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PEKOMEHIODAIDINUMA I o CTAHJAJAPTHAUN3ALD NN

PEKOMEHJIAIIMH IIO BLIBOPY ®OPM U CXEM
OBS3ATEJIbHOTO NIOJATBEPXJIEHNSI COOTBETCTBUS ITPOIYKITHH
IIPH PA3PABOTKE TEXHWYECKUX PETJIAMEHTOB

Jlara sseaenns 2003—07—01

1 Ob6aacTb npuMeHeHHs

Hacrosiume peKkoOMeHIAIm npeHa3sHAueHbI ISl IPUMEHEHHS P BHIOOPE POPM U CxeM 00s13aTeNb-
HOTO MOATBEPXACHHUSA COOTBETCTBHS JUIS MCMOMB30BAHUS UX B TEXHUYECKHUX PETJIAMEHTAX, TPEAYCMOTPEH-
Hbix OenepanbHBIM 3aK0HOM OT 27.12.2002 r. Ne @3-184 «O TexHHuIeCKOM peryaMpoBaHum» («Poccuiickas
razeta» ot 31.12.2002 r.).

CxeMbl, IPUBEACHHBIC B PEKOMEHAALIMAX, TAPMOHU3MPOBAHBI C €BPONICHCKHUM MOMYIEHBIM MOAXOIOM
K OLIEHKE COOTBETCTBHS B TOIl CTEMEHH, B KOTOPOIl 3TO HE MPOTHBOpeYMT HOpMaM DenepaibHOro 3aKoHa
«O TEXHUYECKOM PETYIMPOBAHUM» (manee — 3aKOH).

PexoMeHnmauuu pa3paboTaHbl B TOMOLIL Pa3pabOTYMKAM TEXHUUECKUX PETJIAMEHTOB HA KOHKPETHBIE
BUZBI TIPOLYKLIUHU.

2 HopmaTuBHBIE CCBLIKH

B HacTosIIMX peKOMEHIALMIX UCTIONB30BAHBI CChUIKU Ha CIESOYIOLIHE CTAHAAPTHL

T'OCT P 12.0.006—2002 Cucrema cTaHmapToB 6€30IacHOCTH Tpyaa. OOuue TpeGOBaHMS K yIpaB-
JICHUIO OXPaHOM TPYAAa B OPraHU3aluU

T'OCT P UCO 9001—2001 CucreMbl MEHEIKMEHTA KauyecTBa. TpeGoBaHUsI

T'OCT P UCO 14001—98 CucrteMsl ympaBieHHs OKpyXalollleil cpemoii. TpeOoBaHUs M PyKOBOI-
CTBO TIO TIPUMEHCHHIO

3 ®opmbl 0053aTeJILHOTO MOATBEPXKICHHS COOTBETCTBHSA

3.1 CornacHo 3akoHy (cTaThs 20) o0sg3aTeNbHOE MOATBEPKIECHHE COOTBETCTBUS OCYIIECCTBIISIETCS B
dopmax:

- IPUHSATUS ACKIAPaLMK O COOTBETCTBUH (Jajee — IEKIApUPOBAHUE COOTBETCTBHSI);

- 0043aTeNBHOM CepTHthUKALIIU.

3.2 ITpuoputeTHO¥ HopMOi 00A3aTEABHOTO MOATBEPKICHUS COOTBETCTBHS SABJISICTCS ICKIIAPUPOBAHKE
COOTBETCTBUSI, OCYIIECTBIISIEMOE B COOTBETCTBUM ¢ TPeOOBAaHUSMH TEXHHUYECKHX peraMeHToB. O6s3aTebHas
cepTudUKaIUs B TEXHUYECKHUX PEIIAMEHTAX MOJDKHA 3aK/IaINBIBATHECSA TOJMBKO B OOOCHOBAHHBIX Ciydasx. [Ipu
5TOM IS €€ TIPUMEHEHUSI PEKOMEHIYETCS MCIIONB30BaTh OAMH U3 CHSHYIONIMX OOIMX KPUTEPHEB:

- BBICOKASI CTEeMEeHb MTOTEHIIUAIBLHON OMTAaCHOCTH NMPOAYKLIMU B COUYETAHUH CO CIEITHATEHBIMA MEpaMH
IO 3allMTe PHIHKA, KOTIA HEOOXOOUMO AOMOMHUTENBHO YYUTHIBATH CIOXMBIIYIOCS KOHKPETHYIO CHTYAIMIO
Ha OTpeneaeHHOM CEKTOpe pblHKA. [IpuMepoM 3TOro MoXeT GbITh BBEJICHHE 00A3aTENbHOMN CepTHhHKALINN
JIEKAPCTBEHHBIX CPEACTB;

- TIPUHAIIEXKHOCTb KOHKPETHOM MPOAYKUMH K cdepe NeHCTBUS MEXIYHAPOIHBIX COTIAICHMI, KOH-
BEHUUil M APYrMX AOKYMEHTOB, K KOTOPBIM MPHUCOCIUHWIACh POCCHS M B KOTOPBIX TIPEIyCMOTpEHA
ceptuduKaumsa nmogoOHoH mponykuuM. g Takol MpOAYKLMM B TEXHHMYECKHMX PErIaMEHTaX Ha OCHOBE
npoueayp cepTuUKallii, YCTAHOBACHHBIX MEXIYHAPOIHBIMH JOKYMECHTAMH, JOJDKHBI OBITH MPEIyCMOT-
PEHBI COOTBETCTBYIOIIME CXEMBI MOATBEPKACHUS COOTBETCTBUS B (hopMe CepTHDHKALINM;

H3nanme opuumaibnoe
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- HCKJTIOYCHHE CIIyYaeB, KOTAA 3asBUTEIb HE MOXET pECaTM30BaTh MOMOXEHHUS 3aKOHA 00 00s13aTeNb-
HOM TIONTBEPXICHUU COOTBETCTBHSI, HANIPUMED MPH OTCYTCTBHM HA Teppuropun Poccuiickoit Penepariu
MOTHOMOYHOTO MPEACTABUTEIIST 3apyOEKHOTO U3TOTOBUTEIS WU TIPU HEBO3MOXKHOCTH 3asIBUTEII-TIPOAABLIA
obecneunTh COOCTBEHHBIE 10OKA3aTENbCTBA MOATBEPXKACHUS COOTBETCTBUS B 00BEME, MPEIyCMOTPEHHOM
TEXHUYECKUM PETJIAMEHTOM.

3.2.1 TlepBblii KpUTEPUIiT UCMOMB3YETC ISl OOeCTIeUeHUSI HEOOXOAMMOIi 3aIIUTHI PEIHKA OT OMACHOM
TPOLYKLIMM B CJIy4ae, KO COCTOSTHUE ONPENEICHHOTO CEKTOPA POCCHIICKOTO PHIHKA HE BBI3HIBAET NOBEPHS
K O0BEKTUBHOCTU ACKJIAPUPOBAHUS COOTBETCTBUS TIOCTABIIMKAMM JAHHOM MPOIYKIIMH (IaXe C YACTHUHBIM
Y4aCTHEM TPEThEH CTOPOHBI).

3.2.2 Bropoii KpuTepuii HCTIONB3YyeTCS B CIyJasX, KOrga IeHCTBYIOIME B CTpaHe TpaBWiIa CepTHU(hHU-
Kalliu OOYCJIOBJICHBI MEXIYHAPOTHBIMHU COTJIAIICHUSAMH M (YHKUMOHHMPYIOT B COOTBETCTBMM C 3THUMU
cornameHusiMu. Hanpumep, cucreMa ceprudukaiuyi MEXaHUIECKUX TPAHCTIOPTHBIX CPEACTB HA COOTBET-
crBue npasuwiaM EQOK OOH, cucrema ceprudukaumm snekrpoobopynoBanusa (MOK CB) u gp. 310 He
00513aTEIbHO OTHOCUTCS K MEXIYHAPOOHBIM JOTOBOPaM, MPEAYCMOTPEHHBIM IYHKTOM 4 CTaThH 4 3aKoHa
U UMEIOUIMM MPUOPUTET TEPEN POCCUICKUM 3aKOHONATELCTBOM, HO M K C/Iyyalo, KOTIa BBITIOJTHEHHE
TIOJIOKEHUI COTallleHNi T HOCUT JOGPOBOJIBHEIN XapakTep.

IMpumeHeHune 00s3aTeNbHOM cepTUdUKALMY TIPOLYKLIMM, TIOATIANAIONIEH TIOM COIAIIEHHE, TTO3BOTUT
COXPaHUTb BO3MOXHOCTb B3aUMHOTO TPU3HAHUS PE3YJILTaTOB MONTBEPKACHHUS COOTBETCTBUS €3 IMOBTOP-
HOH cepTUdUKaALUU, MPEIYCMOTPEHHOM 3TUM COIJIAIICHUEM (CUCTEMOI cepTUDUKALINM),

3.2.3 TpeTuit KpUTepHil OMPERETSIETCS CIyYAsIMU, KOTIA 3aIBUTEIb HE UMEET BO3MOXHOCTH TPHHSATH
JIEKIapaluio O COOTBETCTBUHU, HE HapylIast HOpM 3aKOHA U TEXHUYIECKOTO periaMeHTa. DT0, MpexXIe BCero,
OTHOCUTCSI K UMIIOPTUPYEMO MPOLYKLIUM, KOTIA Y 3apyOe:KHOTO U3TOTOBUTENS HET TIOTHOMOYHOTO TIpeI-
craputens Ha tepputopun Poccuiickoit Penepaimy wimM Koraa nepsasi CTOPOHA (B OCHOBHOM MpPOJABELl)
HE UMEET COOCTBEHHBIX JOKA3aTEeIbCTB COOTBETCTBUSA, MPEAYCMOTPEHHBIX TEXHHUYECKHM PETJIAMEHTOM.

[MpuMeHeHME TPETHETO KPUTEPUS JACT BO3SMOXHOCTh M30€KaTh CUTyallMH, KOrIa HeO0XOIMMAas PHIHKY
TIPOLYKLMS HE MOXeT OBITh BHIMYIEHA B OOpalicHHe Ha TeppuTopuH Poccuiickoit Penepanmu m3-3a
OTCYTCTBMSI HEZOCTYITHOM IJIST TMOCTABIIMKA TPOLEIypHl MOATBEPXKICHHUS COOTBETCTBHA. Hanpumep, mpu
OTCYTCTBUM JIUIIA, BEIMOJHAIOMIETO HYHKLIUH HHOCTPAHHOTO M3TOTOBHMTENS (CTaThd 46, MyHKT 4 3aKOHA).

3.3 JIng noBbILEHHS THOKOCTH MPOLICAYP MOATBEPXACHHUSI COOTBETCTBHS PEKOMEHAYETCS B OOOCHO-
BAaHHBIX CTy4yasx yCTAHABIMBATH B TEXHUUYECKOM PErJIAMEHTE U1 OMHOM M TOH Xe MPOIYKIHH 06¢ GOpMBI
MOATBEPXKICHUSI COOTBETCTBUS C YKA3aHUEM YCJIOBHIl, OTPaHUMHMBAIONIHX MPH HEOOXOMHMOCTH HX MpHUMeE-
HEHHUE, HanpuMep i 3asiBUTENCH-NPOgaBLoB. B TO Xe BpeMst CeAyeT MCXOOUTh M3 TpaBa 3asaBUTENS
BBIOMPATh (OPMY M CXEMY MOATBEPXKICHUS COOTBETCTBHS, MPEAYCMOTPEHHBIE IS OMpeNeJeHHBIX BUIOB
NPpOAYKLUMHU COOTBETCTBYIOIIMM TEXHHUYECKUM periaMeHTOM (IyHKT 1 cratbu 28 3akoHa).

4 CxeMp 0053aTeILHOTO MOATBEPKIACHUS COOTBETCTBHS

4.1 TlonTBepXneHUE COOTBETCTBUS MPOAYKUHH TPEOOBAHMSIM TEXHHMUYECKHMX PEIIAMEHTOB B PaMKax
YCTaHOBJICHHOM (OPMBI 00SA3aTENBHOTO MOATBEPXKICHHUS COOTBETCTBUS OCYLUECTBISETCS B COOTBETCTBHH
CO CXEMaMH 00S3aTEJIbHOTO MOATBEPKACHUS COOTBETCTBHS (ajice — CXEMBI), KaXIasd U3 KOTOPBIX Tpe-
CTaBJIsIeT COOOM TMOJHBIM HA0Op onepauuii U YCIOBMII MX BBIMOJIHEHHS YYACTHMKAMM TOATBEPXICHHUI
COOTBETCTBUSAL.

4.2 CxeMBI MOTYT BKJIIOYATh OJHY WJIM HECKOJIBKO OMEPALIHil, pe3yIbTaThl KOTOPHIX HEOOXOIMMBI I
MOATBEPXKICHUSI COOTBETCTBHS MPOAYKLUMHU YCTAHOBICHHBIM TPEOOBAHHUSAM, 2 HMEHHO:

- HCMIBITAaHMS (THMOBBIX O0pa3LOB, MAPTUIl WA ¢IUHHILL TIPOAYKLIUH);

- cepTH(HUKANMIO CUCTEMBI KaYeCTBA (HA CTAIUAX MIPOCKTHPOBAHHS M IPOMU3BOICTBA, TONBKO IPOM3-
BOJICTBA WIM TIPH OKOHYATEILHOM KOHTPOJIE Y UCITBITAHHAX);

- UHCMICKIMOHHBIA KOHTPO/b.

4.3 CxeMBI B TEXHHYECKOM PErJIAMEHTE Ha KOHKPETHBIE BUIBI MPOAYKIIHH PEKOMEHIYETCH BHIOHPATH
M3 YMCJIAa ONMMCAHHBIX B HACTOAIUUX PEKOMEHAAMSX TAKAM OOpa30M, YTOOBI BRIOPAHHEIE CXEMBI HE OBUIH
H3JMILHE OOPEMEHUTEIBHBIMU B CPABHEHUHM C IEISIMM TEXHHYECKOTO PEerjlaMeHTa.

IIpu 5TOM B TEXHHMYECKOM perIaMEHTE HA MPOAYKLHMIO, MOANAJAIONIYI0 M0 HAMMEHOBAHMIO IO,
COOTBETCTBYIOIIYIO €BPONCHCKYIO TUPEKTUBY, XeIATEIIEHO OpaTh 32 OCHOBY CXEMBI, OJIM3KHE K IPOLEAYPaM
OLEHKH COOTBETCTBUSI, YCTAHOBJICHHBIM B 3TOM JTUPEKTHUBE.

4.4 B TexHMYECKOM PETJIAMEHTE PEKOMEH/IYETCS 10 BO3MOXHOCTH YCTaHABIMBATH JUISL OMHOM M TO
K€ MPOLYKIIMH HECKOJILKO CXEM, PABHO3HAYHBIX MO CTEMEHU J0KA3aTENBHOCTH. BTO TO3BOJIUT 3aBHTENIO
BBIOpaTh HauOOJIce MPUEMIIEMYIO ISl HETO cxeMy (yHKT | cTathu 28 3akoHa).
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4.5 B TeXHMYECKOM perIaMeHTe JOIMyCKAeTCA YCTAHABIIMBATD AOMOIHHUTEIbHBIE TPeOOBAHHS TIO CPaB-
HEHMIO ¢ COOTBETCTBYIOLLCH CXCMOM, MPUBEIEHHON B HACTOAIIMX PEKOMEHIALMSIX, €CJIM STOro TpeOyloT
0ocoOBIe YCIOBHS, HANIPHMEP CTICIU(BHKA NPOAYKLIHH, CEKTOP PhIHKA H T. II.

4.6 CxeMbl 0653aTE€NBHOIO MOATBEPXKIECHHSA COOTBETCTBHS CODIACHO 3aKOHY (CTaThM 24 u 25) moa-
pasnenqioTcs Ha JBa BUIA:

- CXEMBI IEKJTAPUPOBAHHS;

- CXeMBI cepTUUKALMU.

4.7 PexoMeHIYEMBIii COCTaB CXeM AEKJIApUPOBAHMS TIPUBEEH B MPWIOXKEHHH A, CxeM cepTH(hHUKA-
MM — B npuwioxeHun Bb. O0o3HaueHHEe CXeM B HACTOSILIMX PEKOMEHAAUMSAX OOpa3yeTcsi MOPSIKOBBIM
HOMEPOM C OYKBOI#i «lIy — JIJISI CXEM JAEKJIAPHPOBAHMS U OYKBO# «C» — I cxeM cepThudukanuu. [Tpu sToM
B CXE€MaXx ACKJIApUPOBAHMS YKA3bIBAIOT 0003HAUCHUA OMVKAMIIMX MO CMBICY MOLYJCH OLEHKU COOTBET-
CTBUS, MIPUHSTHIX B €BPOMEICKUX IUPEKTHBAX, 3 B CXeMaxX cepTHhHUKALMH — 0G03HAYCHHUS COOTBETCTBY-
OIUX cxeM, mpuBeneHHBIX B M3Menenun Ne 1 «Ilopsmka mpoBeleHHsT CepTHPHMKAIIMM TIPOAYKIIMHM B
Poccuiickoit Penepaunmn», NPUHITOM NMOcTaHOBIeHHeM T'occranmapra Poccum ot 25.07.1996 r. Ne 15 u
3aperucTpupoBaHHOM MuHioctom Poccuu 01.08.1996 r., peructpaumonHbiii Ne 1139.

4.8 B cxeMax HOeKJIapupOBaHHS 3aBeplLIAIOLIeii onepaiueii IBageTcsa NMPUHATHE 3asSBHTEICM ICKIa-
pauMM O COOTBETCTBHM, B CXeMaX CEpTH(PHMKAIIMH — BHIIAYA 3aIBUTENIO CepTH(HHKATA COOTBETCTBHSL.

4.9 3asBuTenp (M3rOTOBUTENb, MPOJABEL)) HA OCHOBE ACKJIAPALlMH O COOTBETCTBUM WM cepTH(dHKaTa
COOTBETCTBHS MAPKHUPYET MPORYKITUIO 3HAKOM O0OpaleHus Ha poiHKe. KOHKpeTHBbIe TpeOOBaHUS K MApKH-
POBAaHMIO 3HAKOM OOPAIIEHHUSI HA PHIHKE YCTAHORIEHBI TEXHUYECKHUM PEerIaMeHTOM Ha 3TY MPOAYKIIHIO.

5 Onmcanme cxeM JeKIaApHPOBAHHS

5.1 Cxema 1x

5.1.1 Cxema 1a BKIIOYAET CJCAYIOLIHE ONMEPALIMHU, BHIMOJIHSICMBIC 3aIBUTEICM:

- (hopMHUpOBaHHE KOMIDIEKTa TEXHUYECKOH TOKYMEHTAIIMH;

- IIPUHSTHE ACKJIAPAIMH O COOTBETCTBHM;

- MApKHPOBaHHWE TIPOAYKIIMHM 3HAKOM OOpalllcHUS HA PHIHKE.

5.1.2 TexHuyeckass TOKyMEHTALMS AOJDKHA TO3BOJIATh NMPOBENCHHE OLCHKH COOTBETCTBUS MPOAYK-
LMY TPeOOBAHUSIM TEXHUYECKOTO pernameHTa. OHa NOJDKHA B HEOOXOOUMOM IUIA OLEHKHU MEpe OTpaXaTb
MPOEKT (TEXHUYECKHUE YCIOBHUS), CIIOCO6 ITPOM3BOACTBA M MPHHLIMIT JSHCTBUS MPOAYKLIMH, a TAKKe COmep-
KaTh MOKA3aTeIbCTBA COOTBETCTBUS MIPOAYKIIMUA TCXHHUECKOMY PEIIAMEHTY.

IMpuMepHBIiT COCTaB KOMIUIEKTa TEXHUUYECKOW JOKYMEHTALMU BKJIIOYAET:

- o0liee OnmMcaHue MPOAYKLUMH U TIPUHIINII AEHCTBUS;

- IPOEKTHBIE JAHHBIC, YSPTEXKH, CXEMbI, TCXHUUECKHE YCIIOBUS;

- TIEPEYEHD MTOJHOCTHIO WIH YACTHYHO MCIIONB3YEMBIX CTAHAAPTOB M OMMCAHHE peLIeHHi I 00ec-
MEYECHHSI COOTBETCTBHSI MPOIYKIIMH TPEOOBAHUAM TEXHHUYECKOTO PETIAMEHTa;

- PE3yJIBTATHI TIPOEKTHBIX PACUETOB, TIPOBEICHHEBIX MIPOBEPOK;

- IPOTOKOJBL UCIIBITAHUH.

KonkpeTHBle TpeGOBaHMSA K COCTaBY TEXHHYECKOM NOKYMEHTALMM YCTAHABIMBAIOT B TEXHUYECKOM
perIaMeHTe HA JAHHBINA BUA MPOAYKLIUU,

5.1.3 3agBuTenb (M3roTOBUTENb) MPEANIPUHUMAET BCE HEOOXONMMBIE MEPHI, UTOOBI MIPOLIECC MPOM3-
BOICTBA 00ECIICUMII COOTBETCTBHE H3TOTOBJISIEMOI MPOAYKIIMM TEXHHUECKOM JOKYMEHTALIMHI U OTHOCSIIINM--
¢S K 3TOH NPOIYKIIMU TPeOOBAaHUSIM TEXHHMYECKOTO PErIaMEHTA.

5.1.4 3agBuTenp MPUHUMAET ACKIAPALMIO O COOTBETCTBUU, PETUCTPUPYET €€ B MOPSIKE, YCTAHOB-
JIEHHOM 3aKOHOM.

5.1.5 3asgeutenn MapKupyeT IMPOAYKIIUIO, HA KOTOPYIO MPUHSTA IeKIapallusi O COOTBETCTBUM, 3HAKOM
0OpallleHUsI Ha PbIHKE.

5.2 Cxema 21

5.2.1 BDra cxema BKJIIOYAET CACAYIOLIME ONEPALIUU;

- HCTIBITAHMS THUIIOBOTO OOpaslia aKKpeOUTOBAHHOM MCIBITATCBbHOM 1ab0opaTopueii;

- IIPUHSATHE 3asIBUTEIEM ICKIAPALMM O COOTBETCTBUM;

- MAPKHPOBAaHHUE MIPOLYKIUH 3HAKOM OOPAIlleHUsS HA PHIHKE.

5.2.2 TIpoTOKON UCTIBITAHWI TUIIOBOTO 00pa3iia, KpOME XapaKTePUCTUK MPOLYKLIMM, JODKEH COIep-
KaTh ONMMCAHME THMIA MPOAYKLHNNA HETIOCPEACTBEHHO WIM B BHIC CCBUIKM HA TEXHWUYCCKHE YCIOBUS WIH
IpYroil aHAJIOTMYHBIA JOKYMEHT, a TAKKe COLEPXATh 3aKIIOUEHNE O COOTBETCTBUM 00pa3lia TEXHIMYECKOi
JOKYMEHTAIINM, TI0 KOTOPOI OH U3TOTOBJIEH.
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5.2.3 3agBuTens NpeaNpUHAMAET BCE HEOOXOMUMBIE MEPHI, YTOOBI TMPOLIECC MPOU3BOACTBA 00ECTIEUHIT
COOTBETCTBHE HM3TOTOBISIEMOM TIPOAYKIIHH TEXHHUYECKOM JTOKYMCHTAIIMM M TPEOOBAHHAM TEXHHYECKOTO
perjaMeHTa.

5.2.4 3asgBuTenb MPUHUMAET IEKIAPAIMIO O COOTBETCTBUM, PETUCTPUPYET €€ B MOPSIKE, YCTAHOB-
JIEHHOM 3aKOHOM.

5.2.5 3agBuTenn MApKUPYET MPOAYKIMIO, HA KOTOPYIO TIPUHSTA AEKJIApaliusa O COOTBETCTBHH, 3HAKOM
oOpallleHHsI Ha PBIHKE.

5.3 Cxema 31

5.3.1 Dra cxeMa BKJIIOYAET CJCAYIOUME ONEPaluu:

- UCTIBITAHUS TUMIOBOTO 00pa3la, MPOBEACHHBIE AKKPETUTOBAHHOMN MCTIBITATENILHOM J1aGopaTopueii;

- Mofava 3asBUTEIEM 3aBKHM B OPraH 1Mo CepTH(hHKAMH HA TPOBEICHHUE CepTHMHKALIMM CHCTEMBI
KayecTBa;

- cepTUdUKALUS OPTAHOM MO CEPTH(HUKALIMU CUCTEMBI KaYeCTBa, KACAIOWIEHCs MPOU3BOICTBA MPO-
IYKLIVH;

- IIPUHATHE 3aIBUTEJIEM JACKJIApAIli O COOTBETCTBHM;

- MapKUpOBaHUE MPONYKIIMH 3HAKOM OOpallicHHsT Ha PHIHKE;

- HHCTIEKIIMOHHBII KOHTPOJIh OpraHa 1o CepTH(MKAIIMKM 32 CHCTEMOM KavyecTBa.

5.3.2 T1poToKOJ MCTIBITAHUM THTIOBOTO O0pa3iia, KPOME XapaKTEPUCTHK TIPOMYKI[UM, JOJIKEH COIep-
XaTh OMMCAHWE THUMA TPOMYKIIMM HEMOCPEACTBEHHO WM B BUAE CCHUIKM HA TEXHMYECKHE YCIOBHS WJIH
JIPYyroii aHAJIOTHYHBIH TOKYMEHT, a TAKXKE COAEPXKATh 3aKMIOUYCHHE O COOTBETCTBHM OOpAa3lia TEXHHUECKOI
JTOKYMEHTAIIUU, TI0 KOTOPOI OH M3TOTOBJICH.

5.3.3 3asgBuTeNb MOAACT 3aABKY HA CEPTH(HHUKALMIO CBOCH CHCTEMBI KAYeCTBA NMPHMEHHTENBHO K
COOTBETCTBYIOIICH MPOAYKIIMK B OMHH M3 aKKPESIATOBAHHBIX OPTAaHOB MO CEPTH(MHKAIMH CHCTEM KayeCTBa
1O CBOEMY BBIOOpY. B 3asiBKe MOJDKEH OBITH YKa3aH JOKYMEHT, HA COOTBETCTBHE KOTOPOMY MPOBOAMTCS
cepruduxanms cuctems! Kauectsa (TOCT P UCO 9001, TOCT P CO 14001, TOCT P 12.0.006, GMP*,
HACCP* u 1. 1.).

5.3.4 CucrteMa KayecTBa IOJDKHA O0ECNIEYMBATH COOTBETCTBUE M3TOTOBJIICMOM TPOMYKIUH TEXHHUEC-
KOI TOKYMEHTALIMU ¥ TPCOOBAHMSM TEXHHUYECCKOTO PETJIAMEHTA.

5.3.5 Ilpu monmyyeHUM CepTH(¢HUKATA HA CHUCTEMY KAueCTBA 3asBHUTE/b NMPUHUMACT ACKJIAPALUIO O
COOTBETCTBHM, PETHCTPHUPYET €€ B MOPSAIKE, YCTAHOBIEHHOM 3aKOHOM.

5.3.6 3asBuTeNbh MAPKUPYET MPOAYKLHMIO, HA KOTOPYIO MPUHSTA IEKJIAPALUS O COOTBETCTBHH, 3HAKOM
0o0palleHUsI Ha PBIHKE.

5.3.7 3agBurenb B MpoOIECCe MPOU3BOACTBA JAHHOM MPOAYKLIMH BBIMOJHSIET TPeOOBAaHMS, BHITEKAIO-
IIHe U3 MOJIOXKECHUI CepTH(HHUKALMOHHOM CHCTEMBI KauecTBa, M MOIIEPXHMBAET €€ (PYHKUMOHHUPOBAHHUE
HaIeXKaIuM 00pa3oM.

OH uHGOPMUPYET OpraH Mo cepTUGMUKALIMH O BCEX 3aIUIAHUPOBAHHBIX H3MEHEHHSIX CUCTeMBL. OpraH
IO CepTU(MPHUKAIIMH TIPOBEPAET STH U3MEHEHUS U peLUaeT, OYAET M COXPAHATHCA paHee CIeIaHHas OIlgHKa
Ha CUCTEMY KauecTBa ¢ BBEICHHBIMU U3MEHEHUSIMU. O CBOEM PELUEHUM OH COOOLLIAET 3asIBUTEIIO.

5.3.8 OpraH no cepTudhUKAIUH OCYLLIECTBISET UHCIIEKLIIMOHHBIH KOHTPOJIb 32 CEPTH(hUIIMPOBAHHOM
CHCTEMOM KauyeCTBa C 1IeIbI0 YIOCTOBEPEHUS TOTO, YTO 3aSIBUTE/b MPOIOIXKAET BHIMOJIHATH 00SI3aTENLCTBA,
BEITEKAIONINE U3 CePTHGHUIMPOBAHHON CUCTEMbI KauecTBa. HCMEKUMOHHBIH KOHTPOJB TPOBOMHUTCH C
TIOMOIITBIO TIEPHOTUIECKHUX MPOBepoK. [IepHOIUYHOCTh MPOBEPOK AOIMYCKAETCA YCTAHARIHMBATH B TEXHH-
YECKHX perjiaMeHTax.

Kpome ToTo, opraH mo cepTudUKallid UMeeT MPaBo MPOBECTH BHEOUEPEAHBIE MPOBepKH. Bo BpeMs
TPOBEPOK OH MOXET TMOPYYHMTh MJIM TPOBECTH CaM HCMBITAHUA C LEAbI0 KOHTPONSA 3 (hEeKTMBHOCTH
DYHKIMOHMPOBAHUS CUCTEMBI KA4eCTBa.

Pe3ynbTaThl MHCTIEKIIMOHHBIX TPOBEPOK O(OPMIIAIOT aKTOM U JOBOIAT IO CBEACHHS 3asBUTEIIA.

5.4 Cxema 4n

5.4.1 Dta cxema BKIIOYAET CICAYIOLIHE ONECPALIMHU;

- UCTIBITAHMST TUIIOBOTO 00pa3iia, MPOBEAEHHBIE AKKPEIUTOBAHHON UCTIBITATE/ILHOM TIabopaTopHeii;

- ofava 3asBUTEIEM 3asBKH B OpraH nMo cepTH(hUKAUMH HA MpoBeleHHe CepTH(DHKALMHM CUCTEMBI
KavecTBa;

- cepTU(HHKALIUS OPTAHOM IO CEPTHMHUKALIMH CUCTEMBI KaueCTBa, KACalOUIeCss KOHTPOJIST M HCTTBITA-
HUW MPONYKILIUH;

*GMP — Good Manufacture Practice — Hagyiexaunas npou3BOACTBEHHAs AEATEIbHOCTD.
HACCP — Hazard analysis critical control point — AHaJi3 ONMAaCHOCTH MO KPUTHYECKHM TOYKAM.
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- TIPUHATHE 3aABUTEIIEM IEKIApallui O COOTBETCTBUU;

- MApKHUPOBaHHE TIPOLYKIIMU 3HAKOM OOGpPAILEeHUsI HA PBIHKE;

- MHCTIEKITHOHHBIM KOHTPONIb OpraHa mo cepTUhUKALMN 32 CUCTEMOI KayeCTBa.

5.4.2 TIpoTOKOI MCIBITAHUI TUIIOBOTO 06pa3lia, KpOME XapaKTEPUCTHK MPOIYKIIMH, AOKEH COIEp-
XaTh ONMMCAHME THMIA MPOAYKIIHHA HEMOCPEICTBEHHO WIM B BHIE CCHUIKM HAa TEXHUYECCKUE YCIOBHS HIIM
JIPYTOii aHAJIOTUYHBIM JOKYMEHT, a TAKXKE COAEPXKATh 3aKII0YECHHUE O COOTBETCTBUM O0pPa3la TEXHHUYECKOM
JMIOKYMEHTAIIUU, 110 KOTOPOH OH M3TOTOBJIEH.

5.4.3 3asBuTenb MOAACT 3aABKY Ha CepTU(DUKALMIO CBOEH CHUCTEMBI KAYyeCTBA MPUMEHUTEIBHO K
COOTBETCTBYIOLICH MPOIYKIIMU B OOUH M3 aKKPEIUTOBAHHBIX OPTAHOB MO CEpTU(DMKAIIMM CHCTEM KayeCTBa
mo cBoeMy BHIGOpY. B 3astBKe mHODKEH OBITH YKa3aH IOKYMEHT, HA COOTBETCTBHE KOTOPOMY TNMPOBOIMTCS
ceprudukanms cucteMsl kagectsa (TOCT P MUCO 9001, TOCT P UCO 14001, TOCT P 12.0.006, GMP,
HACCP u 1. 1.).

5.4.4 CucrteMa KadyecTBa J0KHA 00ECIeUnBaTh COOTBETCTBUE U3TOTOBJISIEMOM NMPOIXYKIUHUH TEXHHYEC-
KOIl TOKYMEHTALIMU M TpeOOBaHUSAM TEXHUUECKOTO pPerlaMeHTa.

5.4.5 Tlpu monyyeHuM cepTUGhUKATA HA CHUCTEMY KA4yeCTBA 3aSIBUTEIb MPUHMUMAET ACKJIAPALIMIO O
COOTBETCTBUHU, PETUCTPUPYET €€ B TOPSAKE, YCTAHOBICHHOM 3aKOHOM.

5.4.6 3agBuUTEh MAPKUPYET MPOAYKIHIO, HA KOTOPYIO MPHHATA ACKIApALHs O COOTBETCTBHH, 3HAKOM
0o0pallleHUS Ha PBIHKE.

5.4.7 3asgBUTEND B NPOIIECCE NMPOU3BOACTBA JAHHOM MPOAYKIIMU BHIMOMHSIET TPEOOBAHMS, BHITEKAIO-
e M3 MOJIOKECHUN CepTU(hUKALMOHHON CHCTEMBI KaueCTBa, M MOIIEPXKUBACT €€ (PYyHKLIMOHMPOBAHHE
HaIeXAIIUM 00pa3oM.

OH uHGbOPMHUPYET OpraH Mo CepTUDUKALMU O BCEX 3aTUVIAHMPOBAHHBIX M3MEHEHUSIX CUCTeMBL. OpraH
o cepTUDUKALIMY MPOBEPSET STU U3MEHEHUS U pelIacT, OYIET M COXPAHSITHCA paHee CleaHHasA OLeHKa
Ha CUCTEMY KaueCTBa ¢ BBEACHHBIMU U3MEHEHUAMH. O CBOEM PCLICHUM OH COOOLUAET 3asiBUTEIO.

5.4.8 OpraH no cepTuduKaly OCYLIECTBIACT MHCMEKLIMOHHBIH KOHTPOJIb 32 CepTUDULIMPOBAHHOI
CHCTEMO KauyeCTBa C LIEJbI0 YIOCTOBEPEHHS TOTO, UTO 3aIBUTENb MPOAOIKAET BHIMOMHATD 00S3aTE/IbCTBA,
BBITEKAIOIIME U3 CEPTUDUIIMPOBAHHOM CUCTEMBI KauecTBa. WHCMEKLMOHHBIN KOHTPOJbL MPOBOIUTCA C
MOMOLIBIO TIEPHOINYECKUX MPOoBepoK. [1epuoanyHOCTh MPOBEPOK AOIMYCKAETCA YCTAHABRIUBATH B TEXHM-
YeCKUX perjiaMeHTax.

Kpowme Toro, opran no cepruduKalimi UMEET MPaBO MPOBECTH BHEOUYEPEAHbIE TpoBepKHU. Bo Bpems
MPOBEPOK OH MOXET TOPYYUTh WJIHM TIPOBECTH CaM HMCIBITAHMS C LENBbI0 KOHTPONSA 3(hdOEKTHBHOCTH
(DYHKUMOHUPOBAHUS CUCTEMBI KaYeCTBa.

Pe3ynbraThl MHCTIEKIIMOHHBIX TIPOBEPOK O(DOPMIISIIOT aKTOM M JOBOIAT IO CBEICHHUS 3aSBHUTEIIS.

5.5 Cxema 51

5.5.1 Dra cxeMa BKJIIOYAET CACAYIOUIME ONepaLlUM:;

- UCTIBITAHMS MAPTUI MPOAYKUUM, MPOBEACHHBIE aKKPEAUTOBAHHON MCIBITATELHOM JabopaTopuei,
" BbIJa4da IPOTOKOJIOB MCITBITAHUH 3a4BUTCIIO,

- TIPUHATHE 3aABUTEJIEM JEKIApallud O COOTBETCTBUU;

- MapKHUPOBaHWE MPOAYKIIMK 3HAKOM OOpAIIeHHS Ha PBIHKE.

5.5.2 3agBuTenb (M3rOTOBUTENb) TPUHUMAET BCE HEOOXOAMMBIE MEPBI, YTOOBI TIPOIIECC MPOU3BOIACTBA
obecreynsT COOTBETCTBHE M3TOTOBISIEMOI MPOMYKIIMH TEXHUYECKOM TOKYMEHTAIIMM M TPeOOBAHMSIM TEX-
HHYECKOTO perjiaMeHTa.

5.5.3 3asgBuTenb MpUHUMAET ACKJIAPAIMIO O COOTBETCTBUU, PETUCTPUPYET €€ B MOPSIKE, YCTAHOB-
JICHHOM 3aKOHOM.

5.5.4 3agBuTens MapKUpyeT NMPOAYKIUUIO, TIPOUIEAIIYIO UCTIBITAHUS, 3HAKOM OOpalleHUsI HA PBIHKE.

5.6 Cxema 61

5.6.1 BDra cxema BKIIOYAET CAEAYIOIIHE ONEPALIH:

- UCTIBITAHUS KKION €IWHULIBI MPOAYKIIMU, TIPOBEIEHHBIE aKKPEIUTOBAHHOMN HCMBITATEILHON Jia-
Oopatopueii, ¥ BbIIaya MPOTOKOJIOB MCIBITAHUIA;

- TIpUHATHE 3aABUTENIEM IEKIapallid O COOTBETCTBUU;

- MApKHUPOBAHUE MPOAYKLIMH 3HAKOM OOpalIeHUST HAa PBIHKE.

5.6.2 3asBUTENH MPUHUMAET OCKIAPAUUIO O COOTBETCTBHM, PETUCTPUPYET €€ B MOPSIIKE, YCTAHOB-
JIEHHOM 3aKOHOM.

5.6.3 3asBUTENb MAPKHPYET TIPOAYKLMIO, MPOLIESIIIYIO UCITBITAHMS, 3HAKOM OOpallleHusI HA PBIHKE.

5.7 Cxema Tn

5.7.1 Dra cxeMa BKIIOUACT CACHYIOIINE ONEPALIAN:

- HCTIBITAHUSI TUIIOBOTO 00pasiia, MpOBEACHHBIC 3asgBUTEIEM WM IPYroii OpraHM3alMeil 1Mo ero
MOPYYEHHIO;
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- mojavya 3asBUTEJIEM 3asSBKM B OpPraH 1o cepTH(hUKAMH HA TPOBEICHHE CepTUDHKALMN CUCTEMBI
KauecTBa;

- cepTudUKALMSI OPraHOM MO CEpTUPUKALUM CUCTEMBI Ka4eCTBA, KACAlOLEHCs NPOEKTUPOBAHUA U
MPOU3BOICTBA MPOLYKIIVH;

- MIPUHATHE 3aAIBUTEJIEM JCKJIAPAIHH O COOTBETCTBHM;

- MAapKHPOBAaHHUE TIPOAYKIIMH 3HAKOM OOpallieHUs Ha PbIHKE;

- HHCTIEKIMOHHBIN KOHTPOJIb OpraHa o cepTU(MDHKALIMM 32 CUCTEMO# KaJyecTBa.

5.7.2 TIpoTOKON MCNIBITAHUM THTIOBOTO O0pa3Lia, KPOME XapaKTEPUCTHK TIPOMYKLIUM, NOJDKEH COIEp-
’KaThb OMHCAHWE THUIA TPONYKIIMM HETMOCPEACTBEHHO WIH B BHIE CCBUIKM HA TEXHWUYECKHUE YCIOBUS WIH
JIPYroif aHAJIOTHYHBIH JOKYMEHT, a TAKXKE COIECPXATh 3aKIIOUEHHUE O COOTBETCTBUM O0pa3ma TeXHUUIECKOI
JOKYMEHTAIIMH, TI0 KOTOPO# OH M3TOTOBJICH.

5.7.3 3agpuTenb MOAACT 3asABKY Ha CepTH(PHUKALMIO CBOEH CHCTEMBI KayeCTBA TMPHMEHUTENBHO K
COOTBETCTBYIONICH MPOAYKIIMH B OMHH M3 aKKPESIUTOBAHHBIX OPTaHOB MO CEPTH(MHKAIMH CHCTEM KayeCTBa
Mo cBOeMy BbIOOpY. B 3asBKe HOXEH OBbITh YKa3aH AOKYMEHT, Ha COOTBETCTBHE KOTOPOMY NPOBOIMTCS
ceprudukamms cucremsr kayecrsa (TOCT P UCO 9001, TOCT P UCO 14001, TOCT P 12.0.006, GMP,
HACCP u 1. I.).

5.7.4 CucreMa KayecTBa IOJDKHA 00eCTIeYMBaTh COOTBETCTBUE U3TOTOBIISICMOM TPOMYKIIUMA TEXHUUEC-
KOH TOKYMEHTALMM M TPeOOBAHUSM TEXHMUYECKOTO PETJIAMEHTA.

5.7.5 Tlpu monyyeHuun cepTU¢HUKATa HA CHUCTEMY KAuyeCTBA 3asBUTEIb MPUHUMAET ACKJIApALMIO O
COOTBETCTBHH, PETHCTPUPYET €€ B TOPSAIKE, YCTAHOBICHHOM 3aKOHOM.

5.7.6 3asBuTENH MAPKUPYET MPOAYKIIMIO, HA KOTOPYIO MPHHATA JEKJIApalHsd O COOTBETCTBHH, 3HAKOM
oOpaleHHusT Ha PbIHKE.

5.7.7 3asaBuTenp B MpolECce MPOU3BOICTBA JAHHOM MPOLYKLUH BHITIONHAET TPEOOBAHMS, BHITEKAIO-
1He U3 MOJOXCHMI CepTH(MOHITMPOBAHHOM CHCTEMbl KauyeCTBa, M MOANCPXHUBACT €¢ (DYHKIIHOHHPOBAHHE
HaJJIeXaluM 00pa3oM.

3agBuTeNb HHPOPMHUPYET OPTaH MO CEPTHOUKALIMHU O BCeX 3aIUITAHHPOBAHHBIX H3MEHEHHUSX CHCTEMBL.
Opran no cepTudUKaLMU IPOBEPSIET 3TH U3MECHEHUS U pelIacT, OyIeT I COXPAHATHCS paHEe CACIaHHas
OLIEHKA Ha CUCTEMY KAayeCTBa C BBEACHHBIMH M3MeHEeHUWSIMH. O CBOEM PEHICHHH OH COOOINAET M3TOTOBH-
TEJO.

5.7.8 Opran no cepTuhHKALUH OCYLICCTRISCT MHCTICKIMOHHBIA KOHTPOJIb 32 CepTHOHUMPOBAHHOM
CHCTEMOM KaueCTBa ¢ LEJBI0 YIOCTOBEPEHHS TOTO, YTO 3aSBHTENb TPOAOIKAET BHITIOJIHATD O0S3aTENbCTBA,
BBITCKAIOIINE U3 CepTUGhUIMPOBAHHON CUCTEMBI KadyeCcTBa. HCIEKIMOHHBIH KOHTPOJIb TMPOBOOUTCS C
MOMOIIBIO TIEPHOIUYECKUX MPOBEPOK. [IepHOMMIHOCTD MPOBEPOK HOMYCKAETCS YCTAHARIHUBATL B TEXHM-
YeCKHUX PerjIaMEHTax.

Kpome Toro, oprad mo cepru¢ukKalli UMEET MPaBo NMPOBECTH BHEOUEPEAHbIe MpoBepKH. Bo Bpemst
MPOBEPOK OH MOXET MOPYUYMUTh WIM TPOBECTH CaM WCIBITAHWSA C LENbI0O KOHTPONsA 3hdHEKTHBHOCTH
(YHKIIMOHMPOBAHUS CUCTEMBI KayeCTBa.

Pe3y/bTaThl HHCIIEKIIMOHHBIX TIPOBEPOK ODOPMIISIOT aKTOM U JOBOMAT IO CBEICHHUS 3asBHTEIA.

6 OOmue npuHUHUNBI BBIOOPA cXeM JeKJIapHPOBAHMS

6.1 VcraHoBjeHME B TEXHUUYECKOM PEIJIAMEHTE CXEM ACKJIAPUPOBAHUS PEKOMEHAYETCS OCYLIECTRIIATh
5KCTIEPTHBIMU METOIAMH B CJIEAYIONUICH MOCAeI0BATEIBHOCTH:

- BEIOOP KOHKPETHOI CXeMBI M3 YKC/Ia OMMMCAHHBIX B pasnene 4;

- IeTaJu3alusd OTAECBHBIX OMepalMii B paMKax BLIOPAHHBIX CXEM € YYETOM CIELIMGUKH TMPOAYKIIHH,
OCODEHHOCTEM CeKTopa MOTPEOACHUA U LEACH TEXHUUECKOTO PErTaMeHTa.

6.2 BBIGOp CXeM OCYILECTBJISIOT C YYETOM CYMMAapHOTO PUCKA OT HEAOCTOBEPHOM OLIEHKH COOTBET-
CTBHUA M yiiepba OT TpUMEHEHHUSA TPONYKIIWH, TIPOIIEAIICH TMOATBEPXKIACHHE COOTBETCTBHA. IIpu 5TOM
VUUTBHIBAIOT TaKXe OOBEKTHBHOCTH OLIEHKHU, XapaKTepHU3YeMYIO CTETEHBIO HE3aBUCHUMOCTU HMCIIOTHUTENEH
omnepanuu (TiepBas WM TPEThs CTOPOHA).

IIpu BHIGOpE cxeM YYMTHIBAIOT CICAYIOIINE OCHOBHEIE (DaKTOPEHI:

- CTeTNEeHb MOTEHIIHAIBLHOM OMACHOCTH MPOIYKLIMM;

- YYBCTBUTEILHOCTh PEMIAMEHTHPYEMBIX TEXHMUECKUM PETJIAMEHTOM MoOKasaTesieii 6€30MacHOCTH K
M3MEHEHMIO TIPOM3BOACTBEHHBIX M (MJIM) DKCIUTyaTallMOHHBIX (DaKTOPOB;

- CTEMEHB CJOXHOCTH KOHCTPYKIIMHU (MPOEKTa) (OTIPEAEISIeTCS SKCIEPTHHIM METOIOM pPa3padoTUMKa-
MH TEXHUUYECKOTO PEerIaMEHTA);

6
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- HaIMYME JAPYTUX MEXaHU3MOB OLICHKH COOTBETCTBHS [HAmpHMeEp, TOCYIApCTBEHHOTO KOHTPOJS
(Hazm3opa)] B OTHOIICHUH IEKJIAPHUPYEMOI MPOMYKIIHH.

6.3 Cxema 11 peKOMEHIYETCS IS POLYKIMH, U KOTOPOIL:

- CTEMEHb MOTEHIMAIBHOU OMACHOCTH HEBBICOKA WM KOHCTPYKLUS (TTPOEKT) TMPU3HAETCS TPOCTOM;

- oKa3areau 6€30MacHOCTH MAJIOUYBCTBUTEBHBI K U3MEHEHUIO TTPOU3BOICTBEHHBIX M DKCILTyaTallu-
OHHEIX (haKTOPOB;

- MIPeIyCMOTPEH rOCyIapCTBEHHBINH KOHTPOJb (HAL30p) HA CTAAMHU OOpAILECHUS.

6.4 Cxemsl 21, 31 u 41 PEKOMEHIYETCS MPUMEHATD, KOIIA 3aTPYIHUTENBHO 00ECIIEUNTh IIPOBEICHUE
JOCTOBEPHBIX UCTIBITAHU I TUITOBOTO MPEACTABUTENSA CAMUM M3TOTOBUTENIEM, 4 XapaKTe PUCTHKH TMPOXYKIIUH
HMMEIOT 00JIbLIOe 3HaYeHue i obecneueHus Ge3omacHocTH. ITpu 3ToM cxemsbl 3m M 40 peKOMEHIYeTCs
HCMOJB30BaTh B TEX CAy4YasX, KOTJa KOHCTPYKLUSA (TIPOEKT) TPH3HAHA TPOCTOM, a UYBCTBHUTEIHLHOCTH
nokasaresieii 6e30MacHOCTU MPONYKUMM K U3MEHEHUIO MPOM3BOACTBEHHBIX M (MJIH) IKCIUTyaTalIMOHHBIX
(axropos Beicoka. CxeMy 41 BBIOHPAIOT B Cyyae, KOTAA COOTBETCTBHE MPOLYKLIMU MOXHO OTCJICKMBATH
B MPOLIECCE KOHTPOJIS U UCTTEITAHUN.

6.5 JIast IpoayKuMu, CTeMeHb MOTCHUUAIBHON OMACHOCTH KOTOPOM TOCTATOYHO BBICOKA, PEKOMEH-
IyeTCS UCTIONB30BaTh CXeMHI 5A, 64 win 7a. BEIOOD MEXIYy HUMH OIPEIE/IIeTCs CTEICHBIO YYBCTBUTE/Ib-
HOCTM mokKasatenci Oe30MacHOCTM MpPOAYKUMU K M3MEHEHUIO TIPOM3BOJACTBEHHBIX W (WJIH)
SKCIUTYaTAUMOHHBIX (DAaKTOPOB, a TAKXKE CTEMEHBIO CIOXHOCTH KOHCTPYKIMHU (TIPOEKTA).

CxeMBl 51, 64 pEeKOMEHIYETCS WCIONB30BaTh B TE€X CJydYasx, KOrma IOKAa3aTean Oe30IMaCHOCTH
MPOAYKLIUM MAJIOUyBCTBUTENBHEL K U3MEHEHUIO TIPOU3BOICTBEHHBIX M SKCIDIyaTAIIMOHHBIX (DAKTOPOB.

CxeMa 71 MOXeT OBITh PEKOMECHIOBAHA [UISL TIOATBEPXACHUS COOTBETCTBUS CIOXHOM MPONYKIMHU B
ClIyyasx, eCM NmoKasaTeau 0e30MacHOCTU MPOLYKLUMU YYBCTBUTEIBbHBEL K M3MEHEHHIO TIPOM3BOACTBEHHBIX
U (M) DKCIDTyaTallMOHHBIX (DaKTOPOB.

6.6 IIpuMeHeHHE CxeM, IPUBEICHHBIX B IIYHKTAX 6.3 — 6.5, MOXeT OBITh PEKOMEHIOBAHO IS CIyyas,
KOTJa JeKJIapaluio O COOTBETCTBUU MPUHUMAET U3TOTOBUTENb. ECIM Dexmapauuio 0 COOTBETCTBHHU TIPH-
HHMMAaeT NpoJasel], KOTOPBI He UMEET BO3MOXHOCTH COOpaTh COGCTBEHHBIE 1OKA3ATENBCTBA COOTBETCTBHS,
TMPUMEHSIOTCSA CXeMBI 5a unu 6.

6.7 TIpu HEOOXOMMMOCTH CXEMBI, BEIOPAHHBIE M3 YHC/IA OMMHCAHHLIX B pasaeie 4, MOIyT JOMOMHATECS
U IETATM3UPOBATHCS MOJOXCHUSAMM, YUMTHIBAOIMMH CIeUMUKY MPOAYKLUMH, OCOOEHHOCTH €€ MPOM3-
BOJACTBA U IIPUMEHEHMS.

7 Onucanue cxeM ceprHHKANHH

7.1 Cxema 1c

7.1.1 Bra cxeMa BKJIIOYAET CIICAYIONIHE ONEePalHu;

- MoJaya 3asABUTEJIEM B OPraH Mo cepTU(UKALMM 3aBKH Ha TIPOBEICHHE CEPTH(HHUKAIMH;

- paCCMOTpEeHME 3asBKH U MPHHATHE MO HEll pelIeHUs] OPraHOM MO CEPTH(MMKAINH;

- MMPOBEICHHUE HUCTIBITAHUIT TUMOBOTO O0pa3Lia aKKPEAMTOBAHHON MCTIBITATEILHOM JTA00OpaTOpHUCH;

- AHAJIU3 Pe3yJIbTATOB MCMBITAHWIM W BbIIAYa 3asIBUTENIO CEPTH(HKATA COOTBETCTBHS;

- MApKHPOBAaHUE MPOAYKLUMHU 3HAKOM OOpALCHUS HA PBIHKE.

7.1.2 3asBuUTeNb MOJAET 3a5BKY HA CePTH(HUKALIMIO CBOCH MPOAYKIMH IO CBOEMY BBIOOPY B OIMH M3
AKKPEIMTOBAHHBIX OPTaHOB MO CepTU(hUKALMH, UMEIOLLMI JAHHYIO NPOAYKLMIO B 00MACTHU aKKPEAUTALIUM.

7.1.3 OpraH nmo cepTH(HUKaAIHH COOOILAET 3aABUTENIO PELICHHE MO 3asBKE, COMCPXKAIIEE YCIOBHS
NpOBeACHUS CepTUGhHUKALIMH.

7.1.4 HWcnbiTaHMA THIOBOTO 00pasiia (THIOBBIX 00Pa3LIOB) MPOBOIATCS AKKPEMTOBAHHOMN UCTIBITATENb-
HOM J1a0OpaTOpHeii MO MOPYUCHHIO OPraHa Mo CepTH(MhHUKALIMH, KOTOPOMY BBIIACTCS MPOTOKOJI MCIIBITAHHIA.

7.1.5 Ilpu MOMOXUTENBHBIX PE3yAbTATaX MCMBITAHHI OpPraH no ceprudukamuu oGopMISICT CEPTH-
¢ukat cooTBeTCTBHS MO (hopMe, YTBEpXKIECHHOI (heaepalbHBIM OPraHOM HMCIOJTHHTEIBHON BIACTH TIO
TEXHUYECKOMY PETYJIMPOBAHUIO, M BBIIACT €0 3aSBUTENIO.

7.1.6 3agBHTENIb HA OCHOBAHMM NOJIYYEHHOIO CepTH(PHMKATA COOTBETCTBHS MapKHPYET NMPOAYKIHIO
3HAKOM OOpAallLleHUS HA PBIHKE.

7.2 Cxema 2¢

7.2.1 BT1a cxema BKJIIOYAET CCAYIONIHE ONEpPaLUM:

- MOJaya 3asBUTEJIEM B OpraH Mo cepTudhUKaLMU 3a5BKH HA TIpOBeAeHUE CepTUGhUKALIMM;

- pPaCCMOTpPEHHE 3asIBKH U MPHHATHE MO Hell peleHHs] OPraHOM MO CEPTH(MMKALIVH;

- MPOBEICHHE MCMBITAHMI THIIOBOTO 00pa3Lia aKKpeAUTOBAHHOM HCHBITATEILHON Ta00paTOpHUEii;

- MPOBEACHUE OPTaHOM MO CepTHU(hUKALUMU aHAJIM3a COCTOAHHS NMPOU3BOACTBA;
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- 0000IIeHrEe PEe3YIETATOB MCTIBITAHHI M aHAJIM3a COCTOSHWSA TIPOM3BOACTBA M BHIIAYA 3asBHTCIIO
cepTHdhHKaTa COOTBETCTBUS;

- MApKUPOBAHWE TPOAYKIIHHA 3HAKOM OOpalllcHHS HA PHIHKE.

7.2.2 3asBuTeNb MOAACT 3aIBKY HAa CepTHMOUKALMIO CBOEH MPOIYKLMH MO CBOEMY BHIOOPY B OIHH M3
AKKpeIUTOBAHHBIX OPTAHOB MO CepTH(HHKALUH, HMEIOLIHIT JAHHYIO TIPOMYKINIO B OOIACTH aKKPEAHTALIHH.

7.2.3 OpraH nmo cepTudUKaMH COOOIIAET 3asABUTEMIO PEUICHUE MO 3as9BKE, COMEPXKAIIEE YCIOBHS
MPOBEICHUS CEPTUDUKAIIUMN.

7.2.4 HWcneiTaHud TUMOBOTO 00pa3ua (TUMOBBIX 00pa3LoB) MPOBOIATCS aKKPEAMTOBAHHOMN MCTIBHITA-
TeNIBHOM JIA0OPAaTOPHEii IO MOPYIECHHUIO OPraHa MO CepTHOUKAMH, KOTOPOMY BBIIACTCS MPOTOKOJ HCIIBI-
TaHUH.

7.2.5 AHanu3 COCTOSIHMS TIPOM3BOACTBA MPOBOIUTCS OPraHOM MO cepTUdMKauM y 3asBuTens. Pe-
3yJIBTATHL aHAM3a ODOPMIITIOTCS aKTOM.

7.2.6 TIpu IOMOXHUTEIBHBIX PE3YIbTATAX UCTIBITAHMIM M AHAIM3a COCTOSHHS IIPOH3BOACTBA OPraH Mo
ceptuduxkanmu opopMisieT cepTUPUKAT COOTBETCTBHS MO (HOPME, YTBEPXKACHHOM (eepaibHBIM OpraHOM
VCTIOIHUTEIBHON BJIACTH MO TEXHUYECKOMY PETYIUPOBAHMIO, Y BBIAAET €r0 3ASIBUTEIIIO.

7.2.7 3agBuTenb HA OCHOBAHUH MOJYYECHHOTO cepTU(}HMKATA COOTBETCTBHS MapKHMpyeT MpPOAYKLUIO
3HAKOM OOpallleHUS] HA PBIHKE.

7.3 Cxema 3c

7.3.1 BDra cxema BKIIIOYAET CAEAYIOLIHE ONMepPaLIHM:

- TTOZIAaYa 3aJBUTENIEM B OPraH MO cepTHMHKALMH 3asIBKH HA TIPOBEICHHE CEPTHGHHUKALIMH,

- PACCMOTPEHUE 3a51BKU M MPUHATHE MO Hell pelleHUs OPraHoOM MO CepTHGhUKALNH;

- MPOBEICHUE MCTIBITAHUI THMOBOrO O0Opa3sLia aKKpeIMTOBAHHON MCHBITATEIbHOM 1a00paTopuei;

- aHaJIU3 Pe3ybTaTOB UCTIBITAHUIA U BbIIAaYya 3asBUTENIO CepTUdUKATa COOTBETCTBHS,

- MApKUPOBAHNE TIPOLYKIIMH 3HAKOM OOpAILleHHsS HA PHIHKE;

- UHCTIEKUMOHHBII KOHTPOJB 32 CepTUOULIMPOBAHHON MPONYKLIMEIA.

7.3.2 3agBuTenb MOAACT 3a4BKY HA CEpTUMUKALMIO CBOEH MPOAYKLUHMH MO CBOEMY BHIOOPY B OIHH M3
aKKpeIUTOBAHHBIX OPTAHOB MO CepTH(HUKALIMH, HMEIOLHIT JAHHYIO IPOAYKLHIO B O0IACTH aKKPEAUTALIMH.

7.3.3 OpraH no cepTHdhUKALMH COOOIIAET 3asBUTENIO PEIICHHE MO 3asiBKe, COAEPXKAIliee YCIOBHS
TMpoBeNcHNS CepTUGUKALINHI.

7.3.4 WcmblTaHUSA TUMOBOTO OOpasiia (THIMOBBIX 00pa3LOB) MPOBOIATCA AKKPECAHUTOBAHHON MCIIBITA-
TeNMBHON JTab0paTopueii IO MOPYICHHIO OPraHa MO CEPTH(RPUKALIMU, KOTOPOMY BHIIACTCS TPOTOKOJN MCIIBI-
TaHWA.

7.3.5 Tlpu TONOXUTENBHBIX PE3yNbTaTaX MCNBITAHMI OPTaH Mo cepTH(UKAIMK O(DOPMISET CEPTH-
dukaT COOTBETCTBHS MO (opMe, YTBepXICHHON (emepajbHBIM OPraHOM HMCIIONHHUTEIBHOM BIACTH TIO
TEXHUIESCKOMY PETYIHPOBAHHIO, W BBIIACT €T0 3aSBHUTEIIO.

7.3.6 3agBuMTeNb HA OCHOBAaHHMH TOJYYEHHOTO CEPTH(MPUKATA COOTBETCTBHS MAPKHMPYET MPOXYKIIHIO
3HaKOM OOpalIeHUS HA PBIHKE.

7.3.7 OpraH no cepTudUKaMM TPOBOXAT WHCIICKIIMOHHBI KOHTPOJIb 33 CepTUDHUIMPOBAHHOMN
TNPONYKIIHEH B TEUCHHUE BCETO CPOKA NEHCTBHA CepTH(PHKATA COOTBETCTBHSA IIyTEM MNEPHOTHICCKHUX HCITHI-
TaHWii 00pa3LoB NPOoAYKUMU. MecTo oT6opa 06pa3uoB [y M3rOTOBUTENS U (WIM) Y MPOJABLA] yCTaHABIM-
Ba€TCS B TEXHHUECKOM pETJIaMEHTE.

Io pesynbTaTaM WHCHEKIMOHHOTO KOHTPOJISL OPTaH MO CepTHdUKAIMH MPUHIMAET OTHO W3 CICHY-
IOIIMX PEIICHUI:

- CUMTATh ACHCTBHE CEPTH(PHKATA COOTBETCTBHS TOATBEPXKIECHHBIM;

- IPUOCTAHOBUTH NEHCTBHE CepTU(DHKATA COOTBETCTBHUSI;

- OTMEHMTH IeiiCTBHE CepTH(hHUKATA COOTBETCTBHUA.

7.4 Cxema 4¢

7.4.1 BT1a cXxema BKINOYAET CCAYIOLTHE ONepalHu:

- TIO/Iaya 3asABUTENICM B OPTaH MO CepTH(MhUKAIMH 3asIBKM Ha TIPOBEICHHE CEPTH(HUKAIINN;

- PaCCMOTpPEHHE 3a5BKH W MPHHATHE TIO HE#l pElICHHS. OPraHOM TIO CEPTHMOHUKAINH;

- MPOBEACHUE UCTIBITAHUI TUIIOBOTO OOpa3iia aKKPeAMTOBAHHOI MCNBITATEIHLHOM J1ab0OpaTopueit;

- IPOBEACHHUE OPTaHOM MO CepTU(UKAIMU aHAJIN3a COCTOSHUS MPOU3BOACTBA;

- 0000LLEHHE PEe3YIETATOB MCIBITAHUI M aHAJIN3a COCTOSHUSA TIPOM3BOACTBA M BHIAYA 3aSBUTEITIO
cepTH(HUKATA COOTBETCTBHSI;

- MApKUPOBaHWE TIPOAYKIIMH 3HAKOM OOpAIlcHHs HA PHIHKE;

- MHCTIEKUIMOHHBII KOHTPOJb 32 CEPTU(MOUIIMPOBAHHON MPOLYKIIUEH.



P 50.1.046—2003

7.4.2 3aaBuTENb MOAACT 3a5IBKY HA CEPTUPUKALMIO CBOCH MPOLYKIIMM O CBOEMY BBIGOPY B OIMH U3
aKKPEIMTOBAHHBIX OPraHOB MO CEPTU(HhUKALIMM, UMEIOLLMI JAHHYIO NPOAYKIMIO B 00IaCTH aKKPEAMTALIUH.

7.4.3 Opran mo cepruukauum COOOIIAET 3aSBUTEIO PELICHUE MO 3asBKE, COIEPXKAlliee YCIOBMS
TMIPOBEICHHUS CepTU(DUKAITUM.

7.4.4 HcnbTaHus THITIOBOTO 00pa3iia (THITOBBIX OOPa3LOB) TIPOBOMATCS aKKPEAUTOBAHHOMN HCIIBITATE b~
HOI#1 JIabOpaToOpHEii TI0 TIOPYYSHHUIO OPTaHa TI0 CEPTU(UKALIMH, KOTOPOMY BBITACTCA MPOTOKOJT HCTIBITAHHIA.

7.4.5 AHanu3 COCTOSIHMSI TIPOU3BOACTBA MPOBOAMTCS OPraHOM MO cepTUdhUKALMHU Y 3agBUTensd. Pe-
3yJIGTATH AHAJIN3a O(POPMIISTIOTCSL AKTOM.

7.4.6 TIpn MONOXMUTENBHBIX PE3YIBTATAX UCTIBITAHUIA M AaHAJIM3A COCTOSTHUS MIPOU3BOACTBA OPraH Mo
cepru¢HKaluK oopmisieT cepTUGHUKAT COOTBETCTBUS MO (hOpMe, YTBEPXKACHHOM (peiepaIbHBIM OPraHOM
HCTIOJTHUTEJIbHOM BJIACTH TIO TEXHHYECKOMY PETYIMPOBAHHIO, M BHIACT €TO 3asBUTENIO.

7.4.7 3asBUTENb HA OCHOBAHUMU TOJYYECHHOTO CepTH(hUKATA COOTBETCTBHS MApPKHPYET MPOXYKLIMIO
3HAKOM OOpAallCHUS HA PBIHKE.

7.4.8 3agBuTenb B mpoLecce MPOU3BOACTBA JAHHOIN MPOAYKUMH MHGOPMHUpPYET OpraH no ceprhudu-
KalMH 00 U3MEHEHMSIX, BHOCUMBIX B TIPOAYKIMI0. OpraH no ceprudukanmm npoBepseT 3TH H3MEHEHHS U
peliaer, OyAeT JM COXPAHATHCH ACUCTBUE BBITAHHOTO cepTHdHKaTa. O CBOEM pelIeHMH OH COOOLLaeT
HU3TOTOBMUTEJIO.

7.4.9 Opran no cepTMdMKALMM MPOBOIUT MHCIMEKLUMOHHBII KOHTPOJbL 33 CepTH(MHLIMPOBAHHOM
NMPOAYKLHEH B TEUCHHUE BCETO CPOKA ACHCTBUA CepTU(DUKATA COOTBETCTBHA IYTEM NMEPHOAMUYECKHUX HCITbI-
TaHMi1 06pa3loB MPOMYKIIMM M MPOBEICHUS aHAIM3a COCTOSHHS MPOU3BONCTBA. MecTo 0TOOpa 00pa3lioB
JUISL UCTIBITaHUIA [y U3roToBUTENSI U (WIM) Yy NPOAABLUA] YCTAHABIMBAIOT B TEXHHUYECKOM perlaMeHTe.

ITo pe3ynbTaTaM MHCIEKLMOHHOTO KOHTPOJISL OpraH Mo cepTUdHUKALMU MPUHUMAET OAHO U3 CIIeLy-
IOLIMX PEILICHUI:

- CUMTATh ACHCTBUE CepTH(hIKATAa COOTBETCTBHSI MOATBEPKICHHBIM;

- TIPUOCTAHOBUTH NEHCTBHE CepTU(HUKATA COOTBETCTBHS,

- OTMEHUTD JEHCTBUE CEPTU(UKATA COOTBETCTBHS.

7.5 Cxema 5¢

7.5.1 OTa cxema BKIIOYAET CACHYIONIME ONEPalHH;

- TIomaya 3asBUTENIEM B OPraH Mo CepTU(UKALMM 3a9BKH HA TIPOBEICHHUE CepTH(hUKALIMM;

- PAaCCMOTPEHME 3asBKU M MIPUHATUE MO HEl peleHUs. OPraHoM Mo CepTU(MMKALINY;

- MPOBEICHUE UCMBITAHWI TUIIOBOTO 00pa3lia aKKPEAMTOBAHHOM HCIBITATEILHOM J1A00paTOpHEH;

- cepTUDUKALMA CUCTEMBI KaueCTBa;

- aHaJIU3 PE3YABTATOB UCTIBITAHUIN U cepTUDUKAIIUM CUCTEMBI KAUeCTBA M BHIIAYa 3asABUTENIO CEPTH-
(ukaTa COOTBETCTBUSI;

- MapKHpOBaHWe MPOAYKIIMU 3HAKOM OOpallleHUsT Ha PBIHKE;

- MHCMIEKIIMOHHBIM KOHTPOJB 32 CEpTU(MUILIUPOBAHHON NPOAYKILIMEH U CUCTEMOI KayecTBa.

7.5.2 3asBuTenb MOAACT 3asBKY Ha cepTUUKALMIO CBOEH MPOMYKIIMK MO CBOEMY BBIOOPY B OMHMH M3
AKKPETUTOBAHHBIX OPraHoB MO CepTHUGhHUKAIMH, UMEIOIINI JaHHYIO TPOIYKLIMIO B OOJACTH aKKpPEeIUTAIHH.
B 3asgBKe M3TOTOBHMTENb YKA3hIBACT JOKYMEHT, Ha COOTBETCTBHE KOTOPOMY OH TIPEATIOYMTAECT TPOBOMUTH
ceprudukaimio cucremsl kavectea (F'OCT P UCO 9001, TOCT P MCO 14001, IT'OCT P 12.0.006, GMP,
HACCP u 1. 11.) ¢ y9€TOM TOTO, YTO B TEXHHUECKOM PEITAMEHTE MOTYT OBITh YCTAHOBJICHBI OMUH MJTH HECKOJIBKO
JMOKYMEHTOB, Ha COOTBETCTBHC KOTOPBIM TPOBOIUTCS CePTUMDUKALMS CHCTeMBI KadecTBa. I[IpM Haauuumu y
3asIBUTEIIS TIOMYYEHHOTO paHee cepTU(dHKaTa HA CUCTEMY Ka4eCTBa OH MPEICTABIISIET €r0 BMECTE ¢ 3asBKOM.

7.5.3 Opran no cepruUKALUN COOOIIACT 3ABUTESIIO PEUICHHE MO 3asABKE, COACPXKAILEE YCIOBUS
MPOBENEHUA CePTUDUKAIIUM, B TOM YHUCJE ONPEIENAeT OpraH, KOTOPLIil OyIeT NMPpOBOAUTH CEPTU(MUKALIMIO
CHCTEMBI KaueCTBa.

7.5.4 WlcnibITaHus TUITOBOTO 00pasiia (TUITOBBIX OOPA3LIOB) MPOBOMATCA aKKPEAMTOBAHHOM UCITBITATE b~
HOI J1TabopaTopueii 1Mo MOpyYeHHIO OpraHa Mo cepTU(MUKAIIUN, KOTOPOMY BBIIACTCA TIPOTOKOJ MCTIBITAHUIA.

7.5.5 Ceprudukaiuio CUCTEMBI KayecTBa MPOBOMMUT OPraH MO cepTH(hMKAIMH CUCTEM KavyecTa,
OTpeAeSICHHBI OPraHOM MO CepTUGhUKALIUM TTPOAYKLIUM, IMOO CaM OpraH IO cepTUdUKALMU MTPOLYKIIUH,
ecM cepTUdUKAITHS CHCTEM KaueCTBA BXOIUT B €T0 00J1aCTh akKKpeauTaliud. [1pr MOJIOXXHUTENBHBIX PE3yiTh-
TaTax CepTUMUKALMKM CUCTEMBI KauecTBa OpraH Mo cepTHGhUKAIMU CUCTEM KauyecTBa BhIIaeT CepTU(HUKAT
Ha CHCTeMY KauecTBa.

Ceptudukaius CUCTEMBl KaueCTBAa He MPOBOAMTCS, €CIU 3asBUTENb TIPEACTABUA cepTUdUKAT Ha
CHCTEMY Ka4yeCTBa, YK€ BBIAAHHBIN OpPraHoM, aKKpeIUTOBAHHBLIM B YCTAHOBICHHOM MOPAIKE, U IOI-
TBEPXIAIOIINI COOTBETCTBHE CUCTEMBl KaueCcTBa TpeOOBAHUAM NOKYMEHTA, OMPEACICHHOTO B TEXHM-
YECKOM perjiaMeHTe.
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7.5.6 TIpu MOMOXUTENBHBIX Pe3yIbTAaTaX HCTIBITAHWN W HATMUMM CepTH(MKATA HAa CUCTEMY KAauyecTBa
opraH no ceprudukauu odopmiteT cepTUhUKAT COOTBETCTBUA HA MPOLYKIMIO TIO (HOpME, YTBEPXKICHHON
deneparbHBIM OPraHOM MCTIOJTHUTEABHOM BJIACTH IO TEXHUYECKOMY PETYIMPOBAHUIO, Y BBEIIACT €0 3asSIBUTEITIO.

7.5.7 3asBUTENb HA OCHOBAHWHU TOJIYYEHHOTO CEpTH(UKATA COOTBETCTBHS MApKHUPYET MPOMYKIIHIO
3HAKOM OOpaIlleHUS HA PBIHKE.

7.5.8 3asgButesnn B mpoLiecce MPOU3BOICTBA NAHHOM MPOLYKLIMKY UHOOPMHUPYET OpraH Mo cepTUdUKALMU
00 M3MEHEHUSX, BHOCUMBIX B MPOAYKLUIO, OpraH mo cepTuUKAIU MPOBEPSCT 3TU U3MCHCHMS M PEIIAeT,
OyzeT TN COXPaHATBCS OEUCTBUE BBITAHHOTO cepThdrKaTa. O CBOEM PELICHUH OH COOGIIAET U3rOTOBUTEIIO.

7.5.9 Opran no cepruduKaluuv MPOBOIUT MHCIEKLUMOHHBI KOHTPOJb 3a CEpTU(MULIMPOBAHHOMN
MPOAYKLIMEH B TeUeHHE BCETO CPOKa AEHCTBUS CepTH(PHKATA COOTBETCTBHS MyTEM MEPHOIMICCKIX HCITHI-
TaHUH 00Pa3LOB MPOIYKIIUU U TIEPUOAUYECKOTO KOHTPOJIS 32 CUCTEMOI KauecTBa. MecTo otbopa o6pa3iios
[y usroroBurensa u (Wam) y nmpojaBLa] yCTAHABIUBAIOT B TEXHUYECKOM pETIaMEHTE.

ITo pesynpraTaM MHCHEKUMOHHOTO KOHTPOJIA OpraH Mo cepTHdUKALUMH NPUHUMAET OJHO M3 CICAy-
IOLIUX PELICHUI:

- CUMTATh ACHCTBUE CepTUMIKATA COOTBETCTBUS MOATBEPXKACHHBIM;

- IPUOCTAHOBUTH NEHCTBHE CEpTUDUKATA COOTBETCTBHSI;

- OTMEHUTD JEHCTBUE CEPTUGDUKATA COOTBETCTBHSL.

7.6 Cxema 6¢

7.6.1 DTa cxeMa BKJIIOYACT CICAYIOUIHE ONEPalltu:

- TTOZIAYa 3asIBUTENIEM B OPTaH MO cepTHHhHKALMH 3asIBKH HA TIPOBEIcHHE CEPTH(UKAIN;

- PACCMOTpEHHUE 3asIBKU M TIPHHATHE IO Hell pellieHUsT OPraHOM IO CePTHGOUKAIIH;

- MPOBEICHUE MCTIBITAHUI MAPTHH MPOAYKLHHM aKKPEAUMTOBAHHON HUCTIBITATEIbHON JabopaTopueii;

- QHA/IU3 PEe3Y/IBTATOB UCTILITAHUI M BHIIAYa 3a9BUTEMIO CEPTU(HUKATA COOTBETCTBUS;

- MApKUPOBAaHNE TIPOLYKLIUM 3HAKOM OOpAlLlCHUS HA PHIHKE.

7.6.2 3asBUTENb MOJAET 3a8BKY HA CEPTU(HKALMIO TAPTHH MPOIAYKIHMH 10 CBOEMY BEIOOPY B OIMH K3
aKKpeIUTOBAaHHBIX OPTaHOB IO CepTH(HUKAIIMH, MMEIOLIHI JaHHYIO TIPOAYKIMIO B 00/1acTH akkpeauTaiyu. B
3agBKe JOLKHEI COMEPRATECI HACHTHOHLMPYIONTHE TIPU3HAKH MAPTHH U BXOMAIINX B HEE €IMHUII TIPOIYKITHH.

7.6.3 OpraH nmo cepTHGUKAUMH COOGUIACT 3asIBUTEJIIO PELICHHUE MO 3asBKE, COACPXKAILNEE YCJIOBHS
TpOBeNCHUS CepTUhUKALINH.

7.6.4 VcnblTaHUA NMApPTHX TPOAYKUMH (BBIOOPKH W3 MAPTHH) MPOBOAATCH aKKpeIUTOBAHHOM HCIIBI-
TaTeNIBHOM JTAbOpaTOpUEl TIO TOPYYEHHIO OpraHa Mo cepTH(dHKALMM, KOTOPOMY BBITACTCS MPOTOKOJ
UCTIBITAHUH.

7.6.5 Tlpu MOJOXUTEIBHBIX PE3YJILTATAaX HUCIIBITAHHIL OPraH Mo cepTHhHUKALUUH OhOPMISET CEpTH-
(UKaAT COOTBETCTBUS HAa MJAHHYIO MAPTHIO MPOAYKLMH MO (PopMe, YTBEPXKACHHOH (pelepabHBIM OpraHoM
HMCTIOJTHUTENBHOM BJIACTH MO TEXHHMYECKOMY PETYJIMPOBAHHUIO, U BBIIACT €T0 3aBUTEINIO.

7.6.6 3agBuUTENIb HA OCHOBAHHMH TMOMYYEHHOTO CEPTH(MUKATA COOTBETCTBUS MAPKHMPYET MPOXYKLIHIO
3HAKOM OOpallleHUsS] HA PBIHKE.

7.7 Cxema 7¢

7.7.1 BDra cxema BKJIIOYAET CAEAYIOLIHE ONEPaLUM:

- TIofava 3asBUTEJIEM B OpTaH Mo cepTUGhUKALMU 3a5IBKH Ha TpOoBeIeHUE CepTU(UKALIUM;

- PACCMOTPEHHUE 3aSIBKU M TIPHHATHE MO Hell pelUeHUsS OPraHOM IO CepTHGhHUKALIY;

- MPOBEICHNE UCTIBITAHWI €IUHUL] MPOAYKLUMHU aKKPEIUTOBAHHOM UCTIBITATEIbHOMN TabopaTopHeii;

- AHAJIN3 Pe3yIbTATOB UCIIHITAHWI M BbIIAYa 3asBUTENIO CepTH(PHKATA COOTBETCTBHS,

- MapKUpPOBaHUE TPOAYKIIMU 3HAKOM OOpallieHUs Ha PBIHKE.

7.7.2 3agaBuTenb MOAACT 3a9BKY HA CEPTUMDUKALIMIO €AUHULIBI MPOAYKLIUU MO CBOEMY BHIOOPY B OIMH
M3 aKKPESIUTOBAHHBIX OPTraHOB IO CepTH(MOUKALIMH, HMEIOLLHIT JAHHYIO MPOAYKLHIO B 06/IaCTH aKKpeIHUTa-
man. B 3asgBKe MOIKHEI CONEPKaThCs MASHTUGULIMPYIOUIME MPU3HAKH eTUHHULIBI MPOIYKLIUM.

7.7.3 Opran no ceprudUKAIMU COOOIIACT 3aSBUTEIIO PELIEHHE MO 3asiBKe, COIepXKallee YCIOBHS
MPOBEACHUS CepTUhUKALINN.

7.7.4 VicnibITaHUS €NMHULIBL TIPOAYKIIMU TPOBOIATCS aKKPEIUTOBAHHON MCIBITATENbHOMN JlabopaTo-
pueii TTo0 MOPYYeHHIO OpraHa Mo cepTH(hUKALMN, KOTOPOMY BBIIAETCS MPOTOKOJ UCHBITAHUIA.

7.7.5 Tlpu MOIOXUTEIBHBIX pe3yJIbTaTaX UCHBITAHUI OpPraH mo ceprudHuKauuu ohopMISET CepTH-
¢UKaT COOTBETCTBHS Ha JAHHYIO €MWHUIY TIPOAYKLMU 1O dopMe, YTBEpXACHHO# (dheaepalbHbIM OpraHOM
HMCTIOTHUTENBHOM BIACTH MO TEXHUUECKOMY PETYJIMPOBAHUIO, U BBIIAET €TI0 3asBUTEIIO.

7.7.6 3asBuTe/b HA OCHOBAHHH IIOJYUYECHHOTO CepTU(MHMKATA COOTBETCTBUS MApKHMPYeT MpPOXYKIHIO
3HAKOM OOpallleHUsI HA PBIHKE.

10
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8 OOmue npuHIMNBI BIOOpa cxeM cepTHdHKANIA

8.1 YcTaHoBNIEHNE B TEXHUYECKOM PETJIAMEHTE CXeM CePTUDMKALMU PEKOMEHIYETCS OCYLIECTBISTE
SKCNEPTHBIMU METOAAMHU B CIAEAYIOLIEH MOCIEI0BATEIbHOCTH:

- BBIOOp KOHKPETHOI CXeMBI M3 UMC/Ia OMMMCAHHBIX B pasnene 7;

- yYeT TpeOOBaHUI MEXIYHAPOMAHBIX COTMALICHU (TIPH HATMYMK HA JAHHYIO TIPOAYKLHIO MEXIyHa-
POIHBIX COTJIAIIEHMIT, K KOTOPHIM MpHCOeANHWIACHh Poccuiickas Denmepaiist);

- IeTaau3almsd OTACTBHBIX OMEpalUii B paMKax BRIOPAHHBIX CXEM € YUETOM CIeLMGbUKH TMPONYKLIUH,
0COGEHHOCTEH CeKTOpa MOTPeGIeHHS U Lieiel TEXHUYECKOTO PEerJIAMEHTA.

8.2 BBIGOp Cxe€M OCYILLECTBISAETCS C YUETOM CYMMAapHOI'O PUCKA OT HEAOCTOBEPHOI OLIEHKH COOTBET-
CTBUSL M ylIepOa OT MPUMEHEHUSI MPOAYKLIMH, MPOIICALLEH MONTBEPXICHUE COOTBETCTBUSL.

IIpu BEIGOpE CXeM YUMTHIBAIOT CICAYIOIME OCHOBHBIE (PakTOpBI:

- CTETICHb MOTCHIIUATBLHONH OMACHOCTH MPOLYKLIUM;

- YyBCTBUTECIBHOCTh PETJIAMEHTHUPYEMBIX TEXHMYECKHUM PEIJIAMEHTOM Mokasaresiell 6e30MacHOCTH K
M3MEHEHMIO TIPOM3BOICTBEHHBIX U (M) SKCIUIYaTAITMOHHBIX (haKTOPOB;

- CTaTyC 3aABUTENSA (M3TOTOBUTENDL WM MPOJABELL).

8.3 Cxemnl 1¢ — 5¢ MPUMEHSIOTCSI B OTHOIICHUH CEPHITHO BBITYCKAEMOM 3asBUTEIEM MPOLYKLIMH;
CXeMHBl 6¢, 7¢ — B OTHOLICHUH OTAEJIBHBIX MAPTHI WJIM ¢AMHWI[ TIPOAYKIIMA, BBINMYLIEHHBIX 3aSBHTE/ICM-
M3TOTOBUTEJIEM WM PEAIM3YEMBIX 3aIBUTEICM-TIPOAABLIOM (HE U3TOTOBUTEIEM).

8.4 Cxemsl 1c m 2¢ peKOMEHAYeTCS WCIIONB30BaTh I MPOMYKIIMH, TMOKA3aTeJqH Ge30MacHOCTH
KOTOPO¥ MaJIOUyBCTBUTENIbHBI K H3MEHEHHIO TIPOU3BOACTBEHHBIX (DAKTOPOB, B IMPOTMBHOM CJIy4ae LEJIeCO-
00pa3HO MPUMEHATH CXeMH 3¢, 4¢ Wwim 5¢.

8.5 CxeMsl 4¢ M 5¢ HCTIONB3YIOTCS TAKXKE B CIIydae, KOTIa pe3ylbTaThl HCMBITAHHIT THIIOBOrO 00pasia
B CWIY UX OTHOPA30BOCTH HE MOIYT JATh JNOCTaTOYHOM YBEPEHHOCTH B CTAGWIBHOCTH MONTBEPKIEHHBIX
mokasarejieil B TeueHue CpokKa OeiCTBUS cepTUdHrKaTa COOTBETCTBUS WIM MO KpaifHel Mepe 3a BpeMs /0
0YepEeTHOTO MHCTIEKITMOHHOTO KOHTPOJIS.

8.6 BuiOOp Mexmy cxeMamMH 4¢ M 5¢ onpenensieTcs CTeneHbl0 YyBCTBUTEILHOCTH 3HAYEHUH MMOKa3a-
TeJiel 0e30MaCHOCTH MPOAYKINH K M3MEHEHUIO MPOU3BOACTBEHHBIX (DAKTOPOB, 4 TAKXKE BECOMOCTH STHX
noKasaresiei 4jig o0ecneyeHus: 0e30NacHOCTH MPOAyKUMH B HeaoM. CxeMa 5¢ B HauOonblliel CTeTNieHU
pelaeT Takue 3ajayd, HO OHa NMPUMEHWMA He KO BceM u3roroBurensiM. Hampumep, B chepe mamoro
MpeINPUHUMATENBCTBA TaKasg cxema OymeT HOCTaTOYHO OOPEMEHMTENbHA HM3-3a TPYIHOCTH CO3NAHUS B
MaJIOMacIITA0HOM MPOM3BOLCTBE CUCTEMBI KAueCTBA, COOTBETCTBYIOLIEH COBpPEMEHHBIM TPEOOBAHMAM, H
M3-32 BBICOKOWM CTOMMOCTH CepTH(MUKALINK CUCTEMBI KaueCTBA.

8.7 CxeMsbl 6¢, 7¢ B OCHOBHOM IpeAHA3HAYEHEI I MTPOIYKIIMM, TIPUOOPETEHHOM MPOJABLAMH H He
uMeronIeii ceprudukata COOTBETCTBUSA, HATIPUMED MPOIYKIIMHU, 3aKYIUIEHHON 3a pyOeskoM.

B otnenpHBIX cmydasx 6¢, 7¢ MOryr NMPUMEHATHCS W M3TOTOBUTEISMM, HAIPHUMEP, IPH Pa30BOM
MOCTaBKE MAPTUU NPOAYKIMU WM TPU BBIMTYCKE YHUKAIBHOTO MU3LETHUS.
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MIPUJIOXEHUE A
(CrIpaBOYHOE)

CxeMbl TEKNAPHPOBAHAA COOTBETCTBHA

O6o3HaUeHNE CXEMBI

CO,E[ep}KaHI/Ie CXCMBI U €€ HCITOTHUTCIIN

O6o3HaueHME
€BPOMENUCKOTO MOAYISA,
OJI3KOTO K CXeMe

In

3agaeureib

HpI/IBOI[I/IT CO6CTBCHH])IC JOKA3aTCAbCTBA COOTBCTCTBUA B
TEXHHICCKOM (paiiie.

IIpuHuMaeT mexIapanyio O COOTBETCTBUH

A

2n

AKKpEeINTOBAHHAS MCILITATEIbHAA JadopaTopus
IIpoBomuT MCIBLITAHNS THIIOBOTO OOpa3Ila IPOXYKIINT
3agsaTens

IIpuHuMaeT mexIapanyio O COOTBETCTBUH

3n

Opran no cepruduxanun
CepTuduimpyeT CUCTEMY KadeCTBa Ha CTaTUM IIPOMN3BOICTBA

AKKpEeIATOBAHHAS MCIBLITATEbHAA JadopaTopus

IIpoBomuT MCIBLITAHUS THUIIOBOTO OOpa3Ila IPOXyKIINT

3agasuTenn

TIpuHUMaeT gekmapauuio O COOTBETCTBUU

Opran no cepruuanyu

OcylecTBAseT WHCICKIIMOHHBIA KOHTPOJb 33 CHCTeMOM
KavyecTBa

4n

Opran no cepruduxanun

CepTuduinpyeT CUCTEMY KadecTBa Ha 3Tamax KOHTPOIS U
HUCIIBITAHUI

AKKpeIATOBAHHAS MCIBITATENbHAA NadopaTopus

IIpoBomuT MCIBLITAHMS THIIOBOTO OOpa3ia IPOXyKIINT

3agsuTenn

ITpuHUMaeT geknapauuio O COOTBETCTBUH

Opran no cepruuranyu

OcylecTBAsSeT WHCICKIIMOHHBIA KOHTPOJb 33 CHCTEMOM
KauecTBa

5o

AKKPEIHTOBAHHASL HCIILITATEILHAS 1a00paTopust

TIpoBoauT BBIOOPOUHBIC WCIIBITAHUS MAPTUH BBIMTYCKACMOI
NPOAYKIMH

3asgeurenn

IIpuHuMaeT mexIapanyio O COOTBETCTBUH

6n

AKKPEIHTOBAHHASL HCIILITATEILHAS 1a00opaTopust
HpOBO,Z[I/IT HCIIBITAHN A Ka)K,Z[OfI COIMHHNIBI IPOAYKIINHU
3asgeurenn

IIpuHuMaeT mexIapanyio O COOTBETCTBUH

7

Opran no cepruduxanun

Ceptuduuupyer  cucreMy  KadecTBa  Ha  CTagusx
TPOEKTUPOBAHUS M TIPOU3BOACTBA

3agasuTenn

TIpoBoguT ucnbITaHus O0pa3iia MPOAYKIIVH.

TIpuHuMaeT gexnapauuio O COOTBETCTBUU

Opran no cepruduranyn

OcylIecTBASeT WHCICKIIMOHHBIA KOHTPOJb 33 CHCTEMOM
KavyecTBa
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TITPUJIOXEHUWE b
(crpaBoYHOE)

Cxembl ceprudukanum
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O603HaUeHKE CXEMBI

ComepxaHKe CXeMbl U €€ UCTIOJTHUTETH

O603HauYeHHE TIPEXHER
cxeMbl cepTudUKan®

Ic

AKKpPeIUTOBAHHAS HCHLITATEILHAS JA00paTOpHs
TIpOBOIUT MCIIBITAHMS THIIOBOTO 00pa3La MPOIyKIIUK
AKKpPeIUTOBAHHDBIN OPraH o ceprupuxanun

BrigaeT 3agBUTENIo cepTUDUKAT COOTBETCTBUSA

2c

AKKpeJUTOBAHHAS HCILITATELHASA JadopaTopus
IIpoBOINT MCIBITAHMSA TUIIOBOTO OOpa3Ila IIPOXYKIINHA
AKKpPeIUTOBAHHBIN OPraH no ceprupuxanun
TIpoBOOMT aHATM3 COCTOSTHUS TIPOV3BOICTERA.

BrigaeT 3asgBUTEMIO0 CEPTUDHNKAT COOTBESTCTBHUSA

la

3c

AKKpeJUTOBAHHAS MCMbITATELHASA JadopaTopus

IIpoBOINT MCIBITAHMS THIIOBOTO OOpa3Ila IIPOXYKIINHA

AKKPEIUTOBAHHBIN OPraH Mo cepruhuKanun

Brigaer 3asBurenio cepTuduKaT COOTBETCTBUSA.

OcylIecTBIAET MHCTIEKIIMOHHBIN KOHTPOJIb 32 CEPTHOUITMPOBaHHOM
MpOIyKIMeH (MCIBITAHUS 00Pa3IoB MPOTYKIINN)

2,3, 4

4c

AKKpEAHTOBAHHAS MCHBITATELHAS Ja00paToOpHs

TIpoBOOWT MCTIBITAHUS TUIIOBOTO 00pa3la MpOLYKUUH

AKKpeAMTOBAHHBIN OPran mo cepradukanmm

IIpoBomNT aHaNMU3 COCTOSTHUSA IIPON3BOICTEA.

BrimaeT 3agaBurtenio cepTuduKaT COOTBETCTBUS.

OcCylecTBIsIeT MHCIICKLIIMOHHBIM KOHTPOJb 3a CepTHOMILUPOBAHHOM
MPORYKIKEH (MCIBITaHNSA OOPa3oB IPOLYKIINN M aHAJIU3 COCTOSTHUA
TIPOM3BOICTBA)

2a, 3a, 4a

5¢

AKKpPeIHTOBAHHAS HCIBITATELHAS Jadoparopns

TIpoBOOUT MCIIEITAHMS THIIOBOTO 00pa3lia MpOAYyKIHH

AKKpeAHTOBAHHBIN OPran mo cepradukanym

IIpoBomuT cepTuUKALINIO CHCTEMBI KauecTBa MJIM TIPOU3BOACTBA.

BrigaeT 3agBuTenio cepTudUKaT COOTBETCTBHS.

OcyuiecTBIsIeT MHCTIEKIIMOHHBIN KOHTPOITH 3a cepTHhHUIMPOBAaHHOMH
npomykume# (KOHTpPOAL CHCTeMBI KauecTBa (NPOM3BOACTBA),
WUCTLITAHUSA O0pa3loB ITPOAYKLUMM, B3SITBIX Y M3TOTOBUTEIA WIH
MpoIaBlIa)

6¢

AKKpeINTOBAHHAS HCIBITATENLHAA Ta60paTopus
IIpoBOOMT MCHILITAHUS TTAPTUM NPOLYKLIVH
AKKpeAHTOBAHHBIN OPran mo cepraduKanmm
BrigaeT 3asBuTenio cepTuduKaT COOTBETCTBHS

7c

AKKpPeIHTOBAHHAS MCIBITATEILHASA JAG0paTopust
[IpoBOANT MCIIBITAHKS KAXKION eIMHUILI TPOLYKIHH

AKKpPeIMTOBAHHBIH OPTaH Mo CepTH(hHKANMH
BrigaeT 3aspuTenio cepTuduKaT COOTBETCTBHS

* W3 uncnma cxeM cepTudMKaLMM, YCTAaHOBACHHBIX M3MeHenveMm Ne 1 «Ilopsaka mpoBemeHMst cepTHPHMKAIMH

nponykinu B Poccuiickoit ®emepauyms.
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VIK 006.1:006.354 OKC 01.120 T50

KimioueBrie cnoBa: 0043aTeNbHOE MOATBEPXKACHUE COOTBETCTBHSL, (DOPMBI 00S13aTEILBHOIO MOATBEPXKICHHU
COOTBETCTBUSI, 00g3aTeNbHas cepTUbUKAIMs, O0A3aTebHOE NEKIApHPOBAHUE, CXEMBI CEepTH()HUKALINH,
CXEMBI ACKJIApUPOBAHUS

Pexomenganyu no CTaHIapTH3ALAA

PEKOMEHJAIINN 110 BBIBOPY ®OPM U CXEM OBA3ATEJILHOI'O IIOATBEPKJIEHUA
COOTBETCTBUSA ITPOAYKIIVIV ITPU PABPABOTKE TEXHUYECKHWX PETVIAMEHTOB
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