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YBAMAEMMW rOoCnoMo / rocnoauvH reAACKU NPOKYPOP,

®oHpaumsa , AHTUKOPYNUMOHEH doHA" (AKD) e HezaBMCMMA rpaskaaHCKa opraHu3auma, Koato
Cb/ENCTBA HA WHCTUTYUMWTE 3a NPEBEHUMA W pascnefiBaHe Ha KOPYNUMATA BbB BMCOKMTE eTadu Ha
Bnactra. AK® ocbliecTBABa LeNEBU MOHUTOPUHI Ha NyBAMYHATa M MeaMiiHaTa Cpesa, KakTo M Ha
pabotata Ha Nyb6AMYHMsA CEKTOP, M3BBPILBA NPOBEPKM M aHAU3 Ha AOCTBIHU U3TOYHULM M OOKYMEHTH
npuema n obpabotsa curHanu, CBbP3aHW C KOpynuua u 3n10ynoTpeba C BAACT U B CbAEHCTBUE Ha
NPaBOCbAMETO M HACO4YBA KbM CbOTBETHWTE KOMMNETEHTHW WHCTUTYLMM C LUen noanomaraHe
PasKpMBAHETO Ha KOPYNLUMOHHKU NPaKTUKK 1 310ynoTpeba ¢ BaacT.

BoaeHn ot ybempeHvneTo cu 3a AMNCa Ha [OCTaTbYHO WM U3YepnaTeNHo npegocraseHa
MHbOPMaLMA OTHOCHO NpPeANpPUETUTE OT AbpiKasaTa AEHCTBUA BbB BPb3KA C OCUIYPABAHETO Ha NMYHMK
npeanasHu cpeacrsa 3a bopewmte ce Ha NbpBa NMHWMA ¢ naHaemuata oT COVID-19, AK® 0606wm
Ha/sm4yHaTa nybanuHa uHdopmauma, otnpasu odULMANHN BBNPOCU KbM KOMNETEHTHUTE VMHCTUTYLMKU K
aHa/M3npa npefocTaBeHNTe OTroBopK. Taka AOCTUrHAXMe A0 CAeAHWUTE KOHCTaTaumu:

1. MuWHMCTBLPBT Ha 3/4paBeonasBaHETO € CKAYWA ABa A0roBopa ¢ KuTalickata HauuoHanHa
dapmauesTuHa Kopnopauua 3a BbHWHA TbProsWsa, KakTo cneaga: forosop Ne SPXG20-
ZC002BG/S1 (Mpunoskenue 1), CKNOYEH HAa OCHOBaHWe Ha Pewwenne No 214 Ha MuHMCTEpPCKM
cbeet (MC) oT 27.03.2020 r. 3a gocTaska Ha 1 176 770 6pos KN95 macku 3a avue (HecTepuntu)
1 50 6poa pecnupaTtopHu anapara, moaen VG70, c obwa croitHoct 2 912 124 espo; u aorosop Ne
SPXG20-ZC002BG/S2 (MpunoskeHne 2), CKMKOYEH Ha OCHOBaHMe Ha PeweHue Ne 217 Ha MC oT
31.03.2020 r. 3a poctaska Ha 1 000 000 6pos KN95 meAMUMHCKM AULEeBU Macku, ¢ o6Lwa cToWHOCT
1 670 000 espo.

2. Ouwe npeam CKNOYBAHETO Ha AOroBopuTe ¢ KUTail B MeauuTe nsnusart nybaunkauuu, e ot KuTait
€a AOCTaBAHW Ha PasNMyYyHK AbpraBu AedeKTHU MACKK, KOUTO HE OCUIYPABAT NOCOYEHOTO HUBOD
Ha 3almTa cpeuly 3apasaBaHe ¢ COVID-19'. Bbnpeku ToBa, B OrOBOPUTE, CKAKOUYEHU OT bbunrapusa
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SMNCBa U3PWYHA 3alMTHA KNay3a 3a KynyBada B C/ly4ail Ha AOCTaBKa Ha AedekTHU macku. [lpyr
06e3nokonABaLy TEKCT W B BaTa AOrOBOPa €, Ye CPOKLT 3a PeKNAMaLMA Ha MackuTe e TPW OHMW,
Cnep u3TM4aHETO Ha TO3M CPOK Ce NpUema, ye ,CToKaTa OTFOBapA Ha AO0roBOpa“. BbaHWKBsa
BbNPOCa Aanu Te3n TPU AHM Ca AOCTaTbYHK, 3a Aa Obje NPOBEPEHO KAYECTBOTO Ha [0CTAaBEHMA
NPOAYKT. B forosopute e OTGENA3AHO OLLE M Ye MPUIOKUMO € KWUTACKOTO NPaso, YMWTo
KOHKPETHW HOPMW He Ca NOCOYEHM B OTOBOPUTE W eABa M Ca UM M3BECTHM Ha Bbarapckara
CTpaHa — Kynysau.

3. Ha 01.05.2020 r. amepuKaHcKkaTa HalWOHaNHa nabopaTopusa No TexHONOrMKM 3a NepcoHasnHa
3awwmra’ (The National Personal Protective Technology laboratory (NPPTL)) e ussbpmnna aHanms
Ha 10 6pos macku ¢ npoussoguten Anhui RYZUR medical Equipment Manufacturing Co., Ltd.
(HapuuaH 3a kpatkoct RYZUR), mogen KN95B, kuTaickm cTaHpapt GB2626-2006, esponeicku
cTaHaapT EN 149:2001 + A1:2009. AHanusbT e nybauKkyBaH Ha caiiTa Ha nabopaTtopwuaTta’.
PesynTtatuTe nokasgar, e HUBOTO Ha GUANTPALMA HA aHanu3npaHuTe 10 Macku e mexay 27 % u
33.9 % BMeCTO 3anucaHuTe B AOKYMEHTauMsATa Ha npomssoautens 99.2 %. MmeHHOo Takusa ca
MacKuTe, 3aKyneHu no nbpeua Aorosop ¢ Kutaii (gorosop Ne SPXG20-ZC002BG/S1.).

4. Tpensua nybaukaumute 3a KOMNPOMETMPAHO Ka4vecTBO Ha Mmackute RYZUR, oTnpasuxme
BBNPOCK KbM NPasuTesicTBOTO (MpunoxeHue 3) KakBU MepKu e npeanpuena bbarapua 3a 3awmra
Ha NpaBaTa Ha Kynysa4a no AOroBOpPUTE 3a AOCTaBKa W TecTBana M e Bbarapua mackurte oT
CblUKMA BUA W NpOU3BoAUTEN, AOCTaBeHn B bbarapua npeaun aa ru pasgage. OT nonydeHata ot
MuHucTepcTBo Ha 3apaseona3saHeTo (M3) aokymeHTtaumua (Mpunoxenve 4) ctaHa ACHO, Ye e
TecTBaHa eaHa efguHCTBEHa macKa oT 0buwo 1 176 770 6pos, AoCTaBeHu B Nepuog 0T ABa Mecela
B 5 pasnnyun npatku (MpunokeHue 5). ToBa npagu TECTBAHETO HENPEACTaBUTENHO. TECTbT e
u3BbpleH B nabopatopuata ,Bupyconorma” kbm buonoruueckus darkynter Ha Coduiicku
yHusepcutet ,CB. KnumeHt Oxpuackn” M OT 3aknoueHueto, onucaHo B [potokon Ne
19/27.05.2020 r. (NpunoxeHue 6) cTaBa ACHO, Ye ,npeanassat 100 % ot BMPYCH C TONEMMHATA Ha
SARS-CoV-2. Obpbluame BHUMaHUWE, Ye TO3W PE3YATAT € 4OPKW NO-BMCOK OT TO3M, 3aABEH OT CamMua
npoussoauten RYZUR, a umeHHo 99.2%.

5. B npunoxeHua nporokon Ne 19/27.05.2020 r. ot npoBeaeHoTo B nabopatopusa ,Bupyconorua®
TecTBaHe He ce OnucBa YTBbPAEH HayyeH MeTof, B CbOTBETCTBME C KOMTO € M3BbPLUEHO
TeCTBaHeTOo Ha npegocTtaseHaTa ot M3 egHa macka. [pyr obesnokouteneH cnopeq Hac GakT e, ue
nabopartopuATa, B KOATO € M3BbPLLEHO TECTBAHETO HE € aKpeaMTMpaHa oT U3nbAHUTEeNHa areHUMA
»~bbarapcka cayxba no akpegutaumna” (MABCA) - eauHCTBEHUAT opraH B Penybavka bbarapusa,
KOWTO MMa NpaBo A2 M3BBLPLUBA aKPeAUTaLMA Ha OPraHW 3a OUEHABAHE Ha CboTBETCTBMETO. ToBa
cTaBa ficHO OT oduumManeH oTrogop, KorWTo AKP nonyum ot MABCA (Mpunoxerue 10).

6. OT pertaiineH aHanu3 Ha TEKCTa Ha NpunokeHusa npotokon Ne 19/27.05.2020 r., ctasa ACHO, ue
TecTBaHaTa MacKka He e OT BMAa MackW, 3akyneH oT bbarapua, 3a KOWTO MMa AAHHKM 3a
KOMNPOMETUPAHO KayecTBo. OT NpOTOKONa cTaBa ACHO, Ye eAMHCTBEHATa TeCTBaHaTa MacKa e
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RYZUR, 3eneHa Ha uBAT, OTroBapAwa Ha esponeiicku ctanaapt EN 14683:2019+AC. KomnanuaTa
RYZUR pgeiicTBUTENHO NpoM3BeKAa W MAcku CbC 3eMeH LBAT, HO Te ca pasnuuHK OT Mackure,
OnuCaHW B [AOrosopuTe W NpuAapy)KaBawata [OKYMEHTALMA, 33 KOMTO MMa [aHHWM 3a
KOMNPOMETUPAHO KauecTso.

7. M3 npepocTasu cneaHUTe AOKYMEHTH, OTHACALLM CE A0 NPOU3BOAUTENA HA MACKUTE, npeameT Ha
Aorosop N2 SPXG20-ZC002BG/S1, kouTo 6e3cnopHO NOTBbPMKAABAT TBbPAEHWETO HU, Ye ChLUuUTe
ca moaen KN95B, kutaitckm ctaHgapt GB2626-2006, esponeiicku ctaHgapT EN 149:2001 +
A1:2009: Ceptuduxkar Ne OP200318T.ARMO0016 (Mpunoxenue 7); Ceptudpurkar Ne
CPAH20031022153 (Mpunoxenune 8); fMoknag Ne 680 (Mpunosmenue 9). 3eneHUTe Macku Ha
RYZUR ca Tun N95, mogen RZ95A v kuTaiicki ctaHaapT GB19083-2010° Toect 3aKyNEHUTE MaCKHK
C KOMNPOMETUPAHO KAaYecTBO WM TECTBAHWTE MacKM Ca ABEe HanbAHO Pas/IMYHW, NPUTEHKaBaLLM
PasNUYHKU cNeundrKaLUmM U OTFOBAPALLM HA PA3NUYHK CTAaHAAPTH.

8. OT1 BCuuKO M3NOKeHO AK® cTurHa [0 06OCHOBAaHOTO NPEANONOMKEHWE, Ye 3aKyneHuTe oT
bvarapua macku RYZUR, mogen KN95B, 3a KOUTO MMa A@aHHM 33 KOMNPOMETMPAHO KayecTso,
peanHo HE ca TectBaHuW. B 0TroBop Ha OTNpaBeHW OT HAC BbNPocK, M3 KaTeropuyHo 3anBABa, 4e
Bcuukute 1 176 770 6pos macku RYZUR, mogmen KN95B ca paspafeHW M WM3NON3BaHWM OT
bopewmTe ce c COVID-19 Ha nbpBa NUHMA.

9. Taka ycTaHOBEHMTE W NOAKPENeHW ¢ OPUUMANHKM AOKYMEHTU (akTK nopawaaTt cnegHuTe
OCHOBaTE/NHW BBMPOCKU. Aanu e MNONOXeHa Ab/KuMaTta rpuxka 3a 3gpaseto Ha Obarapckute
MeaWnLKW, NPU NONOXKEHKE, Ye Ca UM pa3fafeHn MacKku, C HEACHO M HENPOBEPEHO KAaYecTBO U NP
Ha/IM4Me Ha CEPUO3HU HAYYHU AaHHW 38 KOMNPOMETUPAHO KayeCcTBO Ha TO3W BML, MACKK; 4anu
MUWUHUCTLPBT Ha 3/1paBeona3BaHeTo YMULLAEHO Ce OMUTBa Aa yKpue uHdpopmaumsa 1 ga 3abnyam
06WecTBOTO, Ye e U3BbPLUEHA NPOBEPKA HAa KAYECTBOTO Ha TE3M MACKW KaTo NybMKyBa NPOTOKOA
3a aHanu3 Ha [IPYT BM/ macku, pasnuyeH oT BMAa, KOWTO € 3akyneH oT Bbarapua, 3a KOWTO Mma
AaHHW 38 KOMNPOMETMPAHO Ka4yecTBo.

Mpeasua, HAAMYMETO HA AAHHW 33 3aCTPALLABAHE KMBOTA U 3APABETO Ha BbArapckuTe mMeauum,
cunTame, Ye cnepnBa fj@ Ce M3BbLPLIM MbAHA NPOBEPKA Ha BCUYKO WM3/IOMEHO B CWUrHana, Tbi Karto
NOCOYEHUTE KOHCTaTalMM NPeACTaBNABAT CEPUO3HA MHAMKALMA 33 Bb3MOXHO U3BBLPLLEHW NPECTLNAEHMWA
OT ATbKHOCTHW nvua. C ornes JOMbAHWTENHA ACHOTA NO GakTUTe, MOMIMM [a Cce 3ano3HaeTe WU ¢
HaMuHuTe Ha caiTa Ha AK® www.acf.bg ayamo-BuayanHu npoayktv cbc 3arnasua ,Mackara
HEBB3MOMHA" —yvacT 1 v yact 2

Monwm, B cnyqaﬁ, 4ye yCTaHOBWTE Ha/M4yMe Ha HapylwleHWA, KOUTO He NpeacTaBaABaT CbCTaBKM Ha
npecTonaeHra no HK, Aa n3npaTtute matepnanute Ha CbOTBETHUTE KOMMNETEHTHKM MHCTUTYLIUK.

Monum ga HY yBeA4OMMTE 33 pe3ynTaTuTe OT NPoBepKaTa.

MpunorkeHna:

4 http://www.ryzur.com.cn/index.php?m=content&c=index&a=lists&catid=483
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LHorosop Ne SPXG20-ZC002BG/S1;
Horoeop Ne SPXG20-ZC002BG/S2;

3anBneHWe 3a pocTbn 00 obuwecTsena uHbopmauma or AKD A0 MuHucTepcku cbseT ot
21.07.2020 [

Muemo ot MWHUCTbPa Ha 3apaseonassaHero A0 AK® ot 21.08.2020 r. & OTroBop Ha
3anBaeHueTo ot 21.07.2020 r.

Tabauua ¢ gocrasenu u W3NnUCaHu Mmackn u BeHTUNaTOpPU oT Kuraii;
MpoTokon Ne 19/27.05.2020 [

CepTudmkar 3a aHanuz Ne OP200318T.ARM0016;

Ceptudukar 3a ananus No CPAH20031022153;

- [oknap 3a kauectso No 680; (

10. Nucmo ot MABCA usx. Ne 32/062-1/E ot 10.09.2020 Iy
11. Pazneyatka Ha LUUTUPAHOTO B TEKCTA OHNAIH CbAbPMKaHME,
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