HAPEJIBA Ne H-2 OT 12 FOJIH 2023 T. 3A JEMHOCTH IO ACUCTUPAHA
PENPOJYKIIMSA

H30adena om munucmvpa Ha 30paseona3ganemo

O6wn. /IB. 6p.63 om 25 1ou 2023e.

I'naBa nbpBa.
OBLINA ITOJIOKEHUSA

Yn. 1. (1) C ta3u Hapenoa ce:

1. yTBBpXK/IaBa MEIUIIMHCKH CTAaHIAPT 32 ACUCTHpPAHA PETPOIYKIHS CHIIIACHO MpUIIOKeHne No
1;

2. yTBBbpKIaBa oOpaszell Ha TOAMIICH OTYET 3a H3BBPIICHUTE JCHHOCTH 10 acHCTHUpaHa
PENpPOAYKIHS ChITIACHO NMpuitoxkeHue No 2;

3. ompenenar ycloBHATa U PEIbT 33 B3€MaHe, IOCTaBsIHE, EKCIEPTU3a, 00paboTKa, ETUKETUPaHE
U CBbXpaHsSBaHE Ha SUIEKICTKH, CIEPMATO30MIM W 3WUTOTH 32 HYXKIWUTE Ha aCUCTHpaHaTa PErmpOayKITHs,
KaKTO M Ha BJIM3AILIUTE B KOHTAKT C TAX MAaTE€pPUAIM U MPOAYKTHU U HA TAXHOTO MPOCIEsIBaHe OT JOHOpPa J10
PELMITNEHTA;

4. onpenens penpT 3a perucTpanus, o0paboTka, CbXpaHsBaHE W MPEJOCTaBsIHE Ha
uHpopManuaTa oT peructbpa mo wi. 132, an. 1 ot 3akoHa 3a 31paBeTo;

5. onmpenensaT ycloBHATa M PelbT 3a ChOOLIABaHE, PETUCTPUPAHE, JOKJIAJABAHE U IIPeJaBaHe Ha
uHpOpMaLKs 32 CEPUO3HUTE HEXEJTaHW PEaKIMU U CEpPUO3HHUTE MHIMICHTU U 3a OJIOKMpaHe, U3TErisHe U
VHHII[O)KaBaHE Ha SHUIEKIIETKH, CTIEPMATO30HUI1 UITH 3UTOTH;

6. onpeneNsT yCIOBUATA U PeIbT 3a Ch3/aBaHE Ha CHCTEMa 3a Mpociie/siBaHe Ha AUIEKIETKUTE,
CTIIEpPMATO30HMIUTE U 3UTOTUTE, KAKTO M HA MPOJAYKTUTE U MaTepPHAINTE, KOUTO BIM3aT B KOHTAKT C TAX H Ca
CBBP3aHU C TAXHOTO KauecTBO U 0€30MaCHOCT.

(2) HeiiHOCTHUTE MO ACUCTHPaHA PENPOAYKLHUS CE€ OCHILECTBABAT IIPU CIIA3BaHE HA CTAHIApTa I10
. 1, an. 1, T. | OT BcH4KM JieueOHN 3aBEJICHUS, KOUTO T'H W3BHPIIBAT.

Un. 2. JleueOHHTE 3aBEICHUS, KOUTO OCBHIIECTBSABAT JCHHOCTH MO aCUCTHpPaHA PETPOIYKIHUS U
10 OCUTYpSIBAHE, U3I0JI3BAHE U ChXPaHSIBaHE Ha SUIEKIIETKH, CIIEPMATO30MIU U 3UTOTH, Ca:

1. neueOHM 3aBeIeHNA 32 U3BHHOOIHUYHA TOMOIIL;

2. 1e4yeOHM 3aBeIeHUA 3a OOIHNYHA ITOMOLIL,

3. neueOHM 3aBefieHUST KbM MUHHCTEPCKHS ChBET, MHHHCTEPCTBOTO Ha oOTOpaHaTa,
MUHHUCTEPCTBOTO Ha BHTPEIIHUTE pa00TH 1 MUHHCTEPCTBOTO HA TPAHCIIOPTA U CHOOIICHUSTA;

4. ThKaHHU OaHKH.

I'naBa BTOpA.
OTUYUTAHE HA IJEMHOCTUTE IO ACUCTUPAHA PENTPOAYKIIUS

Un. 3. (1) JleueOHUTE 3aBeNEHUS W3TOTBAT TOJUIICH OTYET 32 WM3BBPUICHUTE ICHHOCTH IO
acucTHpaHa penpoAyKIHs Ipe3 ChOTBETHATA KaJIeHJapHa TONHA.

(2) OtuersT 0OxBama nepuosa ot 1 ssuyapu 10 31 1ekeMBpH Ha BCsKa FOJMHA.

(3) OtuersT ce u3npama B M3nbanurennara arenuus "Menuunncku Hagzop" (MAMH) no 31
sIHyapH Ha clieiBalliaTa KajeHJapHa roJiuHa.
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(4) OtueThT ce MOANMUCBA OT PHKOBOJUTENS Ha JIEYEOHOTO 3aBEJIECHUE M OT OTTOBOPHOTO JIUIIC
nio nipuioxkenue Ne 1, paznen 11, T. 2.
(5) Kome ot oTuera ce chxpaHsiBa B JIeueOHOTO 3aBeieHHE 3a CpOoK 30 rouHu.

I'naBa Tpera.
YCJIOBUSA U PEJL 3A B3EMAHE HA CIEPMATO30UIU U AMIEKJIETKHA

Ui 4. (1) Cnepmaro3ouan Morar aa ObJaT B3€MaHH OT BCEKH ITBIHOJETEH MBXK, KOMTO HE €
MOCTaBEH O] 3alpelieHre, OTroBaps Ha KpPUTEpUUTE 3a MoAOOp Mo Ta3u Hapenda (B cilydyauTe Ha
HENMapTHhOPCKO JapsBaHe) U € JaJl MMCMEHO HH(OPMUPAHO ChIJIacHe.

(2) Cnepmarozonau morar jga ObJaT B3eMaHUM M OT HEMBJIHOJETHO JIMLE N0 MEAMLUHCKU
MOKa3aHMs, KOTaTo € 3acTpamieHa Obaenara My penpoayKTHBHA CIIOCOOHOCT, Ciie]] MUCMEHO HH()OPMUPaHO
ChIJIacHe Ha HEMbIHOJIETHHS, KAKTO U HA HETOBUTE POJIUTENN WIIH MTOTICUUTEH.

(3) Koraro ce wu3BBbpmIBa caMO €KCIEpTH3a Ha CIIEPMATO30WIM, MUCMEHaTa (opma Ha
WH(POPMUPAHOTO ChIIIACKE HE € HE0OX0IUMa.

(4) Coepmaro3ouau 3a JAMPEKTHA ymoTpeba wMorar jAa ObJaT U3IMOJA3BaHUM CaMoO 3a
OCBIIECTBSIBAHE HA aCUCTUPaHa PENPOIYKIUS MPU NAPTHHOPCKO JAapsiBaHE.

Un. 5. JloHOpBT Ha cmepMaTO30MIU 3a JUPEKTHAa ymorpeda MpH MapTHHROPCKO JapsiBaHe
OTroBaps Ha CIICHUTE KPUTCPHH:

1. HE € B pOJICTBEHA BPB3Ka C PEIMITMEHTA I10 TpaBa JIMHUS | 110 ChpeOpeHa JIMHUS J10 4 CTETICH,
KOETO C€ yJIOCTOBEPsIBA C KOIHE OT OpayHO CBUCTEJICTBO HIIU JICKIIapallys;

2. mo 3 mecena mpeay Mporeaypara mo JapsBaHe MUKPOOHOIOTUYHO My € M3CJie/IBaHa CEMEHHA
TEYHOCT, KaTO MPH MaTOJIOTUYCH PE3YJITAT € U3BBPIIECHA CBOEBPEMEHHA CaHAIIUS;

3. man e mucMeHo MH(OPMUPAHO ChIIACHE.

Un. 6. (1) JoHOPBHT HA CHIEPMATO30HMIM 32 MHAUPEKTHA YMOoTpebda MpU MapTHHOPCKO JapsiBaHe
OTroBaps Ha CIEIHUTE KPUTECPHH:

1. He e B poJICTBEHA Bpb3Ka C PELUIIUEHTA IO MpaBa JIMHUA U 110 ChbpedpeHa JIUHUA 10 4 CTEeleH,
KOETO C€ yJIOCTOBEPSIBA C KOIHE OT OpayHO CBUICTEJICTBO MU JICKIIapaliys;

2. 1o 3 Mecena npeau Npolieaypara o AapsiBaHe MUKpPOOUOJIOITMYHO My € M3CJIe/IBaHa CEMEHHa
TEYHOCT, KaTO MU MAaTOJOTHYEH PEe3yJITaT € U3BbPIICHAa CBOEBPEMEHHA CaHAIHs;

3. man e mucMeHo MH()OPMUPAHO ChIIIACHE;

4. o 3 Mecela mpeau Npoleaypara o JapsiBaHe € TECTBaH 3a:

a) HIV: Anti-HIV-1, 2 unu HIV Ag/Ab;

0) xenatut B: HBsAg u Anti HBc;

B) xenatuT C: Anti-HCV-Ab wiu Anti-HCV Ag/Ab;

r) cudummc.

(2) Ilpu cneaBamu akTOBE HA JTOHOPCTBO OT CHIIMSA MAPTHHOP CJEIBAIIUTE KPBHBHHU MpoOU ce
B3E€MaT HE MO-KBCHO OT 6 Mecela OT MPEIX0JHOTO B3eMaHe Ha mpooa.

(3) IIpu mo3utuBHU TecToBe 3a HIV 1, 2, xenatut B n C nnu cuduimc, KakTo ¥ Mpu JOHOP C
MOBHIIICH WH(PEKIINO3EH PUCK (AHAMHECTUYHO) Ce TpHJIara pas/ielHo 00paboTBaHe U ChXpaHEHUE.

(4) 3ampmKUTENIHO W3CIeaBaHe 3a Haimuue Ha aHtutena cpemry HTLV-I ce u3BwbpmBa Ha
JIOHOPHUTE, KOUTO XKHUBESIT B PETHOHH C BUCOKA OOJIECTHOCT MJIM MPOU3X0XK AT OT TAKUBA PETHOHH.

(5) 3BagpmxuTenHo u3cneABaHe 3a Hanuuue Ha aHturena cpemyy HTLV-I ce u3bpmiBa Ha
JOHOPUTE, YUUTO CEKCYAITHU MAaPTHHOPH WJIM YUUTO POJUTENN MPOU3XO0KAAT OT TAKMBA PETHOHHU.

(6) Hombnaurtennu uscnensanus 3a Mamapus, CMV, RhD, Trypanosoma cruzi ce u3BbpuBaT
IIpY aHaMHe3a 3a IbTYBAHUA B UY>KOMHA WM HAJIM4Me Ha APYTH PUCKOBU (HaKTOPH 3a Te3U 3a00IIBaHMUS.

(7) llpu mapTHROPCKO JapsiBaHE 3a MHAUPEKTHA ynorpeda MO3WTHUBHHUTE PE3yJITaTH Ha JOHOpa
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HE ca [peyKa 3a U3M0JI3BaHE HA CIIEPMATO30UIUTE IIPU CIEIHUTE YCIOBUS:

1. 3a xenatut B - koraTo jkeHaTa peIUIIUEHT € BAKCUHUPAHA;

2. 3a xenatut C - clie]l KOHCYJITHPAHE OT CIEIUATKCT MO BUPYCOJIOTHSI C OTJIe/l BUCOKHS PUCK 3a
XOpPU30HTAJHA U BEPTUKAJIHA TPAHCMUCHS HA BUPYCA, IPU MUCMEHO M3pa3eHO WH(DOPMUPAHO CHIVIACHE HA
KeHaTa PEeIUIHUECHT;

3. 3a cudunmc - ciaen U3NEeKyBaHETO Ha JOHOPA;

4. 3a HIV 1, 2, koraro mapTHhOpBHT € Ha AHTUPETPOBHPYCHA Tepamus MU MMa JIOCTUTHATA
ONTHMAaJIHA BUPYCHA cymnpecus (HEOTKPUBAEM BUPYCEH TOBAp) 3a MEPHO/ MoBeUe OoT 6 Mecela, Mpu KOHTPOJI
Ha TepanusTa U CTAaHOBHUIIE HA MPOCIEISBALIMS IO CHEIHAIUCT M0 MH(PEKIUO3HU OOJECTH U JIeYeOHOTO
3aBeJieHHE pas3moiiara ¢ 00OpyABaHE W BAIHIMpPaHA MPoIeaIypa 3a 00paboTKa U OTAETHO ChbXpaHEHUE U UMa
0/100peHa cranapTHa onepatuBHa nporeaypa (COII) 3a ta3u mer.

UYn. 7. (1) JJoHOPBT Ha criepMaTO30MAM MPU HEMAPTHBOPCKO JapsiBaHe ce moadupa Ha Oa3aTta Ha
HETOBaTa Bbh3pacT, 3PAaBOCIOBHO CHCTOSHUE U METUIIMHCKA UCTOPHUS Ype3 MOIbJIBAHE HAa BHIPOCHUK U CIIE
CHEMaHe Ha NoJIpoOHa TMYHA U (haMUITHA MEUKO-TeHETUYHA aHAMHE3a:

l. moTeHUIMaTHUTE JOHOPU HE TpsAOBa Ja WMaT CIETHUTE 3a00JISIBaHHS: TEKKO MOHOTEHHO
3a00/s1BaHe; TEXKBK BPOACH CTPYKTYpeH NedeKT ¢ MynaTH(aKTOPHA/TIONUIeHHA eTHoJoTHus (medekT Ha
HeBpaJlHaTa Tpb0a, BpoJieHa Chp/IeyHa Mandopmamus U Jp.); U3BECTHA XPOMO3OMHA aHOMAIIWsI, CBbpP3aHa ¢
pHCK 3a 00pa3yBaHe Ha HeOaTaHCUPAaHU TaMETH, IEPUUMILUIAHTAI[HOHHH 3ary0u;

2. MOTEHIIMATHUTE TOHOPH He TPpsIOBa Ja UMAT POJHUHU OT IIbPBA CTENEH Ha POJCTBO (POIUTEI,
Opat/cecTpa, IeTe) ChC CIeAHUTE 3a00IIBaHUSI M ChCTOSHUS: TEKKO MOHOTCHHO 3a00JIBaHe, 32 KOETO HAMa
HAJEKJIEH TIEHEeTHYEH TECT 3a OIpeleisHe Ha HOCHTEICTBO; XPOMO30MHAa aHOMAaJlMs, OCBEH aKo
MOTEHIIUATHUST JJOHOP HE € ¢ HOPMAaJIeH KapHOTHUIl; MHTENEKTyaleH Ne(QUIUT C HeyTOYHEHA eTHUOJOTHS;
TexKa MajapopManus ¢ MyJITU()AKTOPHA/TOJIUIEHHA €THOJIOTUSl - TpsiOBa /a ce MpeneHsBaT OTIENIHO 3a
BCEKH CIIy4Yaii, KaTo ce B3eMarT MpeaBU] TeXKecTTa Ha Mal(opManusTa, OTHOCUTEIHHS PUCK 32 POJHUHH OT
BTOpa CTENEH M 00IIaTa MOIMyJIallMOHHa Y4ecToTa; (haMUiIHO MyITH(AKTOPHO 3a00JIsIBaHe ¢ MpeoliiagaBal
TFEeHETUYEH KOMIIOHEHT B €TOJIOTHATAa W C TEXKU KIMHUYHU TOCIEACTBHsS - TpsaOBa Ja ce MpeleHsABar
OTIENTHO 32 BCEKM Cllydyail, KaTo ce B3eMaT IpeIBUJ TEKECTTa Ha 3a00JsIBAHETO, OTHOCUTEITHHS PHUCK 32
POJTHHHM OT BTOpa CTeNeH W oO0IIara MOIyJIallMOHHA YeCTOTa; MPH HAJMYHU JaHHU B CEMEHCTBOTO 3a
TEHEeTUYHO 3a00JIsIBaHe, 32 KOETO MMa HAJEX/AEeH T'eHEeTUYEeH TEeCT, Ce MPErnopbuBa HACOUBAHETO HA JOHOPA
3a MEIMKO-TeHETUYHA KOHCYJITAIMSI ¥ TEHETHYCH aHAIIU3.

(2) OnenkaTa BKJIIOYBA M ONUCaHUe HA (PaKTOPH, KOUTO MOTaT Jia AOBEAAT /10 MOBUIIEH 3/JpaBEeH
PHCK 32 PEIMITMEHTA WM 32 CAMUsl HETO.

(3) JIumara mo an. 1 cnenBa na 6bpaaT MpoBepeHu B peructbpa Ha MAMH npenu Besiko napsiBane
WM TIOJI3BAHE 110 OTHOIICHUE Ha OpOsi MPEIXOTHU NapsiBAaHUS U PE3YJITATUTE OT TSIX.

Y. 8. (1) Cnepmaro3oui OT JTOHOP 3a HEMAPTHHOPCKO JapsiBaHE MOTAT Ja Ce M3IOJ3BaT 3a
acUCTHpaHa PENpOAYKIHMS CJel OTPUIATeTHO MHUKpPOOUOJIOTMYHO HW3CIEeJBaHE Ha CEMEHHaTa TEYHOCT,
u3BbpiIeHo 10 30 AHM Mpeau B3€MaHETO, M CIiepMOrpaMa ¢ HOpMOCIEpMusi (Cropes NeWCTBAIIUTE 3a
MomeHTa kputepuu Ha C30), KOsATO MOTBBPXKAaBa FOJHOCTTA HA MaTepHalia 3a JapUTEICKH LIETH.

(2) Cnepmarto3ouid OT JOHOP 3a HEMAPTHHOPCKO JapsiBaHE MOTAT CE€ M3IOJI3BAT 32 U3BBHPILBAHE
Ha acHCTHpaHa PerpoayKIus ciel o0paboTKa U clie]] 3abJKUTENTHO ChbXpaHEeHUe U KapaHTUHHpaHe 3a Hail-
Manko 180 mHU W 70 MOTBBp)KAABaHE CIlie[] TO3HW TEPUOJ HAa HETAaTHBHHUTE TECTOBE 32 TPAHCMHCHBHHTE
3a0o0nsABaHus 1m0 ai. 3, T. 1.

(3) Ilpenun mpouenyparta o AapsBaHe JOHOPHT MO wi. 7 TpsOBa J1a ©Ma HETaTUBHU PE3yITaTH
TIPY U3CIICABAHMUS:

1. oT cepyMHa wiIu 11a3MeHa npooa 3a:

a) HIV: Anti-HIV-1, 2 unu HIV Ag/Ab;

6) xenatut B: HBsAg u Anti HBc;
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B) xenatuT C: Anti-HCV-Ab wim Anti-HCV Ag/Ab;

r) curmc; mpu MO3UTHBEH HECTICIU(PUUYEH TECT 32 CH(OUINC Ce M3UCKBA CICIM(PUICH TECT;
aKo HeCMenU(PHUUHUAT € TO3UTHUBEH, HO CHEHU(PHUUHHUAT € HeraTHBEH, MAIMeHTBhT Ce TpeTHpa KaTo
HETaTUBEH;

2. 3a XJaMHAUM TpU H3CienBaHe Ha ypuHHa mnpoba upe3 T. Hap. NAT (Nucleic acid
Amplification Technique - Texnuka 3a JJHK ammmudukars).

(4) Uscneganusita mo an. 3 TpaOBa na ca MPOBENEHH HE MO-paHO OT 3 Mecena Mpeau
IpoLeayparta 1o JapsiBaHe.

(5) 3ampmxuTeNHO W3CIeABaHe 3a Haymuue Ha aHtutTena cpeury HTLV-I ce u3BwpmBa Ha
JIOHOPHUTE, KOUTO KHUBESIT B PETHOHH C BUCOKA OOJIECTHOCT MJIM MTPOU3X0XK AT OT TAKUBA PETHOHH.

(6) 3agbmkuTenHO W3cneABaHe 3a Hanuuue Ha aHturena cpemy HTLV-I ce usBbpmiBa Ha
JOHOPUTE, YHUUTO CEKCYATHU MAPTHHOPH WUJIM YUUTO POJUTENN MPOU3X0KAAT OT TAKMBA PETHOHHU.

(7) Hombnaurtennu uscnensanus 3a Mamapus, CMV, RhD, Trypanosoma cruzi ce u3BbpmBaT
IIpY aHaMHe3a 3a IbTYBAHUA B UY>KOMHA WM HAJM4Me Ha APYTH PUCKOBU (HaKTOPH 3a Te3U 3a00JIIBaHMUS.

(8) Ha nmonopa npu HEmapTHHOPCKO JapsiBaHE Ha CIIEPMATO30UIHU CE MPENOPbUBA U3BBPIIBAHE
Ha FeHETUYEeH CKPUHUHT 3a 3a00JIs1BaHus, TOAOpaHHU Bb3 OCHOBA Ha MOIYyJIAllMOHHATA YECTOTa, TeKECTTa Ha
KJIMHUYHATA KapTHHA, BB3MOXKHOCTUTE 3a €(EKTUBHO JIEYEHHE M ETHUYECKUS IPOU3XO0J Ha JOHOpa.
['eHeTHYHMAT CKPUHUHT C€ U3BBPIIIBA CIIE]] MUCMEHO HHPOPMHUPAHO ChIIacHe Ha ToHOpa. Ha penunuentute
ce MpeAocTaBsl MbJiHA UH(OpPMAIIHS 32 PUCKOBETE OT MpeAaBaHe HA T€HETHYHU 3a00JIsIBaHUS U 332 MEPKUTE
3a HaMaJIsIBaHE HA PUCKA OT TX:

1. CKPMHUHT 32 HOCHUTEJICTBO Ha MyTalli 32 aBTO30MHO-PELECUBHU 3a00JIIBaHUSI: 32 TOHOPUTE
€ IPenopbUUTENHO J1a ObJaT M3CIEABAaHM Hal-MaJKo 3a HOCHTENCTBO Ha myTtanuu B HBB rena 3a Gera-
tanacemus, SMN1 rena 3a cmHasina myckynHa arpodus 1 CFTR rena 3a MmykoBUCIIUA03a; TIPU €BPEUCKHU
MPOM3XO0Jl JOMBIHUTEIHO C€ TpenophbuBa CKpUHUHT 3a Oonectra Ha Teii-Cakc, 6onect Ha KanaBan,
damuHa aucayToHomus, Mykosmnuno3a IV, 6omect Ha Human [luk A, anemus Ha Dankonu tum C,
cunapoM Ha biym, 6onect Ha 'ome Thm 1 W mpW yCTaHOBEHO HOCHWTENICTBO Ha jBe Korus Ha SMNI -
JOIBJIHUTENCH aHanu3 3a ¢.*3+80T>G, a npu appo/appo-kapuOCKu MPOU3X0] - CKPUHUHT 32 CHPIOBUIHO-
KJIEThbUHA aHEMHUS; JOHOPHU, HOCUTENIN Ha MyTalluy, MoraT Ja 0baT 0I00peHH caMo Ciell TeHETUYEH aHau3
U MEIUKO-TeHETUYHA KOHCYNTallMs Ha PELMIIMEHTa; MPU HAJIMYME Ha MYTALUU B pa3jIMYHU I'eHU Te LIe
OBIAaT HAITBIIHO CHBMECTHUMH OT TJIEJJHA TOYKA HA TCHETHYHHUS PHCK, NMPU OTKa3 OT T'CHETHYEH aHaJIN3
PEIUMIHEHTHT MOAMUCBA ACKIapalys 3a 0TKa3, KOSTO BKIIOYBA, Y€ € MHPOPMHUPAH 3a CHIIECTBYBAHETO Ha
puck ot 1% - 2% 3a paxxgaHe Ha I€Te C HAKOE OT MO-YECTUTE MOHOTEHHU PEIICCUBHU 3a00JIsIBaHNUS;

2. kapuortunupaHe: OajdaHCHUpaHUTE XPOMO3OMHHM IPEYCTPOMCTBAa HE 3acsraT 3]paBeTO Ha
HOCHUTEJISL ¥ MOTaT J1a ObJaT MPOIyCHATH IPU CTAHJAPTHO NPOYYBaHE HA MEIUIIMHCKATa UCTOPHS; HOCUTEIH
Ha XpOMO3OMHa aHOMallus, CBbp3aHa C PpHUCK 3a oOpa3yBaHe Ha HeOalaHCHUpaHU TaMeTH,
NEPUUMIUIAHTALMOHHU 3ary0H, CIIOHTaHHM a0OpTH M pa)kJaHe Ha Jela ¢ XpOMO30MHHU OojecTd, He ca
MOJIXO/ISIIN 3a TIOHOPH;

3. pyTHHEH CKpPUHHUHI Ha [JOHOPHUTE 3a HACJIEICTBEHHM 3a00JsBaHUS C KBCHO HAYalo
(mpenpa3nonokeHne KbM 3710Ka4ecTBEHH 3a00saBaHus, 60secT Ha XbHTHHITHH U Jp.) MOXE Jla ce MPOBEe
IpY HAJIMYHU UHAMKAIMK CIOPE] MEXKIYyHApOJIHUTE MPENOpbKHU 3a TECTBAHE 3a TO3M THUIM 3a00JsiBaHUS U
3aJJbJDKUTENHO CJIE€] MEJUKO-Te€HEeTHYHA KOHCYJITAUs U MUCMEHO WH(POPMHUPAHO ChIVIACHE OT JOHOpa WM
IIpY U3UCKBAHE OT pELUIIMEHTa Mopaau GaMUIIHA WM JINYHA aHaMHe3a 3a 3a00J1s1BaHe, KOETO CE acOLuupa ¢
BHCOKA MEHETPAHTHOCT U JIUIICA HAa Bb3MOXHOCTH 32 e(heKTUBHA MPOPUIAKTHKA U JIEYCHHE, 3aAbHKUTEITHO
CclieZl MEAMKO-TeHETUYHA KOHCYJITAIUS U TUCMEHO WH(POPMHUPAHO CHIIIACHE OT JOHOPA.

(9) UscneaBanusTa mo an. 3, T. 1 ce u3BbpUIBaT B J1a0OpATOPUHU, KOUTO y4acTBAT B CUCTEMa 3a
BBHIIIHA OIICHKA Ha Ka4eCTBOTO U M3IIOJI3BAT TecToBe (KUTOBE), Banmaupanu B EC, B cepym w/mim miasma.
W3knrouenue ce gomycka 3a crenuuyHu TECTOBE, MpeJHa3HAYEeHHU 3a MOJI3BaHe BbPXY TE€JIECHU TEUHOCTH U
CEKpEeTH, Pa3JINYHU OT CEpyM W/WIIH I1a3Ma.
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(10) KpbBHHTE mpoOH 3a TPaHCMUCHBHH 3a00JIIBaHUSI C€ B3eMaT HE IMO-KbCHO OT JCHS Ha
MIOCJIETHOTO JapsiBaHE Ha CEMEHHA TEYHOCT IIPEeIN KapaHTUHHUS NIEPHOJ 110 all. 2.

(11) Koraro npobata, B3eTa mo BpeMe Ha JapsBaHeTo, € u3cieasana upe3 NAT 3a HIV 1/2,
HBV, HCV u cudunuc, cien nepuoaa Ha KapaHTHMHHpaHE HE Ce Hajlara Jla ce IOBTapsT T€3H TECTOBE.
Petectupane He ce Hajara u ako B Ipolieca Ha 00paOoTKa € HajMIle eTall 32 MHAKTUBAIMs Ha ChOTBETHHS
BHUpYCEH npuuuHuTeN copen onodopena COIL.

Un. 9. (1) [oHOphT HaA CHEpMAaTO30MAM 32 HEMAPTHHOPCKO [ApPHUTEJICTBO JaBa MHCMEHO
MH(POPMHPAHO ChIIIACHE.

(2) Ha numero no an. 1 ce mpegocraBs nHpOpMaIus 3a IEJIUTE U €CTECTBOTO Ha B3EMAaHETO;
W3CITIEIBAHMSITA, KOUTO Ca HEOOXOIMMH, PETUCTPUPAHETO W 3alUTaTa Ha JIMYHUTE JaHHUTE Ha JOHOpA;
MOTUBUTEC, KOUTO OIlpaBAaBaT 3aAaBaHCTO HA BBIIPOCHU 3a NPCIUIITHHA 3a00/IABaHUA U JTAYHU BBIIPOCHU KbM
JIOHODA.

(3) Nudopmanusra mo an. 2 ce mpeaocTaBs OT JIeKap WM OMOJIOT ChIiIacHO mpuiiokeHue Ne 1,
paznmen III, 1. 3, 4, 5 u 6 B gocrhmHa (opma, KaTo ce€ M3MOJ3BAT pa3dompaemu moHATUsA. [loTBBpACHUTE
pe3yiiTaTu OT UBBBPIICHUTC U3CIICABAHUA CC C’bO6H_[aBaT u O6SICHHBaT Ha JOHOpa.

(4) Uudopmupanoto cwriacue mo ai. 1 moxe na ObAe OTTErNIEHO JO MOMEHTAa Ha TMOJ3BaHE Ha
TeHETUYHUS MaTepHall 3a JapUTEICTBO.

(5) 3abpansBa ce mpenocTaBsHe Ha WHPOpMAIUsA Ha JOHOpAa WM HAa TPETH JIMIA 34
PELUIHEeHTUTE, TTOI3BaI aHOHUMHH TOHOPCKHU CIIEpMATO30U/IU, OCBEH B CIIy4au, TOCOUYEHHU B 3aKOH.

(6) Uadopmarusta 3a CaMOJIMYHOCTTA HA JIOHOpA CE ChXpaHsSBAa B JICUEOHOTO 3aBEJCHHE 3a
nepuoj 30 roguHu.

(7) Undpopmanusara no an. 6 e ciayxeOHa TailHa U He MoXke Ja Obje pasriacsBaHa OCBEH B
CIIy4auTe, IOCOUYEHU B 3aKOH.

(8) Hannute mo un. 44 3a goHOpa W B3ETUTE, OOpaOOTEHHM W TMOCTABEHH O] KapaHTHHA
CIIEpMAaTO30M/IU CE MPEAOCTaBAT CBOEBPEMEHHO B peructbpa Ha MTAMH.

Y. 10. (1) Sinexnerkn Moratr na ObJaaT B3eMaHU OT BCsAKAa ITBJIIHOJETHA JKEHA, KOSATO HE €
MOCTAaBEHA MMOJI 3alpelieHne, OTroBapsl Ha KPUTEPUUTE 3a MOAO0p Mo Ta3u Hapenda (OCBEH B CIy4yaWTe Ha
aBTOJIOXKHO JIapsIBaHE) U € JaJia MUCMEHO WH()OPMUPAHO ChIIIaCHE.

(2) SliimexneTkn Morar na ObJaT B3eMaHH M OT HEMBIHOJETHA JKCHa 10 METUIIMHCKH
MOKAa3aHWsI, KOTAaTo € 3acTpalieHa ObJeniara 1 pernpoyKTUBHA CIIOCOOHOCT, Ciel MUCMEHO WH()OPMHPAHO
ChIJIacHe Ha HEMBJIHOJIETHATA M HA HEWHHUTE POJAMTENN WUJIH TIOTICUYNTEIH.

Un. 11. (1) Koraro B3emaHeTo Ha SMLIEKJIETKM € C L€ U3BBPIIBAHE Ha acCUCTHpaHa
PEenpoayKIHs CbC COOCTBEHM SIMLIEKIETKH, MPEeAN MOANUCBAaHE Ha MHMOPMUPAHO CHIVIACHE HA XKEHaTa ce
npenocTaBs MHGOpPMAIHsl OTHOCHO MPOLIEAYpaTa, KaKTO U 3a PUCKOBETE OT Hesl.

(2) Kpurepuure 3a moa0dop Ha KE€HHU B CiIy4uTe 1o aj. 1 ca:

1. HaMYKe Ha MHAMKALMY 3a U3BBPILIBAaHE Ha Mpolieayparta o npuioxenue Ne 1;

2. nunca Ha NMPOTHUBOINOKA3aHUS 3a W3BBPIIBAHE HA MpOLEAypaTa MO B3EMaHE 110 MPUIIOKEHUE
Ne 1;

3. nunca Ha pOACTBEHA BPB3Ka C MbXa, YUUTO CIIEPMATO30M/IM 11I€ CE TMOJI3BAT 3a aCUCTHpaHaTa
penpoayKuys, IO MpaBa JIMHUS U 110 ChbpeOpeHa JUHUA 10 4 CTENeH, KOETO Ce yI0CTOBEpsBa C KOIHME OT
OpaydHO CBUIETEICTBO MM JCKIapalus;

4. HanMuue Ha HEraTUBEH PE3yJTaT OT MUKPOOMOJIOIMYHO M3CE[BaHE Ha BJIArajMIleH CEKpET,
KOITO /1a € MpOBe/IeH IIOHE eTHOKPATHO npe3 nociueauure 30 JHU Mpeay B3eMaHe Ha OBOLIUTHUTE;

5. o 6 mMecera mpeau B3eMaHETO 1o ajl. | e TecTBaHa 3a:

a) HIV: Anti-HIV-1, 2 unu HIV Ag/Ab;

6) xenatut B: HBsAg u Anti HBc;
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B) xenatuT C: Anti-HCV-Ab wim Anti-HCV Ag/Ab;

) cuduimc.

(3) Korato TectoBere 3a HIV 1, 2, xematutr B u C wnu cudminc ca MO3UTHBHU WIH
nH(popMaluATa € HEAOCTHIIHA, KAKTO W IMpH MOBUIIEH HHPEKIMO3€H PUCK C€ Mpuiara pasaeiaHo
00paboTBaHe U ChbXpaHEHHE Ha AULEKIETKUTE.

(4) 3agbmkuTenHO H3cieABaHe 3a Hanuuue Ha aHturena cpemy HTLV-I ce usBbpmiBa Ha
JOHOPHUTE, KOUTO KHUBESIT B PETMOHH C BUCOKA OOJIECTHOCT MJIM IMTPOU3X0XKAAT OT TAKUBA PETHOHH.

(5) 3agpmxurenHo m3ciaeABaHe 3a Hanuuue Ha aHturena cpemy HTLV-I ce u3BbpmiBa Ha
JOHOPHTE, YAUTO CEKCYaJIHH MaPTHBOPH UJIM YUUTO POJUTEIIN IIPOU3X0KAAT OT TAKMBA PETHOHHU.

(6) Hombnuurennu uscnensanus 3a mManapus, CMV, RhD, Trypanosoma cruzi ce u3BbpuIBaT
IIpY aHaMHe3a 3a IbTYBAHUA B Uy>KOMHA WJIM HAJM4ME Ha IPYTH PUCKOBU (DaKTOPH 3a T€3U 3a00JIIBaHMUS.

(7) Ilpu acuctupana penpoayKLUsi CbC COOCTBEHHM SHLEKIETKM MO3UTHUBHUTE PE3YJITATH NPHU
JKEHaTa [0 OTHOLIEHHE Ha:

1. xenatut B He cnupat acuctupaHara penpoayKIHs U He HajaraT OJIOKMpaHe, U3TETNIsIHE WU
YHMILI0’)KaBaHE HA OBOLIUTH WJIU 3UTOTH;

2. xenatut C - HEOOXOIUMO € KOHCYITHPaHE ChC CIEHUAINCT MO0 BUPYCOJIOTHS C OTJIE]] BUCOKHS
PHCK 32 BEpTUKaIHA TPAHCMHUCHS Ha BUPYCa, KAKTO U MMCMEHO MH(OPMHUPAHO ChIJIaCHE Ha JKeHaTa 3a TOBA;
IIpU TE€3U YCJOBHSI HE CE€ CIUpa acHUCTHpaHaTa PENpoAyKLHUs M HE ce Hajara OJOKHpaHe, U3TETVISIHE WM
YHUILO)KABAHE Ha SULEKIETKUTE WU 3UTOTUTE;

3. HIV 1, 2 Bogar no:

a) CIIMpaHe Ha aCUCTHpaHaTa PenpoyKlus, KaKTO U 10 OJIOKUpaHe, U3TEIJIHE U YHUIII0)KaBaHe
Ha SWLEKIETKUTE WIN 3UTOTUTE, KOTaTo ca MOJIy4eHH IPU HEJIEKYBaHU MMALlUEHTKH WIN TaKUBA, TP KOUTO
BBIIPEKU JICYEHHETO HE € IOCTUIHAaTa onTUMaiHa BUpycHa cynpecus 3a HIV u e namuue orkpuBaem
BHUPYCEH TOBap;

0) JMrca Ha CUpaHe U Ha OJIOKMpaHe, Ha M3TETIIHE M Ha YHUIIOXXABaHE HA SUIEKIETKUTE U
3UTOTHUTE IIPU MALUUEHTKU HAa aHTUPETPOBUPYCHA TEpalus C JOCTUTHATa ONTHMajHAa BUPYCHA Cylpecus H
HEOoTKpuBaeM BupyceH ToBap 3a HIV, kouto ce noaappxaT noseue oT 6 Mecelna Mpu OChLIECTBEH KOHTPOJI
U U3pa3eHO CTAaHOBMILE OT MPOCIEAIBALIMS s CIEHUAIUCT MO MHPEKIHO3HU OOJecTH; B Te3U Cllydyau 3a
NpOABDKAaBAaHE HA AaCHUCTHpaHaTa pPENpOAYKLUS 3aJbJDKUTETHO Ce B3eMa HH(POPMHUPAHO ChIJIACHE OT
MAIUEHTKATa,

4. cudpwinc BoOM 10 CIUpPaHE HAa acHUCTUpPaHaTa PEeNpoIyKLHMs J0 M3JIeKyBaHEe Ha jKeHaTa U J0
OnoKHpaHe, U3TETIISIHE U YHHUILIO)KaBaHE Ha SIMIIEKJICTKH WM 3UTOTH, aKO Ca B3€TH TaKHBA.

Un. 12. (1) JIOHOPCTBOTO Ha SIMIEKJIETKHA C II€JT OIJIOKJAaHE W IOCTaBSHE B Jpyra >XeHa B
ciyyaute no wi. 130, an. 4, 1. 4 ot 3akoHa 3a 3ApaBETO MOXKE Ja ObJe OT aHOHUMHH JAPUTEIH WIU OT
poacTBeHH naputenu (cectpa, OparoBuenka). PomcTBenara Bpb3ka ce J0Ka3Ba ¢ OPHUIIMATHA JOKYMEHTH,
3aBEpPEHU KOMHUS OT KOMTO CE€ ChbXPaHABAT B JIEUCOHOTO 3aBE/ICHUE.

(2) Jlunara mo an. 1 mpemu BCSKO NapsiBaHe WIM TOJI3BAaHE clie/iBa Ja ObJIaT MPOBEPEHU B
peructbpa Ha MUAMH 1o oTHomeHne Ha Opos MPEIXOHH TapsiBAaHUS U PE3YJITATUTE OT TSIX.

Ui 13. (1) B3zemaneTo Ha SHIEKIETKH OT JOHOP B Ciy4auTe 1o wi. 12 Moe Aa ce U3BBpIIH,
aKO Ca M3ITBJIHEHU CJICTHUTE YCIIOBHS:

1. noHOpPBHT € Ha BB3pacT Haj 18 roAMHM M HE € MOCTAaBEeH MOJ 3alpelleHuE; I0MycTUMaTa
BB3pACT, J0 KOSATO MOTaT Jla C€ JIapsBaT SUIEKJIETKH CE€ OMpenesisi Mo TMpeleHKa Ha JIeKaps, U3BbPIIBAII
OLICHKaTa Ha JIOHOpa, MpU OTYMTAHE Ha HMHAMBHUIyaIHUTE IOKa3aTeJd Ha (EpTUIHOCTTA, KaTo €
MPENOPHUYUTENIHO BBH3pACTTa Ha JOHOPA Ja HEe HAAXBBPJS 38 TOJIMHU, KAKTO MPU POJCTBEHO, Taka U MpHU
HEPOJICTBEHO JapsBaHE, a KOraTro JOHOPBHT € Ha 38 W moBede TOIAWHH, 3aJbJDKUTEIIHO CE H3BBPIIBA
MpeIMMIUIAHTAllMOHEeH TeHeTHuYeH TecT 3a aneyrounauu (I11'T-A) Ha emOproHuUTE;

2. TOHOPBT € HHGOPMHPAH Ha JOCTHIICH €3UK 32 PUCKOBETE, KOMTO TTOEMa;
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3. IOJy4YyeHO € NUCMEHO ChIJIaCHE€ OT JOHOpA, 3aBEPEHO OT HOTapuyC, B UMHTO paiioH Ha
JeiicTBHE ce HaMHpa JIeYeOHOTO 3aBe/IeHHE, KOETO I11€ U3BbPIIN B3EMAHETO;

4. GU3UYECKOTO U TMCUXUYECKOTO 3[paBe Ha JOHOpPA € YCTAaHOBEHO C MPOTOKOJ, MOAMHMCAH OT
YICHOBETE HAa KOMHUCHUS, Ha3HAYEHA OT PHKOBOJUTENS HA JIEUEOHOTO 3aBEICHHUE, U3BBPIIBAIIO B3EMAHETO,
KOSITO C€ ChCTOM Hail-MaJKo OT TpUMa JIeKapu, KOUTO HE y4acTBaT B ChCTaBa Ha €KUIIA TI0 B3EMAHETO;

5. ¥Ma TIOHE €IHO >KMBOPOJCHO JIETe, C U3KIIIOUEHHE Ha JJOHOPUTE, YUUTO OBOLIUTU ca JOOUTH B
cTpaHa - wieHka oT EC, B KoATO He e Hanuile T0J00HO U3UCKBAHE;

6. IOHOPBT OTroBapsl Ha KPUTEPUHTE 3a OAOOp MO pea Ha Ta3u Hapezaoa.

(2) JloHOPBT Ha AUILEKICTKH Ce TT010Mpa Bh3 OCHOBA Ha:

1. oueHka Ha Bb3paCTTa, 3PABOCIOBHOTO CHCTOSIHUE U MEAUIIMHCKATA UCTOPHUS YpPE3 MOMbJIBAHE
Ha BBIPOCHUK W MHTEPBIO (CHEMaHe Ha aHaMHe3a) OT JICKYBAIIHUs JIeKap; OLIEHKaTa BKJIIOYBA (PaAKTOPHTE,
KOUTO MUMaT OTHOIICHHE U CIIoMaraT 3a UAeHTU(UIIMpaHe U CKPUHUHT Ha JTUIA, KOUTO Ype3 JapsBaHe MOrat
71a Ipe/ICTaBIsIBAT MEIUIIMHCKH PUCK 3a JIPYTH JIMLA WM 32 caMuTe cede cu;

2. o 30 nHU mpenu B3EMaHETO M3BBPIIEHO MUKPOOMOJIOTUYHO W3CIe[ABaHEe Ha BIIAraJdIIeH U
LIEPBUKAJICH CEKPET Ha JOHOPA; P MO3UTUBEH PE3YJITAT JOHOPBT CE CAHUPA JO U3JIEKYBAHETO;

3. 1o 3 mecera npeau npoleaypaTa o AapsBaHe TECTyBaHE C HETaTHBEH PE3yJTaT OT CepyMHaA
WM TIJ1a3MeHa mpooda 3a:

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

0) xenmatut B (HBsAg u Anti-HBc);

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

r) curnc; mpu MO3UTHBEH HECTCIUPUUYEH TECT 32 CH(OUINC Ce M3UCKBA CICIM(PUICH TECT;
aKo HeCHeNU(PUYHUAT € TO3UTHUBEH, HO CHEIU(PUYHUAT € HEraTUBEH, MAlUEeHTHT CE€ TPEeTHpa Karo
HETaTUBEH.

(3) BagpmxuTenHo W3cneABaHe 3a Hamuuue Ha aHturena cpemy HTLV-I ce usBbpmiBa Ha
JIOHOPUTE, KOWTO JKUBESIT B PETHUOHU C BUCOKA OOJIECTHOCT HMJIU IMPOM3X0XK/IAT OT TAKUBA PETUOHH.

(4) 3ambmKUTENIHO HW3CIeABaHe 3a Haimuue Ha aHtuTena cpeury HTLV-I ce u3BbpmBa Ha
JIOHOPUTE, YUUTO CEKCYATHU NapTHHOPHU WIM YUUTO POAUTENIN MPOU3X0KIAT OT TAKMBA PETUOHHU.

(5) Hombnaurtennu usciensanus 3a manapus, CMV, RhD, Trypanosoma cruzi ce u3BbpIiBaT
[IpH aHaMHe3a 3a IbTYBAHUA B UY>KOMHA WM HAJTU4KEe Ha APYTH PUCKOBU (DAKTOPH 3a Te3U 3a00JIIBaHMUS.

(6) Ha noHop mpu HEpOAHMHCKO JapsiBaHe Ha SUIICKICTKHA CE€ MPEnophbyBa HM3BBHPIIBAHE HA
TeHeTUYEeH CKPUHUHT 3a 3a00JsBaHus, MOAOpPaHH BH3 OCHOBA HA MOIYJAllMOHHATA YE€CTOTa, TEKECTTa Ha
KIIMHUYHATA KapTHUHA, BB3MOXHOCTUTE 3a €(EKTUBHO JICYCHHE M ETHUYECKHUS TPOM3X0J] Ha JIOHOpA.
['eHeTHYHUAT CKPUHUHT ce U3BBPIIIBA CIIe/l MMCMEHO HH(OpMHpaHO chrilacue Ha JoHopa. Ha peunnuenTture
ce MpeAoCcTaBsl MbJIHA HHPOPMAIIHS 32 PUCKOBETE OT MPEAaBaHE HA TEHETHUYHU 3a00JISIBaHUS U 32 MEPKUTE
3a HAMaJISIBaHE HAa PUCKA OT TAX:

1. CKpHHMHT 32 HOCHUTEJICTBO HA MYTAI[MH 32 aBTO30MHO-PELIECUBHU 3a00JIsIBaHUS: MPENOPHUBA
ce JIOHOpHTE J1a ObIaT U3CIIeIBAaHN Hail-MaJIKo 3a HOCUTENCTBO Ha MyTanuu B HBB rena 3a 6eta-ranacemus,
SMNI rena 3a cnuHanHa MyckynHa atpodus u CFTR rena 3a MykoBHUCIH03a; NP €BPEUCKH MTPOU3XO/T
JOMBTHATETHO CE€ TMpenophuBa CKpUHUHT 3a Oonectra Ha Teii-Cakc, Oonmect Ha KanaBaH, damuiHa
nucayToHoMus, mykosmnuao3a 1V, 6onect na Human Iluk A, anemus Ha ®@ankonu tun C, CHHAPOM Ha
brym, Gonect Ha [Nome Tunm 1 u mpu ycTaHOBEHO HOCUTENICTBO Ha JBe Komus Ha SMNI1 - gombiHUTENCH
ananmu3 3a c.*3+80T>G, a npu adpo/adpo-kaprOCKU TPOU3XOJ - CKPUHUHT 33 CHPIIOBUIHO-KIETHUHA
aHeMUsl; JIOHOPH, HOCHTENM Ha MyTallMH, MOrar aa ObJaT oJoOpeHH caMo clie[l TeHeTHYeH aHalu3 U
MEJIMKO-TeHETUYHA KOHCYJITAIUSI HA PEUUIUEHTA; IPU OTKA3 OT TeHETHUYEH aHAIN3 PELUUIUEHTHT MOJIHUCBA
JeKIapanus 3a 0TKa3, KOsATO BKJIKOYBA, ye € HHPOPMUPAH 3a ChIeCTBYBall pUck oT 1% - 2% 3a paxxaane Ha
JIeTe C HAKOE OT MO-YECTUTE MOHOTCHHHU PEIIECUBHU 3a00JIIBaHHUS,

2. CKpUHUHT Ha HOCHTEIICTBO 3a X-CBBP3aHO 3a00JsIBaHE: MPETMOPHUUTEITHO € JIOHOPUTE Ha
SIMIIEKJIETKU J1a OBaT TeCTBAHU 32 HOCUTEJICTBO HA UyIIMBa X XpOMO30Ma, KaTo KEHHUTE C MpeMyTalus He
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ca MOAXO/SIIM 32 JOHOPU Ha T€HETUYEH MaTepual;

3. KapuOTHNHpaHE: MPENOPbUUTEIIHO € JOHOpPUTE JAa ObJaT TEeCTBAaHM 3a XPOMO3OMHH
aHOMaJNH, He3aBUCHUMO Y€ OamaHCHpaHUTE XPOMO3OMHHU mpeycTpoiictBa ca penku (1 Ha 500 uHaMBUAA);
OalaHCHUpaHUTE XPOMO3OMHHU IIPEYCTPOMCTBA HE 3acAraT 3[paBeTO Ha HOCUTENsl M MoraT jaa Objaar
MPOITYCHATHU NP CTAaHJAPTHO MPOyYBaHE HA MEAMIIMHCKATa ucTopusi. Hocurenu Ha XpoMO30MHA aHOMAJHS,
CBBbp3aHa C pUCK 3a oOpa3yBaHEe Ha HeOaJlaHCUpaHM TaMeTH, NMEPUUMIUIAHTALMOHHU 3aryOH, CIIOHTaHHU
abopTu U paXkIaHe Ha Jella C XpOMO30OMHU 00JIeCTH, HEe ca MOJIXOSIIN 3a TOHOPH;

4. pyTHMHEH CKpPUHUHI Ha JIOHOPUTE 3a HACJEICTBEHM 3a00JsIBaHUA C KbCHO Hadajio
(mpenpa3nonokeHrue KbM 3JI0KaYeCTBEHH 3a00JIABaHus, 00J1ecT Ha XbHTHHITHH U JIp.) MOXE J1a C€ TPOBE/Ie
MpY HAJIMYHU WHAMKAIMH CHOPE] MEKIYyHApOJIHUTE MPETMOPhKH 3a TeCTBAHE 32 TO3HM THUM 3a00JsBaHUS U
3aJIBJKUTEIIHO CIIe[l MEJUKO-TeHETHYHA KOHCYITAlMUs U TUCMEHO UHPOPMUPAHO ChIVIACHE OT JOHOpPA WIH
IIPY U3UCKBAHE OT PEIUINEHTA MMopaau haMuIHA U JINYHA aHaMHe3a 3a 3a00JsBaHe, KOETO CE acoluupa ¢
BHCOKA TICHETPAHTHOCT U JIMIICA HA Bh3MOXKHOCTH 3a e(eKTHBHA MPO(UIAKTHKA U JICUYCHHE, 33 IbIKUTEITHO
clie]l MeIMKO-TeHETUYHA KOHCYJITAIU ¥ MHUCMEHO UH()OPMHUPAHO ChITIaCHE OT JOHOPA.

(7) U3cnensanusra mo ai. 2, T. 3 ce U3BBPIIBAT B JIAOOPATOPUH, KOMTO y4yacTBAaT B CUCTEMA 3a
BBHIITHA OIICHKA Ha Ka4€CTBOTO M M3MOJI3BAT TecToBE (KUTOBE), Banmuaupanu B EC, B cepym u/wim mia3zma.
W3kimroyeHue ce 1omycka 3a crenn(uyHy TECTOBE, Mpe/IHa3HAueHH 3a TMOJI3BaHe BbPXY TEIECHU TEUHOCTH U
CEKpPEeTH, Pa3JINYHU OT CEpyM W/WIIK TIIa3Ma.

(8) IloBTOpHM KpBBHU MTPOOH 32 TPAHCMUCUBHU 3a00JIIBaHUA CE B3eMar 10 BpeMme Ha (B JeHs Ha
JapsBaHETO WIM Ha CIEABallMs JIeH), Taka 4e pe3ylTaTUTe Ja ca HalMle NpeAd HU3BBbpPILBAHE Ha
MOCTaBSIHETO Ha SMIIEKJIETKUTE WA 3UTOTUTE B PELIUIIUEHTA.

(9) IlpenopbuBa ce mpoOuUTe, B3eTH MO BpeMe Ha JapsiBaHeTo, Ja ce u3ciensar upe3 NAT 3a
HIV 1/2, HBV, HCV u cudwmc.

Un. 14. (1) doHopuTe Ha AWLEKIETKA MOTraT Jia c€ OTKaXkaT OT JapsSBaHETO IO MOMEHTa Ha
OILJIO’KJJAHETO.

(2) Uudopmamnusara 3a peUUNUEHTUTE, MOJ3BATU SMIEKIETKH OT AaHOHUMEH [apuTel, €
ciry>keOHa TaifHa, ChXpaHsBa ce B CIIy)KEOHUS PETHUCTHD Ha JieueOHUTE 3aBeAeHus 3a iepuo/ 30 roguHu U He
MoKe J1a Ob/Ie IPEeAOCTaBsIHA Ha TOHOPA WM TPETH JIUIA OCBEH B CIIyYanuTe, TOCOUYEHH B 3aKOH.

(3) HMudopmarusara 3a camMOIMYHOCTTa Ha JIOHOpa € ClIy)keOHa TaiiHa, CbhbXpaHsBa c€ B
CITy>K€OHUSI PETUCTBp Ha JieueOHUTE 3aBefeHus 3a nepuoi 30 roaWHU U HE MOXKe Ja ObJAe pasriacsiBaHa
MpeJl PeLUITUEHTa WM TPETH JIUIAa OCBEH B CIIy4auTe, MOCOYCHH B 3aKOH.

(4) Nudopmanusita 3a qOHOpPA M PELUNHMEHTHTE MOXKE Ja ObJie CIOAEISIHA MOMEXKIY UM CaMO
P POJICTBEHO JAPUTEJICTBO, HO HE M HA TPETH JIMIIA, BKIFOUYUTEIIHO TEXHHU OJIU3KU U POAHHUHU.

I'naBa yerBBpTA.
YCJIOBUA U PE/l 3A ITOCTABSAHE HA TAMETHU U 3UT'OTU

Un. 15. (1) IloctaBsHeTo Ha raMeTd W 3UTOTH B TSAJIOTO Ha JKEHATAa CE€ OCBILECTBABA OT
KBIM(ULIMPAHH JIUIIA CHITIACHO U3UCKBAHUSATA MO TpuiioxkeHue Ne 1.

(2) IocTaBsHETO HA TaMETH W 3UTOTH CE€ W3BBHPINBA CIIE] JaBaHE HA MHUCMEHO MH()OPMHpPAHO
chIJIacHe OT PEIUIHEHTA.

Y. 16. (1) [HocraBsHeTo Ha ciepMaTO30MIM IPU MAPTHHOPCKO JapsiBaHe B TSUIOTO HA XKEHaTa ce
U3BBpIIBA CJEJ U3IBIHEHHE Ha W3MCKBAaHUATA MO Wi. 5 MpU JUPEKTHA ymnoTpeba u mo wi. 6 mpu
MH/IMPEKTHA yroTpeoda.

(2) IlocraBsHeTO HA CIIEPMATO30MAM OT AaHOHUMHU JAAPUTENN C€ U3BBPILIBA CIIE] U3IbIIHEHUE HA
M3HUCKBAHUATA 11O 4. 7 - 9.

(3) IlocraBsiHETO Ha CHEPMATO30MAM B MaTO4YHATa KyXWHA Ha JXEHATa CE€ M3BBPIIBA CIE]
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cnenn(puvHa MpeaBapuTesiHa 00padoTKa Ha CeMEHHATa TEYHOCT, IIPU KOSATO Jla Ce eMMMHHUpPA CEMUHATHATA
I1a3Ma | ce ToJTy4YaBa YicTa CyCIIeH3Hs Ha CIIEpMaTO30H/IM B XpaHUTEIHA Cpejia.

Un. 17. (1) [TocraBsiHeTO Ha SHUIEKIETKH WM 3UTOTH B TSAJIOTO HA KEHATa Ce M3BBPIIBA CIE]
M3I'BJIHEHNUE HAa U3UCKBAHUATA MO Wwi. 11, KOrato mpou3au3ar OT ChlllaTa )KeHa.

(2) IlocraBsiHeTO Ha SANWIEKIETKM WU 3UTOTH B TSJIOTO Ha JKEHAaTa ce€ W3BBPIIBA CIE]
M3MBJIHEHUE HAa U3UCKBaHUATA 1O wi. 12 - 14, koraTo npou3au3ar OT JApyra *KeHa.

(3) IlocraBsiHeTO Ha SIMIEKIETKH WJIM 3UTOTH B TSUIOTO Ha JKEHaTa cliefBa Ja OTroBaps Ha
CHeM(PUIHNATE U3UCKBAHUS 32 MAKCHMAITHO JOMYCTUMHUS Opoii 3a TpaHcdep chriiacHo mpuioxeHue Ne 1.

Uin. 18. ITocTaBsiHETO HA 3UTOTH B TSAJIOTO HA KEHATa C€ U3BbPIIBA ChIIACHO npriioxkenune No 1
gype3 eMOpuoTpanchep, Mpu KOUTO 3UTOTUTE C€ MTOCTABSIIT B MAaTOUHATA KyXHHA.

Ui 19. (1) F'ameTu 1 3UTOTH ce TTOCTABAT B TSUIOTO HA JKEHATA, CIIEJ] KaTO MOCTABSIIOTO JIUIE TH
€ UICHTU(UIIMPATIO €THO3HAYHO U CE € YBEPUJIO B MPOU3X0Ja UM U B UH(POPMHUPAHOTO ChIJIACHE HA KEHATA,
B KOSITO C€ MTOCTAaBSIT.

(2) Ako ce KOHCTaTHpa WM [OJ0O3Mpa HapyllaBaHe Ha MPHUHIMIA 33 MPOCIEAIEMOCT Ha
MPOU3X0/Ia U IIbTS HA TAMETUTE U 3UTOTUTE, KbM MOCTaBsSHE HE CE MIPUCTHIIBA.

(3) Bcuuku maHHM MO MOCTAaBSIHETO HA TaMETH WJIM 3UTOTH B TSUIOTO HA jKeHaTa ca mHpopMarus,
KOSITO C€ PETUCTPUpA B Ie4eOHOTO 3aBEJICHIE, U3BBPIIIHIO MOCTABSIHETO.

(4) Hanaute no wi. 44 3a pelUNUEHTa U MOCTABEHUTE TAMETH WIW 3UTOTH CE€ MPEIOCTABAT 0
Kpasi Ha Mecella, MocieIBalll U3BBPILIEHUTE Mpolelypy B peructbpa Ha MAMH.

I'naBa nera.
EKCIIEPTU3A, OBPABOTKA, ETUKETUPAHE, TPAHCIIOPTUPAHE U
CBbXPAHSIBAHE HA SII?'IIIEKJIETKI/I, CIIEPMATO30OUAN U 3UT'OTHU

Ui 20. Excrieptusa, 00paboTKa, €TUKETHpPaHEe U ChbXPaHSIBAHE Ha SIMIICKJICTKH, CIICPMAaTO30H TN
Y 3UTOTH CE OCBIIECTBIBA OT KBATM(HIIMPAHH JIUIA ChIIIACHO H3UCKBAHUATA 110 TpHIIoskeHue Ne 1.

Ui 21. EkcniepTu3ata Ha AWLEKJIETKH, CIEPMATO30UIM U 3UTOTH CE U3BBPIIIBA:

l. mpu cnasBaHe W3UCKBAaHUATA 3a ETHUKETUPAHE U IPOCIEIIEMOCT Ha SUIECKICTKH,
CIIEpMAaTO30M/IU U 3UTOTH;

2. paboTHa cpena, OTroBapsia Ha Kjlac A 3a YUCTOTa Ha Bb3/AyXa;

3. B CbJIOBE M XPAHUTEIHU CPEAH, IPEIHA3HAUCHU 3a TOBA;

4. B yci0BUs Ha TEMIIEpaTypeH KOM(OPT, XapaKTePeH 3a CbOTBETHUTE KIIETKU;

5. Ipu CTpeMeX KbM MHUHMMAJIHO BPEMETpPAcHE Ha EKCIEepTU3aTa ¢ Lel MUHUMAIU3HPaHEe
U3JIaraHeTo Ha SIMIEKJIETKUTE, CIIEPMATO30UIUTE M 3UTOTUTE HAa HEONAronmpusTHU (PaKTOpu OT OKOJIHATA
cpena;

6. IIpY OCUTYPEHO €IMMHUHUpPAHE HAa PUCKA OT pa3MsHA Ha SULEKIETKUTE, CIIEPMATO30UIUTE U
3UTOTUTE Ha JIBE WM MOBEYE JIMIA (MiX-up).

Yn. 22. O6paboTkaTta Ha SHIEKIETKH, CIEPMATO30UA1 U 3UTOTH CE€ U3BBPILBA!

l. mpu cma3BaHe W3MCKBaHUATA 3a ETUKETHpPAHE M IMPOCIENIEMOCT Ha SULEKIETKUTE,
CIIEpMaTO30MIUTE U 3UTOTUTE;

2. paboTHa cpeJa, OTToBapsIla Ha Kilac A 3a YHCTOTa Ha BB3AYXa;

3. B ChJIOBE M XpaHUTEIHU CPEIH, IIPEeIHA3HAUCHH 3a TOBA;

4. mpu KOHTPOJMPAHM YCJIOBHUS IO BpeMe Ha KyJITHBaLUs B MHKyOaTop (IO OTHOILEHHE Ha
TEMIIEpaTypa, BIAKHOCT U ra30B ChCTaB Ha aTMoc(epaTra B MHKyOaTopa) WK B YCIOBUS Ha TEMIIEpaTypeH
KomdopT (01M3Ka A0 TelecHaTa TeMiepaTypa npu padoTa ¢ sSIMIEeKIeTKH WIK 3Ur0TH U3BbH MHKYOaTop U B
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JMama3oHa OT CTaiiHa JI0 TeJeCHa TeMIleparypa mpu o0padoTKa Ha CIIEPMAaTO30H/ TN );

5. IpH CTpeMeX KbM MHUHHUMAJIHO HW3JlaraHe Ha TaMETUTE M 3UTOTHTE Ha HEOJIAronpHsITHH
(dakTopu OT OKOJIHATA CPea;

6. TIPH OCUTYPEHO SIIMMHHUPAHE Ha PUCKA OT pa3MsHA Ha SUIEKICTKUTE, CIIEPMATO30UIUTE H
3UTOTUTE Ha JIBE WM MOBEYEe JIuIla (mix-up).

Ui 23. (1) Kputuuaure nporeaypu 1mo oopadoTka ce BaTuaupar.

(2) Banunupanero MoXe Ja ce OCHOBaBa Ha M3CJEIBAaHUSA, MPOBEJEHH B CaMOTO Jie4eOHO
3aBeJIeHHE, TaHHHU OT HAay4YHH MyOJIHKaIMy 3a 100pe YCTaHOBEHM MPOIIeTypH 10 00paboTKa, KaKTO U OI[EHKa
Ha PEeTPOCNEKTUBHU JaHHU OT KIIMHUYHUTE PEe3yJITaTH Ha CAMOTO JIeYeOHO 3aBEJICHHE.

(3) BanuaupaHusaT mpouec ce HU3BBpIIBA HEM3MEHHO M e(eKTMBHO B paboTHaTa cpena Ha
JedeOHO 3aBe/IeHUE OT MepCOoHalla, aHTAKUPAH B M3BBPIIBAHETO My, KaTO C€ Ch3/laBa BB3MOXKHOCT TPH
MpoBepKa ToBa Ja Obae 1EMOHCTPUPAHO.

(4) Ipouenypure mo odbpadorka ce mokymeHntupaT B COII, choTBEeTCTBAIl HA BaJIHIUPAHUS
METO]l M Ha CTaHAApTHUTE, ONpeIesieH! B Ta3u Hapeaoa.

(5) Benuku nporuecu ce u3BbpiIBar cbriacHo ogodpenara COIL

(6) B cmygauTte Ha npuiarane Ha nporeaypa o MUKpoOHa WHAKTUBAIIUS BbPXY PEMPOTyKTUBHU
KIIETKHU TS TpsAOBa 1a ObJe cnenuduirpana, TOKyMeHTUpaHa U BaJuAupaHa.

(7) llpemu mnpwiarane Ha KakBaTO W Ja € 3HAaYUTENIHA TMpoMsiHa B oOpaboTkara
MoaupuIUpaHUAT npoliec TpsiOBa qa ObAe BaTUAUPAH U JOKYMEHTHPAH.

Un. 24. (1) SiuexierkuTre, CHOEPMATO30MAUTE M 3UTOTUTE C€ ChbXpaHSABaT upe3
KpHUOKOHCEpBAIUs Clie]] MpeABapuTeaHa 00paboTka B Cpelin, ChIAbPKAIIU KPUOTPOTEKTUBHY BEILIECTBA.

(2) KpuokoHcepBauusta U CBHXPAHEHHETO C€ U3BBPUIBAT B MOJIXOMISIIO0 ETUKETUPAHU
KOHTEeWHepH (TIeHeTH, KpUOCTIPYBETKH H JIp.).

(3) IIpouechT Ha KPHUOKOHCEpBAIMs B 3aBUCUMOCT OT M30paHaTa METOJMKA 3a 3aMpassiBaHe
MO’KE Jia U3UCKBa WIN HE CIelMajiHa arnaparypa.

(4) ETuketupanure KOHTEHHEPH ChC 3aMpa3eHU SHIEKICTKH WU 3UTOTH CE€ ChXPaHABAT MpPU
MuHyc 196 °C B TedeH a30T WM NpU TeMIlepaTrypa, HeHaaBumasania MuHyc 130 °C Ha napuTe Ha TEUHUS
a3oT.

(5) CpokoBeTe 3a ChbXpaHEHHE CE OINpPENeNAT OT HMAlMEeHTHTE B AEKJIapauus 3a MHYOPMUPAHO
chIylacue, KaTo ce MpernopbyBa Te€ Ja HE HAAXBBPIIST 5 TOINHU.

(6) IIpu HYyX)7ma OT MoJi3BaHe SUIEKIETKUTE MWW 3UTOTHTE CE€ pa3MpassiBaT MO CHOTBETHA
METOJMKA, KaTo Mpeau U ClIeJ] pa3Mpa3sBaHe NMAlMEHTHTE CJelBa Ja ca YBEJOMEHH 3a crernuduyHara 3a
METOJ1a Ha KPUOKOHCEPBAlIUA MPEKUBIEMOCT Ha AULIEKIIETKUTE WIIN 3UTOTHUTE.

Yn. 25. JleyeOHuTE 3aBECHUS, KOUTO KPUOOAHKHUPAT SHIEKIETKH, CIEPMATO30MIN U 3UTOTH,
OCUTYpSIBAT BCHYKM HEOOXOJUMH YCJIOBMSI 32 HENPEKbCHATO MOAIbpKaHE U KOHTPOJIMpAaHE Ha
TeMmIepaTypara Ha CbXpaHeHHE, JOpH B Cllyyail ye JeuyeOHOTO 3aBe/leHHe peyCTaHOBU paboTa, OCBEH MpHU
dopcmaxkopHH 00cTOATENCTBA (BOIHA, TEPOPUCTUYCH AKT, IPHPOTHO OEICTBHE U JIP.).

Ui, 26. JleyeOuute 3aBeneHUs MO 4wi. 25 ca JUTBXKHU JIa TMPEABUIAT B MPABWIHUIIUTE CH 3a
YCTPOUCTBOTO, JEHHOCTTa W BBTPEUIHUS pEJ MPOLEAYypH 3a NpelaBaHe HAa KPUOCHXPAHEHUTE THKAaHU U
KJIETKH, IOKyMeHTauusTa, peructpute u yrebpaeautre COII mo un. 52, an. 1 3a cbXpaHeHue B ciiydaid Ha
3aKpHUBaHE Ha JIe4eOHOTO 3aBeicHHE. ThbKaHUTE U KIETKUTE, JOKYMEHTAIHITA, PETUCTPUTE U YTBBPACHHUTE
COII ce mpenaBat 3a ChbXpaHEHHE Ha JPYTro JieueOHO 3aBeJCHHE, KOETO M3BBPIIBA CHOTBETHATA JCHHOCT.
OTHolIeHUATa MEX Yy JIeYeOHUTE 3aBE/ICHUS Ce YPEkKAaT B JOroBopa mo ui. 76.

Un. 27. Opranuzanusta Ha CbhXpaHsBaHE Ha SUIEKIETKH, CIEPMATO30MAM U 3UTOTH HE
I103BOJISIBA KPBCTOCAHA KOHTAMUHALIUA MEXKYy CbXPAHEHUTE MATEPUAIIN.
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Un. 28. JleueOHuTe 3aBefieHHs MMAaT CHUCTEMa 3a Pa3feiHO ChXpPaHIBAHE HA CICJHUTE IPYIHU
MaTepHuau:

1. siiexkyIeTKy, CIepMaTO30MIM U 3UTOTH Ha HaeMaTelIu Ha KpuoOaHKaTa;

2. criepMaTo30M/I1, 3UTOTH U SIMIEKJIETKH Ha aHOHUMHU JapuTeNl B KApaHTHHA,

3. ciepMaTo30UH, 3UTOTH U SHIEKJIETKH Ha aHOHUMHHM JApUTEIH CJe]l KapaHTHHA;

4. IOTEeHIMAITHO OIIaCHU MaTepHaiy (MIO3UTUBHU 32 TPAHCMUCHUBHU MH(EKIINN).

Un. 29. Opranumzanusta Ha CbXpaHsIBaHE Ha SAWIEKIECTKH, CIEPMATO30MAM MU 3UTOTH HE
MO3BOJISIBA OOBPKBAHETO (pa3MsiHATa) HAa TAMETH WJIM 3UTOTUTE HA JIBE WM MMOBEYE JUIa (mix-up).

Un. 30. (1) JleyeOnute 3aBeneHMs, KOUTO H3BBPIIBAT B3EMaHE, €KCIEepTH3a, oOpaboTka W
CbXpaHEHHE Ha SHUIEKICTKH, CIEePMATO30MAN M 3WIOTH, UMAaT pa3paboTeHa cucTeMa 3a KOHTPOJI Ha
¢dakTopuTe Ha OKOJHAaTa CpeJa, HUMAIlM OTHOIIEHHWE KbM O€30MacHOCTTa M KayecTBOTO Ha
raMeTUTe/3UrOTHTE.

(2) B cucremara 1o ai. 1 ce KOHTpOJIMpAT:

1. M3UCKBaHUATA 32 TEMIIEPATYPEH PEKUM;

2. W3UCKBAHMATA 32 KAYeCTBO HAa BB3AyXa IO OTHOIICHHE HA BIAXKHOCT, Ta30B CHCTaB,
KOJINYECTBO HA YAaCTHULIH U JIETIMBU OPTAaHUYHU BEIIECTBA U MUKPOOPraHU3MH chriiacHo pazgen VIIIL, 1. 1 ot
npuiokeHue Ne 1.

(3) B cucremara mo an. 1 3agbKUTENIHO C€ BKIIOYUBAT M METOAM 32 OIOBECTSBAHE Ha
OTKJIOHEHHE OT 33/1aJICHUTE HOPMHU 32 KOHTPOJIHPAHUTE MOKA3ATENH (KHJIETO € MIPHUIIOKHIMO).

Ui 31. (1) OnakoBaHeTo Ha raMETH WJIM 3UTOTH CE€ U3BBPILIBA IPU MUHUMU3HUpAHE HAa PUCKa OT
3aMBpPCABAHETO UM, KAKTO M Ha JMIaTa, OTTOBOPHM 3a OCBHIIECTBSIBAHETO HA ONAKOBAaHETO M 3a
TPaHCIIOPTUPAHETO HAa PENPOAYKTUBHUTE KIETKH.

(2) OnakoBaHuTe TaMeTH WM 3UTOTU C€ TPAHCIOPTUpPAT B KOHTEHHEp, MOAXOMAALI 3a
CbXpaHsiBaHe Ha OMOJIOIMYHM MaTepuaslid, KOWTO 3ama3Ba KaueCTBOTO Ha ChIbPIKALIUTE CE€ B HErO raMeTH
WM 3UTOTH.

(3) Koraro omakoBaHMTe pENpOAYKTUBHU KJIETKM cC€ IpHUIpYKaBaT OT KpbBHH IHpoOdw,
NpeJHa3HAYCHH 3a U3CIIe/IBaHe, T€ C€ €TUKETUPAT C IIe1 TapaHTUpaHe Ha TAXHATA UASHTH(UKALNS C JOHOpa
Y BKJIIOYBAT JIaHHU 33 BPEMETO U MSICTOTO Ha B3€MaHE.

Yn. 32. (1) Etukerupanero Ha raMeTd WIM 3UTOTH C€ M3BBPILBAa HE3a0aBHO cjell TAXHOTO
B3€MaHe.

(2) Excneprtuzara, oOpaboTkaTa M CbXPaHEHHETO Ha TaMeTH WU 3UTOTH C€ U3BBHPIIBAT B
IIPEIBAPUTEIIHO ETUKETUPAHU KOHTEHHEPH.

(3) C nen na He ce 0OBpKa MPOM3XOIBT HA PEMPOMYKTUBHUTE KIETKH C€ padOTH IO €IHO
CBILIO0 BPEME CaMO C KJIETKU U KOHTEHHEPU Ha €/IHO U CBILIO JIULIE.

(4) ETuketrupaneTro Ha KOHTEHHEPUTE C PENPOAYKTHUBHH KIIETKH €:

1. yHUKaJIHO 3a Ja/IeH UHIUBUL;

2. CBOEBPEMEHHO U ITBJIHO;

3. SICHO U YETJIUBO;

4. HeTIpOMEHsIEeMO (J1a € HEBB3MOXKHO CITYYaiHO WIIH 3I0HAMEPEHO Ja OBb/Ie TPOMEHSIHO);

5. 10 Ha4YMH, KOUTO HE BpPe/IM HAa €TUKETUPAHUTE raMeTH/3UTOTH.

(5) Koraro pasmepbT Ha KOHTEIHEpa MO3BOJISIBA, C€ OCUTYPsIBA ClieIHaTa UH(OPMALHSL:

1. mata (1 yac, KOraTo € Bb3MOKHO) Ha B3€MaHETO;

2. mpenynpexaeHue 3a ONMacHOCTH;

3. ecTecTBO Ha 100aBKUTE (aKO ca U3MOJI3BAHN);

4. xoraTo SHUEKIETKH ca MpeJHa3HAUYeHU 3a aBTOJIOKHA ymoTpeba, eTHKEThT TpsiOBa na
ChIbpKa HAAIMUC "caMo 3a aBTOJIOKHA yroTpeba';
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5. B cly4yauTe Ha JUPEKTHU JApEHUs €TUKETHT TPAOBa Ja WACHTUHUIMPA PELUIUCHTA, 3a
KOT'OTO ca IpeIHa3HAYCHH FaMECTHTE.

(6) Axo maHHUTE MO all. 5 HEe MOKe Ja OBAaT BKIIOUEHU B IbPBUYHUS €THKET Ha KOHTEHHEpa, Te
TpsiOBa a ObJAT MPEIOCTABEHU HA OT/ACIICH JOKYMEHT, MPUIPY KaBaIll IbPBUYHATA OMAKOBKA.

(7) Koraro criepmato30u/iu ca MMoJiydeHH B JIOMAITHH YCJIOBUS, JICYSOHOTO 3aBEJICHHE, 10 KOCTO
ce TPaHCTIOPTHPAT 3a eKCIepTru3a U 00paboTKa, U3rOTBS JOKYMEHT, ChIbpKAaIll Hali-MaJIKO CIICTHUTE JaHHHU:

1. uMe ¥ agpec Ha JIeYeOHOTO 3aBeJICHUE, KOETO I TOIYYHd CIIepMaTO30UIUTE;

2. uneHTH(UKAIUSI HA IOHOPA,

3. 1aTa ¥ Jyac Ha B3€MAHETO, KOTraTo € Bb3MOYKHO.

Yn. 33. (1) Korato ramerutre WIM 3UTOTHTE C€ TPAHCHOPTUPAT OT TMOCPEIHHMK, BCEKU
TPaHCIIOPTEH KOHTEIHEp ce eTUKEeTHpa Hall-MaJIKoO ChC:

1. nagmucu "TAMETU/3UT'OTU" u "IA CE BOPABU BHUMATEJIHO";

2. uaeHTUUKAIMATA HA 3aBEJICHUETO, OT KOETO C€ TPAHCIOPTHUPA MAKETHT (aJpec U TenedoHeH
HOMED), U JIMIIE 32 KOHTAKTH B CIy4ail Ha Bb3HUKBAHE Ha MPpo0OIeMH;

3. unentudukanus Ha J1e4yeOHOTO 3aBeleHHE, 32 KOETO € NpeAHa3HadeHa mpaTkaTa (axpec u
TernepOHEH HOMEP), U JIMIIE 32 KOHTAKTH, KOETO J1a IpUEeMe IIpaTKara;

4. naTa ¥ yac Ha HA4aJI0TO HAa TPAHCIIOPTUPAHETO;

5. cienuduKanys Ha YCIOBUATA 32 TPAHCIIOPT, OTHACSIIA CE A0 Ka4eCTBOTO U OE30MaCHOCTTa Ha
raMeTUTe/3UroTUTE;

6. naamuc: "HE U3JIATAY HA HOHU3UPALLIO JTBYEHUE";

7. nagnuc: "BUOJIOTMYHA OITACHOCT", korato € u3BeCTHO, Y€ MPOAYKTHT UMa MMO3UTUBHU
MapKepH 3a HH(PEKIHUO3HU 3a00ISIBAaHUS;

8. magmuc: "CAMO 3A ABTOJIOJXKHA VIIOTPEBA", korato SsHIEKIETKUTE ca
IpeJHa3HAYeHU 32 aBTOJI0XKHA YIIOTpeoa;

9. yKa3aHHe OTHOCHO yCJIOBHSATA 3a chxpanenue (Hanpumep "HE 3AMPA3SIBAI").

(2) Korato TpaHCHOPTHHAT KOHTEHHEp HE IO3BOJISBA Jla CE E€TUKETUpa II0 HAuuH, 4e Ja
ChIbpKa HHPOpPMaLIKATA 110 ajl. 1, ciIeqBa 1a € HaIULEe NPUAPYKUTETHO IMUCMO, KOETO ChIbpiKa JaHHUTE MO
an. 1.

(3) JIuueto, eTUKETHPaAJIO TPAHCIOPTHUS KOHTEHHEP WIIM U3TOTBUJIO HPUAPYKUTETHOTO MHCMO
10 aJl. 2, Clie/iBa Jia 3aIMuIlie CBOETO UME M (haMMIIUS M J1a TIOJIOKU CBOSI TIOIITHC.

Un. 34. (1) Jleuebuute 3aBeeHUs], U3BBPIIBAIIM ACUCTUPAHA PEMPOIYKIUS, IpHEeMaT TaMeTH
WM 3UTOTH TIPH ClIeHATa IpoLeaypa:

1. mpuemamoTo ne4eOHO 3aBel€HHE HU3rOTBSI JOKYMEHTH, B KOUTO C€ TOTBBP)KIaBa, de
npaTkara, BKJIIOYUTEIHO YCJIOBHUSTA 3a TpPAHCHOPT, OINAKOBKaTa, ETUKETUPAHETO U CBbp3aHaTa
JOKYMEHTAIM ¥ MPOOUTE OTrOBapsAT HAa M3UCKBaHUATA 110 Ta3u Hapeaoa;

2. 10 W3TOTBSHE HA JOKYMEHTUTE MO T. | mpHeMamoro jJedeOHO 3aBeJeHHE TapaHTHpa, 4ye
MOJIy4YEHUTE TaMEeTH WM 3UTOTH ca TMOCTaBeHHW IOJ] KapaHTWHA, JOKATO 3aeJHO C NpHApYyKaBalatra
JOKYMEHTAIUsl ca OWIM TPOBEPEHUM WIM YTBBPACHU, Y€ OTrOBApAT HAa W3UCKBAHMATA; MpErjieabT Ha
nHpopManuATa, Kacaela JOHOpA/pElUNUeHTa U MPUEeMaHeTO Ha raMeTUTE WM 3UTOTHTE, TpsAOBa na ce
M3BBPIIBA OT OTTOBOPHOTO Jule 1o npuinoxkenue Ne 1, pazaen II1, T. 2 unu ynbIHOMOIIEHU OT HETO JIMIIA.

(2) Ilpuemamioro nedeOHO 3aBeieHUE TPAOBa A MOIYYH:

1. naHHU 3a chIUlacue Ha JapuTeis U MpelHa3HauYeHUEeTo, 3a KOETO MoraT Ja ObJaT U3I0JI3BaHu
raMeTUTe/3UroTUTe (HampuMep aCUCTUPaHa PENpPOAYKINS WM HAYYHH LIEJIH, WU U JIBETE), U HEroBara BOJIA
3a YHUIIO)KaBaHE HA TaMETUTE/3UTOTUTE, aKO Te HE MOTraT Ja ObJaT M3MOJI3BAaHH MO MpEAHA3HAYCHUETO, 3a
KOETO € MIOJIyYeHO ChIJIACHE;

2. I/IH(bOpMaI_II/ISI OTHOCHO B3C€MAHCTO Ha KIJICTKUTC W NPCIUC HA AAHHUTC OTHOCHO MHHAJIN
3360J’I${BaHI/I$[, BKJIFOUUTCIIHO 3a aJICpTHsd, OT MCAULUHCKUA ITPETIICT U KJ'II/IHI/IKO-J'I360paT0pHI/I Hn3CcjaeaBaHuA
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3a JI0HOpA.

(3) IIpu mapTHROPCKO AapsBaHE HA MPUEMAIIIOTO JIEYCOHO 3aBEACHHE CE MPETOCTABSIT:

1. maHHM 3a chriacWe Ha JUIATa U MPEAHA3HAUEHUETO, 32 KOETO MOraT Ja ObJaT U3IMOJI3BaHU
raMeTUTE/3UroTUTE (HalpUMep acCUCTHpaHa PENpOAYKIUS WIM HAYYHH IIeTH, WU U JABETE), M TSIXHATA BOJIS
3a YHUIIIO)KaBaHE HA FAMETUTE/3UTOTHUTE, aKO TE HE MOTraT Ja ObJaT M3MOJI3BaHH MO MpPEAHA3HAYCHUETO, 3a
KOETO € MOJyYeHO ChIJIAcHe;

2. uneHTH()UKAMOHHU JTaHHW Ha JIOHOpPAa M HETOBHS TApTHHOP, BB3PACT, MOJ, HAJIHMYUE Ha
PHUCKOBHU (aKTOpH;

3. maHHM 3a MSICTOTO Ha B3€MaHETO;

4. onucaHue Ha TIOMYYEHUTE TaMETH U TEXHUTE XapaKTEPUCTUKH.

Uin. 35. (1) Opranuzauuure, U3BHPLIBALIM TPAHCIOPT HAa PENPONYKTUBHU KJIIETKH, CKIIIOUBAT
JIOTOBOPH 32 Ta3M JIEHHOCT C JIeueOHUTE 3aBEICHUS, IPEAOCTABSIIIM WU MOTyYaBallld FaMeTH WIH 3UTOTH.

(2) JleueOHuUTE 3aBECHUS MPEAOCTABAT KOMHME OT Te3u jgoroBopu Ha MAMH B cpok 14 nau cnen
TAXHOTO CKJIFOUBAHE.

(3) OpranuzanuuTe, U3BBPIIBALIY TPAHCIOPT HA PENPOAYKTUBHH KIETKH, U3TOTBAT MaHHU(eCT,
MIPUIpY’KaBall BCSKA TPAHCTIOPTHPAHA TIpaTKa ¢ TAMETH/3UTOTH.

(4) Manudectpr mo an. 3 cbabpkKa TPU pasliesia, KOUTO C€ TMOMBJIBAT CHOTBETHO OT
U3MPAIIAIOTO JIeYeOHO 3aBECHHE, TPAHCIIOPTHATA OPraHu3allks U IPUEMaNIoTo JiIe4eOHO 3aBeICHHUE.

(5) B manudecta no aj. 3 ce mombJaBaT Hali-MaJIKO CJICTHUTE JTAHHU:

1. B pazaena 3a M3MpaIIanioTo Je4eOHO 3aBeICHUE:

a) HaMMEHOBaHWE Ha Jie4eOHO 3aBeIcHUE M KO Ha EBporelickus chio3 Ha JICUeOHOTO 3aBECHUE
3a paboTa C ThKaHHM ChIJIACHO YKa3arens Ha EBpomeilckusi cbio3 Ha jiedyeOHUTE 3aBeJeHHs 3a paboTa C
THKaHH,

0) axpec;

B) UIMEHA U TesIe(POH 32 KOHTAKT Ha OTTOBOPHOTO JIULIE;

') KpaTKO OINKMCAaHUE Ha MpaTKaTa (BUJ KOHTEHHEp, MapTHIEH HOMEp, ChAbpKAHUE);

1) cnenu(pUIHN U3MCKBAHUS KbM TPAHCIIOPTA;

€) JlaTa 4 yac Ha Ipe/laBaHe Ha MpaTKaTa;

’K) IMEHA U MOAINHUC Ha JMLETO, OTOPU3UPAHO Ja Ipeajie npaTKaTa;

2. B pa3zena 3a TpaHCIIOpTHATa OpraHu3alus:

a) HaumeHoBanue Ha ¢pupmata u EK (BYJICTAT);

0) BUJ TPAHCIOPTHO CPENICTBO U PETUCTPALIMOHEH HOMED (MOKE Jia ca HAKOJIKO);

B) UMEHATa Ha JMIETO WIX JHIATa, OChUIECTBIIN MIPHUEMAHETO, IPEBO3BAHETO U IMPEIaBAHETO
Ha rpartkara, 1 TEXHUTE MOIHICH;

I) JaTa U 4ac Ha Ha4ajo U Kpail Ha TpaHCIOPTa;

3. B pa3zena 3a MpHEeMaIloTO 3aBE/ICHUE:

a) HAMMEHOBAaHHE Ha JIeYeOHO 3aBEJ/ICHUE;

0) anpec;

B) MMEHa U Tele(OH 32 KOHTAKT Ha OTTOBOPHOTO JIUIIE;

I) KpaTKO ONHMCAHME Ha MparkaTa (BUJI U CHCTOSHUE HAa KOHTEWHepa, MapTHAEH HOMep,
ChAbpXKAHUE);

1) laTa 4 yac Ha [IpHeMaHe Ha MpaTKara;

€) UMEHa U TOJIIIC Ha JHUIIETO, OTOPU3UPAHO Ja MpUeMe MmpaTKaTa.

(6) ManudectsT 10 all. 3 ce U3rOTBS B TPU €K3EMIUIIpA - TI0 €IUH 32 BCSIKA OT CTPAHUTE, KOUTO
ca JUTh)KHU J1a TO ChbXpaHsIBaT KaTo ciyxeOHa nHdopmanus 3a cpok 30 roguHu.

(7) U3BbH pena mo an. 1 - 6 UHAMBUAYAIHU MPOOH PENpPOAYKTUBHHM KJIETKH Morar jJa ObaaT
JTUPEKTHO TPAHCIIOPTUPAHU MEXJy JeueOHH 3aBelleHUs, ako TOBa € H3PUYHO perjiaMeHTHUPaHO B
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noArnmucCaHuss MEXAy TAX OOroBOp IO Y. 75 n Ipu Cra3dBaHC HaA HU3HUCKBAHUATA 3a CTHUKCTUPAHC U
MPOCIICIEMOCT Ha TIPOOUTE.

T'1aBa mecra.
N3UCKBAHUSA KbM OBOPYJBAHE, MATEPUAJIU U IPOAYKTU, BJIN3AILIU B
KOHTAKT C HﬁHEKJIETKPI, CIHHEPMATO30U/IU 1 3UT'OTHU

Un. 36. (1) KpuruunoTo obopyaBaHe, MaTepralid ¥ MPOIYKTH Ca POCKTUPAHU U CE TIOAIbPKAT
B CBCTOSIHME, OTrOBapsAllO Ha IpeJHa3HAuY€HHMETO MM, M CBEXJAT 10 MUHUMYM BCSKa ONAcHOCT 3a
PELMITMEHTUTE U/ UM NIEPCOHAIA.

(2) Ustmoto xputuyHO 00OpyABaHE W MOCOOUS MOJIEKAT HA BaJUAUPAHE, PEIOBHU MHCIIEKIIMU
Y MIPEBaHTHBHA MOJIPBKKA B ChOTBETCTBHE C NMPEANUCAHUATA HA IPOU3BOIUTEIIS.

(3) Koraro obopynBane wim MaTepualid OKa3BaT BIMSHUE BHPXY IMapaMeTpuTe Ha oOpaboTBaHEe
WIA ChXpaHEHHWE ¢ KPUTUYHO 3Ha4YeHUE (TemIeparypa, HajlsraHe, KOHLEHTpalMs Ha ra30Be, BIAXKHOCT U
ap.), T€ cieaBa ga ObJaT TOYHO OINpPENEeNIeHH M MOJUIekKaT Ha KOHTPOJ, MOCTOSIHHO HAOII0JICHNE, MEPKH 3a
[0JJaBaHEe Ha TPEBOra W KOPUTHpaIld AECHCTBUS B 3aBUCUMOCT OT M3MCKBAHHUATA C I€J1 OTKPUBAHE HA
HEMpaBWIHO (YHKIIMOHUPAHE M HEM3IPABHOCTU U rapaHTHpaHe, Y€ KPUTHYHHUTE MapaMeTpH ce MOIIbpiKaT
B IIPUEMJIMBY TPAHUIIM BHB BCEKH MOMEHT.

(4) Lsmoro obopyaBaHe, ype3 KOETO ce€ U3MEpBAT KPUTHUYHU MapaMeTpH, ce KauOpupa CupsMo
IIPOCJIEIUM CTaHIapT, aKO MMa TaKbB.

(5) HoBo u pemoHTHMpaHO O0OpyABaHE MOAJIE)KH HAa M3MNMTBAHUSA IPU HHCTAIMPAHE MU Ce
YTBBpIKJaBa Mpeid BbBEKAAHETO MY B YIIOTpeOa, KaTo pe3yaTaTuTe OT U3MUTBAHUATA Ce JOKYMEHTHPAT.

(6) Ilonapwxkkata, CEpBU3HOTO OOCTYyKBaHE, MOYUCTBAHE, AE3UH(EKINUS U XUTUCHU3UPAHE HA
ISUI0TO 00OpY/IBaHE OT KPUTUYHO 3HAUEHHUE C€ U3BBPIIBAT PEJOBHO U MOJUIEKAT HA TOKYMEHTHPAHE.

(7) N3pabotBaT ce mpoleaypy 3a EKCIUIoaTalus Ha BCSKAa €IUWHUIA OT OOOpYABAaHETO C
KPUTUYHO 3Ha4YEHHUE, KOMTO MMOAPOOHO ONUCBAT JeHCTBUATA B CTy4ail HA HEU3IPABHOCTHU WIIU MOBPEa.

(8) Becuuku marepualii U NpPOAYKTH, BIM3ALIM B KOHTAaKT C SHLEKIETKH, CHEPMATO30MIU U
3UrOTH, TPsIOBa /1a ca CTEPUIIHU, HETOKCUYHH, alTUPOT€HHU U B CPOK Ha TOJTHOCT.

(9) Beuukn marepualii MU NPOAYKTH, BIM3ALIM B KOHTAKT C SHLEKIETKH, CIEPMATO30MIU U
3UrOoTH, ca 3a €AHOKpaTHa ymnoTpeba ¢ W3KIIOYEHHWE Ha HAKOW MEIUUMHCKU H3/enus (BoJayM 3a WIJIH,
KaTeTpu U JAp.), KOUTO MoraT jaa ObJaT 3a MHOIOKpaTHa ymnorpeba, ako MPOU3BOAUTENAT € MpPEeIBUANIT
TaKaBa.

(10) 3abpansiBa ce moBTOpHaTa yrnoTpeda Ha MaTepualnd U MPOJLYKTH, MPEIHA3HAYEHU CaMO 3a
€IHOKpaTHa ynoTpeda, HE3aBUCHUMO JIAJIM €A JEKOHTAMUHUPAHU U IPECTEPUIIN3UPAHH.

Un. 37. [lpu pabora ¢ penpoOayKTUBHHM KJIETKH W 3UTOTH BCUYKH KPUTHYHH MaTepuald
MPOYKTH (HAIPUMEp XPAaHUTEIHU CPElIH, pa3TBOPH, ONIAKOBKH U JIp.), BIM3AIIHU B TAX, CIEABA 2 OTTOBAPST
Ha OApOOHHM crielu(pUKALINH.

UYn. 38. (1) 3a ocurypsiBaHeTo Ha MaTepHUaad M MPOAYKTH, BIM3AIIMA B KOHTAKT C SHUIEKIETKH,
CHEpPMaTO30MIU U 3UTOTH, KAaKTO W HA CTOKM M YCIyTH, KOUTO MOTraTr jJa MOBIHUSSAT HAa KAa4eCTBOTO U
0€30MMacHOCTTa HAa TAMETUTE/3UTOTUTE, JIeUeOHUTE 3aBEACHUS Ca JIIBKHU J]a CKIIF0UBAT MMCMEHU JI0TOBOPU C
JIOCTaBYMKaA.

(2) JleueOHuTEe 3aBeneHWs W3MCKBAT OT MPOM3BOIAUTEINS, YITBIIHOMOIICHHS MPEICTaBUTEN,
BHOCHTEJISI WJIM ThProBella Ha KpUTUYHO 000pyABaHEe, MaTepUaIl U MPOIYKTH Mo 4. 36, an. 1 cepruduxatu
3a 100pa MpOoU3BOJICTBEHA MPAKTUKA U KAUYECTBO, 32 CTEPUIIHOCT U 32 TOKCUYHOCT.

(3) Jdoxymenture mo an. 1 u 2 ca ciyxebHa nHopmaIus 1 ce ChbXpaHsaBaT 3a cpok 10 roauHu
cJIe]] U3TUYaHE Ha CPOKA Ha FOJIHOCT.

(4) JleueOHuTE 3aBeneHUsT CHXpaHSABAT CICAHUTE JaHHU 3a KPUTHYHOTO OOOpY/BaHE,
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MaTEepUaIUTE U IPOAYKTUTE 110 . 36, ai. 1:
1. nara Ha moJiyyaBaHe;
. bupMa IPOU3BOIUTET U BHOCUTEI (IUCTPUOYTOD);
. HAIMEHOBAHME Ha MPOAyKTa/MaTepHara;
. Homep Ha maptuaara (Lot/Batch #);
. CPOK Ha IOJIHOCT;
. 1IaTa Ha BKJIIOYBAHE B yroTpeoa;
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. IaTa Ha U3BEXJIaHEe OT ynoTpeoa.

I'1aBa cenma.
PEJ 3A PETUCTPALUSA, OBPABOTKA, CbXPAHSIBAHE U ITPEJJOCTABSHE HA
HHO®OPMALUATA OT PETUCTBHPA 110 YJI. 132, AJI. 1 OT 3AKOHA 3A 3/IPABETO

Un. 39. JleueOHuTE 3aBeACHMS, MOMYUMIIM pa3pelleHrWe 3a HU3BbPIIBAHE Ha acCUCTHpaHa
penpoyKlus, KaKTO M 3a OCHUIypsiBaHE, W3IO0JI3BAaHE M ChXpaHABAaHE Ha YOBCIIKH SHLEKIETKH,
CHEPMATO30MIA U 3UTOTH, Ch3JaBaT U MOJIBPKAT PETUCTHP, KOWTO ChAbPKA TaHHU 32 U3BBPLICHUTE OT TAX
JCHHOCTH TO0 €KCIepTH3a, B3eMaHe, MOCTaBsiHe, 00padoTKa, ChbXpaHSIBaHE M CTHUKETHUPAHE Ha SIMIICKICTKH,
CIIEpPMATO30M/IU UJTU 3UTOTH.

Un. 40. PeroBoauTenute Ha Je4eOHUTE 3aBEACHUS CHC 3arOBEJl OMPEAEAT TbKHOCTHUTE
JUIa, KOUTO BBBEXKIAT, 00pabOTBAT, ChbXpaHSBAT U MPEJOCTABAT HH(OPMAIIUATA OT PETUCTHPA.

Un. 41. JoexuocTHUTEe duna no wi. 40 ca OTTOBOPHM 3a ONA3BAHETO M ChXPaHABAHETO Ha
nH(pOpMaIKATa B PETUCTHPA U 32 ClIa3BaHE HAa M3MCKBAHUATA 32 HEWHOTO MPEIOCTABSIHE.

Ui 42. (1) PeructspbT Ha IeueOHUTE 3aBEACHUS ChIBPKA CICTHUTE PA3ICIIH:
. eKCIIepTH3a;

. B3eMaHge;

. OILIOKIAHE;

. IOCTaBsIHE;

. 00paboTKa;

. CbXpaHEHHUE;

. €TUKETUPAHE;
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. TPAHCIIOPTHUPAHE;

9. m3TerisHe oT ynorpeda, YHHUIIOKaBAHE;

10. cepno3HU HEKENAHNU PEAKIUHU U CEPUO3HH NHIUICHTH.

(2) Paznenute no an. 1 chabpKar:

1. yHuKaneH naeHTU(UKAMOHEH HOMEP Ha B3eTUTE SHIEKIETKH, CIEPMAaTO30UAN U 3UTOTU U
€IVHCH €BPOIICHCKHU KOJ Ha PEIPOLYKTUBHUTE KIECTKH, KOraToO € MIPUIOKUM;

2. HOMep Ha MalUEeHTCKOTO JOCHE, ONPEIeIeH B IeUeOHOTO 3aBECHMUE;

3. TpuTe UMeHa, €IMHEH I'PakJaHCKH HOMEp, MOCTOSHEH a/Ipec, YHUKAIEH UICHTU(UKALMOHEH
HOMEpP Ha JIMIaTa, OT KOWTO Ca B3€TU SMLECKICTKA WM CIIEPMATO30MIU, U €IUHEH EBPOIECHCKH KOJ Ha
PENPOAYKTUBHUTE KIIETKU, KOTAaTO € IPHUIIOKUM;

4. TpuTe UMEHA, JMHEH TPAKIAHCKU HOMEP, TOCTOSIHEH aJIpec U YHUKAJIEH UIeHTH(PUKAIMOHEH
HOMED Ha JKE€HATa, Ha KOSATO Ca MIOCTABEHU SIMIIEKIIETKH, CIEPMATO30M/IH;

5. 3a JOHOpHTE Ha PENPOTYKTHUBHU KIETKU U PELIMITUEHTUTE, KOUTO HE ca OBJITapCKu IPakaaHu,
ce nocouat umeHara, JIHY (ako uma u3gazseH TakbB HOMEpP), HOMEP Ha JOKYMEHT 3a CAMOJIMYHOCT, JjaTa Ha
pakJiaHe, IbpKaBa;

6. JaHHU 32 JaTara, MSCTOTO U JIULETO, U3BBPIIMWIO CbOTBETHATA MTPOLIEypa, U HEHHUS BUA.
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(3) Nuadopmarnmsita OT peructTbpa ce chbxpaHspa 3a cpok 30 roguHu, HO HE MO-Manko oT 10
TOJIMHY CJIE]] M3THYaHEe CPOKa Ha TOTHOCT, KIIMHUYHO MU3IIOJI3BAHE WM U3BEXKIaHe OT yroTpeda Ha raMeTUuTe
WJIM 3UTOTHTE.

Un. 43. (1) CrpykTypupaHeTo Ha perucTppa mo uwi. 42 HE TMO03BOJIABA CIyYalHO WU
HeZ0OpOHAMEPEHO J1a ce ChYeTaBaT JMYHUTE JaHHU Ha IOHOPUTE U HA TEXHUTE PEIUMHCHTH.

(2) CpueraBaHeTo Ha JIMYHUTE JAaHHU HA JIOHOPU U PEIIUITUEHTH CE JIOMYCKa CaMo:

1. mpu MapTHHOPCKO JapsiBaHEe Ha CIIEPMATO30HIN;

2. pOJICTBEHO JIapsiBaHE Ha SAUIIEKICTKH.

(3) U3BbH cnyyauTe 1o ajl. 2 JaHHWUTE HA JOHOPUTE U PEUUIIUEHTUTE CE€ ChUYETaBaT €IMHCTBEHO
4ype3 YHUKATHUTE UM UICHTU(DUKAIIMOHHU HOMEpa.

(4) IIpocnensiemMocTTa Ha AUIEKICTKUATE, CIEPMATO30MIUTE M 3UTOTUTE OT TOHOP JI0 PELIIUITHEHT
Ce OCBILECTBSABA UpE3 YHUKAIIHUS UACHTU(UKAIIMOHEH HOMED Ha KJIETKUTE U JIUIaTa, KaTO B PErUCThbpa Ha
CHOTBETHUTE MECTa YHUKATHUAT UACHTH(PUKAIIMOHEH HOMEpP Ha JIMIIAaTa CIyKU 3a Tperparka KbM TEXHHUTE
JUYHU JaHHHU.

Yn. 44. JleueOHuTe 3aBeCHUS Ype3 OTTOBOPHOTO Jule no npuioxenue Ne 1, pasgen III, T. 2
npenoctaBsaT B MAMH exemeceuno cineanara nHpopMamus:

1. naHHuU 3a 1OHOpA:!

a) Tpute nmeHa, EI'H, renedon 3a Bpb3ka, yHUKaJIEH HICHTH()HUKAIMOHEH HOMED;

0) BUI pENPOTyKTUBHH KJICTKH;

B) BU/JI HA JIapABAHETO;

I) UACHTU(UKAIIMOHHU JTaHHU Ha JapeHHETO OT €IUHHHS €BPOINEWCKH KOJ 3a HU3IpaTeHUTe
PENPOAYKTUBHHU KIIETKHU, aKO € MIPUIIOKUMO;

1) €TUHEH €BPONENCKHU KO/ Ha MOJIYUYEHUTE PENPOAYKTUBHU KIIETH, aKO € MPUI0KUMO;

2. TaHHM 32 HETIAPTHHOPCKU JTOHOPH Ha CIIEPMATO30UAH U SHIEKICTKU:

a) tpure umena, EI'H, Opoii coOcTBeHM nemna, yHHKaleH HICHTU()UKAMOHEH HOMEp Ha
KIIETKUTE;

0) roJMHa Ha IMOCTaBSIHETO;

B) BU/JI HA TIOCTABSHETO;

I') HOMEp Ha MOCTABSIHETO;

1) pe3yJITaT OT KOHKPETHOTO MOCTaBsiHE (€IHOIUIOHA, ABYTUIOAHA OPEMEHHOCT);

€) eIMHEH €BPONEICKU KOl Ha U3MPATEHUTE PEMPOIYKTHBHH KIETKH, aKO € MPUI0KHUMO;

’K) €IMHEH €BPONEICKU KO/ HA MOJIYUYEHUTE PENPOAYKTUBHU KIETKHU, aKO € IPUII0KHUMO;

3. JaHHU 32 PENPOAYKTUBHUTE KIETKH:

a) YHUKaJIeH UJCHTU(UKAITMOHEH HOMEp;

0) BUJI KJICTKH;

B) BHJI Ha JJapsIBAaHETO;

I') YHUKAJICH UACHTU(UKAIIMOHEH HOMEP Ha PELUIIEHTA;

1) €IUHEH €BPOMECKU KO/ Ha U3MPATEHUTE PEMPOIYKTHUBHH KIETKH, aKO € MPUI0KHMO;

€) eIMHEH EBPONENCKHU KO Ha MOJIYYEHUTE PENPOAYKTUBHHU KIETKH, AKO € IIPUII0KUMO;

4. 1aHHU 3a PELUIIUEHTA:

a) Tpute umeHa, EI'H, renedon 3a Bpb3ka, yHUKaJIEH HIEHTU()HUKALIMOHEH HOMED;

0) BUJI KJIETKH;

B) BUJ Ha JapsBaHETO;

') €IMHEH €BPONENCKH KOJI Ha MOITYYEHUTE PENPOTYKTUBHU KIIETKH, aKO € IPUIIOKUMO.

Un. 45. Uznbaautennusat gupekrop Ha MAMH cbe 3anoBen omnpeaesnsi MIbKHOCTHHUTE JIMIIA,
KOUTO BbBeXHaT B peructpure Ha MAMH wunpopmanmsara, noigydeHa OT Jie4eOHMTE 3aBECHHUS 3a
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M3BBPILICHUTE JEHHOCTH 110 ACUCTUPaHa PETPOTYKIIHS.

Y. 46. JIreXHOCTHUTE JHIA MO WI. 45 BBBEXIAT MOJydeHaTta WHPOpMANHs OT JIeUeOHUTE
3aBeJCHUS B Ch3/IaJICHU 32 LIeJTa PETUCTPH B CPOK 110 10 AHM ciiey HEHHOTO MoJyYaBaHe.

Yn. 47. (1) JleueOHUTE 3aBECHMS], KOUTO U3BBPIIBAT JAEHHOCTH IO B3€MaHE Ha PENPOTyKTUBHU
KJIETKH, OTIpeNIeNAT YHUKAJICH UACHTU(PHUKAIIMOHEH HOMED 3a BCEKU JIOHOP.

(2) YHUKQIHUAT UACHTU(UKAITMOHEH HOMEP CE€ ChCTOH OT:

1. 6yxBute "BG", korato B3eMaHeTO € U3BBLPIICHO B bhirapus;

2. yHUKaJIHUSA WACHTU(PHUKAIIMOHEH HOMED Ha JIe4eOHOTO 3aBEICHNUE;

3. mocieaHUTe 1BE NU(PPU HA TOAMHATA, B KOSITO € U3BBPIIECHO B3EMaHETO;

4. 6yksara "M" 3a noHOpH MBke U "F" 3a JOHOPH KeHH;

5. mopeaHMs HOMEp Ha B3€MaHETO Ha TaMETUTE ChIVIaCHO paszzen "B3emane" oT perucrbpa Ha
Je4eOHOTO 3aBe/ICHHE.

(3) YHukanHusAT UACHTU(UKAITMOHEH HOMEp CE MOCTaBsl MPU M3BBPIIBAHE HA MPOIEaypaTa 1o
B3E€MaHe U OCUTYPsIBa Bb3MOXKHOCT 3a IPOCIIE/IIBaHEe HA B3€TUTE PENPOJYKTUBHHU KIETKH.

(4) YHUKATHUAT UASHTU(PUKAIMOHEH HOMEP C€ MOCTaBs OT JUTbKHOCTHO JIMIIE, OMPEAEIECHO OT
PBHKOBOJUTENS HA JIEYEOHOTO 3aBe/ICHUE.

Y. 48. (1) JleueOHuTE 3aBEI€HUS, KOUTO U3BBPIIBAT JEHHOCTH 110 B3€MaHe Ha PENpPOIyKTUBHU
KJICTKH, OTPEACTAT YHHKAJICH HICHTH()HUKAIMOHEH HOMEp Ha B3CTUTE SHIEKIETKH, CIIEPMATO30UAM WIIH
3UI'OTH.

(2) VHUKATHHUAT HISHTU(PUKAMOHCH HOMEP Ha B3ETUTE SUIEKICTKH, CICPMATO30HUIU WIIH
3UT'OTH C€ ChCTOU OT:

1. OykBa, ChOTBETHA Ha BU/A B3eTH KieTku/3uroTu ("S" 3a cmepmartozouau, "O" 3a SHUIEKICTKI
u "E" 3a 3urotn);

2. yHUKaJIHUA UACHTU(PHUKAIIMOHEH HOMED Ha I0HOPA;

3. roneMHuHaTa Ha MapTUAATa, OTJAENIEHA C TOYKA M CHCTOSIIA Ce OT JBe MU(PHU 32 HAYAJIOTO HA
napTujara, TUpe U JiBe IU(pu 3a Kpas Ha NapTUAATa;

4. cnen OykBara "E" 3urorute mnomyuyaBar YMH Ha 10HOpa Ha OBOLMTHTE, OT KOHUTO
MPOM3NIN3AT, KaTO KbM HEro NpU MOCTaBsSHE W/WIM KpUOChbXpaHEeHue ce 3amucBa (mpukperns) u YVH Ha
CIIEPMAaTO30MIUTE, OT KOUTO IPOU3IU3aT.

(3) JleueOnuTe 3aBeneHUs, KOUTO MU3BBPIIBAT JCHHOCTH MO B3€MaHE/BHOC Ha PEMPOAYKTUBHHU
KJIETKH, ONPEAEIAT €IUHEH eBPOICHCKH KO/ Ha KJIETKUTE 110 00pasel] ChINIacHO npuiiokeHue Ne 2a KbM 4.
18a, an. 1 or Hapenda Ne 22 ot 2007 1. 3a ycii0BUATa U pela 3a PETUCTPUPAHE U OTUUTAHE HA IEHHOCTUTE
[0 eKCIIepTH3a, B3€MaHe, NpucaxjaaHe, o0paboTka, MpepadboTKa, ChbXpaHsIBaHE M €TUKETUPAaHE Ha OPIaHw,
THKaHU U KJIETKH U 32 U3TOTBSHE HA €XKETOJHU OTUETH OT JiedeOHute 3aBeneHus (B, op. 39 ot 2007 r.).

(4) 3a emuHHUS €BPOMEHCKH KOJ Ha PEMPOIYKTUBHHUTE KJIETKH ce mpuiarat 4i. 18a, 180, 18s,
181 u 18e ot Hapen6a Ne 22 ot 2007 r. 3a yclnoBHATa U pesia 3a perUCTpUpaHe U OTYUTaHE Ha JAEHHOCTHUTE
M0 eKCIepPTH3a, B3eMaHe, Npucaxaane, oopaboTka, nmpepaboTKa, ChbXpaHsIBaHE M €THKETUPAaHE HA OpPraHH,
THKaHH U KJIETKU U 3@ U3TOTBSIHE Ha €KETOJHU OTUETH OT JIEUCOHUTE 3aBEICHHSL.

(5) JleueOHuTE 3aBEACHMS HE ONPEAEIIAT €AUMHEH EBPOIIEHCKU KO Ha PENPOTYKTUBHUTE KIETKH:

1. npu mapTHLOPCKO AapsIBaHE;

2. Ipu HEMApTHBOPCKO JapsiBaHe, KOraTo TO Ce M3BBPIIBA B JIEUEOHOTO 3aBE/IEHUE, B KOETO Ce
npujiaraT penpoayKTUBHUTE KIIETKU;

3. Koraro pemnpoAyKTUBHUTE KJIETKM ca INpeJHa3HayeHW 3a He3abaBHO IpuiaraHe 0Oe3
CbXpaHEHHUE;

4. Koraro penpogyKTUBHUTE KJIETKH ca BHECEHU MOPAIU HEOTIOXKHA HEOOXO0AUMOCT 10 CMHUCHIIA
Ha § 1, T. 6 or mombiaHHUTENHUTE pasnopendu kbM Hapenba Ne 22 ot 2007 r. 32 ycinoBusiTa U pena 3a
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perucTpupaHe U OTYMTAHE Ha JICHHOCTUTE MO EKCIePTU3a, B3EMaHe, Mpucakaane, oopaboTka, mpepadboTka,
ChbXpaHsBaHE M CTHUKETHpaHE Ha OpPraHW, ThKAaHU M KIETKH M 32 HM3TOTBSIHE HA EXKETOAHH OTYETH OT
JIeUeOHUTE 3aBEICHUS.

Un. 49. (1) JleueOHuTe 3aBefcHUs, KOWUTO W3BBPIIBAT JACHHOCTH 10 TIOCTaBsSHE Ha
PENPONYKTUBHU KJIETKH, OIPEICNIAT YHUKAICH WACHTH()HKAIMOHCH HOMEP Ha JKEHUTE, Ha KOUTO ca
MMOCTaBEHH JJOHOPCKH SIMIICKJICTKH, CIIEPMATO30H/IA UITH 3UTOTH.

(2) YHukanmHuAT uAeHTH()UKAMOHEH HOMEp Ha JKeHaTa, Ha KOSTO ca MOCTaBEHU 3UTOTH, CE

CHCTOH OT:

1. OykBeHHM 0003HAYEHUS, KAKTO CIIE/ABA!

a) ET - mocraBsHe Ha MPECHMU 3UTOTH, MOJIYYEHU OT COOCTBEHM SHIEKIETKH M MapTHBOPCKU
CIEpPMaTO30M/I1;

06) ETO - mocTaBsiHe Ha MPECHHU 3UTOTH, MOIYyUYEHU OT JOHOPCKU SIMIEKIETKH U MapTHbOPCKHU
CIIEpPMAaTO30M/I;

B) ETS - mocraBsiHe Ha TpPEeCHW 3UTOTH, MOJYYEHH OT COOCTBEHH SIMIICKICTKA W JIOHOPCKH
CIIEpMAaTO30MI;

r) ETSO - mocraBsiHe Ha NPECHU 3UTOTH, MOJYYEHU OT JOHOPCKU SIMIIEKIETKH U JIOHOPCKU
CIIEPMAaTO30MI;

n) FET - mocraBsHe Ha pa3Mpa3eHH 3UTOTH, MOJYYEHH OT COOCTBEHH SHUIEKICTKH U
MapTHOPCKHU CIEPMATO30U/IH;

e) FETO - mnocraBsHe Ha pa3mMpa3eHd 3UTOTH, IMOJYYEHU OT JOHOPCKU SULEKIETKH |
MMapTHOPCKHU CIEPMATO30UIH;

%) FETS - mocraBsiHe Ha pa3Mpa3eHu 3UTOTH, MOJyYe€HH OT COOCTBEHU SIMIIEKIETKH U TOHOPCKU
CIEpPMaTO30U/I;

3) FETSO - nocraBsiHe Ha pa3Mpa3eHu 3UTOTH, IOJIYYEHH OT JOHOPCKH SIMIIEKIETKH U IOHOPCKHU
CIIEpPMAaTO30U/IH.

2. mopeaHus HoMep, onpeseneH B pazaen "[locraBsHe" OT perucTbpa Ha JIe4eOHOTO 3aBE/ICHHUCE;

3. YHUKaIHUS WACHTU(UKANMOHEH HOMEpP Ha JIMIETO, OT KOETO Ca B3ETH SMIICKICTKH WIH
CIIepMaTO30U/IH.

Yn. 50. (1) W3nbnautennata areHius "MeauuuMHCKM Haa3op" OMpenens yHHUKalleH
UIACHTH(HUKAIIMOHEH HOMEpP Ha BCSKO JIeYeOHO 3aBEICHHE, IMOJIYYHIIO pa3pelieHHue/yJI0CTOBEpEHUE 32
U3BBPIIBAaHE HA ACUCTHpaHa PEMpPOAYKIHSA, KaKTO M 3a OCUTYpsBaHE, U3IOJI3BAaHE U ChXpaHsSBaHE Ha
YOBEIIKH SUIEKIIETKH, CIIEPMATO30UIU ¥ 3UTOTH U HA ThKAHHUTE OAHKH.

(2) YHUKATHUAT UAeHTU(DHUKAITMOHEH HOMED C€ ChCTOH OT:

l. uneHTHQUKAMOHHUA KoJ Ha obOmacrra cwraacHo Epwaaus kmacuduxatop Ha
aIMUHUCTPATUBHO-TEPUTOPUATHUTE W TEPUTOpHATHUTE enuHunn B PemyOnuka bwarapus, yTBBpAEH ¢
Pemenne Ne 565 ot 10.08.1999 r. na Munucrepckus cbset (B, Op. 73 oT 1999 r.);

2. HOMEpa Ha U3IaJeHOTO OT u3NmBJIHHUTENHUs aupektop Ha MAMH ynocroepenue 3a
perucrpanus, B KOETO ca MOCOYEHH ChOTBETHHUTE ACHHOCTH 3a M3BBHPILIBAHE HA aCHCTHpaHa PErpoLyKIIHs,
OCUTypsiBaHE, WH3IMOJ3BAHE U CHhXpPAaHSIBAHE Ha YOBCUIKU SNUIIEKIETKH, CIEPMATO30U]IM U 3UTOTH,
pa3peleHneTo 3a OChIIECTBABAHE 3a JieueOHa JIEHHOCT, ChOTBETHO HOMEpA Ha IMOCTAHOBJIEHUETO, C KOETO €
MIPUET/U3MEHEH MPaBUIIHUKGT (32 JIeueOHH 3aBEe/ICHHUs 10 WI. 5 OT 3aKOoHa 3a JIeYeOHUTE 3aBEICHUS ),

3. MOCJICTHUTE 1B nudpu Ha roJIMHATA, B KOSATO e U3J1aJICHO
yIOCTOBEPEHUETO/pa3pelieHUEeTO/IPAaBIIIHUKBT 10 T. 2.

Un. 51. (1) JleyeOHuTe 3aBeneHUs OpraHu3upaT ACHMHOCTTa CH IPU Cla3BaHE Ha 3akoHa 3a
3aIuTa Ha JJMYHUTE JaHHU.
(2) PasmpocTrpaHsiBaHETO Ha JaHHU, KOUTO MOTAT Ja TIOCTYXKaT 3a UACHTU(DUKAIHS Ha TOHOPHUTE
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WU PELUNHUEHTUTE Ha SULEKJIETKH WIM CIIEPMATO30MAM, KOraTo JOHOPBT € JUIle, Pa3IMyHO OT MbXa U
YKEHATa, JKEJIaelH J1a Ch3/1aJ1aT MOTOMCTBO, e 3a0paHsiBa OCBEH B CIIy4auTe, MIPEABUICHH ChC 3aKOH.

I'naBa ocma.
JOKYMEHTALUA

Un. 52. (1) JleueOHuTe 3aBeneHMs,, KOUTO WM3BBPIIBAT aCUCTHpaHa PENpOIYKIMs, Cbh3/1aBar
OpraHu3aiys U CUCTeMa 3a NOJAbp)KaHE Ha JOKYMEHTALMs, PETUCTPU U YTBBPAECHU OT U3IbJIHUTEIHHS
mupexktop Ha TAMH COII o oTHOLeHWe Ha IEHHOCTUTE MO acUCTHpaHa PENpPOAYKLHS B CbOTBETCTBUE C
Ta3u Hapeoa.

(2) JleyeOHuTe 3aBeNeHMS HU3TOTBAT M HpuiIararT cUCTeMa OT MPOLEAYypU 3a KOHTPOJ Ha
JOKyMEHTAIMsITa 10 Ta3W Hapenda, KOATO OCUTYpsSBa TpErjield Ha HCTOPHUITa Ha JIOKYMEHTHTE H
IIPOMEHUTE B TAX U FAPaHTUPA, Y€ CE U3II0JI3BAT CAMO AKTYaJIHU IOKYMEHTH.

Uin. 53. Hoxkymentanusra, peructpure u COIl ce mpoBepsiBaT nmepuoJUYHO OT OTTOBOPHOTO
nutie no npunoxkerne Ne 1, paznmen 111, T. 2 3a chOTBETCTBHE ¢ M3UCKBAHMUSTA HA Ta3W Hapeaoa.

Yn. 54. Cucremara mo wi. 52, an. 1 rapantupa, ue JedeOHUTE 3aBEJCHHS OCBHIIECTBABAT
neiHocTuTe Mo acucTthpaHa penpoaykuus cbriaacHo COII B choTBeTCTBHE C HOpMaTHUBHATa ypenda u ca
OCUTYPEHH YCIJIOBUS 3a MPOCIEIUMOCT Ha IEHHOCTUTE MO aCUCTUPAHA PEIPOTYKIIHSL.

Ui, 55. Cucremara no uin. 52, an. 1 naBa BB3MOXKHOCT 3@ IIPOCJIEsSBAHE HA BCUYKHU €TallH,
CBBP3aHM C JICHHOCTUTE II0 ACHCTHpaHA PENPOAYKIMSA: KOIHMpaHEe, KPUTEPUH 3a MOJ00p Ha IOHODH,
B3eMaHe, 00paboTBaHE, CbXpaHEHUE, TPAHCIOPTUpPAHE, MPEAOCTaBSHE 3a YHNOTpeba WM H3TEINISHE OT
ynoTpe0a Ha raMeTH/3UT0TH, TXHOTO YHHUIIIOXKAaBaHEe, KOHTPOJI ¥ TapaHTHpaHe Ha Ka4eCTBOTO.

Yn. 56. (1) Marepuanure, 000pyIBaHETO U MEPCOHATBT, AHTAKHUPAH C U3BBPIIBAHETO Ha BCSAKA
KpUTHYHA JEHHOCT, ce uACHTU(ULIMPAT U JOKYMEHTHPAT.

(2) JleueOHuTe 3aBeneHHs BOIAT M CbXpaHABAT JOKyMEHTAlUsl 3a MaTepuUauTe U
000pyIBaHETO, KOUTO CE U3MOI3BAT 3a JICHHOCTUTE IO ACUCTHUPAHA PENIPOAYKIIHS.

Y. 57. (1) JleueOHuTe 3aBeficHUS BOASAT WM ChXpPaHSBAT JOKYMEHTAIMS OTHOCHO IEPCOHAJIA,
KOMTO M3BBpIIBA BCSKA OT JEHHOCTUTE 110 aCUCTHpaHa pENpOAYKIIHSL.

(2) Jleue6HO 3aBeneHHE, KOETO B3eMa SHIEKIETKH, CHEPMAaTO30MIW M 3UIOTH, CKIIIOYBA
MUCMEHHU JIOTOBOPHU C JIMIIATa, KOMUTO OTrOBapsT 3a B3EMAHETO, KOraTo T€ HE pPabOTAT B CHIIOTO JEUeOHO
3aBeJICHUE.

UYn. 58. Becuuku mpoMeHH OTHOCHO BOJCHETO Ha JOKYMEHTAIUsATa Ha JIeYeOHHTE 3aBelIeHUs,
KOUTO W3BBPIIBAT ACUCTHpPAHA PEMPOMYKIHUs, C€ pa3riekaaT, AaTupar, oAoOpsBaT W BHBEKIAT B
M3I'BJIHEHHUE OT OTTOBOPHOTO Julle 1o npuioxxkeHue Ne 1, pazgen 11, T. 2.

Un. 59. JlanHWTe B W3rOTBEHAaTa W CHXpaHsABaHA JOKYMEHTAaIUs TpsOBa Ja ca JOKa3aHO
HAJISKJTHU U UCTUHHO J1a MPEJCTABAT PE3yJITaTUTE OT M3BBHPIICHUTE ACHHOCTH, a ObJaT YETIMBH, Ja HE
MOJJIeXKaT Ha U3TPUBAHE, KaTO MOraT J1a ObJaT BIMCBAHMU HA pbhKa WIHM MPEXBHPISHU B Apyra BalUIUpaHa
cucteMa (KOMIIOThPHA WIH MUKPOPHUIIM).

I'naBa neBera.

YCJIOBUSA U PE/l 3A CbOBILIABAHE, PETUCTPUPAHE, 1OKJIAJIBAHE U
INPEJABAHE HA HH®OPMAIIUSA 3A CEPUO3HUTE HEXEJIAHU PEAKIIUN U
CEPUO3HUTE HHIIMAEHTU U 3A BJIOKUPAHE, U3TEI'VISSHE 1 YHUIILOKABAHE
HA HﬁHEK.JIETKH, CIIEPMATO30OUIN U 3UTOTHU
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Un. 60. (1) JleueOHute 3aBelneHUs, KOUTO OCBHIIECTBIBAT JEHHOCTH IO aCHCTUpaHa
pPENpOAYKLINS, OCUTYypsiBAHE, M3IMOJ3BAaHE M ChXpaHSIBAaHE Ha YOBEUIKM SULIEKJIETKH, CIEPMATO30MAU H
3UTOTH, Ca JUTHKHU Jla BbBEAAT JOKYMEHTAIIHA CHCTeMa, KOSITO J1a TapaHTHpa WACHTU(UIIMPAHE BB BCEKH
OTJIETICH €Tal OT JEHHOCTTA U MPOCJICIIBaHE OT JOHOPA JI0 PEIHUIUEHTA Ha:

1. ARTIEKTIETKUTE, CIIEPMATO30UANTE U 3UTOTHUTE;

2. MPOAYKTUTE U MATEPUATUTE, KOUTO BIU3AaT B KOHTAKT C SUIEKIETKUTE, CIIEPMATO30UIUTE U
3UTOTUTE U Ca CBHP3aHU C TAXHOTO Ka4eCTBO M 0€30MacHOCT.

(2) JIeueObHuTE 3aBeIeHNUs, KOUTO OCHINECTBSABAT JEHHOCTH IO ACHCTUPAHA PEMPOIYKIIHS, KAKTO
U KOUTO OCBHIIECTBSABAT AEHHOCTH MO OCUTypsBaHE, U3IMOJI3BAHE U ChbXPAHSIBAHE HA YOBEILKH SIMIIEKIIETKH,
CIIEpMAaTO30M U U 3UTOTH, Ca JIIBKHH J]a OpraHu3upaT U MOAIbpKAT CHUCTEMa 3!

1. paHHO OTKpUBaHE M pa3clie/IBAHE Ha CEPUO3HU HEKEITAHHU PEAKIIMU ¥ CEPUO3HU UHIIUJICHTH;

2. CBOEBPEMEHHO ChOOIlIaBaHE, PETUCTpUpaHe, MOKJIaJBaHe U MpeaaBaHe Ha MH(opMalus 3a
CEePUO3HUTE UHIIUACHTH U CEPUO3HUTE HEXKETIAaHU PEAKIINU;

3. 6rmoxkupaHe, M3TETNsSHE U YHUILO)KaBaHE Ha SHIEKIETKH, CIIEPMATO30MAU U 3UTOTH, KOUTO
MOTaT Jia JOBEJIaT 10 CEpUO3HU HEXKEIAHHU PEAKIIUU U CEPUO3HH UHITUACHTH.

UYn. 61. (1) M3nbanuTtennara areHius "MeaMIMHCKM Haa3op" € AMBXKHA Ja OpraHu3upa u
NOJIbPIKa CHCTEMA 3a PErUCTpalMsl U aHAJIU3 Ha MOCTHIMINTE ChOOIEHUS 3a CEPUO3HU HEXKEJIaHU PeaKIiu
Y MHIUCHTH.

(2) BpB Bpb3Ka ¢ Bb3HUKHAJIN M PETUCTPUPAHU CEPHO3HU HEXKEJIAHW PEeaKMM U MHLUUACHTH
NAMH u3BbpuIBa HHCIIEKIIUH 110 pesia Ha Hapea0aTa 1o wi. 7B, al. 4 oT 3akoHa 3a JIe4eOHUTE 3aBEICHHUS.

Un. 62. (1) JleueOnute 3aBeneHUs, KOWTO OCBHINECTBSIBAT JCHHOCTH TIO aCHCTHpaHa
PENPOAYKIHS, KAaKTO M KOUTO OCBHILIECTBSABAT JCHHOCTH IO OCUTYpsIBaHE, M3MOJI3BAHE M ChXpaHSIBaHE HA
YOBCIIKHU ﬂﬁHGKJ’ICTKI/I, CrIepMaTo30MJu U 3UIOTH, Ca TIBXKXKHHU B 7-I[HCBCH CpPOK OT YCTAHOBSABAHCTO Ha
CepHO3HAa HEeXellaHa PEeaKIusl WM CEPUO3eH MHIUICHT J1a YBEIOMSAT JIeYeOHUTE 3aBElICHUs, C KOUTO ca B
AOTOBOPHH OTHOIICHUA 3a JOCTABAHC UJIU MMOJTydYaBaHC Ha PECIIPOAYKTUBHU KIICTKH.

(2) IIpu cxirouBaHe Ha JOTOBOPH 3a JOCTaBSHE WJIM TOJy4YaBaHE HA PENPOTYKTUBHU KIETKH
JeuyeOHUTE 3aBe/IeHHs! MPEeIOCTaBAT Ha JOTOBOPHUS CHU MapTHHOP MH(pOpMAIMA 32 CUCTeMaTa CH Ha PaHHO
OTKpWBaHE M pa3clie/BaHE HA CEPHO3HH HEKEIAHHW PEaKIMH M CEPUO3HW MHIUICHTH M HAa CBOCBPEMECHHO
ChOOIllaBaHe, pPETUCTpHUpaAHE, JOKIAJBaHEe M TpeqaBaHe Ha WHGOpMAIUs 32 CEpUO3HUTE UHIMACHTU U
CEPUO3HUTE HEXKETTAHHU PEaKIHH.

(3) ®OusnyeckuTe W IOPUIUYECKHUTE JIMIA, KOUTO W3BBHPIIBAT TPAHCHOPT HA PENPOAYKTUBHU
KJIICTKHU, Ca OJIBXKHU B 7-I[HCB€H CPOK OT YCTAHOBABAHCTO Ha MHIUACHT Aa YBECAOMIAT seuyeOHuTe 3aBCACHUAA,
C KOWTO ca B JIOTOBOPHHU OTHOIIICHUS 3a JOCTaBSIHE WJIW MOJyYaBaHe Ha penpoayKTUBHH KieTku, 1 MAMH c
0Bp30 choOIIEHUE IO 00pa3el] chriiacHo npuioxkenne Ne 3, gact b.

Un. 63. (1) Becuuku meueOHM 3aBefieHUsI ca UTHKHHU B 7-THEBEH CPOK OT YCTAaHOBSBAHETO Ha
CepHo3Ha HEeXKellaHA PeaKIlHs WM CEPUO3EeH MHIUACHT, CBhP3aHU C M3BBPILIEHU ICHHOCTH IO acCHCTHUpaHa
PENPOAYKIIHS, 12 YBEIOMSIT:

1. U3nbanutenHaTa areHuus "MeauuHcKky Haaz3op';

2. 7e4eOHOTO 3aBeJCHHE, B KOETO € W3BBbpIIEHA CHOTBETHATA JCHHOCT MO aCUCTHpaHa
PENPOTYKIIHS.

(2) YBenomsBaneTo 1o ai. 1 ce u3BbpIIBa ¢ ObP30 cHOOIIECHHE IO 00pazel], mpunoxeHue Ne 3,
yacT A.

(3) CnyuauTe Ha cepHO3Ha HEKETaHA PeaKlUs WIM WHLUUICHT, CBbP3aHU C MPOBEXKIAHETO Ha
WHAYKIIHS Ha OBYJIALMATA U KOHTPOJIMpaHa OBapUallHA XUMepcTumymaius, ocBeH B MAMH ce cro0miaBar u
JOKIaaABaT U B M3ITbIHUTEIHATA areHIns 110 JIeKapCcTBaTa.

Un. 64. (1) JleueOHuTe 3aBelneHUs, KOWTO OCBIIECTBABAT JEHHOCTH TIO aCUCTHpaHA
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pepoayKuus, KaKTO U KOUTO OCBHIICCTBABAT I[eﬁHOCTI/I 0 OCUrypsBaHC, MU3IMOJ3BAHC U CbXPaHABAHC Ha
YOBEIIKH SIUIIEKIETKH, CIEPMATO30MIM U 3UTOTH, TTOAABaT MbpBOoHavayieH aokiaa B MAMH B cpok 1o 7 auu
OT JIaTaTa Ha YCTAHOBSIBAHE Ha CEpHO3HA HEXellaHA PeaKlvs WM WHIUJEHT WM OT JaTara Ha MoJyuyaBaHe
Ha cpoOIenue no wi. 63, an. 1, 1. 2.

(2) JleueOHuTe 3aBeneHus MO an. | OCHTypsBaT U3BBPIIBAHETO HA BBHTPEUIHO Pa3Clie[IBAHE U
cbOMpaHe Ha JOMBJIHUTENHA MH(OpMAaIys, Koraro € HeoOXOoauMa, 3a IbJIHA OIEHKa Ha BCAKO OTIEITHO
ChOOILIEHHE 332 CepUO3Ha HEeKeJaHa peaklys WU UHIUACHT U 3a UIECHTU(UIUpaHE HA MPUUYUHUTE, KOUTO
Morart Ja ObJIaT IpeOTBPATEHH B pAMKUTE Ha MpoIieca.

(3) JleueOnute 3aBemenms mo an. 1 yBegomsiBar MAMH 3a mpenmpueruTe AEUCTBUS IO
OTHOIIICHHE Ha JIPYTH CBbP3aHU ThKAHU M KJIETKH, KOUTO ca OWJIM MPeAOCTaBEHH 3a YIoTpeda mpu xopa.

(4) JombIHUTETHUAT JOKIAA C OLIEHKaTa Ha CHOOIIEHUE 32 CEpUO3HA HEXKEJIaHa PeaKIus WIIN
UHIUACHT 1o an. 2 ce nmoxaBa B MAMH B cpok 14 nHM OT garata Ha yCTaHOBSIBAHETO Ha CEpPHO3HATA
HeXKellaHa PeaKIys WM WHIUICHT WU OT JIaTaTa Ha MMOJIy4aBaHe Ha ChOOIIeHre 1o wiI. 63, an. 1, 1. 2.

Ui 65. (1) ITppBOHAYATHUAT IOKJIA] C€ ChCTaBs MO o0Opa3ell chrilacHo mpuiiokenune Ne 4 u ce
NpUApPY’KaBa OT MUCMO, ChIBPKAILI0 HHPOPMALIUATA 10 MTpHIIokKeHHe Ne 5.

(2) JlombIHUTENHHUAT MOKJIA] CE€ ChCTaBs MO oOpasen ChIVIACHO TpmioxkeHue Ne 6 u ce
MpHUIPYKaBa OT MUCMO, ChABPKAIIO0 HH(OpMaIIKATA TIO TIpHiIokeHne Ne 7.

Uin. 66. (1) JleueOnuTe 3aBeneHus Mo 4i. 2 MojaBaT TOAMIIEH JOKIAJ 3a OezomacHocT 10 31
sIHyap Ha clie/iBaliara TOAWHa - 3a JACWHOCTTAa 10 aCUCTUPaHA PENpOIYKIIUs, KAaKTO M 3a JICHHOCTHUTE IO
OCUTYpABAHC, U3TIOJI3BAHC U CbXPAaHCHUC HAa YOBCIIKU HﬁHCKJIeTKH, CIICpMAaTO301 U U 3UTI'0OTH, OCBIICCTBCHU
npe3 MpeaxoHaTa KajleHIapHa TOIMHa.

(2) TomumraMST HOKIa] 32 6€30MacCHOCT Ce ChCTaBs MO 00pa3el] ChIiIacHO MpuiiokeHue Ne 8 u
ce IpHIpy’KaBa OT MMCMO, ChIBPKaIo HHpopMaIusaTa o npuaoxenne Ne 9.

Un. 67. (1) UsnenautenHata areHuus "MeaunuHcku Haazop" mpenctaBs Ha EBpomeiickarta
KOMUCHS TOMUIITHY AoKJIaau 10 30 10HM Ha cienBaniaTa TOANHA, B KOUTO C€ MPEACTABIT BCUYKH MOIYICHU
CHOOIIEHUS 32 CEPUO3HU HEXKEJIaHU PEAKIIUU U UHITUICHTH.

(2) IlpenaBaneTo Ha naHHU TPsOBA Ja € B CHOTBETCTBUE ChC crieruduKanuuTe 3a ¢popmarta Ha
oOMeH Ha JaHHM, KakTO € OINpejAesieH B Ta3u Hapenba, W cienBa Ja ChAbpKa Isulata HWHGOpManus,
HeoOxoauMa 3a MISHTHU(UIMPAHETO Ha M3Mpallaliara CTpaHa W MOJAbpKaHe Ha pedepeHTHUTE TaHHH.
[IpenaBanero Ha naHHM € 110 oOpa3ell chrilacHo npuioxeHue Ne 10.

Un. 68. (1) JleueOHumte 3aBelneHUs, KOWTO OCBHINECTBSIBAT JCHHOCTH TIO aCHCTHpaHa
pENpOAYKIIHS, KaKTO M KOUTO OCBILIECTBSABAT JAECWHOCTH 10 OCUTYpSIBAHE, M3IMOJI3BAHE M ChbXpaHSIBaHE Ha
YOBEIIKH SHIEKIEeTKH, CIepMaTO30MIM U 3UT0TH, Ca JUIbXKHU Jla ChbOUpAT M ChXpaHsABAaT MHPOpMALUA 3a
OJIOKMpaHHTE, U3TETJICHUTE U YHUILOKEHH SULEKICTKH, CIIEPMAaTO30UI! U 3UTOTH.

(2) Cucremara 3a OioKHpaHe, U3TETJISIHE U YHUIIOXKaBaHE Ha SIMIEKIETKH, CIIEPMaTO30UIU U
3UI'OTH BKIJIIOYBA!

1. ompenensHe Ha KOMIETEHTHU JIMIA, KOUTO HW3BbpPUIBAT OJOKUpaHE, H3TErsHE U
YHMIOKaBaHEe Ha SULEKIETKH, CIIEPMATO30UIN U 3UTOTH, U TEXHUTE CTIeHU(UYHU OTTOBOPHOCTH;

2. ompenensHe Ha YCJIOBHUATA, MPH KOWUTO C€ MPHUCTHIBA KbM OJOKHpaHE, H3TErNIsSHE U
YHUIOXKAaBaHE Ha SWLEKIETKH, CIIEpMATO30UI1 U 3UTOTH;

3. cranaapTau onepatuBHU npouexypu (COII).

(3) JleueOHuTE 3aBeieHUs, KOUTO OCHILECTBABAT JEHHOCTHU 10 aCUCTHpaHa PernpoayKIHs, KaKTO
U KOMTO OCBIIECTBSIBAT ACHHOCTU IO OCUTYpsIBaHE, U3IOJI3BAaHE U ChbXPAaHSBAHE HAa YOBELIKHU SHIIEKIETKH,
CIEpMaTO30MJIM M 3WUIOTH, ca JIBKHHU Ja OpeaocTaBiT A0 31 sHyapu Ha ciejBauiata TOAMHA CleJ
U3TUYAaHETO Ha Beska KajeHgapHa roguHa B MAMH roaumen nokmajy 3a Opos Ha OJOKHpaHHUTE,
M3TETJICHUTE M YHUIIOKECHU SHIEKIECTKH, CIEPMATO30MIM M 3UTOTH 10 00pa3el] ChITIAaCHO MpHIIoKeHHe Ne
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1.

Ui 69. (1) 3a KOMIIETEeHTHH JIKIIA 110 WI. 68, ai. 2, T. 1 ce onmpeaensT Jinia, KOUTO OTTOBapsT Ha
n3UcKBaHusATa no npuioxkenue Ne 1, paznen 111, 1. 2.

(2) CnenuduunruTe OTTOBOPHOCTH Ha JUIATa MO ajl. 1 ca cBbp3aHu:

l. ¢ ycraHOBsSBaHE HAIWYMETO HA YCJIOBUATA, MOpAXKIAIM OJOKHpaHEe, HW3TETNISITHE |
YHUIIO’KaBaHE Ha SIMIEKIETKH, CTIEPMATO30UAN U 3UTOTH;

2. CbC cIa3BaHe Ha M3MCKBaHMATA Ha choTBeTHHUTE COII 3a Beska efHa OT IEHHOCTHTE;

3. ¢ mombJIBaHe HA CHOTBETHHUTE IOKYMEHTH U IIpe/iaBaHe Ha WHPOpMAIUATa KbM OTTOBOPHOTO
JIHIIE.

Yn. 70. OcHoBaTeIHM NPUYHMHU 32 OJOKUpaHe Ha AWLEKIETKH, CIIEpMaTO30UI1 U 3UTOTH ca:

1. mpu HEMapTHBOPCKO JapsBaHE HA CIIEPMATO30M/IN:

a) HecnazBaHe Ha 180-IHEBHUSA CPOK 3a KapaHTUHHUPAHETO HA CHEPMATO30MJIUTE, CYUTAHO OT
JaTara Ha 1mocjeHaTa KpUOKOHCEPBAIlHs, TIPU MOJIOKECHHE Y€ He ca u3BbpiieHu TectoBe 3a HIV 1/2, HBV,
HCV u cudunuc upe3 NAT kbM MOMEHTa Ha mOceaHaTa KPHOKOHCEPBAITHS;

0) Hecma3BaHe Ha 3aJbJDKUTETHOTO TOBTOPHO M3CIE/IBAHE HA JIOHOPUTE Ha crepma (Ipeau
0CBOOOKIaBaHETO OT KapaHTHHA) 3a TpaHcMucuBHU nHpekuuu (HIV, xenatut B u C, cuduiuc);

B) MOJy4aBaHETO Ha CEPONO3UTUBHH PE3yJTaTH 3a TpaHcMucuBHHU uHpeknuu (HIV, xenatur B
u C, cudumc) npu MOBTOPHOTO M3CIICABAHE HA JJOHOPUTE HA CIIEPMA;

2. HEM3I'BJIHEHUETO Ha €JHO OT CJIIEIHUTE M3UCKBAHMS 33 3UT'OTH OT aHOHUMHU JapUTEIIN:

a) 180-gHEBHMS CPOK 3a KapaHTMHMPAHETO Ha 3UIOTUTE, CUMTAHO OT Jarara Ha IOCjeIHaTa
KPUOKOHCEpBaIUs, TIPH MOJI0KEHUE Ye He ca u3BbpiieHu tectoBe 3a HIV 1/2, HBV, HCV u cudwunuc upes
NAT kbpM MOMEHTa Ha MOCJEIHATAa KPUOKOHCEPBALIYS;

0) 3aIBJDKUTENIHO IMOBTOPHO M3CJIEJIBAHE HAa JOHOPUTE Ha cliepMa M AWLEKIeTKH (Tpeau
0CBOOOXKJaBaHETO OT KapaHTUHA) 3a TpaHcMucuBHU MHpekuuu (HIV, xenatut B u C, cudunuc);

B) MOJTy4aBaHETO Ha CEPOTO3UTUBHH PE3yNTaTH 3a TpancMucuBHHU uHpekuu (HIV, xenatutr B
u C, cuduinc) npyu NOBTOPHOTO U3CIIEABAaHE HA JJOHOPUTE Ha cliepMa U SUIIEKIIETKHY;

3. IMCMEHO yIOCTOBEPEHOTO JKEIAHUE HA JTOHOPUTE;

4. cMBpTTa Ha ChHIPYra/mapTHbOPA, HE3aBUCUMO OT HAJIMYMETO Ha JAEKIapUpPaHO NPUKUBE
JKEJIaHUE, 110 OTHOLIEHHE HAa CIIEpMATO30MIU WM 3UTOTH, OCBEH B cilydaurte 1o T. 5.9 or pasgen IV Ha
npuioxenue Ne 1 kpm . 1, am. 1, 1. 1;

5. cMBpTTa Ha CchIIpyraTa/mapTHHOPKATa, HE3ABUCUMO OT HAJIMYMETO Ha JEKIapUPaHO JKeJIaHHe
IIPUKMBE, IO OTHOLIEHHE HA OBOLIUTHU WJIN 3UTOTH;

6. yCTaHOBSIBAaHETO Ha 3a00isiBaHE y aHOHUMHHS JapHUTeN, KOETO MOXKE Ja ce IpeaaBa Ha
IIOTOMCTBOTO WJIN PELIUIINEHTA;

7. HEBB3MOXKHOCT 3a CUTYPHO HJIEHTU(UIUpPAHE HA JOHOPUTE WIM MPOCIEIsiBaHE HAa MbTA Ha
TEHEeTUYHUS MaTepuall Mopajy HEMpaBWJIHO WIM JIMICBAILO €TUKETUPaHe WM OObpKBaHE Ipe3 BpeMe Ha
obpaboTkara.

Yn. 71. OcHOBATEIIHN MPUYMHHM 32 U3TETVISIHE M YHHIIO)KABaHE HA SHUICKICTKH, CIICPMAaTO30M TN
U 3UTOTH ca:

1. MUCMEHO yIOCTOBEPEHOTO JKEJIaHHE Ha MAI[ICHTHTE;

2. W3TUYAHETO Ha MAKCHMAJHHS CPOK 3a ChbXpaHEHHE, KOWTO € 3asBEH OT MAIlMeHTUTE IMPHU
MOJIMMMCBAHETO HA JCKJIapaIuaTa 3a HHQOPMHUPAHO ChIIIACUE PSR KPUOKOHCEPBAIIUS;

3. HaJIMYMETO Ha PHCK OT KPbCTOCAHA KOHTAMHUHAIIUSA WM IpeJaBaHe Ha OakTepHalHa HIIH
MUKOTUYHA WH(DEKIIHS,

4. HaJMYMETO HA PHUCK OT KPBCTOCAHA KOHTAMHHAIIMSA WJIM IpeJaBaHe Ha TPAHCMHCHUBHO
3abonsBane (HIV, xemartut B u C, cudunuc u np.);
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5. M3THYaHETO Ha noBeue OT 6 Mecela cie]] 3aABEHUs CPOK 332 ChXPAHEHHUE IPU HENOTHPCEHU
CIIepMaTO30M I, AULEKIETKH WIN 3UTOTH;

6. cMBpTTa Ha CBIpPYra/mapTHHOpPa HE3aBUCHMO OT HAIMYMETO Ha JEKJIApHpaHO >KeTaHue
IIPUKUBE, 110 OTHOLIEHWE HA CIIEPMATO30MAM WJIM 3UTOTH, OCBEH B ciydaurte o T. 5.9 or paszen IV nHa
npunoxenue Ne 1 kpm ui. 1, an. 1, 1. 1;

7. cMBpTTa Ha CHIpYraTa/MapTHhOPKATa HE3aBHUCUMO OT HAIMYHETO Ha JCKIAPUPAHO KEIaHUe
HPUXKHBE, IO OTHOLLIEHUE HAa OBOLIUTH UJIM 3UTOTH;

8. ycTaHOBsIBaHETO Ha 3a00JIsIBaHE y AHOHMMEH IapUTEN, KOETO MOXE Jia ce IpejaaBa Ha
IIOTOMCTBOTO WJIU PELIUIIUEHTA;

9. HEBB3MOXKHOCTTA 3a CUTYPHO HJEHTH(ULMpPaHE JTOHOPUTE WM MPOCIEIsiBaHE HAa IbTA Ha
TeHETUYHUSI MaTepHall Mopajayd HENpPaBUIHO WM JIMIICBALIO €THKETHpaHE WU OObpPKBAHE Ipe3 BpeMe Ha
obOpaboTkara.

I'naBa necera.
YIIPABJIEHUE HA KAYECTBOTO U PUCKA

Un. 72. (1) JleueOnmte 3aBeneHUs, KOWTO OCBHINECTBSIBAT JCHHOCTH TIO aCHCTHUpaHa
PENpPOAYKIINS, KaKTO M KOUTO OCBHILIECTBSABAT JACWHOCTH MO OCUTYpsIBaHE, M3MOJ3BAHE M ChXpaHSIBaHE Ha
YOBCIIKHA SUIEKICTKH, CIIEPMATO30UIN WM 3UTOTH, Ca JUIBKHHA Ja pa3paboTAT, BBBENAT M H3IOI3BAT
JOKYMEHTaJIHa CUCTeMa 3a YIpaBJIeHHE Ha KaueCTBOTO ChITIACHO M3MCKBAHMSTA HA Ta3u Hapeada.

(2) Cucremata mo an. | BKITIOYBA W pa3lUCaHU MUHUMAIHU HM3UCKBaHUS 32 0€30MacHOCT H
KauecTBO Ha PENPOAYKTUBHUTE KJIETKU U 3UTOTH, KOUTO II€ C€ MPEJOCTaBAT HA APYTHU JIeUeOHH 3aBEACHUS U
MpuIarar mpu xopa.

(3) OtroBopuoto nuie no mpumioxenue Ne 1, pasgen III, T. 2 koHTpoiupa KadyecTBOTO Ha
MPEIOCTABSIHUTE WUJIM MOCTaBSIHUTE PENPOAYKTUBHH KJIETKU WM 3UTOTH CHITIACHO M3MCKBAHUSATA MO all. 2.

Un. 73. (1) JleueOHuUTE 3aBelEHUS, KOUTO OCBUIECTBSIBAT JEHHOCTH IO aCUCTHpaHa
PENpOAYKIIHS, KaKTO M KOUTO OCBHILIECTBSABAT JACWHOCTH IO OCUTYpsIBaHE, M3IMOJI3BAaHE M ChXpaHSIBaHE Ha
YOBEIIKH SUIEKIETKH, CIIEPMATO30UAM W 3UTOTH, Ca IBKHU Ja pa3paboTAT, BbBEJAT U M3IOJI3BAT
pasnucaHd MEpKHU 3a YIpaBJIEHHE Ha PHCKa, Taka 4e Jia Ce rapaHTupa UWACHTU(UIIMpaHE U CBEXIAHE 0
MUHMMYM Ha PHUCKOBETE, MPOM3THYAIIM OT U3MO0J3BaHE M 00paboTka Ha OHOJOrMYeH Marepuai, B
CHOTBETCTBUE C MOAIbpPKAHE HA a/IEKBATHO KayeCTBO M 0€30MacCHOCT 3a IUIAHUPAHOTO IMpeJHa3HaYeHUE Ha
KIIETKHUTE.

(2) PuckoBeTre BKJIIOYBAT TE€3H, KOUTO CE€ OTHACAT JO0 MPOLEAypUTE, cpeaaTa, 3ApaBOCIOBHOTO
ChCTOSTHUE Ha MEpCOHaNa U ca crieuu(uyHu 3a JiedeOHUTE 3aBEIeHHs 110 all. 1.

Un. 74. (1) YopaBuTensar Ha JIedeOHOTO 3aBe/ICHUE Ha3HAYaBa KOMUCHSI OT JIWIIA, HEaHTaXUPaH!
IPSIKO € JIEHHOCTUTE IO aCUCTUpPaHa PENpOAYKIMsS B JIEYEOHOTO 3aBEJEHHE, 3a OJUT Ha CUCTeMaTa 3a
ympaBieHHE Ha KaYECTBOTO MOHE BEAHBK HA JIBE TOAMHH.

(2) B komucusiTa o ajn. 1 ce BKIIIOYBAT JIMIIA C OMUT B OJIUTUPAHETO HA CUCTEMH 3a Ka4eCTBO.

(3) Koncraranuute Ha KOMUCHSTA 10 KAYECTBOTO C€ OTPA3sgBaT B MUCMEH JIOKIAI.

(4) OTKJIOHEHHUSTa OT YCTAaHOBEHHMTE CTaHJAPTU 3a KaueCTBO M OE30MacHOCT Ce pa3cieiBar.
Pa3cneaBaneTo ce TOKyMEHTHpa U BKJIIOUBA PEIICHUE 32 Bb3MOKHU KOPUTHPAILK U PEBAHTUBHU JCUCTBHUS.

(5) Bcuuku 3acerHaTH ThKaHU U KIETKH TpsOBa Aa ObAaT MACHTU(MUIMPAHU W OTYETCHU H
clieliBa J1a ce mpeanpreMaT CbOTBETHH MEPKH CIPsIMO TsX ¢choOpaszHo pasnucanute COII mo wi. 68, an. 2, T.
3.

(6) Kopurupammure neictBus ce NOKyMEHTHpAT, 3alo4yBaT M IPUKIIOUBAT HaBPEMEHHO H
e(deKTUBHO, KaTo €(eKTUBHOCTTA Ha MPEBAHTUBHUTE W KOPUTUPALIUTE EHCTBUS cleqBa Aa Obje OlleHEeHa
CJIe/l TAXHOTO M3IbJIHEHUE.
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Un. 75. (1) JleueOHuTe 3aBEACHUS CKIIOYBAT MHCMEHH JOTOBOPU IOMEXAY CH, KOTaTo
U3BBPIIBAT CHBMECTHO JIEHHOCTH MO ACHCTUpPAHA PEMPOIYKIMsS, KaKTO M KOTaTo MPEIOCTaBsIT €IHO Ha
JIPYTO PEnpoyKTUBHU KJIETKU WU 3UTOTH.

(2) Ilucmenure noroBopu 1o ai. 1 ce oTpas3siBaT B perucThbp.

(3) Jleuebnure 3aBenenus uznpamar B MAMH komnus Ha qorosopute mo an. 1 B cpok 14 nuu ot
CKJTFOUBAHETO WM.

(4) HoroBopute mo an. 1 cienBa Aa ce CKIIOYBAT cjel MpeiBapuTeiHa OlleHKa U moadop Ha
Jpyrara cTpaHa Mo OTHOIICHHWE Ha Ka4eCTBOTO M O€30MacHOCTTa Ha PEMPOAYKTUBHUTE KJIETKH U 3UTOTH,
KOUTO I1I€ c€ OOMEHAT, KaKTO U 10 OTHOILIEHHE Ha CIIOCOOHOCTTA M Ja Cra3Ba CbOTBETHUTE M3MCKBAHUS Ha
HOpMaTUBHATa ypenda B cTpaHaTa.

(5) B ckiroueHuTe AOTOBOPU C€ OTPA3SIT OTTOBOPHOCTHTE HAa CTPAHUTE U MOAPOOHOCTUTE TO
CbBMECTHO H3BBPIIBAHE HAa MPOLEAYPUTE MO ACUCTUPAHA PENPOAYKIHS WIM OOMEH Ha PEenpOayKTUBHU
KJIETKU U 3UTOTH.

Un. 76. (1) JleueObHO 3aBeneHue, KOETO pabOTH C TaMETH W/WIIM 3UTOTH, € JUTHKHO Ja CKIHOYHU
IMUCMCHU JOrOBOpU C ApPYyTrU J'IG‘-IC6HI/I 3aBCIACHUA, KOUTO OTrOBapAT HAa U3WCKBAHUATA HA Ta3Uu Hape;[6a, 3a
ypeXJaHe Ha ChXPAaHEHHETO Ha TraMETUTE W/WIM 3UTOTHTE B Cllydail Ha MpPEeKpaTsBaHE Ha Je4eOHOTO
3aBeJICHUE.

(2) B moroBopa mo an. 1 ce ypexxzar ChIIO AAHHUTE 32 MPOCIEAUMOCT W WH(POpPMALHUS IO
OTHOIIICHHE Ha Ka4eCTBOTO M 0€30MMaCHOCTTA Ha TaMETUTE W/HJIU 3UTOTHUTE.

(3) JleueOHO 3aBeneHHE, KOETO B3eMa SHICKICTKH, CIEPMATO30MIM M 3HWTOTH, CKIIFOYBA
MMUCMEHHU JIOTOBOPH C JIMIATa, KOUTO OTTOBAPAT 3a B3€MAHETO, KOraTo T¢ HE PabOTAT B CHIIOTO JCUSOHO
3aBeICHUE.

UYn. 77. JleueOHO 3aBeleHHE, KOETO HM3BBHPILIBA BHOC HA PENPONYKTUBHU KIETKH, CKIIOYBA
JIOTOBOPH C JIOCTaBYMIIM OT TPETU AbPKaBU MO cMUCHIa Ha § 1, T. 1 OT mombiaHMUTENHATa pasnopeada Ha
Hapen6a Ne 1 or 2019 r. 3a ycinoBusita U pena 3a U3BbpIIBaHE Ha NPOBEPKU OT M3MbIHHUTENHA areHLus
"Menuuuncku Haazop" (B, 6p. 26 ot 2019 1.).

JlonbJIHUTETHH pa3nopeadu

§ 1. ITo cMucwna Ha Ta3u Hapenoda:

1. "bu cnensano” wnm "e npenopbUUTENHO" 03HAYaBa, Y€ U3UCKBAHETO HE € 3aJbJKUTEIHO, HO
0CcOoYBa J100pa KIMHUYHA MPAKTHKA.

2. "brmacromep" € KJIeTKa OT MPEeIUMILIAHTAIIMOHEH (JI0 CTaAMil KOMITAKTH3AIHsI) 3aPO/IHIIL.

3. "bnokupane" e BpemeHHa 3a0paHa 3a MOJI3BaHE Ha CIIEPMATO30UAM, SULIEKICTKH WIIA 3UTOTH
710 U3SCHSABAaHE Ha OOCTOATEJICTBA, CBHP3aHU C TAXHATAa OE30MACHOCT U KayeCTBO, A0 OTOJIOKUPAHETO UM U
MyCKaHETO UM B YIIOTpeOa UM 10 TIXHOTO M3TETIISHE ¥ YHUIIIOKABAHE.

4. "Bamumgupane (kBaiudukanus B clIydauTe Ha oOOpyABaHE WIM cpeau)" o3HayaBa
YCTaHOBSIBAHE HAa JOKYMEHTHUPAHO JOKAa3aTEJICTBO, KOETO yIOCTOBEPSBA C BUCOKA CTENEH HAa CUTYPHOCT, Y€
cnenn(uYeH IMporec, oO0OpyABaHE WIM cpela HEU3MEHHO pEe3yJlTHpaT B TPOIYKT, OTTOBapsIl Ha
MpeBapuTeNHo nedhruHupaHuTe creupUKaluyl U KaUYeCTBEeHU XapaKTePUCTHKU; MPOIECUTE Ce BalIUIUpAT,
3a J1a ce OIleHH €(eKTUBHOCTTA Ha J]aJieHa CHCTeMa Bb3 OCHOBA Ha IIeJITa U Ha yroTpeoa.

5. "JlupektHa ynotpeba" e mporeaypa, Ipu KOATO KJISTKUTE ca B3€TH W M3IIOJI3BaHM, Oe3 1a
ObaaT 00pabOTBAaHU U ChXPAHSIBAHMU.

6. "EmOpuopenykuus" € MeTon 3a HamaisiBaHEe Ha Opos Ha UMIUIAHTUPAHWTE B MaTOYHATA
KyXHHa eMOpHOHHU C LIeJ /1a c€ HaMaJll PUCKBT, ChIIPOBOKIAII M3HOCBAHETO U PAXKIAHETO HA MHOTOILIIO/IHA
OpEeMEHHOCT; OOMKHOBEHO METOABT IEIH MOCTUTAaHETO Ha eIHOIJIOJHA WJIM MaKCHUMyM JBYIUIOAHA
OpEMEHHOCT.
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7. "EmOpuotpaHcdep” e mocTaBsHE Ha €IWH WU MOBEYE MPEIUMIUIAHTAIIMOHHU 3apOWIIN B
TAJIOTO Ha YKEHaTa.

8. "XuB nmoHop" e ¢usmuecko nuie, OT KOETO C€ B3eMaT SHUIIEKIETKHA WM CIepPMATO30UTIU C
penpoIyKTUBHA IIEJI.

9. "M3kycTBeHa HMHCEeMHUHaALUA" € JEIOHUPAHETO Ha MBXKKM TraMeTH B MaTo4yHaTa KyXHHa,
[EPBUKATHHS KaHaJ WIM BJIATAIHINETO HA JKeHara, 0e3 Jla € CHTypHO Jalld IIe MOCIeBa HEMOCPEACTBCH
KOHTAaKT MEX]Ty MBXKHU U )KEHCKH FaMETH, PECIIEKTUBHO OILIOXKIaHe.

10. "UsternsHe" e mpollec Ha HajlaraHe Ha OKOHYaTenHa 3a0paHa 3a ymoTrpeba Ha
CIIEpPMAaTO30M/H, SIMIIEKIETKH WU 3UTOTH U MMOATOTOBKATA UM 32 YHUI[OKaBaHE.

11. "HuBurpo" omnoxngane (IVF) e meron 3a omioxknaHe Ha SHIEKIETKH B J1aOOpaTOpHU
YCJIOBHS U3BBH TSAJIOTO Ha YKEHATA; MPOIIEAYPH 3a OIJIOK/IAHE HA €/IHA WY MOBEUYE SUIIEKIETKH B TSUIOTO Ha
KeHaTa He ca MHBUTPO OIUIOKIAaHE; U3BAJCHH OT TSUIOTO Ha KeHaTa eMOPHOHU ChHIIO Taka HE Ce OTHACST
KbM TMPOIEAypaTa HHBUTPO OILJIOK/IAHE.

12. "HTpa-oBOIMTHO WHXEKTUpaHe Ha enuHudHU criepmato3zouan (ICSI)" e meTon 3a MHBUTPO
OIJIOKJaHEe Ype3 WHKEKTHpaHE HAa CAMHUYHU CEJICKTUPAHU OOpaOOTeHH CIEepMATO30UIU B SULEKIETKH
MOCPEICTBOM MUKPOMAHHITYJIAIMS HA TAMETH.

13. "Undeptunurer" e Oe3minoaue.

14. "Kpuobanka 3a ramMeTH W eMOpHOHH" € MSCTOTO W OOOpPYABAHETO, OCHTYPSBAIIO
ChXpaHEHHE 32 ONTUMATHO IBJIBI MEPUOJ HA 3aMpa3eHU TaMEeTH U MPEAUMILIAHTAIIMOHHU eMOpPUOHH MpHU
CBPBXHHCKHU TEMIIEpaTypH (Haii-uecTo TEUEH a30T).

15. "KpuokoHcepBauus U KpUOChbXpaHeHUe'" ca rpyna mporecu Ha MOATOTOBKa, 3aMpa3sBaHEe U
ChXpaHsIBaHE HA YOBEIIKH raMeTH U MPEANMILIAHTAIIHOHHU eMOPHUOHHU MPU CBPBXHUCKHU TeMIIepaTypH (Haii-
YECTO B T€UEH a30T).

16. "KputnuHo" o3HauaBa MOTEHIIMATHA CIOCOOHOCT 3a BB3/ICUCTBUE BBPXY KauyeCTBOTO WU/UIU
0€30IMMacHOCTTa WJIM HAJM4YMe Ha KOHTAKT C KJIECTKUTE U ThKaHUTE.

17. "Konuenrtyc" o3HauaBa OpraHu3bM, MOJIYUYEH OT CJIMBAHETO HAa MBXKKA M KEHCKA ramMeTa, OT
MOMEHTa Ha HMIUIAHTUPAHETO MY B MalluMHAa TbKaH A0 paxaaHero. YoBewkusaT koHuentyc no 10
HaBBPIIICHU TECTAIIMOHHN CEIMUIIMA BKJI. ce Hapwuua "3apoaumt” (embryo), a ot 11. rectarimonHa ceamMuIa a0
paxnaneto - "mioa" (foetus). B monsTHETO "KOHIIENTYC" ce BKJIIOYBAT U T.HAp. IUIOJHU MPHUAATHIM, a
HMMEHHO: ITbITHA BPBB, TUTAIICHTA U HEMHH MPEIIECCTBEHUIIN, OKOJIOTIJIOIHU IIUIH U OKOJIOTIJIOTHA TEYHOCT.

18. "Opranuzarus, oTroBapsiia 3a MPUIOKEHHUE TIPU Xopa" 03HauaBa JICYeOHO 3aBEJICHUE WU
oTJeNieHrne Ha OOJTHUIIA, H3BBPIIBAIIA MPUCAKIAHE HA YOBEIIKH ThKaHU U KJIETKH IPHU XOpa.

19. "Haematenu (nmpu kproOaHKHpaHe)" ca JIMIa, KOUTO 10 COOCTBEHO JKeJIaHWE U 32 COOCTBEHH
HYKJIU CbXPaHSABAT CBOM r€HETUYEH MaTepual 3a Mo-KbCHa ynorpeoa.

20. "He Ou cnexpano" wim "He ce mpemopbuBa’ O3HAuYaBa, Y€ HM3UCKBAHETO HE 3a0paHsBa
W3PUYHO, HO TIOCOYBA MPAKTUKA, KOSTO MPOTUBOPEYH Ha J00paTa KIMHIUYHA IPAKTHKA.

21. "OBoruTtn" ca AMIEKICTKH.

22. "Osynanusa" e mporec Ha (PU3MOJIOTMYHO OTHEISHE Ha SHIEKIIeTKaTa OT SHWYHUKOBHS
bomuky.

23. "Menomnay3a'" 03HauyaBa OKOHYATEIHO CIIMPAHE HA MEHCTPYaTHUS LIMKBJI IIPH KEHATa, aKo OT
MoCJIe/IHaTa peI0BHA MEHCTpyalus € MUHaja | roauHa, Mpe3 KoATO HE € UMaJIo Jpyra MEHCTpyalus.

24. "Opranuzanus 3a B3eMaHe'" O3HauaBa JIeYeOHO 3aBEICHHE WJIM OTACJICHHE Ha OOJHUIIA,
KOSITO CE€ aHra)XKupa ¢ OCUTypsIBAaHE Ha YOBEIIKU THKAHU U KIETKU U KOATO MOXE Ja HE € aKpeAuTHpaHa,
orpejieNieHa, OTOPU3MpPaHa UK JIMIIEH3UPaHa KaTo 3aBe/ieHHe 3a padoTa ¢ ThKaHU.

25. "llaptuma" o3HavyaBa CBHBKYIHOCTTA OT MAPTUAHM E€AUHULM NPU €AHa MpoleAypa Io
acUCTUpaHa pernpoaAyKIHs WIH €THO B3eMaHe Ha PENPOAYKTUBHU KIETKHU.

26. "[laptunHa enuHUIA" 03HA4aBa BCEKH €UH OBOIUT, EMOPHOH (3UroTa) WM KOJIWYECTBOTO
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CIIEpMAaTO30M]IU B €IMH KOHTEWHEp - IPU NapTHBOPCKO JapsBaHE - LSJI0TO KOJIMYECTBO CJIEJ B3EMAHETO, a
[P HEMIAPTHBOPCKO JapsiBaHe - BCEKU €MH KPUOKOHTEWHep (BUAJIKa, cllaMKa U Jp.).

27. "IlapTHROPCKO napsiBaHe" € JapsBaHe HA PENPOAYKTUBHM KIETKH OT MBXK Ha KE€Ha, KOraTto
CHILIUTE MPEABAPUTEIHO Ca JACKJIapUpaIH Mpes JeKapsi, KOWTO 11 U3BbPIIN B3EMAHETO, Y€ UCKAT CbBMECTHO
Jla ch3/1a7aT MOTOMCTBO.

28. "llpenummnantanuonen reneruueH Tect (III'T)" e meronm 3a reHeTWYHa JuarHo3a Ha
MpEeIMMIUIAHTAllMOHHU MHBUTPO €MOpPUOHH, KOMTO MOXKE J1a ce MPOBEXJa C MOJSIPHU Tenla, OjJacTtomepu
wii TpodekToaepManHu Kietku. Pasnmens ce Ha Tpu ocHoBHH Trpymu: a) III'T-M (PGT-M) -
MPEAUMIUTAHTAIIMOHEH TeHEeTWYeH TecT 3a MoHorenHu Oonectu; ©6) III'T-XIT (PGT-SR) -
MPEeIMMIUIAHTAIMOHEH TEHEeTUYEH TeCT 3a HeOallaHCHUPaHU CTPYKTYPHH XPOMO3OMHHU IPEYCTPOHCTBA; B)
III'T-A (PGT-A) - mpenuMIUIaHTallMOHEH F€HETUYEH TECT 32 XPOMO30MHHU aHEYIIJIOUTUH.

29. "[IpequmIuIaHTalMOHEH 3apoauin’ (MpeIuMIIaHTAIlMOHEH eMOPHOH) O3HAaYaBa OPTaHHU3bM,
IIOJIy4€H OT CIIMBAaHETO HAa MBXKa U JKeHCKa ramerta ("omioxxaaHe"), 10 MOMEHTa Ha UMIUIAHTUPAHETO MY B
MaifurHa ThKaH ("kKoHIenusa" win "3auarue").

30. "IIpu HEOOXOAMMOCT U BH3MOKHOCT" O3HAa4YaBa, Y€ HAJTMYMUETO U JIUTICaTa Ha HEOOXOIUMOCT
U BB3MOXKHOCT C€ MpELICHsABAa 32 BCEKW KOHKPETEH clyyall OT OpraHUTe 3a YIpaBJIEHHE Ha JIEYEOHOTO
3aBeJieHue, ChIIACyBaHO ChC COOCTBEHHKA (MpUHIIMMIana) Ha JI3.

31. "lIpocnenuMoct" € BB3MOXKHOCTTA 3a JIOKAJIM3UPAHE U UACHTU(PULIMpAHE HA TaMETH U
3UrOTH BBB BCsiKa (ha3a OT M3BBPILIBAHE HA JACHMHOCTHTE MO acHCTHpaHa PEMpOIYyKIHs OT B3€MAaHETO OT
JIOHOpA JIO TMOCTaBSHETO UM Ha PELUITMEHTA WM YHHII0KABAHETO UM; BB3MOXKHOCTTA 33 WICHTU(UIIMPAHE
Ha JIOHOpa, pEUUIUEeHTa W Ha JiedeOHWTE 3aBEJEHHs, yYacTBaJd B JEWHOCTHTE IO aCUCTHUpaHa
pENpOAYKIHS, KaKTO U BB3MOXKHOCTTA 3a JOKAIM3WpaHe M HISHTUUIMpaHE Ha IsuiaTta WHpopMaIus,
CBBP3aHa C TAMETUTE WJIK 3UTOTUTE U MAaTEPUAIUTE, BIU3AIIN B KOHTAKT C TSX.

32. "[Iponecn" o3HayaBa LAJIOCTHATA CEPUS OT MOCIECAOBATEIHHN EUCTBHS, 3a/1a4l WIH METOJ,
4ype3 KOWTO ce U3BBbpIIIBA JaJeHA JEHHOCT.

33. "PenpoayKTUBHM KJIETKH" ca KJIETKUTE, IpPEJHA3HAYEHU 3a ILEJIUTEe Ha acUCTUpaHa
pENpOAYKIHMSL.

34. "PenunueHt" € nuie, HaA KOETO C€ MPENOCTaBAT TaMeTH WIA NPEeAUMILIAHTALIMOHHU
eMOpHOHHU (3UTOTH) C LI PENPOTYKIIHSL.

35. "Cepuo3Ha HexelaHa peakuusa'" € HempeIBUJCHA peakuus MpU JOHOpP WM PELHUIUEHT,
CBBbp3aHa C EKCIepTH3a, B3eMaHe, 00paboTka, ChXpaHsIBaHE, TPAHCIIOPTHUPAHE U TMOCTaBSHE HA TaMETH,
OIJIOJICHU SIMIEKIETKM M MPEeIUMIUIAHTAllMOHHM 3apOJMIIM, KOATO € JOBeJla J0 CMBPT WU JI0
3acTpalliaBailo KMBOTa ChCTOSHUE, WM JI0 TIpelaBaHe Ha 3apa3Ha 0oJiecT, A0 TpaiiHa HepaboTOCTIOCOOHOCT
win 3a00sIBaHe, BOJCIIO 10 YABKaBaHE HA JICYCHHUETO.

36. "Cepuo3eH MHLIMIEHT"' € BCAKO HEXEJIaHO CHOUTHE, CBBP3aHO C EKCIepTH3a, B3eMaHe,
o0paboTKa, ChbXpaHsIBaHE, TPAHCIOPTUPAHE U TOCTaBSIHE Ha TaMeTH, OIUIOJCHH SUIEKIETKH U
[pEeIMMIUIAHTALlMOHHU 3apOJUIIN, KOETO MOXKE Ja JOBEIE [0 CMBPT WM A0 3acTpallaBallo XHBOTa
CbCTOSIHUE, WU JI0 TpeJaBaHe Ha 3apa3Ha 0oJiecT, M0 TpailHa HepaboOTOCIOCOOHOCT WM 3a0oIiABaHE,
BOJICIIO JI0 yABDKaBaHe Ha JiedeHHeTo. Cepro3eH WHIMACHT € W HEeMpaBHIIHATA HICHTU(QUKALUS WIH
MOJMSIHA HA TaMeTH WX 3apO/IUIIIH.

37. "Cucrtema" o3HauaBa rpymna oT 0O€KTH, B3aUMHOCBBP3aHU M B3aMMOJCHCTBAIIM, TaKa Y€ Ja
0opOpMSAT €TMHULIA UITU METOIUYHO CBBP3aHU UCH, PUHIIUITA, METOIN U MPOLEAYPH.

38. "Cucrema 3a KadyecTBO" € OpraHM3allMOHHA CTPYKTypa, BKJIKOYBAILA ONPEACICHU
OTTOBOPHOCTH, MNpPOLEAYPH, HPOLECH M PECYPCH 3a BBBEKJAHE U OCHIIECTBSIBAHE Ha YIPABJICHUE Ha
KaueCTBOTO, M BKJIFOUBA BCUYKHU JEHHOCTH, KOUTO MPSKO WIIK HENPSKO BIUSAT Ha KA4eCTBOTO.

39. "Crannaptau oneparuBHu npouenypu” (COII) ca mucMeHM MHCTPYKLIMH, YTBBPIEHU OT
M3NBJIIHATENHUSA nupekTop Ha MTAMH, KOUTO chabpikatT: ONMHCAHKME Ha IOCIENOBATEIHOCTTA U HaYMHA HA
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U3BBpPIIBAHE HA ONPEJCIICHN JEHHOCTU IO aCUCTHpPaHa PENpOayKLHUs B JE€YEOHOTO 3aBEJCHUE C ONMCAHME
Ha MPOLECUTEe, MATEPUAIUTE, METOJIUTE U Pe3yJITaTUTE.

40. "CyporatHocT" € MeTOJ], IpU KOUTO e]lHa ’KEeHa U3HOCBa OPEMEHHOCT BMECTO JApyra U cjel
paXJIaHETO Ha JIETETO I'o MPEOTCThIIBA HA OMOJOTUYHUTE MY POJIUTEIIH.

41. "CopoOmeHue 3a cepuO3HAa HEXKelaHa peakluus WIM HHOUACHT' € JOKyMEHTHpaHa
uHpOpMaIKs 3a eIHa WK TTOBeYe CEPUO3HN HEXKENaHU PEaKIUU WM WHIUACHTH, CBBP3aHU C MIPUIaraHeTo
Ha MEJAMLMHCKHU J€MHOCTH U METOJH 3a aCUCTUpPaHa PENpOayKIMs WU C B3€MaHe, IOCTaBsiHE, EKCIepTH3a,
00paboTKa, €TUKETUpAaHE M CHhXpaHsSBaHE Ha SUIEKIETKH, CIIEPMATO30MIM M 3UTOTH M Ca CBBP3aHHU C
TAXHOTO Ka4eCTBO U 0€30I1aCHOCT.

42. "YHunjoxkaBaHe" € poLec Ha HapylllaBaHE Ha MHTETPUTETa Ha CIIEPMAaTO30UAH, SHLEKIETKI
Y 3UTOTH U U3XBBPJIIHETO UM I10 HauMH, O€30MaceH 3a OKOJIHATa cpejia, P Clla3BaHe Ha M3MCKBAHMATA 3a
ylpaBjieHUe Ha OMOJIOTUYHUTE OTNAbLIH.

43. "VYnpaBineHue Ha KauecTBOTO" € Mmopeaulia OT KOOPAUHUPAHU JEHHOCTU MO YIpaBJIEHUE U
KOHTPOJI, KOUTO Ca HACOYEHU KbM OCUTypsIBAaHE HA Ka4eCTBO Ha JICTHOCTHUTE 1O aCUCTUPaHa PENpOTyKIIHS.

44. "SiuHKKOB (OBapUaleH) XWUIIEPCTUMYJIALIMOHEH CHHIAPOM" € CBhCTOSHUE HAa EKCLIECUBHO
MOBUILIEH OTTOBOP OT CTpaHa Ha AWYHUIIUTE KbM XOPMOHAJIHATa CTUMYJALUs, CHIIPOBOJIEH C Pa3IMYHU IO
TEXKECT CUCTEMHHU IIPOSIBU (moBuILIEHA ChJI0Ba IIPOITY CKJIMBOCT, XEMOKOHLIEHTpaLus,
aCIUT/XUIPOTOPAKC/TIEPUKAPACH  HM3JIMB, CINEKTPOJUTHH W OHOXMMHYHH TPOMEHH B  KpPBBTa,
TpoMO0oeMOo0us, MOJIMOPraHHAa HEJOCTaThYHOCT M CMBPT), HAJAramiy XOCHHUTAIM3alus W HHTEH3UBHA
Tepanus ¥ oTroBapsAiM Ha kputepunure 3a CHP.

§ 2. C ta3u HapenOa ce BbBEXKAAT U3UCKBAHUS Ha:

1. Jupextua 2004/23/EC na EBponetickust mapiament u CpBeta ot 31 mapt 2004 r. 0OTHOCHO
YCTAaHOBSBAHETO HA CTaHIApTH 3a KayecTBO M OE30MAaCHOCT NpU JapsiBaHETO, Ha0aBSHETO, KOHTPOIA,
pepaboTBaHETO, ChXPAHIBAHETO, CKIAUPAHETO U PA3MPECIITHETO Ha YOBEIIKU ThKaHu U kietku (OB, L
102, 07/04/2004);

2. Nupextusa 2006/86/EO na Komucusta ot 24 okromspu 2006 1. 3a nmpuiarase Ha /lupextuBa
2004/23/EO ma EBpomeiickusi mapiameHT u Ha ChbBETa OTHOCHO YCTAHOBSBAHETO HA WM3UCKBAaHUS 32
MPOCJEIUMOCT, ChOOIIaBaHE HA CEPUO3HU HEXEJaHW PEaKIUUd U CHOUTHUS U ONpPENENIeHH TEeXHHUYECKU
M3MCKBAaHUS 0 OTHOIIEHHE Ha KOAMpaHe, MpepaboTBaHe, ChXpaHsIBaHE, ChbXpAaHEHHWE M NPEIOCTaBsHE Ha
YyoBemKY ThKanu U kietku (OB, L 294, 25/10/2006);

3. HupektuBa 2006/17/EO na Komucusita ot 8 depyapu 2006 r. OTHOCHO NpHIIaraHETO Ha
Hupexktusa 2004/23/EO na EBponeiickus napiameHT U Ha CbBeTa OTHOCHO YCTaHOBSIBAHETO HA CTaHIAPTH
3a Ka4eCcTBO M 0O€30MacHOCT MpH JapsSBAHETO, JOCTaBSIHETO, KOHTPOJA, MPepabOTBAHETO, ChbXPAaHSABAHETO,
CBhXPaHEHHETO U pasNpeIeNTHETO Ha YoBeKy Thkanu 1 kietku (OB, L 38, 09/02/2006);

4. NMupextuBa 2012/39/EC na Komucusra ot 26 sHoemBpu 2012 1. 3a usmMeHeHue Ha JlupekTuBa
2006/17/EOQ 1o OTHOIIIEHHE HAa HSKOM TEXHUYECKH HM3MCKBAHUS 3a W3CJICIBAHETO HA YOBCUIKU THKAHU H
knetku (OB, L 327, 27/11/2012);

5. Mupextusa (EC) 2015/565 na Komucusra ot 8 ampun 2015 r. 3a u3meHenue Ha JlupekTrBa
2006/86/EO mo OTHOIlIEHHWE HAa HSAKOM TEXHUYECKH W3UCKBAHUSA 3a KOJIMPAHETO HAa YOBEIIKHM ThKaHU U
kietku (OB, L 93, 09/04/2015);

6. Iupextua (EC) 2015/566 na Komucusita ot 8 ampun 2015 1. 3a npwiarane Ha JlupekTuBa
2004/23/EO 1o oTHOIIIEHHE Ha MPOLETYPUTE 32 KOHTPOJ Ha CIa3BaHETO Ha €KBUBAJICHTHUTE CTAHIAPTH 3a
Ka4ecTBO M O€30I1acCHOCT Ha BHacsHUTE ThKanu U Kietku (OB, L 93, 09/04/2015).

IIpexonnu n 3aKJIIOYUTEHU pPa3nopeadu

§ 3. EnunausT CBpOl'ICfICKH KOI HC CC Ipujiara 3a TbKaHHW, KJICTKH U PCIIPOAYKTUBHU KJIICTKH,
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KOHUTO ca B3€TH U ca Ha chxpaHeHue 10 29 okromBpu 2016 r., ako Te ca mycHATH B OOpalieHue B CPOK 10 29
okToMBpH 2021 T. ¥ NpU yCIOBUE Y€ € TapaHTUPAHO IIBIHO MPOCIEASIBAHE YpE3 aTEPHATUBHU CPENICTBA. 3a
THKaHU U KJIETKH, KOUTO Ca Ha ChXpPAaHEHHE M KOWTO Ca MTyCHATU B oOpamieHue cien 29 okromspu 2021 1. u
3a KOMTO MPWJIATaHETO HA €IMHHUS €BPOMEHCKU KOJ HE € BB3MOXKHO, MO-CIEIHATHO 3al0TO ThbKAaHUTE U
KIIETKUTE C€ CBhXpaHsABAaT C MABIOOKO 3ampassiBaHe, JIe4YeOHWUTE 3aBEICHHsI M3MON3BAT MPOLEAYPHUTE,
MIPUJIOKUMU 32 MPOAYKTH C MAJIKU €THUKETH.

§ 4. Ta3u HapenOa ce uznasa Ha ocHoBanue Wi. 130, an. 3 u 6, wn. 131, an. 7, un. 131a, an. 4, un.
132, an. 4, un. 132a, an. 3 u wi. 1320, an. 2 ot 3akoHa 3a 371paBeTo U Wi. 6, ait. 1 or 3akoHa 3a jedyeOHUTe
3aBEJICHMSL.

ITpunoxenne Ne 1 kpm uin. 1, an. 1, 1. 1

MEJANLUUHCKU CTAHIAPT
"ACUCTUPAHA PEITPOAYKIUA"
Pa3zgen 1
OO0xBaT Ha 1eHHOCTUTE NIPU ACUCTHPAHA PENPOAYKIMS

1. Acuctupana penpoayKuus C€ M3BBpPIIBA Ype3 MpUaraHe Ha MEAMIMHCKUA JAEHMHOCTU U
OMOJIOrMYHO-T1a00PaTOPHU METO/IU, CBBP3aHHU ChC:

1.1. XxopMoHanHa KOHTpoJiMpaHa oBapuaiHa (situnukoBa) xunepcrumynanus (KOXC) ¢ uen
(mocnenBaio) B3eMaHE Ha OBOLMTH 4Ype3 eXorpa)CKu WM JanapOCKONCKH KOHTPOJIMpaHa IyHKIUS Ha
SMYHUKOBU (OJIUKYIIH;

1.2. omoxk1aHe Ha €JHa WK MOBeYe SULIEKICTKU:

1.2.1. Hamupamu ce B TSUIOTO Ha )KeHaTa (BbTpeMaTOYHa MHCEMUHAIM);

1.2.2. Hamupany ce U3BbH TAJIOTO HA XKEHATa 4pe3:

1.2.2.1. knacuuecko "unurpo" omnoxaane (IVF);

1.2.2.2. MTHTPa-OBOIMTHO MH)KEKTUPaHE Ha enuHUYHU criepmaTto3ouan (ICSI);

1.3. B3emaHe, eKcmepTH3a, 0O0Opa0OTKa, ETUKETUPAHE U CHXPAHSIBAHE Ha SUICKICTKH,
CIepPMaTO30MIM WIIH MPEeIUMIUIAHTALlMOHHH 3apOAUILIH;

1.4. mocTaBsiHE B TSJIOTO Ha JK€HATa Ha 3UTOTH (eMOpuoTpaHcdep), MOIYISHH OT OTUIOKIAHETO
Ha:

1.4.1. siilieKIeTKH OT chlaTa K€Ha U CIIePMaTO30UAH OT MapTHHOPA;

1.4.2. aiflIeKIETKH OT ChIATa )KeHa U CIIEPMATO30UIU OT JJOHOP;

1.4.3. SULEKIIETKY OT IOHOP M CIIEPMATO30UIA OT MAPTHHOPA;

1.4.4. giflIeKIeTKH OT IOHOP U CIEPMATO30HUIU OT JIOHOD;

1.5. Owomcusi Ha OylacTOMEpHd OT MPEIUMIUIAHTAIMOHHU €MOpPHOHM 3a IeJIuTe Ha
npenuMIUIanTannoHauTe renetnynu trectose (I1I'T);

1.6. emOpuopeayKIHs.

Pasznen 11
YcrpoiicTBeHa paMKa NPU U3BbPIIBAHE HA ACHCTHPAHA PenpPOAYKUMS

1. JleueOHMTE 3aBEeICHMS], B KOUTO C€ OCHINECTBIBAT JEHHOCTH IO aCUCTUPAaHA PETPOAYKIIHS, ca
MIOCOYEHH B 4. 2.

2. B wnauBuayanHa W TPyINoBa MpaKTHKa 3a CHCHHAIM3UpaHa W3BHHOOTHWYHA MEIUIIMHCKA
nomo1n (MIICMII u I'TICMII) no akymiepcTBO ¥ THHEKOJIOTHsI MOTaT /1a ObJ]aT OCBIIECTBABAHU €IMHCTBEHO
NEHHOCTHUTE, MOco4eHH B pazaen I, 1. 1.2.1, korato ca Hanue:

2.1. naboparopusi 3a eKCepTu3a, eTUKETHpaHe U 00paboTKa Ha CIEPMAaTO30H/IN;

2.2. cTas 3a ClIepMOOT/ICISTHE;

2.3. kpuobaHKa - M3UCKBA CE€ CamMoO B CIIy4auTe, MPU KOUTO Ce U3BBPLIBA U ChXpaHsSBaHE Ha
CIIEpMAaTO30M/IM OT JAPUTENH WM HaeMaTelH 3a Mo-KbCHA yrnoTpeba (KproOaHKupaHe).
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3. B menuuuncku nentsp (ML) u nuarnoctuuno-koucynratused neHtbp (UKL]) c¢ nerna 3a
KpaTKOCPOYHO HAOJIIOJCHUE WM TaKHWBa, PA3MOJOKEHH B OJM30CT C Jie4eOHO 3aBejieHHe 3a OOJTHHYHA
MOMOII], C KOETO MMaT JOTOBOP 3a CHEIIHAa XOCHHUTANW3allks, MOraT Ja ObJaT OCBHIIECTBIBAHU BCHUKH
JEMHOCTH 3a U3BBPILBAHE HA aCUCTHPaHa PENpoAyKIIUs, OMMCaHu B pa3zaen I, T. 1, koraTo ca Hanuue:

3.1. 3a geitHoctuTe, onucanu B pasaen I, T. 1.2.1, cerinacuo pazzgen I, . 2;

3.2. mpu U3BBPILIBAHE U HA €JHA UJIU IIOBEYE OT OCTAHAINUTE AEHHOCTH:

3.2.1. mpoctpaHcTBeHO 000CO0EHa CTPYKTYpa MO acCUCTUpaHa PEenpoAyKIIHS;

3.2.2. mpocTpaHCTBEHO 000c0oOeHa maboparopus 3a eKCIepTHU3a, eTUKeTUpaHe U 00paboTka Ha
CIepPMaTO30U/I;

3.2.3. mpocTpaHcTBEeHO 000c0oOeHa maboparopus 3a eKCIepTHu3a, eTUKeTUpaHe U 00paboTka Ha
SIMTIEKIIETKUA U eMOPHOHU;

3.2.4. kpuobaHka,

3.2.5. MaHMITYyTaIMOHHA 32 U3BBPIIBAHE HA MMyHKIUU O] eXOTrpad)CKu KOHTPOJT,

3.2.6. cTas 3a Bb3CTaHOBsIBaHE clie] (OJIMKYJIHA MTyHKIHS I eMOproTpancdep;

3.2.7. oTaeneH cCaHUTAPEH BH3EI 32 MAMEHTH, MTOJI0KEHU Ha aCUCTUPAHA PETIPOTYKIIUS;

3.2.8. cTas 3a CHEPMOOT/ACIISIHE;

3.3. momermienusara o T. 3.2.5 u 3.2.6 u 000pyABAaHETO UM CJI€/IBA ]a OTTOBAPAT U Ha CTaHAapTa
"AHECTE3MO0JIOTHSI 1 THTEH3UBHO JIeUeHHe" B yacTTa 3a aMOyJiaTOpHa aHECTE3Hs;

3.4. B ciayyauTe, pu KOUTO Ce€ M3BBHPINBA JOOMB HAa OBOLIMTU Ype3 JAMapOCKOINHUs, cleaBa Aa
ObJaT Cra3BaHW HOPMATHBHHUTE HM3WUCKBAHWS TPU HW3BBLPIIBAHE HA JEWHOCTH 1O €IHOJHEBHA XUPYPTHS,
aKyIIepCTBO, TMHEKOJIOTHSI M aHeCTe3uss M MHTEH3UBHO JIEYEHHE, NpU Cla3BaHE Ha M3MCKBAaHUATA Ha
MEIUIMHCKUSA CTaHAapT "AKyIIepcTBO U THHEKOJIOT .

4. B neuyeOHu 3aBeneHHss 3a OOJHHMYHA IOMOIN MOTraT Jga OBIAT OCBIIECTBIBAHU BCHUYKHU
JCHOCTH 32 U3BBHPILBAHE HA ACUCTUPaHa PEMpOAYKIIUS, OMCaHu B pa3zaen I, T. 1, koraTo ca Hanuie:

4.1. npu U3BBpIIBAHE cCaMO Ha JEMHOCTUTE, onKcanu B pasgen [, . 1.2.1:

4.1.1. naGopartopus 3a eKcriepTh3a, eTUKeTHpaHe u o0paboTKa Ha CriepMaTO30UIH;

4.1.2. ctas 3a CIEpPMOOT/EIISHE;

4.1.3. xpuobaHKa - U3MCKBA Ce€, KOraTo C€ M3BBPIIBA U ChXpPaHSBAHE HA CEMEHHAa TEYHOCT OT
JapUTENH WM HaeMaTelH! 3a MOo-KbCcHA ynoTpeda (KpruoOaHKupaHe);

4.2. npu U3BBHPILIBAHE U HA €]IHA WJIM IIOBEUE OT OCTAHAJIMUTE JEHHOCTH, onucaHu B pasaen [, 1. 1:

4.2.1. mpocTpaHCTBEHO 000c0OEHa CTPYKTypa MO aCUCTHPaHA PErPOTyKIIHS;

4.2.2. mpocTpaHCTBeHO 000CcO0EHA JIabopaTOPHs/U 3a eKCIIepTH3a, CTHKETHpaHe U 00paboTka Ha
CIIEpPMAaTO30M/IH, SIMIIEKIETKH U eMOPUOHH;

4.2.3. xpuobaHka;

4.2.4. MmaHUTyTalIMOHHA 33 U3BBPIIBAHE HA MMYHKIIUHU MO eXorpad)CKu KOHTPOJT,

4.2.5. cTas 3a Bb3CTaHOBsIBaHe cie/ (HONMMKyTHA MyHKIUS Wik eMOpuoTpancdep;

4.2.6. oTIIENIEH CAaHUTAPEH Bb3€T 3a MALUEHTH, OJI0KEHH Ha acCUCTHpaHa penpoayKIIUs;

4.2.7. cras 3a CIEpMOOT/EISHE;

4.2.8. crau 3a CTallMOHAPEH MPECTON Ha MALUEHTUTE;

4.2.9. akyiiepcka cras 3a JexypHaTa aKyllepKa;

4.3. nomemenusTa no T. 4.2.4 u 4.2.5 u 060pyABaHETO UM CIIE/IBa J1a OTTOBAPAT U HA CTaHIAPT
"AHecTe310JI0TUs 1 MHTEH3UBHO JieueHue'";

4.4. B cydauTe, IpU KOUTO C€ M3BBPIIBA JOOUB HAa OBOIUTH Ype3 JIAAPOCKOMHUS, Clie/Ba Ja
ObJaT Cra3BaHW HOPMATHBHHUTE HM3WUCKBAHHS TPU W3BBLPIIBAHE HA JIGWHOCTH TIO €IHOJHEBHA XUPYPTHS,
aKyIIepCTBO U TMHEKOJIOTUS U aHECTe3Us U UHTEH3UBHO JICUCHUE.

5. B ThKaHHUTE OAHKHM MOTAT J]a C€ U3BBPIIBAT €AUHCTBEHO:

5.1. momy4aBaHe (OT Je4yeOHM 3aBeleHUA MO T. 3 U 4), CbXpaHSBaHE U MPEIOCTaBSIHE Ha
CIIEPMAaTO30MIH;
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5.2. nosny4aBase (0T Je4eOHM 3aBEAECHUS 110 T. 3 U 4) ¥ CbXpaHsABAaHE HA SUIEKIETKH U 3UTOTH;

5.3. monmy4daBaHe (OT JieueOHU 3aBeicHUS 10 T. 3 U 4), CbXpaHsIBaHE U MPEAOCTABSIHE HA OBOIUTH
Y TIPETUMIUTIAHTAIMOHHU 32O IUIIIH.

6. B TpkaHHHUTEe OaHKM ce M3BBPLIBAT ACHHOCTH MO aCUCTHpPaHa PENpONyKIHUs, KOraro ca
M3MIBIHEHH YCIIOBUSATA 32 TIOMEIICHHUITAa U 000pYABAHETO 32 CbXPAHEHHE Ha TaMeTH U eMOPHUOHHU.

6.1. B TpkaHHM OaHKM, WHIMBHUIyaJlHU WM TPYHOBM INPAKTUKU 3a CHENHMATIU3MpaHa
MEIMIIMHCKA TOMOIIl HEe ce pa3pelaBa Ja C€ HM3BbPIIBAT MHBAa3WBHUTE NPOIEAYpPH IpPH aCHUCTUpaHA
PENpPOAYKIHS, & UMEHHO:

6.1.1. exorpad)cku KOHTPOIMPAHA ITyHKIUSA HA SHYHUITUTE;

6.1.2. manapoCKONCKX KOHTPOJIUpaHa MyHKIUs HA SHYHULIUTE;

6.1.3. mocTaBsiHe Ha MPEAMMILIAHTALIMOHHY 3apOJUILIN B MaTOYHATa KyXHHA Ha KEeHAaTa;

6.1.4. emOpropenyKus.

7. MUHUMaTHUTE W3UCKBAHUS 3a OMMCAHUTE B TO3U pa3Jiel MMOMEILEHUS ca IOCOYEHU B pa3Jien
VIII ot crangapra.

8. JleueOHUTE 3aBe/ICHUS, W3BBPIIBAINM ACUCTUPAHA PEMPOIYKIUS, UMAT MPHETH BBHTPEIIHH
JOKYMEHTH, KOUTO perjiaMeHTHpaT yCTPOICTBOTO U JEHHOCTTa Ha Je4eOHOTO 3aBE/IEHUE MO0 OTHOILIEHUE Ha
acuCTHpaHa PernpoayKIIHs.

9. BpTpelnu 10KyMeHTH ca:

9.1. mpaBUJIHUK 32 YCTPONCTBOTO M IEHHOCTTA M BHTPEIIHUSA pPeJl Ha JIe4eOHOTO 3aBE/ICHUE;

9.2. NTBKHOCTHUTE XapaKTEPUCTUKU HA MEPCOHaNa, paboTel B CTPYKTYPHUTE, OCHIIECTBIBAIN
acucTHpaHa penpoayKIIHs;

9.3. MEOUIIMHCKY aJITOPUTMH 3a:

9.3.1. nnarsHoctuka Ha HH(GEPTHIIHA TBOMKA,

9.3.2. moaroToBka Ha HH(MEPTHUIHATA IBOMKA 32 OCHIIECTBSIBAHE HA ACHCTUPAHA PETIPOTYKIIHUS;

9.3.3. xopMOHaJTHa TIOJIPHKKA Ha JTyTeamHara (a3a cie MHCEMUHAIHS Wiu eMOpuoTpancdep;

9.3.4. cbxpaHeHue Ha GepTUIUTETA NIPU MALIMEHTH MIPEeId TOHAJ0TOKCUYHA TeparnHus, KaKTo U IO
KeJlaHWe Ha MMalUeHTa;

9.3.5. BKJIFOYBAHE M MOJATOTOBKA HA PELUIIMEHTH B MPOTrpama 3a JIOHOPCKA Mporpama;

9.3.6. noa6op u HabMpaHe HA IOHOPU Ha raMeTu;

9.4. oprann3aiinoHHU (JIOTUCTUYHH) aITOPUTMHU:

9.4.1 mpoTokon 3a ACHUCTBUE MPHU CIEIIHOCT, BKJI. JOTOBOpU 3a 24-4acoB TpPaHCHOPT U
MPEBEX/IaHe Ha MAIMeHTH ¢ MEIWIMHCKA cremHocT B JI3 3a GoJHMYHA MOMOII ChC CHOTBETHO HUBO Ha
KOMIIETEHTHOCT;

9.4.2. nelicTBue Npu U3BBHPEIHU 00CTOSITENCTBA (OCACTBHSI, aBapUH U JP.);

9.4.3. yciioBus M pej 3a IJIAHOBA U CTIENTHA XOCTTUTAIU3aIus;

9.4.4. npaBuia u MpoLEAYpH MPU HACTHIIBAHE HA CMBPT;

9.4.5. rpaduk Ha TEHHOCTHTE;

9.4.6. mpaBuna u nporenypu 3a 0e3onacHo GopaBeHe ¢ OMOJOrMYHU MaTepUald U XUMUYECKH
BEIIECTBA;

9.4.7. ynpapyiieHre Ha OMOJIOTUYHHUTE OTIAIBIU U JIP.;

9.4.8. mpaBuiIa M MpOLEIypU 3a CBOCBPEMEHHO CHOOILABAaHE, PErHCTpHUpaHe, IOKJIaJBaHEe U
IpelaBaHe Ha MHQOpMaIHs 32 CEpUO3HUTE NHLIUCHTH U CEPUO3HUTE HEKETaHU PeaKuy Mpu:

9.4.8.1. B3eMaHETO HA CLIEPMATO30HMIU OT CHIPYT/MAPTHHOP WIIM AaHOHUMEH JapUTEIL;

9.4.8.2. uHAYKIIMA HA OBYJALMATA U KOHTPOJIMpaHa OBapHallHa XUIIEPCTUMYJIALINS;

9.4.8.3. mocraBsHETO B TAJIOTO Ha JKEHata Ha o00pabOTEeHHW CHEpPMATO30MIU  OT
CBIIPYTa/MIAPTHHOPA UM OT AHOHUMEH JapUTell, OBOIIUTH WU MPEIUMILIAHTAIIMOHHNA EMOPHOHH;

9.4.8.4. B3eMaHETO Ha OBOLUTH MOCPEICTBOM SIHYHUKOBA (POJIMKYJIHA MyHKIUS O] eXxorpadcku
WM JTATIapOCKOTICKU KOHTPOI;
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9.4.8.5. ekcnepruzara, o00paboTKaTa, ETHKETHPAHETO, CHXPAHABAHETO HA  OBOIMTH,
CIepPMaTO30M/IU U MPEAUMILIAHTAI[MIOHHN EMOPHOHH;

9.4.8.6. anropuThM 3a NPEBEHIIMS Ha OBApUAJICH XUIIEPCTUMYIALMOHEH CUHIPOM;

9.4.8.7. anropurbM 3a JIeYEHHE WM IPEBEKJaHE Ha MAlMEHT C TeXKa (opma Ha pa3BUT
XUMEPCTUMYIAIIMOHEH CUHIPOM;

9.4.8.8. MIUTaHTaNMATa HA EMOPUOHU TIPU TPH- U TIOBEYE TUIOHA OPEMEHHOCT U M3BHHMATOYHA
OpeMEeHHOCT Clie]] acCUCTUpaHa PENpOAyKIINS;

9.4.8.9. emOpuopeayKIHsI HA MHOTOTLIOTHA OPEMEHHOCT;

9.4.9. npaBuna u HpolEeAYpU 3a MPOCIeIIBaHE OT JOHOpA A0 PEUUIMEHTa Ha SUIECKIECTKUTE,
CIEepMaTO30MIUTE M 3UTOTHTE, KaKTO M Ha NPOAYKTHUTE M MaTepUaluTe, KOMTO BJIM3aT B KOHTAKT C
SUILEKJIETKUTE, CIIEPMATO30UIUTE U 3UTOTUTE U Ca CBBP3aHU C TAXHOTO Ka4eCTBO M 0€3011aCHOCT;

9.4.10. nuCMEHU MHCTPYKIMU 32 KOHTPOJI Ha JOCTBHIIA;

9.4.11. nucMeHn MHCTPYKIMU 3a YIIPABJIECHUETO U CbXPAHEHUETO HA JIMYHUTE IaHHU;

9.5. TOKyMEHTHpaHU MEPKH 32 YIIPABICHUE HA PUCKA;

9.6. nexnapanuu 3a UHGOPMHUPAHO ChIVIACKE U UHPOPMUPAH OTKa3;

9.7. BpTpelIHN CTaHIapTU3UpaHu GopMaTH 3a:

9.7.1. naHHU OT U3CIEABAHUS U MIPETIIEIN;

9.7.2. cTUMyJallMOHHU MPOTOKOJIM 332 MHAYKLHSA Ha OBYJIALMATa U KOHTPOJMpPAHA OBapuaIHa
XUMEPCTUMYIIAIHS;

9.7.3. nucT 3a uctopus Ha 3a00JISBAHETO;

9.7.4. emOpuONOTrMYEeH TPOTOKOJ (MIPOTOKOJI 3a OTpa3siBaHE Ha JAHHUTE OT JIEHWHOCTUTE B
CTPYKTyparTa 110 aCUCTHpaHa PeNnpoayKIIUs IPU OIUIOXK/IaHE HHBUTPO U TpaHC(ep Ha eMOPHOHH);

9.7.5. enukpu3sa;

9.7.6. aHKETHH KapTH C aHAMHECTUYHHU JaHHH;

9.7.7. mnpopManus 3a NALMEHTUTE OTHOCHO TEXHUTE IIpaBa, 3aIbJDKEHMS, NpEeABapUTEIICH
peXUM, cieieueOeH pekuM, EHOPA3IUCH U JIp.;

9.8. cranpaptau oneparusHu npouenypu (COII) otHOCHO:

9.8.1. ycraHOBsIBaHE M JOKYMEHTHUpAHE CaMOJMYHOCTTA Ha JIMIlaTa, YYacTBAIllM B aCHUCTUpaHa
penpoayKIMs, Ha JOHOPH U PELIUITUECHTH;

9.8.2. u3pazsiBaHe U JOKyMEHTUPAHE Ha ChIVIACHETO Ha JIMIaTa ChIIacHO 3aKOHA 3a 3/PaBETO;

9.8.3. olleHKa Ha KPUTEPUHUTE 3a MOAOO0P Ha JIOHOPH;

9.8.4. ouileHKa Ha W3BBPILEHH Ja0OPATOPHU U3CIIEBAHHS HA IOHOPU;

9.8.5. B3eMaHe Ha PENPOAYKTUBHU KJIETKH B 3aBUCUMOCT OT cHeluduKaTta Ha TUOA JIOHOP U
CHOTBETHUTE PENPOIYKTUBHHU KJIETKU C rapaHTHpaHe 0e30MacHOCTTa Ha IOHOPUTE, B T.4U.:

9.8.5.1. uHAYKIMA Ha OByJIAlMs U KOHTPOJIMPAaHA OBapHAJIHA XUIIEPCTUMYJIALNS;

9.8.5.2. 106UB Ha OBOLIUTH Ype3 exorpa)CKu WM JIATAPOCKOIICKM KOHTpOJUpaHa (OJIUKYITHA
MTyHKITHS;

9.8.6. mocTaBsiHEe HAa TaMETH/3UTOTH, B T.4.:

9.8.6.1. nHCEMHHAIMs ¢ 00pabOTEHH CIIEPMATO30MIM OT ChIIpyTa (MTAPTHHOPA) UK JapUTEd;

9.8.6.2. emObpuoTpancdep;

9.8.7. exciepTuza Ha peNpPOLYKTUBHU KIIETKH;

9.8.8. 00paboTKa Ha PeNpPOLYKTUBHU KIIETKHU;

9.8.9. nonyyaBaHe Ha PeNpPOAYKTUBHU KIIETKH;

9.8.10. onakoBaHe Ha PENPOYKTUBHU KIIETKHU;

9.8.11. eTukeTupane Ha PEIPOAYKTUBHU KIIETKU;

9.8.12. TpaHCcTIOpTUpaHE HA PENPOIYKTUBHHU KJIETKH JI0 JIEUeOHOTO 3aBECHUE, B KOETO Te e Ce
U3ION3BAT, U3CIEABAT WIM ChXpaHsSIBaT, WIM JI0 MEpPCOHaja, KOraro JEHHOCTUTE ce U3BBPLIBAT B €AHO U
CBIIIO JIe4eOHO 3aBEJICHUE;
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9.8.13. cpxpaHsaBaHE HAa PENIPOAYKTUBHU KIIETKU;

9.8.14. mpoBepka Ha BCsKa MapTUIA PENPOAYKTHUBHU KJICTKHA M MPOOH OT TSIX OTHOCHO TSIXHOTO
KaueCTBO;

9.8.15. mpenocraBsHe Ha PENPOLYKTUBHU KIIETKH;

9.8.16. ynpaBieHue U U30JUpaHe Ha MAPTUIN PENPOLYKTHBHH KIETKU, KOUTO HE OTTOBApAT HA
M3HMCKBaHUATA 3a KaueCTBO, KAKTO M Ha TAaKMBa, IIPU KOUTO PE3YJITATUTE OT U3BBPILICHUTE M3CIEABaHUS ca
HEI'bJIHU;

9.8.17. MUHMMH3HMpaHEe HAa PUCKa OT 3apa3sBaHE Ha PENPOAYKTUBHUTE KJIETKH OT JIHIATa, KOUTO
M3BBPIIBAT JEHHOCTU MO ACUCTHPaHA PEIPOIYKIHS, KOTaTO TE Ca HOCUTEHU Ha 3apa3Hu 0O0JIECTH;

9.8.18. cnenmanHa 00pabOTKa U OTIEIHO ChbXPaHsSBaHE HA CIIEPMATO30MAU NpH ciydait Ha HIV
1 1 2 u xenatut B no3uTHBHY JIuLa (IpH JiedeOHU 3aBE/IEHUs], KOUTO I11€ U3BBPILBAT TaKaBa JEHHOCT);

9.8.19. mouncTBaHe U cTepuiM3anusg Ha 00Opy/IBaHE U MHCTPYMEHTH 32 MHOTOKpaTHA yrnoTpeda
C LIeJ1 YHHII[O)KaBaHe Ha MH()EKIMO3HH areHTH;

9.8.20. pasrnexnane u olieHsIBaHe €()EKTUBHOCTTA HA CHCTEMAaTa 3a YIpaBJieHHEe Ha KaueCTBOTO
C 1IeJI TapaHTHpPaHE Ha HENPEKbCHATO M CHUCTEMATHYHO ONTHUMH3MpaHE Ha JEWHOCTUTE MO aCUCTHpaHa
PEeNpOAYKIINS;

9.8.21. cpxpaHsBaHE M OTYHTAHE HAa PETHMCTPUPAHUTE JAaHHHU 3a JEHHOCTUTE MO acHCTHUpaHa
penpoaAyKIIHNS;

9.8.22. xoHTpON Ha JOKYMEHTAIMsATa MO Ta3u Hapenda 3a OCUTYpsBaHE Ha BB3MOXKHOCT 3a
pasmekaaHe U MpocieisBaHe Ha IBUKEHUETO HA JOKYMEHTUTE U IPOMEHUTE B TSX C LEJ U3I0I3BAHE CaMO
Ha aKTyaJHU TIOKyMEHTH;

9.8.23. Giokupane, U3TETIISIHE M YHUIIIOKAaBaHE Ha SUIEKIETKU, CIIEPMATO30UIHN U 3UTOTH:

9.8.23.1. GoKupaHe HA SUIEKIETKA, CIEPMATO30UIN U 3UTOTH;

9.8.23.2. u3TernsiHe Ha AULEKIETKH, CIEPMATO30UIA U 3UTOTH;

9.8.23.3. yHumoxxaBaHe Ha SMIEKIETKU, CIEPMATO30UIN U 3UTOTH;

9.8.23.4. TOKyMEHTHUTE, KOUTO CE€ ChCTaBAT MPU PErucTpupaHe Ha nHpopmalusaTa 3a OJOKUpaHe,
W3TETJISIHE U YHUIIIOXKABAaHE Ha SUIIEKJIETKH, CIEPMATO30U/IU U 3UTOTH.

Pazpnen 111
KBannpukanus u npaBocnocoOHOCT Ha JIMLA, OCHIIECTBABAIIU AeHHOCTH MO ACUCTHPAHA
penpoaykuusa. KoMneTreHTHOCT M OTTOBOPHOCT NPH M3BbPIIBAHETO HA ICI{HOCTH 32 AaCHCTHPaHAa
penpoaykuusi. [IbpBoHavYaIHO M TeKyI0 O0yUYeHHe

1. JleueOHUTE 3aBeieHH ca JUIHKHU Ja CIa3BaT CICAHUTE OOINM U3MCKBAHUS 110 OTHOIIICHHUE HA
MepCcoHaa, OCHIIECTBSIBAI ACUCTUPAHA PETIPOTYKIIHUS:

1.1. JleueOHuUTE 3aBeICHUS ClIE/IBA JIa pasIoiarat ¢ J0CTaThueH Ha Opoil mepcoHall, MOAXO0ISII0
KBaJIM(ULIMpaH 3a 1eHHOCTUTE, KOUTO U3BBPILBA.

1.2. KoMneTeHTHOCTTa Ha MEPCOHAJA MOAJIEKU HA OLEHSBAHE MPE3 MHTEPBAIM, ONPEACIICHU B
CUCTEMATa 3a KauyecTBO.

1.3. Bceku ujeH Ha mepcoHala cieaBa Ja HMMa SCHAa, JOKYMEHTHpaHa W aKTyalu3upaHa
JUIHKHOCTHA ~XapaKTEpUCTHKA. 3aJadyuTe, OTrOBOPHOCTHTE M OTYETHOCTTAa TpsiOBa Ja ca SICHO
JOKYMEHTHUPAHHU, a IEPCOHANBT - 100pe 3ar03HaT C TAX.

2. JleyeOHO 3aBeleHHE, KOETO pabOTH C PENpOAYKTHBHU KJIETKH, € JIBKHO Ja ONpeienu
OTTOBOPHO JIMIIE IO AacHUCTUpaHa penpoaykuus. OTroBOPHOTO JIHIIE CE€ OIpeneis CbC 3aloBel Ha
PBHKOBOJIUTEIS HA JICYEOHOTO 3aBe/ICHUE.

2.1. OTroBOpHOTO JHIIE MO0 ACUCTUPAHA PENPOAYKIUS OTTOBAPS HA CICIHUTE U3UCKBAHUS:

2.1.1. uma mocTosiHEH aapec Ha TepuTopusTa Ha PermyOnmka briarapus;

2.1.2. mma 00pa3oBaTEIHO-KBATH(PUKAIIMOHHA CTEIIEH MAarucThp MO MEIUIMHA WIH II0
OMONOrMYHM HayKu (OMoJorusi, OMOTEXHOJOTHs, MOJEKYyJspHa OHOJOTUS, PENpOAyKTUBHA OHOJIOTHSA,
OMOJIOTHs Ha Pa3BUTHUETO);
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2.1.3. imMa MUHUMYM 3 TOIWHH ONMHT B O0JIACTTAa HA ACHCTHUPaHA PEMPOMYKIHUsS, OKA3aH C
JeKIapanusi OT PbKOBOJAUTENS Ha JIe4eOHOTO 3aBeJICHUE, B KOETO € MPUI00UT;

2.1.4. He 3aeMa chIaTa JUIHKHOCT B IPYTO JIe4eOHO 3aBE/ICHUE;

2.1.5. mpenopbUUTEITHO € JUIETO J1a MPUTEKAaBa KBATU(DHUKAIIKSA 110 3[paBEH MEHUKMBHT.

2.2. JIuueto 1o T. 2.1 € KOMIIETEHTHO ¥ HOCH OTTOBOPHOCT 34!

2.2.1. CbOTBETCTBHETO Ha W3BBLPIIBAHUTE JACHHOCTH MO B3E€MaHE, IOCTaBSHE, EKCIEepPTH3a,
00paboTKa, €TUKETUpPAaHE M ChXpaHSBaHE HA SUIEKIETKH, CIHEPMATO30MAU WM MPEAUMILIAHTAI[MOHHU
eMOpPHOHH ¢ N3UCKBAHUITAa HA HOpMAaTHBHATA ypeaoa;

2.2.2. mpenocTaBsHE 4pe3 PHKOBOAWUTENS Ha JIe4eOHOTO 3aBElCHHE Ha HeoOXxoaumaTa
uHpopmanus Ha komnereHTHUs oprad (MAMH);

2.2.3. OCBIIECTBSABAHETO HA BHTPEIICH U CHICHCTBUETO MPU BHHIIIEH KOHTPOJT,

2.2.4. noaabprkaHe Ha CIIy>keOHuUs perucTbp no wi. 132, an. 1 ot 3akoHa 3a 3ApaBeTo;

2.2.5. ynpaBi€HHMETO U KOHTpPOJa Ha KaYECTBOTO;

2.2.6. opraHuzamnusaTa Ha 1Moa00pa, OOYYEHHMETO W TOBWINABAHETO HA KBaTW(HUKAIUATA Ha
MepCOHAIA;

2.27. V3NBIHEHHETO Ha KIAy3uTe OT JOrOBOpUTE C (U3MYECKHM U IOPUAMYECKH JIUIA
(mocTaBuMIlM, TPAHCIOPTHU (GUPMHU, JTe4eOHU 3aBEACHHUSA, MALUEHTCKA W JAPYTd HENPaBUTEICTBEHU
OpraHu3alMH U JIp.), KOUTO UMAT OTHOIIEHUE KbM aCUCTHpaHaTa PETPOTYKIIHS;

2.2.8. KOHTpOJ MO MOJAbpPKaHE W YNpaBJIeHHE Ha CUCTEMHUTE 3a pPaHHO OTKPUBAaHE U
pascie/iBaHe Ha CEPUO3HM HEXKEJIaHW PEeaKUMM M CEpUO3HM MHIUJIECHTH, 33 CBOEBPEMEHHO CHOOLIaBaHE,
perucTpupaHe, IOKJIaJBaHe W TMpeJaBaHe HAa HHGOpMalUsi 3a CEPUO3HUTE HHIMACHTH M CEPUO3HUTE
HEeXKellaHU PEeaKINK U 32 OIOKUpPaHe, N3TETJIIHE U YHUIIO)KaBaHE Ha SUIIEKIETKH, CIEPMAaTO30UIN U 3UTOTH,
KOUTO MOTarT Ja JOBEJaT 10 CEpUO3HU HEKEJIaHU peakluu U CEpUO3HU UHLIUJEHTH;

2.2.9. upe3 pbKOBOIUTENS Ha JeueOHOTO 3aBeneHue 3a moaaBanero B MAMH Ha nmoknanu 3a
CEpUO3HU HEKEJIaHU PeaKLUy U CEpUO3HU UHLIUJEHTH;

2.2.10. momabpKaHETO Ha BHTPEIICH "CITy)KEOCH PEerucThp 3a CEPUO3HU HEKEJIAHU PEaKIUH U
CEpUO3HU WHIUACHTU" M 32 CBOEBPEMEHHOTO BIHCBAHE B HETO Ha OOCTOSITENICTBATA OKOJO BB3HHUKHAIUTE
CEpUO3HHU HEKEJIaHU PeaklUy U CEpUO3HU UHIIUJEHTH, KAKTO U 32 MEPKUTE, KOUTO ca OMIIM NPEIIpUeTH BbB
BPB3Ka C TIIX;

2.2.11. mepuonuyHOTO M3Mpamiane Ha "noknaz 3a 6e3omacHoct” B MAMH ¢ o0o0mmienuTe 1aHnau
3a Bb3HMKHAJIUTE TPe3 OTUETHUS IEPUO CEPHO3HH HEXeJIaH! PEaKINK U CEPUO3HU UHIUICHTH;

2.2.12. CBOEBPEMEHHOTO OJIOKMpaHE, U3TErJITHE ¢ YHUIIOXKAaBaHE Ha  AUIIEKICTKH,
CIIepMaTO30M/IU U 3UTOTH;

2.2.13. upe3 pHKOBOAUTENS HA JIEUCOHOTO 3aBEACHHUE MEPUOANYHOTO AokiaaBane B MAMH Ha
00001IeHNTE JaHHU 32 OpOost Ha OJIOKMPAHUTE, U3TETIICHUTE M YHUIIOKCHH SUIICKICTKH, CIIEPMATO30UIA U
3UTOTH.

3. B nedeOHO 3aBefieHrE, KOETO pabOTH C PENPOIYKTUBHH KIETKHU, CAMOCTOSITETHO KATO JIEKapH
MOraT Ja NpaKTHKyBaT MEIULMHCKUTE NEHHOCTH 3a acHCTHpaHa PEernpoayKIHs JHIA, OTrOBapsilid Ha
CJIEIHUTE U3UCKBAHUSI:

3.1. umat oOpa3oBaTeaHO-KBAIM(UKAIIMOHHA CTETIEH MaruCThp M0 MEIULMHA;

3.2. uMaT npuaoOUTa CIICUATHOCT MO0 aKyIIEPCTBO U THHEKOJIOTHS;

3.3. umar noBeye OT 3 TOJUHM OIHUT, JOKa3aH C JOKYMEHTH, YJIOCTOBEpSBAIIM TPYJIOB WIH
OCUTYpHUTEJIEH CTax B 00JIacTTa Ha acCHCTHpaHaTa PEMpPOAYKILHUsS B CTpaHaTa IMOJA PHKOBOJACTBOTO HA APYT
KBaIM(ULIpaH 3a TOBa JieKap B JieueOHO 3aBeneHue mo wi. 131, an. 1 or 3akoHa 3a 3apaBeTO WIH
aHaJIOTMYHA MEJIMIIMHCKA CTPYKTypa Ha Teputopusta Ha EC;

3.4. na ca ydacTBaiau BbB (JOPMHU HA MPOIBIDKABAIIO MEAUIIMHCKO 00yUEHHUE TI0 CICTHUTE TEMU:

3.4.1. crepuiuTeT W/WIK PENIPOTYKTUBHA €HIOKPUHOJIOTHS;

3.4.2. exorpadus;
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3.5. mpemopBUYMTENHO € Ja ca y4yacTBaJuM M BBB (POPMHU Ha MPOIBIDKABALIO MEIHIIMHCKO
oOy4deHue 1o CIEeTHUTE TEMHU:

3.5.1. namapockomus WM MUHUMAIIHO MHBa3UBHA XUPYPIHS,

3.5.2. XxucTepockonus;

3.5.3. penpoayKTHBHO U CEKCYalHO 3/IpaBe | Ip.

4. JIuuaTa, KOUTO HE OTTOBAPAT HA M3MCKBAHUATA MO T. 3, MOTAaT Jia MPAKTHKYBAT KaTo JIEKapu
MEIUIMHCKUTE EHHOCTH 3a acCCTHpaHa PEenpOAyKIIHs, aKO OTTOBAPAT Ha CICAHUTE U3UCKBAHMUS:

4.1. umaT 06pa3oBaTeTHO-KBAIM(UKAIIMOHHA CTENIEH MarucThp 10 MEIUIINHA;

4.2. umar npunoduTa CHeHaTHOCT MO aKylIIepCTBO U IMHEKOJIOTUS WIH Ca CIELHUaIN3aHTH 110
crenuanHocT "AKyIepcTBO U THHEKOJIOT '

4.3. paboTaT caMO TOJ HEMOCPEICTBEHOTO PBHKOBOACTBO Ha JIMIE, OTrOBapsAIIO Ha
M3HMCKBaHUATA HA T. 3 ¥ HOCEIIO IIbJIHATA OTTOBOPHOCT 32 JICHCTBUSATA HM.

5. B neuyeOHO 3aBereHHE, KOETO pabOTH C PENpOAYKTUBHH KJIIETKH, MOTaT Jia MPaKTUKYyBaT
CaMOCTOSITETHO OMOJIOTUYHO-JIA00PATOPHUTE METOIU 32 aCUCTHUpPaHa PEMpOIYKIUS JUIa, OTTOBApPAILIM Ha
CIIETHUTE U3UCKBAHUS 32 KBATM(DUKAIIMS U OTIHT:

5.1. mputexxaBaT efaHa oT ciegHuTe KBaidudukarmuu mo T. 5.1.1 - 5.1.2 u kBanudukamus mo T.
5.1.3:

5.1.1. oO6pa3oBarenHO-KBaIM()UKAIIMOHHA CTEIICH MAaruCThp IO €IHA OT CICAHUTE OMOJOTUIHH
HAyKH - OMoJorusi, OMOTEXHOJIOTHs, MOJIEKYJIIpHA OUOJIOTHS, PETPOTyKTUBHA OMOIOTHS WU OUOJNOTHS Ha
Pa3BUTHETO;

5.1.2. oOpa3zoBaTeTHO-KBAIM(PUKAIIMOHHA CTENEH MAarucThp MO MEIUIMHA U CICIHATHOCT IO
MEIHUIIMHCKA OUOIOTHS;

5.1.3. iMart Hal-MaJIKO JBETOJMILIEH OIUT, JOKa3aH C JOKYMEHTH, yI0CTOBEPSBALLMU TPYIOB UIU
OCHUTYPHUTEIIEH CTaXK B 00JacTTa Ha OMOJOTUYHO-IA00PATOPHUTE METOIU 32 aCHCTHUpaHa PEHpOAYKIIHUS MO
PBKOBOJICTBOTO Ha APYT KBATU(HUIMPaAH 32 TOBA CIEUUAIUCT B JieueOHO 3aBeneHue mo wi. 131, am. 1 ot
3aKkoHa 3a 3/IpaBeTo.

6. JIutiaTa, KOUTO HE OTrOBAPST HA M3UCKBAHUATA IO T. 5, MOTAT Ja MPAKTUKYBAT OMOJIOTUYHO-
1a00paTOPHA METO/IM 33 aCHCTUPaHa PEMPOIYKIIHSI SMHCTBEHO aKO Ce CIIa3BaT CICAHUTE H3UCKBAHHMS:

6.1.1. umaT oOpa3oBaTenHO-KBaTU(UKAIIMOHHA CTENEeH OakalaBbp MO OWOJIOTMYHU HAYKH WIH
o0Opa3oBaTerHO-KBATH(DHUKAIIMOHHA CTEIICH MAaruCThP 110 MEIUIMHA;

6.1.2. paboTAT MOJ HEMOCPEJCTBEHHS KOHTPOJ Ha MPaBOCIMOCOOHO JIHIlE, OTrOBapsIio Ha
W3UCKBaHMATA HA T. 5.

7. B nedeOHO 3aBeqeHUE, KOETO M3BBHpIBa AeiHocTH o APT, xoraro ce u3BbpImBaT JeHHOCTH
U [0 JpYrM MEIULMHCKH CIEIHATHOCTH, 3aIBJDKUTENHO paboTAT Ha TPYAOB JOTOBOP WM KaTo
KOHCYJITAaHTH H JIMIIa ChC ChOTBETHATA MpodecuoHanHa KBamudukanus. [IpenopbunTeTHO € OCUTYPSIBAaHETO
Ha JIOCTHII JIO CIICIUATUCT MO KIMHUYHA MICUXOJIOTHSL.

8. JIuuara 1o To3M paszzaen paboTsT B Je€UEOHUTE 3aBEACHUS 10 TPYIOB WIH JIPYT AOrOBOP, KAaTO
P MOCTHIIBaHE Ha paboTa MM C€ OCUTYpsiBa MbPBOHAYATHO OOy4YeHHUE, NOMBIHUTETHO KBaTU(ULIMpaHEe
IpH TPOMSIHA B TPOIEAYPHUTE WM MPU HOBOCTU B HAYYHUTE IMO3HAHUS U aJIEKBATHH BBH3MOXKHOCTH 32
po(eCUOHAITHO Pa3BUTHE.

9. O6yuenueTo 1o T. § clieABa /1a ce MPOBEXk/a 10 Mporpama, rapaHTHpalla, 4e BCeKH OTJeNIeH
4JIeH Ha TIepcoHaIa;

9.1. IMa KOMIETEHTHOCT 3a U3MbJIHEHUE HA TOBEPEHUTE MY JCHHOCTH;

9.2. mpuTexkaBa a/leKBAaTHU IMO3HAHMA W pa3OMpaHe Ha HAYYHUTE/TEXHHUYECKUTE MPOIECH U
MIPUHIIMIINA, OTHACAIIH C€ JI0 TOBEPEHUTE MY JCHHOCTH;

9.3. pa30bupa opraHu3alMOHHATA CTPYKTypa, CUCTEMAaTa 3a Ka4eCTBO W MpaBHUiaTa 3a 37paBe U
0€30macHOCT B JIECUEOHOTO 3aBEJICHHE, B KOETO paboTH;

9.4. e unbOpMUpaH 32 €TUYHHS, HOPMATUBHUSA U PETYJIATOPHUS KOHTEKCT Ha paboTara CH.
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10. Bceku uiieH Ha mepcoHana, padoTelll ¢ TaMeTH/3UT0TH, 3aIbIDKUTEITHO PEMHHABA €KETOHO
Kypc 3a Tekynio ooyuenue. KypchT 3a Tekymo ooyueHue:

10.1. ce opranuszupa OT OTTOBOPHOTO JIUIIE U C€ M3BBPIIBA MO TpaguK U MPOrpaMa, U3rOTBEHU
OT PbKOBOJUTENS Ha JIeYeOHOTO 3aBE/ICHHE B HAYAJIOTO Ha BCSAKA KaJleHAapHa TO/IMHA;

10.2. o0xBara CICIHUTE TEMU:

10.2.1. crangapTHUTE ONEpPAaTUBHU NPOLEIypU 3a B3E€MaHe, EKCIepTh3a, o00padoTKa,
eTHUKETUPAHE U ChbXpaHEHUE Ha TaMEeTH/3UTOTH, IPUJIaraHy B JIe4eOHOTO 3aBEICHHE;

10.2.2. mpaBWJIHUKA 32 YCTPOMCTBOTO, IEHHOCTTA M BHTPEIIHUS PeJ] Ha JIe4eOHOTO 3aBE/ICHHE;

10.2.3. w3uCKBaHUATA 3a KAa4yeCTBOTO W O€30MacHOCT, KOMUTO TpsOBa Ja ce mpujarat mpu
B3E€MaHe, eKcIiepTu3a, 00paboTKa, eTUKETUPAHE U ChbXpaHEHHUE HAa FAMETH/3UTOTH;

10.2.4. uzuckBaHusITa 32 6€30MACHOCT HA TPY/Ia;

10.2.5. u3uckBanusaTa Ha 3aKOHA 3a 37paBeTO, 3aKOHA 3a TPAHCIUIAHTAIUSI HA OpPraHu, ThbKaHU U
KJIETKHA M TOA3aKOHOBUTE HOPMATHBHHU aKTOBE IO NMPUJIAraHETO MM, KOMTO CE€ OTHACAT /0 aCUCTHUpaHaTa
PENpPOAYKIINS;

10.2.6. eTuuHM BBIIPOCH HA ACUCTUPAHATA PETIPOLYKLUS;

10.3. 3aBbpIIBa CHC CHCTaBSIHE OT PHKOBOJAUTENSI Ha JIEYEOHOTO 3aBEJCHUE HA MPOTOKOJ 3a
MIPOBEIEHOTO 00yUEHHUE, KOIME OT KOITO ce ChbXpaHsBa B CIY>KEOHOTO JI0OCHE Ha CITYKUTEIS.

11. OGyueHue ce mpoBEkKIa BCEKH ITBT, KOTaTO CE BHEPSBAa HOBA METOJIMKA WJIM TEXHOJIOTHS 32
B3€MaHe, eKclepTH3a, 00paboTKa, eTUKETUPAHE U ChXpaHEHHE Ha ThKAaHU M KIETKH, 3a 3all03HaBaHe Ha
CIIy’)KMTEJIUTE C Hesl.

Paszpen IV
MeauuuHCKH AeHHOCTH U OMOJIOTHYHO-1a00pPaTOPHU METOAHU, IPUJIATaHU NIPH
aCHCTHPaHA PenpoAYKI U

1. AcuctupanaTa penpoAyKIHs ce mpuiiara, Koraro:

1.1. cbCTOSTHMETO HAa MBKA MJIM JKEHATa HE M03BOJISIBA OCBHIIECTBSIBAHE HA PENIPOYKTUBHUTE UM
(GYHKIIUY 10 €CTECTBEH ITbT;

1.2. ca NpUIOKUMHU MEpPKU 3a ChbXpaHEHHE Ha (EPTWINTETa MO MEAMLIMHCKU WU COLUATHU
MIPUYHHU:

1.2.1. cexpaHeHueTro Ha (QepTUaMTETa HA OHKOJIOTMYHO OOJHM MAIMEHTH U TakuBa C
aBTOMMYHHU W pPEBMAaTOWJIHH 3a00JIIBaHUS, TPU KOUTO MPEACTOM TOHAJOTOKCHYHA XHMHUO- HW/WIH
JTBhUeTEepanus, € IPenopbYUTETHO Ja ce MPoBekaa choOpa3Ho npenopbkuTe Ha KoHceHcyca 3a 3ama3BaHe Ha
bepTHIIUTETa U PENPOAYKTHBHATA CIIOCOOHOCT MPH OOJHH, HA KOUTO MPEACTOM MOHAJOTOKCHYHA TEeparvs,
npuet Ha 19.01.2017 r.;

1.2.2. cbxpaHeHueTo Ha (pepTUINTETa IPU OHKOJIOTMYHM MAIMEHTH M TaKMBA C aBTOMMYHHU U
peBMaToUIHU 3a0osisiBaHMsI B MpeAnyOepTeTHa BbB3pacT € MPENOpbUYUTETHO Jla CE€ OCBIIECTBSIBA IO
IpaBUjIaTa Ha KOHCECYCa U C U3PUYHOTO ChIJIacHe Ha POAUTEINTE/HACTOMHUIIUTE IPU HEITbIHOJIETHH.

2. O01mM U3UCKBaHUS MPHU OCBIIECTBSIBAHE HA ACUCTHPAHA PEIPOTYKIIHS:

2.1. [Ipouenypute 1Mo KPUTUUHUTE €TANU OT 00OpaboTKaTa HA TaMETH W 3UTOTH C€ BAIUIUPAT U
TpsiOBa J1a ca B ChCTOSTHHE J1a MUHUMHU3UPAT B MAaKCUMaJlHA CTETIEH PUCKOBETE OT IMOCTAaBSHE HA KIMHUYHO
Hee()eKTUBHU WM BPEJAHU PENPOJYKTUBHU KJIETKU WJIU 3UTOTH B pelUNMeHTa. Banunupanero Moxe Ja ce
0a3upa Ha MPOYyYBaHMs, M3BBPUIBAHU OT CaMOTO JIEYeOHO 3aBEJCHHE, WIM Ha JAaHHU OT IyOJIMKyBaHH
U3CcJeIBaHMsl, a KOraro cTaBa BBIPOC 3a J100pe oTpabOTEeHH MPOIEIypH, Ype3 PETPOCIEKTUBHA OLIEHKA Ha
KIIMHUYHUTE PE3YyJATaTH O MOMEHTA.

2.2. IlepcoHanbT B JI€UEOHOTO 3aBEJIEHUE, OCBHUIECTBSBAI acHCTHpaHa PENpoaAyKLHUs, B T.U.
oOpa0oTkaTa Ha ramMeTH W 3HUIOTH, Cle[Ba Ja KMa MOAXOAAIla KBAIU(DUKAIMS W J1a € HaAJIeKHO
MHCTPYKTHpPAH U 00y4YEH, 32 J1a OCHIIECTBIBA BAJHIUPAHUS IIPOLIEC MIOCTOSHHO U €()EeKTUBHO.

2.3. Bcuuku KpuTHYHU mpoueaypH ce pasnucsat noapooHo B COII cwrimacHo pazgen II, 1. 9.8
OT TO3U CTaHJApT.
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2.4. CucreMara 3a ymnpaBj€HHE Ha KaueCTBOTO CJI€[Ba Ja rapaHTUpa, Y€ YIPaBJICHUETO Ha
BCUYKH MPOLIECH € B ChOTBETCTBUE ¢ yTBBpAcHUTE COIL.

2.5. Koraro e mpujiokeHa NpolLeaypa 3a MUKPOOMOJIOTMYHO WHAKTHBHpAHE HA TaMEeTH WU
3UT'OTH, TS CE OIMCBA, TOKYMEHTHpPA U BaJIUAUPA.

2.6. Ilpenu BBBEXJaHE HA 3HAUMTENIHA NPOMsIHA B 00paboTKaTa MPOMEHEHUAT MIpolec TpadBa
Jla ce BaJIuaupa U JOKyMEHTHUpa.

2.7. Ilpouenypure mo oOpaboTKa MOJUIEKAT HA PElOBHA KPUTHUYHA OLIEHKA, Ype3 KOATO Jia ce
rapaHTupa, 4e Te MpoAbKaBaT €(pEeKTUBHO J1a TOCTUTAT ThPCEHUTE PE3YITATH.

2.8. Ilpouenypure 1o u3BaxJjaHe OT ynorpebda Ha raMeTH WM 3UrOoTH TpsOBa Ja IpeaoTBPaTAT
3apa3siBaHe Ha JAPYTH JapeHH PErnpOoAyKTUBHH KIETKH, 3UTOTH, ThKaHU WIH MPOIYKTH, cpeslaTa Ha TSIXHATa
npepaboTKa WK MepcoHaa.

3. AcuctupaHara pernpoayKLus BKIIOUBA CICAHUTE Bb3MOXKHU AEHHOCTH U METOIM:

3.1. MeauuuHcKy (OCHOBHO OT 00J1acTTa Ha aKyIIEPCTBOTO U THHEKOJIOTHUSATA):

3.1.1. KOHCyTHpaHEe Ha MAIUCHTH ¢ OE3IIIOIHE;

3.1.2. Ha3HayaBaHE W WU3BBPLIBAHE HA JUATHOCTUYHU NPOLEAYPHU U HU3CIEABAHMUS C LEIN
YTOYHSIBaHE Ha BHJIa Ha 0€3IJI0IMEeTO U BOJAEUIUS (PaKTOp B HETO;

3.1.3. onpenensHe HAa MOBEAECHUETO U METOIUTE 3a ACUCTUPAHE Ha PENPOLYKIHUATA;

3.1.4. Ha3HauaBaHE M U3BBPIIBAHE HA JOIBIHUTEIHU JTUArHOCTUYHU HPOLEAYPH, U3CIIEIBAHUS
Y TIOATOTBUTEIIHU MEPOIIPUATHUS MPEIN OCHIIECTBSIBAHE HA ACUCTHPaHA PENPOIYKIINS;

3.1.5. MHOYKIMSA Ha OBYJALMATA C JIEKAPCTBEHU MPOLYKTH, BB3JEHCTBAIIN BbPXY XUIIOTAIAMO-
XUNo(pU3apHO-THIHIKOBATA OC;

3.1.6. KOHTpoJIMpaHa OBapUallHA XMIIEPCTUMYJAIMUA C TOHAJOTPONHM XOPMOHHU ChC WU 0€3
ynotpebara Ha aHaJ031 WM aHTarOHUCTU Ha TOHA/10JINOEpUHA;

3.1.7. mpocnensBaHe Ha SHYHUKOBUS M EHIOMETPUAIHUSA OTIOBOP KbM MPUIIOKEHUTE
MEMKAaMEHTH C MOMOUITa Ha TPaHCBarMHajHA exorpaus W ONpelesssHE XOPMOHAJIHUTE HUBA Ha HSIKOU
XOPMOHH;

3.1.8. ompenensHe MOMEHTa Ha OBYJauMsATa WM (DOJNMKYJIHATA MYHKLIWS; MHCEMUHAIMA Ha
KeHaTa MOCPEACTBOM IIOCTaBSHE BbB BIIATANMILIETO, LIEPBUKAIHUS KaHAl WIM MaTOYyHaTa KyXuHa Ha
00paboTeHH CepMaTO30MIU OT ChIIpyTra (MapTHhOPA) UK OT AaHOHUMEH JJapUTEd;

3.1.9. moaroToOBKa Ha MAIUEHTUTE 3a (DOJIMKYIIHA IYHKIUS U TpaHC(ep Ha eMOPHOHH;

3.1.10. monydaBaHe (moOMBaHE) HA SUIEKICTKH TOCPEICTBOM SHYHHUKOBA (HONHMKYIJIHA ITyHKITHS
noJ1 exorpad)CKy WK JIAAPOCKOIICKHA KOHTPOJT,

3.1.11. mocTaBsiHe Ha MpeAUMILIAHTAIIMOHHN €eMOPUOHU B MaTOYHAaTa KyxuHa (eMmOpuoTpancdep
(ET);

3.1.12. Ha3HauaBaHe Ha XUTUEHHO-ANEeTHYEH pexuM (X/P) u nonabpxaiia Tepanus ¢ XOpMOHU
U IpyTH MEAMKaMEHTH Ipe3 JyTeanHaTa (aza;

3.1.13. panHa guarso3a Ha OpeMEHHOCTTa W Ha3HA4YaBaHE HA Tepamws, NPOTEKTHUpAaIla paHHATA
OpEeMEHHOCT;

3.1.14. emOpuopeayKIus;

3.1.15. nabupane, KOHCyJITHpaHE, Ha3HAYaBaHE HAa W3CJCABAHUS HA TMOTCHIMAIHU JOHOPH HA
SIUIICKIICTKH;

3.1.16. xoHCy/ATHpaHE Ha MALUUEHTH C OHKOJIOTMYHH, aBTOMMYHHHU WIHM JApPYTu 3a00siBaHUS,
HaJlaraly TOHAJO0TOKCUYHA Tepamusi, OTHOCHO BB3MOKHOCTH 3a CbXpaHCHME Ha (QepTHIUTEeTa upes3
KPHUOKOHCEpBAIMsI Ha TaMeTH W/WIM eMOpPUOHH, MpH OOCHkKIaHE HA KOHKPETHHUS CIy4aid ¢ MEIUIIMHCKHS
CIELIUAJINCT, JIEKYBalll OCHOBHOTO 3a00JIsIBaHE;

3.1.17. xoHCyNATHpaHE Ha 3ApPaBH JUIA OTHOCHO BBH3MOXHOCTH 3a €JIEKTUBHO ChXPAaHEHHE HA
bepTUIUTETA M0 COLUAIHN TPUUNHHU.

3.2. buonoruuHo-1a00paTOpHU:
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3.2.1. cnepmasien aHaiau3 (OLIEHKAa HA KAue€CTBOTO HAa CEMEHHATa TEYHOCT), BKIIOYUTEIHO M
eKCIIepTH3a Ha CIIEPMAaTO30MI1, TIOJIeKaII Ha 00paboTKa, ChbXpaHEHuUe, MOCTaBsHE WK MPEI0CTaBsHE;

3.2.2. 00paboTka Ha ceMEHHa TEYHOCT C IL1eJ ChbXpaHEHHEe, MPEJAOCTaBIHE MM W3IOJ3BaHE 3a
WHCEMMHAIHS I UHBUTPO oruioxaane (Bki. upe3 [CSI);

3.2.3. cexpaHeHue Ha 00pabOTEeHU CIepMATO30UIU Ype3 KPHOKOHCEPBAIIHS;

3.2.4. npenocTaBsiHe Ha OOpabOOTEHM CIIEPMATO30MIHM 33 ACHCTHpAHA PENPOAYKLHUS B APYTH
ne4eOHU 3aBECHMUS,

3.2.5. exkcniepTr3a Ha (HOIMKYIAPHU TEUHOCTH (ACTIUPATH) C 11T UISHTUDUITUPAHE U eKCIIEPTH3a
Ha HAJIMYHUTE B TAX SIMIIEKIETKH;

3.2.6. 00paboTKa Ha SUIEKIIETKY;

3.2.7. omnoxaaHe Ha SHIEKIETKH ¢ 00paboTeHH CriepMaTO30MAMN OT ChIIpyra (apTHbOpA) WK
JIOHOD Ype3:

3.2.7.1. K1aCM4ECKO UHBUTPO OTUIOKIAHE;

3.2.7.2. muxkpomanunynanus Ha rametd (ICSI, IMSI u npyru nomgo6Hm);

3.2.8. olleHKa Ha OILJIOXKJIAHETO;

3.2.9. 06paboTKa Ha 3UTOTH U MPETUMITIAHTAITMOHHN €MOPHUOHU;

3.2.10. excriepTh3a Ha MpEeIUMIUIAHTAMOHHM eMOpuoHHM u ceneknus 3a ET (3a mocraBsiHe B
MaTOYHaTa KyXHHa);

3.2.11. Owuomcuss Ha TONAPHU TeNla, OJAaCTOMEpPH WM TPO(EeKToaepMaTHU KIETKH OT
MPEeIMMIUIAHTAIMOHHE eMOPHOHY 32 HYXIAUTE Ha TPeUMILIaHTAIIMOHHNTE TeHeTuaHn TectoBe (I11'T);

3.2.12. cexpaHeHue (KpuOKOHCEPBAIKsl) Ha OBOIIUTH;

3.2.13. cpxpaHeHue (KpUOKOHCEPBAIHs) Ha TPEIUMIUIAHTAIIMOHHE eMOPHOHHY;

3.2.14. mpenocTaBsiHe Ha OBOLIUTU U MPEAUMILIAHTAI[MIOHHU €EMOPHOHH;

3.2.15. eTukeTupaHe Ha CIIEPMATO30UIH, SIMIIEKJIETKH U IPEIUMIUIAHTAIMOHHA eMOPHUOHH;

3.2.16. u3TerigHe W YHUILO)KaBaHE Ha CIIEPMATO30MIH, SUIICKICTKA U MPEIUMIUIaHTAIIMOHHU
eMOpPHOHH;

3.2.17. naOupaHe, KOHCYJTHUpaHE U Ha3HAuYaBaHC Ha W3CIEIABAHMUA Ha TOTCHIUATHU
CIIEpPMOIAPUTEIIH.

4. Ipyru 1eifHOCTH, CBBP3aHU C aCHCTUpaHa PENPOAYKIIHS:

4.1. MeaMIMHCKAa €KCIepTH3a Ha BpEMEHHAaTa HepaOOTOCHOCOOHOCT clie] Npujarase Ha
acucTHpaHa penpoayKIIHs;

4.2. MeTOIMYHA TTOMOIIL;

4.3. Hay4YHOU3CJIEA0BaTENICKa ICHHOCT;

4.4. o6pazoBarenHa eiHOCT (0O0yUeHUE U MOATOTOBKA HA KaJIPH);

4.5. Mmeauko-uH(OpMAIIMOHHA IEHHOCT U JIP.

5. Ilpu ochbliecTBsBaHE HA ACUCTUPaHA PEMPOAYKIIUS HE Ce pa3peliana:

5.1. B3emanero (106MBaHETO) HA TaMETU OT HEI'BJIHOJIETHU JIMIIA WJIM TaKUBa, MMOCTABEHU IOJ
3ampelieHre, ¢ U3KII0YEeHUE Ha Cllydad, B KOUTO ca Hajulle crienuuIHr MEAUIIMHCKH MoKa3aHus (Oiau3ka
BBH3MOJKHa 3ary0a Ha ()epTHUIIHOCT);

5.2. BzemaneTo (1o0uBaHETO) HA TAMETH OT MBPTBH JIMIIA WX JIUIAa B MO3bYHA CMBPT.

5.3. U3BbpiIBaHeTO HA KOWTO U Ja € oT onucanute B T. 3.1.6, 3.1.8, 3.1.10, 3.1.11, 3.1.14, 3.2.3,
3.2.7,3.2.11, 3.2.12, 3.2.13, 3.2.16 oT TO3u pa3zena METOJU U JIEMHOCTH 3a aCUCTHUPAHA PETPOAYKIIHSI Oe3
MUCMEHO UH(OPMUPAHO ChIIacHe OT JIUIaTa, Ha KOUTO Ce Mpuiarar.

5.4. HceMUHUPAHETO HA KEHA UJIU OIJIOKIAHETO HA OBOLIMTUTE M ChC CIIEPMATO30MIN OT MBIXK,
KOHTO € B POACTBEHH OTHOLICHHS C HEesl 10 MpaBa WK cbpeOpeHa JIMHUA A0 4 cTerneH.

5.5. IlocTaBsiHETO B MAaTOYHATA KyXHUHA Ha IIOBEYE OT:

5.5.1. enuH eMOpHOH Ha CTagui cied KOMIIAKTH3allMs B MIPBUS U BTOPUS IUKBJI Ha JICUCHHE
4ype3 HHBUTPO MpOIeaAypa MpU KEHH Ha BB3pacT N0 38 TOAMHHU; O JBa eMOpHOHA HAa CTaaAul clen
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KOMIIAaKTU3allMs B TPETU U CJIEBAILMTE LUKJIIM IIPU JIMLA HA Bb3pacT A0 38 TOAUHY;

5.5.2. nBa eMOpHOHA Ha CTaAWil CJea KOMITAKTH3allUs B ITbPBUS M BTOPHS IMKBJI Ha JICUCHHE
4ype3 MHBUTPO MpPOLEAypa MPU KEHHU Ha BB3pacT oT 38 10 41 roauHu; 10 Tpu eMOpHOHa Ha CTaauil cien
KOMITIAKTU3allMs B TPETH U CJIEBALINTE LUKIIM, IPH JIMLA Ha Bb3pacT ot 38 10 41 roaunu;

5.5.3. Tpu eMOpHOHa Ha CTAIM cie]] KOMIAKTU3ALMs [IPY KEHU Ha Bb3pacT Haj 41 ronuHu.

5.6. IloctaBsHeTO B MaroyHaTa KyXMHAa Ha CIEPMATO30MAM OT JApHUTEN, KOUTO HE ca Omiu
00paboTeH! M KapaHTHMHUpaHU Hal-manko 180 nHM B KpuoOaHKa, NMpH MOJOXKEHHE, Y€ JIOHOPBT HE €
tectBan upe3 NAT 3a HIV 1/2, HBV, HCV u cudunuc, kbM MOMEHTa Ha JapsBAaHETO MPEAH MOCiIeTHaTa
KPHOKOHCEpBalysl; 3a0paHeHH ca HATUBHUTE MHCEMUHALIMU OT JOHOP.

5.7. Ilpu non3BaHETO HA JOHOPCKU FaMETH HE CE pa3pellaBa:

5.7.1. mon3BaHeTO Ha JOHOP Ha CIEPMATO30MIM cliel peanusupaHe Ha 20 nMKbIa Ha
MHCEMUHAIMsI, TIpU TI0JIOKEHHE, Y€ HE € W3BECTHO /10 MOMEHTa KOJKO OpEeMEHHOCTH ca IOJIy4€HU OT
U3IMOJI3BAHETO HAa KOHKPETHHS JOHOp, C M3KIIYEHHME Ha CIIydauTe, KOraTo CTaBa BBIPOC 3a BEUE
TeHEpUpaHU W KPHUOKOHCEPBHpPAaHM €MOpPHOHM TpU JaJieHa PpELUIMEeHTCKa JBOiika 3a LeJauTe Ha
acHCTUpaHaTa PErpoAyKILHs 3a Ch3/laBaHe B TOKOJIEHUETO Ha ObeI OpaT Win cecTpa;

5.7.2. TOHOPHT HA OBOLIMTH Ja AapsBa IOBEYE OT 5 IIbTU U NEPHOABT MEXKIY JABE JapsBaHUA 1A
€ MO-KpaThK OT 4 Mecela;

5.7.3. pa3KpuBaHETO Ha CaMOJUYHOCTTA Ha AHOHUMHUTE JIOHOpU Ha SHUIEKIETKH,
CIepMaTO30MIU WIN MPEIUMIUIAHTAlMOHHU €MOPHOHM MM pPa3[iiacsiBaHETO Ha MHQOpMaLus, KOSITO Ou
MOTJIa 1a AOBEAE A0 UASHTH(PUIMPAHETO UM OT PEUUITUEHTUTE UK TPETH JINIIA;

5.7.4. xoMepcuaNM3UpaHETO HA JOHOPCTBOTO Ha CIIEPMATO30MIH, SUIICKICTKA U €MOpPHOHH,
KaTo ce 3a0paHsBa MpeAjiaraHeTO Ha MarepuanHa oOsara Ha JOHOPUTE M IMPHEMAHETO Ha TakaBa OT
JIOHOPHUTE; paspelllaBa ce €IMHCTBEHO Ja UM C€ Bb3CTAHOBSBAT HAIPaBEHU Pa3XOAU B pa3yMHHU pa3MepH,
CBBP3aHHU C aKTa Ha JapsiBaHe cbriiacHo T. 11.1.6 ot pa3zngen VI,

5.7.5. MOCTaBSHETO B MAaTOYHATa KyXWHA Ha CIEPMATO30UIM OT APYT KMBOTHUHCKU BHJl WIM HA
XUMEPHHU NPeAUMIIIAHTAl[HOHHN eMOPHOHY;

5.7.6. mocTaBSHETO B MaTOYHATa KyXMHA Ha MPEIUMIUIAHTALMOHHU €MOPHOHH, KOMTO INpH
olleHKa Ha ¢eprunuzanusira (16 - 24 yaca ciie ”HCEMHUHALMATA UM) ca OUITH C TTOBEYE OT JIBa IPOHYKIIEyCa;

5.7.7. penpOAYKTUBHOTO KIIOHUPAHE;

5.7.8. U3MOJI3BAaHETO HA METOJU 3a CEJEKLUs Ha IoJia (CEKCUHT), ¢ M3KIIOUYEHUE Ha Cilydal, B
KOHMTO Ca HAJIMIE CIeU(PUUHI MEIULIMHCKHU MTOKa3aHus (I10JI0OBO CBbP3aHU F€HETUYHHU 3a00IsIBaHNs );

5.7.9. mocTUraHEeTO Ha CypOraTHU OPEMEHHOCTH;

5.7.10. nonopctBoTo Ha sinekierku ot HIV, HBV, HCV, cudunuc nozutusen napuren;

5.7.11. nonopctBoTO Ha cnepmartozouau ot HIV, HBV, HCV, cudwunuc no3utuBeH gapuTer;

5.7.12. non3BaHeTo Ha criepMa OT chlpyra (mapTHeopa), B ciaydail ye Toil € HIV mo3surtusen, a
’KeHaTa € HeraTMBHa, OCBEH cjeJl NojydaBaHe Ha pesynrtar oT Real-time PCR, noka3Bami HeoTKpuBaem
BHUPYCEH TOBap BCIEACTBHE Ha aHTU-PETPOBUPYCHATa Tepamnus U B3eMaHE HA MH(MOPMHUPAHO CHIJIACHE OT
’KeHaTa, U ITpU Hanuuue Ha ycnoBus u Banuaupanu COII B ieqeGHOTO 3aBesieHNe 3a crieruanHa oopaboTka,
peayLupalla B MaKCMMaJIHa CTENEH PUCKA OT TPAHCMUCHS, U 3a OTAEIHO KPUOKOHCEPBUPAHE U ChbXPAaHEHMUE;

5.7.13. cmeumamHo oOpaOOTEHHUTE CHEPMATO30UIM Jla C€ M3IOJI3BAT MPEau IOJydaBaHE Ha
NOTBBPIUTENCH aHanu3 3a orcheTBHe Ha BupycHo PHK u JIHK B anukBoT oT oOpaboTeHara criepmaiHa
poba, U3BBPIIECH OT JIAOOpPaTOpHs ¢ BAIUIUPAHU METOAM Ha M3CIIEJIBAHE C MaKCMMAJHO HHUCBHK Ipar Ha
JeTEeKLUs, KaKTO U I0JlyyaBaHe Ha OTAETHO MH(OPMHUPAHO ChIVIACHE OT MAIMEHTUTE 3a PUCKOBETE OT
(anmuBO OTpUIIATENIECH pe3yNTaT (HaTuyie Ha BUPYCHU YACTHUIM IOJI Ipara Ha JETEKIWs) 1 MUHUMATHHST
PHCK OT TPAaHCMUCHS HAa MH(EKLUATA;

5.7.14. mon3BaHeTo Ha criepMa OT ChIIpyra (IapTHHOPA), B CIyvail ye Toi e ¢ akTuBHA popma Ha
cudumiInc, a )KeHaTa € HeraTUBHA, J0 U3JIEKyBaHETO MY,

5.7.15. non3BaHeTo Ha criepMma OT ChIIpyra (IapTHbOPA), B CIydail ye Toi e ¢ akTuBHA popma Ha
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XenaTut B, ocBeH B ciiyyauTte, KOraro:

5.7.15.1. xeHara e BakcuHupana cpemy HBV;

5.7.15.2. uma ycnoBus 3a crienuaiHa o0paboTKa Ha CIIepMaTO30HIUTE;

5.7.15.3 uma nonydeHo HHGOPMHUPAHO CHIIIACHUE;

5.7.16. nacemunupaneto Ha HIV mo3utuBHa KeHa WK MOCTaBSIHETO Ha MPEeIUMIUIAHTAlMOHHH
e€MOpPHOHU B MaTOYHATA M KyXHHA, aKO UMa HaJM4KMe Ha aKTUBHA MH(EKIMS (TI0JI0KUTETICH BUPYCEH TOBAp);
MpHU TAIMeHTH, MPU KOUTO B KPHbBTA BUPYCHUTE YACTHIIM ca IMOJ Mpara Ha JETEKIus, MPU U3CleABaHE B
nabopaTopuy ¢ BaTUAMPAHW METOJAM Ha aHaJIM3 C MAKCHMMAaJHO HUCHK Mpar Ha JIETEeKIHs, MOXe Ja ce
MPUCTHIIN KbM MHCEMHHHpAHE WJIM MOCTaBsSHE Ha MPEAMMIUIAHTAIIMOHHU €MOPHUOHM Clie]l KOHCYJITalus ¢
BUPYCOJIOT ¥ UH(PEKIIMOHUCT, CIIEUAINCT 110 JieueHre Ha nmauueHtu ¢ HIV.

5.8. He ce pazpemaBa W3BBPIIBAHETO Ha acHUCTHpaHa PEHNPOAYKIHUS C KPUKOHCEPBUPAHU
SMIIEKJIETKY WM CIIEPMATO30UAM MIPH CMBPT HA €AMHUS OT MapTHHOPUTE.

5.9. He ce paspemasa u3BbpiiBaneto Ha IVF/ET ¢ kpuokoHcepBrpaHu eMOPHOHU TPU CMBPT Ha
€IUHUA OT MapTHHOPHUTE, OCBEH aKO Ca M3M'bJIHEHU €THOBPEMEHHO CIICTHUTE YCIIOBUSI:

5.9.1. HanMIe € MUCMEHO BOJIEU3SIBIICHUE, JAJICHO OT MOYNHAIMS MBXXKH IAPTHHOP NPHUKUBE, B
MH(OPMUPAHO ChIJIACHE, C KOETO C€ YAOCTOBEpSBa BOJISITA My IO OTHOUIEHME Ha Pa3NoOpeXIaHeTO ¢
KPHUOKOHCEPBUPAHUTE EMOPHOHUY;

5.9.2. peuunueHT Ha KpPUOKOHCEPBUPAHUTE EMOpPHOHM € ChllaTa MapTHbOPKA, C KOATO €
IUTaHMpaHa W TPOBEXJaHa MpollelypaTa MO AaCUCTUPaHA PENPONYKIUs; TS TpsOBa aa Obae HU3PUUHO
MIOCOYEHA B IOKyMEHTa 1o T. 5.9.1;

5.9.3. u3MuHaIM ca He Mo-MaJIko OT 12 u He moBeue oT 36 Mecena OT CMBbPTTA;

5.9.4. nmpenu npouenypaTa napTHbOPKaTa € IpeMHUHAja IPe3 NCUXO0JIOrMYecKa KOHCYJITalus U €
3aro3HaTa MUCMEHO ¢ UH(OopMalUsITa, Ye Ipy pakJlaHe Ha JeTe TO HsAMa Ja Obje HacAeAHUK Ha NOYMHAINS
NapTHBOP ChIJacHO wi. 2, an. 1, OykBa "a" oT 3akoHa 3a HAcleACTBOTO M HAMa MPOU3XOA OT Oaiia
(mouynHanus napTHHOpP) cbriiacHo CeMenHus KOJIEKC.

5.10. He ce pa3pemiaBa pasnopexiaHe ¢ KpHOChbXpaHEHUTE raMeTH U eMOPUOHH OT TPETO JIUIIE,
BKJI. POJAUTENN W APYrd ONU3KM POJCTBEHUIM Ha TMOYMHAIMSA, WIM H3IMOJI3BAHETO MM 3a aCHUCTHpaHa
pEenpoAyKIHUs ¢ APYT NAPTHHOP, KOHTO HE € YacT OT MbPBOHAYATHUSI POJIUTEIICKH MTPOEKT.

6. Ilpu ocblecTBsIBaHE Ha aCUCTHPaHa PENPOAYKLUS ce 3a0paHsBa:

6.1. cMecBaHETO Ha CLIEPMATO30MIU OT [TOBEYE OT €UH UHIUBU];

6.2. cMeCBaHETO Ha OBOLIUTH OT MOBEYE OT €ANH UHIUBUI,

6.3. cMECBAaHETO U MOCTaBSHETO B MATOYHATa KyXMHA Ha MPEIUMIUIAHTALlMOHHU €MOPHOHU OT
MoBeYe OT €JMH MbX U €JHa JKEHa.

Pazpen V
Cnennduynu nokasare/iv 3a OLleHKAa HA Ka4eCTBOTO

OcBeH Jpyrute OOIIOMEIMIIMHCKM TIOKa3aTelM 3a OIEHKAa KadecTBOTO Ha JeHHOCTTa B
JedyeOHNTE 3aBEICHNUS, N3BBPIIBAIIY aCHCTUPaHa PEMPOAYKIHUS, CE MPHIaraT 1 CrennpuIHNTE TTOKa3aTelH,
MpeBUICHU B MEIUIIMHCKU CTaHAAPT "AKYIIEPCTBO U THHEKOJOTHUS", KAKTO U IOIBJIIHUTEIIHUA TaKHBA:

1. Opoiil Ha 00CTy’KEHU MALIUEHTKH;

2. 6poii u otHOcuTeneH 151 (BOJl) Ha manMeHTKy, MPU KOUTO ca TMPUIIOKECHH:

2.1. u3KycTBeHa HHCeMUHaIus (001110 3a aBTO- M XETEPOMHCEMUHALIHS);

2.2. in vitro ¢pepTuan3anus;

2.3. uHTpanuToruiazmMeHo cnepmanto nnxektupane (ICSI);

2.4. Apyry TEXHUKU 3a aCUCTHpaHa PENpOayKIUs - aCIUPALMOHHU WIX OMONICUYHU TEXHUKU OT
eNUAUIUM U JIp.;

2.5. emOpuoTpanchep;

2.6. cenexTUBHA PEAYKITHS HA OpOst HA KOHIIETITYCHUTE;

2.7. kpuonpes3epBanys Ha:
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2.7.1. ronagu;

2.7.2. rameru;

2.7.3. xoH1IENITYCH (EMOPHUOHH);

3. Opoil U OTHOCUTEINIEH JsUl Ha MAllMeHTKH C JUarHOCTHIMpaHa OPEMEHHOCT Clle]] acCUCTHpaHa
PENpPOAYKIHUSA - IO IpuiiokeH metof (2.1 - 2.4);

4. Opoif U OTHOCUTENEH ST HA MALMEHTKH C pa)KIaHe cJell aCHCTUpaHa PEHpORyKIHs - 110
npuinoxeH meron (2.1 - 2.4);

5. Opoil 1 OTHOCHUTENEH [5J1 Ha UHTPAONEPATUBHU U PaHHU (IO CEAMMSI JIEH) CIEAONEPAaTUBHU
YCJIOKHEHHUS, TPYIIUpaHu 10 BU (MH(PEKIIMO3HHU, XEMOPAarudHu, TPOMOOEMOOIMYHH, JP.);

6. Opoil M oOTHOCUTENEeH A Ha Ciydad C WHTpAolepaTMBHA M pPaHHA CleJOoNepaTUBHA
CMBPTHOCT - 001110 ¥ CaMO MailunHa CMBbPTHOCT;

7. 6poil U OTHOCHUTENEH [ Ha OTMAJHAIUTE )KEHU B XOJa Ha acHCTUpaHa PEHpOAYKLHS IO
BB3pacT, METOJI ¥ IPHUNHA,

8. cpeneH Opoii B3€TH OBOIIMTH OT €HA JKEHA;

9. pepTHIM3AIMOHEH UHIECKC MPH KJIACHYECKO MHBUTPO omoxaane u ICSI;

10. cpemen Opoi (Ha XKeHa) W OTHOCHUTEJEH [ Ha U3MOI3BaHUTE €MOpPHOHH - 3a
eMOpHoTpaHCchep U 3aMpa3siBaHE OT HOPMAJIHO OIUIOJICHUTE:

10.1. cpemen Opoii TpaHchepwpaHu B MaTOYHATa KyXWHA EMOPHOHM H HMMILIAHTAIIHOHEH
UHJICKC;

10.2. cpenen Opoii W OTHOCHUTENEH [sUI Ha MPEIUMIUIAHTALMOHHUTE eMOPHOHH, TOTHH 3a
KpHUOKOHCEpBAIHS;

11. cpenen Opoii 1 mpeKUBSIEMOCT Ha MPeIUMIUIAHTALlMOHHN eMOPUOHH CIe]] pa3Mpa3siBaHe;

12. npexxuBsieMOCT Ha 3aMPa3eHU U pa3Mpa3eHH OBOLUTH U CIIEPMATO30M/IU;

13. Opoif U OTHOCUTENEH 571 Ha MAlUEHTKU ChC CEPUO3HU HEXKENAHU PEAKIMH U CEPUO3HH
WHIUJIEHTH (TI0 BUJT);

14. ©6poiif 1 OTHOCUTEJNIEH JI51 Ha MAalMEHTKU C MHOTOIUIOAHA OPEMEHHOCT, paHHH a00pTH, KbCHU
abopTH, MPEXKAECBPEMEHHU PaKIaHHsL, MbPTHB IO/, EKTOIMMYHA OPEMEHHOCT (10 TUarHo3a);

15. Opoit W OTHOCHWTENIEH s Ha Cilydad C peaju3upaHa CMBPTHOCT CJE€I acHUCTHpaHa
pENpOAYKIHUSL.

Paszpnen VI
Hacoku 3a MeqMIIHHCKH 1eHHOCTH NPH U3BbPIIBAHE HA ACHCTHPAHA PEeNPOAYKIHA

1. Koncyntupane Ha manueHTH ¢ 0€31J10/1e IPEeIH aCUCTHPaHa PEeTPOLYKIIUS:

1.1. u3BBpIIBA CE OT JIeKap, KBATU(PHUIMPAH CHIIIACHO U3UCKBAHUATA HA TO3U CTaHAAPT;

1.2. oceuiecTBsBa ce Ha 0azara Ha CHETa aHaMHE3a M IPEACTAaBEHHM BCHYKU BbH3MOKHHU
JTOKYMEHTH OT TMPEAXOTHH JUArHOCTHYHO-TEPANICBTHYHH JCHHOCTH;

1.3. mo BpeMe Ha KOHCYJTalMATa ce MPernopbyBa Jia ce U3M0a3BaT HHPOPMALMOHHU (HATJIEIHH)
MaTepHalid U ce 000CHOBABa Mpe MAMEHTHTE HY)XKJaTa OT Ha3HaYaBaHE W M3BBPIIBAHE HA JUATHOCTHYHH
MPOLEAYPH U U3CIICABAHUS.

2. OCHOBHM IMarHOCTUYHHU MPOLEAYPH U U3CIEABAHUS Ca:

2.1. 3a Ge3miogHaTa IBOMKA (KAaKTO 32 Mb)Ka, TaKa U 3a )KEHATa), C U3KIIOYCHUE Ha MAPTHHOPCKO
JapsiBaHe MpH JUPEKTHA yrnoTpeoda:

2.1.1. Tectupane 3a HIV (Anti-HIV-1,2 unu HIV Ag/Ab);

2.1.2. Tectupane 3a HBV (HBsAg u Anti-HBc);

2.1.3. rectupane 3a HCV (Anti-HCV-Ab wim Anti-HCV Ag/Ab);

2.1.4. tectupane 3a HTLV-1 Ab mpu ciyyam Ha JOHOPH, >KHBECIIH, MPOU3XOXKIAIIU WU
NPUCTHUTAIIX OT CTPaHM C MOBUIIEHA yecToTa Ha 3aboneBaemocT oT HTLV-1 Bupyc, KakTo ¥ KOrato umat
CEKCyaJIHU MapTHOPYU WM POJUTENN OT TaKWBa PETUOHH;

2.1.5. Tectupane 3a cupuIuC;
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2.1.6. kpbpBHH Tpynu U Rh;

2.1.7. npu nyxna u apyru u3cieasanus (HLA, mamapus, CMV, Tokcomnasma u 1p.);

2.1.8. 0 MHAMKAILIUY - TEHETUYHHU, UMYHOJIOTUYHU U IPYTH U3CIEBAHUS U KOHCYJITAIUH;

2.2. 3a xeHara:

2.2.1. TMHEKOJIOTUYEH TpEeTJes;

2.2.2. TpaHCBarmHaiHa exorpadus Ha MaJTbK Ta3;

2.2.3. uepBukanHa nuronamaska (PAP);

2.2.4. MUKpOOMOJIOTUYHO U3CJICIBAHE HA BJIATAIHIIEH/IIEPBUKAICH CEKPET (BKI. TPU HYKJa 3a
Mycoplasma, Ureaplasma spp. u L dopmn);

2.2.5. 1Mo WHAMKALMK: XUCTEpOCAINMUHTrorpadusi MM KOHTPACTHA XHUCTEPOCOHOrpadus;
JanapoCKONMsl W/WIM XUCTEPOCKOINMS;, TOCIEI0BAaTEIHU TpPaHCBarvHaIHU eXorpapuu B 3aBUCHUMOCT OT
JTHUTE HA MEHCTPYaJHUS LIUKbBI; XOPMOHAIHU U3CJIEIBaHUS;, TECTHUpaHe 3a areHTH oT rpynata Ha TORCH,
TECTUPAHE 3a XJIaMUK1a3a; Ipyry U3CIEIBaHus OT KPbB U YPHUHA;

2.3. 3a MpXKa:

2.3.1. cnepmorpama - WM3BBPILIBA CE€ CHIVIACHO IMOCIEAHUTE MyOnuKyBaHu kputepun Ha C30
W/WIM CTPUKTHUTE Kputepun Ha Kprorep 3a Mopdosorusi Ha crnepMaTo3ouauTe (B CIydauTe, KOraTo
M3CIIEIBAaHUAT MaTepHall € MOJyUYeH Upe3 esKyJIaIus);

2.3.2. MEKpOOHOJIOTHYHO M3CJICIBAHE HA CEMEHHA TEYHOCT (BKJI. NMpH HyXk1a 3a Mycoplasma,
Ureaplasma spp. u L dopmn);

2.3.3. nperJiesl OT ypoJIoT MPU UHAUKALUU 32 MBKKU CTEPUIIUTET;

2.3.4. o WHIUKALMK: TECTUPAaHE 3a XJaMHJMa3a; XOPMOHAJIHU HW3CJIEABAHMS;, APYTd KPHBHU
U3CIIEeIBAHUSL.

3. OnpenensHe Ha UHAMKAMUTE U KOHTPAUHAMKAIIMUTE Ha HAKOU OT METOAMTE 32 aCUCTHUPaHE
Ha PeNpOIyKIUITA:

3.1. uHAMKAIIMY 32 UHIYKLIHS HA OBYJIAIUsATA:

3.1.1. aHoByJaIMs MOPAAKN XUIIOTOHAJAOTPONEH XUIIOTOHAAN3BM WIIM XUIIOTAITAMUYHA aMEHOpEs
(WHO I rpyna);

3.1.2. aHOByJanMs WM HEPEIOBHA OBYJAIMS MOPAaTU CUHAPOM Ha SIMUHUKOBA MOJMKHUCTO3A (
PCOS) (WHO II rpymna);

3.2. KOHTpauHIUKALMHU 32 UHAYKILIMS HA OBYJalMsITA:

3.2.1. xunepronanorponex xunoronaguzsm (WHO III rpyma);

3.2.2. nByCTpaHHa HEMPOXOAWMOCT Ha MAaTOYHHTE TPHOHM, OCBEH B CIyd4ail ue e ce Mpuiiara
acuctupana penpoaykius upe3 [VF-ET;

3.2.3. HajmMuue Ha NPOTUBOIOKA3aHUS 3a 3a4€BaHE, M3HOCBAHE U pOJOPA3PELICHHE Ha
OpEeMEHHOCT;

3.3. MUHIUIMPaHU TAIMEeHTH 32 KOHTPOJIMpaHa OBapHaIIHA XUIIEPCTUMYJIAIHsI:

3.3.1. )KeHu, BKIIIOUEHH B ITpOTrpaMa 3a MHBUTPO OIIOXKAaHE U TpaHCep Ha eMOPHOHHU;

3.3.2. )KeHH, JOHOPU HA OBOIIUTH;

3.3.3. ’KeHH, BKIIIOUEHH B ITpOrpama 3a CbXpaHeHHe Ha (PepTHIIUTETA;

3.4. KOHTpaUHIUKALMU 32 KOHTPOJIMpaHa OBapHaliHa XUIIEPCTUMYJIALINS:

3.4.1. XuneproHagoTPONEeH XUIOTOHA/IU3bM;

3.4.2. HanMuue Ha MPOTUBOIOKA3aHMS 32 U3BBPILIBAHE HA SHYHUKOBA (DOJIMKYIHA MYHKIUS 0]
exorpa)cKu WM JanapOCKOIICKU KOHTPOIL;

3.4.3. Hanmuuue Ha NPOTUBONOKA3aHUS 3a 3a4y€BaHE, W3HOCBAHE W pOJOpPA3pEUICHHE Ha
OpEMEHHOCT;

3.5. MHOWKAIMK 32 W3BBPIIBAHE HAa WHCEMHUHAIMs ¢ 00pabOTEeHH CHepMaTO30MIU OT ChIIpyra
(mapTHBOpA):

3.5.1. HEOOSICHEH CTEPUIIUTET;
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3.5.2. nexocreneHeH cyOhepTHIUTET IpU MbXkKa (JIeKa OJIUT0-, ACTEHO- WK TEPATO-300CTIEPMHUS
WU KOMOWHAITUSA OT TSIX);

3.5.3. Hanu4ue Ha JOII IOCTKOUTAJICH TECT;

3.5.4. HanmuuMe Ha CTIEpMOAHTUTENA IIPU MbKa U/WIIK KEeHATa;

3.5.5. edKynaTOpHM pa3CTpoiicTBa MpH MbXa (E€pPEeKTWIHA JUCQYHKIUS, peTporpagHa
esIKyJIallysl, TPaBMAaTUYHU YBPEXKIAaHUS Ha TPbOHAUYHUS MO3BK U JIp.);

3.5.6. ipu >K€HU Ccie] MHAYKIMS HA OBYJIAIUATA;

3.6. KOHTpaWHAMKALIMK 3a W3BBpIIBAHE Ha MHCEMUHAIMA C 0OpabOTEHH CHEepMaTO30HIU OT
ChIIpyra (IapTHbOPA) - BIIArajuIlHa, LIEpBUKaJIHA, BBTPEMATOYHA!

3.6.1. HEMPOXOAUMH MAaTOYHU TPHOU;

3.6.2. BarMHaJHW/LUEPBUKATHU HWHQPEKLUUHU, TAa30BOBB3MAIUTEIHA OOJECT MpHU >KEHaTa, HpH
XUIPOCAIIMNHKC €HO- WJIM JBYCTPAaHHO, HE3aBUCUMO OT BHJA U CTENEHTa, € MPenopbYUTEIHO
MHCEMHUHAIIHMSTA J1a C€ U3BBPIIBA CJIe] OTCTPaHABAHE HA XUIAPOCAIIMMHKCA MM UCTMHUYHA/MHTEPCTUIIATTHA
OKITy3Hsl, T.€. PEHTI€HOJOIMYHO J0Ka3aHa JIMIICAa HA KOMYyHMKAllUs C MaTOYHATa KyXUHa;

3.6.3. MBKe ¢ aKTHBHO BB3MAJIEHUE HA TMKOYO-II0JI0BATa CUCTEMA (C Hau4Kne Ha HH(EKINO3HH
MIPUYMHUTENIN B CEMEHHATa TEYHOCT);

3.6.4. eHHU c MPOTUBOIIOKA3aHUs 3a 3a4eBaHe, H3HOCBAHE U POjiopa3pelleHre Ha OpeMEeHHOCT;

3.6.5. aHOBYJIaTOPHM >KE€HHU, IIPH OJIOKEHUE Y€ HE ca OMJIM MOJUI0KEHH Ha ycllelIHa UHAYKLINS
Ha OBYJIAIMSTAa B KOHKPETHUS LIUKBJI;

3.6.6. xeHu ciel MEHOIay3a;

3.7. UHOUKAIMK 3a W3BBPIIBAHE HAa MHCEMHUHAIMs ¢ 00pabOTEHH CHepMaTO30MaU OT AAPUTEN
(paznuyeH OT MapTHbHOPA):

3.7.1. )xeHu 6€3 ChIIPYT WU IOCTOSIHEH CEKCyaJleH apTHHOD;

3.7.2. K€HHU, YUUTO MBXKE Ca C TeKbK CyOPEpTIINTET WM a300CTIEPMHUS;

3.7.3. xeHHu, YUHUTO CBHIPYI € HOCUTENI HAa N€HETHMYHO WJIM JIpyro 3a0oJigBaHe, IPEJaBacMoO B
MIOTOMCTBOTO WJIM KPHUEILIO PUCK 3a JKeHAaTa;

3.8. KOHTpaWHAMKALIMU 3a W3BBpIIBAHE Ha MHCEMHUHAIMA C 0OpabOTEHH CHEepMaTO30HIU OT
naputen (pa3iudeH OT MapTHHOPA):

3.8.1. HEMpOXOAUMH MAaTOYHU TPHOU;

3.8.2. BarmHaJIHW/IIEPBUKAIHU HH(EKIINY, TA30BOBB3NATUTETHA OOJIECT MPH JKeHATa, YCTAHOBEH
XUJPOCAIITMHKC €JHO- UM IBYCTPAHHO HE3aBUCHMO OT BHJIA M CTEIIECHTA;

3.8.3. 5)x€HU C MPOTHUBOIIOKA3aHUs 32 3aU€BaHe, U3HOCBAHE U POAOpa3pelIeHUE Ha OPEMEHHOCT;

3.8.4. aHOBYJIATOPHU KEHHU, IIPU MOJIOKEHUE Y€ HE ca OMIIM MOJUIOKEHHU Ha YCIEeIIHA WHAYKIHUSI
Ha OBYJIAIMATA B KOHKPETHUS LIUKBII;

3.8.5. )KeHU cieq MEeHoIay3a;

3.9. uHIMIMpPaHY 3a U3BBPILIBAaHE HA SHYHUKOBA (POJIMKYIHA MYyHKINS MO eXorpad)CKu KOHTPOI
C 11eJ1 B3eMaHe (00MB) Ha OBOIUTH ca:

3.9.1. )xeHH, BKIIIOYEHHU B IIporpama 3a MHBUTPO oriokaane (Bkia. upe3 ICSI) u tpancdep Ha
eMOpHOHM; )KEHUTE OT Ta3M Ipyra Morar aa Obaar:

3.9.1.1. B HECTUMYJIMPAH LHMKBJ HEMOCPEACTBEHO MPEIH OBYJIALMATA;

3.9.1.2. ¢ nunica Ha OBYJIAIMS, B IIUKBJI 3@ MpUJIarane Ha MeToAa "MHBUTpo Matypaius” (IVM);

3.9.1.3. noaoxeHn Ha MHAYKLUS Ha OBYJIALMATA WM HUCKO/I030Ba KOHTPOJUpPAHA OBapUaiHa
xunepctTumynamnus ("Meka cTumynamnus'");

3.9.1.4. xoHTpOIMpPaHA OBapUATTHA XUIIEPCTUMYIAIIHS;

3.9.2. )xeHu, JapUTEIKU Ha OBOLIUTH:

3.9.2.1. noqoXKEeHN HAa MHAYKLHUS Ha OBYJIALMATA WJIM HUCKO030Ba KOHTPOJUPAHA OBapUaIHa
xunepcTumynanus ("'Meka ctTumynamnus'");

3.9.2.2. xoHTpoOJIMpaHa OBapHajlHa XUIIEPCTUMYJIALINS;
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3.9.3. xeHwu, mpeArnprueMaIiv CbXpaHeHne Ha PepTUIINTETa MOPaTd MEIUIIMHCKN WM COLUATHH
MIPUYNHU;

3.10. KOHTpauHAMKALMYU 32 U3BBPIIBAHE Ha SHYHUKOBA (DOJTUKYJHA IyHKIHS MO/ eXorpacku
KOHTPOJI C 11eJ1 B3eMaHe (1001B) Ha OBOIUTH:

3.10.1. BaruHamHW/IEpBUKAIHN HH(EKINH, OCTpa U 0OOCTpeHa Ta30BOBB3MAIUTENTHA OOJECT
IIPU JKEHATa,

3.10.2. HemzscHEH GeOpUIUTET;

3.10.3. HapylLIeHMsI B KPBBOCHCUPBAHETO;

3.10.4. HamuuuMe Ha TEXKa HEKOPUIMpaHa MaTOJIOTUS Ha PENPOIYKTUBHHUTE OpraHu,
HapyllaBaila HopMaJTHaTa UM aHATOMHUS;

3.10.5. npyru 3a00iiBaHNs, HOCEILY BUCOK aHECTE3UOJIOTMYEH WU OTIEPaTUBEH PUCK;

3.10.6. xenu ciieq MeHoNay3a;

3.11. uHOUKAIMK 3a IpUJIaraHe Ha MeToJa "MHBUTPO (epTuiu3anus 1 Tpanchep Ha eMOpruonn"
(IVF-ET):

3.11.1. Hannuue Ha TyOapHa maTONOTUsA (TBJIHA WM YaCTHYHA OKITYy3Usl HA MAaTOYHHUTE TPHOM);

3.11.2. Hanuuyue Ha NPOXOAUMH MAaTOYHU TPBHOU, HO C yBpeneHa QYHKIHs (TEKKH CpacTBaHMUs,
HarbBaHMs, CTEHO3H U Jp.);

3.11.3. cnexn penpoayKTHBHA XUPYprus BbPXY MaTOYHUTE TpbOW, KOraTto JIMIICBA
3a0peMeHsiBaHe TPU PEryJspHU TOJOBH KOHTAKTH W JIUICa HAa MBXKH (DakTOp B MpoabDKeHue Ha 1,5
TOJMHM IIpY >KE€HHU A0 35 roauHu u 6 Mecela npu KeHU HaJ 35 roJIuHuy;

3.11.4. HeU3sICHEH CTEPUIIUTET, JICKyBaH 0€3 ycrleX ¢ KOHBEHIIMOHAIHA METOIU (pa3iudHU OT
IVF-ET) B npoabikenue Ha 1,5 roguHu npH skeHu 10 35 ToauHU U 6 Mecela Mpu KeHU Haja 35 roAuHH;

3.11.5. MBXKKH CTEPUIINTET:

3.11.5.1. oOCcTpyKTHBHA a300CHEPMHsSI, MPH KOATO ca B3eTH (JOOWUTH) CIIEPMATO3OUAM CIE]
ouoncus Ha enuauauM u/vnu tectuc (PESA, MESA, TeSE);

3.11.5.2. perporpanna esKyJamus, Mpy KOATO ca B3ETH (IOOUTH, U30JIMPAHHU) CIIEPMATO30UIA OT
ypuHa uin ype3 ouoncus Ha enuauaum u/nim tectuc (PESA, MESA, TeSE);

3.11.5.3. mpu cpeaeH WM TeXbK CyODepTUIUTET (OJIUTO-, ACTEHO- WU TEPATO-300CTIEPMHUS UITH
KOMOHWHAIIHS OT THX);

3.11.5.4. B cimyyan, KOraTo € HaJIWIe Ipeaxoxaan (GepTIiIn3anuoHeH HeyCleX IpH MPEIX0THO
KJIACUYECKO MHBUTPO OIIokKAaHe, ce npuiara [CSI HezaBucuMO OT mokazareauTe Ha CEMEHHATa TEYHOCT;

3.11.6. ennomerpuo3a B ClydyauTe, KOraTo € HaJIMIE B 3HAYMTENIHA CTENEH HapylICHHUE B
HOpMaJHaTa aHaTOMHUS Ha aJIHEKCUTE, 0COOCHO Ha MaTOUYHUTE TPHOU;

3.11.7. IMyHOJIOTUYEH CTEPUIIUTET;

3.11.8. oBynaropHa mucyHKITHUS:

3.11.8.1. xxenu ¢ gokazan nowne B 3 uukbiaa LUF cunapom;

3.11.8.2. )xeHu ciie NpoBeieHN 4 NHCEMUHAIUH, HE3aBbPIIWIIN C pealu3upaHe Ha OpEeMEHHOCT;

3.11.8.3. )KeHM ¢ XUIIEPrOHAJOTPOINEH XHUIIOTOHAIU3bM - €AUHCTBEHO U CaMO C JApHUTEJICKH
OBOLIUTH;

3.11.9. mpu >xeHu, TpeanpueMaiiy 3ama3BaHe Ha (EpPTWIMTETa, MOXE Ja C€ OCBHIIECTBH
npolielypa Mo MHBUTPO (epTHIIM3ALMUS C MOCIEABAI0 3aMpa3sBaHe Ha eMOpUOHH, Oe3 Jla ce MPHUCThIIBA
kbM emOpuotpancoep (ET) B pamkuTe Ha ChIIMS UKD,

3.11.10. mpouenypa 1mo MHBUTPO (QepTUIM3AIMs C MOCIEIBAII0 3aMpa3siBaHE HA eMOPHOHUTE,
0e3 ma ce mpucteiBa kbM eMmOpuoTpanchep (ET) B pamkuTe Ha CHITUS IUKBJI, MOXKE Jla Ce Mpuiara u 3a
JIBOMKH C JI0Ka3aH FeHeTHYEH MpoOJieM WM IPYTH MOKa3aHUs 3a MPEeIMMIUIAHTAlMOHHU T€HETHYHU TECTOBE
(I1I'T);

3.12. KOHTpaMHIWKAallU{ 3a MpUJaraHe Ha MeTofa "MHBUTPO (epTuian3anus U TpaHcdep Ha
emopuonu" (IVF-ET):
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3.12.1. KOHTpaWHAUKALUUTE 32 SHYHUKOBA (POITMKYITHA ITYHKLHUS;

3.12.2. KOHTpauJguKalMUTE 3a HUHAYKIMS Ha OBYJAIMATA WJIM KOHTPOJIMpAaHA OBapHuajHa
XUIEPCTUMYTIAIHS, KOTaTO METOIBT C€ TpUjiara B CTUMYJIUPAH [IUKBIT,

3.12.3. HAIMYKMETO HA HETPETUPAH XUAPOCAINUHKC €IHO- UM JBYCTPAHHO, HE3aBUCUMO OT BHJA
U CTEMEHTa, € OTHOCUTENHAa KOHTPaWHIMKAIuUs 3a Hu3BbpIIBaHe Ha TpaHchep Ha emOpuonu (ET);
npenoppuutenno € ET  1ga ce wu3BbpuiBa ciel  OTCTpaHABaHE Ha  XMJPOCAINMHKCA WM
MCTMHUYHA/UHTEPCTULIMATHA OKITy3Us, T.€. PEHTTEHOJOTUYHO JJ0Ka3aHa JIUIICA HA KOMYHHKAIIHs C MaTOYHATa
KyXHHA.

4. Unaykuus Ha OBYJIALMsATA C LI OChIIECTBSIBAHE Ha MOCIEABAIlla MHCEMUHALIMS:

4.1. mpoBex/1a ce eAMHCTBEHO OT JIeKap ChOOPa3HO M3MCKBAHUATA HA TO3U CTAHIAPT;

4.2. oCchIlleCTBsIBA C€ TI0O MHIUKAIIUUTE, ONMUCAaHU B T. 3.1 Ha TO3U pa3jern,

4.3. "He ce mpeanpreMa Mpyu HaJuurue Ha KOHTPauHAUKAIIMUTE, ONMCAHU B T. 3.2 Ha TO3U pa3jed;

4.4. ce U3BBPIIBA ClIe]] B3€TO HHOOPMHUPAHO CHITIACUE OT MAIIMCHTHUTE;

4.5. ce mpoBex/Ja MpH 3abJHKUTEITHO MPOCcyeIsIBaHe Ha MallMeHTKaTa B X0/1a Ha CTUMYJIallUsATA!

4.5.1. upe3 TpaHCBaruHajiHa exorpadus 3a yCTAaHOBSBAHE HA STUYHUKOBHS U €HIOMETPHAITHUS
OTTOBOP HAaW-MaJIKO:

4.5.1.1. mpenu 3anouBaHe Ha cTumynanusaTa (e 1 - 5 ot MII);

4.5.1.2. mo Bpeme Ha ctumydanusara (a1eH 9 - 13 ot uukbiIa);

4.5.1.3. B 1eHs Ha OBYJIAIUATA UM HETIOCPEJICTBEHO CJIE/ HEsl;

4.5.2. npu He0OXOIMMOCT MOTaT J1a ce u3cienBaT XopMoHainHuTe HuBa Ha LH u E2;

4.6. naHHWTE OT HW3CIEABaHUATA M NpErJIeauTe, KaKTO W Ha3HAuYeHHUsiTa ce OTpassBaT B
noaxosamo opopmet "IIpoTokon 3a MHAYKINS HA OByJamusTa".

5. KonTpoisinpana oBapuaiHa XUIEPCTUMYJIALUS:

5.1. ce mpoBex/1a eAMHCTBEHO OT JieKap ¢ KBanu(UKalusaTa, OrnpeeieHa oT TO31 CTaHIapT;

5.2. ce OChIIECTBsIBA 110 MHIUKAIIMHUTE, ONTUCAHU B T. 3.3 OT TO3U pa3Jiedn;

5.3. He ce npeAnpuemMa Npy HAJIMYUE Ha KOHTPAUHIUKAIIMUTE, OMMCAHU B T. 3.4 OT TO3U pa3jied;

5.4. ce U3BBpILIBA CIIE/ B3€TO HH(OPMHUPAHO CHITIACKE OT MALUCHTHUTE;

5.5. ce mpoBex/1a MpH 3aIbKUTEHO MPOCIIeiBaHe Ha MallMeHTKaTa B X0/1a Ha CTUMYJIalHsITa:

5.5.1. upe3 TpaHcBarmHaiHa exorpadus 3a yCTaHOBSIBAHE HA SWYHUKOBUS U €HIOMETPUATHUS
OTrOBOD:

5.5.1.1. HemocpeaCTBEHO Npeau 3amo4yBaHE HA CTUMYJALUATAa B 3aBHCHUMOCT OT H30paHUA
IIPOTOKOJT;

5.5.1.2. B xoga Ha cTUMyNamuUsATa OT JeH 5 Wik 6 HATaThK (B 3aBHCHUMOCT OT HM30paHHs
MIPOTOKOJI ¥ PEAKIIUATA CIPSIMO CTUMYJIAIHATA);

5.5.1.3. B nmeHs npend WIM Ha IPWIAraHe HA JIEKapCTBEH IPOAYKT 3a TPUTEpHUpaHE Ha
OBYJaIMsTa U Bb3CTAHOBSIBAHE HAa MeW03aTa;

5.5.2. xenarenHo € Aa ce m3cieaar xopmoHanHuTe HuBa Ha LH w/mmu E2 w/wmm P4 crien 5/6
JIeH OT CTUMYJIAIUATa BCEKU JIEH WU Mpe3 JeH (B 3aBUCHMOCT OT W30paHUs MPOTOKOJ U PEeaKIUATa CIpsiMo
CTUMYJIALUATA);

5.6. naHHUTE OT W3CJIEIBAHUATA U MperjeAuTe, KakTo M Ha3HAYeHMsTa CE OTpa3siBaT B
noaxoaanio opopmen "IIpoTokos 3a KOHTpOIMPaHa OBapHaiHa XUMEPCTUMYIAIHs".

6. Uncemunarms ¢ o0paboTeHu criepMaTo30MaH OT ChIIpyTa (MapTHhOPA) UK JOHOD:

6.1. ce mpoBex/1a OT JeKap ¢ KBaM(UKAIMATA, OTIPEIeNieHa OT TO3U CTaHAAPT;

6.2. ce ochIleCTBABA MO0 UHIUKALMUTE, OMUCAHU B T. 3.5 OT TO3U pazjen (3a MHCEMUHALUUTE OT
CBIIPYT/MIAPTHBHOP), CHOTBETHO T. 3.7 OT TO3U pa3zel (3a MHCEMUHALMUTE OT I0HOP);

6.3. He ce mpeanpueMa Npyu HAIMYKME Ha KOHTPauHAUKALUUTE, OMMCAHU B T. 3.6 OT TO3U pa3zen
(32 ”HCEMHMHALIMUTE OT CHIIPYT/MIAPTHHOP), CHOTBETHO T. 3.8 OT TO3HU pa3zen (3a HHCEMUHALMUTE OT JI0HOP);

6.4. ce U3BBPILBA CIIE/l B3€TO HH(OPMHUPAHO CHIVIACUE OT MALUCHTUTE;
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6.5. naHHUTE 3a W3BbpLICHaTa MHCEMHUHaLus ce oTpassBaT B "lIpoTokon 3a wu3BbBpLIEHA
MHCEMHUHAIMs'", B KOUTO OCBEH APYro U3pUYHO C€ OTpa3siBa JaJd MHCEMHHALUATA € OT ChIpyra/mapTHbOpa
WIM OT IapUTe, KaTo ce 3anucBaT U cboTBeTHUTE Y MIH Ha nunara.

7. IlomyyaBaHe Ha SIMLEKIETKH Ype3 (OTUKYIJIHA TYHKIIHS:

7.1. mox exorpa)cKu KOHTPOII:

7.1.1. ce U3BBPIIBA OT JIEKAP C KBATH(PHUKAIMATA, OTPEAETICHa OT TO3U CTaHAPT;

7.1.2. ce ochlleCTBABA IO UHIUKAIIMUATE, ONUCAHU B T. 3.9 OT TO3M pazzen;

7.1.3. He ce mpeAnpueMa MpU HAJIUYKME HA KOHTPAWHJUKAIIMUTE, onucanu B T. 3.10 oT TO3M
paszen;

7.1.4. ce u3BBpILIBA ClIe]] B3eTO MHOOPMUPAHO ChITIACHUE;

7.1.5. ce n3BBpIIBA CE NPEABAPUTEIHA OArTOTOBKA HAa MAIIMEHTKATa, BKIIFOYBAIIA:

7.1.5.1. caHupaHe Ha BJIArajuILeTo (IPOMUBKH, METUKAMEHTHU U JIp.);

7.1.5.2. nonxonsmia npemenukanus (15 - 60 min mpeny MyHKIUTA);

7.1.6. ce n3BbpLIBA B aMOYJIaTOPHHU YCIIOBHSI IIPU M3ITBJIHEHU M3MCKBAHUATA HA TO3M CTAHIApT,
Ha cTaHjaapra 1no "AHecTe3noJOoTus U MHTEH3UBHO JIedyeHHe" B 4acTTa 3a aMOyJaTOpHA aHEeCTEe3Us U JAPYTH
HOPMAaTUBHU M3UCKBAaHMUSI,

7.1.7. ce u3BBpIIBA CIIEI OCUTYPEH BEHO3EH U3TOUYHUK ChC WM 03 MpujlaraHe Ha JIOKaJIHa WU
o0111a KpaTKoTpaiiHa BEHO3HA aHECTE3HS;

7.1.8. ce u3BbpLIBA NIPU MEPUOAUUYEH WM TOCTOSHEH KOHTPOJ Ha BUTAJIHUTE MOKa3aTelu Ha
NalyeHTKaTa (IuiiaHe, myjic, KpbBHO HaliAraHe, HaCHIAHE Ha KPbBTA C KHUCIOPO, MPH HEOOXOIUMOCT -
EKTI);

7.1.9. ce ochblecTBsBa MOCPEACTBOM HENPEKbCHAT TPAHCBAarMHAIEH €XOorpad)CKu KOHTPOJ C
MOMOLITa Ha MYHKI[MOHHU WUIJIM 32 TPaHCBarnHajlIHA SITYHUKOBA MMyHKLHS M IPUCIIOCOOIEHUS (BOJaun) KbM
BarMHaJHaTa COHJa Ha exorpada, KOUTO cielaBa Ja ca CTEPWJIHH, 3a €JIHOKpaTHa WJIM MHOTOKpaTHa
ynoTpeba (cmopes ymbTBaHHUATa Ha mpousBoauTens), aa umar CE MapkupoBka; He ce pas3peliaBa
M3I10JI3BAHETO Ha MPHUCIIOCOOCHN YCTPONWCTBA U KOHCYMAaTHBH, NPEIHA3HAUYEHH 33 APYTH LeJIU, HE3aBUCUMO
nanu umat CE MapkupoBKa;

7.1.10. ce ochluecTBABa, KaTo MyHKTUpaHUTe ¢ uriara (ot 1. 7.1.9) gonukynu ce acnupupar ¢
acrypaldoOHHA MOMIIa WK PBYHO C MOMOILTA Ha CIPUHLIOBKM OT OOyueHa aKkyllepka WM CecTpa, KaTo B
MOCJIEAHMSI CiIy4ail ciesBa Aa ce Ibp’KU CMETKa 3a MPUJI0KEHOTO HETaTUBHO HAJSITaHE BbPXY aCIUpATHUTE,
KoeTo cieiBa jna He Hajgsuiasa 300 mmHg, kakTo M 3a BUJa Ha CIPUHLOBKHUTE, KOMTO Clle[Ba Jla ca
rapaHTUPAHO OT NPOU3BOJUTENS CTEPWIHH, €IHOKPATHH, AlMPOI€HHM M HETOKCHUYHHU; TOJIYUYEHHUTE
aclupaTty ce ImpefaBaT B CTPYKTypaTa [0 acCUCTHpaHa PEnpoAyKIUs B MOJIXOASIIA ONaKoBKa (KOHTEHHep -
CTIPUHIIOBKH, ETIPYBETKU H JP.) U HA/IJIS)KHO €TUKETUPAHU;

7.1.11. npukioyBa cieja acnupanusi Ha BCHUUKH JOCTBIIHU 3a MyHKUUS (DOJIUKYIU C pa3MepH,
no-rosieMu ot 10 mm, ciex Kato JIeKapsT, U3BbPILWI MyHKIHUATA, C€ YBEPH, Y€ JMUICBAT Oee3U 3a BHHIIIHO
(reHUTaNTHO) WM BBTPEIIHO (a0JOMHHAIHO) KBPBEHE, M CIIE] KOHCYJTANUs C aHECTE3HOJIOT-PeaHuMarop;
IpernopbuBa ce MoHe 2 - 3-4acoBo HAOJIIOACHNE HA MAIIMEHTKaTa ¢ EPUOJIMYHO OTYNTAHE Ha OIUIAKBAHHUATA,
O0IIOTO CBCTOSIHUE, KOPEMHHs CTaTyC, apTEpUAIHOTO HajsraHe, IyJca M €BEHTYaJHO TeJiecHaTa
TeMIlepaTypa; MpH JaHHU 3a HACTHIIBAIlA CEPHO3HA HEXKEIaHa peakiysl WM CepUO3€H MHLUICHT Cle/Ba Ja
ce MpeanpueMar CelHo He00X0IMMHUTE MEPKH 32 MbPBUYHA peaHUMALUs M XOCIUTAIN3alMs Ha J)KeHATa;

7.1.12. BCUYKHM JaHHM 3a MPOTHUYAHETO HA MpOIleaypaTa Mo MojydaBaHe Ha OBOIIUTH CIieJBa Ja
ObIaT HaJUIEKHO PErMCTPUPaHU B JIMCT 3a M3;

7.2. oA 1anapocKONCKU KOHTPOJ:

7.2.1. ce U3BBPILBA OT JIEKAP C KBATM(PUKALMATA, OIPEAETIeHa OT TO3U CTaHJapT;

7.2.2. ce oChILIECTBIBA MO MHAMKAIIMUTE, OMIMCAHU B T. 3.9 OT TO3U pa3zel;

7.2.3. HE ce mpeanpueMa NpU HaJW4Yue Ha KOHTpauHIWKauuuTte, onucaHu B T. 3.10 ot TO3mM
pasznei;
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7.2.4. ce u3BBpIIBA Clie]] B3€TO MH(OOPMHUPAHO ChITIACHE OT MAIIMCHTHUTE;

7.2.5. ce U3BBpILBA Cie PeABapUTENIHA MOATOTOBKA HA MallMEHTKATa ChIIIaCHO MEAUIIMHCKUTE
CTaHJApTH 110 "AKyIIepcTBO U rMHEKoJ0ruA" U "AHecTe310I0THs U UHTEH3UBHO JIeueHHue";

7.2.6. ce U3BBPIIBA NIPH YCIOBUATA, ONPEACIICHH B MEIUIIMHCKUATE CTAHIAPTH 10 "AKYIIEpPCTBO
¥ TUHEKOJIOTHA" 1 "AHECTe3n0I0T1s 1 HHTEH3UBHO JIcueHue";

7.2.77. ce ocblecTBSIBa MOCPEACTBOM HEMPEKbCHAT JIAAPOCKOICKM KOHTPOJ € TOMOINTa Ha
MyHKIIMOHHU UTJIU 32 SHYHUKOBA MyHKIKS, KOUTO CJIE/Ba Ja ca CTEPUITHH, 32 €THOKPAaTHA WK MHOTOKpaTHA
ynotpeba (criope ynbTBaHHSITa Ha TPOU3BOTUTENS), IPOU3BEICHHU M CEPTUPHUIIMPAHU CIIOPE CTAHIAPTHUTE,
Be3npuet B EC (ma wocat CE MapkupoBka); HE ce paspeliaBa H3I0J3BAHETO HAa WIJK U JIPYTH
KOHCYMAaTHBH, TpEeAHA3HAUYEHU 3a JApyrud uenu, HezaBucumo gamu ca EC ceptudumupanu (¢ CE
MapKUpPOBKa);

7.2.8. ce OCbIIECTBSBA, KaTO MyHKTUpaHUTe ¢ uriata (T. 7.2.7) Gomukynu ce acmupupar c
acTMpaIlMOHHA MTOMIIA WJIM PBYHO C MOMOIITA HAa CIPUHIIOBKK OT O0ydYeHa aKylIepKa WM CecTpa, KaTo B
MOCNIEAHMSI CiIy4ail ciesBa Ja ce IbP>KU CMETKa 3a MPUJIOKEHOTO HETaTUBHO HAJSTaHE BbPXY aclUpaTHUTE,
KoeTo cieaBa ja He HaaBumana 300 mmHg, xkakTo M 3a BUAAa Ha CHPUHIOBKUTE, KOUTO CJI€JBa Jla ca
TapaHTHPAHO OT TPOU3BOJUTENS CTCPUIIHU, €IHOKPATHU, ANMUPOTCHHH W HETOKCUYHU; TIOTyUYCHHUTE
acmHpaTH ce TMpelaBaT B CTPYKTypaTa M0 acHUCTHpaHa PempOoAyKIIMs B MOIXO/AIIA OMaKOoBKa (KOHTEHHeEp -
CIPUHIIOBKHU, €MIPYBETKU U Jp.) U HAMJICKHO €TUKETUPAHU;

7.2.9. mpukItouBa cle acupaius Ha BCUYKU JOCTHITHU 3a MyHKUHUS (POIUKYIU ¢ pa3MepH, 1o-
rojieMu ot 10 mm, cnej KaTo JeKapsAT, U3BbPIUIMII MyHKIUATA, C€ YBEPH, Ye JIMIICBAT Oee3u 32 BhTPEIIHO
(aboMuHATHO) KBPBEHE; MPENopbhyYBa C€ TMOHE 24-9acoBO HAOJIOJEHHWE HA MAllMeHTKaTa C TEPUOIUIHO
OTYNTAHE HAa OIJIAKBAHUATA, OOIIOTO CHCTOSHUE, KOPEMHHUS CTAaTyC, apTepUATHOTO HajsraHe, myjica u
€BEHTYaIHO TeJieCHAaTa TEeMIlepaTypa; MPU JIaHHMU 3a HACTHIIBAIA TEKKA HEKEJIaHa PeaKIus WIH TEXbBK
WHIUACHT CJeBa J1a ce MpearpHeMar CIEHIHO HeOOXOIWMHUTE MEpPKH 3a MbPBHYHA pEaHUMAlUsi U
XOCTIMTAJIM3AIUS Ha )KeHAaTa, ako JTaapOCKOMUAITa € U3BbPIICHA B U3BbHOOJIHUYHHU YCIIOBHS;

7.2.10. BcUYyKM JaHHM 3a MPOTUYAHETO Ha JIAAPOCKOMMATA U Ha MpOoIleaypara Mo MoJy4aBaHe
Ha OBOLIUTH cjenBa Ja ObJaT HaJUIeKHO peructpupanu B juct 3a M3 u B "[IpoTokon 3a mposeneHa
JJarapocKonus'"; Ha MALMEHTUTE CEe U3aBa U eIUKPHU3A.

8. IlocraBsHe Ha eMOpHOHU B MaTOYHATa KyxuHa (eMOpuoTpancdep):

8.1. U3BBpIIBaA C€ OT JIeKap ¢ KBATH(UKAIMSITA, OTPEICIICHAa OT TO3H CTAaHAAPT;

8.2. ocblecTBABa ce IMpH HaIW4YMe Ha IOHE €AWH KauecTBeH (¢ mobpa mopdomorus)
MPEIMMIUIAHTAIMOHEH EMOpPUOH, TIONyYeH Clie]] MPEAXOXKIAII0 OIUIOXKAaHe WHBUTPO WU  CIEJ
KPHUOKOHCEpBAIUs U pa3Mpa3sBaHe;

8.3. He ce nmpeAnpueMa Mnpy HaJIu4Kue Ha CIEAHUTE KOHTPAUHIUKAIUU:

8.3.1. akTHBHA BarmHaJIHA/TICpPBUKaTHA MH(EKITUS WIH Ta30BOBB3MATUTEIHA 00JIECT;

8.3.2. pUCK OT T€XbK OBapHalleH XUIIEPCTUMYIAIIMOHEH CUHIPOM;

8.3.3. nunca Ha IOHE €JUH Ka4e€CTBEH IIPEIUMIUIAHTAllMOHEH EMOPHOH;

8.3.4. neGenrHa Ha MaTOYHATa JIUTABHIIA, TO-MaJIKa OT 6 mm, MPEAU J1a € MPEANPUETO JICUCHHE
3a HEMHOTO YBEJIMYaBAHE;

8.3.5. TeXKHU yCIOXKHEHUS, CICACTBUE HA (POJIMKYJITHA ITyHKIINS,

8.3.6. nmpyru 3a0onsBaHHS ¥ CBCTOSHHUS, TPU KOWUTO 3a4eBAHETO, HW3HOCBAHETO W
poJlopa3penIeHNeTo Ha eJHa OPEMEHHOCT € MTPOTUBOIIOKAa3aHo;

8.3.7. yCTaHOBEH XHUAPOCAIIMUHKC €IHO- WX ABYCTPAaHHO, HE3aBUCHUMO OT BUJAA U CTEIECHTA,
KOWTO MMa KOMYHHKAIMsI C MaTOYHATa KYXHWHA, € OTHOCUTEJIHA KOHTPAaUH/IUKAIIHS, KaTO € MPENOpPbYUTEITHO
ET na ce u3BbpiBa ciell OTCTpaHABaHE HA XUAPOCAIIMUHKCA WM PEHTICHOJIOIMYHO JOKa3aHa JIUIca Ha
KOMYHHKAIIUS C MATOYHATA KyXWHA;

8.4. ce u3BBpIIBA Clie]] B3€TO HHOOPMUPAHO CHITIACHE OT MAI[UEHTHUTE;

8.5. ce U3BBPILBA ClIe]l IpeABAPUTENHA MOArOTOBKA HA MallMEHTKATa, BKIIOYBAILA!

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 25.07.2023 1.



8.5.1. npu HEOOXOIUMOCT - CaHHpaHE Ha BJIATAIUIIETO (IPOMUBKH, JIEKAPCTBEHU NPOAYKTU U
p.);

8.5.2. mpu HyxJa - npemeaukanus (15 - 60 min npeau emOpuoTpanchepa);

8.6. ce u3BBpILIBA B aMOYJATOPHHU YCJIOBUA CJ€l 3aIbJDKUTEIIHO MPOBEACHA TPAHCBArMHAJIHA
exorpadus 3a OIEHKAa CHCTOSHHETO Ha SHYHUIIMTE, KOpEeMHAaTa KyXWHA, MaTkKaTra, U MO-CHEIUaHO -
neOenrHa ¥ BUJ HA €HJOMETPUYMA;

8.7. ce U3BBPILBA C MOMOIITA Ha yCTPOMCTBA 3a MOCTAaBsSHE HA eMOPHOHU B MaTOYHA KyXHHa
(emOpuoOKaTeTpH M BOJAYH 3a TsIX), 32 €IHOKpaTHA (EMOPHOKATETPH U BOJAYM) WIM MHOTOKpaTHA ynorpebda
(Bomaun) (criopenl yIrbTBaHUSTA Ha MMPOU3BOIUTEIS ), MPOU3BEACHN U CePTU(DUIIMPAHU CTIOPE CTAaHIAPTUTE,
BB31puetd B EC (1a HocsaT CE MapkupoBKa); He ce pa3peliaBa U3M0I3BaHEeTO Ha IPUCIIOCOOEHH yCTPONUCTBA
U KOHCYMATHBHM, IpeJHa3HAuYeHU 3a Jpyru Ienu, He3zaBucumo namu ca EC ceprudunupanu (¢ CE
MapKHpPOBKa);

8.8. ce ochIecTBsIBa, KATO B MaTOYHATA KyXHUHA CE MOCTABAT MPEIUMIIAHTAI[HIOHHN eMOPHOHH,
YUHTO OpOil HE MOXKE /1a HaJIBUIIIaBa OTNIPEACIICHUS CIIOPE TO3H CTaHaapT B pazaen IV, 1. 5.5;

8.9. ce cunTa 3a OCBIIECTBEH YCIEIIHO CIleJ MpoBepka OT Ouosiora (emOpuosora) Ha
U3MOJI3BAaHUSl eMOPUOKATEThp 3a 33abp’KaHU B HEr0 €eMOPHMOHM; 3abpKaHUTE eMOPHOHM Morar na Obaar
MIOCTAaBEHH B MAaTKaTa ¢ MOMOIITAa Ha HOB KaTeThp B CHIIUSA JI€H, Ha CIIEBAILUsA JIeH CiIe] KyJITUBALUS WIH
CbXpaHEHH 4Ype3 KPHUOKOHCEpBAIMs 3a IMO0-KbCeH eMmOpuoTpancdep mNpu Jpyr CTUMYIHpPAH WIH
HECTUMYJIMPaH IIUKBJI CJIe/l HACTHIIBAHE HA OBYJIAIIMITA;

8.10. mpenopbUBa c€ OCUTYpPSBAHETO HA MOKOH HA YXKEHATa B MPOIBIDKEHUE HA 15 min cuen
emOpuoTpaHcdepa;

8.11. BCHYKHM JaHHM 3a NMPOTHYAHETO Ha IMOCTABSIHETO HAa eMOpPHOHHTE B MaTOYHATa KyXHHa
cienBa Ja ObJaT HAUIEKHO PErMCTPUPAHU B JIMYHOTO JOCHE HA MAllMEeHTa, KaKTO U B CHOTBETHUTE
JOKYMEHTH, BOJICHH B TAOOpaTOPHITA [0 ACUCTUPAHA PEIPOAYKIIHUS.

9. XurneHHo-IMeTHYeH PeXXHUM, MOIbpIKallla Teparus npe3 JyTeanHaTta ¢asza cliesl acucTHpaHa
penpoAyKIMs, paHHA JuarHo3a Ha OpPeMEHHOCTTa, MOJJPHKKa Ha paHHA OPEMEHHOCT cjel acHCTHpaHa
PETpOIYKIIHS:

9.1. XUTMEHHO-TUETUYEH PEXUM CIIE]l AaCUCTUPaHa PEIPOLYKIIMS:

9.1.1. Ha XeHUTe, Ha KOMTO ca MPHIOXKEHH (OJUKYJTHA MYHKUMS (10X exorpad)Cku WU
JATIapOCKOTICKU KOHTPOJI) W/WIM TIOCTaBSHE Ha €MOPHMOHHM B MaTOYHATa KyXwHa (eMOpuoTpaHcdep), ce
MpenopbyBa U3JaBaHETO HA OOJIHUYEH JUCT 32 BpeMeHHa HepaboTtocnocoOHocT 3a 15 mo 30 nuu;

9.1.2. Ha BCHYKM XEHM, INPEMUHAIM Ipe3 IMporpaMa 3a €IWH WIM JpYyr BMJ acHCTHpaHa
pEenpoAyKIIHS, CIIe/[Ba Ja ce Mpernopbya:

9.1.2.1. BB3aBpKAHE OT (3710)ynoTpeda ¢ alKoX0Jl, IUTapu, HAPKOTHUIIH;

9.1.2.2. BB3aBpKAHE OT TEKBK (PU3HUECKU TPY;

9.1.2.3. npeama3BaHe OT (U3MYECKM U XHUMHYECKH BPEIHOCTH (MOHU3UpaIM JIbYEHUs,
OpPTraHUYHU PAa3TBOPUTEIN U OTPOBHU, TEKKH METANIU U JIp.);

9.1.2.4. nonydaBaHe Ha TOCTaThYHO NIOYMBKA U HOILEH ChH;

9.1.2.5. Mmepku 3a peayLUpaHe Ha CTpeca;

9.1.2.6. BB3BpKAaHE OT KOHTAKT C XOPa, Bb3MOXHU HOCUTENIN Ha HH(EKIIMO3HN 3200 I5IBaHMUS;

9.1.2.7. nepopanHoTo npuemane Ha (osnmena kucenuna B g03a ot 0,4 - 0,8 mg/d.

9.2. llonabpxkama Tepanus Ope3 JyTeanHarta ¢a3a - Ha BCHUYKU JKE€HHU, NMPEMUHAIN Tpe3
IporpamMa 3a KOHTPOJIMpPaHa OBapHaliHa XUIIEPCTUMYJIAIHs C TOCIEIBAI0 HHBUTPO OIUIOKAAHE U TpaHChep
Ha eMOpHMOHM B MaTOYHAaTa KyXWHA, KaKTO W MO TMpeleHKa CleJ] MHAYKIHS Ha OBYJIALUATa W/HUIH
WHCEMUHAIIMS, CJIe/IBa J]a ce Mpernopbya JiyTealHa XOpPMOHAIHA MOIKperna.

9.3. Panna auarsosa Ha OpEMEHHOCT CJIe]] aCUCTHpaHa PENPOIYKIIUS:

9.3.1. moctaBsi ce Ha 0Oa3aTa Ha TPaHCBAarMHAIHO exorpad)CKo HW3CIeBaHE W/WIM KadueCTBEH
W/WIN KOJIMYECTBEH TECT 32 OpEeMEHHOCT (Hal-KOpEeKTHO € OMNpEeeNsHETO Ha CepyMHO HHMBO Ha Oera-
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YOBEIIKH XOPHOHTOHAJOTPOIIMH B MOTEHIIMATHO OpeMEeHHATa KeHa);

9.3.2. "OmoxmMmuuHa" € BCAKAa OPEMEHHOCT, MPH KOATO C€ TO3UTUBHPAT TECTOBETE 3a
OpEMEHHOCT, CJeJl KOETO CepyMHHTE HHMBAa Ha YOBEIIKM XOPHOHTOHAJOTPONHUH CHHMpAT Ja HapacTBaT WIH
3aroyBar Jia crajiaT; cJe/Ba Ja ce uMa NpeBUJ, Y€ KaUeCTBEH TECT 32 OPEMEHHOCT MOKE /1a c€ IO3UTHBHUPA
1o 10 gau cien mpUIoKEHUETO Ha YOBEIIKM XOPHUOHTOHAIOTPOIUH 3a JIyTeallHa MOJKpena;

9.3.3. "knuHu4HA" € Bcsika OPEMEHHOCT, MPHU KOSATO ca MO3UTHBHU TECTOBETE 3a OPEMEHHOCT U
ce BHU3yaim3upa exorpad)Ccku IUIOJIGH CaK C JKBIThYHO MeXypye B MaToyHaTa KyXWHa, eMOpHOHaJIHA
CTPYKTYpa ChC ChbPACYHH ITyJICAIIUY WU € HAJIUIE U3BbHMATOYHAa OpEMEHHOCT;

9.3.4. "texyma" (on-going) € Bcsika OpeMeHHOCT cien HabpmieHH 10 r.c. (T.e. € Hamwmie
pa3BuBail ce Qeryc).

9.4. [lonkperna Ha paHHa OPEMEHHOCT CJIE]] ACUCTUPaHA PENPOAYKIINS:

9.4.1. nanara ce nopaau ¢akrta, 4e rojsMa 4acT OT JKEHUTE ca C XOPMOHAIHHM CMYIIIEHHUS KaTo
NpUYMHA WIA CHITBTCTBAIM OE€3IUIOAMETO, MOopaaud HaMmecaTa B HOPMAJIHOTO (YHKIMOHHMpAaHE Ha OCTa
XUMoTanamyc - xunodusza - SHYHUK - MaTKa 4Ype3 MpUIaraHeTo Ha aHaJIO3W Ha TOHAA0NIHOepHHa,
TOHA/IOTPOIIHU XOPMOHH, CTEPOUHH XOPMOHHU M APYTH WIM MOPaJd HaHECeHaTa TPaBMa Ha SIMUYHHUIIUTE I10
BpeMe Ha (DONMKYJTHATA MyHKLHUS;

9.4.2. MOXe J1a ce OCBILECTBU C €IMH WIH ITOBEYE OT CJIEIHUTE JIEKAPCTBEHU MPOAYKTH:

9.4.2.1. yoBeMIKM XOPUOHTOHAJOTPONMH B noaxoasumu 1o3u 10 10 - 11 r.c.; He ce npenopbuBa
MIPH PUCK OT TEXBK XUMIEPCTUMYJIALIMOHEH CUHIPOM;

9.4.2.2. mporecrepoHn moa (opmara Ha BarMHAIHU KPEMOBE WM OBYJIH, WHXKEKIIMOHHO
MYCKYJIHO WJIM NEPOPaATHO B EKBUBAICHTHU 03U 110 12 - 14 r.c.;

9.4.2.3. ectpaguon 1o 10 - 12 r.c.;

9.4.2.4. ca3MOJIMTUYHM arcHTH;

9.4.2.5. Butamuni ((ponueBa kucennHa, TOKOGEpoI, aCKOPOMHOBA KUCENUHA U JIP.);

9.4.2.6. npyru MeIMKaMEHTH TI0 UH]IUKAIUH;

9.4.3. npenopbuBa c€ XUTMEHHO-AUETUYEH PEHKUM, KAKTO € ONKCaH B T. 9.1.2;

9.4.4. mpu HyXk7Ha ce M3/aBaT JIMCTOBE 3a BPEMEHHA HETPYJIOCIOCOOHOCT M C€ MpEernopbhyBa
JIOMAIIICH WK CTaImoHapeH pexumM "Ha jerno” (bed rest);

9.4.5. mpu BCHYKM ClIy4ad Ha pa3BHBalla ce OPEMEHHOCT CJeJ] aCUCTHUpaHa PErnpoOaAyKIUsI
MpWJIAraHUTe JUArHOCTHUYHO-JIEYeOHU MEpOIpHITHS Clle[Ba Ja ca IO0J METOJAWYHOTO PBKOBOACTBO Ha
€KHIIa, OCHIIECTBUI ACUCTUPAHATa PETPOLYKIHUS, HIIM HAall-MaJIKOTO JAPYT €KUII ¢ T0JJ0OHA KOMIETEHTHOCT.

10. EMOpuopenykuusra:

10.1. u3BBpIIBA CE OT JIEKAp C KBaTU(DUKAIUATA, OTIpe/IeJIeHa OT TO3U CTaHIaAPT;

10.2. u3BbpmIBa Cc€ MPH HAIMYME HA Pa3BHUBAIIa CE€ MHOTIOIUIOAHA OPEeMEHHOCT C HaJM4YUe Ha
MoBEYe OT J[Ba IUIOJHM CaKka B MaTOYHATa KyXHHA, KaTO CTPEMEXBbT € J1a ce MPUBEaT:

10.2.1. TpumogHUTe OPEMEHHOCTH - O ABYTUIOAHU WM €HOILIOIHY;

10.2.2. yeTnpu- 1 oBeye IJIOJHUTE OPEMEHHOCTH JI0 JIBYIUIOTHH, KAaTO IO MPHHIMUI, KAKTO U
cieq; eMOpUOpEeayKIIHs, He ce MPEenopbyBa U3HOCBAHETO U POJOpa3pelaBaHeTO Ha OPEMEHHOCT C IMOBEYE OT
7Ba TUI0/A;

10.3. ¢ BHCOKOpPHMCKOBA HMHBAa3MBHa MPOIEAYypa, M3BBPIIBAHA IO HEMPEKbCHAT exorpad)CcKu
KOHTPOJI Upe3 TpaHCBaruHajlHa UM TpaHCcaOJIOMMHAIHA MYHKIMS HA MaTOYHATa CTEHa U MaTOYHATa KyXUHA
U TIPUJIO’KEHUE HA €JUH OT CJICIHUTE HAUMHU 3a (PeTHuun;

10.3.1. acnupanus Ha CHABPKUMOTO Ha TUIOJHHS cak 0e3 MpuiaraHe Ha XMUMUYHH areHTu (B
CpOKOBE Ha OPEeMEHHOCTTa OT HAa4aIo0TO Ha 6 110 Kpas Ha 7 T.C.);

10.3.2. xapauolneHTe3a Ha eMOPHOHAIHOTO/(PEeTaTHOTO ChpIE U aIUIMKAlMs Ha pa3TBOP Ha
KaJIMeB XJIOpUJ (B CPOKOBE Ha OpeMEHHOCTTa OT Ha4aJIoTo Ha 9 1o kpast Ha 12 r.c.);

10.4. u3BbpIIBa ce MO MPEIEHKA HA JIEKYBAIlIUs €KUM CIe] KOHCYJITUPAHE Ha KeHaTa U HEWHUS
ChIIPYT (IapTHHOP), BHUMATEIIHO Pa3siCHABaHE Ha Bb3MOKHUTE PUCKOBE OT M3BBPIIBAHE WM HEU3BbPLIBAHE
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Ha TIpoIleypara U B3eMaHe Ha TAXHOTO HHPOPMHUPAHO CHIIIACHE;

10.5. HE ce momycka eMOpHOPEaYKIMS MPU ABYIUIOIHA OPEMEHHOCT I10 KeJTaHHue Ha jKeHarta, 0e3
MEJMILIMHCKHU TTOKa3aHMUS;

10.6. u3BbpIIBa ce ciie]] HOArOTOBKA Ha JKeHaTa, KaKTO MpH (POIUKYJIHA IMYHKIIHS;

10.7. u3BbpuiBa ce B aMOyJIaTOPHH YCJIOBHUSA TMOJ JSHCTBHETO Ha 00Ila KpaTKOTpaiiHa BEHO3HA
aHeCTe3Usl, MPU HAJIMYUE HA aHECTE3MOJOTUYEH €KHUIT M TOTOBHOCT 3a CIIEITHA XOCTIMTAIM3AIlUs Ha KEHATa U
U3BBPIIIBaHE MPU HEOOXOJUMOCT Ha OlepaTUBHA MHTEPBEHIIUS; dKeHAaTa OCTaBa Mo/ aKTUBHO HAOIOJeHHE U
IIOKOH B NMPOBJKEHUE HA NTOHE 4 yaca;

10.8. BcHUKM JaHHW 3a TPOTHYAHETO HA €MOpUOpEeNyKIMsITa cleiBa Ja ObIaT HaJIEKHO
peructpupanu B 1ucT 3a 3 u Ha jxeHarta Ja ce u3JaJe enuKpusa.

11. Habupane, KOHCYATHpaHE U Ha3HAYaBaHE Ha WM3CJICABAHUS HA MOTCHIMATHHU JapHUTENd Ha
SINIEKIIETKH.

11.1. O0mu nomoKeHusI:

11.1.1. mOTEeHIMAIIHUTE JAPHUTENN CJe/IBa J1a ca HHOOPMHUPAHH 32 TUATHOCTHYHHUTE MPOIICAYPH
Y U3CJIEeIBAHUATA, KOUTO I1Ie UM ObJaT MPUIOKECHH, U IPUINHHUTE 32 TOBA;

11.1.2. noTeHUMATHUTE MAPUTENIM CJIEABA Ja Ca HASICHO, Y€ TE3W M3CIEIBaHUSA U MPOLEIYypH
MoraT Jia IOBEAaT 0 OTKPUBAHETO Ha HEMOJO3MPAaHU OT TAX ChCTOsHUS wiu Oonectu (Bkia. HIV, npyru
TPAHCMHUCHUBHH 3a00JIIBaHUS, XOPMOHAJIHUA HAPYIICHUS, TCHETUYHU aHOMAJIUHU U TIP.);

11.1.3. npu HaOupaHe Ha [OapUTETU 3a OBOLMTU Clie[iBA Ja c€ MOThbpcH HHpoOpMAIUs 3a
€BEeHTYAIHH MPEIXOKJAlIM JOHAIMA Ha CBHIIOTO JIMIE B APYTH JIEYEOHW 3aBEJICHUs, KaTO C€ CIa3BaT
M3UCKBaHMATA HA T. 5.7 oT paznen IV;

11.1.4. npenoppuuTeNHaTa BB3pPACT 3a JAPUTEIUTE € A0 38 rOJIMHU, KaTO TOBA CE€ MPELEHIBA OT
JIEKyBaIlUs JIeKap;

11.1.5. moTeHHMaTHUTE AapUTENU CielBa Ja ca HasCHO, Y€ MOrarT Ja C€ OTKa)KaT IO BCSIKO
BpeMe OT JIOHOPCTBO IO MOMEHTA Ha M3MOJ3BaHE Ha TEXHUTE OBOIUTH;

11.1.6. HEmoMyCcTUMO € Ja C€ OKa3Ba HATHUCK BBHPXY MOTEHUHAIHUTE TOHOPU Ha SULEKIETKH OT
CTpaHa Ha MEIUIMHCKU TIEPCOHAN, MOTCHIMATHU PEIUIUEHTH, OJIM3KU U POJHUHU HA JIOHOpA WU Ja Ce
npeasiara odjara u3BbsH npeaBuaeHara B T. 11.1.7 komneHcaus;

11.1.7. Bb3MOXHO € JOHOPUTE HA OBOLMUTH JAa ObJAT OOE3LIETIBAHU B PasyMHHU pa3MeEpH 3a
HAIPaBeHH Pa3X0JIv, KaTo OOIIMAT pa3Mep Ha KOMIICHCALIMATA 32 €IHA TPOIeAypa 10 JapsBaHe HE MOXKE J1a
HAJXBBHPJIA TP MUHUMATHHA paOOTHH 3arliaTH 3a:

11.1.7.1. mpTHHU;

11.1.7.2. 3a HacTaHsIBaHE W MPECTOM;

11.1.7.3. 3a oTcheTBUE OT paboTa;

11.1.7.4. 3a npuunHeH quckoM@opT wim 00JIKa;

11.1.7.5. npomycHaTu moi3u (3ary6a Ha Bpeme, Ha THEBHU MPUXOIHU U JIp.).

11.2. CHemaHe Ha aHaMHE3a ¥ KOHCYJTUPaHE Ha MOTEHIUATHU JapUTenu (MHTEPBIO):

11.2.1. mabupaHeTo, KOHCYJNTHPAHETO M Ha3HAYaBaHETO HA U3CJEIBAHMUA Ha IMOTCHIIMATHU
JIOHOPH Ha STHIEKJIETKH CE€ OCBIIECTBSIBA OT JieKap, OTrOBAPSI HA U3UCKBAHUATA HAa TO3U CTAHIAPT;

11.2.2. KOHCYJITHpAITUAT JICKap CJIe/[Ba J1a CHEME MaKCUMATHO MOApOoOHa aHaMHe3a, 0COOCHO 110
OTHOIIICHHE HAIMYUETO HA: CHhPJCYHO-CHIOBH 3a00JsIBAaHUS M HCTOPHUS HA CHAOBU MHIUACHTH, IPEKapaHu
OHKOJIOTHYHH 3a00JIIBaHUs, KAKTO U (DamMIIHa UCTOPHS 3a HAJIUYKME HAa XOPMOHAIHO 3aBUCUMH TYMOPH U
apyru crienuduyHu 3a00MsIBaHUS 32 CEMEHCTBOTO Ha JapuTess, Hali-Bede YyHacleIseMu 3a00JsBaHUs;
MpeKapaHd OT HEro MUHAIM 3a00JIsIBAaHUS M XUPYPTUYHU HAMECH, B TOBAa YHUCJIO CIIOHTaHHU aboOpTH,
HAJIMYUETO HA POJACHU OT JOHOPA Jela U TAXHOTO HEPBHO-TICUXUYHO Pa3BUTHE U 3a00JISIBAaHUS NP THX;

11.2.3. KOHCYNTHpAIUAT JIeKap cliefBa Ja cHeMme moapoOHa iuyHa W (aMuUIHA METUKO-
TeHEeTUYHA aHAMHE3a:

11.2.3.1. nmuHaTa TeHETUYHA UCTOPHS TPsOBA @ U3KIIIOUN MMOTCHIIMATHU JOHOPHU ChC CIEIHUTE
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3a00JsIBaHUA:  TEKKO  MOHOIGHHO  3a0onsiBaHe, TEXBK  BPOIACH  CTPYKTYpeH  jaedekr ¢
MynTH(AKTOPHA/TIOJIUTEHHA €THOJI0THS (Ie(DeKT Ha HeBpaJIHATa TPphOa, BPOJCHA ChpieuHa MaldopmaIus u
1p.); M3BECTHa XPOMO30OMHAa aHOMalus, CBbp3aHa C PHUCK 3a oOpa3yBaHe Ha HeOalaHCHUpPAaHU TaMETH,
NepUUMILIAaHTALIMOHHY 3ary0H, CIIOHTAHHU a0OPTH U pakKJaHe Ha Jella ¢ XpPOMO30MHHU O0JIeCTH;

11.2.3.2. ¢amunnara reHeTHYHA UCTOPHUS TPsOBa Na M3KIIOYM MOTEHIIMAIHU JOHOPH, KOUTO
UMaT POJHUHH OT ITbpPBa CTENEH HAa POJCTBO (pomuTeln, Opar/cecTpa, JeTe) ChC CICTHUTE 3a00SBAHUS U
CHhCTOSTHUS: T€KKO MOHOTEHHO 3a00JsiBaHe, 3a KOETO HsIMa HAJAEKICH IeHETUYEeH TECT 3a OINpe/elsHEe Ha
HOCHUTEJICTBO; XpPOMO30OMHA aHOMAaJMs, OCBEH aKO IMOTEHLHAJIHUAT JOHOP HE € C HOPMaJeH KapUOTHIL;
WHTEJEKTyaleH AehUIUT ¢ HEYTOYHEHA €THUOJIOTHS; TeKKa Majdopmamus ¢ MyaTH(aKTOpHA/TIOIUTeHHA
eTHOJIOTHUS - TpAOBa Ja ce MPElEeHsABAT OTJEJIHO 3a BCEKU CIydaid, KaTo ce B3eMaT MpEeABH] TEKECTTa Ha
MangopMmanusaTa, OTHOCUTEIHUAT PUCK 32 POAHMHU OT BTOpa CTENEH M 0OlaTa MOMyJalliOHHA YecTOTa;
dbamunHo MynTudakTOpHO 3a00JsBaHe ¢ mMpeoliasaBall] reHeTHYeH KOMIIOHEHT B €TOJIOTHATA U C TeXKHU
KJIMHUYHU TOCJEACTBUS - TpsAOBA Ja ce MPELEHSIBAT OTJEIHO 3a BCEKM Cllydaid, KaTO c€ B3eMaT INPEaABH]
TeXeCTTa Ha 3a00JIIBaHETO, OTHOCUTEIHUAT PUCK 32 POJAHMHU OT BTOpa CTENEH U 0o0IaTa MoIyJIaldoHHA
4YeCcTOTa; PU HAJMYHU JaHHHU B CEMEMCTBOTO 32 TEHETUYHO 3a00JI1BaHe, 32 KOETO MMa HA/IeXK/I€H T'eHEeTUYCH
TECT, C€ MPENOopbYBa HACOYBAHETO HA JIOHOPA 3a MEIUKO-T€HETUYHA KOHCYJITAlUsl M T€HETHYEH aHaJIn3;

11.2.4. KoHCyATHpamUAT JeKkap Moxke Ja ce uHpopmupa oT auuyHus jekap (OIJI) Ha
MOTEHLIMAIHUSL JOHOP 3a 3/IPaBOCIOBHOTO MY CHCTOSIHME M 32 BCUUKHM Bb3MOXKHU (PAKTOpPH, KOUTO MOrar Jia
ObJaT MPUYMHA 32 OTXBBHPJIIHE HA KOHKPETHUS JOHOD;

11.2.5. n3rotBs ce mpodun Ha MOHOpA, ChIbpKAN] WHPOPMAIUsS 32 OCHOBHHUTE (PCHOTUITHHU
XapaKTePUCTHKHU, KOUTO CE YHACJIEIsABAaT, KaTo LIBST HA KOCa U OYM, TEH Ha KOXKaTa, PbCT, U JOIMBIHUTEIHU
JIaHHU TI0 JKeJIaHue, KaTo oopa3oBaHue, mpodecus, xooura u ap.;

11.2.6. moTeHUMATHUTE AapUTeNU cielBa Ja ObJaT HaIJIEKHO HHPOPMHUPAHU 3a BCHUUKH
oOcTosiTencTBa U (akTH, KAaKTO U 32 BH3MOXKHUTE PUCKOBE M TOCIEJCTBUS, CBbP3aHU C MPHUJIAraHeTO Ha
KOHTPOJIMpaHa OBapHajiHa XUMEPCTUMYJIALUS U MOJyYyaBaHETO Ha SHIEKICTKH 4pe3 (PONMKyITHA MyHKIHS
o exorpadCcKy WK JIAAPOCKOIICKKA KOHTPOJI, e/l KOETO /1a Ce B3eMe TAXHOTO MH(GOPMHUPAHO CHIVIACHE;
3abJDKUTEIIHO € TPH B3eMaHe Ha WHGOPMHPAHOTO ChIVIACHE Aa OBAAT YIOCTOBEPEHH € abCONMIOTHA
CUTYPHOCT JaHHHWTE 3a JapuTels, KOWTO Ja I[O3BOJIAT HeroBaTa €JHO3HAuHa WJEHTU(UKALUI OT
KOMIIETEHTHUTE JIUIa U OPTaHU 110 ChOTBETEH PeJl;

11.2.7. xoraro nosxy4eHuTe OT JOHOP SIMLIEKJIETKU 1€ CE MOJI3BAT 3a aCUCTHUPaHA PEIPOIYKIIHS
MIpU aHOHUMEH PEIUIHNEHT, CJe/IBa ]a Ce€ OCUTYPH aHOHMMHOCT M Ha JapuTels U TOH Ja ObJe yBEpEeH, ue
Ta3W aHOHMMHOCT IIIe OBJe 3alla3€eHa;

11.2.8. moTeHNIMAIHUTE aHOHUMHU JapUTEU Clie/IBa Ja ObJaT YBEJIOMEHHU, Y€ UM € 3a0paHeHO
Jla TPaBAT KAKBUTO M Ja OWJIO MOCTBIKU 3a YCTAaHOBSBAaHE CAaMOJMYHOCTTa HA AQHOHMMHHUS PELMIIUEHT
(peuunueHTH) Ha TEXHUTE OBOLIUTH;

11.2.9. Touku 11.2.7 u 11.2.8 He ce OTHACAT 0 JAPUTEIUTE HA OBOIUTH 33 TEXHU OMU3KH WIH
POJIHUHU OT >KEHCKH I10J1 10 NpaBa JIMHUS.

11.3. Kputepuu 3a oqo0psiBaHe Ha TapUTEIIH Ha OBOITUTH:

11.3.1. BB3pacrt: ceriacuo wi. 13, an. 1, 1. 1;

11.3.2. 1a He ca mOCTaBEHM MO]1 3aIIpEIICHNUE;

11.3.3. moHe eJHOKpaTHO peanu3upaHa penpoayKTHBHA (PyHKIMS (TIOHE €THO )KUBO JIETE);

11.3.4. nunca Ha TMYHA WK CEMEITHA UCTOPUS 3a HACJIEICTBEHH 3200 IsIBaHUS;

11.3.5. nunca Ha JaHHU 33 TA30BOBB3MANIUTEIHA OOJIECT;

11.3.6. nunca Ha TMYHA aHAMHE3a 3a TPAHCMHUCHBHH 3a00JIsIBaHUS;

11.3.7. neratuBuu TecToBe (nurca Ha uHdekus) 3a HIV, HBV, HCV u cudwunuc;

11.3.8. numca Ha 3a007sBaHUS M CHCTOSHUS, KOUTO KPHUAT CHUIECTBEH PHCK 32 3JpaBETO U
KUBOTA Ha JIapUTelIs WIK 3a YBpeKJaHe Ha Heropara ObJelia pernpoyKTUBHA CIIOCOOHOCT;

11.3.9. He ce paspeimiaBa JOHOPCTBO HA OBOLUTH OT JKEHHM C €IMH OTCTPAHEH SIUYHUK WU
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TaKMBa, KOUTO €A C €JIUH SIHYHUK I10 POKJICHUE.

11.4. HeoOxoauMu U3CiIeIBaHUS U TIPETIICIN:

11.4.1. 3a TpaHCMHCHUBHHY 3200JISIBAHUS - CEPYM:

11.4.1.1. Anti-HIV-1,2 unun HIV Ag/Ab;

11.4.1.2. HBsAg u Anti-HBc;

11.4.1.3. Anti-HCV nmn Anti-HCV Ag/Ab;

11.4.1.4. HTLV-1 npu unauKamnmu;

11.4.1.5. (cierududen) 3a cuduimc;

11.4.2. nepBukanna nuroHamaska (PAP);

11.4.3. MUKpOOMOJIOTMYHO M3CJIEIBAaHE HA BIIAarajUILEH/IIEpBUKATICH CEKPET;

11.4.4. XopMOHAJTHU U3CJIEIBAaHUS B HAYaJIOTO HA MEHCTPYaIHUS LUKBJ;

11.4.5. ruHeKoNIOTWYEH MPETe/ U TpaHCBaruHallHa exorpadus Ha MallbK Ta3;

11.4.6. IIKK, CYE, buoxumus u xemocrasa (1 - 7 qau npeau GomKyiHaTa MyHKIINA).

11.5. Jlaputenn Ha SHIEKIETKH MoraT Ja ObJaT W JIUIA, KOUTO MMAT KPUOKOHCEPBUPAHH
ainexineTku. Heo0xoauMo e Te3u Juia ja OTroBapsAT Ha yCIOBHATA 3a MOJA00p HA TIOHOPHU, KaTO Bb3pacTTa
ce B3eMa IIpeJBUJ] KbM MOMEHTA Ha JlapsiBaHe U 3aMpa3siBaHe HA AWLIEKIETKUTE. 3abJKUTEIHO CE OBTAPAT
BUPYCOJIOTUUHUTE M3ClenBaHusA. JlapuTenar mpenocTaBs HOTApUAIHO 3aBEpPEHa JeKjapauus, 4e
JO0OPOBOJIHO J1apsiBa PENPOIYKTUBEH MaTepHUall.

11.6. Japutenu Ha emOpuoHM MoraT na ObIaT W JUIA, KOUTO HUMAT KPUOKOHCEPBUpPAHU
emOpronn. HeoOxoaumo € Te3um JMia Ja OTroBapsT Ha M3UCKBAHHATA 32 MOJOOp Ha JOHOPH IO Ta3H
HapenOa. 3aIbIKUTEIIHO C€ MOBTapsT BUPYCOJOTUYHUTE M3CJEABaHMS B MOMEHTA Ha JapsiBaHE U HE TO-
paHo oT 6 Mecena ciie]] Ipoleaypara Mo OIUIOKAAHE U PEATTM3UPAHETO Ha )KUBO PaKJaHE MPU NAlUEHTKaTa.
JlapuTenure NpenoCTaBsIT HOTAPUAIHO 3aBEpEeHa JeKiapanus, Y€ M JBaMaTa MapTHHOPH J10OPOBOJIHO
napsiBaT penpoAyKTUBEH MaTepual.

11.7. lapern eMOpHOHM MOTaT Jia ce MPeJoCTaBsAT aHOHMMHO OT €/Ha JBOWKa, CaMO Ha eJHa
JBOMKA WJIM €AVH PELUIIHUEHT.

12. Unaukanmu 3a acuCTHpaHa PenpoayKIUs C TOHOPCKU KIETKU WK eMOPHOHH:

12.1. mpexxieBpeMeHHa SITUHUKOBA HEIOCTaThYHOCT - €CTECTBEHA (M3UYEpIIaH SIHTUHUKOB PE3EPB)
WM ATPOTEHHA BCIIEJCTBUE HA ONEpalys, XUMUOTEpAUs WU JIbYEIICUCHHE;

12.2. reHernyHu 3a00JIIBaHHSA, KOWUTO BOJAAT JO HEpPA3BUTHE HA SMYHULUTE WIA [0
o0pa3yBaHETO Ha HET'OJIHU SIMIIEKIIETKH;

12.3. HamUYMeTO HA TEXKW TEHETUYHU 3a00JsIBAaHUS, KOUTO KPHAT PHCK OT TpeJaBaHE B
MOKOJIEHUETO U 0€3 JIpyra Bb3MOKHOCT 3a MPEBEHIHS;

12.4. Hamuuue Ha TOHE TPU HEYCIEUIHW OMHTAa ChC COOCTBEHU SIHIEKJIETKU IMOPAAU JIOLI
OTTOBOD, JIOIIO KAYECTBO HA OBOLIUTUTE/€MOPHUOHUTE U JIUTICA HA UMILIAHTAIIHS.

13. KoHTpanHauKaluu 3a aCUCTUPaHA PETIPOTYKITUS C TOHOPCKHU STHIEKISTKU WU eMOPUOHU:

13.1. manuuue Ha TpUApPYXNKABalM 3a00JIBaHHUS W CBCTOSHHUA, MPU KOUTO 3aYEBAHETO,
M3HOCBAHETO U POAOPA3PEIICHUETO Ha OPEMEHHOCT € MPOTUBOMOKA3aHO U KPUST PUCK;

13.2. Hannume Ha KOHTPAWHIUKAIIMY 32 U3BBPIIBaHE HA eMOpuoTpancdep;

13.3. HacThIBAaHETO Ha €CTECTBEHATa MEHOIAy3a IMpPU PEUUIHEHTa € OTHOCUTEIHA
KOHTpaWHIUKAIMs, KaTo ce MpEenopbyBa Jla He Ce M3BBPIUBAT MPOLEIYPH C JOHOPCKH OBOLIUTH/€MOPUOHH
Ha JKE€HHU CJIe]l HaBbpIIBaHE Ha 51 roauHM.

14. JIunicata Ha KOHTPaWHJMKAI[UU CE€ YJOCTOBEPSBA JOKYMEHTAJIHO C HAJIMYME HA CTAHOBUIIE
OT KapAHOJIOT, MaMOJIOT M UHTEPHUCT 3a JINIICA Ha MMPOTHUBOIIOKa3aHUE 3a 3a0peMeHsIBaHe, KOUTO Ja Obaar
W3/1aJICHU He IToBeYe OT | roanHa npeay mpoBexX1aHe Ha MHBUTPO NPOLEaypa.

Pazgen VII
Hacoxwu 3a 0M010ruH4HO-71200pATOPHHU METOAM NIPH U3BBPIIBAHE HA ACHCTHPAHA
penpoayKuus
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1. OOuM N3KUCKBAaHUS: BCHUKU OMOJIOTUYHO-Ta00pAaTOPHU METO/IU CE€ U3BBPILBAT:

1.1. camo ot mpaBocniocoOoHuUTE Jtia 1o pazzaen I, 1. 5 u 6;

1.2. mpu cria3BaHe Ha Ta3u Hapenoa;

1.3. B cpenn 1 ¢ KOHCyMaTUBH, KOUTO Ca:

1.3.1. 3a enHOKpaTHa ynoTpeoda;

1.3.2. crepunny;

1.3.3. INTOHETOKCUYHMU;

1.3.4. uzrorBenu cwrriaacHo npuerute crannaptu B EC u umar ceptudukar 3a ToBa;

1.3.5. B cpoK Ha rOAHOCT;

1.4. npu cna3BaHe Ha U3NCKBAHMATA 32 €ETUKETHUPAHE HA MAaTepHalla U OCUTYpsIBAHE HA yCIOBHS
3a MpOCJeIIeMOCT ITbTS Ha MaTepualia, KOMTo ce 00paboTBa, 1 KOHCYMaTUBUTE, KOUTO C€ MOJI3BAT;

1.5. B KOHTpoiMpaHH YCJOBHsS Ha OKoiHata cpena (cwria. pasmen VIII), korato ToBa e
HEOO0XO/IMMO U € OT KpUTHYHO 3HAUYEHHUE 32 KAYECTBOTO M 0€30MacCHOCTTa Ha KIETKUTE;

1.6. cnopen pa3nucanu, Banuaupanu u ogooperu COIL.

2. ExcriepTH3a Ha ClIepMaTO30M/IM 32 LEIUTE HA aCUCTUpaHaTa PEnpoayKLUs:

2.1. u3BbBpIIBa C€ CHIVIACHO MOCIeAHUTE MyOnuKyBaHu kputepuun Ha C30 W/HiIKM CTPUKTHUTE
kputepuu Ha Kprorep 3a Mopdosorus Ha criepMaTo30uanuTe (B CllyyauTe, KOraTo U3CIeIBaHUAT MaTepual e
MIOJIyY€H 4pe3 eAKyIalus);

2.2. ce OCBILECTBsBA cle/l MOJy4yaBaHEe HAa CEMEHHA TEYHOCT OT MbXa - OOEKT Ha M3ClIeBaHe,
4pe3 eUH OT CJICJHUTE HAUMHHU:

2.2.1. upe3 mactypOanus;

2.2.2. ype3 eNneKTpPOCTUMYJIAlMs Ha eSKYJIALNATa;

2.2.3. upe3 nepkyTtanHa ouorncus Ha enuauauma (PESA);

2.2.4. ype3 mukpoxupyruuHa 6uorncus Ha enuguanma (MESA) unu tectuca (TeSE);

2.5. ce oChLIECTBSIBA TIOCPEACTBOM:

2.5.1. MUKpOCKOIIMpaHe Ha CIIEPMATO30U/IH;

2.5.2. xomnroTepHOacucTupan criepmaiet ananus (CASA);

2.6. BOIU JI0 TEHEpUPAHETO Ha MHPOPMAIHS, KOSITO C€ 3allMCBa B ChOTBETHUTE PETUCTPH, BHPXY
¢ui 3a "Pe3ynaratu ot ciepmaineH aHanu3" WIKM B CbOTBETEH pa3zes Ha eMOPHOJIOTMYHMS IPOTOKOJ U/HUIH
KOMIIIOTHPHA 0a3a JaHHH.

3. O0OpaboTka Ha ceMEHHA TEUHOCT 3a LIEJIUTE Ha aCUCTUPaHaTa PEHpOLyKIIHSL:

3.1. BKJIFOUBA METO/IM 32 M30JIMPAHE HA CIIEPMATO30MIM U TSAXHATA CEJIEKIIMS Upe3:

3.1.1. neHTpodyrupane B XpaHUTEIHU CPEIH U IITBTHOCTHH TPAIUCHTH,

3.1.2. npoMuBaHe B XpaHUTEIHU CPEAH;

3.1.3. ceauMeHTanus, pecyClHeHAMpaHe WIM M3IUIyBaHE (SWim-up) Ha HU30JIHUpaHUTE
CIIEPMAaTO30MI;

3.1.4. mukpodayuaHa cucteMa (MUKPOYHIT) 32 U30JIMPAHE HA YOBEIIKH CIIEPMATO30U/IH;

3.1.5. MACS (Magnetic activated cell sorting) - MarHuTHO KIETHYHO CeTMapUpaHe Ha
cniepmaro3on i ¢ Bucoku HuBa Ha JIHK ¢parmenranus;

3.2. BOOU M J0 TEHEpUPAHETO Ha MH(OpMalLMs, KOATO C€ 3alKCBa B CbOTBETHUTE PETUCTPH,
BBpXY ¢ui 3a "Pe3ynrar or 00paboTka Ha ceMEHHA TEYHOCT" UM B ChOTBETEH pa3zei Ha eMOPHOIOrHYHHS
MIPOTOKOJI W/WJIM KOMITIOThPHA 0a3a JaHHU;

3.3. oOpaboTkara Ha ceMEHHa TEYHOCT 3a IeJUTEe Ha acUcTUpaHaTa penpoaykuus ot XIMB-
MO3UTUBHU M XENaTUT-NIO3UTUBHU NAlMEHTH CE€ M3BBPIIBA Pa3[eIHO OT OCTAHAINTE NAaIMEHTH, IpU
cieasane Ha cnenuanHu COII 3a 06paboTka 1 npedyrcTBaHe Ha esKyjaTa OT BUPYCHU YAacTHUIM, KaTo Ipeau
ynotpeba mpoba ot npeyrcTeHust MaTepual ce uzciensa upe3 NAT 3a nannuue Ha BupycHa JJHK/PHK.

4. CpxpaHeHHE HA CIIEPMATO30UIH:

4.1. 3a HemocpexacTBeHa ymnoTpeda (10 24 wyaca) ce M3BBbpLIBA NpU CTaifHA WIM TeJecHa
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Temneparypa (B MHKyOaTop/TepMOCTaT), B XPaHUTEIHU CPEAM B 3aTBOPEHM, CTHKETUPAHU KOHTEHHEpPH
(empyBeTKH | 11p.);

4.2. 3a MO-IBJITY MEPUOJIH C€ OCHILIECTBSIBA Ype3 KPUOKOHCEPBALIHSL:

4.2.1. cnen mpubaBsiHe HA TOIXOIAII KPUOTIPOTEKTOP;

4.2.2. B mOAXOS1II €TUKEeTUPaH (KOAUpaH) KpUOKOHTeHep (cryovial, meiiera u nip.);

4.2.3. cnem mporeaypa Ha 3aMpa3sBaHe 10 CHOTBETEH IPOTOKOJ Chc/Oe3 ToMoImTa Ha
aBTOMATH3HpPaAH 3aMpPa3UTel;

4.24. m mocraBsHE B MOAXOJAI] 3a CBXPAHEHHETO [I0APOB ChJA (3a TEUYEH a30T) WIHU
HUCKOTeMIIepaTypeH ¢gpusep (¢ rapaHTupaHa Temreparypa, nmo-aucka ot -130 °C);

4.3. cbXpaHsABaHEe Ha CIEPMATO30MIM OT MAIMEHTH C MOJOXKHUTEIHU CEPOJIOTHYHH PE3yITaTH 3a
HOCHTEIICTBO Ha TPAHCMUCUBHH HWH(EKIMH C€ OCHIIECTBSIBA B ITOCBETEHH KPHOCHIOBE OTACTHO OT
OCTaHAJIWTE TMAlMEeHTH, KAaTO 3a MUHUMH3UMpaHE Ha pHUCKa OT KPOCKOHTAMHUHAIMS C€ IMpernopbyuBa
ChbXpaHEHHE B TazoBa (a3a (Ha a30THHU MapH) B MOIXOMAIIM 32 IeNITa KPHOCHIOBE U MPH CTPUKTEH KOHTPOJI
Ha TeMIepaTypHUTE UHTEPBAJIHU;

4.4. BoIu U 10 TEHEPUPAHETO HAa MH(OPMAIH, KOSTO CIIE/Ba Ja CE PErucTpUpa B ChOTBETHHUTE
PErucCTpH, MOAXOISI MPOTOKOJ M/WUIM KOMITIOThpPHA 06a3a JaHHHU;

4.5. ce u3BBpILBA ClIe]] NOTyYaBaHe HA MUCMEHO MH(OPMUPAHO ChIIacHe OT MALMEHTa, B KOETO
€ 3asBEH MPEANOYNUTAHUAT OT HEr0 JIOTOBOPEH CPOK 33 ChbXpaHEHHE, KAKTO M BOJISITA My IO OTHOILICHHE HA
pasnopexaaHeTO ¢ KPHOKOHCEPBUPAHUTE TAMETH:

4.5.1. cnen m3TUYaHE HA JOTOBOPEHUS CPOK 32 ChbXPaHEHHE:

4.5.1.1. 6;okupaHe U yHUIIIO)KABAHE,

4.5.1.2. napsiBaHe 3a Hay4YHHU U3CIIEABAHMUSI,

4.5.1.3. napsiBaHe 3a HM3II0JI3BaHE B IpOLEAypa IO aCUCTUpPaHA PENpOIYKIUS Ha aHOHHMEH
PEIUIKEHT; B TO3U CIIy4ail MalMeHTHT TpsOBa Ja OTroBaps HAa BCUYKW M3MCKBAHUS 3a JOHOpP Ha raMeTH,
BKJI. J1a 1ajie ChIilacue 3a TOBTOPHH CEPOJIOTUYHM U3CIIEIBAHMS 32 TPAHCMUCHBHH WH(EKIINH HE TIO-PaHO OT
6 Mecena ciel KpMOKOHCEpPBUPAHETO Ha TaMETHTE;

4.5.2. B city4aii Ha CMBPT:

4.5.2.1. 6;iokupaHe U yHUIIO)KABAHE,

4.5.2.2. napsiBaHe 32 HaAyYHH U3CJIECABAHUS;

5. IlpenocraBsiHe Ha CIEPMATO30MIU B APYTHU JI€UCOHU 3aBEACHHUS:

5.1. ce U3BBPILBA MIPH €IHA OT CJIIETHUTE Bb3MOKHOCTH:

5.1.1. mpu MapTHBOPCKO AapsiBaHE - B KPUOKOHCEPBHUPAHO CHCTOSIHWE WM cienl o0paboTka 3a
MHTpayTepUHHA NHCEMHUHAIINS;

5.1.2. mpu HENapTHHOPCKO JapsiBaHE - B KPHOKOHCEPBUPAHO CHCTOSHUE UJIH CJIe]l pa3Mpa3siBaHe
3a UHTpayTepUHHA WHCEMUHAIIVS,

5.2. ce wu3BBpIIBA, KAaTO NpPEJABAaHETO M TPAHCIOPTHPAHETO HA CIEPMATO30UIUTE Ce
OCBILECTBSIBA C TPAHCHOPTEH JIUCT (MaHU(ECT) W MPUAPYKUTEIHO MUCMO (¢uir), ¢ aTpuOyT CHIIIACHO
TO3U CTaHJIAPT;

5.3. mpenocTaBsSHUTE CIEPMATO30MIN 33bJDKUTEIIHO C€ IPUIPYKAaBAT OT MPOTOKOJI, ChIBPIKAILL]
nHpopMaIusa 3a M3MOI3BAHUTE J1a0OpPaTOPHU METOIM M KOHCYMAaTHBH 3a €KCIepTu3a, oOpaboTka u
KPHUOKOHCEpBAlHs, KaKTO U 32 MepHoa U YCIOBUATA HA ChXpaHEHHUE.

6. [Ipuemane Ha criepMaTO30UIM OT APYTH JICYCOHU 3aBEICHUS:

6.1. ce pa3pemaBa €IMHCTBEHO aKO NPENOCTaBsIlaTa OPraHU3allds MPUTEkKaBa BAIHIHO
paspelieHne/y1I0CTOBepeHre 3a ISHHOCTH M0 aCHCTUpaHa PEMpOIyKIHMS Ha TepUTOpHsITa Ha beirapus wmu
Jpyra cTpaHa - yieHka Ha EBpornelickus cbhi03, U3/1aJIeHO OT ChOTBETHUTE KOMIIETEHTHU OPTaHu;

6.2. ce paspemiaBa, ako JEHHOCTHTE IO B3€MaHe, EKCHEepTH3a, 00pabOTKa, €TUKETUpaHE U
CBbXpaHsBaHE Ca W3IBJIHEHH B CHOTBETCTBHE C HM3UCKBAaHHMATA HA TO3M CTAaHAAPT W/WIM JUPEKTHBH
2004/23/EC, 2006/17/EC u 2006/86/EC, kato TOBa ce YAOCTOBEpsBa C MOIXOMSIl CepTU(UKAT WIH
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IIPOTOKOJT;

6.3. Ipu IIpUEeMaHe Ha CIIEPMATO30U I OT JIeYeOHO 3aBe/ieHne W3BbH bhirapus ce HoTuduImpa
oT M3nbaHuTenHara areHuus "MeauIMHCKU HaJ30p" IPeH MmocieiBalia ynoTpeoa.

7. Excneptusa Ha (oJIMKyIapHU TEUHOCTU WIIH OBOLIMTHU:

7.1. BKJIIOUBA IEWHOCTH II0:

7.1.1. excrieptu3a Ha (OJMKYJIAPHU TEYHOCTH, TOJTYYEHH OT CHIIOTO WJIH JIPYro JiedeOHO
3aBe/ICHUE;

7.1.2. uaeHTUHUKAIMSA HA OBOIIUTHO-KYMYJTYCHH KOMILUIEKCH;

7.1.3. ekcnepTv3a Ha OBOUUTH NPEAW OIUIOKIAAHETO KM 4Ype3 KIACUYECKO HHBUTPO WIIU
MHTPAIMTOIIa3MEHO UHKeKTUpaHe Ha crepmaro3ounu (ICSI);

7.1.4. excnepTu3a Ha OBOLUTH 32 OLIEHKA HAa OIUIOKIAHETO MM 4pe3 KJIaCHMYeCKO HHBHUTPO
OILJIOKJaHe UM MHTPAIMTOIUIa3MEHO HHXKeKTHpaHe Ha criepmaTozouan (ICSI);

7.1.5. ekciepTr3a Ha OBOLIUTHU MPEAU U CIIE]] KpUOKOHCEPBAIIUS;

7.1.6. excnieptusa Ha (OIUKYIAPHU TEUHOCTU U OBOLUTH MPEIH TAXHOTO YHUIIOKABAHE;

7.2. U3BBpIIBA CE:

7.2.1. ype3 MUKPOCKOIIMPAHE ChC CTEPEOMUKPOCKON, HHBEPTEH MUKPOCKOI H JIp.;

7.2.2. npu Hy*/a ¢ (pOTO- U/UIH BUJEOAOKYMEHTUPAHE;

7.2.3. B KOHTPOJMPAHH YCIIOBUSI ChC CTPEMEK 32 MUHUMAJIHA EKCIIO3UIMSA Ha (PaKTOpUTE HA
BBHIIHATA CPeJia;

7.3. BoaM 10 reHeprpaHe Ha nH(pOpMaIHs, KOSTO CIIeBa Ja CE 3allMCBa B CbTBETHUTE PETUCTPH
1 eMOPHOJIOTUYEH TTPOTOKOJ M/WIH KOMIIOTHPHA 0a3a TaHHH.

8. ObpaboTKa HA OBOIUTH:

8.1. BKiIIOYBA IEWHOCTH T10:

8.1.1. mpexBBpIISIHE HA OBOLMTH OT €IMH KOHTEIHep (MeTpH, epyBeTKa) B JPYT;

8.1.2. mpoMHBaHE HA OBOLIUTH C XPAHUTEIHU CPEN;

8.1.3. MaHUITyIaMK BBPXY KyMYJIyCHUTE KJIETKH U KopoHaTa (corona radiata);

8.1.4. KynTUBaIMs B XpaHUTEIHU CPEAU ITPU KOHTPOJIUPAHU YCIIOBHS;

8.1.5. MHCeMUHUpaHe Ha OBOLIUTHU ChC CYCIIEH3UsI OT 00pabOTEHU CIIEpMaTO30UIU B XpaHUTEIIHA
cpena;

8.1.6. om0k /1aHe Ha OBOIIUTH Upe3 UHXKEKTHpaHe Ha eAMHUYHU criepmaTozouau (ICSI);

8.2. Bomu [0 TeHepupaHe Ha WH(POpMalUs, KOSTO CJelBa Ja CE€ 3alKucBa B CHOTBETHHUTE
PETUCTPHU U eMOPHOIOTHYECH MTPOTOKOJI /UM KOMITIOThpHA 0a3a JaHHH.

9. ExcriepTrza Ha nmpeIuMITTIaHTAIIMOHHU €eMOPUOHHU:

9.1. BKIItOUBA JIEUHOCTH TIO:

9.1.1. omeHka Ha 3UTOTH IO OTHOIIEHHWE Ha Opos, pa3MONIOKEHHETO W CTPYKTypara Ha
MPOHYKJICYCUTE UM, MOJIIPHUTE UM Tellla, IUTO30J1a, KAKTO ¥ Ha HAKOU APYTH MOKa3aTelNy;

9.1.2. omeHka Ha JeNsIM C€ NPEIUMIUIAHTAIMOHHM €MOPHOHU (O KOMMAKTH3alus) IO
OTHOIIIEHWE Ha Opos, popmara, pasMoJOKEHHETO M CTPyKTypaTa Ha Ojmactomepute uM, zona pellucida,
HAJIMYMETO U E€KCTEeH3WBHOCTTA (B % OT o0mus o0eM) Ha aHyKJeapHUTE (parMEeHTH, KaKTO U Ha HSIKOU
JpyTH MOKa3aTeH;

9.1.3. omleHka Ha NpPEAUMIUIAHTAIIMOHHH €MOpHUOHM - OJACTOLMCTH, IO OTHOUICHHWE Ha
CTPYKTypaTa U CTEIeHTa Ha pa3BUTHE Ha OJacTOIMCTa, 00eMa U CTpyKTypaTa Ha OJacTOLMCTHATa KyXUHA U
BBTpEIIHATA KJIEThYHA Maca, Opos U Mop(oJIoTuaTa Ha TPOPEKTOIEPMATHUTE KIETKH U JPYTH MMOKA3aTeNH;

9.1.4. cenexuus Ha MpeIUMIUIAHTALIMOHHU €MOPHUOHM 3a MOCTAaBsIHE B MAaTOYHATa KyXHHa, KaTo
ce MpemnopbyuBa BCSAKO Jie4eOHO 3aBeleHHE Ja IO0JI3Ba CTaHAApTHa CKOpPOBa CHCTEMa 3a KadyecTBO Ha
eMOpuoHHTe (BKJI. pazpaboTeHa coOcTBeHa Wi MoaudHIMpaHa);

9.2. u3BBpuIBA CE:

9.2.1. upe3 MUKPOCKOIIUPAHE ChC CTEPEOMUKPOCKOII, UHBEPTEH MUKPOCKOII U JP.;
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9.2.2. mpu Hy*)7a ¢ (OTO- W/WIK BUICOJOKYMEHTHPAHE;

9.2.3. B KOHTPOJIMPAHU YCJIOBHS ChC CTPEMEXK 3a MHUHHMAIHA €KCIO3WUIUS Ha (PaKTOpHUTEe HA
BBHIIIHATA CPEIa;

9.2.4. npu BB3MOXKHOCT MOXE Jla C€ U3BBPILIBA MUHUMAIHO-UHBA3UBHO UYpe3 HU3IIOJI3BAHE Ha
amapaTypa 3a KyJTHBHpaHE C UWHTETPUPAHU CpPEACTBA 3a JUCKPETHO MHKPOCKOMHpaHE U
¢doronokyMeHTHpaHe (TaliMIiIaliC CHCTEMH), NMPH YCIOBHE Y€ ChIaTa € KBaIU(HUIMpaHa U 32 Hes HMa
Banmaupana COIT;

9.3. Bou 110 reHeprpaHe Ha nH(pOpMaIHs, KOSTO CIIeBa Ja Ce 3allMCBa B CbTBETHUTE PETUCTPU
1 eMOPHOJIOTUYEH TPOTOKOJ M/WIH KOMIIOThPHA 0a3a TaHHH.

10. O6paboTKa Ha IpeAUMITTIAHTAIIHOHHN EMOPHOHU:

10.1. BKIIFOYBa AE€HHOCTH II0:

10.1.1. mpexBbpIisiHEe HA eMOPUOHHU OT €MH KOHTEHHEp (IeTpH, enpyBETKA) B IPYT;

10.1.2. mpomMuBaHe Ha eMOPHOHH C XPAHUTEIIHU CPE/IN;

10.1.3. Bw3meiicTBus BbpXy zona pellucida ¢ menm acucrupane Ha wu3mronBanero (assisted
hatching) ¢ momorra Ha pU3MYHYN WM XUMAYHU ar€HTH;

10.1.4. xynTuBanus B XpaHUTEIHHU CPEIU IIPU KOHTPOJIIMPAHHU yCIIOBHS;

10.1.5. Owomcus Ha Omacromepu (C TOMOIITa HAa MHKPOMAHUIYJATOp) 3a IEJIUTE Ha
npeAuMIUIaHTallMOHHUTE reHeTuYHU TecTose (I11T);

10.1.6. 3apexxnaHe Ha eMOpPUOKATETPU 3a MOCTaBSIHE HAa MPEIUMIUIAHTAIMOHHU eMOPHOHU B
Tsano0to Ha xeHarta (ET);

10.2. u3BBpIIBAa C€ B KOHTPOJMPAHU YCIOBHUS ChC CTPEMEX 33 MHUHUMAJIHA €KCIIO3MIUS Ha
(dakTopuTe Ha BHHIIIHATA CPEAA;

10.3. Bogu 1m0 reHepupanHe Ha WHGOpMAIMA, KOSITO ClelBa Ja CE 3alicBa B CHTBETHUTE
PETUCTPH U eMOPUOIIOTUYEH MPOTOKOJ /UM KOMITIOThpPHA 0a3a JaHHH.

11. CpxpaHsBaHEe Ha OBOLIMTH U NPEIUMIUIAHTAIUOHHN EMOPUOHH:

11.1. ce ochiiecTBsIBa Ype3 KPUOKOHCEPBAIIHUS:

11.1.1. cnen mpubaBsiHE HA TOIXOASII KPUOTIPOTEKTOD;

11.1.2. B moaxozsmi eTukeTHpaH (KoIupaH) KpUOKOHTeWHep (cryovial; meiieta u np.) uUiam
Hocuten (cryotop);

11.1.3. cnen mponieAypa Ha 3aMpa3siBaHe 10 METO/1a BUTPUPUKAIIHS;

11.1.4. v mocTaBsiHE B MOAXOIAI 32 CHXPAHEHHUETO J0APOB ChJI (3a TeUEH a30T) (C rapaHTUpaHa
TeMIeparypa, no-uucka ot -130 °C);

11.2. cbxpaHsBaHe Ha OBOLMTH M NPEIUMIUIAHTALIMOHHM €MOPHMOHM OT TAIMEeHTU C
MOJIOKHUTEITHU CEPOJIOTUYHU PE3yNTaTH 32 HOCUTEJICTBO HAa TPAHCMUCHBHM MH(EKIMHU CE OCBIIECTBSIBA B
MIOCBETEHU KPUOCHIOBE OT/AETHO OT OCTAHAJIUTE OBOLUTH U EMOPUOHH;

11.2.1. 3a MUHUMH3MpAaHE HA PHUCKA OT KPOCKOHTAMHUHALMA CE€ NPENOopbuBa ChbXpPAHEHUE B
razoBa ¢aza (Ha a30THU MapH) B HNOAXOAIIM 3a TO3M METOJ HAa ChbXPaHEHUE KPHUOCHIOBE U IPU CTPOT
KOHTPOJI Ha TEMIEepaTypHUTE HHTEPBAIIH;

11.2.2. mpu nunca Ha noaxoxsmo obopynBane u COII 3a pa3nenHO ChXpaHEHHE Ha TaKUBa
raMeTu M 3UroT, Je4eOHOTO 3aBe/IeHHEe HAMa MPaBO Ja OCHILIECTBSBA TE€3M JACHMHOCTH 332 CEPONO3UTUBHU
MAIUCHTH;

11.3. Bogu 110 reHepupaHe Ha HHQOpMAIMs, KOSTO CleIBa Ja CE 3alicBa B CHOTBETHUTE
PETUCTPH U eMOPUOJIOTUYEH MMPOTOKOJ /WM KOMITIOThPHA 0a3a JaHHH;

11.4. cpxpaHsiBaHe HAa OBOIIUTH CE€ W3BBPIINBA CJIE] MMOJyYaBaHE HAa MUCMEHO HH(POPMHUPAHO
chbrjacue OT MallMeHTKaTa, B KOETO € 3asBEH NPEIINOYUTAHHIT OT Hesl JOTOBOPEH CPOK 3a ChXpaHEHHE,
KaKTO U BOJISATA U 110 OTHOILIEHUE Ha Pa3NOPEkAAHETO C KPUOKOHCEPBUPAHUTE FAMETH:

11.4.1. cnen u3TMyaHe HA IOTOBOPEHUS CPOK 3a ChXPAHEHUE:

11.4.1.1. 6nokupaHe U YHUILOKABaHE,;
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11.4.1.2. napsiBaHe 3a HAy4YHU U3CJICBAHUS;

11.4.1.3. napsBaHe 3a M3IOJ3BaHE B MPONEAYypa MO ACUCTHpPAHA PENPOAYKIMS HAa aHOHHUMEH
PELMITMEHT; B TO3U CIy4ail MalueHTKaTa TpsAOBa Ja OTroBapsi Ha BCUYKH M3MCKBAaHUS 3a JOHOP HAa raMeTw,
BKJI. JIa J1aJie ChIJIacue 3a MOBTOPHU CEPOJIOTUYHM U3CIIEBAHUS 32 TPAHCMUCUBHU MH(EKIIUU HE TI0-PaHO OT
6 Mecera cieji KpMOKOHCEpBUPAHETO Ha TaAMETHTE.

11.4.2. B cmyuail Ha CMBPT:

11.4.2.1. G10KUpaHe W YHUIIO)KABAHE;

11.4.2.2. napsiBaHe 3a HAyYHH U3CIICBAHUS;

11.5. cbxpaHsBaHEe Ha NPEIUMIUIAHTAMOHHU €MOPHOHU C€ HM3BBPILBA ClIE] IOJIydaBaHE Ha
MUCMEHO WH(OPMHPAHO ChIJIACHE OT JBaMaTa MapTHHOPH, B KOETO € 3asBEH MPEANOYUTAHUAT OT TAX
JIOTOBOPEH CPOK 3a ChXpaHEHHE, KAKTO MU BOJSATAa KM IO OTHOIIEHME Ha pa3lopekIaHETO C
KPUOKOHCEPBUPAHUTE TAMETHU:

11.5.1. cnen u3THYaHe Ha JOTOBOPEHUS CPOK 32 ChbXpaHEHUE:!

11.5.1.1. GoKupaHe W YHUIIOKABAHE;

11.5.1.2. napsiBane 3a HAyYHU U3CIICBAHNUS;

11.5.1.3. napsBaHe 3a M3IMOJI3BaHE B NPOLEAypa IO ACHCTHpaHa pENpOAyKIMS Ha €IuH
aHOHMMEH PEeLUIMEHT; B TO3M Cllyyall M JBaMaTa NapTHHOPH TpsOBa €JHOBPEMEHHO Ja OTroBapsAT Ha
BCUYKHU M3MCKBaHUS 3a JJOHOPU Ha raMeTH, BKJI. Jia 1aJiaT ChIJIacue 3a MOBTOPHU CEPOJIOTMYHU U3CJEIBAHUS
3a TPAaHCMHUCHUBHU MH(DEKIIMU HE TIO-paHo OT 6 Mecela clie]] KpMOKOHCEPBUPAHETO HA eMOPHOHUTE;

11.5.2. mpu cMBPT Ha MBXKA:

11.5.2.1. G10KupaHe ¥ YHUIIOKABAHE;

11.5.2.2. napsiBane 3a HAyYHU U3CIICBAHNUS;

11.5.2.3. u3non3BaHe B MpouUEAypa IO aCHUCTHpPAHA PENPOAYKUMA 3a MNPOIbHKaBaHE Ha
POIUTENCKHS MMPOEKT C MPEKUBsIIaTa MapTHOPKA ChIraacHo T. 5.9.1. - 5.9.4. ot paznmen IV,

11.5.3. B cayyail Ha CMBPT Ha JKEHaTa:

11.5.3.1. G0KupaHe ¥ YHUIO)KABAHE;

11.5.3.2. napsiBaHe 3a HAyYHH U3CIICBAHUS.

12. IlpenocraBsiHe Ha OBOLUUTH WWJIM MPEAUMIIAHTALIMOHHU €MOpPHUOHM B JApPYrd JedeOHU
3aBEJICHU:

12.1. ce u3BBpIIBA MPU €HA OT CACTHUTE BH3MOXKHOCTH:

12.1.1. oBoUWTH, TOJY4YEHH B OIpPEAETCHO JIedeOHO 3aBeJACHHE C 1eJ OCBHIIECTBSBAaHE Ha
"UHBUTPO" (epTHIN3AIMS UIH ChXPAaHEHUE B IPYTO JIeUeOHO 3aBe/ICHUE;

12.1.2. emOpuoHHM, TOJY4YEHH B JaJeHO JEe4eOHO 3aBeJACHHUE C IIeJ1 IOCTAaBIHETO WM
(emOpuoTtpanchep) Win CbXpaHEHUETO UM B IPYTO JICUeOHO 3aBe/ICHUE;

12.2. ocpiiecTBsiBa ce:

12.2.1. B TpaHCIIOPTHU UHKYOATOPH, B XPAaHUTEJIHU CPE/IU, IIPH KOHTPOJIUPAHU YCIOBUS;

12.2.2. B KpUOKOHCEPBHUPAHO CHCTOSHUE B TPAHCIIOPTHU TEPMOCH B TEUEH a30T;

12.3. u3BbpLIBa Ce, KaTO MPEIaBaHETO U TPAHCIIOPTUPAHETO HA OBOIIMTUTE MU EMOPUOHUTE Ce
OCBILECTBSIBA C TPAHCIIOPTEH JUCT (MaHU(DECT) U MPUAPYKUTEITHO MUCMO ((HIll) ¢ aTpUOYTH CHIVIACHO TO3H
CTaHIapT;

12.4. npengocTaBssHUTE OBOLUTH U €MOPUOHU 3aJBJDKHTEIHO C€ MPUAPY’KaBaT OT HMPOTOKOI,
ChJbprKaIl HHPOpMAIHS 32 U3M0I3BaHUTE JTa0OpAaTOPHU METOIU U KOHCYMAaTUBH 3a €KCIepTu3a, 00paboTka
Y KPUOKOHCEPBAIHs, KAKTO U 3a IEPUO/Ia U YCIOBHATA HAa ChbXPaHEHHUE.

13. IlpuemaHe Ha OBOLIMTU U EMOPUOHHU OT IPYTH JIe4eOHU 3aBECHUS:

13.1. ce paspemaBa, €IMHCTBEHO aKO MPEIOCTaBslllaTa OpPraHU3alMs IPHUTEKaBa BaIHIHO
pa3pelleHne Win yJO0CTOBEPEHUE 3a IEHHOCTH IO aCUCTHpaHa pENpoAyKIMs Ha TepUTOpHsATa Ha bbirapus
WIM Ipyra cTpaHa - ujeHKa Ha EBpomneiickus cbio3, U3/1aJIeHO OT ChOTBETHUTE KOMIIETEHTHH OpPTraHH;

13.2. ce paspemaBa, ako ACHHOCTUTE IO B3eMaHe, €KCIEepPTH3a, 00pabOTKa, €TUKETHpaHE M
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CbXpaHsBaHE ca M3MBJIHEHU B CHOTBETCTBHE C M3MCKBAHUATA HA TO3U cTaHAapT U nupektusu 2004/23/EC,
2006/17/EC u 2006/86/EC, xato ToBa ce yI0CTOBEpsBA C MOIXO AT CEPTUPHUKAT WU TIPOTOKOJT,

13.3. mpu npuemaHe Ha OBOLUTH WJIM eMOpPHOHM OT JIedeOHO 3aBelieHHuEe W3BBH bbirapus ce
Hotuduuupa MAMH npeau nocnensamia ynorpeoa.

14. EtukerupaHe Ha CHEpMATO30MAM, OBOLUTH U MNPEIUMIUIAHTAMOHHHM €MOpPHOHHU ce
M3BBpIIBA OT KOMIIETEHTHUTE JIMIAa CbOOPA3HO U3UCKBAHUATA Ha wi. 32 - 33.

15. MW3rernsHe W YHUINOXKAaBaHE Ha CbXPAaHEHM CIEPMATO30MIM, SAWLEKIETKH U
NpeIUMIIAaHTAIMOHHN eMOPHOHU:

15.1. ce uU3BBpIIBA CHIVIACHO BBHTPEIIHM 3a JICUEOHOTO 3aBEJICHHE MpaBWJIa 3a Ta3HW JIEHHOCT,
pasnucanu B COII, xoraTo ce oTHacs A0 CIETHUTE CIydau:

15.1.1. )xenanue Ha MAUEHTUTE, YIOCTOBEPEHO C MMUCMEHO HH(DOPMUPAHO CHIIIACHE;

15.1.2. oBouuTH U €MOpPUOHHM, HEHM3NOJ3BAaHM 3a ACHCTUpaHa PENpOAYKLHUS HpU JIMICa Ha
JKEJIaHHue OT CTpaHa Ha MalMEeHTUTE 3a TAXHATa KPMOKOHCEPBALMsl WK YHUIIOXKaBaHe, KOraTo ca U3MUHAIN
MOBEYE OT 7 IEHOHOLIUS OT MOMEHTA Ha OIJIOXK/aHEe Ha OBOLIUTHTE;

15.1.3. oBomuTH M €MOpHMOHM, KOraTO € HaJHIe MHKPOOHO 3amMbpCsIBaHE U pacTeX B
XpaHuTeNHaTa cpefa (MHPEKIus ), KpUely pyucK 3a KpbCTOCaHa KOHTaAMUHAIMS WX 3a 3paBEeTO Ha JKeHaTa,
Ha KOSTO ciesBa Jla ObJaT MOCTaBeHM; B Te3U CIydau cliefiBa Ja Ob/ie U3BBPIIEHO M MUKPOOHOIOTUYHO
u3cieiBaHe Ha KyJITypejHaTa Cpe/ia 3a yCTAaHOBSABAHE HA IPUYMHUTEIIS;

15.1.4. u3TMyaHe Ha MaKCHMAJIHUSA CPOK 33 ChbXpPAHEHUE, KOMTO € 3asiBE€H OT MALMEHTUTE MpPHU
MOJIMCBAHETO HAa HUH()OPMHUPAHO CHITIACKE 32 KPUOKOHCEPBAIIHS;

15.1.5. u3tnyane Ha moBeye OT 6 Mecela ciiell 3asiBEHHs] CPOK 3a ChbXpPAHEHHUE MPU HEMOTHPCEHU
CIIepMAaTO30M I, SUIEKIETKA U eMOPUOHH;

15.2. ce u3bpmiBa cbriacHo otaeneH COII, koraTto ce oTHacs 10 OJOKUpaHE, U3TEIIISIHE WU
YHUIIOKAaBaHE HAa BCUYKHU SAUIEKIETKH, CIEPMATO30MIM UM 3UTOTH, KOUTO MOraT Jia JOBEJAT /10 Cepuo3Ha
He)KeJlaHa peaKlys WiIN CEPHUO3eH UHIUCHT;

15.3. m3BbppumIBa ce, KaTo Lisjara MH(poOpMalMs MO IpoleaypaTa clefBa Ja ce 3aluule B
CBHOTBETHUTE PETUCTPH, MOIXOISIII IPOTOKOI W/UIM KOMIIOThPHA 0a3a JaHHU.

Paszpnen VIII
MuHMMATHA H3MCKBAHHSA KBbM Jie4eOHUTEe 3aBeJeHHs, OChIIEeCTBABAIIH CiHOCT 10
aCHCTHPaHA PenpoAYKI U

1. OO U3UCKBAHHUS:

1.1. JleueOHuTE 3aBeAeHHMA HMMAT MOAXOASIIA CTPYKTYypa, MOMEIIEHHS M CHOPBKEHUS 3a
0€30IacHO U Ka4eCTBEHO M3BBPIIBAHE HA ACUCTHPaHa PENPOTYKIIHS.

1.2. Korato penpoayKTHBHU KJIETKH WIM 3UTOTH CE M3JaraT Ha (pakTOpUTE HA OKOJHATa cpeja,
BHUHAru KOraTo € NMpHJIOKHMO, CJIE€Ba TOBA J1a CE€ W3BBPIIBA B KOHTPOJIHUPAHHU YCJIOBHS 1O OTHOIICHHE Ha
BIIQ)KHOCT, TEMIIEPATYPEH PEKUM, Ta30B CHCTAB U ONPEEIICHA CTENIEH HA YACTOTA HA Bb3AyXa.

1.3. Ilapamerpure OT KPUTHUYHO 3HA4YEHHE (HAIp. TEMIIEpaTypa, BJIAXKHOCT, KAauyecTBO Ha
Bb3/lyXa) MOJUIekKaT Ha CTPOr KOHTPOJ, MOHUTOPHHI M BIMCBAHE B PETHCTPUTE C II€N JOKa3BaHE Ha
CBHOTBETCTBUE U U3MBJIHEHUE HA ONPEACICHUTE YCIOBUS 32 ChbXPaHEHHE.

1.4. Hanume ca MepKH 3a CHU)KaBaHE Ha PHCKa OT MHKPOOHO 3aMBPCSIBAHE U KpbCTOCaHA
KOHTaMUHAIMA Ha 00paboTBaHUTE PENPOTYKTUBHU KIETKH U 3UTOTH.

1.5. Yucrota Ha BB3myxa Hail-masiko oT kareropuss D (Grade D) cwrimacHo ompeneneHuTe
napaMeTpu BbB BaJIMAHUSA KbM MOMeHTa EBponeiicku kojekc Ha joopata npousBojcTeeHa npakruka (II1P)
u Jlupextua 2003/94/EO ce n3KCKBa B CIICAHUTE TIOMEIIICHHS

1.5.1. B nabGopaTopuuTe 3a €KCHEpTU3a, ETHKeTHpaHe, 00paboTKa W IpeloCTaBsiHE Ha
CIIepMAaTO30M I, SUICKIETKA U eMOPHUOHH;

1.5.2. B mpocTpaHCTBEHO 000CO0EHA CTPYKTYpa MO aCUCTUPaHA PETPOLYKITHSI.

1.6. Yuctora Ha Bp3ayxa oT kareropus A (Grade A) cbhIyIacHO OIpesieleHUuTe MapaMeTpyu BbB
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BaIWJIHUS KbM MOMeHTa EBporeiicku Kojieke Ha goOparta npousBoacTBena npaktuka (II1P) u Jupexrua
2003/94/EO ce w3uckBa B 4HUCTH OOKCOBE (JTaMHMHApHH OOKCOBE) WJIM YacCTH OT TIOMEIICHHUS, KBAECTO Ce
00paboTBaT peNpOAYKTUBHH KJIETKH U 3UTOTH 33 aCUCTHPAHA PEMPOIYKIIHSL.

1.7. ITo-HACKO HUBO HA YHCTOTA HA Bb3/lyXa CE pa3pellana, KOraTo:

1.7.1. e mpunoxeHa yTBbpJIEHA CHCTEMa 33 MUKPOOHA W BUPYCHA WHAKTUBAIUS WIH YTBBPIACH
MPOIIEC HA ITBJTHO CTEPUIITU3UPAHE;

1.7.2. TeXHUYECKHU € HEBB3MOXKHO J]a C€ U3BBPIIN HEOOXOJUMHUSAT MPOIleC B yCIOBHUATA Ha cpea
OT Kareropus A (HampuMmep Mopaau M3UCKBAaHE 3a CHENH(PUUHO 0O0OpyIBaHE HA MSCTOTO Ha 00paboTKa,
KOETO HE € HAmbJIHO ChbBMECTHUMO CBhC Cpela OT KaTeropus A - MHKYyOaTOpu, MHUKPOMaHHITYJIaTOpPH,
neHrpodyru u ap.);

1.7.3. MeTOIBT HA IPUIIOKEHUE HA TAJCHUTE KICTKU WU 3UTOTH, 00pab0OTBAaHU B Ta3H cpeja, He
HOCH TIOBHILIEH PHUCK 32 IMAllMEHTUTE, HA KOUTO ce€ Mpuiara (Hamp. MpU MapTHLOPCKU HHCEMUHAIUU U
emOpuoTpancadep).

1.8. B cinyuaute Ha T. 1.7 OT TO3W paszuen ce M3BBPIIBA TOYHO ONHUCAHWE HAa HEOOXoaMMaTa
cpena, Karo JieueOHOTO 3aBeleHHE TpsOBa Ja pasmoJiara ¢ JOKa3aTeNCTBa M JOKYMEHTH (Hampumep OT
MepUOIUYEH KOHTPOJ), Y€ M30paHara cpefa € MOAXO/AIIa 3a MOCTUTaHe Ha M3UCKBAHMATA 32 KauyeCTBO U
0e30MacHOCT, MPEABHU/ MIAHUPAHOTO MPEeIHA3HAUYCHUE U HAYMH Ha MOCTaBsSHE HA PETPOJTYKTUBHUTE KIETKU
WJIU 3UTOTH.

1.9. 3a Bcsika cTpYKTypa Ha JeueOHOTO 3aBeJeHHE 3a paboTa C peMpOIYKTHBHH KIETKH U 3UTOTH
ce OCUTypsIBaT MOJXOISAIIM 00JIeKIa 1 000pyIBaHE C 1IeJl JINYHA Oe30MacCHOCT M XUTHEHA 3ae/IHO C MMUCMEHH
MpaBuJIa 32 XUTMeHa U HOCEHe Ha 00JIEKIO0TO.

1.10. Koraro neitHocTuTe B J1€4e0OHOTO 3aBEJIEHUE Ca CBBP3aHH ChC ChXpaHEHUE HA THKaHU U
KJIIETKH, € HEOOXOIMMO TOYHO ONpEIEsHE Ha YCJIOBHS 3a ChXpAaHEHHE, MOCPEACTBOM KOUTO Ja C€
MOAIbpPKA CHhCTOSIHUETO HA THKAHUTE M KIETKUTE (HApUMeEp TeMIepaTypa, BIaKHOCT WM KauecTBO Ha
BB3/IyXa).

1.11. CepxpaHeHHETO Ha PENpPOAYKTUBHM KIETKM M 3UTOTH CE€ OpraHu3upa Taka, 4e Ja ce
rapaHTupa NpeAOTBpaTsABaHE Ha MOAMsAHA (MIX-up) MM IpEeHacsHe Ha 3apa3u Mexay TAX (cross-
contamination), KaTo 3a I[eJITa C€ Ch3/1aBa CUCTEMA 3a Pa3JIeJIHO CbXPAHEHHE Hal-MaJIKO Ha CJIETHUTE TPYIU
MaTepuanm:

1.11.1. rameTu ¥ 3UroTH Ha "Haemarenau'", KOUTO ca TECTUPAHU CIIOPE] U3UCKBAHUITA HA TO3U
CTaHJIapT U C€ ChbXPAHABAT B XePMETUUYECKH U30JMPAHU KOHTEIHEepH (HaIp. meiieTn);

1.11.2. rameTH 1 3UTOTH OT AAPUTEIH, KOUTO Ca B IIEPUO]I HA KAPAHTHHA;

1.11.3. ramMeTs U 3UTOTH OT JAPHUTENIM, KOUTO ca ClieJ] KapaHTHHA W ca BepuuIupanu 3a
pasnpocTpaHeHue U yrnoTpeoa,

1.11.4. noTreHManIHO OMAaCHU MAaTEPHUAIN B KOHTEHHEPHU C BUCOKA CUTYPHOCT.

2. JlaGoparopus 3a eKcrepTH3a, €TUKeTHpaHe, 00paboTka U MpeJoCTaBsIHEe Ha CIIEPMATO30U/IH:

2.1. e moMenieHne ¢ KOHTPOJI U OTPAaHUYCHHUE HA JIOCTHIIA;

2.2. obopyaBaHo:

2.2.1. c naboparopH# mkadoBe U MIOTOBE, IO3BOJSBAIIN MOKPO IMOYHCTBAHE U IE3HH(EKITHS;

2.2.3. ¢ nabopaTopHa 1eHTpodyra ¢ MOAXOSIIN TapaMeTpH;

2.2.4. cbc cTaHAAPTEH CBETIMHEH MUKPOCKOT MM MHBEPTEH MUKPOCKOIT;

2.2.5. c repmoctat wiu CO2 unKy0artop;

2.2.6. ¢ XJIaAUITHUK;

2.2.7. ¢ namuHapeH OOKC, KOMTO ce mpenopbyBa Jia € OT BEPTUKAJICH THII.

3. IIpocTpancTBeHO 060CcOOEHA CTPYKTYpa MO ACUCTHPAHA PEIPOTYKIIHS:

3.1. [lomemenus:

3.1.1. ¢ KOHTPOJ ¥ OrpaHUYEHHE HA JIOCTHIIA;

3.1.2. ¢ u3KycTBeHa BEHTHJIALMS, KIIMMATU3allMsl ¥ TIPEYUCTBaHE Ha BB3JlyXa OT (PUHU YaCTHUIIH,
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MUKPOOPIaHU3MU U JICTIMBH OPTraHUYHH BEIIECTBA;

3.1.3. yucrorara Ha Bb3yXa B IOMEILIECHUATA B CbOTBETCTBUE C U3MCKBAHATA KATETOPUS CBIJL. T.
1.4 - 1.7 nojyiexu Ha MEPUOJMYHO BHHIIHO CEPTUDHUIMPAHE OT OTOPUHUPAH U3ITIBIHUTEI;

3.1.4. npenopbuBa ce MOJOKUTEITHO HAJIATAHE;

3.1.5. mpenopbUUTENHO € 1a UMa OTACIHO MSICTO/CTas 3a MpeoOaudaHe Ha MepCoHaa;

3.1.6. u3BBH nabopaTopusTa Ja OBAT Pa3MOI0KEHN TPUHAJICKHOCTH 32 U3MHUBAHE HA PBIIETE;

3.1.7. npenopbuBa ce OTAEIHO MOMEIICHHE 32 aIMUHUCTPATUBHA IEHHOCT;

3.1.8. meltHocTH, BKITFOYBAIIM paboTa ¢ (PUKCATOpU U JPYTH TOKCUYHU BEIIECTBA, TPSOBA Ja ce
MPOBEXK/IAT B OT/CIIHA JJabopaTopusi, 000pyaBaHa C JabopaTopHa KaMUHa.

3.2. ObopynBaHe Ha eMOPHOIOTUYHA J1a00paTOPU:

3.2.1. nabopaTtopHu 1kadoBe U IMIOTOBE, MO3BOJISABAIIN MOKPO TTOYUCTBAHE U JIE3UH(EKIIHS;

3.2.2. cTaHgapTeH CBETIMHEH MUKPOCKOIT;

3.2.3. cTepeOMUKPOCKOT;

3.2.4. vHBEpTEH MUKpPOCKOII ¢ X0ohMaH uinu Hopmapcku KOHTpacT;

3.2.5. MmukpomanunyianuonHa cucrema 3a ICSI;

3.2.6. CO2 wunkyOaropu - Hail-manko aBa Oposi, KaTo 3a KyJITHUBUPAHE Ha €MOpPHUOHH €
MPENOPBUUTENTHO Ja C€ U3IMO0JI3Ba TaKbB C pelylupaH KUciopoa S - 6 %;

3.2.7. XJIaIuIIHUK;

3.2.8. nramuHapeH OOKc;

3.2.9. Tepmocratupyema maca (1ioT);

3.2.10. cuctema 3a mocTostHHO Toko3axpanBane (UPS);

3.2.11. mpenopbUUTETHO € IMOJI3BAHETO Ha KBaTU(UIMpaHA CHUCTEMa 3a MOHUTOPHHI Ha
KPUTHUYHUTE MapaMeTpu Ha cpeiara B MHKyOaTtopure (TeMIeparypa, BIaXXHOCT, I'a30B ChCTaB) C ajlapMEH
MOJIyJI 32 OIIOBECTSIBAHE U PETUCTPUPAHE HA OTKIOHEHHUS;

3.2.12. mpenopbYUTENIHO € MHKYOATOPUTE W Ta30BUTE JIMHUU KBM TAX Ja Ca JOMBIHUTEITHO
o0opyaBanu ¢ GUITPHU 3a NPEYUCTBAHE OT YACTHUIIM U JICTIUBU OPraHUYHU BEIIECTBA.

4. Kpnobanka:

4.1. ITomenienus:

4.1.1. caMOCTOSTENTHO IOMELIEHHE WIM YacT OT o00oco0eHa CTpyKTypa IIO acHUCTHpaHa
PETIPOIYKIIHNS;

4.1.2. ¢ KOHTPOJ ¥ OTPAaHUYECHHUE HA JOCTHIIA.

4.2. Obopynsane:

4.2.1. mporpamMupyeM aBTOMAaTHU3MPaH 3aMpa3uTes; He € HeoOXOIUM, aKo ¢€ KPHOKOHCEPBHpAT
caMo CIIepMAaTO30UIH WM CE MOJI3Ba METOABT BUTPUPHUKALIHS

4.2.2. cba0OBE 3a CbXpAaHEHNE HA KPUOKOHCEPBUPAHU FraMEeTH MM eMOPUOHM B T€UEH a30T - Hal-
MaJIko 4 Opos 3a pa3/ieNHO ChXpaHEHUE Ha TaMeTH U eMOPHOHH;

4.2.3. cucreMa 3a MOHUTOPUHI Ha HUBaTa Ha TE€YEH a30T WIM TEMIlepaTypara Ha CbXpaHEHHE
(mpu ¢puzepu U chaoBe Ha razoBa (aza) ¢ ajmapMeH MOAYJ 32 OIMOBECTSIBAaHE WM PETUCTpUpaHE Ha
OTKJIOHEHMSI OT 33/1aJICHUTE CTOMHOCTH;

4.2.4. IpenopbUUTEITHO € HAJIMYUETO Ha aHAIW3aTop Ha aTMOC(EpPEeH KUCIOPOa ChC 3BYKOBA
aJlapMa 3a HMBa Ha KHCJOpoZa B momerieHueto moj 18 %, karo M3KIIOUEeHHE MpaBAT J1abopaTopuuTe,
OCUTYPHJIH MTOJIOKUTEITHO HaJSITaHE.

5. Exorpadcka MaHUIyIaI[MOHHA!

5.1. [lomemieHne ¢ KOHTPOJ U OrPaHUYEHUE Ha JI0CThIIA.

5.2. O6opynBane:

5.2.1. mxadoBe ¥ MI0TOBE, MO3BOJISABALIN MOKPO MIOYUCTBAHE U I€3UH(EKINS;

5.2.2. BrpasieHa B IUIOT JlabopaTOpHa MMBKa (aJmaka);

5.2.3. cneuieH mkad;
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5.2.4. THHEKOJIOTHYEH CTOJI;

5.2.5. ynTpa3ByKoOB anapar ¢ abJJOMHHAJIHA U BarWHAJHA COH/Ia ¢ OMOTICMYEH KUT;

5.2.6. MOHUTOp 3a BUTAJIHU [TOKA3aTENH;

5.2.7. cnenieH peaHnMalMOHEH KOMILJIEKT;

5.2.8. neubpunatop;

5.2.9. U3TOYHUK HA KUCIIOPO/I.

6. Cras 3a Bp3CcTaHOBSIBaHE ciie]] (POTUKYIIHA MyHKIUS WK eMOpuoTpaHcdep:

6.1. [lomemenns:

6.1.1. c o ciopes 3[paBHUTE U3UCKBAHMUS;

6.1.2. ¢ KOHTPOJI U OTpaHUYECHHUE HA IOCThIIA.

6.2. O6opynBane:

6.2.1. moHe eHA KyIlIeTKa WK JIETJI0;

6.2.2. mkadue;

6.2.3. UI3TOYHUK HA KUCIOPO/I.

7. Ctas 3a CepMOOT/EIISIHE:

7.1. OTtmenHO TIOMENMIEHWE C TMOAXOIANI0 oOopyaBaHe (MeOEIUpPOBKa), IO3BOJISBAIIO
ne3uH(peKIHs.

7.2. B 61m30CT 10 CaHUTApEH BH3EI 32 MAIUESHTH WM ChC COOCTBEH TaKbB.

7.3. [IpenopbuBa ce: HATMYMETO Ha ayAMOBU3YyaTHA TEXHHUKA (TEIEBU30P/BUIIEO0).

Pa3zgen IX
MuHMMATHM H3MCKBAHUS KbM ChCTABsIHE U BOJeHe Ha cnenu(puyHaTa MeIMIIHHCKA
AOKYMEHTALMs M PperucTrbpa

1. OO0 MOIOXKEHHUS:

1.1. MeaunuHCcKuTe TOKYMEHTH Clie/[Ba Aa ObAaT yrnpaBisiBaHU.

1.2. MenuuHCKHUTE TOKYMEHTH CJIeJ[Ba J1a ca SICHU, YeTUMH U €HO3HAYHHU.

1.3. IIpu 6opaBene ¢ MmeAUIIMHCKA UH(OPMALIKA CIe/IBa J]a CE CIa3BaT M3UCKBAHUATA 3!

1.3.1. 00eKTUBHOCT U JOOPOCHBECTHOCT;

1.3.2. noctarpyHOCT Ha 06eMa (ITbJIHOTA);

1.3.3. sicHOTa ¥ HEIBYCMUCIIEHOCT;

1.3.4. KOHPUACHITMATHOCT;

1.3.5. IpoABIKUTENHOCT, MOCIEI0BATETHOCT U IPUEMCTBEHOCT;

1.3.6. cbxpaHeHue;

1.3.7. OTTOBOPHOCT Ha JUIIaTa, UMAIIX JOCTHI 10 HEs;

1.3.8. HEBB3MOXKHOCT 32 HEAOOPOCHBECTHOTO M IPOMEHIHE WIIM YHHUIII0KABAHE.

2. JleueOHUTE 3aBelCHUS W3TOTBAT M ChXpAHSABAT JOCHUE Ha BCEKU JIOHOP, KOETO ChIbpXKa
clleZIHaTa IOKYMEHTAallUs:

2.1. Unentudpukanuss Ha noHopa (tpute mmena, EI'H/JIHY, ynukaneH uaeHTH(UKAIMOHEH
HOMeEp, Bb3pacT, MO).

2.2. MeaunuHCcKa JOKyMEHTalUs, KOSITO Ja IO3BOJIABA YCTAHOBSIBAHE Ha 3a00sIBaHUS IIPU
JoHOpa (pe3yaTaTH OT (PUM3MKAIHO U3CJe/IBaHE, KbJETO € MPWIOKHUMO; KIMHUYHU JaHHH, PE3yJITaTd OT
71a00paTOPHU U IPYTH U3CIIECIBAHUS).

2.3. JlaHHU OT IpOBEIECHO U3CJEIBAHE HA IICUXUYECKOTO ChCTOSIHUE Ha JOHOPA.

2.4. XeMaToIOTUYHHU U KIMHUKO-XUMHUYHU MOKA3aTENIM 32 OLICHKA Ha CTETEHTa Ha pa3pekaaHe
Ha KpPBBTA B CIIy4auTe, IPU KOUTO c€ ChOOIIaBa 3a MpeIrBaHe Ha Pa3TBOPH.

2.5. Cprinacue 3a B3eMaHe.

2.6. Nudopmanusra mo 1. 2 ce MpenocTaBs Ha JOHOPa OT MPAaBOCIIOCOOEH JieKap WM OMOJor
cbriacHo paszzaen III, 1. 3, 4, 5 u 6 Ha TO3u cTaHIApT B JOCTHIIHA opMa, KaTO C€ M3MOJ3BAT pazdupaeMu
MOHATHS; TOTBBPACHUTE PE3YJITATH OT U3BBPIICHUTE U3CIIEIBAaHU c€ ChOOIIaBaT U 0OSICHABAT HA JOHOPA.
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3. ATpulyTy Ha HIKOM CcrIeNU(DUIHN METUITUTHCKU JTOKYMEHTH:
3.1. [IpoToKoOa 32 UHAYKIMA HA OBYJIALUATA:

3.1.1. uneHTUGUKANMOHHY JaHHU HA MAllUEHTA:

3.1.1.1. yHHKaJEH KOI;

3.1.1.2. Tpu numeHa;

3.1.1.3. BB3pacrT;

3.1.1.4. ET'H;

3.1.1.5. nacrosi aapec;

3.1.1.6. TeneoH 3a KOHTAKTH;

3.1.2. KJIMHUYHU JaHHU:

3.1.2.1. guarnosa;

3.1.2.2. nocnenna penosHa merctpyauus (IIPM);

3.1.2.3. 0cOOCHOCTH Ha MEHCTPYATHHS IUKBIT;

3.1.2.4. BMI (UTM);

3.1.3. TepaneBTUYHU JaHHU:

3.1.3.1. Bug Ha MEIUKAMEHTHUTE 3a MHAYKIHUS U TO03UPOBKA;
3.1.3.2. naHHU OT exorpa)cKOTO U3CIIEABAHE;

3.1.3.3. 7aHHU OT XOPMOHAJIHU U3CJI€/IBaHUs (aKO ca IPABEHU);
3.1.3.4. njaHHU OT HA3HAUYCHMUS,

3.1.4. moanuc Ha NeKyBallus JeKap.

3.2. [IpoToKoa 32 KOHTPOJMPAHA OBApHATHA XUIIEPCTUMYIAIUA:
3.2.1. uneHTUUKANMOHHY JaHHU HA MAllUEHTA:

3.2.1.1. yHHUKaJEH KOI;

3.2.1.2. Tpu numeHa;

3.2.1.3. BB3pacT;

3.2.1.4. ET'H;

3.2.1.5. Hacrosi aapec;

3.2.1.6. TeneoH 3a KOHTAKTH;

3.2.2. KJIMHUYHYU JAHHU:

3.2.2.1. quarnosa;

3.2.2.2. 1IPM;

3.2.2.3. 0cOOCHOCTH Ha MEHCTPYATHHS IUKBIT;

3.2.2.4. BMI (UTM);

3.2.3. TepaneBTUYHU JaHHU:

3.2.3.1. BUa Ha MEIUKAMEHTHUTE 32 CTUMYJIALUS U JJO3UPOBKA;
3.2.3.2. naHHU OT exorpa)cKOTO U3CIIEABAHE;

3.2.3.3. 1aHHHU OT XOPMOHAJIHU U3CJIC/IBAHMUS;

3.2.3.4. njaHHU OT HAa3HAUYCHMUS,

3.2.3.5. nara Ha Ha3HaveHaTa (HOJIMKYIIHA ITyHKIIHS,;

3.2.4. noanuc Ha JEKyBalIus JeKap.

3.3. IIpoTokon 3a U3BbpIICHA THCEMUHALIUSA:

3.3.1. uneHTUGUKALMOHHY JaHHU HA MalMeHTa (PeLUITUEHTA):
3.3.1.1. yHuKaNEH KOx;

3.3.1.2. Tpu umeHa;

3.3.1.3. BB3pacr;

3.3.1.4. ETH;

3.3.1.5. HacTosm aapec;

3.3.1.6. TeneoH 32 KOHTAKTH;
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3.3.2. uneHTUGUKANMOHHN JJAaHHU HA JIUIIETO, OT KOETO ca CIIEPMATO30UINTE 32 MHCEMUHAIIHS:

3.3.2.1. nmpu UHCEeMHHAITUS OT CHIIPYTa/MApTHHOPA:

3.3.2.1.1. yHUKaneH KoJ;

3.3.2.1.2. Tpu uMeHa;

3.3.2.1.3. BB3pacr;

3.3.2.1.4. ET'H;

3.3.2.1.5. Hacrosin agpec;

3.3.2.1.6. TenedoH 32 KOHTAKTH;

3.3.2.2. npu UHCEeMHUHANHS OT KpUOOAHKUPAH aHOHUMEH JapUTEIT:

3.3.2.2.1. yHukaneH uaeHTu(GHUKAIIMOHEH KO (0T KpuoOaHKara);

3.3.2.2.2. kppBHa rpyna u Rh ¢axrop;

3.3.3. KIMHUYHYU JAaHHU:

3.3.3.1. quarnosa;

3.3.3.2. 1IPM;

3.3.3.3. ocobeHOCTH Ha MEHCTPYAIHHUS LIUKbIT;

3.3.3.4. BMI (UTM);

3.3.4. TepaneBTUYHU JaHHU:

3.3.4.1. naHHU OT exorpadCKu U3CIEABAHUS;

3.3.4.2. naHHM OT MOCJIETHOTO XOPMOHATHO H3CJIe/IBaHE (aKO UMa);

3.3.4.3. omnucaHue Ha WU3IO0JI3BAaHUS TEHETHMYEH MaTepuall (JaHHU OT €EKCIepTu3ara Ha
00pabOTEHHUTE CIIEPMATO30UIN);

3.3.4.4. natu u YacoBe Ha U3BBPIICHATA(UTE) UHCEMUHAIUSA(H);

3.3.5. noanuc Ha JeKyBalus JeKap.

3.4. ®umi 3a pe3ynTaTy OT CriepMajeH aHaIH3:

3.4.1. uneHTUUKANMOHHY JJAHHU HA MAIlMEHTA:

3.4.1.1. Tpu uMeHa;

3.4.1.2. BB3pacT;

3.4.1.3. ETH;

3.4.1.4. Hacrosi aapec;

3.4.1.5. TeneoH 3a KOHTAKTH;

3.4.2. KIVMHAYHYU JAHHU:

3.4.2.1. npenBapuTenHa 1MarHo3a;

3.4.2.2. abctuHeHNMA (TIOJIOBO BB3AbPIKAHUE);

3.4.2.3. ApyTy KIUHUYHU OCIIEKKU;

3.4.3. naHHU 3a U3CIEIBAHUS MAaTEpHAI:

3.4.3.1. HOMep, aTa U yac;

3.4.3.2. B Ha MaTepuana;

3.4.3.3. MeTO/1 Ha MOJIy4aBaHe, 1aTa ¥ 4ac Ha MOoJIy4yaBaHe;

3.4.3.4. uBsr;

3.4.3.5. mupwuc;

3.4.3.6. BTeUHsBaHE;

3.4.3.7. BUCKO3UTET;

3.4.3.8. pH;

3.4.3.9. 06ewM;

3.4.3.10. KOHIIEHTpalKsI HAa CIEPMATO30U/IUTE;

3.4.3.11. o061 Opoit Ha CrIEPMATO30UIUTE;

3.4.3.12. IOABMKHOCT;

3.4.3.13. mopdonorus;
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3.4.3.14. KpbIJIH KJIETKH;

3.4.3.15. koarynymu;

3.4.3.16. arnyTuHanus;

3.4.4. nnaruosa;

3.4.5. npenopbKy;

3.4.6. gata ¥ Jac Ha U3CJeIBaHE;

3.4.7. moanuc (Ha U3CIICIBAIINA);

3.5. ¢um 3a pesynaratu oT 06pabOTKa HA CEMEHHA TEYHOCT:

3.5.1. OCBEH JaHHHUTE OT CIEPMaTHUS aHAJIU3 CE BKJIIOYBAT U:

3.5.2. meTox 3a 00paboTKa;

3.5.3. XxpanuTenHa cpeaa 3a oopaboTka:

3.5.3.1. HauMeHOBaHHE;

3.5.3.2. maptuna;

3.5.3.3. cpoK Ha TOJHOCT;

3.5.4. xpaiiHa KOHIEHTpaLKs Ha OABMKHUTE CIIEPMATO30MIN;

3.5.5. kpaen obem cien 00paboTKa;

3.5.6. nata u yac Ha (Ha4asno Ha) 0OpaboTKara;

3.5.7. nognuc (Ha 0OpaboTHIHs).

3.6. IlpuapyXWTEIHO THUCMO TIPH TPEIOCTABSIHE HA CICPMATO30UIU, SUNEKICTKH WIH
eMOpHOHH:

3.6.1. xoraTo He ce IeJI aHOHUMHOCT Ha JIMIIaTa, OT KOMTO Ca B3CTH:

3.6.1.1. Bu Ha U3TpaIIaHUs MaTEepHall U €IUHEH eBPOIEHCKU KO Ha PETPOTyKTUBHUTE KIETKH,
KOTaTo € MPHUJIOKUM;

3.6.1.2. upenTuUKAIIMOHHU KOJIOBE Ha TUIaTa, OT KOUTO MPOU3X0XK/A;

3.6.1.3. umena Ha nuuero win qunara u ET'H, ot kouTto npousxoxna;

3.6.1.4. anpecu u TeneoHM 3a BpH3Ka C JUIATA, 32 KOUTO IPOU3XO0XK/A,

3.6.1.5. UMeHa Ha OTTOBOPHOTO JIHIIE U Tele(OH 3a KOHTAKTH, HAMMEHOBaHue, aapec Ha JI3, ot
KOETO Ce M3IIpalla;

3.6.1.6. uMeHa Ha OTTOBOPHOTO JKIle U TenedoH 3a KOHTAaKTH, HaMMEHOBaHHe, aapec Ha JI3,
KBbM KOETO C€ M3MpaIa;

3.6.1.7. nara, yac Ha U3IpallaHe;

3.6.1.8. moamuc Ha OTTOBOPHOTO Jiniie 1o npuitokerue Ne 1, pazpen I, T. 2;

3.6.2. xoraTo ce IIeJIM aHOHUMHOCT Ha JIMIIaTa, OT KOUTO ca B3ETH:

3.6.2.1. Bu1 Ha U3NpalaHKs MaTepUall U €IMHEH €BPOIIEHCKU KO/ Ha PENPOLYKTUBHUTE KIETKH,
KOTaTO € MPHUJIOKUM;

3.6.2.2. uaeHTU(UKAIIMOHHYU KOJIOBE Ha JTUIaTa, OT KOUTO MPOU3X0K/A;

3.6.2.3. UMeHa Ha OTTOBOPHOTO JIMIIE U TeledOH 3a KOHTAKTH, HAMMEHOBaHUE, aapec Ha JI3, oT
KOETO Ce M3IIpalla;

3.6.2.4. uMeHa Ha OTrOBOPHOTO JHIE U TenedoH 3a KOHTAKTH, HAUMEHOBAaHME, aJpec Ha
Je4eOHOTO 3aBE/IeHHEe, KbM KOETO Ce€ M3Ipala;

3.6.2.5. nara, yac Ha U3MIpPAILIaHE;

3.6.2.6. moamuc Ha OTTOBOPHOTO Juiie 1o npuiioxenue Ne 1, paznen II1, T. 2.

Paznen X
Hacoxu 3a MeIMIMHCKH JefHOCTH U OHOJIOTHYHO-1A00pPaTOPHU MEeTOIM NIPH U3BbPILIBAHE
Ha [II'T

1. KoHcynaTnpaHe Ha TAalMEHTH NPEAU U Clie[ NPEAUMIUIAHTAIIMOHHU TeHETHYHU TECTOBE
(II'T):

1.1. 3BBpIIBa ce OT JIeKap C MPU3HATA CIEIUATHOCT 0 MEUIIMHCKA TeHETHKA.
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1.2. Bxirousa:

1.2.1. orieHka Ha pUCKa 3a TOTOMCTBOTO U POJACTBEHHUIIUTE Ha KOHCYJITHUPAHUS;

1.2.2. oOchkaaHe HA METOAMYHUTE BH3MOKHOCTH 32 MOCTaBsSHE HA T€HETUYHA JUArH03a, Clie]
yTOYHEHA KJIMHUYHA TUarHo3a;

1.2.3. uHTepnpeTaliys Ha pe3yJITaTy OT CIELHATIU3UPAHN T€HETUYHU U3CIIEBAHNS;

1.2.4. npenocraBsHe Ha WHGOpPMAIMS 33 CBHITHOCTTa Ha 3a00JIIBAHETO, 32 Pa3BUTHETO U
BB3MOKHOCTHUTE 32 T€panus;

1.2.5. cbBer 3a nmpouakTHKa HA TEHETUYHA MTATOJIOTHS;

1.2.6. xoHCYATHpaHEe U 00CHKIaHE Ha CIIydauTe C JIeKapu OT JIPYTH MEIULUHCKU CIIEHUATHOCTH
W/WIH IPYTH CIIEIUATUCTH IPU HE0OXOUMOCT;

1.2.7. npegocraBsine Ha HHGOPMHUPAHO ChIiacue W WHGOPMAIUS 3a MAIMEHTA 32 CHIIHOCTTA U
1oJji3aTa OT FEHETUYHO H3CIIEJIBAHE IPEAM HEroBOTO NpoBexaaHe U Ha nucmeHo MI'K 3akimtouenue 3a
pe3yJITaTUTE OT TEHETUYHMS aHaJIU3 MPU MOUCKBAHE OT MAlMEHTA WM HACOYBAIIMs JIeKap, MOAMHCAHO OT
KOHCYJITHPALIUSI.

2. Wnguxanuu 3a nposexjgaHe Ha III'T ce mpenoppuBa nmpu MyTanuu, KOUTO BOZIAT [0
CIIOHTAHHU a0OPTH, MBPTBOPAXKIAHUS, )KUBOTO3aCTpalIaBaIld ChbCTOSIHUS UIIM OOJIECTH C TEKKO (HU3HUECKO
WIN WHTEJEKTYallHO YBpEXKIaHE, 3a KOUTO JHICBa €PEKTUBHO Jie4eHHe. B 3aBUCUMOCT OT ThpceHaTa
mytauus III'T ce pasmens Ha Tpu THIa, KOMTO MOraT Ja c€ IMPOBEXKAAT KaKTO IOOTAEIHO, Taka U B
KOMOWHAINA:

2.1. II'T-M (mpeauMILIaHTAIIHOHEH T'eHETHUYEH TECT 332 MOHOTCHHH OOJIECTH) - MPETOpPhUBa Ce
Ha JBOWKH, MPU KOUTO CHIIECTBYBA PUCK 3a paxkJaHe Ha OONHO JAeTe, Thbl KaTo eAUHMST WM JBaMmara
MAapTHHOPH Ca HOCUTENM WIM OOJHH OT MOHOTEHHO 3a00JisiBaHE C pa3IUYeH THUI Ha YHACJe[IsBaHE:
aBTO30MHO-PELIECUBHO, aBTO30MHO-JIOMUHAHTHO, X-CBbP3aHO yHAcJeAsiBaHe (I10JIOBO-CBbP3aHo0). PUCKBT 3a
paknaHe Ha OOJHO JleTe MpH Bcsika OPEMEHHOCT € BHCOK M MOXKE Ja € moBede oT 25 %. B ompenenenu
cinyyau [II'T-M moske ga ce mpHIokKu 3a CEMENCTBA C POACHO JETe, CTPaJallo OT 3a00JisiBaHE, M3UCKBAIIIO
Tepamnusi cbC CTBOJIOBH KieTkn oT HLA moaxonsmy 1oHOp, KaKTO U 32 MOHOI'€HHHU HACJIEIACTBEHU PAaKOBH
CUHAPOMH (TepMHUHATHBHA MYTaIlHsl) C BUCOKA IEHETPAHTHOCT.

2.2, TII'T-XII (mpenMMIUIAHTAllMOHEH TEHETHMYEH TeCT 3a HeOaJlaHCHUpaHH XPOMO30OMHU
MIPEYCTPOICTBA) - MPENOPbUYBA CE€ HA MALUEHTHU, KOUTO Ca HOCUTENIM Ha CTPYKTYpHA XPOMO30OMHA aHOMAJIUS
KaTo OalaHCHpaHa TPAHCIIOKAIWsI, WHBEPCHUS, MYTUTHKAIWS/IENeIHsl, CBbP3aHu C PUCK 3a oOpa3dyBaHE Ha
HeOallaHCUPaHU TaMeTH, TMEePUUMILUIAHTAIMOHHU 3aryOu, CIIOHTaHHM abopTH W paxaaHe Ha Jena c
XpoMo30MHHU Oosiectu. PuCKBT 3a oOpa3zyBaHe Ha ae(eKTHH eMOpPHOHH € BHCOK M 3aBHCH OT THIa Ha
MyTalusTa.

2.3. III'T-A (mpeaMMIIIAaHTALlMOHEH TEHETUYEH TECT 3a XPOMO3OMHM aHEYIUIOMJIHH) -
MHAVKAIMUTE ca HalpeIHala PenpoayKTHBHA Bb3pacT HA )KeHaTa HaJ 36 TOAMHU, MHOKECTBO CIIOHTaHHU
abopTtu, HEYCIeNTHH ONUTH OT npeaxoanu [VF mpornenypu, TeXbK MBKKUA HHPEPTUITHUTET.

3. OO0 U3UCKBAHUSA:

3.1. YoBemku pecypcu M KBalu(UKAIMSI: BCHUYKU OHOJIOTHYHO-TAOOPATOPHH METOIU C€
M3BBPIIBAT CaMO OT IMpaBocIocoOHMTe una o paszaen I, 1. 5 u 6.

3.2. [Ipu B3emaHeTo Ha penreHue 3a npoBexaane Ha [II'T TpsOBa ga ce mpereHsT maHcoBeTe 3a
ycmex, Oe30MacHOCTTa Ha MpoIlelypara, Bb3pacTTa Ha JKEHAaTa M 3[APaBOCIOBHOTO CHCTOSHUE Ha
MapTHHLOPUTE;

3.3. Cenekuusita Ha eMOpPUOHHU B3 OCHOBA Ha IMOJIa MOKE J]a Ce Mpenopbya 3a MPeBeHIus Ha X-
CBBbp3aHM 3a00JiABaHMs, B ClIy4ail 4e HE ca HaJMYHU JAPYTd MNOJAXOASIIM METOIU 32 YCTaHOBSIBAHE Ha
ToyHaTa MyTauus. CeleKuusaTa Ha [0JIa [0 COLMAJIHYA IPUYMHU € HEI0ITyCTUMA.

3.4. Pemiennero 3a nposexaane Ha [II'T ce B3eMa OT ekun OT CHELUaIUCTH, BKIIOYBAILL JIEKap
ChC crienuaaHocT "MenuiHcKa TeHeTHKA', MOJICKYJIIPEH T€HETUK/IIUTOTEHETHK, JIEKap ChC CIEIIHAITHOCT
"AKyIepcTBO W THHEKONOrus" W TO3HAaHUS W ONUT B 00OJAcTTa HAa AacHCTUpaHaTa PEnpoOAYKIHsS U
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eMOpHOJIOT.

3.5. III'T 3aabiKUTENIHO M3UCKBa npetecT U noctrecT MI'K.

3.6. Cnen III'T-IVF mponenypa ce mpenoppyBa IpeHAaTadHa AMArHO3a 3a BaJIMJIUMPAaHE Ha
pesyirara ot [II'T.

3.7. He ce mpenopbuBa TpaHncep Ha eMOPHUOHU C MMBIHHU aHEYIUIONIWU WM IBIIHU CETMEHTHH
XpPOMO30OMHH aHOMAJIMHM, KAaKTO W Ha €MOPHOHM XOMO3UTOTH MM CMECEHH XETEPO3UTOTH IO TEKKU
MATOTEHHU T€HHU BapUaHTH.

3.8. He ce npenopbuBa eJHOBpeMEHEH TpaHC(pEp Ha EYIUIOMJHM U MO3aWYHU eMOPHUOHH C
MOTEHLIMAJ 3a CaMOKOPEKLHUsS W €JHOBpEeMEeHEeH TpaHcdep Ha HeuscleABaHM eMOPHMOHH W MO3au4HU
eMOPHOHH € TIOTEHIIMAT 32 CAMOKOPEKIIUSI.

3.9. IlpenopbuBa ce MHBAa3MBHA IpPEHATalHA JUArHOCTHKA Ype3 aMHUOLIEHTe3a clie]] TpaHcdep
Ha eMOPHOHHU C MO3aHIIM3bM, Thil KATO UMa PUCK OT pakJaHe Ha JIela C XPOMO30MHH OOJIECTH.

3.10. mpenopbuBa ce mpociieasBaHe Ha Bcuuku jgena, pojaenu cien [I'T-IVF mpouenypa, c
MUHUMaJeH o0eM Ha chOpaHUTE [aHHHW, BKJIIOYBAI: JaTa Ha pakIaHe; €IHOIUIOIHW/MHOTOIUIOAHU
OpEMEHHOCTTH M XOPUAJIEH CTaTyC; TeCTAllMOHHA Bb3pacT MPH pa)kJaHe; HAuMH Ha poJiopa3peliaBaHe; pbCT
U TETJI0 MPU pakJlaHe; M0J; BPOACHH aHOMAJIUU; YCIIOKHEHUS! B HEOHATAIHUS [TEPHOJ.

3.11. IlpenopruBa ce MPOBEKIAHETO HA BHHILEH U BBTPEIIEH KAYECTBEH KOHTPOI.

3.12. Tlpu nunca Ha coOctBeHa sadoparopusi B IVF mnenrspa mnpobute morar ma ce
tpancnoptupar B [II'T tneHTsp.

3.13. IVF u [Il'T uentspbT TpsiOBa 1a UMAT OPULIMAIHO CIIOpa3yMEHHE.

3.14. Tlpenu crapTUpaHETO HA TPAHCIOPTHUPAHETO HA MPOOUTE Ce MPENophyUBa BaJUANPAHE HA
npoueaypara.

3.15. IVF u III'T nenrbpa TpsOBa Aa UMaT BaJUAUPaHU KIMHUKO-Ta00paTOPHU HPOTOKOJIH,
OTIpEACTISNIN B3€MaHETO, OMAKOBAHETO U BPEMETO JI0 TPAHCHOPTUPAHETO Ha MPOOUTE C 1eN 3ama3BaHe Ha
knetkute w/wmm JIHK waTerpurera.

3.16. 3aabmKUTETHO € BCUYKU TUATHOCTHYHU PE3YJTaTH Ja ObJaT MPeAOCTaBsSHU B IMUCMEHA
dopma.

3.17. IVF u III'T neHtspbT TpsiOBa na UMAT CIOpPa3yMEHHWE OTHOCHO 3aIbJKEHHUETO 3a
cb3faBaHe u cbxpaHenue Ha [1I'T 6a3a nanHu u npocneasiBaHeTo Ha nenata, poaenu ciuexn [1T'T.

3.18. N3uckBaHusi KbM MPOIEAYPUTE 32 OMOTICHPAHE:

3.18.1. mpenopbunTeneH Mmeton 3a omioxkaane € ICSI, 3a ma ce mpeaoTBpaTH PUCKBT OT
3aMBpCSIBAaHE C KyMYJYCHHM KJIETKM WJIM CIIEPMATO30MIM; BHMMATEIHO OTCTPAHSBAaHE Ha KyMyjyca H
MPOMHUBAHE OT OCTAThYHU CIEPMATO30MIM B ciiydyail Ha omioxkaane ¢ IVF, koeTo 1a MUHMMaIu3upa pucka
OT 3aMbpCsIBaHe ¢ MaifuyMH/OAIMH TeHETUYESH MaTepuall;

3.18.2. mpu 6uorncust 1 paboTta ¢ OUOIICHYEH MaTepHasl TOBBPXHOCTUTE B JJabopaTopusiTa Ja ca
ne3uH(eKIupanH, 1a ce Hocu paboTHO 00JIEKII0 U 1a ce paboTH ¢ Macka U pbkaBuIHM (0e3 myapa);

3.18.3. Owmomcusgra jJa ce ochllecTBiIBa cbrilacHo mmcMena COII, xaro ce wu3moi3Bar
CHelHaTu3UpaHl Cpeaud W KOHCYMaTHBH, OOOpYIBAHETO € HWHCTAIMPAHO MU KalnuOpHpaHO CHOOPA3HO
M3HUCKBAHUATA,;

3.18.4. mpenu Ouoricus ce MpernopbuBa OTBAPSHETO HA 30HA MEIYIHJA Ja C€ OCHIIECTBSIBA C
noMoIITa Ha OE3KOHTAKTEeH Jia3ep; TOBA IMO3BOJISABA Pa3MEpPhT Ha OTBOpA Jla Ce PEryjupa MpeLu3Ho, upes3
MIPOMSIHA B MOIIHOCTTA M €KCIO3MIIMATA Ha JIA3epHUS JIbY, KOETO Ja MPEeJIOTBPATH MOBPEIH MO MOJIIPHOTO
TeJIe Ui eMOPHOHATHHUTE KIIETKU;

3.18.5. Guoncust Ha MONSPHU TENIA: MBPBOTO MOJSIPHO TeNIe ce Onomncupa Mexay 36-us u 42-
pus yac cien nocraBsiHeTo Ha hCG Ha nmanueHTkaTa; BTOPOTO MOJISIPHO Tellle ce Ouorcupa Mexay 18-us u
22-pusi yac clie]] OIUIOK/IAHEeTO Ha SUIEeKIIeTKaTa;

3.18.6. OGuorncusiTa Ha G6JIaCTOMEPH CE€ MPOBEXKA HA 3-TH JIEH CJel OIUIOKIaHEeTO Ha CTaauil 8
KJIETKH, KaTo ce Ouorcupar 1 - 2 Gnactomepa;
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3.18.7. Guonicust Ha TPO(MEKTOIECPMATHUTE KIETKH C€ MPOBEXJa HA S5-U WIM 6-U JeH clel
OTUIOTAHETO, HA CTaANK OJacTomKCTa, KaTo ce ouorcupar 5 - 10 TpodekToaepMaliHu KIICTKH;

3.18.8. MeToABT Ha B3eMaHE Ha MOJSPHO TEJIE/KIETKH 0T eMOpHOHa fa Ob/ie moa0paH Taka, ye
Jla c€ MUHUMAaJIU3Upa PUCKBT OT YBpPEXKJaHE HA eMOpHUOHA, KaTo Ce CBEJIe 40 MUHUMYM MPOIBJIKUTEIHOCTTA
Y U3JIaraHeTo Ha eMOpPHOHA HA BHHIIHU yCIOBUS; BHUMATEIHO J]a C€ IPOMUBA EMOPUOHBT cliea OUOTICHS 32
OTCTpaHsIBaHE Ha OMOIICHYHA Cpe/la IPeIn 3aMpa3siBaHe U KyJITUBHPAHE;

3.18.9. xynTuBupaHe Ha OMOTICUPAHM SUICKICTKH/€MOPHOHH J1a CTaBa B MHIWBHUAYyaTHU KaIlKH
Y TIPY MUHUMAJIM3MpaHe Ha PUCKA OT pa3MecTBaHE Ha eMOpPHOHHTE (HAIP. IETPH C MHOTO SIMKH);

3.18.10. eruxerupanero ga Obae SICHO, YETIIMBO M HEJIBYCMHUCJIEHO, Taka 4Ye Ja rapaHTupa
npocliesiBaHe Ha eMOpPHUOHUTE M OMOIICHYHHUS MaTepuall; 1o0pe € Ja ce BbBeJe CHUcTeMa 3a CBUIETEN Ha
KPUTUYHUTE CTHIIKU M0 UACHTU(DUKALIHS;

3.18.11. mpu Bcsika OuorcHs ce BKJIIOYBA M HETaTHMBHA KOHTpPO’ia, chiabpkama 2,5 pl 1 %
pa3tBop Ha PBS;

3.18.12. pebuoricusi Ha eMOPHOHHUTE MOXKE J1a C€ HANpaBH MPU KOHTAMHUHAIMS Ha Mpobara Wiiu
IIPU HEYCIIELLIEH aHAJIu3.

3.19. M3uckBanus KbM TUIIA HA OMOTICUpaHUs MaTepual B 3aBUCUMOCT oT nenute Ha [1I'T:

3.19.1. 3a nenute Ha [II'T-A ce nomycka M3MON3BaHe Ha MOJSPHU Tella (3aIbJDKUTEIHO U
IBETE) U TPOPEKTOACPMATHA KIETKH; HE CE JIOIYyCKa U3I0JI3BaHE HA 0JIacTOMEpH OT 3-THEBHU €MOPHOHU;

3.19.2. 3a memure Ha III'T-M ce nmomycka u3MONA3BaHE HA EIWHWUYHU OJIaCTOMEPU U
TPO(EKTOACPMAITHU KIETKHU;

3.19.3. 3a memute Ha III'T-XII ce nomycka u3MOJ3BaHE HAa EIWHWYHHU OJIACTOMEDH,
TpO(EKTOAEpPMAIHN KJIETKH; IOJI3BAHETO Ha TMOJIAPHH Tena (3aJbJDKUTETHO M JIBETE) ce JOMyCKa B
Clly4auTe, KOraTo KeHaTa € HOCUTEI Ha XpPOMO30MHO IPeyCTPONUCTBO.

3.20. M3uckBanus KbM MPOLIETYPUTE 32 ChbXpaHEHUE Ha OMOTICUpaHUS MaTepHaL:

3.20.1. OuomcupaHUAT MaTepHal ce IOCTaBs B OTACTHH cTepuiHH etuketupanu 0,2 ml
enpyBetku ¢ 2,5 ul 1 % pastBop Ha PBS-PVP Ha npHOTO Ha enpyBeTkara;

3.20.2. knerkure B PBS-PVP pa3tBop morar na ce cbxpanssar 3a 24 yaca Ha 2 °C o 8 °C, cnen
KoeTo TpsiOBa J1a ce chbxpaHsaBaT Ha MuHyc 20 °C M 1a ce NpUCThIIM KbM aHaIIu3;

3.20.3. ammmuduuupana JHK ot Tpancdepupann eMOproHM ce ChXpaHsABa HE MO-MajKo OT 1
ronuHa Ha munyc 20 °C;

3.20.4. ako He e MoCTUrHaTa OpEMEHHOCT ciell TpaHchep WM HAMa TeHETUYHO MOJIXOSIIN 3a
Tpancgep emopuonu, JIHK npobute Moxke 1a HE ce ChXpaHsBar.

3.21. 3uckBaHus KbM MPOIEAYPUTE 32 TPAHCTIOPT HA OMOTICUpAHUS MaTepHa:

3.21.1. kneTkuTe ce TpaHCIOPTUpAT Ha JieA ciell 24-yacoBo 3ampassaBaHe Ha MuHyc 20 °C u ce
MIPEernopbyBa J1a c€ TPAHCIOPTUPAT HE3a0aBHO Ha CIICBAIIMS JICH;

3.21.2. mpu HEBB3MOXKHOCT 3a He3a0aBeH TPAHCIOPT KIETKUTE MOTaT Ja c€ ChXpaHABAaT Ha
munyc 25 °C go munyc 15 °C go 4 cenmuiiy;

3.21.3. Bcaka npoOa ce mpuapykaBa OT HEraTWUBHA KOHTpoJa, chabpkamia 2,5 ul 1 % pasrBop
Ha PBS;

3.21.4. enpyBeTKHUTE ce MOCTaBAT B oxJjajeH KoHTeiHep 3a 0,2 ml enpyBeTku; Ha THHOTO HA
CTUPOIIOpPEHA KyTHS C€ MOCTABSAT JBA OXJIAJUTEINs, 3aMpa3eHu 3a MUHUMYM 24 yaca Ha Munyc 20 °C; otrope
ce MOCTaBd KOHTEHHEPBHT C €MOpPUOHMTE; HAaW-OTTOpEe C€ MOCTaBAT OIIE TPU OXJIAJUTENs, 3aMpa3eHHU Ha
munyc 20 °C 3a 24 gaca; He TpsiOBa /1a ce U3MO0JI3Ba CyX Jie/I; CTUPONopeHaTa KyTus TpsiOBa 1a Obae CUTYPHO
3aTBOpEHA U TIOCTaBeHA B HAMJIOHOB IUIMK; KYyTHSATa HE TPsOBA J]a ce pa3MecTBa U 00pbINa;

3.21.5. npunpyxaBamara npoOuUTe JOKyYMeHTanusi (IpHeMo-TpeaaBaTesieH IMPOTOKOI,
MH(POPMHPAHO CHIJIACHE) CE MTOCTABS B HAWIOHOB IIMK C ITHII.
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[Tpunoxenue Ne 2 kpm ui. 1, an. 1, 1. 2

OTtuer 32 M3BBbPLIEHUTE JEHHOCTH MO ACUCTHPAHA PENMPOXYKIHUSI MPE3 ......o.

HaumeHnoBaHue Ha 1e4eOHOTO
3aBeJICHUE:

APT - c mapTHbOPCKO JapsiBaHe

Tum Ha neyeHneTo

0610

APT (Acuctupanu penpoayKTUBHU
TEXHOJIOTHH)

IUI

IVF

ICSI

FET(D

Apyro

bpoii Ha tekyBaHUTE ABOMKHU

Bbpoii Ha u3BBpIIEHNTE IUKIH (3a1104Ba C€ C
HaMepeHHe 3a JICUCHHE)

- IIpecnu yuru(?
- 3ampazenu yurnu?

Bbpoii na ukmute ¢ [UI (mynknus Ha Gomukyau
3a IVF, ICSI) pazmpazsBanus (3a FET)

Bpoii Ha B3eTUTE AULEKIECTKU

Bpotii Ha omoieHH/ MHKEKTHPAHH STHTICKICTKA

bpoii Ha 3aMpa3eHnTe SMUEKIIETKH 10 BpEME Ha
IVF wimm ICSI

Bpoit Ha em6puonnTe (i 3urotute)), mpecHu
unu pazmpaszenu (3a FET)

Bpoii Ha 3aMpa3eHuTe eMOPHOHU (MU 3UTOTH )

Bbpoit em6puoTpanchepu (ET)

Bpoii Ha TpaHchepupaHnTe eMOPHOHH (UITH
3UTOTH)

bpoit Ha KTMHUYHU 6peMeHHOCTI/I(4)

bpoi na paxxnanus

Bpoii Ha ponenute 6ebera

OOumsT Opoii Ha 3aMpa3eHHUTE SHIIEKICTKH,
KOUTO ce cbxpaHsaBat KbM 31.12 (24:00 4.)

OOuwmsT Opoii Ha 3aMpa3eHHUTe
eMOPHOHHU/3UTOTH, KOUTO CE ChbXPAHIBAT KbM
31.12 (24:00 4.)

(1) FET: Em6proTtpascdep Ha pa3sMpaseHH eMOPHOHH, KPHOKOHCEPBUPAHH IPH MPEIXOIHM IIUKIIH.

) Mpecnn muKmM ¥ 3aMpa3eHH MUKIN: "IPECHH UKIH" Ce OTHACS 3 MHBHTPO MPOLETYPH C
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HEKPUOKOHCEPBUPAHH OBOLUTH/3UTOTH/EMOPHOHY; "3aMpa3eHu IIUKIN" ce OTHACS 32 HHBUTPO

MPOIIEIYPH C KPHOKOHCEPBUPAHU U Pa3MpPa3CHH OBOIUTH W/WUJTU 3UTOTH/€MOPHUOHHU.

®) B CJ'Iy‘-IElfI Ha 3aMpa3dgBaHC HaA 3Urorara.

(4) BpeMeHHOCT Ce AMArHOCTHIMPA Ype3 YITPa3BYKOBA BU3yaIM3aIis HA SIMH HII TOBEYE TeCTAlMOHHM

CaKa WJIKM Ha OKOHYATCJIHU KIIMHUYHU IIPU3HAIXU Ha 6peMeHHOCT. Ts BKIIFOYBA ¥ U3BBbHMATOYHA

OpeMEHHOCT.

3abenexcka. HIKoNMKO recTalliOHHU caka ce Opou KaTo eaHa KIMHUIHA OPEMEHHOCT.

JleiHOCTH - HeMapTHLOPCKO JapsiBaHE

CIIEPMAaTO30H TH

STATIEKIIETKH

eMOpuoHu/
3UT'OTH

Bpoii Ha moHOpH (C AEHCTBUTETHOTO AapsBaHE)

Bpoii Ha napenusTa (B3eTn
CIIEPMAaTO30HIN/AULIEKIICTKH )

Bbpoii Ha gapeHuTe SMEKICTKH, EMOPUOHH, 3UTOTH

Bpoli Ha criepMaTO30MIHU CIIAMKH, STHIICKIICTKH,
eMOpPHOHH/3UTOTH, PA3MPOCTPAHCHU B UyXk/1a CTPAHA
(13HOC)

Bvmpe ¢ EC

Uszevn EC

Bpoii Ha ciepmMaTO30UIHH CIIAMKH, SUIEKIIETKH,
eMOpHOHU/3UTOTH, MOJIYYCHU OT YyXKAa IbprKaBa
(BHOC)

Bvmpe ¢ EC

Hzevn EC

APT ¢ HEMmapTHbOPCKO IapsBaHE - CIIEPMATO30UIN

Twuno Ha neueHueTo

O0wo

APT (Acucrtupanu penpoayktuBau texnonorun) | IUI | IVF

ICSI

FET(D

Apyro

bpoii Ha iekyBaHUTE NBOMKU

Bbpoii Ha n3BBpILICHUTE IIUKIIU (3a1104Ba CE C
HaMEpEeHHUE 3a JIEUEHUE)

- IIpecnu yuru(?

- 3ampazenu yurnu®

Bbpoit na uknute ¢ [UI (mynkuus Ha Goaukymu 3a
IVF, ICSI) pa3zmpazsBanus (3a FET)

Bpoii Ha chOpaHUTE SHIIEKICTKA

Bpotii Ha omoieHH/ MHKEKTHPAHH STHIICKICTKA

bpoit Ha 3aMpa3zeHuTe SMLEKIETKH 110 BpEME Ha
IVF wm ICSI

Bpoii na em6puonute (wim surotute3)), npecHu
nnu pazMpaszenu (3a FET)
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Bbpoii Ha 3aMpaszeHnTe eMOPHOHH (MJIA 3UTOTH )

bpoii emGpuotpancdepu (ET)

bpoii Ha TpaHcepupaHuTe eMOPUOHH (UITH
3UT'OTH)

bpoit Ha KTMHUYHU 6peMeHHOCTI/I(4)

Bpoii Ha paxxnanus

Bbpoii Ha ponenuTe 6ebera

OO6mmsT Opoit Ha 3aMpa3eHUTE SUIIEKICTKH, KOUTO

ce cbxpansBar kbMm 31.12 (24:00 u.)

OOmusT Opoit Ha 3aMpa3eHUTe eMOPUOHN/3UTOTH,
KOUTO ce cbxpaHsaBar KbM 31.12 (24:00 4.)

APT c HEMapTHBOPCKO AApSBAHE - AULIEKIETKU

IVF

ICSI

FET

ZpyTo

OO0

bpoii Ha peuunuentckure nukiu ¢ IVF wim ICSI,
nmu FET

OO6mmmsT Opoit Ha B3€TUTE SAUIIEKICTKH

Bbpoii Ha nHCEMUHUpPaHUTE/MHKEKTUPAHU
AULECKICTKA

Bpoit Ha embpuonnte (i 3urotute)), mpecHu
unu pazmpaszenu (3a FET)

Bbpoii Ha 3amMpazennTe eMOPHOHH (MITA 3UTOTH )

Bbpoit em6puorpanchepu (ET)

Bpoii Ha TpaHCcdepupanuTe eMOpHUOHH (MU
3UTOTH)

Bpoii Ha KTUHIYHE OPEMEHHOCTH

bpoit Ha paxxnaHus

Bbpoii Ha pongenure 6edeta

OO6mmmsT Opoit Ha 3aMpa3eHuTe EMOPUOHN/3UTOTH,
KOMTO ce cbxpansaBaT kbM 31.12 (24:00 u.)

APT c HEMapTHROPCKO apsiBaHeE - AULEKIETKU U
CIIEPMAaTO30M 1N

IVF

ICSI

FET

Apyro

0610

Bbpoii Ha pernnuentckute uukiau ¢ [IVF wm ICSI,
w FET

OOmusT Opoii Ha B3ETUTE STUIIEKIICTKU

Bpoii Ha ”HCEeMUHUPAHUTE/MHKEKTHPAHH
SIMLIEKIJIETKH
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Bpoii na em6puonute (wim surorute3)), npecuu
nnu pazMpaszenu (3a FET)

bpoii Ha 3aMpa3eHuTe eMOPHOHU (MU 3UTOTH)

Bbpoit em6puotpanchepu (ET)

APT c HEMapTHBOPCKO NapsSIBAHE - AUIECKIECTKU U
CIIEpPMAaTO30M11

IVF

ICSI | FET | apyro

OO0

Bpoii Ha TpaHchepupanuTe eMOproOHHU (MK
3UTOTH)

Bbpoii Ha KTUHUYHN OpEeMEHHOCTH

Bpoii Ha paxxnanus

bpoii Ha ponenute 6ebeta

OOmusT 6poit Ha 3aMpa3eHUTe eMOPUOHN/3UTOTH,
KOUTO ce cbxpaHsaBar KbM 31.12 (24:00 4.)

[Tpunoxxenne Ne 3 kpm ui. 62, an. 3

Bbp30 cho0IEeHNne 32 HACTHIINIIA CEPUO3HA HEXKeJIAaHA PeaKHsl WM CEPHO3eH HHIHAEHT

A. 3a cepuosnu nescenanu peaxyuu (CHP)

hi(o

M3ITBJIHUTEJIHATA AT'EHIWA "MEJUIIMHCKHU HAI30P"

710

(JI3, u3BbpiIuIio mpoiieaypara 1mo acucTupaHa pernpoayKIus,
BeposTHO noBena 10 CHP)

Howmep (xon) Ha cpoOLIEHHETO

[ara Ha
CHOOIIEHUETO

Jlannu 3a HNme na JI3 u
CHOOIIUTENA kox Ha EC Ha
J1e4e0HOTO

3aBeJCHUE 3a
paboTa ¢ ThbKaHU
CBIJIACHO
Vxka3zarens Ha
EC Ha
JeueOHNTE
3aBEJICHUS 3a
pabota ¢ ThKaHU

Anpec

Tenedon

MobGwien tenedon
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JIure 3a
KOHTAaKT

Jpyru KOHTaKkTH

Jannu 3a HNmena ETH
3aCE€rHaToTo OT
Anpec

cepuo3Ha
HexxenaHa peakuus | Tenedon MoOuueH Teneon
e KoHnrtaktn
(IOHOpP/pEeUITUEHT)
Jlannu 3a Mscro (JI3)
npoueaypata 1no

porueayp Anpec
acuCcTHpaHa
penpogyKms, Anarnosa
BEPOATHO J0Beda | (MHIMKALUK)
Ao CHP [ara Ha Bpemerpaene 1o
(noxonkoto ca W3BBPIIBAHE HA Bb3HUKBaHe Ha CHP
W3BECTHH) npoteypata
Jannu 3a CHP ITenHO

OIKCaHME Ha
CHP

Kpurepuu 3a
ceprosnoct()

Hauano

Kpait

CBITBTCTBAILIO
JIeYeHUe

Jpyru nanuu,
HMaIu
OTHOIIICHUE,
HaIpUMep eINHEH
eBpornencku Ko (
SEC) na
PENpPOAYKTUBHUTE
KJIETKH, aKO €
MIPUIIOKUM

HzrorBun
CHOOIIEHUETO
(mpu umena)

Ilonamuc

PwnkoBoauTen Ha
JIe4eOHOTO
3aBeJICHHE

(mpu umena)

Ilonmuc

() KpI/ITepI/II/ITe, I10 KOUTO € OIPECACIICHA pCAKIHATA KATO CCPUO3HA (B)K. OHpCI[CHCHI/ICTO).

b. 3a cepuosnu unyuoenmu (CH)

hi(o)
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W3ITBJIHUTEJIHATA AT'EHIOWA "MEJUINUHCKHW HAJI30P"

HO

(JI3, n3BbpiImIio mpolieaypara rno aCuCTupaHa pernpoayKIus, BEpOITHO

nosena 1o CHP)

Howmep (xon) Ha choO1IeHHETO

JlaTa Ha CHOOIIICHUETO

JlaHHM 3a CHOOIITUTENS Nme nva JI3 n
kox Ha EC Ha
1e4eOHOTO
3aBeJICHHE 3a
pabota ¢
ThKaHU
CBIJIACHO
VYkazarens Ha
EC na
ne4eOHnTe
3aBEJICHUS 3a
pabota ¢
ThKaHU
Anpec
Tenedon Mobwunen tenedon
Jlnue 3a
KOHTaKT
Jannu 3a CH, xoiito Mmoxe |I[IbiHO
11a TIoBJIMsie 0€30MaCHOCTTA | OMUCAHKE
Y Ka4eCTBOTO Ha Ha C1
CIIepMaTO30HUIH N
. P A Hauano Kpaii
SIMIEKJIETKUA WA 3UTOTH
Bun 3amecenn Cnepmarozonau SinexeTkn 3urotu
KJICTKH/ThKaHU
(Omobeneorcu!)
Buna npouenypa
(2)
[Ipuunna 3a CU
@3
Jpyru nanHu, uMaiu
OTHOIIIEHUE, HATIPUMEDP
YHHUKAJICH
uaeHTU()UKAITMOHEH HOMEP
(YUH) u enunen
€BPOIIECHCKHU KOJI Ha
PENPOTyKTUBHUTE KIETKH (
SEC), ako e npuiioxxum
N3rotBuit chOOIIEHUETO TToanuc
Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 25.07.2023 1.



(mpume umena)

PrvroBomuTen Ha J1e4eOHOTO Iloamuc
3aBeJIcHUE
(mpume umena)

(2) Bux npomemypa ce oTHacs 10 €IHA OT CIEJHHTE - MONyYaBaHe, eKCIepTH3a, oOpaboTKa,
ChXpaHEHHE, TIOCTaBSHE, IIPEJOCTABSIHE, TPAHCIIOPT.

() Tlpuumnara ce orHacs 40 eHA OT CIEAHHTE - HEKAYECTBEHH/OMACHH OBOIUTH,
CIIepMAaTO30MI WM 3UTOTH; MPOOJIEM C amapaTtypa U o0opy/IBaHe; YOBEIIKa IPeIka; APYyru (cieaBa aa ce
OTIPEJIEIIST).

[Tpunoxenue Ne 4 kM uit. 635, an. 1

IIbpBOHAYAJIEH TOKJIA/ 32 HACTHIINJIA CEPHO3HA HE)KeJIAaHA PeaKIusl WM CepPro3eH HHIHIEHT
A. 3a cepuosnu nesxcenanu peaxyuu (CHP)

Howmep (xon) Ha noxnana JlaTa Ha noknaga
Jannu 3a Nwme na JI3 u ko HA
CHOOIIUTES EC na neyebHoTO

3aBeJICHHE 32
paboTa ¢ ThKaHH
CBIJIACHO
VYkazarens Ha EC
Ha JiedeOHnTE
3aBEJICHHS 32
paboTa ¢ ThKaHU

Anpec

Tenedon MobGwuiien tenedon

JIuue 3a KOHTAKT

Jlanuu 3a HNmena ETH
3aCerHaToTo OT
Anpec
CepHO3Ha HEXXeJIaHa
peaKuys JauLe Tenedon Mob6urnen Tenedon
(TOHOP/pEHUITHEHT)
Jpyru KOHTaKkTH
Jlanam 3a Msicto (JI3)
nporexypaTa mno
p yp Axpec
acucTUpaHa
PETPOTYKITHS,
BEPOATHO J0BeNa 10 [ OTroBOpHO NuIle
CHP
Tenedon MobGwuiieH tenedon
[wnarnosa
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(MHAMKAIIAN)

HaunmenoBanue Ha

npouexnypara(l)
[ara Ha BpemerpaeHe 10 Bb3HUKBaHE
M3BBPIIBAHE Ha CHP

Jlanuu 3a CHP

ITpnHO onucanue Ha
CHP

Kpurepuu 3a
ceprosnoct(®)

Bun 3amecenu
xinetkn/Thkanu(3)

Hauano

Kpaii

CopIbTCTBAIIO
JIEUEHNE

Hpyru nanuu,
MMaIly OTHOUICHHE

(B T.4. yHUKaJIEH
UIEeHTU(DUKAITMOHEH
KOJl HOMED Ha
nonopa (YUH) u
€/IMHEH eBPOIEHCKH
KOJ Ha
PENpOAYKTUBHUTE
knetku (SEC), ako e
MIPUIIOKKM)

Wsrorsun
CHOOIIEHUETO
(mpume umena)

IToamuc

PwxoBoauresn Ha
J1e4eOHOTO
3aBeieHue
(mpume umena)

IToamuc

(1) HaumenoBanue Ha mpoleypaTa IIPU U3BHPIIBAHE HA ACUCTHPAHA PEHIPOIYKIIHS - HAIPEMEP

MHAYKIHS Ha OBYJIAIUATA, (DONMUKYJIHA MyHKLINs, eMOpuoTpancdep u ap.
(2) Kputepunre, 110 KOUTO € OIpe/eeHa PeakiMaTa KaTo CepHO3Ha (BXK. OIpPEIeICHHETO).

(€) Cnepmaro3onau, SSMIEKIETKH WK 3UTOTH.

b. 3a cepuosnu unyuoenmu (CH)

Howmep (xon) Ha
JIOKJIa/1a

JlaTa Ha moKjIama

Jannu 3a

Nwme 1va JI3 1 xox

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"

25.07.2023 r.



CHOOLLUTENA

Ha EC na
J1e4eOHOTO
3aBEJICHUE 3a
pabota ¢ ThKaHU
CBIIACHO
Vkazarens na EC
Ha JIeueOHUTE
3aBEJICHUS 3a
pabota ¢ ThKaHH

Anpec

Tenedon

MobwuieH tenedoH

JInie 3a KOHTAKT

BEpPOATHO JOBEJIA N0
CHU

OTtroBopHoO nuue

Jlanuu 3a HNmena ETH
3aCErHATOTO OT
Anpec
CEPHO3€H UHIIUICHT
Hne Tenedon Mo6Gwusien Teedon
Jlanam 3a Mscro (JI3)
poleypara 1o
acUCTHpaHa Anpec
PENpPOaYKIIHS,

Tenedon

Mobwiien tenedoH

Jlmarnosa
(MHAMKAIMN)

HaunmenoBaunue Ha

nporeaypara
[ara Ha Bpemerpaene no
U3BBHPIIBAHE Bb3HUKBaHe HAa CHP

Jannau 3a CU, kouto
MOJKE J1a TIOBJTUSIAT

IIeHO ontcanune
ga CU

0e30macHOCTTa U _
Hauano Kpai
KauecTBOTO Ha
CIIEPMATO30U/IH, Bun 3amecenn Cnepmarozouau SIneKIeTKn 3urotu
SIMIIEKIICTKY UITH KJIETKU/ThKaHU
3UTOTH (Omo6enesrcu!)
Bun npouenypa(A')
[puunna 3a CUG)
Hpyru nanuu, umaiu
Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 25.07.2023 1.




OTHOIIIEHUE,
HanpUMep YHUKAJEH
UIEeHTU(DUKAITMOHEH
nomep (YUH) u
€IVHEH €BPOIICUCKU
KOJ Ha
PENpOIYKTUBHUTE
kietku (SEC), ako e
MIPHIIOKUM

Wsrorsun Tlonmuc
CHOOILIEHUETO
(mpu umena)

PwxoBoautes Ha TTonmuc
JIEYEOHOTO 3aBENCHUE

(4) Bu mpomexypa ce OTHACS 10 eHA OT CICIHHTE - [Oy4aBaHe, eKCIepTn3a, 00paboTKa, ChXpaHEHHE,
MOCTaBsIHE, TPEOCTABSIHE, TPAHCIIOPT.

(5) ITpuunHara ce oTHACS [0 €IHA OT CIICIHUTE - HEKAYECTBEHHM/OMACHH OBOLTH, CIIEPMATO30MIH MITH
3UroTH; MPOOJIeM ¢ anapaTypa U 000pyIBaHe; YOBEIIKa TpEIIKa; IPYTrH (CIeIBa a ce OMpeesiarT).

[Tpunoxxenue Ne 5 kpM ui. 65, ain. 1

OCHOBHM eJIeMeHTH HA MPUAPYKUTETHO MMCMO KbM ITbPBOHAYAJIEH JIOKJIA 32
CchO0IIaBAHE HA CEPHO3HA HEKeJIAHA PeaKUHs UJIH CepHOo3eH UHIUAEHT NPH ACUCTHPaHAa
penpoaykuus

[TucmoTO € B CBOOOIEH TEKCT U ChABPkKa HHPOPMAIIHS HAl-MaJIKOTO 3a:

1. HaumMeHOBaHKE Ha JIEYeOHOTO 3aBe/IEHUE, OCHIIECTBUIIO ACUCTHPAHATA PEIPOAYKIIHS,;

2. uMeHa, angpec U TenedoH 3a Bpb3Ka Ha OTTOBOPHOTO JIMIIEC; HAMMEHOBAHHE Ha JIEUeOHOTO
3aBe/ieHHe, YCTAaHOBUJIO CepHO3HATa HeXKellaHa peaKlys WM UHIKCHT;

3. HauMEeHOBaHHE Ha JIEYEOHOTO 3aBEACHUE, YCTAHOBUIIO CEpPHO3HATAa HEXKEJIaHA PEeaKIMs MU
WHIU/ICHT;

4. ume, aapec u TenedoH 3a Bpb3Ka Ha JIMIIETO, YCTAHOBUIIO CEPUO3HATA HEXeJlaHa PEAKITUs WIIN
HUHIIMJCHT,

5. MeTo[I, C KOMTO ce mpe/rnoara Jia € CBbp3aHa cepuo3HaTa He)KelaHa peakius WK UHIUICHT,
criopesl HoMeHkJaTypara B pasnen I, or 1. 9.4.8.1 10 9.4.8.9;

6. AaTa Ha U3BBPILIBAHE Ha MPOLIETypaTa;

7. naTa Ha yCTaHOBSIBaHE Ha CEpUO3HATA HEXKEJaHA PEAKIUS WU UHIUACHT;

8. 00001IeHO mMpeAcTaBsHE HAa KOHKPETHHUS Clydyail Ha CepUO3Ha HeXellaHa peaklus WIH
WHIUJICHT, OIICHKAaTa Ha PUCKA, IPEANPUETUTE MEPKHU M BH3MOKHUS U3XO0J (KOraTo HE Ce Kacae 3a CepHO3Ha
HCXKECJIaHa pCaKuus Wi UHOUACHT, JOBEJIN 10 CM’I)pT);

9. nata Ha u3MpallaHe HA JOKJIA/a;

10. moamuc Ha OTTOBOPHOTO JIMIIE M HAa PHKOBOJHUTENS Ha JIEYEOHOTO 3aBEJICHHUE.

[Tpunoxenue Ne 6 kbM 4. 635, ai. 2

Z[OHLJIHI/ITGJIQH AOKJIA] 3a HACTBIINJIA CEPUO3HA HEXKETAaHA peaKIuda WIH CCPHO3CH MHIMACHT

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 25.07.2023 1.



A. 3a cepuosnu nescenanu peaxyuu (CHP)

Howmep (ko) Ha mbpBOHAYATHUS JOKIIA],
32 KOUTO CE€ OTHACS HACTOSIIUAT
JIOIIBJIHUTEINIEH JOKJIA

JlaTa Ha JoKIama

Jannu 3a
CHOOITUTEIIS

Nwme nva JI3 u xox va EC
Ha JIeYeOHOTO 3aBEICHUE
3a paboTa ¢ ThKaH!
ChIVIACHO YKazaTels Ha
EC Ha neuyeOuute
3aBe/ieHus 3a paboTa ¢
TBHKaHU

Anpec

Tenedon

Mobwien tenedon

JIuite 3a KOHTaKT

Jannu 3a
JOKJIaaBaIuAa

Mscro (JI3)

Anpec

OtroBopHoO nuue

Tenedon

MobGwuien tenedon

Jlannam 3a CHP

[Ibnno onucanue Ha CHP
1 HEWHOTO NMOTBBPXKJICHHUE
WM OTXBBPIISIHE, KAKTO U
IIPOMsIHA BbB BU/Ia HA
CHP (axo uma npomsHa,
Jla C€ YTOYHH)

Kpurepun 3a cepnosHoct

(1

Bun 3amecenu
kieTkn/Thkanu(?)

Hauaio

Kpaii

[IpoBexneno crieruduaHO
JeYeHue

VYHukanexn
UaeHTU()UKAITMIOHEH
HoMmep Ha oHopa (YUH)
Y €IMHEH eBPOIEHCKU
KOJI Ha PETPOTYKTUBHHATE
kietku (SEC), ako e
MIPHIIOKHUM
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Kinunnuen
N3XOI OT
CI/ITyaI_II/ISITa(3 )

3aKIroueHne
oT
BBTPEIIHOTO
pasciie/iBaHe
Ha CHP

[Ipenoprku 3a
npoduIakTUKa
Ha CHP u
HpENpUEeTH
MEpPKH

N3rorsun
CHOOIIIEHUETO
(mpu umena)

Ilonnuc

PvkoBouTEN
Ha JIe4eOHOTO
3aBeJIEHUE

Tloanuc

(1) Kpurepuure, 110 KOUTO € Onpe/esieHa PeakiuaTa KaTo Cepuo3Ha (BXK. OIPEIeTCHHETO).

) CHepMaTOBOI/I,Z[I/I, HﬁHCKHeTKH WU 3UIroTH.

) Knunanuen n3Xo0M1 - OTHAcCA C€ 40 €AHO OT CICAHHUTC. IThJIHO Bb3CTAaHOBABAHC, MUHHUMAJITHNU

MMOCJICACTBUA, CCPUO3HU IMMOCICACTBUA, CMBPT.

b. 3a cepuosnu unyuoenmu (CH)

JOKJIaa

Howmep (xon) Ha mbpBOHAYANHUS JOKIIAJ, 32
KOMTO ce OTHACsS HACTOSALIMAT AOIBIHUTEICH

Jlara Ha moknana

JlaHHH 3a CHOOIITUTES

Nwme ua JI3 1 xoxn
Ha EC Ha
JIeueOHOTO
3aBeJeHHE 3a
paboTta ¢ ThKaHU
CBITIACHO
Vxkazarens na EC
Ha JIUeOHUTE
3aBEJICHHS 3a
paboTa ¢ ThKaHU

Anpec

Tenedon

Moo6wunen tenedon

JInne 3a KOHTaKT

JlaHHu 3a JoKJIagBaIIMs

Mscro (JI3)

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"
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Anpec

OTroBopHO JIHIIE

Tenedon

Moo6wuen tenedon

Hannu 3a CU

IIsnHO Ooncanue
Ha CU u HETOBOTO
MIOTBBPKIACHUE
WJIA OTXBBPJISIHE,
KaKTO U MPOMSIHA
BBB BUja Ha CU

Kpurepuu 3a
ceprosznoct(!)

Bun 3amecenu
kierkn/Tbkanu(2)

Hauaio

Kpaii

Bug na
yTOYHEHAaTa
npoueaypa, 10Besa
0 CU™

Kpaen pesynarar or CU

[ara na pp3aukBane Ha C1
Y aHallu3 Ha IPUYUHUTE,
nosenn 1o CU

VYHukanexn
UACHTH()HUKAITMOHEH HOMEP
(YUH) u enunen
€BPOIICHCKHU KOJI Ha
PENPOAYKTUBHHATE KIIETKH (
SEC), ako e npuiioxxum

3aKIr0YeHUE OT
BBTPEIIHOTO pa3cie/BaHe
ga CU

[Ipenopeku 3a
npodwmiaktuka Ha CU u
MPEATIPUETH MEPKU

W3rorBuii cp001IEHUETO IMoamuc
(mpu umena)

PvroBOOMTEI HA JIEYEOHOTO IMoammc
3aBeJIcHUE

(1) Kpurepunre, 10 KOMTO € Onpe/eeHa PeakiuaTa KaTo CepUo3Ha (BXK. OIPEICICHHETO).

) CnepmaTo3ouiy, SUIEKJIETKN WX 3UTOTH.

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"
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() Bux nporesiypa ce OTHACS 10 €1HA OT CIIEIHUTE - [IOyYaBaHe, eKCIepTH3a, 00paboTKa, ChXpaHEeHHE,

MMOCTaBAHE, MIPEAOCTABAHE, TPAHCIIOPT.

[Tpunoxenue Ne 7 kbM 1. 65, ai. 2

OcCHOBHH eJIeMEHTH Ha NPUAPY/KUTECIHO ITUCMO KbM JOIMBJIHUTECJICH JOKJJIAad HA

HH(pOPMAaLHS 32 CEPHO3HA HEKEJAHA PeaKI sl MM CePHO3eH HHIUACHT NPH ACHCTHPAaHA

penpoayKums

IIucmoto e B CBO60,I[CH TCKCT U CbAbpPiKa HH(bOpMaLII/IH Hal-MaJIKOTO 3a:

1. HauMeHOBaHuE Ha JIe4eOHOTO 3aBe/ICHHE, OCHILECTBIIIO ACUCTUPAHATA PETIPOTYKIIHS;

2. uMeHa, anpec U TenedoH 3a Bpbh3Ka Ha OTTOBOPHOTO JIUIIC;
3. TOTBBPXKAAaBaHE WIM OTXBBPJISIHE HA CEPUO3HATA HEKEIAHA PEaKIUs WIH CEePHO3CH

WHITHJIEHT;

4. yTOYHEH METOJ, C KOMTO ce CBbpP3Ba CEpHO3HATA HEXKEIaHa PEaKUUs WIM WHLIUACHT CIOpPEen
HOMeHKnarypara B paszaen II, ot 1. 9.4.8.1 1o 9.4.8.9 u npuunHHO-CIEeICTBEHA BPb3Ka (aKO € yCTaHOBEHA

TakaBa);

5. 00001eHO mpencTaBsiHE Ha KOHKPETHHUS CiIyd4aid Ha CEpHO3HAa HEXellaHa PEaKUus WU

HHIOUICHT, HACTBIIUIIUA U3X0, OHCHKATa Ha pHUCKa U IMPCANIPUCTUTE MCPKHU,

6. OMbJIHUTENHA UH(POPMALUS OT JTUTEPATYPHU U3TOYHULIM (aKO MMa TaKaBa);

7. nata Ha M3MpallaHe Ha J0KJIa/a;

8. moANnruC Ha OTTOBOPHOTO JIMIC U HA PbKOBOAUTCIIA HA J1e4eOHOTO 3aBCIACHUC.

ITpunosxxenue Ne 8 kbpM ui. 66, ai. 2

Togumien noxiajg 3a 6e30MaACHOCT NP W3BbPIIBAHE HA ACUCTHPAHA PENPOAYKIIUS U PadoTa Che
CIepMAaTO30M/IH, AHIEKJIEeTKH H 3UTOTH

Howmep (xon) Ha moxmana [lepuon
(ot - 10)
Hannu J3
3a
Anpec
JTOKJTaIBAIITHS
OTtroBopHoO
nmie
Tenedon MoOunen tenedon

Bpoii ceproznu Hexxenanu peakuuu (CHP) u cepro3au HHIIMACHTH
10 BH/JI Ha MpolielypaTa 3a aCUCTUpaHa penpoayKIUs

# Bun na mpouenypara bpoit CHP bpoii Ha
CHu
1. B3emane Ha ciepMaTO30MIM OT CHIPYT/IAPTHROP HITH
AHOHUMEH JOHOD
2. Nunykuus Ha oByJaIUsTa WK KOHTPOJIUPAHA
OBapHaJIHA XUIIEPCTUMYJIALUS
Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 25.07.2023 1.



3. HNucemuHanus cbC CIEpMaTO30UIU OT
CHIPYT/NapTHHOP UM AHOHUMEH JTI0HOP

4. B3emane Ha OBOIIMUTH TOCPEACTBOM STHUYHUKOBA
(b oNMKYITHA TyHKITHS

5. Excnieptusa, 06paboTka, eTUKETHpAHE WITN
ChbXpaHsSIBaHE HA OBOILUTH, CIIEPMATO30UIN HITH 3UTOTH

6. OBapualieH XUIEpCTUMYJIALIMOHEH CUHIPOM

7. Mmuoromnoana 6peMeHHoCT (2+ maoaa) uim
U3BBHMATOYHA OPEMEHHOCT

8. EmOpuopenykuus

OBII[O

Bpoii cepnosznu Hexenanu peakuu (CHP) u ceprnosnu nammnentu (CH)
IO BHJI HA KJICTKUTE/ThKAHUTE, 32 KOUTO CE OTHACS

# Bun Ha KIIeTKH/THKaHU bpoii CHP bpoii na C1 bpoii
pasnpocTpaHeH!
TBKAaHU, KIIETKH,
MPOIAYKTH

1. Crniepmarozouau

2. OBouTt

3. 3urotu

4. IIponyxTH, cBbp3anu c 1 - 3

5. OBIIO

06111 6poit pasnpocTpaHeHu (IOCTAaBEHU WM MPEIOCTABEHH) TAMETH WIIH
3UTOTH HE3ABUCUMO OT HaymmumeTo win jimrncara Ha CHP wim CU

PELIMIINEHTHUTE)

OO6mu1 Opoif Ha MMOTEHITMATHO 3aCeTHATHTE JuIa (T.€. 0011 Opol Ha

Pasnpenenenue Ha cayyauTe 1o BUJA Ha cepuo3HuTe Hexenanu peakiuu (CHP)

Xapaxrtep na CHP bpoit CHP
[Ipenanenu (TpaHCMUCHBHU) OaKTepUATHUA WHPEKIIUN
[Ipenanenu (TpaHCMUCHPAHU) HBV
BUPYCHU UHEKINU HCV
HIV -1/2
HApyru
[Ipenanenu (TpaHcMUCHpaHK) Tapa3uTo3u | Manapus
HApyru
Wstounuk: IpasHo-nadopmanyonny cucremu "Cuena” 25.07.2023 .



[Ipenanenu 3m0Kka4eCTBEHH 3a00ISIBAHIS
[Ipenanenu npyru 3abosiBaHUS
Hpyru CHP
Paznpenenenue Ha cnyyante Ha CU o Bua Ha mpoleaypara u THIT Ha IpUYUHATA
Bbpoit na CH, xouto moxe na ca Crneuundukamus
MOBJIUSIIU KAYECTBOTO U
Hedekt B [TpoGaem c Yopemka | pyru
0€30IMacHOCTTa Ha CIIEPMATO30U/IH,
_ KJICTKW/ThKaHU | anaparypa/o0opyaBane | rpemka | (ymounu!)
SULEKJIETKU U 3UTOTH MOpaau
CIIETHUTE IPUYIUHU
[TonyuaBane Cnepmarozonau
OBouutu
3urotu
Excnepruza Crnepmarozouau
OBonutu
3urotu
O6paboTka Cnepmarozonau
OBoruTu
3urotu
CpxpaHeHue Crnepmato3ouaun
OBouutu
3urotu
Tpancnopt Crnepmato3ouaun
OBouutu
3urotu
Huctpubynus | CnepmaTto3onau
(mocTaBsiHE WIIH
OBouutu
IIPEIOCTABSHE)
3urotu
Marepuanu
Hpyru
(Ymounu!)
Nsrorsun Tenedonu 3a Bpb3Ka
JIOKJIaaa
MsicTo, nara IToamuc
Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 25.07.2023 1.



PrwxoBomuren
Ha JIe4yeOHOTO
3aBeJIcHHAE

Tlonnuc

[Tpunoxenue Ne 9 xbpMm ui1. 66, ai. 2

OCHOBHM eJIeMeHTH HA MPUAPYKUTETHO MMCMO KbM IOJAMIIEH IOKJIa/1 32 0€30MaCHOCT NPHU
U3BBbPIIBAHE HA ACHCTHPAHA PenpoAyKIHs U padoTa CbC CIEPMATO30M/IH, SIHIEKJIeTKH U 3UT0TH

[TucmoTO € B CBOOOIEH TEKCT U ChAbpkKa HHGOpMAIIHUI Hal-MaJIKOTO 3a:

1. HauMeHOBaHuUE Ha JIe4eOHOTO 3aBE/ICHHE, OCHILECTBUIIO ACUCTUPAHATA PETPOTYKIIHS;
2. uMeHa, anpec U TenedoH 3a Bpb3Ka ¢ OTTOBOPHOTO JIUIIC,
3. KpaTKo onycaHue Ha crenrdukara Ha JOKIa/a;

4. nepuoJ, 3a KOMTO ce OTHACS JOKJIAbT;

5. 00001IeHO TpencTaBsHE Ha MOJIYYEHHUTE pe3yNTaTH Mpe3 IepHoja, MO0 OTHOIIEHUE Ha
0€30IMMacHOCTTa TPU aCHCTUPaHA PETPOMYKIUS B paboTa ChC CIIEPMATO30M/IU, SIMIICKICTKH U 3UTOTH, KaKTO

" CPAaBHCHUEC C MUHAJIU IIEPHUOAN U TCHACHIIUH

6. JaHHH 3a pE3yJITaATH OT HNPCANPUCTU MCPKHU B MUHAJIU TIICPHUOIH,

7. nata Ha W3MpallaHe Ha J0K/Ia/a;

8. MOoAMNUC Ha OTTOBOPHOTO JIMIC U HA PbKOBOJAUTCIIA HA J1e4e0HOTO 3aBCACHUC.

[Ipunoxenne Ne 10 kpMm wi1. 67, an. 2

A. ®opMAaT HA TOAUIIHUS JOKJIAJ] 32 CEPHO3HH HeKeJIaHU peakuuu

JloknanBania ctpana

Otueren nepuon 1 suyapu - 31
JIEKeMBpH (TOIMHA)

Bpoii Bb3HUKHAIM CEPHO3HU HEXKEIIaHU PEeaKIMU [0 BUIOBE TaMETH/3UT0TH (U/WIIK MaTepuai,
BJIE3JIM B KOHTAKT C TSX)

Bua rametn/3urotu (/i Matepua,
BJIE3JIM B KOHTAKT C TSIX)

bpoii ceproznu
HEXEJIaH! peaKIuu

O61 6poit Ha
MPEIOCTABCHUTE 32
ynotpeoba
raMeTH/3UTOTH OT
BUJA (aKo UMa
JTAaHHM )

E-NN ERVS T B\
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Oo6110

BB3HUKHAJIM CEPUO3HU HEXKEJIAHU PEAKIINH )

OO611 Opoif Ha TPEOCTABEHUTE TAMETH/3UTOTH
(BKJIFOUUTEITHO BUJI, 32 KOMTO HsMa ChOOIICHHUS 32

OO611 Opoif 3acerHaT PEIUIUEeHTH

HEeXeJlaH! peaKlnu

XapaKTep Ha JOKJIaIBAHUTC CCPUO3HU

OO6111 Opoit Ha ceprO3HUTE HEXKETTaH!

peaxiuu

[Ipenanena Gakrepranna HHPEKIUS

[Ipenanena Bupycna unexkuuss |HBV

HCV

HIV -1/2

Hpyru

(ymouneme)

IIpenanena napasurHa Manapus

uHpeKuus

Apyru

(ymouneme)

[Ipenanenu 310Ka4ecTBEHH 3200 ISIBAaHUS

Hpyru npenaneHu 3a001siBaHUS

Jpyru cepro3HH HeXellaH!u PeaKInu
(ymouneme)

b. (I)opMaT Ha roaMmHUsA JOKJIaa 3a CCpUO3HA MHIUICHTH

JoxianBaiia ctpana

Otueren nepuon | suyapu - 31 nekemBpu
(roguHa)

OO611 Opoif raMeTH/3UTr0TH, TOJIJIOKEHN Ha
o0paboTka

Onucanue

EctecTBO 1 00111 Op0Oii Ha BH3HUKHAIUTE
CEpUO3HU MHIIUICHTH, KOUTO ca OKa3aIn

HedexT Ha
MPOIYKTa

JedexT Ha
000pyIBaHETO

Yosemika
rpeika

Hpyru

BJIMAHUC BbPXY Ka4€CTBOTO U
0C30IMaCHOCTTa Ha TAMETUTE/3UTOTUTE

B3emane

Exkcnieprusa

Tpancnoptupane

O6paboTka

CobxpaHeHue

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"
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IIpenocrassne

Marepuanu

Hpyrn

(ymouneme)

W3rorBui goknaga Tenedon
3a Bpb3Ka

MscTo, nara Tloamuc

PrroBomuTen Ha 1€4€0HOTO 3aBEACHUE Tloamuc

[Tpunoxxenue Ne 11 kbM ui. 68, an. 3

TI'ogumeH gokaang 3a 6p0ﬂ Ha ﬁnoxnpaHnTe, NU3TEIJICHUTEC U YHHIIOKCHUTE ﬂﬁHeKﬂeTKH,

CnepMaTo30MaAu U 3UTr0OTH

Howmep (xon) Ha nokianga [Tepuon
(ot - 10)
JanHu JI3
3a
Anpec
JTOKJIaIBALIIHS
OTtroBopHoO
1200 (S
Tenedon MobGuiien
TenedoH

Pa3Hpe,Z[CJICHI/IC Ha 6p01>'IKPITe o npoueaypa, BUa Ha KJIIETKUTE/ThKaHTa U I10 IMpuinHa

[To mponenypa Bun [Topamu | Iopagm | Ilo mckane | Hpyrm | OO6mio
KJICTKH/ThKaH CHP CH (Ha
MAIUEHTH)
biioxupann Cnepmarozonaun
OBoruTu
3urotu
N3rernenn Cnepmarozonaun
OBoruTu
3uroTu
VHUIMoxeHu Cnepmaro3ouiu
OBouutu
3uroTu
Nzroreun Tenedon
JIOKJIaaa 3a Bpb3Ka
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MscTto, nara

Tlonmuc

PvrxoBoauTen Ha
J1e4eOHOTO
3aBelIcHIE

[lonmuc

3abenexcka. To3un AOKJIaa CC Ipujara 3a€JHO ¢ TOAUIICH JOKJIA/ 3a 0E30I1acCHOCT C €IHO U CbIIO

MPUAPYKUTEITHO TUCMO.

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena"

25.07.2023 r.



