Homep JIEKAPCTBEHHBIE IIPEITAPATBLI, COJAEPXAUIME JKMBBIE
MUKPOOPI"'AHU3MBI, U MEAUITMHCKOTI'O ITPUMEHEHUW A

1. OIIPEAEJIEHUE

JlekapcTBEHHBIE ITPENapaThl, COAEPKALIUE KUBbIE MUKPOOPIaHU3MBI, U1 MEAULIUHCKOTO
NPUMEHEHHS TMPEJICTABISAIOT COOOW JIEKApCTBEHHBIE MPETaparhbl, B COCTaB KOTOPHIX B KaYeCTBE
JEHCTBYIOIIEr0 (AKTUBHOI'O) BEIIECTBA BXOAST JKHUBBIE MHUKpPOOPraHu3Mbl (OakTepuu WiIH
JpoxoKeBble rpuObl). K TakuM npenaparam OTHOCST, HAIIPUMED, TPOOHOTHKH.

B o0weii apmakoneitHoil craThe npencTaBieHbl OCHOBHBIE TPEOOBaHMs, IPUMEHUMBIE K
JICKApCTBEHHBIM  IperaparaM, COJEpXKalldM JKMBbIE MHKPOOPTAHH3MBI, B  Ppa3IMYHBIX
JIEKapCTBEHHBIX (OpMax, NMpeAHa3HAYCHHBIX JUIA NpuéMa BHYTPb, HAHECEHHS Ha CIHM3HCTYIO
000JI0YKy POTOBOM MOJOCTH, BaTHHAJIBHOT'0, PEKTAIbHOTO IPUMEHEHUS.

JlekapcTBEeHHbIE IpenapaThl, COAEPIKAINE )KUBbIE MUKPOOPIaHU3MbI, MOTYT BKJIHOYaTh
OMH WJIM HECKOJIBKO IITAMMOB, TPHHAUICKAIMX K OJHOMY WM pa3sHbIM BHAaM
MHUKPOOPTraHn3MoB. KonmuecTBoO HUBBIX OaKTEpHU WIIH IPOXIKEBBIX TPHOOB ONPENEISIIOT ITyTeM
HO/ICUETa JKM3HECIIOCOOHBIX U KYJIbTUBHPYEMBIX MHKPOOPTaHHU3MOB MPEIonaraeMoro(bix)
mramMma(oB) (Hampumep, coryiacHo ooOuieil (apmakomneiiHol cTathe Homep «Onpedenenue
KOHYEHMpayuu Ki1emox MUKPOOPSAHUIMOBY).

JlanHas oOmiast (hapmakoreifHas cTaThsl HE pacCpOCTPAHSETCs] Ha BaKIIMHBI, COJIEpIKaIIne
KHUBBIE OakTepuu, a TakXKe NPOAYKTHl, IpeIHa3HAuUeHHbIE [UId TEHHOW Tepamuu WK

TpaHCIUIAaHTAlUU (EKaTbHON MUKPOOHOTHI.
2. [TPOU3BOACTBO

2.1 OBIJUE T1OJIO’KEHHUA

Metoa mpou3BOACTBA JIOJDKEH 0OOecreyuBaTh CTAOMIBLHOE MOJYYEHHE JIEKApCTBEHHOTO
npemnapara, COroCcTaBUMOTO C Cepueil, MMeIoIel TOKa3aHHYI0 KIMHUYECKYIO 3()(EeKTUBHOCTh U
6e3omacHoCTh. Haexaniuii KOHTpoIb B IPOLEcCe MPOU3BOJICTBA JIOJKEH rapaHTUPOBATh, YTO
MPOLECC MPOM3BOACTBA HAXOJIUTCS MOJ KOHTpOJIeM U oOecrnedyuBaeT CTAOMJIbHBIN BBITYCK
JIEKAPCTBEHHBIX MPEMAPATOB YCTAHOBIEHHOI'O KaueCTBa.

IIpon3BOCTBO OCHOBAaHO Ha CHUCTEME MOCEBHBIX KYJIbTYP MUKPOOPIaHM3MOB. MeTobl
MPOU3BOJICTBA JOJKHBI OBITH pa3pabOTaHbl C YYETOM MOJAJEP>KAaHUS >KU3HECIIOCOOHOCTU
MUKpPOOPraHu3MoB. B jekapcTBeHHBIN npenapaT MOryT ObITh J0OaBJI€HBI CTaOWMIM3ATOPBI U

APYruc BCIIOMOTaTCIIbHBIC BEIICCTBA KOHTPOJIHUPYEMOT'O MI/IKpO6I/IOJIOFI/I‘-IeCKOI‘O KadycCTBa.
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Martepuansl KUBOTHOTO WM YEJIOBEYECKOTO MPOUCXOXKACHHUS, HCIOJIb3yEMbIE B
IIPOM3BOJICTBE MPOOMOTUKOB, TOJKHBI BBIJICPKUBATh TpeOOBaHM 00111eH (papMaKoneifHON CTaTbu
2.3.1.3 Bupycuas b6e3onacnocme. IIporiecc mpou3BOACTBa JOHKEH 00ECIIeUNBATh YIAJICHUE WITN
MUHUMU3ALHUIO IOCTOPOHHUX areHTOB, TOKCUYHBIX U APYTUX IPUMECEH.

[Ipu pou3BoOICTBE JIEKAPCTBEHHBIX MPENAPaTOB, COAEPHKALIUX KUBbIE MUKPOOPTaHU3MBI,
KOJIMYECTBO IMaccakeil 0akTepuil WK APONIKEBBIX TPUOOB OT TJIABHOW MOCEBHOM KYJIbTYPHI HE
JIOJDKHO TPEBBIIATh KOJIMYECTBO IMACCaKed, KOTOpOe ObLIO MCIONBb30BAHO JJISi MPOU3BOJCTBA
JIEKapCTBEHHOT'0 IIpernapara, KauecTBO, 0€30MacHOCTh U 3(P(HEKTUBHOCTh KOTOPOTO YCTAaHOBJICHBI
B XOJI€ KIIMHUYECKUX UCIIBITAHUH.

CraOunpHBI TIPOM3BOJACTBEHHBIM MPOIECC OOECMEeYMBAET KAaueCTBO JICKAPCTBEHHBIX
IpenapaToB, COAEPKAIINX JKUBbIE MUKPOOpraHW3Mbl. [IpenenpHbie 3HaUYCHHUS KaK MapamMeTpoB
mpolecca MPOU3BOACTBA, TaK U ISl UCTBITAHUM, MPOBOJUMBIX B MPOIECCE MPOU3BOACTBA U Ha
JICKapCTBEHHOM TMpernapare, MOTYT ObITh BBIPQKEHbI B BHJE MAaKCHUMAJbHBIX 3HAYCHUIA,
MUHUMAaJIbHBIX 3HAYCHWHA WM JIOMYCTHMOTO JHana3oHa OT YCTAaHOBJICHHOTO 3HAYCHHUS.
[IpenenpHbIC 3HAYEHUS TAPAMETPOB JOJDKHBI OBITH OCHOBAHBI Ha PE3yJIbTaTaX, MOJyUYECHHBIX IS
Cepuii, MPOIIECIIINX KIMHUYECKUE HCIBITAHUS, U CEPHil, KOTOpble ObUIM HCHOJIH30BAHBI IS
HOJTBEPXKIEHUS CTAOMIBHOCTU NMPOU3BOACTBEHHOIO Mpoliecca. BriocnencTsuu 3tu npeenbHble
3HAYCHHS MMapaMeTPOB JIOJHKHBI OBITh YTOUYHEHBI C WCIOJB30BAHUEM CTAaTHCTHYECKUX JaHHBIX,

ITOJIYYEHHBIX TP CEPUMHOM MTPOU3BOJICTBE.

2.2 OIIPE/IEJIEHUE XAPAKTEPUCTHUK MUKPOOPI'AHU3MA(OB)

OrmpezeneHne XapakTepUCTHK MHUKPOOPraHM3Ma(OB) MPOBOIAT Ha YPOBHE IITaMMA.
[lItamM, HCTIONB3yEMBIN AJI TJIABHOM MOCEBHOM KYyJbTYpbI, HIECHTUPHUIUPYIOT MO apXUBHBIM
JAHHBIM, COJIEPKalIUM MH(POPMAIUIO O €r0 MPOUCXOKIECHUH, TPUMEHEHHBIX MaHUMYJISAIUAX U
UCIBITAHUSAX, HCIOJB3YEMBIX [UISI OIpPENEICHMs] XapakTepucTUk mramMMa. OmnpeneneHue
XapaKTepUCTUK BKJIIOYAET YCTaHOBJEHHE ()EHOTHUIA M TEHOTHIA ITaMMa C HCIOJb30BaHHUEM
TaKUX METOJOB KaK MaKpPOCKONUYECKHE U MHUKPOCKOMMYECKHE UCCIEeI0OBaHUS, OMOXMMHUECKHE
UCIBITAHUS,  MOJIEKYJIDHO-TEHETUYECKHE  HUCIBITAHMS, CEKBEHUPOBAHME  WJIM  Macc-
cnektpomerpus. llITaMm gomkeH ObITh cTaOMIIEH 10 (PEHOTUITY U TEHOTHUITY.

AHTUMHKpOOHAsT yCTOWYMBOCTh W Jt00ast apyras yYCTOMYHMBOCTH, IepeiaBaeMas oOT
MHUKpPOOPraHu3Ma K COOTBETCTBYIOIIEH MHKPOOHOTE, JOHKHA OBITh OINpeneieHa M UCKIIYEHa.
Hannune ¢akTopoB BUPYJIEHTHOCTH JOJKHO OBITH MCCIEIOBAHO M OLIEHEHO C TOYKHU 3pEHHS

0€30I1aCHOCTH.
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JIn1s1 neKapCTBEHHBIX ITPENApaToOB, MPEIHA3HAYEHHBIX JUIs IPUEMa BHYTPb, BEDKMBAEMOCTh
MHKpPOOPTaHU3MOB B KHIIICYHHKE YEJIOBEKA JIOJKHA OBITh MOJATBEPIKACHA MCIBITAHUAMHE 1N Vitro

Ha yCTOWYUBOCTB K JKEIIyI0YHOMY COKY M JKEIIYH.

2.3 CUCTEMA I[IOCEBHBIX KYJIBTYP MUKPOOPI'AHU3MOB

JU1d IpOn3BOJICTBA JICKAPCTBEHHBIX IPENApaTOB, COACPKAIIUX KUBbIE MUKPOOPTaHU3MBI,
UCIOJB3YIOT CHUCTEMY IIOCEBHBIX KYJIBTYp MHUKPOOPraHu3MoB. OTCYTCTBHE IOCTOPOHHHMX
areHTOB, TOKCUYHBIX WM JIPYrMX IpUMecedl I IJIaBHOW WM pabouell MOCEBHOM KYJIBTYp
JIOJDKHO OBITh 00ECIEYeHO COOTBETCTBYIOIIMMM MepaMmu. llpum 3ameHe IVIaBHOW ITOCEBHOI
KYyJIbTYpBhl, HOBas IJIaBHasl IOCEBHAs KYyJIbTypa JIOJDKHA ObITh IOJIHOCTBIO OXapaKTEepHU30BaHa, a
KPUTHYHBIE 3Talbl IPOU3BOACTBEHHOIO MpOIEcca JOHKHBI ObITh MOBTOPHO IPOBEPEHBI B TOMH
CTETIeHH, KOTOPast HEOOXOAMMa JIUTsl TOATBEPKICHHS TOTO, YTO HE MMPOU30MIET HEOIaronpusITHBIX

W3MEHEHHH B Ka4yCCTBC, 0€30IaCHOCTH U 3(1)(1)CKTI/IBHOCTI/I IIpOAYKTa.

2.4 ITHTATEJIBHAA CPE/[A

[luratenpHas cpenga MODKHA OBITh CTEPUIIBHONM M, HACKOJIBKO 3TO BO3MOXXHO, HE
COAEp)KaTh KOMIOHEHTHI, KOTOPHIE MOTYT BbI3bIBaTh TOKCUYECKHUE, AJUNIEPTUUECKUE WIH IPYyTUE
HE)KEJIaTeNIbHbIE PEAKIMU y YernoBeka. ECiIu BKIFOYEHME TaKMX KOMIIOHEHTOB B COCTaB CPEbI
HEOOXOJIUMO, JTOJDKHO OBITh JI0KAa3aHO, YTO MX OCTATOYHOE KOJHYECTBO B JIEKAPCTBEHHOM

npemnapare HE OKa3bIBA€T HETAaTUBHOI'O BJIMAHHA HaA €ro 0€30IaCHOCTb.

2.5 POCT 1 CBOP FUOMACChHI

KynbTUBUPYIOT KaXAbIM IITaMM, MPOBEPSIOT YHCTOTY OHMOMAacchl MHUKPOOpPraHHM3Ma
(KyIbTYpBI) C HCHOJIB30BaHUEM MOIXO/SIIIMX UCTIBITaHU . [[aHHBIE UCIIBITAHKUS MOTYT BKIIFOYATh
B ce0s MHOKYJISILIUIO B MOAXOJAIIME MUTATENbHBIE CPE/bl, U3ydeHHEe MOpP(OIOruH KOJOHUHN U
MHUKpPOCKOIIUYECKOE HcclieoBaHne. buomaccy MUKpoopraHusma cOOMparoT B YCTaHOBJIEHHBIX

YCIIOBUAX U XpAHAT B COOTBETCTBYIOIINUX YCIIOBUAX.

2.6 I[IPOMEXKYTOYHBIE I[IPOJYKThBI

[Ipy XpaHeHHH NMPOMEKYTOUHBIX MPOAYKTOB I KAXKJIOTO U3 HUX YCTAHABIMBAKOT CPOK
XpaHeHus1, 000CHOBAaHHBIM TaHHBIMU MO CTAOMIIBHOCTH.

HcnbiTanue Ha  OTCYyTCTBME  NOCTOPOHHHUX  MHMKpPOOpraHm3moB.  Kaxniplii
IIPOMEXYTOUHBIM NPOAYKT JOJKEH COOTBETCTBOBAaTb KPUTEPHSIM, YCTAHOBJIEHHBIM —JJIs

WCIIBITAaHUH B TIPOIIECCE MPOM3BOICTBA. VICTIBITAaHUS TPOBOIAT MOAXOASAIINM METOIOM.

2.7 TOTOBBIH HEPAC®ACOBAHHBIY ITPOAYVKT
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l'otoBbIli HepachacoBaHHBIA TPOAYKT MOXKET COAEpXkKaTh OIWH, JBAa WJIM HECKOJIBKO
[ITAMMOB, TPUHAICKAIINX K OJTHOMY WJIH Pa3HBIM BUJIaM MUKPOOPTaHU3MOB. B 3aBUCUMOCTH OT
JIEKapCTBEHHON (OPMBI MOTYT OBITh J0OaBIEHBI CTAOUIN3ATOPHI U APYTHE BCIOMOTATEIbHBIC

BE€IICCTBA.

2.8 JIEKAPCTBEHHBIH ITPEITAPAT

Ecnu nekapcTBeHHBIN npenapar, COACPKALINN )KUBbIE MUKPOOPTaHU3MBbI, ITPEACTABIISIET
cO0OH BOAHYIO CYCIIEH3UIO, €r0 Pa3JIMBalOT B CTEPHIIbHBIC YIIAKOBKU C KOHTPOJIEM IIEPBOTO
BCKpbITHS (2.4.2.1).

JlekapcTBeHHBII  mpemapar JOHKEH COOTBETCTBOBAaTh  TPEOOBaHHUSAM  pa3JiesioB
3. Hoenmugpurayus, 4. Ucnoimanus wn 5. Konmuuecmeennoe onpeoenenue. VIcnibITanws,
IpeaIucaHHble JUIsl JIGKAPCTBEHHOTO TIperapara, MOTYT ObITh IPOBEICHBI HAa TOTOBOM
HepacpacoBaHHOM  MPOJIYKTE TMPU  YCIOBHH  MOATBEPXKACHHUSA, 4YTO  JajbHeimue

IIPOU3BOACTBEHHBIC CTAIMH HE BIIUAIOT HA COOTBETCTBUE KAYECTBY.
3. UIEHTUOUKALIMA

HOI[JII/IHHOCTI) MMOATBCPKAAIOT I/IZIGHTI/I(l)I/IKaHI/ICI\/JI Kaxxaoro MHKpPOOpTraHru3sMa

MOAXOAAIIMM METOIOM.
4. NUCIIBITAHUA

Onucanue. J[oykKeH COOTBETCTBOBATh YCTAHOBJICHHBIM TPEOOBAHUAM AJiI KOHKPETHOTO
JIEKapCTBEHHOTO TIperapara.

KonTtamunanusi Mukpoopranusmamu. /{1 NOATBEpkIAEHUS MHUKPOOHMOJIOTMYECKOTO
KayecTBa MHUKPOOHMOJIOIMYECKOe HCCIIE0BAaHUE JIEKAPCTBEHHBIX IPEnapaToB, COJEpKalIuX
’KMBBIE MUKPOOPTaHU3MBI, TIPOBOJSAT B COOTBETCTBHHM C METOJAMH, W3JIOKCHHBIMH B OOIIUX
(dapmakorelHbIX cTaThsax 2.6.36, 2.6.38

Kpurepun  npuemiaeMocTH  MHUKpOOMOJIOTHYECKOTO  KauecTBa  MHTEPIPETUPYIOT
cleAyoUMM 00pa3oM:

— 10! KOE: MakcHManbHO JIOMyCTUMOE KoandecTBo = 20;

— 10?2 KOE: MakcHManbHO JormycTuMoe koandecto = 200;

— 10° KOE: MakcuMAnbHO JOMYCTHMOE KomudecTso = 2000 1 T. 1.

Kputepun npuemieMocTH, OCHOBaHHBIE Ha KOJMYECTBE KOHTAMUHHPYIOUIUX adpPOOHBIX
mMuKpooprann3mMoB (KAM) 1 KOMOMHHPOBAHHOM KOJIMYECTBE KOHTAMUHHPYIOIIHX APOXKIKEBBIX U

iecHeBbIX rpu0oB (KI') mpuBenens! B Tabnuiie Homep-1.
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Tabnua Homep-1 - Kpumepuu npuemnemocmu MUKpoOUOIO2UUECKO20 KAYecmeda

JIeKapCmeeHHblx npenapamoe, coc)epofcau;ux AHCUBBLE MUKDOOD2ARU3MbL

[Tyt BBeneHus (crmocod KAM* KI™** Buapl Mukpoopranuzmo ™ **
PUMCHCHHS) (KOE/rumn | (KOE/r umm
KOE/min) KOE/mn)

HEBZ?;B;GT:IGKJ?E CHTBSII;SZIG 103 102 OrcyrcrBue Escherichia

perapatht UL P coli**** (1 r wiu 1 mu)
BHYTPb

iogﬁzleaiffaﬁfieg:;f 102 10t OrtcytcrBue Escherichia

perapatbl VLA TP coli**** (1 r wiu 1 mu)
BHYTPb

— OrcyrcrBue Pseudomonas
aeruginosa (1 r wu 1 m)
— Orcyrtcrue Staphylococcus
aureus (1 r wmm 1 M)
— OrcyrcrBue Candida
albicans (1 r wau 1 mi)

JlekapCTBEHHBIE ITPEMapaTh
JUISL BATUHAJIBHOTO 102 10!
PUMEHCHHS

— OrcyrcrBue Pseudomonas
aeruginosa (1 r wiu 1 m)
— Orcyrtctue Staphylococcus
aureus (1w 1 M)

JlexapcTBEHHBIE IIpENIapaThI
JUTSI IPUMEHEHUS Ha 102 10t
CIM3HUCTYIO0 POTOBOM MOJIOCTH

JlexapcTBEHHBIE IIpENIapaThI
JUTSl PEKTAJIBHOTO 108
IPUMCHCHUS

102 _ kkkk

*Ecnmu HeBo3MoOkHO ompeneneHne KAM wu3-3a OTCYTCTBHS MNOJAXOAALIET0 MeToha JUis
JIEKApCTBEHHBIX TPETapaToB, COACPIKANINX JKUBBIE MHUKPOOPTaHWU3MBI, TO JOJDKHO OBITH
MIPOBE/ICHO UCIIBITAHUE HAa OTCYTCTBHE CIIEAYIONIMX YKa3aHHBIX MUKPOOPTaHU3MOB, HCIIONIB3YS
METO/bl, NpHUBEAEHHbIE B oOmmeld ¢(apmakoneitHoit cratbe 2.6.38: rpamoTpHuaTeNbHbIE
Oaktepuu, ycroituusbie K sxemyn (1 r wiu 1 M), P. aeruginosa (1 r wam 1 mu), S. aureus (1 r
wim 1 mi), Salmonella spp. (10 r wim 10 mut). McnbiTanus Ha Apyrue MaTOreHbl MOTYT OBITh
MPOBEJICHBI HAa OCHOBE OIGHKH pHCKa (HampuMep, CrenuUIecKux 3arps3HUATENeH
MIPOU3BOJICTBEHHOM Ccpeibl).

Ecnu nexapcmeennvle npenapamul 6 kawecmee oeticmsyioujeco geujecmea cooepacam E. coli,
Mo 6MeCmo UCHbLIMAHUS HA OMCYMCmeUe cpamMoOmpuyamenbHulx 6aKxmeputl, YCmMouyussix K
JHcendu, 00IAHCHO Oblmb nPoedeHo ucnvimanue Ha omcymemsue Enterobacteriaceae u opyaux
2PAMoOmMpuyaAmenbHuIX 6aKmepull ¢ NOMOUWbIO NOOXOOAUUX NUMAMENbHBIX CPEO.

**Ecnn HeBo3MOxkHO omnpeneneHre KI' u3-3a OTCYTCTBHS MOAXOISIIETO METO/AA, MPOBOIAT
ucnbeiTanre Ha otcyrcTBue C. albicans u ucnbpiTaHMe HAa HATUYUE MATOTCHHBIX IUICCHEBBIX
rpuOOB Ha OCHOBE OIICHKHU PHCKA.

***EcnM  JIeKapCTBEHHBIC IIperapaTrbl B KauecTBE JICHCTBYIOLIETO BEIIECTBA COJEpXKAaT
cniopoobpasytomire Bacillus spp., mpoBoasT ucnbiTanue Ha otcyTcTBue Bacillus cereus B

JOIIOJIHEHHME K MCTIbITAHUAM, OIIMCAHHBIM B Ta6nnue.
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****Ecnm ekapCTBEHHBIE MPENapaThl B KAYECTBE JEHCTBYIONIEro BeuiecTa coaepxkar E. coli,
TO ucnbiTanue Ha E. COli 1omkHO OBITH 3aMEHEHO Ha JAPYroe HUCIBITaHHE Ha OTCYTCTBHUE
dbekanpHOM KoHTammuHaimu Enterococcus faecalis u Enterococcus faecium. Hcmbitanue Ha
OTCYTCTBHUE JIPYTHX ITaTOI€HOB MOKET OBITh IIPOBEJCHO Ha OCHOBE OIIEHKU pHCKa (Hampumep,

natorenHoi E. coli)

B nomonHeHue k mepeducieHHBIM B Talnuile HOMep-1 MUKpoopraHum3Mam, Ha OCHOBE
OLICHKM pPHUCKAa MOTYT OBITh TPOBENEHBI HCIBITAHWS HA Jpyrue MaToreHsl (Harmpumep,
crienupUUECKUX 3arps3HUTENIeH MPOM3BOACTBEHHOW CpEAbl, aHa’POOHBIX KOHTAMHHAHTOB
(marmpumep, Clostridia)).

3HAaYUMOCTb JPYTHX OOHAPYKEHHBIX MUKPOOPTaHM3MOB OIICHUBAIOT C TOYKHU 3PEHHUS

— MIPEJIIoJIaTraeMOr0 MalKeHTa (PUCK MOXET OBITh Pa3IMYHBIM JUII HOBOPOXKICHHBIX,
JieTeil, TallMeHTOB ¢ 0CIa0JICeHHBIM HMMYHHUTETOM);

— COBMECTHOT'O IPUMEHEHHSI C IMMYHO/ICTIPECCAHTAMHU, KOPTUKOCTEPOUIAMH;

— HAJIMYHUs COMYTCTBYIOLIMX 3a00JI€BaHMiA, paH, TOBPEXKICHUN OPTraHoOB.

Hanpumep, moocem Ovimv pacuiuper nepeuensb omoenbHblX U008 MUKPOOPSAHUIMOS,
OMCymcemaue KoOmopulix peiamMeHmupyom 6 NpeoHa3HAYeHHbIX 0l NPUMEHeHUs ) oemeti 00 200d
JIEKAPCMBEHHBIX NPENapamax, COOEPHCAUUX HCUBbIE MUKPOOPSAHUSMBL.

pH (2.1.2.3). JlomkeH COOTBETCTBOBATh YCTAHOBJICHHBIM TPEOOBAHHSM JIJIsl KOHKPETHOTO
JIEKapCTBEHHOTO Mpenapara.

Boaa (2.1.5.12) unu Iotepsi B Macce npu BeicymmBanuu (2.1.2.31) nin AKTHBHOCTH
Boabl. JIOJDKEH COOTBETCTBOBATH  YCTAHOBIICHHBIM  TPEOOBAaHUSAM Ui  KOHKPETHOTO

JICKApCTBCHHOTO IIpriapara.

5. KOJIMHECTBEHHOE OITPEJAEJIEHUE

KoanuyecTtBo :KMBBIX MHKPOOPraHu3mMoB. KoaM4ecTBO KHUBBIX MHKPOOPTAaHM3MOB,
BeipaskeHHOe B KOE, ompeznensioT B MOAXOASIIEM HCIBITAHUM C HUCIOJIB30BAHUEM METOJ1a
MoJicueTa, HaIpuMep, YaIrleqHbIM METOI0M MJTH METOJIOM MTOBEPXHOCTHOTO MOCERA.

AxTtuBHOCTh Kaxjaoro mramma BbeipaxkaioT B KOE/r, KOE/mn wm KOE/enunuiy.
3HaueHus] aKTUBHOCTH JOJKHBI OBITh HE MEHEE YCTAaHOBIEHHOTO 3HAYEHHUS WM HAaXOJIUTHCS B
npejesiax YCTaHOBJIEHHOTO JUaNa3oHa.

[Ipu cooTBeTCcTBYIOIIIEM 00OCHOBAHWU aKTUBHOCTH MOYKET OBITh BEIPAKEHA B KOJTMYECTBE
KU3HECTIOCOOHBIX KJIETOK/MJI, YCTAaHOBJICHHOM Ha OCHOBE OIPEACIICHUS >KU3HECITOCOOHBIX

KJIICTOK.

6. XPAHEHUE
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JlexapcTBeHHBIE TIpenapaTbl B KHAKON JIEKapCTBEHHOW (opMe HE MOHKHBI OBITh

3aMOPOIKEHBI.
7. MAPKMPOBKA

Ha sTukeTKe! yKa3bIBaIOT:
— HaMMEHOBaHHE IITaMMa(O0B);
— MyTh BBEACHUS (CIIOCOO MPUMEHEHHS);
— YCIJIOBHSI XpaHEHUS;
— CPOK T'OJTHOCTH;
- aKTUBHOCTh Kakaoro mramma, BeipakeHHas B KOE/mMn, KOE/r wmm
KOE/enunuily mim >xn3HECIOCOOHBIX KIIETKAX/MJI;
— Ha3BaHWE CTAOMIIN3aTOPOB M IPYTHX BCIIOMOTATEIILHBIX BEIICCTB;
— rae 9TO MNPUMEHUMO, [UIsi JHO(DUIN3UPOBAHHBIX  JIEKAPCTBEHHBIX
MpenapaToB, KOTOPbIE JOHKHBI OBITH BOCCTAHOBIICHBI M€PE]] NCIIOJIb30BAHUEM:
— Ha3BaHUE, COCTaB M O0BEM pACTBOPHUTEINS, H00ABIAEMOIO IS
BOCCTaHOBJICHUS;
— YCJIOBHSl XpPAaHEHUS W NEPUOJl BPEMEHH, B TEUYEHHE KOTOPOro

J'IeKapCTBeHHHﬁ npemnapar JOJIKCH OBITh UCITOJIL30BaH IOCJIC BOCCTAHOBIICHUS.

! PacnpepeneHue ykasaHuil NPOBOAAT C yHETOM COOTBETCTBYIOLLMX aKTOB EBPa3smMiiCKON SKOHOMMUYECKON KOMMUCCUM



