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AoanTtnka OO0 «3P NUKUL»
B 0GnacTh CUCTEMb! MEHEMKMEHTA NULeBOoTro W (hapMaLeBTUYeCKOro COOTBETCTBUA

000 «3P NIMKUAO» (KoMnaHua) ABAAETCA NPoW3BOAWTENEM TEXHWHEeCKUX M MefWULWHCKUX Ta3cs, a
Takke rasos Ans NPeAnpuaTWi NWILEBOR ¥ dapmaleBTUYECKoR NPOMbILAeHHOCTH. Komnanua cTasuTt
nepesi coboit 3aaady GbiTk AMAEPOM W HAAEXHLIM NApTHEPOM B CBOEW OTPacin ANA CO3AaHuA
JONTOCPONHBIX OTHOWEHWH C KIKWeHTaMK Gnarogaps BbICOKMM cTaHaapTam KadecTsa u 6ezonacHocTu
NULLEBLIX NPOAYKTOB, & Takke NPOMECCHOHANUIMY KOMaHIbI,

a3kl W TA30BLIE CMECU, WCNOABL3YEMbBIE B KAQYeCTBe MHIPEAWEHTOR, MUUIEBLIX UAN TEXHONOrWUECKUX
fobaBoK, a TaKkKe UCnofsL3yemsie NPU NPOU3BOACTEE NeKapcTB Ha hapMaueBTUHECKNX NPEanpPUATURAX,
HAaxogATCA B HEeNnocpeACTBEHHOM KOHTAKTE C MNUWEBbLIMW MNPCAYKTAMM WAW  NEKApCTBEHHbLIMU
npenaparamy 1 J0/KHbl COOTBETCTBOBATL TPEOOBaHWAM 3aKOHOAATENLHLIX W HOPMATUBHLIX AKTOB,
ObITh HE30NacHBIMU ANRA XU3HKW 1 340pOBLA ALE.

C uenbic  BHINOMHEHWA BbiWEW3NOXKEHHLIX TpeboBaHwii KomnaHwa paspaGotana Cuctemy
MeHeAXMEHTA NUWEBOTO W (hapmaueBTvdeckoro cooTeetcTBus* (Food and Pharma Compliance
Management System), KOTOpaa HanpapneHa Ha NPOoU3BOACTBO BLICOKOKAYeCTBEHHbIX, De30nacHbIX
rasoe Ans NULesoh v apMaleBTUYeCcKon NPOMBILWIEHHOCTH, a Takke Ha Npouecchl, CBA3AHHLIE C UX
NpoW3BOACTBOM, XpAHEHWEM, NEPEBO3KON ¥ peanusayueii.

Pykosogetee OO0 «3P fIUKWA», noHWMana BaXHOCTE NPUMEHEHWA CUCTEMHOro noaxoaa K
ofecneveHnI0 KavecTsa 1 He30NacHOCTH ra3oB Ans NuLesoil u hapmalesTUYeckol NPOMBILLNEHHOCTH,
B pamkax WMHTerpuposaHHoil cucteMsl MeHempxmenTa 6epéT Ha cebA obA3aTenscTBa No AWAepcTBy,
paspaboTke, BHeAPeHUI0, MOHUTOPWHTY, OUEHKe 3(P(EKTUBHOCTH U MOCTOAHHOMY YAyHLIEHWIO CUCTEMBI
MEHeMKMEHTA NULEBOIC U (DapMaUEBTMYECKOrO COOTBETCTBUA, OCHOBHbIE NPUHLMNGLI KOTOROIA:

4 BesycnoBHoe cobnipgeHue TpeboBaHuil Poccriickoro 3akoHopaTenscTsa B ob6nactn B o6nactu
nuwesci ¥ hapMaueBTyeckol 6e30NacHOCTH; a Takke BbiNoHeHWe TpeboBaHW MexAyHapoAHbIX
cTaHgapTtos 1SO 22000:2018 «CucteMa MeHegXMeHTa 6e30nacHOCTU NUWEBOW nNpogykuuu», 1ISO TS
22002-1 2009 «MNporpammel NpejeapuTensHbliX YCAOBWA ANA 6E30NACHOCTU NUWEBBIX NPOAYKTOR»,
AonoNHNTENLHLIX TpebosaHnii cxemi cepTudmkaumun FSSC 22000; Hagnexauieid NPON3BOACTBEHHOM
npaktikn (GMP) B oTHOLWLEHUW hapMaLeBTUUECKMX BCTIOMOraTe lbHbIX BELWECTB.
s MpumMeHeHne npoLecCHOrd nOAXo0L4a, B OCHOBE KOTOPOrO NEXUT UWKN OpraHn3ayuoHHOro
ynpagnenus FDCA u puCK-OPWEHTUPCBAHHBIA NoAxohd, a Takke NPUHATUE pellleHuid Ha OcHoBe
haKTUIeCKNX AaHHbIX;
v Peanusauia npuHUKMNOB, Nexalinx 8 ocHoBe KoHuenuun XACCI «AHaNU3 onacHbIX DakTopoe K
KPUTUMECKME  TOUKW  ynpasfieHua»), co3jaHne u  nogaepxaHue addhexTuBHbix  Nporpamm
npeaBapuTENbHLIX YCOBWIA;
v MNOCTOAHHLIA aHaNU3 M BbINOAHEHUE B3aWMHO COrNACOBaHHLIX C 3aKasyuMKamm W NnoTpebuTenamu
TpebosaHuii B 0BnacTu NUWEesoi 1 thapmaueBTUYeckoil Be3onacHocTi, NpeaocTBPALLEHMA fWLLEBOTO
TEpPpOopPM3IMa M1 MOLWEHHUYECTBA € TEM, HTODbL! MPEBLICUTE WX OXWAAHURA;
v MocToaHHbIA 06MEH nHdopMaLveid Mexay PYKOBOAUTENAMU PA3NTUHHOINO YPOBHSA U COTPYARUKaMN
KOMMNAHWKM N0 BONpOcaM NULesoi n hapmauesTUYeckoid He30nacHoCTH;
4 3thhekTMBHOe COTPYAHUYECTBO C HALLUMMW NApTHEpamMu, NOCTaBLYMKAMMN U NOAPAAYUKAMMN,
v ObecneyeHne HeOOGX0AWMBIX KOMNETEeHUMiA B obnacTu nUWEBOro ¥ dlapmaueBTMYecKoro
COOTBETCTBMA.

¢ [oBbIWEHNE YAOBNETBOPEHHOCTH KAWEHTOB 3a CYET CHUXEHWA

Hawn uenu B KonNn4ecTsa  APETeH3WA  3axasqvKoB n BHYTPEHHMX
0bnNacTv RUWEBOIC U HeCOOTBETCTBUIA NO KavecTBY W 6e30NacHOCTH ras3os
thapmaLeBTNYeCcKOre

COOTBETCTBUA: *  SdpdhekTMBHOE yNpasBNenwe puckamu 8 061acT NUWEBOFo Y

chapmaleBTUYECKOrO COOTRETCTBUR

Mbl NpU3LIBAEM KaXKAOro COTPYAHWKA BHOCUTE CBOW BKAAZ AR QOCTWXKEHWA 3TUX UE/el v B npouecc
NOCTOAHHOTO COBEPLIEHCTBOBAHUA.

*Cucmema MeHedMeHMa NULYes020 U (hapMayesmuyeckozo COOMBemCcmaust ABAAemcs
HeombeMaemol Yyacmed MamezpupogaHHoi Cucmems! Meredxmenma Komnaruu
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