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Tema paccuuTana Ha 2 1a0OpPATOPHBIX 3aHATHS, 6 aKaAEMUYECKUX YacoB. 2 yaca
OTBOZATCS HA CAMOCTOATENBHYIO Pa0OTy IO TEME.



DapManeBTHYECKH aHAJIH3 JIEKAPCTBEHHBIX CPEICTB B IPOU3BOACTBE
Bsenenue

Meroauueckre yKazaHHs NpEJAHA3HAYCHBI IS YIPABICHUS CaMOCTOSATEIBHON paboTOM
CTYJICHTOB KaK IIPU CAMOIIOJIOTOBKE K IMPAKTUYECKUM 3aHATHAM, TaK W TPH HEIOCPEICTBEHHOMN
paboTe Ha HUX W BKITFOYAIOT:

- BBE/ICHHC;

- yueOHBI MaTepual 1o TEME;

- METOIMYECKHE YKa3aHUs JUIs CaMOIIOITOTOBKH;

- MCTOAUYCCKUC YKa3aHHWA K HPAKTUICCKHUM 3aHATUAM.

Bo BBexenum paccmarpuBaroTcs npodeccHoHan bHAs 3HAYMMOCTh TEMBI, IUTaH €€ M3y4eHUs,
e 00yYeHHUS.

Ienp U3y4eHust TEMBL:

YMeTh OlLIEHHBaTh KayecTBO JIEKAPCTBEHHBIX (OPM MPOMBILUIEHHOIO IIPOM3BOJCTBA B
COOTBETCTBUM C OOLIMMH U YacTHbIMH TpeboBanusimu ['ocynapcrBennoit @apmakornien u ap. HJ{ Ha
OCHOBE  3aKOHOMEpDHOCTEH, ompeAensiommx  ¢usndeckue, (U3NKO-XUMHUYECKHE  CBOWCTBA
JIEKapCTBEHHBIX BEIIECTB BO B3aUMOCBSI3M C BHJIOM M COCTaBOM JIEKapCTBEHHOU (opmbl, e€
(hapMaKoIIOTHIECKHUM JICUCTBUEM U TEXHOJIOTHEH TOTyqIeHUSI.

3HayeHne N3YUYEHUS TEMBI

JlexapCTBEHHbIE CPEACTBA MPOMBIIIJIEHHOIO MIPOU3BOJCTBA B HACTOSIIEE BPEMSI COCTABIISIOT
OCHOBHYIO 4acTh PELENITYpbl alTeK U HaOIIOAAaeTCsl TeHICHIMS uX yBenundeHus. GapManeBTUYeCKUn
aHaJIM3 JIEKapCTBEHHBIX ()OPM IPOMBIIUIEHHOIO MPOM3BOACTBa ocyuiecTBisiercs Ha | srane B OTK
3aBOJIOB-U3TOTOBHUTENCH, Janee mepes IMOCTYIJICHMEM B anTe4YHYyl0 CeThb — B KOHTPOJIBHO-
aHATUTHYECKUX JlabopaTopusix. 3amauell mpoBU30pa, paboTaromero B 000 JTOHKHOCTA B alTeke,
SIBJISIETCS] OPTaHU3alUs IPABUIIBHOTO XPAHEHUS U OTITYCKA JIEKAPCTBEHHBIX CPEACTB MPOMBIIIJIEHHOTO
IIPOU3BOJICTBA OOIBHOMY.

[Ipensiaymme TeMbl Kypca (apMaleBTUYECKOW XUMHUM OBbUIM MOCBAIICHBl H3YYEHUIO
Pa3IMYHBIX N0 XMMHUYECKON CTPYKTYpe MHIUBUAYAIbHBIX JIEKAPCTBEHHBIX BEIIECTB. Mbl H3ydalu UX
¢u3nyeckre U XUMHUYECKUE CBOWMCTBA BO B3aMMOCBSI3M C XMMHMYECKOWH CTPYKTYpOH, BBIOOp METOJO0B
aHain3a, TpeOoBaHUSA K J10OpOKauecTBEHHOCTH. JlekapcTBeHHbIE (HOPMBI  IPOMBINIIEHHOTO
IIPOU3BOJICTBA, B OTJIMUME OT MHAUBHUYAJIbHBIX BELIECTB, COIEPKAT 4YaCTO HECKOJIBKO KOMIIOHEHTOB H,
KpOME TOT0, pa3jINyHble HAIlOJIHUTENIN — caxap, Kpaxmall, TajbK, TJII0KO3Y, HATPUsS TUAPOKapOoHAT U
ap. DapMakoJOrMUECKH 3TH BELIECTBA B HCHOJb3YEMBIX J03MpPOBKax HHAWGD(EpPEHTHBI, HO HX
¢u3nyecKne U XUMHUYECKHE CBOWCTBA MOT'YT OKa3bIBaTh BJIMSHUE Ha BbIOOp METO/]OB aHallM3a, Ha
CTaOWIIBHOCTh JIEKAPCTBEHHBIX (OopM MpH XpaHeHWH. VX BHemHui BuA. B cBsI3u ¢ 9TuUM, OIeHKa
KayecTBa MHOT'OKOMITIOHEHTHBIX JIEKapCTBEHHBIX (hOpM TpeOyeT BCECTOPOHHEr0 M3y4eHHs! BbIOOpa
METOZOB aHAJIM3a Ha KaXJ0€ JIEKApCTBEHHOE BELIECTBO, JUIsI 4YEro HEoOXOAWMBI TIyOOKue
npodeccuoHanbHble XUMUUECKUE 3HAHMUS.

JlexapCTBEHHBIE CPEACTBA SIBJSAIOTCS MPOLYKIMEW MEKOTPACIEBOIO HAa3HAUEHUS U LIMPOKOTO
noTpebsieHus, OT KOTOPOW HEMOCPEACTBEHHO 3aBUCHUT JKU3Hb, 3/I0pOBbE U UMYIIIECTBO HACEJICHUSI.

OTtedecTBEHHBIE JIEKAPCTBEHHBIE CPEJCTBA JIOJKHBI UMETh BO3MOJKHOCTh KOHKYPHUPOBATh C
npernapaTaMy HHOCTpaHHBIX (pupM kak B Y30ekucrane u ctpaHax CHI', Tak u B ganbHeM 3apyOexbe.
Heo6xoauMeiMu (akTopaMu JUIsl ycriexa B YCIOBHUSX PHIHOYHOM SKOHOMMKH SIBJISIFOTCS Ka4eCTBO U
cepTu(uUKalms — Ba 3B€Ha, KOTOPbIe HEPa3pbIBHO CBSI3aHbI IPYT C IPYTOM.

B cootBerctBum co crparerueit BO3, cucrema oOecnedeHus (rapaHTUpOBaHHUs) KadecTBa
JIEKapCTBEHHBIX CPE/ICTB OCHOBBIBAETCS] HA TPEX OCHOBHBIX KOMIIOHEHTaX:



-BO-TIEPBBIX, HA HAICKHOW CHCTEME PETMCTPAllii W JIMICH3UPOBAHMS, IOA KOTOPOM
MOHUMAETCS YCTAHOBJICHHAs HA HAIMOHAILHOM YPOBHE 3aKOHHBIMH M IOJ3aKOHHBIMH aKTaMHU
CHCTEMa DKCIIEPTU3bI M CAHKIIMOHUPOBAHUS, IIPEIBAPSIONIAs PEATH3AIMIO JCKAPCTBEHHBIX CPEACTB Ha
PBIHKE;

- BO-BTOPBIX, Ha HE3aBUCHMBIX MCIBITAHUSAX TOTOBOM MPOIYKIIHH;

- B TpeThbHX, Ha TapaHTHPOBAHMM KavyeCTBa JIEKAPCTBEHHBIX CPEACTB IMOCPEACTBOM
COOJIIO/IEHHSI TIPH WX MPOM3BOJCTBE CBOJA 00A3aTC/IBHBIX MPUHIMIIOB, HOPM M MPABHII, HMEHYEMBIX
«Good manufacturing practice» (GMP) — «Hamnesxaiueii taboparoproit mpaktuke» HIIII, a Takke Ha
PETYJISIPHOM HE3aBUCHMOM KOHTPOJIC (MHCIIEKTHPOBAHHM) HPEANPHITHI-IPOM3BOAUTEICH C ILEIBIO
yaoctoBepeHus Toro, uto GMP umu coGmrogaercs.

B 5(h(heKkTHBHOCTH CHCTEMBI W CpPEACTB KOHTPOJIS KadyecTBa JIEKAPCTBEHHBIX CPEICTB,
3aperHCTPUPOBAHHBIX WM TPOU3BOIAIIMXCSA BHYTPU CTPaHbI, KOTOpas JOJDKHA BKJIHOYATh JOCTYI K
HE3aBHCHUMOM 1ab0paTOPHH 10 KOHTPOJIO KayeCTBa.

LleneBble 3a1a4K MO TEME.

1. YMeTh OlLEeHMBaTh KadyecTBO TaOJIETOK B COOTBETCTBMM C OOIIMMU M YaCTHBIMHU
TpeOOBAaHUSMH, BEIPAKCHHBIMU B COOTBETCTBYIOIINX CTAaThsAX [ ocynapcrBeHHON dDapmakorien, NCXOas
13 0COOEHHOCTEH COCTaBa, J03UPOBKU, XUMHUUECKOTO CTPOEHUS, (PU3NYECKUX U XUMUYECKUX CBOMICTB
WHTPEIMEHTOB JIEKAPCTBEHHOU (hOPMBI:

1.1. YMETh OIPENeNIATh COOTBETCTBHE KauecTBa TabieTok TpedoBanusm HTJ[ mo
¢usnyeckuM U (U3NKO-XUMHUYECKUM CBOMCTBaM € OOOCHOBAHHMEM 3HAYCHHS Ka)JIOTO
IoKa3aTessl KauecTBa

-110 BHELTHEMY BH]LY

-110 cpesiHeil Macce 01HOM TabJIeTKH, OTKIIOHEHUIO OT CPeIHEH MAacChl;

-[10 PacHaaeMOCTH TabJIETOK;

-110 MpeJieNTy COAEeP KaHUs BCIIOMOTaTeIbHbIX BEIIECTB.

1.2. yMeTp aHAJIM3MPOBAaTh COCTAB JIEKAPCTBEHHOW (OPMBI TyTEM MOITBEPIKICHHUS
MOJUIMHHOCTY M KOJIMYECTBEHHOI'O OIpe/iesIeHuss ¢ OOOCHOBAaHMEM BbIOOpa METO/0B
aHaJM3a C y4ETOM B3aUMHOTO BIMSHUS HHTPEAUEHTOB ;

1.3. o0ocHOBaTh BO3MOXKHBIE€ W3MEHEHHs TaOJIETOK JAHHOTO COCTaBa IO BIUSHUEM
(akTOpPOB BHEIIHEH Cpeibl U BEIOOpa CIIOCOO0B XpaHEHHsI, YITAKOBKH, TPaHCTIOPTUPOBKH.

2. VYMeTh OlLleHUBaTh KayecTBO JICKAPCTBEHHBIX ()OPM Ul MHBEKIMH B COOTBETCTBUHU C
OOIIMMH ¥ YaCTHBIMU TPEOOBAHMSIMH, BRIPAKEHHBIMU B COOTBETCTBYIONIMX CTAaThsAX [ 0CymapCcTBEHHOM
@apmakornien u 1p. HJ[, o00CHOBBIBaTH 3HAYEHHME KAXKJIOrO TIOKa3aTesis B OOLIEM KOMILIEKCe
WCIIBITAaHUM:

2.1. ymerb 0OOCHOBBIBaTh BBIOOp M COCTaB JIEKapCTBEHHON (POPMBI, CTaOUIM3ATOPOB,
KOHCEPBAaHTOB, HCXOJs W3 OCOOCHHOCTEH XUMHUYECKOTO CTPOCHHH H  CBOWCTB
UHTPEIMEHTOB JIEKAPCTBEHHOW (hOPMBI;

2.2. yMeThb ONpEeNsiTh COOTBETCTBHE KAadyeCTBA JIEKAPCTBEHHBIX (GOPM JUISI MHBEKIUH
TpeboBanusaM ctathl ['D XI nznanus Ne 286 no ¢pusnueckuM cBOHCTBaM:

-110 OTCYTCTBHIO MEXaHUYECKHUX TPHUMECcEi

-110 MPO3PAYHOCTH U IIBETHOCTH

-T10 HAITOJTHAEMOCTH aMITyJT

-110 CTePUIIBHOCTH, alTUPOT€HHOCTH

2.3. yMeTb OOpeneNsiThb COCTaB JIEKapCTBEHHON (OpMbI IyTEM MOATBEPKIECHUS
MOJUTMHHOCTH U KOJUYECTBEHHOH OIIEHKM C 0OOCHOBaHMEM BBIOOpa METOOB aHajM3a, C
YYETOM B3aUMHOTO BIIMSHUSI HHTPEIHCHTOB;

2.4. TmpOTrHO3UPOBATh BO3MOXKHBIE M3MEHEHHUS JIEKapCTBEHHOH (OPMBI OmpeneraéHHOro
COCTaBa MOJ BIHMSHHEM (aKTOPOB BHEIIHEH cpensl W OOOCHOBATH YCIOBUSI XpaHEHUS,
YIIaKOBKH, TPAHCTIOPTUPOBKHU.



[1nag u3yyeHust TEMBI

=

CaMocTosiTenbHasi TeOpeTUIEeCcKas MOrOTOBKA K JIA0OPATOPHBIM 3aHITHSIM.
2. TlpakTnueckas pabota Ha 1aOOPATOPHBIX 3aHATHSIX.

Ha HU3Y4YCHUC TEMBI OTBOAUTCA 2 3aHATHA 1O 8 aKaJJICMHUYCCKUX YaCoOB.

| 3ansTue
1. Cemunap
2. Ilpaktnueckass paboTa 1O OIlEHKE KadecTBa TaOJETOK M JICKapCTBEHHBIX (opM s
HHDBEKIIUN
Il 3ansTue
1. TIpomoimkeHue MpakTHUECKOW pabOoThI

2. TlonseneHue UTOTOB paOOTHI
Jluteparypa

1. TocynapctBennas @apmaxones X| uznanus. Boimyck | u |1, M., Meaununa, 1987. O6mue crathu:
«Tabnetkn»-654, «/Ipaxe» - 235-, «JlekapcTBeHHBIE (OPMBI Ui HHBEKIMI» - 286, u ap. OOmue
(dapmakomnelHble METO/Ibl aHAJIN3a, YaCTHBIE CTaThbH Ha JIEKAPCTBEHHBIC CPEICTBA U JIEKAPCTBEHHBIC
(bopMBL.

2. Mexnynapoanas dapmakones 111 uzganus BO3, 1981,1.1 u 2
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YueOHbI MaTeprUal 0o TEME

l'ocynapctBennass dapmakoriess perJjaMeHTUPYET aHalU3 CISAYIOIUX JICKApCTBEHHBIX (HOpM
IIPOMBIILIJIEHHOT'O IIPOU3BOCTBA:

Kanuu riiasusie

Karuu rinasHele - pekapcTBeHHas popMa, IpeJHa3sHauYeHHas AJ1s1 MHCTUUISALMHY B TJ1a3.

Kamm rnasaele TOMKHBI ObITh M30TOHUYHBI CO CIIE3HOM JKUAKOCTBIO. B OTIENbHBIX ciydasx
JIOITyCKAeTCsl MPUMEHEHNE TUIIEPTOHUYECKUX WM TMIIOTOHMYECKUX PACTBOPOB, O YEM JOJKHO OBITh
YKa3aHO B YaCTHBIX CTaThsX.

JUis TpUrOTOBIEHHUS Kaledb IVIA3HBIX IPUMEHSIOT PacTBOPUTENM M BCIOMOTraTelbHbIE
BEIIECTBA, Pa3pEelICHHbIE K MEIUIMHCKOMY MTPUMEHEHHIO U YKa3aHHBIE B YACTHBIX CTaThsIX.

JUis T[pUrOTOBJIEHUS Kalesb IJa3HbIX MCIIOJIB3YIOT CTEPHIIbHBIE PACTBOPUTENN: BOIY
IUCTUILTUPOBAHHYIO, H30TOHUYECKHE OydepHbIe pacTBOPHI, Macia u JIp.

B kauectBe cTaOMINM3aTOPOB, KOHCEPBAHTOB, MPOJOHraTOPOB M JPYTHX BCIIOMOTaTEIbHbIX
BEIIECTB HMCIOJIB3YIOT: HATPHS XJIOPWA, HATpUs Cynb(dar, HaTpUs HUTPAT, HATPUS METAOHCYIb(DUT,
HaTpusi THOCYIb(ar, HATpUs (HocHOPHOKHUCIIBIE COMU OJHO- U JIBy3aMEIllEHHbIC, KHCIOTY OOpHYIO,
KHCJIOTY COPOMHOBYIO, HATIATWH, IPOU3BOHBIE LIEJUTIOIO3bI U JP.

Karum rinasHele 0KHBI IPUTOTABIMBATHCS B ACENTUYECKUX YCIOBHUAX U OBITh CTEPHIIBHBIMHU.

Crepuin3anuio Kameib IMIA3HBIX OCYIIECTBIISIIOT METOJIaMH YKAa3aHHBIMU B YaCTHBIX CTaThsIX B
COOTBETCTBHUHM €O cTaTbel «CTepUIn3aus».

[IpoBepky Kamenb TJIA3HBIX HA CTEPHJIBHOCTH IPOBOAAT B COOTBETCTBUM CO CTaThe
«VcnbplTaHWE HA CTEPUIBHOCTDY.

Karm rna3Heie 10DKHBI BBIICPKUBATH UCTIBITAHUS HA MEXaHUYECKUE BKITFOUCHHS.

VcnblTaHusg Ha MEXaHWYEeCKHE BKIIIOYEHMS MPOBOIAT B COOTBETCTBUUM C HHCTPYKLMEH,
yrBepxaeHHON MunucrepctBoMm 31paBooxpanenust CCCP.

VYnakoBka. YNakoBKa JI0JDKHA o0ecrednBaTh CTAaOMIBHOCTh U CTEPUIIBHOCTH IpenapaTta npu
XpaHEHWHU ¥ TPAHCIOPTHPOBAHUH M UMETh, KaK IPABUIIO, YCTPOHUCTBO /IS 3aKAIIbIBAHUS.

Xpanenue. B mpoxianHoM, 3allMIIEHHOM OT CBeTa MECTE, €CIM HET APYrMX yKa3aHUH B
YaCTHBIX CTaThsIX.

I'panyasl

I'panynsl - nexkapcTBeHHast (hopMa [l BHYTPEHHEr0 IPUMEHEHUS! B BUJE KPYITUHOK KPYTJIOH,
UWIMHIPUYECKONH  WJIM  HENpaBWIbHONM  (OpPMBI,  COJEp)KAalIMX CMECh JIEKApCTBEHHBIX W
BCIIOMOTaTENIbHBIX BELECTB.

I'panynbl MOTYT OBITH TOKPBITHI 000JI0YKAMHU.

B npousBoicTBe rpaHynl W NMpH HOKPHITUM UX 00OJIOYKAMHU MPUMEHSIOT BCIIOMOTaTelbHbIE
BELIECTBA, OMMCAHHBIE B cTaThe «TabieTKuy.

I'paHynbl NOKHBI OBITH OJHOPOJHBI MO OKpacke, €CclM HEeT APYTruX yKa3aHWHW B YacCTHBIX
CTaThsIX.

Pazmep rpanyn (ompezenseMblii CUTOBBIM aHaJIM30M) JHojbkeH ObITh 0,2-3 M. KonmgectBo
0osee MeIKUX U 0oJiee KpYIHBIX TpaHysl HE JOJDKHO MpeBbIIaTh B cymme 5%.

ConeprkaHue Biard 10JKHO ObITh YKa3aHO B YACTHBIX CTAThAX.

Jlyia onpenienieHust CofepKaHus JIeKapCTBEHHBIX BEIIECTB B IpaHysiax OepyT HaBeCKYy HE MeHee
geM u3 10 r pacTepThIX rpaHyil.

OTKJIOHEHUS B CO/EpPKaHUM JIEKAPCTBEHHBIX BEIIECTB HE MOJKHBI MpeBblaTh + 10 %, ecnu
HET IPYTUX YKa3aHUH B YACTHBIX CTaThsX.

HcnbiTanne pacnagaeMOCTH IpaHysdl IMPOBOAAT U3 HaBeckH 0,5 I COracHO NMPHIIOKEHUIO 3 K
cratbe «TabneTkn» ¢ UCIONb30BaHUEM CETKH C pa3mMepoM oTBepcTHii 0,5 Mm. Bpemst pacniagaemocTu
JOJKHO OBITh YKa3aHO B YAacTHBIX CTaThsAX. [Ipv OTCYTCTBMM TakMX YKa3aHHM TIpaHyJbl JOJKHBI
pacmanaTthcs B TeueHue He Oonee 15 MuH.

B dacTHBIX cTaThsxX NpU HEOOXOIMMOCTH BBOJAST HUCHBITAHHE TPaHyll Ha pPAcTBOPEHHE B
COOTBETCTBHH C MPUIIOKEeHUEM 4 K cTaThe «TabmeTku.



VYnakoBka. ['paHysbl JOJKHBI BBITYCKAaThCS B YIIAKOBKE, IPENOXPAHSIOMEH OT BHEIIHHUX
BO3JICUCTBUI M 00ECIIEYMBAIOIICH CTAOMILHOCTh B TEUCHHE YCTAHOBJICHHOTO CPOKA TOAHOCTH.
Xpanenue. B cyxom u, ecii He0OX0IMMO, IPOXJTATHOM, 3aITUIIICHHOM OT CBETa MECTE.

NubekunoHHbIe JIeKapcTBeHHbIe (opMbI
JlekapcTBeHHBIE CPEACTBA JJIs IAPEHTEPATbHOI0 PUMEHECHHU S

K nexapcTBEeHHBIM cpencTBaM [Ulsl MapEeHTEPaIbHOTO IPUMEHEHHUS OTHOCSTCSI CTEPHIIbHBIE
BOJIHbIE M HEBOJHBIE PACTBOPBI, CYCIEH3MM, SMYJIbCHUM M CyXH€ TBep/ble BellecTBa (IIOPOIIKH,
MOPHUCTBIE MACChI, TAOJIETKH), KOTOPBIE PAaCTBOPSAIOT B CTEPHJIBLHOM PACTBOPHUTENE HEMOCPEICTBEHHO
nepez BBeJleHHeM. PacTBOpBI U1l apeHTepaibHOro npumMeHenus oobemomM 100 Mt u 6osee oTHOCATCS
K UH(PY3MOHHBIM.

JlexkapCTBEHHBIE CpEICTBA JUIA IAPEHTEPAIbHOIO IPUMEHEHUS TOTOBAT B  YCIOBHSAX,
MaKCHMaJbHO IPEJOTBPAIIAIOIIMX 3arpsi3HEHUE TOTOBOrO NPOAYKTa MHMKPOOpraHU3MaMu U
IIOCTOPOHHUMHU BEIIECTBAMH.

JU1 IpUTrOTOBJIEHUS JIEKAPCTBEHHBIX CPEICTB JJIsl NAPEHTEPAIbHOIO IPUMEHEHNUS UCIIOJIB3YIOT
JIEKapCTBEHHbIE, BCIIOMOIATEIbHBIE BELIECTBA M PACTBOPUTENH, Pa3pelIEHHbIE K MEIULUHCKOMY
IIPUMEHEHHUIO.

JlekapCTBEHHBIE Cpe/CTBa JUIsl MAapEeHTEPAIIbHOTO MPUMEHEHHUS JOJIKHBI OBITh CTEPUIIbHBIMH,
[IPaKTUYECKH CBOOOJHBIMM OT BHMJMMBIX MEXaHMYECKHUX BKIIIOYEHHH, BBIIEP’KUBATH HCIIBITAHUS Ha
IUPOT€HHOCTh M TOKCUYHOCTh B COOTBETCTBUU C TPEOOBaHMSMHU YacTHBIX crareil. MHBEKIMOHHbIE
pacTBOpel MOT'YT OBbITb H30TOHUYHBIMHU, H30TMJPUYHBIMM M H30MOHUYHBIMU B COOTBETCTBUHU C
TpeOOBAHUSAMH YACTHBIX CTATEH.

PactBopurenu. B xauecTBe pacTBOpHUTENEH IIPUMEHSIOT BOAY Uil MHBEKIUH, )KUPHBIE Macia,
sTHII0NeaT. B cocTaBe KOMIUIEKCHOTO PacTBOPUTENS MOTYT OBITh HMCIIOJIb30BaHbl CHHMPT 3TUIIOBBIH,
[JIMLEPHH, MPONUIEHIINKOIb, noaudTuiaeHokeu 400, 6en3undens3oar, OEH3WIOBBIA COUPT U Apyrue
PacTBOPUTEIIN.

Bcenomoratenbnblie  BemiectBa. [IpM M3roTOBIEHUMM  JIEKAPCTBEHHBIX  CPENCTB IS
[apEeHTePAIbHOTO  IPUMEHEHUsT MOTyT ObIThb  J00aBIEHBI KOHCEPBAHTBI, AHTHOKCHUIAHTBHI,
CTaOMIIN3aTOPhl, IMYJIBIaTOPbI, COMOOMIN3ATOPB] U IPYrHe BCIIOMOTraTeNIbHbIE BEIECTBA, YKa3aHHbIE
B YACTHBIX CTaThsX.

B kauecTtBe BcIOMOraTeNbHBIX BEIIECTB HCHOJIB3YIOT aCKOPOWHOBYIO, COJISHYIO, BUHHYIO,
JMMOHHYIO, YKCYCHYIO KHCIJIOTHI, HaTpusi KapOOHAaT, HaTpusi OMKapOOHAT, HATP €IKUil, HATpUs WU
Kanmusi cynbQUT, OUCYIbQUT WM MeTaOucyiab(UT, HATpPUs TUOCYIb(AT, HATpus LUTpAT, HATpUs
¢dochar ogHO- M JBy3aMEUICHHBIM, HATpUS XJOPHJ, METWIOBBIA 3(pHp OKCUOEH30WHOW KHUCIOTHI,
NpONMUIOBBIA  3GUp  OKCHUOEH30HHOM  KUCJIOTBl,  POHTaJIMT, JUHATPUEBYID  COJIb  OTHU-
JICHTMaMUHTETPAayKCYCHON KUCIIOTHI, COIMPT IMOJIMBUHIIOBBIN, XJI0pOOyTaHO, Kpe3oJl, PeHOI U JIp.

KonnuecTBo 100aBisieMbIX BCIIOMOTATENbHBIX BELIECTB, €CIM HET APYTUX YKa3aHUM B YaCTHBIX
CTaThsX, HE JIOJUKHO NPEBbIIATh CIEAYIOIIMX KOHIEHTpPALUMH: JJIs BELIeCTB, MOJOOHBIX
xJopOyTanoiy, Kpesoiy, henomny, - 10 0,5%; cepHUCTOr0 aHTHAPHUJIA WIIA SKBUBAIICHTHBIX KOJIUYECTB
cynbdura, Oucynbpura mwim MmeraducyabpuTa Kamus uiu Hatpus - 10 0,2 %.

KoHcepBaHTBI IPUMEHSIOT B MHOTOZI030BbIX JIEKAPCTBEHHBIX CPEICTBAX JJISl TAPEHTEPAILHOTO
IPUMEHEHHMS, a TAKXKE B OJIHOJI030BBIX IpenapaTax B COOTBETCTBHM ¢ TPEOOBAaHUSAMU YAaCTHBIX CTaTeH.

JlexapcTBEHHbIE CpEACTBAa JJs BHYTPHUIIOJIOCTHBIX, BHYTPUCEPAECYHBIX, BHYTPHUIJIA3HBIX WU
JIPYIMX HMHBEKLIMH, UMEIOIMX JOCTYNl K CIMHHOMO3IOBOM JKUAKOCTH, a TaKkKe IpPU Pa3oBOM 103€,
MpeBbIIAONIEn 15 M1, He JOJHKHBI COIEPkKAaTh KOHCEPBAHTOB.

Cocynpl W YKYNOpPOYHBIE CpEICTBAa JIOJDKHBI OO€CleurMBaTh TI'e€PMETHYHOCTh, OBITh
UHAU(PGEPEHTHBIMH K COAECPKUMOMY, COXPAHITh €ro CTa0MIBHOCTh NMPHU CTEPHIIN3ALNU, XPAHEHUH U
TPAHCHOPTHPOBAaHMU. MapKku CTeKJia M JAPYTrUX YKYHOPOUYHBIX CPEIACTB (PE3MHBI, IUIACTMACCHI)
JOJDKHBI OBITh yYKa3aHbl B YacTHBIX cTaThsX. Cocynbl HW3rOTaBIMBAIOT W3 MaTepUaloB, HE
3aTPYJHSIOUINX BU3YyalIbHBIA KOHTPOJIb CONEPKUMOTO.




Marepuan npoOKu JOJDKEH OBITh TOCTATOYHO MPOYHBIM U 3JIACTUYHBIM, YTOOBI 00ECIIeunBaTh
oTOOp coziep)kuUMoro 0e3 yaajleHus MPOOKH U OTACICHHS €€ YaCTHI] U TePMETH3AIUI0 Cocyaa TocCIe
yJlaJIeHUs UTJIBI.

[Ipo3pauHocTh. PacTBOpBI 1OMKHBI OBITH TPO3PAYHBIMH, IO CPABHEHUIO C BOJOW JUIs
MHBEKIMN WM COOTBETCTBYIOLIMM PACTBOPUTEIIEM, €CIIM HET APYTHX YKa3aHUW B YACTHBIX CTAThAX.

Oxpacka. OKpacKy JIEKAPCTBEHHBIX CPEJICTB JJISl MMAPCHTEPATBHOTO MPUMEHEHUS OMPEICIISIOT
IyTeM CpPaBHEHHS C ATAJOHAMH ILIBETHOCTH B COOTBETCTBHM €O cTaThell «OrmpeneneHne OKpacKu
KHUJIKOCTEW» WK yKa3aHUSMHU YaCTHBIX CTaTeH.

O0BbeM MHBEKIIMOHHBIX PACTBOPOB B COCYAAX JOJIKEH ObITh 00JIbIIIE HOMUHAIBLHOTO (Ta0I. 1).

B cocynax BmecTUMOCTBIO 10 50 MJI HaNOJHEHHE MPOBEPSIOT KAIMOPOBAHHBIM IIIIPUIIEM, B
cocyzax BMecTUMOCThI0 50 M1 1 OoJiee - KamuOpoBaHHBIM IMIIMHAPOM IIpu Temmnepatype (20+2) °C,

Tabomuma 1
O0beM NHBEKIIMOHHBIX PACTBOPOB B COCYy/AaX
OO0OBeM 3aIoJHEHNS, M KomuuecTBo cocynoB s
HomuHanbeHb1I KOHTPOJIA 3aII0JIHCHU,
00BeM, MII HEBSI3KHE. BSI3KUE IIT.
pPacTBOPHI PacTBOPHI
1,0 1,10 1,15 20
2,0 2,15 2,25 20
5,0 5,30 5,50 20
10,0 10,50 10,70 10
20,0 20,60 20,90 10
50,0 51,0 51,50 5
Bonee 50 Ha 2% 6omee Ha 3 % 0Ooiee
HOMHUHAJILHOTO HOMHHAJILHOI'O

O06bemM pacTBOpa, BBIOPAHHOTO U3 COCy/a IIIPHUIEM, IIOCJIE€ BBITECHEHHS BO3JlyXa H
3aMOTHEHUS UTJIbI UJTU TTOCJI€ BEUIMBAHUS B IUJTUH/P HE JIOJDKEH ObITh MEHbIIIE HOMUHAIBHOTO.

JlexapCcTBEHHbIE CpPEACTBA Ul MAapEHTEPAIbHOIO MPUMEHEHUS MOJBEPralT CTepUIN3alUu B
COOTBETCTBHUH C TpeOOBaHUSIMU CTaTbu «CTepUIN3aIUA» U YKA3aHUSIMHU YaCTHBIX CTaTeH.

CTepuJIbHOCTb ONPENENSIOT COrflacHoO cTaThe «VcnbiTanne Ha CTEPUIIBLHOCThY.

TOKCHYHOCTB IPOBEPSIIOT B COOTBETCTBUM CO CTaThel «VIcnbITaHNE Ha TOKCUYHOCTD COIVIACHO
TpeOOBaHUSAM U TECT-A03aM, YKa3aHHBIM B YAaCTHBIX CTAThAX.

IIMpOoreHHOCTh MPOBEPSIIOT B COOTBETCTBUU €O cTaThell «lVIcHbITaHME Ha NMUPOrEHHOCTh U
COTJIACHO TECT-/103aM, YKa3aHHBIM B YAaCTHBIX CTAThX.

HcnbiTanuio mojasiexkaT Bce JEKapCTBEHHbIE CPEJCTBA AJIs APEHTEPAIbHOTO MPUMEHEHUS MPU
o0beMe onHOpa3oBoil m03b1 10 Mu1 m OoJsiee, a TakKe MpPHU MEHBIIEH 103€, €CIU €CTh YKa3aHHE B
YaCTHOM CTaTheE.

VcnpiTaHne Ha MEXaHUYECKHE BKJIIOYEHHS JIEKapCTBEHHBIX CPEJICTB JUIsl MapeHTEepPalbHOIO
IIPUMEHEHHSI TNPOBOJIAT IO COOTBETCTBYIOIIMM MHCTPYKLIMSM, YTBEP)KIEHHBIM MMHHUCTEPCTBOM
3apaBooxpanenust CCCP.

OnpeneneHyue cpeaHEd MacChl CYXHMX JIEKAPCTBEHHBIX CPEACTB JUISl AapEeHTEPaJbHOTO
MPUMEHEHUS TPOBOJAT MyTEeM B3BEHIMBaHHUS NOpo3Hb 20 MpenBapUTEIbHO BCKPBITHIX COCYIOB C
touHocThio 210 0,001 r. VYjamsroT comepkuMMoOe€ INPOMBIBAHMEM BOJOW WM COOTBETCTBYIOLIUM
pactBopurenemM u cymar npu temneparype 100-105°C B Tewenume onpHoro uaca. Cocyn u




YKYIOpPOYHBIE CPEJICTBA BHOBb B3BEUIMBAIOT. PaccumThiBaloT cpenHior maccy 20 cocylloB M Maccy
COJIEP’KUMOT0 KaXKJI0TO COCy/1a.

OTKJIOHEHHE MacChl COAEPKUMOTO OJHOTO COCyAa OT CpeIHEH Macchl, yKa3aHHOM B pa3jeie
«CocTraB Ha OJIHY YMaKOBKY», JOJKHO COOTBETCTBOBAThH Tabi. 7, HO He mpeBbimath £15 %. Ecnu B
JBYX COCYyJaX OTKJIOHEHHUE IPEBBIIAET JOIYCTUMOE, HO He Ooinee +15%, ompeneneHue moBTOPSIOT
eme B 40 cocynax, B KaKI0M M3 KOTOPHIX HE JODKHO OBITh OTKJIOHEHHs OoJjiee JOMyCTUMOro B TalJl.
2.

OTkJ10HeHHUe cpeaHeil Maccehl coep:kuMoro 20 cocy10B He J0JIZKHO

Taoauna 2
OTKJIOHEHHEe MACChI COIEPKUMOr0 OTHOTO CoCy/aa
Conepxxumoe cocyna, T JonycTtumble OTKIOHEHUS, Yo
0,1 u menee +10,0
bonee 0,1 u menee 0,3 +75
0,3 u Gonee +5,0

MPEBBIIATh +5 % OT yKa3aHHOTO B YaCTHBIX CTAThsIX HOMHUHAJIBLHOTO KOJUYECTBA.

Jlis CTepUIIbHBIX CYXHUX JIEKAPCTBEHHBIX CPEACTB U MHBEKIUN M CYCIICH3WH MpH Macce
comepxumoro cocyna 0,05 r u MeHee MNPOBOAAT HUCHBITAHUE OJHOPOIHOCTH JO3UPOBAHMUS.
HcneiTanuio monBeprarot cojepxkumoe 10 cocynoB MOpPO3Hb MO METOAUKAM KOJIUYECTBEHHOTO
onpeJeleHUs, YKa3aHHBIM B YaCTHBIX CcTaThsiX. CojaeprkaHue JEHCTBYIOIIETO BEIIECTBA HE JOJKHO
OTKJIOHSITBCSL OT HOMHUHaNbHOro Oonee yeM Ha *+15 %. Eciu He Oomee yeM B OJIHOM coOCye
OTKJIOHEHHE TpeBbllaeT £15 %, Ho He Oonee £25 %, NPOBOAAT NONOJHUTENBbHOE HcHbITaHuE B 20
cocyaax. OTKIOHEHUS COJEp>KaHusl JIEHCTBYIOIIEro BemiecTBa 6omnee =15 % He AOKHO OBITH HU B
onHOM u3 20 cocymoB.

CycrneH3uu nansi MapeHTepajibHOr0 MPUMEHEHUS TOCIe BCTPSAXUBAHUS HE  JOJDKHBI
paccianBaThbCd B TEYCHHUE HE MEHEE 5 MHUHYT, €CJIM B YACTHBIX CTAaThbsIX HET JPYTrUX YyKa3aHWi.
Cycnensust JoKHA CBOOOTHO MPOXOAUTH B mmpull yepes uriny Ne 0840, ecnu HET APYrux yKa3aHHi B
4acTHBIX cTaThsiX. CycneH3uu He BBOAST B KPOBEHOCHBIE U JHUM(ATHYECKHUE COCYABl H
CIMHHOMO3IOBOM KaHal; 3MYJIbCUU HE BBOJSAT B CIMHHOMO3TOBOM KaHall.

MapxkupoBka. Ha kaxmoit ammyne (cocyzie) yka3bIlBaloT Ha3BaHHUE JICKAPCTBEHHOTO CPECTBA,
€ro KOHIICHTPAIMIO WJIK aKTUBHOCTh, 00bEM HJIM MacCy, HOMEP CEpHUU.

Xpanenue. B ynakoBke, o0ecrieuynBaoie CTaOMILHOCTH Mpenapara B T€YCHUE YKa3aHHOTO B
YaCTHBIX CTaThsAX CPOKA FOJHOCTH.

Kancyasl

Kamncynb - no3upoBanHasi jJekapcTBeHHas (opMa, COCTOsSIIAs M3 JIEKapCTBEHHOTO CPEACTBA,
3aKJIFOYEHHOT0 B 000JIOUKY.

Kancynel npenHasHaueHsl il IpUeMa BHYTPb, a TakXe JUIsl PEKTaJIbHOTO M BAarMHaJIbHOTO
CIIocOoOOB BBECHHUSI.

Pasnuuaror nBa TMma Kamcyn: TBepasle, ¢ Kpeimeukamu (Capsulae durae operculatae) u
MSATKHE, ¢ eTpHOM 000oukoit (Capsulae molles).

Jlis monmydeHus: KarcyabHOM 0O0OJOYKHM HCHONB3YIOT JKEJaTHH, BOAY, a TaKXKe pazIUYHbIE
BCIIOMOTaTeNIbHBIE BelecTBa (TIUIEPUH, COPOUT, caxap, IBYOKHUCh TUTaHA, KUCIOTHBIA KpacHbIi 2C,
TporeosivH 0, MeTaOuCynb(OUT HATPUS WA Kallvs, HUTIAaTUH U JIp.), Pa3pelieHHbIe K MEIUIIUHCKOMY
MIPUMEHEHHUIO.

Copmep:krMO€e Karcyll MOXET COCTOATH M3 OJHOTO WIIM OoJiee JIGKAPCTBEHHBIX BEIUIECTB C
BO3MOJKHBIM BBEJICHUEM DPa3UYHBIX BCIIOMOTATEIBHBIX BEIIECTB, PA3PEIICHHBIX K MEIUIIMHCKOMY
MPUMEHEHUI0O U YKa3aHHBIX B YAaCTHBIX CTaThsX. COJEp:KUMOE KarlCyabl MOXKET OBITh TBEPIBIM,
KUJIKAM WA TTaCTOOOPAa3HBIM.

Karmcynbl 10mKHBI UMETH TIIAKYIO IOBEPXHOCTH 0€3 MOBPEXKACHUN U BUAUMBIX BO3AYIIHBIX U
MEXaHWYECKUX BKIIFOUCHHM.



TBepapie Karncynsl UMEIOT (HOpMY IIIMHAPA C MONTYCPEPUYECKUMHU KOHIIAMH H COCTOAT U3
IBYX YacTeW: KOpIyca W KPBIIIEYKH; 00€ YacTH TOJDKHBI CBOOOTHO BXOIUTHh OJHA B APYIYIO, HE
oOpa3yst 3a30poB. TBepible Karcylbl MOTYT HMMETh CICIHAIbHbIC KaHABKH W BBICTYIBI IS
00ECIIeYCHHUS «3aMKay.

TBep/pie Kancyabl B 3aBUCUMOCTH OT BMECTUMOCTH M3TOTaBIMBAIOT BOCBMH HOMEpOB - oT 000
(HambompIero pazmepa) 10 S (HaMMEHBIIIETO pa3Mepa):

Howmep 000 | 00 0 I 2 3 4 5

CpenHsisi BMECTUMOCTD 1,37 0,95 | 0,68 0,5 0,37 0,3 0,21 0,13
KaICVJIbl, MJI

Msrkue Karncyisl UMEIOT chepryecKyro, SHIEeBUIHYIO, TPOJAOITOBATYIO UIH HUIMHIPUIECKYIO
dbopMy ¢ monychepuueckuMH KOHIAMHU, cO MBOM U Oe3 mBa. Kamcynbl MOryT OBITH pa3iMuYHBIX
pa3MepoB, BMECTUMOCTHIO A0 1,5 MiI.

OO6o0yKka MSITKHX Karcyid MOXET ObITh JKECTKOM WM 3JIaCTUYHOM B 3aBHCHUMOCTH OT
coZiep KaHus TUIACTH(UKATOPOB.

Onpenenenue cpeaneil maccol. Jlnig omnpeneneHus: cpelHel Macchl B3BelInBaioT BMmecte 20
HEBCKPBITBIX KaICYJ U OMPEILIISIOT CPETHIO MACCy KarcCylbl. 3aTeM B3BEIIUBAIOT KaXIYIO KaIlCyily
OTJENbHO U CPaBHUBAIOT CO cpelHed Maccoil karcynbl. OTKIOHEHHE MAacChl KaKIOW Karcynbl He
noJKHO TipeBbimath +10 % oT cpeaHeil Macchl. 3aTeM OCTOPOXKHO BCKPBIBAIOT Te ke 20 Karmcyd,
yIAISIOT KaK MOKHO TOJIHEE COJEPKUMOE U B3BEIIMBAIOT KAXKAYI0 00050uKy. i MATKUX Karmcyin ¢
KHUJIKUM WM TacTOOOpa3HBIM COJECPKUMBIM O0O0JIOUKY Tepell B3BEIIMBAHHEM IPOMBIBAIOT 3()HUpOM
WIH JPYTUM MOJXOSIINM PAacTBOPUTENIEM C IMOCIEAYIONUM YAalleHHEeM pPAacTBOPUTENS Ha BO3IyXe.
OnpenenstoT CpelHIO MacCy COJAEPKUMOro Kamcynbl. Eciu HeT Apyrux yka3aHUM B YacTHBIX
CTaThsIX, OTKJIOHEHHWE MAacChl COJIEPKMMOIO KaXJIOH Karcyinbl OT CpeAHed Macchl He JOJDKHO
npesbimaTh +10%, 3a UCKIIIOUEHUEM JIBYX KaIlCyJ, B KOTOPBIX JOIYCKaeTCsl OTKJIOHEHHE 10 £25 %.

Ecnu Gonee 2 karncyn, HO He O6osee 6 UMEIOT OTKJIIOHEHHS OT CpelHel Macchl B mpeaenax ot 10
10 25 %, TO OMpeNeNsIoT COAEPKUMOE KaXI0U KaTCyJIbl U CPEIHIOI0 Maccy cojepkumoro 60 karcys,
B3sB 40 karcyn nononHutensHo. He Gonee mectu kancyn u3 60 MOryT UMETh OTKJIOHEHUS OT Cpe/iHel
Maccel Oosee =10 % w He MOMKHO OBITh HU OJHOW KarCyybl, UMEIOIICH OTKJIOHEHHE B Macce
coziep;kumMoro 6oinee £25 %.

Conepxxumoe 20 wumum 60 Karncyn UCHONB3YIOT ISl  KOJWYECTBEHHOTO  OIPEICIICHUS
JIEKapCTBEHHBIX BEIECTB M JIPYTHX MOKa3aTeNei, MPUBEIEHHBIX B YACTHBIX CTAThIX.

OnpeneneHre OAHOPOAHOCTU jo3upoBaHus. s kamcyn, coxaepxkamux 0,05 r um MeHee
JIEKapCTBEHHOTO BEIIECTBA, MPOBOJAAT HCIBITAHUE OJHOPOJHOCTH JO3MPOBAHUS COIJIACHO CTaThe
«TabneTku», ecM HeT IPYTUX YKa3aHUH B YACTHBIX CTAThSX.

Pacnagaemocts. Kamcynel, npenHazHadeHHbIE I BHYTPEHHETO MPUMEHEHHS, JOJKHBI
pacragatbCsi WM PacTBOPSTHCS B JKEITYAOYHO-KUIIEYHOM Tpakte. OmpeneneHne pacriagaeMOCTH
MIPOBOJISAT COTJIACHO TPHIIOXKEeHHI0 3 K craThe «Tabmerkm». Ecnm B WacTHBIX CTaThsIX HET IPYTHX
yKa3aHUH, Karcymbl JOHKHBI pacnagaTrhcs B TedeHune He 6osee 20 MUH.

PactBopenue. Onpenensior coriacHo NpuiiokeHuto 4 k cratbe «TabiaeTku», ecu HeT Ipyrux
yKa3aHUW B YaCTHBIX CTAThsIX.

Xpanenue. B ymakoBke, obecnieunBaronield cTaOMILHOCTh B TEYCHHE YCTAaHOBICHHOTO CPOKa
TOAHOCTH U, €CJIM HE00X0IMMO, B IIPOXJIaTHOM MECTe.

Masu

Masu - MsrKas JiekapcTBeHHasi popma, IpelHa3HauYeHHAas! ISl HAHECSHHsI Ha KOXKY, PaHbl HIIN
CIIM3UCTBIE 000JI09KH. Ma3u COCTOST M3 OCHOBBI M JIGKAPCTBEHHBIX BEIIECTB, PABHOMEPHO B HEH
pacripenienieHHbIX. [1o THIy TUCTIEPCHBIX CHCTEM pa3iMyaloT Ma3u TOMOTI'€HHbIE (CIIIaBbl, PaCTBOPHI),
CYCIIEH3UOHHBIE, IMYJIbCHOHHbIE 1 KOMOWHHPOBAHHBIC, & B 3aBUCHIMOCTH OT KOHCUCTEHTHBIX CBOWCTB
- COOCTBEHHO Ma3H, MaCThl, KPEMBI, T€ITU ¥ THHUMEHTHI.

JInsi TPUTOTOBJICHUST Ma3ed WCMONB3YIOT pa3pelieHHble K MEIUIIMHCKOMY TNPUMEHEHUIO
OCHOBBI: JIMMIOQHUIBHBIE - YIJIEBOJOPOJAHBbIC (Ba3elnH, CIJIaBbl YIJIEBOAOPOJIOB), KHUPOBBIE
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(mpuponHbBle, THUAPOTEHU3UPOBAHHbIE JKUPBI M HMX CIUIaB C PACTUTEIbHBIMH MacilaMd |
AKHUPOUOJOOHBIMU BELIECTBAMH), CUJIIMKOHOBBIE M JIp.; TUAPO(UIbHBIE - T€IH BBICOKOMOJEKYIISPHBIX
yIAeBOAOB M OenkoB (3GUphl HEIUIIONO3bI, Kpaxmaja, jKeJaThHa, arapa), rejidi HeOpraHWYeCKHX
BellecTB (OEHTOHUTA), TeIM CUHTETUYECKUX BbICOKOMOJIEKYJIIPHBIX COEIUHEHUH (TTOJIMATUIICHOKCUIA,
NOJUBUHWIIHPPOINIOHA, MOJHAKpUIaAMUAA) M Ap.; TUAPOGUIbHO-TMNO(UIbHBIE - O€3BOJHBIC
CILIaBbl JIMIIOQHIBHBIX OCHOB C 3MyJbraTopaMu (CIJIaB Ba3elMHA C JIAHOJMHOM WM C APYTUMH
AMYJBraToOpaMu), SMYyJIbCHOHHBIE OCHOBBI THIIA BOAA/Macio (CIjIaB Ba3esiMHA C BOJHBIM JAHOJIWHOM,
KOHCHCTEHTHAsl SMYJIbCHUs BOJa/Ba3esIMH U JAp.) U Macilo/Bojia (B KaUYeCTBE dMYJIbIaTOPOB UCIOIb3YIOT
HaTpUEBBIC, KATUEBBIC, TPHITAHOJIAMUHHBIC COJIM KUPHBIX KUCIOT, TBUH-80) U 11p.

B Ma3u Moryr ObITh BBEJIEHBI KOHCEPBAHTHI, IIOBEPXHOCTHO-aKTUBHBIC BEIIECTBA U ApYIrHe
BCIIOMOTATENIbHBIE BEIIECTBA, Pa3pelICHHbIC K MEIUITTHCKOMY IPUMEHEHHIO.

Ma3su U3roToBJISIFOT HAa OCHOBE, YKa3aHHOW B YaCTHBIX CTaThsX.

[Tpu sKcTEMIOPATIHLHOM M3TOTOBICHUM Ma3u B CIIydae OTCYTCTBHUS YKa3aHUS B PEIETITE OCHOBY
NOJOMPAIOT C y4eTOM (U3UKO-XUMHUECKOW COBMECTUMOCTH KOMIIOHEHTOB Mas3u. Ilpu orcyrcTBumM
YKa3aHUW KOHILIEHTpALMM JIEKapCTBEHHOI'O BeEILIECTBa cieayeT roroBuTh Maszb 10 %. Ecim masp
COJIEP’KUT JIEKAPCTBEHHBIE BelllecTBa crucka A wiM b, To yka3aHue MX KOHLEHTpAUH 00s3aTeNbHO.
XupopacTBopuMbIe JIEKapCTBEHHBIE BEUIECTBA NPEABAPUTEIBHO PACTBOPSIOT B  paciuiaBe
JUNO(QWIBHOM OCHOBBI WJIM B JIMINO(UIBHBIX KOMIIOHEHTaX CJIOXHBIX OCHOB. BopopacTBopumble
JICKApCTBEHHBIC BEIECTBA PACTBOPSIOT B BOJE, SBISAIONICHCS COCTABHOM YaCThIO MasW, a 3aTeM
CMELIMBAIOT ¢ OCHOBOM. [Ipu mpuroroBneHnu mMas3u Ha 0€3BOJHOI OCHOBE JIEKAPCTBEHHBIE BEILECTBA
pacTBOPSAIOT B MHHHMAJIBHOM KOJIMYECTBE BOJBI, SMYJIBIHPYIOT C PaBHOW Maccoi Oe3BOIHOTO
JAHOJIMHA M CMEIIMBAalOT C OCHOBOH. HepacTBopuMble B OCHOBE JIEKAPCTBEHHBIE BEIIECTBA
MPEIBAPUTEIILHO M3MEIbUAIOT B HAMMEIbUANIINK MOPOIIOK, pACTUPasi C IMOJIOBUHHBIM KOJHMYECTBOM
OT MAacchl JIEKapCTBEHHBIX BELIECTB IPEIBAPUTEIBHO DPACIUIABJICHHON OCHOBBI, €CIM KOJUYECTBO
TBepAOH (a3wl mpeBbImaeT 5 %, Wiu ¢ KUIKOCTBIO, OJM3KON 10 COCTaBY K OCHOBE (Ba3eIMHOBOE WU
KHMPHOE MacJio, BOJIa WIN TIULEPUH), €CIIM KOJIUYECTBO TBepaoH (azbl, MeHee 5%. JleTyune BemecTBa
BBOJIAT B COCTaB Ma3eil B MOCIIEIHIO ouepeas npu temiieparype He Boie 40 °C.

[Ipu oTcyTCcTBUM yKa3aHUU IS IVIA3HBIX Ma3el NPUMEHSIOT OCHOBY, cocTosAllyto u3 10 yacreit
6e3Bo/1HOTO JIaHOJIMHA U 90 yacTeil Ba3esrnHa, He COIepKalllero BOCCTAaHABJIMBAIOIINX BEILIECTB.

I'ma3Hble Ma3u JOIHKHBI OBITH CTEPUIBHBIMH.

Omnpenenenne pazMepa 4acTUI] B Ma3six MPOBOAAT coriacHo [Ipmnoskenuto. Hopmer pasmepa
YaCTHI] YKa3bIBAIOT B YACTHBIX CTAThsIX.

Xpanenne. B ymakoBke, oOecreunBaronieid CTaOMIBHOCTh B TEUEHHE YKa3aHHOTO CpOKa
TOAHOCTH, B NMPOXJIQJAHOM, 3alUIIEHHOM OT CBETAa MECTE, €CIM HeT JPYyTruX yKa3aHUN B YACTHBIX
CTaThsIX.

MeTton onpenesieHusi pazMepa 4acTHIL JIeKAPCTBEHHbIX BellleCTB B Ma3sX

Pasmep wacTuiy JneKapCTBEHHBIX BEHIECTB B Ma3siX OINPENENIIOT Ha OHOJOTHYECKOM
MHUKpPOCKOIE, CHa0XEHHOM OKYJSpHbIM MukpoMmeTrpoM MOB-1 npu yBenndyenuu okynsapa 15X u
oobektnBa 8X lleHy neneHHs OKYJISIPHOTO MHKPOMETpa BBIBEPSIOT MO OOBEKT-MUKPOMETDPY s
npoxoasauiero csera (OMII). Ilpoby masm orOuparoT, Kak ykazaHo M crtatbe «Ot1OGOp mpod
JICKApCTBEHHBIX CPEJICTB», M OHA JOJDKHA COCTaBIsATH He MeHee S5 T. Ecim KoHIeHTpamus
JIEKapCTBEHHBIX BEIIECTB B Ma3sx mpesbimaer 10 %, To ux pa3daBisiOT COOTBETCTBYIOIIEH OCHOBOM
no conepxanus okosno 10 % u nepememmuBaroT. [lpu or6ope mpob cienyer uzdberate U3MEIbUYEHUS
YaCTHII.

Meronnka onpenenenus. U3 cpenneir mpoosl Ma3u Oepyt HaBecky 0,05 T u momemarT Ha
HEOOpabOTaHHYIO CTOPOHY HMPEIMETHOro crekia. Jlpyras cTopoHa mpeiMeTHOro crekia oOpaboraHa
CIIEAYIOIIMM 00pa3oM: Ha CepeHE ero aaMa30M MM KaKUM-JIH00 IPYruM aOpa3uBHBIM MaTEpUATIOM
HAHOCAT KBaJpaT CO CTOPOHOW OKoJO 15 MM W nuaroHansiMu. JIMHHUM OKpaIIMBaIOT C TOMOIIBIO
KapaHjaia 1o crexiy. [IpeMeTHOe CTeKIIO IOMENA0T Ha BOSHYIO OaHIO IO pacIIaBICHUS] OCHOBEI,
npubasisor kammo 0,1 % pactBopa Cynana III mist )KMpOBBIX, YITIEBOJOPOIHBIX U AMYJIbCHOHHBIX
ocHOB Tuma Boja/macio wian 0,15 % pacTBOopa METHIEHOBOTO CHHErO Ui TUAPODUIBHBIX U
SMYJIbCHOHHBIX OCHOB THIIa Maclio/Boja U nepememnBaioT. [IpoOy HaKphIBalOT MOKPOBHBIM CTEKIOM
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(24X 24 mM), GUKCUPYIOT €ro MyTeM cJIaboro HaJaBIMBaHMUA M MPOCMATPUBAIOT B 4 MOJSAX 3pEHUS
CETMEHTOB, OOpa30BaHHBIX IMAroHAIsAMHU KBajapara. /lyid aHamu3a OAHOIO INpemapara HpOBOIAT S
olpezeneHuil cpeaHeil npoosl. B mosie 3peHns MUKpOCKOMNa JI0JKHBI OTCYTCTBOBATh YaCTHULIbI, pa3Mep
KOTOPBIX IIPEBBIILIAET HOPMBI, YKa3aHHBIE B YACTHBIX CTaThsIX.

Hactou n oTBapsb1

Hacrom u oTBapbl - XHJIKHE JIEKapCTBEHHbIE (DOPMBI, IPEICTABIAIOIIME COOOW BOJAHBIE
U3BJICYEHUS] U3 JIEKAPCTBEHHOI'O PACTUTEIBHOTO ChIpbs, a TAK)K€ BOJHBIE PACTBOPBI CYXHMX WU
KHJIKUX 9KCTPAKTOB (KOHLIEHTPATOB).

[Ipy WU3roTOBIIEHMM HACTOEB M OTBAPOB MCIOJIB3YIOT M3MEIbUEHHOE PACTUTEIBHOE ChIPbE,
OTBeYarolee TpeOOBAHUAM COOTBETCTBYIOLIEH HOPMATUBHO-TEXHUYECKON TOKYMEHTALIUH.

IIpn orcyrcTBHUM yKa3aHUN O KOJMYECTBE JIEKAPCTBEHHOI'O PACTUTENIBHOIO ChIPbS HACTOU U
OTBapbl TOTOBAT B coOTHOIIEHUH 1:10; n3 TpaBbl ropuiBeTa, KOPHEBUIL ¢ KOpHAMHU Bajepuansl - 1:30.
Hactou u oTBapbl M3 JI€KapCTBEHHOI'O PACTUTEIBHOI'O ChIPbs, COJAEPIKAIIEr0 CHIbHOACHCTBYIOIINE
BEILIECTBA, TOTOBST U3 YKCTPAKTOB (KOHIIEHTPATORB) B cooTHomeHuu 1:400.

IIpy W3roTOBIEHUMM HACTOS WJIM OTBapa C HCIOJb30BAaHUEM 3KCTpakTa (KOHLIEHTpATa)
nocjaenHuil 6epyT B KOJMYECTBE, COOTBETCTBYIOLIEM KOJIMYECTBY JIEKAPCTBEHHOI'O PACTHTEIHHOIO
CBIPBSL.

JU1sl IpUrOTOBJICHUSI HACTOEB M OTBApOB M3MEJIBYEHHOE JIEKAPCTBEHHOE PACTUTEIBHOE ChIphe
3aJIMBAIOT BOJON KOMHATHOM TEMIIEPaTyphl, B3ATOU C y4eTOM KO3 (HUIHEHTA BOJOMOTIIOMEHUS (TabI.
3), HacTauBalOT B MH(YHAUPHOM arnapare Uik B COOTBETCTBYIOIEH €MKOCTH Ha KHUIISIIEH BOISHOMN
0aHe MpW YacTOM IMOMEIIMBAHWM: HACTOM B TeueHWe 15 MuH, oTBapel - B TeueHue 30 MUH, 3aTeM
OXJIAXJAIOT TP KOMHATHOM TeMmmepaType: HacTou - He MeHee 45 MuH, otBapbl - 10 MuH,
NPOLKUBAIOT (OTXKUMasi PACTHTENILHOE ChIPhe) W TMPHOABISIOT BOAY 10 Tpedyemoro obObema
U3BJICUCHMUSL.

[Ipy W3roToBIEHMM HACTOEB, COJEP)KALUIMX CEPACUHBbIE TJIMKO3UIbl WM aJKaJIOUJbl,
IMPUMEHSIOT JIEKAPCTBEHHOE PACTUTENIBHOE ChIPhE

Tabmuma 3
Ko3¢punmenTsl Bogonornomenns 11 pa3InuHbIX BUI0B
JIEKAPCTBEHHOT0 PACTUTEJILHOTO ChIPbS
Ne Bun ceipbs Koapdpuum |  Ne Bun ceipbs Koadpdpuun
n/n €HT n/n €HT
BOJIOTIOTJIO BOJIOTIOTIIO
HICHUS HICHUS
1. Kopa ny6a 2,0 11 JINCTBST MATEI 2,4
2. Kopa xanunbr 2,0 12 JIucThs CEHHEBI 1,8
3 Kopa kpymmnHbl 1,6 13 JIucThs TONOKHSIHKN 1,4
4 Kopens conoaku 1.7 14 Jluctes mandes 3,3
5 Kophesuie nanyarku 1.4 15 IImoap! MIMTTIOBHUKA 1,1
6 KopneBuiue u KopeHb Kpo 1,7 16 TpaBa ropuisera 2,8
BOXJICOKHU
7 KopueBuile ¢ KopHsIMHU Ba 2,9 17 Tpasa 3BepoOost 1,6
JIepUaHBbI -
8 Kopnesuiiie 3MeeBuka 2,0 18 TpaBa noJyibIHU 2,1
9 JIucThsl KparmuBbl 1,8 19 TpaBa mycTbIpHHKa 2,0
10 JIucTbs MaThb-u-Mauexu 3,0 20 TpaBa cymeHuIs! 2,2
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COOTBETCTBEHHO C OIPEICICHHON OHMOJIOTMYECKOH AaKTHBHOCTBIO HIIM C ONpPEICIICHHBIM
cofiepkanueM ankanounoB. CeIppe ¢ OOMNbIICH OMOJOTHYECKONW AKTUBHOCTBHIO WM OONBIIUM
COJZIep)KaHUEM AJKAIIOMIOB OEpyT BMECTO MPOIMCAHHOTO MO PACYETy:

A-B
)

rae A - MpONMCaHHOE KOJUYECTBO JICKAPCTBEHHOTO PACTHUTEIBHOTO CBIPhs; b - (dakTudeckoe
KOJIMYECTBO €IMHHUIl JEHCTBUS WM ankajiouJoB B | r© ceippd; B - cramaapTHoe copepxkaHue
TJTIUKO3U/IOB WITH aJIKAIOUIOB B 1 T CBIPBSL.

CprBe C MeHbIIEH 61/IOJ'IOFI/I‘-IGCKOﬁ AKTUBHOCTBIO WJIKM C MCHBIIHUM COJCPKAHHUEM AJIKAJIOUJ0B
JUTsl U3TOTOBJICHUSI HACTOEB HE MIPUMEHSIIOT.

IIpy W3rOTOBICHMM HACTOEB W OTBAapOB M3 JIEKAPCTBEHHOI'O PACTUTEIBHOIO ChIPbS,
COJIepIKAIIET0 ATKAJIOUIbI, TPUOABIISIOT XJIOPUCTOBOJAOPOJIHYIO KHCIOTY (B IIepecueTe Ha XJIOPUCTHIN
BOJIOPOJT), IPHYEM KHUCIIOTHI O€PYT MO MAacce CTOJBKO, CKOJBKO COJEPKUTCS AJTKAIOHIOB BO B3STOM
KOJIMYECTBE JIEKAPCTBEHHOTO PACTUTEIHLHOTO CHIPBSI.

OTBapBI U3 JJUCTBEB TOJIOKHSIHKH, 6py0HI/IKI/I H CBhIpbiA, COACPIKAILICTO IIY6I/IJH>HI)IC BEIIIECTBa
(kopa ny0a, KOpHEBUIIIE 3MEEBUKA H JIP.), IPOIICIKUBAIOT 0€3 OXJIAXKICHUS, OTBAPhI U3 JIUCTHEB CCHHBI
- TIOCTIE TTOJIHOTO OXJIAXKICHUSI.

[Tpu HEOOXOAMMOCTH K BOJHBIM M3BIICUCHUSIM NPUOABIISIOT KOHCEPBAHTHI (HUIIATWH, HUITA30J1,
KHCJIOTY COPOMHOBYIO U IpYTHe, pa3pelIeHHbIE K MEAUIIMHCKOMY IIPUMEHEHHUIO).

JlexkapCcTBEHHBIE BEIECTBA PACTBOPAIOT B MPOLEKEHHOM H3BIeYeHUU. CUPOMBI, HACTOWKU U
KHJIKAE YKCTPAKTHI MPUOABIISIIOT K IMOJIy4EHHOMY HACTOIO HITH OTBapy.

Xpanenue. B ynakoBke, oOecreuMBaroleii CTaOMIBHOCTh B TEUCHHE YKa3aHHOTO CpOKa
TOAHOCTH, B poxyagHoM mecte. [lepen ynorpebienuem B30anThIBaTh.

Hacroiiku

Hacroiiku npenctaBistoT co00il OKpalleHHbIE >KUIKUE CIHUPTOBBIC, WM BOJHO-CIHPTOBBIE
U3BJICYEHUS] U3 JIEKAPCTBEHHOI'O PACTUTENILHOTO ChIPhS, IOJIydaeMble O€3 HarpeBaHus U yAaJleHUs
JKCTpareHTa.

CreneHb W3MENBYEHUS JIEKAPCTBEHHOI'O PACTUTEIBHOTO ChIPhSl JOJDKHA OBITH yKa3aHa B
YAaCTHBIX CTaThsX.

JUis monydyeHusT HACTOEK MOTYT OBbIThb HCIOJIb30BAaHbl pa3jMYHBbIE CIOCOOBI: Malleparus
(HacTaMBaHue), IpoOHas Malepalus, Malepanus ¢ HPUHYIUTEIbHON IUPKYIALUell SKCTpareHTa,
BUXpEBast SKCTPAKLUs, NEPKOJALUS (BHITECHEHUE) U JIP.

IIpn M3roTOBIEHUHM HACTOEK M3 OJHON BECOBOW YACTH JIEKAPCTBEHHOI'O PACTUTENBHOIO ChIPbS
MoJIy4aroT 5 00BEMHBIX YacTell TOTOBOTO MPOAYKTA, U3 CUIBHOJEHCTBYIOIIEro Chlphs - 10 yactei,
€CJIM HEeT JpPYruX YKa3aHWW B 4YacTHBIX cTaThsAX. lloimydeHHBIE HU3BIEYEHHS OTCTAUBAIOT IpU
temneparype He Bbie 10 °C 10 noxydeHus Npo3payHoil )KUAKOCTH HE MEHee 2 CYT U QUIBTPYIOT.

Mertonbl ucnbiTanus. B HacTolkax OmpeAenstoT: COACpPKAHUE IEHCTBYIOIIMX BEIIECTB I10
METOAMKaM, YKa3aHHBIM B YaCTHBIX cTaThsix; coiepxanue cnupra (I'd XI, Bem. 1, c. 26) wim
mwioTHOCTh (I'® X1, BeIm. 1, ¢. 24), cyX0il OCTaTOK U TSAXKEJIble METaJLIbI.

OmnpeseneHyue Cyxoro ocTarka. 5 MJ HAcTOMKM MOMENIAl0T BO B3BEIICHHBIH OIOKC,
BBINIAPMBAIOT Ha BOJASHOM OaHe Jocyxa M cymar asa 4aca npu 102,5 + 2,5°C, 3areM oxsaxaaioT B
skcukarope 30 MUH U B3BELIMBAIOT.

OnpeneneHye TsHKEIbIX METaUIOB. 5 MJI HACTOMKM BBIMApUBAIOT J0CYyXa, MPUOABIAIOT 1 M
KOHILEHTPUPOBAHHON CEpHOM KHUCIIOTBI, OCTOPOXKHO COKUTaloT M MpoKaiuBaroT. IlomyueHHbll ocTaTok
0o0palaThIBalOT NMpPU HarpeBaHUM 5 MJI HACBIIIEHHOTO pacTBOpa aMMOHUS areTara, GQUuiIbTPYIOT Yyepes
0€330JbHBIN (PUIBTP, TPOMBIBAIOT 5 MJI BOABI U J0BOJAT (puiabTpaT Bojxoi a0 oovema 100 mur; 10 ma
MOJIYYEHHOT'O PACTBOPA JIOJKHBI BBIJIEP’KMBATh UCIIBITAHNE Ha TsKenble MeTalibl (He 6omee 0,001 %)
(I'® X1, Boim. 1, c. 165).
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Xpanenue. B ynakoBke, oOecrnieunBaromieii cTaOUiIbHOCTh IpenapaTa B TEUCHHUE YKa3aHHOTO
CpOKa TOJHOCTH, B IPOXJIAAHOM, 3alIMIIEHHOM OT CBeTa MecTe. B mpomecce XpaHeHMs HAacTOEK
BO3MO>KHO BBINAJIEHUE OCAKA.

IlinacTsipu

[TnacTeipu - nekapcTBeHHas popma a7 HapyKHOTO MPUMEHEHUs, 00J1a1aromiast CiocOOHOCTHIO
IIPWINIATH K KOXKE.

[InacTeipu OKa3bIBAIOT JEHCTBUE HA KOXY, NOJKOXKHBIE TKaHU M B pPsjie ciaydyaeB oOliiee
BO3JCHCTBUE HA OPTraHU3M.

[TnacTeipy MOTyT OBITH B BUJE IUIACTHYHOW MAacChl Ha TOJUIOKKE M 0€3 Hee WM B BHJE
3aKpEIJICHHON Ha JIMIIKOH JIEHTE MPOKIAIKH C JIEKapCTBEHHBIMU BEILIECTBAMMU.

B cocraB muacTelpHOM Macchl B 3aBUCMMOCTH OT Ha3HAUY€HHMs IUIACTBIPS MOTYT BXOJUTH
paspellIeHHbIe K MEAUIIMHCKOMY IIPUMEHEHUIO HATypaIbHbIA UM CUHTETUYECKUN KaydyKH, UX CMECH,
a TaKkkKe Jpyrue TIOJMMEpPbI, >KHPOMOJOOHBIE BEIIECTBA, MPHUPOJHBIC Macia, HAalOJIHUTEIH,
AHTMOKCHJIAHTBI U JICKAPCTBEHHBIC BELICCTBA.

[TnacTeipHas mMacca 1Mo BHEUIHEMY BUIY IMPEICTABISET COOOH OJHOPOIHYIO CMECh, IUIOTHYIO
IIPY KOMHATHOM TEMIIEPATYPE U pa3MITr4aroulyocs, JUIKYIO IpU TEMIIEpaType Tena.

[Inacteipu ©e€3 JEKapCTBEHHBIX BEUIECTB B BUAE JIMIKOM JIEHTHl (JIEHKOILIACTHIPH)
UCHOJIb3YIOTCS JUIsl UKCUPOBAHUS MOBA30K U IPYTUX LiENeH.

[1nacTbipy JOJKHBI JIETKO CHUMATHCA € KOXKH.

CocTaB miacTelpel, MOKa3aTelM KadecTBa M METOJbl MX KOHTPOJS OIMCaHbl B YacCTHBIX
CTaThsIX.

YnakoBka. [InacTeipu TOJKHBI BBITYCKAThCA B YIAKOBKE, NPEJOXPAHAIOIIEH UX OT BHEHIHHMX
BO3JICHCTBUI M 00€CIICYNBAIOIICH CTAOMIIEHOCTh B TCUCHHE YCTAHOBICHHOTO CPOKA T'OTHOCTH.

XpasneHue. B - cyxoM, 3alUIIIEHHOM OT CBETa MECTE, €CJIM HET APYTuX YKa3aHWM B YaCTHBIX
CTaThsIX.

ITopomknu

[Topomku - TBepaas jexkapcTBeHHas (opma 1Jis BHYTPEHHErO M HApyXKHOIO0 IPUMEHEHUS,
COCTOAIIAss M3 OJHOTO MJIM HECKOJbKUX H3MENbUYCHHBIX BELIECTB M 00Jajaromnas CBOMCTBOM
CBIITYYECTH.

Pa3znnyaroT mopomku: mpocThle, COCTOSLIME U3 OAHOIO BEIIECTBA; CIOXHBIEC, COCTOSIIUE W3
IBYX M 0oJiee UHTPEAMEHTOB; pa3/ieJIeHHbIE HA OTAENbHbIE O3Bl U HEPa3/IeJIeHHbIE.

[Topouku AOKHBI OBITH OJJHOPOAHBIMU NPH PACCMOTPEHUH HEBOOPYKEHHBIM TJ1a30M U UMETh
pa3mep yactuil He 6omee 0,160 MM, eciii HET IPYruX yKa3aHUM B YaCTHBIX CTAThHSIX.

CrnoskHble TOPOILIKU FOTOBAT € YYETOM CBOMCTB MHIPEAUEHTOB U UX KoiauuecTB. [Tpu Hanmmuum
B COCTaBe€ CJI0)KHOTO IMOpOIIKAa HHTPEAMEHTOB B Pa3HbIX KOJIMYECTBAX CMEIIEHHWE HAYMHAKOT C
BEIIECTB, BXOAIIMX B MEHBIINX KOJIMYECTBAX, IOCTENEHHO J00aBIIsAs OCTAIbHbIE HHIPEIUEHTHI.

SnoBuThie M CUIBHOJEHCTBYIOIIME BellecTBa B KosnnyectBax meHee 0,05 r Ha Bcro maccy
UCIOJIB3YIOT B BHUJE TPUTYPALHUH - CMECH C MOJIOYHBIM CaxapoM WJIM APYTMMH BCIIOMOTaTEIbHBIMU
BELIECTBaMHU, pa3pelieHHbIMUA K MeTUIIMHCKOMY puMeHeHuto (1:100 wnu 1:10).

OTKJIOHEHUS, TOITYCTUMBIE B MacCe J03UPOBAHHBIX ITOPOIIKOB:

Macca nopouika, r Otknonenus, %
o 0,10 + 15
0,11—0,30 + 10

0,31-1,00 +5
Capimre 1,00 +3

XpaHeHue. B ymakoBke, MpenoXpaHsOLUIEH OT BHEIIHHUX BO3ACHCTBHM M 0oOecredynBarouei
CTa0WJIBHOCTBh IIperapara B TEUEHHE YKa3aHHOTO CPOKa IOJHOCTH, B CYXOM H, €CIH HEO0OXOIUMO,
IIPOXJIaJHOM, 3AILMILEHHOM OT CBETA MECTE.

Cuponsl

Cuponsbl - KOHLEHTPUPOBAHHBIE BOJHBIE PACTBOPBHI CAaxapo3bl, KOTOPBIE MOTYT COAEPXKaTh

JIEKapCTBEHHbIE BEIIECTBA, GPYKTOBBIE MUIIEBBIE SKCTPAKTHI.
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Cupornbl peAcTaBIsaiOT co00# rycThie, MPO3payHbIe KUAKOCTH, HMEIOIINE B 3aBUCUMOCTH OT
cocTaBa XapaKTEepHBIN BKYC U 3arax.

Cupornbl TOTOBST PAaCTBOPEHUEM caxapa MpPU HArpEeBaHWU B BOJAC WJIH B H3BJICUCHUSAX W3
PaCTUTENTBHOTO ChIPbs. JIeKkapCcTBEeHHbBIE CUPOIBI MOIYYAIOT TAKXKE IMyTeM J100aBIICHUS JIeKapPCTBEHHBIX
BEILECTB (HACTOMKH, SKCTPAKTHI) K CAXapHOMY CHPOITY.

[TonydenHblie cuporbl GUIBTPYIOT U Pa3IMBAIOT B CyXUE CTEPUIIbHBIE COCY/IbI.

[Ipn HeoOXOIUMOCTH K CHpONaM JOOABISIOT KOHCEPBAHTHI (CIHUPT, HHUIATWH, HUIA30JI,
KHCIIOTY COpOMHOBYIO) WMJIM IPYTH€ KOHCEPBUPYIOIIME BEIIECTBA, Pa3peUICHHbIE K MEAUIIMHCKOMY
MIPUMECHECHHUIO.

XpaHeHue. B HanmoJHEHHON JOBEpPXy H XOpPOUIO YKYIOPEHHOM CTEKJISIHHOM Tape,
obecrnieunBaroIIell CTAOMILHOCTh B TEUEHUE YKAa3aHHO T'O CPOKa TOJHOCTH, B MPOXJIATHOM H, €CIIU
He00X0IMMO, B 3aIIUIIEHHOM OT CBETa MECTE.

Cynnosuropuu

Cynno3utopuu - TBeplble IPH KOMHATHOM TeMIlepaType U pacIUIABISIOLUIUECS WU
pPaACTBOPSIIONIUECS TIPU TeMIIepaType Tella JO3MpPOBaHHBIC JieKapcTBeHHBbIE (Gopwmbl. Cymmo3utopun
MIPUMEHSIIOT JIJ1s1 BBEJICHUS B MTOJIOCTH TeNa.

Pasnmuuaror cynmosutopum pekTalbHbIC (CBeum) - Suppositoria rectalia; BarmHaJBHBIC -
Suppositoria vaginalia u mangouxu - bacilli.

PekTanpHbIC CYNMO3UTOPHH MOTYT UMETh (JOPMY KOHYCQ, IIJIUHAPA C 320CTPEHHBIM KOHIIOM
WM UHYIO GOpMY ¢ MaKCUMaJIbHBIM JUaMeTpoM 1,5 cm.

Macca OgHOTO CyNIIO3UTOPHSI JOJDKHA HaXoAuTcs B mpenenax ot 1 mo 4 r. Ecnu macca He
yKa3zaHa, TO CYIMIIO3UTOPUN HM3TOTaBIMBaeTCA Maccol 3 r. Macca cynmo3uTopusi [Uisl JeTel J0JDKHA
owITh 0T 0,5 10 1,5 T

BarunanbHbIe CYMIO3UTOPUN MOTYT ObITh chepuueckumu (1mapuku) - globuli; siiieBuaHbBIMI
(oBynn) - ovula wiM B BUJIE IUIOCKOTO TeJia C 3aKPYyTIICHHBIM KOHIIOM (Teccapum) - pessaria. Macca ux
JIOJDKHA HaxXxoAuTbcs B mpeaenax or 1,5 mo 6 r. Ecnum Macca He ykasaHa, TO BarvHajbHbIC
CYIITO3UTOPUH U3TOTABIMBAIOT MacCOl HE MEHee 4 T.

[Tanouku umeroT GopMmy HMWIMHIpA C 3a0CTPEHHBIM KOHIIOM M JuaMeTpoMm He Oonee 1 cwm.
Macca nanouku nojpkHa OeITh oT 0,5 1o 1 1.

B kauecTBe NUMOQMIBHBIX OCHOB J/JIsi M3TOTOBJIEHHUS CYIIO3UTOPUEB MPUMEHSIOT MAacio
KaKao, CIUIaBbl Macjia Kakao C MmapauHOM W THAPOTSHU3UPOBAHHBIMU JKUPAMH, PACTUTEIHHBIC H
KUBOTHBIE THUIPOTCHU3UPOBAHHBIC KHUPBI, TBEPABIA KU, JIAHOJNb, CIUIABBl TMIPOTCHU3UPOBAHHBIX
KUPOB C BOCKOM, TBEPJIbIM TapadWHOM W JAPYTHE OCHOBBI, Pa3peHICHHBIC ISl MEIUIIMHCKOTO
MIPUMEHEHHS.

B kadectBe TUAPOGUIBHBIX OCHOB HCIOJB3YIOT KEJIATHHO-TIIMIICPUHOBBIC TENH, CIUIABBI
MOJIMATHUIICHOKCUIOB C PA3IMYHBIMU MOJICKYJSIPHBIMH MaccaMd W JApPYyrue BEIIeCTBA, pa3pelicHHbIC
JUIS. METUIIMHCKOTO NMpUMEHEeHHs. JKeIaTHHO-TJIMIIEPHHOBYI0 OCHOBY W3TOTABJIMBAIOT U3 JKEIATHHA
MEIUIIMHCKOTO, TJINIEPHHA U BOJBI.

[Ipy  W3rOTOBJIEHWH  CYNIIO3UTOPHEB  MOTYT  TPHMEHATHCS  OyTHIIOK-CHUTOJYOJI,
OYTHJIOKCHAHU30J, JIUMOHHAs KUCIOTa, aMynbratop Nel; smyneratop T-1, smynsrarop T-2, TBun-80,
CIUPTHI MIEPCTHOTO BOCKA, adPOCHJI M JPYTHE BCIIOMOTATEIIbHBIC BEIECTBA, Pa3pEIICHHBIC IS
MEIUIIMHCKOTO MIPUMEHEHHS.

JlekapCTBEHHBIC BEIECTBA MPH HEOOXOJWMOCTH HM3MENBUYAIOT, MPOCCHBAIOT, CMEIIUBAIOT C
OCHOBOU HEMOCPEICTBEHHO WIIM TOCIE PACTBOPEHHS WIIM PACTHPAHUSI C HEOONBIIUM KOJMYECTBOM
BOJIbI, TIIAIIEPHUHA, BAa3EJIMHOBOTO Maclla WIIA IPYTOTO TOIXOASIIETO0 pacTBOPHUTENS. TepMoaOuIbHbIE
BelllecTBa JIOOABIAIOT K TMOJNYOCTBHIBIIEH OCHOBE HEMOCPEACTBEHHO TMepea  (GopMoBaHHEM
CYITIO3UTOPHEB.

Cynmno3utopuu TOTOBST BBUIMBAHUEM PACIUIABIEHHON Macchl B (DOpPMBI, BHIKATHIBAHHUEM WIIH
MPECCOBAaHUEM Ha CIEIHATLHOM OO0OpYJOBaHWH. B KadecTBe CBA3YIONIETO BEMIECTBA IPH
W3TOTOBJICHUH CYMIIO3UTOPUEB METO/IOM BBIKATHIBAHUS IPUMEHSIIOT JIAHOJIMH O€3BOJIHBII.

Cynmo3uTopuu JIOJDKHBI HMETh OJHOPOJTHYIO Maccy, OJWHaKoByr (opmy u o0imanarh
TBEPAOCTHIO, oOecneunBaomieil yno0cTBo nmpuMeHeHus. OIHOPOAHOCTh OMPENEISIIOT BU3YyallbHO Ha
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MPOJIOJIBHOM Cpe3€ N0 OTCYTCTBUIO BKparuieHuil. Ha cpese pomyckaercss Haliuuude BO3AYIIHOTO
CTEP>KHS WJIK BOPOHKOOOPA3HOTO yriTyOIeHUsI.

Cpennioro Maccy ompeaensioT B3BemnBanuem 20 cymmo3utopueB ¢ TouHocTbio g0 0,01 T.
OTKIIOHEHHE B Macce CYMMO3UTOPUEB HE JOJDKHO MpEeBHINATh + 5 % M TOJNBKO J1Ba CYNIO3UTOPHUS
MOT'YT UMETh OTKJIOHEHHE * 7,5 %.

JIyisl cynmo3uTOpUeB, U3TOTOBJICHHBIX Ha JUMOMUIBLHBIX OCHOBAX, OMPEACISIOT TEMIIepaTypy
mnaBiaeHus: mo merony 2a (I'® XI, Beim. 1, c. 18), koTopas He nomxkHa npesbimarh 37°C, eciid HET
IPYTUX yKa3aHWK B YaCTHBIX CTaThsAX. Ecnu ompeneneHue TeMiepaTyphl IJIaBISHUS 3aTPYIHUTEIBHO,
TO ONPEIEISIFOT BpeMs MOJIHOW JedopMaliy COTJIACHO MPHIIOKEHHI0. Bpems monHOU aedopmanmm
JOJDKHO OBITH HE Oojiee 15 MHH, €Cli HET IPYruxX yKa3aHWH B YaCTHBIX CTaThsiX. /{15 cynmo3uTopues,
W3TOTOBJICHHBIX HA TUAPOQPWIBHBIX OCHOBAX, OMPEACINSIOT BpeMsi pacTBopenwms. [[ist 3Toro omuH
CYNIO3UTOPUM MOMEMIAIOT HAa JHO cocyaa BMecTUMOCThIO 100 mui, coxmepxkamiero 50 M BOJIBI C
temneparypoit (37+1) °C. Cocynsl yepe3 Kaxaple 5 MUH B30alNTBIBAIOT TaKUM OOpa3oM, YTOOBI
KUJKOCTh U TIpo0a mpuoOpen BpamaTtenbHoe ABrkeHue. Cynmo3uTopuid JTOJDKEH PacTBOPUTHCS B
TedeHHe | 4, ecliu HeT JPYTuX yKa3aHUH B YaCTHBIX CTAThHSIX.

Omnpenenenre KOJIMYECTBEHHOTO COJEPXKAHUS U OJHOPOJHOCTH JO3WPOBAHUS JIEHCTBYIOIINX
BEIIECTB JIOJDKHBI OBITh YKA3aHbI B YACTHBIX CTATHSX.

YnakoBka. Cynmo3uTopuu 3ameyaThlBalOT B KOHTYPHYIO YIAaKOBKY M3 IOJUMEPHBIX
MaTepUaIoB, KOMOWHUPOBAHHBIX MAaTEPUAIIOB C ATIOMHUHHEBON (DOJIBrOW W JPYrue yIIaKOBOYHBIC
MaTepuaibl, pa3pelieHHbIe IS MEAUIMHCKOro MpuMeHeHus. Ha ymakoBkax CyINIO3UTOpPUEB,
W3TOTOBJICHHBIX HAa  TOJIMATUJICHOKCHUIHBIX OCHOBAaX, JIOJDKHO COJIEpP)KaThbCs  yKa3aHUE O
HEO0OXOIMMOCTHU yBIIAXXHEHHSI CYNIIO3UTOPHEB Tepe]] BBEACHUEM B MOJIOCTH TeJa.

Xpanenue. B cyxoM mpoxsiaHOM MecTe, €ClIi HET APYTUX YKA3aHHUM B YACTHBIX CTAThIX.

Kymmpe-
SN /reprocmamy
B ——

Puc. 1. ITpuGop a1 onpeneneHuss BpeMEHU MOJIHOM J1ehopMaliiy CyMIO3UTOPUEB.
a - CTeKJIsIHHBIN cocyn; 6 - Tepmometp 'OCT 215-57, uena aenenusi [ CC; B - CTEKISHHBIN IITOK; T - CTEKJISTHHAS
TpyOKa /It MPO0; T - METAIUTMYECKUN CTEPIKEHb.
IIpunoxenue

Omnpenesienne BpeMeHH MOJTHOM aedopManun

OmpeneneHne BpeMEHH TOJMHOM jaedopManuy MPOBOAAT B CTEKISHHOM mpubope (puc. 6),
COCTOSIIIIEM M3 OTKPHITOH ¢ 00X CTOpPOH TPYOKH C KANWUISPHBIM MEPEeXoAoM (T), CTEKISTHHOTO
mTOKA (B) M METAJUIMUECKOTO CTEePKHS (1) Maccoit 7,5 T u quamerpom 2 MM. TpyOKy (T) ¢ KOPOTKOTO
KOHIIA 3aKpPBIBAIOT MPOOKON ¥ 3amoiHs0T Bogod TemmepaTypsl 37°C. [lepen Hayanom ompeneneHus
MpuOOp MOMEMIAOT B COCY/l ¢ MUPKYIHpYIomer Boxoi mpu temneparype (37£1)°C. Cynmo3utopui,
MIpeIBAPUTENILHO BBIICPKAHHBIN Ha JIbIy B T€UeHHE |5 MHH, BBOIAT B TPYOKY (T) U 3aKpEIUISIOT C
MOMOIIBIO IITOKA (B), 3aT€M TOTYAC Ha CYIMITO3UTOPUU YCTAHABIMBAIOT METALTHYECKUN CTEPKEHb (1)
7 BKJIIOYAIOT CEKYHIOMEp. 3aMepsioT BpeMsi OT BBEIEHUS CYNIIO3UTOPHS B TPYOKY (T) O MOSIBICHUS

16



CTep)KHSI () BHHU3Y CYXEHHMs TpPyOKH. DTO BpeMs NPUHHMAIOT 32 BpeMs MOJHOW aedopMaruu
CYIIIO3UTOPHUS.

Cycnensuu

CycrieHn3uu - )uaKas JeKapcTBeHHas (opMma, coeprkalnas B KadecTBe AUCIIEPCHON (has3bl OAHO
WIM HECKOJBKO H3MEIbUYEHHBIX MOPOMIKOOOPA3HBIX JIEKAPCTBEHHBIX BEIIECTB, PACIPEACICHHBIX B
KUIKON NUCIIEPCUOHHOM Cpelie.

Paznuuaror cycneH3uum Uisi BHYTPEHHEIO, HAPYKHOTO W NapEeHTEpPaJbHOIO NPHUMEHEHHS.
CycneHsuu JUisl MapaHTEPAIbHOIO NPUMEHEHUS BBOJAT TOJIBKO BHYTPUMBIIIEYHO. OHM JJOJKHBI
COOTBETCTBOBATh CTaThe «MIHbEKIIMN», €CIIM HET APYTHX YKa3aHUHN B YACTHBIX CTAThsX.

CycrnieH3un MOTYT OBITh TOTOBBIMU K IPUMEHEHHUIO, a TAKXKE B BUJIE MMOPOIIKOB HIIU TPAHYI JIJIs
CYCIIEH3H, K KOTOPBIM Mepe/l IPUMEHEHHEM NMPUOABIIAIOT BOLY WM IPYTYIO MOAXOASIIYIO )KUIKOCTh;
KOJIMYECTBO BOABI HITH JIPYTOH KUAKOCTH JOJDKHO OBITh YKAa3aHO B YACTHBIX CTAThSIX.

B kadectBe BCHOMOraTeiabHbIX HCIOJB3YIOT BEUIECTBA, YBEJIMYMBAIOUIUE BSI3KOCTh
TMCTIEPCUOHHOM CpeJibl, TOBEPXHOCTHO-aKTUBHBIE U Oy()epHbIC BEIIECTBA, KOPPUTECHTHI, KOHCEPBAHTHI,
AHTUOKUCIIUTENH, KPACUTENIU U JIpyrue, pa3pelieHHble K MEIUIMHCKOMY HpuMeHeHuo. llepeueHb
BCIIOMOTaTeNIbHBIX BELIECTB JODKEH ObITh YKa3aH B YaCTHBIX CTaThiX. He pomyckaeTcst u3roroBieHue
CYCIIEH3UM, COIepKAIIMX JOBUTHIE BEIIECTBA.

OTkIIOHEHHE B COJIEP)KAaHUHU JIEUCTBYIOIIUX BeHIeCTB B 1 T (MJI) CYCHEH3UM HE MOKHO
npesbiarb+10 %.

[lepen ymorpebiieHHEM CYyCIEH3WH B30aNTHIBAIOT B TeueHUE 1-2 MHUH, IPU ITOM JOJKHO
HaOII0/1aThCSl pABHOMEPHOE paclpeielieHue YacTUll TBepJoii (dasbl B )KUIKON TUCTIEPCUOHHON cpejie.
Bpemst ceauMeHTanMOHHON YCTOHYMBOCTH CYCHEH3WHM WJIM pa3Mep YacTHI] TBEpAOH (a3bl JOIKHBI
OBITh YKa3aHbl B YACTHBIX CTaThsX.

MapxkupoBka. [l cycrneHs3uil, NOJy4yeHHBIX W3 MOPOIIKOB WM TpaHyll, JOJKHBI ObITh
yKa3aHbl YCIOBUSA U BpeMs XpaHEHUS Tocye MpudaBiieHus BOAbL. Bce BUABI CyCIIeH3H TOJKHBI UMETh
ykazanue: «llepen ynorpedienneM B30aITHIBATY.

YnakoBka. C COOTBETCTBYIOLIUM JO3UPYIOIIUM YCTPOUCTBOM.

Xpanenue. B ymakoBke, oOecneunBaromeid  CTaOMIBHOCTh HpPU  XPAaHEHUU U
TPAHCHOPTUPOBAHUU U, €CIIU HEOOXOMMO, B ITPOXJIAHOM MECTE.

Tabnerkn

TaGnerku - 103MpoBaHHAs JIEKapcTBEHHas popma, MoTydyaemMas IpecCOBaHUEM JIEKapCTBEHHbBIX
WIM CMECH JIEKAPCTBEHHBIX M BCIIOMOTATENIbHBIX BELIECTB, NpeJHa3HAaYeHHasl ISl BHYTPEHHETO,
Hapy’>KHOTO, CYOJIMHTBaJIbHOT0, UMIUIAHTAIIMOHHOTO UJIH MAPEHTEPATbHOTO MPUMEHEHHUS.

TabneTku, NOKphIThIE 000JI0YKOH, MOTy4at0T HapallliBaHUEM HIIU [IPECCOBAHUEM.

Tabnerkn MOHKHBI MMETh KPYIIYIO WM UHYIO (OpMY, C MIOCKMMHU WM JTBOSIKOBBITYKIBIMU
MTOBEPXHOCTAMH, LIETbHBIMU KpasMH. ECIM B 4acCTHBIX CTaThAX HET APYTUX YKa3aHUM, MOBEPXHOCTb
TaONeTKN JOJDKHA OBITh TIJIQAKOH, OJHOPOAHOH, Ha MOBEPXHOCTH MOTYT OBITH HAJINUCH MU
0003Ha4YeHHUsI; TAOJIETKU JUaMETPOM 9 MM U OoJiee T0JKHBI UMETh PUCKY (HACEUKY).

Tabnerku A MapeHTepaIbHOrO MPUMEHEHUS JTOJKHBI MTOJIHOCTBIO PACTBOPATHCS U OTBEYATh
TpeOOBaHUSAM CTEPUIBHOCTH.

B 3aBucuMocTu 0T (PU3MKO-XMMUYECKUX CBOWCTB JIGKAPCTBEHHBIX BEIECTB, UX JO3UPOBKH U
METOJ1a MOJyUYEHHUsI MIPUMEHSIIOT CBSI3YIOLIME BEIIECTBA, pa30aBUTENH, Pa3phIXJIUTENN, CKOJIb3SIINE U
CMa3bIBalOIIME BEIIECTBA, KPACUTENIN, KOPPUIEHTHl U JIPYrHe TPYIIBI BCIIOMOTATENbHBIX BEILECTB,
pa3pelieHHble K MEAUIIMHCKOMY MpUMeHeHu 0. CBA3yIOIIMe BEIIeCcTBa MPUMEHSIOT U1l TPaHY SN U
obecrieyeHns: He0OX0AMMON IPOYHOCTHU TaOJIETOK MPH MTPECCOBAHUU.

Jns obecriedeHuss HEOOXOAMMOM MacChl TaOJIETOK, €CIM B HMX COCTaB BXOIAT Mallble
KOJIMYEeCTBAa JIEKAPCTBEHHBIX  BEIIECTB, MPUMEHSAIOT pa3daBurenu. C  LeNbl0  yay4IIEHUsS
OMOJOCTYITIHOCTH TPYJHOPACTBOPUMBIX U THUIPO(OOHBIX JIEKAPCTBEHHBIX BELIECTB NPUMEHSIOT B
OCHOBHOM BOJIOPACTBOPUMBIE pa30aBUTEIH.

Pa3ppixnuTenu npuMeHSIOT Ui o0ecrieueHus: HeOOXOAMMOM pacragaeMoCTy TaOJIETOK WITU
pacTBOpPEHMS JIEKAPCTBEHHBIX BEILIECTB.
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Ckonmp3dlliue ¥ CMasbIBAIONIUE BEIIECTBA NPUMEHSIOT JUIS YIYYIIEHUS TEKYy4eCTH
TabJIETUPYEMBIX CMECEe U YMEHbILIEHUS TPUITUTIaHKs Ta0JIETOK K MPECCYIOUINM MTOBEPXHOCTSIM.

Kpacutenn u KOppUTreHTHI MPUMEHSIOT IJs MPUIAHWs Ta0JieTKaM HEOOXOJWMOTO IBETa U
BKyca.

B kadecTBe BCIIOMOTaTENIbHBIX BEIIECTB UCTOIB3YIOT aIbIMHOBYIO, KHCIIOTY M €€ HATPUEBYIO
COJIb, alleTUJI LIEJUIIOJIO3Y, aleTHI(PTATUI-LEUII0NI0O3y U €€ HaTPUEBYIO COJb, a3pOCUII, BOIY, BOCK,
TJIMKOKOJIb, TJIOKO3Y, IEKCTPHUH, >KEIaTWH, WHAWTOKApPMHH, KaKao, KajbIus KapOoHAT, KallbLUs
docdar nBy3aMelnIeHHbIN, KaOJIUH, KapOOKCU-METHIILEIUIIONIO3y U €€ HAaTPUEBYIO COJIb, KHCIOTHBIN
KkpacHblid 2C, KUCIOTY BHUHHYIO, KHCIOTY JHUMOHHYIO, KHCJIOTY CTCApPUHOBYIO M €€ KaJbI[UEBYIO U
MarHMeByI0 COJIM, Kpaxmaj, Marus KapOoHaT, MarHvs OKHCb, MAHHHT, Macjo Ba3eJIMHOBOE, MAacio
pacCTHTENBHOE, METHIILEIUTION03Y, MUKPOKPHUCTAIUIMYECKYIO MEIJUTF0JIO3Y, MYKY MIICHHYHYIO, HATPHS
rUApOKapOOHAT,  HATpUA  XJOPHJA,  OKCHUIPONMILEUIION03Y,  OKCHUIIPONUIMETHILEILTION03Y,
MOJINBUHUJITUPPOIUIOH, MOJUATHIICHTIIMKOIb, TPUPOIHBIC Kameau, pyOepo3yMm, caxap, caxap
MOJIOYHBIH, cOpOUT, TBUH-80, TUTaHA ABYOKHUCH, TponeoauH 0, ¢aaBopo3ym, Lepyie3yM, ITHIOBBIN
CIUPT, STUJI 1IEJUTI0JI03Y, IIEJUIAK U APYTHUE BEIleCTBa.

B dacTHBIX cTaThsiX JODKEH OBITh MPUBEACH MEPEeYeHb MPUMEHSEMBIX BCIOMOTaTEIbHBIX
BEILIECTB U CPEAHSS Macca TabJIETKH.

KonnuectBo TBHMHA-80, CTEapMHOBOWM KUCIOTHI, KaNbLMs WJIA MarHus creapara He JOJKHO
npesbimath [ %, tampka 3 %, a’pocuna 10 % oT maccel TabJETKH, 32 MCKIIOYECHUEM OTACIIBHBIX
CJIy4aeB, YKa3aHHBIX B YACTHBIX CTAThsIX.

Ompezenenne TajabKa U a3pOCHiia MIPOBOJASAT COTJIACHO MPHIIOKEHUIO 1.

TabneTku HOMKHBI 00J7a1aTh JOCTATOYHOM MPOYHOCTHIO MPU MEXAaHMYECKHUX BO3JCHCTBHUSIX B
MIPOIIECCe YMAKOBKU, TPAHCIIOPTUPOBKH W XpaHEHUs. [IpOYHOCTH Ha WCTUpaHHWE IOJDKHA OBITH HE
MeHee 97 % mnpu UCHBITAHUM COTVIACHO MpUiIokeHHIo 2. [[ns TalneTok, MOKPBITHIX O0O00JIOYKOM,
MIPOYHOCTH HA HCTUPAHKE HE TIPOBEPSICTCS.

TabneTku, mpeaHa3HAUYCHHbIE [JIs BHYTPEHHETO NPUMEHEHUSs, JOJDKHBI pPacnajarbCs WU
PaCTBOPSATHCS B )KEITyIOYHO-KUIIICUHOM TPAKTE.

PacniagaemMocTh onpenessioT CoryiacHO MPHIIOKEHUI0 3. Bpems pacnagaeMocTH TOIKHO ObITh
YKa3aHO B YaCTHBIX CTaThsAX. [IpW OTCYTCTBHM STHX yKa3aHWW TAaOJETKH JOJDKHBI pacranatbcs B
TedeHue He O6osee 15 MuH, TabJIETKH, MOKPBITHIE 000I0YKOM, - He Oonee 30 MUH.

Kumeuno-pacTBopuMble TaONETKHM HE JOJDKHBI paclazarbCsi B TeUeHHWE | 9 B pacTBope
KHCIIOTHI XJOpUCcTOBOAOpOoaHOM (0,1 MOMb/II) U Mmoclie MpOMBIBaHHS BOJOW JOJDKHBI pacmajarbcs B
pactBope Hatpusa ruapokap6onarta (pH ot 7,5 mo 8,0) B Teuenue He Oonee 1 4, ecnmu HET APYrux
YKa3aHHUI B YaCTHOM CTaThE.

PactBopenue. Onpenenstor coraacHo npuioxenuto 4. KonnyecTBo pacTBOpeHHOTro 3a 45 MUH
B BOJIe JIEKAPCTBEHHOTO BEIIECTBAa JOKHO OBITH HE MeHee 75 %, eciau HeT OPYrux YKa3aHwidl B
YJACTHBIX CTaThsX.

Cpennsis macca Tabnetok. OnpenenstoT B3BemuBanueM 20 Tabnetok ¢ TouHocThio 10 0,001 r.
Maccy oTraenbHbIX TaOJETOK ONpeAessiioT B3BEIIMBaHHWEM IMOpOo3Hb 20 TabJIETOK C TOYHOCTHIO 0
0,001 r. OtkioHeHHE B Macce OTIENbHBIX TaOleTOK (32 HCKIIOYEHHEM TaOleTOK, MOKPBITHIX
000JI0YKOM METOJ0OM HapalluBaHUs ) JOMYCKACTCS B CICAYIONIUX Tpeaeax:

-1t TabsreTok Maccoit 0,1 r u menee £10 %;

-maccoii 6onee OJ] r m menee 0,3 r 7,5 %;

-maccoit 0,3 r u 6onee £5 % oT cpenHel Macchl TabIETOK;

-Macca OTJENBHBIX MOKPBITHIX TAOJETOK, IMOJYICHHBIX METOJOM HapallWBaHWs, HE JOJDKHA
OTJIMYaThCs OT CpeAHel Macchl 6osee yeM Ha +15 %.

Tonpko aBe TAOJETKH MOTYT HMMETh OTKIOHEHHS OT CpPEIHEH MAacChl, IMPEBBIMIAIONTNE
yKa3aHHBIE MPeIeTbl, HO He OoJiee YeM BIBOE.

OnpeseieHre CoJiepKaHus JICKApPCTBEHHBIX BEIIECTB B TabJeTKaX. bepyT HaBecKy pacTepThIX
tabnerok (He menee 20 mITyK), A7 TabIETOK, MOKPBHITHIX OOOJIOYKOHM, MCIBITAHHS TMPOBOIAT W3
OTIPE/ICIICHHOTO0 YHUCJIa Ta0JIeTOK, YKAa3aHHOTO B YAaCTHBIX CTAaThix. OTKJIOHEHUS B COJEPKaHUU
JIEKapCTBEHHBIX BEIIECTB JOJKHBI COCTABIATH MIPU JO3UPOBKE JIeKapcTBEeHHBIX BemiecTB 10 0,001 r £
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15 %; ot 0,001 mo 0,01 r = 10 %; ot 0,01 mo 0,1 v+ 7,5 % u ot 0,1 u 6onee £5 %; ecnu HET APYTHUX
YKa3aHHUH B YACTHBIX CTaThsX.

HcnpiTaHue OQHOPOMHOCTU Jio3upoBaHus. lIpoBomar nanst Tabnerok 0Oe3 000JIOYKH C
conepkanuemM 0,05 r U MeHee JIEKapCTBEHHOT'O BEIIECTBA U ISl TaOJIETOK, MOKPBITHIX OOOIOYKOM, ¢
conepxkanueM jekapctBeHHoro BemectBa 0,01 r u menee. OT cepuu, Hojajexalle HCHBITAHUIO,
otOuparot npody Tabdserok B konuuecTse 30 mMTyK

B xaxmoit u3 10 TabneTok ompeAensoT coaepKaHue JIeKapCcTBEHHOTo BemecTBa. Coaepkanue
JIEKapCTBEHHOI'O BEILIECTBA B OJHOM TabjeTKe MOXKET OTKIJIOHAThCS He Oonee yem Ha *+15% ot
CPeIHETO COJACpXaHWsI, U HH B OJHOW TablleTke HE JOHKHO mpeBblmars +£25 %. Ecim u3 10
UCIBITAHHBIX Ta0JETOK 2 TaOJEeTKH WMEIOT OTKJIOHEHHUS COJEp)KaHUS JIEKapCTBEHHOI'O BEIleCTBa
Ooree yeM Ha 15 % OT cpemHero, onpeesoT CoAepKaHUE JICKAPCTBEHHOTO BEIIECTBA B KAKIOW M3
octaBmmmxcs 20 TadiaeTok. OTKIOHEHHE B COACPIKAHUU JICKAPCTBEHHOI'O BEIIECTBA HU B OJHOU U3 20
TabJIETOK HE JTOJHKHO MpeBBIIaTh Ooiee ueM +15 % ot cpeanero.

YnakoBka. TaOneTku HOMKHBI BBIMYCKAThCS B YHAKOBKE, NMPEAOXPAHSIONIEH OT BHEUIHHX
BO3JICHCTBUI 1 00€CIIeYNBAIOIICH CTAOMILHOCTh B TEUCHHE YCTAHOBJICHHOTO CPOKA TOJTHOCTH.

Xpanenue. B cyxom u, eciii He0OX0UMO, TPOXIIAJHOM, 3AIIUIIEHHOM OT CBETa MECTE.

[Ipunoxenue 1
OmnpenesieHue TaabkKa

Okono 1 1 (TOYyHas HaBecKa) IOPOIIKA PaCTEPTHIX

TabneTok oOpabaTsiBaloT B cocyae 200 M1 Teruio BOIBI,

KHUAKOCTh OT(HUIBTPOBBIBAIOT Yepe3 O€330JIbHBII (QUIBTP U COCYA je—

TIIATEIHHO OMOJACKUBAIOT BOAOWU. OCTaTOK Ha (PUIBTPE HECKOJIBKO
pa3 MpOMBIBAIOT TEIUION BOJOM (10 10 MJI) 4O OTCYTCTBUSA BHAUMOTO
OCTaTKa IOCJ€ BHIMAPUBAHUS KaIlId MPOMBIBHOW BOJIBI Ha 4acCOBOM
ctekie. OUIbTp ¢ 0CTaTKOM BBICYIIMBAIOT, CKUTAIOT, TPOKATUBAIOT U
B3BelIMBarT ¢ ToyHocThio 10 0,0001 .

Ecnm Tabnetku comepikat HecropaeMble UM HEPACTBOPHMBIC B
TEIJION BOJIE BEIECTBA, TO HABECKY TaOJIETOK IMOCJE CKUTAHHUS U
MpoKanuBaHus oOpabaTeiBatOT mpu HarpeBaHuu 30 MJ pa3BeleHHOM
XJIOPUCTOBOJIOPOAHON KHCIIOTBI, PacTBOp (GMIBTPYIOT U OCTATOK Ha
GbuIbTpe MPOMBIBAIOT TOpsiuei BOAOW O OTCYTCTBHUSI B MPOMBIBHOM
BOJIE peaKkIuu Ha XJOpuabl. DWIBTP C OCTaTKOM BBICYIIUBAIOT,
CKUTAIOT, MPOKAJIUBAIOT U B3BEUIMBAIOT ¢ TOYHOCTHIO 10 0,0001
r. OnpeneneHue a3pocuia MPOBOIST MO ITOM K€ METOIHKE.

D20

Puc. 2 YcrpoiicTBo 11 cTUpaHUs TaOJIETOK.
a - 6apabaH; 6 - 1onacTk.
[Ipunoxenue 2

Onpeaenenue NPOYHOCTH TA0IE€TOK HA UCTHPAHUE

OmnpeneneHne MPOYHOCTH TPOBOAWUTCS HA YCTPOWCTBE /Il HWCTHPAHHA TaOJIETOK,
MPEJICTaBJICHHOM Ha puc. 2.

VYerpoiictBo coctouT u3 Oapabana (a) muamerpoM 200 MM CO CHEMHOM KPBIIMIKOM, IO
BHYTpEHHEMY TIEpUMETPY KOTOPOTro pacronoxkeHsl 12 momacteit (6) mox yriom 20° K KacatenbHOM
OapabaHa, 4aCOBOTO MEXaHW3Ma U AJIEKTPOOOOpyAOBaHMs, 00€CTIEUNBAIOIIETO BpaleHne oapabana co
CKOpOCThIO 20 00/MUH.

10 TabmeTok, 00eCBUICHHBIX U B3BEIIEHHBIX ¢ TOYHOCTHIO 110 0,001 1, momernarot B 6apadaH,
MPUBUHYMBAIOT KPBIIMIKY U BKJIIOYAIOT YCTPOMCTBO Ha 5 MuH, uyTo cooTBeTcTByeT 100 oGoporam
Oapabana. [lo WcTeueHHH YCTaHOBJICHHOTO BPEMEHH TaOJETKH OOECHBUIMBAIOT M OMPEACISIOT HX
Maccy ¢ TouyHocThro 710 0,001 r.

[IpouHocts TabneTok Ha uctupanue B npoueHTax (I1) Beruncnsior no popmyne:
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rac PHa‘l, PxoH - Macca TabieToK A0 1 IIOCJIC UCIIBITaHHA COOTBETCTBEHHO B IrpaMMax.
d)opMa Ta0JICTOK HE AOJDKHA USMCHATHCA B IMPOUCCCC UCIIBITAHUA.

o

Lf

Puc. 3. JlabopaTopHbIif HACHTHPHUKATOP MPOIIECCa PACIIaJaeMOCTH.
a - Kop3uHKa; O - cocyl IJIsl JKMAKOCTH; B - TEPMOCTATHUECKOE YCTPOMCTBO; TI' - 3JEKTPOMEXaHHYECKOEe
YCTPOKCTBO; 11 - CTEKJISTHHAS TPYOKa.

[Ipunoxenue 3
Onpenenenne pacnagaeMocTH JeKapcTBEHHbIX (opm

OmnpeneneHne pacmagaeMOCTH NTPOBOIAT Ha JabOpaTOpHOM HICHTHU(UKATOpEe Mpolecca
pacmagaemoctu (puc. 3).

JIabopaTopHbIil UIEHTU(PUKATOP COCTOUT U3 COOPHON KOP3MHKH a, cocyja AJis xKuakoctu (0)
BMECTUMOCTBIO | JI, TEpMOCTaTHYECKOIO YCTPOMCTBA B, MOAAEPKUBAIOIIETO TEMIIEPATYPY KHUAKOCTHU B
npeaenax (37 £ 2) °C. 1 31eKTPOMEXaHUUECKOT0 YCTPONCTBA T, COOOIIAIOIIETO KOP3MHKE BO3BPATHO-
MOCTYINATENbHOE JBUKEHHWE B BEPTUKAJIBHOW IJIOCKOCTH NpH 4Yactore 28-32 mukia B 1 MUH Ha
pacctostHuu He MeHee 50 u He 6omee 60 MM.

COopHasi KOp3WHKAa COCTOMT U3 6 CTEKISIHHBIX TpyOok (n) mmuuoit (77,5£2,5) MM ¢
BHYTPEHHUM JAMAMETPOM 21,5 MM U TOJIIHMHON CTEHOK 2 MM.

TpyOku moanepKUBarOTCd B BEPTUKAJIBLHOM IOJOKEHUU JBYMs IJIACTMACCOBBIMM JIHCKAMHU
auameTpoM 90 MM U TOJILIMHONW 6 MM ¢ 6 OTBEPCTUSIMU AUAMETPOM 24 MM, HAXOISAIIMMUCS HA PAaBHOM
paccTOSHUU APYT OT APYra U OT LEHTPA JUCKA.

K HuwkHell TNOBEpXHOCTHM HUXKHETO [JHUCKa MPHUKPEIUIAIOT IPOBOJIOYHYIO CETKY U3
HEPKaBEIOILEH CTAJIA C pa3MEPOM OTBEPCTHH 2 MM, 3a UCKIIOYEHHEM CIIy4aeB, YKA3aHHBIX B YACTHBIX
CTaThsIX.

Kop3unka cHabxkeHa 6 HanpaBISIIOIMMU - TUIACTMACCOBBIMH TUCKaMH, KOTOPbIE BCTaBIISIOTCS
B CTeKJIsiHHBIE TpyOku. OOmias macca aucka 1,8- 2,1 r, auamerp 20 mm, Bbicota 10 mm. [Ipumenenue
JIMICKOB OTOBAPUBAETCS B YaCTHBIX CTAThSIX.

Jliia mpoBeAeHus] UCHIBITaHUN OTOMparoT 18 00pa3loB UccieayeMoil JeKapcTBEHHON (Bopmbl,
MOMENIAIOT 110 OJTHOMY B KaXKIYyI0 TPYOKY, MPUKPEIIAIOT K BEpXHEMY JIUCKY CETKY U3 HepiKaBerolei
CTAIH C pa3MEpOM OTBEPCTUH 2 MM W TMOMEMIAIOT B COCYJI ¢ BojoW mpu Temmeparype (37+2) °C.
Bxuttoyaror mpubop ¥ IpoOBOJAT ONpeieieHne B TeYeHUE BPEMEHH, OMIMCAHHOTO B CTAaThe Ul TaHHON
JIEKapCTBEHHON (OPMBI.

Bce 00pa3HbI 10KHBI OJTHOCTBIO pacmajgaThes, O YeM CYIAT MO OTCYTCTBUIO YAaCTHI] HAa CETKE
mucka. Ecmu 1 wnm 2 o6pasia He pacnaiuch, TOBTOPSIOT UCIIBITaHUE Ha ocTaBmmxcs 12 oOpasmax. He
MmeHee 16 u3 18 00pa31oB JOIKHBI TOJTHOCTBIO PACIIACThCA.
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[Ipunoxenue 4
PACTBOPEHUME

Ilon pacTBOpeHMEM NOAPAa3yMEBAIOT  KOJIUYECTBO
JEMCTBYIOILIETO BEIIECTBA, KOTOPOE B CTaHJAPTHBIX YCIOBUSX
3a ONpeAETeHHOE BpeMs JOJDKHO IEepelTH B pacTBOp W3
TBEPAOH JO3HMPOBAHHOM JICKAPCTBEHHOU (POPMBL. 2

JUis OLIEHKHM PAacTBOPEHMs MCIIOJIB3YIOT MPUOOp TUIa r
«Bpamaromiasics kop3unka» (puc. 4). OcHOBHOU paboueii
4acThIO MpHOOpa SABISIETCS LWIMHAPUYECKON (OopMbI ceTyaras : Lk
KOp3UHKa c oTBepcTusiMu guamerpoMm 0,25 MM, B KOTOpYIO
MIOMEIIAIOT UCTIBITYEMBII obpazer. Jlonyckaercst " =

P2

UCIIONIb30BaHUE Tpubopa, colepkamiero OoJblIee YHCIIO ;
KOP3UHOK.
IIpy wucnbelTaHMM  KOpP3MHKA Bpamiaercs B cpele 3 isity
pactBopeHHus (00beM cpeapl pacTBopeHus a0 1 1) co
ckopocthio  50-200 o6/muH. B mpomecce omnpeneneHus c HHH
MOMOIIBIO TepMOcTaTa nojanaep;kuBatot remmneparypy (37+1)°C. Cemmall25
Hu onna cocrtaBhHas uacte mpubopa BO Bpemsi pabOTHI HE [ “l
JIOJKHA BBI3BIBATH BUOpAIUH. 47
B kauecTBe cpezbl paCTBOPEHMSI UCIIONIB3YIOT BOAY WJIU ’
JIpyrue pacTBOPUTEIH, VYKa3aHHbIE B YAaCTHBIX CTaThsX S
(pacTBOpPBI KUCIIOTHI XJIOPHUCTOBOIOPOTHOMN, Oy(epHBIE CpPEbI C S .
pa3nuYHbIME 3HaueHussMu pH u ap.) ~—

HcnpiTyempiii obpaszen; (0Hy TabJIeTKy WM KarcCyiry) Puc. 4. Ilpuop Tuma
MOMEIIAIOT B CYXYI0 KOP3UHKY, KOTOPYIO OIYCKalOT B CPEIy «Bpamaiomascst KOp3uHKay.
pacTBOpeHUs] TakK, YTOObI PAcCTOSHUE A0 JHA cocyla OBLIO
(20+2) mm. Cocyn 3aKpblBalOT KPBIIIKOM, 3aT€M HPUBOIST
KOpP3UHKY BO BpallleHHEe, pEeXHM KOTOpPOro oOOYyCIOBJIEH B
Y4acTHOM cTrarbe win coctaBiseT 100 06/MuH.

UYepes BpeMsi, yKa3aHHOE B YaCTHBIX CTaThAX, WJIU uepe3 45 MuH oTOMparoT npoly pacTBopa,
KOTOpYyI0 GUIbTPYIOT uepe3 GunbTp «Bmamumnop» unu «Mumnmunop» ¢ auamerpoM mop 0,45 mxm. B
¢unbTpaTe MPOBOIAT KOJIMUYECTBEHHOE OIpEAETICHHE IEHCTBYIOLIETO BEIIECTBA COOTBETCTBYIOLIUM
AHATUTUYECKUM METOJIOM, MPUBEJIECHHBIM B 4acTHOW cTaThe. Mcrnoap3yeMblil aHAIMTUYECKU METOA
JOJKEH OBITh JOCTaTOYHO TOYEH, OJTHAKO OH MOXKET ObITh MHBIM, YEM METOJ, MPEIyCMOTPEHHBIN AJIs
KOJINYECTBEHHOI'O OIpeJIeNIEHUs JISHCTBYIOIIETO BEIIeCTBa B JIEKapCTBEHHOH (Gopme.

JUia  KaxIoll cepuu JIEKapCTBEHHOM (OpPMBI PACCUMTHIBAIOT KOJMYECTBO BEILIECTBA
Nepemieero B pacTBOp (B NPOLEHTaX OT coJepKaHMs B TalJeTke WIM Karcyje, KOTopoe
npuHuMaroT 3a 100%), kak cpeaHee s 5 TabIETOK WK Karcydl.

Ecnu ppyrue tpebGoBaHHMS HE MPEAYCMOTPEHBI B YACTHBIX CTaThsIX, CEpUs CUUTAETCS
YIOBJIETBOPUTEIHHOM MIPH PACTBOPEHHUH B BoJE 3a 45 MuH npu pexxume nepememmBanus 100 06/Mun
B CpellHeM He MeHee 75 % AelCTBYIONIEro BEIMIeCTBA OT COIEP KaHUS B IEKapCTBEHHOU (hopme.

-
10
s
iunar

D25 ——>

IKCTPAKTHI
DKCTpakThl TPEACTaBISAIOT COO0OM KOHUEHTPUPOBAHHBIE U3BJICUEHUS JIEKAPCTBEHHOTO
PacTHTENBHOTO ChIphs. PasmuuaroT skuzakue skctpakthl (Extracta fluida); rycteie sxctpakTsr (EXtracts
Spissa) - BSI3KHE MAacChl ¢ COACpKaHWeM Biard He Oojee 25 %; cyxue skcrpaktsl (Extracta sicca) -
CBIITy4YHEe MacChl C COZIEpXKAaHHEeM Biaru He Oosee 5 %.
Crenedb H3MEILUYECHUS JICKAPpCTBEHHOT'O PACTUTCIIBHOTIO CBhIPbS OOJIPKHA OBITH YKa3aHa B
YJAaCTHBIX CTAThSIX.
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JUisi TOoydeHus] SKCTPAKTOB MOTYT OBbITh HCIOJIB30BAaHBI PA3IUYHBIE CIIOCOOBI: Malepanus
(HacTamBaHue), TEPKOJANMSA (BBITECHCHHE), PEMEPKOJSIIINSA, MPOTUBOTOYHAS W IUPKYJISIIMOHHAS
AKCTPaKLUS U JIp.

Jljig SKCTparupoBaHUs JIEKAPCTBEHHOI'O PACTUTEIBLHOTO CHIPbSI MPUMEHSIOT BOAY, 3TUIIOBBIN
CIHPT pa3IMYHON KOHLEHTPAILMH U APYrHe SKCTPAreHThl, HHOTA C JO00aBIEHUEM KHCJIOT, LIeNIoueH,
rIIMLEpHUHa, XJ1opodopMa U JIp.

IIpy WM3roTOBIEHMM JKUIKMX OKCTPAKTOB M3 OJHOW BECOBOM YacTH JIEKAPCTBEHHOIO
PACTUTEIBHOTO CBIPhSl MMOJIy4alOT OJHY WU JB€ OObEMHBbIE YacTU SKCTPAKTa, €CIM HEeT APYTUx
YKa3aHHUN B YACTHBIX CTaThsX.

[TonydyeHHble JKHAKHUE W3BICUEHHUS OTCTAaUMBAlOT mpu Temmeparype He Bbime 10°C  mo
MOJTyYEeHHUS IPO3PAYHOH JKUAKOCTH HE MEHEE 2 CYT U (PHIBTPYIOT.

W3BneueHust Uisi TYCTBIX M CYXUX OKCTPAKTOB OCBOOOXKIAIOT OT OaJJIaCTHBIX BEIIECTB
OCaXJICHHEM CIHUPTOM, TMPUMEHEHUEM aJICOPOCHTOB, KHIISTYCHHEM W JPYTUMH CIOCO0aMH C
MOCIEAYIOIUM (GUIHTPOBAHUEM.

OuuieHHble HW3BJIEUEHHUS CrYIIAIOT BBIIAPUBAHMEM I0J BaKyyMOM JI0 Ha/Jexallei
KOHCUCTEHIIMHU (TYCThIE SKCTPAKTBHI).

Cyxue 3KCTpaKTbl MOJIY4YarOT BBICYIIMBAHUEM T'YCTBIX 3KCTPAKTOB MJIM HENOCPEACTBEHHO W3
OUYUIIICHHON BBITSHDKKM C HCIOJI30BAHHEM METOJIOB, 00ECMEUMBAIONIMX MaKCHMAallbHOE COXPaHEHHE
JEWCTBYIOIIUX BEIIECTB; pacHbUICHUE, THO(MUIN3aLKUs, CyOIMMaIus u ap.

DKCTpakThl, COJeprKallhe [EHCTBYIOIIME BEIIeCTBA BBIINIE HOPM, YKa3aHHBIX B YaCTHBIX
CTaThsIX, pa30aBISAIOT: JKUJIKHUE SKCTPAKTHI --COOTBETCTBYIOLUM SKCTPAreHTOM WM OJHOMMEHHBIM
HKCTPAKTOM MEHbIIEH KOHIIEHTPAIUU, TYCThIE IKCTPAKTHI - JEKCTPUHOM, DPA3IMYHBIMHU CaxapaMu
(caxaposa, JaKTo3a, TIIIOK03a, ()PYKTO3a, MAHHUT, COPOMT), MATOKOM W Jp.; CYXHE 3KCTPaKTHI -
JNEKCTPUHOM, caxapamH, a’3pOCHUJIOM WU APYTMMHU BELIECTBAMH, Pa3pEHICHHBIMH K METUIIUHCKOMY
IIPUMEHEHHUIO.

Pasperiraercs U3roTOBJICHHE PACTBOPOB I'YCThIX 3KcTpakToB (Extracta soluta) B cooTHOMmICHUH
1:1 B pacTBOpHTEIIE, COCTOALIEM U3 6 yacTell BoJbl, 3 yacTell rimueprHa v 1 gactu cnupta. PacTBopsl
T'YCTBIX KCTPAaKTOB MIPUMEHSIOT B IBOTHOM KOJMUYECTBE M XPaHAT He Oosee 15 cyT.

Metonpl ucnbiTanust. OnpenensiorT cojAep)kKaHWe IEHCTBYIOIIUX BEIIECTB IO METOAMKaM,
yKa3aHHBIM B YAaCTHBIX CTAThAX, U TSKEIBIEMETAIIHI.

Kpome Toro, B )KuAKHX 3KCTpakTax onpenesstoT coaepxkanue cnuprta (I'd XI, Boim. 1, c. 26)
win motHocTh (I'® X1, Beim. 1, c. 24) u cyxoit ocTaToK.

B rycThiX U CyXHMX 3KCTpaKTax ONpeAessiioT Co/lepyKaHue BIIary.

Onpenenenne Tsxenbx MeramioB. K 1 Ml )KuIKoro skcTpakTa uiau 1 r ryCTOro Mim cyxoro
JKCTpaKTa MNpuOaBIsAIOT 1 MJI KOHUEHTPUPOBAHHOM CEPHOM KHCIOTBI, OCTOPOKHO CXKUTAIOT U
npokanuBaroT. [lomyueHHBI ocTaToKk 00pabaThIBAIOT P HATPEBAHUU 5 MJI HACHIIIIEHHOTO PacTBOpa
aMMOHU4 arierata. OUIbTPYIOT yepe3 0€e3301bHbIN (PUIBTP, IPOMBIBAIOT 5 MJI BOJBI U JOBOJSAT 00BEM
¢bunbTpata 70 200 M. 10 M TOTYYEHHOTO PACTBOPA JIOJKHBI BBIIEPKUBATH UCTIBITAHUE HA TSKEJIbIe
Metasutbl (He 6onee 0,01 % B npemapare) (I'® X1, Beim. 1, c. 165).

OmnpezeneHye Cyxoro ocTarka. 5 MJI JKHJKOTO 3KCTPAKTa MOMENIAl0T BO B3BELICHHBINH OIOKC,
BBIMTAPUBAIOT Ha BOASHON Oane u cymar 3 1 npu (102,542,5)°C, 3arem oxyaxnaioT B skcukaTope 30
MUH U B3BEILIUBAIOT.

Omnpenenenue Biaaru. Okomno 0,5 r mpenapara (To4Has HaBeCKa) CyIiaT B CYIIWIHBHOM mKady
npu (102,5+2,5) OC B Teuennue 5 Y, 3aTEM OXJIAXJAI0T B sKcukaTope 30 MUH U B3BEILIMBAIOT.

Xpanenue. B ymakoBke, obecrneunBaroiieil CTabMIBHOCTh MIpenapara B TeYCHHE YKa3aHHOTO
CpOKa TOJHOCTH, M, €CIH He00XOAMMO, B MPOXJaJHOM, 3aIIMIIEHHOM OT cBeTa MecTe. B mporecce
XpaHEHUs )KUJIKHX IKCTPAKTOB BO3MOYKHO BBINAJIEHUE OCATKOB.

IMYJIbCUU
DOMyIbCUU - OJTHOPOJHAS 10 BHEIIHEMY BHY JIEKapCTBEHHas opMa, COCTOSIIAS U3 B3aUMHO
HEPACTBOPUMBIX TOHKO JUCIEPTUPOBAHHBIX JKHAKOCTEH, TpeaHa3HAYeHHas I BHYTPEHHETO,
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HapY)XKHOTO WJIM TapeHTEepPAIbHOTO TMPUMEHEHHs. OMYJIbCHH, KaK IMPaBWIO, CTAOWIN3UPOBAHBI
AMYJIBraTOpaMH.

OMyIllbcMM MOTYT OBITH THIIA Maclio/Bola W Boaa/macno. Jljs MPUTOTOBJICHHS AMYIbCUI
HCIOJIB3YIOT MEPCUKOBOE, OJIMBKOBOE, MOICOIIHEYHOE, KACTOPOBOE, Ba3eIMHOBOE U 3(pUpHBIE Macia, a
TakXXe peIOMii kup, O6amb3aMbl U APyrue HECMEIIMBAOIIUECS ¢ BOAOW >kuakoctu. [Ipu oTcyrcTBUM
0003HaUYEHHS Macjia B SMYJbCUU HCIOJB3YIOT MEPCHUKOBOE, OJIMBKOBOE HIIM IOJACOJHEYHOE MAacJo.
[Tpu oTcyTcTBHM yKa3aHMW O KOHUEHTparuu A npurorosieHus 100 r smynscun 6epyt 10 T macna.
Bre16op sMmynbratopa u €ro KOJIMYECTBO 3aBUCAT OT MPHUPOJLI U CBOMCTB 3MYyJIbraTopa M Macia, a
TaKXe OT KOHIICHTPALIUU SMYJIbCHH.

2. Hapaexamas 1adopaTopHasi IPaKTHKA MPH KOHTPOJIe KayecTBa
TpeOoBaHus K MOMEIEHUIO U 000PYIOBaHUIO

HOMGH_ICHI/IH u O60pyﬂ0BaHI/ISI HUCIBITAaTCIBHBIX na6opaTopI/H71 JOJIDKHBI COOTBETCTBOBATH
O6II.[I/IM n ClciuajlbHbIM Tpe6OBaHI/I$IM A IPOBCACHHA KOHTPOJISI Ka4YeCTBA, 4 TAKIKC 3aJladaM,
BBITCKAOIMM U3 BUJa U o0BemMa I/ICCHGILOBaHI/II;'I.

TpebGoBanus K IEpcoOHATY

KBanuduxamus u 4ucneHHOCTh MepcoHala B JTaOOPATOPHUSAX MO KOTPOJIIO KAaueCcTBa JOJKHBI
COOTBETCTBOBATh 3ajadaM, BBITEKAIOMMM W3 BUAa U 00BEMa wuccienoBanuid. IlpoBenenue
KOHTPOJIbHBIX HCIBITAHUIA Ha OCHOBAHUU KOHTPAKTa B JIA0OPATOPUAX CTOPOHHUX OPraHU3AIMA MOXKET
OBITh pa3penIeHo MO UCKIIOYUTEIBHBIM MPUYUHAM. DTO JIOJDKHO OBITh 3a)MKCHPOBAHO B IMPOTOKOJIE
KauyecTBna.

TpeboBaHus K TOKYMEHTALUN

JlaGoparopHass JOKYMEHTAIlUsl JIOJDKHA COOTBETCTBOBAaTh NPHUHLIMIAM U TpeOOBaHUAM,
yKa3aHHBIM B pazzene 8. BakHas 4acTh ATHX JOKYMEHTOB CBsi3aHa C KOHTPOJIEM KauyecTBa; B
pacnopsbkennn OTK nomkHa HaXOIUTHCS CIeAyIoas T0KyMEHTAIIHS:

- HOPMATHBHBIE IOKYMEHTBHI (CrienuuKanmm);

- CTaHJIapTHBIE pabo4re METOAUKH 0TOOpa npoo;

- CTaHJapTHBIE paboune METOMUKM HCIBITAHWA M TMPOTOKOJNBI, (BKJIIOYAsh AaHATUTHYECKHE
paboyrie MPOTOKOJIBI H/UITU pabouue KypHabl);

- aHAJIUTUYECKHE NTaciopTa U/ Ui J1abopaTOpHbIE )KYPHAJIBL;

- aHaJIMTHYECKHE TACTIOpTa U/ WU CepTU(UKATHI KaueCTBa;

- IPY HEOOXOAMMOCTH MPOTOKOJIBI KOHTPOJISL OKPY>KAIOILEN CPe/Ibl;

- CTaHJIapTHBIE pabo4yre METOAMKH U IPOTOKOJIbI BAIMIAIIMM METOOB UCIIBITAHUH;

- CTaHAapTHBIE pabovyre METOJUKH W TPOTOKOJBI KAIMOPOBKH CPEACTB H3MEPHUTEIHHON
TEeXHUKU U TEXHUYECKOTO 00CITYKUBaHHsI 000py10BaHHUS.

JIroOble JOKYMEHTBI, OTpaKalollWe KOHTPOJh KadecTBa KaXIOW CepUuHM NPOAYKIHH U
OTHOCALINECS K MPOTOKOIY CEPHH, JOJKHBI XPaHUThCS el 1 roj nocie UCTEUEHUs] CPOKa TOTHOCTH
CepUH U, KaK MUHUMYM, 5 JIET TIOCJIE BBIJAUM CEPTH(PHUKATA KaUeCTBA CEPHH.

PexomeHyeTcst HEKOTOpbIE pe3ysbTaThl UCCIEAOBAaHUM (Hampumep, pe3ysbTaThl UCIBITAHUN
MIPHU U3YYEHUH CPOKOB TOJHOCTH, (PaKTHYECKHUN BBIXOJ] MPOIYKIINH, TaHHBIE KOHTPOJIS OKPYXKAroIIeH
Cpelbl U Ap.) MPOTOKOJIUPOBATH B hopMe TabIuIl, 4TOOBI, MPU HEOOXOAUMOCTH, MOKHO OBLIIO BHISIBUTH
TEH/ICHITMIO UX H3MEHEHUS BO BPEMEHH.

Hapsiny ¢ mpoTokoiaMy HCHBITAaHMNA €XeIHEBHO JOJDKHA BECTHCh U XPAaHUTHCS MEpPBUYHAS
pabouasi TOKyMEHTaIHs, HaprUMep, Ta00paTOpHbIE KYPHAIBI H/HITH IPYTHE 3ATHCH.

TpebGoBanus k 0TOOPY TTPOO
Ot6op mpod HEOOXOAMMO TPOBOAWTH B COOTBETCTBHUH C YTBEPIKACHHBIMH CTaHIAPTHBHIMHU
pa60qI/IMI/I MCTOAUKAMH HJIW TPOU3BOACTBCHHBIMHU HWHCTPYKIHUAMH, KOTOPBIC IOOJDKHBI COACPKATH
CIIEYIOIYI0 HHPOPMAITHIO:
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- omucaHue Meroja oTbopa mMpod ¢ YKa3aHUEM MEpPONPHUATHH, O00ECHEUNBAIONIMX HX
PENpe3eHTaTUBHOCTD;

- IEPEYEHb UCII0JIB3YEMOr0 000PYJOBAHMS;

- KOJIMYECTBO OTOMpaeMoit MpoOBI U YUCIIO TIPO0;

- OTHCaHUe MOPSAIKA pa3aeIeHHs POOHI;

- TUII ¥ COCTOSIHHE Tapbl, B KOTOPYIO OTOMPAIOT Mpooy;

- UACHTU(UKAIMOHHAS MAPKUPOBKA Taphl, B KOTOPYIO OTOMPAIOT Mpo0y;

- BCE MOAJIEXKAIIUe COOJIIOJIEHUI0 MEphl MPEJOCTOPOKHOCTH OCOOCHHO MpHU B3SATHH MPOO
CTePHJIbHOW, HECTAOMIIBHOM U BPETHON MPOTYKIINH;

- YCIIOBUS U CPOK XpaHEHHUS;

- OTHCaHUe MOPSAIKA OYUCTKU U XpaHEHHs 000pyI0BaHUA AJIs1 0TOOpa poo.

[IpoGbl  AOMKHBI OTOMpATHCS TaK, YTOOBI MOXKHO OBLIO BCECTOPOHHE KaueCTBEHHO U
KOJIMYECTBEHHO OLEHUTH JIIOOYIO CEPUI0 UCXOJIHOTO ChIpbsl, MaTepHala, MOIYIPOAyKTa WIK FOTOBOM
npoaykiuu. [IpoObl 1omKHBI OTOMpATHCS TakK, 4TOObI OHM ObUIM pENpe3eHTATUBHBI ISl BCEH cepuu
WK (aCOBKH «aHTPO»; HEJb3sl CMEIIMBATH MPOOBI, OTOOPAaHHBIE U3 PA3HBIX YacTEH CEPHH WM Taphbl.
Crnenyet oTOMpaTh TakKe IPOOBI B X0J1€ TEXHOJIOTMUYECKOTO IpoIecca sl KOHTPOJIS IPOMEKYTOUHON
NPOAYKIMH (HampuMmep, HepacacoBaHHOH), OT KOTOPOW MOXKET CYIIECTBEHHO 3aBHCETh KayeCTBO
TOTOBOM MPOTYKIIHH.

Kaxnas equHMna Tapbl ¢ OTOOpaHHOW MPOOOW JOJDKHA MMETh ITHKETKY CO CIEAYIOMIeH
nH(popMaIue:

- HAUMEHOBaHKME OTOOPAHHOM MPOIYKIINY;

- HOMEp CepHuH;

- HAaMMCHOBAaHWE W/WIIM HOMEp 00BekTa (Tapa, 000pymOBaHHE), U3 KOTOPOro ObUTa OoTOOpaHa
mpo0a;

- (haMmIIKSL ¥ IOATIUCH JTUIIA, OTOOPABIIETO MPOOY;

- nata oT6opa mpookI.

OT KaxIOW Cepuu TOTOBOW MPOJYKIMH JOJDKHBI OTOMPATHCS KOHTPOJIBHBIE OO0paslbl U
3aknaneiBaThes Ha xpanenue B OTK. Otu 06pasiibl JOKHBI OBITH PENpe3eHTATHUBHBI AJI BCEil cepun
U XPaHUTHCS, KaK MHHAMYM, B T€YEHHE CPOKa TOAHOCTH U €Il OJHOTO T0/a TOCJIe er0 UCTCUCHHS B
YCIIOBHUSAX, TPETyCMOTPEHHBIX HOPMATUBHOM JOKyMeHTale. OOpasiibl cieyeT XpaHuTh B T€X BUIaX
YIaKOBKH, B KOTOPBIX Ipenapar Obl1 mocTaBieH norpedurento. Ilpu mnpousBoacTBe roToBoit
IPOAYKIMHM B OYEHb KPYIHBIX YIMAKOBKAX MJIHM «AHTPO» JIONYCKAaeTCs XpaHEeHHe 00pa3lioB B yIAaKOBKE
MEHBIIET0 pa3Mepa MpHu YCIOBUM UISHTUYHOCTH MaTepraia YIaKOBKU U CII0c00a €€ YKYTOPKHU.

ITpoObI MCXOAHOTO CBHIPHS (KpOME pacTBOpUTENEH, ra3oB M BOJbI) IMPU YCIOBUH, YTO OHH
CTaOMIIbHBI, JIOJDKHBI OBITH PETIPE3CHTATHBHBI JJIST BCEH CEPUH M XpPaHUTHCS B TEUCHHE, KAK MUHUMYM,
IBYX JIET IOCJE pealu3alui MPOAYKIHUU WIM B T€UEHHE CPOKa XPaHEHUS KOHTPOJIBHBIX 00pa3lioB
COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO cpencTBa. lleproa WX XpaHEHHST MOXET OBITh YMEHBIIEH B
COOTBETCTBHM CO CPOKOM T'OJTHOCTH 3THX BEIECTB, YKa3aHHBIM B X cnenuduxanuax. KomudectBo
KOHTPOJIBHBIX 00pa3loB HCXOTHOTO CBIPhS, MAaTE€PHAIOB, MOJIYNPOAYKTOB M TOTOBOW MPOIYKIIUU
JOJDKHO TI03BOJIATH MPOBECTH, KAK MHHHMMYM, JBa JONOJHHUTEIBbHBIX IOJHBIX HCCIEIOBAaHUS B
COOTBETCTBUM C HOPMAaTUBHON JOKYMEHTALUEH.

IIpu orGope mpo6 nomkHA OBITH MpeNoTBpAllleHa MU CBEJeHAa K MUHUMYMY BO3MOKHOCTh
KOHTaMUHAIIMX, CMEITHBAHUS TTPOAYKITUH HITH IPYTOTO OTPULIATEIFHOTO BO3ACHCTBHUS Ha €€ Ka4eCTBO.
Bce obopynoBanue st or6opa mpo0, UMeroIiee KOHTAKT ¢ MPOAYKIUEH, TOMKHO OBITh YHCTBIM H,
nmpu  HEOoOXOJMMOCTH, CTEpWIbHBIM. Tapa, w3 KoTtopoil Obuta oToOpaHa mpoOa, JOHKHA OBITh
COOTBETCTBYIOLIMM 00pa30M NMPOMapKHUpOBaHa M MOCIe 0TOOpa MpoObl CHOBA OCTOPOXKHO 3aredyaraHa
unu  ykymnopeHa. Ilpu pabore C SAOBHUTHIMH, HAPKOTHYECKUMH, CEHCHOWIM3UPYIOIIUMHU |
CHJIbHOJICHCTBYIOIIMMH TIpenapaTaMy, a TaKXe C JIeKapCTBEHHBIMH CPEJICTBAMM, COJIEpXKAIUMHU
MHUKpPOOPTaHHU3Mbl, HEOOXO0AUMO COOII0IaTh 0COObIE MEPhI MPEAOCTOPOKHOCTH.

O6opynoBanue nans oTbopa mpod MOKHO OBITHh OYMIIEHO W, TMPH HEOOXOTUMOCTH,
MPOCTEPUIIU30BAHO /10 U MOCie Kaxa0ro npumeHeHus. Ero cienyer XpaHUTh OTIAENBHO OT JIPYroro
71a00paTOPHOTO 000PYIOBAHMSL.
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OTtob6panHbIe IPOOBI ¥ COMTPOBOIUTENbHBIEC JOKYMEHTHI K HUM HEOOXOIUMO PETUCTPUPOBATH B
XKypHaje oToopa nmpod, B KAPTOTEKE WK C TTOMOIIBIO KOMITBIOTEPA.

TpeboBaHus K HCIIBITAHUAM

MeToapl UCIBITAHUI JOJDKHBI IPOXOIUTh BaaUAaLMI0. Bce KOHTPOJIbHBIE UCIIBITAHUS CIIEAYET
IIPOBOJIUTh B COOTBETCTBUM C YTBEPXJAECHHBIMU METOJMKAMM, ONMCAHHBIMU B PETUCTPALIMOHHON MU
JIMLEH3MOHHON HOPMAaTUBHOM JTOKYMEHTALUH.

Pesynprarhl ucnbpITaHMM ~ HEOOXOAMMO INpPOTOKONMpoBaTh. ClieAyeT KOHTPOJIMPOBATH
COBIAJICHUE MEXJY pe3yibTaTaMHU HCIBITAHUM KaXJIOM Ccepun B MpoOLEcCe XPaHEHUs
(PETPOCIIEKTUBHO), a TAKXKE MEXY pe3yJIbTaTaMH, [OJyYeHHBIMH HapajliesIbHO (OAHOBPEMEHHO) IPU
aHaJIM3e Pa3IMYHbIX 00pa3loB OJHOW cepuu. Bcee BbrumcieHus TpeOyercsl TIIATEIBHO HPOBEPSATH.
[IpoTokoiibl, 1abopaTOpHBIE KYpPHAIBI M APYryo WHpopManuoo (rpaguku, CeKTPphl, TaAOIUIIBI U T.1I.)
HE00XO/AMMO COXPAHSATh; B HUX TPEOyeTCsl YeTKO UACHTU(PHUIIMPOBATH OOBEKTHI UCIIBITAHHA.

IIpoBeseHHbIE HCHBITAHUSI HEOOXOAUMO MPOTOKOIMPOBATE. [IPOTOKOIIBI HOJIKHBI COlEpHKATh,
KaK MUHMMYM, CIEAYIOLUE CBEICHUS:

- Ha3BaHHWE HCXOJHOIO ChIpbs, MaTepuaia, MOJYNPOAYKTa, MPOMEXYTOUYHOW WM TOTOBOH
MPOJYKIIMH, a TAKXKe, TP HEOOXOIUMOCTH, BUJ JIEKAPCTBEHHON (hOPMBI;

- HOMEp CEepHM M, NpU HEOOXOAMMOCTH, HAUMEHOBAHUE MPEANPHUITUA-IPOU3BOIUTENS W/UIH
[IOCTABILMKA;

- CCBUIKY Ha COOTBETCTBYIOLIME HOPMATHBHBIC JOKYMEHTHl (Creuu(UKaluu) U METOIUKU
HCIIBITAHHI;

- pe3yibTaThl HCHBITAHUN, BKJIIOYas HaONIOJEHMS W BBIYMCICHUS, a TaKxke, IpHU
HEOO0XOMMOCTH, CCBIIKY HA aHATUTUYECKHE TacropTa (CepTU(PHUKATHI KaYeCTBA);

- JaThl IPOBEJICHUS UCTIBITAHUH;

- (haMuIIMK ¥ YCTIOBHBIE MTOAITUCH JIHII, IPOBOJUBIINX UCIIBITAHUS U BBIYHCIICHHUS;

- (haMIJIUU U YCJIOBHBIE MOAIUCH JIML, KOTOPbIE IMPOKOHTPOJIMPOBAIN M OLIEHUIIN PE3yJIbTaThl
HCIIBITAHUI ¥ BRIYMCIICHUM;

- 4EeTKO C(POPMYJIMPOBAHHOE 3aK/II0OUEHHE (BBIBOJ) O BbIaye pa3peleHus Wik 00 OTKIOHEHUU
NPOAYKIMHM (WJIM HHOE pelIeHWe OTHOCHUTEIbHO €€ cTaryca) C YKa3aHHeM JaThl U (QamMuiuu
MIOJINNCABLIETO €r0 OTBETCTBEHHOTO JIUIIA.

Bce Buapl KOHTpOJds B Mpolecce IPOM3BOJCTBA, BKJIKOYAash KOHTPOJBHBIE HWCIHBITAHUSA,
BBITNIOJTHEHHBIE B IIPOM3BOJCTBEHHBIX NOMELIEHUSAX IEPCOHAIOM L€XA, NOJDKHBI OCYLLECTBIISTHCS B
COOTBETCTBUM CO CTAaHJAPTHHIMH PaOOUYMMHU METOAMKAMH WM MPOU3BOACTBEHHBIMH MHCTPYKIUSMU,
yTBepkaeHHbIMUA HadanbHUKOM OTK. Pe3ynbpTarhl 3THX UCTIBITAHUN HEOOXOMMO MPOTOKOIUPOBATb.

Crnenyet ynenars oco0oe BHUMaHHE KaueCTBY PEaKTUBOB JUIsl TAOOPATOPHBIX MCCIIEOBAHMH,
MEpHOHM TOCyabl, pabouynMx pacTBOPOB, CTAHAAPTHBIX OOpA3LOB, NHUTATENBHBIX CpPEI, KYJIbTYp
MUKpPOOPTaHHW3MOB, 3TaJIOHOB CpaBHEHUs U Jp. VX NpUTrOTOBIEHHE, MOJATOTOBKA WU HCIBITAHUS
JIOJKHBI OCYILIECTBIISATHCS. B COOTBETCTBUU CO CTAHJAPTHBIMU pabOUYMMHU METOIMKAMHU.

HeoOxonuMo BecTu crienManbHBIA PETUCTPALMOHHBIN JKypHall, B KOTOPBIN CIEAYyeT BHOCUTh
MOJIHYIO MH(pOpMaLKIo 000 BCeX CTaHIAapTHBIX oOpa3nax, nocrynapomux B OTK, n ux ucnbItTanusx.

Kaxnas emkocTb, B KOTOpOH XpaHHUTCS JIaOOpaTOpHbIA pPEaKTUB, MpeAHA3HAYEHHBIN IS
MCMOJIb30BAaHUS B T€UCHNE OTHOCHUTENBHO JJIUTEIHHOIO BPEMEHH, JOJDKHA ObITh CHa0)KeHa ATUKETKOM
CO cleayronieit nHbopmaIuei:

- TaTOW IIPUTOTOBJIEHUS;

- (hamunment ¥ MOANKCHIO TUIA, TPUTOTOBUBILIETO PEAKTHB;

- CPOKOM TOJIHOCTH (B 00s513aTeIbHOM MOPSAKE /17151 HeCTaOMIbHBIX | peaKTUBOB U MUTATEIbHBIX
cpen);

0COOBIMHU YCTIOBUSIMHU XPaHEHUS;

- J1aTOMl TOCJEeNHEro YCTAaHOBJEHHS THTpa W MOMPABOYHBIM KOod(puIUEeHTOM (B ciydae
TUTPOBAHHBIX PACTBOPOB).

I[Ipy xpaHeHMM U TPUMEHEHMHM PEaKTUBOB JOJDKHBI  cOONMIoaThes  TpeOOBaHUS
COOTBETCTBYIOIIUX JIOKYMEHTOB (crierduKanmii, CTaHIapTHBIX paboumnx METOJUK,
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MIPOU3BOJICTBEHHBIX MHCTPYyKIMiA). Ilpn HEoOXoaMMOCTH, cCleayeT MPOBOIUTH AHAIU3 PEaKTHBOB C
LEJIBI0 MPOBEPKM HMX WMJICHTHUYHOCTH M KadecTBa JIMOO cpa3y Iocie MOJydeHHs, JUOO0 mepes HxX
npuMeHeHneM. Ha eMKoCTSIX ¢ peakTuBaMu, CTaHAapTHBIMU 00pa3liaMy U IPYrUMH BELIECTBAMM, IIPU
HE00XO0AUMOCTH, CJeyeT YKa3blBaTh JaTy UX HOCTYIUICHUS.

OKClEpUMEHTAJIBHBIE JKUBOTHbBIE, MHCIIOJIIb3YyEMbIE IpPU HCHBITAHUSAX HCXOJHOIO CBIPbS U
IPOAYKLUH, TP HEOOXOTUMOCTH, Iepe] IPOBEIAEHUEM MCIBITAHUN JOJDKHBI HAaXOIAUThCA B
kapanTuHe. JKMBOTHBIX cCIeQyeT coJepKaTb B  HAUICKAIUX YCIOBHUAX C IIPOBEICHHUEM
COOTBETCTBYIOLIIETO KOHTPOJIA, YTOOBl TapaHTUPOBaTb UX NPUTOAHOCTh MJIs  IUIAHUPYEMBIX
ucnbiTanuid". JKUBOTHBIE JODKHBI OBITh WACHTH(QHUIMPOBAHBI, HEOOXOAWMO IPOTOKOIMPOBATH
y4acTue Ka)10ro )KMBOTHOTO B SKCIIEpUMEHTE. [IpOTOKOIBI JOIKHBI COXPaHATHCS.

TpeboBaHus K KOHTPOIIO UCXOAHOTO CHIPBS, MOJIYIPOIYKTOB U MaTepUaIoB

[lepen Bbmaveld paspelieHUs Ha KCIOJB30BAHHE HWCXOIHOTO CHIPhS, MOJYIPOIYKTOB U
MatepuanoB HadanbHUK OTK 10K€H NOKyMEHTaJbHO TapaHTUpOBaTh, 4YTO OHU BBIIEPKAIH
UCTIBITAHUS HA COOTBETCTBHE BCEM TPEOOBAHMSIM HOPMATHBHOM JOKyMEHTAIMU (CrieupUKaIHii): Ha
MOJITTUHHOCTD, KOJIMYECTBEHHOE COACPKAHKE, YICTOTY U JIPYrUe TOKa3aTelId KauyecTBa

VcnpiTaHui0 Ha TOJIUHHOCTh JOJDKHBI OBITH IOJABEPTHYTHI MPOOBI MCXOIHOTO CHIPhS H
MOJIYIIPOTYKTOB, OTOOpPAHHBIC U3 KaXI0H ¢THMHUIBI (PACOBKH.

Kaxxnast cepusi MapKupOBaHHOTO YIIAKOBOYHOTO MaTepHaia I0JHKHA ObITh TPOKOHTPOJIMPOBAHA
cpa3sy e IMociie TOIy9eHusI.

BMmecto mpoBeseHuss ucnbiTaHHKA (KpOME HCIBITAHWH, YKa3aHHBIX B II/TIOANYHKTE 2)
HCXOJHOTO CBHIpbI H  IMHOIYIPOAYKTOB IPEANPUATHE-IIPOU3BOIUTEIL MOXET  HCIOJIB30BaTh
AHAJTMTHYECKUI maciopT (cepTu(duKar KayecTBa) MOCTABIIMKA TOW MPOMYKIMH MPH YCIOBHUHU, YTO
MPEANPUATHE-TIPOU3BOIUTENIb TIPU3HACT JTOCTOBEPHOCTh CepTU(UKATA KadecTBa IOCTABIIMKA Ha
OCHOBAaHUHU TEPHOJAMYCCKON BAMAALNMU PE3YJbTATOB HCIBITAHWA TIOCTABIIMKA M ayJUTa €ro
BO3MOXKHOCTeH (cM. 1. 13.4) xacarenbHO KOHTpOJs KadecTBa. CepTU(PHUKAThI KayecTBa MOCTABIIHUKA
JIOJDKHBI OBITh MPEJICTAaBIICHBI B OpUTHHAJE (HE (POTOKONHMH M HE KCEPOKOIHH), B IPOTUBHOM ClTydae
nxX MNOMJIUHHOCTH HCO6XOI[I/IMO MOATBCPAUTD. CepTI/I(i)I/IKaTI)I KaueCTBa JOJDKHBI COJACPIKATh
CIIEYIOIYI0 HHPOPMAITHIO:

- JaHHBIe, WICHTHQUIMPYIOIMINE TOCTABIIMKA MPOAYKIMH, TOJMUCh KOMIETEHTHOTO
YIOJTHOMOYEHHOTO JIUIIA C YKa3aHUeM ero (haMUiIuu, TOHKHOCTH U KBATH(UKAIUY;

- HANMEHOBAHUE U HOMEP CEPUU UCIBITAHHOW MPOAYKIINH;

- cBeAeHHMs 00  HCIIONB30BABIIMUXCS  CHEMU(UKALMAX, METOJaX  HCHOBITAaHUH U
PErIIaMCHTHUPYCMBIX IMOKA3aTCIIAX Ka4uCCTBA,

- pe3yNbTaThl KOHTPOJIBHBIX HCIBITAHUNA U AATy UX TIPOBEICHHUS.

TpeboBaHMsI K KOHTPOJIIO TOTOBOM MPOAYKIIUU

Kaxnmas cepus J€KapCTBEHHOIO CpEICTBA Iepell pealu3alded JOJDKHA IPOMTH Bce
na0opaTOpHbIE HCHBITAHHUS, KOTOpBIE JIOJKHBI TOATBEPAUTh €€ COOTBETCTBUE TpeOOBaHUAM
HOPMAaTUBHOH TOKyMeHTaluu (crienuduxarmii).

l'oToBass mpoayKIMs, KOTOpas HE YAOBJIETBOPSAET TpeOOBAaHUAM, MPEIYCMOTPEHHBIM B
HOPMAaTUBHOM NOKyMEHTAlluu, WX APYTUM KPUTEpPUSM KadecTBa, JAODKHA ObITh 3a0pakoBaHa. [lpu
BO3MOKHOCTH, JOIMYyCKaeTcsl nepepaboTka OpakoBaHHOM nponykuuu. [lepepaboTaHHYIO0 HPOIYKIUIO
BHOBb HEOOXOIMMO MpoaHanu3upoBarh. /[l Belgaun paspelieHusi Ha MOCTAaBKY MOTPEOUTENI0 OHA
JI0JDKHA OTBEYaTh BCEM TPeOOBAaHUSIM HOPMATUBHOM TOKYMEHTAILIMU U APYTUM KPUTEPHUSM KauecTBa.

Jlis TpoW3BEIEHHON cepuu TOTOBOM MPOAYKIUS JOJDKEH OBITh MpOM3BENeH 0030p Bcex
MIPOTOKOJIOB, OTHOCAIIMXCS K IPOU3BOJACTBY M KOHTPOMIO KadecTBa. JItOOble OTKIOHEHHS OT
TEXHOJIOTUYECKOI0 PErJIaMeHTa MPOM3BOACTBA U HECOOTBETCTBHSI KauecTBa MPOAYKLUUU TPeOOBaHUIM
cneun(uKanuii TOMKHBI OBITH TINATENBHO pPACCIENOBaHBl, a MX HPUYUHBI YCTAHOBJICHBHI.
PaccnenoBanue [OMKHO, NMpH HEOOXOOMMOCTH, PACHPOCTPAHATHCS HA OCTAJIbHBIE CEPUU ATOH
IPOAYKIMM M JIpPYrM€ HauMEHOBAaHMs JIEKAPCTBEHHBIX CPEACTB, KA4ECTBO KOTOPBIX MOYKET HMETH
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aHAJIOTUYHBIC OTKJIOHEHHs OT TpeOdyeMbIx HopMmaTHBOB. [lociie 0030pa MPOTOKOJIIOB CEpUr TOTOBOM
MPOYKIIMH JTOJDKEH OBITH COCTAaBJICH MPOTOKOJI, BKJIFOYAIONINI B ceOsl 3aKitoueHre (BBIBOMBI) U, TIPH
HE00XO0AMMOCTH, ONIMCAHUE MOCIEAYIOIUX JeHCTBUH.

B OTK nomxkHO IPOBOAUTHCA U3YYEHUE KaueCcTBa FOTOBOM MPOAYKIUH B T€X BUIAX YIIaKOBKH,
B KOTOPBIX OHAa IIOCTABIISIETCS MOTPEOWTENIO, B TMPOIECCE XPAaHEHUS C IENbI0 HM3YYCHHUS UX
crabunbHOCTU. Ha ocHOBanuu pe3ynpraToB 3TuX uccienoBanuii OTK ycTanaBnmBaeT Cpoku rogHOCTH
JIEKApPCTBEHHBIX CPEJICTB M YCJOBHUS UX XPAHEHUS C BHECEHHUEM HTUX JAHHBIX B YCTAaHOBJICHHOM
MOPSIIKE B COOTBETCTBYIOIIYIO HOPMaTUBHYIO IokyMeHTaluo (BOC, OC).

JlommyckaeTcsi mpoBeieHne paboT MO U3YYCHUIO CPOKOB TOJHOCTH B IICHTPAIBHOM JIa0opaTOpU
npennpusaTus, koropas He BxoauT B coctaB OTK, mpu yTBepKIeHHH pe3ylbTaTOB HCIBITAHUN
HayanbHuKOM OTK.

CTabWIbHOCTD JEKAapPCTBEHHBIX CPEACTB HEOOXOIUMO H3y4aTh Ha OCHOBAHHH YTBEP)KIECHHOM
MPOrpaMMBbI, KOTOpasi JOHKHA BKIIFOYATh CIICTYIONIYI0 HHPOPMAITHIO:

- IOJIHOE OIKCAaHUE UCCIIEAYEMOTO JIEKAPCTBEHHOT'O CPEJICTBA;

- TIOJIHOE OMNKCAHME BCEX NapaMeTpPOB U METOJOB HMX HCHBITAHHM, KOTOPBIE IO3BOJISIOT
noyiydate MHGOpPMAIMI0O O CBOMCTBaxX IMpemnapata (KauecTBEHHas HACHTU(DUKAIMS, COJEp:KaHue
JICKaPCTBCHHBIX BEIIECTB, YWCTOTA, (U3MUYSCKUE XAPAKTEPUCTUKH H Jp.) W JTOKyMEHTaJIbHOE
JI0Ka3aTeNIbCTBO TOTO, YTO C UX MOMOIIBIO MOXHO OLIEHUTh €ro CTaOUIbHOCTH;

- TpeOOBaHUSI OTHOCHTEIHFHO HEOOXOIUMOTO IS UCCIICIOBAHMS KOJUYECTBA cepuil (He MeHee
5) ¥ KonM4ecTBa 00pa3loB KAXKAOW CEpPUU JIEKAPCTBEHHOTO CPE/CTBA,

- CX€Ma UCIBITAHUI KaKJIOTr0 Mpenapara;

- CHOeUMadbHBIE YCIOBUS XPAHEHUS, MPU BO3MOXHOCTH U HEOOXOAMMOCTH, MOTYT
WCIIOJIb30BATHCS YCIIOBUS XPAHEHUsS, MPEIIOJIaraloliue IapajjieIbHOe HW3Yy4eHHE CTaOMIIbHOCTH
METOJIOM YCKOPEHHOTO CTapeHHUS;

- CBeZICHUs 00 aJIeKBaTHOCTH YCIIOBHIA XpaHEHUs 0TOOpPaHHBIX MPo0;

- 0000111eH1Ee Pe3yIbTATOB UCIIBITAHUH (B TaOIHIIAX ), UX OLEHKA U BHIBOJIBI.

CtaOunpHOCTh MperapaTa JIOJDKHA OBITh YCTAHOBIICGHA TEped Pa3pelieHHUEM KIMHUYECKUX
UCIBITAHUHN JIEKAPCTBEHHOTO CPECTBa, nepea yreepxkaeHuemM BOC B dapmakoneitHoM komurere (10
MOCTYIJIEHUs TIpenapara B MPOAaxy), a TakkKe MpU JIOOBIX CYIIECTBEHHBIX HW3MEHEHUSX B
TEXHOJIOTHYECKOM Tpoliecce, 000pyA0BaHNUH, YIIAKOBOYHBIX MaTepHalaX, yCIOBUSIX XpaHEHUS U T.1.

TPEBOBAHUM S K KOHTPOJIIO KAYECTBA
[IpuHIUIIBL

KonTponp kauecTBa BKIIOUaeT pabOTHI, KOTOpPHIE CBSI3aHBI ¢ OTOOpPOM MpoO, HOPMATHUBHOM
HOKYMCHTaHHeﬁ (CHGHI/I(bI/IKaHI/IS{MI/I) U UCIBITAHUAMHU, a4 TAKXKE C MCTOAMKAMHU OpraHu3aln 3THUX
paboT, uX [JOKYMEHTHpPOBaHHMEM W BblIayeii B YCTAaHOBICHHOM TOPSAIOKE pPa3pelIeHHH,
rapaHTUPYIOIIHX, YTO BCE H€O6XOI[I/IMI>I€ COOTBECTCTBYIOIINE UCIIBITAHUA HCﬁCTBHTCHBHO IMPOBCACHBI U
YTO HCXOJHOE ChIpb€, MaTepHalbl, HOJYNPOAYKTHl U MPOMEXKYTOUHAS MPOAYKIHS HE pa3peruaroTcs
AJId HUCIIOJIB30OBAHHA, a4 IOTOBAas MPOAYKIHUA HE AOIYCKACTCA K pCaiM3alvi O TCX IOpP, IMOKa HX
KauecTBO He OyJeT MPU3HAHO YIOBIETBOPUTEIHHBIM. KOHTpOIH KadyecTBa HE ClIeyeT OTpaHHYMBAThH
TONBKO JTA0OPATOPHBIMU HCCIICIOBAHUSIMHU; HEOOXOIMMO, YTOOBI OH OBUT CBSI3aH CO BCEMU
MpoLIeIypamMy TIPH BHIHECEHUH PEIIEHUI KacaTeabHO KadecTBa MpoAyKiuu. OCHOBHBIM TpeOOBaHHUEM
K KOHTPOJTIO KaueCTBa SBJISIETCS €r0 HE3aBUCUMOCTH OT IMPOU3BO/ICTBA.

OO6mue TpeboBaHUA
Ka>1<)10e NpeaAnpuATUEC, KOTOPOMY BbLIAACTCA JIMOCH3HMA Ha IIPOU3BOJACTBO U OIITOBYIO
peanu3anuio JIEKapCTBEHHBIX CPEACTB, 00s3aHO HUMETh OTAen TexHudeckoro koHTposs (OTK),

KOTOPBIM JTOJKEH OBITh HE3aBUCUM OT JAPYIUX CTPYKTYpPHBIX mojapasfeneHuil. Heo6xoanmo, 4ToOs
HavanbHUK OTK umen cooTBeTcTBYIOMYIO KBaTH(pUKAIUIO U onbIT padoTel. B coctape OTK nomkHbI
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HAaXOJUTHhCS OJIHA WM HECKOJbKO HCIBITaTEIbHBIX (KOHTPOJIBHBIX) naboparopuii. PykoBoACTBO
MPEANPUITHS 00513aHO BBIJICIATH JOCTAaTOYHBIC CPEACTBA, KOTOPBIE MOTYT 00ectiednTh 3G (HEeKTUBHOE 1
HaJIC’KHOE BBIIOJTHEHUE BCEX MEPONPUSATUHN IO KOHTPOJIIO KauecTBa.

OcnoBuo#t 3amaderi OTK momkHO OBITH NMPENOTBpAIEHHWE MPOW3BOJACTBA W/WIU IOCTABKH
NOTPEOUTENI0 HEKAUECTBEHHOM IOTOBOM MPOIYKIINH.

OTK B 1emom uMeeT U Ipyrue 3a7a4du, CBA3aHHBIC C pa3pabOTKON, BaMAllMe U BHEAPECHUEM
BCEX METOJUK KOHTPOJS KayecTBa, XPANCHHEM M HCIBITAHUSIMH KOHTPOJILHBIX 0Opa3lloB MCXOHOTO
CBIPbSI, MAaTE€pUAJIOB, MOJYIPOIYKTOB, MPOMEKYTOYHOH W TOTOBOW MPOAYKIIMH, KOHTPOJEM 3a
HaJyIeKalled MapKUPOBKOW M CPOKaMH TOJAHOCTU MPOAYKIIHMH, a TAKKE C YYACTHEM B PACCMOTPEHUHU
peKJIaMaliii, CBS3aHHBIX C KayeCTBOM IMPOAYKIWH, W T.A. Bce 3T MeponpusaTrus HaJICKUAT
BBITIOJIHSITH B COOTBETCTBUM CO CTAHJIAPTHBIMU PaOOUYMMHM METOJMKAMHU WM MPOU3BOICTBEHHBIMHU
WHCTPYKIUSMH; PE3YyIbTaThl pa0d0T, IPH HEOOXOIUMOCTH, JTOHKHBI TPOTOKOJIUPOBATHCS.

[Ipn oreHke TOTOBOM TPOAYKIHH HEOOXOMUMBI YUYUTHIBATH BCE (DAKTOPBI, KOTOPHIC
CYIIECTBEHHBI I €€ KadecTBa: YCJIOBHUS NPOU3BOACTBA, PE3YIbTaThl KOHTPOJS B TpObIECCE
MIPOM3BOJICTBA, 0030p MPOU3BOJCTBEHHOW JOKYMEHTAIlMM (B T.4. JOKYMEHTAIlUW, CBSI3aHHOW C
YIIAaKOBKOM), COOTBETCTBHE MCXOJIHOTO ChIPbsi, MaTEpHUajoB, MOJYMIPOAYKTOB, MPOMEKYTOUHOU H
TOTOBOM TMPOJYKIIUU TPEeOOBAHHUSIM HOPMATHBHOW JOKYMEHTAluHu (crienu@uKamnmii), BKIOYas
TpeOOBaHUS K yIIaKOBKE M MAPKHUPOBKE.

[Tepconan OTK gomken UMeTh MpaBo JOCTYIA B IPOU3BOJACTBEHHBIC U CKJIAJICKUE TTOMEIICHUS
JUTsl 0TOOpa MPo0 M MPOBEICHMS UCTIBITAHHA.

METOJUYECKHUE YKA3AHUA IS CAMOIIOAI'OTOBKH
CamocrosiTenbHas NOArOTOBKA K | 3aHsATHIO

[{enu caMOMOATOTOBKU

1. VYmerp 00OOCHOBBIBaTH B3aMMOCBSI3b MEXJY BBIOOPOM pallMOHAIBHON JIEKApCTBEHHOM
(GOpMBI U XUMHUYECKOHN CTPYKTYpOH, pu3ndeckumMu, (HU3NKO-XUMUIECKIMH, XUMUYECKUMU
1 (apMaKoJIOTHYECKUMHU CBOMCTBAMU JIEKAPCTBEHHBIX BEIIECTB

2. YMeTb XapakTepu30BaTh 3HAUEHHE KaXKJIOTr0 IMOKa3aTes, BKIIOUYEHHOro B OOIIME CTaThU
I'd Xl («Tabnetkm», «paxke», «['panynbly, «JlekapcTBeHHBIE (OPMBI ISl UHBEKIIUI,
«Mazu», «Cynmno3uTopumn») B OLEHKE KauyecTBa JIEKAPCTBEHHBIX (POPM MPOMBINIIIEHHOTO
MIPOU3BO/JICTBA.

3. YMeTb 000CHOBBIBATH BHIOOP METOJIOB aHAIH3a, AaHATUTHUECKUX MPUEMOB, TPUHSITHIX IS
JIEKapCTBEHHbIX (OpPM, B 3aBUCUMOCTH OT HX COCTaBa U JIO3UPOBKH OTJIEJIbHBIX
UHTPEUEHTOB B CPAaBHEHHUU C METOAAMH, MPHUHATHIMHU IS 3TUX >K€ WHAWBHIYaTbHBIX
JIEKapCTBEHHBIX BEILIECTB

4. YMeTb NMpOTHO3MPOBATH BO3MOKHBIE M3MEHEHMs IOKa3zaTellell KauecTBa JIEKapCTBEHHBIX
(opM NPOMBIIUIEHHOTO IPOU3BOJCTBA MOJ BIUSHHUEM (AKTOPOB BHEIIHEW Cpelbl B
3aBUCHUMOCTH OT CBOMCTB BXOJSILMX HHIPEJIUEHTOB U ONPEAEIATD YCIOBHS XPAHEHUS.

5. OOocHOBaTh aHalIM3 KayeCTBa KOHKPETHBIX JIEKAPCTBEHHBIX (OPM B COOTBETCTBUHU C
WHUBUAYAIBHBIM 33IaHUEM TIpeTojaBaTes.

3aZ[aHI/I}I JJIs1 CaMOIIOATOTOBKH K | 3aHsgTHIO

1. TlpuBenurte npuMepsl JEKapCTBEHHBIX BELIECTB, KOTOPbIE HauOoJee YacTo MPUMEHSIOTCS B
BUJIC Ta0JIETOK, a TaK)Ke NMPUMEPHI JICKAPCTBEHHBIX BEIIECTB, HE MPHUMEHSIEMBIX B BHUJIC
tabnetok. Jlaiite 00ocHOBaHME BbIOOpa JIEKApCTBEHHON (OPMBI.

2. TlpuBemuTe MpUMeEpHl PA3TUYHBIX TPYII JIEKAPCTBEHHBIX BEIECTB, IPUMEHSIEMBIX B BHJIE
JIEKapCTBEHHBIX (YOPM JIJIsl UHBEKIMIA U 000CHYIHTE BHIOOP JIEKAPCTBEHHOM (HOPMBI.

3. Kakwue moka3zarenu kauecTBa, IpeaycMOTpeHHbIe 00muMu ctaThsimu [' D X 1.2
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MoHO paccMaTpuBaTh KaK OTHOCUTEIBHYIO XapaKTEPUCTHKY YHUCTOTHI a) JJis TaOJleTOK,
0) 111 JIEKapCTBEHHBIX (DOPM JIJT1 MHBEKITHH.

OOBbsicHHUTE 3HAYCHHE PACIIaITaeMOCTH TAOJIETOK B OOIIEM KOMIUICKCE HCIIBITAHHI KauecTBa
Kakue wucnbiTaHus, NPUHATBIE B OOMMX M 4YacTHBIX craThsax ['® X, rapantupyror
COOTBETCTBHE JIO3UPOBKH JIEKAPCTBEHHOTO BelecTBa TpedoBanusiMm HJJ

ok~

[TpakTruyeckas padora Ha 1 1 2 71a00pPATOPHBIX 3aHATHIX

Kaxnplif CcTyJeHT NpOBOIUT OICHKY KadecTBa JIEKaPCTBEHHBIX (POPM B COOTBETCTBHH C
WH/IMBUIYaTbHBIM 33/IaHHEM [IPEIIOo1aBaTelIs.

Ha I srame paGoTel HEOOXOIUMO JaTh MUCBMEHHOE OOOCHOBAHME COCTaBa JIEKAPCTBEHHOU
(GopMbI, BHIOOpa METOZOB aHAIN3a KAXKIOr0 MHIPEIMCHTA, BO3MOXKHBIX W3MECHEHUH IPH XPaHCHHH,
HalmucaTb YpaBHCHUA XUMHUYICCKUX peaKHHﬁ.

Ha II srame paGoThl MPOBECTH aHAIN3 KayecTBa JICKAPCTBEHHOW (OPMBI B COOTBETCTBHU C
tpeboBanusmu HJI, odopmisisi mpoTOKONI MO XOIy aHaiu3a, CIeNaTh 3aKIOYEHHE O COOTBETCTBHUHU
KayecTBa JIaHHOI JIeKapCTBeHHOH (hopMbl TpeboBanusiM HJI.

ITo oxoHuanuu pa60TI>I noABOAATCA HUTOIM H O6CY)KI[aIOTC$I BO3HUKIINE B XOJC pa6OTI)I
BOIIPOCHI.

Pabora 3aunThIBaeTCs 1MOCIIE HHANBUIYAIBHOTO COOSCETOBAHUS C ITPEIOIaBaATEIIEM.

AHaJM3 TBepAbIX JIEKAPCTBEHHBIX (hopM
Ta0JieTkn TepnUHIUAPAaTAa U HATPpUSA ruapokapoéonara no 0,25 r

CocraB Ha 01HY Ta0JIETKY:

Tepnunrunpara — 0,25 ¢

Harpus rugpoxap6onara — 0,25 r

BcenomoraTenbHbBIX BEMIECTB — A0 MONyueHus: TabaeTku (Kpaxma, Tajibk) Maccoi 0,6 T

Jns uaeHTU(UKAUM ¥ KOJIWYECTBEHHOT'O ONpEeAETeHHUS HWHIPEIUCHTOB MPOBOJIAT UX
pazaeneHue ¢ nomouso 95 % cnupra, B KOTOPOM PacTBOPSIETCS] TEPIUHTHUAPAT U HE PacCTBOPSETCS
HaTpusi rujapokapOoHar. Ilocne QuubTpoBaHus B (uUIbTpaTe OTKPBHIBAIOT TEPHUHTUAPAT IO
o0pa30BaHMIO TepIUHEOsa (C KOHIEHTPUPOBAHHON KHMCIOTON CEpHOM) M IBETHOM peakluu C Keje3a
(III) xnopupoM. KonmuecTBeHHOE oOMNpeneneHne TEePNUHIHApaTa IMPOBOAAT T'PaBUMETPHUECKUM
METOJIOM: (UIbTPAT, MOJTYYEHHbIN Hocae 00pabOTKH MOPOIIKa pacTepThiX TadneTok 95 % cnupTom,
BBINIAPUBAIOT JOCYXa IIPHU TeMIieparype 0kosio 60°C 1 BBICYIIMBAIOT B 3KCUKATOPE.

Octatok Ha QuUIbTpE COAEPKUT HaTpusi ruapokapoonat. [locie pacTBOpeHMsI ero B BOAE
OTKPBIBAIOT T'MJIPOKAPOOHAT IO BBIJCIECHUIO MYy3bIPHKOB ra3a (AMOKCHJI yIiepoja) M HaTpus — IO
OKpAlIMBAaHUIO IIJJAMEHM TOpeNKM B KeaTbli 1Ber. KoiauuecTBeHHOE oOlpeneieHre HaTpus
ruJIpoKkapOOHaTa MPOBOJAT METOIOM HEUTpaIM3alMU [10CIE PACTBOPEHUS B BOJIE OCTaTKa Ha (QUIbTpe
U B KoJIO€.

[Mommuunocts. 0,1r nmopomka pacTepThIX TabJIETOK pacTBOPSAIOT Ipu HarpeBaHuu B 10 mit 95 %
cnupra u Quibtpytor. K 5 wmn ropsyero ¢uiabTpata mnpuOaBISIOT HECKOJIbKO —Karlelb
KOHILEHTPUPOBAHHON KHCJIOTHl CEPHOM; JKUAKOCTb MYTHEET, M OLIYLIAETCsl apoMaTHBIA 3amax
TepruHeoa (TePIUHTUAPAT).

OcraBmmiics ¢GuiabTpaT nomeniaror B (apdopoByro yamky, npubasisior 5 kamenb 3 %
cnupToBOTro pactBopa xene3a (III) xmopuna u 0CTOPOKHO BBHIIAPUBAIOT J0CYXA; B PA3IMYHBIX MECTaX
YalIKd OJHOBPEMEHHO MOSABISETCS KapMUHHO-KpacHoe, (huoyieToBoe M 3eleHoe okpammBanue. OT
npuOaBIeHUs K OXJAKICHHOMY OCTaTky O€H305la TOCIEAHUNA OKpAallMBaeTcsi B CHHHUHA IBET
(TuapokcuibHas rpymnmna).

OcraTok Ha ¢GuIbTpaTe PacTBOPSIOT B 1 — 2 MJI IUCTWIUTMPOBAHHOW BOABL. DPUIBTpAT TaeT
XapakTepHyro peakuuio A Ha rugpokapOonatsl (I'® XI).
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IIpenapat naet xapakrepHyto peakuuto b Ha Harpuit (I'® XI).

KomnuectBennoe onpenenenue. Okono 0,3 T (TouHas HaBeCKa) MOPOIIKA PACTEPTHIX TaOJIETOK
pactBopsitoT B 20 ma 95 % criupra B KOHMUECKOH Konde U punbTpyroT. 10 Mi guimbsTpaTa nepeHocsT
MUATIETKOM B OIOKC, COHMPT HCHApsOT Ha BOAsHOM Oane (Temrepatypa okono 60°C). Ocratok
BBICYIIIMBAIOT B SKCHUKATOPE JI0 MOCTOSTHHON MacCCHI.

Conepsxkanue TepnuHTHApaTa 10KHO ObITh 0,237-0,262 1, cunTast Ha CPEAHIOI MacCy OJHOM
TabJIEeTKH.

OcraTok B K0JIO€ ¥ Ha (PHIIBTPE PACTBOPSIOT B 25 MJI CBEKECIIPOKHUIITYCHHON U OXJIAXKICHHOM
Boabl u TuTtpytoT 0,1 H. pacTBOpoM KHCIOTHI XJIOPOBOJOPOAHON (MHIMKATOP — METUIIOBBII
OpaHKEBBIN).

1 mn O0,1H pactBopa kuCIOTHI XJopoBogopoaHou cooTrBercTtByeT 0,00840 1 HaTpus
rUApOKapOoOHaTa, KOTOPOTro MOJDKHO ObITh 0,237 — 0,262 T, cuMTas Ha CPEIHIOID MacCcy OJIHOH
Ta0JIeTKH

Tabnemku ackopouno60il Kuciomel ¢ 2110K0301

AckopOunoBo# kucioTel — 0,1 T
I'mroxko3e1 — 0,5 T

MopnuuHOoCTh. AckopOuHoBasi kuciora. . 0,05-0,1 rp mopomika pactBopsitor B 1-2 Mi1 BOABI,
n00aBIAIOT 1-2 KAl aMMHAa4HOTO pacTBOpa HUTpaTa cepedpa, BBINAIAeT YSPHBINA 0CAIOK.

HO OH 0 0
H + 2 AgNO H + 2 Ag\L + 3 HNOg
3 NH,
0 0
HO— CH HO — CH
CH,, OH CH,, O

I'nwko3a. 0,05-0,1 rp. moporka pacTBOpsIOT B 1-2 Mi1 BOABI, 100aBIAIOT 2-3 Karld NEprUIpois U
CTOJIBKO K€ pacTBOpa aMMHMaKa, KUMIATAT 2-3 MUHYTHI. [locie oxnaxaenus 1o0aBisatoT 1 Mil. peakTuBa
@denuHra u onsTh HarpeBaroT. [losgBisieTca oca oKk KUPIUYHO-KPACHOIO 1[BETA.

AHaJIN3 HHBEKIHOHHBIX JIeKAPCTBEHHBIX Gopm

Pacmeop kucnomor nuxomunoeoii 1 % onsa unvexyuii

Cocras:

Kucmorsl HukoTHHOBOM - 10 T

Hatpus ruapokap6onara - 7t

Bonap! mist uabexnuii - 1o 1 1

[Ipenapat npencraBiaseT co00i MPO3pAvYHYIO OECIIBETHYIO KUIKOCTD.

1. Jns wuaeHTHUPUKAUHMU HCIONB3YIOT peakmui o0pa3oBaHHWsS CHUHEro oOcajka
HUKOTHHATa MEJIU

0Caa0K CHMHErC UBeTa
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2. YO-criekTpohoTOMETpHS
KonndecTBeHHOE ompeneneHne mpoBoauTcs wMeroaom Y ®D- cmnektpodoromerpuu ¢

UCIIOJIb30BaHUEM pabouero cTaHgapTHOTro o0pasiia KUCIOTH HUKOTHHOBOM.

[Mognmuunocts. K 3 Mi1 Temnoro pactBopa mpemnaparta mpuOaBisioT 1 Ml pacTBopa Meau
cynbdara; BeIMaAaeT 0CAJT0K CHHETO I[BeTa (HUKOTHHOBAS KUCIIOTA).

Yaerpaduonerossiii cnektp 0,001 % pacTtBopa, TPUTOTOBJICHHOTO MJisi KOJWYECTBEHHOTO
omnpenaeneHusd, npu airHe BoyH oT 230 1o 300 HM UMeeT MaKCUMYM MOTJIONICHUS TIPU JJIMHE BOJIH
261 uM.

pH. Ot 5,0 no 7,0 (morenuuomerpuyecku; ['® Xl, Boim. 1, c. 113).

KonuuectBeHHoe omnpeneneHue. | M mpemapara MOMENIalOT B MEpPHYIO KOOy
BMecTMOCThIO 100 Mit, 1oBOIsAT 00BheM pacTBopa 0,|H pacTBOPOM KHUCIOTHI XJIOPOBOJIOPOIHON 0
METKM U mepememuBaioT. 10 MJI MOIXY4EeHHOrOo pacTBOpa IMEPEHOCAT B MEPHYI KOJIOy
BMecTUMOCTBI0 100 My, goBoasT o0beM pactBopa 0,1H. pacTBOPOM KHUCIOTHI XJIOPOBOAOPOIHOM /10
METKH, IIEPEMECIINBAIOT U U3MEPSAIOT ONMTUYCCKYIO MIOTHOCTh Ha CHEKTPO(HOTOMETPE IPH JTHHE
BOJIHBI 261 HM B KIOBETE C TOJIIIUHOHN cj1ogd 10 Mm.

[TapaninenbHO HM3MEPSIOT ONTHYECKYI0 IUIOTHOCTH pacTBOpa pabodero CTaHJIapTHOTO
obpasua (PCO) HUKOTHHOBOU KUCIIOTBHI.

B xauectBe pacTBOpa cpaBHEHHS UCIOIL3YIOT 0,1H H. paCTBOP KUCIOTHI XJIOPOBOAOPOTHOM.

ConepkaHue KHCIOThI HMKOTHHOBOW B 1 MJ mpemapara B rpammax (X) BBIYHCISIOT I10

dbopmyre:

+ D,*0,00001+100+100 _ p, +0.01
D, *1%10 - D,

rae Dj - onTudeckast IIOTHOCTh UCHBITYEMOr0 pacTBopa; DO - ontuueckas

mI0THOCTH pactBopa PCO;
Conepxanne CoHsNO; (kucinotsl HUKOTHHOBOW) B 1 Mur ipenapara jaomkHO ObiTh oT 0,0097
1o 0,0103 1.

[Ipumeuanue. Ilpurotosnenue pactBopa PCO kucnorsl HukotuHOBOM: 0,1000 r (TOuHast
HaBeCKa) KUCIOThl HUKOTUHOBON (DPC 42-2357-85) pacrBopsitor B 0,1H. pacTBOpe KHCIOTHI
XJIOPOBOJIOPOJIHON B MepHOM Konbe BmectuMocThio 100 M u goBomar oOobem pactBopa 0,1H.
pacTBOpPOM KHCIIOTHI XJIOPOBOJOPOAHON 10 METKH. | MJI TOJYy4EeHHOTO pacTBOpa IMEPEHOCST
NUMETKONH B MepHYyI0 Kos0y BMecTuMocTbio 100 mi, noBoastr oobem pactBopa 0,1H. pacTBOpoM
KHUCJIOTHI XJIOPOBOJOPOJHOM J10 METKHM W MepememuBaroT. 1 M mosydeHHoro pacrBopa PCO
coaepxkut 0,00001 r KUCITOTHI HUKOTUHOBOIA.

PacTBOp ronen B TeueHue 3 cyr.

10% pacmeop uzonuazuda 011 uHvEeKYUI

Cocras: c =0
M3onmasmma - 100 T “NH— NH,
Bomw! mirg masekimin — mo 1 71 Z

N

Buemnue npusnaku. [Ipo3padnas, 6ecrBeTHas ®KHUIKOCTh Oe3 3amaxa.
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HopnuunocTs. a) K 1 M pactBopa noGammsior 4 M BOIBI M 5 Kamenb cyinbdara Meaw,
BBIJIETISIETCSl OCaI0K T'OIyOOro I[BeTa, MpH BCTPSIXMBAHUM PACTBOP TAKXKE OKpAIIMBAETCS B royyooi
uBet. [Ipu HarpeBanuu cmecu 10 55+2°C 1Ber pacTBopa U OCajJKa MEPEXOJUT B CBETIIO-3€JICHBIN U
BBIICTISIIOTCS MY3BIPBKU (TUIIPA3UH).

Chavana oOpasyercs MeAHas COJIb H30HHMa3unpa (Tomy0oro mBera), 3aTeM IPOUCXOAUT
TUAPOJIN3 M OKUCIEHUE THAPA3HHa, IIPU 5TOM LBET PACTBOPA MEHAETCA C TOJyOOro Ha M3yMpPYIHO-

|OH _ 0 _
0 C —N—NH |
0
Cuso t
o - 4 — Cu2+
| ——= | ] Tmpe | -
NN N ~
N N N
2
COOH
{9 = ¢
—= + NZT + Cu,0
NN
N

3eJICHBIN A0 APKO-IKCITOIO.

6) k 0,1 mn mpemapaTa 106aBIAIOT 2 MJI BOJBI M 1 MJI aMMHAa4YHOTO pacTBOpa HUTpaTa cepedpa,
MOSIBJISIETCS.  OCAQJIOK CEpPOro I[Be€Ta, Ha CTEHKaxX MpOOUPKU oOpasyeTcss «cepeOpsHOEe 3epKajio»
(runpasuH)

0

C COCH

\ —
NH NH2
| + 4 Ag(NH3)2:|NO3+ Hy0  — + 4Ag + 4NH3T+ NH,NO 5+ NZT

N KYyMyll HUTPATHUHT "KyMyll KysTy'" peaxumusicu
aMMUAKIM SPUTMacK

KonuyecTBennblii anaaus npooautcs Y@ crnekrpodoromeTpreit Ipu JIMHE BOJIHBI 259 HM

Komounuposanuwiii pacmeop 011 unveKyuil
Hosoxkauna - 0,05
Peszopruna — 0,1
Bopuoii kucnoter — 0,2
Boxap! nj1s1 HHBEKIUN
IloaJIMHHOCTD:
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1. Hoeokaun u pezopyun. K 5 xamisam pactBopa A00aBISIOT 2-3 KarIi pa3BeCHHOMN COSHOM
KUCIOTHI U 1% pacTBOpa HUTpUTA HATPUs, 3aTeM 100aBis0T 10 Kanenb pacTBopa rUAPOKCUIA HATPUS,
MOSIBJISIETCSA KPACHO-MAJIMHOBOE OKpAIIBaHUE.

NH 5 + N=N
NaNO,
HC1 HC1l _ _ =
c1
CoHg /C2%s
OT=C——O—CHy —H,CT N OT=C——O—CHy —H,CT N
CoHg C2fg
OH
N=N ONa
NaOH
C2Hg

0==C——0—CHz;—H,CTN{
CoHg
MajMHaA-KUBMUII PAaHIVIM asobyéxk xocuin 6Bynanm
o0pa3zyeTcst KpaCHO-MaJIMHOBOE a30COEINHEHNE
2. bopnaa kucnoma. 5-6 kamenb pacTBOpa HCHApsIOT Ha BOAAHON Oane. K cyxomy ocratky
nobassitor 1-2 mn 95% cnupra m nmomkuraior. Kpas cnuproBoro pactBopa TOpST 3€JI€HBIM
IUTAMEHEM.

: ; OC Hg
i HO—CHg  gu,so,
| sesmmsssss s <« 2 - B — ocC 2H5
B—OH + HO—C,H -3H, O
‘l Sessssesesnesesneresnresnnnsennd 2 5 2 Oc2H5
OH HO— C,Hg
3. Xnopuo-uon.
HNO
. 3
- —
Ag" +Cl AgCl

OeJIbId 0CagoK
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