaTopuio f0/KeH 6biTh
4yeTKO cornacoBaH Mexgy otgenexnviem JIMNY n nabopaTtopueii n nponucaH B COOTBETCTBYIOLWEM AOKYMEHTE.

6 JocTaBka U Nnpuem mMatepuana LMTONOTMUYECKoi nabopatopuei

6.1 Mprem mMaTeprana fOMKEH OCYLLECTBNATb OTBETCTBEHHbIN COTPYAHUK NabopaTopun, Ha3HauyeHHbI 3a-
BeAyloL MM nabopaTopueii Uan N1LOM, ero 3ameLlaLnm, nog NoANUCh C ykasaHMeM Aatbl U BpEMEHMN AOCTaBKM.
Mopsaok foCTaBKM M NpuemMa Takxe fo/DKeH OblTb cornacoBaH Mexay otaeneHvem JIMY u nabopato-
pueii. 4To AOMKHO 6bITb 0DOPMIEHO AOKYyMeHTanbHo. lMpuem matepmana B nabopaTopumn OCyLLeCTBAAOT
HenocpefCcTBEHHO nocse ero goctaeku. COTPyAHMK, OTBeYalwWwmii 3a 3TOT 3Tan paboT, A4O/KEH NPOBEPUTh
COOTBETCTBME NPeACTaB/IEHHOro Marepuana 3anucu 0 HEM B COMPOBOXAAlOLWEM AOKYMEHTe.

4
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6.1.1 NabopaTopusi MOXeT OTKasaTbCsl OT NpMema matepuana B TOM ciyyae, eciu:

- OTCYTCTBYET UM He opopMIeHa Hagnexawmum obpasom conposoxjatolaa foKyMmeHTaums.

- He MapkupoBaH maTepwuan,

- KOHCTaTMpyeTCsa HapyLleHne COXPaHHOCTK (Le/IOCTHOCTU, TePMETUYHOCTMN) YNaKoBKU:

- 04eBUAHO HapyleHne ycnosuii cbopa, XpaHeHUs u/mnu TpaHCNopTUPOBAHUA.

6.1.2 OTka3 B Nnpveme martepuana Cc ykazaHnem NpuymHbl (OUKCUPYIOT B OTAENbHOM XypHanel* n 3ase-
pAT nognucsaMu npegcraButeneii o6enx CTOPoH.

6.1.3 Peructpauyuto ocyuiectsnsatoT B INMMC nnm npu oTCyTCTBUN MHPOPMALUOHHON CUCTEMbI B ByMaXx-
HOM XYypHane perucrpayum matepuana (CM. npunoxeHue b).

6.1.4 dopma xypHana MoxeT 6bITb CBOOOAHON, HO C ykazaHMeM BCex napameTpoB UCC/eA0BaHUA U C
Hanuunem Bcex rpad, MMeLWmnxca B HanpasneHnu.

7 NabopaTopHblil 3aTan

7.1 O6wme nonoxeHuns

Ha Bce obopygoBaHue, NPUHAL/IEXHOCTN, peareHTbl N pacxofHble maTepuansl 4ns Npo6onoAroToBkM
LMTONOrMYecknux npenapaTos AO/DKHbI 6bITb NpeAcTaBNeHbl perncTpaLnoHHblie yaoctoBepeHna ®egepanbHol
cnyx6bl Mo Hag30py B chepe 34paBOOXPaAHEHNS U COLMANBLHOTO pasBUTUS.

7.1.1 Bce KOMMNOHEHTbI 060pyAOBaHUA/CUCTEM A0/MKHbI GbITb NPUOGPETEHBI Y O4HOTO NPOU3BOAUTENS,
nn6o nponsBoanTENb/NOCTABLLMK AO/KEH NPefoCcTaBUTb oduLnanbHble CBefeHUs 0 COBMeCTUMOCTH € 06o-
pyfoBaHuem Apyrux pupm.

7.1.2 KobopygoBaHuio B 0653aTe/IbHOM nopsifike cnegyeT npuaaraTe UHCTPYKLMIO HA PYCCKOM A3biKe U
nogpo6Hoe pyKoBOACTBO NOJ/Ib30BATENS.

7.1.3 Bce ucnonb3yemble peakTuBbl 415 06paboTKM U OKpacku 6M0N0rMYeckoro marepuasna f0/KHbl
COOTBETCTBOBATbL CPOKaM rofHOCTH.

7.1.4 CoTpyAHuK nabopaTtopumn (M3 yncna cpefHero MeaguLMHCKOro nepcoHana) gonyckaeTca K ocy-
LecTsieHnto NpobonoAroToskn no metoAdy XKL, nocsie COOTBETCTBYIOLWEINO PACNOPSXXEHUA 3aBefyoLero na-
6opatopueii.

7.1.5 CoTpygHuK, Aonyckaemblii K paboTte no metoay XXLL. goskeH 6bITb NpeABapuUTeIbHO NOATOTOBAEH
n obyyeH paboTe c npuéopamun y npoussoauTens (Uam ero ynosHOMOYEHHOIo nNpejcTaBuTens).

7.1.6 CoTpyAHuK, AonyckaeMblii pykoBoagutenem nabopatopuu k pabote, B TOM uncie no metogy XL.
[ONXeH 6biTb 06y4YeH MeToAam KOHTPOAS MH(OPMATUBHOCTM MaTepuana nyteM MUKPOCKOMUU OKpalleHHbIX
npenaparos.

7.1.7 CnepyeT 06paTtTh BHMMaHWE Ha NepeyvyeHb XapakTepuCcTUK PEKOMEH0BaHHOT0 K UCMOb30BaHNIo
ob6opygoBaHua ans XL, (cMm. npunoxeHune Bu ).

7.1.8 Ana npo6onoaroToBkM Matepuana ¢ LLUM. nponsBoasilerocs ¢ Lenblo BbISIBIEHUSA U paHHel ana-
rHOCTUKM paka meTodoM XKL|. ncnonb3oBaHne UUTOLEHTPUDYT HelenecoobpasHo.

7.1.9 Kaxpaa nabopaTopus cocTaBnsieT BHYTPEHHUW AOKYMEHT — «VIHCTPYKUMi0 NO NOAFOTOBKE maTe-
puana gna uccneposaHns meTofom XLi».

7.1.10 B faHHOM AOKyMeHTe NoApobHO, MO NyHKTaM, pacnucbiBaloT BeCb NpoLLecc NPUroToBAEHNA npe-
napatoB Ha ocHoBe XL, ansa gaHHoi nabopaTtopun € ykazaHMeM KOHKpeTHOro o6opyaoBaHus, B COOTBETCTBUN
C pekoMeHgaunssmMun NnponssoauTens obopyoBaHus, UCNob3yemoro B iabopatopuu.

7.1.11 B MHCTPYKLUM YKa3blBalOT B TOM Yncsie GMpMeHHble Ha3BaHusi Nnpubopos, MaTepunasnos, peareHToB
(Ha3BaHMa pacTBOPOB, BkKAOYaA PUPMEHHble, NO3BONAOLIME UX OAHO3HAYHO UAEeHTUdULUMPOBaTb), HOMepa
nMnn HasBaHuA nNporpaMmm, 3anyckaeMmbiX Ha aBTOMaTuyeckux npubopax, onucaHue KOHKPEeTHbIX MeTOAWK
oKpacku, NnpumeHsemMblX B faHHOW nabopatopun, HazBaHma hopm 1 6/1aHKOB, 3aN0/THAEMbIX B NpoLecce Bbl-
NONTHEHNA METOAMNKN.

WHCTPYKUMA JO/MKHA cogepxaTb criefylowme nyHKTbl:

- HazHayeHue npoueaypsbl:

- onucaHue npoueayp:

- cbop maTtepuana;

Mpuika3 MuxuctepcTea 3apasooxpaHeHns CCCP oT 4 okTsa6psa 1980 r. Ne 1030 «O6 yTBepxAeHUn hopm nepsuy-
HOI MeAMLIMHCKON AOKYMEHTALMN YUpexaeHuii 34paBooxXpaHeHmns» (C nameHeHusimm Ha 31 gekabps 2002 r.). Mpukasom
MwuH3sgpasa CCCP ot 5 okta6psa 1988 r. N9 750 HacToswwumil npukas 6bi1 Npr3HaH yTpaTUBLLUM CUY, HO 4,0 YTBEPXAEHNst
HOBbIX ()OPM MPOAO/HKAIOT NPUMEHATLCSA POPMbI, YTBEPXKAEHHbIE AAHHBIM NPUKa30M. — NMCbMO MuH3ApaBcoLpas3BUTUS
Poccum o1 30 Hos6pst 2009 1. Ne 14-6/242888.
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- NPUroTOB/IEHNE OKpaLUEHHbIX LMTON0TMYeCcKknX npenapaTos metogom XL,.

MpunoxeHnem K f@aHHOW WHCTPYKLUM AOKHbBI CNYXUTb!

- nepeyeHb COTPYJHUKOB, AONYLIEHHbIX K paboTe No 3TOMy HanpaBieHW0 (C ykasaHWeMm AO0JIKHOCTe
COTPYAHUKOB, NPpUHUMAIOLNX yyacTue B Npo6oNoAroToBKe U AnarHocTuke);

- OTBETCTBEHHbIE 3a OCyLlecTB/ieHne 3Tux pabor,

- obopynoBaHue;

- maTepuansl;

- peareHTsl;

- npoueaypbl;

- nuTepatypa (npn Heo6xoAUMOCTH),

- nepeyvyeHb 3anosHAEMbIX hopM.

7.1.12 [lokyMeHT noAnuceiBaeT 3aBejylowWwunii nabopatopueit; Konum XpaHATCAa Ha pabounx MecTax He-
nocpeAcTBEHHbIX UCNONHUTENe MeToAuK.

7.2 TpobonoarotoBka

7.2.1 MaTepuan gna npoBefeHUA MUCCNefOoBaHWS AOMXeH ObiTb AOCTaB/eH B nabopaTtopuio Ha mMap-
KUPOBaHHbIX NPeAMEeTHbIX CTeknax, a B cnyyae ucnonb3oBaHna metoga XL — B MapkMpoBaHHOW eMKOCTU
(BMase) c TPaHCNOPTHOM XUAKOCTbIO, KOIMYECTBO KOTOPOI BapbupyeT B 3aBUCUMOCTM OT 06bema 1 Npon3Bo-
AuTensa suansbl.

7.2.2 Mpob6onoaroToBKy B pamkax XL, n3 goctasneHHoro B naboparopuo matepuana B Buanax Heob6xo-
[VUMO NPOM3BECTU He No3[Hee CpoKa, ykasaHHOro nponssoauTtesnieM. Hanpumep, He no3gHee YyeTblpex Hefesnb
nocne NonyvyeHMa maTtepuana, HaxofaLWLerocs Nnpu KOMHaTHol TemnepaType oT 15 go 30 °C; npu Temnepary-
pe xonoAunbHol kamepbl 0T 2 o 10 °C MoXxHO o6pabaTbiBaTb MaTepvan B Te4eHue nosayroaa.

7.2.3 9Ttanbl npo6onoarotoekul) (ecnm npoussoauTeneM o60pyAoBaHNs He NPefycMOTPEHO MHOe):

7.2.3.1 coaepxumoe Bman nepemellarthb;

7.2.3.2 KOHCEPBUPYIOLLYIO XXWUAKOCTb HA/IMTb C MOMOLLbIO NMUNETKN B NPOBUPKN ANA LEeHTPUDYrMpoBaHns
(- 1/3 yactu npobupku);

7.2.3.3 pnA NpUroToB/IEHUA KNETOYHOW cycneH3un maTtepuan (- 1/3 yacTb NpobupkM) nepeHecTn u3
BMasibl B NMPOGUPKY B KOHCEPBMPYIOLLYIO XUAKOCTb (MCMOMb30BaTb annapart A/15 NPUroTOB/IEHUS KETOYHOW
cycneHsun Tuna BD PrepMate™);

7.2.3.4 npobuUpkM NOMecTUTb B LLEHTpUMYry n ueHTpudyrnposaTtb B wagsduem pexume (npu 200 ref2’.
2 MUH);

7.2.3.5 ¢ nomoubio acnupartopa y6paTb HafA0CaAO0UYHYI XUAKOCTb U LeHTpudyruposatb (npu 800 ref,
10 MuH);

7.2.3.6 CNUTb HaAO0CaA0YUYHYIO XUAKOCTb3) MOMTHOCTLIO, PE3KUM ABMXEHUEM NepeBepHyB WTaTtus C Npo-
6upkamu Ha 180°;

7.2.3.7 c NOMOWbIO «BOPTEKC» NepeMellaTb 06pasoBaBLIMNIiCS KNETOUYHbIN ocafok (- 15 c):

7.2.3.8 nepeHOC NOJIY4EHHOrO K/IETOYHOTO Ocajka Ha npejmMeTHble cTekna NpoBo4UTL B COOTBETCTBUMU C
npoueaypoi, ycTaHOBNEHHOI nponssoantTenem obopynoBaHus;

7.2.3.9 annapart A48 NPUroTOBMIEHUA 1 OKpallMBaHWA npenapaTos UCMNOMb30BaTb B COOTBETCTBUN C PYy-
KOBOACTBOM MpoOuU3BoOAUTENS 060pyA0BaHMS;

7.2.3.10 npuroToBuThL Npenapatbl:

7.2.3.11 npeaMeTHble CTeK/a C HAHEeCEHHbIM GomMmaTeprasom nocse okpawmBaHua (ecnm ncnonb3osa-
nocb okpawmsaHne no ManaHukonay) NPOMbITe CAMPTOM [ONYCTUMB B EMKOCTb CO CAMPTOM WUAW CAUBas CNMpT
13 nuneTkn (Bbllwe MoHocnos)]. MOXHO ncnonb3oBaTb cneunanbHblil cnpeit gna dukcauum;

7.2.3.12 noAcywunTb npenapar;

7.2.3.13 NnoAroTOBUTH NOKPOBHbIE CTEK/1a HEO6XOAMMOro pasMmepa;

7.2.3.14 Ha npenapart B LLEHTP MOHOC/I08 HAHECTU MOHTUpPYlOLY cpeayd);

7.2.3.15 3akn04nMTh Npenapart noj NoOKPpoOBHOE CTEK/0/NNEHKY;

¢ AHanornyHo MOCT P 57005 (cm. nogpasgen 7.3).

2>Relative centrifugal force — oTHocHTeNbHAA LEHTPOGEXHAsA cuna, BblpaxaeTcs B eAuHMLax g (rpaBuTauyoHHas
NOCTOsIHHAs).

3>B fasibHeiweM CANTYI0 XUAKOCTb YTUIM3UPOBATL B COOTBETCTBUM C NpaBuiaMu o6paLleHus ¢ oTxogamu kare-
ropum B.

4) TnaBHoe TpeboBaHWe K MOHTUPYIOLLEl cpefe — COOTBETCTBME ee KoahduLMeHTa NpeloMeHns cBeTa K aHa-
NIOrMYHOMY MoKasaTento cTekna. Buabl MOHTUPYIOLWMX Cpes; KaHaACKuiA 6anb3am, rMUepuH-KenaTuH, CUHTETUYeCKas, Ha
OCHOBE NMOMCTMPONA 1 Ap.
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7.2.3.16 MOHTMpPOBATb BPY4HYIO MOKPOBHOE CTEK/O CAeAyoL M 06pasom:

- NPUIOXUTb NOKPOBHOE CTeKNo pebpom nog yrnom K npenapaTty v onycTutb, usberas obpasoBaHus
BO3JYLIHbIX Ny3bIpeil.

- Npy HE06XO4MMOCTM Cerka HaxaTb Ha NOKPOBHOE CTEeK/0, yAanuTb U3NINLLIKN MOHTUpPYIOLLER cpeabl
(c nomowbto BaTbl/Map/an co CNMPTOM/KCUIONOM),

- AaTb nNpenapaTty NOACYLWNTbLCA (BPEMS 3aBUCUT OT MOHTUPYIOL el cpeabl):

7.2.3.17 ncnonb3oBaTb aBTOMaTU3NPOBaHHbIE NPUOOPLI ANA 3aK10YEeHUA npenapaTos Noj NOKPOBHOE
CTEKNO UAWN NNEHKY B COOTBETCTBUMN C PYKOBOACTBOM MPOU3BOAUTENS 060PYA0BaHNSA:

7.2.3.18 npenapartbl, NPUrOTOB/IEHHbIE TPAAMLMOHHLIM CNOCO60M, OKpalwuBalT TEMU Xe MeTogamu,
4YTO U Npenapartbl, NPUrOTOB/IEHHbIE B pamkax metoga XL|.

7.3 XpaHeHune 6uomatopuana

7.3.1 HaTuBHbIV XUAKOCTHON 6uomaTtepunan 6e3 fo6aBneHNss KOHCEePBAHTOB UM TPAHCNOPTHOM XNAKO-
CTW, AOCTaBfIEHHbI B nabopaTopuio MAn ocTaBLIMICA Nocne B3ATUA AN UCCNeA0BaHUA, MOXHO XpaHuTb B
XONOANNbHON Kamepe npu TemnepaType oT 2 Ao 10 °C He 6onee 4 u.

7.3.2 buomartepuan B TPAHCNOPTHOI cpefie B KOMHATHbIX yCN0BUAX npu Temnepatype ot 15 go 30 'C
MOXHO XpaHUTb He 6onee 4 Hefenb, €CN UHOE He NpeayCcMOTPEHO NPOU3BOAUTENEM TPAHCMOPTHON cpefpl
NN KOHCepBaHTAa.

7.3.3 buomartepuman B TPaHCNOPTHON cpefile MOXHO XPaHUTb B XO/I04U/LHON Kamepe npu Temnepartype
oT 2 go 10 GC He 6onee 6 Mec. ecnn NMHOE He NpPeayCcMOTPEHO NPOU3BOAMTENIEM TPAHCMOPTHON cpefbl Uan
KOHCepBaHTa.

7.3.4 OkpalleHHble npenapaTbl, N0 KOTOPbIM BblIB/leHa OHKONATONOrMA WUAW NpefonyxoneBble U3me-
HEeHWS. HE06X0AMMO XPaHUTb B KOMHATHbIX ycrnoBusax (npu Temnepatype oT 15 go 30 °C) B TeyeHne cpoka,
YCTaHOB/IEHHOTO faHHbIM /le4ebHbIM yUpexaeHnem, Ho He meHee 10 ner.

7.3.5 OKpaleHHble HenHhopMaTBHbIE NpenapaTbl Npu TemnepaTtype oT 15 o 30 QC Heob6xo0AMMO Xpa-
HUTb 2 HeAenun (4719 KOHTPOA KayecTsa).

7.3.6 TpaHcnopTHyto cpedy npu Temnepatype oT 15 go 30 5C xpaHuTb He 6onee 36 mec (ecnm Npon3Bo-
auTenem peareHToB He NpeaycMOTPEHO UHOE).

7.3.7 HaTuBHbI1 6uomaTepuasn, NOCTyNuBLLWI B NabopaTtopuio Ha NpeAMEeTHbIX CTek/ax, MOXHO xpa-
HUTb B CYXOM MOMeLLeHnn 6e3 orpaHuYeHnin 40 MOMEHTa UCNoNb30BaHUS.

7.3.8 YTununsaumnio oTxo40B OCyLWEeCTBAAIOT B COOTBETCTBUMN C Tpe6OBaHUAMU AENCTBYIOLWMX HOPMATUB-
HbIX [OKyMeHTOB (5). a TaKXe UHCTPYKLUAMMU K npubopam, peareHtaMm v pacxofHbiM Matepuasnam, UCnosb3y-
loumMMea ANs NpuroToBNeHns npenapaTtos MetofoM XL B gaHHol nabopatopuu.

7.4 QnarHocTnYecKuin atan

7.4.1 ToAroToB/IEHHbIE K MPOCMOTPY NpenapaTthl B CONPOBOX/AEHUN HanpaB/ieHNa B yCTaAHOB/IEHHOM Mo-
pAAKe oTNpaBAAT Ha ANarHoCTuKy.

7.4.1.1 K guarHocTtuke marepuana, npurotToBJI€HHOro Il06bLIM MEeTO0M, A0MNYyCKaeTCA TOMIbKO NepcoHar,
npoweaLwmnii obyyeHne 1 AONyLEHHbI HA 3TOM OCHOBaHMK K paboTe pykoBoguTenem naéopartopum ¢ opopm-
NleHneM COOTBETCTBYIOLLErO pacnopsxeHus (npukasa) no nabopatopuu.

7.4.2 [ns apexksaTHO oueHkM npenapata HE06X04MMO CUCTEMHO NMPON3BECTU NPOCMOTP BCErO KNeTou-
Horo matepuana (CM. pucyHoK 5). a 3aTem AaTb OL,EeHKY KayecTBa npenapara n ero MUHOOpPMaTUBHOCTHU.

PucyHok 5 — Hanbosnee adhpekTBHasA CxeMa Hanpas/ieHust NpocmMoTpa npenapara

7.4.3 Heobxognumo chopMynmpoBaTth 3akntyeHune, cogepxaliee nHopmaunio:
7.4.3.1 o kKayecTBe npenapaTa, ero UHPOPMaTUBHOCTH.
7.4.3.2 0 TOM. Kakoe KO/IM4eCcTBO NpenapaTtoB oLeHuBalT (ONUCbIBAKOT);
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7.4.3.3 0 NnpuynHe, NO KOTOPOI NpenapaT OLeHeH nuccraefoBaTesieM kKak HeMHPOPMaTUBHbIA AN Mano-
MHOPMaTUBHbIV (NPU HEMHDOPMATUBHOM UMM ManouHoOpMaTUBHOM Matepuane);

7.4.3.4 Ha npegMeT AmnarHosa ¢ ykazaHuem koga no MKB-10 uian onucaHus npenaparta npu HEBO3MOX-
HOCTW BbICTaB/IEHUA O4HO3HAYHOrO ANarHo3a;

7.4.3.5 0 npnymHe, NO KOTOPOIA nccneposatesib cHeN HEBO3MOXHbLIM yKa3aTb TOUHbIN AMarHos;

7.4.3.6 B OTHOWEHUN peKOMeHAaUNi No NPOBEAEHNIO AOMNOHUTENbHbBIX UCCNe0BaHNIA UK MO NOBTOP-
HOMY MOJSIly4YeHUI0 MaTepuana, ecay 3To Heob6xoAUMO 4151 YCTAHOBMEHNA AnarHosa;

7.4.3.7 0 paTe uccnegosaHua n PNO BbigaBLIEro 3ak/toveHune.

7.5 ®dopmMynupoBaHue 3ak/loyeHuns

Mpu oueHke pe3ynbTaToOB LUTOIOrMYECKOTO NCCNeA0BaHUs BO3MOXHO MCNOb30BaHne knaccudukayum
ManaHnkonay. bBetecaa nnan TpaauLMOHHONW, Knaccnuyeckoin mMopdyonormyeckol knaccugukaymm (Cm. npuno-
xeHue [).
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MpunoxeHne A
(pekomeHgyemoe)

HanpaBneHne Ha UMTO/IOTNYECKOE AMATHOCTMYECKOEe nccnefoBaHne u pesynbTaT uccrefoBaHuns

MWHUCTEPCTBO 34 paBOOXPaHeHNs MegauupHckan foKyMeHTaums

Poccwiickoli depepauumn ®opma Ne-203/y-02
YTBEepxaeHa npukaszom MuHsgpasa Poccun
0T 24.04.2003 Ne 174

HavimeHoBaHuWe yupexaeHust

HAMPAB/EHVE
Ha LMTONorMyeckoe AnarHocTnyeckoe nccnefoBaHve v pesynbtar uccneoBaHns
MEPBVYHO
MOBTOPHO
(nofuepKkHyTb)

1. OtaeneHue

McTopus 6onesHn Ne

2. Nlevawwii Bpay (PU0. Ten.)

3. ®VO 601bHOro (MOJIHOCTbLIO)

4. flata poxaeHunsa Mon: m (). % ()

5. CtpaxoBas koMnaHus Ne cTpaxoBoro nonuca___ Cepus
6. lnarHo3 (Npu HanpaseHNN Ha LMTONOrMyeckoe uccnefoBaHue)
Kog no MKB-10
7. KpaTtkuii aHaMHe3 1 BaxHelilume KIMHUYecKne CUMNTOMbI:
8. [laHHble MHCTPYMeHTasIbHOro obcnefoBaHns (peHTreHosornyeckoro, Y3W. KT. aHA0CKONNYeCcKoro n ap.)_

9. MNpoBeaeHHOe NeyeHne (onepaTvBHOe, JTy4eBoe, XMMUOTEPaNUS: [03a, AaTa Hayaia Y OKOHYaHUs NeyeHust)

10. Nlokanusauusi npoLecca v cnoco6 nosyuyeHus maTepuana

11. O6beM 1 MaKpoCKoMMyeckoe onucaHne 61oNOrMYecKkoro matepunana, MapkmpoBka npenapaTos

12. NlaTa B3ATMS1 BUOMOrMYECKOro MmaTepuania

@O Bpaya, HanpasmnBLLEro Matepual

Moanuce Bpaya

13.  O6beM M MaKpOCKOMMUYECKOE OnvcaHne [OCTaBIEHHOMO 610/I0XHECKOro MaTepuana (3anosiHsiT B 1aéopatopum):
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(O6opoTHas cTopoHa)

HanmeHoBaHve LuTonornyeckon naboparopum, TeneoH

PesynbTar uuTonornyeckoro nccregosanHmsa Ne

[Jata noctynneHusi matepuana

[ata npoBefeHNsi ccneAoBaHus

PO Bpaya, NPOBOAMBLLEIO NCCNefoBaHNe

Moanuce
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Mpunoxexve b
(pekomeHgyemoe)

XypHan perucTpayuu matepuana, nocTynawlero B LuTosornyeckyt naéoparoputo,
M NpoBefeHHbIX UccnenoBaHui

B.1 O6s3aTenbHble NONs:
- faTa nocTynaeHus Marepuana;
- HOMep nccnefoBaHuvs.

MpumeyaHune — YkasblBaloT B AManasoHe B 3aBUCMMOCTH OT KO/IMYECTBa npenapaTos. [lasiee cTaBuTCs 3HaK
«/» (Hanpumep, ANa NATW Npenapartos, NocTynueLLKX 1aHBapa 2002 r. nepebiMu, HOMep 6yaeT 1—5/02, cnefytowme aga
npenapata — (6—7/02);

- NepPBUYHO/NOBTOPHO;

- oTAeneHve (yupexaeHve), npucnasiuee marepuat;

- NO nctopun 6onesumn nnm ID:

- nevawmii Bpay (®N0. Ten.);

* KO 60nbHOro (NOMHOCTLIO);

- non;

- faTta poxaeHus;

- AnarHos (Npu HanpasfieHn Ha LUTONOorMYeckoe nuccnefosadve), kog no MKb-10;
- BaXXHelLwmne KIMHNYeckne AaHHble;

- MeTof, NoNyyYeHust matepuana;

- OTKyAa nonyyeH matepuan:

- Xapaktep marepvana:

- 06bEM ¥ MaKpOCKONMYeckoe onncaHve 61oorMiyeckoro Matepmana, MapkMpoBka npenaparos;
- fjata B3ATA 6UOI0rMYecKoro matepuana;

- ®1O Bpaya, HanpasuBLLEro Matepuan:

- fjlaTa NpoBefeHns nccefoBaHns;

- pe3ynbTaTt LMTON0rn4eckoro nccnefoaHnsa Ne;

- ®10 Bpaya, NPOBOAMBLLETO UCCed0BaHE.

B.2 YXypHas fo/mKeH 6bITb NPOLUHYPOBaH, NPOHYMEPOBaH U CKPENJIeH MeyartbHo.
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Mpunoxexve B
(pekomeHpgyemoe)

Tpe6oBaHNs K 060PYA0OBAHUIO W peakTUBam, UCNOb3YEeMbiM AN NPOBEeAEHUS XULKOCTHOM
LUTONOTMN TMHEKOIOTMYEeCKOro matepuana (anuTenunii Weikun maTkn)

B.1 O6wue TpeboBaHusA

B.1.1 Ha Bce annapartHble CpeAcTBa, NPUHAAIEXHOCTU, peareHTbl U pacxofHble MaTtepuasibl KOMMIeKca Aas npuro-
TOB/IEHUS N OKPACKMN LIMTOSTOMMYECKMX NPenapaToB A0/MKHbI ObiTb PerrcTpaLmoHHble yA0CTOBEpeHNs PeaepasibHON Cyx-
6b1 N0 HaA30pY B chepe 34paBOOXPAHEHUS U COLMATILHOTO Pa3BUTUS.

B.1.2 K o6opyfoBaHuio B 0653aTe/IbHOM Nopsike cnefyeT npunaratb MHCTPYKLMIO Ha PYCCKOM A3bIKe 1 NoApobHoe
PYKOBO/CTBO M0/1b30BATESISA.

B.1.3 Bce KOMMNOHEHTbI 060py0BaHNA (CUCTEMBI) JO/KHBI ObITb NPUOBPETEHBI Y OAHOT0 NPOU3BOAUTENS /NGO NPO-
13BOAMTENb/MOCTaBLUMK [O/DKEH NPefoCTaBUTb ouLMasibHble CBeAEeHUs 0 COBMECTUMOCTU C 060pyA0BaHNEM [APYrux
dvpm.

B.2 MpuroToBneHne v okpalunBaHue npenapaTos Npu NpoBeAeHUN LUTONIOTNYECKNX NCCnefoBaHuii

B.2.1 TexHonorus B3aTuA 1 AOCTaBKy 61OM0rMyeckoro Matepvasna fosxHa npefoctaBnsaTb BO3MOXHOCTb NepeHoca
Ha npeAMeTHOe cTek/10 6e3 noTepb BCero 61MoNorMyeckoro Matepuana, B3AToro y nauneHTku.

B.2.2 CpOK rof4HOCTW KOHCEPBUPYHOLLEN XUAKOCTW AN1A TMHEKO/IOTMYECKOro MaTeprasia Npu XpaHeHnn Npu KoMHaT-
Hoin Temnepatype (ot 15 ao 30 IT) go/mKeH COCTaBNATbL HE MeHee 32 MecC CO AHSA U3rOTOBEHMS.

B.2.3 Cpok xpaHeHUs dolakoHa C KIeTOYHbIM MaTepuasiom Npy KOMHATHOWM TemnepaType AO/KEH COCTaBNATb He
MeHee 2 Hefefb.

B.2.4 O6opyfoBaHMe [O/MKHO MPeAoCTaB/ATb BO3MOXHOCTL NOMY4YNTh TOTOBLIA NpenapaT kak 6e3 copepxaHus
3PUTPOLMTOB U C/IU3U, TaK U NPU COXpaHeHNN UCXOAHOTO KX KONMYeCTBa B npenapare.

B.2.5 TpaHcnopTHas XWAKOCTb, MCNOMb3yemas A1 COXpaHeHUs mMaTepuasia npy TpaHCnopTUPOBaHNKM, He Ao/MKHA
npenaTcTBOBaTb NPOBEAEHMIO ApYruxX BUAOB nccnegosanus (MLUX. MUP u np.).

B.2.6 Mpu HaNMuMmM B cOCTaBe KOHCEpPBaHTa (TPaHCMOPTHOW XMAKOCTMW) BELLECTB, BANUSAIOLMX HA BbIGOP TaKTUKM NpW
npoBeAeHUN A0NONHUTENBbHLIX NCCNefoBaHWi, NPOU3BOANTENb UM NOCTaBLUMK JOMKHBI B MUCbMEHHOM BUAe npeaocTa-
BUTb MHOpMALMIO, KacatoLLyoCsi 3TOr0 BOMNpoca, CaMOCTOATE/IbHO U/IN MO 3anpocy Nosib3oBaTens.

B.2.7 TexXHONOrMsi NPUroToB/IEHNS U OKPACKM KNETOYHOr0 MaTepuana Ao/mkHa 6biTb ynpaBnsemoii n gonyckaTb 13-
MEHEHUs B C/lydaB HEO6X0AMMOCTU A/19 NOArOTOBKM NpenapaTosB U3 pas/IMYHOro Matepuana, B TOM YUC/e HETMHEKOI0Mn-
4ecKoro. Xuakoctel u np.

B.2.8 O6opyaoBaHve fo/mKHO obecneynBaTb BO3MOXHOCTb:

- ynpaBneHns 06 bemMoM KIETOUHOW CyCneH3nn:

- ynpas/ieHnss 06 beMOM NepeHOCMMOro Ha NpegmeTHOe CTEK/I0 KIeTOUHOro MaTepuana;

- OJHOBPEMEHHOTO NMPUrOTOB/IEHNA CEPUN UAEHTUYHbLIX NPenapaTos 13 OAHOr0 MaTtepuasia B KONIMYecTse He MeHee
yem 12 wr. (ot 10 12);

- BHOCUTb U3MEHeHNS B X0f, paboTbl U NPOTOKOSbI;

- 06paboTKn MaTepuana, He MCKIOYaoLLEN AanbHELIEero NCNob30BaHUs nNpenaparta kak 415 TPaAnLIMOHHOTO Ly-
TO/IOrMYECKOro NcceoBaHns, Tak U 41 aBTOMaTU3MpoBaHHOrO;

- CNO/b30BaHNA OCTaBLUEroCs Moc/e NPUroToB/IEHUS NPenapaTos KIETOYHOro Marepuana B Apyrux sBugax nccre-
[LOBaHWi:

- NPUrOTOB/IEHNSI HATVBHBIX (HEOKPALLEHHbIX) MOHOCTMOHbIX NpenapaTtos, He MeHee 90 B 1y;

- NPUroTOB/EHWSI OKPALLEHHbIX MOHOCMOMHBIX NpenapaTos, He MeHee 40 B 14.
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Mpunoxexve I
(pekomeHgyemoe)

MepeuyeHb U KpaTKkas xapakTepucTuka Heo6xoaMMOro 060pyA0BaHNA U PACXOAHbLIX MaTepnUanos,
NMPUMEHSIEMbIX MPU UCMNONb30BAHUN METOAA XUAKOCTHON LUTONOMNN

I"1 TexHuyeckoe ocHalleHne nabopatopun s nposegeHns metoda XL

- LeHTpudpyra nabopartopHas € kKayarLwyMcs poTopoM, NPUCNOCOBNEHHbIM ANS LEHTPUMYrMpoBaHus Npobupok
AnameTpom 17 mm. o6bemom 15 mn. cnocobHas obecneunTs LeHTpudyrmposadve 600 g,

- «BOPTEKC» ANs1 NPOBMPOK C NAABHOM PEryIMpoBKOA CKOPOCTU BCTpaxuBaHusi oT 100 go 3000 rpm:

- Npu6op AN aBTOMATUYECKOro NPUrOTOB/IEHNA K/IETOYHOWM CYCMEeH3unK, BbINOMHSIOWMIA HaYasbHbIV npoLecc 060-
raleHns KNeTouHol CyCneH3nmn (COCTOALWMIA B OYNCTKE CYCMNEH3NUN OT 3pPUTPOLUTOB, AETPUTA N 31EMEHTOB BOCNasIeHUs):
nepemeluBaHne obpasLia 1 ero u3BfeyeHne N3 NPoOGYPKM C KOHCEPBAHTOM, 3aTeM HaHeceHne obpasLa Ha NIoTHbI pea-
reHT B MPOGUPKY ANS LLeHTPUYrpoBaHus;

- annapart A/19 aBTOMaTU4eCcKoi OKpacku mpenapaToB — Npubop 151 OKpalmBaHWs 06pasLioB WM 3KBUBAJIEHT,
KOTOpPbI NpegHa3HavaeTca ANna 06paboTkm MUKPONpenapaToB, aBTOMAaTUYECKOro NepeHoca KneTouHbIX 06pasLoB 13 Npo-
6UPOK AN15 LEHTPUYrMpOoBaHUS B OCAL04HYI0 Kamepy, NoMeLLLaeMyto Ha NpeAMeTHoe CTEK/0 A1 MUKPOCKona, aBToma-
TUYECKMN OKpalLMBaeT U NPOMbIBAET Kakblii MUKpOMpenapar;

- pabouas cTaHuus g5 ynpasieHus NpMoopPoM MW IKBMBAIEHT: CUCTEMHbIA 610K C NpeAyCTaHOB/IEHHbIM NPO-
rpaMMHbIM obecneyeHnemM, MOHUTOP, K1aBuaTypa, Mblllb;

- acnuparop — cucTema Co3faHuns Bakyyma A/ yAaneHnst NpoLyKTOB OKpaluMBaHWA: eMKOCTb, KOMMNPeccop, KOM-
NNekT Tpy60K He MeHee OAHOro KOMMN/EeKTa;

- cyuTbIBaTE b LUTPUX-KOAA.

.2 PacxofHble matepuansbl:

- 0iHOpa30Bble MPO6MPKM K3 MacTuka AuameTpom 17 MM. BMECTVMOCTbIO A0 15 M/, C 3aKkpyuuBatoLLeincs KpbiLu-
KOW. BblAepXvBatoLme LeHTpudyrnposaHme npm ckopoctun 600 g

- 0iHOpa30Bble CTepPWU/bHbIE BUA/IbI C TPAHCTIOPTHO Cpeaoi;

- 0QjHOpPa30Bble CTepUsIbHbIE LMTONOTMYECKVe LWeTkN AN 3abopa MaTtepuana ¢ BnaraivHol 4acTu Lenkn MaTku;

- 0[}HOpa30Bble CTepusIbHbIE LMTOMIOTMYECKME LETKV /18 3abopa MaTtepuana us LiepBrKasibHOro KaHana:

- NpeAMeTHble cTekna AN MUKPOCKONUM € afre3mBHbIM NOKPbITUEM (Hanpumep. D-nonnnmsnHoBbIM) unv 6e3 oHo-
ro0 — B 3aBUCUMOCTV OT KOHKPETHOW METOANKM:

- Habop oHOPAa30BbIX NACTEPOBCKUX NUMNETOK AN PabOTbl C XUAKOCTHIO U KNETOYHbIM OCaAKOM:

- NPV He06XOAMMOCTY — MJ/IEHKA UV NMOKPOBHbIE CTEKa /19 NOKPbLITUS NpenapaTos:

- KOHCcepBwupytoLLas (TpaHCcNopTHas) XMAKOCTb;

- KpacuTenu, 6ydepsl, 3abyepeHHas umn gUCTUNNpoBaHHasa Boaa, rKcaTopbl 1 CreLpacTBopbl B 3aBUCUMOCTH
0T cnocob6a oKpacku;

- 0[}HOPAa30Bble HAKOHEYHMKW 11171 NepeHoca 1 J031poBaHna MaTepuana:

- CpeAcTBo AN NPOMbIBAHUA annapara A1 aBToMaTUYeCcKoi oKpacku npenaparos;

- KOHTeHep AN c6opa 1 yTuIm3aumm oTXo40B knacca B.
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Mpunoxexve [

(cnpaBoyHOE)

CucTeMbl OLLEHKM LUTONOTMYECKUX npenapartos

Ta6nuuya [O.1 — CucteMbl OLEHKN LIUTONOMMUYECKUX NpenapaTos

Mopdconorusa Cuctema CIN ManaHukonay Bctocga (1991)
BospacTtHaa Hopma. [lMaTtonornue- Hopma Knacc 1 Heratus
CKMe W3MEHEHUs 3nuTenus cnu-
31CTOl  OTCYTCTBYIOT. KNeTouHblli
cocTaB Takxe B npegenax Hopmbl
He3HaunTenbHble KNeTouHble u3- HesHauuTenbHble KIeTou- Knacc I [lobpoKayecTBEHHbIE K/IETOUHbIE
MeHeHus Hble 3MeHeHUs M3MEHeHVs, BoOCnasieHne, npu-
3HaKW  pasNYHbIX  MHADEKLWIA,
pafnaumoHHble U3MEHeHUs, pe-
aKTVBHblEe. penapaTuBHble
MnockokneToyHasa atunus + nonn- IOCKOKNETOYHAsA aTunus Knacc I ASCUS (AMNH3) + nonumopdp-
MOphHblE M3MeHeHVsA (Bocrnasie- ¢ NOMMOPMHbIE U3MEHe- Hble U3MeHeHns
HUSA. MHDEKLUM 1 T. N.) HVs (BOcnaneHus, uHdek-
UM 1 T. M)
ManunnomasnpycHble n3MeHeHus [lanuinomasupycHble W3- Knacc |l LSIL (H-Mnn)
(kolinounTos) MeHeHust (KOMNoumTo3)
Cnabas gucnnasus CINI Knacc Il LSIL (H-n)
[vcnnasus cpefHeii ctenexn CIN 1l Knacc lll HSIL (H-Mnn)
[vcnnasusi BbICOKOW CTeneHn CIN Il Knacc i HSIL (H-Mnn)
KapunHoma in situ (CIS) CIN 1l Knacc IV HSIL (H-Nnn)
WMHBa3vBHbIVi PLLUM MHBasmBHbIn PLLM Knacc V
ATUNNS KNETOK Xene3ncToro ATUNWA KNETOK Xenesncro- ATUNMSA  KNETOK >Kenesuctoro
3HAOLEPBUKASIBHOIO aNUTENNS ro anuTenus, 3HAOLEepBY- aNUTENns, 3HAOLEPBUKASILHOTO
KauIbHOro anuTenns anuTenus
ApeHokapumHoma AfeHokapLuHoma ApeHokapumHoma ApeHokapLuHoma
MpumeuaHnune — CIN (cervical intraepithelial neoplasia) — LepBuKanbHaa MHTpasnUTeNManbHas Heonnasus;

ASCUS (atypical squamous cell of undetermined significance) — AMH3 (aTunusa NIOCKOKIETOUYHAA HeonpeaeneHHo
3HaummocTu); LSIL (low-grade squamous intraepithelial lesions) — H-MWM (n1ockokneTouHoe MHTpasnuTenmaibHoe
rnopaxkeHne HU3KO cTenenun BolpaxkeHHocTK); HSIL (high-grade squamous intraepithelial lesions) — B-MWM (nnockokne-
TOYHOE VHTpasnuTenasibHoe NopaxeHne BbICOKOW CTENeHN BbIPaXEHHOCTK).
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Buénuorpadus

PykoBoacTBo BO3 «KomnekcHast 6opbba ¢ pakoM LLEAKN MaTKu: pyKOBOACTBO MO OCHOBaM NPaKTUKM — 2 U3faHne»
(WHO. Comprehensive cervical cancer control: a guide to essential practice — 2nd ed)

MexpayHapogHasa cTatuctuyeckas knaccudukaums 6onesHeil n npobiem, cBsA3aHHbIX CO 340poBbeM — 10-ii nepe-
cmoTp (International Statistical Classification of Diseases and Related Health Problems — Teath Revision — Volume 3.

Alphabetical Index)

BO3, Knaccudmkaums onyxonei )XeHcknx penpoaykTueHbix opraHoB (WHO Classification of Tumours of the Female
Reproductive Organs (IARC WHO Classification of Tumours) Fourth Edition]

LinTonornyeckasn knaccudukaumsa Berecga (Cytology classification. The Bethesda System 2014)

CaHluH 2.1.7.2790—10 «CaHuTapHO-3annaemMmoriornieckme TpeboBaHns K 06paLLeHnto ¢ MeAULIMHCKUMI OTXO4aMm»
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