ISO 22716:2007
Kosametnka — [Jobpu npousBoactBeHn npaktmkmn (GMP) —
YkaszaHusi oTHocHo [lobpaTta npom3BoACcTBEHA NpaKTuKa

CraHpapTsT ISO 22716:2007 e pbkoBOACTBO 3a 06py Npon3BoacTBeHU npakTuki (GMP) 3a npor3BoACTBO Ha KO3METUYHM
npoaykTv. Ton B3ema nNpeasua BCUYKV NPOU3BOACTBEHN eTanu OT CypOBUHUTE A0 ANCTPUBYLMSTa Ha NpoayKTuTe.

KAKBO E ISO 22716:20077?

MpunaraHeTo Ha NpakTUKUTE Ha CTaHAapTa € Haco4YeHO kbM Ge3onacHOCTTa Ha KpaliHusi noTpebuTen. Tesn Hacokv npeanarart
OpraHn3aLMoHHM M NPaKTUYECKN CbBETU 3a YNPaBIIEHNETO Ha HYOBELLKUTE, TEXHUYECKUTE U adMUHUCTPaTUBHUTE hakTopK, BNUSELLM
BBbPXY Ka4ECTBOTO Ha NpoayKTa.

NMPEOMMCTBA OT CEPTUPUKALIUATA MO ISO 22716:2007
OcHOBHUTE NON3n OT onpeaensHeTo v npunaraHetTo Ha GMP cbrnacHo ISO 22716 ca cnegHuTe:

. MpupobrBaHe Ha KOHKYPEHTHO NPEAUMCTBO Ha nasapa.

+  CboTBeTCTBME CbC 3aKOHOBUTE U PETYyNaToOPHU N3NCKBAHUSI.

. HenpekbcHaTto nogobpsiBaHe Ha ka4eCTBOTO Ha NPOAYKTUTE.

*  CblUeCcTBEH NPUHOC 3a Pa3BUTUETO U YCTOMYMBOCTTA Ha OpraHu3auusiTa.

CEPTUDPUKALINA C EUROCERT

. Hue cme Han-roneMusiT rpbLUKM He3aBMCUMM cepTuduumpall opraH, akpegutmpaH ot ESYD, ¢ odumcu B noBeye ot 25 cTpaHu
no ceeta. Ceptudumkaums ¢ Eurocert o3Ha4aBa oLeHka 1 NnpuemMaHe oT akpeauTupaH v npusHaT/yBaxkaBaH cepTuduumpaly
opraH.

. Pasnonarame cbC CUNeH 1 ONUTEH NepcoHan v CbTPyAHULM, KOUTO KaTO UHCMEKTOPU/OANTOPU W/MMN TEXHUYECKU eKcnepTyn
M3BBPLUBAT NPOBEPKU C BUCOKa JoDaBeHa CTOMHOCT 3a BaluaTa KoMMaHusl.

. Hwue ce rpwxum Aa BU AbPXUM MHDOPMUPAHN 3@ BCAKAKBA MECTHW U/MNN MeXAyHapOoaHM NMPOMEHM, KOUTO 3acsAraTt obxsaTa
Ha cepTUdMLmMpaHeTo.

. Hawara akpegutauus obxsalla LUMpOKa rama OT CTaHAapTV M MPOAYKTW, KaTo Mo TO3M Ha4yuMH CMe B CLCTOsSIHME Aa BU
npefocTaByMm OBLLUMPHM pELLEeHNs MO OTHOLLEHME Ha cepTUdULMpaHeTo Ha CUCTEMM 3a yrpaBreHne

YECTO 3A0ABAHU BBIPOCH

Konko Bpeme oTHema ceptucmumpaHeTo no 1S022716:20077?

O6wukHOBEHO 3-6 Mecela, BbMpekM Ye TOBa MOXE [a 3aBUCU OT pasnuuHu ¢aktopu. OCHOBHMAT BBMNPOC € opraHu3auusita aa
AEeMOHCTPUPA, Ye HellHaTa cuctema 3a ynpasfieHVe € HambiiHO BHeApPEeHa 1 OTroBaps Ha BCUYKM U3NCKBaHWS Ha cTaHpgapTa. Hueoto
Ha MH(OPMUPAHOCT Ha BMCLLETO PBKOBOACTBO W CAYXUTENWUTE CbLUO € pellaBall, MOMEHT 3a onpeaensHe Ha Heo6XoANMOTO Bpeme 3a
nony4yaBaHe Ha cepTudukar.

3amMeHsi M ogUTUTE Ha NyGNUYHUTE opraHn?
No. 1ISO22716 e nobpoBornHa cepTudukaLmMsl, HaCOYEHa KbM HENPEKbCHATO NoAobpsiBaHe U He 3amecTBa NyGnunyeH unu odurymaneH

oauT. Bbnpeku ToBa, Tol NnofobpsiBa opraHn3aumsaTa Ha KOMMaHUsTa, Taka Ye TS Aa OTroBaps Ha LiSnoTo NPUoXmnMo 3akoHoAaTesIcTBo
1 nomara fa ce usberHaT BcAkakey HeodakBaHu NpoGnemu Unm rnobm No Bpeme Ha Tesn 0auT1, AerUCTBalikM NPEeBaHTUBHO.
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