HAPEJBA Ne 28 OT 20 FOHU 2007 . 3A JEMHOCTH IO ACUCTUPAHA
PENPOTYKIIHS

H30a0ena om Munucmepcmeomo Ha 30paseonazsanemo

O6wn. J[B. 6p.55 om 6 [Onu 20072., uzm. /[B. 6p.44 om 10 FOnu 2011z., uszm. /IB.
op.58 om 29 KOnu 2011..

I'naBa nbpBa.
OB NOJIOKEHUSA

Y. 1. (1) C ra3u napezba ce:

1. yTBBpKIaBa METUIIMHCKH CTAHIAPT 32 ACUCTHpPaHa PENPOIYKIHS ChIITaCHO mpriioxkeHne Ne 1;

2. yTBBpXKIaBa 00Opa3ell Ha TOJUIICH OTYET 3a W3BBPIICHUTE NCHHOCTH M0 aCHCTUPAaHA PENPOTYKIIHS
CBITIACHO TpuiIoKeHue No 2;

3. ompenensaT ycJOBUsATAa M PEABT 3a B3eMaHe, MOCTaBsHE, €KCIepTh3a, oO0paboTKa, CTUKETUPaHE U
CbXpaHsBaHE Ha SUIEKICTKH, CIIEPMATO30MAN M 3UTOTH 33 HYKIUTE Ha aCHCTHpAHATa PEHpPOIYKIHS,
KaKTO ¥ Ha BIIM3AIIUTE B KOHTAKT C TSIX MaTepPHaU M MPOIYKTH U HA TSIXHOTO MPOCIIEIIBAHE OT TOHOPA
710 PELUIINEHTA,

4. ompenensi peabT 3a perucTpaiys, o0padoTKa, ChbXpaHsSBaHE W IMPEIOCTaBsIHE Ha WHQPOpPMAIHUATA OT
peructbpa mmo wi. 132, an. 1 ot 3akoHa 3a 31paBeTo;,

5. ompenenar ycioBusATa W PEOBT 3a CHOOINIaBaHE, PETHCTpPHpaHe, JOKIAJBaHE WM IpeJaBaHe Ha
uHpOpMAIIHS 32 CEPUO3HUTE HEXKETAHU PEaKIMK U CEPUO3HUTE WHIUICHTH U 3a OJIOKUpaHE, U3TETIISIHE
Y YHUIIIO)KaBaHE Ha SHIEKIIETKH, CIIEPMATO30UIH WIH 3UTOTH,

6. ompenensAT YCIOBHATa M pelbT 3a Ch3/laBaHE Ha CHCTEMa 3a MIpPOCIeAsBaHE Ha SHIEKIETKUTE,
CTIEPMATO30HUIUTE U 3UTOTHUTE, KAKTO U Ha MPOIYKTUTE M MATEPUAINTE, KOUTO BIHM3AT B KOHTAKT C TAX U
ca CBBbP3aHHU C TAXHOTO Ka4eCTBO U 6€30IacHOCT.

(2) HdeitHocTuTe MO acKcTUpaHa PEMpPOMYKIUS Ce OCHIISCTBIBAT MPH CIa3BaHE Ha CTaHAapTa Mo 4wi. 1,
an. 1, 1. 1 ot Bcuuku j1eyeOHU 3aBe/IeHUs], KOUTO T U3BBPIIBAT.

Un. 2. JleyeOHuTE 3aBENCHHS, KOMTO OCBHIIECTBABAT JEHHOCTH IO ACHCTHpAHA PETPOAYKIHUS H IO
OCHUT'ypsIBaHE, U3MOJI3BaHE U ChbXPaHsABAHE HA AUIIEKIETKH, CIEPMATO30UIHN U 3UTOTH, ca!

1. 1e4eOHM 3aBeneHNS 32 N3BHLHOOIHUYHA ITOMOILII,

2. meueOHHU 3aBeICHUS 3a OOJIHMYHA TIOMOIII;

3. TbKaHHHU OaHKH.

_ I'naBa BTOpA.
OTYUTAHE HA JEMHOCTUTE 11O ACUCTUPAHA PENNPOAYKIUA

Yn. 3. (1) JleueOHuTe 3aBeieHUST U3TOTBAT TOJUIICH OTUYET 32 M3BBPIICHUTE JCHHOCTH 1O aCUCTHpaHa
PENPOAYKIINS MTPe3 ChOTBETHATA KAJICHJapHA TOIMHA.

(2) OTuerpT OOXBamia nepuojaa ot 1 suyapu 10 31 1ekeMBpH Ha BCSIKa FOJIMHA.

(3) Otuerpr ce m3mpamia B M3nbianutenHara arenius mno tpancruantamus (MAT) mo 31 sHyapu
clieqBaIiara KajueHaapHa ToInHa.

(4) OtyersT ce MOAMKMCBA OT PHKOBOAMTEISA Ha JICUCOHOTO 3aBEJCHHE M OT OTTOBOPHOTO JIHIIE IIO
npunoxxkenue Ne 1, paznen I, 1. 1.

(5) Komrie ot oTuera ce chXxpaHsiBa B JeucOHOTO 3aBeeHuE 3a CPOK 30 rOIUHH.



I'naBa Tpera.
YCJIOBMSI U PEJI 3A BBEMAHE HA CIIEPMATO30U/IA U AVIEKJIETKHA (3ATJL. U3M. -
AB, BP. 58 OT 2011T'.)

Y. 4. (1) Cnepmarozonay Morat aa ObaT B3eMaHH OT BCEKH ITBJIHOJICTEH MBXK, KOWTO HE CTpajaa OT
HACJIEJICTBEHO XPOHUYHO 3a00JIsiBaHEe, HE € MOCTAaBEH IO/ 3alpelleHHe, OTroBaps Ha KPUTEpUHTE 32
noa0op No Ta3u Hapexda (B cilydauTe Ha HEHNApPTHHOPCKO JapsBaHe) U € Jajl MUCMEHO MH(POPMHPAHO
ChIJIacHe.

(2) Cnepmato3onan mMoraT a ObJaT B3eMaHH M OT HEITBJIHOJETHO JIMIE 10 MEIMIUHCKU ITOKa3aHWUs,
KOrato € 3acTpamieHa ObJeniaTa My pENpOAYKTHBHA CIOCOOHOCT, cJeJ NMUCMEHO HH(OPMHPAHO
ChIJIACHE HA HEI'BJIHOJICTHHUS, KAKTO M Ha HETOBHUTE POJIUTEINHU MU ITONICUYUTEIH.

(3) Koraro ce u3BbpiIBa caMo eKCIIEpTH3a Ha CIEPMATO30UAN, IIcMeHaTa Gopma Ha HHPOPMHPAHOTO
ChIJIacHEe HE € HeoOXOI1Ma.

(4) (M3m. - [IB, Op. 58 ot 2011 r.) CiepmaTo30ou/iu 3a TUPEKTHA yroTpeda MoraT a ObaaT U3I0I3BaHU
CaMo 3a OCHIICCTBSIBAHE HA ACUCTUPAHA PENPOAYKIIUS IIPU MaPTHHOPCKO TapsiBaHe.

UYn. 5. JIoHOpBT Ha CHIEpMaTO30MIM 33 JUPEKTHA yMOTpeda MpU MapTHROPCKO AapsiBaHE OTroBaps Ha
CIICTHUTE KPUTECPHH:

1. He e B poJicTBEHA Bpb3Ka C PELUIIMEHTA 110 MpaBa JUHUSA U 10 cbpedpeHa JUHUS 0 4 CTerneH, KOeTo
ce yJOCTOBEpsBa C KOMHUE OT OpavyHO CBHUJIETEICTBO WU JICKIapalus,

2. o 30 mHU mpenu mporeaypaTa o JapsBaHe MUKPOOHMOJIOTHYHO MY € M3CIe/IBaHa CEMEHHA TEYHOCT,
KaTO TPH MATOJIOTHYEH PE3YJITAT € U3BHPIICHA CBOCBPEMEHHA CaHAIHS;

3. 1ajx e mucMeHOo WH(POPMHUPAHO CHIIIACHE.

Y. 6. (1) JoHOPBT HA CliepMaTO30MIM 32 MHAMPEKTHA YHOTpeda MpH MapTHHOPCKO JapsBaHe OTrOBapsI
Ha CIIeTHUTE KPUTEPHH:

1. (u3m. - JIB, Op. 58 ot 2011 r.) He € B pOJACTBEHA BpB3Ka C PEIMIIUCHTA IO MpaBa JIMHUS U TIO
cbpeOpeHa JUHMS 10 4 CTeleH, KOeTo Ce YJOCTOBepsiBa C KOmUe OT OpayHO CBUJIETEICTBO WM
JeKIIapanus,

2. 1o 30 nHU mpenu mpoueaypaTa o JapsBaHe MUKpPOOMOJIOTHYHO MY € M3CIie/IBaHa CEMEHHA TeYHOCT,
KaTo MPH MATOJIOTWYEH PE3YNITaT € U3BbPIIECHA CBOCBPEMEHHA CaHAIINS,

3. a1 e TMCMEHO NH(OPMHUPAHO CHIIACHE,

4. (u3m. - ]IB, Op. 58 ot 2011 r.) 1o 3 Mecelia npeau Npoleypara o JapsBaHe € TECTyBaH 3a.

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

0) xemarut B: HBSAg u Anti HBc;

B) xeratut C: Anti-HCV-ADb wmu Anti-HCV Ag/Ab;

r) cuduuc.

(2) (dom. - IB, 6p. 58 ot 2011 r.) U3cnenBanusTa no ain. 1 MoraT ja He ce M3BBPIIBAT MpH 00paboTKa
Ha CEMEHHAa TEYHOCT OT ChIpyra/mapTHhOpa 3a MHCEMHHAIMS TPU BHTPEMATOYHO OCEMEHSIBAHE, B
cityyail ye 1e4eOHOTO 3aBeIeHHe UMa YCIOBUS U BAIMAMPAHH MTPOLETYpH, FrapaHTHpaIy 0e30MacHOCTTa
Ha IepcoHalIa | JIICa Ha PUCK 32 KPBCTOCAHO 3aMbPCSBaHE.

(3) [pu mo3utuHE TectoBe 3a HIV 1,2, xenartut B u C unm cuduiuc, KakTo ¥ IpU JOHOP C MOBHUIICH
UH(EKINO03eH PUCK (AaHAMHECTHYHO) Ce MpuJjiara pa3IesiHo 00paboTBaHe U ChXPaHEHHE.

(4) TIpu monop, *xuBeel| B CTpaHHu ¢ MoBHIIeHa 3abomeBaeMocT oT HTLV-1 Bupyc, npousxoxaamy ot
M npucturani B bearapus ot TakuBa cTpaHu, ce U3BbpIIBa ucieasane 3a HTLV-1 Bupyc.

(5) UscnenBane mo ain. 4 ce U3BBPIIBA U B CIy4auTe, KOraTo CEKCyalHUTE MAPTHHOPH Ha JJOHOPA WU
HETOBUTE POJUTEIH JKUBEST, MMPOU3X0XKIAT WM MPUCTHTAT OT CTPAHU C TIOBHIIIEHA 3a00J€BAEMOCT OT
HTLV-1 Bupyc.

(6) Hompauurennu wuscineaanus 3a Mamapus, CMV, RhD, Trypanosoma cruzi ce u3BbpIIBaT MpU



aHaMHe3a 3a MbTYBAaHUs B Uy)KOMHA WIM HAJIM4YKE Ha JPYTU PUCKOBH (paKTOpH 3a Te3H 3a00JIIBAHMUS.

(7) Tlpu mapTHBOPCKO apsiBaHE 32 MHIMPEKTHA yrmoTpeOda MO3UTHBHUTE PE3yJATAaTH Ha JOHOpa HE ca
IpeyKa 3a M3MOJI3BaHe Ha CIIEPMATO30UINTE TIPH CJICTHUTE YCIOBHSL:

1. 3a xematut B - KOraro jkeHara pelMIUCHT € BAKCHHUPAHA;

2. 3a xenatut C - KOrato »eHara pelUIUEHT € Jajia MMCMEHO HH(POPMUPAHO ChIJIacHe 3a TOBA,

3. 3a cUWITHUC - CIIe]] N3JIEKYBAHETO Ha JJOHOPA;

4. (u3m. - /IB, Op. 58 or 2011 r.) 3a HIV 1,2 - xoraro JieueOHOTO 3aBeJicHHE pa3iojiara ¢ 000pyaBaHe
BaJIMAMPaHa MpoleIypa 3a 00paboTKa 1 OTICITHO ChXPaHEHHE U MMa 0JI00peHa CTaHaapTHA OllepaTUBHA
nporeaypa (COII) 3a ta3u 1er.

Yn. 7. (U3m. - JIB, 6p. 58 ot 2011 r.) (1) JIoHOPHT Ha CIIEpPMATO30UIM IIPH HEMAPTHLOPCKO JapsBaHE Ce
nondupa Ha 0Oazara Ha HEroBaTa BB3PACT, 3[PABOCIOBHO CHCTOSHUE M MEIUIMHCKA HCTOPHS dYpe3
MOIbJIBAHE HA BHIIPOCHHK U Upe3 HHTEPBIO (CHEMaHe Ha aHAMHE3a).

(2) Onenkara BKIIIOYBA M OMHCAHKE HA (GAKTOPH, KOMTO MOTAT Jia JOBEAT JI0 MOBHUIIICH 37paBeH PUCK 3a
PCLMITMEHTA WK 33 CAMHUS HETO.

(3) JIumata mo an. 1 ciemsa jma ObAarT MPOBEPEHH B PEruMCThbpa Ha M3MbiIHMUTENHATA arcHIUS I10
tpancmiantanus (MAT) mo oTHoOIICHHE HA OpOs IPEIXOIHH AapSBAHUSA U PE3YJITATUTE OT THX.

Y. 8. (1) CnepmaTo30uau OT JOHOP 32 HEMAPTHROPCKO JapsiBaHe MOTaT Ja Ce M3I0I3BaT 3a aCHCTHPaHa
PETPOIYKIHUS CIIe]] OTPULIATETHO MUKPOOHOIIOTUYHO H3CIIE/IBaHE HA CEMEHHATA TEYHOCT, U3BBPIICHO JI0
30 mHM mpeaM B3eMaHETO, W CIepMorpaMa ¢ HopMocrepMmus (crmopen ACHCTBAaIIMTE 32 MOMEHTa
kpurepun Ha C30), KOATO NOTBBPIK/IaBa TOJIHOCTTA HA MaTepralia 3a JapUTEICKU TICTIH.

(2) Cnepmaro3onau OT IOHOP 3a HEMAPTHHOPCKO JapsBaHE MOTraT Ce HM3IOJ3BAT 3a W3BBPILIBAHE HA
acHCTHUpaHa PENpPORYKIHs ciel o0padoTKa M Clie/l 3aIbJDKUTEIHO ChXpaHEHHWE M KapaHTHHUpPaHE 3a
Haii-manko 180 nHM W [0 TOTBBpXKIAaBaHE ClEA TO3M IEPUOJ HA HETaTHMBHUTE TECTOBE 3a
TPAaHCMHUCHBHHTE 3a00JIsIBaHMsI 10 alt. 3, T. 1.

(3) (M3m. - JIB, 6p. 58 ot 2011 r.) IIpenu nporeaypara o AapsBaHe AOHOPHT MO 4wi. 7 TpsOBa 1a UMa
HETaTUBHU PE3yJITAaTH NPU M3CIICIBAHMUS:

1. oT cepymMHa nim mia3mMeHa npooa 3a:

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

0) xemarut B: HBsAg u Anti HBc;

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

r) cuUINC; TPH MO3UTUBEH Hecrelu(pUUeH TecT 3a CUHINC Ce W3UCKBAa CHCHU(PHYCH TECT; aKo
HeclelM(DUIHUAT € TO3UTHUBEH, HO CHEHU(PHUYHUAT € HEeraTWBeH, MAlMCHTBT CE TpeTHpa Karo
HETaTHBEH,

2. 3a XJIaMHIUM TIpH HM3cienBaHe Ha ypuHHa npoda upe3 T.Hap. NAT (Nucleic acid Amplification
Technique - Texuuka 3a JIHK ammmudukars).

(4) (Hosa - IB, 0p. 58 ot 2011 r.) M3cnenBanusTa mo ai. 3 TpsOBa Ja ca MPOBEACHH HE MO-paHo OT 3
Mecela npean Ipoleaypara 1o AapsBaHe.

(5) (Mpemumna amn. 4 - JIB, 6p. 58 or 2011 r.) Ilpu m0oHOp, KUBEEHl B CTpaHH C MOBHUIICHA
3aboneBaemMoct or HTLV-1 Bupyc, mpoumsxoxpaam oT WM npucturan] B beiarapus ot TakuBa, ce
u3BbpuIBa u3cnensane 3a HTLV-1 Bupyc.

(6) (Ilpemumna an. 5 - JIB, 6p. 58 ot 2011 r.) M3cnensane mo ajn. 4 ce U3BHPIIBA U B CIy4auTe, KOTaTO
CEKCYaJTHUTE MApTHHOPHU HA JIOHOPA MIJIM HETOBHTE POIMTENN KHUBEAT, POU3X0XKIAT MK MPUCTUTAT OT
TaKuBa CTPaHH.

(7) (lTpeaumina an. 6 - 1B, 6p. 58 ot 2011 r.) Jombauurennu uscneaBanus 3a manapus, CMV, RhD,
Trypanosoma Cruzi ce u3BbpIIBAT NMPH aHAMHE3a 3a ITBTYBAaHMS B Yy)KOWHA WIM HaJIW4YHe Ha APYTH
pUCKOBH (haKTOPH 3a TE3U 3a00JIIBAHHUS.

(8) (ITpemumna an. 7 - B, 6p. 58 ot 2011 r.) Ha noHopa mpu HEMapTHHOPCKO JapsiBaHE CE M3BBPIIBA



TCHETHUYCH CKPUHUHT 3a YeCTO CpPCUIaHW aBTO30MHO-PCLECCHBHM T'CHETUYHU 3a00JsIBAHUS TPU
CTHUYECKA TPUHAIC)KHOCT, KOATO T'O Hajlara, WM MPU CEMECH IMPOW3XO0J C TCHETUYHH IPOOJIeMHU.
['eHEeTHYHUAT CKPUHHMHI C€ H3BBpIIBA CJeJ MHCMEHO HH(POPMHpAHO ChIVIACHE Ha JoHOpa. Ha
PEIMIIMEHTHTE CE MPEAOCTaBs IbjHA HH(pOpPMAIMs 3a PUCKOBETE OT IpPeJaBaHe Ha TIEHETHYHU
3a00JIsIBAaHMS U 32 MEPKUTE 32 HaMaJlIBaHE Ha PUCKA OT THX.

(9) (Ilpemumna am. 8 - JIB, 6p. 58 or 2011 r.) Uscneasanusara mo an. 3, T. 1 ce W3BBpIIBAT B
aKpeIUTHPaHH J1abopaToOprH, KOUTO y4acTBAT B CHCTEMA 3a BHHIIIHA OI[CHKA HAa KAYeCTBOTO M U3IOJI3BAT
tectoBe (kuToBe), Banmuaupanu B EC, B cepyM n/uin miasma. M3kiarodueHue ce I0MmycKa 3a CreupuaHu
TECTOBE, MPEIHA3HAYCHH 3a MMOJI3BAHE BBPXY TEICCHU TCYHOCTH U CEKPETH, PA3JIUYHU OT CepyM H/HiIu
miasma.

(10) (ITpeaumna an. 9, usm.- /1B, 6p. 58 ot 2011 r.) KpsBHUTE 1Ip0oOU 3a TPAHCMUCHBHU 3a00JISIBAHUS
ce B3eMaT He MMO-KbCHO OT JICHS Ha JapsSBaHETO.

(11) (IIpemumina an. 10 - /1B, Op. 58 ot 2011 r.) Korato mpobara, B3eTa 1Mo BpeMe Ha JapsBaHETO, €
usciensana upe3 NAT 3a HIV 1/2, HBV u HCV, cien nepuoja Ha KapaHTHHHpAHE HE CE Hajara ja ce
MOBTAPAT TE3HW TECTOBE. PeTecTupaHe HE ce Hajara W ako B mpoieca Ha oOpabdoTKa € HaJHIle eTall 3a
WHAKTHBAIIMS Ha ChOTBETHHSI BUPYCEH MpuuuHHUTEN criopen ogoopena COIL.

Yn. 9. (1) (M3m. - [IB, Op. 58 ot 2011 r.) IoHOPBT Ha CrIEpMATO30M/IH 32 HEMAPTHHOPCKO JAPUTEIICTBO
JlaBa MUCMEHO MH()OPMUPAHO ChIIIacue.

(2) Ha smmero mo an. 1 ce mpemoctaBs uH(OpManusi 3a LEIUTE M €CTECTBOTO Ha B3EMAaHETO;
U3CJICIBAHUATA, KOUTO Ca HEOOXOJMMH; PETUCTPUPAHETO M 3alllUTaTa Ha JIMYHUTE JTaHHUTE HA JIOHOPA;
MOTHBHTE, KOUTO OIpaBJIABAT 3aJaBaHETO HA BBIPOCH 3a MPEAUIIHU 3a00JIIBAaHHS M JIMYHH BBIIPOCH
KBbM JIOHODA.

(3) (M3m. - JIB, Op. 58 or 2011 r.) UudopmarusaTta mo ang. 2 ce MPeaocTaBs OT jeKap WM OHoJor
cerinacHo mpunokenue Ne 1, pazmen Il 1. 3, 4, 5 u 6 B nmocremHa (opma, Karo ce H3MOI3BAT
pa3bupaemu TOHATHs. [IOTBBpACHUTE pe3yiATaTH OT HW3BBPIICHUTE H3CIEABAHUSA CE ChOOIIaBaT M
OO0sICHSIBAT Ha JJOHOPA.

(4) UnadopmupanoTto cwriaacue mo aix. 1 mMoxe ga ObJe OTTEVIEHO 0 MOMEHTa Ha IOJI3BaHE Ha
TCHETHUYHUS MaTepHa 3a JapUTeJICTBO.

(5) 3abpansiBa ce mpemocraBsHe Ha WHGOpPMAIMS Ha JOHOPA WM Ha TPETH JIMIA 33 PEIUIHEHTHTE,
MOJI3BaJIM aHOHUMHU JIOHOPCKH CIIEPMATO30U/IM, OCBEH B CITy4aH, TOCOYCHHU B 3aKOH.

(6) MudopmarusaTa 3a CaMOJIMIHOCTTA HA JIOHOPA CE€ ChXpaHABa B JIeYeOHOTO 3aBeneHue 3a meprosa 30
TOJIMHHU.

(7) Uudopmanusra mo an. 6 e cayxeOHa TallHa U HE MOXe Jla ObJe pas3riiacsiBaHa OCBEH B CIIydauTe,
MOCOYEHH B 3aKOH.

(8) (Hosa - /IB, 6p. 58 ot 2011 r.) Jlanaute mo wi. 44 3a 10HOpA U B3eTUTE, OOPAOOTEHU U MOCTABEHU
II0J] KapaHTHHA CIIEPMATO30U/IN C€ IPENOCTABAT CBOEBPEMEHHO B perucTbpa Ha MAT.

Yn. 10. (1) SinexsieTku Morat jna ObJaT B3€MaHH OT BCSKA IBJIHOJCTHA JKEHA, KOSITO HE CTpajaa OT
HACJIE/ICTBEHO XPOHUYHO 3a00JIsIBaHEe, HE € MOCTaBeHa 0] 3alpenieHrne, OTroBaps Ha KPUTEPHHTE 3a
no00p 1o Ta3u Hapeada (OCBEH B CIy4auTe HA aBTOJIOXKHO JapsABaHe) U € Jajia MUCMEHO HH(POPMHUPAHO
CBIJIacHe.

(2) SlituexneTkr Morat ia ObJaT B3eMaHU M OT HEIIBJIHOJIETHA KEHA 10 MEJMIIMHCKHU TIOKa3aHUsl, KOraTo
€ 3acTparieHa ObJaemaTta W pernpoayKTUBHA CIOCOOHOCT, CJIeNl MUCMEHO WH(POPMHPAHO ChIJIACHE Ha
HEM'BJIHOJIETHATA W HA HEHHUTE POIUTENN WM TTOTICUUTEIH.

Y. 11. (1) Koraro B3eMaHeTO Ha SUIEKIETKHA € C IIeJ M3BBPIIBAHE Ha aCHCTHPaHa PEIPOIYKIHS ChC
COOCTBEHM SIMIICKJICTKH, TMPEAN MOANKCBaHE Ha WHPOPMHUPAHO ChIVIACKE HA JKEHATa C€ MPEJOCTaBs
nH(pOopMalKsg OTHOCHO MPOLEaypaTa, KakTo U 32 PUCKOBETE OT Hedl.



(2) Kputepunre 3a mogdop Ha )KE€HH B CITy4uTe 110 ai. 1 ca:

1. HanMYMe Ha MHIMKAIMK 32 U3BHPIIBaHE Ha MPoIeaypara 1mo npuioxenue Ne 1,

2. JIMTICa Ha TIPOTHBOINOKA3aHUs 32 U3BBPIIBAHE HA MPOIeaypaTa 1o B3eMaHe 1o npuioxenue Ne 1;

3. Jurca Ha POJCTBEHA BpPB3KA C MBXKA, YHHTO CIIEPMATO30MAM IIC C€ TOJ3BAT 3a acUCTHpaHara
PenpoayKIHs, 1O MpaBa JUHUA U 10 ChpeOpeHa JIMHUS 10 4 CTereH, KOETO Ce YIOCTOBEPsBA C KOIHE OT
OpadHO CBUCTEICTBO MJIH JICKIapallvs;

4. no 30 mHU mpeaw B3eMAaHETO MUKPOOHMOJIOTHMYHO H3CIICJIBAHE HA BJIATAIMINEH CEKPET, KaTo MpHu
MATOJIOTMYCH PE3yNITaT € U3BbPIICHA CBOCBPEMEHHA CaHAIIUS,

5. (u3m. - 1B, 6p. 58 ot 2011 r.) mo 3 Meceria mpeau B3eMaHeTo 1o ajl. 1 e TecTyBaHa 3a:

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

0) xemartutr B HBsSAg u Anti HBc;

B) xenarut C Anti-HCV-Ab uau Anti-HCV Ag/Ab;

r) cuduimc.

(3) UscnenBanusTa mo T. 5 MoraT ga HE ce H3BBPINBAT, aKO JICYEOHOTO 3aBEACHHUE MMa YCIOBHS U
MpOIeTypH, TapaHTUpPAIIK O€30MaCHOCTTA Ha MEePCOHAjIa U JIMICA Ha PUCK 32 KPbCTOCAHO 3aMbPCSIBaHE
npu B3eMaHe, 00paboTKa, CbXpaHEHHE U TIOCTABSIHE HA OBOIIMTH M 3UTOTH.

(4) Korato tectoBere 3a HIV 1, 2, xemarut B u C niu cuduiuc ca mo3suTHBHU, HE Ca HAIPABCHU HIIH
uHpOpMalKATa € HEJOCThIIHA, KAKTO M TNPU TMOBHIICH HH(EKIIMO3EH PHUCK C€ MpHiiara paszieiiHo
00paboTBaHe U CbXPaHEHHE Ha STMIIEKIICTKHUTE.

(5) Ipwu xeHa, xuBeela B CTpaHu ¢ mMoBHieHa 3aboaeBaemoct or HTLV-1 Bupyc, mpousxosxaaiia ot
WM npucTuramnia B bbarapus ot TakuBa cTpaHH, ce U3BbpLIBa u3caensane 3a HTLV-1 Bupyc.

(6) UscnenBane mo an. 5 ce M3BBpIIBA U B CIyYanuTe, KOraTo CEKCYalHUTE MAPTHHLOPH Ha YKEHATa WIIH
HEIHUTE POUTEIHN KUBEST, TPOU3X0KIAT HITH IIPUCTUTAT OT TAKUBA CTPAHHU.

(7) Hompanurennu wuscineaanus 3a Mamapus, CMV, RhD, Trypanosoma cruzi ce u3BbpIIBaT IpU
aHaMHe3a 3a ITbTYBAaHUs B Uy)KOMHA WIIM HAJIMYKE Ha JPYTH PUCKOBH (pakTOpH 3a TE€3H 3a00JIIBAHMSI.

(8) Ilpu acucTHpaHa penpOLYKIHS ChC COOCTBEHH SUICKICTKH MO3UTHBHUTE PE3yJITATH IPH JKEHATa 10
OTHOIIICHHE Ha:

1. xematut B He cmmpaT acucTHUpaHaTa pPEnpoAYKIMs W He HajaraT OJOKHpaHe, M3TErJIsHEe WM
YHHI0)KaBaHE Ha OBOLIUTH WIJIU 3UTOTH,

2. xermatuT C, aKko jKeHara € Jajna MUCMeHO MHGOPMUPAHO ChIVIacKe 3a TOBa, HE CIIMpAT acUCTHpaHaTa
PETpOIYKINS U HE HAJIarat OJIOKMpaHe, U3TETIISTHE WIN YHUIIO)KaBaHE Ha SHICKICTKUTE UITH 3UTOTUTE;
3. HIV 1,2 Bogar no cnupaHe Ha acUCTHpaHaTa PenpoyKIMs, KaKTo M 10 OJOKHpaHe, U3TErJIsiHE U
YHHIIO)KABaHE Ha SUIEKJICTKUTE WIN 3UTOTHTE,

4. (u3m. - JIB, 6p. 58 or 2011 r.) cudumnuc Boau A0 CiMpaHe HAa aCHCTUpaHATa PENPOAYKIIHS 0
M3JIeKyBaHe Ha )KeHaTa U 10 OJIOKHMpaHe, M3TETISIHE M YHUIIO)KaBaHe Ha SHIEKIETKN WIN 3UTOTH, aKo ca
B3E€TH TaKHBA.

Yn. 12. (1) (Ilpenpumien texct Ha wi. 12 - 1IB, 6p. 58 ot 2011 r.) JIoHOPCTBOTO HA SHIEKICTKU C LET
OIJIOX/IaHE U TOCTaBsiHE B Jpyra skeHa B ciydaunte 1o wi. 130, an. 4, 1. 4 ot 3akoHna 3a 3apasero (33)
MOXe J1a ObJIe OT aHOHUMHH JJAPUTEITU WU OT POJCTBEHU Japutenu (cectpa, OpaToBUeKa).

(2) (Homsa - /IB, 0p. 58 ot 2011 r.) Jlumara no ai. 1 cieaBa na 6baat npoBepeHu B peructbpa Ha MAT
10 OTHOIIICHHE HA OpOs TIPEIXOIHU APSBAHUS M PE3YITATUTE OT TAX.

Yn. 13. (1) B3emaneTo Ha SHIEKICTKA OT JIOHOP B CIy4auTe Mo w€wi. 12 MOXe Ja ce M3BBPIIH, aKo ca
U3ITBJIHEHH CIETHUTE YCIOBUS:

1. (u3m. - ]IB, Op. 58 ot 2011 r.) moHOPBT € HA BB3pacT oT 18 1o 34 roauHu MpH HEPOJICTBEHO JapsiBaHe
u ot 18 1o 38 roauHu pHu POJCTBEHO JapsBaHEe U HE € TOCTaBEH 01 3aIpeleHHE;

2. TOHOPBT € HH(OPMHUPAH HA JOCTHIIECH €3HK 3a PUCKOBETE, KOUTO MOEMA,;

3. OJY4YEeHO € MUCMEHO ChIJIaCHe OT JIOHOPA, 3aBEpEHO OT HOTAapUycC, B YMWUTO pailoH Ha JelcTBUE ce



HaMUpa Je4e0HOTO 3aBECHIE, KOSTO 1€ H3BBPIIU B3€MaHETO;

4. HpU3MYECKOTO M TMICUXUIECKOTO 3[[paBe Ha JIOHOPA € YCTAHOBEHO C MPOTOKOJ, IMOANUCAH OT WICHOBETE
Ha KOMHUCHSI, HA3HAYCHA OT PHKOBOJIUTEIS HA JIeYeOHOTO 3aBe/ICHUE, U3BBPINBAIIO B3EMaHETO, KOATO CE
CHCTOM HAi-MaJIKO OT TpUMa JICKapy, KOUTO HE Y4acTBAT B ChCTaBa HAa €KHIIA TI0 B3EMaHETO;

4a. (HoBa - /IB, Op. 58 ot 2011 r.) uma MOHE €AHO KUBOPOJICHO JICTE;

5. IOHOPBT OTroBaps Ha KPUTEPUUTE 3a MOIO0P IO pelia Ha Ta3u Hapenoa.

(2) ToHOpBT Ha SUIIEKICTKH Ce MOA0MpPa Bh3 OCHOBA Ha:

1. onieHKa Ha BB3PACTTA, 3[PABOCIOBHOTO CHCTOSHUE M MEIUIMHCKATa UCTOPHUS Ype3 TOIbIBAaHE Ha
BBIPOCHUK M MHTEPBIO (CHEMaHEe HAa aHaAMHE3a) OT JICKYyBalllMs JieKap; OllEHKaTa BKJIOYBa (DaKTOpHUTE,
KOUTO MMAaT OTHOIICHHWE W CIioMaraT 3a WACHTU(QUIMpPAHE U CKPHHUHT HA JIMIA, KOUTO Ype3 JapsiBaHe
MOTaT Jia MPEICTaBIsIBAT MEIUIIMHCKHA PUCK 3a APYTH JIMIIA WIH 32 caMuTe cebe cH;

2. no 30 mHM TpeaM B3EMAaHETO H3BBPIICHO MHKPOOMOJOTHYHO W3CIEJABAHE HA BJIATAIWIICH W
[EPBUKAJICH CEKPET Ha IOHOPA; P TIO3UTHBEH PE3YITAT JOHOPHT CE€ CAaHUPA J0 U3IIEKYBAHETO;

3. mo 3 mecena npeau Mpoleaypara 1Mo JAapsBaHE TECTyBaHE C HETaTHMBEH pPE3yJTaT OT CepyMHa WU
1a3MeHa mpoba 3a:

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

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

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

r) cuuianc; mpH MO3MTHUBEH HecnenuduyeH TecT 3a CU(UIMC Ce M3MCKBA CIenU(UYCH TECT; aKo
HECMeUU(UYHUAT € IO3UTHBEH, HO CHEHU(UYHUAT € HEraTMBEH, MAlMCHTBT C€ TPETHpa KaTo
HETraTHUBCH.

(3) IMpu monop, sxuBeel| B CTpaHu ¢ moBuiieHa 3aboieBaemoct oT HTLV-1 Bupyc, mpousxoxaiy ot
M npucturanl B bearapus ot takuBa, ce u3BbpiuBa uscneasane 3a HTLV-1 Bupyec.

(4) Uscnensane mo T. 4 ce U3BBPIIBA U B CIyYanTe, KOTaTO CEKCYAIHUTEe MY MApTHHOPH WIJIM HETOBHUTE
POJUTEIH KUBEST, IPOU3XO0KIAT UIIA IPUCTUTAT OT TAKWBA CTPAHH.

(5) Hombauurenuu uscnenBanus 3a Mamapusi, CMV, RhD, Trypanosoma cruzi ce u3BbpIuBaT Hpu
aHaMHe3a 3a MPTYBAaHUS B Uy)KOWHA WJIH HAJTMYWE Ha IPYTH PUCKOBU (DAKTOPH 32 TE3H 3a00JISIBAHHUS.

(6) Ha aHOHUMHHMS JOHOP C€ U3BBPIIBA TEHETHYCH CKPHUHUHT 33 Y€CTO CPEIIaHH aBTO30MHO-PEIECHBHU
TCHCTUYHU 3a00JIIBaHUS TIPU €THHYECKA MPUHAISKHOCT, KOSATO TO Hajara, Wik MPH CEMECH MPOU3XO0]T
C TEHETUYHU MpoOsieMu. ['CHETHUHUAT CKPUHUHT C€ W3BBPINBA CJIE/ MTUCMEHO UH(POPMHUPAHO ChIIIACHE
Ha JoHOpa. Ha pernumueHTHTE Cce TpenocTaBs IbJIHA HHQOpPMAIWs 3a PHCKOBETE OT IpeJaaBaHe Ha
TCHETHUYHU 3a00JIIBaHUS M 32 MEPKHUTE 32 HAMaJsIBAHE HA PUCKA OT TAX.

(7) UscnenBanusita mo aji. 2, T. 3 ce M3BBPIIBAT B aKPEAUTHPAHH JTAOOPATOPHH, KOMUTO y4acTBaT B
CHCTEMa 3a BBHIIHA OI[CHKA Ha KaYeCTBOTO M M3MOJ3BaT TecToBe (KUTOBE), Bamuaupanu B EC, B cepym
u/vnu 1wiasma. M3kimroueHue ce J0MmycKa 3a CrelupUYHN TeCTOBE, MPpeJHa3HaYeHU 3a MOJI3BaHEe BHPXY
TEJIECHU TE€YHOCTH M CEKPETH, Pa3InIHU OT CEPyM U/HITH T1a3Ma.

(8) TloBTOpHHM KpBBHHM MPOOH 3a TPAHCMHUCHBHH 3a00JIsIBaHHMS Ce€ B3eMaT MO BpeMme Ha (B JeHS Ha
JapsBAaHETO WJIM Ha CICABALIUS JIeH), Taka 4e pe3yITaTUTe Ja ca HaJWIe MPEeId H3BbPIIBaHE Ha
MOCTaBSHETO Ha AUIEKIETKATE MIH 3UTOTUTE B PEIIUITHEHTA.

(9) IpenopbuBa ce MpoOUTE, B3ETH 1O BpeMe Ha IapsBaHeTo, na ce u3ciaeasar upe3 NAT 3a HIV 1/2,
HBV u HCV.

Yn. 14. (1) HdoHopure Ha SHIEKISTKH MOraT Ja Ce OTKaXaT OT JapsSBaHETO 10 MOMEHTa Ha
OIJIOXKIAHETO.

(2) UudopmanusTa 3a pelUNUCHTUTE, TOJI3BATIH AHIIEKICTKA OT aHOHUMEH JapuTell, € CIIy)KeOHa TaifHa,
ChbXpaHsBa C€ B CIY)XEOHHS PErucThp Ha jeueOHuTe 3aBeaeHus 3a nepuoa 30 roaMHU U HE MOXKE Ja
ObJIe IpeIocTaBsiHA Ha JIOHOPA WIIH TPETH JIUIIA OCBEH B CIy4auTe, IOCOYCHH B 3aKOH.

(3) Undopmanusra 3a caMOJIMYHOCTTa Ha JOHOpA € CIy)KeOHa TaifHa, ChXpaHsBa C€ B CIY)KCOHUS
perucTep Ha jedeOHUTe 3aBeneHus 3a mnepuoy 30 ToaMHU M HE MOXKe Ja Objae pasriiacsBaHa IMpes



PCOUINIUCHTA UJIK TPCTHU JIMIA OCBCH B CIIy4aUTC, IOCOYCHU B 3dKOH.
(4) Undopmarusta 3a TOHOpPA W PEHUIUCHTUTE MOKE Ja ObJE CIOACISIHA MOMEXAY MM CaMoO IpU
POACTBCHO AAPUTCIICTBO, HO HC U HA TPCTH JIMIA, BKIIFOUUTCIIHO TCXHU 6JII/I3KI/I " pOJHUHHU.

I'naBa yerBBpTA.
YCJIOBUSA U PE]] 3A IOCTABSAHE HA TAMETHU U 3UTOTU

Yn. 15. (1) IlocraBsHeTo Ha TaMeTH W 3UTOTH B TSJIOTO Ha JKEHATa CE OCHINCCTBSIBA B JICUCOHH
3aBegeHus 1o wi. 131, an. 1 33 ot kBanuduIupanu Juia ChrilaCHO U3UCKBAHUTA 1O TTpuitokeHne Ne 1.
(2) MocraBsiHETO HA TaMETH W 3MTOTH CE U3BBPIIBA CIIC]] JaBaHE HA MUCMEHO MH()OPMHUPAHO ChIIacHe
OT PELUIIHCHTA.

Yn. 16. (1) [NocraBsHEeTO Ha CIEPMATO30HMIU IMPH MAPTHHOPCKO JapsiBaHe B TAIOTO HA JKEHATa Ce
W3BBPIIBA CJIE]] M3IBIHCHHE HAa W3UCKBAHMSTA MO WI. 5 Npu JUpekTHa yrnorpedba u mo wi. 6 npu
WH/IMPEKTHA yrnoTpeoda.

(2) TlocraBsHEeTO Ha CHEPMATO30MAM OT AHOHMMHHU MAapUTEIM CE€ H3BBPIIBA CIIE] H3IBIHCHHE HA
A3UCKBAaHMUATA 110 WI. 7 - 9.

(3) TMocraBsiHeTO Ha CrIEpPMATO30MIM B MaToYyHAaTa KyXHWHA Ha jKE€HATa ce M3BBPINBA Ciel creruduuna
npenBapuTeliHa 00paboTka Ha CEMEHHATa TEYHOCT, TIPU KOSATO J1a Ce SIMMUHUpPA CEMHUHATHATA IJ1a3Ma 1
ce MoJTyyaBa YUCTa CYCIIEH3Us Ha CIIEPMATO30M/IM B XPAHUTEIIHA CPEJIa.

Yn. 17. (1) TocraBsiHeTo Ha SIMLEKICTKA WJIA 3UTOTH B TAJIOTO HAa JKCHATa CE HM3BBPIIBA CIIE]
U3IIBJIHEHHE HA U3UCKBaHMATA 1O 4i. 11, korato npousaus3ar oT chlllaTa *KeHa.

(2) MocTaBsHeTO HA SUIEKICTKH WM 3UTOTH B TSUIOTO HA JKEHATA CE M3BBPINBA CIIC] U3IIBIHCHUE HA
M3HCKBaHUsATA 10 wi. 12 - 14, korato mpou3nu3ar ot Apyra >KeHa.

(3) TlocraBsHeTo Ha SHMIEKICTKA WIX 3WUTOTH B TSJIOTO Ha JKEHAara clielBa Jia OTroBapsl Ha

CHCI_[I/I(l)I/I‘IHI/ITe HN3UCKBaHHUA 3a MAKCUMAJIHO OOITYCTHUMUSA 6p01>i 3a TpaHC(l)ep CbhI'JIACHO IMPUIIOKCHUC Ne
1.

Y. 18. IlocTaBsiHETO HA 3UTOTH B TSUIOTO HA )KEHATa Ce U3BBPIIBA ChIIacHO npuiiokeHre Ne 1 upes:

1. emOpuoTpaHcdep, npu KOWTO 3UTOTUTE C€ TIOCTABAT B MaTOYHATa KyXUHa,

2. 1. Hap. ZIFT, npu KoiiTo 3uroTure ce NocTaBsAT B MATOYHUTE TPHOU MO BpeMe Ha JIarnapoCKONHus;

3. 1. Hap. GIFT, mpu kKo#TO CMec OT CrIepMaTO30HUIU U SHUIEKJIETKH CE TIOCTABIT B MATOYHUTE TPHOU 1O
BpeMe Ha JIarnapoCKOMHs.

Yn. 19. (1) l'ameTn M 3UroTH Ce MOCTABAT B TSUIOTO HA KEHATA, CJIEJ] KaTO MOCTABSIIOTO JIUIEC TH €
UACHTUPHUIMPATIO €THO3HAYHO U CE € YBEPHWJIO B MPOM3XO0Ja UM H B HH(POPMHUPAHOTO ChIIACHE Ha
’KEHaTa, B KOSTO CE MOCTaBSIT.

(2) B ciydait ye ce KOHcTaTMpa WM IMOJO3MPa HApyIIaBaHe HA TPHUHIMIA 33 TPOCIEASIEMOCT Ha
MPOU3XO0/a U BT Ha TAMETUTE U 3UTOTHTE, KbM MOCTaBsHE HE CE MPUCTHIIBA.

(3) Beuuky 1aHHM 1O MOCTABAHETO HA FAMETH WIJIM 3UTOTH B TSUTOTO Ha YKeHaTa ca MH(POPMAIus, KOSTO
Ce PErUCTpHUpa B JIEYeOHOTO 3aBEJICHHUE, H3BBPIIMIIO TTOCTABSIHETO.

(4) (Homa - B, 6p. 58 or 2011 r.) Jlanuute mo uwi. 44 3a penunueHTa W MOCTAaBEHUTE TaMETH WIIH
3UTOTH CE TPEJOCTABIT CBOCBPEMEHHO B peructbpa Ha MAT.

I'naBa nera.
EKCIIEPTU3A, OBPABOTKA, ETUKETUPAHE, TPAHCIIOPTUPAHE U CHbXPAHSIBAHE



HA AANEKJIETKHA, CHEPMATO30U/IU U 3UTOTH

Yn. 20. Excrieptu3a, 00paboTKa, eTHKETUPAHE U ChXPaHsABaHE Ha SHUIEKICTKH, CIIEPMATO30UIH U 3UTOTH
ce OChIIEeCTBsiBa B JieueOHHM 3aBeaeHus mo wi. 131 | am. 1 33 oT kBanuduuUpaHud Ul CHIVIACHO
M3UCKBaHUATA 110 TprutokeHne Ne 1.

Yn. 21. (U3m. - JIB, Op. 58 ot 2011 r.) Excneprusata Ha SHIEKICTKH, CIIEPMATO30UIA M 3UTOTH CE
M3BBPIIBA!

1. mpu cna3BaHe M3KMCKBAHUATA 332 €TUKETHPAHE M MPOCIEIIEMOCT Ha SHIEKIETKH, CIePMATO30MIU U
3UTOTH;

2. paboTHa cpefa, OTTOBapsIa Ha KJIac A 3a YHCTOTAa Ha BB3yXa;

3. B CHJIOBE M XPAaHHUTEIIHHU CPEIH, IpeIHA3HAYCHH 3a TOBA,

4. B yCIIOBHs Ha TeMIIEpaTypeH KoMQopT;

5. mpu cTpemMex KbM MUHUMAJIHO BpEMETPacHEe Ha eKCIIepPTU3aTa C 11l MUHUMAIM3UpaHe N3JIaraneTo Ha
SULEKIIETKUTE, CIIEPMATO30MINTE M 3UTOTUTE HAa HEOIAronpusaTHU (GaKTOPH OT OKOJHATA CPEeAa;

6. mpu OCUTypeHO eNMMMUHUPAHE Ha PUCKA OT pa3MsHA Ha SUIEKIETKHUTE, CIEPMAaTO30UANTE U 3UTOTHTE
Ha JIBEe WK TIoBeue juma (Mix-up).

Yn. 22. (U3m. - IB, 6p. 58 ot 2011 r.) O6paboTkaTta Ha SIAIEKICTKH, CIIEPMATO30MIH U 3UTOTH CE
W3BBPIIBA!

1. mpu cria3BaHe M3MCKBAHUATA 32 €TUKETUPAHE U MPOCIEASIEMOCT Ha SIMIIEKIECTKUTE, CIEPMATO30UIUTE
Y 3UTOTHTE,

2. paboTHa cpefa, OTToBapsIa Ha KJIac A 3a YHCTOTa Ha BB3yXa;

3. B ChJIOBE M XPaHUTEIHHU CPEH, TPSTHA3HAUCHH 32 TOBA;

4. ipu KOHTPOJIMPAHH YCIIOBHS IO BpEME Ha KYJITHUBAIUS B MHKYOaTop (10 OTHOIIICHHE Ha TEMIIepaTypa,
BJI&XKHOCT M T'a30B ChCTaB Ha aTMoc(depara B MHKYOAaTOpa) WK B YCIOBHs Ha TEMIIEpPaTypeH KoM(popT
(bmm3ka o TenecHara TemIiepaTypa MpH paboTa ¢ SHIEKICTKH WIM 3UTOTH W3BBH HHKYOATOp U
B JIMara3oHa OT CTaifHa 70 TeJieCHa TeMIIepaTypa npu 00paboTKa Ha CIIepPMaTO30HIH);

5. pu cTpemMexk KbM MHHUMAITHO M3JIaraHe Ha TAMETHTE W 3UTOTHTE Ha HEOJIAronpusTHH (akTopu OT
OKOJIHATa cpeja,

6. IpH OCUTYpPEHO eMMMUHUpPAHE Ha PUCKA OT pa3MsiHa Ha SHIEKIETKUTE, CIEPMATO30MINTE U 3UTOTHTE
Ha JIBe WK ToBeue juma (MixX-up).

Yn. 23. (M3m. - /1B, 6p. 58 ot 2011 r.) (1) Kputnunute mpoueaypu mno oopaboTKa ce BaauIupar.

(2) BanmmaupaneTo MOKe 1a ce OCHOBaBa Ha M3CIIE/IBAHUS, MPOBEJCHH B CaMOTO JieueOHO 3aBEJCHUE,
JaHHU OT Hay4yHHW NyOJuKaluu 3a J1oOpe yCTaHOBEHU MpoLEIypu Mo 00pabdoTKa, KaKTO M OLIEHKa Ha
PETPOCHEKTUBHY JaHHU OT KJIMHUYHUTE PE3yJITaTH Ha CaMOTO JIeueOHO 3aBe/ICHUE.

(3) Bamuaupanusar mporec ce M3BBPIIBA HEM3MEHHO M ¢(PEeKTHMBHO B pabOTHaTa cpefa Ha JieueOHO
3aBeJIeHHE OT MEePCOHAaNIa, aHTAKUPaH B U3BBPIIBAHETO MY, KaTO C€ Ch3/1aBa Bb3MOKHOCT IIPU MPOBEpKa
TOBa J1a ObJIe AEMOHCTPUPAHO.

(4) Hpouenypure mo obpadoTka ce nokymenTupar B COII, choTBETCTBAI HA BaJTHIMPAHUs METO/ U Ha
CTaHJIapTUTE, ONIpE/ICTICHH B Ta3u Hapeaoa.

(5) Benuku nporecu ce u3BbpIIBat chriiacHo ogodpenara COIL.

(6) B cyyauTe Ha mpuiaraHe Ha MpoIeypa M0 MUKPOOHA MHAKTHUBAIHS BbPXY PENPOAYKTHBHU KIETKH
T TpsAOBa 1a Objie cienuuIpana, JOKYMEHTUPaHa U BaJHIMPaHA.

(7) Tlpenn mpuaraHe Ha KakBaTo W Ja € 3HAYMTENIHA MpPOMsHA B 0OpaboTKaTa MOIU(DUIIUPAHUSAT
npoiiec TpsaOBa 1a Obae BAIUIUPAH U JOKYMEHTHUPAH.

Yn. 24. (U3wm. - 1B, 6p. 58 ot 2011 r.) (1) SlitnexneTkuTe, CiepMaTO30UINTE U 3UTOTUTE CE ChXPaHsIBaT



Yype3 KPHUOKOHCEpBALlUsl cJell MpeABapUTETHa O0pabdOTKa B CPEIH, ChIBPIKALIM KPHUOMPOTEKTHBHU
BElIeCTBA.

(2) KpuokoHcepBanusita ¥ CbXPaHECHHETO CE M3BBPIIBAT B IMOJIXOMAIIO CTUKETHPAHU KOHTCHHEPH
(mefieTH, KPHOCTIPYBETKH U JIP. ).

(3) IIpomechT Ha KPUOKOHCEPBAIIMSA B 3aBUCHMMOCT OT M30paHaTa METOAMKA 3a 3aMpa3siBaHE MOXE J1a
M3MCKBA WK HE CIelUaiHa arnaparypa.

(4) ETukeTupaHuTe KOHTCHHEPH ChC 3aMpPa3CHU SHICKICTKH WM 3UTOTH CE ChXPAHSBAT B JI0APOBU
ChIOBE C TEUCH a30T WM B XJIQJAWIHH KaMepHU 3a CBPBXHHCKH TemriepaTypu (MpH TeMIepaTypH,
no-Hucku ot MuHyc 120 °C 3a siillekIeTKy 1 3UroTH U mo-Hucku oT MuHyc 80 °C 3a criepMaTo30H/IH).
(5) Cpokogete 3a chXpaHEHHE Ce ONMPEICISAT OT MAUCHTUTE B ICKIapalisl 3a HHPOPMHUPAHO ChIIIacHe,
KaTo ce MPENopbUBa TE J1a HE HAIAXBBPJIAT O FOJUHHU.

(6) Ipu Hy»* /1@ OT MOJI3BaHE AUIEKICTKUTE WM 3UTOTUTE CE pa3MpassiBar 1o ChOTBETHA METOIMKA, KaTO
npeau U Cliel] pa3MpassBaHe MAalMEHTHTE CleABa Jia ca YBEJIOMEHH 3a cnenuduuyHara 3a MeTojaa Ha
KPUOKOHCEPBAIUS IPEKUBIEMOCT Ha SHIEKICTKUTE WIIA 3UTOTUTE.

(7) JleueOnuTe 3aBefcHUS, KOUTO KPUOOAHKUPAT SHICKICTKH, CIIAPMATO30UIN U 3UTOTH, OCHIYPSBAT
BCUYKH HEOOXOAMMHM YCJIOBHSI 3a HEMPEKbCHATO MOJIbpXKAHE M KOHTPOJHMpaHE HA TemIepaTypaTra Ha
CbXpaHEHHeE, JIOPHU B CIIydail ue JIeueOHOTO 3aBe/IeHUE MPEYCTaHOBH Pab0oTa, OCBEH MpH (POPCMaKOPHU
obcrosTencTBa (BOiHA, TEPOPUCTUYEH KT, PUPOIAHO OCICTBHE H JP.).

(8) JleueOHuTe 3aBeneHMs MO al. 7 ca JUITHKHHU Ja MPESIBUIAT B MPABWIHUIIUTE CH 32 YCTPOHCTBOTO,
JNEMHOCTTa W BBTPEHIHHUS DPEI MPOIEeNypu 3a IMpelaBaHe Ha KPUOCHXPAHEHUTE THKAHU M KIIETKH,
JIOKyMeHTausTa, perucrpure u yrebpaeaute COII mo wi. 52 3a cbxpaHeHue B ciry4ail Ha 3aKpUBaHE Ha
ne4eOHOTO 3aBe/ieHHe. ThKaHUTE U KIETKHUTE, TOKyMeHTauusaTta, peructpure u yrebpaenure COII ce
IpeaBar 3a ChbXpaHEHHWE Ha Jpyro JiedeObHo 3aBeneHue mo wi. 131, am. 1 33. OTHOmECHHUATa MEXITY
nedeOHUTE 3aBEACHUS Ce ypexkaaT B JOroBopa o ui. /6.

Y. 25. (Orwm. - 1B, 6p. 58 ot 2011 r.)
Y. 26. (Orwm. - 1B, 6p. 58 ot 2011 r.)
Y. 27. (Otm. - 1B, 6p. 58 ot 2011 1.)
Y. 28. (Orwm. - 1B, 6p. 58 ot 2011 r.)

Y. 29. (1) Opranuszanusata Ha CbXpaHsIBaHE HA SHIEKICTKH, CIIEPMATO30UIM U 3UTOTH HE MO3BOJISIBA
KPhCTOCaHA KOHTAMHUHAIINSA MEKIY ChbXPaHECHUTE MaTePHAIIH.

(2) JleueOHUTE 3aBeieHHs UMAT CHCTEMA 3a PA3/IEJIHO ChbXPaHIBaHE HA CJCTHUTE TPYIH MaTEPHAIIH

1. sIIeKIIETKH, CIIEPMATO30HM/IM M 3UTOTH Ha HaeMaTelId Ha KpuoOaHKaTa;

2. CIIepMaTO30M/I1, 3UTOTH U SHUIIEKJICTKH HA aHOHUMHU JIAPUTENH B KAPAHTUHA;

3. CrIepMaTo30M/I1, 3UTOTH U SHUIIEKIETKH Ha aHOHUMHU JapUTENH ClIe]] KapaHTHHA,

4. MOTEHIMATHO ONACHU MaTepHasu (MO3UTHBHU 33 TPAHCMUCUBHU MH(DEKIINN).

(3) (Homa - JIB, 6p. 58 ot 2011 r.) Opranu3zaiusara Ha ChbXpaHsBaHe Ha SHIEKIECTKH, CIIEPMATO30MId U
3UTOTH HE TO3BOJISIBA OOBPKBaHETO (pa3MsHAaTa) HA raMEeTH WM 3UTOTHTE HA JBE WJIM IMOBEYE JIUIA
(mix-up).

Yn. 30. (1) JleueOHuTE 3aBe/ieHUs], KOUTO U3BBPIIBAT B3EMaHEe, EKCIEPTH3a, 00pabOTKa M ChXpPaHEHUE
Ha SUTEKIETKH, CIIepMATO30MIM W 3UTOTH, UMAT pa3padoTeHa cucTeMa 3a KOHTPOJI Ha (pakTopuTe Ha
OKOJIHATa Cpejia, UMaIlli OTHOIIIEHHE KbM 0€30MaCHOCTTa M KAYECTBOTO Ha FAMETUTE/3UTOTHUTE.

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

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



2. I3UCKBAHUATA 32 TEMIIEPATYPEH PEXUM,;

3. (u3m. - JIB, 6p. 58 ot 2011 r.) u3KuckBaHMATa 32 KAYECTBO Ha Bbh3yXa IO OTHOIICHHE HA BIIAXKHOCT,
ra3oB CbCTaB, KOJIMYECTBO HA YaCTULIM U MUKPOOpraHu3mMu cbriacHo paszen VIII, 1. 1.

(3) B cucremara mo ai. 1 3abJDKUTENIHO CE BKIIOYBAT M METOH 3a OMOBECTSABAHE HA OTKJIOHCHHUE OT
3a1aJICHUTE HOPMHU 32 KOHTPOJIMPAHUTE TIOKa3aTeaH (KbJIETO € TPHIIOKHIMO).

Yn. 31. (1) OmakoBaHeTO Ha raMeTH WM 3UTOTH C€ M3BBPIIBA NPU MUHUMH3UpPAHE HAa PUCKA OT
3aMBPCSIBAHETO MM, KakTO M Ha JMIATa, OTTOBOPHM 33 OCBUIECTBSIBAHETO HA ONAKOBAaHETO M 3a
TPAHCIIOPTUPAHETO HA PEIIPOTYKTUBHUTE KIETKH.

(2) OmakoBaHuTE raMeTH WJIM 3UTOTH C€ TPAHCIIOPTHPAT B KOHTEHHEp, MOJXOJAIN 32 ChXpaHsSBaHE Ha
OMOJIOTMYHN MaTepuaiy, KOWTO 3ama3Ba KayeCTBOTO Ha ChABPIKAIUTE CE B HErO raMETH WJIM 3UTOTH.

(3) Koraro omakoBaHUTE PENPOAYKTHBHU KJIETKH C€ MPUAPYKABAT OT KPBbBHU MPOOH, MpeIHAZHAYCHU
3a U3CJIeJIBAHE, T€ C€ €TUKETUPAT C IeJI FapaHTUPaHE Ha TAXHATa UISHTU(HUKAIUS C JOHOPA U BKIIIOYBAT
JTAaHHU 3a BPEMETO U MSCTOTO Ha B3€MaHe.

Y. 32. (1) ETukeTrpaHeTo Ha raMETH WK 3UTOTH CE U3BBPIIBA He3a0aBHO CJIe] TAXHOTO B3EMaHe.

(2) Ekcmeprusara, o0paboTkaTa M CBbXPAaHCHHETO HA TaMETH WM 3UTOTH C€ H3BBPIIBAT B
MPEBAPUTEITHO ETHKETUPAHU KOHTCHHEPH.

(3) C uen 1a He ce 0ObpKa MPOU3XOABT HA PEIPOIYKTUBHUTE KIETKH CE€ PA0OTH IO €JHO M ChIIO BpeMe
caMo ¢ KJICTKH M KOHTeHHEPH Ha €IHO M ChIIO JIHIIE.

(4) ETukeTHpaHeTo Ha KOHTEHHEPUTE C PEMTPOAYKTUBHHU KIICTKH €:

1. yHHKAJIHO 3a Ja/IcH UHWBH/I,

2. CBOEBPEMEHHO U ITHJIHO;

3. ICHO ¥ YETIIUBO,

4. HerpoMeHseMo (a2 € HEBB3MOXKHO CITyJaiHO MM 3JI0HAMEPEHO J1a ObJIe MPOMEHSHO);

5. 110 HaYWH, KOWTO HE BPEeIU Ha ETUKECTHPAHUTE TaMETH/3UTOTH.

(5) Koraro pa3mMepsT Ha KOHTEHHEpa MO3BOJISIBA, CE OCHTYpsiBa ClIeAHATa HHPOPMAIIHS:

1. nata (1 yac, KOraTo € Bb3MOXKHO) Ha B3€MaHETO;

2. IpeAyNpPEXKICHUE 3 OTIACHOCTH;

3. ecTecTBO Ha JI00aBKUTE (AKO ca U3IOJI3BAHM);

4. xorato SUICKJIETKH Ca MpeJHAa3HAuYCHHW 3a aBTOJOXHA YIOTpeda, CTUKEThT TPsOBa Ja ChIbpKa
HaJmuc "'camo 3a aBTOJIOKHA yroTpeba';

5. B cilyuanTe Ha JUPEKTHU JIApPECHUS €THUKETHT TPsOBa Ja MACHTHU(HIMPA PEIUIHEHTA, 32 KOrOTO ca
npeaHa3HauYeHW raMeTHUTe.

(6) Axo manuuTe 1O an. 5 He MOXKe Ja OBbJaT BKIIOYESHH B IbPBUYHUS CTHKET HA KOHTEWHEpa, Te TpsiOBa
1a ObJaT MPEeI0CTaBEHH Ha OTACICH JOKYMEHT, IPUAPYIKaBalll IbpPBUYHATA ONTAKOBKA.

(7) Koraro criepMaTo30uau ca TOJYYCHH B JOMAIIHU YCJIOBHS, JICUEOHOTO 3aBEJCHUE, IO KOETO Ce
TPaHCIIOPTHPAT 3a CKCIepTH3a W 00paboTKa, M3TOTBS JOKYMEHT, CBhABPIKAIl HaH-MajaKO CICIHUTE
JIaHHU:

1. uMe ¥ agpec Ha J1eUeOHOTO 3aBeICHUE, KOETO IIIE TOTYYH CIIEPMATO30HIUTE;

2. uaeHTudUKaIysa Ha JOHOPA;

3. 1ata ¥ 9ac Ha B3€MaHETO, KOTaTo € Bb3MOXKHO.

Yn. 33. (1) Koraro rameTuTe WM 3UTOTHTE CE TPAHCIOPTUPAT OT MOCPEIAHUK, BCEKH TPAHCIIOPTCH
KOHTEWHEp C€ €TUKETHPA Hal-MaJKO ChC!

1. magnuc "TAMETU/3UT'OTU" u "IA CE BOPABY BHUMATEJIHO";

2. uaeHTU(HUKAIMATA Ha 3aBEICHHETO, OT KOETO C€ TPAHCIIOPTUPa MaKeThT (aapec u TeneoHeH HOMeD),
Y JIMIIE 32 KOHTAKTH B ClIydail Ha B3HUKBAHE Ha IPOOJIeMHU;

3. uaeHTUUKAIMSA Ha JIeYeOHOTO 3aBe/ICHHE, 3a KOETO € MpeaHa3HavyeHa mparkara (aapec u teneoHeH



HOMED), | JIMIIC 32 KOHTAKTH, KOETO Jia TPUeMe MpaTKara,

4. nata ¥ 4yac Ha HAYaJIOTO HA TPAHCIIOPTUPAHETO;

5. cnenudukanus Ha YCIOBHSITA 32 TPAHCIIOPT, OTHACAIA CE€ JO KAaueCTBOTO W 0Oe30MacHOCTTa Ha
raMeTUTe/3UrOTUTE;

6. maamuc: "HE U3JIAT A HA MTOHU3UPAILIO JILYEHUE",;

7. wagnuc: "BUOJIOTUYHA OITACHOCT", korato € HM3BECTHO, Y€ MPOAYKTHT HUMa TO3UTHUBHH
Mapkepu 3a HH()EKIMO3HH 3a00IsIBaHMS

8. mammuc: "CAMO 3A ABTOJIOXHA VYIIOTPEBA", koraro sHIEKIETKUTE ca MpeaHA3HAYCHU 3a
aBTOJIOKHA yIOTpeOa,

9. ykaszaHHe OTHOCHO YCJIOBHSITA 3a chxpaHenue (Hanpumep "HE 3AMPA3SBAIL").

(2) Korato TpaHCIIOPTHHAT KOHTEHHEpP HE IMO3BOJISBA Jla C€ CTUKETHpa IO HAYWH, Y€ Jia ChAbpiKa
uHpopManusATa 1Mo aj. 1, ciieaBa Ja € HaUIEe TPUIPYKUTESITHO TTHCMO, KOETO ChIbpXKa JaHHUTE TI0 aJl.
1.

(3) JTurero, eTnkeTHpano TPAHCIOPTHUS KOHTEHHEP WJIM U3TOTBUJIO MPHAPYKHUTEIHOTO MTUCMO I10 all. 2,
CJIeJ[BA JIa 3aIHIIe CBOCTO MME U (DaMUJIHS | JIa TIOJIOXKH CBOS ITO/IITHC.

Yn. 34. (1) JleueOuute 3aBefeHUs, WU3BBPIIBAIIN ACHCTHPAHA PEMPOAYKIIMS, MMPHEMAT TaMETH HIIH
3UTOTH TIPH CIICHATA TIPOIEAypa:

1. npuemamioro ne4eOHO 3aBEJACHHME H3TOTBS JOKYMEHTH, B KOUTO C€ MOTBbp)KAaBa, Y€ MparkaTta,
BKJIFOUMTETHO YCJIOBHATA 33 TPAHCIIOPT, OMAKOBKATa, CTHKETHPAHETO W CBBbpP3aHATA JOKYMCHTAIHS U
poOuTe, OTTOBAPAT HA U3MCKBAHMATA 110 Ta3HW Hapeaoa,

2. 10 M3TOTBSIHE HA JIOKYMEHTHTE 10 T. 1 mpreMamoro Je4e0HO 3aBe/IeHUE rapaHTUpPa, Y€ MOTyICHUTE
ramMeTy WM 3UTOTH ca MMOCTaBeHHU IO KapaHTHHA, IOKATO 3a€/IHO C MPHUAPY>KaBalara JOKyMEeHTaIus ca
OWJIM TIPOBEPCHHM WJIM YTBBPACHH, Y€ OTIOBAPAT HA W3UCKBAHMATA; IMPETJeAbT Ha WHEPOPMAIUATA,
Kacaelia JOoHOpa/pelMITHeHTa U MPUEMaHEeTO Ha TaMETUTE WM 3UTOTUTE, TpAOBa Ja ce WU3BBPIIBA OT
OTrOBOPHOTO Jiniie 1o npumioxkeHue Ne 1, pazaen 1, T. 1 unu ymbaHOMOIIIEHH OT HETO JIHUIIA.

(2) TIpuemarioro eueOHO 3aBeIcHHE TPSOBA 1A MOTYIH:

1. naHHM 3a chIVIacCME HA JAPUTENS W TPEIHA3HAUYCHUETO, 33 KOETO MOrar Ja ObaaT HW3IMOJ3BaHH
raMeTuTe/3uroTuTe (HampuMep acCUCTUpaHa PENpPOMYKINS WM HAyYHH €M, WIA U IBETE), ¥ HeroBaTa
BOJIA 3a YHHIOXKaBaHE Ha TaMETUTE/3UrOTHTE, aKO TE HE Morar jaa ObJaT H3MOI3BaHH I10
MpeIHa3HAYEHUETO, 33 KOETO € MOITYYeHO ChIIIache;

2. nH(OpMaIHs OTHOCHO B3€MaHETO Ha KJICTKUTE U MPEMHC Ha JAHHUTE OTHOCHO MUHAJIH 3a00JIsIBaHUS,
BKJIFOUMTENTHO 32 aJIepTUs, OT MEIUIIMHCKUS TPETJie]] U KIMHUKO-Ta00paTOPHU U3CIIEIBaHUS 32 JOHOPA.
(3) IMpu mapTHLOPCKO AapsiBaHE Ha MPUEMAIIOTO JIeYCOHO 3aBEICHHE CE MPETOCTABSAT:

1. maHHM 3a chriuache Ha JMIIaTa ¥ TMpeAHa3HAu€HUETO, 33 KOETO MoraT jAa ObJaT H3MOJI3BaHU
rameTuTe/3urotute (HampuMep acUCTUpaHa PEMPOAYKIIMS WM HAyYHH IENTH, WIK U JBETE), U TAXHATA
BOJIA 3a YHHIOXKaBaHe Ha TaMETUTE/3UrOTHTE, aKo TE HE Morar jaa ObJaT H3MOI3BaHH 110
MpeHa3HAYEHUETO, 32 KOETO € MOIYYCHO ChIIIacHe;

2. uAcHTH()HUKAIIMOHHY JaHHW Ha JOHOpPAa W HETOBHS MAapTHHOP, BB3PAcCT, IOJ, HATMYHE HA PHCKOBH
dbaxTopy;

3. JaHHU 3a MSICTOTO Ha B3€MAHETO;

4. onMcaHKe HA TIONyYEHUTE TaAMETH U TEXHUTE XapaKTePUCTUKH.

Y. 35. (1) Opranusamnuure, U3BBPIIBAIIK TPAHCIIOPT HA PEHPOTYKTUBHH KIIETKH, CKIIFOYBAT JOTOBOPH
3a Ta3u JIEHHOCT ¢ JIedeOHUTE 3aBeICHHs], IPEAOCTABSIIIM WU ITOJIy4aBalll FaMeTH WU 3UTOTH.

(2) JleueOuuTe 3aBenenus mo wi. 131, an. 1 33 npenoctapsar komue ot Te3u goroeopu Ha AT B cpok 14
JTHU CIIE]] TAXHOTO CKJIFOYBAHE.

(3) Opranuszanuurte, W3BHPLIBAINM TPAHCIOPT HA PENPONYKTHBHU KIETKH, W3TOTBAT MaHHU(eECT,
NpUApYKaBalll BCSIKa TPAHCIIOPTHPAHA IpaTKa ¢ raMeTH/3UrOTH.



(4) Manudectbt 1o an. 3 ChAbPKA TPHU pasjeiia, KOMTO C€ IMOMBIBAT CHOTBETHO OT M3MPAIIAIOTO
JeueOHO 3aBeICHIE, TPAHCIIOPTHATA OPraHU3allks U MPUEMAIIOTO JeUcOHO 3aBeICHHE.

(5) B manudecra mo ain. 3 ce mombiIBaT Hali-MaJIKO CICAHUTE TaHHH:

1. B pa3jena 3a M3MPAINAIIOTO JIeYeOHO 3aBeICHHUE:

a) HAaMEHOBAHUE Ha JICUCOHO 3aBE/ICHUE;

0) ampec;

B) HIMCHA ¥ TeJICOH 3a KOHTAKT HAa OTTOBOPHOTO JIUIIE;

I) KpaTKo ONKCaHKE Ha rparkara (BHJ KOHTCHHEp, MapTUIAEH HOMED, ChIbpPKAHUE);

1) crieruGUIHN H3UCKBAHHUSI KbM TPAHCIIOPTA;

€) Jara ¥ yac Ha IpeaaBaHe Ha [paTKarta,

’K) IMEHA U TOJITHIC JIMIIETO, OTOPU3UPAHO JIa IPEIaje MpaTKaTa;

2. B pasjieiia 3a TPAHCIIOPTHATA OPraHU3aIHs

a) HaumenoBanue Ha pupmara u EUK (BYJICTAT);

0) BUI TPAHCIIOPTHO CPEICTBO U PErUCTPAIlHOHEH HOMEP (MOKE /1a ca HAKOJIKO);

B) MMEHATa Ha JIMIETO WM JIMIATa, OCBHINECTBWIM IPUEMAHETO, IMPEBO3BAHETO W IPEJABAHETO Ha
[parkaTta, i TEXHUTE IOIHKCH;

I) J1aTa ¥ 4ac Ha HAyaJio U Kpail Ha TPaHCIIOPTa,

3. B pasjena 3a MPUEMaIoTO 3aBeICHHE:

a) HaMEHOBAHKE Ha JICUCOHO 3aBE/ICHUE;

0) ampec;

B) IMEHA M TeJICOH 3a KOHTAKT Ha OTTOBOPHOTO JIUIIE;

I) KpaTKo ONKCAHKE Ha rparkara (BHJ M ChCTOSHHME Ha KOHTCHHEpA, MapTHAECH HOMED, ChAbPIKAHUE);

1) JaTa ¥ 4ac Ha pUeMaHe Ha IparKara;

€) HIMEHA U MOAIKC Ha JMIETO, OTOPU3UPAHO Ja IPHEME IpaTKaTa.

(6) ManugectsT 1m0 air. 3 ce U3rOTBS B TPU EK3EMILISAPA - 10 €IWH 3a BCAKA OT CTPAHWTE, KOWTO Ca
JUTH)KHHM JIa TO ChXPaHsABaT KaTo ciayxeOHa uHdopmanus 3a cpok 30 roanHH.

Y. 35a. (Hos - IB, Op. 58 ot 2011 r.) U3B®H pena no wi. 35 WHAWBUAYATHU MPOOH PENPOITyKTUBHH
KJIETKM MOrar Aa ObJaT TUPEKTHO TPAHCIOPTHPAHU MEXAy JiedueOHH 3aBeneHus mo wi. 131, am. 1 33,
aKo TOBA € M3PUYHO PETJIAMEHTUPAHO B MOAMUCAHUS MEXIY TSIX IOTOBOP 1O WI. 75 M MpH Cra3BaHe HA
M3HCKBAHUATA 32 €TUKETUPAHE U MPOCIeIIeMOCT Ha IpOoOuUTe.

I'1aBa mrecra.
N3UCKBAHUSA KbM OBOPYJBAHE, MATEPUAJIN U ITPOAYKTHU, BJIN3ALIA B
KOHTAKT C HfIIIEKJIETKPI, CIIEPMATO30OU/IN U 3UT'OTHU (3AT'JI. U3M. - /IB, BP. 58
OT 2011T)

Yn. 36. (Usm. - 1IB, Op. 58 or 2011 r.) (1) Kputnunoto oOOpynBaHe, MaTepHand W HPOIYKTH ca
NPOCKTUPAHK U CE TOIIBbPKAT B CHCTOSHUE, OTrOBApSAINO Ha MPEJHA3HAYEHHETO WM, U CBEXIAT JI0
MHHHMYM BCSIKa OMIACHOCT 3a PEIMITUSHTHTE H/UIHM TIepcoHala.

(2) Usmoto kputuvHO OOOpY/ABaHE W TOCOOMS MOJJISKAT HA BaTMIUpPAHe, PEJIOBHU WHCICKIMHA U
NPEBAaHTUBHA MOJIPHKKA B ChOTBETCTBUE C TMPEIMTUCAHUITA HA TIPOU3BOAUTEIS.

(3) B caoyyan, mpu KOUTO OOOpyIBaHE WIIM MaTepUalil OKa3BaT BIHMSHUE BHPXY IapaMeTpUTE Ha
0o0paboTBaHe WM ChXpPaHEHHE C KPUTHUYHO 3HaueHHe (TeMmmeparypa, HajsraHe, KOHLEHTpalus Ha
razoBe, BI&)XXHOCT | JIp.), T€ CJie/iBa Aa ObJaT TOYHO ONPENeNICHN U MOJJIekKAT Ha KOHTPOJ, TOCTOSHHO
HaOJII0/IeHNE, MEPKH 3a T0/IaBaHe Ha TPEBOTAa M KOPUTHPALIH JISHCTBHS B 3aBUCUMOCT OT U3UCKBAHUSATA
C LIeJT OTKPHBAHE HAa HEMPaBWIHO (DYHKIIMOHUpPAHE W HEU3IPABHOCTH W TapaHTUpPAHE, Y€ KPUTHIHUTE
napameTpy ce TOAIbPKAT B IPUEMJIMBH T'PAHUIIM BbB BCEKM MOMEHT.



(4) Usanotro obopyzaBaHe, upe3 KOETO C€ W3MEpBAT KPUTHYHH IMapaMeTpH, ce KaluOpHupa CIpsMO
IpOCIEINM CTaHAAPT, aKO UMa TaKbB.

(5) HoBo u pemoHTHpaHO 00OpYyIBaHE MOJICKH HA M3MUTBAHUS NPU UHCTAIUPAHE M CE YTBBPXKIaBa
Ipear BbBEXKIAHETO My B YIOTpeOa, KaTo pe3ylTaTuTe OT U3MUTBAHUATA CE TOKYMEHTHpAT.

(6) Moampwxkkara, CEPBU3HOTO OOCITY)KBaHE, MMOYHCTBAHE, JAC3UHPEKIMI U XUTHCHU3UPAHE HA LSUIOTO
00opyBaHe OT KPUTUYHO 3HAUCHHE CE U3BBPILIBAT PEJOBHO U MOUIEKAT HA JIOKYMEHTUPAHE.

(7) UzpabotBar ce mpoleaypu 3a eKCIUIoaTalys Ha BCSKa CIMHHUIIA OT O00OPYIBAaHETO C KPUTHYHO
3HaYeHHEe, KOUTO IOAPOOHO ONHUCBAT ACHCTBUATA B CIIy4all Ha HEM3NPABHOCTH WJIHM IIOBpPEIA.

(8) Bcuuku marepuany M MPOMYKTH, BIM3AIM B KOHTAKT C SUICKICTKH, CIIEPMATO30MIN M 3UTOTH,
TpsOBa Jja ca CTEPHIIHY, HETOKCUYHH, aTUPOTCHHH U B CPOK HA TOTHOCT.

(9) Bcruku marepuany ¥ IpOIYKTH, BIM3ANIM B KOHTAKT C SHICKIICTKH, CIIEPMATO30HMI1 U 3UTOTH, ca 3a
eTHOKpaTHA yNoTpeda ¢ U3KII0YCHHE Ha HAKOW MEAUIMHCKH n3zeins (BoIauu 3a UIJIH, KaTeTPH U JIp.),
KOUTO MOTar Aa ObJaT 32 MHOTOKpaTHa yrnoTpeda, ako IpOU3BOIUTENAT € MPEIBUINI TaKaBa.

(10) 3aOpansiBa ce mHOBTOpHATa ymoTpeda Ha MaTepHald M MPOAYKTH, MPEAHA3HAYECHH CaMo 3a
eIHOKpaTHa yrnoTpeda, He3aBUCHMO TN ca JEKOHTAMUHHUPAHH U TPECTEPHIIN3UPAHU.

(11) Ilpu pabota ¢ PEHPOAYKTUBHH KJICTKH W 3UIOTH BCHYKH KPUTHYHH MATEPUAIH U TMPOIYKTH
(HampuMep XpaHHUTEIHU CPEIH, Pa3TBOPH, ONAKOBKU M JIp.), BIU3AIIU B TSX, CJEBa Jla OTTOBApST Ha
MOAPOOHH CrieIU(UKAIIH.

Y. 37. (Orwm. - 1B, 6p. 58 ot 2011 r.)

Yn. 38. (1) (Homa - [IB, Op. 58 ot 2011 r.) 3a ocurypsiBaHETO Ha MaTepUAIHM U MPOJYKTH, BIM3AIIU B
KOHTaKT C SIMIEKIETKH, CIEPMATO30MIN M 3UTOTH, KaKTO M Ha CTOKH M YCIYI'd, KOUTO MoOrar jaa
MOBJIMSAT HA KAYECTBOTO M O€30MIaCHOCTTAa HAa FAMETHUTE/3UTOTUTE, JICUCOHNUTE 3aBEIICHUS Ca JUThKHHU Ja
CKJIFOYBAT MIMCMEHU JIOTOBOPH C JIOCTaBUHUKA.

(2) (Mpenumna ain. 1, mom. - 1B, Op. 58 ot 2011 r.) JleueOHUTE 3aBEACHUS M3UCKBAT OT MIPOU3BOIUTEIS,
YI'BITHOMOIICHUS TIPEACTaBUTEN, BHOCUTENS WIM THProBellda Ha KPUTHYHO OOOpyIBaHE, MaTepUald H
npoayktd mo wi. 36, an. 1 ceprudukarm 3a moOpa MPOM3BOACTBEHA MPAKTHKAa M KAa4decTBO, 3a
CTEPWJIHOCT M 32 TOKCHYHOCT.

(3) (Ilpemumna an. 2, wsm. - JIB, 6p. 58 or 2011 r.) Jlokymenture mo aix. 1 u 2 ca ciayxeOHa
uH(pOpMAaIH ¥ ce ChbXpaHsaBar 3a cpok 10 roguHu cieq n3TndaHe Ha CpoKa Ha TOTHOCT.

(4) (ITpenumna an. 3, mom. - /1B, 6p. 58 ot 2011 r.) JleueOHUTE 3aBeCHUS ChXPAHSBAT CICIHUTE TAaHHU
3a KpUTUYHOTO 00Opy/IBaHe, MaTepHAIUTE U MPOIYKTUTE 110 uil. 36, ai. 1:

. IaTa Ha MOJIy4YaBaHe;

. prpMa MpoHU3BOAUTEN M BHOCHTEN (AUCTPUOYTOP);

. HAaMEHOBAHUE Ha MPoAyKTa/MaTepuana;

. HoMep Ha maptuaara (Lot/Batch #);

. CPOK Ha T'OJ[HOCT;

. IaTa Ha BKITIOYBaHE B yIoTpeoa;

. ITaTa Ha U3BEXKJIaHe OT ynmoTpeoa.

~NOoO Ok~ WN -

I'mtaBa ceama.
PE 3A PETUCTPAIIUSA, OBPABOTKA, CbXPAHSBAHE U ITPEJTOCTABSIHE HA
HHO®OOPMALUATA OT PETUCTBPA IO YJI. 132, AJ1. 133

Un. 39. JleyeOHUTE 3aBeeHUS, TOMYYWIH pa3pelicHUe 3a W3BBPIIBAHE Ha aCHCTHpaHa PENpOTyKIINS,
KaKTO M 3a OCUTYpsIBaHE, U3MOJ3BaHE U ChXPAHSIBAHE HA YOBEUIKU SULIEKIETKH, CIEPMATO30UIU U
3UTOTH, Ch3/1aBaT M MOIBPIKAT PETUCTHP, KOUTO ChIbP)Ka JAaHHH 32 U3BBPIICHUTE OT TAX JCHHOCTH IO



eKCIepTH3a, B3EMaHe, IIOCTaBsiHEe, OOpabOTKa, ChXpaHSABAaHE W ETHKETHpPaHE Ha SHIEKICTKH,
CIIEpMaTO30M 11 WU 3UTOTH.

Un. 40. PrrkoBoMTENNTE HA JIEYEOHUTE 3aBEJICHUS ChC 3aMlOBE ONPEACTAT JIBKHOCTHUTE JIUIA, KOUTO
BBBEXIAT, 00paboTBaT, ChXpaHsABAT U MPEIOCTABAT HH(OPMALIUATA OT PETUCTHPA.

Un. 41. JlnpxuocthHure jmma mo 4i. 40 ca OTroBOpHM 3a OMa3BaHETO U CHXPAHSIBAHETO Ha
nH(pOopMalLKATa B PETUCTHPA U 32 ClIa3BaHE HA M3MCKBAHUATA 32 HEHHOTO MPeI0CTaBsHE.

Y. 42. (1) PeructbpbT Ha JIeUeOHHUTE 3aBEACHUS ChIbPIKA CICIHUTE Pa3/ICIIu:
1. excrieptu3a,

2. B3eMaHe;

3. OIUIOXKIAHE;

4. mocraBsiHE

5. 06paboTka,;

6. chXpaHeHHE;

{. eTUKETUpPaHE,;

8. TpaHcmopTUpaHe;

9. m3reriisiHe OT ynoTpeba, YHUIIIOKABaAHE,

10. cepno3HM HEXKETaHU PEAKIIUU ¥ CEPUO3HU MHIUICHTH.

(2)Pazgenure mo an. 1 ceappkar:

1. yaukaieH uieHTH(GHUKAIMOHEH HOMEP Ha B3ETHTE SHIICKIICTKH, CIEPMATO30UIN WU 3UTOTH;

2. HOMEp Ha MAIUEeHTCKOTO JJOCHE, ONIPEICIICH B JIEYeOHOTO 3aBE/ICHUE;

3. TpUTE UMCHA, SMHEH TPAXKJAHCKH HOMED, MTOCTOSIHEH apeC M YHUKAICH UICHTU(DUKAIIMOHEH HOMED
Ha JINIIATa, OT KOUTO Ca B3ETHU SUICKICTKH WU CIICPMATO30U/IH;

4. TpUTE UMEHA, €IUHEH IPAXKIAAHCKH HOMEp, MOCTOSHEH aJpec U YHUKAICH UACHTU(UKAIIMOHEH HOMEP
Ha )KCHATa, Ha KOSATO A MMOCTABCHU SUIICKIICTKH, CTICPMATO30H/IH,;

5. IaHHM 3a JaTaTa, MACTOTO U JIUIETO, U3BBPIIUIIO ChOTBETHATA MPOIEAYPA, U HEHHUS BHI.

(3) (U3m. - JIB, Op. 58 ot 2011 r.) Uudopmaiusata OT perucTbpa ce Chbxpansasa 3a cpok 30 roauHH, HO
He mo-Manko oT 10 roguHu cien u3ThyaHe cpoka Ha TOJHOCT, KIMHUYHO U3IMOJI3BAHE W U3BEXKIAHE OT
ynoTtpe0a Ha TAaMETUTE WJIM 3UTOTHUTE.

Y. 43. (1) CTpykTypupaHETo Ha perucTbpa 1o wi. 42 He Mo3BOJISBA CIYYAHO MM HETOOPOHAMEPEHO
7la ce ChUeTaBaT JUYHUTE JAaHHU Ha TOHOPUTE U HA TEXHUTE PEIMITUEHTH.

(2) CpueraBaHeTo Ha TMYHUTE JaHHU HA JOHOPU M PEIIMIHEHTH CE€ TOMYCKa CaMo:

1. mpu MapTHEOPCKO apsiBaHEe HA CIIEPMATO30M/IH;

2. pOJICTBEHO JapsiBaHE Ha SIMIIEKIETKH.

(3) 13BbH ciyuanTe 1O al. 2 JaHHUTE HA JOHOPUTE M PEIUIHMEHTHUTE CE ChYeTaBaT EJAWHCTBEHO Ype3
YHUKAJIHUTE UM UJCHTU(UKAMOHHN HOMEpa.

(4) TpocnensiemocTTa Ha SHIEKICTKUTE, CIEPMATO30UINUTEC U 3UTOTUTE OT JOHOP IO PEUHUIHMEHT Ce
OCBILECTBSIBA UPE3 YHUKAITHUS UICHTHU(PHUKAIIMOHEH HOMEp Ha KJIETKUTE U JIMLATa, KaTo B PETUCTHPA Ha
CHOTBETHUTE MECTa YHHKAIHUAT HWICHTU(UKAIMOHEH HOMEp Ha JIMIaTa CIYXH 3a Mpernparka KbM
TEXHUTE JIMYHU JTaHHHU.

Un. 44. JleueOHHWTE 3aBeleHUS YpPe3 OTrOBOPHOTO Juile mo mpuiokerue Nel, pazmen I, 1. 1,
npenoctaBiaT B MUAT exxemeceuHo cinennara nHGopMaIus:

1. nanHUM 3a qOHOpA!

a) Tpute umeHa, EI'H, Tenedon 3a Bpb3ka, yHUKaIECH HACHTU(PHKAUOHEH HOMED;

0) BUI PEMPOIYKTUBHU KIIETKH;



B) BHJI Ha JJapsBAHETO;

2. TaHHU 3a PEMPOYKTUBHUTE KIICTKH:

a) YHUKAJICH UACHTU(UKAI[HOHEH HOMED;

0) BUI KJICTKH;

B) BHJI Ha JJapsBaHETO;

I) YHUKaJEH UACHTU(DHUKAIIMOHCH HOMEP Ha PEIUIINEHTa,;

3. 1aHHU 32 pEIUIEHTA:

a) tpute umena, EI'H, tenedon 3a Bpb3ka, yHHKaIEH HACHTH()HUKAIIMOHEH HOMED;,
0) BUJ KJIETKH,

B) BHJI Ha JapsBaHETO.

Un. 45. Uznenaurennusat aupexkrop Ha MAT cbe 3amoBen ompezens UIBKHOCTHUTE JIMLA, KOUTO
BbBEXJAT B peructpute Ha AT unpopmanusaTa, noiaydeHa OT Je4yeOHUTE 3aBEJCHUs 3a U3BbPILICHUTE
JEMHOCTH MO aCUCTHpaHa PENpPOAYKIIMSL.

Un. 46. AnbXKHOCTHUTE JIMLIA 110 Wi. 45 BpBEXKAAT ModydeHata nuHpopmanus oT Je4eOHUTE 3aBEeICHUS B
Ch3aJICHU 32 IeJITa PETUCTPU B CpoK 110 10 qHU clie HEWHOTO ToTydaBaHe.

Y. 47. (1) JleueOHuTE 3aBeieHNs], KOUTO U3BHPIIBAT ACHHOCTH MO B3EMaHE Ha PEIIPOAYKTHBHU KIICTKH,
OIPEAEIAT YHUKAJICH UACHTH()UKAIIMOHEH HOMEp 3a BCEKH JJOHOP.

(2) YHukanuusT uaeHTH(GUKAIIMOHEH HOMEP Ce ChCTOH OT:

1. 6yxBure "BG";

2. yHUKaJIHUS WICHTU(PHUKAIIMOHEH HOMEp Ha JIeYeOHOTO 3aBEJICHHE,

3. mocnenHuUTE 1Be NM(PU HA TOANHATA, B KOSTO € H3BBPIICHO B3EMAHETO;

4. (moBa - JIB, Op. 58 ot 2011 r.) OykBara '‘M' 3a noHOpH MBxke U 'F' 3a TOHOpH KeHH;

5. (mpemumnHa 1. 4 - JIB, Op. 58 ot 2011 r.) mopeaHus HOMEp Ha B3€MaHETO HA TaMETHTE ChITIACHO
pasnen "B3emane"” oT peructbpa Ha 1€4eOHOTO 3aBE/ICHUE.

(3) VHukamHusaT uaeHTH(HUKAINOHEH HOMEpP Ce MOCTaBs P M3BHPIIBaHE HA MPOIEypaTa Mo B3eMaHe
Y OCUTYpsiBa BH3MOXKHOCT 32 MPOCIIEIIBAaHE HA B3ETUTE PEIIPOAYKTUBHH KIIETKH.

(4) YHuKaTHUAT WACHTH()UKAIMOHEH HOMEp Ce IMOCTaBs OT JUIBKHOCTHO IIHIIE, ONpPEICTICHO OT
PBKOBOJIUTEIS HA JICUEOHOTO 3aBEJICHHUE.

Yn. 48. (U3m. - IIB, 6p. 58 ot 2011 r.) (1) JleueOHuTe 3aBeeHMs], KOUTO M3BBPIIBAT JCHHOCTH IO
B3€MaHe Ha DPENpPOJYKTHBHHU KIECTKH, ONPEAETAT YHHKAJICH HACHTH()UKAIIMOHEH HOMEP Ha B3ETUTE
STATEKIICTKH, CIIEPMATO30U I T 3UTOTH.

(2) Yuukanausar uaeHTH(OUKAIIMOHEH HOMEDP HA B3ETHTE SHIEKICTKH, CIEPMATO30MIN WA 3UTOTH CE
CBCTOH OT:

1. OykBa, chOoTBeTHA Ha BUIa B3eTH KieTku/3urotu ('S' 3a criepmarosouan, 'O’ 3a siinexneTku u 'E' 3a
3UTOTH);

2. YHUKAJIHHS UICHTH(UKAIIMOHEH HOMED Ha JOHOPA;

3. rolleMHHATa Ha TMAPTHIATa, OTJAEIEHA ¢ TOYKA M CBHCTOSIIATa Ce OT JBE HMU(PH 3a HAYAIOTO Ha
napTHIaTa, TUPE U JABe U(PH 3a Kpas Ha apTH/IaTa,;

4. cnen 6ykBara 'E' 3urotute mony4ysar YH Ha 10HOpa Ha OBOIMTHTE, OT KOUTO MPOU3JIN3AT, KATO KbM
HETO TIPU MMOCTaBsHE W/WIM KpHOChXpaHeHue ce 3anucia (npukpens) 1 YUH Ha ciepmaTo3onaure, OT
KOMTO MTPOM3ITU3AT.

UYn. 49. (1) JleueOHuTe 3aBe/ieHMs, KOUTO W3BBPIIBAT JCWHOCTH MO MOCTABSHE HA PEMpPOTYyKTUBHH
KJICTKH, OTIPENENAT YHUKAJICH HACHTU(DHUKAIIMOHEH HOMEP Ha )KEHUTE, Ha KOUTO ca MOCTaBEHHU IOHOPCKU
AWLEKJICTKH, CIEPMATO30M I UIIH 3UTOTH.



(2) YHuKanHUAT MISHTU(UKAIMOHEH HOMEP Ha )KCHaTa, Ha KOATO ca MOCTaBEHU JIOHOPCKU SHIIEKICTKU
WIH CTIEPMATO30HIH, C€ ChCTOU OT:

1. (uoBa - JIB, Op. 58 ot 2011 r.) oykBute 'ET' mpu mocraBsue Ha 3urotd, '|H' mpu mocraBsiHe Ha
CIIepMaTo30u U OT MapTHhopa ¥ '|D' npu nmocraBsiHe Ha HEMAPTHHOPCKH CIIEPMATO30M/IN;

2. (npeaumHa 1. 1 - 1B, Op. 58 or 2011 r.) mopeanus HOMep, ompeneseH B pasaen "TlocraBsue" oT
perucThpa Ha JIeueOHOTO 3aBEJICHHE,

3. (mpequmna 1. 2 - IB, Op. 58 ot 2011 r.) yHUKaNHUS UISHTU(PHUKALMOHEH HOMEP Ha JIUIIETO, OT KOETO
ca B3eTH SUICKJICTKU W CIIEPMATO30UTH.

(3) (O1m. - IB, 6p. 58 ot 2011 1.)

Y. 50. (1) V3obiaHuTENHATA areHIMs 110 TPAHCIUIAHTALUS ONpeAeNs YHHKaJIeH HIACHTH(DHKAIHOHEH
HOMEp Ha BCSAKO JIe4eOHO 3aBelCHHE, MONYYHIO pa3pelICHHE 3a M3BHPIIBAHE HA ACHCTHpaHa
PENPOIYKIIMS, KAaKTO M 3a OCHIYpsBaHe, W3IMOJ3BaHE M CHhXPAHSIBAaHE HAa YOBCHIKH SHIEKIETKH,
CIIEPMATO30M/IM U 3UTOTH M Ha ThKAHHUTE OAaHKH.

(2) YuukanHusT uaeHTHGUKAIHOHEH HOMED CE ChCTOU OT:

1. wuaeHTHUMKANIWMOHHHMS  KOJ  Ha  obOjgactra  CbrylacHO  EjuHHUS — kiacudukaTtop — Ha
aIMHHHCTPATHBHO-TEPUTOPHAITHUTE M TEPUTOPUATHHUTE eAUHUIM B PermyOiuka boirapus, yrBbpieH ¢
Perrenne na Mununcrepckus cbpet Ne 565/10.08.1999 r. (JIB, 6p. 73 ot 1999 1.);

2. HOMepa Ha M3JaJICHOTO OT MHUHUCTHPA Ha 3PaBEONa3BAHETO paspelieHue 3a JEHHOCT 3a H3BBPIIBAHE
Ha aCHCTHpaHa PENPOAYKIHs, OCHUTypSBaHE, W3IOJI3BAHE M ChXPAHSIBAHE HA YOBEIIKH SMIEKIECTKH,
CIIEpMATO30MIM W 3MIOTH (3a JieueOHM 3aBEJCHUS 3a M3BHHOOJHHMYHA IMOMOII M THKaHHH OaHKH),
Pa3perieHreTo 3a OChUIECTBIBAHE 3a JeueOHa IeHHOCT (3a JieueOHH 3aBeICHUS 32 OOJHUYHA TOMOIIT);

3. mocieiHuUTE JBE M(PH HA TOJMHATA, B KOATO € M3JaJICHO Pa3pelIeHHeTo 1o T. 2.

Y. 51. (1) JleueOHuTe 3aBeICHUsT OPraHU3MPAT JACHHOCTTA CH TPH Clla3BaHe Ha 3aKOHA 3a 3allliTa Ha
JIMYHUTE TaHHHU.

(2) PasmpocTpaHsBaHETO Ha JaHHH, KOMTO MOTAT Jia MOCIY)KaT 3a MACHTU(HUKAIIUSA HAa JTOHOPHTE WU
PELUIIMEHTUTE Ha SHUIEKJIETKH WJIA CIePMAaTO30MId, KOraTo JIOHOPBHT € JIUIE, Pa3jIudHO OT MbXa U
KEeHaTa, )Kelaelln a ch3/1aaT MOTOMCTBO, ce 3a0paHsBa OCBEH B CIIy4auTe, IPEIBUICHH ChC 3aKOH.

T'1aBa ocMma.
JOKYMEHTAIIUA

Un. 52. JleueOHWTE 3aBeICHUs, KOUTO MU3BBHPIIBAT aCUCTHPaHa PENPOAYKIIHS, Ch3/IaBaT OPraHu3alus 1
CUCTEMa 3a MOAJbPKAHE HA JOKYMEHTALUs, PETUCTPU U YTBBPACHU OT U3IBJIHUTEIHUSA JUPEKTOP Ha
HNAT COII no oTHOLIeHWE Ha JEHHOCTUTE IO ACUCTHUpAHAa PENPONYKIUS B CHOTBETCTBHUE C Ta3u
Hapenoa.

Yn. 52a. (Hos - JIB, Op. 58 ot 2011 r.) JleueOHuTE 3aBefeHUsT M3TOTBAT M IMpHJIAraT MPOIECIAYPH 3a
KOHTPOJ Ha JIOKyMEHTallMATa MO Ta3u Hapenda, KOSATO OCHUTypsiBa TpErJieNd Ha HUCTOpHUSATa Ha
JOKYMEHTHUTE M IPOMEHHUTE B TSAX W TAPAHTHPA, Y€ CE M3IOJI3BAT CaMO aKTYaTHH JJOKYMEHTH.

Yn, 53. (Usm. - 1B, Op. 58 or 2011 r.) Jlokymentamnmsra, perucrpure u COIl ce mposepsiBaT
MEePUOJUYHO OT OTTOBOPHOTO Inuile mo mpumiaokeHue Ne 1, pasmen Ill, T. 2 3a cwhoTBercTBHE C
M3UCKBaHMATA Ha Ta3u Hapeaoa.

Yn. 54. (Ton. - 1B, 6p. 58 or 2011 r.) Cuctemara mo wi. 52 rapaHTupa, ye JCUCOHHUTE 3aBCICHUS
OCBIIECTBIABAT JEHHOCTUTE MO acuctupaHa penpoaykius cbriaacHo COIl B cbOTBETCTBHE C



HOpMaTHBHATa ypenda W ca OCUTYPEHH YCIOBHS 3a MPOCIEIUMOCT Ha JEHHOCTHUTE IO acUCTHpaHa
PenpoIyKIHS.

Yn. 55. Cucremara mo wi. 52 ngaBa BB3MOMKHOCT 3a MPOCIEASBAaHE Ha BCHUYKHM €Tald, CBBP3aHU C
JNEMHOCTUTE IO aCUCTHpaHa PENpONyKLMs: KOAUpPaHE, KPUTEPUU 3a MOAOOp Ha JIOHOPH, B3EMaHe,
00paboTBaHe, CbXpaHEHUE, TPAHCIIOPTHPAHE, MPEIOCTaBsIHE 3a yHOTpeda WM U3TEINISHE OT YHoTpeda
Ha TaMeTH/3UrOTH, TAXHOTO YHUIIOXKAaBaHE, KOHTPOJI M FapaHTUPaHe Ha KauyeCTBOTO.

Yn. 55a. (Hos - IB, Op. 58 ot 2011 r.) Marepuaiute, 000pyIBaHETO M IMEPCOHAIBT, aHTAKHUPAH C
M3BBPIIBAHETO HA BCAKA KPUTHYHA JEWHOCT, C€ WACHTH(UIMPAT U TOKYMEHTHpAT.

Ui, 56. JleueOHUTE 3aBe/CHUS BOJAT M ChXpaHABAT JOKYMEHTAIMS 32 MaTEpHAIUTE W 000PYIABaHETO,
KOUTO C€ M3IMOI3BAT 3a ICMHOCTUTE 110 aCUCTUPAHA PEIPOTYKIIUS.

Un. 57. JleueObHuTe 3aBeACHMs] BOJIAT U CBHXPAHSABAT JOKYMEHTAIUMsi OTHOCHO IepcoHala, KONTO
M3BBPIIBA BCSKA OT ACHHOCTUTE 110 aCUCTHUPaHa PErpPOTyKIIHS.

Yn. 58. Bcuyku NpOMEHHM OTHOCHO BOJICHETO HA JOKYMCHTAIUSTA HA JICUCOHUTE 3aBEICHUS, KOHTO
W3BBPIIBAT ACUCTUPAHA PENPOIAYKIIHSI, C€ pa3rIekKaT, JaTUPAT, 0I0OPSBAT M BHBEKIAT B M3IIBIIHCHUE
OT OTTOBOPHOTO Juile 1o npuioxxkenune Ne 1, pazmen 11, 1. 1.

Yn. 59. (M3wm. - [IB, 6p. 58 ot 2011 r.) /laHHKUTE B M3rOTBEHATA U ChXpaHIBaHA JOKYMEHTALUS TPIOBa
1a ca J0Ka3aHO HaJe)K/IHU M UCTUHHO J1a IPEJCTaBAT PE3YNTATUTE OT U3BBPIICHUTE ACHHOCTH, J1a ObJatT
YETJIMBH, J1a HE MOAJIeKAT HA U3TPUBAHE, KATO MOTraT Aa ObJaT BIHMCBAaHU HA PHbKa WIH MPEXBHPIISHU B
Apyra BaluaupaHa cucteMa (KOMIIOThPHA WA MUKPO(QUIM).

T'naBa neBera.

YCJIOBUSA U PEJ 3A CbOBIIABAHE, PETUCTPUPAHE, TOKJIAJIBAHE U IIPEJJABAHE
HA UHO®OOPMAILUSA 3A CEPUO3ZHUTE HEXEJAHU PEAKIIMA U CEPUO3HUTE
HHIOUAEHTU U 3A BJIOKUPAHE, U3TETJISIHE U YHUIILO’KABAHE HA
SIMIEKJIETKH, CHEPMATO30M/IX U 3UTOTH

Yn. 60. (1) (M3m. - [IB, Op. 58 ot 2011 r.) JleueOHUTE 3aBECHMUSI, KOUTO OCHIIECTBSIBAT JICHHOCTH T10
aCHCTHpaHa pPENpOAYKIHS, OCHTYpsBaHE, H3IOJI3BaHE M ChXpaHSBaHE Ha YOBEHIKH SHICKIICTKH,
CIIEPMATO30MIM ¥ 3UTOTH, Ca JUTHKHU Ja BbBEAAT JOKYMEHTalIHA CHCTEMa, KOSTO Ja rapaHTupa
ueHTH(UIMPaHE BbB BCEKU OT/ENIEH €Tal OT JSHHOCTTa W MPOCIesBaHe OT JOHOpa JI0 PELUIHEHTa
Ha.

1. aleKIeTKUTE, CIEPMAaTO30UANTE U 3UTOTUTE;

2. IPOJYKTUTE U MAaTePUATMTE, KOUTO BIM3aT B KOHTAKT C SIMIIEKICTKUTE, CIIEPMATO30UIUTE M 3UTOTHTE
U Cca CBBP3aHU C TSAXHOTO Ka4eCTBO U O€301acHOCT.

(2) JleueOHuTe 3aBeneHMs, KOUTO OCBINECTBSBAT JCHHOCTH MO AaCHCTUPaHA PEMpPOMYKIHs, KaKTO U
KOHMTO OCBHIIECTBSIBAT ACWHOCTH 110 OCHTYPSIBaHE, M3IIOJI3BaHE M ChbXPaHSIBaHE HA YOBEUIKH SIMIICKIICTKH,
CIIEPMATO30M/IM U 3UTOTH, Ca JUIHKHH J]a OPraHU3Upar U MO UIbPXKAT CUCTEMa 3a:

1. paHHO OTKpPHBAaHE U pa3ClieIBaHE HA CEPUO3HH HEXKETAaH! PEaKIMy U CEPUO3HU MHIUJICHTH,

2. CBOEBPEMEHHO CHOONIaBaHe, PETHCTPHpaHe, JOKIaJBaHE W IperaBaHe Ha WH(poOpMaIus 3a
CEPHO3HUTE MHIUICHTH 1 CEPUO3HUTE HEXKEIIAaH! PEaKIIvy,

3. OyoKkMpaHe, U3TETrIIsTHEe M YHHUIIO)KaBaHe Ha SHIEKICTKH, CIEPMAaTO30UAN U 3UTOTH, KOUTO MOTaT Ja
JOBENAT JI0 CEPHO3HH HEKEIIAHW PEAKI[H U CEPUO3HU MHIIUICHTH.



Yn. 61. (1) M3neiaHuTenHaTa arcHIMs MO TPAHCIUIAHTAIMS € JUThXKHA Ja OpPraHu3upa W MOIIbpXKA
CHCTEMa 3a PEeTrUCTpalys W aHaJU3 Ha MOCTBIIWINTE ChOOLICHUS 332 CEPHO3HM HEKENAaHU PEeaKiuHu U
MHIUACHTH.

(2) BvB Bpb3Ka C BB3HHKHAIM M PETUCTPHPAHU CEPUO3HU HEKENIAHW peakuuud W uHImiaeHtH MAT
M3BBpIIBa UHCIIEKIUK 10 pena Ha Hapenba Ne 4 ot 2007 r. 3a ycioBusTa W peja 3a U3BBPIIBaHE HA
MHCIICKIMK Ha Je4yeOHuTe 3aBe/ieHus OT M3nbiaHuTenHara areHuus no Tpancmanranus (B, op. 19 or

2007 1.).

Y. 62. (1) JleueOHMTE 3aBEICHMUS, KOUTO OCHILIECTBSABAT JICHHOCTH 110 ACUCTUPAHA PEIPOIYKIHUS, KAKTO
U KOHUTO OCBUICCTBSBAT JCMHOCTH II0 OCHUTYpsIBaHE, W3ION3BAaHE M CBXPAHSABAHE HA YOBELIKU
AWLIEKJIETKH, CIEPMATO30MIM U 3UTOTH, €A JIBXKHU B /-JIHEBEH CPOK OT YCTAaHOBSIBAHETO HA CEPUO3HA
HEe)XEJIaHa peakls WIM CEpHO3eH HMHLUICHT Ja YBEIOMAT JiedeOHUTE 3aBEICHUS, C KOUTO ca B
JIOTOBOPHH OTHOLLIEHUS 32 JI0CTaBsHE WJIM MOJy4aBaHE Ha PENPOJYKTHUBHH KJIETKH.

(2) Ilpu cxirovBaHe Ha TOTOBOPH 3a JIOCTABSHE WM TOJIy4aBaHE HAa PEIPOIYKTHBHU KIICTKH JICYeOHUTE
3aBe/IeHUsl MPENOCTaBAT Ha JOrOBOPHUSA CH MNApTHbOP HMHQOpMAaIMs 3a CUCTEMAaTa CH Ha DPAHHO
OTKPHBAHE U PA3CJICBAHE HA CEPUO3HU HEXKEJIAHN PEAKIIMU U CEPUO3HU MHLIUJECHTH U HA CBOEBPEMEHHO
cboOIIaBaHe, perUCTpUpaHe, JOKIaABaHEe M IpefaBaHe Ha MH(OpPMAIHs 3a CEPHUO3HUTE MHIUICHTH U
CEPUO3HUTE HEKEIAHU PEAKLIUU.

(3) IOpunuueckute u GpU3NICCKUTE JIUIA, KOUTO U3BBPIIBAT TPAHCIIOPT HA PENIPOAYKTHBHHU KICTKHU, Ca
JUI'bKHU B /-JIHEBEH CPOK OT YCTAHOBSIBAHETO HA MHLIMJCHT Ja YBEJIOMSAT JIeYeOHUTE 3aBEJICHUS, C KOUTO
ca B JIOTOBOPHH OTHOIICHUS 32 JJOCTaBsiHE WJIHM TOJydaBaHe Ha penpoaykTuBHH KineTku u UAT, ¢ 6bp30
choOIIeHne 110 obpaser, npmioxkeHue Ne 3, gact b.

Yn. 63. (1) Beuuku steueOHU 3aBe/IcHHS Ca [UThXXKHH B 7-JHEBEH CPOK OT YCTAHOBABAHETO HA CEPUO3HA
HEe)XeJTaHa peakUusi WIM CEpHO3eH HWHIMICHT, CBbP3aHM C HU3BBPUIEHW ACHHOCTU IO acHUCTHpaHa
PETPOTYKIINS, 12 YBEOMSIT:

1. I3nbaHMTENHATA areHIUs 0 TPaHCIUIaHTaLus,

2. 1e4e0HOTO 3aBEJICHHE, B KOETO € U3BBPIICHA CHbOTBETHATA JIEHHOCT 10 aCUCTHPAaHA PETIPOLYKIIHSI.

(2) YBenomsiBanero 1o ain. 1 ce u3BbpiBa ¢ 0bp30 ChoOIIEHHUE 0 00pasel, nmpuioxeHue Ne 3, yact A.
(3) Cayuaute Ha cepro3Ha HEXeNaHa PEaKIMs WK UHIUACHT, CBbP3aHH C MIPOBEKIAHETO HA UHIYKIUS
Ha OByJalMATa M KOHTPOJUpaHa oOBapuanHa xumnepctumynanusi, ocBeH B MAT ce cbhoOmaBat u
JOKIaaBaT ¥ B V3bJIHUTETHATA areHIus 1Mo JeKapcTBara 1o pena Ha Hapembara mo wi. 191, am. 1 ot
3aKoHa 3a JISKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIULIMHA.

Yn. 64. (1) JleueOuuTe 3aBeIcHNsI, KOUTO OCBIIECTBABAT ACHHOCTH MO0 aCUCTHPAaHA PEMPOIYKIIHS, KAKTO
U KOUTO OCBIIECTBSIBAT JIGHHOCTH TIO OCHTYpsIBAHE, HW3IMOJI3BAHE W CHhXPAHSBAHE HAa YOBEIIKU
STMTIEKIIETKH, CIIEPMATO30HMIM W 3UTOTH, ToAaBaT mbpBoHavdaneH nokiang B MAT B cpok mo 7 gHu OT
JlaTaTa Ha YCTaHOBSIBAaHE HA CEPHO3HA HEXKEJIaHA PEaKIMs WM MHIUACHT WIK OT JlaTaTa Ha ToJydaBaHe
Ha cpoOIIeHue 1o ui. 63, aim. 1, T. 2.

(2) (dom. - JIB, 6p. 58 ot 2011 r.) JleueOHuTe 3aBeneHUs MO ai. 1 ocurypsiBaT M3BBPIIBAHETO Ha
BBTPEIIHO pa3ciie/iBaHe W ChOMpaHe Ha JOMBIHUTEIHA HH(POPMAIUI, KOrato € HeoOXoauma, 3a IbjHa
OLICHKAa Ha BCSKO OTACTHO CBHOOIICHHWE 3a CEPHO3HA HEKEINaHA peaKius WM HMHIUJACHT W 32
UACHTUDUIIMPAHE HA TPUYUHUTE, KOUTO MOTAT Jia ObJIaT MPEIOTBPATCHU B paMKUTE HA TIpoIieca.

(3) (Homa - JIB, 6p. 58 ot 2011 r.) JleueOuure 3aBencuus mo an. 1 yBemomsisatr UAT 3a npeanpuerure
JICWCTBUS 110 OTHOINCHHE HAa JAPYrHM CBBbP3aHU ThKAHU U KJIETKH, KOUTO ca OWIM TPEIOCTaBEHU 3a
ynotpeba mpu xopa.

(4) (TTIpenumina an. 3 - JIB, Op. 58 ot 2011 r.) JIombIHUTETHUAT AOKJIA C OllEHKATa Ha ChOOIICHHE 3a
CepHrO3Ha HEeXeJTaHa PeaKIvs WM WHIHUICHT 1o an. 2 ce nmojgaBa B AT B cpok 14 gHum oT marara Ha



YCTAHOBSIBAHETO HA CEPHO3HATA HE)KEJaHa PEaKilMs WM WHIMIACHT WK OT JaTara Ha IoJlydaBaHe Ha
cpo0OIIenue mo wi. 63, ain. 1, 1. 2.

(5) (IIpemumna an. 4 - JIB, 6p. 58 or 2011 r.) JleueOHute 3aBemenus mo ai. 1 momaBatr B MAT
HNEPUOAMYHN JOKIaIH ¢ 0000IIEHH JaHHU 3a 0€30I1aCHOCTTa Ha IPHIAraHUTE JACHHOCTH 10 aCHCTHpaHa

penpoayKIHs.

Y. 65. (1) IIspBoHaYaHHAT JOKJIA] ce ChCTaBs Mo obpaser (mpriokeHre Ne 4) U ce mpuapyKaBa OT
MUCMO, ChABPKAIIO HH(POpMALIUATA TIO IpHIIoKeHHE Ne 5.

(2) JomrbaHUTENHUST JTOKIJIAA Ce ChCTaBs 1Mo obOpaser (mpuiiokerne Ne 6) u ce mpuapy)aBa OT MUCMO,
ChIBpPIKaIIo HH(OPMALIUATA TIO IPIIIOKEeHHE Ne 7.

Y. 66. (1) [lepuoauynn mokiaau 3a O0E30MACHOCT ce IOJaBaT [Ba IIHTU T'OMUIIHO B CPOKOBE, KAKTO
clresBa;

1. o 31 aBrycr - 3a JeWHOCTTA 110 ACUCTHPAHA PEMPOAYKIHUS, KAKTO H 33 JCHHOCTUTE MO OCUTYpSIBaHE,
H3I0J3BAHC U CbXPaHABAHC Ha YOBCHIKHU ﬂﬁHeKﬂeTKH, CIICpMaTO30Manu U 3UTI'OTH, OCHIICCTBCHU IIPE3
I'BPBOTO IMOJYTOAKE HA ChOTBETHATA T'OJIUHA,;

2. no 28 ¢deBpyapu cnepBamiata roJuHa - 3a JEHHOCTTAa 1O aCHCTHUPAaHA PENPOIYKIHs, KAKTO U 3a
JEHHOCTHUTE [0 OCHIYpsIBaHE, U3IIOJI3BaHE M ChXPaHSIBAHE HA YOBCIIKHU SHICKICTKH, CIIEPMATO30HIH H
3UTOTH, OCBLIECTBEHH IIPe3 MPEAX0AHaATa KaleHIapHa TO/IHHA.

(2) Tlepuoguunute mOKIaAM 3a OE30MACHOCT Ce ChCTaBAT Mo obOpaser; (mpuinoxenune Ne 8) u ce
HPUIPYXkKaBaT OT MUCMO, ChABPKAIIO HH(OopMarHsTa o npuioxerne Ne 9.

Yn. 67. (1) MsmbaauTenHaTa areHIMs 1O TPaHCIUIAHTAIMs TpeACTaBs Ha EBporelickata KOMHUCHS
roguiHu gokinagu Ao 30 oHM Ha ciejiBallata roJuHa, B KOMTO C€ IPEACTaBAT BCUYKH MOJIYYEHU
CHOOILIEHNUS 32 CEPUO3HU HEXEJIaHU PEeaKIMK U UHIUICHTH.

(2) IlpenaBanero Ha gaHHM TPsIOBa 1a € B ChOTBETCTBUE ChC crielupukanuute 3a Gpopmara Ha OOMEH Ha
JaHHH, KaKTO € OIpEeJIeNIeH B Ta3u Hapen0a, U cie/iBa Jla ChAbpiKa LisjaTa nHpopMalus, Heo0Xoauma 3a
UACHTU(UIMPAHETO Ha U3MpallalaTa cTpaHa U NoJibpkaHe Ha pedepeHTHUTE JaHHU. [IpenaBaHeTo Ha
naHHU € 1o oopaserr (mpuoxenne Ne 10).

Y. 68. (1) JleueOHuUTE 3aBeACHHS, KOUTO OCBIIECTBABAT ACHHOCTH 110 aCHCTHPaHA PEIIPOIYKIIHS, KAaKTO
U KOWUTO OCBUIECTBSIBAT JEMHOCTH IO OCHUTYpsIBaHE, H3IMOJI3BaHE U CBXPAaHSABAHE HA YOBEIIKU
AWLEKIEeTKH, CHepMaTo30MId M 3UIOTH, ca JUIBKHU Ja ChOUpAaT M ChXpaHsABaT HHpopMalus 3a
OJIOKMpaHUTE, U3TETJICHUTE U YHUILIOKEHU SHIEKJIETKH, CIIEPMATO30U N U 3UTOTH.

(2) Cucremara 3a GokHpaHe, U3TETITHE W YHHUILO)KAaBaHE HA SIMIICKIICTKU, CIIEPMATO30MIH U 3UTOTH
BKJIIOYBA!

1. onpenensiHe Ha KOMIIETEHTHU JIMIIA, KOUTO M3BBPIIBAT OJIOKMpPaHE, U3TEIJISIHE M YHUIIO)KaBaHE Ha
SIMIIEKJIETKH, CIEPMATO30MIU U 3UTOTH, U TEXHUTE CHEIIU(PUIHA OTTOBOPHOCTH;

2. ompenieNsiHe Ha YCIOBUATA, IPU KOUTO CE MPHUCTHIIBA KbM OJIOKMpaHe, U3TErJIsTHE U YHHUILO)KaBaHe Ha
SIMIIEKJIETKH, CIEPMATO30HI1 U 3UTOTH,;

3. craunaptau onepatuBHU npouenypu (COIT).

(3) JleueOnuTe 3aBemeHMs, KOUTO OCBINECTBSBAT JNCHHOCTH MO ACHCTUPaHA PEMpPOMYKIHs, KaKTO U
KOUTO OCBIIIECTBABAT IEHHOCTH T10 OCUTYpPsBAaHE, U3I0J3BAHE U ChbXPAHSIBAaHE HA YOBELIKHU SHUILIEKIIECTKH,
CTIEpPMATO30MIU U 3UTOTH, Ca JUIHKHU JIa TIPEIOCTaBAT B CPOK JI0 2 Mecela Clie] N3TUIaHETO Ha BCSIKa
kajenaapHa roguHa B AT nepuoanyen nokmnajn 3a Opost Ha OIIOKUpaHUTE, U3TETJICHUTE U YHUIIOKEHU
SIHIEKIICTKH, CIIEPMATO30U/IH U 3UTOTH 1o obOpaser] (mpuiokerne Ne 11).

Yn. 69. (1) 3a koMmeTeHTHH Jiuia mo wi. 68, an. 2, T. 1 ce ompeaensT Julla, KOUTO OTrOBapsT Ha
M3UCcKBaHuATa 1o npuioxxkenue Ne 1, paznmen 11, 1. 2.



(2) CrierudpuunuTe OTTOBOPHOCTH Ha JIMIIATA 110 ajl. 1 ca CBhP3aHU ChC:

1. ycraHOBsiIBaHE HAJIMYUETO Ha YCIOBHSATA, MOPAXKAAIIM OJIOKMpaHe, U3TETJIsIHE M YHHILO)KaBaHe Ha
SIMIIEKIIETKH, CIIEPMATO30MAN U 3UTOTH;

2. cna3BaHeTo Ha u3nckBaHuATa Ha choTBeTHUTE COII 32 Besika efHa OT AEMHOCTHTE;

3. IOMBJIBaHE Ha CHOTBETHUTE JOKYMEHTH H IMIPe/IaBaHe HAa HHPOPMAIUATa KbM OTTOBOPHOTO JIHIIE.

Yn, 70. (M3m. - 1B, 6p. 58 or 2011 r.) OcHoBarejHH NPUYUHHM 3a OJOKHpaHE Ha SHICKICTKH,
CIIEpPMAaTO30M/I U 3UTOTH Ca:

1. npu HEnapTHHOPCKO JapsiBaHe HAa CIIEPMATO30UIU:

a) Hecra3BaHe Ha 6-MeceuHHUs CPOK 3a KapaHTHHHUPAHETO Ha CIIEPMATO30MIMTE, CYUUTAHO OT JaTara Ha
nocJieJHaTa KpUOKOHCEPBAIHs,

0) Hecma3BaHe Ha 3aIbJDKUTEIHOTO IIOBTOPHO U3CIIE[BaHE Ha JOHOpHTE Ha crepMma (npeau
0CBOOO’KIaBAaHETO OT KapaHTHHA) 3a TpancmucuBHu uHOekun (HIV, xematut B u C, cuduiuc);

B) MMOJIy4aBaHETO HAa CEPOIO3UTUBHU PE3YJATATH IIPU OBTOPHOTO U3CJICIBaHE HA JOHOPHUTE Ha CIIepMa,;
2. HEU3ITBJIHEHUETO HA €HO OT CJIETHUTE U3UCKBAHUSA 32 3UTOTH OT AHOHUMHHU JIapUTEIH:

a) KapaHTUHHPAHE Ha 3UTOTUTE 3a CPOK HE MO-MaIbK OT 6 Mecela, CYMTAHO OT jJaraTa Ha IOclenHaTa
KpHUOKOHCEpBAIHS,

0) 3aIB/DKMTEIHO IIOBTOPHO M3CJEABaHE Ha JOHOPHTE HA cHepMa M sSUICKIeTKH (mpean
0CBO0OOKIaBAaHETO OT KapaHTHHA) 3a TpancmucuBHu uHOekun (HIV, xemartut B u C, cuduinuc);

B) TOJIy4aBaHETO HA CEPOITO3UTHBHU PE3YJITATH MPHU MOBTOPHOTO M3CJICIBAHE HA JOHOPUTE HA CIIepMa U
SIMIEKIIETKY,

3. MICMEHO yJIOCTOBEPEHOTO KeJlaHHE Ha IOHOPHUTE;

4. cMBpTTa Ha CHIIPyra/mapTHLOPA, HE3aBUCHMO OT HAJTMYUETO Ha ICKJIAPUPAHO MPIKUBE JKEJIAHHUE, 10
OTHOIICHUE Ha CIIEPMATO30UIU WU 3UTOTH,

5. cmpprTa Ha ChOpyrara/mapTHbOPKATa, HE3aBHCHMO OT HAJMYHETO Ha JCKJIAPUPAHO JKEaHHe
MIPYDKUBE, TI0 OTHOIIICHUE HA OBOIIUTH WJIA 3UTOTH;

6. ycTaHOBsIBAaHETO Ha 3a00JsBaHE Y aHOHUMHHUSI JapUTEN, KOETO MOXKE J1a ce MpeJaBa Ha IMOTOMCTBOTO
WJTH PEIUTTNCHTA;

7. HEBB3MOXKHOCT 3a CUTYPHO HACHTU(DUIIMpaHE Ha [JOHOPUTE WU TMpOCIeAsBaHe Ha MbHTA Ha
TCHETUYHUS MaTepUall MOPaId HENMPABIITHO HITU JIUTICBAIIO €TUKETHPaHe Wi 00bpKBaHE Tpe3 BpeMe Ha
oOpaboTkaTa.

UYn. 71. OcHoBaTemHH TPUYMHH 32 W3TETJISIHE M YHHIO)KaBaHE Ha SHIIEKIETKH, CIEPMAaTO30UAN H
3UTOTH Ca:

1. mucMeHO yJI0CTOBEPEHOTO JKENIaHWE HA TTALMeHTHTE,

2. W3THMYaHETO HAa MAaKCHMAaJHHUS CpPOK 3a CbhXpaHEHHE, KOWTO € 3asBeH OT WAalUeHTUTE IpU
MOJINMCBAHETO Ha JAeKIapanusaTa 3a HHGOpMHUpaHO ChIIIaCKe NPean KpUOKOHCEepBaLus;

3. (ot™. - ]IB, 6p. 58 ot 2011 1.)

4. HaNMMYKMETO HA PHCK OT KPBCTOCAaHA KOHTAMHUHAIMS WM NpeAaBaHe Ha OaKTepraaHa MM MHUKOTHYHA
nH]peKus;

5. HaMYMETO HA PHUCK OT KPBCTOCaHAa KOHTAMHHAIMS WIM NpelaBaHe Ha TPAHCMHCUBHO 3a00JsiBaHE
(HIV, Xenarut B u C, cuduic u ap.);

6. W3TMYaHeTO Ha TOBe4Ye OT 6 Mecema ciied 3asBEHHsS CPOK 3a ChXpaHEHHWE IPH HEMOThPCCHU
CIIEPMATO30M/TH, SHUIIEKJICTKA UIIH 3UTOTH;

7. cMBpTTa Ha ChIpyra/mapTHHOPa HE3aBUCHMO OT HATWYHETO Ha JIEKJIapUPaHO JKEIaHUe MPIKUBE, 110
OTHOIIIEHHE Ha CIIEPMATO30MIU HJIH 3UTOTH,;

8. cMbpTTa Ha ChOpyrara/mapTHbOpKaTa HE3aBHCUMO OT HAIMYMETO Ha JCKIAPUPAHO JKEJIaHHe
NPWKKBE, TT0 OTHOIIEHHE Ha OBOIIMTH MJIM 3UTOTH,

9. ycraHOBsIBaHETO Ha 3a00JsIBaHE Y aHOHUMEH JIapuTell, KOETO MOXKeE Jla Ce MpeaaBa Ha OTOMCTBOTO



WM PEIUTINCHTA;

10. HEBB3MOXKHOCTTAa 3a CHTYpHO HACHTH(HIMPAHE MOHOPUTE WIM TpOCIensBaHE Ha WHTA Ha
TCHETUYHUS MaTepua MOpa i HEMPABIIIHO HIIU JIUTICBAIIO €TUKETUPaHe Wi 00bpKBaHE Tpe3 BpeMe Ha
obOpaboTkara.

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

Yn. 72. (Hos - JIB, 6p. 58 ot 2011 r.) (1) JleueGHuTE 3aBeqcHMS, KOUTO OCHIICCTBSIBAT JCHHOCTH I10
acHCTHpaHa PENPOIyKIUs, KAKTO U KOUTO OCBHINECTBABAT NEHHOCTU IO OCUTYPSIBAHE, M3IOJI3BAHE H
ChbXpaHsBaHE Ha YOBEIIKH SUICKICTKH, CIIEPMATO30UIM U 3UTOTH, Ca JUTHKHH J1a pa3paldoTsAT, BbBEIAT U
M3MOI3BAT JOKYMEHTATHA CHCTEMa 3a YIPaBIeHHWE HAa KAueCTBOTO CBIVIACHO M3HCKBAHHATA Ha Ta3u
Hapeaba

(2) Cucremara mo an. 1 BKJIrOUBa U pa3lUCaHd MUHUMAIHHU M3UCKBAaHHS 32 OE30MACHOCT M Ka4eCTBO Ha
PENPOIYKTUBHUTE KJICTKH M 3UTOTH, KOHTO € C€ NPEJOCTaBAT HAa JAPYrH Jie4eOHH 3aBEICHUS U
MpHJIarar Mmpu xopa.

(3) OrtrosopHoTo suie mo mnpuiokenune Ne 1, pasmen I, T. 2 KoOHTposjHMpa Ka4yecTBOTO Ha
MPEIOCTABSIHUTE WIH TIOCTABSIHUTE PEIPOAYKTUBHH KJICTKU WMJIM 3UTOTH CHIVIACHO M3MCKBAHUSATA TI0 all.

2.

Yn. 73. (Hos - 1IB, 6p. 58 ot 2011 r.) (1) JleyeOHuTE 3aBEeCHMS, KOUTO OCHIIECTBSIBAT JCUHOCTH IO
acCHCTUpaHa PENpOAYKLHS, KAaKTO U KOUTO OCBILECTBSIBAT NEHHOCTH IO OCUTypsiBaHE, M3MOJI3BaHE U
CbXpaHsBaHE Ha YOBEIIKH SUIEKIETKH, CIIEPMATO30UIN U 3UTOTH, Ca JTBbKHH J1a pa3padoTAT, BbBEAT U
M3II0JI3BAT pa3lMCaHu MEpPKU 3a YIpaBJeHHWE Ha PUCKA, Taka 4e Ja ce rapaHThpa UACHTU(PHULHpaHE U
CBEXJIaHE JI0 MUHUMYM Ha PHCKOBETE, MPOM3THYALIX OT M3IMOJI3BaHE U 00paboTka Ha OMOJOTMYEH
MaTepuall, B ChbOTBETCTBHE C MOJAbP)KAaHE Ha aJeKBATHO KAayecTBO M O€30MAacHOCT 3a IUIAHUPAHOTO
npeJHa3HauYeHUE Ha KIETKUTE.

(2) PuckoBere BKIIOYBAT TE3M, KOMTO CE€ OTHACAT [0 MPOLEAYPHUTE, CpeAaTa, 3APaBOCIOBHOTO
CHCTOSIHUE Ha MEepCoHaa U ca CrIeU(PUIHH 32 JIeueOHUTe 3aBeAeHUS 110 ai. 1.

Y. 74. (Hos - JIB, 6p. 58 ot 2011 r.) (1) YnpaBurensat Ha jJe4eOHOTO 3aBeJCHHE Ha3HAYaBa KOMHUCHSI
OT JIUIIA, HEAHTAXKHUPAHU TIPSKO C ACWHOCTUTE TI0 aCHCTHPaHa PETPOIYKIHS B JIe4eOHOTO 3aBECHUE, 32
OJIUT Ha cCHCTeMaTa 3a YIpaBJeHHE Ha KaueCTBOTO MOHE BEIHBX Ha JIBE TOUHHU.

(2) B komucusiTa o ai. 1 ce BKJIIOYBAT JIMIA C OMKUT B OAUTHPAHETO HA CUCTEMH 32 KaueCTBO.

(3) Koncraranuure Ha KOMHCHSTA [0 KQYECTBOTO CE OTPA3siBaT B IIUCMEH TOKJIA]I.

(4) OrtkioHEHUSATa OT YCTAHOBEHHUTE CTAaHJAPTH 33 KAuyecTBO M OE30MacHOCT Ce pasciie/Bar.
PascnenBaHero ce JOKyMEHTHpa W BKJIIOYBA PELICHHE 33 BH3MOKHU KOPUTHPAIIM U HPEBAaHTHBHU
JEUCTBUA.

(5) Bcuuku 3acerHaTv ThKaHU U KJICTKH TPsiOBA J1a ObAaT WACHTU(DUIIMPAHH M OTUYCTCHU U CIIEJBA J1a Ce
IpeanprueMar CbOTBETHH MEPKH CIPSMO TAX choOpaszHo pasnucannte COII mo wi. 68, a. 2, 1. 3.

(6) Kopurupammre aedcTBUS ce TOKYMEHTHpAT, 3all0YBAaT M MPUKIIOYBAT HABPEMEHHO M €(EKTUBHO,
KaTto e(peKTHBHOCTTA Ha NMPEBAHTUBHUTE W KOPHUTHPAIINTE JCHCTBHS cielnBa Aa ObJe OIEeHEHa Cleln
TAXHOTO U3IbJIHEHHE.

Yn. 75. (Hoe - 1B, Op. 58 or 2011 r.) (1) JleueOHuTe 3aBefCHUS CKIIIOUBAT MUCMEHH JIOTOBOPH
MOMEX/Ty CH, KOTaTO M3BBPIIBAT CHBMECTHO ICHHOCTH MO aCHCTHUpaHa PEMPOIYKIIHS, KAKTO U KOTaTo
MPEIOCTABAT €HO Ha JPYro PENPOIyKTUBHU KJICTKH UJIH 3UTOTH.

(2) IMucmenuTe JoroBopw 1o ai. 1 ce oTpassBar B perucThP.



(3) JleueOnute 3aBenenust msnpamar B AT komus Ha moroBopute mo an. 1 B cpok 14 nHu OT
CKJIFOUBAHETO MM.

(4) HorosopuTte no an. 1 ciexBa a ce CKIIIOYBAT CJIeJ IpeIBapUTENIHA OLCHKAa U Mogdop Ha Japyrara
CTpaHa IO OTHOILIEHHE Ha KayeCTBOTO M OE30I1aCHOCTTA Ha PENPOJYKTUBHUTE KICTKH U 3UTOTH, KOUTO
e ce OOMEHAT, KaKTO U 10 OTHOILIEHHE Ha CIIOCOOHOCTTA ¥ Ja cra3Ba ChbOTBETHUTE M3UCKBAHUS Ha
HOpMaTHBHaTa ypeada B cTpaHaTa.

(5) B cxiroueHHTE TOTOBOPH CE OTPA3SIT OTTOBOPHOCTUTE HA CTPAHUTE U MOJAPOOHOCTUTE 110 ChBMECTHO
U3BBPIIBAHE HA MPOLEAYPUTE IO aCUCTUPAaHA PENPOIYKLHs UM OOMEH Ha PENpOAYKTUBHHU KJIETKH U
3UTOTH.

Y. 76. (Hos - JIB, 6p. 58 ot 2011 r.) (1) JleueGHO 3aBeeHnE, KOETO pabOTH C raMeTH W/WJIHM 3UTOTH, €
JUTBKHO Jla CKJIIOYM IHCMEHH JOTOBOPH C JPYrd JiedeOHM 3aBEICHHS, KOHTO OTrOBapsAT Ha
W3UCKBaHMATA HA Ta3W Hapen0a, 3a ypeKaaHe Ha ChbXPAHCHHUETO HA TaMeTHTE W/WIM 3UTOTUTE B CITydai
Ha [IpeKpaTsABaHe Ha Je4eOHOTO 3aBe/ICHHE.

(2) B norosopa 1o ait. 1 ce ypeskaaT ChIIo JaHHUTE 3a IPOCIEANMOCT ¥ HH()OPMAIHS 110 OTHOIICHHE Ha
Ka4eCTBOTO M OE30MMaCHOCTTAa HA TaMETUTE M/HJIH 3UTOTUTE.

JdonmbiaHuTeIHM pa3nopenou

§ 1. ITo cmuchia Ha Ta3u Hapenoa:

1. "bu cnenpayio” wiu "¢ MpenopbUUTETHO" 03HAYaBa, Y€ M3MCKBAHE HE € 3abJDKUTEIIHO, HO TTOCOYBa
no0pa KJIIMHUYHA [TPaKTUKA.

2. "binactomep” e Kj€TKa OT MPEAUMILIAHTAIMOHEH (O CTaquii KOMIIAKTU3ALIMSI) 3aPOIHIII.

3. "bnokupane" - BpeMeHHa 3a0paHa 3a IMOJI3BAHE HA CIIEPMATO30UIM, SHICKICTKH WM 3UTOTH JI0
U3ACHSIBaHE Ha OOCTOSATENICTBA, CBBP3aHU C TAXHATa 0€30MaCHOCT U KA4eCTBO, JI0 OTOJIOKUPAHETO UM H
MTyCKaHETO UM B YIOTpeda WM JI0 TAXHOTO M3TETIITHE M YHUIIOKABaHE.

3a. (moBa - JIB, Op. 58 or 2011 r.) "Banuaupane (kBaaudukauus B CiiydauTe Ha 00OpYyJBaHE WU
cpenu)"” O3HavaBa yCTAHOBSIBAHE HA JIOKYMEHTHPAHO JOKA3aTeJCTBO, KOETO YAOCTOBEPsSIBA C BHUCOKA
CTENeH Ha CHTYpHOCT, Y€ cIelu(HUueH Mpolec, o00opyaBaHE WM CpelJa HEU3MEHHO DPEe3yITHparT B
MPOAYKT, OTrOBapsilll Ha TpPEABAPUTENHO JAePUHUpAHWUTE CHEHUPHUKANNKA W  KAYeCTBEHH
XapaKTepUCTUKH; MPOLIECUTE Ce BaTUAMpAT, 3a J]a C€ OLEHM ePEeKTHMBHOCTTA HA JaJeHa CHCTEMa Bb3
OCHOBA Ha 11eITa i Ha yroTpeoa.

4. "JlupexTHa ymoTpeba" e mporeaypa, MpH KOSITO KIETKUTE ca B3€TH M M3MON3BaHH, O0e3 Ja Obaar
00pa0oTBaHM U ChXpPaHSIBaHU.

5. "EMOpuopenykus" e MeToJ 3a HamalsiBaHe Ha Opos Ha HMMIUIAHTHPAaHUTE B MaTOYHAaTa KyXHHa
eMOpPHOHH C IIeT J1a C€ HaMald PHUCKBT, CHIIPOBOXKIAII M3HOCBAHETO M PAXKIAAHETO Ha MHOTOIUIOIHA
OpEeMEHHOCT; OOMKHOBEHO METOIBT IIeJIM MOCTUIAaHETO Ha €JHOIUIOAHA WM MaKCHUMyM JBYIUIOAHA
OpEMEHHOCT.

6. "EMOpuotpancep” - mocraBsHe Ha €IUH WM MOBEYE NMPEAUMIUIAHTAIIMOHHU 3apOJIUIIN B TAJIOTO HA
KCHaTa.

7. ")XXuB noHop" e ¢u3MYecKo JMIe, OT KOETO Cc€ B3eMaT SHIEKIEeTKH WIM CIEepPMaTO30MAU C
PETpOoTyKTHBHA TIEIT.

8. "M3KycTBeHa HHCEMUHAIMS' € JIEOHUPAHETO HAa MBXKH TaMeTH B MaTOYHATa KyXMHA, [IEPBUKATHUS
KaHaJI WM BJIAraJMIIeTO Ha JKeHara, 0e3 Ja € CUTYPHO JaJd IIe TOCNeBa HEMOCPEICTBEH KOHTAKT
MEXY MBKKH U )KEHCKU TaMETH, PECIIEKTUBHO OIUIOXK/IaHE.

9. "UsrermsiHe" e mpoliec Ha HajJaraHe Ha OKOHYATejaHa 3a0paHa 3a ymoTpeba Ha CrepMaTO30HIH,
SULEKIETKU WINA 3UTOTH U IOJArOTOBKATa UM 33 YHUIIOKABaHE.



10. "Hu Butpo" omnoxnaane (IVF) e meron 3a omioxIaHe Ha SHIEKICTKH B JIAOOPATOPHU YCIOBUS
U3BBH TSAJIOTO Ha >KEHaTa, MPOLEAYpH 3a OIUIOKJAaHE HAa €Ha WJIM MOoBede SULEKIETKH B TSUIOTO Ha
’KeHaTa He ca MH BUTPO OIUIOXKJAHE, M3BAJACHU OT TSJIOTO HA XKEHaTa eMOPHOHHM CHIIO Taka HE ce
OTHACAT KbM IPOIeypaTa uH BUTPO OILIOKAAHE.

11. "HHTpa-oBOLMTHO WHKeKTHpaHe Ha enuHu4yHH crnepmarozouau (ICSI)" e meron 3a uH BUTPO
OIIOKJaHE Ype3 MHKEKTUPaHE Ha €UHUYHU CEeJIEKTUPaHU 00paboTeHH CIEpPMAaTO30HUIU B SMIEKIETKH
MOCPEJICTBOM MUKPOMAHUITYJIAIHSI HA TAMETH.

12. "Undeprunurer” - 6e3mioaue.

13. "Kpuobanka 3a raMeTH U eMOPUOHH'" - MSICTOTO W OOOpPYIBAHETO, OCUTYPSIBAIIO CHXPAHCHHE 3a
ONTUMAJIHO ABIBI MEPUOJ HAa 3aMPA3eHU TaMETU U MPEeAUMIIAHTAIIMOHHU eMOPUOHU MPU CBPBXHUCKH
Temrepatypu (Haii-4ecTo TEUeH a3or).

14. "KpuokoHcepBamus (KpuochbXpaHeHue)" - TIpyla MpolecH Ha IOArOTOBKA, 3ampassBaHe U
CbXpaHsBaHE HA YOBEHIKM raMeTH W MPeAMMIUIAHTAIIMOHHH eMOPHMOHU NPU CBPBXHUCKU TEMIIEPATypu
(maii-uecTo B TE€UEH a30T).

14a. (woBa - /IB, Op. 58 ot 2011 r.) "KpuTnuHo" 03Ha4aBa MOTEHIMATHA CIIOCOOHOCT 3a Bb3/ICHCTBUE
BBPXY Ka4eCTBOTO M/UITK OE30MIaCHOCTTA WIIM HAJTMYKME Ha KOHTAKT C KIIETKUTE U ThKaHUTE.

15. "Konuentyc" o3HayaBa OpraHu3bM, IOJYy4YEH OT CIMBAHETO HAa MBXKKAa M JKEHCKA TaMera, OT
MOMEHTa Ha UMIUIAHTUPAHETO MYy B MailuMHa ThKaH A0 paxiaaHeTo. Yosemkuar xonHuentyc ao 10
HaBBPIICHN T'ECTAIMOHHU CEJAMHUIM BKJI. ce Hapuua "3apoxum’ (embryo), a ot 1l. recranuoHHa
cenmuiia a0 paxmanero - "mioa” (foetus). B moustuero "koHientyc" ce BKIOYBAT U T.HAP. IJIOAHU
NPUIATHIM, a UMEHHO. IThITHA BPBB, IUIALIGHTA W HEWHM MPEIIIECTBEHHUIM, OKOJIOIUIOTHH LUMU H
OKOJIOTIIIO/IHA TE€YHOCT.

15a. (noBa - JIB, 6p. 58 ot 2011 r.) "MeHomnay3a" o3HayaBa OKOHYATEIHO CIHpPAHE HA MCHCTPYaTHUS
LUKBJI MPU JKEHATa, ako OT TOcJe/HaTa peloBHA MEHCTpyalus € MuHaia 1 roauna, mpe3 KosTo He e
MMaJIo Ipyra MEHCTPYAaIHsl.

156. (uoma - JIB, Op. 58 or 2011 r.) "Opranuzaius 3a B3eMaHe' O3HauyaBa Jie4UeOHO 3aBEJCHUE WIIH
OTAeNieHre Ha OOJHMIIA, KOATO CE aHTAXHpa C OCUTYPSBaHE HA YOBEIIKM THKAHW U KIETKH M KOSTO
MOJKE J1a HE € aKpeIuTHpaHa, onpeeeHa, OTOpU3NpaHa WK JUIEH3UpaHa KaTo 3aBeieHne 3a paboTa ¢
THKaHU.

158. (HoBa - /IB, Op. 58 or 2011 r.) "Opranusanusi, OTroBapsia 3a MPUIOKEHUE MPU Xopa' o3HaYaBa
nedeOHO 3aBeICHUE WIIM OTJelIeHHue Ha OOJHWIA, M3BBpIIBAIlA NMPUCAKIAHE HAa YOBEIIKH THKAaHU U
KJIETKU TIPH XO0pa.

16. "Haematenu (npu kpriobaHkupaHe)" ca JIuila, KOUTO 10 COOCTBEHO XKeJlaHHe W 3a COOCTBEHHU HYKIU
CbXpaHsABaT CBOM reHEeTHYEH MaTepHal 3a o-KbCHa ynorpeoa.

17. "He Ou cnenpano” win "He ce mpenopbyBa’ O3HAyaBa Y€ M3MCKBAHETO HE 3a0paHsBa U3PUYHO, HO
MOCOYBA MPAKTHUKA, KOATO MPOTUBOPEUN Ha 100paTa KIMHUYHA MPAKTHKA.

18. "OBomutH" ca "sHTEKICTKH "

19. "OBymnanus" - npouec Ha GU3NOIOTHUHO OTJIENISIHE HA AHIEKIeTKaTa OT SHYHUKOBUS (DOTUKYIL.

19a. (moBa - JIB, 6p. 58 ot 2011 r.) "Tlaptuaa"” o3HauyaBa CHBKYITHOCTTA OT MAPTHIAHU CAMHUIU TIPU
e/lHa Mpoleaypa Mo aCUCTUPaHA PENPOAYKIUS UM €THO B3eMaHe Ha PEeIpPOTYKTHUBHU KIETKH.

196. (uoBa - JIB, Op. 58 or 2011 r.) "Ilaptuana exuHuI@" O3HAYaBa BCEKH €IUH OBOILUT, EMOPHOH
(3uroTa) MM KOJMYECTBOTO CIIEPMATO30HMIN B €IMH KOHTEHHED - TIPU NapTHBOPCKO JapsBaHE - ISTIOTO
KOJIMYECTBO CJIe]] B3MMAHETO, a MPH HEMapTHhOPCKO JIapsiBaHe - BCEKU €IMH KPUOKOHTeiHep (BHasKa,
cllaMKa | JIp.).

20. "TlapTHROpCKO MapsiBaHe" € mapsBaHe HA PEMPOJYKTUBHU KIETKH OT MBX Ha )KEHa, KOTaTo CHIIUTE
MIPEBAPUTEIIHO Ca JAEKJIapupaIu mpes jJeKkaps, KOMTOo Ie U3BbPIUIM B3eMaHeTO, Y€ UCKAT ChbBMECTHO Ja
Ch3/1a7aT TOTOMCTBO.

21. "lpenumriuiaHTalioHeH 3apomuin’ (MPEIUMILUIAHTAIMOHEH eMOpPHOH) O3HayaBa OPTraHU3bM,
MOJIyYEeH OT CIIMBAHETO Ha MBKKa U jkeHcKa ramera (“omnoxmane'”), 10 MOMEHTa Ha MMILIAaHTHPAHETO



My B MaitunHa ThKaH ("koHuenmus" i "3agarue").

22. "Tlpm HEOOXOIUMOCT W BBH3MOXKHOCT' O3HAYaBa, Y€ HAJIMYHMETO W JIMICaTa Ha HEOOXOIUMOCT U
BB3MOXHOCT CE€ TIPEIEHSIBA 32 BCEKM KOHKPETEH CIy4ail OT OpraHWTe 3a YIpaBlIeHHE HA Je4eOHOTO
3aBejIeHHe, ChITIACyBaHO ChC COOCTBeHMKA (MpuHIMnaia) Ha JI3.

23. "IlpocnenuMoct” € Bh3MOXKHOCTTA 32 JIOKAIM3UPAHE U MACHTH(HIMPAHE HA TaMETH U 3UTOTH BbHB
BCsAKa (aza OT U3BBPIIBAHE HA ACHHOCTUTE MO aCUCTHpaHa PENpOAYKIHS OT B3€MaHETO OT JOHOpa /0
MOCTABSIHETO MM Ha PEIMITMCHTA WM YHUIIO0XaBAHETO WM; BB3MOXXHOCTTA 33 HACHTU(UIIMpAHE Ha
JIOHOpA, pELMIHEeHTa W Ha JIeYeOHWTE 3aBElCHUS, YydYacTBaIM B JACHHOCTUTE IO acCUCTHpaHa
PENPOAYKIIHS, KAKTO W BB3MOXKHOCTTA 32 JIOKATH3UPAHE U WIACHTH(HUIMPAHE Ha IsutaTta WHGOpMaIus,
CBBbp3aHa ¢ TaMETUTE WM 3UTOTUTE U MaTePUAIIUTE, BIM3AIIN B KOHTAKT C TAX.

23a. (moBa - JIB, Op. 58 or 2011 r.) "Ilporecu™ o3HauaBa IUIOCTHATA CEPUs OT MMOCJCIOBATEITHU
NeMCTBUS, 3314l WJIM METOJI, Upe3 KOUTO ce U3BbPIIBA JaJicHa IeHHOCT.

24. "PenpoyKTUBHU KJIETKH' ca KJIETKHUTE, PETHA3HAUYCHH 32 IIEJIUTE Ha aCUCTUPaHa PEIPOLYKIIHSI.

25. "Penunuent” e nuie, Ha KOETO CE€ MPEAOCTaBAT raMeTd WIM TNPEANMIUIAHTAIIMOHHH €MOPHOHH
(3UroTH) C LENT PEeNPOIYKIIHS.

26. "Cepuo3Ha HeXelaHa peakius € HempeaBUICHA peaklus MPH JTOHOP WU PELUUIUEHT, CBhP3aHa C
eKCIiepTH3a, B3eMaHe, 00pabdoTKa, ChbXpaHsSIBaHE, TPAHCIOPTUPAHE M MOCTABSHE HAa TaMETH, OIUIOICHH
SUIEKJIETKU W MPEAUMIUIAHTAIIMOHHU 3apOJUIIH, KOSITO € JOBela JO CMBPT WIM JI0 3acTpallaBallo
KUBOTA CBHCTOSIHWE, WM 10 TpelaBaHe Ha 3apa3Ha OoJiecT, 0 TpailHa HepaboTOCIOCOOHOCT WIIH
3a0oIsBaHe, BOJEUIO J0 yIbIKaBaHEe HA JICYCHHUETO.

27. "Cepro3eH MHIMJICHT" € BCSIKO HEXKEIaHO ChOWTHE, CBHP3aHO C €KCIIepTH3a, B3eMaHe, o0paboTkKa,
CbXpaHsBaHEe, TpaHCIOpPTUpPaHE U  TOCTaBIHE HA TraMeTH, OIUIOACHHM  SAULEKIETKH |
MPEIMMITIAHTAIIMOHHY 3apOJIMIIN, KOETO MOXKE Ja JIOBEAE 0 CMBPT WM J0 3aCTpallaBaiio >KMBOTA
ChCTOSHUE, WM JI0 TIpeJaBaHe Ha 3apa3Ha OoJsiecT, A0 TpaiiHa HepaOOTOCTOCOOHOCT WM 3a00sBaHe,
BOJICIIO JIO yIbJDKaBaHe Ha JieueHneTo. Cepro3eH MHIMUICHT € M HeNpaBHIHATA WICHTU(OUKAINAS WIH
MOIMSIHA HA TaMETH WU 3aPOJIUIIIH.

27a. (moBa - JIB, Op. 58 or 2011 r.) "Cucrema" o3HauaBa rpymna OT OOCKTH, B3aMMHOCBBP3aHU WU
B3aMMOJICICTBAIIY, TaKa Y€ Aa OPOPMSAT eIUHUIA U METOJIWYHO CBBP3aHU UACH, IPUHIIUIHN, METOTU
Y TIPOTIEAYPH.

28. "Cucrtema 3a KauecTBO'" € OpraHu3allMiOHHa CTPYKTypa, BKJIIOYBAIlA ONpPEIEN€HH OTIOBOPHOCTH,
MPOLIEYPH, TPOIIECH U PECYpCH 3a BHBEKIAHE W OCHIIECTBSIBAHE HA YIPaBJICHWE HA KA4eCTBOTO, W
BKJIFOUBA BCUYKHU JEHHOCTH, KOUTO MPSAKO WK HEMPSKO BIUSAAT HA KAY€CTBOTO.

29. "Cranpmaptau omnepatuBHu mpoueaypu” (COII) ca nucMeHM WHCTPYKIMH, YTBBPICHH OT
U3MBIHUTENHUS nupekTop Ha AT, KOUTO ChABPIKAT: OMHMCAHKUE Ha MOCIEOBATETHOCTTAa U HAYMHA Ha
W3BBPIIBAHE HA ONPEICIICHH JCHHOCTH IO aCHCTUPAHA PEIPOAYKIHUS B JICYEOHOTO 3aBEJECHUE C
OMKCaHWe Ha MPOIIECUTEe, MAaTEPUAIUTE, METOAUTE U PE3yATATUTE.

30. "CyporatHocT" - METOJ, TpPH KOMTO €IHa >XEHa HM3HOCBA OPEMEHHOCT BMECTO Jpyra W Clel
paXJIaHETO Ha JIETETO I'o MPEOTCTHIIBA HA OMOIOTUIHUTE MY POTUTEIH.

31. "CpoOrmieHne 3a CepHO3HA HEKETaHa PeaklHs WM MHIUICHT' € JIOKyMEeHTHpaHa WHGOpMaIus 3a
€IHa WM TOBEYE CEPUO3HU HEXKEIAaHU PEaKIUU WM WHIMJICHTH, CBBP3aHH C MpUIAraHeTO Ha
MEUIIMHCKHU JCHHOCTH U METOJIU 32 aCHCTHUPAaHA PEIPOIYKIINS WIH C B3eMaHe, ITOCTaBSHE, EKCIIePTH3A,
00paboTKa, eTUKETHPaHEe U ChXpaHsSBaHE HA SUIEKIETKH, CIIEPMATO30MAN U 3UTOTH U Ca CBBP3aHU C
TAXHOTO Ka4eCTBO M 0€30IacCHOCT.

32. "YHumoxkaBane" € Mpollec Ha HapyllaBaHE HAa WHTErpUTETa HA CHEPMATO30HIU, SUIICKICTKH U
3UTOTH W U3XBBPISTHETO UM TI0 HAYMH, O€301TaceH 3a OKOJIHATA Cpefa, TIPH ClIa3BaHe HAa M3MCKBAHUATA 3a
yIpaBJeHHe Ha OMOJOTUIHUTE OTTIAIBITH.

33. "YmpasieHre Ha Ka4eCTBOTO" € TIOPEINIIa OT KOOPIUHUPAHU JIEHHOCTH TI0 YIpaBJIeHUE U KOHTPOI,
KOUTO Ca HACOYCHH KbM OCUTYpPSBAHE HAa KAYECTBO Ha JCHHOCTHUTE MO ACUCTUPAHA PEIPOTYKIIHUS.



IIpexoaHu u 3ak/II0YHUTESHH pa3nopeadu

§ 2. Ta3u HapenOa ce u3naBa Ha ocHoBanue wi. 130, an. 3 u 6, un. 131, an. 3, wr. 132, an. 4, un. 132a,
an. 3 m . 1326, an. 2 or 3akoHa 3a 37paBeTo U Wwi. 6, ait. 1 oT 3akoHa 3a jieueOHUTE 3aBEACHMUS.

§ 3. B mecrtmeceueH CpoK OT BIM3aHE B CWiIa Ha Hapendara JeueOHHTE 3aBEICHHS IPUBEXKIAT
JEIHOCTTa CU B ChOTBETCTBUE C Hesl.

§ 4. 3a numara, mocoyenu B npwmiiokenue Ne 1, pasnen I, 1. 2 u 4, kourto 10 narara Ha BIM3aHE B CHJIA
Ha Ta3W Hapeada ca yrnpa)KHsSBaJI IMOBEUYE OT JIBE TOJAWHH JCHHOCTUTE, HE CE IpHIaraT U3UCKBaHUITA HA
npunoxenne Ne 1, paznen I, 1. 2.3 u 4.1.4.

§ 5. B Hapen6a Ne 16 or 2007 r. 3a ycnoBusATa M pela 3a M3JaBaHE HA pa3peliecHUE Ha JICYCOHHTE
3aBeJICHHs 32 U3BBPINBAHE HA JCHHOCTH 10 acucTrpana penpoaykiws (1B, 6p. 38 ot 2007 r.) ce mpassit
CICAHUTE U3MEHECHUS .

1. Bun. 2, an. 1 cnen aymure "n3BbHOOMHUYHA TOMOII" ce 100aBs "M ThKaHHUTE OAHKH .

2. Bun. 3cecws3naBar. 4:

"4, pa3pemienue mo wi. 51a ot 3akoHa 3a JieueOHUTE 3aBEICHUS 32 ThKaHHUTE OaHKH;".

3. Bu 4, an. 1 cnen nymure "u3BbHOOTHIHYHA TOMOII'" ce 100aBs "M ThkaHHATa OaHKa'.

4. B un. 5 cnex nymure "M3BHbHOOMHUYHA TOMOII' ce 100aBs "M ThKaHHUTE OaHKU .

§ 6. Tasu Hapen0a BbBexIa pasnopenoute Ha JJupextuBa 2004/23/EO Ha EBponeiickus mapiaMeHT U
Ha CwBeta, JJupextuBa 2006/17/EO na Komucusita u Jlupekrusa 2006/86/EO na Komucusra.

[Mpunoxxerne Ne 1 kpM wi. 1, an. 1, 1. 1(M3m. ¢ Perrenne Ne 2264 ot 15.02.2011 r. na BAC - /1B, 6p. 44
ot 2011 r., usm. - JIB, 6p. 58 ot 2011 r.) MeauuuHcku cTanaapt ""AcucTiupana penpoaykuus' Pasaen
I06xBaT Ha NEMHOCTUTE MIPU aCUCTUpaHa perpoaykuusil. Acuctupana penpoayKIus ce U3BBPIIBA Upe3
MpHUJIaraHe Ha MEAUIMHCKH IEHHOCTH U OMONIOrMYHO-1a00paTOpHU METOIU, CBbp3aHu c¢he:l.1.
XOpMOHaJTHA KOHTpoJinpaHa oBapuaina (situnukosa) xunepcrumynaius (KOXC) ¢ nen (mocsensariio)
B3€MaHEe Ha OBOLIUTHU Ype3 eXorpadcKu Wiu JIanapoCKONCKU KOHTPOJINpPaHa MYHKIHS Ha SHYHUKOBU
donukynm;1.2. oTuIoKIaHEe HA €HA WK TIoBeue sitekiaeTku: 1.2.1. HaMupam ce B TSUIOTO Ha JKeHaTa
(nacemunartus):1.2.1.1. BnaranauiiHa uHceMuHarms;1.2.1.2. nepukanita nacemunaius;1.2.1.3.
BBTpEMaTOYHA HHCEeMUHanus;1.2.2. HaMupamy ce U3BBH TSUIOTO Ha xeHara upes: 1.2.2.1. kimacudecko
"un BuTpo” omtoxkaane (IVF);1.2.2.2. uHTpa-OBOIUTHO WHKEKTHPAHE HA CIUHUYHU CIIEPMATO30H/TH
(ICSI);1.3. B3emane, ekcriepTr3a, 00pabOTKa, CTUKETHPAHE M ChXPaHsIBaHE Ha SHUIIEKIETKH,
CIepMAaTO30MI WIIH MIPEIUMITIAHTAIIMOHHY 3apoAniiu;l.4. mocTaBsHE B TSUIOTO Ha )KEHATa HA 3UTOTH
(emOpuoTpancdep), morydeHu OT oruToKaaHeTo Ha:1.4.1. SieKIeTKH OT ChIaTa KeHa U
CIepMaTO30MIM OT MapTHHOPA;1.4.2. SiIIeKIIETKH OT ChIIlaTa KEeHa U CIIEPMATO30Mau OT oHop;1.4.3.
SIMIIEKJICTKA OT JIOHOP M CIIEPMATO30HIH OT MapTHHOpa;1.4.4. SHIEKIETKH OT JIOHOP M CIIEPMATO30UIH
oT 1oHOp;1.5. Guornicus Ha G1acToMepy OT MPEeAUMITTIAaHTAIIMOHHN eMOPHOHU 32 IEUTEe Ha
npeauMILIaHTalMoHHaTa renetnana guarnoctuka (PGD);1.6. emOpuopenykius. Pasmen

Y cTpoiicTBeHa paMKa Mpy U3BHPIIBAHE HA acHcTUpaHa penpoaykuusl. JleueOHu 3aBeieHus, B KOUTO €
pa3peleHo J1a ce OChIIECTBABAT JEHHOCTH MO aCUCTHpaHa penpoaykius, ca:1.1. reueOHu 3aBeeHus 3a
H3BBHOOIHMYHA TToMol; 1.2, meueOHH 3aBeneHus 3a OonHu4YHa nomoIir;1.3. TbkanHa 6aHka. 2. B
WHIUBHIyaJIHA IPAKTHKA 3a CIICIHAIN3UpaHa n3BbHOOMHIYHA MeauinnHcka nomon (MITCMII) u
rpyIoBa MpaKkTHKa 3a CrelraaIn3upana n3BbHOOTHIYHA MeaunnHcka oMot ([ TICMIT) morat na Obaar
OCBIIIECTBSIBAHU €MHCTBEHO ACHOCTHTE, TocoueHu B paszzaen |, 1. 1.2.1, koraTo ca Hanmume:2.1. 6okc 3a



eKCIepTH3a, eTUKETHpaHe U 00paboTKa Ha CLIepMaTO30MH; 2.2. CTas 3a CIIepMOOT/IENsHE;2.3.
KpruoOaHKa - U3UCKBA CE CaMo B CIIy4auTe, IPU KOUTO CE U3BBPIIBA U ChXPaHSIBAaHE HA CIIEPMATO30UAH
OT JIapUTEJIHM WM HaeMaTeu 3a M0-KbCHA yrnoTpeda (kpuobdankupane).3. B meauiiuucku nentsp (ML)
U TUarHOCTUYHO-KOHCyaTatuBeH 1eHTbp (IKII) ¢ serna 3a kpaTkocpodHO HAOIIOICHUE HIIH TAKHBA,
Pa3MoJIOKEeHH B OJIM30CT ¢ OOJIHUYHO 3aBe/IeHHE, C KOETO UMAT JOTOBOP 3a CIICITHA XOCTTHTATN3aIIuS,
Morart Ja 0bJIaT OCHIIECTBSIBAHN BCUUKH JIEHHOCTHU 33 U3BBPIIBAHE HAa aCUCTHPAHA PEIPOYKIIHS,
ormcanu B pazzaedn |, T. 1, korato ca Hanuue:3.1. 3a neliHoctute, onucanu B pazzaen |, T. 1.2.1, ceroacHo
paznen 1, T. 2;3.2. npu U3BBPIIBAHE U HA €JHA WJIM ITOBEYE OT OCTaHAIUTE JeiHocTH:3.2.1.
IIPOCTPAHCTBEHO 000COOEHA CTPYKTYpa IO aCUCTUpPaHa penpoaykius;3.2.2. Kpuobanka;3.2.3.
MaHUIyJAI[MOHHA 3a U3BbPIIBAHE HA MMyHKIUH MO exorpadcku KoHTpou;3.2.4. cTasi 3a Bb3CTaHOBSIBAaHE
cien GOMUKYITHA MyHKIUS WK eMOpruoTpancdep;3.2.5. OTAeNeH CAaHUTapeH BH3EI 32 MalUeHTH,
MOJIOKEHHU Ha aCUCTHPAaHA PENpoayKIus;3.2.6. cTas 3a CiepMooTaAeIsAHe;3.3. MOMEeIIEeHUATa 1o T. 3.2.3
1 3.2.4 v 00opyIBaHETO UM CJIe/IBA Ja OTTOBAPST U HA CTaHAAPT "AHECTe3Us M MHTEH3UBHO JIeueHHE' B
yacTTa 3a aMOyJaTopHa aHecte3us;3.4. B ClIy4auTe, IpU KOUTO C€ U3BBPIIBA JOOUB HA OBOLIUTHU YpE3
JanapoCKOM¥s, ce/iBa Ja ObJaT cria3BaH HOPMATUBHHUTE U3UCKBAHUS MPU U3BHPIIBAHE HA JICHHOCTH
10 €THOJIHEBHA XUPYPIHsl, aKyIIIEpPCTBO, THHEKOJIOTHUS U aHECTe3Usl U HHTEH3UBHO JieueHue. 4. B
nedeOHY 3aBeICHHS 3a OOJIHMYHA TIOMOIIl MOTAT J1a ObJIaT OCHIIECTBSIBAHN BCHUKH JICHHOCTH 32
U3BBPIIBAaHE HA aCUCTHPaHa PEIPOIYKIIHS, ONMCaHU B pasznedn |, T. 1, B oTneneHus uiu CeKTOpH 1O
acHCTHpaHa PenpoayKIHs, KoraTo ca Hanuie:4.1. mpu u3BbpIIBaHE cCaMO Ha JCHHOCTUTE, OTIMCAHU B
pasznmen |, 1. 1.2.1:4.1.1. Gokc 3a ekcrniepTu3a, CTUKETUpaHe U 00paboTka Ha criepMmaro3zouay; 4.1.2. cras
3a criepmootaensae;4.1.3. kprobaHka - U3UCKBA Ce, KOraTo Ce U3BBPIIBA U ChXPAHSIBAHE Ha CEMCHHA
TEYHOCT OT JAPHUTENIM WM HaeMaTelH 3a MO-KbCHa yrnorpeda (kpuobaHkupane);4.2. mpu U3BbPILIBAHE U
Ha ¢/IHA WM [TOBEYE OT OCTAaHAIUTE JICWHOCTH, onrcanu B pazzaen |, T. 1:4.2.1. nmpocTpaHCTBEHO
00ocobeHa CTPYKTypa Mo acucTUpaHa penpoaykuus;4.2.2. kpuobanka;4.2.3. MaHUITYIallMOHHA 32
M3BBHPIIBAHE Ha IYHKIIUH 11O/ eXoTrpadCcKu KOHTpoI;4.2.4. cTas 3a Bb3CTaHOBSIBaHE cliell (HOIMKyITHA
MYHKIUS Wi eMOpuoTpancdep;4.2.5. oTaeneH caHuTapeH Bb3el 3a MalueHTH, MOAJI0KEHU Ha
acucTupaHa penpoaykmus;4.2.6. cras 3a criepMooTaensHe;4.2.7. cTan 3a cTallMOHAPEH MPECTO Ha
nanueHTuTe;4.2.8. akymepcka cras 3a JAeKypHara akyimiepka;4.3. momerienusta no 1. 4.2.3u 4.2.4 n
000py/JIBaHETO UM CJI€/IBA JIa OTTOBAPAT U Ha CTaHAApT "'AHecTe3us 1 MHTEH3UBHO JieueHue' ';4.4. B
Clly4auTe, Py KOUTO C€ U3BBHPILBA JOOUB HA OBOIIUTH Upe3 JIAMAPOCKOMUs, clie[Ba 1a ObaaT cria3BaHU
HOPMATHUBHUTE U3UCKBAHUS ITPU U3BBPIBAHE HA IEHHOCTHU IO €THOTHEBHA XUPYPTHS, aKYIIEPCTBO U
THHEKOJIOTUS U aHEeCTe3HsI U MHTEH3UBHO JieueHne.5. B ThkaHHUTe OaHKU MOTraT Jja ce U3BbPIIBAT
eanHCcTBeHO0:5.1.1. B3eMaHe, ekcriepTusa, 00paboTka, ETUKETUPAHE, ChXPAHSIBAHE U IIPEIOCTABIHE HA
criepmaTo3onu;5.1.2. moayuaBade (OT JeueOHU 3aBeieHus 1Mo T. 3 u 4), eKkcrnepTu3a, 0opaboTka,
STUKETUPAHE U ChbXPAHSIBAHE Ha SUIECKICTKH U 3UT0TH; 5.1.3. ekcriepTusa, o00paboTka, €TUKeTHPaHE,
ChXpaHsIBaHE, MPEAOCTaBsSHE HA OBOIUTH U MIPEIUMIUIAHTAIMOHHU 3apoaulin.6. B ThkaHHUTE OaHKU ce
W3BBPIIBAT ICHHOCTH IO ACUCTUPAHA PEIPOTYKITHs, KoraTo ca Haimie:6.1.1. 3a neiitHocTUTe, ONMUCaHM B
T.5.1.1:6.1.1.1. Hanuuue Ha OOKC 3a eKCIepTH3a, ETUKETUpaHe u 00paboTKa Ha ciepmaro3onau;6.1.1.2.
cras 3a cepmootensue;6.1.1.3. kpuobdanka;6.1.2. 3a aeiHoctute, onrcanu B T. 5.1.1 n/unmm Te3u B T.
5.1.215.1.3:6.1.2.1. HanuuKe Ha MPOCTPAHCTBEHO 000COOEHA CTPYKTYpa MO aCUCTUPaHA
penpoayknus;6.1.2.2. cras 3a ciepmooTaensne;6.1.2.3. kpuobanka;6.2. B ThkaHHU OaHKH,
WHVBUAYAIHU WM TPYIIOBH MPAKTUKH 32 CTIeNUaT3UpaHa MEAUIIMHCKA IIOMOII] HE ce pa3pelaBa aa ce
W3BBPIIBAT HHBA3UBHUTE MPOIICTYPH TIPH aCUCTHPAHA PEIPOTYKIUs, a UMEeHHO:6.2.1. exorpadcku
KOHTpPOJIHMpaHa MYHKIUS HA SHYHULNTE; 6.2.2. TanapoCKONCKU KOHTPOJIMpaHa MMyHKIUS Ha
SIHUIUTE;6.2.3. MMoCTaBsIHE HA MPEAUMILIAHTAIIMOHHY 3apPOJIUIIN B MaTOYHATA KyXUHA HA
xeHara;6.2.4. eMOpuopenykius.7. MUHUMAITHUTE H3UCKBAHUS 32 OMMCAHUTE B TO3U pa3Jiel MOMEIICHUS
ca mocoueHu B pazzaen VI or cranmapra.8. JleueOHuTE 3aBeIeHNS, N3BBPIIBAIINA ACHCTHPAHA
PENPOAYKIIHS, UMAT MPUETH BHTPEIIHA JOKYMEHTH, KOUTO PETJIAMEHTUPAT UM PErHCTPUPAT
YCTPOMCTBOTO U JEHHOCTTA Ha JIe4UeOHOTO 3aBEICHHE 110 OTHOILIEHUE Ha aCUCTUPaHa penpoaykius.9.



Bwrpemnn nokymenTH ca: 9.1. mpaBUIHMK 32 YCTPOHCTBOTO U AEHHOCTTA U BBTPEILHUS pej Ha
ne4eOHOTO 3aBenieHne;9.2. ITHKHOCTHUTE XapaKTEPUCTUKU Ha TIEPCOHAlIa, paboTeNl B CTPYKTYPHTE,
OCBIIECTBSIBAIIN AaCUCTUPaHA penpoayKius;9.3. MmenuuuHcku anroputmu 3a:9.3.1. quarnocruka Ha
uH(pepTUiIHA 1BOKKA;9.3.2. MOAr0TOBKA HAa MH(EpPTUIIHATA JIBOIKA 32 OCHUIECTBSIBAHE HA aCUCTUpPaHa
penpoxaykus;9.3.3. XopMOHATHA MOJAPHKKA HA TyTeanHara ¢asza ciael MHCEMUHAIHSI WU
embpuoTpancdep;9.4. opraHu3anuoHHHU (JJOTHCTUYHK) aaroputmu:9.4.1. mpaBuia U MapIIpyT MpH
HaJIMYUE Ha cremrHocT;9.4.2. nelicTBre PU U3BBHPEIHU 00CTOsITENCTBA (OSICTBYS, aBapUU U
apyru);9.4.3. ycIoBus ¥ pejl 3a IIAHOBA U CIIEIIHA XocnuTanu3anust;9.4.4. npaBuiia v IporeIypH IMPpH
HacThIBaHe Ha cMBPT;9.4.5. rpaduk Ha neitHocTuTe;9.4.6. mpaBuia u mpoueaypH 3a 6€301acHo
OopaBeHEe ¢ OMOJIOTMYHH MaTepUaIl U XUMHYECKH BelecTBa;9.4.7. yrpaBiieHue Ha OMOJIOTMYHHUTE
otnaasiy u Apyry; 9.4.8. mpaBuia u npoueaypy 3a CBOEBPEMEHHO ChOOIAaBaHe, PETHCTPHPAHE,
JIOKJIaJIBaHE U MpeaBaHe Ha HHGOpMaIUs 32 CEpUO3HUTE UHIIMICHTH U CEPUO3HUTE HEXEJIaH! PEaKINH
npu:9.4.8.1. B3eMaHETO Ha CIIEPMATO30U I OT ChIPYT/TAPTHHOP WM aHOHUMEH Japuten;9.4.8.2.
MHIYKIHS HAa OBYJAIMATa U KOHTPOJIMpaHa OBapuaiHa xunepctumynainus;9.4.8.3. mocraBsHeTo B
TSUIOTO Ha JKeHaTa Ha 00pabOTeHU CIIEPMAaTO30HMIH OT ChIIpyra/lapTHLOPa WM OT AHOHUMEH JIapuTed,
OBOLIUTH WJIM MPEIUMIUTAHTAlMOHHN eMOproHu;9.4.8.4. B3eMaHeTO Ha OBOIIUTH ITOCPECTBOM
SWYHUKOBA (POJMKYITHA MyHKIXS O] eXOrpad)CKM WIIK JIallapOCKOIICKA KOHTPOJI U CBBP3aHOTO C TOBA
MpUJIaraHe Wiy HempuiaraHe Ha JIOKaJiHa uin ooma anectesns;9.4.8.5. excrieprusara, 00padoTKara,
€TUKETUPAHETO, ChXPaHIBAHETO HAa OBOIMTH, CIIEPMATO30UIN U IPEANMILIAHTAIIHOHHH
emOpuonn;9.4.8.6. pa3BUTHETO Ha OBapHalleH XUIIEPCTUMYIAIMOHEH CUHIPOM;9.4.8.7. uMILTaHTalHsITa
Ha eMOpPUOHHM NIPY TPHU- U TIOBEYE TUIOIHA OPEMEHHOCT U M3BHbHMATOYHA OPEMEHHOCT CJIe]] aCUCTHpaHa
penpoaykuus;9.4.8.8. emOpuopeaykius Ha MHOTOII0iHa OpeMeHHOocT;9.4.9. mpaBuiia u IpoIeaypHy 3a
MpOCIIeAsIBaHE OT JOHOPA IO PELUITHECHTA Ha AUIEKIETKUTE, CIEPMATO30MANTE U 3UTOTUTE, KAaKTO U Ha
MPOJIYKTUTE U MaTepUAIHUTE, KOUTO BIM3aT B KOHTAKT C AULIEKIETKUTE, CIIEPMATO30UIUTE U 3UTOTUTE U
ca CBBP3aHHU C TAXHOTO KadecTBO 1 Oe3omacHocT;9.4.10. mucMeHn HHCTPYKIIMY 32 KOHTPOJ Ha
10cTbI1a;9.5. TOKYMEHTHPAaHU MEpPKH 3a yIpaBieHHe Ha pucka; 9.6. nexiapanuu 3a ”HGOPMHUPaHO
chriiacue v HHPOpMHpaH 0TKa3;9.7. BRTPEIIHN CTaHAapTH3upaHu Gopmaru 3a:9.7.1. nanHam oT
W3CIeABaHMS U Tperaenn;9.7.2. CTUMYIAIMOHHU TPOTOKOIH 33 MHAYKIIMS HA OBYJIAIMSTA U
KOHTpPOJIMpaHa OBapHaIHa XurepcTumynamnws;9.7.3. mmcT 3a ucTopus Ha 3a0oisaBanero;9.7.4.
eMOPHOJIOTHYEH MPOTOKOI (ITPOTOKOI 32 OTpa3siBaHe HA JAHHHUTE OT JACHHOCTHTE B CTPYKTypara Io
ACHUCTHPaHa PENPOAYKIIHSI ITPU OIUIOKIAaHE UH BUTPO U TpaHcep Ha emOpuonn);9.7.5. enukpusa;9.7.6.
aHKeTHHU KapTu;9.7.7. nuHpopMmanus 3a NalMeHTUTe OTHOCHO TEXHUTE MpaBa, 3a/bJDKEHUS,
MpeBapUTENIeH PEXUM, clieedeOeH pexuM, IICHOPA3HCH 1 Ipyru;9.8. cTaHIapTHU ONepaTHBHH
npouenypu (COIT) otHocHO: 9.8.1. ycTaHOBsIBaHE U TOKYMEHTUPAHE CAMOJIMYHOCTTA HA JIMIATA,
YUYacTBAIM B ACUCTHPaHa PETPOIYKIINS, Ha JOHOPH U pennnuenTu;9.8.2. n3passBane u JOKYMEHTUPAaHE
Ha CBhIJIaCHETO Ha JIMIaTa ChIVIACHO 3aKOHa 3a 3/1paBeT0;9.8.3. olleHKa Ha KpUTEpUUTE 3a TOJ00p Ha
nonopw; 9.8.4. orieHKa Ha U3BBPIIICHH JTaOOPATOPHU M3cieaBanus Ha noHopH; 9.8.5. B3emaHe Ha
PENpOIyKTUBHU KJIETKH B 3aBUCUMOCT OT clieliu(HrKaTa Ha TUIIA IOHOP U ChOTBETHUTE PETIPOYKTUBHU
KJIETKH C TapaHTHpaHe 0e301acHOCTTa Ha JOHOpHTE, B T.4.:9.8.5.1. MHIyKIMS HA OBYIAIWS U
KOHTPOJIMpaHa OBapuaHa Xxunepctumynanus;9.8.5.2. 10061B Ha OBOLIUTH upe3 exorpadCKu Uiu
JIAITapOCKOTICKK KOHTpOJIMpaHa (GpoauKyIHa nyHkius;9.8.6. mocraBsiHe Ha raMeTu/3uroTH, B T.4..9.8.6.1.
MHCEMHHAIMS ¢ 00pabOTeHH CIIepMaTO30H/I OT ChIIpyra (mapTHbopa) wim naputer;9.8.6.2.
emOpuotpancdep;9.8.7. ekcriepTrsa Ha penpoIyKTHBHH Ki1eTkH;9.8.8. 00paboTka Ha PepPOyKTUBHU
kieTkn;9.8.9. nmonyyaBane Ha penpoyKTuBHU Ki1eTkH;9.8.10. onakoBaHe Ha peNpPOLYKTHBHH
knetkn;9.8.11. ernkeTrpaHe Ha penpoAYKTHBHH KIeTKH;9.8.12. TpaHciopTHpaHe Ha penpOAyKTHBHH
KJIETKH JI0 J1e4eOHOTO 3aBe/leHHe, B KOETO Te IIl€ CE M3I0JI3BAT, U3CIIeABAT WIN ChbXPaHIBaT, WX J0
MepCcoHaNa, KOraTo ISHHOCTHTE Ce M3BBHPIIBAT B €IHO JiedeOHO 3aBeseHune;9.8.13. chxpaHsaBaHe Ha
penpoayKkTuBHU Ki1eTkH;9.8.14. mpoBepka Ha BCsIKa MapTUa PenpoaIyKTUBHU KIETKH U POOH OT TAX
OTHOCHO TSAXHOTO KauecTB0;9.8.15. mpegocraBsiHe Ha penpoayKTHBHU KieTkH;9.8.16. ynpasnenue u



M30JIMpaHe Ha MApTUAN PEPOAYKTUBHH KJIETKH, KOUTO HE OTTOBAapAT HA M3MCKBAHUATA 32 KAYECTBO,
KaKTO M Ha TaKWBA, IIPH KOUTO PE3YITATUTE OT U3BBPIICHUTE U3CIICIBaHMS ca HembJiHK;9.8.17.
MUHHMH3HpAHE HA PUCKA OT 3apa3sBaHe Ha PENPOJYKTUBHUTE KIETKHU OT JIUIaTa, KOUTO U3BHPIIBAT
IEHHOCTH 10 aCUCTHPaHa PENPOAYKIIHS, KOraTo Te ca HOCUTENH Ha 3apa3Hu Oosiectn;9.8.18. cnennanna
00paboTKa M OTIEIHO ChXpaHsBaHE Ha criepMaro30uan npu ciaydait Ha HIV 1 u 2 nozutuBHuM nuna (ipu
Je4eOHU 3aBe/ICHHsI, KOMTO IIle 3BBPIIBAT TakaBa AeiHocT);9.8.19. nouncreane u crepuiin3anus Ha
o0opy/JBaHe U HHCTPYMEHTH 32 MHOTOKpaTHa yrnoTpeda C 1el YHUIIOKaBaHe Ha MH(DEKINO3HU
arenTtu;9.8.20. pasriexaane u oueHsBaHe e(pEKTUBHOCTTA HA CHCTEMATa 3a YIpPaBJICHHE HA KAYeCTBOTO
C LIeJ1 rapaHTHpaHe Ha HEMIPEKbCHATO M CUCTEMAaTHYHO ONTHUMHU3MPAaHE Ha JJEMHOCTUTE 110 aCUCTHPAHA
perpoayknus;9.8.21. chxpaHsBaHE M OTYMTAHE HA PETHCTPUPAHUTE TAHHHU 32 JCHHOCTHUTE 110
acucTupana penpoaykius;9.8.22. KOHTpoJI Ha JOKYMEHTAIUATA [0 Ta3u Hapenda 3a OCUTypsiBaHE Ha
BB3MOKHOCT 32 pas3IiIekIaHe U MPOCIIeIIBaHe Ha JBIKCHUETO Ha JOKYMEHTUTE U IIPOMEHHUTE B TSIX C
1eJT U30JI3BaHE CAMO Ha aKTYaJIHU JOKyMeHTH;9.8.23. Oj10Kkupane, U3TETIIsIHE U YHHUIOKAaBaHE Ha
STAIICKIICTKH, CIIepMaTo30uau 1 3urotu;9.8.23.1. 6iokupaHe Ha SAUIEKIETKH, CIIEPMATO30U A 1
3urotn;9.8.23.2. n3TerisiHe Ha SUIEKIICTKH, criepMaTo3ouan u 3urotu;9.8.23.3. yHuIoxxaBane Ha
SUIEKIICTKH, CriepMaTo30uau U 3uroti;9.8.23.4. TOKyMEHTHUTE, KOUTO CE ChCTABAT IPH PETHCTPUPAHE
Ha nH(popManusTa 3a OJIOKHpaHe, U3TETIISIHE U YHHUILO)KAaBaHE Ha SIMIIEKIICTKH, CIEPMATO30MIU 1
surotu.Pazaen |HIKBanudukanus nu mpaBociocOOHOCT Ha JIMIIA, OCHIIESCTBIBAIIM JICHHOCTH 10
acucTUpaHa penpoaykius. KoMIeTeHTHOCT 1 OTTOBOPHOCT IPU M3BBPIIBAHETO HA ICHHOCTH 3a
acuctupana penpoaykuus. [IbppoHavanHo u Texymo ooyuenuel. JleueOnuTe 3aBeeHus ca JIHKHH Aa
CcTa3Bar CJIeTHUTE OOIIM U3MCKBAHUS 110 OTHOIICHHE HA TIEPCOHANA, OCHIIECTBIBAIL aCHCTUPaHA
perpoaykuusi:1.1. JleueOHnTE 3aBeAeHUS ciieBa Aa paslojarar ¢ JOCTaThbueH Ha Opoii mepcoHal,
MOJIXOSIIO0 KBaTU(HUIMPAH 3a AEWHOCTUTE, KOUTO M3BbpIIBa. 1.2. KommereHTHOCTTA Ha TepcoHana
IOJVIC)KU Ha OLICHSBAHE MIPe3 MHTEPBaJIHM, ONPE/ICNICHH B cHcTeMaTa 3a KauecTBo.1.3. Beeku uneH Ha
MepCOHaa Cie/[Ba J1a IMa sICHa, JOKYMEHTHUPaHa M aKTyallu3upaHa JTbKHOCTHA XapaKTepUCTHKA.
3agaunTe, OTTOBOPHOCTUTE M OTYETHOCTTA TPSIOBA Ja ca sICHO IOKyMEHTHPaHH, a IEPCOHAIBT J00pe
3aro3Har ¢ T4x.2. JleueOHo 3aBeieHue, KOETO paboOTH ¢ PEPOAYKTUBHH KIIETKH, € JIIBKHO J1a OTPEIeITH
OTIOBOPHO JIMIIE TI0 aCUCTUPaHa penpoaykius. OTTOBOPHOTO JIMLIE CE OTIpeJieis ChC 3aloBe]] Ha
PBKOBOIUTEINS Ha JIeueOHOTO 3aBeieHne.2.1. OTroBOpHOTO JIUIIE MO0 aCUCTUPAaHA PETIPOAYKITUS OTroBaps
Ha cleHuTe n3nuckBanus:2.1.1. uMa nocTosiHeH ajpec Ha TepuTopusara Ha Peny6nuka bearapus;2.1.2.
uMa 00pa30BaTeTHO-KBATN()UKAIIMOHHA CTENIEH MATHCThP 10 MEIUIIMHA WA TI0 OMOJIOTUYHH HAYKH
(6uomnorusi, GUOTEXHOIOTHs, MOJIEKYJIsIpHa Ouosorus);2.1.3. uMa MUHIMYM 3 TOIMHH OMKT B 00JIacTTa
Ha aCUCTHpaHa PEeNPOIYKIIHS, JOKa3aH C JeKIapanus OT PbKOBOIUTENS HA JIEYeOHOTO 3aBe/ICHHE, B
KoeTo e mpuaoouT;2.1.4. He 3aemMa chllaTa JUTbXKHOCT B Ipyro JeueOHo 3aBeaenue;2.1.5.
MPEMOPBHUNTEITHO € JIUIETO JIa MPUTEKaBa KBATM(UKAIUS 110 3paBeH MEHUKMBHT.2.2. JIumero 1o .
2.1 e KOMIIETEHTHO U HOCH OTIOBOPHOCT 3a:2.2.1. CbOTBETCTBUETO Ha U3BBPILIBAHUTE JEHHOCTH O
B3E€MaHe, MTOCTaBsHE, EKCIIEPTH3a, 00pabOTKa, ETUKETHPAHE U ChXpaHsIBaHE Ha SIICKIICTKH,
CIIepMAaTO30MIU HJITH NMPEIUMIUIAHTAIIMOHHN eMOPHOHY ¢ U3MCKBAHUATA HA TO3U CTaHAAPT U AUPEKTUBU
2004/23/EC, 2006/17/EC u 2006/86/EC;2.2.2. npemocTaBsiHe upe3 PbKOBOAUTEINS Ha JICYEOHOTO
3aBejieHHe Ha HeoOxoquMaTa nHdopmanus Ha komrnereHTHus oprad (MAT); 2.2.3. ochlIecTBsIBAHETO HA
BBTPEIICH U ChACHCTBUETO MPHU BHHIICH KOHTPO;2.2.4. IOJ/IbpKaHe Ha CITYyKEOHHUST pErHCThp 1O Il
132, an. 1 33;2.2.5. ynpaBneHUETO U KOHTPOJIa Ha Ka4eCTBOTO;2.2.6. opraHu3aiusiTa Ha mojaoopa,
00y4YEeHHETO W TIOBUIIABAHETO Ha KBAM(UKAIMATA Ha TTepcoHana;2.2.7. U3IbIHEHUETO Ha KIay3UTe OT
JTOTOBOPUTE C (PU3MUYECKU U FOPHIUUECKH JHIA (OCTAaBYUIIH, TPAHCIIOPTHU (pUpMH, IeueOHH
3aBeJICHHs], TTAIIMEHTCKHU U IPYTU HEMIPABUTEICTBEHH OPraHU3AIMHU U IPYTH), KOUTO UMAT OTHOIICHHE
KBbM aCHCTHpaHaTa pernpoayKius; 2.2.8. KOHTPOJI 10 MOAIbpPXKAHE U YIIPaBICHUE Ha CUCTEMUTE 3a
PaHHO OTKPHBAHE ¥ pa3ClieZIBAHE Ha CEPHO3HU HEXKEJIAaHU PEaKINH U CEPHO3HN UHIMICHTH, 32
CBOEBPEMEHHO ChOOIaBaHe, perUcTpUpaHe, JOKIaiBaHe U IIpeJaBaHe Ha HH(OpMAIIHs 3a CEPUO3HUTE
MHIUACHTH U CEPUO3HNTE HEKEJIAHHU PEAKIMH U 3a OJIOKMpaHe, N3TETIISTHE U YHUIIIOXKaBaHEe Ha



STMIIEKJIETKH, CTIEPMATO30H/IM U 3UTOTH, KOUTO MOTAT JIa IOBEAAT IO CEPHO3HU HEKETAHU PEAKIIUU 1
CEPHO3HU UHIUACHTH;2.2.9. upe3 pbKOBOAMUTENS Ha JIe4eOHOTO 3aBe/ieHue 3a mojgaBanero B UAT Ha
JOKJIa/IM 332 CEPUO3HU HEXKEJIaHU Peakui U cepruo3Hu nHIuaeHTH;2.2.10. mogabpkaHeTo Ha BhTpEIIeH
"cinyebeH PerucThbp 3a CEPUO3HH HEXKEIaH!U PEaKIMN U CEPHUO3HU MHIUACHTU ' U 32 CBOEBPEMEHHOTO
BIIMCBAHE B HETO Ha OOCTOSATEICTBATA OKOJIO BH3HUKHAIUTE CEPHO3HU HEXKEIIAaHU PEaKIMH U CEPUO3HU
WMHIUACHTH, KaKTO U 32 MEPKUTE, KOUTO ca OWJIN MpEeANpUeTH BbB Bpb3Ka C Tax;2.2.11. nepuoau4HoTo
u3Mpamane Ha "'nokian 3a 6ezonacuoct” B UAT ¢ 00001eHnTe JaHHN 32 Bb3HUKHAIUTE MIPE3 OTUCTHHS
MIEPHUOJ] CEPUO3HHU HEXKEIAHU PEaKIUU U CEPUO3HU UHLIUIEHTH;2.2.12. CBOEBPEMEHHOTO OJIOKHpaHe,
M3TErJISTHE U YHUIIIO)KaBaHEe Ha SHIEKIETKH, CIIEPMaTO30UIM U 3uroTH;2.2.13. upe3 ppKOBOIUTENS HA
ne4eGHOTO 3aBejieHHe nepruoauyHoTo qoknansane B MAT Ha 00001menuTe nanuu 3a 6post Ha
OJIOKMPAHUTE U3TETIICHUTE M YHUIIOKCHU SUIIEKIIETKH, CIIEPMATO30U U ¥ 3UTOTH.3. B 1euebHO
3aBeJieHue, KOETO padoTH C PErpPOIyKTUBHH KJIETKH, CAMOCTOSTEIIHO KaTo JeKapu MOTrar Ja
MPAKTUKYBAT MEIUIIUHCKUTE ACHHOCTH 32 ACUCTUPAHA PEPOAYKIIUS I, OTTOBAPSIIU HA CICTHUTE
n3uckBanus:3.1. umar oOpa3zoBaTeHO-KBATM(PHUKAIIMOHHA CTEIIEH MaruCThp MO MEAUINHA;3.2. UMaT
MPUI0OHTA CIICITUATHOCT 10 aKyIMIEPCTBO M TMHEKOJIOTHS;3.3. UMAaT IOBeYe OT 3 TOJIMHU OIUT B
o0racTTa Ha aCUCTUpaHaTa PENpPOAYKIUS B CTpaHaTa MoJ pbKOBOACTBOTO Ha APYT KBalU(ULIMPaH 3a
TOBa JieKap B JieueOHo 3aBeaeHue mo wi. 131, an. 1 33;3.4. na ca yyacTBayiii BbB OpMH Ha
[POIBJIKABAIIO METUIIMHCKO 00ydeHue mo cieanute TeMu: 3.4.1. crepunuteT v/ Wik penpoayKTHBHA
eHokpuHoorus;3.4.2. exorpadus;3.5. MPENOPHYUTEIHO € Ja Ca YIaCTBAIH U BB (popMu Ha
MPOIBIDKABAIIO MEAUIIMHCKO 00yUeHue 1o ciieqHuTe TeMu:3.5.1. manapocKonus uiiu MUHUMAIHO
WHBa3WBHA XUPyprus;3.5.2. xucrepockonus;3.5.3. penpoyKTUBHO U CEKCYaIHO 31pase u aAp.4. Jlunara,
KOUTO HE OTrOBapsAT Ha M3UCKBAHUATA 1O T. 3, MOTAT Jia MPAaKTUKYBAT KAaTO JIEKAPU MEIULIUHCKUTE
JNEHHOCTH 32 aCUCTUPaHa PENPOAYKIIHS, aKO OTTOBApST Ha CleAHUTE u3nckBanus:4.1. umar
o0pa3oBaTenHO-KBATU(PHUKAIIMOHHA CTETNIEH MarucThp M0 MEAUIMHA; 4.2. UMAT MPUI00UTA CIIEITHATHOCT
0 aKyIIEPCTBO M THHEKOJIOTHS;4.3. paboTAT caMo 1O HEIIOCPEICTBEHOTO PHKOBOJICTBO HA JIUIIE,
OTroBapsIIO HA U3UCKBAHUITA HA T. 3 M HOCEIIO MMBbJTHATa OTTOBOPHOCT 3a JIeHCTBUATA UM.5. B teuebHO
3aBeJIeHNE, KOETO padOTH C PENPOYKTHBHY KJICTKH, MOTAT J1a MPAKTUKYBAT CAMOCTOSTEITHO
OMOJIOTMYHO-Ta00PATOPHUTE METO/IM 332 ACUCTHPAHA PETPOYKIIHS JIUIIA, OTTOBAPSIIH HA CIETHUTE
M3MCKBaHUS 3a KBanuukanus v onut:5.1. npurexasar egHa OT clieJHUTE KBanu@ukanuu mo T. 5.1.1 -
5.1.3 u kBamuduxanus mo T. 5.1.4:5.1.1. o6pazoBarenHo-KBaNU(UKALMOHHA CTENIEH MaruCThp MO €/1Ha
OT CJIETHUTE OMOJIOTMYHU HAYKH - OMOJIOTHSI, OMOTEXHOJIOTHS, MOJICKYJIsipHa Onosrorus;5.1.2.
o0pa3oBaTenHO-KBATU(PHUKAIIMOHHA CTETIEH MarkuCThp MO MEAUIIMHA U CIEIIMATHOCT MO0 METUITMTHCKA
ouosorus;5.1.3. HayyHa cTeneH B 00J1acTTa Ha PENPOAYKTHBHATA OUOJIOTHS MITH KIMHUYHATA
emOpuomnorus; 5.1.4. umaT Haif-MaaKo BETOJUIICH OMUT B 00JIaCTTa Ha OMOJOTUYHO-Ta00paTOPHUTE
METOJIM 332 ACUCTHpaHa PEIPOIyKIIHS 0] PhKOBOJCTBOTO Ha JPYT KBATU(HUIIMPAH 32 TOBA CIICIIHAIIUCT
B jieueOHo 3aBenenue mo wi. 131, an. 1 33.6. Jluniata, KOUTO HEe OTTOBAPAT HA U3UCKBAHUATA TIO T. 5,
MOTaT JIa MPaKTUKYBAT OMOJIOTHYHO-Ta00pAaTOPHN METO/TU 33 aCHCTHPaHa PENPOAYKIIHS STUHCTBEHO
aKo ce crasBar cienHuTe n3nckBanus:6.1.1. umar oOpazoBaTenHO-KBATH(PHUKAIIMOHHA CTETICH
OaKaJlaBbp 10 OMOJIOTHYHN HAYKH MM 00pa30BaTeTHO-KBATM(DUKAIIMOHHA CTEIICH MAaruCThP 110
MeaunuHa;6.1.2. paboTAT Mo HemOCPeICTBEHUSI KOHTPOJI Ha TPABOCIIOCOOHO JIHIIe, OTTOBAPSIIO Ha
M3MCKBaHUATA HA T. 5;6.2. B JIeueOHO 3aBe/ICHNE, KOETO PabOTH ¢ PENPOTYKTUBHH KIIETKH, €
MPETMOPBUYUTEIHO J1a PAa0OTST Ha TPYAOB AOTOBOP MM KaTO KOHCYATAaHTH | JHIa che:6.2.1.
o0Opa3oBaTeHO-KBATH(DHKAITMOHHA CTEIICH MAarkCThpP 110 MEUIIMHA U CIICIIHATHOCT 110 aHECTEe3Us U
WHTEH3UBHO JieueHne;6.2.2. 00pa3oBaTeTHO-KBaTU(UKAIMOHHA CTEIIEH MarucThp M0 MEIUIIUHA U
CHEIIMAITHOCT 10 YPOJIOTHS ¥ aHpoorHs;6.2.3. mcuxosor.7. JIumara mo To3u pasjaen padoTAT B
nedeOHUTE 3aBEACHUS 110 TPYIOB WK APYT JOTOBOP, KATO MPH MOCTHIIBAHE HA pad0Ta UM CE€ OCUTYpsIBa
IBPBOHAYAITHO 00YUYCHHE, JOITBITHATEITHO KBATM(UIIUPAHE TP MPOMSHA B MPOIIETyPUTE HITH TIPH
HOBOCTHU B HAyYHUTE MMO3HAHUS U aJICKBAaTHU BH3MOXKHOCTHU 3a MPOo(hecnoHaIHO pa3BUTHE.8.
OOydenueTo ciezBa Jia ce MpoBeXk/1a Mo MporpaMa, rapaHTHpalia, ye BCeKU OT/IEJICH WIEH Ha



nepcoHana:8.1. Ma KOMIIETEHTHOCT 32 U3II'BJIHEHUE Ha TIOBEPEHUTE MY ACHHOCTH;8.2. MpUTeKaBa
aJICKBaTHHU TO3HAHUS U pa30HpaHe Ha HAYYHUTE/TEXHUYESCKUTE MPOIIECH U TIPUHIIUIIH, OTHACSIIH CE JI0
MOBEPEHUTE MY JACHHOCTH;8.3. pa3dupa opraHu3alMOHHATA CTPYKTYypa, CUCTEMAaTa 3a Ka4eCTBO U
MpaBujIaTa 3a 3/jpaBe U 0E30MacHOCT B JICUEOHOTO 3aBeCHUE, B KOeTo padoTH;8.4. € nHpopMHUpaH 3a
STUYHHsI, HOPMAaTUBEH M PETyJIaToOpeH KOHTEKCT Ha paboraTta cu.9. Bceku wieH Ha nepcoHana, padorert
C raMeTH/3UrOTH, 33IBJDKUTEIIHO IPEMHUHABA €KETOHO KypC 3a TeKyIIo ooyuerune. KypchT 3a Tekymio
obyuenne:9.1. ce opraHu3upa oT OTTOBOPHOTO JIMIIE U CE€ U3BBPIIBA 110 TpaduK U IporpaMa, H3roTBEHU
OT PBKOBOJUTEIIS HA JIeYeOHOTO 3aBelICHHs B HAYaJI0TO Ha BCSIKA KaJieHIapHa roanHa;9.2. oOxBaia
cnepaute TeMu:9.2.1. cranapTHUTE ONEpaTUBHU MPOLIEYPH 3a B3EMaHe, eKCIlepTr3a, 00paboTKa,
CTUKETHPAHE M ChXPaHCHUE HA TaMETH/3UTOTH, IIPUJIaraHu B Je4eOHOTO 3aBeaeHue;9.2.2. mpaBUIHUKA
3a yCTPOMCTBOTO, NIEHHOCTTA U BHTPEIIHUS pejl Ha JIeueOHOTO 3aBeenne;9.2.3. N3UCKBaHUsATA 32
Ka4eCcTBOTO M 0€30MacHOCT, KOUTO TPsIOBa Jla ce mpuJjiaraT Ipyu B3eMaHe, eKCIepTru3a, 00padoTKa,
CTUKETHPaHEe ¥ ChXPaHCHUE Ha raMeT/3urotu;9.2.4. u3ucKBaHusITa 3a Oe30MacHOCT Ha Tpyaa;9.2.5.
nsuckBanusaTa Ha 33 u 3TOTK u mo3akoHOBUTE HOPMAaTUBHH aKTOBE IO MPHJIATaHETO UM, KOUTO CE€
OTHACST JI0 aCHCTUpaHaTa penpoayknus.9.2.6. eTHYHN BBIIPOCH HA acCHCTUpaHaTa penpoaykius;9.3.
3aBBPIIBA ChC CHCTABSIHE OT PHKOBOJUTEIIS HA JICUEOHOTO 3aBE/ICHUE HA TIPOTOKOJI 38 IIPOBEIEHOTO
oOydeHue, KOIre OT KOWTO ce ChXpaHsIBa B CIIy)keOHOTO gocue Ha ciayxutels.10. Obyuenue ce
MPOBEX/IAa BCEKH ITBT, KOTaTO CE BHEAPSBAa HOBA METOMKA MJIM TEXHOJIOTHS 32 B3eMaHe, EKCIIEPTH3A,
00paboTKa, €TUKETUPAHE U ChXPAaHEHHE HA ThKAaHU M KJIETKH, 32 3alI03HABAHE HA CITY>)KUTEIIUTE C
Hes.Paznen IVMenuuuHckn AeHHOCTH ¥ OMOJIOTHYHO-JIA00PATOPHU METOTH, TIPHIIAraHu MPH
acucTUpaHa penpoaykiusl. AcucTupanara penpoayKIus ce npuiara, Koraro ChbCTOSHHETO Ha MbXKa
WJIH )KCHATa HEe TI03BOJISIBA OCHIIECTBABAHE HA PEIIPOAYKTUBHUTE UM (DYHKIIUH 110 €CTECTBEH IIBT.2.
OOmuTe N3MCKBaHUS MPH OCHUIECTBABAaHE HA ackcTUpana penpoaykus:2.1. [ponexypure o
KPUTHYHHTE €TaIlu OT 00paboTKaTa Ha TaMETH U 3UTOTH CE BAJIMAUPAT U TPsIOBa J1a ca B ChCTOSTHHE Ja
MPEJOTBPATAT PUCKOBETE OT MOCTaBsHE HAa KIIMHUYHO Hee()EKTUBHU MIIM BPEIHU PEIPOAYKTHBHH
KJIETKH WJIM 3UTOTH B pelunueHTa. Banuaupanero moxe aa ce 0a3upa Ha MPOyYBaHUs, U3BBPIIBAHU OT
CaMoTO JIe4eOHO 3aBeJICHNE, MU Ha JIaHHU OT IMyOJIMKYBaHU M3CIICABAHMS, & KOTaTo CTaBa BHIIPOC 3a
n00pe 0TpabOTeHH MPOLEeypH, Ype3 PETPOCIEKTHUBHA OLICHKA Ha KIMHUYHUTE PE3YyJITaTH J10
MomeHTa.2.2. [lepcoHanbT B J1e4eOHOTO 3aBeIEHUE, OCHIIECTBSIBAI ACUCTUPAaHA PEPOAYKIIHS, B T.4.
00paboTKaTa Ha TaMEeTH U 3UTOTH, CJIE/Ba J1a € B CbCTOSIHUE /1a OCBILECTBIBA BAJIMIUPAHUS TIPOLIEC
MOCTOSTHHO U €(eKTUBHO.2.3. BCHUKH KpUTHYHH TTpoIienypH ce pasmucBat noapooHo B COII ceriacHoO
pazzen I, T. 9.8 ot To3u crangapt.2.4. Cucremarta 3a yrpaBjieHHe Ha Ka4eCTBOTO CJIe/lBa J1a TapaHTupa,
Ye yIpaBJIEHUETO Ha BCUYKH ITPOIecH € B choTBeTCTBHE ¢ yTBBhpAcHUTe COIL.2.5. Koraro e npuinoxena
npolielypa 3a MUKpOOHOJIOrMYHO HHAKTUBUPAHE HA TaMeTH WM 3UTOTH, TS C€ OIUCBA, JOKYMEHTHpPA U
Banmaupa.2.6. [Ipenu BpBex1aHe Ha 3HAYWTETHA TIPOMSIHA B 00paboTKaTa MPOMEHEHUST IPOIleC TPsiOBa
Jla ce BanuaAupa U Jokymentupa.2.7. I[Iponenypure nmo o0paboTka moJyiexar Ha peJloBHa KpUTHYHA
OLIEHKA, Upe3 KOSATO Jla Ce TapaHTHpa, Ye Te MPOIbIDKABAT eEKTUBHO Ja MOCTUTAT THPCEHUTE
pesynraru.2.8. Ilpouenypure mo nzBaxaaHe oT ynorpeda Ha TaMeTH WM 3UTOTH TpsiOBa Ja
MPEOTBPATSAT 3apa3siBaHe Ha JPYTH JapeHU PENPOAYKTHBHH KIIETKH, 3UTOTH, ThKaHU HITH MPOIYKTH,
cpenara Ha TsXHaTa rnpepaboTka Ui repcoHana. 3. ACUCTUpaHaTa penpoIyKIHs BKIIIOYBA CIETHUTE
BB3MOXKHH JieiiHOCTH 1 MeTou:3.1. MeaunuHacku (OCHOBHO OT 00JIacTTa Ha aKyIIEPCTBOTO
ruHekonorusta):3.1.1. koHCcynTHpaHe Ha ManueHTH ¢ O0e3mnoue;3.1.2. Ha3HaYaBaHe U U3BBPIIIBAHE HA
JMAarHOCTHYHY MPOLIEAYPH U M3CIIEABAHNUS C [1eJ]1 YTOUHSBaHE HA BUA Ha OE3IJI0METO U BOICIINS
¢dakrtop B Hero;3.1.3. onpezensHe HA MOBEICHUETO U METOJHUTE 32 aCUCTUPAHE Ha perpoaykiuaTa;3.1.4.
Ha3HAYaBaHE W W3BHPIIBAHE HA JOMBIHUTEIHN AUATHOCTHYHH MIPOIIETypH, U3CIIeIBAHUS 1
MOJITOTBUTEITHU MEPONPUATHS ITPEIU OCHIIECTBSIBAHE HA acCUCTUpaHa penpoaykuus;3.1.5. uHaykuus Ha
OBYJIAIIUAITA C METMKaMEHTH, BB3ACHCTBAIIN BhPXY XUIIOTAIaMO-XHITO(pH3apHO-IHIHIKOBaTa 0c;3.1.6.
KOHTPOJIMpaHa OBapUallHa XUIIEPCTUMYIIALUS C TOHAJOTPOITHA XOPMOHHU ChC WK O€3 yrnoTpebara Ha
aHaJI03M Ha ToHanoaubepuHa; 3.1.7. mpocieasiBaHe Ha SMYHUKOBUS U €HJOMETPUATTHUS OTTOBOP KbM



MIPUJIOKEHUTE MEIUKAMEHTH C TIOMOIITA HA TPaHCBAarMHAHA exorpadus U onpeIesiHe XOPMOHATHUTE
HUBa Ha HIKOM XOpMoHH;3.1.8. onpenensine MOMEHTa Ha OBYJIAIIUATA WK (DOTMKYIIHATA ITYHKITHS,
WHCEMUHAIIS Ha )KEHATa MMOCPEJCTBOM MTOCTABSIHE BBB BIIATAUIICTO, [ICPBUKAITHUS KaHAT WU
MaTroyHaTa KyxuHa Ha 00pabOTeHH CIePMAaTO30HMIU OT ChIIpyra (MapTHhOPA) WK OT AaHOHUMEH
naputen;3.1.9. moaroToBka Ha ManMEHTHUTE 32 OIMKYIIHA MYHKIUA U Tpanchep Ha emOpruonn;3.1.10.
nojydaBate (100MBaHe) Ha SHICKICTKH TOCPEACTBOM SIHUHUKOBA (DOTUKYITHA TTYHKIIHS O/
exorpadcku WM Janapockoncku KoHTpoi;3.1.11. mocraBsHe Ha MpeIUMILIAHTAIIMOHHU eMOPHOHH B
matouHata KyxuHa (emopuorpanchep (ET);3.1.12. HazHauaBaHe HAa XUTHEHHO-AHeTHYEH pexxkuM (X/IP)
U TIOIbpIKAIlla TePAIUsi C XOPMOHU M JPYTd MEJUKAMEHTH Tpe3 jyTeanHara ¢asza;3.1.13. panna
JTUarHo3a Ha OpeMEHHOCTTa M Ha3HauyaBaHE Ha Tepamus, MPOTeKTUpaila paHHata opemenHocrt;3.1.14.
emOpuopenyknusi;3.1.15. HabupaHe, KOHCYJITUpaHe, HA3HAYaBaHE HA W3CIICABAHUS HA MMOTCHIIMATHU
JIOHOPH Ha stirekieTku.3.2. buonaoruuno-nmaboparopuu:3.2.1. ciepManer anaau3 (OICHKA Ha
Ka4eCTBOTO Ha CEMEHHATA TEYHOCT), BKJIFOYUTEIIHO ¥ EKCIIEPTH3a Ha CIIEPMATO30M 1, [TOJUIC)KAIIN Ha
00paboTKa, CbXpaHeHHUE, TIOCTABSHE WM MPeIocTaBsiHe;3.2.2. 00paboTKa Ha CEeMEHHA TEYHOCT C I
ChXpaHEHHE, PEAOCTaBSIHE WK U3I0I3BaHe 32 MHCEMHUHAIUS WM HH BUTPO OIUIOKAaHe (BKIL. Ype3
ICSI);3.2.3. cbxpaHeHre Ha 00pabOTEHH CIIEPMATO30MIH YPE3 KPUOKOHCEpBaIus;3.2.4. MpeIoCTaBsHe
Ha 00pabOTEeHN CIIEpPMATO30H U 32 ACUCTHPaHA PETIPOAYKIUS B IPYTH JeueOHN 3aBefeHus;3.2.5.
eKcrepTh3a Ha GONHUKYIApHH TEYHOCTH (acUpaTh) ¢ e UACHTH(UIIUPAHe U eKCIIepTH3a Ha
HATMYHUTE B TSIX SAUIEKICTKH;3.2.6. 00paboTKa Ha SUIEeKIeTKH;3.2.7. OTUIOK/IaHEe Ha SIMIICKIICTKH C
00paboTeHH CrIepMaTO30MIM OT ChIIpyTa (MapTHHOPa) WK JOHOP upe3:3.2.7.1. KIacCu4ecKo WH BUTPO
orutoxkaane;3.2.7.2. mukpomanunyaius Ha rametd (ICSI| u apyru nono6un);3.2.8. orieHka Ha

om0k aaneTo;3.2.9. o0paboTka Ha 3UTOTH U IPEAUMILIAHTaIIMOHHU eMOpuon#;3.2.10. excriepTusa Ha
IpeIUMILIAaHTAIIMOHHU eMOpronu U cesekiust 3a ET (3a mocTtaBsiHe B MarouHaTa KyxuHa);3.2.11.
Ouoricus Ha OJacToMepy OT NMPEAUMILIAHTAIIMOHHU eMOPHUOHH 3a HY>KIUTE Ha MPeAUMILIaHTallHOHHATA
renetnyHa auardoctuka (PGD);3.2.12. cexpanenue (KpuoKOHCepBalys) Ha oBouTH;3.2.13.
chbXpaHeHue (KpHOKOHCEPBaIHs) Ha MPEAUMILTIAHTAIIMOHHN eMOpronu;3.2.14. mpenocTaBsiHe Ha
OBOIIUTH M MPEAUMILIAHTAIIHOHHN eMOproHH;3.2.15. eTrKeTHpaHe Ha CIIEPMATO30UIH, SIMIICKICTKH U
MpeIMMITIAHTAllMOHHN eMOpHroHH;3.2.16. U3TersHe U YHHUIIOKaBaHE Ha CIIEPMAaTO30H U, STHIIEKICTKI
Y TIpeIMMIUTAaHTAIIMOHHN eMOproHH;3.2.17. HabupaHe, KOHCYJITUpaHe W Ha3HAYaBaHE Ha U3CIICBAHUS
Ha TIOTEeHIIMAIHU criepMmoaaputenu.4. [pyru neiiHoCcTH, CBbp3aHU ¢ accTHpaHa penpoaykius:4.1.
MEIUIIMHCKA EKCIIePTH3a Ha BpeMEeHHAaTa HepaboTOCTIOCOOHOCT ciie]l puiIarane Ha aCUCTHpaHa
penpoaykius;4.2. MeToaudHa nomoi;4.3. Hay4HoOu3caea0BaTencka neifHoct;4.4. oopazoBarenHa
nerHocT (00y4eHHe U MOAroTOBKa Ha Kaapu);4.5. Meanko-uHpopMaIoHHa aeiHoct u ap.5. [pu
OCBIIECTBABAHE HAa aCHCTHPaHa PEMPOIYKIIUS He ce pasperiaBa:b.1l. B3eMaHeTo (M0OMBaHETO) Ha TaMETH
OT HEIThJTHOJICTHH JIMIIA WIIM TAaKKBA, TOCTABEHH MO 3alpelIeHUe, C M3KIF0UYEHUE Ha CITydaH, B KOUTO ca
HaJTUIIE CICIUPUIHA METUIIMHCKY MOoKa3aHus (O1M3Ka Bh3MOXKHA 3aryba Ha (epTUITHOCT) U CIIe]
pasperenue, nmoiay4deHo ot MAT;5.2. B3emaneTo (100MBaHETO) Ha TaMETH OT MBPTBH JIMIIA WX JIUIA B
MO3BbYHA CMBPT;5.3. U3BHPIIBAHETO HA KOWTO U Ja € oT onucanute B T. 3.1.6, 3.1.8, 3.1.10, 3.1.11,
3.1.14,3.2.3,3.2.7,3.2.11, 3.2.12, 3.2.13, 3.2.16 oT TO3" pa3aes METOI! U ICHHOCTH 33 aCUCTHpaHa
penpoaykius 6e3 mucMeHo HHGOPMUPAHO ChITIACHe OT JIMIaTa, Ha KOUTO Ce mpuiarar;5.4.
WHCEMUHHUPAHETO HA KEHA WU OIJIOXKIAHETO Ha OBOIIMTUTE M ChC CIIEPMATO30MIN OT MBbX, KOUTO € B
POJICTBEHU OTHOIICHUS C Hesl 110 TIpaBa UM chpeOpeHa TUHUS 10 4 CTeneH;S.5. MOCTaBsIHETO B
MaToYHaTa KyXHWHa Ha mmoBeve oT1:5.5.1. Tpu eMOproHa Ha CTaiuid 10 KOMIIAKTU3AIUsI, BKITFOUUTEITHO
MIPH JIUIA Ha BB3PACT 10 38 rOJIMHU U JI0 JIBa HEYCIICITHU Mpeaxoxkaany emopuoTpancdepa;5.5.2. n1sa
eMOpHOHA Ha CTaIU{ OJIACTOIHMCT TIPH JIMIIA HA BB3pacT 0 38 TOJUHH | JI0 1BA HEYCICIITHH
npeaxoxaamuy emopuorpanchepa;s.5.3. ueTupu eMOproOHa Ha CTAAMN O KOMITAaKTU3AIUS
BKJIIOYMTETHO TPH JIKI[A Ha BB3pacT Haja 38 roanHu u/Wiu Hajl 2 HEYCIIEITHN TPEIX 0K Ialn
emOpuoTpancdepa;5.5.4. Tpu eMOpHOHA HA CTaUi OIACTOLUCT MPH JMIIA Ha Bb3pacT Haj 38 rouHu
u/vy Hal IBa HEYCICIIHU MPEAX0Xaalm emopruotpancdepa;b.5.5. 1sa eMOproHa HE3aBUCHMO OT



CTaJusi, KOraTo € U3BBPIICHO MOANOMaraHe Ha M3JIFONBaHETO (C XMMUYECKH areHT WJIH Jia3ep), MPH JIHIa
Ha BB3pacT 710 38 TOAMHU | JI0 JABa HEYCIICIIHU NMpeaxoxaanm emopruoTpancdepa;5.5.6. Tpu emOpruoHa
HE3aBUCHMO OT CTa[¥sl, KOTATO € M3BBPIICHO MMOAMOMAraHe Ha U3JII0NBAHETO (C XUMHUCCKU areHT WK
Jaszep), MpH JIMiia Ha Bb3pacT Haj 38 rOIUHM M HaJl 2 HEYCIICIIHH MTPEIX 0K AAIIN
emOpuorpancdepa;5.5.7. yeTrpu eMOpHOHA ciiel KPUOKOHCEPBAIUS U pa3Mpa3siBaHEe HE3aBUCHMO OT
CTa/uA;5.6. MIOCTaBIHETO B MATOYHATA KyXHHA HA CIIEPMATO30U/IU OT JApUTEN, KOUTO HE ca OniH
o0paboTeHn U KapaHTHHUpAHU Haii-Manko 180 nau B kprobOaHka; 3a0paHeHN ca HATUBHUTE
WHCEMHHAIMH OT JIOHOP;5.7. TOJI3BAHETO Ha JIOHOP (Ha CIIEPMATO30M/IM HIIH OBOIIMTH) CJIIE]T
peanu3upaHe Ha JIOHOCEHH 5 OPEMEHHOCTH OT Hero (BKIIOYUTEITHO COOCTBEHUTE JIC1Ia) WM Ha JIOHOP Ha
criepMaTo30uIu cief peanusupane Ha 20 [UKbJIa HA HHCEMUHALIUS, TIPU MOJIOKEHUE Y€ HE € U3BECTHO
710 MOMEHTA KOJIKO OPEMEHHOCTH Ca MOJyYeHU OT U3IOJI3BaHETO Ha KOHKPETHUS JI0HOD;5.8.
pPa3KpUBaHETO HA CAMOJUYHOCTTA HA AaHOHUMHUTE JOHOPH Ha SIMIIEKIETKH, CIEPMATO30MIU WU
NPEIUMILIAHTAMOHHU eMOPHUOHH WIIM PA3riIacsiBaHETO Ha WH(pOpMaIMs, KOSITo OM MOrja Jia 10Bee 10
UACHTU(PHUIIMPAHETO UM OT PELIMITUEHTUTE WM TPETH JIULa; 5.9. KOMEepCHAM3UPAHETO HA JJOHOPCTBOTO
Ha CIIepMaTO30MH, SIMIIEKIETKA U eMOPHOHH, KaTo ce 3a0paHsiBa Mpe/ylaraHeTo Ha MaTepraiHa ooJara
Ha JIOHOPUTE U MPUEMAHETO Ha TaKaBa OT JIOHOPUTE; pa3pelllaBa ce eAMHCTBEHO J1a UM Ce
BB3CTAHOBSIBAT HAIIPABCHU Pa3XxOy B pa3yMHH pa3MepH, CBbP3aHH C akTa Ha napsiane:5.9.1. 3a
MOJI3BaHE HA TpaHCHopT;S.9.2. 3a mMpUYMHIBAaHE HA BpEMEHHA HepaOOTOCIIOCOOHOCT, O0IKa HUITH
miuckoMpopT;5.9.3. 3a cnenuduyHM MPOIYCHATH MOJ3H (3aryba Ha BpeMe, Ha JHEBHU MPUXOIU U
1p.);5.10. mocTaBsiHETO B MaTOYHATA KyXHHA Ha CIIEPMATO30MIN OT APYT KUBOTHHCKU BH]I HJIH Ha
XUMEPHU NPEIUMIUIAHTallMOHHNU eMOpHoHH;9.11. mocTaBsHETO B MaTO4YHATa KyXHHA Ha
PEIUMILIAHTAIIHOHHN eMOPHOHHM, KOUTO IIPH OlleHKa Ha (epruausamnmsra (16 - 24 gaca cien
MHCEMUHAITMITA UM) ca OWIIM C TTOBeYe OT JiBa IPOHYKJeyca;5.12. penpoayKTHBHOTO KioHupaHe;5.13.
M3I0JI3BAHETO Ha METOJIH 3a CEJICKIIMS Ha 1ojia (CEKCHHT), C U3KIII0UYEHHE Ha CITydad, B KOUTO Ca HAJIHIIE
crielupUIHA METUIMHCKH MTOKa3aHusl (II0JI0BO CBbP3aHU T'eHETUYHH 3a00ssaBanus);5.14. mocTuraneTo
Ha cyporaTHu OpeMeHHOCTH; 5.15. noHopcTBOTO Ha siineknetku ot HIV, HBV, HCV, cudunuc
MO3UTHUBEH JapuTtel;5.16. noHopcTBoTo Ha ciepmaro3ouau ot HIV, HBV, HCV, cudunuc nosurusen
naputen;5.17. mon3BaHeTo Ha criepMa OT chlipyra (HapTHbOpa), B ciry4ail ue Toi e HIV nosutuseH, a
’KeHaTa € HeraTHBHA, OCBEH CIIeJI IoJydyaBaHe Ha MH()OPMHUPAHO ChITIacHe OT JKEHATa U TPH YCIIOBHS B
ne4eOHOTO 3aBeJICHHE 3a clielhaiHa 00paboTKa, eNMMMHUHUpAILA PUCKa OT TPAHCMUCHS, U 32 OTAETHO
cbxpaHenue (kpuokoHcepBupaune) cropen Banmuaupana COIT;5.18. mon3BaHeTo Ha criepMa OT ChIpyra
(mapTHBOpA), B CIy4Yail ye TOW ¢ CHHMINC MO3UTHBEH, & )KeHaTa € HeraTuBHa, 10 M3JIeKyBaHeTo My;5.19.
MOJI3BAHETO Ha CIiepMa OT chipyra (mapTHbopa), B ciydait ue Toit ¢ HBSAQ u Anti-HBC no3utuses, a
’KeHaTa € HeraTHBHa U He e BakcuHupaHa cpeuty HBV;5.20. uncemunupanero Ha HIV no3utusHa sxeHa
WJIH TIOCTABSTHETO HA MPEIUMIUIAHTAIIMOHHA eMOPHUOHY B MaTOYHAaTa i KyxuHa.6. [Ipu ochiecTBsiBaHe
Ha acHcTHUpaHa penpoAyKIIHs He ce IpenopbhyBa:6.1l. cMecBaHeTO Ha CIEPMATO30UAH OT MOBEYE OT €/IUH
UHIUBHT.6.2. CMECBAHETO HA OBOLIMTH OT IIOBEUYE OT €IUH UHIUBUI,6.3. CMECBAHETO U ITOCTABIHETO B
MaToYHaTa KyXWHa Ha MPeIUMILIaHTAIIHOHHU eMOPHOHHU OT MOBEYE OT €UH MBXK U e/1Ha keHa.Pazmen
VCriennduaan moka3aTeinu 3a orleHKa Ha KauecTBOTOOCBEH IpYyruTe OOMIOMEANITHHCKH TTOKAa3aTEeH 3a
OIIEHKa Ka4eCTBOTO Ha JIEWHOCTTA B JICUSOHUTE 3aBE/ICHUS, U3BBPIIIBAIIN aCUCTHPAHA PEIPOIYKIIHS, ce
MpHUJIaraT U CICTHUTE crienn(UIHU TIoKa3aTeNn: 1. OTHOCHUTEIICH JsUT Ha OTIAHAIUTE )KeHU B X0JIa Ha
acucTHpaHa PEenpoaYKIIHs 11O Bh3pacT, METOJ ¥ IPUYHHA;2. CpeJieH OpOoi B3€THU OBOLIUTHU OT €HA
eHa;3. (epTUIM3alMOHEeH MHIEKC TIPU KIIaCHYeCKO MH BUTPO orutokaane u ICSl;4. cpenen 6poii (Ha
’KCHAa) U OTHOCHUTEJICH JIs7T HA MOP(OJIOTHYHO Ka4eCTBEHUTE eMOPHOHH (IO CTaIuil OT pa3BUTHETO -
surora/mopyia/6actonucTa);5. cpefaen Opoit TpaHcheprupaHd B MaTOYHATa KyXUHA €eMOPHOHH U
MMIUTAHTAlMOHEH UHJIEKC;6. cpeieH Opoil M OTHOCUTENEH 5T Ha TIPEeIMMIUIAHTAllMOHHUTE EMOPHUOHH,
TOJTHU 32 KPHOKOHCEPBAIIHSI; /. Cpe/icH Opoi 1 IPEKUBIEMOCT Ha TIPESTUMILUTAHTAIIMOHHA eMOPHOHHU
clieq1 pa3MpassiBaHe;8. IPeKUBIEMOCT Ha 3aMpa3eHU U pa3Mpa3eHU OBOIUTHU U criepMaTo30uu;9. Opoit
Y OTHOCHTEJIEH /ST Ha MalUeHTKU C AMarHOCTULIMPaHa KIIMHUYHA OPEeMEHHOCT clie/l IpuiiaraHe Ha



acucTupana penpoaykuus (1o mero/u);10. Opoli 1 OTHOCUTENEH /ST Ha MAIIMEHTKH C paKAaHe Cie]
npuiiaraie Ha acuctupana penpoaykius (mo metos);11. Opoit 1 OTHOCUTENEH [T Ha MAIIMEHTKH ChC
CEpPHO3HU HEXEJIAaHU PEAKIUH U CEPUO3HM MHLUACHTH (110 BU);12. Opoii 1 OTHOCHUTEIIEH sl Ha
MAUEHTKU C MHOTOILIO{HA OPEMEHHOCT, paHHU a0OpTH, KbCHU a0OPTH, MPEKIECBPEMEHHH PaXkIaHus,
MBPTHB IIJI0]], EKTOMUYHA OpeMeHHOCT (10 Anaruo3a);13. Opoii 1 OTHOCUTENICH ST Ha CIydau C
peann3upaHa CMbPTHOCT clie]] acucTupaHna penpoaykuus.Pasaen VIMeronuyunu ykazanus 3a
MEIUIMHCKH IEHHOCTH MPH W3BBPIIBAHE HA acucTHpaHa penpoaykuusl. Koncyntupane Ha MaueHTy ¢
Oe3ruioaue npeau acucThupana pernpoaykius:1.1. u3BbpiiBa ce ot Jiekap, KBaaTuduIUpaH ChbIriaacHO
M3MCKBAaHUATA HA TO3U CTaHAapT;1.2. ochlecTBsBa ce Ha Oa3aTa HA CHETa aHaMHe3a U MPEJCTaBEeHU
BCUYKHU BB3MOXKHH JOKYMEHTHU OT MPEAXOIHU AUArHOCTUYHO-TepaneBTUYHHU JieiiHoCTH;1.3. o Bpeme Ha
KOHCYJITAIUATA CEe IPENOpBYBa Jia Ce U3M0I3BAaT MHOOPMALMOHHY (HATJICIHU) MaTEpUAIIU U CE
000CHOBaBa IpeJl MAIMEHTUTE HYXKJaTa OT Ha3HA4YaBaHEe U U3BBPILIBAHE HA JUATHOCTUYHH MPOLIETYpPU U
u3cienBanus;1.4. BpeMeTpacHeTo Ha KoHCyaTanusTa mo 1. 1.1 - 1.3 e Muaumym 20 min.2. OcHOBHH
JMAarHOCTUYHH MPOIIEAYPHU U u3cieaBanus ca:2.1. 3a 6e3mioqHara qBoiika (KakTo 3a MbXa, Taka H 3a
’KeHaTa), C U3KIII0YCHUE Ha MAPTHHOPCKO JapsiBaHe MpH JupekTHa ynoTpeba:2.1.1. rectupane 3a HIV
(Anti-HIV-1,2 unu HIV Ag/Ab);2.1.2. trectupane 3a HBV (HBsSAg u Anti-HBc¢);2.1.3. tectupasne 3a
HCV (Anti-HCV-Ab wmu Anti-HCV Ag/Ab);2.1.4. Tectupane 3a HTLV-1 Ab nipu ciiydan Ha 10HOpH,
YKUBEEIIH, TPOU3XO0KIAIN WM MIPUCTUTAIIN OT CTPAHH C MOBHUIIIEHA YECTOTa Ha 3a00JIeBaeMOCT OT
HTLV-1 Bupyc, KakTo ¥ KOTaTo MMaT CEKCYaJIHU MTAPTHHOPU WJIM POJUTENN OT TaKUBa peruonu;2.1.5.
tectupane 3a cuuinc;2.1.6. kpsBHE rpynu u Rh;2.1.7. npu Hyxaa u apyru uzciensanus (HLA,
manapusi, CMV, Tokcoruiazma u jp.);2.1.8. o uHAMKAIUK - TCHETHYHH, UIMYHOJIOTHYHH U IPYTH
W3CIeBaHMS U KOHCYNTAINK;2.2. 3a )keHaTa:2.2.1. ruHekonoruyueH nperiien;2.2.2. TpaHCBaruHalHa
exorpadusi Ha MaTbK Ta3;2.2.3. uepBuKaiHa nutoHamaska (PAP);2.2.4. MUKpOOMOJIOTUYHO U3CIICBAHE
Ha BJarajguiieH/iepBUKaieH cekpet (BKJI. mpu Hyxaa 3a Mycoplasma, Ureaplasma spp. u L
dopmn);2.2.5. Mo MHAMKAIIMU: XUCTEPOCATIUHTOrpadysl WM KOHTPACTHA XUCTEPOCOHOTpadus;
JanapoCKONHs /WK XHUCTEPOCKOIHS; TTOCICA0BATETHA TPAHCBArMHATHU eX0rpadiu B 3aBUCHUMOCT OT
JTHUTE Ha MEHCTPYATHUS IIUKBJI;, XOPMOHAIHH U3CIICIBAHMS; TECTHPAHE 33 ar€HTH OT rpyrara Ha
TORCH, tectupane 3a xJiaMuanas3a; Apyry U3ciaeABaHus OT KPbB U ypuHa;2.3. 3a Mbxka:2.3.1.
criepMalieH aHaiu3 (crepMorpama) - BKIJI. MIOHE €HIOKPATHO MOP(OJIOTHS 10 CTPUKTHUA KPUTSPUH HA
Kprorep;2.3.2. MEKpOOHOIIOTHYHO U3CIIEIBaHEe HAa CEMEeHHA TeUHOCT (BKII. TpH Hy»1a 3a Mycoplasma,
Ureaplasma spp. u L ¢popmu);2.3.3. nperien oT yposior MpyH WHAXKAIUN 32 MBXKH CTEpUIHTET; 2.3.4.
10 MHAMKALMKU: TECTUPAHE 3a XJIAMU/IMA3a; XOPMOHAIHH U3CTIe/IBaHUS; IPYTH KPbBHU U3CIIEIBAHMS. 3.
OmnpenensiHe Ha HHAUKAIMATE ¥ KOHTPAUHANKAIIUITE HA HAKOW OT METOJIUTE 3a aCUCTHPaHe Ha
penpoaykuuara:3.1l. ”HAUKAIMY 32 UHAYKIUS Ha oBynanusaTa:3.1.1. anHoBymanus nopaau
XHITOTOHAIOTPOIICH XUIOTOHAIM3bM WK xunotanamudaa ameHopes (WHO | rpyna);3.1.2. aHoBynanus
WU HepeJOBHA OBYJIALUsI TOPaJN CUHAPOM Ha stituHukoBa nojukucrosza (PCOS) (WHO Il rpyma); 3.2.
KOHTPaWHIMKAIIMU 3a MHAYKIKsS Ha oBynarmsara:3.2.1. xuneprounagorponen xunoronaaussm (WHO 111
rpyna);3.2.2. AByCTpaHHa HEMPOXOIMMOCT Ha MATOYHUTE TPHOU, OCBEH B CITydail ye Iie ce mpuiara
acuctupana penponykiws upe3 IVF-ET;3.2.3. Hanmnune Ha MPOTHBOIIOKA3aHUsI 32 3a4eBaHe, H3HOCBAHE
U pojiopaspelieHre Ha OpeMeHHOCT;3.2.4. TeKKa HEeKOPUTHPaHa NaToJIOTUsl Ha PENPOyKTUBHUTE
OpTaHU WM C XOPMOH3aBUCHMHU OHKOJIOTUYHH 3a00JsIBaHNS;3.3. HHIANIMPAHN TAIIUEHTH 32
KOHTpOJIMpaHa oBapuaiHa xunepcrumynanusi:3.3.1. >keHu, BKIIOYEHU B Iporpama 3a UH BUTPO
OIUTOKIaHe U TpaHcdep Ha eMOpronu;3.3.2. )EeHH, JOHOPH Ha OBOIUTH;3.4. KOHTPAUHIUKAIIHA 32
KOHTpOJIMpaHa oBapuaiHa Xunepcrumynanus:3.4.1. XuneproHaoTponeH XUnoroHaaussm;3.4.2.
HAJIMYHE Ha MMPOTUBOIIOKA3aHM 32 M3BBPINBAaHE HA SHYHUKOBA (DONHMKYITHA TTYHKITUS IO €XOrpadCKu
WM JIaNapoOCKOINICKU KOHTPO;3.4.3. HalM4YKe Ha MPOTUBOIIOKA3aHMs 3a 3aUueBaHe, M3HOCBAaHE U
poaopaspenienne Ha OpeMeHHOCT;3.4.4. Te)Ka HEKOPUTUPaHa MaTOJIOT s Ha PENPOAYKTHBHUTE OPTaHU
WINA C XOPMOH3aBUCUMH OHKOJIOTUYHU 3a00JI1BaHHU;3.5. MHANKAIIUH 32 U3BbPIIBAHE HA MHCEMUHALINS
¢ 00pabOTEeHU CrIepMaTO30U M OT Chipyra (MapTHHOPA) - BIarajuilHa, [IEPBUKAIHA,



BbTpemMarouHa:3.5.1. HeoOsicHeH cTepuuTeT;3.5.2. JIeKoCcTeneHeH cyO(hepTUINTET PU Mbxa (Jieka
OJIMTO-, aCTEHO- MJIM T€PAaTO-300CIIEPMUS WIIK KOMOUHAIHS OT T:X);3.5.3. Han4ue Ha JIOII
MOCTKOUTAJICH TECT - MPETOPHYBA C€ €AUHCTBEHO BHTPEMATOYHA HHCEMUHAIHS;3.5.4. HaTu4ne Ha
CIIEpPMOAHTHTEJIA TPU MBKa U/viH xkeHara;3.5.5. esKyIaTopHu pa3cTpOiCTBa IPH MbXKa (EpeKTHUITHA
aucYHKIMS, PETPOrpajHa esaKyJalys, TpaBMaTHYHH YBPEKAaH!sI HA TPhOHAYHKS MO3BK U J1p.);3.5.6.
IIPU XKEHU CJIe]] UHAYKIUS Ha OBYNaluATa;3.6. KOHTpauHUKALMY 32 U3BbPIIBAHE HA NHCEMHUHALUS C
00paboTeHH CrIepMaTO30MIU OT ChIIpyra (ITapTHhOPA) - BIIArajuIlHa, [IEPBUKaIHA, BbTpeMaTovyna:3.6.1.
HEeMPOXOJIUMH MaTOYHH TpbOU;3.6.2. 4aCTUUHO NPOXOAUMHU MAaTOYHH TPBOH, IPECTABIABAILU BUCOK
PHCK 3a peajiu3upaHe Ha eKTONMUYHa OpeMeHHOCT;3.6.3. BarnHaIHU/IIEpPBUKATHA HHPEKITUH,
Ta30BOBB3NAIUTENIHA OOJIECT MPH KeHaTa;3.6.4. MbXe C AKTUBHU Bb3NAINTEIIHU 3a00JI1BaHUS HA
MUKOYO-110JIoBaTa cucteMa (c Halmmuue Ha MHPEKIIMO3HU MPUYMHUTENN B CEMEHHaTa Te4HOoCT);3.6.5.
’KEHHU C MIPOTUBOIIOKA3aHMs 3a 3aueBaHe, U3HOCBAaHE U POJiopa3pelieHne Ha OpeMeHHocT;3.6.6.
aHOBYJIATOPHU YKEHH, MPH TOJIOKEHHUE Ye HE ca OMIIU MOAJIOKEHH Ha YCTIeITHA HHAYKIUS Ha
OBYJIaLIUAATa B KOHKPETHUS LIMKBI;3.6.7. XKEHHU cliel MeHonay3a;3.7. MHIUKAIMK 32 U3BbPIIBAaHE Ha
MHCEMHHAIMSI ¢ 00pabOTeHH CIIEPMAaTO30HMIU OT JAaputel (pa3sinueH OT MapTHhOPA) - BIarauIHa,
LepBUKaIHa, BbTpeMarouHa:3.7.1. »xeHu 0e3 chIpyr Wi MOCTOSIHEH CeKCyalleH MapTHbOP;3.7.2. )KeHH,
YHHUTO MBXKE Ca C TEKBK CyOdepTHiuTeT Wi azoocnepmust;3.7.3. )KEeHH, YUHTO CHIPYT € HOCUTEN Ha
TEHETUYHO WJIM JPYyro 3a00JsBaHe, IpeaBaeMo B IOTOMCTBOTO MJIM KPHELIO PUCK 3a XKeHaTa;3.8.
KOHTPAWHIUKAIMH 332 U3BBPIIBAHE HA HHCEMHUHAILIUS C 00paObOTEHN CIIEpMAaTO30UIN OT JTAPUTEIT
(pasnuuen ot nmaptHbopa):3.8.1. HEMPOXOAMMH MaTOYHHU TPHOH;3.8.2. YACTUYHO MPOXOJUMH MATOYHU
TpBOH, IPECTABIABAIIM BUCOK PHCK 32 peai3upaHe Ha eKTOMYHa OpeMeHHocT;3.8.3.
BarMHaNHHU/LIEPBUKATHN HHPEKIUH, TA30BOBB3NAIUTEIHA 00JIECT pH JKeHarta;3.8.4. :eHH clie]
MeHonay3a;3.9. HHIUIMPaH! 32 U3BbPIIBAHE HA IMYHUKOBA (DOJIMKYITHA IyHKIHS IO/ €XOTpadCKu
KOHTPOJI ¢ 1l B3eMaHe (100uB) Ha oBouuTy ca:3.9.1. :KeHH, BKIIIOYEHH B [IpOrpama 3a UH BUTPO
omnoxaane (Bki. upe3 ICSI) u tpancdep Ha eMOPHOHH; KEHUTE OT Ta3H rpyrma morat ga 6bp1a1:3.9.1.1.
B HECTUMYJIMPAH LIUKbJ HEMOCPEJICTBEHO NMpean oBynanuaTa;3.9.1.2. ¢ MoNMKUCTO3HU AHYHULIM U JIUIICA
Ha OBYJIAIlMs, B IUKBJI 32 MpHJIarane Ha merona "uH BuTpo marypanus’ (1VM);3.9.1.3. noanoxenu Ha
UHJYKIHS Ha OBYJIAIMSATA WIIK HUCKO/I030Ba KOHTPOJIMPaHa OBapuaiHa xunepcrumynanus (“'Meka
crumynaius');3.9.1.4. KOHTpoJIMpaHa OBapUalTHA XUIIEPCTUMYITalus;3.9.2. )KeHH, TapUTEIKH Ha
oBoruTH:3.9.2.1. MOUI0’KE€HN Ha MHIYKIMS Ha OBYJAIMITA WIK HUCKOJ030Ba KOHTPOJIMPaHa OBapHaliHa
xunepcTumynanus (“'Meka crumynanus');3.9.2.2. KOHTponMpaHa oBapraiHa xunepcrumysaiusi;3.10.
KOHTpaWHIMKAIMH 32 U3BBPIIBAHE HA SIUHUKOBA (DOJIMKYIIHA ITYHKIUS 110/ €XOrpa)CKu KOHTPOJI C LeT
B3eMmane (no6uB) Ha oormTH:3.10.1. BaruHa HU/TIEpBUKATHE HH(EKIINHU, OCTpa U 000CTpEHA
Ta30BOBB3NAIMTENHA OosiecT npH keHara;3.10.2. Heussicuen ¢pedpunuter;3.10.3. HapyeHus B
KpbBOoCchcHpBaneTo;3.10.4. Ta3oB agxe3uBeH cunapoM (PAS), ¢ nunca Ha aJiekKBaTeH TpaHCBarMHAIICH
JOCTBII 0 SIHUHUINTE; B T€3M CIIyYaH, aKo € Bb3MOXKHO, C€ MpHUJIara JarnapocKorncku KOHTPOJIUpaHa
MYHKIMS HA SHYHUIMTE (BaKaT KOHTPaWHAMKAIIMKTE 3a jtanapockonus);3.10.5. Hamuume Ha TeKKa
HEKOpUTHpaHa MaToJIOTUsl Ha PeNpoJyKTUBHUTE OpraHy, HapyliaBalia HOpMajaHaTa UM aHaTOMMSI, WIN
OHKOJIOTHYHHM 3a00JIIBaHHs HA MaTKata U HeWHuTe npuaateiy (aqHekcute);3.10.6. qpyru 3abonsBanus,
HOCEIIIM BUCOK aHECTE3HOJIOTUYEH MK onepaTtuBeH puck; 3.10.7. xxenu cieq MmeHomnaysa;3.11.
MHVKAIMY 32 Ipujlaraie Ha MeToja "vH BUTpo (epTunnsanus u Tpanchep Ha eMOproHu"
(IVF-ET):3.11.1. manuune Ha TyOapHa maToorus (IbJIHA WM YaCTUYHA OKITY3Hs HA MAaTOYHUTE TPHOH),
KOSITO HE € PEATMCTHYHO Ja ObJle KOPUTHPaHa upe3 XUpypruuau crocodu;3.11.2. Hanmnune Ha
NPOXOJMMHU MaTOYHU TPHOH, HO C yBpeleHa GyHKIUS (TEKKU CPACTBAHUS, HATbBAHUS, CTCHO3H U
ap.);3.11.3. ciex penpoayKTUBHA XUPYPTHUS BbPXY MATOYHUTE TPHOU, KOTaTO JIMTICBA 3a0peMeHsIBaHe
IIPU PETYISIPHU TOJIOBU KOHTAKTH U JIUTICA HA MBXKKHU (PaKTOp B MPOABIDKEHUE Ha 1,5 TOAMHU NpU JKEHU
no 35 roguan u 6 Mecena npu xxeHu Ha 35 roauan;3.11.4. HeW3sCHEH CTEPUIIATET, JIEKYBaH 0e3 ycIex
¢ KOHBeHITMOHAHU MeToau (pa3nmuunu ot IVF-ET) B npoabmkenue Ha 1,5 ronuuu npu sxeHu 10 35
rovHu U 6 Mecena npwu keHu Haja 35 roaunu; 3.11.5. mexku crepunuteT.3.11.5.1. 06cTpyKTHBHA



a300CTepPMUSI, ITPH KOSATO Ca B3€TH (IOOUTH) CIIEpPMATO30UIU CJIe]T OMOTICHS Ha SITUAUIUM U/UJTH TECTUC
(PESA, MESA, TeSE)3.11.5.2. perporpaana esKyianus, Py KOIATO ca B3eTH (T0OUTH, H30THPAHH)
criepMaTo3ouu oT ypuHa;3.11.5.3. npu cpenen wim Texbk cyodeprmimTer (0JIMro-, aCTCHO- WIIH
TEPaTO-300CIEPMUS UIIM KOMOMHAUsA oT T51x);3.11.5.4. B ciaydyan, KOraTo ¢ HajMIle IPEaX 0K Ial]
(depTUIN3alMOHEeH HEeYCTIeX IPH MPEAXO0THO KIIACHYECKO WH BUTPO OIuIokaane, ce mpunara ICSl
HE3aBUCHMO OT TI0Ka3aTeJINTe Ha CeMEeHHaTa TedHocT;3.11.6. eHmomMerpro3a B cirydanTe, KoraTo €
HAJIMIE B 3HAYUTEIHA CTETICH HapylIeHHe B HOpMaJHaTa aHATOMUS Ha aJHEKCHTE, OCOOEHO Ha
MaTo4YHUTE TPHOH;3.11.7. IMYHOIIOTHYEH CTEPHUINTET (TPETHPA C€ KAKTO HEU3SICHCH
crepwintet);3.11.8. opynaropna nucdynkums:3.11.8.1. knomuden pesucrentau PCOS xenu, npu
KOMTO MHIYKIUATA C TOHAJOTPOITHA XOPMOHH BOJIH 10 oBapuaiHa xunepcrumyianus (5 u mosede
OByJaTOpHU (DOJIUKYITA), MOpaay PUCK OT OBApHUAJICH XUIIEPCTUMYJIAIIMOHEH CHHIPOM, MHOTOILJIOAHA
opemennoct, LUF cunapoMm, Top3us Ha aaHEKC, eKTOIMMYHA OPEMEHHOCT U Jp. ycinoxHeHus;3.11.8.2.
’KEHU ¢ JToka3aH noue B 3 nukbia LUF cunnpom;3.11.8.3. sxenu crex nposesenn 4 ”HCEMUHAIINH,
HE3aBBPIIUIIN C peaiu3upane Ha OpemeHHocT; 3.11.8.4. )KeHu ¢ XUIeproHaI0TPOIICH XUITOTOHATU3BM -
€IMHCTBEHO M CaMO C JAPHUTEJICKU OBOLNTH;3.12. KOHTpaWHIUKAIIMH 32 IPUJIaraHe Ha MeToa ''uH
BUTpO peprrnusanus u Tpancdep va emopronu” (IVF-ET):3.12.1. nurca Ha MHIUKALIMK 32
npuaraieTro my;3.12.2. KOHTpauHAMKAIUUTE 32 SHYHUKOBA (POJTUKYITHA MyHKIHsA;3.12.3.
KOHTPaUINKAIUUTE 32 UHIIYKIIMS HA OBYJIAIMITA WIM KOHTPOJIMpPAHA OBApUAIHA XUTICPCTUMYJIAIHS,
KOTraTo METOIBT Ce TpUjIara B CTUMYJIUPaH MUKbI.4. VIHIYKIUS Ha OBYJIALUATA C IS OCHIICCTBSIBAHE
Ha roclie/iBaina nHceMuHaius:4.1. mpoBex/a ce eIMHCTBEHO OT JIeKap ChOOPa3HO M3MCKBAHUATA HA
TO3U CTaHAaPT;4.2. OCHIIECTBSIBA CE 110 MHIMKAIMKUTE, omrcany B T. 3.1 Ha To3u pa3nen;4.3. He ce
npeanpyuemMa pyu HaIMYue Ha KOHTPauHAUKAIMUTE, ONMCAaH! B T. 3.2 Ha TO3H pa3jedn ;4.4. ce u3BbpIIBa
ciies1 B3eTo MH(QOPMHUPAHO ChIIacue OT MalueHTHTe;4.5. ce MpoBekaa NpU 3abIDKATEITHO
npoclie/isiBaHe Ha MalMeHTKaTa B X0/1a Ha cTuMystanuaTa:4.5.1. upe3 TpaHcBaruHaimHa exorpadus 3a
YCTaHOBSIBAHE Ha IHYHMKOBUS M €HJOMETPHAIIHUS OTTOBOp Hail-Manko:4.5.1.1. npeau 3amouBaHe Ha
crumynaista (nen 1 - 5 or MI1);4.5.1.2. o Bpeme Ha ctumymnanusata (nen 9 - 13 ot nuknia);4.5.1.3. B
JICHS Ha OBYJIAIUSATA WIIM HETIOCPEICTBEHO clie Hest;4.5.2. mpu HeoOXO0AMMOCT MOTaT Jia ce U3CIIeABaT
xopMoHanHuTe HUBa Ha LH 1 E2;4.6. nanHuTe OT M3cneABaHUATA U IPETJIEIUTE, KAKTO U Ha3HAYCHHTA
ce oTpa3siBaT B Noaxos1o opopmer "lIIpoTokon 3a uHAYKIUS Ha oBynanusara”.5. Konrponupana
OBapuaHa XunepcTumymnanus:5.1. ce mpoBexaa €IMHCTBEHO OT JIeKap ¢ KBATH(HUKAIUATA, ONpeIeIeHa
OT TO3H CTAHJAPT;5.2. CE OCHINECTBSBA 10 HHIUKAIIMHUTE, ONMCAHU B T. 3.3 OT TO3H pasnen;d.3. He ce
mpearnpueMa npu Hallu4yre Ha KOHTPauHANKAIIMUTE, OMMMCAHU B T. 3.4 OT TO3U pa3zien;5.4. ce u3BbpIIBa
cieln B3eTo MHOPMHUPAHO ChIIIACHE OT MAMEHTHUTE;S.5. ce MpoBekaa MPU 3abIIKUTEITHO
mpocieisBaHe Ha MallMeHTKaTa B X0/1a Ha cTuMynanuara:5.5.1. upes TpancBarnHanHa exorpadus 3a
YCTaHOBSIBAHE Ha IHYHMKOBHS M €HJOMETPHAIIHUSA OTroBOp:9.5.1.1. HemocpeacTBEHO Npeu 3ar0uBaHe
Ha CTUMYJIAIUSTA B 3aBUCHMOCT OT U30paHus MPOTOK0I;5.5.1.2. exxeJHEBHO WIIH TIPe3 JACH B X0J1a Ha
CTUMYJIAIUSATA OT JeH 5 min 6 HaTaThK (B 3aBUCHMMOCT OT W30paHUs MPOTOKOJ M PEAKIIUATA CIIPSIMO
cruMyianusTa);5.5.1.3. B IeHsI Ipeiu Wik Ha pUJIaraHe Ha MEJIMKAMEHT 3a TPUTepHpaHe Ha
OBYJIaIIUsITa U BH3CTAHOBSIBAaHE Ha Mel03aTa;5.5.2. )kenaTenHo € Aa ce u3CleIBaT XOPMOHATHUTE HIUBA
Ha LH w/wmu E2 u/unu P4 cnien 5/6 nen ot ctumynanusaTa BCEKH ACH WIIH TIpe3 JAeH (B 3aBUCUMOCT OT
M30paHus MPOTOKOJ M PEaKIUATa CIIPSIMO CTUMYJIAKTa);5.6. JTaHHUTE OT U3CIIeIBAHUITA U
MperjenTe, KAKTO ¥ Ha3HAYSHHATa ce 0Tpa3saBar B moaxoasmo odopmeH "I[IpoTokos 3a KOHTpOIHpaHa
oBapHaiHa xurnepcrumynamnus'.6. IHcemMuHanus ¢ 00paboTeHN CIIEpMaTO30H U OT ChIIPyTa
(maptHBOpa) MM JOHOP:6.1. ce MpoBeXkIa CTUHCTBEHO OT JieKap ¢ KBAIU(UKAILIUATA, OTPE/ICIICHA OT
TO3H CTaHAapT;6.2. Ce OCHINECTBABA 10 HHIUKAIIMHUTE, OITKUCAHHU B T. 3.5 OT TO3M paszen (3a
WHCEMUHAITMHUTE OT ChIPYT/MapTHHOP), ChOTBETHO T. 3.7 OT TO3H pa3jel (3a MHCEMUHAITUUTE OT
J0HODP);6.3. He ce mpeanpremMa Mpu HaJUu4YKe Ha KOHTPAWHIUKAIIMUTE, OMTUCAHH B T. 3.6 OT TO3M pa3zen
(3a MHCEMMHAIIUKTE OT CHIPYT/MAPTHHOP), CHOTBETHO T. 3.8 OT TO3M pa3zen (3a UHCEMUHAIIMHUTE OT
70HOP);6.4. ce u3BBPIIBA CIIe]T B3eTO HHPOPMHUPAHO CHIVIACKE OT MalMeHTUTE;6.5. JaHHuTE 3a



U3BbpIICHATa MHCEMUHALIMS c€ OTpa3aBar B "IIpoTOKOJ 3a U3BBpPILIEHA MHCEMHUHALIUA ', B KOUTO OCBEH
JPYro U3PHUYHO C€ OTpa3siBa Jajld HHCEMHHAIIUATA € OT ChIIPyra/llapTHhOPa MIIK OT JapHUTEN, KaTo Ce
3anucBatr u cboTBeTHUTe YWH Ha nunata.?. [lonmyyaBane Ha sifniekiaeTku upe3 ponukynHa myHkus: 7. 1.
ITox exorpadcku kouTpoit: 7.1.1. ce u3BBpIIBa OT JeKap ¢ KBaTM(PUKALUITA, ONPeIesieHa OT TO3H
crannapt;/.1.2. ce ochlIecTBsABA IO MHIANKAIMUTE, ONUCAHH B T. 3.9 oT To3u pa3zen;7.1.3. He ce
npeArnpueMa npy HaJu4re Ha KOHTpauHIuKauuTe, onvcanu B T. 3.10 ot To3u pasnen;7.1.4. ce
M3BBPIIBA CIIe/ B3eTO HH(pOpMUpaHo cbrinacue;/.1.5. ce u3BbpIIBa ciie/] npeBapuTeIHa NOArOTOBKA Ha
narenTKaTa, BkiouBama: 7.1.5.1. moaxoasin Xxuruenno-auetudex pexum 48 h npeau
nyHknusra;7.1.5.2. moaroroBka Ha uyepBara (caaOuTenHu, KIu3Mu u ap.);7.1.5.3. canupane Ha
BJaranuinero (MpOMHUBKH, MeAUKaMeHTH 1 Ap.);7.1.5.4. moaxomsamia npemeaukanus (15 - 60 min npeau
nyHkiusTa);7.1.6. ce u3BbpIIBa B aMOyIaTOPHU YCIOBHUS MPU M3IIbIHCHN H3UCKBAHHTA HA TO3U
CTaHJApT, HA CTaHJAapTa M0 ''AHECTE3Us U MHTCH3UBHO JICUeHHE' B 4acTTa 3a aMOyJIaTOpHA aHeCTe3Us U
Apyrd HOPMaTUBHH M3UCKBaHUs, 7.1.7. ce M3BBpIIBA €] OCUTYPEH BEHO3EH U3TOYHHK ChC UK 0e3
MpUJIarale Ha JOKaJHa WM 001la KpaTKoTpaiiHa BeHO3Ha aHecTe3us; 7.1.8. ce u3pbpiiBa npu
MIEPUOINYCH WIIK TIOCTOSTHEH KOHTPOJI Ha BUTAIIHUTE MMOKA3aTeIU Ha NallMeHTKaTa (JIuiinane, myJic,
KPBBHO HaJIsIraHe, HACHILAHEe HA KPbBTa C KMCIOPO, ipu Heooxoaumoct - EKI);7.1.9. ce ochiiecTBsiBa
MOCPEACTBOM HENPEKHbCHAT TPAHCBArMHAJICH eX0orpad)CKu KOHTPOJI ¢ MTOMOIITA HA CIICITUATHA
NYHKI[HOHHU UM 33 TPAHCBarMHAIHA SIMYHUKOBA MyHKIUS U CIICIUATHN TPUCITOCOOIeH s (BOJauH)
KbM BarmHaJIHATa COHJA Ha exorpada, KOuTo ciie/Ba Ja ca CTCPUITHH, 32 €JHOKPAaTHA WA MHOTOKpaTHA
ynorpeba (cropen yrbTBaHHsTA Ha IPOU3BOAUTENs), 1a umat CE Mapka; He ce pa3pemiaBa
W3IO0JI3BAHETO HA IPUCIIOCOOCHH YCTPONCTBA M KOHCYMATHBH, MPEHA3HAUCHU 32 APYTH 1IEIIH,
Hezapucumo nanu umat CE mapka;7.1.10. ce ochiiecTBsBa, KaTo MyHKTHpaHuTe ¢ uriaara (ot T. 7.1.9)
(bONMKYITH ce acCUpUpaT ChC CICIMATHA 3a IIeJITa ACIUPAIIMOHHA TTOMITA UM PHYHO C IIOMOIITa HA
CIPUHIIOBKU OT 00y4eHa aKyIlIepKa UM CecTpa, KaTo B MOCJIEIHUS CIyJail cle/iBa J1a ce IbPKU CMETKa
3a MPWJIOKEHOTO HETaTUBHO HAJIATAaHE BBPXY aCMHUPATUTE, KOETO clie/iBa Ja He Hagsuiasa 300 mmHg,
KaKTO Y 3a BUJa Ha CIIPUHIIOBKHUTE, KOUTO CJIE/[Ba Jja ca TapaHTHUPAHO OT MPOU3BOAUTENS CTEPUITHH,
€THOKPATHH, allMPOTCHHN W HETOKCHYHU, TIOJyYSHUTE acIIUPaTH Cce IpeaBaT B CTPYKTypaTa 1o
ACHCTHPaHa PEMPOYKIUS B MOIXOIAIA OMTAKOBKA (KOHTEHHED - CIIPUHIIOBKH, ENPYBETKH H Jp.) U
HaJuIexHO eTuketupany;/.1.11. npukirousa cies acnupanys Ha BCUUYKHU JOCTHIIHU 33 MyHKIUS
donukynu ¢ pazmepu, mo-rojaemu ot 10 mm, ciex kato JekapsT, U3BBPIIWI MyHKIUATA, CE YBEPH, Ue
JMIcBat 0eJie3u 3a BBHIIHO (TeHUTAIHO) MM BHTPEUIHO (a0J0MHHAIHO) KbPBEHE, U CIIE]T KOHCYJITAIHSI
C aHEeCTEe3MOJIOT-PEaHNMaTop; MpenopbuBa ce MoHe 2 - 3-4acoBO HAOMIOJCHHE Ha MAIlUEHTKaTa C
MIEPHONYHO OTYMTAHE HA OIIAKBAHUATA, OOIIOTO ChCTOSIHUAE, KOPEMHUS CTaTyC, apTEPUATHOTO
HaJsIraHe, MmyJica U €eBEHTYyaJ IHO TeJlecHaTa TeMIepaTypa; Mpy JaHHH 32 HaCThIIBAIlAa CEPUO3HA
HEeXellaHa PeaKIHsl T CEPUO3eH MHIUCHT CIIeBa JIa Ce MPEANpPUEMaT CIICITHO HEOOXOIMMUTE MEPKH
3a MbPBUYHA PEAaHUMAIlMs U XOCIUTAIN3allMs Ha jkeHata, 7.1.12. Bcuuku JaHHU 3a MPOTHYAHETO Ha
IpoIeypara 1o mojyJaBaHe Ha OBOIMTH CJIe/IBa Ja ObJaT HAJICHKHO PETUCTPUPAHH B JIUCT 3a 13.7.2.
[Tonx mamapockorncku KOHTpo:7.2.1. ce U3BBPIIBA OT JeKap ¢ KBaNu(pUKAIUATA, ONIPEAeTIeHa OT TO3H
CTaHJapT;7.2.2. ce OCHIIECTBABA M0 WHIUKAIMUTE, ONUCAHH B T. 3.9 OT TO3M pa3jen;’.2.3. He ce
npearnpueMa npu Hallu4yre Ha KOHTpauHAUKauuTe, onrcanu B T. 3.10 ot To3u pasnen ;7.2.4. ce
W3BBPIIBA Clie/] B3eTO HH)OPMHUPAHO ChIJIACHE OT MAIMCHTUTE; 7.2.5. ce U3BBpIIIBA CIIe/] MPeABApUTEITHA
MOJITOTOBKA Ha MAlMEHTKATa, BKJIrouUBaiia:7.2.5.1. moaxoasil XurueHHo-TueTHYeH peskum 48 h npenun
NYHKIHTA; 7.2.5.2. IOATOTOBKA Ha YepBara (ClaOuTesTHH, KIU3MH 1 1p.);7.2.5.3. canupane Ha
BJarayuiiero (MpOMHUBKH, MEIUKAMEHTH U Ap.);7.2.5.4. moaxousiia npemeaukanus (15 - 60 min npeau
JamapockonusTa);7.2.6. ce M3BBPINBA IPU YCIOBUATA, OTMPEACICHA B MEIUITUHCKHSI CTAaHIApT
"AHeCTEe3UOJIOTHS U UHTEH3UBHO JieueHue'";7.2.7. ce OChIIECTBABA MOCPEICTBOM HEMPEKHCHAT
JIATIAPOCKOTICKU KOHTPOJT C TIOMOIITA Ha CIICIIUATHH ITYHKITMOHHH WUTJIN 33 SHIHUKOBA ITYHKIIHS, KOUTO
Clie/IBa Jia ca CTePHJIHH, 33 €IHOKPAaTHA WJIM MHOTOKpaTHa yroTtpeda (Crope/ ymbTBaHUATa Ha
MIPOM3BOIUTENIA), TPOU3BEACHU U cepTudUIIUpanu criopea ctangaptute, Bp3npuetd B EC (1a Hocsat CE



Mapka); He ce pa3peliaBa U3IM0I3BaHETO HA UTJIH U IPYTH KOHCYMATHBH, IPEAHA3HAYCHH 32 JAPYTH LEIIH,
ne3aBucumo aanu ca EC ceprudurmpanu (¢ CE mapka);7.2.8. ce 0ChIEeCTBsIBa, KATO MyHKTHPAHHUTE C
urnarta (1. 7.2.7) GoauKyIn ce aClUPUpPaT ChC CIICIHAIHA 3a [IeJITa aCIUPAIIMOHHA TTOMITA WK PHYHO C
MOMOIIITA HA CIIPUHIIOBKH OT 00y4YeHa aKyllepKa Uil CeCTpa, KaTto B IMOCIEIHUS CITydail cielBa Jia ce
IBPKHU CMETKA 32 MPUIOKEHOTO HETATHBHO HAJSITAHE BHPXY aCIUPATUTE, KOETO CIIEABA J1a HE
Haasumasa 300 MMHQ, kakTo u 3a BUa Ha CIIPHUHIIOBKUTE, KOMTO CJIE/Ba JIa ca FapaHTHPAHO OT
MIPOU3BOIUTEIISI CTEPHUITHU, €THOKPATHHU, alTUPOTCHHU U HETOKCUYHH; TIOJTYYCHUTE aCIUPATU Ce
npejaBaT B CTPYKTypara 1o aCUCTUPaHa PEMPOAYKIIHS B MOAXO/sIIa OnakoBka (KOHTEHHED -
CIPUHIIOBKH, CIPYBETKU U JIP.) ¥ HAJIS)KHO CTUKETHPaAHH;7.2.9. IPUKITIOYBA CIIE]] aCIIUpaIis Ha
BCUYKH JTOCTBITHHU 32 MYHKIUS (POJTUKYIH C pa3MepH, o-rosiemu ot 10 mm, cien kato jekapsr,
M3BBPIIWI MYHKIUATA, CE YBEPH, Y€ JIMIICBAT Oelie3u 3a BhTPeIiHo (a0JOMHUHAIIHO) KbPBEHE;
IpernopbuBa ce MoHe 24-4acoBO HAOIIOICHUE Ha MAIUCHTKATA C IEPUOJINYHO OTYUTAHE HA
OIUIAKBAHUATA, OOIIOTO CHCTOSIHUE, KOPEMHHUS CTaTyC, apTEPUATHOTO HAJISATAHE, MyJICA M €BEHTYATHO
TeJlecHaTa TeMIIepaTypa; Py JaHHH 32 HACTHIIBAIIA TEKKA HEXKEIaHA PEaKIUs WU TeXbK UHIUICHT
CJIeJ[Ba JIa Ce MPeIIPUEeMaT CIICIIHO HEOOXOAMMHUTE MEPKH 3a IIbPBUYHA peaHUMAIIHS U
XOCIHUTAIH3AIINS Ha JKEHATa, aKO JIAAPOCKOIUATA € U3BbPIICHA B U3BBHOOIHUYHU ycioBus;7.2.10.
BCHUYKH JAHHHM 32 MPOTUYAHETO HA JIAIAPOCKOMHMATA U Ha TPOIIeypaTa 1o MoJIydaBaHe Ha OBOIIUTH
clieziBa a ObJIaT HAJJIC)KHO PErUCTPUPAHHU B JIMCT 32 M3 1 B "MpOTOKOI 3a IpoBeieHa JIalapoCcKonus'
Ha TAIMEeHTUTE ce u3/1aBa U enukpu3a.8. [locraBsiHe Ha eMOPHOHH B MaTOYHATA KyXHWHA
(emOpuoTpanchep):8.1. u3BBpIIBA CE OT JeKap ¢ KBaTU(pUKAIKATA, ONIPeacIcHa OT TO3U CTaHaapT;8.2.
OCBILECTBSIBA C€ IPU HAJMYKE HA MTOHE eIMH KadyecTBeH (C 100pa MOpQOIOrHs) IpeAMMILIaHTAI[HOHCH
eMOPHOH, MOJTYYCH CIIe]] TPEAXO0XKAAII0 OIJIOKIaHE MH BUTPO WIIH CJIe]] KPUOKOHCEPBAIUs 1
pa3MpassiBane;8.3. He ce ImpearpueMa npu HaTMIre Ha CJICTHUTE KOHTpanHaukannn:8.3.1. akTuBHa
BarvHagHa/llepBUKaIHA HHPEKIMS UK Ta30BOBB3MaIUTEIHA 0051eCT;8.3.2. pHCK OT TEXKBK OBapHaieH
XUMEPCTUMYIIAIIMOHEH CHHIPpoM;8.3.3. TuIica Ha TTOHE eTUH Ka4eCTBEH MPEIUMIUIAHTAIIMOHCH
emOpuoH;8.3.4. nebenrHa Ha MaTOYHATA JINTABUIA, MO-Malika OT 6 MM;8.3.5. TeXKHU yCI0KHEHUS
ciencTeue Ha GonukynHa myHKus;8.3.6. npyru 3a00sIBAaHUS ¥ CHCTOSIHHSI, TTPH KOUTO 3a4€BAHETO,
M3HOCBAHETO U POJOPA3PEIICHUETO Ha eIHa OPEMEHHOCT € IPOTUBOMOKA3aH0;8.3.7. MpH >KeHU HaJl
51-roauiHa BB3PACT C JOHOPCKH SHUIIEKIIETKN;8.4. ce U3BBPIIBA CIIe]] B3€TO HHPOPMHUPAHO CHIIACHE OT
nanueHTuTe;8.5. ce U3BBPILBA ClIe]] MpeIBapUTeHa MOrOTOBKA Ha MallueHTKaTa, BKIoyBama:8.5.1.
MOIX OIS XUTHEHHO-AUeTHYeH peskuM 48 h npean mocrasaHeTo;8.5.2. mpu He0OXOAUMOCT - CAaHHPaHe
Ha BaragumeTo (MPOMUBKH, MeAUKaMeHTH 1 jp.);8.5.3. mpu Hyx1a - npemeankaius (15 - 60 min
npeau emopuotpancdepa);8.6. ce U3BBpIIBA B aMOYIaTOPHH YCIOBHS CIIE]] 3aIbDKUTEITHO IPOBEICHA
TpaHCBarvHajdHa exorpadus 3a olleHKa ChCTOSHUETO Ha SHYHHUIINTE, KOpeMHAaTa KyXHWHa, MaTKata u
MO-CITeIIUATHO - JIeOeTMHA ¥ BT HA CHIOMETprUyMa;8.7. ce M3BBHPINBA C TIOMOIIITA Ha CIICIIHATHU
YCTPOWCTBA 3a MOCTaBsHE HA eMOPHOHH B MaTOYHa KyxHHa (eMOpHOKATETPH M BOJIAYH 3a TAX), 32
enHOKpaTHa (eMOpHOKAaTeTPH U BOJA4YM) MM MHOTOKpaTHa yrotpeda (Bogaun) (Cropes ynmbTBaHUATA Ha
MIPOU3BOIUTEIS), TPOU3BEACHU U cepTuduUIMpanu criopea ctanaaprute, Bp3npuetd B EC (na Hocst CE
Mapka); He ce paspelaBa M3I0I3BaHETO Ha IPUCIIOCOOCHH YCTPOMCTBA U KOHCYMATHBH, MPEIHA3HAYCHH
3a Apyru neiu, HezaBucumo nanu ca EC ceprudunmpanu (¢ CE mapka);8.8. ce ochIecTBsBa, kKaTo B
MaToYHaTa KyXWHa C€ MOCTABAT MPEANMITAHTAIIMOHHN eMOPHOHH, YUHTO OpOit He MOXKe Jla Ha/IBHIIaBa
oTpesieNieHus criopea To3u cranaapt B paszgen IV, 1. 5.5;8.9. ce cunta 3a OCBIIECTBEH YCIENIHO CIE]
mpoBepka ot Ouosiora (eMOprosIora) Ha M3MOJI3BAHK eMOPHOKATETHD 3a 3abP)KaHH B HETO eMOPHOHH;
3aIbpKaHUTE €eMOPHOHU MoraT Jla ObJaT MOCTAaBEHU B MaTKaTa C MIOMOIITA HAa HOB KaTEThP B CHIIHUSI
JICH, Ha CJICJIBAIIVS JICH CJIe]] KyJITUBAIIUS WK ChXPaHEHHU Ype3 KPUOKOHCEPBAIIHUS 3a MO-KbCeH
emOpuoTpancdep mpH Apyr CTUMYJIHUPaAH WM HECTUMYJIHUPAH IUKBJI CJIe]l HACThIIBaHE Ha
opynanuTa;8.10. mpenmopbuBa ce OCHTYPSBAHETO HA ITOKOH B JISTHAJIO MTOJIOKCHUE Ha JKeHATa B
npoabipkeHre Ha mone 30 min ciex emOpuorpancdepa;8.11. BCHUKHM JaHHU 32 MPOTUYAHETO HA
MOCTaBSHETO Ha EMOPHOHUTE B MATOYHATA KyXHMHA CJIe/Ba J1a OBIaT HA/UICKHO PETHCTPUPAHH B JIUCTA



3a U3, KakTo U B ChOTBETHUTE JJOKYMEHTH, BOJCHHU B JIAOOPATOPHUSATA 10 ACUCTUPAHA PEIIPOAYKIIHUS.9.
XUTUEHHO-IUETHYEH PEXXHUM, TTOIbpIKAIA TePaIns pe3 JTyTeaaHara ¢a3a clie/l aCHCTUPaHa
penpoayKIHMs, paHHa JUarHo3a Ha OpeMEeHHOCTTa, MOAPHKKA HAa paHHA OPEMEHHOCT CJIe]] ACUCTHpaHa
penponyknus:9.1. XurneHHO-IUEeTHYCH PEKUM ciiel] acucThpana penpoayknus:9.1.1. Ha xenure, Ha
KOHUTO ca MPUIOKEeHH (HOTUKYIHA MyHKIHs (1101 exorpad)CKy WK JIAapOCKOIICKUA KOHTPOI) U/Hin
MOCTaBsSIHE Ha eMOPUOHH B MaToyHarta KyxuHa (emMOpuoTpancdep), ce mpernopbuBa U3IaBaHETO HA
OOJTHHMYEH JIUCT 32 BpeMeHHa HepaboTocmocoOHocT 3a 15 1o 30 auu;9.1.2. Ha BCUYKY JKEHU, TPEMUHATH
npe3 mporpama 3a eMH WIK APYT BH]l aCUCTHpPaHa PEMPOIyKIIHs, CiieaBa a ce npenoppya:9.1.2.1.
BB3AbpiKaHE OT (3710)yrmoTpeda ¢ aikoxXo, Hurapu, HapkoTuiy;9.1.2.2. Bb3IbpiKaHe OT TEXKbBK
busnuecku tpya;9.1.2.3. npeanaspane ot GU3NIECKH U XUMHUCCKH BPEAHOCTH (HOHH3UPAIIM JThYCHHUS,
OpPraHWYHU Pa3TBOPHUTEIIM M OTPOBH, TEKKHU MeTau U 1ip.);9.1.2.4. momydyaBaHe Ha TOCTATHYHO OYHMBKA
u HomleH ¢bH;9.1.2.5. Mepku 3a penyiupane Ha ctpeca;9.1.2.6. Bb3appkaHe OT KOHTAKT ¢ X0pa,
BB3MOXXHHU HOCUTEIIN Ha HHPEKIINO3HH 3200 sBanus;9.1.2.7. mepopallHOTO IpueMaHe Ha Goauena
kucenuna B 1o3a ot 0,4 - 0,8 mg/d.9.2. [Tonabpikaiia Tepanus npe3 JiyreaaHara gasza - Ha BCHUKH
KCHH, TIPEMHUHAJIH TIPe3 Mporpama 3a KOHTPOJIMpPaHa OBapHaIHA XUIIECTUMYJIAIUS C ITOCIIEeIBAI0 UH
BUTPO OIUIOXKJaHE U TpaHcdep Ha eMOPHOHM B MATOYHATA KyXHHA, KAKTO U O MPEIeHKa CIIe]
MHJIyKIIMS Ha OBYJIAIMATA W/WIIM MHCEMUHALIMS, CIIC/IBA J1a CE MPEenophya JiyTeaaTHa XOpMOHAIHA
nonkpena.9.3. Panna auarno3a Ha OpeMEHHOCT cliell acucTupana penpoaykuusa:9.3.1. mocras ce Ha
0a3aTa Ha TPaHCBarMHAIHO eXOrpad)CcKo M3cieABaHe U/WIIM KaueCTBEH /WM KOJMYESCTBEH TECT 3a
OpeMeHHOCT (Hali-KOPEKTHO € OMPEICIITHETO Ha CEPyMHO HHBO Ha O€Ta-40BEIIKH
XOPUOHTOHAIOTPOIMH B IOTCHIMATHO OpeMeHHaTa keHa);9.3.2. "ornoxummyHa™ e Besika OpEeMEHHOCT,
IIPU KOSITO CE TTO3UTUBUPAT TECTOBETE 32 OPEMEHHOCT, HO HE C€ BU3yaln3upa exorpad)CKu; clieiBa Ja ce
uMa MpesBu/, 9e Ka4eCTBEH TeCT 3a OpeMEHHOCT MOXKe Aa ce mo3utusmpa 10 10 qau cien
MIPUJIOKEHUETO Ha YOBEUIKY XOPHUOHTOHAJOTPOIIMH 32 JyTealHa nojakpena;9.3.3. "kinHuyHa" e Bcska
OpEMEHHOCT, TIPH KOATO Ca MIO3UTHUBHH TECTOBETE 32 OPEMEHHOCT U CE BU3YyaJIM3HUpa eXorpadcKku
IJIOJIEH CaK C XKBJITHYHO MEXYpUE B MATOYHATA KYXHHA UM eMOpPHOHATHA CTPYKTYpa ChC ChPACYHU
MyJICalliy, WJTH € HAJIMIe N3BbHMATOYHa OPEMEHHOCT; 32 IPENOpPhUBaHE € J1a Ce U3CIIe/IBa CEPYMHO
HuBO Ha Oeta-UYXT, karto croiinocTy Hax 1500 IU/ml ca unaukaTtuBHM 3a HacThIIWIA KIMHUYHA
OpeMEeHHOCT, He3aBUCHMO OT IpWIIaraHara JiyreainHa nojkpena; 9.3.4. "rexymia™ (0n-going) e Bcsika
opemenHoct cnen HaBbpuienu 10 r.c. (T.e. e Hanmuie pa3suBail ce deryc).9.4. [Toakpena Ha paHHa
OpeMeHHOCT ciief acucTupana penpoaykiusa:9.4.1. Hanara ce nmopaau (akTa, 4e rojiiMa 9acT OT KEHUTE
ca ¢ XOPMOHAJIHM CMYIIEHUS KaTo MPUYMHA WIN ChI'BTCTBAIIM OE3II0IMETO, TOPaN HaMecaTa B
HOPMAJTHOTO (PYHKIIMOHUpAHE Ha OCTa XUIIOTalIaMyC-XuTno(pu3a-siIHIK-MaTKa 4pe3 MpHIaraHeTo Ha
aHaJIO3M Ha TOHAJ0JIMOepHHA, TOHAAOTPOITHU XOPMOHHM, CTEPOUHA XOPMOHH U APYTH WM MOpaan
HaHeceHaTa TpaBMa Ha SHYHHIIMTE 110 BpeMe Ha (OJHMKYIHATA MyHKIHUs;9.4.2. MOXKe J1a Ce OCBIIECTBH C
€/IMH WU TOoBeYe OT clieAHUTe MeauKaMeHTn:9.4.2.1. yoBeIKH XOpPMOHIOHAI0TPONIHH B MOAXO AN
no3u 10 10 - 11 r.c.; He ce mpenopbyBa MPH PUCK OT TEKBK XUMEPCTUMYIAIMOHEH CHHAPOM;9.4.2.2.
IIPOTreCTepOoH MoJI opMaTa Ha BArMHAJIHU KPEMOBE HIIM OBYJIH, HHKEKIIMOHHO MYCKYJTHO WX
MepPOPaTHO B €KBUBAJICHTHH J103H J10 12 - 14 1.¢.;9.4.2.3. ectpaamon no 10 - 12 r.c.;9.4.2.4.
cria3MonuTH4HU arenTtH;9.4.2.5. Butamunu ((poiueBa KucenuHa, Tokodeposr, ackopOMHOBa KUCETHHA U
1p.);9.4.2.6. npyru MeauKaMeHTH 1o WHauKanuu;9.4.3. mpernopbysa ce XUTHEHHO-TUETUYCH PEXKUM,
KakTo e onucal B T. 9.1.2;9.4.4. npu HyXJ1a ce U3/1aBat JIUCTH 32 BpEMEHHA HETPYAOCIOCOOHOCT U ce
NperopbyBa JJOMAIIICH WM CTalmoHapeH pexuM "Ha jerno” (bed rest);9.4.5. mpu BcHukH ciydau Ha
pa3BuUBaIlla ce OPEMEHHOCT CJIe]] ACUCTHpaHa PENPOIyKINS IPUIaraHUTe AUarHOCTUYHO-JIeYeOHH
MEpOTIPUSTHS CJIE[BA JIa ca MOl METOAUNYHOTO PHKOBOJICTBO Ha €KHITA, OCHIIECTBUI aCUCTHpPaHATa
PenpoayKIIKs, WM Hal-MalIKOTO JAPYT €KUII ¢ mogooHa komneTreHTHOCT.10. EMOpuopenykmusra:10.1.
M3BBHPINBA CE OT JIEKAp ¢ KBATM(HUKAIHITA, ONpeesieHa oT To3u ctannapt;10.2. u3BbpiiBa ce npu
HAJIMYME Ha pa3BUBAIlla C€ MHOTOIJIOHA OPEMEHHOCT ¢ HaJTM4Me Ha MOBeYe OT J[Ba IJIOJIHU CaKa B
MaToYHaTa KyXHWHa, KaTo CTPEMEXHbT € 1a ce mpueaar:10.2.1. tpurtogaure OpeMEHHOCTH - 110



JBYIUTOMHU WK eqHOIoHu;10.2.2. yeTupu- 1 moBede 1mioHuTe OPEMEHHOCTH 0 ABYIUIOIHH, KAaTO
0 MPUHINI, KaKTO U ciie]] eMOpHOpEeAYKIIHS, HE Ce MPENopbUBa H3HOCBAHETO U POJOpa3peIIaBaHeTo
Ha OpeMeHHOCT ¢ moBeye OT J1Ba m10/a;10.3. € BucokoprckoBa HHBa3MBHA MPOIEYpa, U3BbPILIBAHA 110/
HEMpPEeKbCHAT eXxorpad)cKu KOHTPOJ Ype3 TpaHCBarMHallHA WK TpaHCaOOMUHAIHA TyHKIUS Ha
MaTOYHAaTa CTEHAa ¥ MaTOYHAaTa KyXMHA U MPWIOKEHUE HA eIUH OT cleIHUuTe HaunH| 3a pernua:10.3.1.
acrupaIys Ha ChIbP)KUMOTO Ha IUIOIHHS Cak Oe3 MmprjiaraHe Ha XUMUYHH areHTH (B CPOKOBE Ha
OpeMeHHOCTTa OT HayasoTo Ha 6 10 kpas Ha 7 1.¢.);10.3.2. kapauonenresa Ha
eMOpHOHaTHOTO/(DETATHOTO ChpIIE U AIUTHKAIIMS Ha Pa3TBOP Ha KaJKeB XJIOpU (B CPOKOBE Ha
OpeMeHHOCTTa OT HayasioTo Ha 9 o kpas Ha 12 r.c.);10.4. u3BbpIIBa Ce 1O MPEICHKA Ha JICKYBaLHs
CKHIT CJIe/I KOHCY/ITHPAHE Ha JKeHaTa U HeWHUsI ChIpyT (MapTHHOP), BHUMATEIIHO Pa3sICHSABAHE Ha
BB3MOKHUTE PHCKOBE OT U3BBPIIBAHE WM HEM3BBPILIBAHE HA POIIEypaTa U B3eMaHe Ha TAXHOTO
unpopmupano cwriaacue;10.5. u3BBpIIBA ce clie]] MOArOTOBKA Ha JKeHaTa, KaKTO MPH BCSKa €1HA
XUPYprudHa UHTEPBEHIINS, TOPAH Bb3MOKHOCTTA 32 HACTHIIBAHE HA YCIOKHEHUS, HaJlarau
olepaTHBHA MHTEPBCHIIUS ¢ KOPEMEH IOCTHII (J1amaporoMus wiH jganapockornus);10.6. ussbpiisa ce B
amMOyJaTOpHU yCJIOBHUS TOJ] IEHCTBHETO Ha 00IIa KPaTKOTpaiiHa BEHO3HA aHECTE3Hs, TIPU HAJIMUMe Ha
aHEeCTEe3MOJOTUYEH €KHIT U TOTOBHOCT 32 CIEIIHA XOCIUTAIN3allUs Ha )KeHAaTa U U3BbPILBAHE MIPH
HE00XOMMOCT Ha OTepaTHBHA UHTEPBEHIINS, )KEHATa OCTaBa 0] AKTUBHO HAOIIIOJICHHUE U TIOKOH B
MIPOIBIDKEHUE Ha TTOHE 4 yaca, KaTo € MpenopbhbYuTesHo Ja ObJe OcTaBeHa 3a HaOmoaeHue 10 48 yaca
(3a MI1 u JIKI] ¢ pa3kpuTH Jieria 3a KpaTKOCPOUEH MPECTOM) Wi XocnuTaau3upana 3a 48 uaca;10.7.
BCHUYKH JaHHU 32 MPOTUYAHETO HAa eMOPHOPEIYKIUATA Clie[Ba 1a ObaT HA/IJIC)KHO PETUCTPUPAHHU B
nuct 3a U3 u Ha xeHarta na ce uznane enukpusa.ll. Habupane, KoHCynTHpaHe U Ha3HAYaBaHE Ha
M3CJIC/IBAaHKS Ha TIOTCHIIMAJIHU JapuTeNn Ha sinekiaeTku.11.1. O6mu nmonoxenuns:11.1.1.
MOTEHIMATHUTE JAPUTEIH CIIeBa J1a ca MHPOPMHUPAHH 33 JUATHOCTHYHUTE MPOIEyPH U
U3CIEABAHMATA, KOUTO 1€ UM ObJaT NPUIIOKEHU U IPUYUHUTE 3a ToBa;11.1.2. noTeHunanuure
TapUTEIH CJIe/lBa JIa ca HasICHO, Y€ Te3H M3CJIeIBAaHUS U MPOIIeypH MOTaT J1a JIOBEIAT 10 OTKPUBAHETO
Ha HEMOI03UPaHH OT TAX ChCTOSHUS Win O6ostectu (Bka. HIV, mpyru TpancMucHBHE 3a00IIBaHuS,
XOPMOHAJIHU HApYyIICHUS, FTCHETHYHH aHOMasuu ¥ 1ip.);11.1.3. mpu HaOupaHe Ha JapUTeNn 3a OBOLUTH
clieqiBa J1a ce MOThpcH MH(MOPMAIINS 32 €BEeHTYATHU MPEIX 0K AU JOHAIIMH Ha CHIOTO JIHIIE B JPYTH
nedyeOHN 3aBECHNUS, KaTO € HEJOMYCTHMO J1a ObJaT MOCTUTAH! TTOBEYE OT S )KUBH PAXKAAHUS
BCJIE/ICTBUE JapsiBaHE OT CHIOTO JUIIE, B TOBA YHUCIIO cOOCTBEHUTE My pakaanus;11.1.4.
MOTEHIMATHUTE JAPUTEIH CIIeBA JIa Ca HAsICHO, Y€ MOTAT J1a Ce OTKaXKaT IO BCSIKO BPEMe OT JJOHOPCTBO
710 MOMEHTa Ha U3M0JI3BaHe Ha TexHuTe oBounTH;11.1.5. HemomycTHMO € /1a ce oka3Ba HATHCK WU Ja ce
npejyiara odara BbpXy MOTEHIIHATHUTE JOHOPH Ha SHIEKIETKH OT CTpaHa Ha MEAMIIMHCKY TIEPCOHA,
MOTEHIIUATHYU PEIUIUEeHTH, OJIM3KU ¥ POJHUHU Ha TOoHOPa;11.1.6. BE3MOKHO € TOHOPUTE Ha OBOLIUTH
na ObIaT 00e3MEeTsIBaHN B pa3yMHH pa3MepH 3a HanpaBeHu pa3zxoan:11.1.6.1. meTan;11.1.6.2. 3a
HacTaHsBaHe U npectoid;11.1.6.3. 3a orcheTBHE OT pabota;11.1.6.4. 3a npuunHeH quckoMdopT Win
0omka;11.1.6.5. nponycHatu noi3u 1 1p.11.2. CHemaHe Ha aHaMHe3a U KOHCYJITHpPaHe Ha MMOTCHIIHATHU
naputenu (MHTEepBI0):11.2.1. HabMpaHEeTO, KOHCYITUPAHETO U Ha3HAYABAHETO HA U3CJICJBAHHS Ha
MOTEHIMATHI JOHOPH Ha STUIEKJIETKN Ce OCBHIIECTBSABA OT JIEKap, OTTOBAPSIII HAa M3UCKBAHUATA HA TO3H
cranfapT; 11.2.2. KOHCYATHpALUAT JIeKap ClieABa J]a CHEMe MaKCUMAJTHO MOIpOoOHa aHaMHe3a, 0COOEHO
10 OTHOIIIEHNE HAIMYUETO Ha CrIenU(UIHHU 3a00JIIBaHUS 32 CEMEHCTBOTO HA TAPUTEIIS, TIPEKapaHu OT
HEro MUHaJIU 3a00JIIBaHUS U XUPYPTHUHU HAMECH, HAJTMYMUETO Ha POACHH OT JIOHOPA JIela U TSIXHOTO
HEPBHO-TICUXWYHO Pa3BUTHE U 3a00JsIBaHUS NIPH T51X;11.2.3. KOHCYNTHPAIIHAT JIEKap MOXKE J1a ce
uHpopmupa ot nuunus Jiekap (OI1J]) Ha mOTeHIMATHUS JOHOP 3a 3/IPABOCIIOBHOTO MYy ChCTOSTHHE U 3a
BCUYKH BB3MOXHH (DAKTOPH, KOUTO MOTAT Jia ObJaT MPUYHUHA 32 OTXBBPIISHE HAa KOHKPETHUS
noHop;11.2.4. noTeHIMAIHUTE JAPUTENHN ClIe/Ba a ObAaT HAIJIeKHO HH(HOPMUPAHH 32 BCHUKH
oOcTosTeNncTBa U ()aKTH, KAKTO M 32 Bb3MOKHUTE PHCKOBE U ITOCIIE/ICTBHUS, CBhP3aHH C TIPUIIaraHeTo Ha
KOHTPOJIMPaHA OBAPUAITHA XUIIEPCTUMYJIAINS U MMOJIYIaBaHETO HA SUIIEKIICTKH upe3 POIUKYITHA
MYHKIUS 0] exorpadCKy WM JAaapOCKOIICKU KOHTPOJI, Clie] KOETO J1a Ce B3eME TSIXHOTO



MH(GOPMHUPAHO CHIIIACUE; 3aIBIDKUTEIHO € IIPU B3eMaHe Ha MHPOPMHUPAHOTO ChIIacHe a ObIaT
YIOCTOBEpPEHU C a0COJIIOTHA CUTYPHOCT JIaHHUTE 32 JapUTeNis, KOUTO Ja MO3BOJISAT HEroBaTra eJHO3HAYHa
uaeHTH(UKAIMS OT KOMIIETCHTHUTE JIMIIA U OPTaHU 10 choTBeTeH pen;11.2.5. B cmydaunte, korato
MOJIYYEHUTE OT JOHOP SHUIEKIIETKH I1Ie Ce MOI3BAaT 32 aCUCTUpPaHa PENPOIYKIUS MPU aHOHUMEH
PEIUIKEHT, CIIe/IBa Ja C& OCUTYPU aHOHUMHOCT U Ha JIapUTeElls U TOU Ja ObJie yBepeH, ue Ta3u
AHOHUMHOCT I11¢ Obj1e 3ana3zena;11.2.6. noTeHIMATHUTE AHOHUMHU JTAPUTENN CeaABa aa ObaaT
YBEJIOMEHH, Y€ UM € 3a0paHeHO Ja MPaBAT KAKBUTO U J1a OMJIO TIOCTHIIKYU 33 YCTAHOBSIBAHE
CaMOJINYHOCTTA HAa aHOHUMHUS PEUHUIHUEHT (PEHUIUCHTH) Ha TeXHUTe oBOIUTH;11.2.7. Touku 11.2.5 u
11.2.6 He ce OTHACAT 10 NAPUTEITUTE HA OBOIMTHU 332 TEXHH OJIM3KU WIIM POJHUHH OT KEHCKH IT0JI 0
npaBa quHusA. 11.3. Kpurepuu 3a oqo0psiBane Ha naputenu Ha oBoruTr:11.3.1. Bb3pact: chriacHo 4.
13, an. 1, 1. 1 oT HapenOata;11.3.2. na He ca mocraBeHu nox 3amperienue;11.3.3. moHe eqHOKpPaTHO
peanusupana penpoaykTuBHa GyHKIMs (oHe eaHo *kuBo aere);11.3.4. nurica Ha TMYHA WK CEMEWHA
WCTOpHS 32 HACJIECTBEHU 3a0omsBanus;11.3.5. munca Ha qaHHM 3a Ta30BOBB3MaIuTenHa 6onect;11.3.6.
JIMIICa Ha JIMYHA aHaMHe3a 32 TPAHCMHUCHUBHU 3a00J1siBanus;11.3.7. HeraTuBHY TecTOBE (JIHIca Ha
undekuus) 3a HIV, HBV, HCV u cudunuc;11.3.8. nurica Ha 3a00/1IBaHusI U CCTOSIHUS, KOUTO KPUSIT
CBILIECTBEH PUCK 3a 3PAaBETO U KUBOTA HA JAPUTEIIs WM 32 YBpPEKJaHe Ha Heropara Ob/era
penpoayktuBHa criocooHocT.11.4. HeoOxoaumu u3ciiensanus u nperinean:11.4.1. 3a pancMUCUBHH
3abonsBanus - cepym:11.4.1.1. Anti-HIV-1,2 wiu HIV Ag/Ab;11.4.1.2. HBSAgQ u Anti-HBc;11.4.1.3.
Anti-HCV umu Anti-HCV Ag/Ab;11.4.1.4. HTLV-1 npu unaukanuu;11.4.1.5. (cneunduuen) 3a
cuduauc;11.4.2. uepsukanna nuronamaska (PAP);11.4.3. MUKPOOHOIOIMYHO M3CIICABAHE HA
Biaranuiien/nepsukaieH cexper;11.4.4. XOpMOHAIHHU U3CICABAHUS B HAYAJIOTO HA MCHCTPYaTHUS
ke - FSH, LH u estradiol;11.4.5. runekonornyen nperiea i TpaHCBaruHaiHa exorpadus Ha MarbK
ta3;11.4.6. I[IKK, CYE, 6noxumus u xemoctasa (1 - 7 nuu npeau GoaukyaHaTa myHKius). Pasmen
VIIMeroanunu yka3zaHus 3a OMOJIOTUYHO-JIA00PATOPHU METOAU MPH U3BBPIIBAHE HA ACUCTHUPaHA
penpoaykuual. OO U3UCKBAHUA: BCHUKA OMOJIOTUYHO-JIa00paTOPHU METOAM ce u3BbpiBar:1.1 camo
OT npaBocrocobHuTe nuna no paszaen 1, . 5 u 6;1.2 npu cna3pane Ha pa3nopeadoUTe Ha Ta3u
Hapen0Oa;1.3. B cpean u ¢ koHCcyMaTHBH, KouTo ca:1.3.1. 3a emHokpaTHa yrnoTtpe6a;1.3.2. crepunan;1.3.3.
UTOHETOKCMYHH;1.3.4. U3TOTBEHH ChIIacHO npueTute ctanaapté B EC u umar ceprudukar 3a
toBa;1.3.5. B cpok Ha rogHOCT;1.4. Ipu cra3BaHe HA M3UCKBAHUATA 33 CTUKETHPAHE HA MaTepralia u
OCUTYpsIBaHE Ha YCJIOBHUS 3a MPOCIEASIeMOCT MbTA Ha MaTepuana, KOuTo ce o0paboTBa, u
KOHCYMaTHBHTE, KOUTO Ce MoJ3Bat;1.5. B KOHTPOJHpPAHH YCIOBHS Ha OKOJIHATA cpeja (ChIvl. pas3ien
VI111), korato ToBa € HEOOXOAUMO U € OT KPUTHYHO 3HAYCHHUE 32 KaUeCTBOTO M OE€30IaCHOCTTA Ha
kietkure;1.6 ciopen paznucanu, Banuaupanu U ogoopenn COIL2. ExcriepTr3a Ha ciepMaTo30HIH 3a
[[EJTUTE Ha aCHCTHpaHaTa penpoaykuus: 2.1. u3BbpiiBa ce cbritacHo kputepunte Ha C30 u/unm
CTpUKTHHTE KpuTepun Ha Kprorep 3a mopdosorus Ha criepmato3ouaute (B CIydanTe, KOrato
U3CJICIBAHUSIT MaTEPUAIT € MOJYUEH upe3 esKysanus);2.2. ce OChIIECTBIBA ClIe/I OTyYyaBaHe Ha
CEMEHHA TEYHOCT OT MBKa - OOCKT Ha M3CJIe/IBaHE, Upe3 SIUH OT CeHUTe HaunHu:2.2.1. upes
MactypOanus;2.2.2. upe3 eIeKTPOCTUMYIAlNS Ha eIKyIanusaTa;2.2.3. ype3 NepKyTaHHa Ouorcus Ha
emuauarima (PESA);2.2.4. upe3 MukpoxupyriuuHa ouorncus va enuauauma (MESA) nnm tectrca
(TeSE);2.5. ce ochmiecTBsiBa mocpencTBoM:2.5.1. MEKpOCKOIIMpPaHEe Ha CriepMaTo30uu;2.5.2.
KOMITIOThpPHO-acucTupan crnepmaier ananus (CASA);2.6. Boau 10 reHepupaHeTo Ha nHpopMaIus,
KOSITO C€ 3alKCBa B ChOTBETHUTE PETUCTPH, BbPXY (ull 3a "Pe3ynratu ot criepmaiieH aHanu3" Wid B
CHOTBETEH pa3/iesl Ha eMOPUOJIOTUYHHUS MPOTOKOJ W/UIM KOMITIOThpHA 0a3a nanuu.3. O6paboTka Ha
CEMEHHA TEYHOCT 3a IIeJIUTe Ha aCUCTUpaHaTa penpoaykius:3.1. BKI0YBa METOAM 32 H30JIUPAHE HA
CTIIEpMAaTO30MIM U TsIXHaTa ceneknus upe3:3.1.1. meHrpodyrupane B XpaHUTEITHU CPEIU U ITBTHOCTHH
rpaguenTn;3.1.2. npomuBane B XpaHutenHu cpenu;3.1.3. cequMenTanus, pecycneHIupane uin
u3mIyBade (SWim-up) Ha U30JIMPAHUTE CIIEPMATO30MIM;3.2. BOJM U JI0 TEHEPUPAHETO Ha HHpOpMaIIus,
KOSITO Ce 3alliCBa B ChOTBETHUTE PETUCTPH, BBPXY ¢uil 3a "Pezynrat o 06paboTka Ha ceMeHHa
TEYHOCT" MJIM B CHOTBETCH pa3jiei Ha eMOPHOJIOTHYHHS TPOTOKOJT W/ UM KOMITIOThpHA 0a3a JaHHu.4.



CopxpaHeHue Ha criepMato3onau:4.1. 3a HemocpeacTBeHa yrnorpeda (1o 24 Jaca) ce U3BbpILBA IPH
cTaifHa WM TeJecHa Temiieparypa (B MHKyOaTop/TepMoCTaT), B XpaHUTEIIHU CPEIU B 3aTBOPEHH,
CTUKETHPAHU KOHTEWHEPH (EMPYBETKH U JIp.);4.2. 32 MO-ABJITH nepuou (Kato ce mpernopbysa
CHXPAaHCHHUETO J1a He HAJXBBPJISL 5 TOIMHHU) Ce OChIIECTBsBA Ype3 KprokoHcepBanusi:4.2.1. cien
npuOaBsHE HA MOJIXO/AIL KPHOTIPOTEKTOP;4.2.2. B MOAXOASI] €THKETUPaH (KOIUpaH) KpUOKOHTEHHEP
(cryovial, mefiera u 1p.);4.2.3. ciaen mporeaypa Ha 3aMpassBaHe 110 ChOTBETEH IPOTOKOJ chc/Oe3
MIOMOIIITa Ha aBTOMAaTH3MpaH 3ampasutein;4.2.4. ¥ IocTaBsiHEe B MOIXOMSI 32 ChbXPAHEHUETO JI0APOB ChJT
(3a TedeH a30T) WM HUCKOTEMIIEpaTypHa XJIaJIWIIHA Kamepa (C rapaHTHpaHa TeMIeparypa, o-HUCKa OT
-80 °C);4.3. BoU M 10 TeHEPUPAHETO HA MHPOPMAITHS, KOSITO CIIE[BA 1a C€ PETUCTPUPA B ChOTBETHHUTE
PETHCTHUD, MOIXOISI TPOTOKOJI M/ KOMITIOThpHA 0a3a nanHu.5. [IpenocrassiHe Ha ciepMaTO30U/IU B
ApyTH eueOHM 3aBefieHn:5.1. ce u3BBpIIBa IPH €HA OT CIEeAHUTE Bh3MOoxHOCTH:5.1.1. criex
00paboTKa Ha CIEpPMATO30MIM OT MbJK, Ha YHATO XKEHa B IPYroTo JIe4yeOHO 3aBe/ICHHE 111€ CE OChILIECTBU
NOCTaBsIHE Ha criepMaro3ouu (MHcemuHanus);5.1.2. cies pa3mMpassiBaHe Ha KPHOKOHCEPBUPAHH
CIIEpMaTO30M 1M OT AHOHUMEH JIapuTe;D.2. ce U3BBPIIBA, KATO MIPEeJaBaHEeTO U TPAHCIOPTUPAHETO HA
CIIEPMATO30HMIUTE CE OCHIIECTBSIBA C TPAHCHIOPTEH JHCT (MaHUDECT) U NPUAPYKUTEITHO meMO (du),
¢ arpu0yTH ChITIACHO TO3U cTaHapT.6. ExcriepTrsa Ha (ponuKynapHU TEUHOCTH MJIM OBOLMTH:6.1.
BKJIIOYBA JeitHOCTH 110:6.1.1. excriepTr3a Ha (OIMKYyIapHU TEYHOCTH, TOIYYEHH OT CHIIOTO WU APYTO
nedeOHo 3aBeneHue;6.1.2. uaeHTudukaiys Ha OBOLMTHO-KyMYIIYCHH KomIieken;6.1.3. ekcriepTuza Ha
OBOIIMTH TIPEIH OTUIOKAAHETO UM Upe3 KIIACHUECKO WH BUTPO WIIM MHTPAIUTOIIIA3MEHO MHKEKTUPaHEe
Ha criepmarozouau (ICSI);6.1.4. ekcriepTr3a Ha OBOLMTH 3a OI[CHKA HA OIUIOKIAHETO UM Ype3
KJIACHYECKO UH BUTPO OIUIOXKIAHE WM WHTPAIIUTOIUIA3MEHO HHKEKTHPAaHE Ha CIIEPMATO30U/IN
(ICSI);6.1.5. excriepTr3a Ha OBOLIMTH IIPEIH U Cliea KpuokoHcepBaius;6.1.6. ekcrepTusa Ha
(bomMKyIapHU TEYHOCTH W OBOIIMTH NPEIH TAXHOTO YHHIOKaBaHe;6.2. m3BbpiBa ce:6.2.1. upes
MHKPOCKOIHPAHE ChC CTEPEOMUKPOCKOIT, HHBEPTEH MUKPOCKOII | Jp.;6.2.2. mpu Hyx1a ¢ GpoTo- u/min
BUJICOTOKYMEHTHUpaHE;6.2.3. B KOHTPOIUPAHH YCIOBHSI ChC CTPEMEX 3a MUHIUMAJTHA €KCITO3UIHS Ha
(dakTopuTe Ha BBHIIIHATA cpe/ia;6.3. BOJIM /10 TeHepupaHe Ha HHPOpMaLUs, KOATO CIIeBa Jla Ce 3allucBa
B CHTBETHUTE PETHCTPU U eMOPUOJIOTMYCH MPOTOKOJ M/UIH KOMITIOThpPHA 0a3a naHuu.7. O0paboTka Ha
oBouuTH:7.1. BKIrouBa AeiiHoctH mo:7.1.1. mpexBbpIisiHE HA OBOLUTHU OT eIUH KOHTelHep (meTpH,
enpyBeTka) B apyr;7.1.2. mpoMHUBaHe Ha OBOILUTH C XPAaHUTEIHHU cpean;7.1.3. MaHUTyIallud BhPXY
KyMYJIyCHUTE KJICTKH M KopoHara (corona radiata);7.1.4. kynTuBauusi B XpaHUTEIHH CPEIU MPU
KOHTpPOJIMpaHU ycioBus;/.1.5. ”HceMHHHpaHe Ha OBOLIUTHU ChC CYCIIEH3Hs OT 00paboTeHH
CIIepMaTO30MIU B XpaHUTeNIHa cpefa;/.1.6. omoxkaane Ha OBOLUTH Ype3 HH)KEKTUPaHEe Ha eAMHUYHU
ciepmaro3ouu (ICSI);7.2. Bogu 10 reHepupane Ha HHOOpPMAIHS, KOSTO CIIe/IBa Ja Ce 3alKcBa B
CHTBETHHUTE PETUCTPH M eMOPHOIIOTHYEH MPOTOKOI M/MiIM KOMIMIOTHPHA 0a3a nanuu.8. ExcriepTrsa Ha
peIMMITIAHTAIMOHHN eMOproHu:8.1. BKouBa neiiHoctr 1m0:8.1.1. olleHka Ha 3UTOTH TI0 OTHOIICHUE
Ha Oposi, pa3NoJI0KEHUETO U CTPYKTypaTa Ha MPOHYKJIEYCUTE UM, OJSPHUTE UM TeJla, IIUTO30J1a,
KaKTO U Ha HAKOM JPYyrH mokaszarenu;8.1.2. oreHka Ha JAeNSIM ce MPeAMMIUIAHTAIMOHHE eMOPUOHH (10
KOMITaKTH3aIlKs1) 10 OTHOIIEHHE Ha Opos, popMaTa, pa3noIoKEeHHETO U CTPYKTypara Ha OJlacTOMEpUTe
um, zona pellucida, HanuuneTo u excTeH3uBHOCTTA (B % OT 001K 00eM) Ha aHYKIIeapHUTE (HParMeHTH,
KaKTO M Ha HAKOM JpYru nokazatenu;8.1.3. olleHka Ha MpeIMMIUIaHTAllMOHHN €eMOPHOHH -
OJacCTOIMCTH, 110 OTHOIICHUE Ha CTPYKTYpaTa M CTETICHTa Ha Pa3BUTHE Ha OJIACTOIUCTA, 00eMa 1
CTpYKTypaTa Ha O6JacTOIMCTHATa KyXHHA M BbTpPEIIHATa KJIeThbuHa Maca, Opost 1 Mop¢oJorusaTa Ha
Tpo(eKTOIepMATHUTE KIICTKH U Jp. TToKa3aTenn;8.1.4. celleKius Ha peIUMITIAaHTAIIMOHHN eMOPHOHN
3a OCTaBsiHE B MAaTOYHATa KyXMHa, KaToO ce MPernopbhuBa BCAKO JIeueOHO 3aBeICHUE J1a TI0JI3Ba
CTaH/IapTHA CKOPOBA CHCTEMa 3a Ka4eCTBO Ha eMOpHOHHTE (BKJI. pa3paboTeHa COOCTBEHA HITH
moaudupana);8.2. m3pbpmBa ce:8.2.1. upe3 MUKPOCKOIHPaHE ChC CTEPEOMHKPOCKOII, HHBEPTEH
MHKPOCKOT 1 Jip.;8.2.2. ipu Hyk1a ¢ HoTo- u/uiu BUACOI0OKYMEeHTHpaHe;8.2.3. B KOHTPOJIHpaHU
YCIIOBHSL ChC CTPEMEXK 32 MUHUMAaJIHA €KCIIO3UIMA Ha (paKTOpUTE HAa BHHILIHATA cpefa;8.3. BOIu 110
reHepupaHe Ha MH(opMaIus, KosATO Clie[iBa Jja C€ 3allUCBa B CbTBETHUTE PETUCTPU U eMOPUOJIOTHUYEH



IPOTOKOJ /WM KOMITIOThpHA 0a3a nanHu.9. O0paboTKa Ha MpeTUMILIaHTAllMOHHN eMOproHn:9.1.
BKJIIOUBa JeiHOCTH 110:9.1.1. mpexBhpIIsHE Ha eMOPHOHH OT €AWH KOHTelHep (MeTpH, enpyBeTKa) B
apyr;9.1.2. mpomuBaHe Ha eMOpHOHH ¢ XxpaHuTenHu cpean;9.1.3. Bp3aelicTBus Bbpxy zona pellucida c
1IeJT acMCcTUpaHe Ha u3fronBanero (assisted hatching) ¢ momornra Ha GU3NYHN UITH XUMUYHA
arenTH;9.1.4. KynTUBaNMA B XpAaHUTEIHU CPEIH IIPU KOHTpoaupanu ycinosus;9.1.5. buoncus Ha
O1actoMepH (C MOMOIITa HA MUKPOMAHHUITYJIATOP) 3a LEJIUTE Ha MPeUMILUIAHTAI[HOHHATA TCHETHYHA
muarnoctuka (PGD);9.1.6. 3apexxaane Ha eMOPUOKATETPH 32 TIOCTABSHE HA MPEAMMIUIAHTAMOHHH
eMOpuoHH B Tsu10TO Ha keHata (ET);9.2. u3BbpIiBa ce B KOHTPOJIUPAHH YCIOBHSI ChC CTPEMEK 32
MUHHMaJIHA eKCIIO3UIMA Ha (pakTopuTe Ha BhHIIHATA cpeaa;9.3. BOAM 0 TeHepupaHe Ha nHpopMarus,
KOSITO CJIe/[Ba Jia CE 3allUCBa B ChTBETHUTE PETUCTPH U €MOPUOIOTHYEH MPOTOKOJ H/MIA KOMITIOThPHA
6a3a nannu.10. CexpaHsBaHe Ha OBOLUTH M NpeaumMIuianTauonHu emopruonn:10.1. ce ocpiiecTBsiBa
Yype3 KpUOKOHCepBallus, KaTo ce MpernopbyBa MPecTosT B KpuoOaHKaTa /ja He HaJBUIIIaBa S
rognnn:10.1.1. ciex mpubaBsiHe Ha moaxoasA] KpuorpoTekTop;10.1.2. B moax o1l eTUKETUPaH
(kommpan) kprokonTeiinep (Cryovial; meitera u np.);10.1.3. cien mporeaypa Ha 3aMpassiBaHe 1Mo
CBHOTBETEH MPOTOKOJI C TOMOIITA HA aBTOMATH3UPaH 3aMPa3UTEINl; MOXKE U 0€3 TaKbB, aKO CE MpHJiara
metoabT BuTpudukaius;10.1.4. u moctaBsiHe B MOIXO/IAII 32 ChbXPAHEHHETO J0APOB ChJI (3a TeueH
a30T) WM HUCKOTEMIIepaTypHa XJIaJiiiHa Kamepa (C rapaHTUpaHa TeMIiepaTypa, mo-Hucka ot -120
°C);10.2. Bou 10 reHepupane Ha UHQOpMaIHs, KOATO CIE/IBa J1a CE 3alKcBa B ChOTBETHUTE PETUCTPU U
eMOPHOJIOrMYEH MPOTOKOJI M/HiIM KOMITIOThpHA 0a3a nanuu.11. [IpenocraBsiHe Ha OBOIMTH MM
MpeIMMITIAHTAllMOHHN eMOPHOHU B Apyru JieyeOHu 3aBenenus:11.1. ce u3BbpiBa npu enHa ot
ciennute Bb3MokHocTr:11.1.1. oBOLIMTH, TTOJTy4EHH B OMPE/IECICHO JIeYeOHO 3aBEACHHE C 11eIT
OCBIIIECTBSIBAaHE HA "MH BUTPO' (epTUIU3allvs WIH ChXpaHEHHE B Ipyro jeuebHo 3apenenue;11.1.2.
eMOpPHOHH, MOJYYEHH B JI3JICHO JIEYeOHO 3aBEICHUE C 1IeT1 MOCTaBsIHEeTO UM (eMOpuoTpancdep) wiu
ChXpaHEHHETO UM B JIpyro jeuebHo 3aBeneHue;11.2. ocwiiectssiBa ce:11.2.1. B TpancnopTHr
WHKYOATOpH, B XPAaHUTEIHU CPEIH, TIPU KOHTPOJIHMPAHU yciaoBus;11.2.2. B KpHOKOHCEPBUPAHO
CbCTOSIHUE B TPAHCIIOPTHU TEPMOCH B TeueH a30T;11.3. u3BbpIBa ce, KaTo MpeJaBaHeTo U
TPaHCIIOPTHPAHETO HA OBOIIMTUTE MIIK EeMOPHOHUTE CE OCHIIECTBSIBA C TPAHCIIOPTEH JHUCT (MaHu(ecT) u
npuapyxutenHo nucmo (¢ur) ¢ atpudyTtu cbriaacHo To3u crannapt.12. Etukerupane Ha
CTIEpPMATO30H !, OBOLIUTH W MPEIUMITIAHTAIIHIOHHI €MOPHUOHH CE N3BBPIIBA OT KOMIIETCHTHUTE JIHIIA
cb0Opa3HO M3MCKBaHUATA Ha wi. 32 - 33.13. M3TerisHe u yHUIIO)KaBaHE Ha CbXPaHEHH CIIEPMaTO30HU/IH,
SUIEKIICTKH U TIPeANMIUTaHTalIMOHHN eMOpronu:13.1. ce M3BbpIIBa CHITTACHO BHTPEIIHH 32 JIEYeOHOTO
3aBeJIeHHe IpaBuIIa 3a Ta3u JeiHocT, pasnucanu B COII, xoraTo ce oTHacs 10 cinennute cnydan:13.1.1.
KEeJIaHWe Ha MalUeHTUTE, YIOCTOBEPEHO C MMCMEHO HHPOopMHpaHo cbriacue;13.1.2. oBouuTH u
eMOpHOHH, HEU3MOI3BAaHH 3a aCUCTHPAaHa PENPOAYKIMS MPH JIUIICA HA JKeJIaHUE OT CTpaHa Ha
MAIMEHTUTE 33 TAXHATa KPUOKOHCEPBAIHs MM YHHUIIIOYKaBaHEe, KOTaTO ca N3MHUHAJIN TIOBEYE OT 7
JICHOHOIIMS OT MOMEHTA Ha OIUIOXK/JaHe Ha oBonuTuTe;13.1.3. OBOLMTH M eMOPHOHH, KOTaTo € HaJlUIe
MHKpPOOHO 3aMbPCSABaHE U PACTEX B XpaHUTEIHATA cpeia (MHPEKIHS), KPHEIIH PUCK 3a KPhCTOCAHA
KOHTaMUHAIIMS WM 32 3[JpaBETO Ha KEHAaTa, Ha KOSTO clie/iBa Aa ObJaT MOCTaBEHH; B TE3U CIIyyau
creiBa Ja 0bJie M3BBPIICHO H MUKPOOHOIOTUYHO H3CIIEIBaHE HAa KYJITypEeITHATa Cpeia 3a YCTAaHOBSIBAaHE
Ha npuunHUTens;13.1.4. u3TnyaHe Ha MAaKCUMAJIHUS CPOK 32 ChXpPaHEHHUE, KOMTO € 3asiBeH OT
MAIMEHTUTE MIPH TOIMCBAHETO HAa HH(OPMHUPAHO CHITTACKE 32 KPUOKOHCEPBAITUS; TIPENOpbUBa ce
MaKCUMAaJTHUAT CPOK 3a ChbXpaHEeHHE Ja He HaaBuIaBa 5 ronunun;13.1.5. u3tuuyane Ha moseue OT 6
Mecelia Clie/l 3asiBeHUsI CPOK 3a ChbXpaHEHHE TIPU HETIOThPCEHU CIIEPMATO30UIH, THIIEKICTKA U
emOpuonu;13.2. ce usBbpiuBa cbrinacHo otaeneH COIl, koraro ce oTHacs 10 OJIOKUpaHe, U3TETIITHE WK
VHHIIO)KaBaHE Ha BCHYKH SHIIEKJIETKH, CIIEPMATO30M/IN WIIM 3UTOTH, KOUTO MOTaT Jia IOBEAT JI0
CepHO3HA HEXKENaHa peaklus WK CEpHOo3eH MHIKICHT;13.3. U3BBpIIBaA ce, KaTo 1s1aTa nHpopManus o
npolieypaTa clie/iBa Jia ce 3alMIlie B ChOTBETHUTE PETHCTPH, MOIXO AL TPOTOKOI U/HITH KOMITIOThPHA
0asza mauau.Pasgen VIIIMuanManau M3UCKBaHUS KbM JIEUEOHUTE 3aBEACHUS, OCBIIECTBABAIIM JEHHOCT
o acuctupana penpoayknusal. O6um nznckBanus:1.1. JleueOHuTE 3€BeIeHNS UMAT MTOIXO A



CTPYKTYpa, IIOMEIIEHHS U ChbOPBKEHHUS 32 0€30I1aCHO U Ka4eCTBEHO U3BBPIIBAHE HA ACUCTHpaHa
penpoaykuus.1l.2. Korato penpoAayKTUBHU KJIETKU WM 3UTOTH € U3Jarat Ha (akTopuTe Ha OKOJIHATA
cpenaa, BUHArd KoraTo € MpHUJI0KUMO, CJIe/IBa TOBA J1a CE U3BBPILIBA B KOHTPOJIUPAHU YCIOBHUS IO
OTHOIIICHHE Ha BIAYKHOCT, TEMIIEpATypPEH PEXUM, Tra30B ChbCTAB U ONpeiesieHa CTeIEeH Ha YMCTOTa Ha
BB3ayxa.l.3. [Tapamerpute OT KPUTUYHO 3HAUCHHE (HAIP. TEMIIEPATypa, BIAKHOCT, KAYeCTBO Ha
Bb3/1yXa) MOJICHKAT HA CTPOT KOHTPOJI, MOHUTOPHHT M BITHCBAHE B PETHCTPUTE C 1)1 JJOKa3BaHEe Ha
CHOTBETCTBHUE U M3ITBJIIHEHHE HA ONPE/IeNICHUTE YCIOBUS 3a chXxpaHeHnue.1.4. Hanmuie ca Mepku 3a
CHIDKAaBaHE Ha PUCKa OT MUKPOOHO 3aMbpCsiBaHEe M KPbCTOCaHA KOHTAMHUHALIMA Ha 00paboTBaHUTE
penpoayKTUBHU KJeTKH U 3uroTu.1.5. Uncrora Ha Bh3ayXxa Hail-Manko ot kareropusi D (Grade D),
CBIJIACHO OIpE/IeTICHUTE MapaMeTpu BbB BaIUIHUS KbM MOMeHTa EBpornelicku kojekce Ha nobpaTa
npousBojctBeHa npaktuka (J{I[1P) u Iupextusa 2003/94/EO, ce uszuckpa B cieqnute nomerienus:1.5.1.
B OOKCOBETE 3a EKCIEPTH3a, ETUKETHPaHe, 00paboTKa U MPeIOCTaBsIHE Ha criepMaTo3ouau;l.5.2. B
MIPOCTPAHCTBEHO 000COOEHA CTPYKTYpa MO acucTupana penpoaykus.1.6. Uucrora Ha Bb3Iyxa OT
kateropus A (Grade A), cbhritacHO onpejieieHUTe apaMeTpy BbB BATUIHUS KbM MOMeHTa EBpornieiicku
Ko/IeKC Ha jo0para npousBojcTBeHa npaktuka (JII1P) u J{upexkrusa 2003/94/EQ, ce u3nuckBa B YUCTH
OokcoBe (JTaMHHApPHU OOKCOBE) HITH YaCcTH OT MTOMEILCHHUS, KBJICTO ce 00paboTBaT PENpOIyKTHBHH
KJICTKH U 3UTOTH 3a acucTUpaHa penpoaykius.1.7. Ilo-Hucko HUBO HAa YMCTOTA HA BB3yXa ce
paspeiaBa B ciy4aute, koraro:1.7.1. e mpunoxeHa yTBbpJeHa cucTeMa 3a MUKpoOHa U BUpyCHA
WHAKTHBALMS WIN YTBBP/CH MPOIEC HA ITBIHO CTepuian3upane;l.7.2. TeXHUYeCKH € HEBh3MOXKHO Ja e
U3BBPIIN HEOOXOAUMHUST MPOIIEC B YCIOBHATA HA Cpeia OT KaTteropus A (HampuMep Mopajau U3UCKBaHE
3a cnenu(uIHO 000pyABaHE HA MACTOTO HA 00pabOTKa, KOETO HE € HAITBIIHO ChBMECTHMO ChC Cpelia OT
KaTeropus A - HHKy0aTopu, MUKPOMaHHUITYJIATOpH, IeHTpodyry u 1p.);1.7.3. METOABT Ha MPHUIIOKEHHUE
HAa JIQJICHUTE KJIETKU WU 3UTOTH, 00paOOTBaHM B Ta3M cpelia, He HOCH TOBHUIIICH PUCK 32 MAllUeHTHTE,
Ha KOUTO ce npuiara (Harmp. Ipy NapTHOPCKH MHCEMUHANUU 1 eMOpuorpancdep).1.8. B ciaydaute Ha
T. 1.7 oT TO3M pazzen ce u3BbPIIBa TOYHO ONMCAaHWE Ha HE0OXOAMMaTa cpelia, KaTro JIe4eOHOTO
3aBe/IcHUe TPsAOBa J1a pasmoJara ¢ J0Ka3aTelcTBa U JOKYMEHTH (HarpuMep OT MEePUOANYEH KOHTPOI),
4e n3dpaHaTa cpefa e MoIX0/s1Ia 3a MOCTUTaHe Ha M3MCKBAaHUATA 32 KA4eCTBO M O€301acHOCT, MPEIBU/I
IUTAHUPAHOTO NpeIHa3HAYE€HUE U HAUMH Ha NIOCTaBsHE Ha PENpPOAYKTUBHHUTE KIETKH Win 3urotu. 1.9. 3a
BCEKHM CEKTOP Ha JIeYeOHOTO 3aBeIeHNE 3a padoTa ¢ pernpOAYKTUBHH KJIETKH M 3UTOTH CE€ OCUTYpPSBAT
MOJIXOASIIM 00JIeKIa U 000pyABaHE C 1€ JMYHA 0€30MacHOCT ¥ XUTHEHa 3aeTHO C MUCMEHH MpaBuia 3a
XUTHEHa ¥ HoceHe Ha 001ek010.1.10. KoraTo neitHocTuTe B 1e4e0HOTO 3aBE/IeHUE ca CBBP3aHU ChC
CbXpaHEHHE Ha ThKaHH U KJIETKH, € HEOOXOJMMO TOUHO ONpe/essiHE Ha YCIIOBHS 3a ChbXpaHEHHe,
MOCPECTBOM KOUTO J1a C€ TOAIbPKa ChCTOSIHUETO Ha ThKaHUTE U KJIETKUTE (HalpuMep TeMIIepaTypa,
BJI)KHOCT WITH Ka4eCTBO Ha Bb3/ayxa).1.11. ChbXxpaHEeHHETO Ha PENPOIYKTHBHHU KIICTKU U 3UTOTH CE
OpraHM3upa Taka, ue Jia ce rapaHTHUpa MPeoTBpaTsABaHe Ha moAMsiHa (MIX-UP) WK TpeHacsHe Ha
3apa3u MexKay Tsx (Cross-contamination), kaTo 3a 1esra ce ch3/1aBa CHCTeMa 3a pa3/IelIHO ChXPaHCHHE
Hal-MaJIko Ha cleAHuTe rpynu marepuanu:1.11.1. rameTu u 3uroTu Ha "Haemarenu', KOUTO ca
TECTHPaHM CHOpe]l U3UCKBAHUATA HA TO3U CTAHAAPT U Ce ChbXPaHABAT B XEPMETHUECKU U30JIUPAHU
koHTeitHepu (Hanp. neitern);1.11.2. raMeTH 1 3UTOTH OT JAPUTENH, KOUTO Ca B IEPUOJ Ha
kapantuHa;1.11.3. rameTy U 3UroTH OT AAPUTEIH, KOUTO ca Clie/l KapaHTUHA U ca BEpUPHUIIUPAHU 32
pasnpocTtpanerue u ynorpeda;1.11.4. moTeHIUamIHO OMAaCHU MaTepUaIl B KOHTEHHEPH C BUCOKA
curypHocT.2. bokc 3a excnepTusa, eTukeTupane, 00padoTka U MpeoCcTaBsHe Ha criepMaTozouan:2.1. e
MOMENICHNE C KOHTPOJI ¥ OTPaHWYICHUE Ha JJOCTHIIA;2.2. 006opynBaHo cbe:2.2.1. maboparopHu mkadose
U TUIOTOBE, MTO3BOJISBAILM MOKPO MOYUCTBAHE U Je3UH(eKIns;2.2.2. BrpajieHa B IJIOT JJabopaTopHa
MmuBKa (anmnaka);2.2.3. madoparopHa neHTpodyra ¢ MoAXOASIM napamMeTpu;2.2.4. cTaHIapTeH
CBETIIMHEH MUKPOCKOII WJIM HHBEPTEH MUKpocKkoI;2.2.5. TepmoctaT uinn CO2 unky6arop;2.2.6.
XJIATWITHAK;2.2. 7. TaMUHApeH OOKC, KOWTO ce MPernopbhyBa Jia € OT BepTukaieH Tuil.3. [IpocTtpaHcTBEHO
obocobeHa cTpyKTypa 1o acuctupana penpoaykuus:3.1. [Tomemenns: 3.1.1. ¢ KOHTPOI U OrpaHUYEHUE
Ha 70cThIa;3.1.2. ¢ M3KyCcTBeHA BEHTUIIAIMS, KIIMMATU3AIMs U TIPEUYNCTBaHE HAa Bb3ayxa.3.2.



O6opynBane:3.2.1. nabopaTopHu mKadoBe U MI0TOBE, ITO3BOISABALIN MOKPO IOYUCTBAHE U
nesuHdekmus;3.2.2. BrpajaeHa B 0T JaboparopHa MuBKa (anmaka);3.2.3. maboparopHa neHTpodyra ¢
MOJIXOASAIIM apaMeTpu;3.2.4. cTaHAapTeH CBETIMHEH MUKpockor; 3.2.5. crepeoMukpockort;3.2.6.
HWHBEPTEH MUKpockor ¢ Xohman uin Hopmapcku koHTpacT;3.2.7. MUKpOMaHHUITYJTAlIMOHHA CHCTEMa 3a
ICSI;3.2.8. CO2 unkybaropu - Hail-Maiko nBa opos;3.2.9. xnaamnauk;3.2.10. mamunapen 6okc;3.2.11.
tepMocTatupyeMa maca (mror);3.2.12. cucrema 3a mocrostHao Toko3axpanBane (UPS).4. Kpuobanka4. 1.
[Tomemienus: 4.1.1. 60kc mnm 9act oT 000coOeHa CTPYKTYpa Mo acucTupana penpoaykuus;4.1.2. ¢
KOHTPOJI ¥ OrpaHnyeHue Ha aoctbia.4.2. Obopynsane:4.2.1. nmporpaMupyem aBTOMaTH3UpaH
3aMpa3uTeN; He € HE0OXOANM, aKO C€ KPHOKOHCEPBHUPAT CaMO CIIEPMATO30M U WIIH CE TI0J3Ba METOIBT
Butpudukanus;4.2.2. ChbI0BE 3a CbXpaHEHHWE Ha KPHOKOHCEPBUPAHU TaMETH HJIM EMOPHOHH B TEUCH
a30T; WIX XJIQJWIHNA KaMepu 3a CBPBXHUCKHU TeMiiepaTypu.5. Exorpadcka manunynannonsas. 1.
[TomernieHue ¢ KOHTPOJI M OTPaHUYCHHE HA ToCcThMa.5.2. O6opyasane:5.2.1. mkadose u mI0TOBE,
MO3BOJISIBAIY MOKPO MOYUCTBAHE U Ae3WH(EKIN;5.2.2. BrpajieHa B IUIOT JJabopaTopHa MUBKa
(anmaxa);5.2.3. cnenien mkad;5.2.4. TuHEKOIOTHYEH CTO;5.2.5. yaTpa3sByKoB anapat ¢ aboMHHAIHA U
BarMHaJIHA COHJIA C OMOTICHYEH KHUT;5.2.6. MOHUTOpP 332 BUTAITHH [MOKA3aTelH;5.2.7. CleeH
peaHMMaIMOHEH KOMIUIEKT;5.2.8. nedubpunarop;5.2.9. u3rounuk Ha kuciaopoa.6. Cras 3a
BBH3CTAaHOBSIBaHE ciiel (POTUKYIHA MyHKIHS 1 emopuoTrpancdep6.1. [Tomemenns: 6.1.1. ¢ o
CHOpE/ XUTHUEHHUTE U3UCKBaHUA;0.1.2. ¢ KOHTpOMI U orpaHuueHue Ha noctwia.6.2. O6opynsane:6.2.1.
MOHE e/IHa KYyIIeTKa WK JIerJ10;6.2.2. mkadue;6.2.3. n3rounuk Ha kuciopo. /. Cras 3a
criepMooTaeIsiHe: 7.1, OTAeTHO TOMEIICHUE ¢ TIOAXOISII0 000pyaBaHe (MeOeTHMpPOBKa), MO3BOJISBAIIIO
ne3uHpeKus;7.2. B OJIM30CT 10 CAHUTAPECH BH3EJI 32 MAIMEHTH WU ChC COOCTBEH TaKbB;7.3.
[peropbyBa Ce: HATMYMETO Ha ayJHOBU3yalHa TeXHUKA (TeneBu3op/Bueo).Pasaen IXMunumantu
M3HUCKBaHUS KbM ChCTaBSHE U BOJICHE Ha crienupuIHATa METUITMHCKA JOKYMEHTAITUS U perucThpal.
O6mu nonoxxkenus:1.1. MeIUIMHCKUTE JOKYMEHTH ClieiBa 1a ObJaT ynpaBisiBanu;l.2. MeqUIIMHCKUTE
JOKYMEHTH CJIeJ[BA JIa ca SICHH, YSTUMH U eHO3HauHU;1.3. mpu OopaBeHe ¢ MeUIIMHCKA HH(POpMAITHS
cleqBa Ja ce cra3Bar u3nuckBaHusTa 3a:1.3.1. 06eKTUBHOCT U JOOPOCHBECTHOCT;1.3.2. JOCTATHYHOCT Ha
obema (mparHoTa);1.3.3. sicHoTa u HeaBycmucieHoct;1.3.4. koupuaeHnuanmoct;1.3.5.
MPOIBIDKUTETHOCT, TOCTIEA0BATEIHOCT U MpUeMcTBeHOCT;1.3.6. cbxpanenue;1.3.7. OTTOBOPHOCT Ha
JUIaTa, UMaMy J0CThII 10 Hes;1.3.8. HeBb3MOKHOCT 32 HeTOOPOCHBECTHOTO ¥ MPOMEHSIHE WITH
yHHUII[O)KaBaHe.2. JleueOHNTE 3aBeICHNS U3TOTBAT U ChXPaHSABAT JOCUE HAa BCEKH JIOHOP, KOETO ChIAbpKA
crnenHara Jokymenranms:2.1. unentudukanms Ha goHopa (tpute umena, ETH/JIHY, ynukanen
uaeHTH()UKAIIMOHEH HOMED, BB3PAcT, 1MoJ1);2.2. MEAUIIHHCKA JOKYMEHTAIIHS, KOSATO J1a TI03BOJIsBA
yCTaHOBsIBaAHE Ha 3a00JIIBaHUS MPH TOHOPa (pe3yaTaTu oT GU3UKATHO M3CIeIBAHE, KBCTO €
MPUIOKUMO; KIIMHWUYHH JaHHH, PE3YJITAaTH OT JJaD0OPaTOPHU M APYTH U3CIIeABaHus);2.3. JTaHHH OT
MIPOBEJICHO M3CIICABAHE HA ICHXHUECKOTO ChCTOSIHUE Ha IOHOPA;2.4. XeMaTOJIOTHYHU U
KIIMHUKO-XMMUYHH [TOKa3aTeJ M 3a OLIEHKA Ha CTETeHTa Ha pa3pek/iaHe Ha KPbBTa B CIIy4auTe, Ipu
KOUTO ce ChOOIIaBa 3a MpeJinBaHe Ha pa3TBOPH;2.5. chriacue 3a B3eMane;2.6. mHpopMamusTa 1o 1. 2 ce
MPeIOCTaBs Ha JOHOPA OT mpaBocmocoOeH Jiekap win ouoinor cbriacHo pazaen I, 1. 3, 4, 5 u 6 Ha To3U
CTaHJIAPT B IOCTHITHA (hOpMa, KaTO C€ M3IMOJI3BAT pa30UpaeMu MOHSITHS; TIOTBBPJCHUTE PE3YJITATH OT
U3BBPIICHUTE U3CIEABAHUS C€ CHOOIIABAT U OOSCHSABAT Ha JOHOpA. 3. ATpUOYTH Ha HAKOU CIICU(DUIHH
MeauIMHCKH JokyMeHTH3.1. [TpoTokon 3a maayKkius Ha oBynanusTa:3.1.1. HaeHTHPUKAITMOHHN TaHHU
Ha naruenTta:3.1.1.1. yaukanen xon;3.1.1.2. tpu umena;3.1.1.3. Bp3pacrt;3.1.1.4. EI'H;3.1.1.5. nacrosig
anpec;3.1.1.6. Tenedon 3a konTakTH;3.1.2. kxauHWYHN Aanan:3.1.2.1. tnarsosa;3.1.2.2. nocienHa
penoHa MeHcTpyarus (ITPM);3.1.2.3. ocobenoctn Ha MeHCTpyanHus 1uKbI;3.1.2.4. BMI (UTM);3.1.3.
tepaneBTHuHU AaHHW:3.1.3.1. BUI HA MEIMKAMEHTHTE 32 MHIAYKIHS U 103UpoBKa;3.1.3.2. naHHu ot
exorpadcekoro uscnensane;3.1.3.3. JaHHU OT XOpPMOHAIHYU U3cieaABanus (ako ca npasBenn);3.1.3.4.
JaHHY OT Ha3HadeHus;3.1.4. moAIMc Ha JIEKyBaIIHsI Jiekap;3.2. MPOTOKOJI 33 KOHTPOJIMpPaHa OBapHAITHA
xunepctumynanus:3.2.1. uaeHTudukanuoHHu nanHu Ha manuenTa:3.2.1.1. yaukanen kox;3.2.1.2. Tpu
nMeHna;3.2.1.3. Bp3pacT;3.2.1.4. ET'H;3.2.1.5. nacrosmy aapec;3.2.1.6. Tenedon 3a KoHTakTH;3.2.2.



KIMHUYHA JaHHn:3.2.2.1. quarno3sa;3.2.2.2. [1PM;3.2.2.3. oco0eHoCcTH HAa MEHCTPYaTHUS ITUKBIT;3.2.2.4.
BMI (UTM);3.2.3. tepaneBTnunu Aanuu:3.2.3.1. BUJ Ha MECIUKAMEHTHUTE 33 CTUMYJIALMS U
N03upoBKa;3.2.3.2. naHHu 0T exorpadckoro uzcieasane;3.2.3.3. JaHHA OT XOPMOHATHU
usciensanus;3.2.3.4. naHHM OT Ha3HadeHwus ;3.2.3.5. nara Ha Ha3Ha4YeHaTa (POTUKYITHA MyHKIWs;3.2.4.
MOJINKC Ha JIEKyBaIIusl Jiekap;3.3. MPOTOKOI 3a u3BbpiieHa nHceMuHaius:3.3.1. uaeHTuuKanmoHHu
naHHU Ha naruenTa (penunuenra):3.3.1.1. yaukanen kox;3.3.1.2. tpu umena;3.3.1.3. Bb3pacT;3.3.1.4.
EI'H;3.3.1.5. nacrosm anpec;3.3.1.6. Tenedon 3a konTakTH;3.3.2. HASHTH()UKALMOHHN JaHHU HA
JIUIETO, OT KOETO ca CIIepMATO30UIUTE 3a MHCeMHHANsA:3.3.2.1. Ipyu HHCEMHHALIHUS OT
cerpyra/maprabopa:3.3.2.1.1. yaukanen kox;3.3.2.1.2. Tpu umena;3.3.2.1.3. Bp3pact;3.3.2.1.4.
EI'H;3.3.2.1.5. Hacrosm aapec;3.3.2.1.6. renedon 3a konTakTH;3.3.2.2. MPU HHCEMUHAIHS OT
KproOaHKUpaH aHOHMMEH Japuten:3.3.2.2.1. yHuKaieH uIeHTU(PHUKAIMOHEH Ko (OT
Kkpuobankara);3.3.2.2.2. kpbBHa rpymna u Rh dakrop;3.3.3. kimuanunu nanau:3.3.3.1. auarnosa;3.3.3.2.
I1PM;3.3.3.3. ocobeHocTr Ha MeHCTpyainHus nuksi;3.3.3.4. BMI (MTM);3.3.4. TepaneBTHYHA
nannu:3.3.4.1. nanHu ot exorpadcku uscneaBanus;3.3.4.2. TaHHU OT MOCIEAHOTO XOPMOHAITHO
uscneBane (ako uma);3.3.4.3. onucaHie Ha U3MOJI3BaHUs TEHETUYEH MaTeprai (IaHHH OT
eKCIepTH3aTa Ha 00paboTeHnTe criepmaro3onan);3.3.4.4. 1aTH 1 4YacOBE HA M3BBpIIeHATA(UTE)
uHcemuHanusi(n);3.3.5. moanuc Ha JexyBanus Jekap;3.4. Guill 3a pe3yaTaT OT CriepMalicH
ananu3.3.4.1. uaeHTudUKaIMOHHN JaHHU Ha nanuenTta:3.4.1.1. Tpu umena;3.4.1.2. Bp3pacr;3.4.1.3.
EI'H;3.4.1.4. macrosma anpec;3.4.1.5. renedon 3a konrakru;3.4.2. kmuau4HA qaHan:3.4.2.1.
npeABapuTeNiHa quarno3a;3.4.2.2. abctuHeHiys (IoJI0Bo Bb3abpikanue);3.4.2.3. Ipyru KIMHUYHHA
oenexku; 3.4.3. nannu 3a uscnenpanus marepuai.3.4.3.1. Homep, nara u 4ac;3.4.3.2. BuI Ha
Matepuaia;3.4.3.3. MeTo]l Ha MmojTy4yaBaHe, JaTa U 4ac Ha nonydaBane;3.4.3.4. upat;3.4.3.5.
mupuc;3.4.3.6. BreunsBane;3.4.3.7. Bucko3utet;3.4.3.8. pH;3.4.3.9. 06em;3.4.3.10. koHIIEHTpaIHs HA
cnepmarozouante;3.4.3.11. o6 6poii Ha criepmaTo3ouante;3.4.3.12. moasuxkHOCT;3.4.3.13.
mopddomorus;3.4.3.14. xperiu xinerku;3.4.3.15. koarynymu;3.4.3.16. arnyrunanms;3.4.4.
nuarnosa;3.4.5. npenopbku;3.4.6. nata u yac Ha uscneasane;3.4.7. moanuc (Ha u3cnenBanus);3.5. durr
3a pe3ysTaTH oT 00paboTka Ha ceMeHHa TeuyHOCT:3.5.1. OCBEH JaHHUTE OT CIIEPMATTHUS aHAIIU3 CEe
BKJIFOYBAT 1:3.5.2. MeTo[ 3a 06paboTka;3.5.3. XpaHUTENHa cpea 3a o0padorka:3.5.3.1.
HauMmeHoBanwue;3.5.3.2. maptuaa;3.5.3.3. cpok Ha rogHOCT;3.5.4. KpaifHa KOHIICHTPAIUs Ha MTOABWKHHATE
criepmaTo3oniu;3.5.5. kpaeH obem cien 00padoTka;3.5.6. qara u yac Ha (Hayasmo Ha) oOpaboTkara;3.5.7.
noanuc (Ha 00padoTuiKs);3.6. MPUAPYKUTEITHO MUCMO TIPU TPEAOCTABSIHE Ha CIIEPMATO30H/IH,
sifliexkseTku uian eMOpronu:3.6.1. korato He ce e aHOHUMHOCT Ha JIMIaTa, OT KOUTO ca
B3etn:3.6.1.1. Buj Ha usnpamanus Matepuan;3.6.1.2. uaeHTHGUKAITMOHHN KOIOBE Ha JINIATa, OT KOUTO
npousxoxna;3.6.1.3. umena Ha nuneto win aunara u EI'H, ot kouto mpousxoxna;3.6.1.4. agpecu u
TeneOHH 3a BpB3Ka C JIMIATA, 32 KOUTO MPou3xoxa;3.6.1.5. uneHTrnuKannoHHN KOIOBE Ha JINIATA,
3a KOUTO € mpenHazHavyeH;3.6.1.6. umena Ha nurero wiu aunara u ET'H, 3a xouto e
npenHasHaden;3.6.1.7. aapecu u TenedoHH 3a Bph3Ka ¢ JIMIATa, 32 KOUTO € IpeaHa3HaveH;3.6.1.8.
MMeHa Ha OTTOBOPHOTO JIHIIE U TenedoH 3a KOHTaKTH, HAMMEHOBaHue, aapec Ha JI3, ot koeto ce
n3npaiia;3.6.1.9. nMeHa Ha OTTOBOPHOTO JIMIIE M Tele(OH 32 KOHTAaKTH, HAUMEHOBaHUE, aapec Ha JI3,
KbM KoeTo ce u3mnpama;3.6.1.10. gara, yac Ha u3npamane;3.6.1.11. moamnuc Ha OTTOBOPHOTO JIUIIE TIO T.
1.6.1.8;3.6.2. xoraro ce e aHOHUMHOCT Ha JIUIaTa, OT KOWTO ca B3eTH:3.6.2.1. BU/ Ha M3MpaIiaHus
Matepuan;3.6.2.2. uaeHTu(pUKAIMOHHN KOJOBE Ha JIUIATa, OT KOUTO MPOU3X0XkKa;3.6.2.3.
UICHTH(UKAITMOHHN KOJIOBE Ha JINIIATA, 32 KOWTO € MpeaHa3HaveH;3.6.2.4. IMeHa Ha JINIETO HITH
munata u EI'H, 3a kouto e npeana3naven;3.6.2.5. anpecu u tenedoHu 3a Bpb3Ka C JIMIATA, 32 KOUTO €
npenHasHadeH;3.6.2.6. ”MeHa Ha OTTOBOPHOTO JIHIIE U Telle(hOH 3a KOHTAKTH, HANMEHOBAHHE, aJIpec Ha
JI3, ot koeto ce uzmnpama;3.6.2.7. UMeHa Ha OTTOBOPHOTO JIUIIE U Tele(OoH 32 KOHTAKTH, HAUMEHOBAHHE,
aJipec Ha Je4eOHOTO 3aBeJICHHE, KbM KOeTO ce u3mpaa;3.6.2.8. nara, yac Ha usnpaniane;3.6.2.9.
MOJIIKMC HA OTTOBOPHOTO Jniie o T. 1.6.1.8.



[Mpunoxenne Ne 2 xbM 4. 1, an. 1, 1. 2l ouineH oTdeT Ha Ie4eOHUTE 3aBEICHHS, KOUTO HU3BBPIIBAT
JEHHOCTH 10 acucTupana penpoaykiusl. bpoii u Bua u3BbpIIeHN NEHHOCTH 1O eKcrepTr3a Ha:l.
MOTCHIMAIHY PEIUITUEHTH Ha'a) CIIEPMATO30M/I1;0) SHIICKIICTKH;B) 3UTOTH;2. JOHOPH Ha.a)
CriepMaTo30u/11;0) sitiekeTku;B) 3urotu.ll. Bpoit u3BbpIeHu IeifHOCTH M0 B3eMaHe Ha ramertu: L.
ciepmaro3onu;2. sitnexneTku. | 1l. Bpoit u Buj u3BbpIIeHN NEHHOCTH 10 aCUCTUPaHa pernpoayKius: 1.
XOpPMOHAJIHA MHAYKIIMS Ha OBYJIAIMATA;2. XOPMOHAJIHA KOHTPOJHpaHa oBapuaiHa (IHYHHKOBA)
xunepcrumysianus (KOXC);3. uncemunanuu:3.1. or naptHbOp;3.2. OT AOHOP;4. OIUIOKIaHE HA €THA
WJTU TIOBEYE SUIICKISCTKH, HAMUPAIIM CE U3BBH TIIOTO Ha )KeHaTa upes: 4.1. kinacudecko "'uH BUTpO"
ominoxaane (IVF);4.2. uHTpaoBOIMTHO MHXKEKTHpaHe Ha equHuuHu criepmato3ouau (ICSI);5. B3emane,
eKcrepTH3a, 00paboTKa, ETHKETUPAHE U ChXPaHsIBaHE Ha SUIEKICTKH, CIICPMATO30H TN HITH 3UTOTH;6.
MOCTaBSHE Ha ¢/IHA WJIU MTOBEYE 3UTOTH B TSIIOTO Ha xeHara (emOpuotpancdep - ET), monydenu cien
OILJIOXK/IaHE Ha STUICKJIETKU OT ChIIaTa MK Ipyra eHa, /. OHoICcHs Ha 0JacTOMEpH OT 3UTOTH 32 IICTTUTE
Ha MpeMMIUIaHTAI[MOHHATa reHeTnyHa auarnoctika (PGD);8. emOpuopenykims. V. bpoii
PELUIIMEHTH, Ha KOUTO Ca OCTABEHH raMeTH/3uroTr: 1. CiepMaTo30uau;2. INIEKIeTKH;3. 3UroT. V.
Bpoii u3BbpIIcHN ASHHOCTH 110 ChbXpaHsIBaHE HA TaMeTH/3UrOTH 1. CrIepMATO30M/I1;2. AHUICKIICTKH;3.
3urotu. V1. Bpoii u3BbpIleHH ASHHOCTH IO CTUKETUPAHE Ha raMeTH/3uroTu: 1. criepMaTo30uiam;2.
stiiriexuteTku; 3. 3urotu.VII. Bpoit paxpanus B pe3ynTaT Ha aCUCTHpaHa PernpoayKIus:1l. paknane Ha
€JIHO 3JIPaBO JIeTe;2. paXKlaHe Ha OJM3HAIM;3. pOKIaHEe Ha MTOBEUYE OT J[Ba TUI0J1a;4. paXK/1aHe Ha TUIOJ
(m1om0Be) ¢ BpoaeHu Mandopmaruu win 3adosiBanus (CieBa 1a ce Moco4YH BUJ] HA
masipopmarusita/3adonsasaneto ¢ koa mo MKB-X).

OTroBopHoO nuue: PbkoBoauTen Ha
ne4yebHOTO 3aBeaeHME:
Moagnwuc: MNoagnwuc:

[Tpunoxxenue Ne 3 kpM i1, 62, ait. 3bBp30 CHOOIICHUE 32 HACTHITMIIA CEPUO3HA HEXKEJIaHA PEaKIIUs WITH
CEpPHO3€H UHIINICHT
A. 3a cepunosHu HexxenaHu peakuumn (CHP)

Ao
N3MBITHWTENHA ATEHLWA MO
TPAHCIIAHTALINA

ao
(13, usBbpLUMMO NpoueaypaTa No acucTupaHa
penpoaykuns, BeposatHo gosena go CHP)

Howmep (koa) Ha cbobLieHneTo | [aTa Ha cbobLLIEHNETO
[aHHn 3a J13
cbobLmTens Agpec
TenedoH |  Mo6uneH TenecoH |
Jlnue 3a KoHTakT

[laHHU 3a 3acerHaTtoTo | VimeHa | ErH |
OT Cepuo3Ha HexenaHa Appec
peakumsa nuue TenedoH MobuneH TenedoH
(ooHop/peumnueHT):
OaHHu MacTto (/13)
3a npoueaypara Appec
no acucTupaHa OnarHosa
penpoaykuums, (nHavkaumu)
BEPOATHO goBena [aTa Ha BpemeTtpaeHe o
no CHP M3BbpLUBAHE Bb3HUKBaHe Ha CHP



(JOKONKOTO Ca U3BECTHN) | Ha npouegypara

[aHHn [MbnHO onucaHune
3a CHP Ha CHP

Kputepun 3a
cepno3HocT(1)
Hauyano Kpan
CbnbTCTBaLWO
neyeHune

Opyru naHHn,
MMaLLM OTHOLLEHWE

MNarotBun Moanuc

CcboOLLEeHNeTO
(Tpu nmeHa)
PbkoBoanTen Ha
ne4yebHOTO 3aBedeHne
(Tpu nmeHa)

Moanuc

B. 3a cepunosnn nHumaeHTtun (CA):

(J13, n3BbpLUMIIO Npoueayparta no acuctTmpaHa
penpoaykuns, BeposatHo goeena no CHP)

Homep (koa) Ha cbobLlEHNETO [aTa Ha cbobLLeHneTo
[aHHn 3a J13
cbobLWwmTens Appec
TenedoH | Mo6uner Tenedor |
Jlvue 3a KoHTakT
[aHHn 3a CI, [MbnHoO onucaHune
KOMTO MOXe ga Ha CH
noenusie Hayano Kpan
©e3onacHoOCTTa 1 Ka4yecTBOTO Bua 3ameceHn Cnepmaro- .
AnuekneTku 3urotun
Ha KNeTKu/TbKaHu 3omam
cnepmaTo3sounau, (oTbenexn!)
ANLEKIETKN UNn Bua npouenypa(4)
3UroTu MpuyunHa 3a CU(5)

Opyrn gaHHn,
UMaLLM OTHOLLIEHNE

N3roTeun
CboOLLEeHNneTo
(Tpn MmMeHa)

Moanuc

1. KpMTepI/II/ITe, MO KOUTO € onpeperieHa peakundaTa KaTto cepmno3Ha (B)K. onpep,eneHmeTo).
4. Bug npouenypa ce otHacd oo eaHa OT crnegHuTe — nony4yaBaHe, eKkcnepTunaa, 06pa60TKa, CbXpaHeHune,

rnocraBsiHe, NpeaocTaBsHe, TPaHCMoPT.
5. MpuumHaTa ce oTHacs 0o eaHa OT cnegHUTe — HekayecTBeHWU/onacHM OBOLMTU, CepMaTo30Man Unm suroTu;

npobnem ¢ anapaTtypa u obopyaBaHe; YoBeLLKa rpeLlka; Apyrm (cneasa ga ce onpenensT).

[Tpunoxxenue Ne 4 kpm 4. 65, ann. 1IIppBoHavYaIeH AOKIIA] 32 HACTHITAJIA CEPHO3HA HEXKEIIaHA PEAKIIHS



WJTU CEPUO3EH UHITUIACHT

A. 3a cepuosHmn HexenaHn peakumm (CHP)

Howmep (kog) Ha goknaga

[laTta Ha goknaga

[aHHK 3a
cbooLwmTens

n3

Apgpec

TenedoH |

MobuneH TenedoH

Jlnue 3a KoHTakT

ne4yebHOTO 3aBegeHUe
(Tpn nmeHa)

[laHHM 3a 3acerHaToTo VimeHa | EH |
OT Cepuo3Ha HexenaHa Agpec
peakuus nuue TenedoH MobuneH TenedoH
(ooHop/peunnmneHT):
[aHHn MscTto (J13)
3a npouenypara Agpec
no acucTupaHa OTroBopHO nuue
penpoaykums, TenedoH | MobuneH TenedoH |
BEPOSATHO JoBena OwnarHosa
po CHP (nHankaumm)
HaumeHoBaHue Ha
npoueaypara(l)
[aTa Ha BpemeTtpaeHe o
N3BbpLUBaHE Bb3HUKBaHe Ha CHP
[aHHn [MbnHO onucaHune
3a CHP Ha CHP
Kputepumn 3a
CEepMO3HOCT(2)
Bup 3amecenun
KNeTKku/TbkaHu(3)
Hauano Kpan
CbnbTCTBALLO
nevyeHune
Apyrn gaHHW, umatlm
OTHOLUEHME (B T.4. YHUKaNeH
naeHTUMKaLmMOHeH Ko
HOMEpP Ha JOHOpa)
MN3roteBun Mognuc
cbobLUeHneTo
(Tpn nmeHa)
PbkoBoguten Ha Mognuc

B. 3a cepuosnun nHumaeHtn (CU):

Homep (ko) Ha goknaga |

[ata Ha goknaga

[aHHn 3a
cbobLwmTens

n3

Apgpec

TenedoH |

MobuneH TenedoH

Jlnue 3a KoHTakT




ne4yebHOTO 3aBefeHne

[laHHW 3a 3acerHaToTo meHa | ErH
OT Cepro3eH Agpec
VHUMOEHT nuue: TenedoH | MobuneH TenedoH
[aHHn MscTo (J13)
3a npoueaypara Agpec
no acucTupaHa OTrosopHO nuue
penpoaykums, TenedoH | MobuneH TenedoH
BEPOSATHO goBena [dunarHosa
no CU (nHamkaumm)
HavmeHoBaHue Ha
npouegypara
[aTa Ha BpemeTtpaeHe o
M3BbpLUBaHE Bb3HMKBaHe Ha CHP
[aHHu 3a CH, MbnHo onucaHwne
KOMTO MOXe ga Ha CUA
nosnusie Hayano Kpan
Ge3onacHoCcTTa U Ka4ecTBOTO Bug 3ameceHu Cnepmarto- o
AnuekneTku 3urotn
Ha KNeTKN/TbKaHu 3ouam
crnepmaTo3ounau, (oTbenexn!)
SANLEKNETKM NNK Bua npouenypa(4)
31UroTun MpwuunHa 3a CU(5)
Opyrn gaHHw,
MUMaLLM OTHOLLIEHMNE
Waroteun Moanuc
cboOLeHneTo
(Tpy nmeHa)
PbkoBoguTten Ha Mognuc

1. HanmeHoBaHue Ha npoueypaTta Npy U3BbPLIBaHE Ha acucTUpaHa penpoayKuus - HanpuMep MHAYKUMS Ha
oBynauusita, ponukynHa nyHkuusi, eMépuoTpaHcdep u ap.
2. KpuTepuuTte, Mo KOMTO € onpederieHa peakuusaTa kaTto cepuosHa (BX. onpeaerneHneTo).
3. Cnepmarosounau, ALeKneTky Uim suroTu.
4. Bug npoueaypa ce oTHacs A0 eaHa OT criegHuTe - norydyasaHe, ekcrnepTuaa, 06paboTka, CbXpaHeHue,
nocrassHe, NpefocTaBsHe, TPaHCMopT.
5. MpuunHaTa ce oTHacs 40 edHa OT criedHUTe - HeKavyeCcTBEeHW/onacHU OBOLUTH, CNiepMaTo3onau Unm 3uroTu;
npobnem c anapatypa v obopyaBaHe; YoBellka rpeLka; apyrv (cneaea ga ce onpenensT).

[Tpunoxenne Ne 5 kbM 1. 65, an. 1OCHOBHM €1€MEHTH Ha MPUAPYNKHUTEITHO MHCMO KbM II'bpBOHAYAJICH
JIOKJIaJl 32 ChOOIIaBaHE Ha CEPHO3HA HEXellaHa PeaKIysl UM CepUO3€H MHIUAEHT IIPH aCUCTHpaHa

perO,Z[yKI_[I/I}IHI/ICMOTO €B CBO60)1€H TCKCT U CbABPIKA I/IH(pOpMaLII/IH Hali-MaJIKOTO 3a.1. HANMCHOBAHHE

Ha JIe4eOHOTO 3aBe/ICHNE, OCHIIECTBUIIO ACHCTUPAaHATa PENPOIYKIIUS;2. UMEHa, aapec U TenedoH 3a
Bpb3Ka Ha OTTOBOPHOTO JIUIIC; HANMCHOBAHKE Ha JICYUCOHOTO 3aBEICHUE, YCTAHOBHIIO CEPUO3HATA

HCXKECIaHa pCaKus Ui I/IHI_[I/I)IeHT;S. HauMEHOBaHUE Ha JICYECOHOTO 3aBCACHNEC, YCTAHOBUJIO CEPHUO3HATA

HEe)XeJTaHa peaklus WM MHIUACHT;4. uMe, ajipec U TenedoH 3a Bpb3Ka Ha JIUIETO, YCTAHOBUJIIO
cepro3HaTa HeXeJlaHa peaKlys WIN HHIUICHT;S. METOJ, C KOMTO ce Mpe/onara 1a € CBbp3aHa
CepHO3HAaTa HeXeJlaHa peakiys UiIM WHIUJIEHT, Clope] HOMeHkIaTypara B paszaen Il, ot 1. 8.4.8.1 o
8.4.8.8.6. naTa Ha U3BBpIIBaHE HA MPOIEAYpaTa; /. 1aTa HA YCTAHOBSIBAHE HA CEPHO3HATA HEXellaHa
peaKIys Wik UHIUJIEHT;8. 000011eHO pecTaBsIHEe Ha KOHKPETHHS Cy4ail Ha cepro3Ha HeXellaHa
peaKIys WM UHIUJICHT, OLICHKaTa Ha PUCKa, MPEINPUETUTE MEPKH M Bb3MOKHHS H3X01 (KOraTo He ce




Kacae 3a cepro3Ha HeXxellaHa PeaKilys WK UHIMICHT, JOBEJU 10 CMBPT);9. 1aTa Ha U3MpaliaHe Ha
noknana;10. moanvc Ha OTTOBOPHOTO JIMIIE M HA PHKOBOAUTEIS HA JIEYeOHOTO 3aBEICHNUE.

[Tpunoxxenue Ne 6 kpM i1, 65, ann. 2J[oBIHUTENCH TOKIIA 32 HACTHITNIA CEPUO3HA HEXKEIaHa PEAKITUs

WU CEPUO3EH UHIUICHT
A. 3a cepuosHmn HexenaHun peakumm (CHP)

Homep (koa) Ha nbpBOHaYanHWa goknaa, [ata Ha goknaga
3a KOMTO Ce OTHacs HACTOALUMAT

JOMbNHUTENEeH Aoknaj,

[aHHKn 3a J13
cbobwmtens Anpec
TenedoH | Mo6unex TenedoH |
Jlvue 3a KOHTaKT
OaHHn MsacTto (J13)
3a goknagsaiyms Appec
OTroBopHO nuue
TenedoH | Mo6unex TenedoH |

[aHHu
3a CHP

[MbnHO onucaHuve Ha
CHP un HenHoTO
NoTBBbPXAEHNE NNn
OTXBbPNSAHE, KaKTO U
npomsHa BbB Buaa
Ha CHP (ako uma
npomsiHa, aa ce

YTOYHWN)
Kputepumn 3a
cepuno3HocT(1)
Bup 3amecenun
KNeTkn/TbkaHn(2)
Hayano Kpan
MpoBeaeHo
cneundunyHo
neveHue
YHuKaneH
naeHTMdmnKaLMoHeH
HOMEp Ha JoHopa
KnnHnyeH naxopg ot
cutyaumsTa(3)
3akntodeHne ot
BbTPELIHOTO
pascrnefBaHe Ha CHP
Mpenopbku 3a
npodunakTnka Ha
CHP v npegnpuetn
MEPKM
MN3roteBun Mognuc
cbobLUeHneTo
(Tpn nmeHa)
PbkoBoguten Ha Mognuc
neyebHoTO
3aBefeHne




B. 3a cepuosnn nHumaeHTtun (CN):

Homep (koa) Ha NbpBOHaYanHusa goknag, 3a [ata Ha goknaga
KOWTO Ce OTHACs HacTOAWMAT AOMbIHUTENEH
goknag
[aHHK 3a J13
cbobLmTens Agpec
TenedoH |  Mo6unen TenedoH |
Jlnue 3a KoHTakT
[aHHn MscTo (J13)
3a Joknagsawus Agpec
OTroBopHoO numue
TenedoH | Mo6unen TenedoH |
[aHHn MbnHO onucaHue Ha
3a CU CW v HeroBoTo

NoTBbPXAEHNE NUNn
OTXBBPIISHE, KaKTO U
npoMsiHa BbB BUAA
Ha CU
Kputepum 3a
cepnosHocT(1)
Bug 3ameceHu
KNeTKW/TbKaHu(2)

Hauano Kpait
Bug Ha yTovHeHaTa
npoueaypa, gosena
go CA(4)

KpaeH pesyntart ot CU
3aknoyeHne OT BbTPELUHOTO
pascnegBaHe Ha CU
Mpenopbku 3a NpodunnakTuka
Ha CU v npeanpmeTtn mepku

MN3roteBun Mognuc
cbobLeHneTo
(Tpn nmeHa)
PbkoBoguTten Ha Mognuc
ne4yebHoTO
3aBegeHne

1. KpMTepI/II/ITe, MO KOUTO € onpeperieHa peakumndaTa KaTto cepmo3Ha (B)K. onpep,eneHMeTo).

2. CnepmaTosonau, ANLEKNeTKN UM 3UToTHU.
3. KnuHuyeH nsxon - oTHacs ce 0O e4HO OT cnedHuUTe: MbIHO Bb3CTaHOBSABaHE, MUHUMAIHWU NOCNeacTBUS;

Cepuno3Hn nocnencTtenA; CMbpT.
4. Bug npouenypa ce otHacd 0o eaHa oT criegHuTe - nony4vyaBaHe, eKkcnepTunaa, 06pa60TKa, CbXpaHeHune,

nocrassHe, NpefocTaBsHe, TPaHCMopT.

[Mpunoxenne Ne 7 kbM wi. 65, an. 20CHOBHH €1€MEHTH Ha PUAPYNKHUTEITHO TICMO KbM JIOMBITHUTEICH
JIOKJIa/1 Ha UH(pOpMAIIMS 32 CepUO3Ha HeXelaHa Peaklus WM CEPHO3eH MHIUCHT IIPU aCUCTHUpaHa
penpoaykuuallncMoTo € B cBOOOAEH TEKCT U ChbprKa HHPOpMAIUs Hail-MaaKoTo 3a:1. HaMMeHOBaHUE
Ha JIe4eOHOTO 3aBEICHNE, OCHIIECTBUIO aCUCTUPAaHATa PENPOIYKLIUS; 2. UMEHA, ajipec U TeredoH 3a



BpPB3Ka Ha OTTOBOPHOTO JIUIIE;3. MOTBbPKJaBaHE WM OTXBBPIISIHE HAa CEpUO3HATA HEXKEJIaHa PeaKIus
WM CEPHO3CH UHIUACHT;4. yTOYHEH METO/], C KOWTO Ce CBhP3Ba CEpHO3HATA HEXKENIaHa PEaKIHsl WIN
MHIMJIEHT cropesl HoMeHknarypara B paszzen I, ot 1. 8.4.8.1 no 8.4.8.8 u npuunHHO-CIIeICTBEHA BPB3Ka
(ako e ycTaHOBeHa TakaBa);5. 0000IIEHO IpeICTaBsIHE HA KOHKPETHHS ClTyYail Ha Cepro3Ha HexenaHa
peaKIys WiIK MHIUICHT, HACTBIIMIINS M3X0/1, OLIEHKATa Ha PUCKA U MIPEIIPUETUTE MEPKU;6.
JOMBJIHUTENTHA HH(GOPMALIUS OT JIMTEPATYPHH U3TOUHHIM (aKO MMa TakaBa); /. laTa Ha M3IpallaHe Ha
J0KJIa/a;8. HOAMNUC Ha OTTOBOPHOTO JIMIE U HA PHKOBOAUTENS Ha JIEYUeOHOTO 3aBE/ICHHUE.

[Tpunoxenne Ne 8 kbM 4. 66, an. 2Ileproauuen n1okiaz 3a 6€30MaCHOCT MPU U3BBPIIBAHE HA
acCHCTUpaHa PENPONYKIHS U paboTa ChC CIIEPMATO30U M, SHIICKIETKH U 3UTOTH

Homep (koa) Ha nepuoanyHua goknag Mepuog
(o1 - no)
HaHHun N3
3a gokrnagsawus Aapec
OTroBopHO n1ue
TenedoH | MobuneH TenedoH

Bpow cepnosHu Hexxenanu peakumn (CHP) n cepnosHm MHUMAEHTH
no BuA Ha npouegypaTa 3a acuctupaHa penpoaykums

# Bwupg Ha npoueaypaTta Bponn CHP Bpon Ha CU
B3emaHe Ha cnepmarto3onan oT
1. |cbnpyr/napTHLOP UM aHOHNMEH
OOHOp
VHayKuus Ha oBynauusaTa unm
2. |KOHTpoOnupaHa oBapuarnHa
XvnepcTMMmynaums
MHceMuHaums cbc cnepMmaTo3onam ot
3. |cbnpyr/napTHLOP UM aHOHUMEH
OOHOp
B3aemaHe Ha oBoLUTU NOCpPeaCTBOM
ANYHUKOBA (POMUKYHA MYHKUUSA
EkcnepTtunsa, obpaboTka, eTuKeTMpaHe
5. |vnu cbxpaHsBaHe Ha 0BOLUTH,
crnepmarto3ounau Unm 3urotu
OBapuaneH xvnepcTMmynaumoHeH
CVMHOPOM
MHoronnogHa 6pemeHHocT (2+ nnoaa)
U n3BbHMaToO4YHa GPEeMEHHOCT
8. | Embpnopeaykums

OBbLlWO
Bpon cepnosnn HexxenaHu peakuun (CHP) n cepnosumn nHumaentn (CN)
no BUA Ha KNeTKNTe/TbKkaHWTe, 3a KOUTO Ce OTHacs
Bpon pasnpocTpaHeHun
# Bwa Ha kneTku/TbkaHu Bpon CHP Bpon Ha CA TbKaHW, KNeTKu,
NpoayKTH

1. |CnepmaTo3onam
2. | OBouuTn
3. |3urotm
4. |MNpogyktn, cBbp3aHn cl —3
5. [OBWO

06w, 6pon pasnpocTpaHeHu (MOCTaBeHN NN NPeAoCTaBEHN) raMeTy Unm
3UroTM He3aBMCUMO OT HanuumneTo unu nuncata Ha CHP vnn CA
| 00wy, 6pon Ha NoTeHUManHo 3acerHaTturte nuua (T1.e. ooy, bpon Ha




peuunueHTuTe) |

Pa3npeaeneHne Ha crnydanTe No BUA Ha Cepuo3HuTe Hexenann peakuumn (CHP)
Xapaktep Ha CHP Bbpon CHP
MpenageHu (TpaHCMUCKBHN) BakTepuantdn nHeKUnn |

Mpenanexun HBV
(TpaHcMucHpaHn) HCV
BUPYCHU NMHpeKUnn HIV — 1/2
HApyrun

Mpenanexun Manapwus
(TpaHcMucupaHnu) Opyrn
napasuTosu

Mpenanexn
3110Ka4eCcTBEHN 3a60NsABaHNs
MpepageHn gpyrn 3abonsaBaHns
Opyrn CHP
PasnpegeneHue Ha cnyvante Ha CU no BuA Ha npouegyparta v Tun Ha npuynHaTa
Bpown Ha CU, Cneundukaums
KOMTO MOXe Aa ca NOBNUSANM Ka4yecTBOTO HedexT B Mpobnem c YoBeluka Apyrun
n 6esonacHOCTTa Ha cnepmMaTo3onau, knetku/ anapatypa/ rpeLuka (yTouHn!)
ANLEKNETKM U 3UroTu TbKaHu obopyaBaHe
nopagu cnegHvuTe NpuYnHMU
MonyyaBaHe Cnepmartosongmn
OBouunTH
3urotn
EkcnepTtunsa Cnepmartosoungm
OBouutn
3urotu
O6paboTka Cnepmartosongu
OBouuTn
3urotu
CobxpaHeHune Cnepmatosongm
OBouuTn
3urotu
TpaHcnopT Cnepmarosoungm
OBouuTn
3urotu
Onctpumbyumnsa Cnepmartosongu
(nocTtaBsHe nnu OBouunTn
npegocTaBssHe) 3urotun
MaTtepunanu

Opyru (yTouHu!)

Ma3rotBun goknaga TenedoH
3a Bpb3ka

MscTo, paTa Mognuc
PvkoBoauTten Ha Mognuc
ne4yebHOTO 3aBeaeHUe

[Tpunoxxenue Ne 9 kbM 4. 66, an. 20CHOBHU €IE€MEHTH Ha MPUAPYKUTETHO MUCMO KbM MEPHOTUICH
JOKJIa] 3a 6€30MacHOCT MPH U3BBPIIBAHE HA ACUCTUPAHA PETIPOIYKIUS U paboTa ChC CIIEPMATO30UIH,
siiexsieTku u 3urotullucMoro e B cBoOOIEH TEKCT U ChAbpakKa UH(pOpMalus Hali-MankoTo 3a:1.
HAaUMEHOBAHHE Ha JIEUEOHOTO 3aBE/ICHNE, OCBIIECTBUIIO ACUCTUPAaHATA PEIPOIYKIIHS; 2. UMEHA, aapec U
TenedoH 3a Bpb3Ka ¢ OTTOBOPHOTO JINIIE;3. KPATKO OMHMCaHUE Ha crenuukaTa Ha T0KiIana;4. mepuos, 3a
KOWTO ce OTHACS JOKJIAIbT;5. 0000IICHO MpeCTaBsIHE HA MTOJIYYEHUTE PE3yNITaTh Mpe3 mepruoa, 1o



OTHOIIICHHE Ha 0€30MacHOCTTAa MTPHU aCUCTHPAaHA PEIPOAYKIHS U paboTa ChC CIIEPMATO30UIH,
AWLEKIETKH U 3UT0TH, KaKTO U CPAaBHEHHME ¢ MUHAJIX EPUOJIU U TCHJICHIIUHU;6. TaHHU 3a Pe3yJITaTH OT
IpeINpUueTH MEPKH B MUHAIM TIEPHOAM; /. 1aTa HA U3MpallaHe Ha J0KIaaa;8. MOAm1UC Ha OTTOBOPHOTO
JIMIIE U Ha PBKOBOJUTENS Ha JeUYeOHOTO 3aBE/ICHUE.

ITpunoxenne Ne 10 kpM ui1. 67, as. 2A. dopmar Ha TOIUIIHUS JOKJIA]] 32 CEPHO3HU HEXKEJIAHU PEaKIIH

Hoknaggalla cTpaHa

OtyeTteH nepuop 1 sHyapu — 31 gekeMBpu (rogmHa)

Bpoii Bb3HWMKHANM CEPUO3HU HEXeNnaHW peakuuyn Mo BMOOBE raMeTw/3urotm (Wunu martepuanu, Bnesnu B
KOHTaKT C TSIX)

06wy 6pon Ha
Bug rameTtu/aurotu (u/unu matepman, Bpow cepnosHu npegocTtaBeHnTe 3a
ynoTtpeba
BMNE3Mnn B KOHTAKT C TAX) HeXenaHu peakuum
rameTu/anrotu
OT BMAaa (ako uma
OaHHW)
1
2
3
4
ob6uwo

O6w, 6poit Ha NpedoCTaBeEHUTE ramMeTW/3UroTh (BKMIOYUTENHO BUA, 38 KOUTO HSIMa CbOOLLEHMS 38 Bb3HMKHANU
CEPUO3HU HEXENaHN peakuum)
06 Opol 3acerHaT peunnmeHTn

XapakTep Ha [oKnaaBaHUTE Cepuo3Hn HexxenaHu peakumn | OG6LL Gpoit Ha Cepuo3HUTE HEXeNaHW peakumm

MpenageHa bakTepuanHa nHdekuns

MpenaneHa BMpycHa HBV
MHeKUM HCV

HIV —1/2

Opyru (yTouHeTe)
MpenaneHa Manapus
napasutHa nidpekumsa | fpyru (yTouHeTe)

I'Ipe,u,a,u,eHM 3rI0KkayecTBeHM 3abonsiBaHWs

Opyrv npeganeHun sabonsasaHust

Opyru cepuosHn HexenaHu peakumm
(yTouHeTE)

B. ®opmat Ha roauHMA AoKNag 3a Cepuo3H UHLUOEHTU




[oknagBaua cTpaHa

OtyeTteH nepuop 1 aHyapu - 31 gekempu (rognHa)

06y Opor rameTu/3nroTu, NoanoXxeHn Ha obpaboTka

| OnucaHve

EcTtecTtBO 1 00WY Gpol Ha nedekT Ha aedekT Ha yoBellka
Bb3HUKHANNTE CEPUNO3HU npoaykra obopyaBaHeTo rpeLlka apymm
WHUMOEHTWN, KOUTO ca okasanu

BNUSAHME BbPXY KA4eCTBOTO U

©e3onacHocTTa Ha

rameTuTe/3nroTute

BaemaHe

EkcnepTun3a

TpaHcnopTupaHe

O6paboTka

CbxpaHeHue

MpenocTtaBsiHe

Matepuanu

Opyru (yTouHeTe)
[Mpunoxxerne Ne 11 kM wi. 68, aim. 3

MepuoanyeH goknag 3a 6posi Ha GrokupaHnTe, U3TEMMEHNTE U YHULLOXEHUTE ANLIEKITETKN,
crnepmMaTto3onau u 3urotu
Homep (koa) Ha nepnogmyHusa goknag Mepuopg
(o1 - no)
[aHHn J13
3a goknaasaluus Agpec
OTroBopHO nNuue
TenedoH | Mo6wrneH TenedoH |
PasnpeneneHune Ha Gporikute no npoweaypa, BUA Ha KNeTkuTe/TbkaHTa 1 No npuymHa
Mo npouenypa Bua Mopagn | lMopaawn o uckane Apyrv obLWO
KNeTKW/TbKaH CHP cHu (Ha nauuneHTN)
BriokupaHu Cnepmarosongm
Osouuntn

3urotun




N3Ternexu Cnepmartosonam
OBouunTtn
3uroTn
YHULLOXXEHN Cnepmartosonam
OBouunTtn
3uroTu
TenedoH 3a
M3roTBun goknaga
Bpb3Ka
MscTo, pgaTa Mognuc
PbkoBoguten Ha Mognuc
neyebHoTO
3aBefieHne

3abenexka.To3n goknag ce npunara 3aegHo ¢ NepuoanyeH aoknag 3a 6e30nacHoCT ¢ €QHO U Cbllo
NPUAPYKUTEMHO MUCMO.



