OBJIACTb AKKPEOUTALIUU
VCMbITATENBHASA NABOPATOPUS (TOCT ISO/IEC 17025-2019)

UcnbiTatenbHasa naéopatopusa OO0 "Mukpoouonor"

RA.RU.22®J129

1. 142450, POCCUA, MockoBckasa obnacTb, r.o. Boropoackun, r. Crapasa KynasHa, yn.
Kupoga, a. 29, ctpoeHue 3.

2. 142450, POCCUA, MockoBckas obnacTb, r.o. boropoackun, r. Ctapasa KynasHa, yn.
Kupoga, a. 191", nom. 1, (ApxuB).



Ha cooTtBeTcTBME TpeboBaHNAM

FOCT ISO/IEC 17025-2019 O6wue TpeboBaHUs K KOMNETEHTHOCTU UCMbITATENbHbIX U
kanubpoBo4Hbix nabopaTtopun. FOCT ISO/IEC 17025-2019

142450, POCCUA, MockoBcKas obnacTb, r.o. boropoackun, r. Crapas KynaBsHa, yn. Kuposa, a.

29, cTpoeHue 3.

L OKyMEeHTHbI,

N/ | YCéranasnusaiowne npasuna HaumeHoBaHMe 06bekTa Kof oKnpa 2 Kopn TH B[, EA3C Onpeaensiemasn [ManazoH onpegeneHus
U MetToabl uccnenoBaHun XapakTepucTuka (I'onasaTenb)
(ucnbiTaHu) U NU3mMepeHun
1. UcnbiTanns (uccnegoBaHus), U3MepeHns npoayKLmm
1.1. I'd X1, Beimyck 2, ctp.193, IIpenapaTsl TekapcTBEHHbBIE U 21.20 Obuiee 9uciio a3poOHBIX

«HWcnpITanue HA
MHUKPOOHOJIOTHYECKYIO
YUCTOTY» U UHBIE
YTBEP)KIACHHBIE B
YCTaHOBJICHHOM IIOPsIJIKE
HOpMaTI/lBHbIe ﬂOKyMeHTbI,
KOHKPETH3UPYIOIINe
MpUMEHEHHE METoa

Marepuaibl, IPUMEHsIEMbIC B
MEJMIMHCKUX [EJsX
(Hecrepunbasre
JIeKapCTBEHHBIE CPEACTBA JUIS
MEJULHCKOTO MPUMEHEHHS;
BcnoMorarenbHble BelecTsa
JUISL IPOM3BOACTBA
JIEKapCTBEHHBIX MIPENapaToB

Oaktepuit  TpHOOB (CyMMapHO)

Oo0mee 4ncio adpoOHBIX
GakTepuit

or 1 mo 10~ (KOE/T)
or 1 no 10 (KOE/mm)

or 1 no 10 (KOE/r)
or 1 g0 10» (KOE/m)



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UccrefoBaHUi xapaktepucTuka (MokasaTtenb)
(ucnbiTaHu) U NU3mepeHun

1.1. HCCIE0BaHMS (UCTIBITAHNSA), JUISL MEJTUIIUHCKOTO DOHTepoOaKTepHH U HEKOTOPEIE oOHapyXeHO/He
W3MEpEeHHs], yCTaHABIHMBAIOIINE = IPUMEHEHUS); JpyTrHe rpaMOTpULaTeIbHbIE OOHapyKEeHO
TpeboBaHus K jekapcTBeHHbIM | (HecrepuibHble OakTepun ot <10' mo >10? (x1./T)
CpelcTBaMm, JIEKapCTBEHHBIC CPEACTBA ISl ot <10' mo >10? (ku./m1 )
3apEeruCTPUPOBAHHBIM B BETEPUHAPHOTO IPUMEHEHUS;
YCTaHOBJICHHOM TIOPSIIKE U BcnomorarernbHbIe BeLIeCTBa Escherichia coli o0HapyKeHO/He
BKJIOUEHHBIM B UL IPOM3BOACTBA oOHapysKeHO
T'ocynapcTBEHHBII peecTp JIEKapCTBEHHBIX IIPerapaToB -
JIEKapCTBEHHBIX CPEJICTB U JUISL BETEPUHAPHOTO
BKJIFOUEHHEIM B HpUMEHEHHs); Pseudomonas aeruginosa oOHapy»XeHO/He
T'ocynapcTBeHHbIC peecTpbl 0OHApYKEHO
JICKapCTBEHHBIX CPENICTB IS -
BETEPHHAPHOTO IIPUMEHEHUS
rOCYIapCTB - YWICHOB Salmonella oOHapy»XeHO/He
EBpasuiickoro 0GHApyIKEHO
9KOHOMHYECKOTO CO3a -
;Muxpobnonoruueckue/6akrep
HOJIOTHYECKHE; METO]] Staphylococcus aureus oOHapyXeHO/HE
MeMOpaHHOH (HIbTpanuy 0GHApyKEHO

Obmiee gncio rpubdoB -
or 1 no 10 (KOE/T)
or 1 no 10 (KOE/mm)

1.2. I'd XI, Beiryck 2, c1p.193, IIpenapaTsl nekapcTBEHHBIE U 21.20 DOHTepoOaKTepHH U HEKOTOPEIE oOHapyXeHO/He

«VcnbITanue Ha MaTepHabl, IPAMEHsIEMBbIC B JpyTrHe rpaMOTpULaTeIbHbIE OOHapyKEHO

MHKPOOHOJIOTHYECKYIO
YUCTOTY» U UHBIC
YTBEPIXKJICHHBIC B
YCTaHOBJICHHOM HOPSIJIKE

MEIUIIMHCKUX METSIX
(HecrepuibHbie

JIEKapCTBEHHBIE CPEACTBA JUTS
MEJUIHHCKOTO [IPUMEHEHHS;

OakTepun

ot <10' to >10? (x1./T)

ot <10' mo >10? (ku./m1 )



L OKyMEeHTHbI,

cTaHaBnuBaloLMe NpaBuna Onpepensiemas
N /M Yy ! meronL Mcc";em:aﬂm HaumeHoBaHMe obbekTa Kop oknp 2 Kof TH B3, EA3C xapaKTep"f:TﬂKa (Mokasatens) | AManason onpesenenws
(ucnbiTaHu) U NU3mepeHun
1.2. HOPMATHBHBIC JJOKYMEHTBHI, BcnomorarensHble BemecTsa O6mee uncio rpubos -
KOHKPETH3UPYIOILUE Ul TIPOU3BOJICTBA or <10' o 10" (KOE/T)
[IPUMEHEHHE MeToa JICKapCTBEHHBIX IIPENapaToB ot <10' o 10" (KOE/mi)
HCCIIEeZIOBaHUS (UCTIBITAHUS), JUISI MEJULIMHCKOT O
WU3MEPEHHUs, YCTAaHABIUBAIOLINE | [PUMEHEHUS); O6mee uncio a3poOHBIX -
TpeboBaHus K JlekapcTBeHHBIM | (HectepunbHbie Gakrepuit u rpudoB (cymmapro) | ot <10' mo 10" (KOE/r)
CpeacTBaM, JIeKapCTBEHHBIE CPEACTBA IS or <10' gmo 10* (KOE/mm)
3aperHCTPUPOBAHHBIM B BETEPHHAPHOTO IIPUMCHCHUS;
YCTaHOBJIEHHOM IIOPSIJIKE U BcnomorarensHble BemecTsa OO6iee 4nciIo a3poOHBIX -
BKJIFOUEHHBIM B JUTSI IPOU3BOICTBA Oakrepuit ot <10' mo 10" (KOE/r)
T'ocynapctBenHslii peectp JICKapCTBEHHBIX IPENapaToB ot <10' o 10" (KOE/mi)
JICKapCTBEHHBIX CPENICTB JUISL BETEPUHAPHOTO
BKJIIOYEHHBIM B [PUMEHEHN); Staphylococcus aureus o0HapyKeHO/He
T'ocynapcTBEeHHBIC PEECTpPBI oOHapysKeHO
JIEKapCTBEHHBIX CPE/ICTB IS -
BETEPHHAPHOT0 IIPUMEHEHHUS
rOCYJapCTB - YICHOB Salmonella oOHapyXeHO/He
EBpasuiickoro O0HapyKeHO
9KOHOMHYECKOTO CO03a -
;Muxpoburosnoruueckue/6akrep
HOJIOTHYECKHE;METOI IPSIMOTO Pseudomonas aeruginosa oOHapyXeHO/He
Hocesa 0OHapyKEeHO
Escherichia coli oOHapyXeHO/He
OOHapyKEHO
1.3. 09C.42-0067-07,1.3.2.2. u IIpenapatsl JiekapCcTBEHHBIE U 21.20;21.10 Oo1m1ee YUCiio a3pOOHBIX

HHBIC YTBECPKJICHHBIC B
YCTaHOBJICHHOM IOPAJIKE

MaTepualibl, HPUMEHICMBIC B
MCIUIUHCKUX HEIAX

GakTepuit

or 1 no 10 (KOE/r)
or 1 g0 10» (KOE/m)



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UccrefoBaHUi xapaktepucTuka (MokasaTtenb)
(ucnbiTaHu) U NU3mepeHun
1.3. HOPMAaTUBHbBIE TOKYMEHTHI, (Hecrepunbusre
KOHKPETH3UPYIOIINe JICKapCTBEHHBIC CPEACTBA IS
HpUMEHEHHE METo/Ia MEAUIMHCKOTO IPUMCHCHHUS;
UCCIIeIOBaHUS (MCIIBITAHUS), BcnomorarenbHble BelecTBa O6miee uucio rpuboB -
M3MEPEHNS], YCTAHABIMBAIOIME | IS IIPOM3BOJCTBA or 1 no 10 (KOE/T)
TpeOGOBAHHS K IEKAPCTBEHHBIM | JIEKAPCTBEHHBIX IPEHapaToB ot 1 no 10" (KOE/mi)
cpelcTBaMm, JUISL MEAULIMHCKOTO
3aperuCTPUPOBAHHBIM B NpUMEHEHHS); OO61mee YnCII0 adpOOHBIX -
YCTaHOBJICHHOM IOPSIKE U (HecrepuinbHbie Gakrepuit u rpuOOB (cymmapro) | ot 1 o 10" (KOE/T)
BKIIFOUEHHBIM B JIEKAPCTBEHHBIE CPENCTBA IS ot 1 mo 10" (KOE/mm)
T'ocynapcTBeHHbIiT peectp BETEPHHAPHOTO IPUMCHEHHUS,
JICKapCTBEHHBIX CPENICTB BcnomorarenbHbIe BelecTBa
BKJIFOUEHHBIM B JUIS IPOM3BOACTBA
T'ocynapcTBEeHHBIC PEECTpPBI JIEKapCTBEHHBIX MIPENapaToB
JIEKapCTBEHHBIX CPE/ICTB IS JULSL BETEPUHAPHOTO
BETEPHHAPHOT0 IIPUMEHEHHUS TIPUMEHCHUS);
rOCyapCTB - YICHOB Cy6craHuun
EBpasuiickoro (hapMarieBTHYCCKIEC
9KOHOMHYECKOTO CO03a (Cybcrannun);
;Muxpoburosnoruueckue/6akrep
HOJIOTHYECKHE;METO/
MeMOpaHHOH puIbTpanyu
1.4. O0dC.42-0067-07, 1.3.2.1. IIpenapaTsl TekapcTBEHHbBIE U 21.20;21.10 O6uiee gucio rpudoB

WHBIE YTBEPKICHHBIC B
YCTaHOBJIEHHOM TIOPSIIKE
HOPMaTHBHEIE IOKyMEHTHI,
KOHKPETH3UPYIOILUe
IpUMEHEHHEe MeToa

Marepuaibl, IpUMEHsIEMbIC B
MEJMIMHCKUX [EJsX
(Hecrepunbasre
JIeKapCTBEHHBIE CPEACTBA JUIS
MEJULHCKOTO MPUMEHEHHS;

Oo0mee 4ncio adpoOHBIX
GakTepuii ¥ rpudOB (CyMMapHO)

ot <10' mo 10" (KOE/r)
ot <10' mo 10" (KOE/mu)

ot <10' o <10' (KOE/r)



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UccrefoBaHUi xapaktepucTuka (MokasaTtenb)
(ucnbiTaHu) U NU3mepeHun
1.4. uccneoBaHus (MCIbITaHUS), BcnomorarensHble BenecTna ot <10' 1o <10' (KOE/mi)
W3MEpEeHHs], yCTaHABIMBAIOIINE | JUIS IPOM3BOJICTBA
TpeOOoBaHMs K JIEKapCTBEHHBIM | JIGKApPCTBEHHBIX IPENapaToB
CpelcTBaMm, IS MEIUIUHCKOTO Oobmiee 9uciio a3poOHBIX -
3apEerMCTPUPOBAHHBIM B MIPUMEHEHHS); GakTepuit or <10' o 10" (KOE/T)
YCTaHOBJICHHOM IOPSAIKE U (HecTepunbHbie ot <10" no 10" (KOE/mn)
BKJIOUEHHBIM B JIEKapCTBEHHBIE CPEACTBA IS
T'ocynapcTBEHHBII peecTp BETEPHHAPHOTO IIPUMCHCHUS;
JIEKapCTBEHHBIX CPEJICTB U BcnomorarensHble BemecTsa
BKIIFOYEHHBIM B JUTS IPOU3BOJICTBA
T'ocynapcTBeHHBIE peecTphl JIEKapCTBEHHBIX MPETapaToB
JICKapCTBEHHBIX CPENICTB IS JUISL BETEPUHAPHOTO
BETEPHHAPHOTO IIPUMEHEHUS HPUMEHEHHS);
TOCyJapCTB - YWICHOB Cy0cTannyu
EBpasuiickoro (hapmarieBTHUECKIE
9KOHOMHYECKOTO CO03a (Cy6cranuum);
;Muxpobnonoruueckue/6akrep
HOJIOTHYECKUE;METO]] IIPSIMOTO
nocesa
L.5. OPC.42-0067-07 IIpenapatsl JekapcTBEHHbIE U 21.20;21.10 DHTepobaKkTepuu oOHapy»KeHO/He
MukpoOuonoruueckas MaTepuaisl, IPUMEHIEMbIE B oOHapyKeHO

YUCTOTA, I.4.1.1. 1 HHBIC
YTBEpKICHHEIE B
YCTaHOBJIEHHOM IIOPSIIKE
HOPMaTHBHEIE JOKyMEHTHI,
KOHKpPETH3HUPYIOIIUe
IPUMEHEHHE MeToa
uccie0BaHus (UCIBITaHUS ),
U3MEpEeHHUs, YCTaHABINBAIOLINE

MEINIUHCKHX LIENIAX
(HectepunbpHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUIUHCKOTO IPUMEHEHUS;
BcnomorarensHble BenecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
TUISE MEIULMHCKOI' O

ot <10" mo >103 (kx./r)
ot <10" mo >103 (ku./mi )

DHTepoOaKTepUu U Apyrue
rpaMOTpHULIATENIbHBIC OAKTEPHU

o0Hapy»KeHO/He
00HapyXeHO

ot <10' mo >103 (ky./T)
ot <10' mo >103 (ky./mi1 )



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UCCTIeA0BaHM xapakTepucTtuka (Mokasartens)
(ucnbiTaHu) U NU3mepeHun
L.5. TpeOOBaHMs K JEKapCTBEHHBIM | IPHMCHEHH:);
CpeacTBaM, (HecrepunbHble
3aperuCTPUPOBAHHBIM B JIEKapCTBEHHbIE CPEACTBA VIS
YCTaHOBJICHHOM IIOPAJAKE U BETCPUHAPHOI'O IIPUMCHEHUA,
BKJIIOYEHHBIM B BcenomorarenbHble BeNIECTBA
T'ocynapcTBenHblii peectp JUIsI IPOU3BOACTBA
JIEKapCTBEHHBIX CPEJICTB U JIEKapCTBEHHBIX MPETIapaToB
BKJTIOYEHHEIM B JUISL BETEPUHAPHOTO
T'ocynapcreennsie peecTpbl NIPUMEHEHS);
JICKapCTBEHHBIX CPEJICTB IS CyOcrannyn
BETEPHHAPHOTO IIPUMEHECHUS (apmareBTHYECKUE
TOCyZAapCTB - YICHOB (Cybcranuun);
EBpasuiickoro
SKOHOMHYECKOTO CO03a
;Mukpobuonornyeckne/6aKTep
HOJOTHIECKUE;METO]
MeMOpaHHOH (QIIBTpauu
1.6. ODC.42-0067-07 IIpenapaTsl nekapcTBEHHBIE U 21.20;21.10 DHTepobaxkTepun oOHapyXeHO/He
Muxkpoobuonorundyeckast MaTepUabl, IpUMEHsIEMbIC B OOHapyKEHO

YUCTOTA, I.4.1. U MHBIC
YTBEPKIACHHBIC B
YCTaHOBJICHHOM IOPSAKE
HOPMAaTHBHBIEC JOKYMEHTEL,
KOHKPETH3HPYIOIINE
MIpUMEHEHUE METOIa
HCCIIeIOBaHUS (UCTIBITAHHSA),
HM3MEPEHUSI, YCTAHABINBAIOIIUC
TpeOOBaHHUS K JICKAPCTBCHHBIM

MEJULIMHCKHUX LEISIX
(HecrepuibHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUILIHCKOTO MIPUMEHEHHS;
BcnomorarensHble BemecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX IIPETIapaToB
JUTSL METUIUHCKOTO
IPUMEHEHHUS);

DHTepoOaKTepHH U APyTHE
rpaMoTpHULATENbHbIE OaKTepHU

ot <10' 1o >10? (x1./T)
ot <10' mo >10? (ku./m1 )

ot <10' mo >10? (x1./T)
ot <10' mo >10? (ku./m1 )



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UCCTIeA0BaHM xapakTepucTtuka (Mokasartens)
(ucnbiTaHu) U NU3mepeHun
1.6. CpeacTBaM, (Hecrepunbusre
3aperucTpUpOBaHHEIM B JIEKapCTBEHHBIE CPEACTBA JUIS
YCTaHOBJIGHHOM IIOPSIIIKE 1 BETEPUHAPHOT0 IPUMEHEHHST;
BKJIFOUEHHBIM B BcroMoraTeabHbIE BCIICCTBA
I'ocynapcTBeHHbll peecTp JUIsl TPOU3BOACTBA
JIEKapCTBEHHBIX CPEJICTB U JIEKapCTBEHHBIX MPETIapaToB
BKJTIOYEHHBIM B JUISL BETEPUHAPHOTO
T'ocynmapcTBeHHBIE peecTpsl TIPUMEHEHUS);
JIEKapCTBEHHBIX CPEJICTB JUIS CyOcrannyn
BETEPUHAPHOTO IPUMEHEHUS (apmareBTHYECKUE
rocyJapcTB - WICHOB (Cybcrannun);
EBpasuiickoro
SKOHOMHYECKOTO CO03a
;Muxkpobuosnoruueckue/6akrep
HOJOTHYECKUE;METO] IIPSMOTO
mocesa
1.7. 0DC.42-0067-07, 1.4.2. u IIpenapatsl JiekapCTBEHHBIE U 21.20;21.10 Escherichia coli oOHapyXeHO/He
WHBIE YTBEPXKICHHbIC B MaTepHabl, IPUMEHSIEMBbIE B 0OHapyKEeHO

YCTaHOBJICHHOM TIOPSIZIKE
HOPMAaTHBHbIE JOKYMEHTBI,
KOHKPETH3HUPYIOIINE
TIpUMEHEHUE MEeTOIa
HCCIeIoBaHus (MCIIBITAHuUA ),
HM3MEPEHMSI, YCTAHABINBAIOIIUC
TpeOOBaHHUS K JICKAPCTBCHHBIM
CpezcTBaM,
3apErUCTPUPOBAHHBIM B
YCTaHOBJICHHOM IOPSAKE U
BKJIIOUEHHBIM B

MEIULMHCKUX HEISIX
(HectepunbHbie
JIeKapCTBEHHBIE CPEACTBA IS
MEIUIUHCKOTO IPUMEHEHUS;
BcnomorarensHble BemecTa
JUISL IPOU3BOJICTBA
JIEKapCTBEHHBIX NPENapaToB
JUISL METULIUHCKOTO
IPUMEHECHHUS);
(HectepunbHbie
JIEKapCTBEHHBIE CPEACTBA IS



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UccrefoBaHUi xapaktepucTuka (MokasaTtenb)
(ucnbiTaHu) U NU3mepeHun
1.7. T'ocynapcTBenHslii peectp BETEPUHAPHOT0 IPUMEHEHHS;
JIEKapCTBEHHBIX CPEJICTB U BcnomorarensHble BenecTsa
BKJIIOYEHHBIM B JULS IPOU3BOJICTBA
T'ocynapcTBeHHbIE peeCTpbl JIEKapCTBEHHBIX MPENapaToB
JIEKapCTBEHHBIX CPE/ICTB IS JUISL BETEPUHAPHOTO
BETEPHHAPHOTO IPUMCHEHUS HPUMEHEHH);
TOCYJapCTB - YICHOB Cy0cTannyn
EBpasuiickoro (hapMarieBTHYECKIE
SKOHOMUYECKOr0 (Cybcrannun);
coro3a; MukpoOuonornaeckue/o
AKTEPUOJIOTHYECKHUE; IPOIHe
METOIbI MUKPOOUOIOTHYECKUX
(6aKTepUONIOrHIEeCKHX)
HCCIICIOBAHUH (MCTIBITAHMH )
1.8. ODC 42-0067-07, m.4.3. u IIpenmapaTs! TekapcTBEHHBIE U 21.20;21.10 Bakrepun pona Salmonella oOHapyXeHoO/He
HHBIEC YTBEPKICHHBIC B MaTepHabl, IPIMEHIEMBIC B 0OHapyKEHO

YCTaHOBJICHHOM IOpsIJIKE
HOpPMaTHBHbIE JIOKYMEHTBI,
KOHKPETU3UPYIOLIUE
IpUMEHEHHE MeToa
UCCIICIOBAaHUS (MCIIBITAHUS),
HM3MEPEHHSI, YCTaHABINBAIOIINC
TpeOOBaHUS K JIEKAPCTBCHHBIM
CpeacTBaMm,
3aperucTpUpPOBAHHBIM B
YCTaHOBJICHHOM IOPSIIIKE 1
BKJIFOYEHHBIM B
['ocynapcTBeHHBIH peecTp

MEMIMHCKUX [EJIX
(HecrepunbHble
JIeKapCTBEHHbIE CPEACTBA UL
MEANLUHCKOTO IPUMEHEHUS;
BcnomorarenbHble BelecTBa
JULSL IPOM3BOACTBA
JIEKapCTBEHHBIX IIPerapaToB
JUISL MEAUIIMHCKOTO
TIPUMEHEHNS);
(HecrepunbHble
JIeKapCTBEHHbIE CPEACTBA LS
BETEPUHAPHOTO MIPHUMECHCHHS;



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UCCTIeA0BaHM xapakTepucTtuka (Mokasartens)
(ucnbiTaHu) U NU3mepeHun
1.8. JIEKapCTBEHHBIX CPEJICTB U BcnomorarensHble BemecTsa
BKJIIOYEHHEIM B JUIS IPOU3BOJICTBA
T'ocynapcrBeHHBIE peecTphl JIEKapCTBEHHBIX MPENapaToB
JICKAPCTBCHHBIX CPEACTB IJid JJIA BETCPUHAPHOI'O
BETEPUHAPHOT0 MPUMEHEHHS MpUMEHEHHU);
TOCYJapCTB - YWICHOB CyOcTannuu
EBpasuiickoro (hapMarieBTHUECKIE
SKOHOMHYECKOTO (Cy6cranuumn);
coro3a; MukpoOuonornaeckue/o
AKTEPUOJIOTHYECKHE;IPOTHe
METOIbI MUKPOOHOIOTHYECKUX
(6aKTepHOTIOTHYCCKHX )
UCCIICIOBAHUH (MCIIBITAHUI)
1.9. O0DC.42-0067-07, n.4.4. u IIpenapaTsl nekapcTBEHHBIE U 21.20;21.10 Pseudomonas aeruginosa oOHapyXeHO/He
WHBIE YTBEPXKICHHEIC B MaTepHabl, IPAMEHsIEMBbIC B OOHapyKEHO

YCTaHOBJICHHOM IIOPsIJIKE
HOPMaTHUBHBIC ):lOKyMeHT];I,
KOHKPETH3UPYIOIIHe
IPUMEHEHHE METOa
HCCIIeIOBaHUs (MCIIBITAHuU ),
HM3MEPEHMSI, YCTaHABIUBAIOIINC
TpeOOBaHHS K JICKAPCTBCHHBIM
Cpe/CcTBaM,
3apEerUCTPUPOBAHHBIM B
YCTaHOBJICHHOM TOPSAKE U
BKJIFOYEHHBIM B
T'ocynapcTBeHHbli peecTp
JIEKapCTBEHHBIX CPENICTB U
BKJITIOUYEHHBIM B

MEJULIMHCKHUX LEISIX
(HecrepuibHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUILIHCKOTO MIPUMEHEHHS;
BcnomorarensHble BemecTsa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX IIPETIapaToB
JUTSL METUIIUHCKOTO
IPUMEHEHHUS);
(HectepunbHbie
JIEKapCTBEHHBIE CPEACTBA IS
BETEPUHAPHOTO MPUMEHEHHUS;
BcnomorarensHble BemecTa
JUIS IPOU3BOJICTBA



L OKyMEeHTHbI,

N/ | Yérarasnusaiowne npasuna HaumeHoBaHMe 06bekTa Kof, oKna 2 Kon TH B[, EA3C Onpeaensiemasn [ManazoH onpegeneHus
M MeToAbl UCCIIe[0BaHMM xapakTepucTtuka (Mokasarens)
(ucnbiTaHu) U NU3mepeHun
1.9. T'ocynapcrBeHHbIE peecTpsl JIEKapCTBEHHBIX IIPETIapaToB
JIEKapCTBEHHBIX CPEJICTB JUIS JUISL BETEPUHAPHOTO
BETEPUHAPHOT0 NPUMEHEHHS NpUMEHEHH);
TOCYAapCTB - YWICHOB Cyo0cTaHum
EBpasuiickoro (dapmareBTHYECKUE
9KOHOMHUYECKOTO (Cy6cranuun);
coro3a; MukpoOuonornaeckue/o
AKTEPUOJIOTHYECKUE; IPOIHE
METOJIbI MUKPOOHOJIOTHIECKHX
(OaKTEepHOIOTUIECKIX )
HCCIIeI0BaHNH (MCIIBITAaHHI)
1.10. OdC.42-0067-07, m.4.5. u IIpenapaTsl TekapcTBEHHbBIE U 21.20;21.10 Staphylococcus aureus oOHapyXeHo/He
WHBIE YTBEP)K/ICHHBIC B MaTepHUabl, IPUMEHsIeMbIE B 0OHAapYKEHO

YCTaHOBJICHHOM IOpsKE
HOpPMATUBHbIC JOKYMEHTBI,
KOHKPETH3UPYIOIIUe
IpUMEHEHHEe MeToa
uccie0BaHus (MCIBITaHUS),
U3MEPEHHUs, YCTaHABIUBAIOLIHE
TpeOoBaHMS K JTEKapPCTBEHHBIM
CpencTBaM,
3apEruCTPUPOBAHHBIM B
YCTaHOBJICHHOM INOPSIIKE U
BKJIFOYEHHBIM B
T'ocynapctBenHslii peectp
JIEKapCTBEHHBIX CPEJICTB U
BKJIIOUEHHBIM B
T'ocynapctBenHbIE peecTpbl

MEJMIMHCKUX [EJsX
(Hecrepunbasre
JIeKapCTBEHHBIE CPEACTBA IS
MEJULMHCKOTO MPUMEHEHHS;
BcnomMorarenbHble BelecTsa
JUISL IPOM3BOACTBA
JIEKapCTBEHHBIX MIPENapaToB
JUISL MEAULIMHCKOTO
TIPUMCHEHUS);
(Hecrepunbasre
JIEKapCTBEHHBIE CPEACTBA JUIS
BETEPUHAPHOT0 IPUMEHEHHST;
BcnomorarenbsHble BelecTBa
JUISL IPOM3BOACTBA
JIEKapCTBEHHBIX IIPErapaToB



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UCCTIeA0BaHM xapakTepucTtuka (Mokasartens)
(ucnbiTaHu) U NU3mepeHun
1.10. JIEKapCTBEHHBIX CPEJICTB JUIS JUISL BETEPUHAPHOTO
BETEPUHAPHOTO PUMEHEHHS HNpUMEHEHH);
TOCY/IapCTB - WICHOB CyOcraniun
EBpaswuiickoro (hapMarieBTHUCCKHE
9KOHOMUYECKOTO (Cy6cranuun);
coro3a; MukpoOuonornaeckue/o
AKTEPUOIOTHYECKHUE; IPOIHE
METOJIbI MUKPOOHOJIOTHIECKHX
(OaKTEepHOIOTUIECKIIX )
HCCIIEI0BaHUH (MCIIBITAHIHN)
1.11. OdC.1.2.4.0002.15, m.3. IIpenmapaTs! TekapcTBEHHBIE U 21.20;21.10 AHTHMUKpOOHOE NeiicTBHE HAJIN41e/OTCYTCTBUE

WHBIE YTBEPXK/ICHHBIC B
YCTaHOBJICHHOM IOpsIJIKE
HOpPMaTHBHbIE JIOKYMEHTBI,
KOHKPETU3UPYIOLIUE
IpUMEHEHHE MeToa
UCCIICIOBAaHUS (MCIIBITAHUS),
HM3MEPEHHSI, YCTaHABINBAIOIINC
TpeOOBaHUS K JIEKAPCTBCHHBIM
CpeacTBaMm,
3aperucTpUpPOBAHHBIM B
YCTaHOBJICHHOM IOPSIIIKE 1
BKJIFOUEHHBIM B
['ocynapcTBeHHBIH peecTp
JIEKapCTBEHHBIX CPENICTB U
BKJIIOYEHHBIM B
TocynapcTBeHHbIe peecTpbl
JIEKapCTBEHHBIX CPENICTB LIS
BETEPUHAPHOTO IPUMEHEHUS

MaTepHabl, IPIMEHIEMBIC B
MEIUIUHCKUX [EeJIsX
(HecrepunbHble
JIeKapCTBEHHBIE CPEACTBA IS
MEANLUHCKOTO IPUMEHEHUS;
BcnomorarenbHble BelecTBa
JULSL IPOM3BOACTBA
JIEKapCTBEHHBIX IIPerapaToB
JUISL MEAUIIMHCKOTO
TIPUMEHEHNS);
(HecrepunbHble
JIeKapCTBEHHBIE CPEACTBA AT
BETEPHHAPHOTO IPHMEHEHHS;
BcnomoraresnbHble BelecTBa
JUISL IPOM3BOACTBA
JIEKapCTBEHHBIX MTPEerapaToB
JUIsL BETEPUHAPHOTO
TIPUMEHEHS);



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
M MeToAbl MCcCneAoBaHUA xapakTtepuctuka (MokasaTensb)
(ucnbiTaHu) U NU3mepeHun
1.11. TOCYJIapCTB - YWICHOB CyOcTaHnyu
EBpasuiickoro (hapMarieBTHYCCKHE
9KOHOMUYECKOTO (Cy6cranmun);
coro3a; Mukpobrooruueckue/o
AKTEPHOIIOTHYECKHE;TPOUne
METO/IbI MUKPOOHOIOTHIECKIX
(DaKTEepHOIOTHIECKIX )
HCCIIeIOBaHUH (MCTIBITAaHHH )
1.12. O®dC.1.2.4.0002.15,,0.5.2. u [Ipenapatsl 1ekapcTBEHHbBIE U 21.20;21.10 Obu1ee 4ucio a3poOHBIX

UHBIC YTBEPKICHHBIC B
YCTaHOBJICHHOM IOPSZIKE
HOpPMAaTUBHBIC JOKYMEHTBI,
KOHKpPETH3HUPYIOIIUE
IPUMEHEHHE METoa
uccie0BaHus (MCIBITaHUS),
U3MEPEHUs, yCTaHABIMBAIOIINE
TpeOoBaHMS K JTEKapPCTBEHHBIM
CpencTBaM,
3apErUCTPUPOBAHHBIM B
YCTaHOBJICHHOM INOPSIIKE U
BKJIIOYEHHBIM B
T'ocynapcrBenHslii peectp
JICKapCTBEHHBIX CPEJICTB U
BKJIIOUEHHBIM B
I'ocynapcTBeHHbIE peecTpsl
JICKApCTBEHHBIX CPEICTB UL
BETEPUHAPHOIO IPUMEHEHUS
rocyJapcTB - YICHOB

MaTepuasbl, IPUMEHSIEMbIC B
MEJMIMHCKUX LEJsX
(HectepunbHbie
JIeKapCTBEHHBIE CPEACTBA JUIS
MEULMHCKOTO IPUMEHEHHS;
BcnomorarensHble BenecTsa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX IIPErapaToB
JUISL MEAULIUHCKOTO
TIPUMEHEHHS, B TOM YHCIIC

MOFOIIHE U Je3NHDUIHPYIOIINE

CpeICTBa, yIaKOBOYHEIC
MaTepHuabl);

(HecrepunbHbie
JIEKapCTBEHHBIE CPEACTBA IS
BETCPUHAPHOTO IPUMEHEHUS;
BcnomorarenbHble BelecTBa
JULSL IPOM3BOACTBA
JIEKapCTBEHHBIX MIPerapaToB

OaKTepuil U APOHKIKEBBIX U
IUIECHEBBIX TPUOOB (CyMMapHO)

O0mee 4ncio adpoOHBIX
MHKPOOPTaHH3MOB

OOf1mee 4nCIIo IPONIKEBEIX U
IUICCHEBBIX IPUOOB

or 1 mo 10 (KOE/r)

ot 1 mo 10 (KOE/mn)

or 1 no 100 KOE Ha
€IUHUILY YITAKOBKH

or 1 1o 10~ (KOE/100 cm?)

or 1 no 10 (KOE/r)
or 1 g0 10» (KOE/m)

or 1 no 10» (KOE/T)
or 1 no 10» (KOE/mn)



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
M MeToAbl MCcCneAoBaHUA xapakTtepuctuka (MokasaTensb)
(ucnbiTaHu) U NU3mepeHun
1.12. EBpasuiickoro JUISL BETEPUHAPHOI O
9KOHOMHYECKOTO CO03a MPUMCHEHHUS);
;Mukpobuonoruyeckue/6akrep = CyOcTaHimu
HOJIOTHYCCKUE;METO T (hapMarieBTHUCCKHE
MeMOpaHHOH puiIbTpanuu (Cy6cranuun);
1.13. O®dC.1.2.4.0002.15,, n.5.1. u [Ipenapatbl 1eKapcTBEHHBIE U 21.20;21.10 Oo11ee YUCIIo a3pOOHBIX

UHbIE YTBEPXKCHHbIC B
YCTaHOBJIEHHOM TIOpSIIKE
HOPMaTUBHBIE JOKyMEHTHI,
KOHKPETH3HUPYIOIIHe
NIPUMEHEHUE METOa
HCCIEI0BaHMS (UCTIBITAHNSA),
U3MEpEeHHUs, yCTaHABINBAOLINE
TpeOOBaHMs K JEKapPCTBEHHBIM
CpeacTBaM,
3aperuCTPUPOBAHHBIM B
YCTaHOBJIEHHOM TIOPSIJIKE U
BKJIIOYEHHBIM B
T'ocynapcTBenHblii peectp
JIEKapCTBEHHBIX CPEJICTB U
BKJIIOUEHHBIM B
I'ocynapcTBeHHBIE peecTpbl
JIEKapCTBEHHBIX CPEJICTB IS
BETEPUHAPHOT0 MPUMEHEHHS
TOCYZIapCTB - YICHOB
EBpasuiickoro
SKOHOMHYECKOTO COI03a
;Muxpobnonoruueckue/6akrep
u

MaTepuaisl, IPUMEHIEMbIE B
MEINIUHCKHX LIENIAX
(HectepunbsHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUIUHCKOTO IPUMEHEHUS;
BcnomorarensHbIe BenecTa
JUIS TPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
JUTSL METUIIUHCKOTO
HPUMEHEHHs, B TOM YHCIIe
MOIOIIUE U ie3uHUIUpYyome
CpelICTBa, YIAKOBOYHbIE
MaTepHabl);

(Hecrepunbaere
JIeKapCTBEHHBIE CPEACTBA JUIS
BETEPUHAPHOTO0 IPUMEHEHHST;
BcnomMorarenbHble BelecTsa
JUISL IPOM3BOACTBA
JIEKapCTBEHHBIX MIPENapaToB
JULSL BETEPUHAPHOTO
TIPUMCHEHUS);

CyOcTaHnyu

MHKPOOPTaHU3MOB

Oobmiee 9UCIIO APOFKIKEBBIX U
IUIECHEBBIX TPUOOB

Obuiee 9uciio a3poOHBIX
OaKTepuil U APOFKIKEBBIX U
IUIECHEBBIX TPUOOB (CyMMapHO)

or 1 g0 10~ (KOE/r)
or 1 g0 10" (KOE/mn)

or 1 no 10 (KOE/T)
or 1 no 10 (KOE/mm)

or 1 mo 10~ (KOE/T)

or 1 no 10 (KOE/mm)

or 1 no 10" KOE Ha
eIMHUILY yITaKOBKH

or 1 g0 10~ (KOE/100 cm?)



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UCCTIeA0BaHM xapakTepucTtuka (Mokasartens)
(ucnbiTaHu) U NU3mepeHun
1.13. OJIOTMYECKUE;METO ] IIPSIMOTO (apmareBTHYECKUE
rnocena (Cy6cranmun);
1.14. OdC.1.2.4.0002.15, m.6.1.1. IIpenapatsl nekapcTBEHHbIE U 21.20;21.10 DHTepoOaKTepHH, yCTOIHUNBEIE K = 0OHApY>KeHO/He

WHBIE YTBEPXKICHHbIC B
YCTaHOBJICHHOM TIOPSIIKE
HOPMAaTHBHbIE JOKYMEHTBI,
KOHKPETH3HUPYIOIINE
TIpUMEHEHUE MEeTOIa
HCcCIeI0BaHus (MCIIBITAHuU ),
HM3MEpEHNs, YCTaHABIUBAIOIINE
TpeOOBaHMS K JTEKapCTBEHHBIM
CpelCTBaM,
3aperucTpupOBaHHBIM B
YCTaHOBJICHHOM IOPSAKE U
BKJIIOUEHHBIM B
T'ocynapcTBennslii peectp
JIEKapCTBEHHBIX CPENICTB U
BKJIFOYECHHBIM B
T'ocynapcrBeHHBIE peecTphl
JIEKapCTBEHHBIX CPENICTB JUIs
BETEPHHAPHOTO IIPUMECHEHHUS
TOCyJapCTB - YWICHOB
EBpasuiickoro
SKOHOMHYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPUOJIOTHYECKHUE; IPOTHe
METOJIbI MUKPOOHOJIOTHIECKHX
(OaKTepHOIOTUYECKIX )

MaTepHabl, IPUMEHsIEMBbIE B
MEIULMHCKUX HEISIX
(HectepunbHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEJMIMHCKOTO TIPUMEHEHHS;
BcnoMmorarenbHbIe BelecTBa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX NPENapaToB
JUISL METULIUHCKOTO
IPUMEHCHHUA, B TOM YHUCJIC
MooLIMe U ie3uHUIUpyomue
CpelCTBa, YIIAKOBOYHbIE
MaTepHabl);

(HectepunbHbie
JIeKapCTBEHHBIE CPEACTBA JUIS
BETEPUHAPHOT0 IPUMEHEHHST;
BcnomorarensHble BenecTsa
JUIS TPOU3BOJICTBA
JIEKapCTBEHHBIX [IPErapaToB
JUISL BETEPUHAPHOTO
TIPUMCHEHUS);

Cy0cTaHimu
(apmareBTHIECKUE
(Cybcrannun);

KETIH 00HapYKEHO



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.14.

1.15.

HCCIEI0BaHUM (MCIIBITAHIH)

OdC.1.2.4.0002.15, m.6.1.2.
UHbIE YTBEPKICHHbIC B
YCTaHOBJICHHOM IOPSAKE
HOpPMAaTUBHBIE JOKYMEHTEI,
KOHKPETH3HPYIOIINE
TIPUMEHEHUE METO/Ia
HCCIIeIOBaHUS (UCTIBITAHHSA),
WU3MEPEHHUS, YCTaHABIHBAOIIHC
TpeOOBaHHMS K JICKAPCTBCHHBIM
CpecTBaM,
3aperuCTPUPOBAHHBIM B
YCTaHOBJIEHHOM IOPSIZIKE U
BKJITIOYEHHBIM B
T'ocynapcTBenHblii peectp
JIEKapCTBEHHBIX CPEJICTB U
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIE peecTpbl
JIEKapCTBEHHBIX CPEICTB JIs
BETEPHHAPHOTO IPUMEHEHHUS
TOCyJapCTB - YICHOB
EBpasuiickoro
SKOHOMHYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPHOJIOTUICCKHUEC;TPOINE
METO/IbI MUKPOOHOIOTHUCCKIX
(OaKTepHOTIOTHYECKHX )
MCCIICIOBAHUH (MCIIBITAHUI)

[penapatsl JieKapcTBEHHBIE U
MaTepuaisl, IPUMEHIEMbIE B
MEINIUHCKHX LIENIAX
(HectepunbsHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUIUHCKOTO IPUMEHEHUS;
BcnomorarensHbIe BenecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
TUISE METUIIMHCKOTO
HPUMEHEHHs, B TOM YHCIIe
MOIOIIUE U ie3uHUIUpYyome
CpelICTBa, YIAKOBOYHbIE
MaTepHabl);

(Hecrepunbaere
JIEKapCTBEHHBIE CPEACTBA JUIS
BETEPUHAPHOTO0 IPUMEHEHHST;
BcnoMorarenbHble BelecTsa
JUISL IPOM3BOACTBA
JIEKapCTBEHHBIX MIPENapaToB
JULSL BETEPUHAPHOTO
TIPUMCHEHUS);

CyOcTaHnyu
(apmareBTHYECKUE
(Cy6cranmun);

21.20;21.10

DHTepoOaKTepHH, yCTONYUBEIE K
JKEITUH

ot <10!
(x1./T)
ot <10' mo >103 (ki./mi )

1o >103



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
M MeToAbl UCCIIe[0BaHMM xapakTepucTtuka (Mokasarens)
(ucnbiTaHu) U NU3mepeHun
1.15.
1.16. OdC.1.2.4.0002.15, m.6.2.1. u | [Ipemaparsl JeKapcCTBEHHbBIC U 21.20;21.10 Escherichia coli o0OHapykeHO/HE
WHBIC YTBEPXKCHHBIC B MaTepHabl, IPUMEHIEMBbIC B 00HapyKEHO

YCTaHOBJICHHOM IOPSAKE
HOpPMAaTUBHBIE JOKYMEHTEI,
KOHKPETH3HPYIOIINE
TIPUMEHEHUE METO/Ia
HCCIIeIOBaHUS (UCTIBITAHHSA),
WU3MEPEHHUS, YCTaHABIHBAOIIHC
TpeOOBaHHMS K JICKAPCTBCHHBIM
CpecTBaM,
3aperuCTPUPOBAHHBIM B
YCTaHOBJIEHHOM IOPSIZIKE U
BKJITIOYEHHBIM B
T'ocynapcTBenHblii peectp
JIEKapCTBEHHBIX CPEJICTB U
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIE peecTpbl
JIEKapCTBEHHBIX CPEICTB JIs
BETEPHHAPHOTO IPUMEHEHHUS
TOCyJapCTB - YICHOB
EBpasuiickoro
SKOHOMHYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPHOJIOTUICCKHUEC;TPOINE
METO/IbI MUKPOOHOIOTHUCCKIX
(OaKTepHOTIOTHYECKHX )
MCCIICIOBAHUH (MCIIBITAHUI)

MEINIUHCKHX LIENIAX
(HectepunbsHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUIUHCKOTO IPUMEHEHUS;
BcnomorarensHbIe BenecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
1 MEAULIUHCKOTO
HPUMEHEHHs, B TOM YHCIIe
MOIOIIUE U ie3uHUIUpYyome
CpeACTBa);

(HectepunpHbie
JIeKapCTBEHHBIE CPEACTBA JUIS
BETEPUHAPHOT0 IPUMEHEHHST;
BcnomorarenbHble BelecTBa
JUTS TPOU3BOJICTBA
JIEKapCTBEHHBIX MIPENapaToB
JUISL BETEPUHAPHOTO
TIPUMCHEHUS);

CyOcTaHyu
(apmareBTHIECKUE
(Cybcrannun);



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
M MeToAbl UccriefoBaHnmN xapaktepucTuka (Mokasatenb)
(ucnbiTaHu) U NU3mepeHun
1.16.
1.17. 0dC.1.2.4.0002.15, 1.6.2.2. [Ipenapatbl neKapcTBEHHBIE U 21.20;21.10 Escherichia coli -

UHbIE YTBEPKICHHbIC B
YCTaHOBJICHHOM IOPSAKE
HOpPMAaTUBHBIE JOKYMEHTEI,
KOHKPETH3HPYIOIINE
TIPUMEHEHUE METO/Ia
HCCIIeIOBaHUS (UCTIBITAHHSA),
WU3MEPEHHUS, YCTaHABIHBAOIIHC
TpeOOBaHHMS K JICKAPCTBCHHBIM
CpecTBaM,
3aperuCTPUPOBAHHBIM B
YCTaHOBJIEHHOM IOPSIZIKE U
BKJITIOYEHHBIM B
T'ocynapcTBenHblii peectp
JIEKapCTBEHHBIX CPEJICTB U
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIE peecTpbl
JIEKapCTBEHHBIX CPEICTB JIs
BETEPHHAPHOTO IPUMEHEHHUS
TOCyJapCTB - YICHOB
EBpasuiickoro
SKOHOMHYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPHOJIOTUICCKHUEC;TPOINE
METO/IbI MUKPOOHOIOTHUCCKIX
(OaKTepHOTIOTHYECKHX )
MCCIICIOBAHUH (MCIIBITAHUI)

MaTepuaisl, IPUMEHIEMbIE B
MEINIUHCKHX LIENIAX
(HectepunbsHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUIUHCKOTO IPUMEHEHUS;
BcnomorarensHbIe BenecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
TUISE METUIIMHCKOTO
HPUMEHEHHs, B TOM YHCIIe
MOIOIIUE U ie3uHUIUpYyome
CpelICTBa, YIAKOBOYHbIE
MaTepHabl);

(Hecrepunbaere
JIEKapCTBEHHBIE CPEACTBA JUIS
BETEPUHAPHOTO0 IPUMEHEHHST;
BcnoMorarenbHble BelecTsa
JUISL IPOM3BOACTBA
JIEKapCTBEHHBIX MIPENapaToB
JULSL BETEPUHAPHOTO
TIPUMCHEHUS);

CyOcTaHnyu
(apmareBTHYECKUE
(Cy6cranmun);

or<10'  po >10% (KOE/r)
or<10" mo>10°
(KOE/mm)



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UCCTIeA0BaHM xapakTepucTtuka (Mokasartens)
(ucnbiTaHu) U NU3mepeHun
1.17.
1.18. OdC.1.2.4.0002.15, 1.6.3. u IIpenapatsl JekapcTBEHHbIE U 21.20;21.10 bakrepun pona Salmonella oOHapy»XeHO/He
UHbIE YTBEPXKCHHbIC B MaTepHabl, IPUMEHsIEMBIE B oOHapyKeHO

YCTaHOBJICHHOM IOPSAKE
HOpPMAaTUBHBIE JOKYMEHTEI,
KOHKPETH3HPYIOIINE
TIPUMEHEHUE METO/Ia
HCCIIeIOBaHUS (UCTIBITAHHSA),
WU3MEPEHHUS, YCTaHABIHBAOIIHC
TpeOOBaHHMS K JICKAPCTBCHHBIM
CpecTBaM,
3aperuCTPUPOBAHHBIM B
YCTaHOBJIEHHOM IOPSIZIKE U
BKJITIOYEHHBIM B
T'ocynapcTBenHblii peectp
JIEKapCTBEHHBIX CPEJICTB U
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIE peecTpbl
JIEKapCTBEHHBIX CPEICTB JIs
BETEPHHAPHOTO IPUMEHEHHUS
TOCyJapCTB - YICHOB
EBpasuiickoro
SKOHOMHYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPHOJIOTUICCKHUEC;TPOINE
METO/IbI MUKPOOHOIOTHUCCKIX
(OaKTepHOTIOTHYECKHX )
MCCIICIOBAHUH (MCIIBITAHUI)

MEINIUHCKHX LIENIAX
(HectepunbsHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUIUHCKOTO IPUMEHEHUS;
BcnomorarensHbIe BenecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
1 MEAULIUHCKOTO
HPUMEHEHHs, B TOM YHCIIe
MOIOIIUE U ie3uHUIUpYyome
CpeACTBa);

(HectepunpHbie
JIeKapCTBEHHBIE CPEACTBA JUIS
BETEPUHAPHOT0 IPUMEHEHHST;
BcnomorarenbHble BelecTBa
JUTS TPOU3BOJICTBA
JIEKapCTBEHHBIX MIPENapaToB
JUISL BETEPUHAPHOTO
TIPUMCHEHUS);

CyOcTaHyu
(apmareBTHIECKUE
(Cybcrannun);



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UCCTIeA0BaHM xapakTepucTtuka (Mokasartens)
(ucnbiTaHu) U NU3mepeHun
1.18.
1.19. O0dC.1.2.4.0002.15, 1.6.4. u IIpenapatsl JekapcTBEHHbIE U 21.20;21.10 Pseudomonas aeruginosa oOHapy»XeHO/He
UHbIE YTBEPXKCHHbIC B MaTepHabl, IPUMEHsIEMBIE B oOHapyKeHO

YCTaHOBJICHHOM IOPSAKE
HOpPMAaTUBHBIE JOKYMEHTEI,
KOHKPETH3HPYIOIINE
TIPUMEHEHUE METO/Ia
HCCIIeIOBaHUS (UCTIBITAHHSA),
WU3MEPEHHUS, YCTaHABIHBAOIIHC
TpeOOBaHHMS K JICKAPCTBCHHBIM
CpecTBaM,
3aperuCTPUPOBAHHBIM B
YCTaHOBJIEHHOM IOPSIZIKE U
BKJITIOYEHHBIM B
T'ocynapcTBenHblii peectp
JIEKapCTBEHHBIX CPEJICTB U
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIE peecTpbl
JIEKapCTBEHHBIX CPEICTB JIs
BETEPHHAPHOTO IPUMEHEHHUS
TOCyJapCTB - YICHOB
EBpasuiickoro
SKOHOMHYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPHOJIOTUICCKHUEC;TPOINE
METO/IbI MUKPOOHOIOTHUCCKIX
(OaKTepHOTIOTHYECKHX )
MCCIICIOBAHUH (MCIIBITAHUI)

MEINIUHCKHX LIENIAX
(HectepunbsHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUIUHCKOTO IPUMEHEHUS;
BcnomorarensHbIe BenecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
TUISE METUIIMHCKOTO
HPUMEHEHHs, B TOM YHCIIe
MOIOIIUE U ie3uHUIUpYyome
CpelICTBa, YIAKOBOYHbIE
MaTepHabl);

(Hecrepunbaere
JIEKapCTBEHHBIE CPEACTBA JUIS
BETEPUHAPHOTO0 IPUMEHEHHST;
BcnoMorarenbHble BelecTsa
JUISL IPOM3BOACTBA
JIEKapCTBEHHBIX MIPENapaToB
JULSL BETEPUHAPHOTO
TIPUMCHEHUS);

CyOcTaHnyu
(apmareBTHYECKUE
(Cy6cranmun);



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UCCTIeA0BaHM xapakTepucTtuka (Mokasartens)
(ucnbiTaHu) U NU3mepeHun
1.19.
1.20. OdC.1.2.4.0002.15, 1.6.5. u IIpenapatsl JekapcTBEHHbIE U 21.20;21.10 Staphylococcus aureus oOHapy»XeHO/He
UHbIE YTBEPXKCHHbIC B MaTepHabl, IPUMEHsIEMBIE B oOHapyKeHO

YCTaHOBJICHHOM IOPSAKE
HOpPMAaTUBHBIE JOKYMEHTEI,
KOHKPETH3HPYIOIINE
TIPUMEHEHUE METO/Ia
HCCIIeIOBaHUS (UCTIBITAHHSA),
WU3MEPEHHUS, YCTaHABIHBAOIIHC
TpeOOBaHHMS K JICKAPCTBCHHBIM
CpecTBaM,
3aperuCTPUPOBAHHBIM B
YCTaHOBJIEHHOM IOPSIZIKE U
BKJITIOYEHHBIM B
T'ocynapcTBenHblii peectp
JIEKapCTBEHHBIX CPEJICTB U
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIE peecTpbl
JIEKapCTBEHHBIX CPEICTB JIs
BETEPHHAPHOTO IPUMEHEHHUS
TOCyJapCTB - YICHOB
EBpasuiickoro
SKOHOMHYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPHOJIOTUICCKHUEC;TPOINE
METO/IbI MUKPOOHOIOTHUCCKIX
(OaKTepHOTIOTHYECKHX )
MCCIICIOBAHUH (MCIIBITAHUI)

MEINIUHCKHX LIENIAX
(HectepunbsHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUIUHCKOTO IPUMEHEHUS;
BcnomorarensHbIe BenecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
TUISE METUIIMHCKOTO
HPUMEHEHHs, B TOM YHCIIe
MOIOIIUE U ie3uHUIUpYyome
CpelICTBa, YIAKOBOYHbIE
MaTepHabl);

(Hecrepunbaere
JIEKapCTBEHHBIE CPEACTBA JUIS
BETEPUHAPHOTO0 IPUMEHEHHST;
BcnoMorarenbHble BelecTsa
JUISL IPOM3BOACTBA
JIEKapCTBEHHBIX MIPENapaToB
JULSL BETEPUHAPHOTO
TIPUMCHEHUS);

CyOcTaHnyu
(apmareBTHYECKUE
(Cy6cranmun);



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
M MeToAbl UCCIIe[0BaHMM xapakTepucTtuka (Mokasarens)
(ucnbiTaHu) U NU3mepeHun
1.20.
1.21. ODC.1.2.4.0002.15, 1.6.6 u [Ipenapatsl JeKapcTBEHHBIC U 21.20;21.10 Candida albicans o0OHapykeHO/HE
WHBIC YTBEPXKCHHBIC B MaTepHabl, IPUMEHIEMBbIC B 00HapyKEHO

YCTaHOBJICHHOM IOPSAKE
HOpPMAaTUBHBIE JOKYMEHTEI,
KOHKPETH3HPYIOIINE
TIPUMEHEHUE METO/Ia
HCCIIeIOBaHUS (UCTIBITAHHSA),
WU3MEPEHHUS, YCTaHABIHBAOIIHC
TpeOOBaHHMS K JICKAPCTBCHHBIM
CpecTBaM,
3aperuCTPUPOBAHHBIM B
YCTaHOBJIEHHOM IOPSIZIKE U
BKJITIOYEHHBIM B
T'ocynapcTBenHblii peectp
JIEKapCTBEHHBIX CPEJICTB U
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIE peecTpbl
JIEKapCTBEHHBIX CPEICTB JIs
BETEPHHAPHOTO IPUMEHEHHUS
TOCyJapCTB - YICHOB
EBpasuiickoro
SKOHOMHYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPHOJIOTUICCKHUEC;TPOINE
METO/IbI MUKPOOHOIOTHUCCKIX
(OaKTepHOTIOTHYECKHX )
MCCIICIOBAHUH (MCIIBITAHUI)

MEINIUHCKHX LIENIAX
(HectepunbsHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUIUHCKOTO IPUMEHEHUS;
BcnomorarensHbIe BenecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
1 MEAULIUHCKOTO
HPUMEHEHHs, B TOM YHCIIe
yNaKOBOYHBIE MaTepUaJIbl);
(HectepunbHbie
JIEKapCTBEHHBIE CPEACTBA IS
BETEPUHAPHOTO IPUMEHEHVS;
BcnomorarensHble BenecTsa
JUTS IPOU3BOJICTBA
JICKapCTBEHHBIX MPENapaToB
JUISL BETEPUHAPHOTO
MIPUMEHEHUS);

Cy0cTannyn
(bapmarneBTHYCCKUE
(Cybcrannun);



L OKyMEeHTHbI,

N/ | Yérarasnusaiowne npasuna HaumeHoBaHMe 06bekTa Kof, oKna 2 Kon TH B[, EA3C Onpeaensiemasn [ManazoH onpegeneHus
1 MeToAbl UccrefoBaHUi xapaktepucTuka (MokasaTtenb)
(ucnbiTaHu) U NU3mepeHun
1.21.
1.22. OdC.1.2.4.0002.15, m.(10.1.), | Cpenbl TOTOBBIC MUTATEIBHBIC 20.59.52.140 - PocToBebie cBoiicTBa -
U VHBIE YTBEP)KICHHBIC B JUIS BBIPALLUBAHUS MUTaTEeIbHBIX Cpell ot 0,1 10 2,0 (ycn. ex; y.e.)
YCTaHOBJICHHOM IOPSAKE MHKPOOPTaHU3MOB (k03¢ hunmeHT nmpopacTaHus)
HOPMATHBHBIC JOKYMEHTBHI, (mUTaTenbHbIC CPEbI
KOHKPETH3HPYIOIINE (arapu3oBaHHEIC));

MIPUMEHEHUE METO/a
HCCIEI0BaHMS (UCTIBITAHNSA),
U3MEpEeHHUs, yCTaHABINBAOLINE
TpeOOoBaHMs K JEKapCTBEHHBIM
CpeacTBaM,
3aperuCTPUPOBAHHBIM B
YCTaHOBJIEHHOM TIOPSIJIKE U
BKJIIOYEHHBIM B
T'ocynapcTBenHblii peectp
JIEKapCTBEHHBIX CPEJICTB U
BKJIIOUEHHBIM B
I'ocynapcTBeHHBIE peecTpbl
JIEKapCTBEHHBIX CPEJICTB IS
BETEPUHAPHOT0 MPUMEHEHHS
TOCYZIapCTB - YICHOB
EBpasuiickoro
SKOHOMHYECKOTO COI03a
;Muxpobnonoruueckue/6akrep
HOJIOTUYECKUE;METO IIPSIMOTO
nocena



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.23.

1.24.

OdC.1.2.4.0002.15, m.10.1. u
WHBIC YTBEP)K/ICHHEIC B
YCTaHOBJICHHOM IIOpSIJIKE
HOPMaTHUBHBIC ):lOKyMeHT])I,
KOHKPETH3UPYIOIINe
IPUMEHEHHE METOa
HCCIIeIOBaHUs (MCIIBITAHNUA ),
HM3MEPEHMSI, YCTaHABIUBAIOIINC
TpeOOBaHHS K JICKAPCTBCHHBIM
CpelcTBaM,
3aperucTpUpOBaHHEIM B
YCTaHOBJICHHOM IIOPSIIIKE U
BKJIIOUEHHBIM B
T'ocynapcTBenHbli peecTp
JIEKapCTBEHHBIX CPENICTB U
BKJIIOUEHHBIM B
TocynapcrBeHHbIe peecTpbl
JICKApCTBEHHBIX CPENICTB IS
BETEPUHAPHOTO MPUMEHEHHS
TOCY/IapCTB - WICHOB
EBpasuiickoro
SKOHOMHUYECKOTO COI03a
;Mukpobuonornyeckue/6aKTep
HOJIOTHYECKHE;METOI TIPSIMOTO
rmocesa

0®C.1.2.4.0002.15, 1.10.2.
VHBIC YTBEPKICHHBIC B
YCTaHOBJICHHOM IOpsJIKE

Cpebl TOTOBBIC TUTATEIIbHBIC
JUISL BEIPAIIMBaHUS
MHUKpPOOPraHU3MOB
(nuTaTenbHbIE Cpebl
(xuakue));

Cpem,l TOTOBBIC ITUTATCIIBHBIC
JUTA BBIpalllUBaHU ST
MHKPOOPTaHNU3MOB

20.59.52.140

20.59.52.140

PocToBEIc cBOMCTBa
MUTATEIBHBIX CPEIl

CelleKTUBHBIE CBOWCTBA
MMATATCIIbHBIX CPEI

HO[ITBep)KZ[eHO/HC
TNOATBEPIKACHO

MTOITBEPIKICHO/HE
TIOATBEPKICHO



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.24.

1.25.

HOPMATUBHbIC JOKYMEHTBI,
KOHKPETH3UPYIOILUE
[IPUMEHEHHE MeToa
HCCIIEeZIOBaHUS (UCTIBITAHUS),
U3MEpEHHs], yCTaHABIHBAIOIIHE
TpeOoBaHMS K JTEKapPCTBEHHBIM
CpencTBaM,
3aperucTpUpOBaHHEIM B
YCTaHOBJICHHOM NOPSIIKE U
BKJIIOUYEHHBIM B
T'ocynapctBenHslii peectp
JIEKapCTBEHHBIX CPEJCTB U
BKJIIOUEHHBIM B
T'ocynapcTBeHHbIE peecTpbl
JIEKapCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO IPUMEHEHUS
rocyJapcTB - YWICHOB
EBpasuiickoro
SKOHOMUYECKOTI'0 CO03a
;Muxpoburosnoruueckue/6akrep
HOJIOTUYECKUE;METO ] IPSIMOTO
rocea

0®dC.1.2.4.0002.15, 1.10.3. u
WHBIE YTBEPKICHHBIC B
YCTaHOBJIEHHOM TIOPSIIKE
HOPMaTHBHEIE IOKyMEHTHI,
KOHKPETH3UPYIOILUe
IpUMEHEHHEe MeToa

(nmTaTenbHBIE Cpelbl);

Cpenpl rOTOBBIE IUTATENIBHBIE
JUISL BBIpAIIIUBAHUS
MHKPOOPTaHH3MOB
(mTaTenbHBIE Cpelbl);

20.59.52.140

JlnarHocTuyeckue cBOWCTBA
MUTATENBHBIX CPell

MIOTBEPKICHO/HE
MIO/ATBEPIKACHO



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.25.

1.26.

HCCIE0BaHMS (UCTIBITAHNSA),
M3MEpEeHHs], yCTaHaBIMBAIOIIHE
TpeOOoBaHMs K JIEKaPCTBEHHBIM
CpeacTBaM,
3aperuCTPUPOBAHHBIM B
YCTaHOBJIEHHOM TIOPSIZIKE U
BKJIFOUEHHBIM B
T'ocynapcTBennslii peectp
JIEKapCTBEHHBIX CPEJICTB U
BKJIFOYEHHBIM B
T'ocynapcrBenHsle peecTpbl
JIEKapCTBEHHBIX CPENCTB IS
BETEPUHAPHOT0 MPUMEHEHHS
TOCY/IapCTB - YUIECHOB
EBpasuiickoro
SKOHOMHYECKOTO CO03a
;Muxpobnonoruueckue/6akrep
HOJIOTHYECKUE;METO]] IIPSIMOTO
nocena

0®C.1.2.4.0002.15, 1.10.4. u
UHbIE YTBEPXKJCHHbIC B
YCTaHOBJIEHHOM TIOpSIJIKE
HOPMaTUBHBIE JOKYMEHTHI,
KOHKPETH3HUPYIOIINe
TIpUMEHEHUe MeTo/Ia
HCCIeI0BaHMS (UCTIBITAHNSA),
U3MEpEeHHUs, yCTaHABINBAOLINE
TpeOOoBaHMs K JEKapCTBEHHBIM
CpeJCTBaM,

Cpepl TOTOBBIC TUTATEIIBHBIC
JUTSL BEIPAIIMBAHUS
MHKPOOPTaHH3MOB
(nHTaTenbHBIE CPebl);

20.59.52.140

CTepHIbHOCTD MUTATENBHBIX
cpen

CTepI/IJ'[LHO/He CTCPUJIIBHO



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Koa okKnpa 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.26.

1.27.

3aperucTpUpOBAaHHEIM B
YCTaHOBJIEHHOM IIOpSIJIKE U
BKJIIOUEHHBIM B
I'ocynapcTBeHHBIH peectp
JIEKapCTBEHHBIX CPEJICTB U
BKJIIOUEHHBIM B
T'ocynapctBenHbIe peecTpbl
JIEKapCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO MPUMEHEHHS
TOCY/IapCTB - WICHOB
EBpasuiickoro
9KOHOMHYECKOTO CO3a
;Muxpobuosnoruueckue/6akrep
HOJIOTHYECKHE;TPOUNE METOIBI
MUKPOOHOIOTHYECKUX
(OaKTEepHOIOTHIECKIIX )
HCCIEI0BaHUI (MCIIBITAHIHN)

OdC.1.2.4.0003.15, m.3.2. 1
WHBIC YTBEP)K/ICHHEIC B
YCTaHOBJICHHOM IOPSIKE
HOPMaTHUBHBIC ):lOKyMeHT])I,
KOHKPETH3UPYIOIINE
NpUMEHEHHE METoa
HCCIIeIOBaHUs (MCIIBITAHuU ),
HU3MEPEHUsI, YCTaHABIUBAIOIINE
TpeOOBaHHS K JICKAPCTBCHHBIM
Cpe/cTBaM,
3apEerUCTPUPOBAHHBIM B

Cpebl TOTOBBIC TUTATEIIbHBIC
Ul BBIPALMBAHUS
MHUKpPOOPraHU3MOB
(nuTaTenbHbIE Cpelbl);

20.59.52.140

CTepuIbHOCTD MUTATEIBHBIX
cpexn

CTepI/IJ'H)HO/He CTCpUJIBHO



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.27.

1.28.

YCTaHOBJICHHOM IOPSIIKE 1
BKJIFOYEHHBIM B
TocynapcTBeHHbIit peectp
JICKAPCTBCHHBIX CPEACTB U
BKJIIOUEHHBIM B
T'ocynapctBenHbIE peecTpbl
JIEKapCTBEHHBIX CPENICTB IS
BETCPHHAPHOTO TPUMEHEHHS
TOCYJapCTB - YICHOB
EBpasuiickoro
9KOHOMHYECKOTO CO03a
;Muxpoburosnoruueckue/6akrep
HOJIOTUYECKUE;IPOYHE METObI
MHUKPOOHOTIOTHIECKUX
(6aKTepHOIOTUIECKIX )
HCCIIeIOBaHUH (MCTIBITAaHHH )

OdC.1.2.4.0003.15, m.3.3. u
WHbBIC YTBEPKICHHBIC B
YCTaHOBJICHHOM TIOPSIZIKE
HOPMAaTHBHbIE JOKYMEHTBI,
KOHKPETH3HUPYIOIINE
TIpUMEHEHUE MEeTOIa
HCCIeIoBaHus (MCIIBITAHuUA ),
HM3MEPEHMSI, YCTAHABINBAIOIIUC
TpeOOBaHHUS K JICKAPCTBCHHBIM
CpezcTBaM,
3apErUCTPUPOBAHHBIM B
YCTaHOBJICHHOM IOPSAKE U
BKJIIOUEHHBIM B

Cpe/pl TOTOBBIC MTUTATEIBHEIC
JUTSL BBIPAIIIMBAHHS
MHKPOOPTaHU3MOB
(nuTaTenbHBIE CPebl);

20.59.52.140

PocToBEIe cBOMCTBA
MUTATEIBHBIX CPE.

TIOATBEP)KAECHO/HE
HOJITBEPIKACHO



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.28.

1.29.

T'ocynapcrBennslii peectp
JICKapCTBEHHBIX CPEJICTB U
BKJIIOUEHHBIM B
I'ocynapcTBeHHBIE peecTpsbl
JIEKapCTBEHHBIX CPEJICTB JUIs
BETEPUHAPHOTO MPUMEHEHHS
TOCYZIapCTB - YWICHOB
EBpasuiickoro
SKOHOMHYECKOI'0 COK03a
;Muxpobnonornueckue/6akrep
HOJIOTUYECKUE;METO IIPSIMOTO
nocea

O®C.1.2.4.0010.15, 1 uubIc
YTBEpPKJCHHbIE B
YCTaHOBJIEHHOM TIOpSIJIKE
HOPMaTUBHBIE JOKyMEHTHI,
KOHKPETH3HUPYIOIINe
NIPUMEHEHUE METOa
HCCIEI0BaHMS (UCTIBITAHNSA),
U3MEpEHHUs, yCTaHABINBAOLINE
TpeOOoBaHMs K JEKapCTBEHHBIM
CpeacTBaM,
3aperuCTPUPOBAHHBIM B
YCTaHOBJIEHHOM TIOPSIIKE U
BKJIIOUEHHBIM B
T'ocynapcTBenHblii peectp
JIEKapCTBEHHBIX CPEJICTB U
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIE peecTpbl

IIpenapatsl JekapcTBEHHbIE U
MaTepHabl, IPUMEHsIEMBIE B
MEJUIIHCKHUX LEISIX
(HectepunbpHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUIUHCKOTO IPUMEHEHUS;
HecrepumbHble 1ekapcTBEHHBIE
CpeJICTBA [UIsl BETEPUHAPHOTO
MIPUMEHEHUS);

21.20

KonudecTBeHHOE onpereieHne
(aHTUMHUKPOOHAs AKTUBHOCTH
aHTHOMOTHKOB)

ot 0 g0 10” (MKr/mr)
ot 0 o 10" (1)
ot 0 mo 10~ EJl /mMr



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa KopA oKnpg 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.29.

1.30.

JIEKapCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO PUMEHEHHS
roCyJapCTB - YWICHOB
EBpasuiickoro
SKOHOMHYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPUOIOTHIECKUE;METO]
muddy3un B arap

O0®C.1.2.4.0002.18, 1.3.3. u
UHBIC YTBEPKICHHBIC B
YCTaHOBJICHHOM IOPSZIKE
HOpPMAaTUBHBIC JOKYMEHTBI,
KOHKpPETH3HUPYIOIIUE
IPUMEHEHHE METoa
uccie0BaHus (MCIBITaHUS),
U3MEPEHUs, yCTaHABIMBAIOIINE
TpeOoBaHMS K JTEKapPCTBEHHBIM
CpencTBaM,
3apErUCTPUPOBAHHBIM B
YCTaHOBJICHHOM INOPSIIKE U
BKJIIOYEHHBIM B
T'ocynapcrBenHslii peectp
JICKapCTBEHHBIX CPEJICTB U
BKJIIOUEHHBIM B
I'ocynapcTBeHHbIE peecTpsl
JICKApCTBEHHBIX CPEICTB UL
BETEPUHAPHOIO IPUMEHEHUS
rocyJapcTB - YICHOB

[Ipenapatsl 1ekapcTBEHHbBIE U 21.20;21.10
MaTepuasbl, IPUMEHSIEMbIC B
MEJMIMHCKUX LEJsX
(HectepunbHbie
JIeKapCTBEHHBIE CPEACTBA JUIS
MEULMHCKOTO IPUMEHEHHS;
BcnomorarensHble BenecTsa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX IIPErapaToB
JUISL MEAULIUHCKOTO
TIPUMCHEHUS);
(HectepunpHbie
JIeKapCTBEHHBIE CPEACTBA IS
BETEPUHAPHOTO TPUMEHEHYS;
BcnomorarensHbIe BenecTa
JUTS TPOU3BOJICTBA
JIEKapCTBEHHBIX [IPENapaToB
JUISL BETEPUHAPHOTO
TIPUMCHEHUS);

CyOcTaHimn

AHnTHMUKpOOHOE NeiicTBHE

HaJIMYUe/0TCyTCTBHE



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.30.

1.31.

EBpasuiickoro
9KOHOMHYECKOTO CO03a
;Muxpoburosnoruueckue/6akrep
HOJIOTMYECKHE;TIPOYNE METOIbI
MHUKPOOHOTIOTHIECKUX
(6aKTEepHOIOTUIECKIX )
HCCIIeIOBaHUH (MCIIBITAaHHH )

O0®C.1.2.4.0002.18, m.3.5.
VHBIE YTBEP)KICHHBIC B
YCTaHOBJICHHOM IOpsKE
HOpPMATUBHbIC JOKYMEHTBI,
KOHKPETH3UPYIOIIUe
IpUMEHEHHEe MeToa
uccie0BaHus (UCIBITaHNUS),
U3MEPEHHUs, YCTaHABIUBAIOLIHE
TpeOoBaHMS K JTEKapPCTBEHHBIM
CpencTBaM,
3apEruCTPUPOBAHHBIM B
YCTaHOBJICHHOM NOPSIIKE U
BKJIFOYEHHBIM B
T'ocynapctBenHslii peectp
JICKAPCTBCHHBIX CPEACTB U
BKJIIOUEHHBIM B
T'ocynapcTBenHbIE peecTpbl
JICKApCTBEHHBIX CPEICTB IS
BETEPHHAPHOIO IIPUMCHEHHUS
rocyJapcTB - YWICHOB
EBpasuiickoro
SKOHOMHYECKOIO COH03a ;

(bapmaneBTHYCCKUE
(Cybcrannun);

IIpenapaTsl TekapcTBEHHbBIE U 21.20;21.10
Marepuarbl, IpUMEHsIEMbIC B
MEJMIMHCKUX [EJsX
(Hecrepunbasre
JIeKapCTBEHHBIE CPEACTBA IS
MEJULHCKOTO MPUMEHEHHS;
BcnomMorarenbHble BelecTsa
JUISL IPOM3BOACTBA
JIEKapCTBEHHBIX MIPENapaToB
JUISL MEAULIMHCKOTO
TIPUMCHEHUS);
(Hecrepunbasre
JIEKapCTBEHHBIE CPEACTBA JUIS
BETEPUHAPHOT0 IPUMEHEHHST;
BcnomorarensHble BelecTBa
JUISL IPOM3BOACTBA
JIEKapCTBEHHBIX MIPErapaToB
JULSL BETEPUHAPHOTO
TIPUMCHEHUS);

CyOcTaHnyu
(apmareBTHIECKUE
(Cy6craHmun);

AHTHMUKpOOHOE NeiicTBHE

HAJIN41e/0TCYTCTBUE



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.31.

1.32.

Muxkpoobuonorudeckue/6akrepu
OJIOTMUECKUE;METO
MeMOpaHHOH (HIbTpanuK

O0®C.1.2.4.0002.18, m.5.2. 1
HHBIE YTBEPKICHHBIC B
YCTaHOBJIEHHOM IIOpSIJIKE
HOPMAaTHUBHBIE JOKYMEHTHI,
KOHKPETH3UPYIOIINE
NpUMEHEHHEe MeTo1a
UCCIICIOBAHUS (MCIIBITAHUS),
HU3MEPEHUs, YCTaHABINUBAIOIIUE
TpeOoBaHMS K JTEKapPCTBEHHBIM
CpencTBaM,
3aperucTpUpOBAaHHEIM B
YCTaHOBJIEHHOM IIOpSIJIKE U
BKJIFOYEHHBIM B
['ocynapcTBeHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB U
BKJIIOUEHHBIM B
T'ocynmapcTBeHHBIE peecTpsl
JIEKapCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO IPUMEHEHUS
TOCY/IapCTB - WICHOB
Espasuiickoro
SKOHOMUYECKOT'O CO03a
;Muxpobuosoruueckue/6akrep
HOJIOTHYECKHE;METO
MeMOpaHHOH (QHUIBTpaliH

IIpemapaTsl 1ekapCTBEHHBIE U
MaTepHabl, IPIMEeHsIEMBIE B
MEIUIUHCKUX [EeJIsX
(HecrepunbHble
JICKapCTBEHHBIE CPEACTBA JUTS
MEIUILHCKOTO MPUMEHEHHS;
BcnomorarensHble BelecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX IIPETIapaToB
JUISL MEJTUIIHHCKOTO
TIPUMEHEHNS, B TOM YHCIIe
MOIOIIME U Ae3NHOUINPYIOIINE
CpeJCTBA, YIaKOBOYHbIC
MaTepHabl);

(HectepunbHbie
JIeKapCTBEHHBIE CPEACTBA IS
BETEPUHAPHOTO NTPUMEHEHUS;
BcnomorarensHble BemecTa
JUISL IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
UISL BETEPUHAPHOTO
IPUMEHECHHUS);

CyOcTanuu
(hapmarieBTHUECKHE
(Cy6cranuumn);

21.20;21.10

Oobmiee 9ucito a3poOHBIX
0akTepHii U IIIECHEBBIX TPHOOB
(cymmapHoO)

Oobmiee 9ucito a3pOOHBIX
MHUKPOOPTaHU3MOB

OOf1mee 4nCIIo IPONIKEBEIX U
IUICCHEBBIX IPUOOB

ot 1 1o 10 KOE Ha
C/IMHUITY YITaKOBKH

ot 1 mo 10~ (KOE/100 cm?)
ot 1 1o 10" (1)

HE
o0HapyxkeH0/00HapyKeHo/C
IJIOUTHON pOCT

or 1 no 10~ (KOE/T)

ot 1 no 10» (KOE/m)

HE
00Hapy)eHO/00HAPYKEHO/C
IUIOLIHOM pocT

ot 1 10 10° (KOE/r)

ot 1 o 10 (KOE/mi)



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
M MeToAbl MCcCneAoBaHUA xapakTtepuctuka (MokasaTensb)
(ucnbiTaHu) U NU3mepeHun
1.32.
1.33. 0dC.1.2.4.0002.18, .5.1. u [Ipenapatbl neKapcTBEHHBIE U 21.20;21.10 Oo11ee YUCIIo a3pOOHBIX

UHbIE YTBEPKICHHbIC B
YCTaHOBJICHHOM IOPSAKE
HOpPMAaTUBHBIE JOKYMEHTEI,
KOHKPETH3HPYIOIINE
TIPUMEHEHUE METO/Ia
HCCIIeIOBaHUS (UCTIBITAHHSA),
WU3MEPEHHUS, YCTaHABIHBAOIIHC
TpeOOBaHHMS K JICKAPCTBCHHBIM
CpelcTBaMm,
3aperuCTPUPOBAHHBIM B
YCTaHOBJIEHHOM IOPSIZIKE U
BKIIFOYEHHBIM B
T'ocynapcTBenHblii peectp
JIEKapCTBEHHBIX CPEJICTB U
BKJIFOUEHHBIM B
I'ocynapcTBeHHBIE peecTpbl
JIEKapCTBEHHBIX CPEICTB JIs
BETEPHHAPHOTO IPUMEHEHHUS
TOCyJapCTB - YICHOB
EBpasuiickoro
3KOHOMHYECKOI'O

coro3a; MukpoOuonornaeckue/o
AKTEPUOIOTUICCKUE;METOT
MPSIMOTO TIOCEBa

MaTepuaisl, IPUMEHIEMbIE B
MEINIUHCKHX LIENIAX
(HectepunbsHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUIUHCKOTO IPUMEHEHUS;
BcnomorarensHbIe BenecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
TUISE METUIIMHCKOTO
HPUMEHEHHs, B TOM YHCIIe
MOIOIIUE U ie3uHUIUpYyome
CpelICTBa, YIAKOBOYHbIE
MaTepHabl);

(Hecrepunbaere
JIEKapCTBEHHBIE CPEACTBA JUIS
BETEPUHAPHOTO0 IPUMEHEHHST;
BcnoMorarenbHble BelecTsa
JUISL IPOM3BOACTBA
JIEKapCTBEHHBIX MIPENapaToB
JULSL BETEPUHAPHOTO
TIPUMCHEHUS);

CyOcTaHnyu
(apmareBTHYECKUE
(Cy6cranmun);

0akTepuil U MJIECHEBBIX TPUOOB
(cymmapHoO)

Oo01iee 4nco adpoOHBIX
MHKPOOPTaHH3MOB

Oob1u1ee 4UCIIO APOAIKEBBIX U
IUIECHEBBIX TPUOOB

ot 1 no 10" KOE Ha
SIUHUILY YIAKOBKH

ot 1 go 10» (KOE/100 cm?)
ot 1 1o 10" (1)

HE
o0Hapy»eHOo/00HapyKeHO/C
TIJIOLIHON pOCT

ot 1 mo 10 (KOE/T)

or 1 mo 10" (KOE/mi)

He
o0OHapyxeHo/00HapyKeHO/C
TIJIOUIHON pOCT

or 1 mo 10" (KOE/T)

or 1 no 10» (KOE/m)



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
M MeToAbl MCcCneAoBaHUA xapakTtepuctuka (MokasaTensb)
(ucnbiTaHu) U NU3mepeHun
1.34. 09C.1.2.4.0002.18, m.6.1.1. u IIpenapatsl JiekapCcTBEHHBIE U 21.20;21.10 DHTepoOaKTepUH, yCTOWYNBBIC K | OOHAPYKEHO/HE

WHBIE YTBEPXKICHHEIC B
YCTaHOBJICHHOM IIOpSIJIKE
HOPMaTHUBHBIC ):lOKyMeHT])I,
KOHKPETH3UPYIOIINe
IPUMEHEHHE METOa
HCCIIeIOBaHUs (MCIIBITAHNUA ),
HM3MEPEHMSI, YCTaHABIUBAIOIINC
TpeOOoBaHMS K JTEKapPCTBEHHBIM
CpelcTBaM,
3aperucTpUpOBaHHEIM B
YCTaHOBJICHHOM IIOPSIIIKE U
BKJIIOUEHHBIM B
T'ocynapcTBenHbli peecTp
JIEKapCTBEHHBIX CPENICTB U
BKJIIOUEHHBIM B
T'ocymapcTBeHHBIE peecTphl
JIEKapCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO MPUMEHEHHS
TOCY/IapCTB - WICHOB
EBpasuiickoro
SKOHOMHUYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPHOIIOTHIECKHE;TPOINe
METOBI MUKPOOHOJIOTUIECKUX
(OaKTEepHOIOTUIECKIIX )
UCCIIeI0BaHNH (MCIIBITAaHHI)

MaTepHabl, IPAMEHsIEMBbIC B
MEULIHCKHUX LEISIX
(HectepuibHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEAULIUHCKOTO IPUMEHCHUS;
BcnoMmorarenbHbe BelecTBa
JULSL IPOM3BOACTBA
JIEKapCTBEHHBIX IIPETIapaToB
JUTSL METUIUHCKOTO
NpUMEHEHHsI, B TOM YHCIIe
MOIOIIHE U Ae3UHDULIUPYIOIINE
CpeICTBa, YIAaKOBOYHbIE
MaTepUaIbl);

(HectepunbpHbie
JIEKapCTBEHHBIE CPEACTBA IS
BETEPUHAPHOTO NIPUMEHEHUS,
BcnomorarensHble BenecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
I BETCPUHAPHOI'O
MPUMEHEHHS);

CyOcTannyn
(hapmarieBTHUECKIE
(Cybcrannun);

JKEITIH 00HapyKEHO



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.35.

O0®dC.1.2.4.0002.18, m1.6.1.2 n
WHBIE YTBEPXKICHHEIC B
YCTaHOBJICHHOM IIOpSIJIKE
HOPMaTHUBHBIC ):lOKyMeHT])I,
KOHKPETH3UPYIOIINe
IPUMEHEHHE METOa
HCCIIeIOBaHUs (MCIIBITAHNUA ),
HM3MEPEHMSI, YCTaHABIUBAIOIINC
TpeOOoBaHMS K JTEKapPCTBEHHBIM
CpelcTBaM,
3aperucTpUpOBaHHEIM B
YCTaHOBJICHHOM IIOPSIIIKE U
BKJIIOUEHHBIM B
T'ocynapcTBenHbli peecTp
JIEKapCTBEHHBIX CPENICTB U
BKJIIOUEHHBIM B
T'ocymapcTBeHHBIE peecTphl
JIEKapCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO MPUMEHEHHS
TOCY/IapCTB - WICHOB
EBpasuiickoro
SKOHOMHUYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPHOIIOTHIECKHE;TPOINe
METOBI MUKPOOHOJIOTUIECKUX
(OaKTEepHOIOTUIECKIIX )
UCCIIeI0BaHNH (MCIIBITAaHHI)

IIpemapaTsl 1ekapCTBEHHBIE U
MaTepHabl, IPAMEHsIEMBbIC B
MEULIHCKHUX LEISIX
(HectepuibHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEAULIUHCKOTO IPUMEHCHUS;
BcnoMmorarenbHbe BelecTBa
JULSL IPOM3BOACTBA
JIEKapCTBEHHBIX IIPETIapaToB
JUTSL METUIUHCKOTO
NpUMEHEHHsI, B TOM YHCIIe
MOIOIIHE U Ae3UHDULIUPYIOIINE
CpeICTBa, YIAaKOBOYHbIE
MaTepUaIbl);

(HectepunbpHbie
JIEKapCTBEHHBIE CPEACTBA IS
BETEPUHAPHOTO NIPUMEHEHUS,
BcnomorarensHble BenecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
I BETCPUHAPHOI'O
MPUMEHEHHS);

CyOcTannyn
(hapmarieBTHUECKIE
(Cybcrannun);

21.20;21.10

OHTepoOaKTepHH, yCTOHINBEIE K
JKETTIN

ot <10*
(x1./T)
ot <10' 70 >103% (km./mi )

o >103



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UccrefoBaHUi xapaktepucTuka (MokasaTtenb)
(ucnbiTaHu) U NU3mepeHun
1.36. OdC.1.2.4.0002.18, 1.6.2.1. u | IIpenapatTsl 1eKapCTBEHHbIEC U 21.20;21.10 Escherichia coli oOHapyXeHO/He
WHBIE YTBEPXKICHHEIC B MaTepHabl, IPAMEHsIEMBbIC B OOHapyKEeHO

YCTaHOBJICHHOM IIOpSIJIKE
HOPMaTHUBHBIC ):lOKyMeHT])I,
KOHKPETH3UPYIOIINe
IPUMEHEHHE METOa
HCCIIeIOBaHUs (MCIIBITAHNUA ),
HM3MEPEHMSI, YCTaHABIUBAIOIINC
TpeOOoBaHMS K JTEKapPCTBEHHBIM
CpelcTBaM,
3aperucTpUpOBaHHEIM B
YCTaHOBJICHHOM IIOPSIIIKE U
BKJIIOUEHHBIM B
T'ocynapcTBenHbli peecTp
JIEKapCTBEHHBIX CPENICTB U
BKJIIOUEHHBIM B
T'ocymapcTBeHHBIE peecTphl
JIEKapCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO MPUMEHEHHS
TOCY/IapCTB - WICHOB
EBpasuiickoro
SKOHOMHUYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPHOIIOTHIECKHE;TPOINe
METOBI MUKPOOHOJIOTUIECKUX
(OaKTEepHOIOTUIECKIIX )
UCCIIeI0BaHNH (MCIIBITAaHHI)

MEULIHCKHUX LEISIX
(HectepuibHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUILIHCKOTO MPUMEHEHHS;
BcnomorarensHble BemecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX IIPETIapaToB
JUTSL METUIUHCKOTO
NpUMEHEHHsI, B TOM YHCIIe
MOIOIIHE U Ae3UHDULIUPYIOIINE
CpeAcCTBa);

(HectepunbHbie
JIEKapCTBEHHBIE CPEACTBA IS
BETEPUHAPHOTO IPUMEHEHUS,
BcnomorarensHble BemecTsa
JUTS IPOU3BOJICTBA
JIEKapCTBEHHBIX MPETapaToB
JUISL BETEPUHAPHOTO
MIPUMEHEHUS);

CyOcTanyu
(hapmarieBTHUECKIE
(CyGcranuun);



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.37.

0®dC.1.2.4.0002.18, 1.6.2.2. u
WHBIE YTBEPXKICHHEIC B
YCTaHOBJICHHOM IIOpSIJIKE
HOPMaTHUBHBIC ):lOKyMeHT])I,
KOHKPETH3UPYIOIINe
IPUMEHEHHE METOa
HCCIIeIOBaHUs (MCIIBITAHNUA ),
HM3MEPEHMSI, YCTaHABIUBAIOIINC
TpeOOoBaHMS K JTEKapPCTBEHHBIM
CpelcTBaM,
3aperucTpUpOBaHHEIM B
YCTaHOBJICHHOM IIOPSIIIKE U
BKJIIOUEHHBIM B
T'ocynapcTBenHbli peecTp
JIEKapCTBEHHBIX CPENICTB U
BKJIIOUEHHBIM B
T'ocymapcTBeHHBIE peecTphl
JIEKapCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO MPUMEHEHHS
TOCY/IapCTB - WICHOB
EBpasuiickoro
SKOHOMHUYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPHOIIOTHIECKHE;TPOINe
METOBI MUKPOOHOJIOTUIECKUX
(OaKTEepHOIOTUIECKIIX )
UCCIIeI0BaHNH (MCIIBITAaHHI)

IIpemapaTsl 1ekapCTBEHHBIE U
MaTepHabl, IPAMEHsIEMBbIC B
MEULIHCKHUX LEISIX
(HectepuibHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEAULIUHCKOTO IPUMEHCHUS;
BcnoMmorarenbHbe BelecTBa
JULSL IPOM3BOACTBA
JIEKapCTBEHHBIX IIPETIapaToB
JUTSL METUIUHCKOTO
NpUMEHEHHsI, B TOM YHCIIe
MOIOIIHE U Ae3UHDULIUPYIOIINE
CpeICTBa, YIAaKOBOYHbIE
MaTepUaIbl);

(HectepunbpHbie
JIEKapCTBEHHBIE CPEACTBA IS
BETEPUHAPHOTO NIPUMEHEHUS,
BcnomorarensHble BenecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
I BETCPUHAPHOI'O
MPUMEHEHHS);

CyOcTannyn
(hapmarieBTHUECKIE
(Cybcrannun);

21.20;21.10

Escherichia coli

or <10' mo >10° (KOE/r)
or <10' no >10° (KOE/mx)



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
M MeToAbl UCCIIe[0BaHMM xapakTepucTtuka (Mokasarens)
(ucnbiTaHu) U NU3mepeHun
1.38. 09C.1.2.4.0002.18, 1.6.3. u IIpenapatsl JiekapCcTBEHHBIE U 21.20;21.10 Bakrepuu pona Salmonella oOHapyXeHO/HE
WHBIC YTBEP)K/ICHHEIC B MaTepHabl, IPUMECHSIEMEIC B 00HapyKEHO

YCTaHOBJICHHOM IIOpSIJIKE
HOPMaTHUBHBIC ):lOKyMeHT])I,
KOHKPETH3UPYIOIINe
IPUMEHEHHE METOa
HCCIIeIOBaHUs (MCIIBITAHNUA ),
HM3MEPEHMSI, YCTaHABIUBAIOIINC
TpeOOoBaHMS K JTEKapPCTBEHHBIM
CpelcTBaM,
3aperucTpUpOBaHHEIM B
YCTaHOBJICHHOM IIOPSIIIKE U
BKJIIOUEHHBIM B
T'ocynapcTBenHbli peecTp
JIEKapCTBEHHBIX CPENICTB U
BKJIIOUEHHBIM B
T'ocymapcTBeHHBIE peecTphl
JIEKapCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO MPUMEHEHHS
TOCY/IapCTB - WICHOB
EBpasuiickoro
SKOHOMHUYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPHOIIOTHIECKHE;TPOINe
METOBI MUKPOOHOJIOTUIECKUX
(OaKTEepHOIOTUIECKIIX )
UCCIIeI0BaHNH (MCIIBITAaHHI)

MEULIHCKHUX LEISIX
(HectepuibHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUILIHCKOTO MPUMEHEHHS;
BcnomorarensHble BemecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX IIPETIapaToB
JUTSL METUIUHCKOTO
NpUMEHEHHsI, B TOM YHCIIe
MOIOIIHE U Ae3UHDULIUPYIOIINE
CpeAcCTBa);

(HectepunbHbie
JIEKapCTBEHHBIE CPEACTBA IS
BETEPUHAPHOTO IPUMEHEHUS,
BcnomorarensHble BemecTsa
JUTS IPOU3BOJICTBA
JIEKapCTBEHHBIX MPETapaToB
JUISL BETEPUHAPHOTO
MIPUMEHEHUS);

CyOcTanyu
(hapmarieBTHUECKIE
(CyGcranuun);



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UCCTIeA0BaHM xapakTepucTtuka (Mokasartens)
(ucnbiTaHu) U NU3mepeHun
1.39. O0dC.1.2.4.0002.18, 1.6.4. u IIpenapaTsl nekapcTBEHHBIE U 21.20;21.10 Pseudomonas aeruginosa oOHapyXeHO/He
UHBIC YTBEPXK/ICHHBIC B MaTepUabl, IpUMEHsIEMbIC B OOHapyKEeHO

YCTaHOBJICHHOM IIOpSIJIKE
HOPMaTHUBHBIC ):lOKyMeHT])I,
KOHKPETH3UPYIOIINe
IPUMEHEHHE METOa
HCCIIeIOBaHUs (MCIIBITAHNUA ),
HM3MEPEHMSI, YCTaHABIUBAIOIINC
TpeOOoBaHMS K JTEKapPCTBEHHBIM
CpelcTBaM,
3aperucTpUpOBaHHEIM B
YCTaHOBJICHHOM IIOPSIIIKE U
BKJIIOUEHHBIM B
T'ocynapcTBenHbli peecTp
JIEKapCTBEHHBIX CPENICTB U
BKJIIOUEHHBIM B
T'ocymapcTBeHHBIE peecTphl
JIEKapCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO MPUMEHEHHS
TOCY/IapCTB - WICHOB
EBpasuiickoro
SKOHOMHUYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPHOIIOTHIECKHE;TPOINe
METOBI MUKPOOHOJIOTUIECKUX
(OaKTEepHOIOTUIECKIIX )
UCCIIeI0BaHNH (MCIIBITAaHHI)

MEULIHCKHUX LEISIX
(HectepuibHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEAULIUHCKOTO IPUMEHCHUS;
BcnoMmorarenbHbe BelecTBa
JULSL IPOM3BOACTBA
JIEKapCTBEHHBIX IIPETIapaToB
JUTSL METUIUHCKOTO
NpUMEHEHHsI, B TOM YHCIIe
MOIOIIHE U Ae3UHDULIUPYIOIINE
CpeICTBa, YIAaKOBOYHbIE
MaTepUaIbl);

(HectepunbpHbie
JIEKapCTBEHHBIE CPEACTBA IS
BETEPUHAPHOTO NIPUMEHEHUS,
BcnomorarensHble BenecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
I BETCPUHAPHOI'O
MPUMEHEHHS);

CyOcTannyn
(hapmarieBTHUECKIE
(Cybcrannun);



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
M MeToAbl UccriefoBaHnmN xapaktepucTuka (Mokasatenb)
(ucnbiTaHu) U NU3mepeHun
1.40. OdC.1.2.4.0002.18, m.6.5. 1 IIpenapaTh! TeKapCcTBEHHEBIC U 21.20;21.10 Staphylococcus aureus oOHapyXeHO/HE
UHBIE YTBEPXKICHHbBIE B MaTepuabl, IPUMEHsIEMbIE B 00HapyKEHO

YCTaHOBJICHHOM IIOpSIJIKE
HOPMaTHUBHBIC ):lOKyMeHT])I,
KOHKPETH3UPYIOIINe
IPUMEHEHHE METOa
HCCIIeIOBaHUs (MCIIBITAHNUA ),
HM3MEPEHMSI, YCTaHABIUBAIOIINC
TpeOOoBaHMS K JTEKapPCTBEHHBIM
CpelcTBaM,
3aperucTpUpOBaHHEIM B
YCTaHOBJICHHOM IIOPSIIIKE U
BKJIIOUEHHBIM B
T'ocynapcTBenHbli peecTp
JIEKapCTBEHHBIX CPENICTB U
BKJIIOUEHHBIM B
T'ocymapcTBeHHBIE peecTphl
JIEKapCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO MPUMEHEHHS
TOCY/IapCTB - WICHOB
EBpasuiickoro
SKOHOMHUYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPHOIIOTHIECKHE;TPOINe
METOBI MUKPOOHOJIOTUIECKUX
(OaKTEepHOIOTUIECKIIX )
UCCIIeI0BaHNH (MCIIBITAaHHI)

MEULIHCKHUX LEISIX
(HectepuibHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEAULIUHCKOTO IPUMEHCHUS;
BcnoMmorarenbHbe BelecTBa
JULSL IPOM3BOACTBA
JIEKapCTBEHHBIX IIPETIapaToB
JUTSL METUIUHCKOTO
NpUMEHEHHsI, B TOM YHCIIe
MOIOIIHE U Ae3UHDULIUPYIOIINE
CpeICTBa, YIAaKOBOYHbIE
MaTepUaIbl);

(HectepunbpHbie
JIEKapCTBEHHBIE CPEACTBA IS
BETEPUHAPHOTO NIPUMEHEHUS,
BcnomorarensHble BenecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
I BETCPUHAPHOI'O
MPUMEHEHHS);

CyOcTannyn
(hapmarieBTHUECKIE
(Cybcrannun);



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UccrefoBaHUi xapaktepucTuka (MokasaTtenb)
(ucnbiTaHu) U NU3mepeHun
1.41. OdC.1.2.4.0002.18, 1.6.6. 1 IIpenapaTsl nekapcTBEHHBIE U 21.20;21.10 Candida albicans oOHapyXeHO/He
WHBIE YTBEPXKICHHEIC B MaTepHabl, IPAMEHsIEMBbIC B OOHapyKEeHO

YCTaHOBJICHHOM IIOpSIJIKE
HOPMaTHUBHBIC ):lOKyMeHT])I,
KOHKPETH3UPYIOIINe
IPUMEHEHHE METOa
HCCIIeIOBaHUs (MCIIBITAHNUA ),
HM3MEPEHMSI, YCTaHABIUBAIOIINC
TpeOOoBaHMS K JTEKapPCTBEHHBIM
CpelcTBaM,
3aperucTpUpOBaHHEIM B
YCTaHOBJICHHOM IIOPSIIIKE U
BKJIIOUEHHBIM B
T'ocynapcTBenHbli peecTp
JIEKapCTBEHHBIX CPENICTB U
BKJIIOUEHHBIM B
T'ocymapcTBeHHBIE peecTphl
JIEKapCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO MPUMEHEHHS
TOCY/IapCTB - WICHOB
EBpasuiickoro
SKOHOMHUYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPHOIIOTHIECKHE;TPOINe
METOBI MUKPOOHOJIOTUIECKUX
(OaKTEepHOIOTUIECKIIX )
UCCIIeI0BaHNH (MCIIBITAaHHI)

MEULIHCKHUX LEISIX
(HectepuibHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUILIHCKOTO MPUMEHEHHS;
BcnomorarensHble BemecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX IIPETIapaToB
JUTSL METUIUHCKOTO
NpUMEHEHHsI, B TOM YHCIIe
YIIaKOBOYHBIE MaTEpUaIbI);
(HectepunbHbie
JIeKapCTBEHHBIE CPEACTBA IS
BETEPUHAPHOTO IPUMEHEHUS;
BcnomorarensHble BemecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX IPETapaToB
JUISL BETEPUHAPHOTO
MIPUMEHEHUS);

CyGcraniun
(apmareBTHYECKUE
(Cy6cranuun);



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.42.

1.43.

0®dC.1.2.4.0002.18, 1.10.1
WHBIE YTBEPXKICHHEIC B
YCTaHOBJICHHOM IIOpSIJIKE
HOPMaTHUBHBIC ):lOKyMeHT])I,
KOHKPETH3UPYIOIINe
IPUMEHEHHE METOa
HCCIIeIOBaHUs (MCIIBITAHNUA ),
HM3MEPEHMSI, YCTaHABIUBAIOIINC
TpeOOoBaHMS K JTEKapPCTBEHHBIM
CpelcTBaM,
3aperucTpUpOBaHHEIM B
YCTaHOBJICHHOM IIOPSIIIKE U
BKJIIOUEHHBIM B
T'ocynapcTBenHbli peecTp
JIEKapCTBEHHBIX CPENICTB U
BKJIIOUEHHBIM B
T'ocymapcTBeHHBIE peecTphl
JIEKapCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO MPUMEHEHHS
TOCY/IapCTB - WICHOB
EBpasuiickoro
SKOHOMHUYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPHOIOTUIECKUE;METO
TIPSIMOTO TIOCEBA

0®C.1.2.4.0002.18, m.10.1.
VHBIC YTBEPKICHHBIC B
YCTaHOBJICHHOM IOpsJIKE

Cpem,l TOTOBBIC ITUTATCIIBHBIC

JUISL BEIPAIIMBaHUS
MHUKpPOOPraHU3MOB
(nuTaTenbHbIE Cpebl
(arapu3oBaHHbIE));

Cpem,l TOTOBBIC ITUTATCIIBHBIC

JUTA BBIpalllUBaHU ST
MHKPOOPTaHNU3MOB

20.59.52.140

20.59.52.140

Pocrossle cBolicTBa
(ko puumenT npopacraHus)

PocToBrie cBOMCTBa
MUTATEIbHBIX CPe.

ot 0,1 10 2,0 (yci. ex; y.e.)

MTOITBEPIKICHO/HE
TIOATBEPKICHO



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.43.

1.44.

HOPMATUBHbIC JOKYMEHTBI,
KOHKPETH3UPYIOILUE
[IPUMEHEHHE MeToa
HCCIIEeZIOBaHUS (UCTIBITAHUS),
U3MEpEHHs], yCTaHABIHBAIOIIHE
TpeOoBaHMS K JTEKapPCTBEHHBIM
CpencTBaM,
3aperucTpUpOBaHHEIM B
YCTaHOBJICHHOM NOPSIIKE U
BKJIIOUYEHHBIM B
T'ocynapctBenHslii peectp
JIEKapCTBEHHBIX CPEJCTB U
BKJIIOUEHHBIM B
T'ocynapcTBeHHbIE peecTpbl
JIEKapCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO IPUMEHEHUS
rocyJapcTB - YWICHOB
EBpasuiickoro
SKOHOMUYECKOTI'0 CO03a
;Muxpoburosnoruueckue/6akrep
HOJIOTUYECKUE;METO ] IPSIMOTO
rocea

0®dC.1.2.4.0002.18, 1.10.2.
WHBIE YTBEPKICHHBIC B
YCTaHOBJIEHHOM TIOPSIIKE
HOPMaTHBHEIE IOKyMEHTHI,
KOHKPETH3UPYIOILUe
IpUMEHEHHEe MeToa

(muTatenbHbIC CPEb
(xuaxue));

Cpenpl rOTOBBIE IUTATENIBHBIE
JUISL BBIpAIIIUBAHUS
MHKPOOPTaHH3MOB
(mTaTenbHBIE Cpelbl);

20.59.52.140

CelleKTUBHBIE CBOWMCTBA
MUTATENBHBIX CPe]l

MIOTBEPKICHO/HE
MIO/ATBEPIKACHO



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.44.

1.45.

HCCIE0BaHMS (UCTIBITAHNSA),
M3MEpEeHHs], yCTaHaBIMBAIOIIHE
TpeOOoBaHMs K JIEKaPCTBEHHBIM
CpeacTBaM,
3aperuCTPUPOBAHHBIM B
YCTaHOBJIEHHOM TIOPSIZIKE U
BKJIFOUEHHBIM B
T'ocynapcTBennslii peectp
JIEKapCTBEHHBIX CPEJICTB U
BKJIFOYEHHBIM B
T'ocynapcrBenHsle peecTpbl
JIEKapCTBEHHBIX CPENCTB IS
BETEPUHAPHOT0 MPUMEHEHHS
TOCY/IapCTB - YUIECHOB
EBpasuiickoro
SKOHOMHYECKOTO CO03a
;Muxpobnonoruueckue/6akrep
HOJIOTHYECKUE;METO]] IIPSIMOTO
nocena

0®C.1.2.4.0002.18, 1.10.3. u
UHbIE YTBEPXKJCHHbIC B
YCTaHOBJIEHHOM TIOpSIJIKE
HOPMaTUBHBIE JOKYMEHTHI,
KOHKPETH3HUPYIOIINe
TIpUMEHEHUe MeTo/Ia
HCCIeI0BaHMS (UCTIBITAHNSA),
U3MEpEeHHUs, yCTaHABINBAOLINE
TpeOOoBaHMs K JEKapCTBEHHBIM
CpeJCTBaM,

Cpepl TOTOBBIC TUTATEIIBHBIC
JUTSL BEIPAIIMBAHUS
MHKPOOPTaHH3MOB
(nHTaTenbHBIE CPebl);

20.59.52.140

Jlnarnoctuyeckue cBoicTBa
MUTaTEeIbHBIX Cpell

HO/ATBEPIKICHO/HE
HOJTBEP)KACHO



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.45.

1.46.

3aperucTpUpOBAaHHEIM B
YCTaHOBJIEHHOM IIOpSIJIKE U
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIH peectp
JIEKapCTBEHHBIX CPEJICTB U
BKJIIOUEHHBIM B
T'ocynapctBenHbIe peecTpbl
JIEKapCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOTO MPUMEHEHHS
rocyJapcTB - YWICHOB
EBpasuiickoro
SKOHOMUYECKOT'O CO03a
;Muxpobuosnoruueckue/6akrep
HOJIOTHYECKHE;METO IPSIMOTO
mocesa

0®C.1.2.4.0002.18, 1.10.4. u
UHbIE YTBEPXKCHHBIC B
YCTaHOBJIEHHOM IIOPSIIKE
HOPMaTHBHEIE IOKyMEHTHI,
KOHKpPETH3HUPYIOIIUE
IpPUMEHEHHE METoa
uccie0BaHus (MCIBITaHUS),
U3MEPEHUs, yCTaHABIMBAIOIINE
TpeOoBaHMS K JTEKapPCTBEHHBIM
CpelCcTBaM,
3aperucTpUpOBAHHBIM B
YCTaHOBJIEHHOM TIOpSIIKE U
BKJIIOYEHHBIM B
T'ocynapctBenHslii peectp

Cpenbl rOTOBBIE IUTATENIbHBIE
JUISL BBIPAILMBAHUS
MHKPOOPTaHH3MOB
(nHTaTeNbHBIE CPEBI);

20.59.52.140

CTepUIbHOCTb TUTATENBHBIX
cpen

CTEPUIILHO/HE CTEPUIBHO



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.46.

1.47.

JIEKapCTBEHHBIX CPEJICTB U
BKJIFOYEHHBIM B
T'ocynapcrBeHHBIE peecTphl
JIEKapCTBEHHBIX CPELCTB IS
BETEPHUHAPHOTO IPUMEHECHHUS
TOCYJapCTB - YWICHOB
EBpasuiickoro
9KOHOMHYECKOTO CO03a
;Muxpobnonoruueckue/6akrep
HOJIOTHYECKHUE;TPOYHE METO B
MHKPOOHOIOTHYECKUX
(6aKTepHOTIOTHYCCKHX )
UCCIICIOBAHUH (MCIIBITAHUI)

O®C.1.2.4.0010.18, 1 uabIc
YTBEPKICHHBIC B
YCTaHOBJICHHOM IIOPsIJIKE
HOPMaTHUBHBIC ):lOKyMeHT];I,
KOHKPETH3UPYIOIIHe
IPUMEHEHHE METOa
HCCIIeIOBaHUs (MCIIBITAHuU ),
HM3MEPEHMSI, YCTaHABIUBAIOIINC
TpeOOBaHHS K JICKAPCTBCHHBIM
CpelCcTBaMm,
3apEerUCTPUPOBAHHBIM B
YCTaHOBJICHHOM IOPSIIKE U
BKJIFOYEHHBIM B
T'ocynapcTBeHHbli peecTp
JIEKapCTBEHHBIX CPENICTB U
BKJITIOUYEHHBIM B

IIpenapaTsl 1ekapCTBEHHBIE U
MaTepHabl, IPAMEHsIEMBbIC B
MEJULIMHCKHUX LEISIX
(HecrepuibHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEAULIUHCKOTO IPUMEHCHUS;
HecTepuibHbIe JIEKapCTBEHHbIC
CpelcTBa ISl BETEPUHAPHOTO
NIPUMEHEHS);

21.20

KonndectBeHHOE OnpeeeHue
(aHTUMHKPOOHAsI aKTUBHOCTh
AHTUOMOTHKOB)

ot 0 o 10» (Mkr/mr)
ot 0 1o 10 (1)
ot 0 mo 10" EJI/mr



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.47.

1.48.

T'ocynapcrBeHHbIE peecTpsl
JIEKapCTBEHHBIX CPEJICTB JUIS
BETEPUHAPHOT0 NPUMEHEHHS
roCyapCTB - YWICHOB
EBpasuiickoro
SKOHOMHYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPUOIOTHYECKUE;METO]
muddy3un B arap

Esponetickas hapmakores,
2.6.12, n.5-2-1 u uHbIC
YTBEpK/CHHbIC B
YCTaHOBJIEHHOM TOPSAKE
HOPMAaTHBHBIE JOKYMEHTEL,
KOHKPETH3HPYIOIINE
TpUMEHEHUE METOIa
HCCIE0BAaHMS (UCTIBITAHNSA),
W3MEepEeHHs], yCTaHaBIMBAIOIIHE
TpeOOoBaHMs K JIEKAPCTBEHHBIM
CpelcTBaM,
3aperuCcTPUPOBAHHEIM B
YCTaHOBJICHHOM IOPSAKE B
HMHOCTPAHHBIX TOCYJapCTBaX U
BKJIIOUEHHBIM B
T'ocynapcrBensslif peectp
JIEKapCTBEHHBIX
cpeacTB;MUKpPOOHOIOTHYECKIE
/6aKTEePHOIIOTHYECKHIE;METOT
MeMOpaHHOH puiIbTpanuu

IIpenapaTel TekapCTBEHHBIE U
MaTepHabl, IPUMEHSIEMBbIE B
MEIULMHCKUX HEISIX
(HectepunbHbie
JIeKapCTBEHHBIE CPEACTBA IS
MEIUIUHCKOTO IPUMEHEHUS;
BcnomorarensHble BemecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX NPENapaToB
JUISL METULIUHCKOTO
IPUMEHECHHUS);

CyOcTannuu
(apmaneBTiueckue (Bemectsa
IUTs (papMaLeBTHYECKOTO
TIPUMCHEHUS);

21.20;21.10

OOmee 4ncio adpoOHBIX
MHKPOOPTaHH3MOB

Oobuiee 9UCIIO APOKIKEBBIX U
TUIECHEBBIX TPUOOB

or 1 o 10~  (KOE/Tr)
or 1 g0 100  (KOE/mn)
or 1 mo 100  (KOE/T)
or 1 g0 100  (KOE/mm)



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.48.

1.49.

1.50.

EBporeiickas dapmakones,
2.6.12, 1.5-2-2 u uHbBIE
YTBEP)KACHHBIC B
YCTaHOBJICHHOM IIOPSAKE
HOpPMAaTUBHBIE JOKYMEHTEI,
KOHKPETH3HPYIOIINe
TIpUMEHEHUEe MeTo/a
uccie0BaHus (MCIBITaHUS),
U3MEpEeHHs], yCTaHaBIHBAIOIHE
TpeOoBaHMs K JIEKapCTBEHHBIM
CpeacTBaM,
3apEeTUCTPUPOBAHHBIM B
YCTaHOBJICHHOM TIOPS/IKE B
HMHOCTPAHHBIX TOCYJapCTBaX U
BKJIIOUYEHHBIM B
T'ocynapcTBeHHBII peectp
JIEKapCTBEHHBIX

cpencTB; MUKpOOHOJIOTHYECKHE
/6aKTepHOIOTHIECKHIE;METO T
MPSIMOTO TIOCEBA

EBpomeiickas dpapmaxones,
2.6.13. m.4-1 u uHBIC
YTBEPIKICHHBIC B
YCTaHOBJICHHOM HOPSIIIKE

[penapatsl JieKapcTBEHHBIE U
MaTepuaisl, IPUMEHIEMbIE B
MEINIUHCKHX LIENIAX
(HectepunbsHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUIUHCKOTO IPUMEHEHUS;
BcnomorarensHbIe BenecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
1 MEAULIUHCKOTO
MPUMEHEHHS);

Cy0cTaniyn
(apmaneBTiueckue (Bemecta
ULt hapMarieBTHIECKOro
TIPUMEHEHNS);

[Ipenapatsl 1ekapcTBEHHBIE U
MaTepHabl, IPUMEHIEMBIE B
MEIUIUHCKUX HEeNsX
(HectepunbHbie

21.20;21.10

21.20;21.10

OO0riee 4ncio adpoOHBIX
MHKPOOPTaHH3MOB

Oobmiee 9UCIIO APOKIKEBBIX U
TUIECHEBBIX TPUOOB

I'pamoTpHLaTeNbHbIE OAKTEPUH,
YCTOHYMBBIE K JKEITUU
(3HTEpOOaKTEpHN)

ot <10' mo 10" (KOE/T)
ot <10' mo 10" (KOE/mi)

or <10' o 10" (KOE/T)
ot <10' mo 10" (KOE/mi)

o0Hapy»KeHO/He
00HapyXeHO

ot <10' mo >103 (ky./T)
ot <10' mo >103 (ky./mi1 )



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UCCTIeA0BaHM xapakTepucTtuka (Mokasartens)
(ucnbiTaHu) U NU3mepeHun

1.50. HOPMaTUBHEIE IOKyMEHTHI, JIeKapCTBEHHBIE CPEACTBA JUIS
KOHKPETH3UPYIOIINe MEUILHCKOTO IPUMEHEHHS;
NpUMEHEHHEe MeTo1a BcnomorarensHble BenecTsa
HCCIIEeZIOBaHUS (UCTIBITAHUS), JUIsl IPOU3BOACTBA
U3MEpEeHHUs], yCTAHABIHMBAIOINE | JIEKAPCTBEHHBIX MIPEMapaToB
TpeOoBaHMS K JTEKapPCTBEHHBIM | AT MEAMIIMHCKOTO
CpeacTBaM, TIPUMCHEHUS);
3aperucTpUpOBaHHEIM B CyOcrannyn
YCTaHOBJIEHHOM IIOPSIIKE B (apmarneBriyeckue (Bemecrsa
HMHOCTPaHHBIX TOCYJapcTBax U | A1 (papMaleBTHIECKOTO
BKJIIOYEHHEIM B HNpUMEHEHH);
T'ocynapcTBeHHBIH peecTp
JIEKapCTBEHHBIX
cpencTB;MuKpoOHOIOrHYecKre
/GaKTEPHOIOTHUCCKHE;TPOUNE
METOJIbI MUKPOOHOIOTHIECKHX
(6aKTepHOIOTHIECKHX)
HCCIEI0BaHUH (MCIIBITAHIHN)

1.51. Espomneiickas dpapmakones, IIpemapaTsl 1ekapCTBEHHBIE U 21.20;21.10 Escherichia coli oOHapyXeHO/He
2.6.13, m.4-2 u uHBIE MaTepHaJbl, IPUMEHSIEMBIC B 00HapyXeHO

YTBEPK/ICHHbIE B
YCTaHOBJICHHOM IOPSI/IKE
HOPMATHBHBIC JOKYMEHTEI,
KOHKPETH3HUPYIOIINE
MPUMCHEHHE METOIa
WCCIICIOBAHUS (MCIIBITAHUS),
W3MEpEeHHs], yCTaHABIMBAIOIIHE
TpeOOBaHMs K JIEKAPCTBEHHBIM
CpencTBam,

MEJMIMHCKUX [EJsX
(Hecrepunbasre
JIeKapCTBEHHBIE CPEACTBA IS
MEULIMHCKOTO MPUMEHEHHS;
BcnoMorarenbHble BelecTsa
JUISL IPOM3BOACTBA
JIEKapCTBEHHBIX MPENapaToB
JUISL MEAULIMHCKOTO
TIPUMCHEHUS);



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.51.

1.52.

3apEruCTPUPOBAHHBIM B
YCTaHOBJIEHHOM IOPSIIKE U
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIH peectp
JIEKApCTBEHHBIX CPEJICTB U
BKJIIOUEHHBIM B
T'ocynapctBenHbIe peecTpbl
JICKapCTBEHHBIX CPEICTB IS
BETEPHHAPHOI0 IIPUMEHEHHUS
rocyJapcTB - YWICHOB
EBpasuiickoro
SKOHOMUYECKOTO

coro3a;Mukpobuoorinyeckue/o

aKTePHOJIOTMYECKUE;IPOYUHe
METO/IbI MUKPOOHOIOTHYECKHX
(OaKTEepHOIOTHIECKIIX )
HCCIEI0BaHUI (MCIIBITAHIHN)

EBpomneiickas dpapmakones,
2.6.13, 4-3 v unbIC
YTBEp)KICHHbIE B
YCTaHOBJICHHOM TIOPSIJIKE
HOPMAaTHBHbIE JOKYMEHTEI,
KOHKPETH3HUPYIOIINE
MIPUMEHEHUE METOIa
HCCIeI0BaHus (MCIIBITAHuU ),
HU3MEpEHs, yCTaHABIUBAIOIINE
TpeOOBaHMS K JTEKapCTBEHHBIM
CpelcTBaM,

CyOcTaHnyu
¢apmarneBriyeckue (Bemecrsa
VIS (hapManeBTHYCCKOTO
IPUMEHECHHUS);

IIpenapaTsl TekapCTBEHHBIE U
MaTepHabl, IPAMEHsIEMBbIC B
MEJULIMHCKHUX LEISIX
(HecrepuibHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUILIHCKOTO MIPUMEHEHHS;
BcnomorarensHble BemecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX IIPETIapaToB
JUTSL METUIUHCKOTO
IPUMEHEHHUS);

21.20;21.10

Salmonella

oOHapyXeHO/HE
00HapyKEHO



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.52.

1.53.

3apEruCTPUPOBAHHBIM B
YCTaHOBJIEHHOM IOPSIIKE U
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIH peectp
JIEKApCTBEHHBIX CPEJICTB U
BKJIIOUEHHBIM B
T'ocynapctBenHbIe peecTpbl
JICKapCTBEHHBIX CPEICTB IS
BETEPHHAPHOI0 IIPUMEHEHHUS
rocyJapcTB - YWICHOB
EBpasuiickoro
SKOHOMUYECKOTO

coro3a;Mukpobuoorinyeckue/o

aKTePHOJIOTMYECKUE;IPOYUHe
METO/IbI MUKPOOHOIOTHYECKHX
(OaKTEepHOIOTHIECKIIX )
HCCIEI0BaHUI (MCIIBITAHIHN)

EBpomneiickas dpapmakones,
m.2.6.13, 4-4 v uHbBIC
YTBEp)KICHHbIE B
YCTaHOBJICHHOM TIOPSIJIKE
HOPMAaTHBHbIE JOKYMEHTEI,
KOHKPETH3HUPYIOIINE
MIPUMEHEHUE METOIa
HCCIeI0BaHus (MCIIBITAHuU ),
HU3MEpEHs, yCTaHABIUBAIOIINE
TpeOOBaHMS K JTEKapCTBEHHBIM
CpelcTBaM,

CyOcTaHnyu
¢apmarneBriyeckue (Bemecrsa
VIS (hapManeBTHYCCKOTO
IPUMEHECHHUS);

IIpenapaTsl TekapCTBEHHBIE U
MaTepHabl, IPAMEHsIEMBbIC B
MEJULIMHCKHUX LEISIX
(HecrepuibHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUILIHCKOTO MIPUMEHEHHS;
BcnomorarensHble BemecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX IIPETIapaToB
JUTSL METUIUHCKOTO
IPUMEHEHHUS);

21.20;21.10

Pseudomonas aeruginosa

oOHapyXeHO/HE
00HapyKEHO



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.53.

1.54.

3apEruCTPUPOBAHHBIM B
YCTaHOBJIEHHOM IOPSIIKE U
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIH peectp
JIEKApCTBEHHBIX CPEJICTB U
BKJIIOUEHHBIM B
T'ocynapctBenHbIe peecTpbl
JICKapCTBEHHBIX CPEICTB IS
BETEPHHAPHOI0 IIPUMEHEHHUS
rocyJapcTB - YWICHOB
EBpasuiickoro
SKOHOMUYECKOTO

coro3a;Mukpobuoorinyeckue/o

aKTePHOJIOTMYECKUE;IPOYUHe
METO/IbI MUKPOOHOIOTHYECKHX
(OaKTEepHOIOTHIECKIIX )
HCCIEI0BaHUI (MCIIBITAHIHN)

EBpomneiickas dpapmakones,
2.6.13, m.4-5 u uHbIC
YTBEp)KICHHbIE B
YCTaHOBJICHHOM TIOPSIJIKE
HOPMAaTHBHbIE JOKYMEHTEI,
KOHKPETH3HUPYIOIINE
MIPUMEHEHUE METOIa
HCCIeI0BaHus (MCIIBITAHuU ),
HU3MEpEHs, yCTaHABIUBAIOIINE
TpeOOBaHMS K JTEKapCTBEHHBIM
CpelcTBaM,

CyOcTaHnyu
¢apmarneBriyeckue (Bemecrsa
VIS (hapManeBTHYCCKOTO
IPUMEHECHHUS);

IIpenapaTsl TekapCTBEHHBIE U
MaTepHabl, IPAMEHsIEMBbIC B
MEJULIMHCKHUX LEISIX
(HecrepuibHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUILIHCKOTO MIPUMEHEHHS;
BcnomorarensHble BemecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX IIPETIapaToB
JUTSL METUIUHCKOTO
IPUMEHEHHUS);

21.20;21.10

Staphylococcus aureus

oOHapyXeHO/HE
00HapyKEHO



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.54.

1.55.

3apEruCTPUPOBAHHBIM B
YCTaHOBJIEHHOM IOPSIIKE U
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIH peectp
JIEKApCTBEHHBIX CPEJICTB U
BKJIIOUEHHBIM B
T'ocynapctBenHbIe peecTpbl
JICKapCTBEHHBIX CPEICTB IS
BETEPHHAPHOI0 IIPUMEHEHHUS
rocyJapcTB - YWICHOB
EBpasuiickoro
SKOHOMUYECKOTO

coro3a;Mukpobuoorinyeckue/o

aKTePHOJIOTMYECKUE;IPOYUHe
METO/IbI MUKPOOHOIOTHYECKHX
(OaKTEepHOIOTHIECKIIX )
HCCIEI0BaHUI (MCIIBITAHIHN)

EBpomneiickas dpapmakones,
2.6.13, m.4-7 v uHbIC
YTBEp)KICHHbIE B
YCTaHOBJICHHOM TIOPSIJIKE
HOPMAaTHBHbIE JOKYMEHTEI,
KOHKPETH3HUPYIOIINE
MIPUMEHEHUE METOIa
HCCIeI0BaHus (MCIIBITAHuU ),
HU3MEpEHs, yCTaHABIUBAIOIINE
TpeOOBaHMS K JTEKapCTBEHHBIM
CpelcTBaM,

CyOcTaHnyu
¢apmarneBriyeckue (Bemecrsa
VIS (hapManeBTHYCCKOTO
IPUMEHECHHUS);

IIpenapaTsl TekapCTBEHHBIE U
MaTepHabl, IPAMEHsIEMBbIC B
MEJULIMHCKHUX LEISIX
(HecrepuibHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUILIHCKOTO MIPUMEHEHHS;
BcnomorarensHble BemecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX IIPETIapaToB
JUTSL METUIUHCKOTO
IPUMEHEHHUS);

21.20;21.10

Candida albicans

oOHapyXeHO/HE
00HapyKEHO



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.55.

1.56.

3apEruCTPUPOBAHHBIM B
YCTaHOBJIEHHOM IOPSIIKE U
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIH peectp
JIEKApCTBEHHBIX CPEJICTB U
BKJIIOUEHHBIM B
T'ocynapctBenHbIe peecTpbl
JICKapCTBEHHBIX CPEICTB IS
BETEPHHAPHOI0 IIPUMEHEHHUS
rocyJapcTB - YWICHOB
EBpasuiickoro
SKOHOMUYECKOTO

coro3a;Mukpobuoorinyeckue/o

aKTePHOJIOTMYECKUE;IPOYUHe
METO/IbI MUKPOOHOIOTHYECKHX
(OaKTEepHOIOTHIECKIIX )
HCCIEI0BaHUI (MCIIBITAHIHN)

I'® Pecniy6iuku benapycs,
ODC 2.6.12., n.5-2-1 u uHBIC
YTBEPKICHHbIC B
YCTaHOBJICHHOM TOPSIKE
HOPMAaTHBHbIE JOKYMEHTEI,
KOHKPETH3HUPYIOIINE
MIPUMEHEHUE METOIa
HCCIeI0BaHus (MCIIBITAHuU ),
HM3MEPEHUSI, YCTAHABINBAIOIIUC
TpeOOBaHHUS K JICKAPCTBCHHBIM
CpeCTBaM,

CyOcTaHnyu
¢apmarneBriyeckue (Bemecrsa
VIS (hapManeBTHYCCKOTO
IPUMEHECHHUS);

IIpenapaTsl TekapCTBEHHBIE U
MaTepHabl, IPAMEHsIEMBbIC B
MEJULIMHCKHUX LEISIX
(HecrepuibHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUILIHCKOTO MIPUMEHEHHS;
BcnomorarensHble BemecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX IIPETIapaToB
JUTSL METUIUHCKOTO
IPUMEHEHHUS);

21.20

O01mee KOJIMIECTBO a3poOOB

Obuiee KoIMyecTBO rpudOB

or 1 no 10~ (KOE/r)
ot 1 go 10~ (KOE/mi)

or 1 mo 10" (KOE/r)
ot 1 mo 10~ (KOE/mi)



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.56.

1.57.

3aperucTpUpOBAaHHEIM B
YCTaHOBJIEHHOM IIOPSIZIKE B
MHOCTpPaHHBIX TOCYAapCTBaxX U
BKJIFOUEHHBIM B
I'ocynapcTBeHHBIH peectp
JIEKapCTBEHHBIX CPEJICTB
;Mukpobuonormyeckne/6aKTep
HOJOTHYECKUE;METO]
MeMOpaHHO# (GHIBTpaIu

I'®d Pecniy6nuku benapycs,
ODC 2.6.12., 1.5-2-2 v uHBIE
YTBEpK/CHHbIC B
YCTaHOBJIEHHOM TIOPSIJIKE
HOPMAaTHBHBIE JOKYMEHTHI,
KOHKPETH3HPYIOIIHe
TIpUMEHEHNe MeTo/1a
HCCIE0BAaHMS (UCTIBITAHNSA),
W3MEepEeHHs], yCTaHaBIMBAIOIIHE
TpeOOoBaHMs K JIEKAPCTBEHHBIM
CpelcTBaM,
3aperuCTPUPOBAHHBIM B
YCTaHOBJIEHHOM TIOPSIIKE B
HMHOCTPaHHBIX TOCYJapCTBax U
BKJIIOUEHHBIM B
T'ocynapcrBensslif peectp
JIEKapCTBEHHBIX CPEJICTB
;Muxpobuosnoruueckue/6akrep
HOJIOTMYECKHE;METO I IPSIMOTO
rocesa

IIpenapaTel TekapCTBEHHBIE U
MaTepHabl, IPUMEHSIEMBbIE B
MEIULMHCKUX HEISIX
(HectepunbHbie
JIeKapCTBEHHBIE CPEACTBA IS
MEIUIUHCKOTO IPUMEHEHUS;
BcnomorarensHble BemecTa
JUIS IPOU3BOJICTBA
JIEKapCTBEHHBIX NPENapaToB
JUISL METULIUHCKOTO
IPUMEHECHHUS);

21.20

o011ee KOMMIEeCTBO a3poOoB

o011ee KOIMM4IeCTBO TprOOB

or <10' no 10 (KOE/r)
or <10' g0 10 (KOE/mi)

ot <10' mo 10" (KOE/T)
ot <10 mo 10 (KOE/mn)



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UCCTIeA0BaHM xapakTepucTtuka (Mokasartens)
(ucnbiTaHu) U NU3mepeHun
1.57.
1.58. I'® Pecny6nuku benapycs, IIpenapatsl JekapcTBEHHbIE U 21.20 I'pamoTpHLaTenbHbIe OaKTepuH, = OOHApY>KeHO/He
ODC 2.6.13., m.4-1-2. © uHBIE | MaTepHabl, IPUMEHIEMbIC B TOJICpAaHTHBIC K KeT4U 00HapyKEHO

YTBEPIKJICHHBIC B
YCTaHOBJICHHOM HOPSIJIKE
HOPMATHBHBIC JOKYMEHTBHI,
KOHKPETH3HPYIOIINe
TIpUMEHEHUEe MeTo/a
uccie0BaHus (MCIBITaHUS),
U3MEpEeHHs], yCTaHaBIHBAIOIHE
TpeOoBaHMs K JIEKapCTBEHHBIM
cpencTBaMm,
3aperMCTPUPOBAHHBIM B
YCTaHOBJICHHOM MOPSIJIKE B
HHOCTPAaHHBIX TOCYapCTBax U
BKJIIOUYEHHBIM B
T'ocynapcTBeHHBII peectp
JIEKapCTBEHHBIX

cpencTB; MUKpOOHOJIOTHYECKHE
/6aKTepHOIOrHIECKHE;TPOYUHe
METO/Ibl MUKPOOHOJIOTHYECKUX
(OaKTEepHOIOTHIECKIX )
HCCIIeIOBaHUH (MCIIBITAaHHH )

MEJUIIHCKHUX LEISIX
(HectepunbsHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUIUHCKOTO IPUMEHEHUS;
HecrepunbHble 1ekapcTBEHHBIE
CpeJICTBA JUIsl BETEPUHAPHOTO
MIPUMEHEHUS);

(bakTepuu cemeiicTBa
Enterobacteriacae))



N /N

L OKyMEeHTHbI,
ycTaHaBnuBawlLMe npasuna
M MeToAbl UccriefoBaHnmN
(ucnbiTaHu) U NU3mepeHun

HanmeHoBaHue o6bekTa

Kof, oKna 2

KOA TH B3O EA3C

Onpepensiemasi
xapakTepucTtuka (Mokasarenb)

OunanasoH onpeaeneHus

1.59.

I'® Pecniy6iuku benapycs,
OdC 2.6.13., n1.4-1-3. u uHBIE
YTBEPKICHHBIC B
YCTaHOBJICHHOM IIOPSIJIKE
HOPMAaTHBHbIE JOKYMEHTEI,
KOHKPETH3HUPYIOIINE
MIPUMEHEHUE METOIa
HCCIIeI0BaHus (MCIIBITAHuU ),
HM3MEPEHUSI, YCTaHABINBAIOIIUC
TpeOOBaHHUS K JICKAPCTBCHHBIM
CpeacTBaM,
3aperucTpupOBaHHBIM B
YCTaHOBJICHHOM IOPSAKE U
BKJIIOUEHHBIM B
T'ocynapcTBenHblii peectp
JIEKapCTBEHHBIX CPENICTB U
BKJIIOUEHHBIM B
T'ocynapctBeHHBIE peecTphl
JIEKapCTBEHHBIX CPEJNICTB LIS
BETEPUHAPHOTO MPUMEHEHHS
TOCYAapCTB - YICHOB
EBpasuiickoro
9KOHOMHYECKOTO

coro3a; MukpoOuonornaeckme/o
AKTEPHOJIIOTUICCKHUE;TPOINE
METOJIbI MUKPOOHOJIOTHIECKHX
(OaKTEepHOIOTUYECKIX )
ucciel0BaHUH (MCIbITaHuUil)

IIpemapaTsl 1ekapCTBEHHBIE U
MaTepHabl, IPAMEHsIEMBbIC B
MEIULIHCKHUX HEIsIX (
[Ipenapatbl neKkapcTBEHHBIE U
MaTepuaisl, IPUMEHIEMbIC B
MEIUIMHCKHX LENAX
(HectepunbsHbie
JIEKapCTBEHHBIE CPEACTBA IS
MEIUIUHCKOTO IPUMEHEHUS,;
BcnomorarensHbIe BenecTa
JUTS TPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB
JUISL MEAUIIUHCKOTO
MPUMEHEHHS);

Cy0cTannuu
(bapmarieBTHYCCKUE
(CyOcraHumu s
(hapMareBTHIECKOTr0
UCIIOJIb30BaHMA);

21.20;21.10

T'pamorpumnarensHbie 6aKTepu,
TOJIEPAHTHBIE K JKEIUH
(OakTepun cemeicTBa
Enterobacteriacea)

ot <10! 1o >10? (x1./T)
ot <10' mo >10? (ku./mi1 )



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UCCTIeA0BaHM xapakTepucTtuka (Mokasartens)
(ucnbiTaHu) U NU3mepeHun
1.60. I'® Pecrry6nuku benapycs, IIpenapaTsl nekapcTBEHHBIE U 21.20;21.10 AntnmukpoGHOe feiicTBre HaJIMYHe/OTCYTCTBHE
ODC 2.6.12., 1.4-5 u unble MaTepUabl, IpUMEHsIEMbIC B -
YTBEpKICHHbIE B MEULIHCKHUX LEISIX
YCTaHOBJIEHHOM IOPsIIKE (IIpenapathl JieKapCTBEHHBIE U
HOPMAaTUBHBIE JOKYMEHTHI, MaTepHabl, IPUMEHSIEMBIE B
KOHKPETH3UPYIOIIUE MEJUILIHCKHUX LEISIX
TIPUMEHEHUEe MEeTo/1a (Hecrepunbusre
HCCIEN0BAHMS (UCTIBITAHNSA), JIEKapCTBEHHBIE CPEACTBA IS
HU3MEpEHNs, YCTaHABIMBAIOIINE | MEIHUIIMHCKOTO IPHMCHEHHS;
TpeOoBaHMS K JEKapCTBEHHBIM | BcroMmoraTenbHbIe BelecTBa
CpeacTBaM, Ul TIPOU3BOJICTBA
3aperucTpupOBaHHBIM B JIEKapCTBEHHBIX MPENapaToB
YCTaHOBJIEHHOM TIOpSIZIKE B JUISL METULIUHCKOTO
MHOCTPAHHBIX TOCYIApPCTBAX U | TIPUMEHEHUS);
BKJIFOYEHHBIM B Cy0cTannuu
T'ocynmapcTBenHsIif peectp (hapmareBTHIECKUE
JIEKapCTBEHHBIX CPEJICTB (Cybcrannun s
;Muxpobuonornueckne/6akrep | apmaneBTHIECKOTO
MOJIOTHYECKHUE;IPOYHE METOBI | HCIOJIb30BAHMN);
MHKPOOHOIOTHYECKUX
(6aKTEpHOTIOTHUECKHX )
MCCIICIOBAHUH (MCIIBITAHMI)
1.61. I'® Pecny6nuku benapychs, IIpenapaTsl TekapcTBEHHbBIE U 21.20;21.10 Escherichia coli oOHapyXeHo/He
ODC 2.6.13. , m.4-2 u uHBIC MaTepHaJbl, IPUMEHSIEMBIC B 00HapyXeHO

YTBEpKJCHHEIE B
YCTaHOBJIEHHOM IOpsJIKE
HOPMAaTHBHbIE JOKYMEHTBI,
KOHKPETH3UPYIOILUe

MEJMIMHCKUX [EJsX
(Hecrepunbasre
JIeKapCTBEHHBIE CPEACTBA JUIS
MEJULHCKOTO MPUMEHEHHS;



L OKyMEeHTHbI,

N/ | Yérarasnusaiowne npasuna HaumeHoBaHMe 06bekTa Kof, oKna 2 Kon TH B[, EA3C Onpeaensiemasn [ManazoH onpegeneHus
M MeToAbl MCcCneAoBaHUA xapakTtepuctuka (MokasaTensb)
(ucnbiTaHu) U NU3mepeHun
1.61. NPUMEHEHHE METO/AA BcnomorarenpHble BemecTBa
uccuenoBanus (MCIBITAHNU ), VTSI TIPOU3BOJICTBA
W3MEPEHHUS, YCTAHABIUBAIONINE | JICKAPCTBECHHBIX MPENapaToB
Tpe6OBaHI/I$[ K JICKapCTBECHHBIM JUIT MEIULTUHCKOI'O
CpeacTBaM, MIPUMEHEHHS);
3apEeTUCTPUPOBAHHBIM B CyOcTannuu
YCTaHOBJIEHHOM IOPSIIKE 1 (hapMarieBTHUECKIE
BKJIFOUEHHBIM B (CyOcTaHumu s
TocynapctBenHsIi peecTp (hapMarneBTHYECKOTO
JICKapCTBEHHBIX CPEJICTB U HCTIOJIE30BaHU);
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIE peecTpbl
JIEKapCTBEHHBIX CPENCTB IS
BETCPHHAPHOTO IPUMEHEHHUS
TOCYJapCTB - YICHOB
EBpasuiickoro
SKOHOMHYECKOTO
coro3a; MukpoOuonornaeckue/o
AKTEPHOJIOTHYCCKHUEC;TPOINE
METOJIbI MUKPOOHOIOTHUECKIX
(6aKTEpHOTIOTHUECKHX )
MCCIICIOBAHUH (MCIIBITAHMI)
1.62. I'® Pecny6nuku benapychs, IIpenapaTsl TekapcTBEHHbBIE U 21.20;21.10 Salmonella oOHapyXeHo/He
ODC 2.6.13. , m.4-3 u uHBIC MaTepHaJbl, IPUMEHSIEMBIC B 00HapyXeHO

YTBEpKJCHHEIE B
YCTaHOBJIEHHOM IOpsJIKE
HOPMAaTHBHbIE JOKYMEHTBI,
KOHKPETH3UPYIOILUe

MEJMIMHCKUX [EJsX
(Hecrepunbasre
JIeKapCTBEHHBIE CPEACTBA JUIS
MEJULHCKOTO MPUMEHEHHS;



L OKyMEeHTHbI,

N/ | Yérarasnusaiowne npasuna HaumeHoBaHMe 06bekTa Kof, oKna 2 Kon TH B[, EA3C Onpeaensiemasn [ManazoH onpegeneHus
M MeToAbl MCcCneAoBaHUA xapakTtepuctuka (MokasaTensb)
(ucnbiTaHu) U NU3mepeHun
1.62. NPUMEHEHHE METO/AA BcnomorarenpHble BemecTBa
uccuenoBanus (MCIBITAHNU ), VTSI TIPOU3BOJICTBA
W3MEPEHHUS, YCTAHABIUBAIONINE | JICKAPCTBECHHBIX MPENapaToB
Tpe6OBaHI/I$[ K JICKapCTBECHHBIM JUIT MEIULTUHCKOI'O
CpeacTBaM, MIPUMEHEHHS);
3apEeTUCTPUPOBAHHBIM B CyOcTannuu
YCTaHOBJIEHHOM IOPSIIKE 1 (hapMarieBTHUECKIE
BKJIFOUEHHBIM B (CyOcTaHumu s
TocynapctBenHsIi peecTp (hapMarneBTHYECKOTO
JICKapCTBEHHBIX CPEJICTB U HCTIOJIE30BaHU);
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIE peecTpbl
JIEKapCTBEHHBIX CPENCTB IS
BETCPHHAPHOTO IPUMEHEHHUS
TOCYJapCTB - YICHOB
EBpasuiickoro
SKOHOMHYECKOTO
coro3a; MukpoOuonornaeckue/o
AKTEPHOJIOTHYCCKHUEC;TPOINE
METOJIbI MUKPOOHOIOTHUECKIX
(6aKTEpHOTIOTHUECKHX )
MCCIICIOBAHUH (MCIIBITAHMI)
1.63. I'® Pecny6nuku benapychs, IIpenapaTsl TekapcTBEHHbBIE U 21.20;21.10 Pseudomonas aeruginosa oOHapyXeHo/He
ODC 2.6.13. , m.4-4 u uHBIC MaTepHaJbl, IPUMEHSIEMBIC B 00HapyXeHO

YTBEpKJCHHEIE B
YCTaHOBJIEHHOM IOpsJIKE
HOPMAaTHBHbIE JOKYMEHTBI,
KOHKPETH3UPYIOILUe

MEJMIMHCKUX [EJsX
(Hecrepunbasre
JIeKapCTBEHHBIE CPEACTBA JUIS
MEJULHCKOTO MPUMEHEHHS;



L OKyMEeHTHbI,

N/ | Yérarasnusaiowne npasuna HaumeHoBaHMe 06bekTa Kof, oKna 2 Kon TH B[, EA3C Onpeaensiemasn [ManazoH onpegeneHus
M MeToAbl MCcCneAoBaHUA xapakTtepuctuka (MokasaTensb)
(ucnbiTaHu) U NU3mepeHun
1.63. NPUMEHEHHE METO/AA BcnomorarenpHble BemecTBa
uccuenoBanus (MCIBITAHNU ), VTSI TIPOU3BOJICTBA
W3MEPEHHUS, YCTAHABIUBAIONINE | JICKAPCTBECHHBIX MPENapaToB
Tpe6OBaHI/I$[ K JICKapCTBECHHBIM JUIT MEIULTUHCKOI'O
CpeacTBaM, MIPUMEHEHHS);
3apEeTUCTPUPOBAHHBIM B CyOcTannuu
YCTaHOBJIEHHOM IOPSIIKE 1 (hapMarieBTHUECKIE
BKJIFOUEHHBIM B (CyOcTaHumu s
TocynapctBenHsIi peecTp (hapMarneBTHYECKOTO
JICKapCTBEHHBIX CPEJICTB U HCTIOJIE30BaHU);
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIE peecTpbl
JIEKapCTBEHHBIX CPENCTB IS
BETCPHHAPHOTO IPUMEHEHHUS
TOCYJapCTB - YICHOB
EBpasuiickoro
SKOHOMHYECKOTO
coro3a; MukpoOuonornaeckue/o
AKTEPHOJIOTHYCCKHUEC;TPOINE
METOJIbI MUKPOOHOIOTHUECKIX
(6aKTEpHOTIOTHUECKHX )
MCCIICIOBAHUH (MCIIBITAHMI)
1.64. I'® Pecny6nuku benapychs, IIpenapaTsl TekapcTBEHHbBIE U 21.20;21.10 Staphylococcus aureus oOHapyXeHo/He
ODC 2.6.13. , m.4-5 u uHBIC MaTepHaJbl, IPUMEHSIEMBIC B 00HapyXeHO

YTBEpKJCHHEIE B
YCTaHOBJIEHHOM IOpsJIKE
HOPMAaTHBHbIE JOKYMEHTBI,
KOHKPETH3UPYIOILUe

MEJMIMHCKUX [EJsX
(Hecrepunbasre
JIeKapCTBEHHBIE CPEACTBA JUIS
MEJULHCKOTO MPUMEHEHHS;



L OKyMEeHTHbI,

N/ | Yérarasnusaiowne npasuna HaumeHoBaHMe 06bekTa Kof, oKna 2 Kon TH B[, EA3C Onpeaensiemasn [ManazoH onpegeneHus
M MeToAbl MCcCneAoBaHUA xapakTtepuctuka (MokasaTensb)
(ucnbiTaHu) U NU3mepeHun
1.64. NPUMEHEHHE METO/AA BcnomorarenpHble BemecTBa
uccuenoBanus (MCIBITAHNU ), VTSI TIPOU3BOJICTBA
W3MEPEHHUS, YCTAHABIUBAIONINE | JICKAPCTBECHHBIX MPENapaToB
Tpe6OBaHI/I$[ K JICKapCTBECHHBIM JUIT MEIULTUHCKOI'O
CpeacTBaM, MIPUMEHEHHS);
3apEeTUCTPUPOBAHHBIM B CyOcTannuu
YCTaHOBJIEHHOM IOPSIIKE 1 (hapMarieBTHUECKIE
BKJIFOUEHHBIM B (CyOcTaHumu s
TocynapctBenHsIi peecTp (hapMarneBTHYECKOTO
JICKapCTBEHHBIX CPEJICTB U HCTIOJIE30BaHU);
BKJIFOYEHHBIM B
I'ocynapcTBeHHBIE peecTpbl
JIEKapCTBEHHBIX CPENCTB IS
BETCPHHAPHOTO IPUMEHEHHUS
TOCYJapCTB - YICHOB
EBpasuiickoro
SKOHOMHYECKOTO
coro3a; MukpoOuonornaeckue/o
AKTEPHOJIOTHYCCKHUEC;TPOINE
METOJIbI MUKPOOHOIOTHUECKIX
(6aKTEpHOTIOTHUECKHX )
MCCIICIOBAHUH (MCIIBITAHMI)
1.65. I'® Pecny6nuku benapychs, IIpenapaTsl TekapcTBEHHbBIE U 21.20;21.10 Candida albicans oOHapyXeHo/He
ODC 2.6.13. , m.4-7. 1 uHBIE MaTepHaJbl, IPUMEHSIEMBIC B 00HapyXeHO

YTBEpKJCHHEIE B
YCTaHOBJIEHHOM IOpsJIKE
HOPMAaTHBHbIE JOKYMEHTBI,
KOHKPETH3UPYIOILUe

MEJMIMHCKUX [EJsX
(Hecrepunbasre
JIeKapCTBEHHBIE CPEACTBA JUIS
MEJULHCKOTO MPUMEHEHHS;



L OKyMEeHTHbI,

N/ | Yérarasnusaiowne npasuna HaumeHoBaHMe 06bekTa Kof, oKna 2 Kon TH B[, EA3C Onpeaensiemasn [ManazoH onpegeneHus
M MeToAbl UccriefoBaHUmI xapakTtepucTtuka (Mokasatenb)
(ucnbiTaHu) U NU3mepeHun

1.65. NPUMEHEHHE METO/AA BcnomorarenpHbIe BenecTBa
uccuenoBanus (MCIBITAHNU ), VTSI TIPOU3BOJICTBA
W3MEPEHHUS, YCTAHABIUBAIONINE | JICKAPCTBECHHBIX MPENapaToB
Tpe6OBaHI/I$[ K HeKapCTBCHHbIM JUIT MEIULTUHCKOI'O
CpeacTBaM, MIPUMEHEHHS);
3apEeTUCTPUPOBAHHBIM B CyOcTannuu
YCTaHOBJIEHHOM IOPSIIKE 1 (hapMarieBTHUECKIE
BKJIFOUEHHBIM B (CyOcTaHumu s
TocynapctBenHsIi peecTp (hapMarneBTHYECKOTO
JICKapCTBEHHBIX CPEJICTB U HCTIOJIE30BaHU);

BKJIFOUEHHBIM B
I'ocynapcTBeHHBIE peecTpbl
JIEKapCTBEHHBIX CPENCTB IS
BETCPHHAPHOTO IPUMEHEHHUS
TOCYJapCTB - YICHOB
EBpasuiickoro
9KOHOMHUYECKOTO

coro3a; MukpoOuonornaeckue/o
AKTEPHOJIOTHYCCKHUEC;TPOINE
METOJIbI MUKPOOHOIOTHUECKIX
(6aKTEpHOTIOTHUECKHX )
MCCIICIOBAHUH (MCIIBITAHMI)

1.66. I'® Pecny6nuku Kazaxcran, IIpenapaTsl TekapcTBEHHbBIE U 21.20;21.10 Bakrepun -
1m.2.6.12. 1 uHBIC MaTepHaJbl, IPUMEHSIEMBIC B or 1 mo 10" (KOE/T)
YTBEPKIACHHBIC B MEIHUIMHCKHUX 1EJITX or 1 mo 10" (KOE/mi)
YCTaHOBJICHHOM IOPSI/IKE (HectepunbHbie
HOPMATHBHBIC JOKYMEHTEI, JICKapCTBEHHBIE CPECTBA IS
KOHKPETH3HUPYIOIINE MEIUIIMHCKOTO TIPUMEHEHHST; I'pubGsI -

MPUMCHEHUE METOAA

or 1 no 10~ (KOE/T)



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
M MeToAbl UccriefoBaHUmI xapakTtepucTtuka (Mokasatenb)
(ucnbiTaHu) U NU3mepeHun

1.66. uccneoBaHus (MCIbITaHUS), BcnomorarensHble BenecTna ot 1 1o 10" (KOE/mn)
WU3MEPEHHs, YCTaHABIUBAIONINE | JJIsl POU3BOJICTBA
TpeOOBaHHUS K JICKAPCTBCHHBIM | JICKAPCTBEHHBIX MPEIapaToB
CpelcTBaMm, IS MEIUIUHCKOTO OO0111e€e YMCII0 KU3HECIIOCOOHBIX | -
3apPErHCTPUPOBAHHBIM B IPUMEHEHMS); a’pOOHBIX MUKPOOPTaHH3MOB or 1 1o 10" (KOE/T)
YCTaHOBJICHHOM TOPSIKE B Cy6cranuuu ot 1 1o 10" (KOE/mn)
HMHOCTPAHHBIX TOCYJapCTBaxX U (hapMarieBTHUECKIE
BKITFOUEHHBIM B (Cy6cranuumn);
T'ocynapcrBensslif peectp
JICKapCTBEHHBIX
cpeacTB; MHUKpPOOHOIOTHYECKHE
/6aKTEepPHOTIOTHUYECKHIE;METOT
MeMOpaHHOH (HIbTpanuH

1.67. I'® Pecny6iuku Kazaxcran, IIpenapatsl JiekapCcTBEHHBIE U 21.20;21.10 Bakrepuun -
(11.2.6.12.) 1 uHBIC MaTepualbl, IPUMEHsIEMbIE B ot menee 10 mo 10
YTBEpXKICHHBIC B MEIULIMHCKUX LEIX (KOE/T)
YCTaHOBJICHHOM IOPSKE (HectepunbHbie ot menee 10 o 10°
HOPMAaTHBHbIE JOKYMEHTBI, JIeKapCTBEHHBIE CPEACTBA IS (KOE/mm)
KOHKPETH3HUPYIOIINE MEIUIMHCKOTO IPUMEHECHHS;
MIPUMEHEHUE METOIa BcnomoraTensHbIe BelecTBa
HCCIeI0BaHus (MCIIBITAHuU ), IUTSL TIPOU3BOJICTBA T'pudsr -

HU3MEpPEHHUs], YCTaHABIIUBAIOIUC
TpeOOoBaHMS K JTEKapPCTBEHHBIM
CpeacTBaM,
3aperUCTPUPOBAHHBIM B
YCTaHOBJIEHHOM TIOpSIZIKE B
MHOCTPaHHBIX TOCYAAPCTBaX U
BKJIIOYEHHBIM B
T'ocynapcTBeHHBIH peecTp

JIEKapCTBEHHBIX IIPETIapaToB
JUTSL METUIIUHCKOTO
IPUMEHEHHUS);

CyOcTaHuu
(apmaneBTHYECKUE
(Cy6cranuun);

OO011e€e YNCIIO0 KU3HECITIOCOOHEBIX
a’pOOHBIX MUKPOOPTaHU3MOB

ot menee 10 mo 10
(KOE/T)

ot menee 10 mo 10
(KOE/mm)

ot menee 10 go 10»
(KOE/T)



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

N n/n 1 METOAR! MCCeGOBAHM HanmeHoBaHue o6bekTa Koa oknp 2 KOO TH B34 EA3C xapakTepucTuka (MokazaTens) Ownana3oH onpeaeneHus
(ucnbiTaHu) U NU3mepeHun

1.67. Mukpobuoiornieckue/6aKTepu ot meHee 10 go 10»
OJIOTMYECKHE;METO]| IIPSIMOTO (KOE/mm)
rocesa

1.68. I'® Pecrry6muku Kazaxcran, IIpenmapaTs! TekapcTBEHHBIE U 21.20;21.10 Escherichia coli oOHapyXeHO/He
(11.2.6.13.) u uHBIC MaTepHaisl, IPUMEHSIEMBIE B 0OHapyKEHO
YTBepKICHHEIE B MEIUIUHCKUX [EeJIsX -
YCTaHOBJIEHHOM IIOpSIJIKE (HecrepunbHble
HOPMAaTHUBHBIC TOKYMEHTHI, JICKapCTBEHHBIE CPEACTBA JUTS
KOHKPETH3UPYIOIIHE MEIHUIMHCKOTO MPUMEHEHHS; Pseudomonas aeruginosa oOHapyKeHO/He
NpUMEHEHHEe MeTo1a BcnomorarensHble BelecTa o0HapyKeHO
HCCIIeIOBaHUS (MCIIBITAHuUA ), IUTSL TIPOU3BOJICTBA -
HM3MEpEHNs, YCTaHABIUBAIOIINE | JIEKapCTBCHHBIX IPEMNapaToB
TpeOOBaHHS K JIEKAPCTBEHHBIM | JUISI MEJHIIMHCKOTO Salmonella oOHapy»XeHO/He
CpelcTBaM, TIPUMEHEHNS); 0OHapyKEeHO
3aperucTpUpOBaHHEIM B CyOcraHyn -
YCTaHOBJICHHOM TIOPSI/IKE B (apmareBTHYECKUE
MHOCTPaHHbIX rocynapcteax u | (Cy6cTanmun); Staphylococcus aureus oOHapy»XeHO/He
BKJIIOYEHHBIM B OOHapyKEHO
T'ocynapcTBeHHBIH peecTp -
JIEKapCTBEHHBIX
cpencTB; MHKpOGHOIOTHYeCKHE DHTEepoOaKTEepUH U HEKOTOPEIC oOHapyXeHoO/He
/GaKTEPHOIOTHYCCKHE;TPOYNE ApYyrue rpaMOTpULIATEIbHBIC 0GHApyKEHO

METO/IbI MUKPOOHOJIOTHYECKUX
(OaKTEepHOIOTUYECKHX )
ycClIeJOBaHUMN (MCTIBITaHMH)

GakTepun

ot <10' mo >10? (x11./T)
ot <10' mo >10? (ku./mi1 )



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UccrefoBaHUi xapaktepucTuka (MokasaTtenb)
(ucnbiTaHu) U NU3mepeHun

1.69. MVYK 4.2.3963-23, V. m.5.2; Bopa nutseBas (Bona 36.00.11.000 Oobuiee MEKPOOHOE YHCIIO -

. MUTHEBAs], B TOM YHCJIC (OMY) ot 0 1o 6onee 300
5.3.;Mukpo6uonoruueckre/6ak | Boma muTheBas, UCHONB3yeMas (KOE/cem?)
TEPHOJIOTMIECKHE;METO/ JUISL OTMBIBKH
MeMOpaHHOH puiIbTpanuu TEXHOJIOT'UYECKOTO

o0opynoBaHus;

Bopa nutseBas pacdacoBaHHas

B €MKOCTH (OyTHIIUpOBaHHAs),

Bona nutseBas, noctymnaromas

Ha QUIBTPHI IPEIIIOATOTOBKA

CHCTEM BOJIOIIOATOTOBKH

(Boma ucxonHas));

1.70. MVK 4.2.3963-23, VL. n Bona nutheBas (Bona 36.00.11.000 0O060011eHHBIC KOJIH(OPMHBIC obOHapyXeHO/HE
6.3.;Muxpobuosnoruueckue/6ak | MUTbEBas, B TOM YUCIC OaxTepuu 00HapyKEHO
TEPUOTOTUIECKUE;METO BOJIa MUTHEBAs, MOCTYIAIOIIAS ot 1 mo 10" (KOE/100 cm?)
MeMOpaHHOH (QUIBTpaLH Ha QUIBTPHI MPEIINOATOTOBKU

CHCTEM BOJIOIIOITOTOBKH
(Boma ncxonHas));
1.71. MV 2.1.4.1184-03, Bona nutbeBas (Bona nuteeBas | 36.00.11.000 O01iee MUKpOOHOE YHCIIO

HPHIIOKEHUE
7;Muxpobuonorngueckue/0akTe
PHOJIOTHYECKUE;METO
TPSIMOTO TIOCEeBa

pacdacoBaHHasi B eMKOCTH
(6yTunupoBaHHas));

(OMU) ripu 37 °C

Oobuiee MEKpOOHOE YHCIIO
(OMUY) mpu 22 °C

or 1 g0 10~ (KOE/r)
or 1 g0 10" (KOE/mn)

or 1 no 10 (KOE/T)



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UccrefoBaHUi xapaktepucTuka (MokasaTtenb)
(ucnbiTaHu) U NU3mepeHun
1.71. or 1 no 10 (KOE/mm)
1.72. MYV 2.1.4.1184-03, Bopa nutheBas (Boxa nutbeBas | 36.00.11.000 ['MI0K0301010)KUTENTbHBIC o0OHapykeHO/HE
NPUIOKEHNE pacdacoBaHHasi B eMKOCTH konudopmubie 6aktepun (IKB) | oOHapyxeHo
8;Mukpobunonoruueckue/6akre | (OyTUIMpoBaHHa)); ot 1 mo 10 (KOE/100 mu)
PHOJIOTHYECKUE;METO
MeMOpaHHOH (pHUIBTpaiH
Oo6ume xomudopMHBIe OakTepuu | 0OHApY>KEHO/HE
(OKB) B 300 mx 0OHapyKEHO
O6ume xomudopmHble OakTepun | -
(OKB) or 1 1o 10" (KOE/T)
or 1 no 10 (KOE/mm)
1.73. T'oCT CpenctBa mapproMepHbIE 20.42 Meso¢dunbHbie a3poOHBIE -

32852;Mukpobuonorugeckue/6

AKTEPUOJIOTUICCKUEMETOL
IpsAMOIo moceBa

KOCMETHYCCKHUC ;

MUKPOOPraHU3MbI

Staphylococcus aureus

Pseudomonas aeruginosa

or <10' mo 10 (KOE/T)
ot <10' mo 10" (KOE/mi)

0obOHapyXeHO/HE
00HapyKEHO

oOHapyXeHO/He
00HapYKEHO



L OKyMEeHTHbI,

N/ | Yérarasnusaiowne npasuna HaumeHoBaHMe 06bekTa Kof, oKna 2 Kon TH B[, EA3C Onpeaensiemasn [ManazoH onpegeneHus
M MeToAbl UCCIIe[0BaHMM xapakTepucTtuka (Mokasarens)
(ucnbiTaHu) U NU3mepeHun
1.73. Escherichia coli oOHapyXeHO/He
00HapyKEHO
Candida albicans oOHapyXeHO/He
0OHapyKEHO

1.74. T'OCT ISO CpenctBa mapproMepHbIC 1 20.42 - MesodunbHbIe aHA3POOHEIE -
21149;MukpoOHONIOTHIeCKHe/0 | KOCMETHYCCKUE ; MUKPOOPTaHU3MBbI ot menee 1 1o 10" (KOE/T)
AKTEPUOJIOTHYECKUE;METO ot MeHee 1 1o 100
MeMOpaHHO! GuIbTpanuu (KOE/mm)

1.75. I'OCT ISO Cpenctsa mapproMepHbIe U 20.42 - Me3so¢uibHbIe aHA3pOOHBIE -
21149;Mukpobuonornyeckne/6 | KOCMETHYECKHE ; MHKPOOPTaHU3MBI ot menee 10 o 10»
AKTEPHOIOTHIECKUE;METOT (KOE/T)

TPSIMOTO TTOCEBA ot menee 10 mo 10
(KOE/mm)

1.76. T'OCT ISO CpenctBa mapproMepHbIE 20.42 - Escherichia coli oOHapyXeHoO/He

21150;MukpoOHoIOTHIecKne/6 | KOCMETHICCKUE ; 00HapyKEHO

AKTEePUOJIOTHYECKUE;METO] -
MeMOpaHHOH (HIbTpanuy



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
M MeToAbl UCCIIe[0BaHMM xapakTepucTtuka (Mokasarens)
(ucnbiTaHu) U NU3mepeHun
1.77. T'OCT ISO CpenctBa mapproMepHbIC 20.42 Escherichia coli oOHapyXeHO/HE
21150;MukpoOHONIOrnIecKkne/6 | KOCMETHYCCKUE ; 00HapyKEHO
AKTEPUOJIOTHYECKUE;METO -
IPSIMOTO ITOCeBa
1.78. I'OCT ISO CpenctBa mapproMepHbIe U 20.42 Pseudomonas aeruginosa o0HapyKeHO/He
22717;Mukpobuonornyeckne/6 | KOCMETHYECKHE ; 00HapyXeHO
AKTEePUOIOTHYECKUE;METO]T -
MeMOpaHHOH (QHUIBTpaLH
1.79. T'OCT ISO CpenctBa mapproMepHbIe 20.42 Pseudomonas aeruginosa oOHapyXeHO/HE
22717;MukpoOHONIOrHIecKre/6 | KOCMETHYCCKUE ; 00HapyKEHO
AKTEPUOJIOTHYECKUE;METO -
IPSIMOTO ITOCeBa
1.80. I'OCT ISO Cpenctsa mapproMepHbIe U 20.42 Staphylococcus aureus o0HapyKeHO/He
22718;Mukpobuonornyeckne/6 | KOCMETHYECKHE ; 00HapyXeHO

AKTEPHOJIOTHYECKUE;METO
MeMOpaHHOH (QHUIBTpaLH



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UccrefoBaHUi xapaktepucTuka (MokasaTtenb)
(ucnbiTaHu) U NU3mepeHun

1.81. T'OCT ISO CpexctBa maphiomMepHsie 1 20.42 Staphylococcus aureus oOHapyXeHO/He
22718;MuKpoOHOIOTHIECKIE/0 | KOCMETHYCCKUE ; 00HapyKEHO
AKTEPUOJIOTHYECKUE;METO -
IPSIMOTO ITOCeBa

1.82. I'OCT ISO Cpeactsa naphromMepHbie U 20.42 Candida albicans o0HapyKeHO/He
18416;Mukpobuonornueckne/6 | KOCMETHYECKHE ; 00HapyXeHO
AKTEPHOJIOTHYECKUE;METO -
MeMOpaHHOH (QHUIBTpaLH

1.83. T'OCT ISO CpexctBa maphiomMepHsie 1 20.42 Candida albicans oOHapyXeHO/He
18416;Mukpobuonornueckne/6 | KOCMETHYCCKHE ; 00HapyKEHO
AKTEPUOJIOTHYECKUE;METO -
IPSIMOTO ITOCeBa

1.84. @©C.2.2.0019.18, [Ipenapatsl JiekapcTBEHHbIC U 21.20 Escherichia coli o0HapyKeHO/He
O®C.1.2.4.0002.18, (1m.12.1) MaTepHabl, IpUMEHseMbIC B 00HapyXeHO
;Mukpobronorndeckne/0akTep | MEIUIWHCKHUX LEIX -
HOJIOTHYECKUE;METO (BcroMorareinbHbIe BelecTBa
MeMOpaHHOH GuitbTpanuu UL IPOM3BOJICTBA

JICKapCTBEHHBIX IIPEIapaToB Pseudomonas aeruginosa oOHapyXeHO/He
JUISL METULIUHCKOTO OOHapyKEHO

MPUMEHEHHS, B TOM YHCIIC BOJIA
JUTSI UHBEKIUH);



L OKyMEeHTHbI,
ycTaHaBnuBawLue npasuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
M MeToAbl UCCIIe[0BaHMM xapakTepucTtuka (Mokasarens)
(ucnbiTaHu) U NU3mepeHun
1.84. Staphylococcus aureus oOHapyXeHO/HE
00HapyKEHO
Oobmiee 9ucito a3poOHBIX -
MHKpoopraHu3MoB (Oaxkrepuit 1 | oT MeHee 1 o 10°
rpubOB) (KOE/100 M)
1.85. ©C.2.2.0020.18, IIpenapaTsl nekapcTBEHHBIE U 21.20 Escherichia coli oOHapyXeHO/He
OdC.1.2.4.0002.18, MaTepualbl, IPUMEHSEMBIE B OOHapyKEHO
(1m1.12.2); MUKpOOHONIOTHYECKUE | METUIIMHCKUX METSIX -
/6aKTEePHOTIOTHYECKHIE;METOT (BcmomoraTenbHbIC BEIIECTBA
MeMOpaHHOH puiIpTpanuu U1 IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENapaToB Pseudomonas aeruginosa o0HapyKeHO/He
JUTSL METUIIUHCKOTO 00HapyKEHO
MIPUMEHEHUsI, B TOM YHCIIC BOIA -
OUUILICHHAS );
Staphylococcus aureus obOHapyXeHO/HE
00HapyKEHO

2. VcnbiTanua (nccnegoBaHus), nsMepeHusl 06 beKToB NPOM3BOACTBEHHON cpebl

2.1.

MVYK 4.2.734-99; ;0160p 11po0;
oT60p Tpo0;

IIpon3BoacTBeHHbIE
HOMEIICHHS
(CMBIBBI/OTHEYATKH C
MIOBEPXHOCTEH MOMEIICHUH,

O0mee 4ncio adpoOHBIX
MHUKpPOOPraHu3MoB (OakTepuil u
rpudoB)

OT160p mpobd

ot mexee 1 1o 10”
(KOE/mm)

Vka3zanue quana3oHa He
Tpebyerces: -



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UCCTIeA0BaHM xapakTepucTtuka (Mokasartens)
(ucnbiTaHu) U NU3mepeHun
2.1. 000pyJOBaHUS, ONEXKIBI U PYK
(pyk B IepuaTkax) IepcoHaa)

2.2. MYVYK 4.2.734-99; IIpousBoacTBeHHBIE MukpoOHasi KOHTaAMHUHAIHS oOHapyXeHO/HE
;Muxpobrosnornueckue/6aktep | MOMEUICHHS 0OHapyKEeHO
HOJIOTUYECKHE; TPOUUE (CMBIBBI/OTHEYATKH C ot 1 no 10" KOE Ha 24-100
METOIbI MUKPOOUONIOTHYECKUX | TTOBEPXHOCTEN MOMEILIEHHH, cm?

(OaKTEepHOIOTHIECKHX ) 000opyHOBaHuUs, OEXKIBI H PYK ot 1 1o 10" KOE Ha

HCCIIeIOBaHUH (MCIIBITAHUH ); (pyk B mepyaTKax) rmepcoHasa) OTIIEYATOK
ot 1 no 10" Ha mepyatky
ot 1 1o 10° Ha pyky
ot 1 mo 10
(KOE/xonrtakTHas
TIaCTUHA)

2.3. MVK 4.2.734-99; Boznyx paboueit 30H5I (Bo3myx OTt60p mpob YkazaHue Auamna3oHa He

;Muxpobnonoruueckue/6akrep
HOJIOTHUYECKHUE; TpoUHe
METOIbI MUKPOOHOIOTHYECKUX
(6aKTepHOTIOTHYCCKHX )
HCCJICIOBAHUH (MCIIBITAHUI);

paboueii 30H5I;
Cxatblil BO3IyX;
AzoT)

MuxpoOHast KOHTAMHHAIHS

TpedyeTcs: -

oOHapyXeHo/He
00HapyXeHO

or 1 mo 10" (KOE/m?)

ot 1 no 10" KOE Ha wamky



L OKyMEeHTHbI,
ycTaHaBnuBawLue npasuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UccrefoBaHUi xapaktepucTuka (MokasaTtenb)
(ucnbiTaHu) U NU3mepeHun
2.4. MY 3182-84; ;0160p 11po0; IIpousBoacTBeHHbIE OTt60p mpobd Vka3zanue auanazoHa He
oT60p Tpo0; MOMEIICHHUS Tpebyercs: -
(CMBIBBI/OTHEYATKH C
MIOBEPXHOCTEH TTOMEIICHUH,
000opyaOBaHuUs, ONEXKIBI U PYK
(pyx B mepyaTKax) mepcoHasa)

2.5. MYV 3182-84; IIpousBoacTBeHHBIE Staphylococcus aureus oOHapyXeHO/HE
;Muxpobronornueckue/6akTep | MOMEUICHHS OOHapyKEHO
HOJIOTHYECKHE; METO] (CMBIBBI/OTHEYATKY C -

IPsSIMOTO 110CEBA; IOBEPXHOCTEH MOMEIICHUH,
000opyaOBaHuUs, ONEXKIBI U PYK
(pyk B mepyaTKax) mepcoHasa) bakrepuu rpynnsl KUIIEYHON o0HapyKeHO/He
nanouku (BI'’KIT) 00HapyXeHO

3. VicnbiTaHusa (nccnefoBaHmns), M3MepeHns 06 bEKTOB OKPYXatoLLen cpefbl

3.1 ©C.2.2.0019.18 Bopa miis nHbEKIHH | Escherichia coli oOHapy»KeHO/He
(0®C.1.2.4.0002.18) , m. 00HapyKEHO
12.1;Mukpobuonoruueckue/6a -
KTEPUOJIOTHYCCKUE; METO]

MeMOpaHHOH (QpHUIBTpaiH
Pseudomonas aeruginosa oOHapyXeHoO/He
0OHapyKEHO
Staphylococcus aureus oOHapyXeHo/He

00HapyXeHO



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UccrefoBaHUi xapaktepucTuka (MokasaTtenb)
(ucnbiTaHu) U NU3mepeHun

3.1. O6mmee yncio adpoOHBIX -

MHKpoopranu3MoB (bakrepuii 1 | ot 1 o 10" (KOE/100 M)
rpuboB)

3.2. @©C.2.2.0020.18 Bona ounmiennas ; Escherichia coli oOHapy»XeHO/He
(09C.1.2.4.0002.18) , 1. 0OHapyKEeHO
12.2;Mukpobuonoruyeckne/6a -
KTEPHOJIOTHYECKHE;METO/

MeMOpaHHOH HUIIbTpau

Pseudomonas aeruginosa oOHapyXeHo/He
00HapyXeHO

Staphylococcus aureus o0HapyKeHO/He
00HapyXeHO

Oo01iee 4ncio adpoOHBIX -

MHKpoopranu3moB (bakrepuit 1 | ot 1 mo 10 (KOE/mu)

rpuboB)

3.3. ®C.2.2.0020.18 [TutseBas Boga (Boxa Escherichia coli o0HapyKeHO/He
(09PC.1.2.4.0002.18) , m. MUTHEBAs], UCTIONb3yeMast IS 00HapyXeHO
12.2;Mukpobuonornyeckne/6a | OTMBIBKH TEXHOJIOTHYECKOTO -
KTEPUOJIOTHYECKUE; METO ] o6opyoBanus; );

MPSIMOTO TI0CeBa
Pseudomonas aeruginosa oOHapy»XeHO/He

00HapyKEHO



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

1po6;0T60p Pod

TOBEPXHOCTEH MOMeIeHHH,
000pyJOBaHUS, OAEXKIBI U PYK
(pyK B IepuaTkax) nepcoHaia);
Cxxatelif BO3IYX ;

Bo3nyx paboueii 30HSHI ;

A3sor ;

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UccrefoBaHUi xapaktepucTuka (MokasaTtenb)
(ucnbiTaHu) U NU3mepeHun
3.3. Staphylococcus aureus oOHapyXeHO/HE
00HapyKEHO
3.4. T'OCT 31942;0160p ITuteeBas Bona (Boxa Ot60p npod VYka3zanue 1uana3oHa He
npo6;0T6op npod MUTHEBAs], B TOM 4HCIIe TpedyeTcs: -
BOJIa [IUTHEBAs, HCIIOJb3yeMast
JUISL OTMBIBKH
TEXHOJIOTHYECKOT0
00opyHOBaHHUS;
BO/Ia MUThEBAsL, TOCTYAIOLIAs
Ha (UIBTPBI IPEAIOATOTOBKH
CHCTEM BOJIOIOTOTOBKH
(BoJa UCXoIHAS)
)i
3.5. MVK 4.2.734-99;0160p Cw™mbIBEI (CMBIBBI/OTIEYATKH C OTt60p mpob YkazaHue Auamna3oHa He

TpedyeTcs: -



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UCCTIeA0BaHM xapakTepucTtuka (Mokasartens)
(ucnbiTaHu) U NU3mepeHun

3.6. MVK 4.2.734- CwmbIBbI (CMBIBEI/OTHEYATKH C MukpoOHast KOHTAMUHALUSL oOHapyXeHO/He
99;Mukpobunonorndeckue/6akT | IOBEPXHOCTEH MOMENICHHH, OOHapyKEeHO
€pUOJIOTHYECKHE;IPOUUE 000pyJOBaHUs, OAEXKIBI U PYK ot 1 no 10 KOE na 24-100
METO/Ibl MUKPOOHOJIOTHYECKHX | (PYK B IepYaTKax) MepcoHaa); cm?

(6aKTEepHONIOTHNYECKHX ) ot 1 1o 10» KOE na
MCCIICIOBAHUH (MCIIBITAHMI) OTIIEYaTOK
ot 1 1o 10» Ha mepUaTKy
ot 1 1o 10" Ha pyKy
(KOE/konTakTHas
TUIACTHHA)
ot 1 mo 10
(KOE/xonTakTHas
MIaCTUHA)

3.7. MVK 4.2.734- CxaTelil BO3IYX ; MukpoOHast KOHTAMHHALUSL oOHapyXeHO/He
99;Muxpobuonormdeckue/6akt | Bosmyx paboueii 30HH ; OOHapyKEHO
€pUOJIOTHYECKHE;IPOUUE Azort ; or 1 no 10~ (KOE/m?)
METO/IbI MUKPOOHOIOTHYCCKUX ot 1 no 10» KOE Ha uamiky
(6aKTEepHONIOTHYECKHX )

MCCIICIOBAHUH (MCIIBITAHMI)
3.8. MY 3182-84;0160p CwmbIBbI (CMBIBBI/OTHEYATKH C Ot60p 1pod YkazaHue auana3oHa He

po06;0T60p MPod

MTOBEPXHOCTEH MOMELICHUH,
000pyJOBaHUs, OAEXKIBI U PYK
(pyx B mepyaTkax) epcoHaia
anTeK);

Tpebyerces: -



L OKyMEeHTHbI,
yCTaHaBnuBawLwme npaBuna

Onpepensiemasi

Nn/n - HanmeHoBaHue o6bekTa KopA oKnpg 2 KoA TH B34 EA3C Ownana3oH onpeaeneHus
1 MeToAbl UccrefoBaHUi xapaktepucTuka (MokasaTtenb)
(ucnbiTaHu) U NU3mepeHun

3.8.

3.9. MYV 3182- CwmbiBbI (CMBIBBI/OTHEYATKH C - Staphylococcus aureus oOHapy»XeHO/He
84;Mukpobuonornyeckne/0akT | MOBEPXHOCTEl MOMEIICHHUA, 00HapyKEHO
€PHOJOTHYECKUE;METO/L 000pyIoBaHus, OJEXKABI U PYK -

TIPSIMOTO TIOCEBA (pyk B IepuaTkax) mepcoHana
anTeK);
BakTepuu rpymisl KUIIEYHO oOHapy KeHO/He
nanouky (BI'KIT) 0OHapyKEHO
3.10. MVYK 4.2.3963-23, n. II.;Ot60p | IIntheBas Boma (Bona - Ot60p npod YkazaHue auana3oHa He

po0;0T60p MPod

MUTHEBAs, B TOM YKCJIIE
BOJIa IIUTHEBAsI, UCIIOJIb3yeMas
VIS OTMBIBKU
TEXHOJIOIHYECKOTO
o0opynoBaHus;

BOJIA [TUTHEBAsI, IOCTYIAOLIASL
Ha (UIBTPBI TIPEAIOATOTOBKH
CHCTEM BOJIOIIOTOTOBKH
(Boza ucxojHas)

)

Tpebyercs: -



L OKyMEeHTHbI,

N/ | Yérarasnusaiowne npasuna HaumeHoBaHMe 06bekTa Kof, oKna 2 Kon TH B[, EA3C Onpeaensiemasn [ManazoH onpegeneHus
M MeToAbl UCCIIe[0BaHMM xapakTepucTtuka (Mokasarens)
(ucnbiTaHu) U NU3mepeHun
3.11. MVK 4.2.3963-23, n. VI ITutbeBas Boga (Boga - - 0O0600m1IeHHBIE KOJIU(POPMHBIC oOHapyXeHO/HE
1.6.3.;MukpoOuonornyeckne/0 | MUTHEBas, B TOM YKCJIE BOJA OakTepuu 00HapyKEHO
AKTEePHOJIOTUYECKUE;METOT MUTHEBAsI, MOCTYIAIOIIAs HA or 1 go 10" (KOE/100cm?)
MeMOpaHHO! GuIbTpanuu (GUIBTPBI IPEAIOArOTOBKU
CHCTEM BOJIONIOATOTOBKH
(Boza ucxogHast)
);
3.12. MVYK 4.2.3963-23, n. V n.5.2.; | IlutheBas Boga (Boxa - - Obuiee MUKpOOHOE YHCIIO -

5.3.;Muxpo6uonoruaeckue/6ax
TEPHOIOTHYECKUE;METO
TIPSIMOTO TIOCEBa

MIUThEBAs, B TOM YUCIIE
BOJIa MUTHEBAsI, UCTIONb3yeMast
JUISL OTMBIBKH
TEXHOJIOTHYECKOT0
000pyIOBaHUS;

Boxa nutheBas pachacoBaHHas
B €MKOCTH (OyTHIMpOBaHHAS)
BoJa nutheBast, MOCTyHaroIas
Ha (UIBTPBI IPEAIOATOTOBKH
CHCTEM BOJIOIIOITOTOBKH

(Bozma ncxomHast)

);

"eHepanbHbI gupektop OO0 "Mukpobuornor”

MognucaHo 3neKTPOHHOM NOANUCHIO

(OMY)

E.H. Anekcangpos

ot 0 go 6omee 300
(KOE/em?)
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                         measurementGroup
                         
                         Количественное определение (антимикробная активность антибиотиков)
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 4501735
                 Микробиологическая чистота
                 ОФС.1.2.4.0002.18
                 
                 1657065600000
                 
                 true
                 false
                 
                   48
                   ОФС
                   Общие фармакопейные статьи
                
                 
                 48
                 false
                 
                 
                 false
                 false
                 п.6.2.2.
                 false
                 
                   
                     1097
                     прочие методы микробиологических (бактериологических) исследований (испытаний)
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             ˂10¹
                             ˃10³
                             
                               669
                               КОЕ/г
                               колониеобразующих единиц на грамм
                            
                             
                             
                          
                           
                             ˂10¹ 
                             ˃10³
                             
                               674
                               КОЕ/мл
                               колониеобразующих единиц на миллилитр
                            
                             
                             
                          
                        
                         measurementGroup
                         137595
                         Escherichia coli
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                  ОФС.1.2.4.0002.15
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 (п.6.6)
                 true
                 
                   
                     1097
                     прочие методы микробиологических (бактериологических) исследований (испытаний)
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         2720
                         Candida albicans
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         
                         
                         Дрожжевые грибы
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 ОФС.1.2.4.0002.18
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 п.10.1
                 true
                 
                   
                     1142
                     метод прямого посева
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             0,1
                             2,0
                             
                               320
                               усл. ед; у.е.
                               условная единица
                            
                             
                             
                          
                        
                         
                         
                         Ростовые свойства (коэффициент прорастания)
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 ОФС.1.2.4.0010.18
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 
                 true
                 
                   
                     1098
                     метод диффузии в агар
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             0
                             10ⁿ
                             
                               1514
                               мкг/мг
                               микрограмм на миллиграмм
                            
                             
                             
                          
                           
                             0
                             10ⁿ
                             
                               34
                               г
                               грамм
                            
                             
                             
                          
                           
                             0
                             10ⁿ ЕД/мг
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         
                         
                         Количественное определение (антимикробная активность антибиотиков)
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 ОФС 42-0067-07, (п.4.1.)
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 
                 true
                 
                   
                     1099
                     метод мембранной фильтрации
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             ˂10¹  
                             ˃10³
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             ˂10¹  
                             ˃10³
                             
                               1229
                               мл
                               миллилитр
                            
                             
                             
                          
                        
                         measurementGroup
                         1243
                         Энтеробактерии
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             ˂10¹    
                             ˃10³
                             
                               34
                               г
                               грамм
                            
                             
                             
                          
                           
                             ˂10¹    
                             ˃10³
                             
                               1229
                               мл
                               миллилитр
                            
                             
                             
                          
                        
                         
                         
                         Энтеробактерии и другие грамотрицательные бактерии
                         
                           0
                           
                        
                      
                    
                  
                   
                     1142
                     метод прямого посева
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             ˂10¹
                             ˃10³
                             
                               34
                               г
                               грамм
                            
                             
                             
                          
                           
                             ˂10¹
                             ˃10³
                             
                               1229
                               мл
                               миллилитр
                            
                             
                             
                          
                        
                         measurementGroup
                         1243
                         Энтеробактерии
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             ˂10¹    
                             ˃10³
                             
                               34
                               г
                               грамм
                            
                             
                             
                          
                           
                             ˂10¹
                             ˃10³
                             
                               1229
                               мл
                               миллилитр
                            
                             
                             
                          
                        
                         
                         
                         Энтеробактерии и другие грамотрицательные бактерии
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 ОФС 42-0067-07, (п.4.1.)
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 
                 true
                 
                   
                     1099
                     метод мембранной фильтрации
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             ˂10¹    
                             ˃10³
                             
                               1094
                               кл./г
                               клеток на один грамм
                            
                             
                             
                          
                           
                             ˂10¹    
                             ˃10³
                             
                               839
                               кл./мл 
                               клеток на миллилитр
                            
                             
                             
                          
                        
                         measurementGroup
                         1243
                         Энтеробактерии
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             ˂10¹    
                             ˃10³
                             
                               1094
                               кл./г
                               клеток на один грамм
                            
                             
                             
                          
                           
                             ˂10¹    
                             ˃10³
                             
                               839
                               кл./мл 
                               клеток на миллилитр
                            
                             
                             
                          
                        
                         
                         
                         Энтеробактерии и другие грамотрицательные бактерии
                         
                           0
                           
                        
                      
                    
                  
                   
                     1142
                     метод прямого посева
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             ˂10¹ 
                             ˃10³
                             
                               1094
                               кл./г
                               клеток на один грамм
                            
                             
                             
                          
                           
                             ˂10¹ 
                             ˃10³
                             
                               839
                               кл./мл 
                               клеток на миллилитр
                            
                             
                             
                          
                        
                         measurementGroup
                         1243
                         Энтеробактерии
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             ˂10¹    
                             ˃10³
                             
                               1094
                               кл./г
                               клеток на один грамм
                            
                             
                             
                          
                           
                             ˂10¹ 
                             ˃10³
                             
                               839
                               кл./мл 
                               клеток на миллилитр
                            
                             
                             
                          
                        
                         
                         
                         Энтеробактерии и другие грамотрицательные бактерии
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 ОФС.1.2.4.0002.18, (п.10.1)
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 
                 true
                 
                   
                     1142
                     метод прямого посева
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             0,1
                             2,0
                             
                               320
                               усл. ед; у.е.
                               условная единица
                            
                             
                             
                          
                        
                         
                         
                         Ростовые свойства (коэффициент прорастания)
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 ОФС.1.2.4.0002.18, (п.10.1.)
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 и иные утвержденные в установленном порядке нормативные документы, конкретизирующие применение метода исследования (испытания), измерения, устанавливающие требования к лекарственным средствам, зарегистрированным в установленном порядке и включённым в Государственный реестр лекарственных средств и включённым в Государственные реестры лекарственных средств для ветеринарного применения государств - членов Евразийского экономического союза 
                 true
                 
                   
                     1142
                     метод прямого посева
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             0,1
                             2,0
                             
                               320
                               усл. ед; у.е.
                               условная единица
                            
                             
                             
                          
                        
                         
                         
                         Ростовые свойства (коэффициент прорастания)
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 4516116
                 Вода для инъекций
                 ФС.2.2.0019.18
                 
                 1649808000000
                 
                 true
                 true
                 
                   47
                   ФС
                   Фармакопейные статьи
                
                 
                 47
                 false
                 
                 
                 false
                 false
                 ОФС.1.2.4.0002.18, (п.12.2.) и иные утвержденные в установленном порядке нормативные документы, конкретизирующие применение метода исследования (испытания), измерения, устанавливающие требования к лекарственным средствам, зарегистрированным в установленном порядке и включённым в Государственный реестр лекарственных средств и включённым в Государственные реестры лекарственных средств для ветеринарного применения государств - членов Евразийского экономического союза 
                 false
                 
                   
                     1099
                     метод мембранной фильтрации
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         137595
                         Escherichia coli
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         144231
                         Pseudomonas aeruginosa
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         148105
                         Staphylococcus aureus
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 ФС.2.2.0019.18
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 ОФС.1.2.4.0002.18, (п.12.1) 
                 true
                 
                   
                     1099
                     метод мембранной фильтрации
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         137595
                         Escherichia coli
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         144231
                         Pseudomonas aeruginosa
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         148105
                         Staphylococcus aureus
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             менее 1
                             10ⁿ
                             
                               677
                               КОЕ/100 мл
                               колониеобразующих единиц на сто миллилитров
                            
                             
                             
                          
                        
                         
                         
                         Общее число аэробных микроорганизмов (бактерий и грибов)
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 ФС.2.2.0020.18
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 ОФС.1.2.4.0002.18, (п.12.2.)
                 true
                 
                   
                     1099
                     метод мембранной фильтрации
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         137595
                         Escherichia coli
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         144231
                         Pseudomonas aeruginosa
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         148105
                         Staphylococcus aureus
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             менее 1
                             10ⁿ
                             
                               677
                               КОЕ/100 мл
                               колониеобразующих единиц на сто миллилитров
                            
                             
                             
                          
                        
                         
                         
                         Общее число аэробных микроорганизмов (бактерий и грибов)
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 ФС.2.2.0020.18
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 true
                 false
                 ОФС.1.2.4.0002.18, (п.12.2)
                 true
                 
                   
                     1099
                     метод мембранной фильтрации
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     true
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         137595
                         Escherichia coli
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         144231
                         Pseudomonas aeruginosa
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         148105
                         Staphylococcus aureus
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             менее 1
                             10ⁿ
                             
                               674
                               КОЕ/мл
                               колониеобразующих единиц на миллилитр
                            
                             
                             
                          
                        
                         
                         
                         Общее число аэробных микроорганизмов (бактерий и грибов) 
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 Европейская фармакопея
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 п.2.6.12.
                 true
                 
                   
                     1099
                     метод мембранной фильтрации
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             1
                             10ⁿ 
                             
                               677
                               КОЕ/100 мл
                               колониеобразующих единиц на сто миллилитров
                            
                             
                             
                          
                        
                         measurementGroup
                         2656
                         Общее число аэробных микроорганизмов
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             1
                             10ⁿ 
                             
                               677
                               КОЕ/100 мл
                               колониеобразующих единиц на сто миллилитров
                            
                             
                             
                          
                        
                         measurementGroup
                         2657
                         Общее число дрожжевых и плесневых грибов
                         
                           0
                           
                        
                      
                    
                  
                   
                     1142
                     метод прямого посева
                     true
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                  
                
              
               
                 
                 Европейская фармакопея
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 п.2.6.13.
                 true
                 
                   
                     1097
                     прочие методы микробиологических (бактериологических) исследований (испытаний)
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             ˂10¹
                             ˃10³
                             
                               1094
                               кл./г
                               клеток на один грамм
                            
                             
                             
                          
                           
                             ˂10¹
                             ˃10³
                             
                               839
                               кл./мл 
                               клеток на миллилитр
                            
                             
                             
                          
                        
                         
                         
                         Грамотрицательные бактерии, устойчивые к желчи (энтеробактерии)
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 Европейская фармакопея
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 п.2.6.13. (4-2)
                 true
                 
                   
                     1099
                     метод мембранной фильтрации
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         137595
                         Escherichia coli
                         
                           0
                           
                        
                      
                    
                  
                   
                     1142
                     метод прямого посева
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         137595
                         Escherichia coli
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 Европейская фармакопея
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 п.2.6.13. (4-3)
                 true
                 
                   
                     1099
                     метод мембранной фильтрации
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         
                         
                         Salmonella
                         
                           0
                           
                        
                      
                    
                  
                   
                     1142
                     метод прямого посева
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         
                         
                         Salmonella
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 Европейская фармакопея
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 п.2.6.13. (4-7)
                 true
                 
                   
                     1097
                     прочие методы микробиологических (бактериологических) исследований (испытаний)
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         2720
                         Candida albicans
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 Европейская фармакопея
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 п.2.6.12. и иные утвержденные в установленном порядке нормативные документы, конкретизирующие применение метода исследования (испытания), измерения, устанавливающие требования к лекарственным средствам, зарегистрированным в установленном порядке в иностранных государствах и включённым в Государственный̆ реестр лекарственных средств
                 true
                 
                   
                     1142
                     метод прямого посева
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             1
                             10ⁿ 
                             
                               677
                               КОЕ/100 мл
                               колониеобразующих единиц на сто миллилитров
                            
                             
                             
                          
                        
                         measurementGroup
                         2656
                         Общее число аэробных микроорганизмов
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             1
                             10ⁿ 
                             
                               677
                               КОЕ/100 мл
                               колониеобразующих единиц на сто миллилитров
                            
                             
                             
                          
                        
                         measurementGroup
                         2657
                         Общее число дрожжевых и плесневых грибов
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 4512850
                 Государственная Фармакопея Республики Беларусь
                 Государственная Фармакопея Республики Беларусь
                 
                 1682467200000
                 
                 true
                 true
                 
                   3
                   ГОСТ
                   Межгосударственные стандарты, принятые в качестве национальных стандартов РФ
                
                 
                 3
                 false
                 
                 
                 false
                 false
                 ОФС 2.6.12. (п.4-7.) и иные утвержденные в установленном порядке нормативные документы, конкретизирующие применение метода исследования (испытания), измерения, устанавливающие требования к лекарственным средствам, зарегистрированным в установленном порядке в иностранных государствах и включённым в Государственный̆ реестр лекарственных средств 
                 false
                 
                   
                     1099
                     метод мембранной фильтрации
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         2720
                         Candida albicans
                         
                           0
                           
                        
                      
                    
                  
                   
                     1142
                     метод прямого посева
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         2720
                         Candida albicans
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 ГФ Республики Беларусь, ОФС 2.6.12.
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 п.4-5 и иные утвержденные в установленном порядке нормативные документы, конкретизирующие применение метода исследования (испытания), измерения, устанавливающие требования к лекарственным средствам, зарегистрированным в установленном порядке в иностранных государствах и включённым в Государственный̆ реестр лекарственных средств 
                 true
                 
                   
                     1097
                     прочие методы микробиологических (бактериологических) исследований (испытаний)
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             наличие/отсутствие
                             5
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         2584
                         Антимикробное действие
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 ГФ Республики Беларусь, ОФС 2.6.13. 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 (п.4-1-2.)
                 true
                 
                   
                     1097
                     прочие методы микробиологических (бактериологических) исследований (испытаний)
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         
                         
                         Грамотрицательные бактерии, толерантные к желчи (бактерии семейства Enterobacteriacae))
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 ГФ Республики Беларусь, ОФС 2.6.13. (п.4-3.)
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 и иные утвержденные в установленном порядке нормативные документы, конкретизирующие применение метода исследования (испытания), измерения, устанавливающие требования к лекарственным средствам, зарегистрированным в установленном порядке в иностранных государствах и включённым в Государственный̆ реестр лекарственных средств 
                 true
                 
                   
                     1099
                     метод мембранной фильтрации
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         
                         
                         Salmonella
                         
                           0
                           
                        
                      
                    
                  
                   
                     1142
                     метод прямого посева
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         
                         
                         Salmonella
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 ГФ Республики Беларусь, ОФС 2.6.13. 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 (п.4-7)
                 true
                 
                   
                     1097
                     прочие методы микробиологических (бактериологических) исследований (испытаний)
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         2720
                         Candida albicans
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 ГФ Республики Казахстан
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 (п.2.6.12.) и иные утвержденные в установленном порядке нормативные документы, конкретизирующие применение метода исследования (испытания), измерения, устанавливающие требования к лекарственным средствам, зарегистрированным в установленном порядке в иностранных государствах и включённым в Государственный̆ реестр лекарственных средств
                 true
                 
                   
                     1142
                     метод прямого посева
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             менее 10
                             10ⁿ
                             
                               669
                               КОЕ/г
                               колониеобразующих единиц на грамм
                            
                             
                             
                          
                           
                             менее 10
                             10ⁿ
                             
                               674
                               КОЕ/мл
                               колониеобразующих единиц на миллилитр
                            
                             
                             
                          
                        
                         
                         
                         Бактерии
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             менее 10
                             10ⁿ
                             
                               669
                               КОЕ/г
                               колониеобразующих единиц на грамм
                            
                             
                             
                          
                           
                             менее 10
                             10ⁿ
                             
                               674
                               КОЕ/мл
                               колониеобразующих единиц на миллилитр
                            
                             
                             
                          
                        
                         
                         
                         Грибы
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             менее 10
                             10ⁿ
                             
                               669
                               КОЕ/г
                               колониеобразующих единиц на грамм
                            
                             
                             
                          
                           
                             менее 10
                             10ⁿ
                             
                               674
                               КОЕ/мл
                               колониеобразующих единиц на миллилитр
                            
                             
                             
                          
                        
                         
                         
                         Общее число жизнеспособных аэробных микроорганизмов
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 99501
                 Санитарно-микробиологический анализ питьевой воды
                 МУК 4.2.1018-01
                 
                 1535673600000
                 
                 true
                 true
                 
                   25
                   МУ/МУК
                   Методические указания
                
                 
                 25
                 false
                 
                 
                 false
                 false
                 (п.8.2.)
                 false
                 
                   
                     1099
                     метод мембранной фильтрации
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             1
                             10ⁿ 
                             
                               669
                               КОЕ/г
                               колониеобразующих единиц на грамм
                            
                             
                             
                          
                           
                             1
                             10ⁿ 
                             
                               674
                               КОЕ/мл
                               колониеобразующих единиц на миллилитр
                            
                             
                             
                          
                        
                         measurementGroup
                         132097
                         Термотолерантные колиформные бактерии (ТКБ)
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         132544
                         Термотолерантные колиформные бактерии (ТКБ) в 100 мл
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 99404
                 Методические указания по внедрению и применению санитарно-эпидемиологических правил и нормативов СанПиН 2.1.4.1116-02 "Питьевая вода. Гигиенические требования к качеству воды, расфасованной в емкости. Контроль качества"
                 МУ 2.1.4.1184-03
                 
                 1531699200000
                 
                 true
                 true
                 
                   25
                   МУ/МУК
                   Методические указания
                
                 
                 25
                 false
                 
                 
                 false
                 false
                 приложение 8
                 false
                 
                   
                     1099
                     метод мембранной фильтрации
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             1
                             10ⁿ 
                             
                               669
                               КОЕ/г
                               колониеобразующих единиц на грамм
                            
                             
                             
                          
                           
                             1
                             10ⁿ 
                             
                               674
                               КОЕ/мл
                               колониеобразующих единиц на миллилитр
                            
                             
                             
                          
                        
                         measurementGroup
                         132098
                         Общие колиформные бактерии (ОКБ)
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         132518
                         Общие колиформные бактерии (ОКБ) в 300 мл
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 4507200
                 Методы лабораторных исследований и испытаний дезинфекционных средств для оценки их эффективности и безопасности
                 Р 4.2.2643-10
                 
                 1626134400000
                 
                 true
                 true
                 
                   22
                   Р, ПР, РД, РМГ
                   Руководящий документ
                
                 
                 22
                 false
                 
                 
                 false
                 false
                 
                 false
                 
                   
                     1142
                     метод прямого посева
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             подтверждено/не подтверждено
                             195
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         134184
                         Антимикробная активность
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 
                 ГОСТ 32852
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 
                 false
                 false
                 
                 true
                 
                   
                     1142
                     метод прямого посева
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         2720
                         Candida albicans
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         137595
                         Escherichia coli
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         144231
                         Pseudomonas aeruginosa
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             обнаружено/не обнаружено
                             2
                          
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                        
                         measurementGroup
                         148105
                         Staphylococcus aureus
                         
                           0
                           
                        
                      
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             1
                             10ⁿ 
                             
                               669
                               КОЕ/г
                               колониеобразующих единиц на грамм
                            
                             
                             
                          
                           
                             1
                             10ⁿ 
                             
                               674
                               КОЕ/мл
                               колониеобразующих единиц на миллилитр
                            
                             
                             
                          
                        
                         measurementGroup
                         132346
                         Мезофильные аэробные микроорганизмы
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 4512644
                 Продукция парфюмерно-косметическая. Микробиология. Подсчет и обнаружение мезофильных аэробных бактерий
                 ГОСТ ISO 21149-2020
                 
                 1646352000000
                 
                 true
                 false
                 
                   3
                   ГОСТ
                   Межгосударственные стандарты, принятые в качестве национальных стандартов РФ
                
                 
                 3
                 false
                 
                 
                 false
                 false
                 
                 false
                 
                   
                     1099
                     метод мембранной фильтрации
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             1
                             10ⁿ 
                             
                               669
                               КОЕ/г
                               колониеобразующих единиц на грамм
                            
                             
                             
                          
                           
                             1
                             10ⁿ 
                             
                               674
                               КОЕ/мл
                               колониеобразующих единиц на миллилитр
                            
                             
                             
                          
                        
                         measurementGroup
                         132346
                         Мезофильные аэробные микроорганизмы
                         
                           0
                           
                        
                      
                    
                  
                   
                     1142
                     метод прямого посева
                     false
                     
                       551
                       Микробиологические/бактериологические
                       true
                    
                     false
                     
                       
                         
                           
                             
                             
                             
                               0
                               
                               
                            
                             
                             
                          
                           
                             1
                             10ⁿ 
                             
                               669
                               КОЕ/г
                               колониеобразующих единиц на грамм
                            
                             
                             
                          
                           
                             1
                             10ⁿ 
                             
                               674
                               КОЕ/мл
                               колониеобразующих единиц на миллилитр
                            
                             
                             
                          
                        
                         measurementGroup
                         166856
                         Мезофильные анаэробные микроорганизмы
                         
                           0
                           
                        
                      
                    
                  
                
              
               
                 4502065
                 Продукция парфюмерно-косметическая. Микробиология. Обнаружение Escherichia coli
                 ГОСТ ISO 21150-2018
                 
                 1592265600000
                 
                 true
                 true
                 
                   3
                   ГОСТ
                   Межгосударственные стандарты, принятые в качестве национальных стандартов РФ
                
                 
                 3
                 false
                 
                 
                 false
                 false
                 
                 false
                 
                   
                     1099
                     метод мембранной фильтрации
                     false
                     
                       551
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