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YBAXKAEMH JAMH H I‘OChOlIA,

C macrosmoto Br npezcrassmel Hamata odepTa 3a CHemHa A0cTaBKka Ha Obp3H aHTHICHHH
TECTOBE 3a NPOBeXJaHe Ha HHOMBHAYAIHO HEeWHBa3MBHO m3ciexBaHe Ha SARS-CoV-2, kaxro
crensa:

Hponsaozm'ren' | Zhejlang ;Anjl ‘ Salanfu '1'000000 . . 7mm
Biotech Co., Ltd. / IIpoxyxr: COVID-19

Antigen Rapid Test Kit, REF: COVG30S
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Taxa npeioxeHnTe HEHH BKJnqul)'r BCHYKH Pa3XOIy JI0 MACTOTO Ha JOCTaBKa, BKIFOIHTEITHO
JaHBIH, TAKCH, 3aCTPaxOBKH, TPaHCIOPT, ONAaKOBKAa H ApYrH. B meHara Tpa6pa 4a ca BKIIOYEHH
BCHYKH NPHHAJUTEXKHOCTH, HeoOXoTuMHU 3a HA3BHPIIBaHE Ha H3CNICABAHETO
(xoHTelHEp/KOIEKTOp/9amiKa/TopOutika 3a coHKa, 6ydep u aAp.), IpH CpOK Ha TOAHOCT HE IO-MaTbK
oT 75 % (cemempeceT H NET HA CTO) OT OOSABEHHA OT IIPOU3BOTATENS KBM~JIa

OroBopa 3a HINBIHECHHC Ha NOPHYKA .
Hpezmoxenm‘c ICHA Ca OIIPCACIICHU IIPH ITBJIHO C'bOTBCTCTBHe‘c ycnosma oT Hoxana'ra.

3agepKaBaMe ce, ako HalaTa om 6bae mpuera, Ja nsnbnngm H npenazleM IIOTOBOPEHHATE
KOJIM9YECTBa TECTOBE, CHIVIACHO YCIIOB saserdaym B IlokaHaTa 1 hquBOpa. 4

CMerkaTa, mo KOSTO IE Obaar ‘H3BBPIIBAHH pasillanianysdTa 1o noronopa, ako Opaem
ONpPSACICHH 3a H3NBbIHHUTEI Ha lIOCTaBKaTaZ

Banrxa: O6enuuena brirapcka banka Agl
IBAN: BG72UBBS80021023727650 '
BIC: UNCRBGSF

Turynap ra cMeTkara: PaBrako oon |

C mopaBaHeTo Ha Hacrosmara ode OeKIapHpaM, 4e INpHeMaM HanbIHO YCIOBHATAa Ha
Branoxwurens, mocoueny B [IokaHara 33 ipefcTaBsHe Ha 0hepTH A MpoeKTa Ha Zorosop. CpoKbT Ha
BIHHOCT Ha HacTrosmara odepra e 30 AHH, CIMTaHO OT KpaifHHs CPOK 32 NloflaBaHe Ha odepTH;



Ipunoxenus KkeM odeprara (onuceam ce npunodicerume 0OKyMeHmu):

1.

Odummanes/Hn  XOKYMEHT/M OT NpPOM3BOJHTENA Ha  TECTOBETe, NOKa3Ball/u
XapaKkTEepHCTHKHATE HM M HauMHa Ha ynoTpeba — HHCTPYKIMA 3a ymorpeba, Gpomrypa,
OPOAYKTOB KaTaJIOT HIM APYTH JOKYMEHTH, NOJpo6HO ONMUCBaIM [IapaMETPUTE HA TECTOBETE,
OT KOWTO JIa C€ YCTaHOBSIBA, Y€ T€ OTTOBAapAT HA W3MCKBAHHATA, IOCOYCHH B IOKAHATA, KAKTO
U 33 HAYMHA Ha TAXHATa ynorpeba;

Hexnapanus 3a CHOTBETCTBHE, M3JafcHa OT NPOM3BOAWTENA MM YINHIHOMONICH HEroB
npeAcTaBUTEN IO pesia Ha [upextuna 98/79/EO na Eponeiickusa napnamerT 1 Ha CpBeTa OT
27 oxToMBpH 1998r. OTHOCHO TUArHOCTHYHATE MEAMIMHCKH H3/ieaHs in vitro wiu PernaMent
(EC) 2017/746 na Epomneiickua napnamentT # Ha CwBera or 5 ampmn 2017 rommsaa 3a
MEIUIMHCKHTE H3ENHA 3a HHBMTPO AHArHOCTHKA M 3a oTMaHa Ha J{lupextuBa 98/79/EO u
Pemenue 2010/227/EC ra KoMucusra.

Bamanen cepruguxar Ha BAC EN ISO 13485:20xx unu eXBHBaJICHT, H3AaAcH Ha UMETO Ha
npou3BoauTens Ha Obp3u anTHLeHHM TecToBe 3@ COVID-19 or akpenuTHpaHa HHECTHTYLHA
WM areHIMs 3a YNpaBjleHHe Ha KauecTBOTO, ¢ 06XBaT MPOH3BOACTBO HA MEIHIMHCKH
H3Jeus. :

BamuaHo paspemeHHe 3a TBPTOBHS Ha €JpO C MEIMIIMHCKM H3JIeNHA, H3JAZCHO OT
Wsneimmurersara areHnus no jekaperBara (MAJI) wm apyr JOoKyMeHT, yAOCTOBEpSBAm]

IPaBOTO MM Ja THPryBaT ¢ MEIHLIMHCKH H3EMA, H3AaieH OT KOMIIETEHTEH OpraH Ha Jipyra
IObpXXKaBa WIeHKa WM Ha Apyra AbpxaBa — cTpada no CropasymeHHero 3a Esponetickoro
HKOHOMHYECKO IpOCTPaHCTBO, WK Ha Kondenepauus [setinapus. B ciyyaii, ye yuacTHHKa
€ MPOM3BOJHUTEI, YCTAHOBEH Ha TEpHTOPHATa Ha Peny6imika Beirapus u npeiaranusaT TeCT
€ IpPOHU3BENCH OT HETO, He Ce M3MCKBA NIPE/ICTaBAHE HA paspelieHHe 3a ThProBHsA Ha epo ¢
MEIMLUMHCKH H3IENN;

Moctpa Ha TecTOBeT€ B KpaifHa ONAaKOBKa, OT KOATO [a € BHIHO CHOTBETCTBHETO Ha
TECTOBETE ¢ MOCTABEHMTE B NOKaHara u3uckBaHud. (Ogepmume 3a yuacmue u Mocmpume
KbM mAX ce no0aeam 3ae0H0 8 3aneYamana Henpo3pPaiHa onaxKoeka 6 0en0600Cmeomo HA

Munucmepcmeo na 30paseonaseéanemo na adpec: 2p. Cogus, nn. Ceema Hedena 5, 6 cpoxa,
nocovex é noxanama)

3a/1M4eHO Ha OCHOBaHVE PErIaMeHT
(EC) 2016/679
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