MUHUCTEPCTBO 3JIPABOOXPAHEHUSI POCCUMCKOM ®EJEPAIIAN

OBIIAS ®APMAKOIIEMHASA CTATbHS

PdapmaneBTHYECKHE CyOCTAHIIUA OPC.1.1.0006.15
B3amen I'® XlI, u.1, O®C42-0074-07

dapMalleBTUYECKHE CYOCTaHUMU — JIEKAPCTBEHHBIE CPEACTBA B BHJE
OJJHOTO HWJM HECKOJbKUX oOOsajgaronmx (apMakoIOTHYECKON aKTUBHOCTHIO
JEUCTBYIOIIMX BEILIECTB BHE 3aBUCHUMOCTH OT IIPUPOABI IPOUCXOXKICHMUS,
IIPEHA3HAYCHHBIE  JUISI  INPOM3BOACTBA,  M3TOTOBJIEHUS  JIEKAPCTBEHHBIX
IpenaparoB U onpeaestone ux 3pHeKTUBHOCTb.

TpeboBaHusi AaHHOW CTAaTbU PACHPOCTPAHSIIOTCA MPEUMYIIECTBEHHO Ha
(bapmaneBTUYECKHUE cyOcTaHIIMU XAMHUYECKOTO 17§ MHHEPAIBHOTO
IIPOUCXOXKICHHUS. s CyOCTaHIIUH, IIPEACTABIIOIINX coboi
CTaHAAPTU30BAHHYIO CMECh OMOJIOTMYECKU AKTHUBHBIX BEIIECTB PACTUTEIHHOTO
WJIM 5KMBOTHOTO TPOMCXOXKJIEHUSI BO3MOXKHBI OTKJIOHEHHUSI OT JaHHBIX TpeOOBaHUM
WJIY JIOTIOJIHUTEINIbHBIE TPEOOBaHMsI, YKa3aHHbIE B (DapMaKONCHHBIX CTAThAX.

TpeboBaHnust  HaHHOU CTaTbl  PaCIpPOCTPAHAIOTCS  TAaKKe Ha
BCIIOMOT'aTeJIbHbIE BELIECTBA, HCIOJb3YEeMbIE IMPH MPOU3BOACTBE/M3TOTOBICHUN
JIEKAPCTBEHHBIX MPENAPATOB.

B kauectBe Ha3zBaHus (apmakoneiHOW cTaTbu Ha (PapMaleBTUYECKYIO
CyOCTaHIIMIO UCHOJNb3yeTCsl OOUIeNpUHATOE Ha3BaHuWe. MHorue cyOcTaHIMH
MPEACTABIAIOT COOOW COJIM OPraHUYECKUX KHUCIOT U OPraHUYEeCKUX OCHOBAHUU
(manpumep, Kereponak TpoMeramuHa, wWin AMJIOAMIIMHA OecWIaT, WM
Jlokcazo3uHa Me3uiar), OPraHUYeCKUX KHUCJIOT M HEOPraHWYeCKUX OCHOBAHUMU
(manpumep, [dukinodeHak HaTpus), HEOPraHUYECKUX KHUCIOT M OPTraHUYECKUX

ocHoBanmii (Hampumep, Kerammna rumpoxiopua). HazBanus ¢apmakoneiHbix



cTaTel Ha Takue CyOCTaHLMU JOJDKHBI BKIIOYATh HA3BaHUE U KaTUOHA, U aHHOHA.

Bo BBomHOI uacTu (QapMakomeilHOW CTaTbU Ha CyOCTAaHIUIO MPHUBOISAT
XuMHU4Yeckoe HazBaHue 10 HoMeHkiatype |UPAC, crpykrypayio dopmymy,
OpyTTO-(hOPMYITY U OTHOCUTEIBHYIO MOJICKYISIPHYIO Maccy.

BBoauMble Moka3zaTenyn KOHTPOJIA KadyecTBa W MPENesibl HOPMUPOBAHHUS
JOJDKHBI ~ COOTBETCTBOBATh  Ha3HAayeHUIO  cyOcTaHumu  (Hampumep, s
MIPOM3BOJICTBA/U3TOTOBICHUS CTEPHIBHBIX JICKAPCTBEHHBIX IMPEMapaToB, WU
CTEPUIbHBIX HEHMHBEKIMOHHBIX JICKAPCTBEHHBIX MPENApaToB, WM HECTEPUIIbHBIX
JIEKapCTBEHHBIX MPEMAPATOB, UM HECTEPHIBHBIX JIEKAPCTBEHHBIX MPENapaToB AJis
MECTHOTO U HapyKHOTO MPUMEHEHHUS U T.1.).

HcnbiTanust 1o mokaszaTeiasiM KOHTpOJiS KaudecTBa apMalieBTUYECKON
CyOCTaHLIMU MPOBOJAT COIVIACHO COOTBETCTBYIOIIMM OOHIMM (hapMaKONEHHbIM
ctatbsiM (ODC).

Onucanme. YKa3bIBalOT XapaKTEPUCTUKU (PU3MUECKOTO COCTOSIHUS U IIBET
cyocranuuu. He crneayer BkirouaTh omnvcaHue BKyca. B HEOOXOIMMBIX citydasx
MPUBOJAST UH(POPMAIUIO O 3araxe, TMTPOCKOMUYHOCTU U TOJIUMOPHU3ME.

Jns TBepAbIX cyOcTaHIUMi HEoOXoauMO ykazaHue (opMbl BElIECTBA:
CKPUCTALTUYECKUI», «MEITKOKPUCTAIUTMYECKUI» WIH «aMOPGHBINA MOPOIIOK.
XapakTepucTuKa KPUCTAJUIMYHOCTUA CYOCTaHIMU SBISETCS OMHUM M3 Ba)XKHBIX
napaMeTpoB, OT KOTOPOTO 3aBUCHT Kaue€CTBO TBEPIBIX JIO3UPOBAHHBIX
JIEKapCTBEHHBIX MPENapaToB.

B HeKkoTOphIX cllydasix MOXKET ObITh yKa3aH YHMCIICHHBIN Juamna3oH pa3mepa
YacTHI], a TAaK)K€ BBEACHO UCCIE0OBaHUE (POPMbI KpUCTAIIOB. Takue MCHbITaHUS
BBIHOCST B OT/ACJIbHBIE Pa3/ICIIbl.

Ouenka nonumopdusMa cyOcTaHIMHM OO0si3aTebHA B TEX Clydasx, Koraa
nosmMopdHas MomuduKauMs onpenenser (papMaKoIOTHYECKYyI0 aKTUBHOCTH
JIEKapCTBEHHOTO TIpernapara u ero (papMako-TeXHOJIOTHUECKHUE CBOMCTBRA.

PacrBopumocTts. s OIpEACIICHUS pPacTBOPUMOCTHU cienyer
UCIIOJB30BaTh PACTBOPUTEINM, OXBATHIBAIOIIUE UIMPOKYIO WIKaJy THOJISIPHOCTH,

Hanpumep: Boaa, cnupT 96 %, rexcan u np. He pexomeHayeTcs MCMOIb30BaHUE



JICTKOKHUIISIHMX M JISTKOBOCIIAMEHSIOIIUXCS (HapUMep, JUITHIIOBBIN 3Qup) wiu
OYeHb TOKCHYHBIX (Hampumep, OEH30JI) PaCTBOPUTEICH.

IHoJIMHHOCTD. Jiss  yCcTaHOBIIGHUS  TMOJIMHHOCTH  CYOCTaHIIMU
PEKOMEHAYIOTCA (HU3UKO-XUMUYCCKHE M XUMHUYECKHE METOABl — HH(paKpacHas
CHEKTpoMeTpus, abcopOrmoHHas crekrpodoromerpus, SIMP-cnekrpockomnms,
TOHKOCJIOWHAs, ra3oBas U BBICOKOA(dEKTHBHAA JXKUAKOCTHAs XpomaTorpadus
(TCX, I'X u BDXX) m xauecTtBeHHBIC (B TEpPBYIO OYepeilb crienu(UIecKue)
xumudeckue peaknuu. Merog UK-criekTpoMeTpun SBJISETCS MPUOPUTETHBIM TPU
uaeHTU(PUKAIMU CyOCTaHITUH.

Temneparypa miaBjieHus. VcnbiTaHue OOBIYHO MPUMEHSIOT IS
XapaKTEPUCTUKHU TBEPABIX BEILIECTB.

Temmneparypa 3arBepaeBanusi, Temneparypa kunenus (TeMneparypHbie
npeneiabl neperonku), ILmorHocth, BsiskocTh, Iloka3aTesib mnpeioMJICHHS.
JlaHHbIE UCTIBITAHUS BBOJIAT ISl XapPAKTEPUCTUKU KHUJAKUX CYOCTaHIUH.

YneabHoe BpameHue. BBogaT s XapaKTEPUCTHUKU  ONTHYECKHU
AKTUBHBIX BEIIECTB.

VYiaenabHbIl MOKa3aTeJb MNONIOIIEHMsl. J[aHHBIM MOKa3arenb MOXKET
SABJISITECA ~ JOTOJHUTENbHOW  XapaKTePUCTUKOW  TMOMJIMHHOCTH UM YHUCTOTHI
CyOCTaHITUH.

IIpo3paunocts pacrBopa, LlBeTHOCTH pacTBOpa. JlaHHBIE HCHBITAHUS
00s13aTeIbHO BBOMASAT I CYOCTaHIIMW, WCMONB3YeMbIX JUIsl TPUTOTOBICHUS
MapeHTEepalbHbIX, IJA3HbIX, HA3AJbHBIX W YIIHBIX JIEKAPCTBEHHBIX CPEJICTB.
HcnbiTanne oOBIYHO MPOBOMAST B BOJHBIX PAacTBOpPaX CyOCTAHIIMU, HO BO3MOXKHO
WCIIOJIb30BAHUE OPraHMYECKUX M CMEIIaHHBIX pacTBoputenei. KoHneHTpanus
UCTIBITYEMBIX  PAacTBOPOB JIOJDKHA OBITh MOPUOJMMIKEHA K  KOHIEHTPALUU
MIPOU3BOIMMOTO/U3TOTABIMBAEMOTO U3 OTOM CYOCTaHIIMM  JIEKAPCTBEHHOTO
npemnapara.

OmnpenenieHre IIBETHOCTH PacTBOPa OCOOEHHO BAXKHO JIJIs OLICHKH KauyecTBa
OembIX, TOYTH OEBIX MM OEJBIX C OTTEHKOM CYOCTaHITUH.

Ecin cyOcranumst okpamieHa, mokasarenb «L[BeTHOCTb pacTBOpa» B



HOPMAaTUBHYIO JOKYMEHTAIMIO BKJIIOYaThb HE CIEAYET. OJTO HCIBITAaHUE, €CIIU
HEOOXOAMMO, MOXKHO 3aMEHUTh perjaMEeHTaled ONTUYECKOW IUIOTHOCTU NpHU
OIIPEEIICHHBIX JJIMHAX BOJIH.

pH u Kucrornocrs wim Ilemoynocrs. /[[ns mnpoBeneHus AaHHOTO
UCIBITaHUS MOTYT HCIIOJIB30BaThCs J1Ba Noaxoaa: uzMepeHue pH miam KuciortHo-
OCHOBHOE HHIUKATOPHOE THTPOBAaHHE (KHCIOTHOCTh WJIHM  IIEIOYHOCTD).
HcnpiTanue OOBIYHO MPOBOAST B BOAHBIX pAacTBOpax CyOCTaHIMHM, HO B
OTIEIBHBIX CIy4YasX BO3MOXHO HCIIOIB30BAaHUE M CMEIIAHHBIX PAaCTBOPUTEIICH.
Jomyctumblit uHTepBan pH 00b14HO H0KEH OBITH HE OoJee 2.

KoHueHTpanus ucneITyeMoro pactsopa npu onpeneneHuu pH nomkHa ObITh
npuOIMKEHA K KOHLIEHTPALUU U3rOTaBIMBAEMOr0 U3 CyOCTaHIIUU JIEKaPCTBEHHOTO
npenapara.

PoxcrBennbie npumecu

JlanHoe UCIIBITAHHE KOHTPOJIUPYET IPOIYKTHI JNECTPYKIUU
(bapManeBTUYECKON CYOCTAHIIMM M TEXHOJOTMYECKHE NPHUMECH, OOYCIIOBIEHHBIE
TEeXHOJOruen mnpousBoacTBa. [Ilpumecn MoOryt OBITh HJIEHTU(PUIUPOBAHHBIE
(coequHeHusT C YCTAHOBJIEHHbIM XUMHUYECKUM CTPOECHHEM) M HEUJCHTH-
¢unupoBaHHbIE (COEAMHEHHUS, CTPOECHHUE KOTOPHIX HE ycTaHoBiIeHO). [Ipenenb
COJEpKaHUsl POACTBEHHBIX MpuMecedl B (apMaleBTHUECKUX CYOCTaHIMSIX
OPUBOAST C YYETOM [apaMeTpoB HX Oe3zonacHocTH. llpenmensl KoOHTpois,
uAeHTU(UKaMM U KBaIM(UKAIMM  POJICTBEHHBIX  HpUMeced i
dbapMaiieBTUUECKUX CyOCTaHIMNA (B 3aBUCUMOCTH OT MAaKCUMaJIbHOW CyTOYHOM
JI03bI JIEKAPCTBEHHOTO Tpernapara) MpuBeaeHbI B Ta0I. 1 u 2.

Tabmuua 1 — [Ilpegensl KOHTpOJsA, UACHTUQUKALMM U KBaJIM(UKAIUU

POJICTBEHHBIX TIPUMECEH B (papMaIleBTUUECKUX CYOCTaHIUAX

MaxkcumanbHas KonTpomupyemsiii | [Ipenen [Ipenen
CyTOYHasl J103a npeaen™ unaeHTUGUKau™** | kpanmudurkanumn™***
<2rlcyt 0,05 % 0,1% 0,15 %
wiu 1,0 mr/cyt wi 1,0 mr/cyT
(4TO MEHBbIIIE) (4TO MEHBIIIE)
>2 rlcyt 0,03 % 0,05 % 0,05 %

*HpCIlCJ'I, BBIIIC KOTOPOT'O MPUMECH NOJIPKHA KOHTPOJHUPOBATHCS



** mpenen, BhIIIE KOTOPOTO MPUMEChH TOJDKHA OBITh HICHTU(DHUITUPOBaHA

***mpenen, BbIIE KOTOPOTO JOJDKHA OBITH yCTaHOBJIEHA OMoJjoruyeckas 0€30macHOCTb
pUMeCH

[IpuBeneHHbIE MpEAEabl YYUTHIBAIOTCS NPU HOPMUPOBAHWHU POACTBEHHBIX
npuMeceit B (hapMarieBTUUECKUX CyOCTaHITUSX.
Ta6nuna 2 — [Ipeaensl KOHTPOIIS, UACHTA(DUKAITMN U KBATU(PUKAIIMA POJICTBEHHBIX

HpHMCCGfI B IICTITUAAX, ITOJIYUYCHHBIX CUHTCTHYCCKHUM HYTéM

KoHTponupyemslii [Ipenen IIpenen
npenen UACHTU(DUKALUU KBaJIM(pUKaALIUU
>0,1% >0,5% >1,0%

Jnst  KOHTpOJIA  POJICTBEHHBIX  COEAMHEHUH  OOBIYHO  HCIOIB3YIOT
xpomatorpauyeckue H, pexe, CIEKTpocKomuyeckue meroabl. OO0s3aTeabHO
BBOJIUTCS UJCHTU(DUKAIUS U KOJIMYECTBEHHOE ONPEIeNIEHNE TOKCUYHBIX MpuMecen
C MCIOJIb30BaHUEM CTaHJAAPTHBIX 00pPa3IIOB.

Heopranuyeckne aHmoHbl (XJ0puiabl, cyiabdarbl u Ap.). Breidop
KOHTPOJIMPYEMBIX aHHOHOB OMNPEIEISETCS TEXHOJOIMEH MOoay4YeHus: CyOCTaHLHUU.
[Ipn 3TOM KOHTpPOIMpPYEMBIC aHUOHBI MOTYT OBITh HETOKCHYHBIMH (HAIpUMED,
XJIOPUJIBI, CYAb(MATHI U T.11.).

KoHTponb aHMOHOB HE BBOJIAT, €CIIM OHU BXOJAT B COCTaB CyOCTaHUUU
(Hampumep, CyOCTaHITUS SBISETCS TUAPOXIIOPUIOM HITU CYIh(HATOM).

Heoprannyeckue KaTHOHBI (Kej1e30, MeaAb H AP.). DTO UCTIBITAHUE BBOJIAIT,
€CJIM KOHTPOJIb COACPKAHUS OTACNIbHBIX KaTUOHOB SIBJISETCS CYLIECTBEHHBIM IS
Ka4eCTBa CyOCTaHIIMU; UX COAEP>KaHUE JOJIKHO ObITh 000CHOBAHO.

KoHTponb KaTMOHOB HE BBOJSAT, €CIM OHU BXOAAT B COCTaB CyOCTaHLUU
(HammpuMep, BEIIECTBO SIBISICTCS HATPUEBOU COJIBIO).

Ioreps1 B Macce npu BuicylunBanuu wiu Boaa. Vcneitanne BBOIAT AJist
KOHTPOJISI COZIepKaHUs JIETy4YUX BEIIECTB W/WIM Biard B cyOcTraHuuu. BBeneHue
OJTHOTO W3 TUX MCHBITAHWM, KaK MPaBuiIo, 00s3arenbHo. OTCYyTCTBUE UX JOHKHO
ObITh OOOcHOBaHO. Ecinm Her napyrux ykazaHuil B (¢apMakoneiiHOW cTaThe U

CyOCTaHIIMsI HE SIBISIETCS KPUCTAIOTHAPATOM (KpUCTAIJIOCOIBBATOM), MOTEPS B




Macce MpU BBICYNIMBAaHUM WM COAEpXaHHE BOIbI, KaK MPABUJIO, HE JOJKHO
npesbimarh 0,5 %. Pesynbrarel onpeaeneHus Mo 3TUM MOKa3aTeNlsIM YYUTHIBAIOT
IpY OLIEHKE Pe3yJIbTaTOB KOJINYECTBEHHOIO OIPEIEICHUSI.

Ecnmu cyOcraHmust sIBISIETCS KPUCTAIUIOTHAPATOM (KPHCTAJUIOCOIHBATOM),
pEerIaMEHTUPYIOT BEPXHUN U HUKHHUNA TIPEICIIBL.

Cyabdarnas 300a. Kak npasuio, cyinbdarHas 307a He JODKHA MPEBbIIATH
0,1 %. OTcyTcTBHE 3TOTO UCTIBITAHUS B (papMaKONEWHOM CTaTbe UM MOBBIICHHOE
coziep:kaHue Ccyinb(aTHO 3016l TPEOYET COOTBETCTBYIONIETO 0OOCHOBAHUSI.

Tskeable MeTaNIbl. YCTaHaBIMBAEMbIE MPEAETBI COACPIKAHUS TKEIBIX
METAIJIOB B (papMalleBTUYECKUX CYOCTaHIUSAX OMPENEISIOTCS MaKCUMaTbHON
CYTOUHOM 110301 IpemapaTa, MPOU3BEIECHHOTO M3 JaHHOW CyOCTaHIUM, U JJIU-
TETBHOCTHIO €T0 BO3MOXKHOTO MPHUMEHEHHs (corjacHo MHCTpyKIuu Mo Meau-
IIMHCKOMY MpUMEHEHUI0) (Tabi. 3).

Mbpimbsik. /laHHOE UCHIBITaHUE BBOJAT B TOM CIy4yae, KOTAA WM UCXOJIHOE
CBIDBE MOXKET COAEp)KAaTh MBIIIBSIK, HANpUMeEp, Ui CHIPbS TMPUPOTHOTO
IPOUCXOXKJEHHs, WJIM BO3MOXKHO 3arps3HEHHE UM B IIpoLEcCe MOIyYeHUs
cyocrannuu. ConepkaHUE MBIIIbSIKA, KaK TMPaBUIO, HE JOJDKHO MPEBBIIIATH

0,0001 %.

Tabmuua 3 — Kpurepuu uii HOPMHUPOBAHHUSL JOITYCTUMOIO COJEPKAHUS TSHKEIBIX

METAJIOB

Cyrounas no3a, | JimtensHocTh | BBeaeHue nokaszarens « Tspkenbie MeTauib»y 1

I/ 1eHb JICUCHUS, THA | YCTaHABJIMBAEMbINA mpees, Ppm

> 0,5 <30 BBoautcs nokazarens « Tspkenble METauIby,
npenen - 20

>0,5 > 30 BBoautcs nokasarens « TspKenbie METaIIby,
npenen - 10

<05 > 30 BBoautcsa nmokazarens « TsoKenble METAIBD).
Ecnu cyOcTanius npenHasHavyeHa Jj1s
IIPOM3BO/ICTBA MAPEHTEPAIBHBIX MPEIapaToB,
To npeaen - 10, B apyrux cayyasx - 20.

<05 < 30 [Tokazarens «TspKeble METAIUIEDY HE BBOIUTCS




OcrarouHble oprannyeckue pactpopureau. OnpeaensitoT 0CTaTOYHbIE
KOJIMYECTBA OpPraHWYECKHUX pacTBoputesied 1 u 2 kjiacca TOKCUMYHOCTH TMPU UX
UCIIOJIb30BAaHUM Ha JIIOOOUW CTaJuM MPOU3BOJCTBA, OPTAHMUYECKUX PACTBOPUTENIEH
3 Kjiacca — MpHU UCIOJb30BaHUU HAa MOCIEIHEW cTaauu (Kak MPaBWIO, CTaguu
OuuCTKH). Pe3ynbTarhl ompenereHuss MO 3TOMY IOKA3aTeNi0 YYUTHIBAIOT MpH
pacuere pe3yJabTaTOB KOJIMYECTBEHHOIO OMPEAECICHUS.

WcnbiTanus Ha OakTepHaabHbIE SHIOTOKCUHBI, TUPOTE€HHOCTh, aHOMAJIBHYIO
TOKCUYHOCTh, THCTAMUH U/WJIM JEPECCOPHBIC BEIIECTBA HE PACIIPOCTPAHIIOTCS Ha
BCIIOMOTaTEJIbHbIC BEIIIECTRA.

BbakTepuanbHbie JHI0TOKCHHBI WK [TuporenHocTh. J[aHHBIE HCTIBITAHUS
OPOBOJSAT  JJIE  CyOCTaHIIMM, TMpeJHa3HAYeHHBIX I MPUTOTOBJICHUS
JIEKapCTBEHHBIX POpM NI MapeHTepaibHOTO MpuMeHeHusl. CyOCTaHIUKU TOKHBI
BBIJICP)KMBATh TECT Ha OaKTepuajbHbIE JHIOTOKCHHBI WU MHUPOTEHHOCTH 0€3
MPOBEACHUS MPEBAPUTEIBHON CTEPUITU3AIUN.

Ecnu nokazaHo, uTo cyOcTaHIus He 00J1ajaeT MUPOreHHBIMUA CBOMCTBaAMU U
B IIpOlIecCe MPOU3BOJICTBA HE MOXKET OBbITh 3arps3HEHa MUPOTEHHBIMU MPUMECIMU
HEe OakTepHaJbHOM MPUPOJBI, TO CJIEAYEeT TMPOBOJUTH HCIBITAHWE Ha
«bakTepuanbHble SHIO0TOKCUHBD.

Bxirouenne — mokaszarenen  «lluporenHocts» < u «bakTepualnbHble
SHJOTOKCHUHBI» Ha aJbTEPHATUBHOW OCHOBE HEIICIIECOOOPA3HO BBUAY Pa3IMUHON
YyBCTBUTEIIBHOCTH METOJIOB.

AHOMAJIbHASI TOKCUYHOCTD

HcnpiTaHWi0O HAa aHOMAJIBHYK) TOKCHYHOCTh TOJJIEkKAT CyOCTaHIIUH,
MoJy4yaeMble W3 KpPOBH, OPraHOB, TKaHEW YeIOBEKa WM >KUBOTHOTO,
PaCTUTENILHOTO ChIPhSl, MUKPOOPTaHU3MOB U MPOJYKTOB UX >KU3HEIEATECIBHOCTH,
NpeAHa3HAYeHHbIE [Ji1 TMPOM3BOACTBA JIEKAPCTBEHHBIX MpenapaToB  JJIs
MapeHTePaIbHOIO MPUMEHEHUS.

I'mcramun u/uam denpeccopHblie BelecTBa

HcnblTaHW0O HAa TUCTAMUH U JICTIPECCOPHBIE  BEIIECTBA  MOJJIEKAT

CY6CT3HHI/II/I, KOTOPBLIC HCIOJB3YIOTCA I MPUIOTOBJIICHUA JICKAPCTBCHHBIX



MpenapaToB, MPEeAHA3HAYEHHBIX TOJBKO JJIsi BHYTPUCOCYAUCTOTO BBEACHUS, U
€CIM B MX COCTaB€ MOTYT ObITh M3HAYaJbHO WU NPUOOPETAIOTCA B MpolEecce
MPOU3BOJICTBA MpPUMECH, OOJaJaronIue AETNPEeCcCOPHbIM AeHCcTBUEM (CyOCTaHIIMU
MUKPOOUOJIOTUUECKOTO WUJTU KUBOTHOTO MPOUCXOXKICHUS).

MuxpooOuosornyeckass 4YMcTOoTa. YpPOBEHH MHUKPOOMOIOTHUYECKOMU
YUCTOTHl  CyOCTaHIMU  JOJKEH  oOecreyrMBaTh  YpPOBEHb  YHCTOTHI
JICKapCTBEHHOTO Tperapara TMpU €ro IMPOW3BOACTBE/M3TOTOBICHUU W3 OTOU
cyOCTaHITUH.

CrepunabHocTh. JlaHHOe  WCHbITaHWE  BBOAST Ui CYOCTaHIIMM,
HCIIOJB3YEMBIX B MPOU3BOJICTBE T'OTOBBIX CTEPHJIHHBIX JICKAPCTBEHHBIX CPEJICTB,
KOTOPBIE HE MOJIBEPTaIOTCS MPOLEAYPE CTEPUITU3ALNU.

KonnuecrBeHHoe ompeneseHue. /[0 KOTWYECTBEHHOTO OMPEACICHUS
JEHCTBYIOLIErO BEIIECTBA CYOCTaHIIMU MCIHOJIB3YIOT (U3HKO-XUMUYECKUE U
XUMHAYECKHE METOAbI aHAJIN3A.

DU3NKO-XUMUYECKHE W XUMHYECKHE METOAbl aHaau3a JJid ONpPEe/eNICHUs
CoJlep KaHMsl JIEHCTBYIOIIETO BEIIECTBA B CYOCTAHIIMM CJEAYyeT MPUMEHATH B
COYETAHUU C COBPEMEHHBIMU (UBUKO-XUMUUYECKUMHU METOJAaMU  aHaJn3a,
UCIIOJIb3YEMbIMH ISl MACHTH(PUKALUKU CyOCTaHIIMM U KoHTpouia npumecenn (MK-
cnexktpodoromerpusi, BOXX, I'X u ap.).

B ciyuae cosieit 00bIYHO JOCTATOYHO aHAIM3a TOJIBKO OJHOTO W3 MOHOB —
MPEANOYTUTENBHO (HaPMAKOJIOTUYECKHA aKTHBHOTO.

ConepxaHue ACHCTBYIOIIETO BEIIECTBA JIA€TCSl B TIEPECUETE Ha CYyXO€
BEIIECTBO, €CIIM OMPEAENSAETCS MOTEPS] B MAacCe MPHU BBICYIIMBAHWH, B MIEPECUETE
Ha 0E3BOJIHOE BEIIECTBO, €CJIM OIpEACsieTCsl BO/Ia, B Iiepecuere Ha 0e3BOHOE U
CBOOOJIHO€ OT  OCTAaTOYHBIX OPTaHUYECKUX PACTBOpPUTENEH BEIIECTBO, €CIU
onpeeseTcsl BOAa» U OCTATOYHbIE OPTaHUYECKUE PACTBOPUTENH.

YnakoBka W XpaHeHHe. YIAKOBKA U YCJIOBUS XPAHECHUS JIOJDKHBI
oOecrneurBaTh Ka4€CTBO CYOCTaHIIUU B TEUCHHUE YCTAHOBJICHHOTO CPOKa TOHOCTH.

MapxkupoBka. JlomkHa  BKJIIOYaTh  TOPrOBOE W MEXKIYHAPOIHOE

HCTIaTCHTOBAHHOC HAWMMCHOBAHUC, I/IH(llOpMaI_II/IIO O Ha3HaA4YCHHU CY6CTaHHI/II/I,



HAUMEHOBAHHWE TPOW3BOJIUTENSA, KOJIMYECTBO, YCIOBUS XPAHEHUSA, MEpPbI
MIPETOCTOPOKHOCTH (TIPH HEOOXOAMMOCTH), ATy W3TOTOBJICHHS, HOMED CEpHH,
CPOK TOTHOCTH U YCIIOBUS XPaHCHHSI.

Cpoxk romnoctu. Cpok roJHOCTH CyOCTaHIMU OMPEACISIETCS BPEMEHEM, B
TEUEHHE KOTOPOTO OHA COOTBETCTBYET TPEOOBAHUSAM HOPMATHBHON JOKYMEHTAITHH.
Cpok TOTHOCTH CyOCTaHIIMM MOXKET OBITh YCTAHOBJIEH XPaHEHUEM NPU OOBIYHBIX
YCIOBUSX WJIA METOJOM «YCKOPEHHOTO CTapeHHs» TPU  IOBBIIIICHHON
TEeMIIEpaType.

CranaapTHble o0pa3ubl. CoBpeMeHHbIE METO/IbI aHanaM3a
peaycCMaTpUBAIOT  HMCIOJB30BaHWE CTaHAAPTHRIX 00pa3moB. B kauecTBe
CTaHJApTHBIX 00pa3loB Mpu aHaiu3e (GapMaleBTUUYECKUX CyOCTaHIMN ClenyeT
WCIIOIb30BaTh  (papMakomelHble  CTaHAApPTHBICE  OOpasmbl, AaTTCCTOBAHHBIC
YIOJHOMOYEHHBIM  (papMakomneiHeiM opraHoMm. [lpu wux orcyTrcTBUM AJiA
UJCHTU(GUKAIIMK W OLICHKU COJICp>KaHMs JIEHCTBYIOIIETO BEIIECTBA JOJKHBI

HCIIOJIBb30BATHCA IICPBUYHBIC CTAHAAPTHBIC 06pa3u51.



