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EBPOIMEWCKM Cb03
EBPOMENCKY GOH/ 3A
PEFMOHATHO PA3BUTUE

’ HAYKA U OBPA30BAHUE 3A
WHTEAMITEHTEH PACTEX
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A0 BCHYKH 3AUHTEPECOBAHH YYACTHHIIHA

B OTKpHMTa Npouedypa 3a Bb3jaraHe Ha oOmiecTBeHa mnopbuyka ¢ mnpeamet: ,,JJOCTABKA,
HHCTAJIAIIASI M ITIYCKAHE B EKCIUVIOATAIIMA HA OCHOBHO H
CIIENNWAJIA3UPAHO JIABOPATOPHO OBOPYJIBAHE IIO ITPOEKT BGO5SM20P001-
1.002-0012 ,,YCTOMUYHBO OIIO.JI30TBOPSIBAHE HA BHO PECYPCH H OTIIATBIIA OT
JEYEBHH H APOMATHYHM PACTEHHMA 3A HHOBATHBHH BHOAKTHBHH
NPOAYKTH”, ®HHAHCHPAH OT OII HOUP, CH®UHAHCHPAHA OT E®PP =za
JlaGopaTopus ,,In vitro pasMHokaBane” KbM JeNapTaMeHT ,Apo6HoTexnoaoran”, Jlaboparopas
»BHpYycoJorayan  wicienpanma®, JlaGoparopms ,MuxpoOmosiorayHE  H3CJeABaHHA,
Jlaboparopus ,,Kiersuna m Moaeky/aspHa OHONOrHS KbM JeNapTamMeHT ,,bHOAKTHBHOCT Ha
OpoayKTH” H 006mo JiabopaTopHO 000pyABaHe 3a BuBapuyMm ¢ pu3HoIOrEYHA 1a00paTOPHI KbM
AenapTaMeHT ,bHOAKTHBHOCT HA HDPOAYKTH”, BKIWYBAM 13 000co0eHH NMO3MOHH., OTKPHTA C
Pemenne Ne PJT 40-228 or 25.11.2019 r u m3menena ¢ Pemenue Ne PJI 40-240 /11.12.2019 r. 3a
onobpsABaHe Ha OOABJIEHHE 332 H3MEHEHHE MM JOITBJIHHUTENHAa HH(OpMaLus, C YHHKaJleH HOMEep Ha
nopbukarta B POII 00640-2019-0040

Ommuocno: Ilocmenuiu nucmeny UCKAHUS 30 PA3ACHEHUS NO YCIOBUAMA HA 0bwjecmeena nopwvyka ¢
npeomem: ,,/JOCTABKA, HHCTA/IAITHA H ITYCKAHE B EKCIIVIOATAIIHA HA OCHOBHO H
CIIEITHA/TH3HPAHO JIABOPATOPHO OBOPY/JBAHE I10 ITPOEKT BG05M20P001-1.002-
0012, BK/TRO9YBAIIL] 13 OFOCOBEHH IIO3HITHH

YBAKAEMH JAMH U TOCIIOJIA,

BBB BpB3Ka C HOCTHIWIM MHCMEHU UCKAHUS 32 pa3sCHeHH 110 YCIIOBHATA HA IMTHPAHATA T10-rope
00ImecTBeHa MOPBYKa, BB3ITOKHUTENAT IaBa CIeIHHTE Pa3siCHEHH.

Bwupoc 1: ITo nosuupms Ne 6 "JloctaBka Ha anaparypa 3a MOJIEKY/IHH aHanM3K" B JOKyMEHTalUATa
3a yuacTue, pasge I e nocoueHo:

., T. 9. Haumn Ha nnamane
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Bapmanr 1 (B ciiydaii 4e B LIeHOBOTO CH IpeasioxkeHue onpeneneHusaT u3nwianuten HE E nouckan
aBaHCOBO IUIAIIAHE): .....

BapuanT 2 (B ciyd4aii 4e B LICHOBOTO CH TPEIJIOXKEHHE ONpeHeIeHHAT H3IbiHuTeN E nouckan
aBaHCOBO IUIALIAHE: ... ,,

B npenoctaBeHHAT 0T BB3noxutens obpasell Ha LEHOBO MpeaiokeHHe BMecTo T. 9 Haunn ma
IUIANaHe € [I0COoYeHa T. §, a BApHAHTHTE 32 IUIALaHe Ca PA3MEHEHH:

.IIpuemam(e) npennoxenus B pazgen L., T. 8., BapuaHT 2 OT JOKyMEHTALMATA 33 yYaCTHE HAYMH
Ha IUIAlaHe, KaTo 3asBsiBaM, Je He JKeJias &2 HoJIyda aBaHCOBO IJIAMaHe.

HIIH

ITpuemam(e) npennoxenus B pasaen L., T. 8 BapuanT 1 oT JOKyMEHTALMATA 32 YYaCTHE HAYHH Ha
IUIAlaHe, KaTo 3aiBABaM, e KeJiasl Ja HOIy9a ABAHC B PA3MEP HA ..o.cveevuerernceneennereeneennes 085

MonuM 3a pa3aACHCHHE KBM TEKCTa Ha KOH OT IBara JOKyMEHTa Oa C€ IpHOBbPXKaMeE IpH
HU3rOTBAHETO HAa LHCHOBOTO HH NPEOJIOKECHHE.

Otroeop Ha BBHOpoc 1: B T. 2 OT 1IEHOBOTO MpeIOKEHHe Cle/Ba 1a C& MOCOYH €IHHCTBEHO
BapHaHTa 32 IUIAlaHe, KOMTO e H30pas y4acTHHKA (C aBaHCOBO IUIallaHe WK 0e3 aBaHCOBO IUTAINAHE),
HarnpuMep:

He xenas na wmMa apaHcoBo ruiamane. CeprinaceH ¢hbM IUIAMIAHETO 1A ¢€ M3RBPIIM B c¢pok A0 30
(TpuzmeceT) OHH, CYHTAHO OT JaTaTa HA MpEACTaBsiHe Ha (aKTypa OPHTHHAJ M JABYCTPAaHHO MOAMUCAH
MPHEeMO-TIpeIaBaTeeH IIPOTOKOJ 332 HM3IBJHEHHE Ha IMOPBYKATa, BEAHO C MPHAPYKUTEIHO IMHCMO,
3aBeJIeHH B OTIeN ,,CeKkpeTapHuaT u eNTOBOACTBO" Ha BB3nmoxuTens.

B cmy4ait 4e y4acTHHUKET € M30pan BapHaHTa 3a aBaHCOBO IUTAIIAHE, B LIEHOBOTO MpEIOKEHHE
clelBa Aa NOCOYH M HEropws pasmep, HO He nosede oT 30 % or MakcuManHara o0Iia CTOMHOCT Ha
JOrOBOpa, HaMpHMED:

JKenas na ¥Ma apaHCOBO IUTamaHe. ChrIaceH ChbM IUIALIAHETO Aa € H3BBPIIHM KaKTO CJieBa:

1. aBaHCOBO, B pa3Mep Ha ....% OT CTOHHOCTTa Ha JOrOBOpa, B cpok 10 10 (mecet) pabOTHH IHH OT
[laTaTa Ha BIM3aHe Ha NOrOBOpa B CWIa Cpelly NpeiCTaBeHa OT H3IILIHHUTENS IIPH NOIIMCBaHE Ha
JOTOBOpa TapaHIMs, o0e3neyapana aBaHCOBO MPEIOCTABEHHTE CPEICTBAa B pa3Mepa Ha aBaHCOBOTO
miamane ¢ BmodeH JIJIC, kakro u dakTypa OpHriHal, 3aBefieHH B JeJIOBOACTBOTO Ha Branoxurens.
HanpaBeHoTO aBaHCOBO IUIaINaHe ce MPHCIIaia OT OKOHYATENHOTO IUIalaHe o T. 2;

2. OKOHHATEJIHO IUIAlaHEe B Pa3MEp HAa OCTAThKAa OT JB/DKMMOTO Bb3HATPAXKACHHE (pa3ivKaTa
MEXKIy aBaHCOBO IUIATEHaTa CyMa M CTOMHOCTTa Ha peajlHO JOCTaBeHOTO 00OpyABaHe IO JOrOBOpa) B
cpok no 30 mHu cren modydaBaHe OT BB3joXKHTENS Ha NPENCTaBEHHMTE OT M3IIBIHHTENA KOPEKTHO
MOITBJIHEHH JIOKYMEHTH, IOCOYEHH B JOroBOpa - [BYCTPaHHO IMOJMMCAH IpHEMO-TIpenaBaTeneH
MPOTOKON 32 HM3MBJHEHWE Ha TNOpBUKaTa, KaKTO M OpHIMHAlIHAa JaHb4yHa GakTypa, BeJHO ¢
TIPHAPYXKHUTEITHO ITHCMO, 3aBEJICHH B OT/EN ,,CeKpeTapHar 1 JIeIOBOJICTBO" Ha Bp3asioxkuTens.

Buupoc 2: B Paznen Il M3uckBaHusg KbM TOKYMEHTHTE H HEOOXOOHUMHTE NOKYMEHTH, T.2, moar.2.1. e

9

3aIkMcaHo: ,,cheprraTa C€ Np€ACTaBsa Ha Sﬁnrapcm C€3HK B 3al€4aTaHa HENIpo3pa4yHa ONaKOBKa S
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Bwnpoc: Il]e 6voam nu npuemu kKamo HAOAENCHU NPUWIOJICEHUME KbM Oepmama 3a6epeny KOnus
Om OpUSUHAIHU OPOULYPU HA NPOU3EOOUME HA NPeONazaHomo 0bopydeane, ako mesu bpowlypu ca na
an2nuticku e3ux?

Orroeop Ha Benpoc 2: CernacHo 4wi. 101, an. 6 or 30I1 odeprute U 3asBNEHHATA 32 yUacTHE ce
M3TOTBAT Ha OBJIrapcKH e3UK.

Brupoc 3: Tlo Obocobena nosuims NS

3.1. [Toanozuuus 5.5 pH Metsp Tan 1:

CprnacHO MHMHHMMATHHTE TEXHHYECKH XapaKTepHCTHKHM Ha anapatypara, H3HCKaHd OT
BB3IOKHTEJA, B T.2 OT MOANO3MIHMA 5.5 € 3aNHCaHo: ,,XapaKTePUCTHKH 3a H3MEPBaHe Ha MPOBOJAHMOCT
+ 2000 mV — Taka nmocodeHaTa XapakTepHUCcTHKa ce oTHacd 3a ORP noreHiual, a He 3a NPOBOAMMOCT.

Bwnpoc: C ozned usnonzeanama mepHa edunuya “mV”, credea nu Oa ce npueme, ye
Munumannomo usuckeane e 3a ORP nomenyuan, a e 3a nposooumocm?

3.2. [Tomnoswummsa 5.6. pH Metsp Tun 2:

CeriacHO MHHHMAJIHWTE TEXHMYECKH XapaKTepDHCTHKM Ha alaparypara, H3HCKaHH OT
BB3JIOXKHTEN, B T.2 OT NOANO3HIMA 5.5 € 3aNHCaHo: ,,XapaKTepPHCTHKH 32 H3MEPBaHe Ha ITPOBOIHMOCT
= 2000 mV —Taka mocoyeHaTa XapakrepHucTHKa ce oTHacs 32 ORP notennuan, a He 3a NPOBOIHUMOCT.

Bwnpoc: C ozned usnonzeanama mepHa eounuya “mV’”, cnedeéa au O0a ce npueme, ue
MuHuManHomo usuckeane e 3a ORP nomenyuan, a ne 3a npogooumocm?

3.3. Iloamosunwa 5.10 Inapparmena BaKyyM rnommna THil. 1

B 1.5 or mogmosuumsa 5.10 oT MHHMMalHHWTE TEXHHYECKHM XapaKTepHCTHKHM Ha amapara e
3anKMCcaHo ,,KOMIAKTHA nmoMna ¢ makcumamau pasmep (LxI'xB): 100x18x150 mm*.

Bwnpoc: IlJo racae noxazamensa , I, danu e OonycHama MeXHUYecka 2peuiKd, Kamo e
usnycnama eona yuppa u emecmo 180 mm e 3anucano 18 mm xamo maxcumanen pazmep 3a mosu
noxasamen?

3.4. B W3KcKsaHHs Ha Bb3N0XHTENS, NOANEXAUM Ha OLleHsIBaHe N0 METO/LHKATA 33 KOMNNEKCHA OLEHKa Ha 0diepTHTe
3a npewu3ta BesHa 3a fHapparmena sakyyM noMna Tn 1 (ctp.105 or AY), B usuckBaHeTo no nokasaten ©5.10.1.
OT QYHKIIMOHAJIHHTE W3HCKBAHHA KbM apTHKYJIA € 3a[MCaHO, Y€ aKo NpeyiaraHara quadparMeHa noma
pasmnoJiara ¢bC CHCTEMa 3a Ipearna3sBaHe OT KOHTaMHHAalMA ¢ Macjio, TOBA CE OLICHABA C 10T. C‘I:IIIO c10
TOYKH C€ OLEHIBAa HAJIMUUETO HA CHCTEMa, OCHIYPSBAla MO-IBJIBI JKUBOT Ha MHadparmMara (M3HCKBaHe
no mokazaren ©5.10.2.)

Bwnpoc: Kamo ce uma npedsuo, ye ouagpazmenume nOMnU KOHCIMPYKMUBHO U NO NPe3YMNYus
ca beamacnenu u pabomam 8 bemaciena cpeda, MonA 0a pasacHume, Ol ako 6voe npednoxiceHa
ouagpazmena nomna ¢ ezpadeH baracmer K1anaW, KOUMO 02DAHUYABA 0DWOMO 3aMBbPCABAHE HA
ouaghpazmama Ha NOMNAMA U NO MO3U HAYUH 5 NPeOnaseéa om nogpeoda u maxKa 00eKmueHo yoviicasa
Jlcusoma Ha ouagpazmama, masu npeonodiceHa nomna we tvoe oyenena c 10 m. no noxazamen @5.10.1
u ¢ 10 m. no noxazamen @5.10.2?

Orroeopn Ha BBOpOC 3:

Orroeop Ha Beopoca mo T. 3.1.: [IpH W3rOTBsSHE Ha CBOMTE TPEAJIONKEHHS, YUACTHHIIUTE ClAeIBa Ja
MPHEMAT 3a BATHIHO CJIEAHOTO:
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BmecTo npooguMocT aa ce gete ORP (oOkuCIHTENHO-peAyKIHOHEH [TOTEHIHAN) - TOBA CE OTHACH 3a:
cTp.46, Tabn. 5.5, Touka 2.

OrroBop Ha BbOpoca mo 1. 3.2.: [Ipu M3roTBsiHE Ha CBOWTE MpENIOKEHHA, YYACTHHLIMTE CIIE/ABA Aa
NPHEMAT 3a BATHIHO CJIETHOTO:

Bwmecto nposonumoct aa ce yete ORP (oxucnIHTeNHO-peIyKIHOHEH MOTEHIIHAN) - TOBA C& OTHAacs 3a:
3a cTp.47, Tabn. 5.6, Touka 2.

Orrorop Ha BBOpoca no T. 3.3.: [Ipu H3roTBSHE Ha CBOWTE MPENJIONKEHHs, YUYaCTHHLMTE CJe/iBa Ja
MpHEMAT 3a BAMHAHO CIEAHOTO:

1. HU3nucBane Ha MakcumaiiHu pasmepu (IIx/IxB)
2. Pazmepn LxIxB (mm): 100x180x150 Mm

Ortroeop Ha Benpoca 0o 1. 3.4.: [Ipy H3roTBsIHe Ha CRBOMTE NPEIOKEHHS, YIACTHHLHTE CIIEIBA JIa CE
c00pasaT ¢ nmocoueHo B JlokymeHTauuaTa Ha Branoskurens, vact V ,,KPUTEPUU 3A BBH3JIATAHE.
METOJHKA 3A OLIEHKA HA O®EPTHUTE®, tabnuua ,,M3UCKBAHUS HA BB3JIOXXMTEJLA,
IOJUIEXAIIIM HA OLEHABAHE IIO METOJMKATA 3A KOMIUIEKCHA OLIEHKA HA
ODEPTUTE 3A THA®PAIMEHA BAKYVYM IIOMIIA THII 1% crp. 104, ®YHKIUOHAJIHHU
HU3UCKBAHMA sxmousatr: @5.10.1 Cucrema 3a npeanasBane HA NPOGHTE OT KORTAMHHANMA C
macio; @5.10.2 CucreMa ocHrypaBama no-IbJIbl )KHBOT HA qHadparmara.

Bunpoc 4: B JloxymenTaiws, nyonukysana Ha 28.11.2019r, 3a yuactue, Pasgen I1I: U3BSMCKBAHHA
KBbM O®EPTHUTE M HEOBXOJMMHM JOKYMEHTH , t1.3.5.3 OTopH3allMOHHO IHCMO OT
NPOU3BOJMTE/A MM HEroB IPEACTaBUTEIN, Y€ YYaCTHHKAa MMa IpaBO Aa HM3BBPINBA TrapaHLHOHHO
obcimyxBaHe Ha CHOTBETHHS IPOAYKT Ha TepuTOpHsta Ha PemyOnuka Bwiarapus, BuanosxurensT
H3UCKBA JOKYMEHTA KaToO MPHIOKEHHE KbM TeXHUIECKO MPeIIOKEeHHE.

[ly6bnuxyera ce PEIIEHHUE 3A OJIIOBPSIBAHE HA OBABJIEHHME 3A U3MEHEHWE WIH
JOITBJIHUTEJIHA HHIOPMAIIHA C nomep: PJI 40-240, B xoeTo ca ynoMeHaTH YeTHPH TOYKH, B
KOMTO IIIe ObAaT H3BBPILIEHH MIPOMEHH B JIOKYMEHTAIHATA 3a O0IIEeCTBEHATa TOPBYKA, KAKTO CIIE/BA;

1 B TexnudeckuTe H3UCKBaHHUA 3a 000cobeHa nmosuims Ne9;

2 B Mertonuka 3a oneHka Ha odeprute 3a 06ocobeHa mozuis Ne7;

3: B Meronuka 3a oneHka Ha odepTHTe 32 000cobeHa nosuuus Ne9;

4 B OOpazensT ,,ipeaIoKeHHe 32 H3ITbJIHEHHE HA MOpbhYKaTa" 3a 06ocobena mosuims Ne 6 u 9;

B Kopurupana jokyMeHrauus, my0aMKyBaHa B mpoduia Ha KymyBaya Ha 16.12.2019r, B Pasnmen
1I: ©IBUCKBAHHA KbBM OPEPTUTE M HEOBXOJIMMH JOKYMEHTH, nuricea TeKCT, KOiTO Aa
u3uCcKBa OTOPH3aIIHOHHO MACMO OT MPOM3BOJUTEINA HJIH HErOB IIPE/ICTABUTE, Y€ YYACTHHKA UMa [IPABO
Jia W3BBPIIBA rapaHLMOHHO OOCTyXBaHe Ha CBOTBETHHS TMPOAYKT Ha Tepuropuata Ha Pemybmmka
bearapus.

Mons 3a nomewvpoicoenue om cmpana va Bw3nodcumens, Ye 3a éepen ce npuema mexcma Ha
Kopuzupana ooxymenmayus, nybnuxysara ¢ npoguia na xynyeaua na 16.12.20192, e xoiimo nuncea
mekcm, 3a usuckeéane Ha OmMOpusayuoHHO NUCMO OM NPOU3BOOUMENS WIU He208 npedcmasgumen, ye
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VUACMHUKG UMQ npaso 0a U3ebpuiéa 2apaHyuoOHHO OOCHyJiceane HA CLOMEEMHUs NPOOYKM HA
mepumopusama na Penybnuxa bviazapus u maxve OOKYMEHIN HAMA 0a Ce USUCKEA OM YYaACTNHUYUMe.

Otrosop ma Benpoc 4: Ha ocHoBanue wi. 100, an. 1 u an. 3 or 30II ca HanpaBeHH NPOMEHH B
YCIIOBUATA Ha Npoueayparta. AKTyanHaTa JOKYMEHTalus e MyOluKyBaHa Ha Mpoduia Ha KynyBaya Ha
BB3JIOJKHMTENA B Hed ca MOCOYEHH BCHUKH YCIIOBHA M M3MCKBaHMA MO [IPOLIEAYPATa.

Beuopoc 5: B Jlokymenraims, Pasmen IV. U3UCKBAHUSA KBM M3ITBJIHEHHUETO HA
ITOPBUKATA, TEXHHUYECKA CITEHUDPHUKAIIM S, OtHocHo obocobena mozumus 4

4.2. KAMEPEH CTEPHJIM3ATOP 3A MHUKPO ITIJTAKH —

Brp3noxwurens ucka anapat ¢ MUHHMYM 2 6p. UV namnu ¢ mowmHoct 10-15 W, chluusT me npremeM Jiu
Mopen ¢ 5 Op. Jlamiiy, KaTo BCAKA OT TAX € ¢ MOmHOCT 8W.

Ortroeop Ha Bbnpoc 5: [Ipy U3roTEsIHE Ha CBOHTE NPE/UIOKEHHS, YIACTHHLIMTE CIIeJIBA JIa Ce ChoOpassT
C MOCOYEHO B ﬂoxweﬂ'ram»mﬁi Ha'' m KuTeNsd, onucanu Ha cTp. 40, Taba. 4.2, Touka 3, KBM
MHHHMAHHATE TeXHHYECKH H3HCKBaHms 3a K AMEPEH CTEPHIIM3ATOP 3a MUKPOTUTAKH, KBAETO € nocoquo

»OKOMIIIEKTOBaH Hali- Mamco © JIBE JIAMIIH C m) HocT 10-15 W, paboremu B uHTepBana 250- 260 nm;*

wn37or3omn : ‘ “j,i)
. 7,
pod. npr AHACTAC I‘EPIDKI/]I(OB /
PEKTOP )
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