PENYBJZINKA BB/NITAPUSA
M3nbnNnHUTenHa areHuyus
Bbnrapcka cnyx6a 3a akpegwTauwusa

CrpaHa no Muorocrpanuoro criopasymeHmne

34 B3aMMHO npusHasaHe Ha EA B Ta3n o6s1acr

3AMNMOBEN
N2 A 161

Cochunn, 26.04.2024 r.

Ha ocHoBaHune un. 10, an.1, T.4, un.27, an.3 ot 3aKkoHa 3a Ha
Ha OpraHun 3a oleHsABaHe Ha CLOTBETCTBUETO U

LWOHanHaTa akpeauTaumsaTa
7.6 oT MNpouenypa 3a akpeanTaums (BAS QR

2) BbB Bpb3Ka C OTKpUTa npouenypa per. N2 56/61 JI1M/MA/20.09.2023 ., Aoknag or

OueHka BX. N? 56/61 JIN/B/17.01.2024 i

aHekc Bx. N2 56/61 J1M/6/B/05.03.2024 r.,

nucmo BX. N° 56/61 NN/2/MA/9/E/18.04.2024 r., Aoknaa (NpomaHa B ycnosusaTa) ex. NO

56/61 NW/11/B/22.04.2024 r.
NN/NA/12/B/26.04.2024 r.

U CTaHoBUWe Ha Komwucus

NMPEAKPEAUTUPAM

LUEHTPAJTHA NIABOPATOPUA

no akpeautauma N? 56/61

MO BETEPUHAPHO CAHUTAPHA EKCNEPTU3A U EKONlormnsa

AApec Ha ynpaBneHue U Ha na6opatopus: 1528 Cocus,

Aa M3BbpPLIBA U3NUTBaHe Ha:

yn. ,Mickbpcko woce™ N2 5

Tnun o6xBar: r-BKaB 3a Yacr oT obxBara

- IAaKTOHU Ha pesopunHoBaTa
KUcenuHa, BKJ. 3epaHon

No HanmeHoBaHue Ha Metoau 2a uanurteaHe
no M3NUTBaHUTe B:g HA MSHUTEHHE/ (cranpapr/Banugupan
pen npogykTH paKTepucTuka meTon)
1 2 3 4
1 | CypoBuHM 1 1.1 MpenapaTn c xopMoHanHo | BNIM-15/10.04.2014* (GC-
NPOAYKTU OT 1 aHabonHo aeicTeue MS, LC-MS/MS)
KUBOTUHCKU - cTunbeHn M Npou3BoaHK Ha
npousxon u CTUNGEHN, TEXHUTE Conu U
6uonoruyHu ecrepu;
TEYHOCTH - CTepouau;

1.2, AHTUTMPOMAHM areHTu

B/IM-47/15.04.2020%*
(LC-MS/MS)

1.3. BeTta-aroHuctu

B/IM-16/08.06.2010*
(GC-MS, LC-MS/MS)
B/IM-62/08.07.2019%
(ELISA)

1.4, 3abpaHeHu 3a ynoTpeba
BMI1

BJZIM-33/29.03.2021*
(ELISA)

1.5. 3abpaHeHu 3a ynotpe6a BMM

- XnopamdeHunKkon; B/IM-45/18.08.2022
(LC-MS/MS)

- HATpoUMMAa3onn; B/IM-28/14.06.2023*
(LC-MS/MS)

- HUTpoypaHu; BJ/IM-48/10.03.2021%
(LC-MS/MS)

- KapbaJoKC M 0NaKBUHAOKC

B/IM-63/02.03.2020%*

rp. Codmsa 1797, 6yn. "I.M.JumuTpos" N252 A, et
Ten: +359 9766 401; dakc: (+3592) 9766 415
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7



Tun o6xBar: roBKkaB 3a yacr or obxpata

N¢ HanmeHoBaHue Ha MeToau 3a uanuTeaHe
no M3NUTBaHUTe B:gp"aakr::::::::/ (cranpgapt/Banuanpan
| pen npoaykKTu meron)
1 2 3 4
(LC-MS/MS)
1.6. AHTMBakTepuantu LMV/RMV/BIO/PTC/15.AN
| cybcTraHumm Delvotest SP NT
1.7 AHTUbakTepuanHu B/IM-32/08.06.2021*
cybcraHumnm (ELISA)
1.8 AHTUBaKTEepUanHu B/IM-3/12.12.2011%*
cybcTaHumm (HPLC)
BNIM-51/03.05.2019%
(HPLC)
B/IM-55/01.04.2021* (LC-
MS/MS)
1.9. AHTUXENMUHTH
- KJl03aHTen; BJIM-8/21.01.2015 (HPLC)
- aBePMEeKTUHMU; BJ/IM-9/02.05.2019%
(HPLC)
- neBaMu3on; B/IM-29/08.06.2023
(LC-MS/MS)
- 6eH3uMmMaazonu BJ/IM-56/30.03.2016%*
(LC-MS/MS)
1.10. AHTUKOKLMANITHM BJ/IM-41/21.03.2022%*
(HPLC, LC-MS/MS)
1.11. Cenatueu BJ/IM-46/25.03.2015%*
(ELISA)
1.12. Cepgatusu BJIM-52/25.10.2023%
(HPLC, LC-MS/MS)
1.13. HectepouaHu B/IM-57/15.05.2014%*
NPOTUBOBBL3NANMUTENHMN (LC-MS/MS)
BewecTsa (NSAIDs)
1.14. Nectuumnan BJ/IM-17/25.03.2022%
(GC, GC-MS/MS, LC-
MS/MS)
1.15. NMonuxnopupanu B/IM-11/29.04.2021*
Gudennnn (PCBs) (GC, GC-MS/MS)
1.16. XMMUYHKM enemMeHTH B/IM-12/25.01.2011%
(GF-AAS)
B/IM-13/05.05.2022
(CV-AAS)
BJ/IM-14/11.03.2021%*
(ICP-OES, ICP-MS)
1.17. N-meTun kapbamaTu BJIM-53/20.11.2008%*
(HPLC)
1.18. AMuTpas BJ/IM-58/20.02.2014
(HPLQC)
1.19. TexHoreHHu rama- B/IM-1/12.10.2020%
EMUTUPALLUN PaANOHYKNUAK (GAMMA-SPECTROMETER)
1.20. Acnatokcuun (M1, B1) | BNIM-6/25.09.2014
(ELISA)
BJIM-7/07.07.2004 (TLC)
B/IM-61/29.05.2019
(HPLC)
1.21. Barpuna BJZIM-25/15.09.2014%*
(HPLC)
| BJ/IM-26/26.01.2023%
WA BCA 3anoses N2 A 161/26.04.2024 r. Ctp.2/6




Tun o6xsar: rosxae 3a yacr OT 06xBarta

N2 HaumeHoBaHue Ha Mertoau 3a nanuresane
no U3NUTBaHUTE B:ngaaKr:::zfv?::/ (cranpapr/Ban mampaH
pea NpoayKTH meton)
1 2 3 4
(LC-MS/MS)
1.22. Xucramun BAC EN ISO 19343
MNMueneH men u 1.23. OpraHonentuyeH BAC 2673
NYeNnHU NpoayKTH aHanu3 Ha nyeneH men - Hapea6a N2 9/2005
UBAT, apomar, BKyc,
KOHCUCTEHLMA, BbHLIEH BUA,
MEXaHWYHW npuMecy
1.24. MNoneHos aHanus Ha BAC 3050
nyeneH mes
1.25, DU3NKOXMMUYHM aHANN3MN Ha nyeneH mepq
1.25.1. 3axapo3a Ha nuyeneH BAC 3050
Men
1.25.2. Peayunpawm 3axapu | BAC 3050
(MHBepTHa 3axap) Ha nuenex
mMeq
1.25.3. lnactasHa akTUBHOCT BAC 3050
Ha nyeneH Mepq MeTon Ha lMoTte
1.25.4. BoaHo cbabpxaHue BAC 3050
Ha n4yeneH men Hapeaba N? 2/2024
HMIHC
1.25.5. EnektponposoaumMocT Hapepa6a N 2/2024
Ha nyeneH men HMIHC
1.25.6. CeoboaHa Hapenba N? 2/2024
KUCENIMHHOCT Ha n4yeneH mMen
1.25. 7 Hapen6a N° 2/2024
Xuapokcumetundypdypon HMIHC
/XM®/ Ha nueneH mepg MeToa Ha YanT
1.25.8. UHBepTasHa HMIHC
aKTMBHOCT Ha NyeneH men
1.25.9. NMponuu B nyenen men | HMIHC
1.26. OpraHonenTtuyex BAC 13143
aHaNnu13 Ha n4yesieH BOCHK —
UBAT, MUPUC, KOHCUCTEHLMS,
CTPYKTYpPa, MEXaHWYHMK
npuMecu |
1.27. ®U3NKOXUMUYHM aHaNM3KU Ha Nyenen BOCbHK
1.27.1. KucenuHHo yucno Ha BAC 13143
nyesieH BOChK
1.27.2. OcanyHutenHo uncno BAC 13143
Ha n4yesieH BOCbk
1.27.3. ECTepHO 4ucno Ha BAC 13143
n4yeneH BoCbK
1.27.4. Hanuuyune Ha napaduH BAC 13143
M Uepe3nH B NYEeNeH BOChK Mpoba Ha Beiisypm
1.27.5. KoeduuyneHT Ha BOC 13143
npedyyneaHe Ha CBeTAMHAaTa
Ha N4yefneH BOChK
1.28. ®DUINKOXUMUYHU aHANU3U HA nYyesHO Maevyunue
1.28.1. pH Ha nyenHo B/IM-59/29.09.2014
Mie4yuue
1.28.2. O6wa knucenuHHocT BJIM-60/15.07.2015
Ha NYyenHo Mneyuue
Z, 2.1 Bnara/cyxo BewecTso BJ/IM-37/30.06.2021
WA BCA 3anoses N2 A 161/26.04.2024 r. Ctp.3/6



[ Tun o6xsar: bBKAaB 3a YacT oT 06xBaTa
NO HammeHoBaHue Ha MeToan sa nanuteane
no U3NUTBaHUTE B:'(g pHaaK_:_'::::::::/ (cranpapr/Banupgupan
pen NnpoayKTH meropn)
1 2 3 4
CypoBUHU U 2.2. Mectnuman BJ/IM-17/25.03.2022%
NPOAYKTK OT (GC, GC-MS/MS, LC-
pacTuTesex MS/MS)
npousxon, pypax u | 2.3, Monuxnopupanm BJ/IM-11/29.04.2021%
dypaxHn aobaeku budernnnun (PCBs) (GC, GC-MS/MS)
2.4, XUMUYHN enemMeHTH B/IM-12/25.01.2011%
MNC (GF-AAS)
B/IM-13/05.05.2022
(CV-AAS)
B/IM-14/11.03.2021%*
(ICP-OES, ICP-MS)
2.5. TexHoreHHu rama- B/IM-1/12.10.2020%
EMUTUPALN PaANOHYKINAK (GAMMA-SPECTROMETER)
3. Boan - nuteiinu, 3.1 Nectnuman BNM-17/25.03.2022%
MOBbLPXHOCTHU, OT (GC, GC-MS/MS, LC-
CNagKoBOJAHWU U MS/MS)
MOPCKUK BacelHu 3.2. XMMUYHKN eneMeHTH BJ/IM-12/25.01.2011%*
(GF-AAS)
BJ/IM-13/05.05.2022
(CV-AAS)
BJ/IM-14/11.03.2021*
(ICP-OES, ICP-MS)
3.3. TexHOreHHu rama- BJ/IM-1/12.10.2020%*
EMUTUPALUKM PagnoHYKIUAM (GAMMA-SPECTROMETER)
4, Hanutkum - 4.1. XMMWUYHN eneMeHTH B/IM-12/25.01.2011%*
aIKOXOJTHM, (GF-AAS)
6e3anKkoxosHuK, BJ/IM-13/05.05.2022
Nio40OBU COKOBE, (CV-AAS)
HeKTapu K B/IM-14/11.03.2021*
KOHUEHTpaTH (ICP-OES, ICP-MS)
4.2. TeXHOreHHu rama- B/AM-1/12.10.2020%*
| eMUTUPaLLKN PaauoHYKNUAN (GAMMA-SPECTROMETER)
I'bBkaB o6xBar: BusexgaHeTo Ha  Hosa Bepcua  Ha  CTaHAapTu/OOKYMEHTH  uam

CTaHAapTV/AOKYMEHTH, KOMTO M 3aMeHAT e paspeiueHo. Jlabopatopusita nogavpxa aktyaned
CMMCBK Ha CTaHAaPTUTE/A0KYMEHTUTE C TeXHUTE AaTuparHu Bepcum.

* B pamkata Ha ceosta KOMNETEHTHOCT, naboparopusta e ynbAHOMOLEHa A3 ornpenens BCHUYKM
XapakTepucTuky (KosioHa 3) no oTéenasaHuTe METoau 3a U3NUTBaHe (kosoHa 4), npuHaanexaly KoM
rpynara Ha npoaykTHTe (KosoHa 2) cnen n3sbplieHa Bepupukaymns/BanmanpaHe, 06e3rneyeHocT cbe
CPM/PM u kanmbpupaHn TexHuyecku cpescrea. JSlabopatopuara noaaspxa nogpobex, apatupad
CMUCBK Ha MPOAYKTUTE U XapaKTePUCTUKNTE, MPUHAANEKAIMN KbM cnomeHaTure B 06xBara Ha
aKPEANTALNSA NPOAYKTU U XapPaKTEPHUCTHKH,

NoszoBaBaHus:
Hapen6a N° 2/2024 Hapeaba 3a ycnosusTa u pena 3a BzemaHe Ha npobu 1 nabopatopHo

U3NUTBaHe Ha XpaHu,
Hapeaba 3a ycnosusata v pepa za ofobpABaHe W perucTpauvs Ha
MPeAnprATHATa 3@ NpepaboTka Ha BOCBK W NPOW3BOACTBO HA BOCHYHM
OCHOBMW, KakTo W Ha npeanpuaTUATa 3a NPOM3BOACTBO U TbProeus ¢
nYeneH Mea 1 NUenHW NpoayKTH

Harmonised methods of the International Honey Commission

HuckopoHoBO  onpesensiHe Ha  TeXHOreHHM ramMma-eMuTUpaLLn
PannoHyKnnan B 6UONOrMUYHKM Npobu, BOAM U HAaNWUTKK

Hapeaba N? 9/2005

HMIHC:2009
B/IM-1/12.10.2020%
(GAMMA-SPECTROMETER)

WA BCA 3anoses N° A 161/26.04.2024 r. Ctp.4/6



B/IM-3/12.12.2011* (HPLC)

B/IM-9/02.05.2019* (HPLC)

B/IM-11/29.04.2021* (GC,
GC-MS/MS)
B/IM-12/25.01.2011% (GF-
AAS)

B/IM-14/11.03.2021* (ICP-
OES, ICP-MS)
B/IM-15/10.04.2014* (GC-
MS, LC-MS/MS)
B/IM-16/08.06.2010* (GC-
MS, LC-MS/MS)

B/IM-17/25.03.2022* (GC,
GC-MS/MS, LC-MS/MS)

B/IM-25/15.09.2014* (HPLC) OnpenensHe Ha ocTaTbuyHM Konu4vecTBa 6ar

BJ/IM-26/23.01.2023* (LC-
MS/MS)
B/IM-28/14.06.2023* (LC-
MS/MS)

BJ/IM-32/08.06.2021*
(ELISA)

B/IM-33/29.03.2021*
(ELISA)

B/IM-41/21.03.2022* (HPLC,

LC-MS/MS)

BJIM-46/25.03.2015%

(ELISA)

BNIM-47/15.04.2020* (LC-
MS/MS)

B/IM-48/10.03.2021* (LC-
MS/MS)

B/IM-51/03.05.2019%
(HPLC)

BJ/IM-52/25.10.2023*
(HPLC, LC-MS/MS)

B/IM-53/20.11.2008* (HPLC)

B/IM-55/01.04.2021% (LC-
MS/MS)

B/IM-56/30.03.2016* (LC-
MS/MS)

BNIM-57/15.05.2014* (LC-
MS/MS)

B/IM-62/08.07.2019%
(ELISA)

B/IM-63/02.03.2020*(LC-
MS/MS)

MozosaBaHusa ¢ukcupan
B/IM-6/25.09.2014 (ELISA)

NA BCA

OnpepensHe Ha ocTaTbyHM KoJNimyecTea c
KWBOTUHCKKM Npoun3sxoa upes HPLC

OnpeaensiHe Ha ocCTaTbUYHM KONMUECTBA aBEPMEKTUHW B npobu oT
KUBOTMHCKM npon3xoa Ypes HPLC

OnpegensiHe Ha ocTaTbyHM KONMuecTRa noNUXnNopupaHm 6udeHnnm
(PCBs) B 61onornummu npo6u 4pes (GC, GC-MS/MS)

OnpegensiHe Ha XWMWYHM eneMeHTU B 6uonornyHmM npobu, Boam wu
HanuTku ypes AAS

OnpegensiHe Ha XUMWYHKM enemeHTH B GuonornyHn npobu, soan u
HanwuTku 4ypes ICP

OnpeaensHe Ha cy6cTaHumm MMallK XOpMOHanHO W aHabonHo
AENCTBUE B NPOBU OT XUBOTUHCKM npousxoa 4pes GC/MS un LC/MS/MS
OnpegensHe Ha 6eTa-aroHUCTU B npobu OT XWBOTUHCKMK npowvsxop
4ypes LC-MS/MS n GC/MS

OnpegensiHe Ha oOCTaTbYHM KONMMYecTBa nectmunam B npobu or
KUBOTUHCKM MpOM3XOA, BOAM U dypaxu uypes GC-ECD/NPD, GC-
MS/MS, LC-MS/MS

yndoHamuan s npobu ot

pwna B puba ypes HPLC

OnpepensHe Ha ocTaTbYHM KoONMYecTBa 6arpuna B puba upes LC-

MS/MS

OnpeaensiHe Ha oCTaTbYHM KOAMYECTBA HUTpouMuaasonu B npobu ot
KUBOTUHCKKW npousxon 4pes LC-MS/MS

EH3MMEH WMyHOaHanus (ELISA) 3a onpegensiHe Ha OCTaTbYHM
KOMUYecTBa aHTMbakTepuaniu cybcTaHumMm B Npobu ot XKNBOTHUHCKM
npousxon

EH3umeH umyHoaHanus (ELISA) 3a onpegensHe Ha ocTaTbuHu
Konudectsa 3abpaHvenun 3a ynorpe6a BMI B npobu OT XMBOTUHCKU
npousxoq

OnpeaensiHe Ha OCTaTbUHM KOMMYECTBA OT AHTUKOKUMAWINHKM CcpeacTEa
B NPOGM OT XMBOTUHCKM NPOW3XoA 4pes HPLC u LC-MS/MS

EH3MMeH WMyHoaHanus (ELISA) 3a onpegensHe Ha OCTaTbYHU
Ko/m4ecTsa ceaaTueu B Npobu OT KUBOTUHCKM npousxog
OnpeaensHe Ha ocTaTbUHM KONMYecTBa AHTUTUPOWAHW areHTH B Npobu
OT XMBOTWUHCKK Npousxos upes LC-MS/MS

OnpegensHe Ha octaTbyHM KoMW4yecTsa HUTpo(ypaHu B npo6u oT
XWBOTUHCKM Npousxos Ypes LC-MS/MS

OnpepensaHe Ha ocCTaTbYHU KONM4ecTea KBWHONIOHW B nNpobu or
MMBOTWHCKW npousxog ypes HPLC

OnpepensiHe Ha o0CTaTbYHM KOAMYECTRA cejatmen B npobu ot
KUBOTUHCKM npousxoa ype3 HPLC u LC-MS/MS

OnpenensiHe Ha ocTaTbuYHKM KOAMYECTBa N-meTnn kapbamaTtu B npoéu
OT KMBOTUHCKKM Npousxoa 4upes HPLC-noctaepueaTtusaums

OnpepensHe  Ha  ocTaTbyHM  KOMMYecTBa aHTubaktepuantm
JIEKApCTBEHN CPeACTBa B NPOBW OT XMBOTUHCKM NpPousxoa upes LC-
MS/MS

OnpeaensiHe Ha ocTaTb4yHW KOAWYeCTBa 6eHsumupasonu 8 npobu or
HUBOTUHCKK Npousxoj upes LC-MS/MS

OnpegensHe Ha OCTaTb4YHMU Konu4yecTBa HECTepoOuaAHU
MpOTUBOBb3NaNUTeNHN Bewectea (NSAIDS) B Npo6u OT KUBOTMHCKM
npousxon upes LC-MS/MS

EH3nmMeH wumyHoaHanus (ELISA) 3a  onpegensHe Ha ocTaTbuHm
KonnyecTsa 6eTa-aroHUCTH B Npo6u OT UBOTUHCKM npousxon,

OnpeaensiHe Ha oCTaTbYHM KOAWYECTBA Kapbanokc, oNnakeBMHAOKC W
MeTabonuTh B Npobu OT KMUBOTUHCKM npousxon ypes LC-MS/MS

obxBar:
EH3uMeH umMyHoaHanus (ELISA) 3a onpeaensiHe Ha AdnatokcuH M1
B Npofu OT KMBOTMHCKW NPOM3xXo4

3anosen N2 A 161/26.04.2024 r. Ctp.5/6



B/IM-7/07.07.2004 (TLC) 8;5:?52%8 Ha adnaTokcMHU B npobu oT XMBOTWMHCKM MPoOM3Xoa

¥ OnpesensiHe Ha ocTaTbuHM KonuvecTsa KNnosaHTen B8 npobu ot
B/IM-8/21.01.2015 (HPLC) XMBOTMHCKK Npousxoa upes HPLC

B/IM-13/05.05.2022 (CV-AAS) /C)‘)Rge,qenﬂHe Ha Xu1Bak B 6MONOrMYHW NPO6BM, BOAM M HANWUTKK upes

. : OnpepensHe Ha ocTaTh4YHM KonuuecTBa NeBamMuson B npobu or
BJIM-25/08.06.2023(LC MS/MS))KHBOTMH-CKVI npousxon 4ypes LC-MS/MS

BIM-37/30.06.2021 OnpepenaHe Ha Bfara/cyxo Bewectso ¢ METTLER LP 16
WH(hpavepeeH cy-wuTen

B/IM-45/18.08.2022 (LC- OnpeaensHe Ha ocTaTbyHM KONMYeCTBa XnopamdeHnkon 8 npobu oT

MS/MS) XNUBOTWHCKKM npousxon ypes LC-MS/MS

OnpepensiHe Ha ocTaTbyHW KOMMYecTBa amMuTpasz B npobu ot
XUBOTUHCKM Npomsxos ypes HPLC

B/IM-59 /29.09.2014 OnpeaensiHe Ha pH Ha nuenHo Mneyuue
BJ/IM-60/15.07.2015 OnpeaensHe Ha obuiaTa KUCENMHHOCT Ha NYenHo Mneyuue

B/IM-61/29.05.2019 (HPLC) Sggﬁéqxeg;:gegaHgfga'roxcv;HM (M1, B1) B npobu OT XMBOTMHCKM

B/IM-58/20.02.2014 (HPLC)

HAPEXOAM

fa ce usnane ceptudukar 3a akpegutaumna per. N2 61 /1M ot 26.04.2024 r., BanuaeH go
26.04.2028 ., c NpunoxeHue HacTosAWaTa 3anoBes, HegenMMa YacT OT Hero.

CepTudukatsT 3a akpeauTaums c npunoxexHweTto, na ce nonyyaT oT OwpekTopa/
npeAcTasuTen Ha LleHTpanHa naGopaTopusi no BETEPUHApHO caHMTapHa ekcrnepTuza W
ekonorus (ULNBCEE) rp. Cocus, unu ApPYyro ynbiiHoMOLLEeHO nuue B crpasgaTa Ha WA BCA.

Mpu nonyvyaBaHe Ha NpensnajeHunn ceptudukar, akpeanTUpaHOTo nvue e AnbXHO Aa
BbpHe B A BCA opurnHana Ha cepTuduKkarT 3a akpeaumTaums per. N® 61 NIN/23.11.2021 r.,
BannaeH pgo 27.04.2024 r. wu npunoxeHwe - 3anosen 3a akpegutaums N° A
717/23.11.2021r., HenenuMma yacr oT Hero.

& Cbobum Ha LIIBCEE, rp. Codus B 3 (TPW) AHeBeH cpok oT

WA BCA 3anosen N? A 161/26.04.2024 . Crp.6/6



