PENYBAUKA BBNFAPHUA
NanbhHuTenHa areduunn
bbnrapcka cnyxba 3a akpeauTauus

CTpana no MHOrocrpaHHoOTO CIOPa3yMeHne
23 bpzaumMHO npusHasaHe Ha EA B Tasn obnacr

3ANOBEAN

N2 A 452

Codma, 30.07.2021r.

Ha ocHoBaHue un. 10, an. 1, 7.4, un. 28, an. 1 or 3aKOHA 2a HAaUMOHANHATA BKPEAUTALIUA Ha
OpraHu 3a oueHABaHe Ha CbOTBETCTBMETO M Touka 6. oT llpoueaypa 3a akpeauTauns BAS QR 2
BbB Bpb3Ka C OTKpUTa npoueaypa ¢ per. N¢ 69/227 JIA/NA/25.01.2021r., AOKNSA OT OLEHKA
Bx. N 69/227 NIN/NA/19.03.2021r., avekc 8x. N? 69/227 JIW/TA/10.05.2021r., CTaHOBULLE HA
Komucua no akpeanrauusa N¢ 469/227 NN/9/8/26.07.2021r.

NMPEAKPEAUTUPAM
HALMOHANEH AUATHOCTUYEH HAYYHO U3CNEAOBATE/ICKM

BETEPUHAPHOMEAWLIMHCKW NHCTATYT

U3MUTBATEJIHA NIABOPATOPHKS ,, EK30TUYHM U OCOBEHO OTTACHU MH®EKUMN™

Apapec Ha ynpasnenue: 1606 rp. Codus, 6yn. ,Menuyo Cnaseiikos” N? 15
Anpec na naGoparopua: 1231 rp. Codus, k8. ,Bpb6Huua 27, 6yn. ,JloMcko woce” N2 190

[Aa 3sbpiuBa U3NUTBAHE!

rp. Cothua 1797, 6yn. "I.M.Bumutpos” N252 A, eT.7

Ten: +359 9766 401; ®axc: (+3592) 9766 415

a-rnails Affirafnah.hac hes A4A RFCA

Tun o6xBaT: rbBKas
M nuTBaHe
N2 HavMeHOBaHHWE Ha Bua Ha nanutBate/ e'roj(x:;a; ::p_r /
no pe M3NUTBA n
pen HHMTE NPOAYKTH XapakTepncruka BanuaMpaH METOR)
1 2 3 4
KpbBHU npobu
-eApK NpeXxnuBHY XWBOTHH 0.1.E Manual
1 -ApeGHU NpeXxunBHN ;;xgﬁ:?’:ﬁﬂi:a ca Ha EH3MM-CBbP3aH
’ KNUBOTHU Gl eamk petly BUpy uMyHocopbeHTeH MeToa
-INBU M €KSOTUYHYU (ELISA)
XHBOTHMU
. L nua
KpbBHM NPOGY: AOMALLIHM 2.1 YcranoBsigaHe Ha 0.L.E Manual
2. CBUHE, AVBY CBUHE, aHTuTena cpely supyca Ha Enaum—csgpaal-r
H MeTo
H3TOMNO 6aNKAHCKY CBIHE Knacudecka yyma no MMYHOCOpEEHTEH METoh
CBUHETe (ELISA)
KpbBHM npobn, cycrieH3nn 0.1.E Manual
3 OT TbKaHW U BbTPELWHM i'alBiCTa:aozZB:;aec:ze'f:aOMa EAHOCTBNKOBR
’ opraHu: yyMa ﬁz EauHeTe rionuMepasHo-BepUXHA
-CBMHE y peakuus (PCR)
KpbBHu npobu: eapwn 4.1 YcraHosasaHe Ha 0.1.E Manual
4 MPEXMUBHU XXUBOTHM, aHTUTEeNa Ccpeuly EH3WMM-CBBLP3aH
. ApebHu npexnsHy HECTPYKTYPHWUTE NPOTEWUHU nMyHocopEeHTeH MeToh
KMBOTHMU Ha BMpycCa Ha wan (ELISA)
4.2 YcTaHoBABAHE Ha 0.1.E Manual
CBUHE, AWUBK Y BK30TUYHU aMTHUTENna cpewy EH3MM-CBbp3aH
KUBOTHH CTPYKTYPHUTE NPOTEUHK Ha | nMyHOCOPOEHTeH MeTOA
BMpYCa Ha wan (ELISA)
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Tnun obxear: reBxas

Ne HauwMeHnoBanue Ha BuAa Ha uanutBane/ Mero?;:: ;:::;Baﬂe
NOo pep| UINUTBAHUTE NPOAYKTH Xapakrepucrnka BaNngMpan MeTop)
1 2 3 4
CycneHsua oT TbkaHu u 5.1 YcranossiBane Ha O.1.E Manual
5 BbTPELWHU opranu: EMX, aHTUreH Ha BUpyca Ha wan | EH3uM-cBbLp3aH
) AMX, cBune, ausu u 1 BE3WKYNO3Ha bosiecT no | uMyHocop6enTex MeToa
EK30TUYHA XKUBOTHN CBUHeTe (ELISA)
Eﬁ;?_“;;ﬁ?ﬁ::ﬂ :poﬁu: O.1.E Manual
6 EK30';'W-JHVI ;1 b 6.1 YcraHosnaBaHe Ha reHoMa | EQHoCTbNKkoBa
! P ! Ha BUpPYCa Ha CUH e3uK NnojIMMepasHo-sepUxHa
Cboptu npobu ot
peakuus (PCR)
KPbBOCMYUYELIW HaceKxomy.
KpbBHU U OpraHHu npobu; 7.1 YcTaHoBabaHe Ha O.1.E Manual
7 EMK; BMX; Aveu n TeHOMA HA BMpYycCca Ha wan EanoctbhikoBsa
’ €K30TUYHN NPEXHBHU; no 4YnuToKONUTHUTE fIoNAMEpasHO-BepukKHa
CBuHe HMBOTHU peakuus (PCR)
8.1 YcraHosaBaHe Ha O.L.E Manual
2HTATENA Cpelly BUPyCa Ha | EH3MM-cBbp3aH
atpykaHcka yyma no MMYHOCOpP6GeHTeH MeTos
8 KpbBHU npobu KOoHeTe (ELISA)
~GAHOKOTUTHI XKMBOTHM 8.2 YcranoBsABaHe Ha 0.1.E Manual
aHTUTeNa cpellly BUpyca Ha | Arap-ren
uHekio3Ha akeMua no MMyHOoAUDY3UOHEH
KoHeTe meTos (A1)
9.1 YcraHoBsBaHe Ha g&gﬁmhjfgbua;aﬂ
GHTUTENZ Cpelly BUDYCa Ha umyHocopszuTeH MeToH
vHdAyeHua A no nTuymTe (ELISA)
9.2 YcraHoBsiBaHe Ha O.1.E Manual
aHTUTeNa cpewy Bupyca Ha | EH3WM-CBbp3aH
Hioksacwncka Sonect no MMYHOCOpGeHTeH MeTon
nTuunuTe (ELISA)
O.1.E Manual
9.3 YcraHoBsBaHe Ha
KpbBHI npo6iu aHTuTena cpewy eupyca Ha Peakuus sb3nupaHe Ha
9, XeMarnytTMHayuaTa
-MTULM nHpNyeHua A no nruuute (PBXA)
9.4 YcTanoBABaHe Ha O.LE Manuai
aHynTena cpewy Bupyca Ha | Peakuns Bb3nupaHe Ha
Hioksicencka Bonect no XeMarnyTuHaumuaTa
NTULUTE {PBXA)
9.5 YcTanoBsBaHe Ha grgg —I\/I?:;al
aHTUTena cpewy BUpyca Ha
MMyHOANQY3UOHEH
MH(pRyeHua A nNo nTMymMTe meTon (ArVA)
CycneHsus oT ThKaHu u 0O.1.E Manuali
10 BLTPEWHW OpraHu, ;‘2;_}1;??!20::'332: :: 3apasaBaHe Ha 9-11
) KoakanHu/ TpaxeanHu AndnyeHua A ﬁg MTaLuTe AHEBHU KOKOLIM
TaMNOH-NPOBKH: NTHLK Y eMopuoHy
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1 2 3 4
:,Zing:fm ST EBRARH 11.1 YcTaHoBRBaHe Ha 0.1.E Manual
11 - 3 FaHW, KNOAKANHN/ aHTUreH Ha BUpYyca Ha 3apasqaeaHe Ha 9-11
) - axz ! Hiokacoencka 6onecr no AHEBHW KOKOLLU
P . nTUyuTe eMBPUOHH
aflH4 TaMnoH-npobu: NTuum
OpraHiv npobu, 12,1 YcraHoBsBaHe Ha 0.1.E Manual
12 KnoakanHu/ FEHOMA Ha BUpYCa Ha EaHocTenkoBa
’ TpaxeanHu TaMnoH Npobu: | uHpAyeHua A no NTULKTE — | NOSIMMEPasHO-BePrKHA
Nmvum; Bozalinuun; CBUHe | MaTpukc reH (M-reu). peaxkuua (PCR)
OpraHuu 1pobu, 13.1 YcraHoBaABaHe Ha 0.1.E Manual
13 KnoaxKanHu/ reHoMa Ha Bupyca Ha EAHOCTHLAKOBA
’ TpaxeanHyu TaMnoH npobu: | Hiokacencka bonecr no NOJIMMEpPA3HO-BEPUKHA
= NTuum nruumre ~ F-reu. peakuust (PCR)
14.1 YcraHoBABaHe Ha 0.I.E Manual
14. KpoBHK npobu: AMX FeHoMa Ha BUpYyca Ha wapka | NonuMepasHo-BepuiHa
Ao OBLUETE U KO3uTe peakuua (PCR)
KptBHM npobu, cycneHzny :séi:ﬂ'aaﬂc;l:l%ac:e“:a 0.1.E Manual
15. OT TbKaHW U BbTPELIHK adpuKakcka Eyma s NonuMepasHo-BepuXxHa
opravu: Csuxe P Y peaxuusa (PCR)
cBUHeTe
KpbeHw npobu: goMaluHm 16.1 YcraHoBsiBaHe Ha 0.1.E Manual
16 CBUHE, aHTUTeNa cpewy BUpyca Ha | EH3uM-CBLp3aH
! AWBU CBUHE, atdhpukaHcka yyMa no UMYHOCOPGEHTEH METOoR
M3TOMHOBANKaHCKK CBUHE CBUHETE (ELISA)
gz:gg;i';" 0‘;’;,;:?“" " 17.1 YcTaHOBABaHe Ha 0.1.E Manual
17. | nowawnu canme, ansn | SEE B S | ecopbenme HeTon
CBUHE, U3TOYHOBaNKaHCcKu CBMpHETe Y (EIYIS A) P
CBUHE
KpbBHM Npobn, KOXHM :SH%):;: Laal-rgﬁf‘l)zi:e“:a O.LE Manual
I -
18. npobu ot EMXK 3apazeH HoaynapeH FlonvmMepastio-Bepuxkta
peakuus (PCR)
HAEpMaTHT No roeeAata
O.1.E Manual
19 KpuBHU npobnu: ;2&::3:202%3‘;3 Haca fa EHzuM-CBBLp3aH
) €AHOKONUTHK XXUBOTHMU peLly Bupy nMyHocopbeHTeH MeToj
apTepuT No KoHeTe (ELISA)
KpbBHK Npobu: 20.1 YcraHoBsiBaHe Ha Osl-Efanual
EH3uM-cBbp3aH
20. eAHOKONUTHY XUBOTHU; aHTMTEena CpeLlly BMUpyca Ha

nTHLUK; KydeTa.

Tpecka oT 3anaaeH Hun

MMYHOCODﬁEHTEH MeTon
(ELISA)

MBKaB obxBar
BobeexaaHeTo Ha HOBa BEPCUS Ha CTaHABPTHUTE WM CTAHZapTn, KOWUTO TI'M 3aMeHAT &
paspewieHo. J1abopaTopuaTta nNoggupxa aKTyaneH CriUCcbK Ha CTanfaprture ¢ TexHHUTE
AaTnpanyt BEPCHUH.
NMozosaBanua: Manual of standard diagnostic tests and vaccines, O.L.E

WA KA

Farmaoans MO A ARIMAIN N7 2N

v tTarA




L CAMOD OPWTAHAARKAT

ADKYMEHT E BAANMAEH
HAPEXX[AM s
Ba ce uspape CeprndmkaT 3a akpeguTaums ¢ per. N? 227 J1I1/30.07.2021r., sBanupeH ao
30.07.2025r. Ha UanureatenHa nabopatopus ,EK30TMYHM W OCOBEHO ONacHu uHpekuun®
npu HauuoHaneH AUArHOCTUUEH HAYYHO W3CNeAO0BATENCKM BETePUHAPHOMEAMLMHCKN
UHCTUTYT, C NPUNOXEHNEe HAacTOSATA 3aN0Be], HegenMMa YacT oT Hero.

CeptudukaTsT 33 akpeauTaLMna C TNPUAOKEHMETO Aa ce nonyuyaT oT Jupextopa Ha
HauuonaneH AUarHOCTMUYEH Hay4YHO W3CNEAOBATENCKU BETepUMHAPHOMEAULIMHCKM MHCTATYT,
pbKosoguTensa Ha MsnuTBarenHa nabopatopun ,EK30TUYHU M ocoBeHo onacHM UHdekumu™
WNN Apyro yrnmbiHOMOUWEHO JiMye B crpaaarta Ha WA BCA.

[lpu nonyuaBaHe Ha npeusaaneHus ceprudmkaTt u/uam npunoxeHne, aKpegUTUpaHOTo nuLe
€ AnbxHO Aa BbpHe B UA BCA opurnHanure Ha CeptudukaTt 3a akpeautaums per.N2 227 N,
usfaged Ha 29.04.2020r., sanupen po 30.06.2021r., v npuaoxeHue - 3anopes 3a
akpeputauma N2 A 242/29.04.2020r. KbM Hero.

Hactoswara 3anoees aa ce cbobwM Ha HauwoHanedH AUArHOCTUMEH  Hay4yHo
U3CNELOoBaTe/NCKU |BETEPUHAPHOMEAULUMHCKN WHCTUTYT, B 3 (TpW)- AHEBEH  CPoK OT
U3aaBaHeTo W.

UPEHA{BOPUGITABOBA
U3nbaHTENCH BUPEKTOP
Ha MA “BBar. 3 cryx6a 3a akpeanTayus”

IAA RCA WanAoan MO A ARW/INNT IO Cree AT A



