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Product-quality index system.
Biological veterinary preparations.
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Cpox jpeficTBHa ¢ 01.07.90
ao 01.07.2000

Hecolaiofenne ctanaapra npecienyercsi No 3akoHy

CraHfapT ycTaHaBJHBaeT HOMEHK/JATyDy OCHOBHBHIX mNOKazaTesed
KayecTBa OHOJOTHYECKHX NPEnapaToB AJs BeTeDHHADHBIX llesel, BKIIO-
yaeMblx B TexHuueckue 3aianHf (T3) HaA HayyHO-HUCCIEAOBATENbCKYIO
padory (HWUP) no ompesenecHHI0 MepCHeKTHB pa3BuTHs GHOJOTHYEC-
KHX npenapatoB, [ocyAapcTBeHHBIC CTAHAADPTHl ¢ NEPCIEKTHBHEIMH Tpe-
6OBalMAME, a TaKxkKe HOMECHKJATYpy NokKasaTelell KauecTBa, BKIIOUYae-
Mblx B paspabaTbiBaeMble H IepecMaTpHBaeMble CTaHAApPTHl, TEXHH-
veckue 3aganmsi (T3) Ha ombITHO-KOHCTpYKTOpcKHe paborel (OKP),
texarueckue yceiaoBug (TVY), xapThl TEXHHYECKOTO YPOBHSI H KauyecTBa
npoaykuin (KY).

BHoJIOrHUeCKHe OpenapaTsl BKAOYAT B cebd caelyIomue rpynnsl
npoaykuuu ¢ xogamu no OKII: cuiBoporku — 93 8200, BaKuHHB —
03 8400, anatoxcunbl — 93 8500, 6axrepuodaru — 93 8600, anagaepre-
Hbl — 93 8700, nuarHocTHUeCKue NpenmapaTtbl ¥ NHTATEJbHLIE Cpelbl —
93 8800.

1. HOMEHKJIATYPA NMMOKA3ATEJIEM KAYECTBA
BUOJIOTHYECKHUX TIPEINIAPATOB

1.1. HomenksaTypa nokasaTtejeli KauecTBa OHOJIOTHMYECKHX mNpena-
paToB IJIS BeTepHHADHBIX Liejielt mpuBedeHa B Ta0ua. 1.

H3panne oduunaabHoe MepeneuaTka Bocmpelena

© UHsparteanbcTBo cranzaptos, 1990
2—1252



C. 2 TOCT 4.492—89

Ta6nuua 1

HauMeHoRaHue noKasaTess OGosHadenne Haumenonanue
KayecTBa noxrasatess XapakTepusyemoro
KavuecTsa CBOHCTBRA

1. [TOKA3ATEJIM HA3HAYUEHHA

1.1. Tloxa3aTenu Ha3HAuyeHHsT GaKTePUUHBIX BaKIHH

1.1.1. AKTHBHOCTb, €I, aKTHBHUCTH
1.1.2. JAuTeJhHOCTD HMMYHHTETA,

Mec; TOA

1.1.3. Konuenrtpauus MHKPOGHEIX
KnerTox, MJaH/cm3; mupa/cm3

1.1.4. Konuenrpauuss XHUBHX MHK-
pobubix  kaetoxk  (Qaros)  Mman/cM?;
Mapajem®

1.1.5. KonuenTtpauus cmop, Miapa/cms;
MaH/em8

1.1.6. Konnenrpauus
HOHOB

1.1.7. Konnenrpauus anbpioBasra, Y

1.1.8. Konuenrpauus agcopbenta, %

1.1.9. ducconuanusg, %

BOIOPOAHBIX

ITponoaxurenproCTh  CcHe-
LH(UYECKOr0 HMMYHHTETa ¥
ofbeKTa NpHUMEHeHUs Inpena-
parta

Cogepxanue crmenuduyec-
KOro aHTHrexa
To xe

»
@ u3KMKO-XHMHUECKHE ;
CocTaB npernaparta

To xe
CrabHAbHOCTD i

1.2. IlokasaTenn Ha3HaYEHHA BHPYCHHX BakKuHH

1.2.1. AKTHBHOCTb, €A, AKTUBHOCTH
1.2.2. JaureabHOCTh HMMYHHTETA,
Mec; TOJ

1.2.3. Crneun(pu4HOCTD, THTP

1.2.4. Konuenrpanus BOJOPOJHBIX
HOHOB

1.2.5. Konuestpauus aabiosanra, %

1.2.6. Kounenrpanus azcopbenta, Y%

ITpoRoO/IKHTEALHOCT  CRe-
unhruyecKkoro HMMYyHHTETA ¥
00beKTa IPHUMEHEHHS

DHIUKO-XHMHTECKHE

CocraB npenapara
To xe

1.3. TlokasaTeny HA3HAUEHHS NPOTHBOIPHOKOBEIX BaKIIHH

1.3.1. AKTHBHOCTb, €l. aKTHBHOCTH

1.3.2. OauresbHOCTD MMMYHHTETA,
roj

1.3.3. Kouuenrpaiuus cnop, MmjaH/cm?

1.3.4. Konuentpauus XKHBHX CHOp,
man/em®

1.3.5. Juccounanus, %

1.3.6. Crneundugecxkan
MeCcTe BBEACHHS, CM; MM

peaxuna Ha

IIpogonxkuresnbuocts  cre-
uu(hUYeCKOro HWMMYHHTETa Y
OGLeKTOB NPHMEHEHUS

KauecTso npu H3rOTOBJE-
HHH
Coneprkanue chnenupuuec-

KOTO 2HTHreHa
CraGuabHOCTh
ViMmyHoresHasi aKTHBHOCTb
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IIpodosncenue TuHa. &

OGosnaueHue HanMeHOBaHHe
BaHHE M0XKa3aTens
HaHMeHOquZCTBa noKasarensd XapaxTepusyeMoro
KaJyecTna CBOHCTBA

1.4, TloxaszaTesid Ha3HaYeHHS JiedueOHBIX CLIBOPOTOK H ramma-raolyJaHHoB

1.4.1. AKTHBHOCTB, €. aKTHBHOCTH —_
1.42. Jdantenpiocts HMMYHHTET?, — [Iporoaxurensnoctn . cne-
LHpHYeCKOr0 HMMYHHTETA ¥

Mec; roft
o6beKTa npHMeHeHHS
1.4.3. Cneuud;ii4n0CTh, THTP _— —_
1.4.4. Konuenrpauus BOAOPOAHHKX pH 4 B2ZHKO-XHMHYECKHE,
HOHOB

1.5, IlokasaTesqu Ha3HAYEHHS AHATHOCTHYECKHX NPERaparToB (aHTHIeHH,.
AHTHCHIBOPOTKH, aJlieprexhl)

1.5.1. AKTHBHOCTb, €J. aKTHBHOCTH — — ?

1.5.2. CneuuduusocTb, THTP — —_ '

1.5.3. Konuenrpauus BOJOPORHBIX pH Du3uKO-XHMHYECKHE
HOHOB

2. [TOKA3ATEJ/IN HAOEXHOCTH

2.1, Cpox rojHOCTH NpH oOupejejeH- —_ JIuTeIbHOCTD  COXPAHEHHS

HBIX YCJOOBHIX XD4HEHHS, MeC; IOk aKTHBHOCTH [IPH  ONTHMAJb-
HOY TeMmnepatype XpaHCHHS.

2.2. Maccosas poas Baaru, 9 —_— CrabuibHOCTD

2.3, TepmocTaGuabHOCTL TpH  TEMIlE- — To xe
parype or 2 uno 10°C; %/mec

2.4, TepmocTtaGuAbLHOCTL fIPH  TeMlle- —_ >
parype ot 15 no 25°C; %/mec

2.5. TepmocTabHNLHOCTL NPH  TeMmIe- — L NHTeIbHOCTD  COXpAHEHHS®
patype (3741)°C; %/cyr; %/ AKTHBHOCTH TOPH ONTHMAJbe

HOA TeMmlepaTtype XpaHEHHS

2.6. Coeuuduueckas 3G (HeKTHBHOCT, — S¢dexTHrHOCTs NPH npH-
% 3amuTh MEeHEeHHH

2.7, Pacrsopumocrts, Mun/cm®, c/cm® — -

2.8. Kouuenrtpauus KOHCepBAaHTa, — ‘CrabusibHOCTD
mr/emd; %

2.9. Kounuentpauus HHAKTHBAHTA, -— be3BpenHOCTh, TOKCHUHOCTH
mr/cm®; 9,

2.10. I'azosas dasa, % —_ ¢ U3HKO-XHMHUECKHe

2.11. Conepxaunue Genxa, MKr/cm® —_ BHOXuMHYeCKHe

2.12. Conepxanne GajjacTHHX  Be- - BesBpeHocTs NpPH NPHEME-
niects, MKr/cMm8; mr/cm® HEHHH

3. SPTOHOMHYECKHE T1OKA3ATEJ/IN

3.1. KparHocTs HCROMB30OBaHHA mpe- — Kparuocre [IPHMEHEHH %
napara npenapara
3.2. TpyroeMrocTh npu ECpHMeHEHHH, — 3artpaTtnl TpyAa

ues.-4/roJ0BY; Hel.-4/HCCae0BaHNe

bY
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[Ipodoasicenue Taba. 1

HauMeHoBaH:le Noka3aTens
KauecTBa

O6o3navenne
noxKazareasa
XavecTsa

HauMeHoBadue
XapasTepH3yeMoro
cBOHCTBa

3.3. Yno6CTBO YNaKoBKM NPH NpHME-
HenuH, 6ani

3.4. Cnocob
6aJit

BBelleHHs  Tpenapara,

4. 9CTETHYECKHUE TOKA3ATEJ/IH

4.1. Ucnonnenne ynakoBxy, 62y

4.2, YerkoCTh HCTOJHEHHS MAapKH-
poBkH, Gana
5. [TIOKA3ATEJIH
5.1. Yaenvnas TPYAOEMKOCTD,
qei.-4/1; uen.-u/mosa
5.2. Yaenvuas MaTepHaJOeMKOCTh,
Bo3, {n)/py6.
5.3. Ynenouas SHEPrOEMKOCTh,

kBT-u/n1; xBT-4/n03a

6. [TATEHTHOC-TIPA

6.1. Tlateurnag samura (no I'OCT
15.011—82)

6.2. [Matentnas wuucrora (mo ['OCT
15.011—82)

TEXHOJIOTH
T
M

s

My.q

SCTETHIHOCTD
UndopmMaTuBHOCTD

YHOCTH

3aTpaTel TPYAOBBIX pecyp-
COB HA EAHHHUY TPORAYKUHMH

DKOHOMHYHOCTh 0[O pPAacXo-
1y Martepuaja NPH DPOM3BOA-
CTBE

DKOHOMHYHOCTL MO PACKO-
1y 3JIEKTPO’HEPTHH IPH TPO-
H3BOJACTBE

BOBBIE TTOKA3ATEJIH

CTenens 3alHTH H3ACIUR
ABTOPCKHMH  CBHIETENbCTBA-
MH W NaTeHTaMHu
B0O3MOXHOCTH
CTBEHHOH peanH3aunu

GecripensT-
B

CCCP u 3a py6exom

7. DKOJIOTUYECKME [IOKA3ATEJIN

7.1. YpoBent BPeJHOro BO3LefiCTBUS
'ma OKPYXKAaIoIlyio cpely NpH XpaHe-
GHH, TPAHCIOPTHPOBAHHHM H HCIOJNL30-
BaHHH

DesspefHOCTh ANR  BHeI-
Hell cpean

8. IOKA3ATEJIH BE3OITACHOCTH

8.1. Besomackocts paGoThl HPH HC-
HOJIL3OBAHUH, T

|

|

BesonacHoere npu mpuMe-
HEHHH

9. OBOBIIEHHbIY MOKA3ATE/Ib 3OPEKTHUBHOCTH

HCIIOJN

9.1. ‘O6obmennas 3(PEeKTUBHOCTD HC-
MONB3OBAHHS Tpenapara, pyo.

b3OBAHHA

—

OxoHomuyeckas 3PHeKTHB-
HOCTh
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Hpodorxenue raba. 1

HanveHonadue noKasaTens
KauecTsa

OGo3HaueHHe
nokasaress
KayecTBa

HauMeHoBaHHe
XapaKTepH3yeMOora
cBolcTBA

10.1.

16.2.
10.3.
10.4.
10.5.
10.6.
10.7.
10.8.

10. KAYECTBEHHBIE XAPAKTEPHUCTHKH

Be3BpeRHOCTD

[TosnHOTA2 HHAKTHBAUHMH
KonTaMHHauus
PeaKTOreHHOCTb

Mopdonorus KyabTypH
IMonBuxuOCTHL
Karncyaoco6pazopanue

Hanuune nocroponneft npume-

CH, TIJIeCeHH, HEpas3GHBAIOIIMXCH KOHT-
JIOMepaToB

10.9.

Liser, BuA H thopma

10.10. Hannune BakyyMma

10.11. Pocr ua
TeJIBHHX Cpefiax

3JIEKTHBHBIX TIHTa-

10.12. Cencubuausauus

Npumedanue,

TOM.

0 O O O I

Ee3spenHocTs NPH NpuMe-
HEHHH

ABHpYJIEHTHOCTD

Yncrota, CTEPHIbHOCTS

BesBpeanocTh

Kyastypanohne cBofcTBa

KyabTypanbHele CBOACTBA

To xe

KauectBo ¥ TOBAapHHH BHN

KauecTsBo, TOBapHNA BHA
# uaeHTHUUMpYIOWHBA NPH3-
Hax

I'epMeTHYHOCTD  YNAKOBKR

KyabTypanbHeie  CBOfCTBA

Cneuuduyeckag  4yBCTBH-
TeJBHOCTD

OchoBHHE NOKasaTeJ R XauecTB2 HAaOpPaHH XHDEEM wpHd-

1.2. AndaButHbli mepeueHp Mokasaredell KauecTBa OHOJIOTHUECKHX
NpPEeNnapaToB, a TakXe NePeyeHb TEPMHHOB H NOSICHEHHH K HHUM JaHH B
npHaoXKeHUsX 1 u 2.

2. MIPUMEHSSEMOCTb MOKA3ATEJIER KAYECTBA
BUOJIOFHYECKMX NPENAPATOB J1JiS BETEPHHAPHDBIX ILEJIER

2.1. TlepeyeHp OCHOBHBIX TOKa3aTesdeR KauecTBa:

AKTHBHOCTb;

MUIMTEJIbHOCTh HMMYHHTETA;
CPOK TOJHOCTH;

3¢ PeKTHBHOCTD;
6e3BpEJHOCTD;

yleJibHasl TPYAOEMKOCTb;
oCGo01ieHHnH nokasaredb 5GGeKTHBHOCTH HCHOJb30BAHNS;

peaKTOIreHHOCTD.



C. 6 TOCT 4.492—89

2.2. [lpuMensieMocTp NOKasaTeded KauecTBa OHOJMOTHUECKHX Mpe-
MnapatoB A48 BeTepHHApHHX uesedl, BKaouaeMsx B T3 na HHP no
oupefie/leHHI0 NePCNeKTHB Pa3BUTHA INPOAYKLUHH, B FOCYyAapCTBEHHHIE
crangaptel ¢ nepcnektusHbIMH TpeGoBanuamu (FOCT OTT), B paspa-
6arpiBacMble B lepecMaTpHBaeMble CTAHZAPTH Ha APOAYKIHIO, TeXHH-
geckue ycnoBust (TY), KapThl TEXHHYECKOTro YPOBHS M KayecTBa MPoO-
aykuun (KY), T3 na OKP, npusesenn B Taba. 2.
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ITPHJIO)KEHHE 1
Cnpasounoe

AJI®ABHTHBLIN NEPEYEHDb NMOKA3ATEJIEN KAYECTBA
EHOJIOTHYECKUX NPENAPATOB AJI BETEPHHAPHBIX HEJIEA

Ta6nuuna 3

Homep noxasarens

HaumelhosaHHe MokasaTeas no taéxa. 1

AKTHBHOCTD 1.2.1; 1.3.1; 14.1;

s

BesppensocTsh

BesonacHocTb paboTH NMPH HCNOJNBL3OBAHHK

BosjeficTBHe Ha OKPYXAWINYI0 CPERy

Huccouunanua

JLTHTEIbHOCTE HMMYHHTET2

Jloas Bnraru MaccoBas

3amuTa maTeHTHas

Hcnonuenne ynakoBkH

Kamncyaoo6pasoBanne

Kouramunanus

KomnuenTtpanus aabioBaHTa

Kouuentpanusi ajgcop6benta

KoHueHTpaluns BOLOPOAHEX HOHOB

Kounenrpauus XHBHX MHKPOGHBIX KJIETOK

KonueHTpauus XHBHX CIOp

KonueHTpauua uHaKTHUBaHTa

KoHuenTpanus KoHcepBaHTa

Konuenrpanus MHKPOGHEIX KJASTOK

KonuenTtpauus cnop

KpaTHOoCTh HCMONB30BAHUA Tpenapara

MartepnanoeMkocTs yaenbuas

Mop dosorus KysnbTypht

Hagnune Bakyyma

Hannune nocroponuedi mpumecH, miecewd, uepasGu-
BAIOMIHXCS KOHIVIOMEPATOB

IoaBUXKHOCTD

Tlonuora umaxkTHBANMH

PacrBopuMocTb

Peakuus Ha MmecTe BBefeHHs Chenubuueckas

PeakTorennocrs

Pocr Ha 3MeKTHBHHX NHTATENIbHHX Cpelax

Cencubumuzanus

Conepxanne Genxa

CogepaHue GajJIaCTHEIX BELIECTB

CreuupuyaoCTs

Crioco6 BBefleHHS mpemapata

CpoK TOAHOCTH TPH ONpPENENEHHHX YCJIOBHAX Xpa-
HEHHS Mec, TOA

TepMocTaGHALHOCTL MPH TemnepaType or 2 zo 10°C

N
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o
N o
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Hpodoascenue taba. 3

HoMmep mokasartens
IHaumedosanne nokasaTens no Ta6a. 1

TepmocraGuabsocTs npu Temmeparype ot 15 mo 25°C

TepmocrabunpHocTh 1pH TeMmmepatype (37+1)°C

TpynoeMKOCTh OPH NPUMEHEHHH

TpynoemxocTsh yaenbHas

Y108CTBO YaKOBKHM NDH NDPHMEHEHHH

YpoBeHb BPeLHOrO BO3HEHCTBHS Ha OKPYXKAlONlyio
€pely InpH XPaHEHHH, TPAHCIOPTHPOBAHHH H HCMNOJb-
30BaHIIH

®asa rasosasn

LiBer, Bux u ¢opma

YeTKOCTb HCIOMHEHHSI MapPKUPOBKH

Uucrora nateHTHAR

OHEepProeMKOCTb yleJbHast

DPGEKTHBHOCTD HCHONB3OBAHAS mpemapata 0606-
HIeHHAS

JpdekTHRHOCTD CrienHpHYecKas
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HNPHJIO)KEHHE 2
Cnpasouroe

TEPMHHBL, NPUMEHAEMBIE B CTAHIAPTE, H
NOACHEHHA K HUM

Tabauma 4

HaumeHoBanue Nokasarenas
KayecTBa

Howmep
mokasaTenst
mo Ta6a. 1

TosicHeHue

AKTHBHOCTB

bannactHie BellleCcTBa

Besspeanocts
Besonmacsocth  paboThH
IPH HCIOJb30BAHHH

BoageiicrBue Ha OKpYy-
KAOWYIO cpely

I'azoBas ¢asa

Jucconuauus

JavurebHOCT HMMYHH-
TeTa

Hcnosnnenne ynaxkoBrH

Kancynoo6pasoBanne

—
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2.12

10.1

8.1

7.1

10.7

Croco6HOCTE GHOJIOTHYECKOrO mpenapa-
Ta BH3HBAThb (IPOABAATH) creuHpruueckui
adupekT, ompenensieMblli 3KCIEPHMEHTAJbHO:
H BHIpa:KaeMblii B COOTBETCTBYIOIIHUX €IH-
HHI[aX aKTHBHOCTH

ITokasatenb, XxapakTepH3YIOIIHA  HaJH-
YyHe B KOHEYHOM TPOAYKTe JONYCTHMOrO
KOJIHYeCTBA BelllecTB, HeXapaKTepPHHX IJf
cocraBa [penapara; onpejaeiserca ¢H3H-
KO-XUMHYECKHMH MeTOJaMH

CBOIiCTBO 1penapaTa, BBeJI€HHOrO B Op-
TaHH3M JKUMBOTHOIO B TeCT-N03e, He BHI3H-
BaTh H3MEHEHHSN KJIHHHYECKOrO COCTOSHHST

Iloxasarenb, XapaKTepH3YIOLIUf BepoOsAT-
HOCTL  Ge3omacHOd paGoTel  nepcoHana
IpH NPHUMEHEHHH INpenaparta

Tokasaresb, xapakTepusyOUuii BEpOSAT-
HOCTb BPEeAHBIX BO3JEACTBHH HA OKpYyXKao-
Wy cpely NpH NPHMEHEHHH

TlokaszaTtesib, XapakTEPU3YIOHIHA cojlep-
JKaHue ra30B (KHCJOPOA, a30T, aprod K
Ip.}) B ammyJax c CyXHM NpenapartoM, oOmn-
pelenseMhX GH3HKO-XHMHYECKHMH MeTO-
LaMH

CBONCTBO KHBHIX KYJIbTYp GaKTepHH,
XapakTepusywuiee CTeHeHb CTa6HJIBHOCTH
MX KYJbTYDaJbHLIX NPHU3HAKOB H H3Mepse-
MOe OTHOWEHHe UHCIa HETHIHYHBIX KOJIO-
HUA K HX ObLIeMYy 4YHCIY

TlokasaTeab AJHTENBHOCTH  COCTOSIHUS
cnenpHueckofi HeBOCUPUHMYUBOCTH Opra-
HM3Ma [0 OTHOIUEHHIO K BO3OYAHTENIO HH-
¢exkunoOHHOTO 3a60/1eBaHMS; Onpenesercy
9KCNePHMEHTAJbHO

IlokasaTesb, xapakrepusymouuii ToBap-
HHjl BUJA TOTPeGHTENLCKOH Taphl; Olpeje-
JiseTcsl BH3YaJbHO

CrnocobHocts  GaxTepuit
BHIPaXKeHHYIO  KamcyJay;
MHKPOCKOIHYECKHM METOAOM

dbopMHpOBATH
onpeneJsaeTcs
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ITpodoasmenue taba. 4

Ha””“"ﬁiﬁg;ggmsﬂem no?aggs'gnﬂ IMosicnenue

no taba. )

KonraMupanus 10.3 IToxasaresb, XapakTepH3YOMIHA OTCYT-
cTBHE B Tpenaparte IMOCTOPOHHEA MHKpO-
¢JIOpE M BHPYCOB; onpejeisercsd Gaxrte-
PHOJIOTHYECKHM U OHOJIOTHUECKHMHM  METO-
JaMH

Koutientpauus  agmio- | 1.1.7; 1.2.5 [Tokasaresib, XapaKTepH3YIOIHH  KOH-

BaHra UeHTPALHIO B  [ipemapare BellleCTBa,
oGecneyuBanulero NPOJORTHPOBaHHE Jef-
CTBHSl QHTHreHa B OPraHH3Me
Kouuentpauus  aacop-| 1.1.8; 1.2.6 To xe
benTa
KoHueHTpauus KHUBHX | ].1.4 Conepxanue XHBHIX MHKPOOHHX KJETOK
MHKpOGHHX KJATOK (da- B efuHulle obbema mpemnaparta, onpene-
ros) JgfeMoe GaKTEDPHOJOTHYECKUMH MeTOLaMHu
Konuentpauus XHUBHX | 1.3.4 Cojep:kaHue KUBLIX CIOP B eJHHHHE
crop oGbema, ompejensieMoe NMyTeM ydeTa BH-
POCHINX KOJIOHHH Ha [HTATeJBHON cpe-
ae

Konuentpauusg Muxpob-{1.1.3 CoJepxKanue MHKPOOHBIX KJIETOK B elH-

HHIX KJETOK BHUe 00beMa, onpelenasemoe (DH3HKO-XHU-
MHUeCKUM H (HU3UYECKHMH MeTOXaMH

Kounenrpanus cnop 133 Conepxanne cmop GakTepHii B eXHHHLE
o6bema

KpaTHoCTb MCNOJB3OBA- | 3.1 Tloka3saTenb, XapakTepH3YIOUIMA Kpart-

HUS Tpenapara HOCTb NMPHMEHEHHS Tpenaparta AAs JOCTH-
JKEHMS Pe3ynbTaTa Ha3HAYEHHS

MaccoBast gons Biard | 2.2 IMoxa3aTens, xapakTepH3YIOIHA cOaep-
KaHHe CBOGONHOR M CBA3aHHOA BOAM B
CyXoM mnpenapaTe; onpefensercs (HH3HKO-
XHMHYECKHMH METOAaMH

KonueuTpaius uHakTH-| 2.9 JomycTuMoe  KOJHYECTBO  OCTATOYHOTO

BanTa HHAKTHBHPYIOMIETO AareHTa, ONpejeasieMoe
(U3UKO-XEMUUECKHMH H  GHOJIOTHYECKUMH
MeToJaMu
Kouuentpauua Koucep-| 2.8 HonycTuMoe KOIMYECTBO KOHCEPBHPYIO-
sauTa Hlero aredra, onpejenseMoe XHUMHTECKH-
MH, GU3UKO-XUMHYECKHMH H GHOJIOTHYEC-
KMMH MeTofaMH

Moptoaorua KynasTypn | 10.5 Iokasatens, xapaxrepusymowufi THIHY-
HOCTb MOP(OJOTHYECKHX NPH3HAKOB KYJIb-
TYPH; ONpefesfseTcd MHKPOCKONHMYECKH

Haauune BaryyMa 10.10 TlokazaTenb, XapaxkTepU3YIOIIHA  HaXH-
4YHe B YNaKOBKe JABJIGHHA HHXKE aTMOC-
(epHOro, onpenensieMufi METOLOM BBICOKO-
Ka4eCTBEHHOTO paapana

Hannuue nocroponned | 10.8 TMoka3zaTens, xapaxkTepH3YIOUIHA KadecT-

NpUMecH, NJIeCeHH, Hepas-
6uBaOLIHXCA KOHTJOMepa-
TORB

BO H TOBAapHGIA BHE Ipemapara;
JSIeTCH BH3YaJbHO

onperne-
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Ipodoarenue Tabar. 4

HauMenoBasue nmokasarens
KaqecTsa

Homep
nokasaTeas
no Taén. 1

Mosichenue

O6o6mennnli  noxasa-
TeNb 3 PEKTHBHOCTH HMC-
noJb30BaHHA Npenapara

Tlarentnas 3amura

lNareutHas uucrora

[ToaBuxHOCTD

INonHoTa uHHAKTHBAUWU

Pacrsopumocrs

Peaxrorennocts

PocT Ha 3MeKTHBHHX
NUTATEJNBHBIX Cpejax

Copepikauue Genka

Crnenucpuyeckas  peax-
uusl Ha MecTe BBEAEHHA

Crnenucuveckas addex-
THBHOCTb

9.1

6.1

6.2

10.6

10.2

2.7

10.4

10.11

2.11

1.3.6

2.6

Ilokasatenb, pacCYHTHBAEMHJ KaK OT-
HOLTeHUe mojie3sHoro s¢peKTa OT HCNOJb-
30BaHMd K 3aTpaTaM Ha CO3JaHHE H NpH-
MeHeHHe npenapara (3KoHOMHUYeckas 3¢-
(beKTHBHOCTD)

IOpuauyeckoe CBOJMCTBO, XapaKTepH3YIO-
liee crefiedb NPaBOBOH 3allATH  NPOAYK-
OHH B CTpaHe H 34 pyoOexom

IOpuranyeckoe cBOHCTBO mpemapaTa, Xa-
paxTepH3yiollee BO3MOXKHOCTb €ro  CBO-
60JHOr0 UCMONB3OBAHHS B JAHHOA CTDPaHe
6e3 OnMacHOCTH HapyuleHHS JAeACTRBYIOIUX
Ha ee TEepPPHTOPHH NAaTeHTOB HCKJIOYH-
TEJAbHOrO NpaBa, NPHHAJJeXaUUX TPETHHM
JHIaM, OIpeNe/isieTcs NpOBeJeHHEM  Ce-
LHAJIbHOHA SKCHEePTH3R

Cnoco6HOCTb MHKPOOPTaHM3MOB K aK-
THBHOMY nepeMelleHHI0; oOIpelensercs B
pasjiaBieHHOfi MNM BHcAYed Kamiax GyJib-
OHHOH KY/JIbTYPH MHKPOCKONHYECKH

Tloxasartenb, XapaxTepu3yOMuAi aBHPY-
JEHTHOCTb Ipenapara; ompejensercs GHO-
JIOTHYECKHMH H (aKTepHOJIOTHUECKUMH Me-
TONAaMH

CrocobuocTs cyxoro nmpemapara pacrtBo-
pSTHCH B OMpeJdesIeHHOM ofbeMe pacTBO-
piTenid 3a ONpeNeJieHHOe BpeMs

CpoficTBO npenapata npH BBeIEHUH Bhl-
3blBaTh B OpraHu3Me Kakue-aHGo mo6ou-
HHe 2(pPeKTH; onpelenseTcs KAHHHUECKHM
OCMOTPOM

XapakTepHcTHKA auddeperunanbHOro
NPH3HaKa KYJbTYPH MHKPOOPraHH3Mma, ol-
pelenseMasi IOCEBOM Ha 3AEKTHBHYIO IH-
TaTeJbHYIO Cpeny

INokazaTenb, XxapakTepH3YOIHA colep-
XKauue ofmero 6esKa B mpenapate H ofl-
pelenseMui (HUIHKO-XUMHUECKHMH  METO-
LaMH

'CBOACTBO BaKLUMHB BH3HIBaThL TPOsABJe-
HMS OIpeje/eHHOA KOXMHOR peakuuH, ofn-
pchengeMoli mo pasMepaM O4axKka, NOSIBUB-
IEroCst MOC/Ae BBeAEHHS BAKIMHH H H3Me-
psAeMoil M0 AMameTpa ouaxKka

Jlonst XHBOTHHIX JHGO OGBHEKTOB jHar-
HOCTHYECKOTO HKCCJIENOBAHHS, A KOTOpPOH
rapaHTapoBan >(ipexT nupumenenus OHO-
npenapata coraacso HTJL
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IIpodoascenue raba. 4

Hauwenonanne Mokasatens | ocaazens Moscrene
o rTaba. |
CreuupHIHOCTD 1.2.3; 1.4.3; ITokasatenn, XapaKTepusylouluii COOT-
1.5.2 BeTCTBHe GHOJIOTHYCCKHX CBOACTB 3TajIOHY
(petepenc-npenapaty), onpeiensieMHii B
CEPOJIOTHYECKHX MJIH HMMYHOJOrHYECKHX
PeaxLusx
Cnoco6 BBegenus mpe-| 3.4 CBoficTBO, XapakTepHsywoliee YAO6CTBO
mapara NpUMEHeHHs Ipenapara
‘CpoK romsocTa 2.1 Ilepnoa BpeMeHH, B TeueHHe KOTOPOTO
npenapar COXPaHRET CBOH CHElH(pHUECKHe
CBOJficTBa
TepmocTaGHABHOCTD 2.3; 2.4, CKOpOCTb CHHXKEHHS AKTHBHOCTH GHOJO-
s CHYECKOro [Ipenaparta NPH 3aZaHHOM TeM-
NepaTypHOM peKHMe; ONpelensieTcs 9KC-
IepHMEHTAaNbHO
YaeneHas  marepuano- | 5.2 [TokaszaTenp 3KOHOMHYHOCTH [O pacxo-
eMKOCTb Iy MaTepHaJOB NPH NPOU3BOJACTBE
Yaenbsas Tpynoemkocts | 9.1 [lokasatens 3atpar TpyIOBHX pecyp-
CcOB
Yaenwnas sneproem- | 5.3 TokasaTenp SKOHOMHUHOCTH MO DPAcXOAY
KOCTb 3NEKTPOSHEPTHH TNPH INPOH3BOACTBE
Yno6erBo ynakosku npu | 3.3 IMojmoTa HCHOJNBL3OBaHHS Npenaparta Ha
TIPHMEHEHHH OILHOH YMAKOBKH IIPH NDHMEHEHHH
Hpeer, Bua u dopma 10.9 IMTokazarenb, xapakTepH3YIOUIMH KauecT-
BO H TOBAPHH BHJ Ipenapata; onpefe-
JIfeTCs] BH3YANbHO
Yerkoctb  Hcnonuenus | 4.2 HubopMaTaBHOCTL MapKHPOBKH, KOTO-
MapKHPOBKH pas ofecneduBaeT NPABHJILHOCTb HCIOJb-

30BaHus Inpenapara;
aJIbHO

onpejenserca BH3Y-
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5 xom.

Eamnnya
[ " " O6o3naueune
MeMOyHEPOgHO pyccxoe
OCHOBHbBIE EAHHHLL CH
Danka merp m M
Macca Hrnorpamm kg Kr
Bpems cexyuaa S c
Cuna 2nexTpuueckoro Toka amnep A A
Tepmopuuamuueckas Temnapdrypa KenusuH K K
Konnyectso Bewecrsa MOAL mol Mmons
Cuna caeva rargen cd KA
BONONHUTENBHLE ERUHHURE CH
Mnockuit yron pOnKaH rad pas
Tenecwsiit yron crepanuan ST cp

NPOMSECAHLIE EAMHKIN CY, MMEIOILME CNERWANIDHBIE HAMMEROBSHHA

Eautinua Brig epos

Bermumna Haumewona- Ofcanasense ij,“?m n.’w‘
Yacrora fepL Hz My c—i
Suna HLIOTOH N ] MoK E=2
fasnennc nackans Pa Mo m~okreoe?
Sneprus Roynb J Dok m"oxroe—?
AOULHOCTE BaTT W Bt miore?
KonuwecTse anexTpuuecTsd KV IOH C ¥n oA
JnexTputeckoe HanpaXeHHa BCABT \% B m et AT
nextpuyecKas emxocTh capap, F & Mot A2
SnekTpuuecroe conpoTUBNEHH2 oM @ Om Mmoo A
nexTprvecias NpoBOZUMOCTE cumerc S Cm m—2ge e A2
Mlotok marHuTHON KMHRYKUMK gebep Wb B6 M2 - xr- A .
Maruvtaaa MHgykyms Tecna T n kr-c—2- A
Y HAYKTHBHOCTL reHpm H fu m?.krc2. A2
Cwerosoi notok noMen Im nm KA - Cp
OcpeujeHHocTs MoKE Ix nx M2 g -cp
AxTiteHOCTS DARMOHYKRUAA Gekxepersne Bq Bk c-!
Nornowennas ao3a nonmaupyo- rpai Gy Ip m2-c?
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