I'oct p UCO 11737-2—2003

FTOCYIAPCTBEHHBIN CTAHIAPT POCCUUCKOU ®EIEPAIIUU

Crepuimsanusa MeIUIUHCKUX U3/1eJ UM

MUKPOBNOJJIOI'MYECKUE METO/IbI

YacTtp 2

HcnbiTaHUS HA CTEPUJILHOCTD,
NpOBOAUMBIE MPHU BAJIUIALUM MPOLECCOB CTEPUIU3ALUU

U3aanne opuuuaibHOE

b3 5—-2001/90

I'OCCTAHJIAPT POCCUNU
MocKBa


http://geobases.ru/rubric/%D1%81%D1%81%D0%BA/0

I'ocCT P UCO 11737-2—2003
[IpeaucnoBue
1 TTOATOTOBJIEH Accoumanumeid MHXCHEPOB ITO0 KOHTPOKO MUkposarpssHeHud (ACHMHKOM),

MockoBcko MmeautniuHckou akaaemMued uM. U.M. CeueHoBa u VcrieitaTeTbHBIM JIJAOOPATOPHBIM LIEHTPOM
MOCKOBCKOI'O ropoACKOro neHTpa Ae3uH@eKIUHn

BHECEH Texnuuyeckum komuTeroM 1o craHgapruzauvu 1K 383 «Crepunuszaniuss MCIULIMHCKON
npoaykuuu» [occrannapra Poccuu

2 TIPUHAT U BBEJAEH B AEMCTBUE TIlocranosncuuem [occtannapra Poccuu ot 16 ssHBaps
2003 r. No 6-cT

3 Hacrosgimuil ctanaapt coaepXXuT ayTeHTUYHBIU TeKeT MesKayHapoaHoro crafaapra MCO 11737-2—98
«CTepunu3alusg MCIUIIMHCKUX u3aciaui. Muxkpoouosornueckue mMerolbl. Hacrs 2. McnibiTaHusg Ha CTe-

PUJIBHOCTD, IIPOBOJAMMBIC ITPU BaTWAAUNU ITPOLECCOB CTEPUIU3ALIUU»

4 BBEAEH BITEPBbIE

© WIIK HznarenbcTBo cranaapTon, 2003

Hacrosgiiuil ctaHaapT HEe MOXET OBITh ITOJTHOCTBIO MJIM 4aCTUYHO BOCITPOU3BEACH, TUPAXKUPOBAH U
PACTIPOCTPAHECH B KA4yeCTBEC O(PULIMATBHOTO M3JaHuUs 0e3 paspelucHusd loccranaapra Poccun

-



Ioct p 1CO 11737-2—2003

CoacpxaHue
I OOJIACTD TPUMEHEHMUS . . . . v ot e e e e e e e e e e e e e e e e e e e e e e e e e e e |
2 HOPMATUBHDBIC CCBITTKM . . v v v v v e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e 1
3 TepMUHBI U OIIPCHACTICHUS . . . o v e v e e e e e e e e e e e e e e e e e e e e e e e e, 2
4 OOILMC ITOMOKCHHUST . . . o v vt et e e e e e e e e e e e e e e e e e e e e e e e e 2
> OTOOp M MOArOTOBKA CAMHULL MTPOAVKIMU AJISI UCTIBITAHMM . . . . o o v e o e e e e e e e e e e e e 3
6 VCHIBITAHUS HA CTEPUITBHOCTD . .« . v v o v e e e e e e e e e e e e e e e e e s s s, 3
7 OleHKa MCTOJA MCIIBITAHUS HA CTCPUIIBHOCTD . . . o v v v i o e e e e e e e e e e e e e e e e e e e e e e e 4

[ITpunoxenue A PyKOBOICTBO ITO MCIIBITAHUAM Ha CTCPUJIBHOCTD, OCVILCCTBIISICMbBIM ITPU BaTMAALIUU
MMPOLIECCA CTEPUITUBALIIM . . o v v v e e e e e e e e e e e e e e e e e e e e e e 4
[Ipunoxenue B bubmuorpaduss . . . . . . . e e 10

1



I'ocTt P 1CO 11737-2—2003

BreneHue

CrepuiibHasl MPOAYKLIUSI — 3TO ITPOAYKIIUS, CBOOOAHAS OT XKU3HECIIOCOOHBIX MUKpPOOpPTraHu3mMoB. B
COOTBETCTBUU C TPEOOBAHUSIMU MEXKIAYHAPOAHBIX CTAHIAPTOB IO CTEPUIM3ALIUMU MCAUIIMHCKUX WU3AeJIUU
[MPU IMOCTABKE CTEPUIIBHBIX M3JACIMU UX ClIydalHass MUKpOOHoJIornyeckass KOoHTaMUHAIIUS OT BCEX MCTOY-
HUKOB Iepe/] CTepuan3ale Jo/pKHa ObITh CBeJeHa K MUHUMYMY BCEMU BO3MOXHBIMU criocodbamu. Ho
AAaXKe IMPU TAKOM I10JAX0/1e OTACJIbHBIC e IMHUIIBI ITPOAVKIMU, U3TOTOBJICHHbBIC ITPU CTAHAAPTHBIX ITPOU3BO/I-
CTBEHHBIX VCIIOBUSX B COOTBETCTBUU C TPCOOBAHUSIMHU K CUCTEMaM KadyeCcTBA MCAMIIMHCKUX U3ACITIUN, MOTYT
repe CTepuIu3aliveil coaepKaTh HeOOJIbIIOE KOJTUYECTBO MUKPOOPraHU3MOB. Takue eAMHULBI ITPOAYKIIUU
SIBJISTIOTCS HECTCPUJIbHBIMU.

Llenbio cTepuan3alMoHHON 00pabOTKHU SIBISETCI MHAKTUBALIUSI MUKPOOUOJIIOTMYCCKMX KOHTAMWHAH -
TOB /IS ITpeBpallCHUS HCCTEPUIBHOU ITPOAYKIIUU B CTCPUIIBHVIO.

MHakTuBalusg YUCTBIX KYJIBTYP MUKPOOPTAaHMU3MOB (PU3UYCCKUMU U/UITU XUMHUUYCCKMUMU arcHTaMu,
HUCITOBb3VEMBIMU TIPU CTEPUIU3ALMU MCIAULIMHCKUX U3ACTIUU, YACTO ITPUOTMKEHHO OITUCHIBACTCS 3KCIIO-
HEeHIIMAJIbHBIM 3aKOHOM, T. €. HE3aBUCHUMO OT CTEIICHMU IMPUMEHCHHOM O0O0pPabOTKM BCErja CYLICCTBYET
KOHEYHAasl BEpPOSITHOCTb TOr0, YTO MUKPOOPTraHMW3M MOXKET BbDKMTBH. B KOHKpeTHOM ciiydyae o0OpabOTKU
BCPOSITHOCTD BBIXKMBAHUS ONPCACISICTCS YUCIOM U PE3UCTCHTHOCTBIO MUKPOOPraHU3MOB, 4 TAKXKE YCIIO-
BUSIMU, B KOTOPBLIX OHU HaAXOAITCId BO BpeMs 00padoTKU. M3 aToro cieayer, 4ToO CTEPUIBHOCTD JIIO0O0N U3
CAMHUIL ITPOAVKIIMU IIOCTC IIpollecca CTePUIIU3alMU HE MOXET OBITh rapaHTUpPOBAaHA, U CTCPUIBHOCTD
MMPOAYKIIMHU JODKHA BBIPAXATHCS KAaK BEPOSITHOCTH HAJIUYUS HECTCPUIbHBIX ¢AUHMUII.

TpedboBaHUg K cUCTeMaM KaudecTBa IIPU IIPOCKTUPOBAHUU, pa3paboTKe, IPOU3BOACTBE, MOHTAXE U
OOCTYKUBAHUU MeauMHCKON npoayvkuuu npusedeHbl B [OCT P MCO 9001 u TOCT P MCO 9002 co-
BMeCcTHO ¢ UCO 13485 |1] 1 MCO 13488 |2] cOOTBETCTBEHHO.

Cranaaptel cepuu [ OCT P MCO 9000 ompenenssioT HEKOTOPHIC IMTPOLICCChI, UCITOIb3YEMBbIC B ITPOU3-
BOJICTBE, KaK CITCLIMAIbHbIC, €CJIIUM UX PE3VJAbTAT HC MOXET OBITH ITOJTHOCTBIO ITPOBEPECH ITOCIICAVIOILIUM
KOHTPOJICM U UCTIbITAHHUEM MPOoAYVKUMU. CTepUIIU3aAlMs SIBISICTCS MMPUMEPOM TAKOTrO CIICHUAIBHOIO ITPO-
[ecca, IMoCKOJIbKY €€ 3(P(PeKTUBHOCTL HE MOXET OBITh ITPOBEPeCHA KOHTPOJIEM W UCTIBITAHUECM TTPOAYKIIMU.
[TosToMY 10 BBOAA 00OPYAOBAHUS B 3KCIUIyaTallMIO CJICAVET BBITTOJIHUTD BATMAALIMIO TTPOLIECCOB CTCPUITH-
3allMM, 4 BO BpeMs SKCIUTyaTaAllUU IMPOBOAUTL TEKVIUMN KOHTPOJIb U TEXHUUYECKOE O0CIYVXKHUBAHUE 00OpY-
NOBaHMUSI.

[Iporicaypsl BaiMaallMy U TEKYILErO KOHTPOJIS IIPOLIECCOB CTePUIU3allu MEIULIMHCKOU ITPOAYVKIMHA
npuBeeHsl B [OCT P MCO 11134, TOCT P UCO 11135 1 TOCT P NCO 11137. Ilpouecc Banuaganuu

Mpyu pexXUMe, OTHOCUTEJIBHO MCHEe CTPOroM, 4eM B TEKVILUEH CTepUIU3allMOHHOM 00paboTKe, YTOOBI
MOJIVIUTD JAHHBIC O PE3UCTCHTHOCTU K 3TOMY areHTy OOBIYHOU JUTS MESJIULMHCKUX U3ACTIUNA MUKPOOUOIIO-
ruyeckoi koHTtamMuHauuu. llocie 3aBeplieHUS TakKoOro BO3ACUCTBUS MCIULIMHCKHE U3ACIIUS HOJKHBI
WHIUBUAYAJIBHO UCTILITHIBATLCS HA CTEPUIILHOCTDL B COOTBETCTBUHU C TPEOOBAHUIMU HACTOS LSO CTaH1apTa.
[IpruMepoM npuUMeHeHUs TAKOTO UCIIBITAHUS SBISICTCS YCTAHOBICHUE CTCPUIIM3VIOILCH J103bl O0JYYCHUS
[Py paiualiMoOHHON CTEPUIIUM3AUMU U AeMOHCTpalus obocHoBaHHOCTU Takou 10361 (1 OCT P MCO 11137,
npuiaoxenue B).
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FTOCYJAPCTBEHHBIU CTAHIAAPT POCCUUCKOU ®OEAEPAIILUMU

Crepiymsanus MeIHIAHCKHX H31eTHH
MUKPOBNOIOI'MYECKWUE METO/I1bl
YHacTtp 2

NcnpiTanug Ha CTEPHUIBHOCTDH, TPOBOAUMBIC IIPH BAIMIAIIHH NPOHECCOB CTEPHUIIN3AIIHHN

Sterilization of medical devices. Microbiological methods.
Part 2. Tests of sterility performed in the validation of a sterilization process

Jlara BBeaenua 2004—01—01

1 O0aacTtp npuMeHeHus

1.1 Hacrogmiuil ctaHaapT ycTaHaBIMBACT OOLIMU IMOPSJIOK UCITBITAHUMM Ha CTEPUJIBHOCTD MCAWIIMH-
CKUX M3JAEIIUHY, MOABEPTHYTHIX TAKOMY BO3JCHUCTBUIO CTEPUIIU3VIOIIETO arcHTa, KOTOPhIN SBJISIETCS YACThIO
rpolecca CTepUIM3alii. DTU UCTIBITAHUS ITPOBOAMAT IIPU BaTUAALIMU [Tpoliecca CTCPUIU3ALlUH.

1.2 Hacrogimuil ctaHaapT HE pacIipoCTpaHSICTCs HAa UCTIBITAHUS HA CTEPUIIBHOCTD:!

a) TPU TEKYIIEM BBIITYCKE ITPOAVKUMU, IIPOIICALICH CTePUIU3ALIMIO;

b) dapmMakoreuHbi¢ UCTIBITAHUS;

[IpumMeuyaHn ue — BolrnojiHeHUe MepevyucicHUM a) u b) He gsisgercsa tpeooBaHugamMu [1OCT P MCO 11134,
[OCT P MCO 11135 unu 1OCT P UCO 11137.

C) KVJILTHBHUPOBAHKWC OMOJIOTMYECKUX MHANKATOPOB, B TOM HHMCJIC I/I'HOKy.TTHpOBaHHOﬁ [MTPOAVKI M.

[IpumMeuvan e — MeToabl KyJIbTUBUPOBAHUS OMoiornyeckmx nHaukaropos — 1o 1 OCT P MCO 11138.

2 HopmaTuBHbBIe CCBLIKH

B HacTogieM cTaHaapTe UCIIOJBb30BAHbI CCHIJIKM HA CIICAVIOLIUE CTAHAAPTHI.

[T'OCT P MCO 9001—96 Cuctemsnl kayecTBa. Mojaenb odbecriedeHUS KadyecTsa IPU ITPOCKTUPOBaH U,
pa3padoTKe, MPOU3BOJACTBE, MOHTAXKE U OOCITVKUBAHWUU

[OCT P UCO 9001 —2001 CucremMsl MeHe/KMeHTA KayecTBa. 1 pedoBaHus

[TOCT P MCO 9002—96 Cucrembl KadecTBa. Mojeab oOecrieycHUsT KayecTBa INPU ITPOU3BOJICTBE,
MOHTAXKE U OOCIYKMBAHUU

[TOCT P MCO 9003—96 Cucrtema xadectBa. Mojeab obecTicueHUS KadecTBa [MPU OKOHYAHUU KOH-
TPOJIST U UCTIBITAHUSX

[OCT P UCO 9004—2001 Cucrema MeHeIKMEHTA KadecTBa. PekoMeHAAMU I10 YIYUILCHUIO OCs-
TEJIbHOCTHU

[OCT P N1CO 11134—2000 Crepunuizanusgd MCAMIMHCKON NMpoAyKUIUU. 1 pedboBanusg K BaJIMAAllUU U
TEKVIIEeMY KOHTpOIIO. [1poMbIlIeHHAS CTepWIU3alivs BIAXKHBIM TEIIOM

[OCT P NCO 11135—2000 MeapuuuHckue usaenus. Banupanyga M TeKyIUUM KOHTPOJIb CTCPUIIU3A-
MU OKCUJIOM 3THUJICHA

[OCT P NCO 11137—2000 Crepunuzanmsd MIUIIMHCKON MPoAyKUMU. 1 pedboBaHud K BaJIMAALIUY U
TEKVYILEeMY KOHTpO/I10. PagunaniyoHHas cTepUuIv3aus

[OCT P NCO 11138-2—2000 Crepunuzanmsd MCAULMHCKONU IMPOAYKIIUMUA. bUoOrnyeckue MHAMKA-
Topbl. HacTs 2. buosiornyeckue MHAMKATOPHI U CTEPUIU3allMH OKCUAOM STUJICHA

[OCT P NCO 11737-1—2000 Crepunusauus MCIULUHCKUX U3AeTUN. MUKPOOHUOTOTUUECCKUE METO-
Abl. Hacte 1. OueHKa nonyisiiudyd MUKPOOPraHUM3MOB Ha ITPOAYKIIUU

Pykooactso MCO/MBK 25—90 O011ue tpedboBaHUs K KOMIICTCHTHOCTU ITOBEPOYHBIX U MCIIBITA-
TCJIbHBIX J1A0OPATOPUIA.

U3nanue ounuaibHoe
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3 Tepmunsl u onpeneeHus

B HacTosieM cTaHaapTe UCIIONb3YIOTCS CICAVIOLINE TEPMUHBI C COOTBETCTBYIOILIMMU OIPCACTICHUSIMU:

3.1 a»poOHbIii MuUKpoopranu3M (aerobic organism): MUukKpoopraHusMbl, UCIIOJIB3VIOIIUEC KUCIOPOJ B
KauyecTBe KOHCUHOIO axklernTopa 3J¢KTPOHOB IIPM  METabOIU3ME U pacTyllMEe TOJIBKO B IIPUCYTCTBUU
KHCJIOPO/IA.

3.2 aHaspoOHbI MHKpoopranu3M (anaerobic organism): MuKpoopraHu3msbl, HE HUCITOJb3YIOUINE KUC-
JJOPOJ B KAUECTBE KOHEYHOI'O aKlEeITopa 3JCKTPOHOB ITPHU META0OJIU3ME U PACTYILNE TOJIbKO B OTCYTCTBUC
KHCJIOPO/IA.

3.3 HcHbITAHHE Ha OakTepHocTaTHyeckoe/dpynrucraTnyeckoe aeiictsue (bacteriostasis/fungistasis test):
HcrisiTanue, ImpoBOAMMOE HA BbIOpAHHBIX MUKPOOpPraHU3Max ¢ Le/Ibo OOHApYXXKCHHS BCILCCTB, UHTUOUPY-
IOLIUX (3aMCISIIOIIMX) PA3MHOXCHUC 3TUX MUKPOOPTraHU3MOB.

3.4 ycaoBua KyJbTHBHpPOBaHMS (culture conditions): YCTaHOBICHHOC COUYECTAHUEC YCITOBUM, BKIIHOUAIO-
[Hice IMMTATeJIbHYIO CpEay, BpeMs M TeMIleparTypy MHKyOauuu AJIg YCKOPEHUS pocTa U Pa3sMHOXKCHUS
MUKPOOPTaHU3MOB.

3.5 dhakyapTaTuBHbIM MEUKpoopranuisMm (facultative organism): MuxpoopraHusM, CIIOCOOHBIM KaK K
as3pOOHOMY, TaK U K aHa3pOOHOMY MeTabOTU3MY.

3.6 Jn0xHOOTpHUATE/bHBIA pe3yabTar (false negative): PesyiabraT MCTbITAHUST Ha CTECPUJIBHOCTD, ITPU
KOTOPOM B JI€UCTBUTCIIBHOCTU ITOJIOKUTEIbHBIN pe3y/IbTaT UMHTEPIIPETUPYETCS KaK OTpULIATEIbHBIN.

3.7 J10KHONOJOKHUTEIbHBIN pe3yibTaT (false positive): Pesyibrar UcmbsiTaHus HA CTCPUIBbHOCTD, ITPU
KOTOPOM B ACHCTBUTEIIBHOCTU OTPUUATEIBHBIU PE3Y/bTAT UHTEPIIPETUPVYETCS KaK ITOJTOXKUTCIIbHBIA.

3.8 HCObITAHME HA YCKopeHHe pocrta (growth promotion test): llcribiTaHue ¢ LEnblO MMOATBEPXKIACHUS
TOrO, YTO JaHHAas IMUTATC/IbHAS cpelia IMOJACPXUBAET pOCT MUKPOOPTaHHU3MOB.

3.9 npoaykuusa/mpoaykr (product): OO1ece MoHSTUEC AT O0OO3HAYCHUS CHIPbS, ITPOMEXKYTOYHbIX
MMPOJAYKTOB U IOTOBBIX MCIUITUHCKUX U3ACITUM.

3.10 eamnuna npoaykuuu (product unit): MeauniymHcKas NMPOAYKIUS, KOMIUICKT U3ACTIUU WU KOM-
[TOHCHTOB B TMCPBUYHON YITAKOBKE.

3.11 vyactp npoayknuu a1 ucneiTanui (UIIM) (sample item portion, SIP): OrnpenecncHHasg 4acTb
CAMHUIIBI MCAULIMHCKOU MMPOAYKIIUM, UCTIONb3yeMasl ITPU UCIIbITAHUSIX.

3.12 ucnbiTaHue HA cTepwbHOCTDL (test of sterility): lcrbiranue, nmpoBoIUMOE ITPU OITPeAeICHHbBIX
YCJIOBUSIX KYJIBTUBUPOBAHUS C LICJbIO OIIpeACICHUS HATUYUSI MM OTCYTCTBUS KMU3HECITOCOOHBIX MUKPO-
OPraHMW3MOB B CAMHUILIC ITPOAYKIIUM (UJIU €¢ YaCTH).

4 Oomme noJIoKeHU

4.1 JlokymeHTaALMS

4.1.1 Tlpu ucnbITaHUIX MEAUIIMHCKUX U3 Ha CTCPUIBHOCTDL JOJIKHbBI ITPUMEHSITBHCS JOKYMCH-
TUPOBAHHbIC MHCTPYKIMU, OXBAThIBAKOILNEC TIPUMEHSIEMbIC METOJIUKU UCITBITAHUU U paboOTy Ha COOTBETCT-
BYIOLLICM OOOpPYAOBAHMU. DTU JOKYMCHTUPOBAHHBIC MHCTPYKUMU JOJIKHBI VTBCPXKIATHCS U IepecMaTpu-
BaTbcsd B cooTBercTBUU ¢ [OCT P MCO 9001 nnu 1OCT P UCO 9002.

4.1.2 JOKyMEHTUPOBAHHbIC UHCTPYKUUU, ITPECAYCMOTPECHHbBIC HACTOSILUM CTAHAAPTOM, JOJIXKHbBI BbI-
MMOJIHATHCS 3(PPEKTUBHO.

4.1.3 XpaHeHue MNPOTOKOJOB MCXOAHBIX AAHHBIX, PE3VIbTATOB U 3aK/IIOUUTCIBHBIX OTYETOB — I10
[OCT P MCO 9001. I'lpoToKobsl AOKHBI BKIIIOYATH JaHHBIC O ITEPCOHAIC, YIAaCTBOBABILICM B 0TOOPE IPO0,
MX [TOATOTOBKC U IMPOBCIACHUU UCITBITAHUIA.

11 PUMCHAHHWUC — ﬂ‘porpaMMHoe O6€CH€‘{'€HH85 [TPUMCHACMOC IJTA IMOJIVHCHHA UM IMNMEPpCHaydl SKCIICPUMCHTAJIb-
HbIX JdHHDbBIX, JOJIZAKHO OBITh BAJTUANPOBAHO TICPCH UCITOJIB30OBaAHHUCM.

4.2 Ilepconan

4.2.1 OTBeTCTBCHHOCTD 3a IPOBEACHUC UCITBITAHMU HA CTePUJIBHOCTBL JOKHAa ObIThH BO3JIOXKEHA Ha
CIICLIMaJIbHBIN IepcoHalt, Kak sto npeaycMorpeHo B [OCT P MCO 9001 unu [OCT P UCO 9002.

4.2.2 OO0y4deHUC TIepcoHalla cleayeT MPOBOANTL B COOTBETCTBUU C JOKYMCHTUPOBAHHBIMU ITPOLICAY-
paM#, a ITPOTOKOJIbI arTecTalliy, OOYy4eHUS M OLICHKU 3HAHUU TepcoHala AOKHbBI ObITh VTBEPXKIICHBI.

4.3 O0opyaoBaHye U MaTEPHAJIDI

4.3.1 Jng TOYHOro mpoBeAeHUS MCIIBITAHUM M U3MEPeHUU HeoOXOJAMMO HMMCETb B HATUYUU BECh
rnepedyceHb 000pyaOBaHUsl.

4.3.2 O0OopyaoBaHue, KOTOpOe TPEOYET MJIAHOBOIO TEXHUYECKOTO OOCITYKUBAHUS, JOJDKHO OOCIVKU-
BaTbCSl B COOTBCTCTBUU C JOKYMCHTUPOBAHHBIMU ITpoucaypaMu. [lpoTokosbl 0oO0CIyXKUBAHUS [JOJIKHBI
XpPaHUTbHCSI.
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4.3.3 HeobXxoaMMoO YCTAHOBUTD, JOKYMCHTUPOBATD U VITBEPAUTDb 3(MMEKTUBHYIO CUCTEMY KATMOPOBKU
BCCX IMPUOOPOB, IMpeAHA3HAYCHHBIX IS U3MEpeHUS U KOHTposs, B coorBercTBuu ¢ [OCT P MCO 9001
unu ['OCT P M1CO 9002.

4.3.4 J10oJKHBI OBbITH YCTAHOBJICHBI U JOKYMCHTUPOBAHBI MCTOAbI ITPUTOTOBJICHUS U CTCPUIIU3ALIUUA
JA00PaTOPHbIX CTEKOJ, IMUTATECIbHBIX CPEJd U CMbBIBHBIX XWAKOCTCH, UCIIOJb3YECMBIX ITPU ITPOBCACHUU
WCIIBITAHMU HA CTePUJIBbHOCTD, BKJIHOUAS COOTBECTCTBYIOLIUU KOHTPOJIb MX KAa4yeCTBA.

4.3.5 KoHTpospb KadecTBa KaXXAOUW MapTUM IMUTATECIBHOU Cpedbl J0J/IKCH BKJII0YAaTh MCIIBITAHKUC HAa
YCKOPEHHEC POCTA.

5 OT0op U NOArOTOBKA €JAWHULL MPOAYKIUU A1 UCTIbITAHUM

5.1 Otoop

>.1.1 OTdop eaAuHULBI IPOAYKIIMU

[Ipouenypbl ordopa U AOCTABKU IMPOAVKLMU AJIS ITPOBCACHUS WUCIIBITAHUUN JOJIKHBI ObITb TAKUMMU,
YTOOBI 3THU CAMHUILIBI ITPOAYKIMU OBbIIM TUITMYHBIMHU [T TEKVLLICTO ITPOU3BOIACTRA.

>.1.2 YHacrte nmpoaykuuu mang ucnweiranug (H1111)

UITH crneayer ordoupars Tak, YTOObl OHA aJCKBAaTHO OTpaXKajla MUKPOOHYIO KOHTAMUHALIMIO BCETO
W3ICITUS.

Ecnu nokazaHo, 4TO MUKPOOPraHU3Mbl paciipeaesicHbl B MPOAYVKLIUK paBHOMepHO, TO YIIW Mmoxer
OBITH B34TA U3 JIOO0ro OTACIbHOIO MecTa eAMHUILIBI ITpoayKUMK. B mporuBHoMm cinyuae UI1THM nomxia ObITh
COCTABJICHA M3 HCCKOJIbKMX YacTed IMPOAYKIMH, BHIOPAHHbBIX CIIYYallHBIM OOpa30OM.

[IpumMeuvanue — Kpurepuu agekBatHocTu YIIW ompeaeneHbl B cTaHaaprax, coAep:Kalliyux TpeOOBaHHUS K
BaJTMJALIUM U TEKYILIEMY KOHTPOJIIO Ipoliecca CTepUIM3aliuu.

5.2 YnakoBka eaunuu npoaykuuu v Ul

[Ipy HEOOXOAUMOCTHU NMPUMCHCHHUS VITAKOBOYHLBIX MATEPUATIOB U/WUJIU METOJI0B YITAKOBKH, OTJIMYAIO-
HIUXCSI OT UCTIONB3VEMBIX IIPU TEKVYLLIEM ITPOU3BOACTBE, OHU JOJKHBI 00ECITeYUBATD:

a) TPEAYCMOTPEHHVIO CTCIICHb 00padOTKU eAMHULILI ITpoayKuuu uinu Y11W crepunumsyiolliuM areHToM,

b) coXpaHCHHEC MUKPOOMOJIOrMYECKON KOHTAaMUHAUMUU eauHULbI npoaykuu i HY11W Ha yposHe,
KOTOPbIN ObLT 40 YITAKOBKH;

C) 3(POEKTUBHOCTL IMPOHUKAHUS CTCPUIUIVIOLICIO areHTa B ¢AMHUIY rmpoaykuu uayu UI1W, ana-
JJOTUYHVIO YITAKOBKE B TEKVYILIEM ITPOU3BOACTBE.

6 McnbiTanust HA CTEPUIBHOCTD

6.1 [lpu npoBeicHUUW UCITBITAHUI Ha CTCPUIBHOCTD CYIICCTBYIOT ABA OCHOBHBIX ITOJIXO/A:

a) IIPSIMOE ITOTrPYKCHUC MPOAYKIIUU B MMUTATCIBHVYIO CPpeAy WM NMUTATCIBHOU Cpeabl B ITPOAVKIINIO C
MMOCJCAVIOLIeM MHKYOallueH;

D) M3BJIICYCHUC MUKPOOPraHM3MOB M3 ITPOAYKUHMU CMbIBAHUECM U ITCPEMEILUCHUC U3BJICUCHHBIX MHUK-
POOPraHM3MOB B YCIIOBUS KYJIbTUBUPOBAHUSI.

6.2 /g KOHKpEeTHOH MPOJYKIIMHM JOKHBI OBITH OIpeAecHbl U 3apUKCUPOBAHbI cleayiolue gak-
TOPBI, BIUSIOILMEC HA pa3padOTKy METO/la UCIILITAHUU Ha CTCPUIIBHOCTD:

a) 4acTb (4acTH) MPOAYKIMHU, CTECPUIBbHOCTb KOTOPBLIX 0003HAYaeTCs HA 3TUKETKE;

b) ¢duzuyeckass U/MiIU XUMUYECKas IIPUPOJaa UCTIBITYeMOU ITPOAYKIIWHA;

C) BEPOSITHBIW BUJ {BUABI) MUKPOOPTAHM3MOB-KOHTAMWHAHTOB U MX MECTOHAXOX/IeHHUE Ha ITOBCPX-
HOCTH MJIM BHYTPU ITPOIAYKIIHMH.

6.3 Ecnmu MuUxpoopraHusMbl H3BICKAIOTCS M3 MPOAVKIMU Ieped UX IepeMellicHUEM B YCIIOBUS
KYJIbTUBUPOBAHUS, CJICAYET TAKXKE IMMPUHUMATH BO BHUMAHMUC:

a) BBIOOP COOTBETCTBVIOILICH CMbBIBHOU XKUJIKOCTH;

b) s(PpPeKTUBHOCTH MCTOJAUKM MU3BJICUCHUSI MUKPOOPTAHU3MOB-KOHTAMUHAHTOB CMbIBAHUCM,

C) BIUSHWUEC METOJIMKM CMBIBAHUS HA XM3HECCITOCOOHOCTH MUKPOOPTraHU3MOB-KOHTAMWHAHTOB.

6.4 Ecnu duszmnueckas Wi xuMudeckasl Ipupoaa UCIIbITyeMoi npoaykuuu (6.2 b) takosa, 4TO IpHU
WMCITBITAHUSIX MOTIYT BBIACIISITBCS BeILCCTBA, HCTaTMBHO BIIMSIOLIMEC Ha OIIpeAc/icHHME 4YMCIa WJIW BUAOB
MUKPOOPTAaHMU3MOB, CJIICAYCT IMIPCAYCMOTPETh METOABI HEUTPATU3ALUU UM VAAJICHUS 3TUX BEIECTB, 4 CCIIU
5TO HE MPEACTABISICTCS BO3MOXHBIM — MCTOAbl MHUHUMMU3ALUWMKU UX BIUIAHUA. DOOPEKTUBHOCTb TAKUX
MCTO/IOB JIOJI2KHA OBITH ITOATBEPXKIICHA.

6.5 Ycnosus KyJIbTUBUPOBAHUS JOJKHBI OBITH BHIOpAHbI ITOCJIC TOrO, Kak OyAyT pacCMOTPEHBI BUJbI
MpearoaaraeMbiX MUKPOOPraHM3MOB-KOHTAMMHAHTOB. Pe3yabTaThl TakKoro paccMoTpeHuss 1 00OOCHOBAHUC
MMPUHSATBIX PCLICHUN JOKHbBI ObITh JOKYMCHTUPOBAHHI.
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7 OuneHkKa MeToJa UCNBITAHNH HAa CTEPUIbHOCTD

7.1 TlpuroaHocCTb METOIOB, BbIOPAHHBLIX /I UCIIBITAHUU Ha CTCPUIBbHOCTD, J0OJKHA OBLITH OLICHCHA,
a PE3VYJIbTATHI OLICHKM JOJIKHbBI OBITh JOKYMCHTUPOBAHKI (4.1.3).

[IlpuyMeyaHu4

| HelictBUd, rnpearnpuHmuMaeMole 1o 6.4 1 6.5, TOJKHBI CBECTH K MUHUMYMY TTOSBJICHUE JTOKHOOTPHULATEIbHBIX
pPE3YJIbTATOB.

2 Ilpu npoBeneHUM UCIBITAHUN OOYYEHHBIM U ATTECTOBAHHBIM [EPCOHAJIOM PUCK TTOJYUYEHUS JTOXKHOIOIOXKH-
TEeJbHBIX PE3YJIBTATOB MUHUMAJICH.

7.2 Jng BHeceHUS M3MCHEHUU B METOJ UCITBITAHUU Ha CTEPUIIBHOCTH HEOOXOAUMO OQUIIUAIBHO
AHAJIU3UPOBATh U3MCHCHUS B ITPOJAYVKIIMU U/UJTU B IIPOU3BOJACTBCHHOM ITpoliecce. Eciu ananus3 yKa3biBacT
Ha HEOOXOAUMOCTb TaKMX U3MEHECHUI, HEOOXOAUMO ITOBTOPUTH ITPOLCAYPHI, IIPUBEACHHBIC B pa3aeie 6.

[TPNJTOKEHWE A
(CIIpaBOYHOCE )

PYKOBO}.ICTBO MO HCHBITAHHUAM Hd CTEPH/IBHOCTDb, OCYIHIECTBJIAECMbBIM IIPH BAJIHIAIIHH IPOLHECCA CTEPHTIHIAIIHH

A.1 Baeaenmue

Hacrosiiee pyKOBOACTBO IO BBLITIOJHEHUIO TIPUBEACHHBIX B CTAaHAAPTE TPEOOBAHUN HE SBJISETCS UCUEPIIbIBAIO-
1M, HO OCBEIlAeT BaKHbIE BOIMPOCHI, HA KOTOPBIE CJIeAYET OOpaTUTh BHUMAHUE.

TO TIPUIOKEHHE HE SABJISIETCS KOHTPOJIBHBIM ITOCO0MEM 7151 OUEHKU COOTBETCTBUSI UCTIBITAHWUN HA CTEPUJIBHOCTD
TpeOOBAHUAM CTaHapTa.

A.2 OO0umye noJoKeHHUs

A.2.1 Cucrtembl KayecTBa A/ J1a00paTopHid

J1s1 mosydyeHMsT HAAEKHBIX U BOCIIPOM3BOAUMBIX HAHHBIX HCIBITAHUNM Ha CTEPUIBHOCTH HMX HEOOXOAUMO
MMPOBOJUTE B KOHTPOJUPYEMBIX VYCIOBHUSX. JlaboparopHoe o00opyaoBaHUE [J1sS1 WCIBITAHUN KAaK Yy H3rOTOBUTEJIS
MEIULIMHCKOrO M34eJIMs, TaK U B JIPYrOoM MECTE CJeAVEeT BKCIUIYaTHUPOBATh B COOTBETCTBUM C JOKYMEHTHUPOBAHHOU
CUCTEMOM KauyecTBa.

Eciy vcrnblTaHUSA HA CTEPWIBHOCTL TPOBOAMTCS B J1aDOpATOPUU [0 TMPSIMBIM PYKOBOJACTBOM W3TOTOBUTEJIS
MEIULIMHCKOrO H3/JeJ1s, TO padoTy CJeAyeT OCYILUECTB/ISITb B paMKax CHUCTEMBbI KaudecTBa U3roroBuTessa. Eciu
UCITOJIB3VETCA BHEIIHMS J1adopaTopusd, TO PEeKOMEeHIVeTcd OQULMAJIBHO aTTeCTOBATH €€ I10 COOTBETCTBYIOLLIEMY
MeXKIyHapoaHoMy cranaapty (Haripumep, Pykosoactso MCO/MBK 25).

JIt060i1 naboparopuu ciaeayeT MPUHATH 00s13aTeJbCTBO OKa3bIBATH VCJIVIU MO O0ECIIEUeHUIO KadecTBa, U 3TO
cjleAyeT JOKYMEHTUPOBAThL B pOpMe TMOJUTUKU KadecTBa. [1oTHOMOUYMS U OTBETCTBEHHOCTH B J1aDOpATOPUU TOJIKHBI
ObITH pPErIaMEHTUPOBAHBI U OMOPMIIEHBl OOKYMEHTAJIbHO. OTBETCTBEHHBIM 3a pa3pabOTKy CUCTEMBI KAadecTBa B
1a00PaTOPUU JOJIKEH UMETh JOCTATOUHBIEC [TOJTHOMOYMS AJI BBITTOJHEHUS 3TOW CUCTEMBI.

Pabora nadopatopyu MOAJIEKUT PErYJISIPHOMY BHYTPEHHEMY avauTy. PesyabTarsl ayauTa OOKHBI JOKYMEHTHU-
pPOBATBHCSI U PACCMATPUBATLCH PYKOBOACTBOM J1a00OPATOPUM.

bonee noanag nHdopMauus 1o yrpasieHUo KadecTBoM rnpuBeaeHa B [OCT P MCO 9004. TpedboBauHus K
cCUCTEMAM KadecTBa 4 Jjadoparopuil — o PykosoactBy MCO/M3K 25, TpeboBaHug K cUCTEMaM KayecTBa I1pU
[MPOU3BOACTBE MeAULIMHCKUX HU3aeauil — 1o MCO 13485 u MCO 13488.

A.3 OOopynoBaHue U MATEPHAJIBI

A.3.1 DaexkTpoHHasa 00padOTKA AAHHBIX

A.3.1.1 KoMmmbroTepbl MOI'YT HCIIOJB30BATLCS B J1a0OpaATOPUIX IS TPSIMOro M HENpsIMoro coopa, o0pabOTKH
U/WUNH XpaHeHUd JaHHbIX. M1 o0opynoBaHue, U IporpaMMHOE ODECIIeUeHUE CIIeIyeT TIPOBEPSITH.

A.3.1.2 na ucrnoinb3yeMO KOMIIBIOTEPHONU CUCTEMBI, BKJIIOYash 000OpyIoBaHME U IMpOorpaMMHOE odecIieyeHue,
cJIeAyeT UMETh JOKYMEHTHPOBAHHOE OMHUCAHNE, U JI00bIe U3MEHCHMUS, Kacaloluecs Ux, caeayeT J0KYMEHTUPOBATL U
COOTBETCTBYIOILIUM 00pa3oM YTBEDIUTh.

151 mporpaMMHOTO o0ecriedeHsl He00X0AUMO UMETh:

- TIPUKJIAAHBIE TTPOrPaAMMBI, UCIIOJIB3YEMbBIE B KOMITBIOTEPHOU CUCTEME;

- OIiepallMOHHBIE TPOrpPaMMBbI;

- WCIIOJb3YEMBbIE TMAKEThl JAHHBbIX.

A.3.1.3 llpurogHocCrts nporpaMMHOro obecrieueHus s coopa, o0pabOTKM U/UIHU XpaHEHUS JAHHBIX CISAYET
YyCTAHOBUTH 10 Hadana ero ucroas3zoBaHus (1 OCT P MCO 90603).
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A.3.1.4 CepuliHble TIIaKeTbl IIpOorpaMM cJjieAyeT I[IOJArOTOBUTb B COOTBETCTBUU € CUCTEMOM KauvecTBa II0
[OCT P MCO 9003.

A.3.1.5 KoMnbsloTepHoOe rporpaMMHoOe obecriedeHue, pas3padboTaHHOE I10Jb30BATEIEM, JOIKHO rapaHTHPOBATH:

a) COXPAHHOCTb JOKYMEHTALIMU 10 pa3paboTKe, BKIIIOUAS CUCTEMY IPOrpaMMUPOBAHUY;

b) CcoOXpaHHOCTB IPOTOKOJIOB IMPUEMOUYHBIX UCITBITAHHWIA;

C) JOKYMEHTHUPOBAHUE U3MEHEHHS MPOrpaMM;

d) DTOKYMEHTUpPOBAHUE U3MEHEHHN B 0O0OPYIOBAHMU U UX OPULIUAIBHYIO IIPOBEPKY Iepe]l HAaYaloM UCIIOIb30-
BaAHUSI.

DT TpeOOBaHUS CJCAYET TaKXKe TPUMEHSITHL K JIIOOOMY HM3MEHEHWIO WM HACTPOWMKE CEPUMHBIX [1AKETOB
[porpaMm.

A.3.1.6 CaeayeT npeaycMOTpPETh CpeJcTBa OOHAPYKEHU U MpeJoTBpallicHHUS HECAaHKIIMOHUPOBAHHOTO U3MEHE-
HUS IPOrpaMMHOI0 00ECIIeUeHUSI.

A.3.1.7 llporpamMHOe obecrieueHue, KOTOPOE I'OTOBUT, KilaCCUPULIMPYET, MPEACTABIsACT JaHHbIE JISI CTATUC-
TUYECKOMW WU JAPYroi MareMaTUYeCKOM 00padOTKHM JUOO MHBIM 00pa3oM 00padaTbiBa€T WM AHAJIU3UPYET HaHHBbIE,
XpaHsILIUECS B ITaMsITU KOMIIbIOTEPA, JOIKHO 00eCIrieYuBaThL BOCCTAHOBJICHUE MTPOMEXKYTOYHBIX 0a3 JAHHBIX U JOCTVII
K UCXOAHBIM HAHHBIM. MOTYT MOTpebOBATHCS CIIEHHMATIbHBIC TIPOLEAYPHl ApXUBUPOBAHUSI KOMIIBIOTEPHBIX JAHHBIX,
KOTOpbIE CJIeAyeT JOKYMEHTHPOBATD.

A.3.2 JlaGopaTopHoe o0opyaoBaHue

Js1 Kakaol eaMHMIBbI J1adopaTOpHOro O0OpPYAOBAHUS CJIEAYET UMEThb HOKYMEHTALIUID C TPeOOBAHUSIMU K
TEXHUYECKOMY OOCIYKUBAHUIO.

JItoboe 0o00opyIoBaHME MM €ro 4acTU, KOHTAKTHUPYIOUIME BO BpeMsS MCIIBLITAHUN C TMPOAYKLMUEIH, CMBIBHOH
JKUJKOCTBIO, MUTATECIBHBIMH CpeJaMy U T. [., CJCAVET CTePHUJIN30BAaTh.

A.3.3 IluraresbHble cpebl

[Ipy mpUroTOBAECHUMN MUTATEIBHBIX CPEJ U CMBIBHBIX JKUAKOCTEN, UCIIONb3YEMBIX IJISI U3BJICUEHUST MUKPOOPTra-
HU3MOB M3 MPOAYKIHNU, HEOOXOAUMO 00€CIEUYUTh X CTEPHUIBHOCTL, KOTOPVIO CJAEAYET IMPOACMOHCTPUPOBATH CIACIYIO-
HIUM 00pa3oM:

a) MX MHKyOauueu Mpu COOTBETCTBYIOLIMX TEMIIepaTypax A0 Haudaja UCIIOJIb30BaHUY Cpel WU OOJHOBPEMEHHO
C MCII0JIb30BAHUEM

b) Banmugauuen rpouecca CTepUIru3aLui.

s onpeneseHUs CIIOCOOHOCTH MUTATEILHON Cpelbl MOAACPKUBATL POCT MUKPOOPTaHU3MOB [IPOBOAAT HCIIbI-
TAHUS Ha YCKOPEHUE pocTa A1 KaxXIOM IMMapTUM TMUTATEJABHONM CpeAbl ¢ UCIMOJB30BAHUEM OOCEMEHEHHSI MaJlbIM
KOJIMYECTBOM BbIOpaHHBIX MUKpoopraHuiMoB (0T 10 1o 100 KosoHUeo0pa3yrouiux e JuHuL).

OrnucaHue UCMBITAHUN Ha YCKOPEeHHE poCcTa OOBIYHO JAeTCd B (papMaKOIeMHBIX MOHOrpauaX, YKA3bIBAIOLINX,
KaK1e MUKPOOPraHMU3Mbl MOT'YT MCIIOJIb30BAThHCS.

A.4 OT100p M NOATOTOBKA €AMHUI NMPOAYKIUU A1 HCHbITAHMI

A.4.1 Metoa or0opa equHuI MPOIYKIUH A1 BATHIAINH

Mertoa oTOOpa eaAuMHHUL TMPOAVKUMHK IJIS BaJTWJAlMU [IpoLecca CTEPWIM3ALIUU MOXKET BJIUATL HA TMOJy4YaeMble
pe3yabTaThl. [IpeanodyTuTe/IbHO OTOUPATh €AMHULBI IPOAYKLIMK CIIYyYalHBIM 00pa3oM M3 MapTUM, XapaKTepHOM IJI
MMPOU3BOJACTBEHHBIX TEXHOJOTUM U YCJIOBUNM. B HUX JO/KHBI OBITH BKJIOUEHBI €AUHULBI MPOAYKUIWU OIHON ITapTHU,
MMPOU3BEJACHHBIE B pa3Hoe BpeMs. ECiu OIHOBpEMEHHO TMPOU3BOJUTCS HECKOJBKO TApTHUN TMPOAVKIIMNK, €IUHULIbI
MPOAYKLHNHW 151 KOHTPOJSI MOTYT OBITh B3SIThl U3 KAaXKJI0OU CEPHU.

EavHMLIBI TTPOAYKLIWHN AJISI UCTILITAHUI MOTYT OBbITH OTOOpPAHBI U3 YHKCA 3a0paKOBAHHLIX B IMPOLECCEe TIPOU3BOIL-
CTBA U3JCJUN TMPU YCJIOBUU, YTO OHU U3FOTOBJICHBI TAK K€, KaK U OCTaJbHAas MPOAYVKLUHSI JAaHHOW MapTUMN.

KosanuecTBO OTOOpAHHBIX €AUMHULL TTPOAYKIIMYU U KOJUUYECTBA MAPTUN, U3 KOTOPBIX cAejlaH OTOOP, JO/KHBI ObITH
yKa3aHbl B COOTBETCTBVIOILECM MEXKIAYHAPOJIHOM CTaHIapTe, colepxKalieM TpedoBaHUSI K BaATUJZAUWU KU TEKYILEMY
KOHTPOJIO JAHHOIO Mpolecca CTePUIN3alun.

A.4.2 Yacrtp npoaykuuu a4 ucnpitanuii (U111)

Koraa »To ocylieCcTBUMO, TSI UCIBITAHUNM CieyeT UCIOJb30BaTh LEeJyI0 eAUHNLY IMPOAYKLIUH. B Tex ciayuyasix,
KOrJa BTO HEBO3MOXKHO, MOJKET OBIThH B3sTa OIpenesieHHasl 4acTb €AMHHWLbLI MPOAVKINU, YAOOHAas IJI1 MPOBEACHUS
uenbitTanus. B kauectBe UITM cienyeT B39Th OOMBIIVIO YACTh €AWHUIIBI TIPOAYKIIMU TIPH YCIOBHUU OOECIIeUeHUS
y100CTBa paboThl ¢ HE B J1aDOpaTOpUMN.

MukpobHas KoHTaMuHauug Ha YIIW nokHa ObITH TUITMYHOUM € TOUKHM 3pEHUS €€ YCTOMYMBOCTU K IIPOLIECCY
crepuanzanmu. Cama HIIW pgoskHa npeacTaBidaTh pa3iMyHbIE 3JEMEHTBI CJIOKHONU €AMHUUBI TMTPOAYKUIUN. CTepUIn-
30BaTh CJIOXKHOE HU3/IeJHUEe OOBIYHO TPYAHEE, YEM HeDObIIOE U3ASAUE, HATIPUMED, 34 CUET BXOISIIUX B COCTAB U3/ICIUS
JIMHHBIX Y3KUX KAHAJOB, COMPSKEHHBIX MMOBEPXHOCTEN U T. 1. [1pu paszneneHUM MpoOAYKLUH HA COCTABHBIC YACTU 3TO
COIPOTUBJICHUE YACTO YMECHBIIACTCS.

[ToaroroBky u yrnakoBky YlIWM g0 nauvana crepuamsanyvu ciaeayeT IMPOBOJAUTL B YCIOBHUSIX, YMEHBbIIAIONINX
BO3MOKHOCTb M3MEHEHUSI ODUOHATrPY3KH.

Eciu eamvuunia npoavkuuu uian Y11 He MoxeT ObITh MCIBITAHA B MMEIOLIEHCS J1adOpPaTOPHOW TMocyae, OHU
MOTYT OBITH pa3IeJeHbI 110 ABYM WK 00Jiee KOHTEMHEpaM, CUYUTAIOILMMCS KaK OJHA €AUHULIA; €CJIU B OJHOM KOHTEHMHEDPE
[MOJIYUEH ITOJIOKUTEIBHBIM POCT, TO BCS €IUHUIIA paccMaTpuBaeTcsd Kak rojoxureibHas. Y11 moxer ObITh BbIOpaHa
Mo JIMHE, Macce, OObeMYy WM TMOBEPXHOCTHU HCIIBITBIBAEMOW eJUMHUIBLI Mpoaykuuu. llpumepsr Beioopa YIINA
npuBeaeHbl B Tadauie A.l.
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Eciu Ha 3TUKETKE €IUHULILI [IPOAYKIUK 0003HAUYEeHA CTEPUIBHOCTL TOJBKO KaHajla IPOTEeKAHUS JKUJIKOCTU, TO
pe3VybTAT UCIBITAHUN KaHajla CaeAyeT pacCcMaTpUBATh KaK DPE3yabTAT WUCIBITAHUU CTEPUIBHOCTU BCEH €AUHULBI
npoaykuuu (1. e. YHIINW = 1,0).

TaG6aununa Al — [lpumepsl Bebopa YITH

OcHoBsa nas Beioopa H11U I puMepnl NponyKiIuu
30HAa MOBEPXHOCTH MmMruiaHTatel (He paccachbIBarQinecs )
Macca [Toporiiku

XHUpypruueckas oaexkiaa
MMriaHTaTe! (paccacblBaloiecs )

OTpe30K JJIUHBI TpyOKU (ITOCTOSIHHOIO IMaMeTpa)
O0BeM Bona, KUakocTu
KaHan a5 XXuakocTH KOMTILIEKT 111 BHYTPUBEHHBIX UHBEKILIUIA, KOHTEHHED 151 XKUIKOCTH

A.4.3 YlIN ot Kommiekra

KOMILIEKT rnpeacrapisieT cO00M eAMHULY TPOAYKINU, coaepKallylo 00jee 0OJHOTO MEAULIUHCKOTO U3AEIIUS:

a) KOMILIEKTBI, coAepxKaliue oaAMHAaKoBble MeJdulMHcKUe usgenud. Y1 nng rakux KOMIUIEKTOB COCTOUT U3
OJIHOIO TIpeAMEeTa, a HE CYMMBbI BCEX TPEeAMETOB, BXOISAIMX B KOMIUIEKT. Harpumep, U3 KOMIUIEKTA, COACPIKALLETO
M9Th ITPULIEB, UCIIbITBIBaeTCd oAMH winpuu u Y1 = 1,0;

b) KOMIUIEKTHBI, coaepKaliue pa3inyHble MeAULIMHCKUE u3aeaus. g takux KoMrieKToB Beioop Y11 ocHoBaH
Ha PACCMOTPEHUM KaKI0ro TUIA U3AeTUN U3 KOMIUIeKTa, U oTaeabHble Ul 1 ycTaHaBIuBaroTCs 151 KaKIA0TO IIpeaMeTa
B KOMILJIEKTE.

Harnpumep, B KOMIUIEKTEe, coAepKallleM ABa KOCTIOMA, JBa IMOJOTEHLA, ABE Iapbl MepyaTok U XUPYPrudyecKyio
caadeTky, nHAUBUAVAIbHYIO YIIM HeoOxoauMo ornpeacauTs IS Ka)KIOro THUIA MPeJIMETOB HE3aBUCHMO OT JPYIHUX
MpeJIMEeTOB, BXOISIINX B KOMILICKT.

A.4.4 YnakoBka eJvMHMHI IPOAYKHUH

KearejbHO, YTOOBI € JUHULIBI TPOAYKIIUU IMOABEPraJluCh BO3JACHCTBUIO CTEPUJIM3YIOILETO areHTa B UX IepBOHA-
yajabHOU dopMme U yrakoBke. HToObl CBECTU K MUHUMYMY U/WIH OOJETYUTh MAHUITYISALUK TIPU UCIIBITAHUIX Ha
CTEPWJIBHOCTb U TAKUM 0O0Pa30M YMEHBILNUTL BEPOATHOCTDb MOJYUYECHUS JIOJKHOTIIOJMOXKUTEIBHBIX PE3YIbTATOB, KOTOpPAs
MOZKET TMOBBICUTBCS 34 CUET KOHTAMHMHALMWU TIPU MAHUMYISLUWAX, U3ACIUEC MOXKET OBITh pa3o0paHo M IepeyrnakoBaHO
rnepea HayajloM CTepUIM3aliuu.

[IlpuMeuvanue — HeobOXxooMMO y4YUTBIBATH BIMUSHHUE pPA300pKUM U TIEepeyIIaKOBKM M3AeIHSI Ha DPEaKUUIO
MHUKPOOPTraHU3MOB K BO3IEHMCTBUIO CTEpUIM3yIONIero areHra. Hampumep, pa3dopka MOXKET U3MEHUTb XUMHUYECKUE
YyCJIOBHSI OKpPYXKAIOLIE MUKPOOPraHW3Mbl Cpelbl, T. €. U3MEHUTh CKOPOCTb UX MHAKTUBALIUU.

A.5 WcnpiTanuga Ha CTEPUIbHOCTD

A.5.1 Karteropuu ucnbiTaHMi

B cooTBeTCTBUH ¢ pa3aeaoM 6 HACTOSIILIETO cTaHAapTa METOIbI ITPOBEACHUS UCIIBITAHNUN HAa CTEPUIBHOCTb MOXKHO
pa3JacJUTL Ha JIBE OCHOBHBIE KATETOPUMN:

a) TMPSIMOE MOTrPY;KEeHUE MPOAYKINUK B IMUTATEJIBHYIO CPEAY C IOCICAVIONIe UHKYOAllue;

b) usBjIcUeHHE BCEeX MUKPOOPraHU3MOB U3 IIPOAYKIHNU M TepeMellieHHe U3BJICUYEHHBLIX MUKPOOPraHU3MOB B
MUTATEJIbHYIO Cpely € MOCJISAVIONIe MHKYDAlIUEH.

MeToa TIpsIMOro IOrPY;KEeHUS SBJSICTCS TIPEATNOUYTUTEILHBIM TIPU UCIIBITAHUSX MEIULIMHCKUX H3IeJIUN Ha
CTePWIBHOCTL. [lpHM HEBO3MOXKHOCTU HCIIOJNB30BATHL HTOT CIIOCOO0 M3-3a OCOOEHHOCTEM MEAMLMHCKOIO W3AeTUs
(Harpumep, OakTepuocTaTHyecKas/(pyHrucraruyeckasd akTHUBHOCTb) MOXKHO HWCITIOJb30BATH METOA € U3BJICUYECHUEM
MUKPOOPraHu3MoB. [Ipu UCIIONB30BAHUU HTOr0 METOJa HYKHO IPOSBIISATH OCTOPOXKHOCTb, TaK KaK HECITOCOOHOCTD
M3BJIeYb BCE MHUKPOOPraHU3MBbl € TTOBEPXHOCTEN MOXKET MPUBECTU K MOSIBJACHUIO JOKHOOTPULIATEIBHBIX PE3yJIbTATOB,
a cJaydyarHash KOHTaAMHMHALUS [TPY MAHUITYISALHNIX — K MMOSBIEHWIO JIOJKHOIOJOXKUTEIBHBIX PE3YIbTATOB.

A.5.2 Ilpsamoe norpyxeHnue

[Ipu npsamMom norpyxkeHuu earHuna npoaykuvu wind Y11 acentuuecku repemeniaetcsl B KOHTEUHeD (UJIU
IPYIIITY KOHTEHHEPOB, ¢M. A.4.2) ¢c mUTATEeIbHON CPeJION M MMoABepraercs MHKyoaunuu. KoamnyecTBO MUTATEIBHON Cpeabl
NOJIDKHO OBITH 1OCTATOYHBIM JUJIST 0DeCIeyeHUsI KOHTAKTA IMUTATE/IbHON cpeabl CO Beel equHuLie npoaykuuu uay Y11,
JloTIoMTHUTE/IbBHOE BHUMAHUE CICAYET VICIUTD:

a) pas3bopKe U3ICJAUS 10 Hadaja BO3JACHMCTBUS CTEPUIU3VIONIEro areHTa (cM. Takke A.4.4);

b) repeMeIMBAHUIO/BCTPAXUBAHUIO TTOCJE TTOTPYXKEHUS U3AEINS B ITUTATENBHYIO CPEY:

WU

C) J00aBJICHHUIO TMOBEPXHOCTHO-AKTUBHOIO BELIECTBA (KOTOpOE HE 00/1agaeT aHTUMHUKPOOHBIM AEUCTBHUEM) B
MUTATEJIbHYIO Cpely WU CMBIBHVYIO XKUAKOCTD IS VYUILIEHUSI CMayMBAHUS MOBEPXHOCTU U3IACIIUSL.

Mexxay nurateabHON cpeaoi U eanHuue npoaykuuu uinu YIIW ciaeayer nmoaaep:KuBaTh KOHTAKT B TEUSHUE
BCEro BpeMeHU MHKYOAllUH.
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[Ipu npoBeeHHUNU UCIBITAHUU Ha CTEPWIBHOCTL KaHajla MMPOTEKAHUS XKWUAKOCTU B €JAUHULE TMPOAYKUHUU STOT
KaHaJ 3arioIHAeTCs MUTATEJABHONM Cpeloi, U eAUHULA MMPOAYKUINUU TTOABEPracTcs MHKyOaluu.

A.5.3 H3BiieyeHUue MUKPOOPTraHU3MOB

A.5.3.1 O0mme noJoxeHus

MeToapbl, € TIOMOLIBIO KOTOPBIX MUKPOOPTaHU3MBbI H3BJICKAIOTCS W3 TPOAYKLIUHM MEXAaHWUYECKU TIIepel UX
repeMerleHuEM B YCJIOBHUS KYJIBTUBUPOBAHMS, B CBOIO OUepedb MOTYT ObITh pa3aciieHbl CJACAVIOILNUM 00pa3oM:

a) CMBIB C MOCJEAYIONIEH MeMOpaHHON (PUJIBTPALINCH;

b) CMBIB C MOCACAVIOIIUM KYJIBTUBUPOBAHUEM CMBIBHOW >KUIKOCTH.

HauvanbHbIM AeHCTBUEM HJIS1 3TUX METOJIOB ABISCTCH U3BJICYEHUE MUKPOOPraHMU3MOB U3 €JIUHULBI MTPOAYKLIUHA
i Yl temu ke mMetogamMu, 4To U Ipu ouleHke ouoHarpysku rno 1OCT P UMCO 11737-1, A4.2.4.1—A.4.2.4.7.
COOTBETCTBEHHO, TpeOOBAHMS K BBIOODY MOAXOASANICH CMBIBHON XKMAKOCTU TAKHUE K€, KaK IMPU OLIEHKE OMOHArpy3Ku
corsiacio | OCT P UCO 11737-1, A4.2.5, A.4.3 u tabauna A.2.

Il PUMCHAHHC — MeToa MOJXKET HE 00ECIIeYUTh BBIICJICHHUE BCEX MHUKPOOPraHMiMoOB M3 CAMHUIBI ITPOAYVKIHM .

[locae BbLACTIECHUSI MUKPOOPraHU3MOB M3 ¢JUHULBI IpoayKuuM uian Y11 mMoxHo npoBoauTs UCNBITAHUS Ha
CTePWJIBHOCTL C MOMOIIBIO MEMOPAHHON (PUAbTPALIUU WU KYJIBTUBUPOBAHWS BCEl CMBIBHON XKUIKOCTH.

A.5.3.2 MemOpannas puiabTpanus

[Ipu UcnibITAaHUAX HA CTEPUIBHOCTD € MMOMOILBIO MEMOpPAHHOU (PUIIBTPALIMU CMBIBHAS KUAKOCTb [IPOXOANT Yepe3
CTepWIbHBINA MeMOpaHHBIH PUILTP, OOBIYHO € pa3MepaMu rop 0,45 MKM, MMod AeMCTBUEM BaKyyMa WM JaBJICHUY.

[loBepXHOCTHU, KOTOpBIE HAXOAUJIUCh B KOHTAKTE CO CMBIBHOM XKHUIKOCTBIO, CITOJACKUBAIOTCS TOMOJHUTEIBHOMN
CTEePUWIBHON CMBIBHOM XXKHUAKOCTBIO UJIM PACTBOPOM, COAEPIKAILLMM HEUTPAIU3aTOP, U CMBIBHOWU pacTBOD IIPOITYCKAETCS
yepes MeMOpaHublil duasTp (A.6.2.3). Ilocne sToro:

a) TMUTaTeIbHAas cpela aceIITUYECKU MePeHOCUTCs Ha PUILTD JTUDO

b) UABTP aCeNITUYECKU TEPEHOCUTCS B IMUTATCIBHYIO Cpeady.

O0¢e 3TU orepal My 3aBeplialoTCs] UHKYDaAlueH.

A.5.3.3 KyibTHUBUPOBAHME CMbBIBHOU XKHIKOCTH

[Ipu UcnbITAaHUAX HA CTEPHUIBHOCTB METOIOM KYJIBTHUBHUPOBAHUS CMBIBHOUW SKMAKOCTH OAWH ITOJX0 3aKJII0UACTCS
B UCITOJBb30BAHUU IMUTATEJBHONM Cpelbl B KAUECTBE CMBIBHON KMAKOCTH, IMPU 3TOM I10CJIE CMbIBA IMUTATEIbHAS cpela
[epeMeraeTesl B CTepUJIbHbBIE KOHTEMHEPH HA UHKYDALINIO.

AJNBTEPHATUBHBIN T10X0J 3aKJII0YAETCS B TOM, YTO MOZKET ObITH BbIOpaHa CMBIBHAS XKWUIKOCTb, HE TMOIACPIKU-
BAIOIlasl POCT MHUKPOOPraHU3MOB, KOTOpas I10CJ€ CMbIBA CMEILUMBACTCS B PaBHbIX O0ObeMaxX C TMUTATEJBHON CPEIOU
ABOMHOW KOHLIEHTPAUMU B CTEPWJIBHBIX KOHTEHMHEPAX U 3aTEM BBIACPXKUBACTCS B UHKyOaTope.

A.5.4 Bpi0op yciaoBuil KyJbTHBUPOBAHHUS

A.5.4.1 MexayHapoaHblii cTAHAAPT MO BAJTUJALIMK U TEKYILEMY KOHTPOJIIO KOHKPETHOTO IpoLecca CTepruaIn3a-
MU MOZKET COoAep:KaTb PeKOMEHAALIUU T10 YVCJIOBUAM KYJIBTUBHUPOBAHHW S, UCIIOJB3YEMbBIM JISI UCIIBITAHUS HA CTEPUJIb-
HOCTb.

A.5.4.2 OOBIYHO TIpU KYJIBTUBUPOBAHUU UCIIOJB3VIOT €AMHYIO MUTATECJIbHYIO Cpeay C YYETOM IPEATTOTOXKECHUS,
YTO OHA SBJSICTCS OITUMAJIBHOU 15 KYJIBTUBUPOBAHUSI A3POOHBIX U (PaKyJabTATUBHBIX MUKPOOPraHU3MOB, KOTOPbBIEC
MOTYT BBIXKWUTb I10J BO3ACHCTBUEM CTEPUJIUIVIOILETO areHTa. [1pu UCIIOIBb30BAHUUN COEBO-KAa3€MHOBOU IMUTATEIBHOU
cpelbl B KauyecTBE €AWHOM cpedbl AJISI a’pOOHBIX U PAKYIbTATUBHBIX MHUKPOOPraHU3MOB KYJIbTHBUPOBAHUE OOBLIYHO
npoBoaAnTCd Ipu teMmreparype (30x2) "C B teueHue 14 cyr. Ang apyrux cpen cjieayer pacCMOTPETb U APYIUe PEXKUMBI

KYJIBTHUBHUDOBaAHNMA.

[IlpumMmeuvanue — TeMmrneparypa KyJbTHBHUPOBAHUS, peKOMeHIyeMas IJs1 HCIBITAHUNM Ha CTEePUIBHOCTD,
MOXKET OBIThH HUZKE PEKOMEHAYEMOMN I OLIEHKU OMoHarpy3ku. Mcrnonb3oBaHue 0ojee HU3KOM TeMITeparypbl MOMOTacT
BLISIBUTH MMOBPEKIACHHBIE UM OCAA0JIeHHbIE MUKPOOPraHHU3MBl.

A.5.4.3 YcioBUS KyJAbTUBUPOBAHUSI BLIOUPAIOT B CJACAVIOILMUX CIyUasIX:

a) COOTBETCTBYIOIIMN MEXKIYHAPOAHBIN CTAaHAAPT MO BAJIMAAUNU U TEKYIIEMY KOHTPOJIIO KOHKPETHOTO Ipolecca
CTePUIM3AlIMU HE OroBapUBAECT HMCIIOJAb3YEMYIO MUTATEIBHYIO CPEAY;

b) UCnoab30BaHUE €JIUHBIX VCIOBUN KYJLTHBUPOBAHUSI HEIIPUEMJIEMO M3-3a BEPOSITHOIO HAJIMYHS MUKpPOOpra-
HU3MOB IPYIHUX TUIIOB, YCTOWYHMBLIX K BO3JACHCTBUIO CTEPUIU3VIONIETO areHTa (HaripuMep, BEPOSITHOTO TMPHUCYTCTBUS
aHaA’POOHBIX MUKPOOPraHU3MOB).

A.5.4.4 1lpn BbIOOpPE YCIOBUIN KYJBTUBUPOBAHUSA IS TIPUBEACHHBIX 3/1€Ch MMPUMEPOB HEOOXOOUMO YUYUTHIBATH
cieaywonime (PakTophl:

a) TMpUpoOay NMPOAYKIHNU;

b) cnocod nmpon3BOACTBA;

C) UCTOYHUK MOTEHUIHNAIBHOU MUKPOOMOJIOIMYECKON KOHTAMUHALNU;

d) BepOsITHBIC TUIIBI BCTPEYAIOIINXCSI MHUKPOOPraHU3MOB.

JlaHHBIE [0 THUIAM MUKPOOPraHWU3MOB, I[IOJYYEHHBIC TIpU OIpeAceHUM OMOHArpy3KM B COOTBETCTBUH C
[OCT P NCO 11737-1, Mmoryt noMoub rpu BbIOOPE YCIOBUN KYJIBTHUBHUPOBAHUSL.

A.5.4.5 llpumeHsieMble OOBIYHO YCJIOBUS KYJbTHUBHUPOBAHUS MMPUBEJACHBI B Tabule A.2.
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Tadoaunuma A.2 — YcaoBuUs KyJbTUBUPOBAHUS
THNL MUKPOOPTraHU3MOB OOBLIYHO TIPUMEHSIEMbIC TTUTATECILHBLIC CPEJIbI TeMmnepatypa MHKYOAIIMU, D
ABPOOHBIC [lutatenbHBIA OYJIBOH 28—32
CepIeyHO-MO3roBOM OYJIBOH 28—32
CoeBO-Ka3eMHOBBIN OVJILOH 28—32
| puOBI JlekcTpo30BbIN OYVJILOH Cadbypo 20—25
KaprodeabHO-1eKCTPO30OBLIN OYJIbOH 20—25
| TI0OKO30-TIEIITOHHBINA OVJILOH 20—25
MDakyabTaTUBHEBIE KNJKasg TUOITHMKOJIEBAs cpella 28—32
MsICHOUN OYJIBOH C TJTIOKO30U 28—32
) MoryT HUCIIOJb30BaTLCA APYrUe TeMIieparypbl HHKyOaIuM (ripuMedyaHue K A.D.4.2).

A.5.5 Hccaenopanue NUTATEbHOM Cpedbl HOCIE UCHBITAHUM HA CTEPHUIBHOCTD

[Ipy MccaenoBaHMU MUTATEABHOWM Cpedbl [0Cae KYJLTUBUPOBAHUS METOHNOM OIIpeIeIeHHUsSI MYTHOCTH MOJKHO
MCITOJIb30BAaTh UCTOUYHUK CBETa ¢ 00OpAaTHON CTOPOHBI COCYA.

CaeayeT OTMETUTDh, YTO MYTHOCTb MOXKET OBbITh BBI3BaHA HE POCTOM MUKPOOPraHU3MOB, a IPYTUMHU ITpUUYUHAMU.
B 3TOM ciydyae MOXKeT moTpeOoBaThes JOMOJHHUTEIbHOE KYJIbTUBUPOBAHUE WM MUKPOCKOITHSI.

A.6 OneHka pe3yJabTATOB UCIBITAHUI HA CTEPUIBHOCTD

A.6.1 Onenka JOXKHOMNOJIOKHUTEJNbHBIX Pe3YJAbTATOB MPH HCHBITAHMIX HA CTEPHJIbHOCTb, BO3HHUKAIOIIMX H3-32
KOHTAMHHAIIUH

[TosBiaeHUE TOXKHOIMOJOXKNUTEIBHBIX PE3YJIbTATOB MMPU UCMBITAHUIX HA CTEPUJIBHOCTb MOXET U3MEHHUTb OLICHKY
MOJYYEHHBIX MMPHU BalUIallUKU JaHHBIX TAKUM 00pa3oM, UTO MOZKET ObIThb clejlaH BbIBOA 00 yMeHbIlIeHUU 3(PPEeKTUB-
HOCTU OOpaO0OTKM CTEPUIU3VIOIIMM arcHTOM, ITIPH 3TOM ITOJOXKUTEABbHBIE TPOOBI JOJXKHBI paccMaTpHBaTbCsl Kak
CBHUAETEIbCTBO HATUUYUS MUKPOOPraHU3MOB, BBIZKUBIINUX MO/ BO3ACUCTBUEM CTEPUIU3VIONLIETO arcHTa.

[[poBoaMMOE B 3TOM ciiydae UMUTALIMOHHOE UCIBITAHUE Ha XapaKTePHBIX CTEPWUIM30BAHHBIX €AMHUIIAX [TPOAYK-
MU SIBJSIETCS YAcTbIO IPOrpaMMBbl ITOATOTOBKHU IepcoHata U OLEHKU METOAMKHU IPOBEACHUS UCTIBITAHUIN HA CTEPUJIb-
HOCTb.

B tabauue A.3 repeyrciacHbl MEPBI MPeJoCTOPOKHOCTU, TIPMHHUMAaeMbIe U1 CBEJACHUS K MUHUMYMY JTOXKHOIIO-
JTOKUTENABHBIX PEe3yJbTATOB M3-3a KOHTAMHWHALIUU.

Taoawunuma A.3 — Mepbl IpeaoCTOPOKHOCTU IJIST MUHUMU3ALWUU JOXKHOIOJMOXKNUTEIBHBIX ITPO0, BO3ZHUKAIOIINX W3-
34 KOHTAMUHAIIUU

_n"{JOBOlII/IT'b HUCITBITAHNA B LﬂKdd)y C JIAMHUHAPDHBIM I[MOTOKOM, DACITOMTOXKCHHOM B BbIAC/JICHHOM IMOMCHICHHWHA C
KOHTDOJIMPYCMBIMHW YVCJITOBUAMMN.

[IpMeHATH acenTHYECKUE METOAbI ITPU UCTIBITAHUAX (HallpuUMep, AU CTBUS B KOMHATE JJIS [IepeoJeBaHUsI, BO BpeMsI
WUCITBITAHUS U TIPH TMepeMelleHUM MUTATEeIbHONH cpellbl B MHKYOATOPHI).

Buocurs MHCTPYMCHTDBI AJIA HCHbITaHHﬁ, [TUTATCIABHBIC CPCABI WM HMCIIBITYCMBIC TMPCAMECTHEI B IMTOMCHICHUC OJIA
UCITBITAHUM TaKUM 06;33301\4, YyTOOBI M30€3KAaThb KOHTAMMUHALIUN. npOBOHHT‘b HCKOHTAMMWMHAI MO Hdﬁy}}{HOH YITAKOBKH
OO BBCACHWA HUCIILITYCMbBIX IMPCAMCTOB B IMOMCHICHHUC AT UCITBITAHUHN.

n"pOBOHH'Tb HCRKOHTAMWHAL MO HOBQpXHOCTﬁﬁ, Had KOTOPDBIX IMPOBOJMTCA MCITbITAHKMSL.

CTepuIU30BaTh Bce 00OpyaoBaHUe, MaTepuaiibl U MpeaMeETbl, UCIIOJIb3yeMbIe TIPU UCIIBITAHUSIX.

(BECTHU K MHUHHUMVYMY OIICPDALINUN, HEOOXOIUMBIE IS [MTPOBCACHM A UCTIBLITAHUH.

OLIEHUTh COCTOSIHUE U KOHTPOJMPOBATh OKpYXKaloIiee UHKYO0aTOp MpOCTPAHCTBO.

CBeCTU K MUHUMYMY 00pa30BaHUE as3poO30JIei.

A.6.2 OneHka JOXKHOOTPHLIATEIbHBIX Pe3Y.JIbTATOB NPH NMPOBEACHUH MCIBITAHUN HA CTEPUIBHOCTD

A.6.2.1 daxkTopsl, BIUMIONINE HA TMOABICHUE JOXHOOTPUUATEIBHBIX ITPOO

Ha rnogBiieHue J10KHOOTPHULIATEIbHBIX PE3YJILTATOB BAUSIIOT CHACAYIONINE (PAKTOPHI:

a) HECITOCODOHOCTH YCJIOBUN KYJABTUBUPOBAHUS TTOAACPKHUBATH POCT MUKPOOPraHU3MOB;

b) npucyrcrBue 0AKTEpUUUAHBIX WU/WJIU 0AKTEPHOCTATUYECKUX BEIICCTB, BBIACSIONIUXCHI U3 TPOAYKLHU TIPH
UCITBITAHUSIX HA CTEPUIBHOCTD;

C) UHTEPBaJ BPEMEHH MEKAY BO3ICHCTBHEM CTEPWIM3VIOIIETO areHTa U HayajJoM Ipoliecca KyJbTUBUPOBAHUS
MpoOHI.
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A.6.2.2 PoctoBbie cBOICTBA MUTATEIBHBIX Cpell

[Ipu BBIOODE MUTATEJIBHBIX CPEO CJACAYET pacCMaTpUBATL UX CITOCOOHOCTDL IMOAAEPKMBATH POCT MUKPOOPTraHU 3-
MOB, TUIMTUYHBIX IJ1s1 OTACAbHBIX eAuHUL rpoaykuuu unu Y1 (A.5.4).

Kak TOJBbKO 3TOT BBIOOP CAeJaH, MOJKHO CUMTATh, UTO POCTOBBLIEC KayecTBa IMUTATEJIbHOW Ccpelbl 10 OTHOUIEHHIO
K TUTTUYHBIM MUKPOOPTaHU3MaM YCTAHOBJIEHBI (A.3.3).

A.6.2.3 HcnpiTanusa HA NPUCYTCTBUE OAKTEePHMUIMAHBIX H/WJIH 0AKTEPHOCTATHYCCKHX BElIECTB

[Togxon K CKpUHUHTY (OUEHKE) MPUCYTCTBUA DAKTEPULIUAHBIX U/UJIU DAKTEPUOCTATUUECKMX BEIIECTB IPUBEICH
B IOCT P MCO 11737-1, npunoxeHue B.4. BaugHue 0akTepULIUAHBIX WIHW 0AKTEPUOCTATUYECKUX BEIIECTB MOJKET
OBbITH CBEJACHO K MUHUMYMY CJICIVIOIIUM 00pa3oM:

a) J100aBJICHHUEM HeHUTpanIu3aropa(oB) K IMUTATEIBHONU Cpelie WIU CMBIBHON KUIAKOCTH;

b) ymaneHueM OAKTECPULIMAHOTO WM DAKTEPHOCTATUYECKOr O BEHIECTBA U3 CMBIBHOM JKUIAKOCTU ITyTeM (DUIILTPA-
nuu (A.D.3.2);

C) € YMEHbIIEHHEM KOHUEHTpAalUHM OAKTepHULIMUIHOI0O WM DAKTEpUOCTATUUYECKOIO BEleCTBA pa3daBiIcHUEM 10
TAKOTO YPOBHS, [TPHU KOTOPOM OHO YKe TepsdeT ¢BOI 3P(HeKTHUBHOCTD.

DTO MOXKET OBbITb JOCTUTHYTO VYBEJIMYEHHWEM O0beMa IMHUTATEJIbHON cpeldbl WJIM CMBIBHOW SKUJIKOCTU JIHMOO
pacripeze/iecHUeM ¢IUHUL MPOAYKIIMU 10 HECKOJBKUM HCIIBITATEIBHBIM KOHTEHHEepaM (A.4.2).

A.6.3 Bpems Mexay BO3JeiCTBUEM CTEPUIN3YIOHIETO ATEHTA M UCIBITAHUSIMH HA CTEPHJIbHOCTD

HeobxoaguMo MpuHSITE BCe Mepbl, UTOOBI HMCIIBITAHUS HA CTEPWUJIBHOCTb MPOBECTU KAK MOXKHO OBICTpEE I10CJIe
OKOHYaHU S BO3AECUCTBUS CTEPUJIN3YIOLLErO areHTa Ha eauHuly npoaykuuy wiu YI1W. Ecnu 3agepkka B niepegaye Ha
MUCIBITAHWST HEeU30ezKHa, CJeAyeT 00eCIIeUUTh YCI0BUS, TPU KOTOPLIX XpaHCHUE €JIUHULL IMPOAYKLIUN HE IMPUBOIWT K
[oTepe MUKPOOPTaHMU3MOB WIW U3MEHEHHIO MUKPOOHOHW momnyiasauur. Cleayer yKaszarb MaKCHUMaJbHBIM MHTEPBA
BpeMCHU [0 Hadvaja WUCMbITaHUNA. [IpyMuynHON 3HAUYUTEIBHOIO CHHZKEHUS YUCIA MHUKPOOPraHU3MOB MOZKET OBbITb
BLICYILIMBAHWE U3AEJIUS, YTO JOJIKHO OBITH YUTEHO IIPU BBIOOPE YCIAOBUM M BpeMeHH XpaHeHHs. CheayeT MpUHSITh BO
BHUMAHUE, UTO BpeMs MEXKIY 3aBepliIeHHUEM BO3JACHCTBUS CTEPWIN3YIOLIETO areHTa U repegadeil oopasua Ha KyJbTH-
BUPOBAHME MOXKET OKAa3aThb BJIMSIHUE HA BOCCTAHOBJICHUE TTOBPEKIACHUN MUKPOOPTaHM3MOB, BbI3BAHHBIX BO3CCTBUEM
CTePUIU3VIOILErO areHTa.
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