IMPOTOKOJI Ne2a

Ha 15.06.2015 roa., 8 09,00 waca, B HII3IIB, rp. Codust, B u3mbianeHue Ha 3amoseq Ne 234 /
21.05. 2015r.. na mupexropa va HII3IIb, ce cb0pa KoMuUCHsI B ChCTaB:

IIpencenares u 4ieH:
Tans I'eopruesa I ''topoBa — OpUCKOHCYNT
Cexperap u wieH : Hags bosnoBa bpankoBa- HenuoBcka - otaen ,,Mukpoouosiorus”™

Ynenose:

1. Esrenus MBanosa TaceBa — otnen ,,Mukpooduonorus’

2 rn1. acucreHnt Ctedka Kpymosa MBanosa — otnen ,,Bupycomorus™

3. n-p [Inamen MBanos Ilagemku - otnen ,,Mukpoduonorus™

4. npod. n1-p Mapus XpuctusinoBa Hukosmosa - otnen “MmyHonorus u ajneproyiorus’”

5. 1. acucteHT Munena Acenoa HukonoBa- otnen ,,Emuaemuonorus‘, cexmus ,, 11
6. mou. Huna /Iumutpona I{BeTkoBa - otaen ,,Ilapasuronorus”

7. 1. acuctent Teomopa Kpymosa ['magnumika — otaen ,,Mukpoouonorus™

8.JIbuezap MapuHoB JIuMUTPOB — MKOHOMUCT IIJIAHOBUK

9. Cunsus Hukomaesa ['pyeBa — otnen ,,Enunemuonorus‘, cexuus ,, JJI

ChC 3ajlaua Jla pasriefa MOMCKAHUTE W MPEACTaBeHH OT YYACTHUIIMTE Pa3siCHEHUSI BbHB
Bpb3Ka C MOJaJeHaTa OT TIX TeXHHuYeckata odepra mo mpouenypara. B ompenenenus cpok, B
nenoojactBoTo Ha HII3IIB ca mocThnuium MCKaHUTE Pa3siCHEHHMsI OTHOCHO odepTaTa 3a ydacTue B
OTKpUTa TpoleAypa 32 Bb3JaraHe Ha oOIIecCTBEHa MOpbhYKa ¢ TmpenmMer: «JlocTaBka Ha
JTUArHOCTUYHU, JTAOOPATOPHU M METUIIMHCKH KOHCYMAaTHBU 32 MUKPOOHOJIOTMYHA, BUPYCOJIOTHYHA,
Mapa3uToJIOrMYHa U MMYHOJOTMYyHa JauarHocthka mpe3 2015-2016 r.», cbpIilacHO TeXHHUUYecKaTa
cneuupukanus Ha Bw3noxwurens, orkpura ¢ Pemenne Ne 3 or 22.04.2015r. Ha ampexTopa Ha
HII3IIb.

Komucusita mpucThiu KbM pasriiexaaHe Ha MOJTYyYEHUTE OT YUaCTHUIINTE Pa3sCHEHHS BHB
Bpb3Ka C TMOJAaJeHaTa OT TAX TEXHHWYeckaTa odepra Mo Mpolenypara MO peaa Ha TAXHOTO
IMOCTHIIBAHE:!

1. ,AA Memuxkba bbarapus” OOJ. Komucusita € mnouckaia pas3siCHEHHE BBHB Bpb3Ka C
noJjiajieHaTa OT y4YacTHHUKa TeXHHueckara odepra mo mpouenypara ¢ mucmo - u3x. Ne 1000-
393/11.06.2015 r. Y4acTHHKBT € MPEACTABIII pa3scHeHHE ¢ mucMo - BX. Ne 37/15.06.2015 r.

[To mo3umus 5 - y4acTHUKBT € MPEeIOCTaBUII JIOTBIHUTEIHU O0SCHEHUS U U3BAJIKU OT KaTalo3H,
OT KOWTO € BHUJHO, Y€ NPOAYKTUTE OTroBapsT Ha H3UCKBAaHUATA, 3aJ0KE€HU OT Bw3moxxurens.
Komucusara mpuema npeaocTaBeHOTO OT Y4YacTHHKA OOSCHEHHs U To JIONycKa A0 MO-HaTaThLIHO
ydacTue B Ipoleaypara.

ITo mo3uims 149: y4acTHMKBT € MNpPEJOCTaBHJI JON'BJIHUTENTHH OOSICHEHUS W HU3BaJKU OT
KaTajo3u, OT KOWUTO € BHJHO, Y€ MPOJYKTUTE OTrOBApsAT Ha MW3UCKBAHUATA, 3AJI0KEHH OT
Be3noxurensiKomucusta npruemMa npeocTaBEHOTO OT YYaCTHHKA OOSICHEHMS U IO JIOMycKa 10 Io-
HATaTBHIIHO yYyacTHE B MpolielypaTa.

ITo mo3unmu 140 - yyaCTHHKBT HE MPEJACTaBs MOUCKAHOTO OOSCHEHHE 3a KOHCTATHPAHOTO
pa3MHHaBaHEe MEX]y MpeJCTaBeHaTa TaeXHMYeCKa XapaKTepucTHKa W Kartanor. M3uckBaHeTo Ha
Bp3noxurenss e KUT 3a OHMOXMMUYHA UACHTUHUKAIMSA U ONpeleNsHe Ha aHTUOMOTHYHA
gyBCcTBUTETHOCT HA Mycoplasma hominis and Ureaplasma urealyticum. A oT npezacraBeHHsl KaTajuor
€ BUJIHO, 4e ohepupaHus IPOAYKT € 3a ONpeieNsiHe Ha aHTUOMOTUYHA YyBCTBUTEIHOCT.

C ornen Ha TOPEU3IOKEHOTO W Ha ocHOBaHWe WiI. 69, an. 1, 1. 3 ot 30I1 xomucusara npeaiara
Y4YaCTHHKA 33 OTCTpaHsABaHe OT Mpoleaypata mno nosuuus 140.



2. ,Autucea boarapus” OO/l Komucusara e morckasna pa3siCHEHHE BbB Bpb3Ka C MOJajeHaTa OT
y4acTHUKAa TeXHUYeckara odepra mo mporenypara ¢ mucmo - m3x. Ne 1000-392/11.06.2015 r.
VY4YacTHUKBT € MPEACTABHII pa3siCHEHHE ¢ THCcMO - BX. Ne 38/16.06.2015 r.

[To mo3unus 155:

155.3.: y4aCTHUK®BT € MPeIOCTaBHII JOIMIBIHUTEIHN O0SCHEHUS 32 KOHCTaTUPAHOTO pa3MUHABaHE
MEXIy TIpelocTaBeHaTa TEXHMYEeCKa XapakTepucTuka U Karajora. Kommcusata npuema
MPEIOCTAaBEHOTO OT YYaCTHHUKA OOSICHEHHUE.

155.4.: ot nmpeacTaBeHaTa OT y4YaCTHUKA MHCTPYKIIHS 3a yIoTpeda cTaBa sSCHO, ue OepupaHusiT
MPOJYKT HE OTroBapsi Ha M3MCKBAHETO Ha BB3JIOXKUTENs, a UMEeHHO: Pectpukrazen en3um Nhel 3a
OTKpPHBaHE Ha XMHOJOHOBA PE3UCTECHTHOCT, OKOMILJIEKTOBAH ¢ MOAXOAAI peaknuonen Oydep, 1000
eIMHUIM. YYaCTHUKBT mpesara onakoBka or 300 eAMHUIM U HE CTaBa ICHO Kak Iie Ob/ie JOCTaBeH
MPOAYKTHT MOPAAH HEJEIUMOCTTa Ha pa3dacoBKara.

ITo mo3umust 158.8: oT mpeacTaBeHaTa OT yyaCTHHKA OpoITypa OT OH-JIAiH KaTajor cTaBa SICHO,
4ye odepupaHusIT MPOAYKT HE OTTOBapsl Ha M3MCKBAHETO HA BB3JIOXKUTENS, a UMEHHO: [lefionn3upan
dbopMamMu, 3a MOJIEKYJIIpHA OMOJIOTHS, YUCTOTA >99.5%. YYaTHUKBT HE TPEIOCTaBs HHPOPMAIUI
nany opepupaHusT MPOIYKT € JCHOHU3UPaH U MpeAHa3HAuEH 32 MOJICKYJISIpHA OMOIOTHS.

C orznen Ha TOpeusNIOKEHOTO U Ha ocHoBaHue wi. 69, an. 1, 1. 3 ot 30Il u umaiiku npeaBu
3aJI0’K€HOTO OT Bb31okuTesns M3UCKBaHE KbM YUACTHHK B IMpoLEAypaTa, KOWTO KaHIUIATCTBA 3a
000COOCHY TO3HIINY C TIOIITO3UITNH, JIa TIPEICTaBU OdepTa 3a BCHUKH MTOANO3UIINUAN Ha 000co0OeHaTa
MO3UIMS, KOMHCHATA MIpeJjiara y4acTHHKA 32 OTCTPaHsSBaHE OT MpolieypaTa no no3uuu 155 u 158.

3. ,OnTum Ko” OO/l Komucusta e nouckana pazscHeHHE BbB Bpb3Ka C MOJaJeHaTa OT yYaCTHHUKA
TexHUuYeckara odepra mo mnpoueaypara ¢ nucmo - u3x. Ne 1000-388/11.06.2015 r. Y4yacTHUKBT €
IPEACTaBUI pa3siCHEHHE ¢ mucMo - BX. Ne 39/16.06.2015 r.

[To mo3ummu 147.23, 147.24, 147.62. y9acTHUKBT € MPEAOCTABUI JONBIHUTSIIHA OOSICHCHUS U
M3BAJIKM OT KaTalo3U, OT KOUTO € BUIHO, Y€ MPOIYKTUTE OTIOBAPAT HA U3UCKBAHUATA, 3aJI0KEHU OT
Bo3noxurens

Komucusita nmpriema npeocTaBeHOTO OT yUYaCTHUKA OOSICHEHHSI ¥ TO JIOMYCKa /10 MMO-HATaThIIHO
ydacTue B Ipoleaypara.

[To mo3ummst 152 y4acTHUKBT € MPEeIOCTaBHII JOMBIHUTETHH OOSCHEHHUS 32 KOHCTATUPAHOTO
pa3MHHaBaHe MEXy MPeoCTaBeHaTa TEXHMYECKA XapaKTepPUCTUKA U KaTajora.

Komucusita mpriema npeocTaBeHOTO OT YUYaCTHUKA OOSICHEHHsSI ¥ TO JIOMYyCKa /10 MO-HATaThITHO
ydacTue B Ipoleaypara.

[To mo3unms 174.3. y4acTHUKBT € MPEAOCTaBHII MOCTpa, OT KOSITO € BUJHO , Y€ MEeTpTara ca ¢
nuaMeTsp 55 mm. MckaHeTo Ha BB3IIOKUTEINS € eTpUTaTa Ja ca ¢ guametsp 60 mm.

ITo no3uumu 175.4. u 175.7, y4acHUKBT OTBBPXK1aBa, Y€ MPEUIOKEHUTE CTEPUIIHU TaMIIOHHU ca
MPOM3BEICHH OT M3KYCTBEHH MaTepuaiv. VckaHeTO Ha BB3JIOKHUTENS € TaMIOHUTE Ja OBbJaT ¢
MaMy4eH HaKpailHUK.

Mo mosummst 179.1, 179.3, y4acTHUKBT € NPEAOCTaBHJ JOIBIHUTEIHA OOSCHEHHS 3a
KOHCTATUPAHOTO pa3MHHAaBaHE MEXAY MPEAOCTaBeHaTa TEXHUUECKA XapaKTepUCTUKa U KaTajiora.

Komucusita npuema nmpeaocTaBeHOTO OT yYaCTHUKA OOSICHEHHUS M TO JIOMYCKa JI0 MO-HATATHIITHO
ydacTue B MpoLeaypara.

C ornen Ha roOpem3NIOKEHOTO M Ha ocHoBaHue wi. 69, an. 1, T. 3 or 30Il u umaiiku
NpeABU] 3aJI0KEHOTO OT Bb3noxkurens HM3UCKBaHE KbM YYaCTHUK B MpOLEAypaTa, KOWTO
KaHJIuJaTcTBa 3a 000COOEHW TMO3UIMH C TMOJANO3UIMH, Ja NpeIcTaBd odepra 3a BCHUUKHU
MOATMO3UIIMUU Ha 00ocoOeHaTa MO3WIUS, KOMHUCHSATA Tpeljara y4acTHHKAa 3a OTCTpaHsSBaHE OT
npoueaypara rno nozuuuu 174 n 175.



4. ,Arapra-IIM“ EOO/l Komucusita ¢ mouckama pa3sicCHEHHE BHB BpB3Ka C IOJAaJCHATa OT
y4acTHUKa TeXHH4Yeckara odepra mo mpouenypara ¢ mucmo - m3x. Ne 1000-387/11.06.2015 r.
VY4YacTHHUKBT € MPEACTaBUII pa3siCHEHUE ¢ eMo - BX. Ne 40/17.06.2015 r.

ITo mo3ummu 182 u 186 - komucuATa He MpHEMa NPEJOCTABEHOTO OOSCHEHHE CHC CICTHHUTE
MOTHBH:

ITo no3unus 182 — y4acTHUKBT 3asBsABa, Y€ € JOIyCHATa TEXHUYECKA I'peIIKa IPU BbBEXKIAHETO
Ha kartajgoxxkauss Homep Ne RD 30019004, xoiiTo numcBa B NMpeACTaBEHUs KaTajor, HO HE MOCOYBa
KaTaJIOXKHUSI HOMEp, KOWTO ce OTHacs 3a opepupaHusi oT Hero npoAykT. C oriiea Ha M3JI0KEHOTO He
CTaBa SICHO JaJli y4aTHUKBT Mpejyiara MpOAYKT C MCKAaHUTE OT BB3JIOKUTENS XapaKTePUCTHKH, a
nmenHo PrkaBunin - HUTPUJIOBU, 3a pabota ¢ etuaneB opomus, pazmep L

ITo nosunms 186 (mogmosuiuu 1, 2, 3, 4, 5, 6) — y4acTHHKBT 3asBsiBa, Y€ B Karajora Ha
MPOM3BOJUTENA He (UrypHpaT KaTaloKHH HOMEpa Ha HUTO €IUH OT MpeljlaraHuTe OT HEro
IIPOJAYKTH, MOpPagy KOETO HOMEpaTa, HaluCaHW 3a KaTaJoXHM, ca OT CKJIajoBara Iporpama Ha
yuarctHuKa. C orjies Ha U3JI0KEHOTO HE CTaBa SICHO MPEAJIOKEHUTE MPOIYKTH MO MOANO3UIMHUTE 32
KO IPOAYKTHU OT Karajora ce OTHACAT.

C orzen Ha ropeusIokKeHOTO U Ha ocHoBaHue wi. 69, an. 1, T. 3 ot 30II koMucusTa npeara
y4acTHHUKA 3a OTCTpaHsABaHe OT Ipoueaypara o nozuuuu 182, 186.

5. n,Eara 90M” OO/l Komucusra e nouckana pa3siCHEHUE BbB Bpb3Ka C I10J1aJileHaTa OT yYaCTHHUKA
TexHHUYeckara odepra mo mpoueaypara ¢ mucMo - u3x. Ne 1000-389/11.06.2015 r. Y4yacTHUKBT €
IpeICTaBUII pa3siCHeHHe ¢ mUcMo - BX. Ne 41/17.06.2015 r.

[To mo3umuum : 16, 17, 18, 19, 39, 44, 60, 69 u 70 — y4acTHUKBT € MPEAOCTABIII JOIMBIHUTEIHU
00sICHEHUS M M3BAJKU OT KAaTajo3M, OT KOUTO € BUIAHO, Y€ MPOAYKTHTE OTIOBAPAT HA M3WCKBAHUSATA,
3anoxkeHu oT Bwinmoxkurens. KoMmucusita mpueMa mpeaocTaBeHOTO OT y4acTHUKA OOSCHEHUS U IO
J0MyCKa J0 MO-HATaThITHO yYacTHe B MPOLEAYpaTa.

[To mo3unus 125.1: y4acTHUKBT 3asiBsIBa, 4€ € JAOIMyCHATa TEXHUYECKA TPEIIKa MPU BbBEKIAHETO
Ha KaTaJO0XHHUS HOMEp , U MOCOYBa KaTayoxkeH Homep Ne 73524 3a odepupaHust OT HETO MPOJIYKT.
KoMmucusita mpuema mpenocTaBeHOTO OT y4acTHUKA OOSICHEHHsI M IO JIOMYCKa /0 IMO-HATaThIIHO
y4JacTHe B IIpOIleypara.

[To mo3umus 155.3.: y4acTHUKBT € MPENOCTaBWI JOMBIHUTEIHU OOSICHEHHS] M W3BAJKH OT
KaTaJio3u, OT KOUTO € BHUAHO, Y€ MPOAYKTHUTE OTTOBApSAT HA W3UCKBAHMITA, 3aJ0XKEHH OT
Bu3noxurens. KoMmucusita npuema npegocTaBeHOTO OT y4aCTHUKA OOSICHEHHS U TO JIOMYCKa /0 TO0-
HATATBIIHO y4acTHE B MPOLIEAypaTa.

[To mo3ummst 159: uwckaHeTO Ha BB3NOXKHUTENS €: CHEKThP HAa eMHuTHpaHe Ha besBpemaHo
bayopeciieHTHO Oarpuino okojio 600 HM. YYacCTHUKBT € MpEICTaBUI OOsiCHEHWe, 4e € odepupal
MPOJYKT ¢ Hall — ONM3KUSA CHBMECTHM CIEKTHP MO 33aJaJCHUS OT BBINOKHUTENS CHelu(HUKAIus a
UMEHHO 537 HM .

ITo no3unus 175:

175.1 uckaneto Ha Bb370KUTENS €: CTEPUITHU TIJIACTMACOBH TaMIIOHH B TIJIACTMAcOBa €MPYBETKA
Chc cpena Ha Amies ¢ BbIUieH, 150 Ha 2.5 MM, ¢ TaMy4eH HaKpalHUK, UHIUBUIYATHO OMAKOBAHH.
Y9acTHUKBT HE MPECTaBs MOMCKaHaTa My HH(GOpPMAIIKS 3a BHJIa HA HAKpaHHUKA Ha TAMITOHA.

175.2.:uckanero Ha BB3NOXUTENS € CTEpUITHU TaMIIOHH C IJIAaCTMacoBa JPBKKA, C MaMydeH
HakpaiiHuk, 16 cm, B mutacTMacoBa enpyBeTka cbe cpefa Ha CrioapT, 0€3 BBIJIEH, MHAWBUIYATHO
OMaKOBAaHU. YYACTHUKBT HE MPEJCTaBs MOUCKaHAaTa My MHQOpMaIus 3a BUJa HA HaKpallHUKa Ha
TaMIIOHA.

175.3.: uckanero Ha Bb3OkuTeNs € CTEpUITHU TAMIIOHU C IJIacTMacoBa ApbxkKa, 150 Ha 2.5 MM,
C TaMydYeH HaKpalHWK, WHAWBHIYAIHO OIAKOBaHW, 0€3 TpaHCIOpPTHA cpela. YUYacCTHHKBT He
MpeJICTaBs MOMCKaHaTa My HHQpOpMAIUS 332 BUIa Ha HAKpalHUKA HAa TAMIIOHA, KaKTO U 32 pa3MepuTe
Ha MPOIYKTA.

175.4: uckanero Ha BB3MOkUTENs €: CTEpUITHU TaMIIOHHU C TUTacTMAacoBa ApbxkKa, 150 Ha 2.5 MM,
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C TMaMy4eH HaKpalHWK B eNpyBeTKa, HHIUBHIYaJHO OINAKOBaHHW, Oe3 TPaHCIOPTHA cpexa.
Y4acTHUKBT HE MPEJICTaBs MOMCKaHaTa My HH(OpMaIus 3a BUa Ha HAaKpaltHUKA Ha TAMITOHA.

175.7: uckanero Ha BB3JIOXHTENA €. CTEpUIHM TaMIIOHU C IUIACTMAcoBa JPHXKKa, C MaMydeH
HaKpallHUK B €NpPyBETKA C IUaMEThp Ha OTBOpPA HE 10 MaJlbK OT 11MM M ABIKMHA HE 10 Majlka OT
145MM, crepuiiHu, 0€3 TPAaHCIOPTHA Ccpella B ENpyBEeTKa. Y YaCTHUKBT HE MPEICTaBs IIOMCKaHATa My
nH(popManus 3a BUJIA Ha HAKpallHUKA HAa TAMIIOHA, KaKTO U 3a JUaMeThpa Ha OTBOpA HA CTEPHIIHUTE
TaMIIOHHU.

C orznen Ha ropeussIOkKEHOTO U Ha ocHoBaHue wi. 69, an. 1, 1. 3 ot 30Il u umaiiku npeaBu
3aJI0)KEHOTO OT BB310KHTENsS M3MCKBaHE KbM YYACTHHK B IpOIeaypara, KOHNTO KaHIUAATCTBA 3a
000Cc00EHY TO3UIUH C TTOJIITO3MIINY, JIa IPEACTaBU odepTa 3a BCHUKH TMOIIMO3UIIUIH Ha 000co0eHaTa

MO3UIIMSI, KOMUCHSITA Tpe/jlara y4YacCTHHUKA 3a OTCTpaHsBaHE OT Mpoleaypara mo no3uuuu: 159 u
175.

6. ,Aii Bu In brarapus” OO/l Komucusra e nmouckaiia pa3sicHEeHHE BbB Bpb3Ka C MOAaJCHATa OT
ydJacTHUKa TeXHU4Yeckara odepra mo mpouenypara ¢ mucmo - m3x. Ne 1000-390/11.06.2015 r.
VYaCTHUKBT € MPEACTaBIII pa3siCHEHHE ¢ MUCMO - BX. Ne 42/17.06.2015 .

[To mosumus 16.1 UsuckBaneto Ha BB3noxutenas e¢: Anti-EBV-CA ELISA (IgM) tectsT na
NPUTEKaBa YyBCTBUTEIHOCT U CHeNUPUUHOCT He mo-Manku oT 97% . For in vitro diagnostic use
only. B mpencraBeHOTO OOSICHEHHE YYaCTHUKBT 3asBsiBa, Y€ ca odepupaiy MaKCUMaTHO OJIHM3KH
TEXHUYECKH XapaKTePUCTHKU C MCKAHWUTE OT BB3JOKHUTENd a MMEHHO: TecT cbc crneuudpuuHocT
96,3% wu uyBcTBUTEITHOCT 93,9%..

[To mosunus 16.2 y4yaCcTHUKBT € MPEAOCTAaBWI JOMBIHUTEIHU OOSICHEHHS W H3BAIKU OT
KaTajo3u, OT KOUTO € BHUAHO, Y€ MPOAYKTHUTE OTTOBapsAT Ha H3UCKBAHUATA, 3aJOXKEHU OT
Bo3noxurens

ITo mosunus 17.1 Wsuckanero Ha Bw3nokutens e: Anti-CMV ELISA (IgM) - Tecr 3a
JMarHOCTHKA HA aHTH-YOBEIIKH IIMTOMETaJlOBUPYCHHM aHTUTENa OT Kiac M, CbBMECTHM C amapar
LKB 5060-006 (npmxunHa Ha BhIHATA 450 nm u 620 nm), xiaroden [gG/RF abcopbent, o 96 Tecra
B ONAKOBKA, UYyIELIU ce CTpumnoBe 1x8§ sMKH, oTuMTaHe Ha pesynratute ¢ cut-off. Makcumym 4
KOHTpoJH. V3IrbIHEHNE B paMKHUTE Ha HE TIOBeYe OT 2 yaca. TecThT Ja MpuTekaBa YyBCTBUTEIHOCT U
crieruduyHOCT He mo-Manku ot 98%. For in vitro diagnostic use only. Ot mpencraBeHust karaiora
€ BUJIHO, Y€ O(pepupaHUsT TECT € C UYBCTBUTEIHOCT 91%.

ITo mo3umms 17.2 WsuckBanero Ha Bw3moxurenas e: Anti-CMV ELISA (IgG) - Tecr 3a
JMAarHOCTHKA HAa aHTHU-YOBEIIKH [UTOMETATIOBUPYCHU aHTHTENa OT Kiac G, chBMecTuM ¢ anapat LKB
5060-006 (nbmkuHA Ha BBAHATA 450 nm u 620 nm), 10 96 Tecta B OMAaKOBKA, UYMEIIU CE CTPUIIOBE
1x8 siMku, oTunTaHe Ha pesyaTtarure ¢ cut-off . Makcumym 4 kontponu. 3nbiaHeHne B paMKUTE Ha
He ToBeue oT 2 yaca. TecThT 1a mpuTekaBa YyBCTBUTEIHOCT U CIIEIU(UIHOCT HE MO-Maiku oT 98% .
For in vitro diagnostic use only. Ot mnpencraBeHHs KaTajora € BUIHO, Y€ OQEpPHPAHUAT TECT € C
cnenuduanoct 97.5%.

[To mozummst 19 (1, 2, 3 u 4) — y4aCTHUKBT € MPEJOCTABUI JOMBIHUTEIHU OOSICHEHUS U
M3BAJIKM OT KaTaJlo3u, OT KOUTO € BUIHO, Y€ MPOIYKTUTE OTIOBApAT HA M3MCKBAHUSATA, 3aJI0KEHU OT
Bo3noxurens.

Komucusita nmpriema npeocTaBeHOTO OT YUYaCTHUKA OOSICHEHHSI ¥ TO JIOMYyCKa JI0 MO-HATaThITHO
y4JacTHe B IIpOIleypara.

[To mo3ummst 40.1 y4acTHUKBT € MPENOCTaBHI JOMBIHUTENHU OOSCHEHUS W HW3BAJKH OT
KaTajo3u, OT KOUTO € BHUAHO, Y€ MPOAYKTHTE OTTOBApSAT HA W3UCKBAHHATA, 3aJ0KEHH OT
Bo3noxurens.

ITo mosumus 40.2.. M3uckBanero Ha BB3IOkHUTENsd ¢ ELISA xur 3a mopommu IgG Avidity
determination: ELISA Ttect Habop, ¢ 10 96 Tecta B ONakoBKa, YyMNelld ce CTpHUIIOBE 1x8 sAMKH, C
BKJIIOUEHA ypea3a, IpU KOMTO OTYMUTAHETO Ce M3BBPILIBA MPH AbDKMHA Ha BhiaHaTa 450/620HM. OT
MPEJICTAaBEHUs] KaTajor € BHJHO, Y€ B OpEepUpaHHIT KUT JHUICBa MHPOpMAIUS 32 HATMYHETO Ha
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ypeasa 3a npoBexaane Ha Avidity TecT.

[To mosumms 42.1 y4yaCTHUKBT € MPEAOCTABWI IOMBIHUTEITHU OOSICHEHUS W W3BAIKU OT
KaTajgo3u, OT KOWUTO € BHJHO, Y€ TMPOIYKTUTE OTroBapsAT Ha W3UCKBAHUATA, 3aJI0KEHU OT
Bo3noxurens

Komucusita nmpriema npeocTaBeHOTO OT y4aCTHUKA OOSICHEHHS U IO J0IycKa J0 MMO-HaTaThUIHO
ydacTue B IpolLeaypara.

[To mo3unus 49. UsuckBanero Ha Bu3noxurens e: ELISA total IgE - 96 Tecra, na ceabpxka 4
KanuOpaTopu ¢ u3BectHa KoHIeHTparus Ha IgE B IU/ml B o6mactra 0-500 IU/ml, a ot npencraBeHus
OT y4acTHHKa Kartajior € BuaHo, e ce opepupa ELISA xonnentpamus Ha IgE B IU/ml B obnacrra 0-
400 1U/ml. Ot npencraBeHus KaTajaora € BUAHO, ue OQEepUPAHUAT TECT € ¢ KaTHOpaTopH ¢ M3BECTHA
konrenrpanus Ha IgE B IU/ml B o6acrra 0-400 1U/ml.

ITo mosunms 84: M3uckBaneto Ha Bb3noxkurens e: Twrprocku Habop 3a PCR, chabpxkany 2x
PCR 6ydep, Taq momumepaza tun Hot-start xumudeckn nHxuOupana npu temmepatypu <95C, B
KOHIIEHTpaUUs S5 eAMHULIA Ha MUKPOJIUTHP, 400uM cmec oT HykJIeoTUIn 1 SmM MarHe3ueB XJIOpHu;
HaJIMYEH KaTo rOTOB 32 paboTa pa3TBop ; omakoBka 10 100 peakuu ot S0 MEKpOIHUTpA.

Y4YacTHUKBT HE MPEJCTaBs MOMCKaHaTa My HH(OPMALIKA 32 ChAbPKAHUETO HA ThPTrOBCKUS HAOODP.

[To nmo3unus 87: M3uckBaneto Ha Bo3noxurens e: Kur 3a ppuHa exkcrpakius Ha BUpYCHA
PHK ot cepym™m, mna3ma, KpbB, TEJIECHU TEUHOCTU U 1p. 3a 50 peakuuu; KOJIOHHO-0a3upaH, cHabIeH
carrier RNA, cebuparennu enpysetku (2 ml), RNase-free Oydepu. OT npeacrtaBeHHTE OT y9aCTHHKA
00sICHEHHS € BUIHO, 4e B ohepupaHus KUT HE ce ChAbpika carrier RNA.

ITo no3unusa 89: U3uckBaneto Ha Be3noxxurens e: Kur 3a ppuna ekcrpakuus Ha BupycHa JIHK
OT JIMKBOP, CEPYM, YpPHHA U JIp. TesiecHU TeyHocTu B ooemu 10 200 mki. [lo 50 peakuuu/onakoBka;
KOJIOHHO-0a3upaH, cHa01eH ¢ nporenHasa K, mmsupain u muentn Oydepu u cp0upaTesHu enpyBeTKH;
KoiuuecTBO enyaT — Ao 100 Mki. B mpencrtaBeHuss OT y4acHHMKa KaTajlor € BHJIHO, Y€ JIMIICBA
nHpopManys 3a HATMYMETO Ha mpoTenHasa K.

[To mo3unusa 91: ydacTHUKBT € MPEJOCTaBUI JOMBIHUTEIHU OOSCHEHUS U H3BaJKU OT
KaTaJlo3u, OT KOUTO € BHUAHO, Y€ TNPOAYKTUTE OTroBapAT Ha M3UCKBAHUATA, 3aJOKEHH OT
Bu3noxurens. KoMmucusta npuema npegocTaBeHOTO OT y4aCTHHUKA OOSICHEHHS U TO JIOIMYCKa /0 IO-
HATaThHIIHO y4yacTHE B MpolielypaTa.

[To mo3unus 93: y4acTHUKBT € MPEAOCTABUI JOMBIHUTETHU OOSCHEHUS U U3BAJIKU OT KaTalo3H,
OT KOWUTO € BHUJHO, Y€ MPOJYKTUTE OTTOBapsAT Ha W3UCKBAHUSATA, 3QJI0XKEHU OT BB3moxuTens.
Komucusita mprema mpenocTaBeHOTO OT y4acTHUKA OOSICHEHHsI M TO JIOMYCKa /0 MO-HATaTBIIHO
ydacTue B Ipoleaypara.

[To nosumuu 158.3, 158.4, 158.5, 158.8 : y4yaCTHMKBT € MNpPEAOCTaBWJI JONBIHUTEIHU
OOSICHEHUSI ¥ M3BAJIKU OT KaTaJ03HM, OT KOUTO € BUIHO, Y€ MPOJYKTUTE OTIOBAPST HA U3MCKBAHUATA,
3aJ10KeHU OT Bb3noxurensi.

[To mo3umus 158.6. UsumckBaneto Ha Bw3moxwurens e: OOpaborena ¢ DEPC Boma 3a
MOJIeKYJIsIpHA TUarHoctuka, 6anka g0 100 mu. OT mpeacTaBeHHs KaTajior € BHAHO, Y€ opepupaHus
npoaykT € B 6anka 500 mi.

C ornex Ha ropeusokKEHOTO M Ha ocHOBaHue wi. 69, an. 1, 1. 3 or 30Il u umaiiku npeasua
3aJI0’KEHOTO OT BB310oXkuTENs M3MCKBaHE KbM YYaCTHHUK B IpoOLEAypara, KOWTO KaHIWIATCTBa 3a
000CcO0eHH TO3HIINU C TTOATO3UIINY, J]a IPEICTaBU odepTa 3a BCHUKH MOAMO3UIIMAN Ha 000co0eHaTa
MTO3UITUS, KOMHCHSITA TTpeijlara yuacTHUKA 32 OTCTpaHsIBaHe OT Mpoleaypara mo nosumun: 16, 17, 40,
49, 84, 87,89 n 158.

7.,Punakom*“ EOO/I. KomucusTa e norckana pa3sicHEHUE BbB Bpb3Ka C I0/aJieHaTa OT YYaCTHHUKA
TeXHHYeckara odepra mo mporeaypara ¢ mucmo - u3x. Ne 1000-395/11.06.2015 r. Y4acTHUKBT €
IpeACTaBHII pa3sicCHeHne ¢ mucMo - BX. Ne 43/18.06.2015 r.

[To mo3unus 16.1, y4acCTHUKBT € MPEeIOCTaBIII JOITBIHUTEIHN O0SCHEHHS 32 KOHCTaTUPAHOTO
pa3MUHaBaHE MEXAY NPEAOCTaBEHaTa TEXHUUECKA XapaKTEpUCTUKa U Karanora. Komucusra npuema
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IIPEJOCTAaBEHOTO OT YYaCTHUKA OOSICHEHUS U I'O JOMYCKa /10 T0-HATaThUIHO Y4acTHE B IIpOLeAypaTa.

[To mo3umms 16.2. yyacHUKBT OOSICHsIBA, Ye O(EepPUPAHUAT IPOAYKT MOXKE Jla Ob/ie OTYETEH Ha
BCEKH amapaT 3a CeKTpOo(OTOMETPUYHO JIeACKTUPaHEe Ha MUKPOTUTHPHH IIJIAKU C PEXUM Ha pabdora
npu 450 HM ABDKUHA Ha BbIHATa U pedepeHtHH (uiarpu 3a 630/620 HM IBIDKMHA HA BBIIHATA.
VY4acTHUKBT HE J1aBa OOsICHEHHE 3a Pa3MHMHABAaHETO B ITOCOYEHUS B TEXHUYECKATa XapaKTEpPUCTUKA
KatajokeH HoMep Ha mpoxaykra (kat.Nel201-11 ) u To3u HOMEp B TeXHHMYECKaTa Crenu(UKaIms
(xat.Ne EG 112), kakTo ¥ 3a pa3MHHABaHETO MEXIy OTYUTAHETO HAa KOHTpoauTe (2 KOHTpoiu u 4
KanuOparopa), MOCOYCHUTE B MPEJIOKEHUS KaTallor, U Te3M B TEXHUYECKAaTa XapaKTEepUCTHKA, B
KOSITO U3UCKBAHETO € MAaKCUMYM 4 KOHTPOJIH.

[To no3uuma 17.1 m 17.2 y4aCTHUKBT € MpPEeIOCTABUII JONBJIHUTEIHH OOSICHEHHs 3a
KOHCTaTUPAHOTO pPa3MHUHABAaHE MEXAY IpeIOoCTaBeHaTa TEXHMUYECKAa XapaKTepUCTHKAa M Karajiora.
Komucusara nmpuema npeaocTaBeHOTO OT Y4acTHHKA OOSCHEHHs U ro JIOIycKa JO MO-HaTaThLIHO
ydacTHe B IIpoIeaypara.

ITo mo3uruu 18.1 u 18.2 yyacTHUKBT MpeaoCTaBsi MPOTOKOJ 3a yIoTpeda Ha MPEeaJIOKEHUTE
OT HEro MpOAYKTH, B KOMTO HE ce OTKpHBA M3UCKBaHAaTa MH(POPMALUSI TECTOBETE 1a OBJAT caMo 3a
in Vitro TMarHOCTUKA, KAKBOTO € U3UCKBAHETO Ha BB3JIOKHUTEIIS.

[To mo3ummst 34.2, y9acCHUKBT € MPEACTaBUI TEXHUYECKUTE XaPaKTEPUCTHUKU Ha OpepupaHHs
IPOXYKT, OT KOMTO € BMJHO, Y€ MMa pPa3MUHABaHE MEXAY H3UCKBAHETO Ha BB3JIOXKHUTENA 3a 1
MOJIOKUTENTHA W 1 OTpHIIaTeHa KOHTpOJa, a OQepHpaHusi MPOAYKT c€ OTYUTAa Bh3 OCHOBAa Ha 4
KamopaTopa.

[To mosumus 40.2, y4yaCHMKBT MOTBBPKIaBa, 4ye odepupaHusi MPOIYKT HE OTroBaps Ha
TeXHHUYecKara creun@uKkanus 3ajokeHa oT Bb3JoxkuTens, a uMeHHo: ELISA kur 3a mop6wu IgG
Avidity determination: ELISA tect Habop, ¢ 10 96 Tecta B ONaKkoOBKa, YyNellu ce cTpumoBe 1x8
SMKH, C BKJIIOYEHA ypeas3a, NpPH KOHTO OTYMTAHETO C€ HU3BBpIIBA MPH IbJDKMHA Ha BBIHATA
450/620uMm. Texnnueckn u3nckBanus: Hannure Ha cepTuuKkar 3a Ka4eCTBEH KOHTPOI.

[To mo3unust 54: y4acTHUKBT € MPEJOCTABMII KaTajor, B KOMTO € IOCOYEHO, Y€ TECThT €
0a3upan Ha UMyHOXpoMaTorpadcku nmpuHuun. Komucusita mpuema npenocTaBeHOTO OT yJaCTHHKA
O0SICHEHHUS U I'0 JIONYCKa JI0 I0-HATaThIIHO yYyacTHe B MPOLEAypara.

[To mo3unms 55: y4aCTHHKBT € MPEJOCTABHII KATAJIOr, B KOUTO € MOCOYEHO, Y€ TECTHT €
06a3upaH Ha MMyHOXpomarorpacku NpuHIMI. B mpencraBeHus katajor o0adye He ce OTKpHUBA
uHboOpManMsg 32 BPEMETO M TeMIlepaTrypara 3a TPOBEKIAHE Ha TeCTa, KAaKBOTO € HMCKAHETO Ha
BB3JI0KHUTENS, KAKTO U MH(OpMAIUs 32 MPOBEXkKAaHEe HA TecTa 0e3 HEOOXOIUMOCT OT JOMbIHUTEIHU
CTBITKA ¥ KOHCYMaTHBH.

ITo mo3umus 61: y4aCTHMKBT € MPEJOCTaBWJI JIONBIHUTEIHU OOSCHEHHs 3a KOHCTATHPAHOTO
pasMHHaBaHE MEX]y TPEAOCTaBeHATa TEXHUYECKa XapaKTEepUCTHKa U Karanora. Komucusra mpuema
MPEJOCTAaBEHOTO OT YYaCTHUKA OOSICHEHUS M I'O JIOMYCKa J10 0-HATaThLIHO Y4acTHE B MIPOLeAypaTa.

[To mosumust 64: Y4YacTHUKBT € TPEJOCTaBMJI WHCTPYKIMM 32 YIMOTpeda W JIOIMBIHUTEIHU
MaTepHaiy 3a oeprupaHus MPOAYKT, B KOUTO ca IOCOUEHH MapaMeTpUTe U3MCKBAHU B TEXHUUYECKATa
cenuuKanus 3aJ0)keHa OT BB3NOkUTeNs. Komucusita mpueMa NpeaocTaBeHOTO OT YYacTHHKA
OOSICHEHHS U T'o JIONYCKa JI0 O-HATaThIIHO yyacTHe B MpoLeaypara

[To mo3unus 65: YyaCcHUKBT € MpeAocTaBUi Karajor, B KOHTO € MOCOoYeH Oposi Ha TECTOBETE
ChIBpIKALIM ce B ornakoBkara.Komucusita mpuema npeipocTaBeHOTO OT y4YacTHHKa OOSICHEHHUS U TO
JOMyCKa J0 T0-HAaTaThITHO yJacTHe B MPOIeaypaTa

[To nmo3unumsa 71: y4acTHUKBT € MPEeNOCTaBWI KaTajor 3a paboTa ¢ TecTa M JOIMBJIHUTEITHH
OOSICHEHHsI 332 KOHCTAaTHPAHOTO pa3MHHABaHE MEXAY IIOCOYCHHS B Karajora OpoW TEeCTOBE H
UCKaHUTE B TexXHUuYeckaTa creuu¢pukanus.Komucusta npuema mnpeaocTaBeHOTO OT YyJYacTHUKA
OOSICHEHHS ¥ TO JIOMyCKa JI0 TI0-HATATHITHO y4acTHE B MPOIIEAyparTa.

[To mo3ummst 94: y4acTHUKBT € MpEACTaBHII MPOTOKOJI 3a ynorpebda, B KOMTO ca YHNOMEHATH
BCHUYKH TIPHJIOKEHHUS Ha KHUTa, OT KOETO CTaBa sICHO, Y€ TOW HE OTroBapsl Ha HM3WUCKBAHETO Ha
BB3JI0KHUTENS, @ UMEHHO: KHT 3a ekcTpakius ¢ eHOBpeMeHHa n3onanus u npeurcreane Ha JJHK or
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CBEXH WM 3aMpa3eHH MpoOU OT cCepyM, JTUKBOP, OMOTICHYHU MaTepuaiu u ¢pekamnu npodu. [Ipuronen
3a 250 mpobwu.

ITo mo3unusa 121: y9acTHUKBT € MPEJOCTaBWII JOMBJIHUTEIHN OOSCHEHHUS 32 KOHCTaTHPAHOTO
pa3MuHaBaHe MEXAY NpPeAoCTaBeHaTa TEXHUUECKa XapaKTepUCcTUKa U Karanora. Komucusra npuema
MPEIOCTABEHOTO OT YYaCTHHUKA OOSICHEHUS U TO JOMycKa JI0 MO-HATaThIIHO y4acTHe B MpoLieIypaTa.

[To mo3umms 122: y4acTHUKBT € MPEIOCTABUI JOMBIHUTETHH OOSCHEHHS 32 KOHCTaTHPAaHOTO
pa3MuHaBaHe MEXAyY MpeAocTaBeHaTa TEXHHUUECKa XapakTepucTuka u karanora. Komucusra npuema
IIPEIOCTABEHOTO OT YYaCTHHUKA OOSICHEHMS U T'O AOIyCcKa J10 I0-HATaThUIHO YYacTHE B MPOLIEIypaTa.

ITo mo3umus 128.4, 128.5, 128.6, 128.7, y4aCTHUKBT € NPEAOCTABIII JOITBIHUTEIHU O0SCHECHUS
32 KOHCTaTHMPAaHOTO pa3MHUHABaHE MEXIYy IPEJ0CTaBeHaTa TEXHUYECKA XapaKTepUCTUKA U KaTallora.
Komucusara mpuema npeaocTaBeHOTO OT YYacTHHKA OOSCHEHHS W IO JIOMyCKa J0 IMO-HAaTaThLIHO
ydacTue B Ipolieaypara.

ITo nmo3unus 140: y4acTHUKBT € MPEIOCTABUI JOMBIHUTEIHN OOSACHEHHS 32 KOHCTaTHPAHOTO
pa3MrHaBaHe MEXAyY MpeAocTaBeHaTa TEXHUUECKa XapaKkTepucTuka 1 karanora. Komucusra npuema
IIPEIOCTABEHOTO OT YYaCTHHUKA OOSICHEHMS U T'O AOIycKa JI0 I0-HATaThUIHO YYacTHE B MpOLieypaTa.

[To mo3unust 174.2, y4acTHUKBT 3asBsIBa, 4€ € JOMyCHATa TEXHUYECKA IPEIIka MPH BHBEXKIAHETO
Ha karanoxaus Homep Ne PET90050, u ocouBa katanioxken Homep Ne PET90150 3a odepupanus ot
HEro MpoAyKT. B mpemocraBeHuss OT y4yaCTHHKA KaTallol HE C€ OTKpHUBA MPOJYKT C MOCOYEHHUS
KaTaJo)KeH HOMEP, OT KOETO HE CTaBa SCHO /Il TOM OTroBaps Ha M3MCKBAHETO Ha BB3JIOKUTENS, a
uMenHo: IlerpueBn Omrofa OT BHUCOKO MpO3payeH MONUCTUPEH; S5MM X 14MmMM. crepuiHw,
€IHOKPATHH, IM1aJKu (0€3 BhTPEIIHN WK BHHIIHM pazaenurtenn); 1o 20 Op. B omak.

[To mosunus 175, y4acHMKBT € MPEACTaBUI CBHIIUTE KaTajio3u, OT KOHTO € BHUIHO, ue
o(eprpanuTe IPOAYKTH HE OTTOBAPAT HA N3MCKBAHUATA HA BH3JIOKUTEIS, & UMEHHO:

175.1.: uckanero Ha BB3NOXUTENs €: CTEpWIHM IUIACTMACOBH TaMIIOHH B IUIaCTMAacoBa
ernpyBeTKa ChC cpena Ha Amies ¢ BbIVIeH, 150 Ha 2.5 MM, ¢ mamMy4eH HAaKpailHWK, WHIUBUIYaTHO
orakoBaHU. B mpencTaBeHus Katajor He ce OTKpUBa WH(OpMaIKs 32 HATMYUETO HA BBIJICH, KAKTO €
3aJI0)KEHO B TEXHMYECKaTa XapakTepuctuka. ChblIO0 Taka MMa pa3MHUHABaHE MEXIY IOCOYEHUS B
Karajora HaKpailHUK OT PaioH, T0KAaTO U3UCKBAHETO B TEXHUYECKATA XapaKTePUCTHKA € HaKpailHUKa
Jla € TaMy4eH.

175.2.: uckanero Ha BB3J0XKUTeNd €: CTEpUIHA TaMIIOHHU C IJACTMAacoBa JPHXKKA, C MaMydeH
HakpaiiHuK, 16 cm, B muiactMacoBa enpyBeTka cbc cpena Ha Crtroapt, 0e3 BBIJIEH, UHAMBHUIYaIHO
omakoBaHu. MMa pa3MuHaBaHe MeXAy IOCOYEHHsS B Karajora HaKpailHUK OT paloH, JIOKaTo
M3HMCKBAHETO B TEXHHUYECKaTa XapaKTepUCTHKA € HakpalHuKa J1a € mnamydeH. ChIIo Taka uMa
pa3sMHHaBaHE MEX/Yy MMOCOYEHHUS B Karajora pasmep Ha TamrioHa — 150MM, JOKaTo M3UCKBAaHETO B
TEXHUYECKaTa XapaKTepUCTHKa € AbJKUHATa Ja € 160mMm.

175.3.: uckaneto Ha BB3NOkHUTENS e: CTEpUITHN TAaMIIOHU C IJIacTMacoBa Jpbxkka, 150 Ha 2.5
MM, C IaMy4y€H HaKpallHUK, UHAMBHUIyaJIHO OMaKoBaHH, Oe3 TpaHCHoOpTHa cpena. Mma pazMuHaBane
MEXJy IocoueHaTa B KaTajora JbpBEHa JPbXKKa, JIOKaTO M3HCKBAHETO B TEXHUYECKaTa
XapaKTEepUCTHKA € JpbXKKaTa J1a € I1acTMacoBa.

175.4.: uckaneto Ha BB3NOkUTENs e: CTEpUITHU TaMIIOHHU C IJIacTMacoBa Jpbxkka, 150 Ha 2.5
MM, C TaMy4yeH HakpalHMK B €NMpyBeTKa, WHIAMBUAYAIHO OMAaKOBaHW, 0€3 TpaHCIOpPTHA cpena. B
MIpeJICTaBEHUs KaTalloT He ce OTKpuBa MH(popmalus 3a pa3Mepa Ha TaMIIOHA, BUJIa HA HaKpallHUKa U
MaTepuasa Ha JpbiKKaTa.

175.5.: uckaHeTo Ha BB3NOXKUTENS €: TaMIOHM C TUIACTMAcOBa APBKKA, MPHUKpPENaHa KbM
Kalaykata Ha IJJacTMacoBa emnpyBeTKa 0e3 XpaHHWTeNnHa cpeia. B mpeacraBeHus karajaor HE ce
OTKpuBa MH(pOpMANUS 3a TOBA, Al JPHKKAaTa HAa TaMIOHA € TpPUKpErneHa KbM KamadykaTa Ha
enpyBeTkara. ChIllo Taka He ce OTKpHBa MH(OpMalKs 3a BUJIa Ha MaTepHalia Ha JIpbKKaTa.

175.6.: uckaneTo Ha Bb3nOXuUTeNs €: CTepUIHNA TaAMIIOHH C TJIACTMACcOBA JAPBKKA, C HAKPAMHHUK
OT JTaKpOH WJIM PalloH B €MPYBETKA, CTEPUIHHU, C TPAHCIOpPTHA cpera 3a uioiupane Ha JIHK B
enpyBeTKaTa, HHAWBHUYyaTHO ONMaKOBaHU. B mpeacTaBeHuUs KaTalor He ce OTKpuBa MH(oOpManus 3a
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BHJIa Ha MaTepuasa Ha ApbxkkaTa. ChlIo Taka HE ce OTKpUBa MH(pOpMalLMs 3a BUJA HA HaKpailHHKa
(makpoH unu paiion). ChIllo Taka He ce OTKpUBA HH(OpMAIHs 32 HAIMYMETO Ha TPAHCIIOPTHA cpenia B
ernpyBeTKaTa.

175.7.: uckanero Ha Bb3nOxkuTeNsA €; CTEPUIHA TAaMIIOHH C IUIACTMAcOBa JIPHXKKA, C TaMy4eH
HaKpallHUK B €MpyBeTKa C AUaMEThp Ha OTBOpPaA HE MO Maibk OT 11 MM M ABDKMHA HE MO MajKa OT
145 mm, crepuiiHu, 06€3 TpaHCIIOPTHA Cpela B €NpyBeTKa. B mpencraBeHus karaior HE ce OTKpHBa
nH(popmMalyd 3a BIIa Ha MaTepuaia Ha Jpbxkkara. Cblo Taka He ce OTKpUBa UH(OpMalus 3a Buaa
Ha HaKpaliHMKa U 3a pa3Mepa Ha TaMIIOHa.

ITo nmo3unus 179.4.: y4acHUKBT € MPEACTABUI KAaTaJOT, OT KOUTO € BUAHO, Y€ O(epupaHusiT
MPOJAYKT HE OTrOBapsAT Ha M3HUCKBAHUATA Ha BB3JOKUTENS. YYAaCTHUKBT odepupa KOHTEHHepH 3a
OMOJIOTMYHU OTHAABIM ¢ 00eM 3 JI., a U3UCKBAHETO HA BB3NOKUTENS ¢: KoHTeliHepu 3a OMOIOrHuHI
OTIIambIM - 00eM 1,5 1.

[To mo3unus 188: y4acTHUKBT € MPEAOCTABWII JOMBIHUTEIHU OOSCHEHHS 32 KOHCTATUPAHOTO
pa3MrHaBaHe MEXAyY MpeAocTaBeHaTa TEXHUUECKa XapaKkTepucTuka 1 karanora. Komucusra npuema
MPEA0CTaBEHOTO OT YYaCTHUKA OOSICHEHUS U TO JAOIYCKa JI0 MO-HATATBIITHO y4acTHE B MpOLeaypara.

[To mo3unusa 189: y4acTHUKBT € MPEAOCTaBUI JOMBIHUTEIHU OOSCHEHHs 32 KOHCTATUPAHOTO
pa3MHHaBaHE MEXY NMPEI0oCTaBeHATa TEXHUUECKAa XapaKTEepUCTHKa U Kataiora. Komucusara npuema
MIPEIOCTAaBEHOTO OT YYaCTHHUKA OOSICHEHUS U TO JOIYCKa JI0 MO-HATATHIIHO y4acTHe B MPOIIeIypaTa.

C orznen Ha TOpeusNIOKEHOTO U Ha ocHoBaHue wi. 69, an. 1, 1. 3 ot 30I1 u umaiiku npeaBu
3aJI0’K€HOTO OT Bb3nokuTesns M3MCKBaHE KbM YYAaCTHHK B IMpoLEAypara, KOWTO KaHIWJIATCTBa 3a
000COOCHY TO3HIINY C TIOIITO3UITNH, JIa TTPeIcTaBu odepTa 3a BCUUKH MOIIO3UIIMHHA Ha 000co0eHaTa
MO3ULIMS, KOMUCHSATA MpEeJIara y4aCTHUKA 3a OTCTPaHsABaHE OT MpoueaypaTa 1o nozuuuu 16, 18, 34,
40, 55,94, 174, 175 u 179.

8. ”Ec I:xxu IIu buo Maiinamukc” OOJl. Komucusta e mouckana pa3siCHEHHE BBB BPB3Ka C
nojajaeHaTa OT y4acTHHKAa TeXxHMueckata odepra mo mporenyparta ¢ mucmo - u3x. Ne 1000-
396/11.06.2015 r. Y4acTHHKBT € MPEACTABHII pa3siCHEHHE ¢ mucMo - BX. Ne 44/18.06.2015 r.

[To mo3unusa 153: y4acTHUKBT € MPEAOCTaBUI JOMBIHUTEIHU OOSICHEHHs 32 KOHCTATUPAHOTO
pa3MHHaBaHe MEXY MPeIoCTaBeHAaTa TEXHUUECKa XapaKTEepUCTHKa U KaTtaiora. Komucusara npuema
MPEIOCTABEHOTO OT YYaCTHHUKA OOSICHEHMS U TO JOMYyCKa JI0 MO-HATATHIITHO y4acTHe B MPOIIeIypaTa.

[To mo3unusa 155: y4acTHUKBT € MPEJOCTABWII JOMBIHUTEITHNH OOSCHEHHUS 32 KOHCTaTUPAHOTO
pa3MHHaBaHE MEXY NMPeJOCTaBeHAaTa TEXHUUECKA XapaKTepUCTHKa U Kartanora. Komucusara npuema
MPEA0CTaBEHOTO OT YYaCTHUKA OOSICHEHUS U TO JAOIYCKa JI0 MO-HATATHITHO YYacTHE B MPOIeyparTa.

[To mo3umuss 160: mckaneto Ha BB3NMOXUTENs €: be3BpenHo ¢nyopecrenTHo Oarpuio 3a
Busyanusupane Ha JIHK u PHK, 3amecturen Ha eruaueBuss Opomuia, 3a arapo3Hu H
MOJIMaKPUIIAMUIHU TeJI0BE, CTAOUITHO MPH CTaliHa TeMIepaTypa, MaKkc. CIIEKThp Ha eMUTHPAHE OKOJIO
600 uM, omakoBka 1m0 0,5 mui. B mpencraBeHus: OT yyacTHHUKA KaTaJloOr € BUIAHO, Y€ MaKCHUMAaJTHH
CHEKThp HA eMUTHpaHe Ha OarpmioTo e 530 HM.

C oruen Ha TOPEU3TOKEHOTO M Ha OcHOBaHWE Wi. 69, an. 1, 1. 3 ot 30I1 xomucusara npexaara
YYaCTHHKA 33 OTCTpaHsIBaHE OT mpoueaypara no no3umus 160.

9. ,,®@0T” OO/l Komucusta e momckaiga pa3sCHEHHE BbB Bpb3Ka C IOJajieHaTa OT y4acTHHKa
TeXHHYeckara odepra mo mporeaypara ¢ mucmo - u3x. Ne 1000-397/11.06.2015 r. Y4acTHUKBT €
IpeICTaByII pa3siCHeHHe ¢ mUcMo - BX. Ne 45/18.06.2015 1.

[To mo3urus 85: UCKaHETO Ha BB3NOKUTENSA €: MuKc 2x 3a 6bp3a u Bucoko cneunduuna Hot
start PCR peakuus B obem ot S0Mxi chabpxany: Bendukn HEOOXOAMMH KOMITOHEHTH 32
myntuiuiekcHa PCR peakius, BkitouutenHo O0ydep 3a TMpeKTHO HakamnBaHe Ha rei. OmakoBKa 10
1000 peakuuu. B mpeacraBeHOTO OOSICHEHHWE YYAaCTHMKBT 3asBsiBa, 4e B Opourypure  Ha
MIPOM3BOIUTEIS JIMTICBA ThpceHaTta wHpopMarus, kacaema Oydep 3a TUPEKTHO HAKaIllBaHE, MOPaIH
KOETO He cTaBa SICHO Jainu odepupaHus MPOAYKT OTroBaps Ha H3UCKBAHUATA, 3aJOXKEHU OT
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BB3JIOKUTEIIS.

[To mo3unus 122: y4acTHUKBT € MPEAOCTABWII JOMBIHUTEITHH OOSICHEHHS 32 KOHCTaTHPAaHOTO
pa3MrHaBaHe MEXAY MpeAocTaBeHaTa TEXHUUECKa XapakTepucTuka U karaiora. Komucusra npuema
MPEAOCTaBEHOTO OT YYaCTHUKA OOSICHEHUS U TO JAOIYCKa JI0 MO-HATATHITHO YyYacTHE B MpOLeaypara.

[To mo3unust 123.4: y4yacTHUKBT € IPEIOCTaBUI JOMBIHUTEIHN O0SCHEHHS 32 KOHCTaTUPAHOTO
pa3MHHaBaHe MEX]Y MpeJocTaBeHaTa TEXHUUECKa XapaKTepUCTHKa U Katanora. Komucusara npuema
MPEIOCTABEHOTO OT YYaCTHHUKA OOSICHEHUS U TO JOMycKa JI0 MO-HATaThIUIHO y4acTHE B MpoLieIypaTa.

ITo nmo3unus 158.7.: uckaneTo Ha BB3NOKUTENA ¢: DiryopeciieHTHO Garpmiio 3a Real-time PCR,
anrepHaruBa Ha SYBR Green I, crabunnoct npu 4°C, konmneHtpanus 10 20X, Makc. CIIEKThp Ha
emucus 530 HM. B mpencraBeHOTO 00sICHEHHE YYaCTHUKBT 3asBsiBa, Y€ MPEAJIOKEHOTO OT TAX
Oarpuiio ce usmnoi3Ba ycremHo u 3a Real-time PCR, HO npu HampaBeHa OT KOMHCHsATA NMPOBEPKa B
caiiTa Ha IPOU3BOAUTEIISA CE YCTAHOBH, Y€ JIMIICBA MHCTPYKIHS 3a yroTpeba mpu Real-time PCR.

[To no3unus 166:

166: (mommoswmmu 3, 4, 5, 8, 10, 12 u 14). y4acTHHUKBT € MPEIOCTABHI JOMBIHHTEIHU
00sICHEHUS 32 KOHCTATHPAHOTO Pa3MUHABAHE MEKY MPEIOCTABEHATa TEXHIUUECKA XapaKTePUCTHKA U
karajora. KoMmucusita mpuema mperocTaBeHOTO OT y4acTHHKA OOSICHEHHS U TO JOMYyCKa JI0 MO-
HATaTBITHO YYaCTHE B MPOIEaypaTa.

166.9.: y4acTHUKBT € MPeIOCTaBHII JOMBIHUTETHN O0SICHEHUS 32 KOHCTATUPAHOTO Pa3MUHABaHE
MEXIy TIpeJoCTaBeHaTa TEXHHUYECKa XapakTepucTuka u  Karamora.Kommcusita mnpuema
MIPEIOCTABEHOTO OT YYaCTHHUKA OOSICHEHUS U TO JAOMYyCcKa JI0 MO-HATATHIIHO y4acTHe B MPOIIeypaTa.

ITo mo3unus 168.1.: yYaCTHUKBT € NMPEAOCTaBUII AOI'BIHUTEIHN OOSCHEHUS 332 KOHCTaTUPAHOTO
pa3MrHaBaHe MEXAY MpeAoCTaBeHaTa TEXHHUUECKa XapakTepucTuka U karanora. Komucusra npuema
MPEA0CTaBEHOTO OT YYaCTHUKA OOSICHEHUS U TO JOIYCKa JI0 MO-HATATHIITHO YYacTHE B MPOIEaypaTa.

I1o mo3unus 169:

169.2.: uckaHEeTO Ha BB3IIOKHUTENSA €. XPOM-HUKEJIOBH Ho3era ¢ pasMep Ha yxoro: 2mm(0,005
ml). B mpencraBeHOTO OT YYaCTHUKHT OOSCHEHHE CTaBa SCHO, Y€ O(EpUpaHHUs MPOIYKT
IIPEACTABIISIBA XPOM-HUKEIIOB HakpaWHUK 3a io3era. Komucusatra npuema NpenocTaBeHOTO OT
y4acTHUKa 00sSCHEHUS U 0 JIOMYCKa JI0 MO-HATATHIIHO y4acTHue B MPOLeAypara.

169.5.: wuckanero Ha BB3NOXKUTENs ¢: CrepwiHU Ho3eTa 3a eIHOKparHa ymorpebda, 10 Mk,
WHIUBUAYAIHO OMNAaKOBaHW. B MpeAcTaBeHOTO OT YYaCTHUKBT OOSCHEHHE CTaBa SICHO, 4Ye
odepupanus MPOAYKT € B omakoBkU OoT 50 O6posi. Komwucusita mprema mpenocTaBeHOTO OT YYaCTHHKA
00sICHEHUS ¥ T'0 JIOMYCKa 70 MO-HATaTHIIHO Y4acThe B poIeaypara

ITo mo3unus 169:

169.6.: uckanero Ha Bb3NOXHUTENS €: rnn 3a MUKpOOHOJIOTHYHU TTOCEBH, CTEPUITHU, €THOKPATHU; OT
I'bBKAB TOJUCTUPEH, OBDKMHA Ha Ooma 200mm, nuamersp no 1.5mMM. B mpeacraBeHoTo OT
YYaCTHUKBT OOSICHEHHE CTaBa SICHO, Y€ odepHupaHus MPOAYKT € ChC CTaHJAPTHU pa3MepH, OT KOETO
HE CTaBa SICHO JaJIM T€ OTTOBAPST HA U3UCKBAHETO HA BH3JIOKHUTEIS.

169.8.: wuckaHeTo Ha BB3NOXHUTENS € HoXuIM XUpypruyHu: HephxkaaeMa CTOMaHa, Ab/hkuHa 140
MM. B mpencTtaBeHOTO OT yY4acTHHKBT OOSICHEHHE CTaBa SCHO, ue ¢gupmarta odepupa MPOIYKT C
paszmep 130 mm.

169.9.: wuckaHeTo Ha BBIIOKHTENSA €. HoXHMIM XUPYpPrudHH: HephXkKaaeMa CToMaHa, ab/hkuHa 200
MM. B mpenctaBeHOTO OT y4acTHHKBT OOsSCHEHHE CTaBa sICHO, 4e (upmara odepupa MPOIYKT C
pazmep 160 mMm.

169.13.: yyaCTHHKBT € MPEIOCTABUI JOMBIHUTEIHU OOSCHEHHUS 32 KOHCTATHPAHOTO pPa3MHHABAHE
MEXIy TIpeJIoCTaBeHaTa TEXHWYECKa XapaKTepucThuka © KaTtajora. Komwucusta mnpuema
MPEIOCTABEHOTO OT YYaCTHHUKA OOSICHEHHUS.

169.14.: y9aCTHHKBT € TPEIOCTABHII JOIBIHUTEIHN OOSICHEHUS 3a KOHCTATUPAHOTO pa3MUHABaHE
MEXAy TMpelocTaBeHaTa TEeXHUYECKa XapaKTepUCTHKa U Kartanora. Kommcuara mpuema
MPEAOCTaBEHOTO OT YYACTHUKA OOSICHEHUSI.

169.16: y4acTHUKBT € MPENOCTABHII TOMBIHUTETHU OOSCHEHHUS 32 KOHCTATUPAHOTO pPa3MHHABAHE
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MEXIy IMpelocTaBeHaTa TEeXHUYECKa XapaKTepucTuka M Kartamora. Komwucusara mnpuema
MPEIOCTABEHOTO OT YYaCTHHUKA OOSICHEHHUS.

[To mo3urust 176.1.: y4aCTHUKBT € MPEIOCTABUI JOMBIIHUTEITHN O0SCHEHUSI 32 KOHCTAaTUPAHOTO
pa3sMHHaBaHe MEX]Y MpPeJoCTaBeHAaTa TEXHUUECKa XapaKTepUCTHKa U Katanora. Komucusara npuema
MPEIOCTABEHOTO OT YYaCTHHUKA OOSICHEHHSI U IO JOITycKa JI0 MO-HATaThIUIHO y4acTHe B MpoLieIypaTa.

[To mo3unus 177: y4acTHUKBT € MPEAOCTABWII JOMBIHUTEITHN OOSICHCHHS 32 KOHCTAaTHPAHOTO
pa3MuHaBaHe MEXAyY MpeAocTaBeHaTa TEXHHUUECKa XapakTepucTuka u karanora. Komucusra npuema
MPEIOCTABEHOTO OT YYaCTHHUKA OOSICHEHHMSI U TO JOITyCKa JI0 MO-HATATHIITHO y4acTHE B MPOIIEIypaTa.

Ilo mo3umusa 179:

179.1.: y4acTHUKBT € MPEAOCTaBUJ JOMBIHUTEIHU OOSCHEHHUS 3a KOHCTaTUPAHOTO pPa3MHHABAHE
MEXIy TMpeJoCTaBeHaTa TEXHUYECKa XapaKTepucTuka ©  kataiora. Komwucusta mnpuema
MIPEIOCTABEHOTO OT YYaCTHHUKA OOSICHEHHUS.
179.4.: uckanero Ha BB3NOXKUTENs e¢: KoHTeilHepu 3a OwonoruyHM oTmaabuu - obem 1,51. B
MIPEJICTAaBEHOTO OT YYACTHUKBT O0SICHEHHE CTaBa sICHO, 4e odepupaHusi IpoAYyKT € ¢ 0bem 3.

[To mo3unus 180:
180.1.: uckanero Ha Bb3NOkHUTENS €: KprokyTun moaxonsmu 3a enpyBeTku ot 1.5mi u 2mi 3a 100
eIPYBETKH, U3PAOOTCHH OT MOJMIIPONHIICH, BUCOYMHA 10 6.5CM M3IBPKIMBU HA TEMIIEPATypH OT -
130C mo 121C. B mpeacraBeHOTO OT YYacCTHHKBT OOSICHEHHE CTaBa $ICHO, 4e odepupaHuTe
KpUOKYTHH ca 3a 81 enpyBeTKH.
180.2.: uckanero Ha BB3NOXkUTeNsd e: KapToHeHH KpUOKYTHH 3a KpuoempyBeTKd oT 2 mu 3a 100
eNpPyBETKU. B mIpeIcTaBeHOTO OT yYaCTHUKBT OOSCHEHUE CTaBa SICHO, Y€ OpepupaHnTe KPUOKYTHUH Ca
3a 81 enpyBeTKH.

[To mo3unusa 182: yyaCTHUKBT € MPEeAOCTaBUII JOIBIHUTEIHH OOSICHEHHS 3a KOHCTATUPAHOTO
pa3MHHaBaHe MEX]y MpeJoCcTaBeHaTa TeXHUYECKa XapaKTepPUCTHUKAa M KaTajiora, OT KOUTO € BUJHO,
ge odepupaHus MPOAYKT OTroBaps Ha HW3WCKBAHUAT Ha BB3IOKHUTENs. Kommcusara mpuema
MPEIOCTABEHOTO OT YYaCTHHUKA OOSICHEHUS U TO JAOIMYyCKa JI0 MO-HATATHIIHO y4acTHE B MPOIleypara.

C orznex Ha ropeusIOKEHOTO M Ha ocHoBanue 4wi. 69, an. 1, 1. 3 or 30Il u umaiiku
MpEeIBUIl 3alI0KEHOTO OT BBb3NMoKuTens H3UCKBaHE KbM YYAaCTHUK B MpOLEAypara, KOWTO
KaHAUJaTcTBa 3a 000COOCHM TO3WIMKM C TIOATIO3UIMHU, Ja TpeiacTaBu odepra 3a BCHUYKHU
MOMATMO3UIIMUU Ha o0ocoOeHaTa MO3WIMSA, KOMHUCHUSATA Mpenjara y4acTHHKAa 3a OTCTpaHsBaHE OT
nponeaypara o mozunuu: 85, 158, 169, 179 u 180.

10. ,,AxBaxum” AJI. Komucusita e mouckasna pa3siCHEHHE BbB Bpb3Ka C IMOJaJeHATa OT YIaCTHHUKA
TexHH4eckara odepra mo mporeaypara ¢ mucmo - u3x. Ne 1000-391/11.06.2015 r. YuacTHHKBT €
IpeICTaBHI pa3siCHeHHe ¢ mUcMo - BX. Ne 46/18.06.2015 r.

ITo mo3umus 88, 89 u 157(1, 2 u 3) — y4aCTHMKBT € MPEJOCTaBUII JIOMBJIHUTEIHN OOSICHEHUS 32
KOHCTaTUPAaHOTO pa3MHUHABaHE MEX/y IpPeJO0CTaBeHaTa TEXHUYECKa XapaKTepUCTHKA U KaTajlora, OT
KOUTO € BUIHO, Y€ odepupaHus MpOAYKT OTTOBapsl Ha M3UCKBAHHUAT Ha Bb3noxuTens. Komucusra
IpreMa MpeOCTaBEHOTO OT y4aCTHUKA OOSCHEHUS M IO JOIYCKa /10 MO-HaTaThIIHO Yy4acTUE B
npolenypara.

11. , Xumrekc” OO/l. Komucusra e nouckana pazsicHeHHE BbB Bpb3Ka C I0Jja/leHaTa OT y4YacTHUKA
TeXHHYeckara odepra mo mporeaypara ¢ mucmo - u3x. Ne 1000-386/11.06.2015 r. Y4acTHUKBT €
MPEJCTaBUII pa3siCHeHHE ¢ mucMo - BX. Ne 47/18.06.2015 r.

[lo nosumus 164.(1, 2, 3, 4) y4acTHUKBT € MNPEAOCTaBWI JONBJIHUTEIHH OOSCHEHUS 3a
KOHCTaTUPAaHOTO pa3MHUHABaHE MEXIYy NPEJOCTaBEHaTa TEXHUYECKa XapaKTePUCTHKAa M KaTayora.
Komucusita mprema mnpenocTaBeHOTO OT ydacTHUKA OOSICHEHHMSI M IO JIOMYCKa /0 IMO-HATaThLIHO
y4acTHE B IpoleypaTa.

[To mo3unus 169.5, y9aCTHUKBT € TIPEAOCTaBWII JOIMBIIHUTEIHN OOSICHEHHS 32 KOHCTAaTUPAHOTO
pa3MUHaBaHE MEXAY NPEAoCTaBeHaTa TEXHUUECKA XapaKTEpUCTUKa U Karanora. Komucusra npuema
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IIPEJOCTAaBEHOTO OT YYaCTHUKA OOSICHEHUS U I'O JOMYCKa /10 T0-HATaThUIHO Y4acTHE B IIpOLeAypaTa.

ITo mo3umms 169.6. Ot npeacraBeHUTe 00SCHEHUS € BUAHO, Y€ Y4acHUKBT odepupa Llnatynu
Ha Jlpuraicku. 3al0XK€HOTO OT BB3JIOXKUTENA M3McKkBaHe € Mrim 3a MUKpOOMOJIOTMYHU IOCEBH,
CTEPHJIHH, €AHOKPATHH; OT I'bBKAB MOJIUCTUPEH, IbJKUHA Ha 6012 200MM, 1uaMeTsp 10 1.5MM.,

ITo mo3unms 175.5. yyaCTHUKBT € NMPEJOCTaBUII AOIBIHUTEIHU O0SCHEHUS 32 KOHCTaTUPAHOTO
pa3MuHaBaHE MEXAY NpeAoCTaBeHaTa TEXHUUECKa XapakTepUCcTUKa U Karaiora. Komucusra npuema
IIPEJOCTABEHOTO OT YYaCTHUKA OOSICHEHUS U I'O JOIYCKa J10 10-HATaThLIHO Y4acTHE B IIpOLeaypaTa.

[To nmo3umus 175.6. —ydacHUKBT 0OSICHSIBA, Y€ MPABWIIHHUAT KaTaJIOKEH HOMEp, KOHTOo odepupa e
300261, karo mpuiara u3Bagka ot karajgora. OT MpeACTaBEHUs KaTajor € BHUIHO, Y€ odepupaHus
IpOAYKT € 0e3 TpaHCIIOpTHA Cpela a W3UCKBAHETO Ha BB3NOXKUTENd € CTEepUIHM TaMIIOHH C
IJ1aCTMAcoBa JIPbhKKa, ¢ HAaKpalHUK OT JAaKPOH WM PAliOH B €NPYBETKA , CTEPUIJIHM, C TPAHCIIOPTHA
cpena 3a uzonupane Ha JIHK B enpyBeTkara, MHIUBU1yaIHO ONAKOBaHM.

I[To mosumumst 176.1, 176.10, y4acTHUKBT € NPEAOCTaBHI JONBIHUTEIHH OOSICHEHUS 3a
KOHCTaTUPAHOTO pPa3MHUHABaHE MEXKAY IpeloCcTaBeHaTa TEXHUYECKa XapaKTepUCTHKAa M Karajora.
Komucusara mpuema npeocTaBeHOTO OT YYacTHHKA OOSCHEHHS U IO JIOMyCKa J0 IMO-HATaThIIHO
y4yacTue B poLeaypara.

[To no3unust 178.6. — y4aCTHUKBT € IPEIOCTABUII JOI'BJIIHUTEIIHU OOSICHEHUS 32 KOHCTaTUPAHOTO
pasMHHaBaHE MEX]y MPEAOCTaBeHaTa TEXHUYECKa XapaKTepUCTHKa U Karanora. Komucusara npuema
IIPEIOCTABEHOTO OT YYaCTHHUKA OOSICHEHUS U T'O J0IycKa JI0 0-HAaTaThIUIHO YYacTHE B MPOLieIypaTa.

ITo no3unus 180.1. - y4acTHUKBT € PeIOCTaBUII AOI'BJIHUTEIHU 00SCHEHHS 32 KOHCTaTUPAHOTO
pa3MuHaBaHe MEXAY MpeAoCTaBeHaTa TEXHUUECKa XapaKkTepUcTuKa U karaiora. Komucusra npuema
IIPEJOCTAaBEHOTO OT YYaCTHUKA OOSICHEHUS U 'O JOIYCKa J10 10-HATaThLIHO Y4acTHE B IIpoLeypaTa.

ITo mo3umus 181.4, 181.13, 181.14, 181.15, 181.21, y4acTHHKBT € MPEAOCTABUII JOIBIIHUTEITHA
00SICHEHHUs 32 KOHCTaTUPAHOTO pa3MHHABAaHE MEXKAY IPEI0CTaBeHaTa TEXHUYECKa XapaKTepPUCTHKA U
karajora. KoMmucusita npuema InpenocTaBeHOTO OT y4acTHUKA OOSICHEHHMSI U IO JOIMYCKa JI0 I0-
HATaTBIIHO y4yacTHE B MpoLEeaypara.

C orznex Ha ropewsIORKEHOTO M Ha ocHoBaHue 4wi. 69, am. 1, T. 3 ot 30Il u umaiiku
IOpeIBU 3aJI0)KEHOTO OT Bb3nokuTens HW3UMCKBaHE KbM YYAaCTHMK B IpolLeAypara, KOWTO
KaHJIuJaTcTBa 3a 000COOEHW TMO3UIMH C MONANO3UIMHU, Ja MpeAcTaBH odepra 3a BCHUKH
MOJNO3ULMUN Ha oOocoOeHaTa IMO3UIMs, KOMHUCHSTA Ipejylara y4acTHUKA 3a OTCTpaHsSBaHE OT
npoueaypara mno nosuuuu 169 u 175.

12. ”buocucremn” QOJ] Kowmumcusara e mouckanga pa3sCHEHHE BBB BpB3Ka ¢ IOJajeHaTa OT
yJ4acTHUKA TeXHHYecKara odepra mo mporeaypara ¢ mucMo - u3x. Ne 1000-394/11.06.2015 r.

B ykazanus cpok y4YacHUKBT HE € TMPEJICTABWJI TOUCKAHUTE OOSCHEHUS 3a KOHCTaTHPAHOTO
pa3MrHaBaHe MEX]y MpeAoCTaBHATA TEXHUYECKA XapaKTePUCTHKA U KATaJIOT, KAKTO U WHCTPYKIUU
WU crienu(pUKauy Ha MPOU3BOIUTENS, OT KOUTO JIa € BUJIHO, Y€ o(pepupaHuTe MPOITYKTH OTTOBAPAT
Ha 3aJI0KEHUTE OT Bb3noxkuTeNns napaMeTpy B TEXHHUECKAaTa XapaKTePUCTHKA.

C oruen Ha TOPEU3TOKEHOTO M Ha OcHOBaHWE Wi. 69, an. 1, 1. 3 ot 30I1 xomucusara npexaara
YYaCTHHKA 33 OTCTPAHsIBaHE OT MpoLeaypaTa no no3umuu: 79, 81, 82 c¢bC ciieqHUTE MOTUBU:

[To mo3unus 79: M3ucksaneto Ha Bo3aoxuresst € TecThT 1a € 3a aeTekius dpe3 Real-time PCR
Ha S. Typhi - JHK, BxirouBain mactep MHUKC, TpaiiMepu u COHI 3a aetekius Ha S. Typhi -
KOHTpOJIa YOBCIIKH OeTa- aKTWH, BBTPEIIHA KOHTPOJIAa HAa W30JUPAHETO, MpaiMepu U COHIU 3a
BBTpPEIIHATA KOHTpoOJa, monoxkurenHa kontpona S. Typhi JIHK 3a monroroBka Ha craHgapTHaTa
KpUBa C MUHUMYM 5 CTaHAApTHU TOYKH U MoJoxkuTesnHa KoHTpona S. Typhi 3a 150 peakuuu. A ot
MPEJICTaBEHUs KaTaJIoT € BUIHO, Ye oepupaHus MPOIyKT € TecT 3a aerekius na Salmonella.

ITo mosurus 81: M3uckBaneTo Ha Bou3mokutens e tect 3a gerekius upe3 Real-time PCR na
B.pertussis -IHK, BxirouBarn Mactep MHUKC, THpaliMepuu COHAM 3a JeTekius Ha B.pertussis-
KOHTpOJIa YOBENIKM OeTa-aKTHH, BBTPEIIHA KOHTPOJa HAW30JUPAHETO, MpaiiMepu W COHAM 3a
BBTpEIIHATA KOHTPOJIa, MOJIoKUTeHa KoHTpoia B.pertussis IHK 3a moaroroBka HacTaHaapTHaTa
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KpHBa C MUHUMYM 5 CTaHJApPTHHU TOYKU U TTOJIOKHUTETHA KOHTpoa B.pertussis 3a 150 peakiun.
A OT TIPUIIOKEHUS KaTaJor TECTHT € 3a JeTeKius Ha B.pertussis chabpika 1Ba OTACTHH MPOAYKTA!
1. npaitmepu, KOHTPOJIU, COHIH.
2. MacTep MUKC.

ITo mo3umus 82: M3uckBaneTo Ha Bw3nmoxkurens e tect 3a nerekius 4pe3 Real-time PCR Ha
B. parapertussis JIHK, BxirouBam mactep MHKC, paiiMepy U COHAM 3a NeTeKIus HaB.parapertussis
KOHTpOJIa YOBEHIKM OeTa-aKTHH, BBTPEIIHA KOHTpOJIAa Ha H30JUPAHETO, HpaliMepH U COHAU 3a
BBTPEIIHATA KOHTPOJIA, TOJIOKUTEIHA KOHTpona B.parapertussis JHK 3a moaroroBka Ha
CTaHJapTHATa KpUBa C MUHUMYM 5 CTaHJAPTHU TOYKH U MOJOXKHUTENIHA KOHTpoia B.parapertussis 10
150 peakuuu. A OT TNpEeACTaBEHUs Karajor € BHJIHO, Y€ TECThT € 3a JETeKUMs CaMO Ha
B.parapertussis.

13. ,,buomen ®@wuap” OO/ Komucusra e mouckana pa3siCHEHHE BBHB BpPb3Ka C IMOJaJeHATa OT
yYaCTHHKAa TeXHHYeckKara odepra mo mpomeaypara ¢ mucmo - u3x. Ne 1000-406/15.06.2015 r.
VY4aCTHUKBT € MPECTaBIII pa3siCHeHHE ¢ MUCMO - BX. Ne 48/12.06.2015 1.

Mo mo3umust 165 (BCHYKH MOAMO3MIINK): YYACTHUKBT € MPEAOCTABUII JOIMBIHUTESIHH OOSICHEHUSI
3a KOHCTAaTHUPAHOTO pa3MHUHABAaHE MEX]Y MPEJOCTaBeHATa TEXHUYECKA XapaKTepUCTHUKA M KaTajora.
Komucusita mprema mpenocTaBeHOTO OT y4acTHUKA OOSICHEHHsSI M IO JIOMYCKa 0 IMO-HATaThIIHO
y4acTHe B Mpoleaypara.

Ilo mo3umusa 175:

175.1. uckanero Ha Bb3NOXUTENs €. CTEepWIHM IJJaCTMACOBM TaMIIOHM B IUIacCTMacoBa
enpyBeTKa cbC cpena Ha Amies ¢ BbriieH, 150 Ha 2.5 MM, ¢ maMmyudeH HakpalHUK, UHIUBUIYaTHO
OITAKOBAaHH. YYACTHUKBT Oheprupa TaMIIOHH ¢ HAKPAWHKK OT U3KYCTBEHA KOTIPHUHA.

175.2. uckanero Ha BB3MOkHUTENs €. CTEpUIHN TaMIOHM C IJIACTMAcOBa JAPBHXKKA, C MaMy4eH
HakpalHUK, 16 cm, B TutacTMacoBa enpyBeTka c¢hC cpeaa Ha Ctroapt, 0e3 BbIJICH, WHIWBUIYATHO
OIMAaKOBAaHU. YYACTHUKBT Ohepupa TaMIOHH C HAKPAHHUK OT U3KYCTBEHA KOMPUHA.

175.3. uckanero Ha BB3IOkHTENS €. CTEPHIIHU TAMIIOHU C TUIACTMAcOBa IpbxkKKa, 150 Ha 2.5 MM,
C mamMy4eH HakKpalHWK, MHAWBH]IyaJTHO OMAKOBaHU, 0€3 TPaHCIOpPTHA cpela. YYacTHUKBT odepupa
TaMITOHU C HAaKpaWHUK OT U3KYCTBEHA KOMPHUHA.

175.4. uckanero Ha Bb3nOkuTeNs €. CTepUIIHU TaMIIOHU C TIaCTMAacoBa Apbxkka, 150 Ha 2.5 MM,
C TaMy4eH HaKpallHMK B €NpYyBETKAa, WHIWBUIYAJIHO ONAKOBaHM, O€3 TpaHCIOPTHA Cpena.
Y4acTHUKBT odeprpa TaMIIOHHU ¢ HAKpAaHHUK OT W3KYCTBEHA KOMPUHA.

175.5 y4acTHUKBT € NMpeAoCTaBUII JOIIBIHUTEIHN OOSICHEHHSI 32 KOHCTaTUPAHOTO pa3MUHABaHE
MEXIy TMpeloCTaBeHaTa TEXHUYECKa XapaKTepucThuka M Katanora. Komwucusta mnpuema
MPEA0CTaBEHOTO OT YYaCTHUKA OOSICHEHUE.

175.7. uckanero Ha BB3MOkHUTENs €. CTEpUIHN TaMIOHM C IJIACTMAcOBa JAPBHXKKA, C MaMy4eH
HaKpalHUK B €MPYBETKa C JHMAMEThpP Ha OTBOpPA HE MO MaIbK OT | 1MM M IBIDKMHA HE TIO MaJika OT
145mM,  crepunHu, 0e3 TpaHCMOpPTHA cpelda B €NpyBeTKa. YYACTHUKBT odepupa TaMIOHU C
HaKpalHUK OT U3KYCTBEHA KOMPUHA.

C orznen Ha ropeusOKEHOTO U Ha ocHoBaHue wi. 69, an. 1, 1. 3 or 30Il u umaiiku npeaBug
3QJI0)KEHOTO OT BB3NMOXKHTENs M3UMCKBaHE KbM YYaCTHHK B MPOIEAypaTa, KONTO KaHAWJAATCTBA 3a
000CcO0CHH MO3UIINY C TIOJIMO3UINY, J1a TIPEeICTaBU odepTa 3a BCHUKH MOAMO3UIIUNKMN HAa 000coOeHaTa
MO3UIMS, KOMUCHSITA IPEJIara y4aCTHUKA 3a OTCTPAHsIBAHE OT Mpolueaypara no no3umus 175.

14. ,,Janc ®apma“EOO/l. Komucusra e mouckaia pa3zsiCHEHHWE BHB Bpb3Ka C MOJaJCHATA OT
ydacTHHKa TeXHHUYeckara odepra mo mporenypara ¢ mucmo - u3x. Ne 1000-407/15.06.2015 r.
VY4aCTHUKBT € MPECTaBIII pa3siCHEHHE ¢ MUCMO - BX. Ne 49/22.06.2015 r.

[To mo3unus 88: y4YaCTHHUKBT € MPEIOCTABUI JAONBIHUTEIHU OOSICHEHHUS 3a KOHCTATHPAHOTO
pasMHHaBaHE MEX]y TPEAOCTaBeHATa TEXHUYECKa XapaKTEepUCTHKa U Katanora. Komucusra mpuema
MPEJOCTAaBeHOTO OT YYaCTHUKA OOSICHEHUS M I'O JIOIYCKa JI0 M0-HATaThIUIHO YYacTHE B MIpOLeaAypaTa.
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ITo mo3ummst 155.3 uckanero Ha BB3mokuTens e: Hot-start Taq momumepasa 3a PCR; ropem
CTapT 4Ype3 MHXUOMPAIIO0 MOHOKIIOHAJIHO aHTUTsUI0; moaxoxasuy 3a Real-time PCR; ¢ unTakTHa 5' ->
3' ex30HyKIJI€a3Ha (PYHKIUS, OKOMIUIEKTOBAH C OTIEITHU €NpYBETKH Oydep u MarHe3ueB xyopua. OT
NPEJCTaBEeHOTO OT y4YacTHUKa OOsicHeHWe € BuUAHO, 4ye Hot-start Taq mommmepaza e XMUMHUYHO
WHAKTHBHpAHA.

C ornen Ha ropeussIOKEeHOTO W Ha ocHoBaHue 4wi. 69, an. 1, 1. 3 ot 30I1 u umaiiku npeaBug
3aJI0KEHOTO OT BB310KHTENsS W3MCKBaHE KbM YYACTHHK B IpOIeaypara, KONTO KaHIUAATCTBA 3a
000COOCHY MO3HIIUY C TIOIMO3UINY, JIa TPEICTaBU OdepTa 3a BCHUKH MMOANO3UIINMN HAa 000coOeHaTa
MO3UIIMS, KOMUCHSTA MIpeJylara yYaCTHAKA 32 OTCTpaHsIBaHE OT Mpolleaypara mo no3umms: 155.

Jlata Ha cberaBsiHe Ha ipoTokoia 29.06.2015 rog.

HaCTOHH_[I/IHT ITPOTOKOJ € CbCTAaBCH U € MOAIIMCAaH B €ANH CK3CMILIAP

KOMUCHUA:

MPEACEJATEL: ..o,
(Tans I'oposa)

CEKPETAP: ...

(Hans bpankoBa- HenuoBcka)

YJEHOBE:
Lo 2.
(EBrenus TaceBa) (Credxa NBaHoBa)
S RSN
(n-p Inamen [Nagenkn) (o-p Mapus Huxkonosa)
S Beeeeeeee e
(Munena HukonoBa) (mor. Huna IlBeTkoBa)
T e B
(Teomopa I'magauka) (JTpueszap IuMuUTpOB)
S
(Cunus I'pyesa)
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