HAPEJIBA Ne H-2 OT 12 FOJIM 2023 T'. 3A JEMHOCTH 110
ACUCTHUPAHA PEITPOAYKIHUA

H30a0ena om munucmovpa Ha 30paseonazéanemo
O6n. /IB. 6p.63 om 25 woau 20232.

I'naBa mbpBa.
OBIIH MOJIOKEHUA

Un. 1. (1) C Ta3u Hapenoba ce:

1. yTBBpK1aBa MEAMLIMHCKY CTAHAAPT 3@ aCUCTUPAHA PEHPOLYKIMSI ChIVIACHO
npuinoxenue Ne 1;

2. yTBBpXK/aBa oOpa3el] Ha FOJUIIEH OTYeT 3a M3BBPIICHUTE ACHHOCTHU IO
acUCTHpaHa PerpoayKIHs ChIVIACHO NpuiioxeHue Ne 2;

3. ompenenaT YCIOBUSATa W PEAbT 3a B3eMaHE, IOCTaBsIHE, EKCIEepTHU3a,
00paboTKa, eTUKETHpAaHEe M ChXpaHsSBaHE Ha SUIECKIETKH, CIEPMATO30MIN U 3UTOTH 32
HYX/UTE Ha acUCTUpaHaTa PEeNpoJyKIMs, KaKTO M Ha BIIM3ALIUTE B KOHTAKT C TAX
MaTepHaii U MPOAYKTH U Ha TAXHOTO MPOCIEIsIBaHe OT TIOHOPA 10 PEIUITUEHTA;

4. onpenens peabT 3a perucrpanus, o0padoTka, CbXpaHsBaHe U IPEJOCTaBsIHE
Ha HH(pOpMAaIHsITa OT perucThbpa mo wi. 132, an. 1 ot 3akoHa 3a 311paBeTo;

5. onpenenaT yciaoBUATa U PeAbT 3a ChOOIABaHEe, pErUCTPUPaHe, TOKJIaBaHe
U TpenaBaHe Ha HMH(pOpMalus 3a CEPUO3HUTE HEKEIaHM pEeaKUuud U CEpPUO3HUTE
UHIMJICHTH U 3a OJIOKUpaHe, U3TErJIsTHE U YHUILOKaBaHe Ha SIMLIEKIICTKH, CLIepMaTO301,11d
WY 3UTOTH;

6. ompeneNnT yCIoBHATa U PEIbT 3a Ch3/laBaHe Ha CUCTEMA 3a IIPOCIie/IsiBaHe
Ha SUIEKIETKUTE, CIEPMATO30MINTE U 3UTOTUTE, KAKTO U HA TIPOJYKTUTE U MaTEpPHAIIHTE,
KOMTO BJIN3AT B KOHTAKT C TSAX U Ca CBBP3aHU C TAXHOTO Ka4eCTBO U 0€30IacHOCT.

(2) AeitHOCTUTE IO acKCTHpaHa PENPOIYKIHUS CE OCHILECTBSABAT IIPU Cl1a3BaHe
Ha cTaHjaaprta o ui. 1, an. 1, T. 1 oT BCcHukH JeueOHM 3aBeICHUs, KOUTO I'M U3BBPIIBAT.

Un. 2. JleueOHUTE 3aBEACHMHS], KOUTO OCHIIECTBSIBAT ACUHOCTH IO aCUCTHUPaHa
penponyKIMsi W TI0O OCHUTypsiBaHE, W3II0JI3BaHE M CBhXpaHsIBaHE Ha SUICKICTKH,
CIIepMaTO30MIH U 3UTOTH, ca:

1. 1eueOHHU 3aBeeHMS 32 U3BLHOOIHUYHA ITOMOIIL;

2. neyeOHHU 3aBeIeHud 32 OOJTHUYHA ITOMOIII;

3. nedyeOHU 3aBefeHUS KbM MuUHUCTEPCKUS CbBET, MUHHUCTEPCTBOTO Ha
otOpaHaTta, MUHHCTEPCTBOTO Ha BBTPEITHUTE paboTH 1 MUHUCTEPCTBOTO HA TPAHCIIOPTA
1 CHLOOIIEHNATA;

4. ThKaHHU OaHKH.

_ I'naBa BTOpA.
OTUUTAHE HA JTEMHOCTHUTE IO ACUCTUPAHA PEITPOAYKIUSA

Un. 3. (1) JleueOHUTE 3aBeieHUs] U3TOTBAT TOJUIIECH OTYET 32 MU3BBPIICHUTE
JIEHHOCTH TI0 aCUCTHUPaHa PEMPOAYKITUS MTPe3 ChOTBETHATA KaJeHAapHA TOIMHA.
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(2) OtuersT 0OxBamma nepuona ot 1 ssuyapu 10 31 nekeMBpHU Ha BCSKA FOJIUHA.

(3) OtuersT ce uznpama B M3nwiauTenHara areHus "MeIuuuHCcKy Haa3op"
(MAMH) no 31 sinyapu Ha ciieBaiaTa KajeHaapHa rojauHa.

(4) OTuersT ce MOANUCBAa OT PHKOBOJUTENS HA JICUEOHOTO 3aBEJIEHUE U OT
OTTOBOPHOTO Jinlle 1o nmpuitokenue Ne 1, paznen 111, 1. 2.

(5) Konue ot oTuera ce chbxpaHsiBa B JiedeOHOTO 3aBe/ieHue 3a cpok 30 rouHu.

I'naBa Tpera.
YCJ0BUA U PEJ 3A BBEMAHE HA CHHEPMATO30UIU U
ANLEKJIETKHA

Ui 4. (1) CnepmaTo3ouan Morat ja ObAaT B3€MaHH OT BCEKH IBJIHOJCTCH
MBXK, KOUTO HE € ITOCTaBEH MO/1 3aMpelieHre, OTroBapsi Ha KpUTEPUUTE 3a MOI00p O Ta3u
HapenOa (B cllydauTe Ha HEMApTHHOPCKO JapsiBaHe) U € Jal MHUCMEHO WHGOpMUPAHO
chriacue.

(2) Cnepmaro3zounau MoraT Aa ObIaT B3€MaHU U OT HEITBIHOJETHO JIMIIE 110
MEIUIIMHCKN TIOKa3aHWs, KOTaTo € 3acTpamieHa OpJenara My penpoyKTHBHA
CIIOCOOHOCT, Cliel MUCMEHO WH(OPMHUPAHO ChIVIACKE Ha HEITbJIHOJICTHHUS, KAaKTO M Ha
HETOBUTE POIAUTENH UM TTOTICUUTEIIH.

(3) Koraro ce u3BBpIIBa caMO €KCIIEpTH3a HA CIEPMATO30MIM, ITMCMEHATa
dbopMma Ha HHPOPMHUPAHOTO CHIITACHE HE € HEOOXOaUMA.

(4) CnepmaTo3ouiu 3a IMpeKTHa ynorpeda MoraT fa ObAaT U3MO0JI3BaHU CaMo
3a OCBIIECTBSABAHE HA ACUCTUPAHA PEIPOIYKIIUS MPU MAPTHHOPCKO JapsiBaHe.

Yn. 5. JIoHOpBT HA criepMaTO30M/IM 33 TUPEKTHA YIOoTpeOa Mpu MapTHbOPCKO
JapsiBaHE OTTOBApS HA CIICTHUTE KPUTCPHH:

1. HE e B poJICTBEHA BpB3Ka C PELUIUEHTA MO MpaBa JUHUS U 10 chpedpeHa
JWHUSA 10 4 CTENeH, KOETO C€ YIOCTOBEpsiBa C KOMUE OT OpayHO CBUAETENICTBO HIIU
JeKIapanus;

2. mo 3 Mecena mpeau mpolieaypara mo gapsiBaHe MUKPOOMOJOTUYHO MY €
U3CIeIBAHA CEMEHHa TEYHOCT, KaTo TMpH TMAaTOJOTUYEH pe3ylaTaT € U3BbpIICHA
CBOEBpPEMEHHA CaHAIHS;

3. gan e mucMeHo HHPOPMUPAHO ChIIacHe.

Un. 6. (1) JoHopbT Ha cmepMaTo30MIM 3a UHAMPEKTHA yroTrpeda mnpu
NapTHHOPCKO AapsiBaHe OTTOBAPS HA CIIEAHUTE KPUTEPUU:

1. HE e B pOJICTBEHA BpB3Ka C PEHUITUEHTA T10 MIPpaBa JIMHUS U 10 ChpeOpeHa
JUHUSA 10 4 CTEeNeH, KOETO Ce€ YJOCTOBepsiBa C KOMUE OT OpayHO CBUAETENICTBO HIIU
JIeKITapaIus;

2. o 3 Mecena mpeau mpoleaypara 1o JgapsiBaHe MUKPOOHOJIIOTUYHO MY €
u3ClIeBaHa CEMEHHAa TEYHOCT, KaTo NpH TMATOJOTHYSH pe3yiaTarT € W3BbpIICHA
CBOEBpPEMEHHA CaHAIHS;

3. man e mucMeHo WH(GOPMHUPAHO CHIIIACHE,

4. 1o 3 mMecena npeau Npoleaypara o gapsiBaHe € TECTBaH 3a:

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

0) xematut B: HBsAg u Anti HBc;

B) xenatut C: Anti-HCV-Ab unu Anti-HCV Ag/Ab;
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r) cuduiuc.

(2) Ilpu cnexBamy akTOBE HA JTOHOPCTBO OT CHIIMS MAPTHHOP CJEABALIUTE
KPBBHU IIPOOU Ce B3eMaT HE MO-KbCHO OT 6 Mecela OT MPeAX0IHOTO B3eMaHe Ha mpooa.

(3) IIpu mo3utuBHu TecToBe 3a HIV 1, 2, xenatut B u C unu cudunuc, Kakto
U TpU JIOHOpP C TMOBHIIEH MH(EKIMO3eH PUCK (aHAMHECTHYHO) Ce Mpujara pasjaeiHo
00paboTBaHE M ChbXpaHEHUE.

(4) 3agbiKUTENHO U3CIEABaHE 3a HaMuue Ha aHturtena cpemy HTLV-I ce
U3BBPIIBA HA JIOHOPHUTE, KOWUTO >KUBEAT B PETHOHM C BHCOKAa OOJIECTHOCT WIH
IIPOU3X0KJIAT OT TAKUBA PETMOHHU.

(5) 3appmKuUTENHO M3CIeABaHE 3a Hanuuue Ha aHturena cpemy HTLV-I ce
U3BBPIIBA HA JOHOPUTE, YUUTO CEKCYATHH TAPTHHOPHU UM YUUTO POAUTEIH IPOU3XOKAAT
OT TaKUBa PETUOHH.

(6) Jomrbiaurennu u3cnensanus 3a maiapus, CMV, RhD, Trypanosoma cruzi
Ce M3BBPIIBAT IPHU aHAMHE3a 32 IbTYBAaHUS B UY)KOMHA WM HAIMYKME Ha APYTU PUCKOBU
(dakTopu 3a Te3u 3a00JIABAHUSI.

(7) Ilpn mapTHHOPCKO AapsiBaHE 3a HWHIUPEKTHA YMOTpeda MO3UTHUBHUTE
pe3ysiTaTu Ha JOHOpa He ca Mpedka 3a M3IM0JI3BaHE Ha CIEPMAaTO30UIUTE MPU CIIEIHUTE
YCIOBUSI:

1. 3a xenatut B - korarto »xeHaTa pelUINEHT € BAaKCUHUPaHa;

2.3axenatut C - ce KOHCYITUPAHE OT CHEIHATUCT IO BUPYCOJIOTHS C OTJIe]
BHUCOKHUSI PUCK 32 XOPU30HTAJIHA U BEpTUKAJIHA TPAHCMHCHSI HAa BHUpYCA, NPU HMHUCMEHO
M3pa3zeHo UHPOPMHUPAHO ChITIACUE HA KEHATa PEIUITUCHT;

3. 3a cuduimc - ciuen U3JIeKyBaHETO Ha JOHOPA,

4. 3a HIV 1, 2, korato napTHROPBT € HA AaHTUPETPOBUPYCHA TEpaNUs U UMa
JIOCTUTHATa ONTHUMAaJIHa BUPYCHA cymnpecusi (HEOTKpPHUBAEM BHPYCEH TOBAap) 3a IEPUOJ
noBeue OT 6 Mecella, MPU KOHTPOJ Ha TEpanusaTa U CTAHOBHUIIE Ha MPOCIEISBAIIUSI TO
CIIENUATUCT TT0 MH(PEKIIMO3HU OOJIECTH U JIeueOHOTO 3aBeIcHUE pa3iosiara ¢ 000pyaBaHe
U BaJMJIMpaHa Ipoueaypa 3a o0paboTKa M OTAETHO ChXpaHEHHE M MMa O00peHa
cranzapTHa onepatuBHa mporenypa (COII) 3a Ta3u mern.

Yn. 7. (1) JloHOpBT Ha crepMaTO30MAM IMPH HENAPTHHOPCKO JapsBaHE ce
noaOupa Ha Oa3aTa Ha HEroBaTa BB3PACT, 3APABOCIOBHO CHCTOSHHE M MEIUIIMHCKA
UCTOpHUS Ype3 MOMbJIBAaHE HA BHIIPOCHUK M CJe]l CHEMaHe Ha MMoApoOHa J1YHa U (haMuIHa
MEINKO-TeHEeTUYHA aHAMHEe3a:

1. HOTEeHIMAIHUTE TOHOPU HE TPsAOBa Ja UMAT CIETHUTE 3a00JIABAHUS: TEKKO
MOHOT'€HHO 3a00JIIBaHe; TEKBbK BPOJIEH CTPYKTYPEH J1e(heKT ¢ MyITU(PAKTOPHA/IOJUTCHHA
eTronorus (nedekT Ha HeBpalHaTa TpbOa, BpOJeHa chpledyHa Mandopmauus U Jp.);
M3BECTHA XPOMO30MHA aHOMAJHs, CBbpP3aHa C PUCK 3a oOpa3yBaHe Ha HeOalaHCHUpaHU
rameTH, epUUMIUIaHTallMOHHHU 3aryou;

2. MOTEHIIMATHUTE IOHOPU HE TPOBa Ja MMaT POAHWHU OT ITbPBA CTETICH HA
poacTBo (poauTen, Opat/cecTpa, J1eTe) CbC CIeAHUTE 3a00JIIBaHUS M CHCTOSHHS: TEXKO
MOHOTEHHO 3a00JIsiBaHe, 32 KOETO HsIMa HAJEXK/IEH IeHETHYCH TEeCT 3a OIpelelisHe Ha
HOCHUTEJICTBO; XPOMO30MHA aHOMAJIHS, OCBEH aKO MOTEHIMAIHUIT TOHOP HE € C HOpMaJIeH
KapHOTHIT, HHTEJICKTYaJleH JAeQUIIUT C HEYTOYHEHA E€THOJOTHS;, TeXKa Manpopmarus c
MyATH(AKTOpHA/IOTUIeHHAa €THOJIOTHsS - TpsOBa J1a ce MpEeLeHsBaT OTJENHO 3a BCEKU
Cilydaii, KaTo ce B3eMar MpPEeABH] TeKECTTa Ha MaapopManusaTa, OTHOCHTEIHUS PUCK 3a
POIHHMHHU OT BTOpA CTETEH M 00IaTa MOMy/IallMOHHA YeCTOTa; (PaMHIIHO MYJITH(PAKTOPHO
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3a0oJsBaHe ¢ mpeodIagaBal] FreHeTHUYeH KOMIIOHEHT B €TOJIOTUATA U C TEKKHU KIMHUYHU
MOCIEACTBUS - TPsOBA Ja ce MpeleHsBaT OTIEIHO 3a BCEKH Cllydail, KaTo ce B3eMaT
IPEIBH/I TEKECTTa Ha 3a00JIIBaHETO, OTHOCUTEIHUS PUCK 32 POJHUHU OT BTOPA CTETICH U
oOmiata MmomyialMOHHA YECTOTa; NPU HAJIMYHU JIaHHU B CEMEWUCTBOTO 3a T'€HETUYHO
3a0o0sBaHe, 3a KOETO MMa HAJEKJEH I'€HETUYEH TECT, C€ IPENOopbUBa HACOUBAHETO Ha
JIOHOPA 32 MEUKO-TeHETHYHA KOHCYITAlUS U TeHETUYECH aHaJIu3.

(2) OnenkaTa BKJIIOYBA M OMUCaHUE HA (PAKTOPH, KOUTO MOTAT Jia JIOBEJAT JI0
MOBUIILICH 3/IpaBeH PUCK 32 PELIUITUEHTA WM 332 CaMUs HETO.

(3) JInnara no an. 1 cieaBa ga ObxaT nposepeHu B peructbpa Ha MAMH
Ipeu BCAKO JapsiBaHE WIM IMOJI3BaHE M0 OTHOILIEHHE Ha Oposl MPeaXOAHU JapsBaHUs U
pE3YJNTAaTUTE OT TSIX.

Ui 8. (1) CnepmaTo3ouau OT JTOHOP 3a HEMAPTHHOPCKO JIapsBaHE MOTaT Ja Ce
U3II0N3BAaT 33 AaCHUCTHpaHa pEHNpOAYKIHUS CJel OTPUIATETHO MHUKPOOHOIOTHYHO
u3CcleBaHe Ha CEMEHHaTa TEYHOCT, M3BbpuIeHO 10 30 1HM nOpeau B3EMaHETO, U
crepMorpama ¢ HopMmociepmus (cropeq AelcTBaimTe 3a MoMeHTa kputepuu Ha C30),
KOSITO IIOTBBP2K/1aBa FOJIHOCTTA HAa MaTepuaia 3a JApUTEICKH LIETH.

(2) Cnepmaroszouau OT JIOHOpP 3a HEMApTHBOPCKO JapsBaHE Morar ce
U3II0JI3BaT 3a M3BBPIIBAHE Ha AaCUCTUpaHa PENpOAYKLMsS ciel o0paboTka U cief
3aIbJDKUTETHO ChbXpaHEHHWE M KapaHTUHUpaHE 3a Hai-manko 180 mguu u 70
HOTBBPKAAaBaHE CJel TO3W IEepUOJ Ha HEraTMBHUTE TECTOBE 3a TPAHCMHUCHBHUTE
3a00/14BaHu 110 aiL. 3, T. 1.

(3) Ilpeau mpouenypara 1o JapsiBaHe AOHOPBT MO Wi. 7 TpsAOBa Aa uMa
HEraTUBHU PE3YJTATH MPU U3CIIECIBAHUSA:

1. oT cepyMHa uiM miaa3MeHa npooa 3a:

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

6) xenatut B: HBsAg u Anti HBc;

B) xenatut C: Anti-HCV-Ab unu Anti-HCV Ag/Ab;

I') cUpUINC; NPH MO3UTUBEH HecneuupuueH TecT 3a cU(UIMC ce U3MCKBa
cnenu(UYeH TecT; aKo HeCTIEHU(PUIHUAT € TIO3UTHBEH, HO CIIEHN(UIHUAT € HETaTHBEH,
NalMEeHTHT Ce TPETUPA KaTO HEeraTUBEH;

2. 3a XJIaMUMM IIPU U3CcJIeIBaHe Ha ypUHHA Iipoba upe3 T. Hap. NAT (Nucleic
acid Amplification Technique - texuuka 3a JIHK amrndukarms).

(4) Uscnensanusita 1o ajn. 3 TpsiOBa J1a ca MPOBEIEHU HE IO-paHo OT 3 Mecena
Ipeu MpoleypaTa o gapsiBaHe.

(5) 3agpmxuTenHo u3cieaBaHe 3a Hanuuue Ha aHturtena cpemy HTLV-I ce
U3BBPIIBA Ha JOHOPHUTE, KOUTO >KUBESIT B PETHOHU C BHUCOKA OOJIECTHOCT WIN
MIPOU3X0KJIAT OT TAKUBA PETHOHHU.

(6) 3anbKUTETHO U3CNEABaHE 3a HaIW4YMe Ha aHtuTena cpeury HTLV-I ce
M3BBPIIIBA HA JOHOPUTE, YUUTO CEKCYaTHU MaPTHHOPH WIIM YUUTO POJIUTENH MPOU3XOKAAT
OT TaKMBa PETUOHHU.

(7) HomrbnauTtenHu uscnensanus 3a manapus, CMV, RhD, Trypanosoma cruzi
ce U3BBPIIBAT MPU aHAMHE3a 3a IBTYBAHMs B UyXKOWHA WM HAJUYUE Ha JAPYTH PUCKOBU
dakTopu 3a Te3u 3a00JITBaHUSI.

(8) Ha pnonopa mpu HEMapTHbOPCKO JapsiBaHE Ha CIIEPMATO30MIU Ce
MpenopbyBa U3BBPIIBAHE Ha TEHETUYEH CKPUHMHT 3a 3a00JIBaHUsI, TOJOpaHU Bb3 OCHOBA
Ha TOIyJallMOHHATA YeCTOTa, TeXKECTTa Ha KIMHHYHATA KapTHHA, BB3MOXKHOCTUTE 3a
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e(EeKTUBHO JICUCHHE W ETHHYECKHUS MPOM3XOJ Ha JOHOpa. | €eHeTHUHUAT CKPUHUHI ce
U3BBpIIBA CJel MUCMEHO HH(POPMUPAHO chIVlacue Ha JoHopa. Ha peununueHtute ce
IpeJ0CTaBs MbJIHAa HH(POPMALIKS 32 PUCKOBETE OT MpelaBaHe Ha TeHEeTHYHU 3a00JI1BaHuUs
U 32 MEPKHUTE 32 HaMaJIsIBaHE HA PUCKA OT THAX:

l. CKpUHUHI 3a HOCHUTEJICTBO Ha MYTAallUM 3a AaBTO30MHO-PELIECUBHU
3a00JIIBaHUA: 32 JIOHOPUTE € MPENOpPbUMTENHO Ja ObJaT U3CIelIBaHU HalW-MalKo 3a
HocutencTBo Ha myrauuu B HBB rena 3a Gera-ranacemusi, SMN1 rena 3a crnuHaiHa
myckynHa atpoduss m CFTR rena 3a MyKOBHCIHI03a, TpPH EBPEHCKH TMPOU3XO]
JOITBITHUTEITHO C€ MPEenopbuBa CKPUHUHT 3a Oonectra Ha Teii-Cakc, 6onect Ha Kanasan,
dbamuiHa aucayroHomus, mykonunumosa [V, 6onect ma Human Ilux A, aHemus Ha
@ankonu tiun C, cunapom Ha biaym, Gonect Ha lome Tum 1 u mpu ycTaHOBEHO
HOCHUTEJICTBO Ha nBe kKomusa Ha SMNI1 - mombiiHUTeNneH aHanu3 3a ¢.*3+80T>G, a nmpu
a¢po/adpo-kapuOCKU MPOU3XOJ] - CKPUHUHT 332 ChPIOBUIHO-KICThYHA aHEMHUS; IOHOPH,
HOCHUTEJIN Ha MyTalluu, MoraT Aa ObAaT 0J0OpEeHH caMo Clie]l FTeHETUYEH aHAIU3 U MEAUKO-
FEHETUYHA KOHCYJTAlMs Ha PELUIIMEHTA; [IPU HAJIMYMe Ha MyTalluu B pa3JIMYHU T€HU TE
nie ObJaT HABJIHO CHBMECTHMHM OT IJIeIHAa TOYKA HA F€HETHYHHUS PUCK; MPU OTKa3 OT
FEHETUYEH aHaJIu3 PELUIHEHTHT MOANUCBA JEKJIapalys 3a 0TKa3, KOSITO BKIIIOYBA, Y€ €
uH($OpPMHUpPaH 3a CHIECTBYBAaHETO HA PUCK OT 1% - 2% 3a pakaaHe Ha JIeTe ¢ HIKOE OT Mo-
YECTUTE MOHOT'€HHH PELIECUBHU 3a00IsIBaHUS;

2. KapuoTUIlMpaHe: OallaHCUPAHUTE XPOMO3OMHU MPEYCTPONCTBA HE 3acAraT
3/1paBeTO Ha HOCHUTEJS W Morar jAa ObJaT IPOIyCHAaTH MpU CTaHJApTHO IPOyYBaHE Ha
MEAMIIMHCKaTa HMCTOPUS, HOCUTEIM Ha XPOMO30OMHA aHOMAJMs, CBbpP3aHa C PHUCK 3a
oOpazyBaHe Ha HeOajlaHCHpaHU TaMETH, MEPUUMILIAHTAIMOHHU 3aryou, CIOHTaHHU
abopTH U pakJaHe Ha Jela ¢ XpOMO30MHHU 00JIeCTH, HE ca MOAXOISAIIH 32 IOHOPH;

3. pyTHHEH CKpPUHUHT Ha JIOHOPUTE 32 HACJIEICTBCHU 3a00JSBAHHS C KBCHO
Hauaso (IpeapasnoyiokeHNe KbM 3JI0KaueCTBEHHU 3a001ABaHus, 60ecT Ha XbHTUHITHH U
JIp.) MOXKe€ J1a ce POBee MPU HATMYHU UHAUKAIMY CIIOPE] MEXTYHAPOAHUTE IPETIOPBKU
3a TECTBaHE 3a TO3U THUIN 3a00JIBaHUS M 3aJBIDKUTEIHO CleJ] MeIUKO-TeHeTHYHA
KOHCYJTalMsl U MMCMEHO MH(POPMHUPAHO ChIJAacHe OT JAOHOpPA WM MPU U3UCKBAHE OT
penunuenTa nopaau GpamMuiHa Wid JUYHA aHaMHe3a 3a 3a00JsiBaHe, KOETO Ce acolluupa ¢
BHUCOKa IEHETPAHTHOCT W JIUICa Ha BB3MOXHOCTU 3a €(pEeKTHUBHA MNpOQHMIAKTHKA U
JIEYEHUE, 3aJBJDKUTEIIHO CII€J MEAUKO-TEHETHMYHA KOHCYITalus U IHUCMEHO
MH(OPMUPAHO ChITIACHE OT JOHOPA.

(9) Uscnenanusita mo an. 3, T. 1 ce u3BBpUIBAT B J1abOpaTOpuu, KOUTO
ydacTBaT B CHCTEMa 3a BHHIIHA OLIEHKA Ha KaueCTBOTO U U3IOJI3BAT TECTOBE (KUTOBE),
Banuaupanu B EC, B cepyMm w/win mnazma. M3kimoueHue ce J0mycka 3a criequpuuHu
TECTOBE, NMPEJAHA3HAUYEHH 3a MOJ3BaHE BbPXY TEJIECHU TEUHOCTU U CEKPETH, PA3IUYHHU OT
CepyM H/HUIIY TU1a3Ma.

(10) KpbBHUTE ITpOOH 32 TPAHCMHUCHUBHHU 3a00JIIBAHUS CE€ B3€MAT HE MO-KbCHO
OT JIEHs Ha IOCJIEAHOTO AapsBaHE Ha CEMEHHA TEYHOCT NPEIy KapaHTUHHUS MEPUOJ IO
an. 2.

(11) Koraro npo6ara, B3eTa 1o BpeMme Ha 1apsiBaHeTo, € n3ciensana upe3 NAT
3a HIV 1/2, HBV, HCV u cudwunuc, cnen nepuoaa Ha KapaHTHHUPAHE HE Ce Hajara jia ce
MOBTapsT Te3W TecToBe. PerecTupaHe He ce Hajara M ako B Ipoleca Ha oOpaboTka e
HaJIMIIE €Tal 3a WHAKTUBAIUs Ha ChOTBETHHUS BUPYCEH MPUYMHUTEN CHOpesa 0J00peHa
COIL
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Yn. 9. (1) loHOpBT Ha criepMaTO30MAM 38 HETTAPTHHOPCKO JAPUTEIICTBO J1aBa
MUCMEHO HH(GOPMHUPAHO ChITIacHE.

(2) Ha numero o an. 1 ce nmpemocTaBst nHGOpMAIIUS 32 IEJIUTE U eCTECTBOTO
Ha B3€MaHETO; U3CIICBAHUATA, KOUTO ca HEOOXOJUMH; PErUCTPUPAHETO U 3aluTaTa Ha
JUYHUTE JaHHUTE Ha JOHOPA; MOTHUBUTE, KOUTO OMPAB/aBaT 33JaBAaHETO HAa BBIIPOCH 3a
MpeIUIIHY 3a00JIsIBaHUS U JIMYHU BBIIPOCH KBM JIOHOPA.

(3) UadopmarnusTa mo an. 2 ce IpeaocTaBs OT JeKap WM OMOJIOT ChINIACHO
npunoxenue Ne 1, pasnen III, 1. 3, 4, 5 u 6 B qocTbnHa GopMa, KaTo c€ U3MOJI3BAT
pazoupaemu moHsTHs. [IOTBBpIACHUTE pE3yaTaTH OT HW3BBPIICHUTE HW3CICABAHHUS CE
chOOIIaBaT U 00SACHSBAT HA IOHOPA.

(4) UndpopmupanoTo chriacue o ai. 1 Moxe 1a Obie OTTEIrJICHO 10 MOMEHTA
HAa MOJI3BaHe HA TeHEeTUYHUS MaTepHal 3a JapUTeIICTBO.

(5) 3abpansiBa ce mpepocTaBsiHe Ha WH(QOpPMAIKs HA JOHOPA WM HA TPETH
JUIIA 32 PELMITUEHTUTE, TTOJI3BAIM AaHOHUMHU JIOHOPCKHU CIIEPMAaTO30MI1, OCBEH B CIIy4aH,
MIOCOYEHH B 3aKOH.

(6) MudopmarusaTta 3a CaMOIMYHOCTTA Ha JJOHOPA C€ ChbXpaHsBa B JICYEOHOTO
3aBejieHue 3a nepuo 30 roAuHuU.

(7) Undopmanusara mo an. 6 e ciayxeOHa TailHa U HEe MOxke 1a ObAe
pasriacsiBaHa OCBEH B CIIy4aHTe, IIOCOYCHH B 3aKOH.

(8) lanauTe Mo wi. 44 3a qOHOpa W B3eTUTE, 0OPaOOTEHU W TTOCTABEHU IO
KapaHTHHA CIIEPMAaTO30UIH C€ IIPEJOCTABIT CBOEBPEMEHHO B peructbpa Ha MAMH.

Y. 10. (1) Siiueknerku Morar ia ObJIaT B3eMaHHU OT BCSAKA ITBJIHOJIETHA KCEHA,
KOSITO HE € IOCTaBeHa IOJ[ 3alpelmieHre, OTroBapsi Ha KPUTEPUHUTE 3a MOJ00p MO Taszu
Hapen0a (OCBEH B CIIy4auTe Ha aBTOJIOKHO JIapsiBaHE) U € Jiajla MUCMEHO WH(POPMHPAHO
ChIJIacHe.

(2) Mitnexnerku moratr Aa ObAAT B3eMaHH M OT HEMBJIHOJETHA KEeHa IO
MEJUIIMHCKH MOKa3aHUsI, KOTaTO € 3acTpallieHa Ob/ae1iara u penpoayKTHBHA CITOCOOHOCT,
cieq MUCMEeHO HH(GOPMHUPAHO ChITIache Ha HEMbIHOJIETHATA U HA HEMHHUTE POAUTENH WIN
TIOIICYHUTCIIN.

Un. 11. (1) Korato B3emaHeTo Ha SIMIIEKIETKH € C IIeN U3BBPIIBAaHE Ha
aCHUCTHpaHa PENpOIYKIUSA ChC COOCTBEHHM SIMIICKJIETKH, TPEIu TMOAMUCBAHE Ha
uH(OPMHUPAHO ChIIACKE HA KEHATa ce IMpeaocTaBs HH(GOpPMaIKs OTHOCHO Mpoleaypara,
KaKTO M 3a PUCKOBETE OT Hesl.

(2) Kputepuute 3a nogdop Ha *eHH B ciIyuuTe 1o ai. | ca:

1. HanM4KMe Ha WHAMKAIIMY 32 U3BBPIIBAHE HA MPOLIeypaTa Mo MPUIOKEHNE
Ne 1;

2. nurica Ha TPOTHUBOIIOKA3aHUS 3a U3BBPIIBAHE HA MPOIIEIypaTa 1Mo B3eMaHe
o npunoxxerue Ne 1;

3. nUrca Ha POJICTBEHA Bpb3Ka C Mb)Ka, YUUTO CIIEPMATO30H/IH IIIE CE TTOJI3BAT
3a acHcTHpaHaTa PENpOIyKIUs, MO MpaBa JIMHUSA U MO chpebpeHa JuHUS 10 4 CTeleH,
KOETO C€ YJO0CTOBEPsIBA C KOTHE OT OpPavyHO CBUICTEIICTBO WU JCKIIapaIlvs;

4. HanmUYKMe HAa HETATHUBEH PE3yiTaT OT MUKPOOWMOIIOTMYHO M3CIIeJIBAaHE Ha
BJIAraJMIIEH CEKPET, KOWTO /1a € MPOBEAECH MOHE €IHOKpaTHO npe3 nociaeauure 30 qHu
Mpea B3€MaHE Ha OBOLIUTUTE;

5. 1o 6 mecena npeayd B3eMaHeTo 1o ai. 1 e TecTBaHa 3a:

a) HIV: Anti-HIV-1, 2 unu HIV Ag/Ab;
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6) xenatut B: HBsAg u Anti HBc;

B) xenatut C: Anti-HCV-Ab uau Anti-HCV Ag/Ab;

r) cuduiuc.

(3) Koraro tecroBere 3a HIV 1, 2, xenatut B 1 C nnu cudummc ca mo3suTUBHA
WM HH(OpPMAIHATA € HEeIOCThITHA, KAaKTO U ITPU TIOBUIIEH HH(EKIIMO3EH PHUCK ce Mpujiara
paszziesiHo 00paboTBaHE U ChbXpPaHEHHE Ha SHIECKIETKUTE.

(4) 3agbiKUTENHO U3CIEABaHE 3a HaMuue Ha aHturtena cpemy HTLV-I ce
U3BBPIIBA HA JIOHOPUTE, KOWUTO >KUBEAT B PETMOHH C BHCOKAa OOJECTHOCT WIH
IPOM3X0XKJIAT OT TAKMBA PETUOHH.

(5) 3appmKuUTENHO M3CNIeABaHE 3a Hanuuue Ha aHturena cpenty HTLV-I ce
U3BBPIIBA HA JOHOPUTE, YUUTO CEKCYATHH TAPTHHOPHU UM YUUTO POAUTEIH IPOU3XOKAAT
OT TaKUBa PETUOHH.

(6) Hdombaaurtennu uzcnensanus 3a maigapus, CMV, RhD, Trypanosoma cruzi
Ce M3BBPIIBAT IPHU aHAMHE3a 32 IbTYBAHUS B UY)KOMHA WJIM HATUYKME HA APYTU PUCKOBH
(dakTopu 3a Te3u 3a00JIABAHUSI.

(7) Ilpu acuctupana penpoayKIHs CbC COOCTBEHH SHIEKICTKH MO3UTHBHUTE
pe3yJiTaTu Ipu KeHaTa 0 OTHOLIEHHUE Ha:

1. xenatut B He cniupar acucTupaHnaTta penpoayKIus U He Hajarat OJoKupaHe,
U3TETIISTHE WM YHUIIO)KaBaHE HAa OBOIIUTH WM 3UTOTH,

2. xenatuT C - HeOOXOIMMO € KOHCYITHPAHE ChC CIEIIMATUCT 10 BUPYCOIOT U
C OrJel BHCOKHS PHCK 3a BEpTHKaJIHA TPAHCMHUCHS HA BHpYCa, KaKTO W IHCMEHO
uH(OPMUPaAHO ChIVIACKE HA )KEHATa 3a TOBA; P TE3U YCJIOBUSI HE CE CIIMpa aCUCTUPaHAaTa
penpoAyKIHMs U HE ce Hajara OJOKUpaHe, U3TETIsIHE WM YHUIO)KaBaHE HA AHLEKIIETKUTE
W 3UTOTHUTE;

3. HIV 1, 2 Bogar no:

a) CIIMpaHe Ha aCUCTUPaHaTa PENpPOAYKIUS, KAaKTO U 10 OJIOKUpaHe, U3TerJIsHe
U YHHIIOKaBaHE Ha SIMIIEKIIETKUTE WJIM 3UTOTUTE, KOTaTo ca MOJyYeHH TPU HEJIeKyBaHH
NAalMEeHTKU WM TaKWBa, NMPH KOUTO BBIPEKH JICUCHHETO HE € MOCTUTHATa ONTHMallHa
BHUpyCHa cymnpecus 3a HIV u e Hanune oTkpuBaeM BUPYCEH TOBap;

0) nurca Ha ciMpaHe U Ha OJOKMpaHe, Ha U3TErJITHE U Ha YHUIIOXKaBaHE Ha
SUIEKIETKUTE U 3UTOTUTE TIPU MAIIMEHTKN HAa aHTHPETPOBHPYCHA TepaInwsi C JOCTHTHATa
ONTUMaJIHA BHPYCHA CyNpecHss W HEOTKpUBaeM BHpyceH ToBap 3a HIV, kourto ce
NOIbpKAT MOBEUE OT 6 Mecela MPU OCHIIECTBEH KOHTPOJ M M3Pa3eHO CTaHOBUIIE OT
npocieAsBaliis s CHeNMAIMCT MO0 HMH(EKIMO3HH OO0NecTH; B Te3W cilaydyad 3a
IpoJbJDKaBaHE Ha acHCTHpaHaTa penpoAyKIHs 3aIbJDKUTENHO Ce B3eMa MH(OPMUPAHO
ChIJIacHE OT MalMeHTKATA,;

4. cudunuc BoaM 70 CIIMpaHe Ha aCUCTUPaHaTa PENPOIYKIHS 10 U3JIEKyBaHE
Ha JKeHaTa U J0 OJIOKHpaHe, U3TErJITHE M YHUIOYKaBaHe Ha SHIEKJIeTKU WM 3UT0TH, aKo
ca B3€THU TaKuBa.

Un. 12. (1) JoHOPCTBOTO Ha SIMIIEKJIETKH C IIeNl OTUIOXKIaHE W MOCTaBsHE B
Ipyra skeHa B ciayyaute mo wi. 130, an. 4, 1. 4 ot 3akoHa 3a 3paBeTO MOXe Aa ObJe OT
AQHOHUMHHM JApUTEIH WIK OT POJICTBEHM AapuTenu (cectpa, OparoBueaka). PojacrBenarta
Bpb3Ka ce J0Ka3Ba ¢ O(PUIIMATTHU TOKYMEHTH, 3aBEpPEHU KOMHS OT KOUTO CE ChbXpaHIBaT B
71e4yeOHOTO 3aBe/ICHUE.
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(2) Jlunata mo an. 1 mpeau BCAKO AapsiBaHE WM TOJ3BaHE CiieqBa aa ObaaT
npoBepeHn B peructbpa Ha MAMH mno oTHomenwe Ha Opost MPEAXOAHH IapsSBaHHS H
pEe3yATaTUTE OT THAX.

Ui 13. (1) B3emaneTo Ha SMIEKIETKH OT JIOHOP B CIIy4auTe 1o Wi. 12 Moxke
Jla C€ U3BBPIIM, aKO Ca U3I'bJIHEHU CICIHUTE YCIOBUS:

1. noHOPBT € Ha BB3pacT HajA 18 rolMHU U HE € TOCTaBEeH IOJ 3alpelIeHUE;
JIOIyCTUMAaTa Bb3pacT, A0 KOSTO MoraT Ja ce JapsiBaT SHLEKJIETKH Ce ONperess IIo
IpelleHKa Ha JieKaps, W3BBPIIBAIL OlEHKAaTa Ha JOHOpa, IpHU OTYUTaHE Ha
WH/IMBUYaJIHUTE MOKa3aTeNu Ha (EpTHIIHOCTTA, KAaTO € MPENOPbhUUTETHO Bh3pacTTa Ha
JIOHOpA J1a HEe HAIXBBpJsA 38 roluHU, KaKTO MPHU POACTBEHO, TaKa U MPU HEPOJCTBEHO
JapsiBaHe, a KOraTto JOHOPBHT € Ha 38 W MOoBede IOJIMHU, 3aJBJHKUTEIIHO Ce M3BBHPIIBA
MPEAMMILTAHTAIIMOHEH TeHeTHYeH TecT 3a aneyrouauu (I11'T-A) Ha emOpuoHuTe;

2. IOHOPBT € HH(OPMHUPAH HA JOCTHIICH €3HK 32 PUCKOBETE, KOUTO MIOEMA;

3. OMy4YEeHO € MUCMEHO ChIIIacue OT IOHOPA, 3aBePEHO OT HOTAPUYC, B UUHUTO
palioH Ha AelicTBUE ce HaMMpa JIeYeOHOTO 3aBeJIEHUE, KOETO I11€ U3BbPIIN B3EMAHETO;

4. pU3NYECKOTO U MICUXUUYECKOTO 3/IpaBe Ha JOHOPA € YCTAHOBEHO C MPOTOKOJI,
NOJINUCAaH OT YJICHOBETE HAa KOMHCHS, Ha3HAU€HAa OT PBKOBOJAUTEN Ha JIe4eOHOTO
3aBeJIeHUE, U3BBPILBAII0 B3EMAaHETO, KOSATO CE ChbCTOM Hall-MaJIKo OT TpUMa JIeKapu, KOUTO
HE yJacTBaT B ChCTaBa Ha €KMIIA [10 B3€MAHETO;

5. UMa MOHE €HO XKUBOPOJCHO JIeTe, C M3KIIOUEHUE Ha JOHOPUTE, YUUTO
OBOITUTH ca TOOUTH B cTpaHa - wieHka oT EC, B KOATO He € HaJIUIE MOJ00HO U3UCKBAHE;

6. IOHOPBT OTrOBapsl HA KPUTEPUHTE 3a MOAOOp MO pesa Ha Ta3u Hapeaoda.

(2) loHOPBT Ha STUTEKIIETKH CE MOA0MPa Bb3 OCHOBA Ha!

1. omeHka Ha BB3PACTTa, 3APABOCIOBHOTO CBHCTOSIHME M MEAMIIMHCKATa
UCTOpPUSl Ype3 IOMbJIBAaHE Ha BBIPOCHUK M HUHTEPBIO (CHEMaHE Ha aHaMHe3a) OT
JIeKyBallMsl JIEKap; OlleHKaTa BKIII0YBa (PaKTOPUTE, KOUTO UMAT OTHOILIEHHUE U cIioMaraT 3a
UACHTU(DUIIMPAHE U CKPUHUHT Ha JIMIA, KOUTO 4pe3 JapsiBaHe MOrar Ja MpeCTaBlisABaT
MEIUIIMHCKHU PUCK 3a IPYTH JIMLA UITH 3a caMuTe ce0e CH;

2. 1o 30 1HM Tpeu B3EMAHETO U3BBPLUIEHO MUKPOOHOJIOTHYHO U3CIIEABaHE Ha
BJIATJMILEH U LEPBUKAIEH CEKPET Ha JOHOpA; IPH MO3UTUBEH PE3yNTaT IOHOPBT Ce
caHupa J0 U3JIEKYBaHETO;

3. no 3 Mecena mpeau Npoueaypara Mo JapsiBaHE TECTyBaHE C HEraTUBEH
pe3yJsTaT oT cepyMHa WM Iu1a3MeHa rpooa 3a:

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

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

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

r) cuuiauc; Npyu NO3UTHBEH Hecneuu(UyYeH TeCT 3a CU(UINC Ce M3HUCKBA
creun(uyeH TecT; ako HeCTIeHU(PUUHUAT € MO3UTHUBEH, HO CIIeUU(UYHUAT € HETaTUBEH,
MAIUEHTHT CE TPETHPA KaTO HETaTHUBEH.

(3) 3appmxuTenHO M3CNEABaHE 3a HAIM4Me Ha aHtuTena cpemry HTLV-I ce
U3BBpIIBA HA JIOHOPHUTE, KOWUTO >KUBEAT B PETHOHM C BHCOKAa OO0JIECTHOCT WIIU
IIPOU3X0KJIAT OT TAKMBA PETMOHHU.

(4) 3agbKUTENHO M3CIeqBaHe 3a Hanuuue Ha anturtena cpemy HTLV-I ce
M3BBpIIIBA HA JOHOPUTE, YUUTO CEKCYAJTHU TAPTHHOPH WJIM YUUTO POJUTENH POU3X0KAAT
OT TaKUBa PETUOHH.
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(5) Jomrbmaurennu u3cnensanus 3a manapus, CMV, RhD, Trypanosoma cruzi
ce M3BbpIIBAT IPU aHAMHE3a 32 IbTYBAHUS B UY)KOMHA WM HAIMYKE Ha APYTU PUCKOBU
dakropu 3a Te3u 3a00JITBaHHUS.

(6) Ha noHop mpu HEpOJHMHCKO JapsiBaHE Ha SHIEKJIETKU ce MpernopbhyBa
U3BBPIIBAHE HA TEHETWYECH CKPUHHUHT 3a 3a00JsABaHMs, MOAOpPaHH BB3 OCHOBA Ha
MOMyJIallMOHHATa YecTOTa, TEKECTTa Ha KIMHUYHATA KapTHHA, BB3MOXKHOCTUTE 3a
e(EeKTUBHO JICUCHHE W ETHHYECKHUS MPOM3XOJ Ha JOHOpa. | €eHeTHUHUAT CKPUHUHT ce
U3BBPIIBA CJe]l MUCMEHO HH(POPMUPAHO chIilacue Ha jJoHopa. Ha peuunuentute ce
IpPEOCTaBs MbJIHA HH(POPMALIUS 32 PUCKOBETE OT MpelaBaHe HAa TeHETHYHU 3a00JI1BaHuUs
U 32 MEPKHUTE 32 HaMaJsIBaHE HA PUCKA OT THAX:

l. CKpUHUHI 3a HOCHUTEJICTBO Ha MYTAallUM 3a AaBTO30MHO-PELIECUBHU
3a00JIIBaHUA: TIPETIOPBHYBA C€ TOHOPHUTE JAa ObJAT U3CIEABAaHH Hail-MaJIKO 32 HOCUTEJICTBO
Ha myTtaiu B HBB rena 3a Geta-ranacemust, SMN1 rena 3a cimHaiHa MyCKyJIHa aTpogust
u CFTR rena 3a MyKOBHCIIH103a; TIPU €BPEHCKH MPOU3XO/] TOMMBIHUTEIHO CE MPENnopbuBa
ckpuHUHT 3a Oonectra Ha Teii-Cakc, Oonect Ha KanaBan, ¢amuiHa aucayTOHOMHUS,
mykonunuaosa IV, 6onect na Human [luk A, anemus na ®ankonu tun C, CHHAPOM Ha
biym, Gonect Ha ['ome Tun 1 1 npu ycTaHOBEHO HOCUTENCTBO Ha JBe Konus Ha SMNI1 -
JOMbIHUTENEH aHanu3 3a ¢.*3+80T>G, a npu appo/adpo-kapubCcku MPOU3X0o.1 - CKPUHUHT
3a CBhPIOBUJHO-KJIETbYHA AHEMHUs; JTOHOPH, HOCUTEIM Ha MyTalUMu, Moratr jga Obaar
0I00peHu caMo cleJ TeHeTHYeH aHalu3 U MEIUKO-TeHETHYHA KOHCYITalMs Ha
PELUIMEHTa; IPU OTKa3 OT NEHETHYEH aHalUu3 PELUIIMEHTHT MOJINHUCBA JEKJIapauus 3a
0TKa3, KOSTO BKIIIOUBA, Y€ € MH(GOPMHUPAH 3a ChIecTBYBaIl puck ot 1% - 2% 3a paxnane
Ha JIETE C HIKOE OT I10-YE€CTUTE MOHOTEHHU PELIECUBHU 3a00JI5BaHuUs;

2. CKpUHUHT Ha HOCUTEJICTBO 32 X-CBHP3aHO 3a00JIsiBaHe: MPENOPHUUTETHO €
JIOHOPUTE Ha SHIEKJIETKH J1a ObJaT TECTBAHU 32 HOCUTEJICTBO Ha YYIUIMBA X XpPOMO30Ma,
KaTO JKEHUTE C MPEMYTalUs HE Ca MOAXOAAIIM 3a JOHOPU Ha TEHETUUYEH MaTepHall;

3. KapuOTHUINMpaHE: NPENOPBUYUTETHO € JOHOpUTE Ja ObJaT TECTBaHU 3a
XPOMO30MHH aHOMAJIMHU, HE3aBUCUMO 4e OaJlaHCHpaHUTE XPOMO30MHHU MPEyCTpoiicTBa ca
peaxu (1 Ha 500 mpaMBHAA); OamaHCHUpAHUTE XPOMO3OMHM IPEYCTPOICTBA HE 3acsrar
3/IpaBeTO Ha HOCUTENS W MOraT Ja ObAaT MpOIyCHAaTH MPU CTAaHAAPTHO MPOYYBaHE Ha
MeAMIMHCKaTa ucropus. Hocurenn Ha XpomMO30MHa aHOMajus, CBbp3aHa C PUCK 3a
oOpa3yBaHe Ha HeOajJaHCHpaHM TaMeTH, MEePUUMIIAHTAMOHHU 3aryOu, CIIOHTaHHU
abopTH U paskJaHe Ha Jiella ¢ XpOMO30MHHU 00JIECTH, HE Ca MOAXOAIIH 32 JTI0HOPU;

4. pyTMHEH CKPMHMHI Ha JIOHOPHUTE 3a HACIEICTBEHH 3a00JI1BaHUS C KbCHO
Hayvajo (Mpeapa3noaokKeHue KbM 3JI0Ka4eCTBEHU 3a00J1sBaHus, 00siecT Ha X bHTUHITHH U
Jp.) MOKE J1a ce MPOBeJie MPU HATMYHU MHIUKAIMK CIIOPE] MEXTyHapOAHUTE NPETIOPBKU
3a TECTBAHE 3a TO3M THUN 3a00JsBaHUA M 3aABJDKUTEITHO CJeJ MEIUKO-TeHeTHYHa
KOHCYNITAllsl U MUCMEHO MH()OPMHUPAHO ChIiacHe OT JOHOpA WJIM MPU H3UCKBAHE OT
pelunuenTa nopaan GpamMuiHa Wi JU4Ha aHaMHe3a 3a 3a00JIBaHe, KOETO Ce acoluupa ¢
BUCOKA TIEHETPAHTHOCT W JIUICa HAa BB3MOXHOCTH 3a €(eKTHBHAa NpOQHUIAKTHKA U
JIeYEeHUE, 3aTBJDKUTENIHO  CleJ] MEAUKO-TEeHEeTHMYHAa KOHCYATAalMsT U [UCMEHO
UH(POPMHPAHO ChIJIACHE OT JOHOPA.

(7) UzcnenBanusara mo an. 2, T. 3 ce U3BBPIIBAT B JabOpaTOpPUHU, KOUTO
ydacTBaT B CHCTEMA 3a BBHIIHA OLIEHKA HAa KaueCTBOTO M M3IIOJI3BAT TECTOBE (KUTOBE),
Bamuaupanu B EC, B cepyMm w/unum 1uazma. M3kmrodeHue ce nomycka 3a crenuuaaua
TECTOBE, NPEAHA3HAUYEHN 3a II0J3BAHE BbPXY TEJIECHU TEUHOCTU U CEKPETH, PA3IIUYHH OT
CepyM W/WIIU TIIa3Ma.
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(8) IToBTOpPHM KpBBHH NMPOOH 3a TPAHCMUCHBHH 3a00JIIBaHUS CE€ B3eMaT IO
BpeMe Ha (B JIeHSA Ha JapsiBAaHETO WJIM Ha CIEABAIlUA JIeH), Taka 4e pe3yJTaTUTe Ja ca
HaJMLIE TpeAu U3BBPIIBAHE Ha IIOCTaBAHETO Ha SHIEKIETKUTE WIA 3UTOTHUTE B
PELUIHUEHTA.

(9) [IpenopbuBa ce mpoOUTE, B3ETU IO BPeMe Ha JapsBaHETO, Ja CE U3CIICABAT
uype3 NAT 3a HIV 1/2, HBV, HCV u cudwunuc.

Uin. 14. (1) doHopuTte Ha SIMIIEKIETKA MOTaT J1a C€ OTKa)XaT OT JapsiBAHETO J10
MOMEHTA Ha OIUIOKJIaHETO.

(2) Uadopmanusata 3a peUUNTUCHTUTE, TOI3BAIN SULEKICTKH OT aHOHUMEH
JlapuTen, € Ciy)XeOHa TallHa, CbXpaHsABa c€ B CIYXEOHHS PErucTbp Ha JieueOHHUTE
3aBeqeHus 3a epruo 30 roquHM U HE MOXKe J1a Ob/ie IPeAOCTaBsiHA Ha JOHOPA WU TPETH
JIMIIa OCBEH B CIIy4auTe, [IOCOYEHU B 3aKOH.

(3) Nudopmanusara 3a cCaMOTUYHOCTTa Ha JOHOpa € CIy)keOHa TaifHa,
CbXPaHsBa C€ B CILY)KEOHMsI PErHCThp Ha JieueOHUTE 3aBeieHus 3a nepuo] 30 roquHu U He
MOXe Ja ObJe pasriacsiBaHa Mpe] PEHUITMEHTa WM TPETH JIMIa OCBEH B CIy4aWTe,
IIOCOYEHH B 3aKOH.

(4) Madopmanusra 3a JOHOpPA W PEIMIMEHTHTE MOXKE J1a OBJe CIoAeIsIHA
HOMEXJly UM CaMoO INPH POACTBEHO JApUTEICTBO, HO HE M HA TPETH JIMLA, BKIIOYUTEIHO
TEXHU OJIM3KU ¥ POJHHUHU.

I'naBa yeTBBpTA.
YCJI0OBUSA U PEJ] 3A IIOCTABAHE HA TAMETHU U 3UTOTU

Un. 15. (1) IlocraBaHero Ha ramMeTd M 3UTOTH B TAJOTO Ha JKEHaTa ce
OCBIIIECTBSIBA OT KBAUTU(ULIMPAHU JIUIIA CHIIIACHO U3UCKBAHUATA 110 MpuitokeHne Ne 1.

(2) IlocraBsiHETO HA raMETH U 3UT'OTH CE U3BBPIIIBA CJIE]] JaBaHE Ha MMCMEHO
UH(POPMHPAHO ChIIACHE OT PELUITUEHTA.

Un. 16. (1) [TocraBsiHETO Ha CEPMATO30MAU MPU MAPTHBOPCKO JapsiBaHE B
TSJIOTO Ha JKEeHaTa ce M3BBPIIBA CleJ] M3IIBJIHEHHE HAa M3HCKBaHMATA MO WI. 5 NpuU
JTUPEKTHA yroTpeda ¥ 1o wi. 6 mpu UHIWPEKTHA yroTpeoa.

(2) IlocTaBsiHeTO Ha CrIEPMAaTO30MIN OT AaHOHMMHH JAPUTEIH CE€ M3BBPILIBA
CJIe/] U3IThTHEHUE Ha M3UCKBAHMITA 110 WiI. 7 - 9.

(3) IlocraBsHeTO Ha CHepMaTO30MAM B MaTOYHATa KyXMHA Ha jKe€HaTa ce
U3BBPIIBA CIIEA CIeU(UIHA TpeaBapuTeTHa 00paboTKa Ha CeMEHHAaTa TEYHOCT, MpPHU
KOSITO Jla Ce eNMMUHHUpAa CEeMUHAlHATa IUla3Ma M ce MOJy4yaBa YMCTa CYCIEH3UsS Ha
CIIEpMATO30H/IM B XpaHUTEITHA Cpe/a.

Ui 17. (1) IlocTaBsiHETO Ha SUIEKICTKH WJIM 3UTOTH B TSJIOTO Ha YKEHATa Ce
W3BBPILIBA CJIE] U3IIBIHEHUE HA U3UCKBAHUATA 110 wi. 11, Korato mpousnusar oT cpuiaTta
JKEHa.

(2) IlocTaBsiHETO HA TUUEKIIETKU WM 3UTOTH B TSAJIOTO Ha )KEHATa C€ U3BbPILIBA
cJIe]l M3IIBIIHEHNE HAa U3UCKBaHUATA 10 WI. 12 - 14, xoraro npousnusar OT Apyra KeHa.

(3) [locraBsiHeTO Ha SMIEKIETKH WM 3UTOTH B TSUIOTO Ha jKEHaTa cie/Ba Aa
OTroBapsi Ha crieln(PUIHUTE U3UCKBAHU 32 MAKCUMAJIHO JOMYCTUMUS Opoit 3a TpaHcdep
chIytacHO npuiioxkeHue Ne 1.
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Us. 18. [TocTaBsSsHETO Ha 3UTOTH B TSJIOTO HA JKEHATA CE U3BBPILBA CHIVIACHO
npuioxkenue Ne 1 upes emOpuoTpancdep, npu KOHTO 3UTOTUTE CE NMOCTABIT B MaTOYHATA
KyXHUHa.

Ui 19. (1) T'aMeTn U 3UTOTH C€ TOCTABAT B TAJOTO HA JKEHATa, CJEN KaTo
MOCTABSIIOTO JIUIE TY € UASHTUPHUIINPATIO €THO3HAYHO U CE € YBEPHJIIO B IPOU3X0/Ia M U
B MH(OPMUPAHOTO ChIIIACUE HA KEHATA, B KOSTO CE MOCTAaBAT.

(2) Axo ce KOHcTatMpa WIM MOAO3MpPAa HaApyIIaBaHE Ha NPUHIMIA 3a
MPOCIIEIIEMOCT Ha MPOU3X0/a U IbTS HAa FAMETUTE U 3UTOTUTE, KbM IOCTaBSHE HE Ce
MPUCTHIIBA.

(3) Bcuuku 1anHY 110 TOCTABSIHETO HA FAMETH WJIM 3UTOTH B TAJIOTO HA KEHaTa
ca uHpopMaIus, KOATO CE PETUCTpUpa B IEUCOHOTO 3aBe/IeHUE, H3BBPIINIIO IIOCTABSIHETO.

(4) Jannute 1o 4. 44 3a penunueHTa U MOCTaBEHUTE raMeTH WM 3UTOTH Ce
MPEAOCTaBIT 0 Kpasi HaA Mecella, MOCIeBAaIll U3BbPIICHUTE MPOLEYPH B PETUCTHPA HA
NAMH.

I'nmaBa nera.
EKCIIEPTU3A, OBPABOTKA, ETUKETHPAHE, TPAHCIIOPTUPAHE
U CBXPAHSIBAHE HA HFII.IEK.JIETKI/I, CIIEPMATO30UIN U
3UTOTHU

Y. 20. Exkcrieptusa, 00paboTKa, eTUKETUPAHE U ChbXPaHsIBaHE Ha SHUICKIICTKH,
CIIEPMATO30MIX ¥ 3UTOTH C€ OCBIICCTBABA OT KBAIM(HUIUPAHU JHIA CHIIACHO
M3HUCKBaHUATA 110 npuioxenue Ne 1.

Un. 21. Ekcneprusara Ha SHIEKJIETKH, CHEpMAaTO30MIM U 3UIOTH Ce
U3BBPIIIBA:

l. mpu cna3BaHe M3UCKBAHMATA 33 ETHUKETHUPAHE M IPOCIEIIEMOCT Ha
AWIIEKIIETKH, CIEPMATO30UIU U 3UTOTH;

2. paboTHa cpeJia, OTroBapsIla Ha KJlac A 3a YMCTOTa Ha Bb3yXa;

3. B Ch/IOBE M XPaHUTEIHU CPEAM, ITPeIHa3HAYEHH 32 TOBA;

4. B yCIIOBUS Ha TeMIIepaTypeH KOM(OPT, XapaKTepeH 3a CbOTBETHUTE KIIETKH;

5. mpu CTpeMeX KbM MHUHHUMAJIHO BpPEMETpAacHE Ha eKCIepTH3aTa C Lel
MUHUMAJIM3UPAHE H3JIaraHeTO Ha SMIEKJIETKUTE, CIEPMATO30MAMTE M 3UIOTUTE Ha
HeOJIaronpusITHU (PaKTOPHU OT OKOJIHATA CPENa;

6. IIpU OCUTYpEHO E€IMMHUHHUpPAHE HA PHUCKAa OT pa3MsiHA Ha SHLEKIETKUTE,
CIIEPMAaTO30MIUTE ¥ 3UTOTHTE Ha JIBE MJIM TIOBEYe JIUIa (mix-up).

Y. 22. O6paboTkarta Ha SIMIIEKIETKH, CIIEPMATO30U 1 U 3UTOTH C€ U3BBPIIIBA:

l. mpu cna3BaHe H3UCKBAHMATA 3a ETUKETHpPAHE W TPOCIEAIEMOCT Ha
AULEKIETKUTE, CIEPMATO30UAUTE U 3UTOTHUTE;

2. paboTHa cpesa, OTroBapsia Ha Kjlac A 3a UMCTOTA Ha Bb3yXa;

3. B ChJIOBE M XPaHUTEITHH CPEIH, IpeTHA3HAUCHH 3a TOBA;

4. npu KOHTPOJMPAHU YCIIOBHS IO BpeMe Ha KyJITHBAIUs B MHKyOatop (1o
OTHOILICHHE Ha TeMIIepaTypa, BIaXXHOCT U ra3oB ChCTaB Ha arMoc(depara B MHKyOaTOpa)
WIK B YCIIOBUSI Ha TeMIiepaTypeH koMm@opT (0inu3ka A0 TejecHaTa TeMIieparypa Mnpu
pabota ¢ SHIEKIeTKH WM 3UTOTH U3BBH HHKYOATOp U B IMana3oHa OT cTaifHa J0 TejecHa
TeMIiepaTypa rnpu oopaboTka Ha CTIEpMAaTO30U/IN );
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5. IpU CTPEMEXK KbM MHUHMMAJIHO HU3JlaraHe HAa TaMETUTE M 3UTOTUTE Ha
HeOMaronpusITHU (PaKTOpPH OT OKOJIHATA CPE/a;

6. IpU OCUTYPEHO EIMMHUHUPAHE HA PUCKA OT pa3MsiHa Ha SIMICKIIETKUTE,
CIIePMAaTO30HMIUTE M 3UTOTHTE Ha JIBE MJIM MOBeYe JIUIa (mix-up).

Un. 23. (1) Kputnunaure nporeaypu mo oopadoTka ce Baauaupar.

(2) Banmumupanero MOke Ja ce€ OCHOBaBa Ha W3CIEABAHMS, MPOBEICHU B
CaMoTO JIe4eOHO 3aBelleHHe, JaHHK OT HAyYHU MyONMKanuu 3a J00pe yCTaHOBEHU
npoueaypu mno oopaboTka, KaKTo U OIIEHKA Ha PEeTPOCHEKTUBHU JAaHHH OT KIMHUYHUTE
pe3yiATaTH Ha CaMOTO JIeYeOHO 3aBeICHHE.

(3) BanmaupanusT npolec ce H3BBPIIBA HEU3MEHHO U e(EeKTHBHO B
paboTHaTa cpena Ha JiedeOHO 3aBe/ICHHE OT MePCOHAlIa, AHTAKUPAH B U3BBPIIBAHETO MY,
KaTo ce Ch3/1aBa Bb3MOKHOCT IPHU MPOBEPKa TOBA Ja Ob/ie AEMOHCTPUPAHO.

(4) IIpouenypure no odpadotka ce nokymentupar B COIl, cboTBeTCTBAI Ha
BaJIMAUPaHUs METOJ U HA CTaHJApTUTE, ONIPE/IeJICHH B Ta3u Hapenoa.

(5) Beuuku mporiecu ce u3BbpuiBar chriaacHo omgodopenara COIL.

(6) B cnyuaute Ha mpuiaraHe Ha OpolEAypa MO MUKPOOHA MHAKTUBALIUS
BBpPXY PENPOAYKTUBHU KIETKH TS TpsAOBa Aa Objae crenuduuupana, JOKyMEHTHpaHa U
BaJIMAUpaHa.

(7) llpenu npuiarane Ha KaKBaTo M J1a € 3HaYUTEIHA MPOMsiHa B 00paboTKaTa
Mo UIMpaHUAT mpoliec TpsiOBa 1a ObAe BaTUANPAH U IOKYMEHTUPAH.

Un. 24. (1) AiinexneTkuTe, CIEpMaTO30MINTE U 3UTOTUTE CE ChbXPAHABAT UpE3
KPUOKOHCEpBallMs  clle[l  IpeaBapuTenHa o0OpaboTka B cpelyd,  ChIbpKalld
KPUONPOTEKTUBHU BEILIECTBA.

(2) KpuoxoHceppanusiTa MU CbXPaHEHHUETO CE€ M3BBPIIBAT B IMOJIXOASAIIO
€TUKETUPAHU KOHTEHepH (TeleTu, KpUOenpyBETKHU U JIp.).

(3) IIponechT Ha KPHOKOHCEPBALKS B 3aBUCUMOCT OT M30paHaTa METOAMKA 32
3aMpa3siBaHe MOXKE J1a U3MCKBa UJIU HE CIIeLMalIHa anaparypa.

(4) ETuketnpanuTe KOHTEHHEPH ChC 3aMpa3eHU SIMLIEKIETKH WM 3UTOTH ce
chXpaHsiBaT npu MuHYC 196 °C B TeueH a30T WM MpH TeMIlepaTypa, HEHaABHUIIIaBaIla
muHyc 130 °C Ha napuTte Ha TEYHUS a30T.

(5) CpoxkoBete 3a ChbXpaHEHHUE C€ OMPEEIAT OT MAIMEHTUTE B JCKIapaus 3a
UH(POPMHPAHO ChIJIACHE, KaTO CE MPENophUBa TE J1a HE HAAXBBPIAT 5 FOAUHU.

(6) Ilpu Hyx11a OT MoN3BaHe AULEKIETKUTE WIH 3UTOTUTE C€ pa3MpassiBaT Mo
CbOTBETHA METOJMKA, KATO NpEeId W Clel pa3Mpas3siBaHE MALUMEHTUTE CJIEIBa Ja ca
YBEJIOMEHU 3a cHelu@uYHaTa 3a METoJa Ha KPHUOKOHCEpBallUs MPEXHUBIEMOCT Ha
AWLIEKJIETKATE WINA 3UTOTUTE.

Un. 25. JleueObHMTE 3aBeleHHSA, KOUTO KPUOOAHKUPAT SHULIEKIETKH,
CIepMaTO30MIM U 3UTOTH, OCUTYpsIBAT BCUUKM HEOOXOJMMH YCJOBHUS 32 HEMPEKbCHATO
NOIbpKaHe M KOHTPOJIMpaHe Ha TeMIlepaTypara Ha ChbXpaHEHHUE, JOpPH B Ciydail ue
71e4yeOHOTO 3aBe/leHUe MPEyCTaHOBH paboTa, OCBEH MpH (OPCMaKOPHU OOCTOATENICTBA
(BOliHA, TEPOPUCTUYEH aKT, IPUPOIHO OEACTBHE U AP.).

Un. 26. JleyeOHuTe 3aBeAeHHs] MO WiI. 25 ca UTBXKHU Ja MPEABUAAT B
MPAaBWIHUIUTE CU 3a YCTPOMCTBOTO, JACHMHOCTTa M BBTPEIIHUS pea NPOUEAypHU 3a
MpelaBaHe Ha KPUOCHXPAHEHUTE ThKaHU W KIETKH, JOKYMEHTAlUsSTa, PETUCTPUTE U
yrBepaeaute COII o wi. 52, an. 1 3a chXpaHeHHe B ClyJail Ha 3aKpUBaHE HA JICUEOHOTO
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3aBesieHue. ThKaHUTE U KIETKUTE, JOKYMEHTAIMTa, peructpure U yrBbpaenute COII ce
IpeaaBar 3a CbXpaHEHHE Ha JPYro jiedyeOHO 3aBeACHUE, KOETO U3BbpIIBA ChOTBETHATA
neitHoct. OTHOIICHUATA MEXKY JIedeOHUTE 3aBEJICHUS CE YPEXKIaT B JOTOBOPA MO Wil. 76.

Un. 27. OpranuzanusTa Ha ChXpaHsABaHE Ha SIMIEKIETKU, CIIEPMATO30UIU U
3UTOTH HE MO3BOJISIBA KPBCTOCAHA KOHTAMUHALIUS MKy ChbXPaHEHUTE MaTEpHAIIU.

Ui 28. JleueOHUTE 3aBeicHUS MMAT CHUCTEMA 3a PA3JeIHO ChXpaHsSBaHE Ha
CJIEIHUTE TPYIU MaTEpUaIIH:

1. SMIIEKIETKH, CTIEPMATO30MAN U 3UTOTH Ha HaeMaTeIM Ha KpHoOaHKaTa;

2. cnepMaTo30WaM, 3UTOTH W SWIEKICTKH Ha AHOHUMHHU JIapUTEId B

KapaHTHHA,

3. crmepMaTro30uay, 3UTOTH W SHIEKIETKH Ha aHOHUMHH JapUTENH CIEH
KapaHTUHA,

4. TOTCHIMATHO OIACHU Marepuaid (MO3UTUBHU 33 TPAaHCMHUCHUBHU
uHpexun).

Ui 29. OpranuzanusTa Ha CbXpaHsABAaHE HA SIUICKIICTKU, CIIEPMATO30UAN U
3UTOTH HE MO3BOJIsIBA OOBPKBAHETO (pa3MsiHaTa) HA FaMETH WJIM 3UTOTHTE Ha JIBE WJIH
noBeye Jimia (mix-up).

Un. 30. (1) JleueOHuTE 3aBeieHUs, KOUTO U3BBPIIBAT B3eMaHe, EKCIEPTU3A,
00paboTKa ¥ ChbXpaHEHHE Ha SUIEKICTKH, CIEPMATO30MIN U 3UTOTH, UMaT pazpaboTeHa
CHUCTeMa 3a KOHTpPON Ha (aKTOpUTE Ha OKOJHATa Cpela, MMAIU OTHOIIEHHWE KBbM
0€30I1aCHOCTTa ¥ Ka4eCTBOTO HA TaMETUTE/3UTOTHTE.

(2) B cucremara o an. 1 ce KOHTponIHparT:

1. M3UCKBaHUSATA 32 TEMIIEPATYPEH PEXKUM;

2. N3MCKBaHUATA 32 KAUYECTBO HA Bb3yXa [0 OTHOIIEHUE Ha BIAXKHOCT, ra30B
ChCTaB, KOJIMYECTBO HA YACTUIM W JICTIMBU OPTaHUYHU BEIIECTBA M MHUKPOOPTaHU3MHU
cbraacHo paszzaen VIIL 1. 1 ot npunnoxxenne Ne 1.

(3) B cucremara mo an. 1 3agbJDKUTENTHO CE€ BKIIOYBAT W METOAM 3a
OTIOBECTSABAHE HAa OTKJIOHEHHE OT 3aJaJICHUTe HOPMM 3a KOHTPOJIMPAHUTE IOKa3aTesln
(KBIETO € MPHIIOKHUMO).

Yn. 31. (1) OmakoBaHeTo Ha TaMETH WM 3UTOTH CE€ H3BBPIIBA INPHU
MUHUMU3MpaHE Ha pUCKAa OT 3aMbpPCABAHETO UM, KAaKTO M Ha JMIaTa, OTTOBOPHHU 3a
OCBUIECTBSIBAHETO HA OIIAKOBAHETO U 332 TPAHCIIOPTUPAHETO HA PENPOLYKTUBHUTE KIIETKH.

(2) OmnakoBaHMTE TaMe€TH WJIM 3UTOTH C€ TPAHCHOPTHPAT B KOHTEWUHED,
HOJXO/AI] 32 ChXpaHsIBaHE HAa OMOJOIMYHM MaTepHajM, KOWTO 3ama3Ba KaueCTBOTO Ha
ChIBPIKALIUTE CE€ B HETO TaMeTH WJIN 3UTOTH.

(3) Koraro onakoBaHuTe penpoyKTUBHU KJIETKH Ce IPUIPYKaBaT OT KPbBHU
npoOu, NpeHa3HAYeHU 3a U3CIIe/IBaHe, T€ C€ €TUKETUPAT C LeJl FapaHTHpaHe Ha TSAXHaTa
UICHTU(UKAIMS C TOHOPA U BKJIIOUBAT JIAHHH 32 BPEMETO U MICTOTO Ha B3€MaHe.

Un. 32. (1) ETukerupanero Ha raMeTy WM 3UTOTH C€ M3BBpIIBA He3a0aBHO
CJIe]l TAXHOTO B3EMaHe.

(2) Excnepruzara, o0paboTkata U CbXpaHEHHETO Ha TaMeTH WM 3UTOTH Ce
M3BBPIIBAT B [IPEIBAPUTEIIHO ETUKETUPAHU KOHTEHHEPH.

(3) C nen na He ce o0OBpKa MPOU3XOABT HA PENPOMAYKTHUBHUTE KIETKH CE
paboTH MO €IHO U CHIIO BpeMe CaMo € KJIETKH U KOHTEHHEepH Ha €IHO U ChIIO JIULIE.
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(4) ETukernpaHeTo Ha KOHTEHHEPUTE C PENIPOIYKTUBHU KIETKH €:

1. yHMKaJIHO 32 1aJIeH UHIUBU/I;

2. CBOEBPEMEHHO U ITBJIHO;

3. ICHO ¥ YETIINBO;

4. HEMpPOMEHSEeMO (JJa € HEBb3MOXKHO CIy4ailHO WJIM 3JIOHaMEpeHO Ja Obie
MIPOMEHSHO);

5. 10 HaYMH, KOWTO HE BPEeIM HA CTUKETHPAHUTE TaMETH/3UTOTH.

(5) Koraro pa3MepbT Ha KOHTEilHepa IMO3BOJISIBA, CE OCUIypsBa ClieqHaTa
uHpOpMaLus:

1. nata (u 4ac, KOraTo € Bb3MOXHO) Ha B3€MaHETO;

2. IpenynpexaeHne 3a OaCHOCTH;

3. ecTecTBO Ha JO0ABKUTE (aKO ca M3IMOJI3BAHHN);

4. KOraro SIMIIEKJICTKH ca MpeIHa3HAYeH! 32 aBTOJOXKHA YyHOTpeOa, €TUKETHT
TpsiOBa J1a ChbprKa HAAMKUC ""caMo 3a aBTOJIOXKHA yroTpeda';

5. B cy4aWTe Ha JUPEKTHH JAapeHHs €TUKETHT TpsiOBa 1Ma MACHTU(UIIIPA
PELUIHIEHTa, 32 KOTOTO ca MpeHa3HAYeHU TaMeTHUTe.

(6) Axo nanHuTe MO ai. 5 He MOXKe J1a ObJIaT BKIIOUYEHHU B IbPBUYHUS €TUKET
Ha KOHTEeWHepa, Te TpsAOBa J1a ObJaT NPEAOCTABEHU HA OT/IEICH JOKYMEHT, PU Py KaBalll
I'bPBUYHATA OMAKOBKA.

(7) Koraro crnepmaTo3ouau ca MOJTYYEHH B JIOMAIIHU YCJIOBHS, JIEYEOHOTO
3aBeJICHHE, 10 KOETO Ce TPAHCIIOPTUPAT 3a eKCIepTh3a u 00padoTKa, U3rOTBS JOKYMEHT,
ChABPIKAI] Ha-MaJIKo CIEIHUTE JaHHU:

1. ume wu agpec Ha Je4eOHOTO 3aBEACHHUE, KOETO 1€ IOJy4Yd
CIIEPMAaTO30HMIUTE;

2. uaeHTH(UKAIUS Ha TOHOPA,

3. mata v 4ac Ha B3€MaHETO, KOraTo € Bb3MOKHO.

Y. 33. (1) Koraro rameTuTe Uiu 3UrOTUTE CE€ TPAHCIIOPTUPAT OT MOCPETHUK,
BCEKH TPAHCIIOPTEH KOHTEHHEp ce eTUKETHUpa Hai-MaJKO ChC:

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

2. uaeHTu(UKAMITa HA 3aBEJICHUETO, OT KOETO C€ TPAHCIOPTHUPA MAKETHT
(anpec u TeneoHeH HOMED), U JIMIIC 32 KOHTAKTH B CTydail Ha Bh3HUKBAHE Ha MPOOJIeMH;

3. uaeHtudukanus Ha Je4eOHOTO 3aBEICHHE, 32 KOETO € MpeIHa3HayeHa
npaTkara (aapec u TenepoHeH HOMEp), U JIUIIE 32 KOHTAKTH, KOETO Jla IpHUeMe MpaTKaTa;

4. naTa ¥ 4ac Ha HA4aJOTO HAa TPAHCIIOPTUPAHETO;

5. cnenuduKaIs Ha YCIOBUATA 3a TPAHCTIOPT, OTHACSIIA CE JIO KAYECTBOTO H
0e30MacHOCTTa HAa TAMETUTE/3UTOTHUTE;

6. magmuc: "HE U3JIAT AN HA MTOHU3UPAILIO JIBUEHUE";

7. wmammuc: "BUOJIOTHMMYHA OIIACHOCT", korato € H3BECTHO, YE
MPOJYKTHT UMa MIO3UTUBHA MapKepH 3a HH(OEKIIMO3HH 3a00JIIBaHHS,

8. magnuc: "CAMO 3A ABTOJIOXKHA YIIOTPEBA", korato sileKIeTKATE
ca rpeHa3HA4YeHH 32 aBTOJIOKHA YTIOTpeOa;

9. yKkazaHWe OTHOCHO YClOBHUATa 3a cbxpaHeHue (Hampumep "HE
3AMPA3SIBAI").

(2) Korato TpaHCIIOPTHHUAT KOHTEHHEp HE MO3BOJSABA Ja CE€ ETHKETUpA IO
HAYMH, Y€ Ja ChJIbpka MHOpManuaTa 1Mo ai. 1, ciieaBa Ja € HAIHIE MPUAPYKUTETHO
MUCMO, KOETO ChABPKA JAaHHUTE TI0 aj. 1.
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(3) Jluuero, erukeTHpano TPAHCHOPTHUS KOHTEHHEP WIM H3TOTBUIIO
OPUIPYKUTETHOTO MUCMO 1O ajl. 2, clejBa Ja 3alMile CBOeTO MUMe M (hammiusg U Ja
II0JIO’KH CBOSI IIOJIIIMC.

Ui 34. (1) JleueOHuTE 3aBeACHMS, U3BBPIIBAIIN ACHCTHUPAaHA PEIPOTYKIINS,
IpUeMaT raMeTy WM 3UTOTH IIPH ClI€AHATa IPOoLEeaAypa:

1. npuemamoro ne4eOHO 3aBel€HHWE H3rOTBSI JOKYMEHTH, B KOUTO C€
NOTBbPK/IaBa, Y€ IIpaTKaTa, BKJIIOUUTENHO YCJIOBHATAa 3a TPAHCIOPT, OIAKOBKATa,
€TUKETUPAHETO U CBbp3aHaTa JOKYMEHTAIUsS U MPOOUTE OTrOBapAT Ha U3UCKBAHUSITA 11O
Ta3u Hapenoa;

2. 10 U3rOTBAHE HA JOKYMEHTHTE 1O T. | MpHeMamoTo Je4yeOHO 3aBe/leHue
rapaHTupa, 4ye MOJIYYEHUTE T'aMETU WJIM 3UTOTH Ca IOCTABEHM I0JI KapaHTHHA, TOKaTO
3aeHO C MpHApYXaBallara JOKyMEHTalus ca OWJIM MpPOBEPEHU WM YTBBPIEHHU, ue
OTrOBapsIT Ha M3UCKBAHMATA; IPETJICABT HAa MHPOPMAIIUATA, Kacaella JOHOPa/PeUITNEHTa
U IPUEMaHEeTO Ha FraMeTUTE WM 3UTOTHUTE, TPsIOBa J]a ce U3BBPIIBA OT OTTOBOPHOTO JIMILIE
no npuioxenue Ne 1, paznen 111, T. 2 uiu yrreIHOMOILIEHU OT HETO JIMLA.

(2) Ilpuemaroro ge4ueOHO 3aBeieHNE TPAOBa A MOIYYHU:

1. naHHU 3a chriacue Ha JapuTens U MpeJAHa3HAaYeHUETO, 32 KOETO MoraT Ja
ObJIaT U3MOI3BAHU TAMETUTE/3UTOTUTE (HAITPUMEP aCUCTUPAHA PETIPOIYKIUS WU HAYYHU
IeNTM, WJTK M JIBETE), ¥ HEroBaTa BOJIS 33 YHUIIOKAaBaHE HA TAMETHTE/3UTOTUTE, aKO T€ HE
MoraT Ja ObJIaT U3IMOJI3BAHHU I10 MPEAHA3HAYEHUETO, 32 KOETO € MOJYyYEHO ChITIACHE;

2. mHpOpMaNUs OTHOCHO B3€MAHETO HAa KIIETKUTE W TPENHC Ha TaHHUTE
OTHOCHO MMHAJM 3a00JIsiBaHUsl, BKIIFOUUTEIHO 3a ajeprusi, OT MEIUIIMHCKUS Mperieln u
KIIMHUKO-JIA00paTOpHU U3CIIEABAHUS 3a I0HOPA.

(3) Ilpu mapTHBOPCKO HapsiBaHe Ha MPHEMAIOTO JEUYeOHO 3aBelleHUE Ce
IIPEIOCTABSIT:

1. naHHU 3a chriacWe Ha JMIATa U MpeJHa3HAUYEHUETO, 32 KOETO MoraT Ja
0bJ1aT U3MOI3BAHN TaMETUTE/3UTOTUTE (HAIPUMEP aCUCTUPAHA PETIPOTYKIUS UM HaAy4YHU
eI, UK U IBETE), U TSIXHATa BOJIS 332 YHUIIO)KaBAaHE HA TaMETHTE/3UTOTUTE, aKO T€ HE
MoraT /1a ObJIaT U3I0JI3BaHHU I10 NMPEAHA3HAYEHUETO, 32 KOETO € MOJIYyYEHO ChITIacHe;

2. uaeHTU(PUKAIMOHHN JaHHHU Ha JOHOpPA U HETOBUS MapTHHOP, BH3PacT, MO,
HaJIMYue Ha PUCKOBU (akTopu;

3. JaHHM 3a MACTOTO Ha B3€MaHETO;

4. onycaHMe Ha TIOJYYEHUTE raMeTH U TEXHUTE XapaKTEPUCTUKH.

UYn. 35. (1) OpranuzanuuTte, W3BBPIIBAIIMA TPAHCIOPT Ha PENpPOAYKTUBHH
KJIETKH, CKJTIOYBAT JOTOBOPY 32 Ta3U JIEHHOCT C JIeueOHUTE 3aBEICHUS, TIPETOCTABSIIH HITH
MOJy4aBally raMeT! WU 3UTOTH.

(2) JleueOHuUTE 3aBeIeHUS IPEIOCTABIT KOnue OT Te3u Joroopu Ha UAMH B
CpoK 14 mHU ciel TIXHOTO CKIIFOUBAHE.

(3) OpranuzanuuTe, U3BHPIIBAIIA TPAHCIIOPT HA PEMPOAYKTUBHHU KIIETKH,
U3TOTBAT MaHU(ECT, IpUApPY>KaBalll BCSKa TPAHCIIOPTUPAHA MPaTKa C TAMETH/3UTOTH.

(4) ManudectpT Mo an. 3 chaBpKa TPH paszjesia, KOUTO C€ TMOIBIBAT
CHOTBETHO OT M3MpAIAIIOTO JiIe4eOHO 3aBeJCHHE, TPAHCIOpPTHATA OpraHu3alus |
MIPUEMAIIOTO JIeYeOHO 3aBECHHE.

(5) B manudecra no ain. 3 ce nombaBar Haii-MaJIKoO CJIAHUTE TAaHHU:

1. B paznena 3a H3MpamanioTo Je4eOHO 3aBeICHHE:
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a) HaMMEHOBaHUE Ha JeueOHO 3aBe/ieHHe W KoJ Ha EBporeiickus chbro3 Ha
7e4eOHOTO 3aBeIeHHE 3a padoTa ¢ ThKaHU ChITIACHO YKazarens Ha EBponeiickus cbro3 Ha
JedeOHUTE 3aBeICHUS 3a paboTa ¢ ThKaHU;

6) anpec;

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

I) KpaTKO ONHUCaHWe Ha TMpaTkarta (BUA KOHTEiHep, MapTHUAECH HOMeEp,
ChAbpIKAHUE);

1) crienuUYHU U3UCKBAaHUS KbM TPAHCIIOPTA;

€) Jara ¥ yac Ha Ipe/aBaHe Ha MpaTKaTa;

’K) IMEHa ¥ MOJIKC Ha JIMIIETO, OTOPU3UPAHO Ja Mpeaaje npaTkara;

2. B pazJiena 3a TpaHCIIOPTHATA OpraHU3aIUs:

a) HaumeHoBaHue Ha ¢pupmarta 1 EUK (BYJICTAT);

0) BUJ TPAHCIOPTHO CPEJICTBO M PETUCTPALMOHEH HOMEp (MOKe aa ca
HSKOJIKO);

B) IMEHATA Ha JIMIIETO WJIU JINIIATa, OCHIIECTBIIIN IPUEMAHETO, TIPEBO3BAHETO
U TIpeJjaBaHEeTO Ha MpaTKaTa, i TEXHUTE MOAINUCH;

I) AaTa ¥ 9ac Ha HAa4ajo U Kpai Ha TPAHCIOPTA;

3. B pazzena 3a IpueMamioTo 3aBeCHHE:

a) HAMEHOBAaHME Ha JIeueOHO 3aBe/ICHUE;

0) anpec;

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

I') KpaTKo ONKCaHue Ha MpaTKaTa (BUJ U ChCTOSIHUE Ha KOHTEiHepa, MapTuieH
HOMEp, ChIbpPKAHUE);

1) 1aTa U 4ac Ha MpUeMaHe Ha MpaTKara;

€) UMEHa U MOAIHKC Ha JIMIETO, OTOPU3UPAHO Ja IPHEME TpaTKaTa.

(6) ManudectsT 1o an. 3 ce U3roTBs B TPU €K3EMILISAPA - TIO €AHH 3a BCAKA OT
CTpaHUTE, KOUTO Ca JUTBKHU JIa TO ChXPaHIBAT KaTo CiIy)keOHa nHdopMmaius 3a cpok 30
TOJTUHHU.

(7) U3BbH pena no an. 1 - 6 HHAUBUAYATHHU NIPOOU PENPOTYKTUBHU KIETKH
MoraTt fa ObJaT JAUPEKTHO TPAHCIOPTHUPAHW MEXIY JiedeOHU 3aBeleHHs, akO TOBa €
U3PUYHO PETIAMEHTHPAHO B MOAMUCAHUS MEXKTY TSIX JJOTOBOP IO WI. 75 W MpH Clia3BaHe
Ha U3UCKBAHUATA 32 ETUKETUPAHE U TPOCIEIIEMOCT Ha MpoOuUTe.

I'naBa mecra.
N3NCKBAHUA KbM OBOPYJIBAHE, MATEPHUAJIA U ITPOJIYKTU,
BJIM3AIIIA B KOHTAKT C HﬁHEKJIETKH, CIIEPMATO30UIN U
3UT'OTU

Un. 36. (1) Kpuruunoro ob6opyaBaHe, Marepualdi W TPOAYKTH ca
NPOEKTHPAHU U C€ MOJABPKAT B CbCTOSHUE, OTIOBApPAIIO HA MPEIHA3HAYCHUETO UM, U
CBEXJIAT 0 MUHIMYM BCSIKa OTIACHOCT 32 PEIUITMEHTHTE W/VITH TTepCcCoHaIa.

(2) Lsanoro kKpUTUYHO OOOpYABAaHE M MOCOOUS TOJUIEKAT HA BAIUIMpAHE,
PEIOBHM MHCIIEKIIMH ¥ TPEBAaHTHBHA MOJAPHKKA B CHOTBETCTBHE C MPEANMCAHUITA Ha
POU3BOTUTEIS.

(3) Koraro o0opyzaBaHe wiii MaTepraiy OKa3BaT BIMSHUE BbPXY TapaMeTpUTe
Ha 00paboTBaHE WJIM CbXpaHEHHE C KPUTHYHO 3HA4YeHHE (TeMmepaTypa, HallsAraHe,
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KOHIIGHTpAlLUsl Ha Ta30Be, BIAKHOCT U Jp.), T€ cilelBa Ja ObJaT TOYHO OINpENeNIeHU U
MOJJIe)KaT HAa KOHTPOJI, TOCTOSIHHO HaOIIOJIEeHHMEe, MEPKU 3a I0JaBaHE Ha TpeBora u
KOPUTHpAIIHU ASHCTBHUS B 3aBUCHMOCT OT M3MCKBAHUATA C 11€] OTKPUBAHE HAa HEMPABUITHO
GyHKIIMOHUpaHe M HEM3IPAaBHOCTH M TapaHTHpaHE, Y€ KPUTUYHHUTE IapamMeTpu ce
HOJIbPIKAT B IPUEMIIMBH I'PAHUIIMA BbB BCEKH MOMEHT.

(4) LUsanoTto obopyaBaHe, 4pe3 KOETO ce U3MEPBAT KPUTUYHU MapaMeTpH, ce
KanuOpupa CrpsiMo MPOCIETUM CTaHIAPT, aKO UMa TaKbB.

(5) HoBo u pemontupaHo oOopyABaHE IMOAJEKH Ha HU3NUTBAHUA MPU
MHCTaJHMpaHe U C€ YTBBPIK/IaBa MPEIU BHBEKAAHETO MY B YIIOTpeda, KaTo pe3yJITaTUTE OT
U3MUTBAHUATA CE TOKYMEHTUPAT.

(6) IMomnprxkkata, CEpBU3HOTO OOCTYKBaHE, MOYUCTBAHE, NE3UMH(DEKIUSI U
XUTHEHU3HUPaAHE HA LSAJI0TO 000pyIBaHE OT KPUTUYHO 3HAYCHHE C€ U3BBPILBAT PEIOBHO U
HOJyIeXKAT Ha IOKYMEHTHPAHE.

(7) UspabotBar ce mpoleaypu 3a €KCIUIoaTalus Ha BCSIKa €IWHUIA OT
000pyIBaHETO C KPUTHYHO 3HAYEHUE, KOUTO MOAPOOHO OMMCBAT ICHCTBHUATA B CITy4yail Ha
HEU3MPaBHOCTHU WM MTOBPE/A.

(8) Bcuuku Marepuanu U OPOAYKTH, BJIM3AILM B KOHTAKT C SIMIIEKIETKH,
CIIEPMAaTO30M/IU U 3UTOTH, TPSIOBA J1a ca CTePHIIHU, HETOKCUYHH, allMPOTeHHH U B CPOK Ha
TOJTHOCT.

(9) Bcuuku Matepuanu U OPOAYKTH, BIM3AIIM B KOHTAKT C SHIEKIIETKH,
CIepMaTO30MIM W 3WUTOTH, Ca 3a EJHOKpaTHa ymoTrpeba ¢ M3KIIOYEHHE Ha HAKOU
MEAMIIMHCKN W3/AeNus (BOJa4d 3a WIJIM, KaTeTpu U Jp.), KOUTO Morar na ObaaT 3a
MHOTOKpaTHa ynorpe0a, ako IMPOU3BOJUTEIIAT € TPEABHUINII TAKaBa.

(10) 3abpansBa ce mMmoBTOpHaTa ymoTpeba Ha MaTepuaid W MPOAYKTH,
IpeHa3HaYeHU camo 3a €JHOKpaTHa yrnoTpeda, He3aBUCUMO JaJIU €A IEKOHTAMUHUPAHU
U TIPECTEPUITUZUPAHH.

Un. 37. Ilpu pabota ¢ penpoayKTUBHH KJIETKU M 3UTOTH BCUYKU KPUTHUHH
MaTepuail U MPOAYKTH (HalpUMep XpaHUTEITHH Cpelu, Pa3TBOPHU, OMAKOBKU H Ap.),
BIIM3AIIU B TSIX, CJI€/IBA J1a OTTOBAPSAT HA MOJAPOOHH CriepUKAIIIH.

Y. 38. (1) 3a ocurypsiBaHETO Ha MaTepUaAIN U IPOILYKTH, BIN3ALIN B KOHTAKT
C SUIEKJIETKH, CIIepMaTO30UIN U 3UTOTH, KaKTO U Ha CTOKH M YCIYT'M, KOUTO MOrar Ja
HOBIUSAAT Ha KAYECTBOTO U OE€30MaCHOCTTA HA TaMETUTE/3UTOTUTE, JIeUeOHUTE 3aBEICHUS
ca JUTHKHU Ja CKJIFOUBAT MUCMEHH JIOTOBOPH C JIOCTaBYHUKA.

(2) JleueOHuTE 3aBeAECHUS M3HCKBAT OT MPOU3BOAUTEINS, YIbIHOMOILICHHS
NpEJICTaBUTEN, BHOCUTENSI WIM THhProBella Ha KPUTHYHO OOOpyABaHE, MaTepuaaul H
HOPOAYKTH 10 Wil. 36, ain. 1 ceprudukati 3a 106pa MPOU3BOACTBEHA ITPAKTUKA U KaueCTBO,
3a CTEPUITHOCT U 332 TOKCUYHOCT.

(3) Jokymentute 1o ain. 1 u 2 ca cimyxebHa HHPOpMAIUS U ce ChXpaHsBaT 3a
cpok 10 roguHu ciies1 U3THYaHe Ha CpOKa Ha TOTHOCT.

(4) JleueOHuTEe 3aBENEHMSI CHXPAHSABAT CJIEIHUTE JAHHU 32 KPUTHYHOTO
o0opyaBaHe, MaTepUaINTE U MPOAYKTHTE 1O Wi. 36, an. 1:

1. nata Ha nosryyaBaHe;

2. (upma npon3BOAUTEN U BHOCUTEIN (AUCTPUOYTOD);

3. HaMMEHOBaHHUE Ha MPOyKTa/MaTepuana;

4. nomep Ha nmaptunara (Lot/Batch #);

5. CpOK Ha TOJTHOCT;
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6. 1aTa Ha BKJIIIOYBaHE B ynorpe0a;
7. naTta Ha U3BEXIAaHE OT yrnoTpeoda.

I'naBa ceaMma.
PE 3A PETUCTPALUSA, OBPABOTKA, CbXPAHSBAHE U
NPEJOCTABSIHE HA THO®OPMAINUSATA OT PETUCTBHPA 110 YJI.
132, AJI. 1 OT 3AKOHA 3A 3JIPABETO

Y. 39. JleueOHuUTE 3aBEACHHUS, NOJYUYMIM pa3pellieHUuEe 3a M3BBPIIBAHE Ha
aCHCTHpaHa PENPOAYKIHS, KaKTO W 3a OCUTYpSIBaHE, M3IIOJ3BAaHE M ChXpaHsIBaHE Ha
YOBCIIKH HﬁHeKHeTKH, CIICpMATO30U U U 3UTOTHU, Cb3AaBaT U MOAABPIKAT pErucCThp, KOUTO
CHIbprKa JaHHM 32 U3BBPLICHUTE OT TAX JCWHOCTH 10 EKCIIEPTU3a, B3€MaHe, TOCTaBsIHE,
00paboTKa, ChXpaHSIBaHE U CTHKETUPAHE Ha SIMIICKJICTKH, CIEPMATO30M/IN WIIH 3UTOTH.

Ui 40. PpkoBoguTeMTEe Ha JIEYCOHUTE 3aBEICHHS ChC 3aIlOBE] ONMPEIACIIAT
JUTBXKHOCTHUTE JIMI[a, KOWUTO BBBEXKAAT, 00pabOTBAT, CHXpaHSIBAT W NPEIOCTABSIT
uH(popMaIuaTa OT perucThbpa.

Un. 41. duexHocTHUTE auna 1mo wi. 40 ca OTrOBOPHM 3a ONAa3BaHETO U
CbXPaHsBAaHETO Ha MH(pOpPMaLUATa B PErHMCTbpa M 3a CHa3BaHE HAa M3MCKBaHMATA 3a
HEHHOTO NPEJOCTaBsIHE.

Un. 42. (1) PeructbpbT Ha Ie4eOHUTE 3aBEJICHUS ChIAbPKA CIETHUTE pa3eliu:
. EKCIIePTH3a;

. B3EMaHe;

. OIIJIOXK/IaHe;

. IOCTaBsHE;

. 00paboTKa;

. CbXpaHEHHE;

. ETUKETHPAHE;

. TPaHCTIOPTUPAHE;

9. u3TernsHe oT ynorpeda, yHUIIIOKABAHE;

10. cepro3HU HEXENaHU PEAKIIMU U CEPUO3HU MHIIUICHTH.

(2) Pazgenure no an. 1 ceabpxar:

1. yHuKaneH WJIEHTHU(PUKALMOHEH HOMEp Ha B3eTHTE SHIEKIeTKH,
CIIepMaTo30Mau WJIN 3UTOTH U CAUHCH CBpOHeﬁCKH KO Ha pCOpPOAYKTHBHHUTC KIICTKH,
KOTaTo € NMPUJIOKUM;

2. HOMEp Ha TAalMEHTCKOTO JOCHE, OTIPEIEIICH B JIEYeOHOTO 3aBEICHHE;

3. TpuTe UMEHa, eIUHEH TPaKIAHCKU HOMEp, MOCTOSHEH aJpec, YHHUKAaJeH
I/II[eHTI/I(l)I/IKaI_[I/IOHeH HOMCp Ha JuMOara, OT KOHUTO Ca B3€TU HP’IHGKHGTKI/I 501041
CIEepMaTO30M/IM, U €IMHEH EBPOINEHCKH KOJ Ha PEeNpoOayKTHBHUTE KIETKH, KOraTto e
MIPWIOKUM;

4. TpuTe UMEHA, €AMHEH IPAXJTAHCKU HOMED, MOCTOSHEH ajpec U YHUKAJIeH
I/II[eHTI/I(l)I/IKaHI/IOHeH HOMEp Ha JKCHATa, HaA KOATO Ca IIOCTAaBCHU ﬂﬁHeKHeTKH,
CIIepMaTO30M/]1H;

5. 32 TOHOpHUTE Ha PENPOAYKTHBHU KJIETKH W PELUIIUEHTUTE, KOUTO HE ca
OBITapCKu TpakAaHu, ce mocouBar uMmeHara, JIHU (ako mMa u3nazeH TakbB HOMED),
HOMEp Ha JIOKyMEHT 3a CaMOJIMYHOCT, /IaTa Ha paXkJIaHe, TbPiKaBa;
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6. TaHHM 3a JaTaTa, MSICTOTO U JIMIIETO, U3BBPIINIO ChOTBETHATA MIPOLIEAYPA,
1 HEWHUS BUJI.

(3) Uadopmanmsita oT perucTbpa ce Cbxpassna 3a cpok 30 ToauHM, HO HE T0-
Manko oT 10 roguHM cieln U3THYaHE CpoKa Ha TOJHOCT, KIMHUYHO H3IOJ3BaHE WU
U3BEXKIaHE OT ynoTpeda Ha TaMeTUTE WIIA 3UTOTUTE.

Ui 43. (1) CTpykTypupaHETO Ha PETUCTHPa M0 WI. 42 He IMO3BOJIABA CITy4aitHO
WK HeTOOpOHAMEpPEeHO Jla Ce ChueTaBaT JIMYHUTE JAHHU HAa JIOHOPHTE U HAa TEXHHTE
PELUIHUEHTH.

(2) CpueTaBaHeTo HA JUYHUTE JAHHU HA JJOHOPU M PELUNMUEHTH CE€ JOIYCKa
camo:

1. mpu napTHHOPCKO JapsiBaHE HA CIIEPMATO30U/IN;

2. pOJICTBEHO JapsiBaHE Ha SIUIIEKIETKH.

(3) U3BbH ciayuyauTe Mo aj. 2 JAaHHUTE Ha JIOHOPUTE M PELUIUEHTUTE CE
ChueTaBaT €IMHCTBEHO Upe3 YHUKATHUTE UM UICHTU(PHUKAIIMOHHU HOMEpa.

(4) IIpocnensemocTTa Ha SUICKICTKUTE, CIIEPMATO30MAUTE M 3UTOTHTE OT
JIOHOP /10 PELMIMEHT Ce OCHIIECTBSABA Upe3 YHUKATHHS UACHTU(DUKAIIMOHEH HOMEp Ha
KJIETKUTE W JIMIaTa, KAaTo B pErucTbpa Ha CHOTBETHUTE MECTAa YHUKAIHUSIT
uACHTU()UKAIIMOHEH HOMEP Ha JIMIaTa CIIYXH 3a Mpenparka KbM TeXHUTE JTUYHU JaHHHU.

Ui 44. JleueOHuTE 3aBEIEHUS Ype3 OTTOBOPHOTO JIULIE O npuitoxkeHue Ne 1,
pasnen 111, 1. 2 npenocraBar B MAMH exxemecedno ciaeaHara HHGOpMAIIHS:

1. naHHU 3a IOHOpA:

a) tpute umena, EI'H, tenedon 3a Bpb3Kka, yHUKaleH HICHTU(DUKALNOHEH
HOMEp;

0) BUJ perpOJYyKTUBHH KIIETKH;

B) BUJ] Ha JapsSIBaHETO;

) uIeHTUUKAIMOHHY JIaHHU Ha JAPEHUETO OT €AUHHUS €BPOMEHCKH KO 3a
U3NPATEeHUTE PENPOTYKTUBHU KIIETKH, aKO € MPUII0KUMO;

1) €IMHEH EBPOIEHCKU KOJI Ha IMOJIyYCHUTE PENpPOAYKTHUBHH KIIETH, aKO €
PUII0KHUMO;

2. JaHHHU 3a HENapTHbOPCKU JIOHOPY HA CIIEPMATO30UIH U AULIEKIETKHU:

a) tpute umena, EI'H, Opoit coOcTBeHU nena, yHUKalleH UICHTU(PUKAIIMOHEH
HOMED Ha KJIETKUTE;

0) rouHa Ha MOCTABSIHETO;

B) BUJ Ha MTOCTABSIHETO;

I') HOMEp Ha MOCTaBsSHETO;

) pe3ylaTrar oOT KOHKPETHOTO IOCTaBsiHE (EJHOIUIOAHA, JIBYIJIOJHA
OpEeMEeHHOCT);

€) €MHEH €BPOMEWCKHU KOJ Ha M3IPATEHUTE PENPOJYKTUBHU KJIETKH, aKo €
PUIIOKHUMO;

) €AMHEH €BPOMNEHCKHU KOJ Ha MOJYYEHHUTE PENpPOAYKTUBHU KIETKH, aKO €
MPUIIOKHUMO;

3. JaHHM 3a PENPOAYKTUBHUTE KIETKU:

a) YHUKaJIEeH WICHTU(PUKAMOHEH HOMED;

0) BHJI KJICTKH;

B) BUJ] Ha JapsSIBaHETO;

T') YHUKAQJICH UACHTU(PHUKAIIMOHEH HOMEP Ha PEIUIHICHTA;
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1) €IUHEH €BPOIEUCKU KOJ Ha U3MPATEHUTE PENPOIYKTUBHH KIETKH, aKO €
MPUIIOKHUMO;

€) €IMHEH EeBPOIECUCKU KOJ Ha IMOJYyYEHUTE PENpPOAYKTUBHU KIETKH, aKO €
MPUIIOKHUMO;

4. NaHHU 3a PEeLUIHEHTA:

a) tputre umena, EI'H, tenedon 3a Bpb3ka, yHUKalleH HIEHTU(UKALNOHEH

HOMED;
0) BUJI KJICTKH;
B) BUJ] HA JapsIBaHETO;
I') €IUHEH €BPOICHCKU KOJ Ha IMOJYyYEHUTE PENPOAYKTHUBHHU KJICTKH, aKO €
MPUIIOKUMO.

Un. 45. M3nbanurenuuar aupexkrop Ha MAMH cbc 3anoBen omnpenens
JUIB)KHOCTHUTE JIMIIAa, KOUTO BBBEXAaT B perucrpure Ha MAMH wundopmamusra,
MojlyueHa OT JieyeOHHUTE 3aBeleHUS 3a U3BBPIICHUTE JEHHOCTH IO aCUCTHpaHa
PpenpOIyKIIUSL.

Un. 46. JnbxHOCTHUTE NUIA 110 Wi. 45 BBBEXAAT MolydyeHaTa nHpopManus
OT JICUCOHHTE 3aBEJICHUS B CH3JIAJICHH 3a I[EJITa PETUCTPH B CPOK 110 10 qHM ciie HEHHOTO
MoJTy4yaBaHe.

Un. 47. (1) JleueOHuTe 3aBeACHUS, KOUTO U3BBPIIBAT ACHHOCTH IO B3EMaHE
Ha PENpOAYKTHUBHM KIIETKH, ONpPENeNAT YHUKAJICH HJIEHTU()UKALMOHEH HOMEp 3a BCEKU
JIOHOP.

(2) YHUKaNHUAT UACHTU(DUKALMOHEH HOMEpP CE ChbCTOM OT:

1. 6yxBute "BG", KOraTo B3eMaHETO € U3BbPIIEHO B bhirapus;

2. yHUKAJIHUS UACHTU(DUKAIIMOHEH HOMEp Ha JIeYeOHOTO 3aBEJICHUE;

3. mocneAHUTE JBE HU(PPU HA TOAMHATA, B KOSITO € U3BBPILEHO B3EMAHETO;

4. 6ykBara "M" 3a noHopu Mbke 1 "F" 3a 1OHOPH KeHU;

5. mopenHus HOMEp Ha B3€MaHETO Ha raMeTUTe ChIiacHo pasnen "B3emane"
OT PEerucThbpa Ha Je4yeOHOTO 3aBE/ICHUE.

(3) YHUKaNTHUAT UISHTU(PUKALMOHEH HOMEP C€ NOCTaBsl IPU U3BbPIIBAHE HA
npoueaypara Mo B3€MaHE M OCUTypsBa BB3MOJKHOCT 3a IpOCIEAsBAaHE Ha B3ETUTE
PENPOYKTUBHU KIIETKH.

(4) YHuUKanHUAT UJIEHTU(UKALMOHEH HOMEp Ce IMOCTaBsi OT JJIBKHOCTHO
JMILIE, ONIPEEIICHO OT PbKOBOJUTENS HA JIEYEOHOTO 3aBEICHHE.

Y. 48. (1) JleueOHMTE 3aBeieHNs, KOUTO U3BBPILBAT JIEHHOCTH MO B3€MaHe
Ha PENpOIyKTUBHU KJIETKH, ONPENEIAT YHUKAIeH UIEHTU(PUKALNOHEH HOMED Ha B3€TUTE
AWLIEKIJIETKH, CIIEPMATO30UIU WJIN 3UTOTH.

(2) YHuKaIHUAT WACHTU(UKAIMOHEH HOMEP Ha B3ETUTE SHIEKIETKH,
CIEPMATO30M/I UM 3UTOTH CE ChbCTOM OT:

1. 6ykBa, chOTBETHA Ha BUa B3eTH KieTku/3urotu ("S" 3a cnepmaTto3ouy,
"O" 3a sifnexnerku u "E" 3a 3urotn);

2. YHUKAJIHUS UACHTU(PUKAMOHEH HOMEp Ha JIOHOPA;

3. ronremMHuHaTa Ha MapTUIATa, OT/AEJICHA C TOYKA U ChCTOAIIA Ce OT B LU pH
3a HA4YaJloTO Ha MapTHaaTa, TUpe U JIBe Hu(pH 3a Kpas Ha IapTUaTa;
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4. cnen O6yksara "E" surorure nomyuyasar YMH Ha noHOpa Ha OBOIMTHUTE, OT
KOUTO MPOU3NINU3AT, KATO KbM HEro MpU MOCTaBSHE W/WIH KPUOCHXPAHEHHE CE 3aIuCBa
(mpukpens) u YUH nHa ciepmarozouaure, OT KOUTO IIPOU3IIN3AT.

(3) JleueOnuTE 3aBEACHUS, KOUTO M3BBPIIBAT ICHHOCTH 110 B3€MaHE/BHOC HA
PENPOIYKTUBHU KIICTKH, ONPEACNAT €AUHEH €BPONEHCKH KOJ Ha KJIETKUTE MO 0Opasery
chriacHo npuioxxkenne Ne 2a kbM wi. 18a, an. 1 or Hapen6a Ne 22 ot 2007 r. 3a ycioBusita
U pela 3a PErucTpupaHe M OTYMTaHE Ha JEHHOCTUTE II0 EKCIEepTU3a, B3EMaHE,
npucaxzaane, o0padboTka, mpepaboTka, ChbXpaHsSBaHE U €TUKETUPAaHE HA OPraHu, ThKaHU U
KJICTKY U 33 U3TOTBSIHE HA ©XKETOHH OTYETH OT JiedeOHuTe 3aBeaenus (B, 6p. 39 ot 2007
r.).

(4) 3a eqMHHMS €BPONEMCKU KOJ HA PENPOIYKTUBHUTE KIETKHM C€ Ipuiarar
yn. 18a, 1806, 188, 181 u 18e or Hapenda Ne 22 ot 2007 r. 3a ycioBusita U peaa 3a
pErucTpupaHe M OTUMTAHE Ha JAEWHOCTHTE IO EKCIIEPTH3a, B3EMaHe, IpHUCAKIaHe,
0o0paboTka, mpepaboTka, ChbXpaHIBaHE M €TUKETUPAHE HA OPTaHU, ThKAHU U KJIETKHU U 32
U3TOTBSIHE HA €XKET0/IHU OTYETH OT JIECUEOHUTE 3aBEICHUS.

(5) JleueOnute 3aBeleHHS HE ONPECTSAT CIUHEH EBPOIECHUCKH KOJ Ha
PenpOAYKTUBHUTE KIIETKU:

1. mpu MapTHHOPCKO JapsiBaHE;

2. mpu HENnapTHbOPCKO JapsBaHE, KOraro TO C€ W3BbpILIBA B JIEYEOHOTO
3aBeJIeHUE, B KOETO C€ MpHJIaraT penpoayKTUBHUTE KIETKU;

3. KOraro penpoIyKTUBHUTE KJIETKH ca IpeAHAa3HAuYeHU 3a He3a0aBHO
npuiiarane 6e3 CbXpaHeHue;

4. Korato penpoAyKTHBHHUTE KJIETKM ca BHECEHU MOpaaud HEOTIOXKHA
HEO0OXOUMOCT 0 cMHUCHIAa Ha § 1, T. 6 OT MombIHUTENHUTE pa3nopendu kbM Hapenba No
22 ot 2007 r. 3a ycloBusTa U pela 3a PErUCTPUpPAHE M OTUMTAHE Ha JIEHHOCTUTE IO
eKCIepTH3a, B3eMaHe, pucaxiaHe, 00padboTka, mpepaboTKa, CbXpaHsABaHE U €TUKETUPaHe
Ha OpraHu, ThKAHM M KJIETKM M 3a WU3TOTBSHE HA €XETrOJHHM OTYETH OT JieyeOHHTE
3aBE/ICHUS.

Ui 49. (1) JleueOuuTe 3aBeeHUS, KOUTO U3BBPINBAT ACHHOCTH IO MOCTABSIHE
Ha PEeNpOayKTUBHU KJIETKH, ONPEAEAT YHUKAJICH UACHTU(DUKAIIIOHEH HOMED Ha KEHUTE,
Ha KOUTO Ca MOCTaBEHU JIOHOPCKH SHUIEKIIETKH, CIIEPMaTO30MIU HUIIH 3UTOTH.

(2) VYHMKaIHUAT WACHTU(UKAIMOHEH HOMEp Ha JKEeHaTa, Ha KOSTO ca
IIOCTaBEHU 3UT'0TH, CE CbCTOM OT:

1. OykBeHU 0003HAYEHUs1, KAKTO CJIE/Ba:

a) ET - mocraBsiHe Ha IPECHU 3UTOTH, MOJTYYEHU OT COOCTBEHU SUIICKIETKU U
NapTHBOPCKH CIIEPMATO30UIH;

6) ETO - nocraBsiHe Ha MPECHU 3UTOTH, MTOJIYYE€HU OT JOHOPCKU SIMIIEKIETKH
Y TIApTHBOPCKH CIIEPMATO30UH;

B) ETS - nocraBsine Ha mpecHU 3UTOTH, MOJIYYEHU OT COOCTBEHH SIMIIEKIETKH
U JJOHOPCKU CIIEPMaTO30UM;

r) ETSO - nocraBsHe Ha npecHU 3UTOTH, OJyYEHHU OT JTOHOPCKU SHIEKIETKI
U JJOHOPCKU CIIEPMaTO30UM;

n) FET - mocraBsiHe Ha pa3Mpa3eHH 3HUTOTH, IMOJYYEHH OT COOCTBEHH
AWLIEKJIETKH U TapTHBOPCKH CIIEPMATO30UH;

e) FETO - nocraBsHe Ha pa3Mpa3eHHU 3UTOTH, MOJIYYEHH OT JOHOPCKHU
AWLEKJIETKN U TApTHBOPCKU CIIEPMATO30MIH;
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k) FETS - mocraBsHe Ha pa3Mpa3eHHM 3UTOTH, MOJIYYEHH OT COOCTBEHH
AWLEKIETKUA U JIOHOPCKU CIIEpMaTO30U/IH;

3) FETSO - mocraBsHe Ha pa3Mpa3eHHd 3UTOTH, MOJYYEHHU OT JOHOPCKU
AWLEKIETKU U JIOHOPCKU CIIEpMaTO30MIH.

2. mopeaHusi HOMep, ompezeneH B pasgen "IlocraBsHe" oT perucrbpa Ha
J1e4eOHOTO 3aBE/ICHUE;

3. yHMKaTHUS WACHTU(QHUKAIMOHEH HOMEpP Ha JIMIIETO, OT KOETO Ca B3ETH
AWLEKIETKH WIN CIIEpMaTO30MIH.

Un. 50. (1) M3neanutennara areduus "MeaunuHcku Haa3zop" ornpeaens
VHHUKQJIEH WJICHTU(UKAIMOHEH HOMEp Ha BCSIKO JIeYeOHO 3aBelieHHe, MOJIy4UIIo
paspelieHne/yJOCTOBEpeHHE 32 W3BBPIIBAHE HA ACHCTUPAaHA PEMPOIYKIHS, KAKTO M 32
OCUTYpsIBaHE, U3MOJ3BaHE U ChXpaHsSIBaHE HA YOBELIKU SIMIEKJICTKH, CIEPMATO30UIN U
3UTOTH U HA ThKAaHHUTE OaHKH.

(2) YHukanHuAT uAeHTU()UKAIIMOHEH HOMEP C€ ChCTOU OT:

1. naeHTH(UKATMOHHMS KOJI Ha 00JIacTTa ChIiaacHO EnuHHMS Kitacupukarop
Ha aJMHUHHCTPATUBHO-TEPUTOPUATHUTE M TEPUTOPUANTHUTE enuHuIM B PemyOnuka
boearapust, yreepaen ¢ Pemenue Ne 565 ot 10.08.1999 r. nHa Munucrepckus cbeet (B,
op. 73 ot 1999 1.);

2. HOMepa Ha WU3JAJACHOTO OT U3NBIHUTENHUS [upektop Ha HMAMH
YIOCTOBEPEHUE 3a PETUCTpallvsi, B KOETO Ca IOCOYEHH CHOTBETHUTE [EHHOCTU 3a
U3BBpIIBAHE HAa aCUCTHpaHa PErpoayKIHs, OCUTypsIBaHE, U3M0JI3BaHE U ChXPaHsBAHE HA
YOBEUIKU SIMIIEKJIETKH, CIIEPMATO30UIN U 3UTOTH, Pa3peIIeHUETO 3a OCHIIECTBABAHE 3a
nedeOHa MEHHOCT, ChOTBETHO HOMEpA Ha MOCTAHOBJICHHETO, C KOETO € MpUEeT/M3MEHEH
MPABWJIHUKBT (32 JiedeOHU 3aBe/IeHUs 10 WI. 5 0T 3aKOoHa 3a JIeYeOHUTE 3aBEICHUS);

3. mociemHuTe [BEe UHMPpU HA TOAMHATA, B KOSATO € U3JAJIEHO
yJIOCTOBEPEHHNETO/pa3perIeHUeTo/IPaBUIIHUKBT 110 T. 2.

Un. 51. (1) JleueObuute 3aBeeHMs] OpraHU3UpAT AEHHOCTTA CH IIPU Cla3BaHE
Ha 3aKoOHa 3a 3alllKTa Ha JIMYHUTE TaHHHU.

(2) PasnpocTpaHsBaHeTO Ha JaHHM, KOMTO MOTrarT Ja THOCIyXaT 3a
UCHTU(UKAIMS HA JTOHOPUTE WM PELUNHUEHTHTE Ha AWLEKISTKH WIM CIepMaTO30H 1y,
KOTaTo JOHOPBT € JIUIIE, Pa3JINYHO OT MbXKa M )KEHATa, KeJaelln 1a Ch3AaaaT IIOTOMCTBO,
ce 3a0paHsiBa OCBEH B CIy4YauTe, PEBUICHU ChC 3aKOH.

I'naBa ocma.
JOKYMEHTALIUA

Un. 52. (1) JleuebHuTe 3aBefieHHSA, KOUTO W3BBPIIBAT aCHCTUpPaHa
pEenpoAyKLHMs, Ch3AaBaT OpraHU3alUsl M CUCTEMa 3a MOAIbpP)KAHE Ha JOKyMEHTAllMs,
PETUCTPU U YTBBPJAEHH OT n3nbiaHuTenHus qupekrop Ha MAMH COII no oTHOomeHne Ha
JEMHOCTUTE 110 ACUCTHPaHA PENPOAYKIIUs B CbOTBETCTBUE € Ta3u Hapea0a.

(2) JleueOHuTE 3aBe/eHUS] U3TOTBAT M MpUiaraT CUCTEMa OT MpPOLENypH 3a
KOHTPOJI Ha JIOKYMEHTalUATa 110 Ta3u Hapea0a, KOSITO OCUTYpsIBa MPerjiein Ha UCTOPUSITa
Ha JOKYMEHTHTE M IPOMEHHUTE B TSAX M TapaHTHpa, Y€ C€ M3MOJI3BAT CaMO aKTyaJHU
JIOKYMEHTH.
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Ui 53. HoxkymenTanusta, peructpure u COII ce mpoBepsiBaT NeEpuOAUYHO OT
OTrOBOPHOTO Jinile 1o npuioxkeHue Ne 1, pazaen III, T. 2 3a chOTBETCTBHE C M3UCKBAHUATA
Ha Ta3u Hapezoa.

Un. 54. Cucrtemara mo wi. 52, an. 1 rapantupa, 4e JICUCOHUTE 3aBEICHHS
OCBILIECTBSIBAT JACHHOCTUTE 10 acucTupana pernpoaykuus cbriaacHo COIl B cboTBETCTBHE
C HOpMaTHBHATa ypeada U ca OCUTYPEHH YCJIOBHUS 3a MPOCIEIUMOCT Ha JACHHOCTUTE I10
acUCTUpaHa pernpoayKIIHs.

Un. 55. Cucremara no wi. 52, ai. 1 gaBa Bb3MOXXHOCT 3a MpOCIeasBaHe HA
BCUYKHM €TalM, CBbP3aHU C JACHHOCTUTE 110 ACHCTHpPAaHA PENpPOIYKIHUA: KOJUpaHE,
KPUTEPHUH 3a IMOJ00p Ha JIOHOPH, B3eMaHe, 00paboTBaHe, ChXPaHCHHUE, TPAHCTIOPTHUPAHE,
MPEeIOCTaBsiHE 3a ymoTpeda WM W3TErNIIHE OT ymoTpeba Ha raMeTH/3UroTH, TSIXHOTO
YHUIIIO’KaBaHe, KOHTPOJI U TapaHTHPAaHE Ha Ka4eCTBOTO.

Un. 56. (1) Marepuanure, 000pYyJIBaHETO W MEPCOHATBT, AHTAKHUPAH C
U3BBPIIBAHETO HA BCSIKA KPUTUYHA IEHHOCT, c€ MIEHTU(PULUPAT U TOKYMEHTHpAT.

(2) JleueOHuTe 3aBeneHUsT BOAAT H CHXpaHSABAT JOKYMEHTAIMs 3a
MaTepuaguTe U OO0OpYyABAaHETO, KOUTO C€ H3IOJ3BAT 3a JEHMHOCTUTE MO acHCTUpPaHa

PETPOAYKIIHSL.

Un. 57. (1) JleueObuute 3aBelneHUs BOAAT W CbXpaHSIBAT JOKYMEHTAIUs
OTHOCHO II€PCOHaJIa, KOMTO U3BBPIIBA BCAKA OT JEMHOCTUTE IO ACUCTUPAHA PEPOLYKIHUA.

(2) JIeueOHO 3aBeieHHE, KOETO B3eMa SIHIEKICTKH, CIIEPMATO30MIU U 3UTOTH,
CKJIFOYBA MHCMEHU JOTOBOPU C JIMIATA, KOUTO OTrOBapsT 3a B3€MaHETO, KOraTo T€ HE
paboTAT B CHIIOTO JIeYEOHO 3aBEACHUE.

Un. 58. Benuku npoMeHM OTHOCHO BOJEHETO Ha JOKYMEHTalusTa Ha
JeyeOHUTE 3aBelleHHs,, KOUTO HM3BBPIIBAT aCHCTUpPaHA PEHpOAYKIHs, C€ pa3riexnar,
JaTHpaT, 0A00psIBaT U BbBEXK/IAT B U3I'BJIHEHUE OT OTTOBOPHOTO JIMIIE 10 MpHIoKeHne Ne
1, paznmen 11, 1. 2.

Un. 59. JlanHuTe B U3rOTBEHATa M ChXpaHsIBaHa JOKyMEHTalus TpsaOBa Ja ca
JI0Ka3aHO HAJEKIHU U UCTUHHO J1a IIPEACTABAT PE3YJITATUTE OT U3BBPILICHUTE IEUHOCTH,
J1a ObJ1aT YETIUBY, J1a HE MTO/IIeKAT Ha U3TPUBAHE, KaTO MOTaT J1a Ob/1aT BIMCBaHU Ha pbKa
WIN TIPEXBBPJISHU B JIpyra BaIMAMpaHa CUCTeMa (KOMIIOTbPHA UM MUKPO(DUIM).

I'maBa neBera.

YCJIOBUS U PEJ] 3A CbOBILIABAHE, PETUCTPUPAHE,
JTOKJIAJIBAHE U ITPEJIABAHE HA HH®OPMAILIUSA 3A
CEPUO3HUTE HEXEJAHU PEAKIIUU U CEPUO3HUTE
MHIOUAEHTU U 3A BJIOKUPAHE, U3TET'JISIHE U YHULLLOXKXABAHE
HA HﬂHEK.JIETKH, CIIEPMATO30UIN U 3UT'OTHU

Un. 60. (1) JleyeOHuTe 3aBeneHUS, KOMTO OCBIIECTBSIBAT JCHHOCTH IO
acHUCTHpaHa pENMpOaYKIHs, OCUTYpsIBaHE, H3IMOJI3BaHE W ChXpaHSBAHE HA YOBCIIKH
SAUIEKJIETKU, CIEPMATO30UIN U 3UTOTH, Ca JUIbXKHU J1a BbBEAT JOKYMEHTAJIHA CUCTEMA,
KOATO Jla TapaHTHpa HIACHTU(PHUIIMpPAHE BHB BCEKH OTIEICH €Tam OT JACHHOCTTa |
MpoCIesiBaHE OT JOHOPA JI0 peLMINEeHTa Ha!
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1. sifIieKIeTKUTE, CIEpMaTO30MANTE U 3UTOTUTE;

2. IPOAYKTUTE W MATEPHUAIUTE, KOUTO BJIM3AT B KOHTAKT C SUIICKICTKUTE,
CIIEPMATO30MIUTE U 3UTOTUTE U Ca CBBP3AHH C TIXHOTO KaUueCTBO U OE30MACHOCT.

(2) JleueOHuTEe 3aBeneHMs, KOUTO OCBHIIECTBIBAT JCWHOCTH IO acCHCTHpaHa
PENPOYKIIMS, KAKTO U KOUTO OCBIIECTBSIBAT JEHHOCTH MO OCUTYypsSBaHE, U3MOJI3BaHE U
ChbXpaHsSBaHE HAa YOBEUIKM SAWIEKIETKH, CHEPMATO30UIM M 3UTOTH, Ca JUIBXKHU Ja
OpraHU3HpaT U MOIBPKAT CUCTEMA 3a:

1. paHHO OTKpHUBaHE W pa3cle/BAHE HA CEPUO3HM HEXKEIAHU PEAKUUH U
CEpPUO3HU UHIUJICHTH;

2. CBOEBPEMEHHO ChOOIIaBaHe, pETUCTPUPAHE, TOKJIABaHe U MpeaBaHe Ha
uH(pOpMAaIIUs 32 CEPUO3HUTE UHIMICHTH M CEPUO3HUTE HEXKEIIAHU PEAKIINUM;

3. GJ0KupaHe, U3TETISTHE M YHUIIIO)KaBaHE Ha SHIEKIICTKH, CTIEPMAaTO30UId U
3UTOTH, KOUTO MOraT Ja JOBeJaT A0 CEPUO3HU HEXEIaHU pEeaKIMd U CEepUO3HU
WHIHMACHTH.

Un. 61. (1) Usnbnuurennara areHuus "MeaunMHCKU Haa30p" € AbXKHA Ja
OpraHu3upa U MOAIbPIKA CHCTEMA 3a PETUCTPALMS U aHAINU3 Ha MOCTBIIMINTE ChOOILEHUS
3a CEpUO3HU HEXEJIaH! PEAKIMU U MHIUACHTH.

(2) BpB Bpb3Ka ¢ Bb3HUKHAIN U PETUCTPUPAHU CEPUO3HU HEKENAHU PEaKIuU
u uHImIaeHTd MAMH wu3BbpIIBa HHCIICKIMH IO pela Ha Hapenadara mo wi. 7B, ajl. 4 oT
3aKoHa 3a JIeueOHUTE 3aBEe/ICHUS.

Un. 62. (1) JleueOHuTe 3aBeNeHUSI, KOUTO OCBHIICCTBSIBAT JCWHOCTH II0
aCHCTHpaHa PENpPOAYKLHUs, KAKTO M KOUTO OCBILECTBABAT IEHHOCTH IO OCUTYpsBaHE,
U3IOJI3BAaHE U ChXPAHSBAaHE Ha YOBEILKM SHMIIEKIETKH, CIEPMAaTO30MIM M 3UTOTH, ca
JUIBXHU B 7-IIHEBEH CPOK OT YCTAHOBSBAHETO HA CEPHUO3HA HEXKEIaHa peakuus WIN
CEepHO3€H MHLMUJEHT Ja YBEIOMST JIedeOHWTE 3aBElCHHUS, C KOUTO ca B JIOTOBOPHHU
OTHOLICHHUS 3a JOCTABSHE WJIM NOJYy4aBaHe HA PENPOTYKTUBHU KIETKH.

(2) Tlpm cxmrouBaHe Ha JOTOBOPU 3a JOCTaBSHE WJIM IOJy4yaBaHE Ha
PENpOIYKTUBHU KJIETKHU JIeYeOHUTE 3aBEJCHUS IPEAOCTABST Ha IOTOBOPHUS CH MAPTHHOP
uH(popMalsg 3a CUCTEeMaTa CH Ha PaHHO OTKPHUBAaHE M pascielBaHe Ha CEPHO3HU
HEXKEIaHW pEeakUMd M CEepHO3HM MHIMICHTH U Ha CBOEBPEMEHHO CbhOOIIAaBaHE,
perucTpupase, AOKJIaJBaHe U MpeAaBaHe Ha MH(OpPMALUS 32 CEPUO3HUTE MHIIMJIEHTH U
CEPHUO3HUTE HEKETIAaHU PEaKLIUU.

(3) ®uznueckuTe U IOPUIUYECKUTE JIMIIA, KOUTO U3BBPIIBAT TPAHCIIOPT Ha
PENPOAYKTUBHHU KJIETKH, Ca JUIbXKHH B 7-THEBEH CPOK OT YCTAHOBSIBAHETO HA MHLUJECHT Aa
YBEIOMST JIeUeOHUTE 3aBEJCHMSI, C KOUTO ca B JOTOBOPHHU OTHOILIEHUS 3a JIOCTAaBsIHE WU
NoJy4aBaHe Ha penpoxyKTHBHU kieTkd, © MAMH c 06bp30 cbobuieHue mo obpasen
chritacHO npuiioxkenue Ne 3, gact b.

Un. 63. (1) Beuuku neyeOHU 3aBefCHHs ca JIBXHHU B 7-IHEBEH CPOK OT
YCTaHOBSIBAHETO HA CEPUO3HA HEXETaHa PeaKIus WU CEPHO3CH MHITUACHT, CBbP3aHU C
M3BBPILIECHU JEHHOCTH MO aCUCTUPaHa PENPOAYKIIUS, 1a YBEIOMSIT:

1. U3mbaauTenHaTa areHuus "MeauuuHcKku Haa3op';

2. ne4eOHOTO 3aBelieHHE, B KOETO € M3BBpIIEHA ChOTBETHATA NEHHOCT IO
acHCTUpaHa PerpOoayKIIHS.

(2) YBenomsiBaneTo 1o an. 1 ce u3BbpiiBa ¢ Obp30 CHOOIICHHE IO 00pasel,
npuinoxenue Ne 3, gact A.
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(3) Cnyuante Ha cepuo3Ha HEXeJlaHA peaklus WM WHLUJEHT, CBbP3aHU C
IIPOBEXKAAHETO HAa MHAYKUUSA Ha OByJauusATa M KOHTPOJIMpaHa OBapHallHa
xunepcrumynanus, ocBeH B MAMH ce cpoOmaBar u JoknaaBar u B M3nbiHuTenHaTa
areHLHys 110 JIEKapCTBaTa.

Un. 64. (1) JleueOHnuTe 3aBeleHUS, KOUTO OCHIICCTBSIBAT JCHHOCTH II0
aCUCTHpaHa PEenpoayKLHs, KaKTO U KOUTO OCBIIECTBSBAT JIEWHOCTU MO OCHUTypsIBaHE,
M3MOJI3BaHE U ChbXPaHsIBaHE HA YOBEIIKHU SUIEKIIETKH, CIIEPMATO30MIU U 3UTOTH, ITOAaBaT
nbpBOHavalieH Aokiag B MAMH B cpok 10 7 1HM OT 1aTtaTa Ha yCTaHOBSIBAHE HAa CEPUO3HA
HEeKellaHa PeaKIvs WM MHIMICHT WU OT JlaTaTa Ha MojydaBaHEe Ha ChOOIIEHUE MO YJl.
63,anm 1, 1. 2.

(2) JleueOnute 3aBeeHus Mo aj. | ocUrypsiBaT U3BBHPIIBAHETO HA BHTPEIIHO
pascienBaHe W chOMpaHe Ha JOMBIHUTENHA HWH(OpMalMsi, KOrato € HeoOxoauma, 3a
II'bJIHA OILICHKA Ha BCSKO OTAEIHO CHOOIIEHHE 3a CEpUO3HA HEXKeJlaHa PEeaKIus WU
MHIUCHT U 32 UACHTU(PUIIMPAHE HA TPUYHMHHUTE, KOUTO MOTaT Ja Ob1aT NpeJoTBpaTeHH B
paMKHUTE Ha mpoIieca.

(3) JleueOnute 3aBenenus mo an. 1 yBenmomsiBar UAMH 3a mpeanpuerute
JNEHCTBUS TIO OTHOIIEHWE Ha JPYrd CBBP3aHU THKAHU W KICTKH, KOWTO ca OwiIn
MIPEeIOCTaBeHH 3a ynoTpebda mpu xopa.

(4) JonmbIHUTENHUST IOKJIAaA C OIEHKaTa Ha ChOOIICHHE 3a Cephuo3Ha
HEeXeJaHa peakus Wi MHUUAEHT 1o ai. 2 ce nogaBa B MAMH B cpok 14 nHu oT gartara
Ha YCTaHOBSBAHETO HA CEpHO3HATAa HEXeJaHa Peakiys WK MHIMACHT WM OT JlaTtata Ha
noJjlyuyaBaHe Ha choOieHue mo 4i. 63, an. 1, 1. 2.

Un. 65. (1) IIbpBOHAYAHUAT IOKJIAA C€ ChCTaBAd MO oOpasell ChIIACHO
npuioxenne Ne 4 u ce mpuipykaBa OT HHCMO, ChIbpXKALI0 HH(pOpManusaTa IO
npuioxenue Ne 5.

(2) JombAHUTENHUAT JOKJIA C€ ChCTaBs MO 00pasel] ChIVIACHO MPHIIOKEHHE
Ne 6 u ce mpuapykaBa oT MUCMO, ChABPKAIIO HH(DOPMALIUATA IO MpHIIoKeHne Ne 7.

Un. 66. (1) JleueOHuTe 3aBeneHust Mo 4. 2 MoJaBaT TOAMINEH JOKIAJ 3a
O6e3zomacHocT 10 31 sHyapu Ha cleiBamiaTa TOJWHA - 3a JEHHOCTTAa IO acUCTHUpaHa
penpoayKIUs, KAKTO U 3a JEHHOCTHTE 10 OCHUTYpsIBaHE, U3IMOJI3BAHE U ChXpPaHEHHE Ha
YOBEIIKM SUIEKIJIETKH, CIIEPMAaTO30MId M 3HWIOTH, OCBIIECTBEHH TIpe3 TPeaxoHaTa
KaJieHapHa roJINHa.

(2) TonuuHMAT noknan 3a GE30MACHOCT C€ ChCTaBsl MO OOpasel] ChINIACHO
npunoxkenne Ne 8 u ce mpuapykaBa OT NHCMO, ChIbpXkamo HHpopmanusTa O
npuitokenue Ne 9.

Un. 67. (1) U3nbaauTtenHara areHius "MeauIMHCKY HaA30p" mMpeacTaBs Ha
EBporneiickara KoMucus TOAMIIHA T0KIaau 10 30 OHU Ha cieaBaniata roJinHa, B KOUTO
Ce TPEICTaBAT BCHUYKU IMOJYYCHU CHOOIICHHS 3a CEpPHO3HH HEXKETaHH pPeakluu u
WHIUIECHTH.

(2) [IpenaBaneTo Ha NaHHU TPsOBA J1a € B ChOTBETCTBHE ChC CHICIHPUKAITUUTE
3a ¢hoopmata Ha OOMEH Ha JJaHHH, KaKTO € ONPEeIeTIeH B Ta3: Hapen0a, v clie/[Ba 1a ChabpKa
1sara nHpopMalus, HeoOXoauMa 3a HISHTH(UIIMPAHETO Ha W3Ipallaniara cTpaHa u
nojabpkaHe Ha pedepenture nannu. [IpegaBaneTo Ha JaHHH € MO 00paser] ChriIacHO
npuokenue Ne 10.
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Ui 68. (1) JleueOHUTE 3aBeJCHUS, KOHWTO OCBIIECTBIBAT JECHHOCTH IIO
acCHCTHpaHa PEMpOAYKIHUs, KAKTO M KOUTO OCBHIIECTBSBAT NEHHOCTU IO OCHUTypsIBaHE,
U3IMOJI3BAHE W CHXPAHSBAaHE HA YOBCIIKH SIMIICKIICTKH, CIEPMATO30HMIM M 3UTOTH, Ca
JUTBKHU J1a CchOMpaT M cChXpaHsBaT uHPoOpManus 3a OJIOKUpaHUTE, W3TETJICHUTE U
VHHIIOKECHU SUIIEKIIETKH, CTIEPMATO30UIU ¥ 3UTOTH.

(2) Cucremara 3a OJOKHpaHe, U3TETJISTHE W YHUIIOXKAaBaHEe Ha SIMIEKIETKH,
CIIEPMATO30M/I U 3UTOTH BKITIOYBA!

1. ompenensiHe Ha KOMIIETEHTHH JIMIA, KOUTO HU3BBpUIBAT OJOKHpaHE,
U3TCTVISHE W YHUIIOXKAaBaHE Ha SUIEKIETKH, CIIEPMATO30MIU WM 3UTOTH, M TEXHHUTE
cnenuuIHU OTTOBOPHOCTH;

2. ompejensHE Ha YCIOBUATA, MPH KOUTO CE MPUCTHIIBA KbM OJOKHpaHE,
W3TEIJISIHE U YHUIIOXKAaBaHe Ha SHIIEKIETKH, CIEPMaTO30U I U 3UTOTH;

3. ctannapTHu onepartuBHu npoueaypu (COII).

(3) JleueOHuTE 3aBeAECHMS, KOUTO OCBHIIECTBSIBAT JEHHOCTU MO acHCTUpaHa
PENPOAYKIIHS, KAKTO U KOUTO OCBIIECTBIBAT JICHHOCTH 110 OCHUTYPSIBAaHE, M3IOJI3BAHE W
ChbXpaHsIBaHE Ha YOBEIIKM SHIEKIETKH, CIepMaTO30MIM W 3UrOTH, ca ANBXKHU [a
npenocTaBsT 10 31 stHyapu Ha ciieBamiara roJnHa el H3THYaHeTO Ha BCAKA KaJICHIapHA
roguHa B MAMH roaumien gokinaz 3a Opost Ha OJOKHUpaHUTE, U3TETIICHUTE U YHUIIIOKECHH
STATIEKJICTKH, CIICPMATO30H I M 3UTOTH 110 00pa3erl chriiacHo npuioxenne Ne 11.

Ui 69. (1) 3a koMneTeHTHH Juna mo wi. 68, an. 2, T. 1 ce onpenensIr Juia,
KOUTO OTTOBapsIT Ha U3UCKBaHUTA 10 npuioxenue Ne 1, paznen 111, T. 2.

(2) CienmpryHUTE OTTOBOPHOCTH HA JIMIIATA IO all. 1 ca CBbhp3aHu:

I. ¢ ycraHOBABaHE HAJWYUETO HA YCIOBUATA, MOpaXAallu OJIOKHpaHE,
W3TETJISIHE U YHUILIOKaBaHE Ha SULIEKIETKH, CIEPMATO30U/IU U 3UTOTH;

2. ¢bC cma3BaHe Ha m3uckBanusaTa Ha chorBeTHHUTe COII 3a Besika enHa oT
JEUHOCTHUTE;

3. c mombJIBaHE HAa CHOTBETHUTE JIOKYMEHTHU M TIpe/aBaHe Ha HHOpMaIusITa
KbM OTTOBOPHOTO JIMIIE.

Un. 70. OcHoBarenHW MpPUYMHU 3a OJIOKMpaHe Ha  SIMIEKJIETKH,
CIIEPMAaTO30MI U 3UTOTH Ca:

1. mpu HEMAapPTHLOPCKO JIapsiBAHE HAa CIEPMATO30M/IU:

a) Hecrma3BaHe Ha 180-gHEBHHMS CPOK 3a KapaHTUHUPAHETO Ha
CIEpPMAaTO30MIUTE, CAUTAHO OT JaTara Ha MocjelHaTa KpUOKOHCEepBallus, IPH MOJI0KEHNE
ye He ca u3BbpuIeHu Tectose 3a HIV 1/2, HBV, HCV u cudumnmc upe3 NAT kbM MOMEHTa
Ha 1ocjeHaTa KPUOKOHCEepBallts;

0) Hecma3BaHE Ha 3aJBJDKUTEIHOTO MMOBTOPHO M3CJI€[BAHE HA JJOHOPUTE HA
cnepma (mpeau OcBOOOXKIaBaHETO OT KapaHTHHA) 3a TpaHCMHUCUBHU MHQpekuuu (HIV,
xenatut B u C, cudunuc);

B) IIOJTy4aBaHETO Ha CEPOIO3UTUBHU PE3YITATH 3a TPAHCMHCUBHHU MH(PEKINN
(HIV, xenatut B u C, cudumnuc) npu moBTOPHOTO U3CIIEABAHE HA JOHOPUTE HA CIIEPMa;

2. HEM3II'BJIHEHUETO Ha €/IHO OT CJIEHUTE U3UCKBAHUSI 33 3UTOTH OT aHOHUMHU
JAPUTEIN:

a) 180-gHEBHUS CPOK 32 KQpaHTUHHPAHETO Ha 3UTOTUTE, CAMTAHO OT JlaTaTa
Ha IOCJIeIHAaTa KpUOKOHCEPBALUs, IIPU MOJIOKEHHUE Ye HE ca U3BbpIIEHU TecToBe 3a HIV
1/2, HBV, HCV u cudunuc upe3 NAT kbM MOMEHTa Ha MOCJIeIHAaTa KPUOKOHCEPBALIKS;
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0) 3agBIDKUTETHO TIOBTOPHO U3CJEIBaHE Ha JOHOPHUTE Ha CHepMa |
STMIICKJIETKHU (TpeIi 0CBOOOKIaBaHETO OT KapaHTHHA) 3a TpaHCMUCHUBHY H(pekuu (HIV,
xernatut B u C, cudumnmc);

B) IIOJy4aBaHETO Ha CEPOIIO3UTUBHU PE3YITATU 32 TPAHCMHUCUBHU HH(PEKIUU
(HIV, xemmatut B u C, cuduuc) mpu moBTOPHOTO H3CIIEBaHE HA JOHOPUTE HA cIiepMa U
SIATICKJICTKH

3. IUCMEHO yI0CTOBEPEHOTO JKEJIaHUE Ha JOHOPUTE;

4. cMmbppTTa Ha CBHIPYra/mapTHbOpPa, HE3aBUCUMO OT HAJIMYUMETO Ha
JEKJIapupaHo IPHKUBE JKEJIaHKe, TI0 OTHOIICHHE Ha CIIEPMATO30UIH UM 3UTOTH, OCBCH B
ciaydauTe 1o T. 5.9 ot pazgen IV na npunoxenue Ne 1 kM ui. 1, an. 1, 1. 1;

5. CMBpPTTa Ha ChHIPYrara/mapTHbOPKATa, HE3aBHCHMO OT HAIMYUETO Ha
JEKJIapypaHo KeJlaHUue MPUKHUBE, 10 OTHOIIEHUE HA OBOLIUTH WJIA 3UTOTH;

6. yCTaHOBABAaHETO Ha 3a00JIsiBaHE Y aHOHUMHUS JapUTEN, KOETO MOXKE Jia ce
mpe/iaBa Ha MOTOMCTBOTO WUJIH PELUITUECHTA;

7. HEBB3MOXHOCT 3a CHUTYpHO HWJICHTHU(UIMPAHE HA JOHOPUTE WIIH
pociesBaHe Ha MbTS HAa TEHETUYHHSI MaTepuai MOpaad HEMPaBUIHO WU JUIICBAIIO
eTUKETHpaHe Uil 00bPKBAHE Mpe3 BpeMe Ha 00padoTKara.

Un. 71. OcHOBaTeTHU IPUYMHU 32 U3TETJISTHE U YHUIIIO)KABaHE Ha SULIEKIICTKH,
CIIepMaTO30H/IHM U 3UTOTH Ca:

1. TUCMEHO yIOCTOBEPEHOTO KETaHUEe Ha MAllUeHTHUTE;

2. U3TUYAaHETO HAa MAKCHUMAJIHHS CPOK 3a ChXPaHEHHE, KOHTO € 3asBEH OT
MAlCHTUTE TPH TMOAMKCBAHETO HAa JCKJIapalnusaTa 3a MHPOPMHUPAHO CBIVIACHE IPEIH
KPUOKOHCEpBAIIS;

3. HAIMYMETO HA PUCK OT KPbhCTOCaHAa KOHTAMHHAIUS WJIM TIpe/iaBaHe Ha
OakTepuaiHa WM MUKOTHYHA WH(EKINS,

4. HaIM4YMEeTO Ha PUCK OT KPbCTOCAaHA KOHTAMHUHAIMs WIM IpeJaBaHE Ha
TpancMmucuBHO 3abonsaBane (HIV, xenatut B u C, cudunuc u np.);

5. M3TUYaHETO Ha MoBeue OT 6 Mecela cie/1 3asiBEHUs CPOK 332 CbXpaHEHUE MpU
HEMOTHPCEHH CTIEPMATO30UIH, SIMIIEKIIETKA U 3UTOTH;

6. CMBpPTTAa Ha CBHIPYra/mapTHbOpPa HE3aBUCHMO OT HAJIUYUETO Ha
JIEKJIApUPAHO KEJTaHUE MPUIKUBE, TTO OTHOIICHUE Ha CIIEPMATO30H/IM UITU 3UTOTH, OCBEH B
ciayyaute 1o T. 5.9 ot pazzaen IV Ha npunoxxenne Ne 1 kpMm ui. 1, an. 1, T. 1;

7. cMBpTTa Ha ChIOpyrata/mapTHhOpKaTa HE3aBUCUMO OT HAJIMYHUETO Ha
JIEKJIApUPAHO KeTaHUE NPUKUBE, 10 OTHOLIEHUE HA OBOLIUTH WUJTU 3UTOTH;

8. ycTaHOBsIBaHETO Ha 3a00JIsIBaHE Y aHOHUMEH JapUTEs, KOETO MOXKE Ja Ce
MpeaaBa Ha MOTOMCTBOTO WJIA PELUITUEHTA;

9. HEBB3MOXHOCTTAa 3a CUTYpHO UIAEHTU(DUIIMpPAHE OHOPUTE WIIU
MpOCIIEsIBAHE HA I'bTS HAa TEHETUYHHUS MaTepHuall MOpaayd HEMPABUIHO WM JUIICBAIIO
eTUKETHpaHe Ui 0ObPKBAHE Mpe3 BpeMe Ha 00padoTKara.

I'1aBa necera.
YIIPABJIEHUE HA KAYUECTBOTO U PUCKA

Un. 72. (1) JledeOHuTe 3aBeeHUS, KOWTO OCHIIECTBSIBAT IEHHOCTH TIO
aCHCTHpaHa PEMpOAYKIIMs, KAKTO M KOUTO OCBHIIECTBSBAT NEHHOCTH IO OCHUTypsIBaHE,
U3IMOJI3BAaHE M CHXPaHSBaHE HAa YOBEIIKH SMIIEKIETKH, CIEPMATO30HIA M 3UTOTH, ca
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JUTBKHU J1a pa3paboTAT, BbBEJAT U U3IOJI3BAT JOKYMEHTAIHA CUCTEMA 32 yIpaBJICHUE HA
KayeCTBOTO ChIJIACHO U3UCKBAHUATA HA Ta3H Hapenoa.

(2) Cucremara no an. 1 Bk/IrOYBa M pa3NMCaHU MUHUMAJIHU M3UCKBAHUSA 3a
0e30MacHOCT M KadyecTBO Ha PENpOAYKTUBHHTE KIETKM W 3UIOTH, KOUTO WIe ce
NPEJOCTABAT HA IPYTH JeueOHHU 3aBeICHUS U MTPHUJIaraT mpH Xopa.

(3) OtroBopuoto nune nmo npuioxkenue Ne 1, pasnmen III, T. 2 koHTpoNIMpa
KaueCTBOTO Ha IIPEIOCTABSHUTE WIN IOCTaBSIHUTE PENPOIYKTUBHU KIETKU WU 3UTOTU
CBIJIACHO U3HMCKBAHMATA 110 all. 2.

Un. 73. (1) JleueOHuTe 3aBeleHUsI, KOUTO OCBHIICCTBSIBAT JCWHOCTH II0
acHCTHpaHa PENpoayKIHUs, KaKTO M KOUTO OCBHIIECTBSBAT NEHHOCTU IO OCHUTypsIBaHE,
H3IO0JI3BAHC W CBXpPAHSABAHC Ha YOBCIIKU SIIZLIGKHCTKI/I, criecpmMaro3ouiuy U 3UroTu, ca
JUTBXKHU J1a pa3paboTsT, BbBEAAT U U3M0I3BAT pa3MCaH MEPKH 3a YIIPaBJICHHUE Ha PHUCKa,
TaKa 4€ Ja CC€ rapaHTupa I/II[eHTI/I(l)I/ILII/IpaHe U CBCKIAHC 1O MHUHHMYM Ha PUCKOBCTC,
MPOU3THUYAIIN OT U3MOJI3BaHe U 00paboTKa Ha OMONIOrMYeH MaTepHall, B ChbOTBETCTBUE C
NOJIbpKaHE Ha aJIEKBATHO KaueCTBO U 0€30I1aCHOCT 3a IJIAaHUPAHOTO NpeIHa3HauYEHUE Ha
KIIETKHUTE.

(2) PuckoBere BKJIIOYBAT TE€3U, KOUTO CE OTHACST JI0 MPOIEAYPHUTE, Cpeaara,
3/IPaBOCJIOBHOTO CHCTOSIHME HA MEPCOHANa U ca CelU(pUIHU 32 JIeUeOHUTE 3aBe/IEHUs 10
an. 1.

Yn. 74. (1) YopaBurenst Ha JIe4eOHOTO 3aBeleHUE Ha3HauaBa KOMHCHUS OT
T, HEAHTAXUPAHU NPAKO C JEHHOCTUTE MO acHCTHpaHa PEnpoAYKLHUs B JEU4eOHOTO
3aBeJICHHE, 3a OJUT Ha CHUCTEMaTa 3a YIpaBlieHHE Ha KayecTBOTO IIOHE BEAHBXK Ha J[BE
TOJIMHHU.

(2) B xoMucusTa mo an. 1 ce BKJIIOYBAT JUIA C ONUT B OJUTHPAHETO HA
CUCTEMH 3a KaueCTBO.

(3) Koncraranuure Ha KOMHMCHATA 10 KauyeCTBOTO CE€ OTpa3siBaT B MUCMEH
JOKJIaI.

(4) OTkJIOHEHMATA OT YCTAaHOBEHHUTE CTaHIAPTH 3a Ka4eCTBO U OE30MacHOCT
ce pascneznsar. PascienBaHeTo ce JOKyMEHTHpa U BKIIOYBA DPELICHHE 3a BBH3MOKHU
KOPHUTHpAIly U IPEBAaHTUBHU JIEUCTBHUS.

(5) Bcuuku 3acerHat ThbKaHU M KJIETKU TpAOBa 1a ObaaT UASHTUPUIIMPAHU U
OTYETEHU U Cle[Ba Ja c€ IpeanpueMaT ChOTBETHH MEPKM CIPSIMO TAX ChOOpa3HO
pasnucanute COII mo ui. 68, an. 2, 1. 3.

(6) Kopurupammre neiicTBUs ce JOKYMEHTHpAT, 3alo4BaT W IMPUKIIOYBAT
HAaBPEMEHHO U €(QEKTUBHO, KaTO €()EeKTHMBHOCTTA HA NMPEBAHTUBHUTE M KOPUTHPAIIUTE
JieiicTBuUs ciesiBa a ObJie OLCHEeHa Clie/l TAXHOTO U3IbJIHEHHUE.

Un. 75. (1) JleueOHuTE 3aBEACHUS CKIIOYBAT MTUCMEHH JOTOBOPH MOMEXKIY CH,
KOTaTO M3BBPIIBAT CHBMECTHO JEMHOCTU IO aCUCTHpaHa PENpoyKIHs, KAaKTO U KOraTo
NPEJOCTABST €IHO HA APYTO PENPOAYKTUBHU KIETKH WM 3UTOTH.

(2) [lucmenute noroBopw 1o aji. 1 ce oTpassiBaT B perucThP.

(3) JleueOnuTe 3aBenenus uznpamar B MAMH konus Ha norosopute 1o ai. 1
B CPOK 14 qHU OT CKIIFOUBAHETO UM.

(4) HoroBopute 1o ait. 1 cienBa fa ce CKI0YBAT CJeA MPEABAPUTEIIHA OIICHKA
U 1oa0op Ha Jpyrara CTpaHa IO OTHOILIEHME Ha KauyecTBOTO M Oe30macHOCTTa Ha
PETPOIYKTUBHUTE KIIETKH M 3UTOTH, KOUTO IIE€ C€ OOMEHST, KAKTO M 10 OTHOIICHUE Ha
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CIOCOOHOCTTa M Ja cha3Ba CHhOTBETHUTE HM3UCKBAHHMS Ha HOpMaTWBHaTa ypenba B
CTpaHaTa.

(5) B cxiroueHuTe IOroBOpU c€ OTpa3siT OTTOBOPHOCTUTE HA CTPAHUTE U
HOAPOOHOCTUTE TIO0 CHBMECTHO M3BBPIIBAaHE Ha TPOLEAYPHUTE II0 AaCHCTHpaHa
peupoayKIusa Ui oOMeH Ha PCOPOAYKTHBHHA KJICTKH U 3UT'OTH.

Uin. 76. (1) JleueOHO 3aBeneHHME, KOETO PabOTH C TaMETH W/WIA 3UTOTH, €
JUTBXKHO Jla CKITIOYH ITMCMEHU JIOTOBOPH C APYTH JIeYeOHU 3aBEICHUS, KOUTO OTTOBAPAT HA
W3MCKBaHUATA Ha Ta3W Hapeada, 3a ypeklaHe Ha ChXPAHEHUETO HA raMeTUTE W/HIU
3UTOTHTE B CITy4ail Ha IPEKpaTsBaHe Ha JIEYeOHOTO 3aBE/ICHNUE.

(2) B moroBopa mo ain. 1 ce ypexaar ChIIO JAHHUTE 3a MPOCICIUMOCT U
uH(poOpMallMsg TO OTHOIICHHE Ha KadeCcTBOTO M OE30MacHOCTTa Ha TaMETUTE W/WIN
3UTOTHUTE.

(3) JleueOHo 3aBecHIE, KOSTO B3eMa SIMIIEKIICTKH, CIICPMATO30H/IA U 3UTOTH,
CKJIFOYBA IMHCMEHH JOTOBOPH C JIMIATAa, KOUTO OTrOBapsAT 3a B3E€MaHETO, KOraro Te He
paboTAT B CHIIOTO JIEYEOHO 3aBEACHHE.

Un. 77. JleueOHO 3aBefeHHE, KOETO HU3BBPIIBA BHOC Ha PENPOTYKTUBHU
KJIETKH, CKJIIOYBA JOTOBOPH C JOCTABUUIIM OT TPETH AbPKaBU MO cMuUChiIa HA § 1, T. 1 oT
JIombIHUTENHATa pasnopenda Ha Hapenba Ne 1 ot 2019 r. 3a ycnoBusata u pena 3a
U3BbpIIBaHE Ha IpoBepKU oT M3nbinuTenna arennus "Meauunncku Haazop" (B, Op. 26
ot 2019 1.).

JdonmbiaHuTeIHM pa3nopenou

§ 1. ITo cMuchna Ha Ta3u Hapenoa:

1. "bu cnenpano" win "e npenopbUUTENHO" O3HAYaBa, Y€ U3UCKBAHETO HE €
3aIBJKUTEIHO, HO ITOCOYBA J00pa KIMHUYHA MPAKTHKA.

2. ‘"bnacromep" e KkJeTKa OT MpPEeAUMIUIAHTAIMOHEH (0 cTajguil
KOMITaKTHU3allKsl) 3apO UL

3. "bnokupane" e BpeMeHHa 3a0paHa 3a IOJI3BaHE Ha CIIEPMATO30UIM,
AWLEKJIETKY WJIM 3WUTOTH JI0 M3SCHSBaHE Ha OOCTOSITENICTBA, CBBP3aHU C TAXHATA
0€30aCHOCT M KayecTBO, 0 OTOJIOKMPAHETO MM M IYCKAaHETO UM B yMmoTpeda MM A0
TAXHOTO U3TETJISTHE U YHUILIO)KABAHE.

4. "Banunupane (kBanudukanus B cilydauTe Ha oOOpy/aBaHE WM cpean)”
03HauyaBa YCTAHOBSBAHE Ha JIOKYMEHTHPAHO J0Ka3aTeJICTBO, KOETO YJOCTOBEpsBa C
BHCOKA CTENIEH Ha CUTYPHOCT, Y€ crieln(UUeH Mporec, 000pyABaHe WK cpesia HEM3MEHHO
pe3ynTupar B MPOJIYKT, OTTOBAPSAIL Ha NMPEABAPUTEIHO JeUHUPAHUTE crienuPUKALUU U
Ka4eCTBEHHU XapaKTePUCTUKH; MPOIIECUTE Ce BAIUIUPAT, 3a Jla C€ OIICHU e(heKTHBHOCTTA
Ha JaJIeHa CUCTeMa Bh3 OCHOBA Ha IIeJITa M Ha yrmoTpeda.

5. "lupexkTHa ymotpeba" e mporenypa, Ipu KOSTO KIETKHUTE ca B3E€TH U
W3TOJ3BaHu, 0e3 1a 0baaT 00paboTBaHU U ChXPaHSIBaHHU.

6. "EmOpuopenykuus" € MeTo/1 32 HaMaIsiBaHe Ha Oposi Ha UMILIAHTUPAHUTE
B MaTOYHaTa KyXMHa eMOPHOHH C IIeJI Ja c€ HaMallid PUCKBT, ChIPOBOKIAI H3HOCBAHETO
U paXXJIaHETO Ha MHOTOIUIOAHA OpPEMEHHOCT; OOMKHOBEHO METOIBT LI€IH TOCTUTAHETO Ha
€HOIUIOIHA UJTM MaKCUMYM JIBYILIO/IHA OpEMEHHOCT.

7. "EmOpmorpancdep" e TocTaBgsHe Ha €OUH WIM  IIOBEYe
MpeIMMIUIaHTallMOHHY 3apOJIMIIN B TSUIOTO Ha JKEHaTa.
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8. "XuB monop" e ¢usmvecko Juile, OT KOETO C€ B3eMaT SUIEKICTKA WU
CIEPMAaTO30HIU C PEIPOJYKTUBHA LIEJI.

9. "U3kycTBeHa uHCeMUHALMA" € JENOHUPAHETO HA MBXKKU TaMETH B
MaTOYHaTa KyXMHA, [IEpBUKAIHUS KaHaJl WM BJIAraJIMIIETO Ha KeHaTa, 0e3 /1a € CUTYpPHO
Jany 1€ TOCJe[Ba HEMOCPEACTBEH KOHTAKT MEXIYy MBXKH W JKEHCKH TaMeTH,
PECIIEKTUBHO OILIOXK/IaHE.

10. "M3rernsue" e mpollec Ha HaJlaraHe Ha OKOHYATEeTHA 3a0paHa 3a ynorpeda
Ha CIIepMATO30U/IH, SIMIIEKJIETKU WM 3UTOTH U MOJIMOTOBKATA UM 32 YHUIIIOXKABaHE.

11. "UuButpo" omnoxnane (IVF) e meron 3a omnoxxaane Ha SUIEKIETKH B
71a00paTOPHU YCIIOBUS U3BBH TSIIOTO HA XKEHATa; MPOLEIypH 3a OIUIOKAaHE Ha eJHa WU
[OoBeUe SULEKIETKU B TSUIOTO HA JKEHATa HE Ca MHBUTPO OIUIOXK/IAaHE; U3BAJIEHU OT TSUIOTO
Ha JKeHaTa eMOPHOHHU CBHILIO TaKa HE C€ OTHACAT KbM IPOLEAYypaTa HHBUTPO OILIOKIAHE.

12. "MHTpa-0BOMTHO MHXEKTUPaHE HAa equHNU4HU criepmarozouau (ICSI)" e
METOJlT 3a HHBHUTPO OIUIOKIAHE Ype3 HWHKEKTUPAHE Ha EIUHUYHU CEeJICKTHUPaHU
00paboTeH! CIepMaTO30H U B AULIEKIICTKH IIOCPEACTBOM MUKPOMAHHUITYJIAIHS HA TAMETH.

13. "Undeprunurer" e 6e3ruioaue.

14. "Kpuobanka 3a rametd M eMOpHOHH" € MsICTOTO W OOOpYIBAHETO,
OCHUTYpSIBAIlI0O CHXPAHEHHWE 3a ONTHMAIHO IBJIBI TEPUOA HAa 3aMpa3eHH TaMeTu U
NpeIMMITIAHTAIIOHHN eMOPHOHH MPH CBPBXHUCKHU TEMIIEPATYpH (Hal-4e€CTO TEYEH a30T).

15. "KpuoxoHcepBamusi U KpUOChXpaHeHHEe" ca Tpyma Mpolecu Ha
MOJTrOTOBKA, 3aMpa3sBaHE U ChXpaHSIBAaHE HAa YOBEIIKH TaMETH U MPEIUMILIAHTAMOHHU
eMOpHOHH MPU CBPBXHUCKH TeMIlepaTypu (Haii-uecTo B TEYEH a30T).

16. "KputnuHo" o3HauaBa MOTEHLIMAIHA CIIOCOOHOCT 3a BB3JCHCTBUE BbPXY
KayeCTBOTO M/MJIM O€30MacCHOCTTA WIIM HaJN4Ke Ha KOHTAKT C KJIETKUTE U ThKaHUTE.

17. "KonnenTyc" o3HayaBa OpraHU3bM, MOJIYYEH OT CIMBAHETO HA MBXKKA U
KEHCKa raMera, OT MOMEHTa Ha MMIUIAHTUPAHETO MY B MaluMHa THKaH JI0 PakKIaHETO.
YoemkusT KoHIENTyc a0 10 HaBBpIIEHH TECTAlMOHHU CEAMHIM BKJI. C€ Hapuda
"saponum" (embryo), a ot 11. recranimonna ceqmuna a0 paxaaneto - "mioa" (foetus). B
MOHSATUETO "KOHIENTYC" ce BKIIOYBAT U T.HAp. IUIOAHHU MPUIATHIM, a UMEHHO: IThITHA
BPBB, IJIAIIEHTa U HEWHU NMPE/IIECTBEHULIN, OKOJIOIUIOAHH MU U OKOJIOIUIOIHA TEYHOCT.

18. "Opranu3anusi, OTToBapsiIia 3a MPUI0KEHHE TP Xopa' o3HaYaBa Je4eOHO
3aBeJICHME WU OT/eJIeHHEe Ha OOJIHUIIA, M3BBPIIBAIIA MPUCAKIAHE HA YOBEIIKH ThKaHHU U
KJIETKU IIPU XOpa.

19. "Haematenu (mpu KpuoOaHKHpaHe)" ca JMI@, KOUTO MO COOCTBEHO
JKEeJlaHWEe U 3a COOCTBEHHM HYXIU ChXpaHSIBAaT CBOW I'€HETHYEH MaTepHall 3a MO-KbCHa
ynoTpeoa.

20. "He 6u cneaBano" win "He ce mpenopbuBa” 03HayaBa, Y€ U3MCKBAHETO HE
3a0paHsiBa U3PUYHO, HO TIOCOYBA MPAKTUKA, KOATO NMPOTUBOPEUN Ha J1oOpaTa KIMHUYHA
NPaKTHKA.

21."OBomuTu" ca AMIEKIETKH.

22. "Oynauus" e npouec Ha GU3NOJIOTUYHO OTJENSIHE Ha SHIEKIeTKaTa OT
SHYHUKOBUS (POTUKYIT.

23. "Menomnay3a" o3HayaBa OKOHYATEJIHO CIIMPAHE HA MEHCTPYAJHUS LUKBI
IpHY JKeHaTa, ako OT MOCJeIHaTa PeJOBHA MEHCTpYalus € MuHana | roauHa, mpe3 KosTo
HE € UMaJIo Jpyra MEHCTpyalusl.

24. "Opranu3anus 3a B3eMaHe" 03Ha4yaBa JeueOHO 3aBe/ieHHe NI OTJCIICHUE
Ha OOJIHMIIA, KOATO CE€ aHTaXUpPa C OCUTYpsSIBaHE HA YOBEIIKH ThKAHU U KIETKH U KOSITO
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MOXE Jla HE € aKpeAuTHpaHa, OIpelAeeHa, OTOpU3MpaHa WM JIMIEH3UpaHa KaTo
3aBeJieHuE 3a padoTa ¢ ThbKaHHU.

25. "Ilaptupa" o3HauaBa CHBKYNHOCTTAa OT MApTUAHM €AMHULHU NpPU €IHA
npoueaypa 1o acucTupaHa penpoAyKIUs WU €IHO B3eMaHe Ha PENPOAYKTUBHU KIIETKU.

26. "llaptuaHa enuHuna" O3HaYaBa BCEKH €IMH OBOIMT, eMOPHOH (3Ur0Ta)
WIM KOJMYECTBOTO CHEPMATO30MAU B €IUH KOHTEHHEp - MpU MapTHHOPCKO AapsBaHE -
IS7I0TO KOJIMUECTBO CJIEJ B3€MAHETO, a MPU HENAPTHHOPCKO AapsBaHE - BCEKH E€AMH
KPUOKOHTEHHEp (BHAJIKa, CJIAMKa H JIp.).

27. "llapTHBOpPCKO NapsiBane" e AapsBaHe HA PENPOAYKTUBHU KIETKU OT MbXK
Ha JKEHa, KOTraTo ChUIUTE MPEABAPUTEIHO ca JAEKJIapHpalu Mpeja JieKaps, KOWTO Iie
U3BBPIIN B3EMAHETO, Y€ UCKAT CbBMECTHO J1a Ch3/a1aT IOTOMCTBO.

28. "llpegummnantammoned reaetudeH tect (III'T)" e Meron 3a reHeTnyHa
JarHo3a Ha MpeIuMILIaHTAllMOHHN WHBUTPO eMOPHUOHHU, KOHTO MOXKE J1a Ce MPOBEXK/IA C
MOJIIPHH Tela, 6J1acToOMepH WK TPpoeKToAepMaTHU KIETKHU. Paszfens ce Ha Tpu OCHOBHU
rpymu: a) [II'T-M (PGT-M) - npeauMIUIaHTallMOHEH T'€HETHYeH TECT 33 MOHOTCHHU
6osnectu; ©6) III'T-XIT (PGT-SR) - mnpeanMIUIaHTAI[MOHEH TEHETHYEH TECT 3a
HeOaJlaHCUpaHU CTPYKTYPHH XpoMo3oMHHM TnpeyctpoiictBa; B) III'T-A (PGT-A) -
MPEeIMMIUIAHTAIMOHEH TeHEeTUYEH TECT 32 XPOMO30MHHU aHEYIIJIOUTUH.

29. "llpemuMmuiaHTaMOHEH 3apouin” (MPeIUMILIAaHTAMOHEH eMOPHOH)
03HA4aBa OPraHU3bM, IOJTYUYEH OT CIIMBAHETO Ha MBXKKa U JKeHCKa rameTta ("oruioxaane"),
JI0 MOMEHTA Ha UMIUIAHTUPAHETO MY B MailunHa ThKaH ("koHuenuus" wiu "3adarue").

30. "IIpu HEOOXOIMMOCT ¥ BB3MOKHOCT'" O3Ha4aBa, Y€ HAJTUIUETO U JIUIICATa
Ha HEOOXOMMOCT U BB3MOXKHOCT C€ MPEIICHsBA 32 BCEKH KOHKPETEH CITydail OT OpraHnuTe
3a ymnpaBJeHHE Ha JIe4eOHOTO 3aBeCHHE, ChIIaCyBaHO ChC COOCTBEHMKA (IIPUHIIMIIANA)
Ha JI3.

31. "IIpocneaumoct” € Bb3MOXKHOCTTA 32 JIOKAJTU3UPAHE U UACHTUPHUINPaHE
Ha TaMETU U 3UIOTH BBB BCsKa (ha3a OT M3BBPILIBAHE HA JEHMHOCTUTE MO acHUCTHpaHa
pENpOAYKLHs OT B3€MAaHETO OT JOHOpa A0 IIOCTaBIHETO UM Ha DPELUINHNEHTAa WU
YHMIL[0’)KaBAHETO UM; Bb3MOXKHOCTTA 32 MICHTU(UIIMPAHE HAa IOHOPA, PELIMIIMEHTa U Ha
JeyeOHUTE 3aBeJICHHs], yJacTBaJIM B JEMHOCTUTE 1O acCUCTHpaHa PEeNpoyKIHs, KaKTO U
BB3MOKHOCTTA 3a JIOKAJIM3UpaHe U UIeHTUUIMPaHe Ha s1aTa HHPOpMaIus, CBbp3aHa ¢
raMeTUTe WIKM 3UTOTUTE U MaTepUaINTe, BIN3ALIM B KOHTAKT C TAX.

32. "Ilpouecu" o3Ha4aBa ISIOCTHATA CEPHUsl OT TOCIEIOBATEIIHU JCHCTBUS,
3a/1a4y UM METOJ, UYpe3 KOWTO ce N3BbpLIBA JaJicHa JEHHOCT.

33. "PenpoayKTUBHU KIJIETKH'" ca KJIETKUTE, NMpeJHA3HAYEHU 3a IEIUTEe Ha
aCHCTHpaHa PErpoIyKIUs.

34. "PeuunueHTt" e JuIe, HAa KOETO C€ TNPEJOCTAaBAT TaMeTH WIH
NpeIUMITTIAaHTAIMOHHN eMOPHOHU (3UTOTH) € IIeTT PENPOAYKIIHSL.

35. "Cepro3Ha HexXellaHa peaklys' € HENPEIBHUICHA PEaKLysl IPU JOHOP WK
PELUITUEHT, CBbP3aHa C eKCIePTU3a, B3eMaHe, 00padoTKa, ChXpaHsIBaHe, TPAHCIIOPTHPaHe
U TIOCTaBSHE HA TaMeTH, OIUIOJEHHU SIMIIEKJIETKH M MPEeIUMIUIaHTAlMOHHU 3apOJUIIN,
KOSITO € J0BE€Ja A0 CMBPT WIH JI0 3aCTpalliaBallo KUBOTA ChbCTOSHUE, WM J10 IIPElaBaHe
Ha 3apa3Ha OoJyiecT, 70 TpailHa HEepaOOTOCIOCOOHOCT WM 3a00JIsBaHE, BOJEHIO 0
YABI)KaBaHE Ha JICYEHHUETO.

36. "CepuwozeH WHIUACHT' € BCSAKO HEXEITaHO CHLOUTHE, CBBP3aHO C
eKCIepTH3a, B3eMaHe, 00padoTka, chbXpaHsIBaHe, TPAHCIIOPTUPAHE U TOCTaBsSHE HA TAMETH,
OIUIOJIEHN SHWLIEKJIETKU U MPEAUMIUIAaHTAIIMOHHU 3apOJUIIN, KOETO MOKE Jia JIOBEeJe 10
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CMBPT MJIH JI0 3aCTpaIllaBalllo )KUBOTA ChCTOSTHHE, WM JI0 IIpeJaBaHe Ha 3apa3Ha 0oJecr,
110 TpaiiHa HepabOTOCTIOCOOHOCT MK 3a00JIsIBaHE, BOJECLIO 10 YAbKaBaHe Ha JICYEHUETO.
Cepuo3eH MHIMICHT € U HENpPaBUIHATA WACHTU(HUKAIMA WM MOAMSHA HA TaMETH WU
3apOJIUIIIH.

37. "Cucrema" o3HayaBa rpyna OT OOEKTH, B3aWUMHOCBBP3aHH U
B3aMMOJIeiicTBalM, Taka 4e Aa ohOopMAT €IUHHUIA WIM METOJWYHO CBBP3aHU HUICH,
INPUHLIMIINA, METOIU U IPOLEAYPH.

38. "Cucrema 3a KadyecTBO" € OpraHu3allMOHHa CTPYKTypa, BKJIIOYBAIIa
OIpE/ICNIEHN OTIOBOPHOCTH, NPOLEAYPHU, IPOLECH U PEeCypcd 3a BbBBEXKIAHE U
OCBUIECTBSIBAHE Ha YIPaBJICHHE HA Ka4eCTBOTO, M BKJIIOYBA BCHUUKHU JIEHHOCTH, KOUTO
IPSIKO UJTM HETIPSKO BIIMSISIT Ha KaYECTBOTO.

39. "Crangaptau onepartuHu npoueaypu" (COII) ca mucMeHn HHCTPYKITUH,
YTBBPAECHU OT WU3MbIHUTENHUs qupekrop Ha MAMH, kxouto cbabppkar: omucaHue Ha
MOCIIEA0OBATEIHOCTTAa U HAUMHA HA U3BBPILIBAHE HAa OMPECIICHN AEHHOCTH 110 aCUCTUPaHa
penpoayKIUs B I€4€0HOTO 3aBE/IEHUE C OIIMCAHKUE Ha IIPOLIECUTE, MATEPUAIIUTE, METOUTE
U pe3yNTaTuTe.

40. "CyporatHocT" € METOJ, NMPU KOWTO €IHA KEHAa M3HOCBAa OPEMEHHOCT
BMECTO Jpyra M Ciell paKIaHETO Ha JETeTO T'0 NPEOTCThIIBA HA OUOJIOTMYHUTE MY
pPOIUTENH.

41. "CpoOmieHue 3a CEpUO3HA HEXKENaHa pPeakuus WIM HWHIHJICHT' e
JOKYMEHTHpaHa MH(pOpMAIHs 3a €IHa WU MOBEYE CEPHO3HU HEXEJAaHH PEaKIHU WU
WHIUICHTH, CBbP3aHU C IPUIAraHeTo Ha MEUIIMHCKY IeHHOCTH U METO/IU 32 aCUCTUPaHA
penpoNyKIMs WIM C B3€MaHe, IMOCTaBsSHE, €KCIepTh3a, O0paboTKa, E€TUKETHpaHEe W
ChbXpaHsABaHE Ha SIMIIEKIETKH, CIIEPMATO30UIM W 3UTOTH U Ca CBBP3aHU C TIXHOTO
KauyecTBO U OE30I1aCHOCT.

42. "VHumoxasaHe" € IpolleC Ha HapyllaBaHE Ha HMHTETPUTETa Ha
CIEPMAaTO30MIM, SAULEKJIETKH U 3UTOTH M U3XBBPJISHETO UM [0 HAauyMH, Oe30maceH 3a
OKOJIHaTa Cpejia, NpU CHa3BaHe Ha M3UCKBAHUATA 3a yIpaBlIeHUE Ha OMOJIOTHYHHUTE
OTMABIIN.

43. "YupaBneHue Ha KaUECTBOTO" € IIOPEANLIA OT KOOPAMHUPAHU IEHHOCTH 110
yIpaBjeHNe U KOHTPOJI, KOUTO ca HACOYEHH KbM OCUTYpsIBaHE Ha KAUeCTBO Ha IEHHOCTUTE
10 aCUCTUPAHA PENPOLYKLHUS.

44. "SityarKkoB (OBapUaJIEH) XUMEPCTUMYJIAIIMOHEH CUHAPOM" € ChCTOSTHUE
Ha CEKCIIECMBHO IIOBMILIEH OTIOBOp OT CTpaHa Ha SWYHUIUTE KbM XOPMOHAIHATa
CTUMYJal¥sl, ChIIPOBOJIEH C Pa3IM4YHU MO TEXKECT CUCTEMHU IPOsBU (MOBUIIEHA ChAOBA
NOPOMYCKIMBOCT,  XEMOKOHLIEHTpalMsi,  acUUT/XUIAPOTOPAKC/TIEPUKAPAEH  M3JIUB,
€JIEKTPOJINTHU U OHWOXMMHUYHM HPOMEHU B KpbBTA, TpoMOOeMOoiHs, MOJIMOpPraHHA
HEJOCTaTbUYHOCT M CMBPT), Hajarauiyd XOCIUTAJIM3alUs W HWHTEH3MBHA Tepanus MU
oTroBapsy Ha kputepuute 3a CHP.

§ 2. C Ta3u Hapen0a ce BbBEKIAT U3UCKBAHMS HA:

1. Mupextuna 2004/23/EC na EBponeiickus napaament 1 CbBera oT 31 mapt
2004 r. OTHOCHO YCTAaHOBSBAHETO Ha CTaHAAPTH 3a KAuyecTBO M OE€30MacHOCT MpHU
JapsiBaHETO, HaOABSIHETO, KOHTPOJIa, IPepabOTBAHETO, ChXPaHIBAHETO, CKIAUPAHETO U
pasnpeaensiHeTo Ha YoBeIIKU ThkaHu U kietku (OB, L 102, 07/04/2004);

2. HupextuBa 2006/86/EO na Komucusara ot 24 oxromBpu 2006 T. 32
npuiarane Ha {upextusa 2004/23/EO na EBponelickus napiameHT U Ha CbBeTa OTHOCHO
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YCTaHOBSIBAHETO HAa M3MCKBAHUS 32 MPOCIEIUMOCT, ChOOIIaBaHe Ha CEPUO3HU HEXKEIIaH!
peaKuu U ChbOUTHS U OTPEIeTICHH TEXHUUECKU N3MCKBAHMsI 110 OTHOILIIEHUE Ha KOJAUPaHE,
npepaboTBaHe, ChbXpaHsBaHe, CbXPAHEHHUE U MPEJOCTaBsIHE HA YOBEIIKUA ThKAHHU U KIIETKH
(OB, L 294, 25/10/2006);

3. HupextuBa 2006/17/EO na Komucusta ot 8 despyapu 2006 r. OTHOCHO
npunaranero Ha JlupektuBa 2004/23/EO nHa EBpomeiickus mapiameHT U Ha CbBeTa
OTHOCHO YCTaHOBSIBAHETO HAa CTAHJAPTH 332 Ka4eCTBO M 0E30MacHOCT MpH JapsSBAHETO,
JIOCTaBSIHETO, KOHTpOJda, TNpepabOoTBAaHETO, CBXPAHABAHETO, CBHXPAHEHHETO U
pasnpeaenssHeToO Ha YOBeIIKH Thkanu U kietku (OB, L 38, 09/02/2006);

4. JlupexktuBa 2012/39/EC nHa Komucusta ot 26 HoemBpu 2012 1. 3a
u3meHnenue Ha Jlupexktusa 2006/17/EO 1o oTHOIICHHE HA HAKOU TEXHUYESCKU U3UCKBAHUS
3a M3CJIeIBAaHETO HA YOBEIIKY ThKanu U kietku (OB, L 327, 27/11/2012);

5. dupextusa (EC) 2015/565 na Komucusra ot 8 anpun 2015 r. 3a usmMeHeHnue
Ha JlupexktuBa 2006/86/EO mo oOTHOLIEHME HAa HIKOM TEXHUYECKHM HW3HUCKBaHHS 3a
KOJMpaHeTo Ha YoBelIky ThkaHu u kietku (OB, L 93, 09/04/2015);

6. upextusa (EC) 2015/566 na Komucusra ot 8 anpuin 2015 r. 3a npunarane
Ha Jlupextura 2004/23/EO 1o OTHOIICHHE Ha MPOLISYPUTE 32 KOHTPOJI Ha CIIa3BAHETO HA
€KBUBAJIICHTHUTE CTaHAAPTH 3a Ka4eCTBO U 0€30MacHOCT Ha BHACSIHUTE ThKaHHU U KIIETKU
(OB, L 93, 09/04/2015).

IIpexonHu u 3aK/JIIOYUTETHA pa3nopeadu

§ 3. EnuHHuAT eBpomeiicku Koja He ce IMpujara 3a ThKaHW, KJIETKH M
pEenpoAYKTUBHU KJIETKH, KOUTO ca B3€TH U ca Ha chXpaHeHue 10 29 okromspu 2016 r., ako
Te ca MmycHatu B oOpamieHue B Cpok 10 29 okrtomBpu 2021 r. u mpu ycjoBHE ue €
rapaHTUPAHO IBJIHO MPOCIEAsIBaHE Ype3 aJITEPHATUBHU CPEACTBA. 32 ThKAaHU U KJIETKH,
KOHMTO Ca Ha CbXpaHEHHE U KOUTO ca MycHaTu B oOpaieHue cieq 29 okromspu 2021 1. u
3a KOMTO IPHJIAraHeTO Ha €JUHHHS €BPOIEHCKU KOJ HE € BB3MOXKHO, MO-CHEIUATHO
3alI0TO THKAHUTE U KIETKUTE C€ ChXpaHsBaT C ABJIOOKO 3aMpassiBaHe, JIeUeOHUTE
3aBe/ICHUs U3MO0I3BaT NPOIEAypUTE, MPUIOKUMU 32 IPOAYKTH C MAJIKH €TUKETH.

§ 4. Ta3u Hapenba ce u3gasa Ha ocHoBaHue wi. 130, an. 3 u 6, wi. 131, an. 7,
un. 131a, an. 4, un. 132, an. 4, un. 132a, an. 3 u un. 1320, an. 2 ot 3akoHa 3a 3/IpaBeTo U
i1. 6, ann. 1 oT 3akoHa 3a n1eueOHUTE 3aBEICHUS.

ITpunoxxenne Ne 1 kpm . 1, an. 1, 1. 1

MEJUIWUHCKHU CTAHJAPT
"ACUCTUPAHA PEITPOAYKIUS"
Pazgea I
OO0xBaT Ha 1eHHOCTHTE NIPH ACHCTUPAHA PENPOAYKLMS

1. AcuctupaHa penpoayKIIUs Ce U3BBPIIBA Ype3 MpUilaraHe Ha MEJIUIIMHCKH
JNEHHOCTH ¥ OMOJIOTHYHO-Ta00paTOPHU METOIH, CBBP3aHH ChC:

1.1. xopMoHamTHa KOHTPOJIMpPaHa OBapHallHa (TMYHUKOBA) XUIIEPCTUMYIAIIHS
(KOXC) ¢ nien (mocenBaiiio) B3eMaHe Ha OBOIUTH Ype3 exorpad)CKu UITH JIATapOCKOTICKH
KOHTpPOJIMpaHa MyHKIUS HA SHYHUKOBH (DOTUKYIIH;

1.2. ook aaHe Ha e€IHAa YWY [TOBEYE STUIEKJICTKU:
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1.2.1. Hamupaly ce B TSAIO0TO Ha )KeHaTa (BbTpEMaTOYHa MHCEMUHAIUA);

1.2.2. HamMupally ce U3BbH TAJIOTO HA JKEHaTa 4pes:

1.2.2.1. knacuuecko "unBurpo" omnoxaane (IVF);

1.2.2.2. ”HTPa-OBOIMTHO HH)KEKTUPAHE HA eAMHUYHH criepmaTo3ouau (ICSI);

1.3. B3emane, ekcmepTusza, o0OpaOOTKa, ETHKETHpaHE W ChXpaHsSBaHE Ha
SAULIEKJIETKH, CIIEPMATO30U I WIIA IPEIUMIUIAHTALlMOHHH 3apO/IUIIN;

1.4. mocraBsiHE B TSUIOTO HA KEHATa HA 3UTOTH (eMOpHoTpaHcdep), MOTydeHH
OT OIUIOXKIaHETO Ha:

1.4.1. giflIeKIeTKA OT ChIllaTa KEeHA U CIEPMATO30UIU OT MAPTHHOPA;

1.4.2. slLIEKIIETKHU OT ChILIATA KEHA U CIIEPMATO30UIU OT JIOHOP;

1.4.3. aiflIeKIeTKHA OT JAOHOP U CIIEPMATO30UIN OT MAPTHHOPA;

1.4.4. slLIEKIETKU OT IOHOP U CIIEPMATO30UAHN OT JIOHOD;

1.5. 6uoncust Ha 6;1acTOMEpH OT MPEAUMIUIAHTAIIMOHHA eMOPHOHU 32 IIETTUTE
Ha MpeauMILIaHTalMoHHnTe renetuynu tectore (I11'T);

1.6. eMOpHOpETYKITHSI.

Pa3zaen 11
YerpoiicTBeHa paMKa NP U3BbPIIBAHE HA ACHCTHPAHA PenpoayKIHs

1. JleueOHuUTE 3aBeIeHUS, B KOUTO CE€ OCHILIECTBSABAT IEHHOCTH 10 aCHCTUPaHa
PeTnpOoayKIIHs, Ca TOCOYEHH B 4Jl. 2.

2. B uHIMBHTyaTHA ¥ TPYIIOBA MTPAKTHKA 32 CIICUANTN3HpaHa U3BHHOOIHIYHA
meaunuacka nomouy (MIICMII u T'TICMII) no axymepcTBO ¥ IMHEKOJIOTHS MoraT Ja
ObJIaT OCHILECTBABAHU €IMHCTBEHO JACHHOCTHUTE, TOCOUeHH B pasnen I, 1. 1.2.1, korato ca
HaJIMLIE:

2.1. nmabopatopusi 3a eKcIepTH3a, eTUKeTUpaHe U o00paboTka Ha
CIEpPMaTO30M/1H;

2.2. cTas 3a CIepMOOT/IEIISIHE;

2.3. xpuoOaHKa - U3UCKBA CE€ CaMO B CIydyauTe, IPU KOUTO C€ M3BBPIIBA U
ChbXpaHsBaHE Ha CHEPMATO30MJIM OT JApUTEIM WIM HaeMaTelld 3a MO-KbCHa ynoTpeda
(kpuobaHKUpaHe).

3. B meauuuucku neHTbp (ML) ¥ 1MarHOCTUYHO-KOHCYATATUBEH LEHTHP
(AKII) ¢ nerna 3a KpaTKOCpOYHO HAOIIOAEHHE WM TAaKWBa, PA3MOJIOKEHHU B OJIM30CT C
JeyeOHO 3aBefeHHE 3a OOJIHMYHA IOMOLI, C KOETO HuMaT JOroBOp 3a CIeIlHa
XOCHHUTAIM3AIMS, MOTAT a ObJaT OCHIECTBSIBAHN BCHUKH JIEHHOCTH 32 M3BBPIIBaHE HA
acHCTUpaHa penpoayKIHs, OMUcaHu B pa3zaen I, T. 1, korato ca Hanune:

3.1. 3a geitnocTtuTe, onucanu B pasnen I, T. 1.2.1, cerimacuo pazzgen II, . 2;

3.2. npu U3BBPLIBAHE U HA €/1HA WJIM TIOBEYE OT OCTAHAJIUTE JEHHOCTH:

3.2.1. mpocTpaHCTBEHO 000C00OEHA CTPYKTYpa IO aCUCTUPaHa PETPOAYKITHUS;

3.2.2. mpoctpaHcTBeHO 000Cc0OeHa TabopaTOPHs 3a EKCIEPTU3a, ETUKETHPaHEe
1 00paboTKa Ha CriepMaTo30U/IH;

3.2.3. mpoctpaHcTBeHO 000c0OeHa TabopaTOpHs 3a EKCIIEPTH3a, ETUKETHPAHE
1 00palboTKa Ha AWLEKIETKU U eMOPUOHU;

3.2.4. xpuoOaHKa;

3.2.5. MaHuUINyJalMOHHA 3a W3BbpIUIBAHE HA MYHKUUU MOJA exorpadcku
KOHTPOI;

3.2.6. crags 3a BBb3CTaHOBSBaHE clel (DOJUKYIHA MYHKIMS WU
emOpuoTpancdep;
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3.2.7. oTaeneH caHMTapeH BbH3EJ] 3a MAIMEHTH, MOJUIOKEHH HA aCUCTHpaHa
PETIPOTYKIINS,

3.2.8. cTas 3a CIepMOOT/ICIISIHE;

3.3. momemenusaTra mo T. 3.2.5 m 3.2.6 u o0opyaBaHETO MM CJeaBa Ja
OTroBapAT M Ha craHiapra "AHECTE3HOJOrMsi U UHTEH3UBHO JiedeHHE' B yacTTa 3a
amMOyraTopHa aHECTe3usl;

3.4. B ciydauTe, NpH KOUTO C€ H3BBPIIBA JOOMB HAa OBOLMUTH dpe3
JanapocKonusl, cieaBa Aa ObJaT cra3BaHd HOPMAaTUBHUTE W3MCKBAHUS MIPU U3BBHPILBAHE
Ha JEWHOCTH MO €JHOJHEBHA XHUPYPIHUs, AKyIIEPCTBO, TMHEKOJOTHS M aHECTe3Us M
WHTCH3UBHO JIEYEHHE, MpH Cla3BaHE Ha M3MCKBAHUATA HA MEIULMHCKUS CTaHAApT
"AKyI1epcTBO U TMHEKOJIOrus".

4. B neuebHu 3aBeieHNS 32 OOJTHUYHA ITOMOII MOT'aT J1a ObJIaT OCHIIECTBSIBAHU
BCUYKH JCWHOCTH 32 U3BBPILIBAHE HA ACUCTHPAHA PENPOAYKIHS, OMCaHu B pazaen I, 1. 1,
KOraTo ca HaJHIIe:

4.1. npu u3BBHpIIBAHE CaMO Ha AEMHOCTUTE, onKcanu B pasgen [, T. 1.2.1:

4.1.1. naGopatopusi 3a €KCIepTU3a, CeTHKeTHpaHe H 00paboTka Ha
CIIEpPMaTO30M/1H;

4.1.2. cTas 3a ClIepMOOT/IENSHE;

4.1.3. xpuobaHKa - H3MCKBa C€, KOraTo C€ M3BBPILIBA U CbXPAHSABAHE Ha
CEMEHHA TeYHOCT OT AapUTENH WM HaeMaTelHt 3a Mo-KbCHa ynorpeda (KprobaHKupaHe);

4.2. mpu W3BBPIIBAHE W HA €JHA WIM MOBEYE OT OCTAHAIUTE ICHHOCTH,
omucanu B pazzgen I, T. 1:

4.2.1. mpocTpaHCTBEHO 000c00EHA CTPYKTYypa MO aCUCTHPAHA PEIPOTyKITHS;

4.2.2. TpOCTpaHCTBEHO 000coOeHa JabopaTopusi/u 3a  eKCIepTH3a,
E€TUKETHpPaHe U 00pabOTKa Ha CIIEPMATO30U/IU, AULIEKIETKH U eMOPUOHHU;

4.2.3. kpuoOaHKa;

4.2.4. MaHuIyJlallMOHHA 3a W3BBPIIBAHE Ha IMYHKIMHU TOJ exorpadcku
KOHTPOJ;

4.2.5. cras 3a BB3CTAaHOBSABAaHE cieJ (QOJUKYJIHA TMYHKIHUS WU
emOpHoTpaHcdep;

4.2.6. oTaeneH CaHUTAapeH Bb3€Jl 3a MalUEHTH, MOJJIOKEH! Ha acucTHpaHa
PEnpoTyKINS;

4.2.7. crast 3a CHEPMOOT/EIISIHE;

4.2.8. cTau 3a cTallMOHAPEH NPECTON Ha NAIlMEHTHUTE;

4.2.9. akymiepcka cras 3a JIeKypHaTa aKyliepka;

4.3. momemienusita mo T. 4.2.4 u 4.2.5 u oOopynBaHETO UM cIeABa Ja
OTrOBapAT U Ha cTaHJapT "AHECTE3UO0JIOTHUsI U MHTEH3UBHO JiedeHue";

4.4. B ciaydyaute, NpPH KOUTO C€ M3BBpIIBA JOOMB HAa OBOLUTH upe3
JamapoCKOIHs, ciIeaBa Aa ObaT Cra3BaHH HOPMATUBHHUTE W3UCKBAHUS MTPH M3BBPIIBAHE
Ha JEWHOCTH MO €IHOJHEBHA XUPYPIHsl, aKyIIEpCTBO W THHEKOJOTHsS M aHECTEe3Us U
MHTEH3UBHO JICUCHHUE.

5. B ThkaHHUTE OaHKM MOTAT Jla € U3BBPIIBAT €AMHCTBEHO:

5.1. mony4aBaHe (OT jeueOHM 3aBeleHUS MO T. 3 U 4), CbXpaHsSBaHE U
IPEJOCTaBsIHE HA CIIEPMAaTO30U/IH;

5.2. monyuaBaHe (OT Jie4ueOHU 3aBelleHUs Mo T. 3 u 4) U CbXpaHsABaHE Ha
SAWIEKIETKU U 3UTOTH;
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5.3. monyyaBaHe (OT ned4eOHU 3aBeleHUs MO T. 3 U 4), CbXpaHsIBaHE U
IPEOCTaBsIHE HAa OBOLIUTHU U NIPEIUMIIJIAHTALMOHHY 3apOIUILIH.

6. B TbkaHHUTE OAHKU CE U3BBPIIBAT JSHHOCTH 110 ACUCTUPAHA PETPOTYKIIHS,
KOTaTo ca W3IIBJIHEHH YCJIOBUATA 3@ IOMEIIEHUSATa U 000PYIBAHETO 3a ChXpaHEHHE Ha
raMeTH U eMOPUOHH.

6.1. B TbkaHHM OaHKM, WMHIMBHIYaJHM WM TPYHNOBH IPAKTUKU 32
crienuanu3upaHa MEJAULIMHCKA ITOMOII HE CE pa3pellaBa Ja ce W3BbPIIBAT HMHBA3UBHHUTE
IpOLEeIypH NIPU aCUCTUPAaHA PENPOAYKLUS, 3 UMEHHO:

6.1.1. exorpad)cKu KOHTPOJIMPAHA IMYHKIUS HA SHUHUIUTE;

6.1.2. manapoCKOINCKU KOHTPOJIMpPaHa MyHKIMA Ha SIHYHULIUTE;

6.1.3. nocraBsiHE Ha NpPeAUMILIAHTALIMOHHU 3apOAMILY B MaTOYHATa KyXHHA
Ha JKCHATa;

6.1.4. emOpuopenyKuus.

7. MUHMMaJIHUTE U3MCKBAHUS 3a ONMCAHUTE B TO3U Pa3/iel IMOMELIEHHs ca
nocoueHu B pasnen VIII ot cranpapra.

8. JleyueOHUTE 3aBeleHUs, M3BBPIIBALIM ACUCTHUpPAaHA PEHPOAYKLUS, MMaT
NPUETH BBTPEIIHH JTOKYMEHTH, KOUTO PErJIaMEHTHpaT YCTPOWCTBOTO M JIEHHOCTTa Ha
71e4yeOHOTO 3aBe/IeHUE 110 OTHOIIEHUE Ha aCUCTUPaHa PeNpOIyKIIHS.

9. BpTpelnu 10KyMEeHTH ca:

9.1. mpaBWJIHUK 3a YCTPOHCTBOTO M JAEHHOCTTa M BBTPEIIHUS pel Ha
JIEYeOHOTO 3aBEACHHE;

9.2. NIBKHOCTHUTE XapaKTEPUCTUKU Ha MEPCOHANIA, pPabOTelll B CTPYKTYpUTE,
OCBIIECTBSIBAIIN aCHCTUPaHA PEIPOTYKIIHS;

9.3. MEIUIIMHCKHU aJITOPUTMH 3a:

9.3.1. nuarHocTrka Ha MHPEPTUITHA TBOIKA;

9.3.2. moarotoBka Ha uH(peEpTUIHATa JABOHKAa 3a OCBHIIECTBSIBAHE Ha
aCHCTUpPaHa PEIPOTYKIIHS;

9.3.3. XopMOHaJIHa MOAAPHKKA Ha JyTeanHata (aza ciell HHCeMHUHAIU WK
eMOpuoTpanchep;

9.3.4. cbxpaHeHHe Ha (QepTUIUTETA MPU MALUEHTH NMPEANd TOHAZOTOKCHYHA
Tepanusi, KakTo | I10 JKeJIaHUE Ha MTalueHTa;

9.3.5. BKIIIOYBaHE M MOJTOTOBKA HAa PELUMIIMEHTH B Iporpama 3a JOHOPCKa
nporpama;

9.3.6. mo6op 1 HaOUpaHe Ha JOHOPH HA TaMETH;

9.4. oprann3alinoHHN (JIOTUCTUYHH) aITOPUTMHU:

9.4.1 npoTokOa 3a AEWCTBHE MPHU CIEIIHOCT, BKJI. JOrOBOPH 3a 24-4acoB
TPAHCIOPT M MPEBEXJIaHE Ha MAMEHTH ¢ MEAWIMHCKa criemHocT B JI3 3a OomHM4YHA
MIOMOII[ CbC CHOTBETHO HUBO HA KOMITETEHTHOCT;

9.4.2. nelicTBre pu U3BBbHPEAHU 00cTOsITENCTBA (OCACTBHS, aBapuu U JIp.);

9.4.3. ycnoBus 1 pell 3a IUIAHOBA U CIIEIIHA XOCIUTAIN3aLUs;

9.4.4. npaBuia U NIpoLEIypH IIPU HACTHIIBAHE HA CMBPT;

9.4.5. rpaduk Ha neiHOCTHUTE;

9.4.6. mpaBwia u Tmporenypu 3a Oe3omacHO OopaBeHE ¢ OWOJOTUYHU
MaTepHail U XMMUYECKH BEIIeCTBa;

9.4.7. ynpasyienre Ha OMOJTOTUIHUTE OTIAIBIN U JIP.;
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9.4.8. mpaBuiIa U MPOLEAYPH 32 CBOEBPEMEHHO ChOOIABaHE, PErHCTPUPaHE,
JOKJIaJBaHe U TpeJaBaHe Ha HHQPOpMAIUS 3a CEPUO3HUTE UHIMJICHTH U CEPUO3HUTE
HE)KEJIaHU PeaKLUy IpU:

9.4.8.1. B3eMaHeTO Ha CIEPMATO30UJIM OT CHIPYI/MAPTHHOP WM aHOHUMEH
JApUTE;

9.4.8.2. wuHAYKUMS HAa OByJAMATa M  KOHTPOJMpaHa OBapuaiHa
XUIEPCTUMYJIAIIHS,

9.4.8.3. mOCTaBsHETO B TSAJIOTO HA JKEHATa Ha 00pabOTEHU CIIEpPMATO30UIU OT
CBIIPYTra/MapTHbOPa WIM OT AHOHUMEH JapHUTEN, OBOLUTH WIH IMPEIUMILIAHTALMOHHU
eMOpHOHH;

9.4.8.4. B3eMaHETO Ha OBOLMUTH IIOCPEACTBOM SHYHUKOBA (POJIHMKYITHA
MYHKIUS 0] eXorpadCKy WK JanapoCKOIICKH KOHTPOJ;

9.4.8.5. excmnepTtuszara, 00pabOTKaTa, E€TUKETUPAHETO, CHXPAHSABAHETO Ha
OBOILIUTH, CIIEPMATO30UIN U MPEAUMILTIAHTAIIMOHHU eMOPHOHU;

9.4.8.6. anropurbM 3a NPEBEHLMS Ha OBApUAIECH XHUIIEPCTUMYJIALMOHEH
CUHJIPOM;

9.4.8.7. anropuTHM 3a JIeUeHUE UM MPEBEKJAHE HA TAIIMEHT C TeXKa Gopma
Ha Pa3BUT XUIIEPCTUMYIAMOHEH CUHAPOM;

9.4.8.8. wMmnantanmusATa Ha eMOPHOHM TpU TpPU- W TIOBEYE ILJIOJHA
OpeMeHHOCT U U3BbHMATOYHA OPEMEHHOCT ClIe]] ACUCTUPaHa PEMPOAYKIIUS;

9.4.8.9. emOpuoOpeyKIHs HA MHOTOIUIOAHA OPEMEHHOCT;

9.4.9. mpaBuiia 1 mpoIeIypH 3a IpocieasiBaHe OT JOHOpA 0 PEeLUIIUEHTa Ha
AWLIEKJIETKUTE, CIEPMATO30MINTE U 3UTOTUTE, KAKTO U HA IPOAYKTUTE U MaTepHUAIIUTE,
KOHUTO BJIM3AT B KOHTAKT C SAUIIEKIETKUTE, CIEPMATO30UINTE U 3UTOTUTE U Ca CBBbP3aHU C
TSIXHOTO Ka4eCTBO U O€30IIaCHOCT;

9.4.10. mucMeHn MHCTPYKIMM 3a KOHTPOJ HA JOCTBIIA;

9.4.11. nMcMeHN MHCTPYKLMU 32 YIPABIECHUETO U CbXPAHEHUETO Ha JINYHUTE
JaHHM;

9.5. TOKyMEHTHpaHU MEPKHU 3a YIpaBJIeHHE HA PUCKa;

9.6. nexnapanuu 3a UHGOPMHUPAHO ChIVIACKHE U HHPOPMHUPAH OTKa3;

9.7. BbTpeIlIHU CTaHAAPTU3UpPaHU (popmaTu 3a:

9.7.1. naHHU OT M3CIIEABAHUS U MIPETIIE/H;

9.7.2. CcTUMyNallMOHHM TPOTOKOJNM 32 HUHAYKIMS Ha OBYJIalUUATa H
KOHTPOJIMpaHa OBapuallHa XUIEPCTUMYJIALUS;

9.7.3. nucT 3a uctopus Ha 3a00JSIBAHETO;

9.7.4. emOpuoNOrnyeH NpoTOKOJN (IPOTOKOJI 3a OTpa3siBaHE Ha JAaHHUTE OT
JNEMHOCTUTE B CTPYKTypaTa IO acHCTHpaHa penpoAyKLMs MPHU OIUIOKIAHE WUHBHUTPO U
TpaHcgep Ha eMOPUOHN);

9.7.5. enukpusa;

9.7.6. aHKETHM KapTHU C aHAMHECTUYHHU JaHHU;

9.7.7. uadopmanus 3a MANMUEHTHTE OTHOCHO TEXHUTE IMpaBa, 3aTbJDKEHUS,
npeBapuTeNieH PeKuM, cieiedeOeH pexkuM, IIEHOPA3IUCH U JIp.;

9.8. cranmaptau oneparuBHu npoueaypu (COII) oTHOCHO:

9.8.1. ycTaHoBsiBaHE U JOKYMEHTHUpAaHE CaMOJHMYHOCTTa Ha JMLATAa,
y4dacTBalll B ACUCTUPaHa PENPOAYKIIHS, HA IOHOPH U PELIUITNEHTH;

9.8.2. u3pa3siBaHe M JOKyMEHTHpaHe Ha CHIVIACUETO Ha JIMIATa CBIJIACHO
3aKoHa 3a 3/IpaBeTo;
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9.8.3. o1leHKa Ha KPUTEPUUTE 32 IOJ00p Ha TOHOPH;

9.8.4. ouieHKa Ha U3BBPILEHU JTA0OPATOPHU U3CIIEIBAHUS HA JTIOHOPH;

9.8.5. B3eMaHe Ha PEMPOAYKTUBHU KIIETKH B 3aBUCUMOCT OT Crienr(uKaTa Ha
TUIA JIOHOP U CHhOTBETHHUTE PENPOIYKTHUBHU KIIETKH C rapaHTUpaHe Oe30MacHOCTTa Ha
JIOHOPUTE, B T.U.:

9.8.5.1. wuHAYKUMS Ha OByJalUMsi W  KOHTPOJHUpAHA  OBapHaHa
XUIEPCTUMYIALMS;

9.8.5.2. nmobuB Ha oBOHMTH 4Ype3 exorpad)CKu WU JIANAPOCKOTICKU
KOHTpOJHMpaHa (HoJIMKyIHA TyHKIIHS,

9.8.6. mocTaBsiHE HA TAMETH/3UTOTH, B T.4.:

9.8.6.1. uHCeMuHanus ¢ 06paboTeHN CIEPMATO30UIN OT ChIIpyTa (MapTHHOPA)
WM TApUTET;

9.8.6.2. emOpuoTpancadep;

9.8.7. excniepTr3a Ha PENPOTYKTUBHU KJIETKHU;

9.8.8. 00paboTKa Ha pENPOTYKTHBHH KIIETKH,

9.8.9. nonyyaBaHe Ha PeIPOIYKTUBHU KIIETKU;

9.8.10. onakoBaHe Ha PENPOAYKTUBHHU KIIETKU;

9.8.11. eTukerupane Ha PENPOAYKTUBHU KIIETKH;

9.8.12. TpancniopTUpaHe Ha peNPOAYKTUBHH KJICTKH JI0 JISYeOHOTO 3aBE/ICHUE,
B KOETO T€ II€ C€ M3MOJ3BaT, M3CJIEABAT WM ChXPAaHSBAT, WIM 10 IEpCcoHala, KoraTo
JNEMHOCTUTE CEe U3BBPLIBAT B €JHO U CHILO JIEYEOHO 3aBEACHMUE;

9.8.13. cbxpaHsBaHE Ha PENPOLYKTUBHU KIIETKH;

9.8.14. npoBepka Ha BCsiKa NMapTHia penpOAYKTUBHU KJIETKU U NMPOOHU OT TAX
OTHOCHO TAXHOTO Ka4ecTBO;

9.8.15. mpenocraBsiHe HAa PENPOAYKTUBHU KIIETKHU;

9.8.16. ynpaBieHue 1 U30JIMpaHe Ha MapTUAHN PETIPOJYKTUBHU KJIETKU, KOUTO
HE OTroBapsAT Ha U3MCKBaHMATA 3a KaYECTBO, KAKTO U HA TAaKWBa, IPU KOUTO PE3YyITATUTE
OT U3BBPILICHUTE U3CIICABAHNUS Ca HEI'bIIHY;

9.8.17. MUHHUMH3HpaHE HA PUCKA OT 3apa3sBaHe Ha PENPOJYKTUBHUTE KIETKH
OT JUIaTa, KOMTO M3BBPIIBAT JEHHOCTH MO ACUCTHpaHa PENpOAYKIHs, KOraro Te ca
HOCHUTEJH Ha 3apa3Hu 0oJecTy;

9.8.18. cnenmanHa 06paboTka W OTAETHO ChXpaHsIBaHE Ha CIEPMaTO30UAU
npu ciay4ait Ha HIV 1 u 2 u xenatut B no3utuBHY nna (npu jieyeOHU 3aBEICHUS, KOUTO
I1€ U3BBPIIBAT TaKaBa JIeHHOCT);

9.8.19. mouncrBaHe M cTepuwiIM3anMs Ha OOOpyIBaHE M HHCTPYMEHTH 3a
MHOT'OKpaTHa ynotpe0a C 1LieJ1 YHUIII0KaBaHe Ha WH(PEKIIMO3HU areHTH;

9.8.20. pasrnexmaHe W OlEHsIBaHE €(EKTHBHOCTTa Ha CHUCTEeMara 3a
ylpaBJIeHUE Ha KaueCTBOTO C 1€ TapaHTHUpaHe Ha HENPEKbCHATO M CHCTEMATUYHO
ONTUMM3HUpPaHE Ha IEHHOCTUTE MO aCUCTHpPaHa PENPOIYKIIHS;

9.8.21. cbxpaHsBaHe W OTYMTAHE HA PETUCTPUPAHUTE JAHHU 32 JEHHOCTHUTE
10 aCUCTUPAHA PETPOTYKLIUS;

9.8.22. KOHTpON Ha JOKyMEHTalMATa 1O Ta3u Hapeada 3a OCHTypsBaHE Ha
BB3MOKHOCT 3a pasMiiekJaHe M Mpocie/isBaHe Ha JIBKEHHETO Ha JOKYMEHTHTE U
IPOMEHHUTE B TAX C IIeJ1 U3MOI3BAaHE CaMO Ha aKTyaJlHU IOKyMEHTH;

9.8.23. OnokupaHe, WU3TEIJISTHE W YHUIIOKaBaHE Ha  SUICKIIETKH,
CIEPMAaTO30M/IH U 3UTOTH:

9.8.23.1. GnokupaHe Ha SMIEKIETKH, CIIEPMaTO30UIN 1 3UTOTH;
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9.8.23.2. uzreriisgHe Ha SUIEKIETKHA, CIEPMATO30HUIH U 3UTOTH;

9.8.23.3. yHUIIOKaBaHE HA SUIIEKIECTKH, CIEPMATO30UAN U 3UTOTH;

9.8.23.4. 1OKyMEHTUTE, KOUTO C€ CBbCTaBAT MpPU PErUCTPUPAHE Ha
uHpopmauuaTa 3a OJOKMpaHe, W3TErVIAHE M YHUIIOXKAaBaHE Ha  SMLEKIETKH,
CIEPMAaTO30MIU U 3UTOTH.

Pazpea 111
KBaiupukanus 1 npaBocnocodHOCT Ha JIMIIA, OCHIIECTBABALIN
JeffHOCTH M0 acMCTHPaHa penpoaykuys. KoMneTeHTHOCT M OTTOBOPHOCT NPH
U3BbPILIBAHETO HA el HOCTH 32 acucTHPaHa penpoaykuus. IIbpBoHayaano u
TeKyII0 o0y4eHue

1. JleueOHUTE 3aBEACHUS Ca JJIBKHU J1a CIa3BaT CIECIHUTE 00N N3UCKBaHUS
110 OTHOILIEHHE Ha [1ePCOHalIa, OCBIIECTBABALL ACUCTHPAHA PEPOAYKIUS:

1.1. JleueOuute 3aBefeHMs cielBa Ja paslojlaraT ¢ JAOCTaThb4eH Ha Opoi
HepcoHal, HOAXOAALI0 KBaTU(ULIUPAH 3a IeHHOCTUTE, KOUTO U3BbPILBA.

1.2. KommnereHTHOCTTa Ha I€pcOHala IOJJIEKM HA OLEHABaHE IIpe3
UHTEpBAJIU, ONPEJIENICHH B CUCTEMATa 32 KayeCTBO.

1.3. Bceku uneH Ha mepcoHana cielBa Ja MMa fICHA, JIOKYMEHTHpaHa U
aKTyalu3MpaHa JJIbKHOCTHA XapaKTePUCTHKA. 3aJauuTe, OTTOBOPHOCTUTE U OTUETHOCTTA
TpsiOBa J1a ca ICHO IOKYMEHTHPAHH, a IEPCOHAIBT - 10Ope 3al03Har ¢ TIX.

2. JIeue6GHO 3aBesieHUE, KOETO pabOTH C PENPOAYKTUBHU KIIETKH, € JUTBXKHO Ja
OIpeziesId OTTOBOPHO JIULIE 10 aCUCTUpaHa penpoayKius. OTTOBOPHOTO JIUIIE CE ONpeAes
ChC 3aI10BE]] HA PbKOBOJIUTENIS Ha JIEUEOHOTO 3aBE/ICHUE.

2.1. OTroBOpHOTO JUIIE MO ACUCTUPAHA PEHPOAYKIIHS OTIOBAPS HA CIEIHUTE
U3MCKBAHU:

2.1.1. uma nocTosiHEH ajpec Ha TepuTopusiTa Ha PenyOnuka beiarapus;

2.1.2. uma o6pa3oBaTeNHO-KBAIN(UKALMOHHA CTETIEH MarucThp Mo MeAULIUHA
WM 10 OWoJIOTMYHU Hayku (Ouonorusi, OMOTEXHOJOTHS, MOJEKyJsipHa OWOJIOTHS,
penpoayKTUBHA OMOJIOTHS, OMOJIOTHs Ha pa3BUTHETO);

2.1.3. uMa MUHMMYM 3 TOJIMHU OMUT B 00JIaCTTa HA aCUCTHpPaHa PENPOAYKLIHUS,
JIOKa3aH ¢ JIeKJapaiys oT pPbKOBOAUTEIS Ha JIEUeOHOTO 3aBeICHUE, B KOETO € MPUI00UT;

2.1.4. He 3aema chIlaTa JUTHKHOCT B APYTO JIeueOHO 3aBE/ICHNUE;

2.1.5. mpenopBhUUTENHO € JUIETO Ja MpUTekaBa KBaIu(UKalUs M0 31paBeH
MEHH[KMBHT.

2.2. JInnero o 1. 2.1 € KOMIIETEHTHO ¥ HOCU OTTOBOPHOCT 3a:

2.2.1. CbOTBETCTBHETO HA U3BBPIIBAHUTE JACWHOCTH IO B3E€MaHE, MOCTaBsHE,
eKcrepTu3a, o0paboTKa, eTUKETHpAaHEe U ChXpaHsABAaHE Ha SIMLIEKIETKH, CIepMaTO30MaU
WIM NIPEeIMMITJIAaHTAllMOHHU eMOPHOHHU C U3UCKBAaHUATA HA HOPMAaTHUBHATA ypea0a;

2.2.2. mpenocraBsHE 4Ype3 PBKOBOJAUTENS Ha JIeYeOHOTO 3aBEJCHHE Ha
HeoOxoaumaTta nHdopmanus Ha komnereHTHus oprad (MAMH);

2.2.3. OCBILECTBSIBAHETO HAa BHTPEILIEH U ChJICHCTBUETO MPHU BHHIIIEH KOHTPOI;

2.2.4. nopabpkaHe Ha ciayxeOHus perucTbp no wi. 132, an. 1 ot 3akoHa 3a
3/1paBeTo;

2.2.5. ynpaBJI€HHUETO U KOHTPOJIA HA Ka4€CTBOTO;

2.2.6. opraHuzaunusATa Ha MOJX0Opa, OOYYEHHMETO M IOBMIIABAHETO Ha
KBaJIM(UKALMSITA HA TIEPCOHANIA;

2.2.7. M3'bITHEHUETO Ha KJIAy3UTE OT JIOTOBOPUTE C (PU3NYECKU U FOPUIAUYECKH
auna (JOCTaBYMIM, TPAHCHOPTHU (QHUPMH, JIedeOHU 3aBEICHMs, MAIMEHTCKH U APYyru
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HEMPABUTEICTBEHN OpraHW3alllyd M Jp.), KOUTO MMAaT OTHOIIEHWE KbM acHCTHpaHaTa
PETIPOTYKIINS,

2.2.8. KOHTpOJ MO MOJIbpP>KaHE M YIMPABICHHE HA CHCTEMHUTE 3a PaHHO
OTKPHMBAHE U pa3ciie/iBaHE HAa CEPUO3HU HEXKEJTaHU PeaKluu U CepHO3HU MHIUACHTH, 32
CBOEBPEMEHHO ChOOIIaBaHe, perucTpUpane, JOKJIaABaHe U IpeJaBane Ha HHpopManus 3a
CEpUO3HUTE MHIUACHTU U CEPUO3HUTE HEXKETaHU PEaKINK U 3a OJOKHpaHe, U3TErIIsHE U
YHMILIO’)KABAHE HA SIMIEKJIETKH, CIEPMATO30UIM U 3UTOTH, KOUTO MOTrar Ja JOBEIaT 10
CEpUO3HU HEXKEJIaHU PEeaKlUU U CePUO3HU UHIIUICHTH;

2.2.9. upe3 ppKOBOAUTENS HA JIEYeOHOTO 3aBe/ieHuE 3a nmoaaBanero B MAMH
HAa JIOKJIA/IM 32 CEPUO3HU HEXEJIaH! PEeaKIMK U CEPUO3HU MHIUICHTH;

2.2.10. mommbpKkaHETO Ha BBTPEIICH '"CIyXKeOEH PETUCTBpP 3a CEPUO3HU
HEKeJIaHU PEaKIMu U CEPUO3HU MHIUJCHTH" U 32 CBOEBPEMEHHOTO BIMCBAHE B HETO Ha
o0cTosITENICTBATA OKOJIO BB3HUKHAIUTE CEPUO3HU HEKEIAHM PEaKUUU U CEPUO3HU
MHIUJCHTH, KaKTO U 32 MEPKUTE, KOUTO ca OWJIM MPEANPUETH BbB BPB3Ka C TAX;

2.2.11. mepuoauuHOTO M3Mpaiiane Ha "mokiaza 3a 6e3omacHoct" B MAMH ¢
00001IeHUTe JaHHU 32 BB3HUKHAIWTE TMpPEe3 OTUETHHUS IEPUOJl CEPUO3HU HEXKEITaHU
PEaKIy U CEPHO3HU MHIUICHTH;

2.2.12. cBOEBpEeMEHHOTO OJOKHpaHe, H3TEerJsHe M YHUIIOKaBaHE Ha
AWLIEKJIETKH, CIEPMATO30UIU U 3UTOTH;

2.2.13. 4pe3 pPBKOBOAWTENISI Ha JIEYEOHOTO 3aBEJICHHE IMEPUOJIUYHOTO
noknansaie B MAMH nHa 00001ieHuTe 1aHHu 3a Oposi Ha OJIOKMpaHUTE, U3TETJICHUTE U
VHUILIOKEHU SAUIEKIIETKH, CTIEPMATO30UIU U 3UTOTH.

3. B neueOHO 3aBefeHHE, KOETO pabOTH C PENPOAYKTUBHU KIIETKH,
CaMOCTOSITENIHO KaTo JIEKapyh MOraT Ja MpPaKTUKYBaT MEIUIWHCKUTE JIEHHOCTH 3a
acUCTHpaHa PerpoayKIIHs JIMA, OTTOBAPSIIM Ha CIETHUTE U3UCKBAHUA:

3.1. umaT oOpa3oBaTeNHO-KBATH(PHUKAIIMOHHA CTEIIEH MarkCThp 110 MEIUINHA;

3.2. umat npu100uTa CIEUATHOCT MO aKyIIEPCTBO U THHEKOJIOTHS;

3.3. umar noseye oT 3 TOAMHU OIUT, J0Ka3aH C JOKYMEHTH, yI0OCTOBEpSBaIIN
TPYJOB WM OCUTYPUTENIEH CTak B 00JIacTTa Ha acHCTHpaHaTa PEeNpoAyKIUs B cTpaHaTa
O] PbKOBOJICTBOTO Ha JIPYT KBAIU(UILIMPAH 3a TOBA JIEKap B JIe4eOHO 3aBe/IEHUE 110 UJI.
131, an. 1 or 3akoHa 3a 3apaBeTO WM aHAIOIMYHA MEIUIMHCKAa CTPYKTypa Ha
teputopusta Ha EC;

3.4. na ca ydacTtBaJid BB ()OPMH Ha TIPOIBJDKABAIIO MEIUIIMHCKO 00ydeHHe
0 CJIETHUTE TEMU:

3.4.1. crepunuTeT W/WIK PENPOLYKTUBHA €HIOKPUHOJIOTUS;

3.4.2. exorpadus;

3.5. IpenopbUYUTENHO € Ja ca ydyacTBalIu U BbB (OPMHU Ha MPOABIHKABALIO
MEIUIIUHCKO 00y4YeHHE IO CICAHUTE TEMU:

3.5.1. nanapocKonus WK MAHUMAJIHO UHBAa3UBHA XUPYPIHUs;

3.5.2. xucrepockonus;

3.5.3. penpOoIyKTUBHO U CEKCYaITHO 37paBe U JIp.

4. Jlunara, KOUTO HE OTroBapsAT HAa HW3HUCKBaHUATA MO T. 3, Morar Ja
MPAKTUKYBAaT KaTo JIEKapu MEIULMHCKUTE NEHHOCTH 3a acUCTHpaHa PEernpoayKIus, ako
OTrOBapsT Ha CIEIHUTE U3UCKBAHUS:

4.1. umat oOpa3oBaTenHO-KBATH(PHUKAITMOHHA CTENIEH MarkCThp M0 MEIULIMHA;

4.2. uMat npuaoOHUTa CHEIHATHOCT MO aKyIIEPCTBO M TMHEKOJOTHS WM ca
CIIEMAJIM3AHTH 10 CIENUATHOCT "AKYIIEpCTBO U THHEKOJIOTUSA "
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4.3. paboTsT caMo MO/ HETIOCPECTBEHOTO PHKOBOACTBO Ha JIUIIE, OTTOBAPSIIIO
Ha U3UCKBAHUATA HA T. 3 U HOCEIO ITbJIHATa OTTOBOPHOCT 32 JCHCTBUATA UM.

5. B neyeOHO 3aBeneHne, KOETO pabOTH ¢ PENPOAYKTUBHU KJIETKH, MOTAT A
MPAKTUKYBaT CAMOCTOATENHO OWOJIOrHYHO-Ta00paTOPHUTE METOIU 3a AacCHUCTUpPaHa
PENPOAYKIIUS JIUIIA, OTTOBAPSIIY HA CICTHUTE U3UCKBAHMS 32 KBATHU(UKAIUS U OIUT:

5.1. mpuTexxaBaT eaHa OT cliegHuTe KBamudukamuu mo 1. 5.1.1 - 512 u
KBayuQukanus o 1. 5.1.3:

5.1.1. obpazoBaTenHO-KBaTM(UKALMOHHA CTENEH MAarucTbp IO €aHa OT
CleTHUTE OWOJIOTMYHU HAyKU - OHMOJOTHS, OMOTEXHOJIOTHS, MOJEKYJIIpHA OHOIOTHS,
pPEenpoAYKTUBHA OHOJIOTHUS 1M OHOJIOTHS Ha Pa3BUTUETO;

5.1.2. obOpa3oBaTenHO-KBATH(PUKAIMOHHA CTENIEH MAruCThp MO MEIUIMHA H
CHEIHAIHOCT [0 MEIUIIUHCKA OUOIOTHS;

5.1.3. umar Hail-MaJKO JABErOJUIIEH ONUT, JO0Ka3aH C JOKYMEHTH,
YIOCTOBEpSBALM TPYIOB WM OCUTYpUTEIEH CTaX B o0iactta Ha OHOJIOTHMYHO-
1a00paTOpPHUTE METOIM 32 aCHUCTHUPAHA PEMPOIYKIHMS IO0J PBKOBOACTBOTO Ha JIPYT
KBATM(UITMPaAH 33 TOBA CIICIUAIIMCT B JiedeOHO 3aBeAcHUE 1o wi. 131, an. 1 ot 3akoHa 3a
3/1paBeTo.

6. Jlumara, KOUTO HE OTroBapsT Ha H3HCKBaHUATA MO T. 5, Morar ja
MPAKTUKYBaT OWOJIOTUYHO-TA00PATOPHU METOAM 32 ACHCTUPAHA  PEIPOTYKIUS
€MHCTBEHO aKO C€ CIa3BaT CIECIHUTE U3UCKBAHUS:

6.1.1. umar oOpa3oBarenHO-KBAIM(HUKAIIMOHHA CTEICH OakajaBbp I10
OMOJIOTUYHM HayKd WIM 00pa3oBaTeIHO-KBaNU(UKAIIMOHHA CTENEeH MAarucTep Mo
MEIWIINHA,

6.1.2. paboTAT MOA HEMOCPEACTBEHHUS KOHTPOJ Ha MPaBOCIOCOOHO IHIIE,
OTTOBAPSAIIO HA U3UCKBAHMITA HA T. 5.

7. B neuebHO 3aBeneHue, KoeTo M3BBpIIBA jAelHocT no APT, koraro ce
U3BBPIBAT JICWHOCTH U TIO IPYTH MEAUITMHCKY CIISITUATHOCTH, 33 IbJDKHTEITHO paOdOTAT Ha
TPYIOB JOTOBOP WM KaTO KOHCYATaHTH W JUIAa ChC CHOTBETHATa MpodecuoHanHa
kBanukamnusi. [IpenopbUnuTETHO € OCHUTYPSBAaHETO HA JOCTBI JIO CHEIHAIUCT TIO
KIIMHUYHA TICUXOJIOTHSI.

8. JIunara mo To3M pazzen paboTAT B Je4eOHUTE 3aBEACHUSI 110 TPYJIOB WU
Ipyr JOTOBOp, KAaTo MpHU TOCThIIBaHE Ha paboTa MM C€ OCUTYpsiBa IbPBOHAYATHO
oOydeHre, MOMBIHUTEIIHO KBATH(PHUIIMPAHE TPU TPOMSHA B MPOIEIypUTE WU TIPU
HOBOCTHU B HAYYHHUTE TTO3HAHUS U aJIeKBaTHU BH3MOKHOCTH 3a MPO(eCHOHAIHO pa3BUTHE.

9. O6yuenuero 1o T. 8 clie/[Ba /1a ce MPOBEXka MO Mporpama, rapaHTHpaIa,
Yye BCEKH OTJeJIeH YJIeH Ha MepcoHaa:

9.1. IMa KOMIIETCHTHOCT 32 M3II'BJIHCHUE Ha IIOBEPCHHUTE MY JICHHOCTH;

9.2. MpPUTEKaBa aJICKBaTHU MO3HAHUS u pazbupane Ha
HAyYHUTE/TCXHUICCKUTES TPOIECH WM TPHHIMIINA, OTHACSIIM CE JI0 IOBEPEHUTE MY
JEHHOCTH;

9.3. pa3bupa opraHuzalMOHHaTa CTPYKTypa, CHCTEMara 3a KadeCTBO U
MpaBuJIaTa 3a 37JpaBe U OE30MACHOCT B JIeYeOHOTO 3aBeIeHUE, B KOETO paboTH;

9.4. e uHbOPMHUpPaAH 332 ETUYHUS, HOPMATUBHUS U PETYJIATOPHUS KOHTEKCT Ha
paborara cu.

10. Bcekn wieH Ha mepcoHaya, paboTel] C TaMEeTH/3UTOTH, 3abJIKUTEITHO
MIPEMHUHABA €XKETOIHO Kypc 3a TeKyIo ooyuenue. KypcobT 3a Tekymo oOydeHue:
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10.1. ce opranu3upa OT OTTOBOPHOTO JIMLE M CE€ W3BBPIIBA MO rpaduk U
porpamMa, U3roTBeHU OT PHKOBOJUTENS Ha JICYEOHOTO 3aBe/IeHHME B HA4aJOTO Ha BCSKa
KaJIeHJlJapHa TO1HA;

10.2. oOxBala ClIeIHUTE TEMU:

10.2.1. cranmapTHUTE OMNEPATUBHU IMPOLIEAYpPH 3a B3E€MaHE, EKCIEepPTHU3a,
00paboTKa, eTUKeTHpaHe M ChXpaHEHHWE Ha TaMeTH/3UTOTH, MpHJIaraHu B JIE4YeOHOTO
3aBEJICHUE;

10.2.2. npaBuiaHUKA 3a YCTPOMCTBOTO, NEMHOCTTAa W BBTPEIIHUA pEI Ha
JIEYEOHOTO 3aBECHHE;

10.2.3. u3uCKBaHUATA 32 KAa4eCTBOTO M OE30MacHOCT, KOMTO TpsAOBa Ja ce
npuiararT Mpu B3eMaHe, eKCIepTh3a, o0padoTKa, €TUKETHpPaHe M ChXpaHCHHE Ha
TraMeTH/3UTOTH;

10.2.4. u3uckBanusTa 3a 6€30MaCHOCT Ha TPY/Ia;

10.2.5. u3uckBanusATa Ha 3aKOHA 32 3APABETO, 3aKOHA 3a TPAHCIIAHTALIMS Ha
OpraHu, ThbKaHU U KJIETKU U MOJ3aKOHOBUTE HOPMATUBHU AaKTOBE IO MPUJIATAHETO MM,
KOHUTO C€ OTHACHAT JI0 aCUCTUPAaHATa PEPOIYKIHUS;

10.2.6. eTuyHM BBIIPOCH HA ACUCTUpaHATa PETPOLYKIUS;

10.3. 3aBBpI1IBa ChC CHCTABSHE OT PHKOBOAUTEINS Ha JIECUEOHOTO 3aBe/ICHUE HA
MIPOTOKOJI 32 MPOBECHOTO 00yUYEeHHE, KOMHE OT KOUTO CE ChXPaHsBa B CIIY>)KEOHOTO JI0CUE
Ha CITY>KUTEJS.

11. O6y4enue ce mpoBexkaa BCEKH ITbT, KOraTo ce BHEAPSIBA HOBA METOAMKA
WIM TEXHOJIOTHS 3a B3eMaHe, eKClepTus3a, oOpaboTKa, eTUKETUPAHE U ChXpaHEHHE Ha
THKAHM ¥ KJIETKH, 32 3alI03HABAHE HA CIY>KUTEJIUTE C HEesl.

Paznen IV
MeaMuuHCKH 1eifHOCTH U OHOJIOTUYHO-JIa00PATOPHU METOIH,
NMPWIATAHU NPH ACHCTHPAHA PeNPOAYKIMS

1. Acuctupanara penpoayKuus ce Ipuiiara, Koraro:

1.1. cCbCTOSIHMETO HAa MbXKa WJIM KeHaTa HE MO3BOJISIBA OCBHIIECTBSIBAHE Ha
pPenpoaAyKTUBHUTE UM (YHKIIMH 110 €CTECTBEH II'BT;

1.2. ca mpuIOKUMHU MEPKHU 3a ChbXpaHeHHEe Ha (GepTUIUTETAa 0 MEAUIIMHCKH
WJIU COLIMAITHU TTPUYHHMU:

1.2.1. cpXpaHeHHEeTO Ha QEepTUINTETa Ha OHKOJOTHYHO OOJTHHM MAIlUEHTH U
TakKMBa C AaBTOMMYHHHM W PEBMATOUJIHU 3a00JIABaHUS, TMPU KOUTO TPEICTON
TOHAJOTOKCUYHA XUMHO- /WM JTbYeTepamusi, € MPEeNopbYUTEeNIHO Jla CE€ MPOBEKAA
cpoOpazHo mpenopbkute Ha KoHceHcyca 3a 3ama3BaHe Ha (QepTUIUTETa W
pEenpoAyKTUBHATA CIIOCOOHOCT MpH OOJIHU, Ha KOUTO MPEICTOU TOHAI0TOKCHYHA Teparus,
npuet Ha 19.01.2017 r.;

1.2.2. cbxpaneHueTo Ha GpepTUIIMTETa IPU OHKOJIOTMYHU MAIIUEHTH W TaKHBa
C AaBTOMMYHHM W PEBMAaTOWUJHU 3a00JIIBaHUS B TpeanyoepTeTHa BB3pPACT €
MPENOPBUYUTENHO J1a C€ OCBHIIECTBSIBA MO IpaBUjaTa Ha KOHCECyca U C H3PUYHOTO
ChIJIaCHE HA POJUTEIUTE/HACTOMHUIIUTE TTPU HEITBIIHOJICTHH.

2. O01mM W3UCKBAHUS TPU OCHIIECTBSIBAHE HA ACUCTHPAHA PETPOTYKITHS:

2.1. Ilpouemypute 10 KPUTUYHUTE €TAH OT 00paboTKaTa Ha TaMETH U 3UTOTH
ce BajguaupaT U TpsOBa /1a ca B CHCTOSHHUE Ja MHUHHUMH3UPAT B MaKCHMalTHA CTETEH
PHUCKOBETE OT ITOCTABSHE HA KIIMHUYHO Hee(PEKTUBHH WJTM BPETHU PETPOTYKTHBHU KICTKH
WIM 3WTOTH B peEIUNHeHTa. Bamuaupanero Moxke Ja ce 0a3upa Ha TPOyYBaHUSA,
W3BBPIIBAHM OT CaMOTO JIeYeOHO 3aBeleHWe, WM Ha JaHHW OT NyOJIMKyBaHU
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U3CJIEeBAaHMs, a KOraro craBa BBIPOC 3a J100pe oTpaboTeHHM TNpoUeaypH, Upe3
PETPOCHEKTHBHA OLICHKA Ha KIIMHUYHUTE PE3YJITaTH 10 MOMEHTA.

2.2. IlepcoHanbT B Je€4eOHOTO 3aBEACHUE, OCBHIIECTBABAII ACUCTHpAHA
penpoaykuus, B T.4. oOpaboTkara Ha ramMeTd M 3UTOTH, Cle/Ba Ja MMa IOAXOJAIA
KBTM(HUKAIMA M Ja € HaJIe)KHO HHCTPYKTHpaH M O0OydYeH, 3a Ja OCBIIECTBSBA
BaJIUJUPAHUS IIPOLIEC TOCTOSIHHO U €()eKTUBHO.

2.3. Benuku KpuTHYHU Tpoueaypu ce pasznucsar nojapoono B COII ceriacHo
pazaen II, T. 9.8 ot TO3U cTaHIapT.

2.4. Cucremara 3a yIpaBJICHHE Ha KauecTBOTO Cli€[Ba Jla rapaHTHpa, 4e
yIpaBJIEHUETO Ha BCUUKH IIPOLECH € B chOoTBeTCTBHE ¢ yTBbpAeHUTE COII.

2.5. Koraro e npuiiokeHa mpoieaypa 3a MUKpOOHOJIOTUYHO WHAKTUBUPAHE Ha
raMeT WJIM 3UT0TH, TS C€ OIMCBA, JOKYMEHTUPA U BAJTUAUDA.

2.6. Ilpenu BbBEXKJaHE HA 3HAUUTEIIHA TPOMSHA B 00pabOTKaTa IPOMEHEHUST
npoiiec TpsAOBa J1a ce BaIUIUpa U JIOKYMEHTHpA.

2.7. Tlponenypure 1mo od6pabOTKa MOJIeKAT HA PEJOBHA KPUTHYHA OIICHKA,
ype3 KOATO Ja Ce TapaHTUpa, ye Te MPOAbDKAaBAaT €(PEeKTUBHO Ja MOCTUraT ThPCEHUTE
pe3yJiraTu.

2.8. [Ipouenypute 1o u3BaxKaaHe oT ynoTpeda Ha raMeTH WJIM 3UTOTH TpsiOBa
Jla IPEAOTBPATAT 3apa3siBaHe HA IPYTH JapEHU PENPONYKTHBHU KJIETKU, 3UTOTH, ThKaHU
WIN IPOIYKTH, CpeAaTa Ha TAXHaTa NpepaboTKa UM IepCcoHaIa.

3. AcuctupaHara pernpoIyKIusi BKIIIOYBA CICIHUTE BB3MOXXHU JEHHOCTU U
METO/M:

3.1. MenmumuHckn (OCHOBHO OT o0NacTTa Ha aKymIepcTBOTO U
TMHEKOJIOTUATA):

3.1.1. KOHCYNTHpaHEe Ha MAIMEHTH C Oe3IUI0INnE;

3.1.2. Ha3HauaBaHe U W3BBPIIBAHE HA JUArHOCTUYHU TMPOLEAYpU U
U3CIIeIBAHMSI C 1IeT YTOYHSIBaHE Ha BHJA Ha OE3IUIOUETO U BOIeIHS (DaKTOp B HETO;

3.1.3. ompenensHe Ha MOBEJEHHETO M METOJUTE 3a AacUCTHpaHe Ha
PENPOYKIHSATA,

3.1.4. Ha3HauaBaHe M W3BBPIIBAHE HA JONBJIHUTEIHH JUATHOCTUYHU
NPOIIETyPH, M3CIEABAHUS W TOATOTBUTEIHH MEPONPHUSATHS TPEAH OCHIIECTBSIBAHE Ha
acHCTUpPaHa PerpOTyKIIHs;

3.1.5. uHAYKIMS HaA OBYJAIMATA C JIEKAPCTBEHH MPOAYKTH, BB3ECHCTBAIIN
BBPXY XUIIOTATAMO-XUIO(PU3aPHO-SIHYHUKOBATA OC;

3.1.6. KOHTpoOJMpaHa oOBapHajHa XHUIEPCTUMYJAUs C TOHAJOTPOIHHU
XOPMOHHM ChC WM Oe3 ynorpebaTa Ha aHaJI031 WM AaHTarOHUCTH HAa TOHAI0JMOEPHHA;

3.1.7. mpocnensBaHe Ha SHYHMKOBHSI M E€HIOMETPHAIHUS OTIOBOP KbM
NPUIOKEHUTE MEJUKAMEHTH C TIOMOIITA Ha TpaHCBaruHajiHa exorpadus U ornpeesHe
XOPMOHAITHUTE HUBA Ha HIKOW XOPMOHH;

3.1.8. ompenensHe MOMEHTa Ha OBYJalUMATa WM (DOJMKYTHATa MYHKIHUS;
WHCEMUHAIVSI Ha )KeHATa MMOCPEICTBOM ITOCTABSIHE BHB BIIATAJHIIETO, IIEPBUKATHHS KaHAT
WIM MaTOYHaTa KyXWHa Ha 00pabOTeHH CIIepMAaTO30UIH OT ChIIpyra (MapTHHOPA) WU OT
AHOHUMEH JapUTET;

3.1.9. moaroToBka Ha MalMEHTHTE 3a (HOJNMKYIHA MYHKUMS M TpaHchep Ha
eMOpHOHH;

3.1.10. momydaBane (mOOMBaHE) Ha SUIEKIETKH MOCPEACTBOM SHYHHKOBA
bonuKynHa MyHKIUS 0] eXorpadCcKy WK JJATapOCKOIICKU KOHTPOJT;
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3.1.11. nocTaBsiHe Ha MPEAUMIUIAHTAIIMIOHHA eMOPHOHU B MaTOYHATa KyXHHA
(em6puotpanchep (ET);

3.1.12. Ha3HauaBaHe Ha XUTHEHHO-IUeTH4YeH pexum (XP) m momabspixkaiia
Tepamnusi ¢ XOPMOHHU U APYTH MEIMKaMEHTH Mpe3 JiyTeaaHaTa (asa;

3.1.13. panHa nuarsHo3a Ha OpEeMEHHOCTTa M Ha3HAuYaBaHE Ha Tepamwus,
MPOTEKTUpAIlla paHHATa OPEMEHHOCT;

3.1.14. emOpuopenykuus;

3.1.15. naOupaHe, KOHCYJTHpaHe, Ha3HAyaBaHE Ha W3CICABAHUA Ha
NOTEHIMATIHH JJOHOPH Ha SHIEKIICTKH;

3.1.16. xoHCyATHUpaHE HA TAIMEHTH C OHKOJIOTUYHU, aBTOUMYHHU WJIU IPYTH
3a0o0sBaHMsI, Hajarald TOHAJOTOKCUYHA Tepalus, OTHOCHO BB3MOXHOCTU 3a
ChbXpaHeHHe Ha (pepTHiIUTeTa Ype3 KPUOKOHCEpBAlUsl HA TaMETH W/WiIH eMOpPHOHU, IpU
00CBHK/1aHE Ha KOHKPETHMS Caydail ¢ MEIMLMHCKUS CHEIHUAJIUCT, JEKyBalll OCHOBHOTO
3a00J1s1BaHE;

3.1.17. xoHCYATHpPaHE HA 3APABU JUIA OTHOCHO BH3MOXXHOCTH 32 €JICKTUBHO
CchXpaHeHHe Ha (ePTUIUTETA [0 COIUATHU TPUYNHHU.

3.2. buonoruuHo-iabopaTopHHu:

3.2.1. cnepmaneH aHanu3 (OIlEHKAa Ha KaueCTBOTO Ha CEMEHHATa TEYHOCT),
BKJIFOUMTEJIHO U €KCIIEPTH3a Ha CIIEpMaTO30U /1, IIOJIJIEKalIN Ha 00paboTKa, ChbXpaHEHHE,
MOCTaBSIHE WJIHM MPEAOCTaBSHE;

3.2.2. 06paboTKa Ha CEMEHHA TEYHOCT C 1€ ChbXpaHEHHE, TPEAOCTABSIHE WIIH
M3IOJI3BaHE 32 MHCEMUHALIMS WIM UHBUTPO orutokaaHe (Bki1. upe3 ICSI);

3.2.3. cbxpaHeHue Ha 00pabOTEeHN CIEPMAaTO30MIU Ype3 KPUOKOHCEPBALUS;

3.2.4. npemocraBsHe Ha O00paOOTEHHM CHEpPMATO30MIM 3a acHCTHpaHa
penpoAyKIUs B IpYTH JiIe4eOHU 3aBECHMUS;

3.2.5. excmeptu3a Ha (OJUKYJapHH TEYHOCTH (acmupatu) ¢ Ll
UICHTU(PUIMPAHE U SKCIIEPTH3a HA HAJTMYHUTE B TSIX SHIICKIICTKH;

3.2.6. 06paboTKa Ha AUIIEKIETKH;

3.2.7. omnoxk1aHe Ha AWLEKIETKU ¢ 00pabOTEeHU CIIepMaTO30UIu OT ChIIpyra
(mapTHHOpA) UK IOHOP Upe3:

3.2.7.1. xmacu4eCcKO MHBUTPO OILJIOK/IAHE;

3.2.7.2. muxkpomanunynanus Ha rametd (ICSI, IMSI u npyru nogo6um);

3.2.8. olleHKa Ha OIUIOKIAHETO;

3.2.9. 00paboTka Ha 3UTOTH U MPEIUMIUIAHTALIMOHHU eMOPHUOHH;

3.2.10. ekcriepTu3a Ha MPEAUMIUIAHTAITMOHHN eMOpUOHU U cenekmus 3a ET
(3a mocTaBsiHE B MaTOYHATa KyXUHA);

3.2.11. Ouomncus Ha MOJSIPHU Tela, OJaCTOMEPU WIH TPO(EeKTOAepMaTHU
KJIETKH OT NMPEeIUMIUIAHTALlMOHHU €MOPHOHM 32 HYKIUTE Ha MpeAUMIUIaHTallMOHHUTE
reHetnyHu Tectose (I11'T);

3.2.12. cpxpaHeHue (KpUOKOHCEepBaIys) Ha OBOLIUTH;

3.2.13. cbxpaHeHHe (KpHOKOHCEpBalMs) Ha MpeAUMILIAHTAIIMOHHU
eMOpHOHH;

3.2.14. mpenocTaBsiHE Ha OBOLIMTU U MPEIUMIUIAHTAIMOHHU EMOPHUOHH;

3.2.15. €TUKETHPaHE Ha CIepMaTO30U/IH, SIAIEKIIETKHA u
NpeIMMITIAHTATHOHHN eMOPHOHU;

3.2.16. u3TernsHe W YHUIIOKaBaHE HA CIEPMATO30UAM, SUIEKICTKH U
NpeIMMITIAHTAIHOHHN eMOPHOHU;
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3.2.17. nabupaHe, KOHCYJITHpaHE€ M Ha3HauaBaHE Ha W3CJICJBaHMUI Ha
MOTEHLIUATHH CIIEPMOJAPUTEIIH.

4. lpyru 1eiHOCTH, CBbP3aHU C aCUCTHpaHa PEeNpOaYKLIUs:

4.1. MeaMIMHCKA €KCIIepTH3a Ha BpEMEHHaTa HepabOTOCIOCOOHOCT cliel
MpUJIaraie Ha aCUCTUpaHa pernpoayKIIHs;

4.2. MeTOIMYHA TTIOMOIIT;

4.3. Hay4yHOU3CIIeJOBaTEJICKa ACIHOCT;

4.4. obpazoBarenHa AeiHOCT (00y4YeHHE U TOATOTOBKA HA KaJIpH);

4.5. menuko-uHGOPMAITMOHHA JCHHOCT H JIp.

5. Ilpu ochlecTBsIBaHE HA ACUCTUPAHA PENPOAYKLIUS HE Ce pa3peliaBa:

5.1. B3emaneTo (100MBaHETO) HA raMETH OT HEII'BIHOJICTHH JIMIIA WU TAKUBA,
MOCTAaBEHH I0/1 3aNPELICHHE, C U3KIIOUEHHE Ha CIIy4ad, B KOUTO ca HAJIULE CHeUbUIHN
MEAMIIMHCKY MOKa3aHus (0JIn3Ka Bh3MOXKHA 3ary0a Ha PepTHUITHOCT);

5.2. BzemaneTo (100MBaHETO) HAa raMeTH OT MBPTBH JIUIIA WJIH JIUIA B MO3bYHA
CMBPT.

5.3. VI3BBbpHIBaHETO HA KOWTO W Ja € oT onucanurte 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 or TO3W pa3iei METOAH U
JNEMHOCTH 3a acHCTUpaHa PEenpoAyKIHs 0e3 MMCMeHO HH()OPMHUPAHO ChIilache OT JIMIaTa,
Ha KOUTO C€ Mpuiiarar.

5.4. lHceMUHUpAHETO HA >KE€HA WJIM OIUIOXKJAHETO Ha OBOLIUTUTE U ChC
CIIepMaTO30MIH OT MBXK, KOUTO € B POJICTBEHU OTHOIIEHUS C Hes 10 IIpaBa WK ChpeOpeHa
JIUHUS 10 4 CTeTeH.

5.5. IlocTraBsiHETO B MaTOYHATa KyXHMHa Ha IIOBEYE OT:

5.5.1. equH eMOpHUOH Ha cTaguil clel KOMIAKTU3alUs B MbPBUS U BTOPUA
[MKBJI HA JICUCHUE YPE3 MHBUTPO IMPOIIeAypa MPHU KEHU Ha BB3pacCT A0 38 TOJIMHH; 10 ABA
eMOpHOHa Ha CTaJui Cle]l KOMIAKTU3allKs B TPETU U CIIEJBAIINTE IIUKIU MU JIUIA Ha
BB3pACT 70 38 roANHM;

5.5.2. nBa eMOpuOHa Ha CTaJW{ Clie]] KOMIAKTH3AIUs B MMBPBUS U BTOPUS
LUKBJ Ha JICYEHHE Ype3 WHBUTPO IMpolieypa IPH KEHU Ha Bb3pacT oT 38 10 41 roaunuy;
0 TpU eMOpHOHA HA CTaAMil Clie]] KOMIAKTU3alus B TPETH U CIEABAIIUTE LUKIHU, TIPU
nuna Ha Be3pact oT 38 10 41 roauHu;

5.5.3. Tpu eMOpUOHa Ha cTaguil clel KOMIAKTU3alUs TPU )KeHU Ha BB3pacT
Hax 41 roguHu.

5.6. [TocTaBsiHeTO B MaTOYHATa KYXHHA Ha CIIEPMATO30UAM OT AAPUTEN, KOUTO
He ca Ownm o0paboTeHM W KapaHTHMHHpaHM Hai-Manko 180 gHM B KpuoOaHKa, mpu
MOJIOJKEHUE, 4ye MOHOPHT He € TecTBaH upe3 NAT 3a HIV 1/2, HBV, HCV u cudunuc, keM
MOMEHTA Ha JapsSBaHETO MPEIU MOClIeIHATa KPUOKOHCEPBAIls; 3a0paHeHH ca HATUBHUTE
MHCEMUHAIIMH OT JJOHOP.

5.7. Ilpu non3BaHETO HA JOHOPCKU raMETH HE CE€ pa3peliana:

5.7.1. mon3BaHETO Ha JOHOP Ha CIEPMATO30MIM Ciel peanusupane Ha 20
[IMKbJIa HA WHCEMHHAIUS, MPU TOJOKEHHE, Y€ HE € H3BECTHO JO MOMEHTa KOJIKO
OpeMEeHHOCTH ca MOJyUYEeHH OT M3MOJ3BAHETO Ha KOHKPETHHUS TOHOP, C M3KIIOYEHHE Ha
CIIy4auTe, KOTaTo CTaBa BBIIPOC 32 B€Ue TeHEPUPAHU U KPUOKOHCEPBUPAHU eMOPHOHU TTPH
JaJIeHa peIUIUeHTCKa ABOWKA 32 [IEeJIUTe Ha acCHCTUpaHaTa penpoAyKIHs 3a Ch3/laBaHE B
MMOKOJICHUETO Ha OBJICIIl OpaT UITH CECTPa;

5.7.2. TOHOPBT HA OBOIMTH JIa JapsiBa MOBEeUE OT 5 MBTU U MEPUOIBT MEXKITY
JIBE apsIBAaHUA J1a € TI0-KPaThK OT 4 Mecena;
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5.7.3. pa3KpuBaHETO Ha CaMOJUYHOCTTa HA AHOHMMHHUTE JOHOPU Ha
SAUIIEKJIETKH, CIIEPMATO30UIU WU MPEAUMILIAHTAIIMIOHHNA eMOPHUOHU WIIH Pa3TiacsiBaHETO
Ha nH(poOpMaIMs, KOATO OM MOTJIa J1a TOBEE 0 HICHTU(GUIUPAHETO UM OT PEIIMITUECHTHTE
WM TPETH JIUIIA;

5.7.4. xoMepcuaIM3upaHEeTO Ha JOHOPCTBOTO HA CIIEPMATO30MIH, AULICKICTKH
U eMOpUOHM, KaTo ce 3abpaHsiBa MpeajiaraHeTo Ha MaTepuaiHa oljara Ha JOHOPUTE U
IIPUEMAHETO HA TaKaBa OT JIOHOPUTE; pa3pellaBa ce UHCTBEHO Ja UM C€ Bb3CTaHOBSBAT
HAIPaBEHU Pa3XO/U B pa3yMHH pa3MepH, CBbP3aHHU C aKTa Ha JapsiBaHe cbraacHo T. 11.1.6
oT pazzen VI

5.7.5. mocTtaBsHETO B MaTO4yHaTa KyXMHAa Ha CHEPMaTO30HIUd OT JpPYyT
YKUBOTUHCKH BH/JI HJTM Ha XUMEPHHU MPEAUMIUTAHTAIIMOHHA eMOPHOHHY;

5.7.6. mocTaBsHETO B MaTOyHaTa KyXMHa Ha MNpeIUMIUIAHTAllMOHHU
eMOpHOHM, KOUTO MPH OlleHKa Ha ¢eprunusanusata (16 - 24 vaca cien MHCEMUHAIHITA
¥M) ca OMJIM C TIOBEYE OT JIBa MPOHYKJIEYca;

5.7.77. penpOIlyKTUBHOTO KJIIOHUPAHE;

5.7.8. uW3MON3BaHETO HAa METOAU 3a CeNeKIUs Ha moja (CeKCHHT), ¢
U3KIIOYCHHWE Ha CIydyaW, B KOWTO Ca HAJHIE CHEHU(PUYHN MEIWLIUHCKH TOKa3aHUs
(TOJI0BO CBBp3aHU TCHETHYHHU 3a00/I5IBaHMUs ),

5.7.9. nocturanero Ha cyporaTHu OpeMEHHOCTH;

5.7.10. ponopctBoTO Ha sinekinerku ot HIV, HBV, HCV, cuduiuc
MO3UTUBEH JIapUTEIT;

5.7.11. monopctBoTo Ha cnepmarozouan ot HIV, HBV, HCV, cudwunuc
MIO3UTUBEH JIapUTEIT;

5.7.12. mon3BaHeToO Ha crepMma OT ChIpyra (MapTHHOpA), B clydail 4e Toi e
HIV no3utuseH, a )xeHaTa € HeraTHBHA, OCBEH CJIC]I [TOJydaBaHe Ha pe3ynraT ot Real-time
PCR, nokasBail HEOTKpHMBAaEeM BHMPYCEH TOBap BCJIEACTBHE Ha AaHTU-PETPOBUpPYCHATA
Tepanus U B3eMaHe Ha HH()OPMHUPAHO ChIIACUE OT XKEeHaTa, U MPU HAJIM4YUE Ha YCIOBUS U
Banuaupann COII B neueOHOTO 3aBefieHME 3a crienuanHa oO0paboTKa, peaylupalia B
MakCHMajJHa CTENeH pHUCKa OT TPAHCMHUCHUSA, M 3a OTAEITHO KPUOKOHCEpBHUpaHE U
CbXpaHEHME;

5.7.13. cnenuanHo oOpabOTEHUTE CIIEPMATO30UIU Ja C€ W3MOJ3BAT MpPEIu
MoJIy4aBaHe Ha MOTBbPJAUTENEH aHan3 3a orcbeTBUE Ha BUpYycHO PHK u /IHK B anukBoT
oT 0O0paboTeHaTa criepmMaiHa rnmpooa, U3BbPIIEH OT Ja00paTOPHUS C BATMIUPAHU METOIU HA
M3CIIEIBAHE C MAKCHMMAJIHO HHMCBK IIpar Ha JETEKLUs, KaKTO U IMOJy4YaBaHE Ha OTIEIHO
MH(OPMUPAHO ChIVIACHE OT MAIUEHTUTE 3a PUCKOBETE OT (allIMBO OTPULIATENIEH
pe3ynTaT (Halu4re Ha BUPYCHU YACTUIIM MO IIpara Ha JETEKIUs) 1 MUHUMAIIHUAT PUCK
OT TPaHCMHCHS Ha UHPEKIINATA;

5.7.14. non3BaHeTO Ha criepMa OT ChIIpyra (HapTHHOPa), B CiIydail e Toil e ¢
aKTHBHA (hopMa Ha CU(UINC, a )KeHaTa € HEraTUBHA, J0 U3JIEKYBaHETO MY;

5.7.15. non3BaHeTO Ha criepMa OT ChIpyra (MapTHHOPA), B Cliydyail ue Toi e ¢
aKTHBHA (hopMa Ha XenaTuT B, ocBeH B cilydanTe, KOraTo:

5.7.15.1. xxenata e BakcuHupana cpeuty HBV;

5.7.15.2. mma yciioBus 3a cnieraina o0padoTKa Ha CIIepMaTO30UIHTE;

5.7.15.3 uma nosryuyeHO HHPOPMHUPAHO CHIIIACHE;

5.7.16. wncemunupanero Ha HIV mo3uThBHA ’K€Ha WM TMOCTABSHETO Ha
MpeIMMIUIAHTAlIMOHHN €eMOPHUOHM B MaTOYHATa M KyXWHA, aKO UMa HaJIW4uie Ha aKTUBHA
uHpekuus (MOJOKUTENEH BUPYCEH TOBap); MpH MAllUEHTH, NPH KOUTO B KpPBBTA
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BUPYCHUTE YACTHUIIM ca TOJ Tpara Ha JAETEKIHs, MpH H3CIeIBaHE B JTaboparopuu C
BaJIMIUPaHN METOJIM Ha aHaJM3 C MAaKCHUMAaJlHO HUCHK Mpar Ha JETeKIUs, MOXKe Ja ce
MPHUCTHIU KbM HHCEMUHUPAHE WU TIOCTaBsSHE HA MPEAUMILIAHTAIIMOHHN eMOPUOHH CIIE]T
KOHCYJITAIMsI C BUPYCOJIOT U MH(EKIIMOHUCT, CIICLIMATIUCT 110 JieueHue Ha nanueHTu ¢ HIV.

5.8. He ce paspemaBa H3BBPIIBAHETO HA ACHUCTUPAHA PEMNPOLYKIUS C
KPUKOHCEpBUpPAHU SHIEKICTKH WIM CIepMATO30UIUM MpPU CMBPT HA EAUHUS OT
MapTHLOPHUTE.

5.9. He ce pazpemaBa m3BwpmBaneTto Ha IVF/ET ¢ kpuokoHcepBupaHu
eMOpPHOHU TpH CMBPT HA E€OUHHS OT NAapTHHOPHUTE, OCBEH aKO Ca W3IbIHEHU
€HOBPEMEHHO CJIETHUTE YCIOBHUS:

5.9.1. Hajguie € IMUCMEHO BOJICU3SBIICHHC, NAJACHO OT IIOYMHAIHS MBKKH
NapTHHOP NPUXKUBE, B UHGOPMHUPAHO ChIVIacHe, C KOETO Ce YIAOCTOBEpsIBa BOJISITA MY 1O
OTHOILICHHE Ha Pa3NOPEeKIAHETO C KPUOKOHCEPBUPAHUTE eMOPHOHH;

5.9.2. penunueHT Ha KPUOKOHCEPBUPAHUTE EMOPHUOHH € ChIllaTa MapTHbOPKA,
C KOATO € IJIaHMpaHa W IPOBEXKJaHa IpoLeAypaTa MO ACUCTUpaHA PENpOLYKLMS; T
TpsiOBa a ObJe U3PUYHO MTOCOYEHA B JOKYMEHTA 10 T. 5.9.1;

5.9.3. u3MuHaNM ca He O-MaJiko OT 12 u He rmoBeue oT 36 Mecera OT CMbPTTa;

5.9.4. mpenu npoueaypara napTHHOPKATa € MpeMUHalIa Mpe3 MCUX0JI0rnIecKa
KOHCYJITAIlHs U € 3all03HaTa MMCMEHO ¢ MHPOpMaLuATa, 4e IPU pakJaHe Ha JIeTe TO HAMa
na ObJie HACJIETHUK Ha MOYMHAINS HapTHROP ChIMacHO wi. 2, an. 1, OykBa "a" oT 3akoHa
3a HaCJIEICTBOTO U HsAMA IIPOM3X0Jl OT Oaia (MoYMHaINs NapTHbOP) chriaacHo CeMelHus
KOJCKC.

5.10. He ce pazpemaBa pa3nopexiaHe C KPHUOCHXPAHCHUTE TaMeTh |
eMOpPUOHH OT TPETO JIMIIE, BKJI. POAUTENN U APYrU ONU3KU POACTBEHULIM HA TOYUHAIHUSA,
WJIM U3M0JI3BaHETO UM 33 aCUCTHpaHa PEpoayKIHs ¢ ApYT NapTHbOP, KOWTO HE € YacT OT
'bPBOHAYAIIHUS POIUTEICKU TIPOEKT.

6. [Ipu ocbliecTBsIBaHE HA acCUCTUpaHa PENPOAYKIIHS ce 3a0paHsBa:

6.1. cMecBaHeTO Ha CIEPMATO30UIA OT OBEYE OT €IMH UHIUBU,

6.2. cMecBaHETO Ha OBOLIUTHU OT MTOBEYE OT €JUH UHJIUBU/;

6.3. cMmecBaHeTO M  TOCTaBSHETO B  MaToyHaTa KyXMHa Ha
peIUMIUIaHTallMOHHU eMOPHOHU OT TIOBEYE OT €AMH MBbX U €JHa JKeHa.

Pa3zgen V
Crnennduynn noxkasare/im 3a OLleHKAa HA Ka4eCTBOTO

OcBeH apyrure OOIOMETUIIMHCKM TOKa3aTelMu 3a OIleHKa KadecTBOTO Ha
JIeITHOCTTA B JIeU€OHUTE 3aBECHM S, U3BbPIIBALLY ACHCTUPAHA PEIPOIYKIIHS, CE IIpHIaraT
U crenuUYHUTE TOKa3aTeNH, MPEABUACHA B MEIUIIMHCKUA CTaHAapT "AKYIIEpCTBO U
TUHEKOJIOTHA'", KaKTO U JOIBbJIHUTEITHU TaKWUBa:

1. 6poii Ha 0OCTYKEHU MallUEeHTKY;

2. 6poii u otHOocuTeneH A1 (BO/Jl) Ha marueHTKy, Mpu KOUTO ca MPUIIOKEHU:

2.1. u3kycTBeHa HHCEMUHAIUS (0010 32 aBTO- M XETEPOUHCEMHUHAIINS);

2.2. 1n vitro ¢epTunuzanus;

2.3. UHTpaIMTOIIIa3MeHO criepmaiiHo nHxektupane (ICSI);

2.4. npyru TeXHUKHM 3a aCHCTHUpaHa PENPOIYKIUS - aCHUPAUOHHU WU
OMOICHYHH TEXHUKH OT SMHUIUIUM U JP.;

2.5. embpuoTtpancdep;

2.6. ceneKTUBHA peyKIus Ha Opos Ha KOHIIENTYCHUTE,

2.7. xpuonpe3epBalys Ha:
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2.7.1. roHagu;

2.7.2. ramery;

2.7.3. koH1enTycu (eMOpUOHN);

3. Opoii ¥ OTHOCHUTEJICH I/ Ha MAllMeHTKH C TUArHOCTUIMpaHa OPEeMEHHOCT
CJIe] aCUCTHPaHa PEIPOAYKIIUSA - IO MpriiokeH Meton (2.1 - 2.4);

4. Opoil U OTHOCUTENIEH s/ Ha MAIMeHTKH C paXkJIaHe cjell acucThpaHa
PENPOIYKIIUs - 10 priiokeH Metof (2.1 - 2.4);

5. Opoii 1 OTHOCHUTEJIEH 51 HA UHTPAOIIEPAaTUBHU U PaHHH (10 CeaMUS JICH)
CJICZIONEPATUBHU YCIOXHEHUS, TPYNUpPAaHH MO BUJ (MH(PEKIMO3HH, XEMOparuvHu,
TpoMOOEMOOJIMYHH, JP.);

6. Opoil M OTHOCUTENIEH 51 Ha Clydyau C HHTPAaoONEepaTMBHA U paHHA
cienonepaTUBHA CMBPTHOCT - 0010 U caMO MaiiyuHa CMBPTHOCT;

7. Opoil M1 OTHOCUTEJIEH [ Ha OTHAJHAJIUTE )KEHM B X0Jla HAa acUCTHpaHa
PENpOAYKIHUS MO Bb3PACT, METO U IPUYKHA;

8. cpeneH Opoii B3€TH OBOLIUTH OT €JHA KEHA;

9. dhepTUnM3aLMOHEH UHIEKC PU KIIACUYEeCKO HHBUTPO oroxaane u ICSI;

10. cpenen Opoii (Ha )KeHA) M OTHOCUTEJICH JSUT HA M3IOJI3BAHUTE EMOPUOHH -
3a eMOpuoTpaHcep U 3aMpassiBaHe OT HOPMAIIHO OIUIOJICHUTE:

10.1. cpemen Opoii Tpancdepupanum B MaTOYHATA KyXHHA EMOPHUOHH W
UMIUTAHTAllMOHEH UHIIEKC;

10.2. cpemen Opodl W OTHOCHUTENEH [/ HAa NPEIUMIUIAHTAIIMOHHUTE
eMOpUOHH, TOJTHU 32 KPHOKOHCEPBAIINS;

11. cpenen Opoii U IPeXUBAEMOCT HA IPEIUMIUIAHTALIUOHHU EMOPHUOHU Cle]
pa3MpassiBaHe;

12. npexuBseMOCT Ha 3aMpa3eH! U pa3Mpa3eHu OBOLUTH U CIIEPMATO30UH;

13. 6poii 1 OTHOCUTEIIEH ST Ha MALMEHTKH ChC CEPHO3HU HeXeJTaHU PEaKLIuU
Y CEpUO3HU UHIMUJIEHTH (110 BUJ);

14. 6poil U OTHOCUTENEH s/ Ha MAllMEHTKH ¢ MHOTOIUIOJHA OpeMEeHHOCT,
paHHH a0OPTH, KbCHU a0OPTH, MPEKAEBPEMEHHHU PaXXTaHUS, MBPTHB IO, €KTOIMUYHA
OpeMeHHOCT (110 1MarHo3a);

15. Opoif u OTHOCUTENIEH s Ha CIydau C peaiu3upaHa CMBPTHOCT CIE
acCHCTUpPaHa PEHpPOLYKIIHSL.

Paszpnen VI
Hacoxu 32 MeAMIMHCKH 1i{HOCTH NPU U3BbPILIBAaHE HA ACHCTHPAaHA
penpoayKuus

1. KoHncynarupane Ha mnaunueHTH cC Oe3loAMe TMpead AacUCTHpaHa
PenpOAYKIINS:

1.1. u3BBpIIBA CE OT JeKap, KBATU(PHUIUPAH ChITIACHO U3UCKBAHUATA HA TO3U
CTaHAapT;

1.2. ochuiecTBsBa ce Ha 0a3ara Ha CHETa aHaMHE3a U MPEJCTaBEHU BCHUKU
BB3MOKHU JIOKYMEHTH OT TIPEIXOIHHU TUArHOCTUIHO-TEPANIEBTUYHU JIEHHOCTH;

1.3. mo BpemMe Ha KOHCYJITalUsATa Ce€ NpenopbyBa Ja Cce€ HU3IMO0JI3BAT
nH(OPMallMOHHM (HATJIeIHU) MaTepuaiu U ce 000CHOBABA IMpeJl MallMeHTUTE HyK1aTa OT
Ha3HaYaBaHE U U3BBPIIBAHE HA TUATHOCTUYHHU MPOLEIYPH U U3CIIEIBAHUA.

2. OCHOBHM AMArHOCTUYHU MPOUEAYPU U U3CIEIBAHUSA Ca:

2.1. 3a Oe3mionHaTa JABOIKa (KakTo 3a MBKa, Taka M 3a JKeHara), C
M3KIJIIOUEHHUE Ha MapTHHOPCKO JapsiBaHe MpH AUPEKTHA yroTpeda:
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2.1.1. rectupane 3a HIV (Anti-HIV-1,2 unu HIV Ag/Ab);

2.1.2. rectupane 3a HBV (HBsAg u Anti-HBC);

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

2.1.4. tecrupane 3a HTLV-1 Ab mpu cinydam Ha JOHOpH, >KHBEEIIH,
NPOM3X0XK/IAIIY WM MPUCTUTAIM OT CTPAHHU C MOBHILIEHA Y€CTOTa Ha 3a00J€BaEMOCT OT
HTLV-1 Bupyc, KakTO U KOraTo MMaT CEKCyaJHU MapTHbOPU WU POAMTEIN OT TaKUBa

PErvoHU;

2.1.5. rectupane 3a CHPUITHC;

2.1.6. xpbBHU rpynu U Rh;

2.1.7. npu vyxxna u npyru uzcnenasanus (HLA, mamapus, CMV, Tokcorazma
u ap.);

2.1.8. Mo MHIMKALIUU - TeHETUYHH, UMYHOJIOTHYHU U JPYTU U3CIEABAHUSI U
KOHCYJITAIlNH;

2.2. 3a xeHara:

2.2.1. TMHEKOJIOTUYEH TIpeTe/;

2.2.2. TpaHCBarMHajgHa exorpadus Ha MaIbK Tas3;

2.2.3. uepBukanHa nutonamaska (PAP);

2.2.4. MUKpOOMONOTUYHO H3CJIEIBAHE HA BJarajuIleH/IIEPBUKAJICH CEKPET
(BKJ1. ipu HYk11a 32 Mycoplasma, Ureaplasma spp. u L dopmn);

2.2.5. 1o WHAMKAIMU: XHUCTepocalnmuHrorpadus WIM  KOHTpacTHa
XHCTEpOCOHOTpadus;  JTAmapoCKONUs  W/WIM  XUCTEPOCKOMHS;,  IOCIEOBATEIHU
TpaHCBarvHaJdHU exorpa¢ud B 3aBUCUMOCT OT JHUTE HA MEHCTPYaJIHHUS IUKBI;
XOPMOHAJIHU M3CIIE[IBaHUS; TeCTHUpaHe 3a areHntu ot rpynara Ha TORCH, tectupane 3a
XJIaMUMa3a; APYry U3CeIBaHus OT KPbB U ypUHA;

2.3. 3a MBKa:

2.3.1. cmepmorpaMa - HU3BBPIIBA CE€ CHIVIACHO MOCIEAHUTE IMTYOIUKYBaHU
kputepun Ha C30 w/mumm crpuxkTHUTE KpuTepuun Ha Kprorep 3a Mopdonorus Ha
crepmaro3onuTe (B CiIydauTe, KOraro H3CJIEIBAHHUAT MaTephal € IOJy4YeH upe3
esKyJalus);

2.3.2. MUKpOOMOJIOTUYHO U3CIIEJBAaHE Ha CEMEHHA TEYHOCT (BKJI. NMPH HYXk/1a
3a Mycoplasma, Ureaplasma spp. u L popmu);

2.3.3. mperien OT ypoJIoT MPH UHIUKAILIUU 32 MBKKH CTEPHIIUTET;

2.3.4. o UHAMKAIIMU: TECTUPAHE 3a XJIaMUIMa3a; XOPMOHAIHUA U3CJIeIBaHUS;
JIPYTU KPBBHU U3CIIEIBAHMUS.

3. OmpenensHe Ha WHAMKANWWATE W KOHTPAMHIUKAIMUTE HA HAKOH OT
METO/IMTE 3a ACUCTHpaAHE Ha PEeNpOyKIHTA:

3.1. MHAWKAIUY 32 HHAYKIUS HAa OBYJIAIUATA:

3.1.1. aHOBymanus TOpagu XWUIOTOHAJOTPOIEH XUIIOTOHAJAU3BM  WJIH
xunoraitamuyHa ameropest (WHO 1 rpyma);

3.1.2. aHOBynanus WK HEPETOBHA OBYIAIMS IOPAJAN CHHAPOM HA SHIYHHUKOBA
nosmkucro3a (PCOS) (WHO Il rpymna);

3.2. KOHTpaWHIMKAIIUY 32 UHAYKIHUS Ha OBYJIAIMSITA:

3.2.1. xunepronanotponex xunoronaguzsm (WHO III rpyma);

3.2.2. nBycTpaHHa HEMPOXOJIUMOCT HA MAaTOYHUTE TPHOH, OCBEH B Cllyyail ue
IIe ce MmpuJjara acuctupana penpoaykius upe3 [VF-ET;

3.2.3. HaimMuMe Ha NPOTHBOIOKA3aHMSA 3a 3ayeBaHe, M3HOCBAHE W
poJiopaspelieHre Ha OpeMeHHOCT;
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3.3. MHOUIIMPAHU TAIMEHTH 32 KOHTPOJIMpPAHA OBapUAIIHA XUIIEPCTHUMYITAIIHS:

3.3.1. 5)xeHu, BKJIIOYEHH B Iporpama 3a MHBUTPO OIUIOXKJaHEe U TpaHcdep Ha
eMOpHOHH;

3.3.2. )KeHHu, JOHOPH Ha OBOLIUTH;

3.3.3. ’)xeHu, BKIIOYSHH B IPOrpaMa 3a ChXpaHeHUe Ha QepTHIINTETA;

3.4. KOHTpaNHIUKALIUY 32 KOHTPOJIMpPaHa OBapHAIHA XUIIEPCTUMYJIALIUS:

3.4.1. XxuneproHasioTpoONeH XUIOroHaIU3bM;

3.4.2. HanuuMe HaA MPOTHUBONOKA3aHMS 3a HU3BBPIIBAHE HA SIMYHMKOBA
(donuKyIHA MyHKIKA 0] €X0rpad)CKU MK JIAMTApOCKOIICKUA KOHTPOT,

3.4.3. nHanmuuue HaA TPOTHUBOMOKA3aHMsS 3a 3ayeBaHEe, H3HOCBaHE W
pozopasperienne Ha OpEMEHHOCT;

3.5. uHAMKaNMM 32 U3BbPUIBAHE HA UWHCEMHUHaIMs ¢ o0OpaboTeHH
CIIEpMATO30MIH OT ChIIpyTa (MapTHHOPA):

3.5.1. HEOOsICHEH CTEPHIIUTET;

3.5.2. nekocrerneHeH CyOMepTHIUTET MPU MbXka (JIeKa OJIMTO-, aCTCHO- WU
TEPaTo-300CHEPMHUS U KOMOUHAIHUS OT THX);

3.5.3. Haju4ye Ha JOII IIOCTKOUTAJICH TECT;

3.5.4. HanuyKe Ha CIEPMOAHTHUTENA PU MBKa W/UIIH KEHATa,

3.5.5. esKynaTOpHU pa3CTpOWCTBA MpH MbXa (EpeKTHIIHA IUCYHKIUS,
peTporpajaHa esKynanus, TPaBMaTUYHU YBPEXKIaHUS HA TPbOHAYHMS MO3BK U JIp.);

3.5.6. ipu KeHU Clie]l MHAYKIIUS HA OBYJIALIUATA,

3.6. KOHTpaWHIWKAllMd 32 HM3BBHPIIBaHE Ha HHCEMUHAIUSA ¢ 00paboTeHH
CIEPMAaTO30M/I1 OT ChIpyra (HapTHHOPA) - BIArajulllHa, [IEpBUKaIHA, BbTPEMaTOYHA!

3.6.1. HEIPOXOAUMHU MATOYHU TPHOH;

3.6.2. BarmHATHU/IIEPBUKATHA WH(EKINH, Ta30BOBB3MAIUTEIHA O0IEeCT MPH
JKE€HATa; MPU XUAPOCAINHUHKC €JHO- UJIM ABYCTPAHHO, HE3aBUCUMO OT BHJIAa U CTEIIEHTA, €
NPENOPbYUTEIHO HMHCEMHUHAIUATAa Ja C€ U3BbpIIBAa CJel OTCTpaHsBaHE Ha
XUJAPOCATNUHKCA WM HWCTMHUYHA/MHTEPCTULIMATHA OKIY3Us, T.€. PEHTTEHOIOTUYHO
JI0Ka3aHa JINIIca Ha KOMYHUKALMs ¢ MaTOYHAaTa KyX1Ha;

3.6.3. MBXKe ¢ aKTUBHO Bb3MaJIEHUE Ha TUKOYO-TI0JI0BATa CHCTeMa (C HAIUYUe
Ha WH()EKIIMO3HY TPUYMHHUTENIN B CEMEHHATa TE€YHOCT);

3.6.4. )xeHU ¢ MPOTUBOIIOKA3aHUsI 33 3a4eBaHe, M3HOCBaHE U POJIOpa3pelIcHIe
Ha OPEMEHHOCT;

3.6.5. aHOBYJIATOPHH KE€HU, MIPU TOJOXKEHHE Y€ He ca OWIIM MOJJIOKEHU Ha
yCHelIHa HHAYKIIUS Ha OBYJIAIMATAa B KOHKPETHUS ITUKBIT;

3.6.6. )xeHU cie] MEHOIIay3a;

3.7. UHOUKAIUMU 3a W3BBPIIBAHE HA WHCEMUHANMS ¢ o0paboTeHu
CIIEpMaTO30MAM OT AapuTel (pa3inueH OT NapTHbOPA):

3.7.1. )xeHu 6e3 ChIPYT WK NOCTOSTHEH CEKCYaJleH MapTHHOD;

3.7.2. XeHHU, YUUTO MBXKE ca C TeXbK CyO(EepTUIUTET UITH a300CTIEPMUS;

3.7.3. xeHH, YUHTO CHIPYT € HOCUTEN Ha FeHETUYHO WK APYro 3a00JsBaHe,
MpeIaBacMoO B IOTOMCTBOTO MJIM KPHEILIO PUCK 32 KEHATa;

3.8. KOHTpaWHIUKAallMd 3a HM3BBPIIBAHE HA HMHCEMHUHAIUS C 00paboTeHH
CIIEpMaTO30MAM OT JapuTen (pa3ivuueH OT NapTHbOPA):

3.8.1. HEMpPOXOAMMH MAaTOYHU TPHOH;
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3.8.2. BarMHaJIHHU/LIEPBUKATHU MH(EKINHU, Ta30BOBB3NATUTEIHA 0OJECT MPH
JKE€HaTa, YCTAaHOBEH XMJIPOCAIMMHKC €IHO- WU JABYCTPAHHO HE3aBUCHMO OT BHUAA U
CTENEHTA;

3.8.3. 5)KeHH ¢ MPOTUBOIOKA3aHUsI 32 3a4eBaHe, 3HOCBAHE U POJIOpa3pelIcHIe
Ha OpEMEHHOCT;

3.8.4. aHOBYJNATOPHU KEHU, IIPU TMOJOKEHHE Y€ HE ca OUIIM MOAJIOKEHU Ha
yCIIEeIIHA UHAYKLUS HA OBYJIALUATA B KOHKPETHUS LIUKbIT;

3.8.5. )KeHu cieJ MeHoIay3a;

3.9. MHIUIMPaHH 32 U3BBPIIBAHE HA SWYHUKOBA (POJMKYITHA ITYHKIUS IOJ
exorpad)CKi KOHTPOJI € 11eJ1 B3eMaHe (I0OMB) Ha OBOLIUTH Ca:

3.9.1. )xeHu, BKJIIOYEHU B MpOrpamMa 3a MHBUTPO orioxkaane (Bki. upes ICSI)
u TpaHcdep Ha eMOPUOHH; )KEHUTE OT Ta3u rpyra Morat j1a ObaaT:

3.9.1.1. B HECTUMYJIMpAH LUKBJ HEIIOCPEICTBEHO MPEAUN OBYIAIUATA;

3.9.1.2. ¢ nunca Ha OByJIalMsl, B LMKBJ 3a NpUJIaraHe Ha METO/Aa "MHBUTPO
matypaius” (IVM);

3.9.1.3. noanoXeHM Ha UHAYKIUS Ha OBYyJNalUsATa WIM HUCKOJ030Ba
KOHTpOJIMpaHa OBapHaliHa Xxunepctumynanuus (""Meka ctumysiauus”);

3.9.1.4. xoHTpOIMpPaHa OBApUATIHA XUIIEPCTUMYIIALMS;

3.9.2. xeHu, JapUTEITKU Ha OBOIUTH:

3.9.2.1. noamoXeHM HA UHAYKIUS Ha OBYJAlUATa WM HUCKOA030Ba
KOHTpOJIMpaHa OBapHajiHa Xxunepctumynanuus (""Meka ctumysianus");

3.9.2.2. KOHTpOJIUpPaHa OBApUATHA XUIIEPCTUMYIIALMS;

3.9.3. KeHu, mpeanpueMand ChbXpaHeHHWE Ha (QepTUiaUTeTa MOpaIH
MEAUIIMHCKHU WM COLUATHU MPUYUHU;

3.10. KOHTpaWHIMKAIIMY 33 U3BBPIIBAHE HA IMUHIUKOBA (POITMKYITHA ITyHKIIHS
noJ1 exorpadcku KOHTPOI ¢ 11e B3eMaHe (JJOOMB) Ha OBOIIUTH:

3.10.1.  BarMHaJHUW/UEpPBUKAIHM  HWHGpEKIMH, OCTpa U  o0OCTpeHa
Ta30BOBB3NAINTENHA OOJIECT MIPU KEHaTa,;

3.10.2. HeussicHeH (heOpUIUTET;

3.10.3. HapyIeHMs B KPBBOCBHCUPBAHETO;

3.10.4. Hanuuyue Ha TEXKa HEKOPUTMpPaHa MATOJOTUS HAa PENpPOTyKTUBHUTE
OpraHH, HapylllaBaila HOpMaJIHaTa UM aHATOMHS;

3.10.5. npyru 3a0ossiBaHUS, HOCEIIM BHUCOK aHECTE3MOJOTUYEH WU
OIEpaTUBEH PUCK;

3.10.6. )xeHu ciier MEHOTIAY3a;

3.11. wHAMKANMM 3a MpUIaraHe Ha MeToAa "HMHBUTPO (epTuiau3anmus u
tpancdep Ha emOpuonu" (IVF-ET):

3.11.1. nanuuue Ha TyOapHa maroyiorusi (IIbJIHA WJIM YaCTUYHA OKJIY3Us Ha
MaTOYHUTE TPHON);

3.11.2. Hanuuyue Ha MPOXOJUMM MAaTOYHU TPHOW, HO C yBpeldeHa (yHKIUA
(TeXKH cpacTBaHUS, HArbBAHUS, CTEHO3H U Jp.);

3.11.3. cnen penpoAyKTUBHA XUPYpPIrUs BBPXY MaTOYHUTE TPHOHM, KOTaTo
JUIICBa 3a0peMEHsIBaHE MPHU PETYJISIPHU MOJOBH KOHTAKTH M JIMICA HA MBXKU (haKTop B
npoAb/DKeHHe Ha 1,5 roguHu npu xkeHu A0 35 roguHu U 6 Mecena Npu keHu Hapg 35
TOJIVHU;
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3.11.4. HeussiCHEH CTEpPHIUTET, JIGKyBaH 0€3 ycleX ¢ KOHBCHIIMOHAJIHH
meroau (paznuyau ot IVF-ET) B npoabmxkenue Ha 1,5 roauHu npu *KeHU 10 35 TOIUHU U
6 Mecela Mpu XeHu Haja 35 TOANHH;

3.11.5. MBXKH CTEPUIIUTET:

3.11.5.1. oOcTpyKTHBHa a300CTIEepMUs, IMPU KOATO ca B3ETU (IOOUTH)
criepMaTo30uaM ciien ouoricus Ha enuauauM u/uinu tectuc (PESA, MESA, TeSE);

3.11.5.2. perporpagHa esKynamnus, Mpu KOSATO ca B3ETH (JOOUTH, NU30IHPAHH)
CIIepMaTO30MIM OT YpHUHA WU upe3 Ouoricus Ha enuauauM u/wim tectuc (PESA, MESA,
TeSE);

3.11.5.3. ipu cpeneH WM TEXbBK cyOpepTwimTeT (OJUTro-, acTCHO- WIH
TEPaTO-300CIEPMHUS U KOMOWHAIUS OT TSX);

3.11.5.4. B cimy4am, KOrato € HaJule Mpeaxoxaam (epTUIN3alHOHEH
HEyCHeX MPpHU MPEeIX0IHO KJIAaCHYeCKO MHBUTPO OIuiokaane, ce mpuiara [CSI HezaBucumo
OT MMOKa3aTeJInTe Ha CEMEHHATa TeYHOCT;

3.11.6. engoMerpuo3a B CilydauTe, KOTaTo € HaJIUIEe B 3HAUUTEIIHA CTEINEH
HapylIeHWe B HOpMaJHATa aHATOMUSA Ha aJIHEKCHUTE, 0COOCHO Ha MaTOUYHUTE TPHOH;

3.11.7. UMyHOJIOTHYEH CTEPUIIUTET;

3.11.8. oBynatopHa aucyHKIUA:

3.11.8.1. sxeHu ¢ nokasan noue B 3 nuxwia LUF cunnpowm;

3.11.8.2. xenu cnen mnpoBeAeHU 4 WHCEMHMHAIMU, HE3aBbPUIMIU C
peanu3upane Ha OPEeMEHHOCT;

3.11.8.3. )K€HU ¢ XUNIEProHaAOTPOIICH XUIIOTOHAAU3BM - €IUHCTBEHO U CaMO
C JIApUTEJICKU OBOIUTH;

3.11.9. ipu xeHH, HpeanpueManiy 3ama3BaHe Ha QepTuiuTeTa, MOXKe J1a ce
OCBUIECTBU IMpoOlLieypa [0 HMHBUTPO (epTUiU3alus C MOCIEABAILO 3aMmpa3siBaHE Ha
eMOpuroHH, 6e3 a ce mpucThiiBa KbM eMOproTpanchep (ET) B paMkuTe Ha CHITUS UKD

3.11.10. mporeaypa 1Mo HHBUTPO (HEePTHIIH3AIMS C TTOCIIEABAIIO0 3aMpa3siBaHe
Ha eMOpHuoHuTe, 0e3 1a ce npuctbnBa kbM eMOpuorpanchep (ET) B pamkuTe Ha chinus
IIMKBJ, MOKE Jla C€ Mpujiara M 3a JABOMKU C JOKa3aH T€HETHYECH MPOOJIeM WU APYTH
MOKa3aHus 3a MpeauMIUTanTalinoHHn reHeTnyHu TectoBe (I11'T);

3.12. KOHTpanHIUKAUH 32 IpUjIaraie Ha MeTo/1a "MHBUTPO (epTUIN3aus U
tpancoep Ha emopuonu" (IVF-ET):

3.12.1. KOHTpauHIMKALUUTE 32 SHYHUKOBA (DONMKYITHA TYHKIINS;

3.12.2. KOHTpauaUKaIMUTE 32 UHAYKIHS HA OBYJIALUATA WA KOHTPOJIMpaHA
OBapHaJIHA XUTIEPCTUMYJIALNSI, KOTaTO METOIBT CE€ MpUJiara B CTUMYJIUPAH IIUKBIT;

3.12.3. HanMMYMETO HAa HETPETHPaH XUJIPOCAINHUHKC €IHO- WIH JABYCTPAHHO,
HE3aBHUCHUMO OT BHUJIA M CTEIEHTA, € OTHOCUTEIIHA KOHTPAWHIUKAIIMS 32 U3BBPIIBAHE HA
tparcdep Ha emOpuonu (ET); npenoprunrento € ET na ce u3BbpiBa ciiesl OTCTpaHsIBaHEe
Ha XHJIPOCAIMHUHKCA WJIM WCTMUYHA/WHTEPCTUITHATHA OKIY3Us, T.€. PEHTTCHOJOTUYHO
JI0Ka3aHa JINTCca Ha KOMYHUKAIMs C MATOYHATa KyXHHA.

4. VMHayknps Ha OBylamMsaTa € IEJ1 OCBIIECTBSIBAHE HA IOCIIEIBAINA
MHCEMUHALIMS:

4.1. mpoBexkaa ce €AMHCTBEHO OT JIeKap ChOOpPa3HO M3MCKBAHUATA HA TO3U
CTaH/IapPT;

4.2. ocphlIeCTBSIBA CE€ MO UHAUKAIIMUTE, OMMCAHU B T. 3.1 Ha TO3M pa3ien;

4.3. He ce mpeanpuema Mnpu HaAIMYUE Ha KOHTPAaUHAUKALMUUTE, OIMCAHU B T.
3.2 Ha TO3M pa3zen;
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4.4. ce U3BBPIIBA CIIE]] B3€TO HH(POPMUPAHO ChITIACKE OT MALUEHTHTE;

4.5. ce mpoBexaa Mpy 3aAbHKUTEIHO MPOCTeIsIBaHe Ha MAallMeHTKaTa B X0/a
Ha CTUMYJIALUATA:

4.5.1. gype3 TpaHcBarnHajgHa exorpadus 3a yCTAaHOBSIBAHE Ha SHYHUKOBUS U
€HJIOMETPUAIIHUS OTTOBOP Hal-MaJIKO:

4.5.1.1. mpenu 3anmouBaHe Ha ctumydamusaTa (qes 1 - 5 ot MIJ);

4.5.1.2. mo Bpeme Ha ctumynanusarta (aed 9 - 13 ot uukbiIa);

4.5.1.3. B 1eHs Ha OBYJIAlMATA UM HETIOCPEJICTBEHO CIIE/ HEesl;

4.5.2. mpu HeoOXOAUMOCT MOTaT Ja Ce U3CIeIBaT XOpMOHaIHNUTE HUBa Ha LH
nE2;

4.6. naHHWTE OT M3CIICBAHUATA U NPEIVIEAUTE, KAaKTO M Ha3HAUYEHUATA Ce
oTpazsBar B nmoaxosmio opopmeH "[IpoTokost 3a MHAYKIMS HAa OBYIamusaTa'.

5. KonTponnpana oBapuaiHa XUIEpCTUMYJIALHS:

5.1. ce mpoBex/1a €AMHCTBEHO OT JIeKap ¢ KBaIU(UKALUATA, OMpPEIeiIeHa OT
TO3U CTaHJIaPT;

5.2. ce ochlIecTBsIBA 110 UHAUKAIIMHUTE, ONUCAHU B T. 3.3 OT TO3M pasJien;

5.3. He ce npenanpuemMa Mpu HaJIUMuMe Ha KOHTPAUHIUKALUUTE, OIUCAHU B T.
3.4 oT TO3U pazner;

5.4. ce U3BBpILBA ClIe B3eTO HHYOPMUPAHO ChIIIACHe OT MAUEHTHTE;

5.5. ce mpoBex/Ia MPH 3aIBJDKUTEIIHO POCIIesiBaHe Ha MallMeHTKaTa B X0/1a
Ha CTUMYJIALUATA:

5.5.1. upe3 TpaHcBaruHaiHa exorpadus 3a yCTaHOBSIBAHE Ha SITUHUKOBUS U
€HJI0OMETPUATIHUS OTIOBOD:

5.5.1.1. HemocpeCTBEHO MpeAr 3aloYBaHE HA CTUMYJAIUATA B 3aBUCUMOCT
0T U30paHusl MPOTOKOT;

5.5.1.2. B XoJ1a Ha CTUMYJALIUATA OT JIeH 5 Wi 6 HATaThK (B 3aBUCHUMOCT OT
n30paHust MPOTOKOJI U PEAKIMSITA CIPSIMO CTUMYJIALUATA);

5.5.1.3. B meHs mpenud WIM HA TpWIaraHe Ha JIEKAPCTBEH MPOAYKT 3a
TpUTrepHpaHe Ha OBYJIALMATA U Bb3CTAHOBSIBAHE Ha Meilo3ara;

5.5.2. xenaTenHo € Jja ce u3cienBaT XopMoHamHUTe HUBAa Ha LH w/unu E2
u/umu P4 cnen 5/6 geH oT cTUMynanusTa BCEKH J€H WA TIpe3 JeH (B 3aBUCHUMOCT OT
n30paHusl MPOTOKOJI U PEAKIHITA CIIPSIMO CTUMYTIAIUATA);

5.6. 1aHHUTE OT W3CIEABAHMATA W IMpErjeAuTe, KaKTO U Ha3HAYeHUsITa ce
oTpa3siBaT B mnoaxoadumio odopmeH "IIpoTokonm 3a KOHTpoJIMpaHa oOBapHaliHa
XUTepcTuMyanus'".

6. IncemuHanus ¢ 06paboTeHHU CriepMaTo30UIH OT ChIIpYra (MapTHbOPA) WIH
JIOHOD:

6.1. ce mpoBex/1a OT JieKap ¢ KBAIM(UKALUATA, OTIpe/ieIeHa OT TO3U CTaH/IaPT;

6.2. ce oChILECTBSABA MO MHANKAIIMUTE, ONMUCAaHU B T. 3.5 OT TO3M pa3zen (3a
MHCEeMUHAIIMUTE OT ChIPYI/MAapTHBOP), CHOTBETHO T. 3.7 OT TO3U pazzxen (3a
WHCEMHUHAIIMHUTE OT IOHOD);

6.3. He ce mpeanpueMa MpH HAJIMYME Ha KOHTPAMHIUKAIMUTE, OMMMCAHU B T.
3.6 oT TO3M pa3zzen (3a MHCEMHHAIIMUTE OT ChIIPYI/MapTHHOP), CHOTBETHO T. 3.8 OT TO3U
paszen (3a ”HCEMUHAIMUTE OT JOHOP);

6.4. ce U3BBpIIBA ClIe]T B3€TO MHPOPMHUPAHO CHIIIACUE OT MAIUCHTHTE;

6.5. maHHWTE 3a W3BBpILIEHATa WHCEMHMHAIUsS ce oTpassiBar B "[IpoTokon 3a
W3BbpPUIEHA HWHCEMHHANMA'', B KOUTO OCBEH JAPYro H3pPHUYHO CE€ OTpa3siBa Jalld
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MHCEeMUHAIMATa € OT ChIpYra/mapTHhOpa WM OT JapHUTel, KaTo Ce 3alucBaT M
cpotBeTHuTe YIMH Ha nunarta.

7. Ilony4aBane Ha SHIEKIETKU Ype3 (OIUKYITHA TYHKIUS:

7.1. mon exorpad)CKu KOHTPOIT:

7.1.1. ce u3BBpLIBA OT JIEKap C KBATU(HUKAIMATA, ONPEACICHAa OT TO3H
CTaHAapT;

7.1.2. ce ochllleCcTBsIBA 1O UHANKALUUTE, ONTUCaHU B T. 3.9 OT TO3U pas3jern,

7.1.3. He ce mpeanpreMa Mpu HaJTM4YKUe HA KOHTPAUHAUKAIIMUTE, OTIUCAHU B T.
3.10 ot TO3U pazxemn;

7.1.4. ce u3BBpIIBA clie]] B3€TO HH(OOPMUPAHO ChIIIACHE;

7.1.5. ce wu3BbBpHIBA CJeA NpeIBapuUTeIHA MOATOTOBKA HAa MaI[MEHTKATa,
BKJIIOYBAIIIA:

7.1.5.1. canupane Ha BJIaraJInIeTo (IPOMUBKHU, MEIUKAMEHTH U Jp.);

7.1.5.2. nonxonsuia npemeaukanus (15 - 60 min npean myHKUIKATA);

7.1.6. ce u3BbpIIBa B aMOYJIATOPHHU YCJIOBUS TIPU U3IIBJIHCHH M3UCKBAHUATA
Ha TO3U CTaHAapT, Ha CTaHJapTa 1o "AHeCcTe3HOJIOrUs U UHTEH3UBHO JieueHue" B 4acTTa
3a aMOyJIaTOpHa aHECTE3UsI U JPYTd HOPMAaTUBHU U3UCKBAHUS;

7.1.7. ce u3BBpILIBA ClIe] OCUTYPEH BEHO3EH U3TOYHUK ChC UM O€3 mpuiaraHe
Ha JIOKaJIHa WM 00Illa KpaTKOTpaiiHa BEHO3HA aHECTE3Us;

7.1.8. ce u3BBpIIBA MPU IEPUOJUUYECH WU MOCTOSTHEH KOHTPOJI Ha BUTATTHUTE
[IOKa3aTely Ha MalUeHTKaTa (JUIlaHe, MyJC, KPbBHO HalsiraHe, HaCUIlaHE Ha KPbBTA C
KHCJIOpoI, ipu HeooxoaumocT - EKT);

7.1.9. ce ocbliecTBsIBa IOCPEACTBOM HENPEKbCHAT TpaHCBarvHajeH
exorpadcky KOHTPOJI C MOMOIITa Ha MYHKIMOHHHU WUIJIM 32 TPaHCBarvHajiHa SITUHUKOBA
OYHKIUS W TPUCTIOCOONIeHHs (BOJauu) KbM BarvHaJHaTa COHZAa Ha exorpada, KOUTO
cllefiBa J1a ca CTepUIIHH, 33 €JTHOKpaTHA UM MHOTOKpaTHa ynoTpe0a (crope]| ybTBaHUATa
Ha mpousBoauTens), Aa umar CE mapkupoBka; He ce paspemniaBa H3IOJI3BAHETO Ha
IpUCIOCOOEHH YCTPOHUCTBA U KOHCYMAaTHBH, IPEIHA3HAYESHHU 32 APYTH LIEIH, HE3aBUCUMO
nanu umat CE mapkupoBka;

7.1.10. ce ocblecTBsIBa, KaTO MyHKTUpaHuTe ¢ uriata (ot 1. 7.1.9) Gponuxymau
C€ aclupHpar ¢ aCHUpalloOHHAa [TOMIIa WX PbYHO C IIOMOIITA Ha CIPUHIIOBKH OT 00yueHa
aKylepka WIM CecTpa, KaTo B TOCIEIHMs CiIydail cliefiBa Ja ce JbpKM CMeTKa 3a
MPUJIOKEHOTO HETaTUBHO HAJSITaHE BBPXY aCIUpPATUTE, KOETO clieBa J1a HE HaJBUIIIAaBa
300 mmHg, xakTo M 3a BHJIA Ha CIPUHLIOBKUTE, KOUTO CIE/IBA J1a Ca rapaHTHPAHO OT
MPOU3BOJUTENS CTEPUIHM, €IHOKPAaTHH, AalMpPOT€HHM M HETOKCHYHU; IOIYYEHUTE
acnMpaTd ce TpeAaBaT B CTPYKTypaTa IO acHCTUpPaHa PENpoayKLIHs B MOIXOASIIA
OIaKOBKa (KOHTEWHEP - CHPUHLIOBKY, EIPYBETKU U JIp.) U HAJIEKHO ETUKETHUPAHU;

7.1.11. mpukirouBa cieA acHupalys Ha BCHUYKM JOCTBIIHHM 3a IYHKLHUS
dbonukynu ¢ pa3Mepu, mo-rojgemMu ot 10 mm, ciien KaTo JeKapsT, U3BBPIIAI MyHKIIHUITA,
ce yBEpH, ue JIMICBAT Oesie3U 3a BHHIIHO (T€HUTAIHO) WJIM BHTPEUIHO (a0JOMUHAIIHO)
KbPBEHE, U CJe]l KOHCYIITAIUS ¢ aHECTE3HOJIOT-PeaHuMarop; mpenopbyBa ce moxe 2 - 3-
4acoBO HAOJIIO/IEHHE Ha TAIIMEHTKAaTa C NEPUOIMYHO OTYUTAHE HA OIUIAKBAHUATA, OOIIOTO
CBhCTOSIHUE, KOPEMHUS CTaTyC, apTePHAIHOTO HaJIAraHe, MyJica U €BEHTYaJIHO TellecHaTa
TeMIIeparypa; Mpu JaHHU 32 HACThIIBAIllAa CEPHO3HA HEXKEllaHa PEaKIMs WM CepHO3eH
MHIUACHT CJe/lBa Jla ce MpelarpHeMar CIENIHO HEeOOXOIMMHUTE MEpPKH 3a I'bpPBUYHA
peaHnMaIMs U XOCTUTAIN3AIHS Ha KEeHATa;
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7.1.12. BCMUKM AaHHM 3a MIPOTUYAHETO HA IpoLEAypaTa Mo MoJy4aBaHEe Ha
OBOLIUTH CJIeJ[Ba 1a ObJIaT HAAJIE)KHO PETUCTpUpPaHu B JUCT 3a U3;

7.2. oz nanapoCKONCKU KOHTPOJL:

7.2.1. ce u3BBpIIBA OT JIeKap C KBalW(UKAIMITA, OINpeaeseHa OT TO3HU
CTaH/AapT;

7.2.2. ce OChIIECTBABA 110 MHIUKALIUKUTE, OMKCAHU B T. 3.9 OT TO3M pa3nedn;

7.2.3. He ce mpeAnpuemMa Mpy HaJIu4Yhe Ha KOHTPaWHIMKAIIMUTE, ONMCAHU B T.
3.10 ot TO3M pazuen;

7.2.4. ce u3BbBpIIBA Clie/ B3€TO MH(DOPMHUPAHO ChIIIACHE OT MAIIMCHTHUTE;

7.2.5. ce wu3BBpILIBA cjeA NpeaBapUTeIHa MOJArOTOBKA Ha MalMEHTKaTa
CBhIJIACHO  MEIUIMHCKUTE CTaHgapTd 1o "AKymepcTtBO U TUHEKosorus"' U
"AHecTe3n0I0T1s 1 HHTCH3UBHO JieueHue'"

7.2.6. ce U3BBPILBA NIPU YCIOBUATA, ONPE/ICTICHU B METUIIMHCKUTE CTAHIAPTH
1o "AKyIIEepCTBO U TMHEKOJIOTHS" U "AHECTe3U0I0TUs U MHTEH3UBHO JieueHue";

7.2.7. ce oChIIECTBsBA MOCPEACTBOM HENIPEKbCHAT JIATAPOCKOIICKH KOHTPOJ €
MOMOIIITA Ha MyHKIIUOHHU UTJIH 32 SHYHUKOBA MTyHKIUS, KOUTO CJIEJBA J1a ca CTEPUIIHH, 32
€HOKpaTHa WJIM MHOTOKpaTHa ymnorpeOa (cropea ymbTBaHHUSTa HAa IMPOU3BOJIUTEINS),
MPOU3BEICHN U cepTuuUIMpanu cropesa ctannapture, sb3npuetd B EC (ma nocsat CE
MapKUpOBKa); HE C€ paspellaBa M3I0JI3BAHETO HAa HWMVIM M JIPYrd KOHCYMaTUBH,
npelHa3HayeHu 3a Apyru uenu, HezaBucumo aanu ca EC ceprudunupanu (¢ CE
MapKUpPOBKa);

7.2.8. ce OChIIECTBSBA, KATO MMyHKTUpaHUTE ¢ urnara (T. 7.2.7) donukynm ce
acTiMpHpaT ¢ aclMpaldoOHHA TOMIIA WIM PBYHO C TIOMOIITA Ha CIPUHIIOBKH OT 0OydeHa
aKylIepKka WM CecTpa, KaTo B IOCJIEIHHUS CIy4ail cieiBa J1a ce AbpXKH CMETKa 3a
IPUJIOKEHOTO HETaTUBHO HAJSITaHE BBPXY aCHUpPATUTE, KOETO CJIE/BA Ja HE Ha/IBMILABa
300 mmHg, kakTo M 3a BUJa HA CIPUHIIOBKUTE, KOMTO CleABa Ja ca rapaHTUPaHO OT
MPOU3BOJUTENS CTEPUIHM, €IHOKPAaTHH, AalMpPOT€HHW M HETOKCHYHU; IOIYYEHUTE
acIupaTd ce IpeJaBaT B CTPYKTypara IO acUCTHpaHa PENpOAYKLHUsS B IMOAXOASILA
OIaKOBKa (KOHTEWHEP - CHPUHLIOBKY, EIPYBETKU U JIp.) U HAJJIEKHO ETUKETUPAHU;

7.2.9. npukiaoyBa ciel acnUpanus Ha BCHYKH JOCTBIIHM 32 ITyHKIIMS
donukynu ¢ pasmepu, mo-rosieMu ot 10 mm, cieq Karo jgeKapsT, U3BBbPLINI MYHKINATA,
ce yBEpH, ue JIUICBAT Oeie3U 3a BTPEIIHO (a0 J0MUHAIIHO) KbPBEHE; IPENOpHUBaA CE MIOHE
24-yacoBo HaONIO/IEHUE HA TAIMEHTKaTa C MEPUOJUYHO OTYHTAHE Ha OIUIAKBAHMSATA,
O0IIOTO CHCTOSIHWE, KOPEMHHUsI CTAaTyC, apTEepPUATHOTO HalsiraHe, MyJica U €BEHTYAJIHO
TeJecHaTa TeMIlepaTypa; IpH JaHHHU 32 HaCThIIBAIlA TEXKKA HEKEIaHa PEeaKIMsl WIH TEXKbK
UHIMJEHT CJelBa Ja ce NpeANpHeMarT CHEIIHO HeoOXOAMMHUTE MEpPKH 3a IbpBHUYHA
peaHuManys M XOCHHUTAJIM3alUs Ha JKEHaTa, aKo JIAapOCKONMITa € W3BbpIIEHA B
U3BBHOOJIHUYHHU YCIIOBUS;

7.2.10. BCMYKH TaHHU 32 MPOTHUYAHETO HA JANIapOCKOIHMATA U Ha MpoLeypaTa
10 MOJTyYyaBaHe Ha OBOLUTH Clie/iBa ja ObAaT HAAJIEKHO PErUCTpUpaHHU B JHCT 3a U3 u B
"IIpoTOKOJ 32 MpOBEAECHA JIATAPOCKONUSA'"'; HAa MAIUEHTUTE CE U3/1aBa U EIUKPH3a.

8. IlocraBsHe HAa eMOPHOHM B MaTOYHATa KyxuHa (eMOpuoTpancdep):

8.1. u3BBpIIIBA CE OT JeKap ¢ KBaTU(UKaLUATa, ONpeiesieHa OT TO3U CTaH1apT;

8.2. ochliecTBABa ce NpU HAIWYME HAa TOHE €IWH KayecTBeH (c ao0pa
Mop(hoIorus) MpeIMMIUIaHTAllMOHEH EMOPHOH, TIOJy4YEeH Clie/l IPEeIX0KIAI0 OIUIOKIaHe
WHBUTPO WX CJI€]l KpUOKOHCEPBAILU U pa3Mpas3siBaHe;

8.3. He ce nmpeanpueMa Npyu HaTMYUE Ha CIEAHUTE KOHTPAUHIUKAIUHU:
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8.3.1. akTMBHA BarMHaJHa/lIepBUKATHA MHPEKIHS UIH Ta30BOBB3MAIUTEIHA
bouecr;

8.3.2. pUCK OT TE€XbK OBAPUAJIEH XUIIEPCTUMYJIALIMIOHEH CUHIPOM;

8.3.3. nurica Ha IOHE e/IMH KaueCTBEH NPeAUMIITIaHTAllMOHEH EMOPHUOH;

8.3.4. nebenmHa Ha MaTOYHATA JIUTABHIIA, TO-Majka OT 6 mm, Ipeau 1a e
IPEINPUETO JICYEHUE 3a HEHHOTO yBEIMYaBaHE,

8.3.5. TeXKHU yCIOKHEHUS, CICICTBUE HA (POTUKYITHA MTyHKIINS;

8.3.6. npyru 3a00Js1BaHUs U CCTOSHUSA, IPU KOUTO 3a4€BAHETO, U3HOCBAHETO
U POJIOpA3pELICHUETO Ha eJHa OPEMEHHOCT € IMPOTHUBOIIOKA3aHO;

8.3.7. yCTaHOBEH XHJPOCAJIIUHKC €IHO- WM JIByCTPAHHO, HE3aBUCHUMO OT
BUJAa M CTENEHTa, KOMTO MMa KOMYHHUKAIMsl C MaToyHaTa KyXHHA, € OTHOCHTEIIHA
KOHTpauHIUKaIMs, KaTo € npenopbuntenHo ET na ce u3BbpIuBa ciiel OTCTpaHsIBaHE Ha
XUJIPOCAITUHKCA WIN PEHTTEHOJIOTMYHO JT0Ka3aHa JITIIca Ha KOMYHHUKAIM C MaTOYHaTa
KyXUHa,

8.4. ce U3BBPINBA ClIe] B36TO HHPOPMUPAHO CHIVIACKE OT MAI[UCHTHTE;

8.5. ce wu3BBpUIBA cleja IpeJBapUTelHAa IOJArOTOBKA Ha IAllMEHTKaTa,
BKJTIOYBAIIA:

8.5.1. mpu HeoOXOQMMOCT - CaHMpaHe Ha BIArajluueTo (IPOMHUBKH,
JIEKapCTBEHU MTPOIYKTH U JIp.);

8.5.2. nmpu Hyxaa - npemeaukanus (15 - 60 min npeau emOpuoTpancdepa);

8.6. ce u3BBpIIBA B aMOYyJIATOPHHU YCIIOBHUS CJIE] 3aJbJKUTEIIHO MPOBEACHA
TpaHCBarvHajiHa exorpagus 3a OlleHKAa ChbCTOSHUETO Ha AHYHUIUTE, KOpEeMHATa KyXUHa,
MaTKara, ¥ Mo-CIeIHaIHo - AeOeIMHa U BUJ HAa CHIIOMETPUYMA;

8.7. ce U3BBpIIBA C IOMOIITA HA YCTPOICTBA 3a MOCTaBiHE HAa €MOPUOHHU B
MaTOYHa KyXuHa (eMOpHOKAaTeTpH U BOJAuu 3a TAX), 32 €AHOKpaTHa (eMOpHUOKATEeTpH U
BOJIa4M) WJIM MHOTOKpaTHa yrnoTpeda (Bojaun) (Crope]l yirbTBaHHUATA Ha IPOU3BOAUTEINS),
MIPOU3BENEHN U cepTuduuupanu cnopesa cta”naprure, sb3npuetd B EC (ma Hocsat CE
MapKMpOBKa); HE ce€ paspelaBa H3IO0J3BaHETO Ha IPHUCIIOCOOEHU YCTpPOHCTBA U
KOHCYMAaTHBH, IPEIHA3HAYCHHU 3a IPYTH LenH, He3aBucumo ganu ca EC ceprudunmpanu
(c CE mapkupoBka);

8.8. ce ochbllecTBABa, Karo B MaTO4YHAaTa KyXxuUHa C€ IIOCTaBAT
NpeJUMIIaHTAllUOHHU eMOpPUOHM, YMITO Opoil HEe MoXKe Ja HaJBHIIaBa OIpPe/eIEeHUs
criopes To3u cTa”aapt B pasgen IV, 1. 5.5;

8.9. ce cumTa 3a OCBHIIECTBEH YCHEIIHO CcJeja IpoBepka OT Ouosora
(emOpuosiora) Ha WU3MOJI3BaHUS E€MOpPHUOKATETHP 3a 3aJbpXKAaHU B HETO E€MOpPUOHHU;
3a1bpKaHUTE eMOPHOHH MOTaT Jja ObAaT MOCTAaBEHH B MAaTKaTa C IOMOIIITA HAa HOB KaTEThP
B CHINMS JICH, Ha CleJBAIlUs JEH cJel KYITHBAlMs WJIM CBhXpPaHEHH dpe3
KPHOKOHCEpBalMs 3a TMO0-KbCeH eMOpuoTpaHchep 0puU JApYr CTUMYJIHUpaH WU
HECTUMYJIMPAaH IUKBJI cJIe]l HACTHITBAHE HAa OBYJIAIHSTA;

8.10. mpenopbuBa ce OCUTYPSIBAHETO Ha IOKOH Ha JKeHaTa B MPOIbJDKEHUE Ha
15 min cen emOpuoTpancdepa;

8.11. BCMUKM JaHHM 3a NMPOTUYAHETO Ha IOCTaBSHETO Ha eMOpPHOHHUTE B
MaTOYHaTa KyXWHa ciielBa Ja ObJaT HAAJIEKHO PETHCTPHpPAHH B JIMYHOTO JOCHE HA
NalMeHTa, KakTo U B ChOTBETHUTE JIOKYMEHTH, BOJCHHU B JJabopaTopusiTa M0 aCUCTHpaHa
PETIPOIYKIIHSI.
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9. XUrueHHO-TUEeTHYEH PEXUM, MTOJIbprKallla Tepanus npe3 JiyreanHaTa ¢aza
CJIe]l aCUCTUpaHa PENPOIYKIUs, paHHA TUAarHO3a Ha OPEeMEHHOCTTA, MOJAPHKKA Ha PaHHA
OpEMEHHOCT ClIe]] ACUCTHPaHa PETPOAYKIIUS:

9.1. XUTMEHHO-IMETUYEH PEKUM CJIe]] aCUCTUpaHa PENPOIYKIIHS:

9.1.1. Ha XeHUTE, HA KOUTO ca MPWIOKEHH (OIMKyIHA MYyHKIHS (TIOA
exorpad)cky WK JTJamapOCKOIICKK KOHTPOJ) U/WIIK MOCTaBsiHE HA eMOPUOHHU B MaTOYHATa
KyxuHa (eMOpuoTtpancgep), ce mpenopbyBa U3JaBaHETO Ha OOJHHYEH JICT 32 BpeMEHHA
Hepaborocnoco6HocT 3a 15 10 30 nHu;

9.1.2. Ha BCHYKHU XEHH, IPEMUHANIN IIpe3 MporpaMa 3a €AUH WIN IpYT BUA
acUCTHpaHa PerpoyKIus, cie/iBa 1a ce Mpenopbya:

9.1.2.1. BB3IBpIKaHE OT (3710)ynoTpeda ¢ aIKOXOJI, ITUTrapH, HAPKOTHIIH;

9.1.2.2. BB3IBpIKAHE OT TEXKBK (HU3UIECCKU TPY/I;

9.1.2.3. mpeana3Bane oT GU3HYECKU M XUMHUYECKH BPEIHOCTH (HOHHM3UpAIIH
JTbUCHUS, OPTAHUYHH PA3TBOPUTEIH U OTPOBH, TEKKU METAIIU U JIp.);

9.1.2.4. nonmydyaBaHe Ha IOCTATHYHO MTOYUBKA U HOIIIEH ChH;

9.1.2.5. mepku 3a peayuupaHe Ha CTpeca;

9.1.2.6. BB3IBpKAHE OT KOHTAKT C XOpa, BB3MOXHU HOCUTEIU Ha
WH(DEKIMO3HU 3a00JIBaHNUS;

9.1.2.7. mepopanHoTo mpuemMane Ha ¢oiueBa KuceauHa B jgo3a ot 0,4 - 0,8
mg/d.

9.2. Tommppkamia Tepamusi Npe3 JyreamHaTa (a3a - HAa BCUYKH JKEHH,
OpeMHUHATH Tpe3 MporpamMa 3a KOHTPOJIHMpAaHA OBAapUalHAa XUIEPCTUMYJALUS C
MOCJIEIBAIIO MHBUTPO OIUIOXKIAaHE U TpaHC(ep Ha eMOPHOHU B MaTOYHATA KyXHWHA, KAKTO
U TI0 TMpeleHKa clel WHAYKIMS Ha OByJalusATa W/MIU WHCEeMUHAlUs, CliefBa Jla ce
npernopbya JiyTealHa XOPMOHATHA MOIKPeTa.

9.3. Panna nuarHosa Ha OGpeMEHHOCT CJe]l aCUCTHpaHa penpoTyKIHs:

9.3.1. mocraBst ce Ha 6a3aTa Ha TPaHCBAarMHAJIHO €XOrpad)cko H3cleaBaHe
W/WJIM Ka4eCTBEH W/WIINM KOJIMYECTBEH TECT 3a OPEMEHHOCT (Haii-KOPEKTHO € ONPEeeITHETO
Ha CEPYMHO HHMBO Ha 0€Ta-4OBEIIKM XOPHOHTOHAJOTPONUH B MOTEHIIMAIHO OpeMeHHAaTa
KEHA);

9.3.2. "ObuoxumuuyHa" € BCsIKa OPEMEHHOCT, NMPH KOATO C€ MO3UTUBHPAT
TECTOBETE 3a OpEeMEHHOCT, CjeJ KOeTO CEepyMHHUTE HHBa Ha  YOBELIKU
XOPHOHTOHAIOTPOITMH CITMPAT J1a HapacTBaT WIIM 3all0yBaT Jia CIIajarT; ClieiBa Jia ce uMa
NpeaBHJI, Y€ KaueCTBEH TECT 32 OpeMEHHOCT MOXe J1a ce mo3utuBupa 10 10 auu cien
MPUII0KESHUETO Ha YOBEIIKH XOPHOHTOHAIOTPOITHH 3a JyTeaHa MOIKPera;

9.3.3. "knMHMYHA" € BCsAKa OPEMEHHOCT, P KOSTO ca MO3UTUBHU TECTOBETE
3a OpEMEHHOCT M C€ BU3YyaJu3HMpa €XOorpaCKu IUIOJNEH CaK C KBITHYHO MeEXypye B
MaToO4yHaTa KyXHHa, eMOpHOHAJIHA CTPYKTYypa ChC CHPACYHH IYJICALMH WM € HAIULE
M3BBbHMAaTOYHA OpPEMEHHOCT;

9.3.4. "texyma" (on-going) e Bcsika OpeMeHHOCT ciiesl HapbpiieHu 10 r.c. (T.e.
€ HaJMIle pa3BuBaIll ce GeTyc).

9.4. IToakpena Ha paHHAa OPEMEHHOCT CJIe] aCUCTUPaHa PENPOLYKIIUSA:

9.4.1. nanara ce mopaau (pakra, 4e rosiMa 4acT OT KEHHUTE ca C XOPMOHAITHU
CMYIICHUS KaTo MpUYMHA MM CBITBTCTBAIM O€3IUI0NMeTO, MOopajud Hamecara B
HOPMAJTHOTO (YHKIIMOHHWPAHE Ha OCTa XUIOTAIAMYC - XHITO(H3a - SHIHHUK - MaTKa dpe3
NpUaraHeTo Ha aHaJo3d Ha TOHAJo0iIMOeprHa, TOHAJOTPONMHM XOPMOHH, CTEPOUIHU
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XOpPMOHHM W JIPYrHM WJIM TOpaayd HAHECeHAaTa TpaBMa Ha SHYHHUIIMNTE IO BpeMe Ha
dbonuKynHaTa MyHKIHS;

9.4.2. MOXe /1a ce OCBIIECTBU C €AMH WIN I10BEYE OT CIEAHUTE JIEKAPCTBEHU
MPOIYKTHU:

9.4.2.1. 4oBeUIKM XOPUOHTOHAIOTPONMH B noaxosamu ao3u 1o 10 - 11 r.c.;
HE Cce MPEenopbuUBa MPHU PUCK OT TEKbK XUIEPCTUMYIAUOHEH CHHAPOM;

9.4.2.2. mporectepon mox (opmata Ha BaruHaJHU KPEMOBE WM OBYJIH,
WH)XEKIIMOHHO MYCKYJIHO WJIA MEPOPATHO B €KBUBAJICHTHHU 11031 110 12 - 14 1.C.;

9.4.2.3. ectpaguon g0 10 - 12 r.c.;

9.4.2.4. cna3MOJIMTHYHU arcHTH;

9.4.2.5. Butamunu (¢ponueBa KUCEIUHA, TOKOGEPOI, aCKOPOMHOBA KUCEITHHA
" 71p.);

9.4.2.6. npyru MeIMKaMEHTH N0 UHIUKAIUU;

9.4.3. npenopbuBa c€ XUTMEHHO-AUETUYEH PEXKUM, KAKTO € ONucaHd B T. 9.1.2;

9.4.4. npu HyXJ1a ce U3AaBaT JIMCTOBE 32 BPEMEHHA HETPYAOCIIOCOOHOCT U ce
penopbhYBa AOMAIICH WM CTalioHapeH pexkum "Ha jerio" (bed rest);

9.4.5. mpu BCHYKH CIy4aW Ha pa3BUBAIIA ce OPEMEHHOCT CJIe/ aCHCTUpaHa
pPENpOAYKIMs MPHJIAraHUTE IUArHOCTUYHO-JICYeOHU MEpONpUATHS Cle/Ba Ja ca MOJ
METOJIMYHOTO PHKOBOJICTBO Ha €KUIIA, OCHIIECTBIII ACHCTUPAHATA PEIIPOTYKIINS, UITH HAM-
MAaJIKOTO JIPYT €KUII C MOA00HA KOMIIETEHTHOCT.

10. EMOpuopenykiusra:

10.1. u3BbpmIBa ce OT Jekap ¢ KBanuuKaluara, OINpeaeseHa OT TO3U
CTaH/IaPT;

10.2. u3BBpILIBA CE MPU HATTMYKE HA PAa3BHUBAILla CE€ MHOTOIJIOJHA OPEMEHHOCT
C HAJIMYME Ha TMOBEYE OT JBa IUIOJHM CaKa B MAaTOYHATA KyXWHA, KATO CTPEMEKBT € J1a ce
MpUBEAT:

10.2.1. TpuruiogHUTE OPEMEHHOCTH - 10 ABYIUIOAHH WA €THOTUIOIHHU;

10.2.2. detupu- u MoBeYe UIOAHUTE OPEMEHHOCTH A0 JBYIUIOJHHU, KaTO MO
NPHUHIAIL, KAKTO W CleJl eMOpHOpEAyKIHs, HE c€ MpernopbuBa HW3HOCBAHETO U
poJiopa3peniaBaHeTo Ha OPEeMEHHOCT ¢ TTOBeYe OT JBa TUIOAA;

10.3. e BHCOKOpHCKOBA HHBa3WBHA MPOIIEypa, H3BHPIIBAHA IT0/] HEPEKbCHAT
exorpad)cki KOHTPOJ Ype3 TpaHCBarMHAIHA WM TpaHcabJOMHMHATHA MYHKIUS Ha
MaTOYHAaTa CTEHA W MaTOYHATa KyXHMHA W MPUIOKCHUE HA €IUH OT CJICJHUTE HAYMHU 3a
beTurma:

10.3.1. acnuparusi Ha CHIBPKUMOTO Ha TUIOJHUS Cak Oe3 MpujaraHe Ha
XUMHUYHU areHTH (B CPOKOBE Ha OpeMEHHOCTTa OT HAa4aloTo Ha 6 10 Kpast Ha 7 I.C.);

10.3.2. kapanolieHTe3a Ha eMOPHOHATHOTO/(DETATHOTO CHPIIE U AILTUKAIIHS Ha
pa3TBOp Ha KAIHMEB XJIOPHI (B CPOKOBE Ha OpEMEHHOCTTA OT Ha4ajaoTo Ha 9 mo kpas Ha 12
r.c.);

10.4. u3BBpIIBa CE MO MPELIEHKA Ha JICKYBAIHs €KUIl clie]l KOHCYITHpaHe Ha
KeHaTa M HeHHUS ChIPYT (TAPTHHOP), BHUMATEITHO Pa3sSCHSABAHE HAa Bh3MOXHHUTE PUCKOBE
OT WU3BBPIIBAaHE WJIM HEW3BBHPIIBAHE Ha TMpoleAypara U B3eMaHE Ha TIXHOTO
UH(OPMHUPAHO CHITIACHE;

10.5. He ce momycka emMOpHOpEAYKIHsS TpH ABYIJIOJHA OPEMEHHOCT IIO
KeJlaHWe Ha JKeHaTa, 0e3 METUIIMHCKH ITOKA3aHHUS,

10.6. u3BbBpIIBa ce cieq MOATOTOBKA Ha JKEHaTa, KakTO MpH (OTUKYTHA
MTYHKITHS;
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10.7. m3BbpmBa ce B aMmOyJaTOpHU YCIOBHS TOJ ICHCTBHETO Ha oOmIa
KpaTKOTpaliHa BEHO3HA aHECTE3Hs, [TPU HAJIMYUE HAa aHECTE3UO0JI0OTHYEH €KUMl U TOTOBHOCT
3a CIIEIIHA XOCTIUTATU3alHsl Ha )KeHaTa M U3BbPIIBAHE PU HEOOXOIMMOCT Ha OTlepaTHBHA
MHTEPBEHIINS; )KeHAaTa 0CTaBa I10]] aKTUBHO HAOJII0A€HUE U IIOKOH B IPOIBIKEHHE Ha TIOHE
4 Jaca;

10.8. BcHUKH 1aHHU 3a IPOTHYAHETO Ha eMOpHOpEeNyKLIUATA cae/iBa 1a Obaar
HaJJICXKHO PETUCTpUpaHU B JIUCT 3a 13 u Ha jkeHaTa J1a ce u3aje enuKpusa.

11. HaOupane, KOHCylITHpaHe M Ha3HauaBaHE Ha U3CIEIBaHMU Ha
[OTEHLIMAIHU JApUTEIN HA AULEKIIETKH.

11.1. O61mu noNoKEeHUs:

11.1.1. mOTeHHMATHUTE MJapuUTeNHM CieaBa Jnaa ca uHpopMmupaHu 3a
JUArHOCTUYHUTE IPOLEIYypHd M H3CIEIBAaHUATA, KOUTO I MM ObJAT NPHIOKEHH, U
IIPUYMHUTE 3a TOBA;

11.1.2. noTeHIMaIHUTE JAPUTENHN CIEIBA Jja Ca HAsICHO, Y€ TE3U U3CIIECABAHMS
U MIPOLIEypU MOTraT Ja A0BEJAT O OTKPUBAHETO HA HETIOAO3UPAHU OT TAX ChCTOSHUS WIN
6onectn (Bka. HIV, npyru TpaHcMucuBHU 3a00JiiBaHUS, XOPMOHAQJIHU HapyLICHUs,
TEHETUYHU aHOMAJIMH U IIp.);

11.1.3. mpu HaOupaHe Ha JApPUTEIM 3a OBOLMUTHU CJIeJBA J1a CE IOTHPCH
uH(pOopMaLys 3a €BEHTYATHHU NPEIX0XK AN JOHAIMU Ha CHIIOTO JHIE B APYTU Je4eOHU
3aBEJICHMS, KaTO Ce Clla3BaT U3UCKBaHuATa Ha T. 5.7 ot paznen 1V,

11.1.4. mpenopbuuTeHaTa Bb3pPaCT 3a JAPUTEIUTE € 10 38 TOAUHU, KaTo TOBa
ce MpeLeHsBa OT JIEKyBalllus JeKap;

11.1.5. moTeHUMaTHUTE AAPUTENN CIIE[BA Jla Ca HAsCHO, Y€ MoraT Ja ce
OTKa)KaT I10 BCAKO BPEME OT JOHOPCTBO 0 MOMEHTA HA U3II0J3BaHE HA TEXHUTE OBOLIUTH;

11.1.6. HegomycTUMO € J]a c€ OKa3Ba HATUCK BbPXY MOTEHIMAIHUTE TOHOPU
Ha SHULEKJIETKH OT CTpaHa Ha MEIUIMHCKH MEPCOHAN, MOTEHIIMATHU PELUITUEHTH, OJIU3KU
U POJHMHM Ha JIOHOpa WJIM Ja ce Impeajara obsiara u3BbH npensuaeHara B 1. 11.1.7
KOMIIEHCAIHS;

11.1.7. Bb3MOKHO € JOHOPUTE Ha OBOLIMTH J1a Ob/1aT 00€31IETABaHU B pa3yMHU
pasMepu 3a HalpaBeHM DPa3XOJ, KaTo OOIIMAT pa3Mep Ha KOMIIEHCAalMATa 3a €/Ha
npoueaypa 1o JapsiBaHe He MOXKe J1a HaIXBBPJIs TPU MUHUMAJIHU paOOTHHU 3aIljiaTH 3a:

11.1.7.1. mbTHHU;

11.1.7.2. 3a HacTaHsBaHEe U MPECTOII;

11.1.7.3. 3a orcheTBHE OT paboTa;

11.1.7.4. 3a mpuunHEeH TUCKOMQOPT UK O0NIKa;

11.1.7.5. nponycHaTu noisu (3aryoa Ha BpeMe, Ha IHEBHU NMPUXOJHU U Jp.).

11.2. CHemaHe Ha aHaMHe3a W KOHCYJATHUpPAaHE Ha MOTEHIHAIHU JapUTEIH
(MHTEpBIO):

11.2.1. HaOupaHeTo, KOHCYJITUPAHETO U HAa3HAYABAHETO Ha W3CIEABaHUS Ha
NOTEHLMAJIHU JOHOPU Ha SAMIEKIETKH CE€ OCBILECTBABA OT JIEKap, OTroBapsll Ha
M3HMCKBaHUATA HAa TO3U CTaHJAPT;

11.2.2. KOHCyATHpaIUAT JeKap cjelBa Ja CHEME MaKCHUMAaJIHO IOApoOHa
aHaMHe3a, 0COOEHO MO OTHOIIEHWE HaJUYMETO Ha: ChPJAEYHO-CHAOBU 3a00JSBAaHUS U
UCTOpUS Ha CBIOBU HHIUJAEHTH, NpEKapaHd OHKOJOIMYHM 3a00JIsABaHUS, KAaKTO U
dbamMuIHa UCTOPHS 32 HAJTMUYKME Ha XOPMOHAIHO 3aBUCUMH TYMOPH U APYTU CieUU(PUIHU
32005 BaHMsI 32 CEMEHCTBOTO Ha JapuTessi, Haii-Bede yHaclelseMHu 3a00JsIBaHuUs;
IpeKapaHy OT HEro MUHAIY 3a00JIIBaHUSI U XUPYPTUYHU HAMECH, B TOBA YUCJIO CIOHTaHHU
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abopTu, HATMYUETO HA POACHHU OT JOHOpA Jiela U TIXHOTO HEPBHO-TICUXUYHO Pa3BUTHE U
3a00JIsIBaHUA IPU TAIX;

11.2.3. KOHCYATHpAIIHST JIEKap CIe/IBa Ja CHEME TOpoOHa JInyHA U (pamMuITHA
MEIMKO-TeHEeTUYHA aHAMHE3a:

11.2.3.1. nmuyHaTa TeHETUYHA HUCTOPHs TPAOBA Ja M3KIIOYM MOTCHIMATHH
JIOHOPU CbhC CIEJHUTE 3a00JsBaHMS: TEXKKO MOHOICHHO 3a00JiiBaHE; TEXKbK BPOAEH
CTPYKTYpeH aedeKT ¢ MynTH(aKTOPHA/TIONUICHHA €THOJIOTUS (Ie(eKT Ha HeBpalHaTa
TpbOa, BpoJeHa ChbpAedYHAa MajndopMmauus M Jp.); U3BECTHA XPOMO30OMHA aHOMAIHS,
CBBbp3aHa C pPUCK 3a OoOpazyBaHe Ha HEOATAHCHUPAHU TaMETH, MMEPUUMILIAHTAIMOHHU
3aryOM, CIIOHTaHHU a0OpTH U paXkJaHe Ha Jella C XpOMO30MHHU 00JIecTH;

11.2.3.2. ¢pamunHara reHeTUYHA UCTOPUS TPAOBA J]a U3KIIIOYHM MOTEHIMATHH
JIOHOpH, KOUTO UMaT POJHUHHU OT ITbPBA CTEIIEH Ha POJCTBO (poauTen, Opat/cectpa, aeTe)
ChC CIEeTHUTE 3a00JIIBaHUS U CHCTOSIHUA: TE€KKO MOHOT€HHO 3a00JIBaHe, 32 KOETO HsMa
HaJIeXKJIeH TeHEeTHYEH TECT 32 ONpeeIsiHE Ha HOCUTEJICTBO; XPOMO30MHA aHOMAaJIUsl, OCBEH
aKO TOTEHIMAJIHHIT JOHOP HE € C HOPMAaJCH KapUOTHUIl; MHTENIEKTyaJleH AeHUIUT C
HEYTOYHEHA €THOJIOTHUS; TeXKa MajapopMalus ¢ MyaTU(HAKTOPHA/TIOJIMT€HHA €THOJIOTHS -
TpsiOBa Jja ce MpeLeHsIBaT OTAEIHO 32 BCEKU Cilydaid, KaTO C€ B3eMarT IPEJIBUJl TEKECTTa
Ha MajdopmauusaTa, OTHOCHUTEIHMAT PHCK 3a POJHMHHM OT BTOpa CTeNeH M oOmiara
NOIMyJallMOHHA YeCcToTa; (aMHUIHO MyNTH(AKTOPHO 3aboiisiBaHe ¢ TpeolIagaBarg
IeHETUYEH KOMIIOHEHT B €TOJIOIMATA U C TEXKH KJIMHUYHM HOCIECTBUS - TpsiOBa j1a ce
IpeleHsaBaT OTIEIHO 3a BCEKM Cilydail, KaTo ce B3eMaT MpeABUJ TEKECTTa Ha
3a00JI5IBAHETO, OTHOCHTEIHUAT PHUCK 3a POJAHMHM OT BTOpa CTelmeH M olIara
MOMYJIallMOHHA YECTOTa; MPU HAJIMYHU JJaHHU B CEMEWCTBOTO 3a N'€HETHUYHO 3a00JIABaHE,
3a KOETO MMa HaJleXJIeH NeHeTHYeH TeCT, Ce MPEernopbuBa HACOUBAHETO Ha JIOHOpa 3a
MEAMKO-TeHETUYHA KOHCYJITALlUsl U TEHETUYEH aHaJIN3;

11.2.4. KOHCYATHpAIUAT JIEKap MOXKe Ja ce MHPOpMHpa OT JIMYHHUSA JIeKap
(OIJI) Ha mOTEeHIMAHUS JOHOP 3a 3/JPAaBOCIOBHOTO MY CBCTOSIHUE W 3a BCHYKH
BB3MOKHU (PAKTOPH, KOMUTO MOTraT Ja ObAaT NpUYMHA 332 OTXBBPJISHE Ha KOHKPETHUS
JIOHOD;

11.2.5. n3rotBs ce npodui Ha JOHOPa, ChAbPIKAIL HHPOPMALUS 32 OCHOBHUTE
(eHOTUITHN XapaKTEPUCTUKH, KOUTO CE yHACJeAsBaT, KaTo IBAT Ha KOcCa U OYH, TEH Ha
KOXKaTa, pbCT, U JONBJIHUTEIHM JaHHU MO KeJaHWe, KaTo oOpaszoBaHue, mpodecus,
xobura u ap.;

11.2.6. noTeHIMATHUTE TapUTENHN Cle/Ba J1a ObAAT HAAJIEKHO HH(OPMUPAHH
3a BCUYKU 00CTOATENCTBA U (DAKTH, KaKTO M 32 BB3MOXKHUTE PUCKOBE M IOCIEACTBHUS,
CBBbp3aHM C TMPWIAraHETO Ha KOHTPOJMpAHAa OBapUallHA XUIEPCTUMYNALUs U
MOJIyYaBaHETO Ha SMIEKIeTKH upe3 (onMKyaHAa MYyHKUUS NOJ exorpacku HiIn
JarmapoCKONCKH KOHTPOJI, CIIeJ KOETO Jla Ce€ B3eMe TAXHOTO HMH(OPMHUPAHO ChIJIACHUE;
3aIBJDKUTENHO € MPH B3eMaHe Ha MH()OPMHUPAHOTO ChIVIacue Aa ObJaT yIOCTOBEPEHH C
abCOJIIOTHA CUTYPHOCT JIaHHUTE 3a JIapHUTENsl, KOUTO Ja MO3BOJSAT HEroBaTa €IHO3HauHa
UACHTU(PUKAIMSA OT KOMIIETEHTHUTE JIMIIa U OPTaHU MO0 ChOTBETEH Pel;

11.2.7. koraro mnoOJIy4eHUTE OT JAOHOp SHMIEKIETKM LI€ ce MOoJa3BarT 3a
acUCTHpaHa PenpoAYKIHs IPU aHOHUMEH PELUITUEHT, ClIe/[Ba J1a CE OCUTYPU AaHOHUMHOCT
U Ha JapuTels U ToU 1a ObJe yBepeH, 4e Ta3u aHOHUMHOCT I1ie O'bJIe 3ara3eHa;

11.2.8. moTeHIMATHUTE aHOHUMHU JapUTEIH CJIe/IBa Ja ObJaT YBEIOMEHH, Y€
UM € 3a0paHeHo J]a IPaBAT KAKBUTO U J]a OWUJI0 MOCTHIIKH 33 YCTAHOBSIBAHE CAMOJIMYHOCTTA
HA aHOHUMHUS PELUITUEHT (PELUIUEHTH ) Ha TEXHUTE OBOLIUTH;
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11.2.9. Touku 11.2.7 u 11.2.8 He ce OTHACAT 10 JAPUTEIUTE HA OBOLUTHU 3a
TEXHH OJM3KU WM POJHUHU OT 3KEHCKH I10JI MO MpaBa JIMHUSL.

11.3. Kputepuu 3a 0100psiBaHe Ha TaPUTEITU HA OBOIUTH:

11.3.1. BB3pact: cbriacuo wi. 13, an. 1, 1. 1;

11.3.2. na He ca MOCTaBEHH IOJ] 3aMPEIICHUE;

11.3.3. moHe €THOKPATHO pealu3upaHa pernpoayKTHBHA QYHKIHS (TOHE €HO
JKHUBO JIETE);

11.3.4. nurica Ha TMYHA WIK CEMEHHA HCTOPUS 3a HACJIEACTBEHHU 3a00JIIBaHUS;

11.3.5. nmurca Ha JAHHM 33 TA30BOBH3IAIMTEIHA 00JICCT;

11.3.6. nurca Ha TMYHA aHAMHE3a 3a TPAHCMHUCUBHU 3a0015IBaHNS,

11.3.7. neratuBHu TectoBe (numnca Ha uHbeknus) 3a HIV, HBV, HCV u
cudmuc;

11.3.8. nmunca Ha 3a00sBaHMS U ChCTOSHUS, KOUTO KPUAT CHIIECTBEH PUCK 32
3[IpaBETO M KMBOTA Ha JApUTEIls WIK 33 yBPEXkJAaHe Ha HeroBara ObJella penpoayKTUBHA
CIIOCOOHOCT;

11.3.9. He ce pa3pemiaBa JOHOPCTBO Ha OBOLIUTH OT KEHH C €UH OTCTPAHEH
SMYHUK WJIA TaKUBA, KOUTO Ca C €UH STHYHUK 110 POXKICHHE.

11.4. HeoOxoauMu U3CIIeIBAHUS M IPETIICIN:

11.4.1. 3a TpaHCMUCHUBHU 3a00JIIBaHUS - CEPYM:

11.4.1.1. Anti-HIV-1,2 unu HIV Ag/Ab;

11.4.1.2. HBsAg u Anti-HBc;

11.4.1.3. Anti-HCV wiu Anti-HCV Ag/Ab;

11.4.1.4. HTLV-1 npu unaukanuu;

11.4.1.5. (cnenuduyen) 3a cudumc;,

11.4.2. uepBukanna uuronamaska (PAP);

11.4.3. MUKPOOHOJIOTHYHO U3CJIEIBAHE HA BIATAUIICH/IIEPBUKATIEH CEKPET;

11.4.4. XopMOHATHH U3CJIEABAHUS B HAYAIOTO HA MEHCTPYaJTHUS UKD,

11.4.5. ruHeKoNOTUYeH Mperiea U TpaHCBaruHalHa exorpadus Ha MajTbK Tas3;

11.4.6. IIKK, CVYE, ouoxumust u xemoctasa (1 - 7 qau npenu GonukyaHaTa
MYHKLHUA).

11.5. Jlaputenun Ha SHIEKIETKHM MoraT na ObJaT W JHIA, KOUTO HMAaT
KPUOKOHCEPBUPAHU SHIEKIeTKH. HeobxonuMo e Te3u nuia Ja OTroBapsT Ha YCIOBUATA
3a Mo00p Ha JOHOPH, KaTO BB3pacTTa ce€ B3eMa MpEeJBUJ KbM MOMEHTA Ha JapsBaHE U
3amMpas3sBaHe Ha AWIEKIETKUTE. 3aIb/DKUTEIHO CE€ IOBTAPAT BUPYCOJIOTUYHUTE
u3cnenBanus. Jlaputensar npenocTaBs HOTApUATHO 3aBEpPEHa JIeKJIapalus, 4 JoOOPOBOJIHO
JapsiBa penpoayKTUBEH MaTepual.

11.6. Japutenu Ha eMOpwoHM Morar ja ObJaT W JIKMIA, KOUTO HMAT
KpHUOKOHCepBUpPaHU eMOprnoHn. Heo0XoauMo e Te3u Juia Ja OTroBapsIT Ha H3UCKBAHUATA
3a MOA00p Ha JIOHOPH IO Ta3u Hapeada. 3aabIKUTEITHO C€ TTOBTAPSAT BUPYCOTOTHIHUTE
M3CIIe[IBAHMS] B MOMEHTA Ha JapsiBaHE M HE MO-paHo OT 6 Mecena clie]l mpoleaypara mno
OTUIOXKIAHE W pEATM3UPAHETO Ha JKUBO paXKJaHe MpHU TalueHTkarta. Jlapurenure
MPEIOCTaBIT HOTapUaTHO 3aBepeHa JeKIapalus, 4e€ U ABamara MapTHbOPH T0OPOBOIHO
JapsiBaT PENpOayKTUBEH MaTeprall.

11.7. lapern eMOpHOHM MOTAT J1a Ce MPEOCTABIAT aHOHUMHO OT €/IHa JIBOIKa,
caMo Ha €JIHa IBOMKA WJIA €IUH PEIUITHECHT.

12. WMHpukanuu 3a acUCTUpaHa PENpPOAYKIHUS C JOHOPCKH KIIETKH WIIU
eMOpPHOHH:
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12.1. npexxneBpeMeHHa SHYHUKOBA HEOCTATHYHOCT - €CTECTBEHA (M3YepIiaH
AWYHUKOB pe3epB) WM SATPOr€HHA BCIEICTBUE Ha Olepauus, XUMHOTEepanus WIn
JTbUEJICUCHUE;

12.2. reHeTHYHM 3200J15BaHUsI, KOUTO BOJIAT JIO HEPA3BUTHE HA SMYHUIIUTE
WIN 10 00pa3yBaHETO HA HETOJHH AUIEKICTKH;

12.3. HaJIMYMETO HA TEXKKU I'€HETHUYHH 3a00JsBaHMS, KOUTO KPUSAT PUCK OT
npeaBaHe B MOKOJICHUETO U 0e3 Ipyra Bb3MOXKHOCT 32 IMPEBEHIINS;

12.4. Hanu4Me Ha MOHE TPU HEYCHEIIHU OMUTAa CbC COOCTBEHM SIMICKIETKH
Mopajy JIOmI OTTOBOp, JIOMIO KAauyeCTBO HA OBOIMTHTE/€MOPHOHUTE W IIMIICA HAa
UMIUIAaHTALUA.

13. KoHTpanHauKaIu 3a aCUCTUPAHA PENPOLYKIUS C TOHOPCKU SHLEKIETKU
WM eMOpPUOHHU:

13.1. HanmumMe Ha TpUIpPYKaBaIIK 3a00JIIBaHUS U CHCTOSIHUA, MPH KOUTO
3a4eBaHETO, U3HOCBAHETO M POJIOPA3PELICHUETO Ha OPEMEHHOCT € MPOTHBOIIOKAa3aHO U
KPHST PHCK;

13.2. HanuuKMe Ha KOHTPaWHAMKALIMY 32 U3BbPLIBaHE HA eMOpHOTpaHcdep;

13.3. HacThIBaHETO Ha €CTECTBEHaTa MEHONAay3a IIpU PELUIIUEHTa €
OTHOCHTEJIHA KOHTPaUHIUKAIMs, KaTo ce MPernopbhyBa Jia He Ce U3BbPIIBAT IIPOLEAYPH C
JIOHOPCKHU OBOIIMTH/€MOPHOHY Ha )KEHU CIIe/l HaBbpIIBaHe Ha 51 roauHu.

14. Jluncara Ha KOHTpaMHIMKAIlMM C€ YJIOCTOBEpsBAa JOKYMEHTAJIHO C
HaJIMYME€ Ha CTAaHOBUIIE OT KapAWOJIOI, MaMoOJOI W MHTEPHUCT 3a JIMIICAa Ha
IPOTHBOIIOKA3aHKE 3a 3a0peMeHsABaHe, KOUTO Jia ObJaT U3/1aIeHU He IoBeue OT 1 roanHa
Ipey IPOBEX1aHe Ha HHBUTPO MPOLEaypa.

Pasznea VII
Hacoxu 3a 0Mo10rn4Ho-1200paTOPHHU METOAM NIPH U3BbPIIBAaHE HA
ACHCTHPAaHa PEeNnpPoOAYKIHA

1. OOmm uW3MCKBaHUSA: BCUYKM OMOJIOTMYHO-TA00OPATOPHU METOIU Ce
U3BBPIIBAT:

1.1. camo ot mpaBocnocooHuTe Jniia o pazzaen I, T. 5 u 6;

1.2. mpu cnia3BaHe Ha Ta3u Hapeaoa;

1.3. B cpeu 1 ¢ KOHCYMaTUBH, KOUTO ca:

1.3.1. 3a eaHoKpaTHa ynorpeoa;

1.3.2. crepunnuy;

1.3.3. HIUTOHETOKCUYHU,

1.3.4. uzrotBenu cbraacHo npuerure ctanaapti B EC u umar ceprudukar 3a
TOBA;

1.3.5. B CpOK Ha TOJTHOCT;

1.4. npu cna3BaHe Ha W3MCKBaHUATA 3a ETUKETUPAHE HAa Marepuaiga u
OCHUTYpsIBaHE Ha YCIIOBHUS 3a MPOCIEAIEMOCT ITbTS Ha MaTepuana, KoiTo ce 00paboTsa, u
KOHCYMAaTHUBUTE, KOUTO CE M0JI3BAT;

1.5. B KOHTpOIMpPAaHH yCIOBUS Ha OKoJIHATa cpena (cbri. paszaen VIII), korato
TOBa € HEOOXOJMMO M € OT KPUTUYHO 3HAa4YeHHE 3a KayecTBOTO U O€30MacHOCTTa Ha
KJIETKUTE;

1.6. cnopen pasnucanu, Bauaupanu u ogoopenu COIL

2. ExcriepTH3a Ha criepMaTO30MIH 3a IeTUTe Ha aCUCTHpaHaTa penpoayKIIHS:
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2.1. U3BBpIIBA CE CBHITIACHO MOCIEIHHUTE NMyOnuKkyBaHu kKputepun Ha C30
W/WIm CTpUKTHHUTE KpuTepuu Ha Kprorep 3a mopdonorus Ha cnepmarozouaute (B
CIIy4auTe, KOraTo M3CJICIBAHUAT MaTepUall € IOJyUEeH Upe3 eAKyIalns);

2.2. ce OCBILECTBsIBA CJIEl OJyYaBaHE HA CEMEHHA TEYHOCT OT MbKa - 00EKT
Ha U3CJIE/IBaHE, YPE3 €IUH OT CIEAHUTE HAUNHU:

2.2.1. upe3 mactypOanms;

2.2.2. ype3 eNeKTPOCTUMYJIalMsl Ha eAKYIalUITa;

2.2.3. upe3 nepkyranHa ouorncus Ha enuauauma (PESA);

2.2.4. ype3 mukpoxupyruyna ouorncus Ha enuauauma (MESA) wnn tectuca
(TeSE);

2.5. ce oChLIECTBSIBA IOCPEACTBOM:

2.5.1. MUKpPOCKOIIHPAHE HA CLIEPMATO30M/IH;

2.5.2. xomnioTepHOAacucTHpaH criepmaieH ananus3 (CASA);

2.6. BOU 10 TeHEPUPAHETO Ha HH(pOpMalKs, KOSTO Ce 3allMCBa B CbOTBETHUTE
perucTpu, BepXy ¢um 3a "Pe3ynraT OT criepMaieH aHanu3" WK B ChOTBETEH pa3Jien Ha
eMOPHOJIOrMYHMSI TPOTOKOJI M/WIIM KOMITIOThpHA 0a3a JaHHU.

3. O6paboTka Ha cCeMEHHA TEYHOCT 32 IIEJNTE Ha ACUCTHpAHATa PEIPOTYKIIHS:

3.1. BKJIIOUBA METO/M 32 U30JIMPAHE HA CIIEPMATO30MAU U TAXHATA CeNEKLHUs
ypes:

3.1.1. uentpodyrupane B XpaHUTEJIHU CPEIU U IITBTHOCTHU I'PAJUCHTH;

3.1.2. npomMuBaHe B XpaHUTEIHU CPENH;

3.1.3. ceauMeHTauus, pEeCyCHEHIUpPAaHE WM HU3IUIyBaHE (Swim-up) Ha
M30JIMPAHUTE CIIEPMATO30UH;

3.1.4. MukpodayunHa cucrema (MHUKPOYMII) 32 M30JMpPAaHE HA YOBEILKU
CIEpPMaTO30M/1H;

3.1.5. MACS (Magnetic activated cell sorting) - MarHMUTHO KJIETHYHO
cenapupane Ha criepMaTo3ouau ¢ Bucoku HuBa Ha JIHK ¢parmenrtanus;

3.2. BOOM W [0 TeHEepupaHeTo Ha HHpOpMaIMs, KOSTO Ce 3alucBa B
CBOTBETHUTE PETUCTPHU, BHPXY (uill 3a "Pe3ynTaT oT 00padoTka Ha CeMEHHA TEUHOCT' UITH
B CbOTBETEH paz/iesl Ha eMOPUOJIOTHYHUS POTOKOJ U/UIM KOMIIOThPHA 06a3a JaHHU;

3.3. oOpaboTkaTta Ha CEeMEHHAa TEYHOCT 3a LEIMTEe Ha AacHCTHUpaHaTa
penponykuus oT XMB-Mo3uTHBHM M XEMaTUT-MO3UTHBHM NAalMEHTH CE€ W3BbBPIIBA
pa3enHo OT OCTaHAMTE MalMeHTH, npu cienaHe Ha crenuanuu COIl 3a o6paboTka u
NpeYrCTBAaHE Ha esKyjara OT BUPYCHM YacTHIM, KaTo NHpeau ymoTpeda mpoda or
peyucTeHus Marepuai ce uscnenasa upe3 NAT 3a nanuuue Ha BupycHa JIHK/PHK.

4. CpxpaHeHHE Ha CIIEpMaTO30UIU:

4.1. 3a HemocpeacTBEHA yroTpebda (10 24 vaca) ce U3BbpIIBa MIPHU CTaliHA WIIH
TeJlecHa Temreparypa (B HMHKyOaTOp/TepMOCTaT), B XPAaHUTEIHH CPEIH B 3aTBOPEHH,
€TUKETUPAHU KOHTEIHepH (epyBETKH U JIp.);

4.2. 3a IO-ABITU NEPUOIM CE OCBUIECTBSIBA UPE3 KPUOKOHCEPBALU:

4.2.1. cnen mpubaBsiHE HA TOIX OIS KPUOTIPOTEKTOP;

4.2.2. B moaxoAd1l eTUKeTHpaH (KOAWpaH) KpHOKOHTeHHep (cryovial, mefiera
¥ 71p.);

4.2.3. cnen mpoueaypa Ha 3aMpassiBaHe MO CHOTBETEH IPOTOKON Chc/Oe3
MOMOIIITA Ha aBTOMATHU3HPaH 3aMpa3UTell;

4.2.4. y mocTaBsiHE B MOAXO/IAII 32 CbXPAHEHUETO JH0apOB ChJ (32 TEYEH a30T)
WM HUCKOTEMIIepaTypeH ¢ppusep (¢ rapaHTupaHa TeMmneparypa, no-aucka ot -130 °C);
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4.3. cpXpaHsBaHE Ha CHEPMATO30MAM OT TMALMEHTH C MOJOXKUTEITHH
CEPOJIOTMYHU PE3YyITAaTH 32 HOCUTEJICTBO HA TPAHCMUCUBHU MH(EKIIUHU CE OCHIIECTBSIBA B
MOCBETEHH KPUOCHIOBE OTICIHO OT OCTAHAJIUTE MAllMEHTH, KaTo 32 MHHUMHU3UpPAaHE Ha
pHCKa OT KPOCKOHTaMHUHAIUS Cce MPEnophuBa ChbXpaHeHHe B ra3oBa (asza (Ha a30THU Mapy)
B TNOJXOJAAIIM 3a LENTa KPHUOCHIOBE M MpPU CTPUKTEH KOHTPOJ HA TEMIEpaTypHUTE
MHTEpPBAJIH;

44. Boogu W JO TeHEpUpaHETO HAa WHOpMAIUs, KOATO CcJleiBa Ja ce
perucTpupa B ChOTBETHHTE PErMCTPH, MOJXOMSI] MPOTOKOJI W/MIU KOMIIOThpHA 0a3a
JTAHHU;

4.5. ce u3BbBpIUIBA Cle]l MOJTyyaBaHe HA MUCMEHO MHGOPMHUPAHO ChITIACUE OT
NalMeHTa, B KOETO € 3asBEH MPEANOYUTAHUAT OT HErO JOTOBOPEH CPOK 32 ChXpaHECHHE,
KaKTO U BOJIATA My IO OTHOLIEHHE HA Pa3MOPEkIaHETO ¢ KPUOKOHCEPBUPAHUTE TaMETH:

4.5.1. cnen n3TUYaHe HA JOTOBOPEHUSI CPOK 3a ChbXpaHEHHE:

4.5.1.1. GnokupaHe U YHHILIOKaBaHE;

4.5.1.2. napsiBaHe 3a Hay4YHHU U3CJIEIBAHMUS;

4.5.1.3. napsiBaHe 3a U3MOJ3BaHE B MPOIIEIypa M0 ACUCTUPAHA PEIPOTYKIIUSI
Ha aHOHMMEH PEIHUIHMEHT; B TO3W CIydail MarmueHThT TPsSOBa Ja OTroBapsi Ha BCUYKHU
M3HMCKBaHUS 3a JJOHOP HAa raMeTH, BKJ. Ja JaJie ChIJIache 3a MOBTOPHU CEPOJOTHYHU
U3CIIEBAHMS 32 TPAHCMHCHBHM WH(EKIMH HE TMO-paHo oOT 6 Mecema cieq
KPHOKOHCEPBUPAHETO HA TAMETUTE;

4.5.2. B city4aii Ha CMBpT:

4.5.2.1. GnokupaHe U YHHUILOKABAHE;

4.5.2.2. napsiBaHe 3a Hay4HU U3CIIEABaHMS;

5. IlpenocraBsiHe Ha CLIEPMATO30HIU B APYTH JICUCOHH 3aBEICHUS:

5.1. ce U3BBPIIBA IPHU €1HA OT CIACTHUTE BH3MOKHOCTH:

5.1.1. mpu MapTHBOPCKO JapsiBaHE - B KPUOKOHCEPBUPAHO CHCTOSHUE WIIH
cien o0paboTKa 3a MHTpayTepUHHA MHCEMUHALUS;

5.1.2. npu HEMapTHBOPCKO AapsiBaHe - B KPHOKOHCEPBUPAHO ChCTOSIHUE WIIH
cliesi pa3MpassiBaHe 32 HHTPayTepHUHHA HHCEMUHAIIHS,

5.2. ce Wu3BBpUIBA, KaTO TMpEJaBaHETO U TPAHCIOPTUPAHETO Ha
CIIEpMATO30MINTE CE€ OCBHINECTBIBA C TPAHCIIOPTEH JUCT (MaHU(DECT) U MPUIPYKUTEITHO
nucmo (¢umr), c aTpudyTH ChITIACHO TO3U CTaHAAPT;

5.3. TpeOoCTaBsIHUTE CIIEPMATO30UIHN 3aIBJDKUTEIHO C€ TPHUAPYXKABaT OT
IOPOTOKOJI, ChIbpXKAall HHPOpPMALUs 3a H3MOJI3BAHUTE JIAOOPAaTOPHU METOIU U
KOHCYMaTHBH 3a €KCIEepTH3a, 00paboTka W KPUOKOHCEpBAIHs, KAKTO M 3a MepHojaa u
YCIIOBUATA HA ChbXPAHEHHE.

6. [Ipuemane Ha criepMaTO30UIU OT APYTH JIEUEOHU 3aBE/ICHUS:

6.1. ce pa3peraBa eTMHCTBEHO aKo MPEI0CTaBAIIATa OpPraHu3alus IPUTEKaBa
BAIMHO pa3pelieHne/yI0CTOBEPeHNnEe 3a JACWHOCTH MO0 acUCTHpaHa PENpOAYKIUs Ha
TepuTopHsATa Ha beirapus wnm apyra cTpaHa - wieHka Ha EBponelickus ¢bio3, U3/a/ieHO
OT CHOTBETHUTE KOMIIETCHTHHU OPTaHH;

6.2. ce paspemiaBa, ako JIEHHOCTUTE IO B3eMaHe, eKCIepTHusa, o0paboTka,
eTHKETHPAaHe U ChXpaHSIBaHE Ca M3ITBIHEHW B CHOTBETCTBHE C M3UCKBAHHITA HA TO3U
crangapt w/wiu nupektuBu 2004/23/EC, 2006/17/EC u 2006/86/EC, kato TOBa ce
YIIOCTOBEPSIBA C IOAXOIAI CEPTUPHUKAT WITH TPOTOKOJT;
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6.3. mpu mnpuemMaHe Ha CIEPMATO30HMIU OT JIEYeOHO 3aBeICHHE W3BBH
boearapust ce HoTHduUMpa oT M3mbiHuTeTHATA areHIUs "MeauIMHCKH Haa30p" mpeau
nocJie/iBaila ynorpeoa.

7. Excrieptusa Ha onuKynapHu TEUHOCTH U OBOLIUTH:

7.1. BKJIIOYBA JEHHOCTHU 1IO:

7.1.1. excnepTtu3a Ha (HONMKYJIApPHU TEYHOCTH, MOJYUYEHU OT CHIIOTO WM
Jpyro JeueOHo 3aBe/IeHHE;

7.1.2. unentudukanys Ha OBOLUTHO-KYMYIIYCHH KOMILIEKCH;

7.1.3. ekcriepTH3a Ha OBOLMTH IPEIU OIUIOXKIAHETO MM 4Ype3 KIaCHUeCKO
WHBHUTPO WJIM UHTPAIIUTOIUIaA3MEHO MHXEeKTHpaHe Ha ciepmaroszouau (ICSI);

7.1.4. excnepTh3a Ha OBOLIUTU 32 OLIEHKA HA OIUIOXKJIAHETO WM 4Ype3
KJIAaCMYECKO HWHBUTPO OIUIOKIAaHE WM UHTPALUTOIIA3MEHO WHXKEKTHpaHe Ha
cnepmatozouau (ICSI);

7.1.5. excniepTr3a Ha OBOLIUTHU IIPEIU U CIIE/l KPUOKOHCEPBAIUs;

7.1.6. excrieptr3a Ha (DONMKYTAPHU TEYHOCTH W OBOIUTH MPETU TAXHOTO
YVHUIIL[0’KABAHE;

7.2. n3BBpIIIBA CE:

7.2.1. upe3 MUKPOCKOMHUPAHE ChC CTEPEOMUKPOCKOII, UHBEPTEH MUKPOCKOM 1
Ap.;

7.2.2. npu Hy*)7aa ¢ GOTO- W/WIHU BUACOIOKYMEHTHPAHE;

7.2.3. B KOHTPOJIMPAHU YCIIOBUSI ChC CTPEMEXK 32 MUHHUMAJIHA €KCIIO3UIIMS Ha
dakTopuTe Ha BHHILHATA CPEa;

7.3. BoaM 10 TeHepupaHe Ha MH(poOpMalus, KOSTO CJe/Ba Ja Ce 3alucBa B
CHTBETHHUTE PETUCTPU U eMOPHOJIOTHYEH MMPOTOKOJI /UM KOMITIOThPHA 0a3a JaHHU.

8. OOpaboTKa Ha OBOIIUTH:

8.1. BKIIIOUBA IEHHOCTH MO:

8.1.1. mpexBbpIIiHE Ha OBOLUTH OT €IMH KOHTEHHep (MeTpH, eNpyBEeTKa) B
ApYT;

8.1.2. mpomMuBaHe Ha OBOLIUTHU C XPAaHUTEIHHU CPE/IH;

8.1.3. MaHumynanuu BBPXY KyMYJIyCHHUTE KJIETKH M KOpoHaTa (corona
radiata);

8.1.4. kynTUBaIUs B XpaHUTEIHU CPEIH MPU KOHTPOIUPAHU YCIOBHS;

8.1.5. unHceMuHHpaHE Ha OBOIMTH CBC CYCIEH3US OT o00paboTeHu
CIIEPMAaTO30H/IU B XpaHUTEIIHA CPE/a;

8.1.6. omIoXJIaHE Ha OBOLUTH 4Ype3 MHXKEKTHUpPAaHE Ha EIUHUYHU
cnepmaro3ounau (ICSI);

8.2. BoW 10 TeHepupaHe Ha MH(pOpPMAIMs, KOSTO ClIeJ[Ba Ja C€ 3alucBa B
CHOTBETHUTE PETHUCTPU M eMOPHUOIIOTHYEH MPOTOKOJ W/HIIM KOMIIOThpHA 06a3a JaHHHU.

9. Excnieptu3a Ha IpeIMMILIAHTAllUOHHN €EMOPHOHU:

9.1. BKIItOUBA IEWHOCTH TIO:

9.1.1. oueHka Ha 3UTOTH IO OTHOLIEHHWE Ha OpoOs, Pa3MONIOKEHUETO U
CTPYKTypaTa Ha MPOHYKIEYCUTE UM, TOJSPHUTE UM Telllla, IMTO30J1a, KAKTO M Ha HIKOU
JIpYTH MOKa3aTesu;

9.1.2. oueHka Ha eI C€ MPEeIUMIUIAHTALIMOHHU eMOpHUOHH (10
KOMITAaKTH3aIMs) TI0 OTHOIIIEHHE Ha Oposi, popmaTa, pas3moI0oKeHUETO U CTPYKTypaTa Ha
6nmacromepute uM, zona pellucida, HanmuuneTo u ekcreH3uBHOCTTA (B % OT 0OLIHsT 00eM)
Ha aHyKJIeapHUTe (parMeHTH, KaKTO U Ha HIKOM JIPYTH IOKa3aTesu;
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9.1.3. omeHka Ha MNPEAUMIUIAHTAIIMOHHU €MOPUOHH - OJIACTOIMCTH, IO
OTHONICHHE Ha CTPYKTypaTa W CTENeHTa Ha pa3BUTHE Ha Ojacrtonucrta, obema Hu
CTpyKTypaTa Ha OjacToLMCTHaTa KyXMHAa M BbTpeEIlIHaTa KJIeTbYHAa Maca, Opos u
MoponorusTa Ha Tpo(eKTOAePMATHUTE KIETKU U IPYTH MMOKa3aTeNu;

9.1.4. cenexkuus Ha TNPEAUMIUIAHTAIIMOHHM EMOPHOHU 3a TIIOCTaBSHE B
MaTOYHaTa KyXHHa, KaTo ce MpenopbyuBa BCAKO JeueOHO 3aBEICHUE Ja MT0JI3Ba CTaHIapTHA
CKOpOBa CHCTEMa 3a KadyecTBO Ha eMOpuoHHTE (BKJI. pa3paboTeHa COOCTBEHA HIIU
MoaudHUIIIpaHa);

9.2. u3BbpIIBA CE:!

9.2.1. upe3 MUKPOCKOMHUPAHE ChC CTEPEOMUKPOCKOII, UHBEPTEH MUKPOCKOM 1
Ap-;

9.2.2. npu Hy)/1a ¢ $OTO- U/UIIM BUJICOAOKYMEHTHPAHE;

9.2.3. B KOHTPOJIUPAHU YCIIOBUSI ChC CTPEMEX 32 MUHUMAJIHA €KCIIO3UIIMS Ha
dakTopuTe Ha BBHHIIHATA CPEa;

9.2.4. npu Bb3MOKHOCT MOYXE J1a C€ U3BBPIIBA MUHUMAIHO-UHBA3UBHO Upe3
U3MOJI3BaHE Ha amaparypa 3a KyJITUBUpAHE C HHTETPUPAHU CPEICTBA 3a JTUCKPETHO
MHUKpOCKOIIMpaHe U (POTOIOKYMEHTHpaHE (TaliMJIaIIC CUCTEMHU ), TIPU YCIIOBUE Y€ ChIllAaTa
e kBanuduiupana u 3a Hest uma Banuaupana COITL;

9.3. Boau 10 reHepupaHe Ha MHGOpPMAIHs, KOSITO CJE/Ba Ja CE 3alucBa B
CBHTBETHHUTE PETUCTPU U eMOPUOJIOTHYEH MPOTOKOJI /UM KOMITIOThPHA 0a3a JaHHU.

10. O6paboTka Ha MPEAUMILUIAHTAIIMIOHHU €MOPHUOHH:

10.1. BKIrOYBaA IEHHOCTH IIO:

10.1.1. npexBbpIasiHE HA EMOPUOHU OT €AUH KOHTEIHEp (IIeTpH, eNpyBETKA) B
Apyr;

10.1.2. npomuBaHe Ha EMOPUOHU C XPAHUTEIIHU CPEIU;

10.1.3. Bp3neiicTBuA BbpXY zona pellucida ¢ nen acuctupane Ha U3TIONBAHETO
(assisted hatching) ¢ momorra Ha GU3UYHN WIIKM XUMUYHU areHTH,

10.1.4. kynTuBanus B XpaHUTEIHU CPEAU NTPU KOHTPOJIUPAHU YCIIOBHS;

10.1.5. Ouorncust Ha OiactomMepu (C TOMOIINTA HA MHKPOMAaHHUITYJIaTOp) 3a
LeJIUTe Ha MpeAUMIUIaHTallMOHHUTEe reHeTuyHH TectoBe (I11'T);

10.1.6. 3apexJaHe  Ha ~ eMOpuoKaTreTpd  3a  [OCTaBsHE  Ha
peIUMITTIaHTAllMOHHN eMOPUOHH B TsU10TO Ha skeHata (ET);

10.2. u3BBpILIBA CE B KOHTPOJIMPAHU YCIIOBHS ChC CTPEMEX 32 MUHHMMAaJHA
€KCIO3MIIMs Ha (paKTOpUTe Ha BBHIIIHATA CPEAIA;

10.3. Boau 10 reHepupaHe Ha wHGOpPMAIIHs, KOATO CJIe/IBa Ja CEe 3alKcBa B
CBHTBETHUTE PETUCTPHU U eMOPHUOJIOTHYEH POTOKOJI M/HIIM KOMITIOThbpHA 0a3a JTaHHH.

11. CpxpaHsiBaHe Ha OBOLIUTH U IPEIUMIUIAHTAIMOHHU EMOPUOHHU:

11.1. ce ochIecTBsBa Upe3 KPUOKOHCEPBALIUSL:

11.1.1. cnen mpubaBsiHE HA MTOAXOIAI KPHOTIPOTEKTOD;

11.1.2. B mogxopsii eTukeTupan (KoAupaH) KpuokoHTelHep (cryovial; mefiera
U JIp.) WIK HOCUTEN (cryotop);

11.1.3. cnen mporietypa Ha 3aMpassiBaHe 110 METO/1a BUTpU(DUKAIUS;

11.1.4. 1 mocTaBsHE B TOJIXOJSII 32 CHXPAHEHHUETO TI0APOB ChHI (3a TEUEH
a30T) (¢ rapaHTUpaHa TeMIeparypa, no-uucka ot -130 °C);

11.2. cpxpaHsiBaHE Ha OBOLUTU W MPEAUMIUIAHTALIMOHHH €MOPHOHU OT
NAIUEHTH C TMOJOKUTEIHU CEPOJIOTUYHU PE3YJITaTH 32 HOCUTEJICTBO Ha TPAaHCMHUCUBHU
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WH(DEKIINU Ce OCHIIECTBIBA B TOCBETEHU KPHOCHAOBE OTJIEITHO OT OCTAHATUTE OBOIIUTH U
eMOpHOHH;

11.2.1. 3a MMHMMH3HMpaHE HA PUCKA OT KPOCKOHTAMHUHALUs CE€ MPErnopbuBa
ChXpaHeHHeE B ra3oBa (a3a (Ha a30THU Mapu) B MOAXOAIIM 32 TO3U METOJ HAa CbXPaHEHUE
KPUOCBHOBE U MPHU CTPOT KOHTPOJI Ha TEMIIEPATYPHUTE UHTEPBAJIH;

11.2.2. mpu nunca Ha noaxomasmo obopyaBane u COIl 3a pasnmenHo
ChbXpaHCHHE Ha TaKWBa TaMETH W 3WUTOTH, JICYeOHOTO 3aBEICHHWE HsIMa TIPaBO Ja
OCBUIECTBSIBA T€3U JCHHOCTH 3a CEPOIIO3UTUBHHU NAIlUCHTH;

11.3. Bogu 10 reHepupane Ha WHGOpPMAIIUs, KOATO CIE/IBA J1a CE 3alKCBa B
CBHOTBETHUTE PETUCTPU U eMOPHUOIOTHYEH IPOTOKOJ W/UIM KOMITIOThPHA 0a3a IaHHU;

11.4. cexpaHsiBaHe Ha OBOILIUTH CE€ M3BBPILBA CIIE] MOJy4yaBaHE HA MUCMEHO
MH(OPMUPAHO ChITIACHE OT IMalMEHTKaTa, B KOETO € 3asBEH MpPEINOYHUTAaHUAT OT Hes
JIOTOBOPEH CPOK 33 ChbXpaHEHHUE, KAaKTO U BOJISTA M 10 OTHOIICHHE Ha PAa3MOPEKIAHETO C
KPHUOKOHCEPBUPAHUTE TAMETHU:

11.4.1. cnen u3THYaHe HA TOTOBOPEHUS CPOK 32 ChXPAHECHHUE:

11.4.1.1. GnokupaHe ¥ YHUIIOKABAHE;

11.4.1.2. napsiBaHe 3a HAyYHU U3CJIEIBAHUS;

11.4.1.3. napsiBaHe 3a U3MOJI3BAaHE B MPOLIEAYpa [10 ACUCTUPaHA PENPOLYKLIHS
HA AaHOHHMMCH PEIMIMCHT; B TO3M CIydail MalMeHTKaTa TpsOBa Ja OTroBaps Ha BCUYKU
M3HMCKBaHUS 3a JIOHOP HAa raMeTH, BKJ. Ja JaJie ChIVIache 3a MOBTOPHU CEPOJOTHYHU
U3CIICIBAaHMSI 32 TPAaHCMUCUBHU WHQEKIMH HE TMO0-paHo OT 6 Mecema Cien
KPHOKOHCEPBUPAHETO HA FAMETHUTE.

11.4.2. B cmyuail Ha CMBPT:

11.4.2.1. GnokupaHe U YHUIIIOXKABAHE;

11.4.2.2. napsiBaHe 3a Hay4YHU U3CJIEIBAHUS;

11.5. cpxpaHsiBaHe HA MPEIUMIUIAHTALIMOHHH €MOPHOHU CE€ M3BBHPILBA CIE]
MoJiydyaBaHe Ha MUCMEHO WH(GOPMHUPAHO ChIVIACHE OT JBamaTa MapTHHOPU, B KOETO €
3asiBEH NPEANOYUTAHUAT OT TSIX JOTOBOPEH CPOK 32 ChbXpPaHEHHUE, KAaKTO M BOJISATA UM IO
OTHOIIIEHHE Ha Pa3MOPEKITAHETO C KPHOKOHCEPBUPAHUTE TaMETH:

11.5.1. cnen u3TM4yaHe Ha JOTOBOPEHUS CPOK 32 ChbXPAaHEHHUE:

11.5.1.1. 6nokupaHe U yHUIIOKABAHE;

11.5.1.2. napsiBane 3a HayYHU U3CIIC/IBAHMUS;

11.5.1.3. napsiBaHe 3a U3M0JI3BaHE B MPOLIEypa M0 aCUCTUPaHa PENPOIYKIIHS
HA €QUH aHOHMMEH pELUIUEHT; B TO3M CJIy4ad M JBamMaTa NapTHbOPH TpsAOBa
€THOBPEMEHHO JIa OTTOBAPAT HAa BCUYKH M3MCKBAHMS 3 JIOHOPH HA TaMETH, BKJI. /1a Jaaat
ChIJIacHe 3a MOBTOPHU CEPOJOTHYHU H3CIEABAHUS 3a TPAHCMUCUBHU WH(MEKINH HE TO-
paHo oT 6 Mecena ciie]l KpUOKOHCEPBUPAHETO HAa eMOPHUOHUTE;

11.5.2. mpu cMBPT Ha MBXKA:

11.5.2.1. 6nokupaHe ¥ YHUIIIOKABAHE;

11.5.2.2. napsiBane 3a Hay4YHU U3CIIC/IBAHMUS;

11.5.2.3. wu3nos3BaHe B TMpoleaypa IO AacCUCTHUpPaHa PENpoOAyKIHUsS 3a
MPOIbKaBaHE HA POJAMUTENICKUS MPOEKT C MPEXKUBSATIATA MaPTHhOPKA ChIIACHO T. 5.9.1. -
5.9.4. ot pazpen 1V;

11.5.3. B cimyuail Ha CMBPT Ha JKEHaTa:

11.5.3.1. GmokupaHe ¥ YHUIIIOKABaHE;

11.5.3.2. napsiBane 3a HAyYHU U3CJICBAHUS.
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12. [IpenocTaBsiHe HAa OBOLIUTH WJIM IPETUMILIAHTAITMOHHNA €eMOPHOHU B IPYTH
ne4eOHY 3aBEICHHUS:

12.1. ce u3BBpILIBA NPU €HA OT CIACTHUTE BH3MOKHOCTH:

12.1.1. oBOIMTH, TOJYYEHH B OIPEACICHO Je4YeOHO 3aBEICHHE C el
OCBIECTBSIBaHE Ha "MHBUTPO" GepTHIM3aluus WM CHhXpaHEHHE B JPYro JieueOHO
3aBeJICHUE;

12.1.2. eMOpHOHH, IOJIyYEHU B 1aJICHO JIEUEOHO 3aBE/ICHUE C L1€J IOCTABSIHETO
uM (emOpuoTpaHchep) Wi CbXPaHCHHETO UM B JPYTO JIe4eOHO 3aBE/ICHHCE;

12.2. ocpliecTBsBa C€:

12.2.1. B TpaHCTIOPTHU UHKYOATOPH, B XPaHUTEIIHU CPEIU, IPH KOHTPOIUPAHU
YCIIOBUS;

12.2.2. B KpMOKOHCEPBUPAHO CHCTOSIHUE B TPAHCIOPTHU TEPMOCU B TEUYEH
a3oT;

12.3. u3BbBpIIBa Ce€, KATO MPEIaBaHETO U TPAHCIIOPTUPAHETO HA OBOIUTHUTE
WM eMOPHOHUTE CE€ OCBIIECTBSABA C TPAHCIOPTEH JUCT (MaHU(]ECT) U MPUIPYKUTEITHO
nucMo (¢ur) ¢ aTpudyTH ChIIIACHO TO3H CTAaHAAPT;

12.4. mpetocTaBstHUTE OBOLIUTU U €eMOPHOHU 33 IbJKUTENIHO CE IPUJIpYKaBaT
OT TMPOTOKOJ, ChIAbpXkKall HHGOpMalWs 3a H3MOJI3BaHUTE J1a0OpaTOPHU METOAU U
KOHCYMaTHBHU 3a €KCIEepTH3a, 00paboTKa M KPUOKOHCEpBAIMs, KaKTO M 3a MEepHojaa u
YCIIOBUSTA Ha ChXPaHEHHUE.

13. Ilpuemane Ha OBOLIMTU U EMOPUOHM OT JIPYT'H JIeUeOHU 3aBEICHMUS:

13.1. ce pa3pemaBa, €IUHCTBEHO aKO IMPEAOCTaBSIIATa OPTaHU3AIMS
IPUTEXKAaBa BAJIUAHO pa3pellieHUe WM YJOCTOBEPEHHME 3a JIEHHOCTU I10 acCUCTHpaHa
pPEeNpoOAYKIIMS Ha TepUTOpUATa HA bhirapus umm npyra crpaHa - wieHka Ha EBpomnerickus
ChI03, U3J1aJICHO OT CbOTBETHUTE KOMIIETEHTHU OPIaHU;

13.2. ce pa3pemaBa, ako JEHHOCTHTE IO B3e€MaHe, eKclepTHusa, oopaboTka,
€TUKETUPAHE U ChXpaHSIBaHE ca M3MBJIHEHH B ChOTBETCTBHE C M3MCKBAaHUATA Ha TO3U
craumapt u gupexktuBu 2004/23/EC, 2006/17/EC u 2006/86/EC, xato ToBa ce
YIOCTOBEPSIBA C MOAXOAIL CEPTUPHUKAT WM IPOTOKOJ;

13.3. mpu npuemMaHe Ha OBOLIUTH UM eMOPHOHHM OT JIeueOHO 3aBe/ICHHE U3BbH
bearapus ce noruguuupa MAMH npeau nocnensamia ynorpeoa.

14. EtukerupaHe Ha cCIepMaTO30UIU, OBOIMTU M MPEAUMILIAHTAI[MOHHU
eMOPHOHU C€ U3BBPIIBA OT KOMIIETEHTHUTE JIUIA ChOOPa3HO M3UCKBaHMsITA Ha WiI. 32 - 33.

15. U3TernsHe n yHUILIOKAaBaHE HA CbXPAHEHHU CIIEPMATO30MAH, SMIIEKIETKH
U TIPEIUMIUIAHTallMOHHA EMOPUOHH:

15.1. ce u3BBpILBa CHIIIACHO BHTPELIHU 3a JIEUeOHOTO 3aBeJCHHE MPaBUiIa 3a
Ta3u JaeiHocT, pasnucanu B COIl, korato ce oTHacs 70 CIEIHUTE CIydau:

15.1.1. xenanue Ha MaUEHTUTE, YIOCTOBEPEHO C MUCMEHO HMH(POPMHUPAHO
ChIJIacHe;

15.1.2. oBouMTH M eMOPHOHM, HEM3MOI3BAHU 33 ACUCTHpPaHa PENpOayKIIHs
IpU JIMICAa Ha KeJJaHUE OT CTpaHa Ha MalMEeHTHTE 3a TAXHATa KPUOKOHCEpBAIUS MU
YHMILI0’)KaBaHE, KOTaTo ca N3MHHAJIM MOBEYE OT 7 ACHOHOIINS OT MOMEHTA Ha OIJIOKIAHE
Ha OBOIIUTHTE;

15.1.3. oBouUTH W €MOPHOHHU, KOTaTo € HAJIUIE MUKPOOHO 3aMbpcsBaHE U
pacTex B XpaHHUTENHATa cpeaa (MHPEKIHS ), KPUEIH PUCK 32 KPhCTOCaHAa KOHTAMHUHAITHUS
WIIY 32 37]paBEeTO Ha )KeHaTa, Ha KOSATO Clie/iBa Ja ObJIaT MOCTaBEHH; B TE3U CIydau ClieBa

MN3ToYHUK: MpaBHO-MHPOPMALUOHHU cucTemu "Crnena”



na Oble M3BBPIIEHO W MHUKPOOMOJOTMYHO H3CIEABAHE Ha KyJITypeiaHara cpena 3a
YCTAHOBSIBAHE HAa IPUUUHUTEIIS,;

15.1.4. u3TUaHe HAa MaKCUMAaJIHUS CPOK 3a ChbXpPaHEHUE, KOWTO € 3asiBEH OT
HAalMEHTUTE IPU MOANMCBAHETO HA MH(POPMHUPAHO ChIJIACHE 33 KPUOKOHCEPBALIKS;

15.1.5. ustnyane Ha noBeue oT 6 Mecela ciie]] 3asBEHUs CPOK 33 ChbXpPaHEHUE
IIPU HETOTHPCEHU CIIEPMATO30UIH, SHIEKIETKH 1 eMOPHOHU;

15.2. ce usBbpiBa cpriacHo oraeneH COIl, korato ce oTHacs 10 OJI0KUpaHe,
U3TErJIsTHE WU YHUILI0)KaBaHEe Ha BCUUKHU SIMLIEKIIETKH, CIEPMATO30MAN UIIH 3UTOTH, KOUTO
MoraT Jia JOBEJaT /10 CEpUO3HA HEKEIaHA PEAKIUs WM CEPUO3EH UHIU/ICHT;

15.3. u3Bbp1IBa ce, KaTo Ls1aTa HHGOpPMAaILKs 110 Ipoleypara cie/Ba aa ce
3aIuiIe B CbOTBETHUTE PETUCTPH, MOAXOISAI TPOTOKOJ M/UIIM KOMIIOThpPHA 0a3a JaHHH.

Paznen VIII
MuHMMAJIHA U3HCKBAHUA KbM JedeOHUTe 3aBeJeHHs], 0ChIIeCTBSBAIIN
JAefiHOCT M0 ACMCTHPAHA PeNnpoAYKIHA

1. O61mu n3UCKBaHUS:

1.1. JleueOHuTE 3aBefeHUS MMAT IMOAXOAIIA CTPYKTypa, IOMEIIEHUS U
ChOPBIKEHUS 32 O€30MaCHO U KaUe€CTBEHO U3BBPIIBAHE HA ACUCTHPAHA PEIPOTYKIUS.

1.2. KoraTo penpoayKTUBHH KJIETKH UM 3UTOTH C€ U3JaraT Ha (akTOpUTe Ha
OKOJIHATa CpeJa, BUHArM KOraTo € IpWIOXKHMO, ClelBa TOBa Ja C€ HU3BbpLIBA B
KOHTPOJIMPAHU YCIIOBHsI 1O OTHOILEHHE Ha BJIAXKHOCT, TEMIEPAaTypeH PEeXUM, ra3oB
CbCTaB U ONpPEIeNICHAa CTENEH HAa YUCTOTA Ha Bb3yXa.

1.3. ITapameTpure OT KPUTUYHO 3HAYCHHE (HAIp. TEMIeEpaTypa, BIAKHOCT,
KauecTBO Ha Bb3JyXa) IMOJUIeKAaT Ha CTPOr KOHTPOJ, MOHUTOPHUHI U BIHCBaHE B
PETUCTPUTE C LIeJl JOKa3BaHe Ha ChOTBETCTBUE U U3IIBJIIHEHHE HA ONPE/IEICHUTE YCIOBUS
3a ChXpaHEHHUeE.

1.4. Hanuue ca MepkH 3a CHI)KaBaHE HAa pUCKA OT MUKPOOHO 3aMbpCsIBaHE U
KpbCTOCAHA KOHTAMUHAIMS HAa 00pab0TBaHUTE PENIPOTYKTUBHU KIETKU U 3UTOTH.

1.5. Yucrora Ha Bb3Ayxa Hall-manko or kareropus D (Grade D) cwriacho
oIpezieNIeHUTe NapaMeTpy BbB BAIMIHUSA KbM MoMeHTa EBporelicku koaekc Ha qobpara
npousBoacTBeHa mpakTtuka ([AIIP) u JupextuBa 2003/94/EO ce u3uckBa B CIEAHUTE
MOMEILEHUS:

1.5.1. B nabGopatopumMre 3a eKCHepTH3a, ETUKEeTUpaHe, o0paboTka H
MPEIOCTaBsIHE HAa CIEPMATO30M/I1, THIEKIETKH U eMOPHUOHU;

1.5.2. B mpocTpaHCcTBEHO 000c00€Ha CTPYKTYpa MO ACUCTUPaHA PEIPOLYKIIHSL.

1.6. YucroTa Ha BB3yxa oT kareropust A (Grade A) cbriacHO ONpeeieHUTe
napamMeTpH BbB BalIUIHUS KbM MOMeHTa EBponeiicku kosiekce Ha o0paTa Mporu3BOICTBEHA
npaktuka ([AI1P) u HupextuBa 2003/94/EO ce u3uckBa B yuctu OOKCOBE (JIaMHHApHH
OOKCOBE) WM YacCTH OT MOMEIIEHUs, KbAETO ce 00paboTBaT PenpoIyKTUBHU KIIETKH U
3UTOTH 33 aCUCTHPaHa PETIPOTYKIHSI.

1.7. Tlo-HMCKO HMBO HAa YUCTOTA Ha Bb3/yXa CE€ pa3peliaBa, KoraTo:

1.7.1. e mnpunoxeHa yTBbpJEHa CcHCTeMa 3a MHUKpOOHa U BHUpPYCHa
MHAKTHBALMS WK YTBBPACH MPOIEC Ha ITBJIHO CTEPUIIM3HPAHE;

1.7.2. TeXHUYECKU € HEBB3MOXKHO Jla C€ U3BBPIIU HEOOXOIUMHUSAT MPOIIEC B
yCIOBHATA Ha cpela OT Kareropus A (Hampumep Mopajau M3HMCKBaHE 3a CHenu(UuIHO
000py/IBaHEe HAa MACTOTO Ha 00pabOTKa, KOETO HE € HAII'bJIHO ChbBMECTHUMO ChC Cpelia OT
Kateropust A - HHKy0aTopu, MUKpOMaHUITYJIaTOPH, LEHTPOYyTH U 1Ip.);
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1.7.3. MerogbT Ha NPWIOKEHUWE HA JAJCHUTE KIETKH WJIH 3HUTOTH,
00paboTBaHU B Ta3u cpejia, HEe HOCH MOBHILIEH PUCK 3a MALIUEHTUTE, Ha KOUTO Ce Mpuiara
(Hamp. Mpu MapTHLOPCKHU WHCEMUHAIIMH U eMOpUoTpancdep).

1.8. B ciiyyaute Ha T. 1.7 OT TO3U pa3zien ce U3BBPIIBA TOUHO ONMMCAHUE HA
HeoOXxoaumara cpeja, KaTo JeuyeOHOTO 3aBefieHne TpsaOBa Ja pas3mojara ¢ J0Ka3aTelIcTBa
U JOKYMEHTH (Hampumep oT NepUOANYEH KOHTPOII), ue u30paHara cpeaa € moaxoasiia 3a
MOCTUT'AaHE Ha HW3HMCKBAHMATA 3a KAayeCTBO M OE€30IMAaCHOCT, MPEABUJ IUIAHHUPAHOTO
npelHa3HaYeHNe U HAYMH Ha TIOCTAaBSIHE HA PENPOJYKTUBHUTE KJIETKH WU 3UTOTH.

1.9. 3a Bcsika cTpyKTYpa Ha Ie4eOHOTO 3aBe/ICHHE 3a paboTa C penpOayKTHBHH
KJIETKH W 3UTOTH CE€ OCUTYpsIBaT MOAXOASAIIM oOjieksia U o0opyaBaHe C Iiesl JMYHA
0€30MacHOCT U XUTHEHA 3ae/IHO C MICMEHHU MPaBUIIa 32 XUTUEHA M HOCCHE Ha 00JICKIIOTO.

1.10. Koraro pneiiHOCTHTE B JIEUeOHOTO 3aBEACHHE Ca CBBP3aHH ChC
ChXpaHCHHE Ha THKAHU W KIETKH, € HEOOXOJMMO TOYHO OTpECNIsTHEe Ha YCIOBUS 3a
ChXpaHEeHHe, OCPEACTBOM KOUTO Ja ce MOIbpikKa ChCTOSTHUETO Ha ThKaHUTE U KJIIETKUTE
(HampuMep TeMIiepaTypa, BIaXXKHOCT WM KaueCTBO HA BH3/1yXa).

1.11. CpxpaHeHHETO Ha PENPOAYKTHBHU KIETKHM U 3UTOTU CE€ OpraHu3upa
Taka, 4e Ja ce rapaHTHpa NpeJoTBpaTsABaHE HA MOAMsIHA (MiX-up) WIM NpeHAcsHE Ha
3apa3u Mexy TAxX (cross-contamination), KaTo 3a IIeJiTa Ce Ch3/1aBa CUCTEMA 32 pa3IeIHO
ChXpaHEHHME HA-MAaJIKO Ha CJICAHUTE TPYIU MAaTepUaIIH:

1.11.1. rameru W 3urotd Ha '"Haemartenau'", KOMTO Ca TECTUPAHU CIIOPE]
M3UCKBAHMATA HA TO3M CTAaHAAPT M CE€ CHXPAaHABAT B XEPMETUYECKH H3OJIUPAHU
KOHTCWHEepH (Hamp. merleTn);

1.11.2. rameTH ¥ 3UTOTH OT IAPUTEIH, KOUTO Ca B IIEPUOJI HA KApaHTUHA;

1.11.3. rameTy © 3UroTH OT JAPUTENIM, KOUTO Ca CJIeJ] KapaHTHUHA U ca
Bepu(UIIMpaHu 3a pa3npoCTPaHEHUE U yIIOTpeoa;

1.11.4. noTeHIIMaIHO ONACHU MaTepHalld B KOHTEMHEPU C BUCOKA CUTYPHOCT.

2. JJaGoparopus 3a ekcnepTusa, eTUKeTupane, 00paboTka 1 MpeIoCTaBsIHE HA
CIIEpMaTO30MIH:

2.1. e moMeIIeHne ¢ KOHTPOJI U OTPaHUUYEHUE Ha JOCTHIIA;

2.2. obopynBaHo:

2.2.1. ¢ maboparopuu mKkagpoBe U MIOTOBE, TO3BOJISBAIIA MOKPO MTOYHUCTBAHE
U 1e3UH(EKINS;

2.2.3. ¢ nabopaTopHa 1ieHTpodyra ¢ MOAXO/ISIIN MapaMeTpH;

2.2.4. cbc cTaHIAPTEH CBETIMHEH MUKPOCKOI WJIM MHBEPTEH MUKPOCKOIT;

2.2.5. c repmoctar wiu CO2 unkybarop;

2.2.6. ¢ XJIaINITHUK;

2.2.77. c namuHapeH OOKC, KOWTO ce MPernopbyBa /1a € OT BEPTUKAJIEH THII.

3. [IpocTpancTBeHO 000COOEHA CTPYKTYpa MO ACUCTUPAHA PETIPOTYKITHS

3.1. ITomewmenus:

3.1.1. ¢ KOHTPOJ U OrpaHUYEHUE HA JIOCTHIIA;

3.1.2. ¢ U3KyCTBEHA BEHTHJIALIMSI, KIIMMATHU3AIUs M PEYNCTBAHE HAa Bb3AyXa
OT (pMHU YACTUIIM, MUKPOOPTAaHU3MU U JIETIMBH OPTaHUYHU BEIIECTBA,

3.1.3. yucrorara Ha Bb3yXa B IOMEIIIEHUATA B ChOTBETCTBHE C U3MCKBaHATa
Kareropus ceri. T. 1.4 - 1.7 momiexxu Ha MEPUOAMYHO BBHIIHO CEpTHUHUIUpPAHE OT
OTOPHU3HPAH W3ITBIHUATET;

3.1.4. npenoppyBa ce MOJOKUTETHO HAJISITAHE;
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3.1.5. mpenopbUUTENTHO € Aa UMa OTAEITHO MSCTO/CTas 3a mpeobauvaHe Ha
NepcoHaa;

3.1.6. u3BBH nabopaTopusaTa Aa OBJAT PA3MOJIOKEHU MPHHAJICIKHOCTH 3a
M3MHBAHE Ha PBIETE;

3.1.7. npenopbuBa ce OTAETHO MOMEILIEHUE 3a AJIMUHUCTPATUBHA JIEUHOCT;

3.1.8. nmeWHOCTH, BKJIIOYBAIIM paboTa C (UKCATOPU U JPYrd TOKCUYHU
BEIIIECTBA, TPIOBa J1a ce MPOBEXKIAT B OT/IENIHA JIabopaTopusi, 00opyaBaHa ¢ JabopaTopHa
KaMUHA.

3.2. OGopynBane Ha eMOpUOIOTHYHA TAa00PATOPHUS:

3.2.1. naboparopuu mkadoBe 1 MI0TOBE, MO3BOJSBAIIN MOKPO TOYNCTBAHE U
Je3UH(EKITHS;

3.2.2. cTaHJapTEH CBETIMHEH MUKPOCKOIT;

3.2.3. cTepeOMUKPOCKOII;

3.2.4. uaBepreH Mukpockor ¢ Xodpman nin Hopmapcku KOHTpacT;

3.2.5. MukpomanunynaanuonHa cuctema 3a ICSI;

3.2.6. CO2 unkybaropu - Haii-MalIKko JaBa Oposi, KaTo 3a KyJITHBHpaHE Ha
eMOPHOHU € IPEMOPBHUUTETTHO /12 Ce U3I0JI3Ba TAKbB C pelylUpaH Kuciopox S - 6 %;

3.2.7. XJaIUIHHK;

3.2.8. maMuHapeH OOKC;

3.2.9. TepmocrarupyemMa maca (IjI0T);

3.2.10. cucrema 3a noctosiHHO ToKo3axpanpane (UPS);

3.2.11. mpenopbUYUTEIIHO € IOJ3BAaHETO Ha KBadu(UIMpaHAa CHCTEMa 3a
MOHUTOPHHI Ha KPUTHYHUTE TNapaMeTpH Ha cpelara B WHKyOaTopuTe (Temreparypa,
BJIQXKHOCT, Ta30B CBhCTaB) C aJlapMeH MOAYJ 3a OIMOBECTSBaHE W PETUCTpUpaHE Ha
OTKJIOHEHHUS;

3.2.12. mpenopbUUTENHO € UHKYOATOPUTE U Ta30BUTE JHMHUM KbM TAX Jla ca
JOITBJIHUTEITHO 00OPYABaHU C (GMIITPH 32 TIPEUYHNCTBAHE OT YACTHIIN U JICTIIMBH OPTaHUIHU
BEIIIECTBA.

4. KpuoOanka:

4.1. [lomemenus:

4.1.1. caMOCTOATENIHO TMOMEIIEHNE WM YacT OT 00oco0eHa CTPyKTypa IO
aCUCTHpaHa PerpoyKIIHs;

4.1.2. ¢ KOHTPOJI U OTPAaHUYEHHUE Ha JOCTHIIA.

4.2. O6opynBane:

4.2.1. mporpaMupyeM aBTOMATHU3UpPaH 3aMpa3uTell; He € HEOOXOIUM, aKo Cce
KPHUOKOHCEPBUPAT CaMO CIIEPMATO30UIH UITH C€ MOJI3Ba METOABT BUTpUDUKAIIHS;

4.2.2. cbJ10BE 32 ChbXpaHEHUE Ha KPUOKOHCEPBUPAHU FaMeTH WM eMOPHUOHU B
TEYEH a30T - Hal-Maliko 4 Oposi 3a pa3fAesHO ChXpaHEHUE Ha TaMEeTH U eMOPHOHH;

4.2.3. cuctema 3a MOHUTOPUHT HA HABAaTa Ha T€YEH a30T WJIM TEMIlepaTypara
Ha chXxpaHeHue (mpu (puszepu U ChHAOBE Ha razoBa (asza) c amapMeH MOIYNI 3a
OTIOBECTSIBAHE M PETUCTPUPAHE HA OTKIIOHEHUS OT 3a/IaJICHUTE CTOMHOCTH;

4.2.4. mpenopbUUTETHO € HAIMYUETO HA aHaIu3aTop Ha atMocdepeH
KHCJIOPOJT ChC 3BYKOBA ajapMa 3a HUBa Ha KHCIIOpoja B nmomemnieHueTo noxa 18 %, xato
M3KJIIOUEHHUE TIPaBsT Jab0opaToOpunTe, OCUTYPUITU TIOJIOKUTEITHO HAJISTaHe.

5. Exorpadcka MmaHumyIanoHHa;

5.1. ITomerienue ¢ KOHTPOJ U OTPAaHUYECHUE HA JOCTHIIA.

5.2. ObopynBane:
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5.2.1. mkadoBe U IUIOTOBE, MTO3BOJSBAIIN MOKPO MTOYHCTBAHE U AC3UH(DEKIINS,

5.2.2. BrpazieHa B IIoT JlabopaTopHa MUBKa (ajraka);

5.2.3. cnemiex mkad;

5.2.4. THHEKOJIOTHYECH CTOJI,

5.2.5. ynTpa3ByKOB anapar ¢ abJJOMHHAJIHA U BarMHAJIHA COHJIA C OMOIICHYEH
KHUT;

5.2.6. MOHUTOD 3a BUTATHU MOKA3ATEIH;

5.2.7. cenieH peaHUMaIMOHEH KOMILJIEKT;

5.2.8. nepubpuiarop;

5.2.9. U3TOYHUK Ha KUCJIOPOJ.

6. Crast 3a Bb3CTaHOBSIBaHE e/ (PONMKYITHA ITyHKIUS UK eMOpHoTpanchep:

6.1. Ilomewmenus:

6.1.1. ¢ o1 ciope1 3[paBHUTE U3UCKBAHMUS;

6.1.2. ¢ KOHTPOJ ¥ OTpaHUYCHUE HA JOCThIIA.

6.2. ObopynBane:

6.2.1. moHe eAHa KyllIeTKa WIH JIETJIO;

6.2.2. mkadue;

6.2.3. U3TOYHUK HA KUCTIOPO/I.

7. Ctas 3a criepMOOT/IesHE:

7.1. OTaenHo MOMeEIIEHHWE C MOIXOIAIIO OOopyaBaHe (MeOEeIUpOBKaA),
MO3BOJISIBAIIO JIC3MH(EKITHS.

7.2. B 6amu30CT 10 caHUTapeH Bb3el 3a MAllMeHTH WIH ChC COOCTBEH TAaKbB.

7.3. llpenoppyBa ce: HaJIMYMETO Ha  ayAMOBHU3yaJlHa  TEXHHUKA
(TenmeBU30p/BUICO).

Paszpen IX
MuHMMAJHN U3HCKBAHUS KbM ChCTABsIHE H BOJIeHe HA crieliupuyHaTa
METUINHCKA JOKYMEHTANMs U PerucTrbpa

1. O61mHM MONOKEHHUS:

1.1. MenunuHCcKuTe TOKyMEHTH Cle/iBa a ObAaT yIpaBisiBaHU.

1.2. MeaunuHCKuTe TOKyMEHTH CJIe/[Ba Ja ca SICHU, YeTUMHU U €THO3HAYHHU.

1.3. Tlpu OopaBeHe ¢ MeauIMHCKAa WHGOpMAIUs ClieBa Ja C€ CIra3Bar
M3HUCKBaHUATA 3!

1.3.1. 00eKTUBHOCT U JOOPOCHBECTHOCT;

1.3.2. noctarpuHOCT Ha 0OeMa (ITBJIHOTA);

1.3.3. sCHOTa ¥ HEJIBYCMUCIIEHOCT;

1.3.4. KOHUIEHIIMATTHOCT;

1.3.5. IpoABIKUTETHOCT, OCIEI0BATEIHOCT U IPUEMCTBEHOCT;

1.3.6. cexpaHeHue;

1.3.7. OTTOBOPHOCT Ha JMIIaTa, UMAIY JOCTHI J0 HEs;

1.3.8. HEBB3MOXHOCT 3a HEJOOPOCHBECTHOTO ¥ IPOMEHSHE WIH
YHUIIIO)KaBaHE.

2. JleueOHUTE 3aBeEHUS U3TOTBIT M CHXPAHABAT JOCHE Ha BCEKH JIOHOP,
KOETO ChAbPIKa ClIeIHaTa TIOKYMEHTALIUS:

2.1. Wpentnduxanms Ha goHopa (tpute umena, EI'H/JIHY, ynukanen
UIeHTU(UKAITMOHEH HOMEP, BB3PacCT, 1MOJ).
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2.2. MenuuuHCKa JOKYMEHTAIUsl, KOSTO Ja IMO3BOJISBA yCTAaHOBSIBAHE Ha
3a00JIIBaHUA TPU JOHOPA (pe3yaTaTH OT (PU3UKAIHO U3CIIEBAHE, KBACTO € MPHIOKUMO;
KJIMHUYHU JaHHU, PEe3YyJTaTH OT JaOOPATOPHU U JPYTH U3CICABAHNSA).

2.3. JlaHHM OT HIPOBEICHO H3CJIE/IBaHE HA TICUXUYECKOTO CBHCTOSIHHE Ha
JIOHODpA.

2.4. XeMaToJIOrM4HU U KIMHUKO-XUMHYHU MTOKA3aTeNHN 32 OLICHKA Ha CTETIeHTa
Ha pa3pexJaHe Ha KPbBTA B CIIy4aWTe, IPH KOWTO CE€ ChOOINIaBa 3a MpEIMBaHE Ha
pa3TBOpHU.

2.5. Cpriacue 3a B3eMaHe.

2.6. Nudopmanusara mo T. 2 ce MPeaOCTaBs Ha JIOHOPA OT MPABOCIOCOOEH
aexap uiu 6uoinor ceraacuo pasnen I 1. 3, 4, 5 1 6 Ha TO3U cTaHIAPT B IOCTHIIHA popMa,
KaTo ce M3IO0JI3BaT pa30upacMu MOHATHS;, MOTBBPIECHUTE PE3YIATaTH OT WU3BBPLICHUTE
U3CIeIBaHMs ce ChOOIIaBaT M 0OSICHSABAT HA JOHOPA.

3. ATpuOyTu Ha HIKOM CTIeUU(PUYHU METUIIUHCKU JOKYMEHTH:

3.1. IlpoToko:n 3a UHAYKIIUS HA OBYJIAIUATA:

3.1.1. unenTHUKAMOHHU JAaHHU HA MMAIMCHTA:

3.1.1.1. yHuKaneH Ko,

3.1.1.2. Tpu umeHa;

3.1.1.3. BB3pacT;

3.1.1.4. ET'H;

3.1.1.5. nacros aapec;

3.1.1.6. TenedoH 3a KOHTAKTH;

3.1.2. KIMHUYHU JJAHHU:

3.1.2.1. gnaruo3a;

3.1.2.2. nocneana penoua Mmencrpyanus (IIPM);

3.1.2.3. 0co6eHOCTH Ha MEHCTPYaTHUS LIUKBII;

3.1.2.4. BMI (UTM);

3.1.3. TepaneBTUYHU JaHHU:

3.1.3.1. Bu HA MEIMKAMEHTUTE 3a MHAYKIIUS U JIO3UPOBKa;

3.1.3.2. naHHM OT eXorpadcKOTO U3CIEIBAHE;

3.1.3.3. 1aHHM OT XOPMOHAJIHU U3CJEIBaHUA (aKO ca IPABEHHU);

3.1.3.4. jaHHM OT Ha3HAYCHUS;

3.1.4. moanuc Ha JeKyBaIus Jiekap.

3.2. [IpoToko 3a KOHTPOJIMpPaHA OBApUATHA XUIIEPCTUMYAIHS:

3.2.1. uneHTU(UKALMOHHY JIaHHU Ha MMalleHTa:

3.2.1.1. yHUKaN€EH KOz,

3.2.1.2. Tpu uMeHa;

3.2.1.3. BB3pacT;

3.2.1.4. ETH;

3.2.1.5. nacrosi agpec;

3.2.1.6. TenedoH 3a KOHTAKTH;

3.2.2. KIUHUYHU JaHHU:

3.2.2.1. nnaruo3a;

3.2.2.2. TIPM;

3.2.2.3. 0c00eHOCTH Ha MEHCTPYTHHSI IIUKBJT;

3.2.2.4. BMI (UTM);

3.2.3. TepaneBTUYHU JaHHU:
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3.2.3.1. B Ha MEUKAMEHTHUTE 3a CTUMYJIALlUS U T03UPOBKA;

3.2.3.2. naHHM OT eXxorpad)CKOTO U3CIEABAHE;

3.2.3.3. 1aHHU OT XOPMOHAIHU U3CJICIBaHUS;

3.2.3.4. jaHHM OT Ha3HAYCHUS;

3.2.3.5. nara Ha Ha3Ha4YeHaTa (PONMKYITHA TYHKIUS;

3.2.4. noanuc Ha JEKyBaIlus JeKap.

3.3. IIpoToko: 3a u3BbplLICHA UHCEMUHALIUS:

3.3.1. uneHTu(UKALMOHHY JJaHHU HA MalMeHTa (PeLUITUEHTA):

3.3.1.1. yHuKaneH xon;

3.3.1.2. Tpu uMeHa;

3.3.1.3. BB3pacT;

3.3.1.4. ET'H;

3.3.1.5. nacrosin aapec;

3.3.1.6. TeneoH 3a KOHTAKTH;

3.3.2. uneHTH(PUKAIMOHHN JaHHU Ha JIMIIETO, OT KOETO Ca CIIEPMATO30UIUTE
32 HUHCEMUHAIIHS:

3.3.2.1. mpu MHCEMHHAIHS OT CBHIPYTra/MapTHHOPA:

3.3.2.1.1. yHuKaneH Kox;

3.3.2.1.2. Tpu umeHa;

3.3.2.1.3. BB3pacrt;

3.3.2.1.4. EI'H;

3.3.2.1.5. Hacros1 azgpec;

3.3.2.1.6. TenedoH 3a KOHTAKTH;

3.3.2.2. npu MHCEMHUHAIUS OT KPHOOAHKHPAaH aHOHUMEH JapHTEIl:

3.3.2.2.1. ynukaneH uaeHTU(GUKAIMOHEH KO/ (0T KproOaHKarta);

3.3.2.2.2. xpwBHa rpyna u Rh dakrop;

3.3.3. KIMHUYHU JJAHHU:

3.3.3.1. nnarnosa;

3.3.3.2. IIPM;

3.3.3.3. 0cOOEHOCTH Ha MEHCTPYATHUS LIUKBII;

3.3.3.4. BMI (UTM);

3.3.4. TepaneBTUYHU JaHHMU:

3.3.4.1. nanaM OT exorpad)CKu U3CJICIBAHMUS;

3.3.4.2. naHHM OT MOCJIETHOTO XOPMOHAIIHO U3CJIeIBaHE (aKO UMa);

3.3.4.3. onucaHue Ha WU3NOJ3BAaHUS TEHETHYEH MaTepuan (JIaHHU OT
eKcIepTh3aTa Ha 00pabOTEeHNUTE CIIEPMATO30UIH);

3.3.4.4. natu 1 yacoBe Ha U3BbpIIEHATA(UTE) UHCEMUHAUA(H);

3.3.5. nmoanuc Ha JeKyBalus JeKap.

3.4. ®uml 3a pe3yaTaTy OT CIEPMaJIEH aHAIN3:

3.4.1. uneHTU(UKAIIMOHHY TaHHU Ha MallMeHTa:

3.4.1.1. Tpu umeHa,

3.4.1.2. BB3pacT;

3.4.1.3. ET'H;

3.4.1.4. nacrosii aapec;

3.4.1.5. TenedoH 3a KOHTAKTH;

3.4.2. KIUHUYHA JAaHHU:

3.4.2.1. npenBapuTeIHa JUArHO34;
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3.4.2.2. abctuHeHnus (TIOJOBO BB3IbPIKAHUE);

3.4.2.3. ipyru KIMHUYHHA OCICKKH;

3.4.3. naHHU 3a U3CJeIBaHUSI MaTEPHUAIL:

3.4.3.1. HOMep, J1aTa U Yac;

3.4.3.2. BuJ Ha MaTepuana;

3.4.3.3. MeTo/1 Ha MOJIy4aBaHe, 1aTa ¥ 4ac Ha MOJIy4yaBaHe;
3.4.3.4. us4r;

3.4.3.5. mupuc;

3.4.3.6. BTeUHsIBaHE;

3.4.3.7. BUCKO3UTET;

3.4.3.8. pH;

3.4.3.9. o0ewm;

3.4.3.10. KOHILIEHTpAIKs HA CIIEPMATO30UIUTE;

3.4.3.11. o6u1 Opoii Ha CIIEpPMATO30UIUTE;

3.4.3.12. HOJBMIKHOCT;

3.4.3.13. mopdoorus;

3.4.3.14. KpbIu KJIETKY;

3.4.3.15. koarynymu;

3.4.3.16. arnyTuHanus;

3.4.4. nnarnosa;

3.4.5. npenopbKy;

3.4.6. maTta ¥ Jyac Ha U3CJIeABaHE;

3.4.7. noanuc (Ha U3cieaBaus);

3.5. ¢um 3a pesynaTratu oT 06pabOTKa Ha CEMEHHA TEYHOCT:
3.5.1. ocBEH JaHHUTE OT CIIEpMAJTHUs aHAJIU3 CE BKJIIOYBAT U:
3.5.2. MeTo 3a 00paboTKa;

3.5.3. xpanuTenHa cpeaa 3a oopaboTka:

3.5.3.1. HaMMEeHOBAHMUE;

3.5.3.2. maptuna;

3.5.3.3. cpoK Ha rOJIHOCT;

3.5.4. kpaifHa KOHIICHTpALIMsI Ha MMOJBMKHUTE CIIEPMATO30H/IH;
3.5.5. kpaeH o0eMm cnenr 00paboTKa;

3.5.6. nata u yac Ha (Ha4ayio Ha) oOpaboTKara;

3.5.7. nonnuc (Ha 06paboTUIHS).

3.6. IlpunpyXuTenHo MHCMO TP TPEIOCTaBSIHE Ha CHEPMATO30UIH,

SIATIEKJICTKH UJIH eM6pI/IOHI/II

3.6.1. koraro He ce 1|eJIM aHOHUMHOCT Ha JIULaTa, OT KOUTO €a B3ETH:
3.6.1.1. BuI Ha wu3NpamaHus MaTepual M €IUHEH EBPOIEHCKH KOJ Ha

PEOPOAYKTHUBHUTE KICTKHU, KOIraTO € MPUITIOKNM;

3.6.1.2. ugpeHTUUKAIIMOHHN KOJOBE Ha JIUIAaTa, OT KOUTO MPOU3X0XKIA,;
3.6.1.3. umena Ha smmuero wiu ymnara u EI'H, ot xouto nponsxoxna;
3.6.1.4. anpecu u TenedoHHU 3a Bph3Ka C JIUIATa, 32 KOUTO MPOU3X0K/IA;
3.6.1.5. umeHa Ha OTTOBOPHOTO JIMIIE U TeIE(POH 32 KOHTAKTH, HANMEHOBAHUE,

aapec Ha JI3, oT KoeTo ce u3mpaiia;

3.6.1.6. MeHa Ha OTTOBOPHOTO JIUIIE U TeNe(POH 32 KOHTAKTH, HANMEHOBAaHHE,

anpec Ha JI3, KbM KOETO ce U3MIpalla;

3.6.1.7. nara, yac Ha U3MpalaHeE;
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3.6.1.8. moamnuc Ha OTTOBOPHOTO JHile 1o npuioxenue Ne 1, pazgen 111, T. 2;

3.6.2. xorato ce 1eJId aHOHUMHOCT Ha JIMIaTa, OT KOUTO Ca B3E€TH:

3.6.2.1. BuI Ha wu3NpalllaHus MaTepual U €IWHEH EBPOIEHCKH KOJ Ha
PENpPOAYKTUBHUTE KIIETKHU, KOTATO € IPUIIOKUM;

3.6.2.2. uneHTH()HUKAIIMOHHN KOJIOBE Ha JIUIAaTa, OT KOUTO MPOU3XO0XK/IA;

3.6.2.3. ©MeHa Ha OTTOBOPHOTO JIUIIE U TeJe(OH 32 KOHTAKTH, HAUMEHOBAHUE,
azapec Ha JI3, ot KoeTo ce u3npamia;

3.6.2.4. MeHa Ha OTTOBOPHOTO JIUIIE U TeJe(OH 32 KOHTAKTH, HAUMEHOBAHUE,
ajZipec Ha Je4eOHOTO 3aBe/IEHUEe, KbM KOETO C€ U3Ipala;

3.6.2.5. nara, yac Ha U3IpallaHe;

3.6.2.6. moanuc Ha OTTOBOPHOTO JuLie o npuinoxenue Ne 1, paznen 111, 1. 2.

Pazgen X
Hacoxu 3a MeIMIIMHCKH 1e{HOCTH U OHOJIOTUYHO-IA00PATOPHU METOAH
npu u3pbpuiBade Ha III'T

1. Koncynrtupane Ha TalMEHTH TNpPEead € Cilel MNPEeIUMIUIAHTAllMOHHU
renetuyHu Tectope (I11'T):

1.1. U3BbpumBa ce OT jekap € NpU3HATA CHEIUAIHOCT MO MEIUIMHCKA
TeHeTHKa.

1.2. BxitouBa:

1.2.1. ouieHka Ha pHcKa 3a IOTOMCTBOTO U POJICTBEHULIUTE HA KOHCYATHPAHUS;

1.2.2. o6¢chxKaaHe HA METOAMYHHUTE BH3MOKHOCTH 32 MOCTABSIHE HAa TCHETUYHA
JMarHo3a, clie]] yToyHeHa KIIMHUYHA IMarHo3a;

1.2.3. wuHTepmpeTamusi Ha pe3ylATaTH OT CHEHUATU3UPAHU TEHETHUYHU
U3CIIC/IBaHMUS,

1.2.4. mpenocraBsHe Ha WHOpPMANKs 3a CHIIHOCTTA Ha 3a00JSIBAHETO, 3a
Pa3BUTHETO U Bb3MOXXHOCTUTE 3a T€panus;

1.2.5. cpBeT 3a npoduiIakTHKA HA TEHETHYHA MMaTOJIOT U,

1.2.6. xoHCynaTHpaHe W OOCHXKIaHE Ha CIy4auTe C JeKapu OT JpYTH
MEJUIIMHCKH CTIEIUATTHOCTH W/UITU APYTH CTICIHAIUCTU NMPU HEOOXOUMOCT;

1.2.7. npenocraBsHe Ha THPOPMUPAHO ChITIacue U HHPOpMAIIH 32 MalUeHTa
3a CHIIHOCTTA W TOJI3aTa OT F€HETUYHO HM3CJEeBaHE MPEIU HETOBOTO MPOBEXKIAAHE M Ha
nucMeHo MI'K 3akitoueHue 3a pe3yiaTaTUTe OT T€HETHMYHUS aHAIU3 MPU MOUCKBAHE OT
MalMeHTa WK HACOUYBAIUA JIEKap, OAMUCAHO OT KOHCYITHPAIIHS.

2. Unnuxanuu 3a nposexaane Ha [II'T ce npenopbuBa npu MyTanuu, KOUTO
BOJISIT 10 CHOHTaHHU a00pTH, MBPTBOPAKIAHHUS, KUBOTO3ACTPAIlIaBAIIA CHCTOSHUS WUITH
OonectT ¢ TEXKO (UIMYECKO WM HMHTEJCKTYallHO YBPEXKIaHe, 3a KOUTO JIHIICBA
eexTuBHO JeueHue. B 3aBucumoct ot Thpcenara mytauus [1I'T ce paznens Ha Tpu Tuna,
KOUTO MOTAT Jia C€ MPOBEXK AT KaKTO MOOTAETHO, TaKa U B KOMOWHAITHS:

2.1. [II'T-M (nmpeauMIuIaHTaIlMOHEH TeHETUYEH TECT 32 MOHOTEHHH O0JIECTH )
- IperopbhYBa ce Ha ABOWKH, TPHU KOUTO CHIIECTBYBA PHUCK 3a paKIaHe Ha OOJHO JeTe, Thid
KaTo CJAWHUAT WM JBamMaTa MApTHbOPH Ca HOCUTENM WU OOTHHM OT MOHOTEHHO
3a00yIIBaHEe C pa3IMyYeH THUI HA YHACJIEIsBaHE: aBTO30MHO-PEIIECHBHO, aBTO30MHO-
JIOMHUHAHTHO, X-CBBP3aHO YyHaclesBaHe (ITOJIOBO-CBBP3aHO). PUCKBT 3a pakgaHe Ha
0OJHO JIeTe MpH BCsKa OPEMEHHOCT € BUCOK M MOXKe /1a € moBeue ot 25 %. B onpenenenu
canydyan III'T-M Moxe na ce mpWIOKH 3a CEMEWCTBA C POACHO AETE, CTpajgamo OT
3a00JIIBaHe, U3UCKBAIIIO TEPANHs ChC CTBOJIOBU KiIeTKH oT HLA moaxosii 10HOp, KaKTo

MN3ToYHUK: MpaBHO-MHPOPMALUOHHU cucTemu "Crnena”



M 32 MOHOTE€HHU HACIJIEICTBEHU PaKOBU CUHAPOMHU (T€pMUHATHBHA MyTalusi) C BUCOKA
MEHETPAHTHOCT.

2.2. III'T-XII (mpenMMILIAaHTAIIMOHEH TEHETHYEH TEeCT 3a HebOaraHcHpaHU
XPOMO30OMHH TPEYCTPONCTBA) - MPENnophyBa Ce Ha MALUEHTH, KOUTO Ca HOCHUTEIH Ha
CTPYKTypHa XpOMO30MHAa aHOMaJHMs Karo OaJaHcHpaHa TpPAaHCIOKAIWs, WHBEPCHUS,
IyTUTMKALUs/IeNelns, CBbp3aHu C PUCK 3a oOpa3yBaHe Ha HeOaJaHCHUpaHU TaMeETH,
NEePUUMILIAHTAIIMOHHYU 3aryOu, CIOHTaHHU a00pTH M paKIaHe Ha Jela C XPOMO30OMHHU
Oonectu. PuckbT 3a oOpa3yBaHe Ha AeEeKTHU eMOPHOHH € BUCOK M 3aBUCH OT THIA Ha
MyTaIusTa.

2.3. III'T-A (npenuMILIaHTAllMOHEH TEHETHYEH TEeCT 3a XPOMO3OMHH
AQHEYIUIOUIUN) - UHIUKALIMKUTE Ca HalpeIHalla penpoAyKTHBHA Bh3pPacT Ha JKeHarta Haj 36
TOJIMHU, MHOXKECTBO CIIOHTAHHU a0OPTH, HEYCHEIIHU OmuTH OoT mnpeaxoanu IVF
MPOLEAYPH, TEKBK MBKKH WH(DEPTHIUTET.

3. OOLM U3NCKBAHUSA:

3.1. YoBemku pecypcu v KBaTU(UKAINS: BCUIKH OMOJIOTHYHO-Ta00paTOPHU
METOJIU CE€ U3BBPIIBAT CaMO OT IMpaBocrnocoOHuTe nuna mo pasaen I, 1. 5 u 6.

3.2. Ilpu B3emaneTo Ha pemieHue 3a mposexaane Ha [II'T TpsOBa ma ce
MPELICHAT AHCOBETE 3a ycIeX, 0€30MacHOCTTa Ha MpoleAypara, Bb3pacTTa Ha )KeHarta u
3/IpaBOCJIOBHOTO CHCTOSIHUE HA MApTHbOPUTE;

3.3. Cenekuusra Ha eMOPHOHU Bb3 OCHOBA Ha T0JIa MOXKE J]a ce Ipernopbya 3a
MpeBEHIIUs Ha X-CBbP3aHu 3a00JIsBaHUs, B CIydald ue HE ca HAJIMYHU JAPYTH TOIXOISIIN
METOJM 3a yCTaHOBSIBaHE Ha ToyHaTa MyTamus. CelekiusaTa Ha IOJia MO COIHAJIHU
MPUYHHM € HEIOMyCTHMA.

3.4. Pemenuero 3a npoexaane Ha [II'T ce B3ema OT €KUI OT CHEHHAIKUCTH,
BKJIFOYBAI] JIeKap CbhC CHEHMUATHOCT "MeauIMHCKa TeHEeTHKa", MOJEKYJSIpEeH
TeHETUK/ITUTOTEHETUK, JIeKap CBhC CHEHMUATHOCT "AKYIIEpCTBO W THHEKOJIOTHUS"' U
MO3HAHUSI U OMUT B 00JIaCTTa HA aCUCTUPAHATA PEMPOIYKIIUS U eMOPHOJIOT.

3.5. III'T 3appmxuTenHo uzncksa nperect u nocrrect MI'K.

3.6. Cnen III'T-IVF mpouenypa ce mpemopbuBa MpeHaTaaHa JUarHo3a 3a
Banuaupane Ha pesynrara ot III'T.

3.7. He ce npenopbuBa TpaHchep Ha eMOPUOHH C IIBIHU aHEYTJIOWIUH WU
O'BJIHA CETMEHTHH XPOMO3OMHHU aHOMaJHMH, KaKTO U Ha €MOPHOHH XOMO3UTOTH WIIU
CMECEHHU XETEPO3UTOTH O TEKKHU MAaTOTEHHU T€HHU BapHaHTH.

3.8. He ce mpenopbuBa eIHOBPEMEHEH TpaHCHEpP HA SYIUIOUAHN U MO3aUYHU
eMOpPHOHHM C TOTEHIIUAJ 332 CAMOKOPEKIINS U €HOBPEMEHEH TpaHc(hep Ha HEeU3CIIeIBaHH
eMOpHOHH U MO3aUYHH EMOPHUOHU C MOTEHIIUAT 32 CAMOKOPEKITHSI.

3.9. [IpenopbuBa ce ”HBa3WBHA MPEHATAJIHA IUATHOCTHKA YPE3 aMHUOIICHTE3a
cien TpaHcdep Ha eMOPUOHU C MO3aMIIU3bM, Thil KaTO MMa PUCK OT pakJaHe Ha Jiera ¢
XPOMO30MHHU OOJIECTH.

3.10. mpenopbuBa ce mpocieAsBaHe Ha BCUYKU Jena, poaenu cuen [T T-IVF
mporenypa, ¢ MUHUMaJICH o0eM Ha ChOpaHWTE JaHHH, BKIIOYBAI: JaTa Ha pakIaHE,
€IHOTUIOTHI/MHOTOTLIIOTHU OPEMEHHOCTTH M XOPUAJIeH CTaTyC; TeCTAllMOHHA BB3PACT MPH
pakaaHe, HAYMH Ha poJIOpa3pelIaBaHe; PhCT W TEIVIO NMPH paXkJaHe, IOJI;, BPOJEHU
AHOMAJIMH; YCIIO0KHEHUS] B HEOHATAIHUS TIEPUOJ.

3.11. IlpenopbuBa ce MPOBEKIAAHETO HAa BBHHILIEH U BHTPEIICH Ka4yeCTBEH
KOHTPOJL.
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3.12. Ilpu nunca Ha cobcTBeHa aboparopus B IVF nenTspa npobute morar
na ce tpancnoprupar B [II'T nenTsp.

3.13. IVF u lIl'T nenTspbT TpsiOBaA 12 UMAT OPHULIMAIHO CIIOpA3yMEHHE.

3.14. IIpeau cTapTUpaHETO HA TPAHCIIOPTHPAHETO HA TPOOUTE CE MPENOpbhUBa
BaJIM/IMpaHe Ha IpoLeaypara.

3.15. IVF u III'T uenrspa TpsAOBa Ja wWMaAT BAIMIAUPAHU KIWHUKO-
7a00paTOpHU TPOTOKOJIM, ONPEIENSIIM B3E€MAHETO, OINAKOBAHETO U BPEMETO [0
TPaHCIIOPTUPAHETO Ha MpoOuUTE C Len 3ana3Bane Ha kierkure u/uin JJHK nnterpurera.

3.16. 3agbJDKUTENIHO € BCUYKM JMAarHOCTUYHM pe3yiaTaTH Ja Obaar
MPEIOCTaBsIHU B MHUCMEeHa GopMa.

3.17. IVF u III'T uentrspbT TpsOBa Aa HMMAT CHOpPasyMEHHUE OTHOCHO
3aIBJDKEHUETO 3a Ch3/aBaHe U chbxpaHeHue Ha [II'T 6a3a maHHM U MpocieAsBaHETO Ha
neuara, pogenu caen II'T.

3.18. M3uckBaHus KbM MPOLIETypUTE 32 OUOTICHpaHe:

3.18.1. npenopprunteneH Mero 3a omoxaane e ICSI, 3a na ce npenoTBpatu
PUCKBT OT 3aMbpPCSBAaHE C KyMYIYCHU KJIETKHM WU CIIEPMATO30UIM; BHHMATEIHO
OTCTpaHsBaHE Ha KyMyjyca W IMPOMHBAHE OT OCTAThYHU CIEPMATO30MIIU B CiIydail Ha
omnoxkaane ¢ IVF, xoeto na MuHuUManu3mupa pucka oT 3aMbpcsBaHe ¢ MaiuuH/OaliuH
TeHEeTUYCH MaTepual;

3.18.2. mpu Ouoncus u paboTa ¢ OMONCHUYEH MaTepuanl MOBBPXHOCTUTE B
naboparopusra ja ca ne3uH(eKIupaHy, 1a ce HOCH paboTHO OOJICKIIO U Ja ce paboTH ¢
MacKa U pbKaBHIH (0e3 myapa);

3.18.3. 6umomcusaTa ma ce ochlecTBiaBa cburiaacHo mucMmena COII, xato ce
U3MOJ3BAT CHEIUANM3UPAHU CpPeld U KOHCYMaTHBH, 0OOPYABAaHETO € MHCTAIUPAHO U
KauOpHupaHo chOOPa3HO M3UCKBAHUSITA;

3.18.4. mpenu GuonCHs ce MpenopbyBa OTBAPSHETO HA 30HA MENyLuaa /1a ce
OCBUIECTBSIBA C MTOMOLITa Ha OE3KOHTAKTEH Ja3ep; TOBa M03BOJIsIBA pa3MepbT Ha OTBOpA
Jla ce perynupa Mnperu3Ho, Ype3 MpoMsiHa B MOIITHOCTTA U €KCIO3UIUATA Ha Ja3€PHUS JIbY,
KOETO J1a MPEJA0TBPATH MTOBPEAH MO MOJSIPHOTO TEJIIE UM €eMOPUOHATHUTE KIETKH;

3.18.5. Obuomncus Ha MOJAPHU TENIa: MbPBOTO MOJIAPHO TENIEe ce Ouorcupa
Mexny 36-us u 42-pust yac cieq noctaBsiHeTo Ha hCG Ha nmanueHTKaTa; BTOPOTO MOJISIPHO
Tenie ce buorncupa Mexay 18-ust u 22-pust yac ciesi OIUIOKIaHETO Ha SHIEKIIETKATa;

3.18.6. Oworicusita Ha OJlacTOMEpH c€ TMPOBEXKAA Ha 3-TH J€H Clel
OTLIIOKJAHETO Ha CTaaui 8 KIEeTKH, KaTo ce duoncupar 1 - 2 6mactomepa;

3.18.7. 6uoricus Ha TpoeKTOIEPMATHUTE KIETKHU CE MPOBEXKIa HA S-1 Un 6-
W JIeH Clel OIUIOKIaHeTo, Ha cTaiuil Omactouucra, karo ce Owomcupar 5 - 10
Tpo(eKTOepMaTHH KIETKH;

3.18.8. MeTOABT Ha B3eMaHE Ha MOJSIPHO TETIIe/KIETKH OT eMOpHoHa 1a Obe
no0paH Taka, ue Jja ce MUHUMAIU3Upa PUCKBT OT YBpEKJaHe Ha eMOpHOHa, KaTo Ce CBEJIE
0 MHHHMYM TPOJBIDKUTEIHOCTTa U M3JIaraHeTO Ha eMOpHMOHA Ha BBHHIIHU YCIOBUS;
BHHMATEIIHO J]a C€ MPOMUBA eMOPHOHBT ciief] OMOTICHS 3a OTCTpaHsBaHEe Ha OWOTNCHYHA
cpela mpeau 3aMpassiBaHe U KyITHBUPAHE;

3.18.9. kynTuBHpaHe Ha OWOTICUpAaHM SUIECKICTKH/eMOPHOHU Jla CTaBa B
WHAWBUIYAIIHU KallK¥ U IPU MUHUMAIU3UpPaHEe Ha PUCKa OT pa3MEeCTBaHe Ha EMOPHUOHHTE
(Hamp. MeTpu C MHOTO SIMKH);
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3.18.10. eruketupaneTo na ObAE SCHO, YETIIMBO M HEJBYCMHUCIICHO, TaKa 4e Ja
rapaHTupa npociesiBaHe Ha eMOPUOHHUTE U OMOTICHYHMS MaTepua; 1o0pe e /1a ce BbBee
crcTeMa 3a CBUJETEN Ha KPUTUYHUTE CTBHIIKH 110 UICHTU(DUKALUS;

3.18.11. nmpu Bcska OHOTICHs ce BKJIIOYBA M HETaTMBHA KOHTPOJIA, ChIbpPIKaIa
2,5 ul 1 % pastBop na PBS;

3.18.12. pebuorncus Ha eMOPHOHUTE MOYXKE J1a C€ HAIIPaBH IIPU KOHTaAMHUHAITUS
Ha rpo0ara WK IpU HEYCIICUICH aHaU3.

3.19. M3uckBanus KbM TUIA Ha OMOINCHpaHHS MaTepHal B 3aBUCHMOCT OT
uenure Ha [1I'T:

3.19.1. 3a uenure Ha II['T-A ce momycka u3moJsi3BaHe Ha MOJSIPHU Teia
(3aIBIDKUTETTHO U JIBETE) U TPO(PEKTOASPMAIHU KJIIETKH; HE C€ JOMYyCKa M3I0J3BaHEe Ha
OyractoMepu OT 3-THEBHU €EMOPHOHH;

3.19.2. 3a wnenure nHa III'T-M ce nomycka wu3MOJ3BaHE HA EAMHUYHU
OnacTomepu U TPOPEKTOAEPMATTHU KIETKH,

3.19.3. 3a wnemure nHa III'T-XII ce nmomycka wu3moii3BaHE Ha E€AMHUYHU
Onactomepu, TpPO(hEeKTOAepMATHH KIETKHU; MOJI3BAHETO Ha MOJIAPHU TeNIa (3aABIKUTEITHO
U JBETE) ce JoIycka B CIy4yauTe, KOraTro >KEHaTa € HOCHTE]l Ha XPOMO30MHO
IIPEyCTPOUCTBO.

3.20. M3uckBaHus KBbM TPOLEAYPHUTE 3a CbXpaHEHHE Ha OWOICHpaHUA
MaTepuai:

3.20.1. OuomncupaHUsT Marepuad ce TOCTaBsi B OTACIHU CTEPUITHU
etukerupanu 0,2 ml empysetrku ¢ 2,5 pl 1 % pastBop ma PBS-PVP nHa napHOTO Ha
eNpyBETKATa;

3.20.2. knerkute B PBS-PVP pa3rBop morar na ce cbxpansBar 3a 24 yaca Ha
2 °C no 8 °C, cnen koero TpsiOBa 1a ce cbxpaHsaBaT Ha MUHYC 20 °C Ui aa ce NpucThIIn
KbM aHaJIU3;

3.20.3. ammndunupana {HK ot Tpanchepupanu eMOproHHU ce chbXpaHsiBa HE
no-Majiko ot 1 roguna Ha munyc 20 °C;

3.20.4. axo He e mocTUrHaTa OPEMEHHOCT ciel TpaHc(ep I HIMA T€HETUYHO
noaxoaauy 3a Tpancgep emOpuonu, JIHK npobure Mmoxe 1a He ce ChbXpaHsBarT.

3.21. W3uckBaHMs KbM MpOLENYypUTE 3a TPAHCIOPT HA OHOICHpaHUS
MaTepua:

3.21.1. KIETKUTE Ce TPAHCMIOPTUPAT Ha JeJa cieln 24-4acoBO 3aMpa3siBaHe Ha
muHyc 20 °C 1 ce npenopbyBa Jja ce TpaHCIIOPTUPAT He3a0aBHO Ha CJe/(BaIlU JCH;

3.21.2. mpu HEBB3MOXKHOCT 3a He3a0aBEH TPAHCIOPT KIETKUTE MOTaT Ja ce
cbxpansBaT Ha MuHyc 25 °C no munyc 15 °C no 4 cenmuny;

3.21.3. Bcsika mpoba ce mpuApykaBa OT HEraTUBHA KOHTPOJIA, Chabpikaiia 2,5
ul 1 % pasrBop Ha PBS;

3.21.4. enpyBeTKHTE Ce NMOCTABAT B OXJIaJieH KoHTelHep 3a 0,2 ml enpyBeTky;
Ha JIbHOTO HA CTUPOIIOpPEHA KYTHUS C€ NOCTaBAT J1BAa OXJIAJANUTENS, 3aMPa3eHH 38 MUHUMYM
24 gaca Ha munyc 20 °C; oTrope ce mocraBsi KOHTEHHEPHT C EMOPUOHUTE; Hall-OTrope ce
MOCTaBSAT OLIe TPU OXJIAAUTENs, 3ampa3zeHn Ha Munyc 20 °C 3a 24 yaca; He TpsOBa /1a ce
U3II0JI3BA CyX JIe/1; CTUPOIIOpeHaTa KyTus TpsioBa Jja Ob/ie CUTYPHO 3aTBOpPEHA M TOCTaBEHA
B HAMJIOHOB IJIMK; KyTUSATa HE TPsOBa J]a ce pa3MecTBa U 00pBINa;

3.21.5. mpuapyxkaBamiata npobure JOKyMeHTalus (mpuemMo-mpeaaBaTeaeH
IPOTOKOJI; UHPOPMHUPAHO ChITIACHE) C€ OCTaBs B HAMIOHOB IUIMK C ITMII.
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[Ipunoxxenue Ne 2 kpm 4. 1, an. 1, 1. 2

OT4eT 32 U3BbPIIEHUTE AEHHOCTH MO ACUCTUPAHA PENPOAYKIHSA MPeE3 ........ I.

HaumeHoBaHue Ha 1e4eOHOTO
3aBEJICHHUE:

APT - ¢ napTHBOPCKO JapsiBaHe Tumn Ha JIeYeHHeTo O6m10

APT (Acuctupanu penpoayktuBau texnonorun) (Ul IVF ICSI |FET® | npyro

Bbpoii Ha iekyBaHHUTE NBOMKH

bpoii Ha U3BBPLICHUTE IUKIIH (3aI1I04Ba CE C
HaMEpEHUE 32 JICUEHHE)

- IIpecnu yurxau®

- 3ampazenu yurau®

bpoii na nukmute ¢ [UI (mynkuust Ha dhonukymnu 3a
IVF, ICSI) pa3mpazsBanus (3a FET)

bpoi1 Ha B3eTUTE SULIEKIICTKH

Bbpoii Ha o0 IeHH/MHKEKTUPAHU SHIIEKIICTKH

bpoit Ha 3aMpa3zeHuTe STUIIEKIETKH MO0 BpEME Ha
IVF umm ICSI

Bpoii Ha emOproruTe (Mmu surotute®), mpecHn
nwiu pazMpaszenu (3a FET)

bpoii Ha 3aMpa3eHuTe eMOPHOHU (MU 3UTOTH)

bpoit em6puorpanchepu (ET)

bpoit Ha TpaHcdepupannTe eMOpUOHH (MITH
3UTOTH)

Bpoii Ha kmuanyHK 6pemennocTu®

bpoit Ha paxxnanus

bpoii Ha ponenute 6ebeta

OO6umsaT 6poil Ha 3aMpazeHUTe AUIEKIETKH, KOUTO
ce cbxpansaBar kbM 31.12 (24:00 4.)

OOt 6poil Ha 3aMpazeHUuTe eMOPUOHN/3UTOTH,
KOUTO ce cbxpaHsaBar kbM 31.12 (24:00 4.)
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(1) FET: Em6puotpancdep Ha pa3sMpaseHy eMOPUOHH, KPUOKOHCEPBHPAHH TIPH MPEIXOIHH HUKIIH.

@ TIpecHu MUK 1 3aMpa3eHN IUKIN: "TIPECHH LUKITH" ce OTHACS 33 MHBHTPO IIPOLIEYPH C
HEKPUOKOHCEPBHUPAHH OBOILIUTH/3UTOTH/EMOPHOHHY; "3aMpa3eHu UKIN" ce OTHACS 32 HHBUTPO NMPOLETYPH
C KPUOKOHCEPBUPAHU U pa3Mpa3eHU OBOLUTH W/WIIN 3UTOTH/€MOPUOHH.

®) B cnyuaii Ha 3aMpassBaHe Ha 3UTOTATA.

) BpeMeHHOCT ce IMATHOCTHIMPA YPE3 YITPA3ByKOBA BU3YaIM3allks HA €IUH WM OBEYe reCTallHOHHH
caka MJIM Ha OKOHYATEJIHU KIMHUYHU MPU3HAIM HAa OpeMeHHOCT. TS BKJII0YBa U M3BHHMATOYHA
OpEMEHHOCT.

3abenescka. HAKOIKO recTallMOHHU caka ce Opou KaTo €/1Ha KJIMHUYHA OpEMEHHOCT.

JIeiHOCTH - HENMAPTHBOPCKO apsiBaHE CIIepMAaTO30M | SHIEKIeTKH | eMOpuoHu/
3UTOTH

bpoii Ha noHOpY (C IEHCTBUTEIHOTO AapsBaHE)

bpoii Ha napenusra (B3eTn
CIIEpMAaTO30H,I1/THIICKIICTKH )

bpoii Ha mapeHuTe AUIEKICTKH, EMOPHOHHU, 3UTOTH

Bpoii Ha ciepmMaTO30UIHH CIIAMKH, SIMUEKJIETKH,
eMOpHOHH/3UTOTH, PA3NIPOCTPAHEHH B UYyXKJa CTpaHa
(u3HOC)

Bvmpe 6 EC

Hzevn EC

Bpoii Ha ciepmMaTO30UIHH CIIAMKH, SIMLIEKJIETKH,
eMOpHOHH/3UTOTH, TIOTYYSHH OT Uy>KJa IbpkaBa (BHOC)

Bvmpe ¢ EC
H3evn EC
APT c HemapTHbOPCKO JapsiBaHe - Tun Ha neyeHueTo O6mo
CIIepMaTo30M 11U
APT (AcuctupaHu penpoayKTHBHH IUI | IVF |ICSI|FET®| gpyro
TEXHOJIOTHH)

bpoit Ha JIeKyBaHUTE TBOVKHU

bpoii Ha U3BBPIIEHNUTE [UKIH (3a[10UBA CE C
HaMepeHHe 3a JICUESHHUE)

- Ipecnu yurxnu®

- 3ampazenu yurau®

bpoit na nuknure ¢ [UI (myHKIus Ha GOTUKYIH
3a IVF, ICSI) pa3smpazsaBanus (3a FET)

Bbpoit Ha chOpaHuTe AUIIEKICTKH

bpoii Ha omo1eHN/MHKEKTUPAaHU THIEKIETKI
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bpoit Ha 3aMpa3eHuTe SMLEKIETKH 110 BpeMe Ha
IVF nwim ICSI

Bpoii Ha em6pronute (1mu 3urotute®), npecun
unu pazMpaszenu (3a FET)

Bbpoii Ha 3aMpa3eHuTe eMOPHOHU (MU 3UTOTH )

bpoii em6puorpanchepu (ET)

Bbpoii Ha TpaHchepupanute emOpuoHu (Wn
3UTOTH)

Bpoii Ha kimnanuEN 6pemMenrocTr )

Bpoii Ha paxxnanus

bpoii Ha poneHuTe 6e6era

OOmusaT Opolt Ha 3aMpa3CHUTE STUICKIICTKH,
KOUTO ce cbxpansaBar kbM 31.12 (24:00 4.)

OO61musaT 6poil Ha 3aMpa3eHuTe
eMOpHOHHU/3UTOTH, KOUTO C€ ChbXPaHIBAT KbM
31.12 (24:00 4.)

APT ¢ nenaptapopcko gapsiane - siiuekierkn | IVF[ICSI|FET | apyro Oo6mo

bpoit Ha pennnuenTckute nukiu ¢ IVF wim
ICSI, unu FET

OOmusT Opoit HA B3ETUTE SUIICKICTKU

bpoii Ha ”HCEeMUHUpPaHUTE/MH)KEKTUPAHU
AULICKIICTKU

Bpoii Ha emOpuoruTe (Mmu 3urotute®), mpecHn
niu pazMpaszenu (3a FET)

bpoii Ha 3aMpa3eHuTe eMOPHOHU (MU 3UTOTH)

Bbpoii em6puotpanchepu (ET)

Bpoit Ha Tpancdepupanute eMOproHH (MU
3UTOTH)

bpoit Ha KTUHUYHN OPEMEHHOCTH

bpoit Ha paxknanus

bpoii Ha ponenute 6ebeta

OOt 6poit Ha 3aMpazeHuTe
e€MOPHOHU/3UTOTH, KOUTO C€ ChXpaHsIBaT KbM

31.12 (24:00 4.)
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APT c nenaptabopcko gapsiBane - siiuekierku | IVF[ICSI|FET | apyro O06mo
U CIIEpMaTO30UH

Bpoii Ha peuunuentckure uukiau ¢ [IVF unn
ICSI, unu FET

OO6musAT Opoii Ha B3ETUTE AUIEKIICTKH

Bpoii Ha ”HCeMUHUPAHUTE/MHKEKTHPAHH
SINLIEKIJIETKHU

Bpoii Ha em6pronute (1mu 3urotute®), npecun
unu pazMpaszenu (3a FET)

Bbpoii Ha 3aMpa3eHuTe eMOPHOHU (MU 3UTOTH )

bpoii em6puorpancdepu (ET)

APT ¢ nenaptapopcko gapsiane - siiuekierkn | IVF[ICSI|FET | apyro Oo6mo
U CIIEpMaTO30UH

bpoii Ha TpaHcheprupannTe eMOPHUOHU (MITH
3UTOTH)

bpoii Ha KTUHUYHN OpEMEHHOCTH

bpoit Ha paxknanus

bpoii Ha ponenuTe 6ebera

OO61musaT 6poil Ha 3aMpa3eHuTe
eMOpHOHHU/3UTOTH, KOUTO C€ ChbXPaHIBAT KbM
31.12 (24:00 4.)

[Tpunoxxenue Ne 3 xpm ui. 62, an. 3

Bbp30 chobiienne 3a HACTBIIMIIA CEPHO3HA HeXKeJIAHA PeaKIUs WM CepHO3eH HHIMICHT
A. 3a cepuosznu nexcenanu peaxyuu (CHP)

Jite)
M3ITBJIHUTEJHATA ATEHIUS "MEJULIMHCKA
HAJI30P"

710

(JI3, u3BBpIIMIIO MIpOIIeIypaTa 1Mo aCUCTUpaHa PENPOIyKIIHS,
BeposiTHO noBena 10 CHP)

Howmep (kxox) Ha chOOIIIEHUETO JlaTa Ha
CBHOOIICHUETO

Jlanam 3a Nwme na JI3 u kox Ha

CHOOITUTENS EC na neyebHOTO
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3aBeICHUE 32
paborta ¢ ThKaH!
CBIIIACHO
Vkazarens na EC
Ha Je4eOHUuTe
3aBe/ieHus 3a
paboTta ¢ ThKaHu

Anpec
Tenedon Mobunen
TenedoH
JIuue 3a KOHTAKT
[pyru koHTakT!
Jlanuu 3a HNmena ETH
3aCErHaTOTO OT
Anpec
Cepro3Ha HeXellaHa
peaknus JIuie Teﬂe(bOH Mobumen
(TOHOP/pETHUITHEHT) TeneoH
KonTakT
Jlanam 3a Mscro (JI3)
npoueaypara mo Azpec
acucTupaHa
penpoayKIus, Juarnosa
BEpOSTHO jioBena o | (MHIMKAIKH)
CHP (noxomnkoto ca Jlata Ha Bpemerpacte 110
W3BECTHH) U3BBPIIBAHE HA BBH3HUKBAHE Ha
npoueaypara CHP
Jannu 3a CHP IIbnHO onucanue Ha

CHP

Kpurepuu 3a
ceprozsoct

Haugano

Kpaii

CBIIBTCTBAILIO
JIEUYECHNE

[pyru nansu,
VMAaIll¥ OTHOILICHHUE,
HalpUMEpP €IUHEH
€BPOIEUCKH KO
(SEC) Ha
pPENPOAYKTUBHUTE
KJIETKH, aKO €
MPUITOKUM
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Nzrorsun IToammuc
CHOOIIEHUETO
(mpu umena)

PwxoBoauren Ha IMoamuc
JIe4eOHOTO
3aBeJIeHUE
(mpu umena)

() KputepuuTe, 0 KOMTO € ONpe/e/eHa peakiuaTa KaTo cepuo3Ha (BkK. ONpPEIeICHUETO).

b. 3a cepuosnu unyuoenmu (CH)

A0
W3ITBJIHUTEJIHATA ATEHIIUA "MEJJUITUHCKU HAI30P"

J0

(JI3, u3BbpIIMIIO IpolielyparTa 1o aCUCTUpaHa PErpoayKIIHsl, BEPOSTHO
nosena 10 CHP)

Howmep (ko) Ha CHOOIICHUETO JlaTa Ha
CHOOIIEHUETO
JlaHHM 3a chOOIIUTEIS HNme va JI3 1 ko
na EC na
JIEYEOHOTO

3aBeJICHHE 3a
paboTa ¢ ThKaHU
CBIJIACHO
Vkazarens na EC
Ha JIeYeOHNTE
3aBEJICHHS 3a
paboTa ¢ ThKaHU

Anpec

Tenedon Mobusen tenedoH

JInne 3a KOHTaKT

Hananu 3a CU, korito moxke aa |IIsaHO onucanue
oBJIHsie 0€30IaCHOCTTA U Ha CU

Ka4dyeCTBOTO Ha

. Havano Kpaii
CIIEpMATO30U U, AULIEKIETKU
WIN 3UTOTH Bun 3amecenn Cnepmarozouiu SIHneKIeTKu 3urotu
KJIETKHA/ThbKaHU
(Omobenexncu!)

Buy nporenypa®
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[puunna 3a CU®

Hpyru nanHu, uMaiu
OTHOILLIEHUE, HAaIIpUMED
YHHUKAQJICH UICHTH(PUKAITMNOHCH
Homep (YUH) u equnen
€BpOIICHCKH KOJI Ha
PENpPOIYKTUBHUTE KIETKU
(SEC), ako e npuinoxum

W3roTBui ChOOIIEHUETO [Tonmuc
(mpume umena)

PwkoBoguTes Ha j1eueOHOTO IToammuc
3aBelcHIE
(mpume umena)

) Bun mporeaypa ce oTHACS 10 €Ha OT CIIEHUTE - OTyYaBaHe, eKCIepTH3a,
00paboTKa, ChXpaHEHHE, IOCTABSHE, IPEIOCTABIHE, TPAHCIIOPT.

® IIpuuunara ce oTHacs 10 eHA OT CJEIHUTE - HEKAYECTBEHH/OMACHH
OBOLIUTH, CHEPMATO30MAM WM 3UTOTH; IpoOsieM ¢ amaparypa U o0Opy/JBaHE; YOBEIIKA
rpelika; Jpyru (Cieasa Jia ce Opeiessr).

[Ipunoxenue Ne 4 kpm 4. 65, ain. 1

ITbpBOHaYasIeH J0KJIA/ 32 HACTHIIWJIA CEPHO3HA HeXKeJIaHA PeaKlus WU cepro3eH HHIMIEHT
A. 3a cepuoznu nexcenanu peaxyuu (CHP)

Howmep (xon) Ha noxnana [ara Ha noknaga
Januu 3a Nwme na JI3 u ko Ha
CHOOIIUTENS EC na neyebHoTO

3aBejieHHE 3a paboTa
C ThbKaHH CBIIIACHO
VYkazarens Ha EC Ha
nedeOHUTE 3aBEACHUS
3a paboTa ¢ ThKaHU

Anpec

Tenedon Mob6uiien tenedon

JInne 3a KOHTaKT

JlanHu 3a Nmena ETH

3aCerHaToTo OT

Anpec
CepHO3Ha HeXXellaHa

Tenedon Mob6uien tenedon
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peaxuus Juie Jpyru KOHTaKkTH

(TOHOP/pELUITIEHT)
JlanHm 3a Mscto (JI3)
mporieaypara 1mo
pouenyp Anpec
acucTupaHa
penpoayKuus,
BEPOSITHO J10BeNa 10 | OTroBOPHO JIUIIE
CHP
Tenedon Mobwiien TenedoH
Jwnarnosa
(MHAMKAIWN)
HanmenoBanue Ha
nporexyparall)
JlaTta Ha U3BbpILIBaHE Bpemerpaene o
Bb3HUKBaHe Ha CHP
Hannu 3a CHP [Ib1HO ONMCaHue Ha

CHP

Kpurepuu 3a
cepuoznoct®

Bug 3amecenu
KIeTKH/ThKaHu®

Hauano Kpait

CrpIIBTCTBAIIO
JIEUEeHUE

Hpyru naHHu, nMamu
OTHOILIEHHUE (B T.4.
YHHUKaJIEH
UACHTU(UKALIMOHEH
KOJl HOMEp Ha J0HOpa
(YUH) u enunen
€BPOIEICKH KO Ha
PENPOAYKTUBHUTE
kietku (SEC), ako e
MIPUIIOKHIM)

Wzroreun
CHOOIIIEHUETO TToamuc
(mpume umena)

PvxoBoauren Ha
J1e4e0HOTO 3aBeICHIE TToamuc
(mpume umena)
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) HammenoBanue Ha mpolielyparta py H3BHPIIBAHE HA ACHCTHPAHA PENPOTYKIMS - HAPUMED
WHIYKIHS Ha OBYJAIUATA, (DONHMKYTHA MYHKIHS, eMOpUoTpancdep u ap.
@ KpurepuuTe, 0o KOUTO € ompe/ieNieHa PeakInaTa KaTo CepHo3Ha (BXK. ONPeIeleHHETo).
©) Cnepmarosonmy, AHIEKIETKY UIN 3UTOTH.
b. 3a cepuosnu unyuoenmu (CH)

Howmep (kon) Ha

JlaTta Ha mokiana

IOKJIaga
Januu 3a Nwme na JI3 u ko Ha
CHOOIINTEA EC ua neuebHOTO

3aBejieHHE 3a paboTa
C ThKaHH CBIIIACHO
Vka3zarens Ha EC Ha
ne4eOHnTE
3aBeJieHus 3a paboTa
C ThKaHH

Anpec

Tenedon

Mobwuien tenedon

JInne 3a KOHTaKT

JlanHu 3a 3acerHaroTo |imeHa EI'H
OT CEPHUO3CH

p Anpec
WHIUACHT JIUIIE

Tenedon Mob6uien tenedon

JlanHu 3a Msicro (JI3)
mporeaypara mo
acucTHpaHa Anpec
penpoyKus,

BEPOATHO JOBEJIA 10
CcHu

OtroBopHo JnLe

Tenedon

MobGunen tenedon

[wnarnosa
(MHIMKAITAN)

HaumenoBanue Ha

npouenypara
Jlara Ha Bpemerpaene no
HN3BLPIIBAHE BBH3HUKBAHC Ha

CHP

Hannu 3a CHU, xouto
MOYE JIa TIOBIIHASIAT

IIenHO OnucaHue Ha
CHu
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0e30macHOCTTa U Hauano | Kpait |

Ka4yecTBOTO Ha
CIIEpMATO30U I,
SIMIIEKIICTKH MIIH
3UT'OTH

Bun 3amecenn Cnepmaro3ouiu SIAeKIIeTKU 3uroru
KJIETKW/TbKaHH
(Omo6enesicu!)

Bun npouez[ypa(4)

[puunna 3a CU®

Jpyru jaHHu, UManiu
OTHOIIICHUE,
HanpuMep YHUKaJIeH
UICHTH(PUKAIMOHCH
nomep (YUH) n
€VHEH €BPOIECUCKU
KOJ[ Ha
PENPOAYKTUBHHATE
kietku (SEC), ako e
MIPHIIOKHM

N3rorsun [lonmuc
CBHOOIIEHUETO
(mpu umena)

PrroBoauTen Ha Tlonmuc
J1e4eOHOTO 3aBeICHUE

) Bux npomnemypa ce OTHAcA 10 €HA OT CIEIHUTE - OTyJaBaHe, eKCIepTH3a, 00paboTKa, ChXpaHEHHE,
MOCTaBsIHE, TPEOCTaBsIHE, TPAHCTIOPT.

® TIpuunnara ce oTHACS 10 €HA OT CIIETHHUTE - HEKAYECTBEHH/OTIACHH OBOLIMTH, CIEPMATO30MIH MIIH
3UTOTH; TIPOOJIEM C amaparypa u 000pyABaHe; YOBEIIKA TPEIIKa; IPYTH (ClIeIBa 1a CE ONPEIEIIST).

[Tpunoxxenue Ne 5 xbM ui. 635, ain. 1

OCHOBHH eJ1eMEeHTH HA NPUIPYKUTEJTHO MHCMO KbM IMbPBOHAYAJIEH
JAOKJIA/ 32 ChbOOLIABAHE HA CEPHO3HA HEXKeJIaHA PeaKUMs M CePHO3eH HHIUAEHT
NMPH ACHCTHPAHA PeNnpPoOxYKIMS

ITucmoTo € B cBOOO/IEH TEKCT U ChIbpka HHPOpPMALUs Hali-MaJIKOTO 3a:

1. HauMEeHOBaHHME Ha JIEYEOHOTO 3aBellEHHE, OCHIIECTBIIIO ACHCTHpaHaTa
PENpoIyKINS;

2. uMeHa, aapec U TenedoH 3a Bpb3Ka Ha OTTOBOPHOTO JIUIIEC, HANMEHOBAHHE
Ha JIeueOHOTO 3aBe/IeHNE, YCTAHOBUJIO CEpUO3HATa HEeXKeJlaHa PeaKIUsl UM WHIUICHT;

3. HaMMEHOBaHHME Ha JIEYeOHOTO 3aBE/ICHUE, YCTAaHOBHJIO CEpPHO3HATa
HE)KeJIaHa peaKIusl UM UHIUICHT;

4. ume, aapec u TeneoH 3a BpH3Ka Ha JIMIETO, YCTAHOBUJIO CEpPHO3HATa
HE)KeJIaHa peaKIus UM UHIUICHT;

MN3ToYHUK: MpaBHO-MHPOPMALUOHHU cucTemu "Crnena”



5. Meroj, ¢ KOWTO ce mpejroiara Ja € CBbp3aHa CepUO3HaTa HEKeJlaHa
peakys Wik UHIUIEHT, Criope]] HoMeHkIaTypara B paszen II, ot 1. 9.4.8.1 1o 9.4.8.9;

6. 1aTa Ha U3BBPIIBAHE HA MPOLIEIYypPaTa;

7. naTa Ha yCTaHOBSIBAaHE Ha CEpHO3HATa HEXKEJIaHA PEaKIUs WM UHITUJICHT;

8. 0000IIeHO TpeACTaBsiHE HAa KOHKPETHHUS CIlydail Ha CEepHO3Ha HEKEIaHa
peakIys WK WHIMJICHT, OLICHKATa Ha PUCKA, MPEANPUETUTE MEPKH U BB3MOKHUS H3X0/T
(kxoraro He ce Kacae 3a CepruO3Ha HeXelaHa peakius Wik UHIIUACHT, TOBEIH JI0 CMbPT);

9. mata Ha M3MpaniaHe Ha JI0KJIa/a;

10. moamuc Ha OTrOBOPHOTO JIMIIE M HA PBKOBOIUTENS Ha JIEYeOHOTO
3aBeCHHE.

[Ipunoxenne Ne 6 kbM 4. 65, an. 2

JIOMbJIHUTEIEH A0KJIA/] 32 HACTHIINJIA CEPHO3HA HE)KeJIaHA PeaKIus WU cepuo3eH MHIUAEHT
A. 3a cepuoznu nexcenranu peaxyuu (CHP)

Howmep (xon) Ha mbpBOHAYAIHUA JOKIIAJ, 32 [laTta Ha noxiana
KOMTO ce 0THACS HACTOSALIMAT AOIbIHUTEICH
JIOKJIaJ1

Jlannu 3a HNme nva JI3 u kox Ha EC Ha
CHOOIIUTEISA JIeueOHOTO 3aBeJICHUE 3a
paboTa ¢ ThKaHH ChIIACHO
Vxkazarens Ha EC na
JIeueOHUTE 3aBEICHUA 3a
pabota ¢ ThKaHU

Anpec
Tenedon Mobwuien
TeneoH
Jluie 3a KOHTaKT
JanHu 3a Msicto (JI3)
JTOKJIaIBAIIIHSI
Anpec
OtroBopHo Jnne
Tenedon Mobwuien
TeneoH

Haanu 3a CHP  |IIbenHO0 onucanue na CHP
Y HEMHOTO MOTBBPKICHUE
WJIM OTXBBPJISIHE, KAKTO U
npomsiHa BbB Bujia Ha CHP
(axo mma mpomsiHa, 1a ce
YTOYHH)

Kpurepuu 3a cepuoznoct®
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Bun 3amecenu
KJIeTKH/ThKaHu®

Hauano Kpait

[TpoBeneno cnenuduuHO
JeYeHUEe

YHukaiien
uACHTU(PUKAIIIOHEH HOMEP
Ha gonopa (YUH) u
€JIMHEH eBPOIEHCKH KOJ Ha
PEIPOAYKTUBHUTE KIETKU
(SEC), ako e npuinoxum

Knunnuen
A3XO0M OT
CI/ITyaI_lI/I}ITa(g)

3aKJroueHue oT
BBTPELIHOTO
pascienBaHe Ha
CHP

[Ipenopbku 3a
npodusakTuka
Ha CHP u
MpEeANpPUETH
MEpKH

HNzrorsun Ioammc
CHOOIIIEHHETO
(mpu umena)

PvrxoBoauTen Ha [loamuc
J1e4eOHOTO
3aBeJeHIE

(1) KpurepunTe, Mo KOUTO € ompejieNieHa PeakInaTa KaTo CEpHo3Ha (BXK. ONpeIeleHueTo).

) CepmaTto3son i, SHIEKIETKH HITH 3UTOTH.

®) Knuawden u3x01 - OTHACA ce JI0 eHO OT CIEIHHTE: IHITHO Bh3CTAHOBABAHE; MUHIMAITHH TIOCTIE/ICTBHS;
CEpPHUO3HU MOCIIECTBUS; CMBPT.

b. 3a cepuosnu unyuoenmu (CH)

Howmep (ko) Ha mbpBOHAYAIHUS JOKIIA, 32 JlaTa Ha IoKIIama
KOMTO C€ OTHACS HACTOSAIIMSIT JOITBIHUTEIIEH
JOKJIaI
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JlanHM 32 CHOOIIUTEIS

Hwme va JI3 u ko1 Ha
EC na neye6bHOTO
3aBEJICHHE 3a
pabora ¢ ThKaH!
CBIIACHO
Vxkazarens Ha EC
Ha JICUCOHUTE
3aBeJCHHU 3a
paboTta ¢ ThKaHU

Anpec

Tenedon

Mobunen
TenedoH

JInne 3a KOHTaKT

Jlanuu 3a JToKIaaBaIus

Mscro (JI3)

Anpec

OTroBopHoO nu1e

Tenedon

MoOuien
TenedoH

Jannam 3a CU

IIbaHO onmcanme
Ha CH u HEroBOTO
MOTBBPKICHHUE UITH
OTXBBPJISIHE, KAKTO
Y TIPOMSTHA BBB
Buga Ha CU

Kpurepunu 3a
cepuoznoct™®

Bun 3amecenu
KaeTKn/Thkanu®

Haugano

Kpaii

Buj Ha yToyHeHara
TIpoIeypa, T0Bea
10 C1®

Kpaen pesynrar or CU

Jara na pp3aukBane Ha C1 u
aHaJIM3 Ha IPUYUHUTE, TOBEJIH
no CH1
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YHUKaneH
UIEeHTU(UKAITMOHEH HOMEP
(YUH) u enunen eBponeicku
KOJI Ha PENPOAYKTUBHUTE
kietku (SEC), ako e
MIPUIIOKUM

3aKJII04YEHNE OT BBTPELIHOTO
pascinenane Ha CU

[Tpemopbku 3a MPOPUITAKTHKA
Ha CU u npennpueTn MepKu

H3rorsui ch001EHUETO IToammuc
(mpu umena)

PwkoBomutren Ha J1Ie4eOHOTO IToammc
3aBCACHHUC

() KpurepunTe, o KOUTO € ompesieNieHa PeakInaTa KaTo CepHo3Ha (BXK. ONpPeIeNeHUETO).

@ Cnepmarosony, SRIEKIETKN UM 3UTOTH.

) Bux mpomesypa ce OTHacs 10 €Ha OT CIEIHHUTE - TIONTyJaBaHe, eKCIIepTH3a, 00paboTKa, ChXpaHEHHE,
MOCTaBsIHE, TIPEIOCTABSIHE, TPAHCIIOPT.

[Ipunoxenue Ne 7 kbMm 4. 65, ain. 2

OCHOBHM eJIeMeHTH HA IPUAPY’KUTETHO NMCMO KbM IONbJIHHUTEJICH
A0KJIa] HA HH(oOpMALKS 32 CEPUO3HA HeXKeIaHA PeaKIUsl UM CePUO3eH HHLINIAEHT
MPH ACUCTHPAHA PENPOAYKIHUSA

[TucmoTo e B cBOOOIEH TEKCT U ChAbpkKa HH(POpMaLIMs Hall-MaJIKOTO 3a:

1. HauMeHOBaHHE Ha JIeYeOHOTO 3aBEJCHHE, OCHIIECTBUIIO aCHUCTHpaHaTa
penposyKIus;

2. UMeHa, azipec U TenedoH 3a Bpb3Ka Ha OTTOBOPHOTO JIHIIE;

3. MOTBBPKTaBaHE WM OTXBBHPJISIHE HA CEpPUO3HATA HEXEJIaHa PeaKIus WUiu
CEpPHUO3EH UHIUICHT;

4. YTOUHEH METOJI, C KOMTO Cce CBbp3Ba CEpHUO3HATA HEXKENaHA PEaKIUs WIn
WMHLUJIEHT criopel HoMeHkiarypara B pazzgen II, ot T. 9.4.8.1 1o 9.4.8.9 u npuunHHO-
CJIe/ICTBEHA BPB3Ka (aKO € yCTaHOBEHA TaKaBa);

5. 0000mIeHO TpeCTaBsHE HAa KOHKPETHUS CIIydall Ha CepHO3Ha HEeXelaHa
peaKIys WA UHIUICHT, HACTHITHIIMS U3XO0/l, OIICHKATa Ha PUCKA U MIPEANPUETUTE MEPKH;

6. TOMbITHUTENHA HH(OPMAITUS OT JIUTEPATYPHHU H3TOUHUIIH (aKO IMa TaKaBa),

7. maTta Ha M3MpaniaHe Ha JI0KJIaja;

8. moamuC Ha OTTOBOPHOTO JIMIIE M HAa PHKOBOAUTENS Ha JIe4eOHOTO
3aBeCHHE.

ITpunoxxenne Ne 8 xbM 4. 66, ain. 2
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T'ogumieHn goxkJaang 3a 0e3omacHocT IPpU U3BbPHIBAHEC HA aCUCTHPAaHA PENIPOAYKIUA U paﬁoTa CbC

CIIePMATO30HUIHU, SIHIEKJIeTKH U 3UTOTH

Howmep (xon) Ha nokiana [Tepuon
(ot - no)
Januu J3
3a TOKJIaBaIIHs Anpec
OTroBopHo
TUIe
Tenedon Mobwiien tenedon

bpoii cepuosznu Hexxenanu peakuuu (CHP) 1 cepro3aun MHIIMACHTH
0 BHJI Ha TIpOIlelypaTa 3a aCUCTUpaHa PErnpOayKIIUs

# Bun Ha nponenypara bpoit CHP

Bbpoit na CU

1. |Bsemane Ha ciepMaTo30UaU OT CHIPYT/IAPTHHOP
WU aHOHMMEH JIOHOD

2. |MHnykuus Ha OBYyJaLMATa WIK KOHTPOJIMpaHa
OBapHaJIHA XUIIEPCTUMYJIALUS

3. |MHceMuHanus cbc ciepMaTo30Mau OT
CBIIPYT/TIIAPTHHOP WIIM AHOHUMEH JIOHOP

4. |B3eMaHe Ha OBOIIUTH MOCPEICTBOM SIHUHUKOBA
(honuKyIIHA TYHKIIHS

5. |Excneptusa, 00paboTKa, eTUKETUPAHE HIIH
ChbXpaHsBaHE Ha OBOIUTH, CTIEPMATO30U I WITH
3UTOTH

6. |OBapumasieH XUTIEPCTUMYIIAIMOHEH CHHIPOM

7. |Mmuoromiogna 6peMeHHoCT (2+ muonaa) uiu

M3BBHMATOYHA OPEMEHHOCT

8. |EmOpuopenykuus

OBILIO
Bbpoii cepnoznu Hexxenanu peakuun (CHP) u cepruosnu nnmuaentu (CH)
10 BHUJI Ha KJIETKUTE/ThbKaHUTE, 32 KOUTO CE OTHACS
# Bun Ha kieTku/ThKaHHA bpoit CHP bpoii na C1 bpoii paznpoctpanenu
THKaHH, KJIETKH,
IPOIYKTH

1. Cnepmarozonau
2. OBorutn
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3. 3urortu

4. [TpoxyxTH, cBbp3anu ¢ 1 - 3

5. |OBIIO

0061 6poit pasnpocTpaHeHn (TOCTABEHU WM MIPEIOCTABCHH ) TAMETH WIIH
3UTOTH HE3aBUCUMO OT Haimmuueto i jguncara Ha CHP nnn CU

OO01u1 Opoit Ha MOTEHIMATHO 3acerHaTuTe Jula (T.e. 001 Opoit Ha

PEIUITUCHTHTE)

Pasnpenenenue Ha ciaydauTe 1o BUA Ha cepuo3HuTe Hexenanu peakiuu (CHP)

Xapaktep na CHP bpoii CHP
[Ipenanenu (TpaHCMHCHUBHHU) OaKTEpUATHU HH(DEKINN
[Ipenanenu (TpaHCcMUCHPaHU) HBV
BUPYCHU UHPEKIUH HCV
HIV - 1/2
Apyru
[Ipenanenu (TpaHCcMUCHPaHU) Manapus
HapazuTo3u Tlpyru

[Ipenanenu 3710Ka4eCTBCHH
3200J1IBaHUA

[Ipenanenn npyru 3a00siBaHUS

Hpyru CHP

Pa3npezleneHI/Ie Ha CJIy4auTeC Ha CH o BHUJ Ha IIpouecaypara 1 TUII Ha IpUYrUHATa

Bpoit na CH, kouto Moxe 1a ca
MOBJIMSUIA Ka4E€CTBOTO U
0e30I1acHOCTTa Ha CIIEpMaTO30MIH,
AWLEKJIETKU U 3UTOTH TIOpaan
CJICIHUTE IPUINHA

Crneuundukanus
Hedekr B ITpobnem ¢ Yosemka| [pyru
KJIETKW/THhKaHU | aniapaTypa/obopynBane | rpemka | (ymounu!)

HonyanaHe CHepMaTO3OI/IJII/I

OBoutu

3Urotu

Excneprusa Cnepmarosonu

OBomutu

3urortu

O6paboTka Cnepmato3ouu

OBo1iuT

3urortu
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Cpxpanenue Cnepmaro3zonu
OBonutu
3uUroTu
Tpancnopt Cnepmarozouiu
OBouutu
3uUroTu
Juctpubyrus Cnepmaro3zouniu
MOCTaBSIHE WU
(moctasise ui OBorutu
MIPEAOCTaBSIHE)
3urotu
Marepuanu
HApyru
(Ymounu!)
Nzrotumi Tenedonu 3a Bpb3Ka
JOKJIaaa
Mscro, nara Ilonnuc
PvroBoauTen Ha [Tonmuc
ne4e0HOTO
3aBeICHUE

[Ipunoxenue Ne 9 kbM 4. 66, an. 2

OCHOBHHM eJIeMeHTH HA NPHAPYKUTETHO MIMCMO KbM TOMIIEH T0KJIA] 32
0e30MacHOCT MPH H3BbPIIBAHE HA ACHCTHPAHA PENPOAYKIHS H padoTa che
CIepMAaTO30M/IH, STIHIIEKIETKH U 3UTOTH

[TucmoTo e B cBOOOIEH TEKCT U ChABpKA HH(POpMALIMS Hall-MaJIKOTO 3a:

1. HauMeHOBaHWE Ha JICYEOHOTO 3aBeJeHWE, OCBHIINECTBIIIO ACHCTHpaHAaTa
PenpoRyKIHSE;

2. UMeHa, ajipec u TenedoH 3a Bpb3Ka C OTTOBOPHOTO JIUIIE,

3. KpaTKo omnucaHue Ha crieruduKara Ha TOKIaaa;

4. mepuon, 3a KOWUTO C€ OTHACS AOKIAAbT;

5. 00001IeHO TIpeACTaBsHE Ha TMOJTYYCHHTE Pe3yaTaTH Mpe3 Mepuoaa, Mo
OTHOIIIEHHE Ha O€30MacHOCTTa TIPH AaCHCTHpPaHAa PENpOAyKIMs U paboTa CbC
CIIEpMATO30MIM, SWILIEKIETKH M 3UTOTH, KaKTO M CpPAaBHEHHE C MHUHAIU NEPUOIU U
TCHACHIINH,
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6. JaHHM 3a pe3yJTaTH OT NPEAIPUETH MEPKH B MUHAJIM NIEPUOIH;
7. nata Ha U3IpallaHe Ha JOKIA/a;
8. moamuc Ha OTrOBOPHOTO JIMLIE M HAa PBHKOBOAUTEN Ha JIEYEOHOTO

3aBCJACHUC.

ITpunoxxenne Ne 10 kpMm wit. 67, ain. 2

A. (I)OpMaT Ha TOAMINHHUA JOKJIAA 3a CCPUO3HU HEKEJIAHU PEeaKIINN

JloknaaBaiia cTpaHa

(roguHa)

Otueren nepuon 1 siHyapu - 31 nekemBpu

BJIC3JIM B KOHTAKT C THX)

Bpoii B3HUKHAIN CEPHO3HU HEXKEJIAaHU PEaKIMH 10 BUAOBE TAMETH/3UTOTH (M/UIIM MaTepHally,

Bua rameru/3urotu (u/vinm

MaTcpHraiiu,

BJIE3JIU B KOHTAKT C TSX)

bpoii ceproznu
HEKEJIaHU PEAKLIINU

O6111 6poit Ha
MIPEIOCTABCHUTE 32
ynotpeba
raMeTH/3UTrOTH OT
BHJIa (aKO MMa
JTAHHM )

NI S

O61m10

OO6111 6poit Ha TTPEIOCTABEHUTE TaMETH/3UTOTH
(BKJTFOUMTEITHO BHU/I, 32 KOMTO HAMa ChOOIICHHUS 3a
BB3HUKHAJIN CEPUO3HU HEKEIIAHU PEAKITUH )

OO0 Opoit 3acerHaTu PeUUIHEHTH

Xap AKTCP Ha JOKJIAABAHUTC

CEpUO3HU

HEe)KeJlaHU peakluu

OO6111 6poit HAa cepUO3HUTE HEKETaHH
peakinun

[Ipenanena GakrepuanHa HHPEKIUS

[Ipenanena BupycHa nHpexus

HBV

HCV

HIV - 1/2

Apyru
(ymouneme)
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[Ipenanena nmapa3utHa HHPEKIUS

Manapus

Hpyru

(ymouneme)

Hpez[az[eHI/I 3JI0Ka4Ye€CTBEHH 3a00/IIBaHU

Hpyru npenaacHu 3a00IsIBaHMS

(ymouneme)

Jpyru cepuo3HU HEXENlaHU peaklun

b. ®opMaTt Ha roAUIIHUSA TOKJIA/ 32 CEPUO3HN MHIIUIEHTH

I[OKJ'Ia,Z[BaH_Ia CTpaHa

(roguHa)

Otueren nepuon 1 siuyapu - 31 nekemBpu

obpaboTka

OO0 Opoit raMeTH/3UroTH, TIOIJI0KEHH Ha

Omnucanue

BJIMAHUEC BHPXY Ka4Y€CTBOTO U

EcrecTBO 1 00111 OpOii HA BE3HUKHAIHUTE
CEpHO3HH WHIIUJICHTH, KOUTO Ca OKa3aJH

0€30I1aCHOCTTA Ha TaMETUTE/3UTOTUTE

Hedexr Ha
HPOJYKTa

Hedexr Ha
000py/IBaHETO

Yopgel1ika
rperka

Apyru

B3emane

Excneprusa

Tpancrioptupane

O6paboTka

Cpxpanenue

IIpenocrassne

Marepunanu

Hpyru
(ymouneme)

H3rorBuia goknaaga

Tenedon
3a Bpb3Ka

MsicTo, nara

IHoamuc

PwkoBoguTen Ha J1e4eOHOTO 3aBCACHUC

Iloxnuc
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TI'ogumien goxkaang 3a 6p0ﬂ Ha 6.1101mpa}mTe, U3TErVICHUTE U YHUITOKCHUTE HﬁHeKJ’IeTKH,
cnepMaTo3ouiu 1 3BUrotu

Howmep (kon) Ha nokiana [Tepuon
(ot - 10)
Hannu JI3
3a JIOKJIaABalus
AoKIANBAMS )
OtroBopHo
JINLIE
Tenedhon Mobunen
tenedoH
Pasnpenenenue Ha OpoHKHUTE 1O MPOLIEypa, BU HA KIETKUTE/ThbKaHTa U TIO IPUYKHA
[To nmpouenypa Bun ITopanu [Topagu | 1o uckane | Hpyru [ OOGmio
KJICTKH/ThKaH CHP cu (Ha
MAIUCHTH )
briokupanu Cnepmaro3zouniu
OBonutu
3uroru
Uzternenun Cnepmaro3zouiu
OBonutu
3uroru
YHHAIIOKEHU CnepmaTo3onu
OBonutu
3urotu
Nzroreun Tenedon
IOoKJIazma 3a Bpb3Ka
Mscto, gara IToammc
PvxoBoauren Ha IToamuc
JIEYeOHOTO
3aBeJIcHHE

3abenexcka. To3u NOKIAA ce MpUIara 3aeIHO C FOJMIIEH J0KJIaJ 3a 0€30MaCHOCT C €HO U ChILO
MPUAPYKUTEIHO MTHACMO.
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