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(mpume umena)
B Ka4eCTBOTO cu Ha Ynpasuten Ha Erponan Tpeitn OOJ], EMK 122055819, cbe cenanume u azpec
Ha ynpasienue rp. Etponone 2180, 6yn. “Pycku® Ne 191,

Jlune 3a xoutakT: Jhobommp KomueB, Ten. Ne +359899995626, en. moma:
lL.kolchev(@etropal.eu , office@etropal.eu ,

YBAXKAEMHU JAMH U IT'OCIIOJIA,

C nacrossmoro Bu npencraBsme Hamarta ogepra 3a CremHa JOCTAaBKa Ha Obp3u aHTUreHHHU
TECTOBE 3a NpOBEXJAaHE Ha HWHIMBUIYATHO HEWHBA3WBHO H3cneaBaHe Ha SARS-CoV-2, kakto
cienBa:

Ne ApTHuKyI H E
(IIpouszeooumen na mecma, mvpeoscka pelarato A-uenas | IlpexnaraH cpok
Mapra/molen/naumenosanue/kam. Ne na Konnqe.cmo 7eBa Ges Ha fiocTanka B
mecma) no: aac IHHU J10:
IIpon3soauren: Guangzhou Decheng 520 000 6p 3.37 3 num

Biotechnology Co.,.LTD

Teproscka mapka: V-Chek

Mogen: 2019-nCoV Ag
(Immunochromatography)

Hanmenosanue: 2019-nCoV Ag Saliva
Rapid Test Kt

Kar. Ne:  0619C4X001, 0619C4X005
0619C4X010,0619C4X015, 0619C4X020

Y4acTHHIHTE cj1eBa 12 NPEAJIOXKAT:
- MuHHEMAJHO KOJIHY€CTBO ¢hC CPOK HA A0CTABKa 10 1 paGoTeH JeH cJie] CKIIOYBaAHE HA
mporosopa 20 000 6pos u

- OcTaTh49HO KOIHYECTBO ChC CPOK HA JOCTABKA 10 TPH PaGoTHM AHH cjed CKJIIYBaHe
Ha goroBopa 500 000 6pos.

Taxa npe/u10XeHNUTE LIEHH BKJIOYBAT BCHYKH PA3XOU 10 MICTOTO Ha JOCTAaBKa, BKIIOYHUTEIIHO
JaHblM, TAaKCH, 3aCTPaXxOBKY, TPAHCIIOPT, OIIAaKOBKAa M APYrd. B meHata TpsiOBa j1a ca BKIIOYEHH
BCHYKH NPUHAATIEKHOCTH, HeoOXoaAuMH 3a U3BbPIIBAHE Ha U3CTIEABAHETO
(xoHTeHHep/KoNeKTOp/yallka/TopOHUKa 3a CIIIOHKA, Oydep u ap.), IPH CPOK Ha TOAHOCT He TI0-MaJTbK
oT 75 % (cenemaeceT u MET Ha CTO) OT OOSBEHUS OT NPOU3BOAMUTESI KBM NaTaTa Ha BCAKA JOCTABKA.

JloroBOpeHUTEe €IMHUYHY [IEHH He NOAJeKAT HA NPOMSHA Npe3 Nesus CPOK Ha JcHCTBHE Ha
JOTOBOpA 32 H3MBIHEHHE Ha OPHYKATA.

[IpeanoxenuTte LIEHU ca ONpeaeaeHH NPH IBJIHO CHOTBETCTBHE C YCIOBHATA OT [lokaHara.

3anbKaBaMe ce, ako Halata odepra Obl€ MpHeTa, 1a H3IBIHAM H NpeJajeM JI0TOBOPEHUTE
KOJIM4eCcTBa TECTOBE, ChITIACHO YCIOBUSATA, 3ajerHany B IlokaHara i 1orosopa.

Cmerkara, no KoATO i€ ObJaT H3BBPUIBAHM pa3iUIallaHUATA IO JIOTOBOpa, ako ObaeM
OIpe/Ie/IeHH 3a U3MBJIHUTEN Ha JOCTaBKaTa:




Banka: Obequnena Brarapcka Banka AJl
IBAN BG59UBBS80021014559250

BIC UBBSBGSF

Tutynsp na cmetkara Etponan Tpeiin OO]]

C nonmaBameTo Ha Hacrosara odepra neknapupam, 4e NpHEMaM HAIBIHO yCIIOBHATa Ha
Bo3noxwurens, nocouenu B [Tokanara 3a npecTaBsiHe Ha 0QePTH U MPOEKTa Ha noroBop. CpoksT Ha
BaIMHOCT Ha Hacrodmara odepra e 120 guu, cyuTano OT KpaiHHs CPOK 3a MoJaBaHe Ha otepty;

Hpunoxenus kM odeprara (onuceam ce npunoscenume O0OKyMenmuy):

1.

IMoanuc: ......

Oduupanen/un  NOKyMEHT/H OT  mnpousBoauTens  Ha TECTOBETE,  IOKa3Balll/U
XapaKTEpHCTHKUIC MM M HAa4WHA Ha ymoTpeba — MHCTPYKUHS 3a ymoTpeGa, Opourypa,
TTPOIYKTOB KaTajior I APYTH JOKYMEHTH, NOAPOGHO ONMCBAIIH TapaMETPHTE Ha TECTOBETE,
OT KOHTO 1ia Ce yCTAaHOBSBA, Y€ T€ OTrOBApIT HAa U3MCKBAHMATA, IOCOYEHH B IOKAHATA, KAKTO
4 32 HAYMHA Ha TAXHATa yIoTpeda;

Jlexiapaums 3a CHOTBETCTBHE, HW3NafieHa OT MPOM3BOIUTENS HIIH YI'BJIHOMOIIEH HETOB
IpeAcTaBuTen no pea Ha lupexrusa 98/79/EO na EBponeickus napnament 1 Ha CbeeTa ot
27 oxToMBpH 1998r. OTHOCHO AMATHOCTHYHHUTE MEIMIMHCKHA H3IEHS in Vitro Hin Pernament
(EC) 2017/746 na EBpomneiickus mapnameHT u Ha ChbBera oT 5 anpun 2017 roguna 3a
MEIMIMHCKUTE M3AC/INs 32 HHBHTPO AHArHOCTHKA M 3a OTMsHA Ha Jupektusa 98/79/EO u
Pemenne 2010/227/EC na Komucusra.

Banunen ceprudukar va BJIC EN ISO 13485:20xx uu €KBUBAJICHT, U3/aJicH HAa KMETO Ha
NPOU3BOAMTENIA Ha OBP3H aHTUreHHH TecToBe 3a COVID-19 ot aKpeIuTHpaHa UHCTATYLUS
WM arcHIMs 32 yNpaBJI€HHE HA KauyeCTBOTO, C OOXBAT IPOU3BOACTBO Ha MeIMIHHCKH
H3ENHUs.

BanuaHo paspemenne 3a THProBuUs Ha €Ipo ¢ MeAMIMHCKH U3JeNUs, M3JaJIEHO OT
WMsnbirnrennara arennus no nekapersara (MAJI) wmm gpyr JAOKYMEHT, yIOCTOBEPSBALI
TIpaBOTO UM /2 THPIyBaT ¢ MEAUUMHCKH U3/ETTHS, H3/aJIeH OT KOMIIETEHTEH OpraH Ha Apyra
AbpiKaBa WICHKa WIM Ha Apyra JbpxaBa — cTpaHa 1o Cnopasymenrero 3a EBponeiickoto
MKOHOMHYECKO IIPOCTPAHCTBO, MM Ha Kondenepanns [lseiinapus. B ciyqait, se yuacthuxa
¢ IpOM3BOAUTEN, yCTAHOBEH HA TepHTOpHsiTa Ha Peny6imka Boirapus u npeanarasusr tect
€ NIPOU3BE/ICH OT HETO, HE C€ M3UCKBA NpPEJCTaBIHE HA PA3PElICHHE 3a THPrOBHUS HA €O ¢
MEINIUHCKH H3/IENHUS,

Moctpa Ha TecToBeTe B KpaifHa ONAKOBKa, OT KOATO Ja € BHJHO CHOTBETCTBHETO Ha
TECTOBETE C IIOCTABCHUTE B TOKaHATa M3NCKBaHUsA. (Opepmume 3a ywacmue u mocmpume
KoM MAX Ce no0aeam 3ae0no € 3aNe4amand HenposPayHa ONaKoeKa 6 Aeno8odCMeomo Ha
Munucmepcmeo na 30paseonaseéanemo na aopec: 2p. Cogpus, ni. Ceema Heoens S, 6 cpoka,
HOCOYeH 8 NOKaHama)
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