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Jlexnus 1

locynapcTBeHHble NPUHOUNBI W TOJIOKEHHUS], PerJaMeHTHPYKOIIHEe KayecTBO
JekapcTBeHHbIX cpeacTB B PecnyOiinke Kazaxcran. KoHTposibHO-pa3pemuTe/JbHAsi CHCTEMAa B
Pecnybauke Ka3zaxcran

Heab: chopMupoBaTh y CTyJCHTOB 3HAHHUS O TOCYJAPCTBEHHBIX MPUHIUIIAX M TOJOKEHUSX,
PETJIAaMEHTHPYIOUIMX Ka4eCTBO JIEKAPCTBEHHBIX CPEACTB, KOHTPOJILHO-PA3PELIMTENFHON CHUCTEME B
Pecny6sinke Kazaxcran.

Te3ucsl Jekuuu
IInan:
e [ocymapcTBeHHBIE IPUHLMIBI W IIOJIOXKCHHS, PErVIAMEHTUPYIOLIME  KadeCTBO
JIeKapCTBEHHBIX cpecTB B Pecmybnuke Kazaxcran
e Crpykrypa 1 (yHKIIMHA KOHTPOIBHO-PA3PEIIUTEIHHON CUCTEMBI
e Komurer dapmammun M3 PK, ocHoBHbie 3amaun Komurera, crpykrypa Komurera
¢dapmaruu M3 PK
o Oynkuuu Komurera ¢papmanun M3 PK
e Pecny06nukaHckoe rocyjapcTBeHHOE npennpusitue «HannoHanbHbIH HEHTP SKCIEPTH3HI
JIEKapCTBEHHBIX CPEACTB, M3ACIUN MEAMIMHCKOIO Ha3HAYEHUS U MEIUIMHCKOU
texuukn» (HIDJIC) M3 PK, ocHOBHbIE HanpaBJIeHUs AEATEIbHOCTH, CTPYKTypa
e dapmaxosiornuyeckuii HeHTp U PapMaKONEHHbIN HEHTP, CTPYKTYPa, LEIH, 3a4a4u

Cmpykmypa u QpyHKyuu KOHmMpoaAbHO-PA3PEULUMENLHOU CUCTEMbL

KoHTponbHO-pa3zpemuTenbHas CUCTEMa OXBAaThIBAET BCE ATallbl OOpaIleHHUs M KOHTPOJIS
kauectBa JIC oOT co3gaHusi O peanu3aluy, BKJIKOYas CTaJuM pa3pabOTKH, NOKIMHUYECKUX H
KIMHUYecKuX uccienoBanuil JIC, mpou3BOACTBA M 3KCTEMIIOPAIBLHOIO HM3TOTOBJIEHHUS, pa3paboTKy
HOPMAaTUBHOM JOKYMEHTAallu¥, IPEeAyCMaTPUBAIOIIYI0 YIAKOBKY, MAapKHUPOBKY M XpaHEHHE,
TPaHCIOPTUPOBKY, a TaKXXe cepTUUKALHIO, peanu3anuto u umnopt JIC.

[ToctanoBnenuem [lpaBurenscrBa Pecrybnuku Kazaxcran ot 29 oktsa0ps 2004 roma N 1124
co3nan Komuter ¢papmarniun Munncrepcrsa 3apaBooxpanenus Pecyonuku KazaxcraH.

Komurer ¢dapmannun MunncTepcTBa 31apaBooxpaHeHus PecryOnuku Kaszaxcran — siBrsieTcs
BeZIOMCTBOM MuHucTepcTBa 3apaBooxpaHenus PecnyOmuku KazaxcraH, OCyIIECTBISIOUIMM B
npenenax KOMIETeHIMHM MuHHUcTepcTBa 31apaBooxpaHeHus PecnyOmmkm KaszaxcTan KOHTpPOJIBHO-
Ha/130pHbIE U PeaTn3allMOHHbIE (YHKIINH, a TAK)KE MEXKOTPACIIEBYIO KOOPAMHALIUIO B chepe oOparieHns
JIEKapCTBEHHBIX CPEJICTB.

OcHoBHBIMU 3a1auaMu KomuTeTa sSBISIOTCS peanu3alys TocyIapCTBEHHOM MONIUTUKHU B cepe
oOpaleHus: JIeKapCTBEHHBIX CPEJICTB, oOecreueHne 0e30macHOCTH, 3(PQPEeKTUBHOCTH M KadecTBa
JIEKapCTBEHHBIX CPEACTB (BKJIHOYAsi MEAMIIMHCKYIO TEXHUKY U W3JEIHsI MEIUIMHCKOIO Ha3HAYEHUs),
UCIOJIb30BAHUE IOCTHIKEHUH HAayKH, TEXHUKU 1 MUPOBOTO OIbITa B chepe oOpalieHus JeKapCTBEHHbIX
CPEJICTB.

B crpykrypy Komurera ¢apmamun MuHucTtepcTBa  31paBooxpaHeHHs  PecryOnmku
Ka3zaxctan BXOJAT: ympaBiieHHE (apMalleBTUYECKOIO KOHTPOJIS, COCTOAIIEEe M3 OTHesIa KOHTPOJISA U
Haj30pa 3a (apMaleBTHUECKOM JesITeNbHOCThIO W OTAeNa KOHTposisi Hajx kadectBom JIC;
OpPraHM3allMOHHO- AHAJIMTHYECKOE YIIPABICHUE, MMCIOIIEE CBOAHO-aHAIMTUYECKUM OTAENT U OTACI
MOHHUTOpHHTa ucnoib3oBanus JIC. KomureT B cBoel CTpYKType UMEET TeppUTOpUaIbHbIE Opranbl — 16
yIpaBJIeHUH (apMaIieBTHIECKOro KOHTPOJIS 1Mo obaacTsMu ropoaam Pecnybmuku Kaszaxcras.
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Komurer B COOTBETCTBHM C 3aKoHOJAareldbcTBOM PecmyOmuku Kazaxcran ocyIecTBiisierT:
KOHTPOJIbHO-HA/130pHbIe (DYHKIIUU 32 peaiun3alieil rocyapCTBEHHOM MOJUTUKU B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB I10:

» o0ecrnieueHuI0 KOHTPOJIs 3a 0e30MacHOCThIO, YPPEKTUBHOCTHIO U KaYECTBOM JIEKAPCTBEHHBIX
CPEJICTB;

» o0ecrneueHuIo KOHTPOJIS U Haa3opa 3a (apMaleBTHUECKON AESITeIbHOCThIO IOPUIUYECKUX U
¢busznueckux Ui B cepe oOpalieHus JeKapCTBEHHBIX CPEJICTB;

» o0ecrneueHuI0 KOHTPOJSL U HaA30pa 3a BHEIPEHHUEM MEKIYHAapOJHBIX CTaHIApTOB alTEYHOH,
MIPOU3BOJICTBEHHOM U APYTUX NPAKTUK B chepe oOpalieHus JIeKapCTBEHHBIX CPECTB;

* OCYLIECTBJCHHUIO B IpeJesiax CBOEH KOMIIETEHLIMM JEATEIbHOCTH, CBA3aHHOM C BbLAadeu
JMIIEH3UI HA BUABI ACATEIBHOCTH, MOJIeKAIIUE JIUIEH3UPOBAHHIO, U 00ECIICUEHHUIO FOCYTapCTBEHHOTO
KOHTPOJIS 32 COOJII0/IEHUEM JIMLIEH3UaTaMu 3akoHoiaTenbeTBa Pecyonuku Kazaxcran;

» 00CCTECUeHUI0 KOHTPOJSA 3a TPOBEJACHHEM TEXHHYECKUX HWCIBITAHUNA HOBOW MEIUIIMHCKON
TEXHUKH U U3JIeTUH MEAUIMHCKOIO Ha3HAYEHM S, BBIITYCKAEMbIX OpraHU3alUsIMU-TIPOU3BOIUTEISIMH HA
tepputopuu PecnyOmuku Kazaxcran;

» o0ecrneueHuI0 KOHTPOJIS 32 pallMOHAIBLHBIM HCIIOIb30BaHUEM JIEKAPCTBEHHBIX CPEJICTB HA BCEX
YPOBHSIX OKa3aHUs MEIULUHCKON OMOILY;

* MPOBEACHUIO C YINOJHOMOYEHHBIM TIOCYyJapCTBEHHbIM opranoM PecnyOmuku Kazaxcraw,
OCYLIECTBIISIOIIMM KOHTPOJIb HajJ 00OpPOTOM HAapKOTHUECKHUX CPEICTB, NCUXOTPOIHBIX BEIIECTB U
MIPEKypPCOPOB, KOHTPOJIS 32 COOMIOACHUEM MTPaBMII 000pOTa YKa3aHHBIX CPE/ICTB;

* [POBEACHHUIO C YIOJHOMOYEHHBIM TOCYJapCTBEHHbIM opraHoM Pecny6muku Kaszaxcran,
OCYHIECTBIISIOIIUM KOHTPOJIb HaJl OOOPOTOM alIKOTOJBHOW MPOIYKIUU, KOHTPOIS 32 00OpOTOM
JIEKapCTBEHHBIX CPEJICTB, COJAEPKAINX CIUPT ATHIIOBBIM.

KomuTteT ocymectBnsieT GyHKIIMU B 00IACTH peaTu3aliy roCyAapCTBEHHON MOJUTUKH B cdepe
oOpallieHus JIeKapCTBEHHBIX CPEJICTB T0:

* OCYLIECTBJIECHHUIO TOCYAAPCTBEHHOW pPETHUCTpaluH, MEPEepPerucTpalid M OT3bIBA PELIECHUS O
rOCy/1apCTBEHHOW PETUCTPALUU JIEKApPCTBEHHBIX CPEJCTB, BbIJAU€ pa3pelleHU Ha MPUMEHEHHE B
MEJIMLIMHCKON MpPAaKTUKE JIEKAPCTBEHHBIX CPEACTB, a TaKXKe€ BEJIECHHUIO [ OCylIapCTBEHHOro peectpa
JIEKapCTBEHHBIX CPEJICTB;

* BBIHECEHUIO PEIICHMs O IPU3HAHUM OTIENBHBIX CTaHIAPTOB MeXIyHapoIHBIX (papMakomneil, a
Takxke (papMaKkoONeHHbIX cTaTe U JPYTUX HOPMATUBHO-TEXHUYECKHX JTOKYMEHTOB Ha JIEKAPCTBEHHBIE
CpeJICTBAa MHOCTPAHHBIX FOCYAAPCTB;

* BBIJAY€ pa3pelICHUI Ha peKIaMy JIEKapCTBEHHBIX CPEJICTB;

* [PUCBOCHHUIO BBICHIEW U TMepBOM KBaTU(UKALMOHHONW KaTeropuu (QapMaleBTUYECKUM
paboTHHKaM;

* OCYILECTBJICHHIO COIJIAaCOBAaHWS BBO3a W BbIBO3a JIEKAPCTBEHHBIX CPEICTB, MEAMIIMHCKON
TEXHUKH U U3J1EJIUH METULIMHCKOTO Ha3HAUEHUS;

* OCYIIECTBJICHHUIO aKKpPEAUTAIIMU CyOBEKTOB B cepe oOpalieHus JEeKapCTBEHHBIX CPENCTB, a
TaKXKe aKKpeIUTaUuu (U3NYECKUX M IOPUAMYECKUX JIMIL JUIS MPOBEJCHUS HE3aBUCUMON HKCHEPTHOM
OLIEHKH COOTBETCTBHS CyOBEKTOB B chepe oOpallieHus: JeKapCTBEHHBIX CPEJCTB KBATU(UKAIIMOHHOMY
YPOBHIO ITPH JIMLIEH3UPOBAHUH BUJIOB (hapMalleBTHUECKON eI TeIbHOCTH;

* [POBEACHUIO MEPUOINUECKON aTTeCTAI[H CIIEHUANINCTOB (papMalleBTUYECKOM OTPACIIH, a TAK¥Ke
MIPOBEICHUE aTTECTAIlMH Ha MPO(PECCUOHATBHYIO KOMIIETEHTHOCTh PYKOBOAUTENEH PECITyOIUKAaHCKUX
opraHu3anuii papmMareBTHIECKON OTPaCIH;

* OCYIIECTBJICHHIO cOopa M 0O0OOIIEHUS JaHHBIX MOHHTOPUHTOB B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB;
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* MPEJCTAaBICHUIO HAa YTBEp)KAeHHE MuHUCTEpCcTBa 31paBooxpaHeHus PecnyOmuku Kaszaxcran
lNocynapcrBennoi gpapmakoneu Pecryonuku Kazaxcran,

* KOOpJMHAIMU paboT MO JOKIMHUYECKUM, KIMHUYECKAM U JA0OPATOPHBIM HCIBITAHUSIM
JIEKapCTBEHHBIX CPEJICTB;

* OCYIIECTBJICHHUIO B IpeesiaX CBOCH KOMIIETEHIIMN MEXIyHAPOJHOTO COTPYIHHUYECTBA B cepe
oOpallieHus JIeKapCTBEHHBIX CPECTB.

Peanmzanuio yka3zanHbiX (yHKIUH KoMmHTET OCylIecTBiIsIeT ¢ MOMOIIbI0 PecmyOnmmukaHckoro
roCyJapCTBEHHOTO npeanpusatus «HanuoHanpHBI LEHTp SKCIEepTU3bl JEKAPCTBEHHBIX CPEICTB,
M3IeNIMA  MEIUIMHCKOrO0 Ha3HaueHuss u MeauuuHckor TexHukn» (HLDJIC) Munucrepcrsa
3npaBooxpaneHus PecnyOnuku Kasaxcran co3mannoro nocranoninenueM [IpaButensctBa PecyOmuku
Kazaxcran ot 2 oktsa6ps 2002 roma Ne 1081 myrem mnpeobOpazoBanusi PecmyOmukaHCKOro
roCyJIapCTBEHHOTO Ka3eHHOTO npeanpusatus «L{entp nekapctBenubix cpeacts "lapi-Zlapmex'».

OcHoBHbIMU ~ HampaBieHusMu  gestenpHoctn  PI'TI  «HIDJIC» M3 PK  gBusrores:
MIPOU3BOJICTBEHHO-X035IIICTBEHHASI 1€ATEIbHOCTh MO0 O0ecreueHuIo 0e30MacHOCTH, 3(PPEKTUBHOCTU U
KayecTBa JIEKAPCTBEHHBIX CPEJCTB; HAy4yHbIE MCCIIEJOBaHUS B 00JacTu pa3pabOTKU HOBBIX
OPUTHHAJIBHBIX JICKAPCTBEHHBIX CpeACTB, ¢apmaruu, dapmakonoruu. PITI «HIDJIC» M3 PK
MIPOBOJIUT: JKCIEPTU3Y JIEKAPCTBEHHBIX CPEICTB Ha MpeaMeT ux Oe3omacHOCTH, 3PPEeKTHBHOCTH U
KauecTBa; aHAJIMTHYECKYIO SKCIEPTU3Y U CTaHIAPTU3ALMIO; CEPTUPHUKAIMIO JIEKAPCTBEHHBIX CPEJNICTB;
MPEUIMIEH3UOHHYI0 AKCHEPTH3y OOBEKTa JIMLEH3UPOBAHHUS MO (apMaleBTHUECKONW JEATEIbHOCTH;
MH(OPMALIMOHHO-U3IATENIbCKYI0  NIeATENbHOCTh; u3AaHue KypHaina «@Papmanus Kazaxcranay;
9KCIIEPTU3Y PpEKJIAMHBIX MaTepHalloB Ha JIEKapCTBEHHBIE CPEJCTBA; pa3pabOTKy IPOEKTOB
HOPMAaTUBHBIX MPABOBBIX AKTOB, TOCYAAPCTBEHHBIX CTAHJAPTOB, TEXHUYECKUX PETJIaMEHTOB, MPaBUI
cepTudUKaIK JEKAPCTBEHHBIX CPEJICTB.

Crpykrypa PI'TI «HanmoHanbHbIM LHEHTpP SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB»

reHEpﬁﬂbeIF’i AUPEKTOPR
3aMECTHTENL JaMecTHMTENL MO
Nno 3LOHOMIY9e CE M MNpoOKzE0ACTEEHHEIM
EOMNpOCcamM EONPOCaM
OToenakcnepTHE HHepopratHaHHD-
l:lElljl:lT npW q:'apmaKDnDquECKH SHANUTHHECK M qjapmamnemeufi QEWME oTaen
rocy0apcTEEHHDH LeHTp rapEET HHM OB WEHTP W A
PEHCTRALMM LEHTP
Oraen Oraen )
HenbmarensHei CMEL HANMSHPOESHHOE CREUHATMSHOOEaHHON DT'U'?.,” QBDE';'DTDHBHD
LEHTP APaK 0 NOrHYECKai PAPHAaKONEHHON ]

JKCNERTHIEI ALCNEpTHIEI
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OTaen
Otaen OTaen MOHWTOPMHE & Oraen

Noo0YHER pearkuuWE NG MPELTHLEHSHOHHE
CEPTUPUKALUMA MMHCT A CTaHA3pTU3alUWK pator

Peaakuma sypHana
ApRuB P ApraalA
k.azancTaHas

Oraen dHHAHCOED-
AK.OHOMWYECKOMD
AHAMWEa M BYKrai-

T eppyTOpHanEHLIE TEpPCKOrD Y4eTa
PHNHANG

CocTaBHOM 4YaCThIO0 KOHTPOJIbHO-Pa3pEILIUTEIbHON CUCTEMBI SIBIISIFOTCSI HAXOASIINECS B BECHUU
PI'TI «<HLIDJIC» M3 PK ®apmakonoruueckuii neHTp u @apmaxoneiinslii neHtp. O6a 1eHTpa sSBISI0TCSA
sKkcriepTHbIMU opranamMu M3 PK.

@®apMaKkoJIOrMUYEeCKMH ILEHTP - OKCHEPTHBIM oOprad, KOTOPBIH TMPOBOJUT HAYYHYIO
CHEIHATM3UPOBAHHYIO KCIIEPTH3Y 0€30MacHOCTH, d3()(PEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB, OLIEHKY
TOKCUYHOCTH, BIIMSHUS HA PENpPOAYKTUBHYIO (YHKIHIO, (9MOPHMOTOKCHYHOCTH, TEPAaTOI€HHOCTb,
MYyTareHHOCTb), KAHIIEPOTEHHOCTU [0 pe3ysbTaTaM JIOKIMHUYECKUX HWCHBITAHUN, KIMHUYECKUX
HCCIIEI0BAaHUM U IPYTUX UCIIBITAHUN, a TAKXKE IOCTOBEPHOCTHU CBEICHUN, YKa3aHHBIX B NHCTPYKLIUHU IO
MIPUMEHEHUIO JIEKAPCTBEHHOTO CpEACTBAa JJsl CHEIUAJIUCTOB M B HHCTPYKLUUU IO HPUMEHEHHUIO
JIEKapCTBEHHOTO CPEJICTBA [T MOTpeOUTeNs (aHHOTAIMSI-BKIIAIbII).

B cocrap ®apMakoj0ruueckoro IeHTpa BXOJAUT 2 OTAeNa: OTAEN 3KCIEPTHBIX paboT Mmpu
TOCYJapCTBEHHON pErHCTpaluy JICKapCTBEHHBIX CPEACTB M OTAEI MOHUTOPHHIa U Pa3pabOTKU
MHCTPYKIMU. [ TaBHOM 3a7aueil 1IeHTpa sIBIIseTCS] 0ObEKTHBHAS OLIEHKA COOTHOIICHUS MOJIb3a/PUCK 10
KaKJOMY JIEKAPCTBEHHOMY CPEICTBY U MEIULIMHCKOMY H3JIEJIHIO, 3aBJIECHHOMY Ha TOCYJapCTBEHHYIO
perucrparmio.

B otnene sxkcnepTHBIX paboT PyHKIMOHUPYIOT KOMUCCUH IO JIEKApPCTBEHHBIM CPEACTBAM U I10
M3JENUSM MEIUIIMHCKOTO HA3HAYEHUS U MEIUIUHCKON TeXHUKH. OCHOBHOU ero (hyHKIMEH SBISETCS
CHeLIMaIN3UPOBaHHAs OlIEHKa 0e30macHOCTH U 3()(PEKTUBHOCTU JIEKApPCTBEHHBIX CPEACTB, M3JEIUMN
MEIUIUHCKOTO Ha3HAYCHHUS u MEIULIUHCKOMN TEXHUKHU npu I'ocynapcTBeHHOM
peructpanuu/nepepeructpanuu B Pecryonuke Kazaxcran ¢ yuyerom mokasarens "momns3a/puck”. [lpu
9TOM aHaJIu3upyercss (apMaKoJOoruyecKasi, TOKCHKOJIOTMYecKass M KIMHUYECKas JOKyMEHTallus,
IIPEICTABICHHAs. B PETMCTPALIMOHHBIX JIOChE HA JIEKAPCTBEHHBIE CPEICTBA, 3 UMEHHO OLIEHUBAIOTCS:
MPaBWIbHOCTh MPOBEACHMSI JOKIMHMUYECKMX M  KIMHUYECKMX UCCIEJOBAaHMM U  ypOBEHb
JI0Ka3aTeIbHOCTH MOJTyYEHHBIX PE3YJIbTaTOB; 6€30MaCHOCTh M 3(PPEKTUBHOCTD JICKAPCTBEHHBIX CPE/ICTB
[0 pe3yjbTaTaM JIOKIMHUYECKUX U KIMHUYECKUX HCCIENOBAaHUM, a B CIy4asX BOCIPOU3BEAECHHBIX
JIEKapCTBEHHBIX CPEACTB - 110 JaHHBIM MCCIIEJOBAHNN Ha OMO3KBUBAJIEHTHOCTD.

Oco0oe BHHUMaHHE MpPU SKCIEPTH3E JEKAPCTBEHHBIX CPEACTB YIENAETCS HUHCTPYKLMSIM IO
MIPUMEHEHHIO JIEKAPCTBEHHOI'O CPEJCTBA JUIs CHEIMAIMCTOB U MOTpeduTenelt (aHHOTaLUs-BKJIa IbIII) C
Lenbl0 00€CreyeHs] PAalMOHAIBHOIO W TMPAaBUIBHOTO NPHUMEHEHUS JIEKAapCTBEHHOI'O CpEICTBaA.


http://www.dari.kz/index.php?p=centre_2_2
http://www.dari.kz/index.php?p=magazine
http://www.dari.kz/index.php?p=centre_2_11
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DKCIepTHYIO OIEHKY MH(OpMAaIUK, MPEJCTaBICHHON B MHCTPYKIMAX IMOMHMO OTAENa SKCIEPTHBIX
paboT, IPOBOAUT OTAET MOHMTOPHUHIa U Pa3paboTku MHCTpyKuui. Ilpu aHanmm3e mpencTaBiIeHHBIX
MHCTPYKUMH 3KcrepTsl PapMakoJOTMYeCKOro ILEHTpa MPOBOAST IPOBEPKY HA: COOTBETCTBUE
NeicTByIOIIEMY 3aKOHOAaTeNbCTBY PecnyOmuku Kazaxcran; moinHOTYy npeacTaBieHHON nH(OpMaLuy 1
COOTBETCTBUE TEKCTa MHCTPYKLIUHU I10 IPUMEHEHHIO JIEKAPCTBEHHOI'O CpPEIACTBA pe3yJibTaTaM
JNOKJIIMHUYECKUX M KIMHUYECKUX HCCIENOBAaHUI M MyOJMKalMsIM B COBPEMEHHOW CIPaBOYHOM
JUTEpAType, a B CIIy4ae BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX CPEICTB - MHPOPMALIUH, COAepKAIIEICs B
WHCTPYKLIUY HA OPUTHHAIBHBIN Mperapar; MoJIHOTY OTPaXKeHHsI YKa3aHHBIX B MHCTPYKIIUSIX MOOOYHBIX
JeCTBUI HAa OCHOBE aHAJIM3a M OJKCHEPTH3bl OTYETOB 1O Oe3zomacHocTH U 3(pdexTuBHOCTH
JIEKapCTBEHHOT'O CPEJICTBAa U CBEACHHMM 0a3 JaHHBIX MO MOOOYHBIM JEHCTBUSIM; ayTEHTUYHOCTb U
aJIeKBaTHOCTb TEKCTA MHCTPYKIUI HA FOCYJAPCTBEHHOM U PYCCKOM SI3bIKaX.
dapMakonelHbld LEHTP - OSKCIEPTHBIA  Opra, KOTOPBI  MPOBOJMUT  HAYYHYIO
CHEIMAIN3UPOBAHHYIO IKCIEPTHU3Y KadecTBa JIEKAPCTBEHHBIX CPEICTB Ha NPEIMET WIECHTHUYHOCTH,
COJIep’KaHusl, YUCTOThI, OAKTEPUOIOTUYECKON YUCTOTHI, MUPOT€HHOCTH, SHIOTOKCUYHOCTH, a TaKXKe
XUMHUYECKOH,  (papmaneBTHUECKO,  OHONOTMYECKOH  SKBHBAJEHTHOCTH  BOCIPOM3BEJCHHBIX
JIEKapCTBEHHBIX CPEJCTB, COOTBETCTBHUSI IIOKA3aTENEH KaueCcTBa HOPMATUBHO-TEXHUYECKOT O JIOKYMEHTa
0 KOHTPOJIO 3a KAauyeCTBOM M O€30MacHOCTHIO JIEKAPCTBEHHBIX CPEACTB 3aBOJA-M3TOTOBUTEIS
MEKyHapOAHbIM CTaHAApTaM KauecTBa, MAPKUPOBKU U YIIAKOBKU Ha MPEAMET UX AOCTATOYHOCTHU IS
o0ecrieyeHns: COXpaHEHHsI KauyeCcTBa JIEKAPCTBEHHOTO CPEJICTBA.
B crpykrypy @apmakoneiHOro HeHTpa BXOIAT JBa OAPA3IEICHUs: OTAEN CTaHAapTH3alun
JIEKapCTBEHHBIX CPEJICTB; OT/IEN IKCIEepTU3bl U pazpabotku @apmakoneun PK.
OCHOBHBIMU 33J1a4yaMU OTJIeJla CTAaHAAPTU3ALMH JICKAPCTBEHHBIX CPEACTB SABIISIOTCS:
e OpraHusalus W TpOBeACHHE pPabOT IO CTaHJAPTU3ALMU JIEKapCTBEHHBIX cpeactB B PITI
"HauuroHanbHbIN LHEHTP 3KCNEPTHU3bI JIEKAPCTBEHHBIX CPEACTB, U3/IETUN MEAUIIMHCKOTO HA3HAYEHUS U
MEUIIMHCKON TEXHUKH;
e OIICHKa KadecTBa HOpMaTHBHO-TexHUYeCcKOW mokymeHtamuu (HT/I), koppektupoka HTJ u
OTUYETOB; Iepeaada ux B PapmMakoneHHbIN LICHTP;
e paspaborka HTJI nyist mpeanpusTuii, 0OCBauBaIOIIKUX BBITYCK JIEKAPCTBEHHBIX CPEJICTB C YUETOM
TpeOOBaHMii, 3aJI0KEHHBIX B HOPMATUBHYIO JIOKYMEHTAIIHIO, pa3pab0TKa HOBBIX HAYYHO 000CHOBaHHBIX
METOJIOB KOHTpOJII KauecTBa JIEKAPCTBEHHBIX CPEJCTB, COBEPIICHCTBOBAHUE U YHHU(UKALUA
CYILLECTBYIOIIUX METOAOB KOHTPOJIS;
e OKa3zaHHe MPaKTUYECKOW Mmomoluu pabOTHHKAM HCHbITATeNbHBIX JabopaTopuil Mo pazpadboTke
aHAJTUTUYECKOW HOPMATHBHOM JOKyMEHTAllMM U O(OPMIIEHHIO OTYETOB IyTEM BbIe37a B OOJIAaCTHBIE
HCIBITaTeNbHbIE JTA00PaTOPUH;
e KOHCYJbTAIIUH 10 OCHAIIEHHUIO UCTIBITATEIbHBIX Ja00paTOPH aHATUTHYECKUM 000PYJOBAHUEM,
peakTUBaMu, CTaHJaPTHBIMU 00pa3liaMH, HOPMAaTUBHBIMU JJOKYMEHTaMU;
e pa3paboTKa M OIIEHKa CTaHJIapPTHBIX 00pa3I0B JEKapCTBEHHBIX BEIIECTB;
e (QopmupoBaHue, BeJieHUE, akTyaau3anus GoH/1a HOpMATUBHOM JOKYMEHTAIUH.
Omoen sxcnepmussl u paspabomku 20cy0apCcmeeHHoU papmaxoneu
Ha permoHanbHOM  ypoBHE  KOHTPOJBHO-pa3pelIMTENIbHAas  CUCTeMa  Ipe/cTaBieHa
UCTBITATEIbHBIME Ja00paTOpUsAMHU 10 obnacTsaM, ux no Kazaxcrany 14.
Cucrema rocy1apcTBEHHOT'O KOHTPOJIS KaueCTBA JIEKAPCTBEHHBIX CPEJICTB BKJIIOYAET B ceOsl:

e OIEHKY dS(PGEeKTUBHOCTH, O€30MaCHOCTH W YTBEPKACHHE CTaHJAApTOB KadecTBa Ha
JIEKapCTBEHHBIE CPECTBA IIPU PErUCTPaLU;

® OIEHKY KaueCTBa BIEPBbIE MPOU3BOJAUMBIX U BIIEPBbIE BBO3UMBIX JIEKAPCTBEHHBIX CPEJICTB MIPH
JOTIyCKe B oOpalleHue;

® DOKCIEPTU3Y KauecTBa JEKAPCTBEHHBIX CPEJICTB, HAXOASIIUXCS B 0OpaieHuH (BEIOOPOYHO);
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® MOHHWTOPUHT KaudecTBa, OJ(P(EKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHBIX CPEJICTB,
HaXOJAIIMXCS B OOpaIleHuY;
® VHCHEKLHOHHBIN KOHTPOJIb.

HNirocTpaTuBHBIM MaTepHuaJl:
npesenrarus Microsoft Power Point.

Jluteparypa
OCHOBHAasI:
HA PYCCKOM sI3bIKe:

1. ApsicranoBa T.A. @apmaneBTUdeckass XuMusi, y4eOHUK, yueOHHUK, ToM |: - AnmMater: «3Bepoy,
2015.-572 c.

2. ApsicranoBa T.A. ®apmaneBTudeckas XUMHs, YIeOHHUK, y9eOHHK, ToM |l: - AnMaTer: «OBepoy,
2015.-640c.

3. TocynapctBennas papmakomnes Pecryonukn Kazaxcran.-Anmarsr: «Kubex sxoibn», 2008.-Tom 1.-
592c.

4. TocynapcrBenHas Gpapmakones: Peciyonuku Kazaxcran.- Anmartsr: «KuOek xomib1», 2009.-Towm 2.-
804c.

5. TocynapctBennas papmakones Pecriyonuku Kazaxcran.-Anmatsl: «Kubek xomib», 2014.-Towm 3.-
729c.

6. KoHTposp KavecTBa M CTaHIAPTH3AIMS JCKAPCTBEHHBIX CPEACTB: METOJIMYECKOE TocoOHe / 1o
pen. Pamenckoii I'. B., Opna6aesoii C. K.-M: | MI'MYV;- lIsimkenT: 2015. - 285 c.

7. OppnabaeBa C.K. AHanu3 nekapCcTBEHHBIX PENapaToB, IPOU3BOIHBIX APOMATHUECKUX COETUHEHUN:
yuebHoe nocooue.-1lIsimkeHT: «Onem», 2012.-250 c.

8. Pamenckas I'.B. ®apmanesruyeckas xumus: yaeOHuk.-M.:BMMTHOM. JlabopaTopus 3Hanmi, 2015.-
467 c.

9. PykoBoAcTBO K 7a00OpaTOpHBIM 3aHATHSAM MO (papMmameBTUYECKOH XUMHUH 1Moja penaknueii [.B.
Pamenckoii.-M.: ITunort.-2016.-352 c.

10. XammymmH, ®. A. UH)pakpacHas CHneKTpockomusi B (papMameBTHYECKOM aHaiu3e: ydeOHoe
mocobue / - M.: I'90TAP-Menua, 2017. - 160 ¢

11. Method validation in pharmaceutical analisis: a guide to best practice / editors dr. Joachim Ermer. -
2nd ed. - Germany: Wiley-VCH, 2015. - 418 p.

12. Watson, David G. Pharmaceutical analysis: a textboor for pharmacy students and pharmaceutical
chemists / David G. Watson. - 4th ed. - Philadelphia: Elsevier, 2017. - 459 p.

HA Ka3aXCKOM SI3bIKe

1. ApsicranoBa T.O. ®apmaneBTUKAIBIK XUMUS: OKYJBIK.T. | -Anmatsl: «OBepoy, 2015.-592 6.

2. ApsicranoBa T.O. @apmaneBTUKAIBIK XUMHUS: OKYJIBIK.T.2-AMaThl: «OBepoy, 2015.-6026.

3. bayb6ekos, C. XK. Crangaprray, cepTudukarray >xoHe Merposiorusi: okyiaslk. 0104000 -"KaciOu
OKBITY" /. - AntmaTthl : OBepo, 2011. - 328 Ger. c.

4. DbaitemipoB, M. E. CrangapTray *oHE METPOJIOTHSl HETi3iHAE OHIMAEpP MEH KbI3MET TypJepiH

ceprudukarray: /. - Anmatsl: IBepo, 2011. - 192 Ger. c.
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5. Kazakcran PecryOnmkacbiabiy MemekeTTik apmakonesichl.-AnMatsl: «Kidek sxomnbi», 2008.-1 T.-
5926.

6. Kazakcran PecryOnmkacbiapiy MemiekeTTik papmakonesichl.-AnMartsl: «Kidek sxomnb», 2009.-2 T.-
8040.

7. Kazakcran PecniyOnukaceinbiH MemitekeTTik papmakoneschl.-AnmMaTsl: «Kidek sxombn», 2014.-3 T.-
7090.

8. KpacnoB, E. A. ®apMamusuiblK XMMHS CypakTap MEH >KayanTap TYpPIHAE : OKYy Kypajibl =
dapmarneBTHYECKasi XMMHUS B BOTIPOCax U OTBeTax: yueoHoe mocodue. - M.: I'DOTAP-Menua, 2016.
-704 c

9. Oppabaesa C.K., KapakyioBa A.lll. TI'munuppu3uH KBIIKBUIBI  TYHIBUIAPBIHBIH  JIOPLIIK
MpemapaTTapblHbIH ~ OlpbIHFAMJIAaHFAH —camachlH Oakpulay oOJiCTEMENepiH JKacay: FBUIBIMU-
omictemenik Hyckay.-llIbiMkeHT: «Onem».- 2013.-92 6.

10. Paxmanosa, XX. C. Merponorus nerizzaepi: okynbik; KP BEM. - Anmatsr: OBepo, 2013. - 164 Ger.
C

11. IIlokaesa, C. Metpouorus xone enmeynep: MoHorpadus / C. [llokaesa ; KP 6irimM, MoIeHHET kKoHE
JIEHCAYJIBIK CaKTay MHUHHCTPJIITi.-AnMatel: PecryOnukansik 6acma kabuneTti, 1998. - 88 ¢

3JIeKTPOHHBIE PecypChI:

1. Ap3samacues, A. I1. ®apmaneBrrueckas XuMus [IIEKTPOHHBIA pecypc]: yueb. mocobue / A. II.
Ap3amacues. - DIeKTpoH. TEKCTOBbIE 1aH. ( 86,7 MO). - M.: "I'DOTAP-Meaua", 2011. - 640 c. 31.
ort. quck (CD-ROM).

2. KoHTpomb KadecTBa W CTaHAAPTU3AlUs JICKAPCTBEHHBIX CPEACTB [DIEKTPOHHBIA pecypc]:
MeToandeckoe nocodue / moxa pen. Pamenckoii I'. B., Opmabaesoii C. K.-M: | MI'MYV; [lIsiMKeHT:
IOKI'®A.-OnektpoH. TekcToBble aaH. (4.91M0). 2015. — 285 c.

3. OppnabaeBa, C. K. Amnamu3 nekapcCTBEHHBIX IpeNapaTroB, MPOU3BOJHBIX apOMaTHUYECKHX
coequnennii IIpiMKeHT: «Omem», 2012. - 300 c.

4. Opnab6aea C.K., KapakymnoBa A.Ill. ®apManeBTUKAIBIK XUMHSA. ApPOMATTHI KOCBUIBICTAp.
[Dnexrponasr pecypc]: Oxyneik. / C. K. Opnabaesa; A.Il. Kapakynosa, KP neHcaynbik cakray
MuHHACTPAITL. OKM®A. - DnektpoHabl MoTiHAI MamiMeT (12.5M6). - IIeimkenT: OKM®DA -
IemvkenT, 2016.-296 0.

5. ®apmarneBTHUecKas XUMHUS [DJIEKTpOHHBIA pecypc]|: yueObnuk / mox pea. T. B. IlnetHesoit. -

OnexTpoH. TekcToBbie naH. ( 50,6M0). - M : TDOTAP-Menua, 2017

The British Pharmacopoeia (BP 2016). — London The Stationery Office.-2016.

The European Pharmacopoeia 8.4.- EDQM.-2015.

The Japanese Pharmacopoeia, 16" edition.- 2013.

The International Pharmacopoeia, 5" ed. — Geneva: WHO.- 2015.

0 The United States Pharmacopeia, 38 National Formulary 33.-2015.

'—‘©.°°.\‘S3’

AOIMOJTHUTECJ/IbHAA:

1. ApeicranoBa T.A., ApsicranoB JX.M. HHOBanmoHHBIE TEXHOJOTHMH B (apMaIleBTUIECCKOM
o0Opa3oBaHNM: 00yUeHUE U KOHTPOJIb. Y4eOHO-MeToanueckoe nocodue. — [llemmkenT, 2012.- 175¢.

2. Kpacnos, E. A. ®apmaneBTudeckas XUMHs B BOINpOCaXx M OTBETax: ydeOHoe mocodume. - M.:
"JIutreppa", 2016. - 352 c.
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3. Opnabaesa C.K., Hagupoa C.H. YHubuumupoBaHHble METOJUKHA XPOMATOTpagUUCEKOro aHaIn3a
JICKApPCTBCHHBIX (bOpM MCTpPOHKUIA30J1a: Hay4YHO-METOJUYCCKUEC peKOMeH,Z[aI_II/II/I.-I_HBIMKeHTZ
«OIem», 2015. — 84 c.

4. TypcybekoBa, b. 1. beiiopranukanbiK IopiIik 3aTTapAbl TAIAAY: OKY Kypajbl.- AnMaTtsl: «DBEpoy,
2016. - 120 Get. C

5. English for the pharmaceutical industry: textbook / M. Bucheler [and etc.]. - New York: Oxford
University Press, 2014. - 96 p. +a:1. ont. quck (CD-ROM).

6. Cairns, D. Essentials of pharmaceutical chemistry: textbook / D. Cairns. - 4th ed. - London: [s. n.],
2013.-308 p

7. Georgiyants V.A., Bezugly P.O., Burian G.O., Abu Sharkh A.l., Taran K.A. Pharmaceutical
chemistry. Lectures for Endlish-speaking students:Ph24 the study guide for students of higher schools
— Kharkiv: NUPh; Original, 2013. — 527 p.

KoHTposbHbIE BONPOCHI

1. CrpykTypa u QyHKIMH KOHTPOJIBHO-PA3PELINTEIBHON CUCTEMBI,

2. Komuret dpapmarmu M3 PK, ocHoBHble 3amaun Komurera, ctpykrypa Komurera dhapmanun
M3 PK;

3. ®ynkuun Komurera dpapmanuu M3 PK;

4. PecryObnmukaHCKOe TOCYJIapCTBEHHOE mpeanpustue «HalnoHambHBIA HEHTP SKCIEPTH3BI
JIEKapCTBEHHBIX CPEJCTB, M3JIEIHA MEAMIIMHCKOTO HA3HAYEHUS U MEJAMIMHCKOW TEXHUKN
(HIIDJIC) M3 PK, ocHOBHBIE HaNpaBJICHUS I€SITEIILHOCTH, CTPYKTYPa;

5. ®apmakojoruueckuit HeHTp 1 PapmMaKkoneHHbIN IIEHTP, CTPYKTYpa, IIENH, 3aa9H.

Jlexuus 2
AHaJm3 nmoka3zarejed KauyecTa TadJ1eTOK, KancyJ B coorBercTBum ¢ HJ{

Heab: chopMupoBaTh y CTyICHTOB 3HAHHSI O aHAJIM3E MOKa3aTelieil KayecTBa TabIeToK,
KarcyJ B cooTBeTcTBUU ¢ HJI 1Mo KOHTpOITIO 32 Ka4eCTBOM U 0€301aCHOCTBIO JICKAPCTBEHHBIX CPE/ICTB

Te3ucel Jekunu
Iiaan:
- Tabremxu
- Bcnomozamenwvuule gewjecmea
- Ucmupanue
- Pacmeopenue
- Pacnaoaemocmo
- cpeouss macca mabaemok

K TBepabIM nekapcTBEHHBIM (pOpMaM OTHOCATCS TAaOJIETKH, Ipaxke, TPaHyJIbl, OPOIIKH,
cOOpBI, KarcCyJbl, KapaHJalll JeKapCTBEHHBIE.
Tab6nerku (Tabulettae) - no3upoBanHas gekapcTBeHHas Gopma, mosyyaeMasi IpecCoOBaHUEM
(umu popMoBaHMEM) JIEKAPCTBEHHBIX CPEJCTB UM UX CMECH U BCTIOMOTATEIbHBIX BEIIECTB.
Jpa:ke (Dragee) - mo3upoBaHHas JieKapcTBeHHas popma OKpyTiioit popmel, moydaemast
IyTeM MHOTOKPAaTHOT'O HaclauBaHUs (Ipa’kKupOBaHMs) JIEKAPCTBEHHBIX CPENICTB U
BCIIOMOTI'aTCJIBHBIX BCIICCTB HA I'PAHYJIBI.
I'panyasi (Granulae) - o1HOpOIHbIE YaCTHIIBI (KPYITMHKH, 3€pHBIIIKH) JTEKAPCTBEHHBIX
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CPEeACTB OKPYTJIOH, IMIMHAPUIECKON WiIH HenpaBWiIbHOH popmel pazmepom 0,2—0,3 mm.
IMopomku (Pulveres) - nekapctBeHHas hopma, 001a1ar01Iast ChITy4ecThio. Pasnmuuaror
MOPOIIKH MPOCTHIE (0OTHOKOMIIOHEHTHBIEC), CIIOKHBIC (U3 IBYX U 00Jiee KOMIIOHEHTOR),
pa3JiesieHHbIe Ha OTJENbHBIE 103bl U HEepa3/elieHHbIE.

Coopsbl (Species) - cMech HECKOJIBKHUX BUI0B U3PE3aHHOTO WM UCTOIUYEHHOTO B KPYIIHBIN
MOPOIIOK WJIM LEIHHOTO JIEKAPCTBEHHOTO ChIPhsI, MHOT/IA C I00AaBIEHUEM JIPYTUX
JIEKapCTBEHHBIX CPEJICTB.

KancyJibl - 103upoBaHHbIE TOPOIIKOOOPa3HbIE, TPAHYIMPOBAHHbBIC, PEXKE KUTKHE
JIEKapCTBEHHbIE CPEJICTBA, 3aKIFOUEHHBIE B 000JI0UKY U3 jKeJIaTHHA — KaICyJIbl )KEJIaTUHOBBIE,
KpaxmMaja - KarcyJbsl kpaxmaibHble o0naTku (Capsulae amylaceae, s. Oblatae niau uHOTO
ouononmumMepa. CaHcysbl - Karcylia, B K-poi COACP>KUMBIM SIBIISICTCS OTIPENICIICHHOE
KOJIMYECTBO IPAHYJ UM MUKPOKAIICYIL.

Kapanjaamm jiekapcTBeHHbIE, WM MEIUIIMHCKUE, - HWIMHAPUYECKUE MATIOYKHU TOJIIUHON 4-
8 MM U JyTHOM 710 10 CM C 3a0CTPEHHBIM WJIU 3aKPYTJICHHBIM KOHIIOM.

K TBepapIM JIeKapcTBEHHBIM (hOpMaM OTHOCSTCS MJIEHKH JIEKAPCTBEHHbIE -
JIeKapCTBEHHbIE (DOPMBI B BUJIE ITOJUMEPHON IUIEHKH, MJICHKH IJ1a3HbIE, 3aMEHSIOIINE T1a3Hble
KaIlIy.

I[IpeumymecTBa TA0/1€TOK KAK JIEKAPCTBEHHOI (PopMbI:

-IIOPTaTUBHOCTH TAOJIETOK. ITO BIEYET 3a cOO0I y00CTBO ISl OTIYCKA, XpaHEHUS U
TPAHCIIOPTUPOBKH

-ITTUTENbHAS. COXPAHHOCTh Ta0JIETOK B CIPECCOBAHHOM BH/IE

-BO3MOYKHOCTb HAaHECEHUS 3aIIUTHBIX 000JIOUEK /ISl HEIOCTATOYHO YCTOMUMBBIX BELIECTB
-BO3MO>XHOCTh MACKUPOBKHU HETIPUSATHBIX: BKYCa, 3alaxa, 4To JOCTUTAETCsl TyTEM HaHECEHUs
MTOKPBITHH

-co4yeTaHue B TabJeTKaxX JIEKapCTBEHHBIX BEIIECTB, HECOBMECTUMBIX B APYTUX JIEKAPCTBEHHBIX
dopmax

-JIOKaJIM3alMs AEMCTBUS JIEKAPCTBEHHOIO BEIIECTBA B ONPEACICHHOM OTAEIIE KEITYJ0UHO-
KHIIIEYHOTO TPAKTa, YTO JOCTUTAETCS ITyTeM HaHECEHHs 000I0YEK, pACTBOPUMBIX B KHCIIOM
WJY WEJIOYHOM cpefie

-IPOJIOHTUPOBAHKE ACHCTBUS JIEKAPCTBEHHBIX BEIIECTB B TAOJIETKAX, YTO JOCTUTAETCS IyTEM
HaHECEHHUsI IOKPBITUH, a TAKXKE MCIOJIb30BAaHUEM CIELUATIBHBIX TEXHOJIOTHN U COCTaBa
TabJIeTOK-SAep

-peryJInpoBaHuE NOCIIEIOBATEIBHOTO BCACBIBAHNS HECKOJIBKUX JIEKAPCTBEHHBIX BELIECTB U3
Ta0JIETKU B OpraHU3M B OTNpeeIEHHbIC TPOMEKYTKH BpEMEHU (MHOTOCIONHBIE TAOIETKN)
-TpeAyNpexIeHIe OMMOOK IPU OTITYCKE U IPUEME JIEKapCTB, YTO TIOCTUTaeTCsl HAHECEHUEM
Ha TIOBEPXHOCTH Ta0JIETOK COOTBETCTBYIOIIMX HAAMMUCEH.

OaHako Ta0JIeTKM MMEIOT M HEKOTOPbIe HeJOCTATKH:

-JIeiiCTBHE JIEKAPCTBEHHBIX BEILECTB B TAa0JIETKAX pa3BUBAETCSI OTHOCUTEIBHO MEIEHHO,
MO3TOMY TAaOJIETKH HE MOTYT CIY’KUTb CPEICTBOM 3KCTPEHHOM MOMOIIN
-TabJIETKH HEBO3MOKHO BBECTH B OPIaHM3M IIPU PBOTE U OECCO3HATENBHOM COCTOSIHUU

-B COCTaB Ta0JIETOK MOT'YT BXOJUTh BCIIOMOTaTENIbHBIE BEIIECTBA, HE HMEIOLIHE
TepaneBTHUECKON IEHHOCTH, @ UHOT/IA BBI3BIBAIOLINE HEKOTOPbIE TOOOYHBIE SIBICHUS
(HampuMep, TAJbK Pa3IpaXkaeT CIM3UCTYIO 000JIOUKY JKETyaKa)
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-IIpH XpaHEHUH TaOJIETKU MOTYT IIEMEHTHPOBATHCS, IIPH STOM YBEITMUNUBACTCS BPEMsI
pacrnaznaeMocTH

-OT/IeJIbHBIC JICKAPCTBEHHBIC MTpenapaThl (HapuMep, HaTpus WK Kanus OpoMu) o0pasyroT B
30HE PaCTBOPEHUS BBICOKOKOHLIEHTPUPOBAHHBIE PACTBOPBI, KOTOPHIE MOTYT BBI3BIBATH CUJIBHOE
paspaxeHue CIU3UCTBIX 000JI0UEK. DTOT HEJOCTATOK YCTPAHSIETCS IyTeM PacCTBOPEHUS
TabJICTOK B OIPEICIIEHHOM KOJIUYECTBE BObI

-He Bce 00JIbHbIE, OCOOEHHO JETH, MOT'YT CBOOOJJHO IPOTIJIaThIBaTh TaOJIETKU.

Buanl TadJgeTox

e cOOCTBEHHO TabJIeTKH (IIPECCOBAHHBIC)

e TabOJIETKH TPUTYpALIMOHHBIE (()OPMOBAHHBIE; MUKPOTAOJICTKH)
e  HENOKPBITHIE, TOKPBITHIE 000T0UKON

e IIUITy4YHE

e JKEIYJOYHO-PE3UCTEHTHbIE (KUIIEUHOPACTBOPUMBIE)

e C MOAU(UIMPOBAHHBIM BHICBOOOXKICHUEM

e JUIA UCTIOJB30BAHUS B IOJIOCTH PTa

e ISl IPUTOTOBJICHUS PACTBOPA WU CYCIICH3UU U JIp.

TabneTku - 1o3upoBaHHas JeKapcTBeHHas (opma, ojyyaemMasi IpecCOBaHUEM JIEKAPCTBEHHBIX
WIA CMECH JIEKapCTBEHHBIX M BCIIOMOTATENbHBIX BEIIECTB, NpeAHAa3HAYCHHAs /s BHYTPEHHETO,
Hapy»XHOT0, CyOIMHIBaJIbHOIO, UMIUIAHTAIIMOHHOTO WJIM MapeHTepaJbHOro MpUMeHeHus. Talnerkw,
MOKPBITbIE 00OJIOYKOM, MONy4aloT HapallMBaHHEM WK mnpeccoBaHHeM. OIIEHKY BHELIHEro BHUA
TabJIETOK MPOU3BOJAT HAa OCHOBAHMU OCMOTpa HEBOOPYXEHHbIM I1azoM 20 Tabnertok. Tabierku
JIOJDKHBI UIMETh KPYTIIYI0 MM UHYIO (OpMY, € IUIOCKUMHU WM JIBOSIKOBBIMYKIBIMU TOBEPXHOCTIMH,
HEIBHBIMA KPasiMH.

Ecnu B 4acTHBIX CTaThIX HET IPYTUX YKa3aHU, TOBEPXHOCTh TAOJETKH JOJDKHA OBITh TIaJIKOM,
OJIHOPOJ/IHOM, Ha MOBEPXHOCTU MOTYT OBITh HAJNUCH U 0003HAYEHUS, TAOJETKU TUaMETpoM 9 MM u
Oosee NOKHBI MMETh PUCKY (Haceuky). Beicora Tabnmetok nomkHa ObiTh B mpenenax 30-40% ot
nuametpa. TabnmeTku A MapeHTepaJbHOrOo MPUMEHEHUs JOJDKHBI MOJHOCTBIO PACTBOPSTHCS U
oTBeYaTh TpeOOBaHMAM CTEPWIBHOCTH. B  3aBHcHMMOCTH OT ()HU3MKO-XUMHYECKHUX CBOWCTB
JIEKapCTBEHHBIX BEILECTB, UX JO3MPOBKU U METOJAa MOJY4YEHHUS MPUMEHSIOT CBS3YIOIIHME BELIECTBA,
pa3baBUTENH, Pa3PBIXJIUTENH, CKOJIB3SIIME U CMAa3bIBAIOLINE BEIIECTBA, KPACUTEIH, KOPPUTECHTHI U
JpyTHUE TPYIIBI BCIIOMOTATEIbHBIX BEIIECTB, pa3pelIeHHbIE K MEAUIIMHCKOMY TIPUMEHEHHUIO.

BcenomorartensHbie BemecTBa. CBsidylolue BellecTBa NPUMEHSIOT I TPaHYJIALUU H
oOecrnieueHns He0OX0IMMOI MPOYHOCTH TaOJIETOK MpH npeccoBaHuu. 1 obecrieueHus: He0OXOAMMON
Macchl TabJIETOK, €CJIM B UX COCTaB BXOJAT MaJible KOJIMYECTBA JIEKAPCTBEHHBIX BEIIECTB, IPUMEHSIOT
pazbaBuTeNH.

C uenpto ynydiieHus OMOJOCTYITHOCTH TPYTHOPACTBOPUMBIX M TUAPO(POOHBIX JTeKapCTBEHHBIX
BEIIECTB IPUMEHSIOT B OCHOBHOM BOJI0PAcTBOPUMBIe pa3daBuTeau. PaspbIxuinresn npuMeHsIOT IS
o0ecrieyeHnss He0OX0IMMON PacalaeMOCTH TabJIETOK WIIM PACTBOPEHHS JIEKAPCTBEHHBIX BEIIECTB.

Ckoap3simiue M cMa3biBallWe BelleCTBA IPUMEHSIOT [UId  YJIy4IIEHHs TEeKy4yecTH
TabJIeTUPYEMBIX CMECEeH U YMEHbIIEHUs 74 MPUIUIIaHUS Ta0JIETOK K MPECCYIOIIUM MTOBEPXHOCTSIM.

B yacTHBIX CTaTksX NOJDKHBI OBITH IPUBEACHBI NE€PEUEHb NMPUMEHAEMBIX BCIIOMOTraTEIbHBIX
BEIIECTB U CpefHss macca Tabnerku. OOIee KOJMYECTBO BCIIOMOTATENIBHBIX BEIIECTB HE JIOJIKHO
npeBbiatb 20 % OT Macchl JIGKapCTBEHHBIX BEIIECTB. VICKIIIOUEHHMST OT HOpPMBI yKa3aHbl B
COOTBETCTBYIOIIUX YaCTHBIX CTATHAX.
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KommaectBo TBUHA - 80, CTEapUHOBOW KHUCIIOTHI, KAJIBLUS WM MAarHUsl creapara He JOHKHO
npesbimath 1 %, tanmbka - 3 %, aspocuna - 10 % ot Maccel TabJIeTKH, 3a UCKIIOUYCHUEM OTIEIBHBIX
Clly4aeB, YKa3aHHbIX B YaCTHBIX cTaThsX. OIpenencHUe Tajlbka U a’3pocuia MPOBOJAT COTJIACHO
MPUIIOKEHUIO 1.

IMoayyenue. Tabnerku, moKpbIThie oOonoukamu (Tabulettae obductae), mnomyuator
HapallMBaHWEM WM MpeccoBaHWeM. [l MOKpPHITHS TabJeTOK 000JOYKaMU MPHUMEHSIIOT: caxap,
MOJIOYHBIN caxap, JHeKCTPUH, KpaxMai, MyKy MIICHHYHYI0, KapOOHAT MarHus, Macjia pacTUTEIbHEIC,
Kakao, BOCK, KpacKM U JIaKM [HUIIeBbIe, AaleTUIEIUII0I03Y, KapOOKCUMETHILEIII0N03Y,
aneTWIPTATHIIEIUTIONO03Y, JTUILEIUIION03Y, METHIIEIUTION03y, CTeapaT Kalblus, CTEapuHOBYIO
KHCIIOTY.

Pa3HOBUIHOCTBIO Ta0JIETOK, MOKPBITHIX OOOJIOYKOW, SIBISIOTCS TaK HA3bIBAEMbIC KHIIECYHO-
pacTBOpUMBIE TaOIETKH, MOKPHITHIE CHIEIHAIBHOI 000JI0UKON U MpeJHa3HAYCHHbIE JJIS BCACHIBAHUS B
MOJIOCTH KHIIeYHHKa. Macca TabJeTKH, MOKPBHITOW 00O0JOYKOW, HE JOJDKHA IMPEBHIATH YABOSHHON
Maccel Tabnetku Oe3 oOonouku. Macca TabneTku 0e3 000JIOYKM yKa3aHa B OTAEIBHBIX CTaThsIX
(mpoBepsieTcs TOJBKO 3aBOJOM-U3TOTOBUTEIIEM).

Hcrupanne. TabneTku MOMKHBI 00JagaTh JAOCTATOYHOW MPOYHOCTHIO MPHU MEXaHUYECKUX
BO3JICHCTBUSIX B MPOLIECCE YIMAKOBKH, TPAHCIIOPTUPOBKU U XpaHeHUs. [IpoYHOCTh Ha HCTUpaHHE
NoJkHa ObITh He MeHee 97 % MNpu HMCTBITAHUM COTJIACHO MPUJIOKEHUIO. {15 TabneToK, MOKPHITHIX
000JI0YKOM, IPOYHOCTH HA UCTUPAHUE HE TPOBEPSCTCA.

TabneTku, npenHa3HAaYeHHbIE AJII BHYTPEHHErO MPUMEHEHMs, TOJKHBI paclagaThCs WU
pPacTBOPATHCS B XKEIYyA0YHO-KUIIIEYHOM TpakTe. OOiue TpedoBaHus K kauecTBy Tadsetok mo ['d PK
BKJIIOUYAIOT OTMpEJIeNICHHE paclaJaeMoCTH, MpoBeaeHue Tecta «PacTBopeHuey, onpenenenue cpeanen
Macchl TaOJETOK, YCTAaHOBJIEHHE IOJJIMHHOCTH W KOJIMYECTBEHHOTO COJEPKaHUs JICHCTBYIOUINX
BEIIECTB B Ta0JIEeTKAaX.

Pacnagaemoctb. Bpems pacniaaeMocTs OMKHO OBITH B YaCTHBIX CTaThsAX. [Ipu oTCyTCTBHH
ITUX yKa3aHHH TaOJeTKU JOJDKHBI pacmajaThCsi B TeueHue He Oosee 15 MuH., TaOIETKH, MOKPHITHIE
o6omoukoii — He 6onee 30 MuH. KumeuyHno-pacTBOpuMBbIE TaOJIETKH HE JOJDKHBI PACHaiaThCs B TECUCHUE
1 gaca B pacTBOpe KHUCIOTHI XJIopoBoaopoaHoi (0,1 Monb/1) U mociae mpOMBIBaHHS BOAON TOJKHBI
pacnanathcs B pacTBope HaTpus rujgpokapoonara (pH ot 7,5 no 8,0) B Teuenue He O6onee 1 gaca, ecnu
HET JPYTuX yKa3aHWi B YACTHOM CTaThe.

PacrBopenue. KomnyecTBo pacTBOpeHHOTO 3a 45 MUH B BOJE JIEKApPCTBEHHOTO BEIIECTBA
JIOJKHO OBITh HE MeHee 75%, eclii HeT IpYruX yKa3aHUuW B YaCTHBIX CTAaThsIX.

Cpennsist macca tabJerok. OnpenesstoT B3BemuBanuem 20 Tabnetok ¢ TogyHocTsio 10 0,001 T.
Maccy oTnenbHbIX TaOJIETOK ONpeNessSoT B3BelnBaHueM nopo3Hb 20 Tabnerok ¢ TouHocTbio 10 0,001
r. OTKIIOHEHHEe B Macce OTIENbHBIX Ta0JIeTOK (32 MCKIIOYEHHEM TaOJIEeTOK, MOKPHITHIX 00O0IOUKOU
METOJIOM HapalluBaHMs) TOMYCKAaeTCs B CIEAYIOUUX Mpeaenax: o Ay tadbnerok maccoi 0,1 r u MmeHee
+ 10 %; o maccoit 6onee 0,1 T u menee 0,3 r + 7,5 %; o maccoit 0,3 r u Gosiee = 5 % OT cpeaHei MacChl
TabJIETOK.

HNiunocTpaTuBHBIN MaTepUaJl:

- mpe3enTaist Microsoft Power Point.

Jlureparypa
OCHOBHAasl:

Ha PYCCKOM sI3bIKe:
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- Tabaemxu

- Bcnomoeamenvuule euecmea
- HUcmupanue

- Pacmeopenue

- Pacnaoaemocmyo

- cpeouss macca mabaemox

Jexuusa 3
AHaJIU3 NMoKa3aTesiell KauecTBA JIEKAPCTBEHHBIX CPEICTB /sl NapeHTEePAIbHOI0
npuMeHeHus1 B cooTBeTcTBUHU M ¢ H/| (mHbeknuonnbie JIC, mOpomok AJisi NpUroTOBJIEHUS
HHbeKIHOHHBIX JIC)

Lean: chopMupoBaTh y CTYACHTOB 3HAHHMSA O aHAJIU3 MOKa3aTeNell KauecTBa JIGKAPCTBEHHBIX
CPEICTB AJIsi MapeHTepalbHOrO npuMeHeHus B cooTBeTcTBUM U ¢ HJI (mabexnuonnsie JIC, mopoiiok
JUISE TIPUTOTOBIICHUS HWHBEKIUMOHHBIX JIC) MO KOHTPONO 3a Ka4eCcTBOM U  O€30MaCHOCTHIO
JIEKapCTBEHHBIX CPEJICTB

Te3uchl JJeKIHNHN

IL1an:
- unvekyuonnwvie JIC, nopowok ons npuecomosnenus unvekyuounolx JIC
- npeumywjecmea u HeOOCMamKuy NapeHmepaibHo20 Nymu 66e0eHUs.
- Tlokazamenu xauecmea
- Ucnvimanue Ha uzsnexaemvlii 00vbeM NapeHmepaibHbiX NPenapamos
- O0HOpoOHOCMb CcOOepiicanus

OPC TP PK. JEKAPCTBEHHBIE CPEJICTBA
JJIA ITAPEHTEPAJIBHOT'O ITPUMEHEHUA
Parenteralia

JlexapcTBEHHBIE CPENICTBA ISl TAPEHTEPATLHOTO MPUMEHEHHUS - CTEPHIIbHBIE JIEKapCTBEHHBIE
Cpe/CTBa, MpeAHa3HauYEHHBIE JIJIsl BBEJICHUS MTyTEeM UHbEKIIUN, HHPY3UN WIN UMIUIAHTALUA B OPTaHU3M
YeJloBeKa WK KUBOTHOTO.

JIisi M3TOTOBJIEHUS JIEKAPCTBEHHBIX CPEJCTB MapEHTEPATbHOTO MNPUMEHEHHUS HCHOIB3YIOT
BCTIOMOTaTEIHbHBIC BEIIECTBA:

* o0ecreunBarolye H30TOHUYHOCTH MPENapaToB OTHOCUTEIHHO KPOBH, perynupyromme pH,

*  YIy4IIAIOIINAE PACTBOPUMOCTD JIEHCTBYIOIIMUX BEIIECTB, MIPEIOTBPAIIAIONINE UX PA3JIOKEHHE,

* o0ecreunBaroIue COOTBETCTBYIONINE AHTUMUKPOOHBIE CBOWCTBA MIperapaTa.

JlexapcTBEeHHbIE CpeACTBa ISl MAPEHTEPATbHOIO MPUMEHEHHUS KIIACCUPUITUPYIOT:
v VIHbEeKIMOHHBIE JIEKAPCTBEHHBIE CPEICTBA
v KoHLEHTpaTh! 111 HHbEKIMOHHBIX WM BHYTPUBEHHBIX HH(QY3UOHHBIX JIEKAPCTBEHHBIX
CPEICTB

v BHyTpuBeHHbIE HH(]Y3HOHHBIE JIEKAPCTBEHHBIE CPEICTBA
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v TIopOWKH IS WHBEKIUOHHBIX WM BHYTPUBEHHBIX HMH(Y3HOH-HBIX JIEKAPCTBEHHBIX
CpeICTB
v IMIu1aHTaThI

IIpenmyniecTBa U HEIOCTATKY MAPEHTEPATBHOIO NYTH BBeJAEeHUS
* OpicTpoe aeiictBue U 100% Ouonornyeckas JOCTYMHOCTh JIEKAPCTBEHHOTO BEIIECTBA;
* TOYHOCTH M YA0OCTBO JJO3UPOBAHUS;
*BO3MOKHOCTb BBEJICHUS JIEKAPCTBEHHOT'O BEIlleCTBAa OOJBHOMY HaxoJslieMycs B O€cCO3HATEIbHOM
COCTOSIHMH, UJTM KOT/Ia JIEKAPCTBO HEJb3sl BBOJAUTH UYEPE3 POT;
*OTCYTCTBHE BO3/ICHCTBUS MUILIEBAPUTEILHBIX (JEPMEHTOB, YTO UMEET MECTO IPU MEePOPaTHLHOM MpUeMe
JIEKapCTB;
* BO3MOKHOCTb CO3/IaHUsI OOJIBIIMX 3aIlacOB CTEPHJIBHBIX PACTBOPOB, UTO OOJIETYAET U YCKOPSIET MX
OTITYCK M3 amTeK;
*OTCYTCTBHE HEOOXOIUMOCTH KOPPEKIIUU BKYCa, 3amaxa, [[BeTa JIEKapCTBEHHOU (hOPMBI.
MPU BBEJCHUU JKUJIKOCTEH 4Yepe3 IMOBPEKIACHHBIM MOKPOB KOXH B KPOBb JIETKO MOTYT MOMNAacTh
MATOT€HHbIE MUKPOOPTaHU3MBI;
* BMECTE C pPaCTBOPOM JIJISl UHBEKIIUI B OPTaHU3M MOXKET OBITh BBEJICH BO3/yX, BRI3BIBAIOLITHI YMOOIIHIO
COCYZIOB WJIM PAaCCTPOICTBO CEplIeYHON ACSITENbHOCTH;
* JlakK€ HE3HAYUTEJIbHBIE KOJWYECTBA MOCTOPOHHUX IMPUMECEH MOTYT OKa3aTh BPEJHOE BIIUSHHE HA
opranusm OOJIbHOTO;
* ICUXOAMOIIMOHATBHBIN aCTIEKT, CBSI3aHHBIN C 00JIE3HEHHOCTHIO HHBEKIIMOHHOTO TTYTH BBEICHUS;
* UHBEKIIUH JIEKAPCTB MOTYT OCYIIECTBIISITHCS TOJBKO KBATM(DUIIMPOBAHHBIMH CIIEIIMATTUCTAMH.

HNubekunoHHbIe 1eKAPCTBEHHbIE CPeACTBA

CrepuibHbIE paCTBOPBI, SMYJIbCUU WIH CYyCHEH3UHM. PacTBOPHI AJII MHBEKIUN JOJIKHBI OBITH
MPO3payHbIMU M TPAKTUYECKH CBOOOJHBIMH OT 4YaCTHI. OMYJIbCHHM JUISI MHBEKIIUNA HE JIOJKHBI
oOHapy>KMBaTh MPHU3HAKOB PACCIOCHHA. B CyCHEeH3MsIX ISl MHBEKIIUI MOKET HaO0aThCs OCaIOK,
KOTOpBIM  JOJDKEH  OBICTPO AUCIIEPTUPOBATHCA MPH  B30aNTBIBAHUM,  00pa3ys  CYCIIEH3HIO.
OOpasoBaBmiasicsi CyCIieH3Hs JOJDKHA OBITh JIOCTATOYHO CTAOMIBHOM JUISI TOTO, YTOOBI OOECTICUUTh
HE0OXOIUMYIO 103y MPHU BBEICHUH.

Pacmeopumenu,  ucxoonvie  u ecnomozamenvHvlie — Geuwjecmea, — TPUMEHSEMble  JUIs
MIPUTOTOBJIEHUS JIEKAPCTBEHHBIX (DOPM ISl MHBEKLIUN JOJKHBI OBITh pa3pelIeHHBIMU K METULIUHCKOMY
MPUMEHEHHIO U COOTBETCTBOBATh TPEOOBAHUSAM HOPMATUBHOM TOKYMEHTAIIUH.

Kuakue ekapcTBeHHbIE CPEACTBA JIsl NAPEHTEePAIbHOI0
NMpPUMEHEHHUsI KOHTPOJIUPYHOT MO CJIeTYIOINM
MOKAa3aTe/IIM KayecTBa:

OIMCaHHE;

UICHTH(DHUKAIHS;

MIPO3PAYHOCTH;

LIBETHOCTD;

pH;

pOI[CTBeHHBIC HpI/IMeCI/I;

HM3BJIEKAEMBII 00BHEM;

OJTHOPOJHOCTH COZCPKAHMUS;

CTCPUIIBLHOCTB;

HI/IPOFGHI:I NnIn 6aKTCpI/IaJIBHbIC SHAOTOKCHUHBI,

AN N N N N N NN
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v/ aHOMaJIbHAs TOKCUYHOCTE;

v/ MeXaHWYECKHE BKIFOUCHUS,

v KOJIMYECTBEHHOE OIPEIEIIECHHE.

OCHOBHBIM JTOKYMEHTOM, HOPMHPYIOIIMM KayeCTBO BBIMYCKA€MbIX B Hallleld CTpaHE JIEKapCTB,
spisiercss [ocynapcrBennas ®apmakones. B Pecny6nuke Kazaxcran coOmiogaeTcsi TpHOPUTETHOCTD
(hapmakorieii:

| yposenb — I'® PK

Il ypoBens — EBponetickas ®apmakomnes

Il ypoBens — bpuranckas gpapmakones

IV ypoenb — ®apmaxones CIIIA.

Onucanue. Ilpo3paynas OecuBeTHass WIM CJErKa >eJNTOBaTas >KUIAKOCTb. [[nsi ompeneneHus
BHEIITHETO BUJIa, CHaYajIa o0paTuia BHUMAHHUE Ha IEJIOCTHOCTh YIIAKOBKH, 3aT€M aMITyIly pacCMOTpeEIa
BU3YaJbHO, MPU JHEBHOM OCBelleHMH Ha Oermom (one. IIpo3paunas »KMIKOCTb, YTO COOTBETCTBYET
tpeboBanusim 'O PK.

[po3paunocth. (2.2.1). [Jns uccinepoBanus ucnois3oBaiga '@ PK T.1, 2.2.1 «Onpenenenue
MPO3PAYHOCTH U CTENIECHU OMAJIECLIICHIIMH KUKOCTEN».

[Ipenapat 1omKeH ObITh MPO3PAYHBIM 10 CPABHEHHUIO C 80001 0151 UHbeKyull P.

Jlyist mpoBeieHust UCTIBITAHUI CHAaYaa TOTOBSIT pacTBOp S.

bepyT oaunHakoBble MPOOHPKH M3 OECLIBETHOIO MPO3PAYHOIO HEUTPAIBHOIO CTEKJA C IJIOCKUM
JTHOM, UMEIONINe BHYTpeHHHUIA nuameTp 15Mm. M3 MepHOro crakaHa pacTBop S BIWIA B MPOOUPKY C
TONIIMHON ciiost 40MM, BO BTOPYIO TPOOUPKY BJIMJIA TOHM K€ TOJIIMHOW CJIOSI BOJIY JJISI MHBEKIUHU P.
CpaBHEHHME >XUJIKOCTEW TMpOBEJNa B PACCEIHHOM JTHEBHOM CBETe, NMPOCMAaTpuBas 00pasibl BOJIb
BEPTHUKAJIBHON OCH TPOOUPOK Ha YepHOM (hOHE.

Hcnbityemyro KUAKOCTh CUMTAIOT MPO3PAUYHOM, €CIM OHA BBIIEPKUBAET CPABHEHHE C BOJOW IS
UHBEKIUU P.

2.2.2. ONPEJAEJIEHUE CTENEHH OKPACKHW )KHUJIKOCTEM

[[BeTHOCTH pacTBOpa. /{11 BU3yanbHOM OLEHKU OKPACKH KUAKOCTEH B 3aBUCUMOCTH OT
WHTEHCUBHOCTHU B 00JaCTH KOPUUHEBBIX, )KENTHIX M KPACHBIX [[BETOB UCIIOJIB3YIOT OJMH U3 JBYX
METO/I0B, OITMCAHHBIX B CTAThE.
becrBeTHOI cunTaeTcs JKUIKOCTh, €CIIM €€ OKpacka He OTJIMYaeTcs OT BOJIbI (B ClIyyae pacTBOPOB — OT
COOTBETCTBYIOIIETO PACTBOPUTEIIS) MITM OHA OKpallleHa He 0oJiee HHTEHCUBHO, YeM 3TajoH Bo.

CpaBHeHme cTerneHu okpacku xkuakoctu ¢ atagonamu (B, BY, Y, GY, R)1-3 00b14HO poBOAST 110
Metoay 1; B cirydae UCTIonb30BaHus 3TadoHOB Ba-g, (BY, Y, GY, R)4-7 npumensiror meron 2.

Merton 1

HcnblTanus MpoOBOJAAT B OJMHAKOBBIX NMPOOMPKAX M3 OECLBETHOIO, MPO3PavyHOro, HEUTPAIBHOTO
CTEKJIa C BHYTPEHHUM JUaMETPOM OKOJIO 12 MM, HUCHOJb3ys paBHbIE 00beMBbI — 2,0 MJI UCHBITYEMOMN
AKHJIKOCTH U BOJbI, UM PACTBOPUTENS, UM STAIOHA CPAaBHEHMs, ONIMCAHHOTO B cTaThe. CpaBHUBAIOT
OKpacKy NpU pacCesHHOM JHEBHOM CBETE, TOPU30HTAIBHO (IEPHEHIUKYISIPHO OCH IPOOMPOK) Ha
MaToBO-0esoM (oHe.
Merton 2
HcnblTanus NpoBOJAT B OAMHAKOBBIX IPOOHUPKAX M3 OECLIBETHOTO, IPO3PAaYHOr0, HEUTPAIBHOIO CTEKIIA
C BHYTPEHHUM JUaMeTpoM OT 15 1o 25 MM, HUCIOJIb3ysl paBHBIE CJIOM BbICOTOM 40 MM HCHBITyeMOMH
AKHUJIKOCTH U BOJbI, UM PACTBOPUTENS, UM STAJIOHA CPABHEHMs, ONMCAHHOTO B cTaThe. CpaBHUBAIOT
OKpacKy IpH PACCESTHHOM THEBHOM CBETE CBEpPXY BJIOJIb BEPTHKAJIBHOW OCH MPOOUPOK HA MAaTOBO-
oemoMm (one.
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MexaHu4ecKkue BKJIIOYEHHSI: HeBUAUMbBbIE YAaCTHIbI
(2.9.19).

JIaHHOMY HCIBITAaHMIO JIOJDKHBI  IOABEPraThCs
pacTBOpbI Ui UHQY3UH WM WHBEKIMOHHBIE PACTBOPHI B KOHTEHHEpaxX ¢ HOMHHAJIBHBIM O00BEMOM
6onee 100 mu. McnblTaHuIO Takke MOJBEPraloTCs JIEKAPCTBEHHBbIE CPEACTBAa, NPUMEHSEMbIE B
BETEpUHAPHON MPaKTHKE U BBIITyCKaeMble B KOHTEHHEpax ¢ HOMUHAJIbHBIM 00BbeMoM Gosee 100 mut,
KOI'/Ia COJEPKUMOE KOHTEHHEepa SKBUBAJIEHTHO 03¢ Oosee 1.4 M1 Ha KT Macchl Teja, a TAKyKe pacTBOPHI
U1 MUHQY3UH WM UHBEKIIMOHHBIE PACTBOPBI.

MexaHuuyeckue BKJIOYeHus. (2.9.20).

VY 1ajstoT HaKJICeHHbIE STUKETKHU C aMITyJIbl, MOIOT aMITyJIbl CHApYy’KU U IpocyInBaroT. [1naBHO
[IEpEBOPAUYMBAIOT aMITyJIy, u30eras 00pa3oBaHUs BO3YLLIHBIX ITy3bIPbKOB, U IPOCMATPUBAIOT B TEUEHUE
oKoJ10 5 ¢ nepes 6enbiM (POHOM B JJTHEBHOM OCBellleHHH. [I0BTOPSAIOT 3Ty npoluenypy nepea 4epHbIM
¢doHOM. BUIMMBIX 4acTHIl TPU IPOCMOTpE HE 0OHAPYKEHO.

I'®d PK, 2.9.17. «cnbiTaHue HA N3BJIeKaeMblii 00beM NMapeHTePAJIbHBIX NPenapaToB»
e OtOuparoT 0JIMH KOHTEHHEp, eClii HOMUHAIIBbHBIN 00beM cocTasisieT 10 mi u Ooree,
* 3 KOHTEWHepa, eCIM HOMUHAJIbHBIN 00beM Ooiee, yem 3 M1 1 MeHee, ueM 10 mut,
* 5 KOHTEWHEPOB, €CII HOMUHAJIbHBIN 00BEM COCTaBJISET 3 MJT MJIM MEHEE.

[TepeHocAT MHAMBUIYAIBHO OOIEE COACPKUMOE Ka)XJIOro BHIOPAaHHOIO KOHTEWHEpa B CyXOil
MOJIKOXKHBIA IIMPUI] BMECTUMOCTBIO, HE MpEBbIIIAIONIEH 3-X KpaTHBIM H3MepseMblii 00beM, H
Haca)XMBaroT Uriay 21 pasmepa u He MeHee, 4eM 2.5 cM JUIMHOM.

VY nansiot ar00ble My3bIpbKU BO3AyXa U3 IIIPHUIIA U UTJIbL, 3aTEM,

U3BJICKAIOT COJEPXKMMOE IINpUIia 0e3 OMOPOKHEHUS WIJIBI B CyXOH CTaHAapTH30BAHHBIA IWJIMHAP
(TpamyupoBaHHBIN IPEANIOYTUTENBHEE IIMHIPA C 0003HAYEHHON METKOM).
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MN36biTOuHbBIR O6Bbem (mn)

HomumHanoHbIA Asns noaBMIK~ Ans BA3KMX
obbem (mn) HbIX XXUAKOCTEH HMuagKocremn

0.5 0.10 0.12
1.0 0.10 0.15
2.0 0.15 0.25
5.0 0.30 0.50
10.0 0.50 0.70
20.0 0.60 0.20
30.0 0.80 1.20
50.0 v Bonee 2 % 3 %

I'® PK (2.9.19). Mexannyeckue BKJIOYEHHsI: HEBUAMMbIE YACTHIBI

JlaHHOMY HCIIBITAHUIO JOJKHBI MOABEPTaThCS PACTBOPHI A7 MH(Y3Ul WM UHBEKIIMOHHBIE
pacTBOPHI B KOHTEHHEpPaX ¢ HOMUHAIBLHBIM 00BeMoM Oosiee 100 M. MicibITaHUIO TakKe TIOIBEPraloTCs
JIEKapCTBEHHbBIE CPE/ICTBA, IPUMEHSEMbIE B BETEPUHAPHOMN MPAKTUKE U BBIITyCKAaeMbI€ B KOHTEHHEpax ¢
HOMUHAJIBHBIM 00beMoM Oosiee 100 M1, U KOTZIa CoIep)KMMOe KOHTEHHEpa SKBUBAJIEHTHO J103¢€ Oojee
1.4 M1 Ha KT Macchl Tena, a TakyKe pacTBOPBI sl HMHPY3UH WM UHBEKIMOHHBIE PacTBOPHL. [IpoayKTh
C yKa3aHWEM Ha SPJbIKE, YTO MPOIYKT MOJDKEH HCIIOIB30BATHCS C 3aKITIOYUTEIBHBIM (PUIBTPOM,
OCBOOOKICHBI OT ATHX TPEOOBAHHIA.

MexaHndeckrue BKIFOYCHUS! MHBEKIIMOHHBIX U BHYTPUBEHHBIX WH(Y3HOHHBIX PaCTBOPOB - ITO
MIOCTOPOHHUE TOJBUXHBIE HEPACTBOPUMBIE YACTHUIIBI, 32 UCKIIOYEHUEM MYy3bIPbKOB Ta3a, CIy4yalHO
MPUCYTCTBYIOIIUX B PACTBOPAX.

O6opynoBanue. J[lns KOHTpOJNS HCHOJB3YIOT MpHOOpP, OCHOBAHHBIA HA MPHUHIIHIE
CBETOOJIOKMPOBKH, KOTOPBIM aBTOMATHUECKH H3MEPSET KOJIMIECTBO U pa3Mep YacTHII.

[Tpubop kanmuOpyroT, UCcONb3ys auctepcuonHbie B3Becu CO I'®@ PK cghepuueckux uacmuy
pa3MepoM OT S5 MKM 10 25 MKM.

[TepememuBaroT copepkuMoe 00pasiia, MEUICHHO M HEMPEephIBHO NEpeBOpaunBas KOHTEHHEP
ATk pas. [Ipu HEOOXOAMMOCTH OCTOPOKHO YAAISIOT ATUKETKH M KOJIMAYyKH. BHENTHHE TOBEPXHOCTH
BCKPBIBAEMOT'0 KOHTEHHEPA OUUIIAIOT CTPYEH 80061, C860000HOU 0m Yacmuy W BCKPHIBAIOT KOHTEHHED,
n30erass BHECEHHsI KaKoro-1ubo 3arpsisHeHus. [ ynaneHus my3bIpbKOB BO3AyXa NAIOT OTCTOSITHCS
pacTBOpy B TEUEHHE 2 MUH.



ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTYyCTiK KasakcTaH MenuuvHa akapemuscobl» AK AO «HOxHo-KasaxcTaHcKas MeaqUUUHCKAa akanemMusa»
Kadenpa dapmaneBTn4eckoil 1 TOKCHKOJIOTHIECKON XUMHUN 044-55/
JIeKIIMOHHBINA KOMIUIEKC 110 JUCLUTIIMHE 21 ctp. u3 48
«OO011Me MEeTO bl MCCIICOBAHMS U aHAJIM3 JICKAPCTBECHHBIX CPEICTBY

OTtOupator ueTblpe NMpoObl, HE MEHEe 5 MJ KaxJas, U ONPEAESAIOT KOJUYECTBO HYacCTHUI[ C
pa3Mepamy, YKa3aHHbIE B COOTBETCTBYIOIIEM HOPMAaTHBHOM JOKyMeHTe. VICKIodaroT pe3yibTar,
MOJTYYCHHBIN Uil TIepBOM MPOObI, M PACCUMTHIBAIOT CpeIHEe KOJIMYECTBO YACTHIl B HCIBITYEMOM
obpasrie.

I'® PK OnnopoaHocTh conep:kanusi (2.9.6)

2.9.6. OJJHOPOJJHOCTH COJEPKAHMSI JEWCTBYIOIUIEIO BEIIECTBA B
EJVUHULE JO3UPOBAHHOI'O JIEKAPCTBEHHOI'O CPEJACTBA

/Jlannoe wucnvimanue He pACHPOCMPAHAEMCA HA NOAUGUMAMUHHbIE NPEnaApamvl u
npenapamul, cooeprcauiue MUKpoOI1eMeHmbol.

HcnblTaHne Ha OJHOPOJHOCTh COJAEP’KaHMs JEHCTBYIOIIErO BEIIECTBA B  E€AMHUIE
JIO3UPOBAHHOTO JIEKAPCTBEHHOI'O CPEACTBA OCHOBBIBAETCS HA KOJIMYECTBEHHOM OIIPENIEICHUU
COJepKAaHUA B HHAMBUIYaJbHbIX OIHOAO30BBIX E€AMHUIAX JIEKAPCTBEHHOI'O CPEJACTBA C LEJbIO
BBISICHEHUS, HaXOJHUTCS JIM 3TO COJIEP)KAaHWE BHYTPH IPEAETIOB, YCTAaHOBJICHHBIX MO OTHOIIEHHUIO K
CpeIHEMY COJIEPKaHHIO B UCIIBITYEMOM OOpasiie.

Hcnonb3ys moaxoAsinlyl0 AHAJMTHYECKYI0 METOAUKY, OIpPEICISIIOT — COAEpkKaHHE
JeUCTBYIOIEro BemecTBa B Kaxaoi u3 10 103MpOBaHHBIX €IUHMIL JICKAPCTBEHHOI'O CpPEICTBA,
OTOOpaHHBIX MO CTATUCTHYECKH OOOCHOBAHHOW cxeme. JlekapcTBEHHOE CPEICTBO BBLICPIKHUBACT
UCIBITAHKE, €CIIH COJEPIKAHUE B KAXI0M €ro 01H0/1030BOM eAMHHUIIE HaXOAUTCS B nipeaenax 85 - 115 %
OT CPEJHETO cozepkaHusl. JIekapCTBEHHOE CPEICTBO HE BBIACPKUBAET UCIIBITAHUE, €CIU COJIEPKAHNE
OoJiee 4eM B OJIHOM €JMHMIIE BBIXOJUT 3a BbIIICYKa3aHHbIC IIPEEIIbl WK €CIIU COJIEpKaHUE XOTs Obl B
OJTHOM eIMHUIIE BBIXOIUT 3a Mpeaeisl 75 - 125 % ot cpeqHero coaepaHusl.

CrepuabHoctb (2.6.1). Jlekapcmeennvie cpedocmea 07 TapEHTEPATBHOTO MPUMEHEHUS
JIOJDKHBI BBIJIEP)KUBATh UCTIBITAHUE HA CTEPUIIBHOCTb.

CTepuibHOCTD - 3TO OTCYTCTBHE KUBBIX MUKPOOPTraHU3MOB. [l cTepUIIbHBIX JIEKapCTBEHHbBIX
¢dbopM HaIM4YMe MHUKPOOPTaHU3MOB, JIaXK€ B MAJIOM KOJIMYECTBE, MOKET CTaTh JIETAIbHBIM, YUUTHIBAS
OecIpensaTCTBEHHOE MoNalaHue MUKPOOPTraHM3MOB B KPOBb MJIM Ha CIU3UCTbIE 00OJOYKH OPraHU3Ma,
P YCJIOBUHU OCIA0JIEHHOTO NMMYHHUTETA YEIOBEK.

OmnpeneneHue CTEPUIBHOCTH PAacTBOPOB MIPOBOJUTCS IyTE€M IIOCEBa M HMHKyOaluu Ha
CHEUUANBHBIX TeCT-Cpefax oOpa3loB Kaxaoi cepun mnponaykuuu. llpm oOHapykeHHMH pocTa
MHUKPOOPIaHU3MOB XOTsI Obl B OJAHON MpPOOMpPKE MCIBITAaHHE MOBTOPSIIOT HAa TAaKOM JK€ KOJIMYECTBE
cocy1oB. Y TONBKO MpU OTCYTCTBHM POCTA MPU MOBTOPHOM MOCEBE CEPHs CUMTACTCS CTEPUIIBHOM.

Onpenenennro CTEPWIBHOCTH MOJIBEPratoT aMITyJIbl WK (hIaKOHbBI KaX 101 cepuy,
OJTHOBPEMEHHO IM0JIBEPraBIINECs] CTEPHIU3AIMH B OJTHOM CTEPHIIN3YIOIIEM afmmapare.

CrepuabHocth 10oTOBBIX JIC mpoBepsiercss cieaylOlIMMU MHKPOOHOJOTHYECKUMHU
MeTO/IaMH

METO/]I IPSIMOT'0 TIOCEBA;

- METOJ] MEMOpPaHHOHN (PUIBTPAIUH.

UCIOJIB3YIOT MUTATENbHBIE CPE/IbL:

- XUJIKAs MUOTUKOIe8as cpeda IS BBISIBIICHUS aHA’POOHBIX U @ pOOHBIX OaKTepui;

- KHJKas cpefa Ha OCHOBE THAPOJIM3aTa Ka3eWHa M COEBBIX 0000B (cpeda Cabypo) nns
BBISIBIIEHUS TPUOOB U a3pOOHBIX OaKTEpHil.

[TuTarenbHble Cpebl TOTOBITCA M3 OTAENbHBIX MHIPEAMEHTOB B cooTBeTCTBHU ¢ I'D, a
TaKXKE€ W3 KOMMEpPYECKOW JETHAPATUPOBAHHONW CpeAbl B COOTBETCTBHH C IpHJIAraeMbIMU
UHCTPYKLHSAMHU.

CrepuabHocTh (2.6.1). Jlekapcmeennvle cpeocmeéa 0714 TAPESHTEPATBHOTO INPUMEHEHUS

JOJKHBI BBIJIEPKUBATh UCIIBITAHUE HA CTEPUIBHOCTb.
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Kuakas THOrIMKOJEBas cpena IpeJHa3HAauyeHa B NEPBYIO O4YEPEAb Ui BbIPAllUBAHUS
aHA’pPOOHBIX OAaKTEpHii, OIHAKO MOXET OBITh TAK)KE HCHOJNB30BaHA [UIS BBIICICHHS adpOOHBIX
OaKTepHii.

CoeBo-Ka3eMHOBasl cpelia MpeHa3Ha4YeHa B MEPBYIO OYEpeAb JJIs BHIPALIMBAHUS adPOOHBIX
OaKTepHii, OJTHAKO MOXKET OBITh TAK)KE MCIIOIB30BaHA ISl BBIACICHUS TPUOOB.

HNCIHIBITAHUE JEKAPCTBEHHOI'O CPEJCTBA HA CTEPUJIBHOCTbD

HcnpiTanue MeToj0M MEMOPaHHOHN (UIIBTPAIIUH.

Hcnone3ytor MemOpaHHBIE (QWIBTPHI C HOMHHAIBHBIM pa3MepoM mop He Oonee 0.45 MKwM,
crocobnbie 3(Q(PEKTUBHO 3a7epKUBATh MUKPOOPraHU3Mbl. DUIBTPHI CTEPIIIU3YIOT IIPU TEMIEpaType
121£1°C 20 muH.

HcnpiTyemblii mpenapar pacTBOPSIIOT B BOJE Ui MHBEKLIUN, QUIBTPYIOT Yepe3 CTepUIIbHYIO
MeMOpaHy, KOTOPYIO NMPOMBIBAIOT OT pacTBopa 3-5 mopuwmsiMu pactBopurens mo 100 mui, paspesaror
CTepUIbHBIMU HOKHUIIAMHU Ha 2 4YacTH, OJIHY M3 HUX IOMEIIAIOT B KOJOY C THOTJIHMKOJIEBOM Cpeou,
BTOpYI0 — B cpeny Cabypo, 7 nHe HHKYOUPYIOT IPH eXKeAHEBHOM IpocMoTpe. Bee onepaiyu mpoBoasr
B ACENTHYECKUX YCIOBHSIX.

[Tpu oTCYTCTBHHM IPYTUX yKa3aHH B YaCTHOW CTAaThe MOCEBBI MHKYOUPYIOT HE MeHee 14 cyT npu
temriepatype ot 30 0C no 35 OC (murarenbHbIE Cpebl, MPeAHA3HAYCHHBIC MMPEUMYIIIECTBEHHO IS
BHIsBJIeHUs GakTepuit) u npu temneparype ot 20°C 1o 25°C (nuratensHble cpesibl, MpeIHA3HAYEHHBIE
MIPEUMYIIECTBEHHO JJIs1 BBISIBICHUS IPUOOB).

VcnpiTaHne METOIOM MPSIMOTO MOCEBA

Hccnenyemoe €KapCcTBEHHOE CPEACTBO BHOCSAT HEMOCPEICTBEHHO B MUTATENBHYIO CpPENy B
KOJIMYEeCTBE, yKazaHHOM B TabOim. 2.6.1.-2. Ilpu OoTCyTCTBHM NpyTrHX yKa3aHWH B YAaCTHOM CTaThe
KOJIMYECTBO JIEKAPCTBEHHOTO CPEJICTBA JOJHKHO COCTaBiATh He Oonee 10 % or oObema muTateabHOU
CpEIbL.

B TOoM, citydae, ecnu JieKapcTBEHHOE CPEICTBO 00N aeT aHTUMHUKPOOHOH aKTUBHOCTBHIO B
YCIIOBUSIX HCIIBITAHUSA, €€ HEeUTpaIMU3yloT MyTeM J00aBICHHS MOIXOASIINX HEUTPaln3aTopoB WIH
YBEJIMUEHUS] 00heMa MUTATEIIBHON CpeIbl.

JlexapcTBeHHOE CpPEJICTBO BBIIEPKUBAET HUCIBITAHHWE HA CTEPHIIBHOCTD, €CJIM MPH BU3yalbHOM
ydeTe He 00HApyKUBAETCS POCT MUKPOOPTaHU3MOB.

2.6.14. BAKTEPUAJIBHBIE DHIOTOKCHUHbI

[Ipu mpoBeneHuMH uCHBITaHUS Ha OakTepuanbHble AHIOTOKCHHBI (JIAJI-Tecta) HCHONb3yrOT
nu3at amebonuToB MeuexBocta Limulus polyphemus. [lpubasnenue pacmeopa, copepxaiiero
9HIOTOKCHHBI, K PAaCTBOPY JiM3aTa TMPHBOAUT K TMOSBICHUIO MYTHOCTH, OCAKICHUIO WU
reaeoOpa3oBannio cMmecd. CKOpOCTh pEaKIMU 3aBHCUT OT KOHIEHTPALUUH SHIOTOKCHHOB, pH n
TEMITEPaTYPBbI.

DHIOTOKCHHBI + JTH3aT KIETOK (aMeOOIMTOB) KPOBH MEYEXBOCTOB

{ B pesynbrare

I'ens («resb-TpoMO TeCT»)

«H» FeJ'IB-TpOM6 TCCT «=» FCJIB'TpOM6 TCCT

oOpa3yeTcst Teib, HE BBITCKAIOIIMNA W3 JIyHKH | Te€lb HE oOpa3yercs, T.K. OSHIOTOKCHUHBI
IIaHIIETa PU IE€PEBOPAYNBAHNN UHTUOMPYIOT IpoLiecC Teneodpa3oBaHus

IIpeumymecrna:
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BBICOKAsl YyBCTBUTEIBHOCTH K nuporenam (B 100 pa3);

oneHka JIB, KoTopble HEBO3MOXHO IIPOBEPUTH HA )KUBOTHBIX;
ObICTpOTa BBIIOJIHEHHS T MIN 0K0JI0 1,5 4 (JUIs OJJTHOTO UCTIBITAHMS);
UCHBITAHUS IPOBOJUT OJIMH YEJIOBEK.

AN NI NN

2.6.8. IIMPOT'EHBI

buonoruueckuii meroxn. lcnblTaHMe Ha NUPOreHbBl COCTOUT B M3MEPEHHMM IIOBBIIICHUS
TEMIIEPATYpPbl TENa, BBI3BIBAEMOTO y KPOJIMKOB BHYTPUBEHHBIM BBEICHHEM CTEPUIIBHOTO PacTBOpA
HCIBITYEMOTO JIEKAPCTBEHHOI'O CPEJICTBA.

Kaxknoro kpoauka coiepaT B OTHCJIBHOM KIETKE HAa IOJHOLICHHOM IHIIEBOM pAaLMOHE,
orpaxaasi OT pa3apakarolIuX BO3JACHCTBUHN (aKyCTUUYECKUX, ONTUYECKUX U APYrux). B momenieHusx,
II€ HaXOJATCS >KMBOTHBIE M IPOBOJATCS HUCIBITAHUS, MOJACPKHUBAIOT IOCTOSHHYIO TEMIIEpAaTypy
Bo3ayxa 20 = 3 °C. Ilepen ucripiTaHuEM IPOBOJISAT OCMOTP KUBOTHBIX U OTOMPAIOT 3/JOPOBBIX KPOJIUKOB
OJIHOT'O 110J1a, HE aJIbOMHOCOB, ¢ Macco Tena oT 2,0 10 3,5 Kr, KOTOpble He TePSAIN B Macce B TEUEHUE
npeasiaynel Heaenu. 3a 18 4acoB 10 MCHBITAaHUA KPOJIMKOB JIMIIAIOT KOpMa 0€3 OrpaHMYeHHs BOJIBI.
Bo Bpemst onbITa )KMBOTHBIE HE ITOJIy4alOT HU KOPMa, HU BOJBL.

HcnbiTyeMoe JNE€KapcTBEHHOE CPEICTBO BBOJAT B YIIHYIHO BeHy Kpoiuka. OO0bem

HMHBEIUPYEMOTr0 pacTBopa JI0JKEH cocTaBisaTh He MeHee 0,2 mul u He Oonee 10 mu Ha 1,0 xr

Macchl Tena )XKUBOTHOTO. [lepen BBeeHMEM pacTBOp MOAOrpeBaroT 10 Temneparypsl 37,0 + 2°C.

W3mepenust temneparypbl MOCI€ BHYTPUBEHHOI'O BBEACHHUS HCIBITYEMOTO JIEKApPCTBEHHOTO
CpeCTBa NPOBOJAT ¢ MHTEpBasioM He Oosiee 30 MUHYT Ha NPOTSKEHUU Tpex dacoB. [Ipu qpyrux myTax
MapeHTEePAIbHOTO BBEACHHUS - HA MPOTSHKEHUU TISITH YacoB.

PacTBOp 71€KapCTBEHHOIO BELIECTBA CUMTAKOTCS HEMMPOTEHHBIMM, €CIIM I1OCIIE BBEIECHUS HU Y
OJIHOTO W3 TPEX IMOJONBITHBIX KPOJIMKOB HU MPU OJHOM M3 TpeX H3MEpeHHil He HabIo/1anoch
TOBBIILIEHHE TeMIepaTypsl 6omee, ueM Ha 0,6° C 110 cpaBHEHHIO ¢ HCXOHON TEMIEpaTypoil, U B CyMMe
TIOBHIIIEHNE TEMIIEPATYPHI Y 3 KpomukoB He mpessmano 1,4 ° C.

Eciu 5Ta cymma npesbimaert 2,2° C, ucciieayeMblii pacTBop JeKapCTBEHHOTO CPECTBA CYUTAIOT
MUPOT€HHBIM.

Korza cymma noBellIEHUI TEMIIEPATYphI Te€Jla Y TPEX KPOJIMKOB HAXOAUTCA B Ipeaenax ot 1,5
710 2,2° C, ucribITaHue TOBTOPSIOT JOTOMHUTENBHO HA TIATH KPOIHKAX.

2.6.9. AHOMAJIBHASA TOKCUYHOCTb

KonnuecTBO HCHBITYEMOro JIEKAPCTBEHHOI'O CPEJCTBA, YKa3aHHOE B YacTHOM CTaThe,
pactBopeHHoe B 0.5 M1 800bl 01 unvekyuii P unu 6 cmepunvnom pacmeope 9 T/ HATpUs XIJIOPHIA,
BBOJST BHYTPUBEHHO KaXJ1I0M U3 IIATH 30POBBIX MbIIIEeH Maccoi oT 17 r 1o 22 r. PacTBop BBOAAT B
TE€YEHUE UHTEpBaia BpeMeHH oT 15 ¢ 10 30 ¢ npu OTCYTCTBMM JPYTHUX YKA3aHHWM B YACTHON CTaThe.

OOpa3zer1 BbIICPKUBAET UCIIBITAHKUE, €CIIM HU OJIHA U3 MBIIIEH He morubaet B npezenax 24 4 uiu
B TEUEHHE BPEMEHH, YKa3aHHOTO B YaCTHOM cTaThe.

Ecnu Oonee yem 01HO )KMBOTHOE TIOru0aeT, o0pasel He MPOXOAUT UCTIBITAHUE.

B cnyuae rubenu oTHOTO U3 )KUBOTHBIX HCTIBITAHHE TOBTOPSIOT.

OOpa3zer] NpOXOJUT UCIIBITAHHUE, €CJIM HU OJJHO U3 KHBOTHBIX BO BTOPOM IpyIiIe HE MOrubaer B
Ipeneaax yKa3aHHOIO MHTEpBala BpEMEHHU.

st nexapCcTBEHHBIX CPEJICTB IApEHTEPANBHOIO INPUMEHEHMS, B COCTaB KOTOPBIX BXOIAT
AHTUMUKPOOHBIE KOHCEPBAHTHI, YIOJIHOMOYEHHOMY OpraHy AOJDKHBI OBbITh IPEICTABICHbI JaHHBIE,
noATBepxaaone 3(p(HEeKTUBHOCTh BBIOPAHHBIX KOHCEPBAHTOB. METOJ ONpeneieHuss U KPUTEpUU
OLEHKN 3(P(PEKTUBHOCTH KOHCEPBAHTOB JIOJUKHBI ~COOTBETCTBOBaTh TPEeOOBAaHUAM  pazferna
«OPPEeKTUBHOCTh AaHTUMUKPOOHBIX KOHCEPBAaHTOBY (5.1.3).
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(JIekapcTBeHHBIC CpEACTBA VIS MApEHTEPAILHOTO MPUMEHEHHS W3TOTaBJIMBAIOT C HCIOJB30-
BaHHEM MaTEpHUaJIOB U METOJI0B, 0OECIICUNBAIOIINX CTEPUIBLHOCTD U MPEAOTBPAILAIONIUX 3arPs3HEHNE
JICKapPCTBEHHBIX CPEACTB M POCT MUKPOOPTAaHU3MOB B COOTBETCTBHH C TPEOOBAHUSAMH pazfena « MeTo b
MIPUTOTOBJICHUS CTEPHIIBHBIX MPOAYKTOB» (5.1.1).

Bona, ucnons3yemasi B IpoU3BOACTBE JIEKAPCTBEHHBIX CPEJCTB JJI MAPEHTEPATLHOIO MPUMEHEHUS,
JIOJKHA COOTBETCTBOBATh TPEOOBAHUSAM, YKa3aHHBIM B MOHOTrpaduu «Boxaa s HHBEKIUR.

ITopouiku 1711 NPUTOTOBJIEHNS] UHBEKIIUOHHBIX WM BHYTPUBEHHBIX HH(PY3HOHHBIX
JIEKapCTBEHHBIX CPeICTB

[Topomiky Asis TNPUTOTOBICHUS HHBEKUMOHHBIX WJIM BHYTPUBEHHBIX HH(Y3UOHHBIX
JIEKapCTBEHHBIX CPEJCTB IPEACTABISAIOT COOOW TBEpPIBIE CTEPUIIbHBIE BEILECTBA, ITOMEIICHHBIE B
KoHTeitHep. [Ipu BCTpsAXUBaHUM C YKa3aHHBIM 00BEMOM COOTBETCTBYIOIIEH CTEPUIIHHOMN KUKOCTH OHU
ObICTPO 00pa3yIOT WM MPO3PaYHbI, CBOOOAHBIN OT YAaCTHUI] PACTBOP, WA OJHOPOJHYIO CYCIEH3HIO.
[locne pacTBOpeHMsI WM CYCIEHIUPOBAHUS OHHM JIOJDKHBI COOTBETCTBOBATh TpPeOOBAHMSIM,
MPEIbSBIEMBIM K BHYTPUBEHHBIM HH(Y3UMOHHBIM UM HHBEKIIMOHHBIM JIEKAPCTBEHHBIM CPEICTBOM.
JInodunuzoBaHHbIE IpeNapaThl AJs MapeHTePaIbHOr0 MPUMEHEHUS PACCMAaTPUBAIOT KaK MOPOIIKH IS
MPUTOTOBIICHHSI UHBEKIIMOHHBIX WJIM BHYTPUBEHHBIX HH(Y3UOHHBIX JIEKAPCTBEHHBIX CPEJICTB.

OnHopoaHoCcTh coaep:xanu (2.9.6, A).

[Topomku uIsi TPUTOTOBJICHUS HMHBEKIMOHHBIX WM BHYTPUBEHHBIX HWH(Y3HMOHHBIX
JIEKAPCTBEHHBIX CPEJCTB C COJEPKaHUEM JIEHCTBYIOIIETO BEIECTBA MeHee 2 Mr wiu MeHee 2 % OoT
oOmield Macchl, WJIM C MacCOW JO3MPOBAHHOW €IAWHMIIBI, pOBHOW 40 Mr wiM MeHee, TOJDKHBI
BBIJICP)KMBATh HCIBITAHUE OJIHOPOJHOCTH COJACpPKAaHUS JEHCTBYIOIIETO BEIIECTBA B EAMHUIIE
JIO3WPOBAHHOTO JIEKAPCTBEHHOT'O CPEJICTBA, MPU OTCYTCTBUU JPYTUX YKa3aHWH B 4acTHOM cratbe. J[ms
MpermapaToB, B COCTaB KOTOPBIX BXOJUT OoOJiee OJHOTO JIEHCTBYIOIIETO BEIIECTBA, TPEOOBaHUS
pacIpoCTPaHSIOTCS Ha BEIIECTBA, COJIEPKaHUE KOTOPBIX COOTBETCTBYIOT BBIIIE YKAa3aHHBIM yCIIOBHSIM.

Oxanopoanocts Maccenl (2.9.5).

[lopomku 1yii  TPUTOTOBIEHUS WHBEKIMOHHBIX WM BHYTPUBEHHBIX HMH(Y3HOHHBIX
JIEKApCTBEHHBIX CPEJCTB JIOJDKHBI BBIIEP)KMBATH HMCIBITAHKE OJHOPOIHOCTH MAcChl JUIS €IMHHIII
JI03UPOBAHHOTO JIEKAPCTBEHHOTO CpecTBa. VIcmbITaHWe OXHOPOAHOCTH MAacChl HE TpeOyeTcs, ecin
UCIIBITAHNE OJHOPOJHOCTH COJEPIKAHMS JICHCTBYIOMIETO BEIIECTBA MPEIYCMOTPEHO Ui BCEX
JIEUCTBYIOIIUX BEIIECTB.

20 eQWHUIl JTO3MPOBAHHOTO JIEKAPCTBEHHOTO CPEACTBA WM COAEPXHMOE Kaxaoro u3 20
KOHTEWHEPOB, B Clydae OJHOM030BBIX JIEKAPCTBCHHBIX CPEICTB B HMHAMBUAYaIbHBIX KOHTCHHEpaX,
OTOMPAIOT MO CTATHCTHYECKH OOOCHOBAHHOM CXEMe, B3BEIIMBAIOT KAXKIYIO 6 OMOeIbHOCMU W
PacCUMTHIBAIOT CPEIHIOI0 Maccy. JIekapCTBEHHOE CPEICTBO CUMTAIOT BBIACP)KABIIUM HCIIBITAHUE, €CITH
He Ooitee ABYX MHAUBHUIYAJIbHBIX MAaCC OTKJIIOHAIOTCA OT Cpe}lHeﬁ MAacCCBI Ha BEJIMYHHY, IPEBBIIIAIOITY O
3HaueHWe, ykazaHHoe B TaOm. 2.9.5.-1. Ilpu 3ToM HHM OJHA WHAMBHUAyajbHAs Macca HeE JOJDKHA
OTKJIOHSITBCS OT CPEJIHEH MacChl Ha BEJTMUHMHY, B /IBa pa3a MPEBBIIIAIOIIYIO0 3HAYEeHNE, YKa3aHHOE B Tao.
29.5.-1.

MapkupoBka
Ha smuxemke dononnumensmo ykazulgarom:
> Ha3BaHMC U KOHICHTPAIIMIO KaXJI0TO aHTUMUKPOOHOTO KOHCEPBAHTA;
» - IpY HEOOXOIMMOCTH HH()OPMAIIHIO O TOM, YTO PACTBOP MPOIIET GUIBTP TOHKOH OYHCTKH;
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» - Ipu HEOOXOAMMOCTH, MH(OPMAIMIO O TOM, YTO JIEKapCTBEHHOE CPEICTBO CBOOOIHO OT

6aKTepI/IaHBHI)IX SHAOTOKCHHOB HJIK alTUPOI'€HHO.

Ynaxoexa

> JlexapcTBeHHbBIE (POPMBI ISl TAPEHTEPATBHOIO IPUMEHEHHUS BbIITYCKAIOT 60 (hlaKoHaAX,

amMnynax, Wnpuyax, KApmpuoHcax uiu nOJIUMEPHOIl ynaKoeKke. Y aKoBKU JOJKHBI ObITh
M3TOTOBIICHBI M3 IOCTATOYHO MPO3PAaYHBIX MAaTEPHAIIOB, TO3BOJISIFOIINX MTPOBOIUTH
BU3YyaJIbHBIA KOHTPOJIb COJEPKUMOTrO0, 32 UCKIIFOYEHUEM YIIAaKOBKH JJISl UMIUIAHTATOB M APYTHX
CJIy4aeB, ONMCAHHBIX B (DapMaKOIEHHBIX CTAThAX.

XpaHeHnue

> B CTCPUJIBHBIX BO3YyXOHCIIPOHHUIIACMbBIX KOHTCﬁHean C KOHTPOJIEM IIEPBOI0 BCKPLITUA.

HNiunocTpaTuBHBIN MaTepHaJl:
- npesenTaist Microsoft Power Point.
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O®C I'® PK. MAT'KHUE JJEKAPCTBEHHBIE CPE/ICTBA AJIsI MECTHOI'O
INPUMEHEHUA
Preparations molles ad usum dermicum

Misirkas nekapctBeHHast (hopma il Hapy >KHOTO IPUMEHEHHUs, 00J1a/1a10111ast BA3KOTIACTHYHBIMHU
CBOWCTBaMM U IPEACTABIISIONIAs COOOM coueTaHue OJTHOrO WK HECKOJIbKO JIB 1 OCHOBBI.

Masu cocTosT u3 0AHO(pA3HOW OCHOBBI, B KOTOPOI MOTYT OBITH AUCHIEPTHPOBAHBI TBEP/bIEC UITH
KUJKHE BEILECTBA.

1o ¢uzuxo-xumuueckoii Knaccuguxkayuu
MA3MU - 310 cBOOOJHBIC, BCECTOPOHHE IUCIEPCHBIE OecopMeHHBIe (0€CCTPYKTYPHBIE) WIIH
CTPYKTYpPHUPOBAHHBIE CUCTEMBI C IIACTUYHO-YIPYTO-BSI3KON AUCIIEPCHON CPeloil.

Knaccupurkanms:
Masu;

Kpemsr;

T'enu;

MenuurHCKuE TIACThIPH;
[Ipunapxku;

[Tactsl.

Msrkue iekapCTBEHHBIE CPEICTBA JIJIsl MECTHOTO MTPUMEHEHUS MPEeTHA3HAUCHBI JJIS TOJTyYeHUs
MECTHOI'O WJIHM TPaHCIEPMAIbHOIO JEHCTBUS AKTUBHOTO BEIIECTBA, WM HMX CMSTYAIOMIEr0 WU
3aIIUTHOTO JICUCTBUA.

OHM 10JKHBI OBITH OJTHOPOAHBIMHU.

Msrkue neKapCTBEHHbIE CPEACTBA JJII MECTHOIO IMPUMEHEHHsI COCTOSIT M3 MPOCTOM WU
CJI0)KHOW OCHOBBI, B KOTOPOIl OOBIYHO PAaCTBOPEHBI WJIM JAUCIIEPTUPOBAHBI OHO WK O0Jiee aKTUBHBIX
BEIIECTB.

OCHOBBI MOTYT COCTOATH M3 TMPUPOTHBIX WM CHUHTETHYECKHX BEIIECTB M MOTYT OBITh
0/THO(ha3HBIMH WIIH MHOTO()a3HBIMH.

B cooTBercTBMM C MpUPOJON OCHOBBI, MpemapaT MOXET o0yagaTh TUAPOPWIBHBIMH H
ruapo@OOHBIMU  CBOMCTBAMHU; MOXET COAEpKATh TMOAXOASIINE OKCIMIUEHThI, TaKHe Kak
aHTHOaKTEepUaIbHbIE KOHCEPBAHTHI, aHTHOKCHIAHTHI, CTAOUIIN3aTOPBI, IMYJbraTOpPbl, CTYCTHTEIN H
BEILIECTBA, YCUJIMBAIOIINE IPOHUKHOBEHHE.

IIpenmymecrBa ma3seii:
- BO3MOXHOCTb BBEJICHUs pa3an4HbIX JIB;
- JIOCTH)KEHHE BBICOKOM KOHLeHTpauuu JIB B Koxke;
- MpocToTa, 0€30MacCHOCTh NPUMEHEHUS;
- DKOHOMHUYHOCTb, TEXHOJIOTUYHOCTD.

Henocrarku maseii:
- HEKOTOpbIE Ma3M OKa3bIBAIOT pa3Jpa)arouiee AeCTBUE Ha KOXKY;
- Masu Ha ruipooOHBIX OCHOBAX 00YCIABIMBACT «TAPHUKOBBIN AP PEKT;
- OTpaHWUYCHHBINA CIIEKTP (PapMaKOIOTHIECKON aKTUBHOCTH.

I'mapodoOHBbIEe Ma3u MOTYT COAEpPKATh TOJIBKO HE3HAYUTEIBHOE KOJIMYECTBO BOJIBI.
TUnuyHEIME OCHOBaMH I UX (I)OpMI/IpOBaHI/I}I SABJISIFOTCA TBCPABIC, XKUAKWUC U JICTKHUC XUIAKUC
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napaduHbl, PaCTUTEIbHBIE Macia, XKHUPbl KUBOTHOTO MPOUCXOXKICHUS, CHHTETHUECKUE TIHIIEPHIBI,
BOCKH U JKUJKHE JIOTHAIKUICUIOKCAHBI.

Bo1o3My/ibCHOHHBIE Ma3H MOTYT COZIEPKaT OOJIBIIOE BOJABI U B CBSI3U C 3THM IPEICTABIATH
co0OM 3MyJIbCUH THIIA BOJA-B-Maciie UM Macjl0-B-BOIE€ B 3aBUCHUMOCTH OT IPUPOABI SMYJIBIATOPOB.

I'uapoduibHbIe Ma3H TS TPUTOTOBICHHS THIPOGUIBHBIX Ma3ei UCTIONB3YIOT TAKHE OCHOBBHI,
KOTOpBIE CMELIMBAIOTCS C BOJOU

Kpembl npeacTaBistor MHOTo(a3HbIe MpenapaThl, COCTOSIINE U3 JIUTTOPUIBHOHN (Da3bl U BOTHOM
(ha3zbl.

JlunoguibHble KpeMbl B KaUeCTBE MMOCTOSIHHON (HENMPEpBIBHOW) (ha3bl UMEIOT JTUHO(DUIBHYIO
¢a3zy. OHu cofepKat HMyJIbraTopbl THIIA BO/A-B-Macie, TAKUe KaK CIIUPTHI IIEPCTIHOIO XKUpa, 3QUpbl
copOuTaHa U MOHOTJIMIEPUIBI.

I'mapodunbHbIe KPpeMbl

B KaueCTBE IIOCTOSHHOM (HempepbiBHOW) (a3l mMeroT BoaHylo ¢(asy. OHu comepkaT
OMYJIBraTopsl THIIA MAacCIO-B-BOAE, TAKWE KAK HATPUEBbIE MM  TPOJIAMHHOEBIE  Mblia,
CyIb(aTupOBaHHBIE KUPHBIEC CITUPTHI, MOJIUCOPOATHI 1 KOMOMHALINN MOJTUOKCUIMIKUP HBIX KUCIOT U
3(GUPOB JKUPHBIX KUCIIOT, IPU HEOOXOJUMOCTH, C SMYJIbIaTOpaMH TUIIA BOAA-B-Macie.

I'esn ipecTaBisAoT co00i KUAKOCTH, KETUPOBAHHBIE MOIXOASIIIUMHE refie00pa3oBaTesIMU.

JIunoguiabHble renu (ojeorein) sBISOTCS IpernapaTaMu, OCHOBBI KOTOPBIX OOBIYHO COCTOSAT
U3 KUAKOTO napaduHa ¢ MOTUAITUICHOM HIIM KUPHBIX MAacel, JKEIUPOBAHHBIX KPEMHUS JHOKCHUIAOM
KOJUIOMIHBIM WJIN QJIFOMMHHMEBBIM WJIM HIUHKOBBIM MBUIAMM.

I'mapo¢puiabHble renu (ruaporenn) BISIOTCS penapaTaMu, OCHOBBI KOTOPBIX OOBIYHO COCTOSIT
U3 BOJbI, INIMIEPUHA WM MPONUICHITIMKOIIA, JKEIMPOBAHHBIX MOAXOAIIMMU Teraeo0pa3oBaTessiMHU,
TaKHMHU KaK KpaxMmaJl, IPOU3BOHBIE LIEJUTI0I03bl, KApOOMEPHI M MarHUI-aIFOMUHHEBBIE CUIIUKATHI.
ODCTI'o PK
Ilokazamenu kKauecmea MAZKUX 1EKAPCMEEHHBIX CPEOCHE

* OIHUCaHHE,

*  uaeHTHUKAIHS,

*  OJAHOPOJHOCTD,

* Macca COJIEpKUMOro KOHTEWHepa,

*  MHKpOOMOJIOTHYECKAs YHCTOTA,

*  KOJMYECTBEHHOE OIpEJIEICHHUE.

* pasMep yHacTul,

* pH,

*  KHCIIOTHOE U MEPEKUCHOE YHUCIIO,

*  XapaKTepHbIE CBONCTBA OCHOBBI,

*  CONYTCTBYIOUIUE NIPUMECH,

* TIepMETUYHOCTb KOHTEHHEpa.

*  CrepuibHble MATKHUE JIEKAPCTBEHHBIE CPEJICTBA JOKHBI

*  BBIJICPKUBATBH TECT HA CTEPUILHOCTH (2.6.1).
Onucanue. KOHTponupyrOT BHEHNIHWI BUJA M XapaKTEPHBIE OPraHOJIENITUYECKUE CBOMCTBA.

Msrkue JnekapCTBEHHBIE CPEICTBAa HE JOJDKHBI MMETh IPOTOPKIIOTO 3amaxa, a TaKkKe INPU3HAKOB
¢u3nveckoil HecTaOMIBHOCTH (arperanus 4acTHIl, KOAJeCUEHIH, KOaryJsus, paccIOeHUe), €CIIH HET
JAPYTUX YKa3aHUW B YaCTHOM CTaThe.

Unentudpukanusa. IlpoBoasr wuaeHTHUPUKAIMIO BCeX  ACHCTBYIOIIUX  BELIECTB U
AHTUMUKPOOHBIX KOHCEPBAHTOB, BXOJSAIIMUX B COCTaB JICKAPCTBEHHOTO cpeacTBa. Eciu HEoOxoaumo,
UICHTU(PHUIUPYIOT BCTIOMOTaTEIbHbBIE BEIIECTRA.
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OaHoponHocTh. MSrKue JIEKapCTBEHHBIE CPEICTBA  JIOJDKHBI  OBITH  OJHOPOAHBIMHU.
OIHOPOAHOCTH ONPEAEISAIOT M0 BHEIIHEMY BHY M M0 MeTOAUKE, TpuBeaeHHoi B [Ipunoxenun 1 I'O
PK.

Ecin  HeoOXoaumo, OJHOPOAHOCTb OMNPEAEISAIOT 10  KOJUYECTBEHHOMY  COJEpPKaHMIO
KOMIIOHEHTOB TIPH CHEUUATBHOM O0TOOpe MpoO, MO3BOJISAIONIEM KOHTPOJIMPOBATH PAaBHOMEPHOCTH HMX
pacnpeneseHusl.

IIpuniaoxenne 1 OPC I'® PK

Metoauka onpeneaeHus OAHOPOAHOCTH

BbepyT 4 npo6s1 nekapcTBeHHOTrO cpeacTsa mo 20-30 T kaxaas, TOMEIIAoT 10 JBe MPoObl Ha
IIPEIMETHOE CTEKJIO, HAKPBIBAIOT BTOPBIM IIPEIMETHBIM CTEKJIOM M IUIOTHO IPHXKUMAIOT 10
00pa30BaHUs MATEH TUAMETPOM OKOJIO 2 CM.

ITpu paccMOTpeHHH MOJTyYEHHBIX TPOO HEBOOPYKEHHBIM IJ1a30M (Ha paccTossHUM 0Kouo 30 cm
OT Tja3) BO BCEX YEThIpEX Mpo0ax HE JOJDKHO OOHApyKUBAThCSl BUIMMBIX YacTHLl, MOCTOPOHHMUX
BKJIFOYEHUH U, €CJIM HET JPYTUX YKa3aHUH B YaCTHOM CTaThe, IPU3HAKOB (PU3NYECKON HECTAOMIIBHOCTH:
arperanyy U KoaJeCUEHIMH YaCTHLl, KOATryJIsIUH.

Ecnu ogHa u3 npo0 He BbIIEPKUBAET UCTIBITAHNE, ONPEEICHUE IPOBOAT JOMOJHUTEIBHO €1le
Ha BOCbMHU npobax. [Ipu 3TOM BOCeMb JIOMOIHUTENBHBIX MPOO TOJIKHBI BBIAEP)KUBAThH HCIIBITAHUE.

Pasmep yacrun. B MATKHX JEKapCTBEHHBIX CPEACTBAX, COAEPIKAIUX KOMIIOHEHTBI B BUJC
TBEPJIOW WM KUJAKOH TUCTIEPCHOH (has3bl, KOHTPOIMPYIOT pa3Mep YacTUll, €CId OT HEro 3aBHCAT
OMOIOCTYIHOCTb, TepalneBTHUecKass A(PQPEKTUBHOCTb M O€3BPEIHOCTh WJIM JaHHBIM IOKa3aTellb
peraaMeHTHpPYyeTCsl Ha3HAUYEHUEM JIEKAPCTBEHHOTO CPE/ICTBA.

TpeboBanus, NpebsABIIEMbIE K pa3Mepy YacTHILl, METOAUKH ONPEIeNeHHUsI U KpUTEPUH OLICHKU
MIPUBOJIAT B YaCTHOM cTaThe. Pa3mMep uacTull B MATKUX JIEKAPCTBEHHBIX CPEACTBA ONPEAEIIAIOT METOOM
MHUKPOCKOIIHH.

O®C I'® PK U3zBaekaemas macca wim oobem (2.9.28).

Msrkue neKapCTBEHHBIE CPENCTBA JJIsi MECTHOIO IMPUMEHEHHs B OJHOAO30BBIX KOHTEHHEpax
JIOJKHBI COOTBETCTBOBATH TPEOOBAHUSAM UCIIBITAHUS.

OtOupator 10 3amONHEHHBIX YNAKOBOK M YNAISIOT 3TUKETKU. TIIATENBbHO NPOMBIBAIOT U
BBICYIIMBAIOT BHEIIHIOK MOBEPXHOCTh KaX/101 YIIAaKOBKH U B3BEIIMBAIOT YIAKOBKH 1O OTAEIBHOCTH.

KonnuecTBeHHO YJAIAIOT COAEPKUMOE M3 KaKIOW YNAKOBKM M IIPOMBIBAIOT BCE 4YacTH
YIIaKOBKH PACTBOPUTENEM, YKa3aHHBIM B (papMaKoNeHHON CTaThe MM HOPMAaTHUBHON JOKYMEHTAIIUH.
BricymmBaloT u CHOBa B3BEHIMBAIOT KaXk/IyIO YIIAKOBKY BMECTE C COOTBETCTBYIOIIMMU JACTATISIMHU.

ITo pa3zHOCTH Macc BBIUMCISIOT Maccy COAEPKUMOTO YIIaKOBKH.

I'epmeTH4yHOCTH KOHTeiiHepa. J[1s cTepUIIbHBIX M, €ClIM HEOOXOIUMO, JJIsi HECTEPHIIbHBIX

MSTKHX JIEKAPCTBEHHBIX CPEJICTB MPOBOJST OIMPEACIICHHE TEPMETHYHOCTH KOHTEHHEpa B COOTBETCTBUH
C METOJIMKOM, n3noxkeHHoH B [Ipunoxxennu 2.

O®C I'®D PK Ilpunoxenue 2 I'epMeTHYHOCTH KOHTelHepa

Metoauka onpeneaeHus

Ot6uparor 10 TYyO IeKapCTBEHHOTO CpEACTBA W TIIATEIBHO BBITUPAIOT HX HaPYyKHBIC
MOBEPXHOCTU (PMIBTPOBaIbHOM Oymaroid. TyObl mOMEIIalOT B TOPU3OHTAIILHOM IOJIOKEHUH Ha JIHCT
(bunpTpOBaNIBHON OyMaru U BBIJIEPKUBAIOT B TepMocTaTe nmpu Temrepatype (60 + 3)°C B Teuenue 8§ .

Ha ¢unbrpoBanbHoil Oymare He J0JDKHO OBITH MOATEKOB HU M3 OAHOM TyObl. Ecnmu moarexu
HaOII0AI0TCS TOJIBKO U3 OJHOW TYOBI, UCIIBITAHUE MTPOBOMAST JAOMOJHHUTENBHO enie ¢ 20 Ty6amu. Eciu
NOATeKH HabOmomatorcss Oojee dYeM W3  OAHOM TyOBl, pe3yiabTaThl MCIBITAHUS CUYUTAIOT
HEYI0BJIETBOPUTEIbHBIMH.
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Pe3yibpTaThl HCIIBITAHUS CUUTAIOT YAOBICTBOPUTEIBHBIME, €CJIA HE HAOIIOaeTCs TIOJITEKOB U3
nepBbiX 10 Ty0 v HaOII0ATMCh TOATEKH TOJIBKO JUTsl 01HOM 13 30 TyO.

pH. B 3aBucumMoOCTH OT THIIa OCHOBBI M COCTaBa JIEKAPCTBEHHOT'O CpENCTBa ompenenstor pH
BOJIHOM BBITSKKH, BOJHOTO PACTBOPA MIJIM CaMOT'0 JIEKAPCTBEHHOTO CPEZICTBA.

TpeboBanus, npeassBisemMble K pH, 1 METOIMKHN onpeieieHus NPUBO/IAT B YACTHOW CTaThe.

Kuciornoe unciao (2.5.1) u llepexkucHoe yuciio (2.5.5). Eciu Heo0Xx0auM0, KOHTPOIUPYIOT B
MSTKHX JIGKaPCTBEHHBIX CPEJCTBAX, B COCTaB KOTOPBIX BXOJSAT BEIIECTBA, CIIOCOOHBIC K THAPOIH3Y U
OKHCJICHUIO. PCI‘JIaMeHTI/IpyeMBIC Tp€60BaHI/IH U MCTOAWKU OIIPCACIICHUA IIPUBOIAT B YaCTHOM CTaThe.

CrepuibHOCTh (2.6.1).

Ecnu Ha 3THKETKe yKa3aHo, 4TO MpemnapaT CTepHIICH, OH JOJDKEH BbIIEP)KUBATh UCIIBITAHUE HA
CTEPUIBHOCTb.

CTCpI/IJIBHOCTL — 9TO OTCYTCTBHUC KMBbIX MUKPOOPIaHU3MOB. I[JISI CTCPHUJILHBIX JICKAPCTBCHHBIX
¢dbopM Hanmuuue MUKPOOPTaHW3MOB, AK€ B MAJIOM KOJMYECTBE, MOXKET CTaTh JICTAJIbHBIM, YUUTHIBAS
6CCHpeHHTCTBeHHO€ nomnaganue MUKpoOpraHnu3MoOB B KPOBb HWJIM Ha CIU3UCTLIC 000JIOYKH opranusma,
IIPU YCIIOBHHU OCJIA0JICHHOTO MIMMYHHUTETA YEJIOBEK.

OmnpeneneHre CTEPUIBHOCTH PAaCTBOPOB MPOBOJIUTCS IYyTEM IIOCEBa M HWHKyOarmu Ha
CIIEMATIbHBIX TECT-Cpedax o0pas3loB Kaxaoil cepunm mnponykuuu. Ilpm oOHapyxeHuHm pocra
MHUKPOOPIaHU3MOB XOTsSI Obl B OAHON MPOOMpPKE HCIBITAHUE MOBTOPSIOT HA TAKOM K€ KOJINYECTBE
cocyZ0B. M TOJIBKO ITpH OTCYTCTBUH POCTA IPU MTOBTOPHOM ITOCEBE CEPHSI CUUTACTCS CTEPUIBHOM.

Omnpenenenuto CTEpHIIBHOCTH TIOJIBEPTAtOT aMITyJIbl WM (pIIaKOHBI KaXK 101 cepuu,
OJTHOBPEMEHHO MOJBEPTaBIINECS CTEPHIM3ALUH B OJTHOM CTEPHIIN3YIOIIEM armapare.

CrepuabHocth 10TOBBIX JIC mpoBepsieTcss cjeaylOnIMMU MHKPOOMOJOTHYECKUMHU
MEeTO/IaMH

Metoa psiMOTO ITOCEBa;

- Meron MmemOpaHHOM (puIbTpanuu.

UCTIONB3YIOT TTUTATEIIbHBIC CPEIbI:

- AKHUJIKAS MUOTUKOLe8as Cpedd JUTA BBISIBIICHHS aHadPOOHBIX U adpOOHBIX OaKTepui;

- KHJKas cpela Ha OCHOBE THAPOJIM3aTa Ka3eWHa M COEBBIX 0000B (cpeda Cabypo) nns
BBISIBIIEHUS TPUOOB U a3pOOHBIX OaKTEepHil.

[MuTarenbHbIE CPeNlbl TOTOBATCS U3 OTACIBHBIX HHTPEIUEHTOB B cCOOTBeTCTBUM ¢ [ D, a Takxke

13 KOMMEPYECKOW AeTUAPATUPOBAHHOMN CPEIbl B COOTBETCTBUH C MPHUJIATA€MBIMU HHCTPYKITUSMHU.

HNCHBITAHUE JJEKAPCTBEHHOI'O CPEJACTBA HA CTEPUWIBHOCTD

HcnbiTanue MeTo0M MeMOpaHHOM PpUiIbTPaLMH.

Hcnone3ytor mMemOpaHHBIE (QHIBTPHl C HOMHHAIBHBIM pa3MepoM mop He Oonee 0.45 MKw,
criocoOHbIe d(PPEKTUBHO 3aIePKUBATH MUKPOOPTaHU3MBIL. DWIBTPHI CTEPUITU3YIOT MPU TEMIIEPATYPE
121£1°C 20 muH.

HcnbiTyemsblii  mpemnapaT pacTBOPSIOT, PUIBTPYIOT Yepe3 CTEPHIBHYI0 MEMOpaHy, KOTOPYIO
MPOMBIBAIOT OT pacTBopa 3-5 mnopuusiMu pactBoputens no 100 My, paspe3atoT CTEpUIIbHBIMU
HOKHULIAMU Ha 2 YacCTH, OJIHY U3 HUX ITOMEIIAIOT B KOJIOY ¢ THOTJIMKOJIEBOU Cpesioil, BTOPYIO — B Cpey
Calypo, 7 nHel MHKYOUPYIOT IPU €KETHEBHOM MPOCMOTpe. Bee omepariy mpoBOIsT B aCENTHUECKHUX
YCIIOBHSIX.

[Tpu oTCyTCTBHUH APYTUX YKA3aHUN B YACTHOU CTaThe MOCEBBI HHKYOUPYIOT HEe MeHee 14 cyT pu
temriepatype ot 30 0C go 35 0C (murarenbHbIE Cpebl, TPeAHA3HAYECHHBIC MPEUMYIIIECTBEHHO IS
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BHIsBJIEHUs GakTepuit) u npu temneparype ot 20°C go 25°C (nuratensHble cpesibl, MpeIHA3HAYEHHBIE
MIPEUMYIIECTBEHHO JJIs1 BBISIBICHUS IPUOOB).

HcnbiTanue MeTOI0M NPSMOIO MOCeBa

Hccnenyemoe nekapCTBEHHOE CPEACTBO BHOCAT HEMOCPEICTBEHHO B MUTATENbHYIO CpPEAy B
KoJM4yecTBe, ykazanHoM B Tabn. 2.6.1.-2. IIpu OTCyTCTBMM ApPYrMX yKa3aHH B YaCTHOW CTaThe
KOJIMUYECTBO JIEKAPCTBEHHOI'O CPE/ICTBA JOHKHO cocTaBisATh He Oonee 10 % ot oObema muTatreabHOU
CpEJbL.

B Tom, ciydae, eciu JieKapCTBEHHOE CPEJICTBO 00JaaeT aHTUMHKPOOHOW aKTUBHOCTHIO B
YCIOBHUAX MWCIBITAHHS, €€ HEHUTPANIM3YIOT MyTeM A00aBICHHS MOIXOAAIINX HEUTPaTU3aTOPOB HIIU
yBEJIMYEHUS 00beMa MUTATEIbHOMN Cpebl.

JlexapcTBEHHOE CPEJCTBO BBIIEPKUBAET UCIBITAHNE HA CTEPUIIBHOCTD, €CJIM IIPU BU3yaJIbHOM
ydere He 00OHapyKUBAETCA POCT MUKPOOPTaHU3MOB.

5.1.4. MUKPOBUOJIOTHYECKASA YUCTOTA JIEKAPCTBEHHBIX CPE/ICTB

KATEI'OPUA 2

I'oTOBBIE JIEKAPCTBEHHBIE CPENICTBA AJI1 MECTHOT'O IIPUMEHEHHUS

U MPUMEHEHUS B PECIIUPATOPHOM TPAKTE, 32 UCKIIOUEHUEM TeX, K KOTOPBIM MPEAbIBISIOTCS
TpeOOBaHUS 1O CTEPHIIBHOCTH, U TPAHCACPMAIbHBIC TTACTBIPH.

- O011ee YUCIIO JKU3HECTIOCOOHBIX a3pOOHBIX MUKPOOPTaHU3MOB

(2.6.12): re 6osee 102 MuUKpoopraHu3MoB (a3pOOHBIX OaKTepuii U TPHOOB CYMMapHO) B IpaMMe,
B MIJUTWJIMTPE WK Ha OAMH IJIACTHIPh (BKIIIOUAsk KJICHKUHN CIION U OCHOBY).

OtcytctBue Pseudomonas aeruginosa B 1 r, 1 M uiix Ha OJTHOM ILIACThIpe (BKITFOUAs KJICHKHMA CJIOH U
ocHoBy) (2.6.13).
OtcyrctBue Staphylococcus aureus B 1 r, 1M1 WiIu Ha OJHOM IUIACThIpe (BKJIIOUAs KICHKHE CIOU U
ocHoBy) (2.6.13).

KonnuecrBennoe omnpenesienue. [IpoBoasAT  KOJMYECTBEHHOE  ONpENEIEHHE  BCEX
NeicTByOmuUX BemlecTB. JlomycTuMoe OTKIIOHEHHE COJEp)KaHusl NEHCTBYIOIIMX BELIECTB MPH HUX
no3upoBke menee 10 % momkabl cocTaBiath (+ 10 %), mpu mozupoBke 10 % u Gonee - (+ 5 %) ot
coJlepKaHusl, yKazaHHOTo B pazfene «CocTaBy, €cliu HeT IPYruX yKa3aHUM B 4aCTHOM CTaThe.

KonnuecTBeHHOE coziepkaHNEe ONPEENIIEMbIX BELIECTB BBIPAXXKAIOT B FpaMMax, MIJIITUTpaMMax
nmu equannax aeicteus (EJ]) B 1 T aekapcTBEeHHOTO CpecTBa, €ClIM HET IPYTUX yKa3aHUH B YaCTHON
CTaThbe.

1 KOHCEpBaHTOB pETIAMEHTUPYIOT M KOHTPOJIMPYIOT BEPXHMM M HWKHUW IIPEAEIIbI
cojepxkaHus. s APYrMX BCIOMOTATENBHBIX BEIECTB, CIIOCOOHBIX OTPHUIATENBHO BIUATH Ha
¢uznonoruueckne QyHKIMHU, KOHTPOJIUPYIOT U PErJaMeHTHPYIOT BEpXHUH mpenen coaepkanus. Ecnu
BCIIOMOTATEJIbHOE BEILIECTBO BIMAET HA OMOJOCTYIHOCTD JIEHCTBYIOIIETO BEIIECTBA, PETIIAMEHTHPYIOT
BEPXHUU U HIDKHUN TIPeJIeNbl COEpKaHus U MPOBOJISAT €r0 KOJIMYECTBEHHOE OIpeIeTICHHE.

YnakoBka s MSTKHX JICKQpCTBEHHBIX CPEACTB JOJDKHA ObITh uHAMGDdEpeHTHON 1o
OTHOIIECHUIO K JIEKAPCTBEHHOMY CPEJCTBY; IUIOTHO YKYNOPUBATHCA Ui MPEIOTBPALICHUS] KOHTAKTa
COJICPKMMOTO C OKpY’KaloIlel cpenoif; eciau HeoOXOAMMO, OHAa JOJDKHA OBITh T'epMETHYHOH U
CBETOHEITPOHUIIAEMOM.

[TpeanovTUTENIbHO — HCIIOJIb30BAaHHE METAUTMUECKUX HEoOpaTMMO COKUMaeMbIX TyO C
BHYTPEHHUM JIAKOBBIM TOKPBITHEM, 3aIIUTHOX MEMOPAHOU U JTATEKCHBIM KOJIBLIOM.

MoryT OBITh HCIIOJNB30BaHBl JIPYr'He€ BHAbI TEPBUYHOM YHAKOBKH, COOTBETCTBYIOIIHUE
BBIIIICTIEPEUNCICHHBIM TpeboBaHusAM. KoHTeliHEp CO CTepUIIbHBIMU MSATKUMH JIEKAPCTBEHHBIMU
CpEeACTBaMU JIOJKEH OBITh TEPMETHYHBIM U UMETh MPUCIIOCOOICHHE IJIsi KOHTPOJIS IEPBOTO BCKPHITHSA,
HampuMep, 3alIUTHYI0 MEMOpaHy.
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«06]_[11/16 METOABI UCCIICAOBAHUA U aHAJIU3 JICKAPCTBECHHLIX CPEACTB»

KOHTeﬁHep AJI1  Ha3aJIbHBIX, YHIHBIX, TJIA3HBIX, PCKTAJIbHBIX W BarvHAJIbHBIX MATKHUX

JICKAPCTBCHHLBIX CPCACTB JOJIKCH OBITH CHAOXKEH COOTBCTCTBYIOIIIUMHU aAllINIMKATOPAMMU.

Xpanenune. [Ipu remneparype He Boile + 25 C, eciiu HET APYTUX YKa3aHUN B YACTHOM CTaThE;

HC JOITyCKacTCA 3aMOpaKBaHUC.

MapxkupoBka. Ha 3TukeTke yKas3pIBaroT:

- Ha3BaHUE U KOJIMYECTBEHHOE CO/IEP)KaHUE BCEX aHTUMHUKPOOHBIX KOHCEPBAHTOB;
- Ha3BaHME BCEX BCIIOMOIaTEJIbHBIX BELIECTB;

- «J1711 MECTHOTO IPUMEHEHUS»;

- €CJIM HE00X0IMMO, CPOK XpaHEHHUs 110CJIE€ IEPBOIO BCKPBITHS;

- JUIsl CTEPWIIBHBIX JIEKAPCTBEHHBIX CPEICTB YKa3aHUE O CTEPUIILHOCTH.

NimrocTpaTuBHBIM MaTepHuaJ:
- nmpesenraius Microsoft Power Point.

Jluteparypa
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KoHTposbHbIE BONPOCHI
- MACKUX JIeKAPCMBEHHbIX CPeOCm8 OJisl MECHMHO20 NPUMEHEHUs
- npeumywjecmea u HedoCmamxu
- Iloxazamenu xauecmea
- Hcnvimanue Ha eepmemuyHOCHb
- O0HopoOHOCmb codepircanus

Jlexknus 5

AHa/IU3 NoKAa3aTe/ieil KauecTBa JIEKAPCTBEHHBIX CPEICTB /ISl PEKTAJBLHOI0 PUMEHEHUsI B
coorBercTBuM ¢ H/I

Heab: chopMupoBaTh y CTYZACHTOB 3HAHUS O aHAJM3€ MOKa3aTeled KauecTBa JIEKapCTBEHHBIX
CPeACTB JIsi PEKTAJIbHOrO MpHUMEHeHHs B cooTBeTcTBMM ¢ HJI mo koHTposto 3a KauecTBOM U
0€30MMacCHOCTbIO JIEKAPCTBEHHBIX CPEICTB

Te3ucol Jekuumn
ILnan:
- JleKapcmeeHHuIX cpedcma OJisl peKmMalbHO20 NPUMEHEHUS
- npeumyujecmea u HedoCmamiKu
- ITloxaszamenu xauecmesa
- HMzenexaemas macca unu ob6vem
- O0HOpoOHOCMb codepiicanus

O®C I'® PK JlekapcTBeHHbIE CPEACTBA ISl PEKTAJILHOI0 MIPUMEHEeHUs
Rectalia
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«06]_[11/16 METOABI UCCIICAOBAHUA U aHAJIU3 JICKAPCTBECHHLIX CPEACTB»

JlexapcTBeHHbIE cpeACTBa [UIsl PEKTAIbHOIO NPUMEHEHHS (PEKTaJIbHBIE JIEKApCTBEHHBIE
CpEICTBA) MpEeAHA3HAYEHBI ISl BBEACHUS B NMPSAMYIO KUIIKY C LEIbI MOJYYEHHUS CHCTEMHOTO WU
MECTHOT'O I[GI>'ICTBI/I$I, HJIKM OHU MOT'YT 6BITB HUCITOJBb30BAHbI AJIA JUATHOCTUYCCKUX LIGJIGI\/JI.

Bunosoe cBoiicTBO:

TBepaocTh - MpeooJieHHEe COMPOTUBICHUS CPUHKTEPOB U TKAHEH;

MsrkocTs - paBHOMEpHOE pactpenenenue JIB no cim3uctou.

Kaacenpuxanus:

- CYIIIO3UTOPUH;

- peKTabHbIE KaIICYJIbI;

- PCKTAJIbHBIC PACTBOPLI, SMYJIBCHU U CYCIICH3HUU,

- IOPOIIKHU ¥ TAOJETKH [yl IPUTOTOBICHUS PEKTAIbHbBIX
PacTBOPOB U CYCIICH3UM;

- MATKHE JIEKaPCTBEHHBIE CPECTBA JUIsl PEKTAJIbHOIO IPUMEHEHHS;
- PCKTAJIbHBIC IICHBI,

- peKTajIbHbIE TAMIIOHBI.

Cynno3uTopuu - TBEpIble OJHOJO030BbIE JIeKapcTBEHHbIE cpeacTBa. Popma, o0beM H
KOHCHCTEHIIMS CYNIIO3UTOPUEB JOJIKHBI COOTBETCTBOBATH PEKTAIIBHOMY IIPUMEHEHUIO.

Cynno3uTtopuu cojepkaT OAHO WK Oosee NeHCTBYIOIIUX BEIECTB, TUCIIEPTUPOBAHHBIX WIIH
PacTBOPEHHBIX B MOAXOJSIIEH OCHOBE, KOTOPAask MOXKET PAaCTBOPSTHCS WIHM JUCIIEPTUPOBATHCS B BOJIE
WJIY TUIABUTBCS IIPU TEMIIEPATYPE TEIA.

B cocraB cynno3uropueB npu HEOOXOIUMOCTH MOTYT BXOJWUTH BCIIOMOTATENbHBIE BELIECTBA,
TaKue Kak pa30aBUTENM, aJCOpPOEHTHI, MOBEPXHOCTHO-aKTHUBHBIE M CMa3bIBAIOLIME BEIECTBA,
AHTUMHUKPOOHBIE KOHCEPBAHTHI U KPACUTEIIH, pa3pelIeHHbIE K MEAUIIMHCKOMY PUMEHEHHUIO.

Cynno3uTopuu MOTYT UIMETh MaKCHUMaJbHbIN quamerp He Oonee 1,5 cm.

Macca ogHOTO Cynmo3uTOpHUs OOBIYHO HAXOIUTCS B Tpenenax ot 1 v mo 4 r, mis aeteit - ot 0,5
rmo 1,5r.

IIpenmymecTBa Cynmo3uTopuen

1. HosupoBannas JI®, 4yro mno3Boiser HazHayaTh B cynmo3utopusx JIB cmuckoB A, b,
HapKOTUYECKHE;

2. B cocraB cynmno3utoprueB MOXHO BBeCTH JIB pa3HbIX arperaTHbIX COCTOSHUN M KOHCHCTEHIINH;
BEILIECTBA, HECOBMECTUMBIE B MIOPOIIKAaX, MUKCTYpax;

3. B cynmosuropun MoxHO BBOAUTH JIB paznuunbix apmMakosoruyeckux rpymnim, o0ecrneyuBaTh
MOATOTOBKY Bo3nedcTBUs oxHoro JIB apyrum; B Buige cynmo3utopueB 3¢pGeKTHBHO
IIPUMEHEHHUE CHOTBOPHBIX BELIECTB, AUYPETUKOB, CEPACUHBIX ITTUKO3UI0B U IP.

4. Cynno3utopuu yA0OHBI AJii IPUMEHEHHUS B IEAUATPUU U TEPUATPUH.

IIpenmymecTBa peKkTajabHOrO NyTH BBeAeHus JIB o cpaBHenuro:

C nepopajbHbIM IYTeM BBE/ICHHS

bricTpoTa HacTymieHus TepaneBTudeckoro 3ddexra

2. BO3MOXXHOCTh MPUMEHEHUS CYNIO3UTOPHEB TSKETOOOIHHBIM MAllUEHTaM B O€CCO3HATELHOM
COCTOSIHMM, TIPH CEPACYHO-COCYIUCThIX 3a0osieBaHusx, 3aboneBanusx JKKT, medenn wu
JKEITUEBBIBOIAINX yTEH, IIPY HAPYIIECHUH aKTa IJIOTaHUA, PBOTE, TOKCUKO3aX;

3. IlpenorBpamienne wHaktuBanuu JIB mumeBaputenpHbiMu  pepmerntamu JKKT u nedeHu
(aHTHOMOTHKH, BUTAMUHBI, (epMeHTH); OTCyTCTBUE MOOOYHOTO JEHCTBUS B BHUJIE TOLIHOTHI,
PBOTBI, TOPEYH, U3KOTH;

=
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4. Bo3MOXHOCTh Ha3HaueHus JIB, HENpHUATHBIX Ha BKYC M arpecCUBHBIX II0 OTHOIIEHHIO K
cansucToit ooonouxe JKKT;

5. OtcyTcTBHE aJUIEPIrUUECKUX peakluii Ha BBeieHHOe JIB, yMeHblIeHHE WU I0JIHOE OTCYTCTBHE
0OOYHOr O 1eHCTBUS;

6. Ycuienue npouecca BcacbiBaHUs HeKoTOphIX JIB (Hampumep, Buramuna B12, koTopslil 10xo
BCAChIBACTCS IIPU IIPUEME per 0S)

C MHBEKIMOHHBIM IYTEM BBE/ICHUA:

* Bricokas ckopocTh BcachkiBanus JIB, ObicTpast noctaBka JIB, B cityuasix, yrpoxKarouux XKu3HU
(cHATHE THUNEPTOHMYECKUX KpPHU30B, CHA3M KOPOHAPHBIX COCYIOB, OpOHXOB, OBICTpOE
BOCCTAaHOBJICHUE HAPYUIEHHOTO CEPJIEYHOTO PUTMA U PACCTPOUCTBA JIbIXAHUS);

* IIpu comoctaBumoii 6sicTpoTe nerictus JIII He TpeOyercs:

—  CHEIUAIbHBIX HHCTPYMEHTOB U 00YYEHHOTO MEIUIIMHCKOTO TIepcoHaa

— BBEJICHHUE CYNIO3UTOPHEB 0€300JI€3HEHHO

— HCKJIIOYEHA OMMACHOCTh MH(DHUITUPOBAHUS

JlekapcTBeHHBIE CPeCTBA /Il PEKTAJIbHOI0 IPMMEHEHNSI KOHTPOJMPYIOT 110 CJIeAYIOIIUM
NOKA3aTeJIsIM KayecTBa:
*  ONNCAHHUE;
*  HACHTU(PUKALINS,
*  CpenHsAs Macca M OJHOPOJHOCTb Macchl (AJ1s CYNIO3UTOPUEB
* U pEeKTaJIbHBIX KaIlCyJl, TaOJETOK JJIsl MPUTOTOBIICHUS] PEKTAJIBHBIX PACTBOPOB U CYCIIEH3UH, a

TaK)Ke JJIsl PeKTaJIbHBIX PACTBOPOB U CYCIIEH3H);

*  pacmnajzaeMocTh (AJi1 CYNIO3UTOPUEB U PEKTAIBbHBIX KalcyJs, TaOJETOK JJsl HMPUTOTOBJIECHUS

PEKTaNbHBIX PACTBOPOB U CYCIICH3H);

*  OJHOPOAHOCTH COJEPKAHUS;

*  TeMIeparypa IUIaBJICHUS UM BpEMs MOJIHOW Aedopmarum;
*  pacTBOpEHME;

*  POJCTBEHHbBIE IPUMECH;

*  MHKpOOMOJIOrMYECKas YUCTOTa;

*  KOJMYECTBEHHOE ONPEIEIICHNUE.

B nexkapcTBEHHBIX CpeACTBaxX Uil PEKTAJbHOTO MPUMEHEHHS TMpU HEOOXOIUMOCTH
JIOTIOJTHUTENBHO KOHTPOJIIMPYIOT KUCJIIOTHOE U MIEPOKCUAHOE YNCIA, a TAKKE pa3Mep 4acTull.

Onucanue. BusyanbHo nmpuBoasaT onucanue (Gopmsbl, BeTa cynno3utopueB. Cynmno3utopun
JIOJKHBI IMETh OJJHOPOAHYIO Maccy, OJMHAKOBYIO (OpMy U 00s1ajaTh TBEPIOCThIO, 00ecTieynBaroIeit
yA0OCTBO MPUMEHEHHSI.

OaHOPOIHOCTH ONIPEAEIAIOT BU3YaJIbHO HAa IIPOJOJIBHOM CPE3E [0 OTCYTCTBHIO BKparuieHuid. Ha
cpe3e JI0MYyCKaeTCs HAIMYUe BO3AYIIHOTO CTEPXKHS M1 BOPOHKOOOPA3HOTO YTIyOIeHHUs.

B otnenpHBIX ciyyasx JOMYCKAaeTcsl HaJMYue BKPAIUICHWH, YTO JOJDKHO OBITh YKa3aHO B
(hapmakomneiHol cTaTbe WM HOPMAaTUBHOM TOKyMEHTALIUH.

Naentndukanus. /{1 ycTaHOBICHHUS MTOTMHHOCTH KaICyJl UCTIONB3YIOT coueTaHue (hru3nKo-
XUMUYECKHX U XUMHYecKuX MeToa0B: UK-cniekrpockonuu, Y @-cnekrpodoroMeTpun, xpoMarorahuu
(TCX, BOXX) u kaueCTBEHHbIX XUMHUYECKUX PEAKIIHIA.

Cpennsisi macca (2.9.5). Onpenesienne cpeaHeit Maccbl. [IpOBOAST IS CYMITO3UTOPHEB M
PEKTABHBIX KarcyJl, TAOJIETOK /Uil IPUTOTOBJICHUS PEKTAJIBHBIX PACTBOPOB U CYCHCH3UIA.
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OTKJI0HEHHUE OT CpeHEN MacChl, YKa3aHHOH B paszeine «CocTasy, HE JOJDKHO MpeBbILaTh + 5 %
IIpY OTCYTCTBUM JPYI'MX YKa3aHHMH B 4acTHOW cTarbe. OmpeneseHne cpeHed MacChl MPOBOIAT Kak
yKa3aHo B pazzesne « OO0HOpOOHOCmb MACChl 015 eOUHUYbL OO3UPOBAHHO20 JEeKAPCMBEHHO20 CPEOCMBON.

20 enMHHLl JO3MPOBAHHOIO JIEKAPCTBEHHOIO CPEACTBA WIM COAEPKMMOE Kaxzaoro usz 20
KOHTEIHEPOB, B Cllydyae OJHOJO030BbIX JIEKAPCTBEHHBIX CPEACTB B MHIMBUIYaJbHBIX KOHTEHHEpax,
OTOMPAIOT IO CTATUCTUYECKH OOOCHOBAHHOM CXeMe, B3BELIMBAIOT KAX/IyI0 B OT/AEIbHOCTH U PACCUUTHI-
BaIOT CPE/IHIOIO Maccy.

JIekapCTBEHHOE CpPEJICTBO CUMUTAIOT BBLACPXKABIIMM HCIBITAaHME, €CIM He Oojee IBYX
MHAUBUAYAIbHBIX MAacC OTKJIOHSIOTCS OT CpPEeIHEH MacChl Ha BEIMYMHY, IIPEBBILIAIOIIYI0 3HAYCHUE,
ykazanHoe B Ta6m. 2.9.5.-1.

IIpu 5TOM HM O/JHa MHAMBHJyallbHas Macca HE JOJKHA OTKJIOHATHCSA OT CPEAHENW Macchl Ha
BEJIMYMHY, B JIBa pa3a MMPEBHIIIAIONIYI0 3HaUYeHHe, yKa3aHHoe B Taom. 2.9.5.-1.

Temnepatypa njasjieHus. s Cynmno3uTopueB, U3TOTOBICHHBIX Ha JUMO(PHUILHONH OCHOBE,
ONpeIeNIAOT TeMIEPaTypy MiaBjieHus 1o Meroy (2.2.15), koTopas He M0JKHa TpeBbimaTh 37°C mpu
OTCYTCTBMHM JIPYTUX YKa3aHWM B YaCTHOMU CTaThe.

2.9.2. PacnagaeMoCTh CYNIMO3UTOPUEB U MECCAPUEB

Ecnu pexTanbHble KarcyJibl HE MPeAHA3HAYEHBI 151 MOIU(UIIMPOBAHHOTO BBICBOOOKICHUS HITH
MECTHOT'O IPOJIOHIMPOBAaHHOTO JEUCTBHS, OHU JOJDKHBI BBIIACP)KMBATh HCIBITAHUE PACIalacMOCTH
CYMNIIO3UTOPUEB

u neccapueB. COCTOSIHUE KaICyJI UCCIENYIOT yepe3 30 MUH IIPU OTCYTCTBUU IPYIUX yKa3aHUH B
YaCTHOM CTaThbe.

OO0pa31pl CUNTAIOT PacIIaBUIMMUCS, €CIIH:

a) HaOJr01aeTCs MOJTHOE PACTBOPEHHUE;

b) KOMIOHEHTHI CYNITO3UTOPUS Pa3/IENIUINCh: PACIUIABICHHbIE KHPOBBIE BELECTBA COOPAINCH
Ha IMOBEPXHOCTHU JKUIKOCTH, HEPACTBOPUMBIE IOPOLIKOOOpPA3HbIE BEIIECTBA OCEIM Ha JHO, a
pacTBOpUMBIE KOMIIOHEHTHI PAaCTBOPUIINCS;

B 3A6UCUMOCMU OT COCTaBa U CIIOCOOA MPUTOTOBJICHUSI KOMIIOHEHTHI MOTYT OBITh pacTpeieTIeHbI
110 OJHOMY WMJIM HECKOJIBKMM U3 BBIIICYKAa3aHHbIX ITyTEH;

B) pasmsrueHue oOpasla COINpPOBOXKAAETCS 3aMETHBIM H3MEHEHHEM (OpMbl 0€3 IOJIHOTO
pa3neseHns KOMIIOHEHTOB;

pa3MAr4eHUEM CUMTAETCS TAK)KE€ OTCYTCTBHE y CYNIIO3UTOPHUS TBEPIOTO fA7Ipa, OKa3bIBAIOLIETO
COTIPOTHBIICHHUE JIaBJICHUIO CTEKJISIHHON MaJlOUKH;

d) HaOmonmaercs pa3pbIB KeJTaTHHOBOW 0OOJIOUKHM PEKTAlIbHOM MM BarMHAIbHOM KamCyiibl,
MO3BOJISIFOIINNA BEICBOOOXKIATHCS €€ COACPKUMOMY;

€) Ha nephOopUPOBAHHOM JIUCKE HE OCTAIIOCHh OCAJIKa MIIM OCTABIIUICS 0CaI0K COCTOUT TOJIBKO
13 MATKOM MM MeHOooOpa3HOM Macchl, HE UMEIOIEN TBEPJOTO sJipa, OKa3bIBAIOLIETO COMPOTUBIICHHE
JIABJICHUIO CTEKJISTHHOM Majio4ky (BarMHalbHbIE TaOJIETKH).

WcnpiTanus mpOBOASAT, HCIHONB3YS TPU TaKUX MpUOOpa, KaXKIbI U3 KOTOPBIX COAEPIKUT
oTAenbHbI oOpazen. Kaxaplii npubop momema-toT B CTakaH ¢ TEPMOCTATHPYIOUIUM YCTPOWCTBOM,
BMECTUMOCTBIO HE MEHEE 4 J1, 3aI0JIHEHHBIN BoAo ¢ TemmepaTypoit oT 36 0C o 37 °C, npu OTCyTCTBUU
JIPYTUX YKa3aHUI B YaCTHOW CTaThe.

Tpu nprdopa MOryT OBITh TaK)Ke TOMELEHBI BMECTE B OJIUH COCYJ] BMECTUMOCTBIO HE MeHee 12
1.

Metoauka. VcnpITBIBAIOT TPU CYNIIO3UTOPHUS WIH IIECCAPHSL.

[Ipenapat BeIepKUBAET UCTIBITAHUE, €CIIA BCE TAOIETKH UM KaIICyJIbl PACTIANINCh.

Bpemsi moanoii aepopmamun. ([Ipunoxenuel.) Jlomyckaercs HMCHOJNBb30BaHUE JIPYTUX
puOOpOB.
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Bpewmst monHo# nedopmanyu 10JKHO ObITh HE 6osiee 15 MUH pU OTCYTCTBHH APYTUX YKa3aHUN
B YAaCTHOM CTaThe.

OnHopoaHocts coaep:xkanus (2.9.6). [Ipu oTcyTCTBUM Ipyrux yKa3aHHH B YacTHOM CTaThe,
TBEp/bIE JO3UPOBAHHbBIE JIEKAPCTBEHHBIE CPEJICTBA C COJIEPKaHUEM JICHCTBYIOIIETO BEIECTBA MeHee 2
MTI Wi MeHee 2 % OT o0Ieil Macchl TOJKHBI BBIICPKUBATH UCIIBITAHUE OJJHOPOJHOCTH COJCPKAHUS
JEMCTBYIOIIETO BEIIECTBA B €IMHUIIE TO3UPOBAHHOTO JIEKAPCTBEHHOT'O CPEJICTBA TECT A (TabNIeTKN) WK
TecT B (cynmno3uropuu, peKTajlbHble KarcCybl).

Ecnu nekapcTBeHHOE CPECTBO COAEPKUT 00Jiee OAHOTO JIEHCTBYIOIIETO BEIIeCTBa, TPeOOBAHUS
pacIpoCTpaHsIOTCA TOJBKO HA TE€ BEILECTBA, COJEPIKaHUE KOTOPHIX COOTBETCTBYET BBILIEYKa3aHHBIM
YCIIOBUSIM.

TECT B

Kamncynpl, mopomku He Uil MNapeHTEPAIbHOTO TNPUMEHEHUs, TpaHylbl, CYINIO3UTOPHH,
IIECCapUH.

JlexkapcTBEHHOE CPEJICTBO BBIIEPIKUBAET UCIIBITAHUE, €CIIH COJEpXKaHUe He Oosiee 4eM B OJTHOM
€IMHUIIEC BBIXOAUT 3a mpenaensl 85 - 115 % u Hu B 01HOM eAMHUIIE HE BBIXOJUT 3a mpeaeinst 75 - 125 %
OT CpEJIHEro COJIePKaHus B JIEKAPCTBEHHOM CPECTBE.

JIekapCTBEeHHOE CPENICTBO HE BBIACPKMBAET HCIIBITAHUE, €CIIM COJIEpKaHHE 0ojee YeM B Tpex
eMHUIAX BBIXOIUT 3a npeaensl 85 - 115 % oT cpeaHero coaep)kaHusl WM €Cld XOTS Obl B OJTHOM
€MHHUILIE BBIXOAMT 32 Ipenensl 75 - 125 % ot cpenHero conaepkaHusl.

N3Baexaemasi Mmacca Wi oobeMm /2.9.28). JKuakue wiim MArkKue peKTaabHbIC JTCKApCTBECHHBIC
CpeICTBa B OJJHOZ030BBIX KOHTEHHEPAX JOJKHBI COOTBETCTBOBATH TPEOOBAHUSM.

PactBopenne (2.9.3). Jlns mOATBEPKIAEHHS  COOTBETCTBYIOIIETO  BBICBOOOKICHHS
JCHCTBYIOIIETO BEIIECTBA WM BELIECTB M3 TBEPABIX JIO3MPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
HCIIBITAHUE MOXET OBITh MPOBEACHO, OJTHUM M3 CIIOCOOOB, OMMCAHHBIX JAJISl CYNIO3UTOPHEB U MSTKUX
Karcyil.

Ecnu npoBoadaT ucnbiTanue no nokazatento «PactBopenuey», ucneitanue «PacnagaemMocTsy He
TpeOyercs.

JIaHHBIN TECT UCTIONB3YIOT AJISl OMPEEICHNUs CKOPOCTH PACTBOPEHUS! aKTUBHBIX MHIPEIUEHTOB
TBEPJBIX TO3UPOBAHHBIX (OPM (HApUMep, TAOJIETKH, KaIrCyJIbl U CYNTIO3UTOPHUH).

HNiuniocTpaTuBHBIN MaTepHaJl:
- mpe3enTaist Microsoft Power Point.
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AHanu3 nokasaresei kadecTBa HaCTOCK, SKCTPAKTOB B cOOTBeTCTBHU ¢ HJJ
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Heab: chopmupoBaTh y CTYJCHTOB 3HaHHMsS O aHAIM3E IOKa3aTeleldl KadecTBa HACTOCK,
9KCTPAKTOB B cOOTBETCTBHHM ¢ HJ[ 1m0 KOHTpOJIIO 32 KauyecTBOM M 0OE€30MaCHOCTBHIO JIEKAPCTBEHHBIX
CpenCTB

Te3uchbl JeKIUH

ILxan:

- HICHTU(PUKAIUS;

- COZIepyKaHKEe 3TaHOJA WIIM OTHOCHUTEIIbHAS IIOTHOCTB;
- CyXOH OCTaToK;

- TSDKEJIblE METAJLIBI;

- 00BbeM COJIEP)KUMOTO KOHTEHHEPa;

- KOJIMYECTBEHHOE ONpeIeTIiCHHE.

O®PCTI®PK Hacroiiku Tincturae

Hacroiiku - >Xuakue JIeKapCTBEHHbIE CpEACTBA, OOBIYHO MOJIy4YaeMble M3 OJHOM 4YacTH
PaCTUTEIBLHOTO UJIU JKUBOTHOTO ChIpbs U 10 yacTeil akcTpareHTa win 0JHOM YaCTH paCTUTEIBLHOTO WU
YKUBOTHOT'O CBIPbS U IIATH 4aCTEH DKCTPAreHTa.

IHonyyenne. HacToMKM M3rOTOBIMBAIOT METOAOM MAaLEpALMKU WIHA NEPKOJSALUU, UCIOJIb3Ys
JUISL DKCTPAKLUU PACTUTEIBHOIO MJIM JKMBOTHOTO CBIPbSl TOJIBKO CIMPT ATHIIOBBIA COOTBETCTBYIOLICH
KOHIEHTPAallMd WJIH pPAacTBOPEHHUEM TYCTBIX WM CYXMX OKCTPakTOB B CIHMPTE 3THUIOBOM
COOTBETCTBYIOIIEH KOHIICHTPALUH.

Tincturae npencraBisitoT coOOH OKpAIICHHBIC JKUJIKUAE CIIMPTOBBIC WM BOJHOCIIHPTOBBIC
U3BJICUYEHUS] U3 JIEKAPCTBEHHOIO PACTHTEIBHOTO CBIPbs, MOJlydyaeMble 0€3 HarpeBaHUs W yJAJIEHUsS
JKCTpareHTa.

HacToiiku KOHTPOJIHMPYIOT IO CJICAYIOIIHMM M0KA3aTeJIAM KayecTBa:

- HICHTUPUKAIUS;

- coZiepKaHKe dTaHOJIa WM OTHOCUTEIIbHAS TNIOTHOCTH;

- CyXOH OCTaToK;

- TSKEJbIE METAJUIbI;

- 00BEM CO/IEPI)KUMOT0 KOHTEHHEpa,;

- KOJIMYECTBEHHOE OIpEJIEICHHUE.

OTHocHTeIbHASI IVIOTHOCTD (2.2.5).

OTHOCUTENBHYIO IIOTHOCTh U3MEPSIOT C TIOMOIIIBIO:

* TMKHOMeETpa (TBEpJIbIE BEUIECTBA U KUIAKOCTH),

* TUAPOCTATUYECKUX BECOB (TBEP/bIEC BELIECTBA),

* apeomerpa (KUIKOCTH),

*  1U(POBOrO ICHCUTOMETPA C OCIMIUIOTPAPHUECKUM JATYMKOM (KHUIKOCTH U T'a3bl) C TOYHOCTHIO

JI0 TPETHETO JECATUYHOTO 3HAKa B COOTBETCTBUH C YKAa3aHHUSIMM B YaCTHOU CTaThE.

TTorpentHoCTh H3MEPEHHii Ha IeHCUTOMeTpe NexuT B mpeaenax ot 1 x 103cm 1o 1 x 10°r/em, a
MTOBTOPSIEMOCTH - OT 1 X 10*r/em 10 1 x 107 r/em.

Metoa 1 OnpeaesieHne NJIOTHOCTH € OMOIIbI0 MHKHOMETpPa

[IpUMEHSIOT B CiTyyae OnpejiesieHus MIOTHOCTH (T, cM®) JKHAKOCTel ¢ TouHOCThIo 10 108,
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Merton 2. Onpeaesnenue IJIOTHOCTH € IOMOUIBIO apeoMeTpa

[IpUMEHSIOT B Cilydae onpe/eNeHHs IIIOTHOCTH (T, CM°) XKHUIKOCTeH ¢ TouHOCThIo 710 0.01.

Jranoa (2.9.10). CoxepxkaHue 3TaHONA JTOJKHO COOTBETCTBOBAThH IPEJENaM, YKa3aHHBIM B
YaCTHOM cTaThbe.

Metoax A MeTtoa TUCTUILISIIUA

Metoa B Meton mapoda3zHoii ra3oBoit xpomatorpaduu

Metox C Mertox ra3oBoii xpomarorpaduu (2.2.28)

Metanoa u 2-nponanoJ (2.9.11). [lomyckaercs ne 6osee 0.05 % mertanona u ue 6oaee 0.05
% 2-npormaHora.

Metona A. VcnbiTanue MpoBOIST METOIOM napodaszHoii ra30Boit xpomaTorpaduu (2.2.28).
Meroa B. VcnibiTanne mpoBOAST METOOM T'a30Boi Xpomarorpaduu (2.2.28).

Bpems yaepkuBaHMs NHKa 3TaHONA COCTaBISAET OKOJO 5.3 MuH. OTHOCHUTEIBHBIE BPEMEHA
yACpKUBAHUS TUKOB JOJDKHBI ObITh: MeTaHOd — okousio 0.8, 2-mponaHon — okoio 1.2, 1-mpomanon —
okoJ10 1.6.

Cyxoii ocratok (2.8.19). 5,0 M1 HACTOMKK IMOMENIAIOT B MPEABAPUTENIBHO BBICYIICHHYIO MPH
temriepatype 100 - 105°C 1m0 mocTOSIHHOW Macchl M TOYHO B3BEIICHHYIO (apdopoByro yamiky
JTUaMETPOM S5 ¢M WM OrOKC, B3BElIEHHBIN ¢ TOYHOCTHIO 70 0,0001 T, BRIMapuBarOT Ha BOASHONW OaHe
J0cyxa, CyIIaT B CyIIMIbHOM 1IKady B TeueHue 2 4 npu remneparype (102,5 £ 2,5) °C, oxyaxnaior B
9KCUKaTOpe (Haa OE3BOHBIM CHIIUKATrelIeM, KaIbIHsI XJIOPHUIOM O€3BOIHBIM HIIA APYTUM TOIXOSIINM
ocymurenem) B TedeHre 30 MUH M B3BEIIMBAIOT. Pe3ynbrar BeIpakaroT B mpoueHTax. ConaepikaHue
CyXOro OCTaTKa JOJDKHO COOTBETCTBOBATh IpejesiaM, YKa3aHHbIM B (papMakONEeHHOW cTaThe WU
HOPMAaTUBHOM IOKyMEHTALINH.

Tsskennbie MeTawbl (2.4.8, A). He 6onee 107 % (10 man-1) ipu 0TCYTCTBUM APYTHX yKa3aHuit
B YAaCTHOM CTaThe.

5.0 M3 HACTOWKHM BBIAPUBAIOT AOCYXa, MPHOABISIOT | MIJI KHCIOTBI CEPHOM, OCTOPOKHO
CKUTAIOT U NMpoKanuBaroT. K MoiaydeHHOMY OCTAaTKy NMpHUOABISAIOT MPHU HarpeBaHWU 5 MII pacTBopa
aMMOHHUS arerata, GUIBTPYIOT Yepe3 0e330JbHbIN (PUIBTP, TPOMBIBAIOT 5 MJI BOABI U JJOBOAAT 00BEM
¢dbunpTpaTa Bogoi 10 50 M.

12 MJ1 IOJTy4eHHOTO PacTBOpa JOJKHBI BBIIEPIKUBAThH MCIIBITAHUE HA TSHKEIIbIE METAJUIbI.
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PacTBOp CpaBHEHHUS FOTOBSAT C HCIIOIb30BaHHEM CTAHAAPTHOTO pacTBopa cBunna (1 maat Ph*?),

JKCTPAKTHI - KOHLIEHTPUPOBAHHbBIE MIPEeNapaThl KUIKOM, TBEPOM WM I'yCTOM KOHCUCTEHIIUH,
0OBIYHO MOTyYacMble U3 BBICYIIICHHOTO PACTUTEIBHOTO WIIA KUBOTHOTO CHIPHSI.

[Tonydenue:

Marepanus,
MEePKOJISALUSA
WU APYTUM MOJXOSALIUM BaJUAUPOBAHHBIM METOAOM, UCIIOJb3YS 3TAHOJ WIM IPYTroll MOAXOALIUN
PacTBOPUTED.
[Tocne sxcTparupoBaHuss HEHYKHBIE MAaTEPHUAIIBI TPH HEOOXOIUMOCTH YAATSIOT.

Kunkue sKCTpakThl 3TO MpernapaThl, B KOTOPBIX, OJHA YacTh IO Macce€ WU MO 00BemMy

SKBUBAJIEHTHA OJIHOM YaCTH 110 MAaCCE MUCXOIHOIO BBICYIIEHHOIO JIEKAPCTBEHHOTO ChIpbs (1:1).
Kuakue 3KCTpaKThl CTAaHIAPTH3UPYIOT TaKUM 00pa3oM, YTOOBI OHM COOTBETCTBOBAIU
TpeOOBaHUAM MO COJIEP’KAHUIO PACTBOPUTES, IEUCTBYIOIINX BEIIECTB UM CYXOr0 OCTATKa.
[Tonyuenue:
e  Mareparus,
*  TEPKOJISIIHUS,
* WIM JPYrMM MOJIXOJSIIMM BaJUAUPOBAHHBIM METOJOM, HCIOJB3Yys 3TaHOJ WU JIPYroi
NOAXOIAIIUN PaCTBOPUTEID:
*  3TaHOJ OINpeAeNCHHONW KOHIIEHTPALIUU BOJIbI
* IOCPEJICTBOM PACTBOPEHHS TyCTOTO HIM CYXOrO JIKCTPAKTOB B KaKOM-ITHOO W3 yKa3aHHBIX
pacTBopHUTeNel U MPU HEOOXOAUMOCTH C MOCIETYIOMNUM (QUITBTPOBAHUEM.

IIpu xpaHeHUH BO3MOXHO 00Opa3zoBaHUE HEOOJIBLIOTO OCAAKa, YTO JIOMYCKAeTCs MPH YCIOBUU
OTCYTCTBHSI CYIIIECTBEHHOTO U3MEHEHUS COCTaBa.

B uakue 3KCTpakThl MOTYT OBITh BBEJICHBI TIOIXOISIINE aHTUMUKPOOHBIC KOHCEPBAHTEI.

OTtHOCHUTENBbHAS TIOTHOCTD (2.2.5). 3Hauenue omuocumenvbHol TUIOTHOCTH KHIKOTO IKCTPaKTa
JIOJKHO COOTBETCTBOBATH MpejieiaM, YKa3aHHBIM B YACTHOM CTaThe.

Conepxkanme stanona (2.9.10). [dna cnupmcodepoicawux M UJKAX DKCTPAKTOB MPOBOJIST
onpezesneHue cojepkaHus aTaHona. CoJep)kaHUE 3TAaHOJA JOJDKHO COOTBETCTBOBATH IMPEIEIIaM,
yKa3aHHBIM B YaCTHOM CTaThe.

Meranon u 2-nponanon (2.9.11). B cnupmcooepaycaniux KUAKAX SKCTPaKTaxX JOMYCKAeTCs
conepkanue He 6oree 0.05 % memanona u ne 6onee 0.05 % 2-nponamona npu omcymemeuu opyeux
YKa3aHWI B YaCTHOM CTaThe.

Cyxoii ocratok. CofepxaHue CyX0oro ocTaTka >KMJIKOTO dKCTPaKTa JOHKHO COOTBETCTBOBATH
npejesiaM, yka3aHHbIM B YaCTHOU CTaThe.

2.00 r s 2.00 M1 9KCTpaKTa MOMENIAoT B INTOCKOOHHYIO YaIlIKy WU OFOKC THAaMETPOM OKOJIO
50 MM u BeIcOTOM 0KOJI0 30 MM. BhImmapuBaior gocyxa Ha BOASHOW OaHE U CyIIAT B CYIIMIBHOM MIKO(DY
npu Temmeparype ot 100°C 1o 105°C B Teuenne 3 u. OXIaxkAal0T B 9KCUKATOPE HaJl hocghopa oxcudom
U 836eUUBATON.

I'yeTbiMM JKCTpPaKTaMHM  SBJISIOTCS TpemnapaThl MPOMEKYTOYHOW KOHCHUCTEHIIMH MEXIY
KUJKUMH U CYXUMU IKCTPAKTAMHU.

[Tonydyenue. OHU TPOU3BOATCS MTyTEM YACTHUHOTO YITAPUBAHUS UCIIOJIB3YEMOT0 PACTBOPUTEIIS.
[IpuMEHSIOT TOMBKO ATAHOJI COOTBETCTBYIOIIEH KOHIIEHTPAIIUU WK BOJLY.

I'ycThie skCcTpakThl 00BIYHO UMEIOT CyXoi ocTtaTok He MeHee 70 % (mo macce).

B HEX MOTYT OBITH BBEJICHBI MMOIXOISAITNE AaHTUMUKPOOHBIE KOHCEPBAHTHI

Cyxoii octaTok. I'yCTOM 3KCTPAKT 10 COAEPKAHNIO CYyXOI'0 OCTATKa JOJIKEH COOTBETCTBOBATH
npeenaM, yKa3aHHbIM B COOTBETCTBYIOIIEH YaCTHOM CTaThe.
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2.00 r 3KCTpaKTa MOMEIAIT B IUIOCKOJAOHHYIO YalIKy WK OIOKC AMAaMETPOM O0Koisio 50 MM u
BBICOTOM 0KOJIO 30 MM.
BrimapuBaroT 1ocyxa Ha BOJASHOW OaHe M CymIaT B CYHIMJIBHOM IIKady MpH TeMIepaType OT
100°C 10 105°C B Teuenue 3 u.
OxmnaxnarT B 9KCUKATOpe HAT pocghopa/V/ oxcudom P u e36ewusaiom.
Pe3zynemam BelpakaroT B BECOBBIX POLIEHTAX.
Ha sTukerke yka3bIBaroT:
- KaKO€ ChIPbE€ UCIOJIb30BAHO - PACTUTEJIBHOE WIIM KUBOTHOE;
- I71e He0OXO0IMMO, YTO UCIOJIB30BAJIOCH CBEXKEE PACTUTEIILHOE MIIH )KUBOTHOE CHIPHE;
- Ha3BaHME M KOHLIEHTPALMIO TAHOJIA B MPOLEHTAX 68 PACmEopument, Ucnoib308aHH020 OJisl
npu2omosieHusl IKCTPAKTa;
- CcoJiepXKaHMEe JEHCTBYIOUIMX BELIECTB W/WIM COOTHOLIEHME HCXOJHOIO Marepuanga K
MOJIyYEHHOMY TYCTOMY IKCTPaKTY;
- Ha3BaHUE U KOHLIEHTPALMIO KaXXI0T0 aHTUMUKPOOHOI'O0 KOHCEPBAHTA.
Cyxme HIKCTPaKThl - T[penaparbl, IOJy4yaeMble YyIAJICHHUEM HCIOJIb3Ye-MOr0 Uil HX
IIPUTOTOBJICHUSI PACTBOPUTEIIS.
Cyxue 3KCTpaKThl 00BIYHO cozepkaT He MeHee 95 % cyxoro ocraTka 1o mMacce.
B Hux MoryT 100aBisThCA NOAXOASAIINE BCIOMOTaTe/IbHbIE BEILIECTBA.
IToTepsi B Macce NpU BbICYIIUBAHUH.
3HayeHue NOTepU B Macce IPH BHICYIIMBAHUHM CYXOIO 3KCTPAKTa JOKHO COOTBETCTBOBATbH
npejenam, yka3aHHbIM B YaCTHOH CTaThe.
0.50 T U3MeNbUEHHOTO B TOHKUH MOPOIIOK SKCTPAKTa MOMEIIAOT B INIOCKOAOHHYIO YaIlIKy MIIH
Orokc auameTpoMm Ookoio 50 MM u BbicoTOM Okoj0 30 MM M cymiaT B CyIIWIbHOM HKady mOpu
temmeparype ot 100°C 1o 105°C B Teyenue 3 u.
OxnaxaarT B SKCHKaTope Hajx GpochopoM OKCHIOM U B3BEIIMBAIOT. Pe3yibTar BRIpaXKaloT B
BECOBBIX IPOIICHTAX.
XpaHeHue. B BO31yXOHEIPOHUIIAEMBIX KOHTEMHEPAX, B 3AIUIIEHHOM OT CBETA MECTE.
Ha sTukeTke yka3bIBaroT:
*  Ha3BaHHE M KOJMYECTBO KaXIOTO BCIIOMOTaTEIbHOTO
*  BEIIECTBA;
*  KaKoe ChIpbE MCII0JIb30BaHO - PACTUTENILHOE WU )KUBOTHOE;
* TIe HEOOXOIWUMO, YKa3bIBAIOT, YTO HCIIOJNB30BAJIOCh CBEXKEE PACTHTEIBHOE WM JKUBOTHOE
CBIPbE;
* Ha3BaHHWE M KOHIICHTPAIIMIO ATaHOJIA B TIPOIICHTAX (00/00) 6 pacmeopumere, UCNOIb3YEeMOM OJisl
npu2omosaeHusl IKCTPAKTa;
* coJepXaHME [JEHCTBYIOIIMX BEIIECTB W/WINM COOTHOIIEHHWE HCXOJHOIO Marepuaiga K
HOJYYEHHOMY CYXOMY DKCTPAKTYy.

HNinrocTpaTuBHBIM MaTepHaJL:
- mpe3enrars Microsoft Power Point.

Jlureparypa
OCHOBHAas:

Ha PYCCKOM sI3bIKe:
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- CyXOH OCTaToK;

- TSDKEJbIE METaJUIbI;

- 00BEM CO/IEPIKUMOTO KOHTEHHEPA;
- KOJIMYECTBEHHOE OIpE/ICIICHHUE.

Jlexnus 7
Konnenmus namnexamux (apmaneBtuueckux npakTuk (GXP) m ux ponp B obecriedeHUH
KayecTBa Ha Bcex aTanax sxu3HenHoro nukia JIC. HopmatuBHO-nipaBoBas 6aza oOecrieueHus KauecTBa
JIC B Kazaxcrane u EBponerickom Coroze
Heab: chopmupoBarh y cTyneHTOB 3HaHHS O KOHIENIUU HaIe)Kammx (GpapMareBTUIECKUX
npaktuk (GXP) m ux posp B oOeclieyeHWH KadecTBa Ha BCeX JrTamax jku3HeHHoro nukma JIC.
HopmartuBHo-ipaBoBas 6a3a ooecnieuenus kadecta JIC B Kazaxcrane u EBpormneiickom.

Te3ucol ek un

ILnan:

- Cucrema GxP (Good ... Practice, Hapyiexamas ... mpakTHka);

- [IpaBmia GLP (Good Laboratory Practice, Hannexaras 1aboparopHast IpakTHKA);

- GCP (Good Clinical Practice, Hagnexamas KiInHUYECKas PAKTHKA);

- GMP (Good Manufacturing Practice, Haanmexamas mnpou3BOACTBEHHAsl MpaKTHKa) -
MEXTyHAPOIHBIN CTaHIAPT;

- BeIro/ibI OT BHEJPEHUS U CEPTUDUKAIIHH.

GxP (Good ... Practice, Hamnexamiast ... mpakTuka) - NMpU3HaHHAs BO BCEM MHPE CHCTEMa
o0ecrieueHns KayecTBa JeKapCTBEHHBIX cpeacTB. Cucrema GXP oXBaThIBaeT Bce ATAIbl )KU3HEHHOTO
LUKJIAa JIEKAPCTBEHHOTO CPEACTBa, OT (hapMalleBTUYECKON pa3pabOTKH, UCIBITAHUMN, W3TOTOBJICHMUS,
XpaHEeHHUs 0 MCTIOJIb30BaHMsI KOHEUHBIM OTPEOUTEIEM, @ IMEHHO:

* JloxnuHuueckue (J1a00OpaTOpHBIE) UCCIENOBaHMs, KOTOphIE perynupyrorcs npasuiamu GLP

(Good Laboratory Practice, Haanexxamiast tabopaTopHasi IpakTuka);

» Knunnyeckue ucnbiTanusi, kotopeie perynupyrotcs npasmwiamu GCP (Good Clinical Practice,

Hannexamas kiinHu4eckas IpakTHKa);

» IIpousBomacTBO, KOoTOpoe perymupyercs npasmwiamu GMP (Good Manufacturing Practice,

Hannexxaras npon3BoICTBEHHAS IPAKTHKA);

+ Xpanenue, kotopoe perynupyercs npaBuiamu GSP (Good Service Practice, Hanexamas

MPaKTHUKa 00CITy)KUBaHUS, XPaHEHHS);

* OmnroBas Topropis, koropasi peryiupyercs npaBuwiamu GDP (Good Distribution Practice,

Hannesxaras npakTuka ornToBOH MpoJaxn);

* Po3nuunas toprosis, xkotopast perynupyercs npaBuiamu GPP (Good Participatory Practice,

Hannexaras npakTuka po3HUYHOM MPOJaKN).

GLP. Hagaexamas 1adopaTopHasi IPaKTHKA

GLP (Good Laboratory Practice, Hannexarmiass mabopaTopHasi mpakTHKa) — CHCTEMa KayecTBa,
OXBaThIBaromias OpFaHPlSaL[I/IOHHblﬁ nponecc M yCjaoBusA, IpHU KOTOPLIX BBIITOJHAIOTCA HCKIMHUYCCKUC
HCCIIeIOBaHUS JIEKAPCTBEHHBIX CPEICTB, CBSI3aHHBIE CO 3/I0POBBEM U DKOJIOTUYECKOM O€30MacHOCTHIO.

IIpaBniaa GLP Bkawuarr B ceds:
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e TpeOOBaHUS K OpraHU3aluy UCIIBITAHUM;
TpeOOBaHUS K JINYHOMY COCTaBY UCCIIe10BaTeNeH;
TpeOOBaHUS K MOMEILEHHUSIM, B KOTOPBIX IPOBOJSATCS UCIIBITAHUS U COAEPIKATCS )KUBOTHBIE;
TpeOOBaHUS K KaUeCTBY KMBOTHBIX, K YCIOBUAM HX COACPIKAHUSI U KOPMIICHHUS;
TpeOoBaHUs K JJaOOPaTOPHOMY 000PYIOBaHMIO U K €r0 KaJTMOPOBKE;
TpeOOBaHUS K UCIIBITYEMOMY U KOHTPOJIBHOMY BEILECTBY;
TpeOOBaHUS K COCTaBJICHHUIO W TMPOBEACHUIO TMOJPOOHON CTaHAApTHOH METOAMKH
9KCHEPUMEHTAIbHBIX PA0OT U K MOPAAKY IIPOBEAECHUS HCIIBITaHUl;
e TpeOOBaHUS K PErUCTPALUM JaHHBIX U 0()OPMIIEHHUIO OTYETA;
e TpeOOBaHUS K CIy»k0Oe KOHTPOJIS 3a KAUEeCTBOM HMCIIBITaHUI;
® CTaHJApTHBIC METOAUKU YKCIIEPUMEHTAIBHBIX paboT.
Hanuonaneueim anasiorom GLP B P® sBnsiercsa crannapt 'OCT 33044-2014 MexrocynapcTBEeHHBIM
crangapt «[Ipuniuns! HajuIexamei 1a00paTOpHOI MPAKTUKI», TEKCT KOTOporo uiaeHtudeH GLP.

GCP. Hapnexamas KIMHAYECKAS MPAKTHKA

GCP (Good Clinical Practice, Haanexamas KiuHHMYecKas NPAKTUKA) - MEXKIyHApOJHBIH
STUYECKUN U HAYUYHBIM CTaHAAPT IJIAHUPOBAHUS U MPOBEACHUS UCCIEAOBAHUI C yUacTUEM YEJIOBEKA B
KadyecTBe CyOBEKTa, a TaKXKe JOKYMEHTAJIbHOTO OGOPMIICHUS U TMPEACTABJICHHS PE3yJbTaTOB TaKHUX
HCCIIEJOBAHUIA.

[Tpasuia GCP npusBanbl 00€CeUnuTh T0CTOBEPHOCTD PE3YIbTAaTOB KIMHUYECKUX UCIIBITAHUMN, a
TakKe OE30MacHOCTh W OXpaHy MpaB M 3I0POBbS JIOACH, NMPUHUMAIONIMNX YYacTHE B JIaHHBIX
WCTIBITAHUSX B KAYE€CTBE CYOHEKTOB.

Haunonansubeim ananorom GCP B P® sasnsiercs ctangapt ['OCT P 52379-2005 «Hannexarmas
KJIMHWYECKasi MPaKTUKa», TEKCT KoToporo unentndeH GCP.

GMP. Haggexxkamasi npon3BOACTBEHHAs] IPAKTHKA

GMP (Good Manufacturing Practice, Haanexamas mnpou3BOACTBEHHas TNPAKTUKA) -
MEXAYHapOAHbIA CTaHJIApT, KOTOPBI yCTaHABIMBAET TPeOOBAHMS K MPOU3BOACTBY U KOHTPOJIIO
KayecTBa JIEKAPCTBEHHBIX CPEJCTB JJIS YEIOBEKa M KUBOTHBIX, & TAK)KE CIELUAIbHbIE TPeOOBaHUS K
MIPOU3BOJICTBY AKTHBHBIX (hapMalleBTHUECKUX CYyOCTaHIMHA W OTIEIBHBIX BHUJIOB JIEKAPCTBEHHBIX
cpeacts. Crangapt GMP perynupyer M OLEHHMBAaeT MapaMmeTpbl MPOU3BOJACTBA U J1AOOPaTOPHOM
MIPOBEPKHU.

Haunonaneueim anaiorom GMP B PO sBasierca crangapt ['OCT P 52249-2009 «lIpaBuna
MIPOM3BOJICTBA U KOHTPOJISl Ka4eCcTBa JIEKAPCTBEHHBIX CPEICTBY», TEKCT KOTOporo uaentuuen GMP.

Beiroas! or BHeApeHus1 ¥ cepTuGUKAIMU

® T[IOBBIIIEHUE KaYEeCTBA U JI0KA3aTE€IbHOCTU JOKIMHUYECKUX U KIIMHUYECKUX MCCIIeI0BaHUMN pH
pa3paboTke HOBBIX aKTUBHBIX (apmarneBTudyeckux cyocranuuii (APC) U JleKkapcTBEHHBIX
cpencts (JIC);

e oOecrieueHne kaudecTBa, OezomacHocTd M 3 dexTuBHOCTH JiekapcTBeHHBIX cpeacts (JIC) u
aKTUBHBIX (hapmarneBTHueckux cyoctanuuii (APC) npu ux Npou3BOCTBE;

® T[IOBBIIIEHUWE WMHJKAa OpraHU3alli{, JAEMOHCTPUPYIOIIEH NPUBEPKEHHOCTh TPEOOBAHUAM
MEXIYHAapOAHBIX CTAaHAAPTOB, JYYIIMM MpaKTUKaM M KauyecTBY MpPOAYKLHUH, a TaKKe
coOroicHNE TPUMEHUMBIX 3aKOHOATENbHBIX U PEryIUPYIOIINX TpeOOBaHMUI;

e o0ecrieyeHUE HKOHOMUYECKOM YCTOMUMBOCTH OpraHM3alMil Ha CYIIECTBYIOUIEM pBIHKE
POU3BOJUTENCH MEUIIMHCKUX U3JENIUI U BO3MOXKHOCTh BBIX0O/1a HA HOBBIE PHIHKH COBITA,
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® [IOBBIIIEHUE KOMMEPYECKOH LEHHOCTH MHPOIYKLHHM C TOYKU 3pEHHUs OOJbLIEro JOBEPHs CO
CTOPOHBI HOTPEOUTENCH U KaK CIIEJCTBUE yBEIMUCHHUE 00bEMa IPOJIaK;

e CIOCOOCTBYET YCHEIIHOMY YYacTHIO B TEHAEpaxX, KOHKypcax Ha IIOCTaBKY HPOAYKLIHU
OpraHu3aluy;

® YeTKOE BBICTpPAaMBaHHE OU3HEC-NIPOLIECCOB OpraHu3aluy, >PQPEKTUBHOE pacmpeaeieHue
BHYTPEHHUX PECYPCOB, OTBETCTBEHHOCTH M MOJIHOMOYUI MIEPCOHANA B paMKax CyLIECTBYIOLIEH
CUCTEMBI MEHEJIPKMEHTA;

® BO3MOXHOCTb 3KCIIOPTa MHOTUX BHUJIOB JIEKapCTBEHHBIX cpeAcTB B cTpaHbl EADC u EBpocoro3sa.

B Kazaxcrane ¢ 1 suBaps 2016 roga ¢yHKUMOHHPYET OOLIMI PHIHOK JIEKAPCTBEHHBIX CPEJCTB,
COOTBETCTBYIOIIMX CTaHAapTaM Haajexamux ¢apmaneBtuyeckux npaktuk (GMP), uto ompeneneHo
JHloroBopom o EBpa3uiickoM 3KOHOMHYECKOM COI03€, KOTOPbIi OblT nmoanucan ' maBaMu rocy1apcts B
mae 2014 rona.

K sTomy nepuoay NOKHBI ObITH CO3[aHbl €MHbIE YCIOBUS U €IUHbIE TPeOOBaHUS OOpalleHHs
JIeKapCTBEHHBIX cpelacTB Ha Tepputopun EADC, myreM pa3paOOTKM U NPUHATHS HOPMATHUBHBIX
MIPABOBBIX aKTOB, B T. 4. [IpaBun Hamnexammx (apmMaleBTUUeCKUX MPAKTHK, TAPMOHU3UPOBAHHBIX C
€BpOIENCKUMU TPeOOBAaHUSIMHU.

C momenra pacnaga CCCP Havancs mepuosl caMOCTOSITEIBHOIO Pa3BUTHS OBIBIIMX COIO3HBIX
pecnyOnuk. Bmecte ¢ TeM, COBpEeMEHHbIE TEHICHIMM B MEXKIYHAPOJHBIX OTHOIICHUAX U
B3aMMO3aBUCHUMOCTb  [IOCTCOBETCKMX 3KOHOMHUK, OBIBIIMX TpEXJIE YacThbl0 €AWHOIO0 U
LEHTPATN30BaHHOTO HApOJAHOXO3SIIICTBEHHOIO KOMILIEKca, TpeOoBalu MOoMCKa MyTeW AajbHEHIero
COTPYJHMYECTBA U UHTETPALIMHU 10 PACIIMPEHUIO0 IKOHOMUYECKOTO COTPYAHUYECTBA.

Cepbe3Hble MHTETPALIMOHHBIE MPOLECCHl MO PACHIMPEHUI0 SKOHOMHUYECKOTO COTpYIHUYECTBA
Havaiau ocymecTBiaTreess ¢ 2009 ronma, korzna ObUIO IMOJMMCAHO COTJIAlIEHHE MO CO3/aHUI0 Ha
tepputopuu benopyccun, Kasaxcrana u Poccnn ennaoro TaMOKEHHOTO IIPOCTPAHCTBA.
JIOroBOpEHHOCTH O co37aHnu TaMOKeHHOTOo coro3a BCTynuiu B cuity B utose 2010 rona, a B nexadpe
Toro ke rojga Ha cammuTe EBpA3DC ObUI0O TOCTUTHYTO COIJIAIICHHWE O CO3JaHuu EBpasuiickoro
SKOHOMHYECKOTO coro3a (manee - «EADC» wumn «Comw3») Ha 06asze EAMHOrO 3KOHOMHUYECKOTO
npoctpaHcTBa benopyccun, Kazaxcrana u Poccun. Crnyctst mapy JieT BbIIIEYKa3aHHOE COTJIAIICHUE
ObUIO peain30BaHO U TPEXCTOPOHHUI J10roBOp 0 EBpa3uiickoM 3KOHOMHYECKOM CO03€ OB MOANNCAH
29 mas 2014 roga Ha cammute B Actane (fanee - «loroBop»). lorosop Bctynui B cuity 1 ssuBaps 2015
roja.

OpaHuM U3 epBBIX OOHIMX PHIHKOB B paMkax Coro3a cTaHeT OOIINI PBIHOK JIEKAPCTBEHHBIX CPE/ICTB,
KOTOpPBIN JTOJDKeH 3apabotaTh yke ¢ 1 suBaps 2016 roma. Crates 30 JloroBopa TOBOPUT O TOM, YTO
rocy/apcTBa-ujieHsl co3gatloT B pamkax Coro3a oOwMil pPBIHOK JIEKapCTBEHHBIX CPECTB,
COOTBETCTBYIOIIUN CTaHAApTaM HaAJeKalux (GpapMareBTHIECKUX MPAKTUK U OCHOBAHHBIN HA €TUHBIX
npuHuMnax. [[pyHumas Bo BHUMaHME, YTO JAaHHBIN PBIHOK JOJDKEH HadaTh (PYHKIIMOHUPOBAThH B CamMoe
Omkaiiiiee Bpemsi, OHUM U3 MIEPBBIX MOMMCAHHBIX COTTIAllIeHUH B paMkax JloroBopa COOTBETCTBEHHO
6bu10 CornarnieHye 0 eAMHBIX MPUHLUIIAX U MpaBUiIax 0OpalleHUs JEKapCTBEHHBIX CPEACTB B paMKax
EBpasuiickoro skoHommueckoro coro3a oT 23 nekabps 2014 roma (mamee - «CoriaameHuey).
Cornamenue ObUTO paTH(UIIMPOBAHO B COOTBETCTBHE C 3akoHOM PecnyOnmukm Kazaxcran ot 12
okTsa0ps 2015 rona.

CornanieHue ycTaHaBIMBAaeT €AMHbBIC MPUHIIMIIBI U MpaBUiia 0OpalleHUs JIEKApCTBEHHBIX CPEICTB
B paMKax co03/1aBaeMoro oomiero peiHka. OJHAKO KaK 3TO BCe OyAET OCYIIECTBIATHCS Ha MPAKTHUKE,
BBI3bIBAET MHOI'O BOINpOCOB. bojee Toro, y4yurthiBas, 4YTO MHOTHE (apMaleBTUUECKUE KOMITAHUU
paboTaroT Ha TEPPUTOPHH TOCYAAPCTB-WICHOB Yepe3 TUCTPHUOBIOTOPOB, B 3TOM CEKTOPE TAKXKE MOTYT
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BO3HUKATh BOIIPOCHI, B YAaCTHOCTU CBSI3aHHBIE C KOOpJAMHAIIMEW SKOHOMHUYECKOW JEATEIbHOCTU
XO3AHCTBYIOIIUX CYObEKTOB.

OT/IENEHO XOTENOCh OB OTMETHTB, 4TO B CBS3H ¢ BCTymIeHneM Kasaxcrama B8 BTOM Kasaxcran
IIPUHST Ha ceOs 00s13aTeNbCTBA, COTJIACHO KOTOPBIM IIPU BBO3€ OIPEJIEJIEHHBIX TOBApOB (mopsaka 1/3
TOBApHBIX MMO3UIIMIA, BKIIOYAs JICKApCTBEHHBIE CPEICTBA) Ha TeppuTopuio Kazaxcrana i oOparieHus
Ha BHYTPEHHEM pbIHKE OyIyT NpPUMEHSTbCS 0ojiee HU3KHUE TaMOXKEHHbIE TapU(bl 110 CPaBHEHUIO C
tapudamu, yctaHoBieHHbIMA B pamkax EADC. Ilmanupyercs, 4To [Uid yperyJHpOBaHUs JTAHHOTO
BOlpoca OyAyT BBEAEHBI COOTBETCTBYIOIIME AAMMHUCTPATHBHBIE MEXaHHM3MbI, KOTOpBIE IO3BOJSAT
PUMEHATH TaMokeHHbIe Tapudsl EADC npu nepeMenieHnu 1aHHbIX TOBApOB Ha TEPPUTOPHUIO IPYTHX
rocynapcts - wieHoB EADC (¢ tepputopuun Kazaxcrana).

Hacrosimas cratest paccMaTpuBaeT BOIPOCH! JOCTYIA M PEANU3ALMM JIEKAPCTBEHHBIX CPEICTB B
yCIOBUAX (YHKIMOHMPOBAaHUS OOIIEro pbIHKA JEKapCTBEHHbIX cpelacTB Coro3a, a Takke oOiue
KOHKYpPEHTHBIEC IpaBUiIa, KOTOpbIE OyneT HeoOXOAMMO cOOM0AaTh CyOBEKTOM (papMaleBTHYECKOro
PBIHKA.

JocTyn Ha 00IIUIT PHIHOK JIEKAPCTBEHHBIX CpeacTB B pamkax Coro3a
Pezcynuposanue obuezo pvinka nekapcmeenHvlx cpeocma

Kaxk 6b110 oT™MeueHo Boimie, ¢ Hayana 2016 roga peryaupoBaHue oOIIEro phIHKA JIEKAPCTBEHHBIX
cpeactB B pamkax Coro3a OyAeT OCyIIeCTBIATHCSA B cooTBeTcTBHE ¢ JloroBopom u Cornamenuem. B
uensx peanuzanuu  CorjamieHus, B KOTOPOM 3aJIOKEHBI OCHOBHBIE TpaBujia oOpalieHus
JIEKapCTBEHHBIX CpeJICTB B paMKax Coro3a, TakxkKe MpeanonaracTcs IpuHsATHE psaa akToB EBpasuiickoit
SKOHOMUYECKON KOMHUCCHUEH, «UTO MPUBEAET K CYHIECTBEHHON rapMOHM3ALUN CUCTEM PETrYJIUPOBAHUS
JIEKapCTBEHHBIX CPEACTB». B 4aCTHOCTH, MPEeSyCMOTPEHO NPUHATUE EIUHBIX MPAaBUJ PETUCTPALUU U
9KCIIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB, EAMHBIX TPEOOBAaHUI K MAPKUPOBKE JIEKAPCTBEHHBIX CPEJICTB U K
MHCTPYKILIMHU [0 MEIULIMHCKOMY MPUMEHEHUIO JIEKaPCTBEHHBIX CPEJICTB, & TAKXKE APYTUX JOKYMEHTOB.
[TocpencTBoM MpUHATHS MOAOOHBIX JOKYMEHTOB OyneT o0ecrnedyuBaThCsl €IUHCTBO OOs3aTENbHBIX
TpeOoBaHUil K 0€30MMaCHOCTH M Ka4eCTBY JIEKaPCTBEHHBIX CPEJCTB Ha TeppuTopru Coroza.

C ToukM 3peHMs] MPAKTUYECKON peann3aluu NojiokeHui CornameHus, Ba)KHO OTMETHTh, YTO
CornamieHueM peaycMOTPEH MEpexXoIHbIi nepuo - 10 31 nexadbps 2025 roga, B Te4eHHE KOTOPOTO
JIeKapCTBEHHBIE CPENICTBA, KOTOpPbIe OBLIN 3apeructpupoBansbl 10 1 suBaps 2016 roga Ha TeppuTopun
rocyaapcTs - wieHoB Co103a, TOJKHBI OBITh IPUBEACHBI B COOTBETCTBUE C TPEOOBAHUSIMH U MIPaBUIIAMH
Coroza. Kpome Ttoro, CornameHnne IpeaycMaTpUBaeT, 4YTO JO HCTEUEHUs PEruCTPALMOHHBIX
YAOCTOBEPEHUN TaKHe JIEKapCTBEHHBIE CPEJICTBA MOTYT pEaIU30BBIBATHCS HA TEPPUTOPUU TEX
rocygapctB - wieHoB Coro3za, rae ObUIM  BBIJIAaHBI COOTBETCTBYIOIIME PETHUCTPALIMOHHBIE
ylnoctoBepeHus. B 3Tol cBsi3W, MpeacTaBisgeTcs, YTO ¢ HayaloM (YHKIMOHUPOBAHHS OOIIETr0 phIHKA
JeKapcTBeHHbIX cpeacTB Coro3a HAalMOHAIbHBIE PHIHKH JIEKAPCTBEHHBIX CPEJCTB TOCYIapPCTB - YJICHOB
Coro3a npoomkat GyHKIHOHUPOBAHUE IO UCTEUCHUS EPEXOAHOTO NEPHO/A.

Takum o0pa3zom, HECMOTpPS Ha MPAKTUYECKYIO CIIOKHOCTh peaju3alliy 3aJad IOCTaBJICHHBIX B
pamkax JloroBopa, nmpeamnonaraercs, 4ro ¢ Hadana 2016 royna peanuzaius J€KapCTBEHHBIX CPEICTB Ha
TEPPUTOPHUU roCcyapcTB - uieHoB Coro3a OyAeT MPOUCXOIUTh CIEAYIOIUM 00pa3oM:

1) Peanuzayus nekapcmeeHHbIX cpedcme Ha odujem poinke gekapcmeennvix cpeocmes Corsa

JlexapcTBEHHBIE CPENICTBA, 3APETUCTPUPOBAHHBIE B COOTBETCTBUE C MPOLIEAYPON, YCTAHOBICHHON
EBpasuiickoii sxoHOMHueckoil komuccueit (manee - «EIK»), u BHECEHHbIE B €IUHBIA PEECTp
3apEeTUCTPUPOBAHHBIX JIEKapCTBEHHBIX cpenacTtB Coroza (manmee - «EauHbIA peecTp»), MOTYT
peanu30BBIBaTHCSI CBOOOIHO HA TEPPUTOPHH BCEX TOCYIapcTB - wieHoB Coro3a.
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2) Peanusayus 1ekapcmeeHHblx cpedCcms Ha HAYUOHATbHBIX PbIHKAX 2ocyoapcms - unenos Corsa

Cornanienue He TMpeAycMaTpUBaeT aBTOMAaTHMYECKOro BKIO4YeHHs B Eaubbii  peectp
JIEKapCTBEHHBIX CPEJACTB, 3apErMCTPUPOBAHHBIX HA TEPPUTOPUM rocylapcts - wieHoB Coroza a0 1
suBapsg 2016 ronma. IlosTomy Takue JekapCTBEHHbIE CpPEACTBA MOTYT PEaTU30BBIBATHCS JUIIL Ha
COOTBETCTBYIOIIMX HAIIMOHAIBHBIX pBIHKAX JIEKAPCTBEHHBIX CPEJACTB, BIUIOTh JO HCTEUYEHUS
MEePEXOIHOTO Meproia.

Bmecte ¢ TeM, OTKPBITBIM OCTA€TCS BOIPOC O TEX JIEKAPCTBEHHBIX CPEACTBAX, KOTOPHIE HUKOTAA
panee (t.e. 1o 1 stHBaps 2016 roma) He OBUIM 3aperMCTPUPOBAHBI HA TEPPUTOPUU KAKOTO-THOO
rocyaapcTsa - uiaeHa Coro3a. CornanieHue 4eTKO He yKa3bIBaeT, YTO TaKUE JIEKAPCTBEHHbBIE CPEACTBA
JOJKHBI OyAyT MPOXOAUTH pPErucTpanuio no eauHbiM npaBwiam Coro3a. B To ke Bpems, Kak
OoTMevasoch Bele, CornamieHue npeaycMaTpuBaeT IEPEXOAHbIN IEpUol, B TEUEHHE KOTOPOro HapsAy
C OOIIMM PBIHKOM MPOJA0JDKAT (YHKIMOHUPOBATH HAlMOHAJIbHBIE PHIHKH JIEKAPCTBEHHBIX CPEJICTB.
CymecTtByeT MHEHHE O TOM, 4TO ¢ 1 stHBaps 2016 rona mogo0HbIE «HOBBIE JIEKAPCTBA» JOJDKHBI OYAyT
MIPOXOJUTH PETUCTPALIMIO B COOTBETCTBUE C €AMHBIMU MpaBuwiaMu. OHAKO Kak OyJeT pelleH BOIpoc
Ha IPaKTHUKE, I0Ka OCTAETCS HE SICHBIM.

3a pamMkKamMu OOILEro pPEryJupOBaHUS OCTAIOTCS, CPEIU MPOYEro, BOMPOCHI JIMIEH3UPOBAHUS
CyOBEeKTOB (hapMaleBTUUECKON JIEATEIIbHOCTH, pEKJIaMbl JIEKApCTBEHHBIX CPEICTB, a TakKKe
NESATENIbHOCTH anTeK. YKa3aHHbIE BONPOCHL, a TaKKe HUHBbIE BOMPOCHl, HE YyperyJupOoBaHHBIC
CornamenueM, OyayT TOMYMHATHCS HAIMOHAIBHOMY pPETYJIUPOBAaHMIO B COOTBETCTBHE C
3aKOHOAATEIHCTBOM KaXKJI0TO OTAEIBLHOr0 rocyaapcTsa - wiena Corosa.

Pecucmpayusn nexapcmeennbvix cpeocne no eOUHbIM NPAGUIAM

CornamnieHre He TIPEIyCMATPUBACT CO3/IaHUS KaKOTO-TMOO0 HAJHAIIMOHAIBHOTO OpraHa, KOTOPBIMA
OBl OCYIIECTBIISI PETUCTPALINIO JIEKAPCTBEHHBIX CPEJICTB, IPEeIHA3HAYCHHBIX JIJIs1 00OpalleHus Ha 001IeM
pBIHKE JIEKapCTBEHHBIX CpeACTB. [Ipeanonaraercs, 4To 3asBUTEIb CMOKET 0OPATUTHCS 32 pETUCTpallue
JIEKapCTBEHHBIX CPEACTB HAa TEPPUTOPUU OAHOTO U3 TrocyaapcTB - wieHoB Corosa (T.e. pedepeHTHOoe
TrOCYyJ1apCTRBO).

Perucrtpamnusi mekapCcTBEHHBIX CPEACTB OyAET OCYIIECTBISATHCS B COOTBETCTBHE C TPAaBUIAMHU
PETHCTPAlMM M OSKCTEpTU3bl JIGKAPCTBEHHBIX CPEJCTB, yTBepxkaaeMbiMu pemennemM EOJK.! Ha
HACTOSIIIIUH MOMEHT pa3paboTaH IpoekT /lpasun peeucmpayuu u 3KCnepmusvl J1eKapCmMeEeHHbIX
cpedcme 01 meduyurnckoeo npumernenuss (nanee - «Ipoext IlpaBui perucTpamum JeKapcTBEHHBIX
CPeACTBY) U 3aBEPIIECHO €ro 00CYXKICHHE.

Kak cnenyert u3 Ilpoekra [IpaBun peructpanuu nekapctBeHHbIX cpeacts (Pazaen 1), peructparnms
JIEKapCTBEHHBIX CPENICTB OyAET OCYIIECTBIATHCSA IO TOCIEIO0BATEIBHOM Mporeaype (Tporeaypa
B3aMMHOIO TPU3HAHUS) WIM OJHOBPEMEHHOW TMpoueaype (IeleHTpaau30oBaHHas MpoIeaypa
peructpamnuu). Hukxe MBI NPUBOAUM KpaTKWil 0030p BBINIEYKA3aHHBIX TPOIEAYP PETUCTpaIin
JIEKapCTBEHHBIX CPEACTB B cooTBeTcTBUE ¢ [IpoekTom [IpaBui, 1OCTYNHBIM Ha 3JIEKTPOHHOM MTPAaBOBOM
noptaie EADC.

Ilpoyedypa 63aumno2o npuzHanus MPEANONATaeT PETUCTPALNIO JIGKAPCTBEHHOTO CPEJCTBA B JBa
JTana:

1) HanuoHanmbHash TMpoLEAypa PETUCTpalud - peepeHTHOEe TOCYAapCTBO OCYIIECTBISET
PEruCTpALMIO AJIA LIeJIel HaXO0KAEHUS JIEKAPCTBEHHOIO CPECTBA HA PBIHKE TAHHOIO FOCY1apCTBa;
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2) mpoueaypa B3aMMHOTO MPU3HAHUSA - 110 JKEJIAHUIO 3aBUTENS JIEKAPCTBEHHOE CPEJICTBO MOXKET
OBITh MPU3HAHO B APYTUX rocyaapcrBax - wieHax Corosa (rocyaapcTBax MpU3HaAHUsA).

Ha mepBoM sTame ymoJIHOMOYEHHBI OpraH pe(epeHTHOro rocynapcTBa MPOBOIUT SKCIEPTU3Y
JIEKapCTBEHHOI'O CPEACTBA U B CIIy4dae MOJIOKUTEIBHOTO PEUICHUS 110 pe3yabTaTaM 3KCIEPTU3bI BbIIAET
3asBUTEJII0 PETUCTPALMOHHOE CBUJAETENIBCTBO, a TAKXKE pPa3MEIlaeT CBEACHUS O JIEKAPCTBEHHOM
cpenctse B EnnHOM peectpe.

Ha BTOpOM 3Tare, mocie perucTpaum JIeKapcTBEHHOTO CPEJICTBA B pe(hepeHTHOM rocynapcrse (T.e.
B Clyyae, KOrja y>K€ MMEeTCsl PerucTpanusi B KakoM-JInbo rocyaapctse - wieHe Corose), 3asiBUTEIb
BIIpaBE OOPAaTUTHCS B YIIOJIHOMOUYEHHBIE OPTaHbl WM AKCIEPTHHIE OpraHU3aluu JPYrUuX rocyJapcTs -
yieHoB Coro3a C 3adBJICHHEM Ha PETUCTPALUIO JIEKAPCTBEHHOIO CPEJICTBA MO MPOLEAYPE B3aUMHOIO
MIpU3HAHUS. DKCIIEPTU3a JIEKApCTBEHHBIX CPEJICTB B rOCYJapCTBAX MPU3HAHMSI OCYILECTBISETCS IIyTEM
paccMOTpEHMS 3asBICHUS U JIOKYMEHTOB 3asBUTEJI, 4 TaKK€ SKCIEPTHOIO OTYETa [0 OLEHKE
pedepeHTHOrO TOCYaapcTBa. B ciyyae mpu3HaHUS TOCYJapCTBOM MPU3HAHMS IKCIEPTHOTO OTYETa O
OlICHKe pe(depeHTHOro TOoCyAapcTBA U BBIHECEHUS IOJIOKHUTEIBHOTO PEHICHUs O PEerucTpaluu
JIEKAapCTBEHHOI'O0  CPEACTBA, TIOCYJAapCTBO IPU3HAHUSA BBIJAET 3asABUTEII0  PETrUCTPALMOHHOE
CBUJETENLCTBO, HA OCHOBAHMM KOTOPOT'O JIEKAPCTBEHHOE CPEJCTBO JIOMYCKAaeTcs K OOpalleHUIO0 Ha
TEPPUTOPUHU COOTBETCTBYIOIIETO IOCYAAPCTBA IPU3HAHUS.

B ciyyae Henpu3HaHMS SKCIEPTHOTO OTYETA MO OLEHKE pe)epeHTHOTr0 rocyaapcTBa, TOKYMEHThI
nepenaTcs B OKCHEPTHBI KOMMTET IO JieKapcTBEHHbIM cpenctBaM npu Komtermn EODK ans
yperynupoBanus pasHorynacuil. Ilo pesynbraTam mnpoueaypel yperyJMpoOBaHUsS Pa3HOIJIACHM,
YIOJIHOMOYEHHBII OpraH rocy/1apcTBa NpU3HaHUs IPUHUMAET PELICHUE O PETUCTPAlluU WK 00 OTKa3e
B PETHCTPALIMU JEKAPCTBEHHOI'O CPEACTBA.

Takum oOpa3om, Mo pe3ynbTaraM HpOLEAYypbl B3aMMHOI'O IpPHU3HAHMS JIEKAPCTBEHHOE CPEJICTBO
MOXKET OBITh JOMYIIEHO K OOpallleHUI0 Ha TePPUTOPUHM pedepeHTHOro TrocyaapcTBa, a TakkKe TeX
roCy/apcTB IpPHU3HAHUS, I/1€ ObUIO MPHUHATO TOJOXKHUTEIBHOE pEIIEHWE O perucrpauuu (T.e. B
pedepeHTHOM rocyJapcTBe U B OJJHOM WJIH OoJiee TOCyJapcTBaxX MPU3HAHUS).

Jleyenmpanuzosannasn npoyedypa pecucmpayuy IPEANONaraeT, YT0 PErucTpanus JeKapCTBEHHOTO
cpenctBa OyIeT OCYIIECTBIATHCS HECKONBKHUMH TocynapctBamu - wieHamu Coroza. Ilpu stom
3asgBHUTENIb CAMOCTOSITENIFHO BBIOMpaeT pedepeHTHOE TOCYJapCTBO TPW IMMOJave 3asBJICHUS Ha
pEerucTpalmio JIEKapCTBEHHOTO cpeicTBa (T.. B Cllydae, KOrJa HET PEerucTpaldd HU B OJHOM
rocynapctse - uieHe Coroze).

Perncrpanust  J1IeKapCTBEHHOTO  CpeICTBA IO  JEUEHTPAIM30BAHHOM  IMpOUEAYype  TaKke
OCYILECTBIISICTCA B J1BA OTaIla, IPOBOJIUMBIX OJJHOBPEMEHHO:

1) peructpanus B pe)epeHTHOM TOCYJapCTBE;

2) NpU3HaHUE DKCIIEPTHOTO OTYETA IO OLIEHKE B rOCYapCTBax MPU3HAHUS.

B memax mpoBeneHMs BBINICYKA3aHHOM NPOLEAYpPHl PETUCTPAlMH, YIOJIHOMOYEHHBIE OPIaHbI
pedepeHTHOro rocyaapcTBa U ToCyAapcTB MPU3HAHUS MPOBOJSAT COBMECTHYIO PabOTy IO IKCHEPTH3E
JIEKapCTBEHHOI'O0 CpeAcTBa. B pe3ynbTaTe MONOKUTEIBHOTO PENIEHUS YIOJIHOMOYEHHBIX OpPraHOB
pedepeHTHOro rocygapcTBa M TOCYAAapCTB NPU3HAHUS, 3asBUTENIO BBIJAIOTCS COOTBETCTBYIOIIUE
PErUCTPALMOHHBIE YIOCTOBEPEHMUS.

B ciydae npuHATHS pemieHust 00 0TKa3e B PErUCTPalliK YIIOJIHOMOYEHHBIH opraH pedepeHTHOro
roCyJJapCTBO M3BEIIAET 3asIBUTENS O IPUHATOM PEIICHUH.

Takum oOpazom, wucxons wu3 [Ipoekra [IpaBun perucTpanuu JIEKapCTBEHHBIX CPEICTB, IO
pe3ynbTartaM JeleHTPATU30BaHHON MPOLEAYPhl PErHCTPAIK JIEKAPCTBEHHOE CPEACTBO MOXKET OBbITh
3apeTUCTPUPOBAHO B pPe(EpPEeHTHOM TOCYNapCTBE U COOTBETCTBYIOIIMX TOCYJapCTBaxX NPHU3HAHMA.
Bwmecre ¢ Tem, HEe coBceM SICHO Kakoe perieHue OyeT MPUHATO MO 3asiBKE Ha MPAKTHUKE, B ClIydae eciu
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COXpaHATCS Pa3HOTJIACUS MEXIY TOCylapCTBaMH, paCCMaTPHUBAIOIIMMHU 3asBKYy (K MpUMeEpy, IBa/TpU
rocy/apcTBa 1aayT MOJIOKUTEIbHBIN OTBET, @ OAHO WM JIBA OTPHUIATEIbHBIN).

B cBeTe BBIIIEN3I0KEHHOT0, TPOU3BOIUTENH JIEKAPCTBEHHBIX CPEJICTB OyIyT UMETh BO3MOXKHOCTh
BbIOOpa pedepeHTHOro rocygapcTBa A MoAaun 3asBKH Ha PETUCTPALIMIO JEKApCTBEHHBIX CPEJCTB, a
TaKXe BHIOOpa MPOIETyphl PETUCTPALIMH JIEKAPCTBEHHBIX CPEICTB, NPEAHA3HAYCHHBIX JIJIs1 OOpaIIeHus
Ha 0o0I1IeM phIHKE JeKapcTBeHHbIX cpeacTB Coro3a. [Ipu aToM, HECMOTps Ha co3aHKe OOIIEr0 PhIHKA
JIEKapCTBEHHBIX CPEJCTB, COXpAHSAETCS WHIUBUAYaJIbHBIM MOAXOA K BOIPOCY O PETUCTPALUU
JIEKapCTBEHHBIX CPE/ICTB KAXKIOro rocyaapcTna - wiena Coro3a.

B nononnenue, obpamaemM BHUMaHue Ha TO, 4To B CornameHny npeaycMaTpuBarOTCs KaTeropuu
JIEKapCTBEHHBIX CPE/ICTB, KOTOPBIE HE MOJUIekKAT perucrpanuu B pamkax Corosa.

IIpaBuia KOHKypeHIMHU HA 001eM PbIHKE JIeKAPCTBEHHBIX CPEACTB

Kak 6put0 0oTMedeHo Bhimie, HauuHas ¢ 2016 roga, mMpoU3BOAUTENN JIEKAPCTBEHHBIX CPEACTB, HE
JO’KHUJIaICh OKOHYAHMSI JCHCTBUS HAI[MOHAJIBHBIX PETHCTPALMOHHBIX YJOCTOBEPEHUM, MOTYT MPOUTH
pPErucTpaIrio o O0IMM IpaBuiIaM B oHOM U3 ctpad EADC 1 nmomy4yuTs J0CTyI Ha 00muid peiHOK. C
9TOr0O MOMEHTAa MPOU3BOJUTENIM JOKHBI OyIyT YYHTHIBATH BO3MOXKHOCTH BO3HHUKHOBEHUS
TPaHCTPAHUYHOTO PHIHKA, €CJTU JICKAPCTBEHHBIE CPEACTBA OyAYyT PEATM30BbIBATHCS HA TEPPUTOPHH ABYX
u Oosiee rocymapctB - wieHoB Coro3a, a 3HAYUT MPUMEHUMOCTh OOINMMUX MPHUHIMIIOB W TPABHII
koHKypeHuuu Coro3za.

Obwue npasuna KOHKypeHyuu
B cooTBeTcTBHU ¢ 00IIMMHU MTpaBUIIaMU KOHKYPEHIIMH, PEeAyCMOTpeHHbIMU B JloroBope:

1) 3ampemratorcst aeiicTBus (Oe3AelCTBHE) 3aHUMAFOIIETO TOMUHUPYIOIIEe MOOKeHHe (T.e. MpH
MHAUBUAYAIbHOM JOMMHHUpPOBaHMM He MeHee 35%, npu KoJuleKTMBHOM He MeHee 50% win
70%) XO3AHCTBYIOMIETO CyObheKkTa (CyOBhEKTa pBIHKA), PE3YJIHTATOM KOTOPBIX SIBISIOTCA WM MOTYT
SABIISITHCSI HEJOIMYIIEHHE, OTPaHWYCHUE, YCTpaHEHHE KOHKYPEHIMH M (WIK) YIIeMJICHHE WHTEPECcOB
apyrux ;L

2) He AOMyCcKaeTcsl HeTOOPOCOBECTHAS KOHKYPEHITHS;

3) 3ampemaroTcs COIJIALICHHS MEeXAYy XO3AHWCTBYIOIIMMH CyObeKTaMu (CyObeKTaMU pbIHKA)
rOCyJIapCTB-UWICHOB, SBISIONIMMUCS KOHKYPEHTaMH, JEHCTBYIOIIMMH Ha OJHOM TOBAapHOM PBIHKE,
KOTOPBIE PUBOJIAT WIM MOTYT IPUBECTH K OTIPEICICHHBIM MOCIEICTBHSIM;

4) 3ampemaroTcsl «BEPTUKAJbHBIE» COTJIALICHUS MEXIY XO3SMCTBYIOIIMMHU CyObEKTaMu
(cyObexkTamMu pBIHKA), 332 HCKIIOYCHHEM «BEPTHKAIBHBIX» COTJAICHHUNA, KOTOPBIE MPU3HAIOTCS
JIOMTyCTUMBIMHU B COOTBETCTBUHU C KPUTEPUSMH IOy CTUMOCTH;

5) 3anpeniaoTcst HHbIE COTJIAIIEHUs MEeXAY XO3SHCTBYIOIIUMU CyObeKTaMU (CyOBbEeKTaMU phIHKA),
32 HCKIIIOYEHHUEM «BEPTUKAIBHBIX)» COTJIAIIEHUH, KOTOPbIE MPU3HAIOTCS OIMYCTUMBIMH B COOTBETCTBUU
C KPUTEPHUSIMH JONMYCTUMOCTH, B CIIy4ae €CJIM YCTAaHOBJICHO, YTO TaKHE COTJIAIICHUS MPHBOIST N
MOTYT IPUBECTH K OTPAHUYECHUIO0 KOHKYPEHIINY;

6) @usmveckuM JUIAM, KOMMEPUYECKUM OpraHM3alsM U HEKOMMEpPYECKUM OpraHU3alMsIM
3ampemaeTcss OCYIIECTBIATh KOOPAMHAIIMIO SKOHOMHYECKOH JESITEeIbHOCTH  XO3SHCTBYIOLIMX
CyOBEKTOB (CYOBEKTOB PBIHKA) TOCYAAPCTB-UJICHOB, €CJIM TaKas KOOPAMHAIUS MPUBOJUT WIIA MOXKET
MIPUBECTH K JIOOOMY M3 YKa3aHHBIX B MYHKTaX «iil» U «iv» MOCIEJCTBUI, KOTOPbIE HE MOTYT OBITH
MIPU3HAHBI JOMTYCTUMBIMU B COOTBETCTBUH C KPUTEPUSIMH JOITYCTUMOCTH;
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3akarouenue OucmpubbIOMoOPCKUX 002080P08 8 HOBbIX PeaUsX

Kak crnemyer w3 mnpakTuku, MHOTHE (papMaleBTUYECKHE KOMIIAHWHM HA CETOMHSIIHUN JICHb
paboTaroT yepe3 IUCTPUOBIOTOPOB U 3aKJIIOYAIOT OTAENbHBIE TUCTPUOBIOTOPCKHUE T0TOBOPHI, pa3ieisis
00b1yHO peiHOK EADC Ha TeppuTOpuu rocynapcTB-4aeHoB. Bo3aMOXXHO, y IPOU3BOIUTENCH €CTh Ha 3TO
onpeziesieHHbIe KOMMeEpueckue MpuuruHbl. OJHAKO C IOPUAMYECKOM TOYKU 3pEHHs, 3TO Takke
OOBSICHACTCS] TEM, YTO J0 CETOTHSIIHETO JTHS B KaXKIOM rocyaapctse - wieHe Coro3a CyliecTBOBaIU
paznuuHble TpeOOBaHUS M TMpaBWiIa OOpalleHHs JEKapCTBEHHBIX CpPEICTB, a TaKXKe IpaBuia
KOHKYPEHLIMH Ha HAllMOHAJIbHOM YPOBHE.

Hauunas ¢ 2016 roma, gapmarieBTHYECKUEe KOMIIAHUU U JTUCTPUOBIOTOPHI JOJKHBI OYIyT TaKkKe
coOuoaTh 00IIME MpaBHia KOHKYPEHIUH TMPH peaTu3aliy JEKapCTBEHHBIX CPEJCTB IMOJYyYUBIINX
noctyn Ha obmui peiHOK Coro3a. Tak, eciu JiekapCTBEHHOE CPEACTBO BHECEHO B EnuHBIN peecTp u
TaKuM 00pa3oM JOMyIIEHO K OOpalleHHI0 Ha OOLIeM pBIHKE JeKapCTBEHHbIX cpencTB Corosa, TO
3aKJII0UYEHHE JUCTPUOBIOTOPCKOTO JOr0OBOpa, MPEAyCMaTPUBAIOIIETO TEPPUTOPUATILHOE OrpaHUYCHUE
peayiM3allMid TakKoro JIEKapCTBEHHOI'O CpeAcTBa (K IpUMEpY, Ha TEPPUTOPHUH TOJIBKO OJHOTO
rocygapctBa - uieHa (Coro3a), MOXKET NPOTHUBOPEUYUTH OOMIMM MpaBHJIaM KOHKYPEHIIUH,
npenycMoTpeHHbIM JloroBopom. Takue HOpMBI TUCTPUOBIOTOPCKUX JOTOBOPOB, B YACTHOCTH, MOTYT
ObITh KBaJTU(UIMPOBAHBl KaK «KOOPOUHAYUS KOMMEPUECKUMU OP2AHU3AYUAM IKOHOMUYECKOU
O0esimebHOCIU XO3AUCMBYIOUWUX CYObeKmos (CYObeKmos pblHKa) 20Cy0apCcmea-uieH08» WIH KaK uHble
«BEPMUKATIbHLLEY) CO2NAUEHUS, KOMOopble He HNPUSHAIOMCSA OONYCMUMbIMU 6 COOMEEMCmeUU ¢
Kpumepusmu 0onycmuMocmu, U npueoosam iy Mo2ym npusecmu K 02PaHUdeHuio KOHKYPEeHYUUY.

Bonee Toro, 3ampemiaercs vHas KOOPIWHAIMS ASKOHOMUYECKOM NEATEIBHOCTH XO3SHCTBYIOIINX
CyOBEeKTOB (CyOBEKTOB PBIHKA) TOCYIAPCTB-WICHOB (BKIIIOUAs Yepe3 JUCTPHOBIOTOPCKHUE JOTOBOpPA),
€CJIN TaKasi KOOPIUHAIIMS TPUBOIUT UIIH MOKET IMIPUBECTH K JIFOOOMY M3 HUKEYKa3aHHBIX MTOCIEICTBHH,
KOTOPBIE€ HE MOTYT OBITh MPU3HAHBI JOIYCTUMBIMU B COOTBETCTBUU C KPUTEPHUSIMU JOITYCTUMOCTH:

CO2NAUEHUST MeHCOY XOZAUCMBYIOWUMU CYObeKMAMU (CYObEKmMamu polHKa) 20CY0apCcme-4ieHos,
AGTAIOUUMUCS KOHKYDEHMAaMU, 0etUCMEYIOWUMU HA 0OHOM MOBAPHOM PbIHKE, KOMOpble NPUoOsim uiu
Mo2ym npueecmu K:

* YCMAHOBIEHUIO UU NOOOEPAHCAHUIO YeH (mapudos), cKUOoK, Ha0basok (0oniam), HAayeHoK,

* NOBBIUUEHUTO, CHUNCEHUIO UTU NOOOEPHCAHUIO YeH HA MOoP2ax,

© pazoeny mo8apHO2O PbIHKA NO MEPPUMOPUATLHOMY NPUHYUNY, 00beMy npooaxicu Uiy NOKYNKuU
Mmoeapos, AaccOpMUMEHmy peanu3yemMvlx mosapos aubo cocmasy npooasyos uiu noxKynameieu
(3axazuuxos);

* COKpaWeHuI0 Uy npeKpaujenuo nPou3800Cmea mosapos; uiu

© OMKA3y OmM 3aKIOYEHUsL C ONPeOeNeHHbIMU NPOOABYAMU TUOO NOKYNAMENAMU (3AKAZYUKAMU,).

«BEPMUKANLHBIEY CONAUEHUSL MeNCOY XO3AUCMBYIOWUMU CYObeKMAamMu (CYObeKmamu pulHKa), 3d
UCKTIIOYEHUEM «BEPMUKATILHBIXY CO2NIAUEHUU, KOMOpble NPUSHATOMCSA OONYCMUMbBIMU, 8 CIyUae eCu:

© makue CoenauieHuss NPUGOOAmM Ui MO2Ym NPUGeCmu K YCMAHOBIEHUI) YEeHbl Nepenpooaxdcu
moeapa, 3a UCKIIoUeHueM CIyuas, Ko20a npooasey ycmauaeiueaem O/ NOKynamens MakCuMaibHyo
YeHy nepenpooadicu mogapa,

* MAKUMU CONAWEHUAMU NPe0yCMOMPEHO 005A3amenbCmeo NOKynamesis He npooasamv moseap
xXos3satcmeyrweo cyovekma (cyovekma pbiHKa), KOmopblil A615emcs KOHKypeHmom npooasya. Taxotu
3anpem He pacnpoCmpansemcs Ha Co2lauieHus 0o opeanu3ayuy NOKynamenem npooaxcu mogapos noo
MOBAPHBIM 3HAKOM TUOO UHBIM CPEOCMBOM UHOUBUOYATUZAYUU NPOOABYA UL NPOUZBOOUMEIIAL.
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dapMaleBTUICCKUE KOMITAHUH W/WJIH UX JUCTPUOBIOTOPHI MOTYT TAaK)KE HAPYIIUTh U MHBIC OOIIHE
MpaBWJia KOHKYPEHILIUU IPEyCMOTPEHHBIE BBIIIIE.

Bmecre ¢ TeMm, ecnm QapManeBTUYECKHE KOMIAHWM JKETAIOT COXPAHHTh HAIMOHAIIBHBIC
perucTpalyu, To Ha epuo AeHCTBH IEpPEeX0IHOro eproa (T.€. 10 koHa 2025 roia) aeKkapcTBEeHHbIE
CpeACTBa MOTYT CBOOOZHO OOpaIiaThCsl Ha TEPPUTOPHH TEX CTpaH, Ir1e ObLIO BHIJAHO HAIMOHAIHHOE
perucrpaironHoe yaocroBepenue. [Ipu Takom noaxose, Ha mepruoj AeHCTBUS EPEXOAHOT0 MMEePUo/Ia,
(apmareBTHUECKHE KOMITAHWH, CKOPEE BCETr0, CMOTYT 3aKI0YaTh JUCTPUOBIOTOPCKUE JOTOBOPHI,
pasnenss oomuii ppiHok EADC (HanmpuMep, Ha TEPPUTOPUU TOCYAPCTB-UIICHOB).

CripaBe;JTMBOCTH paiy HAJI0 OTMETHUTh, UYTO CYyOBEKTHI (hapMaIleBTHUECKOTO PHIHKA B JIFOOOM CiTydae
JOJKHBI COOMTIOAATh TpeOOBaHUS HAIIMOHAIBHOTO 3aKOHO/IaTeIbCTBA rocyAapcTB-uiieHoB Coro3a.

Hamomuum, uto neperoBopsl o BcTymiennu Kazaxcrana B BTO Ob1u 3aBepiiensl B cepeaune 2015
roga. B nagane oxtsOps 2015 roma Cenar Ilapnamenta Kaszaxcrana parudummpoain [IpoTokos o
npucoeanHennu Kazaxcrana k MappakenickomMy corianieHuo o0 yupexxaeHun BeemupHoi ToproBoi
opraam3anuu ot 15 anpens 1994 rona. [Tocie 3aBepiieHus Bcex HE0OXoaUMBIX mpouenyp Kazaxcran
cranet 162-m unenom BTO.

B cootBerctBue c CornamieHusi, MNPEANONAraeTcsi, 4YTO IPU OCYLIECTBIECHUU IPOLETYPbI
perucTpalnyy M 3KCHEepTU3bl JIEKapCTBEHHBIX CPENICTB TrocynapcTna - uieHsl Coroza OyAyT B3aMMHO
MIPU3HABaTh PE3YJbTaThl JAOKIMHUYECKUX (HEKIMHMUYECKUX), KIMHUYECKHMX U UHBIX HCCIEIOBAHUN
(McmbITaHMiT) JIEKApCTBEHHBIX CPEICTB, PE3yJIbTaThl MHCIEKTUPOBAHUS MPOU3BOICTBA, JOKITMHUYECKIX
(HEeKIMHUYECKUX), KIMHUYECKUX MWCCIEN0BaHUM (MCHBITaHUM) JIEKapCTBEHHBIX CPEACTB, CHCTEM
(apmakoHaI30pa Ha COOTBETCTBHE MpaBHJIaM HaJUIeKalMX (papMaleBTUUECKUX IMPAKTUK, a TaKxkKe
TpeOoBaHUAM, yTBep)kaaeMbiM EDK

B cootBercTtBUM ¢ myHkTOM Pemenus Boicmero EBpasmiickoro 3xoHOMHYECKOro coseta oT 19
nexadps 2012 r. Ne 29: «... pblHOK omHoOCUmMCs K MPAHCSPAHUYHOMY, eCliu 2eocpaguuecKue panuysl
MOBAPHO20 PbIHKA 0XBAMBIEBAIOM MEPPUMOPUL 08X U Dolee CIMOPOHY.

B cootBerctBun c [Ipunoxenuem Ne 19 x JloroBopy, corylaieHUsi MOTYT OBITh NPHU3HaHbI
JOMYCTUMBIMHU, €CIM OHM HE HaKJIQJbIBAIOT Ha XO3AWUCTBYIONIME CYOBEKThI (CYOBEKTHI PBIHKA)
OTpaHMYEHUS, HE SBISIOLIMECS HEOOXOJMMBIMHM JUIsl JTOCTHXKEHHUS LeJied 3THUX COTJIAlIeHWH, W He
CO3/1al0T BO3MOYKHOCTD IS YCTPaHEHHUS! KOHKYPEHIIMH Ha COOTBETCTBYIOIIEM TOBAPHOM PHIHKE U €CIIU
XO3AHUCTBYIOIUE CYOBEKThI (CyOBEKTHl PHIHKA) JTOKAXKYT, YTO TAKUE COIJIAIICHUS MMEIOT HJIU MOTYT
HMMETh CBOMM PE3YJIbTaTOM:

1) coBepIIeHCTBOBAaHUE MPOU3BO/ICTBA (PEAIN3allMK) TOBAPOB WIIM CTUMYJIMPOBAHHE TEXHUYECKOTO
(3KOHOMHYECKOI0) mporpecca JHUOO MOBBIIIEHHE KOHKYPEHTOCIIOCOOHOCTH TOBapOB IPOU3BOJCTBA
roCy/1apCTB-4JIEHOB HA MUPOBOM TOBAaPHOM PBIHKE;

2) T1mojlydeHHWEe TOTPEOUTENSIMH COpPa3MEpHOM dYacTH NPEeUMYIIecTB (BBIFOJ), KOTOpBIE
pUOOPETaloTCsl COOTBETCTBYIOIIMMHU JIMIIAMHM OT COBEpIICHMs TakuxX JedcTBuil. B cBoro ouepens
JIOTYCKAlOTCA «BEPTUKAJIBHBIE» COTJIALICHMsI, €CiM:l) Takue COTJalleHUs SBISIOTCS JOrOBOPAMH
KOMMEpPYECKON KOHILIECCHM; 2) J0JI1 KaXAOro XO3SHCTBYIOLIET0 cyObekTa (CyObeKTa pbIHKA),
SBJISIOLIETOCS. YYaCTHHUKOM TAaKOTO COIJIAlleHHs, Ha TOBAapHOM pBIHKE TOBapa, SBISIONIErOcs
IIPEIMETOM «BEPTHKAJIIBHOTO» COTJIAIIEHHUs, HE MpeBbIiaeT 20 MpoIeHTOB.

HNinrocTpaTuBHBIA MaTepHuaJl:
- mpesenranust Microsoft Power Point.

Jluteparypa

OCHOBHAaA:
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KoHTposbHbIe BONPOCHI

- Cuctema GxP (Good ... Practice, Hamyiexamas ... mpakTHka);

- [IpaBmia GLP (Good Laboratory Practice, Hannexaras 1aboparopHast IpakTHKa);
- GCP (Good Clinical Practice, Hapnexamast KIMHUYECKas! IPAKTUKA);

- GMP (Good Manufacturing Practice, Hajexxamas mpon3BoACTBEHHAs TPAKTHKA);
- Boiroaet oT BHEIpEHUSI U CePTHDHUKAIIH.

Jexuus 9
I'opmonnzauus obOpamenuss JIC u  MenMUMHCKHMX u3Jeauid B pamkax EBpasuiickoro
Oxonomuueckoro Coroza
Heab: chopmupoBarh y cTyneHTOB 3HaHHS 0 KoHIEeNuu Hauiekammx (GpapMareBTUISCKUX
npaktuk (GXP) m ux posp B oOeclieyeHHWH KadecTBa Ha BCeX JTamax jku3HeHHoro nukma JIC.
HopmaruBHo-ipaBoBas 6a3a ooecneuenus kadectsa JIC B Kazaxcrane u EBpormneiickom.

Te3ucol ek un

ILnan:

- O EBpa3uiickoM 3KOHOMHUYECKOM COIO3€;

- EBpasuiickas sxoHomuueckast komuccus (EDK);

- [lenu u 3amaun EBpa3uiickoro 3k0OHOMHAYECKOTO CO03a;

-  Konnenuust rapmonmzanuu  ¢dapmakoneil rocygapcts -  ujieHOB  EBpaswuiickoro
SKOHOMHUYECKOTO COI03a.

O EBpa3niicKkoM 3JKOHOMHUYECKOM COI03€e

B cootrBerctBuu ¢ JloroBopom ot 29 mas 2014 roma PecmyOnmka Benmapycs, PecmyOnmka
Kazaxcran u Poccuiickas @enepanus co3ganu EBpasuiickuii skoHOMHYecKUid coro3. 1 suBaps 2015
rona Jlorosop o coznanuu EADC BCTynuia B cCUily.

2 ssaBaps 2015 roma Apmenuns ounmanbHo Betynuia B EADC.

12 aBrycta 2015 roga Bcrynuin B cuiy JloroBop o npucoenuHeHun Koipreisckoit Pecniybnmuku k
Jlorosopy o EBpasutickom sxkoHomuyeckoMm corosze (EADC).

Crarbu 30 u 31 JloroBopa mocBsieHsl mpuHIUnaM (opmupoBanus obmero peinka EADC
JIEKapCTBEHHBIX CPEJICTB, U3/ICTTUH METUITMHCKOTO Ha3HAYCHUS U MEIUITMHCKON TEXHUKHU.
OYHKIIMOHUPOBAaHKE OOIIEr0 PhIHKA JEKAPCTBEHHBIX CPEACTB, U3CIUNA MEIUIIMHCKOTO HAa3HAYEHUS U
MEJIUIIMHCKOW TEXHUKH OYAET OCYIIECTBIISITHCS B COOTBETCTBUU C MEXTYHAPOIHBIMU JOTOBOPAMH:
CornamieHneM O €IMHBIX MPHUHIMIIAX U TPaBUIaX OOpalleHHs JEKapCTBEHHBIX CPEACTB B paMKax
EBpa3uiickoro 5KOHOMHUYECKOIO COH03a.

CornamieHreM o €IMHBIX IPUHIIUIIAX U TpaBUiaX oOpalieHus MeIUIUHCKUX U3AeTUi (U3 1enuii
MEJUIIMHCKOTO Ha3HAYeHUs M MEIWLMHCKON TEeXHUKH) B paMkax EBpasuiickoro 3KOHOMHYECKOIO
coro3a.

23 nexabps 2014 romga moanucansl Cornamenus o JIC u mo MU. DTo nmepBbie MOaMUCaHHbIE
Cornamenus B pamkax /lorosopa o EBpasuiickom axoHomuueckoM Coro3se.



http://www.eurasiancommission.org/
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s peanuzanuu Cornamenuit npeacrout paszpabdorats 25 HITA no JIC u 15 HITA mo MU. Bceero 40
HITA, 310 He ucuepnbIBarOLIMA IepevYeHb, TaK KAK BOZHUKAIOT HOBBIE BOIIPOCHI, KOTOPbIE HEOOXOMMO
pelIaTh 3aKOHOJATENbHO AJIs co3/1aHus o01ero poiHka Coro3a.

EBpasuiickas 3xoHoMmnueckas komuccus (EIK)

EBpaswmiickas sxonomudeckas komuccus (EDK) - moCcTOSHHO NEUCTBYIOIIMI pEryIupYHOIIHi
oprad EBpa3uiickoro 3KOHOMUYECKOT0 c0103a, hyHKInouupyer ¢ 2 dpespans 2012 roxa.

EDK wumeer craTtyc HagHAIMOHAJIBHOIO OpraHa YIpaBiI€HUS U B CBOCU JEATEIBHOCTH
PYKOBOJCTBYETCSI UHTEPECAMU CTPAH-YYACTHHI] TPOCKTA €BPA3UNCKON IKOHOMHYECKOM MHTErpalviy B
L[eJIOM, HE MOTHBHPYS CBOU PELICHHS MHTEPECOM KaKOro-iudo W3 HAlMOHAIBHBIX MPABUTEIbCTB.
Pemenus Komuccun 00s3aTenbHBI TSl UCIIOJIHEHUST HA TePpUTOpUN cTpaH-yuacTHUI] EADC.
Baxneiimast ocobennocts Komuccnu 3akiitouaercsi B TOM, YTO BCe IPUHUMAEMbIE PELICHHUS] OCHOBAHbBI
Ha KoJulernainbHoi ocHoBe. Koserust EBpa3uiickoil 5JKOHOMUYECKOW KOMHCCHH COCTOUT U3 15 ujeHoB
(mo 3 Ynena Komnernn Komuccum OT Kaxk10il CTpaHbI-yYaCTHHMIIBI), OJMH M3 KOTOPBIX SIBIISETCS
[Ipencenarenem Komnerun Komuccun.

[Ipencenarens Komterun u Ynensl Kosmermum HasHayaroTcsi CpokoM Ha 4 roja peuieHHEM

Bricimero EBpa3miickoro 3KOHOMHYECKOTO COBETa Ha YpPOBHE TJIaB TOCYIapCTB C BO3MOKHBIM
poJyuieHreM nojiHoMouni. Koserus npuHuMaeT pelieHus myTeM rojJloCcoBaHusl.
Ha naunsiit moment B ctpykrype EDK dynkumonupyror 23 nenapramenra. [Ipu Hux co3mansr 18
KoHCcymbTaTUBHBIX KOMUTETOB C II€JIbIO BBIpA0OTKH TipeanokeHuit st Komnernn EDK u mpoBenenus
KOHCYJbTAallMd C  TMPENCTABUTENSIMM  HAIMOHAJBHBIX  OPraHOB  TOCYAApCTBEHHOW  BIIACTH.
[IpencenatensMu KOMUTETOB siBIsitOTCA UneHsl Komnernu coraacHo HanmpaBIeHUSIM UX ACSITENTbHOCTH.
OcHoBHBIMU TIPO(hECCHOHALHBIME TPUHIMNIAME AestenbHocTH EDK sSBISIOTCS HEMOJUTH3AINSA,
OayraHc UHTEpPECOB, Y3P(HEKTUBHOCTH U TIPO3PAYHOCTD.

esaun u 3a1aun EBpa3niickoro 3k0HOMHUYECKOro Co03a

Lens EADC - obecniedenne ycnoBHid st CTAOMIIBHOTO PAa3BUTHS SKOHOMHUK I'OCYIapCTB-UJICHOB
B HHTepecax IMOBBIIMIEHUS >XU3HEHHOTO YPOBHS HUX HAaCEJIEHUs, BCECTOPOHHSS MOJEpPHM3ALN,
KOOTIepalusi W TOBBIIICHHE KOHKYPEHTOCHOCOOHOCTH HAIMOHAJIBHBIX JKOHOMHMK B  YCIIOBHSIX
r7100a1bHOM SKOHOMUKH.

OcHoBubiMU 3amauamu EADC  sBnstoTcs: ¢gopmupoBaHue o0Imero (pUHaHCOBOTO pHIHKA,
YCTaHOBIJICHHE OOIIMX TPABWIJI TOPTOBJIHM TOBAPAMHU U YCIyTaMH U UX JIOCTyIIa Ha BHYTPEHHHE PHIHKH,
cojieiicTBre 0OecreueHuIo MOTPEOHOCTH SKOHOMUKH B paboueit cuie ctpaHn EADC, coznanue obiei
YHU(QHUIMPOBAHHOH CHCTEMBI TaMOXXEHHOTO pETyJIHPOBaHUS, CO3JaHWE PABHBIX YCIOBHHA JUIS
MIPOU3BOJICTBEHHON M TpPEeANpPUHUMATEIbCKOW JesITeNbHOCTH, (OpMHUpOBaHHE OOIIEr0 pHIHKA
TPAHCIIOPTHBIX YCIYT, CO3JJaHUE OOILEro IHEPreTUYECKOro MPOCTPAHCTBA, (OPMHUPOBAHHE CHUCTEMBI
KOJJICKTUBHOM  0€30MacHOCTH, MOJEPHU3AIMKM, HWHHOBAIMOHHOM pa3BUTHM U  TOBBIIICHUU
KOHKYPEHTOCIIOCOOHOCTH €€ oTpacieil, odecredeHre cBOOOHOTO NMepeABIKEHUS TpaXk/laH rocyJapCTB
EADC BuyTpu CoobiiecTBa u ap.

Pemenne Komternn EBpasuiickoii sxoHOoMHu4eckoi komuccuu ot 22 ceHtaops 2015 romga Ne 119
KOHLEMUMA rapmoHunsaumm dpapmarkonein rocygapcTs — YaeHoB EBpa3MincKoro SKOHOMUYECKOro coto3a

1. BBenenune

["apmonm3anus TpeOOBaHUI K JIEKAPCTBEHHBIM CPECTBAM SBISIETCS HEOOXOTUMBIM MTPOIIECCOM B
yCIOBUSIX (PYHKIIMOHUPOBAHUS 00IIEro phIHKA JIEKAPCTBEHHBIX CPEICTB B paMKkax EBpasuiickoro
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HKOHOMHUYECKOT0 coto3a (nanee - Coro3). Ha coBpeMeHHOM 3Tarne peryimpoBaHus 0OLIEro phIHKA
rapMOHU3AIUS SABJISETCS OJJHUM M3 CIIOCOOOB pa3BUTHs (papMaKOMEHHBIX CTAHIAPTOB FOCYAAPCTB —
yineHoB Coro3a (J1anee - rocy1apcTBa-4JICHbI).

Hacrosmras Konnenmus pazpaborana B cooTBeTcTBUU co ctaTheit 30 JloroBopa o EBpasutickom
SKOHOMHYECKOM coto3e oT 29 mas 2014 roga, ctatbeit 5 CorfamieHus 0 €IMHbIX TPUHLIUIAX U
npaBujIax oOpaleHus JIEKapCTBEHHBIX CPEJCTB B paMKax EBpa3uiickoro 3KOHOMHYECKOT0 COK03a OT
23 nexaOps 2014 rona u Pemenuem Briciero EBpasuiickoro s5koHOMH4ECKOro coBeTa ot 23
nekaopst 2014 r. Ne 108 «O peanuzanuu CorianieHus O eIUHBIX TPUHITMIIAX U MPaBHIIaX 00paIeHUS
JIEKapCTBEHHBIX CPEJCTB B paMKax EBpa3niickoro 3KOHOMUYECKOI'O COI03ay.

Hacrosmas Konnenmus onpenensieT MoJieiab U IpUHLIMIBI pazpaboTku dapmakonen
EBpasuiickoro saxoHOMHUECKOTro coro3a (nanee - @apmakones Coro3a) Ha OCHOBE (papMakomeit
rocyJIapCcTB-4JICHOB U OCHOBHBIX (papmakornei, oqoopeHust @apMakoneitHbIM KOMHTETOM
EBpa3uiickoro s5KOHOMHYECKOTo coro3a (nanee - @apmakonerinpiii komuTeT Cor03a)
rapMOHU3UPOBAHHBIX (papMaKomeitHbIX cTaTeil (MoHorpaduii) @apmakoneu Corosa,
MIPEACTABIISIIOIINX cOO0M (papMakomneiiHble cTaTbu (MOHOIpA(QUH), TOATOTOBICHHBIE COBMECTHO
CHeUAaTUCTaMU TOCYIapCTB-YICHOB U OJ0OOpPEHHBIE B YCTAaHOBICHHOM nopsiake PapmMakoneiiHbIM
komuteToM Coro3a, u yreepxkaenuss @apmakonen Coro3a Komnernein EBpazuiickoit 53kOHOMUYECKOM
KOMHCCHH C LIETIBI0 YCTAHOBJICHHS ITPO3PAYHOCTH BCEX MPOILEAYP B ATOU cepe, a Takxke
oOecreueHus: HEMPEPHIBHOCTH Mpoliecca pa3padoTKH HOBBIX TapMOHU3UPOBAHHBIX (hapMaKOMeHHbIX
crareii (MoHoTpaduii).

Konuemnuus oxBaTeIBaeT BOMPOCHI rapMOHM3AIUHU (apMaKomei Tocy1apCTB-UJIEHOB KaK B YaCTH
JIEKapCTBEHHBIX CPEACTB JJIsl MEIUIIMHCKOTO IPUMEHEHHUs], TaK U B YaCTH BETEPUHAPHBIX
JIEKapCTBEHHBIX TIPENapaToB.

B nensix ocymiecTBieHus Haanexamie pa3paboTku, BHECEHUS U3MEHEHUH, OOHOBJICHUS U
0JI00peHHs TAPMOHHU3UPOBAHHBIX (hapMaKONEHHBIX cTaTel (MoHOTpadwmii) Hactosas Konmeniy st
onpeaensaeT NPUHIUIBI B3auMoaerncTBus PapmakoneitHoro komurera Cor3a U ynoJTHOMOYEHHBIX
OpraHOB T'OCYIapCTB-YICHOB B cepe oOpalleHus TeKapCTBEHHBIX CPEJCTB B YACTH CO3AaHUS
enunon ®apmakoneu Corosa.

Hacrosmas KoHuenmus HanpaBiieHa Ha peaM3alnio CIeAyIuX 3a1ay:

dbopMHpoBaHKE MOJIENIN TAPMOHHU3AINH (hapMaKOIel TOCy1apCTB-UICHOB;

BBIOOP OCHOBHBIX (DapMaKoIied, ¢ y4eToM TpeOOBaHUN KOTOPBIX JTOJHKHA OCYIIECTBIISTHCS
rapMoHu3anus ¢papmakonei rocyaapcTB-4JIeHOB, ONPEEICHHE YPOBHSI UX IPUOPUTETHOCTH;

obecrieueHre TPUMEHEHUS €JMHOTO TIOPSIIKA MPOBEACHUS TapMOHU3anuu (papMakorei
rocyJapcTB-uJeHOB;

obecrieyeHue eMHCTBA IPUHIIMIIOB pa3paboTKu hapMaKkonelHbIX cTaTel (MOHOTpadwmif)
®apmaxonen Coroza.

I1. CoBpemeHHBIE TTOAXOBI K TAPMOHU3AINN (PapMaKOTIei TOCY1apCTB-YWICHOB

Hauano rapmMoHU3aniuu MeXIyHapoaHbIX (papmakoneit Obl1o nonoxeHo B 1948 roay, xoraa
CekperapuaTrom BcemupHoii opranmusamuu 3apaBooxpanenus (BO3) O6bu1 momyden
COOTBETCTBYIOIMI MaHaT. [IepBbIif ToM nepBoro u3ganusa MexayHapoaHo# papmakonen Obl1
omy6nukoBaH B 1951 roay ¢ nienbro rapMoHH3aiuu TpeOOBaHUN K Ka4eCTBY (apMaleBTHICCKUX
cyOCTaHIIUI BO BCEM MHPE.

Hauwunas ¢ 2012 roga 1uist ocyliecTBI€HUS TapMOHU3AIMK Ha T7100aIbHOM YPOBHE 1O/ STHJI0M
OxkcneptHoro komurera BO3 no cnenugukanusam JeKapcTBEHHBIX CPEACTB OCYIIECTBIISIETCS


https://adilet.zan.kz/rus/docs/Z1400000240#z117
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akTHBHas pa3paborka crannapta BO3 «Hamnexamas papmakoneitnas npaktuka» (GPhP).

OcHoBHbIMU 3a7auamu ctanapta BO3 «Hannexamas papmaxoneitnas npaktuka» (GPhP)
SIBJISIFOTCS:

obecrieueHne KauecTBa JEKaPCTBEHHBIX CPEJCTB Ha II00ATbHOM YPOBHE IIyTEM HPUHATHUS
(hapMakoIelHbIX CTaH/1apTOB;

CO/IeHCTBUE MPU3HAHUIO INI00ANBHON (hapMaKOMEeHHON A TENbHOCTH;

MOBBIILIEHHUE JOBEPUSI PETYJIATOPHBIX OPIaHOB K (hapMaKONEHHbIM CTaHIapTaM KauecTBa
JIEKapCTBEHHBIX CPEACTB Ha T1100aIbHOM YPOBHE;

YKpEIUIEHUE COTPYIHUYECTBA MEXKy BCEMH 3aUHTEPECOBAHHBIMU JIMIIAMU (HALIMOHAJIBHBIMU U
pEeruoHaNbHBIMU (apMaKONeHHBIMU KOMUTETAMHU U UHBIMU OpPTraHU3alUsIMU, PETYJISTOPHBIMU
OpraHaMi, IpeJCTaBUTENAMU (hapMalleBTUYECKON MPOMBIIITIEHHOCTH) U COKpAIeHHEe PacXo/l0B,
CBSI3aHHBIX C Pa3pabOTKOM (papMaKOIEHHBIX CTAHJAPTOB Ka4eCTBa JIEKAPCTBEHHBIX CPE/ICTB;

YIOpPOLIEHUE TPOLEIYpbl TapMOHHU3ALMU U IPU3HAHUA (DapMaKONEeHHbIX CTaHIapTOB KayecTBa
JI€KapCTBEHHBIX CPEJCTB Ha I100aIbHOM YPOBHE;

oKa3zaHue (papMaKoNneMHbIM KOMUTETAM roCcyJapCTB-WICHOB MOAIEPKKU B UX paboTe Mo
CO3IaHUI0 TAPMOHU3UPOBAHHBIX (papMaKONEHHBIX CTAHAAPTOB KaueCTBa JIEKAPCTBEHHBIX CPEJICTB.

Crangapt BO3 «Hannexamas papmakomneitnast mpaktuka» (GPhP) momken crats
PYKOBOJICTBOM JUJIs1 HALMOHAJIBHBIX U PETMOHAJIBHBIX (DApMaKONEHHBIX KOMUTETOB U UHBIX
OpraHu3anuii o pazpaboTke, MyOJIMKaIMK U PACIPOCTPAHEHHIO apMaKONEeHHbIX TPeOOBaHUH.
W3noxeHHbIe B HEM NPUHIUIIBI U TIOJXOABI K pa3padoTke papmakoneiHpIx craTeil (MoHOrpaduil)
pacnpoCcTpaHAOTCA Ha:

dapmareBTUYECKHE CYOCTaHIUY;

JIEKapCTBEHHOE ChIPhE MPUPOJHOTO MPOUCXOKIACHUS (PaCTUTEIBHOE, )KUBOTHOE);

JIEKapCTBEHHbIE MIPENAPaTHI;

OMOJOTHYECKHE NTpenapaThl;

AKCTEMIIOpaJIbHBIE JIEKaPCTBEHHbIE MpPEenapaThl;

CTaHJapTHbHIE 00pa3Ilbl, UCTIOJIb3YEMbIE JUIsl UCTIBITAHUN JIEKApCTBEHHBIX CPECTB.

[Tpumepamu 3¢ PeKTUBHBIX YCHIIHIA TTO TapMOHHU3AIUH GapMakoneil sBisroTess PapmakoneitHas
nuckyccuonHas rpynna (PDG), ['pynma o rapmonuzaruu FOxHO-AMEPUKaHCKOTO OOIIET0 phIHKA
(MEPKOCYP) u np. ®apmaxoneitnas auckyccuonnas rpymnmna (PDG) HenocpencTBeHHO
OCYUIECTBJISIET TapMOHU3a1uio TpeboBanuii EBponeiickoit papmaxonen, @apmakonen CIIA u
SAnounckoit papmakoneun. B pamkax I'pynmbl mo rapmMonu3aiuu FO)H0-AMEPUKaHCKOTO OOIIETro
peiaka (MEPKOCYVYP) ocymecTBisieTcss rapMOHU3alius papMaKoNeHbIX CTaHAAPTOB
JTATUHOAMEPUKAHCKUX CTpaH — ApreHTuHsbl, bpaswimu, [laparsas nu Ypyrsas.

Taxum 006pa3oM, OIBIT rapMOHHU3AIMH (papMakoneid Ha rI00aIbHOM M PETHOHAIBHOM YPOBHSX
1eaecoo0pasHo UCIOIb30BATh B paMKax IMpoliecca rapMOHHU3aluu (hapMakorel rocyJapcTB-ujieHoB.

III. ®apmakorien rocyaapCTB-4I€HOB

B Poccuiickoit umnepuu, a 3ateM B CCCP rocyapcTBeHHBIM KOHTPOJIb Ka4eCTBa
JIEKapCTBEHHBIX CPEACTB MPOBOIUIICS MO CTaHAAPTaM U MOJ0KeHusaM ['ocyapcTBeHHOM pyccKoit
(dapmakornen (6 uzganwuii), a ¢ 1925 roaa - nmo crangapTaMm u noyuoxeHusM ['ocygapcTBeHHON
dapmakornien CCCP. Ilocneanue n3znanus ['ocynapcrBernoi papmakornen CCCP - X u3mganwne (1969
ron) u XI m3ganue (1987 rox - 1-# Beimtyck, 1990 rox - 2-ii BBIITYCK) - COXpPAaHUJIN CBOM
HOPMATHBHBINA XapakTep 0 HACTOSIIETO0 BPEMEHH, XOTsI K B OTPAHMYCHHON CTEIICHHU.
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Jlnist mpuoOpeTeHust onbiTa B pa3paboTke papMaKONEeHHBIX CTAaHAAPTOB YIOTHOMOYEHHBIE
OopraHsl rocyJapCTB-4JIEHOB B c(pepe oOpalieHus JeKapCTBEHHBIX CPEACTB CTAIHU O(ULHATBHBIMU
Habmogatensmu EBponeiickoit hapmakoneiinoit komuccuu Cosera EBponbl. @apmakoneiiHbie
KOMUTETHI CO3/1aHbl U (yHKIIMOHUPYIOT B Pecriybnmke benapycs, Pecriybnuke Kazaxcran u
Poccuiickoii denepanuu.

dapmakonen Pecniybnuku benapyce u Pecny6inku Kazaxcran npakTHuecKu HOTHOCTBIO
rapMoHu3upoBanbl ¢ EBpornelickoii papmaxoneeit. CTpykTypa O0nbIIMHCTBA UX (hapMaKOINEHHbBIX
crareid (MoHOTrpaduii) BKIOYAET B ceOs1 001y YacTh, OCHOBAaHHYIO Ha TpeOOBaHUAX EBpomneiickoii
(dapmakorien, 1 HAMOHAIBHYIO YaCTh, OCHOBAaHHYIO Ha TpeOoBaHMX I'ocy1apcTBEHHOM
¢dapmakornien CCCP u 3akoHOAaTeNbCTBa COOTBETCTBEHHO Pecnybnuku benapyce u Pecriyonuku
Kazaxcran.

OO6mas yacTe apMaKkonenHpIX cTateil (MOHOTpaduil) rOCy1apCTB-YWICHOB COIACPKUT
TpeOOBaHMs K Ka4eCTBY JIEKAPCTBEHHBIX CPEACTB, IIPOU3BEJCHHBIX B COOTBETCTBUU C [IpaBunamu
HaJyleKalled IpOnu3BOJICTBEHHON TPAKTUKH.

HammonanpHas yacte GapmakoneiHsix crareit (MoHorpaduii) papmakorneit TocyapcTB-4ICHOB
OTpa)kaeT 0COOEHHOCTH IO/IXOJI0B K Ka4E€CTBY JIEKAPCTBEHHBIX CPEACTB B rOCYJapCTBaX -WICHAX.
Omna BKJIIOYAET aIbTEPHATUBHBIE METOAMKH, TOTIOTHUTEIbHBIE HHPOPMAIIHOHHBIE MATEPHUAIBI.
3auvacTyio TpeOOBaHMSI HALIMOHAJIBHOM YacTu (hapMaKoIelHbIX cTatel (MoHOrpaduii)
IpesCTaBIsI0TCS 0oJiee )KECTKUMHU, YeM TpeOoBaHUs eBponeiickux papmakoneiHbIx cTaTei
(MoHOrpadwuii).

Pecny6nuka Kazaxcran

HeoOxonumocts co3nanus ['ocynapctBennoit papmakonen Pecyonuku Kazaxcran 6buia
onpeneneHa YkazoM [Ipesunenta Pecyonuku Kazaxcran ot 23 Hosi06ps 1995 r. Ne 2655 «O
JIEKapCTBEHHBIX CPEJICTBAX», UMEIOIIUM CUITy 3aKoHa. JlanbHelilee pa3BUTHE BOIIpoca
onpenensuock 3akoHoMm Pecriyonuku Kazaxcran ot 13 sstuBaps 2004 r. Ne 522-11 «O nekapcTBEHHBIX
cpencTBax». B ycloBUAX OTCYTCTBUS HAIIMOHAJIBHBIX (apMakoneiiHbIX TpeOOBaHNUN Ba’KHBIM I11aroM
B Pa3BUTUU I'OCYJJapCTBEHHOTO KOHTPOJIS KauecTBa JIEKaPCTBEHHBIX CpesicTB B PecmyOnke
Kazaxcran siBunocs npusHanue Beayunx ¢papmaxoneii (EBponeiickoii papmakonen, @apmakonen
CHIA, bputanckoii ¢papmakornen 1 Hemenkoi romeonatudeckoit hapmakomnen) nmpukazom Komurera
tdapmaruu MunuctepctBa 3apaBooxpanenns Pecnyonuku Kazaxcrtan ot 11 despans 2004 r. Ne 21.

I'ocynapctBennas ¢papmakones: Pecriyonuku Kasaxcran 6biia coznana 6iaronaps
rocyaapctBeHHou noaaepxkke B 2005 — 2008 rogax, yTBep:k/ieHa U BBeAeHa B AelictBue B 2008
roxy. [lonoxxenus, 3akperuisironiue craryc ['ocymapcrBennoit phapmakoren Pecryonmuku Kazaxcran,
B Hactosiulee Bpems ycraHoBleHbl B Konekce Peciy6nuku Kazaxcrtan ot 18 centadps 2009 r. Ne
193-1IV «O 310p0oBbE HapOJa U CUCTEME 3APABOOXPAHEHUS.

[Tpumenenune crangapToB AeiicTByrommx B Pecny6nmke Kazaxcran dapmakorneit
OCYIIECTBJISIETCS B COOTBETCTBUU C IPUHITHIM YPOBHEM NMPUOPUTETHOCTH. [1epBHbIii ypOBEHD
MIPUOPUTETHOCTH OTBOAUTCS ['ocynapcTtBeHHoi papmakornee Peciyonuku Kazaxcran, npu
OTCYTCTBUHU B HEH COOTBETCTBYIONIUX (hapMaKoTNeHHbIX MOHOTpaduii mpumeHseTcs EBponerickas
(dapmakornes (BTopoit ypoBeHb npuoputetnoct). @apmakones CIIA u bpurtanckas gpapmakomnes
HUMEIOT TPETUN YPOBEHb IPUOPUTETHOCTH.

INocynapctBennas gapmakornest Pecy6nuku Kazaxcran | uznanus 6suta omyonmkoBana B 2008 —
2009 rogax B 2 ToMax Ha Ka3axCKOM M PYCCKOM si3bIKax. B mepBoM Tome copepkarcs oOuiue
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¢bapmaxorneiinpie MOHOTpaduu, Bo BTOpoit ToM BkItoueHs! 300 papmakoneitnpix MoHOTrpaduii Ha
(dhapmarieBTHUECKHE cyOcTaHIuH, 26 (hapMaKkoneHbIX MOHOTpaduil Ha JTIEKAPCTBEHHOE
pactutenbHoe chipbe, 77 hapmakoneHbIX MOHOrpad Uil Ha IeKapCTBEHHbIE Tpenaparsl, 15
(apmaxornelHbIX MOHOTpaduil Ha BaKIIMHBI JJIs IPUMEHEHHUS Y YeJIOBEKa U YeJI0BEUECKUE
MMMYHOIJI00yJIMHBL. B 0omonHeHne kK rapMOHM3UPOBAHHBIM TeKcTaM B ['ocyiapcTBeHHYIO
dapmaxorneto Pecriyonuku Kazaxcran Bxinrouensl 100 HanmoHanbHbIX (hapMakonelHbIX MOHOTpaduit
Ha JIEKapCTBEHHOE PACTUTEIBLHOE ChIPhE, JIEKAPCTBEHHBIE MTpenapaThl.

OdunmansHoe pa3pelieHue Ha 3aMMCcTBOBaHue TekcToB EBponelickoit ¢papmakoren Obl1o
MPEIOCTABIICHO €€ maTeHToo0ManaTeneM - EBponeiickumM AUPEKTOPaTOM IO KOHTPOJIIO KayecTBa
JIEKapCTBEHHBIX CpeCTB U 3apaBooxpaHeHuto Cosera Esponsl (EDQM).

B nemsax rapmonusanuu ['ocynapctBennoit ¢papmaxonen Pecniy6nuku Kazaxcran ¢
tpeboBanmsmu @apmaxomnen CIIA B utone 2009 r. Pecny6nuka Kazaxcran crana opunuaabHbIM
HaOmronarenem, a B Hosiope 2010 r. - unenom Papmakoneitnoit konseHuu CIIA (USP) ¢ mpaBom
pemaromero rojoca. B oktsa6pe 2010 r. moanucaHo coriameHue 0 TapMOHHU3ALHH
I'ocynapctBennoit papmakonen Pecnyonuku Kazaxcran co crannapramu ®@apmakomnen CILA,
MI03BOJIAOIEE IIPOBOIUTH 3aUMCTBOBAHME €€ TEKCTOB JUIsl UX BKIIOYEHMS B HAllHOHAJIbHBIE
(hapmakorneliHple MOHOTpaduH 1O MOJTHOMY M CEJICeKTUBHOMY Mexanu3MaM. C 3Toi ke LelbIo B
anpesie 2014 r. 6110 MOANKMCAHO cOrJIallleHue ¢ BpUTaHCKUM areHTCTBOM IO PeryJupOBaHUIO
oOpateHus ekapctBeHHbIX cpeacTs (MHRA), npexycmaTpuBaroniee BO3MOKHOCTb F'apMOHHU3ALUH
I'ocynapcrBennoit papmakonen Pecyonuku Kasaxcran co crangapramu bpuranckoit ¢papmakorien.

JNanwsHelimee pa3Butue ['ocymapcrBenHoi hapmakornien PecriyOonuku Kazaxcran onpeneneHo
I'ocynapcTBeHHO# nporpaMmoit pa3BuTHs 3apaBooxpanenus PecnyOmuku Kazaxcran «CanamartTsl
Kazaxcran» na 2011 - 2015 roasl, yrBepkaeHHon Ykazowm Ilpesunenta Pecmy6nuku Kazaxcran ot
29 HostOpst 2010 1. Ne 1113.

B HacTosmiee BpeMs ocyliecTBiIeHa MyOInKanus TpeTbero Toma ['ocynapcTBeHHOH apmakomnen
Pecny6nuxu Kazaxcran, rapMoHu3upoBanHoro ¢ tpeboBanusiMu EBponeiickoit papmakoneu (EP 8.0
- 8.2), ®apmaxkoneu CIIIA (USP 37) u bputanckoit dapmakoneu (BP 2014). U3ganue cogepxur 304
HOBBIE OOIIME U YacTHBIE (papMaKkoneitHple MOHOTpaduH Ha (apMaleBTUUECKUE CyOCTaHIINH,
JI€KapCTBEHHOE PACTUTEIBHOE ChIPhE, JIEKAPCTBEHHBIE MTpenapaThl, paguodapmareBTHIeCKHUEe
npernapaTsl ¥ HICXOJIHbIe MaTepUabl 1 painodapMaleBTHIECKIX MPernapaToB, FTOMEONaTUYECKUX
MpenapaTroB, MEIULUHCKUX U3ETUH.

HcnbiTanus, npegycMaTpuBaeMble pU pa3padboTke hapmMakonelHbIX MOHOrpadui,
BBITTOJTHSIOTCS B TAOOpaTOpHsiX, akkpeauToBaHHbIX Ha coorBeTcTBUEe CT PK MCO/M3OK 17025-2007
«O01ue TpeOoBaHU K KOMIETEHTHOCTH UCTIBITATENIbHBIX M KaTUOPOBOUHBIX JJabopaTopuii». B
HacTosIIee BpeMsl aKTUBHO MPOBOJATCS pabOTHI 110 BCTYIICHUIO 3TUX Jaboparopuii B CeThb
opuIMaNbHBIX MEAUIIMHCKUX KOHTPOJbHbIX JadbopaTopuii Coera EBponsl (OMCL GEON).

NinrocTpaTuBHBIA MaTepHuad:
- mpesenTaiyst Microsoft Power Point.

Jluteparypa
OCHOBHAA:

Ha PyCCKOM SI3bIKe:
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52. Opnabaea C.K., Haguposa C.H. YHUGUIUpOBaHHBIE METOIUKH XPOMATOTPAUICEKOTO

aHaJIM3a JEKapCTBEHHBIX ()OPM METPOHUIA30JIa; HAYYHO-METOINIECKUE peKOMeH Taluu. - [ IIbIMKeHT:
«OIem», 2015. — 84 c.

53. Typcy6ekoBa b. . beifiopranukaibIK JopiTiK 3aTTapabl Talay: OKY Kypausibl.- AJIMaThl:
«9Bepoy, 2016. - 120 Get. C

54, English for the pharmaceutical industry: textbook / M. Bucheler [and etc.]. - New York:
Oxford University Press, 2014. - 96 p. +am1. ont. auck (CD-ROM).

55. Cairns, D. Essentials of pharmaceutical chemistry: textbook / D. Cairns. - 4th ed. -
London: [s. n.], 2013. - 308 p

56. Georgiyants V.A., Bezugly P.O., Burian G.O., Abu Sharkh A.l, Taran K.A.

Pharmaceutical chemistry. Lectures for Endlish-speaking students:Ph24 the study guide for students
of higher schools — Kharkiv: NUPh; Original, 2013. — 527 p.

KoHnTpoJbHbIe Bonpochl
- O EBpa3uiickoM 3KOHOMHUYECKOM COIO3€;
- EBpasuiickas skonomuueckas komuccus (EQK);
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- enu u 3agaun EBpa3uilcKoro 3KOHOMHUYECKOTO CO03a;
- Konnenus rapmonu3aiuu ¢apMakorieid rocy1apcTB - 4ieHoB EBpa3uiickoro
SKOHOMHYECKOTO COI03a.

Jlexuus 10
TpeboBanus nokymentoB |ICH cepun «Q» k kauectBy JIC
Iean: chopMupoBaTh y CTYJEHTOB 3HaHHS O (papMalleBTUYECKON pa3pabOoTKH JIEKAPCTBEHHBIX
npemapaToB B pamkax tpedoBanuii [CH Q8.

Te3uchbl JeKIUH

ILxan:

- MexayHapoIHbIid COBET MO FTapMOHU3ALINH;

- XeabCUHKCKAs JCKIapalus,

- ®apmanesrrueckas chepa EBpomneiickoii KOMUCCHUM;
- Paznensr pykoBojactea ICH

MeskayHapoaHblii copeT mo rapmonusanun (anra. International Council on
Harmonisation) - MexxayHapo/iHasi OpraHu3alysi, 3aHUMAOIIasICs BBIPAOOTKON PEKOMEHIAIMIA 10
CO3/IaHUIO U TECTHUPOBAHUIO JICKAPCTBEHHBIX IpenapatoB. MicTopus oprannsanuy Hayanach C
npoBouMoit ¢ 1990 rona Kondepennuu no rapmonusaiuy, a ¢ 2015 roga CoBet 3aperucTpupoBaH B
[[IBeliiapun KaK accoluaIiusi.

B CoBet BXOJAT NpeACTaBUTENN PETYIUPYIOLIUX OpraHU3alui U acCoLaliu
HPOM3BOIUTENCH MEAMKAaMEHTOB, COBMECTHO BbIpaOaThIBAIOLIME TPEOOBAHUS THUIIA HAJUIEKAIECH
KJIMHUYECKOU ITPAKTUKKU, MHTETPUPOBAHHBIEC B 3aKOHOATEIBCTBO MHOTUX CTPaH.

ICH — nHunmaTuBa, 00bEIUHSIONIAS

v/ PaBHOIIPABHBIX TIAPTHEPOB,
v’ peryisTOpHbIE OPTaHbl,
v’ (apManeBTUYECKYIO TPOMBIILIEHHOCTb,

B HAay4yHOW M TEXHUYECKOM AMCKYCCHHM O TMpPOLEAypax TEeCTUPOBAHHS, HEOOXOTUMBIX IS
JOCTHXKEHHs 0€30MaCHOCTH, KauecTBa U AP(EKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB.

ICH KOHIEHTpHpYyeTCs Ha TEXHHYECKUX TpeOOBaHMAX K pa3paboTKe JIeKapCTBEHHBIX
MpernapaToB.

[Tpennoceinkamu K co3ganuio CoBera ObUIM MECTHBIE 3aKOHBI, PEryJIHMPYIOLIME COCTaB U
0€30MacHOCTh JIEKAPCTBEHHBIX CPEACTB, a TaKXK€ MEXIyHapOJHbIe WHHUIIMATUBBI 10 OXpaHe IpaB
JIOZIeH, 3aeCTBOBAHHBIX B MEIUIIMHCKUX dKcrepuMmentax B 1949 ronmy mosiBuics HiopaOeprckwii
KOJIEKC, 3alpeliaBIIni METUIIMHCKUE SKCIIEPUMEHTHl 0e3 cOorjacusi y4acTHUKOB U IPOBEJCHUE
HKCHEPUMEHTOB JIIOJbMH, HE HMEIOIMIMMHU HYXXHOM KBaJM(HKAIMK, a TakkKe 0e3 MeIUIMHCKON
HeoOxoaumocTH; B 1964 romy mpuHsATa XeIbCHHKCKAs JICKIapalys, 3aKpernuBInas TpeOOBaHUS K
HCCIIEI0BATENIbCKOM ATUKE U SKCepUuMeHTax Ha JoAsaX. B 1980-x B KpynmHBIX LIEHTpax MPOU3BOJICTBA
MeaukameHnTos - EC, CIA, SlnoHuu u Apyrux - y>ke UMEIUCh COOCTBEHHbIE CUCTEMBI (PAPMKOHTPOJIS,
U Ha3peBasia HeOOXOAMMOCTh CHHXPOHU3AIMH ITUX TPEOOBaAHUIA.



https://ru.wikipedia.org/wiki/%D0%A5%D0%B5%D0%BB%D1%8C%D1%81%D0%B8%D0%BD%D0%BA%D1%81%D0%BA%D0%B0%D1%8F_%D0%B4%D0%B5%D0%BA%D0%BB%D0%B0%D1%80%D0%B0%D1%86%D0%B8%D1%8F
https://ru.wikipedia.org/wiki/%D0%90%D0%BD%D0%B3%D0%BB%D0%B8%D0%B9%D1%81%D0%BA%D0%B8%D0%B9_%D1%8F%D0%B7%D1%8B%D0%BA
https://ru.wikipedia.org/wiki/%D0%9B%D0%B5%D0%BA%D0%B0%D1%80%D1%81%D1%82%D0%B2%D0%B5%D0%BD%D0%BD%D0%BE%D0%B5_%D1%81%D1%80%D0%B5%D0%B4%D1%81%D1%82%D0%B2%D0%BE
https://ru.wikipedia.org/wiki/%D0%9D%D0%B0%D0%B4%D0%BB%D0%B5%D0%B6%D0%B0%D1%89%D0%B0%D1%8F_%D0%BA%D0%BB%D0%B8%D0%BD%D0%B8%D1%87%D0%B5%D1%81%D0%BA%D0%B0%D1%8F_%D0%BF%D1%80%D0%B0%D0%BA%D1%82%D0%B8%D0%BA%D0%B0
https://ru.wikipedia.org/wiki/%D0%9D%D0%B0%D0%B4%D0%BB%D0%B5%D0%B6%D0%B0%D1%89%D0%B0%D1%8F_%D0%BA%D0%BB%D0%B8%D0%BD%D0%B8%D1%87%D0%B5%D1%81%D0%BA%D0%B0%D1%8F_%D0%BF%D1%80%D0%B0%D0%BA%D1%82%D0%B8%D0%BA%D0%B0
https://ru.wikipedia.org/wiki/%D0%9D%D1%8E%D1%80%D0%BD%D0%B1%D0%B5%D1%80%D0%B3%D1%81%D0%BA%D0%B8%D0%B9_%D0%BA%D0%BE%D0%B4%D0%B5%D0%BA%D1%81
https://ru.wikipedia.org/wiki/%D0%9D%D1%8E%D1%80%D0%BD%D0%B1%D0%B5%D1%80%D0%B3%D1%81%D0%BA%D0%B8%D0%B9_%D0%BA%D0%BE%D0%B4%D0%B5%D0%BA%D1%81
https://ru.wikipedia.org/wiki/%D0%A5%D0%B5%D0%BB%D1%8C%D1%81%D0%B8%D0%BD%D0%BA%D1%81%D0%BA%D0%B0%D1%8F_%D0%B4%D0%B5%D0%BA%D0%BB%D0%B0%D1%80%D0%B0%D1%86%D0%B8%D1%8F
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Wnest o cokpalieHUH OBTOPHOTO TECTUPOBAHUS JIEKAPCTB JUIsl BbIBO/IA HA PHIHKU HOBBIX CTpaH
HOSIBUJIACh HE TOJIKO KaK OTBET Ha OeCUesIOBEYHbIE SKCIIEPUMEHTHI HaJl HE IOHUMAIOIIUMU
IIPOUCXO/ISIIETO JIIObMH, €€ TAK)KE aKTUBHO ITPOJIBUTAJIN KOMMEPUECKHE IPOU3BOJUTEINH JIEKAPCTB,
KEJIaBIIME YBEIUYUTH OXBAT PbIHKA CBOCH IPOILYyKIUEN.

B 1990 rony B bproccene npormia nepsas MexryHapoaHas KOH(EPESHIIHS 110 TapMOHU3AINN
TEXHUYECKUX TPeOOBAHUHN K PErHCTPaLlUy JICKAPCTBEHHbBIX MIPENapaToB Il IPUMEHEHUs Ha
mroasx (anria. International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human Use), B kotopoii npunsiiu yuactue aeneramuu u3 EC, CIIA u
Anonunn. Criycts 6 JieT BbllIen nepBelil JokyMeHT, E6 (R1) «PykoBoacTBo 1o Hajuiexkaniei
KJIMHUYECKOU MPAKTUKE), OCTAIOIIEECs 30J0ThIM CTAHAAPTOM IUIAHUPOBAHUS, IPOBEACHUS, cOOpa U
My OJIMKAIMY JTAHHBIX 10 KIMHUYeCKUM ucciienoBanusm v B 2022 roxy. B 2011 roay MexayHapoaHas
OpraHu3anys o CTaHAapPTU3ALMK IPUHSIIA aHAJIOTMYHBIM CTaHAAPT AJI MEAULIIMHCKUX yCTPOUCTB
(ISO 14155), ocHoBanHnbIit Ha pykoBojcTBE E6.

B 2015 roxy opranmzatopsl Kondepeniuu 3apeructpuposanu e€ B [lIBeiapun kak
«accoualuo» U NEPEUMEHOBaIN B «MeXyHapOIHbIN COBET 110 TAPMOHU3ALMNY, a TAK)KE IIPUHSAIN
IIpeJCTaBUTENIEH PEryIaTopoB U npoussoautene [lseinapun n Kanans! B HOCTOSIHHbBIE YJICHBI.

Y4acTHUKH - PETyJUPYIOLIUE OPTaHbl U IPOMBIIIJIEHHOCTB!

Espomneticknii Coro3
CLIA

Snonus

BO3 (mabnronarens)

ens ICH - Pa3zpaboTka eauHBIX TpeOOBaHWN K CTaHAApTHU3AIlMH, KOHTPOJIIO KadecTBa,
3¢ EKTUBHOCTH, O€30MIaCHOCTH, TPOU3BOJICTBY U PETUCTPALIUH JICKAPCTBEHHBIX CPEJICTB.

ICH cocrout u3:

1. lectsb BoByeueHHbIx cropon — (ICH Parties).

2. Habmromareneii - (Observers).

3. IFPMA - MexayHapoaHoii ¢penepaunu papManeBTHYECKUX MPOU3BOAUTENCH U aCCOLIMALINH.

EBponeiickas komuccus npeacTaBisieT 25 uneHoB EBporneiickoro corsa.

European Medicines Agency (EMEA) EBpormeiickoe areHTCTBO JIEKapCTBEHHBIX IMpPENapaToB
Ob110 ocHOBaHO EBpomneiickoil komuccuen. TexHHuueckyro U HayyHY0 noanepkky aestenbHoctd ICH
ocymiectBisier Committee for Medicinal Products for Human Use (CHMP) - noapasznenennie EMEA.
EMEA pacnonoxeHno B JIonnone.

EMEA

EBponeiickas komuccus

dapmaneBtuueckas chepa EBporneiickoii komuccun

EFPIA (EBponeiickas ®enepanusi papManeBTHYECKO MPOMBIILIEHHOCTH H ACCOIUATIMIA)
COCTOUT U3 29 HaIMOHANBHBIX acconua-uui u 45 Bexymux QapMaleBTUYECKHMX KOMIaHMH,
BOBJICUEHHBIX B MIPOLIECCHI UCCIIEI0OBAaHUI, pa3paboTKU U POU3BOCTBA JIEKAPCTBEHHBIX MPENapaToB B
EBpomne. Pa6ora EFPIA cBsizana ¢ nestensHocThio EBponeiickoit komuccun 1 EMEA. Pacnionoxxena B
Bproccerne.

[lupokast ceTh AKCHEPTOB U HALMOHAJIBHBIX KOOPIMHATOPOB, AEHUCTBYS 4epe3 Accoyuayuro
yuacmnuxos (Member Associations) obecnieunBaet B3rissasl EFPIA Buytpu ICH, BeIpaskast HHTEpECH
EBponeinckoi mpoMBILIUIEHHOCTH.

EFPIA

MHLW (MuHHCTEPCTBO 310POBbS, TPY/IA H CONHATBLHOTO0 00ecneuenusi. Simonms) orBevyaeT
3a OLIEHKY U oj1o0peHue k npumenenuto JII1, MmeaquuuHackoro o60pynoBaHus 1 KOCMETHKH.

Texuuueckast 1 HayyHas noanepxka nesrensHoc-Tu ICH obecnieunBaercs:
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https://ru.wikipedia.org/wiki/%D0%9C%D0%B5%D0%B6%D0%B4%D1%83%D0%BD%D0%B0%D1%80%D0%BE%D0%B4%D0%BD%D0%B0%D1%8F_%D0%BE%D1%80%D0%B3%D0%B0%D0%BD%D0%B8%D0%B7%D0%B0%D1%86%D0%B8%D1%8F_%D0%BF%D0%BE_%D1%81%D1%82%D0%B0%D0%BD%D0%B4%D0%B0%D1%80%D1%82%D0%B8%D0%B7%D0%B0%D1%86%D0%B8%D0%B8
https://ru.wikipedia.org/wiki/%D0%9C%D0%B5%D0%B6%D0%B4%D1%83%D0%BD%D0%B0%D1%80%D0%BE%D0%B4%D0%BD%D0%B0%D1%8F_%D0%BE%D1%80%D0%B3%D0%B0%D0%BD%D0%B8%D0%B7%D0%B0%D1%86%D0%B8%D1%8F_%D0%BF%D0%BE_%D1%81%D1%82%D0%B0%D0%BD%D0%B4%D0%B0%D1%80%D1%82%D0%B8%D0%B7%D0%B0%D1%86%D0%B8%D0%B8

ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTYyCTiK KasakcTaH MenuuvHa akapemuscobl» AK AO «HOxHo-KasaxcTaHcKas MeaqUUUHCKAa akanemMusa»
Kadenpa dapmaneBTn4eckoil 1 TOKCHKOJIOTHIECKON XUMHUN 044-55/
JIeKIMOHHBIN KOMITIEKC 0 JUCLUIIIMHE 69 ctp. u3 48
«OO011Me MEeTO bl MCCIICOBAHMS U aHAJIM3 JICKAPCTBECHHBIX CPEICTBY

* Pharmaceutical and Medical Devices Agency (PMDA) -ArentctBoM (apMaiieBTUKU |
MEUIIMHCKOTO 000pY/I0BaHHS;

* National Institute of Health Sciences (NIHS) - HarpoHanbHbIM HHCTHTYTOM MEIUIIHHCKHX
HayK; ¥ IPyTUMU 3KCIIEPTaMU aKaJeMUH.
Bce paborsl ICH nensitest Ha 4 kaTeropum:

*  ®opmansHble npoueaypsl ICH no pazpaboTke HOBBIX PYKOBOJCTB

* Ilpouenypsl no coznaHuio nepeuHs «BompocoB u OTBETOBY Uil 00JErYeHHs UCIOIb30BAHUS
JEHCTBYIOIIUX PYKOBOJCTB

e IIpouenyps! nepecmMoTpa WM BHECEHUS U3MEHEHUH B JEHUCTBYIOLUE PYKOBOJICTBA

* IIponenyps! akTyanusauuy, T.e. 100aBICHUS CTAaHAAPTOB B CYILIECTBYIOIINE PYKOBOICTBA W/WIIH
PEKOMEHAALINH.

Pa3nennl pykoBojacTsa ICH
Quality - «KayecTB0O» - TeMbl, UMEIOIINE OTHOIICHHE K XUMHUUYECKHM U (papManeBTHICCKUM

MeTOJlaM IrapaHTHUU KadyecTBa (TeCT Ha CTaOUILHOCTD, TECThI HA TIPUMECH)

Safety - «be3omacHocTh'" - TEMbI, UMCIONIME OTHOIIECHHE K JOKIMHUYECKMM HCCIIE0Ba-
HUSAM(TECTHI Ha KAaHIIEPOT€HHOCTh U T€aTOKCUYHOCTH )
Efficiency - «9d¢ekTuBHOCTbY - TEMbl, HMCIONIME OTHOIICHHE K KIMHUYCCKAM

HCCIIeIOBAaHUSAM Ha YeloBeKe (KMccienoBanus 3aBucumoctu no3a-addext, Good Clinical Practices, etc.)
The multidisciplinary - «MynsTuauciummuaapasie» (MedDRA, CTD).

Q - Quality: xkauecTBO

Q1 - UccrnenoBanne CTaOMILHOCTH JICKAPCTBEHHBIX CPEJICTB

Q2 - Banunanus ¢hapMakomeHbIX METOIUK

Q3 - [IpumMecu B TeKapCTBEHHBIX CPEICTBAX (CyOCTAHIIMU M TIPETIapaTh)

Q4 - ®apmakomneiiHas rapMOHH3AIH

Q5 - KauecTBO OMOTEXHOIOTHIECKHUX MPOTYKTOB

Q6 - Crnenmdukanuy Ha JIeKapcTBEHHBIE CpeICTBA (CyOCTaHIIMU U MIPETapaThl)

Q7 - Hapnexxamas npaktuka nmpou3sojactsa (GMP)

Q8 - PazpaboTka neKkapCTBEHHBIX CPECTB

Q9 - Ynpasienne puckamu

Q10 - Cucrema ¢papmarieBTUIECKOTO KauecTBa

ICH na ¢oHe MUPOBOro pa3BUTHS JIEKAPCTBEHHBIX CPEACTB CTPEMHUTCA K MEXKIYHApOJHOU
rapMOHHU3allMM Ha OJlaro yJIydIIeHUS 370POBbsS YEOBEYECTBA, KOHTPOJHUPYS H3TOTOBJICHUE
0e3omacHbIX, 3 (PEKTUBHBIX M BEICOKOKAYE€CTBEHHBIX JICKAPCTBEHHBIX CPEJ/ICTB.

HNiutrocTpaTuBHBIN MaTepuadl:
- mpe3enrarust Microsoft Power Point.

Jluteparypa
OCHOBHAS:
HA PYCCKOM sI3bIKe:
97. AprwicranoBa T.A. dapmarneBTHYCCKAsT XUMHUS, YUCOHUK, YIeOHUK, TOM |: - AnmmaTel: «DBepoy,

2015.-572 c.
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98. AprsicranoBa T.A. ®apmarnieBTudeckas Xxumusi, yaeOHUK, yaeOnuk, Tom Il: - Anmater: «9Bepo»,
2015.-640c.

99. TocynapctBenHas papmakornes Pecrryonuku Kazaxcran.-Anmatsl: «Kubek xombn»y, 2008.-Towm 1.-
592c.

100. T'ocynapcrBennas ¢gapmakornes Pecriyonuku Kazaxcran.- Anmater: «Kubek xombi», 2009.-Tom
2.- 804c.

101. T'ocynapcrBennas ¢apmakornes Pecriyonuku Kazaxcran.-Anmater: «Kubek xombi», 2014.-Tom
3.-729c.

102.KoHTponb KauecTBa W CTaHIAPTU3AIMS JIEKAPCTBEHHBIX CPEICTB: METOAMYECKOEe Mmocodue / moa
pen. Pamenckotii I'. B., Opna6aesoii C. K.-M: | MI'MYV;;- [lIsivkenT: 2015. - 285 c.

103.0Opnadaecea C.K. AHanu3 JI€KapCTBEHHBIX IpENapaToB, MPOM3BOIHBIX APOMATHUECKUX
coeMHEeHM: yueOHoe mocoowue.-1lIsiMkenT: «Onemy», 2012.-250 c.

104.Pamenckas I'.B. ®apmaneBrudeckas xumus: yaueoOHuk.-M.:BUHOM. Jlabopartopus 3uanuit, 2015.-
467 c.

105.PykoBO/CTBO K JIaOOPAaTOPHBIM 3aHATHAM TO (apMaleBTHUECKOW XUMHU ToJ penakiuein ['.B.
Pamenckoii.-M.: [Tunot.-2016.-352 c.

106. Xanuymmn, ®. A. HH]pakpacHas cnekTpockomnusi B (hapManeBTUUYECKOM aHaju3e: ydeOHoe
nocodue / - M.: I'S0TAP-Menua, 2017. - 160 ¢

107.Method validation in pharmaceutical analisis: a guide to best practice / editors dr. Joachim Ermer. -
2nd ed. - Germany: Wiley-VCH, 2015. - 418 p.

108.Watson, David G. Pharmaceutical analysis: a textboor for pharmacy students and pharmaceutical
chemists / David G. Watson. - 4th ed. - Philadelphia: Elsevier, 2017. - 459 p.

Ha Ka3aXCKOM HA3bIKE

89. ApsicranoBa T.O. ®apmaneBTUKAIBIK XUMHUS: OKYJIBIK.T. 1 -AnMaTel: «OBepoy, 2015.-592 6.
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Jexuus 8
Baanpanusi aHAIUTHYECKHX METOIUK
Hean: chopmupoBaTh y CTYACHTOB 3HAHUS O aHaJHW3e IOKa3aTelield KadecTBa HACTOCK,
JKCTPAKTOB B COOTBETCTBHHM ¢ HJ[ MO KOHTpOIIIO 32 Ka4eCTBOM M 0OE30MACHOCTBIO JICKAPCTBEHHBIX
CPEICTB

Te3ucol Jekun

Ilian:

- BaJIMJIAIMSI aHATMTHYECKOW METOIMKH;

- BAJIMAAMOHHBIC XapPAKTCPUCTUKU,

- MIpeJCTaBJIeHNe Pe3yJILTATOB BAJTHIAMY:
- ohopMIICHHE MAaTEPHATIOB BAIHIAIUH.

Banupanus aHaTMTUYECKON METOIUKH - 3TO SKCIIEPUMEHTAIBLHOE JOKA3aTEIbCTBO TOTO, UTO
METO/IMKA MTPUTOJIHA JUIsl PEIICHHUS TIPEATOaraeMbIX 3a1a4.

Hacrosmas o6mias hapmMakoneifHasi CTaThsl perJIaMeHTHPYET XapaKTEPUCTUKH aHATUTUICCKUX
METOJIMK, ONpEACTseMbIe C IIeTbI0 WX BaJHIAIMH, U COOTBETCTBYIOIINE KPUTCPHH IPHUTOIHOCTH
BaJIMIUPYEMbIX METOJUK, MPEAHA3HAYCHHBIX IS KOHTPOJSI KadecTBa JICKAPCTBEHHBIX CPEJICTB:
(bapMareBTHUECKUX CYOCTaHIUI 1 JIGKAPCTBEHHBIX MPETIapaToB.

Bamupmanuu moanekar METOIWKH KOJHMYECTBEHHOTO ONpPENEICHHS, B TOM 4YHCIIE METOJIUKU
OTIpPENICIICHUs] TPUMECed M METOJMKH OIPENIEICHUs Tpejeia COoJAepKaHus. METOTUKU TMPOBEPKU
TIOJTMHHOCTH TTOIBEPTAIOTCS BATHIAIUHU TP HEOOXOJUMOCTH TIOJTBEPIUTH UX CHIEITUPUIHOCTD.

[Tpu Bamumanuu TPOBOIUTCS OIEHKA AHAIUTHYECKOW METOJUKH IO TEPEYHMCICHHBIM HIKE
XapaKTePUCTHKAM, BBIOMPAEMBIM C YI€TOM THUITOBBIX PEKOMEHIAIH, TPUBEJICHHBIX B TaOIUIIE:
cnenuduanocTy (specificity);
npenerny ooHapyxenus (detection limit);
npeieNTy KOJIMYeCTBEHHOTO orpeaesieHus (quantitation limit);
aHAJIMTUYECKOM o0nacTu (range);
muHerHocTH (linearity);

NPaBUILHOCTH (trueness);

MPEIM3UOHHOCTH (precision);

ycToiunBocTH (robustness).

PeBanmuaanuro (MOBTOPHYIO BAIMIAIMEO) METOIHUK IPOBOJIAT NP U3MEHEHUH:
TEXHOJIOTHH MOJYyYeHHUS 00bEKTa aHAIIN3A,

COCTaBa JIEKapCTBEHHOI'O CPEJCTBA (0ObEKTA aHAIN3a);

paHee yTBEPKICHHONW METOUKHU aHAIIN3A.

CnenuguyHocTh

Crienmu(puIHOCTh - 3TO CIOCOOHOCTh AHAJIMTUYCCKOW METOJUKH OJIHO3HAYHO OIICHWBATH
onpeaciIAeMO€C BCIICCTBO B IPUCYTCTBUH COIIYTCTBYIOIIKUX KOMIIOHCHTOB.
Jloka3aTelbcTBO CHECIM(PUIHOCTH BATUIUPYEMOM METOMKN OOBIYHO OCHOBBIBACTCS HA PACCMOTPECHUHN
IOJYYCHHBIX C €€ UCIIOJIb30BAHHUECM JAHHBIX aHaJIW3a MOACIIbHBIX cMeceH U3BECTHOI'O COCTaBa.
Crieniu()UYHOCTh BATUAMPYEMOW METOJHMKH MOXET OBITh JOKa3aHa TaKKe COOTBETCTBYIOIICH
CTaTUCTHYECKONW OOpabOTKOM pe3ylbTaTOB AaHAJIM30B pPEaJIbHBIX OOBEKTOB, BBHIMOJHEHHBIX C €€
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WCIIOJIb30BAaHUEM U, MAPAJUICIBHO, C HCIIOJIB30BAHUEM JPYTOH, 3aBEAOMO crienu(pUIHOM, METOTUKU
(MeToMKH, cIeMUIHOCTh KOTOPOH JI0Ka3aHa).

1.1 /{na memooux ucnvimanuti Ha NOOJUHHOCTb

Bamumupyemass Meromuka (MM COBOKYITHOCTH METOJMK) JOJDKHA OO0ECIeYMBATh JIOCTOBEPHYIO
nH(OPMAIIHIO O MPUCYTCTBUU JAHHOTO JCHCTBYIOIIETO BEIIECTBA B CyOCTAHITMM WITU JIGKAPCTBEHHOM
dbopMe TpY HaJIMYUK B €€ COCTaBe IMPEIyCMOTPEHHBIX PEIENTYypOi KOMIIOHEHTOB, YTO TOJICKUT
IKCIIEPUMEHTATLHOMY TIOTBEPKICHHIO.

[MommMHHOCTE JIEHCTBYIOIIETO BEIIeCTBA B (hapMaleBTHUSCKOW CYOCTaHIIMM WM JIEKAPCTBEHHOM
npernapaTe yCTaHABJIMBAIOT B CPABHEHUH CO CTAaHAAPTHBIM 00Pa3I[OM WIIH TI0 (PU3HKO-XUMHYECKHM HITH
XHUMHAYECKHM CBOMCTBaM, HE XapaKTEPHBIM ISl IPYTUX KOMIIOHEHTOB.

1.2 J[nss memoOuk KoauuecmeenHHo2o onpeodeneHus u UCNblMaHus Ha npumecu

st BamuaupyeMoid METOAMKH KOJIWYECTBECHHOTO OINPEACNICHUS W WCIBITAHUH Ha MPUMECH
MPUMEHSIOT OJIMHAKOBBIC IMOIXOIBI - JIOJDKHA OBITh OILIEHEHAa e¢ CHenu(UIHOCTh B OTHOIICHUHU
OTIPE/CIIIEMOTO BEIIECTBA, T. €. JOJHKHO OBITh IKCIIEPUMEHTAILHO MOATBEPXKICHO, YTO MPUCYTCTBHE
COITyTCTBYIOIIMX KOMIIOHCHTOB HE BJIHMSIET HEMPEIyCMOTPEHHBIM 00pa30M Ha pe3yJibTaT aHAJIN3a.

Jlommyckaercst oOleHKa CHenu(PUUHOCTH BaTHIAPYEMOH METOJMKH KakK IIyTeM aHaIu3a
MOJICIBHBIX CMECEH H3BECTHOTO COCTaBa, COJACPIKAIIMX OMpEIeNsieMOe BEIIECTBO, TaK M IyTEM
CpPaBHCHHS PE3yJIbTATOB AaHAIM30B pPEAbHBIX OOBEKTOB, MOITYYCHHBIX OJHOBPEMEHHO C
WCIOJIb30BAHUEM BAIMAMPYEMOW W JAPYroW, 3aBeAOMO CHEIU(PHYHOW METOAMKH. Pe3yibraThl
COOTBETCTBYIOIIUX IKCTICPUMEHTOB JIOJDKHBI OBITH CTATHCTUYECKH 00PaOOTAHEI.

Henocrarok cnenuuIHOCTH UCTBITAHUS MOXET ObITh KOMIIGHCHPOBAH JAPYTHM (IPYTHMH)
JIOTIOJTHUTETHHBIM UCTIBITAHUEM.

[lpu Banumanuu METOIWK, €CIM 3TO IeNIeco00pa3HO, MOTYT HCIIONIB30BaThCS 00Opa3IIbI
JICKApPCTBEHHBIX CPEJICTB, IMOJBEPTHYTHIC, C IEIbI0 HAKOIUICHHWS B HUX TNpUMEceHd, BO3JIEHCTBUIO
AKCTPEMAIIBHBIX YCIIOBUH (CBETa, TEMIEpaTypbl, BIAKHOCTH) WU XUMHUYECKH MOJIUPHUIIMPOBAHHBIC
JTHOOBIM MOJIXOJISAIIMM CITIOCOOOM.

s xpoMaTorpaduueckux METOIMK IMOKA3bIBAOT Pa3pelICHUE MEXTy IByMs Harbolee OJIM3KO
AMFOUPYIOITIMICS BEIIECTBAMU MPU COOTBETCTBYIOIIUX KOHIICHTPAITHSIX.

HNPEJAEJI OBHAPYXXEHUSA

[Ipenen oOHapykeHHS - 3TO HaWMEHbIIEe KOJMYECTBO (KOHLEHTpAlKs) OIpeaesieMoro
BEllecTBa B 00paslie, KOTOPOE MOXKET OBbITh OOHAPYXEHO (WiIM MPHUOIMKEHHO OIEHEHO) C
HCIIOJIb30BAaHUEM BAIMIUPYEMOUN METOIUKH.

[Ipenen oOHapykeHHs B Cilydasx, YKa3aHHBIX B TaOnuie, OOBIYHO BBIpaKaeTCs Kak
KOHIICHTPAIIUS OTPEIEIIeMOro BeniecTa (B % OTHOCHUTEIbHBIX HJIH J0JIAX HA MUJITHOH - PpM).
B 3aBucMMOCTM OT THMAa METOAMKH (BU3yajbHas WIM HHCTPYMEHTAJbHAs) HCIIOJIB3YIOT pa3Hble
CIocoObI OTpeeNieH s npesesa oOHapyKEHUs.

2.1 J[nst memooux ¢ 8U3yanbHOU OYeHKOU pe3yibmama anaiu3d

[TpoBoasT cTibITaHUS 00PA3IOB C PA3TUYHBIMU U3BECTHBIMU KOJTHUECTBAMU (KOHIICHTPAIUSIMHU )
OTIpe/IeIIIEMOT0 BEIIECTBA M YCTAaHABIMBAIOT MUHUMAJIbHOE 3HaYCHHE, IPU KOTOPOM pe3yibTaT aHaIn3a
MOJKET OBITh OLICHEH BU3YAIbHO. JTO 3HAUCHUE SIBIISICTCS OIICHKOM Tpejiesia 00HapyKEeHUSI.
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2.2 J{ns Memooux ¢ UHCmpyMeHmaibHOl OYeHKOU pe3yIbmama ananiu3a
2.2.1 TIo COOTHOIIECHUIO CUTHA/IITYM

OTOT MOAXOJ MPUMEHHM K METOJaM, sl KOTOPBIX HaOmomaeTcs IyM 0a30BOH JHHUU.
CpaBHMBAIOT BEJIMYMHBI CUTHAJIOB, TOJIyYE€HHBIX [UI KOHTPOJIBHOI'O OIBITA U AJIs 00pa3LoB ¢ HU3KUMU
KOHLEHTPAaLUsMU  aHAJU3UPYEMOI0  BELIECTBA. Y CTAHABIMBAIOT MHHHMMAJIBHOE  KOJIMYECTBO
(KOHLIEHTpAIMIO) OIpEJeNIseMOro BellecTBa B o0paslie, NP KOTOPOM BEJIUYMHA OTHOIIEHUS
AHAIUTUYECKOT0 CUTHAJIa K YPOBHIO IIIyMOB paBHa 3.

HaiinenHnas BenuunHa sBIs€TCs OLIEHKOH npeiena oOHapyKeHUs..

2.2.2 Tlo BenMuYMHE CTAaHAAPTHOTO OTKJIOHEHUS CUTHAJIA U YTIIOBOMY Kod(huIiMeHTy KanrubpoBOIHOTO
rpaduka

[Ipenen obnapy:xenus (I110) Haxoa4T IO ypaBHEHUIO:

[0 =3,3 - S/b,

rae S — craHzapTHOE OTKJIOHEHHE aHAIMTUYECKOTO CUTHANA,

b — ko3 durHeHT YyBCTBUTEILHOCTH, IPEICTABIISIONINNA COO0M OTHOILICHUE aHAJTUTHYECKOTO CHI'HAJIA
K OTpeessieMoil BenuurHe (TaHreHC yrila HaKJIoHa KaTHOPOBOYHOM KPUBOIA).

[Ipy  HanMuuUM  SKCHEPUMEHTAIbHBIX  JaHHBIX B  IIMPOKOM  JMara3oHe  HU3MepseMon
BEJIMYMHBI S ¥ D MOTYT OBITH OIICHEHBI METOZIOM HAMMEHBILUX KBAJIPATOB.

Jis nuHelHoro kaiauOpoBOYHOIO rpaduka 3HauyeHUE S MPUHMMAIOT PaBHBIM CTaHIAPTHOMY
OTKJIOHEHHIO Sa CBOOOHOTO UJieHa YypaBHEHHUs 3Toro rpaduka. IlomydeHHoe 3HaueHue mpezaena
oOHapy’KeHHs] NpPU HEOOXOJUMOCTH MOXKET ObITh IMOATBEPKICHO MPSAMBIM SKCIEPUMEHTOM IIpU
Ko4ecTBax (KOHLEHTPAIHSIX ) OTIPEIEISIEMOT0 BEIIECTBA, OJIM3KHUX K HAIEHHOMY 3HAUYEHUIO MpeJiena
oOHapy KeHHS.

Kak npaBuiio, eciiu UMEIOTCS JaHHbIE O IPUTOTHOCTH METOAMKY JJIs HaJIe)KHOTO ONPEEIICHUS
BEIIIECTBA B KOHIICHTPALIUSAX, JIEKAIIUX KaK BbIIIE, TAK U HUKE HOPMBI €TI0 COJIEpKaHMs, yCTaHOBJICHHON
cnienu(UKaue, ornpenensaTh pealbHbIH Mpeaes o0HapyKEHHs U TaKOW METOAMKH HE TpeOyeTcs.

HNPEJAEJ KOJIMYECTBEHHOTI'O OITPEAEJEHUSA

[Ipenen KOMUYECTBEHHOTO OIpEAETCHUS - ATO HaUMEHbIlee KOJIMYECTBO (KOHIICHTpAIUs)
BellecTBa B 00paslie, KOTOPOE MOXKET ObITh KOJIMYECTBEHHO OLIEHEHO C UCII0JIb30BAHNEM BATUANPYEMOMN
METOIMKH ¢  TpeOyemMol  MpaBUIBHOCTBIO M BHYTpUIAOOpaTOpHON  (IIPOMEKYTOUHOIN)
MPEUU3HUOHHOCTBIO.

[Ipenen  KOMWYECTBEHHOTO  OMPEICICHHUS  SBIACTCS  HEOOXOJUMOW  BaJIUJIAIIMOHHOM
XapaKTePUCTHKOW METOUK, UCTIOIH3YEMbIX JJIsl OLIEHKH MaJIbIX KOJIMYeCTB (KOHIICHTPAIi1) BEIIECTB B
oOpa3s1ie 1, B YaCTHOCTH, JUIsl OLIEHKU COJIEPKaHUs TPUMECEH.

B 3aBucumocTH OT THIA METOAMKH HCIONB3YIOT CIEIYIONIHE CIMOCOOBl HAXOXACHUS TMpenerna
KOJIMYECTBEHHOTO OIPEICICHHUS.

3.1 /[nst memoOux ¢ 8u3yanbHol OYeHKOU pe3yibmama anaiusd

[TpoBoasT HcTibITaHKS 00PA3IIOB C PA3TUYHBIMU U3BECTHBIMU KOJTHUYECTBAMU (KOHIICHTPAIUSMHU )
aQHAJIM3UPYEMOr0 BEIIECTBA W YCTAaHABIMBAIOT MHHUMAJIbHOE 3HAYEHHE, MPU KOTOPOM pe3yJabTaT
aHaJIM3a MOXKET OBITh IMOJIYYeH BU3YAIbHO C TpeOyeMol MpaBUIBLHOCTHIO U BHYTPHIA0OpPATOPHOU
(TpOMEKyTOUYHO ) MPEIU3UOHHOCTHIO.

3.2 [{ns memooux ¢ uHcmpymeHmanbHol OYeHKoU pe3yibmama anaiu3a

3.2.1 T1o COOTHOIIICHUIO CUTHAII/TITYM

VYcTaHaBIMBAaIOT MUHUMAIIbHYIO KOHLEHTPALMIO OIPEesIIEMOro BelecTBa B oOpasle, Ipu KOTOPOH
BEJIMYMHA OTHOIIEHHS aHAJIMTUYECKOT0 CUTHAJIA K YPOBHIO LITyMa cocTaBiisieT okoio 10:1.
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3.2.2 Tlo BenMuYMHE CTAaHAAPTHOTO OTKJIOHEHUS CUTHAJIA U YTIIOBOMY KO3 HIMeHTy KanrnOpoBOYHOTO
rpaduka
[Ipenen konmumuectBennoro onpenenenus ([1IKO) paccunTeiBatoT 1o ypaBHEHHIO:
ITKO = 10 - S/b,
rae S — CTaHAapTHOE OTKJIIOHEHHE aHAJTUTHYECKOTO CUTHAIA,
b — k03 duIHEeHT YyBCTBUTEILHOCTH, TIPEICTABISIONINI COOOH OTHOIICHHE aHATUTHYECKOrO CHUrHAaa
K OIPENIENIIEMOMN BEIMYMHE.

[Ipy HamUuMM SKCIEPUMEHTANBHBIX JAHHBIX B IIUPOKOM JMAala3oHe HU3MepseMoi
BEJIMYUHBI S ¥ D MOTYT OBITH OIIEHEHBI METO/IOM HAMMEHBIIIMX KBAJIPATOB.
Jis  nuHeiiHOro KanuOpoBOYHOro Trpaduka 3HAYEHHE S MPUHUMAIOT PaBHBIM  CTaHIAPTHOMY
OTKJIOHCHHIO Sa CBOOOIHOTO WIeHa YypaBHEHHs dToro rpaduka. llomyueHHoe 3HAUYeHHME TIperelia
KOJMUYECTBEHHOTO OIpe/eeHUs] MpU HEOOXOAUMOCTH MOXKET ObITh MOATBEPKICHO MPSIMBIM
IKCIIEPUMEHTOM TIPH KOJWYeCTBaX (KOHIICHTpAIMSAX) OMPEICNIIeMOr0 BEIIeCTBa, OJM3KUX K
HalJeHHOMY 3HAUEHUIO Ipejieia KOMTUYECTBEHHOTO ONpeIeTICHUS.
€CJIM UMEIOTCS JIAaHHBIE O CIIOCOOHOCTH METOJIMKH HAJACKHO ONPEEISITh aHATH3UPYEMOE BEIIECTBO B
KOHIIEHTPALIMH BhIIIE U HIKE YCTAHOBJIECHHOW B CHEIM(PUKAIIMN HOPMBI €T0 COJIEpKaHusl, ONPEIeiATh
peayibHOE 3HAYCHUE TPe/Ieiia KOJTHUSCTBEHHOTO OMPESIICHUs I TaKOH METOJMKH, KaK MPaBUiIo, HE
Tpedyercs.

AHAJIUTHYECKASA OBJIACTbD METOAUKHU

AHanutnueckas o0JacTb METOJIMKH - 3TO MHTEPBAJ MEXKIY BEPXHUM M HUWKHMM 3HAUYEHUEM
AQHAIUTUYECKUX XapaKTEPUCTUK OMPEeNIIeMOro KOMIIOHEHTa B 00OBEKTe aHanu3a (ero KOJUYecTBa,
KOHIIEHTPALlMU, aKTUBHOCTH U T. I1.). B 3TOM MHTEpBane pe3ynbTarhl, MOJIy4aeMbIE C UCIIOIb30BAaHUEM
BaJIMAUPYEMON  METOAWMKH, JOJDKHBI ~ UMETh  INPHUEMIIEMbIl  ypOBEHb  MPaBWIBHOCTH U
BHYTpHIa00paTOPHOH (ITPOMEKYTOUHOM) MPEIIU3UOHHOCTH.
K BenuunHe aHaTUTUYECKOM 00JIaCTH METOIAMK MPEIbIBISIIOTCS CIEAYIONINEe TPEOOBAHUS:
- METOJAMKHU KOJIMYECTBEHHOT'O OIPECIICHUS JOJKHBI OBbITh MPUMEHUMBI B uHTEpBaje oT 80 1o 120 %
OT HOMHHAJILHOTO 3HAUYEHHUS OTpEIeNIIeMOi aHATUTHUYECKON XapaKTePUCTUKH,
- METOJIMKH OLIEHKH OJTHOPOIHOCTH J03UPOBaHUS JOJKHBI ObITh IPUMEHUMBI B MHTEpBae ot 70 1o 130
% OT HOMHHAJILHOH JO3BI;
- METOJMKHM KOJIMYECTBEHHOI'O0 ONPENENIECHNs, UCTIOIb3yEMBbIE IIPU IIPOBEACHUM TecTa «PacTBopeHHUEY,
OOBIYHO JOKHBI OBITH TpUMEHUMBI B Tipenenax oT 50 mgo 120 % ot oxkumaemMol KOHIEHTpAIUU
JEMCTBYIOIIErO BEUIECTBA B CPEIE PACTBOPEHMUS;
- METOJAMKHM HCIBITAHUA Ha YUCTOTY JIOJDKHBI OBITh NpUMEHHMMBI B uHTepBasie oT «llIpenena
KoJIM4ecTBeHHOro ompenaeneHus» uinn «llpenena oOnapyxenus» 10 120 % OT A0OMyCTUMOro
CoJIepKaHusl ONpeeieMoil MpUMecH.
AHanutuyeckass 00JacTh METOJAMKH MOXET ObITh YCTaHOBIEHA MO AMAMA30HY KCIEPUMEHTAIbHBIX
JAaHHBIX, YOBJIETBOPSIOLUINX JTUHEHHON MOJIEIH.

JJUHEMHOCTb

.HI/IHGIZHOCTL MCETOAUKHU - O3TO HAJIUYHC HI/IHCﬁHOﬁ 3aBUCUMOCTHU aHAJIUTHUYCCKOI'O CUTHaJIa OT
KOHIICHTPAllUd WM KOJWYECTBA OMPEACIIeMOro BEIICCTBA B aHAIM3UPYEeMOW Mpobe B mpejaenax
aHaHHTquCKOﬁ 06HaCTI/I MCETOAUKU.
[Ipu Basmganuyu METOMKH €€ JTUHEHHOCTh B AaHAIMTUYECKOW 00IaCTH MPOBEPSIOT AKCIIEPUMEHTAITLHO
I/I3MepeHI/IeM AHAJIIUTUYCCKUX CUTHAJIOB IJIsI HC MCHEC UEM 5 Hp06 C paBJII/I‘-IHbIMI/I KOJIM4YeCTBaAMU HMJIN
KOHIICHTPALUSMH OTPEICISIEMOT0 BEIIECTBA. DKCIEPUMEHTAIBHBIC JaHHBIE 00pabaThIBAIOT METOIOM
HAMMCHBIIINX KBa,Z[paTOB C UCITIOJIB30BAHUCM HHHCﬁHOﬁ MOJICJIN:



ONTUSTIK-QAZAQSTAN SOUTH KAZAKHSTAN
MEDISINA MEDICAL
AKADEMIASY ACADEMY
«OHTYyCTiK KasakcTaH MmeamumHa akanemusicbl» AK AO «IOxHo-KasaxcTaHcKass MEAUUMHCKAS aKaaeMus»
Kadenpa papmaneBTHIECKON 1 TOKCUKOJIOTHYECKONW XUMUU 044-55/
JIeKLMOHHBII KOMILIEKC TI0 TUCIUILIHHE 76 ctp. m3 48
«OO011Me MEeTO bl MCCIICOBAHMS U aHAJIM3 JICKAPCTBECHHBIX CPEICTBY

y=b-x+a,
rae
X — KOJIMYECTBO WITH KOHIICHTPAIIXS OTPEICSIEMOrO BEIIECTRa,
Y — BeMYKHA OTKJIHKA,
b — yrinoBoii ko3 durmeHT;
a — cBoboubi wieH (ODC «Craructrueckas 006paboTKa pe3yIbTaTOB XMMHIECKOTO SKCIIEPUMEHTAY).
JIoJKHBI OBITH PACCUNTAHBI M MIPEACTABICHBI BEIUUYHHBI D, & u ko3 duireHt koppersiiuu r. B
OOJIBIIMHCTBE CIIyYacB MCIOIb3YIOT JIMHEHHBIC 3aBUCUMOCTH, OTBevaroine yciaosuio 0,99, u TOJIbKO
[PH aHAJIHM3E CIICIOBBIX KOJIUYECTB PACCMATPUBAIOT JIMHEHHBIC 3aBUCMOCTH, TSt KOTOpBIX 0,9.
B oTAeNBHBIX ClTyYasx BO3MOXHOCTb JIMHEWHOM arpOKCUMAIMH SKCIICPUMEHTAIBHBIX JaHHBIX
00eCcreYrBaeTCsI JIUIIb MOCIEe MX MATEMATHIECKOro IMpeodpa3oBaHus (HapuMep, JorapuGMUpOBaHHs).
JIi1si HEKOTOPBIX METO/IMK aHAN3a, B OCHOBY KOTOPBIX B MPUHIIMIIC HE MOXKET OBITh MOJOKEHA
NIMHEWHAasT 3aBUCHMOCTh MEXIY JKCICPUMCHTAIBHBIME JAHHBIMH, OINPEICICHUEC KOHICHTPALUH HJIH
KOJIMYECTBA BEUIECTBA MPOBOMISAT C HCIOJB30BAHUEM HEIMHEHHBIX KaauOpPOBOUYHBIX rpadukoB. IIpu
3TOM rpaduK 3aBHCHMOCTH aHAIUTHYECKOTO CHUTHAMa OT KOJHMYECTBA WM KOHICHTPAIUH
OMPE/IEIIEMOr0 BEIIECTBA MOXET OBITh ANNPOKCHMUPOBAH MMOIXOMISAIICH HENUHEHHON (yHKIuen c
HCIIOJIb30BAHUEM METO/Ia HAMMEHBIIIMX KBAPATOB, YTO BBIMOJHUMO TPH HATHIUH COOTBETCTBYIOIIETO
BaJIHMANPOBAHHOTO MPOrPAMMHOTO 0OECTICUCHHS.

INPABHJIBHOCTD

ITpaBMIIBHOCTH METOJUKHU XapaKTEPU3YETCs] OTKIIOHEHUEM CPEJHETO pe3yJibTaTa OlpeaeIeHuH,
BBITNOJTHEHHBIX C €€ HCIIOJIb30BAHUEM, OT 3HAYEHUS, IPUHUMAEMOTO 3a HCTUHHOE.

Banuaupyemass Meroauka INMpU3HAETCs NMPaBUIbHOM, €CIM 3HAY€HUs, NMPUHUMAEMble 32 HCTHHHBIE,
JIe)KaT BHYTPU JIOBEPUTEIBHBIX HMHTEPBAJIOB COOTBETCTBYIOIIMX CPEJHUX DPE3YJbTAaTOB aHAJIM30B,
MIOJIyYE€HHBIX IKCIIEPUMEHTAIBHO MO0 JAaHHOW METOIUKE.

J11 OLIeHKYM MPaBUIIBHOCTU METOJUK KOJIMYECTBEHHOTO ONPECIICHNS IPUMEHUMBI CIEAYIOIUE
MIOJIXOJIBL:

a) aHaJIU3 C MCIOJIb30BAaHUEM BAIHUIMPYEMOM METOAMKHM CTaHIAPTHBIX OOPA3LOB MM MOJENIBHBIX
CMecel C U3BECTHBIM COJIEpKAHNEM (KOHIIEHTPALUEH) OMPENEeIsieMOro BEeLEeCTBa;

0) cpaBHEHHUE PE3yJIbTATOB, MOJYYEHHBIX C UCHOJIb30BAHUEM BaIMIUPYEMON METOAMKHU U 00pa3LoBOM
METOJIMKH, IPABUIIBHOCTh KOTOPOH paHEe YCTaHOBIICHA;

B) PacCMOTPEHHE PE3yJIbTaTOB M3yUEHUs JTUHEHHOCTH BaIMIMPYEMOMl METOIMKHU: €CIIM CBOOOJHBIN
YIEH B yPAaBHEHUH, IPUBEJCHHOM B pa3zeiie 5, CTAaTUCTUYECKHU IOCTOBEPHO HE OTINYAETCS OT HYJISA, TO
HCIIOJIb30BaHNE TaKOW METOIUKH JTaeT pe3ysbTaThl, CBOOOHBIE OT CUCTEMATHYECKON OIIHOKH.

Jlis moAX010B «a» U «0» BO3MOXKHO NPECTABICHUE MOJyUYEHHBIX JaHHBIX B BUJIE€ YPABHEHUS
JUHEHMHON 3aBUCUMOCTH (perpeccuu) MeXIy OKCIEPUMEHTAJbHO HaWIEHHBIMH M HCTUHHBIMU
BeIMYMHAMU. {711 3TOro ypaBHEHHs INPOBEPSIOTCA T'MIIOTE3bl O PAaBEHCTBE €IMHUIE TaHIEHCa YIJIa
HakJIOHa b ¥ 0 paBeHCTBe HyIIO CBOOOMHOTO WieHa a. Kak mpaBuiio, €ciy 9TH THITOTE3bl MPU3HAIOTCS
BEPHBIMHU NIPU CTENEHU HaJEKHOCTH, paBHOHU 0,05, To MCHOIB30BaHUE BaTUAUPYEMON METOAMKH JAcT
MIpaBWIbHBIE, T. €. CBOOOHBIE OT CUCTEMATHYECKOI OIIMOKH, Pe3yIbTaThl.

MNPEIU3UOHHOCTDb

[Ipeun3nOHHOCTh METOAMKHA XapaKTEPU3YETCsSl PACCESTHUEM PE3yJIbTaTOB, MOJYYaEMbIX C €€
HCIIOJIb30BAHUEM, OTHOCHTEIBHO BEJTMYHUHBI CPETHETO pe3yibTaTa. Mepol TaKoro pacCestHUs SIBISICTCS
BCIIMYMHA CTAHJAPTHOI'O OTKIIOHCHUA PE3YJIbTaTa OTACIbHOI'O OIIPCACICHM A, IIOJTYUCHHAA A1 BBIGOpKI/I
JIOCTATOYHO OOJIBIIOr0 00BEMA.
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[Tpenm3noOHHOCTh OIEHMBACTCS JIsi JHOOOH METOAMKH KOJMYECTBEHHOTO OIPEICICHUS 10
pe3yJbTaTaM HE MEHee TpeX ONpPEIeNICHHM s Ka)XI0ro U3 TpeX ypOBHEW ONpeesieMblX BEINYUH
(HIKHETO, CpEeIHEro W BEpPXHEro), JIeKAlMX B MpeJesaXx AaHaJTUTHYeCKOW o0IacTh METOIUKH.
IToBTOpsIEMOCTB TaK)KE MOKET OLIEHUBATHCS JUISl JIIOOOH METOMKH KOJIMYECTBEHHOI'O OIIPEIEJIEHUS 110
pe3ynbTaTaM He MEHee LIECTH ONpeesIeHUH 17151 00pa3LioB ¢ COAEPKAHUEM OIPEIENIIEMOT0 BEIIECTBA,
OJM3KUM K HOMMHAJIBHOMY. BO MHOTMX Cily4asx OLEHKa MPeLU3UOHHOCTH MOXKET OBITh IIPOBE/IEHA 110
pe3yabTataM 00paboTKH IKCIEPUMEHTAIBHBIX JaHHBIX METOJIOM HAMMEHBIINX KBAJPaTOB, KaK YKa3aHO
B ODC «Craructuueckas o0paboTKa pe3ysIbTaTOB XUMUYECKOTO SKCIIEPUMEHTA.

[Tpenn3noHHOCTh J0JKHA UCCIIEAOBATHCS HA OJHOPOIHBIX 00pa3lax U MOKET OI[CHUBATHCS B
TPEX BapHaHTaX:

— KaK [TOBTOPSEMOCTD (CXOAUMOCTD);
— KaKk BHyTpuiabopaTopHas (IIpOMEeXyTOUYHAs) IPELU3HOHHOCTb;
— Kak MexJ1adopaTopHasi IPEeUU3MOHHOCTD (BOCIIPOM3BOAUMOCTD).

Pe3ynbTaThl OIIEHKM METOAMKM aHAJIM3a [0 Ka)X/0My M3 BapMAHTOB IMPELU3UOHHOCTU OOBIYHO

XapaKTEepU3yIOTCSl COOTBETCTBYIOLIUM 3HAUEHUEM BEJIMYMHBI CTAHJAPTHOIO OTKJIOHEHHUS pe3yJbTaTa
OT/EJILHOTO OIPEICIICHUS.
OObuHO TIpU Pa3pabOTKE OPUTHHAIBHOM METOIUKU ONpEAEISeTCS MOBTOPSIEMOCTh (CXOAMMOCTD)
Pe3yJIbTaTOB, MMOJIy4YaeMbIX C €€ UCHOJIb30BaHUEM. [Ipn HEOOXOIMMOCTH BKJIIOUEHUS Pa3pabOTaHHOM
METOJMKH B HOPMAaTHUBHYIO JIOKyMEHTAIIMIO JOTOJHHUTEIBHO OINpPENeNsieTcsl ee BHyTpUiIadopaTopHas
(mpoMexyTouHasl) NPEeLU3HOHHOCTh. MexinabopaTopHas NPEHU3MOHHOCTh (BOCIPOU3BOAMMOCTD)
METOJIMKH OLIEHUBAETCS IIPHU MPEATIOTaraeMoM ee BKIFOUEHUH B TIPOEKT 0011l (hapMaKomeHO CTaThH,
(dapMakoneiHoi cTaThl WJIM B HOPMATHBHYIO JOKYMEHTAlMIO Ha (apmakorneiHble CTaHIapTHBIE
00pas3iibl.

7.1 Iloemopsiemocmu (cxooumocmu)

[ToBTOpsIEMOCTh aHAIUTUYECKOH METOJAMKH OIECHHBAIOT TI0 HE3aBHCUMBIM pe3yJIbTaTaM,
MIOJIy9CHHBIM B OJIMHAKOBBIX PETJIAMEHTHPOBAHHBIX YCIOBHSIX B OJHOW JTaOopaTopuu (OJUH U TOT JKe
WCTIOJTHUTEIb, OJTHO U TO K€ 000PYIOBaHUE, OJMH U TOT e Ha0Op PEaKTUBOB) B Mpeieax KOPOTKOTO
MIPOMEXKYTKA BPEMEHHU.

7.2 Buympunabopamopuas (npomexcymounas) npeyusuoHHoCms

BuyTtpunaboparopHas (IpoMeXyTOYHAas) NPEHU3HOHHOCTh  BATUAUPYEMOW  METOJIUKH
OIICHUBACTCS B YCIIOBUSAX PaOOTHI OJHOW JTabopaTopuu (pa3HbIe JTHU, Pa3HbIC WCIIOTHHUTEIH, Pa3HOE
o0opyaoBaHue U T. 11.).

7.3 Meoicnabopamopnas npeyu3uonHoCcms (80CHPOU3800UMOCHIDL)

MesxnabopaTopHasi MPEHU3UOHHOCTh  (BOCIIPOM3BOJAMMOCTH)  BaJHAUPYEMOH  METOIUKH

OIICHUBAETCS TIPH MTPOBEICHUH MCIIBITAHUH B Pa3HBIX JTA00PATOPHUSIX.

YCTOMYHUBOCTH

Y CcTOWYNBOCTE BanHz(preMoﬁ METOAUKHU - 3TO CHOCOﬁHOCTB COXpaHATb Haﬁ,[[eHHBIe JIsI HEC B
ONTHUMAaJIbHBIX (HOMUHAIBHBIX) YCIOBUAX XapaKTEPUCTHKH, IPUBEICHHbIE B Ta0JIULIE, TPH BEPOSATHBIX
HC6OJ'IBH_II/IX OTKJIOHCHHUAX OT 3TUX yCHOBI/Iﬁ MNpOBCACHUA aHaJIM3a.

Y CcTOWYHUBOCTh METOJIMKHU HE CIEAYET OMPEACIISITH MO OTHOIICHHUIO K JIETKO KOHTPOJIUPYEMBIM
YCJIOBUAM IIPOBCACHUA aHaJIMU3a. 3TO PE3KO COKpalmacT HGO6XO,£[I/IMOCTI> B CIICIHAJIbHOM H3YyUYCHHH
YCTOWYUBOCTH.

YCTOﬁHHBOCTB JO0JDKHAa H3Yy4aTbCsda TOJBKO B TCX CllydasaX, KOI'ZJa BaJlWAUpyemMass MCTOIHKaA
OCHOBAaHAa Ha UCHOJIF30BAHUUA 0CO00 YYBCTBUTCIIBHBIX K BHCIIHUM YCJIOBUSAM METOJOB aHAJIN3a, TAKHUX
KaK pa3u4Hble BUAbI XpoMarorpaduu U (QyHKIMOHAIBHOTO aHanu3a. [Ipy HEOOXOOUMOCTH OLEHKa
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yCTOfI‘-IHBOCTPI MCTOAWKHU MPOBOJAUTCA Ha CTaguu ¢€cC pa3pa60TKH. Eciu BCpPOsATHA HCBLICOKAs
YCTOfIQHBOCTB MCTOJHKH, IIPOBCPKA €C IPUTOJHOCTH OCYLICCTBIIACTCSA B 00s13aTEJIbHOM IIopAaKe
HETIOCPCACTBCHHO B ITPOLCCCC NPAKTUICCKOTI'O UCITOJIb30BAHUS.

IIpoBepka NPUroAHOCTH AHAJUTUYECKOI CHCTEMBbI

[IpoBepka HPUTOTHOCTH AHAIUTHYECKOH CHCTEMBI - 3TO HPOBEPKA BBITOIHEHUS OCHOBHBIX
TpeOOBaHUH, MpeabsBIAeMbIX K Hel. CucTeMa, MPUroJHOCTh KOTOPOM MpOBEpsIeTCs, MPEACTABISAET
c000#1 COBOKYIMHOCTh KOHKPETHBIX IPHOOPOB, PEAKTHBOB, CTAaHAAPTOB M aHAIN3UPYEMBIX 00pa3IOB.
TpeboBanust K Takoi cucTeMe OOBIYHO KOHKPETH3MPOBAaHBI B 0OMIeH (hapMakomeiHo cTathe Ha
COOTBETCTBYIOUIMI aHAIUTHYECKUH MeToJ. TakuM oOpa3oM, MpoBEpKa MPUTOJHOCTH aHAIUTHYECKOM
CHCTEMBI CTAHOBUTCS MPOIIEIyPOid, BKIFOYaEMO B BAIUAMPYEMYIO METOJTUKY.

IIpencraBieHue pe3yJibTaTOB BATHIALUA
[IpoTokos Banumanuy aHAIMTUYECKON METOJUKHU JOJDKEH CONEPIKATh:
- €€ MOJIHOE OMKCAaHUE, I0CTATOYHOE JJIsl BOCIIPOU3BEICHHS M OTPaXKarolee BCe YCIOBUS, HEOOXOIUMBIE
JUISL BBIIIOJIHEHUS aHAIIN3A;
- OLICHUBAEMbIE XapaKTEPUCTHUKHU;
- BCE IIEPBUYHBIE PE3YJIbTAThI, KOTOPbIE BOILIN B CTATUCTHUYECKYIO 00pabOTKY JaHHBIX;
- pe3yNnbTaThl CTATHCTUYECKON 00pabOTKM TaHHBIX, MMOJyUYEHHBIX 3KCIIEPUMEHTAILHO TMPHU pa3padboTKe
WIH ITPOBEPKE BATUAUPYEMON METOAMKY;
- WUIIOCTPaTHBHBIE MaTE€pUalbl, TaKhe Kak KONMHM XpOMAaTOrpaMM, MOJIYYEHHBIX METO/aMu
BBICOKO3((heKTUBHOM KHUJIKOCTHOU xpomMatorpapuu WIH ra3oBo xpomarorpaduu;
aNeKTpodoperpaMM, IJIEKTPOHHBIX M HWHQPPAKPACHBIX CHEKTpoB; (oTorpaduu HIM PUCYHKU
XpOMAaTOrpaMM, MOJTYYEHHBIX METOJaMU TOHKOCIOMHOM miu OyMakHOW Xpomarorpaduu; pUCyHKH
KPUBBIX TUTPOBaHUS, KAJIMOPOBOYHBIE IPapUKU;
- 3aKJIF0YCHHE O NPUTOAHOCTH BAIMIUPYEMOM METOAMKH ISl BKJIFOYEHHS B HODMATHUBHBIN TOKYMEHT.
Matepuransl BanuAalMd OTAEIBHBIX AHAIMTUYECKUX METOIMK LierecooOpazHo o(popMiATh B
BU/Ie 00BETMHEHHOTO OTUETa O BAJTMIALUH.
HNiunrocTpaTuBHBIN MaTepuaJl:
- mpe3enrars Microsoft Power Point.
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KoHTpoJibHBIE BONIPOCHI

- BaJInaanusa aHATUTHYIECKOU MCTOOWKU,

- BAIJALIMOHHBIE XapaKTEPUCTHUKH;

- IpeJCTaBJICHHE Pe3yJIbTATOB BATUAALNY!
- oopMIIeHHE MaTepHaIOB BAJIMIAIUH.

Jlexuus 9-10

Mertponorus Hayka 00 uzmMepeHusx. O0beKThl, METO bl U3MepeHuil. CpeacTBa U3MEpEHUN
[orpemnocTtu u3mepenuit. CinyqaiiHble, cucTeMaTH4eCcKe MorpemHocTi. CpeacTBa U3SMEPEHUH.
HOTPEIIHOCTH CPENCTB
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Heab: chopmupoBaTh y CTYJCHTOB 3HaHHMsS O aHAIM3E IOKa3aTeleldl KadecTBa HACTOCK,
9KCTPAKTOB B cOOTBETCTBHHM ¢ HJ[ 1m0 KOHTpOJIIO 32 KauyecTBOM M 0OE€30MaCHOCTBHIO JIEKAPCTBEHHBIX
CpenCTB

Te3ucsl Jekuuu

IInan:

- Merposorus Hayka 00 U3MEepeHUsX.

- O6bexThI, MeTO bl 3MepeHuil. CpencTBa U3MepeHUH

- [lorpemnoctu usmepenuid. CiayyaiiHble, CHCTEMaTHYECKUE ITOIPELIHOCTH.
- CpencTBa U3MEPEHUHN. TIOTPEITHOCTU CPEICTB

TepmuH «mMeTposorus» o0pa3oBaH U3 JBYX I'PEUECKHX CIIOB: «METPOH» - Mepa M «IOroc» -
ydeHue. B 10CciI0BHOM nepeBojie «METPOJIOTUS» - 3TO YUEHHE O MEpaxX WM, KaK IMPUHATO ONPEIEITH B
HACTOSIIEe BPEMSI 3TO MOHATHE - HayKa 00 U3MEpEHUsIX.

Mertposnorust kKak Hayka 3apoamnack B koHIe XVIII Beka Bo Bpemena Benwukoii (paHIy3ckoit
Oypxya3noit pesomonuu 1789 r. OcHoBononoxxHukn MmeTposnoruu — Kynon, JlaByaswe, Jlarpanx,
Jlanlac ¥ apyrue U3BECTHBIE yUEHBIE - MPEUIOKHUIN MEPENUTH OT aHTPOIIOJIOTMYECKUX EIUHMI] K
€CTECTBEHHBIM €IMHULIAM HM3MEpEeHUil (B NajbHeHIIeM MOJyYHBIIUM Ha3BaHHWE €CTECTBEHHOHAYYHBIX
eIMHUI). B OCHOBY €CTECTBCHHBIX €IUHUI] U3MEPCHHI ObLIN TMOJIOKEHBI TAKUE SIUHUIIBI, KaK METp,
KWIOTPAaMM M CEKYHJa, CBSI3aHHBIE C pa3MepamMu 3€MJId U C BpalleHUEM €€ BOKPYI CBOEH OcH. 3a
€UHUIly Macchl (EIUHUILy «BECa» B TEPBOHAYATIBHON peNakiuu) ObUI TMPUHAT KHUJIOTPAMM,
MpUPaBHEHHBIN K Macce («Becy») BOABI OMPEEIEHHOr0 o0beMa MpHU 3a/laHHOM TemrepaType. 7 Mas
1795 r. KoHBEHT pUHSI 3aKOH O BHEJIPEHUHM METPUUYECKOM cuctembl Mep Bo @panunu. PakTuyecku
K€ 3TO BHEIPEHHE MPOUCXOIUIIO JIUTENbHOE BpeMs U moTpeboBano Oomnpiux ycuiauid. [Ipusenem
IIEpPBbIE ONPEJEIECHHUS] OCHOBHBIX E€IUHHI] METPUYECKOM cucTeMbl Mep: 1) Merp - 3TO oOjHa
COPOKaMUJITMOHHAS YacTh 3€MHOTO0 MEpHUAMaHa, poxosiiero yepe3 ropoa [lapmxk. 2) kumorpamm -
Bec 1 am 3 umcroit Boael ipu +4 0 C. 3) cekyHma - 3to 1/86 400 yacTh CONHEYHBIX CYTOK. Takum
0o0pa3oMm, OT eTMHUII, CBSI3aHHBIMH C pa3MepaMH Telia YelloBeka, Ol cenan nepellepBrie onpenenenus
METPUYECKUX MEp HU3MEPEHHUS UMEJIM YHCTO aKaJIeMHYecKuil (HaydHbId) BHJ (OTCIOJIa M Ha3BaHUE
«ECTeCTBEHHO-HAy4YHbIE €TUHUIIBI»), U UX MPAKTUUYECKOE UCTIOIb30BaHUE ObLIO 3aTPYAHEHO.

TepmuHbl U omnpeneneHus TepMUHBI U ONPEIEICHUS, UCIONIb3yeMbIE B HACTOSIIEM y4eOHOM
MocoOHUM, COOTBETCTBYIOT MEXTOCYIapCTBEHHBIM pekoMmeHmamusiMm PMIT 29 — 99 [53], BBeaeHHBIM C
01.01.2001 B3amen I'OCT 16263 — 70. IlpuBoaMMBIE HUXKE METPOJOTMUYECKHUE TEPMHHBI U HUX
orpeziesIeHUs] 3aMMCTBOBAHbI TAK)XKE U3 CIOBAPSA-CIPABOYHHUKA U YACTUYHO U3 EPUOANYECKUX U3IaHUN
B TOHM 4acTH, B KOTOPOM OHU HE MPOTUBOpPEUAT peKoMeHAausIM. MeTponorus - CymectBytoiiee
MHOT000pa3ue M3MEPUTEIBHBIX SKCIEPUMEHTOB JIJIi HAXOXACHHUS 3HAYCHUS (U3MUECKUX BEITUIUH
OTIpeeIAeTCs KaK OOJBIINM KOJTHYECTBOM dTUX BEJIMYMH, XapaKTEPOM HX U3MEHEHHS BO BPEMEHH, TaK
U pPa3sIUYHBIMH TPEeOOBAaHUSAMH K KAauyeCTBY IMOJTy4YaeMbIX pe3yibTaToB. Knaccudbuxarus uzmepeHuit
MO3BOJISIET CTPYKTYpUPOBATh MHOKECTBO HM3MEPUTEIBHBIX MPOLEAYyp C MeNnblo uX 3hdeKkTuBHOU
OpraHMU3aIlK U UCIIOJIb30BaHUS.

W3mepenne — COBOKYNHOCTb OINEPALUN [0 NPUMEHEHHIO TEXHMUYECKOTO CpPENCTBA,
XpaHALIETo eANHULY PU3NYECKON BEIMYMHBI, 00ECIICUNBAIOIINX HAX0XKIEHUE COOTHOLICHHUS (B SIBHOM
WJIU HESIBHOM BHJIE) U3MEPSEMOM BEJIMYMHBI C €€ €IMHULICH U MTOJTyYEHUE 3HAUYCHUS 3TON BEJIMUUHBI.

N3mepenust MOryT OBITh KJIaCCU(MUIIMPOBAHBI MO CIAEAYIOIINM MPU3HAKAM: - croco0y
MOJTyYEHUs pe3yJIbTaTa U3MEPEHUN — MpsIMbIe, KOCBEHHbIE, = COBMECTHBIE U COBOKYITHBIC U3MEPEHUS;

- OTHOILIEHUIO K M3MEHEHHIO U3MEPSAEMOW BEIMYMHBI — CTaTUYECKHE M JHUHAMUYECKUE
WU3MEPCHUS;
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- XapaKTEPUCTUKE TOYHOCTU — PABHOTOUYHBIE U HEPABHOTOUHBIC U3MEPEHUS;

- YUCITYy U3MEPEHUN B PSAY U3MEPEHUN — OJTHOKPATHbIE 1 MHOTOKPATHBIE U3MEPEHUS; -
BBEIPOKEHUIO pe3yibTaTa M3MEPCHH — aOCONIOTHBIE M OTHOCUTEIIBHBIC W3MEPEHHUS; -
METPOJIOTrHYEeCKOMY HA3HAYEHUI0 — TEXHUYECKHME M METPOJOTMYECKHe W3MEpEeHHs. 3TO Hayka 00
M3MEpEHUSX, METO/IaX U CPEJICTBAX OOECICUEHHUsI WX €IMHCTBA U CIIOCO0aX OCTIKEHUS TpeOyemon
TOYHOCTU. VI3MEpeHre — 3T0 COBOKYIHOCTh OIEpalUid [0 CPABHEHUIO OIBITHBIM IYTEM H3MEpsSeMOMn
BEJIMYMHBI C HEKOTOPHIM €€ 3HAaYeHUEM, NMPUHATHIM 3a €IUWHUIY u3MepeHus. Exunuia uzmepseMmoit
BEJIMYMHBI — 3TO 3HAUECHUE U3MEPSAEMOM BEJIMYUHBI, KOTOPOMY MO OIPEAEIICHUIO TPUCBOEHO YUCIOBOE
3HaueHue, paBHoe 1. Hampumep, npu u3aMepeHun Macchl Tella eAUHUIICH U3MEPEHHUS SIBIISIETCS KTEII0» C
Maccoil 1 kumiorpamm (IO OINpEeAENCHUIO KHJIOTPaMM pPaBeH Macce MEXIyHapOJHOTO IMPOTOTHIIA
KWJIOTpaMma); Mpyu U3MEPEHUU Pa3MEpPOB KOMHAThI IIaraMH €IWHULIEH M3MepeHus sBisieTcss | imiar.
HctunHOEe 3HaueHHWE BENUYMHBI — O3TO 3HAYEHUE BEJIMUYMHBL, KOTOPOE UACAIBHBIM 00pa3oM
XapakTEepU3yeT B KaYECTBEHHOM M KOJIMYECTBEHHOM OTHOIIEHHWH COOTBETCTBYIOIIYIO BEIHYMHY.
JleficTBUTENbHOE 3HAYEHUE BEIMYMHBI — 3TO 3HAYEHUE BEJIMYMHBI, TIOJYYEHHOE IKCIIEPUMEHTAIIbHBIM
MyTeM W HACTOJIbKO OJM3KOe K MCTUHHOMY 3HAYEHHUIO, YTO B TMOCTABJICHHOW M3MEPHUTEIBHON 3amade
MOXKET OBITh HCIIOJIb30BAHO BMECTO Hero. B kadecTBe AeWCTBUTENBHOIO 3HAYCHHUS H3MEPSEMOM
BEITMYHMHBI TMPUHUMAIOTCS HOMHHAIBHBIC 3HAYCHHS ATAJIOHOB, OOpPA3IOBBIX MEpP, CTaHIAPTHBIX
00pa31oB, 00pa3OBBIX CPEJICTB U3MEPEHUN U T. M. Pe3ynbTaT u3MepeHus: — 3T0 3HaYeHUE BEIMUMHBI,
IIOJIyYEHHOE IyTEM €€ U3MEPEHUSI.

3agauu MeTposIOTHH

K 3amagam meTponorum oTHOCSTCS:

1) pa3zpaboTka 1 0O0OCHOBaHME €UHUI] U3MEPEHUH (€IMHUL] BEJINYMH);

2) BOCIIpOU3BE/ICHUE €IMHUI] U3MEPEHU (€AMHUI] BEJTUYHH);

3) pa3zpaboTka, 000OCHOBaHHUE M aTTECTAIMS METOJIUK BhINOMHEHUs usmepenuit (MBN);

4) arrecramusi cpeactB  usMepenuit (CHM) 1o HOpMHpYEMBIM  METPOJIOTHUYECKUM
XapaKTepUCTHKAM;

5) cTanmapTH3aIus;

6) cepTuduKanmus.

Pa3paboTka, 060cHOBaHNE U BOCIIPOU3BEACHNE SMHUI] U3MEPEHUH, a Takxke artectanus MBU
u CH nonpoOGHO paccMOTpeHbl HIKE, M B JaHHOM paszjesie y4yeOHOro MocoOHMsl 3TH 3aJauyd He
paccmatpuBatotca. CTaHnapTu3anus U cepTHQHUKAILUSA, CTPOro roBopsi, K METPOJIOTUU KaK HayKe 00
MU3MEPEHUSX MPSMOr0 OTHOLIEHHUS HE UMEIOT. ITO CAMOCTOATEIbHBIE AUCIIUIIIINHBI.

Crangaptuzanus - 3To paboTa MO YCTaHOBJICHUIO U MPUMEHEHUIO0 HOPM U MPABUI C IIEJIbIO
YIOPSIOYUTh W ONTHMU3MPOBATH JIEATENLHOCTh B KOHKPETHOM oOnactu (Hampumep, B oOjacTu
MalIMHOCTPOEHUS, HayKH, SKOHOMHKH, TOPrOBIM, TpaHcmopta u T. A.). CepTudukauus - 3TO
MOATBEP)K/ICHUE KauyecTBa MPOMYKLIMU WIM IPOU3BOJACTBA U HX COOTBETCTBUS JIEHCTBYIOIIMM
CTaHJapTaM W JAPYyTUM HOpMaTHBHO-TexHH4YeckuM mokymeHTtam (HT/l). Xors crammaptuzamus u
cepTU(UKAIMS ABISAIOTCA CAMOCTOSTEIBHBIMHU JUCUUIUIMHAMH, OHU TECHO «YBS3aHBD» C METPOJIOTHUEH
U ONUpaoTCs Ha Hee. YacTo TpyAHO cKas3aTh, TJIe 3aKaHYMBAETCS CTaHIApPTU3ALMS U CepTHUPUKALUS U
HAa4YMHAETCSA METPOJIOTHSL, - HACTOJIBKO 3TH IUCLHUIUIMHBI TECHO MEPEIIETEHBI.

B cBsi3u ¢ 3TUM cTaHmapTU3alys U cepTU(UKAIUI OTHECEHBI K 3a/1adaM METPOJIOTHH.
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Kaaccupukanmma um3mepenun. CyniecTByroliee  MHOrooOpasue  M3MEPHUTENBbHBIX
SKCHEPUMEHTOB JUIsI HAaXOXKJEHHsI 3HA4eHHUs (U3NYECKUX BEIUYMH OIpEeleseTcss Kak OoJbIIUM
KOJMYECTBOM JTUX BEJIUYMH, XapaKTePOM HX HU3MEHEHUS BO BpPEMEHHU, TaK U Pa3IUYHBIMU
TpeOOBaHUAMHM K KadecTBY II0JydyaeMbIX pe3yibTaroB. Kiaccudukauus u3MepeHuil Mo3BoJiseT
CTPYKTYPHUPOBATh MHOKECTBO M3MEPHUTEIBHBIX MPOLENYp C LETbI0 X dPPEKTUBHON OpraHU3aluyd U
UCIIOJIb30BaHUS.

W3mepenue - COBOKYNHOCTb ONEpalui 10 MPUMEHEHHIO TEXHUYECKOIO CpPEJCTBa,
XPaHSILEro eMHUIy (GU3NYECKON BEIMUYHUHBI, 00ECIIEeUNBAIOIINX HAX0XK/IEHHUE COOTHOLIEHHUS (B IBHOM
WM HESBHOM BUJIE) U3MEPSAEMOI BEIMUUHBI C €€ €MHULIEH U TIOJyYEHUE 3HAUEHUS STONW BEJTMYHHBI.

W3mepenust MOTryT ObITh KIacCU(UIMPOBAHBI 110 CIIEIYIOIUM IPU3HAKAM:

- cHoco0y MOJy4YeHHsl pe3yJibTaTa H3MEpPEHUHl - MpsMble, KOCBEHHBIE, COBMECTHBIE H
COBOKYIIHBIE U3MEPEHUS;

- OTHOIIEHUIO K M3MEHEHHUIO U3MEPSIEMOM BEIMYMHBI — CTaTUYECKUE M JHMHAMUYECKUE
U3MEpEHUS;

- XapaKTEPUCTUKE TOYHOCTH - PABHOTOYHBIE U HEPABHOTOUHBIE U3MEPEHUS;

- YHCIIy U3MEPEHUN B PsIly U3MEPEHUN — OJHOKPATHBIE U MHOIOKPATHBIE U3MEPEHUS;

- BBIPQKECHUIO PE3yJbTaTa U3MEPEHUN — aOCONIIOTHBIE M OTHOCUTEIbHbBIC H3MEPEHHUS;

- METPOJIOTUYECKOMY HA3HAYEHUIO — TEXHUYECKUE U METPOJIOrMYECKUE N3MEPEHUS.

HNiuniocTpaTuBHBIN MaTepHaJl:
- mpe3enTaist Microsoft Power Point.
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2.- 804c.
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