2.3.1.2. MHUKPOBUOJIOTUYECKOE KAYECTBO HECTEPWJIbHbIX
JIJEKAPCTBEHHbBIX [TIPEITAPATOB " CYBCTAHIUN JUIA
OAPMALEBTUYECKOI'O ITPUMEHEHMA

**Obwas  (apmakoneiinas  cmamvs He  pACNPOCMPAHAEmMcs — HA
JIeKapCmeeHHvle NPenapamol, COO0epHcaujie HCusble MUKPOOPSAHUIMbL 8 KAuecmee
oeticmsyrowe2o (akmusro2o) seuwjecmea.™*

[IpucyTcTBHE  ONpEACHEHHBIX  MHUKPOOPTAHW3MOB B HECTEPHIIBHBIX
JIEKapCTBEHHBIX CPEACTBAX MOXKET OKas3aTh HEOJAronpusiTHOE BO3JCUCTBUE HA
3JI0POBbE MAIMEHTa U MPUBECTH K CHUYKEHUIO WJIM MHAKTUBALIUU TEPATIEBTUUECKON
3¢ (HEKTUBHOCTH JICKAPCTBEHHOTO Tperaparta. [Ipon3BoauTen mo3ToMy JOHKHBI
o0ecreynuTh HU3BKUN YpPOBEHb OMOHArpY3KU JICKAPCTBEHHBIX MpEnapaToB ITyTEM
coOtoIeHUsT TpeOOBaHUI MO HaAJeXalled NPOU3BOJCTBEHHOM IIPaKTUKE Ha
pa3HBIX dTaIax MPOU3BOJICTBA, XPAHCHHS M TPAHCIIOPTUPOBAHUS.

MukpoOroIornyecKrue UCTIBITAaHUS HECTEPUITBHBIX JIEKAPCTBEHHBIX CPEICTB
MIPOBOJISAT B COOTBETCTBUH C METOJIaMH, TPUBEAEHHBIMH B 00X (hapMaKOTEHHBIX
craThsax 2.1.6.6 u 2.1.6.7. [ HECTEpHIIBHBIX CyOCTaHIM 1S (DapMarieBTHIECKOTO
NPUMEHEHUST W  JICKAPCTBEHHBIX TMpEnapaToB KPUTCPUHU  TPUEMIICMOCTH,
OCHOBAaHHBIC Ha TMOACUETE OOINEro KOJMYECTBA a’POOHBIX MHKPOOPTAHH3MOB
(OKAM) u o0mero koimuecTBa IPOXOKEBbIX W TuiecHeBbIXx rpuboB (OKI),
npuBeAeHsl B Tabmumax 2.3.1.2.-1 u 2.3.1.2.-2. Kpurepuu mnpuemiemMocTu
yCTaHABIMBAIOT HAa OCHOBAaHWUHU OTIEIBHBIX PE3yJbTATOB WM HA OCHOBAHHUH
CpEIHEr0 3HAYCHWS BCEX TOJCYETOB TMPU HUCIOJH30BAHWU TOBTOPHOCTEH
(Hanpumep, AJi1 METOAA MPSIMOrO MOCEBA).

Kpurepuu IPUEMIIEMOCTH MUKPOOHOJIOTUYECKOTO KauecTBa
UHTEPIPETUPYIOT CICTYIONTUM 00pa3oM:

— 10! KOE — MakcuManbHO omycTuMoe KonndecTso 20;
— 102 KOE — makcumansHo fomyctumoe komuuecto 200;
— 10% KOE — makcumanpsHo jonyctumoe konudectso 2000 u T.1.

Tabmuma 2.3.1.2.-1 BKjIOYaeT mepedyeHb MHUKPOOPTaHU3MOB, JUJISI KOTOPBIX



YCTAaHOBJICHBI KPUTCPHUH IIPUCMIICMOCTH. I[aHHBIfI INEpEUYCHb HEC BO BCCX ClIy4dasax
ABJEACTCA UCUCPIIBIBAOIIUM, U IJIA HCKOTOPBIX JICKAPCTBCHHLIX ITPCIIAPATOB MOI'YT
HOTpC6OBaTBC$I HUCHIBITAHUA Ha APYIruc MHUKPOOPraHHM3Mbl B 3aBHUCUMOCTH OT
IMpUPOAbI HCXOAHBIX MATCPUAJIOB U IIPpOUCCCa IIPOU3BOJACTBA.

Tabmuma 2.3.1.2.-1 — Kpumepuu npuemiemocmu MUKpoOUOIOSUYECKO2O

Kadyecmea HeCcnmepujilbHblx J1eKapCmeEeHHblx ¢Op]l/l

Cnioco6 nmpuMeHeHUs OKAM OKT OTtnenpHbIE BUABI
(KOE/r nnu (KOE/r nnu MHUKPOOPTaHU3MOB
KOE/min) KOE/min)
HeBojHbIe TekapcTBEHHBIC 10° 102 OrtcyrctBue Escherichia
[penaparsl 11 IpuéMa BHYTPh coli (1 r umm 1 mn)
BonHbie iekapcTBEHHBIC 102 10t OrtcyrcrBue Escherichia
[penaparsl 11 IpuéMa BHYTPh coli (1 r umm 1 M)
PekTanbHbIM 103 10? —
Ha cnusuctyro 000104Ky
POTOBOM ITOJIOCTH. — OtcyTcTBUE
Haxko>xHblIl, B TOM yuclie, Ha Staphylococcus aureus
BOJIOCHI, HOTTH (HapyKHOE 102 10t (1 r vm 1 m)
MIPUMEHEHUE). — OtcyTcTBUE
HazanbHbrid. Pseudomonas aeruginosa
B HapyXHBIN CIIyXOBOH! IPOXO. (1 v wmm 1 i)
(aypUKyJISIpHBIN).
— OtcyTcTBHE
Pseudomonas aeruginosa
(1 r v 1 m)
. 2 1 — OtcyTcTBUE
Barunanbbii 10 10 Staphylococcus aureus
(1 r w1 mi);
OrcyrctBue Candida
albicans (1 r wam 1 mi)
— OtcyTcTBUHE
TpancaepManbHbIe MIACTHIPH Staphylococcus aureus
(mpenenbHOE CoMepKAHUE JIIIS 102 10t (omMH TUTIACTHIPB)
OJTHOTO TUTACTHIPS, BKITFOYAs — OtcytcTBHE
KJICHKYIO CTOPOHY U OCHOBY) Pseudomonas aeruginosa
(otMH MTACTHIPH)
— OtcyTcTBUHE
Escherichia coli (oxna
[1Inénku, nucneprupyemMole B IIeHKa)
T0JIOCTH pTa _ Oreyrersie
P 102 101 Staphylococcus aureus
(mpenenbHOE CoMepKAHUE IS
OJTHOM TUIEHKH) (oma rerxa)
— OtcyTcTBUE
Pseudomonas aeruginosa
(omHa TUTICHKA)




— OtcyTcTBUE
Staphylococcus aureus
(1 r v 1 M)

— OtrcyTcTBUHE
Pseudomonas aeruginosa
(1 r wm 1 m);

— OtcyTcTBUE
IpaMOTPHULIATEIEHBIX
OaKTepHii, yCTOWYHMBBIX K
xemun (1 T wmm 1 mon)

— OO1Iee KOTUYECTBO
IpaMOTPHULIATEILHBIX
OaxkTepuil, yCTONUMBBIX K
JKeluH, He boiee

102 KOE (1 r umu 1 mo)
— OtrcyrtcTBUE OakTepuit
poxa Salmonella (10 r

WaranaimonHeIin

(x IEKapCTBEHHBIM IIperapaTram
B BH/JIE KUJKHUX JIEKAPCTBEHHBIX
dhopm, mpeHa3HAYCHHBIM JJIS 102 10t
pacnbUICHUs] C TIOMOIIIBIO
HeOyaii3epa, MpeabsIBISIOTCS
0co0ObIe TpeOOBaHNs)

JlexapcTBeHHBIE (HOPMBI 1151
npuéma BHYTpb, COAEpIKaIINe
HCXOJHOE CBIPBE MPUPOTHOTO
(»KMBOTHOT0, PACTHTEIILHOTO
WJIK MUHEPAIILHOTO)
IIPOUCXOXKACHUS, IIsI KOTOPOTO
IpeaBapUTEIILHAS 104 102

AHTUMMKpPOOHAs 006paboTKa uin 10 mi)
HEBO3MOKHA, €CIIH - OTcy_TCT_BHe _
YIIOJTHOMOYEHHBIM OPTaHOM Escherichia coli (1 r nim
paspemieHo OKAM, 1 m)

npepsmaromee 10° KOE/T nin gthﬁleoccTc?;zs Aurels
KOE/Mmin pny

(1 r v 1 M)
— OOmiee KOJUYECTBO

rpaMOTPHIIATETBHBIX
[TpeMuKchI 115t TIe4eOHBIX . N
OaxkTepuid, yCTOMUMBBIX K
KOPMOB BETEPUHAPHOTO
JKemuu, — He Oolee

Ha3HAYEHMS C UCTIOJIb30BAHUEM
BCIIOMOTaTeJIbHBIX BEIIECTB 10 104
pacTUTEIBHOTO

MIPOUCXOKACHUS, 111 KOTOPBIX

10* KOE (1 r wmu 1 mn);
— OtcytcTBUE OakTepuit
poxa Salmonella (25 r

i 25 M)
aHTUMHUKpOOHas 00paboTka

— OtcyTcTBUE
HEBO3MOXKHa I .

Escherichia coli (1 r nu

1 mu1)

Ecim HM oOgHO W3 WCHOBITAaHWM, TPOBEAEHHBIX B COOTBETCTBUU C
(dhapMakoneHHBIMU METOJIaMH, HE TIO3BOJIIET IMPOBECTU JOCTOBEPHBIM IMOJICUYET
COAEPKAHUSI  MHUKPOOPraHH3MOB HAa  YKa3aHHOM  YypPOBHE,  MCIIOJb3YIOT
BAIUJMPOBAHHBIA ~ METOJ, C  TpeneioM  OOHapyKEeHHs,  MaKCHUMaJIbHO
NPUOIMKEHHBIM K YKa3aHHOMY KPUTEPHIO TPUEMIIEMOCTH.

3HAYUMOCTh  JIPYTUX  OOHAPYXKEHHBIX  MHUKPOOPTAaHW3MOB,  KPOME
nepevyuciaeHHbix B Tabsmie 2.3.1.2.—1, o1leHHBaT C y4eToM:

— NMPUMEHEHUS MPOYKTa: CTENEeHb PUCKA 3aBUCUT OT IyTH BBeACHUS (TJ1a3a,

HOC, AbIXaTCIIbHBIC HYTI/I);



— COBOKYITHOCTH XapaKTEpUCTUK MPOJYKTa: CHOCOOHOCTh MOJJEPKUBATh
POCT MUKPOOPTaHU3MOB, HAIMYNE aHTUMUKPOOHBIX KOHCEPBAHTOB,

— croco0a NpUMEHEHHS;

— TMPEeanosiaraeMoro mamueHTa (PUCK MOKeT ObITh Pa3IUYHBIM IS
HOBOPOXXJIEHHBIX, JICTEH, OCIIa0JICHHBIX MAI[CHTOB);

- COBMECTHOT'O IIPUMEHEHUS c UMMYHOZEIPECCAHTAMH,
KOPTUKOCTEPOUIaMH;

— HaIu4us 3a00J1€BaHUH, paH, MOBPEKICHUN OPraHoOB.

[Tpu HEOOXOAMMOCTH, IEPCOHAI, CIIEHUAIbHO MOATOTOBJICHHBIN B 00J1acTH
MUKPOOHOJIOTUM M HHTEPHPETAIMH MHUKPOOMOJOTUYECKUX JIaHHBIX, MPOBOJIUT
aHaJIM3 COOTBETCTBYIOIIMX (PAKTOPOB Ha OCHOBE OLIEHKM pucka. [lpu oreHke
UCXOJHOIO CBIPBSl YUUTHIBAIOT 00pabOTKY, KOTOPOH OHO MOJBEPraeTcs, TEKYLIyIO
TE€XHOJIOTHIO UCIIBITAHUN U JOCTYITHOCTh UCXOJHOTO CBIPHS KENAEMOTO Ka4eCTBA.

Tabmuma 2.3.1.2.-2 — Kpumepuu npuemiemocmu MUKpoOUOLOSUYECKO2O0
KAyecmea HeCmepuibHuiX cyocmanyutl 0ist hapmayesmuiecko2o nPpUMeHe s,

OKAM OKT
(KOE/ r nau KOE/ma) | (KOE/r niin KOE/ma)
CyO6cranuum nis 10° 102
(hapMaleBTUYECKOT0 MPUMEHEHHUS

PexomeHyeMble KpUTEPUHU PUEMIIEMOCTH MUKPOOUOJIOTMYECKOT0 KaueCTBA
PACTUTEIIbHBIX JIEKAPCTBEHHBIX IPENapaToB Uil IIPUEMa BHYTPb U IKCTPAKTOB,

UCIIOJIb3YEeMBIX JJI UX MOJIy4eHHMsI, IPUBEICHbI B 001Iel (papMaKonelHon cTaTbe

2.3.14.



