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1. O6mue noJ10KeHus
Hacrtosmas mporpamMma paspaboTaHa B COOTBETCTBHH ¢ TpebosaHmsmu DezepalbHOTO

3akona ot 30.03.1999 r. Ne 52 «O caHMTapHO-3ITHIEMHOJIIOTHYECKOM OJIaromoydYdd HACEICHH),
Denepansroro 3akona ot 02.01.2000 29-®3 «O kavectse U Ge30MaCHOCTH MHIIEBBIX MPOIYKTOBY,
TP TC 021/2011 «O 6esomacHocT nmmesoi mnpoaykuum», CanlluH  2.3/2.4.3590-
20"CAHUTAPHO-DITUJIEMUOJIOTMUYECKME  TPEBOBAHUA K = OPTAHU3AIMH
OBII[ECTBEHHOI'O IIMTAHMSI HACEJIEHWSI» u canmrapmeix mpasui CIT 1.1.1058-01
«OpraHu3anys 1 IpoBejieHHe IPOU3BOACTBEHHOI0 KOHTPOJIS 3a COOJIOICHHEM CAHUTAPHBIX TIPABHIT
¥ BHIIONHEHHEM CAHWTAPHO- MPOTHBOMIHAEMHYECKHX (IPO(QHIAKTHYECKHX) MEPOIPHSATHID),
unbIME akTamu cornacHo ([Ipunoxenne Ne 1).

IlporpaMma ycTaHaBnusaeT TpeGoBaHHs K oOecredyeHdio 0e30MacHOCTH —INHIEBOH

MPOAYKIMH B Tpolecce eé MPOH3BOJACTBA (M3TrOTOBJIEHHS);, OPraHM3AlMH IIPOU3BOJICTBEHHOTO
kouTponst B MBOY «Hmxnenapsikapckas cpejssis obmeobpasosatenbHas wKona» (Jamee —
obpasoparenpHas opranusanusi) ¢ npuMenennem npurnEnos XACCII (AnHammsa OmacHOCTEH H
KPHTHYECKHX KOHTpOoIbHBIX Touek (Hazard Analysis and Critical Control Points).

UcnonpzoBaune npunmunos XACCII 3akimodaeTcs B KOHMpoO.ie KOHe4H020 npoOyKma W

obecrieurBaeT HMCIIOJIHEHHE CIEAYIONMX TJIAaBHBIX IPUHIHIIOB KOHTPOJIA aHallk3a ornacHocTel H
KPHTHYECKHUX KOHTPOJIbHBIX TOYEK:

[Tpuammn 1. IIpoBenenune anammsa pHCKOB.

IMpunnun 2. Onpenenenne Kputnueckux Konrpomsueix Touek (KKT).
[Ipunimn 3. Onpexenenne KpuTuuecKux npeaenos A kaxmon KKT.
[Ipunuun 4. Ycranosnenue cucteMbl MoHHTOpHHTra KKT.

[Mpunmmn 5. YcraHOBIEHHE KOPPEKTUPYIOIHX ACHCTBHH.

IIpunimn 6. Ycranosienue npoueyp nposepku cuctembl XACCIL

[Tpuaumn 7. Jloxkymentuposanue u 3amucu XACCIL
Ifenvio  NPOW3BOJCTBEHHOTO KOHTPOJSL 34 KAa4eCTBOM IHINEBOM  IPOAYKIHH B

00pa3oBaTeNbHOM  OpraHW3amuu  siBisieTcss  OOECreYeHHE COOTBETCTBHMs — BBITYCKaeMoOil B
ynorpebJieHHe MHIEBOH NPOAYKIMH TpeGoBaHHAM TeXHHYECKHX PpErlIaMEHTOB TaMOXXEHHOIO
€0103a, B Iporecce e€ MPOU3BO/CTRA H pealli3alliH.

2 Cocras nporpaMmsl NPOH3BOACTBCHHOI'0 KOHTPOJIH

[TporpamMma IpOH3BOACTBEHHOTO KOHTPOJIs ¢ npuMeHeHHeM npuHnunoB XACCIT skioyaer

CICOYIOHE JJaHHBIC!

2.1.  TpeboBaHus K 000pyI0BaHHIO NHINEDTIOKA, HHBEHTAPIO, IOCYIE,

2.2. TpeOoBaHHWs K YCJIOBHSM XpaHeHHs, IPHUTOTOBIEHHS M peajH3allid HINEBLIX

NPOJYKTOB M KyJIHHAPHBIX U3IEITHIH;

2.3.  namnsble Ui obecnedenus 0€30MaCHOCTH B IPOIECCE MPOM3BOJICTBA (M3rOTOBJICHHS)

MHUIIEBOM MPOAYKIHH TEXHHWYECKHX peraaMeHToB TamMO)KeHHOro Col03a Ha OTHEIbHBIC BHIIBI
MHUIIEBOM MPOIYKINH;

2.4, nmepeyeHb  KPHUTHYECKHX  KOHTPOIBHBIX  TOYEK  Ipolecca  IMPOHM3BOICTBA

(M3rOTOBIICHHSI) - IIAPAMETPOB  TEXHONOIMYECKMX  OIepaluid Impolmecca  MPOH3BOJICTBA
(M3rOTOBJICHHS) NHIIEBOMH POIYKIIHH; napaMeTpoB (mokasarerneii) Oe3onacHoCcTH
TIPOJIOBOJILCTBEHHOrO (IMINEBOI0) ChIPhS M MaTepHAIOB YNAKOBKH, Ul KOTOPHIX HEOOXOIHM
KOHTPOJIb, YTOOBI IPEJIOTBPATHTH HJIH YCTPAHUTH OIacHbIE (PAKTOPBI;

2.5, MpeJie/IbHBIC 3HAYCHHA NapaMeTPOB, KOHTPOJIHPYEMBIX B KPHTHYCCKHX KOHTPOJIbHBIX

TOYKaXx;



2.6. TOpANOK MOHHTOPHHIa KPUTHYECKHX KOHTPOJBHBIX TOYEK IIporecca
IPOM3BOJICTBA (H3TOTOBJICHHU);

2.7.  ycTaHOBIIGHHE TOPSIKAa IEHCTBHH B Cllydac OTKJIOHEHHS 3HAYEHHI MOKasareleH,
YKa3aHHBIX B IIYHKTE

2.3 HacTOSMIEH YAaCTH, OT YCTAHOBJICHHBIX IPEAEIbHbIX 3HAYCHHH;

2.8.  [EpPHOJMYHOCTH IIPOBEICHHS IIPOBEPKH HA COOTBETCTBHE BBIIYCKacMOH B
obpallieHre MHIEeBON MPOAYKIHH TPeOOBAHHAM HACTOSIIErO TEXHHYECKOrO perjiameHta u (WiH)
TEXHMYECKHUX PEriaMeHTOB TaMOXXEeHHOTro COI03a Ha OT/IE/IbHbIE BU/IBI ITHIIEBOM TPOAYKIIHH;

2.9. NepHOAMYHOCTH NPOBEICHHS YOOpKH, MOMKH, Ae3uH(EKUMH, JepaTH3alHH U
JIE3NHCEKIIMH TPOM3BOICTBEHHBIX MOMEIICHHH, YHACTKH, MOHKH M I€3HH(EKIHH TEXHOIOTHISCKHUX
060pyIOBaHHS M MHBEHTAPS, UCIOJIB3YEeMbIX B IIpolecce MPOH3BOJCTBA (M3rOTOBICHHS) HIIEBOH
MPOTYKIHH;

2.10. Mepbl 1O NPEJOTBPALICHUIO MPOHHKHOBEHHS B IPOHW3BOJCTBEHHBIC [OMEIICHHS
IPHI3yHOB, HACEKOMBIX, CHHAHTPOITHBIX IITHI[ U JKHBOTHBIX.

2.11. TpeGoBanus K JOKyMeHTaumuH, obecneunBaiomedl (uKcanuio mapamMeTpoB
MOHHUTOPHHTA 338 KOHTPOJIEM Ka4eCTBOM ITHIIEBOM ITPOIYKIHH.

3. Ilops0K OpraHU3alHH H NPOBEIeHHSA NPOH3BOACTBEHHOI0 KOHTPOJISI
BeiienuM BHIBI ONACHBIX (AaKTOPOB INpPH IPOH3BOJACTBE MNHINEBOH NPOJYKIHH H, B
COOTBETCTBHHM C HHMH, 0003HAYMM IMepedYeHb KPHTHYECKHX KOHTPOJBHBIX TOYEK B Ipolecce
NPOM3BO/ICTBA (M3rOTOBJIEHHS) THINEBON mpoxyKiuu: 5.1. Buikl onacHbX GakTopos:

Onaceble (AKTOphl COINpPSIKEHBI C IIPOM3BOACTBOM IPOJAYKTOB IIHTaHUS, HaYyHHas C
IOJIy4eHUs] CBHIPbS, /IO KOHEYHOrO NOTpeONeHHs, BKIKOYAs BCE CTAJHH JKU3HEHHOTO MK/
npoaykiuu (06paboTKy, mepepabOTKy, XpaHeHHEe H PeaH3alliio) ¢ LEJbI0 BBIIBICHHS YCIOBHH
BO3HMKHOBEHMsI TIOTEHIMAILHOTO pHCKA (PHCKOB) M YCTAHOBIECHHsS HEOOXOIMMBIX Mep Ui HX
koHTpousi. ¥ Buonozuueckue onacnocmu:

WcrounukamMu OHOJOrHYECKHX OMAcHBIX (aKTOpoB MOTyT OBITH JIOAH, MOMECIICHHS,
obopyioBaHHe, BpEeJUTENH, HEMPABUIBHOE XPAaHEHHE M BCIIEJCTBHE 3TOrO POCT M PasMHOKEHHE
MHKPOOPTaHH3MOB, BO3/IyX, BOJIa, 3¢MJIsl, pACTEHHMS.

v Xumuyeckue onacnocmu:
HcTouHHKaMM XMMHYECKHX OMACHBIX (PaKTOpPOB MOTrYT OBITH JTIO/H, paCTCHHS, IOMEIIEHHS,
o0opynoBaHHe, ylakoBKa, BPEIUTEIIN.

v Dusuyeckue ONacHOCMu.

du3HYecKre ONAcCHOCTH - HanboJiee 00N THIT OITACHOCTH, KOTOPBIH MOMXKET IPOABIATECS B
MHUIIEBOM MPOIYKIIHH, XapaKTepH3YIOMIUHCS MPUCYTCTBUEM HHOPOJIHOIO MaTepHala.

4. IlpenenbHble 3HAYEHHS] NAPAMETPOB, KOHTPOJHPYEMBIX B KPHTHYECKHX
KOHTPOJIbHBIX TOYKaX. Mepsl 10 NpeJoTBpalleHHIO IPOHUKHOBEHUS B IIPOH3BOJACTBEHHBIE
IIOMEIIEH S IPHI3YHOB, HACEKOMBIX, CHHAHTPOIIHBIX ITHUI] H )KHBOTHBIX.

OTkpeIBalouecs BHEIMIHWE OKHa ((pamyrs) JOJDKHBI ObITE 0OOPYZOBaHBI JIETKO
CHHMAEMBIMH ISl OYHMINEHHS 3aAHTHHIMHA CETKaMH OT HACEKOMBIX, IITHII;

OOecnieynTh 3aIMUATY OT MPOHHKHOBEHHS B NPOM3BOJCTBEHHBIC ITOMEIIECHHUS XKHBOTHBIX, B
TOM YHCJIe TPHI3YHOB - IUIOTHO 3aKPHIBAIONIMECS IBEPH, BOBPEMs BOCCTAHABIMBATH OTBEPCTHS B
CTEHAX M I0JIaX, OTBEPCTHSI JOKHBI OBbITh 3aKPBITHI CETKAMH HJIH PEIIETKAMH;

OTBepcTHsl BEHTHSIIIHOHHBIX CHCTEM 3aKPBIBAIOTCS METKOSYEHCTOH ITOJIMMEPHOM CETKOH.
O6cnyxuBanue oOpazoBaTe/lbHOH OpraHM3alMd IO JepaTH3allH W JIe3HHCEKLHH

OCYIIECTBIISIETCS CIICHHAIM3MPOBAHHBIMHM  OPraHM3allisAMH, HMCIOMIUMH JIMICH3HH Ha I[IpaBo
JACATCIIBHOCTH.



8. MeponpusiTast 10 HpPeIyNpPeKIeHHI0 BOSHHKHOBEHHSI H PacmpoCTpaHeHHs

OCTPBHIX KANMIEYHBIX HH(EKIHii B NHIEBLIX 0TPABJICHHI.

a. OO6BbEeKTaMH IIPOM3BOJICTBEHHOTO KOHTPOJS SBISAIOTCA: CHIPhE H pealusyeMasd
IPOJIyKITHA, BOJA BOJONPOBOJHAS, TEXHOJOTHYECKoe OOOpYNOBAaHHE, MHBEHTAph, PabOTAIOMIMMH
MIepCOHAI, YCIOBHS TPY/la paOOTHHKOB.

b. OnacHOCTh BO3JEHCTBHS HeOJaronpusATHRIX (HAKTOPOB IPOHM3BOJCTBEHHOH CPENBI -
ompezensercss HammumeM paboraromero o0opynoBaHHMs M (QYHKIMOHHPYIOIIMX 3JaHHH H
coopyskeHmii. B mporecce TpyIOBOil IeSTeIHOCTH PabOTHHKH MOTYT MOJBEPraThCs BO3ACHCTBUIO
CHEYIOMUX BpeIHbIX (PAaKTOPOB: (DH3MYECKHM Ieperpy3kaM OIOPHO-/BHIATENLHOTO armapara,
BO3/ICHCTBHIO HEGIArONpHATHOTO MUKPOK/IHMATA (BCe KATErOPHH PabOTHHKOB), EPEHANIPSIKCHHIO,
BO3/ICHCTBHIO XMMHYECKHX BEIIECTB, AC3MHOHUIHPYIOIIMX CPEICTB MPH HX NPUTOTOBICHHH H
npuMeHeHHH (KYXOHHBIH paboumii, MOHIIHK I1OCY /IbI)

c. [Tpou3BOICTBEHHBIH KOHTPOJIb BK/IFOYAET:

5.3.1. Hammume na npoussoacrtse TP TC 021/2011, odpuunanbHo M3JaHHBIX CAHHTAPHBIX ITPaBMIL,
CHCTEMBI MX BHEJIPEHHS M KOHTDOJIS UX PEalu3alliH, METOJOB M METOJMK KOHTPOJS (haKTopoB
cpejibl OOMTAaHHS B COOTBETCTBHH C OCYIIECTBIISIEMOMH JEHCTBATEIBHOCTBIO

5.3.2. OcymecTBiaeHne 1aGOPATOPHBIX HCCIEOBAHHI M HCIIBITAHMI: Ha paboYuX MecTax, ¢ LeJbIO
BIIMSIHHS IIPOM3BOJICTBA HA 3/[0POBbE YeNOBeka (CrelManbHas OLEHKa YyCIOBHI Tpyaa), ChIbS,
oy (habpuKaToB, TOTOBOH MPOIYKIIMH IIPH XPAHEHHH H peaId3alliH.

5.3.3. OpraHm3aliio MEJUIMHCKHX OCMOTPOB, NMPO(ECCHOHATLHYIO TNOATOTOBKY PaboTaroluX,
CAHMTAPHO-THIHEHHYECKOe O0yueHHe pPabOTHHKOB, CBA3aHHBIX C IPUTOTOBJICHHEM H pas[ader
ITHIIH.

5.3.4. KonTpoms 3a HaIM4YHEM CepTHPUKATOB, CAHUTAPHO-IIHIEMHOJIOTHYECKHX 3aKIOYCHHUH,
HHBIX JIOKYMEHTOB, IIOJATBEPXIAIOIIMX KadecTBO, 0€30MacHOCTh CBIPhsA, MOay(haOpHKaToB H
TOTOBOM MPOIYKIIHH.

5.3.5. Benenwe ydera W OTYETHOCTH, YCTAHOBJICHHOH MIEHCTBYIONIHM 3aKOHO/ATEIBCTBOM IO
BOIIPOCAM, CBSI3aHHBIM C IIPOHU3BOJICTBEHHBIM KOHTPOJIEM.

5.3.6. CpoeBpemeHHOe HH(MOPMUPOBAHME OPraHOB MECTHOIO CaMOYIIPABICHHA, OpPraHOB H
yupexIeHHH rocyIapcTBEHHOM CAaHHTAPHO-3IIHIEMHOIOrHYecKo# ciyx0n1 Poccuiickoit Deeparnun
0 CHTYAIMsX, CO3/IAIOIIMX YIPO3Y CAHHTAPHO-3IHIEMHOJIOTHUECKOMY 0/1aronoryyuio HaceIeHH .

5.3.7. BusyanbHbIH KOHTPOJIb CIICIHAIIUCTAMH 3a BBIIIOJITHEHHEM CaHUTapHO-
IPOTHBOIIHAEMHYECKHX (MPOPHIAKTHUECKHX) MEPONPHATHH, COOMONEHHEM CAaHUTAPHBIX MIPABHI,
paspaboTKoi 1 peasm3anueil Mep, HAPaBJIEHHbBIX Ha YCTPaHEHHE BBISABICHHBIX HAPYLICHHH.

d. Homenkiarypa, o0beM ¥ NEpHOJHYHOCTE J1abOpaTOPHBIX HCCIEJOBAHUE |
HCIBITAHMI ONpeIeNseTcs ¢ Y4eTOM HAIHYHS BPEIHBIX NPOH3BOACTBEHHBIX (haKTOPOB, CTENEHH HX
BIMSHUS Ha 3/0pOBbE 4YeNoBeKa M cpeay ero oOurtaHus. JlaBopaTopHble HCCIENOBaHHS H
UCIBITAHUS OCYIIECTBISIFOTCS ¢ TIPUBJICYEHHEM JIaO0paTOPHH, aKKPEJIMTOBAHHOM B YCTAHOBICHHOM
HOPSIIKE.

e IIpOoM3BOJCTBEHHBIH KOHTPOIbL 3a KayeCTBOM ITHINEBOH IPOAYKIHMH IOJDKEH

OCYIIECTBISTHCS B COOTBETCTBHH ¢ Hacrosei nporpammoil XACCII MBOY «HuxueHnapeikapckas
COLI».

8 H€06XO,II,HMBIC H3MCHCHHS, IOIIOJIHCHHA B HporpaMMy BHOCATCA IPH H3MCHCHHH
BHJA JCATEIIBHOCTH, Tpe6013a}1m71 3aKOHOJATC/ILCTBA HIIH APYTHX CYHMIECTBCHHBIX H3MCHCHHAX.

g. OTBeTCTBEHHOCTH 3a OpraHu3anyio U IIPOBEACHHE ITPOH3BOJICTBEHHOTO KOHTPOJIA 34
Ka4yeCTBOM IHIIEBOM OPOOYKIIHH HECET NHPEKTOP M JIMI0 HAa3HAYECHHOE 110 IIpHKa3y.



6. IlepeyHd J0KHOCTEH, MOMIEKAIMX MEIHIHHCKHM O0CMOTPaM H CAHHTapHO-
rHrHEHHYecKoMY 00y4eHHI0.

VupexaeHue B 00s3aTelbHOM MOPsJKE O00ECEYMBAET MPOXOKICHHE MEIMIMHCKHX
OCMOTpOB IIEPCOHATA B COOTBETCTBHH C NpHKasoM Mumsnpascoupassutust Ne 302-H 12.04.11r. u
CaHUTAPHO-THIHEHHYECKOe 00ydJeHHe NepcoHaa.

i IlepeyeHh BO3MOXKHBIX ABAPHITHBIX CHTYalHi, CBA3aHHBIX C OCTAHOBKOH
NPOHM3BOACTBA, HAPYHNIEHHSIMH, CO3JAIOIIHX Yrpo3y CAHHTAPHO-)IHAEMHOJIOTHIECKOMY

0/1arono.Ty4HI0 Hace/JeHHs:

% HeyOB/IETBOPHTEIbHEIE  Pe3yJIbTaThl  HOPOM3BOJCTBEHHOrO  J1abOpPaTOPHOIo
KOHTPOJIS;
v ITonyuenne cooGueHni 06 MHPEKIHOHHOM, NapasHTapHOM 3aboJieBaHiy (OCTpas

KHIIeYHas MH(EKIMS, BUPYCHBIA remaTHT A, TPUXMHEIIE3 W Jp.), OTPAaBICHHH, CBI3AHHOM C
ynoTpeOIeHHeM H3TOTOBIICHHBIX OMIION;

v OTK/IIOUEHHE 3JIEKTPOIHEPIHU Ha CPOK Oonee 4-X 4acos;
v HewncnpaBHOCTB ceTel BOJOCHAOKEHHS;

v HeucnpaBHOCTE CETEH KaHAIU3AIMH,

v HeuncrnpaBHOCTH XOIOAHIBHOTO 000PYI0BAHHSL.

Meponpuamus, npedycmampusaioujie 6e30naACHOCHb OKPYHCaloweil cpeosl:

VTum3aims MHIeBsx otxo/108 B coorBercTBuu ¢ CanlluH 2.3/2.4.3590-20.

2 Obecneyenue y/IOBJIETBOPHTEIBHBIX pe3yibTaToB IIPOM3BO/ICTBEHHOTO
1aGopaTOpHOro KOHTPOJIS MHMIEBOM MPOAYKIHH mocpeacTBoM cobmonenus tpebosannit CanllnH
2.3/2.4.3590-20, npunrmnos XACCII 1 TeXHHYEeCKHX pernaMeHTOB TaMOXeHHOro COI03a B YacTH,
Kacarolneiics 06pazoBaTeNIbHBIX YYPEKICHHHI.

3. 3akilOYeHHe JIOTOBOPOB HAa IPOBEJCHHE JIEpAaTH3AlMH M JE3HHCEKIHMH C
00pa3oBaTeabHOM OpraHU3auIMH, HMEIONIHMH JIMIIEH3HH Ha IIPaBO NeSTEIBHOCTH.

4. 3aKI0YeHHE JIOTOBOPOB ¢ 0OCIYXKMBAIOIIEH oOpraHu3anuel, obecneyuBalOMICH
HCIIpaBHYI0 paboTy BHYTPEHHMX ceTeil BOJOCHAOMKEHHs, KaHAIM3al[MH, OIIEKTpOCeTed H
000pyI0BaHHsL, X0JIOAWIBHOrO 000PYI0BaHHUS, BHIBO3 M YTHIIM3AIHIO MyCOpa.

3, 3aK/IIOYeHHE JOTOBOPOB C OpPraHM3alMsMH 3[paBOOXpPAaHEHHS 10 00eCHeYeHHIO
MEIUIIHHCKHX OCMOTPOB MEPCOHAA.

6. 3akmouenne noroopoB @PI'BY3 «lleHTp THrHEHBI H SHHIAEMHOJIOIHH» HA
obecnedeHns: CAHUTAPHO- THTHEHHYECKOTo 00yUeH s IIepcoHana 00pa3oBaTe/IbHOH OpraHH3alii.

L UHoe.

8. Bemosmnenne npuauunos XACCII
PykoBozctBo ObpasoBarensHoii opraunzanuu HazHavaet rpynmny XACCII, xoropas Hecet:

v OTBETCTBEHHOCTH 3a pa3paboTKy, BHeapeHHe W nomuepxkanue cucremsl XACCII B
pabo4yeM COCTOSIHHH.

v KaQ4eCTBO BBITYCKAeMOH MUINEBOM POLYKIIHH

8.1.  Ynens rpynmsl XACCII B COBOKYMHOCTH JO/DKHBI 00J1aaTh AOCTATOYHBIMH 3HAHMSMH H
ONBITOM B OOJIACTH TEXHOJOIHH YIPABICHHS KAyecTBOM, OOCIyKHBaHMs O0OpYHOBaHUSA H
KOHTPOJIBHO- HM3MEpPHTEJIBHBIX NMPUOOPOB, a TakKe B YACTH HOPMATHBHBIX M TEXHHYECKHX
JIOKYMEHTOB Ha IIPOJIyKIIHIO.

8.2. B cocrae rpynnsl XACCII momxHbl OBITH KOOPAHHATOP H TEXHHYECKHM CeKpeTaps, a
TaKKe, IIPH HeOOXOAUMOCTH, KOHCYJIBTAHTEI COOTBETCTBYIONIEH 00/1aCTH KOMIIETEHTHOCTH.
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KoopauHaTop BBIIOIHAET CIEYIONHe QYHKIHA:

dopmupyet cocTa pabodeil rpynIbl B COOTBETCTBHH € 0071aCThIO pa3pabOTKy;
BHOCHT M3MEHEHHs B cOCTaB paboueil rpyIbl B CIydae He0OX0IMMOCTH;
KOOpJHHUPYET paboTy rpyIibl;

obecrieynBaeT BEIMOTHEHNHE COTTIaCOBAaHHOTIO T1JIaHa,

pacnpezessier paboTy H 0053aHHOCTH;

obecnieunBaeT OXBar Beeil 001acTH pa3paboTKH;

npejicTaBisier cBoOOIHOE BHIPAKEHHE MHEHHI KaXKIOMY WICHY I'PYIIIBI;
JIe7IaeT BCe BO3MOIXKHOE, YT00bI H30eKaTh TPeHUH HIH KOHQIMKTOB MEXKIY WICHAMH

IPYINIbI X HX OJpa3Ae/ICHHAMH;

v

JOBOOHUT 10O HCTIOTHHUTENEH pelICHHsT TPYNIIBL; v MIpeacTaBJIdeT TpYyHOIIy B

PYKOBOJCTBE OpraHH3aIlHH.

8.4.
v
v
v

8.5.

B 00513aHHOCTH TEXHUYECKOTO CEKPETApsl BXOJIUT:
OopraHu3als 3ace/laHui IpyInbl;

perucTpanys 4IeHOB IPyIIIbl Ha 3aceaHusX;

BeJIEHHE MIPOTOKOJIOB PeIeHH, IPHHATBIX paboYel IpyIIoH.

PykoBojmctBo  OOpasoBaTelbHOH — OpraHM3allMd  OOecIieurBaert:

[IpaBribHBIE MPOU3BOACTBeHHBIE TeXHONOrHH (GMP)
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v
8.6.

[Momenenus (XapakTepUCTHKA, IAHHPOBKA)

OcHaleHue U mpeaMeThbl

I[Tpoueyps!l Ha MPOTSHKEHHH ITOTOKA MPoIlecca, BKIOYas yIIydlIeHHe
KoHTpoJIb poayKiuy (BXOHOMH, B poIiecce, OKOHYATEIbHBIH)
JlokyMeHTanus

Momnurtopusr TpeboBanui

OOyuenue nepcoHaia

IpaBuineHble Texnonoruu rurvensl ¥ (GHP)

CaHuTapHO-THTHEHHYECKHE COCTOSHHE H YOOpKa MOMEIIEHHH B 000py10BaHHs
coOJIIO/ICHIE CAaHHTAPHO-THIHEHHYeCKIX TpeboBaHuii B mporecce nmpoussoacTsa [1I1
['uruena nepconana

IIpakTHYecKoe ¥ TeopeTHYecKoe 00yUeHHE 110 THIHEHe

PyKOBOJICTBO H COTPYIHHKH 00pa3oBaTeIbHOH  OpraHHM3aliMu C IEJIbHO

HEZIONYILEH!S HEeY/IOBIETBOPHTEILHOTO KaUYeCTBA BBIIIYCKAEMOH IMHIIEBON

npoAykuud  uenomasior  tpeboBanus CanlluH 2.3/2.4.3590-20.

9. loxymenTtanus nporpammbl XACCII

Onuum w3 npuniwnos mporpammbl XACCIT sBusiercs obecrniedeHHe JIOKYMEHTapHOIO
KOHTPOJISl HA TMPOTSHKCHHH BCEro Ipollecca HM3rOTOBJIEHHs IHINEBOH MPOAYKIMH H KOHTPOJIS
TmpoImecca B BBIIETEHHBIX KOHTPOJBHBIX TOYKax, a mMeHHO nokymenTanus XACCII sxmouaer B

ceds:

9.1. Joxkymenmayun npozpammovt XACCII oonxncna KO AMmb:

v
v
v

MOJUTHKY B 00J1aCTH KayecTBa U 0€30MaCHOCTH BBITYCKAEMOH MPOAYKIIHHA;
npuka3s o cozganuu u cocrane rpynnbsl XACCIT,

uH(OOPMAIHIO ) NPOAYKIHH  (COMPOBOAUTENBHAS JNOKyMEHTAIHs

XpPaHHTCH Ha CKJiaJe lIII{OJ'IbI);




4 HH(OPMAIIHIO O TPOH3BOJICTBE;

v orgerst rpynmel XACCII ¢ ofocHoBaHMeM BbIOOpa TNOTCHIMAILHO ONACHBIX
(aKTOpoB, pe3yIbTATAMH aHAIH3a PHUCKOB M BBIOOPY KPHTHYECKMX KOHTPONBHBIX TOHUCK H
OIpeie/IeHHIO KPHTHYECKHX ITPE/ICNOB;

v pa6oume mmctel XACCII;

v IpoIeypbl MOHHTOPHHTA,

¥ [pOLIE/YPHI MPOBE/IEHNs. KOPPEKTUPYIOIMX JeHCTBHI; ¥ IporpaMMy BHYTPEHHEH
nposepku cuctembl XACCIT; v nepederb pernCTpaHoHHO-y4eTHOH TOKYMEHTAIHH.

9.2. Ilepeuens hopm yuema u OMUEnHOCHU HO 60RPOCAM OCYULECMEIIEHUA
HPOU3600CMBEEHHO20 KOHMPOIA:

L JKypHan Opakepaxka CKOPOIOPTSAIIMXCS MNHUIIEBBIX MPOAYKTOB, MOCTYNAIONIMX Ha
nUImedI0K

2. Kypran Gpakepaxka roToBoii NHIEBOH (KyJTMHAPHOH) HPOIYKIHH (C OTMETKOH
KauecTBa OPraHOIENTHYECKOH ONEHKH Ka4ecTBa TOTOBEIX OO/ M KyTMHAPHBIX H3/ICIHii)

3, JKypHan npoBe/ieHus BATAMHHH3AIMH TPETHHX U CIIAAKHX OJI0N

4. XKypuan ygera 1ab0opaTOpHOr0 KOHTPOJIs MHIIEBOH IPOAYKIHH

B T HrUeHUYecKril XKyPHA yUeTa pe3y/IbTaToOB MEAHIMHCKIX 0CMOTPOB PaGOTHHKOB (B
T.4. CBA3aHHBIX C pa3/iadeil MHIH)

6. [ UrueHHYecKHii )KypHaI (COTPYAHHKH)

7. JInuHBIe MEIUITMHCKAE KHIKKA KKI0T0 paboTHHKA

8. JKypHan yyera BKIIOUCHHs GAKTEPUIHIHOM JIAMIIBI B XOJIOAHOM LEXE

2. AxTBI 0T60pa P06 | MPOTOKOJIBI TA00PATOPHBIX HCCIIEA0BAHUM

10. JloroBopa H aKThl MpHEMa BHIIOIHEHHBIX paboT MO J0roBopaM (BEIBO3 OTXOJOB,
JilepaTH3aIHMs, Te3HHCEKIHS)

}1. JKypHan ydera TeMIeparyphl B X0JIOHIbHAKAX

12.  JKypnan y4era TeMIepaTyphl U BJIaKHOCTH BO3J(yXa B CKJIQJCKUX NOMEIIECHHAX.

13, XKypuan ydera ne3suH(eKIMy U IepaTH3aliH
14.  JKypHana KOHTpPOJIsi CAHHTAPHOTO COCTOSHHS IMUIEOIOKH | KIIa/I0BOH
15. XKypuan mouuropunra no npunimnam XACCII

16. XKypuai 061ecTBeHHOTro KOHTPOIIS 38 OpraHA3alHel MHTaHus

[punoxenue Nel.

«llepeuens 3akono6, OelicmeyOU{UX CAHUMAPHbIX NPABUT,
2UZUEHUYECKUX HOPMAMUBOE U HOPMAMUEHO-RPABOBLIX AKMOE).

Haumenoeanue HopmamugHo20 00KyMenma Pezucmpayuonnorii
HoMep

denepansubiii 3akon No 52-03 PO ot 30.03.1999 1. Ne 52-@3 «O
CaHHUTapHO-
IMUIEMHOIOTHYECKOM
Onaronony4nu
gacenenus» (11, 15,
17, 22,24, 25, 28,29,
34, 35, 36, 40)




denepanbubii 3akoH Ne 184 -@3 «O TexHHYECKOM
peryIupoBaHHH» (B 4YacTH crateit . 20, 21, 22, 23,24,
25.26, 27, 28, 29, 32,33,34,36,37,38,39, 40)

No 184 -3

Texuudeckuii peraaMeHT TaMOKEHHOTO CO03a
«TexHHUYECKHI perlaMeHT Ha COKOBYIO ITPOAYKIIHIO H3
dpykTOB H OBoOLIEl», yTBEPXKAEHHbIH PerenneM
Komuccuu TamoskeHHoro coro3a Ne882 or 09.12.2011 (ct.
1-crt.29)

TP TC 023/2011

deepanbHli 3ak0H 0T 24.06.2008 r. Ne 90-03
«TexHHYECKH periaMeHT Ha MacI0XUPOBYIO
npoxykmuio» (ri.l cr. 1,2, 3, 4,rn.2cr.5,6,7,rndcr.2l,
22,23, 24, 25, 26, 27)

Ne 90-@3
0124.06.2008 r

TexHUYECKHH perIaMeHT TamoXeHHOro corosa «O Oe3omacHOCTH
Msica ¥ MSICHOH MPOJIYKIMHY, YTBEPXKICHHbIH PemenunemM Komuccuu
TamoskeHHOTO cor03a oT 9 okTa0ps 2013 r. Ne68 (ct. 1 - 151)

TP TC 034/2013

TexHUUYECKHil perTaMeHT TAMOKEHHOr0 coro3a «O Ge30macHOCTH
MOJIOKa H

MOJIOUHOM TPOAYKIMM», yTBepx/aeHHbII Pemenuem Kommuccnn
TamoxkeHnHOTO coto3a oT 9 okTa0ps 2013 r. Ne67 (c1. 1 - 115)

TP TC 033/2013

TexHuuecKHi periaaMeHT TaMOXKEHHOro Co03a «TpeboBanus
6e30macHOCTH MIHIIEBBIX no0aBoK, apoMaTu3aTopoB H
TEXHOJIOTHYECKUX BCIIOMOTATENBHBIX CPEACTBY, YTBEPIKIECHHbIN
Pemennem Komuccun TamosxenHoro coro3a ot 20 mrons 2012 r.
Ne58 (cT. 1-12)

TP TC 029/2012

®enepanbHOro 3akona ot 12.06.2008 r. Ne 88-®3 «Texnuyecku
peraamMeHT Ha MOJIOKO M MOJIOUHYIO MPOAYKIuio) (Ii.1 ct.3, 4, rn.2
cr.7, t6 cr.17, 18, 19, rn.9 cr.24, 25, 26, r. 10 cr.27, 28, rn.ll
cr.29, 31, 32, 33, 34, rn.12 ct.35, 36, 37, 38, 39, rn.13 cr.4)

Ne 88-D3
12.06.2008

I.

oT

«CaHATapHO-3MHIEMHAOIOTHYeCKHe TpeOOBaHUs K OpraHM3aluu

Ne2.3/2.4.3590-20

OpraHu3anusM, OCYIIECTBISIONNM MEIHIIHHCKYIO JICATEIbHOCTE (B
4acTH, Kacarouieics mKo)

®enepanbHblil 3ak0H «O BHECEHHH H3MEHEHHH W JIOTIOHEHHH B
sakon P® «O 3aumure npas norpebuteneit» u Kogexe PCOCP 06
aIMHHACTPATHBHBIX [IPABOHAPYILIEHUAX

OOIIECTBEHHOTO IHTAHHS HACENCHHs» B YacTH Kacaromencs 27.10.2020
00pa3oBaTeIbHBIX OpraHH3alnii
CanlluH  «CanutapHo-smumeMuosiorndeckne  tpebopamus  k | 2.1.3.2630-10

L L

@3 No2 ot 09.01.96r
(pen. ot 25.10.2007)

denepanbubiii 3akoH «O KadecTBe U 6€30MIACHOCTH MHIIEBbIX
IPOIYKTOBY

®3Ne29 ot 02.01.2000r

«O6 yTBepKIeHNM NepeydHeli BpeTHbIX U (MIIH) ONAcHbBIX
IIPOM3BOICTBEHHBIX (haKTOPOB ¥ pabOT, IPH BBINOIHEHHH KOTOPBIX
IIPOBOJIATCS MIPE/IBAPUTENIBHBIE U [IEPHOTHIECKAE METUIIHHCKHE
ocMOTpHI (00ciIeIoBaH:sA), H TIOPSJIKA IIPOBEICHHS IPE/IBAPHTEIBHBIX
¥ IEPHOIMIECKIX MEIUIMHCKAX OCMOTPOB Pa0OTHHKOB. 3aHATHIX HA
TSDKENBIX paboTax ¢ BpeIHBIMH H (HJIH) ONIACHBIMH YCIIOBHAMH TPY/a»

[ [prkas
Munszapascornpa
3BuTHs PO

Ne302-m ot 12.04.11r




«O mpodecCHOHATBHOH TI'MTHEHHYECKOH MOATOTOBKE H arrecramun|IIpukas M3 PO Ne229

(Mpo(HIIAK THYECKHX ) MEPOIPHSTHI

TOJKHOCTHBIX JTHII ¥ paOOTHHKOB OpraHU3aluH» ot 29.06.2000r.
«Opraau3anysi ¥ IPOBEJCHHE MPOM3BOJCTBEHHOIO CIT 1.1.2193-07
KOHTpOJIsi 3a COONIO/IEHHEM CAaHWTapHBIX NPAaBHIl H 0127.03.07r.( ¢
BBIMOJIHEHHEM CAHHUTAPHO- IPOTHBOSIIHIEMHYICCKHX H3MEHEHUS H

nonosineHusaME No 1
Kk CIT 1.1.1058-01)

MHIIEBBIX IPOJYKTOB C H3MEHCHHAMH W JOMOJIHEHHAMHA

I'uruenndeckue TpeOGoBaHMs O€30IACHOCTH M MHIICBOH LEHHOCTH

CanlluH 2.3.2.2722-
10  ([dononHeHus
waMeHenus Ne 19 K
CanlluH 2.3.2.1078- 01)

H

«'urneHnUecKre TpeOOBaHUA K CPOKaM FOJHOCTH U yCIIOBHAM
XpaHeHHs MUIIEBIX IPOYKTOBY

CanlluH 2.3. 2. 13244
03

«CaHATapHO-3TIH/IEMHOJIOTHYECKHEe TPeOOBAHHS K IPOBEICHHIO
JiepaTr3almy

CI13.5.3. 1129-02

«CaHHTapHO-31H/IEMHONIOTHYECKHE TPeOOBaHHS K OpraHU3alny U
OCYIIECTBJICHHIO Ie3HH(PEKIIHOHHOMN JeSTEIbHOCTH

CI13.5.1378-03

«[TpodunakTHKa calbMOHEILIE3a)

CII 3.1.7.2616-

10 C U3MEHEHUAMH H
TOTIOTHEHUAMHA

«ITpodunakTHKa HEPCHHHO3a»

CI13.1.7.2615-10

n.a.3.1-3.41)

CaulluH «uruenndeckne TpeGoBaHHs OE30IMACHOCTH M [HIICBOH
[IeHHOCTH MHMEBBIX mpoaykTosy (p.1 mm.1.1-1.4, p.2 mm.2.1-2.29, p.3

2.3.2.1078-01

BOJBI ILEHTPaJIH30BaHHBIX

Ge30MacHOCTH CHCTEM ropsiero BojocHatkenus» (m.m. 1.1 -4.9)

CanlluH «IIutheBas Boja. ['urnennyeckne TpeOOBaHHS K KauyeCTBY
CHCTEM TIMTHEBOTO BOJOCHAOKEHHS.
KouTtpons kauectBa. ['mrueHumyeckue TpeOoBaHHS K obecrieuyeHuIo

2.1.4.1074-01

CaulluH

0GOpYIOBaHHIO, COEPKAHMIO H PEKHMY PaGOTHI PAIEUHBIX) (ILIL.
1.1-4.10)

«CaHUTApHO-OMHIEMHONOTHYeCKHe  TpeboBaHust K

2.1.2.2646-10

CIl «CaHHTapHO-3MHIEMHONIOTHYECKHE TpeOOBaHUA K
nposesieHmio aepatusamam» (p. 1 mar.l.1- 1.2, p.2 mn.2.1-2.7, p-3
n.m3.1-3.3. p4 mn4.1-4.7, p.5 n..5.1-5.7, p.6 n.1.6.1-6.4)

3.5.3.1129-02

p.2 mn.2.1- 2.23, p.3 m.n.3.1-3.9, p.4 m.n.4.2);

CI1 «CanuTapHO-31HIeMHOIOTHYecKHe TpeOOBaHU K OpraHH3alui 1
OCyIIECTRICHHIO Ne3uH(eKIMonHol nesiresbHocTH» (p.1 mml.1-1.4,

3.5.1378-03

CI1 «O6mme TpeGoBaHHS TO NPOQHIAKTHKE
napasuTapHbix Gonessei» (m.m. 1.1 -20.3)

WHQPEKINOHHBIX M|

3.1./3.2.3146-13

CaulluH «IIpodmnakTika nmapasuTapHeIX OONE3HEH Ha TEPPHTOPH
Poccuiickoit ®enepanum» (m.m. 1.1-3.5)

3.2.1333-03

[

CII «IIpodmnaktuxa udrepur», myHkTs 1.1-15.5., npunoxenus NeNe

3.1.2.3109-13

CI1 «ITpoduiakTaKa CTPeNTOKOKKOBO# (rpymisl A) uH(eKimmn» (ILIL.
1.1-10.3)

3.1.2.3149-13




CIT «ITpoduiakTaka KIEmeBoro sHuedamuray (p.1 mm. 1.1-1.2, p.2
m.2.1-2.3.11, p.3 m.3.1- 3.7, p.4 m.4.1-4.10.2, p.5 n.5.1-5.8, p. 6
m.6.1-6.13, p.7 nn.7.1-7.5, p.8 nm.8.1-8.6, p. . 10.1-10.5)

3.1.3.2352-08

CII «ITpodunakTuka KOKIromay, myHkTs! 1.1-10.2., mpuioxkenus NeNe|3.1.2.3162-14

1-3

CII «ITpounaKTrka KOPH, KPaCHYXH H STHIEMHIECKOT0 MapoTHTA» 3.1.2952-11
(MyHKTBI

1.1.-8.4, npmnoskenus NeNe 1,2,3)

CII «IIpodunakruka BupycHoro renarura By (mw.m. 1.1.-11.2) 3.1.1.2341-08
CII «IIpopunakrrka BEpycHOro renaruta C», MyHKThI 1.1-12.4, 3.1.3112-13
NPHIIOKEHHS

NeNel, 2

CIT «IIpopunaxrrka BUU-undexipmm, myHKThI 1.1-9.8 3.1.5.2826-10
CII «ITpodunaktuka suTepodmosay (m.m. 1.1-8.3) 3.2.3110-13
CII «ITpodunakruka TyGepKynésay, myHkts 1.1- 15.4 3.1.2.3114-13
CII «ITpoduaKTAKa OCTPBIX KHIIEUHBIX HH(eKIHi» (1.1 1.1-11.3) |3.1.1.3108-13
CII «IIpopunakTuka nepcuunosay (m.um. 1.1-9.3) 3.1.7.2615-10
CII «ITpodunakTuka canbMonemiesay (m.m.1.1- 10.3 3.1.7.2616-10
CII «IIpodunakTHKa IPHNNA H APYIHX OCTPBIX PECHHPATOPHBIX 3.1.2.3117-13

BUpycHBIX rHeKuui» (.. 1.1- 13.3)

CIl «Opranu3zamysi ¥ IPOBEJIEHHE [POM3BOJACTBEHHOTO KOHTPOJIA 32 1.1.1058-01

cOOJIIOIEHHEM CaHHUTAPHBIX I[PaBAI H BBIMIOJTHEHHEM CaHHTApHO -

TIPOTHBOIIMIEMHYECKAX (IIPODHIAKTHYECKAX) MeponpHsTUily (1.1
1.5,2.4,2627)

CanllnH «Hruenudeckne TpeGOBAHHS K YCJIOBHSM Tpy/a xenmun»(2.2.0.555-96

(pasnmensr 1,2, 3, 4, npuioxenue 4)

®eiepabHBIN 3akoH «O canuTapHO-smHAeMuOsorHdeckom| Ne52@3 ot 30.03.1999

O1aronoIydHH HaCceICHHI)

CanlluH  «'uruenuueckue TpeOoBaHHA K  €CTECTBEHHOMY,
HCKYCCTBEHHOMY W COBMEIIEHHOMY OCBELICHHIO JKHIBIX H
obIecTBeHHEIX 3qanuiy» (.. 3.1-3.3, Tabmna Nel,2)

2.2.1/2.1.1.1278-03

npuka3 Munsgpasa P® «O06 yTBepKICHHH HAIHOHAIBHOTO
KajdeHaaps  NPOQHIAKTHYECKMX  IPHBHBOK M KaJCHAAps
npodHIAKTHYECKHX TPHBHBOK II0 OSNUIEMHYECKUM IIOKA3aHHAMY,
npunoxenue 1

Ne 125- 1 ot 21 Mapra
2014r

Texunyeckuii permament TamoxeHHOro coro3a «O Ge30macHOCTH
ynakosku» ot 16.08.2011r Ne769

TP TC 005/2011

Texungeckuii pernamenT TamoxeHHOTO coro3a «luiesas npoxyKIMs TP TC 022/2011

B 9acTH ee MapkupoBku» o1 09.12.2011 Ne881

Texunueckuit pernament TamoxkeHHoro coosa «O 6830HaCHOCTiIJ TP TC 021/2011

MHINEeBOH NPOAYKIHH», YTBepKICHHBIH PermeHnem Komuccu
TamMoxkeHHOr0 C0103a OT
09.12.2011 N 880

N N




I[Ipukas Munsapasconpassutus  Poccun  "O6  yTBEepiKACHHH
HAIMOHATBHOIO  KajeHmaps NpOoMHIAKTHYECKHX I[PHBHBOK H
KaneHjaps NpoQHIAKTHYECKHX IIPUBHBOK MO  OMHJICMHYICCKHM
nokazanusM" (B rocyzapcTBeHHOH DPETHCTpAllHH HE HYXKJaeTcs. -

[Mucemo Mumtocta Pocemmu or 17.02.2011, permerpaumoHHbii N
01/8577-1K)

N 51 o1 31.01.2011

EnweBle  CAHHTAPDHO-MHAEMHOJIOIMYECKHE W THIHEHHYECKHE
TpeboBaHHs K  TOBapam, MOUIeKAIMAM  CAHHTApHO -
SIHIEMHONOTMYECKOMY ~ HAu30py,  yTBepXkAeHHble  PemieHueM
Komuccuu TaMmoxeHHoro coro3a ot 28.05.10r. Ne299.




