PENYBAUKA BBATAPUA

U3nbAHUTEAHA areHuus
BbAarapcka cayxba 3a akpeAuTauua

CrpaHa no MHOrocTpaHHoOTO criopasyMeHue
3a B3aMMHO npu3HasaHe Ha EA B Ta3mu obnacr

3ANOBE/
N2 A 207
Codms, 17.05.2023r.

Ha ocHoBaHue un. 10, an. 1, 1. 3 un. 30, an. 1 oT 3aKkoHa 3a HauWOHaNHaTa akpeguTauusaTa
Ha OpraHu 3a oueHsiBaHe Ha CbOTBeTCTBMEeTO U T. 7 oT lNpoueaypa 3a akpegutauus BAS QR 2
BbB Bpb3ka C OTKpuTa npoueaypa per. N? 329/79 JIN/PO/20.07.2022r., Aoknag c per. N°
329/79 NN/PO/6/B/20.02.2023r., u ctaHoBuule Ha Komucuata no akpegutaums ¢ per. N2
329/79 NN/PO/8/B/ 21.03.2023r.

PASLWWWPABAM OBXBATA HA AKPEAUTALMA
Ha
~ HAUMOHANHA NABOPATOPUA BYN PO3A™ 00
~VW3NMUTBATEJNTHA NABOPATOPUSA ,HALMUOHAJNTHA NTABOPATOPMUA BYJ1 PO3A"

Aapec Ha ynpaBneHue: 5300 rp. Ma6poso, yn. CtaHuMoHHa N? 14

Appec Ha na6opaTtopua: 5300 rp. Na6poso, kB. ,bBoikaTta", CeBepHa MHAycTprManHa 30Ha,
crpaga ,HesasucumocT", eT. 6 M eT. 7

[a 3BbpliBa M3NUTBAHE Ha:

Tun Ha obxBaTa: MBKae 3a YyacT oT o6xBaTa

HaumeHoBaHMe Ha MeToaun 3a n3nNUTBaHe

N2 Bua Ha uanutBaHe/
M3NUTBaHUTE (cranpaprt/BanuaupaH
no pepj NPOAYITH XapaKTepucTUKa MeToR)
1 2 3 4
1% Ko3MeTU4YHU NpoayKTU: 1. BbHWeH BUA BAC 10751 1.4.1; 4.2 (3)

MpoaykTu 3a
nogabpXaHe Ha 3bbuTe
W yCcTHata KyxuHa (1);

(XOMOreHHOCT, UBAT,
MUPUC, BKYC, apomar,
TpalhHOCT Ha apomarTa,

BAC 3741 1.1;2 (6)
BC-I-01 Yact 1 (6;8;9;11)
BC-I-02 Yacr 1 (2, 3.4.5;7;12)

Ko3MeTU4YHU NpoayKTu: Npo3payvyHocCT) BC-I-03 Yact 1 (1)

Mactu 3a 3L6u (1); BAC EN ISO 11609 1.5.1 (1)
Boau 3a ycra(2) BAOC EN ISO 16408 1.7.3 (2)
WamnoaHw; BAC EN 1262

Mpoayktu 3a 3a 6aHa u | 2, pH (3,4,5,8,9,10,11,12)

ayw; 3a BbHLIHA
WHTUMHa XurueHa(3)
TeYyHuU canyHwu (4)
napdromu, ToaneTHU
BOAM U ogdekonoHu (5);
Ko3MeTu4yHn KpeMmose ;
Macku 3a nuue (6);

BAC ISO 4316
3,4,5,8,9,10,11,12)
BAC 3741 1.10 (6,7)

3 .Tvn Ha emyncuaTa

BAC 3741 1.8.2 (6)

4.A6bpa3nBHKN BellecTea

BC-1-03 Yactr 1 1.9 (1)

5 CbabpxaHue Ha abpasvs

EH JIGCHMDHI, | s p BC-1-03 Yacr 1 1.10 (1)
renoge u Macna 3a d Kanuues KapooHaTt
koxaTta(7) 6.06L10 cbabpXaHue Ha

NOBBPXHOCTHOAKTUBHHU

BAC 9025 1.1 (3)

rp. Cotuma 1797, 6yn. "Ir.M.OumuTpos" N252 A, eT.7
Ten: +359 9766 401; ®akc: (+3592) 9766 415

e-mail: office@nab-bas.bg




CAMO OPUTUHAAHUAT

AOKYMEHT E BAAMAEH
1

Tun Ha obxeaTa: MBKaB 3a 4acT oT obxBaTa

N2

HaunMmeHOoBaHMe Ha

Bua Ha uanureaHe/

MeToan 3a n3anuTBaHe

U3NUTBaAHUTE cTaHpapT/BanuanupaH
no pepj NpoAYKTH XapaKTepucTUKa ( A 2e"/ron) Aup
1 2 3 4
Macku M 6ancamMu 3a | BewecTsa
koca(8) apenunatoapwu | 7. CbabpxaHue Ha
(9); AHUOHHU :
Kbapuhu (10) NOBbPXHOCTHOAKTUBHU BAC 10751 7.4.6.2.1 (3;4)
Bowu 3a koca (11) BellecTBa
Okucnutenu KbM 6ou 32 | 8. CbabpxaHue Ha
koca(12) KaTUOHHMU BAC EN ISO 2871-1 (8)

NOBBLPXHOCTHOAKTUBHM
BELWlecTsa

BAC EN ISO 2871-2 (8)

9. CbabprKaHWe Ha aMOHSAK
- cBoboaeH

BAC 10751 1.4.7.1 (11)

10. CvabpxaHue Ha
aMOHAK — 06

BAC 10751 1.4.7.2 (11)

11. CbabpxaHue Ha
BOAOPOAEH NpeKuc

BC-I-02 Yacr 3 71.8,2 (12)

12. CbabpxaHue Ha
TUOrMUWKoON0Ba KUCe/TMHa n
HEWHUTE NPON3BOAHU

BC-1-01 Yact 2 T.16.2 (9;10)

13. OTHOCUTENHa NABLTHOCT

BAC ISO 279 (5)
BC-1-02 Yact 4 1.3 (5)

14. KoeduuneHT Ha
npeyynsaHe

BAC ISO 280 (5)
BC-I-02 Yact 4 1.4 (5)

15. Cyx ocratbk

BC-I-02 YacT 3 1.7 (2,
3.4.5;7:12)

16. CbabpxaHue Ha Bnara
W NeTnuBeu Belwectsa

BAC 3741 1.4 (6)

BC-I-01 Yact 2 1.7 (6;8;9,11)
BC-I-02 Yact 2 1.7

(2, 3.4.5;7;12)

17. TepmocTabunHocT

BAC EN ISO 11609 1.5.4 (1)
BAC EN ISO 16408 1.7.4 (2)
BAC 3741 1.7 (6)

BC-1-03 Yact 1 T1.8 (1)

18. EMyncuUOHHa
crabunHoct

BAC 3741 1.6 (6)
BC-1-01 Yact 2 1.4 (6)

19. OnpeagensiHe Ha obwy
¢dhnyop B nactu 3a 36K K
BOAM 3a ycTa

BJIM-F-01:2016 (1,2)

20.CbabpXaHue Ha 0/10BO
M KaaMuii

BJ/IM-TM-01:2011
(1,2, 3,4,5,6,7,8,9,10,11,12)

21.CbabpxaHue Ha apceH
U XKuBak

B/IM-TM-02:2011
(1, 2, 3,4,5,6,7,8,9,10,11,12)

22. 06w 6poii
xeTepoTpodHa mesodunHa
Mukpodnopa

Ph Eur 10 2.6.12

{1, 2;:3.4:56.7:8,9:10,11,12)
BAC EN ISO 21149

(1, 2, 3,4,5,6,7,8,9,10,11,12)
BAC 10751 1.4.10 (3)

BAC 3741 1.11.1 —MeTOA Ha
Kox (6)

23. ChrabpxaHue Ha
nneceHn u Apoxau

Ph Eur 10 2.6.12
(1, 2, 3,4,5,6,7,8,9,10,11,12)
BAC EN ISO 16212

NA BCA

3anoBen N2 A 207/17.05.2023r.

CTp. 20T 6




CAMO OPUTMHAAHUAT
AOKYMEHT E BAAUAEH

Tun Ha obxBaTa: MBKaB 3a 4acT oT obxBaTa

Ne
no pea

HanMeHOoBaHMe Ha
U3NUTBaHUTE
NPoOAYKTH

Bua Ha uanurBaHe/
XapaKTepucTuka

MeTtoau 3a usnuTBaHe
(craHpapTt/BanngupaH
MeTon)

1

2

3

a4

(1, 2, 3,4,5,6,7,8,9,10,11,12)
BAC 10751 T1.4.10 (3)
BAC 3741 1.11 (6)

24. Cem.Enterobacteriaceae

Ph Eur 10 2.6.13
(1, 2, 3,4,5,6,7,8,9,10,11,12)

25.E.coli

BAC EN ISO 21150
(1, 2, 3,4,5,6,7,8,9,10,11,12)
Ph Eur 10 2.6.13

1, 2, 3,4,5,6,7,8,9,10,11,12)
BAC 10751T.4.10 (3)

26.P.aeruginosa

BAC EN ISO 22717
(1, 2, 3,4,5,6,7,8,9,10,11,12)
Ph Eur 10 2.6.13

(1, 2, 3,4,5,6,7,8,9,10,11,12)
BAC 107517.4.10 (3)

27.S.aureus

BAC EN ISO 22718

(1, 2, 3,4,5,6,7,8,9,10,11,12)
Ph Eur 10 2.6.13

1, 2, 3,4,5,6,7,8,9,10,11,12)
BAC 107517.4.10 (3)

28.Candida albicans

BAC EN ISO 18416
(1, 2, 3,4,5,6,7,8,9,10,11,12)
Ph Eur 10 2.6.13

(1, 2, 3,4,5,6,7,8,9,10,11,12)

29. U3nuTBaHe 3a
e(PUKaCHOCT Ha KOHCEepBaHT
B KO3MeTU4YeH NpoAyKT

BAC EN ISO 11930 (1, 2,
3,4,5,6,7,8,9,10,11,12)

ETepuyHm
apoMaTU4Hu
npoayktu(2),
apomatuyHu Boau (3),
abconio (4),

KoHKpeT (5)

Macna

(1),

1. BbHWeH BKNA, UBAT,
MUPUC

BAC 9200 (1, 2, 3, 4, 5)

2. OTHOCKMTEeNIHa NABbTHOCT

BAC 1SO 279 (1,3)

3. KoeduuyueHT Ha

BAC 1SO 280 (1)

npevynsaHe BC-I-02 YacT 47.4 (2, 3)
4. brbn Ha BbpTeHe Ha BIC ISO 592 (1)
nonspusaumns

5. pH BC-11-0271.4,6 (3)

6. KnucenmHHo uucno

BAC ISO 1242 (1)

7.XpomaTtorpadcku npopun
Ha eTepuyHO Macno**

BAC ISO 11024-1 (1)
BAC ISO 11024-2 (1)

8.0npepensHe Ha
MWOEHTUYHOCT Ha
UMTPOHENos, Hepon,
repaHuon n peHnneTnnoB
aJlKoxon

BC-11-02 1.4.5 (3)
BAC ISO 11024-1 (3)
BAC ISO 11024-2 (3)

9 .EcTepHO 4ucno

BAC ISO 709 (1)

10.CbabpKaHune Ha
eTepu4yHoO Macno B

BC-1I-02 1.4.3 (3)

MA BCA

3anosen N? A 207/17.05.2023r.

cTp. 3 0T 6



CAMO OPUTMHAAHUAT |
AOKYMEHT E BAAUMAEH

Twun Ha obxBaTta: bBKaB 3a 4yacT oT obxBaTa

N2

HavMeHOoBaHMe Ha

Bupa Ha nanureaHe/

MeToaum 3a U3NUTBaAHe

U3NUTBaAHUTE (craHpapt/BanuaupaH
no pena NpoAYKTH XapaKTepucTuka Meton)
1 2 3 4
apoMaTu4yHu BoAU
ll.Cb,clbpmaHme Ha ON0BO, | BM TM-01:2011 (3)
KaaMuii U meg
12.CbabpKaHue Ha apceH U BAIM-TM-02:2011 (3)
XXUBaK
13.06w 6poii
xeTtepoTpodHa mesodpunHa | Ph Eur 10 2.6.12 (3)
Mukpodnopa
14.Cuaupxanne Ha Ph Eur 10 2.6.12 (3)
nneceHn u Apoxxan
15.YcnoBHO-naToreHHn 1
naToreHHu
MWUKPOOPraHusMu:
-E.coli, Ph Eur 10 2.6.13 (3)
- P.aeruginosa;
- S.aureus;
-Candida albicans.
B/IM GC MS MS Pest 01:2022
1
16.RNecvunam *= T ———
(1)
3. buToBuK XUMUYHY | BAC ISO 4316
npenapaTty { B BAC EN 1262
2. 0O6buwo cbabpXaHWe Ha
NOBbPXHOCTHOAKTUBHU BAC 9025T1.1
BellecTBa
3i CbabpxaHue Ha
SO i BAC 10751 T.4.6.2.1.
NOBBLPXHOCTHOAKTUBHMU
BellecTBa
4. CbabpxaHue Ha
KaTUOHHM BAC EN ISO 2871-1
NOBBLPXHOCTHOAKTUBHM BAC EN ISO 2871-2
BellecTsa
5. o6y 6poit | Ph Eur 10 2.6.12
xeTepoTpodpHa mezodwunHa | BAC EN ISO 21149
MuKpodiopa BAC 10751 1.4.10
6. CbAbpXkaHue Ha Fh EUF 10 2.6.12
NNECeHN 1 APOXAM BAC EN ISO 16212
BAC 10751 1.4.10
7. cem.Enterobacteriaceae; | Ph Eur 10 2.6.13
BAC EN ISO 21150
8.E.coli; Ph Eur 10 2.6.13
BAC 107511.4.10
9.P.aeruginosa; BAC EN ISO 22717
e : Ph Eur 10 2.6.13
BAC 10751T1.4.10
. BAOC EN ISO 22718
L AR Ph Eur 10 2.6.13
BAC 107511.4.10
11.Candida albicans BAC EN ISO 18416
NA BCA 3anoseg N? A 207/17.05.2023r. cTp. 4 oT 6



Twun Ha obxBaTta: bBKas 3a 4yacT oT obxBaTa

HauMeHOBaHMe Ha

MeToaun 3a N3NUTBaHe

No Bua Ha uanutBaHe/
no pea U3NUTBaHUTE XapaKTepHUCTUKa (cranpapr/BanuanpaH
NnpoaAyKTH MmeTon)
1 2 3 4
Ph Eur 10 2.6.13
OnakoBKM: .
1. 06w 6poi
OnakoBKW - HECTEPUITHU XeTepoTpodHa Me30hMHa BAC 14101(2)
npoayktu (1) MUKpObnOpa Ph Eur 10 2.6.12(1)
OnakoBKWU —XpaHUTESTHU
npoaykTtu (2) 2< CbabpXxaHue Ha | BAC 14101(2)

naeceHu u Apoxau Ph Eur 10 2.6.12(1)
3. YcnoBHO-NaToOreHHW W
naToreHHu
MUKPOOPraHu3mu:

- ceM. Enterobacteriaceae;
- E.coli;

- P.aeruginosa;

- S.aureus

Ph Eur 10 2.6.13(1)

NeBkaB o6xBaT No cMucbna Ha T. 4.1.1 Ha BAS QR 32: * BbBexgaHeTo Ha HOBa Bepcus
Ha CTaHAapTu/[OKYMEHTU WM CTaHAapTU/LOKYMEHTH, KOWUTO M 3aMeHSIT € paspeleHo.
AKTyasneH CrMCbK Ha CTaHAapTUTE C TEXHUTE gaTupaHu Bepcuu ce rnpegocrass ot OOC.

MozoBaBaHuA reBKas o6xBaT No cMucbia Ha T. 4.1.1 Ha BAS QR 32:

Ph Eur - European Pharmacopoeia

BEC -bpaHwoBu ctaHgaptu Ha BHAEMIK (Bbnrapcka HaunwoHanHa Acoumnaumsa ETepudHmn macna,
Mapdromepnsa n KosmeTtnka )

NBkaB o6xBaT NO cMUCbNa Ha T. 4.1.2 Ha BAS QR 32: ** B pamkara Ha cBosiTa
KOMMNETEHTHOCT, JsiabopaTopusita € yrb/IHOMOWEHa Aa Orpeaesss BCUYKK XapaKTepucTukun
(kosioHa 3) no oTbensizaHuTe METOAM 338 M3NUTBaHe (KoJsloHa 4), npuHaanexaiymn KoM rpynara
Ha npoayktute (konoHa 2) cnes u3BbplueHa Bepugukayus/BanvgmpaHe, obe3rneyeHocT CbC
CPM/PM 1 kannbpupaHu TeXHHUYECKH cpedcTsa. JlabopatopusTta rnogabpika rnodgpobeH, AatmupaH
CMUCBK Ha MPOAYKTUTE U XapakTEPUCTUKUTE, NpuUHagnexaiym KbM crioMeHaTtuTe B obxBarta Ha
akpeanTaymns rnpoayKTH v XapakTepucTuKu.

Mo3oBaBaHMA NMbBKaB 06xBaT No CMUCb/1Ia Ha T. 4.1.2 Ha BAS QR 32:

B/IM GC MS MS Pest 01:2022** MynTMKOMNOHEHTEH MeToA 3a onpejensiHe ocTaTbUM OT
nectmumnan B €eTEpUYHU Macsia 4pes3 rasos xpomaTorpacb;

B/IM LC MS MS Pest 01:2022 **MynTUKOMNOHEHTEH MeToA 3a onpenensHe ocTtaTbuu OT
nectuyMaun B eTepUYHU Macna ypes TeyeH xpomaTtorpad.

MozosaBaHuna pukcupaH obxBar:

BJ/IM-TM-01:2011 BbTpewHo nabopatopHa MeToAMKa 3a onpeAensiHe CbAbpXaHWETO Ha OJI0BO,
KaaAMUI U Me[ Yypes nnaMbkoBa aToMHO-abcopbuMoHHa CNeKTpoMeTpus;

BJ/IM-TM-02:2011 BbTpewHo nabopatopHa MeToAMKA 3a onpeaensiHe CbAbPXXaHWETO Ha XXMBakK
M apceH ype3 aToOMHO-abCcopbuMOHHa CnekTpoMeTpusa C XMApUaHa cuctema;

B/IM-F-01:2016 BbTpewHo nabopaTopHa MeToAMKa 3a onpegensiHe CbAbpXXaHWeTo Ha obuy
¢dnyop B nactu 3a 364 1 BOAM 3a ycTa.

HAPEXXOAM

WA BCA 3anosen N2 A 207/17.05.2023r. cTp. 50T 6



CAMO OPUTMHAAHWAT
AOKYMEHT E BAAMAEH

Oa ce uspnape CeptudumkaT 3a akpeautauus c per. N° 79 JIM /17.05.2023r. BanuaeH Ao
29.12.2024r. c npunoXeHne HacTosuaTta 3anoses, Heaeuma 4acT OT Hero.

CepTndukaTbT 3@ akpeauTauusa C NpUIoXKeHWeTo, Aa ce nonydaTt oT YnpasuTten/npeacraButen
Ha “HauwoHanHa nabopaTtopus byn Poza™ 00/, PvkoBoauTens Ha M3nutBaTtenHa nabopatopus
,HaunoHnanHa nabopatopus byn Po3a"“ npu “HauuoHanHa nabopatopus byn Pos3a™ OO0, wnu
APYro ynbJHOMOLEHO nuue B crpaaaTta Ha WA BCA.

Mpun nonyyaBaHe Ha u3gageHus cepTUdUKAT U NPUNIOXKEHUE, aKpeAUTUPaHOTO JIMUe € AJIBXHO
na sbpHe B MA BCA opuruHanute Ha CepTtudukart 3a akpeautaumnsa per. N° 79 J11/01.03.2022r.,
BanuaeH Ao 29.12.2024r., v npunoxeHuweto KbM Hero - 3anosesg Ha WA BCA N2 A
162/01.03.2022r., Hegenuma 4acT OT Hero.

HacTtosiwaTa 3anogea aa ce gbobuwm Ha “HauwoHanHa nabopatopus Byn Poza™ OO/ - 8 3 (Tpu)

MA BCA 3anoBea N2 A 207/17.05.2023r. CTp. 6 0T 6



