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Mpeaucnosue

oo ipWALMT CTaHAIPTIAIaLIAN B POCCHACKOR DEREDaLIANYCTAHOBTIGHs) DOAEPATHLN 3aKOHOM OT
27 eKa6ps 2002 1. Na 184-D3 «O TEXHAMGCKOM DEryTMDOBANHY, 3 DABHT MDHIMGHEHH KaUKOKANOHX
CrangapToe PoccHictoi Geaepaun — FOCT P 1.0—2004 «CTalRapTHSALMS & POCCAICHOR DeAPaLH,
Ocomise nonoeNuR

Caenenn o cranaapre

1 NOArOTOBIEH NabopaTopHe oG et KnHKo-naBOPaTOPHOR AUAMOCTIM FOY BIO elockoa-
@R MeaMLINCKan axanew R . V.M. CeueHoa POCIpasay Ha 0CHOBE COBCTEKHOMD 2yTENTIHOTO Nepe-
5OA Ha PYCCIUAA ASLIK CTAWAAPT, YKTAMNHOTO B ywTe 4

2 BHECEH Texuuiecku xomuToTOM 10 CTawaapTisauyin TK 380 «MOQMUMHCKAG IZ0MNA A5 AHar-
Hoctmin viro

3 VTBEP)IEH M BBEAEH B IEVICTBUE Npukaom G0AEpaNsHoro arenTCTaa 10 TexHeckomy
PerynHpORaNHO U METRONOM PocCHACKDH GeRepaL OT 12 HoAGPA 2010 . N 446-T

4 HaCTOALAH CTaKAGPT WIGHTIYeH MEAIYHaPOAHOMY CTaHTapTy EH 123221999 asgerma wepunn-
X 1713 AHATMOCTINA I V. TIMTATEIIbHSLE CPOE AN MAKDOBHOTOTA. KDHTEPUI Gy HKUMORaN S XaPaK-
TepuCTI niraTenuHLx cpe (EN 123221998 ain vilro diagnostc medical davices — Cullure media for
microbiology — Performance criteia or culture media»).

TIpH TpHMENEHH HACTOALLIGTO CTaHAGPT PEXOHEHAYETCA HCIIONs 0BT BHECTO CCHITONHBIX MEXAYHA-
ORLIX CTaKI3PTOB COOTRETCTEY0UIME Wit HAUMOHATOHSSE CTaWAATH POCCHACIOH QeASpaUM 1 MEXTOCY-
BPCTOGHH® CTaNRAPTS, CBEIOHHS O KOTOPLLX IDHBBONS B AONORHHTENHOM NPATOX @A A

5 BBEIEH BNEPBLIE

Vipopiuauus 06 USMNSHUSX K HGCMORLGMY CTIGHOBDIY NYGMUKYSIICH @ GX6200HO U30ABI0UOM
UNGOPMALIUONHON yXE38Men HaULOHaITSHAE CIHDBPM:L», 3 MEKC USMONGHLI UTONpAGOK — @ BHGHG-
MO L303GOMBIX UNGDOPMALLUONBLX YKaSaI6F «HaLUONBLHbIG CTIaH3PMbls. B CTy4a0 HPeCHOMpa
(32146Hb1) U7 OMINGHSL HAGOSUE20 CIaHD3PITa COOMGEICTEYOUO8 YBOOOMIIEH4O 600 ONYGTUKOaHO
8 GHOMCHHH0 UI0ABAGHON LHODMAULOHHOM YKG3ATENS «HAULONaITSH CTaHOapMbi». CoDMeBICey-
10425 LHGPODIMALLUS, YGOOOMIIGHUO U MOKCTSI PASNLLAIOIC MAKKG & UNGPOPNAUUONHOL CUCTIEME 0BE20
00M53068HUS — Ka OAPULUATIHOM CLIMO DTGPANLHO20 T2GHTICIGA 10 MEXHLECKOMY PO2YTUPOSIHUI U
empano2uu ¢ comu mepHom

©Crauzaprundopw, 2011

HaCTORLIM CTaHAADT H MOXGT BT NOMHOCTAIO M UCTHAHO BOCTPOSBAGH, THRAXUPOREN U PAC-
POCTPaIGN B KaHECTBE OCPULLAANLHOTD H3AGHIR 63 PaSpeLLCHYA DSAEPANHOTO ATEHTCTE N TexMIECKD-
4y POrYUPOBNIO U METPONOTMA
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Conepwanme

1 OBnacrs npuweHeNus
2 Hopuamuassie couinin
3 Topuunbs wonpogernus
4 Ouoa ywwoNanLHbX XaPaKTEPHCTHE
4.1 Obume KpuTepuy KavecTea.
42 Kowrponsieie wrans:
4.3 MupoSuonoriece KuTepu KavecTsa
4.4 OUEHK yHIHONATLHSIX XaPaKTEPHCTK U UNTOPIPETaUMS PEyLTATOR
5 Vibopuaus, 1peaocTaBNRewas WIrOTOBMTENOM.
6 Rogmenrauus
TlpunowsHHe A (c1paBOHOE) PYKOBOICTEO 10 COXPAHOHHIO CORSPXENMO KONTPOLHUIX LITaMNOS
Mpunowenwe B (crpasownoe) BGTHOTpadMS
MlpunoweHwe ZA (cipasosoe) COOTSETCTEME pa3fencs M NOADAYASNO8 KACTORLLETO CTaNAApTa
‘OCHOBMM TPOGOBaHMAM EBPONOACKOR [IApeITUBL 7
Tipunoweine [IA (c1pasoxHoe) CeRemys 0 COOTBRTCTOMN CCMNOUHSX MXIYHAPONLIX CTaHGAPTOR
COMOAMM HALIHOHAHbIM CTaA3PTaM POCCHACKOR DOREpaLA 7
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Baenetme

B MAHPOBHOROISCKOM NABOPATOPHA MHOTHE TECTSI U NpOLIGAYPA 3aBHCAT O NOCTORNCTEA COCTaBa
UTATGILHLIX e Ny BOCTPO3BOZMMBIX PE3YIISTTOR P KX TIPUMEHERYA. COTHM BOpMY™ CocTasa
CYHUXTATO X CPOA AOCTY b Ha DbIHKG LG GOTLLIGS 4ACO CPOA, PAOPABOTaHHLK AN COUATEMSX
OTPOBHOCTOH Ky THBHPOSAHI: MUFPOOPIZHHIIOS, OTMCANS! B TUTEPaTyPe. KpOM TOTO, B KIHHHHOCKHX
pOMBILTOHHbIX NAGOPATOPHSX BHPALMBAIOTCS MKOTHE OBLOKTH W IPOAIBOZNTCH BHCTPGE 1 4yBCTOMTENS-
H00 OGHapyKEHA? HIKPOODFHA3MOD. TPOGOSaHIS KIIUTaTeTIsHOR CPORE CTIOLIGH-MH:I 8 OTHOLIEHAH KIKDO-
6, Tak u MHKDOODIaNHIA.TTODTOMY KCTAKAAPTUSOBIHAHLIGN NMTTELHAIO CPE/IN SBAOTCS OBS3ATNLHUMN
VTORMEM A5 10GOTD HAREXHORD AKPOBHOROTHHGCKOTD HCENAORaNMA (. NpuAOX@NHG B 1] nepeocTs
EKIOB SHaEHAE MMEET OTPEENEHAE OGBEKTOR i KPHTEPYISE NPEATONATaCKLX DyMKHONaISHbIX XaPAIT
DHCTUK PUTaTE oM Cpn,. OTIPOAENONHS cDyHKLIOKALHbLX XaDaKTEPHCTHX HEOBXORMMO A KOMMEPHECKH
PPIOTOBeHHLIX THTaTenbibix Cpe. 1A NUTATeNoHbLX CPOR, H3IOTaBNSAGHsIX 8 NABOPATOPHH, BHYTPATa-
6OPATOPHLI KOHTPOITL K2HECTEA OCYILGCTRNAGT ROTDOGHTET:

XapaKTepUCTHAH KEHECTEa PUTATEHbIX CPR HOOBXORMML A5 NIOMYEHAS CPABHAINLIX TPORYITOB
IHTATOHLX CPOZ ORHOTO W TOTD X THTA, HO3ABHGANO OT X UCTONHMKA. KEOUE TOTO, 3T KPWTPHM HOTYT
LT CTONb30BaHS! BCEM WHKPOBHONOTMGCKNIH ABOPATOPWI AN OUEHKH THTATEALHbD WA Conex-
THBHAIX CEOACTa HORX MHTTEINLHSX CPEA.

M0 KDHTEpHI Y HKLIAOHAIILHX XPAKTOPHCTI KOG TDHBOCT K IPOAISOCTBY WITOTOBHTOR-
MM (CTANABPTIIORANLXD TPORYITOR A yHEHLLLMTL HOOBXORUNOCTS BLINGANEHAA & NABOPATOPUAX TECTURO-
2R KOMMHEPHOCIHX THTATEbHEX CPO.
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HAUWOHANLHLIM CTAHARAPT POCCUACKOW OEREPAUMYU

V3ENMA MEOVUMHCKAE NSt AMATHOCTUKH IN VITRO

TluraTonbHbio Cpob! ANA MHKPOGHOROrMM.
KPUTEPIMH chyMKLIUOHAHLIX X3PAKTEPHCTK NUTaTELHBIX CPOR

i tognostic medleal devicss. Cultura mediafo mirobioigy.
Perormance crtans for cuturs media

1 OBnacts npumenenus

HaCTOALIMA CTaNIAPT YCTaKABAMBIET TPOGOBAHNS K (bYHILIKOHATHbIM XGPaKTOPHCTUKA PUTATerS-
HbiX e, DO OTHOCHTCR K NPOCAEXHSAGHOCTH, CPABHAMOCTH, BOCTIPOHIBOLMMOCT  MDAIOZHOCTM TTa-
O CPGR, HETOLY oMLK B MHAKOBHOOT4ECHIX NaBOPATODHSK. LaHHLIE XaPAKTEPHET KN A0CTATaIOTCH
1PH MIDUIMEHG A DATEPHGE KaHECTE, YKa3aHNLIX B KACTORLLOM CTaHIaPTE.

HaCToALIMA CTantapT npueH K

2) KOMMGPHGCKM OPTaHASALIEM, PACTPOCTPaHSIOIAM MATATONHA CEAI B MAKDOCHONOTAECKAK
~PaGOpATOPUSLX B FOTOBOM K yTIOTPEGIONO (POPIWE KaK CYXHE CPebl W KaK TOTOBME K IDHNGHENWD CPeRb:
(EH 1658:1996, nonpasnen 2.5);

b) HEKOMHEPHOCIHI OPIaHHSALUASM, PACTDOCTPANSIOIN GO B CBOA HECTHUIG OTACTENAS,

) NA6OPATOPMSM, FOTOBSLLAN IMTATenbHbSE CPeRs A5 COBCTEGHHORD HCTIONL30BaNHS.

(CPpeRs A7A YL THBHPORANH KNGTOK H OTHOCATCR KOBAACTH NPUMEHGHIR HACTOALLGTO CTANABPT.

2 HopmaTuHbIe coainki

B HaCTORLLOM CTaHAAPT UCTONbIORAHS! CCLIMIA Ha CRORYIOLNG CTaNAZPTL:
EH 1650:1995 MoauUHCKHe UaAGMA AT AWATHOCTA i Vilr. [WATSTeNLHE COoAs ANA MAKPOGHO-
~norw. Tepunss wonpesenenss:
EH ICO 8402:1996 MenomevionT kasecrsa n oBecresonne avecrsa (CO 8402:1995)

3 Tepmuni u onpeaeneHus

B MACTORILOM CTaWIAPTO NPWMEHONS CTIORYIOLIAG TOUINYI G COOTBOTCTBY OLLNM OTPEIOnEHMTI

5.1 napTn (cepu) nuTaTenLuix cpea (batch of culture media; ot of cuture media): MomkocTionpo-
CROXHBaONaR NaPTHS MATEpHAa, TPECTBNAIOLAR COBON ONPEENIOHHOR KOMHECTBONONyBABAKATa Wik
£0TOBOTO NPORYXTa, RBAOLLEIOGS OFMOPOABIM 0 TWITY ¥ K2HECTBY, COOTBETCTBYOUIGTD POKIBORCTEEHHIM
TPEGOBaHH (KOHTPOTIO POLECCa NIPOWIBOICTa)  TGCTaM KOHTPOT KAHECTS, TPOHIBEEHHORD S TEHEHHE
‘ORHOTO ONPOAEIIEHHOO 1BPHORA NPOWIBOLCTEA 4 KOTOPOMY NPHTIHCAH OFH HOMED IaPTHM (CODHH).

3.2 KOHTPOML M Tama (COnrol sirain): MKPOOPTaHHM, NDHHEHSOMBA 475 OLGHEY MUKDOGUORO-
460X KADAKTOPHCTHK NHTATOHOR CPOIS.

3.3 pothopeTHAIA LITaMu (POOEHC-LITAMM, STanOKMLIA WTaw) (eference strain): Mukpoopra-
WA, OTIPOAEIIONHIA, NO MEHS.LER PG, 70 YPOBHS POLa W BALA, SKIIOSHNLIA 8 KATATOT # OTCAHHMIA &
CooTBeTCTBUN G 010 XapaxTepUCTHKANM.

[—
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3.4 podbepenuit (pedbepencibi) oBpasew (referance siock): MapTis eMKOCTel, noMyEHHLX
YTEM 02100 0GRS 3 PECYEPENTHOTO ITaMa (pechepeHG-LTaMI), U MHOKECTEO GHKOCTEH S ORHOA
7Ot 0 NPT POCDEPONTHOTD LITaNN (PEHOPEHC-LITaNMA) OT NOCTABLLNKA.

35 0Bpa3iionan KynuTypa (stock culture): CykymbTypa(si) w3 pechepenTHOrD 0GpasLa.

35 paGouan kynkTypa (working culture): CyBxysTypa O6pa3LOBOH KYASTYpS.

4 OlieHKa (hyHKUMOHANLHEIX XAPAKTEPHCTHK

41 O6uo KpuTopuM KavecToa

15 1143 4 4 © — HACTORLAWS CTARAIPT Ko TPORYCNATPHOET ASTATLHOS CANERIHS TPBRTHIN MOHEAKIHHTS
BNOCTER NP APEUSBOAC TS0 TaTENHLIX CPEA, KG7OP0S NPEACTARNEH B ADYFWE HETOSHAE (cu. NOWTORGHHG B (11171
[ERptte

CIIGAYTOTMETHTS, TO B COOTBBTCTOMI C HEKOTODSMM CHCTOMNM NEHOIXBHTa KINOCTEA, UCTONs3Yo-
MM FarOTOBMTNAMM (cornacio EHVCO 9001 4 EH 46001 waut EH MCO 90021 EH 46002), nowo ouenin
MUKOBHOTIOrAECKIX XaDaKTEPHCTHK, HCCTIAOBANME hyMKMONANSHX XAPAKTOPACTHX BKTIOSAET B COOR
TaI0KE HCCNGROBME (DUBHECIUNK U XUMMIECKIX CBOFCTS (c. RpHROK@IHe B [13]), 3 e

) ronmsecrao;

P "

©) user;

) MpO3AIHOCTS WM OTYECKER NROTHOCTS

©) roworemviocrs;

) craunsiocTs (pox roauoCTH) u noiocTs rens;

) OCTATOMHaR BNAXHOCTS (OTPOLEIIOHHS NIOTEPH B MACCE IPH BCYLLMBAHHH) UITKTONOTGHHOCTS CYXOH
cpens;

') BHeLLMI B CreLAaNHSIX 1 APYTVX CPEA (4aNPUMEP, KPOBANOF arap);

) auavene pH.

KaMBCTRO MTaTenkHOf CPOASI S3BUCHT OT KEECTR OCHOBHX HHIRAUSHTOS, TONHOI hopHyYNs U pa-
BHRLHOCTAAIOTOBNONHS, AGKGATHOD YAGEHHH MUKDOCHSIX SaTDAIHNTENOH, COOTBETCTBYIOUIOH YaKoBn
Xpanowus. MaTODHANMI Cipes, TMTATNSHAG WI UNTWDUDYOUIME. AOGABKI WA MHHKITIODHSHDOBZHHSS
TECT-CHCTeN (EHOXMMINECNIS MAKPOTECT-CHCTENb) A WAHTIMKALA MHKPOOPTZHHIMOB AOTHK GbiTh
PSROCTABREHS! B COOTRGTCTRMN C TOM X© METORMKOR KaHECTES.

42 KowponHsio wrammul

Halb0p KOHTPOsHX LITaWOB AOTHOH BKTIOSaTS 6 CEH PechepenTHbE WTaMis.

115 418 4 1 © 1 — PodiepesTiie Wraus worys SuTs iony e 100/ RaPETBRNHX KORGKLA WHKPOOD-
s i pabepoTtx KonREN A ATCC n NTCC, oTaocsuces « ECCO e WFCC (c. Rpunoasns 8 (9] 151
Haliop AGHTROeHux TANHOS MOXET SKOET XOPRLAD K3PSATAPASORSHHLLE NONHNTENHAE (WSETATEN S, K0P,
40 PACTYLING), C1AG0 AERGXHTENLHLIS (c700 4YSETANTORLHS, TIOXD PICTYAING) W OTDALSTERLHAI (HOwyBCTNTaN
IS TORSERGHHME HIM ATOPMORGRHE) KOHTPONLANE WTaMMLI (cu. TPAROXGHAS B (5], & Tacke DIN 56055
DIN 53950.7) KoWTo0sH TaMMIL AT OBSI4HD ApWMSHSOMLA THTTa A CPOR G30HS1 80 HOTH WETONHAKSX (6
npunoxene B (21 (6, (9. (1] 121,  Tae DIN 530950-5, DN S8959-6. npanosceone 1. DN S8953-7 1 DIN 59958-9)
MOrYT G 6P COOTAETCT86HAD TOTPEGHOETH. AR AOCTEKHABEMOCTH BCS KOHTRONSHE LITAMMEL Ao O
[ ————

PaiouHe kyrTypi AOTKHA T HCTIONL30B2KS 1A TECTHPOSIHHS TOMBHO OWH 53, CYKYTYPI S
PABOIX KTy N3 HCMOML 08T A7 LGNSl TOCTUPOBNA yKLUIOHANLHSLX X3PAKTEPHCTIK W AT
05pa308aHIA 0BPALLORX KYASTYP (CTOK-AYLTYP).

M uw e an e 2— Wnpopusine o concepss
[y

4.3 MukpoBUonoreCkHe KpHTOPMM KavecTEa

431 Pyrwsmuih KowTpons kavecTea

43111 Pocr

43111 Obuwe nonowenus

175 KONTPOS AT (CEPMA) AT CPOTL  ITATEHLIX WA POAGHTOS, COOTBBTCTBBHH, POCT
UOOPINSIOB (TpH COXpaEHA BLIpACTAIOULYH KYTILTPaNV THNIHBIX MOPHONOTIECKX, KynbTYPa-
X M THHKTOPHaNL X CBOCTR) AOTEH GuTh OLGHEM

- W nonyKonecTaoHHo,

rax. enocoBsx xpaess 1 cryxSa Konowh Kyneryp e 8
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KOTMHOCTBONHb® U MIOMyHOT4ECTGHHIE OUEHKH JOMKHSI AT, BSTONHENAL S COOTBRTCTEHA CSanMa-
~POBHNOR (TOTEEPHACHHOR) MTORMKOH (cH. NpATOX@Hwe B 16])

1 1048 1 & — MlonycomuecTaesnas ousHYa ¢ RONOLLL wrars pocT
AROTHGR cP&a O CODTRETETRYeT OTCyTCTEN BOCTS, 1+ — OuEH GABOMY pOCTY (UeHEA 10 KORGHKA), 24 — NaTID
BOCTa (PE3HERAHO PACHOMOKEHHIS KOTOHAN). 3¢ — OUEHS SUBAXGHHONY POCTY (CTHBSOLAEGS KOREHAH) Toh OLSHS
XURKCH oA Wik MOTYXHALGH CPaA D RaPAKTEPUAYET CIEYTETANS MYTHOCTA, 1+ — HESMGUATNAHY MyTROCTL
W2 saanraniye uyiocTs

43.1.1.2 Caoiiorsa, younsaiouue pocT

C CoDTOGTCTBYIOWMIM YCTPOACTONM  COOTBETCTEYIOWAM OBLENON KOHTPOTHOTO WTaMNa NNOTHAS,
IOy WA HHEKaS TATEbHBIE CPe AOTXHSI G5 WHORY MMPOSaHS CODTBBTCTBYIOLIAN WHORYTIO-
14OM KOHTPOLHLX UITaHMOS.

1 1@ 48 4 4 & — [ nereora wioxyowa uower Bt AocTarouko o 100 A0 1000 KonoAHGBGpasy LK SN
ot (KOE) 4 KENAMA TP MTEMM KW AGETSTD NGB €0 ACTED KOE. a0 © AWMENSHHEN COOTSTOTEYE-
Ao MO 7OCE8 TRMKGI N OSEPXHOCTH TGTHOR T aTEMHOR €33 DGPEICRTHC THEOBHHM KON

43.1.1.3 UruGUupyiouwe poct cavicrea cpest

1177 0w WHTWADYIOLUX POCT CBOICTD CONGKTWBHOR TMTATEIbHOW CPeAl COOTBETCTBYIOLIMM
JCTPOICTAOM HCODTBRTCTEY 0LLMM OBEMOM KOHTPOLHOTO LITaINA NAOTIAS, NOMyHAKG WAV XHAKAA NHTa-
TOMLHLIE PO DN GAITs WHOKYTMPOBaNSI COOTBETCTBYIOLMM NIOCBHLIM MATEPUANON KOHTPOLHAX

paesp o7 0 20 3. Mo caee

1 410648 14 4 @ — Okono 10° i Gonsiss K1GToX KGXAOTD KOHTPONoHOTD WTaMNS MEFYT ST HCROS3083HS
KK NOGEBHOH MATEpWAN KEXAOA NSRTWA KOTOPR NORNEXNT TECTUPORENG,

4.3.1.2 Mupobioe sarpasuee.

43.1.2.1 OGue nonoxenn

FIATaTNks© CPOTLt MOTYT GbiTh KIACCHHLHPOBAHSI KIK TUTATESISHbIE CPE, CTODATAIOBIHHMIE &
KOMESHOM KONTOAHEDS (CTOPWASOBNIHMIE TUTATETIHbIE CPOAl — Ou. 4.31.2.2)  0TGBM K yIOTPEGREHHIO
UTaTerHbIG CDEL, TIPOUIBECHHBIE Tk OBPEION, HTO WX KONTAMHHALIS HCKTIOHENA WIK CHIKENA 110
IPHSMENOIO HWSKOTO YpOaHS (cH. 4.3.1.2.3). KaIOTOBUTENs HOMKEH YCTaHOBMTS TPEBOBZHA K POXY
'SPOMOHA CTEPIIIaLMM, OCHOBANHME Ha KONTIOHSHTEX CDOAM, OTPANMISHHRX NPOLGCCA 1 KONGMTYPaLIAM
(06owe) ynakosK. Kaxas NGpTHs AOMKIA CODTBGTCTA0BATS LGTeBMM NPEASAaM, YCTAHORNHHSM AT
YPOBHS NKDOHORD 3arAIHOHHR (ch-4.4).

4.3.1.2.2 IUTaTensHbie Cpeay, CTEPHTIIOBNHSE 8 XOHOHHOM KONTEIHEDE

0N GTh IDAMONEHSI COOTBTCTBYOUIAS METOAHKN TECTWPOSZHAS CTODATISHOCTH (Ch. IpHTONG-
440 B [10]), W14 CTEPUTLHOCTS AOMK(KA BT [APNTHPOBAIA BATMAMPOBaHHSIM NPOLGCCOM CTEPTHSALIA

43.1.2.3 [lpyre nuTarTensisie cpoas

1717 0t MHKPOGHOFD 2ATDASHENHA C YMTOM PaXMBRA NAPTI COOTRGTCTRYIOLIBE KOTWECTAO HaTe-
MaNa KaKAOH NADTIM MHTATENLHAX CPOA OO BAiTh KYGHRORANO B TENEHAG (10 KPAANEH 1EPE) TPEX
B (2724) NpH COOTBRTCTaYIOWH ToMNEpATYpe

4.31.3 BUOXAMHHECKAE U DUIHIO-AMUHOCHHS XaPIKTOHCTR

TTpu MEOBXOQUHOCT (4aNPHINEP, AN AWDAEPEHUAPYIOLIAX CDEL) HATWHS, OTCYTCTEMNO WA CTOnGHS
51PaNOHHOGTH GUOXHAIOCIONK QHSMKO-XHMIECIAX DEKLIA AOTXHM GBIT MCCTIBAOBaHSICIPHMEHOKHON
(COOTRETCTEY0LLErO HAGOPa KOHTPONHX WITANHOE.

4.3.1.4 VIcCre08aH0 aHTMAKPOBHOR SyBCTOMTENSHOGTH

FIpM UCEN A0 SHTMMAKDOGHO YECTRHTENHOCTH CPOASI AOMKGiS BT ADHMGNENS  OXapaTE-
~PUI0BANbL KaK PECHBDENTMIA NGTOP, Tak W PECHOPENTHAIO IHaHCHHR AN KaXAOR KOMGHHALN KOHTPOTLHOTO
ITaNa U BHTUMIPOBHOTO aTENTa,

4.3.2 PacumpewmuIi KoNTpORb KauoCTBa

FIpu HEOBXQAMHOCTIA ROIAGMH GbiTe IPOBAEH RACLLPEHHSIA KOHTPONS KAYECTEA C ADAMENEHABI DaC-
LIpRHNOTOHAGOPa KOHTPOHAIK LITaMMOR U BOTER TOMX METOR0R Y1aTa (oh. NpHRCXeHe B[16]) ek

- paIpABOTIUA M BTN THTATEIILHSK CPOL

- BLRBIONA 8 NPT (CODHY) PS3YNSTATOB, 49 COOTBOTCTBYOUIAK CIOLHEMKaLIASM,

- ananuaa (oT6paroax) napT (cepin).

B WaioHaa ik ACCyMEHTEK (BT, ST, TY. MYK 4.2.2316-08) YoTaHoSTSHS CASRYOLAYS CHOIM A0 KEHTEOTS
crapunsacEra: 214 cyr pn 37 °C.





[image: image8.png]TOCT P EH 123222010

4.4 OLIOHKA byHKLIMOHANLHLIX X3PAKTEPHCTK H WNTEPNIDETaLIAA peIYNLTATOR

Oy MLHOMANHbIG XADaKTEPHCTHN MATATENLHOR eI IPHIH3IOTCA YI0BNETBOPH O, GCTA BCE
KOHTPOMHLIO LITaNIWM TPORBIAIOT CABA Ka AGHHOR CPOTE © COOTSETCTOM! CO CrOUMDLMANH. [pTHS
MOXGT BTl NPUHATa, 6CI OHa COOTBRTCTEYOT BCM OBLAH W NHKDOSOTOHAECKM KDHTEPHSIM KaHECTBA.

N 4024 1 0 — Ml oLAKS POTa COOTRSTOTaYIDAINS KEHTPOTLHLIO WTaMNA AOTXIHN AOCTAIITs POCTS 30
penenenlA TpOIEXYToK SpeAGHM  HAIIKOR HOBHONOTHGH H PAIMEPOI KENOHAA HNTH SHHASSHLIN WHERGH 10

B Cpeax, COOTBETCTSYIowX4.3.1.2.2, O AOTKEM BHFBIATLCA DOCT HA B OIHOM 3 KOHESHX KONTEFNG-
OB BIPOIGEX KPHTOPHEE HHHEYCALHONHOTONIEPUORA, YCTaHOBTIGHHOTO NPWMGHSEMOR MOTOLMKOH HCCTEAO-
M. Iy THTATENLH48 CPeb AOMNH BT OTOROLLEHS, ECT YPOBOHS KONTAMAVALM 25 %.

5 MuopMauws, npeaocTaBnsemas uaroTosuTenem

JrOTORMTENeH HIWTIOCTaBULMKOM ROMHO! TS YXAS2HSI CIGAYIOLLNE Cretirseciue MAKpoBHonon-
ecie xapaxTepucTI

) KNCONWKALA COOTEETCTBEXHO TWNY NPORYITa (CYXaA CPEAR, OCHOBA CRES, FOTOBZA XyNOTpeGT-
o cpesa);

) OLIEHKa KPHTEpHER BYMKHOKaNHLX XaPKTSPHCTIA

) WCTONLI0BHK KOHTPOHAE WITaML

) OXMMIAOMLIO PE3yMLTATS OBULGFO U NHKDOGHOOTHECKOTO TECTHPOSANI

) 3Haseue pH (ecnin HeoBXOuNO).

1) WADOPIaUUR O XpaHSHIAW CDOKS FORNOCTH.

1D 1 6484 & — CopTHHRaT Ha DTRCTHe NPT (copHH) RO BT TS OCTaBEN 10337
6 Hokymentauns
B AORyHONTaLIA N0 KaXOR CCTGHOBHHOH AT AOMKHa GATh COCTABNENa, S3pOCTPHOSaNAN

XPHITLCA B TGHENHE AOCTATOHMO IEPHORA BPOMOHH, COOTOETCTBYIOLLETO TPECOBINHSH MECTHOTO 3AKOHO-
narenscrea
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Rounoxenns A
(cnpasousos)

PYKOBOACTED 1O COXPAHENMIO W CORBRXANUI KONTPOMLHLIX UITaMMOB

At OBume nonoxenus

Ho CyLIoCTayor yHSSDanaHOrO MET0RS JENGWAOTD COXPRHEHNS 4 CORSPAGHHS BCEx MAKpOOPTasIOS. [lke
BN B BSMERX OAHOO WA NPORBRAGT HGHTONLHAISPASTHA 8 OTHOLL N COXDRHEHAA 4 BOECTBHOBTSHHS.

1 010648 4 4 © — [ NORASPRaHHS WUPEKOTD KPYTa INPODPTSAHSHOB TEXHOROFHN HOGST BLLE OKCHEPHNGH-
Al 3KT00 H TOHHAS MSTOANKR NOKA SLG HE MOXST BT POKGIGAEOREH (CH. PHROKGHH B 8]

PR —————

5 7ox cryas, KOTAa KONTPORH YYD WS pEDEDEHTHNX KOTTEKLA WK OT KOMMSPNSCHI TOCTAOUIOS
TOCTABTEH H EOREPKATCS 8 X PN K KONTEAKGP (PSSP T 067a38) HEODXORMMD CTEAOBST TP
usu roTomTane

A3 CamocTORTens Ho RPUFOTOBNEKHLIE KOHTPORA IS WTaMML (06pa3U0BMIS ynLTYP)

A31 Conepxane

(0165234051E RYRUTYPA KCHTpORSHIX TAMMOR AT CUSHKH BYHALIONAIHK XEPALTEPHCTIK AT CORGD-
XATSCAM O5pSETHEAToCA CTaHASPTASDSaHHI CBPAIOM, 100K MIHSUMASNPOBATS SCIMOXHOOTH KONTIUINKBLNA, KOG
oW TOHGTINCHK GBORETS  GYHKUNGHTHSX XBPAKTODHCTI (oM. TpnOXeHNS B (8] w DIN 53950.6). Cycrewm
TP TR RO XpEHTLCS 8 GTACE T3 AP F50KD 33UOPNCHHMA (WAYE TO “C W XE) AT
HMIHDOaHALIH, M7  FOTORON KYNGTPEBREAD O Ky 43 POBEDETHSX KOMNSKLNA (cH. TPHnOXEHEB 6]
fnio))

g w1t a 43 & — fns woxoropux kpooprasaus
HpoBRHOH @op WK 300G e HOTYT BT PORHEHAOE
HORSUMS MSTORH COREPBHA TS,

arh sTon waryT G pWMGHAA TOTLNS B HORUDH-
. B STow G483 MOPYT G SACCMCTE A ABYIE TOR-

KoKTponoH Taiil ROmHS! BT NOATOTORNEHs, COXPANBH W CORSPXATLCH 8 COOTBRTETONN S THCLMBHAI
ApOTOKONOM COOTAGTCTEYIUErD HETOAS. KX DEKOUSHA0SHG, HIMPHMEP, NBWAGKBHWE B (5] DIN 88950.5, Aononie-
A3.2 Xpanesne xonTponuHLIx cyneTyp.
i oL 3088#M SaHOPOXGHALX KOHTDONSHAE KYALTYP CHW AGAXHN XPEHTACS B COOTBGTCTaN & METOROH.
BORXOAS LM AR TaKX KOHTOONLHAI W TaMOS.

1 1648 14 1 — Xpanane 4 CroknsHKepaHISCEX aPHLRX (64, TpHONANS B. [8) Wi 3auOpaxi-
340 8 XURoM 3307 (1PHOCORPSHEAHS) (o, TWTOXEHG B, (1) RORKORAT AP BORLAIMHCTS LTINS

Uy T——

Yy KONTROANMK LTS MOR (D65ASHORE KT TYPA) ASTRTER WETONMKOM AT PR YTy g
Boccranos e 1OPOERHME OBPEIOBLX KYNTYD COOTSETETYOMNE BAGKOHN C KYTLTYPON YARNSITCH 43 MDD
Sunasnta. TN (HSNPAME. 02U AW ABS CTEKN KK T KEPIANAGCAAX LAPALA) BS3YT B S8MORCAENHOM COLTOR-
i NGO CTOPATLHOTD WHCTPYMGHTa (HGNPHMNSD. MWHLETS). B0 SPOMR 5Tk TPOUSAYD CTeAYST COBTRRATL
OCTOPOKHOCTS, AT WSGSKATS PASMOPSXHBSHA 1Ty, 4 (BIBKON AOTKHA BT HEMBRTENSO S038PaENS &
oposne

119 ROATOToRNM WiOKyOM (1OCOBHORD WATEHARS), HANPHNGP, AN TECTAPOBAHHS BYHALICHATHSI XBPaKTE-
HETAK THTToNoHOR CPaA, PA0OYEA 1TyP3 KO4TDOoADHD TaMHA AOTXHA Gus. PATOTORNEHS A0 ONPERGTEAHOTS
OnUI5CT63 KOE 10 oNTnioccai 1OTHOCTH  PoKGMHSHACR3HHOM GTEPHALHONM PACTSOPHTENS (RACTHATApOSaHES SOA.
uspacraop un wwoe).
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CooTaeTCTaMe PasAenoB W NOAPASAENOR HACTOALIERO CTAAZPTa
‘0CHOBMbIM TPOBoBaHMAM EBpOnoAcKoM AMpOKTUBL!

T6 748 ZA.1 — Cooteorcraus wacronuero cTaAapTa TpaBoRsHAsc Esponeickodt IuporTuast SOTIEC

ctonvae rpeBosannn Esponokco fperes SUTIEC
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(CBORGHHA O COOTRETCTRMN CCMINOUHIX MEKAYHAPOAHLIX CTAHASPTOR
‘CEMNOUMbIM HaLMOMAL LIM CTaMAAPTaM POCCACKOH GoaopaLiuM

Tasauaa aat

Er ssoone

Er weo a0z 199

~ Coorasrcreyouna nauonanm

RSP CTEYTCTOYeT o 010 YTSSPAASHR DENONSHAYSTCA HeORLSaRTE

16po3aA Ha pyCCHA S3e ABHHOT MEKAYHAPORHOTO CTEHRAPT. TPSBOA AGHAGFO WOKAYHGPORHOTS CTAKAADTS Ko
LOANTCR § EASpANLAOH HHBOPUSLHORHON DEHAS ToRINGCKNS POTTaHOHTOS W CTaHARDTOR





[image: image12.png]FOCT P EH 123222010

YIK61:006.354 0KC 11.100 P20

7I0HEB18 CROBA: WSS WERHLIHHCING 13 AUATHOCTIA i Vo, ITaTOLHAIB CPR, MAKPOSHONONUS

Keppenop £ fyme
[N pye—

Casmo s vafep 17082011 Mognwcan s vouars 05092011 Sopust 60« 84X Tapuarypa Apuan

YT CCTAHRAPTANSOPAI, 123995 Mo, Cpanarnat e &
e gusinion . o@pater
Haspano 30 STV CCTANBAPTUNGOPMx ua NI
Ornetarane s guntan S1371 «CTAMBAPTHNBOP s — 1ar. ocsdaces psarins,





