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2.1.9.3. UCIIBITAHUE HA PACTBOPEHHUE JJIs1 TBEPJAbIX JO3UWPOBAHHBIX
JIEKAPCTBEHHBIX ®OPM

HcnplTaHne npenHa3sHaueHO AN ONPENENICHUsS COOTBETCTBMSI TBEPHABIX ITO3MPOBAHHBIX
JIEKapCTBEHHBIX (hOpM IS IpueMa BHYTPh TpeOOBaHUAM MoKasarens «PactBopenuey. B mannoit
oOmiell apmakoneiHON cTaThe MOJ TEPMHHOM «JIO3UPOBAHHAs €IMHUIA» CIEeNyeT IMOHUMATh
OJIHy TaOJIeTKy, WIH OJIHY KalCyily, Wi, eclii 00OCHOBAaHO U OJOOPEHO YIMOIHOMOYCHHBIM
OpPraHoM, X MOAXOJALIEe KOJIUYECTBO.

OBOPYJJOBAHUE

Ipu6dop 1 (Bpamammasicss KOPp3MHKA). Y CTPOWCTBO COCTOMT M3 CICAYIOIIUX YaCTEH:
cocys1 (MOXKeT 6BITh C KPBIIIKON) M3 CTEKJIA MM APYTOr0 HHEPTHOTO Npo3payHoro Matepuanal),
JIBUTaTElIs, IPUBOIHOTO BaJla, IEPEMELIMBAIOIIET0 3JIEMEHTA — [IMJIMHIPUUECKONH KOP3UHKH.

Cocyn 4YacTHYHO NOTPYXKAIOT B MOIXOASIIYI0O BOJSHYIO OaHIO COOTBETCTBYIOIIETO
pasMepa WIHM HarpeBaroT C MOMOILIbIO MOJXOASIIETr0 YCTPOWCTBA, HApUMeEp, HarpeBaTeIbHOTO
KOoXKyxa. BonsiHas 6aHs niaM HarpeBaTesIbHOE YCTPONUCTBO IO3BOJISET OAIEPKUBATh TEMIIEPATYPY
BHyTpHu cocyna Ha ypoBHe (37,0+0,5)°C Bo BpeMmsi HCHBITaHUS, U IUIABHYIO MOCTOSHHYIO
LHUPKYJISIUIO cpelbl pacTBopeHus. Hu oaHa yacth mpubopa, a Takke OKpyXkarolias cpeaa, B
KOTOPOH MpuOOp HAXOAUTCS, HE AOJDKHBI CO3/]aBaTh 3HAUUTEJIbHBIX JBM)KEHUH, KOJICOaHUHN Win
BUOpAINH, KPOME TeX, KOTOPbIE BO3HHMKAIOT BBHUJY IUIABHOTO BpAIIEHHUS IEPEMENINBAIOIIEIO
aneMeHTa. [IpennoyTuTeabHbIM SABISETCS MPUOOD, MO3BOJIAIOLUIMNA HAOIIOIATh 32 IO3UPOBAHHOM
eIMHUIICH W TEPEeMEIIMBAIONINM 3JIEMEHTOM B Tporecce ucnbiTaHus. Cocyn AOKeH OBbITh
BMECTUMOCTbIO 111, mumHApuuecko (opmsbl, ¢ momycdepuueckuM AHOM. Beicota cocyaa
noskHa ObITh 0T 160 MM 110 210 MM, BHYyTpeHHMI qrameTtp — oT 98 mm 10 106 Mm.

CreHkH cocya CBepXy JOJKHBI UMETh OTOTHYTYIO KpOMKY (¢uianen). Jlins 3ameyieHus
MCTIAPEHHS. MOYXET OBITh MCIIONB30BaHA TOAXoAsmas Kpeimka®. Baj, Ha KOTOpHIH Kpemurcs
BpALIAIOILAsCcsl KOP3UHKA, JOJDKEH PacioaraTbCst TakuM 00pa3oM, YTOObI €ro 0Ch HaX0AMUJIach Ha
paccrostHuu HE Oosiee 2 MM OT JIFO0OH TOYKH BEPTUKAIBHON OCH COCYZa, W BpPAIIaThCs TUIABHO,
0€e3 CyIIeCTBEHHBIX KOJIeOaHUH, CIIOCOOHBIX MOBIUATH Ha Pe3yJbTaThl UCHIBbITaHUS. MCcHoab3ytoT
YCTPOMCTBO, PEryJupyIOLIee CKOpPOCTh BpAalleHHs Bajla M IO3BOJISIONIEE YCTaHAaBIUBATh U
NOIJEPKUBATh CKOPOCTh BpALCHMs Bajla Ha 3aJaHHOM 3Ha4eHMM B npezaenax + 4 %. Ban u
KOp3WHKa (KOMIIOHEHTBI MEPEMEIIMBAIOIICIO JJIEMEHTa) JOJDKHBI OBITh HM3TOTOBJICHBI W3
HepkaBeroleil ctanu Mapku 316 WiM SKBUBAJIEHTHOM, B COOTBETCTBHM CO CIEHU(PUKALMIMH,
npuBeleHHbIME Ha pucyHke 2.1.9.3.-1. Jlomyckaercs HCIIOJIb30BaHME KOP3MHKH C 30JI0THIM
MOKPBITUEM TONIIUHON 0KoI0 2,5 MkM (0,0001 mroiim). Jlo3upoBaHHYIO €AUHUILY TIEpe]] HA4aIoM
KQKJOr0 HCIBITAHUS TOMEIIAIT B CYXYI0 KOp3MHKY. PaccTosiHMe MeXIy BHYTpEHHEH

TIOBEPXHOCTBIO JTHA COCY/a M JTHOM KOP3MHKH BO BPEMs MCIIBITAHHUS MOJIICPKUBAIOT HA YPOBHE
(25 £ 2) mm.

2.1.9.3. cnbiTanue Ha pacTBOPEHHUE IS TBepAbIX go3upoBaHHbix JIO (PDG_08 2025)
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1) Cetka co cBapHBIM IIBOM: JuaMeTp npoBoioku ot 0,22 mm 1o 0,31 MM ¢ pazmepom
sgueiikn ot 0,36 mm no 0,44 mm. Ilocne cBapku pasmep CETKHM MOXKET HEMHOTO
WU3MEHUTHCA.

2) MakcumanbHO JOIMYCTUMOE OTKJIOHEHHE JUIsi A He JAOHKHO TpeBbimarh 1,0 MM mipu
BpAILlEHUH JETaIl BOKPYT LEHTPAJIbHOW OCH C YCTAaHOBJIEHHON KOP3HHKOM.

Pucynok 2.1.9.3.-1. [lpubop 1. nepemewmusarowuii s1emenm — YUIUHOPUUECKAS KOP3UHKA
(pasmepul yKazamvl 6 MULIUMEMPAX)

2.1.9.3. McnbiTaHue Ha pacTBOpeHUE [Tl TBepAbIX no3upoBaHHbix JIO (PDG_08_ 2025)
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Ipu6op 2 (JlonacTHas memanka). Mcnonb3ytoT ycrpoiictBo, ananornunoe [Iputdopy 1,
32 MCKIIIOUYEHUEM MEepEeMENINBAIOLIETO AJIEMEHTa, KOTOPBI COCTOMUT W3 JIomacTu W Bayia. Ban
JIOJDKEH pacrojaraTbCsi TAKUM 00pa3oM, 4TOObI €ero OCh HaXOJWJIaCh Ha PAacCTOSIHMM HE Oolsee
2 MM OT J000M TOYKHM BEPTUKAIBHOM OCH COCyJAa, U BpalllaThCs IUIABHO 0€3 CYIIECTBEHHBIX
KOJIeOaHUH, CIIOCOOHBIX TOBJIHSTH Ha PE3yIbTaThl UCIIBITAHUS.

BepTtukanbHas 1eHTpanbHas JUHUS JOMNACTH JOJDKHA MPOXOJUTh Yepe3 OCh Bajla Tak,
4TOOBI HIDKHSS YacTh JIOTIACTH HAXOJMJIACh HA OJTHOM YPOBHE C HIDKHEH 4acThio Bajna. Jlomactb
JI0OJDKHA COOTBETCTBOBATh CIeNM(UKAIMAM, NMpUBEAEeHHBIM Ha pucyHke 2.1.9.3.-2. Bo Bpewms
UCTIBITAHUSL PACCTOSHUE MEX]y HM)KHEH 4YacThIO JIOTIACTH W BHYTPEHHEH 4acThio JHA COCyza
JIOJDKHO TO/ICP)KUBAThCs Ha ypoBHE (25 £ 2) Mm. JlonacTh U BaJl, M3TOTOBJICHHBIC M3 METaslia
WIA TOAXOJSIIET0 HMHEPTHOTO JKeCTKOTO MarepHaia, INPEeACTaBISIOT COOOW  IETbHYIO
KOHCTPYKIHIO.

JlomycKaeTcst UCTIOIb30BaHUE OIXOAAIICH pa300pHON KOHCTPYKIIUHU, COCTOSAIICH U3 IBYX
yacTel MpH YCJIOBHM, YTO OHHM OCTAIOTCS MPOYHO CKPEIUIEHHBIMH MEXAYy co00il BO Bpems
ucnbITanusa. Ha jmomacts ¥ Baim MOXeT ObIThb HAHECEHO IMOAXOJsIIee WHEPTHOE MOKpbITHE. [0
Hayaja BPAILEHHUS JIONACTeH HCIBITYEMOW MO3UPOBAHHOM €IMHUIE Jal0T OMYCTUTHCS Ha JHO
cocyna. Jlns mpenoTBpaeHus BCIUTBIBAHUS K JO3UPOBAHHOHN €AMHHUIIE TPUKPETUISIOT HEOOIbIION
KyCOUYeK HMHEPTHOIO MaTrepualia, HalpuMep, HECKOJIbKO BUTKOB MPOBOJIOYHOW CHUpPATU WU
pUCIIOCOOIeHUE JJIsl IOTPYXKEHUs, IpHuBeleHHOe Ha pucyHke 2.1.9.3.-3. Jlomyckaercs
MCIOJIb30BaHUE APYTUX BAUAUPOBAHHBIX MPUCITIOCOOICHUM.

2.1.9.3. cnbiTanue Ha pacTBOPEHHUE IS TBepAbIX go3upoBaHHbix JIO (PDG_08 2025)
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Pasmepsr A u B He nomkHaBI MeHATHCS Oonee, uem Ha 0,5 MM Ipu BpallleHUH J1eTaan
BOKPYT IEHTpaJIbHON ocu. OTKIOHEHUE MOXET COCTaBIATh He Oozee 1,0 MM, ecru He
YKa3aHO UHOE

Pucynok 2.1.9.3.-2. [Ipubop 2: nepemewiusarowuii s1emenm — J0RACMb (pazmepsvl YKA3aHbL 8
MULIUMEMpPAx)

2.1.9.3. McnbiTaHue Ha pacTBOpeHUE [Tl TBepAbIX no3upoBaHHbix JIO (PDG_08_ 2025)
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Ipu6op 3 (HopmmeBblii muanHAp). [Ipubop coctouT U3 HabOpa IMMIMHIPHUYECKUX
CTEKJIIHHBIX COCYIOB C IUIOCKUM [JHOM; Ha0Opa CTEKJISHHBIX IOPIIHEBBIX LMINHJIPOB;
COEIMHUTENIBHBIX 3JIEMEHTOB M3 MHEPTHOro MaTepuaia (HepxkaBerouias cranb Mapku 316 win
JIpyrol MOAXOMALIMHA MaTepuall); CeT4aThlX HKPAHOB, M3TOTOBICHHBIX W3 MOJXOASALIETO0 He
COpOMpYIOIIEr0 U MHEPTHOIO MaTepuaja U IpeJHA3HAYEHHbIX U1 YCTAaHOBKU B BEPXHEH U
HIDKHEH YacTH CTEKJISIHHBIX IOPLIHEBBIX LWJIMHAPOB; CHUCTEMbl JABHUraTelss U IPUBOJIHOIO
yCcTpoiicTBa,  oOecrneuuBarollell  BEPTHUKAJIbHOE  BO3BPAaTHO-IIOCTYNATENIBHOE  JABM)KEHUE
IWIMHAPOB BHYTPH COCYJIOB M, IpU HEOOXOAMMOCTH, TOPU3OHTAJIBHOE IepeMelICHHUE
MNOPUIHEBBIX IMJIMHAPOB IPU APYroM Habope COCyAO0B.

Cocyznpl 4acTUYHO MOTPYKAIOT B IMOAXOJSAIIYI0 BOJASHYIO OaHIO COOTBETCTBYIOLLETO
pa3mepa, IMO3BOJIAIONIYIO0 MOAAepX KuBaTh Temmeparypy Ha ypoBHe (37,04 0,5) °C Bo Bpems
ucnbiTanud. Hu onHa wacte mpubopa, a Takxke OKpysKarollas cpela, B KOTOpoil mpubop
HAXOJUTCS, HE JOJDKHBI CO3/1aBaTh 3HAYUTENBbHBIX JABIKEHH, KOJICOAHUN WM BUOpAINH, KpOMe
TeX, KOTOpbl€ BO3HMKAIOT B PE3yJIbTaTe IUIABHOTO BEPTUKAJIbHO HAIIPABICHHOTO BO3BPAaTHO-
[OCTYNATEIbHOrO JBM)KEHUS LMJIMHApPA. YCTPOMCTBO pEryaMpoBaHUS CKOPOCTH IO3BOJISIET
BBIOMPATh U OJAEP>)KUBATh CKOPOCTh BO3BPATHO-IIOCTYIATEIBHOIO IBUKEHNUS B npesenax + 5 %
OT 3aJJaHHOTO 3HadeHUs. [IpennmouTHTENbHBIM SBISAETCS MPUOOP, MO3BOJSIOMINNA HAOTIOAATh 32
JIO3UPOBAHHONW E€AMHUIEH M BO3BPATHO-NIOCTYNATENbHBIMU JBIKEHUSAMHM LWIMHApa. Cocynbl
OCHAIIEHBI KPBIIIKaMU JJIs1 PETYJIUPOBaHUS UCIIAPEHUs, OCTAIOIIMMUCS Ha MECTE Ha MPOTSHKEHUN
BCEro ucnpiTanus. Yactu npubopa IOKHBI COOTBETCTBOBAaTh pa3MepaM, NPUBEAEHHBIM Ha
pucynke 2.1.9.3.-4, ecniu He yKa3aHO HHOE.
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Pucynok 2.1.9.3.-3. Anemepnamusnoe npucnocodnenue 0ns nocpyxcenus (pasmepsvl yKazaHul 6
MULIUMEMPAx)

Ipu6op 4 (Ilporounas siueiika). [IpuOop cOCTOUT U3 pe3epByapa U Hacoca ISl CPE/IbI
pacTBOpeHMsl, MPOTOYHOM sA4YeHKH W BOJISHOW OaHU JUIs MOJAEP)KaHUs TeMIepaTypbl Cpelibl
pactBopenus ua yposue (37,0 +0,5) °C.

Hcnonbe3yroT ykazaHHBIN pazmep ssueiiku. Cpeny pacTBOpeHUs IPOKaYMBaIOT BBEPX Yepe3
IPOTOYHYIO SIUEHKY C MOMOIIBI0 Hacoca. Jluama3oH CKOPOCTH MOJauyd MOTOKa COCTaBJISET OT
240 mut/g 1o 960 Mi1/4 co cTaHAapTHBIMU CKOpOCTAMHU 4 Mi/MuH, 8§ Mi/MuH U 16 mi/muH. Hacoc
JOJIKeH 00ecrieunBaTh MOCTOSHHBIN MOTOK (£ 5 % OT HOMHUHAIBHON CKOPOCTH MOTOKA); MPOPHIIb
MOTOKA JIOJKEH OBITh CHHYCOMAANbHBIM, ¢ myabcanued ot 110 umn/mun po 130 umm/mMuH.
Bo3moxxHO mcnonp3oBaHue Hacoca 0e3 mysbcanuu. MeTOIUKH UCHIBITaHUS Ha PAacTBOPEHHE C
UCIMOJIb30BaHUEM MMpHOOpa € MPOTOYHOM SYEHKON JOJKHBI BKIIOYATh MapaMeTphl CKOPOCTH
MOTOKA U MYJIbCAIUH.

[Mporounyto sueiiky (cm. pucynku 2.1.9.3.-5 u 2.1.9.3.-6) u3 mpo3payHOro ¥ UHEPTHOTO
MaTepuaia YCTaHaBIMBAIOT B BEPTHKAIbHOE IOJIOKEHHWE C CUCTEMOW (PUIBTPOB, KOTOpHIE
NPEJOTBPALIAIOT YTEUKY HEPAaCTBOPEHHBIX YaCTHIl M3 BEpXHEW 4YacTH S4YeMKH; CTaHIapTHBIE
JTUAMETPBI siueeK COCTABISIOT 12 MM 1 22,6 MM; HIDKHUN KOHYC OOBIYHO 3aIl0JIHEH HEOOJIbIINMHU

2.1.9.3. cnbiTanue Ha pacTBOPEHHUE IS TBepAbIX go3upoBaHHbix JIO (PDG_08 2025)
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CTCKJITHHBIMU IIAPUKaMHU JTUAMETPOM OKOJO 1 MM, TIpU 3TOM OJUH IIAPUK TUAMETPOM OKOJIO 5
MM JIOJIKEH OBITh PacIoIO’KEH B BEpIIMHE KOHYCA JUIS 3alllUThl TPYOKH Ui MOJA4U KUJIKOCTH;
JUI pa3sMEIICHUsT HEKOTOPHIX JO3MPOBAHHBIX JIEKAPCTBEHHBIX (OPM MOXKHO HCIOIB30BaTh
nepkarenb TabneTok (cM. pucyHku 2.1.9.3.5 u 2.1.9.3.-6). fueiiky norpyxarT B BOJASHYIO OaHIO
¥ MOJIICPKUBAIOT TeMmeparypy Ha yposHe (37,0 + 0,5) °C.

Jia ¢ukcauud KOHCTPYKIUHM IMPOTOYHON sSUEHKHM B MPUOOPE HCIONB3YIOT 3aKUMHOE
YCTPOKMCTBO U JIBa YIUIOTHUTENIBHBIX KoJiblia. Hacoc pa3meniaoT oTAeaIbHO OT 6JI0Ka PaCTBOPEHUS
JUTSL M30JIALIMU TIOCJIETHETO OT JIF0ObIX BUOpalui, co3aaBaeMbix HacocoM. Ilpu sTom Hacoc He
JIOJDKEH PAacIioNiaraThCsl BBIIIE YPOBHS pe3epByapHBIX cocynoB. CoenuHHTENbHbIE TPYyOKH
JOJKHBI OBITh MaKCHUMaJbHO KOPOTKMMHU. CleayeT HCIOib30BaTh MOAXOASIIME TPYOKH U3
XUMHUYECKH WHEPTHOTO MarepHuaja, HampuMmep, MOJUTEeTpa(TOpITUIICHa, C BHYTPEHHHM
quameTpom 1,6 MM U HHEpTHBIMU (DIIAaHIIEBBIMU COCTUHEHUSIMU.

Ilpuecoonocms npubopa. OmnpeneneHue MNPUTOJHOCTH YCTPOMCTBA MJisi MPOBEICHUS
UCIBITAHUN Ha PacTBOPEHHE JOJKHO BKIIFOUATh YCTAHOBJIEHHE COOTBETCTBHSI €rO pa3MepoB (C
y4eTOM OTKJIOHEHUWH) TpeOOBaHUSAM, MPUBEACHHBIM BbIlIe. Kpome TOro, mpu HCIONb30BaHUH
npubopa MEpUONUYECKH KOHTPOJIHPYIOT KPUTHYECKHE MapaMeTpbl HCHBITaHHI: o0beM u
TEMIIEpaTypy Cpeibl pacTBOpeHusi, ckopocTh BpaieHus (IIpubopsl 1 u 2), ckopocTh MOrpyKEHUS
(ITpuGop 3) u ckopocTh mOTOKA cpeasl pactBoperus (ITpudop 4).

[lepronuveckn MPOBOIAT MPOBEPKY pabOTOCIOCOOHOCTH MpUOOpa IUIsl MCIBITAaHUS Ha
pacTBOpEHHE.

2.1.9.3. cnbiTanue Ha pacTBOPEHHUE IS TBepAbIX go3upoBaHHbix JIO (PDG_08 2025)
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Pucynok 2.1.9.3.-4. Ilpubop 3: cmexnsnmuwiii cocyo u nOpuHeso YuiuHop (pasmepvl YKa3aHvl 6
MULTUMEmPAx)

2.1.9.3. McnbiTaHue Ha pacTBOpeHUE [Tl TBepAbIX no3upoBaHHbix JIO (PDG_08_ 2025)
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Pucynok 2.1.9.3-5. Ilpubop 4: 6oavwas npomounas suetxa 0isi mabiemok u Kancyi (ceepxy);
depocameny mabiemox Ok OONLWOU NPOMOYHOU sAuYelku (cHuzy). Pasmepvl ykazawer 6
MULIUMEMPAX, eciu He YKA3aHO UHOe

2.1.9.3. McnbiTaHue Ha pacTBOpeHUE [Tl TBepAbIX no3upoBaHHbix JIO (PDG_08_ 2025)
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Pucynok 2.1.9.3.-6. Ilpubop 4: manas npomounas sueiika 011 mabiemox u Kancyu (ceepxy);
depocameny mabiemox O MAaiou NpPOmMoyHou sAveuxu (cHuzy). Pazmepwvr yrazawer 6
MULIUMEMPAX, eciu He YKA3aHO UHOe

2.1.9.3. McnbiTaHue Ha pacTBOpeHUE [Tl TBepAbIX no3upoBaHHbix JIO (PDG_08_ 2025)
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METOIMKA
IIPUBOPBI 1 U 2

JlexapcTBeHHbIe (POPMBI CO CTAHAAPTHBLIM BHICBOOOKIEHUEM

Memoouxa. TlomemarorT yka3zaHHbIi 00beM cpenbl pactBopenus (£1%) B cocyn
yCTaHOBJICHHOTO mpubdopa. CoduparoT mpudop, HarpeBarT CPpeay PACTBOPECHHUS 10 TEMITEPATyPhl
(37,0£0,5) °C, nmogmep:kuBalOT €e B 3TOM jauamnasone. M3Biekaror tepmomerp. McmbiTanue
JIOMYCTUMO TIPOBOAMTH C YCTAHOBJIIEHHBIM TEPMOMETPOM, NpPU YCIOBHH TMOATBEPXKICHHS
SKBUBAJICHTHOCTH IMOJIyUEHHBIX PE3YyJIbTAaTOB pe3yJibTaTaM, IOJIYyYeHHbIM 0€3 TepMOMeTpa.

OnHy [O3MpPOBAHHYIO €IUHHILY MOMEIIAIOT B MHpUOOp, HpeoTBpaiias oOpa3zoBaHUE
My3BIPHKOB BO3/yXa Ha MOBEpXHOCTU oOpa3ua. HaunHaioT ucneiTanue Ha npubdope ¢ 3aJaHHON
CKOpOCThIO0. B TeueHne yka3aHHOTO MHTepBaia BDEMEHHU UJIH B KaXK/I0HM U3 YKa3aHHBIX BPEMEHHBIX
TOUYEK OTOMPAIOT MPOOY CPelbl PACTBOPEHUS U3 30HBI, PACIIONOKEHHON HA CEPEAMHE PACCTOSHUS
MEXy MOBEPXHOCTHIO CPEIbl PAaCTBOPEHHUS M BEPXHEH YacTH BpAINAIOMICHCS KOP3UHKH WU
JIOTIaCTH, Ha PACCTOSIHMM HE MeHee 1 cM OT cTeHKH cocyna. [Ipu yka3zaHuM HECKOJIBKUX TOYEK
ot0opa 1po0, 3aMEHsAI0T 0OTOOPaHHbIE ATMKBOTHI PABHBIMU 00bEMaMU CBEXEH Cpe/ibl pACTBOPEHUS
npu temmeparype 37,0 °C wnu, mpu YCIOBUU TMOATBEPHKIEHUS OTCYTCTBHS HEOOXOIUMOCTH
3aMEHBI CPEJIbl, YYUTHIBAIOT U3MEHEHHE 00beMa MpH pacyerax. [1oaepKkuBatoT cocy 3aKphITIM
Ha MPOTSHKEHUU BCETO WCIBITAHUSA M KOHTPOJHUPYIOT TEMIEPATypy CpeAbl uepe3 HaJjieKalie
UHTEpBAJIBI BpeMeHHU. [IpOBOAAT KOTUYECTBEHHOE OINPENEICHNE aJTMKBOTHI C HCIIOJIB30BAaHHEM
noaxoxsero Merona®. ITOBTOPAIOT HCMBITAHNE C APYTHMH JJO3HPOBAHHBIMH €/IMHHUIIAMH.

[Ipu wucnosb30BaHUM aBTOMATHU3UPOBAHHOTO OOOpYAOBaHUS s oTOOpa Mpod WU
OPUMEHEHUH  WHOM  Momubukanuu  npubopa,  HEOOXOIAMMO  TOATBEPIUTH,  YTO
MOIUGHUIMPOBAHHBIA TPHOOp oOOecreYnBaeT IOJNydeHHE pPEe3yJIbTaToB, AKBUBAICHTHBIX
pe3ylbTaTam, HOoJy4YeHHBIM C TOMOIIBIO MPUOOpPA, ONMMCAHHOTO B JaHHOU 0011el GpapMakoneitHon
cTaTbe.

Cpeoa pacmeopenus. VIcnionb3ylOT MOAXOASIIYIO CPEAY PAaCTBOPEHUs. YKa3aHHBII 00beM
CpeIbl PAaCTBOPESHHUS COOTBETCTBYET 00beMy, H3MepeHHoMY Tipu Temmeparype ot 20 °C mo 25 °C.
Ecnu cpena pactBopenus npeactasiser coboit OydepHsliii pactBop, To pH pacTBopa 10BOIAT A0
3HauEHUs, OTIMYAIOIIErocs OT yKazaHHOro He Oosnee yem Ha 0,05. PacTBopeHHBIE ra3bl MOTYT
NPUBECTH K OOpPa30BAHUIO IY3bIPHKOB, YTO MOXKET MOBIMUATH Ha PE3yJbTaThl HCIBITAHUS.
TTo>ToMy mepest HCIBITAaHHEM X Heo6X01uMo yaamuTs ),

Bpewms. Ecnu yka3aHo TOJNBKO OJJHO 3HAUYE€HHE BPEMEHU PACTBOPEHMSI, HCTILITAHHE MOMXKET
OBITH 3aBEpIICHO 3a 0oJiee KOPOTKUN MPOMEXKYTOK BPEMEHHU IMPH JOCTIKCHHH MUHUMAIBLHOTO
TpeOyeMoro KoJIM4ecTBa pacTBOPEHHOT 0 BemecTBa. OT60p Mpobd J0HKEH MPOBOIUTHCS TOJIBKO B
yKa3aHHOE BpeMsl C TOYHOCTHIO £ 2 %0.

JlexapcTBeHHBIE (POPMBI € IPOJTOHTHPOBAHHBIM BBICBOOOKIEHUEM

Memoouxka. B cOOTBETCTBUM C YKa3aHMUSIMH IS JIEKAPCTBEHHBIX (POPM CO CTaHJAPTHBIM
BBICBOOOKICHHEM.

Cpeoda pacmeopenusi. B COOTBETCTBHHM C yKa3aHHSMH Uil JIGKAPCTBEHHBIX (OPM CO
CTaHJIapTHBIM BBICBOOOKICHUEM.

Bpems. Beigensior BpeMeHHBIE TOYKHM OTOOpa mpoO, KaK MpPaBHIO TPH, KOTOPHIE
YKa3bIBAIOT B Yacax.

JlekapcTBeHHbIE (DOPMBI C OTCPOYEHHBIM (O0TJIOKEHHBIM) BHICBO0OKIEHHEM

Memoouxa. VIcTionb3yl0T METOUKY A WM METOAUKY b.

Metoanka A:

— Kucnomnas cmaousa. Tlomemarot B cocya 750 mn 0,1 M xnoposooopoonoii kuciomsr n
cobuparor mpubop. HarpeBator cpemy pactBopenuss o0 temnepatypbl (37,0+£0,5) °C wu
HOJ/IEP)KUBAIOT €€ B ATOM jauana3oHe. OIHY JA03MPOBAaHHYIO €AMHHUILy MOMEMIA0T B MpHOOp,
3aKPBIBAIOT COCY/I KPBIIIKOW M HAYMHAIOT UCIIBITAaHUE HA MPUOOPE C YKa3aHHOU CKOPOCThIO. Yepes
2 4 ucnsitanust B 0,1 M xnoposodopoomnoii kuciome, oTOMpAIOT aJUKBOTY M cpa3y MPOBOJSAT
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UCIIBITAHUE B YCIOBHUSX, ONUCAHHBIX Ui OydepHoit cramuu. IIpoBOAAT KOJIUYECTBEHHOE
OTIpeNieICHNE aJTMKBOTHI C UCIIOJIb30BaHUEM MOIXOISIIETO METOIA.

— byghepnas cmaous. B Teuenue 5 MuH 3aBepiiaroT npubdasieHue 0yGhepHoro pacTBopa u
KoppekTupoBKy PH. be3 mpekpaiienust paboThl npubdopa ¢ yka3aHHOW CKOPOCTHIO, MPUOABIISIIOT K
xuakoctu B cocyme 250w 0,20 M pactBopa Hampus ¢gocgpama Oodexacuopama P,
npeaBapuTelbHO HarpeToro a0 temmeparyps (37,0 = 0,5) °C. IIpu Heobxoaumoctu goBoast pH
cpensl pactBoperus 1o 6,80 + 0,05 ¢ momompio 2 M xoposodopoonou kuciomer P v 2 M
pacmeopa nampus euopokcuoa P. [IpogomkaroT UCTIbITaHNE B TedeHUE 45 MUH WK YKa3aHHOTO
BpeMeHH. [l0 HCTEYCHMHM YKa3aHHOTO BPEMEHH OTOMPAOT allMKBOTY W TIPOBOJAAT €€
KOJINYECTBEHHOE OMPEICIICHHE MOIXOASIAM METOIOM.

Meronuka b:

— Kucnomnas cmaous. Ilomemator B cocyn 1000 mn 0,1 M xnoposooopooroii kucioms u
cobupator mpubop. HarpeBator cpeny pactBopenus no temmeparypsl (37,0+0,5) °C u
MOJICP)KUBAIOT €€ B ATOM nuana3one. OIHY J03MPOBaHHYIO €IWHUILY TIOMEIIAT B TPUOOD,
3aKpBIBAIOT COCYJl M HAUYMHAIOT MCIBITAaHHE HA MPUOOpE C yKa3aHHOW CKOpocThio. YUepe3 2 4
ucnbitanuss B 0,1 M xnoposodopoonoti kuciome OTOMPAIOT AJIMKBOTY W Cpa3y MPOBOMST
UCIIBITAHUE B YCIIOBUSX, ONUCAHHBIX s OydepHoit cramamu. IIpoBOomsT KONMMUYECTBEHHOE
OIpEICIICHUE AJTMKBOTHI MOIXOISIIAM METOIOM.

— bygpepnas cmaousa. J]nst aToro sTana ucnoas3yroT Oy epHbIi pacTBOP, IPEABAPUTEIHEHO
HarpeTbiii 1o Temneparyps (37,0 £0,5) °C. VaansfioT KECIOTY U3 COCy/a U MOMEIIAIOT B HETO
1000 M1 dpocdarroro 6ydeproro pactsopa pH 6,8, IPUTOTOBICHHOTO TyTEM CMEIITUBAHUS TPEX
oobemoB 0,1 M xnoposodopoonoui kuciomst u omHoro oovema 0,20 M pacmeopa nampus
gocghama ooodexacuopama P u, ipu HEOOXOTUMOCTH, AOBOAAT pH MOIy4eHHOTO pacTBopa 10
sHauenust 6,80 + 0,05 2 M xaoposooopoonoii kucromoti P wmm 2 M pacmeopom nampus
euopoxcuoa P. Jlonyctumo ynaneHue u3 npudopa cocyzaa, CoAepKallero KUcuoTy, U 3aMeHa ero
JIPYTUM COCYJIOM, COJepXamuM OydepHbIi pacTBOp C IMEPEHOCOM B HETO JI03UPOBAHHOM
eauHAIBL. [Ipo10IDKarOT UCTIBITAaHUE B TEUCHHUE 45 MUH, WM B TSUYCHHE YKa3aHHOTO BpeMeHu. [1o
UCTCYCHUU YKa3aHHOTO BpPEMEHH OTOHMPAIOT AJIMKBOTY M TIPOBOIAT €€ KOJIMYECTBEHHOE
OTIpeieIeHNe TTOAXOISIINM METOIOM.

Bpems. Bee ykazaHHbIe CPOKY UCTIBITAHUS JOKHBI COOMIOAATHCS B MMPeAeNiaX OTKIOHEHHS
BpEeMEHHOI0 nHTepBana +2 %, eciu He yka3zaHO WHOE.

ITPUBOP 3

JlexapcTBeHHBIE (POPMBI CO CTAHAAPTHBIM BHICBOOOKIEHIEM

Memoouxa. Ilomemarot yka3zaHHbII 00beM cpeabl pacTBopeHus (£ 1 %) B kaxablil cocya
npubopa. Cobuparot mpubop, HarpeBaroT cpeay pactBopeHus ao remmeparyps (37,0 £ 0,5) °C,
HOJ/IEP)KUBAIOT €€ B 9TOM JHUAala30He U U3BJIEKAIOT TepMoMeTp. OIHY JO3UMPOBAHHYIO €AUHUILY
MOMEMIAIOT B KX W3 TOPIIHEBHIX IMJIMHAPOB, TPEAOTBpaIias o0pa3oBaHHE ITy3BIPHKOB
BO3/yXa Ha MOBEPXHOCTH KaX/10i U3 JO3UPOBAHHBIX €UHMLL, U HEMEJIEHHO ITPUBOASAT MIPpUOOp B
JIeiCTBE B COOTBETCTBHM C yKAa3aHWSAMH. 3a OJUH TOJHBIA UK (IBIDKEHHE BBEPX W BHU3)
HOPIIHEBOW LMIMHJP nepemeriaercss Ha pacctosHue 9,9-10,1 cm. Uepes ykazaHHBIH HHTEpBal
BPEMEHU WM B KQKIYIO U3 YKa3aHHBIX BPEMEHHBIX TOYEK ITOHUMAIOT IMOPITHEBBIE IWIHHIPHI U
OTOMPAIOT AJIMKBOTY U3 30HBI, PACIIOIOKEHHON B CEPEMHE MEXKIY MOBEPXHOCTHIO CPEJIbI U THOM
KaXKIO0ro cocyna. BBIMOMHSAIOT KOJIMYECTBEHHOE ONpENENIeHHE aJUKBOTHI B COOTBETCTBUHU C
ykazaHusiMu.  [Ipp  HEoOXOAMMOCTH  TOBTOPSIIOT — UCHBITAHWE C  JIOTIOJIHUTEIbHBIMU
JIO3MPOBAHHBIMU €TMHHUIIAMH.

IIpu yka3aHWM HECKOJIBKHX TOYeK OTOOpa MpoO, 3aMEHSIOT OTOOpAaHHBIE AJTMKBOTHI
paBHBIMU 00BEMaMM CBEKel cpeibl pacTBopeHus npu temneparype 37,0 °C wiu, npu ycinoBuu
HOJTBEPXKICHUS] OTCYTCTBUSI HEOOXOJUMOCTH 3aMEHBI Cpellbl, YUMTHIBAIOT W3MEHEHHE 00beMa
npu pacuerax. lloamep>KuUBaIOT COCyH 3aKpBITHIM Ha TMPOTSHKCHWW BCETO WCHBITAHUS U
KOHTPOJIMPYIOT TEMIIEPATYPY CPEIbl Uepe3 MOAXOIAIINe HHTEPBAJIbI BPEMEHHU.
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Cpeoa pacmeopenusi. B COOTBETCTBHM C yKa3aHHSIMM Uil JIGKAPCTBEHHBIX (GOPM €O
CTaHJAapPTHBIM BBICBOOOKICHUEM JI71s1 TprOOpoB 1 u 2.

Bpems. B COOTBETCTBUM C yKa3aHUSIMH JUIS JIEKAPCTBEHHBIX (OPM CO CTaHIAPTHBIM
BBICBOOOKIeHHEM s puOopoB 1 u 2.

JlekapcTBeHHBbIE GOPMBI C MPOJTOHTHPOBAHHBIM BBICBOOOKIEHHEM

Memoouxa. B cOOTBeTCTBUU C YKa3aHUSIMH IS JIEKAPCTBEHHBIX ()OPM CO CTaHIAPTHBIM
BBICBOOOKICHUEM JIsI prudopa 3.

Cpeoa pacmeopenus. B COOTBETCTBUHM C YKa3aHUSIMU ISl JIEKapCTBEHHBIX (OpM C
MPOJOHTHPOBAHHBIM BEICBOOOKIEHUEM ISl IPpruOOpoB 1 u 2.

Bpems. B coOTBETCTBUU € yKa3aHUSAMH IS JIEKAPCTBEHHBIX (DOPM C MPOJIOHTUPOBAHHBIM
BBICBOOOXKIEHUEM 1715 ipruOopoB 1 u 2.

JlekapcTBeHHbIE (DOPMBI C OTCPOYEHHBIM (OTJIOKEHHBIM) BbICBOOOKIEHUEM

Memoouxa. B cOOTBETCTBUU C YKa3aHUSIMH ISl JIEKAPCTBEHHBIX (POPM C OTCPOUECHHBIM
BBICBOOOKIEHHEM, MeToiuKa b, 11t mpubopoB 1 u 2, ucnonb3ys OJUH psill COCYAOB ISl Cpebl
pacTBOpeHUs Ui KUCIOTHON CTAIMU U CICIYIOIIUI psA COCYIOB JUISL CPEIbl PACTBOPEHHS IS
OydepHo# cTaguu, UCTIONB3Ys YKa3aHHBIH 00beM cpeabl (00br9HO 300 M),

Bpems. B cOOTBETCTBUM € yKa3aHUAMM JJIsl JIEKAPCTBEHHBIX (OPM € OTCPOUYEHHBIM
(OTJI05K€HHBIM) BBICBOOOKACHUEM I PUOOPOB 1 1 2.

1IPUFOP 4

JlekapcTBeHHbIE ()OPMBI CO CTAHAAPTHBIM BBICBOOOKIEHHEM

Memoouxka. IlomemaT CTEKISIHHbIC IIAPUKH B YKa3aHHYIO Sueiiky. OHY 103MPOBAHHYIO
€/IMHUIlY TIOMEIIAIOT OBEPX LIAPUKOB MJIH, €CJIU IPEAYCMOTPEHO, HA IIPOBOJIOYHBIHN JepkKaTeib.
CoOupator GuiabTpyronuii 610K U (QUKCHPYIOT YacTH TpuOopa MeEXITy COOOW € IMOMOIIBIO
HOJIXOMAALIEr0 3aXHMHOro ycTpoiicTBa. Jlias JOCTMKEHUS 3aJaHHOM CKOpOCTH IIOTOKa,
U3MEpSEMON C TOYHOCTHIO A0 5 %, 4yepe3 HIKHIOI 4acTh SYEWKHU IMOJAIOT MPEBAapUTEIBHO
Harpetyio 10 (37,0 £0,5) °C cpeay pacTBopeHHs C MOMOIIbIO Hacoca. OTOHMpaOT MPOOBI
¢pakuusiMu B ykasaHHOe BpeMs. [IpoBOAST KOIMUECTBEHHOE OIPENEICHUE AalUKBOTHI C
UCIOJIb30BAaHUEM MOAXOASIEro MeToaa. [IoBTOpSIOT ucHbITaHWE C OPYTUMHU J103UPOBAaHHBIMU
€IMHUTIAMH.

Cpeoa pacmeopenus. B COOTBETCTBUM C yKa3aHHSMM Ui JIEKAPCTBEHHBIX (OPM €O
CTaH/apTHBIM BbICBOOOKIEHUEM I TpuOOpoB 1 u 2.

Bpemsa. B cOOTBETCTBUM € YKa3aHUSMHU JUIs JIEKApCTBEHHBIX ()OPM CO CTaHAAPTHHIM
BBICBOOOKIEHUEM 715 TprubopoB 1 u 2.

JlexapcTBeHHBIE (POPMBI € IPOJTOHTHPOBAHHBIM BBICBOOOKIEHUEM

Memoouxa. B cOOTBETCTBUM C YKa3aHMUSIMH IS JIEKAPCTBEHHBIX ()OPM CO CTaHJAPTHBIM
BBICBOOOXKICHHEM /151 Tpubopa 4.

Cpeoa pacmeopenusi. B COOTBETCTBUHM C YKa3aHUSIMU JJIs JIEKApCTBEHHBIX (opMm co
CTaHJApTHBIM BBICBOOOKIEHUEM /IS Tpubopa 4.

Bpems. B COOTBETCTBUM C yKa3aHUAMHU Ui JIEKAPCTBEHHBIX (DOPM €O CTaHIAPTHBIM
BBICBOOOKIEHUEM JIJTsI Tpudopa 4.

JlekapcTBeHHbIe GOPMBI € OTCPOYEHHBIM (OT/I0KEHHBIM) BHICBOOOKIeHHEM

Memoouxa. B cOOTBETCTBUU C YKa3aHUSMH JUIs JIEKAPCTBEHHBIX (POPM C OTCPOUEHHBIM
(oTOKEHHBIM) BBICBOOOKIEHHEM il mpuOOpoB 1 W 2, HMCHONB3YyS MOJAXOISIINE CPEIIbI
pacTBOpEHMSL.

Bpems. B cooTBETCTBUM C yKa3aHUSIMU JUISl JIEKAPCTBEHHBIX (OPM C OTCPOUEHHBIM
(OTJI0’KE€HHBIM) BBICBOOOXKIEHHEM 151 IPUOOpoB 1 u 2.

NHTEPIIPETALIUA PE3YJIBTATOB

JlekapcTBeHHBbIe GOPMBI CO CTAHAAPTHBIM BBICBOOOKICHUEM
JlexapCTBEHHBIN IpenapaT BbLICPKUBAET UCIBITAHUE, €CIU KOJIUYECTBO JIEUCTBYIOIIETO
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(aKTMBHOTO) BEIIECTBA, MEPEIISAIIEr0 B PACTBOP W3 MCHBITYEMbIX JIO3UPOBAHHBIX EIWHUII,
COOTBETCTBYET KPUTEPHAM MPUEMIIEMOCTH, YKa3aHHBIM B Tabmune 2.1.9.3.-1, ecnu He ykazaHO
WHOE.

VcnpiTanue MpoOAOIDKAIOT JIO TPEThEro YpPOBHS, €CIHM IOJYYEHHBIC PE3YJIbTaThl HE
COOTBETCTBYIOT KPUTEPHSIM Ha YPOBHX S1 Wi Sa.

Bennunna Q mpezacraBisier coOOH 3allaHHOE KOJHYECTBO TIEPEIIEANIEr0 B PAaCTBOP
JEHCTBYIONIETO (AKTUBHOTO) BEIIECTBA, BRIPAKEHHOE B MPOIICHTAX OT 3asBJICHHOTO COJIEPKAHUS;
sHaueHwust 5 %, 15 % u 25 % B Tabnuie 2.1.9.3.-1 Takke BEIpAXKEHBI B MPOIEHTAX OT 3asBJICHHOTO
COJIepKaHUsl, TO €CTh B TE€X )K€ €AMHMIIAX, uTo U Q.

Tabmauua 2.1.9.3.-1.

Komungectso
YpoBeHb JO3UPOBAHHBIX Kputepun npuemiemoctu
€ IMHHII

Kaxmoe moyueHHOE 3HaUEHHUE TOJDKHO COCTABIISATh HE

S1 6 0
menee Q + 5 %.
[Tony4yeHHoe cpeaHee 3HaYCHHE s 12 TI0O3UPOBAHHBIX

S 6 enuHUI (S1 + S2) NOMHKHO OBITH paBHO WiH Oobiie Q,

2

U HU OJHO 3HAYCHHE HE JOJUKHO OBITH MeHbIne Q —
15 %.

[TonydyeHHOe cpemHee 3HaUCHHE IS 24 T03UPOBAHHBIX
enuHHAI (S1 + Sz + S3) AODKHO OBITH PABHO HITU OOJIBIIIC
S3 12 Q, He Oosee 2 3HAYCHUM MOXKET OBITH MEHbIIE
Q-15%, m HU OAHO 3HAYCHHUE HE JOJDKHO OBITh

MenbIe Q — 25 %.

JlekapcTBeHHbIe GOPMBI € IPOJTOHTHPOBAHHBIM BbICBO0OOKICHHEM

JlexapCTBEHHBIN IIpenapar BbLIACPKUBACT UCIIBITAHUE, €CIU KOJIUYECTBO JEUCTBYIOIIETO
(aKTHBHOr0) BelIECTBA, NEpEIIEIIEro B pacTBOP M3 HUCHBITYEMbIX JI03UPOBAHHBIX EJUHULI,
COOTBETCTBYET KPUTEPHSAM MPUEMIIEMOCTH, YKa3aHHbIM B Tabmune 2.1.9.3.-2, ecnu He yKazaHO
UHOE.

HcnbiTanne npoaomkarT 10 TPEThEro YPOBHS, €CIM IOJYyYEHHBIE PE3ylbTaThl HE
COOTBETCTBYIOT KPUTEPHSIM Ha ypoBHsX L1 mm Lo.

[Ipenensl 3HaUeHUH KOJIMYECTBA MEPELIEANIEro B pacTBOP ACHCTBYIOLIEro (aKTUBHOIO)
BEIIECTBA BBIPAXKEHbI B IPOLIEHTaX OT 3asBIEHHOro cojaepkanus. llpeaenst ¢dopmupyor
JIMana3oH JUis Kaxaoro 3HaueHus QI, mpeacTaBIsIoOmEero co0oi KOJUYECTBO JCHCTBYIOIIETO
(aKTHBHOT0) BEIECTBA, EPELIEIIEro B paCTBOP B KaXKIbIN YKa3aHHBIA UHTEPBAJ BPEMEHH.

IIpn yka3anum Oojee OJHOTO HWHTEpBajlla BPEMEHU, KPUTEPUU MPUEMIIEMOCTH
IIPUMEHSIOTCS UHAUBUAYAIBHO K KaXKJI0MY UHTEPBAILY.

Tabmuna 2.1.9.3.-2.

KomnuectBo
YpoBeHb JO3UPOBAHHBIX Kputepuu npuemnemoctu
CJTMHHIT

Hu omHO wHAMBHAyalbHOE 3HAU€HHWE HE JOJKHO
BBIXOJMTh 33 YCTAaHOBJICHHBIC WPEICNBI; HHU OJIHO

L1 6 WHIUBUAYAIIbHOE 3HAUEHUE HE JOJKHO OBITh HUXKE
mpejiesa, yCTAaHOBJICEHHOTO HAa MOMEHT 3aBEpIICHHS
WCTIBITAHUS.
[Tonydyennoe cpeanee 3HaueHUE Wi 12 103UpOBAHHBIX

Lo 6 enuanll (L1 + L2) JOMKHO HAaXOMUTHCS B KaXJAOM W3

YCTAHOBJICHHBIX MPECACIIOB W HC OOJIKHO OBLITh HUKE
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KomnnuectBo
YpoBeHb JIO3UPOBAHHBIX Kpurepun npuemnemoctu
€IIMHUL]

npezelia, yYCTaHOBJIEHHOTO HAa MOMEHT 3aBEpIICHUs
WCIIBITAHUS, HU OJHO WHIWBUIyaJIbHOE 3HAYCHUE HE
JTOJKHO BBIXOAUTH 32 KaXKbIM YCTAaHOBJICHHBIN MIpees
6osee yeM Ha 10 % OT 3asBJICHHOTO COJICP)KAaHUS; HU
OJIHO WHIUBUIYyalbHOE 3HAYCHUE HE JOJDKHO OBIThH
HIDKE Tpenena, YCTAaHOBJICHHOTO HAa  MOMEHT
3aBeplIcHHs] HCTbITaHus, Oonee uem Ha 10 % ot
3asBJICHHOTO COJICPKaHUS
[Tonyuennoe cpennee 3HaueHue A 24 103UPOBAHHBIX
equauI (L1 + L2 + L3) 10/DKHO HAXOIUTHCS B KaXKIOM
W3 YCTAHOBJICHHBIX MPECIIOB U HE JIOJDKHO OBITH HUXKE
npezeNia, yCTaHOBJICHHOTO HAa MOMEHT 3aBEpIICHUS
WCIBITaHUs; He Oonee 2 u3 24 MONYyYCHHBIX 3HAYCHUI
MOTYT BBIXOJMTbH 32 KaXK/Iblil YCTaHOBJICHHBIN TMpeen
6omnee yem Ha 10 % OT 3asBICHHOTO COJEpKAHUS; HE

12 6osee 2 u3 24 3HaUYeHUN MOTYT OBITH HIDKE Ipejena,
YCTAaHOBJICHHOTO HAa MOMEHT 3aBEPILECHUS HCIBITAHUS,
6onee yeM Ha 10 % OT 3asBJIEHHOTO COACP)KAHUS, HU
OJIHO MH/IUBUIYaIbHOE 3HAUYCHUE HE JOJKHO BBIXOIUTh
3a mpenesbl KaKIOro YCTAaHOBJICHHOIO Mpenena 6olnee
yem Ha 20 % OT 3as1BJIGHHOTO COJIEP>KaHUsI U HE I0JDKHO
ObITh HIDKE TMpefenia, YCTAaHOBJICHHOIO Ha MOMEHT
3aBepIIeHUs] uclbITaHus, Oosiee uem Ha 20 % ot
3asBJICHHOTO COJICP)KAHMSI.

Ls

JlekapcTBeHHbIE (DOPMBI C OTCPOYEHHBIM (OTJIOKEHHBIM) BHICBOOOKIEHUEM

Kucnomnas cmaous. JlekapcTBEHHBIM mpenapar BbLACPKHUBACT JaHHYIO CTaJHIO
UCTIBITAHUS, €CIIM KOJMYECTBO JIEHCTBYIOIIEr0 (AKTUBHOT'0) BEIIECTBA, MEPELIEIIEr0 B PacTBOP
U3 UCTIBITYEMBIX JO3UPOBAHHBIX €IMHUI], COOTBETCTBYET KPUTEPHSIM IPUEMIIEMOCTH, YKa3aHHBIM
B Tabnure 2.1.9.3.-3, ecnu He yKka3aHO UHOE.

VcnpiTanne mpoJoIDKAIOT 10 TPETHETO YPOBHS, €CIIM MOJMYYCHHBIE Pe3yJbTaThl 00EHX
(xucnotHOU U OydepHOI) cTanuii He COOTBETCTBYIOT KPUTEPUAM Ha Oosiee paHHUX YPOBHSX.

Tab6muna 2.1.9.3.-3.

KomuuectBo
YpoBeHb JIO3UPOBAHHBIX Kpurepuun npuemnemoctu
€JIMHUILL

Hu opHO uHAMBHIyallbHOE 3HAUYE€HUE HE JOJDKHO
Aq 6 npeseimath 10 % OT 3aABIEHHOTO  COAEpPIKAHUS

JICHCTBYIOLIEr0 BENIECTBA.

[Tonydyennoe cpeanee 3HaueHue A1t 12 103MPOBaHHBIX

enunul] (A1 + A2) He nomxHo mnpesbimath 10 % ot

Az 6 3asBJICHHOTO COJIEP’KaHUsI, U HU OJTHO MHINBUIYaTbHOE
3HAUEHUE HE TOJIKHO MPEBBIMATh 25 % OT 3asSBICHHOTO
COJICpKAHUSI.
[Tonyuennoe cpennee 3HaueHue A 24 JO3UPOBAHHBIX
As 12 enunuil (A1 + A2 + A3) He no/mkHO mpeBbimath 10 % ot

3asABJICHHOTO COJACpKaHWA, U HHU OJHO 3HAYCHHC HC
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KomnnuectBo
YpoBeHb JIO3UPOBAHHBIX Kpurepun npuemnemoctu
€IIMHUL]

JNOJDKHO — mpeBblmath 25%  OT  3asABICHHOTO
COJICPIKAHUS.

bygepnas cmaousa. JlekapCTBEHHBI TNpenapaT BBIACPKHBACT MCIBITAHUE, €CIIH
KOJIMYECTBO JICUCTBYIOIIETO (aKTUBHOT'O) BEIECTBA, MEPEUIS/IIEr0 B PaCTBOP U3 HCIBITYEMBIX
JIO3UPOBAHHBIX EIWHUI, COOTBETCTBYET KPUTEPUSM MPHEMIIEMOCTH, YKa3aHHBIM B TaOJIHIle
2.1.9.3.-4, ecniu HE yKa3aHO MHOE.

HcnpiTanue MpoaoiKaoT A0 TPETHETO YPOBHS, €CIHM TOJYyYSHHBIC PE3yJIbTAThl 00CHX
(kucnoTHOM U Oy(epHOI) cTanuii HE COOTBETCTBYIOT KPUTEPHUSAM Ha OoJjiee paHHUX YPOBHSX.

3nauenue BenwumHbl Q B Tabmume 2.1.9.3.-4 cocraBmser 75 % nmedcTByroIIero
(aKTHUBHOT'0) BEILIECTBA, IEPEIIEIIero B pacTBOp, €ClAM He YyKa3aHo uHoe. Bemuumna Q
NpeACTaBIsieT Cco0OM  3aJaHHOE KOJIMYECTBO JEHCTBYIOIIETO (aKTUBHOIO)  BEILECTBA,
PacTBOPEHHOT0 Ha 00eux (KUCIOTHOW W OydepHOi) CTaausaX, BBIPaKEHHOE B IPOICHTaX OT
3aSIBJICHHOTO CoJieprKaHus; 3HaueHus 5 %, 15 % u 25 % B Tabnuie 2.1.9.3.-4 Takxe BEIpaKeHBI B
MPOLIEHTAaX OT 3asIBJICHHOTO COJEPXKaHUs, TO €CTh B T€X K€ €AMHUIIAX, uTo U Q.

Tabmuua 2.1.9.3.-4.

KommuectBo
YpoBeHb JIO3UPOBAHHBIX Kpurepuun npuemnemoctu
€JIMHUILL
B, 6 Hu opgno mHauBuAyanbHOE 3HaYEHUE HE JOJDKHO OBITH

Menbiie Q + 5 %.

[TonmyyenHoe cpenHee 3HaueHUE IS 12 JO3MPOBAHHBIX
B> 6 enuaunIl (B1 + B2) 1OHKHO OBITH paBHO Wik Oosbiie Q, u
HH OJIHO 3HAYE€HHUE HEe JOJDKHO ObITh MeHbIIe Q — 15 %.
[Tonyuennoe cpennee 3HadeHUE i 24 JO3UPOBAHHBIX
enunull (B1 + B2 + B3) T0MKHO OBITH paBHO WK OOJIbIIE
Q; He Ooutee 2 3HAUYCHHMH MOXKET ObITh MeHbIIe Q — 15 %,
Y HU OJIHO 3HAYCHHE HE TOHKHO ObITh MeHbIIe Q — 25 %.

B3 12

ﬂonOﬂHumeﬂbezepeKOMeHdaL;uu no UCNbIMAHUIO HAa pacmeoperue I’lpl/l6€()eHbl 6 2.3.9.1.

(1) Mamepuanvl ne dondicHbl copbuposams, 6cmynams 6 peaKyuro Uil UHbLM 06pazom
BIUAMb HA PE3YTbIMAMbL UCHbIMAHUS.

(2) Ilpu  ucnonvsosanuu KpoluKku OO0INCHO ObIMb NPEOYCMOMPEHO HAIUYUe & Hell
NOOX0OAUWUX OMEePCMULL OJis1 OeCNPensamcmeeHH020 86e0eHUsl mepMoMempa U omoopa npoo.

(3) HUcnvimyemoie o6paszyvt punbmpyiom cpasy nocie ux omoopa, eciu He 00KA3aHOo, Ymo
Quremposanue He AIAemcs  HeoOXoOumviM. Mcnonwvzyrom — uHepmmuuill  uibmp, He
aocopoupyrowuii delicmayroujee (AKMUBHOe) 8eecmso U He COO0epHCauull IKCMpasupyemvlx
seuecms, CnoCOOHLIX NOGIUAMb HA PE3YIbMambl UCHLIMAHUS.

(4) Memoo oecasayuu 3axmouaemcs 8 cledylouem: Hazpesarom cpedy pPacmeopeHus,
OCMOPOACHO nepemeuiusas, npumepno 0o memnepamypol 41 °C, nemeonenHo guibmpyrom noo
8aKYYMOM ¢ nomowwlo Quiempa c¢ pasmepom nop 0,45 mxm unu meuee, npu 3HepPSUUHOM
nepemewusanull, u npoOOIHCAOm nepemewusanie nod 6aKyymMom 8 meyeHue okono 5 mun. /s
YOaneHus pacmeopeHHblX 2a308 MO2ym Oblmb UCHONL30BAHbI Opyaue 8alUOUPOSaAHHbIE MemoObl
Ooecazayuil.
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