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OBIIAA ®APMAKOIIEMHAS CTATbHS

dapmaneBTHYECCKHE CYOCTAHIIUU O0®C.1.1.0006.15
B3zamen I'® XII, u.1, ODC42-0074-07

dapMmarieBTUUECKHE CYOCTaHIIMM — JIGKAPCTBEHHBIE CPEJCTBA B BHUJE
OJIHOTO WJIM HECKOJbKHX OOJajaromux (apMaKkoJIOTHUYECKON aKTUBHOCTHIO
JEUCTBYIOIIMX BEIIECTB BHE 3aBUCUMOCTH OT MPUPOJBI MPOUCXOXKACHUS,
NpeJHa3HAuYCHHbIE Ui  [POM3BOJCTBA,  HM3TOTOBJIIEHUSA  JIEKAPCTBEHHBIX
npenapaToB U onpenesonme ux 3pHeKTuBHOCTD.

TpeboBaHusi HAaHHOW CTAaThU PACHPOCTPAHSIOTCS MPEUMYIIECTBEHHO Ha
bapmaneBTUYECKHE cyOCcTaHIuU XUMHUYECKOTO U MHHEPAJIBHOIO
MIPOUCXOKIECHUS. Jlist cyOcTaHIH, IIPEICTABIISFOIIMX cooon
CTaHJAPTU30BAHHYI0 CMECh OMOJIOTMYECKHM AKTUBHBIX BEIIECTB PACTUTEIBHOTO
WJIU KUBOTHOTO MPOUCXOXKJIEHUS BO3MOXKHBI OTKJIOHEHHUS OT JaHHBIX TPeOOBaHUU
WM JIOTIOJTHUTENIbHBIE TPEOOBaHUS, yKa3aHHBIC B (JapMAKOMIEHHBIX CTAThIX.

TpeboBanus JAHHOU CTaTbu pacupoCTPaHsIOTCA TaKXKe Ha
BCIIOMOTaTelIbHBIC BEILECTBA, HCIOJIb3yeMble MPU MPOU3BOACTBE/MU3TrOTOBICHUU
JIEKAPCTBEHHBIX MPEMApaATOB.

B kadectBe Ha3BaHus ¢apmakonenlHoil craTbu Ha (papMaleBTHUYECKYIO
CyOCTaHIIMIO HCHOJIb3yeTCsl OOIENpPUHITOe Ha3BaHWe. MHorue cyOcTaHIUU
MPEICTABISAIOT COOOM COJIM OPraHUYECKUX KHUCIOT M OPTraHWYECKUX OCHOBAHUMU
(manpumep, Keteponak TpomeramuHa, win AmiaoaunuHa Oecwiar, WU
Jlokca3o3uHa Me3uJiaT), OPraHUYECKUX KHUCIOT U HEOPraHMYECKHX OCHOBAHMIA
(manpumep, HuknodeHak HATpHsi), HEOPraHUYECKUX KHUCIOT U OPraHUYECKHUX

ocHoBaHMil (Hampumep, Kerammna rugpoxnopuna). HasBanusa QapmaxoneitHbIx



cTaTel Ha Takue CyOCTaHIMH IOJKHBI BKJIFOYATh HA3BAHUE U KATUOHA, U aHHUOHA.

Bo BBogHO# uwacTu (apmakomneiHONW cTaTbu Ha CyOCTaHIIUIO TPUBOAST
xuMuueckoe HazBanue 10 HoMmeHkiatype I[UPAC, crpykrypuyto dopmymy,
OpyTTO-(POpMYyNy i OTHOCUTEIBHYIO MOJIEKYISIPHYIO Maccy.

BBoauMmble mokazarend KOHTPOJIS KadyecTBa M NPEAEIbl HOPMHUPOBAHUS
JOJDKHBl ~ COOTBETCTBOBaTh  HA3HAYEHUIO  cyOcTaHIMU  (Hampumep, A
MIPOU3BOJICTBA/U3TOTOBIICHUS CTEPUIIBHBIX JIEKAPCTBEHHBIX IMPENaparoB, WA
CTEPUJILHBIX HEHMHBEKIIMOHHBIX JICKAPCTBEHHBIX MPENapaToB, WM HECTEPUIbHBIX
JIEKApCTBEHHBIX MPENapaToB, UM HECTEPWIHHBIX JICKAPCTBEHHBIX MPEMAPATOB JJIsI
MECTHOTO ¥ HapyKHOTO MPUMEHEHHUS U T.11.).

WcnpiTanuss MO TIOKa3aTeasiM KOHTPOJISL KadecTBa (papmareBTHUUECKOM
cyOCTaHIIMM TPOBOMAST COTJIACHO COOTBETCTBYIOIIMM OOmUM (hapMaKoTeHHbIM
cratbsim (ODC).

Onucanne. YKa3pIBalOT XapaKTEPUCTUKU (DUZUUECKOTO COCTOSTHUS W IIBET
cyOcrannmu. He crmemyer BkirodaTh omucaHue BKyca. B HEOOXOMUMBIX ciydasx
MPUBOAT HH(POPMALIHIO O 3araxe, TMTPOCKONMUYHOCTH U MTOIUMOpPHU3ME.

Jlns TBepAbIX CcyOcTaHIMH HEO0OXOauMO YKazaHue (GOpPMBI BEIIeCTBA:
CKPUCTALTUYECKUID), «MEITKOKPUCTAJUIMUECKUN» WIH «aMOP(HBIM MOPOILIOK».
XapakTepucTUKa KPUCTAUIMYHOCTUA CYOCTAHIIMU SIBISETCS OJHUM U3 BaXKHBIX
napamMeTpoB, OT KOTOPOTO 3aBHUCHUT Kauye€CTBO TBEPAbIX JO3UPOBAHHBIX
JIEKapCTBEHHBIX MPENapaToB.

B HekoTOpBIX cilydasix MOXKET OBbITh yKa3aH YMCJICHHBIN Juana3oH pasmepa
YacTHII, a TAaKXKe BBEACHO HccieqoBaHuEe (POpMbI KpUCTALUIOB. Takue HCTbITaHUA
BBIHOCST B OT/ICJIbHBIC Pa3IeIbl.

Ornenka monmumopdusMa cyOcTaHIMM 00s3aTelbHA B TEX CIydasx, KOTaa
nonuMopdHas MoauduKaus onpenenseT (PapMaKoIOTrHYeCKyl0 aKTUBHOCTH
JIEKapCTBEHHOTO TMpemnapara u ero (apMako-TEXHOJIOTHUECKHUE CBOMCTBRA.

PacTrBopumocCTh. s OIpEACIICHUS pPacTBOPUMOCTH clienyer
UCIIOIb30BaTh PACTBOPUTENHM, OXBATHIBAIOIIME IIUPOKYIO IIIKady TMOJSIPHOCTH,

HampuMep: Bojaa, cnupt 96 %, rekcan u 1p. He pexoMeHmyeTcsl UCMOb30BaHUE



JICTKOKUIISIINX U JIETKOBOCIIAMEHSIOIIUXCS (HAaIpUMep, TUAITUIOBBINA 3up) win
OYEHb TOKCHUYHBIX (Hampumep, 6€6H30I1) pacCTBOPUTENICH.

o IMHHOCTD. Jns ycraHoOBIeHUS — MOUIMHHOCTH  CYOCTaHIUU
PEKOMEHAYIOTCA (DU3MKO-XMMUYECKHE M XHUMHUYECKHE METOAbl — HH(]pakpacHas
crnekTpomeTpus, abcopOuuonHas cnekrpodoromerpusi, AMP-cnexTpockonus,
TOHKOCJIOMHAsI, ra3oBasi U BbICOKOA(DPEKTHBHAA >KUJIKOCTHAs Xpomarorpadus
(TCX, TX u BOXX) m xauectBeHHbIC (B TMEPBYIO odepensb crenuduueckue)
xumuueckue peakuuu. Meron MK-crieKTpoMETpUH SIBISIETCS IPUOPUTETHBIM MPU
uACHTU(UKAIINY CYOCTaHITUH.

Temneparypa mnJaBjieHusi. VcmbiTaHue OOBIYHO —TIPHUMEHSIOT IS
XapaKTePUCTUKHU TBEPABIX BEIIECTB.

Temneparypa 3arBepaeBanusi, Temneparypa kunenus (TeMneparypHbie
npeaesabl neperonku), IlnorHocrs, Bsizkoctb, Iloka3zaresb mnpesiom/ieHHs.
JlaHHBIE UCTIBITAHMS BBOASAT JJIsI XapAKTEPUCTUKH JKUJIKUX CyOCTaHIIMIA.

YaeabHoe BpameHue. BBomsaT 8 XapaKTEpPUCTUKH  ONTHYECKHU
aAKTUBHBIX BEIIECTB.

VYiaenabHbI MOKAa3aTeJib MONIOIIeHHMsl. J[aHHBIA TMOKa3arelb MOXKET
ABJISITBCA ~ JONOJHUTEIBHOW  XapaKTEPUCTUKONW TMOMJIMHHOCTH M YHCTOTHI
cyOCTaHIuU.

IIpo3pauynocTs pactBOopa, LlBeTHOCTH pacTBOpa. /[aHHBIE HCHBITAHUS
00s3aTeIbHO BBOAAT I CYOCTaHUMN, HCIONB3YEMBbIX [JIsi MPUTOTOBIEHUS
NapeHTEPaIbHbIX, [JIAa3HbIX, HA3aJbHBIX U VIIHBIX JEKAPCTBEHHBIX CPEICTB.
HcnbiTanue OOBIYHO MPOBOMAT B BOJIHBIX PACTBOpPAX CyOCTaHIIMU, HO BO3MOXKHO
UCIIOJIb30BAHUE OPTaHUYECKUX M CMEIIaHHBIX pacTBoputesneil. KoHieHTparus
UCIIBITYEMBIX ~ PAacTBOPOB JOJDKHA OBITh MNPUOMMKEHA K KOHIICHTPAIUU
POU3BOIUMOIO/U3rOTABIMBAEMOTO M3 ATOW CyOCTaHIMM  JIEKAPCTBEHHOT'O
mpernapara.

Omnpenenennie BETHOCTH PacTBOpPa OCOOCHHO Ba)KHO JUISI OIICHKH KadecTBa
OembIX, TOYTH OEJIBbIX WM O€bIX C OTTEHKOM CyOCTAHIIMIA.

Ecou cyOcranuusa okpamieHa, mnokaszatenb «l[BeTHOCTh pacTBopa» B



HOPMATUBHYIO JIOKYMEHTAIIMIO BKJIIOYAaThb HE CIEAyeT. OTO UCIBbITaHUE, €CIU
HEO00XOIMMO, MOXHO 3aMEHUTh perIaMeHTaIlMed ONTUYECKOM IUIOTHOCTH MpHU
ONPEICICHHBIX JJIMHAX BOJIH.

pH u Kuciornocrs wim Ileaoynocrs. st mpoBeneHHs JaHHOTO
UCIIBITAHUSI MOTYT MCIOJIb30BaThCs JBa MOAXOoHa: U3MepeHue pH miam KuciaoTHo-
OCHOBHO€ MHIUKATOPHOE TUTPOBaHUE (KUCIOTHOCTh WM  IIEJIOYHOCTD).
HcnbiTanne 0OBIYHO TPOBOAST B BOAHBIX pPacTBOpax CyOCTaHIMHM, HO B
OT/CJBHBIX CIy4asX BO3MOXKHO HCIIOJIb30BAHUE U CMELIAHHBIX PACTBOPUTEIICH.
Homyctumblit uHTepBai pH 00bI4HO TOMKEH OBITH HE Ooee 2.

KonneHTpaus ucneITyeMoro pactsopa npu onpenaeneHuu pH nomkHa ObITh
npuOIMKeHa K KOHIEHTPALUM U3rOTaBIMBAEMOT0 U3 CyOCTaHITUHU JIEKAPCTBEHHOTO
npemnapara.

PoacrBenHbie npumecu

JanHoe HCIIBITAHHE KOHTPOJIUPYET MPOIYKTHI JNECTPYKIHUU
dbapmaneBTUYECKONH CyOCTaHIIMM W TEXHOJIOTMYECKHE MPUMECH, 00YCIOBIICHHbBIE
TEeXHOJIOTHEH Tmpou3BoAcTBa. [Ipumecu MoOryt OBbITh UJIEHTHU(GUIMPOBAHHBIC
(coenuHeHUsT C€ YCTAHOBJIEHHBIM XUMHUYECKUM CTPOCHUEM) U HEUJICHTH-
¢dbunpoBaHHble (COEMHEHHUS, CTPOEHHUE KOTOPBIX HE ycTaHOBiEHO). [Ipenenbl
COoZepKaHUSI POJICTBEHHBIX TIpuMeceil B  (apMameBTUYECKUX CyOCTaHIIHUSIX
OPUBOAST C YYETOM I[apaMeTpoB uX Oe3zomacHOCTH. Ilpemensl KOHTPOI,
uaeHTUPUKAITIT u KBaJTU(UKALIUU POJICTBEHHBIX npuMeceu TUTSt
dapmareBTHYeCKnX CyOCTaHIMi (B 3aBUCHMOCTH OT MAaKCHUMAJIbHOW CYTOYHOM
JI03bI JIEKAPCTBEHHOIO Mpernapara) NpuBeeHbl B Ta0. 1 u 2.

Tabmuua 1 — Ilpegensl KOHTpoJs, UACHTUGUKAIMUM W KBaIU(PUKAIUA

POJICTBEHHBIX NMpUMecel B (papMalleBTUYECKUX CYyOCTaHIIUAX

MaxkcumarnbHas KonTpomupyemsbiii | [Ipenen [Ipenen
CyTOYHas /1034 npeaen* uaeHTuGuKaruu™* | kpanmupukarum™ **
<2r/cyT 0,05 % 0,1 % 0,15 %
i 1,0 mr/cyT wiu 1,0 mr/cyT
(4TO MEHBIIIE) (4TO MEHBIIIE)
>2 1/cyT 0,03 % 0,05 % 0,05 %

*npezien, BbIIIE KOTOPOTO MPUMECH JI0JKHA KOHTPOJIUPOBATHCS



** mpemern, BBIIIE KOTOPOTO MPUMECH JOJDKHA OBITh MICHTH()HUIINPOBAaHA
***nmpemen, BbINIE KOTOPOTO JODKHA OBITh YCTaHOBIJIGHA OHMOJOTHYECKass OE30MacHOCTh

IMpuMecCu

[TpuBeneHHBIE NIpENEbl YUUTHIBAKOTCS NPU HOPMUPOBAHUU POJACTBEHHBIX
npumeceil B papMaleBTUYECKUX CyOCTaHIIMSIX.
Tabnuua 2 — Ipenenbl KOHTPOJIS, MACHTU(UKALMY U KBATU(PUKALIMKA POACTBEHHBIX

HpI/IMeceﬁ B IICTITHUJAX, ITOJTYYCHHBIX CUHTCTUYCCKUM Hy'TéM

KonTposmpyemsiit [Ipenen IIpenen
npenen UACHTUUKALIIH KBIM(PUKALIUU
>0,1% >0,5% >1,0 %

Jlist  KOHTpOJIE ~ POJICTBEHHBIX  COEAMHEHUN  OOBIUHO  HMCHOJIB3YIOT
xpomaTorpaduyeckue U, pexke, CHEKTpOocKonmuueckue MmeTonbl. OO0s3aTeNbHO
BBOJUTCS UACHTU(DUKAIISA U KOJTMISCTBEHHOE OIMPEIeICHNe TOKCUYHBIX TpUMecei
C UCTOJIb30BAaHUEM CTaHJAAPTHBIX 00pa3IloB.

Heoprannyeckne aHuoHbI (XJIOpPUABI, cyabdarsl u ap.). Bwidbop
KOHTPOJIUPYEMbIX aHUOHOB OMNPEACINISICTCS TEXHOJIOTMEH MOJIydeHUs CyOCTaHIIUM.
[Ipy >TOM KOHTpOJHMpPYyEMble aHUOHBI MOTYT OBITh HETOKCHUYHBIMH (Hampumep,
XJOpUABI, CyJIb(aThl U T.11.).

KoHTposib aHHMOHOB HE BBOJIST, €CIIM OHU BXOIST B COCTaB CyOCTaHIIUU
(Hanmpumep, cyOCTaHIMS SBISETCS THAPOXIIOPHUIOM WU Cyab(arom).

Heoprannyeckue KaTuoHbI (3kej1€30, MeIb U AP.). DTO UCIIBITAHUE BBOJISIT,
€CIIM KOHTPOJIb CONEPKAHUS OTACIBHBIX KaTUOHOB SIBJIIETCS CYLIECTBEHHBIM IS
Ka4eCcTBa CYOCTaHIINM; UX COJEpKaHUE JOJKHO OBITh 000CHOBAHO.

KoHTponb KaTHOHOB HE BBOJST, €CJIM OHU BXOIAT B COCTaB CYOCTaHITUU
(HarmpuMep, BEIIECTBO SIBJISIETCS] HATPUEBOU COJIBIO).

IHorepst B Macce npu BhicymuMBaHuu win Boxa. VcneiTanue BBOOAT it
KOHTPOJISI COZIep KaHUs JIETy4YUX BEIIECTB W/WIKM BIaru B cyOcTraHuuu. Beenenue
OJTHOTO M3 ATUX WCIBITAHUM, KaK MpaBuio, 00s13areabHo. OTCYyTCTBUE UX JIOJKHO
ObITh O0OocHOBaHO. Ecnu HeT apyrux ykasaHudi B (apMakomeiHoill cTarbe u

CyOCTaHIMs HE SIBISETCA KPUCTAUIOTMAPATOM (KpHUCTAIJIOCOIBBATOM), MOTEPS B




Macce NpU BBICYIIMBAHUM WJIM COJEp>KaHUE BOJbI, KaK MPaBHIO, HE JOJHKHO
npesbimath 0,5 %. Pe3ynbraThl onpeneneHus Mo 3TUM IMOKA3aTEsIM yUYHUTHIBAIOT
IIPU OLEHKE PE3yJbTAaTOB KOJIMUYECTBEHHOI'O ONPEIEIEHUS.

Ecnmu cyOcranmusi SBISE€TCS KPUCTALIOTUIPATOM (KPUCTAIIIIOCOIBBATOM),
PEIaMEHTUPYIOT BEPXHUI U HUKHUU MTPEIEIBI.

Cyabgarnas 3o04a. Kak npasuio, cynbdaTHas 30512 He JODKHA NMPEBBIIATH
0,1 %. OTcyTCcTBHE ATOTO HCTIBITAHUS B (DapMaKOTIEIHOM CTaThe WIIM TOBBIIIEHHOE
coliepaHue CyJb(paTHOM 30JIbl TPEOYET COOTBETCTBYIOIIETO 00OCHOBAHMS.

Tsxenble MeTaJIbl. YCTaHABIMBAEMbIEC TPEACIBl COJICPHKAHUS TIKEIBIX
METa/NIOB B (papMaleBTUYECKUX CYOCTAHIMSIX OMPEAEIIOTCS MaKCHUMalIbHOU
CyTOYHOW 030 TMpernapara, MPOU3BEACHHOTO W3 JaHHOW CyOCTaHIUU, U JUIH-
TEIBHOCTBhIO €r0 BO3MOYKHOT'O MpUMEHEHUs1 (corjacHo MHcTpykuum mo menu-
[IMHCKOMY TIpUMeEHEeHH0) (Tabi. 3).

Mbimbsk. JlaHHOE UCHIBITaHWE BBOAST B TOM ClIy4ae, KOT/a WA UCXOJHOE
CBIPbE MOXKET COHEpP)KaTh MBIIIbSIK, HANpUMEp, IS CbIPbS IPHUPOIHOIO
NPOUCXOXKACHHS, WJIA BO3MOXKHO 3arpsA3HEHHME MM B TMpolecce MOJy4YeHUs
cyOcraniuu. Copep’kaHue MBIIIbsAKA, KaK MPaBUJIO, HE OJDKHO IMPEBBINIATH
0,0001 %.

Tabmuna 3 — Kputepuu yis HOpMHUPOBAHUS JOMYCTUMOTO COACPIKAHUS TSHKENBIX

MCTAJIIIOB

Cyrounas no3a, | [InutensHocts | BBenenue nokazarens « Tskenpie METaIb» U

I/IeHb JICYEHUs, THU | YCTaHABJIMBAEMBIN Mpeael, ppm

> 0,5 <30 BBoauTcs nmokazarens « TspKenbie MeTauIby,
npenen - 20

>0,5 > 30 BBoauTcs nokazarens « TspKenbie MeTalIb»,
npezgen - 10

< 0,5 > 30 BBoautcs nokazatens « TsKenbie METaaby.

Ecnu cyOcTanmnus npeaHazHadeHa s
IIPOU3BOJICTBA IAPEHTEPAIBHBIX MIPENAPATOB,
To npeae - 10, B npyrux caydasx - 20.

< 0,5 < 30 ITokazarens «Tsokensle MeTauIbl) HE BBOIUTCS




OcTarouHble OpraHuvdeckue pacrpopurenu. OnpeaensoT OCTaTOYHbIE
KOJIMYECTBA OpPraHUYECKHUX pacTBoputesied 1 u 2 kiiacca TOKCUMYHOCTH IPU HX
MCIIOJb30BAaHUM Ha JIFOOOM CTaauu MPOU3BOJICTBA, OPTaHUYECKUX PACTBOPUTEIICH
3 Kiacca — MpU UCIOJb30BAHUMU HA TOCIENHEN cTaauu (Kak MpaBWiIO, CTaauu
O4MCTKH). Pe3ynpTaThl OmpenesieHUs MO 3TOMY ITOKA3aTENI0 YUYWUTHIBAKOT MpHU
pacuere pe3yiabTaToB KOJUYECTBEHHOTO OMPEICIICHUSL.

HcnbiTanus Ha 6akTepuaibHbIe YHIOTOKCHHBI, TUPOTEHHOCTh, aHOMAJIbHYIO
TOKCUYHOCTh, THCTAMUH U/WJIH JIETPECCOPHBIC BEIIECTBA HE PACTIPOCTPAHSIIOTCS HA
BCIIOMOTaTEIbHbBIEC BEIIECTBA.

bakrepuanbHbie JHI0TOKCUHBI MM [TuporeHHoCcTh. J[aHHBIE NCTIBITAHUS
OpOBOAST  JJIsS  CyOCTaHIIMH, TpPEeJHA3HAYCHHBIX JUIi  MPUTOTOBJICHUS
JIEKapCTBEHHBIX (DOPM /I MapeHTepabHOTO NpuMeHeHus. CyOCTaHIIuU JOTKHBI
BBIJICP)KMBATh TECT Ha OaKTepUalbHbIE 3HAOTOKCHUHBI WM MUPOTEHHOCTh 0e3
MIPOBEJICHUS NPEIBAPUTEIBHON CTEPUITA3ALINH.

Ecnu nokazano, 4to cyOcTaHius He 00JaaeT MUPOTeHHBIMU CBOMCTBAMH U
B IIpOIIeCCEe MPOU3BOACTBA HE MOXKET OBITh 3arpsi3HEHA MUPOTEHHBIMU MTPUMECIMU
He OakTepHalbHOW TPHUPOABI, TO CJIEAyeT TNPOBOJAUTH HCIBITAHUE Ha
«bakTepuanbHble SHIO0TOKCHUHBD.

Bximouenne — mokaszarened — «lluporeHHocTs» m «bakTepHalbHBIE
OHJOTOKCHUHBI) Ha aJbTEPHATHBHOW OCHOBE HEIEIECO00pa3HO BBUAY Pa3IUYHOU
YyBCTBUTEJIILHOCTHA METOOB.

AHOMAJIbHASI TOKCUYHOCTD

HcnbiTaHuio Ha aHOMAJIbHYIO TOKCHYHOCTb TOJJIEKAT CyOCTaHLUU,
MOJy4YaeMble W3 KpPOBH, OpPraHoB, TKaHEW YEJIOBEKAa WA KUBOTHOTO,
PaCTUTEIBHOTO CBIPbSl, MUKPOOPTaHU3MOB U MPOJYKTOB UX JKU3HEAECATEIbHOCTH,
NpeAHa3HAYECHHbIE [JI1 [POM3BOJCTBA  JIEKAPCTBEHHBIX  IPEMAPATOB IS
MapEeHTEPATBHOTO TPUMEHEHHS.

I'mcrtamun u/unm JlenmpeccopHbie BelecTBa

HcnpiTaHni0 Ha TUCTAMHUH U JIEIPECCOPHBIE BEHIECTBA MOMJIEKAT

C}’6CT3HHI/II/I, KOTOPBLIC HCIIOJB3YIOTCA I HTPUTOTOBJICHUA JICKAPCTBCHHBIX



MPENApaToOB, IMPEAHA3HAYECHHBIX TOJIBKO i1 BHYTPHUCOCYIHCTOTO BBEICHUS, U
€CJII B UX COCTaB€ MOTYT ObITh M3HAYAJIbHO WJIM MPUOOPETAIOTCS B MPOIECCE
MPOU3BOJICTBA MpUMECH, 00JIaaloIIre JACHPECCOPHBIM JehcTBUEM (CyOCTaHIIUU
MUKPOOHOJIOTUYECKOTO UITU )KUBOTHOT'O MPOUCXOKICHHS).

MukpoOuonornyeckasi 4YMcToTa. YpPOBEHb MHKPOOMOJIOTHYECKOU
YUCTOTHl ~ CyOCTaHUMM  JIOJDKEH  0OecrneyuBaTh  ypPOBEHb  YUCTOTHI
JIEKapCTBEHHOTO TMperapara IMpUd €ro IPOU3BOJACTBE/U3TOTOBICHUH U3 JTOU
cyOCTaHIUU.

CrepunbHocTh. JlaHHOE€  WcCHBITaHWE  BBOOAT I CyOCTaHIUM,
UCIIOJB3YEMBIX B IIPOM3BOACTBE T'OTOBBIX CTEPHIIBHBIX JIEKAPCTBEHHBIX CPEICTB,
KOTOPBIE€ HE MOJIBEPTAIOTCS MPOLEAYPE CTEPUITAZALINH.

KosnmyecTBeHHoe omnpenesienue. [ KOJIMYECTBEHHOIO OIPEICIICHUS
JNEUCTBYIOLIErO BEHIECTBA CYOCTAHIIMU HCIOJB3YIOT (DU3UKO-XUMHUUYECKHE W
XMMHUYECKHE METO/bI aHAIU3A.

OU3NKO-XUMUYECKME U XUMHUYECKHME METOJbl aHaau3a I ONpPEACIICHUs
COJICp’KaHUsSl JICUCTBYIOIIETO BEIIECTBA B CYOCTAaHIIMU ClIEyeT NPUMEHSATH B
COYCTAaHUU C COBPEMCHHBIMU (DH3UKO-XMMHUYECKUMU METOJaMU  aHaju3a,
UCIOJIb3YeMbIMH ISl UACHTUPUKAUU cyOcTaHMK U KoHTpousia npumecent (K-
cnekrpoporomerpusi, BOXX, I'X u ap.).

B ciyuae coneit oObIYHO TOCTATOYHO aHajIn3a TOJIHKO OJHOTO U3 MOHOB —
IPEANOYTUTENIHO (hapMaKOJIOTUYECKH aKTUBHOTO.

ConepkaHue JACHCTBYIOIIETO BEIIECTBA JAETCS B IMEpPEcCUETe Ha CyXoe
BEILIECTBO, €CJIU ONPEAENSAETCs MOTEPS] B MACCE NPU BBICYILIMBAHUU, B IIEPECUETE
Ha 0e3BOJHOE BEILECTBO, €CJIM OMPEAENIeTCs BOJa, B epecyeTe Ha 0€3BOJHOE U
CBOOOJTHOE OT  OCTAaTOYHBIX OPTraHWYECKHX PACTBOPUTEICH BEIIECTBO, €CIIH
ONIPENEIIIETCS BOJAA» U OCTATOYHBIE OPTaHUYECKHE PACTBOPUTEIH.

YnakoBka W XpaHeHHe. YIAKOBKA W YCJIOBUA XPAHCHUS JIOJIKHBI
obecreuynBaTh Ka4eCTBO CYOCTAHIIMM B TEUEHHUE YCTAHOBJICHHOTO CPOKA TOJHOCTH.

MapkupoBka. Jlo)pKkHa  BKIHOYaTh  TOPrOBOE UM MEXIYHAPOIHOE

HCTIaTCHTOBAHHOC HAaWMMCHOBAHUC, HH(bOpM&HHIO O Ha3HaA4YCHHU CYGCTaHI_[I/II/I,



HAaMEHOBAaHHME NPOU3BOJAUTENSA, KOJIMYECTBO, YCIOBUS XPAHEHHUS, MEpPbI
IPEJOCTOPOXKHOCTU (IIpY HEOOXOJUMOCTH), ATy H3TOTOBJIEHMS, HOMEpP CEpUH,
CPOK FOJJHOCTH M YCJIOBUSI XpPaHEHHUS.

Cpok rognoctu. CpoKk TOAHOCTH CyOCTAaHIIMI OMpENEIseTCs BPEMEHEM, B
TEUYEHUE KOTOPOT0 OHA COOTBETCTBYET TPEOOBAHUSAM HOPMATUBHON JOKYMEHTALMHU.
CpoK TOIHOCTH CYOCTaHIIMM MOXKET OBITh YCTAaHOBJICH XPAaHEHHEM NPHU OOBIYHBIX
YCIOBUSIX ~WJIM  METOJOM «YCKOPEHHOIO CTapeHHsD» TMpU  IOBBIILICHHON
TeMIieparype.

CrangaprHbie o0pa3upbl. CoBpeMeHHbIe METO/IbI aHajau3a
IpeIyCMaTpUBAIOT  UCIOJb30BAaHUE CTAHJApPTHBIX o0Opa3uoB. B  kauecte
CTaHJApTHHIX 00pa3loB NpH aHanu3e (apMalEeBTUUECKUX CyOCTaHIUU clenyer
UCIIOJIb30BaTh  (hapMakomeiiHble  CTaHAapTHble  oOpa3lbl, AaTTECTOBAaHHBIC
YIOJIHOMOYEHHBIM (papmakoneHbiM opraHoM. [lpm ux orcyrcTBUM  AJis
UACHTU(DUKAIIMM M OICHKH COJACpKaHMUS JCHCTBYIOLIETO BEIIECTBA JOJIKHBI

HCIIOJIB30BATLCA IICPBUYHBIC CTAHAAPTHBIC 06pa3u51.



