JJOrOBOP

K.PSIM&-4¥ s e, 2022 T.
OHec, ..J.Q -.U :1,.5< B rp. [neBeH, mexay:

PErMOHAJTHA 30PABHA NHCIMEKUWA - MJIEBEH, c agpec: rp. MNMneseH 5800, yn. ,,KHA3
AnekcaHabp bateHbepr 17 Ne 7, EMK 176030972, npefcTaensBaHa oT A-p WnmaH MuHYeB -
AmpekTop Ha P3W - TneBeH, c rnaBeH cueToBOAWTeN Buoneta Craiikosa - VoBeBa, HapuuaHa mo-
fony 3a kpatkoct ,,Bb3J/TOXXUNTEJT” o1 efHa cTpaHa

n

-MWNOPAPMA MEOVNKAN“ OO/, cbe ceganuile 1 agpec Ha ynpaeneHme: Obnact Codusi, o6LL,
CrtonnyHa, c. Jlokopcko n.K. 1513, yn. CnbHyeBa nnaHuHa Ne7, EVK 206384353, npeacTasnsasaHo
OT daxpu e ANpK3 - YNPaBUTeN Y MUNEH twmwsinon [ 1ETKOB - YNPABUTEN, HAPUYAHO MO-A0NY
3a kpaTkocT “U3IMNbJIHNTEJ, oT gpyra cTpaHa

Ha OCHOBaHwve 4. 13, an. 1, T. 2 oT 3aKoHa 3a MepKUTe 1 AeACTBUATA MO BPEME Ha M3BbHPEAHOTO
MonoXeHue, 06sBeHO 0T HapoaHoTo cvbpaHue Ha 13.03.2020 rog. v 3a NpeoosisiBaHe Ha nocieavuuTe, v
YTBbPAEH OT Bb3okuTens poknag Ne 75-8/19.01.2022rof. 3a CK/IHOYBaHe Ha [OroBOp/v C MpesMeT:
»d0CTaBka Ha 6bp3n aHTUreHHN TeCcTOBe 3a AMarHocTuka Ha SARS-CoV-2”, ce ckoun
HaCTOALLMAT [OroBop 3a CMefHOTO:

I. MPEOMET HA JOIMOBOPA
1. BBINTOXKUNTENAT Bbv3nara, a N3MNB/IHUTENAT ce 3agbmkaBa fa M3BbLPLUN
[0CTaBKa Ha MEANLIMHCKN M3aenuns - 6bp3n aHTUreHHn Tectose 3a COVID-19, KaKTo cnefpa:

HAVMEHOBAHWE MPOV3BOANTEN HA TECTA,

Moa. HA _ ThPFOBCKA

Ne MEAVMUMHCKOTO MAPKA KOMMHECTBO: /A pkA/MOLENHANMEHOBAH
VI3NENVE VIE/KAT. No HA TECTA

Bbp3 aHTUreHeH TecT
3a COVID-19 (kur,
1 BK/TOYBALL, BCUYKO TecT 100 690 6p.
Heo6XxoaMMO 3a
M3BbPLUBAHE HA TECTA)

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

Il. LEHW M OBLUA CTOMHOCT HA
OOCTABKUTE MO AOIMOBOPA
2.1. LleHaTa Ha CTOKUTe Mo 4.1, cbrnacHo NpefCcTaBeHO LeHOBO NMpeasioKeHue, HepasaeHe
4acT OT [0roBopa € KakTo CfejBa:

MMos. HANMEHOBAHVE HA K-Bo: Epn. ueHa 6e3 O6Lua CTOMHOCT B
Ne MEOVMUMNHCKOTO U3OETNE yivile: neBa
1, Bbp3 aHTUreHeH tect 3a COVID- 100 690 6p. 2.89 .. 290 994.10 r..
19
OB][LIA CTOMHOCT BE3 A/C: 290 994.10 n..
2.2. LleHaTa BK/OYBA BCMYKW pa3xoau [0 KpaeH Monydyaren: pasx; MACTOTO Ha
a, BK/IIOYUTENHO [JaHbLW, Takew, 3acTp”*3BTa?*3paHCrnopT, OnakoBka™ npy CpPoK Ha
jAH”t[L”U ()B(j’[‘(m']‘EJICI'B() | .lA‘J‘[ Ht[EI [0 (}B(‘TUHTEJ[C‘[.B(}
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FOAHOCT He MO-MabK OT 75 % (CefeMAeceT W MET Ha CTO) OT 06SBEHUS OT NMPOW3BOAUTENS KbM
[aTaTa Ha BCsiKa [J0CTaBKa.

2.3. LieHaTa no A0rosopa e (mKcUpaHa, He MOAMEXM Ha MPOMSsHA 3a CPOKa Ha AeiicTBre Ha
[l0roBOpA.

1. YCnosmda NN HA4YMH HA MNAALLAHE

3.1. MMnawaHeTo No HacTOALWMSA [OrOBOP Ce OCHLLECTBABA Ype3 GAHKOB MPeBOJ, OT CTpaHa Ha
BBb3/NOXUTENA no nocoueHata B opepTata Ha 3Mb/IHUTENA 6aHKOBa CMETKa.

3.2. 3annawjaHeTo Ha CTOKWUTE MO [OroBopa Ce U3BbpLUBA B ObArapcku nesa, no 6aHKOBa
cmeTKa Ha 3N BbJ/THUTENA, B cpok fo 30 aHW cnep npefAcTaBAHe Ha CNeaHUTE AOKYMEHTH:

1 dakTypa-opuUrmHan 3a CTOMHOCTTA Ha U3BbpLUEHaTa JOCTaBKa,;

2. [BycTpaHHO nofnucaH/v npvemaTenHo-npesaBaTenieH/Hy NpoToKon/u;

3. [JOKyMeHT 3a KauyeCTBO Ha BCAKa [OCTaBeHa NapTuaa, U3fafeH oT NPoM3BOAUTENA Ha TECTa,

4. [oKymeHT, nsgaseH ot MAJ, oT KOWTO Aa e BUAHO, Ye 3a NPeIoKeHUTe 6bp3n aHTUTEHHN
TectoBe 3a COVID-19 Hava peructpupaHn pgaHHm B VAN w/vnimn EUDAMED  3a
VHUNAEHTU/NOTEHUMAIHU VHUMAEHTW Npe3 nocnegHuTe 18 mecela, Kakto U 3a 6/0KMpaHU wn
M3TErNIEHN OT Nasapa NapTuav Mo MpPUYMHK, CBbP3aHM C 6e30MacHOCTTa Ha MeAVLUMHCKUTE U3Lenus
npes3 nocnegHnTe 18 mecela;

3.3. B cnyuvali, 4e nocoyeHute B un. 3.2 [OOKYMEHTM ca HEpedoBHW WM He ca
OKOMM/EKTOBaHW, coLumTe ce BpbLuaT Ha 3MBb/IHUTENA 3a nsnpassHe Ha HepeaHocTuTe. CPOKbT
no un. 3.2. 3ano4sa fja Teye OT AataTa Ha NPeACTaBAHETO Ha MNOC/IefHUA U3NCKYEM Ce OKYMEHT.

IV. CPOK HA JOIMOBOPA. CPOK HA AOCTABAHE
4.1. loroBopbT B/M3a B CW/a OT AaTaTa Ha NoArnvcBaHeTo My OT [IBETE CTPaHU U e CbC CPOK
10 VI3Mb/IHEHVE Ha BCUYKMN AEHOCTY MO [IOroBopa.
4.2. [locTaBKUTE MO JOrOBOPaA Ce U3BbPLLBAT B CPOK HE MO-KbCHO OT 1/eAuH/ [IeH, CUMTaHO OT
faTaTa Ha CK/oYBaHe Ha [40roBopa.

V. MACTO HA JOCTABAHE
5.1. 3a MACTO Ha AOoCTaBsiHE Ha CTOKWUTe Mo To3n forosop ce onpefens P3W - neseH, yn.
,»KHA3 AnekcaHabp bateH6epr 1 No7 ¢ Bb3MOXHOCT 3a OTFTOBOPHO MaseHe B CK/af Ha J0CTaBuMKa.
5.2. PUCKBT OT C/lyya/iHOTO MOrMBaHe WM MOBPEXJaHE Ha CTOKUTE MPeMUHAaBa BbpXY
BB3/TOXKUTENSA 0oT MOMeEHTa Ha MpYeMaHeTo MM Ha MACTOTO Ha [OCTaBAHe C MnpuemartesiHo-
npefasaTesieH NPoOTOKON.

VI. JATA HA JOCTABAHE HA CTOKUTE
6. 3a Aata Ha JoCTaBAHe Ce cuuTa faTara, Ha KOATO CTOKMTe ca JOCTaBeHW [0 MACTOTO Ha
[lOCTaBsiHe, NMpW ycnoBuATa Ha un. 9.2,

VIIl. 3AAb/DKEHUNA HA N3MTBbJTHUTENA

7. N3AMBNHUTENAT ce 3anb/mxasa:

7.1. [a pJocTaBuM CTOKUTE B [OrOBOPEHMA CPOK W fda T npedafle Ha NpeacTaBUTeN Ha
Bb3noxutens.

7.2. [la npepage CTOKWTE, MaKeTUpaHW U MapKupaHu B CHLOTBETHWUA BWUA, KOMMYECTBO W
KayecTBO Ha MACTOTO Ha JOCTaBsAHe.

7.3. [a focTaBa CTOKMTe C JOKYMEHT 3a KayeCTBO Ha BCSKa [OCTaBeHa Maptuaa, U3fageH ot
NpPoOn3BOAUTENA Ha TeCTa,

Ctp. 2016



7.4, [la 10CTaBy CTOKM, OTrOBapsiLLY Ha U3MCKBAHMUSATA Ha HACTOSILLMS IOrOBOP U Ha NMoKaHaTa
3a yyacTvie B Npoueaypara, npeaLecTsallia CKKUBAHETO Ha TO3W AOTOBOp.

VI, 3AOBb/DKEHNA HA Bb3/TOXKUTENA
8. BB3NTOXUTEJNIAT ce 3agb/ikaBa:
8.1. [la npvieme AOCTaBeHUTE B CPOK M HA MACTO CTOKM, CbOTBETCTBALUY MO BWUL, KOMMYECTBO
1 Ka4eCcTBO Ha OMMCaHOTO B HACTOALLMSA AOr0BOP.
8.2. Ja 3annatu fOCTaBeHMTe CTOKM Mo pefa Ha yn. 3.13.2. 1 3.3. oT HacToALWMA LOroBOp.

IX. MPMEMAHE U NMPEAABAHE HA CTOKUTE
9.1. lMpnemaHeTo Ha CTOKUTE Ce M3BbPLLBA HA MACTOTO Ha [OCTaBfHE OT MpeACTaBUTEN Ha
BB3NOXKUTENSA.
9.2. M3nbnHuTenat wn npeactasuten Ha BbB3JIOXXUTENA nognuceat npuemartesiHo-
npegasaTtefieH NPOTOKON, YAOCTOBEPSABALL, NMOyYaBaHETO Ha CTOKMUTE.

X. CPOKHATOAOHOCT
10.1. KbMm faTtaTa Ha AoCTaBKata, OCTaTbYHWUAT CPOK Ha FOAHOCT Ha CTOKWUTE, NPeAMeT Ha
HacTOALLMA [OroBOp, cnefsa fa 6be He No-manbK OT 75 /cefemaeceT 1 net/ Ha CTO OT 065BeHNs OT
Npoun3BOAMTENA KbM JaTaTta Ha BCAKa JOCTaBKa.
B cnyuail Ha foCTaBKa Ha MeAMUMHCKO W3fenve € Mo - KpaTbK OT [JOrOBOPEHMSi CPOK Ha
rogHocT, U3MBbIHUTENTAT Ab/mKy HEYCTOMKa, KakTo crefBa:

e OT 74,99% po 60,00% CcpoK Ha rogHocT - HeycTolika 10% BbpXYy CTOMHOCTTa Ha
A0CTaBKara,

e oT 59,99% pgo 40,00% CpoK Ha rogHocT - HeycToilka 20% BbpXy CTOWHOCTTA Ha
[OCTaBKaTa,;

10.2. [locTaBKaTta Ha M3[enns ¢ ocTaTbyeH CPOK Ha rogHocT no-manbk ot 40 % ce u3BbpLUBa
camo C nNMcMeHo cbrnacue ot Bb3/TOXXNTEJIA, KaTo ce AbmKn HeyCToKa B pasMep Ha 25 % BbpXy
CTOMHOCTTa Ha fJocTaBkata. [lpu nuMnca Ha MWCMEHO Cbracve WAM MNpu MoJlyYyeHO OT
N3MNBJ/THUTENA yBefomnieHMe 3a 0TKa3 OT MpuemaHe Ha CTOKM C OCTaTbyeH CPOK Ha roAHOCT Mo-
ManbkK oT 40 Ha CTO OT 06sBeHMs OT npomussoauTens, Bb3JTOXXKUTENAT He Ab/mkM nnaujaHe 3a
AOCTaBEHWUTE M NMONYYeHU CTOKMW. [ocnefHnTe NOAMEXaT Ha Bb3CTaHOBABaHe MO peja 3a peknaMaums
Ha CTOKM C IBHW HeJoCTaTbLM, NOAPO6HO pa3nucaH no-gony B Pasgen X1 oT HacToALWMS [OroBop.

Xl. OTFOBOPHOCT 3A HETOYHO U3IMb/IHEHWVE. PEKJTAMALNU

11.1. Bb3NTOXKXUTENAT moxe aa npeaassasa peknamauun npef N3MbJHUTENA 3a:

a) KO/IMYeCTBO M HEKOMIM/IEKTHOCT Ha CTOKUTE WM TeXHU4Yeckata LOKYMEHTauus (SBHM
HefoCTaTbUN);

6) Ka4ecTBO (CKpUTW HeaocTaTbUm):

- NPV AOCTaBsAHe Ha CTOKW He OT A0r0BOPEHUSA BWf, MOCOYEH B un. 1;

- NPV KOHCTaTupaHe Ha feeKTn npu yrnotpeba Ha CTOKMTE.

11.2. Peknamauuu 3a SiIBHW HefocCTaTbUM Ha CTOKUTe ce npaeAaT oT Bb3JTIOXKUNTE/IA B
MOMEHTa Ha npefaBaHeTo MM, 3a KOETO Ce CbCTaBA NPOTOKO/, NOAMWCAH 1 OT ABeTe CTPaHW.

11.3. Peknamauumy 3a CKpUTM HeJoOCTaTbLM Ce MpaBAT Mpe3 Lenud CPOK Ha rogHOCT Ha
[0CTaBeHUTE CTOKM.

114. BDB3NNIOXKUTENAT e pnvked pa  yeegomu nucMeHo WSIMTBJIHWTENA 3a
yCTaHOBeHWTe geektun B 15 (NeTHageceT) AHEBEH CPOK OT KOHCTATUPAHETO UM.

SATHYEHO OBCTOATEJCTBO | SAJTHYEHO OBCTOATEJICTBO
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11.6. B 5 (neT) gHeBeH CpPOK OT nosiydaBaHe Ha peknamaumsaTa, SMbHUTENAT cnegsa ga
otrosopu Ha BB3JTOXKNTEJTA nucMeHo 1 KOHKPETHO Jan Nprema peknaMmaumata uam 8 oTXBbpas.

11.7. Mpn peknamauus 3a aBHU Hegoctatbuy VMBJIHUTENIAT e gnvxeH B 10 /pecet/
QHEBEH CPOK OT MoslyyaBaHe Ha peknamauuaTa 3a CBoA CMETKa W pUCK fa AOCTaBU Ha MACTOTO Ha
[0CTaBsiHe KOMMYeCTBOTO /IUMNCBALLM B OCTaBKaTa / HEKOMMIEKTHM AOrOBOPEHU CTOKM.

11.8. Tlpu peknamaums 3a ckputn Hepgoctatvun WSMB/IHUTEIAT e anbkeH B
[BYCeAMMYEH CPOK OT NoslyvyaBaHETO W Ja 3aMeHW [OCTaBeHWUTe HeLOrOBOPeHU MO BUA/AeeKTHM
CTOKM 3a CBOSA CMeTKa M pucK nam no npeueHka Ha Bb3/TOXKNTE/IA fa BbpHe CbOTBETHATA YacT OT
3annareHara LeHa, BeHO C Ab/HKUMUTE NINXBU.

11.9. N360pbT Ha MOCOYEHWUTE MO-rOpe Bb3MOXHOCTM [a Ce BbpHE CbOTBETHATa 4acT OT
NJaTeHOTO WK Ja ce AOCTaBAT HOBM CTOKM NpuHaanexun Ha Bb3JIOXXUTENA n ce ynpaxHasa oT
Hero nog hopmara Ha nnucmeHo yeefomnexve o V3Mb/IHUTEA, kaTo pa3xoanTe 1 pUCKOBETE MO
HOBOTO [0CTaBsiHe ca 3a cmeTka Ha V3IMbJIHNTEJIA.

11.10. PeknamupaHuUTe CTOKW Ce CbXpaHABaT OT CLOTBETHUA KpaeH nonydaten Jo ypexkaaHe
Ha peKknamauuunTe.

XIl. OTrOBOPHOCT MNPV HEMN3MbJIHEHUNE
12.1. 3a Hem3Nb/IHEHME Ha 3a4b/DKEHUATA CM MO HACTOALLMSA [OroBOp C U3K/KOYEHNE Ha Te3n
no 7. 101 nT. 10.2, USMBJIHATENAT gbmKn HeycToliKa B pasmep Ha 1% (eamH NPOLEHT) Ha feH
BbPXY CTOMHOCTTa Ha HEM3Mb/IHEHOTO B AOrOBOPEHUTE CPOKOBE 3ab/HKEHNE, HO He noseye oT 20 %
(aBapeceT MpoUeHTa) OT CTOMHOCTTA Ha HEU3Mb/IHEHWETO, KaKTO M 06e3LeTEHME 3a NPETbPNeHnTe
[eViCTBUTE/THN BPeau B CllyvanTe, KOraTo Te HaaXBbp/IAT OroBopeHaTa HeyCcTomKa.
12.2. TMpn 3a6aBAHe Ha Bb3noxuTens 3a U3Mb/HEHWE HA 3ab/DKEHUSATA My 3a MaljaHe Mo
[loroBopa, CbLUMAT 3annawia Ha M3nbaHuTens HeycTtolika B pasmep Ha 0,1 % OT Ab/MHKMmara cyma 3a
BCEKW MPOCPOYEH [eH, HO He noseye OT 1% OT pa3Mepa Ha 3a6aBeHOTO MiaLLaHe.

XI. NMPEKPATABAHE

13.1. MNpu BMHOBHa 3ab6aBa Ha V3Mb/IHUTE/A, npoab/mKmuna ¢ noBeye OT MOMOBUHATA OT
CPOKa 3a M3Mb/IHEHME Ha CBLOTBETHOTO 3aAb/mkeHue, BbIJTOXKUTENAT muma npaso fa pa3saiu
[lorosopa efHoCTPaHHO C 3-AHEBHO Mpean3BeCTHE.

13.2. B cnyvai, 4ye WMIMNBNIHUTENA poctaBu no-manko 0T 75% OT [0roBOPEHOTO
KONMYeCcTBO TecToBe Mo 4i.l B cpoka no un.4.2., Bb3/IOXKNTENIA uma npaBo egHOCTPaHHO U 6e3
npeausBecTvie fa MNpekpaTy HacToAwmMA [0rosop. 3a OTMpaBeHO Mpefu3BecTMe Cce cuuTa ”
M3npaLlaHeTo My Ha enekTpoHHata nowa (uveinn) Ha M3Mb/IHUTENA, nocoyeH B foroBopa, 6e3
Heob6XoAMMOCT OT MOTBbPXKAEHWE 3a MOYHYEHO CLOOLLEHNE.

13.3. BB3JIOXXUTENAT uma npaBo Aa npekpatu efHOCTpaHHO M 6e3 npeam3sBecTume
HacTOAWMA [OroBOp B C/lydall Ha CUCTEMHO HETOYHO W3MbJHEHWE Ha 3afb/DKeHusATa OoT
W3MB/THNTENA n npeaaseHn noseye ot Tpn peknamauyn ot Bb3JTOXKUTE/A no rn. XI.

13.4. N3BbH ropenocoyeHnTe cnyyvan AeiCTBUETO Ha HACTOSALLMSA LOTOBOP Ce NpeKpaTsBa:

- M0 B3aUMHO CbI/lache Ha CTpaHuUTe, U3pa3eHo MUCMEHO;

- C M3TUYaHE Ha CPOKa, 3a KONTO e CK/THOYEH;

- eaHOCTPaHHO oT BB3/TOXXNTENA ¢ 10 (geceT) AHEBHO NpeaM3BECTME, KAaTO B TO3W Cydali
BB3NOXXUTENAT He AbMKM NnaljaHe Ha HeycTolika, a CamoO 3ar/allaHe Ha LeHaTa Ha
[lOCTaBEHUTE MO CHLOTBETHUA pPef CTOKW, NPeAMET Ha HaCTOALLMA AOrOBOp;

X1Y HEMPEOAOJ/IMMA CUNA
14.1. CtpaHuTe ce 0CBOOOX/aBaT OT OTFOBOPHOCT 3a HEU3Mb/IHEHME Ha 3afb/DKEHUATa CH,
KOrato HeBb3MOXKHOCTTa 3a M3Mb/IHEHME Ce Ab/KM Ha Henpeogonmma cuna. Hukos ot CtpaHuTe He
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MOXe [ja Ce Nno30BaBa Ha HEMpeojosMmMa cuna, ako e buna B 3abaea U He e MH(opMupana gpyrata
CTpaHa 3a Bb3HWKBAHeTO Ha HenpeosoMma cuna.

14.2. CrtpaHata, 3acerHata OT HenpeofonvMMa cuna, € [/1bXHa [a Mpeanpueme BCUYUKK
pasyMHW YCUMS U MepKW, 3a Aa HaMasnm 40 MMHUMYM MOHECEHWUTE Bpeau W 3arybu, Kakto v ja
yBeoMM NcMeHo apyrata CTtpaHa He3abaBHO Mpy HAaCTbNBaHe Ha HeMmpeogonMMaTa cusia.

14.3. [lokaTto Tpae HenpeogonMmara cuna, U3nbHEHWETO Ha 3ab/KEHNETO Ce Cnmpa.

14.4. He moxe fa ce no3oBaBa Ha HernpeofosMmMa cuna oHasu CTpaHa, YvsiTo HeGpeXXHOCT
WM YMULLNEHW [eicTBUA unu Ge3feilcTBus ca [OBEN [0 HEBBL3MOXKHOCT 32 M3Mb/HEHME Ha
Jorosopa.

14.5. CrtpaHuTe ce cCbr/acaBar, 4Ye HAMa [a e Haauue Henpeogonnuma cuna W
N3MBIHUTENIAT He moxe fa ce nmo3oBaBa Ha 0OCTOATE/ICTBA MpeACTaB/ABaLLM Henpeogonnva
CWvna, KoraTo Te3n 06CTOATEe/NCTBaTa Ca CBbP3aHM C pas3npocTpaHeHWeTo Ha COVID-19 kakTo B
Bbarapus, Taka M B CBETOBEH Maulab, BK/IOUMTENHO, HO He camo: CruvpaHe Ha NpOov3BOACTBO,
3aTBapsAHe Ha rpaHuun, CTavyku, U3BLHPEAHWN MOMIOXKEHUSA OrpaHnMyYaBaHe Ha M3HOC UM BCUYKK Apyru
obcToaTencTsa, cBbp3aHm ¢ COVID-19.

XV. CIOPOBE

15.1. Bb3HUKHaMTE Npe3 BPEeMETPaeHETO Ha A0roBopa CMOpPoBe W pasHorfiacusa Mexay
CTpaHUTE Ce peluaBaT ype3 MPeroBopu mexay TaX. ocTurHatute [OroBOPEHOCTM Ce OOpPMAT B
nMcMeHa (hopmMa ¥ Ce NPeBPBLLAT B HEpa3AenHa YyacT OT 40rosopa.

15.2. B cnyyail Ha He nocTuraHe Ha [OrOBOPEHOCT MO MPeAXOAHWSA YNeH, BCUYKWU CMOPOBE,
MOPOLEHN OT TO3WN JOroBOP WM OTHACALLM Ce [0 Hero, BKIKUYUTENHO CMOPOBETE, MOPOAEHM OT WK
OTHacsALM Ce [0 HEeroBOTO Tb/IKyBaHe, HeLeCTBUTENHOCT, HEWU3Mb/HEHVE WM MNpeKpaTsBaHe Lie
ObfaT paspeluaBaHu criopef ObArapckuTe MaTepuasiHUM U MPOLIECYaSTHN 3aKOHW OT KOMMETEHTHUSA
cb4 no pefa Ha I'MIK.

XVI. CbOBLLEHWMA
16.1. BCUYKM CHOOBLLEHNSA MeXAY CTpaHWTe, CBbpP3aHW C U3Mb/IHEHWETO Ha TO3M JOroBop ca
BaIMAHM, ako ca HanpaBeHW B MWUCMeHa qopma ¥ ca MNOANMCAHNW OT  YMb/IHOMOLLEHUTE
npeacrasutenn Ha VI3MbJTHUTENTA nan Bb3NTOXXUTENSA.
16.2. 3a faTa Ha CbOOLLEHMETO Ce CMATA:
V [ararta Ha npefaBaHeTo - Npu pbYHO NpefaBaHe Ha CbOOLLEHWETO;
V [aTaTa Ha NOLLEHCKOTO K/eMMO Ha obpaTHaTa pasnucka - npy u3npaiiaHe no nowiara;
\/ [artaTa Ha MpYemMaHeTo - Npu nsnpaiiaHe no gaxc;
V partata Ha M3npawaHeTo - Mpuw 1snpawaHe no enekTpoHHa nowa (MMerin).
16.3. 3a BamaHY afpecy 3a npuemMaHe Ha CboOLLEHNA 1 6AHKOBWM CMETKW, B T.4. 1 afpecu Ha
e/leKTPOHHa nowja (MMein), CBbp3aHu C HaCTOALLMA AOroBOP Ce CMATAT:

3A N3MBJIHNTENA: O6nact Codwms, obwl. CtonmuHa, c. Jlokopcko n.K. 1513, vn. CibH4YeBa

. . " 3ATHYEHO OBCTOATEICTBO
nnaHuHa Ne7; en. nowa: info@milpharma.bg; Jnue 3a KOHTaKT: MwuneH MeTKOB, TeN.  puuen o usm o |
BaHKoPR,

saa: SAIULHO OBCTOATENCTBO g
IBAN: Pernament (EC) 2016/679 (GDPR)

BIC: P
3A BbBINNOXKXUTENA: rp. MNneseH 5800, yn. ,,KHA3 AnekcaHabp batenbepr I” No 7; en. mowa:
rzi@rzi-pleven.com; JNLE 3a KOHTAKT: [ansi COTUPOBA, TEN. rmerncaman

16.4. Tpn npomsHa Ha nocoveHuTe No yn. 16 agpec, 6aHKOBa CMeTKa W/Lu N OaHHK

HaTa CTpaHa e J/TbXXHa Aa yBefomu gpyrata™\g6aBHo.
SAJIHYEHO OBCTOSITEJICTBO
Pernavent (EC) 2016/679 (GDPR)

JATHYEHO OBCTOATEJICTBO
Pernament (EC) 2016/679 (GDPR)
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XVIl. OPYTW YCNOBUA
17. 3a HeypefeHUTe BbLMPOCK B HAcTOSLMS [OrOBOP Ce Mpunara AeicTealloTo Gbarapcko
3aKOHO/ATENCTBO.

XVIII. SAKTIOYHUNTEJTHW PA3INOPEOB

18.1. Mpu CbCTaBSHETO Ha HACTOSALLMS JOTOBOP CE MPeAcTaBMXa CreaHNTe OKYMEHTMU:
V OdepTa Ha U3MbLIHUTENS, Hepa3Ae/Ha Heroea 4acT.

V TlokaHa 3a yyacTuve B npouesypa, Hepa3ze/iHa HEroea yacr;
18.2. HacToAwmAT fOroBop ce CbCTaBy B TpU e4HO00Pa3HM eK3emnispa Ha Obrapcku esuk -
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OBPASEL|,

O®PEPTA
cbrnacHo NokaHa
_“(‘j,,“i‘,’ N apun3 n MwuneH ,’2"“'”.'1?1’:iufi’i'ii?:fi‘,': [leTKoB

(TpnTe nmeHa)

B Ka4yecTBOTO CW Ha YnpasuTenu B/Ha ,,Mund®apma Megukan“ OO/[ , EMK 206384353, cbe
ceflanuvile 1 agpec Ha ynpaeneHune cJ1oKopcko, n.k 1513, 06n.Codms, yn. ,,CnbH4YeBa nnaHuHa™
Ne7,
Jnue 38 KOHTAKT: MusieH MeTKOB, TeN. No puomiman, | €N, Nowa: info@rmipharma.bg,

oT Paxpu -

)

YBAXAEMIW JAMWU N TOCIOAA,

C HacTosAWOoTO BU npefcTaBamMe Hallana ogepta 3a AOCTaBKa Ha 6bp3n aurnreHHU TecToBe,
KOWUTO fa Ce M3n0f3BaT 3a MbpBOHAYanHa AMarHocTKa Ha nuua CbC CbMHEHWe 3a KOpPOHaBUpYCHa
nHekumsa ot LLCMIM, B TpuaxkHn otaeneHuns, COVTD 30HM 1 apyru nevebHN 3aBefjeHus, KakTo 1 3a
M3Nb/HEHVEe Ha BLbBEAEHOTO M3UCKBAHe 3a TECTBAHE Ha He No-Masiko oT 5% oT Bau3awmTe nuua ot
ObpPXKaBy OT OpPaHXXEBU W YEPBEHW 30HW C B6bP3 aHTUIeHEH TECT, KaKTO Crefga:

Ne APTUKYT MpepgnaraHo  Epf. ueHa B [MpefgnaraH cpok
(Mpown3soanTeN Ha TecTa, TbProscka pea A- 4 pea P
KO/IMYEeCTBO ne.a 6e3 Ma flocTaBKa B
mapka/mogen/HanmenosaHme/kaT. M Ha i .
TecTa) Jo: nac JHW po:

1  VITROSENS BIYOTEKNOLOJI 140 000 6p. 2,89 fo 1 pab6oteH
LIMITED SIRKETI (BUTPOCEHC JeH cnef
BVOTEXHONOMXN NTUMUTNL CK/II0YBaHe Ha
LWWWPKETW), RapidFor™ SARS-CoV-2 forosop

Rapid Antigen Test Kit, KomnnekT 3a
6bpP3 aHTUTEHEH TecT,
HasopapuHrunaneH, 3a npoecmMoHa Ha
ynoTtpeb6a, KaT. Ne: VSCDO02;
YYBCTBUTE/THOCT Ha TecTa -97,3 %
cneumpuyHocT Ha TecTa - 99,05 %
BK/IIOYEHW Ca BCUYKU MPUHAAIEXXHOCTH
(TecTOBa KaceTa, TaMMOH 3a B3eMaHe Ha
npobu, 6ydep W UHCTPYKUMA  3a
ynoTtpeba)

CpoKbT 3a A0CTaBKa He MOXe aa 6bae ,,0* gHw.

Taka npeanoXKeHnTe LieHW BK/KOYBAT BCUYKKN Pa3Xo4u L0 MACTOTO Ha AOCTaBKa, BKNHOUUTESHO
[JaHblyM, TakcW, 3aCTpaxoBKW, TPaHCMOPT, ONakoBKa W Apyrn. B LeHata ca BK/IKOYEHU BCUYKU
NPUHaANEXHOCTN, HEOBXOAMMM 3a U3BbPLUBAHE Ha WM3CNefBaHEeTo, NPU CPOK Ha FOAHOCT He no-
MaTbK OT 75 % (cefempeceT M MeT Ha CTO) OT 06sBEHMS OT MPOM3BOAWTENSA KbM Aatarta ua Beska
[loCTaBKa.

[L0rOBOPEHNTE €MHINYHM LIEHU He MOA/eXaT Ha NMPoMsiHa Mpe3 Lenus CPpoK Ha feiicTBue Ha
[I0r0BOPA 33 U3Mb/IHEHME HA NOPbYKaTa.

npe,ﬂ,l’lO)KEHVITE LieHn Ca onpeaeneHn nNpn Nb/HO CbOTBETCTBMUE C YCNOBUATA OT MokaHara.

,ﬂ,eKnapMpame CbrnacmMeTo Cu npeanoXXeHmte OT HaC KO/IMYECTBO TeCTOBE, UeHa U CPOK Ha
[OCTaBKa fa y4acTBaT B KnaCuUpaHeTO.

3ab/mKaBame CC, ako Hallata odepTa oafe npueTa, 3MbAHUM U NpeasaeM aoyC

CTBa TECTOBE B [lOrOBOPEHNTE CPOKOX
JATHYEHO OBCTOATEJCTBO
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CwmeTKaTa, MO KOATO Wie 6bAaT M3BbPLUBAHM pasniallaHusTa Mo fOroBopa, ako 6biem
onpeAeneHun 3a U3NbAHUTEN Ha A0CTaBKaTa:

- SAJTHYEHO OBCTOSTEJICTBO
;ﬁ‘é“{ Pernament (£C) 2016/679 (GDPR)

Tutynsap Ha cmeTkata MUJTPAPMA MEAVKAJT OO

C nopgaeaHeTO Ha HacTosuwarta odepTa JeknapupaM, Ye MpuMemMaM HanbAHO YC0BUATa Ha
Bb3noxu lesid, nocoveHun B NokaHaTa 3a npeacTaBsHe Ha oepTn M NpoekTa Ha orosop. CpoKbT Ha
Ba/IMAHOCT Ha Hactosilwara ogepta e 30 AHW, CUMTAHO OT KpalHMs CPOK 3a NMojaBaHe Ha ohepTu.

MpunoxxeHns KbM oepTaTa (ONUCBAT CE NPUNOXKEHUTE LOKYMEHTW):

1 3a3opeHo Konwue (BAPHO C OpUruMHana) WaM OpuUrMHan Ha ouuunaneH/HW AOKYMeHT/U oT
Mpou3BOAMTENS Ha TeCTOBETE, MOKasball/v XxapakTepucTMKUTE UM M Ha4YMHA Ha ynoTtpeba -
MHCTPYKLMA 3a ynotpe6a, 6poLlypa, NPOoLYKTOB KaTtanor uin Apyru 4OKYMEHTU, NogpobHo
onucealliM MapaMeTpuTe Ha TecToBeTe, OT KOMTO [a Ce YCTaHOBfBA, Ye Te OTroBapAT Ha
M3MCKBAHUATA, NOCOYEHMN B MOKaHaTa, KaKTOo 1 3a HauMHa Ha TaxHaTta ynorpeba;

2. 3aBepeHO Komnue (BAPHO C OpWUrvHana) WM OpuUrMHan Ha fJeknapauus 3a CbOTBETCLUME,
n3fazeHa oT NMPOU3BOAMTENA UIN YMBIHOMOLLLEH HEroB NpeAcTaBuTen.

3. 3aBepeHo Konue (BAPHO C OpUrMHana) Uav opurMHan Ha sanmpeH ceptudukar Ha BAC EN
ISO 13485:20XX 1nu eKBUBANEHT, N3AafeH Ha MMETO Ha NPOM3BOANTENS Ha ObP3N aUTUTEHHN
TectoBe 3a COVID-19 oT akpefuTupaHa WHCTUTYUWUS WAW areHums 3a ynpasneHWe Ha
KayecTBOTO, C 06XBAT NPOU3BOACTBO Ha MEANLMHCKA W3LEeNNs.

4. 3aBepeHO Konwve (BAPHO C OpUTMHaNa) WM OPUTMHAN Ha BaIMAHO paspeLleHmne 3a Tbprosus
Ha efpo C MeAMUMHCKM W3denus, u3gafeHo oT M3nbaHWTeNHaTa areHums no nekapcreara
(MAN) wnn apyr JOKYMEHT, YAOCTOBEpsBall, MpaBOTO MM [a Tbpryear C MeAWLMHCKM
n3genuns, U3fafeH oT KOMMeTEHTEH opraH Ha Apyra Abp)kasa YneHka Uan Ha Apyra fbpXasa
- cTpaHa no CnopasymeHueTo, 3a EBpONeiickoTo MKOHOMWYECKO MPOCTPAHCTBO, WM Ha
KoHtepepauusa Llseliuapms. B cnyvail, ye yyacTHMKA € NPOW3BOAUTES, YCTAHOBEH Ha
TepuTopuATa Ha Penybnuka bBvarapus v npefnaraHuAT TECT e MPou3BefeH OT Hero, He ce
M3NCKBA NpefCcTaBsHe Ha pa3peLleHune 3a TbProBus Ha efpo C MEeAULIMHCKN U3Lenns;

5. MocTpa Ha TecToBeTe B KpaliHa OMakoBKa, OT KOSITO Aa e BUAHO CbOTBCTMXBMETO Ha TECTOBETE
C NOCTaBeHUTE B MOKaHaTa U3NCKBaHUS.

(OthbepTnTe 3a yyacTue M MOCTPUTE KbM THAX Ce NOAaBaT 3aefHO B 3aneyaTaHa
Henpo3payHa onakoBKa B LIeHTbp 3a agMUHUCTpaTMBHO 06cny>kBaHe Ha P3N - TneBeH, Ha
afpec: rp. Mnesex, yn. ,,KHA3 AnekcaHabp baTeHbepr 'Ne7 B cpoka, nocoyeH B [NokaHaTa):

3abene>kka: Mpu HembaHa odiepTa, MpK HenpeanMaciHe Ha HeobxoauMUTE e oddepTaTa JOKYMEHTU
1 MOCTPW, MOW HEMOMbIHEHN NOMeTa C NArHITUb-MKMTIOHHWTE JaHHM B T W W PreKTTNOHHN NnT
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