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TTPUTIO2KEHME IV

EMOpuoHM, moNydeHH in vitro OT JOMAIIHY KUBOTHM OT POJIa Ha eNPUs POTaT TOOUTHK, 3a4eHaTH C
U3M0NI3BaHe Ha CIEpMa OT LEHTPOBe 3a CHOMPaHe U ChXPaHEHNe Ha CIepMa, ONOGPEHN OT KOMIIETEHTHMS
OpraH Ha TbPKaBaTa M3HOCUTEIT
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In vitro npousBereHM eMOPMOHM OT egbp porar RoGUTHK upes
M3M0/3BAHE Ha CIEPMA OT IEHTPOBE, OMOGPEHM OT CTPAHATa M3HOCHTEN

IbPXXABA

IL %pasﬂa nndopmars ILa. Pedeperren Homep Ha ceprudukard 11.6. Mecten pedepenTeH HoMep

, (n06aBst ce MMeTO Ha ThPXKABATA HA U3HOCA)

A3, DONynoanuCcaHuArT, o(i)uuuaneﬂ BETEPUHAPEH JIEKAP Ha MPaBUTEIICTBOTO Ha

2 | ymocrosepsam, ue:
5
g
g
€| 1.1, exumer 3a cobupane Ha eMOPHOHY, MICHTUPUIMPAH O-TODE:
S
j=9
3 — e ono0peH B cpoTBeTCTBNE ¢ I11aBa | o mpuitoxerye A keM Hupextnea 89/556 [EMO,
=
5 — € OCHUIECTBIII IIPOM3BOTICTBOTO, 0OpaGoTKaTa, CHXPaHSABAHETO 1 TPAHCIIOPTA HA OIACAHMTE NO-TOPE eMOPHOHU B ChOTBETCTBME C Iasa I1 0T mpuioxenue A KbM
3
5 Hupexrnsa 89/556/ENO,

— ¢ 6un obekT Ha MHCIIEKIINY OT OCI)I/IIIMEU'ICH BETEpUHAPEH JI€Kap, Hall-MaJIKO [Ba I'bTY TOOMIIHO;
1.2. €M6PMOHMTE, KOUTO C€ U3HACAT, €4 IIPOMU3BENECHN B CTpaHaTa Ha U3HOCA, B KOATO CBITIAaCHO O(I)ML[MaHHMTC 3aKITIOYEHIA:

1.2.1. He e uMano CJTy4an Ha 4yMa 110 FOBEIIATa IIPE3 MOCIICHHUTE 12 Mecena HEMOCPENCTBEHO IPEIN TAXHOTO C'bGMPaHC;

1.2.2.
1.2.2.1. v He e MMano CyHau Ha WIAN Tpes MocnemHuTe 12 Mecema HEMoCPENCTBEHO NPey TAXHOTO IPOU3BOMNCTBO
TIPOTYB LIAN TIpe3 To3M Mepyox ();

U HE € U3BBPLICHA BaKCUHALIMA

1.2.2.2. mm e MMarIo CITyyay Ha 1IAI Pe3 NOCTeNHMTE 12 Meceld HeMmoCPeICTBEHO PEMM TAXHOTO IPOM3BOTICTBO M[MIIM € M3BBLPIICHA BAKCHHALIAA IPOTUB
1AM TPe3 TO3Y NepHo, 1
— emGpuosKTe Ca pou3seneHy 6e3 POHMKBaHe 0 zond pellucida,
— eMOpuOHMTE Ca CHXPAHSABAHY NPV ONOOGPEHM YCIOBHA 33 Hall- MaTIKO 30 IHM HENOCPENCTBEHO el TAXHOTO IPOM3BONCTBO, K
— XCHCKHUTE [IOHOPM MIBAT OT MPENPHATHSA, B KOUTO HUTO €IHO KMBOTHO HE € BAKCUHMPAHO NPOTHB Al nipe3 30-Te THM npefut COUPaneTo u
HWTO €[[HO XMBOTHO OT IIOMATIMB BIJI He € TI0Ka3a7io KIMHIYHI IPU3HALM 34 mam npe3 30-Te mHu npeay  oHe 30 THU CTIET KaTo OUMTHUTE CA

O cubpann (1);

1.3. Uznonzsauure B TPOM3BONCTBOTO HA 6M6pMOHM OLUTH, KOMUTO C€ UBHACAT, Ca c1>6pal-m OT XEHCKU TOHOPH, CHOTBETCTBAIUY Ha CITEMHUTE M3NCKBAHNS

1.3.1. XeHCKUTE TOHOPU:
— ca Gy mBpKaHM B CTPaHa MIIM 30H4, B KOATO He MMAIIO CITyYa)t Ha CHH 31K Haji-Manko 60 THM NP ¥ [0 BpeMe Ha chOupanero Ha owrite (1),

umm

1.3.2.
— ca 6w oTrnexnaHy cBOGOIHO Ipe3 Ce30HeH IepHON WIM 3IUMTeHN OT ChOTBETHIS Hocuren Ha Culicodes 3a Hait-Manko 60 IHM IpEIM U 1O BpeMe Ha
cpOMpaHeTo Ha omyTHTe M eMOpyoHuTE ca Gur npoussenery Oe3 mpoHNKBare 1o zona pellucida, ocBeH ako OHOPUTE Ca IIPEMIHAIY CEPOTIOTHMEH TECT 33

OTKPVBAHE Ha aHTUTENA 33 BUPYCHATA IPYNa CUH €3MK, M3BBPIIEHN B CHOTBETCTBYE ¢ PHKOBOTICTBO 32 MMATHOCTUYHY TECTOBE U BAKCYHY 33 CYXO3EMHM

KMBOTHM Mexny 21 1 60 [HM e CHOMPAHETO 1 Ay OTPUIATEIIHM PEyITATH, KaKTO M eMOPHOHNTE 113 ca OWIM CbXPAHABAHM 33 Hali-Manko 30 mru (1),

umm

— Ca peMMHAIIM CEPOTIOTIHEH TeCT 32 OTKPUBaHE Ha aHTHUTENA 33 BUPYCHATa IPYIa CUH €3UK, U3BBPIICHN B CHOTBETCTBME ¢ PHKOBOMICTBO 33 IMATHOCTHYHY
TECTOBE M BAKCHHM 33 CYXO3EMHY XMBOTHM MexTy 21 1 60 mHu crieqt CHOMPAHETO M HAMY OTPULATETHM PE3YIITATH, KAKTO X eMOproHuTe 1a ca bnmm

ChXpaHABaHM 3a Haif-Manko 30 mam (1),

nwm

1.3.4.
— Ca NpeMMHAI WIEHTUUKALMOHEH TECT 3d ArEHTH, M3BLPLIEH B CHOTBETCTBME ¢ PBKOBONCTBO 33 AMATHOCTMYHM TECTOBE M BAaKCUHM 3a CYXO3eMHM
XUBOTHY, BLPXY KpbBHA Ipo6a, B3eTa B [eHs Ha CHOUPAHETO WM B [IEHA HA KIIAHETO U ATV OTPULATENHY PE3YITATH — K4TO B HOCTIEMHUS CITydait
eMOpuonuTe ca npousseneHu Ges mpornksane oo zona pellucida (1);
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1.4.

1.4.1. B pamnyc ot 10 km oT noMeeRxATa, OT KOUTO OLMTATE, M3IION3BAHM B POM3BONCTBO HA MBHACAHMTE eMOPUOHM, ca Gyt chOpanu i 06paboTenn, CrracHo
OduIMATHUTE 3aKITIOUEHS He € MMATIO CITyHajl Ha IIIall, CUH e3J1K, eMM300THYHa XeMOPAIM4Ha GOTecT, BesUKyTapeH CTOMATIT, TPECKa OT JOMMHATa Ha Pu¢t
WM 3apa3Ha THEBMOHMA IO TOBEATa mpe3 30-Te [IHM HEMOCPENCTBEHO NPEIM TAXHOTO chOMpaHe U B Cydvas Ha eMOPYOHM, CePTUGUUMPAHK CHITIACHO
11.2.2.2., w8 30-Te OHM CNEN TIXHOTO CHOMpane;

1.4.2. or Bpemeto Ha chbupane o 30 IHM CTIeN TOB, eMOPUOHMTE, KOUTO CE MBHACAT, Ca GIUIIM CHXPAHABAHM [0 BCAKO BPEME B OMOOPEHI NIOMEICHA, B PANMYC OT
10 km ot KoUTO, CHITTACHO OHMUMATIHUTE 3AKITIOUCHNS, HE € MMATIO CITyYdii Ha LIATl, BE3MKYTAPEH CTOMATMT MM TPECKa OT NoTMHaTa Ha Pudr;

1.5. moHOpMTE Ha OLMTH, UBLION3BAHN B IPOM3BOICTBOTO Ha eMOPIOHITE, KOMTO Ce M3HACST:

1.5.1. ca ce Hamupany, mpe3 30-Te IHYU HEMOCPEICTBEHO NPy CHOMPAaHETO Ha OLMTHTE, B MoMeleHns, B paguyc 10 km ot xouro, chrmacHo ouuumanHuTe
3aKIIOUEHNS, He € MMAIIO CIlyYail Ha Lall, CMH €3UK, eIM300THYHA XeMoparuyHa Gorect, 3apaseH Be3UKyTIapeH CTOMATUT, TPECKA OT [ONuHaTa Ha Pudr mm
3apasHa IHEBMOHMA 110 [OBENATd;

1.5.2. He ca NOKA3AIM KIMHWYHM IPA3HALIA Ha 3a00MsBAHE B IeHS Ha CHOMpaHeTo;

1.5.3. mpexapany ca IeCTTe Mecena HEMOCPENCTBEHO IPeRy CHOMPAHETO Ha TEPUTOPUATA Ha CTPAHATA M3HOCUTEN B He [IOBEYE OT [BE CTA[A:
— KOWTO, CBITIACHO OMUMATIHITE 3aKIIOMEHNs, He Ca MMAIY CITyau Ha TyGepKyrnosa Ipes ToBa BpeMe,
— KOMTO, CbITIACHO OQMUMAITHUTE 3aKIIOYEHILsI, HE Ca MMAMK CITy4ay Ha Gpylienosa mpes ToBa Bpeme,

— KOUTO HE Ca MUMAJTM CITyYan Ha H300THYHA JIEBKO3a M0 TOBENATA MM B KOMTO KMBOTHUTE He €A TIOKa3amy KITMHIYHY MPU3HALI Ha €H300TUYHA JICBKO3a
TI0 TOBEIATa NPe3 NPEIXOIHNTE TPY TONMHNA,

— B KOMTO HUTO €IHO XUBOTHO OT POI4 Ha €Ipys PoraT NOOUTBK He e MOKA3aN0 KIMHUMHY NPU3HAL Ha 3apasHisl PUHOTPAXEUT/3apaseH MyCTynapeH
BYJIBOBATMHNT IIpe3 penxonuute 12 Mecena;

1.6. 3a eMOpyOHMTE, KOUTO LIIE CE MBHACAT, CE IIPENOCTABAT CIIEIHUTE NOITBIHUTEIHM rapaHuuy (3):

1.6.1. wm eMOPMOHNUTE, KOUTO CE U3HACAT, Ca NPOV3BEICHU B CTPAHATA U3HOCUTEI], B KOSATO, CBITIACHO OQMUMATHUTE 3aKIFOUCHUS, HAMA CTy4an Ha GomecTTa
Axaban (1),

1.6.2. um CM6PMOHMTC Ca NIPOU3BEIEHY B CTpaHaTa USHOCUTEIL, B KOATO, CBINIACHO OCI)MIIMaJ'IHMTC 3AKITIOUCHN, MIMa CTIyYan Ha 6orecrta AKaban (1) , 1

— emOpyoHuTe ca npousserieHu 6e3 npoHuKsane o zona pellucida,
— eMOpHOHNTE ca CBXPaHABAHM IIPY OQOGPCHN YCIIOBIA Hali-MalIKo 30 JTHI HEIOCPEICTBEHO ClIEM TAXHOTO POU3BOICTEO, U

— JMOHOpHUTE Ha OLMTH, VMANON3BAHM B POM3BOICTBOTO HA eMOPUOHN, C4 TIPEMIHAMY CEPYMEH HEYTPANU3UpALy TecT 3a Gonectra AkabaH, KOITO € Han
OTPMIATENIHN PE3YIITATH ¥ € M3BBPIICH Ype3 KPbBHA Npoda, B3eTa He NO-Manko OT 21 OHM CIeT TAXHOTO ChOMpAHe VMM MICHTUPMKALMOHEH TECT 33
aleHTH, U3BBPILIEH B ChOTBETCTBYE ¢ PLKOBOICTEO 32 OMATHOCTUMHM TECTOBE M BAKCHHM 32 CYXO3eMHM XUBOTHM BHPXY KPEBHA IPoGa, B3eTa B IeHs Ha
xiaHero (1);

1.7. emOpuoHMTE, KOXTO 1 CE MBHACAT, Ca OyiM 3aueHATH Ype3 in VItro OIIOKIAHE, ¢ M3NOI3BAHE HA CIEPMa OT LEHTPOBE 3a CHOMPAHE It CHXPAHEHME HA CIIEPMa,
chOnpane, 06paboTka MU ChXpaHEHNE Ha CIIEPMa OT KOMIIETEHTHUS OPTAH Ha CTPaHa, n36poeHa B npumoxenue [ keM Pemerne 2004/639/EMO 1a Komucusita
{%), WM OT KOMIIETEHTEH OPraH Ha MbPXaBa-wieHKa Ha EBponelickara obmHocT.

Benesru:

(1) HenyxHoro ma ce 3auepKHe.

(%) (Kierkara otroBaps Ha N'° 1.28 B Yacr I):

VineHTMMKAIMOHER 3HAK: OTIOBAPSIN HA MIACHTH(UKAATA KDABITE TOHOPH M [aTaTa Ha Chbupane.
Kareropns: 1a ce yTouHy: a) IPOHMKBaHe Wi 6) IMICBA POHMKBaHE 10 zond pellucida.

By GeneXKuTe 3a COTBETHATA CTPaHa M3HOCKTEN B puoxXerye | kuM Pemerne 2006/168/EO.
TIOANMCET U NieyaTsT TPA0B Ha O'BOAT PasKyeH LBST OT TO3M Ha OTIEYATAHMS GOPMyIAP.
OBL292,15.9.2004r., c1p. 21.
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NB: Hacrosiumsr ceprudukar rpabsa:

(a) ma Gble MOMBIHER Ha NIOHE eIVH OT OQMUMATTHITTE e3MLY Ha IbPXKABATA-WICHKA 0 MECTOHA3HAYEHNIE M Ha [TbPKaBaTa-1IIeHKa, OT KHIeTO eMOPMOHUTE Lie BIL3AT HA TepUTOPHATa Ha OBILEOCTTa;
(6) ma 6b0e UBrOTBEH 3a SMMHCTBEH IOy HaTelT;
(8) ma mpumpy=xasa eMGPUOHMTE B OPUIHHANL.

Mndopmayua: B crotsercrsue ¢ unen 3, Gyksa a) ot Iupextusa 89/556/EMO Ha CoeTa eMOPUOHM, BHECEHN CBITIACHO YCTOBUATA, IPENBMNEHN B HACTOALIMS CePTHURAT, He MOTAT 13 Gbar
DOIYCKAHM 32 ThPTOBYS B PaMKUTE ObmmHoCTTA.

Oduimanen BerepuHapeH Nekap
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