HAPEJIBA Ne 28 OT 20 FOHU 2007 I'. 3A JEMHOCTH MO ACUCTUPAHA
PENPOJYKIIMSA

H30adena om munucmvpa Ha 30paseona3ganemo

Oo6n. /IB. 6p.55 om 6 woau 20072., usm. [{B. 6p.44 om 10 wonu 201 12., usm. /IB. 6p.58 om 29 onu
2011z., usm. JIB. 6p.43 om 8 ronu 2012e., usm. u oon. /[B. 6p.34 om 15 anpun 2014e., usm. u oon. /[B. op.25
om 24 mapm 20172., usm. /[B. 6p.41 om 21 mau 20192., usm. /[B. 6p.10 om 4 pespyapu 20202.

I'naBa nbpBa.
OBbIIA ITOJIOXKEHUSA

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

1. yTBBpK/1aBa MEAUIMHCKN CTaHJApT 332 aCUCTHpaHa PENpOIYKIHS ChIVIACHO MpUIIOKEeHHE Ne
1;

2. yTBBbpKIaBa oOpaszell Ha TOAMIIEH OTYET 3a H3BBPIIEHUTE [CHHOCTH IO acHCTUpaHa
PENpPOAYKIHS ChITIACHO MpuitoxkeHne Ne 2;

3. ompenenar ycloBHATa U PEIbT 32 B3€MaHe, IOCTaBsIHE, eKCIePTU3a, 00paboTKa, eTHKETUpaHe
U CbXpaHSBaHE Ha SNULEKIETKH, CIEPMATO30MJIM W 3UIOTH 32 HYXKIUTE HA ACUCTUpAaHATa PENpOAYKLHUS,
KAaKTO M HA BIM3AILUNATE B KOHTAKT C TAX MaTEpUAIM U NPOAYKTH U Ha TAXHOTO MPOCIEASIBAHE OT JOHOpA 10
PELMINEHTA;

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

5. onpenensT ycloBUATa U peAbT 3a ChOOIIaBaHEe, PErUCTPUpPAHE, AOKIAJABaHE U IpeJaBaHe Ha
MHpOpMaLKs 32 CEPUO3HUTE HEXEJTaHW PEAKIMU U CEpPUO3HUTE MHLMJCHTU U 3a OJIOKMpaHe, U3TErJsHe U
YHUILO)KaBaHE Ha SHLEKIIETKH, CIIEPMATO30U AN WU 3UTOTH;

6. onpenenaT yciaoBHATa U pebT 3a Ch3JaBaHE HA CUCTEMA 3a MPOCIEAsIBaHE Ha SAULEKICTKUTE,
CIIEPMATO30MIUTE U 3UTOTUTE, KAKTO U Ha NPOAYKTUTE U MAaTEpUAINTE, KOUTO BJIN3AT B KOHTAKT C TSAX U ca
CBBP3aHH C TIXHOTO KaueCTBO U OE30MAaCHOCT.

(2) HeitHocTHTE IO acuCTHpaHa PENpOIyKIHs C€ OCHILIECTBABAT IPU CIIa3BaHE Ha CTAHAApTa IO
. 1, an. 1, T. 1 oT Bcuuku JieyeOHU 3aBe/IeHUs, KOUTO T U3BBPILBAT.

Ui 2. JleueOHUTE 3aBEACHUS, KOUTO OCHINECTBABAT JCHHOCTH MO aCUCTHUpPAHA PETPOIYKIUS U
10 OCUTYpsIBaHE, U3IMOJI3BaHE M ChXPaHSIBAHE Ha SHICKICTKH, CIIEPMATO30UIH U 3UTOTH, Ca:

1. neyeOHU 3aBEAECHUS 3a U3BBHOOIHUYHA ITOMOIIL;

2. 1e4eOHH 3aBeAcHHUA 32 OOJTHUYHA [TOMOILI;

3. TbKaHHH OaHKHU.

I'naBa BTOpA.
OTUUTAHE HA JIJEHHOCTUTE IO ACUCTUPAHA PENIPOAYKIIUA

Un. 3. (1) JleueOHHUTE 3aBeneHUs W3TOTBAT TOJUIIEH OTYET 32 WU3BBPUICHUTE ICHHOCTH IO
aCUCTHpaHa PerpoaAyKIIHs Mpe3 ChOTBETHATA KaJICHIapHa TOMHA.
(2) OtuersT 0OxBaiia nepuoaa ot 1 suyapu a0 31 gekeMBpH Ha BCsAKa FOJIMHA.



(3) (U3m. - B, Op. 41 ot 2019 1., B cuma or 21.05.2019 r.) OTt4ersT ce wW3mpaima B
WM3nbnaurennara arenius "MemunuHackn Haazop" (MAMH) nmo 31 sHyapu crieaBamiata KajeHIapHA
TOJIMHA.

(4) OtueThT ce NOANMUCBA OT PHKOBOJUTENS HA JIEYEOHOTO 3aBEJIEHUE U OT OTTOBOPHOTO JIUIIE
no npuioxenue Ne 1, pazpen III, T. 1.

(5) Komme ot oTdera ce chXpaHsBa B JIeUeOHOTO 3aBecHHE 32 CPOK 30 rouHU.

I'naBa Tpera.
YCJIOBUS 1 PE]JI 3A B3EMAHE HA CHEPMATO30M/IU U ASUIIEKJIETKH (3AT L.
N3M. - IB, P. 58 OT 2011 T".)

Un. 4. (1) Cnepmaro3ouau Morar jaa ObJaT B3€MaHU OT BCEKH IBJIHOJETEH MBX, KOUTO HE
CTpajia OT HACJICICTBEHO XPOHUYHO 3a00JIsIBaHE, HE € MOCTABEH M0/ 3alpelICHNE, OTTOBapsi Ha KPUTEPUUTE
3a moadop Mo Ta3u Hapenda (B CilydauTe Ha HEMAPTHBOPCKO AApsiBaHE) W € Jaj MHCMEHO HMH(OpMHUpPaHO
ChIJIacHe.

(2) Cnepmaroszouan Morat na ObJaT B3eMaHH M OT HEM'BJIHOJIETHO JIUIE IO MEIMIIMHCKH
MOKa3aHMs, KOTaTo € 3acTpamieHa Obaeniara My penpoayKTHBHA CIIOCOOHOCT, ¢l MUCMEHO HH()OPMHUPAHO
ChIJIACUE HA HEITBJIHOJICTHHS, KAKTO U HA HETOBUTE POJAMUTENIN WU TIONICUNUTEITH.

(3) Koraro ce wu3BBpIIBA caMO EKCIEpTHU3a Ha CIEPMATO30MaM, MUCMeHaTta Qopma Ha
MHPOPMHUPAHOTO ChITIACKE HE € HEOOXOIMMa.

(4) (M3m. - IB, 6p. 58 ot 2011 r.) CnepmaTo3onau 3a AUpPEKTHa yrnoTpeda morar jna ObaaT
M3IIOJI3BaHU CaMO 32 OCBHIIECTBSBAaHE HAa aCHCTUPAaHA PENPOIYKITHS ITPH MAPTHROPCKO JapsBaHe.

Un. 5. JloHOpBT Ha CHEpPMATO30MIM 3a JUPEKTHA yHoTpeda IMpH MNapTHHOPCKO JAapsiBaHe
OTroBaps Ha CIIEHUTE KPUTEPUHU:

1. HE e B pOJICTBEHA BPB3Ka C PEIUIUEHTA 10 TpaBa JIMHUS U 110 ChpeOpeHa JIMHUS 10 4 CTeTleH,
KOETO Ce YJIOCTOBEpsIBa C KOIKE OT OpayHO CBUIETEICTBO UJIH JIEKIIapallns;

2. mo 30 mHuU mpenu mpoleAypaTa Mo AapsBaHe MUKPOOHMOIOTMYHO MYy € U3CJe/IBaHa CeMEHHa
TEYHOCT, KaTO MPH MaTOJOTUYEH PE3YJITaT € U3BbpIIECHA CBOEBPEMEHHA CaHALUS;

3. nan e nMcMeHo UHPOPMHUPAHO ChITIACHE.

Un. 6. (1) JoHOPBT HA CHIEPMATO30HMIM 32 MHAUPEKTHA YNoTpebda Mpu MapTHHOPCKO JapsiBaHe
OTroBaps Ha CIICTHUTE KPUTEPHUHU:

1. (m3m. - [IB, 6p. 58 ot 2011 r.) HE € B pOACTBEHA BpB3Ka C PEHMITMECHTA 10 TIpaBa JUHUSA U 110
chpeOpeHa JIMHUA 10 4 cTerneH, KOETO ce yI0CTOBEPsBa C KOMKe OT OpauHO CBHIETEICTBO WIH JACKIapaIus;

2. no 30 mHU mpeau mpoleayparta 1Mo aapsiBaHe MUKPOOHMOJIOTHYHO MYy € M3CJIe/[BaHa CEMEHHa
TEYHOCT, KaTO MPH MaTOJOTUYECH PE3YJITAT € U3BBPIIECHA CBOEBPEMEHHA CaHAIIUS;

3. man e mucMeHo HHPOPMHUPAHO ChIJIACHE;

4. (m3m. - [IB, 6p. 58 ot 2011 r.) 1o 3 Mecema npeau Npoleaypara o AapsBaHe € TeCTyBaH 3a:

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

6) xenatut B: HBsAg u Anti HBc;

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

T') CUQIITUC.

(2) (HoBa - B, Op. 34 ot 2014 r., B cuma ot 15.04.2014 r.) Ilpu cnexBamm akToBE Ha
JIOHOPCTBO OT ChHINHUs MAPTHHOP CJEIBAIIUTE KPHBHU MPOOM C€ B3eMaT HE MO-KbCHO OT 24 Mecera ot
MPEIX0JHOTO B3eMaHe Ha rpooa.



(3) (Hom. - AB, 6p. 58 ot 2011 r., npenumna an. 2 - JIB, 6p. 34 or 2014 r., B cuna or
15.04.2014 r.) U3cnenBanusra mo ai. 1 MoraT Ja He ce U3BBPIIBAT pH 00pabOTKa HA CEMEHHA TEYHOCT OT
CBIIPYTa/MapTHHOPA 32 MHCEMHUHAIIUS TIPU BHTPEMATOYHO OCEMEHsBAaHE, B CIy4yail ye 1e4e0HOTO 3aBe/ICHUE
¥Ma YCJIOBHS M BaJIUAUPAHU IPOLEAYPH, FapaHTUpal[y 0e30I1acHOCTTa Ha MepCoHaja U JIMIca Ha PUCK 3a
KPBCTOCAHO 3aMbPCSIBAHE.

(4) (ITpepumna an. 3 - /1B, Op. 34 ot 2014 r., B cuna ot 15.04.2014 r.) [Ipu no3UTUBHU TECTOBE
3a HIV 1,2, xematutr B m C wunu cuduimc, KakTo W NpU JOHOP C TOBHUIIEH HWH(OEKIIMO3EH PHUCK
(aHaMHECTHYHO) ce Mpuiiara pa3JeiHo 00padOTBaHE U ChXPAaHECHHUE.

(5) (ITpepumna an. 4, u3m. - JIB, 6p. 34 ot 2014 1., B cmina ot 15.04.2014 r.) 3aabDKUTETHO
u3cneaBaHe 3a Hannuue Ha antutena cpemy HTLV-I ce u3BbpiiBa Ha JOHOPUTE, KOUTO KUBESIT B PETUOHH C
BHUCOKa OOJIECTHOCT UJIM MPOU3X0XKIAT OT TAKUBA PETHOHH.

(6) (ITpegumna an. 5, usm. - /1B, 6p. 34 ot 2014 r., B cuna ot 15.04.2014 r.) 3agbmKuTenHO
u3clle/BaHe 3a Haimuuue Ha aHrturena cpeunty HTLV-1 ce u3BppmBa Ha JOHOpHUTE, YHHUTO CEKCYaJIHH
MAapTHHOPH WM YUUTO POJUTENN MPOU3X0KAAT OT TAKHBA PETHOHHU.

(7) (Ilpenumna an. 6 - B, 6p. 34 or 2014 r., B cuma ot 15.04.2014 r.) JombiHUTETHH
uscneasanus 3a manapus, CMV, RhD, Trypanosoma cruzi ce u3BbpIIBaT MpU aHaAMHE3a 3a MbTyBaHUS B
qy>)KOMHA WM HaJM4Ke Ha IPYTH PUCKOBU (aKTOPHU 3a TE3U 3a00IISIBAHUA.

(8) (Ilpemumna an. 7 - IIB, 6p. 34 ot 2014 1., B cua ot 15.04.2014 r.) [Ipu mapTHHOPCKO
JapsBaHe 3a MHJIMPEKTHa ynoTpeba MO3UTUBHUTE Pe3yiTaTH Ha JOHOpPA HE ca Mpedka 3a M3IMOJI3BaHE Ha
CIIEPMAaTO30MIUTE MPU CIETHUTE YCIOBHUSA:

1. 3a xenatut B - koraTo jxeHaTa peIUMIIUEHT € BAKCUHUPAHA;

2. 3a xematut C - KOraTo Ke€HaTa PEIUIHEHT € J1aja MMCMEHO HHPOPMHUPAHO ChIIIacHe 3a TOBA;

3. 3a cuduiuc - cies U3JIEKyBaHETO Ha JOHOPA;

4. (u3m. - IB, Op. 58 or 2011 r.) 3a HIV 1,2 - xorato ne4eOHOTO 3aBeleHUE pa3mojara c
o0opy/BaHE U BaJMIMpPaHa MpoLEeAypa 3a 00paboTKa U OTAETHO ChXpaHEHHWE W UMa 0100peHa CTaHAapTHA
oneparuBHa nporeaypa (COII) 3a Ta3u men.

Un. 7. (U3m. - IB, 6p. 58 ot 2011 r.) (1) JoHOpPHT Ha criepMaTO30MaAM MPH HEMAPTHHOPCKO
JapsiBaHe ce rmojadupa Ha 0azata Ha HEroBaTa Bb3PACT, 3APABOCIOBHO ChCTOSHUE M MEIUIIMHCKA UCTOPHS
Yype3 MONbJIBAaHE Ha BHIIPOCHUK U UYPE3 UHTEPBIO (CHEMAaHE HAa aHAMHE3A).

(2) OneHkaTa BKJIFOYBA M ONMCaHUE HA (DAaKTOPH, KOUTO MOTAT Jia JIOBEIAT JI0 TIOBUIIICH 3paBeH
PHCK 32 PEIMITMEHTA WM 32 CAMUsl HETO.

(3) (M3m. - 1B, Op. 41 ot 2019 ., B cuna ot 21.05.2019 r.) Jlunata no an. 1 cneasa ga 6baat
npoBepeHu B peructbpa Ha MAMH no oTHomeHne Ha Opost IPEeIXOAHU AapsIBAHUS U PE3YINTATUTE OT TAX.

Yn. 8. (1) Cnepmaro3oua OT JOHOP 3a HEMAPTHBOPCKO JapsiBaHE MOTaT Ja ce M3MOJ3BaT 3a
acHCTUpaHa PENPOIYKIHS CIIeJ OTPHIATEIIHO MHUKPOOHMOIOTHYHO H3CJE/BaHE HAa CEMEHHATa TEYHOCT,
u3BbpiieHo 10 30 AHM Tpenu B3eMaHeTo, M CIiepMorpaMa ¢ HOpMOCHepMus (Cropen IeHCTBalIUTE 3a
MomeHTa kputepun Ha C30), KosSTO MOTBBPXKAaBa OJHOCTTA HA MaTepHalla 3a JaApUTEIICKH LIETH.

(2) Cnepmaro3ouau OT JOHOP 3a HENAPTHLOPCKO JapsiBaHE MOTaT Ce M3IO0JI3BaT 3a U3BbPIIBAHE
Ha aCUCTHpaHa pEHpoRyKIHs ciel 00padoTKa U cliel] 3aAbJDKUTEIHO ChbXpaHeHHE U KapaHTUHHpAaHe 3a Hail-
Manko 180 nHM M 10 MOTBBp)KAABaHE Clie]] TO3M MEpPUOJ Ha HEraTMBHUTE TECTOBE 32 TPAHCMHCHBHMTE
3a0onsBaHus 1Mo ail. 3, T. 1.

(3) (U3m. - [IB, 6p. 58 ot 2011 r.) [Ipeau npouenypara mo gapsiBaHe JOHOPHT MO Wi. 7 TpsaOBa
Jla UMa HEeraTUBHU PE3yJITaTH MPU U3CIIEIBAHUS:

1. oT cepyMHa WM 11a3MeHa npooa 3a:

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



6) xenatut B: HBsAg u Anti HBc;

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

r) cudwiInc; Ipyu MO3UTHBEH HecTenmu(uueH TecT 3a CU(UINC ce M3UCKBA crenuduyueH TecT;
aKO HECHCHU(PUYHHUAT € TO3UTHUBEH, HO CHCHU(PUYHHUAT € HETaTHBCH, IMAIMEHTHT CE TPETHpa Karo
HETraTHBEH;

2. 3a XJaMUAWHM TpU U3CIeABaHe Ha ypuHHa mpoda upe3 T.Hap. NAT (Nucleic acid
Amplification Technique - rexnuka 3a JIHK ammmudukarms).

(4) (Homa - 1B, 6p. 58 ot 2011 r.) M3cnenBanusita mo ai. 3 TpsOBa J1a ca MPOBEICHU HE MO-PaHO
oT 3 Mecella IpeIu MpolielypaTa Mo AapsBaHe.

(5) (Ilpequmnaa an. 4 - JIB, 6p. 58 ot 2011 r., m3m. - JIB, 6p. 34 ot 2014 r., B cuna or
15.04.2014 r.) 3agbmkuTenHo u3cieABaHe 3a Hanuuue Ha aHturtena cpemy HTLV-I ce uspbpmiBa Ha
JOHOPUTE, KOUTO >KUBESIT B PETHOHH C BUCOKA OOJIECTHOCT UM MPOU3X0XKAAT OT TAKUBA PETUOHH.

(6) (IIpenumnua an. 5 - JIB, 6p. 58 or 2011 r., m3m. - IAB, 6p. 34 ot 2014 r., B cuma ot
15.04.2014 r.) 3anbmKUTEIHO W3CIeABaHe 3a Hanmuuue Ha aHTutena cpenty HTLV-I ce uspppmiBa Ha
JOHOPUTE, YAUTO CEKCYATHH MAPTHHOPH WUJIM YUUTO POJUTENN MPOU3XOKAAT OT TAKHBA PETHOHHU.

(7) (Ilpegumrna an. 6 - JIB, 6p. 58 ot 2011 r.) JlonbiauTenHn u3cneapanus 3a Mainapus, CMV,
RhD, Trypanosoma cruzi ce U3BBpIIBAT IpU aHaMHE3a 32 MbTYBaHUS B UyKOMHA WJIM HaJU4HUe HA JPYTH
pPHUCKOBHU (haKTOPH 3a TE3U 3a00IIIBaHUSI.

(8) (Ilpegumna an. 7 - JIB, O6p. 58 ot 2011 r.) Ha moHopa mpu HEMapTHROPCKO JapsiBaHE Ce
M3BBPIIBA TEHETHUYCH CKPUHHMHI 32 YECTO CPEIIaHU aBTO30MHO-PEIIECUBHU T€HETHYHH 3a00JSBAHUS IPH
eTHUYECKa MPHUHAJIKHOCT, KOATO TO Hajlara, Wil MpU CEeMEeH MPOM3X0J C TEHETUYHU MPOOJIEMH.
['eHeTUYHUSAT CKPUHUHT C€ U3BBPIIIBA CIe MMCMEHO HH(OPMHpAHO ChIiacue Ha JoHOpa. Ha penumnuenTture
ce MPeaoCTaBs ITbJIHA HH(POPMAIUS 32 PUCKOBETE OT MpeJaBaHe Ha TCHETHYHU 3a00JIIBaHUS U 32 MEPKUTE
3a HaMaJsIBaHEe Ha PHUCKa OT THX.

(9) (Ilpenumna an. 8 - IB, 6p. 58 ot 2011 r.) M3cneaBanusita mo ai. 3, T. 1 ce u3BbpIUIBAT B
aKpeIUTUpaHU JIabopaTOPHH, KOMTO y4acTBAaT B CUCTEMa 3a BHHIIHA OLIEHKA Ha KayeCTBOTO M H3MOJI3BaT
TecToBe (KuToBe), Bamunupanu B EC, B cepyMm w/mnu 1iasma. M3kiroueHne ce Jomycka 3a CrienupuuHu
TECTOBE, TPEHA3HAYCHN 3a II0JI3BAHE BHPXY TEJIECHU TEUYHOCTH U CEKPETH, Pa3IMYHH OT CEpyM H/HITH
mia3ma.

(10) (Ilpenumna an. 9, w3m.- IB, 6p. 58 ot 2011 r., mon. - JIB, 6p. 34 ot 2014 1., B cuna ot
15.04.2014 r.) KppBHHTE mpoOM 3a TPaHCMUCHUBHH 3a00JIIBaHUS C€ B3eMaT HE IMO-KbCHO OT JEHS Ha
JapsiBAaHETO MPH BCEKU aKT Ha JOHOPCTBO.

(11) (Ilpemumua an. 10 - JIB, 6p. 58 or 2011 r.) Koraro mpobara, B3eTa 1Mo BpeMe Ha
napsiBaneto, ¢ m3cinensana upe3 NAT 3a HIV 1/2, HBV u HCV, cnen nepuoja Ha KapaHTHHHUpaHE HE Ce€
HaJlara Jia ce TOBTapsT Te3W TECTOBE. PeTecTupane He ce Hallara M ako B Ipolieca Ha 00padoTKa € HaluIe
eTamn 3a MHaKTUBAIlUsI Ha ChOTBETHUS BUPYCEH NMpudnHHUTEN criopen ogobpena COIL.

U 9. (1) (U3m. - JIB, Op. 58 or 2011 r.) /JloHOpBHT Ha criepMaToO30MIM 32 HEMAPTHHOPCKO
JApUTEJICTBO J1aBa MMCMEHO WH(POPMHUPAHO ChIIACHE.

(2) Ha numero no an. 1 ce mpegocraBs nHpOpMaIus 3a IEJIUTE U €CTECTBOTO Ha B3EMAaHETO;
W3CIIEIBAHMSITAa, KOUTO Ca HEOOXOIMMH, PETUCTPUPAHETO W 3alUTaTa Ha JIMYHUTE JaHHUTE Ha JOHOpPA;
MOTHBHTE, KOUTO OIPAB/IABAT 33/IaBAaHETO HA BBIIPOCH 3a TPEIUIIHU 3a00JIIBAHHUS W JIUYHH BBIIPOCH KBM
JIOHODA.

(3) (U3m. - [IB, 6p. 58 ot 2011 r.) UuopmanusTa mo ajn. 2 ce mpeaocTaBs OT JeKap Uiu OUOJIoT
cwraacHo npuioxkenune Ne 1, pasgen III, T. 3, 4, 5 u 6 B qocthnHa hopma, KaTo ce U3IMOJI3BAT pazOupacMu
nousTus. [IoTBBbpeHUTE Pe3ynTaTH OT U3BLPIICHUTE U3CICIBAHUS Ce ChOOIIaBaT 1 OOSICHSIBAT HA JOHOPA.

(4) Undopmupanoto cwriacue mo ai. 1 mMoxe na ObAe OTTErNIEHO O MOMEHTAa Ha TOJ3BaHE Ha



TEeHETUYHUS MaTepHuall 3a JapuTeJCTBO.

(5) 3abpansBa ce mpeaocTaBsHe Ha HHPOpMaNMs Ha JOHOpPAa WM Ha TPETH JHIA 3a
PELUIIUEHTUTE, TTOJI3BAJIM aHOHUMHHU JIOHOPCKU CIIEPMATO30M 1M, OCBEH B CIy4yau, IOCOYEHHU B 3aKOH.

(6) Undopmanuara 3a caMOIMYHOCTTA HA JIOHOpPA CE€ ChXpaHsIBA B JICUEOHOTO 3aBEJCHUE 3a
nepuon 30 ronuHH.

(7) UadopmamusaTa mo an. 6 e ciuyxeOHa TailHa U HE MOXKe Ja ObJie pas3riacsiBaHa OCBEH B
Clly4auTe, IOCOUYEHHU B 3aKOH.

(8) (Homa - 1B, O6p. 58 ot 2011 r., m3m. - [IB, 6p. 41 ot 2019 r., B cuna ot 21.05.2019 r.)
JlanauTte 1o ui. 44 3a JI0HOpAa U B3eTUTE, 00OpabOTEHHW W TOCTABEHHU O]l KapaHTHHA CIIEPMATO30MIM CE
IIPEIOCTABAT CBOEBPEMEHHO B peructbpa Ha MAMH.

Yn. 10. (1) SiiuexiaeTkn Morat aa ObJaT B3eMaHH OT BCSAKa ITBJIIHOJICTHA KEHA, KOSITO HE CTpaja
OT HACJEICTBEHO XPOHMYHO 3a00JiiBaHE, HE € TMOCTaBEeHa IO 3allpelieHre, OTroBapsi Ha KPUTEPUUTE 3a
nmoabop mo Ta3u Hapenda (OCBEH B CIydauTe Ha aBTOJIOXKHO JIapsiBaHE) M € Jajia MUCMEHO WH()OPMHUPAHO
ChIJIacHe.

(2) SliimexneTkn Morar na ObJAaT B3eMaHW M OT HEMBIHOJETHA JKEHa IO METUITMHCKH
MOKAa3aHusl, KOTaTo € 3acTpalleHa ObJenara u pernpoyKTUBHA CIIOCOOHOCT, ciel MUCMEHO WH(OPMUPAHO
chIjIacue Ha HEN'BIIHOJIETHATA U HA HEHHUTE POAUTEIIN WU OIICUUTCIIN.

Un. 11. (1) Koraro B3emaHeTo Ha SMUIEKJIETKM € C L€ U3BBPIIBAHE Ha acUCTUpaHa
pPEenpoAyKIHS CbC COOCTBEHH SHULEKIETKH, MPEean MOJNUCcBaHe Ha MH(OpPMHpAHO ChIVIacHE Ha KEHATa ce
npenocTansi MHGOpPMAIHs OTHOCHO MPOLIEAYpaTa, KaKToO U 3a PUCKOBETE OT Hesl.

(2) Kpurepuure 3a noa0dop Ha K€HU B CiIyduTe 1o aj. 1 ca:

1. Hanuuue Ha WHIMKAIMY 32 U3BBPILIBAaHE Ha MpoIleypaTa o npuioxenue Ne 1;

2. nunca Ha MPOTHMBOINOKAa3aHUs 3a W3BBPIIBAHE HA IMpOLEaypaTa MO B3EMaHE 10 MPUIIOKEHUE
Ne 1;

3. naurica Ha POJACTBEHA BPB3Ka C MBXa, YUUTO CIIEPMATO30UIM 1€ CE TOI3BAT 3a aCHCTUpaHATa
penpoaAyKIUs, 10 MpaBa JIMHUSA U 10 ChbpeOpeHa JUHUS A0 4 CTEeNeH, KOETO Ce YJIOCTOBEpsiBa C KOMHUE OT
OpaydHO CBUETEICTBO UM JCKIapalus;

4. no 30 gHW Tpeau B3eMaHETO MHKPOOHMOJIOTHMYHO W3CJICJABAHE Ha BIATAJMIINCH CEKPET, KaTo
MIPU MaTOJIOTUYEH PEe3yNTaT € U3BbPIlIEHA CBOEBPEMEHHA CaHAIIUS;

5. (m3m. - IB, Op. 58 ot 2011 r.) no 3 Mecena mpeu B3eMaHEToO 10 ajl. 1 € TecTyBaHa 3a:

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

6) xenatut B HBsAg u Anti HBc;

B) xenatuT C Anti-HCV-Ab unu Anti-HCV Ag/Ab;

r) cuduiuc.

(3) Uscnenpanusita 1o T. S MOrar Jia He c€ U3BBPIIBAT, aKO JI€UEOHOTO 3aBEICHUE UMa YCIIOBHS
U TIpOLEYpH, TapaHTHpaliu 0e30MacHOCTTa Ha MEpCcOoHala U JIUICa Ha PUCK 32 KPBCTOCAHO 3aMbpCSBAHE
npu B3eMaHe, 00paboTKa, CbXpaHEHHE U ITOCTABSHE Ha OBOILUTH U 3UTOTH.

(4) Korato tecroBere 3a HIV 1, 2, xematur B u C wim cudunnc ca NMO3UTUBHH, HE ca
HamnpaBeHU WM MHPOpPMalUsATa € HEeIOCThIIHA, KaKTO W IpH TMOBUIIEH WH(EKIMO3eH PUCK Ce MIpuiara
paznenHo o0paboTBaHe U ChXPAaHEHHUE HA SUIICKICTKUTE.

(5) U3m. - [IB, 6p. 34 ot 2014 r., B cuna ot 15.04.2014 r.) 3agbKUTETHO U3CIEABAHE 3a
Hanuuve Ha aHturena cpemy HTLV-I ce usBppimBa Ha TOHOpUTE, KOUTO JKUBEIT B PErMOHM C BHCOKA
00JIECTHOCT UJIM MPOU3X0XKIAT OT TAKUBA PETUOHH.

(6) (U3m. - [IB, 6p. 34 ot 2014 r., B cuma ot 15.04.2014 r.) 3agbpKUTETHO W3CIEABAHE 3a
Hanuuue Ha aHturena cpenty HTLV-I ce n3BbpuiBa Ha TOHOPUTE, YUUTO CEKCYaJIHU MAPTHBOPH WM YUHUTO



POJUTENN IPOU3XO0KIAT OT TAKMBA PETHOHHU.

(7) Hombiautennu u3cneaBanus 3a manapus, CMV, RhD, Trypanosoma cruzi ce u3BBpIIBAT
IIpH aHaMHe3a 3a IbTYBAHUA B UY>KOMHA WM HAJTU4KE HA APYTH PUCKOBU (DAaKTOPH 3a Te3H 3a00IIBaHMUS.

(8) Ilpu acucTupana penpoayKIHs CbC COOCTBEHU SMIICKICTKH MO3UTUBHUTE PE3yJTaTH MPHU
’KeHaTa Mo OTHOLICHHE Ha:

1. xematut B He cnMpaT acucTupaHaTa pernpoayKIUs U HE Hajarat OJOKUpaHe, U3TETJISTHE WU
YHUIIIO)KaBaHe Ha OBOLIUTH WJIU 3UTOTH;

2. xematutr C, ako >XKeHaTa € Jaja MUCMEHO MH(OPMHUpPAHO ChIJacue 3a TOBa, HE CHHUpAT
acucTHpaHaTa pernpoayKIHs U He HajaraT OJIOKMpaHe, U3TETJIsIHE WK YHUIIOKaBaHe Ha SHIEKIeTKUTE WIn
3UTOTHTE;

3. HIV 1,2 Bomar n0 cnupaHe Ha acUCTHpaHaTa pEnpoAyKIMs, KaKTO M JI0 OJOKHpaHe,
W3TEIUISIHE U YHUI[O)KaBaHEe Ha SIMIIEKJIETKUTE UIH 3UTOTHUTE;

4. (m3m. - JIB, 6p. 58 ot 2011 r.) cudunmc Boau A0 CiMpaHe Ha aCHCTUpAHATa PENPOAYKIIHS 10
U3JIEKyBaHE Ha KeHaTa W /10 OJIOKMpaHe, U3TerJIsiHE M YHUIO)KaBaHE Ha SHUIIEKJIETKU WU 3UTOTH, aKo ca
B3€THU TaKMBa.

UYn. 12. (1) (Ilpenumien texkct Ha ui. 12 - JIB, 6p. 58 ot 2011 r.) JIoHOPCTBOTO Ha SAUIIEKIETKHU C
11T OIUIOXKIAHEe M MOCTaBsSHE B Jpyra ’xeHa B ciaydaute no wi. 130, an. 4, T. 4 ot 3akona 3a 31paBeto (33)
MO3Ke Ja Ob/Ie OT aHOHUMHHM JapUTEIHN WU OT POACTBEHU JapuTenu (cecTpa, OpaToBueaKa).

(2) (Homa - 1B, 6p. 58 ot 2011 r., m3m. - [IB, 6p. 41 ot 2019 r., B cuna ot 21.05.2019 r.)
Jlunara mo an. 1 cienBa na ObaaT nmpoBepeHu B peructbpa Ha MAMH mo oTHomeHue Ha Opost TpeaxoaH!
JapsiBaHUS U PE3YIATATHTE OT TAX.

UYn. 13. (1) B3emanero Ha sIMIIeKJIETKH OT JTOHOP B CIydauTe MO Wi. 12 MOXe Ja ce M3BBPIIH,
aKO Ca U3ITbJIHEHU CJICTHUTE YCIIOBHUS:

1. (u3Mm. - JIB, Op. 58 ot 2011 ., OTM. B 94acTTa, C KOATO € MPEABUACHO "TIOHOPHT € Ha BH3PaACT
ot 18 no 34 ronunu npu HepoacTBeHo napsiBane" ¢ Pemenue Ne 6815 ot 08.05.2019 r. u Pemienne Ne 1169
ot 23.01.2020 r. ma BAC - 1B, 6p. 10 ot 2020 r., B cuna ot 04.02.2020 r.) 1OHOPHT € Ha BB3pacT OT 18 10
34 roMHU NPU HEPOJCTBEHO AapsiBaHe U OT 18 10 38 roavHM mpu POJACTBEHO JapsiBaHE U HE € MOCTaBEH
MO/1 3aIpEIICHHE;

2. TOHOPBT € UH(POPMHpPaAH Ha TOCTHIIEH €3UK 32 PUCKOBETE, KOUTO MOEMA;

3. MOJIy4yeHO € MHCMEHO ChIVIACHE OT JOHOpPa, 3aBEPEHO OT HOTApUyC, B YMUTO palloH Ha
JeiicTBHE ce HamMHpa JIeYeOHOTO 3aBe/IeHHE, KOETO I11€ U3BbPIIN B3EMAHETO;

4. GU3MYECKOTO U MCUXUYECKOTO 3[paBe Ha JOHOpPA € YCTAaHOBEHO C MPOTOKOJ, MOAMHCAH OT
YJICHOBETE Ha KOMHUCHS, Ha3HAYCHA OT PHKOBOJUTENS HA JIEYEOHOTO 3aBEICHUE, U3BBPIIBAIIO B3EMaHETO,
KOATO C€ ChbCTOU Hal-MaJKO OT TPUMa JIEKapH, KOUTO HE y4acTBaT B CbCTABa HA €KUIIA N0 B3€MAHETO;

4a. (voBa - /IB, Op. 58 ot 2011 r.) ©Ma TIOHE €THO KUBOPOJICHO JICTE;

5. IOHOPBT OTroBaps Ha KpUTEPHUUTE 3a MOI00p MO pelia Ha Ta3u Hapeada.

(2) JoHOPBHT Ha SUIEKIETKH ce MOA0MpPa B3 OCHOBA Ha!

1. olieHKa Ha BB3pacTTa, 3/[paBOCIOBHOTO ChCTOSIHME U MEAMIIMHCKATA UCTOPUS YpE3 MOMbIBAHE
Ha BBIIPOCHUK M MHTEPBIO (CHEMaHE HAa aHaMHe3a) OT JICKyBalllUs JIeKap; OIlCHKaTa BKIOYBa (pakTopuTe,
KOWUTO UMAT OTHOIIIEHUE U CTIOMaraT 3a UICHTU(PUIIUpAHe ¥ CKPUHUHT Ha JIMIIA, KOUTO Ype3 JapsiBaHe MOraT
7la IpeICTaBIsABaT MEAUIIMHCKH PUCK 3a APYTH JIMIIA WIH 32 caMuTe cebe cu;

2. mo 30 mHU Tpenu B3€MaHETO M3BBPIICHO MUKPOOHOJIOTUYHO M3CIIEABAHE HA BJIATAIUIICH U
LEPBUKAJICH CEKPET Ha JOHOPA; MIPH MO3UTUBEH PE3yJTaT JOHOPHT CE CAaHUPA JI0 U3JIEKYBAHETO;

3. 10 3 Mmecena npeau npoieaypara o JapsiBaHe TECTyBaHE ¢ HETaTUBEH PE3yJTaT OT CEPyMHA
WJIU TUTa3MeHa mpooa 3a:



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

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

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

r) cuminc; mpu MO3UTHBEH HECTCIU(PUYEH TECT 32 CU(DUINC Ce M3UCKBA CIECIM(PUICH TECT;
aKo HecNeU(PHUUHUAT € TIO3UTUBEH, HO CHelU(PUUHHUAT € HeraTMBEH, MAIMeHTBT Ce TpeTHpa KaTo
HEraTHUBEH.

(3) (U3m. - JIB, 6p. 34 ot 2014 r., B cuia ot 15.04.2014 r1.) 3aabKUTEIHO U3CIEIBAHE 3a
Hanuuve Ha aHturena cpemy HTLV-I ce usBbpimiBa Ha JOHOpUTE, KOUTO JKUBEIT B PErMOHM C BHUCOKA
00JIECTHOCT MJIM ITPOU3X0XKIAT OT TAKUBA PETHMOHM.

(4) (U3m. - [IB, 6p. 34 ot 2014 r., B cuma ot 15.04.2014 r.) 3agbIKUTETHO W3CIEABAHE 3a
Hanuuue Ha aHturena cpenty HTLV-I ce n3BbpuiBa Ha JOHOPUTE, YUUTO CEKCYaJIHU NMAPTHBOPH WM YUHUTO
POIUTENH IPOU3XOXKJIAT OT TAKUBA PEIHOHH.

(5) Hombnaurtennu uscnensanus 3a Mamapus, CMV, RhD, Trypanosoma cruzi ce u3BbpuBaT
IIpY aHAMHeE3a 3a IbTYBAHUS B UyKOMHA WM HAJIMYUE Ha APYTH PUCKOBU (DAKTOPH 3a Te3U 3a00JIABaHUS.

(6) Ha aHOHMMHMS JOHODP CE€ M3BBpIIBA N€HETUUYEH CKPUHUHI 3a YECTO CPELlaHH aBTO30MHO-
pelieCUBHY T'€HETUYHU 3a00JIIBaHMs NIPU €THUYECKa MPUHAUIEKHOCT, KOATO IO Hajara, Wil IpU CEMEEH
NPOU3X0J C FeHETUYHU MpoOjaeMH. 'eHeTHUHUAT CKpUHHUHI C€ M3BBpIIBA CJe]l MUCMEHO HH(OPMHUPAHO
cbrylacue Ha joHopa. Ha peuunuentute ce npenoctass bjiHa HH(OpMaLKs 3a PUCKOBETE OT IIpe/laBaHe Ha
IeHEeTHYHU 3a00JI1BaHUS U 32 MEPKUTE 3a HaMaJIsIBaHE Ha PUCKa OT THX.

(7) N3cnenBanusita o ain. 2, T. 3 ce U3BBPIIBAT B aKPEIUTUPAHU Ja00OpaTOPUU, KOUTO Yy4acTBAT
B CHCTEMA 3a BBHIIHA OIIEHKA Ha Ka4eCTBOTO M M3IOJI3BAT TeCTOBE (KUTOBE), Banuaupanu B EC, B cepym
u/win mnasma. M3kiroueHue ce JOmycka 3a creud(UYHH TECTOBe, MpeJHa3HAueHH 3a IOJI3BaHE BBPXY
TEJIECHU TEYHOCTH U CEKPETH, Pa3IMYHU OT CEPYM W/WIIH IIa3Ma.

(8) IoBTOpPHM KPBBHU ITPOOU 32 TPAHCMHUCHUBHHU 3a00JIsIBAHUS C€ B3€MaT 10 BpeMe Ha (B I€HS Ha
JapsBaHETO WJIM Ha CIEABaIlMs JIeH), Taka d4e pe3yiTaTUTe Ja ca HalMle NpeAu HU3BBpPIIBAHE Ha
[IOCTaBSHETO Ha SUIEKIETKUTE WIM 3UTOTUTE B PELIUIIMEHTA.

(9) IlpenoppuBa ce mpoOuUTe, B3ETH MO BpeMe Ha JapsiBaHeTo, na ce u3ciuensar upe3 NAT 3a
HIV 1/2, HBV u HCV.

Un. 14. (1) JoHopuTe Ha SHIEKIETKH MOTaT Ja C€ OTKaKaT OT JapsBaHETO JO MOMEHTa Ha
OILJIOKJAHETO.

(2) Undopmanmsara 3a peHUIUEHTHUTE, MOJ3BATM SUIEKICTKH OT AHOHHUMEH JapHuTel, €
ciyxeOHa TaifHa, ChbXpaHsBa ce B CIIy:KEOHUS periucThp Ha JeueOHuTe 3aBeAeHus 3a nepuos 30 ToAuHU U He
MoOKe J1a Ob/ie IPeAOCTaBsIHA Ha JOHOPA WU TPETH JIMLA OCBEH B CIIy4anuTe, IOCOUYEHH B 3aKOH.

(3) UnadopmanmsaTa 3a caMOJIMYHOCTTA HAa JOHOpa € CIyXeOHa TaiHa, ChbXpaHsSBa CE B
CITy’)KeOHHUSI PEerucTbp Ha JeueOHuTe 3aBeAeHus 3a nepuoj 30 roguHU M He MoxXe Ja Obje pasriacsBaHa
IIpeJl PELUIIUEHTA WK TPETH JINLA OCBEH B CIy4YauTe, IOCOYEHH B 3aKOH.

(4) Undopmarnusita 3a JOHOpPA U PEHUIUEHTUTE MOXE J1a ObJe CIoJesTHA TTOMEXAY UM CaMo
IIPU POICTBEHO AAPUTEIICTBO, HO HE M HA TPETH JIMIIA, BKIIOUUTEITHO TEXHHU OJIM3KH U POJHUHHU.

I'naBa yerBbpTAa.
YCJOBUSA U PEJ] 3A IIOCTABAHE HA TAMETHU U 3UT'OTU

Ui 15. (1) IocraBssHeTO HA TaMETH U 3UTOTH B TSJIOTO HA )KEHATa CE OCHINECTBSBA B JIeYeOHU
3aBegeHus 1o wi. 131, an. 1 33 ot kBanudumMpanu jguIa CbriiacHO M3UCKBaHUATA IO MpuitokeHne No 1.
(2) IlocTaBsHETO HA TaMETH M 3UTOTH CE€ M3BBHPINBA CIIE] JaBaHE HA MHUCMEHO MH()OPMHpPAHO



ChIJIaCuC OT PCUUIIMCHTA.

UYn. 16. (1) [ToctaBsiHETO Ha crIepMaTO30UIHU MPU APTHHOPCKO JapsBaHE B TAJIOTO HA KEHATa ce
W3BBPIIBA CJie] M3MBIHCHHE HAa M3UCKBAHUATA 1O WI. 5 MpU AUPEKTHA ymoTpeba W mo wi. 6 mpu
WHANPEKTHA yrnoTpeoda.

(2) [locTaBsiHETO HA CIIEPMATO30MIM OT AHOHUMHU JTAPUTEINIA CE€ U3BBPIIBA CJIE]T U3ITBJIIHEHUE HA
M3UCKBAHMATA 110 4iI. 7 - 9.

(3) IlocraBsiHeTO Ha cHepMaTO30MAM B MaTOYHATa KyXWHa Ha JKEHaTa C€ M3BBPIIBA CIEl
cnenuduyuHa nmpeaBapuTeTHa 00padoTKa Ha CEMEHHATa TEYHOCT, ITPH KOATO Jia C€ SIMMHUHHAPA CEMUHATHATA
IJIa3Ma U ce MojlyyaBa YucTa CYCIIEH3Usl Ha CIEPMATO30M/Id B XpaHUTENIHA cpefa.

UYn. 17. (1) [HocraBsiHeTo Ha SULEKIETKU WM 3UTOTH B TAJIOTO HA KEHATa Ce U3BBPIIBA CIE]
M3MBJIHEHUE HAa M3UCKBaHUATA MO wi. 11, KoraTo mpou3au3ar OT ChIllaTa XKEeHa.

(2) TlocraBsiHETO HaA SMIEKICTKA WJIM 3UTOTH B TSAJIOTO Ha JKEHATa C€ M3BBPIIBA CIEH
M3MbJIHEHUE HAa U3UCKBaHUATA 1O wi. 12 - 14, koraTo npou3au3ar oT Apyra *KeHa.

(3) TlocraBstHETO HA SIMIICKIETKH WJIM 3WTOTH B TSAJOTO Ha JKEHATa CJIeJBa Ja OTroBaps Ha
CHenu(pUIHNATE U3UCKBAHUS 32 MAKCHUMAITHO JOMYCTUMHUS Opoii 3a TpaHcdep chriiacHo npuioxeHue Ne 1.

Un. 18. ITocTaBsiHETO Ha 3UTOTH B TSAJIOTO HA ’KEHATa C€ MU3BBPIIBA ChIIACHO NpuiokeHue No 1

9pes:

1. emOpuoTpaHcdep, npu KOHTO 3UTOTUTE CE MTOCTaBAT B MaTOYHATA KyXUHA;

2. 1. "Hap. ZIFT, mpu KOHTO 3MrOTUTE C€ MOCTaBAT B MaTOYHUTE TPHOM MO BpeMe Ha
JIanIapOCKOIINS;

3. 1. Hap. GIFT, npu KOHTO cMec OT CIEPMATO30MAN U SULEKIETKU CE MOCTaBAT B MAaTOYHUTE
TpbOU 1O BpeMe Ha JanapOCKOIHSL.

Y. 19. (1) F'ameTH u 3UTOTH CE€ TIOCTABST B TSJIOTO Ha YKE€HATa, CJIE KaTo MOCTaBSIIOTO JIUIIE TH
€ UACHTUGUIIUPATO €THO3HAYHO U CE€ € YBEPUJIO B TPOU3X0J1a UM U B MH(POPMHUPAHOTO ChIJIACHE HA JKCHATA,
B KOSITO C€ MOCTAaBT.

(2) B ciyyait ye ce koHCTaTHpa WIH TMOI03Mpa HApYIIaBaHE Ha MPHUHIIUIA 33 MPOCIIEASIEeMOCT Ha
MPOM3X0/1a U MbTSA HA TAMETUTE U 3UTOTHUTE, KbM TOCTaBsSHE HE CE MPHUCTHIIBA.

(3) Bcuiku 1aHHU IO TIOCTABSHETO HA TAMETH WJIM 3UTOTH B TSUIOTO HA JKEHATa ca MHQpopMaIus,
KOSITO C€ PETUCTpUpA B JIe4UeOHOTO 3aBEJICHHIE, U3BBPIIMIIO MTOCTABIHETO.

(4) (Homa - 1B, 6p. 58 ot 2011 r., m3m. - [IB, Op. 41 ot 2019 r., B cuna ot 21.05.2019 r.)
JlanauTe 1Mo 4. 44 3a pEUUIHMEHTA U MOCTABEHUTE TaMETH WM 3UTOTH C€ MPEIOCTaBAT CBOCBPEMEHHO B
peructbpa Ha MAMH.

I'naBa nmera.
EKCIIEPTU3A, OBPABOTKA, ETUKETUPAHE, TPAHCIIOPTUPAHE U
CBXPAHSIBAHE HA S[I7HIEK.JIETKI/I, CIIEPMATO30UIN U 3UTOTHU

Un. 20. Excnieptusa, 00paboTKa, €TUKETUPAHE U ChbXPaHSBAHE HA SIMIIEKJIETKH, CIIEPMAaTO30H 1N
1 3UTOTH CE OCBHINECTBSBA B JieueOHM 3aBefeHus mo wi. 131 , an. 1 33 ot kBammunpanu jJuma ChriacHoO
M3UCKBaHMATA 1O TpuiiokeHue Ne 1.



Un. 21. (U3wm. - /1B, 6p. 58 ot 2011 r.) Excniepruzata Ha AHLIEKICTKH, CIEPMATO30HIU U 3UTOTH
Ce M3BBPIIBA!

l. mpu cna3BaHe W3UCKBAaHMATA 32 C€TUKETUPAHE M TNPOCIEAIEMOCT Ha SHIEKIETKH,
CTIEpPMATO30HI! U 3UTOTH;

2. paboTHa cpenia, OTToBapsIla Ha Kjiac A 3a YHCTOTa Ha BBb3AyXa;

3. B ChIOBE M XpaHUTEIHH CPEH, PEIHA3HAYCHH 32 TOBA;

4. B yCIIOBHUs Ha TeMIIepaTypeH KoMmpopT;

5. mpu CTpeMeX KbM MHHHMAJIHO BpPEMETpAacHE Ha EKCIepTH3aTa ¢ IeJl MUHHMaJIH3UpaHe
W3JIaraHeTo Ha SMIEKIETKUTE, CIIEPMATO30UIUTE M 3UTOTUTE HAa HEONAronmpusTHH (PaKTOpW OT OKOJIHATA
cpena;

6. IpY OCUTYPEHO EIMMHHHUpPaHE Ha PUCKa OT pa3MsHa Ha SAUIEKIETKUTE, CIIEPMATO30UANTE U
3UTOTUTE Ha JIBE WJIM MTOBEYE JIMIA (mix-up).

Ui 22. (U3m. - JIB, 6p. 58 ot 2011 1.) OOpaboTkaTa Ha SHIEKICTKH, CIEPMATO30MIN M 3UTOTH
Ce U3BBPILBA!

l. mpu cma3BaHe W3HWCKBAaHMATA 32 ETHUKETHpPAHE M MPOCIEIIEMOCT Ha SIMIEKICTKHTE,
CIIEpMaTO30MIUTE U 3UTOTUTE;

2. paboTHa cpena, oOTroBapslia Ha Kjiac A 3a YUCTOTa Ha Bb3/yXa;

3. B CHhJIOBE M XPaHUTEIHH CPEIU, TIPEeIHA3HAYCHH 3a TOBA;

4. npyU KOHTPOJUPAHU YCIIOBUS IO BpEeME€ Ha KyJTHBAaLUs B MHKyOaTop (IO OTHOILIEHUE Ha
TEeMIIepaTypa, BIAKHOCT U ra30B ChCTaB Ha aTMoc(epaTa B MHKyOaTopa) WK B YCIOBUS Ha TEMIIEpaTypeH
KoMmdopT (01M3Ka A0 TelecHaTa TeMiepaTypa npu padoTa ¢ sSIMIEeKISTKH WIK 3Ur0TH U3BbH MHKYOAaTop U B
JMarna3oHa OT CTaiHa JI0 TeJIeCHa TeMIlepaTypa Mpu o0paboTKa Ha CIIEPMAaTO30UIN);

5. mpu cTpeMeX KbM MHUHUMATHO HW3JlaraHe Ha TaMeTUTe M 3UTOTHTE Ha HEOIaronpHsITHH
(dakTopu OT OKOJIHATA CPeIa;

6. IpU OCUTYPEHO eIMMHMHHUpAHEe Ha PUCKA OT pa3MsiHA Ha AULEKIETKUTE, CIIEPMATO30UIUTE U
3UTOTHUTE Ha JIBE WM MMOBEYE JTUIla (mix-up).

Un. 23. (U3m. - B, 6p. 58 ot 2011 r.) (1) Kpuruunure mnpouneaypu mo oOpaboTka ce
BaJIMIUPAT.

(2) Banmumupanero MoXe Ja ce OCHOBaBa Ha W3CJEIBAaHUSA, MPOBEIEHH B CAaMOTO Jie4eOHO
3aBeJICHHE, TaHHHU OT HAy4YHH IyOJIMKaINy 3a J0O0pe YCTaHOBEHH MPOIIETypH 1O 00paboTKa, KAKTO M OI[CHKA
Ha PEeTPOCMEKTUBHU JaHHU OT KIIMHUYHHUTE PEe3yJITaTH Ha CAMOTO JIeYeOHO 3aBEICHHE.

(3) BanmuaupaHusaT mpoluec ce HM3BBPIIBA HEM3MEHHO M e(eKTMBHO B paboTHaTa cpena Ha
JedyeOHO 3aBe/IeHUE OT MEepCOHANA, aHTAKUPAH B M3BBPIIBAHETO MY, KaTo C€ Ch3/1aBa BB3MOXKHOCT TPH
IIPOBEpPKA TOBA Aa ObJIe IEMOHCTPUPAHO.

(4) Ilpouenypute no obpadotka ce gokymeHtupar B COII, choTBeTCTBAIl HA BaTUIUPAHHS
METO]l ¥ Ha CTaHAApTHUTE, ONpeIeNieH! B Ta3u Hapeaoa.

(5) Beuuku mporiecu ce u3BspmBar chriaacHo ogodpenara COIL.

(6) B ciiyuaute Ha npuiaraHe Ha npoieaypa no MUKpoOHa HHAKTUBALUS BbPXY PEIPOAYKTUBHU
KIIETKHU TS TpsAOBa 1a Oble cnenuduirpana, TOKyMEHTUPaHa U BaJuAUpaHa.

(7) Tlpemu mnpwiaraHe Ha KakBaTO W Ja € 3HAYUTENHA TMpoMsiHa B oOpaboTkara
MoauduIUpaHUAT npoiiec TpsiOBa 1a ObAe BaTUAUPAH U JOKYMEHTHUPAH.

Y. 24. (U3m. - [IB, Op. 58 ot 2011 r.) (1) SiiexkneTkuTe, CIepMaToO30MIUTE U 3UTOTHTE CE
ChXpaHsBaT 4Ype3 KPUOKOHCEpBAllUs CIlie[] IMpeABapuTeliHa O00paboTka B  Cpend, ChIbpXKAIIU



KPHOIIPOTEKTHBHHU BEIIECTBA.

(2) KpuoxoncepBanusita U CbXPAaHEHHETO C€ U3BBPHIBAT B TMOJAXOMSAIIO ETUKETHPAHU
KOHTeHHepH (TeieTH, KpMOeNpyBETKU U JIp. ).

(3) IIpouechT Ha KPUOKOHCEpBALMsI B 3aBUCUMOCT OT M30paHaTa METOJMKA 3a 3aMpa3sBaHe
MOJK€ J]a U3MCKBa WM HE CTelHaiHa anaparypa.

(4) EtukerupaHuTe KOHTEHHEpU CHC 3aMpa3eHH SHULEKIETKH WIM 3UTOTH C€ ChXpaHsSBaT B
JI0ApOBU CHAOBE C TEUEH a30T WU B XJAJAMIHU KaMEpH 3a CBPHXHHUCKH TeMIlepaTrypu (IIpU TeMIepaTypH,
no-Hucku oT MuHyc 120 °C 3a SilieKIeTKH U 3UrOTH U Mo-HUCKH OoT MuHyc 80 °C 3a criepMaTo30U/IH).

(5) CpokoBeTe 3a ChXpaHEHHE C€ OMPENENAT OT MAIMEHTHTE B ACKIapamus 3a UWHPOPMUPAHO
ChIJIacue, KaTo ce MPernopbhyBa Te 1a He HAAXBBPIIAT 5 TOJUHU.

(6) Ilpu HYX)7a OT TOJI3BaHE SMIEKIETKUTE WIM 3UTOTHUTE C€ pa3MpaszsiBaT MO CHOTBETHA
METOJIMKA, KaTo MpeAH U Clell pa3MpassBaHe MAllMEHTUTE CJe/IBa /1a ca YBEIOMEHHM 3a creuurduyHaTa 3a
METOJ1a Ha KPUOKOHCEPBALIKSA ITPEKNUBIEMOCT Ha AULIEKJIETKUTE WM 3UTOTUTE.

(7) JleueOHuTe 3aBeneHUs, KOUTO KPUOOAHKUPAT SHIEKICTKH, CHApMaTO30MIU W 3UTOTH,
OCUTYpSIBaT BCHUYKM HEOOXOJMMH YCIOBHS 3a HENPEKbCHATO TMOAIbpPKAHE M KOHTPOJIUpAaHE Ha
TeMIlepaTypara Ha ChbXpaHEHHE, JOPH B CiIydail ye eueOHOTO 3aBeJeHHE IPEYCTaHOBU padOTa, OCBEH MpH
dbopcmaxkopHH 00cTOATENCTBA (BOIHA, TEPOPUCTUYEH aKT, IPUPOTHO OEICTBHE U JIp.).

(8) JleueOnure 3aBeneHus Mo ai. 7 ca AIBKHU Jl@ MPEIBUIAT B TNPABWIHULMUTE CU 3a
YCTPOICTBOTO, NEWHOCTTa U BBHTPEIIHUS peJ| MPOLEeAypH 3a MpelaBaHe Ha KPUOCHXPAHEHUTE THKAHU U
KJIETKU, JOKyMeHTauusta, perucrpute u yrBbpaeHure COIIl nmo un. 52 3a cbxpaHeHue B ciydyail Ha
3aKpUBaHE Ha JIe4eOHOTO 3aBejieHHEe. ThbKaHUTE U KIETKUTE, JOKYMEHTALUITA, PETUCTPUTE U YTBBPACHUTE
COII ce mpenasar 3a cChbXpaHeHHE Ha pyro JedeOHo 3aBeAeHue mo wi. 131, an. 1 33. OTHOIEHHUITa MEKIY
JIe4eOHNTE 3aBEJICHUS Ce ypexKaaT B JOroBopa 1o 4. 76.

Y. 25. (Ot™. - [IB, 6p. 58 o1 2011 1.)

Yn. 26. (Ot™. - IB, 6p. 58 oT 2011 1.)

Yn. 27. (Otm. - IB, 6p. 58 ot 2011 1.)

Y. 28. (Otm. - 1B, 6p. 58 oT 2011 1.)

Un. 29. (1) OpranuzanmsTa Ha ChbXpaHSBaHE HA SMUICKICTKH, CIEPMATO30MIA W 3UTOTH HE
MO3BOJISIBA KPBCTOCAHA KOHTAMHUHAIIMS MEXIY ChbXPAHCHUTE MaTCPUAIH.

(2) JleueOHuTe 3aBefeHUST WMAT CHUCTEMa 3a PA3JEIHO CBhXPAHSIBAHE HaA CJICAHUTE TPYNH
MaTepuam:

1. ARTEKIIETKH, CIIEpPMATO30UIU M 3UTOTH Ha HaeMaTelld Ha KpHOOaHKaTa;

2. CrIepMaTo30MI1, 3UTOTH U SIMIEKJIETKH Ha aHOHUMHU JapUTENN B KapaHTHHA,

3. ciepMaTo30H i1, 3UTOTH U SIMIIEKJIETKH Ha aHOHUMHU JTAPUTEIN ClIe]] KapaHTHHA;

4. MOTEHIIMAJIHO OMTACHHU MaTepuasu (MIO3UTUBHU 32 TPAHCMUCUBHHU MH(EKITHH).

(3) (HoBa - B, 6p. 58 ot 2011 r.) Opranuzanusara Ha ChXpaHSIBAaHE Ha SHUIEKICTKH,
CIIEpMAaTO30MIM M 3UTOTH HE TIO3BOJIIBA OOBPKBAHETO (pa3MsHATa) HA TAMETH WJIM 3UTOTUTE Ha JIBE WU
rmoBeyYe JInia (mix-up).

Y. 30. (1) JleyeOnute 3aBeneHMs, KOUTO H3BBPIIBAT B3eMaHE, €KCIepTH3a, oOpaboTka W



CbXpaHEHHE Ha SAULEKIETKH, CIIEPMATO30MIM W 3UTOTH, MUMaT pa3paboTeHa cucTeMa 3a KOHTPOJ Ha
¢dakTopuTe Ha OKOJHATa CpeJa, HUMAIld OTHOIIEHHWE KbM O€30MacHOCTTa M KayecTBOTO Ha
raMeTHUTEe/3UTOTHTE.

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

1. (3an. - IB, 6p. 58 ot 2011 1.)

2. U3UCKBAHUSATA 32 TEMIIEPATYPEH PEKUM;

3. (u3Mm. - JIB, Op. 58 ot 2011 r.) m3ucKBaHUATA 32 Ka4eCTBO HA BB3AyXa IO OTHOIICHUE HA
BJIQYKHOCT, Fa30B ChCTaB, KOJUYECTBO HA YACTUIIM U MUKPOOpraHu3MHu cbritacHo pasaen VI, 1. 1.

(3) B cucremara mo an. 1 3ambKUTENTHO C€ BKIIOYBAT M METOAM 3a OIIOBECTSBAHE Ha
OTKJIOHEHHE OT 33/1aJICHUTE HOPMHU 32 KOHTPOJIHPAHUTE MOKA3ATENH (KBIETO € MPHIIOKUMO).

Yn. 31. (1) OnakoBaHeTo Ha raMeTH WM 3UTOTH C€ U3BBPILIBA IPU MUHUMHU3UPAHE HA PUCKA OT
3aMBpPCABAHETO MM, KAaKTO M Ha JIMIaTa, OTTOBOPHH 3a OCBHIIECTBIBAHETO HA OINAKOBAaHETO M 3a
TPAHCHOPTUPAHETO HA PENPOAYKTUBHUTE KIETKH.

(2) OnakoBaHuTe TaMe€TH WM 3UIOTU C€ TPAHCIOPTUpPAT B KOHTEHHEpP, MOAXOAALI 3a
ChbXpaHsBaHEe Ha OMOJOTMYHHM MaTepUalid, KOWTO 3arma3Ba Ka4eCTBOTO Ha CHIBPKAIIUTE CE€ B HETO TaMETH
WIN 3UTOTH.

(3) Koraro omnakoBaHWTE peNpoOAYKTHBHM KJIETKM C€ IMpHApY’KaBaT OT KPbBHU MpooOH,
IpeJHa3HAYCHU 3a U3CIIe/IBaHe, T€ C€ €TUKETUPAT C IIeJl TapaHTUpaHe Ha TAXHATa UAEHTH(UKALUS ¢ JOHOpa
Y BKJIFOUBAT JIaHHH 32 BPEMETO U MSCTOTO Ha B3eMaHe.

Yn. 32. (1) ETukerupanero Ha raMeTHd WIM 3UTOTH C€ M3BBPIIBAa HE3a0aBHO cjell TAXHOTO
B3€MaHe.

(2) Exkcnepruzata, oOpaboTkata M CbXpaHEHHETO Ha raMeTH WJIM 3UIOTH C€ W3BBPIIBAT B
MIPEBAPUTEITHO ETUKETUPAHU KOHTEHHEPH.

(3) C uen na He ce 0OBpKa MPOU3XOABT HAa PEHPONYKTHUBHHUTE KIETKH c€ paboTH IO €IHO U
CBHIIO BPEMe CaMo C KJIETKH U KOHTEHHEpH Ha €/IHO U CHIIO JIMLIE.

(4) ETuketrupaneTro Ha KOHTEHHEPUTE C PENPOAYKTHUBHH KIIETKH €:

1. yHUKaIHO 3a Ja/IeH MHIUBHL;

2. CBOEBPEMEHHO U ITBJIHO;

3. SICHO U YETJIMBO;

4. HempoMeHseMoO (J1a € HeBB3MOKHO CITyYaitHO WIIM 3JI0HAMEPEHO J1a Ob/1e IPOMEHSHO);

5. 0 HaYMH, KOMTO HE BpeIU Ha €eTUKETUPAHNUTE FraMETH/3UTOTH.

(5) Koraro pa3smepbT Ha KOHTEIHEpa MO3BOJISIBA, C€ OCUTYPsIBA ClieHAaTa UH(OPMAIIHSL:

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

2. nIpeaynpexieHue 3a OMaCHOCTH;

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

4. koraro SHIEKJIETKH ca IpeJHa3HaueHH 3a aBTOJOXHA ymNoTpeda, €THKEeThT TpsOBa na
ChIIbpPrKa HAAMUC "'caMo 3a aBTOJIOXKHA yIIoTpeda';

5. B cily4yauTe Ha JUPEKTHU JApEeHUs E€TUKETHT TpsAOBa Ja MACHTU(QHULIMpA PELUIIUCHTA, 3a
KOTOTO Ca IPeJHa3HAYCHU F'aMETHTE.

(6) Axo naHHUTE 1O aJl. 5 HE MOKe Ja OBbAAT BKIIIOUEHU B IbPBUYHUS €TUKET Ha KOHTEHHEpa, Te
TpsiOBa j1a ObAAT NPEJOCTABEHU Ha OTJIENIEH JTOKYMEHT, IPUIpYy>KaBalll IbPBUYHATA OMAKOBKA.

(7) KoraTto cnepmaTo3ou/ii ca MOJYyYE€HU B JOMAIIIHUA YCIOBUS, JI€4€OHOTO 3aBEJIEHHE, /10 KOETO
ce TPaHCHOPTHUPAT 3a eKCIepTU3a U 00padoTKa, U3rOTBs JOKYMEHT, ChJIbpPKAlll HA-MaJIKO CJIEIHUTE JaHHU:

1. ume u azmpec Ha JeueOHOTO 3aBEICHUE, KOCTO IIIE MOIyYH CIIepMaTO30UIUTE;

2. uneHTuduKanys Ha JOHOPA;



3. JaTa 1 4aC Ha B3CMAaHCTO, KOTaTO € BBb3MOXHO.

Yn. 33. (1) Koraro ramerute wiM 3UTOTUTE CE€ TPAHCHOPTHPAT OT IOCPEIHHUK, BCEKU
TPaHCIOPTEH KOHTEIHEp ce eTUKEeTHpa Hall-MaJIKoO ChC:

1. nanmuc "TAMETU/3UT'OTU" u "AA CE BOPABU BHUMATEJIHO";

2. uaeHTUUKAIMATA HA 3aBEJICHUETO, OT KOETO C€ TPAHCIOPTHPA MAKETHT (aapec U TenedoHeH
HOMED), U JIMIIE 32 KOHTAKTHU B CIy4ail Ha Bb3HUKBAHE Ha MpoOemMH;

3. uaentudukanysi Ha Je4eOHOTO 3aBEJCHUE, 32 KOETO € MpeHa3HaueHa mparkara (aapec u
Tesne(OHEH HOMED), U JIMLIE 32 KOHTAaKTH, KOETO J1a IIpUeMe MpaTKara;

4. nata ¥ yac Ha Ha4YaJIOTO HA TPAHCIIOPTUPAHETO;

5. cnenu@uKanus Ha yCIOBUATa 32 TPAHCIIOPT, OTHACSAIIA CE 0 KaYeCTBOTO M 0€30I1aCHOCTTa Ha
raMeTUTEe/3UroTUTE;

6. nammuc: "HE U3JIAT AW HA TOHU3UPAIO JIBUEHUE",;

7. nagnuc: "BUOJIOTMYHA OITACHOCT", korato € u3BeCTHO, Y€ MPOJAYKTHT UMa MO3UTUBHU
MapKepH 3a HH(PEKIUO3HU 3200 SIBAaHUS;

8. magmuc: "CAMO 3A ABTOJIOXKHA VIIOTPEBA", korato SsHIEKIETKUTE ca
IpeJHa3HAYeHU 32 aBTOJIO0XKHA yIOTpeoa;

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

(2) Korato TpaHCHOPTHHAT KOHTEHHEp HE IO3BOJISIBA Jla CE€ €TUKETUpa I0 HAauuH, 4Ye Ja
ChIbpKa HHPOpPMaLUATA 110 ajl. 1, cieqBa 1a € HaIULE TPUAPYKUTETHO ITUCMO, KOETO ChIAbpiKa JaHHUTE MO
an. 1.

(3) JIuueto, eTUKETHPAJIO TPAHCHIOPTHUS KOHTEHHEP WIIM M3TOTBHIIO HMPUAPYKUTETHOTO MHCMO
10 aJjl. 2, cie/iBa Jia 3alluile CBOeTO MMe U (paMIIIUS U J1a TIOJIOKU CBOSI MOIIHC.

Uin. 34. (1) JleueOHuTE 3aBeeHUs, U3BBPIIBAILN ACHUCTHpaHA PENPOIYKIUs, IpUeMaT TaMeTu
WIN 3UTOTH IIPU ClIeHATa IPOLEaypa:

1. mpuemamoTo jeyeOHO 3aBEJCHUE H3TOTBS JOKYMEHTH, B KOHTO C€ IOTBBp)KIaBa, ue
nmparkaTa, BKIIOYHTEIHO YCJIOBUSITA 3a TPAHCIOPT, OINAKOBKAaTa, eTUKETHPAHETO W CBBbp3aHATa
JOKyMEHTAIMs ¥ IpoOuTe, OTTOBAPST HAa M3UCKBAHMATA 110 Ta3U Hapeaoa;

2. 10 W3rOTBSIHE HA JOKYMEHTHUTE IO T. | IMpHeMaloTo je4eOHO 3aBeJCHHE TapaHTHpa, 4ye
MOJyYeHUTE raMeTH WM 3UIrOTH Ca IOCTaBeHM II0J] KapaHTHHA, JOKAaTO 3aeAHO C NpuApy’KaBallaTa
JTOKyMEHTAIMsl ca OWIIM TNPOBEPEHM WM YTBBPACHHU, Y€ OTrOBapAT Ha HM3UCKBAHMATA; TMPETJIeIbT Ha
MHpOpManuATa, Kacaella JOHOpa/pelUNUeHTa U MPUEeMaHeTO Ha raMeTUTe WM 3UTOTHTe, TpsAOBa Ja ce
M3BBPIIBA OT OTTOBOPHOTO JinLie 1o npuitokenue Ne 1, pazaen 111, T. | uiam ymbIHOMOIIEHH OT HETO JIMLIA.

(2) Ilpuemamioro neueGHO 3aBeieHNE TPAOBa Ja MOIYUH:

1. naHHU 3a chriacue Ha JapuTels U NpeJHa3HaYeHUETO, 3a KOETO MOraT Ja ObAaT U3IMO0I3BaHU
raMeTUTE/3UroTUTE (HaIpuMep aCHCTUPaHa PENpPOIyKIHs WM HAYYHH LIEJIH, WK U IBETE), 1 HEroBaTa BOJIA
3a YHUILO)KaBaHE Ha raMETUTE/3UrOTUTE, aKO Te HE MoraT Ja ObJaT M3MOJI3BaHM IO MpEeJAHA3HAYEHUETO, 3a
KOETO € MOJIyYEeHO ChIJIACHE;

2. uH(opManus OTHOCHO B3€MAaHETO Ha KIETKUTE U IPENUC Ha JaHHUTE OTHOCHO MUHAIU
3a00JsIBaHNS, BKIIOUUTEIIHO 32 aJIeprusi, OT MEAULUHCKUS Mperie]] U KIMHUKO-Ta00paTOPHU U3CIIEIBAHUS
3a JI0HOpA.

(3) [Ipu napTHHOPCKO AapsiBaHE HA MPUEMALIOTO JIeUeOHO 3aBEICHHUE CE MTPEIOCTaBAT:

1. maHHM 3a chI7IacHe Ha JIMIATa U NPEeJHA3HAYEHHETO, 32 KOETO MOrar ja ObJaT U3MO0JI3BaHH
raMeTUTE/3UroTUTe (HalpUMep aCUCTHpaHa PEenpoAyKIUs WIN HAyYHH LIeJIU, WU U ABETE), U TSIXHATa BOJI
3a YHUILO)KaBaHE HA FaMETUTE/3UTOTUTE, aKO Te HE MOraT Ja ObJaT M3MOI3BAaHH MO MPEAHA3HAYCHUETO, 3a
KOETO € MOJTy4eHO CHIIIACHE;



2. I/IIIGHTI/I(l)I/IKaI_[I/IOHHI/I JaHHW Ha AOHOpa W HCTOBHUA NAPTHLBOP, BB3PACT, II0JI, HAJIWYHUC HaA
pHUCKOBH (pakTOpH;

3. JaHHHU 33 MACTOTO Ha B3€MAaHETO;

4. oncanue Ha IMOJIYUYCHHUTC 'aMCTU U TCXHUTC XapPaKTCPHUCTHUKHU.

Ui 35. (1) Opranuzauuure, U3BHPLIBALIM TPAHCIOPT HAa PENPONYKTUBHU KJIIETKH, CKIIIOUBAT
JIOTOBOPH 32 Ta3M JIEHHOCT C JIeueOHUTE 3aBEICHUS, IPEAOCTABSIIIH WU MOTy4YaBallld FaMeTH WIH 3UTOTH.

(2) (U3m. - [IB, Op. 41 ot 2019 r., B cuia ot 21.05.2019 r.) JleueOuute 3aBenenus no ui. 131,
an. 1 33 npenocrassar konue oT Te3u norosopu Ha MAMH B cpok 14 gHu cien TAXHOTO CKIIOYBAHE.

(3) Opranuzanuure, U3BBPIUIBAIIN TPAHCIIOPT HA PEMPOAYKTUBHU KIETKH, U3TOTBIT MaHUQECT,
MpUIpPY’KaBall BCSKA TPAHCTIOPTHPAHA TpaTKa ¢ TaMETH/3UTOTH.

(4) ManudectpT mo an. 3 cpabpkKa TPU pasliena, KOUTO C€ MOMBIBAT CHOTBETHO OT
M3IPALIANIOTO JIeueOHO 3aBe/IeHUe, TPAHCTIOPTHATA OPTaHU3aLUs M TPUEMAIIIOTO JIeYeOHO 3aBEICHHUE.

(5) B manudecta no ajn. 3 ce mombJIBaT Hali-MaJIKO CIICTHUTE JTaHHU:

1. B pazzena 3a M3MpaIlanioTo Je4eOHO 3aBeIeHUE:

a) (mom. - /1B, 6p. 25 ot 2017 r., B cuna ot 29.04.2017 r.) HauMeHOBaHKE HA JIEYCOHO 3aBEACHUE
u koj Ha EBpomelckusi cbi03 Ha J1Ie4eOHOTO 3aBefieHHE 3a paboTa C ThKAaHM CBIJIACHO YKazaTess Ha
EBponeiickust cbi03 Ha JieueOHUTE 3aBEICHHS 3a paboTa C ThKaHU;

0) anpec;

B) MMEHA U Telie()OH 32 KOHTAKT Ha OTTOBOPHOTO JIUIIC;

T') KpaTKO ONHMCAHKE Ha MpaTkarta (BUl KOHTEHHEP, MapTUIEH HOMED, ChIAbPIKAHUE);

) crienu(pUIHN U3UCKBAaHUS KbM TPAHCIIOPTA;

€) JlaTa ¥ yac Ha Tpe/aBaHe Ha MPaTKaTa,

’K) UIMEHA U TIOJIKC Ha JIUIIETO, OTOPU3UPAHO Ja Mpeaaje mpaTkara;

2. B pazjiena 3a TpPaHCIIOpTHATA OPTaHU3ALIHSL:

a) HaumenoBanue Ha ¢pupmata u EUK (BYJICTAT);

0) BU TPAHCIIOPTHO CPENICTBO M PETUCTPALIMOHEH HOMEP (MOJKE /1a ca HAKOJIKO);

B) MMEHATa Ha JINIETO WU JINIATa, OCHIIECTBIIIA PUEMAHETO, TPEBO3BAHETO U MPEIaBaHETO
Ha TpaTKaTa, 1 TEXHUTE MOAINUCH;

I') AaTa ¥ 4yac Ha Ha4YaJio U Kpaid Ha TPaHCIIOPTA;

3. B pazzena 3a MpueMaInioTo 3aBe/IeHuE:

a) HAMMEHOBAHME Ha JIeueOHO 3aBe/ICHHE;

0) anpec;

B) IMEHA U Tese(OoH 32 KOHTAKT Ha OTTOBOPHOTO JIUIIE;

I) KpaTKO OINHMCaHWE Ha TpaTKaTa (BUA W CHCTOSIHME Ha KOHTEWHEpa, MapTHACH HOMEp,
ChIIbPKaHUE);

1) IaTa ¥ 4yac Ha IIpUEMaHe Ha MpaTKara;

€) UMEHa U TMOJIIUC Ha JHIIETO, OTOPU3UPAHO Ja MpUeMe mpaTKaTa.

(6) ManudectsbT Mo ai. 3 ce U3roTBs B TPH €K3EMILISAPA - TIO €MH 3a BCSIKAa OT CTPAHHUTE, KOUTO
ca JUTh)KHU J1a TO ChbXpaHsIBaT KaTo ciryxeOHa uHpopmanus 3a cpok 30 roguHu.

Un. 35a. (Hos - B, 6p. 58 or 2011 r.) U3BbH peaga mo uwi. 35 uMHAMBUAyaJIHU NpoOU
PETPOYKTHBHU KJIETKH MOTaT Ja ObJaT TUPEKTHO TPAHCIIOPTUPAHH MEXKIy JieueOHH 3aBeAeHus mo wi. 131,
an. 1 33, ako TOBa € M3PUYHO PETIAMEHTHPAHO B MOJIHUCAHUS MEXAY TAX JOroBOp Ho 4. 75 W mpu
Clla3BaHe HA M3MCKBAHMATA 33 ETHKETHUPAHE U MIPOCIEIIEMOCT Ha IpoOuTe.



I'maBa mecra.
N3NCKBAHUA KbM OBOPYJIBAHE, MATEPUAJIN U ITPOJAYKTHU, BJ/IUZAIIIU B
KOHTAKT C HﬂHEKJIETKPI, CIIEPMATO30UAN U 3UT'OTHU (BAI'JI. U3M. - IB, BP.
58 OT 2011T.)

Ui 36. (U3wm. - JIB, 6p. 58 ot 2011 1.) (1) Kputrunoto oGopyaBane, MaTepuaid U IPOIYKTH ca
MPOEKTUPaHU U c€ MOJABPKAT B CBHCTOSHHUE, OTrOBapsIlllo Ha MpeAHA3HAYEHHWETO UM, U CBEXIAT 0
MUHHMYM BCSIKa OMACHOCT 32 PELUNHEHTUTE W/WIN TIepCOHaIa.

(2) LsnoTo KpUTUYHO 00OPY/IBaHE U MTOCOOUS TOAJICKAT HA BATMAUPAHE, PETOBHU WHCIIEKITMH
Y TIPEBAHTHBHA MOJIPHKKA B CHOTBETCTBUE C MPEANUCAHUATA HA IPOU3BOIUTEINS.

(3) B cityuan, npu xouto 000pyBaHE WM MAaTepUaIN OKa3BaT BIUSHUE BbPXY NMapaMEeTPUTE HA
0o0paboTBaHe WM ChXpaHEHUE C KPUTUYHO 3HAUCHHUE (TeMIiepaTypa, HalsiraHe, KOHLIEHTPAlUs Ha Tra3oBe,
BJIQKHOCT | JIp.), T€ cie/iBa Aa ObJaT TOYHO ONPENeIeHH | MOJIeKaT Ha KOHTPOJI, TOCTOSTHHO HAOIIOICHNE,
MEpPKH 3a M0JIaBaHe Ha TPEBOIa U KOPUTUpPAIU JIEHCTBUS B 3aBUCUMOCT OT U3UCKBAHUITA C L[] OTKPUBAHE
HA HEMPaBWIHO (YHKIIMOHUPAHE W HEU3MPABHOCTH W TapaHTHUpaHe, Y€ KPUTHUHUTE IapamMeTpu ce
MOAIbPKAT B IPUEMIIMBU IPAHULIU BHB BCEKH MOMEHT.

(4) Lsmoro obopyaBaHe, ype3 KOETO ce€ U3MEpBAT KPUTHUUHHU MapaMeTpH, ce KaTuOpupa CupsMo
MPOCIIEANM CTaHJAPT, aKO MMa TaKbB.

(5) HoBo u pemonTHpano obOopyaBaHe MOANEKH HA M3MUTBAHHS IMPU HHCTAIUpPAHE U CE
YTBBpIKJaBa Mped BbBEKAAHETO My B YIIOTpeOa, KaTo pe3yaTaTuTe OT U3MUTBAHUATA Ce JOKYMEHTHPAT.

(6) Ilonapwixkkara, CEpBU3HOTO OOCTy)KBaHE, MMOYUCTBAHE, AC3UH(EKIIUSI U XUTHCHU3UpPAHE HA
[7I0TO 000pYABaHE OT KPUTHUHO 3HAUYCHHUE CE U3BBPIIBAT PEJOBHO U MOJICKAT HA JOKYMEHTUpPAHE.

(7) N3paboTBaT ce mpoleaypyd 3a EKCIUIoaTalus Ha BCSKAa €IWHUIA OT OO0OpYIBAaHETO C
KPUTHYHO 3HAUYECHHE, KOUTO MOAPOOHO OMKUCBAT ACHCTBHUATA B CIy4yail HA HEU3NPABHOCTU WM MTOBPEIA.

(8) Bcuuku Marepuany W MPOJAYKTH, BIM3AIIM B KOHTAKT C SHIEKIETKH, CIIEPMATO30MIN U
3UroTH, TPAOBa Ja ca CTEePUIIHHU, HETOKCUYHH, alTUPOTEHHU U B CPOK HA TOJTHOCT.

(9) Benukn marepualiv M NPOAYKTH, BIM3ALIM B KOHTAKT C SHLEKIETKH, CIEPMATO30MIU U
3UrOTH, ca 3a €AHOKpaTHa ynoTpeba ¢ W3KIIOYEHHWE Ha HAKOU MEIUUUHCKU H3/enus (BoJayM 3a WIJIH,
KaTeTpu M Ap.), KOUTO MOTrar Ja OBJaT 3a MHOTOKpAaTHa ymoTpeda, ako MPOW3BOAUTENAT € MPeIBUIUIT
TakKaBa.

(10) 3abpansiBa ce moBTOpHATa YIOTpeda Ha MaTEepUaTd U MPOIYKTH, MPEAHA3HAYEHU CaMo 3a
€IHOKpaTHa ynoTpeda, He3aBUCHMO JTAJIM ca JIEKOHTAMHUHUPAHU U TIPECTEPUITHN3UPAHH.

(11) IIpu pabota ¢ penpOAYKTUBHH KJIETKH U 3UTOTH BCUYKU KPUTHUYHU MaTEepPHUAIU U MPOAYKTH
(Hampumep XpaHUTEIHU CpPEedH, Pa3TBOPH, OMAKOBKMA M Jp.), BIU3AIIM B TAX, CIEBA J1a OTrOBapsT Ha
oIpoOHU crienuUKaIy.

Ui 37. (Ot™. - [IB, 6p. 58 ot 2011 1.)

Un. 38. (1) (Hosa - JIB, Op. 58 or 2011 r.) 3a ocurypsiBaHeTO Ha MaTE€pUATH U TPOIYKTH,
BJIM3AIIM B KOHTAKT C SUIEKICTKH, CIEPMATO30UIN U 3UTOTH, KAKTO U HA CTOKH M YCIYTH, KOUTO MOTaT Ja
MOBIUSAAT HA KAa4eCTBOTO M OE30MaCHOCTTA HAa IaMETUTE/3UTOTUTE, JeUCOHUTE 3aBelICHHs Ca JTbXKHHU Ja
CKJTFOUBAT MAUCMEHH JIOTOBOPH C JOCTABYHKA.

(2) (ITlpepumna an. 1, gom. - JIB, 6p. 58 ot 2011 r.) JleueOHuTe 3aBeieHUs M3UCKBAT OT
MIPOU3BOIUTENS, YITBIIHOMOIICHUSI MPEJCTaBUTEN, BHOCUTENS WM THProBella HAa KPUTHYHO 00OpyIBaHE,
MaTepHalid U MPOJYKTHU 1Mo Wi. 36, ain. 1 ceprudukaru 3a 1o06pa MPOU3BOJICTBEHA MPAKTUKA U KA4YECTBO, 3a
CTEPHITHOCT M 32 TOKCUYHOCT.



(3) (IlpepumnHa an. 2, uzm. - JIB, 6p. 58 ot 2011 r.) JokymenTtute mo an. 1 u 2 ca coyxeOHa
uH(pOpMalUs U ce ChXpaHABaT 3a cpok 10 roguHu ciex u3THYaHe Ha CPOKa Ha TOIHOCT.
(4) (ITpemumua an. 3, gom. - JIB, Op. 58 ot 2011 r.) JledueOHuTe 3aBeneHHsS] CHXpaHSBAT
CIIEIHUTE JaHHU 33 KPUTUYHOTO 000pYJIBaHE, MaTEpUAIUTE U MPOAYKTUTE 1O ui. 36, ai. 1:
1. nara Ha OTy4YaBaHe;
. (hupma mPOU3BOAUTET U BHOCUTEI (IUCTPHOYTOD);
. HAMMEHOBaHME Ha MPOAyKTa/MaTepuana;
. Homep Ha maptuaara (Lot/Batch #);
. CPOK Ha TOJHOCT;
. JlaTa Ha BKIIIOYBaHE B yNoTpeOa;

~N N R WN

. laTa Ha U3BEXKJIaHe OT yroTpeoa.

I'naBa ceama.
PE 3A PETUCTPALUSA, OBPABOTKA, CbXPAHSIBAHE U ITPEJJOCTABSHE HA
HH®OPMALUATA OT PETUCTBHPA 110 YJI. 132, AJI. 1 33

Un. 39. JleyeOHuTe 3aBeleHUs, TONYYWIH pa3pelieHHe 3a HW3BBPIIBAHE Ha acHCTHpaHa
peNpoAyKIMsS, KAaKTO M 3a OCHUTypsBaHe, H3MOJI3BaHE M CBHXPaHABAHE HA YOBEIIKH SHIEKICTKH,
CIICpMaTO30U U U 3UI'0OTHU, Chb3aaBaT U MOAABPKAT PETUCTHDP, KOHUTO CbAbpiKa JaHHU 3a U3BBbPHICHUTC OT TAX
JEHHOCTH MO eKCIepTH3a, B3eMaHe, MOCTaBsiHe, 00paboTKa, ChbXpaHABaHE M CTHUKETHUpPaHE Ha SIMIIEKIIETKH,
CIIiepMaToO30u v UJIN 3UTOTH.

Un. 40. PeroBomuTenutre Ha Je4eOHUTE 3aBEACHUS CHC 3alOBE]l ONPEAeSAT TbKHOCTHUTE
JUIa, KOUTO BBBEXKIAT, 00pabOTBAT, ChXPaHSBAT U MPEIOCTABAT HH(OPMAIIUATA OT PETUCTHPA.

Un. 41. JuexHocTHUTE svna 1o 4i. 40 ca OTTOBOPHU 3a ONA3BAHETO U CHhXPAaHIBAHETO Ha
MH(pOpMaLKATa B PETUCTHPA U 3a CMIa3BaHE HA M3MCKBAHUATA 32 HEHHOTO NPEAOCTABSIHE.

Un. 42. (1) PeructspbT Ha IeueOHUTE 3aBEACHUS ChIBPKA CICTHUTE PA3IACIIH:
. eKCIIepTH3a;

. B3eMaHe;

. OILIOXKIAHE;

. IOCTaBsIHE

. 00paboTKa;

. CbXpaHEHHUE;

. €TUKETUPAHE;
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. TPAHCIIOPTHUPAHE;

9. m3TerysHe ot ynorpeda, YHHUIIOKaBAHE;

10. cepro3HU HEXENaHU PEAKIIUU U CEPUO3HU UHLUIEHTH.

(2) Paznenute no an. 1 chabpkar:

1. (mom. - /1B, 6p. 25 ot 2017 r., B cuna ot 29.04.2017 r.) yHukaneH uieHTU(UKALNOHEH HOMED
Ha B3€TUTE SHMIEKIETKH, CIePMATO30UIM WM 3UIOTH W €IMHEH EBPOIEHCKH KOJ Ha PEeNnpogyKTHBHUTE
KJICTKH;

2. HOMep Ha MalUEeHTCKOTO J0CHE, OIIPEIeNIEH B JIeUeOHOTO 3aBE/ICHUE;

3. mm. u pom. - 1B, Op. 25 ot 2017 r., B cuna ot 29.04.2017 r.) TpuTe MMEHa, e€AUHEH



Ipa)XTaHCKH HOMEP, IIOCTOSTHEeH aJpec, YHUKAICH UICHTU(PUKAIMOHEH HOMED Ha JTUIaTa, OT KOUTO Ca B3CTH
STALEKIICTKH WK CTIEPMATO30HIU U €IMHEH €BPOIICHCKHU KO/ Ha PETIPOAYKTUBHUTE KIICTKH,

4. TpUTE UMEHA, €IMHEH TPaXKIaHCKH HOMED, TIOCTOSTHEH aJipec U YHUKAJICH UACHTU(DHUKAIIMOHEH
HOMCDP Ha )XC€HaTa, Ha KOATO Ca IMOCTaBCHHU ﬂﬁHCKHCTKH, CIICpMaToO30U /U,

5. maHHM 3a Jararta, MCTOTO U JIMIETO, U3BBPIIUIO ChOTBETHATA MIPOIICIypa, U HEWHUS BUI.

(3) (U3m. - 1B, 6p. 58 ot 2011 r.) Madopmanusta OT perucTbpa ce chxpaHssa 3a cpok 30
TOJIMHU, HO HE Mo-Majko OT 10 roawHM cien M3THYaHe CPOKa Ha TOMHOCT, KIMHUYHO H3MOJI3BAHE HIIH
U3BEX/IaHe OT ynorpeda Ha TaMeTHTE WU 3UTOTHTE.

Yn. 43. (1) CrpykrypupaHeTo Ha peructbpa no 4wi. 42 He TNO03BOJsABAa CIy4alHO WJIHU
HeZ00pOHAMEPEHO J1a Ce ChYETaBaT JMYHUTE JaHHU Ha IOHOPUTE U HA TEXHUTE PELIUMHEHTH.

(2) CpueraBaHeTO HA JIMYHUTE JAaHHU HA JOHOPH U PELUIMEHTH Ce J0IyCKa CaMo:

1. mpu mapTHHOPCKO JapsiBaHE Ha CLIEPMATO30MIU;

2. pOJCTBEHO JIapsBaHE HA SIMIEKICTKH.

(3) U3BBH ciayuyauTe 10 ajl. 2 JAHHWUTE HA JOHOPUTE U PELMIIUEHTUTE CE€ ChUYETABAT €IMHCTBEHO
Yype3 YHUKATHUTE UM UACHTU(DUKAIIMOHHU HOMEpa.

(4) IIpocnensemocTTa Ha SHUIEKIETKUTE, CHEPMATO30MIUTE U 3UTOTUTE OT JAOHOP J10 PELIUITUEHT
Ce OCBIIECTBSIBA UPE3 YHUKATHHUSA MACHTH(PHUKAIMOHEH HOMEp Ha KJIETKUTE U JIMIATa, KaTo B PETHCThpa Ha
ChOTBETHUTE MECTAa YHUKATHUAT UJCHTU(UKALMOHEH HOMEp Ha JIMIaTa CIy>KU 3a IMpPerparka KbM TEXHUTE
JIMYHU JaHHHU.

Un. 44. (U3wm. - JIB, 6p. 41 ot 2019 1., B cuna ot 21.05.2019 r.) JleueObuure 3aBeneHus upe3
0TroBopHOTO Juie 1o npuioxkenue Ne 1, pasnpen I, 1. 1, npenocrasar B MAMH exemeceuHo cineanara
uH(poOpMaLu:

1. maHHuU 3a TOHOpA:!

a) Tpute umena, ET'H, tenedon 3a Bpb3ka, yHUKaIEH UACHTU(DUKAIIIOHEH HOMED;

0) BUJ perIPOyKTHUBHU KJICTKH,

B) BU/JI Ha JIapSBAHETO;

r) (moBa - /IB, Op. 25 ot 2017 r., B cuna ot 29.04.2017 r.) uaeHTU(HUKAIMOHHU JaHHU Ha
JAPEHUETO OT EAUHHUS €BPONEICKU KO/ 3a N3NPATEHUTE PENPOAYKTUBHU KIETKHU, aKO € IPUII0KUMO;

n) (moBa - JIB, Op. 25 or 2017 r., B cuna ot 29.04.2017 1.) eauHEH €BpPOIEHCKH KOJ Ha
MIOJIy4E€HUTE PENPOIYKTUBHU KJIETH, aKO € IIPUII0KHUMO;

2. (aoBa - JIB, 6p. 25 ot 2017 r., B cuiia ot 29.04.2017 r.) naHHM 32 HENAPTHHOPCKH JIOHOPH Ha
CIIEpPMATO30MAHN U SULIEKIIETKU:

a) Ttpute umeHa, EI'H, Opoii cobcTBeHM Jnena, YHUKaleH HWACHTU(UKAIIMOHEH HOMEp Ha
KIIETKUTE;

0) rouHa Ha MMOCTABSIHETO;

B) BUJ Ha IOCTABSIHETO;

I') HOMEP Ha MOCTaBsSHETO;

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

€) eIMHEH eBPOICHCKU KO Ha U3MPATEHUTE PEIPOIYKTHBHH KIETKH, aKO € MPUI0KHIMO;

3. (mpegumHa 1. 2 - /1B, 6p. 25 o1 2017 1., B cuna ot 29.04.2017 r.) naHHU 3a pENPOIyKTUBHUTE
KIIETKU:

a) YHUKaJIeH UJeHTU(UKAITMOHEH HOMED;

0) BUJI KJICTKH;

B) BU/JI Ha J1apSABAHETO;

') YHUKaJIEeH WICHTU(PUKAMOHEH HOMEp Ha pEeLUIINEeHTA;



n) (moa - 1B, Op. 25 ot 2017 r., B cuna ot 29.04.2017 r.) enuHeH eBpONEHCKH KOI Ha
U3MPATEeHUTE PENPOTYKTUBHU KIIETKH, aKO € IPUII0KUMO;

4. (mpenumHa T. 3 - JIB, O6p. 25 o1 2017 1., B cuna ot 29.04.2017 1.) naHHU 3a pEeLUNUEHTA:

a) Tpute umeHa, ET'H, Tenedon 3a Bpb3ka, yHUKaJIEH UACHTU(DPUKAIIMIOHEH HOMED;

0) BUJI KJICTKH;

B) BUJ Ha JapsBaHETO;

r) (moBa - /IB, 6p. 25 ot 2017 r., B cuia ot 29.04.2017 r.) eauHEH €BPOICHCKH KOJ Ha
U3IPATEHUTE PEIPOAYKTUBHH KIIETKH, aKO € MPHUIIOKHMO.

Yn. 45. (U3wm. - 1B, Op. 41 ot 2019 1., B cuna ot 21.05.2019 r.) U30BJIHUTETHUAT TUPEKTOP HA
NAMH cbc 3amoBen ompenens UIBKHOCTHUTE JIMIIA, KOWTO BBBEXKAAT B peructpure Ha HMAMH
uHpopMaLuATa, IOJydeHa OT Je4yeOHUTEe 3aBelCHUS 3a U3BBPLICHUTE JEHMHOCTH 110 AacHUCTHpaHa
pENpOAYKIIHMSL.

Yn. 46. re)XHOCTHUTE JMIa MO wi. 45 BBBEXIAT MojlyuyeHara WHpopManus OT JiedeOHHUTE
3aBEJICHUS B Ch3AaJCHU 3a LIeJITa PETUCTPH B CPOK A0 10 AHU cieq HEMHOTO MOJTyYaBaHe.

Ui 47. (1) JleueOHuTE 3aBEACHUS, KOUTO U3BBPUIBAT AEMHOCTH IO B3€MaHE Ha PENPOTyKTUBHU
KIIETKH, OTIPEIENAT YHUKAJICH UICHTU(UKAIIMOHEH HOMEDP 332 BCEKH JJOHOP.

(2) YHUKQTHUAT UACHTU(HUKAIMOHEH HOMED C€ ChCTOU OT:

1. 6yxBure "BG";

2. yHUKaJIHUA UICHTU(PHUKAIIMOHEH HOMED Ha JIe4eOHOTO 3aBeJICHNUE;

3. mocieqHUTE 1BE MU HA TOAMHATA, B KOSTO € U3BHPIICHO B3EMaHETO;

4. (noBa - JIB, Op. 58 ot 2011 r.) 6ykBaTa 'M' 3a noHopu Mbxke u 'F' 3a qoHOpU KeHH,

5. (mpegumna T. 4 - 1B, Op. 58 ot 2011 r.) mopeaHuss HOMEp Ha B3€MAHETO HA TAMETHUTE
chIilacHoO pazzaen "Biemane" oT peructbpa Ha J1e4eOHOTO 3aBEICHNUE.

(3) YHuKaIHUAT UACHTU(UKATMOHEH HOMEp Ce MOCTaBsl MPU M3BBPIIBAHE Ha MpOIEeaypaTa Io
B3€MaHe M OCHUTYPsIBA Bb3MOXKHOCT 3a TIPOCTIe/IIBaHEe Ha B3ETUTE PENPOYKTUBHU KIICTKH.

(4) YHUKaTHUAT UACHTU(PHUKAIIMOHEH HOMEp Ce MOCTaBsl OT UIbKHOCTHO JIMIIE, ONPEACICHO OT
PBKOBOJIUTEIS HA JICUEOHOTO 3aBE/ICHUE.

Ui 48. (U3m. - IB, Op. 58 ot 2011 r.) (1) JleueOHuTe 3aBECHNS, KOUTO H3BBPIIBAT JEHHOCTH
[0 B3€MaHE Ha PENPONYKTHBHU KJIETKH, ONpPENENAT YHUKAICH WACHTU(QHKAIMOHEH HOMEp Ha B3ETUTE
AULEKIETKH, CIIEPMAaTO30UI1 UIIH 3UTOTH.

(2) YHUKanHHAT WACHTHU(QHUKAIIMOHEH HOMEp Ha B3ETHTE SHICKICTKH, CIIEPMATO30HMIN WU
3UT'OTH C€ ChCTOU OT:

1. OykBa, chOTBETHA Ha BUAA B3eTH KieTku/3urotu ('S' 3a ciepmartozonan, 'O' 3a SHIEKIETKH U
'E' 3a 3uroTn);

2. yHUKaJIHUA UACHTU(PHUKAIIMOHEH HOMEp Ha I0OHOPA;

3. rosleMuHaTa Ha NapTUAATa, OTAEIECHA C TOUYKA U ChCTOSIIATA C€ OT JIBe HU(PHU 3a HAYAIO0TO Ha
napTujaarta, TUpe ¥ J1Be IU(pH 3a Kpasi Ha NapTUAATa;

4. cnen 6yksara 'E' surotute noxyuyasat YH Ha noHOpa Ha oBOLMTHUTE, OT KOUTO MPOU3IIU3AT,
KaTo KbM HEro TIpU T[IOCTaBIHE W/MIM KpUOChXpaHeHue ce 3anucBa (mpukpensi) u YHUH Ha
CTIIEPMATO30HIUTE, OT KOUTO MPOU3IIH3AT.

UYn. 48a. (Hos - IB, Op. 25 ot 2017 r., B cuna ot 29.04.2017 r.) (1) JleueOnuTe 3aBeneHus,



KOMTO M3BBPIIBAT JCHHOCTH MO B3€MaHE/BHOC HAa PENPOIYKTUBHU KJIETKH, OTMPEACIAT €ANHEH eBPONECHCKH
KOJI Ha KJIETKUTE 1O o0pasell chritacHo npuiiokerre Ne 2a kM ui. 18a, anm. 1 ot Hapen6a Ne 22 ot 2007 T.
3a yCJIOBHSTA U pella 3a PErUCTPUpPAHE U OTUUTAHE Ha JEHHOCTHUTE MO EKCHepTH3a, B3eMaHe, MPUCAXKIAHE,
o0paboTka, pepaboTKa, ChXpaHABAaHE M ETUKETHPAHE HA OPTraHH, ThKaHW W KIETKH W 3a M3TOTBSHE Ha
€XKeroJIHu oTYeTH OT NeueOHuTe 3aBeaenus (B, Op. 39 ot 2007 r.).

(2) 3a eaquHHUS €BPOIEHCKU KOJ HAa PEMPOAYKTUBHHUTE KIETKH ce mpuiaraT wi. 18a, 1806, 188,
181 m 18e ot Hapemba Ne 22 ot 2007 r. 3a yCIOBHUATA M Pela 32 PETUCTPUPAHE U OTUYUTAHE HA JICHHOCTUTE
M0 eKCIepTH3a, B3eMaHe, Npucaxaane, oopaboTka, npepaboTKa, ChbXpaHsIBaHE M €TUKETUPAaHE HA OpPIaHw,
THKaHU U KJIETKH U 32 U3TOTBSIHE HA €KETOJHU OTYETH OT JIeYeOHUTE 3aBEICHUSI.

(3) JleueOHuUTE 3aBe/ICHHS HE ONPEEIIAT €AUHEH EBPONECHCKH KO Ha PENPOyKTUBHUTE KIETKU:

1. mpu napTHLOPCKO JapsiBaHe;

2. mpu HEMapTHBOPCKO JapsBaHe, KOraTo TO C€ U3BBHPIIBA B JeUeOHOTO 3aBEACHUE, B KOETO CE
Mpujiarat penpoayKTUBHUTE KIIETKH;

3. Korato pemnpoAyKTUBHUTE KIETKH ca TMpeAHa3HAueHW 3a He3abaBHO mpuiara€e 0e3
CbXPaHEHUE;

4. KoraTo penpoyKTUBHUTE KJIETKH ca BHECEHU MOPaan HEOTI0KHA HEOOXOAUMOCT 110 CMUCHIIA
Ha § 1, T. 6 oT mombiaHUTENHUTE pasnopendu kbM Hapenba Ne 22 ot 2007 r. 3a ycinoBusiTa U pena 3a
pEerucTpupaHe U OTYUTAHE Ha ACWHOCTUTE MO EKCIepTH3a, B3eMaHe, pucaxiaane, oopaboTka, mpepaboTka,
ChbXpaHsBaHE M ETUKETHpaHE Ha OpPraHH, ThKAHU U KJIETKH U 3a H3TOTBSHE Ha €XKErOJHU OTYETH OT
JeuyeOHUTE 3aBeICHUSL.

Un. 49. (1) JleueOHuTe 3aBeAcHUS, KOWUTO W3BBPIIBAT JACHHOCTH 110 TIOCTaBSHE Ha
PENPOAYKTUBHH KIIETKH, OMPEACNAT yHHKAJICH HWIACHTHU(HUKAIIMOHEH HOMEp Ha JKEHHUTE, Ha KOWUTO ca
MMOCTABCHH JJOHOPCKH SIMIICKJICTKH, CIICPMATO30M/IA UITH 3UTOTH.

(2) YHukanHUAT UACHTU(UKAIIMOHEH HOMEp Ha JKeHaTa, Ha KOATO Ca MOCTaBEHH JOHOPCKU
STMTIEKJIETKY WIJTH CTIEPMATO30UIH, C€ ChbCTOH OT:

1. (moBa - JIB, Op. 58 ot 2011 r.) 6ykBuTe 'ET' npu nmocraBsiHe Ha 3uroty, '[H' mpu mocraBsiHe Ha
CIIepMaTO30H i1 OT mapTHHOpa 1 'ID' pu mocTaBsiHe HA HEMAPTHHOPCKU CIIEPMATO30U/IH;

2. (mpegumHa 1. 1 - JIB, 6p. 58 ot 2011 1.) mopeanust Homep, onpeneneH B pazaen "llocrapsue"
OT PETUCThpa Ha JIe4eOHOTO 3aBEICHHE;

3. (mpemummHa 1. 2 - JIB, Op. 58 ot 2011 r.) yHUKaTHUS UACHTU(PUKAIIMOHEH HOMEp Ha JIUIETO,
OT KOETO Ca B3€THU SUIEKISTKH WU CIIEpMaTO30U/TH.

(3) (Ot™m. - 1B, 6p. 58 oT 2011 1.)

Yn. 50. (1) (U3m. - B, 6p. 41 ot 2019 r., B cuna ot 21.05.2019 r.) M3nbiHUTEIHATA areHIUs
"MenuuuHCKH Ham30p" OmNpeaess YHUKAJICH UACHTH(UKAIMOHEH HOMEpP Ha BCSKO JICUeOHO 3aBeIcHUE,
MOJTyYUJIO pa3pelieHne/yI0CTOBEpEHNE 3a W3BBpIIBAaHE HA AaCHUCTUPaHa PEMpOAyKIHMs, KaKTo H 3a
OCHUTypsiIBaHE, H3II0JI3BAHE W CHhXPAHSBAHE HA YOBEIIKH SUIEKIETKH, CIIEPMATO30MAM U 3UTOTH U Ha
ThKaHHUTE OAaHKH.

(2) YHUKATHUAT UACHTU(HUKAIIMOHEH HOMED C€ ChCTOU OT:

1. waeHTH(UKAIMOHHMUS KOJ Ha oOsactra cbriaacHo Eauaaus kinacudukarop Ha
aJIMMHHUCTPATUBHO-TEPUTOPUATTHUTE U TEPUTOPHANHUTE eauHuiM B Pemybnuka bwiarapus, yTBBpaeH ¢
Pemenne na Munucrepckust cbBeT Ne 565/10.08.1999 r. (1B, 6p. 73 ot 1999 1.);

2. (m3m. - JIB, 6p. 41 ot 2019 r., B cuima ot 21.05.2019 r.) HOMepa Ha HM3JAJACHOTO OT
m3nbJHUTEnHUs aupektop Ha MAMH yaocroBepenue 3a peructpais, B KOETO ca MOCOYEHH ChbOTBETHUTE
JCHOCTH 3a M3BBHPILIBAHE HA ACHCTUPAHA PENpPOAYKLHsS, OCUTYpsiBaHE, M3IOJ3BAHE W ChXpaHsSIBaHE Ha
YOBEIIKU SIMIIEKJIETKH, CIIEPMATO30UAN M 3UTOTH, PA3pEUICHHETO 332 OCHIIECTBIBAHE 3a JieueOHA NEeHHOCT,
ChOTBETHO HOMEpPA Ha MOCTAHOBJIEHUETO, C KOETO € MPUET/M3MEHEH MPAaBUIHUKBT (3a JiedeOHU 3aBe/IeHUs



110 Wwi. 5 OT 3aKOoHa 3a JICYEOHUTE 3aBEJICHUS);
3. (u3m. - JIB, 6p. 41 ot 2019 1., B cmma ot 21.05.2019 r.) nocnegaute aBe nudpu Ha roarHATA,
B KOSITO € U3/1a/IEHO yI0CTOBEPEHHETO/pa3pelieHUeTO/IPaBIIIHUKBT 10 T. 2.

Un. 51. (1) JleueOnuTe 3aBelneHus OpraHU3UpaT AEWHOCTTAa CH MPHU Cla3BaHe Ha 3aKoHa 3a
3aIuTa Ha JMYHUTE TaHHU.

(2) PasmpocTtpaHsiBaHETO Ha JaHHU, KOUTO MOTAT J]a TOCIYXKaT 3a UACHTU(UKAIHS Ha TOHOPHUTE
WIM PELMIMEHTUTE Ha SHLEKIETKH WM CIIEpMaTO30MH, KOraTo JOHOPBT € JIMLE, pa3audyHO OT MbXa U
JKeHara, KeJlaellly Jja Ch3/1aJaT MOTOMCTBO, ce 3a0paHsiBa OCBEH B CIIy4auTe, NPEIBUACHHU ChC 3aKOH.

I'naBa ocma.
JOKYMEHTALIUA

Y. 52. (U3wm. - IB, Op. 41 ot 2019 1., B cuna ot 21.05.2019 r.) JleueOHuuTe 3aBEeIeHUsI, KOUTO
U3BBPIIBAT AaCUCTHUpPAaHAa pENpPONYKIMsS, Cb3JaBaT OpraHM3aldsg W CUCTEMa 3a MOALbpXKAaHE Ha
JOKYMEHTAIUs, pETUCTPU U YTBbPACHU OT u3nbiaHuTeaHus aupexkrop Ha MAMH COII no otHomienue Ha
J€MHOCTHUTE 110 aCUCTHPaHa PENPOAYKLUSA B ChOTBETCTBHUE C Ta3H Hapeaoa.

Y. 52a. (Hos - JIB, 6p. 58 ot 2011 r.) JleueOHUTE 3aBeIcHUS U3TOTBAT U MPpUiIaraT mpoueaypu
3a KOHTPOJI Ha JOKyMEHTAallUsATa IO Ta3W Hapenda, KOSATO OCHTypsBa MpErjiend Ha HUCTOpHUSATa Ha
JTOKYMEHTUTE U IPOMEHHUTE B TAX U TAPAHTHUPA, Y€ CE U3IOI3BAT CAMO aKTyalTHU JOKYMEHTH.

Un. 53. (M3m. - [IB, 6p. 58 ot 2011 r.) loxymenrauusra, peructpure u COII ce mposepsiBat
HNEPUOJIMYHO OT OTTOBOPHOTO Juie 1o npuioxenue Ne 1, pazaen III, T. 2 3a cbOTBETCTBUE C M3UCKBAHUATA
Ha Ta3u Hapezoa.

Un. 54. (Hom. - JIB, Op. 58 ot 2011 r.) Cucremara mo ui. 52 rapaHTHpa, 4ye JiedeOHUTE
3aBEJICHHUS] OCBHIIECTBABAT JAEHHOCTUTE MO acucthupaHa penpoaykuus cwbriacHo COIl B choTBETCTBHE C
HOpMaTUBHATa ypeada M ca OCUTYPEHH YCJIOBHSI 3a MPOCIEAMMOCT Ha ACHHOCTUTE IO acHUCTUpaHa
penpoayKuHs.

Ui, 55. Cucremata 1o wi. 52 1aBa Bb3MOYKHOCT 3a IPOCJIEIBAaHE HA BCUYKHU €TalH, CBbP3aHU C
JNEMHOCTUTE [0 ACUCTHpaHa PENpONyKIMs: KOJUpaHe, KPUTEPUHM 3a I0J00Op Ha JOHOPH, B3EMaHe,
00paboTBaHe, ChbXpaHEHUE, TPAHCIIOPTUPAHE, NPEJOCTaBsIHE 3a yNOoTpeda MM U3TErJIsiHE OT yrnoTpeda Ha
raMeTH/3UTr0TH, TAXHOTO YHHUIIIOKaBaHe, KOHTPOJI U FapaHTHUpaHe Ha KaueCTBOTO.

Ui 55a. (Hos - [IB, 6p. 58 ot 2011 r.) Marepuanute, 000pyIBaHETO U IEPCOHAIBT, aHTAKHUPAH
C M3BBPIIBAHETO HA BCAKA KPUTHYHA JEHHOCT, C€ ACHTU(UIMPAT U JOKYMEHTHPAT.

Un. 56. JleyeOHuTe 3aBefcHUS BOASAT M ChbXpaHSABAT JOKyMEHTAIlMsA 3a MaTepHaliuTe |
000py/IBaHETO, KOUTO CE MU3IOI3BAT 3a ACHHOCTHUTE M0 aCUCTUPAHA PEPOTYKIIHUS.

Yn. 57. JleueOuure 3aBCACHUA BOIAT U CbXPAHABAT NOKYMCHTAIMd OTHOCHO IICPCOHAJIA, KOHWTO



M3BBPILBA BCSAKA OT ACMHOCTUTE MO aCUCTUPAHA PEIPOTYKIIHSL.

Yn. 58. Bcuuky NMpOMEHH OTHOCHO BOJIEHETO Ha JOKYMEHTAIMsTa Ha JeuyeOHUTE 3aBe/eHHS,
KOUTO M3BBPIIBAT ACUCTHpaHa pENpOayKLHUs, C€ pas3riexiaar, AaTupar, oAoOpsBaT M BBBEXKIAT B
U3II'BJIHEHHE OT OTTOBOPHOTO Juile no nmpuioxenue Ne 1, paznen 111, . 1.

Y. 59. (U3m. - JIB, 6p. 58 ot 2011 r.) JlaHHUTE B M3TOTBEHATA U ChXpaHsIBaHA JOKYMEHTAITUS
TpsAOBa J1a ca JI0Ka3aHO HANCKIHH U UCTUHHO Ja MPEACTABSIT PE3yJITATUTE OT MU3BBHPIICHUTE NEHHOCTH, Ja
ObJaT YETIUBH, Ja HE MOJUIeKaT HAa U3TPUBAHE, KATO MOraT Ja ObJaT BIIMCBAHU HA pbKa UM MPEXBBHPIISHU
B JIpyra BaquaupaHa cucteMa (KOMIIOThPHA U MUKPODUIIM).

I'naBa aeBera.

YCJIOBUSA U PEJ] 3A CbOBIIABAHE, PETUCTPUPAHE, TOKJIAJIBAHE U
INPEJABAHE HA HH®OPMAIIUSA 3A CEPUO3HUTE HEXEJIAHU PEAKIIUU U
CEPUO3HUTE HHIIMAEHTU U 3A BJIOKUPAHE, U3TEI'JISIHE 1 YHHUIILOKABAHE
HA S[I7H.IEKJIETKPI, CIIEPMATO30OUIN U 3UTOTHU

Yn. 60. (1) (M3m. - IB, 6p. 58 ot 2011 r.) JleyeOHuTe 3aBeIeHHs, KOUTO OCBHIIECTBSIBAT
JCHHOCTH TI0 AaCHCTHUPaHA PENpOAYKIHs, OCUTYypsIBAaHE, W3IOJ3BAHE M CHXPAHSBAHE HA YOBCIIKH
SIMIIEKJICTKH, CIIEPMATO30MJAM M 3WUIOTH, Ca JUIBXKHH Ja BBBEJAT JOKYMEHTaJTHa CHCTEMa, KOSATO Ja
rapanTupa HISHTU(PUIMPAHE BBB BCEKH OTNEICH €Tam OT JACHWHOCTTa M MpOCIesBaHe OT JOHOpa 0
pEIMIMCHTA Ha!

1. ARTIEKTIETKUTE, CIIEPMATO30UANTE U 3UTOTHUTE;

2. IPOAYKTHTE U MATCPUAIHTE, KOUTO BIM3aT B KOHTAKT C SHICKICTKUTE, CIICPMATO30MIUTE U
3UTOTUTE U Ca CBBP3aHU C TAXHOTO KA4eCTBO U O€30MacHOCT.

(2) JIeueOHUTE 3aBeIeHNs, KOUTO OCHINECTBSABAT JEHHOCTH IO ACHCTUPAHA PEMPOIYKITHS, KAKTO
M KOUTO OCBIIECTBABAT JACHHOCTH TI0 OCHTypsSIBaHE, W3IMOJI3BAHE U ChXPAHSIBAHE HA YOBCIIKH SMIICKIICTKH,
CIIEpPMAaTO30M TN ¥ 3UTOTH, Ca JIIBKHH J]a OpPraHu3upaT U MOAIbpPKAT CUCTEMA 3a:

1. paHHO OTKpWBaHE U pa3ciie/IBaHe HAa CEPUO3HN HEXKEJIaHU PEaKIUU U CEPUO3HU MHIIHJICHTH;

2. CBOEBPEMEHHO ChOOIaBaHE, PETUCTpUpaHe, MOKJIaJBaHE U TpeaaBaHe Ha WHQoOpMarus 3a
CEPUO3HUTE WHIIMJICHTH W CEPUO3HHUTE HEXKEIIAHU PEaKIINH;

3. OJoKkMpaHe, M3TETIITHE W YHUIIO)KaBaHE Ha SIMIICKIICTKH, CIIEPMATO30MIU U 3UTOTH, KOHWTO
MOTaT JIa JOBEJIAT 10 CEPUO3HU HEXKEITAHH PEAKIIUU M CEPUO3HH WHITUIACHTH.

Yn. 61. (1) (U3m. - IB, 6p. 41 ot 2019 r., B cuna ot 21.05.2019 r.) M3nbiHUTEIHATA areHIUs
"MenuuuHCKH Ham3op" € JUTh)KHA Ja OpraHu3upa U MOAIbPKAa CHCTEMa 3a PETHCTpalvs W aHAIW3 Ha
MOCTBITHIINTE CHOOILICHHS 32 CEPUO3HH HEXKETAHU PEAKIIUU U UHIHICHTH.

(2) (M3m. - B, Op. 41 ot 2019 r., B cuma ot 21.05.2019 r.) BbB BpBb3Ka C BH3HUKHAIU H
PETUCTPUPAHU CEPUO3HH HEXKENaHW peakiuu ¥ uHimaeHTH MAMH wu3BbpIIBa WHCHEKIIMH MO pela Ha
HapenOara o 4wi. 7B, all. 4 oT 3aKoHa 3a JIeUeOHUTE 3aBEICHUS.

Un. 62. (1) JleueOHuTe 3aBeleHUs, KOWTO OCBHIIECTBABAT JEHHOCTH TIO aCHUCTHpaHa
PENpOIyKIIHsI, KAKTO M KOWTO OCBHINECTBSIBAT ACHHOCTH IO OCHUTypsIBAaHE, M3IIOJI3BAHE U ChXpaHSIBaHE Ha
YOBEIIKU SHIEKIETKH, CIEPMAaTO30MId M 3UTOTH, Ca JIBKHU B 7-IHEBEH CPOK OT YCTaHOBSBAHETO Ha
CepHO3HA HEXeJlaHa PEeaKIusl WM CEPUO3€H MHIUICHT J1a YBEJIOMSAT JIeYeOHUTE 3aBENICHUS, C KOUTO ca B



JOTOBOPHU OTHOIICHUS 32 IOCTABSHE UJIH MOJTydyaBaHe HA PENPOTYKTHBHH KIETKH.

(2) Ipu cxiroyBaHe Ha JOTOBOPH 3a JOCTABSIHE WM TOJydaBaHE Ha PEMPOAYKTUBHHU KICTKH
nedeOHUTE 3aBEACHUS MPEAOCTABAT HAa IOTOBOPHUS CU MApTHHOP MHGOpMAIUsS 32 CUCTeMaTa CH Ha PaHHO
OTKpPHBAHE M pa3ciie/BaHe Ha CEPHO3HU HEXKEJaHHW PEaKIH M CEPHO3HU MHIUACHTH M Ha CBOEBPEMEHHO
choOIIaBaHe, pEerucTpHpaHe, NOKJIAJBaHE W TpelaBaHe HAa WHPOPMAILUS 332 CEPUO3HUTE WHIUACHTH H
CEpUO3HHUTE HEXKEIIAaH! PEaKIIHH.

(3) (M3m. - 1B, Op. 41 ot 2019 r., B cuwa ot 21.05.2019 r.) IOpuandeckute u Gu3nIeCKUTE
JUIa, KOUTO W3BBHPIIBAT TPAHCIOPT HA PENPOAYKTHUBHU KIETKH, ca JIBXKHH B 7-THEBEH CPOK OT
YCTaHOBSIBAHETO HAa MHIUICHT JIa YBEIOMSAT JICUCOHNUTE 3aBEJCHMUS, C KOUTO Ca B JIOTOBOPHH OTHOUICHHUS 32
JOCTaBsHEe WJIM TOJy4yaBaHE Ha penpoaykTuBHU kieTku u MAMH, ¢ 6up30 cpobuieHue mo obOpaserl,
npuioxxkenue Ne 3, yact b.

Un. 63. (1) Benuku neyeOHU 3aBeeHHUS Ca JTBKHH B 7-IHEBEH CPOK OT yCTAaHOBSBAHETO HA
CepHO3HA HEeXKeJIaHa PEeaKIUs WA CEPUO3CH MHITUICHT, CBhP3aHH C U3BBPIICHH JCHHOCTH MO acUCTHpaHa
PENPOAYKIIHNS, A2 YBEIOMSIT:

I. (m3m. - IB, Op. 41 ot 2019 r., B cuma or 21.05.2019 r.) U3nbaHutenHata areHIUs
"MenuuuHCKH Haa30p";

2. 7e4eOHOTO 3aBeACHHE, B KOCTO € W3BBbpPIICHA CHOTBETHATA JCHHOCT IO aCHUCTHpaHa
PETPOTYKIIHS.

(2) YBenomsBaneTo 1o ain. 1 ce u3BbpIIBa ¢ ObP30 CHOOIICHUE IO 00pa3el], mpunoxeHue Ne 3,
yacT A.

(3) (U3m. - 1B, 6p. 41 ot 2019 1., B cuna ot 21.05.2019 r.) Cnyuaute Ha cepro3Ha HeKeIaHa
peakius WIH WHIUACHT, CBBP3aHH C NPOBEXKJIAHETO HAa WHAYKIHS Ha OBYJIANMITa W KOHTPOJIMpAHA
oBapuaiiHa xurnepcrumyianus, ocBeH B MAMH ce choOmaBar u nokiaasar u B M3mbJIHUTETHATA areHIIHS
IO JIEKapCTBaTa.

Un. 64. (1) (M3m. - [IB, 6p. 41 ot 2019 1., B cuna ot 21.05.2019 r.) JleueOHuTe 3aBeneHus,
KOUTO OCBIIECTBSIBAT JCHHOCTH 10 aCUCTHPaHA PENPOAYKIHUS, KAKTO U KOUTO OCHIIECTBSBAT JACHHOCTH IO
OCUTYpsIBaHE, M3IOJI3BaHE M ChXpaHSBAaHE HAa YOBEIIKU SHICKIETKH, CIIEPMATO30MAN U 3UTOTH, IMOJaBatT
nbpBoHavanieH aokiaan B MAMH B cpok no 7 qHM OT Aarara Ha YCTAHOBSIBAHE HAa CEPHO3HA HEXKeEJaHa
peaxius Wik MHIUACHT WIK OT JlaTaTa Ha MoJlyyaBaHe Ha choOleHue no 4i. 63, an. 1, 1. 2.

(2) (Hom. - 1B, 6p. 58 ot 2011 r.) JIeueObuute 3aBeaeHus 1o aji. | ocurypsBaT U3BbPIIBAHETO HA
BBTPEIIHO pa3clie[BaHE U ChOMpaHe Ha JOMBJIHUTENHA HMHPOpMAIMs, KOraro € HeoOXoauma, 3a IbJIHA
OLIEHKA Ha BCSAKO OTIETHO CHOOIIEHHE 32 CEpUO3HA HEXKeJlaHa peakuus WIM HMHUOUACHT U 32
UACHTUDUIMPAHE HA IPHYUHAUTE, KOUTO MOTAT Ja ObJIaT MPEIOTBPATEHU B pAMKHUTE Ha MpOoIeca.

(3) (Homa - 1B, 6p. 58 ot 2011 r., m3m. - [IB, Op. 41 ot 2019 r., B cuna ot 21.05.2019 r.)
JleueGuute 3aBenenus no an. 1 ysenomsisar MAMH 3a npeanpuerute nelcTBUS 10 OTHOLIEHUE HA JPYTH
CBBpP3aHH ThKaHU U KJIETKH, KOUTO ca OWIIM MPEeOCTaBeHH 3a ynoTpeda Mpu Xopa.

(4) (Ilpequmnaa an. 3 - JIB, 6p. 58 ot 2011 r., mwm. - JIB, 6p. 41 ot 2019 r., B cuna or
21.05.2019 r.) JlombIHUTEIHUST JAOKIJIAJ C OlEHKaTa Ha ChOOIIEHHE 3a CeprO3HA HEXKeJaHa PeaKlus WIH
UHIUACHT 10 an. 2 ce moaaBa B MAMH B cpok 14 nHM OT garara Ha yCTaHOBSIBAHETO Ha CEpPHO3HATA
HEeXeJaHa peakius Wik UHIIMACHT WK OT JlaTaTa Ha MoJly4aBaHe Ha ChoOIieHue no wi. 63, an. 1, 1. 2.

(5) (Ilpegumnaa an. 4 - JIB, 6p. 58 or 2011 r., usm. - JIB, 6p. 41 or 2019 r., B cuna ot
21.05.2019 r.) JIeueOuute 3aBenenus mo an. 1 momasat B8 MAMH nepuonudnu gokiaany ¢ 0000IeHN TaHHH
3a 6€30MacHOCTTa Ha MPUJIaraHuTe ACMHOCTH 110 aCUCTUPaHa PEHIpPOAYKIIHS.



Un. 65. (1) IIspBoHauanHUAT OOKIAA ce ChCTaBsi 1Mo oOpasen (mpuiiokenue Ne 4) u ce
MpUIpYKaBa OT MUCMO, ChABPKALI0 HH(OpMaLKATa O mpuiiokeHne Ne 5.

(2) JombIHUTETHUAT JOKIA] Ce ChCTaBs Mo oOpasel (mpusnoxeHue Ne 6) u ce mpuapykaBa ot
MHMCMO, ChABPKaLI0 HH(pOpMaLusATa 1o npuioxenue Ne 7.

Ui 66. (1) Ilepuoanunn gokiIaau 3a 0€30MACHOCT C€ MOJABaT JBA MBTH T'OJUIIHO B CPOKOBE,
KaKTO cJIe/Ba:

1. 1o 31 aBrycr - 3a AeMHOCTTa MO aCUCTHUpPAHA PEHPOAYKIHUs, KAKTO M 3a JACHHOCTHUTE IO
OCUTYpSIBaHE, W3IIOJI3BAHE W CHXpAHJIBAHE HA YOBCIIKU SIMIEKICTKH, CIIEPMATO30UAM M 3UTOTH,
OCBIIIECTBEHH TIPe3 MbPBOTO MOIYTroIUe HAa CHOTBETHATA TOJIUHA;

2. no 28 deBpyapu cienBaiiara roJdHa - 3a JIEMHOCTTa MO0 aCUCTHUPaHa PENPOAYKIIHUS, KAaKTO U
3a JEHHOCTHUTE TI0 OCHTYPSIBaHE, W3IOJI3BAHE U CHhXPAHSABAHE HA YOBCUIKU SHICKIICTKH, CIIEPMATO30UIN H
3UTOTH, OCBHIICCTBCHH IPE3 NPEIX0aHATA KaJleHAapHa TOIHHA.

(2) IleproguuauTe MOKIAIU 32 OE30MACHOCT C€ CHhCTABAT MO oOpazelr (mpuioxenue Ne 8) u ce
IPUIPY’KaBaT OT MMUCMO, ChbPrKaIo HHPOpMaLuATa 1o npuioxenue Ne 9.

Yn. 67. (1) (U3m. - IB, 6p. 41 ot 2019 r., B cuna ot 21.05.2019 r.) M3nbiHuTeHATA areHIus
"MeauuuHck Hangzop" mpencrtaBs Ha EBpomelickara komMucus roAaMiiHU jgokinaad o 30 oHM Ha
cleqBaniata TOAWHA, B KOWUTO C€ MPEACTABIT BCHUYKM TOITYYEHH CHOOIICHHS 3a CEPUO3HH HEeXeJlaH!
peaKuu U MHIUCHTH.

(2) IlpenaBaneTo Ha JaHHU TPSOBA Ja € B CHBOTBETCTBHE ChC ClieM(pUKAIMHUTE 3a opMara Ha
oOMeH Ha JaHHH, KaKTO € OMpeaeNieH B Ta3W Hapenba, W cielBa Ja ChAbpXKa Isuiata WHGOpMaLus,
HeoOXoauMa 3a HISHTH(PUIIMPAHETO Ha HM3Ipallaliara cTpaHa W TOUIbpKaHe Ha pedepeHTHHUTE TaHHH.
[IpenaBanero Ha ganHM € o oOpaszen (mpunoxenue Ne 10).

Un. 68. (1) JleueOnute 3aBelneHHs, KOWTO OCBHINECTBSIBAT JCHHOCTH IO acCHCTHpaHa
PENpPOAYKIHS, KAaKTO M KOUTO OCBHIIECTBSABAT JCWHOCTH IO OCUTYpSIBaHE, M3MOJI3BAHE M ChXpaHSIBaHE HA
YOBEIIKH SHICKICTKH, CIICPMATO30MIA M 3UTOTH, Ca JUTHKHU J1a ChbOUpAT M ChXpaHsABAT WH(OpMANHS 3a
OOKUpPAaHUTE, U3TETICHUTE U YHUIIOKEHU SUIEKIETKH, CIIEPMATO30UAN U 3UTOTH.

(2) Cucremara 3a O0KMpaHe, M3TETVITHE W YHUINIOKaBaHE Ha SMIICKICTKH, CIIEPMATO30UIN U
3UTOTH BKJIFOYBA:

l. ompenensHe Ha KOMIETCHTHM JIWIIA, KOWUTO W3BBPIIBAT OJOKUpaHE, WU3TETISHE U
YHUIIO’)KaBaHE Ha SIMIEKIIETKH, CIIEPMATO30MIHN U 3UTOTH, U TEXHUTE CIICIIM(PUIHN OTTOBOPHOCTH;

2. ompenensHE Ha YCJIOBUATA, MPH KOUTO C€ NPUCTHIIBA KbM OJOKHUpaHE, U3TETJISIHE U
VHUIIIO)KaBaHE Ha SHICKICTKH, CIIEPMATO30UIN U 3UTOTH;

3. crannaptau onepatuBHu nporeaypu (COII).

(3) (U3m. - IB, 6p. 41 ot 2019 r., B cuna ot 21.05.2019 r.) JleueOHute 3aBefeHUsI, KOUTO
OCBIIIECTBSIBAT JACHHOCTH [0 acHUCTHpaHa PENpPOAYKIUSA, KaKTO M KOHWTO OCBHIIECTBABAT JEHHOCTH TIO
OCUTYpsIBaHE, U3TOJ3BaHE U ChXPaHsABAaHE HA YOBCIIKH SHIEKICTKH, CIIEPMATO30MIN U 3UTOTH, Ca ITHKHU
Jla MPEIOCTaBAT B CPOK J0 2 Mecella clie]l Mi3TUYaHEeTO Ha Besika KaneHaapHa roguHa B MAMH nepuognyen
NokIaz 3a Opost Ha ONOKUPAHUTE, U3TETVICHUTE W YHUIIOKECHH SHICKICTKH, CIIEPMATO30UIU U 3UTOTH IO
oOpaszer (mpunoxenue Ne 11).

Ui 69. (1) 3a koMneTeHTHH Jula no wi. 68, an. 2, T. 1 ce onpeaensaT Iuia, KOUTO OTTOBapsT Ha
M3ucKBaHusATa 1o npuioxkenue Ne 1, pazgen 111, T. 2.
(2) CnenuduvanTe OTTOBOPHOCTH HA JIUIATA MO all. 1 ca CBBP3aHU ChC:



l. ycraHOBsIBaHE HAJIWYMETO HA YCJIOBUATA, MOpAXJally OJIOKUpaHE, W3TEIJIsIHE U
YHUILO)KABAHE HA SULEKIICTKH, CIEPMATO30UAN U 3UTOTH;

2. cra3BaHeTo Ha n3nckBaHuATa Ha cboTBeTHUTE COII 32 Besika €jHA OT IEHHOCTHUTE;

3. mombJIBaHE HAa ChOTBETHHUTE JTOKYMEHTH M IpeJaBaHe Ha MH(OpMauuaTa KbM OTTOBOPHOTO
JuLe.

Y. 70. (U3m. - JIB, Op. 58 ot 2011 r.) OcHOBaTeTHN MPUYUHU 32 OJOKUpAHE HA SUICKICTKH,
CIIEPMAaTO30M/IU U 3UTOTH Ca:

1. Ipu HENapTHBLOPCKO JapsiBaHE Ha CIEPMAaTO30MIU:

a) Hecma3BaHe Ha 6-MECeUHHUs CPOK 3a KapaHTUHHPAHETO Ha CIEPMATO30MAUTE, CYUTAHO OT
JlaTaTa Ha 1ocjieHaTa KpMOKOHCEepBallns;

0) Hecma3BaHe Ha 3aJbJDKUTETHOTO IOBTOPHO M3CIE/IBaHE HA JIOHOPUTE Ha crepma (Ipeau
0CBOOOXXKJaBaHETO OT KapaHTHHA) 3a TpaHcmucuBHU HHpekuuu (HIV, xenatut B u C, cudunmc);

B) MOJIy4aBaHETO HAa CEPOIO3UTUBHU pE3yJTaTH IPU NOBTOPHOTO M3CIE/IBaHE HA JOHOPUTE Ha
CIiepMa;

2. HEU3ITBJIHEHUETO Ha €HO OT CJIETHUTE U3UCKBAHUS 32 3UT'OTH OT aHOHUMHHU JapUTEIH:

a) KapaHTMHHpAaHE Ha 3UIOTUTE 3a CPOK HE MO-MadbK OT 6 Mecela, CUMTAaHO OT Jarara Ha
nocJjieJHaTa KpUOKOHCEPBALHS;

0) 3aABDKUTENTHO TOBTOPHO H3CIIE[BAaHE Ha JIOHOPUTE Ha CHepMa M SHIEKIeTKH (IIpeau
0CBOOOXKJaBaHETO OT KapaHTHHA) 3a TpaHcMucuBHU HHpekuuu (HIV, xenatut B u C, cudunmc);

B) MOJIy4aBaHETO HAa CEPOINO3UTUBHU pPE3yJTaTH IPU NOBTOPHOTO M3CIE/IBAaHE HA JOHOPUTE Ha
CIiepMa U SIMIEKIETKY;

3. HIUCMEHO yJIOCTOBEPEHOTO JKEIaHHUE Ha JIOHOPUTE;

4. cMBpTTa Ha CBIOpPYra/mapTHHOPA, HE3aBUCUMO OT HAJMYUETO Ha JAEKIapUPaHO NPHKHBE
JKeJlaHue, 110 OTHOILIEHUE Ha CIIEpMaTO30UAH WU 3UTOTH;

5. cMBpTTa Ha ChIpyraTa/MapTHbOPKATA, HE3aBUCUMO OT HAIMYHETO Ha JEKIapHpaHO JKelaHue
IIPUKMBE, IO OTHOLIEHHE HA OBOLIUTHU WJIN 3UTOTH;

6. yCTaHOBSIBAaHETO Ha 3a00isiBaHE y AaHOHUMHHS JapHUTel, KOETO MOXE Ja ce IpeaaBa Ha
IIOTOMCTBOTO WJIN PELIUIINEHTA;

7. HEBB3MOXKHOCT 33 CUTYPHO WACHTH(HIMPAHE Ha TOHOPUTE WM MPOCIEAsBaHE HA ITBTS Ha
TEHEeTUYHUS MaTepuall Mopajy HEMpaBWJIHO WIM JIMICBAILO €TUKETUPaHe WM OObpKBaHE IIpe3 BpeMe Ha
obOpaboTkaTa.

Yn. 71. OcHoBaTeNIHN IPUYMHHU 32 U3TETVISIHE M YHUILIO’)KABAHE HA SIMIEKIETKH, CIIEPMATO30UIU
Y 3UI'0TH ca:

1. muCMEHO yIOCTOBEPEHOTO JKEIaHUE HA NAILlUEHTUTE;

2. U3TUYAHETO Ha MAKCHUMAJHMS CPOK 3a ChbXpaHEHHE, KOWTO € 3asiB€H OT MallMeHTUTE IpU
MOJNMCBAHETO Ha JIEKIapanuaTa 3a UHGOPMUPAHO ChIVIacue NMpean KPHOKOHCEpBAlUs;

3. (ot™. - 1B, 6p. 58 oT 2011 1.)

4. HaJIM4YUETO Ha PUCK OT KPBCTOCAaHA KOHTAaMHMHALUS WIM IIpeJaBaHe Ha OakTepualHa WIN
MUKOTUYHA UHEKIHS;

5. HanM4MeTO Ha PHUCK OT KPBCTOCAHA KOHTAMUHALMS WM IIPEIaBaHE Ha TPAaHCMHUCHBHO
3abonsaBane (HIV, Xenatut B u C, cudunuc u ap.);

6. N3THUYAHETO Ha MoBeue OT 6 Mecela Cie] 3aABEHHs CPOK 332 ChXPAaHEHHUE MPU HENOTHPCEHU
CIIEPMAaTO30MIH, SIMLICKJIETKH UIIU 3UTOTH;

7. cMBpTTa Ha CBHIpPYra/mapTHHOpPa HE3aBUCHMO OT HAIMYHMETO Ha JCKJIApHpPaHO >KEIaHue
MIPUKUBE, IO OTHOILIEHHUE HA CIIEPMATO30UIN WIH 3UTOTH;



8. cMBpTTa Ha CHIPYrara/mapTHHOPKaTa HE3aBUCUMO OT HAJIMYMETO Ha JIEKIAPUPAHO KeJaHHe
MIPKKBE, IO OTHOIIICHHE HA OBOLIUTH WJIM 3UTOTH;

9. ycTaHOBSBaHETO Ha 3a00JiIBaHE y AHOHMMEH [apHTel, KOeTO MOXKE Ja ce IMpeaaBa Ha
MTOTOMCTBOTO WJIA PEIIUITACHTA;

10. HEBB3MOXKHOCTTA 32 CHTYPHO HACHTU(UIMPAHE JTOHOPUTE WM MPOCIICIsIBAaHE Ha ITBTSA Ha
TCHETUYHUS MaTepuall Mopaayd HEMPaBUIHO WM JIMIICBAIIO CTHKETHpaHE WU OOBpPKBAaHE Mpe3 BpeMe Ha
obOpaboTkara.

I'1aBa necera.
YIHHPABJIEHUE HA KAYECTBOTO U PUCKA (HOBA - IB, BP. 58 OT 2011 1T".)

Yn. 72. (Hos - JIB, Op. 58 ot 2011 r.) (1) JleueOHuTe 3aBencHUS, KOUTO OCHINECTBIBAT
JIEHWHOCTH TIO0 AaCUCTHpaHa PENpONyKIHsS, KAaKTO M KOWTO OCBIIECTBSIBAT JEHHOCTH IO OCHUTYpsIBaHE,
U3IOJI3BAaHE U ChbXPaHsSIBaHE HA YOBEILKH SIMIIEKIETKH, CIEPMATO30MIHN U 3UTOTH, Ca JUThKHH J1a pa3paldoTsT,
BBbBEAT U M3IMOJI3BAT JIOKyMEHTAlHA CHCTEMa 32 YIpPaBJICHHE Ha KaueCTBOTO CBHITIACHO M3MCKBAHUATA HA
Ta3u Hapenoa

(2) Cucremata mo ai. | BK/IIOYBA M pa3NMCaHd MHUHMMAJIHU W3MCKBAaHUS 3a 0€30MacHOCT U
Ka4eCcTBO Ha PETPOAYKTUBHUTE KJIETKH M 3UTOTH, KOUTO IIE C€ MPEJAOCTABAT HA JIPYTH JIe4ueOHU 3aBEICHUS U
mpuiarat mpu xopa.

(3) Otrosopuoro suue no npunoxenue Ne 1, paznpen III, T. 2 KOHTposiMpa KadyecTBOTO Ha
MIPEIOCTABSIHUTE WUJIU MOCTaBSIHUTE PENPOAYKTUBHH KJIETKU WM 3UTOTH CHITIACHO M3UCKBAHUSATA 110 aJl. 2.

Un. 73. (Ho - JIB, Op. 58 ot 2011 r.) (1) JleueOuurte 3aBeneHUs, KOUTO OCBHIIECTBSIBAT
JCHHOCTH MO AacHCTHUpaHa PENpOyKIHs, KaKTO UM KOUTO OCBIIECTBABAT JEHHOCTH IO OCHTypSBaHE,
M3MOJI3BaHE U ChXPaHSIBAaHE HA YOBEIIKU SUIIEKJIETKH, CIEPMATO30HUIN U 3UTOTH, Ca JUTHKHH J1a pa3paboTsIT,
BbBEJAT M W3MOJ3BAaT pa3NUCaHM MEpPKU 3a yIpaBlIeHWE HAa pHUCKA, Taka 4Ye Ja ce TrapaHTupa
uaeHTU(GHUIMPAHEe W CBEKIaHE 10 MHHMMYM Ha PUCKOBETE, MPOM3THYAIIN OT M3IOJI3BaHE W 00paboTKa Ha
OMOJIOTMYEH MaTepHuall, B CbOTBETCTBHE C MOAIbpP)KAHE Ha aJeKBAaTHO KayecTBO M OE30MMacHOCT 3a
IJIAHUPAHOTO MPEIHa3HAYCHHUE HA KIETKUTE.

(2) PuckoBere BKJIIOYBAT TE€3H, KOUTO CE€ OTHACAT 10 MPOLEAypUTE, cpeaaTa, 3ApaBOCIOBHOTO
CHhCTOSTHUE Ha MepCOoHaNa U ca crenuuyHu 3a iedeOHUTE 3aBeJIeHHs 110 all. 1.

Un. 74. (Hos - JIB, 6p. 58 ot 2011 r.) (1) YnpaButenar Ha je4eOHOTO 3aBE/ICHUE Ha3HA4YaBa
KOMHUCHUSI OT JIHIa, HEAaHTWKUPAHH MPSAKO C JACHHOCTHTE IO acHCTUpaHa PEnpoAYKIHs B JIEYEOHOTO
3aBeJICHHE, 32 OJIUT Ha CUCTEMAaTa 3a yIpaBJIeHUEe Ha KAYeCTBOTO ITOHE BEAHBXK HA JIBE TOAUHHU.

(2) B xomucusTa 1o an. 1 ce BKIIOYBAT JUIIA C OMHUT B OAUTUPAHETO HA CUCTEMU 32 Ka4eCTBO.

(3) Koncraranuure Ha KOMUACHSTA 110 Ka4€CTBOTO CE€ OTpa3sBaT B MUCMEH JOKJIA/I.

(4) OTkioHEHUsATa OT YCTAaHOBEHHMTE CTAaHAAPTH 3a KaueCTBO U 0OE30MACHOCT ce pa3ciieBart.
PascnenBaneTo ce JOKyMEHTHPA U BKJIKOYBA PEILICHUE 3a Bb3MOKHU KOPUTHPALLU U IPEBAHTUBHU JICHCTBHUS.

(5) Bcuuku 3acerHaTd ThKaHM M KJICTKH TpsiOBa na ObaaT WASHTU(OUIMPAHU M OTYCTCHH M
cleqBa Ja ce MpeanpueMar ChOTBETHH MEPKHU CIpsIMO TsX choOpa3Ho pasznucanute COII mo um. 68, an. 2, T.
3.

(6) Kopurupammure peictBus ce IOKyMEHTHpAT, 3alo4yBaT W MPUKIIOYBAT HABPEMEHHO H
e(eKTUBHO, KaTO €()eKTUBHOCTTA HA MPEBAHTHBHUTE W KOPUTUPAILIUTE EHCTBUS ClieBa Aa ObJIC OICHEHA
ClIe]T TIXHOTO U3ITbJIIHEHUE.



Ui 75. (Hos - 1B, 6p. 58 ot 2011 1.) (1) JleueOHUTE 3aBeieHUs CKIIFOUBAT MHUCMEHU JIOTOBOPHU
MOMEXJY CH, KOTraTO H3BBPIIBAT CHBMECTHO IEHHOCTH MO acHCTUpaHa PEenpoAyKIHs, KaKTO M KOraTo
MPEJOCTAaBAT €HO Ha APYTO PENPOIYKTUBHU KIETKU WU 3UTOTH.

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

(3) (U3wm. - [IB, Op. 41 ot 2019 r., B cuna ot 21.05.2019 r.) JleueObHutTe 3aBeeHUs U3IIpaIlaT B
NAMH xonus Ha JOroBOpUTE 10 al. 1 B Cpok 14 JHU OT CKIIFOUBAHETO UM.

(4) HoroBopute mo an. 1 cienBa Aa ce CKIIOYBAT cjel MpeiBapuTeiHa OlleHKa U moadop Ha
JpyraTa CTpaHa 10 OTHOIIEHHE Ha Ka4eCTBOTO M OE30MacCHOCTTAa Ha PEMpPOIYyKTHBHHUTE KIETKH U 3UTOTH,
KOUTO I1I€ c€ OOMEHAT, KaKTO U 10 OTHOILIEHHE Ha CIIOCOOHOCTTA M Ja Cra3Ba CbOTBETHUTE M3MCKBAHUS Ha
HOpMaTUBHATa ypenda B cTpaHaTa.

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

Yn. 76. (Hos - JIB, 6p. 58 ot 2011 1.) (1) JleueOHo 3aBeneHue, KOETO pabOTH C TaMETH H/WIU
3UTOTH, € JUTBXKHO Jla CKIIOYM MHUCMEHH JIOTOBOPH C JAPYTH Jie4ueOHHM 3aBEJCHHS, KOUTO OTrOBapsT Ha
M3MCKBaHUATA Ha Ta3u Hapen0a, 3a ypexkJIaHe Ha ChbXPAHCHUETO Ha TaMETHTE W/WJIM 3UTOTHTE B CIy4ai Ha
npeKpaTsiBaHe Ha JeUueOHOTO 3aBe/ICHUE.

(2) B morosopa mo an. 1 ce ypexaar ChIIO JaHHUTE 3a MPOCICAUMOCT W HHGOPMAIHS IO
OTHOIIIEHHE Ha KA4eCTBOTO U 0€30I1aCHOCTTA HA TAMETUTE M/HJIH 3UTOTHUTE.

Yn. 77. (Hos - [IB, Op. 25 ot 2017 1., B cuna ot 29.04.2017 ., u3m. - /IB, 6p. 41 or 2019 1., B
cwia ot 21.05.2019 r.) JleueOHo 3aBeneHNE, KOETO M3BBPIIBA BHOC Ha PENPONYKTUBHU KIIETKH, CKIIFOUBA
JIOTOBOPU C JIOCTABYMLIM OT TPETH ABP’KaBU IO CMHCHIA Ha HapeabaTa mo wi. 7B, al. 4 oT 3akoHa 3a
ne4eOHUTE 3aBEJICHUS U Ha METUIIMHCKUS CTaHAApT B 00JIacTTa 3a TPAHCIUIAHTALUsATa HA OpraHH, ThKAHU U
KJICTKH.

JlonbJIHUTETHH pa3nopeadu

§ 1. ITo cMucwia Ha Ta3u Hapenoa:

1. "bu cneaano" uiau "e NpenopbYUTENHO" 03HAYaBa, Y€ M3UCKBAHE HE € 3aJbDKUTENIHO, HO
MocoyYBa J100pa KIMHUYHA MPAKTHKA.

2. "bnactomep" € KJIeTKa OT MPEeIUMIUIAHTALMOHEH (10 CTaANI KOMIAKTU3AIMs1) 3aPO/IMILL.

3. "bnokupane" - BpeMeHHa 3a0paHa 3a MOJI3BaHE HA CIIEPMATO30MIH, STHIIEKICTKH WA 3UTOTH
710 U3SICHSIBaHE Ha OOCTOSATEJICTBA, CBBP3aHU C TAXHATa 0€30MAaCHOCT U Ka4eCTBO, A0 OTOJOKMPAHETO UM H
MTyCKaHETO UM B YIOTpeda WK J0 TSIXHOTO U3TETIISTHE U YHUIIIO)KaBaHE.

3a. (noBa - /1B, Op. 58 ot 2011 r.) "Banuaupane (kBanudukanus B ciiydauTe Ha o0Opy/JBaHe
WK cpenn)" o3HayaBa YCTaHOBSIBAHE Ha JOKYMEHTHPAHO JI0KA3aTEJICTBO, KOETO YJOCTOBEpsiBA C BHCOKa
CTENEH Ha CUTYPHOCT, 4e CHelu(uueH npoiec, 000opyIBaHe WU cpelia HEM3MEHHO Pe3yITHPAT B MPOAYKT,
OTrOBapsIl Ha MPEABAPUTEIHO JePUHUPAHUTE CTIEUU(PUKAIMH U Ka4eCTBEHH XapaKTEPUCTUKH; MPOLIECUTE
ce BaJIWJUPAT, 3a J1a ce OLeHU e(peKTUBHOCTTA Ha JIaJieHa cUCTeMa Bbh3 OCHOBA Ha IIeJITa M Ha yrnoTpeoa.

4. "JlupexTHa ynotpeba" e mpoleaypa, Mpu KOSITO KIETKUTE ca B3ETH W HM3MOJ3BaHH, 0€3 Ja
ObaaT 00pabOTBAHU U ChXPAHSIBAHHU.

5. "EmOpuopenyknus" e MeTon 3a HaMmajsBaHe Ha Oposi HA MMIUIAHTHPAHUTE B MaTOYHATa
KyXHHa eMOPHOHHU € L€ /1a C€ HaMaJll PUCKBT, ChIPOBOKIAI] M3HOCBAHETO U PAYKIAHETO HA MHOT'OILJIO/IHA
OpeMeHHOCT; OOMKHOBEHO METOABT IIeJId IOCTUTAaHETO Ha E€IHOIUIOJHA WM MaKCUMYM JBYIUIOJHA



OpeMEeHHOCT.

6. "EmOpuoTpancdep" - mocrtaBsHe Ha €IMH WIH MOBEYE MPETUMILIAHTAIIMOHHHU 3apOJIUIIN B
TSJIOTO Ha YKeHarTa.

7. "XKuB monop" e usnuyecko Jmie, OT KOETO CE€ B3eMAaT SIMIEKIETKH WM CIIEPMATO30UIU C
PENpPOAYKTHUBHA IIE.

8. "M3kycTBeHa MHCEMMHALMA" € JEMOHUPAHETO Ha MBKKM T'aMETH B MAaTOYHaTa KyXHHA,
LEpBUKATHUS KaHal WIM BJIArajuileTo Ha jKeHara, 0e3 Jla € CUTypHO Jalii IIe MOCe[Ba HEMOCpPEACTBEH
KOHTAKT MEXYy MBKKU U )KEHCKH FaMETH, PECIIEKTUBHO OTUIOXKIaHE.

9. "UszrermsHe" e mpollec Ha HajaraHe Ha OKOH4YarenHa 3a0paHa 3a ymnorpeba Ha
CIIepMAaTO30M U, SUIEKIETKUA WIN 3UTOTH U MOATOTOBKATa UM 32 YHUILIO)KAaBaHE.

10. "Un Butpo" omnoxmane (IVF) e Meron 3a ominokaaHe Ha SHUIEKICTKHA B JIaOOpaTOpPHHU
YCIIOBUS U3BBH TAJIOTO Ha JKE€HATA; MPOLEAYPH 32 OIUIOKIaHE Ha €/IHA WM MOBeYe SIMIEKIETKH B TSUIOTO Ha
’KEHaTa HE ca MH BUTPO OIUIOXKJAHE; U3BAZCHU OT TAJIOTO HA JKEHaTa eMOPHOHM CBHINO Taka HE C€ OTHACST
KbM MpoLeAypaTa UH BUTPO OILIOKIAHE.

11. "MHTpa-0BOLMTHO HHXKEKTHpaHe Ha enuHUYHU criepmaro3ouan (ICSI)" e merox 3a uH BUTPO
OIJIOKJaHE Ype3 MHKEKTHpaHe HAa €AMHUYHU CEJEKTUPaHH OO0pabOTEeHH CIepMaTO30UIU B SHULEKIETKU
MIOCPEJICTBOM MUKPOMAHHUITYJIAIMsI HA TAMETH.

12. "Unadeptumurer"” - Ge3mioane.

13. "KpuobaHka 3a raMeTH ¥ eMOPHOHHU" - MSCTOTO U 000PYIBAHETO, OCUTYPSIBAIIIO0 ChXPAHCHUE
3a ONTHUMAIIHO JIBJIBI NIEPUOJT HA 3aMPA3E€HU TaMETH W MPEIUMILIAHTAIMOHHN €MOPHUOHU MPU CBPBXHHUCKH
TeMrepatypu (Hal-4ecTo TeYEH a30T).

14. "KpuoxoncepBaiusi (KpuochbxpaHeHHe)" - Tpyla MpolecH Ha MOATrOTOBKa, 3aMpa3siBaHe U
ChbXpaHsBaHE Ha YOBEIIKH raMeTH U MPEIUMIUIAHTAIIMOHHA eMOPHOHY TPU CBPBXHUCKHU TeMIIEpaTypH (Haii-
9YecTO B TEUEH a30T).

14a. (voBa - /JIB, Op. 58 ot 2011 r.) "Kputuuno" o3HayaBa MOTEHI[MAIHA CIOCOOHOCT 3a
BB3JICHCTBUE BbPXY KAUYECTBOTO H/MIIM OE€30MAaCHOCTTA WIIM HAJTHMYME Ha KOHTAKT C KJIETKUTE U ThKaHUTE.

15. "Konuenryc" o3HauaBa OpraHu3bM, IOJyY€EH OT CIMBAHETO HA MBXKKa U )KEHCKa I'aMeTa, OT
MOMEHTa Ha HMIUIAHTUPAHETO MY B MaluMHA ThKaH A0 paxaaHero. YoBemkusar koHuentyc no 10
HaBbPIIEHU TeCTALlMOHHU CEIMUIM BKII. ce Hapuua "3apoum” (embryo), a oT 11. rectanimoHHa ceaMuLa 10
paxnaneto - "mmon" (foetus). B mousituero "koHuenTyc" ce BKIIOYBAT W T.HAp. IUIOJHU MPUAATHIM, a
MMEHHO: IThITHA BPHB, TUIALIEHTa M HEWHU MPEIIIECTBEHUIIN, OKOJIOTIJIOIHU IIUIH U OKOJIOTIIOAHA TEYHOCT.

15a. (woBa - JIB, Op. 58 ot 2011 r.) "Menomay3a" o3HauaBa OKOHYATEJIHO CIHUpaHE Ha
MEHCTpYaJIHUS IUKBJ MPHU KEeHaTa, ako OT MOCJeJHaTa peJOoBHAa MEHCTpyalus € MuHana 1 roauHa, mpes
KOSITO HE € MMaJIo Apyra MEHCTpyalusl.

156. (noBa - JIB, Op. 58 ot 2011 r.) "Opranuzamnus 3a B3emMaHe" 03HauaBa Je4eOHO 3aBEICHHE
WIN OT/eJCHHEe Ha OOJHMIA, KOSTO CE€ aHTaKUpa C OCUTypsBaHE HA YOBEIIKM ThKAHW U KJIETKU U KOATO
MOJXKE J]a HE € aKpeAWTHpaHa, ONpeNeieHa, OTOPU3NpaHa HMIIU JIHIICH3UpaHa KaTo 3aBeleHHe 3a paboTa
ThKaHU.

158. (HoBa - JIB, Op. 58 ot 2011 r.) "Opranu3zamnus, oTroBapsiia 3a MpHJIOKEHHe NMpu xopa"
O3HayaBa JIeyeOHO 3aBeJCHUE WIM OTJEJIeHHE Ha OOJIHMIIA, U3BBPILIBAIIA IPUCAKIAHE HA YOBEIIKH ThKaHU
U KJIETKU TIpHU XOpa.

16. "HaemaTenu (nmpu kproOaHkupaHe)" ca JIMiia, KOUTO 1O COOCTBEHO JKeJTaHUE U 3a COOCTBEHH
HYKJIU CbXPaHSABAT CBOM reHEeTHYEH MaTepual 3a Mo-KbCHa ynorpeoba.

17. "He 6m crnexsano" wunu "He ce mpernophyBa’ O3HAYaBa Y€ W3MCKBAHETO HE 3a0paHsBa
M3PUYHO, HO TIOCOYBA MPAKTUKA, KOSTO MPOTUBOPEUH Ha J00paTa KIMHUYHA IPAKTHKA.

18. "OBoruTH" ca "sitnexneTku".

19. "Osynamusa" - mporiec Ha (PU3UOIOTUYHO OTHEISHE Ha SHUICKIETKAaTa OT SHYHUKOBHS



bonukym.

19a. (HoBa - JIB, Op. 58 ot 2011 r.) "[lapTiaa" o3Ha4aBa CHBKYMHOCTTA OT MAPTHIHUA €IHHUIN
IIPY €J1Ha MPOLIeTypa 10 aCUCTUPaHa PENPOLYKIUS WIN €1HO B3€MaHE Ha pENPOAYKTUBHH KIIETKH.

196. (moBa - JIB, Op. 58 ot 2011 r.) "[laptuana enuamma" o3Ha4aBa BCEKU C€AWH OBOITUT,
eMOpHOH (3Ur0Ta) WU KOJIHMYECTBOTO CIEPMATO30MAM B €AMH KOHTEWHEp - MpU MapTHHOPCKO AapsiBaHE -
IAJI0TO KOJIMYECTBO CJIEJ B3UMAHETO, a IPU HENMAPTHHOPCKO JapsiBaHE - BCEKHU €IUH KPHUOKOHTEHHEp
(Buaska, cxamka u ap.).

20. "ITapTHROPCKO napsiBaHe" € JapsiBaHE HA PENPOIYKTUBHH KIETKH OT MBXK Ha *KEHA, KOraTo
CHILUTE MPEABAPUTETHO Ca JACKJIapUpaIl Mpej JeKaps, KOWTO 1€ U3BbPIINU B3EMaHETO, Y€ UCKAT CbBMECTHO
7ia cb3/1afaT IOTOMCTBO.

21. "l[IpenqummnaHTaiuoHeH 3apoauin’ (MpeIuMIUIaHTaIlMOHEH eMOPHOH) O3HAYaBa OPTaHU3bM,
MOJTy4eH OT CIIMBAHETO HAa MBXKKa U >KeHCKa rameTa ("omnoxaane"), 10 MOMEHTa HA UMIUIAHTUPAHETO MY B
MaiiunHa ThKaH ("kKoHuenuusa" win "3auarue").

22. "IIpn HEOOXOAMMOCT U BH3MOXKHOCT" 03HAauUaBa, Y€ HAJTUYHETO U JIUTICaTa HA HEOOXOIUMOCT
U BB3MOXKHOCT C€ IPEIECHsBA 32 BCEKM KOHKPETEH CiIydyail OT OpraHuTe 3a yNpaBleHHUE Ha JIe4eOHOTO
3aBejICHUE, ChIIIacyBaHO ChC cOOCTBeHUKA (TTpuHITMTIANa) Ha JI3.

23. "IlpocneauMoct” € BB3MOXKHOCTTAa 3a JIOKAJIM3UpaHE U HACHTU(PHUIMpaHE Ha raMeTu M
3UroTH BBB BCsiKa (pa3a OT M3BBPILBAHE HA JACMHOCTUTE 10 aCUCTHpaHa PENpOYKIHs OT B3EMAHETO OT
JIOHOpA JI0 TIOCTaBSHETO UM Ha PELUIUEHTa WM YHHILI0KaBaHETO UM; BB3MOXKHOCTTA 32 HACHTU(DULINpaHEe
Ha JIOHOpa, pEIMIIMEHTa W Ha JIeYeOHHTE 3aBEACHUS, YYacTBAIM B JICHHOCTHTE IO AacHUCTHpaHa
penpoAyKIHs, KaKTO U BB3MOXKHOCTTA 3a JIOKAIM3MpaHe M HIEHTUUIMpaHE Ha IsulaTa MHpopMaius,
CBBbp3aHa ¢ FTaMETUTE WIN 3UTOTUTE U MAaTEPUAIINTE, BIU3AILN B KOHTAKT C TAX.

23a. (moBa - JIB, Op. 58 ot 2011 1.) "IIpouiecu" o3nayaBa 1sIIOCTHATA CEPUS OT MOCIICIOBATEITHU
JEeNCTBHS, 3214 UM METOJ, Ype3 KOWTO ce U3BBPIIIBA JaJeHA JEIHHOCT.

24. "PenpoayKTUBHM KIETKH" ca KIETKUTE, NpeJHa3HAUeHW 3a IeJINTE Ha acUCTHpaHa
PENpPOAYKIIHSL.

25. "PeuunueHT" € suLEe, HA KOETO C€ IPENOCTaBIT TaMeTH WIH IpEeAUMIIaHTAllMOHHU
eMOPHOHH (3UTOTH) C 1IEJT PETPOTYKITHSI.

26. "Cepuo3Ha HexejaHa peakuus' € HENpEeIBHJIEHA peaklys IPU JOHOP WIM PELMIIMEHT,
CBBbp3aHa C EKCIIepPTH3a, B3eMaHe, 00paboTKa, ChXpaHsSBaHE, TPAHCIIOPTUPAHE M TIOCTABSIHE HAa TaMETH,
OIJIOJICHU SIUIEKIeTKH M MNPeIUMIUIAHTAllMOHHM 3apOJUIIN, KOATO € JoBela J0 CMBPT WU JI0
3aCTpallaBamio XUBOTA ChCTOSIHUE, WK JI0 MIpeaBaHe Ha 3apa3Ha 0oJecT, 10 TpaiiHa HepaboTOCTIOCOOHOCT
M 3a00sBaHe, BOACIIO 10 YAbKaBaHE Ha JICYCHHUETO.

27. "Cepuo3eH MHIMACHT' € BCSIKO HEXEIaHO CHOUTHE, CBBP3aHO C EKCIepTH3a, B3EeMaHe,
o0pa0oTKa, CbXpaHsIBaHE, TPAHCHOPTUPAHE U TOCTaBSIHE Ha TaMeTH, OIUIOJCHH SHUEKICTKH U
IIPEIMMIUIAHTALlMOHHHU 3apOJUIIN, KOETO MOXKE [Ja JOBEIe IO CMBPT WM A0 3acTpallaBallo XHBOTa
CBbCTOSIHWE, WM JIO0 TpeJaBaHe Ha 3apa3Ha 0ojecT, 10 TpaiiHa HepabOTOCIOCOOHOCT WM 3a0oJsBaHe,
BOJICIIO [0 yAbJDKaBaHe Ha JyiedyeHHeTo. Cepuo3eH MHIMACHT € M HEeMmpaBHIIHATA HICHTU(UKALUSA WIH
MOJIMSHA HA TaMEeTH WU 3apOJUIIIH.

27a. (noBa - [IB, Op. 58 oT 2011 1.) "Cucrema" o3HauaBa rpyna ot 00E€KTH, B3aUMHOCBBP3aHH U
B3aMMOJICHCTBAIIM, Taka 4e a opOpMAT €IUHULA WM METOAMYHO CBBP3aHU WIEH, MPUHIUIH, METOIH U
MpOLEYPH.

28. "Cucrema 3a KayecTBO" € OpraHuM3allMOHHA CTPYKTypa, BKJIIOYBAIlA ONPEACICHU
OTTOBOPHOCTH, MNpPOLEAYPH, HPOLECH M PECYPCH 3a BBBEKJAHE U OCHIIECTBSIBAHE Ha YIPABJICHUE Ha
KaueCTBOTO, M BKJIFOUBA BCUYKHU JEHHOCTH, KOUTO MPSKO WIIK HENPSKO BIUSAT Ha KA4eCTBOTO.

29. (u3m. - /1B, ©p. 41 ot 2019 r., B cunma or 21.05.2019 r.) "CranmapTHu omnepaTuBHU
npoueaypu" (COII) ca nucMeHr MHCTPYKIUH, YTBBPACHHU OT U3MBIHUTETHUS nqupekTop Ha MAMH, kouto



ChIBPIKAT: OMKMCAHUE Ha IOCJIEJOBATEIHOCTTA M HAYMHA HA W3BBPIIBAHE HA OMNpPEICNICHH JCHHOCTH MO
acucTHpaHa PEnpoIyKIusl B JIEYEOHOTO 3aBEJCHHUE C ONKCAHUE Ha IMPOLIECUTE, MaTepualnTe, METOIUTE U
pe3yaTaTure.

30. "CyporatHocT" - METOJI, MpU KOWTO €JIHA Ke€Ha U3HOCBA OPEMEHHOCT BMECTO JIpyra M CIiel
paXJIaHETO Ha JIETETO I'o MPEOTCTHIIBA HA OMOJOTUYHUTE MY POJIUTEIH.

31. "CpoOueHne 3a cepuo3Ha HEXKEIaHA peakuus WIM HHUUACHT' € JOKyMEHTHpaHa
nH(popMalns 3a €JHa WIN MOBEYE CEPUO3HU HEXKETaHU PeaKlUy WIW UHLIUIACHTH, CBbP3aHU C MPUIIaraHeTo
Ha MEIUIITUHCKU HCﬁHOCTH U MCTOOH 3a ACUCTHUpAaHa pCUPOAYKIUA UIINU C B3CMAHC, ITOCTABAHEC, CKCIICPTU3A,
0o0pa0oTKa, €TUKeTHpaHE M CbXpaHsABAHE Ha SUIEKIETKH, CIEPMATO30UIU M 3UTOTH M Ca CBbP3aHU C
TAXHOTO Ka4eCTBO U 0€30IacHOCT.

32. "VuuimoxaBaHe" € mpolec Ha HapyIllaBaHEe Ha UHTETPUTETa Ha CIIEPMATO30U I, STHIIEKIIETKI
Y 3UTOTH U U3XBBPJIIHETO UM I10 Ha4yMH, O€30MaceH 3a OKOJIHATA Cpejia, MPH Clla3BaHe Ha M3MCKBAHUATA 3a
yIpaBJIeHUE Ha OMOJIOTUYHUTE OTIA IBIIH.

33. "YhpaBieHue Ha Ka4eCTBOTO" € MOpeaulia OT KOOPJAUHUPAHU JTEUHOCTH MO yIpaBICHHUE U
KOHTPOJI, KOUTO Ca HACOYCHH KbM OCUTYpPSBAHE Ha Ka4eCTBO HA JICWHOCTHUTE MO aCUCTUPAHA PETIPOTYKITHSI.

IIpexoanu u 3aKI0OUYNTETHH pa3nopeaoun

§ 2. Ta3zu HapenbOa ce uznaBa Ha ocHoBanue ui. 130, an. 3 u 6, un. 131, an. 3, wi. 132, an. 4, 4.
132a, ain. 3 mun. 1326, an. 2 ot 3akoHa 3a 31paBeTo U 4. 6, ain. 1 ot 3akoHa 3a Je4eOHUTE 3aBECHUSI.

§ 3. B mecTtMeceueH CpPOK OT BJIM34aHC B CHJIA Ha Hapez[6aTa JIeYcOHUTE 3aBCACHUA NIPUBCIKIAAT
JIETHOCTTA CH B CHOTBETCTBUE C HEA.

§ 4. 3a nmunara, mocouenu B npusiockerre Ne 1, paznen 111, 1. 2 u 4, kouTo 10 HaTaTa Ha BIU3aHE
B CHJIa Ha Ta3u Hapenda ca yrnpakHsIBaJIK MOBeYe OT JBE TOAMHU JEHHOCTUTE, HE Ce MpuilaraT M3MCKBaHUATA
Ha npusnoxenue Ne 1, pazgen II, 1. 2.3 u 4.1.4.

§ 5. B Hapen6a Ne 16 ot 2007 r. 3a ycioBusiTa M pefa 3a W3JaBaHE Ha pa3pelieHHEe Ha
nedeOHNTE 3aBE/ICHUS 3a U3BBPIIIBAHE HA JEHHOCTH 10 acucTupana penpoaykius (1B, 6p. 38 ot 2007 r.) ce
MPaBAT CIACAHUTE U3MEHEHUS:

1. Bun. 2, an. 1 cnen gymurte "u3BpbHOOTHUYHA TOMOIT" ce 100aBs "U ThKaHHUTE OaHKH'".

2. Bun. 3 ce ch3naBa T. 4:

"4, pazpemenue 1o 4. S1a ot 3akoHa 3a 1e4eOHHUTE 3aBEICHNUS 32 ThKaHHUTE OaHKH;".

3.Bun. 4, an. 1 cnen aymute "u3BbHOONIHUYHA oMol ce 100aBs "U ThKaHHaTa OaHKa'.

4. B un. 5 cnen xymure "u3BbHOONHMYHA IoMoIl" ce 100aBs "M ThKaHHUTE OaHKU'".

§ 6. (Hom. - 1B, 6p. 34 ot 2014 1., B cuna ot 15.04.2014 r., nom. - JIB, 6p. 25 ot 2017 r., B criia
ot 29.04.2017 r.) Ta3u Hapenba BbBexAa pasnopendbure Ha dupexktuBa 2004/23/EO na EBpomneiickus
napiameHT 1 Ha CwBera, JupekruBa 2006/17/EO Ha Komucusita u Jupextusa 2006/86/EO na Kommucusra
u Jlupextuna 2012/39/EC na Komucusita ot 26 HoemBpu 2012 1. 3a usmenenne Ha {upextusa 2006/17/EO
[0 OTHOIICHHE HA HSIKOW TEXHUYECKU M3UCKBAHUS 32 M3CJICIBAHETO HA YOBEHIKU ThKaHU U kieTku (OB, L
327, 27/11/2012), xakto u Jupextuna (EC) 2015/565 na Komucusta ot 8 ampun 2015 r. 3a u3MeHeHnue Ha



HupextuBa 2006/86/EO 1mo oTHOIIEHHE HAa HAKOM TEXHUYECKH M3MCKBAHUS 32 KOJMPAHETO HA YOBEIIKH
Thkanu 1 kiaetku (OB, L 93, 09/04/2015) u upextura (EC) 2015/566 na Komucusita ot 8 anmpun 2015 1. 3a
npuiarade Ha JupektuBa 2004/23/EO mo OTHOIIEHHE Ha NPOIEIYypUTE 3a KOHTPOJ Ha CIa3BaHETO Ha
€KBUBAJICHTHUTE CTaHAAPTHU 3a Ka4yecTBO M 0€30macHOCT Ha BHacsHUTe Thkanu u kietku (OB, L 93,

09/04/2015).

IIpexonnu n 3aKJII0OYUTEHU pa3nopeadu
KbM HAPE/IGA 3A UBMEHEHUE U JTOITBJIHEHUE HA HAPE/IBA Ne 28 OT 2007 I'.
3A JEMHOCTHU IO ACUCTHPAHA PEITPOJYKIINA

(OBH. - 1B, BP. 34 OT 2014 I'., B CWJIA OT 15.04.2014T".)

§ 8. Hapenbara Bnu3a B cuia OT JieHs Ha 0OHapoiBaHeTo 1 B "J[bpikaBeH BeCTHUK'.

IIpexoanu u 3aKkI0OUYNTETHH pa3nopeaoun
KBbM HAPEJIBA 3A UBMEHEHHUE U JOITBJIHEHUE HA HAPE/IBA Ne 22 OT 2007 I'.
3A YCJIOBUSITA U PEJIA 3A PETUCTPUPAHE U OTUUTAHE HA JIEMHOCTUTE 11O
EKCHEPTU3A, B3EMAHE, IPUCAXKJIAHE, ObPABOTKA, IIPEPABOTKA,
CBXPAHSBAHE U ETUKETUPAHE HA OPT'AHU, TBKAHU U KJIETKH U 3A
N3I'OTBAHE HA EXKEI'OJAHU OTYETHU OT JIEYEBHUTE 3ABE/IEHUS

(OBH. - 1B, BP. 25 OT 2017 I'., B CWJIA OT 29.04.2017T".)

§ 19. EquiHHUAT eBpOMEHCKN KO HE ce mpujara 3a ThbKaHU, KIETKH U PETPOTyKTUBHU KIICTKH,
KOUTO Ca B3€TU M ca Ha chxpaHeHue 10 29 okromBpu 2016 r., ako Te ce mycHaT B oOpalieHue B CpokK 110 29
okToMBpH 2021 1.

§ 20. Hapenbara Bnuza B cwta ot 29 anpui 2017 .

3ak/Il04UTeHU pa3nopeadu
KBbM HAPEJABA 3A UBMEHEHUE U JOITbJIHEHUE HA HAPEJIBA Ne 21 OT 2007 I'.
3A OBCTOSATEJICTBATA U JAHHUTE, KOUTO CE BIIMCBAT B PETUCTPUTE HA
N3ITBJIHUTEJIHATA ATEHIIUA ITIO TPAHCIIVIAHTALIUA, PEABT 3A BIIMCBAHE U
IHOJI3BBAHE HA THOOPMALUATA

(OBH. - IB, BP. 41 OT 2019T"., B CWJIA OT 21.05.2019T".)

§ 18. B Hapen6a Ne 28 ot 2007 r. 3a neifHOCTH 10 acucTHpaHa pemnpoaykuus (06H., JIB, Op. 55
ot 2007 r.; u3m. u jor., Op. 44 u 58 ot 2011 r., 6p. 43 ot 2012 1., 6p. 34 ot 2014 1. 1 Op. 25 o1 2017 1.) Ce
MPaBSAT CIEAHUTE U3MEHEHUSI:

9. HaBcskbae B Hapenbara gymute "M3mbaHUTENHATA areHIMS 10 TPAHCIUIAHTALUA" CEe 3aMEHSIT
¢ "M3menHuTenHaTa areHiys "MeaunuHcKkH Han3o0p', a abpeBuaryparta "MAT" ce 3amens ¢ "MAMH".



§ 34. Hapenbara Bim3a B ciiia OT JAcHs Ha 0OHapoBaHeTo 1 B "/IbpkaBeH BECTHHK'.

[Tpunoxenue Ne 1 kpm uin. 1, an. 1, 1. 1

(M3Mm. ¢ Pemenune Ne 2264 ot 15.02.2011 r. na BAC - /IB, 6p. 44 ot 2011 1., u3m. - [IB, Op. 58
ot 2011 r., u3m. - JIB, Op. 43 ot 2012 1., u3m. u nom. - JIB, 6p. 25 ot 2017 r., B cuna ot 29.04.2017 r., uzm. -
B, 6p. 41 o1 2019 1., B cuyta ot 21.05.2019 1.)

MeauuuHcku cranaapt "Acuctupana penpoaykuus”

Paznen [
OO0xBaT Ha IEMHOCTUTE TIPH ACHUCTUPAHA PEMPOTYKIIUS

1. AcuctupaHa penmpoayKUIus C€ HM3BBPIIBA 4Ype3 MpUjaraHe Ha MEAWIMHCKUA JCWHOCTH |
OMOIOTHYHO-TA00PATOPHU METO/IH, CBBP3aHU ChC:

1.1. xopMoHanHa KOHTpoJMpaHa oBapuaiHa (situnukoBa) xunepctumynanus (KOXC) ¢ uen
(mocnenBaio) B3eMaHE Ha OBOIMTH 4Ype3 exXxorpa)CKu WU JAmapOCKONCKH KOHTPOJIHMpaHa MyHKIUS Ha
SWYHUKOBU (OJTHKYJIH;

1.2. oIu10KIaHe Ha €Ha WM OBeYE TUIECKIICTKU:

1.2.1. HamupaIm ce B TSUIOTO Ha JKeHaTa (MHCeMUHAIH ):

1.2.1.1. BraraaumiHa MHCEMUHAITHS;

1.2.1.2. nepBukasHa ”HCEMUHALIUS,

1.2.1.3. BpTpEMaTOUYHA WHCEMUHAIIHS;

1.2.2. HaMupaIily ce U3BbH TAJIOTO HA JKEHaTa 4pes:

1.2.2.1. xnacuuecko "un Butpo" ornoxaane (IVF);

1.2.2.2. "HTPa-OBOIMTHO HHXKEKTUPaHe Ha enuHudHU criepmaTto3ouan (ICSI);

1.3. B3emaHe, ekcmepTH3a, 00pabOTKa, ETUKETUPaHE U CbXpaHABAHE Ha SUIEKICTKH,
CIIEPMATO30MIM UM TIPEAUMILIAHTAIIMOHHU 3apOIHIIIN;

1.4. mocTaBsiHe B TAJIOTO Ha jK€HATa Ha 3UTOTH (eMOpuoTpaHcdep), MOIYIEHHU OT OTUIOKIAHETO
Ha:

1.4.1. sMLIEKIETKY OT ChILIATA )K€HA U CIIEPMATO30HUIH OT MAPTHHOPA;

1.4.2. giflIeKIeTKH OT ChIATA )KeHa U CIIEPMATO30UIU OT JJOHOP;

1.4.3. SULEKIETKU OT IOHOP M CIEPMATO30UIA OT MAPTHHOPA;

1.4.4. giilIeKIEeTKN OT TOHOP U CEPMATO30UIU OT JIOHOD;

1.5. Owomcusi Ha OylacTOMEpHd OT MPEIUMIUIAHTAIMOHHU €MOpPHOHM 3a IEJIUTe Ha
MpeIMMIUIaHTallMOHHATa TeHeTHYHa quarnoctuka (PGD);

1.6. eMOpHOpeTyKITHSI.

Paznen I1
YcerpoiicTBeHa paMKa ITPH U3BBPIIBAHE HA ACUCTUPAHA PETIPOTYKIIHS

1. JleueOHU 3aBeneHUs, B KOUTO € Pa3pellIeHO Ja CE€ OCBIIECTBABAT JACHHOCTH MO acMCTHUpaHa
penpoayKIIus, ca:

1.1. neueOHU 3aBeAEHNS 34 U3BHLHOOIHUYHA ITOMOIII;

1.2. neyeOHU 3aBEACHHMS 3a OOJTHUYHA IIOMOIIL;

1.3. TpkaHHa OGaHKa.

2. B wuHouBHAyadHA TPaKTHKa 3a CICHHAIN3UPaHa W3BHHOOTHHYHA METUITMHCKA ITOMOII]
(MITCMII) u rpynoBa npakTHKa 3a crienraIn3upana n3BbHOoHNYHA Meauiinacka oMot (I'TICMIT) morar



na OBJaT OCHIIECTBSIBAHU CIUHCTBEHO JIEHHOCTUTE, TOCOUEHU B pasnen I, 1. 1.2.1, xoraro ca Hanwmiie:

2.1. 6OKC 3a ekcrepTr3a, eTUKETUPaHe U 00padoTKa Ha CIIEpMaTO30M/IH;

2.2. cTas 3a ClIepMOOT/IEISHE;

2.3. kpuobaHKa - U3UCKBAa CE€ CamMO B CIIly4auTe, MPU KOUTO CE U3BBPIIBA U ChXpPaHSBAHE Ha
CIIepMAaTO30M/IM OT JApUTENH WM HaeMaTeNH 3a Mo-KbCHA yrnoTpebda (KpruoOaHKupaHe).

3. B menununcku nentsp (ML) u nuarnoctuuno-koucynratuseH neHtbp (JAKL[) c¢ nmerma 3a
KpaTKOCPOYHO HaOJIIO/IEHUE WJIM TaKWBa, PA3MOJIOKEHHU B OMM30CT ¢ OONHUYHO 3aBeJEHHE, C KOETO MMAT
JIOTOBOP 3a CIEUIHA XOCIHUTAIN3aIMs, MOraT Aa ObJaT OChUIECTBIBAHN BCHUKU JEHHOCTH 32 U3BBPIIBAHE HA
acHUCTHpaHa penpoyKIus, Oonucanu B pasaen I, 1. 1, koraTo ca Hanuue:

3.1. 3a geitHoctute, onucanu B pasaen I, T. 1.2.1, cerinacuo pazzgen I, 1. 2;

3.2. mpu U3BBPIIBAHE U HA €JHA UJIU TIOBEYE OT OCTAHAINUTE AEHHOCTH:

3.2.1. mpoctpaHcTBEeHO 000CO0EHA CTPYKTYpa MO aCHCTUpaHa PENpOAYKIIHS;

3.2.2. kpuobaHka;

3.2.3. MaHUITyJIAIMOHHA 32 U3BBPIIBAHE HA MMyHKIIMH T10J] €XOrpad)CK KOHTPOIT;

3.2.4. ctas 3a Bb3CTaHOBsIBaHE cjell (GOTMKYIHA MyHKIUS Win eMOpuoTpaHcdep;

3.2.5. OTAENIEH CaHUTApEH Bb3€I 3a MAUEHTH, ITOJI0KEHN Ha ACUCTHPAaHA PENPOLYKINS;

3.2.6. cTas 3a CIEpMOOT/IETISIHE;

3.3. momemenusra 1o T. 3.2.3 u 3.2.4 u 060pyIBaHETO UM CJelBa Ja OTTOBApsT M Ha CTaHAAPT
"AHecTe3usl U MHTEH3UBHO JieueHue" B yacTTa 3a aMOyJIaTOpHa aHeCTEe3Hs;

3.4. B cnmyyanTe, IpU KOUTO C€ M3BBHPIIBA JOOMB HAa OBOLMTH Ype3 JAMAapOCKONH, CIeIBa Ja
ObJaT crna3BaHU HOPMATHBHHUTE HM3UCKBAHMS NPU H3BBHPILIBAHE HAa JEWHOCTH MO €IHOJHEBHA XUPYPTHUA,
aKyIIepCTBO, THHEKOJIOTHUS M aHECTE3Us U UHTSH3UBHO JICUCHHUE.

4. B neuyeOHu 3aBeneHHss 3a OOJHHMYHA IOMOIN MOTraT Jga OBIAT OCBIIECTBIBAHU BCHUYKHU
JNCHHOCTH 3a M3BBPIUIBAHE HAa acHCTHpaHa PENpOAYKLHMS, OmMucaHu B pasfen I, T. 1, B oTneneHus wiu
CEKTOpH IO aCUCTHPaHa PENPOIyKIHs, KOTaTo ca HaJIUIE:

4.1. npu U3BBPILIBAHE CAMO HA ICMHOCTUTE, onKrcanu B pazaen I, 1. 1.2.1:

4.1.1. Ookc 3a ekcrepTu3a, eTUKeTUpaHe U 00paboTKa Ha CIIEPMATO30U/IH;

4.1.2. cras 3a CIEpMOOT/ENSHE;

4.1.3. xpuobaHKa - U3MCKBA CE€, KOraTo C€ M3BBPIIBA U ChXPaHSBAHE HA CEMEHHAa TEYHOCT OT
TApUTENIN WU HaeMaTelH 3a 0-KbCHA yroTpebda (kpruobaHKupaHe);

4.2. mpu U3BBHPIIIBAHE U HA €/IHA WIIM TIOBEUE OT OCTAHAJIMUTE JCHHOCTH, onucanu B pasaen I, 1. 1:

4.2.1. mpocTpaHCTBEHO 000C0OCHA CTPYKTypa MO aCUCTHPaHA PEIIPOTYKITHS;

4.2.2. xpuoOaHKa;

4.2.3. MaHUNyJIallMOHHA 32 U3BBPIIBAHE HA MMyHKIIUU MO €XOrpad)CKu KOHTPOJL;

4.2.4. cras 3a Bb3CTaHOBSIBaHE cjea (POTUKYITHA MYHKIUS WU eMOpuoTpancdep;

4.2.5. oTIIeNIeH caHUTapeH Bh3e 3a MAlMeHTH, MOVI0KEHN Ha aCHCTUpaHa PEenpoayKIIHS;

4.2.6. ctas 3a CIEpPMOOT/IEIISIHE;

4.2.77. ctan 3a CTallMOHAPEH MPECTON Ha MAIUCHTUTE;

4.2.8. akyuiepcka cras 3a JIe)KypHaTa aKyliepka;

4.3. nomemenusTa 1o T. 4.2.3 u 4.2.4 u o6opyABaHETO UM CJIeJIBA Ja OTTOBAPAT M HA CTaHAAPT
"AHecTe3us ¥ HHTEH3UBHO JieueHue";

4.4. B cnydauTe, PU KOUTO CE€ M3BBPIIBA JOOWMB HA OBOIIUTH Upe3 JIAIAPOCKOMUS, CIeaBa Jia
ObJaT crna3BaHU HOPMATHBHHUTE HM3WCKBAHMS TNPU H3BBHPIIBAHE HAa JEWHOCTH MO €IHOJHEBHA XUPYPTHUA,
aKyIIepCTBO U TMHEKOJIOTUS U aHECTE3Us U UHTEH3UBHO JICUECHHUE.

5. B TbrkaHHUTE OaHKU MOTAT J1a C€ U3BBHPIIBAT €AMHCTBEHO:

5.1.1. B3emane, ekcrepTusa, o0pabOTKa, E€TUKETUpaHE, CbXpaHSABAaHE MU IMPEJOCTaBsSHE Ha
CIepPMaTO30M/I;

5.1.2. momyuyaBaHe (0T JeueOHHU 3aBeJieHUs 110 T. 3 U 4), ekcrepTu3a, 00paboTKa, €TUKETUPAHE U



CbXpaHsABaHC HA HﬁHCKHeTKH U 3UIroTH,

5.1.3. ekcneptuza, o0OpaboTKa, €THKETHpaHE, CbXpaHSBaHE, NPEIOCTAaBSIHE HA OBOLUTUH M

npeaAuMIINIaHTaAlUOHHHA 3apOUIIIHN.

HaJIUIE:

nmomMoir HE
HUMCHHO:

6. B ThkaHHHMTE OaHKH C€ W3BBPIIBAT JICWHOCTH IO ACHUCTHUPaHa PEMPOAYKIIHS, KOraTo ca

6.1.1. 3a geiiHOCTUTE, ONMCAaHU B T. 5.1.1:

6.1.1.1. Hayimume Ha OOKC 3a €KCIepTH3a, €TUKETUPAHE U 00pabOTKa Ha CIIEPMATO30H/IH;

6.1.1.2. cras 3a cnepMOOT/EIISIHE;

6.1.1.3. kpunoOaHka;

6.1.2. 3a meliHOCTHTE, OnmMcanu B T. 5.1.1 w/unu te3u B T. 5.1.2 m 5.1.3:

6.1.2.1. HanMuMe Ha MPOCTPAHCTBEHO 000COOEHA CTPYKTYpa MO aCUCTUPAHA PETIPOTYKIIUS;
6.1.2.2. cTas 3a ciepMOOT/IEIISHE;

6.1.2.3. xpuobanka;

6.2. B ThKaHHYW OAHKH, WHIUBUyJTHU WJIW TPYIIOBU MPAKTHKH 32 CTCIHATIM3NpaHa MEIUITTHCKA
ce pa3peliaBa Ja C€ W3BBHPIIBAT MHBA3UBHUTE NPOIEAYPH MPU ACUCTUPAHA PEMPOAYKIHUS, a

6.2.1. exorpadcku KOHTpOJIUpPaHa MyHKIHS Ha SIYHULINTE;

6.2.2. nanapoCKOINCKU KOHTPOJIMpaHa MMyHKUHUs Ha SIYHULIUTE;

6.2.3. mocraBsiHEe Ha MPEANMIUIAHTAIIMOHHH 3apO/IHIIH B MaTOYHATa KyXWHA Ha KEHATA;

6.2.4. eMOpHOpEeIyKIIHS.

7. MUHUMaTHATE U3UCKBAHUS 32 ONMHMCAHUTE B TO3M Pa3/ell MOMEIICHHS ca MIOCOUYCHH B Paszel

VIII ot cranpapra.

8. JleueOHUTE 3aBENIeHUS, M3BBPIIBAILM ACUCTUPAHA PENPOIYKIUS, UMAT MPHUETU BBHTPEIIHU

JOKYMEHTH, KOUTO PErjJaMEeHTUPAT WIM PErUCTpUpaT YCTPOHCTBOTO M ACHHOCTTA Ha JIEUeOHOTO 3aBe/leHHUE
10 OTHOLIEHHE HAa aCUCTHPAHa PENPOIYKIIHSL.

9. BbTpeninu JOKyMEHTH ca:
9.1. mpaBWJIHUK 32 YCTPOHUCTBOTO ¥ IEHHOCTTA M BHTPEIIHUS PeJl Ha JIe4eOHOTO 3aBE/ICHUE;
9.2. ITBXHOCTHUTE XapaKTEPUCTUKU HA TIEPCOHAJA, pabOTeIl B CTPYKTYPUTE, OCHIIECTBSIBAIIN

acucTHpaHa penpoayKIHs;

BCIIECTBA,

9.3. MEMIIMHCKHU aJTOPUTMHU 3a:

9.3.1. nnarHoctrka Ha HH(QEPTHIIHA TBOMKA,

9.3.2. moaroToBKa Ha MH(MEPTUITHATA JIBOMKA 32 OCBHIIECTBABAHE HAa aCHCTUPAHA PEIPOTYKIIHS;
9.3.3. xopMOHaTHa MOAPHKKA HA JTyTeaHaTa (as3a ciiel ”HCEeMUHAIMS Wi eMOpuoTpancdep;
9.4. opranmn3aiiuoHHu (JIOTHCTUYHH) aITOPUTMHU:

9.4.1. mpaBuna U MapuIpyT NPU HATUYKE HA CIIECIIHOCT;

9.4.2. nelicTBue Npu U3BBHPEIHU 00CTOSITENCTBA (OCACTBHYSI, aBapUH U JPYTH);

9.4.3. ycioBus 1 pe 3a TUIaHOBA M CTICIIHA XOCTIHTAIA3AIIUS;

9.4.4. npaBuna v Npoueaypy NpU HACTHIIBAHE HA CMBPT;

9.4.5. rpaduk Ha NEHHOCTHTE;

9.4.6. mpaBuiia U MpoIeAypH 3a 0e30MacHO OOpaBeHE ¢ OMOJOTHYHH MATEPHAIA U XUMUUYECKH

9.4.7. ynpaBneHnue Ha OMOJIOTUYHUTE OTHAIBIU U JPYTH;
9.4.8. mpaBuia M TPOLEIYPH 32 CBOCBPEMEHHO CHOOIIABaHE, PETUCTPHpaHE, IOKIAJBaHE U

npeaaBaHe Ha I/IH(l)OpMaIII/ISI 3a CCPUO3HUTEC MHIUACHTHU U CCPUO3HUTE HCKCITAHU PCAKIIUHA TIPH:

9.4.8.1. B3eMaHeTO Ha CIIEPMATO30UAH OT ChIIPYI/MIAPTHHOP WM AHOHUMEH JapHUTE;
9.4.8.2. uHAYyKIMA Ha OBYJALMATA U KOHTPOJIMpaHa OBapHalHa XUIIEPCTUMYJIALNS;
9.4.8.3. mocraBsHETO B TAJOTO Ha JKEHaTa Ha O00pabOTEeHHW CIepMaTO30UIN  OT

CBprFa/ napTHbOPAa UJIKM OT AHOHUMCH JapUTCII, OBOUUTHU UK IIPCAUMILTIAHTAlIITUOHHU eM6pI/IOHI/I;



9.4.8.4. B3eMaHETO HA OBOIIUTH MTOCPEICTBOM IHYHUKOBA (DOJUKYITHA MMyHKIIHS 110/ €XOrpadcKu
WIH JIalapoCKOINCKU KOHTPOJI M CBBP3aHOTO C TOBA MpUjIaraHe WiId HENpUIaraHe Ha JIOKaJlHa WK o0Iua
aHeCTe3us;

9.4.8.5. ekcneptuzara, oOpaOoTKaTa, ETHUKETHPAHETO, CBXpPAHSBAHETO Ha OBOLUTH,
CHEePMaTO30M/I U MPEAUMILIAHTAIIMIOHHN EMOPHOHH;

9.4.8.6. pa3BUTHETO HA OBapHaJIEH XUIIEPCTUMYJIALIMOHEH CUHIPOM;

9.4.8.7. ummutanTanusATa Ha eMOPHOHU IIPU TPH- U MTOBeUe TUI0AHA OPEMEHHOCT ¥ U3BbHMATOYHA
OpPEMEHHOCT Clie/l aCUCTHPaHa PEIPOAYKIIHS;

9.4.8.8. emOpuopenyKIys Ha MHOTOIUIO{HA OPEMEHHOCT;

9.4.9. mpaBuia u OpoLEIypH 3a HPOCIEAsBaHE OT JOHOpa N0 PELUIHEHTa Ha SUIEKIETKUTE,
CTIIEpPMATO30MIUTE M 3UTOTHTE, KaKTO M Ha TPOAYKTHUTE M MaTEpUAINTE, KOWTO BJIM3aT B KOHTAaKT C
SIMIIEKJIETKUTE, CIIEPMATO30UIUTE U 3UTOTUTE U Ca CBBP3aHU C TAXHOTO Ka4eCTBO M 0€30MacHOCT;

9.4.10. mucMeHU MHCTPYKIMHU 32 KOHTPOJI Ha JJOCTHIIA;

9.5. TOKyMEHTHpaHU MEPKH 32 YIIPABICHUE HA PUCKA;

9.6. nexnapanuu 3a UHGOPMHUPAHO ChIVIACKE U UHPOPMUPAH OTKa3;

9.7. BpTpelIHN CTaHIapTU3UpaHu GopMaTH 3a:

9.7.1. naHHU OT U3CIEABAHUS U MIPETIIEIN;

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

9.7.3. nucT 3a uctopus Ha 3a00JISBAHETO;

9.7.4. emOpuONOTrMYEeH TPOTOKOJ (MIPOTOKOJI 3a OTpa3siBaHE Ha JAHHUTE OT JIEHWHOCTUTE B
CTPYKTyparTa 110 aCUCTHpaHa PenpoayKIIHs IpU OIUIOXK/IaHEe UH BUTPO U TpaHchep Ha eMOPHOHHM);

9.7.5. enukpu3sa;

9.7.6. aHKETHH KapTH;

9.7.7. mnpopManus 3a NALMEHTUTE OTHOCHO TEXHUTE IIpaBa, 3aIbJDKEHMS, NpEeABapUTEIICH
peXUM, cieyieueOeH pekuM, IEHOPA3IUCH U IPYTH;

9.8. cranpaptau oneparusHu npouenypu (COII) otHOCHO:

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

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

9.8.3. olleHKa Ha KPUTEPUHUTE 3a MOAOO0P Ha JIOHOPH;

9.8.4. ouileHKa Ha W3BBPILEHH Ja0OPATOPHU U3CIIEBAHHS HA IOHOPU;

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

9.8.5.1. uHAYKIMA Ha OByJIAlMs U KOHTPOJIMPAaHA OBapHAJIHA XUIIEPCTUMYJIALNS;

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

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

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

9.8.6.2. emObpuoTpancdep;

9.8.7. exciepTuza Ha peNpPOLYKTUBHU KIIETKH;

9.8.8. 00paboTKa Ha PeNpPOLYKTUBHU KIIETKHU;

9.8.9. nonyyaBaHe Ha PeNpPOAYKTUBHU KIIETKH;

9.8.10. onakoBaHe Ha PENPOYKTUBHU KIIETKHU;

9.8.11. eTukeTupane Ha PEIPOAYKTUBHU KIIETKU;

9.8.12. (u3m. - JIB, 6p. 41 ot 2019 r., B cuma or 21.05.2019 r.) TpancmopTupane Ha
PENpPOAYKTUBHU KIIETKU JI0 JIe4eOHOTO 3aBECHHE, B KOETO T€ III€ C€ U3I0JI3BAT, U3CIIeBAT WM ChbXpaHsBarT,
WIN 10 TIepCcoHalia, KOrato JAeMHOCTUTE e M3BBPIIBAT B €IHO U CHILO JeUeOHO 3aBe/IeHHE IO CMHUCHIIA Ha



MEJIULIMHCKUS CTaHAapT B 00JIACTTA HA TPAHCIUIAHTAIMS HA OPTraHH, ThKaHU U KJIETKH;

9.8.13. cbxpaHsiBaHE Ha PENPOTYKTUBHU KIETKH;

9.8.14. mpoBepka Ha BCsKa MapTHIA PENPOIYKTUBHU KIETKU U MPOOU OT TSAX OTHOCHO TSXHOTO
KauyecTBO;

9.8.15. nmpenocTaBsaHe Ha pENPOLYKTUBHU KIETKU;

9.8.16. ynpaBieHue U U30JUpaHE Ha MAPTUIU PENPOLYKTHUBHH KIETKH, KOUTO HE OTTOBAapAT Ha
M3HMCKBaHUATA 32 KaUeCTBO, KAKTO M Ha TaKUBa, MIPU KOUTO PE3yJITATUTE OT U3BBPILICHUTE WU3CIEABAHUS ca
HEIbJIHH;

9.8.17. MUHMMU3HUpPAHE HA PUCKA OT 3apa3sBaHE Ha PENPOAYKTUBHUTE KJIETKH OT JIUIATA, KOUTO
M3BBPIIBAT JEHHOCTH MO aCHCTUPaHA PEHPOTYKIHs, KOTaTo Te ca HOCUTEIH Ha 3apa3Hu O0JIeCTH;

9.8.18. cnennanHa 06pabOTKa M OTIEIHO ChXpPaHsABAHE Ha CIEPMATO30MaU Npu ciaydai Ha HIV
1 1 2 no3uTuBHYU ua (TIpU JIe4eOHU 3aBEeICHHUs, KOUTO I1I€ U3BBPIIBAT TaKaBa JEHHOCT);

9.8.19. mouncTBaHe U cTepuIM3ays Ha 000pyIBaHE M HHCTPYMEHTH 32 MHOTOKpaTHA ynoTpeda
C 1IeJ1 YHUII[OKaBaHe Ha UH(EKIIMO3HH areHTH;

9.8.20. pa3riexaaHe u oleHsBaHE €(PEKTUBHOCTTA HAa CUCTEMaTa 3a yIpaBJIeHUE Ha Ka4eCTBOTO
C LIeJl rapaHTHpaHe Ha HEMPEeKbCHATO W CHCTEMAaTUYHO ONTHMHU3HMpAHE Ha ACHMHOCTUTE IO aCHUCTUpaHa
PENpOTYKINS;

9.8.21. cpxpaHsBaHE M OTYUTAHE HAa PErMCTPUPAHUTE JaHHU 3a JEHHOCTUTE IO acHCTHpaHa
PENpPOAYKIINS;

9.8.22. KOHTpON Ha AOKYMEHTAIMsATa MO Ta3u Hapeada 3a OCUTypsiBaHE Ha BBH3MOXKHOCT 3a
pasriieXxaaHe U npocieasBaHe Ha IBUKEHUETO Ha JOKYMEHTHUTE U MPOMEHHUTE B TSX C LEJ U3MO0JI3BaHE CaMO
Ha aKTyaJlHU TJOKYMEHTH;

9.8.23. biokupane, U3TETIISTHE M YHUIIIO)KaBaHE Ha SHIEKIETKH, CIIEPMaTO30MIU U 3UTOTH;

9.8.23.1. GiokupaHe Ha AUIEKIETKH, CIEPMATO30U TN U 3UTOTH;

9.8.23.2. uszTerinsiHe Ha SAULEKIETKH, CIEPMATO30U/IA U 3UTOTH;

9.8.23.3. yHuI0kaBaHe Ha SUILIEKICTKH, CIEPMATO30UIN U 3UTOTH;

9.8.23.4. 1OKyMEHTHUTE, KOUTO C€ ChCTaBAT NPH PETUCTPUPAHE HA MHPOPMaLIUATA 3a OJIOKUpaHE,
W3TETJISIHE U YHUI[O)KaBaHE Ha SIMIIEKJIETKH, CIEPMaTO30M/I1 U 3UTOTH.

Pazgen II1

KBanudukanus u mpaBOCIOCOOHOCT Ha JIMIA, OCBIIECTBABAINM JCHWHOCTH IO acHUCTHUpaHa
penponykuus. KOMIIETEHTHOCT Y OTFOBOPHOCT TMPU H3BBHPIIBAHETO HA JEHHOCTHM 3a acCUCTUpaHa
penpoaykius. [IbpBoHAYAIHO U TEKYIIO 00yUeHUE

1. JleueOHUTE 3aBeNeHUS Ca IUITHKHHU A CIA3BaT CIEIHUTE OO M3UCKBAHUS 10 OTHOIIIEHNE Ha
IIEPCOHAJIA, OCBUIECTBSBAIL ACUCTUPAHA PENPOTYKIMA:

1.1. JleueOHuTE 3aBEIEHUS CleBa J]a pa3noiaraT ¢ JOCTaTbueH Ha Opoil mepcoHa, MOAXOASIIO0
KBAJM(HULIHPAH 32 AEHHOCTUTE, KOUTO U3BBPILIBA.

1.2. KomnereHTHOCTTA Ha MEpCOHAA MOJJIEKN Ha OLIEHSABAHE NPE3 MHTEPBAJIHU, OIPENIEICHH B
cucTeMaTa 3a KayecTBO.

1.3. Bcekn uneH Ha nepcoHasla cielBa Ja HMMa siCHA, JOKYMEHTHUPAaHAa U aKTyalu3upaHa
JUTBKHOCTHA XapaKTepUCTUKA. 3aJauyuTe, OTIOBOPHOCTHTE U OTYETHOCTTa TpsiOBa Ja ca SICHO
JOKYMEHTUPAHH, a HEPCOHAIBT 100pe 3aro3Har ¢ TAX.

2. JleyeOHO 3aBeleHHE, KOETO PabOTH C PENpPOAYKTHBHU KJIETKH, € JIBKHO Ja ONperenu
OTIOBOPHO JIMLIE IO acuUCTHpaHa penpoaykuus. OTroBOpPHOTO JMIE CE€ OINpeneNis CbC 3alloBe] Ha
PBKOBOJIUTEIIS HA JIEUEOHOTO 3aBE/ICHUE.

2.1. OTTOBOPHOTO JIMIIE IO ACUCTUPAHA PENPOIYKIIHMS OTTOBAPS HA CIEAHUTE U3UCKBAHMS:

2.1.1. uMa MoCTOsIHEH ajipec Ha TepuTopusaTa Ha PenyOiuka bbirapus;



2.1.2. muma 00pa3oBaTEIHO-KBATH(PUKAIIMOHHA CTEIIEH MAarucThp MO MEIUIMHA WIH II0
OnoJOTUYHU HAayKU (OMOJIOTHS, OMOTEXHOJIOTHS, MOJICKYJIIpHA OMOJIOTHS ),

2.1.3. uma MUHUMYM 3 TOIMHH OMHUT B O0JIACTTAa Ha ACHCTHUpaHA PEMPOMYKIIUsS, OKa3aH C
JEKJIapanus OT pPbKOBOJIUTENS Ha JIEYeOHOTO 3aBEJICHHE, B KOETO € MPUI00UT;

2.1.4. He 3aema chIIaTa JUIHKHOCT B IPYTO JIe4eOHO 3aBE/ICHNUE;

2.1.5. mpenopHYNTEITHO € JIMIIETO JIa TPUTEekKaBa KBATHU(PUKAIUS 110 3IPaBEH MCHHUKMBHT.

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

2.2.1. CbOTBETCTBHETO Ha M3BBHPIIBAHUTE JACHHOCTH MO B3€MaHE, IOCTaBSHE, EKCIEPTH3a,
0o0pa0oTKa, €TUKETUpAHE M ChXpaHSBaHE Ha SHIEKIETKH, CHEPMATO30MAM WM MNPEAUMIUIAHTAI[MOHHU
eMOpHOHM ¢ M3UCKBAHUATA Ha TO3M cTaHaapt u nupektusu 2004/23/EC, 2006/17/EC u 2006/86/EC;

2.2.2. (u3m. - [IB, 6p. 41 ot 2019 r., B cumna ot 21.05.2019 r.) nmpeaocraBsiHe upe3 pbKOBOTUTEIS
Ha JIe4eOHOTO 3aBe/icHUe Ha HeoOxoaumara nHpopManus Ha komrneteHTHUs oprad (MAMH);

2.2.3. OCBIIIECTBSBAHETO HA BHTPEIICH U CHIACHCTBUETO MPU BHHILIEH KOHTPOIT,

2.2.4. mopappxkaHe Ha CIIy)eOHHS perucThp mo wi. 132, an. 1 33;

2.2.5. ynpaBiI€HHMETO U KOHTPOJa Ha KaYECTBOTO;

2.2.6. opranuzamusaTa Ha 1MoaAOOpa, OOyYEHHMETO W TOBWINABAHETO HA KBaTW(UKAIMATA Ha
MepcoHana;

2.2.7. W3UBIHEHWETO Ha KIAy3UTe OT JIOTOBOPHUTE C (U3MYECCKH U FOPUAWYSCKH JIUIA
(mocTaBuMIlM, TPAHCIOPTHU (UPMHU, Je4eOHU 3aBEACHHUSA, MALMUEHTCKA W JAPYTd HENPaBUTEICTBEHU
OpraHM3AINH U APYTH), KOUTO KMAT OTHOIIICHHE KbM aCUCTHpAHATa PENPOAYKIIHS,

2.2.8. KOHTpOJ MO MNOAIbPXKAHE M YyNpaBJICHHE HA CHCTEMUTE 3a PAHHO OTKPUBAHE U
pascieBaHe Ha CEPHUO3HHM HEKEJIaHW pPeaKIMu W CEpUO3HU WHIIMACHTH, 32 CBOEBPEMEHHO CHOOIIaBaHe,
perucTpupane, IOKIaJBaHE W TpeJaBaHe Ha WHGOpMAMs 3a CEPUO3HHUTE HHIUACHTH W CEPHUO3HUTE
HEeKeNlaHU PEeaKINK U 3a OJIOKUpPaHe, U3TETIIIHE U YHUIIO)KaBaHE Ha SUIIEKIETKU, CIEPMATO30UIN U 3UTOTH,
KOMTO MOTaT Jia JIOBE/IaT JI0 CEPHO3HU HEXeJaHU PEaKIUU M CEPHO3HU MHIUICHTH;

2.2.9. (u3m. - ]IB, 6p. 41 o1 2019 1., B cuna ot 21.05.2019 r.) upe3 pbKOBOAUTEIS HA JIEYCOHOTO
3aBeneHue 3a nogaBaneTo B MAMH Ha nokianu 3a cepro3HU HEXENaHU PEeaKIUy U CePUO3HU MHIIHICHTH;

2.2.10. nogabpKkaHeTo Ha BBTPELIEH "CIyXKeOeH PEruCThbp 3a CEPUO3HU HEXKeJlaHU PEeaKIUu U
CEpUO3HU MHIUACHTU" M 32 CBOEBPEMEHHOTO BIHCBAHE B HETO Ha OOCTOATEIICTBATa OKOJO BH3HMKHAIIUTE
CEpUO3HU HEXKETIaHW PEaKIMy U CEPUO3HU MHIIUICHTH, KAKTO U 32 MEPKUTE, KOUTO ca OWIIH TPEIPHUETH BHB
BpPB3Ka C THIX;

2.2.11. (m3m. - JIB, Op. 41 ot 2019 r., B cuna ot 21.05.2019 r.) nepruoAuYHOTO U3MpaliaHe Ha
"mokman 3a 6e3omacHocT" B MAMH c 0000meHuTe JaHHW 3a BB3HUKHAIWTE TMPE3 OTUYECTHUS TEPHOT
CEpUO3HU HEXKETIaHW PEaKlMy U CEPUO3HU HHIIUICHTH,

2.2.12. CBOEBpPEMEHHOTO OJIOKMpaHE, U3TETJITHE ¢ YHUIIOXKaBaHE Ha  SUICKICTKH,
CIIEpPMAaTO30H/I U 3UTOTH;

2.2.13. (u3m. - JIB, Op. 41 or 2019 r., B cwra or 21.05.2019 r.) upe3 pBKOBOAUTENS Ha
ne4eOHOTO 3aBelleHHe mepuoAndHoTo noknanBaHe B MAMH nHa oOoOuienute nanHu 3a Opos Ha
OJIOKMPAHUTE U3TETTICHUTE U YHUIIIOKCHU SHUIIEKIIETKH, CIIEPMATO30UIU U 3UTOTH.

3. B nieueOHO 3aBenieHue, KOETO PabOTH C PENPOAYKTHUBHH KJIETKH, CAMOCTOATEIHO KaTo JeKapu
MOTraT Ja TpPaKTHKyBaT MEIUIMHCKUTE NEHHOCTH 3a acHCTUpaHa PENpOAyKIHsS JIHIA, OTrOBapsiiyd Ha
CIICZTHATE U3UCKBAHUS:

3.1. umat oOpazoBaTenTHO-KBAIM(DUKAIIMOHHA CTETIEH MAaruCThp 10 MEIUIMHA;

3.2. uMat npuao0uTa CIEHHUATHOCT MO aKyIIEPCTBO U TMHEKOJIOTHUS;

3.3. umar noseye OT 3 TOAMHU ONUT B 00JaCTTa HAa AaCUCTHpPaHATa PEIPOIYKIUS B CTpaHATa MO
PBKOBOJICTBOTO Ha JIPYT KBAIM(UIMPAH 3a TOBaA JeKap B JieueOHO 3aBeaeHue o wi. 131, an. 1 33;

3.4. na ca ygactBayi BbB ()OPMH Ha MPOABIHKABAIIO METUIIMHCKO O0yUEHHUE TI0 CIICTHUTE TEMU:

3.4.1. crepunuteT W/ WU PENPOIYKTUBHA €HIOKPHHOIOTHS;



3.4.2. exorpadus;

3.5. mpenoppUYUTENHO € Jla ca y4yacTBaIM M BbB (OPMU Ha MPOABIKABAIIO METUIIMHCKO
o0OydeHue 1O CIeTHUTE TEMHU:

3.5.1. nanapoCKoONHs WM MAHAMAJIHO UHBAa3UBHA XUPYPIHUs;

3.5.2. XUCTEpOCKOMHS;

3.5.3. penpoayKTUBHO U CEKCYaTHO 3/IpaBe U Jp.

4. JIumata, KOUTO HE OTTOBApAT HA M3MCKBAHUSATA MO T. 3, MOraT Jja MPaKTUKYBaT KaTo JIeKapu
MEIUIIMHCKUTE JEHHOCTH 3a aCUCTHpaHa PENPOAYKIIHsI, aKO OTTOBAPSAT Ha CICTHUTE U3UCKBAHMUS:

4.1. umat 0O6pa3zoBaTEIHO-KBATHU(PUKAMOHHA CTETIEH MarucThp MO MEAUIINHA;

4.2. uMat npuaoouTa CIEIUAIHOCT M0 aKYIIEPCTBO M THHEKOJIOTHSI,

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

5. B medeOHO 3aBeneHUE, KOETO pPabOTH C PENpOAYKTHBHH KIETKH, MOTAT Ja TPAKTHKYBaT
CaMOCTOSITETHO OMOJIOTUYHO-JIA00PATOPHUTE METOIU 32 aCUCTHUpPaHa PEMpOIYKIUS JUIa, OTTOBApPAILIM Ha
CIIETHUTE U3UCKBAHUS 32 KBATM(DUKAIIMS U OTIHT:

5.1. mputexxaBaT efaHa oT ciegHuTe kBadudukamuu mo T. 5.1.1 - 5.1.3 u kBanudukamus mo T.
5.1.4:

5.1.1. oO6pa3oBarenHO-KBaIM()UKAIIMOHHA CTEIICH MAaruCThp IO €IHA OT CICAHUTE OMOJOTUIHH
HAYKH - OMoJ0rusi, OMOTEXHOJIOT U, MOJIEKYJISIpHA OUOJIOTHS;

5.1.2. oGpa3zoBarenHO-KBaTM(UKAIIMOHHA CTETICH MAarucThp MO MEAMIIMHA W CIEIHATHOCT 10
MeIUIMHCKA OMOJIOTHs;

5.1.3. nHayuyna ctenmeH B oOjacTra Ha penpoAyKTHBHATa OWOJOTHS WM KJIMHUYHATA
eMOpPHOJIOTHS;

5.1.4. umar Hal-MaJKO ABETOAMIIEH OMUT B 00JacTTa Ha OMOIOTUYHO-Ta00pATOPHUTE METOAU
3a acCMCTUpPaHa PEMPOIYKIUS MOl PHKOBOACTBOTO HA IPYT KBATH(HIIMPAH 32 TOBA CIEIUAIKCT B JICUSOHO
3aBemenue mo 4. 131, am. 1 33.

6. JIutiaTa, KOUTO HE OTrOBAPST HA M3UCKBAHUATA IO T. 5, MOTAT Ja MPAKTUKYBAT OMOJIOTUYHO-
71a00paTOPHU METOJIN 33 aCUCTHPaHa PEIPOIYKIIHS STHHCTBEHO aKO CE CIIa3BaT CICIHUTE U3NCKBAHWS:

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

6.1.2. paboTAT MOJ HEMOCPEICTBEHHS KOHTPOJ Ha MPaBOCIMOCOOHO JIMIIE, OTrOBapsIIo Ha
M3UCKBAHMATA HA T. 5;

6.2. B je4eOHO 3aBeleHHME, KOETO PabOTHU C PENpOAYKTHUBHH KJIETKH, € MPEeNnopbYUTENIHO Aa
paboTAT HA TPYJOB TOTOBOP WJIM KaTO KOHCYJITAHTH U JIUIA ChC:

6.2.1. oOpa3oBaTeIHO-KBAIM(PUKAIIMOHHA CTENEH MAarucThp MO MEIUIMHA U CICIHAIHOCT IO
aHecTe3Msl U UHTEH3UBHO JICYCHHE;

6.2.2. oOpa3oBaTenHO-KBATM()UKAIIMOHHA CTEIICH MAarucThp IO MEAMIIMHA W CICIHAIHOCT 10
YPOJIOTHS U aHAPOJIOTHS,

6.2.3. ICUXOJIOT.

7. Jlunata no To3u paszzaen paboTAT B JeueOHUTE 3aBECHUS M0 TPYI0B WM APYT JOTOBOP, KaTo
P TIOCTHIIBaHE Ha paboTa MM C€ OCUTYpsBa MbPBOHAUYATHO OOyUYEHHUE, NOMBIHUTETHO KBaTU(UIIMpaHE
PH TIPOMSHA B TIPOIEAYPHUTE WM MPU HOBOCTH B HAyYHUTE IMO3HAHUS W aJICKBATHH BH3MOXKHOCTH 32
npodecroHaHO pa3BHUTHE.

8. O0ydeHHeTo ciejiBa Jia ce MPOoBeXk/Ia Mo MporpamMa, rapaHTHpala, Y€ BCEKH OTJIEJICH YICH Ha
nepcoHana:

8.1. ”Ma KOMIIETEHTHOCT 32 U3IBJIHEHUE HA TIOBEPEHUTE MY JICHHOCTH;

8.2. mpuTekaBa aJCKBATHU TO3HAHWS W pa30MpaHe HA HAYYHUTE/TEXHHUYECKUTE TPOIECH H
MIPUHIIMIIN, OTHACAIIH C€ JI0 TOBEPEHUTE MY JCHHOCTH;



8.3. pa3bupa opraHu3anoHHAaTa CTPYKTypa, CUCTEMaTa 3a KauecTBO M MpaBWJIaTa 3a 3/paBe H
0€30macHOCT B JIECUEOHOTO 3aBEJICHHE, B KOETO PaboTH;

8.4. e nHpOpMHpaH 3a €TUYHUS, HOPMATHBEH U PETyJIaTOPEH KOHTEKCT Ha padoTaTa cu.

9. Bceku wieH Ha mepcoHala, padoTell ¢ TaMeTH/3UT0TH, 33JbJDKUTEITHO TIPEMHUHABA €KETOTHO
Kypc 3a Tekymio o0ydenue. KypehT 3a Tekyio oOydeHue:

9.1. ce opranusupa OT OTTOBOPHOTO JIMIIE M CE€ U3BBPINBA MO rpaduK U MporpaMa, U3rOTBEHH OT
PHKOBOJIUTENS HA JIEUEOHOTO 3aBE/ICHUs] B HAYaJIOTO Ha BCSIKA KaJeHIapHa FOJIMHA;

9.2. obOxBalia clIeTHUTE TEMU:

9.2.1. cranmapTHUTE ONMEPATUBHU MPOLICTYPH 32 B3eMaHe, eKCIepTru3a, 00paboTka, €TUKETUPaHE
U ChXpaHEHHE Ha FaMETH/3UTOTH, IPUJIaraHy B JIE4eOHOTO 3aBEICHHE;

9.2.2. npaBUIHMKA 32 YCTPOUCTBOTO, IEWHOCTTA U BHTPEUIHUS pell Ha JIeUeOHOTO 3aBEACHHUE;

9.2.3. N3UCKBaHMATA 32 KAUECTBOTO U 0€30MaCHOCT, KOMTO TpsiOBa Ja ce mpuiaraT Ipu B3eMaHe,
eKcriepTu3a, 00paboTka, ETHKETHPaHE M ChXPaHEHUE HA TAMETH/3UTOTH;

9.2.4. u3uckBaHMATa 32 OE30MACHOCT HA TPY/Ia;

9.2.5. n3uckBanuaTa Ha 33 u 3TOTK u nox3akoHOBUTE HOPMAaTUBHU AKTOBE 10 IPUJIATAHETO
UM, KOUTO CE€ OTHACST JI0 aCHCTUPAHATA PETPOYKIIHS.

9.2.6. eTUYHU BBIIPOCH HA aCHCTHpaHATa PEHPOAYKIINS;

9.3. 3aBBpIIBAa ChC CHCTABSIHE OT PBHKOBOJIUTENS Ha JIEYEOHOTO 3aBEJECHHME HAa MPOTOKOJ 3a
MIPOBEJICHOTO 00yUYEHHE, KOMUE OT KONTO Ce ChXpaHsABa B CIYKEOHOTO JOCHE HA CITY>KUTEIS.

10. OOydenue ce MpoBekIa BCEKU BT, KOTATO CE€ BHEAPSABA HOBA METOJMKA WIJIH TEXHOJOTHUS 32
B3€MaHe, eKclepTh3a, 00paboTKa, eTUKETUPAHE U ChXpPaHEHHE Ha ThKAaHU M KIETKH, 3a 3all03HaBaHe Ha
CITy’)KUTEITUTE C Hesl.

Pazgen IV
MenuuuHCKH JIEWHOCTH W OMOJIOTMYHO-JIA00pAaTOPHU METOJM, NMpUJIaraHu IMpH acUCTHpaHa
penpoayKIHS

1. AcuctupaHara penpoAyKIHWs ce TMpujara, KOraTo ChCTOSHHETO Ha MBXKa WM JKeHaTa He
M03BOJIsIBA OCHIIECTBABAHE HA PETIPOJYKTUBHUTE UM (DYHKLIUH 110 €CTECTBEH IIbT.

2. O0wmuTe N3MCKBaHMSI IPU OCHIIECTBSIBAHE HAa aCUCTHPAHA PENPOIYKIIHS:

2.1. Ilpouenypure Mo KpUTUYHUTE €TAlld OT 0OpabOTKaTa Ha raMeTH U 3UTOTH Ce BAIUAMPAT U
TpsiOBa Ja ca B CHCTOSIHHE Ja MPEJOTBPATAT PUCKOBETE OT IOCTABSIHE HA KIMHUYHO HEe()EKTUBHU WU
BpPEIHU PENpOAYKTHBHU KJIETKM WM 3UTOTH B pelMIueHTa. Bamuaupanero moxe na ce Oasupa Ha
NPOYYBaHMs, U3BBPIIBAHM OT CAaMOTO JIeyeOHO 3aBEICHHE, WM Ha JAaHHU OT MyOJIMKYyBaHHU M3CIIECIBAHUS, a
KOTaTO CTaBa BBIPOC 3a J0Ope OTpadOTEeHHW MPOLEAYPH, Upe3 PETPOCIEKTHUBHA OICHKA Ha KIMHUYHUTE
pe3yaTaTu 10 MOMEHTA.

2.2. IlepcoHanbT B JI€U€OHOTO 3aBEJIEHUE, OCBHUIECTBSBAI acHCTHpaHa PENpoayKLus, B T.U.
o0OpaboTkaTa Ha raMeTd U 3UTOTH, ClIe[Ba /Ja € B CHhCTOSIHME Ja OCBIIECTBSBA BATUAUPAHUSA HPOIEC
MIOCTOSIHHO U €()eKTHBHO.

2.3. Benuku kputHUHU Tiporienypu ce pasnucaT moapooHo B COII cwrimacuo pazgen II, 1. 9.8
OT TO3U CTaHZAPT.

2.4. Cucremara 3a ymnpaBjeHHE Ha KaueCTBOTO Cli€[jBa Ja rapaHTUpa, Y€ YIPaBJICHUETO Ha
BCHYKH IIpOILECH € B choTBeTCTBHE ¢ yTBbpAeHUuTe COIL.

2.5. Koraro e mpuioxeHa Tpoleaypa 3a MUKPOOHOJOTUYHO WHAKTHBUpPAHE HA TaMETH WIIU
3UI'OTH, TS CE ONMCBA, JOKYMEHTHpA U BaIUIUpA.

2.6. Ilpenu BBBEKJaHE HA 3HAUMUTEIHA NMPOMSIHA B 00paboTKaTta MPOMEHEHUAT Hpolec TpaoBa
7la ce BATUIMPA U JIOKyMEHTHPA.

2.7. Ilpouenypure mo ob6paboTKa MOJyIeKAT HA PElOBHA KPUTHUYHA OLIEHKA, Ype3 KOSATO Jia ce



rapaHTupa, 4e Te MpoAbIKaBaT €(PEeKTUBHO Ja MOCTUTAT ThPCEHUTE PE3YITATH.

2.8. Ilpouenypure 1o u3BaxJaHe OT ynorpebda Ha raMeTH WM 3UrOTH TpsOBa Ja IpeaoTBPaTAT
3apa3siBaHe Ha JAPYTH JapeHH PernpoAyKTUBHH KIETKH, 3UTOTH, ThKaHU WM MPOJIYKTH, cpellaTa Ha TAXHATa
npepaboTKa WK MepcoHaa.

3. AcuctupaHara penpoAyKLus BKIIOUBA CICAHUTE Bb3MOXKHU AEHHOCTH U METOIM:

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

3.1.1. KOHCy/THpaHE HA MAUCHTH ¢ OE3IIIONE;

3.1.2. Ha3HayaBaHe W WU3BBPIIBAHE HA JUATHOCTUYHU MPOLEAYPU W HU3CIEIBAHHUS C IIET
YTOYHSIBaHE HA BUJA Ha 0€3IUI0AMETO U BOJELUsS (PAKTOpP B HETO;

3.1.3. onpenensiHe Ha MOBEIEHUETO U METOAUTE 32 ACUCTUPAHE Ha PENPOIYKIIMATA;

3.1.4. Ha3HauaBaHe W M3BBPIIBAHE HA JOMBIHUTEIHH AMATHOCTHYHH MPOIEIYPH, U3CIIeIBAHUSL
Y MIOATOTBUTEIIHU MEPOIIPUATHUS MPEIN OCHILECTBSIBAHE HA ACUCTHPaHA PETIPOSYKIIUS;

3.1.5. uHAyKIUS Ha OByJaUMATAa C MEIAWKAMEHTH, BB3JCHCTBAIlM BBPXY XHIIOTAJIaMO-
XUNo(pU3apHO-THIHIKOBATA OC;

3.1.6. KOHTpoJIUpaHA OBapUaIHA XHUIIEPCTUMYJAIHUA C TOHAJOTPOIHM XOPMOHHU ChC MU 0€3
ynotpebara Ha aHaJ031 Ha TOHAJJ0JIUOEepUHA;

3.1.7. mpocnensBaHe Ha SHYHUKOBUS M EHIOMETPUAIHUSA OTIOBOP KbM MPUIIOKEHUTE
MEIMKAMEHTH C TOMOIITa Ha TpaHCBarvHaJHA exorpadusi W ONpeNesiHe XOPMOHAIHHUTE HHWBA HA HSIKOH
XOPMOHH;

3.1.8. ompenensHe MOMEHTa Ha OBYJauusATa WM (DOJNMKYyJIHATA MYHKIWS; MHCEMUHAIMA Ha
’KEHaTa IOCPEICTBOM IIOCTAaBsIHE BBbB BIArajMIIEeTO, LEPBUKATHMS KaHAJI HJIM MaTOyHAaTa KyXMHAa Ha
00paboTeHH CIepMaTO30HMIU OT ChIIpyTa (MapTHhOPA) UM OT AaHOHUMEH JJapUTed;

3.1.9. noaroToBKa Ha MaMEHTHUTE 3a (PONUKYJIHA MYHKUUS U TpaHchep Ha eMOPUOHU;

3.1.10. momyuyaBaHe (1oOuBaHe) Ha ANULEKIETKU MOCPEACTBOM SHYHUKOBA (DONMKYIIHA ITyHKIUS
1oJ1 exorpad)CKu WM JIAAPOCKOIICKHA KOHTPOJT,;

3.1.11. mocTaBsiHe Ha MpeAUMIUIAHTALIMOHHY eMOPHOHHU B MaToYyHaTa KyxuHa (eMOpuotpancdep
(ET);

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

3.1.13. panHa nuarso3a Ha OpEeMEHHOCTTAa W Ha3HA4YaBaHE HA Tepamws, MPOTEKTHUpAIla paHHATA
OpEeMEHHOCT;

3.1.14. emOpuopeayKIus;

3.1.15. nabupane, KOHCyJITHpaHEe, Ha3HAYaBaHE Ha W3CJCABAHUS HAa TOTCHIMAIHU JOHOPH Ha
AULECKIETKH.

3.2. buonoruuno-nadbopaTopHu:

3.2.1. cnepmarneH aHanu3 (OLIEHKAa HAa KAyeCTBOTO HAa CEMEHHATa TEYHOCT), BKIIOUYMUTEIHO U
eKCIIepTHU3a Ha CIIEPMATO30M/11, TIOJIeKaIH Ha 00paboTKa, ChbXpaHEHUE, IOCTaBsHE WK IPEI0CTaBSHE;

3.2.2. 06paboTKa Ha CEMEHHa TEYHOCT C LIeJ ChbXPAaHEHHE, MPEJOCTaBSIHE WM H3I0J3BaHE 3a
WHCEMMHAIIMS WIK UH BUTPO orutoxaane (Bki. upe3 [CSI);

3.2.3. chXpaHeHHne Ha 00pabOTEHH CIIEPMATO30UIU YPe3 KPHOKOHCEPBAITHS;

3.2.4. npenocraBsiHe Ha OOpabOOTEeHM CIIEPMATO30UIM 33 ACUCTHpAHa PENPOAYKLUHUS B APYTH
JIeueOHU 3aBEACHHS;

3.2.5. excnepTu3a Ha (HOJIUKYJIAPHU TEYHOCTH (ACIMpaTH) C LeN WACHTUDUIMPAHE U eKCIIepTH3a
Ha HAJIMYHHUTE B TSX SMIIEKIETKH,

3.2.6. 00paboTKa Ha SUIEKIICTKH;

3.2.7. omnoxnane Ha SUIEKIETKH ¢ 00pabOTEeHU CIIEPMaTO30MAN OT ChIpyra (MapTHHOPA) WU
JIOHOD Ype3:

3.2.7.1. KJTaCMYECKO UH BUTPO OIJIOXKIAHE;



3.2.7.2. muxkpomanumynanus Ha ramet (ICSI u gpyru nomo0Hm);

3.2.8. o1leHKa Ha OINIOKIAHETO;

3.2.9. 00paboTka Ha 3UTOTH U MPETUMILIAHTATUOHHU €MOPUOHH;

3.2.10. excriepTH3a Ha IMpeIUMIUIAHTALMOHHM eMOpuoHHM U cenekius 3a ET (3a mocraBsiHe B
MaToYHaTa KyXWHA);

3.2.11. Ouoncus Ha OmacTromMepu OT MPEAUMIUIAHTALIMOHHU €MOpHOHM 3a HYXAWTE Ha
MpeIMMIUIaHTallMOHHATa TeHeTHYHa quarnoctuka (PGD);

3.2.12. cbxpaHeHHe (KpUOKOHCEPBALs) HA OBOLIUTH;

3.2.13. cexpaneHue (KpUOKOHCEPBAIMs) HAa TPEIUMILIAHTAIIMOHHNA eMOPHOHH;

3.2.14. mpenocTaBsiHE Ha OBOILIUTHU U MPEAUMILIAHTAIIMIOHHN €EMOPHUOHH;

3.2.15. eTukeTupane Ha CIEPMATO30U M, SIMIIEKIETKH U IPEIUMIUIAHTAlMOHHY eMOPHUOHU;

3.2.16. u3TernsHe U YHUIOKAaBaHE HA CIEPMATO30U[IH, SULEKICTKA U MPEeIUMIUIAHTAllMOHHH
eMOpHOHH;

3.2.17. wnaOupaHe, KOHCYJTHpaHE ¢ Ha3Ha4YaBaHE HAa W3CJICIBAHHWSI HA TMOTCHIIUATHU
CIEPMOJIapUTENH.

4. Jlpyru 1eMHOCTH, CBbP3aHU C ACUCTUPaHA PENPOAYKIUA:

4.1. MeaMIIMHCKAa €KCIepTHU3a Ha BpEMEHHaTa HepabOTOCMOCOOHOCT clie[ NpujaraHe Ha
acCUCTHUpaHa PerpoayKIIHS;

4.2. MeTOIMYHA TTOMOIIT;

4.3. Hay4HOHU3CJIeI0BATEIICKA JIEHHOCT;

4.4. obpaszoBarenHa qeHHOCT (00yUYeHHEe U TTOATOTOBKA Ha KaJpH);

4.5. menuko-uHGOPMAIIMOHHA JEHHOCT U JIp.

5. Ilpu ochlecTBsBaHE HA ACHCTUPaHa PENPOIYKIIUS HE CE pa3peliaBa:

5.1. (u3m. - IB, Op. 41 ot 2019 ., B cuna ot 21.05.2019 r.) B3emanHeTo (I0OMBaHETO) HA TAMETH
OT HEI'BJIHOJIETHU JIMIA WU TaKWBa, MOCTABEHU MO/ 3alpellleHne, ¢ U3KIIYEHHE Ha Clydau, B KOUTO ca
HajuIEe crnenu@uuHd MEIUIMHCKU ToKa3aHus (OJMuM3Kka BB3MOXKHA 3aryba Ha (EpPTHIHOCT) W Clel
paspeuienue, noayueno or MAMH;

5.2. B3emMaHeTo (100MBaHETO) HAa TAMETH OT MBPTBH JIMIIA UJIHU JIUIA B MO3bYHA CMBPT;

5.3. U3BBPIIBAHETO HA KOWTO U J1a € oT onucanute B T. 3.1.6, 3.1.8, 3.1.10, 3.1.11, 3.1.14, 3.2.3,
3.2.7,3.2.11, 3.2.12, 3.2.13, 3.2.16 oT TO3u pa3zea METOAU U JIEUWHOCTH 3a aCUCTHUPAHA PETPOAYKIIHS Oe3
MUCMEHO MH(GOPMUPAHO ChIIacHe OT JUIaTa, Ha KOUTO Ce Mpuiarar;

5.4. ”HCEMUHHUPAHETO Ha ’KeHa WJIM OIJIOK/IAHETO HA OBOIIUTUTE M ChC CIIEPMATO30UIA OT MBXK,
KOWTO € B POACTBEHH OTHOLIEHHMSI C Hesl IO MpaBa WK cbpedpeHa JIMHUs A0 4 CTeNeH;

5.5. mOCTaBsHETO B MATOYHATA KyXHUHA Ha [TOBEYE OT:

5.5.1. Tpu emOpHoOHa Ha CTAIUMN 10 KOMIAKTH3AIMS, BKIIOYUTEITHO TPH JIMIA HA BB3PaCT 110 38
TOJUHY U JI0 JIBA HEYCIEIIHU MPeIX0XK Al eMOpuoTpaHcdepa;

5.5.2. nBa eMOpuoHa Ha CTaauii OJACTOLMCT MPHU JHUIA HA BB3pacT 10 38 TOAUHU U JO 1B
HEYCIIEIIHYU MpeaX0oKIay eMopuoTpanchepa;

5.5.3. yeTupu eMOpHOHA HA CTAIUN 10 KOMITAKTU3alKs BKIFOUUTEITHO MPHU JIMIIA HA BB3PACT HaJ
38 roMHU W/WUK HaJ 2 HEYCHEIIHH MPeaxoxaamm eMmopuoTpancdepa;

5.5.4. Tpu eMOpuoOHa Ha CTaaui OJACTONMCT MPH JIMIIA HA BB3PACT HajaA 38 TOAMHU W/UIU HaX
JIBa HEYCIEIIHHU MPEIX0K AN eMOpruoTpancdepa;

5.5.5. nBa emOpuoHa HE3aBUCMMO OT CTaJus, KOTaTO € H3BBHPIICHO I[OJANOMaraHe Ha
M3IIIONIBAHETO (C XMMUYECKHU areHT WIH Jia3ep), MpU JUIa Ha BB3pacT A0 38 TOJAMHH U JI0 JIBa HEYCIEIIHU
npeaxoxaamu eMopruorpanchepa;

5.5.6. Tpm eMOpHOHA HE3aBHUCHMO OT CTaJus, KOraro € WU3BBPIICHO IMOJANOMAaraHe Ha
M3ITIOTIBAHETO (C XMMUYECKH areHT WIH Jia3ep), MpHU JUIa Ha BB3pacT Haa 38 rOAWMHHU M HAJ 2 HEYCIEIHU
Ipeaxokaany eMopuorpanchepa;



5.5.7. yeTupu eMOpuOHa clie]] KPHOKOHCEPBAIUS U pa3Mpa3siBaHE HE3aBUCUMO OT CTaus;

5.6. mocTaBsSHETO B MaTOYHaTa KyXMHa Ha CHEPMAaTO30MIM OT JAapHUTeN, KOUTO HEe ca OwiH
00paboTeHHn W KapaHTHMHUpaHU Hali-manko 180 nHu B KproOaHKa; 3a0paHeHU ca HATUBHUTE MHCEMHUHAIIUU
OT JIOHOP;

5.7. mon3BaHETO Ha JOHOP (HA CIIEPMATO30MIM WIIM OBOIIMTH) CJel pealu3upaHe Ha JIOHOCEHH 5
OpeMEeHHOCTH OT Hero (BKIIOYUTEIHO COOCTBEHHUTE JeIla) WIM Ha JOHOP Ha CIEPMATO30UIH CJIE[
peanu3upane Ha 20 HMKbBJIA HA WHCEMHUHALMS, TPU TOJOKEHUE Y€ HE € M3BECTHO JI0 MOMEHTa KOJKO
OpEeMEHHOCTH ca MOTYYSHH OT M3MOJI3BAHETO Ha KOHKPETHHUS IOHOD;

5.8. pa3kpHUBaHETO HAa CAMOJMYHOCTTa HA AaHOHUMHUTE JOHOPHU Ha SHUIIEKIIETKU, CIIEPMAaTO30UAN
WIH TPEIUMILIAHTAIIMOHHN eMOPHUOHH WK pa3riiacsBaHeTO Ha MHQOpPMAIIH, KOSITO OM MOTJia J1a JoBeIe 10
UIEHTU(DUIIMPAHETO UM OT PEIUTTUEHTUTE UJIU TPETHU JIUIIA;

5.9. xoMepcHUaIM3upPaHeTo Ha TOHOPCTBOTO HA CIEPMATO30UIH, SULIEKIETKA 1 eMOPUOHH, KaTo
ce 3a0paHsBa IMpeIaraHeTo Ha MaTepHaiHa oOJiara Ha JOHOPHTE M MPUEMAHETO Ha TakaBa OT JOHOPHTE;
paspeliaBa ce €MHCTBEHO Ja UM C€ BH3CTAHOBSIBAT HANPAaBEHU Pa3XxoJu B PasyMHHU pa3MepH, CBBP3aHU C
aKTa Ha JapsiBaHe:

5.9.1. 3a mon3BaHe Ha TPAHCIIOPT;

5.9.2. 3a npuyMHIBaHE Ha BpeMeHHa HepaboTOCIOCOOHOCT, O0IKa MU AUCKOMDOPT;

5.9.3. 3a cienupuIHN NpOMyCHATH MOJ3HU (3aryda Ha BpeMe, Ha JTHEBHU MIPUXOIU U JIP.);

5.10. mocTaBsHETO B MaTOYHATa KyXHWHa Ha CIIEPMATO30MIM OT APYT KUBOTHMHCKH BHUJ WM HA
XUMEPHU MPETUMIUIAHTAIMOHHNA EMOPHOHH;

5.11. mocTaBsHETO B MaTO4YHAaTa KyXWHA Ha MPEIUMIUIAHTALIMOHHU €MOpPHMOHM, KOWUTO MpH
olleHKa Ha (eprunuzanusira (16 - 24 daca ciie ”HCEMHUHAIIMATA UM) ca OUITH C TTOBEYE OT JIBa MPOHYKIIEYCa;

5.12. penpolyKTUBHOTO KJIOHUPAHE;

5.13. U3Moa3BaHETO Ha METOJM 3a CENIeKIHs Ha Tojia (CEKCHHT), ¢ M3KIIOYCHHE Ha CIy4au, B
KOUTO Ca HAJIUIIEC CTIEIIM(PUIHN MEIUIIMHCKY MTOKa3aHus (TI0JI0BO CBbP3aHU T€HETHYHU 3200 1sIBaHNUs );

5.14. mocTuraHeTo Ha CyporaTHU OpEMEHHOCTH;

5.15. nonopctBoTo Ha sinexierkn oT HIV, HBV, HCV, cuduinc no3uTuBeH napuTedn;

5.16. monopctBoTO Ha ciepmaroszouau ot HIV, HBV, HCV, cudunuc nozutusen napuren;

5.17. non3BaHeToO Ha crepMma OT Chlipyra (mapTHeopa), B ciyyail ue toil e HIV nosurusen, a
KeHaTa € HeraTUBHA, OCBEH CJIe] TMOoJy4yaBaHe HAa WH()OPMHPAHO CHIIIACHE OT JKEHATa W INPH YCIOBUS B
ne4eOHOTO 3aBe/ieHHE 3a crelnuaiHa o0paboTka, eNMMHUHHpAalla pUcKa OT TPAHCMHCHS, U 3a OTACIHO
chXpaHeHue (KpuokoHcepBupane) crnopes Banuaupana COIl;

5.18. mon3BaHeTO Ha criepMa OT ChIpyra (MapTHBOPA), B CIIyYaid 4ye TOW € CU(PHIINC TTO3UTUBEH, a
YKE€HATa € HEraTUBHA, /10 U3JIEKYBAHETO MY;

5.19. mon3BaHeTO Ha criepma OT ChIpyra (mapTHbhoOpa), B ciydait ue Tot € HBsAg u Anti-HBc
MMO3UTHBEH, A )KEHATa € HEraTHUBHA U HE € BakcuHupaHa cpemy HBV;

5.20. uncemunupanero Ha HIV mo3uTuBHA eHa WM MOCTAaBSHETO HA MPEIUMILIAHTAIIMOHHU
eMOpHOHM B MaTOYHATA M KyXHHA.

6. [Ipu ochlecTBsIBaHE HA aCUCTUPAHA PEMIPOIYKIIMS HE CE MPENnopbyBa:

6.1. cMecBaHETO Ha CLIEPMATO30MIM OT MTOBEYE OT €JUH UHIUBU]L;

6.2. cMECBaHETO Ha OBOLIUTU OT MIOBEYE OT €AMH UHIUBU,

6.3. CMECBaHETO W TMOCTAaBSAHETO B MaTOYHATa KyXWHA Ha MPEAUMIUIAHTAIIMOHHU €MOpPHOHU OT
MOBEYE OT €JMH MbX U €{HA JKEHa.

Pa3sngen V
CrennduyHyu mokaszaTenu 3a OlleHKa Ha KaYeCTBOTO

OcBen APpYyrurTe O6I.I.[OM€I[I/II_II/IHCKI/I MoKa3aTelIM 3a OlICHKa KauyeCTBOTO Ha JEMHOCTTa B



JeuyeOHNTE 3aBEJCHMS, M3BBPIIBALIM ACHCTUPAaHA PEMPONYKIHs, C€ NpuiIararT M CICTHUTE CIeHUPUIHU
MOKa3aTeNu:

1. oTHOCHTENEH A7 Ha OTHAJHAINTE JKEHU B XOJa Ha aCUCTHpaHa PEMpOoIyKIUs MO BB3pacT,
METO]T ¥ TIPUIHHA;

2. cpenieH Opoii B3E€TH OBOIIUTH OT €IHA JKEHA;

3. bepTUIM3aLIMOHEH UHEKC MPHU KIIACUYECKO UH BUTpO orutoxkaane u [CSI;

4. cpeneH Opoii (Ha KeHa) U OTHOCUTENICH JsUT Ha MOP(OJIOTHYHO Ka4YECTBEHUTE eMOpHUOHH (I10
CTaIuii OT Pa3BUTHETO - 3UTOTA/MOPYJIa/0IaCTOIHCTA);

5. cpeneH Opoii TpaHcheprupaHu B MAaTOYHATA KyXHHA EMOPHOHH U UMILIAHTAIIMOHEH UHICKC;

6. cpeneH Opoil M OTHOCHTENEH U HAa NPEAUMIUIAHTA[MOHHUTE eMOPHOHM, TOIHHU 3a
KPHUOKOHCEpBAIIHS,

7. cpeneH Opoii U PeKUBIEMOCT Ha IPEIUMIUIAHTAIMOHHA eMOPUOHHU CIie/] pa3Mpa3sBaHe;

8. MPEKMBAEMOCT Ha 3aMPa3CHU M pa3MpPa3eHU OBOIMTH M CIIEPMATO30U/IN;

9. Opoif U OTHOCUTENIEH s/ Ha MAIMEHTKU C JAMArHOCTUIMpPAaHA KIMHUYHA OPEMEHHOCT CIej
IIpUJIaraHe Ha acUCTHpaHa penpoAyKuus (110 METOIN);

10. Opoif W OTHOCHTENICH /sl Ha TAIUCHTKH C paXKJaHe ciiej] MpUIaraHe Ha acucTUpaHa
penpoaykuus (1o MeTon);

11. Opoil U OTHOCHUTENEH I Ha MALUEHTKU ChC CEPUO3HU HEXKEJIAHU PEAKLMU U CEPUO3HU
WHIUJEHTH (TI0 BUJ);

12. Opoii 1 OTHOCHUTEJICH 5T Ha MALMEHTKH ¢ MHOTOIJIOAHA OpEMEHHOCT, paHHU ab0pTH, KbCHU
abopTH, IPEKAECBPEMEHHHU PaXKIaHUsI, MbPTHB TUI0JI, EKTOMUYHA OPEMEHHOCT (110 JUarHo3a);

13. Opoifi M OTHOCHUTENEH /s Ha CIy4yal C peajJu3upaHa CMBPTHOCT CJI€[] acHCTHUpaHa
PETIPOTYKIIHS.

Pazgen VI
MeroauuHu yKa3aHUS 3a MEAWIMHCKA JEeHHOCTH TIPH H3BBPIIBAHE HA acHUCTHpaHa
penpoayKIus

1. KoHcyntupane Ha nauyueHTH ¢ 6€31J10/1e IPeIu aCUCTUPaHa PEeNpOoayKIUs:

1.1. m3BBpIIBA CE€ OT JIEKap, KBATU(PHUIMPAH CHIITACHO N3MCKBAHUATA HA TO3U CTAaHAAPT;

1.2. ocebuiecTBABa ce Ha 0a3ara Ha CHETa aHaMHe3a U IPEACTAaBEHHM BCUYKU Bb3MOKHHU
JOKYMEHTH OT IPEAXOJHH TUarHOCTUYHO-TEPAleBTUUHU JAEHHOCTH;

1.3. mo BpeMe Ha KOHCYJTalUATa ce MpernopbyBa J1a c€ U3M0I3BaT HHPOPMALMOHHHU (HATJIEIHH)
MaTepHaliy U ce 000CHOBaBa MpeJ MAlMEHTUTE HY)XKJaTa OT Ha3HAa4aBaHE M M3BBPIIBAHE HA JUArHOCTUYHH
MPOLEAYPH U U3CIEABAHMUS;

1.4. BpemeTpaeHeTo Ha KoHCynTausaTa o T. 1.1 - 1.3 e muaumym 20 min.

2. OCHOBHM IMarHOCTUYHHU MPOIEAYPH U U3CIICABAHUS Ca!

2.1. 3a 6e3moiHaTa ABOMKA (KaKTO 3a MbKa, Taka M 3a KEHATa), C U3KII0UYEHUE Ha TAPTHBOPCKO
JapsiBaHe MpH JUPEKTHA yIoTpeoda:

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

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

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

2.1.4. Tectupane 3a HTLV-1 Ab mpu cinyuaum Ha IOHOPH, >KMUBECIIH, MPOU3XOXKIAIIM WU
MPUCTHUTAIIN OT CTPAHM C MOBHUIIEHA YecToTa Ha 3aboneBaemocT oT HTLV-1 Bupyc, KakTo ¥ KOrato umat
CEKCYaJIHU ApTHbOPU WJIK POAUTEININ OT TAKMBA PETUOHU;

2.1.5. TecTupane 3a CU(UITHC;

2.1.6. xpbBHM rpynu U Rh;

2.1.7. mpu ny>xnaa u npyru uscnensanus (HLA, manapus, CMV, Tokcomnnasma u 1p.);



2.1.8. M0 MHAMKALINY - TCHETUYHHU, UMYHOJIOTUYHU U IPYTH U3CIEBAHUS U KOHCYJITAIUU;

2.2. 3a )xeHara:

2.2.1. TMHEKOJIOTUYEH TPETIes;

2.2.2. TpaHCBaruHajgHa exorpagus Ha MajabK Tas3;

2.2.3. nepBukanna utonamaska (PAP);

2.2.4. MUKpPOOHOJIOTUYHO M3CIICABAHE Ha BIAraJMIICH/IIEPBUKAJICH CEKpeT (BKJI. MpU HyXJa 3a
Mycoplasma, Ureaplasma spp. u L dopmn);

2.2.5. 1m0 WHAMKAMU: XUCTEpOCAIMUHTOrpadusi MM KOHTPACTHA XHCTEPOCOHOTrpadus;
JaapoCKONMs W/WIM XUCTEPOCKONHMS; IOCIENI0BAaTEIHH TPAHCBAarMHAIHU €XOorpaguu B 3aBUCHUMOCT OT
JHUTE Ha MEHCTPYaJIHUS LIMKBJI; XOPMOHAIHHU M3CJIEBAaHM; TeCTUpaHe 3a areHTu oT rpynara Ha TORCH,
TECTHpaHe 3a XJaMH1a3a; IPyTy U3CIEIBAaHNUS OT KPBB U YPHHA;

2.3. 3a MBXKa:

2.3.1. cnepmarnieH aHanu3 (CrepMorpama) - BKJ. TOHE €HIOKPAaTHO MOP(OIOTHS MO CTPUKTHU
kputepuu Ha Kprorep;

2.3.2. MUKpOOHOJIOTUYHO HM3CJICIBAHE HA CEMEHHA TEYHOCT (BKJ. IpU HykAa 3a Mycoplasma,
Ureaplasma spp. u L popmn);

2.3.3. mperJies; OT ypoJior IpY MHIUKALIMK 32 MBbKKU CTEPHIIUTET;

2.3.4. 1o MHJIMKALMK: TECTUPAHE 3a XJIaMMJMa3a; XOPMOHAJIHU HW3CJEABAHMS; JAPYTd KPbBHU
U3CJIEeIBAaHUS.

3. OmpenensHe Ha MHAUKAIMUTE U KOHTPAUHAMKALIMUTE HA HAKOM OT METOJIUTE 32 aCHCTUpPaHE
Ha penporyKIUsITa:

3.1. MHIUKAIUK 32 UHAYKIUS Ha OBYJIAUATA:

3.1.1. aHOByJIaLMs MOPAX XUIIOTOHAOTPONEH XUIIOTOHAAU3bM WIIM XUIOTATAMUYHA aMEHOPEs
(WHO I rpyna);

3.1.2. aHOByJanusg WM HEPEAOBHA OBYJAIMS MOPAJAX CUHIPOM Ha SIMUHMKOBA MOJUKHUCTO3A (
PCOS) (WHO II rpyna);

3.2. KOHTpauHIUKALMU 32 UHAYKLHS HA OBYJIAlMsTA:

3.2.1. xunepronanorponex xunoronaguzsm (WHO III rpyma);

3.2.2. nByCTpaHHa HEMPOXOAMMOCT HAa MAaTOYHHUTE TPHOHM, OCBEH B Clydail ue Iie ce mpuiiara
acuctupana penpoaykuus upes IVF-ET;

3.2.3. HajmMuMe Ha IPOTHBOIIOKA3aHMs 3a 3aueBaHe, M3HOCBAHE M pPOJOpa3pelIeHue Ha
OpeMEHHOCT;

3.2.4. Texka HEKOpUTMpaHa NAaTOJIOTUS HA PENpPOAYKTUBHUTE OPraHU MM C XOPMOH3aBHCUMH
OHKOJIOTUYHHU 3200 ISIBAaHUS;

3.3. MHIUIpaHH TTAIMECHTH 32 KOHTPOJIMPAaHa OBapHaHa XUIIEPCTUMYJIIAIIHS:

3.3.1. ’eHu, BKJIIOUEHH B ITpOrpama 3a UH BUTPO OIUIOXK/aHE U TpaHC(ep Ha eMOPHOHY;

3.3.2. 5)xeHu, IOHOPH HA OBOLIUTH;

3.4. KOHTpaMHUKAIMK 32 KOHTPOJIMPaHA OBapUalIHA XUIIEPCTUMYJIALUS:

3.4.1. XxuneproHaJ0TPONEH XUIOIOHAU3bM;

3.4.2. HanW4uMe HA MPOTUBOIOKA3aHMS 3a U3BBHPIIBAHE HA SHYHUKOBA (DOTMKYITHA IMMyHKIIHS IO
exorpadcku WiIx JanapocKorcKu KOHTPOT,

3.4.3. Hanmuuue Ha NPOTUBONOKA3aHUS 3a 3auye€BaHE, W3HOCBAHE U pOJOpa3peUIeHHE Ha
OpEeMEHHOCT;

3.4.4. Texxka HEKOPUTUpPaHA MATOJIOTUS HA PENPOAYKTUBHUTE OPraHH MJIM C XOPMOH3aBHCUMHU
OHKOJIOTMYHHU 3200 IsIBaHUS;

3.5. MHOWKAIMK 32 W3BBPIIBAHE HAa WHCEMHUHAIMs ¢ 00pabOTEeHH CHepMaTO30MIU OT ChIIpyra
(mapTHBOpA) - BarajuiiHa, IepBUKAJIHA, BbTPEMAaTOYHA:

3.5.1. HEOOSICHEH CTEPUIIUTET;



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

3.5.3. HanuuuMe Ha JIOUI ITOCTKOWUTAJEH TECT - IMPENOpbuUBa CE€ E€AMHCTBEHO BBTPEMAaTOYHA
WHCEMUHAITHS,

3.5.4. Hanu4Ke Ha CTIEPMOAHTHUTENA IPU MbXKa U/WIIN KEeHATAa;

3.5.5. esdKymaTopHH pa3CcTpoOiicTBa MNP MbXa (CpeKTWiIHA AUCPYHKIHS, peTporpagHa
esIKyJalus, TPaBMaTUYHH YBPEKIAHUS Ha TPHOHAUHUS MO3BK U JIp.);

3.5.6. 1Ipu >KE€HH clie]] MHAYKIUS Ha OBYJIALIMATA;

3.6. KOHTpaWHIMKAIlMU 32 WU3BbpPUIBAHE HAa MHCEMMHAlLUi C 0OpabOTEHH ClepMaTO30UAN OT
chIlpyra (IapTHHOPA) - BIIArajuilHa, LIEpBUKaIHA, BETPEMaTOYHa:

3.6.1. HEMpPOXOAMMHU MAaTOYHU TPHOU;

3.6.2. yacTUYHO MPOXOJUMH MAaTOYHU TPHOU, MPEACTABISABAILIN BUCOK PUCK 32 pealn3upaHe Ha
EKTOIMYHA OPEMEHHOCT;

3.6.3. BarvHaJ HW/IIEpBUKAIHU MH(PEKIINHU, TA30BOBB3NAIUTENIHA O0JIECT IPH KEHATA;

3.6.4. MBXKe C aKTHBHH BB3MNAIUTEITHH 3a00JIIBaHMS Ha MUKOYO-TI0JIOBAaTa CUCTEMA (C HAJIUYHE
Ha MHPEKINO3HU NPUINHUTEIN B CEMEHHATA TEYHOCT);

3.6.5. ’eHHU C MPOTUBOIIOKA3aHMs 3a 3a4eBaHe, H3HOCBAHE U POjiopa3pelleHre Ha OpeMEeHHOCT;

3.6.6. aHOBYJIATOPHHU >KCHH, TIPH TOJIOKEHUE Y€ HE ca OMIIM MOJI0KEHH Ha YCIIEITHA UHTYKIIHUS
Ha OBYJIAIMSTA B KOHKPETHHS UKD,

3.6.7. xeHu ciell MEHOIay3a;

3.7. uHAMKAIMK 32 U3BBPILIBAHE Ha WHCEMHUHAILMS ¢ 00pabOTEeHU CIepMaTO30MIN OT AapUTeEl
(pa3nMueH OT MapTHHOpPA) - BIATAIMIIHA, [IEPBUKATHA, BBTPEMAaTOYHA:

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

3.7.2. )KeHH, YUUTO MBXKeE ca C TEKBK CyO(hepTHIUTET U a300CTIEPMHS;

3.7.3. xeHHu, YUHUTO CBHIPYI € HOCUTENI HAa N€HETHMYHO WJIM JIpyro 3a0oJigBaHe, IPEJaBacMoO B
MMOTOMCTBOTO WJIM KPHUEIIO PUCK 3a JKEHATa;

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

3.8.1. HEMpOXOAUMH MAaTOYHU TPHOU;

3.8.2. yacTMYHO MPOXOJUMH MAaTOYHU TPHOU, MPEACTABIABALIN BUCOK PUCK 32 pealu3upaHe Ha
€KTOMHYHA OPEMEHHOCT;

3.8.3. BaruHaHU/TICPBUKAITHU MHPEKIINHU, TA30BOBB3MATUTEIIHA O0IECT IPH KEHATA;

3.8.4. )xeHu ciej MeHoIay3a;

3.9. uHMIMpPaHN 32 U3BBPILIBAHE HA SHYHUKOBA (POJIMKYIHA MyHKIUS MO eXorpad)cKu KOHTPOI
C 11e)1 B3eMaHe (100MB) Ha OBOIUTH ca:

3.9.1. xeHu, BKJIIOUEHH B Iporpama 3a UH BUTpO ormoxaaHe (Bki. upe3 ICSI) u tpancdep Ha
€MOpHOHM; JKEHUTE OT Ta3M rpyma Morat j1a Obaat:

3.9.1.1. B HECTUMYJIMPAH LMKBJ HEMTOCPEJACTBEHO MPEIH OBYJIAIIMATA;

3.9.1.2. ¢ NONMKUCTO3HU SMYHUIM U JIMIICA HA OBYJIAlLlUs, B LIUKBJI 32 MPUJIaraHe Ha MeToja "MH
BuTpo matypanusa" (IVM);

3.9.1.3. noqoxeHn Ha MHAYKLHUS Ha OBYJIALMATA WM HUCKOI030Ba KOHTPOJIUPAHA OBapUalHa
xunepctumynanus ("'Meka ctTumynamnus');

3.9.1.4. KoHTpOIMpPaHa OBApUATIHA XUIIEPCTUMYIALUS;

3.9.2. xeHu, TapuTeIKU Ha OBOIUTH:

3.9.2.1. noqoxeHn Ha MHAYKLHUS Ha OBYJIALMATA WM HUCKOJI030Ba KOHTPOJIUPAHA OBapUaiHa
xunepctumyanus ('mMeka ctumynanus');

3.9.2.2. KOHTPOIMPAHA OBAPUATIHA XUIIEPCTUMYIALUS;

3.10. KOHTpauHAMKALMYU 32 U3BBPIIBAHE Ha SMYHMKOBA (DOJIUKYJIHA IyHKIUS MO/ eXorpagcku



KOHTPOJI C 11eJT B3eMaHe (I00HB) Ha OBOLIUTH:

3.10.1. BaruHamHW/IIEpBUKATHN WH(EKINU, OCTpa U OOOCTPEHA Ta30BOBB3MAIMTENHA OOJecT
MIPH JKEHATa,

3.10.2. HeusscHeH GeOpUIHTET;

3.10.3. HapyuieHUs1 B KPbBOCHCUPBAHETO;

3.10.4. ta3oB anxe3uBeH cunjapom (PAS), ¢ nurca Ha agekBaTeH TpaHCBArWHaJIEH JIOCTBI 0
SMYHUIIITE; B TE€3U CIy4yal, ako € BB3MOXKHO, C€ IMpHiara JamapoCKONCKH KOHTPOJHMpaHa MyHKIUS Ha
SIMYHULINTE (Ba)KaT KOHTPAUHIMKALIMUTE 3a JIAapOCKOMHS);

3.10.5. HamuuuMe Ha TEXKa HEKOPUIMpaHa MaToJIOTUA Ha PENpPONYKTUBHHUTE OpraHu,
HapyllaBallla HOpMajaHaTa WM AaHATOMHS, WM OHKOJOTWYHH 3a00JsIBaHUS Ha MaTKaTa M HEHHHTE
MpUAATHIHN (ATHEKCUTE);

3.10.6. npyru 3a00sBaHNs, HOCEIY BUCOK aHECTE3UOJIOTMYEH WU OTIEPATHUBEH PUCK;

3.10.7. »xenu cien MeHoMay3a;

3.11. uHIMKaIMK 3a pUJIaraHe Ha MeToja "WH BUTPO depTrim3aius 1 Tpaicdep Ha emOpruoHu"
(IVF-ET):

3.11.1. nanuuue Ha TyOapHa matosiorus (IbJIHA WM YaCTUYHA OKJIY3Hsl Ha MaTOYHUTE TPHOM),
KOSITO HE € peajlCcTUYHO Ja ObJie KOPUTHpaHa uYpe3 XUPYpPrudHH CrocoOu;

3.11.2. Hanuyme Ha MPOXOAUMHU MAaTOYHH TPHOU, HO € yBpeneHa (QyHKIHS (TeXKKH CpacTBaHUS,
HarbBaHUs, CTEHO3H U Jp.);

3.11.3. cnen penpoayKTHBHAa XHUPYprus BbPXY MAaTOYHHTE TpPHOM, KOraTo JIMIICBA
3a0peMeHsIBaHe IPU PEryJsipHU TOJOBH KOHTAKTH W JIMICa Ha MBXKH (DakTOp B MpoabKeHue Ha 1,5
TOJIMHU TIPH K€HH 110 35 TOMHU U 6 Mecella Py KEeHU Haj 35 roAuHu;

3.11.4. HeuUssiICHEH CTEPUIIUTET, JICKyBaH 0€3 yCrneX ¢ KOHBEHIIMOHATHU METOIU (Pa3judHH OT
IVF-ET) B npoabmkenue Ha 1,5 roquHu npu xeHu 10 35 ToauHu U 6 Mecelia Ipu *KeHH HaJ 35 roAuHu;

3.11.5. MBXKHU CTEpUIIUTET:

3.11.5.1. oOCTpyKTHBHA a300CHEPMHS, TPHU KOSITO ca B3eTH (HOOWTH) CHEPMATO30HMIU CIEH
ounoncus Ha enuauauM u/wnn trectuc (PESA, MESA, TeSE)

3.11.5.2. perporpanna esKyianus, Mpu KOATO ca B3eTH (TOOUTH, U30JUPaHH) CIIEPMATO30UIU OT
ypuHa;

3.11.5.3. npu cpeaeH win TeXbK CyODepTUIUTET (OJIUTO-, ACTEHO- WU TEPATO-300CTIEPMHUST UITH
KOMOWHAIIHS OT THX);

3.11.5.4. B cimyyan, Korato € HaJuIe Ipeaxoxaan GepTUiIn3aioHeH HeyCleX IpHu MPEeaX0aHO
KJIaCHYECKO MH BUTPO OII0KaHe, ce npuiara ICSI He3aBuCUMO OT NOKa3aTenTe Ha CEMEHHATa TEYHOCT;

3.11.6. ennomerpuo3a B ClydyauTe, KOraTo € HaJIMIE B 3HAYMTENIHA CTEIEH HapylICHHUE B
HOpMaJHaTa aHaTOMHUS Ha aIHEKCUTE, 0COOEHO Ha MAaTOUYHUTE TPHOH;

3.11.7. *UMyHOJIOTHYEH CTEPUIIUTET (TPETUPA C€ KAKTO HEU3SICHEH CTEPHUIIUTET);

3.11.8. oBynaTopHa nUChHYHKITUS:

3.11.8.1. xnmomuden pesucteHTHu PCOS >XeHHM, NMpPU KOWUTO HHAYKIHMATA C TOHAIOTPOITHH
XOPMOHH BOJIM JI0 OBapHajHa XUIEPCTUMYJauus (5 M moBeye OBYJIATOPHU (OJHKYJA), MOPATH PUCK OT
OBapuajeH XUIEPCTUMYIALIMOHEH CUHAPOM, MHOrormoaHa 6pemennoct, LUF cunapom, Top3us Ha ajgHekc,
EKTOMMYHA OPEMEHHOCT U JIp. YCIOKHECHHUS,

3.11.8.2. sxxenu ¢ gokazan nouHe B 3 nukbiaa LUF cunapom;

3.11.8.3. »xeHu ciex npoBeAcHN 4 MHCEMHHAITMH, HE3aBBPIIIIN C pPeain3upaHe Ha OpPEMEHHOCT;

3.11.8.4. xeHH C XUIEPrOHAJOTPOINEH XHUIIOTOHATU3bM - €IUHCTBEHO U CaMO C JapHUTEIICKH
OBOLIUTH;

3.12. KOHTpaWHIMKAIIMKM 3a MpuUjaraHe Ha Merona "WH BUTPO (epTiIn3anus U TpaHcdep Ha
emopuonu" (IVF-ET):

3.12.1. nunca Ha UHJIMKAIMY 32 IPUJIATAHETO MY;



3.12.2. KOHTpaWHAUKALUUTE 32 SHYHUKOBA (POIMKYITHA ITYyHKLHS;

3.12.3. KOHTpaumJguKalMUTE 3a HUHAYKIMS Ha OBYJAIMATA WJIM KOHTPOJIMpAHA OBapHUajHa
XUIIEPCTUMYJIAINS, KOTaTO METOIBT C€ MpUJIara B CTUMYJIMPAH IIUKbII.

4. Unaykuus Ha OBYJIaLlUsATA C LI OChIIECTBSIBAHE Ha MOCIEeABAIlla MHCEMUHALINS:

4.1. mpoBex/ia ce eIMHCTBEHO OT JIeKap ChOOpPa3HO M3UCKBAHUATA HA TO3U CTaHAAPT;

4.2. ochllleCcTBsIBA C€ IO UH/IUKAIIUUTE, OMKUCAaHU B T. 3.1 Ha TO3U pa3jern,

4.3. "He ce mpeanpreMa Mpyu HaJu4Kue Ha KOHTPAaUHAUKAIIMUTE, OTIUCAHU B T. 3.2 Ha TO3U pa3zed ;

4.4. ce u3BBpILIBA CIIE]] B3€TO HHPOPMUPAHO ChITIACHE OT MALUEHTHTE;

4.5. ce mpoBex/Ja MpH 3abJKUTEITHO MPOCcie/IsIBaHe Ha MallMeHTKaTa B X0/1a Ha CTUMYJIallUsATA!

4.5.1. upe3 TpaHCBarMHajHa exorpadus 3a yCTaHOBSIBAHE HA SIMUHUKOBMSA M €HIOMETPUATHUSA
OTTOBOP HaW-MaJIKO:

4.5.1.1. npenu 3anouBaHe Ha cTumynanusaTa (e 1 - 5 ot MLI);

4.5.1.2. mo Bpeme Ha ctumynanusara (aeH 9 - 13 ot uukbiIa);

4.5.1.3. B 1eHs Ha OBYJIAIUATA WM HETIOCPEJICTBEHO CJIE/ HEesl;

4.5.2. npu HeoOXOAMMOCT MOTaT Jia ce u3clieABaT XopMoHanHuTe HuBa Ha LH u E2;

4.6. naHHWTE OT HW3CIEABaHUATA M NpPETJIeIuTe, KAaKTO W Ha3HAueHHUsiTa ce OTpassBaT B
noaxoaauo opopmen "IIpoTokos 3a MHIYKIMS HA OBYJIAUsTa".

5. KonTposinpana oBapuaiHa XUNEPCTUMYJIALUS:

5.1. ce mpoBex/1a €AMHCTBEHO OT JIeKap ¢ KBaTuUKalusaTa, OrpeieieHa oT TO31 CTaH1apT;

5.2. ce OChIIECTBsIBA 110 MHIUKALIMHUTE, OTUCAHU B T. 3.3 OT TO3U pa3Jied;

5.3. He ce npeanpueMa nIpu HAJIUYUE Ha KOHTPAMHIUKAIIMUTE, OMUCAHU B T. 3.4 OT TO3U pa3jed;

5.4. ce u3BBpILIBA ClIE/] B3€TO HH(YOPMHUPAHO CHITIACKE OT MAUCHTHUTE;

5.5. ce mpoBex/1a pH 3aIbKUTEHO IPOCIIeiBaHe Ha MMallMEHTKATa B X0/1a Ha CTUMYJIalMsITa:

5.5.1. upe3 TpaHcBarmHaiHa exorpadus 3a yCTaHOBSIBAaHE HA SWYHUKOBUS U CHIOMETPUATHUS
OTrOBOD:

5.5.1.1. HemocpenCTBEHO Npeau 3alo4yBaHe HA CTUMYJIALUATAa B 3aBHCHUMOCT OT H30paHUs
IIPOTOKOJT;

5.5.1.2. exXemHEeBHO WM TIpe3 JIeH B XO0Ja Ha CTUMYJAIusATa OT JeH S5 win 6 HaraThK (B
3aBUCUMOCT OT U30paHusl IPOTOKOJI M PEaKIMATa CIPSIMO CTUMYJIAIHUATA);

5.5.1.3. B neHs mpeau UM Ha IpUJIaraHe Ha MEIUKaMEHT 3a TPUTEepUpaHe Ha OBYJaLUsATa U
BB3CTAHOBSIBAaHE Ha MeW03aTa;

5.5.2. xxenarenmHo € Aa ce u3cieaBar xopmoHanHuTe HuBa Ha LH w/mnmu E2 w/wmu P4 crnien 5/6
JIeH OT CTUMYJIAIUsATa BCEKU JIEH WU Mpe3 JeH (B 3aBUCHMOCT OT M30paHMs MPOTOKOJ U PEeaKLUATa CIpsiMo
CTUMYJIAIHITA);

5.6. naHHUTE OT W3CJIEIBAHUATA U MperjeAuTe, KakTo M Ha3HA4YeHMsTa CE OTpas3siBaT B
noaxoaauio opopmen "IIpoTokos 3a KOHTpOIMpPaHa OBapHaliHa XUIEPCTUMYIAus".

6. Uncemunarus ¢ o0paboTeHu criepMaTo30MaH OT ChIpyra (MMapTHbOPA) UK JOHOD:

6.1. ce mpoBex/1a AMHCTBEHO OT JieKap ¢ KBaTu(UKalusaTa, OrpeieieHa OT TO3U CTaH1apT;

6.2. ce ochlIeCTBABA 10 UHAUKALMUTE, ONMCAHU B T. 3.5 OT TO3U pazjen (3a MHCEMUHALUUTE OT
CBIPYT/TIIAPTHBOP), CBOTBETHO T. 3.7 OT TO3M pa3jen (3a HHCEMUHAIIUUTE OT JIOHOP);

6.3. He ce npeanpueMa Ipy HaJIMYMEe Ha KOHTPaUMHIMKALUNTE, OIMUCAHU B T. 3.6 OT TO3U pa3ien
(32 ”HCEMMHALIMUTE OT CHIIPYT/MIAPTHHOP), CHOTBETHO T. 3.8 OT TO3U pa3zel (3a HHCEMUHALMUTE OT JA0HOP);

6.4. ce U3BBPILBA CJe/l B3eTO HHPOPMUPAHO ChIVIACKE OT MAIUCHTHUTE;

6.5. naHHUTE 3a W3BBpLICHaTa MHCEMUHANUs ce oTpassBaT B "lIpoTokon 3a wu3BbBplIEHA
MHCEMHUHAIM'", B KOUTO OCBEH JIPYro U3PUYHO C€ OTpa3siBa Jald MHCEMHHALIUATA € OT ChIIpyra/mapTHhopa
WJIM OT JApUTEIN, KaTo Ce 3amucBar u cborBeTHute Y MH Ha nunara.

7. IlomyyaBaHe Ha SIMIIEKIETKH Upe3 (OTUKYIIHA TyHKIIHS:

7.1. Ilox exorpadcKu KOHTPOII:



7.1.1. ce u3BBpIIBA OT JIEKAp C KBATU(PUKAIUATA, OMPEICTICHA OT TO3U CTaHIAPT;

7.1.2. ce ochllleCTBABA MO UHIUKAIIMUATE, ONUCAHU B T. 3.9 OT TO3M pa3zen;

7.1.3. He ce mpeanpueMa NMpU HAJIUYME HA KOHTPAWHJUKAIIMUTE, onucaHu B T. 3.10 oT TO3M
paszzer;

7.1.4. ce u3BbBpIIBA cliel B3€TO HH(OOPMUPAHO CHITIACHE;

7.1.5. ce u3BbBpIBA ce MpeBapuTEeIHa MOr0TOBKA Ha MallMeHTKATa, BKIIIOYBAIIIA:

7.1.5.1. mogxoAi XUTHeHHO-AUETHYCH pexxuM 48 h mpenn myHKIuATa,

7.1.5.2. moaroroBka Ha uepBaTa (CIaOUTEIHU, KIU3MU | TIP.);

7.1.5.3. canupane Ha BIIAraJMINETO (IPOMUBKHU, MEAMKAMEHTH U Jp.);

7.1.5.4. nonxonsma npemenukanus (15 - 60 min mpenu MyHKIUTA);

7.1.6. ce u3BBpIIBa B aMOyJIaTOPHU YCJIOBUS MPU U3IMBIHEHN U3UCKBAHUATA HA TO3HM CTaHIAPT,
Ha cTaHjgapta mo "AHecTe3uss M WHTEH3WBHO JiedeHHE" B yacTTa 3a aMOylaTopHA aHecTe3Us U APYTU
HOPMAaTUBHU U3HCKBAHMUS;

7.1.7. ce U3BBpIIBA CJIeI OCUTYPEH BEHO3EH U3TOYHUK ChC WM 0€3 IpuiaraHe Ha JIOKaJIHA WK
o0I11a KpaTKOTpaiiHa BEHO3HA aHECTE3HS,

7.1.8. ce u3BBpIIBA MPU MEPUOJUYEH WIIM MOCTOSTHEH KOHTPOJI HAa BUTAJTHUTE MOKa3aTeId Ha
ManueHTKaTa (AuinaHe, MyJc, KPbBHO HaJsTaHe, HACUIIaHe Ha KPBBTA C KUCIOPOJ, MPU HEOOXOIUMOCT -
EKT);

7.1.9. ce ocwbllecTBsiBa MOCPEICTBOM HEMPEKHbCHAT TpaHCBAarMHAEH eXOorpa)CcKu KOHTPOI C
MOMOIITa Ha CIHEUUATHU IMyHKIMOHHM WIJIM 32 TPAHCBAarMHajiHA SMYHUKOBA MYHKIMS W CICLHAIHUA
npucnocoOeHust (Bogaun) KbM BarmHajgHaTa COHJAa Ha exorpada, KOMUTO Clie/Ba J1a ca CTEPUJIHH, 3a
€IHOKpaTHA WJIM MHOTOKpaTHA yIoTpeda (crnope ynbTBaHUATa Ha mpousBoauTens), na umat CE mapka; He
Ce paspelaBa HM3MOJI3BAHETO HA MPHUCIIOCOOCHW YCTPOWCTBA W KOHCYMAaTHBHU, NpPEIHA3HAYCHH 3a JPYTH
nenu, Hezapucumo nanu umat CE mapka;

7.1.10. ce ochIIecTBsIBA, KAaTO MyHKTHPAHHUTE ¢ uriata (0T T. 7.1.9) Gponukymu ce acnupupar cbe
creluagHa 3a IeJiTa aClUpPalMOHHA [TOMIIa UM PHYHO C MOMOINTA Ha CIPUHIIOBKU OT 0OydeHa aKyllepka
WJIM CeCcTpa, KaTo B MOCJEAHMS CIydail cie/iBa Jla Ce IbP>KH CMETKa 3a MPUJI0KEHOTO HETaTUBHO HaJsITaHe
BbpXY acnupaTuTe, KoeTo cieqasa aa He HaaBumara 300 mmHg, kakTo U 3a BUJla HA CIPUHIIOBKUTE, KOUTO
cielBa Ja ca TapaHTUPAHO OT MPOU3BOJAUTENSL CTEPUIHHM, €IHOKPATHHU, ANMPOr€HHUM U HETOKCUYHU;
MOJIYYEHUTE aclUpaTh Ce MpelaBaT B CTPYKTypara MO aCUCTHUPAaHA PEMPOAYKIUS B MOAXOMSIIA OMAKOBKA
(KOoHTEWHep - CHPUHLIOBKHU, EIPYBETKU U JIP.) U HAAJIC)KHO ETUKETHUPAHU;

7.1.11. mpukTI0YBa CleA aclupanus Ha BCUYKH JOCTBIHM 32 MYHKUUS (DOJIMKYJIN C pa3Mmepw,
no-rojiemMu ot 10 mm, cien KaTo JIeKapsT, U3BbPIINI MyHKIUATA, CE YBEPH, Ue€ JIUTICBAT Oesie3u 3a BHHIITHO
(reHUTAIHO) WK BBTPEIIHO (a0IOMHHAIIHO) KBPBEHE, U CIlIe]] KOHCYNTAIHs C aHECTe3UO0JIOT-PeaHuMaTop;
npenopbrYBa ce moHe 2 - 3-4acoBO HAOJIIOACHNE HA TAIUEHTKATA C IEPUOJMYHO OTUYMTAHE HA OTUTAKBAHMSITA,
OOIIOTO CBHCTOSIHME, KOPEMHHUS CTaTyC, apTepUaTHOTO HajsAraHe, MyJca M €BEHTyallHO TeJecHaTa
TeMIlepaTypa; Mpu JaHHU 32 HACTHIIBAIllA CEPHO3HA HEXelaHa peaklys Wi CEpUO3eH MHIMACHT Clie/iBa Ja
ce MpeAnpueMaT CIenHo HeoOX0IMMUTE MEPKHU 3a IbPBUYHA PeaHUMAaIlUs U XOCTIUTAIN3alusl Ha J)KeHaTa;

7.1.12. BCUUKHU JaHHM 3a MPOTHUYAHETO Ha MpoIleaypaTa Mo MojydyaBaHe Ha OBOIUTH CIie[Ba Ja
ObJIaT HAJUICI)KHO PETUCTPUPAHM B JIUCT 3a M3.

7.2. Ilon nanapOoCKOINCKU KOHTPOJ:

7.2.1. ce u3BBPIIBA OT JIeKap ¢ KBATU(UKAIUATA, ONPECIICHa OT TO3U CTaHIapT;

7.2.2. ce oChIIECTBABA 110 UHIUKAIIMUTE, ONUCAHU B T. 3.9 OT TO3M pasjen;

7.2.3. He ce mpeAnpuUeMa MPU HAJIUYKME HA KOHTPAWHIUKAIIMUTE, onucanu B T. 3.10 oT TO3M
paszen ;

7.2.4. ce u3BBpILIBA ClIe]] B3€TO MHYOPMUPAHO ChIIacHe OT MALUEHTHUTE;

7.2.5. ce u3BBpIIBA CIE MPEIBAPUTEIHA OATOTOBKA HAa MAIIMEHTKATa, BKIIFOYBAIIA:

7.2.5.1. moaXoAsI XUTHEHHO-AUeTHYeH pexxuM 48 h npean nyHKuusTa;



7.2.5.2. moArOTOBKA Ha uepBaTa (CIa0UTEIHU, KIU3MU H JIP.);

7.2.5.3. caHMpaHe Ha BIIAraJIMINETO (MPOMUBKHU, MEAMKAMEHTH U Jp.);

7.2.5.4. nonxonsmia npemenukanus (15 - 60 min nmpenu 1amapocKonusTa);

7.2.6. ce U3BBPIIBA MPU YCIOBUATA, ONPEICICHN B MEAUIIMHCKUS CTAaHAAPT ""AHECTE3HOIOTUS 1
WHTEH3UBHO JIeueHHe";

7.2.7. ce OCBIIECTBsIBA MOCPEICTBOM HEMPEKbCHAT JIAMIAPOCKOIICKA KOHTPOJI C TIOMOIITa Ha
CHeIHMaTHU MyHKIWOHHY WIJIM 32 SIMYHUKOBA MYHKIIHS, KOUTO CJIe/IBa Ja ca CTEPHIIHH, 32 €THOKpAaTHA WU
MHOT'OKpaTHa yrnoTpeda (cropes] ynbTBaHUATA HA TIPOU3BOIUTES ), POU3BEACHU U CePTUDUIIPAHH CIIOPE
crangapture, Be3npuetd B EC (ma Hocsat CE mapka); He ce pa3pelaBa W3MOJA3BAaHETO HA WTJIH M JPYTH
KOHCYMAaTHBH, IPeTHA3HAYCHH 3a IPYTH 1eTH, He3aBucumo aanu ca EC ceprudunupanu (¢ CE mapka);

7.2.8. ce ochIlecTBABA, KaTO MyHKTHpaHUTE ¢ urnara (T. 7.2.7) GoauKynIu ce acnupupar ChbC
crenuagHa 3a IeJiTa aClUpPallMOHHA [TOMIIa UM PHYHO C MOMOINTA Ha CIPUHIIOBKU OT 0OydeHa aKyllepKa
WIN CECTpa, KaTo B TOCIETHUS CIIydail cielBa J1a ce IbPXKH CMETKa 3a MPHIIOKEHOTO HETaTHBHO HaJIsITaHe
BbpXY acnupaTuTe, KOeTo cienpa ga He HaaBumara 300 mmHg, kakTo U 3a BUJla HA CIPUHIIOBKUTE, KOUTO
cleBa Ja ca TapaHTUPaHO OT TMPOU3BOAMTENS CTEPUIIHH, €THOKPATHU, ANUPOTCHHU W HETOKCUYHU;
MOJTyYCHHUTE acTMpaTH ce MpeaaBaT B CTPYKTypaTa MO acUCTHPaHa PETNPOIYKIHS B TOAXOJAIIA OMaKOBKA
(KOHTEeWHep - CHPUHIIOBKH, EIPYBETKU U JIP.) U HAAJIEI)KHO ETHKETHUPAHU;

7.2.9. IpUKIIIOYBA CJIEJ] aCTIMPaLUsl HAa BCUUKU JOCTBITHU 32 IMMyHKIHS (POIHMKYIIH C pa3MepH, 1o-
rojgemu oT 10 mm, cies KaTo JeKapsAT, U3BBPUIMI MYHKIHUATA, CE YBEPH, Y€ JIUICBAT Oele3u 32 BhTPEUIHO
(abnoMHHATHO) KBPBEHE; NpErnophyBa ce MOHE 24-9acoBO HAOIIOJEHUE Ha TAIMEHTKATa C MEePUOTUTHO
OTYUTAHE HAa OIIAKBAHUATA, OOIIOTO CHCTOSHUE, KOPEMHHUS CTAaTyC, apTepUaNHOTO HajsIraHe, Imyjica u
€BEHTYaJTHO TeJecHaTa TeMIepaTypa; MpH JaHHU 3a HACTHIBAIIA TEKKA HEXKEJIaHa PEaKIUs WIH TEKBK
WHIMJIEHT CJeIBa Ja ce TNpEeANnpHeMaT CICNIHO HEOOXOIMMHTE MEPKH 3a IThbpPBHYHA pEaHUMAIs H
XOCIUTANM3AIIMS Ha KEeHaTa, aKo JIJAMapOCKOMUATA € U3BbPIICHA B U3BbHOOIHUYHH YCIOBUS;

7.2.10. BcHYKM JaHHM 3a MPOTUYAHETO Ha JIAAPOCKOMNMATA U Ha MpOILEeaypara Mo MoJy4aBaHe
Ha OBOLMTHU clie[iBa Ja ObJaT HAAJEKHO PErucTpupaHu B JUCT 3a W3 u B "mpoTokon 3a mpoBeacHa
nanapockonus'"; Ha MALMEHTUTE Ce U3JaBa U CUKPHU3A.

8. [locTaBsiHe Ha eMOPHOHM B MaTOYHATa KyxuHa (eMOpuoTpancdep):

8.1. u3BBpILIBA CE OT JIeKap ¢ KBAIU(UKALUATA, ONIpeIesieHa OT TO3U CTaHAaPT;

8.2. ocChlIECTBSBa C€ IpU HAJIW4YME Ha IOHE €IMH KauecTBeH (¢ nmobpa Mopdomnorus)
MpeIMMIUIAHTAllMOHEH eMOpPUOH, TOJMYy4YeH CJel MPEeAXOoKIallo OIUIOkKAaHe HH BUTPO WU  CIe]
KPUOKOHCEPBAIHS U pa3MpassiBaHe;

8.3. He ce mpeanpuemMa npu HaJlM4Kre Ha CIeTHUTE KOHTPaUHIUKAIIUU:

8.3.1. akTMBHA BarMHAIHA/LIEPBUKAIHA WH(PEKIUS UM Ta30BOBB3NAIUTENHA O0JIECT;

8.3.2. PUCK OT TE€KBbK OBAPUAJIEH XUIIEPCTUMYJIALMOHEH CHHIPOM;

8.3.3. nurnca Ha TTOHE €JJMH Ka4eCTBEH MPEeIUMIUIAHTAllMOHEH eMOpPHOH;

8.3.4. neOennHa Ha MaTOYHATA JIMTaBUIIA, II0-MajJIka OT 6 mm;

8.3.5. TeXKHU yCIOKHEHUS CIIECTBUE HA (DONMKYITHA MMyHKIINS;

8.3.6. npyru 3a0onsBaHHST ¥ CBCTOSHHUS, TPU KOWUTO 3a4eBAHETO, HW3HOCBAHETO W
poJlopa3penieHueTo Ha ejHa OPEMEHHOCT € MTPOTUBOIIOKAa3aHO;

8.3.7. (u3m. - 1B, Op. 43 ot 2012 r.) npu >KeHH CJIe] MEHOMAy3a C JOHOPCKU SIMLIEKICTKHY;

8.4. ce u3BBpIBa Clie]] B3€TO HH(OOPMUPAHO ChIIIACHE OT MAI[UEHTHUTE;

8.5. ce U3BBPILBA ClIe]l IpeBapUTENHA MOAr0TOBKA Ha MallMeHTKAaTa, BKIIOYBAILA:

8.5.1. moaXoasI XUTUSHHO-TUETUICH PeXUM 48 h mpean MocTaBsHETO;

8.5.2. npu HEOOXOAUMOCT - CAaHUpPAHE Ha BJIaraJIuiieTo (MPOMHUBKHU, MEIUKAMEHTH U JIp.);

8.5.3. mpu Hyx)1a - npemeaukanus (15 - 60 min npeau emOpuoTpanchepa);

8.6. ce W3BBpIIBA B aMOYJIATOPHU YCJIOBHUS CIeNl 3abJDKATEIHO MPOBEACHA TpaHCBarMHaIHA
exorpadus 3a OIEHKa CBHCTOSHHETO Ha SHYHHUIIMTE, KOpEMHAaTa KyXWHA, MaTKara W TO-CHEIHalHO -



nedenrHa ¥ BUJ Ha €HJOMETPUYMA;

8.7. ce u3BBpIIBA C TIOMOIIITA Ha CIICUATHN YCTPOKUCTBA 3a IMOCTAaBIHE HA EMOPHOHM B MAaTOYHA
KyXHHa (eMOpHOKaTeTpy M BOJAYM 32 TAX), 3a €HOKpaTHa (€eMOpPHOKAaTeTpH M BOJAYU) WIM MHOTOKpaTHa
ynotpeba (Bojauu) (cropell yIbTBAHHUATA HA MPOU3BOJUTEINS), MPOU3BENECHU U CEPTUPUIMPAHU CIOPEN
crangapture, Be3npuetd B EC (na Hocat CE Mmapka); He ce paspelnaBa M3MOJI3BAaHETO Ha MPUCIOCOOCHU
YCTPOWCTBA M KOHCYMaTHBH, TpEAHA3HAYCHU 3a JAPYTH LenH, HezaBucuMo nanu ca EC ceprudunmpanu (c
CE mapka);

8.8. ce oChIIECTBABA, KATO B MaTOYHATa KyXHWHA CE€ NOCTABAT NPEAUMILIAHTALIMOHHU €EMOPUOHH,
YUHTO OpOil HE MOXKE J1a HaJIBUIIIaBa ONPEACIICHUS CIIOPE TO3H CTaHaapT B pazaen IV, 1. 5.5;

8.9. ce cunTa 3a OCBIIECTBEH YCHEIIHO CIlieJ MpoBepka OT Ouosora (emOpuosora) Ha
U3MOJI3BaHUSl eMOPHUOKATEThp 3a 33abp’KaHU B HEr0 €eMOpPHMOHM; 3abpKaHUTE eMOPHOHM Morar na Obaar
[IOCTAaBEHHM B MaTKaTa C IIOMOLITAa Ha HOB KaTeThp B ChIUMSA JI€H, Ha CIIEBAILUA JIeH CiIe] KyJITUBALUS WIH
CbXpaHEHH 4Ype3 KpPHUOKOHCEpBAaIMs 3a I0-KbCeH eMOpuoTpaHcdep MNpu Jpyr CTUMYJIHpAH WIH
HECTUMYJIUPAH IIUKbJ CJIe]l HACThIIBAaHE HAa OBYJIAIMATA;

8.10. mpemopbuBa €€ OCHIYpsIBAHETO Ha IOKOM B JIETHAJIO MOJOXXKEHHE Ha JKEHAaTa B
npoabkbkeHue Ha mone 30 min cien emOpuoTpaHchepa;

8.11. BCHYKHM JaHHM 3a NMPOTHYAHETO Ha MOCTABSIHETO HAa €MOpPHOHHMTE B MaTOYHATa KyXHHa
cienBa Ja ObJaT HaJUIKHO PErMCTpUpaHu B JincTa 3a M3, KakTo M B CbOTBETHUTE JOKYMEHTH, BOJCHHU B
nabopaTopusaTa M0 aCUCTUPaHa PENPOTyKIIHS.

9. XUrueHHo-IMeTHYEH PeXHUM, MOIbpIKallla Teparus npe3 JTyTeanHaTta ¢asza cliesl acucTHpaHa
penpoayKIMs, paHHA JUarHo3a Ha OpPEeMEHHOCTTa, MOJAPBKKA Ha paHHa OpPEMEHHOCT Cllefl aCUCTHpaHa
pENpPOAYKIIHNSA:

9.1. XurneHHo-queTH4eH PEeXKUM CJe/] ACUCTUPAHA PENPOLYKIUS:

9.1.1. Ha XeHUTe, Ha KOMTO ca MPHJIOXKEHH (OJUKYJTHA MYHKUMSA (MMOX exorpad)Cku WU
JATapOCKOTICKU KOHTPOJ) W/WIM TIOCTaBsIHE Ha €MOpHMOHHM B MaTOYHATa KyXuHa (eMOpuoTpaHcdep), ce
IIPENopbyUBa U31aBaHETO Ha OOJIHUYEH JIMCT 3a BpeMeHHa HepaboTocnocoOHocT 3a 15 1o 30 nHy;

9.1.2. Ha BCHYKM EHM, INPEMUHAIM IIpPe3 IMporpaMa 3a €IWH WIM JpYyr BHJ acHCTHpaHa
penpoAyKIIMs, CIIe/[Ba Ja ce Mpernopbya:

9.1.2.1. BB3aBpKAHE OT (3710)ynoTpeda ¢ aKOX0J1, IUTapu, HAPKOTHULIH;

9.1.2.2. BB3IBpIKAHE OT TEKBK PU3HUECKHU TPY/;

9.1.2.3. mpennmazBaHe OT (HU3UYECKH W XHMHYECKH BPETHOCTH (HOHHM3UpAIIM JTHUYCHHS,
OpPraHUYHU Pa3TBOPUTENIU U OTPOBHU, TEKKH METAIH U Jp.);

9.1.2.4. nony4yaBaHe Ha T1OCTaThYHO MTOYMBKA U HOIIEH ChH;

9.1.2.5. Mepku 3a pegyLupaHe Ha CTpeca;

9.1.2.6. BB3aBpKAHE OT KOHTAKT C XOPa, Bh3MOXHU HOCUTENIN Ha MH(EKITMO3HN 3a00JIIBaHMUS;

9.1.2.7. nepopaiHoTo npuemMane Ha (osnnena kucenuHa B go3a ot 0,4 - 0,8 mg/d.

9.2. Tlogmbpxama Tepamusi mpe3 yTeanHata ¢a3a - Ha BCHYKM JKEHH, NPEMHUHAIN IIpe3
Iporpama 3a KOHTpOJIMpaHa OBapualHa XUIEPCTUMYJIALUs C OCIeIBaIl0 HH BUTPO OILUIOXKJaHe U TpaHchep
Ha eMOpMOHM B MaTOyHAaTa KyXWMHA, KakTO W MO TMpeleHKa CleJ] MHAYKIHMS Ha OBYJIAaLUATa W/WUIH
MHCEMHUHAIMs], CJIe/Ba J1a c€ IIpenopbya JyTeaJHa XOPMOHAIHA IOJKpETa.

9.3. PanHa auarsosa Ha OpeMEHHOCT CJIe]] ACUCTHpaHa PENpOIyKIIHUS:

9.3.1. mocraBst ce Ha 0a3zara Ha TPAHCBAarMHAJHO €XOrpa)CKo H3cleABaHE W/WIN KaueCTBEH
W/WIN KOJMYECTBEH TECT 3a OpEeMEHHOCT (Hal-KOpEeKTHO € ONpEIeNsHETO Ha CepyMHO HMBO Ha Oera-
YOBEIIKH XOPHOHTOHAJOTPONMH B MOTEHIIMATHO OpeMEeHHATa KeHa);

9.3.2. "OmoxmMmuyHa" € BCAKAa OpPEMEHHOCT, IMpPH KOATO C€ IO3UTUBHPAT TECTOBETE 3a
OpEeMEHHOCT, HO HE Ce BH3yaJlM3upa exorpadcku; cieaBa Jla ce MMa MpeaBHj, Y€ KAaueCTBEH TEeCT 3a
OpeMeHHOCT MOXKe J1a ce Mo3uTHBHpa A0 10 qHU ciea NPUIIOKEHUETO Ha YOBEIIKH XOPUOHTOHAJOTPOIIUH 32
JyTealHa MOJKpENa;



9.3.3. "knmuHWYHA" € BCsAKA OPEMEHHOCT, IIPU KOSTO Ca IMO3UTHUBHU TECTOBETE 3a OPEMEHHOCT U
ce BH3yaliu3upa exorpadCku IJIOJIEH CaK C XBJITHYHO MEXypye B MaTOYHATa KyXMHa WM eMOpHOHalIHa
CTPYKTYpa ChbC ChpPACYHM IMYJICAllUU, UM € HaJUIe W3BbHMATOYHAa OPEMEHHOCT; 3a MpenopbyBaHe € Jia ce
u3cienBa cepyMHo HUBO Ha Oera-UXI', kato croitHoctr Han 1500 IU/ml ca mHAMKATHBHM 3a HACTHIIWIA
KIIMHUYHA OpeMEHHOCT, HE3aBUCHUMO OT MpujlaraHaTa JiyTeaaHa MOoAKperna;

9.3.4. "rekyma" (on-going) e Bcska OpeMeHHOCT cien HapbpuieHn 10 r.c. (T.e. € Hamwie
pasBuBail ce GeTyc).

9.4. Tloakperna Ha paHHAa OPEMEHHOCT CJIE/l aCUCTUPAHA PENPOTYKIHS:

9.4.1. nanara ce mopanu (axra, 4ye TojisiMa 4acT OT KEHUTE Ca C XOPMOHAJIHU CMYIICHHS KaTO
MpPUYMHA WIM CHIBTCTBAIM OE3IUIOANETO, MOpaaAd HaMecaTa B HOPMATHOTO (PYHKIIMOHUpPAaHE Ha OCTa
XHUIOTANIaMyC-XUopu3a-sIiiuHUK-MaTKa Ype3 NMPUIaraHeTo Ha aHajlo3M Ha TOHaA0IMOepUHa, TOHAIOTPOITHU
XOPMOHHU, CTEPOMJHH XOPMOHU WM JAPYTU WU TMOpaay HaHECceHaTa TpaBMa Ha SHYHHUIIMTE 1O BpeMe Ha
(doNMKyTHATA TTyHKITHS;

9.4.2. MOXe a ce OCBIIECTBU C €IUH WJIN IIOBEUE OT CIECTHUTE MEIUKAMEHTH:

9.4.2.1. yoBEeMIKM XOPUOHIOHAJOTPONHH B noaxoxadmu 1o3u 10 10 - 11 r.c.; He ce npenopbuBa
MIPH PUCK OT TEXBK XUTIEPCTUMYIIAIIMOHEH CHHIPOM;

9.4.2.2. mporectrepoH moxa (opmara Ha BarMHaTHU KPEMOBE WM OBYJH, WHXKEKIIMOHHO
MYCKYJIHO WJIM IIEPOPATHO B EKBUBAJIEHTHH /103U 10 12 - 14 r.c.;

9.4.2.3. ectpanuon go 10 - 12 r.c;

9.4.2.4. cma3MOJIMTUYHM arcHTH;

9.4.2.5. Butamunu (donreBa KuceanHa, TOKopepos, aCKOpOMHOBA KHCEIINHA U . );

9.4.2.6. npyru MeIMKaMEHTH 110 UH]IUKAI1H;

9.4.3. mpenopbyBa c€ XUTMEHHO-AUETHYCH PEXHUM, KaKTO € ONMKCaHd B T. 9.1.2;

9.4.4. mpu HyXAa ce W3JaBaT JHUCTH 32 BPEMEHHA HETPYAOCIHOCOOHOCT U c€ MpenopbyuBa
JIOMAIIIeH WU CTallnoHapeH pexxuM "Ha jerno” (bed rest);

9.4.5. mpu BCHMYKHM Clly4au Ha pa3BHBalla ce OPEeMEHHOCT CJeJl aCUCTUpPaHa PEHpOAYKIHS
NpUIaraHuTe JIUArHOCTHYHO-IeYeOHH MEpONpHsTHS CJelBa Ja ca IMOJ METOJHMYHOTO PBKOBOACTBO Ha
€KHIIa, OCHIIECTBUII ACUCTUPaHATa PENPOLYKIHS, WM Hall-MaJIKOTO JAPYT €KUII ¢ T0JJ00HA KOMIIETEHTHOCT.

10. EmOpuopenykuusra:

10.1. u3BBpIIBa CE OT JIeKap C KBAUTM(UKAIUATA, ONIPEeIieHa OT TO3U CTaHAAPT;

10.2. u3BBpIIBA Ce MPH HAIMYME HA pa3BUBAIlA C€ MHOTOIUIOJHA OpPEMEHHOCT C Haau4ue Ha
IIOBEYE OT J1Ba IUIOJHM CaKa B MaTOYHATa KyXHHa, KaTO CTPEMEXBT € /1a C€ IPUBEAT:

10.2.1. TpumuiogHUTE OPEMEHHOCTH - JI0 ABYIUIOAHH WIIN €THOTUIOIHH;

10.2.2. yeTupu- U noBeye MJIOJHUTE OPEMEHHOCTH /10 JIBYIUIOJHH, KAaTO IO MPHHILUI, KAKTO U
cieq eMOpUOpeayKIIHsl, He c€ PENopbyBa U3HOCBAHETO U POJOpa3peliaBaHeTO Ha OPEMEHHOCT C IOBEYE OT
JIBa TIO/1A;

10.3. e BHCOKOpHCKOBa WHBa3MBHa IpOLIEIypa, U3BBPIIBAHA 0] HENPEKbCHAT €xorpadcku
KOHTPOJI Ype3 TpaHCBarnHallHA WM TpaHcaOJOMHUHATHA MyHKIUS Ha MaTOYHATa CTeHAa U MaTOYHATa KyXHUHa
U TIPUJIO’KEHHUE Ha €JTUH OT CJIeTHUTE HAUMHU 3a (HeTHIHI;:

10.3.1. acnupanusi Ha CBABPKUMOTO Ha TUIOAHHUS cak O€3 mpujaraHe Ha XMMHUYHH areHTH (B
CpOKOBE Ha OPeMEHHOCTTa OT Ha4ajIo0To Ha 6 110 Kpas Ha 7 I.C.);

10.3.2. xapauoneHTe3a Ha eMOPHOHAIHOTO/(PETaTHOTO ChpLE U aIUIMKalMs Ha pa3TBOpP Ha
KaliueB XJopu (B CPOKOBE HAa OpEMEHHOCTTa OT HauaioTo Ha 9 1o kpas Ha 12 r.c.);

10.4. u3BbpIlBa CE MO MPELEeHKa Ha JICKYBAIIUs €KWl Cclie]] KOHCYITHUPAaHE Ha JKeHaTa U HeWHUS
CHIPYT (HapTHHOP), BHUMATEIHO Pa3siCHSIBAHE Ha Bb3MOXKHUTE PUCKOBE OT U3BBPIIIBAHE U HEU3BBPIIBAHE
Ha TIpoIleIypara U B3eMaHe Ha TAXHOTO HHPOPMHUPAHO CHIIIACHE;

10.5. wu3BppmiBa ce ciex MOArOTOBKAa Ha JKEHAaTa, KakTO IIPU BCAKAa €Ha XHUpyprudyHa
WHTEPBEHIIN, TOPaIU BE3MOKHOCTTA 32 HACTHIIBAHE HA YCIOKHEHUS, HAllaramly OnepaTUBHA WHTEPBEHIINS



C KOpEMEH JOCTBII (JIaapoTOMMUSI WJIK JaapOCKOIIHs);

10.6. u3BBpIIBA CE€ B aMOYJIATOPHHU YCJIOBHS IO JICWCTBHETO Ha 00Ia KpaTKOTpaliHa BEHO3HA
aHecTe3Ms, MPU HAIMYUE Ha AaHECTE3MOJIOTHUEH €KUIT U TOTOBHOCT 3a CIIeNTHA XOCTIMTAIU3alisl Ha )KeHaTa 1
W3BBPIIBAHE TPU HEOOXOIUMOCT Ha OTIEpaTUBHA MHTEPBEHIINS; )KEHATa OCTaBa 1M0J] aKTUBHO HAOJIOICHNE U
MOKOW B MPOJBIIKEHHE Ha TMOHE 4 Yaca, KaTo € MpernopbYUTeNHO Aa Ob/e ocTaBeHa 3a HabmoaeHue 10 48
yaca (3a MIL{ u IKL] ¢ pa3kputu jeria 3a KpaTKOCPOUEH MPECTOM) WK XOCTIUTAIM3Upana 3a 48 Jaca;

10.7. BCHMUKM JaHHM 3a MPOTHUYAHETO HA EMOpPHUOpEAYKIMSTa cliefiBa Ja OBbJAAT HAaJJICKHO
peructpupanu B 1ucT 3a 3 1 Ha jxeHarta Jja ce u3aaje enuKpusa.

11. Habupane, KOHCyATHpaHE W Ha3HAYaBaHE Ha WM3CJICABAHUS HA MOTCHIIMATHHU JApHUTENId Ha
SIMUEKIIETKH.

11.1. OO HOIOXKEHUS:

11.1.1. moTeHUMATHUTE JAPUTENH ClIe/Ba Aa ca MHPOPMUPAHU 332 AUATHOCTUYHHUTE MPOLEAYPH
Y U3CJIC/IBAHUATA, KOUTO IIIe UM OBbJaT MPUIOKCHH U TPUYUHUTE 32 TOBA;

11.1.2. noTeHUMATHUTE MAPUTENIM CJIeIBA Ja Ca HAsICHO, Y€ TE3M M3CIEIBaHUSA U MPOLEeAypH
MoraT Jia IOBEJaT 0 OTKPHBAHETO HA HEMOAO3MPAHU OT TAX CHhCTOsHUS wiu Oonectu (Bki. HIV, npyru
TPAaHCMHCHBHH 3200JISIBaHHSI, XOPMOHAITHN HAPYIICHUS, TCHETUYHA aHOMAJIUH | TIP. );

11.1.3. npu HaOupaHe Ha [NapUTENU 3a OBOILIMTU Cle[iBA Ja c€ MOThpcH HHPOpMAIHS 3a
€BEHTYAJTHH MPEAXO0KIAIIH JOHAIIMA Ha CHIIOTO JIMIIC B IPYTH JIeYeOHU 3aBEICHUS, KaTO € HEJIOIMyCTUMO J1a
ObJaT TOCTUTAHU TOBEYE OT 5 KUBH PaKIaHWs BCIEICTBUE AapsBaHE OT CHIIOTO JHIE, B TOBA YHUCIO
COOCTBEHUTE MY paKIaHUS;

11.1.4. moTeHUHATHUTE JApUTEIU CIEIBa Ja Ca HAsICHO, Y€ MOrar J1a C€ OTKaXaT IO BCSIKO
BpEME OT JIOHOPCTBO 0 MOMEHTA Ha U3IOJI3BAaHE HA TEXHUTE OBOLIUTH;

11.1.5. HemomycTUMO € /1a ce OKa3Ba HATHCK WM Jia ce Ipejiara odjara BbpXy MOTEHIIMATHUTE
JOHOpU Ha SHIEKIETKH OT CTpaHa HAa MEAMIMHCKH TEepCOHAlNl, MOTCHIMATHU PEIHUIHEHTH, ONU3KU U
POJHUHM HA JIOHOPA;

11.1.6. Bb3MOXHO € JOHOpPUTE HA OBOLUTH Ja ObJaT OOe3LIETSIBAaHU B PasyMHHU pa3Mepu 3a
HAIPaBEHH Pa3XxOJIu:

11.1.6.1. rpTHH;

11.1.6.2. 3a HacTaHsIBaHE U MIPECTOM;

11.1.6.3. 3a oTCBHCTBHUE OT paboTa;

11.1.6.4. 3a npuunHeH quckoM@opT wim 00JIKa;

11.1.6.5. nmponycHaTH MOJ3U U JP.

11.2. CHemaHe Ha aHaMHEe3a ¥ KOHCYJTUPaHE Ha MOTEHIIUATHU JApUTENH (MHTEPBIO):

11.2.1. nabupaHeTo, KOHCYATHpPAHETO M HA3HAYABAHETO HA M3CIEABAHUS HA IOTCHLUAIHU
JIOHOPH Ha SUIEKJIETKH CE€ OCBIIECTBSIBA OT JIEKap, OTTOBAPSI HAa M3UCKBAHUATA HAa TO3U CTAaHIAPT;

11.2.2. KOHCYNTUPAILIUAT JIEKap CleBa Ja CHEMe MaKCHMaIHO MOIpoOHa aHaMHe3a, 0COOEHO TTO0
OTHOIICHNE HAIMYMETO HA CHEHU(PUIHU 3a00JSBaHUS 32 CEMEHCTBOTO Ha JIAPHUTENs, NMPEKApaHH OT HETO
MUHAIH 3a00JsIBaHUS U XUPYPrUUHU HAMECH, HAIMYHETO Ha POJCHH OT JOHOpa Jlela U TAXHOTO HEPBHO-
MICUXWYHO Pa3BUTHE U 3a00JISIBAHUS TIPHU THIX;

11.2.3. xoHCyInTHpamusT Jiekap Moxe naa ce uHbopmupa oT juuHus jekap (OILI) nHa
MOTEHIIUATHHSI JOHOP 32 3[I[PaBOCIOBHOTO MY CHCTOSIHHE M 32 BCHUKH BH3MOKHU (PAKTOPHU, KOUTO MOTaT Jia
ObJaT MPUYHHA 32 OTXBBPJITHE HA KOHKPETHUS JOHOD;

11.2.4. moTeHUMaTHUTE AapUTENU CielBa Ja ObaaT HaAJICKHO WHGOPMHUPAHH 32 BCHUYKH
oOcrositencTBa U (akTH, KAaKTO U 332 BH3MOXKHHUTE PUCKOBE U IOCIICJCTBUS, CBbP3aHU C MPHJIAraHETO Ha
KOHTpPOJIMpaHa OBapHajHa XUIEPCTUMYJAIM U MOJIy4YaBaHETO Ha SIMIIEKIETKH upe3 (OJIUKYJIHA IMyHKIUS
o exorpad)CKy WU JIAAPOCKOIICKA KOHTPOJI, CIIe KOETO J1a Ce B3eMe TAXHOTO WH(OPMHUPAHO CHIIIACHE;
3aIBJDKUTEIIHO € TPU B3eMaHe Ha HWHPOPMHUPAHOTO ChIVIACHE Ja OBJAT YIOCTOBEPEHH C aOCOJIOTHA
CUTYPHOCT JaHHHWTE 3a JapuTels, KOUTO Ja I[O3BOJIAT HEroBaTa €JHO3HAuHA WJECHTU(UKALUS OT



KOMIIETEHTHUTE JIMLIa U OPTaHU IO ChOTBETEH PEJL;

11.2.5. B ciyyaute, KOraTo MOJIYyYEHUTE OT IOHOP SWUIIEKIETKH IE CE IMOJI3BaT 3a aCHUCTUpaHa
PenpoayKIMs IPH AHOHUMEH PELUIINEHT, ClIe/IBa JIa CE€ OCUTYpH aHOHUMHOCT M Ha JapuTess U ToH aa 0bae
YBEPEH, Y€ Ta3u aHOHUMHOCT I11€ Ob/Ie 3a1a3€eHa;

11.2.6. moTeHIMaTHUTE AaHOHUMHHU JApUTENU Clie[Ba 1a ObJaT yBEJOMEHH, Y€ UM € 3a0paHeHO
Ja TPaBAT KAKBUTO W Ja OWJIO TOCTBHIIKM 3a YCTAaHOBSBAaHE CAMOJMYHOCTTa Ha AHOHHUMHHUS PEIUIHACHT
(peuunueHTH) Ha TEXHUTE OBOIUTH;

11.2.7. roukn 11.2.5 u 11.2.6 He ce OTHACAT A0 JAPUTEIUTE HA OBOLUTH 33 TEXHH ONU3KU WU
POJIHUHU OT >KEHCKH I10J1 10 NpaBa JIMHUS.

11.3. Kputepuu 3a ono0psiBaHe Ha JTapUTEIN HA OBOLUTH:

11.3.1. BB3pacrt: ceritacHo wi. 13, an. 1, 1. 1 ot Hapexnbara;

11.3.2. na He ca mOCTaBEHM MO]1 3aIIpelICHNUE;

11.3.3. moHe eMHOKPATHO peaTn3upaHa PerpoyKTUBHA (QYHKITHS (ITOHE €THO KUBO JIETE);

11.3.4. nurnica Ha TUYHA WJIK CEMEWHA UCTOPHS 32 HACJICACTBEHHU 3a00JISIBAHUS;

11.3.5. nmurca Ha JaHHU 3a Ta30BOBB3MAIMTEIIHA 00JIECT;

11.3.6. nunca Ha TMYHA aHAMHE3a 32 TPAHCMHUCHBHH 3a00JIsIBaHUS;

11.3.7. neratuBau TectoBe (nurnca Ha uHpekius) 3a HIV, HBV, HCV u cudunuc;

11.3.8. numnca Ha 3a00asBaHUS U CHCTOSHUS, KOUTO KPHST CHILECTBEH PUCK 3a 3/paBETO U
KUBOTA Ha JIapUTells WIH 3a YBpEKJaHe Ha Heropara Ob/elia pernpoyKTUBHA CIIOCOOHOCT.

11.4. HeoOX0oauMu U3CIICIBAHUS U TIPETIICIN:

11.4.1. 3a TpaHCMUCHBHH 3a00JIIBaHUS - CEPYM:

11.4.1.1. Anti-HIV-1,2 unmun HIV Ag/Ab;

11.4.1.2. HBsAg u Anti-HBc;

11.4.1.3. Anti-HCV umu Anti-HCV Ag/Ab;

11.4.1.4. HTLV-1 npu unaukamnuu;

11.4.1.5. (cieuuduyen) 3a cuduimc,

11.4.2. nepBukanna uuronamaska (PAP);

11.4.3. MUKpOOHOIIOrMYHO U3CII€BaHE HA BarajuileH/lepBUKaJIeH CEKPET;

11.4.4. XopMOHaIHU U3CJIEBaHUS B HAUAIOTO Ha MeHCTpyainHus Kb - FSH, LH u estradiol;

11.4.5. ruHEKONOTHYEH TIPETJIe]] ¥ TPaHCBAarMHAIHA exorpadus Ha MAIbK Tas3;

11.4.6. I[IKK, CYE, 6uoxumus u xemocrtasa (1 - 7 qau npeau ponukynHaTa myHKIUs).

Paznen VII
MeToauuHu yKa3aHus 3a OMOJIOTHYHO-Ta00pPaTOPHU METOAM NPH M3BBPLIBAHE HA aCUCTHPaHA
penponyKINA

1. OO N3KUCKBaHUS: BCHUKU OMOJIOTUIHO-TA00pAaTOPHU METO/IM CE€ U3BBPILBAT:

1.1 camo ot mpaBocnocoOHuTe rta 1o pasaen I, 1. 5 u 6;

1.2 mpu cna3zBaHe Ha pasnopeadUTe Ha Ta3u Hapeaoa;

1.3. B cpeit ¥ ¢ KOHCYMAaTHUBH, KOUTO Ca:

1.3.1. 3a enHOKpaTHa ynoTtpeoa;

1.3.2. crepunny;

1.3.3. IMTOHETOKCUYHHU;

1.3.4. uzrorBenu cwrriaacHo npuerute crannaptd B EC u umar ceptudukar 3a Toa;

1.3.5. B cpoK Ha rOAHOCT;

1.4. npu cna3BaHe Ha U3MCKBAHMTA 32 €ETUKETHPAHE HA MaTepHalla U OCUTYpsIBAHE HA yCIOBHS
3a MpOCJeIIeMOoCT ITbTS Ha MaTepualia, KOMTo ce 00paboTBa, 1 KOHCYMaTHUBUTE, KOUTO C€ MOJI3BAT;

1.5. B KOHTpOJMpaHU YCIOBUS Ha OKoinHata cpefga (cwria. pasgen VIII), xorato ToBa e



HEO0XO/IMMO U € OT KpUTHYHO 3HAUYEHHUE 32 KAYECTBOTO U 0€30MaCHOCTTa Ha KIETKUTE;

1.6 cnopen pasnucanu, Banuaupanu u ogoopernu COII.

2. ExcriepTH3a Ha CriepMaToO30U/IH 3a LEJIUTE Ha aCUCTUPAHATa PENPOAYKIIUS:

2.1. m3BppmBa ce cvrimacHo kputepunte Ha C30 w/mnm cTpukTHUTE KpuTepun Ha Kprorep 3a
MopdoJIoTHsl Ha clepMaro3ouguTre (B claydauTe, KOraTro H3CIEIBAaHUSAT MaTepual € IOJIy4eH upe3
esIKyJ1anus);

2.2. ce OCBILECTBsBA cle/l MOJyyaBaHEe Ha CEMEHHAa TEYHOCT OT MbXa - OOEKT Ha M3CJIEBaHE,
4pe3 eIUH OT CIIeIHUTE HAUUHU:

2.2.1. upe3 mactypOanus;

2.2.2. ype3 eNneKTpOCTUMYJIALMsl Ha EAKYJIaLNATA;

2.2.3. upe3 nepkyTtanHa o6uorncus Ha enuauauma (PESA);

2.2.4. upe3 mukpoxupyruuna ouoncus Ha enuguauma (MESA) unu tectuca (TeSE);

2.5. ce OChLIECTBSIBA TIOCPEACTBOM:

2.5.1. MEUKpOCKOIIMpaHe Ha CIIEPMATO30HU/IH;

2.5.2. xomnroThpHO-acucTupan cnepmaineH ananu3 (CASA);

2.6. BOIU 710 TEHEpUPAHETO Ha MHPOpPMAIHS, KOSITO C€ 3allMCBa B ChOTBETHUTE PETUCTPU, BHPXY
¢ui 3a "Pesynaratu oT ciepmaineH aHanu3" WIKM B CbOTBETEH pa3zel Ha eMOPHOJIOTMYHMS IPOTOKOJ U/HUIH
KOMIIOTHPHA 0a3a JaHHH.

3. O0OpaboTka Ha ceMEHHA TEUHOCT 3a LIEJIUTE Ha aCUCTUpaHaTa PerpOyKIIHsL:

3.1. BKJIFOUBA METO/IM 32 U30JIMPAHE HA CIIEPMATO30M/IM U TSIXHATA CEJIEKLUS Upe3:

3.1.1. neHTpodyrupane B XpaHUTEIHU CPEIH U IITBTHOCTHH TPAIUCHTH,

3.1.2. npomMuBaHe B XpaHUTEIIHU CPENH;

3.1.3. ceauMeHTanus, pecyCHeHAMpaHe WIM M3IUIyBaHE (SWim-up) Ha HU30JIMpAHUTE
CIIepMaTO30M/1H;

3.2. BoAM W J0 TEHEpUpPAHETO HAa WH(MOpPMAIUS, KOSTO C€ 3allMCBa B CHOTBETHUTE PETHCTPH,
BBPXY ¢ui 3a "Pe3ynrar or 00paboTka Ha ceMEHHA TEYHOCT" UJIM B ChOTBETEH pa3zeil Ha eMOPHOIOrHUHMS
MIPOTOKOJI W/WJIK KOMITIOThPHA 0a3a JaHHHU.

4. CpxpaHeHHE HA CIIEPMATO30UIU:

4.1. 3a HemocpexacTBeHa ymnoTpeda (10 24 wyaca) ce M3BbpLIBA NpU CTaifHA WIM TeJEeCHa
Temneparypa (B HMHKyOaTop/TepMOCTaT), B XPAHWUTEIHU CPEIW B 3aTBOPEHH, CTHKETHPAHW KOHTEHHEPH
(empyBeTKH U 1Ip.);

4.2. 3a mo-IBJITH NepHOU (KaTo ce MPenopbuBa CbXPaHEHUETO Ja HE HAIXBBPISA 5 rOIMHU) ce
OCBILECTBSIBA UPE3 KPUOKOHCEPBALUS:

4.2.1. cnen nmpubaBsiHe Ha MOAXOASI KPHOIIPOTEKTOD;

4.2.2. B moaxo 111 €TUKEeTHpaH (KOJAupaH) KpUOKOHTeHep (cryovial, neiiera u nip.);

4.2.3. cnen mpouedaypa Ha 3aMpassiBaHE IO CBHOTBETEH NPOTOKOJ Cbhc/Oe3 MoMolTa Ha
aBTOMATHU3HMpPaAH 3aMpPa3UTEL;

4.2.4. u mocraBsHE B NOJAXOAAL] 3a CBHXPAHEHUETO [I0APOB CbJ (32 TEUeH a30T) WIU
HUCKOTEMIIEpaTypHa XJaJnuiHa Kamepa (C rapaHTupaHa TeMieparypa, no-Hucka ot -80°C);

4.3. BOM U 10 TEHEPUPAHETO Ha UH(OPMAIHs, KOATO ClIe[Ba Ja CE PErHCTPUPA B ChOTBETHUTE
PETUCTPH, MOIXOASIII IPOTOKOJ W/UIM KOMIIOThpPHA 0a3a TaHHH.

5. IlpenocraBsiHe Ha CIEPMATO30MIM B APYTHU JI€U€OHU 3aBEACHUS:

5.1. ce U3BBpILIBA IPU €]1HA OT CIEIHUTE Bb3MOKHOCTH:

5.1.1. crmex oOpaboTka Ha CIEPMATO30UIM OT MBX, Ha YHATO KEHA B JPYroTro JedeOHO
3aBEJICHUE 11I€ CE€ OCBIIECTBYU IIOCTABSIHE HAa CIIEPMATO30MAM (MIHCEMHUHALIUA);

5.1.2. cnen pa3Mpa3zsiBaHe Ha KPMOKOHCEPBUPAHU CIIEPMATO30UIU OT aHOHUMEH JApUTEIL;

5.2. ce Wu3BBPIIBA, KaTO TMPEAABAHETO W TPAHCIOPTUPAHETO Ha CIEPMATO30UIUTE Ce
OCBILECTBSIBA C TPAHCHOPTEH JUCT (MaHU(ECT) U MPUAPYKUTEIHO MUCMO (Puir), ¢ aTpuOyTH CHIVIACHO



TO3U CTaHJAApT.

6. Excieptusa Ha GoauKyJapHU TEYHOCTH WIIH OBOIIUTH:

6.1. BKJIFOUBA JEMHOCTH TO:

6.1.1. excrieptTu3a Ha (ONHMKYJIAPHU TEUYHOCTH, MOJYYCHH OT CBHIIOTO WM JPYro JieueOHO
3aBe/ICHUE;

6.1.2. uaeHTUUKAIM HA OBOIIUTHO-KYMYJTYCHH KOMILUIEKCH;

6.1.3. ekcrmepTh3a Ha OBOLUTH MPEAHU OIUIOKIAHETO UM Ype3 KIACHMYECKO WH BHUTPO WIH
MHTPAIUTOIIa3MEHO HHXKEeKTUpaHe Ha ciepmarozouau (ICSI);

6.1.4. ekcriepTr3a Ha OBOLIMTH 3a OLIEHKAa HA OIUIOXKIAHETO MM 4Ype3 KJIACMYECKO WMH BUTPO
OIUJIOXK/IaHE MM MHTPALMTOIUIA3MEHO HH)KeKTUpaHe Ha cnepmaro3ounau (ICSI);

6.1.5. exciepTu3a Ha OBOLMTH MPEAU U Clie]l KPHOKOHCEPBAIHS;

6.1.6. excniepTuza Ha GOIUKYIAPHU TEUHOCTU U OBOLIUTH MPEIH TAXHOTO YHUIIOKABAHE;

6.2. U3BBpIIIBA CE:

6.2.1. Upe3 MUKPOCKONIUPAHE ChC CTEPEOMHUKPOCKOI, HHBEPTEH MUKPOCKOII U JIp.;

6.2.2. mpu Hy*/1a ¢ (OTO- U/UIH BUJCOAOKYMEHTUPAHE;

6.2.3. B KOHTPOJIMPAHU YCJIOBHS ChC CTPEMEXK 3a MHUHHMAJTHA €KCIO3UIUS Ha (PaKTOpHUTE HA
BBHILIHATA CPEIa;

6.3. BoOM 10 TeHepupaHe Ha HH(OpMAIMs, KOSTO Cle[Ba Ja CE 3alicBa B CHOTBETHUTE
PETUCTPH U eMOPUOJIOTUYEH MPOTOKOJ /UM KOMITIOThpPHA 0a3a JaHHH.

7. O6paboTKa HA OBOIUTH:

7.1. BKJIIOUBA NEWHOCTH II0:

7.1.1. mpexBbpIIIHE HA OBOLUTH OT €MH KOHTEHep (TeTpH, epyBETKa) B IPYT;

7.1.2. mpoMHUBaHe HAa OBOLIMUTH C XPAHUTEIIHU CPEH;

7.1.3. MaHMITyTalluK BHPXY KYMYJIYCHUTE KJIETKHU U KOpoHaTa (corona radiata);

7.1.4. KynTUBaIMs B XpaHUTEIHU CPEIH MTPU KOHTPOJIHPAHH YCIIOBHS;

7.1.5. ”HCEMHHUpaHe Ha OBOILIMTU ChC CYCIIEH3Us OT 00pabOTEeHU CIIEPMATO30MIM B XpaHUTEIHA
cpena;

7.1.6. o110’ /1aHe HA OBOLIMTH Upe3 MH)KEKTUpaHe Ha equHUYHU ciepmaTto3ouu (ICSI);

7.2. BOAM 10 TeHepupaHe Ha HH(OpMaIMs, KOSTO Cle[Ba Ja C€ 3alhcBa B CHOTBETHUTE
PETUCTPHU U eMOPHOIOTHYECH MPOTOKOJI H/MIIM KOMITIOThpHA 0a3a JaHHH.

8. ExcniepTu3a Ha MpeIuMILIaHTAllMOHHU EMOPUOHH:

8.1. BKJItOUBA JEMHOCTH MO:

8.1.1. omeHKa Ha 3WTOTH IO OTHOIICHHWE Ha Opos, Pa3MOJIOKEHHETO M CTPYKTypaTa Ha
MPOHYKJICYCUTE UM, MOJIIPHUTE UM Tellla, IUTO30J1a, KAKTO ¥ Ha HAKOU JAPYTH MOKa3aTelu;

8.1.2. oleHKa Ha JACNAIIMA CE€ MNPEAUMIUIAHTAIIMOHHH EMOPHOHM (10 KOMIAKTH3aIus) IO
OTHOILIEHHE Ha Opos, popmara, pasMoyOKEHHETO M CTPYKTypaTa Ha Onacromepure uMm, zona pellucida,
HAJIMYMETO U eKCTEH3WBHOCTTA (B % OT o0mms o0eM) Ha aHykKJeapHUTE (parMeHTH, KaKTO U Ha HIKOH
IpyTH MOKa3aTeNH;

8.1.3. omeHka Ha NpPEAMMIUIAHTAIIMOHHM €MOpPHMOHM - OJACTOLMCTH, IO OTHOIICHHWE Ha
CTPYKTypaTa U CTEIeHTa Ha pa3BUTHE Ha OJacTOIMCTa, 00eMa U CTpyKTypaTa Ha OJacTOLMCTHATa KyXHUHA U
BBTpEIIHATa KJIeThbYHa Maca, Opost 1 MOpQoIoruara Ha TpoPeKToAepMaIHUTE KIETKH U Ap. TOKa3aTelu;

8.1.4. cenexuus Ha NPEIUMIUIAHTAIMOHHU €EMOpPHUOHHM 32 TIOCTAaBSIHE B MaTOYHATa KyXHHa, KaTo
ce MpemopbyuBa BCSKO Je4eOHO 3aBeleHHE Ja IMOJI3Ba CTaHAApTHAa CKOpPOBa CHCTEMa 3a KadyecTBO Ha
eMOproHUTe (BKJI. pazpaboTeHa cOOCTBEHA WM MOIU(DUIIpPAHA);

8.2. U3BBpIIBA CE:

8.2.1. upe3 MUKPOCKOIIUPAHE ChC CTEPEOMUKPOCKOII, THBEPTEH MUKPOCKOII U JIp.;

8.2.2. mpu HyX1a ¢ POTO- U/WIH BUACOJOKYMEHTHUPAHE;

8.2.3. B KOHTPOJIMPAHU YCJOBUS ChC CTPEMEX 32 MMUHHUMAJIHA €KCIIO3UIMS Ha (aKTOpUTE Ha



BBHIIIHATA CPEJIA;

8.3. Boau [0 TreHepupaHe Ha HH(pOpMalUs, KOSTO cjelBa Ja CE€ 3alKucBa B CbOTBETHHUTE
PETrUCTpU U eMOPHOJIOTHYEeH MPOTOKOJI W/UIIM KOMITIOThpHA 0a3a JaHHHU.

9. O6paboTka Ha MPETUMITTIAHTAITMOHHU €MOPUOHHU:

9.1. BKJIIOUBA IEWHOCTH II0:

9.1.1. npexBbpIsiHE HAa EMOPUOHM OT €IMH KOHTEWHEp (IIETpH, ENPYBETKA) B APYT;

9.1.2. mpomMuBaHe HA EMOPHOHHU C XPAHUTEITHU CPEIH;

9.1.3. BB37ciicTBHs BhpXY zona pellucida ¢ men acuctupane Ha nzmonsanero (assisted hatching)
C MOMOIITa Ha PU3UYHU WIH XUMUYHU areHTH;

9.1.4. xkynTuBaIuUs B XpaHUTEIHU CPEIH MPU KOHTPOIUPAHH YCIIOBUS;

9.1.5. Ouomncus Ha Omacromepu (C MOMOUITA HAa MHUKPOMaHUIYJaTOp) 3a LEJIUTE Ha
MpeIMMIUIaHTallMOHHATa TeHeTUYHa quarnoctuka (PGD);

9.1.6. 3apexxnaHe Ha eMOPHOKATETPH 3a IOCTaBSHE Ha MPEAUMIUIAHTAIMOHHU EMOpPHUOHH B
TsutoTo Ha xkeHara (ET);

9.2. u3BBpIIBA C€ B KOHTPOJIUPAHU YCIOBUS ChC CTPEMEX 3a MHHHMMAJHA EKCIO3MLUS Ha
(dakTopuTe Ha BBHILIHATA CPEAa;

9.3. BoaM 10 TeHepupaHe Ha HH(OpMaIMs, KOSTO Cle[Ba Ja C€ 3alhcBa B CHOTBETHUTE
PETUCTPU U eMOPHOIOTHYECH MTPOTOKOJI H/WIIM KOMITIOThpHA 0a3a JTaHHHU.

10. CpxpaHsBaHE HAa OBOLMTU U MPEIUMILIAHTAIIMOHHNA EMOPUOHH:

10.1. ce ochuiecTBsIBa Upe3 KPUOKOHCEPBALIMs, KATO CE MPENopbyuBa MPECTOSAT B KpHoOaHKaTa Ja
HE HAaJBHUIIABAa 5 TOMUHU:

10.1.1. cnen mpubaBsiHE HA TOIXOASI KPHOTIPOTEKTOD;

10.1.2. B moaxod1y eTUKeTUpaH (KOJUpaH) KpHOKOHTelHep (cryovial; neiiera u ap.);

10.1.3. cnen mpoueaypa Ha 3aMpassiBaHe 10 ChbOTBETEH MPOTOKOJI C TIOMOIITA HAa aBTOMAaTU3UPaH
3aMpa3uTeN; MOKEe M 0€3 TaKbB, aKO C€ MPHUJIara METOABT BUTPHU(PHKAIINS;

10.1.4. u mocraBsiHE B MOAXOASIl 32 CBHXPAaHEHHETO [I0APOB ChJ (3a TEUEH a30T) WIIH
HUCKOTEMIIEpaTypHa XJaJuaHa Kamepa (C rapaHTupaHa TeMIeparypa, no-uucka ot -120 °C);

10.2. Bomu 1o TeHepupaHe Ha HMH(POpPMAIMS, KOSTO CJIEJIBa Jla C€ 3aluCBa B CHOTBETHUTE
PErucTpu U eMOPHOIOrUYEeH MPOTOKOJI U/WIIM KOMITIOThpHA 0a3a JaHHHU.

11. TlpemocraBsHe Ha OBOIMTH WM TPEAVMIUIAHTAIIMOHHH E€MOPUOHM B JpPYyTd Jie4eOHU
3aBe/ICHUS:

11.1. ce u3BBpILIBA NPU €HA OT CIACTHUTE BH3MOXKHOCTH:

11.1.1. oBouMTH, TIOJYYEHH B OMPENEICHO Je4eOHO 3aBe/IEHHE C IIeJT OCBIECTBABaHE HA "MH
BUTPO" (epTUIn3anus WIu CbXpaHeHUE B Ipyro JieueOHO 3aBeICHNUE;

11.1.2. emOpuoHHM, TOJy4YeHH B [aA€HO JEYeOHO 3aBEACHHUE C 1€ TOCTAaBIHETO WM
(emOpuoTtpanchep) Win CbXpaHEHUETO UM B IPYTO JICueOHO 3aBe/ICHUE;

11.2. ocpuiecTBsBa ce:

11.2.1. B TpaHCTIOPTHU UHKYOATOPU, B XPAaHUTEIIHU CPEIH, TP KOHTPOIUPAHU yCIOBUS;

11.2.2. B KpHOKOHCEPBUPAHO CHCTOSHUE B TPAHCIIOPTHU TEPMOCH B TEUEH a30T;

11.3. u3BbpiBa ce, KaTo MpeaBaHeTo W TPAHCIIOPTHPAHETO HA OBOLIMTHUTE WIIM EMOPHOHHUTE CE
OCBILECTBSIBA C TPAHCIIOPTEH JUCT (MaHU(DECT) U MPUIPYKUTEITHO MUCMO ((HIll) ¢ aTpUOYTH CHIVIACHO TO3H
CTaHapT.

12. ETuketupane Ha CHEpPMATO30UAM, OBOLUMUTH U NPEIUMIUIAHTAMOHHU EMOpPHUOHH Ce€
U3BBpIIBA OT KOMIIETEHTHUTE JIMIAa CbOOPA3HO U3UCKBAHUATA Ha wi. 32 - 33.

13. W3rternmssHe W  YHMILOXKaBAaHE HAa CbXPAaHEHU CIEPMATO30MAM, SHUUEKIECTKH U
MPEeIMMIUIAHTAIIMOHHN eMOPHOHU:

13.1. ce u3BBpILIBA CHIVIACHO BHTPEIIHU 3a JICYEOHOTO 3aBe/IEHUE MpaBUja 3a Ta3H JEHHOCT,
pasnucanu B COIl, koraTo ce oTHacs A0 CIEAHUTE CIIy4au:



13.1.1. xenaHue Ha MAUEHTUTE, YAOCTOBEPEHO C MUCMEHO HH(MOPMHUPAHO CHIIIACHE;

13.1.2. oBoMTH W €MOPHWOHM, HEW3IIOJ3BAHM 3a ACHUCTHUPAHA DPEMPOAYKIUS TMpU JIUIICA Ha
KeJaHue OT CTPaHa Ha MallMeHTUTE 3a TSIXHATa KPUOKOHCEPBAIU UM YHUIIOKAaBaHE, KOraTo ca U3MHHAIIN
MoBEYE OT 7 ICHOHOIIMS OT MOMEHTA Ha OIUIOXK/IaHE Ha OBOITUTHUTE;

13.1.3. oBomuTH U eMOpPHOHH, KOTaTO € HaJHWIle MHMKPOOHO 3aMbpCsBaHE M pACTeX B
XpaHHUTeNHATa cpena (MH(EKIHs), KpUEeId PUCK 3a KphCTOCAaHa KOHTAMUHAIIHS MJIH 32 3/IpaBeTO Ha )KEHaTa,
Ha KOATO cje/iBa Aa ObJaT MOCTaBeHH; B TE€3U CIyyau cjelBa Aa ObJe U3BBPUICHO M MUKPOOUOIOTUYHO
W3CIIe/IBAHE HA KYJTypelHaTa Cpe/ia 3a YCTaHOBABaHE Ha MPUYUHUTEIIS;

13.1.4. u3TMyaHe Ha MakKCHUMAaJHHUA CPOK 3a ChbXPAHEHHUE, KOMUTO € 3asiBEH OT MAI[MEHTUTE MpHU
MOJMKCBAHETO Ha MH(OPMUPAHO ChIVIAcHE 3a KPUOKOHCEPBAIUs; MPENophuBa C€ MAKCUMATHHUAT CPOK 3a
CbXpPAaHCHUC Jla HC HaABHIIIaBa 5 T'OJWHMU,

13.1.5. u3Tn4aHe Ha MoBeYe OT 6 Mecela cliell 3asBEHUs CPOK 33 ChXpaHEHUE IPU HETIOTHPCEHU
CIIEpPMAaTO30MH, SIMIIEKJIETKH U EMOPUOHH;

13.2. ce u3pppmiBa cwrimacHo otaeneHn COII, korato ce oTHacs 10 OJOKWMpaHE, U3TETIISTHE WU
YHUIIOXKXABAHC HAa BCUYKU ﬂﬁHeKHGTKH, CIICpMaTo30u M UKW 3UTI'0OTH, KOUTO MOTaT Aa AOBCAAT 1O CCpHUO3HA
HEeXeJaHa peaKIus WM CEpUO3CH UHIIUICHT;

13.3. m3BBpIIBa ce, KaTo Islata WHGOpMalnMs TO Tpolleaypara cleiBa Ja Ce€ 3aluile B
CBHOTBETHUTE PETUCTPH, MOIXOISII IIPOTOKOI H/UIM KOMIIOThPHA 0a3a JaHHU.

Paznen VIII
MuHUMaTHA U3UCKBAHUS KbM JICUSOHUTE 3aBEJICHHUS, OCBIIIECTBABAIIN ACHHOCT MO0 acUCTHpaHa
PEenpoyKIHs

1. OO1M N3UCKBAHUSA:

1.1. JleueOHuTE 3aBeAEeHHMA HMMAT MOAXOASIIA CTPYKTYypa, MOMEIIEHHS M CHOPBKEHUS 3a
0€3011acHO U KaUueCTBEHO M3BbPIIBAHE HA ACUCTHPAHA PEIPOTYKIIHSI.

1.2. Korato penpoayKTUBHHU KJIETKH WIM 3UTOTH CE M3JaraT Ha (pakTOpUTE HA OKOJHATa cpeja,
BHUHAru KOraTo € NMpHJIOKHMO, CJI€Ba TOBA /1a CE€ W3BBPIIBA B KOHTPOJHUPAHHU YCIOBHS 1O OTHOIIEHHE HA
BJIQ)KHOCT, TEMIIEPATYPEH PEKUM, Ta30B CHCTAB U OIPEJEIICHA CTENIEH HA YACTOTA HA Bb3yXa.

1.3. Ilapamerpure OT KPUTHUYHO 3HA4YEHHE (HAIp. TEMIIEpaTypa, BJIAXKHOCT, KAauyecTBO Ha
BB3/lyXa) MOJUIeKAaT Ha CTPOT KOHTPOJ, MOHUTOPUHT M BIHCBaHE B PETUCTPUTE C €N JOKa3BaHE Ha
CHOTBETCTBUE U U3MBbJIHEHUE HA ONPEACICHUTE YCIOBUS 32 ChbXPaHEHHE.

1.4. Hanume ca Mepku 3a CHW)KaBaHE Ha PHCKa OT MHKPOOHO 3aMBPCSIBAaHE U KpPBhCTOCaHA
KOHTaMUHAIMA Ha 00paboTBaHUTE PENPOTYKTUBHU KIETKH U 3UTOTH.

1.5. Yucrora Ha BB3ayxa Hail-manko oT karteropusi D (Grade D), cweriacHo ompenencHUTE
napaMeTpH BbB BaJIMAHUSA KbM MoMeHTa EBponeiicku konekc Ha jo6pata npousBojcTBeHa npaktuka (II1P)
u Jlupextua 2003/94/EO, ce u3nuckBa B CIEIHUTE MOMEIICHHUS:

1.5.1. B OokcoBeTe 3a eKCIlepTH3a, CETHKETHpaHe, oOO0padoTka U TMpPENOCTaBsHE Ha
CIIEpPMAaTO30M/1;

1.5.2. B mpocTpaHCTBEHO 000CO0EHA CTPYKTYpa MO aCUCTUPaHA PETPOLYKITHSI.

1.6. YucroTa Ha Bb3ayxa oT kareropus A (Grade A), chriacHO onpeziesieHUTe MapaMeTpu BbB
BAJIUJHUSI KbM MOMEHTa EBporielicku kojekc Ha qoOpata mpousBoacTBeHa npaktuka (II1P) u JupextuBa
2003/94/EO, ce u3uCKBa B 4YHCTU OOKCOBE (JIaMUHApHM OOKCOBE) WJIM YacTU OT IMOMEIIEHUs, KBAETO ce
00paboTBaT PENPOYKTUBHHU KJIETKH U 3UTOTH 33 aCUCTUPaHa PETPOTYKIIHS.

1.7. Ilo-HECKO HUBO Ha YUCTOTA Ha Bb3/yXa C€ pa3peliaBa B CllydanuTe, KoraTo:

1.7.1. e mpuioxeHa YTBbpJEHa CUCTeMa 32 MUKpOOHA M BUPYCHA MHAKTUBAIMA WIH yTBBPIEH
MIPOLIEC Ha ITBIHO CTEPUIU3UPAHE;

1.7.2. TEXHUYECKH € HEBB3MOKHO J]a CE€ U3BBPILIN HEOOXOIUMHUST MPOLEC B YCIOBUATA HA cpelia



OT Kareropus A (HampuMmep MOpaau M3UCKBAaHE 3a CHEHU(PUIHO 0O0OpYyIBaHE HA MSCTOTO Ha 00paboTKa,
KOETO HE € HAmbJIHO ChbBMECTHMO CBhC Cpela OT KaTeropus A - HHKYyOaTOpH, MHUKPOMaHHITYJIaTOpPH,
neHTrpodyru u ap.);

1.7.3. METOOBT HA IPUIIOKEHUE HA NAJCHUTE KICTKU WU 3UTOTH, 00paO0OTBaHU B Ta3H cpeja, He
HOCH TIOBHILIEH PUCK 3a MAIlMEHTUTE, HA KOWUTO ce€ Mpuiara (Hamp. MpU MapTHLOPCKM HHCEMUHAIMU U
eMmOpuoTpancdep).

1.8. B cnyuaute Ha T. 1.7 OT TO3M pa3fen ce U3BHPIIBA TOYHO ONKCAHUE HA HeoOXoaumaTa
cpena, Karo Jie4eOHOTO 3aBeeHUE TpsAOBa Ja pasmojara ¢ JO0Ka3aTeJCTBA M JOKYMEHTH (Hampumep OT
MepUOANYEH KOHTpPOJI), ye u3dpaHara cpea € MOAXOAsIa 3a MOCTUTaHe HAa M3UCKBAHUATA 32 KayeCTBO U
0e30MacHOCT, MPEABU/ INIAHUPAHOTO MPEIHA3HAUYCHUE U HAYMH Ha MOCTaBsSHE HA PETPOTYKTUBHUTE KIETKU
WJTU 3UTOTH.

1.9. 3a Bceku cexTop Ha JIeueOHOTO 3aBeCHHE 3a padoTa ¢ PENPOAYKTUBHH KJIETKH U 3UTOTH CE
OCUTYPSBAT MOIXOASIIN O0JIeKTa U 000py/ABaHE C IIeN JIMYHA O€30MacHOCT ¥ XUTHEHA 3aeHO C MHUCMEHH
MpaBuJIa 32 XUTMeHa U HOCEHe Ha 00JIEKIO0TO.

1.10. Korato geiiHocTuTe B JIe4eOHOTO 3aBEe/IEHHE Ca CBBP3aHU ChC ChXpAaHEHHWE Ha ThKAHU U
KJIETKH, € HEOO0XOAMMO TOYHO ONpEJENsIHE Ha YCIOBHS 3a CbXpaHEHHE, IOCPEACTBOM KOUTO Ja ce
MOAIbpPXKA CHhCTOSIHUETO HA THKAHUTE M KIETKUTE (HApUMeEp TeMIepaTypa, BIaKHOCT WM KauyecTBO Ha
BB3/yXa).

1.11. CepxpaHeHHETO Ha PENPOAYKTUBHM KIETKM M 3UTOTH CE€ OpraHu3upa Taka, 4e Ja ce
rapaHTUpa NpeJOTBpaTsABaHE Ha MOAMSHA (MiX-Up) WM TPEHAcsHE Ha 3apa3d MEXAy TaX (cross-
contamination), KaTo 3a IIeJITa CE Ch3/1aBa CUCTEMA 3a Pa3JeJIHO CbXPAHEHHE Hal-MaJIKO Ha CJIIETHUTE TPYIU
MaTepuam:

1.11.1. rameTu ¥ 3UroTy Ha "Haemareiau'", KOUTO ca TECTUPAHH CIIOPE] U3UCKBAHUITA HA TO3U
CTaHJIAPT U C€ ChbXPAHABAT B XEPMETUUYECKH U30JUPAHU KOHTEIHEepH (HaMp. meiieTn);

1.11.2. rameTH 1 3UTOTH OT IAPUTENIH, KOUTO Ca B TIEPHO]I HA KAPAHTUHA;

1.11.3. rameTu u 3UTOTH OT JApHUTENH, KOUTO ca Clie]] KapaHTUHA U ca BepuduuupaHu 3a
pasnpocTpaHeHue U yrnorpeoa,

1.11.4. noTreHManIHO OMAaCHU MaTepHUaAIN B KOHTEHHEPHU C BUCOKA CUTYPHOCT.

2. bokc 3a ekcriepTu3a, €eTUKeTHpaHe, 00pabdOTKa U MPEOCTABSIHE HA CIIEPMATO30HIH:

2.1. e moMenieHne ¢ KOHTPOJI U OTPAaHUYCHHUE HA JIOCTHIIA;

2.2. 000opyaBaHO ChC:

2.2.1. mabopaTopHu mKadoBE U TUIOTOBE, MTO3BOJISIBAIIN MOKPO TIOYUCTBAHE U Je3WH(DEKIINS;

2.2.2. BrpajicHa B TUIOT JJabopaTopHa MUBKa (aJIaka);

2.2.3. nabopaTopHa 1IeHTpo(yra ¢ MOIXOASIIIH TapaMeTpH;

2.2.4. craHIapTEH CBETIMHEH MUKPOCKON WJIM HHBEPTEH MUKPOCKOIT,

2.2.5. repmoctat unu CO; nHKyOatop;

2.2.6. XJIaINIHUK;

2.2.7. namMmuHapeH OOKC, KOMTO ce MpernophyBa jJa € OT BEPTUKAJICH THII.

3. IIpocTpancTBeHO 000COOEHA CTPYKTYpa MO ACUCTHPAHA PEIPOTYKITHS:

3.1. Ilomewenus:

3.1.1. ¢ KOHTPOJ U OrpaHUYECHHE HA IOCTHIIA;

3.1.2. ¢ u3KycTBEHa BEHTUJIAIMS, KIIMMATHU3AIUs U IPEUUCTBaHE Ha BH3/IyXa.

3.2. O6opyBaHe:

3.2.1. mabGopatopHu mkadoBe U MIOTOBE, TIO3BOJISBAIIN MOKPO IIOYHCTBAHE U IC3UH(EKIIUS;

3.2.2. BrpajieHa B 1IoT JlabopaTtopHa MUBKa (aJmaka);

3.2.3. naGoparopHa HeHTpodyra ¢ MOIXOAIIIHN TAPAMETPH;

3.2.4. ctangapTeH CBETIMHEH MUKPOCKOIT;

3.2.5. cTepeOMUKPOCKOTI;



3.2.6. uaBepTeH MUKpockon ¢ Xodman i Hopmapcku KOHTpacT;

3.2.7. mukpomaHunyianuonHa cucrema 3a [CSI;

3.2.8. CO, unky6aTopu - Haii-MaJIko J1Ba Opos;

3.2.9. XxnaauIIHUK;

3.2.10. namunapeH Ookc;

3.2.11. TepmocraTtupyema maca (IJ10T);

3.2.12. cuctema 3a moctostHHO Toko3axpanBane (UPS).

4. KpuobGanka

4.1. [lomenienus:

4.1.1. Gokc uam yact ot 060co0eHa CTPYKTypa 10 aCUCTHPaHa PETPOIYKIIUS;

4.1.2. ¢ KOHTPOJI U OTPaHUYEHHUE HA JOCTHIIA.

4.2. ObopyaBane:

4.2.1. mporpaMupyeM aBTOMATH3UPAH 3aMpa3UTEN, He € HEOOXOINM, aKO C€ KPHOKOHCEPBHPAT
camo CIepMAaTO30MI1 WM Ce TI0JI3Ba METOABT BUTpUDUKAIIHS;

4.2.2. choBe 3a ChbXpaHEHHE Ha KPHOKOHCEPBUPAHU aMETH WM €eMOPHOHH B TEUCH a30T; WU
XJIAJIWIIHU KaMepH 32 CBPbXHHUCKH TEMIIEpaTypH.

5. Exorpagcka MaHUITyJTallMOHHA

5.1. [lomerieHne ¢ KOHTPOJI U OrPaHUYEHUE Ha JI0CThIIA.

5.2. O6opynBane:

5.2.1. mxadoBe ¥ MI0TOBE, MO3BOJISABALIN MOKPO MIOYUCTBAHE U I€3UH(EKINS;

5.2.2. BrpajieHa B 1IOT JlabopaTopHa MUBKa (aJmaka);

5.2.3. ciemen mkad;

5.2.4. THHEKOJIOTHYEH CTOJI,

5.2.5. yaTpa3ByKoB anapar ¢ abJJOMHHAaTHA U BarWHAJIHA COHJIA C OMOTICHYEH KUT;

5.2.6. MOHUTOD 3a BUTAJIHH MTOKA3aTEIH;

5.2.7. cnenieH peaHuMalMOHEeH KOMILJIEKT;

5.2.8. neubpunatop;

5.2.9. UI3TOYHUK HA KUCIOPOJ,.

6. Ctast 3a Bp3CcTaHOBsIBaHE ciie/l (POTUKYJIHA MyHKIHS WK eMOpHoTpaHchep

6.1. [lomemenus:

6.1.1. ¢ oL cnope]; XUTMEHHUTE U3UCKBAHMS;

6.1.2. ¢ KOHTPOJI U OTpaHUYCHHUE HA IOCThHIIA.

6.2. O6opynBane:

6.2.1. noHe enHa KyIIeTKa Uiy JIETJIO;

6.2.2. mkadue;

6.2.3. U3TOYHUK HA KUCIOPO/I.

7. Ctas 3a CiepMOOT/IEIISIHE:

7.1. OTAENTHO TOMENIEHHEe C TMOAXOAAI0 oOopyaBaHe (MeOeTupoBKa), MO3BOJISABAILO
ne3uH(peKINS;

7.2. B G1M30CT A0 CAaHUTAPEH Bb3€J 3a MalUEHTH WU CbC COOCTBEH TaKbB;

7.3. mpenopbyBa ce: HAIMYUETO Ha ayIMOBHU3YyaIHa TEXHUKA (TEJIEBU30P/BUIEO).

Paznen IX
MuHMMaJIHU UW3MCKBAaHMSI KbM CBCTaBSHE W BOJCHE Ha crnenuduyHaTa MEIUIMHCKA
JIOKYMEHTAIUs U PETUCThpa

1. O0ImM HOJIOKEHUS:
1.1. METUIIMHCKUTE TOKYMEHTH cJe/iBa Ja ObAaT ynpaBisiBaHU;



1.2. MEIMIIMHCKUTE JOKYMEHTH CJIe/IBa 1a ca SICHU, YSTHUMHU U €JTHO3HAYHU;

1.3. mpu OopaBeHe ¢ MeAUIIMHCKA HH(OpMaLIKA ClIe/lBa Jla ce Cra3BaT M3UCKBaHUATA 34!

1.3.1. 00eKTUBHOCT U JOOPOCHBECTHOCT;

1.3.2. noctarpyHOCT Ha 06eMa (IIbJIHOTA);

1.3.3. AcHOTa U HEABYCMUCIIEHOCT;

1.3.4. KOHPUACHITMATHOCT;

1.3.5. IpoABIKUTETHOCT, MTOCIEI0BATETHOCT U IPUEMCTBEHOCT;

1.3.6. cbxpaHeHue;

1.3.7. OTTOBOPHOCT Ha JULIaTa, UMAIIX JOCTHI 10 HEs;

1.3.8. HEBB3MOXKHOCT 32 HEOOPOCHBECTHOTO M MIPOMEHIHE WIIM YHUIII0KABAHE.

2. JleyeOHUTE 3aBEJCHUs M3TOTBAT W CHXPaHSIBAT JIOCHE HAa BCEKU JIOHOP, KOETO CBHABPKA
clieHaTa JOKYMEHTaIUS:

2.1. unentudukanus Ha goHopa (tpute umena, EI'H/JIHY, yHukanen uaeHTH(UKAMOHEH
HOMED, BB3pacT, 1Mon);

2.2. MeIWIIMHCKAa JOKYMEHTAIUsl, KOSTO Ja TO3BOJSiBA yCTAHOBSBAaHE Ha 3a00JsIBaHUS TPHU
noHOpa (pe3yaTaTtd OT (U3MKATHO HM3CIEABAHE, KBACTO € MPUIOKHMO; KIMHUYHU ITaHHU, PE3yJITaTH OT
1abopaToOpHU U APYTH U3CIEIBAHNUSA);

2.3. 1aHHU OT IPOBEIECHO U3CJIEIBAHE HA IICUXUYECKOTO ChCTOSIHUE HA JOHOPA;

2.4. XeMaTOJIOTUYHH U KIMHUKO-XUMUYHH TOKa3aTeNH 3a OlIEHKAa Ha CTENEeHTa Ha pa3pekaaHe
Ha KpPBBTA B CIIy4auTe, IPU KOUTO CE ChOOIaBa 3a peIuBaHe Ha pa3TBOPH;

2.5. ceritacue 3a B3eMaHe;

2.6. uHdopmammsTa MO T. 2 ce MperocTaBs Ha JOHOpA OT MPaBOCIOCOOEH Jekap Win Ouonor
cbriacHo paszzaen 1II, 1. 3, 4, 5 u 6 Ha TO3u cTaHIApT B JOCTHIIHA (opMa, KaTO c€ M3MOJ3BAT pazdupaeMu
MOHSITHSI; IOTBBPACHUTE PE3YNITATH OT U3BHPILIEHUTE U3CIEIBAHUS CE ChOOIIaBaT U OOSICHSIBAT Ha JOHOPA.

3. AtpuOyTH Ha HAKOH CTICHU(PUYHU METUIIMHCKU JTOKYMEHTH

3.1. [IpoTokoa 32 UHAYKIMA HA OBYJIALMATA:

3.1.1. uneHTUUKANMOHHY JAHHU HA MAIMEHTA:

3.1.1.1. yHUKaJEH KO,

3.1.1.2. Tpu nmeHa;

3.1.1.3. BB3pacrT;

3.1.1.4. ET'H;

3.1.1.5. Hacrosi aapec;

3.1.1.6. TeneoH 3a KOHTAKTH;

3.1.2. KJIMHUYHU JaHHU:

3.1.2.1. guarsosa;

3.1.2.2. nocnenna penosHa meHctpyanus (IIPM);

3.1.2.3. ocobeHOoCTH Ha MEHCTPYAJIHUS IUKBT,

3.1.2.4. BMI (UTM);

3.1.3. TepaneBTUYHU JaHHU:

3.1.3.1. Bug HA MEIUKAMEHTHUTE 3a UHAYKIHUS U T03UPOBKA;

3.1.3.2. nanHU OT exorpa)cKOTO U3CIIEABAHE;

3.1.3.3. 7aHHU OT XOPMOHAJIHU U3CJI€/IBaHUs (aKO ca IPABEHU);

3.1.3.4. naHHU OT HA3HAUYCHMUS,

3.1.4. moanuc Ha eKyBaIIus JieKap;

3.2. mPOTOKOJI 32 KOHTPOJIMpaHa OBapHallHA XUIIEPCTUMYJIAIIHS:

3.2.1. uneHTUUKANUOHHY JAHHU HA MAlMEHTA:

3.2.1.1. yHHUKaJEH KOI;

3.2.1.2. Tpu nmeHa;



3.2.1.3. BB3pacT;

3.2.1.4. ET'H;

3.2.1.5. Hacrosi aapec;

3.2.1.6. TeneoH 3a KOHTAKTH;

3.2.2. KIVHAYHYU JAaHHU:

3.2.2.1. quarnosa;

3.2.2.2. TIPM;

3.2.2.3. 0cobeHOCTH Ha MEHCTPYATHUS IIUKBIT;

3.2.2.4. BMI (UTM);

3.2.3. TepaneBTUYHU JaHHU:

3.2.3.1. Bu Ha MEIMKAMEHTHUTE 32 CTUMYJIAIUS U JJO3UPOBKa;

3.2.3.2. naHHH OT €XOrpad)CKOTO U3CIICIBAHE;

3.2.3.3. 1aHHU OT XOPMOHAJIHU U3CJIC/IBAHMUS;

3.2.3.4. naHHU OT Ha3HAUCHMUS,

3.2.3.5. nara Ha Ha3HaveHaTa (HOJIMKYJIHA ITyHKIIHS,;

3.2.4. noanuc Ha JeKyBalus JeKap;

3.3. IPOTOKOJI 32 U3BBPIIIEHA HHCEMUHAIHS:

3.3.1. uneHTUUKANMOHHY JJAHHU HA MAIUeHTa (PCIMITUCHTA):

3.3.1.1. yHUKaJIEH KOI;

3.3.1.2. Tpu umMeHa;

3.3.1.3. BB3pacr;

3.3.1.4. ETH;

3.3.1.5. HacTosuy aapec;

3.3.1.6. TeneoH 3a KOHTAKTH;

3.3.2. uneHTUUKANMOHHN JJAHHU HA JIMIIETO, OT KOETO Ca CIIEPMATO30UINTE 32 MHCEMUHAIIHSI:

3.3.2.1. npu UHCEMHHAITUS OT CHIIPYTa/MapTHHOPA:

3.3.2.1.1. yHUKaneH KOJ;

3.3.2.1.2. Tpu uMeHa;

3.3.2.1.3. BB3pacT;

3.3.2.1.4. ET'H;

3.3.2.1.5. nacrosin aapec;

3.3.2.1.6. TenedoH 32 KOHTAKTH;

3.3.2.2. npu UHCEeMHUHAIHS OT KpUOOAHKUPAH aHOHUMEH JapUTEI:

3.3.2.2.1. yHukaneH uaeHTuGUKAIMOHEH Ko (0T KpuobOaHKara);

3.3.2.2.2. kppBHa rpyna u Rh ¢axrop;

3.3.3. KJIMHUYHYU JaHHH:

3.3.3.1. quarnosa;

3.3.3.2. 1IPM;

3.3.3.3. ocobeHOCTH Ha MEHCTPYATHHUS IIUKBIT;

3.3.3.4. BMI (UTM);

3.3.4. TepaneBTUYHU JaHHU:

3.3.4.1. naHHU OT exorpadCcKu U3CIEIBAHUS;

3.3.4.2. naHHM OT MOCJICTHOTO XOPMOHAITHO U3CJIe/IBaHE (aKO UMa);

3.3.4.3. omnucaHue Ha WU3IOJI3BAaHUS TEHETHMUYEH MaTepuall (JaHHUM OT EKCIepTu3ara Ha
00pabOTEHHUTE CIIEPMATO30UIN );

3.3.4.4. natu 1 yacoBe Ha U3BbpIICHATA(UTE) UHCEMHUHALUA(1);

3.3.5. moanucC Ha JIEKyBalllKs JIeKap;

3.4. duin 3a pe3yaTaTu OT CriepMalieH aHallu3:



e€MOpPHOHU:

3.4.1. uneHTUUKANMOHHY JJAHHU HA MAlMEHTA:

3.4.1.1. Tpu uMeHa;

3.4.1.2. BB3pacrT;

3.4.1.3. ET'H;

3.4.1.4. vacrosi aapec;

3.4.1.5. TeneoH 3a KOHTAKTH;

3.4.2. KIVMHAYHYU TAHHU:

3.4.2.1. npenBapuTenHa IMarHo3a;

3.4.2.2. abctuHeHNMA (TIOJIOBO BB3AbPIKAHUE);

3.4.2.3. ApyTy KITUHUYHU OCIEKKH;

3.4.3. naHHU 32 U3CJICIBAHUS MaTEpHA:

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. ussr;

3.4.3.5. mupwuc;

3.4.3.6. BTeUHsIBaHE;

3.4.3.7. BUCKO3UTET;

3.4.3.8. pH;

3.4.3.9. 06eM;

3.4.3.10. KOHIIEHTpalKsI HA CIEPMATO30U/IUTE;

3.4.3.11. o6 Opoit Ha CrIEPMATO30UINUTE;

3.4.3.12. IOJBHKHOCT;

3.4.3.13. mopdomnorus;

3.4.3.14. KpbIIH KJIETKH;

3.4.3.15. koarynymu;

3.4.3.16. arnyTuHauus;

3.4.4. nnaruo3a;

3.4.5. npenopbKu;

3.4.6. nata ¥ Jac Ha HU3CJeaBaHE;

3.4.7. noanuc (Ha U3CIICABAIINA);

3.5. dum 3a pesynaratu oT 06paboTKa HA CEMEHHA TEYHOCT:
3.5.1. OCBEH JaHHUTE OT CIEPMaTHUS aHAJIU3 CE BKJIIOYBAT U:
3.5.2. meTox 3a 00paboTKa;

3.5.3. XxpanuTenHa cpeaa 3a oopadboTka:

3.5.3.1. HauMeHOBaHME;

3.5.3.2. maptuna;

3.5.3.3. cpoK Ha TOJHOCT;

3.5.4. kpaiiHa KOHIIEHTPALIUs HA MOJBUKHUTE CIIEPMATO30U/IH;
3.5.5. kpaen o6em ciieq 00paboTKa;

3.5.6. nata u yac Ha (Ha4ano Ha) 0OpaboTKara;

3.5.7. nognuc (Ha o6paboTuus);

3.6. TOpuApPYKUTETHO MHUCMO TPU TMPEAOCTaBSIHE HA CHEPMATO30MIHU, SHIEKICTKH WIH

3.6.1. xoraTo He ce 1eJId aHOHUMHOCT Ha JIMIaTa, OT KOUTO ca B3ETH:

3.6.1.1. Bug Ha U3Npamayusa MaTepyUal U €AUHEH EBPONENCKHU KOl HAa pENPOAYKTUBHUTE KIIETKU;
3.6.1.2. uneHTH(UKAIMOHHN KOJIOBE HA JIIIATa, OT KOUTO MPOU3XO0XK/IA;

3.6.1.3. umena Ha nuuero win guuara u EI'H, ot kouto npousxoxa;



3.6.1.4. anpecu u TenedoHU 3a BpH3Ka C JIUIATA, 32 KOUTO MPOU3X0K/A;

3.6.1.5. uneHTH(UKAIIMOHHN KOJIOBE HA JIMIIATa, 32 KOUTO € MPeHA3HAYCH;

3.6.1.6. umena Ha nuuero win nuuara u EI'H, 3a kouto e npeanasHayeH;

3.6.1.7. anpecu u TeneoHu 3a Bph3Ka C JUIATA, 32 KOUTO € MPETHA3HAYUCH;

3.6.1.8. uMeHa Ha OTTOBOPHOTO JIMIIE U TeJIe(OH 3a KOHTAKTH, HAMMEHOBaHuUe, ajapec Ha JI3, oT
KOETO Ce M3IIpalla;

3.6.1.9. uMeHa Ha OTTOBOPHOTO JIMIIE M TeledOH 3a KOHTAaKTH, HAaMMEHOBaHME, aapec Ha JI3,
KbM KOETO C€ U3Mpalla;

3.6.1.10. naTta, yac Ha U3MIpalIaHe;

3.6.1.11. mognuc Ha OTroBOpHOTO Juie 1o T. 1.6.1.8;

3.6.2. koraTo ce 11eJTd aHOHUMHOCT Ha JIUIATa, OT KOUTO Ca B3ETHU:

3.6.2.1. BuJ Ha U3NpaIIaHUsa MaTepUall U €IUHEH eBPOMEHCKH KOl Ha PENPOAYKTUBHHUTE KIECTKU;

3.6.2.2. upeHTU(UKAIIMOHHYU KOJIOBE HA JIUIATa, OT KOUTO IMPOU3X0K/IA;

3.6.2.3. uneHTH(UKAIIMOHHN KOJIOBE HA JIMIIATa, 32 KOUTO € MPeHa3HAYCH;

3.6.2.4. umena Ha nuuero win quuara u EI'H, 3a kouto e npeanasHayeH;

3.6.2.5. anpecu u TeneoHH 3a BpH3Ka C JUIATA, 32 KOUTO € MPeTHA3HAYUCH;

3.6.2.6. UMeHa Ha OTTOBOPHOTO JIMIIE U Tene(oH 3a KOHTAKTH, HAUMEHOBaHue, aapec Ha JI3, ot
KOETO Ce M3IIpalla;

3.6.2.7. uMeHa Ha OTrOBOPHOTO JHIlE M Tene(oH 3a KOHTAKTH, HAaMMEHOBaHHE, aapec Ha
7e4e0HOTO 3aBEJICHHE, KbM KOETO CE€ M3MpAIla;

3.6.2.8. nara, yac Ha U3IpallaHe;

3.6.2.9. noanuc Ha OTTOBOPHOTO Jiniie 1o T. 1.6.1.8.

[Ipunoxenue Ne 2 kpm ui. 1, an. 1, 1. 2

'opumieHn ordeT Ha JeyeOHUTE 3aBEACHUS, KOUTO H3BBPIIBAT JEHHOCTH IO acHCTHUpaHa
penpoLyKIus

I. bpo#t 1 BUI U3BBPILIECHU IEMHOCTH 10 €KCIEPTU3A HA:
1. moTeHIMaTHU PELUITUEHTH Ha:

a) CIIiepMaTo30u/IH;

0) SIMICKIIETKY;

B) 3UT'OTH;

2. TOHOPH Ha:

a) CTIepMAaTO30U/IH;

0) SIMIICKIETKH;

B) 3UTOTH.

II. bpo#t n3BbpIIEHN JEHHOCTH 110 B3EMaHE HA TAMETH:
1. cnepmaTto3ouy;
2. SUICKICTKHU.

[1I. Bpoit 1 BuA U3BBPIIEHU IEUHOCTU IO ACUCTHPAaHA PEIPOTYKIIUA:

1. XOpMOHaTHA UHYKITUS HA OBYJIAIUSATA;

2. XOpMOHaJIHa KOHTPOJUpaHa oBapuajHa (situankoBa) xunepcrumynamus (KOXC);
3. MHCEeMUHALINH:

3.1. ot mapTHBOP;



3.2. oT JOHOD;

4. om0k /1aHe Ha €/THa WK TIoBeue SHIEKIeTKH, HAMUpAIlld C€ U3BBH TSUIOTO Ha JKEeHaTa upes:

4.1. knacuuecko "uH BuTpo" omnoxnaane (IVF);

4.2. IHTPAOBOIIMTHO MHXXEKTUpaHe Ha equHUYHM ciepmato3zouau (ICSI);

5. B3emaHe, eKcmepTuza, o0O0pabOTKa, ETHKETHpaHE M CbXpaHABaHE Ha SUIEKICTKH,
CHEepMaTO30UIH UITU 3UTOTH;

6. TOCTaBsSHE Ha €/Ha WIM IOBEYE 3UTOTH B TSAJIOTO Ha xeHata (emOpuorpancdep - ET),
MOJIYYEHU CJIe]T OTUIOKAaHE Ha SIMIIEKJIETKH OT ChIllaTa WU JAPYyTa KEHa;

7. Ouomncus Ha OjacToMepu OT 3UTOTH 3a LEIUTE Ha MpeIUMIUIaHTAllMOHHATa T€HETUYHA
nuarnoctuka (PGD);

8. eMOpHOpEaYKITHSI.

IV. Bpoii perunueHTH, Ha KOUTO Ca MMOCTABCHH FaMETH/3UTOTH:
1. cnepmaTo3ouy;

2. AUIEKICTKH;

3. 3UTOTH.

V. Bpoli u3BBPIICHN JCHHOCTH 110 ChXPAaHSIBAaHE HA TAMETH/3UTOTH
1. cepmaro3onau;

2. AUIEKIICTKH;

3. 3UroTH.

V1. bpoii u3BBpIIICHN IEMHOCTHU IO €THKETUPAHE HA TAMETH/3UTOTH:
1. cnepmaro3onau;

2. AUIEKICTKH;

3. 3UroTH.

VII. bpoii paxaaHus B pe3yJITaT Ha aCUCTUPaHa PENPOLYKIIHS:

1. paxxaHe Ha €IHO 37PaBO JIETE;

2. paxaaHe Ha OJTU3HAIIN;

3. paxaaHe Ha TIOBeUe OT JBa IUI0/Ia;

4. paxnaane Ha TUIOA (IUIOMOBE) C BPOJEHU MandopMmainuu win 3a0oisBaHus (ciieqBa Jga ce
mocouu BHJ Ha MajdopmarusaTa/3adonsiBanero ¢ koa mo MKb-X).

OTroBOpHO JIHIIE: PwxoBoaurern Ha
JIEYeOHOTO 3aBECHUE:

Ilonnuc: Ilomnuc:



[Tpunoxxenne Ne 3 kpm ui. 62, an. 3

(dom. - IB, 6p. 25 ot 2017 1., B cuna ot 29.04.2017 r., u3m. - /IB, 6p. 41 ot 2019 ., B cuna ot 21.05.2019 1.)

B”bpSO CT)OGH_ICHI/IG 34 HACThIINJIa CCPUO3HA HCIKCIIaHa pCaK WA NI CCPUO3CH MHIIUJACHT

A. 3a cepuosnu Hexenanu peakuuu (CHP)

J0
W3ITBJIHUTEJIHA ATEHIIUA "MEJULIMHCKHW HAI30P"

(JI3, wm3BBpmIMIIO mpolexypaTa MO AaCUCTHPaHA PEMPOIYKIHUs, BEPOSTHO
nosena 10 CHP)

Howmep (xon) Ha choOLIEHHETO

JlaTa Ha CHOOIICHUETO

JlanHM 3a choOIUTENS JI3, kon Ha EBponeiickus cbhio3
Ha J1Ie4yeOHOTO 3aBEIeHUE 3a
paboTa ¢ ThbKaHU CHIIIACHO
VYkaszarens Ha EBpornielickus

CHI03 Ha JIeYeOHUTE 3aBEJICHUS

3a paboTa ¢ ThKaHU

Anpec

Tenedon

MobwuiieH TenedoH

JIuite 3a KOHTaKT

JlaHHu 3a 3acerHaToTo OT HNmena

EI'H

CCPHO3HA HCKCJIaHA PCAKIIHA Anpec




nute (TOHOP/PEUITHEHT): Tenedon Mobwunen tenedon
JlanHu 3a mporeayparta 1mo Mscro (JI3)
acUCTHpaHa PEnpOTyKIIHS, Anpec
BepoATHO JoBesia 10 CHP Jnarsosa
(TOKOJIKOTO ca U3BECTHU)
(MHAMKALKN)

Jlata Ha U3BBPIIBAHE HA
nporeaypara

Bpemerpaene no Bb3nukBane Ha CHP

Jannau 3a CHP

ITenao onucaume na CHP

KpuTepuu 3a CepHO3HOCT!

Hauano Kpait
ChrIOBTCTBAIIO JIEUCHUE

Jpyru naHHu, UMaIu

OTHOIIIEHUE, HATIPUMED
€IMHEH EBPOICHCKU KO Ha
PEeNPOIYKTUBHUTE KIIETKHU,

aKo € TPHII0KUM
Tloamuc

W3roreui cp00IIEHHETO




(Tpu UMeHa)

PbroBoauTEN HA JIE4EOHOTO
3aBeJICHHE
(Tpu nMeHa)

Ilonmmc

b. 3a cepuosznu uamuaentu (CN):

(JI3, wm3Bppmmio mporeaypaTa IO AacUCTHpPaHAa PENpPOAYKIHs, BEPOSITHO

nosena 10 CHP)

Howmep (xon) Ha choO1IeHHETO

Jlata Ha CHOOIIIEHUETO

JlaHHM 3a cHOOITUTEIS

JI3, xon Ha EBporneiickust cbro3
Ha JIe4eOHOTO 3aBeICHHUE 3a
paboTa ¢ ThKaHH CHIIIACHO
VYkasarens Ha EBponierickus

CBHIO3 Ha JEUEOHUTE 3aBEICHUS

3a paboTa ¢ ThKaH!

Anpec

Tenedon

Mobwuinen TenedoH

JInie 3a KOHTAKT

Jannu 3a CU, koiiTo MOxke
Jla TIOBJIHsie O€30MTacCHOCTTa B
Ka4yecTBOTO Ha
CIIEpPMATO30U M, TULEKIETKH
WJTU 3UTOTH

IIena0 onucanue ua CU

Hauano

Kpai

Buj 3aMeceHN KIEeTKW/ThbKaH!

Cnepmaro- 30uau SlinexneTku

3urotu




(otGenexu!)

Bun npouenypa4
Ipuuuna 3a CU?

Jpyru naHHu, UMaIu
OTHOILIIEHUE, HATIPUMED
YHUKaJICH
uacHTU()HUKAITMOHEH HOMEP
Y €IMHEH €BPOMNEHCKHU KO
Ha PenpOyKTUBHUTE
KJIETKH, aKO € MPUII0KUM

H3rorBui ¢cbOO0IEHUETO IHoamuc
(Tpu UMeHa)

1. Kpurepuure, 1o KOUTO € OTpeeieHa peakusiTa KaTo Cepro3Ha (BXK. ONPEACTICHHETO).

4. Bun nporeypa ce OTHACs JI0 €Ha OT CIICTHHUTE - MToJTydaBaHe, eKCIepTH3a, 00padoTka, CbXpaHCHUE, IOCTABSHE, IPEIOCTABSHE, TPAHCIIOPT.

5. IlpuumHara ce oTHAacs 0 eIHa OT CJIETHUTE - HEKAaueCTBEHHM/OMACHU OBOLMUTH, CIEPMATO30MAM WIM 3UTOTH; MPOOJeM C amaparypa u
o0opy/IBaHe; YOBEIIKA I'PEIKa; APyTH (CIEABA a CE€ ONPEIeTIAT).



[Tpunosxenue Ne 4 kpMm ui. 65, ain. 1
(Hom. - IB, 6p. 25 ot 2017 1., B cuna ot 29.04.2017 1.)
[TppBOHAYANIEH TOKJIA/ 32 HACTHITUIIA CEPHUO3HA HEKEIaHaA PEaKIUsl UM CEPUO3eH UHITUICHT

A. 3a cepuosnu Hexenanu peakuuu (CHP)

Howmep (xon) Ha noknana JlaTa Ha noknaga

JlanHM 3a choOIUTENS JI3, kon Ha EBponeiickus cbhio3
Ha JIe4eOHOTO 3aBEIEeHUE 3a
paboTa ¢ ThbKaHU CHIIIACHO
Vka3zarens Ha EBponeiickus

CHI03 Ha JIeYeOHUTE 3aBEJICHUS

3a paboTa ¢ ThKaHU

Anpec

Tenedon MobwuiieH TenedoH

JIuite 3a KOHTaKT

JlaHHu 3a 3acerHaToTo OT HNmena ETH
Cepro3Ha HeXKelaHa peakuus Axpec
e Tenedon MobGwuiien tenedon
(TOHOP/pELIUIIHEHT):
Jannu 3a nporeaypara mno Mscro (JI3)
acucTHpaHa penpoayKIIHs, Axpec

BeposTHO noBena 10 CHP OTroBOPHO fHIe

Tenedon Moo6wien tenedoH




Junarnosza (MHAMKALUN)

HaumeHnoBanue Ha
npoueyparal

JlaTa Ha U3BBpLIBaHE

Bpemerpaene 1o pp3nukBane Ha CHP

Januu 3a CHP

IIenH0 onucanue na CHP

Kpurepuu 3a CepI/IOSHOCTz

Bun 3amecenu

KJIETKH/ThKAHHU

Hauano

Kpai

ChBITBTCTBAILIO JEYCHUE

[pyru nanuu, nMamu
OTHOIIEHHUE (B T.4Y. YHUKAJIEH
UIEeHTU(DUKAITMOHEH KOJT
HOMEp Ha JIOHOpa, U €UHEH
€BpONENCKH KO Ha
PEeNnpoOyKTUBHUTE KJIETKN)

H3rorBun ch00IMIEHHUETO
(Tpu nMeHa)

Tloamnuc

PrroBoauTen Ha 1€e4e0HOTO
3aBeICHIE
(Tpu UMeHa)

Ioamuc




b. 3a cepuosznu unnuaentu (CH):

Howmep (xon) Ha noxiana JlaTa Ha mokitama

JlanHM 3a choOIUTENS JI3, xon Ha EBporneiickus cbhio3
Ha JIe4eOHOTO 3aBeeHNE 3a
paboTa ¢ ThKaHU CHIITACHO
VYka3zarens Ha EBpornielickus

CHI03 HA JIEYeOHUTE 3aBEJICHUS

3a paboTa ¢ ThKaHU

Anpec

Tenedon MobGwuiien tenedon

JIuite 3a KOHTaKT

JlaHHu 3a 3acerHaToTo OT HNmena ETH
CEpUO3CH UHIIMIICHT JIHIIC: Azpec

Tenedon MobGwuiien tenedon
Jlannu 3a npouenypara mno Msicro (JI3)
acUCTHpaHa PenpOayKIIHS, Anpec

BepoATHO JoBena 10 CU OTrOBOPHO JiHIIE

Tenedon MobGwuiien Tenedon

Jlnarnosa (MHIUKAITUN)

HaumenoBanue Ha
npoieaypara

JlaTa Ha U3BBpIIBaHE Bpewmertpaene 1o Bp3HukBane Ha CHP




Jlannau 3a CHU, koiTOo MOXe [TbnHO onucanne Ha CU
I1a rmoBJiusie 0€30I1aCHOCTTa U

Ka4yeCTBOTO Ha Hauamo Kpaii
CIIEpPMATO30UH, TULIEKIETKI

Bun 3amecenu knetku/Tpkanu |Criepmaro- SIAIEKIIETKHA 3uroru

HJIN 3UI0THU
301U

(otGenexu!)

Bun npouenypa4
Ipuuuna 3a CU?

[pyru nanHu, umaiu
OTHOIIICHUE, HAIIPUMEDP
YHUKAaJICH
UAeHTU(DUKAITMOHEH HOMEP
U €IMHEH €BPOIEUCKHU KO
Ha PENpPOyKTUBHUTE
KJIETKH, aKO € MPUIIOKUM

H3rorBuii ¢chO0IEHUETO Iloamuc
(Tpu nMeHa)

PrroBoauTen Ha 1€e4e0HOTO IToamuc
3aBecHUE

1. HaumeHoBaHnue Ha mpoleaypara Ipy U3BbPIIBAHE HA ACUCTUPAHA PENPOAYKIMS - HAIPUMEp MHAYKLUS HAa OBYJIALUATA, (OTUKYITHA ITyHKIIHS,
eMOpuoTpaHcdep u Jp.

2. Kputepuure, mo KOUTO € Olpe/ielieHa peaKkiusaTa KaTo CepHo3Ha (BXK. ONPEICICHUETO).

3. Cnepmaro3ouiy, SHIEKIETKH WA 3UTOTH.

4. Bun nporieypa ce OTHACs JI0 €Ha OT CIICTHHUTE - MToJTydaBaHe, eKCIepTH3a, 00padoTka, ChbXpaHeHHE, IOCTABSHE, IPEIOCTABSHE, TPAHCIIOPT.

5. IlpuymnHara ce oTHacs 0 eIHa OT CJIEJHUTE - HEKAaueCTBEHW/OMACHUW OBOLMUTH, CIEPMATO30MAM WIM 3UTOTH; MPOOJEeM C amaparypa u



000py/iBaHe; YOBEIIKA IPEIIKa; APYTH (ClIe/Ba Ja Ce ONMPEALIsT).



[Tpunosxenue Ne 5 kpM ui. 65, ain. 1

OCHOBHU €JIeMEHTH Ha MPUAPYNKHUTEITHO MUCMO KbM ITbPBOHAYAJIEH JIOKIA] 32 ChOOIAaBaHE Ha
CepHO3Ha HEeXKeJlaHa peaklys WIK CEpUO3eH HHIUACHT IIPU aCUCTUPAHA PETIPOLyKIUS

[TucmoTo e B cBOOOAEH TEKCT U ChIbpika MHPOPMALIUS Hali-MaIKOTO 3!

1. HaMMeHOBaHUE Ha JIEYeOHOTO 3aBE/ICHHE, OCHINECTBIIIO ACHCTUPAHATA PETIPOTYKIIHS;

2. uMeHa, ajapec U TenedoH 3a Bpb3Ka Ha OTTOBOPHOTO JIMIIE; HAUMEHOBaHHME Ha JIEUeOHOTO
3aBeJICHHE, YCTAHOBHUIIO CEPHO3HATA HEXKEIaHaA PEaKIUsl WM WHIHICHT;,

3. HauMeHOBaHHE Ha JIEYeOHOTO 3aBEJCHUE, YCTAHOBUJIO CEpHO3HATa HEXKeJlaHa PEeaKius WU
WHITUJICHT;

4. ume, anpec U TenedoH 3a Bpbh3Ka Ha JIMIETO, YCTAHOBHUIIO CEPHO3HATA HEXKEIaHa PEAKIIUs WIN
WHITUJICHT;

5. MeTo, ¢ KOWTO ce mpe/roiara ia € CBbp3aHa Cepro3HaTa HeXellaHa PeaKIys WM HHITUICHT,
criopes HomMeHknarypara B paszaen I, or 1. 8.4.8.1 no 8.4.8.8.

6. 1aTa Ha U3BBPIIBAHE HA MPOIEAYpaTa;

7. naTa Ha yCTaHOBSIBAaHE Ha CEpHO3HATa HeXellaHa PeaKlys Wi UHIUJICHT;

8. 00001IeHO TpencTaBsiHE Ha KOHKPETHHUS Ciydall Ha CEpUO3Ha HEXelaHa peakius I
WHIMJICHT, OIICHKATa Ha PUCKa, MPEIIPUETHTE MEPKH U Bh3MOXKHUS M3X0/1 (KOTAaTO HE Ce Kacae 3a Cepruo3Ha
HE)KeJTaHa PeakUus WM UHIUACHT, TOBEIH JIO CMBPT);

9. nata Ha W3NpalIaHe Ha JOKJIa/a;

10. moamuc Ha OTTOBOPHOTO JIMIIE M HA PHKOBOJUTENS Ha JIEYeOHOTO 3aBEJICHHUE.



[Tpunoxxenue Ne 6 kpM ui. 65, ai. 2
(Hom. - IB, 6p. 25 ot 2017 1., B cuna ot 29.04.2017 1.)
JlomrbITHUTENICH JOKJIA/l 32 HACThITHIIA CEPHO3HA HeXellaHa PEaKIIHs WK CEPUO3CH UHIIMCHT

A. 3a cepnosnu Hexxenanu peakiuu (CHP)

Howmep (xon) Ha mbpBOHAaYaIHUA JOKJIAJ, 3a KOWTO CE€ OTHACS [aTa Ha noxnmana
HACTOSIIUAT TOMBIHUTENIEH T0KIa]]

Jannau 3a ceobmurens | JI3, kox va EBporelickus cbio3
Ha JIe4eOHOTO 3aBeJICHUE 3a
paboTa ¢ ThKaHH ChIIIACHO
VYkazarens Ha EBponelickus

CHI03 HA JICYeOHUTE 3aBEIICHUS

3a paboTa ¢ ThKaH!

Anpec

Tenedon MobGwuiieH tenedon

JInie 3a KOHTAKT

JlaHHM 3a JTOKJIaIBaIIHs Mscro (JI3)
Anpec
OTtroBopHo nu1e
Tenedon MobGwuiien tenedon
Jannu 3a CHP [IbnH0 onucanne Ha CHP u

HEMHOTO MNOTBBPKACHUC UITN




OTXBBPJISIHE, KAKTO U MTPOMSIHA
BB Bu1a Ha CHP (ako uma
IIPOMSIHA, J1a C€ YTOUHH)

KpuTepu 3a cepuo3HocT!

Bun 3amecenu
KICTKH/ThKAHHZ, YHUKAICH
uAeHTU(DUKAIIIOHEH HOMED U
€IMHEH €BPOIICICKH KO Ha
pPENpOTyKTUBHUTE KIETKH, aKO
€ MIPUJI0KUM

Hauaio

Kpaii

[IpoBeneno
crerupUIHO
JIEYEHHUE

YHUKaiaeH
UIeHTU(DUKATTMOHEH
HOMED Ha JIOHOpA

Knnanuen mnsxon ot

CI/ITy%ElHI/IHT{:l3

3aKIr0YeHnue OT
BBTPELIHOTO
pascnensane na CHP

IIpenopbku 3a
npouIIakTuKa Ha
CHP u npennpuetu




MEpKH

Nzrorsun IToamuc
CHOOIIEHUETO
(Tpu nMeHa)
PrvxoBoaurer Ha Ioammuc

J1e4eOHOTO
3aBeJicHNE

b. 3a cepuosnn unnmaentu (CH):

Howmep (ko) Ha mbpBOHAYATHUS JOKIIA, 32
KOHTO C€ OTHACS HACTOSIIMST JOMBIHUTEIEH

JOKJIa

Jlara Ha moknana

Jlanuu 3a
CHOOIIUTENS

JI3, xon Ha EBporneiickust Chio3
Ha J1e4eOHOTO 3aBeICHUE 3a
paboTa ¢ ThKaHH CHITIACHO
VYkasarens Ha EBponierickus

ChIO3 HA JIe4cOHUTE 3aBEACHHS

3a paboTa ¢ ThKaH!

Anpec

Tenedon

Mob6wunen tenedon

JIniie 3a KOHTAKT

Jlanau
3a JOKJIaBallUs

Msicro (JI3)

Anpec

OTroBOpHO JIMIIE

Tenedon

Mob6wunen tenedon




Janaun
3a CU

IIsnHO OonMcanue Ha
CH u HETOBOTO
MOTBBPKICHUE UITU
OTXBBPJISTHE, KAaKTO U
MpOMSIHA BB BUA
na CU

Kpurepun 3a

CepI/IO?»HOCT1

Bun 3amecenu

KJIETKH/THKAHU2

Haugano

Kpai

Bun Ha yrouneHnara

mporeaypa, 10Beia
o cu4

Kpaen pesynarar or CU

Jlara Ha Bp3HMKBaHe Ha CU
Y aHaJIN3 HA IPUYUHHTE,
nosenu 10 CU

YHuKkaneH
UIeHTU(DUKAITMOHEH HOMEP
Y €IMHEH €BPONENUCKHU KO/,

aKo € IPUJI0KUM

3akJoueHre OT BbTPEIIHOTO
pascnensane Ha CU

[Ipenopsku 3a
npodumraktuka Ha CU u
HNpEOIPUETH MEPKU




Wsrorsun IToammuc
CHOOIIIEHUETO
(Tpu nMeHa)

PrroBomuTe HA ITonmmmc
J1Ie4e0HOTO
3aBeIcHHE

1. Kputepuure, 1o KOUTO € ONpeieleHa peakusaTa KaTo cepro3Ha (BK. ONpeesIEHUETO).

2. CnepmaTo30U/id, SULEKIETKH WIH 3UTOTH.

3. KiimanueH u3xoj - oTHacs ce 10 €HO OT CJICTHUTE: ITBJIHO Bh3CTAHOBSBAHE; MUHUMAJHU TIOCIECTBUS, CEPUO3HU MTOCIECACTBUS; CMBPT.

4. Bun mporieypa ce OTHacs 710 €jHa OT CIeAHUTE - MoTy4aBaHe, eKcrepTH3a, 00paboTka, ChXpaHeHHe, TOCTABSIHE, TPEIOCTABSIHE, TPAHCIIOPT.



[Tpunoxxenue Ne 7 kpM ui. 65, ai. 2

OCHOBHHU €JIEMEHTH Ha MPUAPYNKHUTEITHO MUCMO KbM JIOIBJIHUTENEH JA0KIaa Ha HH(pOpMaIHs 3a
CepHO3Ha HEeXKeJlaHa peaklys WIK CEpUO3eH HHIUACHT IIPU aCUCTUPAHA PETIPOLyKIUS

[TucmoTo e B cBOOOAEH TEKCT U ChIbpika MHPOPMALIUS Hali-MaIKOTO 3!

1. HauMeHOBaHUE Ha JIEYeOHOTO 3aBe/IEHUE, OCHIECTBUIO ACUCTHpPAHATa PEIPOAYKIIHS,;

2. uMeHa, ajpec U TenedoH 3a Bpb3Ka Ha OTTOBOPHOTO JIUIIE;

3. NOTBBpXAAaBaHE WM OTXBBPJIIHE HAa CEpUO3HATa HEXKeJaHa peaklus WIM CEepHO3eH
WHLUJICHT;

4. yTOYHEH METOJ, C KONTO Ce CBbp3Ba CEpUO3HATA HEXeJlaHa PEeaKIMsl WU UHIUJEHT CIopeN
HOMeHKkatypara B pasaen II, ot 1. 8.4.8.1 no 8.4.8.8 u mpuunHHO-CIEeICTBEHA Bpb3Ka (aKO € yCTaHOBEHA
TakaBa);

5. o0oOmieHo mpeacTaBsHE Ha KOHKPETHUS CIIy4yail Ha CEepUO3Ha HEeXellaHa peaklus WIH
MHIUACHT, HACTBIIWIIMS U3XO0J, OLICHKAaTa Ha pPUCKa U IPEANIPUETUTE MEPKHU;

6. OIIBJIHUTENHA HH(OPMALIKA OT JUTEPATYpPHU U3TOUYHUIM (aKO UMa TaKaBa);

7. naTta Ha u3MpallaHe Ha JT0KJIa/a;

8. OJIKUC Ha OTTOBOPHOTO JIMLIE U HA PHKOBOJUTENS HA JIEYeOHOTO 3aBEICHHE.

[Tpunoxxenue Ne 8 kbpM ui. 66, ai. 2

HCpI/IOI[I/I‘-ICH JOKJiaa 3a 0€30IMacHOCT IIpU U3BBPIIBAHC HA aCUCTHPAaHa PCHPOAYKIUA U pa60Ta
ChC CIICPMATO30MU U, SIATICKJICTKH M 3UTOTH

Homep (kxon) Ha NepuOIUYHUS TOKIA]] [Tepuon
(ot - 10)
Janau JI3
3a JI0KJIaBaIlUs Anpec
OtroBopHo nuue
Tenedon MobGwuiien tenedon

Bpoii ceproszuu Hexenanu peakiuu (CHP) u cepro3nu nHIuaeHT!

10 BH/JI Ha MpolielypaTa 3a acCUCTHpaHa penpoayKIHs

# |Bun Ha nponenypara bpoit CHP Bbpoii Ha CH

1. |B3emaHne Ha criepMaTO30MaH OT
CBIIPYT/IAPTHHOP WU AHOHUMEH
ZIOHOD

2. |MHnykuus Ha oBynamusaTa Wi
KOHTpPOJIMpaHa OBapHaJlHa
XUIEPCTUMYJIALUS

3. |[MHceMuHaLMs ChC CIEPMATO30UIU
OT CBHIIPYT/MTAPTHHOP WK AaHOHUMEH
JIOHOP




4. |B3emaHe Ha OBOLUTH IOCPEICTBOM
SHYHUKOBA (DOJTHMKYIIHA ITyHKIIUS

5. |Excmeprtusa, o6paboTka,
eTUKETUPaHEe WIH ChXpaHsIBaHE Ha
OBOLIMTH, CHepMaTOSOI/I[[I/I NI
3UTOTH

6. |OBapuasneH XunepCcTUMyJIallMOHEH
CUHIPOM

7. |MuorormioaHa 6pemMeHHocT (2+
IJ10/1a) WUTH M3BhbHMATOYHA
OpeMEeHHOCT

8. |EMOpuopenykuus

ObIIO

Bpoii cepnosznn Hexenanu peakiun (CHP) u ceprnosnu nnnmnentu (CH)

110 BUJ Ha KJ'IeTKI/ITe/T'BKaHI/ITC, 3a KOUTO C€ OTHaACsA

# BI/I)I Ha KJIETKHA/ThbKaHU

bpoit CHP

bpoit Ha CU

Bbpoit pasnpoctpanenu
ThKaHU, KJIETKH,
HNPOIYKTH

Cnepmarozouau

OBouTu

3urotu

[Iponyxtu, cBbp3anu ¢ 1 - 3

Al Il Il Rl B

OBILIO

O611 Opoif pa3npocTpaHeHH (MMIOCTABEHU UITU MIPEIOCTABEHH ) TaMETH WIIH

3UTOTH HE3aBUCUMO OT HajmuueTo wiu jguncara Ha CHP nin CU

OO111 6poif Ha MOTEHILMAIHO 3aCerHaTuTe Jnua (T.e. 0011 Opoit Ha

PELUITUEHTHUTE)

Pasnpenenenue Ha ciayyauTe 1o BUJA Ha cepuo3HuTe Hexenanu peakiuu (CHP)

Xapakrtep na CHP bpoii CHP
[Ipenanenu (TpaHCMUCHBHHU) OaKTepUaIHU HHPEKIUN
[Ipenanenn HBV
(TpaHCMHCHPAHH) HCV
BUPYCHH WHEKITIH HIV -1/2
Jlpyrn
[Ipenanenn Manapus
(TpaHCMHCHpaHN) Hpyru
apa3suTo3u
[Ipenanenn

3JI0Ka4YE€CTBEHHU 3a00/IIBaHU

[Ipenanenn npyru 3a00sIBaHUS

Hpyru CHP

Pasnpenenenue Ha cixyyaure Ha CU 1o BuJ Ha npoueypara ¥ TUIl Ha IPUYMHATA




bpoit na CU, Crnenundukamnms
KOUTO MO>KE Jja ca NoBJIMsAIM KadecTBoTO | [edekr B | [Ipobnem ¢ | YUoBemka Hpyru
1 6e30MacHOCTTa Ha CIIEPMATO30U/IH, KIEeTKW/ | amapaTypa/ | Tperika (yrounu!)
SHLIEKIIETKHA U 3UT'OTH ThKaHU | 00OpyJBaHe
MOpaJX CICTHUTE TPUIHHH
[TonyuaBane CnepmaTo3onau
OBonuTu
3urotu
Exkcnepruza Cnepmaro3ouiv
OBonuTH
3uroru
O6paboTtka CnepmaTo3zouau
OBonuTHn
3urotu
Cpxpanenue CnepmaTo3zouu
OsonuTu
3urotu
Tpancnopt Cnepmaro3ouu
Osonutn
3urotu
Juctpulynus Cnepmaro3ouu
(mocraBsiHE WIIH Osorutu
IIPEIOCTABSHE) 3urotu
Marepuanu
Hpyru (yrounu!)
Wsroreun goknana Tenedon
3a Bpb3Ka
Mscro, nata IMonamuc
PwnkoBoauTen Ha IToammc
J1e4eOHOTO 3aBEeICHUE

[Ipunoxenue Ne 9 kbMm ui. 66, an. 2

OCHOBHH €JIEMEHTH Ha MPUIPYKUTEIHO MUCMO KbM MEPHOAMYEH JOKJIAJA 32 0€30MacHOCT MpHU
M3BBPIIBAHE HA ACUCTHPAHA PENPOIYKIHA U paboTa ChC CEPMATO30U/IH, SIMIIEKICTKH U 3UTOTH

[TucmoTo € B cBOOOIEH TEKCT U ChABPKA WH(MOpMaIUs HAl-MalIKOTO 3a:

1. HauMeHOBaHME Ha JIEYEOHOTO 3aBEICHHUE, OCHIIECTBIIIO AaCUCTUPaHATa PEIPOTYKIIHS;
2. UMEHa, ajipec U TenedoH 3a Bpb3Ka ¢ OTTOBOPHOTO JIUIIE;

3. KpaTKO ONHUCaHKE Ha CeIH(UKaTa Ha JOKJIAa;

4. mepuo, 3a KOMUTO ce€ OTHACS AOKIaAbT;



5. 0000meHo mpeAcTaBsHE Ha TOJNYYCHUTE pe3ydTaTd Mpe3 Iepuoja, MO OTHOLICHHE Ha
0€e30MacHOCTTa MPU aCHUCTHUPaHa PENpPORyKIHUs U padoTa ChbC CIEPMATO30MIU, SIMIIEKIETKH U 3UTOTH, KaKTO
Y CpaBHEHHUE C MUHAJIMU NEPUOIU U TEHACHIINH;

6. TaHHU 32 PE3yATATH OT MPEANPUETH MEPKU B MHUHAIIUA TIEPUOJIH;

7. nata Ha M3MpallaHe HA JOKJIAa;

8. MOANMC Ha OTTOBOPHOTO JIMIIE U HA PHKOBOJIUTENS Ha JIe4eOHOTO 3aBe/ICHHE.

ITpunoxxenne Ne 10 kpM wi1. 67, an. 2

A. (DOpMaT Ha rOAUIIHUA OOKJIAA 3a CCPUO3HU HEKCIIAHU PECAKIIUN

JoxmanBaiia ctpana

Otueten nepuon 1 sHyapu - 31 nekemBpH (roanHA)

Bpoii Bp3HUKHAIN CEPUO3HU HEXKEJIAaHU PEaKUUH 10 BUIOBE TaMETH/3UTOTH (W/WIM MaTepualy, BIE3NH B
KOHTAKT C THX)

0611 6poit Ha
Bun ramern/3urotu (u/vuinm MaTepua, Bpoii ceproznu MIPEJIOCTABCHHUTE 32
BJIC3JTM B KOHTAKT C TSX) HEeKEJIaHU peaKiuu ynorpeba

TraMeTH/3UTOTH

0T BUJa (aKo uma
JTAaHHU )

0133110}

OOwu; Opoii Ha MNperoCTaBEHUTE I'aMETH/3UrOTH (BKJIIOYMTEIHO BHJ, 32 KOMTO HsMa CHOOLICHHS 3a
BB3HMKHAJIU CEPUO3HU HEXKETIAaHU PEaKLIUN)

OO0 Opoit 3acerHaTu peuUnUEeHTH

XapakTtep Ha JOKJIaIBAHUTE CEPUO3HH HEeXeNaHu peakiuu | OO0y Opoil Ha CepuO3HUTE HEXKETaHU PEeaKITuU




[Ipenanena GakrepranHa HHPEKIUS

IIpenanena Bupyca |HBV

UH(peKns HCV

HIV -1/2

Hpyru (yrouHere)
IIpenanena Manapus

napasutHa uHpexuus |[Ipyru (yTouHere)

Hpe,[[a,Z[CHI/I 3JI0KAYECTBEHU 3200 1IBaHUS

I[pyrI/I npeaagcHunu 3a00/IIBaHUS

JIpyru cepro3HU HeXellaHU PeaKkuu

(yrouHnere)

b. cDOpMElT Ha roguniHvg JOKiIaJd 3a CCPUO3HU MHIIUJICHTH

JloknanBaa crpaHa

Otueten nepuoy 1 ssHyapu - 31 nekemBpH (roanHA)

OO61u1 Opoit raMeTn/3UroTy, MoUI0KEeHN Ha 00padoTKa

Onucanue
EcrectBo 1 00111 OpoOit Ha nedekT Ha nedekT Ha YOBEIIIKA
BB3HUKHAJIUTE CEPUO3HU MpoaykTa | 000pyJIBaHETO rpeika IpyTH

HHIIMACHTH, KOUTO Ca OKa3aJli
BJIMSIHHE BbPXY Ka4yeCTBOTO U
0€e30I1acCHOCTTa Ha

raMETUTE/3UTOTUTE

Bsemane

Excnieprusa

Tpancnoptupane

O6paboTka




Cpxpanenue

IIpenocrassne

Marepuanu

Hpyru (yrounere)

[Tpunoxenue Ne 11 kM ui. 68, an. 3

[Tepuonuuen nokmnaj 3a Oposi Ha OIOKHPAHHUTE, U3TETJICHUTE U YHUILIOKEHUTE SHIIEKIICTKH,

CIiepMaTo30MJu U 3UTOTHU

Howmep (ko) HAa NEpUOTUYHUS TOKIIA]T

ITepuon
(ot - 10)

Jannn

3a JTOKJIAABAIIUS

J3

Anpec

OTtroBopHoO nuue

Tenedon

Moo0unen tenedon

Pasnpenenenue Ha 6poiikuTe Mo npoueaypa, BUJ Ha KIETKUTE/ThKaHTa U 110 IpUYNHA

ITo mpouenypa

Bun

KJIETKWA/ThKaH

[Topanu
CHP

ITopamu | Ilo nckane

CHu

(Ha MaIMeHTH)

Apyru

OobIIO

bioxupann

Cnepmarosouau

OBoLuTH

3urotu

WNzrernenn

Cnepmaro3ouiu

Osouutu

3urotu

YHUIIoXeHu

Cnepmaro3ouu

OBoLuTH

3urotu




WzrotBui goknanga Tenepon  3a

BpB3Ka
MscTro, gara IToammc
PvxoBoauTes Ha Ilonnuc
JIEYEOHOTO
3aBecHUE

3abenexka.To3u qOKIaa ce TpUIara 3aeIHO C IEPHOIUYCH TOKIIA] 32 O€30MaCHOCT C €THO U ChIIO
MPUAPYKUTEITHO MHUCMO.



