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“J ot L 2022 1.
OHec, ...10,.Q L M 1 n<, B rp. 'lneseH, mexay:

PErMOHAJTHA 340PABHA NHCIMEKUWA - TJIEBEH, c agpec: rp. MneseH 5800, yn. ,,KHA3
AnekcaHabp bateH6epr 1”7 Ne 7, EMK 176030972, npefcTtaBnsBaHa oT A-p WnmaH MuHYeB -
anpekTop Ha P3W - TneseH, ¢ rnaBeH cyetosBoauTen Buoneta Craiikosa - loBeBa, Hapu4aHa no-
fony 3a kpatkoct ,,Bb3J/TOXXUNTEJT” oT efHa cTpaHa

n

-MWNOPAPMA MEOVNKA“ OO/, cbe ceganuile 1 agpec Ha ynpasneHme: Obnact Codusi, 06LL,
CtonnyHa, c. Jlokopcko n.K. 1513, yn. CnvHyeBa nnaHmHa Ne7, EVK 206384353, npeacTasnsasaHO
oT Paxpy "™ ~:Napwn3 - ynpaBuTen U MUNEH e |I1ETKOB - YNpaBUTEN, HAPUYaHO MO-L0NY
3a kpaTkocT “U3IMNbJIHNTEJT, oT gpyra cTpaHa

Ha OCHoBaHwve un. 13, an. 1, T. 2 oT 3aKoHa 3a MepKUTe 1 AeNCTBUATA MO BPEME Ha M3BbHPEAHOTO
MonoXeHue, 06sBeHO 0T HapoaHoTo cvbpaHue Ha 13.03.2020 rog. v 3a NpeoAosisiBaHe Ha nocieavuuTe, v
YTBbPAEH OT Bb3nokuTens goknag Ne 75-8/19.01.2022rof. 3a CK/IHOYBaHe Ha [OroBOP/M C MPeaMeT:
»d0CTaBka Ha 6bp3n aHTUreHHW TeCcTOBe 3a AuarHocTuka Ha SARS-CoV-2”, ce cKoun
HaCTOALLMAT [OroBop 3a CMefHOTO:

I. MPEAMET HA O OBOPA
1. BBIJTOXKUNTENAT Bbv3nara, a NIMNBJIHUTENAT ce 3agbmkasa fa W3BbLPLUN
[0CTaBKa Ha MEAMLIMHCKN M3aenuns - 6bp3n aHTUreHHn TectoBe 3a COVID-19, kaKTo cnefpa:

HAMMEHOBAHWE NMPON3BOONTEJT HA TECTA,
MMos. HA ) TbPIOBCKA
Ne MEAMNUMNHCKOTO MHAPKA - KOJIMHECTBO: MAPKA/MOAE/THANMEHOBAH
N3OEJTNE ME/KAT. Ne HA TECTA

Bbp3 aHTUreHeH TecT
3a COVID-19 (kur,
1 BK/THOYBALL, BCUYKO TecT 100 690 6p.
Heo6Xx0AMMO 3a
M3BbpLUBAHE Ha TecTa)

Vitrosens Biotechnology Co., Ltd;
Rapid For SARS-CoV-2 Rapid Ag
Test; kat. Ne VSCDO02

Il. LUEHW N OBLWA CTOMHOCT HA
OOCTABKWTE MO JOIMOBOPA
2.1. LleHaTa Ha CTOKMTE NO u/.l, CbrnacHO NPEeLCTaBEHO LIeHOBO NPeAsIOXKEHWE, HepasaesH:
YacT OT [0roBopa € KakTo c/ejsa:

Mos. HAMMEHOBAHVE HA K-Bo: En. ueHa 6e3 O6wwa CTONHOCT B
No MEOVNUMHCKOTO U3OETMNE anc neBa
1 Bbp3 aHTUreHeH tect 3a COVID- 100 690 6p. 2.89 .. 290 994.10 r..
19
OBJLIA CTOMHOCT BE3 A/C: 290 994.10 n..

2.2. LleHaTa BK/KOYBa BCUMYKM pasxoguM [0 KpaeH mnonydyaren: pasxo(w” 4o MACTOTO Ha
'3, BK/IIOUMTESTHO AaHbLW, Takcy, 3acTpeeT A TOaHCMnopT, ONakoBKa/Lapyru', npu Cpok Ha

3AUYEHO OBCTOSTENCTBO v 1AJIMYEHO OBCTOATENCTBO
PernanenT (EC) 20161479 (GDPR) CPCW MW (EC)2016/679 (GDPR)
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FOAHOCT He MOo-ManbK OT 75 % (cefeMAeceT M MeT Ha CTo) OT 06SBEHUs OT NPOM3BOAMTENS KbM
fataTa Ha BCsika JoCTaBKa.

2.3. LleHaTa no Aoroeopa e (KcupaHa, He MOAMEXM Ha MPOMSsHa 3a CPOKa Ha AeiicTBre Ha
[0roBOpA.

1. YCnosmna N HA4MH HA TJIAWWAHE

3.1. MyawaHeTo No HacToALMSA LOroBOP Ce OCbLLECTBSABA Ype3 6aHKOB MPeBOf OT CTpaHa Ha
BBb3/TOXXUTENA no nocoyeHata B otheptaTta Ha N3MbBJ/THNTE/IA 6aHKOBa CMeTKa.

3.2. 3annawaHeTo Ha CTOKUTE MO [0roBopa Ce M3BbpLLUBA B OLArapcku neea, No 6aHKoBa
cmeTka Ha 3MBb/THNTEJIA, B cpok fo 30 AHW cnef npefAcTaBsAHe Ha CnegHUTe JOKYMEHTH:

1 ®akTypa-opuUrmHan 3a CTOMHOCTTA Ha M3BbpLUEHAaTa JOCTaBKa;

2. [iBycTpaHHO noAnucaH/v nprematenHo-npesaBaTesieH/Hn NpoToKon/u;

3. [IoOKyMeHT 3a Ka4yeCTBO Ha BCAKa [locTaBeHa NapTuia, n3gafieH oT NpPou3BOAUTENSA Ha TeCTa;

4. [oKymeHT, nsgaseH ot NAJ, oT KOWTO fa e BUAHO, Ye 3a NPeLIoKeHNTe 6bp3n aHTUreHHN
TectoBe 3a COVID-19 Hama peructpvpaHn faHHn B WAJT umnn  EUDAMED  3a
NHUNAEHTU/NOTEHUMAIHU VHUMAEHTU Npe3 nocnefHuTe 18 meceua, Kakto U 3a OM0KMpaHu wm
M3TErNeHn OT nasapa napTuay no NpUYMHKU, CBbP3aHM ¢ 6e30MacHOCTTa Ha MeAULUHCKUTE M3Lenns
npes3 nocnegHuTte 18 mecela;

3.3. B cnyyaih, 4e nocoyeHWTe B Ui, 3.2 [OOKYMEHTU ca HepeloBHW WM He ca
OKOMMJIEKTOBaHN, chLumTe ce BpbLaT Ha 3Mb/IHUTENA 3a nsnpassaHe Ha HepeaHocTUTe. CPOKbT
no un. 3.2. 3anoysa fa Teye OT JaTaTa Ha NpeACTaBAHETO Ha MOCNEAHNA U3UCKYEM Ce JOKYMEHT.

IV. CPOK HA JOIOBOPA. CPOK HA JOCTABAHE
4.1. floroBopsT B/M3a B cua OT AaTaTa Ha NOANWCBAHETO My OT ABETE CTPaHW N € CbC CPOK
[0 V3Mb/IHEHME Ha BCUYKM JeAHOCTY MO A0roBopa.
4.2. locTaBKUTE MO LOrOoBOpPa Ce U3BBLPLUBAT B CPOK HE MO-KbCHO OT 1/eAuH/ fieH, CUMTaHO OT
JaTaTa Ha CK/touBaHe Ha J,0roBopa.

V. MACTO HA JOCTABAHE
5.1. 3a MACTO Ha AoCTaBAHE Ha CTOKMTE Mo To3u fJorosop ce onpegens P3U - neseH, yn.
,,KHA3 AnekcaHabp BateH6epr 1 Ne7 ¢ Bb3MOXHOCT 3a OTFOBOPHO Ma3eHe B CKMaf Ha A0CTaBUMKa.
5.2. PUCKbLT OT CNyYa/iHOTO MOrMBaHe WM MOBPEeX[AaHe Ha CTOKMUTe MNPeMUHaBa BbpXY
Bb3/IOXKNTEIA OoT MOMeHTa Ha MpMEMaHETO MM Ha MACTOTO Ha [OCTaBsiHE C MpuemaresiHo-
npegasaresnieH NPoTOKO.

VI. BATA HA JOCTABAHE HA CTOKUTE
6. 3a fgara Ha JoCTaBfHe Ce cyMTa fJaTtara, Ha KOATO CTOKMTe ca [OCTaBeHW [0 MACTOTO Ha
[loCTaBsiHe, NMpu ycnosuATa Ha un. 9.2,

VII. SAABJ/DKEHNA HA N3MBbJTHNTENA

7. N3MBTHUNTENIAT ce 3agb/mkasa:

7.1. [a [oCcTaBn CTOKMTE B [OrOBOPEHMA CPOK M Aa T npejaje Ha npeactaBuTen Ha
Bb3noxurtens.

7.2. Ja npefafe CTOKWTE, MakeTUpaHW W MapKMpaHW B CbOTBETHUA BUA, KOMUYECTBO U
KauecTBO Ha MACTOTO Ha locTaBsHe.

7.3. Ja focTaBa CTOKMTE C JOKYMEHT 3a KayeCTBO Ha BCAKa [OCTaBeHa naptuaa, UsfajeH oT
Npon3BOAUTENS Ha TECTa,
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7.4, [a 0CTaBM CTOKM, OTTOBapSILLM Ha U3MCKBAHMSTA Ha HACTOSALLMS JOFOBOP M Ha MoKaHaTa
3a yuacTue B NpoLieaypaTa, Npe/LecTsallla CKIYBAHETO Ha TO3W 0r0Bop.

VI, 3AOBb/DKEHNA HA Bb3/TOXKUNTENA
8. BDBIJTOXUTENAT ce 3agb/ikaBa:
8.1. Ja npvieme gocTaBeHUTE B CPOK M HA MACTO CTOKW, CbOTBETCTBALLM MO BWf, KOMMYECTBO
1N Ka4eCTBO Ha ONMCaHOTO B HACTOALLMA AOrOBOP.
8.2. Ja 3annatn fOCTaBeHMTE CTOKW No pefa Ha yn. 3.1., 3.2. n 3.3. OT HacToALLMS LOroBOp.

IX. MPEMAHE N NMPEAJABAHE HA CTOKUTE
9.1. MNMpuemaHeTo Ha CTOKUTE Ce M3BbpPLLBA Ha MACTOTO Ha [OCTaBAHE OT MpeAcTaBuUTESl Ha
BB3NOXKUTENA.
9.2. M3nbnHuTenat wn npeacrtasuten Ha BbB3JIOXKWTENA nognuceat npuemaTesniHo-
npegasaTtefieH NPOTOKON, YAOCTOBEPSABALL, NMOyYaBaHETO Ha CTOKMUTE.

X. CPOK HATOAHOCT
10.1. Kbm gatarta Ha [oCTaBKarta, OCTaTbyHMAT CPOK HAa FOAHOCT Ha CTOKWUTE, MpeaMeT Ha
HacTOALLMA [OroBOp, CnefBa fa 6ble He No-manbK OT 75 /cefemaeceT 1 neT/ Ha CTO OT 065BeHNs OT
Nnpoun3BOAMTENA KbM [aTaTa Ha BCAKa [0CTaBKa.
B cnyvalh Ha [oCTaBKa Ha MeAMLMHCKO M3fefnve € Mo - KpaTbK OT [OrOBOPEHUS CPOK Ha
rogHocT, 3Mb/THUTEJTAT Ab/mKn HEYCTOMKa, KaKTo CrefBa:

e OT 74,99% po 60,00% cpoK Ha rogHocT - HeycTolika 10% BbpXy CTOMHOCTTa Ha
[l0CTaBKara,;

e 0T 59,99% po 40,00% cpok Ha roAHocT - HeycTolika 20% BbpPXY CTOMHOCTTa Ha
[0CTaBKara;

10.2. [locTaBKaTta Ha M3[enns ¢ ocTaTbyeH CPOK Ha rogHocT no-masibK ot 40 % ce M3BbpLUBa
camMo C nMcmeHo cbrnacue ot Bb3/TOXXWTEJIA, KaTo ce Ab/KN HeycTolKa B pa3mep Ha 25 % BbpXy
CTOMHOCTTa Ha fJocTaBkaTa. [lpu nuMnca Ha MNWCMEHO Cbrfacve WAM MNpU  NOMYYeHO OT
N3MNBJTHUTENA yeefomneHne 3a 0TKa3 OT MpuemMaHe Ha CTOKM C OCTaTbyeH CPOK Ha rofHOCT no-
Manbk OT 40 Ha CTO OT 06sBeHMst oT npomussoauTens, Bb3JTOXKNTENAT He Ab/mKM NnawjaHe 3a
AOCTaBeHNTE U NoMyYeHu CTOKKW. [locnefHUTe NofnexxaT Ha Bb3CTaHOBABaHe Mo peja 3a peknamaums
Ha CTOKM C SIBHW HefocTaTbum, NoApo6bHO pasnucaH no-gony B Pasaen XI OT HaCTOALMA [OroBOp.

Xl. OTFOBOPHOCT 3A HETOYHO U3MNbJ/IHEHME. PEKNAMALNI

11.1. Bb3NNTOXUTENAT moxke fa npeaassasa peknamauumn npef N3MNbJAHNTENA 3a:

a) KO/MMYECTBO M HEKOMM/IEKTHOCT Ha CTOKUTE WM TeXHU4Yeckata LOKYMEHTauus (SBHM
HefocTaTbUMN);

6) Ka4ecTBO (CKpUTW HeaoCcTaTbUm):

- NPV AOCTaBsAHe Ha CTOKW He OT A0roBOPEHUSA BUL, MOCOYEH B un. 1;

- NPV KOHCTaTMpaHe Ha AeekTy npy ynoTtpeba Ha CTOKUTE.

11.2. Peknamauum 3a ABHM HefocTaTbUM Ha CTOKUTe ce npaBAT oT BB3JIOXKUTE/IA B
MOMEHTa Ha NnpeAaBaHeTo MM, 3a KOETO Ce CbCTaBsA MPOTOKO/, MOANUCAH W OT ABETe CTPaHW.

11.3. Peknamaumy 3a CKpUTU HeJOCTaTbLM Ce MpaBAT Mpe3 LenMd CPOK Ha rofAHOCT Ha
[0CTaBeHUTE CTOKM.

114. BDB3INNOXKUTENAT e pgnbkedH pa yeegomn nucMeHo WISMTB/IHUTEIA 3a
yCTaHOBeHWTe aedpekTn B 15 (neTHajeceT) AHEBEH CPOK OT KOHCTATUPaAHETO WM.
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11.6. B 5 (neT) AHeBeH CPOK OT nonyyaBaHe Ha peknamaumsaTta, USMbHUNTENAT cnefsa ga
otrosopu Ha Bb3JTOXXKNTEJTA nncMeHo 1 KOHKPETHO Jann nprema peknaMmaumata unm 8 oTXBbpas.

11.7. Mpn peknamaums 3a a8HU Hegoctatvum U3MBJIHUTENAT e gnvxeH B 10 /gecet/
[IHEeBEH CPOK OT Mo/slyyaBaHe Ha peknamalumATa 3a CBOs CMETKa M pUCK Aa [0CTaBW Ha MACTOTO Ha
[0CTaBsiHe KOMMYeCTBOTO /INNCBALLM B 4OCTaBKaTa / HEKOMM/IEKTHU AOrOBOPEHU CTOKM.

11.8. TMpn peknamauma 3a ckputn Hegoctatbun W3MBAHUTENAT e panbXeH B
[BYCeAMMYEH CPOK OT MO/yYaBaHeTO i [a 3aMeHW [0CTaBEHWTE HeLOroBOPeHW MO BUA/AeeKTHM
CTOKM 3a CBOSl CMEeTKa M pUCK munm no npeveHka Ha Bb3J/TIOXKNTE/IA fa BbpHe CbOTBETHATA YacT OT
3annaTeHara LieHa, BeJHO C AL/DKUMUTE NINXBW.

11.9. 360pbT Ha MOCOYEHUTE MO-FOPe Bb3MOXKHOCTW [a Ce BbPHE CbOTBETHATa 4acT OT
NnjaTeHoTo WK fda ce AOCTaBAT HOBM CTOKM NpuHaanexun Ha BB3JTOXKUTENA n ce ynpakHsasa OT
Hero nog popmara Ha nucMeHo yeefomnerve o M3MNb/IHUTE/A, Kato pa3xoauTe 1 pUCKOBETE Mo
HOBOTO [0CTaBsHe ca 3a cmeTKa Ha N3IMbJ/IHNTE/TA.

11.10. PeknamupaHuTe CTOKW Ce CbXpaHABAT OT CbOTBETHUA KPaeH nosyyaren 40 ypexxaaHe
Ha peKknamauumTe.

XIl. OTTOBOPHOCT MNP HEUN3IMbJIHEHNE
12.1. 3a Hen3MbAHeHVEe Ha 3ab/HKEHUATA CU MO HACTOALLMA [OroBOp C MU3K/OUYEHNE Ha Te3n
noT. 101 nT. 10.2, MSMBJIHATENAT gb/mKK HeyCTOWKa B pasmep Ha 1 % (efuH NPOLEHT) Ha feH
BbPXY CTOMHOCTTA Ha HEM3Mb/IHEHOTO B AOrOBOPEHUTE CPOKOBE 3aAb/KeHMe, HO He noseye oT 20 %
(aBageceT MpoLeHTa) OT CTOMHOCTTA Ha HEM3MbHEHWNETO, KaKTO M 00e3LeTeHrE 3a NPETbPNeHNTe
[eCTBUTE/IHN BPeaM B CNy4vauTe, KOraTo Te HaAXBbpAT LOrOBOpeHaTa HeyCToMKa.
12.2. Mpu 3a6aBsHe Ha Bb3noXxuTens 3a U3Mb/HEHWE Ha 334b/DKEHMATA My 3a MallaHe Mo
JloroBopa, CbLMAT 3annawa Ha M3nbaHuTens HeycTolika B pasmep Ha 0,1 % oT gb/kumara cyma 3a
BCEKM MPOCPOYEH [eH, HO He moBeye OT 1% OT pa3mMepa Ha 3a6aBeHOTO M/iaLLaHe.

XIIl. TIPEKPATABAHE

13.1. MNpu BMHOBHa 3a6aBa Ha V3MBb/IHUTENA, npoab/mkuna ¢ noeeye OT MOM0OBMHATa OT
CPOKa 3a W3MbJIHEHME Ha CBLOTBETHOTO 3aAb/mkeHue, BBb3NTOXKUTENAT mma npaso fa passanv
[lOroBopa eflHOCTpPaHHO C 3-4HEBHO Mpesn3BecTuHe.

13.2. B cnyuvar, Yye WMIMNBNHUTENA poctaBn no-manko OT 75% OT [OroBOPeHOTO
KONMYeCcTBO TecToBe Mo 4n.l B cpoka no un.4.2., Bb3/IOXKNTE/IA uma npaBo egHOCTPaHHO 1 6e3
npeavsBecTne [fa MpekpaTy HacToAwmMA [Orosop. 3a OTMpaBeHO MpefAu3BecTUe Cce cynuta u
n3npawlaHeTo My Ha efleKTpoHHata nowa (umein) Ha N3MNBJIHNTENA, nocoyeH B forosopa, 6e3
Heo6X04MMOCT OT MOTBbPXKAEHME 3a MOYYEHO CHOOLLEHME.

13.3. BB3NIOXKUTENAT uma npaBo Aa npekpatu efHOCTpaHHO M 6e3 npeausBecTue
HaCTOALLMA [0roBop B C/y4yah Ha CUCTEMHO HETOYHO WU3Mb/IHEHWE Ha 3afb/DKEHUATA OT
N3MBbJ/THNTENA n npeaaseHn noseye o1 Tpu peknamauun ot Bb3J/TOXKUTEA no rn. XI.

13.4. N3BbH ropenocoyeHunTe cyyvan geiiCTBUETO Ha HACTOALWMA LOTOBOP Ce MpPeKpaTsBa:

- M0 B3aUMHO Cbr/lacue Ha CTpaHuUTe, U3paseHo NMUCMEHO;

- C M3TUYaHe Ha CPOKa, 3a KOMTO e CK/THOYEH;

- eaHocTpaHHO oT BB3TOXXNTENA ¢ 10 (meceT) AHEBHO NpeAn3BECTME, KaTO B TO3W Clyydail
BB3/TOXKUNTENAT He AObMKM nNnallaHe Ha HeycToMKa, a CcaMO 3analjaHe Ha LeHaTa Ha
[OCTaBEHNTE NO CbOTBETHUSA Pef CTOKW, NPeAMET Ha HACTOSALLMSA LOroBop;

X1Y HEMPEOAOOJIMMA CUNA
14.1. CTpaHuTe ce 0CBOOOXAaBaT OT OTFOBOPHOCT 3a HEM3Mb/IHEHME Ha 3afb/DKEHUATa CU,
KOrato HeBb3MOXXHOCTTa 3a U3Mb/IHEHME Ce Ab/KM Ha HenpeogonmMma cuna. Hukos ot CtpaHuTe He
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MOXKe [a Ce Nno30BaBa Ha HEMpeogosMma cuia, ako e 6una B 3ab6aBa M He e MH(opMupana gpyrara
CTpaHa 3a Bb3HUKBAHETO Ha HenpeosoMma cuna.

14.2. CrpaHara, 3acerHata OT HenpeofonMMa Cwna, € [/1bXHa [a Npeanpueme BCUYKK
pasyMHW YCUINA M MepPKM, 3a Ja HaMain 40 MUHUMYM MOHeCeHWTe Bpeam M 3arybum, Kakto v ga
yBeoM/ NMucmeHo gpyrarta CTpaHa He3abaBHO NpW HacTbNBaHe Ha HernpeogosMmara cuna.

14.3. [lokaTto Tpae HenpeogonMmara cuna, U3nb/HEHWETO Ha 3a4b/HKEHNETO ce crnmpa.

14.4. He moxe fa ce no3oBaBa Ha HernpeofosMMa cuna oHasn CTpaHa, YMATo HebpexxHOCT
WM YMULLEHW [eicTBUA unn Ge3feicTBus ca [OBEIM [0 HEBBb3MOXKHOCT 3a M3Mb/HEHME Ha
Jorosopa.

14.5. CrtpaHuTe ce cCbr/acaBar, 4Ye HAMa [a e Haiuue Henpeojgonuma cuna W
N3MBMHUTENAT He moxe fa ce no3oBaBa Ha 0OCTOATE/ICTBA MpeACTaB/fBaLLM Henpeojonnva
CWvna, KoraTo Te3n OOGCTOATE/NCTBaTa Ca CBbp3aHM C pasnpocTpaHeHWeTo Ha COVID-19 kakTo B
Bbnrapus, Taka M B CBETOBEH Mallab, BK/IOUYWTENIHO, HO He Camo: CrupaHe Ha NpPOW3BOACTBO,
3aTBapsAHe Ha rpaHuun, CTavyku, U3BBLHPEAHWN MOJIOXKEHUA OrpaHMYaBaHe Ha M3HOC UM BCUYKK Jpyru
obcToATencTsa, cebp3aHn ¢ COVID-19.

XV. CINOPOBE

15.1. Bb3HMKHaNMTe nNpe3 BpeMeTpaeHeTO Ha A0rosopa CMopoBe W pasHornacus Mexay
CTpaHUTe Ce peLluaBaT ype3 MPeroBopu mexay TaxX. MocTurHatute [OroBOPEHOCTU Ce OOpPMAT B
nMMCMeHa (hopmMa U Ce MPeBPbLLAT B HEpa3AeiHa YacT OT 40rosopa.

15.2. B cnyyail Ha He NocTUraHe Ha AOrOBOPEHOCT MO MPeAXOLHWS YfieH, BCUYKKU CrOpOoBe,
MOpoAEHN OT TO3W [OroBOP WM OTHACALLM Ce [0 Hero, BKNKOYMTENHO CMOPOBETE, MOPOLEHN OT WIn
OTHacsLLM Ce [0 HEeroBOTO Tb/IKyBaHe, HeLeliCTBUTE/IHOCT, HEU3Mb/HEHWE WM MNpeKpaTsaBaHe Lie
ObfaT paspellaBaHM criopef ObArapckuTe MaTepuaiHA 1 MPOLECYasIHU 3aKOHW OT KOMMETEHTHUSA
cb4 No pepa Ha INMMIK.

XVI. CbOBLWEHWNA
16.1. BCMUYKM CHOOLLEHNA MEXAY CTPaHUTE, CBbP3aHU C U3Mb/IHEHWETO Ha TO3M LOroBOp ca
BaIMAHM, aKo Ca HanpaBeHM B MWUCMeHa (opma ¥ ca MNOANMCAHNW OT  YMb/IHOMOLLEHNUTE
npeacrasutenn Ha U3MbJTHUTETA nnn Bb3NTOXXUTENA.
16.2. 3a pata Ha CbOOLLEHMETO Ce CMATA:
S [jartara Ha npefasaHeTo - MPW PbYHO MpejaBaHe Ha CbOOLLEHMETO;
S pgararta Ha MOLLEHCKOTO K/eiiMO Ha obpaTHaTa pasnucka - npy usnpatlaHe no nowuara;
S [arara Ha npvMemaHeTo - Mpu K3npaLlaHe Mo akc;
S [aTaTa Ha M3npawaHeTo - NpU U3npaLlaHe no eneKkTpoHHa nowa (1mein).
16.3. 3a BamMAHM afpecy 3a NpuemMaHe Ha CboOLLEHNA 1 GAHKOBW CMETKW, B T.4. 1 afipecu Ha
e/leKTPOHHa noLua (Mmeiin), cBbp3aHn € HaCTOALLMA AOrOBOP Ce CMATAT:

3A N3MBJIHNTENA: O6nact Codwms, obw,. CtonmuHa, c. Jlokopcko n.K. 1513, yn. CnbH4YeBa
nnanuHa Ne7; en. nowa: miofa/milpharma.bg: fiuue 3a koHTakT: Munen Tletkos, Ten. HETOOILGR

banka: Y/IMYEHO OBCTOATENCTBO
BIC: P Pmnamenr (LU 2016/679 (CDPR)
3A BBIJTOXKUTENA: rp. MneseH 5800, yn. ,,KHA3 AnekcaHabp bateH6epr 1” Ne 7; en. nowga:

3BAMKEBEMEECOATRLCTBRO

rzl@rzi-pleven.com; Jluue 3a KoHTaKT: Tans COTUPOBA, TEN. “wmmen o misncorn

A

16.4. Tlpu npomsHa Ha MocoyeHMTe Mo yn. 16 agpec, 6aHKOBa CMeTKa Wun/w\opyrn gaHHM

rHata cTpaHa e A/TbXXHa fa yBeloMu apyratrue3abasHo. NI ]
W HotxFO0OMNwuchO [£ 8 « 4\ MJIUYEHO OBCTOATENCIIHO
PerniameHT (EC) 2016/679 (GDPR) *crnamenT (EC) 2016/679 (GDPR)
n* * cin M 7
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XVII. OPYTWN YC/NTOBUA

17. 3a HeypefeHWTe BLMPOCK B HAcTOSLLMS AOrOBOP Ce Mpunara AeicTBaLlOTO 6bArapcko
3aKOHO/ATENCTRO.

XVIII. 3AKTHOYUYUNTENHW PA3IMNOPEABN
18.1. MNpwn cbCTaBAHETO Ha HACTOALLMA AOr0BOP Ce NMpeAcTaBmxa CNefHNTE LOKYMEHTH:
S OdpepTa Ha U3MbHUTENSA, HEPa3/eHa HeroBa YacT.
V TlokaHa 3a yyacTue B npoueaypa, Hepasze/iHa HEroBa yacr,
18.2. HacToAwmAT 1OroBop Ce CbCTaBM B TPU e4HO06Pa3HN eK3emMnspa Ha 6barapcku ek
eanH 3a M3MNbJTHUTENA n gea 3a Bb3/TOXXKNTENA.
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3ANNYI
Pci namen

OBPASEL|,

OPEPTA
cbrnacHo NokaHa

oT daxpy W55 Napus n MuneH woiGamen - 46TKOB
(TpuTe nmeHa)
B Ka4yecTBOTO CU Ha YnpasuTenu s/Ha ,,Mundapma Meaukan“ OO/[ , EVMK 206384353, cbe

ceflanvile 1 agpec Ya ynpaeneHune cJ1okopcko, n.k 1513, 06n,Cogus, yn. ,,CnbH4YeBa nnaHMHa™
Ne7, .

Nuue 3a KoHTakT: MwuneH MeTKos., Ten. Ne | en-nowa: info@milpharma.bg,

YBAXAEMUW JAMU U TOCIOJA,

C HacTosAWoTO B npefcTaBame HallaTa ogepTa 3a LOCTaBKa Ha 6bp3y aMLUTeHHU TeCcTOBe,
KOWUTO fa ce M3Mosfi3BaT 3a MbpBOHAYaIHa AMarHOCTMKa Ha NiLa CbC CbMHEHVe 3a KOpOoHaBMpycHa
nHekumsa ot LLCMIM, B TpuaxHu otaeneHuns, COVID 30HM 1 apyrun nevebHN 3aBefeHus, KakTo 1 3a
M3Nb/HEHVE Ha BLbBEAEHOTO M3MCKBaHe 3a TECTBAHE Ha He No-Manko OT 5% OT BAM3awmTe nuua ot
LbpPXKaBK OT OpPaHXXEBU U YEPBEHW 30HW C ObP3 aHrMreHeH TecT, KakTo Crnefga:

APTUKYN MpegnaraHo Ef. ueHa B [pegnaraH cpok
(MpownssoanTen Ha TecTa, TbhProscka pea A- 1 6 PeA P
mapka/mogen/HanmenosaHue/kaT. Ne Ha KOI'IW—I(?CTBO nesa bes Ha 'D'OCTaB'_(a 8

TecTa) Jo: nac JHW po:

1  VITROSENS BIYOTEKNOLOJI 140 000 6p. 2,89 fo 1 paboTeH
LIMITED SIRKETI (BUTPOCEHC [eH cnef
BVOTEXHONOMXN TNMMNTMA CK/OYBaHe Ha
LWNPKETW), RapidFor™ SARS-CoV-2 forosop

Rapid Antigen Test Kit, KomnnekT 3a
6bpP3 aHTUTeHEH TecT,
HasohapuHruaneH, 3a NnpogecuoHanHa
ynoTtpeb6a, kaT. Ne: VSCDO02;
YYBCTBUTE/THOCT Ha TecTa -97,3 %
cneumpuyHocT na Tecta - 99,05 %
BK/IIOYEHW Ca BCUYKU MPUHALIEKHOCTH
(TecToBa KaceTa, TaMMOH 3a B3eMaHe Ha
npobu, 6Oydep W WHCTPYKUMS 3a
ynoTpeba)

CpoKbT 3a A0oCTaBKa He MoXe aa 6bae ,,0" aHu.

Taka npefnoXeHUTe LieHW BKIKOYBAT BCUYKM pasxoiu L0 MACTOTO HA [0CTaBKa, BKIHOUYMTENTHO
JaHbUM, TakcKu, 3acTPaxoBKW, TPaHCMOPT, OMakoBkKa M Apyrn. B ueHaTa ca BK/IKOYEHM BCUYKM
NPUHAANEXHOCTH, HEOOXOAMMM 33 M3BLPLUBAHE HA WM3CNefBaHeTo, NP CPOK Ha rOAHOCT He no-
MaTbK OT 75 % (cegemaeceT M MeT Ha CTO) OT 06SBEHUS OT MPOM3BOAMTENS KbM JaTaTa Ma BCsAKa
[locTaBKa.

[,0roBOpeHnTe eIUHNYHM LiEHU He NMOANEXaT Ha MPoMsAHa Mpe3 Lenus CPoK Ha feiicTBue Ha
[I0r0BOPA 32 U3Mb/IHEHWE HA MOpPbYKaTa.

I'Ipe,u,no>|<eH|/|Te LieHn Ca onpeaeneHn npu Nb/HO CbOTBETCTBME C YCNoBUATA OT MNokaHara.

[Jeknapvpame CbrnacmMeTo CW NPefoKeHWTe OT HAC KOJIMYECTBO TECTOBE, LieHa W CPpK Ha
[locTaBKa [la y4acTBaT B KnacupaHeTo. A

3azbmkaBame CC, ako Hawata odepTa 6b4 [TP B ii, M WM3MbAHUM U Npefsaem Aonoso L Tety
CTBa TECTOBE B [JOFOBOPEHUTE CPOKO

ICTB0 SAJINYEHO ObCTOATENCTBO

PerniamenT (EC) 2016/679 (CDPR)


mailto:info@rmlpharma.bg

CmMeTkaTa, MO KOSTO We 6baaT WM3BbPLWBAHW pasnpaliaHnWsTa Mo [OroBopa, ako GbAeMm
onpeAeneHun 3a U3MbIHUTEN Ha A0CTaBKaTa:

e SMNYEHO OBCTOATENCTBO
PeumHcwr (EC) 20MIA79 (CDPR)

Tutynsap Ha cmeTkata MUJTPAPMA MEAVKAJT O0O4

C nopgaeaHeTO Ha HacToswarta odepTa fJeknapupam, Ye MpuvemMaM HanbaHO YC0BUATa Ha
Bb3noxwu lens, nocoveHun B MNMokaHata 3a nNpeAcTaBsHe Ha 0epTn 1 NpoeKTa Ha orosop. CpoKbT Ha
Ba/IMAHOCT Ha Hactoawara oepta e 30 AHW, CUMTAHO OT KpaWiHUA CPOK 3a MojaBaHe Ha ogepTu.

MpuioXxeHnst KbM odhepTaTa (ONUCBAT Ce NPUNOXKEHUTE AOKYMEHT )"

1 3aBepeHO Konwue (BAPHO C OpUrMHana) Wiv OpuUrMHan Ha oMuumaneH/HW JOKYMeHT/U oT
NMPOU3BOAMTENS HA TECTOBETE, MOKa3BaLl/W XapakTepUCTUKUTE UM U HAYMHA Ha ynoTpeba -
WHCTPYKLMA 3a ynotpeba, 6poLuypa, NpogyKTOB KaTanor Wiv Apyru AoKYMeHTU, NoApo6Ho
onucealliM MmapameTpuTe Ha TecToBeTe, OT KOMTO fa Ce YCTaHOBfBA, Y€ Te OTroBapAaT Ha
M3MCKBAHUATA, NOCOYEHMN B MOKaHaTa, KaKTo 1 3a HauvHa Ha TaXHaTta ynoTpe6a;

2. 3aBepeHo Konue (BAPHO C OpWUrvHana) WM OpUrMHan Ha feknapauus 3a CbOTBETCTBUE,
n3gasieHa oT MPOU3BOAUTENS UK YMb/IHOMOLLIEH HEroB MpescTaBuTer.

3. 3aBepeHo Komnue (BAPHO C OpUrMHana) Wan opurmHan Ha sanugeH ceptudukat Ha bAC EN
ISO 13485:20xX nnu eKBMBANEHT, 3Aa[eH Ha MMETO Ha NPOM3BOAMTENS HA 6bP3M aHTUTEHHN
TectoBe 3a COVID-19 oT akpeguTupaHa WHCTUTYLUMS WNU areHums 3a yrpaeneHue Ha
KayecTBOTO, C 06XBaT NPOU3BOACTBO HAa MEANLMHCKA U3LEeNus.

4. 3aBepeHO Konwve (BAPHO C OpUTMHANa) WAV OPUrMHaM Ha BaIMAHO paspeLleHue 3a Tbprosus
Ha efpo C MeAWLMHCKN W3denus, uigafeHo oT M3nbaHWTeNHaTa areHums ro nekapcreara
(MAT) wnn apyr JOKYMeHT, YAOCTOBEpsiBall, NpaBoOTO UM [a Tbprysar C MegULMHCKM
n3genua, n3fafeH ot KOMMNETEHTEH OpraH Ha Apyra AbpXasa YleHKa WK Ha gpyra Abpxasa
- cTpaHa no CnopasymeHueTo 3a EBpONelickoTO MKOHOMWYECKO MPOCTPaHCTBO, WM Ha
KoHtbesepaums Llseiuapus. B cnyyaid, Ye yyaCTHMKA € MPOM3BOAWTEN, YCTAaHOBEH Ha
TepuTopuATa Ha Penybnuka bBbnarapusa v npegnaraHuAaT TECT € MPOU3BELEH OT Hero, He ce
M3NCKBA MpeacTaBsaHe Ha paspeLleHne 3a TbProBus Ha efpo C MefULUHCKN U3aenus;

5. Mocrpa Ha TeCcToBeTe B KpaiiHa OMakoBKa, OT KOSiTO Jia € BUAHO CbOTBETCTBMETO Ha TeCTOBETE
C NOCTaBEHWTE B MOKaHaTa U3NCKBaHUS.

(OthepTunTe 32 yyacTue U MOCTPUTE KbM TAX Ce NojasBaT 3aefHO B 3aneyaTaHa
Henpo3spayHa onakoBKa B LIeHTbp 3a aAMUHUCTpaTMBHO 06cny>kBaHe Ha P3U - TneBeH, Ha
appec: rp. MneseH, yn. ,,KHA3 AnekcaHabp BaTeH6epr V'Ne7 B cpoka, nocoyeH B lMokaHaTa):

3oCenokka: Mpu HermbHa 0dhepTa, NPV HCrpe AMHAOoMNHe Ha Heo6XoAMMUTE C ohepTaTa LOKYMEHTHU



