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CucreMa nokasaTesiei KauecTBa MPOAYKUMH
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BETEPHUHAPHBIE
Homenknatypa nokasareeit

rocr
Product-quality index system. 4.492—89
Biological veterinary preparations.
Nomenclature of indices

OKCTY 9201

Cpox peficTBuA C 01.07.90
no 01.07.2000

HecoGaronenne cranaapra npecielyercs nNo 3aKoHy

CraHaapT ycTaHaB/JIHBaeT HOMEHKJAaTyDy OCHOBHLIX NOKasaTeJed
KayccTBa OHOTOTHYECKHX NPENapaToB AJs BeTepPHHAPHBIX Leael, BKJIO-
yaeMblXx B TeXHHYeckHe 3ausdaHHA (T3) Ha HayuHO-HCCJIeLOBaTeNbCKYIO
pabory (HUP) mo ompeaeseHHIO mepcneKTHB pa3BHTHs OHOJOTHUEC-
KHMX npenaparoB, ['ocysapcTBeHHBe CTaHAAPTH C NePCIEKTHBHHIMH Tpe-
60BaHMSMH, a TaKxe HOMCHKJIATYpy NlOKasaTeJell KayecTBa, BKJOYae-
MbiX B paspalaThiBaeMble W IepecMaTpHBaeMble CTaHAAPTHl, TeXHH-
yeckue sazanus (T3) Ha onbiTHO-KOHCTpyKTOpcKHe pabotel (OKP),
texHuueckue ycjaous (TY), kapTel TEXHHYECKOro ypoBHSI H KayecTBa
npoaykwiu (KY).

BHoJOrHYeCKHe Npenapatel BKIOUAIOT B ce0s CeAyIOUHe TpyNnsl
npoaykuun ¢ kKolamu no OKII: cuiBoporkn — 93 8200, BaKIHHBI —
93 8400, aumaroxcunbl — 93 8500, Gakrepnodarn — 93 8600, annepre-
Hel — 93 8700, avarHocTHueckie npenapaThl ¥ NHTaTeJbHbE CPeAbl —
93 8800.

1. HOMEHKJNATYPA NMOKA3ATEJEW KAYECTBA
BUOJIOTHYECKHUX TPENAPATOB

1.1. HoMeHkJsaTypa moxasaTejeli KayecTBa OHOJOTHYECKHX Hpemna-
PaToB MJIsi BETEPHHAPHBIX Liejel npuBeleHa B Taba. 1.

H3pnanue oduuHaabHoe Mepeneuatka Bocmpemena
© HsnparenbcTBo craHzapros, 1990
2—1252
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Ta6nuupa 1
HauMeHoBaHHE (OKAa3aTes st OGosHadenue HaumeHoBBHHE
KayecTBa noKasarteas XapaKTepHU3yeMoro
KavecTsa CBORCTBA

1. [TOKASATEJIM HA3HAYEHUA

1.1. TloxkasaTenu HasHaueHus GaKTePHAHHIX BaKLHH

1.1.1. AKTHBHOCTb, e, aKTHBHUCI.H
1.1.2. Jauresnuocts UMMYHHTETa,

Mec; ToA

1.1.3. Konuentpauus MHKPOGHHX

Knetox, mus/cm3; Mmiupa/cm®

1.1.4. KoHuenrpauus XKuBHX MHK-
poSunx  kaeTok (paros) man/cM¥;
Mapa/cmd

1.1,5. Konuentpauus crop, Myapa/cm?;
MJH [em?®

1.1.6. Kounenrpauus
HOHOB

1.1.7. Kounentpauus axpioBanra, %

1.1.8. Kouuenrpauus axcopGenra, %

1.1.9. Juccounauus, %

BOAOPOLHBIX

—

pH

—_—
[—

IlponoaxurespbHOCTL  CHe-
nHQpuueckoro HMMYHHTETA Y
o6bexTa npuMeNeHuss npena-
para

Cogepixanne crmeunbuyec-
KOro aHfHrexa
To xe

>
DOHU3HKO-XHMHYECKHE
Cocra® npenapara

To xe
CrabuabHOCTD

1.2, INoka3saTtesn Ha3HAaYeHHH BHPYCHHX BakUHH

1.2.1. AkTHBHOCTb, €A, AKTMBHOCTH
1.2.2. XAy resibHOCTD HMMYHHRTETA,
MEC; TOR

1.2.3. Cneuu¢uuHoOCTb, THTP

1.2.4. Konuenrpanus BOAOPOAHLIX
HOHOB

1.2.5. Konnesrpauus aabloBasra, %

1.2.6. Kounenrtpanus aacopGenra, Y%

npO}lO-H}KHTeJleOCTb cne-
HHQ)H'JECKOI‘O HMMYyHHTETA ¥
o0bexTa NPpHUMEHEHU S

DHIUKO-XUMHTECKHE

Cocres npenapara
To xe

1.3. INokasatenn BasHaueHHS NPOTHBOrPHOKOBHX BAaKUHH

1.3.1. AXTHBHOCTb, €. aKTHUBHOCTH
1.3.2. JInuresbHOCTD IMMYHHTETA,
roj
1.8.3. Kouuenrpauus crnop, muasx/cm?
1.3.4. Kosuentpauus IXHBHX CHOp,
Man/em?
1 3.5. Huccounanus, %
1.3.6. Cneun¢nueckan
MECTe BBEICHHHA, CM; MM

peakuusa ua

e

MposomxurenpbHocTh  Clle-
HUPHYECKOr0 HUMMYHHTETa ¥
OGLEKTOB NPHMCHEHUS

Kauectso npH H3rotosae-
HUH
Coneprkaune cnenuuuec-

KOro 2HTHreHA
CrabunnnocTb
ViMmynorenHast axTHBHOCTB
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IIpodoasenue Tusa.

O6o3nayenne HaumenoBanue
HanMexnoBanne noxasatens nOK 23aTen XapaKTepusyeMoro
KayecTna cBOHCTBA
s
1.4. Iloxkasatenn na3HaYeHHS JEUEOHHIX CHIBOPDOTOK H ramMa-raofyaHHos
1.4.1. AKTHBHOCTb, el. AKTHBHOCTH — —
142 Juarenbuorin NMMYHHTETA, — [ponoaxurensiocTs  coe-

Mee; rof

1.4.3. Cnewu;i4HOCTD, THTP
1.4.4. Konuernrpauus BOJOPOAHKX

HOHOB

pH

uHpyueckoro HMMYHHTETa ¥
o6beKkTa NpHMeHEHHS

¢ n2HKO-XHMHYECKHE

1.5. [ToxasaTesqu Ha3Ha4yeHHs AMATHOCTHYECKHX TNPERaparoB (aHTHIEHH,
aHTHCHIBOPOTKH, ajljlepresnl)

AKTHBHOCTD, €J. aKTHBHOCTH
CreituGUIHOCTb, THTD
Konuexrpauus BOJIOPOAHBIX

1.5.1.
135.2.
1.5.3.

J
i0B

pH

DU3UKO-XxUMHYECKHE

2. ITOKA3ATEJ/IM HANEXXHOCTH

2.1, Cpox roAHOCTH NpH OnNpejeneH-
HBIX YCJIOBHAX APUHEHHR, MeC, TOA

2.2. Maccosas poas Bjaru, %

2.3. TepmoctaGuabhocT, npH TeMIe-
patype ot 2 o 10°C; % /mec

2.4, TepmocraGuIbHOCTL fIPH  TeMIle-
paiype or 15 go 25°C; Y /mec

2.5. TepmocTabUALHOCTL npH  TeMmne-
patype (37+1)°C; %/cyt; % /4

2.6. Cneunduueckas 3¢(eKTHBHOCT,
% 3aluTHI
2.7. Pacrsopumoctb, Muu/cM3, c/cm?

2.8. KouueHtpauus KOHCEPBaHTa,
Mmr/emd; %

2.9. Konuenrpauus HHAKTHBAHTA,
mr/em3; O

2.10. l'asoBas ¢a3sa, %

2.11. Conepxanue 6enxa, MKr/cm®

2.12. Conepxaunne 6anjacTHHX Be-
mects, MKr/cM8; mr/cm®

P

JlnHTenbyocTe COXpaHEHHS:
aKTHBHOCTH MpPH ONTHMAaJb-
HOH TeMmnepatype XpaHEHHS

CrabunbuocTb

To xe

>

JauTenbHOCTD COXpaHEHHS
AKTHBHOCTA NOPH ONTHMAJb-
HO!t TeMmlepaType XpaHeHHS

ApbhexTHBHOCTh NPH IPH-

MeHeHHH

Cra6uibuocTh
Besspennocrs, TOKCHYHOCTB

CU3HKO-XHMHUYECKHE

BruoxumHyeckne

BesBpersocTs NpH NpPHME-
HEHHH

3. SPTOHOMHWYECKHE TI0OKA3ATEJIN

3.1, Kpaisocrs HcnonbzoBaHHd  mpe-
naparta

3.2, TpyZzoeMKOCTb NpH T PHMEHEHHH,
YeJL-Y/IOTOBY; HeJL-U/HCCNe0BaHIe

Kparsocre IIpHMEHeH1 %
npenapara

3arpatu TpyAa
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Mpodorscenue Taba. 1

HauMeHoBaH/le Noka3aTens OGosnauenne HauMeHopanue
KadecTBa noKasareJsi xapa.:\'TepnayeMoro
xavyecTsa cBofcTBa

3.3. Yno6cTBO YyNakoBKM NpPH NpuMe- — —
HeHuH, 6ana
3.4. Cnoco6 BBenmewus Tmpenapara, — —
6ann

4. 5CTETHUYECKHE TTIOKA3ATEJIHU

4.1. HUcnonnenne ynaxoBku, 6ann — DCTETHUHOCTD
4.2. YeTKOCTp HCIONHEHRS MapKH- — UndopmatuBrOCTD
poBkH, Gaan

5. TIOKA3ATEJIM TEXHOJIOTHYHOCTHU

51. VaeabHas TPYAOEMKOCTD, T 3arpaTh TPYAOBHIX pecyp-
qeJL,-u/n; ues,-u/103a COB HAa eAHHHMLY NPOAYKIHH
5.2. ¥neapnas MaTepHaTOeMKOCTS, M DKOHOMHUYHOCTL IO PACXO-
o3, (n1)/py6. 1y MaTepuaJjia NpH NPOH3BOAs
CTBe
5.3. YaenbHas IHEPrOEMKOCTh, — DKOHOMHYHOCTH N0 Pacxo-
KBT1-u/x1; kBt-u/nosa Iy 5JIeKTPOIHEPTHH NMpPH NpO-
H3BOJICTBE

6. TATEHTHO-ITIPABOBBIE [TOKA3ATEJIH

6.1. Tlareutuag samura (no I'OCT ITha CTemeHs 3amMUTH  H3ACTHR

15.011—-82) ABTOPCKHMH  CBHIETEHCTBA-
MH H NaTeHTaMH

6.2. [Tatentnass uucrora (mo ['OCT Maa BosmoxHOCTh  Gecupenst-

15.011—~82) CTBEHHOH peajusauyu B

CCCP u 3a pyGexoMm

7. 9KOJIOTMYECKHE [TOKA3ATEJIU

DesspefiHOCTL  ANA  BHeM-

7.1. YpoBeHt BpeAHOro BO3IcHCTBHS —_
Heil cpean

Ba OKDYXaiolmyio Cpely NpH XpaHe-
HHM, TPaHCHODTHPOBAHHH H HCIOJBL3O-
BaHHH

8. MOKA3ATEJIH BE3OITACHOCTH
8.1. Besonachocte paGoTer 1pH nc-l — BesomacsocTe DPH NpHMe-
goassoBanuH, Y% HEHHH
9. OBOBIIEHHBIVT ITOKA3ATE/Ib 3¢®EKTUBHOCTH
HCITOJIE30BAHHUSA

AxonoMuyeckad 3pbekTHB-
HOCTh

—

9.1. O6o6mennas 3QPEKTHBHOCTD HC-
noNb30BaHuA Ipenapara, pyoé.
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Hpodorsenue raba. 1

HanveHonanue noxasarens
KayecTea

O6o3xayenne
nokasareas
KavecTsa

HauMmenosanne
XapaKTepH3YeMorQ
caolicraa

10. KAYECTBEHHBIE XAPAKTEPUCTHKH

10.1. Besspeanocts

10.2. ITonHOTAa HHAKTHBAUKH
10.3. KonTaMHHauus

10.4. PeakTOreHHoctob

10.5. Mopdonorus KyabTyps
10.6. ITonuxuoctb

10.7. Kancyaoo6pa3oBanue

10.8, Hanuune nocToponHei mnpHMe-
CH, NJeceny, Hepa3GHBAIOWINXCS KOHT-

JIOMepaToB
10.9. Liger, BuA ¥ ¢opMa

10.10. Hannuue Bakyyma

10.11. Poct Ha 3JMeKTHBHHX NHTa-

TeJILHBIX Cpefiax
10.12. Cencubunusauus

treertt

Eesspexnocts npH npuMe-
HEHHH

ABHpY/IeHTHOCTD

Yuciora, CTEPHABHOCTS

BesspennocTs

Kyabrypaibhue CBOACTBa

Kyabrypanbuble CBOACTBa

To xe

KauectBo ¥ ToBapHHI BHA

Kauectso, TOBapHHA BHA
¥ HAeHTHHNHDYIOWBA npA3-~
Hax

T'epMeTHYHOCTH  YNAKOBKRE

KyabTypanbHne  CBOACTBA

Crneuuduueckad  yyBCTBH-
TeJbHOCTD

IIpumeuanue OcHoBHHE nNOKa3aTeN# kaueCTRa HAGPAHH XXHDHHM WIPHp-

TOM.

1.2. AndaBuTHbIT MepeyeHp Mokasarteneil kKadecTsa GHONOTHUCCKHX
DpenapaTos, a Takxe NepeyeHb TEPMHHOB H JIOSCHEHHA K HHM JaHH B

NpUIOXKeHusx 1 u 2.

2. MPUMEHSIEMOCTb MOKA3ATEJIE# KAYECTBA
BUOJIOFHYECKHUX NPENAPATOB 1JiSi BETEPHHAPHDLIX LEJIER

2.1. TlepeueHb OCHOBHBLIX MOKazaTeNell Kayecrsa:

AKTHBHOCTD;

MJIUTE/bHOCTE HMMYHHTETA,

CPOK TOAHOCTH;
3¢ ¢eKTHBHOCTD;
6e3BpelHOCTD;

yAeJbHAS TPYAOEMKOCTb;

00001IeH LR NIoKasaTe b 3 (eKTHBHOCTH HCNOJb30BAHNS;

peaKTOIeHHOCTb.
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2.2. [IpuMensieMocTs mMokasaTenell KauecTBa OHOJOTHUECKHX Ipe-
napaToBs I/s BeTepHHAPHHX uesel, Bkawuaembix B T3 na HUP mo
oupefiesIeHHI0 NIePCNIeKTHB Pa3BHTHs INPOAYKUHH, B FOCy1apCTBEHHEIE
crangaprel ¢ nepcnekTHBHuMH TpeGoBanuamu (I'OCT OTT), B paspa-
6GarbiBacMble M llepecMaTpHBaeMble CTaHAApPTH Ha NPOAYKUHMIO, TEXHH-
weckue ycaoBust (TY), KapTel TeXHHYECKOrO yPOBHS H KauyecTBa mpo-
aykuun (KY), T3 na OKP, npusesenn B Tabu. 2.
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IIPHJTO)KEHHE 1
Cnpasouroe

AJIPABUTHBHINI NEPEYEHD MOKA3ATEJIEA KAYECTBA
EHOJIOTHYECKHUX NPENAPATOB AJi1 BETEPHHAPHDBIX LEJIEA

Tab6nauna 3

Homep nokasarens

HauMehoBaHHe MOKa3aTeas no taba. 1

AKTHBHOCTb 1.2.1; 1.3.1; 14.1;

=

1

1

BesspeanocTsb 1
BesonacHOCTb paGoOTH NPH HCNIOJBL3OBAHHK 8
BoszeficTBHe Ha OKpPYXAWINY0 Cpeny 7
Hucconvauus 1
JNHTebHOCTD HMMYHHTETZ 1.
Joas Bmaru maccoBas 2
6

4

1

1

1

1

1

1

1

Ne

——
[SF)
N o

.

1.3.2; 1.4.2

3amura naTeHTHas

Hcnonuenue ynakosku

Kancyaoo6pa3oBanne

Kouramunanus

KoHueHTpaunus aabloBaHTa

Kounentpanus amcop6enta

KoHueHTpanns BOAOPOAHHX HOHOB

KownenTpanus XHBNX MHKPOGHBIX KJIETOK

KoHueHnTpauus XHBHX CIOp

Koyuempauuﬂ UHaKTHBAHTa

KOHHCHTPBL{HH KOHCepBaHTa

KoHuenTpauus MHKPOGHHIX KJAETOK

Kouuentpaunst cnop

KpaTHOCTb HCNONL30BaHHA mpenaparta

MarepuanoeMkocTh yaenbHas

Mopodonorust KymbTyphl

Hannune Bakyyma

Hanuune mocroponHefi mpumecH, njecewd, HepasGu-
BAaIOINXCA KOHIJIOMEPATOB

IMogsuxHOCTD

Honnora nHaxkTHBAUHH

PacrBopumMocCTb

Peakuus Ha MecTe BBeJeHHs Clienubuyeckasn

PeakToressocts

Pocr Ha 3MEKTHBHHX NHTATEJbHHIX Cpefax

Cencubunuzanus

Copepxanne Genka

CopepiKanue 6aJjsacTHEIX BeleCTB

CneuudHaHOCTD

Cnioco6 BBelleHHS npenapara

CpOK TrOAHOCTH NDH OIpeXeJeHHHX YCJIOBHAX Xpa-
HeHHS MeC, TOA

TepmocTabunbrOCTh MPH TeMnepatype or 2 xo 10°C

st

; 153

BnDP®
—_——
—
L
»

1.33
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ITpodorscenue Taba. 3

HoMmep nokasatens
IaumedosanHe noxasaTtens no Taox. 1

TepmocTaGuabHOCTh NpH TeMIepatype or 15 xo 25°C

TepmocrtabunpHocTh npu Temnepatype (37x1)°C

TpyroceMKOCTh NPH NPUMEHEHHH

TpyZoeMKOCTh YAeJbHAS

Y1oOCTBO YNaKOBKH NPH NMpHMEHEHUH

YpoBeHb BpeAHOro BO3JefCTBHA Ha OKPYXKAaIOMYIO
Cpelly [pu XpPaHeHHH, TPAHCIOPTHPOBAHHH H HCNOJMb-
30BaHIIK

$asa raso.as

Liser, Bua u popma

YeTKOCTb HCHOJHEHHA MapKUPOBKH

Yucrora nareHTHAs

JHEProeMKOCTh YHAeJbHas

D((PeKTHBHOCTD HCHOJBL3OBAHMA npenapata 0606-
men#as

JPpdexTUBHOCTL CrlelHpUIeCKaT

Npowen
—0— N Q1

oowog e
—wowP =
oo

[o2]
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NPHJIO)KEHHE 2
Cnpasouroe

TEPMHHDLI, NIPUMEHSAEMBIE B CTAHIOAPTE, H
NOACHEHHUA K HUM

Tabaunma 4

HaunMeHoBanue nokasartenas
KauecTsa

HoMep
nokasartesist
mo Taba. 1

MoscHenue

AXTHBHOCTH

bannacTHHe BelllecTBa

Besspennocts
Besonmacsoers  paGorhl
IpH UCIOJb30BAHHU

Bo3zzeiictBue H2 OKpY-
KaIYI0 CPeny

TasoBas ¢asa

Hucconnanus

JauTeNbHOCT MMMYHH-
TeTa

Hcnonnenne ynaxoBxu

Kancyaoo6pasoBanne

10.1

8.1

7.1

2.10

1.1.9

—

[V
L
—_—

> bo
o

4.1

10.7

CrnocobHOCTE GHOJOrHYECKOrO mnpenapa-
Ta BHI3LIBATHL (NPOSABAATH) CreUHDHUYECCKHA
sdpdexr, ompelensieMbll 3KCHePHMEHTAJIbHO:
H BHIpaxaeMblii B COOTBETCTBYIOIIHX €IH-
HHIIAX aKTHBHOCTH

IMokasarennb, xapakTepusylomui HaJH-
YHe B KOHEYHOM TNPOAYKTE JAONYCTHMOro
KOJIHYeCTBA BellleCTB, HeXapaKTepHHX NJT
cocTaBa mnpenapara; omnpelensercs ¢Gu3H-
KO-XHMHYECKUMH MeTOJAaMH

CBojicTBO mpenaparta, BBEIEHHOr0 B oOp-
TaHH3M JKHBOTHOrO B TECT-703€, He BHS3H-
BaTh H3MELEHHS KJIHHUYECKOTO COCTOSHHS

Moxasatesb, XapakTepu3yIOUuii BePOSAT-
HOCTL Ge3omacHofi paboTHl  nepconaja
IpH NPHMEHEHHH TpenapaTta

IMokasaTtens, XxapakTeph3yiouluii BeposT-
HOCTb BPeAHHIX BO3NEHCTBHH HA OKPYXaio-
WYyi0 cpely NpH NPHMEHEHHH

ITokasatenp, XapaxkTepU3ywmHii coaep-
JKaHue Ta30B (KHCJOPOJ, a30T, aproH
Ip.) B amMmy/jax ¢ CyXHM IpenapaTtoM, om-
pelensseMuX (HIHKO-XHMHUYECKHMH MeTo-
gaMu

CBOHCTBO KHUBBIX KYJbTYp OGakTepHh,
XapaxTepHusywouiee CreneHb CTaGHIBHOCTH
MX KyJbTypajbHHIX NPH3HAKOB H H3Mepse-
MO€ OTHOWEHHe YHCJIA HETHNMHYHBIX KOJO-
HHA K MX OGIIeMY 4YHCIY

Tlokazatenb AJHTENBHOCTH  COCTOAHUSA
cnenu(uueckofi HeBOCUPHHMUYMBOCTH Opra-
HM3Ma N0 OTHOLIEHHIO K BO3OYAHTENIO HH-
¢dekunOHHOTO 3a60/eBaHHs; onpeneaseTcs
SKCNepHMEeHTAaJIbHO

ITokasaTtenb, xapakrepusyiomuil TOBap-
HHl BHA TOTpe6GUTEJbCKOH Tapnl; onpene-
JgeTc BH3YaJbHO

Crnioco6HocTh  GaxTepHil
BHIPAXKeHHYIO  Kamcyuy;
MHKDPOCKOIMHUYECKHM METOAOM

hopMHpPOBATH
onpenenseTcs
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ITpodoascenue Taba. 4

HaHMeHozaaﬁgnggxaaaTem nomﬁignﬂ IMosicrenue

no Taéa. )

Konramunanus 10.3 ITokasarenb, xapakTepu3yiomuii oTCyT-
CTBHE B Ipenaparte IIOCTODOHHEA MHUKPO-
¢dnopw M BHPYCOB; ompefensercs GakTe-
PHOJIOTHYECKHM ¥ GHOJOTHYECKHMH METO-
HaMH

Konuentpanus  amgmeto-| 1.1.7; 1.2.5 [lokasaTenb, xapakTepH3ylOmHu# KOH-

BaHTa HeHTpPALMIO B  npenaparte BellleCTBa,
obecneyuBaionmiero NPOJOHTHPOBaHHE Xefi-
CTBUSl aHTHTEHA B OpraHH3Me
Konuenrpauus aacop-| 1.1.8; 1.2.6 To xe
benra
KoHuesTpauus XHUBHX| 1.1.4 Conepxanne XXHUBHX MHKPOOHBIX KJETOK
MUKPOOHHIX KJAeTOK (fa- B eamHHne obnema mpemnapaTa, onpese-
roB) Jgemoe GaKTePHONOTHYECKHMH MeTORaMHu
KorueHTpauusi XHBHX | 1.3.24 Cojep:kaHie XHBHX CIOpP B ejHHHIE
ciop oObema, OmpefensieMoe NMYyTeM ydeTa BHI-
POCLIHX KOJIOHHH Ha NHTATeJbHOH cpe-
ae

Konuentpaunss muxpob-| 1.1.3 CoJaep:xanne MHKPOGHHX KJETOK B eIH-

HHX KJETOK HHue o6beMa, omperensemoe (PH3HKO-XH-
MHMYeCKUM H (DH3UYECKHMH MeTOAaMH

Koxuentpanus crnop 133 Conepxanne cnop GaxTepuii B eXHHHUE
o6bema

Kpartrocis ucnonp3osa- 3.1 ITokasaTenb, xapaxkTepH3ylOWHA Kpart-

HHMS Ipemapara HOCTb [IPHMEHEeHHWS mnpenaparta IS AOCTH-
JKEeHHS Pe3ysbTaTad Ha3HAYEHHS

MaccoBasgs gosas Baard |22 IToxasatenb, xapakTepH3VIOWIHA coaep-
Kanue cBOGOAHOM B CBA3aHHOR BOIW B
CyXoM npernapate; onpefensiercss (H3HKO-
XHMHYECKUMH METOAaMH

Koﬁue}npauug HHAKTH- | 2.9 D,OHyCTPIMO& KOJIHYECTBO OCTATOYHOTO

BaHTA HHAKTHBHDPYIOIIEro 4areHTa, OmpejensieMoe
(H3UKO-XEMHUECKIMH  H  GHOJIOTHYECKUMH
MeToJaMHu
Kounentpaunss Koncep- | 2.8 JomycTiMoe KOoNnuecTBO KOHCEPBHpYIO-
BaHTa HIero aresTa, ONMpefefsieMOE XHMHYECKH-
MH, GH3HKO-XHMHYECKUME H GHOJIOTHYEC-
KMMH METONaMH

Mopdonorua Kyaprypu | 10.5 Ioka3atenb, xapakTepHsymol#ji THIHY-
HOCTb MOP(OJIOrH4eCcKHX JPH3HAKOB KYJIb=
TYPH; ONpefensieTci MHKPOCKONDHYECKH

Hanuune BakyyMma 10.10 ITokasatenb, XapaxkTepM3YIOIIHA HaJIH-
4qHe B YNAKOBKe NABJIGHHS HHIKE ATMOC-
(eproro, onmpenessieMblfi METOZOM BHCOKO-
Ka4YecTBEHHOI0 paspsia

Hannuune nocropownef | 10.8 [Moka3aTens, xapaKTePHIYIOWHKA KawecT-

NpUMECH, NJIeCeHH, HEpas-
GHBaIOUHXCS KOHTJIOMepa-
TOR

BO M TOBAapHuli BHX INpenapara;
JRSieTC BH3YAJABHO

onpeze-
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ITpodoarenue Taba. 4

Haumenonaunse nokasarens
KauecTsa

HowMmep
nokKasaTeas
1o raéa. |

[osichenue

O606menun  nokasa-
Tesib 3((PEKTHBHOCTH HC-
NOJb30BaHHS MNpenaparta

Tarentnas 3amura

lNarentnas 4ueTOTA

TloaBHXHOCTL

IMNosnoTa HHAKTHBAUKH

PacrtsopumocTs

Peakroresnocers

PocT Ha 3NE€KTHBHHX
NUTATENbHEX Cpefax

Conepxkaune 6enka

Creuuctuyeckas  peax-
UMS HAa Mecre BBeJeHHd

Crneunduueckas adbex-
THBHOCTh

9.1

6.1

6.2

10.6

10.2

2.7

10.4

10.11

2.11

1.3.6

2.6

IlokasaTtesnb, pacCUATHIBAEMEfi KaK OT-
HOLTEHHE MoJNe3Horo s¢peKTa OT HCMNOJIbs
30BaHUA K 3aTpaTaM Ha CO3/JaHHe H fpH-
MeHEHHe Tpenaparta (3KoHOMHYeckas 3¢-
(bEKTHBHOCTb)

IOpunnueckoe cBOJCTBO, XapaKTepU3yio-
Hice CTeneHb NPABOBOH 3allMTH NPOLYK-
UMH B CTpaHe H 33 pyOexoM

IOpnauueckoe cBOfcTBO mpemapara, xa-
pakTepusyolllee BO3MOXHOCTb €ro CBO-
GOLHOro MCNOJNb30BAHHA B JAHHOA cTpaHe
6e3 OMacHOCTH HapyuwleHus AeHACTBYIOIHX
Ha ee TeppUTODHH NAaTEHTOB HCKJIOYH-
TEAbHOrO NMPaBa, NPUHAMNEKAUIUX TPETLUM
JHiaM, OmpenesseTcs NPOBENEHHEM  Cre-
UHaJAbHO! SKCHEPTH3H

Crnioco6HoCTb MHKDOOPraHH3MOB K aK-
THBHOMY [nepeMellleHHI0; oOnpeleisercs B
pasjaBaeHHON HJH BHCAYel Kanafx OyJb-
OHHOR KYJbTYPH MHKPOCKONHYECKH

INoxasarteab, Xapakiepus3ylOuf aBUpY-
JEHTHOCTb Ipenaparta; onpenengercs Guo-
JIOTHYeCKHMH H 0GaKTeDHOJIOrHYeCKUMH Me-
TONaMH

Cnocobuocts cyxoro nmpenapata pactBo-
pAThCA B ONpEJeNIEHHOM oObeMe pacTBo-
p.:irejis 3a ONpeNeNeHHOe BpeMs

CBoiicIBO Npenaparta NpH BBEJEHUH BH-
3nBaTh B OpraHH3Me KakHe-quGo mo6ou-
Hule 3((peKTH; onpelenseTcs KIHRHYECKHM
OCMOTpPOM

XapaxkTepucTnka AucdeperHasbLHOro
NPHA3HAKA KYJbTYPH MHMKPOOPraHH3Ma, oIl-
pelensieMass NOCEBOM Ha 3JEKTUBHYIO ITH-
ratefbHyIO Cpeny

[lokazaTteab, xapaxTepH3yOMHUA coaep-
#KaHne ofuwero Geqka B mpenapare H Ol
penengeMui (H3UKO-XUMHYECKHMH  METO-
LaMH

CBOACTBO BaKIHHLE BH3HBAaTL NpPOSBIE-
HUY ONpeNe eHHOA KOMHOA pEeakuHH, of-
peleigeMoi o pasMepaM OYaXKKa, NOSIBHB-
Ierocs moC/e BBeAeHHS BAKUWHH H H3Me-
pseMOi 10 AHameTpa O4axkKa

Jonst xHBOTHHX JHG0 OOBEKTOB aHar-
HOCTHYECKOTO HCCJEXOBAHHA, AJAS KOTOPOR
rapautHpoBan >(pexT npumenenns OHO-
npertapata coraacso HTIL
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IIpodoaaceriue Taba. 4

HaumeHoBaFke Nokasatensn Homep
Kayecrsa rokasaTtens IosicHenue
oo Taba. 1
CrnenupHIHOCTD 1.2.3; 1.4.3; ITokasatenp, XapaxkTepu3YIOMHA COOT-
15.2 BeTCTBHE GHOJIOrHYECKHX CBOACTB 3TaJIOHY
(pedepenc-npenapaty), onpejenseMHii B
CEPOJIOTHYECKHX HJIH HMMMYHOJIOTHYECKHX
peaxuuax
Cnoco6 BBeaenus mpe-| 3.4 CBolicTBO, xapakTepHusyiollice YyA0OGCTBO
mapara NpHMEHeHHs mpenapara
Cpox roanocTtH 2.1 Ilepuoa BpeMeHH, B TeueHHe KOTOPOTO
npenapar COXpaHAeT CBOH cCrenudbuyeckse
cBOficTBA
TepMocTaGHABHOCTD 2.3; 2.4; CKOpPOCTb CHHXKEHHS aKTHBHOCTH OHOJIO-
2.5 FHYECKOrO NpenapaTa NpH 3aJaHHOM TeM-
nepaTypHOM pexXHMe; onpeiensercs 9KC-
[ePHMEHTAbHO
Ypenbnass  marepuano- | 5.2 ITokazaTenr 9KOHOMHUHOCTH [0 PaCXO-
€MKOCTh Iy MaTtepHajoB NPH NPOHU3BOACTBE
YHenbHas TpyRoeMmkocTs | 5.1 TokasaTens 3aTpar TPYAOBHX  pecyp-
COB
Ynrenvuas aHeproewm- | 5.3 TlokasaTens 3KOHOMHYHOCTH MO PaACXOLY
KOCTb 3NEKTPOIHEPTHH TPH NPOH3BOACTBE
YrnoberBo ynakoBku npi | 3.3 TloanoTa uCHONL3OBAaHUA IIpenaparta H3
IIpHMEHEHHH OJZHOMA YMAKOBKH IPH DpHMEHEHHH
Ileer, Bux u ¢opma 10.9 Iloxazarenb, XapaKTepH3YIOUIHH KadecT-
BO M TOBApHHl BHJ Ipenapata; onpejie-
JfeTcs BH3YaJbHO
YeTkocTb  HCNOMHEHHA | 4.2 HudopMaTHBHOCTL MapKHPOBKH, KOTO-
MapKHPOBKH past ofecneduBaeT NPABHJILHOCTb HCHOJb-

30BaHMs Ipenapara,
aJIbHO

onpeliesieTcs BH3Y-
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Eannnys
S Hanmenosane O6o3navenue
MemIyHEZpONHOE pyccxor
OCHOBHbLIE EAUHHLL CH
Dnnna METp m M
Macca ERNOTPAMM kg Kr
Bpemsa cexyiaa S c
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Konuyectso Bewecroa MOne mol Mmons
Cuna caera Karaena cd Ka
BONOCNHUTENBHLIE ERHHHUE CH
Mnockuit yron pPenMaH rad pan,
TenecHoit yron crep anuman St €p

NPOUBECAHBIE EAUHKN CW, UMEOILSE CNEUMANDHBIE HAMMEROBSHUA
Equtnua Brip KO ped
Bermumna Haumenons- Obcavavenue Nm:nuuf M gos
e Noomne | Piccoe POy
Yacrtoro ter . Hz Ma c!
Suna HbIOTCH N H MoKr =2
Nasnenne nazxans Pa Mo M= kree?
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