HAPEJIBA Ne 28 OT 20 FOHHU 2007 I'. 3A IEMHOCTHA
1HO ACUCTUPAHA PEITPOAYKIUA

H30a0ena om Munucmepcmeomo Ha 30paseonazéanemo
O6n. /[B. 6p.55 om 6 FOnu 20072.

I'maBa repBa.
OB ITOJIOKEHN A

Yn. 1. (1)C Ta3u Hapenoda ce:

1. yrBBpKIaBa MEIMUIMHCKM CTAaHAAPT 33 ACUCTHPaHa PEMPOIYKLHUS CBITIACHO
npunoxenue Ne 1;

2. yTBBpXKJZaBa oOpaser] Ha TOJUIIEH OTYET 3a MU3BBPLICHUTE JEHHOCTH IO
acHCTUpaHa PENpOaAYKIHS ChIIACHO NMpHiiokeHue Ne 2;

3. ompenenAT yCIoBHUATa M PeIbT 3a B3eMaHe, MOCTaBsHE, eKCclepTusa, o0padoTKa,
CTUKETUPAHE U CHhXpaHSABAaHE Ha SMIEKICTKH, CIEPMATO30MIM M 3UIOTH 3a HYXAUTE Ha
acHCTUpaHaTa PEeNpOAYKIIHs, KAKTO M Ha BIM3ALIUTE B KOHTAKT C TAX MAaT€PHAIH U MPOAYKTH
U Ha TAXHOTO MPOCJeIIBaHe OT IOHOPA JI0 PEIUIIUCHTA,

4. ompenenst peabT 3a peructpaiusi, o0paboTka, ChbXpaHsABaHE M INPEIOCTaBIHE Ha
uHpopManuaTa ot perucrbpa no wi. 132,an. 1ot 3akona 3a 31paBeTo;

5. ompenensaT YCIOBUSATA U PEAbT 3a ChOOIIaBaHE, PETUCTPUpAHE, NOKJIAIBaHE U
npegaBaHe Ha MH(GOpMaLUs 32 CEpUO3HUTE HEXKEJIAHU PEaKIMH U CepUO3HUTE UHIMJICHTH U 32
OJ0KHMpaHe, U3TETIITHE U YHUII[0)KaBaHe Ha SHIIEKICTKH, CIEPMAaTO30UI1 HIIN 3UTOTH;

6. ompenenAT YCIOBHATa M PeAbT 3a Ch3JaBaHE HAa CHUCTEMa 3a MpOcielsiBaHEe Ha
AULEKIETKUTE, CIIEPMATO30UIUTE U 3UTOTUTE, KAKTO M Ha MPOIYKTUTE U MaTepHAIUTE, KOUTO
BJIM3aT B KOHTAKT C TSX M Ca CBbP3aHU C TAXHOTO KaYeCTBO M O€30I1aCHOCT.

(2) HdeiinocTHTE MO acUCTUpaHa PEMPOAYKIHUSI CE OCBHINECTBSBAT MPH CIla3BaHE Ha
cragnapra mo 4i. 1,an. 1, 1. 10T Bcuuku neueOHU 3aBeICHNS, KOUTO T U3BBHPIIBAT.

Un. 2. JleueOHWTE 3aBENEHUS, KOUTO OCBIIECTBSIBAT ACHWHOCTH IO ACUCTHpaHa
PENPOYKIIUS U [0 OCUTYPSIBAHE, U3I0JI3BAHE M ChXpaHsIBaHE Ha SHUIEKICTKH, CIIEPMATO30H I
M 3UI'O0TH, Ca.

1. neueOHU 3aBeieHNS 3a U3BHEHOOIHUYHA [TOMOIIL,

2. 1e4eOHA 3aBeAeHUs 3a OOJTHIUYHA [TOMOIIL,

3. TbKaHHHU OaHKH.

5 I'maBa BTOpA.
OTYUTAHE HA IEMHOCTUTE 110 ACUCTHUPAHA PEITPOAYKIUA

Yn. 3. (1) JleueOuure 3aBelCHUS M3TOTBAT TOIMIICH OTYET 33 HU3BBPIICHHUTE
JNEHHOCTH MO aCUCTHPAHA PENPOIYKIIUS MPE3 ChOTBETHATA KaJleHJapHa roq1Ha.
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(2) OtuersT 0OxBama nepuosa ot 1 suyapu 1o 31 nexeMBpHU Ha BCSKa TOAMHA.

(3) OtuersT ce usnpamia B M3neinauTenHaTa areHmnus mo tpancmuiantamus (MAT) mo
31 suyapu cneiBaiiata KajleHIapHa roIUHA.

(4) OtyerpT ce moamMcBa OT PBKOBOJMTENS Ha JIEYEOHOTO 3aBEIACHUE U OT
OTroBOpHOTO Jinue 1o npuioxkenue Ne 1, paznen I, 1. 1.

(5) Komue ot oTueTa ce chXpaHsBa B JIeueOHOTO 3aBe/ieHHE 3a cpok 30 ToAUHHU.

I'maBa tpera.
YCJIOBUA U PEJ] 3A B3SEMAHE HA CIIEPMATO30U /11,
SAUIEKJIETKA U 3UT'OTHU

Un. 4. (1) Cnepmaro3ouau mMoratr jga ObJaT B3€MaHH OT BCEKH ITBJIHOJIETCH MBK,
KOWTO HE CTpaja OT HACIIEJCTBEHO XPOHWYHO 3a00JIIBaHE, HE € MOCTABEH IO]] 3alpelieHue,
OTroBaps Ha KPUTEPHHMTE 3a MOA0Op Mo Ta3u Hapeada (B ciydauTe Ha HEMAPTHHLOPCKO
JapsiBaHe) U € Jall MUCMEHO HH(GOPMHUPAHO ChIJIACHE.

(2) Cnepmaro3ouau MoraT jga ObJaT B3€MaHH W OT HEIBJIHOJICTHO JIKIE IIO
MEIUIIMHCKU TIOKa3aHUs, KOraTo € 3acTpaiieHa Obaemara My pernpoayKTHBHA CIOCOOHOCT,
clie]] TUCMEHO MH()OPMHUPAHO ChIVIACKE HA HEMBIHOJETHHS, KAKTO ¥ Ha HETOBUTE POJUTEIH
WM TIOIIEYHTENH.

(3) Korato ce u3BbpIiBa caMo €KCIIEpPTH3a Ha CIIEPMAaTO30UI1, MMCMeHara (hopma Ha
MH(POPMHUPAHOTO ChIIIACKE HE € HEOOX0JMMaA.

(4) Cmepmaro3ouau 3a QUpeKTHa yrmoTpeba Morar jga ObJarT HM3IOJ3BaHU ClE]
moaxonsAma o0paboTKa camMoO 3a OCBHIISCTBSBAHE HA AacHCTUpaHa PEMpPOAYKUIHUS TpH
MapTHBOPCKO JapsiBaHE.

Un. 5. JIoHOpBT Ha CHEpPMAaTO30HMIU 3a JUPEKTHA ymoTpeda MpH MapTHBOPCKO
JapsiBaHEe OTrOBaps HA CICIHUTE KPUTCPHUH:

1. He e B po/iCTBEHA BPH3Ka C PEIMITMEHTA TIO MpaBa JIMHUSA U TI0 chpeOpeHa TUHUS 10
4 cTereH, KOETO Ce YAOCTOBEPSBA ¢ KOMUE OT OpaYHO CBUICTEIICTBO WIIH JIEKIapaIius;

2. no 30 mHu npeau mpoleAypara 1mo AapsiBaHe MHKPOOHOJIOTUYHO MY € M3CJe/IBaHa
CEMEHHA TeYHOCT, KaTO MPH MMAaTOJIOTUYEH PE3yNITaT € U3BHPIIEHA CBOCBPEMEHHA CaHAIINS;

3. 1aj € MICMEHO UH(OPMUPAHO ChIIacHe.

Yn. 6. (1) loHOpHT HaA CIIEPMATO30MIU 33 HHIUPEKTHA YIOoTpeba Mpu MapTHHOPCKO
JapsiBaHEe OTrOBaps HA CICIHUTE KPUTCPUU:

1. He e B pOACTBEHa BpPB3Ka C PEIUIIUEHTA JKCHA IO MpaBa JUHHS U MO ChpeOpeHa
TuHUS 0 4 CTeNeH, KOeTO ce YIOCTOBepsSBa C KOMHWe OT OpayHO CBUACTEIICTBO HIIU
JeKIapanus;

2. no 30 mHu mpeau mpoleAypara 1mo AapsiBaHe MHKPOOMOJIOTHYHO MY € M3CJe/IBaHa
CEMEHHA TEYHOCT, KaTO MPH MMaTOJIOTYEH Pe3yJNITaT € U3BhpPIIEHA CBOCBPEMEHHA CaHAIINS;

3. 1aj e MICMEHO H(OPMUPAHO ChIIIAcHe,

4. no 3 Mecena nmpeay Npoleaypara mo 1apsiBaHe € TECTyBaH 3a:

a) HIV (Anti-HIV-1,2);

0) xenarut B (HBsAgu Anti-HBc);
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B) xenatut C (Anti-NCV-Ab);

r) cudumc.

(2) UzcnenBanmsra o an. 1 MoraT Ja He ce M3BBPIIBAT NPH 00pabOTKa HA CEMEHHA
TEYHOCT OT CBHIPYra/mapTHhOPa 3a MHCEMHUHAIMS ITPH BHTPEMATOYHO OCEMEHSIBAHE, B CITydaii
4ye JeyeOHOTO 3aBEJCHHUE MMa YCIOBHUS M NpPOLEAYPH, TapaHTHUpalld Oe30MacHOCTTa Ha
NepcoHaa U JIIICa Ha PUCK 332 KPbCTOCAHO 3aMbpPCSBAHE.

(3) IIpu no3zutuBHU TectoBe 3a HIV 1,2, xemarut B u C wim cuduinmc, Kakto U npu
JOHOP C TIOBUILIECH UH(EKIIMO3eH PUCK (AaHAMHECTUYHO) Ce MpUJIara pa3aeinHo o0paboTBaHe U
ChbXpaHECHHE.

(4) lpu noHOp, KMBeell B CTpaHU ¢ MOBUIIeHA 3a0oneBaemoct oT HTLV-1 Bupyc,
MIPOU3XO0K AL OT UJIHM MPHUCTUTAI B Bbiarapus oT TakuBa CTpaHH, ce U3BBPIIBA U3CIEIBAHE 32
HTLV-1 Bupyc.

(5) UscnenBane mo ai. 4 ce U3BBPILIBA U B CIIyYaHTEe, KOTAaTO CEKCYATHUTE ITAPTHHOPU
Ha JIOHOPAa WJIM HETOBHUTE POJUTENIN >KUBEAT, MPOU3X0XKAAT WMIM IMPHUCTUTAT OT CTPAHH C
noBuieHa 3abosesaemoct ot HTLV-1 Bupyc.

(6) Jombnuutennu uscnenBanus 3a manapus, CMV, RhD, Trypanosoma cruzie
M3BBPIIBAT MPH aHAMHE3a 3a IbTYBAHU B Uy)KOWHA WM HAJIMYME HA JPYrH PUCKOBH (PaKTOpU
3a Te3u 3a00JIABaHUS.

(7) IIpu mapTHROPCKO apsiBaHE 32 MHAWPEKTHA yIOTpeOa MO3UTUBHHUTE PE3yNITaTH Ha
JIOHOpA HE ca Mpeyka 3a U3M0JI3BaHe Ha CIIEPMATO30UIUTE IPU CIICAHUTE YCIOBHS:

1.3a xeraTut B - KoraTo jxeHaTa peLUINEHT € BAKCUHUPAHA,

2. 3a xermatut C - KOrato >K€HaTa PEIUIMEHT € Jaja MUCMEHO HH(OPMHUPAHO
ChIJIacHE 3a TOBA,;

3. 3a cudummc - cieq U3JIeKyBaHETO Ha JIOHOPA;

4.3a HIV 1,2 - koraro neuebHOTO 3aBeICHUE pa3Iioiara ¢ 000pyIBaHe U METOIMKA 32
00paboTKa U OTAEIHO chXxpaHeHue 1 uMa ofgoopena COII 3a Ta3u uen.

Un. 7. loHOPBT Ha CHEpMATO30MAM TPH HENApTHHOPCKO JapsiBaHe ce mojadupa Ha
0azara Ha HeroBaTa BB3PACT, 3[PABOCIOBHO CBCTOSHHE W MEIUIIMHCKA HUCTOPUS 4pe3
NOMBJIBAHE HAa BBIIPOCHHK W Ype3 MHTEPBIO (CHEMaHE HAa aHaMHe3a) OT JICKyBallus JeKap.
OreHkara BKJIIOYBA U ONMHMCaHKUE HA (aKTOPH, KOUTO MOTaT Aa JOBEeAAT 1O MOBHUIIEH 3paBeH
PHUCK 32 PELIUIMEHTA WX 3a CaMUsl HETO.

Yn. 8. (1) Cnepmaro3ouan OT JOHOp 3a HEMApTHBOPCKO JapsBaHE MOrar ja ce
M3II0JI3BAT 33 ACHCTUPAHA PENPOAYKIHS CJe]l OTPUIIATEIIHO MUKPOOHOJIOTHYHO U3CTIe/IBaHE Ha
CeMEHHaTa TEYHOCT, u3BbpimieHo g0 30 1IHU mpeau B3eMaHETO, W CHEpMOrpaMa C
HOopMoOcTiepMust (criopes neiicTBamuTe 3a MoMeHTta kputepuu Ha C30), KOSITO MOTBBPXKIaBA
TOJHOCTTA Ha MaTepuaa 3a JapUTEJICKH LEIH.

(2) Ciepmatozon OT JOHOP 3a HEMAPTHHOPCKO JapsiBaHE MOTAT CE M3IOJ3BAT 3a
U3BBPIIBAHE HA AaCHUCTHpaHA pENpoNyKUus ciex o0paboTka H  ciiel 3aIbJDKHTEITHO
ChXpaHEHHE U KapaHTHHHUpaHe 3a Hail-Manko 1801HK U 10 MOTBBpKIaBaHe CJIe]l TO3U IePUOT
Ha HETaTMBHUTE TECTOBE 3a TPAHCMUCUBHUTE 3a00JisiBaHus 1o ai. 3,T. 1.

(3) Jo 3 mecena npeau mpoleaypaTa o JapsiBaHe TOHOPBT IO Wi. 7 TpIOBa Ja uMa
HETaTUBHU PE3YJITATH MPHU U3CIICABAHUSA:

1. oT cepymMHa WM 1Ia3MeHa rnpooa 3a:
a) HIV (Anti-HIV-1,2);
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0) HBV (HBsAgu Anti-HBC);

B) HCV (Anti-NCV-Ab);

r) cudwinc, NpH TNO3UTHBEH HecnenmpuueH TecT 3a cHuWINC ce W3HCKBa
crienu(UYeH TEeCT; aKO HECHeUU(UUYHHUAT € MO3UTHBEH, HO CIEHU(PHUYHUSAT € HEraTHUBEH,
NAIMEeHTHT CE TPETHPA KaTo HEraTHUBEH,

2. 3a XJaMUAMU TpU u3clienBaHe Ha ypuHHa npoda upe3 T.Hap. NAT (Nucleic acid
Amplification Technique rexnuka 3a JIHK ammmpukarus).

(4) lpu noHOp, KMBeell B CTpaHU ¢ MoBUIIeHA 3aboneBaemoct o HTLV-1 Bupyc,
IIPOM3X05K 1Al OT WJIM IpUcTUrainl B bearapus ot Takusa, ce u3BbpiiBa usciensane 3a HTLV-
1 Bupyc.

(5) UscnenBane mo ai. 4 ce U3BBPILIBA U B CIIyYaHTE, KOTATO CEKCYATHUTE ITAPTHHOPU
Ha JIOHOPA WJIK HETOBHUTE POAUTEIIN KUBEAT, IPOU3XO0KIAT UM MIPUCTUTAT OT TAKUBA CTPAHHU.

(6) Jombnuutenunu uscnensanus 3a manapus, CMV, RhD, Trypanosoma cruzie
M3BBPIIBAT MPH aHAMHE3a 3a IbTYBAHU B Uy)KOWHA WM HAJIMYME HA JPYrH PUCKOBH (PaKTOpU
3a Te3u 3a00JIABaHUS.

(7) Ha noHOpa mpu HEMapTHBOPCKO JapsiBaHE CE U3BBPIIBA TEHETUYCH CKPHHUHT 3a
YeCTO CpEIIaHh aBTO30MHO-PEIIECUBHH T€HETHMYHU 3a00NsSBaHMs TpU  E€THUYECKA
MPUHAIICKHOCT, KOSTO IO Hajlara, Wid NMPH CEMEEH NPOM3XOJ C T'CHETUYHU MPOOIEMH.
['eHeTHYHUAT CKPUHUHT Ce U3BBPIIBA ClIe] MMCMEHO MH(GOPMHUPAHO chrilacue Ha AoHopa. Ha
PELMITUEHTHTE C€ TMPEAOCTaBs IIbJIHA MH(OPMAIUs 32 PUCKOBETE OT MpeJaBaHe Ha TeHETUYHU
3a00JIIBaHMS U 32 MEPKUTE 32 HAMaJIIBaHE HAa PUCKA OT TIX.

(8) UscnenBanmsita mo an. 3, T. 1 ce M3BBPIIBAT B aKpeIUTHPAHU J1adOPATOPHH,
KOWTO YJacTBaT B CUCTEMa 3a BBHHIITHA OI[CHKA Ha Ka4eCTBOTO M M3IOJ3BaT TeCTOBE (KUTOBE),
Banmaupanu B EC, B cepym u/unu mna3ma. M3kimodenue ce gonycka 3a creiiuuiHu TeCTOBE,
NpeHA3HAYCHHU 32 MOJI3BaHE BHPXY TEJIECHU TEYHOCTH U CEKPETH, Pa3InYHU OT CepyM H/HiIH
1a3Ma.

(9) KpbBHHUTE IPOOH 32 TPaHCMHUCUBHH 3a00JIsIBAHUS CE B3eMaT MO BpeMe Ha (B JIeHS
HAa) JapsABaHETO.

(10) Koraro mpobara, B3eTa 1mo BpeMe Ha JapsiBaHeTo, ¢ m3ciensana upe3 NAT 3a
HIV 1/2, HBV u HCV, cnex nepuojia Ha KapaHTUHHPAHE HE C€ Hajara Jia ce MOBTapsAT TE3H
TecToBe. PerecTpaHe He ce Hajara M ako B Ipoleca Ha oOpaboTKa € HajHle eTam 3a
MHAKTHBAIMA HAa ChOTBETHHS BUPYCEH MpUuuHHUTEN criopen ogoopena COIL.

Yn. 9. (1) HoHOphT Ha CHEPMATO30MAM 32 aHOHHMMHO JAPHTEIICTBO JaBa MHUCMEHO
MH(POPMHUPAHO CHIIIACHE.

(2) Ha nuuero mo an. 1 ce mpemocraBs MH(GOpMALUs 3a LEIUTE U €CTECTBOTO Ha
B3EMAaHETO; U3CIIeIBAHUATA, KOUTO ca HEOOXOAUMH; PETUCTPUPAHETO U 3aUTATa HA JINYHUTE
JAHHUTE Ha JOHOpPA, MOTHUBUTE, KOMUTO OINpaBJaBaT 33JaBaHETO Ha BBIPOCH 3a MPEAUIIHU
3a00JIIBaHMS U JINYHU BBIIPOCH KbM JIOHOPA.

(3) Undpopmarusra mo an. 2 ce mMpeAOCTaBs OT MPABOCIIOCOOEH JeKap MM OHOJIOT
cbriacHo npuitoxxkenue Ne 1, paszgen I, 1. 2, 3, 4u 5 B nocThnHa hopMa, KaTo ce U3MOI3BAT
pasbupaemMu moHATUA. [lOTBBpAEHHMTE pE3yNTaTH OT U3BBPIICHUTE W3CICIBAHUSI Ce
ChOOIIAaBaT U OOSCHSABAT HA JIOHOPA.

(4) Undpopmupanoro ceriacue mo ain. 1 Moxe aa Oblie OTTErJICHO 0 MOMEHTA Ha
MI0JI3BaHE HAa TEHETUYHUS MaTepual 3a JapUTeICTBO.

(5) 3a0pansiBa ce mpenocTaBsiHe Ha WH(POPMALMS HA TOHOPA WM Ha TPETH JIMIA 32
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PELMITUEHTHTE, TTOI3BAIM AaHOHUMHH JIOHOPCKU CIIEPMAaTO30U M, OCBEH B CIIy4au, TOCOYCHHU B
3aKOH.

(6) Undopmanmsara 3a caMOJIMYHOCTTa HA JIOHOpA C€ ChXpaHsBa B JIEYEOHOTO
3aBeneHue 3a nepuoi 30 roauHu.

(7) Undpopmarusra o an. 6 e cimyxeOHa TaiiHa U HE MOXKe Ja ObJe pasriacsBaHa
OCBEH B CITy4auTe, IOCOUYCHH B 3aKOH.

Y. 10. (1)AdituexneTky Morart 1a ObJaT B3eMaHU OT BCSAKA IIBJIHOJIETHA KEHA, KOSTO
HE CTpaJa OT HACJEICTBEHO XPOHWYHO 3a00JiiBaHE, HE € TOCTaBeHA IOJ 3allpelleHue,
OTroBapsl Ha KPUTEPHUUTE 3a MOAOOP MO Ta3u Hapenda (OCBEH B CIIydyauTe Ha aBTOJIOXKHO
JapsiBaHe) U € Jajia MUCMEHO HH(POPMHUPAHO ChIJIACHE.

(2) SinexieTkn MoraT qa ObJaT B3EMaHU U OT HEIBJIHOJIETHA )KCHA 10 MEIUITMHCKH
MOKa3aHusl, KOTaTo € 3acTpaiieHa ObaeniaTa W pernpoayKTHBHA CIIOCOOHOCT, Clie]] MMMCMEHO
UH()OPMHUPAHO CHIIIACHE HA HEMBJIHOJIETHATA U HA HEWHHUTE POTUTENIN WM MTOTICUUTEIH.

Yn. 11. (1)Koraro B3eMaHETO Ha SHICKJICTKU € C 1] M3BBPIIBAHE HA aCHCTUPaHA
PENPOIYKIIUS CbC COOCTBEHU SHIEKIETKH, IPEIU MOAMMCBaHEe HA HHPOPMHUPAHO ChIIacHe Ha
KeHaTa ce mpenocTaBsi HH(popMaIrsi OTHOCHO MPOIeypaTa, KaKTo U 32 PUCKOBETE OT Hesl.

(2) Kpurepunre 3a nogdop Ha >K€HH B CIIyduTe 1o ai. 1 ca:

1. HanMure Ha MHAMKAINY 32 U3BBPIIBAHE HA MpolieaypaTa mo npuioxenue Ne 1;

2. urca Ha MPOTHBOIOKA3aHUS 3a M3BBPIIBAHE Ha MpoIleaypaTa MO B3eMaHE IO
npunoxenue Ne 1;

3. nurca Ha POJACTBEHA BPH3KAa C MBXKA, YAUTO CHEPMATO30MAM e C€ TMOJ3BAT 3a
acucTHpaHaTa PENpOIYKIMs, IO MpaBa JIUHUSA U M0 chpebpeHa TuHUS 10 4 CTENeH, KOeTO ce
YIOCTOBEPSBA C KOMUE OT OpPAYHO CBUICTEIICTBO WITH JISKIIapaIius;

4. no 30 gHM mpeaw B3EMaHETO MHUKPOOMOJOTUYHO H3CIEABAaHE HA BIIATAIHIICH
CEKpeT, KaTo MpHU MaTOJOTHYCH PE3yITaT € U3BBPIICHA CBOEBPEMEHHA CaHAITHS,

5. 1o 3 Mecelia mpeau B3eMaHeTo 1o all. 1e TectyBaHa 3a:

a) HIV (Anti-HIV-1,2);

0) xenarut B (HBsAgu Anti-HBc);

B) xenatut C (Anti-NCV-Ab);

r) cudumc.

(3) uzcnenBanuATa MO T. SMOraT Ja HE Ce U3BBPIIBAT, aKO JICYSOHOTO 3aBEJICHUE UMa
YCIIOBUS W TPOIEIypH, TapaHTUpallu Oe30MacHOCTTa Ha MepcoHana W JIMICAa Ha PHUCK 3a
KPBCTOCAHO 3aMbPCSBAHE MPHU B3eMaHe, 00pabOTKa, ChbXpaHEHUE M MMOCTaBSHE HA OBOIUTH U
3UTOTH.

(4) Koraro tectoBere 3a HIV 1, 2, xenatut B u C unu cudmiiuc ca mo3uTuBHH, HE ca
HampaBeHH WM WH(OpMALUATA € HEJOCTHITHA, KAKTO M MPH MOBUIIECH MHPEKIINO3EH PUCK CE
npuiara paszesiHo 00paboTBaHe U ChXpaHEHHUE Ha SIMIIEKICTKHUTE.

(5) pu xeHa, xuBeelIa B CTpaHH ¢ NOBUIEHA 3aboneBaemoct or HTLV-1 Bupyc,
MPOM3XO0JKIaIIa OT UM PUCTUTAIA B Bhlrapus OT TakuBa CTpaHH, c€ U3BBHPIIBA U3CIICBAHE
3a HTLV-1 Bupyc.

(6) UscnenBane mo ai. 5ce U3BBPIIBA U B CIy4auTe, KOTATO CEKCYATHUTE MTAPTHHOPH
Ha )KCHATa WJIM HEHHUTE POJIUTENH KUBESAT, POU3X0K AT WM MIPUCTUTAT OT TAKUBA CTPAHHU.

(7) Homwbnuutenuu uscnensanus 3a manapus, CMV, RhD, Trypanosoma cruzie
W3BBPIIBAT MPU aHAMHE3a 32 THTYBAHUS B Uy)KOMHA WM HATMYKE HA APYTH PUCKOBH (PaKTOpPH
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3a Te3u 3a00JIABaHUS.

(8) Ipu acucrtupaHa pemnpoayKIHsi CbC COOCTBEHW SHIIEKICTKA MO3UTUBHHUTE
pe3yiATaTu MpH >KeHaTa Mo OTHOILIEHHE Ha!

1. xematut B He cmupar acucTHpaHaTta penpoAyKIHMs M He HajmaraT OJOKHUpaHe,
M3TETJISTHE WM YHUIIOKAaBaHe Ha OBOLIUTH MJIH 3UT'OTH,

2. xematutr C, ako >XKeHara € Jaja MHCMEHO MH(OPMHpAHO ChIJIACHE 3a TOBA, HE
CIHMpaT aCHCTUpaHaTa PENpOIyKLUs U HEe HajaraT OJOKHpaHe, U3TETJITHEe WM YHHUIL0)KaBaHE
Ha SIMIIEKJICTKUTE WIN 3UTOTHTE,

3. HIV 1,2 Bomar 1o coupaHe Ha acUCTHpaHaTa pPENpoIyKUHUs, KaKTO H [0
OJOKHMpaHe, U3TETIITHE U YHHUIL0)KaBaHE HA SHICKICTKUTE UM 3UTOTUTE;

4. cuunmc BOOM M0 CHHMpaHe HAa acCUCTHpAHATa PEeNpoayKIMs 10 U3JEKyBaHE Ha
’KeHaTa WU J10 OJIOKUpaHe, 3TErJITHE UM YHUIIIOKaBaHe Ha SULEKICTKU WX 3UTOTH.

Uin. 12. JIoHOPCTBOTO Ha SIMIIEKJIETKH C IIeJT OTUIOXKIAHE U MIOCTABSIHE B APYyra KeHa B
cinyyante o wi. 130,a1. 4, T. 4 ot 3akoHa 3a 3apaBero (33) Moke na ObJe OT AaHOHUMHHU
JTapUTEIN WU OT POJCTBCHHU Japutenu (cectpa, OpaToBUYCIKa).

Yn. 13. (1)B3emaHero Ha SHMLEKIETKH OT JOHOP B ciiydauTe mo wi. 12 moxe na ce
U3BBPIIHN, aKO Ca U3ITBIHEHH CIICTHUTE YCIOBHS:

1. TOHOPBT € WBJIHOJIETEH U HE € MOCTABeH MOJI 3alpeIICHHE;

2. TOHOPBT € NH(POPMHUPAH Ha TOCTHIICH €3UK 32 PUCKOBETE, KOUTO IOEMa,

3. HOJYYeHO € MMCMEHO ChIJIACHEe OT JJOHOPA, 3aBEPEHO OT HOTApUYC, B UUITO pailoH
Ha JICWCTBHE CE HAMHPA JICYEOHOTO 3aBEJICHUE, KOETO 1€ H3BBPILIU B3EMaHETO;

4. pU3NUECKOTO M TCHXHYECKOTO 37paBe Ha JOHOpPAa € YCTAHOBEHO C MPOTOKOI,
MOJIITHCAH OT WICHOBETE HAa KOMHUCHSI, Ha3HAUCHA OT PBKOBOJUTENS Ha JIeUeOHOTO 3aBE/ICHHE,
M3BBPIIBAIIO B3EMAHETO, KOSITO CE ChCTOM Hai-MaJIKO OT TpHUMa JIeKapu, KOUTO HE y4acTBar B
ChCTaBa Ha EKHUIIa TI0 B3EMaHETO;

5. IOHOPBT OTroBaps Ha KPUTEPHUTE 32 OAOOP IO pela Ha Ta3u Hapeaoa.

(2) loHOpBT Ha SHUIEKICTKH Ce MOA0MPa Bh3 OCHOBA Ha:

1. ouieHKa Ha BB3pACTTa, 3IPABOCIOBHOTO ChCTOSHHE M MEAMIIMHCKATA HCTOPHS Upe3
NOIBbJIBAHE HAa BBIIPOCHHUK W MHTEPBIO (CHEMaHe Ha aHaMHe3a) OT JICKyBallHs JeKap; OlleHKaTa
BKJIFOUBA (paKTOPUTE, KOMUTO UMAT OTHOIICHHE W CIIOMArar 3a MICHTU(PHIUPAHE U CKPUHHHT
Ha JIMIA, KOUTO 4Ype3 AapsBaHE MOTaT Ja MPEJCTaBIsIBAT MEAUIMHCKA PHUCK 3a JPYrH JIMIa
WM 33 caMUTe cede cu;

2. no 30 mHM mpeaw B3EMAHETO M3BBHPIICHO MHUKPOOHOJOTHYHO H3CIEIBAaHE HA
BJIATQJIMIIECH ¥ [EPBUKAJICH CEKPET Ha JOHOPA; MPH MO3UTHBEH PEe3yNTaT JOHOPHT Ce CaHHpa
10 M3JIEKyBaHETO;

3. 1o 3 Mecena npeau mpoLeaypara 1o AapsBaHe TECTYBaHE C HETaTHBEH PE3yJTaT OT
CepyMHa WJIH IJIa3MeHa mpooa 3a:

a) HIV (Anti-HIV-1,2);

0) xenarut B (HBsAgu Anti-HBc);

B) xenatut C (Anti-NCV-Ab);

r) cudwinc, NpH NO3MTHBEH HecnenmpuueH TecT 3a cuduInc ce W3HCKBa
CeU(HUYCH TECT, aKO HECTCHU(PUYHUAT € MO3UTHUBEH, HO CHEHM(UYHUSAT € HEraTHBEH,
NAlMEHTHT CE TPETUPA KaTO HETATHBEH.

(3) [pu moHoOp, kMBeell B CTpaHU ¢ MoBUIIeHA 3a0oneBaemoct o HTLV-1 Bupyc,
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IIPOM3X05K Al OT WJIM IpUcTUramnl B bearapus ot Takusa, ce u3BbpiiBa usciensane 3a HTLV-
1 Bupyc.

(4) UzcnenBane mo T. 4 ce W3BBPIIBA U B CIyY4auTe, KOTATO CEKCYaTHHUTE MY
NapTHBOPH UM HETOBUTE POJUTENH KHUBEAT, IPOU3XOXKAAT WIIM MPUCTUTAT OT TAKUBA CTPAHU.

(5) Homwbnuutenuu uscnensanus 3a manapus, CMV, RhD, Trypanosoma cruzie
M3BBPIIBAT MPH aHAMHE3a 3a IbTYBAHUS B Uy)KOWHA WIIM HAJIMYME Ha JPYrH PUCKOBH (PaKTOpU
3a Te3u 3a00JIABaHUS.

(6) Ha aHOHMMHUS JOHOpP Ce W3BBPIIBA I'CHETHYEH CKPUHHHI 33 YECTO CpPEIIaHU
aBTO30MHO-PELECUBHH T'€HETUYHU 3a00JSBaHMS MPH €THUYECKA MPUHAIICIKHOCT, KOSTO TO
HaJlara, WIM TMpPU CEMEEH MPOU3X0J C T'CHETHYHU NpoOieMu. ['eHEeTHWYHHMAT CKPHUHMHT ce
M3BBPIIBA ClIEJ] MHCMEHO HWH(GOPMHUPAHO Chriacue Ha JgoHOpa. Ha penunmueHtute ce
IpeocTaBs IbJIHA MH(POPMAIUS 32 PUCKOBETE OT MpeAaBaHe Ha TeHETHYHU 3a00JIIBaHUS U 32
MEpPKHTE 32 HaMaJsiBaHEe HA PUCKA OT TAX.

(7) UscnenBanmsta mo an. 2, T. 3 ce M3BBPIIBAT B aKpEIAUTHPAHU J1adOPATOPHH,
KOWTO Y4acTBaT B CUCTEMa 3a BBHHIITHA OI[CHKA Ha Ka4eCTBOTO M M3IOJ3BaT TeCTOBE (KUTOBE),
Banmaupanu B EC, B cepym u/unm mnasma. M3kimodeHue ce gonycka 3a creiiu@uiHu TeCTOBE,
NpeHA3HAYCHH 32 MOJI3BaHE BBPXY TEJIECHU TEYHOCTH U CEKPETH, Pa3InYHU OT CepyM H/HiIH
1a3ma.

(8) [oBTOpHM KPBHBHU NMPOOU 3a TPAHCMUCHBHU 3a00JISIBAaHHS C€ B3eMaT M0 BpeMe Ha
(B neHs Ha MapsBAaHETO WM Ha CJCIBAIIMS JICH), TaKa 4e Pe3yJTaTUTe Ja ca Hajuie Hpean
M3BBPIIBAHE HA TIOCTaBSHETO HA SHIEKICTKUTE UM 3UTOTUTE B PELIUITUCHTA.

(9) IpenoppuBa ce mpodUTe, B3ETH 10 BpEME Ha ApSBAHETO, JIa C€ M3CICABAT Ype3
NAT 3a HIV 1/2, HBV u HCV.

Yn. 14. (1) JdoHopuTe Ha SHIEKICTKA MOTaT Jia Cce OTKaXaT OT JAapsSBaHETO [0
MOMEHTA Ha OTIJIOXKIAHETO.

(2) Uudopmanusita 3a peUIIUEHTUTE, MOJI3BAIN SHIICKICTKA OT aHOHUMEH JapuTel,
e crmyxeOHa TaiiHa, CbXpaHsABa C€ B CIY)KEOHHS pETUCThp Ha JIEYeOHUTE 3aBEJICHHS 32 TIEPUOT
30 roguHM ¥ HE MOXKe Jla ObJe MpeJocTaBsiHa HA JJOHOPA MIIM TPETH JIMLA OCBEH B CIy4auTe,
MIOCOYEHH B 3aKOH.

(3) Undopmarmsra 3a caMOIMYHOCTTA HA JIOHOPA € CITy)KeOHa TaifHa, ChbXpaHsBa CE B
CIy’K€OHUSI perucTbp Ha JedeOHUTE 3aBefeHus 3a nepuoj 30 roauHU U He MOXe Ja Oble
pasriacsiBaHa Ipe]| pelunyueHTa Wik TPETH JIIa OCBEH B CIly4auTe, IOCOUYEHH B 3aKOH.

(4) UudopmanmsTa 3a TOHOpPA U PEHUITHUEHTUTE MOXKE Ja ObJIe CIOJIENsTHA TOMEKIY
UM CaMo TP POJCTBEHO JAPUTEICTBO, HO HE U HAa TPETH JIMLIA, BKIIOUUTEIIHO TEXHU OJIU3KU U
POJTHUHHU.

I'maBa yerBBpTA.
YCJIOBUSA U PE/] 3A ITOCTABAHE HA TAMETHU U 3UT'OTU

Yn. 15. (1)ITocraBsiHeTO Ha raMETH W 3UTOTH B TSUIOTO HA )KEHATa CE OCHIIECTBIBA B
neuebnu 3aBefenus no wi. 131,an. 133 ot kBanuduIUpaHu JIua ChriaacHO H3UCKBAHUATA IO
npuioxxenue Ne 1.

(2) TlocraBsHeTO Ha raMeTH W 3UTOTH CE WM3BBHPIIBA CIE] JaBaHE HAa IHCMEHO
MH(GOPMHUPAHO CHIIIACHE OT PEIUITUEHTA.
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Yn. 16. (1)ITocTaBsHeTo Ha CIEPMATO30H/IH MTPHU TAPTHHOPCKO AapsiBaHE B TSIIOTO HA
’KeHaTa ce U3BBPIIBA ClIe U3MbJIHECHNE HA U3UCKBAHUATA 110 WI. S IpU JUPEKTHA ynoTpeda u
1o wi. 6 Ipu MHIUPEKTHA yroTpeoa.

(2) IlocraBsiHETO Ha CIIEPMATO30MIM OT AHOHUMHHU JAPUTEIH CE HM3BBPILBA CIIE
U3ITBJIHEHUE HA U3UCKBAHUATA IO 4. 7 - 9.

(3) HocraBsiHeTO Ha criepMaTO30MM B MaTOYHATa KyXMHA Ha jKEHATa CC M3BBPIIBA
crex crenuduyuHa TpeaBapuTesiHa o0paboTKa Ha CEMEHHaTa TEeYHOCT, IpPU KOSATO Jia ce
eIMMUHMpA CEMUHAIHATA IUIa3Ma M C€ TOJydaBa YMCTa CYCIEH3Us Ha CIEpMaTO30MIU B
XpaHUTEIHA CPea.

Yn. 17. (1) IMocraBsHeTO HA SHICKICTKA WM 3UTOTH B TSJIOTO Ha JKEHATa ce
M3BBPIIBA CJIE] M3IIBJIHEHHE HAa M3MCKBaHMATA Mo 4wi. 11, Koraro mpowsnm3aTr OT ChIlara
KeHa.

(2) TocraBsiHETO HA SUIEKICTKU WIH 3UTOTH B TSUIOTO Ha )KEHATa CE U3BBPIIBA CIIC
U3ITBJIHEHUE HA U3UCKBaHMATA 0 Wwi. 12 - 14 xoraro npousnus3aT OT apyra >KeHa.

(3) IlocraBsHeTo Ha SHMIEKICTKM WM 3UTOTH B TSUIOTO HA JKCHATa clenBa Ja
OTroBapsi Ha CHeUM(PUYHUTE HM3MCKBAHMSA 32 MAKCHUMAaJHO JOMYCTHMHUs Opoil 3a TpaHcdep
cbriaacHo npuioxkenue Ne 1.

Un. 18. IlocTaBsiHETO Ha 3MIOTH B TSUIOTO HA JKEHATa C€ H3BBPIIBA CHIVIACHO
npuiioxenue Ne 1 upes:

1. emGpuoTtpancdep, mpu KOHTO 3UTOTUTE CE MOCTABAT B MaTOYHATA KyXHHA,

2. 1. Hap. ZIFT, npu KOWTO 3UrOTUTE CE€ MOCTABAT B MAaTOYHUTE TPHOU MO BpeMe Ha
JanapoCKOIus;

3. 1. Hap. GIFT, npu xoiiTo cMec OT crepMaTo30uaN U SUIEKIETKH Ce MOCTaBAT B
MaTOYHHUTE TPHOU MO BpEeMeE Ha JIarapoCKOIHs.

Yn. 19. (1) l'amet u 3uroTH ce TOCTaBAT B TSUIOTO HA JKEHATa, CIIEA Karo
MOCTAaBSIIIOTO JIUIE TH € UACHTH(PUIUPATIO €IHO3HAYHO U CE € YBEPHIIO B MPOU3XO0Ja UM U B
UHGOPMHUPAHOTO ChIJIACKE HA KEHATA, B KOSITO CE MMOCTABSIT.

(2) B cnywaii 4ye ce KOHCTaTMpa WJIM TOJ03Upa HapylllaBaHe Ha NPUHIUIA 32
MPOCIEISIEMOCT Ha TMPOU3XO0Ja M IbTA HA TAMETHTE W 3UTOTHUTE, KbM IIOCTAaBSIHE HE Ce
MPUCTHIIBA.

(3) Beuuku naHHM MO TIOCTABSHETO HA TaMETH WJIM 3UTOTH B TSUIOTO HA JKEHATa ca
uHpOpMaIIHs, KOSITO Ce PETUCTPHpPA B JICUCOHOTO 3aBEICHUE, U3BBPIIUIIO MOCTABSIHETO.

I'maBa mera.
EKCIIEPTU3A, OBPABOTKA, ETUKETUPAHE, TPAHCIIOPTUPAHE
N CbXPAHSBAHE HA HﬁHEKﬂETKH, CIIEPMATO30UI1 1
3UT'OTU

Un. 20. Bccneprtusza, oOpa®oTka, €THUKETHpaHE W CHhXpaHsABaHE Ha SHUIEKIETKH,
CIIEpPMAaTO30HMIN M 3UTOTH C€ OCBHIECTBsABA B JieueOHU 3aBeneHus mo wi. 131 ,am. 133 or
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KBAJTM(HUIMPAHU JIMLA CHIIIACHO U3UCKBAHUATA 1O Tpuitoxkenue Ne 1.

Yn. 21. (1)ExcnepTusara Ha SIHIEKIETKH CE U3BBPIIIBA:

1. HEenmocpenCTBEHO ciell TAXHOTO MOJy4aBaHe MPHU SHYHUKOBA (POJHMKYITHA MTYHKIUS
1o/ exorpa)CKu MK J1arnapoCcKONCKA KOHTPOT;

2. ciiesi pa3MpassiBaHe Ha KpPHOKOHCEPBUPAHU OBOLIUTH,

3. mpeau KJIAaCHYECKO WH BUTPO OIJIOXKIAHE;

4. npey ¥ IO BpeMe Ha MHTPAOBOLIMTHO WHKeKTHpaHe Ha crepmarozoumu (ICSI);

5. Ha cnenBamIus JIeH Clie] KJachHuecko uH BUTpo ormoxaane win |CSl 3a onenka Ha
beprrinzanusTa.

(2) Excnieptu3zaTa Ha SHIICKICTKH BKJIIOYBA!

1. unenrudukanus Ha SUIEKIETKU U KyMYITYCHO-OBOLIMTHA KOMIUIEKCH,

2. OlLIeHKa Ha 3peJIOCTTa Ha SAUICKIICTKH,

3. o1leHKa Ha MOPQOIIOTUATA HA SUIIEKIICTKY,;

4. 01IeHKA Ha OIUIOKJAHETO Ha SIMIIEKIICTKH.

(3) Ekcrieptu3a Ha SHIECKISTKA CE€ M3BBPIIBA Ype3 MHUKPOCKONMUpPAaHE B 000COOCHU
CTPYKTYPH TI0 aCUCTUPaHA PEIPOLYKIIHS

1. npu crazBaHe U3MCKBAaHMATA 32 €TUKETUPAHE U MIPOCIEISIEMOCT Ha SIMIIEKIICTKH;

2. B YCIIOBUS Ha CTEPUIIHOCT;

3. B ChJIOBE U XpaHUTEIHH Cpeld, IpeIHa3HauCHH 3a TOBA,

4. B ycIIOBHUs HA TeMIepaTypeH KoMQopT;

5. mpu cTpeMeXk KbM MHUHHMAJIHO BpeMETpacHe Ha eKClepTh3ara ¢ Iell
MUHUMH3MpPAHE H3JIaraHeTO Ha SHIEKIETKUTe Ha HEOJAaronpusTHH (GaKTOpH OT OKOJHATa
cpena.

UYn. 22. (1)ExcrniepTrsara Ha CriepMaTO30UIU CE H3BBPILBA;
1. ciex TaxHOTO MOJTyyaBaHe (B pamkute Ha 60 Min);
2. cnen pa3MpassBaHe Ha KDHOKOHCEPBUPAHH CIIEPMATO30U/IH;
3. ciien 00paboTKa Mpeay KIACHYECKO MH BUTPO OIUIOKIAHE WIIH MPEAN MOCTABSIHETO
UM B TSJIOTO Ha keHarta rpu uHcemuHarms wim GIFT;
4. cnen 06paboTka mpenu u no Bpeme Ha |CSI,
5. ciieq 06paboTKa Mpenu TsXHaTa KPHOKOHCEPBAIUS;
6. Ha cleBaIus JICH ClIe/ KJIaCHYECKO MH BUTPO OIUIOKIAHE.
(2) Excrieptu3aTa Ha CriepMaTO30MIM Hali-MaJIKO BKITIOYBA!
1. oOma xapakTepuCTHKa W OICHKAa Ha W3Clie[BaHMs MaTepuan (CEMEHHA TEYHOCT,
pa3Mpa3zeHa CyCleH3us OT CIIepMaTO30UI1, OMOTICHYEH MaTepuall, ypuHa | Jp.);
. 00em Ha MaTepuana,
. KOHIIEHTpAIMs Ha CIIEPMAaTO30MAUTE U 0011 Opoii;
. IOJIBU’KHOCT HA CIIEPMATO30UINTE;
. Moposiorus Ha criepMaTo3ouaute (Mo CTPUKTHU KpuTepun Ha Kprorep);
. 00111 OpO¥i MOABMKHM CIIEPMATO30H/IH;
. HATMYHUe Ha 1e0pUC, MUKPOOU U IPYTH KIIETKH.

~No ok WN

UYn. 23. (1)ExcnepTusara Ha 3UTOTH C€ U3BBPIIIBA:
1. Ha cnenBamnus AeH clie KIacu4ecko UH BUTPo oruioxkaane uinu |CSl 3a ornenka Ha
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bepTinzanuaTa 1 HASHTUGHUIMPAHE HA 3UTOTUTE C HOPMAITHO M a0HOPMAJTHO OIUIOXK/IaHE;

2. Ha BCEKM CIIEJBAll JIeH OT KYJTHBALlMATA 32 OIICHKA Ha CTETNEeHTa Ha Pa3BUTHE U
Mop(hoJIorusTa HA eMOPUOHHUTE,

3. mpemu emOpuotpancdep wunu ZIFT 3a ceneknuss Ha Hali-KayeCTBEHHTE
NPEeIUMILIAHTAMOHHU eMOPHUOHH 32 TIOCTaBsHE B TSUIOTO HA )KEHATA,

4. mpenu KPUOKOHCEPBALMS 32 CEJIEKIMS HAa KaueCTBEHUTE MPEIUMILIAHTAIMOHHU
eMOpHOHU 3a ChXpaHEHHE;

5. cien pasMpassiBaHe Ha KPUOKOHCEPBUpPAaHUM eMOpPHOHHM 3a OIIGHKAa Ha TAXHATa
NPEKUBIEMOCT U CEJIEKIUS 3a KyATHBAIMs 1/ eMOproTpaHcdep.

(2) ExcniepTu3zaTa Ha 3UrOTH BKITIOYBA:

1. unentudukaius Ha OIJIOACHU SHICKIICTKHY,

2. uneHTH(UKAIUS Ha 3UTOTH C JIBA MPOHYKJIIEYCa;

3. uaeHTUPHUKAINS HA 3UTOTU C TPH U TIOBEYE WIIM C €JMH MPOHYKJIIEYC;

4. orieHKa Ha MOopdoioruaTa o OTHOIICHHE Ha (opMa Ha 3UroTaTa, XapaKTepUCTHKA
Ha IUTOIUIa3MaTa, MPOHYKIIEYCUTE, 00JIeMaTa, MEPUBUTEIMHHOTO MPOCTPAHCTBO, MOJIIPHUTE
tenua, zona pellaidau np.;

5. OLlEHKa Ha CTENEHTa Ha pa3BUTHE MO OTHOLIEHME Ha Oposi Ha OnacToMmepwure,
HAJINYHME HAa KOMIIAKTH3AIlKsl, CTeTIeH Ha pa3BUTHE HA OJIACTOIUCTA,;

6. orleHKa Ha MOP(OIOTHATA HA MPEIUMIUIAHTAMOHHUS eMOPHOH 110 OTHOIICHHE Ha
dopmaTa M CHUMETPUYHOCTTa Ha OJacTOMEpHUTe; XapaKTEpUCTHKaTa Ha IUTOIUIA3Mara,
KJIETBYHOTO AP0, KJIeThYHaTa MeMOpaHa Ha O1acToMepuTe u Ip.;

7. omeHka Ha MopgoJyorusTa Ha OJACTOIMCTUTE IO OTHOIICHHWE KIETKUTE Ha
tpodobiacta u BbTpeiHaTa kierbuna Maca (ICM), KakTo U MO OTHOILICHHE HA TOJCMUHATA U
¢dbopmara Ha Onacrorena.

(3) ExcriepTu3a Ha 3UroTu ce U3BbPILIBA Ype3 MUKPOCKOTIMPAHE U APYTU U3CIICABAHHS
(OMoXMMHUYHHM, MMYHOJOTMYHM M JIp.) B JICYeOHW 3aBEICHUS, TMOJNYYHIH pa3pelicHue 3a
acHCTUpaHa PerpoIyKLHs NP Cla3BaHE M3MCKBAHUATA 32 €TUKETUPAHE U MPOCIEIIEMOCT Ha
3UTOTHUTE:

1. B ycii0BHSI Ha CTEPUITHOCT;

2. B ChJIOBE U XpaHUTEITHH Cpel, IpeTHa3HAuCHH 3a TOBA,

3. B yCIIOBUS Ha TeMIepaTrypeH KoMpopr;

4. mpu CTpeMeX KbM MUHUMAJIHO BpeMETpacHE Ha eKClepTh3ara ¢ Iell
MUHUMH3HpAHE U3JIaraHeTo Ha 3UTOTUTE Ha HEOMaronpusaTHH (pakTopu OT OKOJIHATA Cpefa.

UYn. 24. (1)O6paboTka Ha SHIEKIECTKN CEe U3BBPIIBA:

1. cien TaxHATa MICHTU(UKALINS,

2. mpeau, o BpeMe Ha U Clie/l KIIAaCUYeCKO WH BUTPO OIUIOXK/IAHE;

3. mpenu, 10 BpeMe Ha U cief oroxaane upes3 ICSl;

4. peny U cliell ChbXpaHEeHUe upe3 KpUOKOHCEepBaIHs.

(2) Ilpu oOpaboTKaTa Ha SHUIEKICTKH C€ U3BBPIIBAT HSIKOW WM BCUYKU OT CIICAHUTE
JNENHOCTH U MPOLECH:

1. nuneTupaHe U MpeMecTBaHe Ha KyMYJyCHO-OBOLIUTHU KOMIUIEKCH U OBOIIUTH,

2. IpOMHBaHE C XpaHUTEIHA CpeJa Ha KyMYyJyCHO-OBOIIUTHU KOMITJIEKCH U OBOIIHTH,

3. MaHunynupaHe U oOpaboTKa Ha KyMYJIYCHHUTE KIETKH M Te3M OT KOpOHaTa Ha
AULEKIIeTKAaTa Ype3 MEXaHUYHH CPEJCTBA WIM EH3UMHH areHTH,

4. omyoXAaHe Ha SIMIEKIETKH 4Ype3 MHXKEKTHpaHE Ha eJMHUYHHM CIEepMaTO30UaU B
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sineknerkara (mpu |CSI) mim cmecBaHe Ha SHIEKIETKH ChC CYCHEH3HS OT MPOMHTH JKUBU
CriepMaTo30H ¥ (IPU KJIACHYECKO WH BUTPO OILIOXK/IAHE);

5. Ky/lITUBHpaHE Ha HEOIUIOICHH WIIU OTUIOJICHU STHLICKIICTKH.

(3) O6paboTKaTa Ha SIMIEKIETKH CE U3BBPIIIBA:

1. mpu cria3zBaHe W3MCKBAHMATA 32 ETUKETHPAHE M MPOCIEISEMOCT Ha SHICKICTKUTE;

2. B YCIIOBUS Ha CTEPUIIHOCT;

3. B CH/IOBE U XPAHHUTEIIHU CPE/IH, TIPETHA3HAYCHH 32 TOBA,;

4. mpu KOHTPOJMpPAaHU YCIOBUS IO BpeMEe Ha KyJITHBaUUs B HWHKyOarop (o
OTHOIIICHUE HAa TEMIIEPaTypa, BIAKHOCT U ra30B ChCTaB Ha aTMocdepara B MHKyOaTopa) UiH B
ycJIoBUs Ha TeMneparypeH komdoprt (mpu padora ¢ SHIEeKIeTKA U3BbH HHKY0aTop);

5. mpu cTpeMex KbM MUHHMMAIHO HM3JIaraHe Ha SIMIEKICTKUTEe Ha HeOIarompHsITHU
(akTopu OT OKOJIHATA CpEe/a.

Yn. 25. (1) OOpaboTkara Ha CIEPMATO30MIM BKIOYBA METOTU 3a TOJ00D,
NPOMHBAHE U KOHIICHTPUPAHE WK pa3pekIaHe.

(2) Ilpu obpaboTKaTa Ha CIEPMATO30UIU CE€ MOJ3BAT €IUH WM MOBEYE OT CICTHHUTE
METO/IH:

. IeHTpo(yrupaHe B XpaHUTEIIHA CPE/a;

. cermapanus upe3 IeHTpoQyriupane npe3 IIBTHOCTHU TPaIHUCHTH;

. pecycnieHupaHe B XpaHUTEIIHA CPE/a;

. CSIMMEHTAIIMS B XpaHHUTEIIHA CPE/Ia;

. m3tTyBaHe (SWim-up)B XpaHUTEIHA cpela,;

. IPYT'H METO/IU 3a CEJICKIHsI U TIPOMHBAHE;

. KJIACHYECKO WH BUTPO OIUIOXKJAHE - 00aBsiHE Ha CYCIIEH3US OT CIIEPMATO30MIH
KbM XpaHHUTEITHA CPE/a, B KOSATO CE KYITUBUPAT €IAMH HIIH ITOBEYE OBOIIUTH;

8. umMoOuIM3MpaHe U HHXEKTUPAHEe Ha eMHUYHU criepMmato3ouau B oBouutu (ICSI).

(3) IomsBar ce camo 00OpabOTEeHH CIIEPMATO30HMIH, OCBEH IIPU BIAraJUIHUTE
WHCEMUHALUH [IPU TTAPTHBOPCKO JIapsiBaHe.

(4) ObpaboTKaTa Ha CIIEPMATO30MIU CE M3BHPIIBA:

1. mpu cna3BaHe W3HMCKBAaHUATA 32 CTUKETHPAHE M HPOCIENSEMOCT Ha
CIIEpPMaTO30HIUTE;

2. B YCIIOBUS Ha CTEPUIIHOCT;

3. B CH/IOBE U XPAaHHUTEIIHU CPEIH, TIPETHA3HAYCHH 32 TOBA,;

4. B ycnoBHs Ha TemIiiepaTypeH Komdopt (B Juama3oHa MEXIy CTailHa M TelieCHa
TEeMIIepaTypa) WU MPU KOHTPOJIMPAHU YCIOBHS IO BpeMe Ha KyJITUBAIMs B MHKyOarop (mo
OTHOIIICHUE Ha TEMIIEPaTypa, BIAKHOCT U ra30B CbCTAaB HA aTMOc(epara B HHKy0aTopa);

5. Ipu cTpeMek KbM MHUHUMAJTHO M3JIaraHe Ha CIIepMaTO30HIUTE Ha HEOIaronpusTHU
(akTopu OT OKOJIHATA CpEe/a.

(5) IomsBar ce camo 00pabOTEHHM CIIEPMATO30HMIH, OCBEH IIPU BIAraJUIIHUTE
WHCEMUHAIIUH [IPU MTAPTHBOPCKO JIapsiBaHe 3a JIUPEKTHA ynoTpeoa.

~NoO ok, WN R

Yn. 26. (1)O6paboTka Ha 3UTOTH CE U3BBPILBA!

1. oT MOMEHTa Ha TsAXHAaTa HMICHTU(HKALHUS JO MOMEHTa Ha CEeJICKIUITa MM 3a
emOpuoTtpancoep wm ZIFT,

2. 1peny U cliel KpHOKOHCepBalus,

3. mpean u cnen Ouworicuss Ha OnacToMepw 3a MPEIUMILIAHTAIIMOHHA TEHETHYHA
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muarHoctrka (PGD).

(2) Ilpu oOpaboTkaTa Ha 3UTOTH C€ W3BBPIIBAT HIKOW WIM BCUYKU OT CICTHHUTE
JNENHOCTH U MPOLECH:

1. nuneTupane U NMpeMecTBaHE HA 3UTOTH;

2. MpOMUBAaHE Ha 3UTOTH,

3. MaHunynupaHe U oOpaboTKa Ha KyMYJIYCHHUTE KIETKH M Te3M OT KOpOHaTa Ha
OIJIOJICHUS OBOLIUT YPE3 MEXaHUYHU CPEICTBA MIIM €H3UMHHU areHTH;

4. KynTHBHpAHE Ha 3UTOTH,

5. manumynupane u obOpaborka Ha zona pellucidaupes ¢uzmunu WM XUMUYHU
areHTu (aCHCTUpPAHO M3IIOIBAHE);

6. 6uonicus Ha Onactomepu 3a nenute Ha PGD.

(3) O6paboTKaTa Ha 3UTOTH CE U3BBPIIIBA:

1. npu cra3zBaHe U3MCKBaHMATA 32 €TUKETUPAHE U IPOCIEISIEMOCT HA 3UTOTUTE;

2. B YCIIOBUS Ha CTEPUIIHOCT;

3. B ChJIOBE U XpaHUTEIHH Cpelld, IpeIHa3HauCHH 3a TOBA,

4. mpu KOHTPOJMpPAaHW YCIOBUS IO BpeMe Ha KyJITHBaNUs B WHKyOarop (o
OTHOIIICHUE HAa TEMIIEPaTypa, BIAKHOCT U ra30B ChCTaB Ha aTMocdepara B MHKyOaTopa) UiH B
YCIIOBHSI Ha TEMIIEpPAaTypeH KoM(opT;

5. mpu cTpeMeX KbM MHUHMMAJIHO H3JlaraHe Ha 3UIOTUTE Ha HEOIAaronpusTHU
(baxTOpH OT OKOJIHATA Cpefa.

Un. 27. (1)SliinexieTKUTe Wik 3UrOTUTE CE ChXPaHABAT Ype3 KPHOKOHCEPBAIIHS CIIe]T
npeaBapuTesiHa 00paboTKa B cpelid, ChAbPKAIIN KPUO-TIPOTEKTUBHH BELIECTBA.

(2) KpnokoHcepBanusTa 1 CbXpaHECHUETO CE M3BBPIIBAT B TOAXOISIIO CTUKETUPAHU
KOHTeHepH (1eiieTn, KpUOSPYBETKH U JIp. ).

(3) IlpouechT Ha KpPUOKOHCEpBALMS B 3aBUCHMOCT OT H30paHara METOAMKA 3a
3aMpa3siBaHe MOJKE J1a M3UCKBA WJIM HE CIeLMaIHa araparypa.

(4) ETtukerupaHWTe KOHTEHHEPH CBbC 3aMpa3eHU SIMIEKICTKH WM 3UTOTH Ce
CbXpaHsIBaT B MJIOAPOBH CBHJOBE C TEUEH a30T WM B XJAJWIHH KaMEpHU 3a CBPBXHUCKH
Temrepatypu (pu TemiepaTypH, no-aucku ot munyc 120C).

(5) CpoxoBere 3a cbxpaHeHHE ce (UKCHpAT OT NANMEHTUTE B JCKIapanus 3a
MH(POPMHUPAHO CHIIIACKE, KATO C€ MPENopbYBa T€ Ja He HAAXBBPIAT S rOIUHH.

(6) Ilpm Hyk&ma OT mMOJ3BaHE SHMICKICTKUTE WM 3UTOTHTE CE pa3MpassiBar Iio
ChOTBETHA METOJIMKA, KaTO MPEAU U e/ pa3Mpa3siBaHe NAllMEHTUTE CIIeBa J1a ca YBEIOMEHHU
3a HHUCKaTa TPEKUBIAEMOCT Ha SHIEKIETKUTE, CHOTBETHO 3a CIHEIU(HYHATa 32 METOoJa
MPEXKUBIEMOCT Ha KPHOKOHCEPBUPAHUTE 3UTOTH.

(7) JleueOHuTe 3aBencHUS, KOUTO KpHOOAHKHpAT SHIEKICTKA WM 3UTOTH,
OCUTYpSIBaT BCHYKH HEOOXOMMH YCIIOBHS 3a HEIIPEKbCHATO MOJAbPKAaHE M KOHTPOJIMPAaHE Ha
TeMIepaTypara Ha CbXpaHEHHE JJOPH B CiIydail 4e JIe4eOHOTO 3aBe/ieHHe MPEYCTAHOBU CBOSITA
paborta, ocBeH HpH (GopcMakOpHH OOCTOsITENCTBAa (BOWHA, TEPOPHCTHUYEH aKT, MPHPOIHO
OejicTBHE U 1Ip.).

Yn. 28. (1)CoxpaHsBaHETO Ha CIIEPMATO30MIH CE U3BBHPIIBA UYPe3 KPUOKOHCEPBALHS
clieNl IpeiBapuTeNIHa 00paboTKa B Cpen, ChAbPIKAIINA KPHOTIPOTECKTUBHY BEIIECTBA.

(2) KpnokoHcepBanusTa 1 CbXpaHSHUETO C€ M3BBPIIBAT B OAXOISIIO CTUKETUPAHU
KOHTelHepH (1efieTn, KpUOSPYBETKH U JIp. ).
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(3) IlpouechT Ha KpPUOKOHCEpBALUMS B 3aBUCHMOCT OT H30paHara MeETOAMKA 3a
3aMpa3siBaHe MOJKE J1a M3UCKBA WJIU HE CIeLMaIHa araparypa.

(4) ETukeTpaHuTe KOHTEWHEPU CHC 3aMpa3eHH CIEPMATO30MAU C€ ChXPAHSIBAT B
JF0APOBU CHIOBE C TEUCH a30T WM B XJIQJWJIHU KaMEpU 3a CBPBX-HUCKH Temreparypu (mpu
TemIeparypu, no-uucku ot munyc 80°C).

(5) CpoxoBere 3a chXpaHCHHE HE HAIXBBPJAT S5 TOJMHM IO OTHOUICHUE Ha
CIIEpMAaTO30HMIM OT aHOHUMHH JIAPUTENN WIHM ce (GUKCHPAT OT MAIMEHTUTE B JEKIapaius 3a
MH(POPMHUPAHO CHIIIACHE, KATO CE MPENOPhUYBA TE€ CHIIO Ja HE HAAXBBPIAT S FOIUHU.

(6) Ilpm Hyx&ma OT MOJ3BaHE CIIEPMATO30MIUTE C€ pa3MpassBaT IO ChOTBETHA
METO/IHKA.

(7) JleueOHmre 3aBeneHMs, KOUTO KPHOOAHKUpAT CIEPMATO30HMIH, OCHTYpsBAT
BCUYKM HEOOXOJAMMH YCIOBUS 32 HENPEKbCHATO TMOJNAbP)KaHE M KOHTPOJUpPAaHE Ha
TeMIepaTypaTta Ha CbXpaHEHHe JOPH B CIy4aii, 4e JIeueOHOTO 3aBEICHNE TPEyCTaHOBU CBOSITA
paborta, ocBeH HpH (GopcMaKOpHU OOCTOSITENCTBA (BOWHA, TEPOPHCTHUYEH aKT, MPHPOIHO
OexcTBHE U 1Ip.).

Yn. 29. (1) Opranuzanmsara Ha CbXpaHSIBaHE Ha SIHICKICTKH, CIIEPMATO30UAU H
3UTOTHU HE N03BOJISIBA KPBCTOCAHA KOHTAMUHALIAS MEKy CbXPAHEHUTE MaTEPHUAIIH.

(2) JleueOHuTe 3aBeieHHMsT MMAT CHCTEMa 3a Pa3/IeIHO ChXPAHSBAHE Ha CIICIHUTE
IPYIH MaTEepUAIIN:

1. sifiieKsIeTKy, CiepMaToO30MIM M 3UTOTH Ha HaeMaTelld Ha KpuoOaHKara;

2. criepMaTO30M/IH, 3UTOTH U SHUIEKIETKA Ha aHOHUMHU JITApUTENI B KapaHTHHA,

3. criepMaTo30M/I1, 3UTOTH U SHUIEKIETKA Ha aHOHUMHU JapUTeNH Clie/l KapaHTUHA,;

4. NOTEHIIMAITHO OTIACHU MaTepHaiH (IIO3UTUBHH 32 TPAHCMHUCHUBHYU WH(EKIINN).

Yn. 30. (1) JleueOHuTe 3aBeacHMS, KOUTO W3BBPIIBAT B3EMaHE, CKCIICPTHU3A,
00paboTKa W ChXpaHEHHE Ha SUILEKIETKH, CIEepMaTO30MIM M 3UTOTH, MMAT pa3zpaboTeHa
ciucTeMa 3a KOHTPOJA Ha (akTopuTe Ha OKOJIHATA Cpela, HMMalld OTHOUICHHE KbM
0€30IacHOCTTa M KAYECTBOTO HA TaMETUTE/3UTOTHTE.

(2) B cucremara no ain. 1 ce KOHTPOJIMPAT:

1. u3nckBaHMsATA 32 CTEPUIIHOCT;

2. U3UCKBaHUATA 32 TEMIIEPATYPEH PEKUM,;

3. M3WCKBAHMATA 332 KAYECTBO HA BB3ayxa (BJIAXXHOCT, Ta30B ChCTaB, HAJIMUYUC HA
YACTHUIIM HAJ ONIPEICIICHH Pa3MepH).

(3) B cucremara o an. 13agbmKHTEIHO Ce BKIIOYBAT M METOIM 3a OIIOBECTSIBAHE HA
OTKJIOHEHHUE OT 3aJIa/ICHUTE HOPMH 32 KOHTPOJMPAHUTE MMOKa3aTeNu (KbACTO € MPUIIOKHIMO).

Yn. 31. (1)OnakoBaHeTo Ha TaMETH WJIH 3UTOTH CE U3BBHPIIBA IPU MHHUMH3HPAHE HA
pUCKa OT 3aMBbPCSIBAaHETO MM, KAaKTO M Ha JUIaTa, OTTOBOPHHM 3a OCBLIECTBSBAHETO Ha
OMAKOBAHETO U 3a TPAHCIIOPTUPAHETO HA PENPOTYKTUBHUTE KIETKH.

(2) OmakoBaHuTe raMeTH WM 3UTOTH C€ TPAHCIIOPTHPAT B KOHTEHHEP, MOIXOISAI 32
CbXpaHsiBaHe Ha OMOJOTMYHHM MaTepuaid, KOWTO 3ama3Ba KaueCTBOTO Ha ChIbPIKAILIUTE CE B
HEro raMeTH WM 3UTOTH.

(3) KoraTo onakoBaHHTe pelpOIyKTHBHH KJIETKU CE MPUAPYXKABAT OT KPBBHH MPOOH,
IIpeHA3HAYEHN 3@ U3CJIEIBAaHE, T€ CE€ ETUKETHpAT C LeJd TrapaHTHpaHE Ha TsiIXHaTa

To3u AOKYMEHT AocTtura Ao Bac 6narogapeHue Ha 34paBHUSA noptan www.zdrave.bg



14

I/I,Z[CHTI/I(bI/IKaI_[I/IH C JOHOPpA 1 BKIIIOYBAT JAaHHU 3a BpCMCTO U MSACTOTO Ha B3CMAHC.

Yn. 32. (1) Etuketupanero Ha ramMeTd WM 3MTOTH C€ W3BBHpIIBA He3abaBHO cCle[
TAXHOTO B3€MaHe.

(2) Excmeptuzarta, oOpaboTkata M CBHXpAaHCHHETO HAa TaMETH WJIH 3UTOTH CE
M3BBPIIBAT B IIPEIBAPUTEIIHO €TUKETUPAHN KOHTEHHEPH.

(3) C uen na He ce 00ObpKa MPOU3XOABT HA PENPOAYKTUBHUTE KICTKU ce pabOTH IO
€/IHO U CBHII0 BPEME CaMo C KJIETKH U KOHTEHHEPHU Ha €HO M CHILO JIHIIE.

(4) ETukeTnpaHeTo Ha KOHTEHHEPUTE C PENPOIYKTHBHU KIICTKH €:

1. yHukanHo 3a AaJieH UHJIUBU];

2. CBOEBPEMEHHO U IBJIHO;

3. ICHO | YETIUBO;

4. HenpoMeHseMO (1a € HEBB3MOXKHO CIy4ailHO WJIM 3JIOHAMEPEHO Ja Oble
MIPOMEHSIHO);

5. 10 Ha4MH, KOMTO HE BpEeM HAa CTUKETUPAHUTE TaMETH/3UTOTH.

(5) Koraro pa3mepbT Ha KOHTEHHEpa IO3BOJIsIBA, CE€ OCUTypsiBa CIlIJHATA
uHpOpMaLs:

1. nara (1 yac, KOraTto ¢ Bb3MOJKHO) Ha B3€MaHETO;

2. IpeaynpexIeHUE 3a OTIACHOCTH,

3. ectecTBO Ha J00aBKUTE (aKO ca U3IOJI3BAHU);

4. xoraTo SIMIIEKJIETKH ca MpeIHa3HaueHH 32 aBTOJIOKHA yIOTpeda, eTUKETHT TPsAOBa
Jla ChIbpIKa HAJIMUC 'caMo 3a aBTOJIOXKHA ymoTpebda”;

5. B ciydauTe Ha JUPEKTHU JApEeHUs ETHKEThT TpsAOBa JAa WASHTHPHLIHPA
peLMITUeHTa, 32 KOTOTO ca MpeHa3HAaYeHU TaMeTHTE.

(6) Ako nmanHuTE MO ai. 5 He MoOXKe Ja ObJAT BKIIOYCHU B MBPBUYHHS CTUKET Ha
KOHTelHepa, Te TpsOBa na ObJAT MpeIOoCTaBEHHM Ha OTAEICH IOKYMEHT, NpHAPYKaBalll
IbPBUYHATA OIAKOBKA.

(7) Korato cmepMarto3oWau ca IIOJy4eHH B JIOMAIIHW YCIOBHS, JIE4EOHOTO
3aBeJIeHHE, 10 KOETO Ce TPaHCHOPTUPAT 3a eKcrepTh3a W 00paboTka, M3rOTBS JOKYMEHT,
ChIbpIKAIl] HAW-MAJIKO CIEIHUTE JaHHU:

1. ume u agpec Ha 1e4eOHOTO 3aBe/IeHHE, KOETO IIe MOJIyYHd CIIEPMATO30UIUTE;

2. uneHTH(UKAIUS Ha TIOHOPA;

3. Aara ¥ 4ac Ha B3€MaHETO, KOTaTO € Bb3MOXKHO.

Yn. 33. (1)Koraro rameTuTe WK 3UTOTHTE CE€ TPAHCIIOPTHPAT OT MOCPEIHHUK, BCEKU
TPAHCIIOPTEH KOHTEHHED CE€ ETUKETUPA Hal-MAJIKO ChC!

1. magnuc "TAMETU/3UT'OTU" u "IA CE BOPABU BHUMATEJIHO",

2. uieHTHU(UKAIMATA HA 3aBEJACHUETO, OT KOETO Ce TPAHCIOPTHpA MaKeThT (azpec u
Tene)OHEH HOMEP), U JIMIIC 32 KOHTAKTH B CJIy4ail Ha Bb3HUKBAHE Ha MPOOJIeMH;

3. uaeHTu(duKanus Ha Je4eOHOTO 3aBEJCHHE, 32 KOETO € MpeaHa3HadeHa IparKara
(anpec u TenehoHEH HOMEP), U JIMIIE 32 KOHTAKTH, KOETO J1a IPUEME IPaTKara,

4. naTa ¥ Yac Ha HA4aJOTO HAa TPAHCTIOPTUPAHETO;

5. cnenmdukanus Ha YCIOBHATA 3a TPAHCIOPT, OTHACAIIA CE€ JO KA4eCTBOTO U
0e301aCHOCTTA HA TAMETUTE/3UTOTUTE;

6. nammuc: "HE N3JIAT AN HA MOHU3UPAILLIO JIBYEHHUE";

7. magnuc: "BUOJIOTMYHA OITACHOCT", xorato e u3BECTHO, Y€ MPOAYKTHT UMa
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MO3UTHUBHU MapKepH 3a HHPEKIMO3HU 3a00JIIBaHNUS,

8. magmuc: "CAMO 3A ABTOJIOXKHA VIIOTPEBA", koraro SHIEKIIETKHUTE ca
IpeJHa3HAuYeHH 3a aBTOJIOXKHA yIoTpeoa;

9. ykazaHHe OTHOCHO YCJIOBHATA 3a chxpanenue (Hanpumep "HE 3AMPA3SIBAIL").

(2) Koraro TpaHCIOPTHUSAT KOHTEHHEP HE MO3BOJISABA Jla CE €TUKETHPA MO HAYHH, Ye
Ia cbIbpka MHpopManusTa mo an. 1, ciensa ga € HajHIe HPUAPYKUTEITHO MUCMO, KOETO
ChAbpKa JAHHUTE MO aj. 1.

(3) Jlumero, eTWKeTHpaN0O  TPAHCIOPTHUS  KOHTEHHEpP WM  W3TOTBUJIO
NPUIPYKUTETHOTO MUCMO TI0 ajl. 2, ce/Ba Jia 3alullle CBOETO UMe M (haMHIIUS U J1a MOJIOKHU
CBOSI TIOJITHC.

Yn. 34. (1)JleueOHure 3aBeieHHS, U3BBPILIBAIIN aCUCTHPAHA PEIPOIYKIHUS, IPHEMAT
raMeTH WM 3UTOTH MIPH ClIeHATA TPOLEaypa:

1. npuemamnioTo JeueOHO 3aBEEHUE M3TOTBS JOKYMEHTH, B KOMTO C€ MOTBBPKIABA,
Yye IMpaTKaTa, BKIIOYUTEIHO YCIOBHATA 3a TPAHCIOPT, OINAKOBKATa, CTUKETHPAHETO U
CBBbp3aHaTa JOKYMEHTAIUs U IPOOKUTE, OTTOBAPAT HAa M3MCKBAHUITA 110 Ta3u Hape/0a;

2. 10 W3rOTBSIHE Ha JOKyMEHTHTe 1o T. 1 mpuemamoTo JiedyeOHO 3aBefeHUE
rapaHTHpa, 4e NOJIy4CHUTE TaMeTH WM 3UTOTH ca MOCTaBEHHU MOJ] KapaHTHHA, JOKATO 3aeIHO
C mpHIpyXaBalara JOKyMEHTAIMs ca OWIM TPOBEPEHU WM yTBBPACHH, Y€ OTrOBapsT Ha
W3UCKBAHMATA; PErJeIbT Ha MHPOPMAIHITa, Kacaela JOHOPa/peLUIIHEeHTa ¥ IPHEMaHeTo Ha
raMeTuTe WU 3UTOTHTE, TPsOBa Ja ce U3BBPILIBA OT OTTOBOPHOTO JIMIIE MO mpuioxkeHue Ne 1,
pazzen I, T. 1 unu ynbIHOMOILIEHH OT HETO JIMIIA.

(2) MpuemarioTo JieueOHO 3aBeICHUE TPSAOBA 1A TTOJTYUH:

1. naHHU 3a chIiacue Ha JapuTels M MpeJHAa3HAuYCHHETO, 32 KOETO MOorar Jja Obaar
U3M0JI3BaHN TAMETHTE/3Ur0TUTE (HAIIpUMeEp aCHCTHpaHa PENpOAyKIUs WM HAYYHH LIEJHU, TN
U JIBETE), U HEroBaTa BOJIS 32 YHUIIIO)KABaHE HA TaMETUTE/3UTOTHTE, aKO T€ HEe MOrar ja Obaart
M3II0JI3BAHU 110 TPEAHA3HAYCHUETO, 32 KOETO € TMOJIy4eHO ChIiacue,

2. nadopmanys OTHOCHO B3€MAHETO Ha KIETKUTE W MPENUC Ha JaHHUTE OTHOCHO
MUHAJIH 3a00JIIBaHMs], BKIIOUUTEIHO 3a aleprus, OT MEIUIMHCKHS Mperien M KIMHHUKO-
n1a00paTOPHH U3CIIEIBAHUS 32 TOHOPA.

(3) Ilpm mnapTHBOpPCKO JapsBaHe Ha TNPHEMANIOTO JieueOHO 3aBEICHUE Ce
MPEJOCTaBSAT:

1. naHHW 3a CHIVIACHE HA JIMIATa M NpPEJAHA3HAYCHHMETO, 32 KOETO Morar jaa Obaar
U3M0JI3BaHN TAMETHTE/3Ur0TUTE (HaIpUMep aCHCTHpaHa PENpOayKIUs WM HAYYHH LIENHU, I
U JIBETE), U TSAXHATa BOJIS 32 YHHIO)KAaBaHE HA raMETUTE/3UTOTHTE, aKO TE HE MOTaT Ja Obaat
M3II0JI3BAHU 110 TPEAHA3HAYCHUETO, 32 KOETO € TMOJIy4eHO ChIacue,

2. uneHTU(UKANMOHHU J@HHUW Ha JIOHOpAa M HErOBUS IMapTHBOP, BB3PACT, IOJI,
HaJIMYKME HA PUCKOBH (hakTopw;

3. JaHHU 32 MACTOTO Ha B3EMAHETO;

4. omycaHue Ha MOJYYECHUTE TaMETH M TEXHUTE XapaKTEPUCTHKH.

Yn. 35. (1) Opranuzauuute, U3BHPIIBAIIM TPAHCIIOPT HA PENPOAYKTUBHHU KIIETKH,
CKJIIOYBAT JIOTOBOPH 3a Ta3W JEWHOCT C JIeUeOHUTE 3aBelleHHs, NPEAOCTAaBSIU WU
MOJTy4aBally TaMEeTH WM 3UTOTH.

(2) JleueOnuTe 3aBenenus mo wi. 131,an. 133 npeaocTaBsT KOMUE OT TE3H TOTOBOPH
Ha AT B cpok 14 nHu cien TAXHOTO CKIIIOYBAHE.
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(3) Opranuzanuure, U3BHPUIBALIA TPAHCIIOPT HA PENPOAYKTHBHU KJIETKH, U3TOTBST
MaHH(eCT, IPUIPYKaBaIl] BCSIKA TPAHCIIOPTUPAHA MTPATKA C TAMETH/3UTOTH.

(4) Manudectpt 10 an. 3 chAbpPKA TPU pa3zena, KOUTO CE MOMBIBAT CHOTBETHO OT
M3MPAIIAIIOTO JIEYeOHO 3aBeACHHUE, TPAHCIOPTHATA OpPraHU3alMs W MPHEMAIIOTO JIeueOHO
3aBe/ICHHE.

(5) B manudecra no aj. 3 ce MombJIBaT Hali-MaJIkO CJICIHUTE JTaHHU:

1. B pazzena 3a U3NpaIlamioTo Je4yeOHO 3aBEICHUE:

a) HAaMMEHOBAaHUE Ha JIeYeOHO 3aBE/ICHHC;

0) anpec;

B) HIMEHA U TesIe()OH 32 KOHTAKT Ha OTTOBOPHOTO JIUIIE;

) KpaTKO ONMCaHKE Ha rparkara (BUI KOHTEHHEp, MapTUIACH HOMED, ChIbpPIKAHUE);

1) crienupUIHA U3UCKBAHUS KbM TPAHCIIOPTA;

€) JaTa W Jac Ha IpeJaBaHe Ha MpaTKara,

’K) IMEHa U TIOAIUC JIMLETO, OTOPU3UPAHO Jia Ipeaaje mpaTKara,

2. B pa3jerna 3a TPaHCIOPTHATA OpraHU3aIHs:

a) HaumeHnoBaHue Ha pupmara u EVK (BYJICTAT);

0) BHJ TPAHCHOPTHO CPEJICTBO M PETHCTPAIIMOHEH HOMEp (MOJKeE J1a ca HAKOJIKO);

B) MMEHAaTa Ha JIMIETO WM JIMIATa, OCHIIECTBHIN MPUEMAHETO, MPEBO3BAHETO U
NpeaBaHeTo Ha MpaTKaTa, i TEXHUTE MOJIIHCH;

I) JaTa ¥ yac Ha HAYaJIo U Kpail Ha TPaHCIIOPTa;

3. B pa3zerna 3a MpueMarioTo 3aBe/IcHHeE:

a) HAaMMEHOBaHUE Ha JIeYeOHO 3aBE/ICHHC;

0) anpec;

B) IMEHA U TesIe()OH 32 KOHTAKT Ha OTTOBOPHOTO JIUIIE;

r) KpaTKo ONHMCaHME Ha Mparkara (BUA M CBHCTOSIHUE HAa KOHTEHHEpa, MapTUACH
HOMED, ChAbPKAHKE);

1) JaTa ¥ Yac Ha IpUEMaHe Ha IpaTKara;

€) UMCHA U TIOAIUC Ha JIMIIETO, OTOPU3UPAHO JIa IPHEME MpaTKaTa.

(6) ManugectpT o an. 3 ce M3rOTBS B TPU EK3EMIUISpA - MO €IMH 3a BCSKA OT
CTpaHHMTE, KOUTO Ca IJIBKHHU Ja IO ChbXpaHsIBaT KaTo ciayxeOHa mHpopmanus 3a cpok 30
TOJIMHH.

I'maBa mecra.
N3NCKBAHUA K})M MATEPHUAJIN U ITPOAYKTH, BJIM3AILIN B
KOHTAKT C AMLOEKJIETKHA, CIITEPMATO301 1 U 3UT'OTU

Un. 36. (1) Bcuuku marepuainv W MPOIYKTH, BIU3AINM B KOHTAKT C SUIEKICTKH,
CIIEpPMATO30MIU M 3UTOTH, Ca CTEPHJIMHH, HETOKCUYHH, aTMPOTEHHH U B CPOK HA TOJIHOCT.

(2) Bcuukm wmarepuand M MPOJYKTH, BIHU3AIM B KOHTAKT C SHIIEKICTKH,
CIIEpMAaTO30MIU U 3UTOTH, Ca 33 €AHOKpaTHA ynoTpeda, C M3KII0UEHNE Ha HAKOU MEAULIMHCKI
u3zenus (BoJauy 3a MIVIM WM KaTeTpHU), KOMTO Morar na ObJaT 3a MHOTOKpaTHa ymoTpeoa,
aKo MPOU3BOAUTEINAT € MPEIBUIII TAKaBa.

(3) 3a0OpansiBa ce moBTOpHATa yrmoTpeda Ha MaTepUalld U MPOAYKTH, MPEIHA3HAUYCHH
3a eIHOKpaTHa ynoTpeda, He3aBUCUMO JIaJIM Ca IEKOHTAMUHUPAHU U IPECTEPUIIN3UPAHU.
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Un. 37. (1) Marepuaiute ¥ MPOAYKTHTE, KOMTO BIU3aT B KOHTAKT C SUIEKICTKH,
CIEpMAaTO30HMIN U 3UTOTH, C€ MPOM3BEXKAAT U pa3peliaBaT 3a ynmorpedba ChriacHO 3aKkoHa 3a
MEIUIIMHCKUTE U3ACNHUs U ca MIPeIHA3HAuYeHH 3a pabdoTa C YOBEIIKU raMeTH 1 3UroTh. Te ca:

. KOHTEHEPH - YaIlIKH, EMIPYBETKH, IETPUTA, IIEUETH U IP.;

. IITJTH 32 STIMYHUKOBA (DOJIMKYIHA TTyHKIIHS,

. XpaHUTEITHU CPEIH;

. INTbTHOCTHY TPAJINEHTH,

. KPHOTIPOTEKTOPH;

. eMOpuokarerpu u ceroBe 3a GIFT/ZIFT,

. HHCEMUHAIMOHHU KaTeTPH;

. IMIIETH ¥ UM 32 orwioxkaane upe3 |CSlumm 3a 6uoncus Ha 6macromepu.

(2) Morar na ObAaT MOJI3BAHU M IPYTU CTHOKPATHH KOHCYMaTHBU U MaTEPUAIH, aKO
OTrOBapAT HA U3UCKBAHMTA 1O Wwi. 36,arm. 1.

O~NO U, WN B

Yn. 38. (1) JleueOHuTE 3aBECHUS M3UCKBAT OT MPOU3BOJUTEINS, YIIBIHOMOIICHUS
MPEJCTaBUTENI, BHOCHTENSI WM ThProBella HAa MaTephald M HpoaykTu mo wi. 36, am. 1
cepTuduKaTi 3a 100pa MPOU3BOJICTBCHA MPAKTHKA W KAYeCTBO, 3a CTEPHJIHOCT U 3a
TOKCHUYHOCT.

(2) HoxymenTute 1o ain. 1 ca ciayxeOHa nHpOpMAIHSL.

(3) JleueOHuTe 3aBencHHMS ChXpaHSBAT CJIACIHUTEC JAHHM 3a MaTCpHAIUTEC W
npoaykture mo 4i. 36,ar. 1:

. IaTa Ha MOJIy4yaBaHe;

. hupma npousBoauTeN U BHOCHTEN (QUCTPUOYTOP);
. HAMMCHOBAHUE Ha MPOyKTa/MaTepuaa,

. Homep Ha naptuaata (Lot/Batch #);

. CPOK Ha T'OJTHOCT;

. laTa Ha BKJIFOYBAHE B yroTpeoa;

. 1aTa Ha U3BEXKJaHE OT ynoTpeoda.

~NoO ok, WN R

I'maBa ceama.
PEJl 3A PETUCTPALIUSA, OBPABOTKA, CbXPAHSABAHE U1
ITPEJJOCTABAHE HA THOOPMAILIMATA OT PETUICTHPA 110 YJI.
132,AJ1. 133

Un. 39. JleyeOHuTe 3aBeACHUS, NOJMYYMIM pa3pelieHHue 3a U3BBPIIBAHE Ha
acHCTUpaHa PErpoayKLHs, KAKTO U 32 OCUTYpSIBaHE, U3IOJ3BAHE U ChXPAHSBAHE HA YOBEIIKH
AWLEKIETKH, CIepMaTO30MIM M 3UTOTH, Ch3JaBaT W MOJIbPXKAT PETUCTBP, KOHTO ChIbpKa
JaHHU 32 U3BBPLICHUTE OT TAX ACWHOCTH 1O EKCIIEpTH3a, B3eMaHe, MOCTaBsHe, 00padoTKa,
CbXpaHsIBaHE U €THUKETHPaHE Ha AUIEKIETKH, CIIEPMAaTO30UI1 UITH 3UTOTH.

Un. 40. PproBomuTenuTe HaA JIeYEOHUTE 3aBEICHHSI ChC 3alOBE OIMPEACTSAT
JUIBKHOCTHUTE JIMIIa, KOUTO BBBEXKAAT, 00pabOTBAT, CBHXpaHSABAT U MPEHOCTABIT
uH(pOpMaLKATA OT PETUCTHPA.
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Un. 41. dnwxHoctHuTe nuna mo wi. 40 ca OTroBOpHM 3a OMNAa3BaHETO U
ChbXpaHJABaHETO Ha MH(POpPMALMATA B PETUCTHpA M 3a Cla3BaHEe HAa M3MCKBAaHMATA 32 HEWHOTO
IIPEIOCTaBSIHE.

UYn. 42. (1)PeructbpbT Ha JIeueOHUTE 3aBEIICHUS ChABPKA CICAHUTE PA3ICITH:
. eKCIIePTH3A,;
. B3EMaHe;
. OTLIOXKIAHE;
. IOCTaBsIHE
. 00paboTKa;
. CbXpaHCHHUE;
. ETUKETUPAHE;
. TPAaHCTIOPTHPAHE;
. I3TETJISIHE OT yrnoTpeda, yHUI0KaBaHe,
10. cepro3HM HEXKENAHU PEAKIIMH ¥ CEPUO3HU MHIUJICHTH.
(2)Pazmenure 1o an. 1 chappkar:
1. yHuKaneH WACHTHU()UKAIIMOHEH HOMEP Ha B3ETHTE SHIICKICTKH, CIIEPMATO30HIH
WU 3UTOTH,
2. HOMep Ha MalMeHTCKOTO JI0CUE, OTIPEICIICH B JIeYeOHOTO 3aBEICHHC;
3. TpuTe WMEHa, EeIUHEH TPAXKIAHCKA HOMEp, MOCTOSHEH aapec M YyHUKaJeH
UIeHTH(UKAIIMOHEH HOMEP Ha JIMIaTa, OT KOUTO Ca B3ETH SHIIEKICTKU MM CIIEPMATO30HIH;
4. TpuTe WMEHA, €IMHCH TPAXKJAHCKH HOMEp, IMOCTOSIHEH aJpec M YHUKaJICH
UIeHTH(UKAIIMOHEH HOMEP Ha JKeHAaTa, Ha KOSITO ca MOCTABeHHU SHIIEKIETKH, CIICPMAaTO30HU/IH;
5. maHHW 3a Jarata, MSACTOTO M JIMIETO, M3BBPLIMIO CHOTBETHATa MHpoOLEAypa, U
HEeUHUA BU/I.
(3) UudopmarmsiTa OT perucTbpa ce cbxpanspa 3a cpok 30ToauHM.

OCO~NOOUTPA,WNE

Yn. 43. (1)CrpykTyprpaHeTo Ha peructbpa no wi. 42 He MO3BOJISIBA CIYYAHHO HIIH
HeoOpOHAMEPEHO J1a ce ChYeTaBaT JIMYHUTE IAHHU Ha JOHOPUTE U Ha TEXHUTE PELUITUCHTH.

(2) CpueraBaHeTo Ha TMYHHUTE JTAHHU Ha JIOHOPH U PEIIMITUEHTH CE JIOMyCKa CaMo:

1. mpu MapTHBOPCKO JapsiBaHE Ha CIIEPMATO30U/IH;

2. pOJICTBEHO JapsBaHE Ha SHLICKICTKH.

(3) U3BbH ciiyyaute 1o an. 2 JaHHUTE Ha JOHOPHUTE M PELMITUCHTHTE CE ChYeTaBaT
SIMHCTBEHO Ype3 YHUKATHUTE UM UICHTU(UKAIIMOHHN HOMEPA.

(4) IpocnensieMocTTa HA SIMIEKICTKUTE, CIEPMATO30UANTE U 3UTOTUTE OT AOHOP JO
PCLUIIMEHT C€ OCBIIECTBSBA Ype3 YHUKAIHUS HICHTH(PUKAIMOHEH HOMEpP Ha KIETKUTE U
JMIaTa, KaTo B PErUCThPa HA CHOTBETHUTE MECTa YHUKATHUAT UICHTH(UKAIIMOHEH HOMED Ha
JMIATa CIYXKH 32 pernparka KbM TeXHUTE JINYHH JaHHH.

Un. 44.JleuebHuTe 3aBeIeHUS Ype3 OTTOBOPHOTO JinIe 1o nmpuioxenue Nel, paznen
[, T. 1, npenocrassar B UAT exemecedHo cieqHara nHGOpMAaIIHs:

1. nanHu 3a nOHOpA!

a) Tpute umeHa, EI'H, Tenedon 3a Bpb3ka, yHUKaleH HACHTH(QHUKAIIMOHEH HOMED;,

0) BUI pENPOYKTHBHU KIICTKH;

B) BUJI Ha JIaPSABAHETO;
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2. IaHHU 32 PENPOTYKTUBHUTE KIIETKU:

a) YHHKaJICH UICHTU(UKAIIMOHEH HOMED;

0) BH]I KJICTKH,

B) BUJI Ha IAPSABAHETO;

T) YHHKAJICH UICHTU(UKAIIMOHEH HOMEpP Ha PEIUIIHCHTA;

3. JaHHU 32 PEIUIHCHTA:

a) Tpute umeHa, EI'H, Tenedon 3a Bpb3ka, yHUKaleH HACHTH(QHUKAIIMOHEH HOMED;,
0) BH]I KJICTKH,

B) BUJI Ha JJapSABAHETO.

Uin. 45. U3nbenaurenaust gupekrop Ha MAT cbe 3anmoBen onpenens IbKHOCTHUTE
JMIa, KOUTO BBbBeXIAaT B peructpure Ha MAT umHbpopmarmsara, moiydeHa OT JiedeOHHTE
3aBE/ICHUS 32 U3BBPIICHUTE ACHHOCTH 110 aCUCTUPaHa PENPOIYKIIH.

Un. 46. lnpxHOCTHUTE JMHa 1o wi. 45 BpBeXIaT MoyiydeHata MHpOpMauus OT
JeuyeOHUTE 3aBEICHUS B CH3JaJCHU 3a ILeNTa peructpu B cpok 10 10 aHu cien HEHHOTO
II0JTy4aBaHE.

Un. 47. (1) JleueOuure 3aBefCHUS, KOMTO H3BBPIIBAT JCHHOCTH 1O B3eMaHE Ha
PENpPOyKTUBHHU KIIETKH, OTIPENIENIAT YHUKAIECH UICHTU(PHKAIIMOHEH HOMEP 3a BCEKU JOHOP.

(2) YaukanHusT uaeHTHOUKAIIMOHEH HOMEp C€ ChCTOH OT:

1. Oyksure "BG";

2. yHUKAJIHUS UACHTU(PHUKAIIMOHEH HOMEp Ha JIEYeOHOTO 3aBE/ICHHE;

3. mocienHuTe ABe HU(PU HA TOJMHATA, B KOSATO € U3BBPIICHO B3EMaHETO;

4. mopenHUs HOMEpP Ha B3EMAHETO Ha raMEeTHTE ChIJIaCHO pasfen 'B3emane" oT
perucTbpa Ha JIe4eOHOTO 3aBE/ICHHE.

(3) YHukamHUAT HMICHTU(HUKALUMOHEH HOMEp Ce MOCTaBs IPU HU3BBPIIBAHE Ha
mporeypara IO B3eMaHE W OCHIYpSBa BB3MOXHOCT 3a IMPOCIEIsBaHE Ha B3ETHTE
PENpOTyKTUBHU KIIETKH.

(4) YHukamHUAT HICHTU(PHKALUOHEH HOMEp Ce MOCTaBsl OT JUIHXKHOCTHO JIMIIE,
OTIPENICIEHO OT PHKOBOAUTEIIS Ha JIEUeOHOTO 3aBE/ICHUE.

Un. 48. (1) JleueOuure 3aBefcHUS, KOWTO M3BBPIIBAT JCHHOCTH MO B3eMaHE Ha
PENpPONYKTUBHU KIETKH, ONPEAETAT YHUKAJIEH HWIACHTU(QHUKAIIMOHEH HOMEp Ha B3ETHUTE
SAULEKIETKH, CIIEPMATO30UI1 UITH 3UTOTH.

(2) VYHukamHUAT ~ WICHTU(HUKALMOHEH HOMEp Ha  B3CTUTE  SHIIEKIICTKH,
CIIEpMAaTO30HIU HJIH 3UTOTH C€ ChCTOU OT:

1. OykBa, chOTBeTHA Ha BHIa B3eTd Kierku/3urotu ('S'3a cmepmarosoumu, 'O' 3a
siinexietku 1 'E' 3a 3urotn);

2. mopenHUs HOMep, OmpezAeieH B pa3zaen "B3emane" oT perucrbpa Ha JIe4eOHOTO
3aBEJICHUE;

3. yHUKAJIHUS UACHTU(PHUKAIIMOHEH HOMEp Ha JI0HOPA.

Un. 49. (1) JleueOuute 3aBepeHUsI, KOUTO HM3BBPIIBAT JCHHOCTH MO TMOCTaBSHE Ha
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PENpOIYyKTUBHU KIJIETKH, OMPEACIAT YHUKAJIEH HJICHTU()UKAMOHEH HOMEp Ha JKEHHUTE, Ha
KOUTO ca NOCTaBEHU JOHOPCKH SMLEKIETKU, CIEPMATO30U I WIIN 3UTOTH.

(2) YHukamHUAT MOCHTU(QHUKAMOHEH HOMEp Ha jKeHara, Ha KOSTO ca IOCTaBEHU
JOHOPCKH SIMLIEKJIETKH UK CTIEPMATO30U/IH, CE€ ChCTOU OT:

1. mopennus HOMep, ompeneneH B pasaen "[locraBsHe" oT perucTepa Ha JeUeOHOTO
3aBEJICHHUE;

2. YHUKAJIHUS UISHTH(PUKAIMOHEH HOMEP Ha JIMIIETO, OT KOETO ca B3€TH SHIIEKICTKH
WM CTIEPMATO30U M.

(3) Korato Ha *eHa ce TOCTaBAT OT JOHOPCTBO CIIEPMATO30MIH U SHIICKICTKU WU
3UrOTH, HEWHUAT YHUKAJIEH WACHTU(HUKAIMOHEH HOMEp ce oOpa3yBa OT MOpETHHs HOMED,
ompeneneH B pazznen "IlocraBsne”, U yHUKaIHUS WICHTU(UKAIIMOHEH HOMEp Ha JOHOpa Ha
AWLIEKJIETKH, KaToO B perucrepa B pazjen llocTaBsHe" ce€ perucTpupa U YHUKATHUAT
UACHTU(HUKAIIMOHEH HOMEP Ha JIOHOpa Ha CIIEPMAaTO30U/IH.

Yn. 50. (1) M3npaHuTenHaTa areHIMs IO TPAHCIUIAHTAIMS OMPEACNs YHUKAICH
UACHTU(UKAIIMOHEH HOMEp Ha BCSIKO JIe4eOHO 3aBeleHHE, IOJIyYHJIO pa3pelieHue 3a
U3BBPIIBAHE HAa AaCUCTHpaHA PENPOAYKIMS, KaKTO M 3a OCHIYpsBaHe, H3II0JI3BaHE U
ChXpaHsBaHE Ha YOBEIIKH SHIIEKICTKH, CIEPMATO30MIM U 3UTOTH U HA ThKAaHHUTE OAHKH.

(2) YaukanHusT uaeHTHOUKAIIMOHEH HOMEp C€ ChCTOH OT:

1. upentudukanmoHHUs KOJ Ha oOnactra chriacHo EnuHHUS kimacupukaTtop Ha
aIMUHUACTPATUBHO-TCPUTOPUATHUTE U TEPUTOPUATHHUTE equHuIM B PenyOnmka Bbwirapus,
yTBBpJCH ¢ Pemenne Ha Munucrepckus cpBeT Ne 565/10.08.1999. (/IB, 6p. 730t 1999r.);

2. HOMEpa Ha M3AaZCHOTO OT MHUHHUCTBhpPAa Ha 3/paBEOIA3BAaHETO pa3pelieHHE 3a
JIEWHOCT 3a U3BBPIIBAHE HA AaCUCTHpaHa pPENpONyKLUs, OCUTYpsBaHE, HW3MOJ3BaHE U
ChXpaHsBaHE Ha YOBCIIKH SHIICKICTKH, CIEPMATO30UIM U 3UTOTH (32 JIeYeOHM 3aBEICHHS 32
M3BHHOOJHUYHA TIOMOII W ThKaHHH OaHKH), Pa3pelICHUETO 3a OCHIIECTBSIBAaHE 3a JieueOHa
JeHoCT (3a JIeuecOHU 3aBeIcHUs 32 OOJTHHYHA ITOMOIII);

3. mocienHuTe ABe HUGPU HA TOJMHATA, B KOSATO € U3/1aICHO Pa3peleHueTo 1o T. 2.

Yn. 51. (1) JleueOHuTE 3aBECHUS OPraHU3UpPAT JIECHHOCTTA CH MPH Cla3BaHE Ha
3akoHa 3a 3alllUTa HAa JIUYHUTE TaHHHU.

(2) PasmpocTpaHsBaHETO Ha TaHHH, KOUTO MOTAT Jia TIOCTY)KAT 33 UACHTU(HUKAIIMS Ha
JOHOPUTE WJIM PELMIUEHTUTE Ha SHLEKIETKH WM CIEepPMaTO30M/IM, KOraTo JIOHOPBT € JIMIIE,
pa3IMYHO OT MBXa M JKEHATa, XKeJNaelld Ja Ch3lafaT MOTOMCTBO, ce 3abpaHsSBa OCBEH B
CIIy4auTe, MPEIBUJICHU ChC 3aKOH.

I'maBa ocma.
JTOKYMEHTALIA

Un. 52. JleyeOHUTE 3aBeACHUS, KOUTO W3BBPIIBAT ACHCTUPAHA PENPOIYKIHS,
Ch3aBaT OpraHU3alUsi U CUCTEMA 3a MOJAbPKaHE Ha TOKYMEHTALUsl, PETUCTPU U YTBBPACHU
oT u3nbyaHuTeNHUs aupekTtop Ha MAT COII no oTHomeHne Ha AEHHOCTUTE MO aCUCTUpPAHA
penpoyKIus B ChOTBETCTBHE C Ta3U Hapeaoda.
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Un. 53. loxkymenranusta, peructpure u COII ce MHCIIEKTUPAT Hal-MaJKo BEIHBK
roauiHo ot ciyxkutenu Ha MAT no pena na Hapen6a Ne 4 ot 2007r. 3a ycnoBusita u pesia 3a
M3BBPIIBAaHE HAa WHCIEKIMM Ha JIeYeOHUTE 3aBEACHUS OT W3IIBJIHUTENHATA areHUus IO
tpancrutantanus (1B, 6p. 190t 2007r.).

Un. 54. Cucremara no 4i. 52 rapantupa, 4e ne4eOHUTE 3aBEACHUS OCHIIECTBSIBAT
JNCWHOCTUTE TI0 acHCTHpaHa PENpOAYKIHsS B CHOTBETCTBHE C HOpMaTHBHaTa ypeada u ca
OCUTYPEHH YCJIOBHS 3a MPOCIEAUMOCT Ha AEMHOCTUTE MO aCUCTUPAHA PEIIPOTYKIIUS.

Y. 55.Cucremara mo 4. 52 gaBa Bb3MOXKHOCT 3a MPOCIIEAsIBAHE HA BCUYKHU €TallH,
CBBpP3aHU C JACHHOCTUTE MO ACHCTUpaHA PEMPOAYKIUS: KOIUpaHe, KPUTEPUH 3a MOJ00p Ha
JOHODPH, B3eMaHe, 00padoTBaHe, ChXpaHEHUE, TPAHCIOPTHUPAHE, MPEJOCTaBsIHE 3a ynoTpeda
WIH W3TCIVISHE OT ymoTpeba Ha TaMETH/3UrOTH, TAXHOTO VYHHUIIOXABaHE, KOHTPOJI U
rapaHTHpaHe Ha KaueCTBOTO.

Un. 56.JIeueOnuTe 3aBeieHHs BOJIAT U ChbXPaHABAT JOKYMEHTAIUS 32 MaTEPUAIUTE U
00OpyBaHETO, KOUTO CE U3IOJI3BAT 32 ACHHOCTUTE MO aCUCTUPAHA PEIPOLYKIIHS.

Un. 57. JleueOHHMTE 3aBeNeHHUS BOIAT M CBhXpaHSIBAT JOKYMEHTALUs OTHOCHO
IepcoHaza, KOMTO N3BBPIIBA BCSAKA OT JEMHOCTUTE 110 aCUCTHpaHa PerpoayKIH.

Un. 58. Bcuuku mpoMeHH OTHOCHO BOJCHETO Ha JOKYMEHTAIHMATa Ha JIe4YeOHUTE
3aBe/IeHUs, KOUTO M3BBHPIIBAT ACUCTUPAHA PETIPOAYKIIHUS, CE Pa3TIASKIAT, AATUPAT, OJ00pSIBAT
Y BBbBEXJIAT B U3IIBJIHEHHE OT OTTOBOPHOTO Jiniie 1o npuiioxkenue Ne 1, pazgen I, . 1.

Un. 59. Uadopmanusata B U3roTBEHaTa U ChbXpaHsBaHATa JTOKyMEHTauus TpsOBa na
ObJie YeTiIMBa U Ja HE MOAJICKU Ha U3TPUBAHE.

I'nmaBa nesera.
YCJIOBHUSA U PEJ] 3A CBbOBIIIABAHE, PETUCTPUPAHE,
JTOKJIAJIBAHE U ITPEJJABAHE HA THOOPMAIIUA 3A
CEPHMO3HUTE HEXEJIAHU PEAKIMNU 1 CEPUO3HUTE
MHIIMJIEHTU U 3A BJIOKUPAHE, NU3TEI'JISIHE 1
YHUILIOXXABAHE HA HﬁHEKHETKH, CIIEPMATO30UI1 1
3UT'OTU

Yn. 60. (1) JleueOHuTe 3aBECHUS, KOUTO OCBINECTBSIBAT JACHHOCTU 1O aCUCTHpaHA
PENpPOAYKIIHS, KaKTO M KOUTO OCBHIIECTBSABAT JEHHOCTH MO OCHUTYpsiBaHE, H3IOJI3BaHE W
ChXpaHSBaHE HA YOBEIIKU SIMIICKJIETKH, CIIEPMATO30UIM U 3UTOTH, Ca JIBKHH Ja Ch3Jaaar
YCIIOBUS 33 IPOCIIEIIBAHE OT JOHOPA JIO0 PEIMITMEHTA Ha!

1. siiiexeTkuTe, CIEPMATO30UIUTE U 3UTOTHUTE;
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2. TPONYKTHTE W MAaTEpPHAIUTE, KOWTO BIU3aT B KOHTAaKT C SHIEKICTKUTE,
CIIEpPMAaTO30HMIUTE U 3UTOTUTE U Ca CBBP3AHU C TIXHOTO KaUYECTBO U OE30MACHOCT.

(2) JleueOHuTe 3aBeneHUS, KOUTO OCBIICCTBSIBAT JCHHOCTH IO aCUCTHpaHa
PENpPOaYKLHs, KAKTO M KOWUTO OCBIIECTBSIBAT JIEMHOCTH IO OCUTYpPSBAHE, H3IOJ3BaHE U
ChXPaHSIBAHE HA YOBCILIKHU SAUIEKIIETKH, CIIEPMATO30MIN U 3UTOTH, €A JUTBKHHU J1a OPraHUu3upaT
U MOJUIbPKAT CUCTEMA 32:

1. paHHO OTKpMBaHE W pa3Clie[BAHE HA CEPUO3HU HEKEJAHU PEaKLIMU U CEPUO3HU
WHITUACHTH,

2. CBOEBPEMEHHO CBHOOIAaBaHe, pErUCTpHpaHe, MAOKIAJBaHE U TMpeJaBaHe Ha
nH(OpMAaLIKS 32 CEPHO3HUTE WHITUACHTH U CEPUO3HUTE HEXKEITAHNU PEaKINH,

3. GiiokMpaHe, U3TETJSHE M YHUIIOKABaHE Ha SIMIEKIIETKH, CIIEPMATO30UIN U 3UTOTH,
KOMTO MOTAT J1a IOBEJAT 10 CEPUO3HU HEXKEIAHU PEAKIIMU U CEPUO3HU MHIIUICHTH.

Yn. 61. (1)M3nbiHuTeNnHATA areHIUs IO TPAHCIUIAHTALMS € JUThKHA J]a OpraHu3upa
U TOAIbpKA CHCTEMA 3a PETUCTpAIMs M aHAIWU3 Ha MOCTBIMIUTE ChOOLICHHUS 332 CEpHUO3HU
HEXXEJIaHW PEaKLUU U WHIUICHTH.

(2) BbB BpBb3Ka ¢ BB3HMKHAIM W PETUCTPHPAHU CEPUO3HU HEXKEITAHU PEAKIUH U
uHIaeHTn AT u3BbpiiBa uncnekiuu no pena Ha Hapen6a Ne 4 ot 2007t. 3a ycnoBusara u
perna 3a U3BBPIIBAHE HA MHCIEKIMH Ha JICYeOHUTE 3aBeIeHUs OT V3mbIHUTEHATA areHIus TI0
tpancrutantanus (1B, 6p. 190t 2007r.).

Un. 62. (1) JleueOHuTe 3aBECHUS, KOUTO OCBINECTBSIBAT JACHHOCTU 1O aCUCTHPaHA
penponyKIHs, KaKTO M KOUTO OCBHIIECTBSBAT JCHHOCTH MO OCUTYpSIBaHE, HU3IOJI3BAHE H
ChbXpaHsSBaHE HA YOBCUIKHM SIUIEKICTKH, CIEPMATO30MIH W 3UTOTH, Ca JIBXKHU B 7-IHEBEH
CPOK OT YCTaHOBSIBAHETO Ha CEpUO3HA HEKENaHa pEeaKIMs WIM CEpHO3e€H WHIUACHT Ja
YBEIOMST JIeYeOHUTE 3aBEJCHHUS, C KOUTO ca B JOTOBOPHU OTHOIICHMS 3a JOCTABSHE WIH
MOJTy4aBaHe Ha PEIPOAYKTUBHU KIICTKH.

(2) Ipu cxrouBaHe Ha JOTOBOPH 3a JIOCTaBSIHE MM MOJy4aBaHE Ha PEHPOTyKTUBHH
KJICTKU JIeYeOHHTE 3aBEACHUS NPEJOCTaBAT Ha JOTOBOPHHS CH MApTHHOP HMH(pOpMAIHs 3a
cucTeMaTa CH Ha PaHHO OTKPUBAaHE M pascie/BaHE HAa CEPHO3HHM HEXEJAaHW pPEaKIuu M
CepHO3HM MHIMJCHTH M Ha CBOEBPEMEHHO CHOOIIAaBaHE, PETUCTPHpAHE, JOKIAgBaHE U
npegaBaHe Ha MH(pOpMAIHs 3a CEpUO3HUTE UHIMICHTH U CEPHO3HUTE HEXKENaHH PEaKIIUU.

(3) KOpuanueckure u (UINUECKUTE JHMIA, KOWUTO W3BBPIIBAT TPAHCIOPT Ha
PETPOAYKTHBHU KJIETKHU, Ca JUTHXHU B 7/-AHEBEH CPOK OT YCTAaHOBSBAHETO HA MHIUJCHT Jia
YBEIOMST JIe4eOHHUTE 3aBEJCHHUS, C KOUTO ca B JOTOBOPHU OTHOIICHHS 3a JOCTAaBSHE WIH
noJiydyaBaHe Ha penpoAykTUBHH kieTku u HMAT, ¢ Obp3o cwoOmenue mo oOpaser,
npunoxenne Ne 3, gact b.

Yn. 63. (1) Beuuku nedeOHM 3aBeACHUS ca JUTBXHH B 7/-IHEBEH CPOK OT
YCTAaHOBSIBAHETO HAa CEPUO3HA HEXKEJIaHAa PEaKIUs WM CEPUO3CH HWHIUJCHT, CBBP3aHU C
U3BBPIICHH CHHOCTH M0 ACHCUTUPAHA PEIPOIYKIIHS, 1a YBEIOMSIT:

1. 3mbiaHUTEHATA areHIUS 110 TPAHCIIIAHTaIHS;

2. 1e4eOHOTO 3aBEJICHUE, B KOCTO € U3BBPIICHA ChOTBETHATA JICHHOCT 10 aCUCTHpaHa
PETPOTYKITHSI.

(2) YBemomsBanero mo ai. 1 ce u3BBpIIBA ¢ OBP30 CHOOIIECHHE MO OOpasell,
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npunoxenne Ne 3, gact A.

(3) Cuywyamte Ha cepuo3Ha HEXKEJaHAa pPEaKUMs WIM WHIUACHT, CBBP3aHU C
IIPOBEKJAHETO HA MHAYKIUS HAa OBYJAlMATa U KOHTPOJIMpaHa OBapHajHa XUIEPCTUMYIIALNS,
ocBeH B AT ce cpo0maBar u JOKIaaBaT U B M3MbIIHUTENHATA areHIUs 10 JIeKapcTBaTa Mo
pena Ha Hapeabata mo wi. 191,an. 1 or 3akoHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa
MEIUIIMHA.

Yn. 64. (1) JleueOHuTe 3aBEJCHUS, KOUTO OCBINECTBSIBAT JACHHOCTU 1O aCUCTHPaHA
PENPOIYKIHS, KAaKTO M KOUTO OCBHIIECTBSABAT JEHHOCTH MO OCHUTYpsiBaHE, H3IOJI3BaHE W
ChXpaHSBaHE HA YOBCUIKU SUIEKIETKH, CIEPMATO30MAM U 3UTOTH, MOJABAT MbPBOHAYAICH
noxian B AT B cpok o 7 AHM OT jaraTa Ha YCTaHOBSIBaHE HA CEPHO3HA HEXKeNaHa PeaKIlus
WJIM MHIUJCHT WU OT JaTaTa Ha MoJiydaBaHe Ha choOmenue mo wi. 63,am. 1,1. 2.

(2) JleueOuure 3aBemeHuss MO ajd. 1 OCHrypsiBAT HM3BBPIIBAHETO HAa BBTPEIIHO
pasciieziBaHe M ChOMpaHe Ha JAONBIHUTETHA MH(OpMAIMs, Korato € HeoOXoauMa, 3a ITbJIHA
OIICHKA Ha BCSIKO OT/ICTTHO CHhOOIIEHHE 32 CEPUO3HA HEXeNlaHA PEeaKIUsI MU UHITUJICHT.

(3) HombiHUTETHHUAT JOKJIAL C OIEHKAaTa Ha ChOOIICHHE 3a Cepuo3Ha HEXeIaHa
peakiusi WM WHOUACHT 1o an. 2 ce momaBa B MAT B cpok 14 num ot nmarata Ha
YCTaHOBSIBAHETO HA CEPHO3HATA HEXEJNaHa pEeakius WM WHIUACHT WU OT JaraTa Ha
MoJTydaBaHe Ha choOmenue no wi. 63,an. 1, 1. 2.

(4) JleueOnute 3aBemenus mo ain. 1 momaBat B MAT mepuoauuHu TOKIAIH C
0000111eHN TaHHU 32 O€30MaCHOCTTA Ha MPUJIAraHUTe IEHHOCTH M0 ACUCTUPAHA PETIPOTYKITHS.

Y. 65. (1)[IepBOHAYATHHAT AOKJIA CE ChCTaBs 1Mo obpaser (mpunokenue Ne 4) u ce
NPUIPYKaBa OT MHCMO, ChABPXKAIIO HHPOpMAIIHITA TT0 TprIoKeHre Ne 5.

(2) JombiHUTENMHUAT TOKJIAA ce CbCTaBs 1Mo oOpaser] (mpuioxkeHue Ne 6) u ce
NPUIPYKaBa OT MHUCMO, ChABPXKAIIO HHPOPMAIIHITA TI0 TPHIIoKeHHe Ne 7.

Yn. 66. (1)Ilepuoauunu mokyiaam 3a 0€30MaCHOCT CE MOJABaT JBa MbTH TOIMIIHO B
CPOKOBE, KaKkTO CIlIe/Ba!

1. no 31agrycr - 3a AEHOCTTA MO ACUCTUPAHA PETIPOAYKIHUS, KAKTO U 33 IEHHOCTUTE
[0 OCHUTYpsSIBAHE, M3IOJI3BAHE U CHXPAHSIBAHE HA YOBCIIKH SIMIICKIIETKH, CIIEPMATO30UIN M
3UTOTH, OCBIIECTBEHH MPE3 MIHPBOTO MOJIYTOANE HA ChOTBETHATA T'O/INHA,;

2. 1o 28 peBpyapu cienBaiiaTa roanHa - 3a IEMHOCTTA MO aCHCTUPAHA PEIPOTYKIIHS,
KakKTO ¥ 3a JCWHOCTUTE [0 OCHUTypsiBaHE, W3I0JI3BAHE W CHXPAaHSBAHE HA YOBEIIKH
STMIIEKJIETKH, CIIEPMATO30MIN U 3UTOTH, OCHIIECTBEHU MPe3 MPEAX0HATA KATICHIapHA TOIMHA.

(2) MeproanunuTe DOKIAIU 3a OE30MACHOCT C€ CHCTABAT MO OOpasell (MPUIOKEHHE
Ne 8) u ce mpupyxkaBar OT MUCMO, ChABPIKAIIO HHPOPMALHTA TT0 TpHIoKeHue Ne 9.

Yn. 67. (1) V3mbaauTenHata areHIUs 0 TPAHCIUIAHTALMS TpPEACTaBs Ha
EBpormeiickara komucus roaumHu gokiany a0 30 roHM Ha cienBamiaTa TOJUHA, B KOUTO CE€
MPEJICTaBAT BCUYKU MOTYYCHH ChOOIIECHUS 32 CEPUO3HU HEXKENaHU PEeaKIMy U MHIIHICHTH.

(2) MpenaBanero Ha AaHHU TPSOBa Ja € B CHOTBETCTBHE ChC CHEIM(PUKANUUTE 3a
¢dbopmara Ha OOMEH Ha JaHHU, KaKTO € OMpENeNIeH B Ta3u Hapenda, W cliefBa Ja ChAbpKa
msutata uHQopMalus, HeoOXoauma 3a HWAGHTH(GUUIMpPAHETO Ha u3Mpalam@ara cTpaHa u
noJTbpKkaHe Ha pedepeHTHUTe naHHu. [IpenaBaneTo Ha JaHHM € 10 oOpasern (mpunokeHue No
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10).

Yn. 68. (1)JleueOHuTe 3aBEJCHUS, KOUTO OCHINECTBSIBAT JACHHOCTU 1O aCUCTHpaHA
PETPOYKIIHs, KAKTO M KOUTO OCBHIISCTBSIBAT JCHHOCTH MO OCUTYpSIBAaHE, HW3IOJI3BAHE H
ChbXpaHsIBaHE Ha YOBCIIKH SIMIICKICTKH, CIICPMATO30MIU M 3UTOTH, Ca JUIHKHU Ja ChOUpAT U
cbxpaHsBaT wuH(pOpMAIUsS 3a OJIOKUPAHUTE, HU3TCTJCHUTE M YHUIIOXCHU SHIICKIICTKH,
CIIEpPMATO30HIU U 3UTOTH.

(2) Cucremara 3a OJOKHpaHe, H3TEIJSHE M YHHINOXKAaBaHE Ha SHIICKICTKH,
CIIEPMATO30M/I ¥ 3UTOTH BKJIFOYBA:

1. omnpenessiHe Ha KOMIICTCHTHH JIMIA, KOUTO M3BBPINBAT OJIOKUPAHE, U3TETJISHE U
VHUI[O)KaBaHE Ha SUICKICTKH, CHEPMATO30MAM M 3UTOTH, M TEXHUTE ClHeUuUIHU
OTrOBOPHOCTH;

2. ompeieNsiHe Ha YCIOBHUSATA, TIPH KOUTO CE MPUCTHIIBA KbM OJIOKUpAHE, U3TETIITHE U
YHUIIIOYKABaHE Ha SUIEKICTKH, CIIEPMATO30HIH U 3UTOTH;

3. cranpaptau onepatuBnu nporenypu (COIT).

(3) JleucOHuTe 3aBeneHUS, KOUTO OCBIINECTBSIBAT JCHHOCTH IO aCUCTHpaHa
PETPOIYKIIHs, KAKTO M KOUTO OCBHIIECTBSIBAT JCHHOCTH MO OCUTYpSIBAaHE, HW3IOJI3BAHE H
ChbXpaHsIBaHE HA YOBCIIKH SUIECKICTKH, CICPMATO30MIU U 3UTOTH, Ca JUIHKHHU Ja MPEIOCTaBAT
B CPOK JI0 2 Mecella ClieJl U3TUYAHETO Ha BCsKa KaneHaapHa roauHa B MAT nepuonnueH
JOKJIa/ 32 Oposi Ha OJOKMPAHKUTE, U3TETJICHUTE U YHUIIIOXKCHU SUIIEKICTKH, CICPMATO30UIN U
3uroTH No odpaszern (mprmnoxenue Ne 11).

Yn. 69. (1)3a xomrereHTHH Jnia mo wi. 68, am. 2, 1. 1 ce onmpenensT Jinia, KOUTo
OTroBapsT Ha M3UCKBaHMATA 1O npuitoxxenue Ne 1, pazgen Ill, T. 2.

(2) Cneun¢uynrTe OTTOBOPHOCTH HA JIMIIATa O ajl. 1ca cBbp3aHH ChC:

1. ycraHOBsIBaHE HAJIMYMETO HA YCIIOBHSTA, MOPAKIANIM OJIOKUpAHE, U3TEIIITHE H
YHUIIIO)KaBaHE Ha SUICKICTKH, CIEPMATO30UIH ¥ 3UTOTH;

2. criazBaHeTo Ha M3nckBaHusATa Ha choTBeTHUTE COII 32 BCsiKa eHa OT JEWHOCTHTE,

3. mombJBaHE Ha CHOTBETHHUTE JOKYMEHTH W IpelaBaHe Ha WHQOpMAIHiTa KbM
OTrOBOPHOTO JIHIIE.

Un. 70. OcHoBaTenHH MPUYMHH 32 OJOKUpaHE Ha SIMIEKIETKH, CIIEPMATO30HUIU U
3UTOTH Ca.

1. HEM3IBIHEHHETO HA €AHO OT CIEAHWTE W3UCKBAHUSA 32 CIEPMATO30HIUd OT
AHOHUMHH JJAPUTEITH:

a) KapaHTHHHPAHETO Ha CIEPMATO30MJIUTE 3a CPOK HE MO-MalbK OT 6 Mecela,
CYMTAHO OT JaTaTa Ha MMocJieHaTa KpUOKOHCEepBaIIHS;

0) 3aABDKUTENIHOTO TOBTOPHO  HM3CIEABaHE Ha cnepMmartozouaute  (cien
OCBOOOXIaBAaHETO OT KapaHTWHA) 3a TpaHcmucuBHU uHOekiu (HIV, xematutr B u C,
CU(HITUC) U MOJIy4aBaHETO HAa CEPOHETATHUBHU PE3YJITATH,

2. HEM3IIBIHEHUETO HA €JHO OT CIEIHUTE H3UCKBAHUA 3a 3UTCOTH OT aHOHHUMHU
TAPUTEH:

a) KapaHTUHUPAHE Ha 3UTOTUTE 32 CPOK HE MO-MaTbK OT 6 Mecella, CYMTaHO OT JaraTa
Ha TIOCTIeIHATa KPUOKOHCEPBAIHS,

0) 3aIb/DKUTEIIHO TOBTOPHO M3CJEABAHE Ha 3UTOTHTE (ClieJ OCBOOOKIABAHETO OT
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KapaHTHHA) 3a TpancmucuBHE uHekuuu (HIV, xenatut B u C, cuduiuc) u nonyuaBane Ha
CEpOHETaTHBHU PE3YIITaTH;

3. MMCMEHO YJOCTOBEPEHOTO JKEJTaHUE Ha TOHOPHTE;

4. cMBpTTa Ha CHIPYra/mapTHhOpa HE3aBHCUMO OT HAJMYMETO Ha JCKIapUpPaHO
NPWKHBE JKEJIaHKUe, 10 OTHOLICHUE Ha CIIEPMATO30UIU HIIH 3UTOTH;

5. cMBpTTa Ha chIpyrara/mapTHbOPKATa HE3aBUCUMO OT HAIWYHETO Ha JACKIAPHPAHO
KeJIaHUE TPKHBE, 10 OTHOLICHUE HA OBOLUTH WM 3UTOTH;

6. ycraHOBSIBaHETO Ha 3a00JIsIBaHE Y aHOHUMHHS JapUTENT, KOETO MOJKE JIa ce TpeiaBa
Ha MOTOMCTBOTO HJIM PELUITHCHTA;

7. HEBB3MOXKHOCT 33 CUTYPHO HJICHTU(HIMPAHE HA JOHOPHUTE WM MPOCIEASBaHE Ha
0BT HAa TCHETHYHMS Marepuall TOpaad HENPaBUIHO WM JIMIICBAINO ETHKETHPAHE WU
oOBbpKBaHe Ipe3 BpeMe Ha 0O0paboTkara.

Un. 71. OcHoBaTelIHM NPUYMHMU 3a U3TETJISHE M YHUILOXKAaBaHE Ha SUIEKIIETKH,
CIIEpPMAaTO30H/IU U 3UTOTH Ca:

1. nMCcMEHO YAOCTOBEPEHOTO KEJIaHNEe Ha MAllUEHTUTE;

2. I3THYaHETO Ha MaKCHUMAITHUS CPOK 32 ChXPAaHEHUE, KOWUTO € 3asBEH OT MAIMEHTUTE
IIpY MOMMCBAHETO HA JEKIapanusaTa 3a HHGOPMUPAHO ChIIIacue MPpeaIu KPUOKOHCEPBAIlHS,

3. HaAXBBPIISHE Ha 7-AHEBHA KYITHBAIHMS HA MPEAUMILIAHTAIIMOHHU eMOPUOHU WM
CIIEPMATO30MIN U SHUIIEKIICTKH, TIPU TOJOKEHUE, Y€ TMAI[UEHTHTE, OT KOUTO MPOU3X0XKIAT, HE
KENasAT Jla TM KPUOKOHCEPBUPAT WM aKO H3Pa3sIT MUCMEHO HMH()OPMHpAHO Chriacue 3a
W3TETJISIHETO ¥ YHUII0)KABAaHETO UM,

4. HaTWMYMETO HA PHUCK OT KPbCTOCaHAa KOHTAMHUHAIWMS WJIM I[IpelaBaHe Ha
OaKkTepuaNHa UM MUKOTHYHA MHPEKITUS;

5. HaIMYMETO Ha PHUCK OT KPbCTOCAHA KOHTAMHHAIMS WJIH TIpelaBaHe Ha
tpancmucuBHO 3adonsBane (HIV, Xenarur B u C, cudunuc u ap.);

6. U3TMYAaHETO Ha TMOBeYe OT 6 Mecema clie]] 3asiBEHUS CPOK 32 ChXpAaHECHUE MPHU
HEMOTHPCEHH CIIEPMATO30UIH, SUIIEKIIETKH WA 3UTOTH;

7. cMBpTTAa Ha ChOpyra/lapTHbOpPa HE3aBHUCHMO OT HAJIUYMETO HA JIEKIAPUPAHO
KeJlaHWe TIPIKUBE, TI0 OTHOIICHHUE HA CIIEPMATO30UIU WII 3UTOTH;

8. cMbpTTa Ha ChIpyrara/mapTHLOPKATa HE3AaBUCUMO OT HAJIMYHMETO HA JICKIAPUPAHO
KeJIaHWe TIPIKUBE, TI0 OTHOIICHHE HA OBOIIUTH HIIU 3UTOTH;

9. ycraHOoBsIBaHETO Ha 3a00JIIBaHE Y aHOHUMEH JapUTEN, KOETO MOXE Jia Ce MpeiaBa
Ha IOTOMCTBOTO HJIM PEIUIUEHTA,

10. HEeBB3MOKHOCTTA 32 CUTYPHO HJICHTU(DUIIUPAHE TOHOPUTE WUIH MPOCTEAsIBaHe Ha
OBTS HA TEHETUYHHS MaTepual IMOpaad HEMPAaBWIIHO WM JUICBAIIO ETUKETUPAHE WIIN
oOBbpKBaHe Ipe3 BpeMe Ha 0OpaboTkara.

JIObIHUTENHU pa3nopeadu

8 1.Tlo cmuchiIa Ha Ta3u Hapeaoa:

1. "bu cuegBano” wiM e NpenopbUMTENHO" O3HA4YaBa, Y€ HM3UCKBAaHE HE €
3aIBJDKUTENHO, HO TIOCOYBA TOOpa KIIMHUYHA MPAKTHKA.

2. "bnactomep" e KJIeTKa OT MPEAUMIUIAHTAIIMOHCH (0 CTaauii KOMITAKTHU3AIUs)
3apOJIUII.
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3. "briokupane"” - BpemMeHHa 3a0paHa 3a MOJ3BaHE HA CIEPMATO30UAM, SHUIECKICTKH
WIN 3UTOTH JI0 U3ACHSBAaHE Ha OOCTOSATENICTBA, CBBP3aHU C TAXHATA OE30MAaCHOCT U KauecTBO,
70 OTOJIOKUPAaHETO MM U ITIyCKaHETO MM B YMOTpeda WM 10 TAXHOTO H3TETJsHE |
YHUII[O’KaBaHe.

4. "[lupexTHa ynorpeba" e mpoueaypa, Mpu KOSTO KIETKUTE ca B3€TH M U3I0JI3BAHHU,
6e3 ma Ob1aT 00paboTBaHM U ChXPaHSIBAHU.

5. "EMOpuopenykius” € MeTOoJ 3a HaMmajisBaHe Ha Opos Ha MMIUIAHTUPAHUTE B
MaTOYHaTa KyXHMHa €MOpPHOHHU C LeJ Jia C€ HaMald PUCKBT, CHIPOBOXKJIAII W3HOCBAHETO U
paKJaHETO Ha MHOTOIUIOJHA OpPEeMEHHOCT, OOMKHOBEHO METONBT LM IOCTHUTAaHETO Ha
€IHOTIJIOTHA MJTH MaKCUMYM JIBYIUIOAHAa OPEMEHHOCT.

6. "EmMOpuotrpancgep” - mocraBsHe Ha €IMH WIM TOBeYe MPEAMMIUIAHTAIIMOHHH
3apOJIUILY B TAJIOTO HA JKEHATA.

7. "KuB poHop" e d¢Qusmyecko mHIEe, OT KOETO CE€ B3eMaT SUIEKICTKH WIH
CIIEPMATO30HIU C PETIPOTYKTHUBHA 11€.

8. "M3kycTBeHa MHCEMHHALUs € JETIOHUPAHETO HAa MBXKKH I'aMETH B MaTro4HaTa
KyX{Ha, LEpBUKAHUS KaHaJl WIM BIArajMIeTo Ha jKeHaTa, 0e3 Ja € CUTypHO Jaiu Iue
MOCJIE/IBA HEMOCPE/ICTBEH KOHTAKT MEXAY MBXKKA M JKEHCKM TaMeTH, pPECHEKTHBHO
OTLJIOXKIaHe.

9. "M3rernsHe" e mpolec Ha HaJaraHe Ha OKOHYaTeNHa 3a0paHa 3a ymorpeba Ha
CIIEpMAaTO30M I, AULEKICTKU WX 3UTOTH U IOJrOTOBKATa UM 33 YHUIIIO)KaBaHE.

10. "Mu Butpo" ommoxmane (IVF) e meron 3a orioknaHe Ha SHICKICTKA B
71a00paTOPHHU YCIOBHS M3BBH TAJIOTO HA JKEHATa;, MPOILEAYpPH 3a OIUIOKAAaHE Ha eaHa WU
MoBeye SHIEKIEeTKH B TSUIOTO HA JKEHaTa He ca MH BUTPO OIUIOKJAHE, U3BAJCHU OT TSUIOTO HA
’KeHata eMOpPHOHH CBHILO TaKa HE C€ OTHACAT KBbM IpOoIelypaTa UH BUTPO OILIOKIAHE.

11. "MiHTpa-0OBOIMTHO MHXXEKTHpaHe Ha enuHu4YHM criepmatozonmu (ICSI)" e meTon
32 MH BUTPO OIUIOKJAHE Ype3 MHXKEKTHpaHe Ha EJUHUYHH CEeJIIEKTUPaHu o0paboTeHn
CIIEpMATO30H/IU B SIMIIEKIETKH MOCPEICTBOM MUKPOMAHHITYJIAIHSI HA TAMETH.

12. "Mudeprunurer” - Ge3mnoaune.

13. "Kpuobanka 3a rameTd 1 eMOpHOHH" - MSACTOTO ¥ 00OPYIIBAaHETO, OCUTYPSBAIIO
CbXpaHEHHE 33 ONTHUMAIHO IBIBI MEPUOJ HA 3aMpPa3eHU raMeTH W NPEAUMILIAHTAIUOHHHU
eMOpPHOHU TIPH CBPBXHUCKH TeMIIEpaTypH (Hai-4ecTo Te4eH a3oT).

14. '"KpuoxoHncepBauusi (KpHOChXpaHeHHeE)" - Trpyma MPOLECH Ha MOJrOTOBKa,
3aMpa3siBaHe U ChXpaHsIBaHE HA YOBEIIKM T'AMETH U MPEJUMIUIAHTAIIMOHHH €MOpPUOHU TpU
CBPBXHHUCKHU TeMIieparypH (Hal-uecTo B TEUCH a30T).

15. "'Konuenrtyc" o3HauaBa OpraHu3bM, MOJIy4EH OT CIMBAHETO HA MB)KKA M KEHCKA
raMera, OT MOMEHTa Ha MMIUIAHTUPAHETO MY B MalYMHA THKaH J0 PaKAaHeTO. YOBEIIKUAT
koHIentyc 10 10 HaBbpIlIEHH TeCTAlMOHHM CEIMHIIA BKJI. ce Hapu4a "3apoaumi’” (embryo),a
ot 11.recranuoHHa ceaMuIia 1o paxaanero - "mion" (foetus).B moustuero "koHienryc" ce
BKJIIOYBAT M T.HAp. IUIOJHU MpPUIATBIM, a WMEHHO. IBbIIHA BPbHB, IUIAIICHTa W HEWHHU
MPEIIECTBEHUIIN, OKOJIOTJIOTHU LUK U OKOJIOIUIOAHA TEYHOCT.

16. "Haemarenu (npu kpuoOaHKHpaHe)" ca JUIa, KOUTO 0 COOCTBEHO JKEJIaHUE U 3a
COOCTBEHHU HY)XIH ChXpaHsIBAaT CBOM I€HETUUEH MaTepual 3a Mo-KbCHa yrnoTpeoa.

17. "He Ou cnenBano” wim "He ce mpenopbyBa’ O3HA4YaBa Y€ W3UCKBAHETO HE
3a0paHsABa W3pUYHO, HO IOCOYBA MPAKTHKA, KOSATO MPOTHBOpPEYM Ha JobOpara KIMHUYHA

MPAKTHKA.
18. "'OBomutu" ca "SHUIEKICTKH .
19. 'Omynamus" - mnpomec Ha (U3UMOJOTUYHO OTACNSHE Ha SHIEKIeTKara OT
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SWYHUKOBUSA (DOJTUKYI.

20. 'TlaptHpOpCKO mapsiBaHe" € AapsiBaHe Ha PEMpPOAYKTUBHU KIETKH OT MBX Ha
’KE€Ha, KOraTo ChILIUTE MPEABAPUTEIHO ca JAEKIapUpalid INpex JieKaps, KONTO 1€ HU3BbPIIN
B3EMAaHETO, Y€ UCKAT CbBMECTHO J1a Ch3aaT IOTOMCTBO.

21. 'TlpequMInuIanTanMoHeH 3apoaumn” (MpeJUMIUIAaHTAMOHEH eMOpHOH) O3HavaBa
OpraHu3bM, TIOJIYUEH OT CIIMBAHETO HAa MBbXKa U xeHcka rameta (“omnoxmaane"), 10 MOMEHTa
Ha UMILUIAaHTUPAHETO MY B MaiiunHa ThKaH ('KOHIeNIus win "3auaTtue’”).

22. 'Tlpu HEOOXOAMMOCT ¥ BB3MOXKHOCT O3HAYaBa, Y€ HATUYMETO W JIUICAaTa Ha
HEOOXOAMMOCT U BB3MOXKHOCT C€ IPEIEHsBAa 32 BCEKM KOHKPETEH CIydaidl OT OpraHuTe 3a
yIIpaBJICHUE Ha JICYEOHOTO 3aBEJICHUE, ChIIIACYBAHO ChC COOCTBEHMKA (MpHHIUIAaNa) Ha JI3.

23. 'Tlpocnegumoct” € BB3MOXKHOCTTAa 3a JIOKAIM3MpaHE M MIACHTU(UIUpaHE Ha
raMeTd W 3UroTH BBB BCsAKa (aza OT W3BBPIIBAaHE HA JEHHOCTHTE II0 aCHCTUpPaHa
pENpoOayKLIHs OT B3EMAHETO OT JOHOpa [0 IIOCTaBSHETO MM Ha pELUNMEHTa WU
YHUIOKAaBAaHETO MM, BB3MOXKHOCTTA 3a HAEHTH(UIIMpaHE Ha JOHOpa, pEIHIUEHTa U Ha
JeyeOHUTE 3aBEJICHUs, YJacTBaJIM B JCHHOCTUTE IO aCHUCTHpaHa PEMpOJYKLHs, KAKTO H
BB3MOKHOCTTA 32 JIOKAIM3MPaHE W WACHTHU(QHIMpaHE Ha IsuaTa MH(OpMaiwms, CBbp3aHa C
raMeTUTE WIHM 3UTOTUTE U MAaTEPUAINTE, BIM3AILH B KOHTAKT C TSIX.

24. "PenpolyKTUBHU KJIETKH" ca KJIETKHUTE, PEHA3HAYCHH 32 IeJUTe Ha aCUCTHpaHa
pPENpPOIYKIIHSL.

25. 'PenumnueHt" e JMue, Ha KOETO C€ TNPEAOCTaBAT TaMeTH MU
NpeAUMILIAHTAIHOHHN eMOPUOHU (3UTOTH) C 1IeT PEIPOTyKIIHUSI.

26. '"Cepuo3Ha HexenaHa peakuus' € HENpeABHJCHA pEaKUus NpU JOHOP WIH
PELMITUEHT, CBhp3aHa C eKCIIepTH3a, B3eMaHe, 00padoTKa, ChXpaHsABaHE, TPAHCIOPTHPAHE U
IIOCTaBsHE HA FaMETH, OIUIOACHU SHIEKIETKH U MPEAUMIUIAHTAMOHHU 3apOJUILIHN, KOSTO €
JI0BEJIa IO CMBPT MJIM JI0 3aCTPallaBallo KMBOTA ChCTOSHHUE, WM 10 IIPEJaBaHE Ha 3apa3Ha
Oosect, 0 TpaifHa HepaOOTOCIIOCOOHOCT WM 3a00JsiBaHe, BOJEIIO N0 yIbJDKaBaHE Ha
JICYEHHUETO.

27. "Cepuo3eH MHIMIEHT' € BCAKO HEXENaHO ChOWTHE, CBBP3aHO C EKCIEepTH3a,
B3eMaHe, 00paboTKa, ChXpaHSABaHE, TPAHCIOPTHpPAHE M IOCTaBSHE Ha TraMeTH, OIUIOACHU
AWLEKIIETKA ¥ MPEAUMILIAaHTALlMOHHYU 3apOJHUIIHN, KOETO MOXE Ja JOBEAE 10 CMBPT WIH JI0
3acTpallaBalio XHBOTAa CBCTOSHUE, WM 10 IMpelaBaHe Ha 3apa3Ha OoyiecT, 10 TpaiHa
HEpabOTOCMIOCOOHOCT MM 3a00JsiBaHe, BOJCLIO IO yAbJDKaBaHe Ha JieueHueto. CepHoseH
MHIMICHT € ¥ HeNPaBUIHATA UICHTH(PUKALINS WK TTOAMSIHA Ha TaMeTH WK 3apO/IUIIIH.

28. '"Cucrema 3a KauecTBO" € OpraHM3allMOHHA CTPYKTYpa, BKIIOYBAIIA OMpPEICICHH
OTTOBOPHOCTH, NPOLEAYpH, IPOLECH U PECYPCH 3a BBBEXKAAHE U OCHILECTBIBAHE Ha
yIpaBiIe€HUE HA Ka4ECTBOTO, ¥ BKIIIOUBA BCUUKU JIETHOCTH, KOUTO MPSAKO WM HEMPSAKO BIIUSAAT
Ha Ka4eCTBOTO.

29. 'Cramgaptau omnepatuBHu npoueaypu” (COIl) ca nucMeHM WHCTPYKIHH,
YTBBPAEHU OT U3NbIHUTENHUS aupekrop Ha MAT, Kouto chbabpKar: oONHMCaHUE Ha
IIOCJIEOBATETHOCTTa U HAYMHA HAa W3BBPIIBAHE Ha ONpEAEIEHU IEHMHOCTH IO acUCTHpaHa
penpoayKuus B JIe4eOHOTO 3aBe/ICHHE C OMHCAHUE Ha MPOIECUTE, MAaTepHATUTE, METOANUTE U
pe3yaTaTUTE.

30. "CyporarHoct” - METON, IpU KOWTO €IHA >K€HAa M3HOCBA OPEMEHHOCT BMECTO
Apyra U cie]] paXJaHeTO Ha AETETO TO MPEOTCTHIIBA HA OMOJIOTUYHUTE MY POJIUTEIH.

31. "CpobuieHne 3a cepro3Ha HeXeJlaHa Peaklusl UM WHIMICHT" € TOKyMEHTHpaHa
uHpOpMaIKA 32 €IHA WIH MTOBEYE CEPUO3HU HEXKENAHU PEAKIMU UM MHIUJICHTH, CBbP3aHU C
IpWJIaraHeTo Ha MEAMIMHCKM JEMHOCTM M METOIM 32 ACUCTUPaHa DPENpORYKIUS WU C
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B3€MaHe, MOCTaBsHE, EKCIepTH3a, 00paboTKa, ETUKETUPAHEe M ChXpaHsIBaHEe Ha SHICKIIETKH,
CIIEpMAaTO30HIU ¥ 3UTOTH M €A CBBbP3aHH C TIXHOTO Ka4eCTBO M OE30MacHOCT.

32. "YHumoxaBaHne" e mpollec Ha HapylllaBaHe Ha WHTETPUTETA Ha CIIEPMAaTO30H/IH,
SAWLEKICTKU U 3UTOTH M M3XBBPJSIHETO MM IO HAauMH, O€30MaceH 3a OKOJHaTa cpeaa, Ipu
Cra3BaHe Ha M3UCKBAHMITA 32 YIPaBJIeHUE HAa OMOJIOTMYHUTE OTIAIBIH.

33. "YmpaBieHue Ha KauyecTBOTO" € MOpeAula OT KOOPAMHUPAHU ICWHOCTU IO
yIpaBJIEHUE U KOHTPOJI, KOUTO Ca HACOYEHHU KbM OCUTYpsBaHE HAa KaueCTBO Ha IEHHOCTUTE 110
acUCTHpaHa PerpoyKIIHs.

[Ipexonuu 1 3aKITIOUUTEITHN pa3nopeadu

§ 2.Tasu Hapenda ce u3naBa Ha ocHoBanue wi. 130,an. 3u 6, wr. 131,an. 3, 1. 132,
an. 4,u4n. 132, an. 3 u un. 13D, an. 2 ot 3akoHa 3a 3apaBeTo u wi. 6, an. 1 ot 3akoHa 3a
JIEYEOHUTE 3aBENECHUA.

8 3. B miectmeceueH CpoK OT BJIM3aHE B CHJIa HA HapenOara JeueOHUTE 3aBEIACHUS
MPUBEXKIAT JACUHOCTTA CH B CHOTBETCTBUE C HEl.

8 4.3a nurara, nocoueHu B npuitoxkerue Ne 1, pasmen Ill, 1. 2 u 4, kouto 10 garata
Ha BIIM3aHE B CHJIA HA Ta3W Hapenda ca yrmpa)XHsSBaJIu MOBEYE OT JBE TOJUHU JCHHOCTUTE, HE
ce mpuiarat u3ucKkBaHusTa Ha nmpuioxenue Ne 1, pasnmen I, 1. 2.3u 4.1.4.

8§ 5.B Hapeznba Ne 16 ot 2007r. 3a ycinoBusiTa ¥ peia 3a U3aBaHe Ha pa3pelieHre Ha
JeueOHUTE 3aBE/ICHUS 3a U3BBPINBAHE HA JCHHOCTH 1O acucTupana penpoaykius (1B, op. 38
ot 2007r.) ce mpaBsT CACTHUTE U3MCHCHUS:

1. B un. 2, an. 1 cnex gymute "M3BHHOOTHUYHA oMol ce N00aBs "W ThKAaHHUTE

OaHkH".

2.B un 3ce cu3maBaT. 4:

"4. paszpemienue mo wi. 5la ot 3akoHa 3a Je4eOHHTE 3aBelCHHS 3a THKAHHUTE
Oanku;".

3. B un. 4, an. 1 cnex nymute "M3BHHOOTHUYHA moMmoIn” ce 100aBs "M ThKaHHATa
OaHka".

4. B un. 5cnen nymure "M3BbHOOTHIYHA TIOMOII" ce 100aBs "M ThKAaHHUTE OaHKH' .

§ 6. Tasu Hapenba BBBexaa pasnopenoute Ha JlupextuBa 2004/23EO Ha

EBponeiickust mapnamenT u Ha CoBera, [upekruBa 2006/17EO na Komucusra u Jlupekrusa
2006/86EO na Komucusira.

[Ipunoxenne Ne 1 kpm wit. 1,am. 1,1. 1

MeauuHcku cTanaapT "AcucTUpaHa penpoyKIus
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Pazgen |
OO0xBar Ha IEHHOCTHTE TP ACUCTUPAHA PETIPOTYKITUS

1. AcuctupaHa penpoayKIMs C€ H3BBpIIBA Ype3 IMpHiaraHe Ha MEJUIMHCKU
JIEWHOCTH ¥ OMOJIOTMYHO-1a00paTOPHU METO/IU, CBEP3aHH ChC:

1.1. xopMOHaNHa WHIYKIUS Ha OBylalmara c/0e3 mocieaBania WHCEMHHAIMS C
00paboTEeHU CriepMaTo30Uau OT ChIIpyra (MM CEeKCYaIHUs TAPTHHOP) WK JIOHOP;

1.2.xopMOHaIHa KOHTpOJIMpaHa oBapuaiHa (situaukoBa) xunepcrumynamus (KOXC)
c men (mocnmenBaiio) B3eMaHE Ha OBOLMUTH 4Ype3 eXOorpad)CKH WM JIanapOCKOIICKU
KOHTPOJIMPAHA MTyHKIHS HA SIHYHUKOBH (DOJHKYIIH;

1.3.omnox1aHe Ha eTHa UITH MTOBEeYe SMIIEKICTKH

1.3.1.Hamupaliy ce B TSUIOTO Ha JKeHaTa (MHCEMUHAIINS):

1.3.1.1 BmaranuinHa HHCEMHUHALUS

1.3.1.2 nepBuKaiHa THCEMHUHAIIUS

1.3.1.3 BpTpeMaTOuYHa HHCEMUHAIHS,

1.3.2.namupanu ce U3BBH TAIOTO HA KEHATa upes3:

1.3.2.1xnacuyecko "un BuTpo" omnoxaane (IVF)

1.3.2.2 uHTpa-0BOIIMTHO MHXXEKTUPaHe HA equHu4HY criepmaro3ouau (ICSI);

1.4. B3emane, excriepTusa, 00padoTKa, ETUKETHPAaHE U ChXPaHsABaHE HA SHICKIIETKH,
CIIEpMAaTO30HIU HIIH MPEAUMIUIAHTALIMOHHHN 3aPOIUIIIH;

1.5. mocraBsiHe B TSUIOTO Ha JKeHaTa Ha 3MroTH (eMOpuoTpaHcdep), MOIy4eHH OT
OILIOXK/IAaHETO Ha!

1.5.1. alineKNIeTKH OT ChIlaTa )KEeHa U CIIEPMAaTO30HMIM OT ChIpyra (MM CEKCYaTHHs
HapTHBOP);

1.5.2.gif1IeKJIETKY OT ChINAaTa KEeHA U CIIEPMATO30U U OT JAPUTEN;

1.5.3. sifliekIeTku OT JApyra )KeHa W CHepMaTO30HMJH OT ChIpyra (MM CEKCYaTHHs
HNapTHHOP);

1.5.4.qifieKyeTKy OT Ipyra *eHa U CIIepMaTO30Uau OT AAPUTEI,

1.6. Ouoricust Ha OmacToMepHu OT MPEAMMIUIAHTAMOHHM eMOpPHOHM 3a LIEIUTE Ha
npeaMILIaHTallMOHHATA reHeTnuHa auarnoctuka (PGD);

1.7.emOpuopeayKIus.

Pazpgen Il
YcrpoiicTBeHa paMKa Mpu U3BbPIIBAHE HA ACUCTUPaHa PETPOTYKIIHS

1. JleueOHM 3aBe[cHMS, B KOUTO € Pa3pelIeHO Ja Ce OCHINECTBSIBAT JACHHOCTH TIO
acHCTHpaHa PerpoIyKIHs, ca:

1.1.neueOHM 3aBeacHUS 3a U3BHHOOTHUYHA ITOMOIII;

1.2.1eueOnm 3aBeAcHUS 3a OOJIHMYHA IIOMOIII,

1.3.TpKanHa OaHKa.

2. B UTICMIT u I'TICMII morat ga Ob1aT OCBIIECTBIBAHU €IUHCTBEHO ACHHOCTHUTE,
nocouenu B pazaen |, . 1.1u 1. 1.3.1,korato ca Hamuie:

2.1.60Kc 3a ekcriepTH3a, eTUKeTHpaHe U 00paboTKa Ha CIIepMaTO30U/IH;

2.2.cTas 3a CIepMOOT/ACISIHE;

2.3. xpuobOaHKa - HM3MCKBA CE€ CaMO B CIyyauTe, NPH KOUTO C€ H3BBpIIBA U
ChXpaHsSBaHE Ha CIEPMATO30UIU OT JAPUTENIM WIM HAaeMarelW 3a IMO-KbCHA YIoTpeda
(kproOankupane).
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3. B MI u JIKII ¢ nerna 3a KpaTKOCPOYHO HAOJIOACHUE MIIM TAaKUBA, PA3MOJIOKEHH B
O67M30CT ¢ OOJIHUYHO 3aBE/ICHUE, C KOETO MMAaT JIOTOBOP 3a CIENIHAa XOCIUTATU3allHsl, MOTraT
na ObJaT OCBIIECTBABAHM BCHYKU JIEHHOCTH 3a M3BBPIIBAHE HA ACUCTHpaHa PEMpPOIyKIIHS,
omnucaHu B pazzen |, T.1, koraTo ca Hanmule:

3.1.3a nmeiinocture, onucanu B pazaen |, 7. 1.1u 1. 1.3.1,cernacuo pazaen Il, 1. 2;

3.2.1pu U3BBPIIBAHE U HA €HA WM TIOBEYE OT OCTAHAJUTE JCHHOCTH:

3.2.1.mpocTpaHCTBEHO 000CO0CHA CTPYKTYpa MO aCHCTUPAHA PENPOAYKIIHS;
3.2.2.xpuobanka,

3.2.3.MaHUMyIAIIMOHHA 32 U3BBPIIBAHE HAa MyHKIIUU TOJ] €XOrpad)CKU KOHTPOT,

3.2.4.cTas 3a Bb3CTaHOBsIBaHE ciel (DOMKYITHA MMyHKIUS Wik eMOproTpancdep;

3.2.5. oTAeneH caHUTapeH BbB3EN 3a MALUCHTH, NOJUIOKEHH Ha acUCTHpaHa
PenpoyKIus;

3.2.6.cTas 3a criepMOOT/AECTSHE,

3.3. momemenusrTa mo 1. 3.2.3u 3.2.4u 0060pyIBAaHETO UM CIIE/Ba J1a OTTOBAPAT U HA
cTanzapT "AHecTe3usi 1 HHTEH3UBHO JICYeHHE" B YacTTa 3a aMOyJlaTOpHA aHECTE3Hs;

3.4. B ciyyaute, Ipu KOUTO ce u3BbpUIBa 100MB Ha oBouuTH, GIFT unu ZIFT upes
JarmapocKomnus, cieiBa aa ObAaT cra3BaHM HOPMATUBHUTE M3MCKBaHMS MPHU M3BBHPIIBAHE HA
JIEWHOCTH MO €THOJHEBHA XUPYPTHUs, aKyIIepCTBO, THHEKOJIOTHS M aHECTe3Us] M MHTCH3UBHO
JICUCHHE.

4. B neuebHU 3aBefeHUd 3a OOJHMYHA ITOMOII MoOrar na ObJaT OCBIIECTBSIBAHU
BCUYKH JEMHOCTH 3a U3BBPIIBAHE HA aCUCTHpaHA PENpoIyKLus, onucanu B pasaen |, 1. 1, B
OTJENICHHS WM CEKTOPH 0 aCUCTUPaHAa PENPOIYKLUs, KOraTo ca HaluIle:

4.1.npu U3BBPIIBAHE CaMO Ha JeHHOCTUTE, onucanu B pa3aen |, T. 1.1u T. 1.3.1:

4.1.1.00Kc 3a eKcIepTu3a, eTUKeTUpaHe 1 00padoTKa Ha CIIEPMAaTO30U/IH;

4.1.2.cTas 3a CIEPMOOT/ICIISHE;

4.1.3. xpuobaHka - M3MCKBa C€, KOTAaTO CE M3BBPIIBA U ChXpaHSIBaHE HA CEMEHHA
TEYHOCT OT JAPUTENN MM HaeMaTelH 3a TI0-KbCHa yrnorpeda (KpuoOaHKHpaHe);

4.2. npu W3BBPIIBAHE M HA €lHA WJIM MOBEYe OT OCTAHAIMTE JEHHOCTH, ONUCAHH B
paznen I, T.1:

4.2.1.mpocTpaHCTBEHO 000CO0EHA CTPYKTYpa MO aCUCTUPAHA PEIPOAYKIIHS;

4.2.2 xpuobaHka,;

4.2.3.MaHUTYJIAIIMOHHA 32 U3BBPIIBAHE HA MyHKLUHU TOJ eXOrpad)CKU KOHTPOT,

4.2.4.cras 3a BB3CTaHOBSIBaHe cliell GONMKyTHA MyHKIUS U eMOpuoTpaHcdep;

4.2.5. oTheneH CaHUTapeH Bb3eJN 3a TNalWeHTH, IMOJUIOKEHH Ha acHCTUpaHa
PenpoyKIus;

4.2.6.cTas 3a CIEpMOOT/ICIISIHE;

4.2.7.crau 3a cTallMOHapeH MPECTOil Ha MallUeHTHTE,

4.2.8.akymepcka cras 3a IeKypHaTa aKylepka,

4.3.nomemneHusTa 1o 1. 4.2.3u 4.2.4u 060pyIBaHETO UM CII€/[Ba /1a OTTOBAPAT U Ha
cTaHgapt "AHecTe3usi U UHTEH3UBHO JICUCHHE

4.4.B ciayyauTte, Ipu KOUTO ce U3BBpuIBa 100uB Ha oBouuTH, GIFT mnn ZIFT upes
JarmapocKonus, cieiBa aa ObAaT cra3BaHM HOPMATUBHUTE M3HCKBAHMS MPHU M3BBHPIIBAHE HA
JEWHOCTHU IO €HOHEBHA XUPYPIHsl, aKyIIEPCTBO U THHEKOJIOTHs U aHECTE3UsI U NHTCH3UBHO
JICYCHHE.

5. B TbkaHHUTE OaHKH MOTAT J1a CE U3BBPIIBAT €AUHCTBEHO:

5.1.1.B3emane, ekcriepTusa, 00paboTKa, €TUKETUPAHE, ChbXpaHsIBaHE U MPEAOCTaBsIHE
Ha CIIEpPMAaTO30U/IH;
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5.1.2. nonyuaBane (oT JiedeOHM 3aBejeHUs 1O T. 3 U 4), ekcnepTusa, 00padboTKa,
eTUKETUPAHE U ChXpaHsIBaHE Ha AUIEKICTKH;

5.1.3. excmneptusza, 00paO0OTKa, €TUKETHUpaHE, CBhXpaHABaHE, MPEJOCTaBSIHE Ha
NPEIUMILIAHTAMOHHH 3apO/IUIIIH.

6. B TbkaHHUTE OaHKM ce U3BBPIIBAT JCHHOCTH MO aCHCTUPAaHA PEIPOAYKIIHS, KOTaTo
ca HaJuLe:

6.1.1.3a neiinoctute, onucanu B T. 5.1.1:

6.1.1.1. nanuuue Ha OOKC 3a eKCHepTH3a, ETUKeTHpaHe M o0paboTka Ha
CIIEpMAaTO30H/IH;

6.1.1.2.cTas 3a CEpMOOT/IEIISIHE;

6.1.1.3.xpuobaHnka;

6.1.2.3a neitHoctute, onucanu B T. 5.1.1u/umm Te3u B 1. 5.1.21 5.1.3:

6.1.2.1. HanyuMe Ha MPOCTPAHCTBEHO 000COOEHAa CTPYKTypa IO acHUCTHpaHa
PenpoyKIus;

6.1.2.2.cTas 3a CIEpMOOT/IEIISIHE;

6.1.2.3.xkpnobaHka;

6.2. B TbKaHHU OaHKH, MHIUBUAYAJIHH WJIN TPYNOBU MPAKTUKH 32 CHEIMATM3HpaHa
MEIMIMHCKAa MOMOIIl HE C€ paspelaBa Ja Ce W3BBPIIBAT WHBA3WBHUTE MPOLEIYPU IPH
acHCTUpaHa PENpOIyKIIHs, 2 IMEHHO:

6.2.1.exorpadcKu KOHTPOJIMPAHA MYHKIHMS Ha SHYHUIUTE;

6.2.2.1amapocKoICKy KOHTpOIMpaHa myHKius Ha siitaaunure, GIFT u ZIFT;

6.2.3. mocraBsiHE Ha MPEIUMIUIAHTALIMOHHU 3apOJMIIM B MaTOYyHAaTa KyXHMHAa Ha
KEeHara,

6.2.4.eMOpuoOpeTyKIHS.

7. MUHUMaTHUTE U3UCKBAHMS 32 OMMCAHUTE B TO3M pa3ziel IOMEIICHHUS ca TIOCOYCHH
B pazzaen VIl ot crangapra.

8. JleueOHuUTE 3aBeleHMsI, W3BBPIIBAIIM ACHUCTHPAaHA DPEMPOIYKIHUS, UMAT MPUETH
BBTPEIIHNA JOKYMEHTH, KOUTO PErJIAMEHTHUPAT WM PETUCTPUPAT YCTPOHCTBOTO M JICHHOCTTA
Ha JIe4eOHOTO 3aBEJICHNE TI0 OTHOLICHUE Ha aCUCTUPAHA PEIPOLYKIIHS.

9. BpTpemnu J0KyMEeHTH ca!

9.1. IlpaBUJIHUK 32 YCTPOMCTBOTO M AEHHOCTTa M BBTPELIHUS peA Ha JIe4eOHOTO
3aBeJICHHE;

9.2. UIBXHOCTHUTE XapaKTEPUCTHKH Ha TMEepcoHaya, paboTen] B CTPYKTypHUTE,
OCBIIIECTBSBAIIN aCHCTUPAHA PEMPOTyKIINS;

9.3. MEIUIIMHCKH aJITOPUTMH 3.

9.3.1.quarHocTrka Ha UHGEPTUITHA TBOUKA,;

9.3.2. noaroroBka Ha MH(pEpTWIHATA JBOMKA 3a OCBIIECTBSBAHE Ha AaCHUCTHpaHa
PenpoyKIus;

9.3.3. XxopMoHaNHa TOJJIpBXKKAa Ha JyreanHata (asza ciel HHCEMUHAMS WIH
emOpuoTpancdep;

9.4.opraHu3anoHHU (JJOTHCTHYHU) aITOPHUTMHU:

9.4.1.mpaBuina 1 MapIIpyT MPU HAJTMYKE HA CIEIIHOCT,

9.4.2.nejicTBue pu U3BBHPEHU 00CTOsITENCTBA (OSICTBHS, aBapHH U IPYTH);

9.4.3.ycnoBus 1 pel 3a IJIAHOBA U CIEIIHA XOCTUTATN3AIINS;

9.4.4.npaBuna 1 mpoIelypH MPH HACTHIIBAHE HA CMBPT;

9.4.5.rpadux Ha neiHOCTHTE;

9.4.6. npaBuna u mpoueaypu 3a 0e30macHo OopaBeHE ¢ OMOJIOTHYHH MaTepHald U
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XMMUYECKU BEIIECTBA,

9.4.7.ynpaBieHrue Ha OMOJIOTUYHUTE OTHAABIU U IPYTH,

9.4.8. mpaBuna ¥ TpOLEAYpPH 3a CBOEBPEMEHHO CBHOOIIABAaHE, PETUCTPUPAHE,
JOKJIaJIBaHe M TpeaBaHe Ha WHGPOpMAIMS 3a CEPUO3HUTE HWHIUACHTH M CEPUO3HHUTE
HEXXEJIaHW PEeaKLUu TpH:

9.4.8.1.B3eMaHeTO HA CIIEPMATO30HIH OT CHIIPYT/TAPTHHOP MM AaHOHUMEH JAPHUTE;

9.4.8.2 uHayKIUs Ha OBYJIALUATA U KOHTPOJIUPAaHa OBApUATHA XUIIEPCTUMYIIAIHS,

9.4.8.3. mocTaBsHETO B TSJIOTO Ha >KEHaTa Ha OOpabOTEHH CIEPMATO30MAM OT
ceipyra/mapTHpopa WJIM OT aHOHHUMEH JapuTell, OBOLUTH WIH TPEIUMIUIAHTAIMOHHH
eMOpHOHY,

9.4.8.4.B3eMaHeTO Ha OBOIUTU MOCPEACTBOM SIMUHMKOBA (POIMKYIIHA MYHKUHUS TOJ
exorpa)cku MM J1arnapoCKONCKA KOHTPOJI U CBBP3aHOTO C TOBA MpUJIaraHe UM HelpuiiaraHe
Ha JIOKaJTHa MJTK 001112 aHeCTe3Hs;

9.4.8.5. excieptu3zata, 006paboTKara, €TUKETHUPAHETO, ChXPAHABAHETO HA OBOIIMTH,
CIIepMAaTO30HIU U MPEIUMILIAHTAIMOHHU eMOPHUOHH;

9.4.8.6.pa3BUTHETO HAa OBAPHAJICH XUIIEPCTUMYIAIIMOHEH CUHJIPOM,

9.4.8.7. uMmnnaHTanuATa Ha eMOPHOHHM NPH TPU- U TOBEYE IUIOJHA OpPEeMEHHOCT U
M3BBbHMATOYHA OPEMEHHOCT CJIE]] ACUCTUPaHAa PETPO YKL,

9.4.8.8.eMOpuopenykuus Ha MHOTOIUIOIHA OPEMEHHOCT;

9.4.9. mpaBusa M MpOLEAYpH 3a MpOcensiBaHE OT JOHOpa 1O pPELUUITHeHTa Ha
AWLEKIETKUTE, CIIEPMATO30MIUTE U 3UTOTUTE, KAKTO M Ha MPOIYKTUTE U MaTepHAUTE, KOUTO
BIIM3aT B KOHTAKT C SIMIIEKIETKUTE, CIEPMATO30MAUTE U 3UTOTHTE U Ca CBBP3aHM C TAXHOTO
KauyecTBO U 0€30IaCHOCT;

9.5. 10KyMeHTUpaHU MEpPKH 3a YIpPaBJICHUE Ha PUCKA,;

9.6. nexnapauu 3a “HGOPMUPAHO Cchriacue U HHPOPMHUPAH OTKA3;

9.7.BBTpEIIHN CTaHAAPTH3UPAHU (PopMaTH 3a:

9.7.1.1aHHU OT U3CIEABAHUS U MIPETIICIN;

9.7.2. cTUMynallMOHHU TPOTOKOJIM 32 MHIYKLMS Ha OBYJAIMATa M KOHTPOJHpaHa
OBapuaJIHa XUIIEPCTUMYJIAINS;

9.7.3.11CT 32 HcTOpUS HA 3a00JISIBAHETO;

9.7.4. emOpuonOrM4eH NUPOTOKON (IPOTOKON 3a OTpa3sBaHe Ha JAaHHHUTE OT
JIEWHOCTUTE B CTPYKTypaTa IO acUCTHpaHa PENpOIYyKIHUs IpH OIUIOKJaHE HH BUTPO U
TpaHcdep Ha eMOPUOHM);

9.7.5.enukpu3a,

9.7.6.aHKETHU KapTH;

9.7.7. wHpopManus 3a TMAUEHTUTE OTHOCHO TEXHUTE TMIPaBa, 3aTbJDKCHUS,
NpeBapUTENICH PEXHUM, clie]l JeueOeH peXUM, IICHOPA3IUCH U APYTH;

9.8.crannaptau oneparuuu npoueaypu (COII) oTHOCHO:

9.8.1. ycraHOBsIBaHE M JOKYMEHTHpPAHE CaMOJMYHOCTTA Ha JIUIATa, y4yacTBAIlU B
acHCTUpPaHa PEnpOAYKIIHs, HA TOHOPU U PELUIEHTH;

9.8.2. u3pazaBaHe M TOKYMEHTHUpAaHE Ha CBhITIACHETO Ha JIMIIaTa ChITIACHO 3aKOHA 3a
31IpaBeTo;

9.8.3.011eHKa HA KPUTEPUUTE 3a TOJ00P Ha IOHOPH,

9.8.4.011eHKa Ha U3BBPIICHH JIAOOPATOPHH U3CIIEIBAHUS HA JOHOPH;

9.8.5.B3eMaHe Ha PENPOAYKTHBHH KJIETKU B 3aBUCHMOCT OT CIEIM(HKAaTa Ha TUIA
JIOHOp U CHOTBETHHUTE PETIPOJYKTUBHU KIIETKH C TapaHTUpaHe 0e30MacHOCTTa Ha IOHOPHUTE, B
T.4.
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9.8.5.1 uHayKIUS Ha OBYJIALMS M KOHTPOJIMPAHA OBapHAaIHA XUIIEPCTUMYIIALU;

9.8.5.2. 106MB Ha OBOIUTH upe3 eXOorpadCcKu WM JaNapOCKOINCKH KOHTPOJIHpaHa
(bonuKyIHa TyHKIHS,

9.8.6.1mocTaBsiHE HA TaMETH/3UTOTH, B T.4..

9.8.6.1.uHCceMuHanusi ¢ 00pabOTEHU CIEPMATO30MIN OT ChIpyra (mapTHbOpPA) WU
JapuTen,

9.8.6.2.em0puoTpancdep;

9.8.7.ekcniepTusa Ha PENPOIYKTUBHU KIETKH;

9.8.8.00paboTKa Ha penpOAYKTUBHU KIIETKH;

9.8.9.mosryyaBane Ha peNpPOAYKTUBHU KIIETKH;

9.8.10.0omakoBaHe Ha PENPOTYKTUBHU KIIETKH;

9.8.11.eTukerupane Ha PENPOAYKTUBHH KIIETKH,

9.8.12. TpancniopTUpaHe Ha PENpPOJYKTUBHU KJIETKU JO JIe4eOHOTO 3aBElCHUE, B
KOETO T€ IIe Ce H3IMOJI3BAT, M3CIEABAT WM CHXpaHSABAT, WIM JO IMEPCOHaja, KOraTo
NEWHOCTUTE C€ U3BBPIIBAT B €IHO JICUEOHO 3aBEICHUE;

9.8.13.cpxpaHsBaHe Ha PENPOAYKTUBHU KIIETKH;

9.8.14.npoBepka Ha BCsIKa MapTUa PENPOAYKTUBHH KIETKH U MTPOOH OT TSIX OTHOCHO
TAXHOTO Ka4eCTBO;

9.8.15.npenocraBsiHe Ha PENPOIYKTUBHU KIETKH;

9.8.16. ynpaBiieHue ¥ M30JMpaHe HAa MAPTUAM PETPOIYKTUBHU KIETKH, KOUTO HE
OTrOBapsT Ha M3UCKBAHUATA 32 Ka4eCTBO, KAKTO M Ha TaKUBa, NPH KOUTO PE3YITATUTE OT
M3BBPIICHUTE U3CJICABAHNS Ca HEII'BJIHHY,

9.8.17. MUHUMU3UpAaHE HA PHUCKa OT 3apa3siBaHEe HAa PEHPOAYKTHBHHUTE KIETKH OT
JIMIIaTa, KOUTO U3BBPILIBAT ACHHOCTH 110 aCUCTUPaHa PEHPOAYKIIHS, KOraTo Te ca HOCUTEIH Ha
3apa3Hu 0OJEeCTH;

9.8.18. criermanina 06paboTKa M OTAETHO CBHXpaHABAHE HA CIEPMATO30MIU TIPH
ciyyait Ha HIV 1 u 2 no3utuBHY jnna (mpu JiedeOHM 3aBeICHUS, KOUTO II¢ M3BBPIIBAT TaKaBa
JICHHOCT);

9.8.19.mouncTBaHe U CTEpUIM3AIM HA MHCTPYMEHTH 3a MHOTOKpaTHa yrmoTpebda c
1eJT YHUIIIOKaBaHe Ha WH(EKIIMO3HU areHTH;

9.8.20.pasrnexaane M oueHsBaHE e(PEeKTHBHOCTTA HAa CUCTEMaTa 3a yIpaBlIeHHUE Ha
Ka4ecTBOTO C L€ TapaHTUpaHe Ha HEMpPeKbCHATO M CHUCTEMAaTHYHO ONTHMHU3HMpaHE Ha
JIEWHOCTHUTE 110 aCUCTHPAHA PETIPOIYKIIHS,

9.8.21. chxpaHsiBaHE W OTYMTAHE HA PETUCTPUPAHUTE JAHHU 32 JEHHOCTHTE IO
acHCTUpaHa PerpOayKIINS;

9.8.22. xOoHTpON Ha JOKYMEHTalusATa IO Ta3d Hapenda 3a OCUTYpsBaHE Ha
BB3MOKHOCT 3a pa3riieKJaHe U MPOCIe/sIBaHe Ha JBI)KEHUETO Ha JJOKYMEHTHTE U IPOMEHHUTE
B TSX C II€J U3M0JI3BaHE CaMO Ha aKTyallHU JOKYMEHTH,

9.8.23. 6nokupane, W3TETASHE W YHHIOKABAaHE Ha SHIEKICTKH, CIIEPMATO30UIU U
3UTOTH,

9.8.23.1 610Kupane Ha SUIEKIETKH, CIIEPMATO30UIN U 3UTOTH;

9.8.23.2u3TernsHe Ha SUIEKIETKH, CIEPMATO30UIN U 3UTOTH;

9.8.23.3 yauioxkaBaHe Ha SMIIEKIETKH, CIIEPMATO30U I U 3UTOTH,

9.8.23.4.10KkyMeHTHTE, KOUTO C€ CHCTABSAT MPU PErUCTpUpaHe Ha MHPOpMALUATA 32
OJOKHMpaHe, U3TETJITHE U YHHUII0)KaBaHE Ha SHIIEKIICTKH, CIIEPMATO30UIN U 3UTOTH.

Pazgen Il
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[IpaBocmocoOHOCT HA  JUIA, OCHIIECTBSABAIIM JCHHOCTH 1O  acHCTHUpaHa
penpoaykuus. HuBa Ha KOMIOETEHTHOCT U OTTOBOPHOCT INPHU M3BBHPILIBAHETO HA JEWHOCTHU 3a
aCUCTUpaHa pernpoayKIHs

1. JleueGHO 3aBeneHHE, KOETO pabOTH C PENpPONYKTHBHM KIIETKH, € JTBXKHO Ja
OTIpesieNd OTTOBOPHO JIMIIE 1O aCUCTHpaHa penpoaykuus. OTTOBOPHOTO JIMIE C€ OMpeness
ChC 3aIl0Be]l Ha PbKOBOIUTENS Ha JIe4yeOHOTO 3aBe/ICHHE.

1.1. OTroBopHOTO nMIE MO acuCTHpaHa PENpOAYKLHsS OTroBapsi Ha CIEIHUTE
M3HCKBAHUSA:

1.1.1.uma mocTostHEH azipec Ha TepuTopusiTa Ha PenyOnuka boarapus;

1.1.2. uma oOpa3oBaTeNHO-KBATH(DHUKAIIMOHHA CTETIEH MArucThp MO MEIUIIMHA WU
10 OMONIOTHYHM HaykH (OMOJIOTHs, OMOTEXHOJIOTHS, MOJIEKYJIsIpHA OHOJIOTHSI);

1.1.3. uma MuHMMYM 3 TOJMHM OTMHT B 00JIACTTa Ha aCUCTUpPaHA PEMPOAYKIHS HpU
YOBEKa, JI0Ka3aH C JAEKIapanys OT PBKOBOJUTENS Ha Je4yeOHOTO 3aBeleHHE, B KOETO €
MPUI0OHT;

1.1.4.1e 3aemMa chIllaTa JTHKHOCT B IPYTro Je4eOHO 3aBe/ICHUE,

1.1.5. mpenoppUMTENIHO € JIMIETO Ja TNpUTekaBa KBATU(PHUKAIMA IO 3]IpaBeH
MEHHUJKMBHT.

1.2.JIunero mo T.1.1e KOMIETEHTHO ¥ HOCH OTTOBOPHOCT 34!

1.2.1. cbOTBETCTBHETO HA U3BBPIIBAHUTE JACHHOCTH 10 B3EMaHE, IOCTaBSHE,
eKcrepTu3a, 00padoTKa, €TUKETUPAHE M ChXpaHSBAaHE Ha SIMIIEKICTKH, CIepMaTO30MIN WU
NPEeIUMIUIAHTAlMOHHU €MOpPHOHM C M3UCKBAaHHMATa Ha TO3M CTaHAApT M JUpeKTuBu
2004/23EC u 2006/17EC;

1.2.2.mpenocraBsiHe upe3 PHKOBOIUTEINS HA JIEYEOHOTO 3aBEICHNE HAa He0OXoIMMaTa
uHopmarus Ha komrereHTHHs oprad (MAT);

1.2.3.0chIiecTBIBAHETO HA BHTPEILIEH U ChACHCTBUETO MPH BHHILEH KOHTPOJI;

1.2.4 nopnbpxaHe Ha CIy)KeOHHs perucTsp 1o wi. 132,am. 1 33;

1.2.5.ynpaBneHneTo U KOHTPOJIa Ha Ka4eCTBOTO;

1.2.6. opranmzammsTa Ha noabopa, OOy4yeHHMETO M  MOBMIIABAaHETO Ha
KBTM(DUKAMSITA HA TIEPCOHAIA;

1.2.7.M30bIHEHNETO Ha KJIAYy3UTE OT JIOTOBOPUTE C (PU3MUECKU U IOPUIMUECKH JIHIIA
(mocraBumnyM, TpaHCIOPTHH (QUPMH, JI€YCOHM 3aBElCHMS, MAIMEHTCKH ©  JAPYTH
HETIPaBUTEIICTBCHN OpPraHU3allMd M JIPYTH), KOUTO HMMaT OTHOIICHHWE KbM aCHCTHpaHAaTa
PenpoyKIHs;

1.2.8.KOHTpOJ N0 TOJIbpXKAHE U yIpaBJIeHHE HA CUCTEMUTE 32 PAHHO OTKPUBAHE U
pasciieZiBaHe Ha CEPUO3HU HEXKENaHW PeakIMy M CepUO3HH HMHIMICHTH, 33 CBOEBPEMEHHO
cboOlIaBaHe, PETUCTpUpaHe, MOKIAJBaHE W TperaBaHe Ha HMHGOPMAIMS 3a CEPHUO3HHUTE
MHIUJICHTH U CEPUO3HUTE HEXKEIaHU PEaKLUU U 3a OJIOKMpaHe, U3TErIITHE ¥ YHUIO)KaBaHE Ha
AWLEKIETKH, CIIEPMATO30MAN M 3UTOTH, KOMUTO MOTaT Ja JOBEJaT JI0 CEpHUO3HU HEXKEJTaHH
peaKIMy U CepUO3HU UHIIUJICHTH,;

1.2.9. upe3 pbKOBOIMTENS Ha JIeYeOHOTO 3aBelneHHEe 3a moaaBaHnero B MAT Ha
JOKJIaJX 332 CEPUO3HU HEXKETIaHU PEAKIIMU U CEPUO3HHU MHIMJEHTH B /-THEBEH, CbOTBETHO 14-
JTHEBEH CPOK OT YCTaHOBSIBAHETO HM;

1.2.10. moxabpikaHeTo Ha BBTPEIICH ''CIIY)KEOEH PETHUCTBP 332 CEPUO3HM HEKETaHU
PeaKIMy U CEpUO3HU MHIMICHTH U 32 CBOEBPEMEHHOTO BITMCBAHE B HETO HAa OOCTOSTENICTBATA
OKOJIO BB3HUKHAJIUTE CEPUO3HH HEXKETaHW PEaKIUH U CEpUO3HM HHIMJICHTH, KaKTO U 3a
MEpKHTE, KOUTO ca OWJIM IPENPUETH BbB BPB3Ka C TAX;
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1.2.11. mepuoaMyHOTO uU3Mpam@aHe Ha "nmoknan 3a Oe3zomacHoct” B HAT ¢
0000I1IeHNTE TaHHH 32 BH3HUKHAIUTE MPE3 OTYSTHUS MEPUOJT CEPUO3HH HEXKEIIaHU PEAKIUU U
CEpUO3HH UHIUJICHTH;

1.2.12. cBoeBpeMeHHOTO OJOKUpaHe, M3TETISHE W YHUIIO)KaBaHE Ha SUIEKIIETKH,
CIIEpMAaTO30HIU 1 3UTOTH,

1.2.13.u9pe3 pbKOBOJMUTENS HA JEUeOHOTO 3aBEACHUE, MEPHOAMYHOTO TOKIIAJABAHE B
NAT na 0000menuTe HJaHHH 3a Oposi Ha ONOKUPAHUTE W3TETJICHUTE W YHHIIOXEHHU
SAWLEKIETKH, CIIEPMATO30UIN U 3UTOTH.

2. B neyeOHO 3aBeneHue, KOETO PabOTH C PEMPOJYKTUBHU KIIETKH, CAMOCTOSTEIIHO
KaTo JIEKapu MOTraT Jia MPaKTUKyBaT MEIUIIMHCKUTE ACWHOCTH 3a aCUCTHpaHa PEnpoayKIUs
JIMIIA, OTTOBAPSIIH HA CICIHUTE U3UCKBAHHUS:

2.1.umat oOpa3oBaTeIHO-KBATH(PUKAIIMOHHA CTETICH MaruCThp MO MEAHIINHA,

2.2.umat npuo0UTa CIEIHATHOCT MO aKYIIEPCTBO U THHEKOJIOTHS;

2.3.uMart noBede OT 3 TOJUHH OTHT B 00JIACTTa HA aCHCTUPAHATA PEIPOYKIIHS MO
PBKOBOACTBOTO Ha JpYyr KBalu(uUIUpaH 3a ToBa JeKap, JOKa3aH C JeKiapauus OT
PBKOBOAMTEINS Ha JIEYEOHOTO 3aBEACHHUE, B KOETO € MPHUIO0UT;

2.4. na ca yyacTtBaJdu BBB ()OPMH Ha IMPOIBIDKABAIIO MEIUIIMHCKO OOydeHHE IO
CIICZIHUTE TEMU:

2.4.1.cTepuInUTET UK PEPOTYKTUBHA €HIOKPUHOJIOTHS;

2.4.2.exorpadus;

2.5. mpenoppUMTENIHO € Ja ca y4yacTBaJM M BBB (OPMH Ha MPOJBIDKABAIIO
MEIUIUHCKO 00y4YeHHE TIO CIEHUTE TEMHU:

2.5.1.nanmapockonust Wi MUHUMAJIHO HHBa3HBHA XUPYPTHUS,

2.5.2.XucTepoCcKomnus;

2.5.3.penpoIyKTUBHO U CEKCYaJIHO 3/IpaBe U Jp.

3. Jlunata, KOUTO HE OTTOBAPAT HA M3MCKBAHUATA MO T. 2, MOTAaT Ja MPAaKTUKYBaT
KaTo JIeKapd MEAMLUHCKUTE IEWHOCTH 3a aCHCTHUpaHa PENpoIyKLHUs, aKO OTroBapsAT Ha
CIICZIHUTE U3UCKBAHHUS:

3.1.umat oOpa3oBaTeIHO-KBATH(PUKAIIMOHHA CTETICH MaruCThp MO MEAHIINHA,

3.2.umat npuao0UTa CHEIMATHOCT MO aKYIIEPCTBO U THHEKOJIOTHS,

3.3. paboTAT caMoO MOJA HENOCPEACTBEHOTO PBHKOBOJCTBO HA JIMIIE, OTTOBApsIIO Ha
M3MCKBAHUATA HA T. 21 HOCEIO II'BJIHATA OTTOBOPHOCT 3a JICUCTBUATA UM.

4. B neueOHO 3aBeAcHHME, KOETO pPabOTH C PEnpoayKTHBHU KJIETKH, MOraT Ja
NPAaKTUKYBaT  CaMOCTOATENIHO  OHOJOTMYHO-Ia0OpPAaTOPHUTE METOAM 32  acHUCTHpaHa
PenpoTyKIHKs JIULIA, OTTOBAPSIIH HA CIEAHNUTE U3UCKBAHUS 32 KBATU(UKAIUSA U OTIHT:

4.1. nmpurexaBar eaHa OT cheanute kBanupukanmu no T. 4.1.1 - 4.1.3wu
kBanuukanms mo T. 4.1.4:

4.1.1. o6pa3oBarenHO-KBAIN(UKAIIMOHHA CTEIIEH MarucTbp MO €JHA OT CIICAHUTE
OMOJIOTUYHU HAYKH - OMOJIOTHSI, OMOTEXHOJIOT U, MOJIEKYJIIpHA OHOJIOTHS;

4.1.2. oOpa3zoBarenHO-KBAIM(UKAIIMOHHA CTENEH MAarucTbp MO MEAWIMHA |
CIELUATHOCT MO0 MEAULIMHCKA OMOJIOTHS;

4.1.3. Hay4Ha CTEMeH B 00JacTTa Ha PENpoayKTHBHATa OMOJIOTHS WM KIMHUYHATA
eMOpHOJIOTHS;

4.1.4. umarT Hal-ManKO JBETOJMIICH OMUT B oOoOJacTTa Ha acucTHpaHaTa
penpoIyKIHus, J0Ka3aH C JeKJIapalus OT PbKOBOIUTENS Ha JIeYeOHOTO 3aBe/ieHHE, B KOETO €
MPUIOOHT.

5. Jlunata, KOUTO HE OTTOBapAT HA M3MCKBAHUATA MO T. 4, MOTraT Ja MPaKTUKYBaT
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OMOJIOTUYHO-TA00PATOPHU METOJIM 3a ACHCTUPAaHA PENpPOAYKIUS €JHHCTBEHO aKO CE CIa3BaT
CIICZIHUTE U3UCKBAHHUS:

5.1.1. umar oOpa3oBareNHO-KBATM(HUKAIIMOHHA CTENEeH OakaiaBbp MO OHMOJOTHYHHU
HayKd WK 00pa30BaTeHO-KBATU(HKAIIMOHHA CTETIEH MarucThp MO MEAULIMHA,

5.1.2.paboTsT MO HETIOCPEACTBEHUS KOHTPOJI Ha MPABOCIOCOOHO JIUIIE, OTTOBAPSIIO
Ha U3UCKBAHMUATA HA T. 4,

5.2. B ne4yeOHO 3aBeJeHHE, KOETO pabOTH C PENpPOAyKTUBHU KIETKH, €
MPENOPBHUUTENHO J1a paboTAT Ha TPYIOB JOTOBOP WIIM KaTO KOHCYJITAHTH U JIMLA ChC!

5.2.1. oOpa3oBaTenHO-KBaIH(PUKALIMOHHA CTEMEH MAarucTbp IO MEAUIMHA |
CIELIUAIHOCT 0 aHECTe3Usl M MHTEH3UBHO JICUCHHUE,

5.2.2. o0Opa3zoBaTenHO-KBATM(PUKALIMOHHA CTEMEH MAarucTbp IO MEAULUHA |
CIIELIUATHOCT IO YPOJIOTHS M aHAPOJIOTHS;

5.2.3.1cuxoor.

6. JIunata mo To3u paszgen paboTAT B J1e4yeOHOTO 3aBEICHHME MO TPYIOB WU JIPYT
JOTOBOP, KaTO KOHKPETHUTE UM 3aIbJDKEHUS BBB Bpb3Ka C JEHHOCTUTE MO acHUCTHpaHa
penpoIyKiys, KOUTO U3BBPILIBAT, Ca HAJUIEKHO PA3MIUCAHH.

Pazgen IV
MenuuuHCKH JCWHOCTH W OWOJIOTMYHO-Ta00paTOPHU METOAM, NpUJIaraHu MpU
aCUCTHpaHa pernpoayKIHs

1. AcuctupaHara pemnpoayKuusi c€ Ipuiara, KOraTo ChCTOSIHUETO Ha MBKa WU
’KeHaTa He M03BOJISIBA OCHIIECTBSABAHE HA PEIPOJYKTUBHUTE UM (DYHKIIMU MO €CTECTBEH BT U
BKJIIOYBA CJICTHUTE BH3MOKHU JIHHOCTH U METOJH:

1.1.MenuuuHCKH (OCHOBHO OT 00J1aCTTa Ha aKylIEPCTBOTO M THHEKOJIOTUSTA):

1.1.1.xoHCYyATHpaHE HA TAMEHTH ¢ OE3II0Iue;

1.1.2. Ha3HayaBaHe W W3BBHPIIBAHE HA JUArHOCTUYHU MPOLEAYPU M U3CIEIBAHHS C
11eJ1 yTOYHSIBaHE Ha BUa Ha O€3IUI0OAMETO U BOJCHIUS (GaKTOp B HETO;

1.1.3.ompenensHe Ha MOBEICHUETO U METOAUTE 32 aCUCTHPAHE Ha PENPOIyKIIUATA,

1.1.4. nazHauaBaHe W M3BBPIIBAHE HA JOMBJIHUTEIHU AUATHOCTUYHHU MPOLEIYPH,
U3CIEIBAaHUS M TOJTOTBUTEIHH MEPONPUATHS TPEAU OCHIIECTBABAHE HAa aCHCTUpPaHa
PenpoyKIus;

1.1.5.unayKIus Ha OBYJIAMATa C MEAMKaMEHTH, Bb3ICHCTBAIIN BbPXY XHIIOTAIaMO-
XU (pHU3apHO-IHIHUKOBATA OC;

1.1.6. KoHTpONIMpaHa OBapHalIHA XUIIEPCTUMYNALUS C TOHAJAOTPOIIHA XOPMOHHU ChC
i 6e3 ynorpebara Ha aHAIO3U HAa TOHAI0JIMOEPHHA;

1.1.7.npocnensBane Ha SIMUHUKOBUS U €HIOMETPUAIHUS OTTOBOP KbM IPHIIOKEHUTE
MEIMKAMEHTH C IIOMOIITa Ha TPaHCBAarMHAJIHA eXorpadus U ONpeeisiHe XOPMOHATHUTE HUBA
Ha HIKOU XOPMOHHU,;

1.1.8. ompenensHe MOMEHTa Ha OBYJIamusATa WIM (OJUKYITHATA ITYHKIUS,
MHCEeMMHAIUS Ha JKEHAaTa IMOCPEICTBOM IIOCTABSHE BHB BIIATAUINETO, HEPBUKATHHI KaHAJ
WIM MaTOYHaTa KyXuHa Ha 00pabOTEeHH CIIepMaTO30MIH OT ChIpyra (HapTHbOpA) HIH OT
aHOHUMEH JJapuTel,

1.1.9.noaroToBKa Ha MarMEeHTUTE 3a (HOJIMKYIHA MyHKIUS U TpaHChep Ha eMOPUOHH,

1.1.10.nonyuyaBane (noOMBaHe) HA SHIEKICTKUA NOCPEACTBOM SHUHMKOBA (OITHKYIHA
MYHKLHUS 0] eXOrpad)CKu WK JIAapOCKOIICKU KOHTPOT;

1.1.11. nocraBsHe Ha MPEeIUMIUIAHTALIMOHHM EMOPHOHM B MaToyHaTa KyXWHa
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(emopuotpanctep (ET);

1.1.12.nocraBsine Ha 3urotu (ZIFT) win siinexnerku u crnepmaro3ouau (GIFT) B
MaTOYHHUTE TPHOH IMOJI JAMAPOCKOTICKH KOHTPOT,

1.1.13.na3HauaBaHe HA XUTHEHHO-AUeTHUeH pexkuM (XJIP) u nmoprbpixkaina Tepanus
C XOPMOHHU | JIPYTH METUKaMEHTH Tpe3 yTreanHara (hasa;

1.1.14 panna quarsHosa Ha OpeMEHHOCTTa U Ha3HAuYaBaHE Ha Teparus, MPOTEKTHPaIla
paHHaTa OpeMEeHHOCT;

1.1.15.emOpuopenykius;

1.1.16. nabupane, KOHCYITHpaHE, Ha3HAYaBaHE HA W3CJCABAHMS HA TMOTEHIIUATHU
JIOHOPH Ha SULIEKIETKH.

1.2. buonoruyHo-1ab0paTopHU:

1.2.1. cmepmajneH aHanu3 (OICHKA HAa KA4yeCTBOTO HA CEMEHHATa TEYHOCT),
BKJIFOUMTEIHO M EKCIEepTH3a Ha CIEPMATO30UAM, MOJUIekKAIlH Ha oOpaboTKa, ChXpaHEHHE,
MOCTaBSHE WIIU TPEJOCTaBSHE;

1.2.2. oOpaboTka Ha CEMEHHa TEYHOCT C IIeNl ChbXpaHEHHUE, MPEJOCTaBSHE WU
M3I0JI3BaHE 32 MHCEMUHAIIUS WM UH BUTPO orutokaane (Bki. upe3 ICSI);

1.2.3.cpxpaHenue Ha 06pabOTEHN CIIEPMATO30UIH Ype3 KPHOKOHCEPBALIHS;

1.2.4.npepocTaBsine Ha 0O6pabOTEHHU CIIEPMATO30MIM 32 ACUCTHpPAHA PETPOIYKLHUS B
JpyTy JeueOHH 3aBEICHHUS;

1.2.5.excrieptusa Ha GoJIMKyIapHH TEYHOCTHU (acmupaTtH) C 1el UACHTH(UIMpaHe 1
eKCIepTH3a Ha HAJTMYHUTE B TSIX SHIEKIICTKH,

1.2.6.00paboTKa Ha SHIEKIIETKH,

1.2.7. onnoxnaHe Ha SHIEKIETKH C 00pabOTEHM CIEPMATO30MIM OT ChIpyra
(mapTHBOpA) MK TOHOP UpE3:

1.2.7.1 xmacu4yecKo WH BUTPO OTUIOXKJIAHE,

1.2.7.2 mukpomanunynanus Ha rameTs (ICSlu npyru nomgo0OHu);

1.2.8.011eHKa Ha OIJIOKAAHETO;

1.2.9.00paboTka Ha 3UTOTH U MPEAUMILIAHTAITUOHHU EMOPUOHH;

1.2.10. excriepTu3a Ha NpEeJUMIUIAHTAMOHHM eMOpuoHH u cenekius 3a ET (3a
MOCTaBsSHE B MAaTOYHATA KyXHHA);

1.2.11.0uomcus Ha 61acTOMEpH OT MPEIUMILIAHTAIIHOHHN eMOPHOHHM 32 HY)KIHUTE Ha
npeaMMILIaHTallMOHHATa reHeTnuHa auarnoctuka (PGD);

1.2.12.cpxpanenue (KpUOKOHCEPBAIHs) HA OBOIIUTH;

1.2.13.cexpanenne (KpUOKOHCEPBAIKs) Ha PEIUMILIAHTAIIMOHHU eMOPHOHH;

1.2.14 npenocraBsiHe Ha OBOLIUTHU U MPEAUMILIAHTAIIHOHHU EMOPHOHH;

1.2.15. eTukeTupaHe Ha CHEPMATO30UAU, SUIEKICTKH U TMPEIUMILIAHTAIIMOHHU
eMOpHOHY,

1.2.16. wusTeryisiHE W  YHUIOKaBaHE HA  CHEPMATO30MAM, SULEKICTKA U
MpeIMMITIAaHTAIIMOHHU eMOPUOHHU;

1.2.17.nabupane, KOHCYJITUpPAaHEe U Ha3HAUYaBaHE HA W3CJCABAHMS HA MOTEHIIMATHU
CHIEPMOJAPUTEIH.

2. Jlpyru JeHOCTH, CBbP3aHH C aCHCTUPAHA PEIPOTYKIIHS:

2.1. MeMIIMHCKA €KCIIepPTH3a Ha BpEMEHHAaTa HepaboTOCIOCOOHOCT clie/l IpuiiaraHe
Ha aCHCTHpaHa PerpoyKIIHS;

2.2.MEeTONYHA ITOMOIIL;

2.3.Hay4HOU3CIIeI0BATENICKA IEHHOCT;

2.4.00pa3oBatenHa aeiHOCT (00yd4eHHE U MOATOTOBKA HA KAJPH);
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2.5.mMeuko-uHpOpMaIMoOHHa ISHHOCT U Ap.

3. [Ipu ochIecTBsIBaHE HA ACUCTHPAHA PETPOIYKILIUS HE C€ pa3pelaBa:

3.1. B3emaneto (nOOMBaHETO) Ha TaMETH OT HEMBJIHOJECTHH JIMLIA WM TaKHBa,
MOCTAaBEHH I0J 3alpelleHue, ¢ W3KIIOYCHWE Ha CIy4yad, B KOUTO ca HaJUIE Cleuu(pUuIHn
MEIUIIMHCKU TOoKa3aHus (OiM3ka Bb3MOXKHA 3ary0a Ha (DEepTHIIHOCT) M Clel pa3pelieHHE,
noxydyeHo ot UAT;

3.2. B3eMaHeTo (MOOMBAHETO) HA TaMeTH OT MBPTBHU JIMIA WM JIMIA B MO3bYHA
CMBPT;

3.3. U3BBPIUIBAHETO HAa KOHTO M Ja € OT ONMCAaHUTE B TO3M CTaHIAPT METOAU H
JIEWHOCTH 3a aCHCTHUpaHa pPENpoyKuus Oe3 B3eTO NMHCMEHO HMH(OPMHUPAHO ChHIVIACHE OT
JMIIaTa, Ha KOUTO Ce Ipujarar;

3.4. VHCEMHHHMPAHETO Ha J>KEHa WJIM OIUIOKJAHETO Ha OBOLUTHTE W CBC
CIIEpPMATO30HIM OT MBX, KOHTO € B POJICTBEHHM OTHOILIEHHS C HEs 0 IpaBa WM chpedpeHa
JINHUS 10 4 cTelex,

3.5.mocraBsHETO B MaTOYHATa KyXHHA Ha TIOBEYE OT:

3.5.1. Tpu emOpuoHa Ha cTaaui 10 KOMIIAKTH3AIUs, BKIIOUUTENHO MpPHU JIUIA Ha
BB3pacT 10 36 TOIMHM U 10 [BA HEYCIICIIHU MPEIX0KIaiu eMOpuoTpancdepa;

3.5.2.1Ba eMOprOHa Ha CTaAW OJIACTOIMCT MPH JIUIA HA BB3pacT 10 36 TOAMHU U JI0
JIBa HEYCHEIIHU MPEAX0XK AN eMOpruoTpanchepa;

3.5.3.yeTupu eMOproHa Ha CTaaUi 10 KOMIAKTU3ALUs BKIIOYUTEIHO NP JIMLA HA
BB3pacT Haja 36TOMHYN W/WIK Hajl 2 HEYCIICIIHYU TPEIX0KIalm eMOpuoTpancdepa;

3.5.4. Tpu emOpuoHa Ha cTaauii OJIACTOLMCT HpHU JHIA Ha Bb3pacT Haja 36 roAWHU
u/vy Hazl IBa HEYCTICITHY MPEIX0XK Al eMOpHOTpaHchepa;

3.5.5. 1Ba eMOproHa HE3aBUCHMO OT CTafHs, KOTaTO € M3BBPIICHO MOJANOMAaraHe Ha
U3JTIONBAHETO (C XUMHYECKH areHT WJIM Jia3ep) MpH JIMIAa Ha Bb3pacT 10 36 roJAWHH U 10 J1Ba
HEYCIELTHH MPEeAX0XKAaIu eMOproTpaHcdepa,

3.5.6.Tpu emMOprOHA HE3aBUCHMO OT CTa/Hs, KOTaTO € U3BBPIICHO MOANOMAaraHe Ha
U3JTIONIBAHETO (C XUMHYECKH areHT WJIM Jia3ep) MpH JIMIAa Ha Bb3pacT Haa 36 roauHu U Hax 2
HEYCHELTHH MPEeAX0xKAaIN eMOproTpaHcdepa,

3.5.7. yetupu emOpuoHa ciel KPHOKOHCEpPBALMS M pa3Mpa3siBaHE HE3aBUCHUMO OT
CTagusi MpH JUIa Ha Bb3pacT 10 36 TOAMHM W JO JBa HEYCHEIIHU MPEeAXOXKIallx
emOpuoTpancoepa,

3.5.8.met emOpHoHa cies; KpUOKOHCEPBALMS U pa3Mpa3siBaHEe HE3aBUCUMO OT CTaHs
OpU JIMIAa Ha Bb3pacT Haa 36 TOAMHM M HAJA JIBa HEYCHEUIHH MPEIX0sKIalln
emOpuoTpancoepa,

3.6. mocTaBsHETO B MaTOYHATa KyXMHA Ha CIEPMATO30UIHM OT JAApPHUTEN, KOUTO HE ca
Ounn oOpaboTeHM M KapaHTUHUpaHu Hai-manko 180 nuu B kpuoOanka; 3abpaHeHH ca
HAaTHUBHUTE MHCEMHUHALIUU OT JOHOD;

3.7. mon3BaneTo Ha OoHOP (Ha CIIEpPMATO30MAM HJIM OBOILIMTH) CIIE/ pealu3upaHe Ha
JOHOCEHU 5 OpEMEHHOCTH OT HETO WJIM Ha JOHOP Ha CIIEpMaTO30UaM ciell peanusupane Ha 20
[IUKBJIa HA UHCEMHUHALIUS, TIPH TIOJIOKEHUE Ue HE € U3BECTHO J0 MOMEHTA KOJIKO OpEMEHHOCTH
ca MOJIy4eHH OT M3IOJI3BAHETO HA KOHKPETHUS JOHOP;

3.8. pa3KpuBaHETO Ha CAaMOJHUYHOCTTA HAa AHOHMMHHUTE JOHOPU HA SIMLIEKICTKH,
CIIEpMAaTO30MIU WIH MPEIUMIUIAaHTAIIMOHHA eMOPHOHHU WJIM pa3rlacsiBaHETO Ha MH(pOpMaLus,
KOSITO OM MOTJIa 1a 0BeAE A0 UASHTH(PUIUPAHETO UM OT PELMITUEHTUTE WM TPETH JINLA,

3.9. KoMepcHanTU3UpaHETO Ha JOHOPCTBOTO Ha CIEPMATO30MIM, SULEKICTKA |
eMOpHOHH, KaTo ce 3a0paHsBa NpeAjaraHeTo Ha MaTepuanHa objara Ha JIOHOpUTE U
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PUEMAHETO Ha TakaBa OT JOHOPHUTE; pa3pelllaBa ce €IMHCTBEHO J1a MM C€ Bbh3CTAaHOBSBAT
HaIpaBeHH Pa3xoH B Pa3yMHHU pa3MepH, CBbP3aHU C aKTa Ha JlapsiBaHe!

3.9.1.3a non3BaHe HA TPAHCIIOPT;

3.9.2.3a mpuunHsIBaHE Ha BpEMEHHA HepabOTOCIIOCOOHOCT, O0JIKa MIIH TUCKOMOPT;

3.9.3.3a cneuu¢uunu nponycHaTH nmoi3u (3aryda Ha Bpeme, Ha JHEBHH MPUXOAU H
ap.);

3.10.mocTaBsiHETO B MATOYHATA KyXMHA HA CIIEPMATO30UIM OT JPYT )KUBOTHUHCKU BU
WINM HA XUMEPHH NPeIUMILIaHTAllMOHHU eMOPHUOHH;

3.11.mocraBsHETO B MaTOYHATa KyXWHA Ha MPEIUMILIAHTAUOHHU €eMOPHOHH, KOUTO
npu oneHka Ha peprmwmsanusra (16 - 24vaca cien HHCEeMHHAIMATA UM) ca OWIIN C TOBEYE OT
7IBa TIPOHYKJIEYCa,;

3.12.penpolyKTUBHOTO KIOHUPAHE;

3.13. u3moJI3BaHeTO Ha METOJM 3a CENEeKIHMs Ha moja (CeKCHHT), ¢ U3KIIOYCHUE Ha
cilly4au, B KOUTO Ca HajMIe CHeuu(UYHM MEAMIUHCKUA TIOKa3aHusi (IOJIOBO CBBp3aHH
TCHETHYHHU 3200JIIBaHNUA);

3.14.mocTuraHero Ha CyporaTHU OpEMEHHOCTH;

3.15. nonopcrBoTo Ha siueknerku ot HIV, HBV, HCV, cudunuc nosutusen
JapuTen,

3.16. moropctBoTo Ha cmepmartozoumu ot HIV, HBV, HCV, cudunuc nosurusen
JapuTen,

3.17. non3BaHeTo Ha crepma oT chopyra (mapTHbopa), B ciaydait 4e Toit e HIV
MO3UTHUBEH, & KEHAaTa € HeraTuBHA, OCBEH CJe] MOJy4aBaHe Ha MH()OPMHUPAHO CHIIIACHE OT
’KeHaTa U TpU YCJOBHs B JIeUeOHOTO 3aBEJCHHE 3a clielualiHa o0paboTKa, eIMMUHHpAIIa
pHCKa OT TPAHCMHKCHS, U 32 OTJCITHO chXpaHeHue (kpuokoHcepBupane) criopen COIT;

3.18. mon3BaHeTo Ha criepma OT chipyra (MapTHHOPA), B CiIy4aidl 4e TOW € cu(UIUC
MO3UTHUBEH, &)XEHATa € HEraTUBHA, 10 M3JIEKYBAaHETO MY,

3.19.non3BaneTo Ha criepMa OT chipyra (mapTHbOpa), B ciydail ue Toit ¢ HBSAQ n
Anti HBC no3utuBeH, axeHaTa ¢ HeraTMBHA M HE € BakcuHHUpaHa cpeiry HBV;

3.20. uncemunupanero Ha HIV no3utuBHa KeHa WIM TOCTaBIHETO Ha
NPEeIUMIUIAaHTAMOHHU eMOPHOHM B MaTOYHAaTa i KyXHHA.

4. Ilpu ochIecTBABAaHE HAa ACUCTUPaHa PEMPOIYKIIUS HE Ce PEnopbyBa!

4.1.cMecBaHETO Ha CIIEPMATO30UH OT MOBEYE OT €JMH UHAUBH],

4.2.cMeCBaHETO Ha OBOIMTHU OT TIOBEYE OT €IMH UHIUBU,

4.3. cMECBaHETO W TOCTAaBIHETO B MaTOYHaTa KyXWHA Ha NPEAMMIUIAHTAI[HOHHU
eMOpPHOHU OT MOBEYE OT eIMH MBXK U e/IHA JKeHa.

Pazgen V
CrenuuyHM MOKa3aTeNy 3a OIIEHKAa Ha KAYECTBOTO

OcBeH apyruTe OOIMIOMEANIIMHCKH MMOKA3aTeH 3a OIleHKa Ka4yeCTBOTO Ha JACHHOCTTA
B JICUCOHHTE 3aBEJICHUS, M3BBPIIBAIIN ACUCTHpPaHA PEMPOIYKIIHS, C€ MpUiIaraT U CICITHUTE
CHEM(PUIHU TOKA3ATEIH:

1. oTHOCHTENEH N1 HA OTHAJHAIUTE KEHU B X0JIa HA aCHCTUPaHA PEMPOAYKIHUS IO
BB3pACT, METOJ U IPUUMHA,

2. cpeneH Opoii B3€TH OBOIIUTH OT €IHA JKEHA,

3. bepTHNM3aMOHEH UH]IEKC TIPH KJIACHYECKO WH BUTPO orioxaane u |CSl,

4. cpenen Opoi (Ha ’KeHA) ¥ OTHOCHUTENICH U Ha MOP(OJIOTMYHO KAueCTBCHUTE
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eMOpuoHu (0 CTauii OT pa3BUTUETO - 3UTOTa/MOpyIa/0acrorucra);

5. cpeneH Opoii TpaHchepupaHu B MaTOYHATa KyXHHa eMOPHOHH M UMILUIAHTALMOHEH
WHJIEKC;

6. cpeneH Opoil M OTHOCHTENICH JsUT Ha MPEeIMMIUIaHTAIIMOHHUTE EMOPHOHH, TOTHH 32
KPHUOKOHCEpBaIus,

7. cpeneH Opoil M TPEXHMBIEMOCT Ha MPEIUMIIIAHTAIMOHHH eMOPHOHH clen
pasMpassiBaHe;

8. mpeXMBsIEMOCT Ha 3aMPa3eHHU U Pa3Mpa3eHH OBOLIUTH U CLIEPMATO30H/IH;

9. Opoil M OTHOCHTENEH /s HAa NAIMEHTKH C JUarHOCTUIIMPAaHA KIMHUYHA
OpEeMEHHOCT Clie/l IpUIaraHe Ha acCUCTUpaHa penpoayKuus (o MeTou);

10. Opoif m oTHOCHTENeH JAfd Ha NAlMEHTKH C paxkJaHe clieJ TMpHIaraHe Ha
aCHUCTHpaHa PenpoayKIHs (110 METO/);

11. Opoif U OTHOCHUTENEH Js/ HAa MAlMEHTKH ChC CEPHO3HM HEXKENaHW PEeaKIUd U
CepUO3HM UHIMICHTH (110 BUI);

12. 6poit 1 OTHOCHTENEH 51 Ha MAIMEHTKH C MHOTOIUIOAHA OpEeMEHHOCT, paHHU
abopTH, KbCHU abOPTH, MPEXKAECBPEMEHHU PaXJaHHs, MbPTHB IUIOJ, €KTOIHMYHA OPEMEHHOCT
(mo muarHo3a);

13. Opoii 1 OTHOCUTENEH A HA CIIyYaH C pealn3upaHa CMBPTHOCT CJIE]] aCHCTUPaHa
PEnpoOTyKIIHS.

Pazgen VI
MeTtoauunu yka3aHus 3a MEOUIMHCKH JEWHOCTU IPH U3BBPIIBAHE HA aCUCTHUpaHa
penpoayKIHs

1. Koncyntupane Ha ManueHTy ¢ 0e311oaue Ipean aCuCTUPaHa Penpo yKIIns:

1.1. u3BppumIBa ce OT JeKap, KBATU(HUIMPAH CBITIACHO H3HUCKBAHUATA HA TO3HU
CTaHJapPT;

1.2.ochbmecTBsiBa ce Ha 0a3aTa Ha CHETa aHAMHE3a M MPEJICTABEHU BCUYKH Bb3MOXKHU
JOKYMEHTH OT MPEAXOJHH TUarHOCTUYHO-TEPANIEBTHYHH JICHHOCTH;

1.3. mo BpeMe Ha KOHCYyITallMiTa C€ W3IOJ3BaT WH(POPMAIIMOHHW (HArJICIHM)
MaTepualid U ce 00OCHOBaBa IMpeJ MAMEHTUTE Hy)XKJaTa OT Ha3HauyaBaHE M U3BBPIIBAHE HA
JMAarHOCTHYHU MPOLEAYPU U U3CIICABAHNUS,

1.4.BpemerpacHeTo Ha KoHCcynTammsara mo T. 1.1 - 1.3e ot 10 mo 30 min.

2. OCHOBHM TMarHOCTUYHU MPOLIETYPU U U3CIICABAHUS Ca:

2.1. 3a Ge3rutoiHaTa /BO¥Ka (KakToO 3a MBbKa, Taka W 3a JKEeHara), ¢ M3KII0YCHHE Ha
NapTHBOPCKO JapsiBaHe MPH JUPEKTHA yroTpeda:

2.1.1.tectupane 3a HIV (Anti-HIV-1,2);

2.1.2.tectupane 3a HBV (HBsAgu Anti HBcC);

2.1.3.tectupane 3a HCV (Anti-HCV-Ab);

2.1.4. tectupane 3a HTLV-1 Ab Bupyc mnpu ciyyam Ha JOHOPH, >KUBECIIH,
MPOU3X0XKAAIIM WM MPUCTUTALIM OT CTPAaHH C IMOBHINEHA YeCcTOTa Ha 3a00JIeBa€MOCT OT
HTLV-1 Ab Bupyc, KaKTO M KOraTo MMaT CEKCYaJHH MapTHbOPH HJIHM POJIUTEIH OT TaKWBa
peruoHu;

2.1.5.tecTupane 3a CUPUITHC;

2.1.6.xpwBHE Tpynu U Rh;

2.1.7.nipu nyxna u npyru usciensanus (HLA, manapus, CMV, Tokcoruiazma u ap.);

2.1.8. mo WHIWMKAMK - TEHETUYHH, HMYHOJOTMYHM M JIPYTH HU3CJICIBAaHUS U
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KOHCYJTAIIHH;

2.2.3a xeHara:

2.2.1.TUHEKOJIOTUYCH TIPeTIe;

2.2.2.TpaHCBarMHaiHa exorpadus Ha MaTbK Ta3;

2.2.3.uepBukanHa nutonamaska (PAP);

2.2.4. MUKpPOOHOJIOTHYHO M3CJICIBAHE Ha BIIAaraJMIIeH/IIEPBUKAJICH CEKPET (BKJ. TpU
Hyxaa 3a Mycoplasma, Ureaplasma sppl-dopmu);

2.2.5.xucrepocannuHrorpadus wiM KOHTpacTHa XHUCTEPOCOHOrpadus;

2.2.6.110 UHMKAIIUY - JTAapOCKOTHs U/WIIH XUCTEPOCKOTIHS;

2.2.7.110 WHIUKAIUU - TIOCTIEIOBATEIHA TPAHCBaruHAIHHU eXorpaguu B 3aBUCUMOCT
OT JTHUTE Ha MEHCTPYaTHUS ITUKBIT;

2.2.8.X0OpMOHAIHH U3CIIeABaHUS, 110 TPOIICHKA,

2.2.9.110 MHAWKAIUY - TECTHPaHE 3a pyOeoJia U TOKCOIIa3Mo3a,

2.2.10.mo WHAUKAIIMY - TECTUPAHE 32 XJIaMU/I1a3a,

2.2.11 1pyru uscnenBaHus OT KPbB M YPUHA,

2.3.3a MBXKa:

2.3.1.cnepmaneH ananu3 (criepMorpama) - BKJI. MOPQOJIOTHS TI0 CTPUKTHU KPUTEPUU
Ha Kprorep;

2.3.2. MUKpOOHOJIOTHYHO H3CJCIBaHE HA CEMEHHa TEeYHOCT (BKJI. HpU HYXJa 3a
Mycoplasma, Ureaplasma sppL-dopmu);

2.3.3.110 UHIVKAIUY - TECTHPAHE 3a XJIaMUI1a3a;

2.3.4.110 UHOVKAIUY - aHAPOJIOTUYEH MPETIIe];

2.3.5.110 MHOVKAIUY - XOPMOHATHH U3CIICABAHUS,

2.3.6.110 UHAMKALIMY - APYTH KPBBHU U3CIICABAHUS.

3. OnpenensHe Ha WHAMKAIIMUTE U KOHTPAMHIUKAIMUTE HA HIKOW OT METOJIUTE 3a
acCHCTHpaHE Ha PENPOAYKIUATA:

3.1.MHIUKAWMY 32 UHAYKIUS HA OBYJIAIUAATA!

3.1.1.aHoBynanus MOPaIU XUMOTOHAAOTPOIEH XUIIOTOHATU3BM UJTH XUMTOTAIAMUIHA
amenopest (WHO | rpyma);

3.1.2. aHoBynamus WIM HEPEIOBHA OBYNAIUS IMOPAAd CHHIPOM Ha SHYHHKOBA
nosmkucrosa (PCOS) (WHO lirpyma);

3.2.KOHTpanHIUKAIINK 32 UHAYKIUS Ha OBYIAIHASTA:

3.2.1.xunepronanorponen xunoronaagussm (WHO 11l rpyna);

3.2.2. nBycTpaHHa HENPOXOAUMOCT HAa MaTOYHUTE TPHOU, OCBEH B Clydail ye mie ce
npuiiara acuctupasa penpoaykuus upes IVF-ET,;

3.2.3.Hanune Ha MPOTUBOIIOKA3aHHUS 32 3a4€BaHe, N3HOCBAHE U POJAOpa3pelIeHUE Ha
OpEeMEHHOCT;

3.2.4. TexXka HEKOpPUTHpaHA TMATOJIOTHUS HAa PENpOAyKTHMBHUTE OpPraHU WU C
XOPMOH3aBUCUMHU OHKOJIOTUYHHU 3a00JIIBAaHHUS;

3.3. MHIUIIMPAHU TIAIUEHTH 32 KOHTPOJMPaHA OBapUATTHA XUIICPCTUMYIAITHS:

3.3.1. )KeHH, BKIIOUYEHH B MIporpaMa 3a MH BUTPO OIUIOKIAHE M TpaHCchep Ha
eMOpHOHY,

3.3.2.5keHH, IOHOPH Ha OBOIINTH;

3.4.KOHTpaWHIUKAIIMK 32 KOHTPOJIMPAHA OBAPUATHA XUIIEPCTHMYTAIIHS:

3.4.1.xumneproHaIoTPOTIeH XUTIOTOHATU3HM;

3.4.2. HanuuyMe Ha TPOTUBOINOKA3aHUS 3a M3BBPIIBAHE Ha SHYHUKOBA (DOJIUKYITHA
MYHKITUS 0T eXOTpad)CKU WITH JaapOCKOTICKU KOHTPOJT,
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3.4.3.Hanuume Ha IPOTUBOIOKA3aHUs 32 3a4eBaHe, M3HOCBAHE M POJIOpa3pelIeHne Ha
OpEeMEHHOCT;

3.4.4. Texxka HEKOPUTHpPaHA TMIaTOJIOTHS HA PENpPOAYKTHMBHUTE OpraHd WIH C
XOPMOH3aBUCUMH OHKOJIOTMYHM 3200 IsIBAaHHUS;

3.4.5. peanmu3upaH TNpU  TOpPEAXOJHA  CTUMYJAMs  TEXBK  OBapHalieH
XUTIEPCTUMYITALIMOHEH CUHAPOM;

3.5. HHIMKAIUK 33 U3BBPIIBAHE HA MHCEMUHAIUSI ¢ 00pa0OTEeHU CIEPMATO30UAN OT
cerpyra (mapTHbOpA) - BIarajuilHa, [IEPBUKAIHA, BTPEMaTOYHA:

3.5.1.He00sCHEH CTEPUIIUTET,

3.5.2. exocreneHeH cyOQepTIINTET MPU MBXKa (JIeKa OJHMro-, aCTEHO- WM TepaTo-
300CHEepPMHS WM KOMOWHALUS OT THX);

3.5.3. Hanuume Ha JOMm TOCTKOWUTAJIEH TECT - MpPEenopbyBa C€ EIUHCTBEHO
BBTPEMATOYHA MHCEMUHAIINS,

3.5.4.Hanuuue Ha CIIEpPMOAHTHUTENA TIPU MbKa H/WIIN JKEeHaTa,

3.5.5. eskynaTopHu pa3cTpoiicTBa pU MbkKa (€peKTUIIHA TUCHYHKIMS, PETPOrpaaHa
eSIKYJIaIysl, TPaBMaTUYHU YBPEKIAHUS HAa TPHOHAYHUS MO3bBK U JIp.);

3.5.6.11pu KeHu ciieq] UHAYKIMS Ha OBYJIAIUATA;

3.6. KOHTpaMHIMKAIlMM 3a M3BBPIIBAHE HAa HWHCEeMUHAIMs ¢ 0oOpaboTeHH
CIIEPMaTO30H M OT ChIIpyra (MapTHHOPA) - BIarajuiHa, [IEPBUKAIHA, BTPEMAaTOYHA:

3.6.1.HenpoX0AMMHU MaTOYHH TPHOH;

3.6.2. yaCTUYHO TPOXOJUMH MATOYHU TPBHOHW, TMPENCTABIISABALIM BHCOK PHUCK 3a
peanu3upane Ha eKTONMYHA OPEMEHHOCT;

3.6.3.BaruHanHU/TICpBUKATHI HH(EKIINH, Ta30BO-Bb3MAIUTEIHA OOJIECT IIPH JKEHATA,

3.6.4.MBKe C aKTHBHH BB3IMAIMTEIHH 3a00JBaHUs HAa ITUKOYO-II0JI0BaTa cuctema (C
HaJIMYUe HAa MHQEKIIMO3HN MPUYUHUTEIN B CEMEHHATA TCYHOCT);

3.6.5. )xeHN C MPOTHUBOTOKA3aHUS 3a 3aueBaHe, M3HOCBAaHE M POJOpa3pelIeHue Ha
OpeMEHHOCT;

3.6.6.aHOBYIaTOPHHU KEHH, TP TMOJIOKEHHUE Y€ HE ca OMIIM MOAJ0KEHH Ha yCIelIHa
MHAYKIHS Ha OBYJIAIMATA B KOHKPETHUS IIUKB;

3.6.7. HampenHana pENpoOAYKTHBHA BB3pAcT - KGHH, HaBbpIIWIM 45 um moBede
T'OJIHY,;

3.7. MHIUKAIUK 33 U3BBPIIBAHE HA MHCEMUHAIUSI ¢ 00pa0OTEeHU CIEPMATO30UANU OT
naputen (pa3iMyeH OT MapTHHOPA) - BIarajuilHa, [IEPBUKAIHA, BhTPEMaTOYHA:

3.7.1.5xeHu 6e3 ChIPYT WU MOCTOSHEH CEKCYyalleH MapTHROP;

3.7.2.5keHH, YMUTO MBXKE ca C TeKBK cyopepTranTeT (¢ 001 Opoit HOPMOKUHETUYHU
criepMaTo30ouM ¢ HopmaiiHa Mopdosorus < 2,000,000)mm azoocnepmus;

3.7.3. )XeHH, YMHTO CBHIOPYr € HOCHTE]I Ha TEeHEeTMYHO WM Jpyro 3abossBaHe,
npeJaBaeMo B MOTOMCTBOTO MJIM KPHEIO PHUCK 3a )KEHATa;

3.8. KOHTpaMHIMKAIlMM 32 M3BBPIIBAHE HAa HWHCEMUHAIMs ¢ oOpaboTeHn
CIIEpPMaTO30H I OT AapuTell (pa3iiMueH OT HapTHHOPA):

3.8.1.Hannume Ha 3aKOHEH CBHIIPYT, KOraTo He € B3eTO HErOBOTO ChIJIACHE,

3.8.2.HenpoxoAMMHU MaTOYHH TPHOH;

3.8.3. yacTUYHO TPOXOJAUMH MATOYHU TPBHOW, TMPENCTABIABALIM BHCOK PHUCK 3a
peanu3upaHe Ha eKTOMMYHA OPEMEHHOCT;

3.8.4.BaruHanHu/1IepBUKATHI HH(EKIIUY, Ta30BO-BH3MAIUTEIHA OOJIECT IIPH JKEHATa,

3.8.5. HampenHana penpoAyKTMBHA BB3pacT - JKEHH, HaBbpIIWIKM 45 u moBede
T'OJIHY,;
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3.9. MHOMUMpaHM 3a W3BBPIIBAHE HA SHYHUKOBA (OJUKYITHA MYHKIHS TOJ
exorpad)cKu KOHTPOJI ¢ 11eJ B3eMaHe (T00KB) Ha OBOLIUTH ca:

3.9.1. )xeHu, BKIIOYEHH B IporpaMa 3a MH BUTpO ormioxkzaaHe (Bki. upe3 ICSI) u
TpaHchep Ha eMOPUOHHM; KEHHUTE OT Ta3U Ipyna Morar aa obJar:

3.9.1.1.B HeCTUMYIUPAH IIUKbBJ HETIOCPEACTBEHO NIPEH OBYIIALIUATA,

3.9.1.2.c NONUKHUCTO3HU SUYHUIIM U JIUIICA HAa OBYJAIUs, B IIUKBI 32 MMpUIaraHe Ha
MeToa "uH Butpo marypamus” (IVM);

3.9.1.3.1m0/u10’%k€HN Ha MHIYKIMSA HAa OBYJALMATA WIM HUCKOI030Ba KOHTPOJIHpaHA
oBapuaiHa xunepcrumynanus ("Meka crumynanus’);

3.9.1.4 xoHTpoJIMpaHa OBapHAaIHA XUIIEPCTUMYIIALINS;

3.9.2.5keHH, JAPUTEIIKH HA OBOIIUTH:

3.9.2.1.n0/u10’%k€HN Ha MHIYKIMSA Ha OBYJAlMATA WIM HUCKOI030Ba KOHTPOJIHpaHA
oBapuaiHa xunepcrumynanus ("Meka crumynanus’);

3.9.2.2 KOHTpOJIMpaHa OBapHaIHA XUIIEPCTUMYIIALINS;

3.10. KOHTpaMHIMKAIIMKM 32 U3BBPIIBAHE HA SIMUHMKOBA (DOJMKYIIHA MYHKLHUS TOX
exorpad)cku KOHTPOJI ¢ 11elT B3eMaHe (100KB) Ha OBOLIUTH

3.10.1. BaruHanHM/UEPBUKATHK HHQEKIMH, Ta30BO-Bh3MAIUTEIHA OOJECT TNpU
KeHara,

3.10.2.1HeussicHeH GeOpUIUTET;

3.10.3.Hapy1ieHus: B KpPbBOChCUPBAHETO;

3.10.4.ta3oB anxe3uBeH cunapoM (PAS), ¢ numca Ha ajeKkBaTeH TpaHCBAarHHAJICH
JIOCTBII 70 SHYHUIUTE, B TE3M CJIy4ad, aKko € BB3MOXHO, Ce IMpHiara JIanapoCKOICKU
KOHTPOJIMpaHA MyHKIHS Ha THYHUAIMTE (BaXKaT KOHTPAHHIUKALIUUTE 32 JIaapOCKOIIHs);

3.10.5.Hannyne Ha TeXKa HEKOPUTHpaHa MATOJOTHUS HAa PENpPOJYyKTUBHUTE OPIaHHU,
HapylaBalla HOpMaJHaTa MM aHATOMMs, WIM OHKOJIOTMYHM 3a00JIiBaHUS Ha Markata M
HEHHHUTE MPUAATHIN (ATHEKCHUTE);

3.10.6. nqpyru 3a0oisBaHHS, HOCEIIM BHCOK AaHECTE3MOJOTHYECH WA OINEpPAaTHBEH
PHCK;

3.10.7. HanpenHana penpoAyKTUBHA BB3pacT - KEHH, Hapbpmimwm 43 u moBede
T'OJIHY,;

3.11.unaMKanuy 3a MpUIaraHe Ha MeToJa "MH BUTPO (epTHiIn3anus U TpaHchep Ha
emoOpuonu" (IVF-ET):

3.11.1.nanuuue Ha TyOapHa TaToiorus (ITbJIHA MM YaCTHYHA OKITY3Usl Ha MATOUYHHUTE
TpBOU), KOSITO HE € PEAUTUCTUYHO Ja ObJic KOPUTUPAHA YPE3 XUPYPTHYHH CHOCOOH;

3.11.2. qanuuue Ha MPOXOJMMH MAaTOYHU TPHOH, HO C yBpeaeHa (QYHKUUS (TSKKU
cpacTBaHHs, HAI'bBAHMsI, CTCHO3HU H JIp.);

3.11.3. cnen penpoAyKTHUBHA XUPYPrusi BbPXY MAaTOUYHUTE TPBOM, KOTaTo JIUIICBA
3a0peMeHsIBaHe MPH PETYJISIPHU MOJOBU KOHTAKTH U JIUTICA HA MBXKKHU (DAaKTOP B MPOIBIKEHHE
Ha 1.5roauHu nipu xeHu 10 35ToMHU U 6 Mecela MpH KeHU Hall 35 TOANHH;

3.11.4. HenssiCHEH CTEpWIIMTET, JIEKyBaH 0Oe€3 ycleX C KOHBEHIIMOHATHH METOIH
(pazmuunu ot IVF-ET) B nponbmkenne Ha 1.5 rogunu npu xenu 1o 35 roaumuu u 6 Mecena
MIPY JK€HU HaJl 35 TOMHH;

3.11.5.MBXKHU CTEPUITUTET:

3.11.5.1.06cTpyKTHBHA a300CIEPMHUSI, TIPU KOSATO Ca B3E€TH (HOOUTH) CIIEpPMAaTO30H U
cien ouoncus Ha enuauauM u/umn tectuc (PESA, MESA, TeSE)

3.11.5.2. perporpanHa esKyjianus, MpH KOATO ca B3eTH (MOOWUTH, H3OJUpPaHU)
CIIEpMAaTO30HIU OT YpUHa,
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3.11.5.3. mpu cpeneH WM TEKBK cyOdepThiauTeT (0JMro-, acTeHO- WIM TEpaTo-
300CHEePMHS WM KOMOWHALUS OT THX);

3.11.5.4.B ciayuau, KOraTo € HaJuIe Npeaxoxaanl (epTuin3anuoHeH HeycneX Ipu
NPEIXOJHO KIACHYECKO WH BHUTpPO oroxpaaHe, ce mnpuiara |CSIl, He3zaBucumo ot
MOKa3aTeTUTe Ha CEMEHHATa TEYHOCT;

3.11.6. engoMerpuo3a B CIlydyaWTe, KOraTO € HajluIle B 3HAYMUTEIHA CTEIeH
HapylIeHHe B HOpMaJlHAaTa aHATOMHUSI Ha aIHEKCUTE, 0COOEHO HAa MAaTOYHUTE TPHOU;

3.11.7. MMyHOJIOTHYEH CTEPUIIUTET (TpEeTHpa e KAKTO HEH3SICHEH CTEPHIIUTET);

3.11.8.0BynaTopHa qUCHYHKITHS:

3.11.8.1. xnomuden pesucrentHu PCOS xeHu, npu KOUTO MHIYKIHATA C
TOHAJOTPOITHA XOPMOHHU BOJH JI0 OBapHajHa xunepctumynanus (5 ¥ moBede OBYJIaTOpHU
¢donukyna), mopagd PHCK OT OBapHaJCH XHUIIEPCTUMYJAIMOHEH CHHIPOM, MHOTOIUIOJIHA
opemennoct, LUF-cunnpom, Top3us Ha aJJHEKC, EKTONMYHA OPEMEHHOCT U JIp. YCIOKHEHHUS,

3.11.8.2:xenu ¢ nokaszan nmoHe B 3 mukbia LUF-cuanpowm;

3.11.8.3. xenu cnen 6 - 12 wHAyKIMM Ha OByNanusTa C KIOMUpEH u/viu
TOHAIOTPOITHU XOPMOHH, HE3aBBPIIWIN C pealu3upaHe Ha OpEeMEHHOCT;

3.11.8.4.xeHN C XUIIEPrOHAJOTPOINECH XHUIIOTOHAJU3BM - EJUHCTBEHO U CaMo C
JTApUTEIICKH OBOILIUTH;

3.12. KOHTpaWHAMKALMK 3a TpuUjaraHe Ha Merojga "MH BUTpO (deprunmzamus u
tpancdep Ha emOpronu” (IVF-ET):

3.12.1.munca Ha MHIUKAIMK 33 IPUIIAraHeTo MY,

3.12.2 xOHTpauHUKAIMUTE 32 ANYHUKOBA (POJTUKYITHA TyHKIHUS;

3.12.3. KOHTpaMIUKAIlMUTE 32 HMHAYKIMS Ha OBYJalMATa WJIM KOHTPOJHpaHA
OBapHuaJlHa XUIIEPCTUMYJIAINs, KOTaTO METOIbT CE MpHUJIara B CTUMYJIMPaH LUKBI.

4. InayKiyst Ha OBYJAIMATA:

4.1. mpoBexaa ce eIMHCTBEHO OT JIeKap C KBAIM(UKAIUATA, ONpEAEiIeHa OT TO3H
CTaHJapPT;

4.2.0CBIIECTBABA CE 10 MHANKAIIMUTE, OUCAHU B T. 3.1;

4.3.He ce mpeanpreMa Mpu HaaTu4ue Ha KOHTPAauHINKAIUUTE, ONMCAHU B T. 3.2;

4.4.ce u3BBPIIBA CIIE]] B3€TO HHPOPMHUPAHO ChITIACHE OT MAIUEHTHUTE;

4.5.Mo0ke 1a ObJIe OCBIIECTBEHA MOCPECTBOM:

4.5.1. myncaTUBHO MOJKOKHO IIpWJIaraHe Ha TOHAJAOTPOIMH PUIM3UHI XOPMOH WIIH
HETrOBU arOHUCTH;

4.5.2.mepopaliHo Ipuiiarane Ha KIOMH(EH UTpaT B CbOTBETHU JI03H;

4.5.3. 110 AKO)XKHO/MYCKYJTHO TIpHJIaraHe Ha TOHAJOTPOIIHU XOPMOHHU C YPUHAPEH WU
PEKOMOMHAHTEH TIPOU3XO/I;

4.5.4.caMOCTOATENTHO WM B KOMOMHALIUS C IPEIXOAHUTE METUKAMEHTH OT T. 4.5.21
4.5.3 moxe na Obme mpuinoxxeH Mmergopmun npu PCOSxeHu ¢ 1oka3aHa HWHCYJIMHOBA
PE3UCTEHTHOCT M XUIIEPUHCYTMHEMUS,

4.5.5. B HAKOM cly4au upe3 mpuiaraHe Ha apomarazHu uuxuoutopu (letrozole,
anastrozoler a1p.) B CbOTBETHH J103H;

4.6. 3aBbpIBa ¢ TpUrepupaHe Ha opynammsara (triggering of ovulation)koero moxe
Ja.

4.6.1.HacThIHU CIIOHTAHHO (KEJIATEIHO € JIa & YCTAaHOBU MOMEHTHT Ha LH-muka);

4.6.2. Obae OCHILIECTBEHO IMOCPEJICTBOM IMpHJIAaraHe Ha ypUHApEeH WU
PEKOMOWHAHTEH YOBEIIKH XOPHOHIOHAJIOTPOIIMH B CHOTBETHH JI03HM OKoJio 36 - 42 hmnpenun
’KeJlaHMsl MOMEHT Ha HAaCThIIBaHE Ha OBYJAIHATA;
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4.6.3.06bp1€ OCBIIECTBEHO MOCPEJCTBOM €IHOKPATHO MOAKOXKHO nmpuiarane Ha GnRH
aroHuct okosio 36 - 42 hnpenu sxenanus MOMEHT Ha HACTHIIBAHE HA OBYJIAIUATA;

4.7. ce mpoBexaa MPH 33JbJDKUTEIIHO TPOCIEAsBaHE Ha IMalMeHTKaTa B XoJa Ha
CTUMYJIAIHATA:

4.7.1. ype3 TpaHCBarMHamHa exorpadus 3a YCTaHOBSBAaHE Ha SMYHUKOBUA U
SHJIOMETPHAITHUS OTTOBOP Hail-MaJKo:

4.7.1.1 npenu 3anouBaHe Ha ctumynanusta (nen 1 - Sot MII);

4.7.1.2 no Bpeme Ha ctumynanusta (neH 9 - 130t nukbia);

4.7.1.3.B eHs Ha OBYJAIUATA WIIA HEMIOCPEACTBEHO CIIE]] Hes;

4.7.2.ipu HEOOXOIMMOCT MOTAT Ja Ce U3CIeABaT XopMoHanHuTe HuBa Ha LH u E2;

4.8. nTaHHWUTE OT U3CJIECBAHUATA U TPETJICANTE, KAKTO M Ha3HAYCHUATA CE OTpa3siBaT B
noaxoasuo opopmer "[IpoTOKOI 3a MHAYKIHS Ha OBYJAUsTA".

5. KonTponupana oBapuanHa XUIepcTUMYJIALNS

5.1. ce mpoBexaa €IUHCTBEHO OT JIEKap C KBAIM(HUKAIMATA, ONpEAEIeHa OT TO3H
CTaHJapPT;

5.2.ce ochlecTBsBa 110 UHIUKALMUTE, OITUCAHA B T. 3.3;

5.3.He ce mpeanpuemMa npyu HaTM4ue Ha KOHTPAaUHUKAIIMUTE, ONIMCAaHU B T. 3.4;

5.4.ce U3BBPIIBA CIIE]] B3€TO HHPOPMUPAHO ChITIACHE OT MAIUEHTHTE;

5.5.ce mpenopbuBa Aa Ob/Ie OCHIIECTBEHA 110 €IUH OT CICIHUTE MPOTOKOJIH:

5.5.1. npunarane Ha TOHAJOTPOIIHM XOPMOHHU C YPHUHApEH WU PEeKOMOMHAHTEH
MIPOU3XO0J B ChOTBETHH /103 0€3 mpujiaraHe Ha aHaJI03M Ha TOHAJ0JMHOeprHa 10 TIOCTUIaHEe Ha
HeoO0XxoaMMaTa SHYHUKOBA PEaKIus,

5.5.2. TIpapr mpoTokon” - ype3 MpuiIaraHe Ha €XEJAHEBHU WIM JAeno (opMH Ha
aroOHMUCT Ha TOHAIOMMOepHHA (OT MPEAXOJHHUS IUKBI) 32 MOTHCKAHE Ha CEKpelusTa Ha
TOHAJIOTPOIIHH XOPMOHH OT XUIO(H3aTa U CTUMYJIHMpAaHE HA SHYHULIMTE Ype3 MpujlaraHe Ha
TOHQJIOTPOITHU XOPMOHHU C YPUHAPEH WU PEKOMOMHAHTEH MPOU3XOJ] B CHOTBETHU 103U 0
MOCTUTAaHE HAa He00XoAuMaTa SHYHUKOBA PEaKIus;

5.5.3. Ksc mportokon" - upe3 mpuiaraHe Ha €XEIHEBHU JO3M AaroHUCT Ha
roHa10IM0epruHa €IMHCTBEHO B PaMKUTE Ha CHIIMS LUKBI 32 IbPBOHAYATIHA CTUMYJIALUSA U
MOCIIE/IBAI0 MOTUCKAaHE Ha CEKpelusATa Ha TOHAJOTPOIMHM XOPMOHH OT Xurmodwusara u
CTUMYJHMpAHEe Ha SIMYHHUIMTE Ype3 MpHJaraHe Ha TOHAJOTPOITHU XOPMOHH C YpUHApEH WU
PEeKOMOMHAHTEH MPOU3XOJ B CHOTBETHM 03U JO NOCTHUraHe Ha HeoOXoaumaTa SHYHHUKOBA
peakuus;

5.5.4. 'YaTtpakbc IPOTOKOJ' - BapUaHT Ha KbCUS IPOTOKOJ C IO-KPAaTKOTPANHHO
IpuUjaraHe Ha aroHUCT Ha TOHAI0JMOEPHHA,;

5.5.5. TIpotokon ¢ aHTaroHHWCT Ha TOHAAOJMOEpHHA" - upe3 MpujaraHe Ha
TOHQJIOTPOTIHU XOPMOHHM C YPHUHAPEH WMIM PEKOMOMHAHTEH IMPOU3XOJ B CHOTBETHU JO3U U
BKJIIOYBAHE Ha €XKEJHEBHO MpHJAraHe Ha aHTaroHUCT Ha TOHAJOJMOepUHA MO €OUH OT
CIICIHUTE HAYMHU:

5.5.5.1.npu nocrurane 13.5 mmua Boaeuusi(ture) Goaukyin(u) HE3aBUCUMO OT JCHS
Ha CTUMYJIALUATA,;

5.5.5.2.0t1 5/6 neH Ha cTUMyNalKMATa HE3aBUCHMO OT TOJIEMHHATA Ha (DOJMKYIIUTE;

5.5.5.3. fpu Hyxma" - Ha O0a3ara Ha KOMIUICKCHA OIlEHKAa Ha TOJIEMUHATa Ha
¢donuKkynuTe, AMHAMHUKATa B XOPMOHATHUTE HUBA U JICHS OT CTUMYJIAIMATA,

5.6. 3aBbpmiBa c TpurepupaHe Ha oByimamusaTta (triggering of ovulation) u
BB3CTaHOBSBaHE Ha Meito3ara (resumption of meiosiskoero Moxe na:

5.6.1. Obae OCBIIECTBEHO TIOCPEJACTBOM MpUJlaraHe Ha YpUHApEeH WIH
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PEKOMOWHAHTEH YOBEIIKH XOPHOHIOHAJIOTPOIIMH B CHOTBETHH JI03HM OKoJio 34 - 37 hmpenun
donuKyIHaTa TYHKIUS,

5.6.2.6b€ OCHIIECTBEHO MOCPEACTBOM eIHOKpaTHO npmiiarane Ha GNRHaronwucr B
ChOTBETHA 71032 0K0J0 34 - 37 hnpenu QosmkynHaTa MyHKIWS;

5.7. ce mpoBeXJa MpHU 3aAbDKUTETHO TPOCIe/sBaHE Ha IMalMeHTKaTa B XoJa Ha
CTUMYJIAIHATA:

5.7.1. ype3 TpaHCBaruHajgHa exorpadus 3a YCTaHOBSBAaHE Ha SMYHUKOBUA U
SHJIOMETPHAITHHUS OTTOBOP:

5.7.1.1. HenocpeACTBEHO MpPEAM 3allOYBaHE Ha CTUMYJAlUATa B 3aBUCUMOCT OT
n30paHus MPOTOKOI,

5.7.1.2.e)xeTHEBHO WJIH TIPE3 JICH B XOJa Ha CTUMYJAIMATA OT JIeH S WK 6 HaTaTbK
(B 3aBUCHMOCT OT U30paHHS IIPOTOKOJI U PEAKLUATA CIIPSIMO CTUMYJIALIUSATA);

5.7.1.3.B jgeHs mpenu WM Ha MpujaraHe Ha MEAMKAMEHT 3a TpUTepHpaHe Ha
OBYJIAIIUATa U BH3CTAHOBSIBAHE HA Mei03aTa;

5.7.2.xenaTenHo ¢ na ce u3ciieaBar XxopMoHaiaHure HuBa Ha LH u E2 cnen nen 5/6
OT CTUMYyJAIMsATa BCEKU JCH WIU Ipe3 JeH (B 3aBUCHMOCT OT W30paHusi NMPOTOKOJ H
peaKIusATa CIpsIMO CTUMYJIAIIHATA);

5.8. maHHUTE OT U3CIICABAHUATA U MPETIIeIUTe, KAKTO U HA3HAUYCHUATA CE OTpa3siBaT B
noaxoaso opopmer "[IpoTOKOII 32 KOHTPOJIMpPaHA OBAapUATHA XUTIEPCTUMYIIAIH

6. acemuHanus ¢ 00pabOTEeHHU ClIiepMaTO30UIM OT ChIIpyra (MapTHHOPA) WK JOHOD:

6.1. ce mpoBexaa €IUHCTBEHO OT JIEKAp C KBAIM(HUKAIMATA, ONpEAeIeHa OT TO3H
CTaHJapPT;

6.2. ce OChIIECTBABA 10 HMHIMKALMWATE, ONMHMCaHA B T. 3.5 @a MHCEeMHMHALUHUTE OT
ChIPYr/IapTHBOP), CHOTBETHO T. 3.7 (a MHCEMHHALIMUTE OT JIOHOP);

6.3. He ce mpeanpuemMa MpH HAJMYUE Ha KOHTPAMHIUKAIIMUTE, OMKcaHu B T. 3.6 Ba
MHCEMUHAIUHUTE OT CHIIPYT/IapTHHOP), ChOTBETHO T. 3.8 (a MHCEMHUHAIIMHUTE OT JOHOD);

6.4.ce U3BBPILBA CIIE]] B3€TO HHPOPMUPAHO ChITIACHE OT MAIMEHTHUTE;

6.5. ce mpenoppryBa B JICHs Ha OBYJAIUATA - KOTATO HE € MPUIAraHO TPUTepUpaHE
WJIU perucTpanus Ha cioHTaHHus LH-muk;

6.6. ce npenopbuBa 30 - 40 hciex Tpurepupane Ha OBYJIALUATA WM PETUCTPUPAHE
Ha crioHTanHus LH-nuk;

6.7. 10 mpeleHKa € Bb3MOXKHO J1a OBb/IaT HAlpaBeHM MOBeYe OT €HAa WHCEMHHALUH,
HO He MoBeYe OT TPH,

6.8. ce ochIIeCTBsIBa ¢ U3MOJI3BAHETO Ha CHEIHATHM YCTPOMHCTBA 3a WHCEMHHAIUS
(choTBeTCTBAIM HA THIIAa MHCEMHHAIMS - BJIArajMIlHa, LEPBUKAIHA WJIM BBTPEMATOYHA),
KOUTO CIIe/IBa J1a ca MpEeHAa3HAYeHM CIELUATHO 33 TOBA, J1a ca €IHOKPATHH, CTEPHIIHH, A
umar CE wmapka, He ce paspemiaBa H3MOJI3BAHETO HA MPHUCIOCOOCHM YCTPOMCTBA,
NpEeHa3HAYeH! 3a IpYTHU e, HezaBucumo fanu umat CE mapka;

6.9. ce mpoBexaa, KaTO MAIMEHTKaTa € B JIETHAJIO IMOJIOKEHHE HAa TMHEKOJOTHYEH
CTOJI WJIM KYIIETKA; Clie]] aluIMIupaHe Ha 0OpaboTeHUs MpeABAPUTETIHO T€HETUYCH MaTepHal
i ce ocurypsiBa mokoit ot 15 mingo 1 h @ 3aBucumocT oT THIa HA UHCEMUHAIIHUSTA);

6.10. manHMTEe 3a W3BBPIIEHaTa HMHCEMHUHANMA ce oTpassBar B "[Iporokon 3a
M3BBPIICHA MHCEMUHALUSA' ', B KOWTO OCBEH JPYro U3PHUYHO c€ OTpa3sBa Jalld MHCEMUHAIUATA
€ OT chIpyra/mapTHhOpa WK OT JAPUTEN, KaTo ce 3amucBar u chorBetHUTe YH Ha nurara.

7. IlonyuaBaHe Ha SUIEKIECTKU Ype3 (OIUKYITHA TYyHKIUS

7.1.T1lon exorpacKu KOHTPOI:

7.1.1.ce uU3BBPILBA OT JIEKAP C KBATU(HUKAIMATA, ONPEACTICHA OT TO3H CTaHIapT,;
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7.1.2.ce OCBIIECTBABA 10 UHAUKAIIUATE, OIMUCAHU B T. 3.9;

7.1.3.He ce mpeAnpueMa Npy HaM4KMe Ha KOHTpaUHIUKalMuTe, onucanu B T. 3.10;

7.1.4.ce u3BBpILBA ClIE]] B3€TO MH(POPMHUPAHO ChITIACHUE,

7.1.5.ce u3BBpIIBA CIIE]] MPEIBAPUTETHA TIOATOTOBKA HA MAIMEHTKATa, BKIIOYBAIIA!

7.1.5.1.moxxoAs1] XUTHEHHO-IUeTHYUEH pekuM 48 hnpenn nyHKIUATA;

7.1.5.2.noaroroBka Ha uepBara (C1aOUTETHH, KIU3MH U JIP.);

7.1.5.3.canupane Ha BiaraauieTo (MPOMUBKH, METUKAMEHTH U JIp.);

7.1.5.4.nonxoasma npemenukaius (15 - 60 minopeau myHKIUATA);

7.1.6.ce u3BBHpIIBA B aMOYJIATOPHU YCIOBHS NP U3IIBIHEHH U3MCKBAHUATA HA TO3H
CTaHJapT, Ha cTaHAapTa 1o "AHecTe3us ¥ MHTEH3MBHO JeueHHe" B 4acTTa 3a aMOylaTropHa
aHecTe3Ms U IPYT'HM HOPMATUBHH U3UCKBAHUS;

7.1.7. ce u3BBpIIBA CIE OCUTYPEH BEHO3€H M3TOUYHUK ChC WIM Oe3 mpuiaraHe Ha
JIOKAJTHA UJIH 0011a KpaTKoTpaiiHa BEeHO3HA aHECTE3 U,

7.1.8. ce u3BBpIIBA MPU NEPUOAMYEH WU IOCTOSHEH KOHTPOJI HA BHUTATHHUTE
MoKa3aTeJld Ha MalMeHTKara (JuINaHe, MyJC, KPbBHO HaJIAraHe, HACHUIIAHE HA KPBBTA C
KUCIopo, pu Heooxoaumoct - EKD);

7.1.9. ce ocwhlecTBABa MOCPEICTBOM HEMPEKbCHAT TPAaHCBAarMHAJIEH exorpadcku
KOHTPOJ C IOMOINTAa Ha CIENHUATHU MYHKIMOHHU WIJH 3a TPaHCBarMHAIHA SHYHUKOBA
NYHKIUS U CIEHUATHU npucnocobiaeHus (BoJayn) KbM BarvHaJHaTa COHAa Ha exorpada,
KOWTO ClIe[IBa Jla ca CTEPHJIHM, 3a CJHOKpaTHa WM MHOTOKpaTHa ymnortpeba (cropen
yIIbTBAaHUATA Ha mpousBoautens), na umar CE mapka; He ce paspeliaBa HM3MOJI3BAHETO HA
MPUCTIOCOOEHN YCTPOWCTBA M KOHCYMAaTHBH, TpEIHA3HAUYEHU 3a JPYTU IIeTH, HE3aBHCHUMO
nanu umat CE mapka;

7.1.10. ce ocwinecTBsiBa, KaTo MyHKTHpaHute ¢ uriara (ot 1. 7.1.9) pomukynu ce
acipupar ChC CIElUaTHa 3a [eiTa acHUpaldoOHHA TOMIIA WM PBYHO C IMOMOIITA Ha
CIIPUHIIOBKH OT O0ydeHa akyllepka MM CecTpa, Karo B IMOCIEIHUS Cllydail cienBa na ce
IBbPKU CMETKA 32 MPUIIOKEHOTO HETaTHBHO HaJsTaHE BbPXY acClUpaTUTE, KOSTO CIie/Ba /1a HEe
nagsumasa 300 mmHQ kakto u 3a BUJa Ha CIPUHIIOBKUTE, KOUTO CJIE/IBA Jla Ca TapaHTHPAHO
OT TIPOW3BOAMUTENS CTEPUIHH, €IHOKPATHU, ANMUPOTCHHM M HETOKCUYHH, TIOTYyYCHHUTE
acTMpaTH Ce MpeJaBaT B CTPYKTypara Mo acUCTHpaHa PErpoIyKIHs B MOIXOAIIAa OMAaKOBKa
(koHTElHEp - CIIPUHIIOBKH, CPYBETKH M Jp.) U HAJUIC)KHO ETUKETUPAHH;

7.1.11. npukirouBa ciej acnupanus Ha BCHUKUA JOCTBITHM 3a MYyHKUUSA (POITHMKYIH C
pasMepu, mo-roiemu oT 10 mm, crieq KaTto JeKapsAT, U3BBPIIAI MyHKIHATA, C€ YBEpH, 4e
JUrcBar Oelie3d 3a BBHINHO (TCHUTATHO) WM BBTPEHIHO (a0JOMHUHAIHO) KbpPBEHE M CIIC]
KOHCYJITAIlMsI C aHEeCTE3MO0JIOT-PEaHNMAaTop; NPEnopbyuBa ce MoHe 2 - 31YacoBO HAOIIOACHUE
Ha TMalMeHTKaTa ¢ MEePHOJUYHO OTYMTAHE HA OIUIAKBAHUATA, OOIIOTO CHCTOSIHUE, KOPEMHHUS
CTaTycC, apTEPUATHOTO HaJSATaHe, IyJica U €BEHTYalTHO TelleCHATa TeMIlepaTypa; Mpy JaHHH 32
HACTBIBAIlla CEPHO3HA HEXEJIaHa peakiys WIM CEepPUO3eH MHIMJICHT CclelBa Ja ce
MpearnpreMar CrenrHo HeoOX0IMMUTE MEPKH 32 TbPBUYHA pEaHUMAIIUS M XOCIIHTATU3AIUs Ha
KEHATa;

7.1.12.BcUyKky TaHHU 3a TPOTHYAHETO Ha MpoIleypaTa 1Mo MojydaBaHe Ha OBOIMTH
cieqBa aa ObIaT HAJICKHO PETUCTpUpaHH B TUCT 3a U3.

7.2.1loa namapoCKOTICKU KOHTPOJ:

7.2.1.ce u3BBPINBA OT JIEKAp C KBATU(PUKALIUATA, ONPEICIICHa OT TO3U CTAHAPT;

7.2.2.ce OCBIIECTBABA 10 UHAUKALIUATE, OIMUCAHU B T. 3.9;

7.2.3.He ce npeAnprueMa nIpy HaJu4rue Ha KOHTpauHIUKaIuuTe, onucanu B T. 3.10;

7.2.4.ce U3BBpILBA ClIE]] B3€TO MHYOPMUPAHO CHITIACKE OT MALUEHTHUTE,
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7.2.5.ce U3BBpILBA ClIE]] IPEIBAPUTEIHA TIOJArOTOBKA Ha MAIMEHTKATa, BKIIOYBAIA!

7.2.5.1.moxoAs1] XUTHEHHO-IUeTHYUEH pekuM 48 hrpenn nyHKIUATA;

7.2.5.2.noarotoBka Ha uepBara (C1a0UTETHH, KIU3MH U JIp.);

7.2.5.3.canunpane Ha BiaraauieTo (MPOMUBKH, METUKAMEHTH U JIp.);

7.2.5.4 nonxosmma npemenukanus (15 - 60 minmpeau anapockonusra);

7.2.6. ce W3BBPIIBA TPU YCIOBUATA, OINpPEICICHM B MEAULUHCKUS CTaHAAPT
" AHecTe31M0JI0THs U UHTEH3UBHO JIEYEHHE"

7.2.7. ce OCBIIECTBSIBA IOCPEACTBOM HEMPEKBCHAT JIAMIAPOCKOIICKH KOHTPOI C
MOMOIITa HA CHEIMAIHM MYyHKIMOHHM WIVIM 3a SIMUHUKOBA MYHKIIMsS, KOWTO CIIE[Ba Ja ca
CTepWIHH, 32 €IHOKpaTHa WM MHOTOKpaTHa ymorpeba (cropen ymbTBaHUATA Ha
MPOM3BOIMTENIS), IPOU3BEACHH M cepTH(OUIMPaHU criopes cTanaapture, Bp3npuetd B EC (na
Hocat CE wmapka); He ce pa3peliaBa W3MOJ3BAHETO HAa WIVIM U JPYrH KOHCYMaTHBH,
npeHa3HAuCHHU 3a IPYrH 1enu, HezaBucumo faiu ca EC ceprudpuuumpanu (c CE mapka);

7.2.8. ce ochliecTBsBa, KaTo NyHKTUpaHute ¢ wurinara (r. 7.2.7) domukymn ce
acripupaT ChC CHENMalHa 3a LEeITa aclupaldoOHHa MOMIIA WM PHYHO C MOMOIITa Ha
CIPUHIIOBKH OT O0ydeHa akyllepka MM CecTpa, Karo B MOCIEIHHUS Cllydail cienBa na ce
IBPKU CMETKA 32 IPUII0KEHOTO HETaTUBHO HAJSTaHE BBPXY aCMHUpaTUTE, KOETO ClIeBa J1a HEe
nagsumaBa 300 mmHQ kakto u 3a BUJa Ha CIPUHIIOBKUTE, KOUTO CJIE/IBA Jla Ca TApaHTHPAHO
OT TPOU3BOJAUTEINS CTEPWIIHM, €IHOKPAaTHH, ANHpPOTeHHM W HETOKCUYHHU; TMOJIYYCHUTE
acrypary ce MpejiaBaT B CTPYKTypara Mo acCUCTHpaHa PENpoIyKIUs B MOIXOMAIIA OMaKOBKa
(koHTElHEp - CIIPUHIIOBKH, EPYBETKH M Jp.) U HAJUIC)KHO ETUKETUPAHH;

7.2.9. npuKIIIOYBa Cliel] aclHpalys Ha BCUYKU JIOCTBIHM 32 IMyHKIHS (DOJIMKYIH C
pa3mepu, no-ronemu oT 10 mm, ciiex kato jekapsAT, U3BBPIINI IMyHKIHITA, CE YBEpH, e
JUIcBaT Oene3u 3a BBTpPEHIHO (a0JOMHUHAIHO) KbpBEHE; MpernopbhuBa ce MoHe 24-4acoBO
HaOJI0/IeHNE Ha MAIMeHTKAaTa C IEPUOANYHO OTYUTAHE Ha OTUIAKBAHUATA, OOLIOTO CHCTOSHHE,
KOPEMHHUS CTaTyc, apTEpUATHOTO HaJAraHe, MyjJIca U €BEHTYAIIHO TelleCHaTa TeMIleparypa,
IpU JaHHU 32 HACTBIIBAIla TEXKa HEXellaHa peaklus WIM TeKbK MHLIUICHT ClelBa Ja ce
IpearnpueMar CrelHo HeoOX0AUMUTE MEPKH 32 ITbPBUYHA peaHUMALIUs U XOCITUTATU3aIHs Ha
’KEHaTa, aKo JIAMAPOCKOIUATA € U3BBPIICHA B M3BHHOOIHUYHH YCIOBHS;

7.2.10. BcMuKM JaHHU 32 MPOTHYAHETO Ha JAMapOCKONMATa M Ha Mpoleaypara 1o
MoJIy4aBaHe Ha OBOIUTH CJe[Ba Ja ObJAaT HAIJIEKHO PErucTpupaHud B JucT 3a U3 u B
"IIPOTOKOJI 3a MPOBE/ICHA JIAAPOCKOIHUA"; Ha MMALIMEHTUTE CE U3JaBa U €NUKpHU3a.

8. IlocraBsiHe Ha eMOpPHOHM B MaTOYHaTa KyxuHa (eMOproTpaHcdep):

8.1.u3BBpIIBa CE OT JIEKap ¢ KBATU(HUKAIMITA, ONPEeTIeHa OT TO3H CTaHAaPT;

8.2. ochliecTBsIBa ce MpU HAJTHYHE HA TIOHE elIWH KauecTBeH (¢ 100pa Mopdoors)
NPEeIUMIUIAaHTAlMOHEH E€MOpHOH, MOJyYeH CIlel MPEAXOXKAAUI0 OIUIOXKJIAaHe WH BUTPO WU
cliel KpHOKOHCEpBaIUs U pa3MpassiBaHe,

8.3.He ce mpeanpuemMa npyu HAJIMYKUE Ha CICTHUTE KOHTPAHH IUKALHH:

8.3.1.akTuBHa BarmHaNHa/lIepBUKATHA HH(EKIHS WK Ta30BO-Bh3MAIUTEIHA 00JIECT;

8.3.2.pHuCK OT TeXbK OBapUaAJICH XUIIEPCTUMYIAMOHEH CUH/POM;

8.3.3./1mmrica Ha MOHE eIMH KayeCTBEeH MPEAUMILIAHTAIIMOHEH eMOPHOH;

8.3.4.1ebenmua Ha MaTOYHATA JIMTABUIIA, ITI0-Majika OT 6 mMm;

8.3.5.TeXKH yCI0KHEHU CIIeCTBHE Ha (POJIMKYIHA TyHKIINS;

8.3.6. apyru 3a0onsBaHHUS U CHCTOSIHUS, MPH KOWTO 3a4eBAaHETO, M3HOCBAHETO M
POJIOpa3peIeHUeTo Ha eJHa OPEMEHHOCT € MPOTUBOIIOKA3aHO;

8.4.ce u3BbpIIBA ClIe]] B3€TO HHPOPMUPAHO ChITIACHE OT MAIIUEHTHTE;

8.5.ce u3BbpIIBa Cile IpeIBapUTEeIHA TOArOTOBKA Ha MAI[MeHTKATa, BKIIOYBAIIA!
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8.5.1.noaxoas11 XurueHHO-IueTn4eH pexxuM 48 hnpenu nmocrassiHeTo;

8.5.2. mpu HE0OXOAUMOCT - CaHMpaHE Ha BIAraaUIIETO (MPOMUBKH, MEIUKAMCHTH U
ap.);

8.5.3.mpu Hyx1a - npemeaukanus (15 - 60 minopeau emOpuoTpanchepa);

8.6. ce wu3BBpmIBA B aMOylIaTOpPHU YCIOBHS CJel 3aJbJDKUTETHO TpOBeIeHa
TpaHCBarMHajgHa exorpagus 3a OLEHKAa CBhCTOSHHETO Ha SWYHHUIIUTE, KOpEeMHaTa KyXHHA,
MaTKaTa U MO-CIEeLHUAIHO - 1e0eIMHa U BUJ Ha EHAOMETPHYMA;

8.7.ce u3BbBpIIBA C TOMOIITA HA CIICUAIHU YCTPOUCTBA 3 MOCTABSHE HA EMOPHOHHI
B MaToyHa KyxuHa (eMOpHOKaTeTpu M BOJAYM 3a TsX), 32 eIHOKpaTHa (eMOpHOKaTeTpu U
BOJIa4M) MJIM MHOTOKpaTHa ymoTpeba (Bomaum) (criopen ymbTBaHUSTAa Ha MPOU3BOJIUTEINS),
NPOM3BENICHN U CePTUPHLIMPAHU criope] ctanaapTute, Bb3npuetn B EC (ma Hocsat CE mapka);
HE Ce pa3pellaBa W3MOJ3BAHETO Ha MPHUCIOCOOEHH YCTpOWCTBA M KOHCYMAaTHBH,
npeHa3HAueHHU 3a JPYrH 1enu, HezaBucumo faiu ca EC ceprudpuuumpanu (c CE mapka);

8.8. ce ochulecTBsBa, KATO B MAaTOYHATA KyXHMHA CE MOCTABSAT MPEAUMIAHTAIUOHHU
eMOpHOHH, YMHTO OpOoil He MOKe J1a HaJBUILABA ONMPEICICHHs CIIOpE TO3U CTaHIapT pa3zies
IV, 1. 3.8;

8.9. ce cunTa 3a OCHIIECTBEH YCIIEIIHO CIie] MPoBepKa OT Ouojora (emOpuosiora) Ha
M3II0JI3BAHUSL €MOpPHOKATEThp 3a 3aIbpKaHM B HEro eMOpPHOHH, 3aabp)KaHUTE E€MOPUOHHU
MoraT Aa OBbJaT MOCTaBEHM B MaTkKaTa C IOMOIITa Ha HOB KaTeThbp B ChHIIUSA JICH, Ha
ClleABAIIUS JIeH cleJ KyATHBAIMS WM ChXPaHEHU 4pe3 KPUOKOHCEpBAIMs 3a IMO-KbCEH
eMOproTpaHcdep Mpu APYr CTUMYIHpPAH WIM HECTUMYJHpPAH LUKBJI CleJ HAacThIIBaHE Ha
OBYJIAIIHSATA;

8.10. npenopbuBa ce OCUTypsIBAHETO HA MOKOW B JIETHAJIO TOJIOKEHUE Ha JKeHaTa B
npoabipkeHre Ha none 30 Mincnex emOpuoTpancdepa;

8.11. BcMUKM JaHHU 33 MPOTUYAHETO HA MOCTABSHETO Ha EMOPHMOHUTE B MAaTOYHATA
KyXuHa ciiefiBa a ObJaT HaJIe)KHO PETUCTPUpPAHH B JucTa 3a M3, KaKTO U B CHOTBETHUTE
JTOKYMEHTH, BOJICHU B JIa0OpaTOpHUsATa [0 aCUCTUPAHA PEIPOTYKIIHS.

9. IocraBsine Ha oBouutu U crepmaro3ouau (GIFT) wau Ha 3urotu (ZIFT) BBB
¢anonueBure TpHOM HA )KEHATA:

9.1.u3BBpIIBA CE OT JIEKAP C KBATU(HUKAIMITA, ONPEAeTIeHa OT TO3H CTaHAaPT;

9.2.0chImecTBsBa c€ B X0/ HA JAMapOCKOIIHS;

9.3. ochliecTBsIBa ce MpHU HAIMYUE HA MOHE €IUH 3PS OBOIMT U JOCTaTh4yeH Opoit
(mo 20,000 - 100,008a Besiko sid1e) )KUBU MTOBMKHU 00paOOTEHH CIIEPMATO30HIM 32 METO/1a
GIFT;

9.4.ochInecTBsBa ce MPH HAJIMYKE Ha MMOHE e/IHa KauecTBeHa 3uroTa 3a meroaa ZIFT;

9.5. ochInecTBsBa ce MPH CMIa3BaHETO HA M3UCKBAHUATA, TOcO4eHHU B pa3zaen |V, 1. 3.8
OT TO3M cTaHaapT 3a Mmerona ZIFT;

9.6.ochI1ecTBABa ce, KATO B MaTOYHaTa TphOa MoraT J1a Ob/IaT MOCTaBIHU MAaKCUMyM
4 oBOIMTA U HEOOXOUMOTO 32 TSIX KOJIMYECTBO CIIEPMATO30UIM HE3aBUCUMO OT BB3pacTTa Ha
’KeHaTa M MOPEJHOCTTAa Ha Mpollelypara;

9.7.He ce mpeanpuemMa nNpyu HAJIMYKUE Ha CICTHUTE KOHTPAHH IUKAIHH:

9.7.1.aKTUBHA Ta30BO-BH3ITAIIMTEIHA OOJIECT;

9.7.2.yBpeseHu WM HETIPOXOJUMH MAaTOYHU TPHOU;

9.7.3.pHUCK OT TeXbK OBapUAJICH XUIIEPCTUMYIAMOHEH CUH/POM;

9.7.4.1ebenmHa Ha MaTOYHATA JIMTABUIIA, [T0-MaJIKa OT 6 Mmm;

9.7.5.TeXKH yCI0XKHEHU CIIEeCTBHE Ha (DOJIMKYIHA MyHKIINS;

9.7.6. npyru 3a00isiBaHUS U CHCTOSHUS, NPH KOUTO 3a4EBAHETO, M3HOCBAHETO M
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POJIOpa3peIeHUETOo Ha eJHa OPEMEHHOCT € IPOTUBOIIOKA3aHO;

9.7.7.m npyru oOmu ¥ crnenupUYHNA KOHTPAMHIMKAIMKM 3a oOlla eHJoTpaxeaiHa
aHecTe3us /WM XUPYPrHYHA UHTEPBEHIIHS;

9.8.ce u3BbBpIIBA ClIe]] B3€TO HHPOPMUPAHO ChITIACHE OT MAIUEHTHTE;

9.9.ce u3BBpIIBA CIIE] NTPEIBAPUTEIIHA MTOATOTOBKA HA MAI[MEHTKATA!

9.9.1.noaxoas11 XUTUeHHO-IMeTn4YeH pexxuM 48 hnpenu nmocrassiHeTo;

9.9.2.moarotoBka Ha uepBara (CIaOUTEITHH, KIU3MH | Jp.);

9.9.3.canupane Ha BiaraguieTo (MPOMUBKH, MEIUKAMEHTH U JIp.);

9.9.4. noaxoxsmia npemenukanus (15 - 60 minmpeau nanapockonusTa);

9.10. u3BBpmIBA Cc€ TpU YCIOBHATA, OMNpEACICHH B HOPMAaTHBHHTE AaKTOBE,
periaMeHTHpaIly JeHHOCTHTE MO €IHOJHEBHA XUPYPrus, MO aKyIIepCTBO M TMHEKOJIOTHUS B
4acTTa JIAapOCKONUs U MEAULIMHCKUS CTaHApT 1O "AHECTe3Us U HHTEH3UBHO JIEUEHHE"

9.11. ocsbiecTBsABa Ce IMOCPEACTBOM HEMPEKBCHAT JIAMAPOCKOIICKHM KOHTPOJI C
noMoIITa Ha cnenuanuu Tpanchepuu karerpu 3a GIFT/ZIFT, kourto cienBa na ca CTepuiIHH,
3a eTHOKpaTHa WJIM MHOTOKpaTHa yrnorpeba (cmopen ymbTBaHMSATA Ha IMPOU3BOHUTEIS),
NPOM3BENICHN U CepTUPHLIMPAHU criope] ctannapTute, Bb3npuetn B EC (na Hocsat CE mapka);
HE ce paspeliaBa H3IMOJI3BAHETO HAa MPUCHOCOOEHH KaTeTpu M JAPYTM KOHCYMAaTHBH,
npeHa3HAueHHU 3a IPYrH 1enu, HezaBucumo fanu ca EC ceprudpuumpanu (c CE mapka);

9.12. npukiroyBa ciiel TOCTaBSHE HA TaMETHTE/3UrOTUTE BBB (hasonueBara Tpboa,
cien mpoBepka oT Ouosiora (emOpuoJiora) Ha W3MOJ3BAaHHS KaTEThp 3a 3aIbp)KaHH B HETO
OBOIIMTHU/3UTOTH U CJIEJ KaTo JICKapsT, U3BBbPIIMI MPOLeAypaTa Mo MocTaBsHETO, CE YBEPH, 4e
JMIcBaT Oene3u 3a BHTPEINHO (a0IOMMHAIIHO) KbPBEHE, MPHU3X0XKIAN0 OT MaroyHara TpbOa
WIN JIpyrajie; npernopbyBa ce nmoHe 24-4acoBo HaOMIOEHUE HA MAalMEHTKaTa C MEePUOIUYHO
OTYUTAHE HA OTUIAKBAHUSATA, OOIIOTO CHCTOSHUE, KOPEMHHUS CTATyC, apTEPUATHOTO HaJIsATaHe,
myJica ¥ €BEHTYAJIHO TeJleCHaTa TeMIIepaTypa; MpH JaHHM 3a HACThIIBAIlla CEPUO3HA HEeXKEelaHa
peaKnus WIM CEpHO3eH MHIMACHT ClIeJBa Jia ce MPeANpHeMar CIEIIHO He0OX0AUMUTE MEPKH
3a MbPBUYHA PEaHUMAIIUS U XOCTIUTAIM3AIUS Ha )KEHATa, aKko JIAIapOCKOMIUATA € U3BBPIICHA B
M3BBHOOTHUYHHU YCIIOBUS,

9.13.BcuuKM TaHHM 3a TPOTUYAHETO Ha jamapockonusara u Ha GIFT/ZIFT crensa na
OBAaT HAIJICKHO PETUCTPUpPAHU B JUCT 3a U3, B "MPOTOKOJ 3a MpOBEJCHA JANMapOCKOIHs ',
KaKTO M B CHOTBETHUTE JIOKYMEHTH, BOJICHH B JIa0OpaTopusiTa 10 aCUCTHpaHa PETpoIyKIHs;
Ha MaLMEHTUTE CE U3/1aBa U eMUKPHU3a.

10. XurueHHo-IUEeTUYEH PEXHUM, TOIbpKAalla Tepanus mpe3 JyTeaaHara ¢asa cieq
acUCTHUpaHa pENpOIYKLHUs, paHHAa JUarHo3a Ha OpeMEHHOCTTa, MOAJpPHKKAa Ha paHHA
OpPEeMEHHOCT ClIe]]l ACUCTUPaHa PETPOIYKIIS

10.1.XurueHHo-AueTHUeH PEXKUM CIIe] aCUCTUPaHA PENPOLYKIIHS

10.1.1.1a >xeHHTE, HA KOUTO Ca MPWIOKEHH (OIMKYIHA MyHKIHA (IO exorpadCcKu
WIM JIaNapoCKOIICKA KOHTpPOJI) W/WIM TIOCTaBSHE Ha eMOpDMOHM B MarO4yHaTa KyXWHa
(emOpuotpanchep) u/wim merogure GIFT/ZIFT, ce mpenopbuBa u3gaBaHeTo Ha OOJHHUYCH
JUCT 32 BpeMeHHa HepaboTtocriocobHocT 3a 15 o 30 nuy;

10.1.2. Ha BCHMYKM >KEHH, MPEMUHAIM Mpe3 IMporpama 3a €IuH WIH JAPYr BHJI
acHCTUpaHa PENpoaYKIIM, CIEBa Jla ce Ipernopbhya:

10.1.2.1 Bp3abprkane ot (3110)ynorpeda ¢ aaKoXoll, IUTapH, HAPKOTHIIH;

10.1.2.2 Bp3abpKane OT TEXBK GU3NIECKU TPY/I;

10.1.2.3. npeana3Bane OT (U3UYECKHM M XUMHYECKH BPETHOCTH (HOHHM3MpaLIH
JTBbYCHUS, OPraHUYHH PA3TBOPUTEIH M OTPOBH, TEKKU METAIU U JIp.);

10.1.2.4 moyyaBaHe Ha IOCTAaTHhYHO MMOYHMBKA U HOIIICH CHH,
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10.1.2.5Mepku 3a penyluupane Ha cTpeca,

10.1.2.6.BBp3abpKaHe OT KOHTAKT C XOpa, BB3MOXKHU HOCHUTENM HA WHQEKIMO3HU
3a00JIsIBaHud;

10.1.2.7 nepopanHoTo mpuemMaHe Ha QoymeBa kucenuna B 1o3a ot 0,8 - 1,2 mg/d.

10.2. Tloxabprkara Tepanust npe3 JyTeanHara (as3a - Ha BCHUKU KEHH, TPEMUHAIN
npe3 mporpama 3a KOHTPOJHUpaHa OBapHajHAa XHUIIECTUMYJAIUS C TOCIEIBAIO HMH BHUTPO
OIUIOKJaHe W TpaHchep Ha emOpuoHm B MaTtouHata KyxuHa, GIFT/ZIFT, kakto u mo
NpeleHKa ciie]] MHIYKIUS Ha OBYJauusATa W/WiIM MHCEMHHAILMs, CIIe[Ba Ja Ce IMpernopbya
JyTeaqHa XOpMOHAIHA MOJKpena ¢ €MH WK NIOBEYE OT CIECAHUTE METUKAMEHTH:

10.2.1.yoBemK: XOPUOHIOHAJIOTPOIIMH B TOAXOISAIIN JIO3H; HE CE€ MPENopbyuBa MpU
PHCK OT TeXbK XHIIEPCTUMYJIAIIMOHEH CUHAPOM;

10.2.2.mporecrepoH noxa opmaTa Ha BarMHAIHU KPEMOBE HITH OBYJIH, HHKEKIIHOHHO
MYCKYJIHO WJTU TIEPOPATTHO B €KBUBAJICHTHH JI03H;

10.2.3.ecTpaaguonn.

10.3.Panna nuarHosa Ha OpeMEHHOCT Clie/l aCHCTHUpaHa PEnpoTyKIIUs:

10.3.1. nocraBst ce Ha 0Oa3ara Ha TPaHCBAarWHAJIHO eXOrpa)CKO W3CIeABaHE W/HWiH
Ka4eCTBEH W/WIIM KOJMYECTBCH TECT 3a OpPEeMEHHOCT (Hali-KOPEKTHO € OIPENCNITHETO Ha
CEpYMHO HHMBO Ha OeTa-uyOBEIIKH XOPUOHTOHAJOTPOIMH B MOTCHIMATHO OpeMEeHHAaTa KEHa);

10.3.2. SuoxumuuHa" e Bcsika OPEMEHHOCT, IPU KOSTO C€ MO3UTUBUPAT TECTOBETE 32
OpEeMEHHOCT, HO HEe Ce BH3yallu3upa exorpad)cku; ciiefiBa Jla ce uMa MpeABH]l, Y€ KaueCTBEH
TeCT 3a OpeMEHHOCT MOXe Ja ce mo3utuBupa 10 10 AHM cien MPUIIOKEHHETO Ha YOBEIIKH
XOPHOHTOHAJOTPOINH 3a JIyT€aTHa MOJIKPETa;

10.3.3. knuHuyHa" e BCsika OpPEMEHHOCT, NMPH KOSTO Ca MO3UTHBHH TECTOBETE 3a
OpPEeMEHHOCT U C€ BU3yaJIH3Upa €XOTpadCKH IUIOJEH CaK C KBIATHYHO MEXypuye B MAaTOYHATA
KyXUHa WIK eMOpHOHATIHA CTPYKTYpa ChC ChPACYHH IYJICAIIUH, WIIM € HAJIHIE W3BbHMATOYHA
OpeMeHHOCT; 3a MpenopbuBaHE € Ja ce H3clieABa cepyMHO HUBO Ha Oera-UXI', kato
croiHoct Hax 1500 IU/ml ca wuHaukatuBHM 3a HacThIWIAa KIMHAYHA OpPEMEHHOCT,
HE3aBUCUMO OT MpUJIaraHara jJyTeaiHa IMoAKpena;

10.3.4. ‘texyma" (ON-going) e Bcsika OpemenHocT ciex HaBbpiieHn 10 r.c. (r.e. e
HaJIMIIe pa3BUBall ce (eryc).

10.4.TTonkpena Ha paHHa OPEMEHHOCT CJIE]] ACUCTUPaHA PETIPOIYKIIUS:

10.4.1. nanara ce mopaau ¢axTa, 4e ToJiIMa 4YacT OT >KEHHUTE ca C XOPMOHAIHU
CMYIIEHHUS KaTO MPUYMHA WIM CBHITBTCTBALIM O€3IUIOAMETO, Mopaau HaMecaTa B HOPMAIHOTO
(GyHKIMOHMpaHE Ha OCTa XHUIOTAIaMyC-XUNo(u3a-IHYHUK-MaTKa Ype3 MPHJIaraHeTo Ha
aHaJO3M Ha TOHAJIOMMOEpHHA, TOHAJOTPOIHH XOPMOHH, CTEPOMIHH XOPMOHHU MU JPYrH WU
Mopajay HaHeceHaTa TpaBMa Ha SHYHUITUTE N0 BpeMe Ha (poJIMKyTHaTa MyHKIU;

10.4.2.M05e 1a ce OCBIIECTBU C €JMH WIH NIOBEYE OT CICIHUTE MEAUKAMEHTH

10.4.2.1.9oBemKy XOPUOHTOHANOTPONIMH B moaxosmu no3u g0 10 - 1lr.c.; He ce
IPEropbhYBa MPU PUCK OT TEKBK XUIEPCTUMYIALMOHEH CUH/POM;

10.4.2.2. nporectepoHn moxa (opMara Ha BaruHaJIHU KpPEeMOBE WM OBYIIH,
MH)KEKIIMOHHO MYCKYJTHO WJIM TIEpOpAJIHO B €KBUBAJIEHTHH J103H 10 12 - 14r.c.;

10.4.2.3ectpamuon o 10 - 12r.c.;

10.4.2.4 crta3MOIUTHYHY areHTH,

10.4.2.5Buramunu (onueBa KucenrHa, TOKOGepo1, aCKOpOMHOBA KUCEITHHA H JIp.);

10.4.2.6 qpyru MeIuKaMeHTH TI0 WHIANKAIUH,

10.4.3.mpenoprusa ce X/IP, kakro e onucan B 1. 10.1.2;

10.4.4. mpn HyXJOa ce u3gaBaT JIMCTH 32 BpPEMEHHAa HETPYIOCIOCOOHOCT H ce
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IpenopbYBa JOMAIICH WU CTallMOHApeH pexxuM "Ha jerio” (bed rest);

10.4.5. mpu BCHMYKHM CIIydyal Ha pa3BHBalla ce€ OpPEeMEHHOCT CIieJ acCHCTHUpaHa
PENpPOAYKIUS TMpUIAraHuTe IUATHOCTHMYHO-JICUCOHH MEpPONpPHITHS ClieABa Ja ca IOoJ
METOJUYHOTO PBHKOBOJACTBO HA E€KHWIIA, OCBHIIECTBHII ACUCTUPAHATA PEMPOMYKIUS, WIH HaM-
MaJKOTO APYT €KHUII ¢ TOJJ00HA KOMIETEHTHOCT.

11. EmMOpuopenykuusra:

11.1.u3BBpIIBA CE OT JIEKAp C KBATU(PUKAILIUATA, ONIPEIEIICHa OT TO3U CTAHIaPT;

11.2. u3BbpIIBa Ce MPH HaJIWYMe HA pa3BUBAIllA CE MHOTOIUIOAHA OPEMEHHOCT C
HaJIM4YMe Ha MOBEYE OT J(Ba IUIOJHM CaKka B MaTOYHATa KyXWHA, KaTo CTPEMEXKBT € Ja ce
MpUBEAT:

11.2.1. tpunnogauTe OPEMEHHOCTH - A0 ABYIUIOTHU WIIU €IHOTUIOIHH;

11.2.2.9eTupu- u noBeye MIOIHUTE OPEMEHHOCTH JI0 IBYIUIOJHH, KATO IO MPHHIIHII,
KaKTO W ciel eMOpHOpeayKIus, He Ce MPEenophuBa M3HOCBAHETO M POAOpa3pelIaBaHETO Ha
OpeMEHHOCT ¢ TIOBeYe OT J[Ba IJIOJA;

11.3. ¢ BUCOKOpPHCKOBAa HHBAa3WMBHA IMpOIEIypa, H3BBPIIBAHA IOJ HEMPEKbCHAT
exorpad)CcKi KOHTPOJ Ype3 TpaHCBAarMHAIHA WM TpaHCaOJOMHMHAHA IMyHKIMS HA MaTOYHATA
CTCHA M MaTOYHATa KyXHHA U MPWIOKCHHUE HA €IUH OT CJICIHUTE HAUMHU 32 (DeTUIHI:

11.3.1. acnupanust Ha CHABPKUMOTO Ha TUIOAHHS Cak Oe3 MpuiIaraHe Ha XUMHYHU
areHTH (B CpPOKOBE Ha OPEMEHHOCTTA OT HAYaJIOTO Ha 6 /10 Kpast Ha 7 T.C.);

11.3.2. kapauolieHTe3a Ha eMOpHOHATHOTO/PETATHOTO ChplEe M aIUIMKAIUs Ha
pa3TBOp Ha KanueB xyopuj (B CPOKOBE Ha OPEMEHHOCTTAa OT HadayoTo Ha 9 ;o kpas Ha 12
r.c.);

11.4.u3BBbpHIBa ce Mo NpPELEHKa Ha JIEKYBalUs €KUII CJIe] KOHCYATHpPaHEe Ha jKeHaTa
U HelHus chupyr (MapTHHOP), BHUMATEIHO pa3siCHSIBAHE HAa BB3MOXKHHTE PHUCKOBE OT
U3BBPIIBAHE WJIM HEU3BBPIIBAHE HA MpoIeaypaTa M B3EMaHE Ha TAXHOTO HHPOPMHUPAHO
ChIJIacHe;

11.5.u3BbpiuIBa ce ciie]] MOJAroToOBKa Ha KEHATa, KAKTO MPHU BCSIKA €IHAa XUPYypruyHa
WHTEPBEHIIHS, TIOPaJd BH3MOKHOCTTA 32 HACTHIIBAHE HAa YCIOKHEHHUS, HAJaray onepaTUBHA
HWHTECPBEHIIHS C KOPEMEH JOCThIT (JIATApOTOMUSI MITH JTANIapPOCKOTINS);

11.6.u3BBpIBa ce B aMOYJIaTOPHU YCIOBHUS MO JEWCTBUETO Ha 00I1a KpaTKOTpaiiHa
BEHO3HA aHECTe3Ws, MPH HAIMYHWE Ha AHECTE3WOJOTHYCH EKUIl M TOTOBHOCT 3a CIICIIHA
XOCIUTANIM3AIMS Ha )KeHATa U U3BBPIIBAHE MPU HEOOXOMMOCT Ha OTIEpaTUBHA WHTEPBEHIINS;
’KCHaTa OCTaBa T0J] aKTMBHO HAOJIIOJICHUE W TIOKOW B MpoIb/DKeHHE Ha moHe 4 h, kato e
MPENOPBYUTENIHO Ja ObJie ocTaBeHa 3a HaOmoaeHue 10 48 h ga M1 u JIKI] ¢ pa3kputu Jsierna
3a KpaTKOCPOYEH MPECTOi) Witk Xocnuraiu3upana 3a 48 h;

11.7. BCMYKM [JaHHU 3a MPOTHYAHETO HA EMOpPUOpPENyKIHsTa cleiBa na ObaaT
HaJJIeXKHO PETUCTPHUpaHu B JIUCT 3a 13 1 Ha jkeHaTa J1a ce u3ajie emuKpu3a.

12. Habupane, KOHCYJITHpaHe W Ha3HAYaBaHE Ha W3CIICJIBAHUS Ha TMOTEHIUAITHU
JAPUTENIU HA SIMUEKIETKA

12.1.001mu noyoxeHus:

12.1.1. noTeHIMATHUTE JapUTENH CileqBa Ja ca WH(OPMHUPAHU 3a AUATHOCTUYHHTE
MPOLEAYPH U U3CIICBAHUATA, KOUTO I UM OBJAT IPUIIOKEHU U MPUIMHHUTE 32 TOBA;

12.1.2. noTeHIIMAIHUTE NAPUTETN CIEeABa Ja Ca HAsCHO, Y€ TE3W W3CICABAHUS U
MpOLEAYypH MOTAT Jia JOBEAAT 10 OTKPHBAHETO HA HEMOJO03MPaHU OT TAX CHCTOSHUS WU
oosectu (Bki. HIV, npyru TpancMUCHBHU 3200 IsIBaHUS, XOPMOHAIHU HAPYIICHUS, TCHETHYHH
aHOMAaJIUH | TIp.);

12.1.3.npu HaOupaHe HA JapUTENH 32 OBOLUTH Cle/Ba Jja C€ MOThPCH MHPOpPMALIUs
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3a eBEHTYAJIHU MPEIX0KIANIM JOHAIUK Ha CHIOTO JIHIle B Ipyru JI3, Kato e HeAomyCcTUMO /1a
ObJaT MOCTUTaHU MOBEUEC OT 5 JKUBU paKIaHMs, BCICACTBUE JapsBaHe oT cbhiioTo juie (0e3
J1a ce BKJIFOUBAT B TOBA YMCIIO COOCTBEHUTE MY PaXkJIaHus);

12.1.4.moTeHIIMANIHUTE TAPUTETH CIe/IBa J]a ca HAsICHO, Y€ MOTaT Jia Ce OTKaXar Mo
BCSIKO BpeMe OT JOHOPCTBO JI0 MOMEHTA Ha U3TOJI3BAaHE HA TEXHUTE OBOIIHTH;

12.1.5. HemomycTMO € Ja Ce OKa3Ba HATHCK WJIM Ja ce mpemiara oOiara BBPXY
MOTCHIIMATTHUTE TOHOPH HA SUIEKIETKH OT CTpaHa Ha MEIUIIMHCKU MEPCOHAN, MOTCHIIUATHI
PEIUIUEeHTH, OJIM3KU ¥ POJTHUHU HA IOHOPA;

12.1.6. Bb3MOXHO € JOHOPUTE HA OBOIUTH Ja ObJaT OOE3MIETIBAHU B Pa3yMHU
pa3MepH 3a HapaBEeHU Pa3XOIH:

12.1.6.106THY;

12.1.6.23a HacTaHsIBaHE U MPECTOU;

12.1.6.33a oTchcTBHE OT paboTa,

12.1.6.4 3a npuuuHeH AUCKOMGOPT UK OOJIKa,

12.1.6.5mpormycHaTH MoJI34 U JIp.

12.2.CHemaHe Ha aHaMHe3a M KOHCYJITUPaHe Ha MOTCHIIMATHH JapuTeiu (MHTEPBIO):

12.2.1. naGupaHeTo, KOHCYATHPAHETO W HA3HAYaBaHETO HA M3CIEABAHUSA Ha
MOTSHIIMATTHYU IOHOPH Ha SUIIEKIIETKU C€ OCBIIECTBSIBA OT JIEKap, OTTOBAPSI] HA U3UCKBAHUATA
Ha TO3M CTaHIApT,

12.2.2.koHCYNTUPALIUAT JeKap cle/iBa Ja CHEeME MaKCHMAJIHO IM0JIpOOHa aHaMHeE3a,
O0COOCHO MO OTHOIICHHE HATUYMETO Ha CHelu(UYHHA 3a00JSIBaHUS 32 CEMEWCTBOTO Ha
JapuTeIsi, IpeKapaHu OT HEr0 MUHAIM 3a00JISBaHUS U XUPYPTUYHU HAMECH, HAJIMYMETO Ha
POJIEHU OT JJOHOPA Jela U TIXHOTO HEPBHOIICUXUYHO PAa3BUTHE U 3a00JSBAHUS TIPH THAX;

12.2.3.xoHCYNTUpAIIUSAT JieKap cienBa aa ce uHpopmupa ot auynus jekap (OII)
Ha MOTSHIIMATHUS JJOHOP 32 3[[PaBOCIOBHOTO MY CHCTOSIHUE U 32 BCUYKH BB3MOKHH (PaKTOPH,
KOUTO MOTaT Ja ObJaT MpHUMHA 33 OTXBBPISHE HA KOHKPETHHS TOHOD;

12.2.4. noTeHIIMATHUTE JapUTETN Clie[Ba Jda ObJaT HAIUICKHO WH(OOPMHUpAHU 32
BCUYKHU 00CTOSITENICTBA U (haKTH, KAKTO M 32 BH3MOKHUTE PUCKOBE U TIOCIEACTBHSI, CBhP3aHU C
MpUJIaraHeT0 Ha KOHTPOJIMpaHa OBapuajHa XUIMEPCTUMYNAUS U IOJy4aBaHETO Ha
STIIEKJICTKH 4Ype3 (POTMKYIHA MYHKIHS MMOJ] eXOrpad)CKu WK JAmapOCKOTICKU KOHTPOII, CIIe]
KOETO Jla c€ B3eMe TIXHOTO HMH(OPMHPAHO CBITACHE; 3aJABDKUTETHO € MPH B3eMaHe Ha
MH(POPMHUPAHOTO Chriacue Ja ObJAT YAOCTOBEPEHHU C abCOIIOTHA CUTYPHOCT JAHHHUTE 3a
JapuTeNsi, KOUTO Jia TO3BOJIAT HEroBara €IHO3HAYHA HICHTU(UKAIUS OT KOMIICTCHTHUTE
JUIa ¥ OPTaHU 10 ChOTBETEH pefl;

12.2.5.B cnyyanTte, KOraTo IMOJYYEHUTE OT JOHOP SHIEKICTKH e ce IMOJ3BaT 3a
acHCTHpaHa PEMPOIyKINS IPU aHOHUMEH PEIUITUEHT, CIe/IBa J1a C€ OCUTYPH aHOHUMHOCT H
Ha JapuTels U Toi Ja ObJe yBepeH, 4e Ta3u aHOHUMHOCT IIe ObJie 3ama3eHa,

12.2.6.moTeHIIMATHITe AaHOHUMHU JapUTeNld ClelBa Ja ObJaT yBEIOMEHH, Y€ UM €
3a0paHeHO Jla MPaBSAT KAKBUTO M Ja OWJIO MOCTBHIKH 33 YCTAHOBSIBAHE CAMOJUYHOCTTAa Ha
AQHOHUMHMSI PSIUITUCHT (PEIUIUEHTH) HA TEXHUTE OBOLIUTH;

12.2.7.1oukn 12.2.5u 12.2.6He ce OTHACAT 0 JAPUTEIUTE HA OBOLUTH 32 TEXHU
ONU3KY WIIM POAHUHH OT KEHCKH TIOJI TIO TIpaBa JINHUSL.

12.3.Kpurepuu 3a o100psBaHe Ha JapUTEU Ha OBOIUTH:

12.3.1.Bw3pact 18 no 34 roauHu BKII.;

12.3.2.1a He ca MOCTaBEHU MO]] 3aNPEIICHIE;

12.3.3.110He €JHOKPATHO pealu3upaHa PernpoAyKTHBHA (YHKIHS (IOHE €THO >KHUBO
neTe);
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12.3.4.1urica Ha IMYHA WU CEMEHA UCTOPUS 32 HACIEACTBeHH 3200 1sIBaHUS,

12.3.5.mumca Ha JaHHA 34 Ta30BO-Bh3HAIUTEIHA OOJIECT;

12.3.6.1urica HA IMYHA aHAMHE32a 32 TPAHCMHUCHUBHU 3a00JISIBaHHUS;

12.3.7.neraruBuu tectoBe (unca Ha unpekus) 3a HIV, HBV, HCV u cudunuc;

12.3.8. nunca Ha 3a00NsBaHUSA M CHCTOSHUS, KOUTO KPHUAT CBHIIECTBEH PHCK 32
3IpaBETO W JKMBOTA HA JApUTENsl WU 32 YBpPEXKJaHE Ha HEroaTa ObJeIIa penpoAayKTHUBHA
CIIOCOOHOCT.

12.4 . HeoOxoaumu U3cieABaHUS U MIPETIICIN:

12.4.1.3a TpaHCMUCHBHHU 3a00JISIBAHUSA - CEPYM:

12.4.1.1. Anti-HIV-1,2;

12.4.1.2. HBsAg, Anti HBc;

12.4.1.3. Anti-HCV-ADb;

12.4.1.4. HTLV-1 AbBupyc npu WHIUKAIIH;

12.4.1.5. ¢neuuduucn) 3a cudumc;

12.4.2 uepBukanHa nutonamaska (PAP);

12.4.3.MuKpOOHOJIOTMYHO M3CIICABAHE HA BIIATaJIUIIICH/IIEPBUKAIICH CEKPET;

12.4.4 xopMOHATHU U3CIEABAHMS B HAYAJIOTO HA MEHCTpYyanHus ukwd - FSH, LHu
estradiol;

12.4.5.ruHeKooTYeH Mperie]] U TpaHCBarnHajiHa exorpadus Ha MaJIbK Tas,

12.4.6. TIKK, CVYE, Ouoxumus u xemoctaza (1 - 7 muu mpeau (oJUKyIHATA
MYHKIIUSA).

Pazgen VI
MeTonuuan yka3aHusi 32 OMOJOTHYHO-TA00pPATOPHH METOJIW TPU HM3BBPIIBAHE HA
aCUCTUpaHa pernpoayKIHs

1. ExcriepTr3a Ha CriepMaTO30MM 32 IEJIUTE Ha aCUCTHpaHaTa PErpOLyKIIHS:

1.1.u3BBpILBa CE OT MPABOCIIOCOOHUTE JIMIIA, ONPECTICHH B TO3H CTaHAAPT;

1.2.u3BbpI1Ba CE MPH CIIA3BaHE HA Ta3u Hapeaoa;

1.3.u3BbpuIBa ce chriaacHo kpurepunte Ha C30 u cTpukTHUTE Kputepun Ha Kprorep
3a Mopdoyorus Ha crepMartozouaute (B CIydauTe, KOTATO H3CICIABAHUSAT MaTepHal ¢
MOJIYYCH Ype3 esIKYIalus);

1.4. ochiecTBsiBa ce ciiel MoJiydaBaHe HAa CEMEHHA TEYHOCT OT MbXa - OOEKT Ha
u3cJeBaHe, Ype3 €AUH OT CICAHUTE HAYHHU:

1.4.1.49pe3 mactypOarus;

1.4.2.4pe3 enexTpoCTUMYNIALKS Ha eSIKYJIALUATa,;

1.4.3.4pe3 nepkyranHa ouoncus Ha enuauauma (PESA);

1.4.4.9pe3 mukpoxupyruuna ouorncus Ha enuauauma (MESA) wiu tectuca (TeSE);

1.5.ochbiecTBsiBa ce Mpu Cclia3BaHe Ha U3MCKBAHUATA 34 €TUKETHpAHE HA MaTepuaia u
OCHUTYpsIBaHE Ha YCJIOBHS 3a MPOCIEAIEMOCT IbTS HAa MaTepuaa, KOUTO ce U3CIe/IBa;

1.6.ochIecTBsiBa ce OCPEICTBOM:

1.6.1.MHUKpOCKOTIHpaHE Ha CIIEPMATO30UIH;

1.6.2.xomnroTBpHO-acuctTupan crepmaiieH aHanusz (CASA);

1.7. Bogu 110 reHepupaHeTo Ha WH(pOpMAIMs, KOSITO CE 3alucBa BBbpPXY (um 3a
"Pe3ynTatu oT ciepMaleH aHaiuu3'.

2. O6paboTka Ha ceMeHHa TEYHOCT 32 IeJINTEe Ha aCUCTUPAHATa PETIPOIYKIIHUS:

2.1.u3BBpIIBA CE OT IPABOCIIOCOOHUTE JIMIIA, OTIPENICIIEHH B TO3U CTaHIAPT;
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2.2.u3BBpIIBA CE NIPU CHa3BaHe HA Ta3u Hapenaoda,

2.3. BKIIIOYBAa METOJM 32 W30JIMpaHE Ha CIIEPMATO30MIM M TAXHaTa celekuus (oT
NpPSICHO EAKyJMpaHa CEMEHHa TEYHOCT, OT YpUHA MM cie] OMOICHS Ha eNUAMINMa WIN
TECTUCA MO ChOTBETHH MHIMKAILIMH); OCHOBHUTE METOJIH Ca'

2.3.1.uenTpodyrupane Ha CEMEHHA TEUHOCT ¥ IPOMHUBAHE C XPaHUTEIIHA CPeJa,

2.3.2. ueHTtpodyrupaHe Ha CEMEHHa TEYHOCT, MPOMHBAHE U CEJCKIHS 4Ype3
U3ITyBaHe B XpaHUTETHA cpeaa (Swim-up);

2.3.3.rpajueHTHO cemapupane mnpe3 MoJekyisipao cuto (density gradient separation)
Y TIPOMUBAHE HA CEJIEKTUPAHUTE CIIEPMATO30UIH;

2.3.4.cequMenTanus, HUEHTpoyrupaHe ¥ IPOMHUBAHE U JIp.;

2.4.u3BBpIIBa Ce Ype3 MOJI3BaHEe HA KOHCYMaTHUBHU U XPAaHUTEIHU CPEIH, OTTOBAPAIIH
Ha CIIEIHUTE U3UCKBAHUS:

2.4.1.ca 3a emHOKpaTHa ynoTpeoa;

2.4.2.ca crepwiHuy,;

2.4.3.ca IUTOHETOKCUYHMU,

2.4.4. ca U3roTBeHU ChIVIACHO npuetuTe crapaaptu B EC u umar ceptuduxar 3a
TOBA;

2.4.5.ca B CpOK Ha TOJIHOCT;

2.5.0cpl1ecTBsIBA Ce MPH CHIa3BaHE HAa M3MCKBAHUATA 332 ETUKETHPAaHE Ha MaTepuaia u
OCUTYpsIBaHE Ha YCJIOBHS 3a MPOCIEAIEMOCT BT Ha MaTepuaa, KOUTo ce 00paboTBa;

2.6. BOAM W /10 TEHEpUpAHETO Ha MH(OpMaIus, KOSATO Ce 3alMucBa BBPXY ¢QHIN 32
"Pesyntatn oT 06paboTKa Ha CeMEeHHa TeYHOCT".

3. CbxpaHeHue Ha CIIepMaTO30UIH

3.1.u3BBpIIBa CE€ OT IPABOCIIOCOOHUTE JIMIIA, OTIPEJICIIEHN B TO3U CTaHIAPT;

3.2.u3BBpIIBA CE IIPU CHa3BaHe Ha Ta3u Hapeaoda,

3.3.3a HenocpenacTBeHa ynotpeda (1o 24 h)ce u3BbpIBa NpH cTaiiHa WK TejecHa (B
UHKYyOaTop/TepMOCTaT) TeMmMIeparypa, B XpPaHHTEIHU CPEAd B 3aTBOPEHH, CTUKETUPAHU
KOHTeHHepH (erpyBETKHU U Ip.);

3.4. 3a no-bpaTH nepuoan (KaTto ce MpernopbyBa ChbXPaHEHHETO Ja HE HaIXBBPIA 5
TOJIMHU) CE OCBILECTBSABA UYpe3 KPHOKOHCEPBALIUS:

3.4.1.cnen npubaBsHE HA MOIXOASAI KPUOTIPOTEKTOP;

3.4.2.B moaxo11l eTHKETHpaH (KoupaH) Kpuo-KoHTeiHep (Cryovial, mefiera u ap.);

3.4.3.cnen mpolienypa Ha 3aMpa3siBaHe M0 ChOTBETEH MPOTOKOJI Chc/0e3 MoMoIITa Ha
aBTOMAaTH3UPAH 3aMpPa3UTEll;

3.4.4. 1 nocTaBsiHE B MOJAXOJSAI 33 ChXPAHEHHETO IF0APOB ChJ (32 TEUeH a30T) WU
HUCKOTEMIIEpaTypHa XJIaJuiiHa kaMmepa (¢ rapaHTupaHa Temreparypa, mo-aucka ot - 80 °C);

3.5. u3BbBpiIBa ce upe3 Moy3BaHe HA KOHCYMAaTHBH, KPUOTIPOTEKTOPH U XPAHUTEITHH
Cpeau, OTTOBAPSIIY HA CICIHUTE U3UCKBAHHUS

3.5.1.ca 3a eqHOKpaTHa ynoTpeoa;

3.5.2.ca crepuiHuy;

3.5.3.ca IUTOHETOKCUYHY,

3.5.4. ca usroTrBeHu ceriacHo npuerute crapaaptu B EC u umar ceptuduxar 3a
TOBA,

3.5.5.ca B cpok Ha rOJIHOCT;

3.6.0chIlecTBsBA CE MPH CIIa3BaHE HAa M3MCKBAHUATA 32 ETUKETHPAaHE Ha MaTepuaa u
OCUTYpsIBaHE Ha YCJIOBHS 3a MPOCIEAIEMOCT IbTS Ha MaTepuaa, KOUTO Ce ChbXpaHsIBa;

3.7.BOM U 10 TEHEPUPAHETO Ha WH(OpMAIHs, KOATO CJIeJBa Ja CE PErUCTPUpa B
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IOJIXO TSI TIPOTOKOJI M/MIH KOMITIOThPHA 0a3a JIaHHHU.

4. IIpenocraBsiHe HA CIIEPMATO30MIU B PYTH JICUEOHH 3aBE/ICHHS

4.1.u3BBpILBA CE OT MPABOCIIOCOOHUTE JIMLIA, OTIPE/ICTICHU B TO3U CTaHIApPT,;

4.2.73BBpILBA CE MPH €HA OT CIECAHUTE BH3MOKHOCTH:

4.2.1. cneq oOpaboTka Ha CHEPMATO30MAM OT MBXK, Ha YUATO JKE€HA B JPYroTo
JIeueOHO 3aBE/ICHUE IIIE CE OCHILECTBH MMOCTABSHE HA CIIEPMATO30u U (MHCEMUHAITHS);

4.2.2. cnen pasMpaszsiBaHe Ha KPUOKOHCEPBHUPAHU CIEPMATO30MIU OT AHOHUMEH
JapuTen,

4.3. U3BBpILBA C€ Ype3 MOJI3BaHe Ha KOHCYMAaTHUBHU, KPUOTPOTEKTOPU M XPAHUTEITHU
cpeau, OTTOBAPSIIY HA CICIHUTE U3UCKBAHMS

4.3.1.ca 3a eHOKpaTHa ynoTpeoa;

4.3.2.ca cTepuIIHHY,;

4.3.3.ca IUTOHETOKCUYHUY,

4.3.4. ca u3roTBeHu chIiIacHo npuerute craHaaptd B EC u umar ceptuduxar 3a
TOBA,

4.3.5.ca B CpOK Ha rOJIHOCT;

4.4.ocpliecTBsBa ce MPH ClIa3BaHe HAa U3MCKBAHUATA 32 ETUKETHPAaHE Ha MaTepuaa u
OCUTYpsIBaHE Ha YCJIOBHS 3a MPOCIEASIEMOCT IIBTSI HAa MaTepuana, KOWTo ce Mpe0CTaBs;

4.5. u3BBpILBA C€, KAaTO MPEAaBAHETO U TPAHCIIOPTUPAHETO Ha CIIEPMATO30UIUTE CE
OCBILECTBSABA C NPUAPYKUTETHO TcMO (ui), ¢ aTpuOyTH ChIIIACHO TO3H CTaHAAPT.

5. ExcriepTu3a Ha GOIMKYIapHU TEYHOCTH MIIA OBOIUTH:

5.1.ce U3BBpIIBA OT IPABOCIIOCOOHUTE JIUIIA, OTIPE/ICIIEHN B TO3U CTaHIAPT;

5.2.BKIII0YBA JEHHOCTH TO:

5.2.1. excneptu3a Ha (OJUKYJAPHU TEYHOCTH, MOJYYEHH OT CHUIOTO WIH JPYro
neyeOHO 3aBe/ICHHE;

5.2.2.uneHTuuKanys Ha OBOIIMTHO-KYMYJIYCHH KOMIUIEKCH,

5.2.3. ekcriepTr3a Ha OBOLUTH MPEAU OIUIOKAAHETO UM Ype3 KIACHYeCKO UH BUTPO
WJIM MHTPAIMTOILIA3MEHO MHXKeKTHpaHe Ha criepmarosouau (ICSI);

5.2.4. excriepTr3a Ha OBOIIMTHU 32 OILIEHKA HA OIUIOXKJAHETO UM Ype3 KIACHYeCKO MH
BUTPO OIUIOKaHE WM MHTPALMTOILUIA3MEHO HHXKeKTHpaHe Ha criepmarozounu (ICSI);

5.2.5.ekcrnepr3a Ha OBOIUTH MPEIHU U ciell KpHOKOHCEpBalUs;

5.2.6.ekcriepTr3a Ha OBOLUTH Mpeau npeaoctaBsHeTo um 3a GIFT;

5.2.7. excrieptuza Ha (ONMKYJAPHH TEUYHOCTH M OBOLUTH TMpEeId TIXHOTO
YHUII[O’KaBaHE;

5.3.u3BBpIIBA CE!

5.3.1.ype3 MUKPOCKOMHUPAHE ChC CTEPEOMUKPOCKOII, UHBEPTEH MUKPOCKOT U Jp.;

5.3.2.1pu Hy*)J11a ¢ HOTO- H/MIH BUICOJOKYMEHTHUPAHE;

5.3.3. mpu ocurypsiBaHe Ha TeMmmeparypeH KoMQpopT (BbpXy TepMOCTaTHPaHU
NpeMETHA MacH4KH U IUIOTOBE);

5.3.4.B CTepUIIHU YCIIOBUS,

5.3.5.chC cTpeMex 3a MUHMMAaJTHA €KCIIO3UIMS Ha (pakTOpUTE Ha BHHIITHATA CPEAa;

5.3.6. B moAXOISIIM KOHTEHHEPH M XPAHUTEIHH CPEIH, OTTOBAPSIIM Ha CIEIHUTE
W3HCKBAHUA:

5.3.6.1.ca 3a enHOKpaTHa yrnoTpeoa;

5.3.6.2.ca crepunHy;

5.3.6.3.ca INTOHETOKCUYHMU

5.3.6.4.ca u3roTBeHu chriacHo npuerute crangaptd B EC u umar ceprudukar 3a
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TOBA;

5.3.6.5.ca B cpok Ha FOJTHOCT;

5.4.0chllecTBsIBA CE MPH CIIa3BaHE HAa M3MCKBAHUATA 332 ETUKETHPAaHE Ha MaTepuaia u
OCHUTYpsIBaHE Ha YCJIOBHS 3a MPOCIEAIEMOCT IbTS HAa MaTepuaa, KOUTO ce U3CIe/IBa;

5.5. Bogu 10 reHepupaHe Ha WHpOpPMaluMs, KOSITO cJelBa Ja Ce pPErucTpupa B
MIOJIXO TSI TIPOTOKOJI M/MIM KOMITIOThPHA 0a3a JIaHHU.

6. O6paboTKa HA OBOIIHTH:

6.1.u3BBpIIBA CE€ OT IPABOCIIOCOOHUTE JIMIIA, OTIPE/ICIIEHN B TO3U CTaHIAPT;

6.2.u3BBpIIBA CE NIPU Ca3BaHE HA Ta3u Hapenaoda,

6.3.BKIII0YBA JICHHOCTH TO:

6.3.1.npexBbpIIsiHE Ha OBOLIUTH OT SIMH KOHTEIHEp (IIeTpH, enpyBeTKa) B APYT;

6.3.2.n1poMuBaHe Ha OBOIIMTU C XPAHUTEIHU CPEIH;

6.3.3.MaHuNyIanKuu BbPXy KyMYyJyCHUTE KIETKH U KopoHaTa (corona radiai);

6.3.4.KynTUBAIMS B XPAaHUTEIHH CPEH MIPH KOHTPOJIUPAHH YCIOBHS:

6.3.4.1.remneparypa 37.0 T +/ - 0.2;

6.3.4.2. moxos1Ia 3a XpaHUTEHATA cpella ra3oBa cMec (cropes MpernopbKUTE Ha
MIPOM3BOJIUTEIIS WIIK HA 0a3aTa Ha OTUMTAHE Ha akTyanHoTo PH = 7.2 - 7.4);

6.3.4.3.moaxo/s111a 3a METOAa Ha KyJITUBAIUS BIKHOCT,

6.3.4.4 cTrepunHocr;

6.3.4.5.reMHHHA;

6.3.5. uHCEeMHHUpaHe Ha OBOIMTU ChC CYCHEH3Us OT 00pabOTEHH CIIepMaTO30UIHN B
XpaHUTENHA CPea, KaTo ce MpenophuBa, 6€3 J1a € 3abJKUTEITHO:

6.3.5.1.1a ce nocrassar nmo 50,000 - 150,000nepmaro3onna/oouut/ 1 ml;

6.3.5.2.1a ce Moi3BaT CYCIIEH3MM C TakaBa KOHLEHTPAIMs, Y€ WHCEMHHALUOHHUST
o0em n1a He HaaAXBBPIIA 5 - 10%0T T03M Ha cpeaara 3a KyJITHBALUS,

6.3.6. omiokAaHe Ha OBOLUTH 4Ype3 HMHXKEKTHUpaHe HAa E€IUHUYHHU CIIEPMAaTO30UIM
(Icsl;

6.4.ce u3BBHpIIBA!

6.4.1.B CTEepHIIHU YCTIOBHS;

6.4.2.B uHKyOaTOp (IpW KyATHBALUS) IPU OCHT'YpsIBAaHE HA KOHTPOJIMPAHH YCIIOBHS
(Bk. T.6.3.4),BbpXy npeaMeTHaTa Maca Ha Mukpomanunynaropa (npu |CSI) wu B 1aMmuHapex
Ookc (3a ocTaHanmUTE MPOLEAYPH) NPH OCHIYpSBaHE Ha TEMIIEpaTypeH KoMQopT (BBpXyY
TEpPMOCTaTUPaHH MPEAMETHH MaCUYKH U IUIOTOBE);

6.4.3.chC cTpeMex 32 MUHMMAaJIHA €KCIO3ULIUS Ha (JaKTOPUTE HA BBHIIIHATA CPENa,

6.4.4. B mOIX0AAIIM KOHTECHHEPH M XPAHUTEIHU CPEAW, OTIOBAPSIIU Ha CICTHHUTE
M3UCKBAHUS:

6.4.4.1.ca 3a eqHOKpaTHa ynoTpeoa,

6.4.4.2 ca crepuiHuy;

6.4.4.3.ca IUTOHETOKCUYHH,

6.4.4.4.ca w3roTBeHH chriacHo npuerute crangaptd B EC u umar ceprudukar 3a
TOBA;

6.4.4.5.ca B cpoK Ha TOJTHOCT;

6.5.0CBhILECTBsIBA CE IIPU CMIa3BaHe HAa M3UCKBAHMATA 32 €TUKETUPAaHE HAa MaTeprala u
OCUTYpsIBaHE Ha YCJIOBHS 3a MPOCIEAIEMOCT IbTS Ha MaTepuaa, KOUTo ce 00paboTBa;

6.6. Boau 10 TreHepupaHe Ha MHQOpMaLus, KOSITO cjelBa Ja Ce pPErucrpupa B
MIOJIXO TSI TIPOTOKOJI M/MIH KOMITIOTBPHA 0a3a JIaHHHU.

7. ExcriepTH3a Ha MpeIMMIUIaHTAllMOHHU EMOPHOHH
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7.1.13BBpIIBA CE OT MPABOCIIOCOOHUTE JIUIIA, ONPECTICHH B TO3H CTAaHAAPT;

7.2.M3BBpIIBA CE TPU ClIa3BaHE Ha Ta3u Hapenoa;

7.3.BKIII0YBA JJEMHOCTH TIO:

7.3.1.011eHKa Ha 3UTOTH TI0 OTHOILIECHHE Ha OpOs, Pa3MOI0KEHUETO U CTPYKTyparTa Ha
MPOHYKJICYCUTE UM, TMOJIIPHUTE UM TEJILA, IUTO30J1a, KAKTO U HA HAKOM JPYTU MOKa3aTelH;

7.3.2.01I€HKA Ha JCIAIIA Ce NMPESIUMIUIAHTAIIMOHHA eMOPHOHU (10 KOMITAKTHU3AIIUs)
1o OTHOIIEHHE Ha Opos, dopmara, pasNoJIOKEHUETO U CTPYKTypaTa Ha OJaCTOMEpPUTE UM,
zona pellucidapanmuunero u exkcrensuBHocTTa (B % OT 00mMs 00eM) Ha aHyKJICApHUTE
(parMeHTH, KakKTo ¥ Ha HIKOU APYT'H MMOKa3aTely,

7.3.3.011€HKA Ha MPEAUMIUIAHTAIIMOHHA eMOPHOHH - OJIACTOIMCTH, 110 OTHOLICHHE Ha
CTpyKTypaTa M CTENEeHTa Ha pa3BUTHE Ha Ojacrommcra, obemMa W CTpyKTypaTa Ha
OnmacTolMcTHaTa KyXMHa M BBTpEIIHATA KIEeTbYHa Maca, Opost M Mopdojorusra Ha
Tpo(heKkToAepMaTHUTE KIETKU U JIP. IOKa3aTelH;

7.3.4. cenexuysl Ha MPEIUMIUIAHTALIMOHHM eMOpPHOHHM 3a TOCTaBsSHE B MaTOYHATa
KyxuHa (MM Ha 3UroTH 3a nocraesiHe npu ZIFT), kaTo ce nmpenopbuBa Besko JI3 na momssa
CTaH/IapTHAa CKOpPOBa CHCTEMa 3a KayecTBO Ha eMOpuoHuTe (BKJI. pa3paboTeHa COOCTBEHA HMIIH
MoIUpHIpaHa);

7.4.u3BbpLIBA CE:

7.4.1.9pe3 MUKPOCKOIIMPAHE ChC CTEPEOMUKPOCKOII, UHBEPTEH MUKPOCKOII U Jp.;

7.4.2.ipu HyXJa ¢ POTO- H/WIH BUIICOJOKYMEHTUPAHE;

7.4.3. npu ocurypsiBaHe Ha TeMmIeparypeH KoM¢popT (BbpXy TepMOCTaTHPaHU
NpeMETHA MacU4KH U IUIOTOBE);

7.4.4.B CTEpUIIHU yCIIOBHUS,

7.4.5.cpc cTpeMex 32 MUHMMaJIHA €KCIIO3ULIUS Ha (JaKTOPUTE HA BBHIIIHATA CPEJa,

7.4.6. B OIXOAAIIM KOHTEHHEPH M XPAHUTEIHU CPEAH, OTIOBAPSIIM Ha CICTHHUTE
M3UCKBAHUSA:

7.4.6.1.ca 3a eqHOKpaTHa ynoTpeoa,

7.4.6.2 ca crepuiiHuy;

7.4.6.3.ca IUTOHETOKCUYHH,

7.4.6.4.ca w3roTBeHH chbriacHo npuerute crangaptd B EC u umar ceprudukar 3a
TOBA,

7.4.6.5.ca B cpOK Ha TOJTHOCT;

7.5.0CBILECTBSIBA CE NIPU CMa3BaHe HAa M3UCKBAHUATA 3a €TUKETUPAHE HAa MaTepHrala u
OCHUTYpsIBaHE Ha YCJIOBHS 3a MPOCIEAIEMOCT IbTS HAa MaTepuana, KOUTO ce U3CIe/IBa;

7.6. BOOM 10 TeHepHpaHe Ha MHQOpMalus, KOSITO cjelBa Ja Ce pPErucrpupa B
MIOJIXO TSI TIPOTOKOJI M/MIH KOMITIOThPHA 0a3a JIaHHU.

8. O6paboTka Ha MPeAUMIUIAHTAIIMOHHN EMOPHOHH

8.1.u3BBpIIBa CE€ OT IPABOCIIOCOOHUTE JIMIIA, OTIPENICIIEHN B TO3U CTaHIAPT;

8.2.BKIII04Ba JEHHOCTH TO:

8.2.1.npexBbpIisiHe HA eMOPHOHH OT €IUH KOHTEIHep (IIeTpH, enpyBeTKa) B APYT;

8.2.2.mpomuBaHe Ha eMOPUOHHU C XPaHUTEITHHU CPEJIH;

8.2.3. Bp3xeiictBus BbpXy zona pellucidac imen acuctupane Ha H3JIONBAHETO
(assisted hatching)momorira Ha pU3HMYHN UK XUMUYHH areHTH,

8.2.4.xynTuBalys B XpaHUTEIHH CPEH MIPH KOHTPOJIUPAHHU YCIIOBHS:

8.2.4.1.remneparypa 37.0 T +/ - 0.2;

8.2.4.2. moxos1ia 3a XpaHUTEHATA cpea ra3oBa cMec (cropes MpernopbKUTE Ha
MIPOU3BOJIUTEIIS WIIKM Ha Oa3aTa Ha OTUMTAHE Ha akTyanHoTo PH = 7.2 - 7.4);
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8.2.4.3.moaxos111a 3a METOAa Ha KyJITUBALUS BIKHOCT,

8.2.4.4 crepunHocr;

8.2.4.5.rpMHHHA;

8.2.5. 6buonicus Ha OGnmactomepu (C MOMOINTAa HA MHKPOMAHHITYJIaTOp) 3a LETUTE Ha
npeaMILIaHTallMOHHATa reHeTnuHa auarnoctuka (PGD);

8.2.6. 3apexxnaHe Ha eMOpUOKATEeTpPU 3a IOCTaBIHE HA NPEAUMILIAHTAMOHHU
eMOpHOHHU B TsJI0TO Ha xkeHarta (ZIFT, ET);

8.3.u3BBpIIBa CE!

8.3.1.B cTepuIiIHU YCIIOBUS,

8.3.2.B uHkyOarop (3a KyITUBAIMsA) IPU OCUTYpSIBAHE HAa KOHTPOJIUPAHH YCIOBUS,
BBPXY IpeIMeTHaTa Maca Ha MHKpOMaHMIynaTopa (3a Ouorcus Ha OiacroMepu) HWIH B
JaMuHapeH OOKc (3a OCTaHAIUTE MPOICAYPH) MPH OCUTYpsSBaHE Ha TeMIlepaTypeH KoMdopT
(BBpXy TepMOCTaTHPaHU MPEIMETHI MACHYKH U TTIOTOBE);

8.3.3.chC cTpeMex 3a MUHMMAaJTHA €KCIIO3UIMA Ha (pakTOpUTe Ha BHHITHATA CPEAa;

8.3.4. B moaxosIy KOHTEHHEpH M XPAHUTEIHH CPEIH, OTTOBAPSINM Ha CIEIHUTE
M3HUCKBAHUSA:

8.3.4.1.ca 3a enHOKpaTHa yrnoTpeoa;

8.3.4.2.ca crepunHy;

8.3.4.3.ca IMTOHETOKCUYHMU

8.3.4.4.ca u3rotBeHu chriacHo npuerute ctrangaptd B EC u umar ceprudukar 3a
TOBA,

8.3.4.5.ca B cpoK Ha FOJTHOCT,

8.4.ocwhIecTBsBa Ce MPH CIIa3BaHE HAa M3MCKBAHUATA 32 ETUKETHPAaHE Ha MaTepuaia u
OCUTYpsIBaHE Ha YCJIOBHS 3a MPOCIEAIEMOCT IbTS Ha MaTepuaa, KOUTo ce 00paboTBa;

8.5. Bogu 10 reHepupaHe Ha WHpOpMalUsA, KOSTO cJelBa Ja Ce pPErucrpupa B
MIOJIXO TSI TIPOTOKOJT M/MIH KOMITIOThPHA 0a3a JIaHHU.

9. CprxpaHsBaHEe Ha OBOLUTH U NPEAUMITTIAHTAIIHOHHH EMOPHUOHHU!

9.1.u3BBpIIBA CE€ OT IPABOCIIOCOOHUTE JIMIIA, OTIPE/ICIIEHN B TO3U CTaHIAPT;

9.2. ochlecTBsBa ce upe3 KPHOKOHCEpBAIMs, KAaTo c€ MpEenopbyBa MPECTOAT B
KpHoOaHKaTa Ja He HaJBUILABA 5 TOAUHU!

9.2.1.cnen npubaBsHE HA MOIXOASAI KPUOTIPOTEKTOP;

9.2.2.B moaxos111 eTHKeTHpaH (KoupaH) Kpuo- KoHTeliHep (Cryovial; meiiera u ap.);

9.2.3. cnen mporeaypa Ha 3aMpassiBaHEe MO CHOTBETEH MPOTOKON C IMOMOINTA Ha
aBTOMATH3UPAH 3aMpPa3UTell; MOXe U 0€3 TaKbB, aKO Ce Mpuilara MeTobT BUTPHU(PUKALINS;

9.2.4.u nocraBsiHE B MOJAXOJSI 32 ChbXPAHEHHETO IF0APOB Ch1 (32 TE€UeH a30T) WU
HUCKOTEMIIEpaTypHa XJIaJuiiHa KaMmepa (c rapaHTHpaHa Temreparypa, mo-aucka ot - 120 °C);

9.3. u3BBpIIBA CE Upe3 MOJI3BAaHE HA KOHCYMAaTHBH, KPUOTIPOTEKTOPH U XPAHUTEITHH
Cpeau, OTTOBAPSIIY HA CICIHUTE U3UCKBAHMUS

9.3.1.ca 3a eqHOKpaTHa ynoTpeoa;

9.3.2.ca crepuiHu;

9.3.3.ca IUTOHETOKCUYHYU,

9.3.4. ca u3roTBeHu chIiIacHO npuerute crapaaptd B EC u umar cepruduxar 3a
TOBA,

9.3.5.ca B cpok Ha rOJIHOCT;

9.4. ce ochlecTBsIBa ITPH CHIa3BaHE HAa M3MCKBAHUATA 32 ETUKETHPAaHE Ha MaTepuaia u
OCUTYpsIBaHE Ha YCJIOBHS 3a MPOCIEAIEMOCT BT Ha MaTepuaa, KOUTO Ce ChbXpaHsBa;

9.5. upe3 KprOKOHCEpBalKs BOU U 10 TEHEPUPAHETO Ha HHpOpMaLKs, KOSTO ClIeaBa
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71a ce PErHCTPUpPa B IOIXO/IAII IPOTOKOI /MM KOMITIOThpHA 0a3a JaHHH.

10. IlpenoctaBsHe Ha OBOLMTU MM NPEAUMIUIAHTAIIMOHHH €MOpPHMOHU B JPYrd
neuyeOHU 3aBEJICHUS:

10.1.u3BBpiIBa CE€ OT IPABOCIIOCOOHUTE JIUIIA, OTIPEJICIIEHU B TO3U CTAHIAPT;

10.2.u3BBpIIBa CE IPU €/1HA OT CIEAHUTE BH3MOKHOCTH!

10.2.1.0BonMTH, NOJTYYEHHU B OMpPECIICHO JIEUeOHO 3aBEJICHUE C LIEJ OChIIECTBSIBAHE
Ha "UH BUTPO" (pepTUIM3aAIMS WIN ChXPAaHEHHE B APYTO Je4yeOHO 3aBe/ICHHE;

10.2.2.emOpHoOHH, MOJIyYEHH B JIICHO JIEYEOHO 3aBe/IeHUE C 1Nl MOCTABIHETO MM
(emOpuoTpaHChep) WK ChbXpaHESHHETO UM B IPYTO JieyeOHO 3aBE/ICHHE;

10.3.och1ecTBsBa ce:

10.3.1. B TpaHCHOPTHM HWHKYOAaTopu, B XPaHUTETHH CpeId, NMPH KOHTPOJIUPAHU
YCJIOBHS:

10.3.1.1 remneparypa 37.0 T +/ - 0.2;

10.3.1.2.noaxoxadm1a 3a XpaHUTEIHATA Cpelia ra3oBa cMec (Cropes NpenopbKUTe Ha
MIPOM3BOJIUTEIIS WIIM Ha 0a3aTa Ha OTUYMTAHE Ha akTyanHoTo PH = 7.2 - 7.4);

10.3.1.3moaxos11a 32 METOa Ha KyJITUBALIUS BIAXKHOCT,

10.3.1.4 crepunHocT;

10.3.2.umm B KpPHOKOHCEPBUPAHO CHCTOSIHUE B TPAHCIIOPTHU TEPMOCH B T€UEH a30T;

10.4. u3BbpmBa ce upe3 TOJ3BAHE HA KOHCYMAaTHBH, XPAaHHUTEIHHU CpPEIH U
KPHOIIPOTEKTOPH, OTTOBAPSIIY HA CICIHUTE U3UCKBAHHS

10.4.1.ca 3a eqHOKpaTHa ynoTpeoa;

10.4.2.ca crepuiHuy;

10.4.3.ca IUTOHETOKCUYHY,

10.4.4.ca usrorBeHu cwriaacHo npuerute crangaptd B EC u umar ceptuduxar 3a
TOBA,

10.4.5.ca B cpok Ha rOJIHOCT;

10.5.0chiiecTBABa ce MpH ClIa3BaHE HA M3MCKBAHMATA 33 €TUKETHPAHE HAa MaTepualia
U OCUTYpsIBaHE Ha yCJIOBHS 32 MPOCIEAIEMOCT IIbTS HA MaTepuaa, KOWTO ce MPeI0oCTaBs;

10.6. u3BbpImIBa Cce, KaToO NPEAABAHETO W TPAHCIOPTUPAHETO HA OBOLMTHUTE WU
eMOPHOHUTE CE OCBIICCTBIBA C MPUIAPYKUTENHO TUcMO (urn) ¢ aTpubyTH CHIIIaCHO TO3HU
CTaHIapT.

11. EtuketnpaHe Ha CIepMaToO30UH, OBOILMTU U MPEIUMIUIAHTALIMOHHA eMOpPHUOHHU
Ce M3BBPILBA OT KOMIIETEHTHUTE JHIa 1o wi. 32 - 33.

12. W3rernsHe W YyHUIIOXXAaBaHE Ha CBHXPAHEHU CIIEPMATO30MIM, SHLEKICTKH W
NPEeIUMILIAaHTAMOHHU eMOPHUOHH:

12.1.u3BBpiIBa c€ OT IPABOCIIOCOOHUTE JIUIIA, OTIPEJICIIEHU B TO3U CTaHIAPT;

12.2. u3BbpIIBa ce CHIIACHO BBTPELIEH 3a JeuyeOHOTO 3aBEICHUE CTaHIApT 3a Ta3u
JEWHOCT, KOTaTO CE OTHACS /IO CICIHUTE CIIydau:

12.2.1.xenanue Ha MAIMEHTUTE, YIOCTOBEPEHO C MICMEHO UH(POPMUPAHO CHIIIACHE;

12.2.2.0BouuTH 1 eMOPUOHH, HEU3IIOJI3BAHHU 32 ACUCTHPAHA PEMPOIYKIUS IPU JIUIICA
Ha XeJlaHWe OT CTPaHa Ha MAIMEHTUTE 3a TAXHATa KPHOKOHCEpBAIUs, KOraTo ca W3MHUHAIIN
noBeye OT 7 ICHOHOIMS OT MOMEHTA Ha OIUIOXKIaHEe HAa OBOILIUTHTE,

12.2.3.0BouuTH U €MOPHUOHHU, KOTATO € HAJIUIe MUKPOOHO 3aMbpCSIBaHE U PACTEXK B
XpaHuTenHata cpeaa (MHQEKIHs), KPHENIM PUCK 3a KPHCTOCAHA KOHTAMHUHALUS WIH 3a
3[IpaBETO HA KEHAaTa, Ha KOSTO clieABa Ja ObJAT MOCTAaBEHM; B TE3U CIIyyaH cjelBa Ja ObJle
M3BBPIICHO U MHUKPOOHOJIOIMYHO HM3CIEJBaHE Ha KYJITypeJHaTa cpela 3a YCTaHOBSIBAaHE Ha
NPUYUHHUTEIS;
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12.2.4. y3tMuaHe Ha MaKCUMAJIHHUS CPOK 3a CbhXpaHEHHE, KOWTO € 3asBeH OT
NAlMeHTUTe TpU TOJMUCBAHETO HAa MH(DOPMUPAHO ChHIVIACHE 32 KPHUOKOHCEpBAIuS,
MPErnophYBa C€ MAKCUMAIIHUAT CPOK 33 ChbXpaHEHHE J]a HE Ha/IBUINIaBa S IOJMHU;

12.2.5.u3tuane Ha moBeye OoT 6 Mecera ciie 3asBEHUS CPOK 3a ChbXpaHEHHE IpU
HEMOTHPCEHH CIIEPMATO30U/IH, SIMIIEKICTKH U eMOPUOHH;

12.3.u3BbpiiBa ce cwriacHo COIl, korato ce otHaca 10 ONOKUpaHe, U3TETIISHE WIN
YHUIIIOXKaBaHE HA BCUUKH SIMIIEKJICTKH, CIIEPMATO30MUIM HJIM 3UTOTH, KOUTO MOTAT Ja JT0OBEAAT
710 CepuO3Ha HeXeTaHa PeaKIusl WM CEPHO3eH HHIUICHT,

12.4. uzppmBa ce, KaTo IpIata MHQGOpMAIMSA IO TMpoledypaTa cieaBa Jaa ce
perucTpupa B MOAXOIAII TPOTOKOJ H/WIIM KOMIIOThpHA 0a3a JaHHH.

Pasnen VIII
MuHHUMaIHH W3UCKBAHUA KbM JICUeOHUTE 3aBENCHHUSA, OCBIIECTBSIBAIA TaKaBa
IEUHOCT

1. Bokc 3a excniepTH3a, eTUKETHpaHe, 00padOTKa U MPeI0CTaBsIHE Ha CIIEPMATO30UIN

1.1.TlomMenieHne ¢ KOHTPOJI U OTPAaHUYEHUE HA JIOCThHIIA.

1.2.O6opynBane:

1.2.1. naGopatopau mkadoBe M IUIOTOBE, MO3BOJSABAIM MOKPO MHOYHCTBAHE U
ne3uHpeKIns;

1.2.2.prpaseHa B IIoT JlabopaTopHa MUBKa (amaka);

1.2.3.nab6oparopHa neHTpodyra ¢ moIX0 A apaMeTpH,

1.2.4.cTranapTeH CBETIMHEH MUKPOCKOT MJIM HHBEPTEH MUKPOCKOTT,

1.2.5.trepmocrat miu CO2unKydaTop;

1.2.6.xy1aquiTHuK;

1.2.7.npenopbuBa ce HAUTMYUETO HA TAMHUHAPEH OOKC.

2. IIpoctpancTBeHo 000c0OeHa CTPYKTYypa M0 aCUCTHpaHa PeTpoTyKIUs

2.1.Tlomemenus:

2.1.1.c KOHTPOT ¥ OTPaHUYCHUE HA TOCTHIIA;

2.1.2.c u3KycTBEHA BEHTUJIALNSA, KIMMATH3aIMs U IPEUYNCTBAHE HA Bb3/1yXa.

2.2.060pynBane:

2.2.1. naboparopHu MmKapoBe U IJIOTOBE, IMO3BOJISABALIIM MOKpPO TOYHCTBAHE U
ne3uHpeKIns;

2.2.2.BrpajeHa B IUIOT JabopaTopHa MHUBKa (aJaka);

2.2.3.nabopaTopHa HeHTpodyra ¢ MoAXO I TapaMeTpH;

2.2.4.cTaHNapTeH CBETIMHEH MUKPOCKOIT;

2.2.5.cTepeoMHUKpPOCKOTT,

2.2.6.uaBepTeH MuKpockon ¢ Xodman uinu Hopmapcku KOHTpacT;

2.2.7.MukpoMaHuIynauonHa cucrema 3a |CSl;

2.2.8. COZunkybaropu - Hali-MaJIKoO JIBa;

2.2.9.X1aIITHHK;

2.2.10.1amunapeH 6okc (¢ punrpamus ot Haii-manko kiac 100);

2.2.11.tepmocTatupyema Maca (IIOT);

2.2.12.cucrema 3a moctostHHO Toko3axpanBane (UPS).

3. Kpuobanka

3.1.ITomerenus:

3.1.1.60kc nim yacT oT 060co0eHa CTPYKTYpa MO aCHCTUPAaHA PEIPOLYKIIHS;
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3.1.2.c KOHTPOIJ U OrpaHUYEHHUE Ha IOCTHIIA.
3.2.060pynBane:
3.2.1. mporpamupyeM aBTOMAaTHU3UpaH 3aMpaszuTell; HEe € HeoO0XOauM, ako ce

KPHUOKOHCEPBUPAT CAMO CIIEPMATO30U I UJIM CE M0JI3Ba METOIbT BUTPUDHUKAIIHS;

3.2.2.cpl10Be 332 ChbXpaHEHHWE Ha KPUOKOHCEPBUPAHHU TaMETH MM €eMOPHOHU B TeUeH

a30T; WU XJAAWIHA KaMEpH 332 CBPbXHUCKU TEMIIEpaTypHu.

4. Exorpadcka MaHUITyJIAI[MOHHA

4.1.TlomenieHne ¢ KOHTPOJ U OrPaHUYECHHE HA JIOCThIIA.

4.2.0060pynBane:

4.2.1.mkadoBe # MIOTOBE, MO3BOJISBAIIM MOKPO MOYHUCTBAHE U Ie3UH(EKITHS,
4.2.2.Brpasiena B ot JabopatopHa MUBKa (aJaka);

4.2.3.cniemieH mkad;

4.2 .4 TMHEKOJIOTUYEH CTO,

4.2.5.ynTpa3ByKoB anapaT ¢ abJJOMUHaJIHA ¥ BarMHAJIHA COHJIa C OMOTICHYEH KHT;
4.2.6.MOHHUTOD 32 BUTATHU IMOKA3aTEIH,

4.2.7.crienieH peaHnMAalMOHEH KOMILJICKT;,

4.2.8.nedubdpunarop;

4.2.9.M3TOYHUK HA KHCIOPO/I.

5. Cras 3a Bb3CTaHOBsIBaHE ciie]l (OJIMKYIIHA TYHKIUS WA eMOpuoTpanchep
5.1.T1Tomemenus:

5.1.1.c o1 cropesl XUTHEHHUTE U3UCKBAHUS;

5.1.2.c KOHTPOJ U OTrpaHUYEHHUE Ha IOCTHIIA.

5.2.060pynBane:

5.2.1.moHe eHA KyIIETKA WIH JIETJIO;

5.2.2.mkadue;

5.2.3.M3TOYHUK HA KUCIOPO/I.

6. Crast 3a cnepMOOT/AeIIsIHE

6.1.[TomeneHne B OGIU30CT 10 CAHUTAPEH BH3EIl 32 MAIUEHTH.
6.2.0060pyaBane:

6.2.1.xymierka,

6.2.2.mkadue;

6.2.3.3aKayalka 3a JIpexu,

6.2.4.MuBKa;

6.2.5.mpenopbuBa ce: HAIMYUETO HA ayTUOBH3YaTHA TEXHUKA (TeleBU30p/BHUIICO).

Pazmen IX
MuHUMaIHA W3UCKBaHHS KbM CHCTaBSHE M BOJICHE Ha crienu(uyHaTa MEIUIIMHCKA

JOKYMEHTALUs U PErUCThpa

3a.

1. OOy NoJ0KEeHHUS:

1.1. MenuMHCKUTE JOKYMEHTH CleqBa 1a ObaaT yrpaBIisiBaHHy,

1.2. MemuIMHCKHUTE JOKYMEHTH CIIE/BA J1a Ca SICHU, YSTUMHU U €JTHO3HAYHHU,

1.3. npu 6opaBeHe ¢ MeIUMIIMHCKAa HHPOPMALUs CIeBa Ja Ce Cra3BaT W3MCKBAHUATA

1.3.1.00eKTHBHOCT U JOOPOCHBECTHOCT;

1.3.2. mocTarb4HOCT Ha 00eMa (IIbJIHOTA);
1.3.3.5cHOTa ¥ HEJIBYCMHUCIICHOCT;
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1.3.4.xoH(uIEHITNAIHOCT;

1.3.5.1poABIHKUTEIHOCT, TOCIEA0BATETHOCT M MPUEMCTBEHOCT;

1.3.6.cpxpaHenue;

1.3.7.0TrOBOPHOCT Ha JMIIATa, UMAIX JOCTBHII JI0 Hes;

1.3.8.HeBB3MOXKHOCT 32 HETOOPOCHBECTHOTO i MPOMEHSIHE WIIM YHHUII[O)KABaHE.

2. JleueOHHTE 3aBelEHUs M3TOTBAT U CHXPaHSABAT JOCHE HA BCEKH JIOHOP, KOETO
ChIIbpiKa ClIeTHATA TOKYMEHTAIIUS:

2.1. wnentudpukanms Ha JoHopa (tpure wmmeHa, EIH/JIHY, yHukanen
UACHTU(HUKAIIMOHEH HOMEP, Bb3pacT, 10JI);

2.2.MeIUIrHCKA TOKYMEHTAITUS, KOSTO J]a MO3BOJISIBA YCTAHOBSIBAHE HA 3a00JIIBaAHUS
npu ToHOpa (pe3ysiTaTe OT (PU3MKATHO M3CIEABAHE, KBACTO ¢ MPUIIOKUMO; KIMHUYHU JTAaHHH,
pe3yJITaTH OT JIAOOPATOPHU U JAPYTH M3CICABAHNUA);

2.3.1aHHY OT IPOBEJICHO U3CJIeIBAHE HA TICHXUYECKOTO ChCTOSHHE Ha JJOHOPA;

2.4. XeMaTOJOTHYHN ¥ KIMHHUKO-XMMHUYHH IIOKa3aTEIHM 3a OIE€HKAa Ha CTEIIeHTa Ha
pa3pexaHe Ha KpbBTa B CIIy4auTe, MPU KOUTO C€ ChOOIIaBa 3a MpelinBaHe Ha Pa3TBOPH;

2.5.ceriacue 3a B3eMaHe;

2.6. uadopmaruaTa o T. 2 ce MpeoCcTaBs Ha JOHOPA OT MPABOCHOCOOEH JeKap UM
ouosor ceriaacHo npuioxkenue Ne 1, pasmen I, 1. 2, 3, 4u 5 B nocTenHa (opma, KaTo ce
W3M0JI3BAT pa30MpaeMu MOHSATHUS; IOTBBPACHUTE PE3YIATATH OT U3BHPIICHUTE U3CICABAHMS CE
ChOOIIaBaT U OOSCHSBAT HA JIOHOPA.

3. ATpuOyTH Ha HIKOU CHEIU(PUIHN MEAUIIMHCKHA JOKYMEHTH

3.1.TIpoToko 3a UHAYKIHS HAa OBYJIAIHUATA:

3.1.1.uneHTu(UKAIIMOHHY TaHHU HA MMalUEHTA!

3.1.1.1.yHukaneH Ko,

3.1.1.2.tpu umeHa;

3.1.1.3.BB3pacT;

3.1.1.4ETH,;

3.1.1.5HacTosm aapec;

3.1.1.6.tenedoH 3a KOHTAKTH,

3.1.2. KIVHUYHYU JaHHU.

3.1.2.1 quaruosa;

3.1.2.2.mocnenna peaosua meucrpyanus ([IPM);

3.1.2.3.0co0eHOoCTH HAa MEHCTPYATHHSI [IHUKBII;

3.1.2.4. BMI ITM);

3.1.3.TepaneBTUYHN JAHHH:

3.1.3.1.Bux Ha METUKAMEHTHUTE 32 MHIYKITUS U JT03UPOBKA,

3.1.3.2.1aHHu 0T eX0TpadCcKOTO U3CIEIBAHE;

3.1.3.3.1aHHM OT XOPMOHAJIHU H3CleBaHus (aKO ca MPaBeHH);

3.1.3.4 1a"Hu OT HA3HAYEHUS,

3.1.4.noanuc Ha IeKyBaIuUs JeKap;

3.2.1IpOTOKOJI 32 KOHTPOJIMPaHa OBapUAIHA XUTIEPCTUMYIALIHS:

3.2.1.uneHTu(UKAIIMOHHY TaHHU HA MMalUeHTa!

3.2.1.1.ynukaneH Kon;

3.2.1.2.tpu umeHa,;

3.2.1.3.BB3pacT;

3.2.1.4ETH,;

3.2.1.5.HacTos1 aapec;
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3.2.1.6.teneoH 3a KOHTAKTH,

3.2.2.KIVHUYHY JaHHU.

3.2.2.1 quaruosa;

3.2.2.2IIPM;

3.2.2.3.0c00eH0CTH Ha MEHCTPYATHHSI [IUKBIT;

3.2.2.4. BMI TM);

3.2.3.TepaneBTUYHN JAHHH:

3.2.3.1.Bu1 Ha METUKAMEHTHUTE 32 CTUMYJIAIUS U JT03UPOBKA,;

3.2.3.2.1aHHU OT eXOTpadCKOTO U3CIIEIBAHE;

3.2.3.3.1aHHA OT XOPMOHAIHU U3CJICIBAHHUS;

3.2.3.4 1a"Hu OT HA3HAYEHUS,

3.2.3.5.1ara Ha Ha3HAYeHaTa (OIMKYIIHA ITYHKIIHS,

3.2.4.monuc Ha TEKyBaIUs JIeKap;

3.3.IpOTOKOJI 332 U3BBPIICHA HMHCEMUHAITHS:

3.3.1.uneHTU(UKAIMOHHY JAaHHU Ha ManueHTa (PeHunueHTa):

3.3.1.1.ynukaneH Kon;

3.3.1.2.tpu umeHa;

3.3.1.3.BB3pacT;

3.3.1.4ETH;

3.3.1.5HacTosm aapec;

3.3.1.6.tenedoH 3a KOHTAKTH,

3.3.2. ugeHTU(PUKAIIMOHHN JaHHU Ha JIMIETO, OT KOETO ca CHEPMATO30UAMUTE 3a
WHCEMUHAIHS.

3.3.2.1.npu uHCEMUHALUS OT ChIIpyra/mapTHLOpa:

3.3.2.1.1 yHuKaneH Ko,

3.3.2.1.2:1pu nmMeHa;

3.3.2.1.3B83pacr;

3.3.2.1.4EI'H;

3.3.2.1.5Hacrosm aapec;

3.3.2.1.6:renedoH 32 KOHTAKTH;

3.3.2.2.1pu HHCEMHHAIUS OT KpUOOAHKUPAaH AHOHUMEH JapHUTEN:

3.3.2.2.1ynukaneH uneHTu(UKAIMOHEH Ko (0T KpuoOaHKara);

3.3.2.2.2xpwBHa rpyna u Rh-dakrop;

3.3.3.KIMHUYHH JaHHU.

3.3.3.1.quaruo3sa;

3.3.3.2I1PM;

3.3.3.3.0c00eHOCTH HAa MEHCTPYaITHUS LIUKBII;

3.3.3.4. BMI UITM);

3.3.4.TepaneBTUYHN JAHHH:

3.3.4.1 narHu OT exorpad)CKu U3CIICIBAHHUS;

3.3.4.2 maHHM OT MOCJICTHOTO XOPMOHAIIHO U3CJIeBaHE (aKO NMa);

3.3.4.3.onucanne Ha M3MOJI3BAHUS TEHETUYEH MaTepuall (IaHHH OT eKCIIepTU3aTa Ha
00paboTEeHUTE CIIEPMaTO30U/IH);

3.3.4.4 natu u yacoBe Ha U3BbBpIIeHATA(UTE) HHCEMUHAIHSI(H);

3.3.5.moamnuc Ha JeKyBaus Jekap;

3.4. du 3a pe3ynTaTu OT CiepMalieH aHau3!

3.4.1.upeHTu(UKANIMOHHY TaHHU HA MMalUEHTA!
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3.4.1.1.tpu umeHa,;

3.4.1.2 Bp3pacT;

3.4.1.3ET'H;

3.4.1.4 nacrosu aapec;

3.4.1.5.teneoH 3a KOHTAKTH,

3.4.2 KIVHUYHYU JaHHU.

3.4.2.1.npenBapuTeliHa IUArHO3a,

3.4.2.2.a6ctuneHIus (M0J0BO Bb3IbPKAHKE);

3.4.2.3.1pyru KIMHUYHU OETIeKKH;

3.4.3.1aHHU 32 U3CIICABAHUS MaTepHall:

3.4.3.1.HoMep, narta U yac,

3.4.3.2.Bun Ha MaTepuaa,;

3.4.3.3.MeTOo]1 Ha OJTy4aBaHe, /1aTa U 4ac Ha MoJyyaBaHe;

3.4.3.4 ussr;

3.4.3.5Mmupuc;

3.4.3.6.BTeuHsABaHE;

3.4.3.7 BUCKO3UTET;

3.4.3.8. pH;

3.4.3.9.00ewm;

3.4.3.10 xoHIIEHTpaITUs HAa CIIEPMATO30UANTE;

3.4.3.11 061 Opoii Ha criepMaTO30UANTE;

3.4.3.12 O ABUKHOCT;

3.4.3.13mopdonorus;

3.4.3.14 xpbriu KIETKY,;

3.4.3.15xo0arynymu,

3.4.3.16 arnyTuHarus,

3.4.4.maruo3sa;

3.4.5.penopbKy;

3.4.6.1ara 1 yac Ha U3CIIEABAHE;

3.4.7.noanuc (Ha u3caeaBaIus);

3.5. pum 3a pe3ynaratu oT 00paboTKa Ha ceMEHHA TEYHOCT:

3.5.1.0CBeH JaHHUTE OT CIIEPMAJHUS aHAJIU3 Ce BKIIIOYBAT U:

3.5.2.meTo1 32 00paboTKa,

3.5.3.xpanurenna cpena 3a 06padoTKa:

3.5.3.1.HauMenoBaHue,

3.5.3.2napruna,

3.5.3.3.cpoKk Ha TOAHOCT;

3.5.4.xpaifHa KOHIIEHTPAILIHUS Ha TIOJIBUKHUTE CIIEPMATO30UIH;

3.5.5.xpaeH 06em cnen 06paboTKa;

3.5.6.1ata u yac Ha (Hayano Ha) 0OpaboTKaTa,

3.5.7.moamnuc (1a 06paboTHIIHS);

3.6. IpUIPYKUTETHO MHCMO MPHU MPEIOCTABSIHE HA CIIEPMATO30U U, SHIIEKICTKH W
eMOpHOHMU:

3.6.1.xoraro He ce eI aHOHMMHOCT Ha JIMIAaTa, OT KOUTO Ca B3ETH.

3.6.1.1.Bux Ha U3MpaLIaHUA MaTepHal,

3.6.1.2 unenTuduKaMOHHN KOJOBE Ha JIUIIATa, OT KOUTO MPOU3X0KIA;

3.6.1.3.umena Ha nurero wim aunara u EI'H, ot kouTto npou3xoxa;

To3u AOKYMEHT AocTtura Ao Bac 6narogapeHue Ha 34paBHUSA noptan www.zdrave.bg



66

3.6.1.4.anpecu u TenedoHU 3a Bpb3Ka C JIMIATA, 32 KOUTO MTPOU3X0K/IA,

3.6.1.5uneHTrdUKAIIMOHHN KOJOBE Ha JIUIATA, 32 KOWTO € MpeIHa3HaAueH,

3.6.1.6.umena Ha nurero wim jaunara u ETH, 3a kouto e npegna3HayeH;

3.6.1.7.anpecu u TenedoHU 3a Bpb3Ka C JIMIATA, 32 KOUTO € MpeAHa3HAYCH,;

3.6.1.8.umeHa Ha OTTOBOPHOTO JIHMIIE U TelNe(OH 32 KOHTAKTH, HAMMEHOBAHHE, aJIpec
Ha JI3, oT KoeTo ce u3mpaiua,;

3.6.1.9.umenHa Ha OTTOBOPHOTO JIMIIE U TelNe(OH 32 KOHTAKTH, HAMMEHOBAHUE, aJIpec
Ha JI3, KbM KOETO ce M3mpalla,;

3.6.1.10nata, yac Ha U3MpaIaHE;

3.6.1.11moanuc Ha oTroBOpHOTO JuIie o T. 1.6.1.8;

3.6.2.x0rato ce eI aHOHUMHOCT Ha JIMIATa, OT KOUTO Ca B3ETHU!

3.6.2.1 .Bu Ha U3NpallaHug MaTepHal,

3.6.2.2 uneHTudUKAIMOHHN KOJOBE Ha JIUIIATa, OT KOUTO MPOU3X0KIA;

3.6.2.3 . uaeHTU(HUKAIIMOHHN KOJOBE Ha JIUIIATa, 3a KOWTO € MpeIHa3HAueH,

3.6.2.4 umena Ha nurero wim jaunara u ETH, 3a kouto e npegna3HaveH;

3.6.2.5.aapecu u TenedoHu 3a Bph3Ka C TUIATA, 32 KOUTO € IpeIHA3HAYCH;

3.6.2.6.uMeHa HA OTTOBOPHOTO JIMIIE U TelNe(OH 3a KOHTAKTH, HAMMEHOBAHUE, aJIpec
Ha JI3, oT KoeTo ce u3mpaia,;

3.6.2.7.uMeHa Ha OTTOBOPHOTO JIUIIE M TeNe(OH 3a KOHTAKTH, HAUMEHOBAHHUE, a/Ipec
Ha JIeYeOHOTO 3aBe/ICHNE, KbM KOETO CE M3MpAIla;

3.6.2.8.1ara, yac Ha u3Mpainaxe,

3.6.2.9.moanuc Ha oTroBopHOTO Juie no T. 1.6.1.8.

[Mpunoxenne Ne 2 xpm wi. 1,am. 1, 1. 2

logumen oTueT Ha JeyeOHUTE 3aBElEHUS, KOUTO H3BBPIIBAT JAECHHOCTH 10
acuCcTHpaHa penpoayKIns

|. Bpoii 1 B N3BBPIIEHN JEHHOCTHU O EKCIIEPTH3A HA!
1. MOTCHIIMAIHU PEIUITUCHTH HA!

a) CIIepMaTO30U/IH,;

0) AULEKICTKY;

B) 3UTOTH;

2. TOHOpH Ha!

a) CIIepMaTO30U/IH;

0) AULEKICTKY,;

B) 3UTOTH.

[I. Bpoit u3BBpILIEHN NEHHOCTH IO B3€MAHE HA FaMETH:
1. cnepmaTo3ouau;
2. SALEKIIETKH.

[1l. bpoii u BuJ U3BBPILIEHU IEHHOCTH IO ACUCTUPAHA PETIPOAYKIIUS:

1. XopMOHaJIHA MHAYKIIUS HAa OBYJAILIUATA;
2. XOpMOHaJIHa KOHTPOJIUpaHa oBapHuaiHa (siunrkoBa) xunepcrumymnaius (KOXC);
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3. HHCEMUHAIUH

3.1.0T napTHBOP;

3.2.0T noHOp;

4. omJOXJaHEe HAa €HA WIH TOBeue SHUIEKICTKH, HAMUPAIU CE W3BBH TSIIOTO HA
KeHaTa upes:

4.1.xnacuuecko "uH BUTpo" ominoxaane (IVF);

4.2 . MHTPaOBOIMTHO MHXXEKTUPaHe Ha equHUYHU criepmaro3ouu (ICSl);

5. B3eMaHe, ekcrepTusa, o0paboTKa, eTUKETHpaHEe U ChXpaHsIBaHE Ha SIMIIEKICTKH,
CIIEpPMAaTO30M/IU WJIH 3UTOTH;

6. mocraBsiHe Ha €JHA WM MOBEUYE 3UTOTH B TSJIOTO Ha jkeHaTa (eMOpuoTpaHchep -
ET), nonyueHu cien ook aaHe Ha SHIICKICTKH OT ChIaTa WU JIPyra jKCHa,

7. Ouworcust Ha ONacCTOMEpPH OT 3UTOTH 3a IEIUTE Ha MpeAuMILIaHTAIlHOHHATA
redernyna auardoctuka (PGD);

8. emOpHopenyKIus.

IV. Bpoii peliMnueHT!, Ha KOUTO ca IOCTAaBEHU T'aMETH/3UTOTH
1. cnepmaTo3ouau;

2. SALEKIIETKY,

3. 3UToTH.

V. Bpoii u3BBpIICHU ICHHOCTH 10 ChbXpaHSIBaHE HA TaMETH/3UTOTH:
1. cnepmaTo3ouau;

2. SALEKIIETKH,

3. 3UTOTH.

VI. Bpoii n3BbpIIeHN JEHHOCTH M0 €TUKETHPAHE HAa TaMETH/3UTOTH:
1. cnepmaTo3ouau;

2. SALEKIIETKY,

3. 3UTOTH.

VII. Bpoii paxxnaHus B pe3yiaTaT Ha aCUCTHPaHa PEPOTyKIIHS:

1. paxxiane Ha eJHO 3APaBO JIETE,;

2. paxxJaHe Ha OJIM3HAIH;

3. paxkaaHe Ha IOBEYE OT J[BA IUIO/IA;

4. paxnaane Ha 0] (TUI00BE) ¢ BpoJcHH MayipopMaliu win 3adossBanus (ciensa
11a ce mocouu BuJI Ha Madopmarusta/zadonssanero ¢ koa mo MKbB-X).

OTroBopHO JHIIE: PrxoBoauTen Ha
JIEYEOHOTO 3aBECHUE:!
IMoxamuc: IToxamuc:

[Tpunoxenne Ne 3 kpM wi. 62,an. 3

B’prO C’[>06IJ_ICHI/IC 3a HaCThIIWJIIA CCPHO3HA HCKCJIaHa PpCaKUusd WM CCPHUO3CH
HMHIUJICHT
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A. 3a cepuosnu Hexxenanu peakiuu (CHP)

HO
MN3ITBJIHUTEJIHA ATEHIIUA 110
TPAHCITJIAHT AIINA

HO

(JI3, u3BBpIIMIO TIPOIICIYpaTa M0 aCHCTUPaHA
penpoaykius, BeposTHo nosena 1o CHP)

aTa Ha
Homep (ko) Ha chOOIIEHHUETO A
p (xox) B ChOOIIEHUETO
JlanHM 3a JI3
CHOOIIHUTENS Anpec
Tenedon | Mo6unen tenedon |

JInne 3a KOHTaKT

JlaHHU 3a 3aCErHaTOTO HNmena ‘ EI'H ‘
OT CEpPHO3HA HEXKENaHa Anpec
peaxkuus Iuie Tenedon MooGwuiien tenedon
(monop/penunueHT):
Jlanuu Msicro (JI3)
3a mpoueaypara Anpec
10 aCUCTUpaHa Juarnosa
penpoTyKuus, (vHOMKaIMN)
BEPOSITHO OBETA Jlara Ha Bpemerpaene 1o
no CHP W3BBpLIBAHE BB3HUKBane Ha CHP

(TOKOJIKOTO ca U3BECTHM)

Ha Ipoueaypara

Jannu [IeHO OnIKICaHUMe
3a CHP Ha CHP
Kpurepuu 3a
cepro3HocT(1)
Hauano Kpait
CprbpTeTBaIlO
JIeYCHUE
Hpyru nanuu,
MMAaIlld OTHOILICHUE
Nsroreuin [Tonmuc
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CHOOIIEHUETO
(Tpu nmena)

69

PvrxoBoauTen Ha
JIEYEOHOTO 3aBECHUE
(Tpu umeHa)

Ilonmuc

b. 3a cepuosuu unimaentu (CH):

HO

(JI3, u3BBpIIMIO TIPOIICIYpaTa M0 aCHCTUPaHA
penpoaykius, BeposTHo noseina 1o CHP)

Howmep (ko) Ha chOOIIEHHETO Hlara na
ChOOIIEHUETO
JlanHM 3a JI3
CHOOIIUTENS Anpec
Tenedon | MoGunen Tenedon |
JIuie 3a KOHTaKT
Jannu 3a CU, [TbnHO OTIMCaHUEe
KOWTO MOXE Ja Ha CU
IIOBJIUsIC Hauano Kpait
0e301macHOCTTa 1 Bun 3amecenu Crnepmarto- .
SiinexkneTku 3uroTu
KauyecTBOTO Ha KJICTKU/ThKaHU 30U]I1
CIIepMAaTO30H/IH, (or6enexu!)
SIALEKIIETKA WA Bun npouenypa(4)
3UTOTH [Mpuunna 3a CU(5)
Hpyru nanuu,
HMMAaIlli OTHOIIICHHE
Hzroteun IToanuc
ChOOIIEHUETO

(Tpu umeHa)

1. Kpurepuure, 1o KOUTO € ONpeeieHa peakusITa KaTo cepro3Ha (BK. ONPEIEICHUETO).

4. Bun npoueaypa ce OTHAcs A0 elHa OT CIeIHUTE — [0JIydaBaHe, eKCrepTu3a, 00paboTka, ChbXpaHEHHE,
[IOCTaBSIHE, IPEIOCTABSIHE, TPAHCIIOPT.
5. [IpyunHaTa ce OTHACS JI0 €IHa OT CJICJHUTE — HEKa4eCTBCHU/OMMaCHH OBOIIUTH, CIIEPMATO30HM N UIIN
3UTOTH; IPOOJIEeM ¢ armaparypa 1 000pyIBaHe; YOBEIIKA I'PEIlKa; IpyrH (CiieaBa aa ce Onpeesr).

[Mpunoxenne Ne 4 xpm wi. 65,am. 1

H’prOHa‘IaJICH AOKJIaA 3a HAaCThIIWJIA CCPHO3HA HCXKCJIIaHA PCaKOUA WM CCPUO3CH

HWHIUICHT
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A. 3a cepuosnu Hexxenanu peakiuu (CHP)

Howmep (kox) Ha nokinana

JlaTa Ha JOoKJIada

JlanHu 3a
CHOOIIATEIS

JI3

Anpec

Tenedon

| Mo6unen tenedon |

JInne 3a KOHTaKT

JlaHHHM 3a 3aCETHATOTO Hwmena ‘ EI'H ‘
OT CEpPHO3HA HEXKENaHa Anpec
peaxkuus JIuie Tenedon Moo6wuien tenedon
(monop/penunueHT):
Tanuu Msicto (JI3)
3a npouexypara Anpec
10 aCUCTUpaHa OTroBopHoO JuLe
pEenpoayKIHNS, Tenedon | MoGunen Tenedon |
BEPOSITHO JI0OBEIIA Juarnosa
no CHP (MHIUKAIN)
HaumenoBanue Ha
nporeaypara(l)
Jara Ha Bpemerpaene o
U3BBPIIBAHE Bb3HMKBaHe Ha CHP
JanHu [IbHO OTIMCaHUe
3a CHP Ha CHP
Kpurepuu 3a
cepro3HOCT(2)
Bup 3amecenn
kieTku/Trkanu(3)
Hauano Kpait
CprbpTeTBaIlO
JI€UYEHUe
Jpyru naHHu, uMaiu
oTHoIIeHHE (B T.4.
YHHUKAJICH
UICHTU(DHUKAITMOHEH KO
HOMEp Ha JJOHOPA)
Nsroreuin [Tonmuc
ChOOIICHHETO
(Tpu numena)
PvroBouTen HA [Tonmuc
7e4yeOHOTO 3aBeJICHHE
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(Tpu nmeHa)
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b. 3a cepuosuu unimaentu (CH):

Howmep (kox) Ha nokinana

JlaTa Ha IoKJIada

JlanHu 3a
CHOOIIATEIS

JI3

Anpec

Tenedon

| Mo6unen tenedon |

JInne 3a KOHTaKT

JlaHHHM 3a 3aCETHATOTO Hwmena ‘ EI'H ‘
OT CEpUO3€EH Anpec
UHIUJIEHT JHLE: Tenedon | Mo6unen tenedon |
Jlanuu Msicto (JI3)
3a npoueaypara Anpec
10 aCUCTUpaHa OTroBopHoO JuLe
pEenpoayKIHNS, Tenedon ‘ Moo6wuieH tenedon ‘
BEPOSTHO J0OBEIIA Juarnosa
no C1 (naMKanUN)
HaumenoBanue Ha
poLeaypara
Jlata Ha Bpemerpaene 1o
U3BBPLIBAHE Bb3HMKBaHe Ha CHP
Jannu 3a CU, [TbHO OTIMCaHUe
KOMTO MOXKE J1a Ha CU
IIOBJIMSE Hayaio Kpaii
0e30macHOCTTa U Bun 3amecenn Cnepmaro- .
SIinexneTkn 3urotu
Ka4ecTBOTO Ha KJICTKU/ThKaHU 30U11
CIIepMAaTO30H/IH, (or6enexu!)
SALEKIIETKA WA Bun npouenypa(4)
3UTOTH [Tpuunna 3a CU(5)
Hpyru nanuu,
MMaIlld OTHOUICHHE
Nsroreui [Tonmuc
ChOOIIECHUETO
(Tpu numena)
PvroBouTen Ha [Tonmuc
7e4eOHOTO 3aBEJICHHE

1. HaumeHoBaHue Ha MpolieypaTa MpH U3BBPIIBAHE HA aCUCTUPAHA PEIPOAYKIIHS - HAIIpUMeEp
WHAYKIHS Ha OBYJAIUATA, (POJIMKYIHA MyHKIMS, eMOpHoTpancep u ap.
2. Kputepuunre, 10 KOUTO € OTIpeJielieHa PeakIisiTa KaTo cepruo3Ha (BXK. OMPEIeICHUETO).
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3. CniepMaTo30uau, SHIEKIETKH WU 3UTOTH.

4. Bun npoueaypa ce OTHacs 0 eIHa OT CIeIHUTE - [ToJIydaBaHe, eKCIepTH3a, 00paboTka, ChbXpaHEHHE,
[IOCTaBSIHE, IPENOCTABSIHE, TPAHCIIOPT.

5. [IpyunHaTa ce OTHACS JI0 €IHa OT CJICJAHUTE - HeKaYyeCTBEHH/OTIACHU OBOIIMTH, CIEPMATO30UIN HITH
3UTOTH; IPOOJIEM ¢ armaparypa 1 000pyIBaHe; YOBEIIKA IPEIlKa; IpyrH (CiieaBa aa ce Onpeesr).

[Mpunoxenne Ne 5 xbm wi. 65,am. 1

OCHOBHM €JIEMEHTM Ha NPUIPYKHUTEITHO NHCMO KbM ITbpBOHAuYaleH JOKJIax 3a
cboOIl[aBaHe Ha CEpUO3HA HEXeJlaHA PEeaklus WM CepUO3eH MHUUACHT IpPU acHCTUpaHa

penpoayKIHs

[TucmoTo € B CBOOOJEH TEKCT U ChIbpKa MHPOPMAIUI Hali-MalKOTO 3!

1. HauMecHOBaHWME Ha JIEYEOHOTO 3aBEJCHUE, OCBHUICCTBUIO ACHCTHpaHAaTa
PETIPOAYKIIHS;

2. uMmeHa, anpec M TeiaedoH 3a BpB3KAa Ha OTFOBOPHOTO JIMIIE; HAMMEHOBAaHHE Ha
7e4eOHOTO 3aBe/ICHHE, YCTAHOBUIIO CEPUO3HATA HEXKENIaHa PeaKIHsl WM UHIUICHT,;

3. HaNMEHOBaHHWE Ha JIeUeOHOTO 3aBEJCHUE, YCTAHOBUJIO CEpHO3HATA HEXellaHa
peaKIus WM UHIUICHT;

4. ume, aapec u TenedoH 3a Bpb3Ka Ha JIHMIETO, YCTAHOBMWIIO CEpHO3HATa HEKellaHa
peaKIus WM UHIUICHT;

5. MeTo, ¢ KOWTO ce mpeAroiara a € CBbp3aHa Cepuo3HaTa HeXellaHa PeaKiusl U
MHIMJICHT, CTIOpe]l HoMeHKnatypara B paszen I, ot 1. 8.4.8.110 8.4.8.8.

6. 1ata Ha U3BBPILBAHE HA IPOLICAYpATa;

7.1aTa Ha YCTaHOBSIBaHE Ha CEPHO3HATA HEXKEJIaHa PEaKLUs MM WHIUICHT;

8. 0000111eHO TpeacTaBsHE Ha KOHKPETHUS CIydail Ha CepuO3Ha HEXellaHa PeaKius
WM WHIUJCHT, OIICHKAaTa Ha PUCKa, IPEANPUETHTE MEPKH M Bb3MOXKHUS M3X0]] (KOraTo He ce
Kacae 3a Cepro3Ha HeXKeJlaHa PeaKIUsl WK HHIUICHT, JTOBEIH 0 CMBPT);

9. naTa Ha M3MpaIIaHe Ha JIOKJIA/a,;

10. noanuc Ha OTTOBOPHOTO JIMIE M HA PHKOBOAUTEIIS Ha JIEUEOHOTO 3aBEJICHUE.

[Mpunoxenne Ne 6 kpMm wi. 65,am. 2

I[OH’[)JIHI/ITCJICH AOKJIaA 3a HACTbhIIMJIA CCPUO3HA HCXKCJIaHa PCaKIHA WU CCPHUO3CH
HMHIUJICHT

A. 3a cepuosnu Hexxenanu peakiuu (CHP)

Howmep (ko) Ha mbpBOHAYATHUS JTOKIIA], JlaTa Ha JOKIJIaza
3a KOMTO C€ OTHACS HACTOSIIUST
JIOIBIHUTEICH TOKIa

JlaHHM 3a JI3
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CHOOLIUTEA

Anpec
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Tenedon

| Mo6unen tenedon |

JInne 3a KOHTaKT

JanHu
3a JIOKJIaABallus

Mscto (JI3)

Anpec

OTroBopHoO JuLe

Tenedon

| MoGunen renedon |

JanHu
3a CHP

IIsnHO OomMcanue Ha
CHP wu neiinorto
MOTBBPKACHUE UITU
OTXBBpJISIHE, KAKTO U
MpOMsiHA BbB BUA
Ha CHP (ako nma
MpOMSIHA, Ja ce

YTOYHH)
Kpurepuu 3a
cepro3HocT(1)
Bup 3amecenn
kiaeTku/ThKkanu(2)
Hauano Kpait
IIpoBeneHo
crenu(puIHO
JIeYCHUE
YHuKaneH
UICHTU(DHUKAITMOHECH
HOMEp Ha JIOHOpa
Knunnuen uzxon ot
curyanusra(3)
3aKIoYeHue oT
BBTPEIIHOTO
pascinensane na CHP
IIpenopbku 3a
npo¢uIakTuKa Ha
CHP u npennpuern
MEpKHU
Nsroreuin [Tonmuc
CbOOIIECHUETO
(Tpu numena)
PvroBouTen Ha [Tonmuc
ne4e0HOTO
3aBeJCHUE
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b. 3a cepuosuu unimaentu (CH):
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Howmep (ko) Ha mMbpBOHAYAIHUS JTOKIIA], 32
KOMWTO C€ OTHACS HACTOSIMUAT AOIBIHUTEICH

JlaTa Ha JOoKJIada

JOKJIa]
JlanHM 3a JI3
CHOOIIUTENS Anpec
Tenedon | Mo6unen tenedon |
Jlnie 3a KOHTaKT
Tanuu Mscro (JI3)
3a JIOKJIaJBalUs Anpec
OTroBopHoO JuLe
Tenedon | Mo6unen tenedon |
Jannu [IbnHO onMCcaHue Ha
3a CU CH u HEeroBoTo
MOTBBPKACHHUE UITU
OTXBBpJISIHE, KAKTO U
MPOMSIHA BHB BHJIA
Ha CU1
Kpurepuu 3a
cepro3HocT(1)
Bup 3amecenun
KkiaeTku/ThKkanu(2)
Hauano Kpait
Bup Ha yrounenara
npoiieaypa, 1oBesna
no CH(4)
Kpaen pesynrar or CU
3aKIoYeHue oT
BBTPEUIHOTO pa3cieBaHe
Ha CU1
IIpenopbku 3a
npo¢unakruka Ha CU n
MPEANPUETH MEPKH
Nsroreuin [Tonmuc
CHOOIICHHETO
(Tpu numena)
PvroBouTEN HA [Tonmuc
ne4e0HOTO
3aBeJCHUE
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1. Kpurepuure, 1o KOUTO € ONpeeieHa peakusaTa KaTo cepro3Ha (BK. ONPEIeICHUETO).
2. CriepMaTo30uid, SHIEKIETKH WU 3UTOTH.

3. KinnHu4eH u3xoJ - oTHacA ce JI0 €JHO OT CIEIHUTE: ITBJIHO Bb3CTAaHOBSBAHE, MUHUMAIIHU
IIOCJIEJICTBUS; CEPUO3HU NOCIIEACTBUS; CMBPT.

4. Buj nporieypa ce oOTHacs JI0 €Ha OT CICTHUTE - TIOJIyJYaBaHe, eKCIepTu3a, o0paboTka, CbXxpaHeHue,

MOCTaBsHEC, IPCAOCTABAHEC, TPAHCIIOPT.

[Mpunoxenne Ne 7 xbM wi. 65,am. 2

OCHOBHM €NEMEHTH Ha NPUIPYXKHUTETHO MHCMO KbM JONBJIHUTENEH JOKJIAJ Ha
uHbOpMaIMA 3a CepHo3HA HEXellaHa peakiHs WM CepHO3eH HHIMICHT IMpPHU acUCTHpaHa
penpoayKLHs

[TucmoTo € B CBOOOJEH TEKCT U ChIbpKa MHPOPMAIUI Hali-MalKOTO 3!

1. nHaumMeHoBaHHME Ha JIe4eOHOTO 3aBEACHUE, OCBILECTBHIIO AaCHUCTHpaHATa
PenpoyKIus;

2. uMeHa, azipec U TenedoH 3a Bpb3Ka Ha OTTOBOPHOTO JIUIIE;

3. HOTBBPXKAaBaHE WIIM OTXBBPJISIHE HA CEPUO3HATA HEXKEJIaHa PEaKILIUs WK CepPUO3eH
WHITUJICHT;

4. yTOYHEH METO/I, C KOMTO Ce CBBhp3Ba CEpUO3HATA HEXKENAaHaA PEaKIUs UIIH UHIIUACHT
criopell HoMeHkJarypata B paszen I, ot 1. 8.4.8.110 8.4.8.8u npuunHHO-CclieACTBEHA BpB3Ka
(ako e ycTaHOBEHA TaKkaBa);

5. 0000111€HO TpecTaBsHE Ha KOHKPETHUS CIydail Ha CepuO3Ha HEXellaHa pPeaKius
WIA UHIMJICHT, HACTBIIMIINS U3X0/1, OLICHKAaTa Ha pHCKa U MPENPUETUTE MEPKH,

6. TombJIHUTEIHA MH(POPMAIIHS OT JIMTEPATypHU U3TOYHUIIM (aKO MMa TaKaBa);

7. nata Ha U3MpallaHe Ha JOKJIaa,

8. moamuc Ha OTTOBOPHOTO JIMIE M HA PHKOBOAUTEINS HA JIEYEOHOTO 3aBEJICHUE.

[Mpunoxenne Ne 8 kbM wit. 66,am. 2

[lepuoanyen noxnaj 3a 6€30MaCHOCT MPH U3BBPIIBAHE HA ACUCTHPAHA PEHpPOLYKIIHS
U paboTa ChC CIIEPMATO30UIN, SHIIEKICTKH 1 3UTOTH

Howmep (ko) Ha meproAnYHUS JOKIa [Tepuon
(ot - 10)
JlanH" JI3
3a JOKJIaJBaIlus Anpec
OTroBopHoO JuLe
Tenedon | MoGunen tenepon |
Bpoii cepnos3nu Hexenanu peakuuu (CHP) u cepro3nu uHIMACHTH
110 BH/JI HA TIPOIIEIypaTa 3a aCUCTHPAHA PEIPOTyKIIHSI
# ‘BI/I,Z[ Ha [poreaypara ‘ bpoit CHP ‘ bpoii na C1
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B3emane Ha criepMaTo30uau OT
ChIPYr/IapTHHOP WM aHOHHMEH
JIOHOD

WNuaykuus Ha oByJIanusaTa Uin
KOHTPOJIMPaHa OBapHaJIHA
XUIIEPCTUMyJaLus

NHcemuHanms cbe
CIIEPMATO30UIN OT
ChIPYr/MapTHbOP WA AHOHUMCH
JIOHOD

B3emane Ha oBouuTH
MOCPEJICTBOM SIMUHUKOBA
(boMUKyIHA MYHKIHS

Excneprusa, 06padoTka,
eTUKETHUPAaHE WIN ChXpaHsIBaHE Ha
OBOIIUTH, CIIEPMATO30MIU UITH
3UTOTH

OBapuaiien
XUIIEPCTUMYIAIlMOHEH CUHAPOM

MsuorormioaHa opemenHoct (2+
IJI0/1a) MU M3BbHMATOYHA
OpeMeHHOCT

Em6puopenykuus

OobIIO

II0 BUJ Ha KJICTKI/ITC/T’bKaHI/ITC, 3a KOUTO CC OTHaACsA

bpoii cepnosznu Hexenanu peakuuu (CHP) u ceprosnu uniuaentu (CH)

By Ha KIIETKU/TBKAHU bpoit CHP | bpoit na C1

bpon
pas3npocTpaHeHU
TBKaHH, KIIETKH,
IPOAYKTH

Cnepmaro3ouu

OBoutu

3urotu

ITpoxykTH, cBbp3ann ¢ 1 — 3

AW e

OobIIO

06

WJIA 3UTOTH HE3ABUCUMO OT HaymmuneTo win juncara Ha CHP wiu CU

Opoii pa3npocTpaHeHH (IOCTAaBSHH WA NIPEIOCTABCHH) TraMeTH

OO11 Opoii Ha MOTEHIMATHO 3aCerHATUTE JinIa (T.e. 001 Opoii Ha

PCLMITUCHTHUTE)

Pasnpenenenue Ha cirydanTe 1o BUJ Ha cepruo3nute Hexenanu peakiyu (CHP)

Xapaxkrep Ha CHP

bpoit CHP

[Ipenanenu (TpaHcMHUCHBHM) OaKTEpHATHU MHGDEKIIMN

IIpenanenn HBV

(TpaHCcMHCHpaHH) HCV

BUPYCHH HH(DEKITUU HIV —1/2
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Apyru
IIpenanenn Manapust
(TpaHCcMHCHpaHH) Hpyru
[1apa3suTo3u
IIpenanenn

3JIOKAYECTBEHHU 3a00JIsIBAHUS

[Mpenagenu npyru 3a00nsBaHuUs

Hpyru CHP
Pasnpenenenue Ha cmygante Ha CU mo BUJ Ha polieypara U TUN Ha IPUYMHATA
Bbpoit na CH, Crneundukanus
KOUTO MOXe Jia ca MoBIHsuIH kadectBoTo | [ledexr B | [IpoGiiem ¢ | HoBerika Hpyru
1 6€30IacHOCTTa Ha CIEpPMaTO30H/IH, kierku/ | anmaparypa/ | rpemka | (yrounu!)
STMIIEKJIETKU U 3UTOTH ThKaHU |00Opy/ABaHE
MOPAJU CICTHUTE IPUIUHU
[TosmyuaBane CnepMarosouu
OBouutu
3urotu
Exkcneprusa Cnepmarosouu
OBouutu
3urotu
O6paboTtka CnepmaTo3ouau
OBouutu
3urotu
Cobxpanenue Cnepmaro3ouu
OBouutu
3urotu
Tpancnopt Cnepmaro3ouu
OBouutu
3urotu
Juctpulyrus Cnepmarosouu
(mocraBsiHe WK OBonuT
MIPEI0CTaBSHE) 3urotu
Marepuain
HApyru (yrouu!)
Wsroteun noknana Tenedon
3a Bpb3Ka
Msicro, nara [Tonmuc
PvroBoauTen Ha [Tonmuc
ne4e0HOTO
3aBe/IcHUe

[Mpunoxenne Ne 9 xbm ui. 66,amn. 2
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OCHOBHU €JeMEHTH Ha NPUAPYKUTETHO MHCMO KbM TNEPHOJUYEH JIOKIaa 3a
0€30MMacHOCT TpH M3BBHPIIBAHE HA AaCHCTUpaHa PENPOAYKIHS U paboTa ChC CIEPMATO30UIH,
SIMIIEKIIETKU U 3UTOTH

[TucmoTo € B CBOOOJEH TEKCT U ChIbpka MHPOPMAIUI Hali-MalKOTO 3!

1. naumMeHoBaHHME Ha JIe4eOHOTO 3aBEJCHUE, OCBILECTBHIIO AaCHUCTHpaHaTa
PenpoyKIus;

2. uMeHa, azipec U TenedoH 3a Bpb3Ka C OTTOBOPHOTO JIUIIE;

3. KpaTKo oInucaHue Ha creruduKaTa Ha T0KIaa,

4. nepuos, 3a KOWTO ce OTHACS AOKIAIbT,;

5. 0000111eHO MpeIcTaBsHEe Ha MOJyYSHUTE Pe3yaTaTy Mpe3 Mepruoja, Mo OTHOIIECHUE
Ha 0e30MMacHOCTTa MPU ACUCTHpAHa PEMPOAYKIHSI U paboTa ChC CIEPMATO30UIH, SHIICKICTKH
Y 3UTOTH, KaKTO U CpaBHEHHE C MUHAIM NIEPUOJIU U TEHIACHIINH;

6. 1aHHM 3a pe3yNTaTH OT MPEANPHETH MEPKU B MUHAIIN NIEPUO.IH,;

7. nata Ha U3MpallaHe Ha JOKJIa/a,

8. moamnuc Ha OTTOBOPHOTO JIMIE M HA PHKOBOAUTEINS HA JIEYEOHOTO 3aBEJICHUE.

[Tpunoxxenne Ne 10xbMm . 67,am. 2

A. ®opmaT Ha rOJIUIIHUS JOKIJIAJ] 32 CEPUO3HU HEXKEIaHHU peaKluu

JloknazaBaia crpaHa

Oryeren nepuop 1 ssayapu — 31 nekeMBpH (roanHa)

Bpoii Bb3HUKHAIN CEPUO3HU HEKETAHU PEAKI[UH 10 BUIOBE TaMETH/3UTOTH (M/WJIH MaTepuaiu, BIC3JH B
KOHTAKT C TSIX)

OO0 Opoit Ha

Bun ramern/3urotu (u/vnu matepuai, Bpoii cepuozuaun MPEIOCTABEHUTE 32
yrnoTpeba
BJIC3JIA B KOHTAKT C TSX) HEXEJIAaHU PEaKIIUU
rameTu/3urotu
ot Buja (ako uMa
JTAHHH)
1
2
3
4
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Oo6110

OOm1 Opoii Ha MPEIOCTABEHUTE T'aMeTH/3UTOTH (BKIFOUUTEIHO BHJ, 32 KOWTO HsAMa CHOOINCHHS 3a
BB3HUKHAJIM CEPUO3HH HEKEIIAHU PEAKIINN)

OO0m1 Opoit 3acerHaTy PEUIHEHTH

XapakTep Ha JOKJIaJJBAHUTE CEPUO3HU HEXKEITAHU OO Opoit Ha CEpUO3HUTE HEXKEITAHU
peakuuu peakuuu

ITpenanena Gakrepuanya nHpeKuus

IIpenanena supycsa |HBV
UHEKIUSA HCV

HIV —1/2

Jpyru (yrounere)
IIpenanena Manapus
napasutHa uHpekus | Ipyru (yrounere)

[Ipenagenn 310KkauecTBEHN 3a00ISIBAHIS

Jlpyru npenaaeHu 3a00siBaHUs

Jpyru CeprO3HU HEXKEIIAHU PEaKLIUU
(yrounere)

b. ®opmar Ha roauIIHKS AOKIAJ] 32 CEPUO3HU MHLUICHTH

JloknazaBaiua crpaHa

Ortyeren nepuon 1 sinyapu - 31 nexemBpu (roanHa)

OO Opoii raMeTn/3uroTy, Mo UI0KEHH Ha 00paboTKa

Onucanue
EctecTBO 1 006111 Opoii Ha nedekr Ha nedekr Ha YOBEIIKa
BB3HUKHAINTE CEPHO3HU IpoAyKTa | 000pYABAHETO rperka Ipyru

MHIUIEHTH, KOUTO Ca OKa3aJIk
BJIMSIHHE BBPXY KQUueCTBOTO U
0e30MmacHOCTTa Ha
raMeTUTe/3UrOTUTE

B3emane

Exkcneprusa
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Tpancnoprupane

O6paboTka

CpxpaHeHue

IIpenocraBsiue

Marepuaiu

Hpyru (yrounere)

[Tpunoxenne Ne 11xpm wi. 68,am. 3

[Tepuoauuen noknaz 3a Opost Ha OIOKUPAHKUTE, U3TETICHUTE U YHUIIIOKEHUTE STHUIICKICTKH,
CIIEpPMATO30MIN U 3UTOTH

Howmep (ko) Ha meproAnYHUs JOKIIa

JanHu
3a JIOKJIaABallus

Ilepuon
(ot - 10)
J3
Anpec
OTroBopHoO JuLe
Tenedon | MoGunen tenepon |

Pasnpenenenue Ha OpoiiKkKTeE 1O MPOIIEAypa, BUA HA KIETKUTE/ThKAHTA U 10 IPUYHNHA

[To mpouenypa

Bun
KJIETKUA/ThKAaH

Ilopanu
CHP

[To nckane
(Ha manueHTn)

ITopanu Hpyru

CHnu

obIIO

biiokupanu

Cnepmarosouu

OBoutu

3urotu

N3Ternenn

Cnepmaro3ouu

OBout

3urotu
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YHUII0XKEHU Cnepmaro3ouu
Osonutu
3uroTu
Tenepon 3a
Wzrorsua noxnana
BpB3Ka
Mscro, nara ITonmmuc
PwroBoguTe HA IToamuc
J1e4eOHOTO
3aBCACHHC

3abenexka.To3u 1okiaz ce mpuiara 3a€JHO C MEPUOANYCH JOKIaa 32 O€30MacHOCT € eIHO U
CBILO NPUAPYKUTEIHO ITUCMO.
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