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IIporuBo3NMUIEMHUYECKOE NIPEIHA3HAYCHUE MPUMEHECHUS Ae3UH(PUIMPYIOIINX CPEICTB

Cdepa npuMeHeHHs 1e3CPENCTB

HcTouHHK BbIIeIeHUs O0cemeHeHHBIE BO30OYIUTEJISIMH Pa3IHYHbIE BocnpuuM4uBbIi
BO30yauTeIell MHpeKuumii 00beKThI, KAK NOTeHIHAJIbHbIE (PAKTOPBI Neperavyu K TOH WJIM MHOI

o = 1 pacnpocTpaHeHust Bo30yanTess HHpeKInu: uHpexumu
boJubHoil unpexuuei
| gy YeJIOBeK
HJIA HOCHTE/Ib

’KuBble nepeHOCYNKH Bo3znyx, Boga, NpoayKThl
HACEKOMBIe, TPBI3YHbI

T mem— IToBepxHOCTH MOMELIEHUH U
ILIECHEBBIMA TPHOAMH HAXOAAIIUXCHA B HUX 00bEKTOB

Pyxku, onexna
DOJIE3HETBOJ 0O0JIbHBIX 1 HUX OKPYKAIOIIUX

HBbIE

Camn. - Tex. 00opynoBanue

MHUKPOOPTraHU ' Boiaesiennsi u 6ejibe 00JbHBIX

IIpeameTsl yxona u 00CTAaHOBKU

HMMH, ncnoyib30BaHHbIE
y 00JIbHBIX

Ob6ecneyeHue achhpeKTUBHOrO YHUUTOXEHUA (YMepLUBIieHUS) 60M1e3HeTBOPHbLIX MUKPOOPraHN3MoB

Ha (MK B) o6beKTax , ABNAKLWMXCA NOTeHUManbHbIMU pakTopamMu nepeaavum Bo3dyautenen

MHdeKunn, B Lensax npeaorepaweHUA BOSHUKHOBEHUA U pacnpoCTpaHeHUA pasfMyHbIX
MH(EKLUNOHHBbIX 3aboneBaHU cpeau noagen Yepes 3T 00 LEKTbI




Taomuua 1 - JluHamMuka pa3spadoTKH M PerucTpalym Je3CpeacTB A

MEAUNUHCKON MPAKTUKHN HA OCHOBE OCHOBHBLIX I'PYIIII
NEUCTBYOIUX BellecTB

He3cpenctBa Ha ocHoBe aenucTByOWMUX | KonuyecTBo 3aperMcTpupoBaHHbIX Ae3CpeacTB
BewecTB (AB): (vcknrovyasa KOXHble aHTUCENTUKU) Ha NepuUoA;:
1.01.2001 | 1.01.2004 | 1.01.2006 | 1.10.2011 | 1.10.2011
(Bcero) (c uckycctBeHHO
3aBbIlWEHHbIMU
no
achheKTUBHOCTHN
pexumamn)
xnopcopepxawux B 44 31 45 62 2
Kucnopoacogepxawmux 1B 1 nx komnosnumm 19 27 34 57 14
¢ YAC, cepebpom, pAp.
anbgernacoaepxawmx B 13 19 15 23 14
komnosunuun n3 2 AB (anbgerngbl u YAC) 15 26 36 58 20
HAC 40 63 73 124 37
komnosuuui us 2 B (YAC n amuHa) 4 14 14 52 10
Komnoauuun n3 2 B (HAC u NMrMmrx) 11 13 25 47 17
Komnoszunuui ns 3 1B (HAC, amuxa u NMIrMrx) 0 1 4 26 23
UTOIO Ha KOHKpeTHLIN NepuoAa: 146 194 246 449 147




Tabnuua 2 - PeXxxumbl npuUMeHeHnsA aHallorn4yHbIiX Ae3cpencTB Ha OCHOBE TOJIbKO

YAC, BblaaHHbIe aKKpeanToBaHHbIMU UCNbITaTeJIbHbIMAN LEHTPaMU

CoctaB OpraHusauus - MpepnucbiBaemMas KOHUEHTpauus pacTtBopa gescpencrtea (no [1B) npu
nescpencrea ucnbiTatenb u akcnosvumn 60 MUHYT AnsA:
paspaboTumk Ae3vHpekun | nesuHdekun | pesmndek- | crepunusa- | ABY
MHCTPYKUMIO n (6aktepun, [ n uuu UMH uuu UMH
(Foa u Ne Kpome (Ty6epkynes +COo
WHCTPYKLMK) TyGepKynesa | U BUpYCblI
TMNa
nonuomue-
nura)
«OKOMMUH — uny, «<PHUUTO» UM 0,01% 0,12% 0,32% 2%) 2%
PopTer» P.P. BpeaeHa, (10
(40% YAC v BCn. mny UHANOS, MWH.)
KOMMOHEHTbI) 2005 r.Ne016-1/2005
«3kopnes-75» To xe 0,012% 0,34% 0,34 % 2% 2%
(37,5% YAC n (20057, (10 MuH)
BCN. KOMMOHEHTbI) N2014-2/2005)
«dkoaes» To xe 0,013% 0,35% 0,35% 2% 2%
(50% YAC u BCHh. (2005 r, (10 MuH)
KOMMOHEHTbI) N2013-1/2005)
«DKOMUH» To xe 0,013% 0,2% 0,4% 3,2% (3,2%
(53,7% YAC n (2005 . (120 muR) (15 mMuH(
BCH. Ne011-1/2005)
KOMMOHEHTbI)
«HoBope3» To xe 0,025% 1% - - -
(50% YAC v BCn. (2005 r-.
KOMMOHEHTbI) N2006-2/2005)
«CenTtopop» HUUAQ 0,05% 1,5% - - -
(50% cmech | (2004 r.Ne1-1/2004)
YAC)




Ta6bnuua 3 - CnopouunagHasa aktTuBHocTb YAC, ncnonb3yeMbiX B KayecTBe
cy6ctaHuum (OB) y MHOrnx sapermctpmpoBaHHbIX

ges3cpencTtse
WUcxoaHas OcTaTo4yHas KOHUEeHTpaLUs XXUBbIX
KoHuenTpaums KOHLIeHTpauums cnop B Ae3pacTBope 4epes... MUH.,
He3uHdekTaHT | pabouero Cnopbl TecT- cnob B cnop-cm?
Ha ocHoBe YAC | pactBopa, % KyNnbTypbl .qesSaTBope
(no OAB) cnop-cm® ’ 60 120
B.anthracis (1,490,26) 108 (1,390,05) 108 (1,42£0,11) 108
(wT. CTU-1)
«fensTammuHy, 25 B.subtilis (1,09£0,22)10% | (1,090%0,16) 10® | (1,04£0,05) 10°
Poccus ’ (UJT. 3)
(50% YAC)
B.cereus (wT.96) | (1,13£0,06)108 (1,080,1) 108 (1,0%0,05) 108
50 B.anthracis (3,4%0,3)-108 (2,8%0,3)-108 (2,310,3)-108
’ (wT. CTU)
B.anthracis (3,4%0,3)-108 (3,310,3)-108 (3,210,1)-108
(wT. CTU)
«ApkBag
MCB-50» , 50 B.subtilis (1,7£0,2)-108 (1,610,2)-108 (4,5%0,2)-107
LBeuus ’ (w. 3)

(50% YAC)

B.cereus(wT.96)
n3 HUMQ

(3,240,2)-108

(3,0£0,1)-108

(1,3%0,1)-108




Tabnuua 4 - PeXXxmmbl NPUMMeHeHUs 0OHOro U TOro e Ae3cpencrtBa Ha OCHOBE TOJIbLKO

YAC, BblaaHHble B aKKpeaAUTOBaHHbIX UCMbITaTeSIbHbIX LLEeHTpaXx.

CoctaB OpraHusauus - MpeanucbiBaeMasa KOHUEHTpauusa pacTtBopa gescpeacrtBa (no [B)
nescpencrea ucnbiTatenb u npuv akcnosuumn 60 MUMHYT onA:

paspaborumk Ae3vHdeKkun | AesuHdeKun | crepunusa-umm | ABY

MHCTPYKLUIO " " AMH

(Foa u Ne (6akTepum, (Ty6epkynes

MHCTPYKLMM Kpome M BUPYCbI

TybGepkynesa | Tuna
nonuomue-
nura)
«BenToneH» HUUA, 0,2% 0,8% Het Het
(20 % knaTpata HUW um. O.U.
YAC v BCH. BMBal'Il-Iollll?’lzlﬁ?-lrﬁ
onr ,
KOMMOHEHTHI) (2003 T,
Ne010-02-U)
«BenTtoneH» uny «PHUNTO» um P. 0,025% 0,2% Het 0,4%, 30 muH,
(20% knatpata P. Bpegena UIL,
YAC v BCH. ®ry3 LHUKS, 50 °C,
KOMMOHEHTbI) (2006 T, Ha4. TeMieparypa
N2003-05/06-1) pacteopa
«BenTorpaH» unu orys 0,19% 1,4% Het HeT
(95% knaTpart UHUND,
::N(l:ng:::'l:bl B (2003 r,
BMAE MeNKnX Ne013-06-11)
rpaHyn)
«BenTtorpaH» nny «PHUNTO» 0,048% 0,48% 0,48% , 50°C 3,9%, 15 MuH
95% um P.P. BpeneHa, HavanbHas °
WACwsen | MILOTY3 remnepa-Typa 20 °C
) pacTtBopa

KOMMNOHEHTbI B (2007 r

BuAe Menkux
rpaHyn)

Ne005-10/07-1)




MeTtoanueckue pekomeHaanuu. «O00CHOBaHUA BbIOOPAY XUMHUYECKUX
Ae3MHUUUPYHOLIIUX U CTEPUIUBYIOIINX CPEICTB AJ IPUMEHEHUS B
OpPraHu3alMAaAX, 3AHUMAKIIUXCH MeIULMHCKON AeATEeJbHOCTHI0»

MP 3.5.1 - 12 (mpoekr)

Ony6ankoBaHbl Ha caiiTe info@niid.ru, o6cy:kaennl B Hosiope 2011 1 3a
«KPYIUIBIM CTOJIOMY», IpoBeaeHHOM B HUN /I, oTKOppEeKTHUPOBAHBI € Y4E€TOM
3aMEYaHU U NPeNI0KEeHMN.

JlokyMeHT pa3pa0doTaH B moMoub dnujaemMuosioram u nepconaiay JIIIO Ha ocHoBe
NAHHBbIX HAYKU U NPakTUKU cnenuaaucramu HUNJL ¢ yuacTuem Beayuux

CIEHAJTNCTOB CTPAHBDIL.
10 cuX mop He MoxkeT BoIUTH U3 Jadupuntos POCIIOTPEBHA JI3OPA

Liutara u3 JOKyMeHTa:

«He 00s121210T CIOPOLMIHON AKTUBHOCTHIO cpecTBa Ha 0CHOBe UAC, mosiMMepHBIX U
MOHOMEPHBIX MPOU3BOJAHBIX T'YAHHUAMHA, TPETHYHBIX AJIKWJIAMUHOB, CIMPTOB,
NMPOU3BOAHBIX (JEHOIOB M KOMIIO3UIIMOHHbIE COCTABBLI HA OCHOBE ITUX COEIMHECHUM,
HE3aBUCUMO OT KOHIEHTPALUN MOCJIEHNX B CPEACTBE WIH ero padounx pacTBopax.

WX HeJib3 NPUMEHSATH HU JIS Ie3MH(peKINH 00beKTOB, KOHTAMUHUPOBAHHBIX
O0akTepusiMmm B criopoBoii gopme, HM IS 1e3MH(PEKINH BHICOKOTO YPOBHS H/I0CKOIOB
(ABY), ucnosib3yeMbIX IPU HECTEPUJIbHBIX YHA0CKONNYECKUX MAHUITYJIAUMAX, HH IS
CTePWIN3ALMHU U31eJINH MeTUIIMHCKOTO HA3HAYEHUSD).



Pexumbl NnpUuMeHeHus aHaNoru4vHbIX ge3cpeanctB Ha oCHoBe Ha ocHoBe YAC m MMIX

, BblAadaHHbI€ aKKpeaAMTOBAHHbLIMU UCMNbITAaTeJIbHbIMU LLEHTPaMU

3% amMuuHa,
7% MrMrx n
BCIM.KOMI.)

(2009 r. Ne 3)

CoctaB KTo ucneitbiean | MNMpeanucbiBaemasi KOHUEHTpauua pacTtBopa gescpeactsa (no [B) npu
Aescpeacrtea CcCpeAcTBo U akcno3umuum 60 MUHYT anA:

paspabortan

MHCTPYKLMIO Ae3vHdekummn | aesnHdgek- Ae3unHdek- ctepunusa- | ABY

(Foa n Ne (6akTepum, uun (Bo36. uuu UMH umn MMH

I/IHCprKLI,VIVI) Kpome Ty6epKyne3 + MNCO

BO3OyauTens amun
TybGepKkynesa) | pe3ucreH-
THble
BUPYChbI)

«BeHpenuH» nnuy 0,012% (0,06% (0,11%) - 0,36% B
(11% YAC, «PHAUTO» um B CymMMe B CymMMe) B CymMMe cymme
1% NMrMrx n P.P. BpeneHa, (30 MuH.)
BCH. (2009 T.)
KOMMOHEHTbI)
AMUKCUONHY» nnu «PHUMTO» 0,002%, B 0,05%, 0,05% B 0,5% B 0,4% B
(7% YAC, um P.P. cymMmme B CymMMe cymme cymMmme cymMmme
10% amuuna, | BpeneHa,
3% NrMrx wn
BCIH. (2008 I.
komnoHeHTb!) | N202/08)
«®PpucenT- munu 0,0019% B 0,038%, B 0,057% B 0,66% OB B 0,5% B
Mamma» «PHAUTO» um cymMmme cymMmme cymMmme cymMmme cymMmme
(9% YAC, P.P. BpeneHa,




N3 npoekra ,Z[OKIYMeHTa . «MeToauyeckne peKoMeHAaluu.
MP 3.5.1. - 12, MockBa 2012

5 MuHnManbHble KOHLEeHTpauun
HEKOTOPbIX AeNCTBYKOLMX BeleCcTB B padbounx pactBopax Ae3nHhnumpyrowmx
cpeAcTB npu 6akTtepuanbHbIX (Kpome Tybepkynesa) MHdeKLusx

JleficTBYIOIIEE BEHIECTRO KonuenTpamnusi padoyero pactsopa mo

AeHCTBYHOILEMY BelecTBy, %

YerBepTUYHbIC AMMOHHEBbIE He menee 0,02

coeIMHEeHUS

IMosmmMepHbIe NPOU3BOAHbIC TYaHUIUHA He menee 0,05

TperuyHbie aIKUJIAMHHBI He menee 0,01
KoMNno3uInu HA 0CHOBE HeCKOJIbKHX He menee 0,01 (ggufgg‘ﬁg JeHCTBYI0MIHX

MNEPECIUCTCHHDBIX BbIIIEC HQﬁCTByIO].HHX
BeIIECCTB

HarpueBasi coJib JMXJIOPU30LHAHYPOBOH

KHCJIOTBI He menee 0,015 (10 akTuBHOMY XJI0pPY)

Ilepexkucs Bogopoaa He menee 3,0




He pe3pacTBop, a npMKopMKa ANs MUKPOOpPraHM3mMoB!

Tabauua 6 — KOHHEHTPAUMH e CTBYIOIIUX BelIeCTB B 0aKTEPUUMAHBIX PAa00YMX PACTBOPAX HEKOTOPBIX
J1€3CPeCTB B CONOCTABJIECHHH € COCTABOM BO/bI

CocTaB KTo ucneiteiean | HasHauyeHue n n | JonycruMoe cogep:kaHue
Aescpeacrea cpeacTeo u npeanucbiBaeMbin pexum | (CaunlluH 2.1.4.1074-01) B
paspaboTan NnpUMeHeHNA ae3cpeacTBa MUTHEBOI BOIOMPOBOIHOI BoIE
UHCTPyKUMIO Llenesoe OHLEHTD AL BEIlleCTB, CIOCOGHBIX 0KA3BIBATH
(Fon HeHTpau 0aKkTepHoCTaTHYECKOE AeiicTBHE HA
perncrpauumm Ha3Ha4eHue: cpepctBa no 1B MHKDOOPraHH3MbI 111
v Bpehfﬂ HeiiTpaausoBats YAC u ap. /IB
BO34ENCTBUA:
«fesaBug +» I Ae3nHdekuuns 0,006% B cymme | Xuopuasl - 0,035 % (350 mr/om 3);
(9% ArMmrx, R00s e (6akTepun, Keaeso - 0,0001% (10 Imr/am 3);
0 r Kpome ’ ’
1% YAC) Ne-01/08) | TyGepkynesa) Mexs - 0,0001%  (Imr/am );
®T1op- 0,00015% (1,5 mr/am 3);
«Huka AMuumny L To sxe 0,0011% 8 HABP(aHI/IOH-aKTI/IBHble) -0,00003%
(8% YAC, «PHUUTO» cymme, 60 MUH. ’ °
1,9% amuHa, (2010r.) (0,3 mr/um)
1,9% MrMrx n
BCIMOM.
KOMMOHEHTbI
«OKBUBANeHT» I To xe (0,0006% B
(9% YAC, «PHAUTO» cymme, 90 MUH.
2% aMuHa, (2011 r.)
2,5% MrMrx n
BCMOM.
KOMMOHEHTbI
ﬁﬂewwn HUM 34 u TOC | Obe3sapaxusan 01,04 Mr/a1 10
OHIEHTPAaT» _ e NIUThHEBOU
(42,2% NIMIX, VAL Chic- bt menTpasn- 0.4 mrim, |
7,8% YAC ) Ha 30BAHHOIO (OT 0,000004 Yo
2010 NeJIK-02/10 | BogocHaO:xeHUS 10 0,00004% )




«HanuoHajbHass KOHUeNUMA NPOGUIAKTUKU UH(PEeKIUH,

CBHA3AHHbLBIX C OKa3aHUEM MeIlI/IIII/IHCKOi/i MOMOIIIH .

YTBep:kaena [l1aBHbIM rocyiapcTBeHHbIM CAHUTAPHBIM Bpauom P®
6 HosiOps 2011 .

3.11. MNoBbiweHne 3 heKTUBHOCTU Ae3UH(PEKUNOHHbIX
U CTepUNU3auMOHHbIX MEePONPUATUMN.

«B nocnegHue roasl B Poccun HabnogaloTca cny4vyam permctpauum u
BHeApPEHUA B NPaAKTUKY 3apaBooxXpaHeHUs Headp(peKTUBHbIX
Ae3UH(PEeKUMOHHbIX cpeacTB, Ae3UH(EeKUMOHHOIro U
CTepuinin3aunoHHOro oGopy.qosava, YTO CBA3aHO C omcymcmeueM
80 MHO2UX cJlyqasix O0JDKHOU KeanuguyupoeaHHOU e20
3KCriepmHoOU OUEHKU».



Tabémmua 7 -JIluHaMHKa BHEAPEHUS Ae3CPEIACTB U Ka4eCTBAa UX IKCIEPTU3bI IPH

perucrpamnuu

[e3cpencrsa Ha OCHOBe

KonuuyecTtBO ae3cpencTB (UCKMOYaa aHTUCENTUKU) Ha

Aencrteyrowmnx Bewects (OB): nepuoa:
2004 . 2011 r.(Ha ocHOBe aHanM3a MHCTPYKLUUMN , ONyONIMKOBaHHbIX Ha
cante «AE3PEECTP»)
Bcero C coMHUTenbHbIMU NO 3hPeKTUBHOCTH
pexumamm unu ccepon NnpuMeHeHus
xnopcoaepxawux B 31 62 2
Kucnopoacoaepxawunx B u nx 27 57 14
komno3uuum ¢ YAC, cepebpom, Aap.
anbgerunacoaepxawux B 19 23 14
KoMMNo3uuuun anbaernacopepxawmx 26 58 20
OB n YAC
HAC 63 124 37 (8 crepunsnToB)
komno3nuuun YAC n ammHa 14 52 10 (3 crepunsinta)
komno3suuun YAC 1 ryaHnauHa 13 47 17 (5 ctepunsnToB)
komno3sunumm YAC, amuHa n 1 26 23 (10 crepunsnTos)
ryaHmamHa
UTOro: 194 449 13 7 (50% w3 ony6nukoBaHHbLIX Ha canTe
(277 c 2004) | DE3PEECTP cpepacTs,

3aperucTpMpoBaHHbIX Nocre
2004 r.)




Cucrema UCIILITAHUSA, PETUCTPALUN U CepTUPUKALNN Ae3CPEACTB
10 2005 r

Mpepnaraemoe K
perncrpauum

B POCCUU
Ae3cpencTso

HHWA: <
ucnbiTaHUe No oueHKe CooTBeTCTBUA (pus.- B HUM XTI, HUUN mon., nuBo-6e3anko., Msicpon npom
XUM. (mpu TecHeMIIEM METOAMYECKOM B3auMMO/Iec-
nokasatensaMm, A0e3aKTUBHOCTU U TOKCUYHOCTMH,. .
0TpaboTKa PeXUMOB NPUMEHEHUS Teun ¢ HUWA/I u koHTpoIIe ):

B MeAMLMUHCKOW NpaKTuKe OLIEHKA MPHUTOJHOCTH U 0TPAdOTKA LeJIeBbIX
PEKUMOB IPMMEHEHHUS HA COOTBETCTBYOIIUX

NMpeaBapuTenbHoe obcyXxaeHue pes3ynbLTaToB OTPAC/IeBbIX 00beKTaxX
nccnegoBaHumn
Ha metogkomuccun HTC HAUA eKT HHCTPYKIMH HA YTBepxaeHue
YTBepKAeHHne

WHCTPYKLMUMN 1
3acnywuBaHue Ha 3acefjaHun GenepanbHoit == IIpoToxon ¢ pekomenna- DT T

- Heil perucTpanum cpeacrsa cpeacrea B
KoMuccumm akcnepTHbIX 3aKOYeHU, sPOCIII)OT eﬁgauso ep A POCEOTpeﬁnauso
obcyxne- p A30p

Hue ux n apyrux martepmanoB (HTH, npoeKkTbl e Fi G Al pe

MHCTPYKLUX U Ap.) YNeHaMu KOMUCCUM Ha
Kaxxpoe peructpupyemoe ae3cpeacTso.

cpeacTBa

CBupertenbCcTB

(BBITOJTHAIH
l-h» °
TOJbKO 2
OTtka3 B Pexomennaiins LA M3 Hp OBAMBIX el
YNl HCTPYKIUA
PeKoMeHanust Ha nNpoBelicHHe ' TBE pyel-ll:laﬂ,
perucTpanuu 1Js L pELILE ;oc l:)meﬁ aa30po
NpUMeHEeHHUSs YeCKHX MCIbITAHUI Cepruguxar HOTPERHAEOR

COOTBETCTBUA



CucreMa HCNILITAHMS, PErMCTPALNY U CePTUPUKAIMH 1€3CPEACTB
c2005r

MNMpennaraemoe K
peructpauum
B POCCUMN
Ae3cpeacTBo

HHUA: HWUW XTI, HUA mon., nnBo-6e3ank. PasnuyHbie UL, He
ncnbiTaHue no oueHke MSICHOM MPOMbILUNIEHHOCTM: nmerwoiiune
cooTBeTCcTBUA PU3.- XUM. OTpaﬁoTKa HeJIeBbIX UNN C HebonNbLUNM OonbITOM
nokKasaTtenam, Oe3aKTUBHOCTU U PEKMMOB PUMEHEHHs HA Hay4YHoO-UcnbITaTeNbCKOU
TOKCUYHOCTU, OTPaboTKa peXxumMoB 0TPAaCIeBbIX 00beKTAX paboTbl ¢ gescpeacreamu
npuMeHeHUa B Mea. NpakTukKe

DKCIEPTHBIN COBET NMPH
AKcnepTHoe Pocnorpednanzope
O0cy:x1eHue pe3ybTaTOB HMHCTPYKIIUH, 3aKnoueHne (paccmarpuBaer /JC T0/BKO
MCCIIEIOBAHU I, HHCTPYKIMH U yTBep:KIeHHOMH (B ocCHOBHOM IPU CHOPHBLIX BONPOCAX)
3aKJII0YEHNS HA MeTOAHYEeCKOI BblAaMl?_lTucaMVl
xomuccun HTC HUMUJL U HUKEM He Perucrpanus
nmpou3BoaAuTE]IC o6cy)|qqaeTcn) P
. CpeacTBa B

Pocnorpedonan3

epTHpHKALNS CeugetenncTB
Je3cpencrBa
(BBLINOJHAKIT HA
KOMMepUYecKoil 0CHOBe
pa3Hbie HenMpo(PUIbLHbIE

Cepruduxar nin
AeKJIapanus
COOTBECTCTBHUA



Tabnuua 8 — NMpumep TOoro KakKMM ob6pasom noATBepPKAAIOTCH

HepearibHble No 3ppPeKTUBHOCTU peXXuMbl npumeHeHunsn AC

Hde3cpencTBo u OpraHusauuns | lpexnucbiBaeMblie PeKMMbI IPHUMEHEHHS Opranusanus,
ero cocTraB — ucnbiTa- (koHuenTpanus no JIB/Bpemsi Bo3neiicTBus): NMoATBEPAUBIIAS
Tenb U JAeKJIapanMio 0 COOTBETCTBHH
pa3paborumk nesvHodekum | aesvHdekumn Ne3uHdpek- | CPeACTRA.
MHCTpyKUMio | o NOBEPXHOCTEVH umus (+MCO) OcHoBaHHe JJ151 IPHHSITHS
noBepxHOCTe | Npu UMH AeKIapanun u
(Foa n Ne 7 Npw GaKTepmanb- MOATBEPIKIEHHS
WHCTPYKLMMN | Gakrepuanb- | HbIx (Bkntouas COOTBETCTBIH
HbIX UH(heK- | TyOepKynes)
umsax (kpome | nHdekumax
TyGepKynesa
)
«Anmapes» uny ory . Opran no ceprudpuxanuu
(6% YAC, PHUAUTO 0,009% no 0,044% no 0,067% no | mpoaykuuu u ycayr
0,5% um P.P. cymme [1B/ cymme [1B /60 cymme [1B/ | «ITOJIUCEPT» aBTOoOHOMHOI
TpuamuHa, BpepaeHa, 30 MuH MWH 60 MUH. HEKOMMepYecKoi
2.4%0N0rMrx, OpraHu3alNuu no
BCMOM. 2009 r, cepTuuUKAIUH
KOMI'IOHeHTbl) N91/09) «JIEKTPOCEPT».

IIpoTokos ucnbIiTaHMi
Ne665-10 ot 24.11.2010
niild o1y «PHUUTO» um
P.P. Bpenena

Csua. I'ocperucrpauumn.
NeRU.77.99.01.002.
E.005764.03.11




Mmetwowasca cutyaumsi ¢ 4e3vHOMUMPYOLWMMK cCpeacTBamMmu — 3TO

«[1e3nHMPEKTONOrMYeCcknn TYMUK»

1. «/le pakTO» y3aKoHEeHO oOpallieHHe U MPUMEHEHHE B MPAKTHKe 00JIBIIIOr0 KOJIHYeCTBA
ne3cpenctn (0osiee 50%) , UMEIIUX IBHO HCKYCCTBEHHO 3aBbIlIeHHBIE 10 3(P(PEeKTUBHOCTH
WIH HepeajibHbIe J1JM cocTaBa /[B pe:xxumbl npuMeHeHusl.

2. Ucnoab3oBanue Takux aescpeacts B JIIO :

- He MPensTCTBYET, a CIOCOOCTBYET BO3MOKHOCTH 3aPaKeHUs NMAUEHTOB U nepconaJsa JIIIO
Bo30ynureaasmMu BBU 4epe3 o0padoraHHble TAKHMHM CpeICTBAMHM HMHCTPYMEHTHI W Jpyrue
00bEeKThI, CYUTALIHECH 00€33aPAKEHHBIMU UJIM CTEPUJIbHBIMM;

- He MPEeNnsATCTBYET, a CNOCOOCTBYET BO3MOKHOCTH MOSIBJICHUN, HAKOIUICHUS] U HUPKYJISIIUU B
JIITO Bo30ynutesneit BBU ¢ 0osiee BbICOKOH YCTOMYMBOCTBIO (B TOM YHCJe NPUOOPETEHHOI) K
HCI0JIb3yeMbIM B cpeacreax /IB;

3. O0panieHue ¥ IPUMEHEHHE B PAKTUKE TAKUX Ae3CPEACTB:

- BbITECHAICT U3 MEAMIUHCKON NPAKTUKHU ( X HEe TOJIbKO 0TEYeCTBEHHOM) CpeaCTBa, MMEIOLIue
peasibHO 3 PeKTUBHBIC, IKCIIEPUMEHTAJIbHO 00bEeKTHBHO OTPA0OTAHHbIE PeKMMbI U c(hepy
NPUMEHEHHs, MOCKOJbKY OHH, €CTECTBEHHO, MMEKT 00Jiee BBICOKYI0) CTOMMOCTH PadO4YMx
PacTBOpOB;

- JejaeT OecnepcrneKTUBHON (BbIOPOLIEHHBbIEC JeHbIH) HAYYHYIO Pa3padoTKy M PerucTpanuio
HOBBIX CPE/ICTB HA OCHOBE Pe3yJibTAaTOB 00bEeKTHBHBIX MCCJICIOBAHUN M MCNIBITAHUNA, TAK KAK
3TH CPeACTBA YK€ HM3HAYAJIbHO HE CMOIYT KOHKYPHUPOBATh CO CpPeICTBAMH, Y KOTOPbIX
opunuanbubiMu  MHcTpykumeit, CBuaereabcTBoM rocperucrpanun u  Ceprudukarom
COOTBETCTBHSI Y3aKOHEHbI PeKMMBbI NMPUMEHEHUS PA0OYUX PaCTBOPOB, COAEPKAIIMX BCEro
NeCATUTBICAYHbIE 10U nmpoueHTta Takux /IB kak UAC, na eme pe:xXuMbI CTePHIM3ANUU U
ABY;

4. Perucrpanus Takux JAe3CPeACTB JJIA MPAKTHYECKOr0 NPUMEHEeHHsl JUCKPeIMTUPYeT BCe,
YTO HAKOILUIEHO MO0 Ae3UH(UUMPYIOUIMM CpPeacTBaAaM B [Ae3MH(EKTOJOrud 3a MHOrue
NEeCATUIICTHS CKPYIYJIe3HOI0 TPYAa HALIKX MpeIleCTBEeHHUKOB.



Ta6bnuua 9 - Cutyaums ¢ KOnM4ecTBOM U Ka4yeCTBOM Hauboree npeactaBUTeNbHbIX Fpynn
Ae3cpencTB, 3aperncTpmpoBaHHbIX K 1.11.2012 r ana npumeHeHusa B PP

CocTtaB AeUCTBYHOLINX BeLecTB B KonuyectBo Konu4yectBo cpeacte | Konu4yectBo cpeAacTs,
cpeacTBe 3apermcTpupo | ¢ HeadpheKTUBHbIMMU C OOBLEKTUBHO
BaHHbIX peXxXuMmamMu NnpuMeHe- | aTTeCTOBaHHbIMU
AescpeacTtsB HUA (3aHMXKEHbI pexunmamu B
KOHLeHTpauumn OTHOLUEHUMU
pabouunx pacTtBopoB U | Bo3byauTens
3Kcno3nuum) TybOepkynesa
Xnopcopaepxaliue BelecTBa 77 2
Kucnopoacopepxalie Bewecresa U ux 47 15
komno3uuum ¢ YAC, opr. Kucnoramum,
cepebpom u pgp.
Abgernasbl 23 14 0
Komno3unuuun anbgerngos ¢ HAC 63 25 0
YAC 124 37 (8 crepunsiHToB *) 0
Komnosnuum YAC ¢ ammHamu 58 23 (3 crepunsanra *) 2
Komnosanuumn YAC c 49 17 (5 crepunsanTos *) 0
nonuryaHngmHamum
Komnoaunuumn YAC ¢ ammHamu u 36 29 ( 13 crepunsiHToB *) 2
nonuryaHugmHamm
AMMHBbI UNun 10 5 0
nonuryaHnauHbl 7 2
UToro: 494 173 9

MpumeyaHue: - ( * ) - CpeacrTea 4ONONHUTENBHO UMEIOT elle (PUKTUBHbIE PEXUMbI CTepUnusauum u
[BY, nockonbKy He coaepxaTt cnopouuaHbix [1B




Tabnuua 9 - Pexxumbl npumMmeHeHnsa oAUMHaAKOBbIX No coctaBy [1B cpeactB ans

Ae3nHdeKkumu npu Tyb6epKynese, B 3aBUCUMOCTU OT UCMNOSIb30OBaH-

HOro nNpwu

OTpPaboTKe TeCcT - MUKpoba

(15% YAC, 10% amuHa
10% MIMIrX n BCnom. KOMNOHEHTbI

35% B B cymme

2010 r, Ne02/10

Jle3cpencTBo 4 ero cocras OpraHusaums - | IlpeanuceiBaeMble B MHHCTPYKIHA
ucnbiTatTenb U | KOHIEHTPAUUM Pad0YuX PACTBOPOB NPH
pa3paboTumk BpeMeHH Bo3aeicTBUA (3Kkcno3unun) 60
MHCTPYKLUIO MHH. )11 1€3UH(eKLUMN NOBEepPXHOCTEN
(Foa u Ne npu 6akTepranbHbIX UHPEKLUAX
MHCTPYKLUN (Bknrovas Tybepkynes),
% no npenapaty/% OB B cymme
HHUUJ, 2,5/ 0,33
2008 1, (TectupoBaH Ha Muko6aktepum B- 5)
«CentycTtuH M» Ne8/06/08
(7,0% YAC, 6 % amuHa,
N BCNMOM.KOMMOHEHTbI)
13% OB B cymme I;(I;Illiur[’ 16,0121
) (TectupoBaH Ha MukobGakTepum
Ne8/06/08/09/11 Teppa)
«CeBepsAHUHY» HUN/, 0,5/0,175

(TectupoBaH Ha MukobGakTepuu B- 5)

«ABUpanT»
(25% YAC, 6% amuHa
1% MIMIrX n BCNOM.KOMMNOHEHTbI)

32% OB B cymme

HUN],
(2011 1, Ne14/11)

11,0/2,9
(TectupoBaH Ha Mukob6akTtepuu Teppa)




HyXxHo (Mbl npocTo 06A3aHbI) pelunTenbLHO
N ObICTpee BbINTU U3 3TOro Tynuka!l

XouyeTcs HafeAaTbCA, YTO 3TO, HAKOHeL, - TO,
YCNbIWAaT U peanbHO HAYHYT 4YTO - TO AenaTb Te, OT
KOro 3aBUCUT NPUHATHE He pas yxke npeanaraemMbix v
o0cyXxaaeMbIX MPaKTUYEeCKUX peLleHnn

(a aTo, B nepByto ouepenb, PocnorpedbHaasop PO u
Haw yBaxaembin roounap — HUe3nHdekTonorum,
Hay4Hble AaHHble U pe3ynbTaTbl MHOrofIieTHUX TPYAOB
KOTOporo 6ecnapgoHHO UTHOPUPYHOTCA U
nepevyepKMBaroTCS).




CyuecTByeT enie 0aHa, 0pUIMAJIBLHO NPU3HAHHAS NMPo0JeMa, HA KOTOPYIO 1O
Pa3HBIM NPUYMHAM «3aAKPbIBAIOT) IJ1a3a M PeliaTh HUKTO He TOPOIUTCSH:

3T0 HeIPPEeKTUBHOCTH B OTHOILIEHUH BO30YIMTEIsl TYOEPKYJie3a Pe:KUMOB J1e3CPeACTB
(oco0enno Ha ocHoBe HAC, III'MI" 1 Tpuamuna), 0oTpadOTAHHBIX C HCIOJIb30BAHUEM B
KauecTBe TecT-MuKpo0a Micobacterium B-5, cymecTBeHHO ycTynaroueil Bo30yIuTe 1o
0 YCTOMYUBOCTH K XUMHUYECKHUM JIe3UH(PEeKTAaHTaM.

O0beKTHBHOM aTTECTAIlMHU, A TAKIKe MepearTecTAlu Ha JOOPOBOJIbHOI OCHOBE
TyOepKYJOIMJIHBIX PE:KMMOB HA HOBOM TecT - MUKpoOe (Micobacterium terra),
NpeANnUCbIBAEMbIM VISl IPOBEIeHUA UCTIBITAHUH ae3cpencTB PykoBoacTteom P4.2.2643
-10, moaBepIIMCH BCEr0 CYUTAHHBIHN 1€CATOK CPEICTB.

K coxkasieHu1o, 1 B 3TOM BOIIPOCEe HAYAJIACh aHAPXUA. M HOrHe NPOU3BOANTEIN
JIU00 caMM B MHCTPYKIHUAX € PEKUMAMU, OJYYCeHHbIMHA HAa MHKoOOaKkTepuu B-5,
YKa3bIBAKOT, YTO TECTUPOBAHO HA MUKkoOakTepuu Teppa, iuodo naxoaat UL, koropsie
3TO UM [1€JIAK0T, COXPAHAA CTapble PeKUMbI, HO MOAKPEILUIAIOT, TAK CKa3aTh HAY4YHbIM
0TYETOM.

HeraruBHble MOCJIeACTBUS HALIEH 0eCIIEYHOCTH He 3aMeJISIT cKka3aTrbesi. Beab
aHAJIM3 PEeKMMOB J1e3CpPecTB, nepearrecroBanubix B HUNU /I, cBuaereabcTByeT 0 TOM,
YTO KOHIEHTPAIMU Pad04uxX PacTBOPOB, aTTecTOBaHHbIe HA Micobacterium B-5,

B 10 1 OoJiee pa3 HMKe, YeM HEOOXOAMMO 32 TO Ke BpeMsl I 00ecreYeHust
3¢ exTUBHON Ne3MH(EeKIUN B OTHOLIEHUHN BO30OYIUTEs TyOepKyJie3a (mpuiem
my3eiiHoro mramma H37

RV )'



Tabnuua 5 - Pexxumsbl NMPUMEeHEeHUNA NpakTn4eCKkn oanHakKoBbIX CpeacTB,

copepxawux asa geuncrteyrowmx sewectea (HAC u TpyamMuH)

He3cpencrso u Opranuszaum | IlpexnucbiBaeMble peKUMBI IIpeanuceiBaeMble pe;KMMbI IPUMEHEHHU S
€ro cocras fA- NPUMCHCHUSA (KOHIIeHTpaI.lI/Iﬂ mo IJIA
ucnbiTaten | /IB/Bpems Bo3aelcTBuUsI): reHepajbHOl yOopKu
bu (koHuenTpauus no JIB/Bpems Bo31ecTBHA)
Ea?’paGOTq" Ae3nHdekumns Ae3nHdekuun B COMATH- B omepouio- | BJIIY
noBepxHOCTeN noBepxHOCTEN YecKHX Kax, ¢1u-
MHCTPYKLUMU
o npv npu OT/IeJICHUSX, nepess- 3narpuvec
OakTepuanbHbIX | 6aKkTepuanbHbIX | KaGHHeTaX 304HBIX, Kkoro
(Foa n Ne i i npodus
MHCTPYKLAM MHdeKUMax MHdeKUmnax q)yfmunonanb npoue p
(kpome (Bknrovasn HOIi TUarHoc- AYPHBIX
TyGepKynesa) TyGepKynes) THKH H P KadumHeTax
«CypdaHumoc» HUNW],
(2,2% YAC 0,018% no 0,22% no cymme | 0,15% no cymme 0,15% no 0,22% no
5 % TpMamMuHa (2005 1) cymme 1B / 60 OB/ 60 MuH AB /- 60 mun 16 60wt | 5160
M BCMOM. MUH
KOMMOHEHTI)
«CypdpaHuoc nnu . 0,04% no cymme 0,04% no 0,04% no
Mnroc» PHUUTO 0,015% no 0,02% no cymme OB/ 5 MUH. cymme B/ | cymme B/
(2,5% YAC um P.P. cymme OB/ 5 OB /60 MuH 5 MUH. 5 MUH.
5,1% BpeneHa, MUWH
TpMnamMuHa I'HIl IMb
M BCNOM. (2008 ;)

KOMMNOHEHTbI)




YI'QO?;bI n nocneacTBusa CUTyaLum c ae3cpencreamMmum:

Accoumauusn O6paboTka 06beKTa pacTBOPOM
XUBbIX hes3cpencTBa C 3aHMXEHHOW
Bo36yauTenen BBU GakTepuuuMaHON KOHLUEHTpauen
Ha obbekTax B JINO || [OB.

N

Ha obbekTe nocne Takoun

1. OnacHocTb He Bepas

3TOro 3apasuThbces
Kakou — Hu byab
MHcpeKLmnen.

06paboTkn MoryT octarbcsi 2. NpodunakTvka BEU

»KN3HeCcnocooOHbIMU BCce

BUAbl UCXOAHbIX
BO30yauTeneun 6akrepum,
BUPYCOB 1 rpuboB.

NpaKTU4YeCcKn HyneBas —
OyAayT n 6onbHbIE U
HocuUTenw.

3. NossBneHue n

HakonneHue B JIMNO
LTaMMOB BO30yauTe-
nen BBU c 6onee
BbICOKOM  YCTOMYU —
BOCTbIO U K aHTUOUOTU —
KaM, U K ae3nHdeKkTaH-

YcnoBHbIe 0003HaYeHUd:

- XNBOM
OpraHusm
(naumnen-

Tbl U NepcoHan
nno)

XXusbie Bo36yautenu BBU : ® . y6uTbIN
@B - HU3KoyCcTOoNYMBbIE GaKTepun (CUHErHonHaa nanoyka u ap.); Ae3nHdgekTaH-
<, - HU3KOYCTOMNUMBBbIE BUPYChI (BMpYC rpuna, renatuta C v Aop.) TOM
< - ycTonumBble 6akTepun (MMkobakTepun Ty6epkynesa u ap); BO30yauTenb
€ - ycTonuYMBbIe BMpPYChbl (BUPYC NonmMomuenuTa, renatuta A v ap.) BBU
@B - rpubsbI ( TPUXOUTOH U Ap.)




bnarogapto 3a BHUMaHue




