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«06]_[11/16 METOAbI UCCIICAOBAHUA U aHAJIU3 JICKAPCTBECHHBIX CPEACTB»

Jlexnus 1

locynapcTBeHHble NPUHOUNBI W TOJIOKEHHUS], PerJaMeHTHPYKOIIHEe KayecTBO
JekapcTBeHHbIX cpeacTB B PecnyOimke Kazaxcran. KoHTposabHo-paspemure/JbHasi cUCTeMAa 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, PENIAMEHTUPYIOIIUE 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
o  dapmaxosiornueckuii neHTp U GapMakoNEeHHbIN HEHTP, CTPYKTYpa, LEIH, 3a1a4u

Cmpykmypa u QpyHKyuu KOHmMpoaAbHO-PA3PEULUMENLHOU CUCTEMbL

KoHTponbHO-pa3zpemuTenbHas CUCTEMa OXBAaThIBAET BCE ATallbl OOpaIleHHUs M KOHTPOJIS
kauectBa JIC oT co3gaHMsi OO peanu3allvy, BKJIKOYas CTaAuM pa3paOOTKH, NOKIMHUYECKUX U
KIMHUYecKuX uccaenoBanuil JIC, mpou3BOACTBA M 3KCTEMIOPAIBHOIO HM3TOTOBJIEHHUS, pa3pabOTKy
HOPMAaTUBHOM JOKYMEHTAallu¥, IPEeAyCMaTPUBAIOIIYI0 YIAKOBKY, MAapKHUPOBKY M XpaHEHHE,
TPaHCIOPTUPOBKY, a TaKXe cepTUUKALMIO, peanu3anuo u umnopt JIC.

[TocranoBnennem [IpaBurenscrBa PecnyOnmku Kazaxcran ot 29 oktsiopst 2004 roma N 1124
co3nan Komuter ¢papmarniun Munncrepcrsa 3apaBooxpanenus Pecyonuku KazaxcraH.

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

OcHoBHBIMU 3ajauaMu KomureTa sBIAIOTCS peanu3aliys rocyAapCTBEHHOM MONIUTUKH B cepe
oOpaleHus: JIeKapCTBEHHBIX CPEJICTB, oOecreueHne 0e30macHOCTH, 3(PQPEeKTUBHOCTH M KadecTBa
JIEKapCTBEHHBIX CPEACTB (BKJIHOYAsi MEAMIIMHCKYIO TEXHUKY U W3JEIHsI MEIUIMHCKOIO Ha3HAYEHUs),
HCIOJIb30BAHUE JIOCTH)KEHUH HAayKH, TEXHUKU 1 MUPOBOTO OTIbITa B chepe oOpalieHus JeKapCTBEHHBIX
CPEJICTB.

B crpykrypy Komurera ¢apmamun MuHucTtepcTBa  31paBooxpaHeHHs  PecryOnmku
Ka3zaxctan BXOJAT: ympaBiieHHE (apMalleBTUYECKOIO KOHTPOJIS, COCTOAIIEEe M3 OTHesIa KOHTPOJISA U
Haj30pa 3a (hapMaleBTHUECKOM JesITeIbHOCThIO M OTAeNna KOHTposs Haja KadectBoM JIC;
OpPraHM3allMOHHO- AHAJIMTHYECKOE YIIPABICHUE, MMCIOIIEE CBOAHO-aHAIMTUYECKUM OTAENT U OTACI
MOHHUTOpHHTa ucnoib3oBanus JIC. KomureT B cBoel CTpYKType UMEET TeppUTOpUaIbHbIE Opranbl — 16
yIpaBiIeHUH GapMaIieBTHIeCKOro KOHTPOJIs 1Mo obnactsmMu ropoaam Pecryonuku Kazaxcras.



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/
JIeKLMOHHBII KOMILIEKC TI0 TUCIUILIHHE 4 ctp. u3 48
«OO011Me MEeTO bl UCCIICOBAHMS U aHAJIM3 JICKAPCTBECHHBIX CPEICTBY

Komurer B COOTBETCTBHM C 3aKoHOJAareldbcTBOM PecmyOmuku Kazaxcran ocyIecTBiisierT:
KOHTPOJIbHO-HA/130pHbIe (DYHKIIUU 32 peaiun3alieil rocyapCTBEHHOM MOJUTUKU B cdepe oOparieHus
JIEKapCTBEHHBIX CPE/ICTB 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 HAa/A30pa 3a BHEIPEHHEM MEXIyHAPOJHBIX CTaHJAPTOB alTEYHOM,
MIPOU3BOJICTBEHHOM U APYTUX NPAKTUK B chepe oOpalieHus JIeKapCTBEHHBIX CPE/CTB;

* OCYLIECTBJCHHUIO B IpeJesiax CBOEH KOMIIETEHLIMM JEATEIbHOCTH, CBA3aHHOM C BbLAadeu
JMIIEH3UI HA BUABI ACATEIBHOCTH, MOJIeKAIIUE JIULEH3UPOBAHHIO, U 00ECIICUEHUIO FOCYIapCTBEHHOTO
KOHTPOJISI 32 COOJII0/IEHUEM JIMLIEH3UaTaMu 3akoHoaarenbeTBa Pecnyonuku 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 HCIIOIb30BAaHUEM JIEKAPCTBEHHBIX CPEJICTB Ha BCEX
YPOBHSIX OKa3aHUs MEIULUHCKON OMOILY;

* MPOBEACHUIO C YINOJHOMOYEHHBIM TIOCYyJapCTBEHHbIM opranoM PecnyOmuku Kazaxcraw,
OCYLIECTBJISIOIMM KOHTPOJIb HaJ OOOPOTOM HApKOTHMUYECKHUX CPEACTB, NCUXOTPOIHBIX BEIIECTB U
MIPEKypPCOPOB, KOHTPOJIS 32 COOMIOACHUEM MTPaBIII 000pOTa YKa3aHHBIX CPE/ICTB;

* [POBEACHHUIO C YIOJHOMOYEHHBIM TOCYJapCTBEHHbIM opraHoM Pecny6muku Kaszaxcran,
OCYHIECTBIISIOIIUM KOHTPOJIb HaJl OOOPOTOM alIKOTOJBHOW MPOIYKIMHU, KOHTPOJA 32 000pOTOM
JIEKapCTBEHHBIX CPEJICTB, COJEPKAINX CIUPT ATHIIOBBIM.

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

* OCYLIECTBJIECHHUIO TOCYAAPCTBEHHOM pPETUCTpallii, MEPEepPEerucTpallud U OT3bIBA PELIECHUS O
roCy/apCTBEHHOW PETUCTPALUU JIEKApCTBEHHBIX CPEJCTB, BbIJAu€ pa3pellieHUil 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 JPYyTrUX HOPMATHBHO-TEXHUYECKHX JOKYMEHTOB Ha JIEKAPCTBEHHBIE
CpeJICTBAa MHOCTPAHHBIX FOCYAAPCTB;

* BBIJAY€ pa3pelICHUI Ha peKIaMy JIEKapCTBEHHBIX CPEJICTB;

* [PUCBOCHHUIO BBICHIEHW U TMepBOM KBaTU(UKALMOHHOW KaTeropuu (¢apMaleBTUYECKUM
paboTHHKaM;

* OCYILECTBJICHHIO COTJIACOBAaHMS 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[MH CIIEHUANTNCTOB (papMalleBTUYECKOM OTPACIIH, a TAK¥Ke
MIPOBEICHUE aTTECTAIlMH Ha MPO(PECCHOHATIBHYIO KOMIIETEHTHOCTh PYKOBOAUTENEH PecITyOIMKaHCKIX
opraHu3anuii papmMareBTHIECKON OTPaCIH;

* OCYIIECTBJICHHIO cOopa M O0OOIIEHUS JaHHBIX MOHHTOPUHTOB B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEJICTB;
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* [PEACTABIICHUIO Ha YTBepxkaeHue MunucrepcTBa 3apaBooxpaHeHus Pecnyonuku Kasaxcran
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 CPE/ICTB.

Peanmzanuio yka3zanHbiX (yHKIUH KoMmHTET OCylIecTBiIsIeT ¢ MOMOIIbI0 PecmyOnmmukaHckoro
roCyJapCTBEHHOI0 npeanpusatus «HanuoHanbHBIM LEHTP 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB,
W3IeMA  MEIUIMHCKOrO0 Ha3HaueHuss u  MeaunuHckor TexHukn» (HLBJIC) Munucrepcrsa
3npaBooxpaneHus PecnyOnuku Kasaxcran co3mannoro nocranoninenueM [IpaButensctBa PecyOmuku
Kazaxcran ot 2 oktsaOps 2002 roma Ne 1081 myrem mnpeoOpazoBanus 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;
MPEUTMIEH3UOHHYI0 AKCHEPTH3y OOBEKTa JIMLEH3UPOBAHHUS MO (hapMaleBTHUECKONW JAEATEIBHOCTH;
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 JEKAPCTBECHHBIX CPEJICTB.

Crpykrypa PI'TI «HanmoHanbHbIM LHEHTpP SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB»

FEHepaanbm AUPEKTOR
3aMECTUTENL JamMecTHTENE MO
no aILkoHOMd4eckl4rM NpoOKH2EQACTEEHHEIM
EQMNPOCaM EOQMNpocar
OToen akcnepTHE M HepopraalMoHHO-
FIEIﬁI:IT npd qﬂapmaﬁgngruqegﬁu AHINHTHYSCE MK EF'EIFIMEKDI'IEITiHbII:I O AW ME oTLen
rOCY0 SpCTEEHHOM LEHTP APk ETHHM OB LEHTR H A
PErHCTRALHM LEHTR
Otoen Otaen .
W cnemarensHed CMEUHEHZHPOESHHOH CMELHANYSHPOESHHDEN DT‘”‘?-," QSDDEDTDHBHD
UEHTR P aPMaK0N0rHYECK M cpaptAaKONeHHON B e

JECNEPTHIBI AKCAEPTHIEI
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Oraen
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NOOOYHENR pEarLME 5 NPELNHUEHSHOHHEIY
CEPTUPHKAUWK H HHCT P LA CTaHAAPTHU3aUWK patioT

PenakuMa sypHana
Aprue =P apriatma
k.azascTaHas

OToen dHHAHCOED-
AKOHOMHYECKO D
AHAMMZa W BYKrai-

T epp{TOpHanEHBIE TEPCROrQ Y4eT3
PUAHANE]

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
UHCTpyKUMU. ['TaBHOI 3amaueii eHTpa sABiseTcsl O0BEKTUBHAS OIIEHKA COOTHOILIEHUS MOJIb3a/pUCK 10
KaKJJIOMY JIEKAPCTBEHHOMY CPEJCTBY M MEIUIIMHCKOMY H3JIEJIHIO, 3asBIIEHHOMY Ha TOCYJapCTBEHHYIO
perucrparuio.

B otnene skcnepTHBIX paboT (PyHKIIMOHUPYIOT KOMUCCHH TIO 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.

JIureparypa

OCHOBHaSI:

Ha PYCCKOM SI3BIKE:

1. ApeicranoBa T.A. ®apmaneBtuueckas xumus: yuyeOHUK, ToM l. (2-oe uznmanume). «Sky
Systems», 2021. -640 c.

2. ApsicranoBa T.A. ®apmaneBtuueckas xumus: yueOHuk, ToMm II. (2-oe uzganme). «Sky
Systemsy, 2021. -572 c.

3. ApeictanoBa T.A. @apmaneBTryeckas XuMusi: yueOHuk, Tom I: - Anmatel: «9Bepoy, 2015.-
640 c.

4. ApwictanoBa T.A. @apmaneBTHuYeCcKast XUMUs: yueOHUK, ToM I1:- Anmater: «9Bepo», 2015.-
572 c.

5. T'ocynapctBennas ¢apmaxomness Pecyonuku Kazaxcran.-Anmatsr:«Kubek xonbn», 2008.-
Tom 1.- 592c.

6. I'ocynapctBennas apmaxones: Peciyonuku Kazaxcran.- Anmatsr:«Kubek xomsn», 2009.-
Towm 2.- 804c.

7. TocynapctBenHas ¢apmaxomnesi Peciyonuku Kazaxcran.-Anmatsr:«Kubek xonbr», 2014.-
Towm 3.-729c.

8. Kontpons kauectBa u crangaprusanus JIC: metoaudeckoe nocobue / mox pen. Pamenckoii I
B., Opna6aeoii C. K.-M: I MI'MYVY; - llleimkenT: FOKT'®A, 2015. - 248 c.

9. Opnabaesa C.K. AHanmu3 JeKapCTBEHHBIX IpeNapaToB, MPOU3BOJHBIX apPOMATUYECKUX
coeMHEeHM: yueOHoe mocooue.-IlIbiMkenT: «Onem», 2015.-249 c.

10. Pamenckas I'.B. ®apmanesrudeckas xumusi: yaeoOunuk.-M.: BUHOM. JlaGoparopus 3HaHUH,
2015.-467 c.

11. PykoBOACTBO K JIaOOpaTOPHBIM 3aHATHIM IO (papManeBTUUeCKON XUMHH O] peAaKIn-ei
I'.B. Pamenckoii.-M.: IIunort, 2016.-352 c.

12. ®apmakones EADC. — Mocksa, 2021.- 566 c.

13. Xamuymnmus, @. A. UHpakpacHas crieKTpockomnus B (papMarieBTHIECKOM aHAIIU3e: Yu4eOHOe
mocobue / - M.: I'90TAP-Menuna, 2017. - 160 ¢

14. Maxosa E.I'. «IlonydyeHue u cranaapTu3anus TpOU3BOIHBIX TIIMITUPPUIUHOBON KUCIIO-THI C
TyOepKyIOCTaTH4eCKOi akTUBHOCThIO», LlIpiMkenT, FOKI'®A,20.06.2013

15. HamupoBa C.H. «®apmarieBTHUECKHl aHAIM3 JIEKAPCTBEHHBIX (HOPM METPOHM]IA30J1a%,
IIemvrent, KOKI'®A,17.06.2015

16. Cabpipxan A.A. «Pa3paboTka crnenudukanuii KauyecTBa W CTaHIAPTH3ALUS TIUIUPPHU-
3UHOBOM KUCIOTE, IlIsiMkenT, KOKMA, 18.06.2020

17. AnuxomxkaeBa b. b. Ananutudeckas xumus : yuebHoe mocodue / b. b. Anuxomxkaesa, P. A.
PycrambexoBa. - Anmvatsl : DCIIU, 2023. - 220c

Ha Ka3aXCKOM SI3BIKE:
1. ApsictanoBa T.A. ®apmaneBtukanbik xumus: Okynbsik. Tom . (2-mi GacwiibiM). «Sky
Systemsy, 2021. -604 c.
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2. ApsictanoBa T.A. ®@apmaneBTukanblk xumus: Oxynsik. Tom II. (2-mi Gaceuibim). «SKy
Systems», 2021. -544 c.

3. Apsicranosa T.9. ®apmaneBTHKANBIK XuMust: OKybIK. T.1-AnMatsr: «OBepo», 2015.-592 6.

4. AppictanoBa T.O. @apmanieBTHKAIBIK XUMHS: OKYJIBIK. T.2-AnmaTsl: «OBepo», 2015.-6026.

5. Kazakcran PecnyOnukaceinbiH MemiekeTTik (apmakonesicol.-Anmatbl: «Kibek >KobD»,
2008.-1 T.-5926.

6. Kazakcran PecnyOuukaceinbiH MemiekeTTik (apmakonesicol.-Anmatbl: «KiGek >KobD»,
2009.-2 T.-8046.

7. Kazakcran PecnyOumkaceinbiH MemiekeTTik (apmakonesicol.-Anmartbl: «Kibek >KobD»,
2014.-3 T.-7096.

8. OpnabaeBa C.K., Kapakynosa A.Ill. dapmarieBTHKAIBIK XUMHS: aPOMATTBIK KOCBUIBI-CTap.-
OkynsIK, Feur.keHec Oexit. (mpot Nell, 27.04.2016).-302 6.

9. KpacHos, E. A. ®apManusuiblKk XUMHsI CYpaKTap MEH jKayanTap TYPIHAE : OKy Kypaibl =
dapmarneBTHUYECKass XMMUS B BOIIPOCaxX M OTBeTaX: yueOHoe mocodue. - M.: [DOTAP-Menua, 2016. -
704 ¢

10. OpnabaeBa C.K. I'muiuppu3uH KbIIIKBUIBI TYHIBUIAPBIHBIH JOPUIK IpenapaTTapblHbIH
OipbIHFaiiJIaHFaH canachklH OaKpUIay 9MICTEMENIEepiH jKacay: FhUIBIMH-dJiCTeMeNiK HycKay.-lIIbIMKeHT:
«Onem».- 2013.-92 c.

11. KapakynoBa A.ILl. «[ mUuppu3uH KBIIKBUIBI TYBIHABUIAPHIH TaJ/Iay JKOHE CTaHAapT-Tayaa
(hbU3MKa-XUMUSIIBIK oAicTepal kemenai kongany», emvkent, FOKI'®A, 20.06.2013.

12. Jloypen6exoB K. H. Anamutukaneik xumus : oKy Kypansl / K. H. JloypenOexos, JI. A.
Hunpnabexona, XK. K. PeiceimOeToBa. - Anmartel : DCIIH, 2023. - 268 6eT. ¢

JONOJTHUTENBHO:

1. ApsictanoBa T.A., ApeicranoB XX.M. MlHHOBallMOHHBIE TEXHOJOTHH B (hapMaIieBTUYE-CKOM
o0pa3zoBaHuM: OOYYCHHE H KOHTPOJIb. YUueOHO-MeToandeckoe mocooue. — [lsmvkent, 2012.- 175¢.

2. KpacHos, E. A. ®apmanieBTryeckast XMUMHUsl B BOIIPOCaxX M OTBETax: yueOHoe mocodue. - M.:
"Jlurreppa", 2016. - 352 c.

3. OpnabaeBa C.K., HagupoBa C.H. YHu}uUImpoBaHHBIE METOAMKH XPOMATOTPaPUUCEKOrO
aHalu3a JIGKApCTBEHHBIX (OPM METPOHMJA30J1a: HayYHO-METOJMYecKue pekoMeHaaruu.-1IIbIMKeHT:
«91mem», 2015. — 84 c.

4. TypcyOekoBa, b. . beltopranukaiblk IopiTiK 3aTTapbl Taagay: OKy Kypajbl.- AJMaTHhI:
«9Bepoy, 2016. - 120 6et. C

5. KoHTponp kauecTBa M CTaHAAPTH3alUs JIEKAPCTBEHHBIX CPEACTB Moj penakuueit ['.B.
Pamenckoit u C.K. OpnabaeBoii.-YueOHO-MeTOIMUECKOe 1MOCOOMe Ha aHTIUICKOM S3bIKe.-YTB. Y.
cosetoM (mpot Ne 11 ot 29.03.2018). -336¢

6. OpnabaeBa C.K. ®@apmarneBrudeckass XUMUs. ApOMaTHUYECKUE COEAMHEHH.-yuyeOHOe To-
coOue Ha aHTJIMHCKOM si3bIKe.- Y TB. Y4 coBeToM (mpoT Nel4 ot 27.06.2018).-320c.

7. Janununa A.Sl. «Pa3paboTka METOIMK CTaHAAPTH3AlMK JIEKAPCTBEHHBIX MPENapaToB
MaKJIIOpsI opaHxkeBoi», llIemvkent, FOKT'®A, 20.06.2017

8. KapabaeBa A.H. «AHamu3 HOBOT0 OMOJOrMYECKH aKTUBHOTO MPOM3BOJHOTO MMHJIA30JI1a,
IIemvkent, FOKTI'®A, 20.06.2017

9. AtpipxanoBa K.K. «/lopinmik mpenapartapably OipblHFalIaHFaH Tanjgay oIicTeMeNepiH
xkacay», llIsimkent, FOKMA, 19.06.2018

10. bunaiibex P.H. «XKana Omonorusisik OenceHai MypHH TYBIHABICHIH Tangay», LIIbIMKeHT,
IOKMA, 21.06.2019
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11. Tneykaboin /. «XKana nopinik cyocranius perinae 2,4,5-ymOpoMUMUIa30IIb1 3€PTTEY»,
IIemmkent, FOKMA, 19.06.2021

12. English for the pharmaceutical industry: textbook / M. Bucheler [and etc.]. - New York:
Oxford University Press, 2014. - 96 p. +a11. ont. auck (CD-ROM).

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

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

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

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

KoHnTpoJibHbIE BONpOCHI

1. Crpykrypa 1 GyHKIUU KOHTPOJIbHO-PA3PEIIUTEIHHON CUCTEMBI;

2. Komuret papmanuu M3 PK, ocnoBuble 3anaun Komurera, crpykrypa Komutera dapmarmm
M3 PK;

3. ®ynkuu Komurera gpapmanuu M3 PK;

4. PecriybnukaHckoe TOCyJIapcTBeHHOe mnpeanpusitue «HanmoHanpHBIM LEHTP HSKCIEPTHU3BI
JIEKapCTBEHHBIX CPEJCTB, W3JEIMM MEAMIIMHCKOIO HAa3HAUYEHUS U MEAULIMHCKOW TEXHUKN»
(HIIDJIC) M3 PK, ocHOBHBIE HalpaBJICHHS IESITEIBHOCTH, CTPYKTYpa;

5. ®apmakonoruyeckuit HeHTp u PapmMakonenHblil IEHTP, CTPYKTYpa, IEJIH, 3a/1a4H.

Jekuus 2
IIpaBuja pa3padboTKn HOPMATHBHBIX JOKYMEHTOB M0 KOHTPOJIIO 32 KA4eCTBOM U
0€30MaCHOCTBIO JIEKAPCTBEHHBIX CPEACTB

Henab: chopMupoBath y CTYJICHTOB 3HAaHUS O MPaBUIaX pa3pabOTKH HOPMATUBHO- TEXHUYECKUX
JIOKYMEHTOB TI0 KOHTPOJIIO 32 Ka4eCTBOM M 0€30MacCHOCTHIO JIEKAPCTBEHHBIX CPEJICTB

Te3ucol ek un
ILnan:
Ilopsiook cocmaenenus, pazpabomku u oghopmnenus AH (BAH/)
Ha JIeKapCMBEHHYI0 CYOCMaHyuio,
Ilopsiook cocmaenenus, pazspabomku u oghopmnenus AH (BAH/)
Ha JIeKapCmeEeHHbLL npenapan,
Tlopsook cocmasnenus, paspabomxu u opopmnenuss AH/ (BAH/)
Ha JIeKapCmeeHHoe pacmumenbHoe Culpbe;
Topsiook npedocmasnenus npoexmos AH/[ (BAH/]) na sxkcnepmu3y u ymeepaicoenue;
Ilepeyenv ocnoenvix pasoenoe AH/ (BAH/]) na nexapcmeenmnvie cpeocmesa:
- JlekapcTBeHHAsl CyOCTaHITUS
- JKunkue nexapcTBEHHBIE POPMBI TSI TAPCHTEPAITBHOTO BBEICHUS
- Cyxue GhopMbl IS TAPSHTEPATHHOTO IIPUMECHEHUS
- I'ma3sble kammm
- Xunkue nekapcTBeHHbIC (GOPMBI  JIUIsl BHYTPEHHETO U HAPYKHOTO IPUMECHEHUS
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- Aspozonu

- Tabnerku

- Kancynsl

- Cynmnosuropuu

- Msrkue JexapcTBEeHHbBIE POPMBI

- Hacroiiku

- DKCTpaKThl

- JlekapcTBeHHOE pacTUTEIHHOE CHIPHE

Ilopsiook cocmaenenus, pazpabomku u oghopmnenus AH (BAH/)
Ha JIeKapCmMBEeHHYI0 CyOCmManyuio

AHJI Ha nexapcTBEHHYIO CyOCTaHIIMIO M HOBBIE JIEKAPCTBEHHBIE MIPEMapaThl, COJAEpIKaIlIne ee,
pa3pabaThIBalOTCSl OJJHOBPEMEHHO.

Crennukanus KauecTBa JIEKAPCTBEHHOW CYOCTaHIIMH OTPEACIIeTCs €€ (PU3UKO-XUMHYECKIMHU
cBoOiicTBaMH U Npupoaoi. HarMmeHoBaHue CyOCTaHIMM MULIETCS HA JATHHCKOM, TOCYJapCTBEHHOM U
PYCCKOM I3BIKAX, @ MEKYHApOJHOE HENTAaTEHTOBAHHOE HAMMEHOBAHUE (TIPU HAJIMYKMM) HA aHTJIUICKOM
WJIH PYCCKOM SI3BIKE.

XUMHUYECKOe Ha3BaHME W CTPYKTYpHas (opMmyla MUIIETCS B COOTBETCTBUU C MpPaBUIAMHU
MexayHapoaHOTO COr3a M0 TeopeTuiecKoi u npukiaanoi xumun (MIOITAK).

B pasgene «Omucanume» ycCTaHaBIMBAIOTCS TIOKa3aTeld BHEIIHEro BHa (pu3mdeckoe
COCTOSTHUE, I[BET, 3arax), BO3MOKHbIE U3MEHEHHI MIPH XPaHEHUU Ha BO3JyXe, Ha CBETY (yKa3aHUE Ha
TUTPOCKOIIMYHOCTh, OTHOIIEHME K JIEHCTBUIO CBETa M BO3AyXa) W ToMmy mnojoOHoe. He crnemyer
BKJIFOUATh OMMCAHUE BKYyCa, a TAaKXkKe 3amaxa JJis S710B U CUIbHOJCHCTBYIOIIUX BEIECTB.

L{BeT onpeaensoT BU3yaabHO MM C TOMOIIBIO TprOopoB. [l onpeeneHus BeTa He CIeIyeT
MIPUMEHSITh OMPEIEIICHNUS: JTa3yPHBIN, SIMUHBIN U TOMY ToA00HOe. OCHOBHOI OTTEHOK 1[BETA CTABUTCS B
KOHIIE OIIpEIETICHUSI.

Hampumep: xpacHoBaTo-Oypbiii (Oypblif IIBET € JIETKUM KpPacHBIM OTTEHKOM), KpacHO-OYyphIii
(OypHlii ¢ SIBHO BBIpaKEHHBIM KPACHBIM OTTEHKOM) M TOMY OJI00HOE.

B pasnene «PacTBOpUMOCTB» yKa3bIBalOT IOKa3aTeNd PACTBOPHUMOCTH JIEKapCTBEHHOM
CyOCTaHIIH B pa3IMYHBIX MO MOJISPHOCTH PACTBOPUTENSAX: B BOJE OUMILIEHHOH, CIUPTE ATUI0BOM 96%,
xsopodopme. Ilpu HeoOXonuMOCTH YKa3blBalOT Jpyrue pactBopurenu. He pexomeHmyercs
WCIOJIb30BaHNE JIETKOKUIIAIUX M JIETKOBOCIUIAMEHSIOMIUXCS (Hampumep, 3Up IUITHIOBBIA) WIH
CWJIBHO TOKCUYHBIX (Harpumep, 6eH301) pacTBopuTteneil. Eciau yctaHoBIeHO 3HaueHue Ko3puiirenrta
pacTBOPUMOCTH JIEKAPCTBEHHOW CYOCTaHI[MM, OHO IPHUBOAMTCS B BHJE COOTHOIICHUS MAaCCHI
PacTBOPEHHOTO BEILIECTBA U 00bEMa PACTBOPUTENS MPU JAHHBIX YCIOBUSX.

B pazmene «MneHTudukanms» yKa3bIBaIOT XapaKTEPUCTUKH YIbTPAPHOIETOBOTO u
HMH(PaKpPacHOTO CIEKTPOB MOTJIOMIEHUS, IPU HEOOXOUMOCTH MPUBOJAT 2 — 3 KaUECTBEHHBIE PEaAKIINU
HauOoJsee cenu(UUHbIe A1 aKTUBHOTO BetecTBa. CreayeT yKa3biBaTh (PYHKIIMOHAIBHBIE TPYTIITHI WITH
COEIMHEHUS 17151 OOHAPYKEHUSI KOTOPBIX IPUBE/IEHBI PEaKIUU.

TemnepaTypa KUNEHHUS WIM TEMIIEPAaTypHbIA MpeAesl MEePEeroHKH, TeMmreparypa IJIaBJICHUs,
3aTBepAeBaHMsl, OTHOCUTENbHAS TUIOTHOCTD, YJEJIbHOE ONTHYECKOE BpallleHUE, yAEIbHbIA OKa3aTeNlb
MOTJIONIEHUS], TIOKa3aTellb MPEIOMIICHUS W JIpyrue (U3NYECKUe KOHCTAHTHI MPHUBOJSATCS B BHJE
OTJIEIbHBIX Pa3/IeJIOB, B KOTOPHIX YKa3bIBAIOTCS BEPXHUMN U HIKHUHN MPeIeIbl OTKIIOHEHUS TToKa3aTesen
B COOTBETCTBYIOIIMX €IMHULIAX U3MEPEHUSI.

B pasnmenax «lIpo3paunoctb» u «lIBETHOCTBHY» MOKa3aTeld YKa3bIBAIOT JJISI ONpPEACICHHON
KOHIIEHTpAllUU pacTBOPOB. B cityyae okpalieHHbIX pacTBOPOB MPUBOASIT HOMED 3TAJIOHA LIBETHOCTH U
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OYKBBI IITKAJIBI HJIM COOTBETCTBYIOIINE XapPAKTEPUCTUKH CIIEKTPOB MOTJIOMICHHS ATHX PACTBOPOB; €CIIN
JIOIYCKAaeTCs ONpeeeHHasi CTENIEHb MyTHOCTH, TO YKa3bIBaIOT 3TaJJOH MYTHOCTH.

B pasnene «KucioTHOCTh MM IIETOYHOCTH» HOPMUPOBAHUE TMOKA3aTelNsl OCYIIECTBIISIETCS C
MOMOIIBIO PACTBOPOB KHUCIOT WM 1enoudeit ¢ konmeHtpanuei or 0,01M go 0,1M B npucyTcTBHUr
uHauKatopoB. B pasnene pH onpenenenue BOAHOrO MoOKas3aTesisi MPOBOAUTCS MOTEHIIMOMETPHUUECKUM
METOJOM.

B pasnene «Mexanudeckue BKIIOUEHHUS MPUBOJUTCS OMUCAHUE METOJUKH U JIOMYyCTUMBIC
HOPMbI MEXaHUYECKUX BKIIOYEHHH. Pa3nen BBOIUTCS Uil CTEPUIIbHBIX CYOCTAHIIMIA, UCIIOJIb3YEMBbIX
JUISL TIPUTOTOBJICHUS TAPEHTEpPaNbHBIX W TJA3HBIX JIEKAPCTBEHHBIX TmpemnaparoB. [IpoBepky
OCYHIIECTBIISIFOT OOBIYHO B TOM MAaKCHUMallbHOM KOHLIEHTpAallUM, KOTOPYIO HCIOJB3YIOT B
COOTBETCTBYIOIINX JIEKAPCTBEHHBIX MperapaTax.

B pa3zpene «PoactBeHHblE mpUMecH» NPUBOIUTCS METOAMKA ONPENENICHUS WU JIOIyCTHUMbIE
HOPMBI COZCPKAHMS MPUMECEH TEXHOJIOTHYECKOr0 XapakTepa WM MpUMecei, 00pa3yronmxcs B
npouecce XpaHeHus. HopMUpOBaHUIO TMOMJICKHUT COACpKAHUE EAMHUYHOW  HIEHTHUPUIUPYEMOi
MIPUMECH, COJICPKAHNE CIMHUTHON HEUACHTU(DUIIUPYEMOH IpUMeCH U 0011ee COoIep)KaHne IPUMECEH.
B Tekcre pazmena nOJKHBI OBITH YKa3aHbl TAJIOHBI I[BETHOCTH, MPUMEHSEMBIE IJII HOPMUPOBAHUS
JOTTYCTUMOI'0 KOJMYECTBa MPUMECEH, TOJAPOOHO OMHMCAHBbl COBPEMEHHBIE METOANKHU, UCTIOIb3YEMbIE B
JAHHBIX LIEJISX, HAIPUMEP, OCHOBAHHbIE  Ha TOHKOCJIOMHOW MIJIM KUAKOCTHOM XpoMaTorpaduu.

Paznen «OcrtarouHble OpraHMYECKUE PACTBOPUTENW» BBOJUTCA B CIIy4ae HCIOIb30BAHUS
TOKCUYHBIX PACTBOPHUTEIIEH Ha MMOCJIEIHEN cTa Uy MPOU3BOICTBA JIEKAPCTBEHHOM CyOCTaHIINU.

B pasnmenax «Xmopunel», «Cynbdarb» yKa3bpIBalOTCS JIOMYCTUMBIC TMPEICIbI, COACPXKAHUE
XJIOPUJIOB U CYJIb(ATOB, CBA3aHHBIX C TEXHOJIOTHEH MPOU3BOACTBA, WK TPEOOBAHUS K UX OTCYTCTBHUIO.

B pasnene «CynbdarHas 307a ¥ TsDKEIbIe METAJUTbD» YKa3bIBACTCS HABECKA JICKAPCTBEHHOM
CyOCTaHIIMH U JOMYCTUMbIE TPEIEIbl MpUMeceil CyIb(aTHON 30JIbI U TSKEIBIX METAJIOB.

B paznene «MblIbik» yKa3bIBatOTCS JTOMYCTUMBIEC TIPEACIIBI COACPIKAHUS IPUMECEHN MBIIIbSIKA
WM TpeOOBaHUS K €ro OTCYTCTBHIO.

B pasgenax «lloreps B Macce mnpu BhICyIIMBaHUM» M «Boma» yKas3plBarOTCA HaBECKa
JIEKapCTBEHHON CYyOCTaHIIMM, CChUIKA Ha METOAMKY OIpefeNieHuss KOHIla TuTpoBaHusa mo Kapmy
®duniepy, yCIoBUs CYIIKA U HOPMBI IOTEPU B MacCe MPHU BBICYIIUBAHUY WM COACP>KaHUE BIIary.

Paznen «MukpoOuonoruyeckas 4HCTOTa» BBOIUTCS 11  HECTEPHIIBHBIX JIEKApPCTBEHHBIX
cyOcraHimii. B pa3nene yka3zpiBaeTcsi METO/I OTPEIeNIeHNsI MUKPOOPTAaHU3MOB U JIOTTYCTUMBIE TIPEIEITbI
ux coxepxanus. Ecam B MeTOAMKY BBEICHBI M3MEHEHHWS, B 3TOM CJlydae OMUCAHWUE MPUBOIUTCS
MOJIHOCTBIO.

B paspmemax «lluporensr», «AHOMalbHAasT TOKCHYHOCTB», «CoaepkaHWE BEIIECTB
TUCTAMUHOTIOJOOHOTO JEHCTBUSY YKA3bIBAIOTCS T€CT-103bI, BUIBI )KUBOTHBIX, CIIOCOO BBEICHHSI U CPOK
Ha0JII0/IeHU .

Pazngen «bakrepuanbHble SHAOTOKCHHBI» MOXET BBOJUTHCS BMECTO WM MapajljIeIbHO C
pazaenom «lluporens». B pa3znerne yka3piBaeTcsl IpeAeIbHOE COAECPHKAHUE U TPUBOIUTCA METOIUKA HX
OTIpe/IeNIEHUs] MJIM YKa3bIBACTCS CChUIKA HA COOTBETCTBYIOIIMI HOPMATUBHBIN NOKyMEeHT PecryOnuku
Kazaxcran.

Pasznen  «CtepunbHOCTB» BBOAMTCA ISl CYOCTaHIIMA, MCIONB3YyeMBIX B TPOU3BOJACTBE
CTEPWIbHBIX JIEKAPCTBEHHBIX IPENapaToOB, HE MOIBEPrarOIINXCs MPoLeAype cTepuinu3anuu. B paznene
00s13aTeNbHO yKa3aHWE O HAJTUYHMH WA OTCYTCTBHM aHTHOAKTEPHAIILHOTO JEHCTBUS JIEKaPCTBEHHOU
cyOcTaHIMH.

B pasgene «KonuuecTBeHHOE — OmpeneieHUE»  NPUBOAMUTCS  OMUCAHUE  METOJUKH
KOJIMYECTBEHHOI'O OINpPEIEIICHNUs] JEHUCTBYIOIErO0 BELIECTBA, COJACPIKALIErOocsl B JIEKAPCTBEHHOMN
cyOctanmuu. Ilpemensl conep:kaHus ACHCTBYIONIETO BEIIECTBA B JICKAPCTBEHHOH CyOCTaHIIUU
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BBIPAXKAIOTCS B €IMHUIIE MAacCOBOM JOJM (B MPOLEHTAaX) WM aKTUBHOCTH B €AMHMILIAX ACUCTBUS Ha
vuuturpamm (EJI/mr).
B pasnene «YnakoBka» yKas3pIBaloT:

- crmoco0bpl YyHakOBKM B 3aBUCHMOCTH OT KOJIMYECTBA NPOAYKIMHM B €IMHHULE YIaKOBKU
(mepBUYHAasi, BTOPUYHAs, TPAHCTIOPTHAS);

- cHocoOBI YKYITOPKH (BHJIBI U CIIOCOOBI YKYTIOPKH, T€PMETHU3ALINN);

- TpeOoBaHUS K NEPBUYHOM, BTOPUYHOW U TPAHCHOPTHOW YNAaKOBKE M MaTepHabl,
IIPUMEHsEMBIE Ul YIIAKOBKH;

- BUJ Tapsbl (CTEKJIIHHAs, KAPTOHHO-OyMaskHasl, IIIaCTMAcCcoBasi, METAJUTMYECKas U APYToe);

- Mapka, COpT YNaKOBOYHOTO MaTepHalia CO CCBUIKOM Ha HOPMATHBHBIA JIOKYMEHT
Pecniy6nuku Kazaxcran;

- cnocoObl HAaHECEHUs HAMHUCEeH (CaMOKJIIESIINECs STUKETKH, KPACKOW U mpoyee);

- IepeyYeHb JOKYMEHTOB, BKJIAbIBAEMbIX B YIIAKOBKY.

Ha rpynnoByto u TpaHCIOPTHYIO Tapy AOMYCKAeTCs yKa3blBaTh CChUIKM HAa COOTBETCTBYIOLIUMI
HOPMAaTUBHBIN JOKYMEHT. YTaKOBKa JOJHKHA O00ecreunBaTh COXPAaHHOCTh KauecTBa JIEKAPCTBEHHOIO
CpElCTBa B TCUCHHME YCTAHOBJICHHOIO CPOKA XPaHEHUS.

B pa3nene «MapkupoBKa» yKa3bIBarOTCS:

- MECTO HAHCCCHUA MAPKHUPOBKHU (Ha 6I/IpKaX, Tape, STUKCTKAX, IMTaYKaxX U TOMY HOI[O6HOC);

- coJepaHue MapKUPOBKH B cOOTBETCTBUU ¢ TpeboBanusaMu ['® PK u apyrux HopMaTUBHBIX
nokymeHToB Pecy6nuku Kazaxcran;

- crenuaibHble TpeOoBaHUS 0€30macHOCTU (OTHE- M B3PHIBOONACHOCTU M APYTO€) U MEpHI
MPEIOCTOPOKHOCTU TIPU TPAHCIIOPTUPOBAHUU, XPAHEHUH U MPUMEHEHHU B CiIydae HEOOXOIMMOCTH
(npenynpenurenbHble  Haanucu «An», «OrneomacHo», «He Opocate» «3aMopaxuBaHuEe He
JOTTYCKAeTCs» ¥ TOMY TI0JI00HOE).

B paszgene «TpaHcnopTHpOBaHUE)» MPUBOJMTCS CChUIKA HA JECHCTBYIOUIMH TOCYJIapCTBEHHBIN
CTaHIapT WM YKa3bIBAIOTCS HWHBIE YCIOBHUS TPAHCIOPTHPOBAHHUS M, B Cllydae HEOOXOIMMOCTH,
TpeOOBaHUSI K OCOOEHHOCTSIM INOTPY3KHU U BBIFPY3KH, a TakkKe K OOpalleHHIO ¢ MPOJYKIHEH rocie
TPAHCIIOPTUPOBAaHUS (HAMpUMeEp, BBIIEPKUBAHMM TIpU KOMHATHOW TemIepaType B TEUEHHE
OIpPEIECIEHHOT0 BPEMEHM IIOCJE TPAHCIOPTUPOBAHMS IPU OTPHULATEIBHBIX TEMIIEPATypax) U TOMY
noxo0Hoe.

B paznene «XpaHeHue» yKa3bIBAIOTCS YCJIOBHUS XPaHEHHs MPOLYKIUH, 0O0ECIeYUBAIOLINe
COXPAHHOCTh €€ KauecTBa M TOBAPHOI'O BUJA, MPU HEOOXOAMMOCTH MECTO XpaHEeHHsI, TpeOOBaHUS 1O
3alUTE OT BJIMSHUSA BHEUIHEH cpebl (Bjaru, COJHEUYHOIO CBETA, BO3YyXa, MOBBIIIEHHOW MJIM HU3KOU
TEMIEPATYPHI U IPYToe).

JlaHHBIN pazzien M3jJaraercs B CIEAYIOIIEH MOCIEeI0BAaTEIbHOCTH: MECTO XPaHEHUs, YCIOBHSA
XpaHeHus, cleluraibHble TPeOOBaHUS K XPaHEHUIO OTIENbHBIX I'PYMN JIEKaPCTBEHHBIX CPENICTB MpPU
HE00XO0AUMOCTH.

[Ipn yxa3zaHuu TeMIEPATypHOTO pEXKHMMa XpaHEHHS HE HCIOJB3YIOTCS BbIpakeHus «B
npoxjagHoM MecTe», «Ilpu komMHaTHON TemmepaType» M TOMY MOJOOHOE, a CileayeT yKa3blBaTh
KOHKpETHBIE TeMIepaTypHble npenenbl, Hampumep, «IIpum Temmeparype He Bbime 30°Cy», «IIpm
Temmneparype ot 15 10 25 °C», «IIpu Temneparype ot 2 10 8°C», u mpouee.

B paznene «Cpok xpanenust/Ileproa nepekoHTpoIIs» yKa3bIBaeTCs MEPUOJl BPEMEHH 10 JaThI
CJICAYIOUIETO KOHTPOJIS, B TEYCHHE KOTOPOT'O JIEKAPCTBEHHAS! CyOCTAHIHS MPH HAUIEKAIUX YCIOBUAX
xpaHeHus cooTBeTcTByeT TpeboBanmsim AHJI (BAH/I).

B pazpene «®Papmakojoruueckoe NeicTBHE)» MPUBOAMTCS OCHOBHOE (hapMaKOJIOTHYECKOEe
JeiicTBHUE JIEKapCTBEHHON CyOCTaHIINH, TPU TOM Ha3BaHHE pa3/iesia He Ha3bIBAeTCH.
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Ilopsiook cocmaenenus, pazpabomku u oghopmnenus AH (BAH/)
Ha J1eKapCmeeHHblIL npenapam

Jl1st mpenapaToB U3 JICKAPCTBEHHOTO PACTUTENILHOTO ChIPbs (HACTOMKH, SKCTPAKThI) YKa3bIBAIOT
PYCCKOE U JIATUHCKOE Ha3BAaHUE PACTUTEIILHOTO ChIPbs, IPOU3BOJIAIIEE PACTCHHE U CEMEICTBO.

B HaumeHOBaHMM JEKAapCTBEHHOIO IIpenapara MPUBOJATCA TOProBOE HAMMEHOBAaHUE B
uMmeHutenbHoM mnazexe, MHH, a npu ero oTcyrcTBUM - COCTaB JCHCTBYIOUIMX BEIECTB
JIEKapCTBEHHOTO TpernapaTa, 3aTeéM Ha3BaHUE JIGKAPCTBEHHOW (POPMBI, TO3UPOBKA (KOHLIEHTPAIIHS).
Jlo3upoBka (KOHIIEHTpaIsi) yKa3blBaeTCsl AJIs JICKAPCTBEHHOTO IMpernapara ¢ OJHUM JIEHCTBYIOIIUM
BEILIECTBOM, TOPrOBO€ HAaMMEHOBAHHME KOTOPOIO COBMAJACT C MEXAYHAPOJHBIM HEMATEHTOBAHHBIM
HanMmeHoBaHueM. Hanpumep: Tpuxormno:n, Tadnerkanap; Tpuxonon, Tabnetkn; MHH: MeTtponuason.

Crnenudukanys KauecTBa JIEKapCTBEHHOT'O ITperapara, B TOM YUCIIe TOMEONaTHYeCKoro, J0DKHA
onpeAensaThcs (PU3NKO-XUMHUUECKUMU CBOMCTBAMH U MPUPOAON BXOSIIUX B HETO BEILIECTB.

KonuecTBO AEMCTBYIOMIETO BEUIECTBA MPUBOAUTCS U3 pacyeTa:

- JUIsL HACTOEK, JKUAKUX SKCTPAKTOB, CUPOIIOB, PACTBOPOB, APOMATHBIX BOJ, CIIUPTOB B
rpamMMax Ha 100 muimiautpos, 100 rpamMmoB, 1 autp win 1 kuorpamm;

- Juis TaOJIeTOK, KamcCyJj, CYNIO3UTOPUEB U JPYTMX TBEPIbIX JO3UPOBAHHBIX
JEKapCTBEHHBIX (OpM B rpaMmax (MHJUIMTPaMMax) Ha EIUHHILY JICKapCTBEHHOW Qopmbl (0qHY
TabJIeTKy, OAHY KaIlCyJly, OMH CYyNIIO3UTOPUN U APYTOE);

- JUIsl Karesp - B rpaMMax (Mwuiirpammax) Ha 100 MuImminTpos;

- 1711 paCTBOPOB JJISl UHBEKIIUHU - B TpaMMax (MUJUIMTpaMMax) Ha | MUWITWIATP WM Ha
00bEeM eIMHUIIBI (PACOBKH.

B pazgene «PacnagaemocThy» yKka3blBaeTCsl BpeMsl MOJIHOTO pacmnaja TableTKH WM KarlCylibl B
JKUJIKOM cpejie.

Pasnen «PacTtBopeHue» BBOAWUTCSA Ui TBEPABIX [TO3UPOBAHHBIX JIEKAPCTBEHHBIX (HopM
(TabneTok, Karncys ¥ Cynrmo3uTopueB). B paszmene ykaspiBaeTcsi cChUIKa Ha 00yt crateio '@ PK, B
COOTBETCTBUH C KOTOPOIl MPOBOJUTCS ONpEJIEICHNE, a TAK)KE YCIOBUS BBIMOJIHEHUS UCTIBITAHUS:

- TUII KICTIOJIB3yeMOTo Tproopa (B ciiydae NpUMEHEHHUs TprOopa C MPOTOYHOM KIOBETOH, TOJKEH
OBITh YKa3aH THII IPOTOYHOM KIOBETHI);

- COCTaB, 00bEM U TeMIiepaTypa cpebl PaCTBOPECHHUS;

- CKOPOCTb BpAIEHUS UM CKOPOCTh MTPOTEKAHUS CPEIbl PACTBOPCHHS;

- BpeMs U MeToJ] 0TOOpa npod, 00beM MPOOkI UITU YCIOBUS HEMTPEPHIBHOTO KOHTPOJIS;

- METO/IMKA aHaJIN3a;

- CKOpPOCTbh PAaCTBOPEHHsI (KOJIMYECTBO JECHCTBYIOIEIrO BEIIECTBA, MEepeleee B pacTBOp U3
€IMHUIIBI JIEKAPCTBEHHOU (hOPMBI 32 YKa3aHHOE BpeMsl).

Pazgen «Bpemsi pacTBOpeHMs» BBOAMTCS JUIsl CyXHX JIEKAPCTBEHHBIX IIpPENapaToB
MapeHTEPAIILHOTO IPUMEHEHHUS B BUIE PaCTBOPOB.

B pazgenax «Cyxoit ocratok», «Coxaepxkanue crnupra», «CoaepkaHue BEIIECTB
TUCTAMUHOTIONOOHOTO  nedcTBus», «Temmeparypa kumeHus», «llmotHocTthy», «Ilokazarens
MpeoMIIEHUs», «YToN BpamieHus», «Bsskocte», «Bona», «Tsxensle Metamiby U «MexaHnueckue
BKJIIOUEHUS» YKA3bIBAIOT BEPXHUM M HWDKHUN Mpezesibl OTKIOHEHHSI B COOTBETCTBYIOUIMX €IMHUIAX
HU3MEPEHHUS.

Jlis  romeomnaTHYeCKHX IpenapaToB, JIEKAPCTBEHHBIX IMPENapaToB, M3TOTOBIEHHBIX U3
JIEKAPCTBEHHOT'O CHIPbsl MPUPOJAHOTO MPOUCXOKACHUS, BATAMUHOB pazzesl «PoJCTBEHHbIE TPUMECH»
HE BBOJUTCA.
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B paznene «M3Bnexaemblit 00beM» 1715 TAPEHTEPATBHBIX JIEKAPCTBEHHBIX CPEJCTB YKA3bIBACTCS
HOMUHAJILHBIN 00BEM 3aIOTHEHUS IEPBUYHOM YIIAKOBKHU CO CCHUIKOM Ha o0mryro ctaThio ['® PK.

B pasnene «OqHOpOIHOCTD COAEPKAHUS) YCTaHABIMBAIOTCS IIPEIEIIbl OTKIOHEHUS COAEPIKAHUS
JIeMCTBYIOILETO BEIECTBA B €IMHULIE JO3UPOBAHHOIO Ipenaparta (TalieTke, Kancyse, Cylo3uTOpuu U
JpyTHE).

B pasmene «KonuuecTBeHHOE — OmpenercHHE» — NPUBOJUTCS  ONHUCAHUE  METOIUKH
KOJIMYECTBEHHOI'0 OIPENEICHMs] IEHCTBYIOIIETO BEIIECTBA U HOPM OTKJIIOHEHHS €r0 COJEp’KaHus B
JIEKapCTBEHHOM Ipenapate. HopMbl OTKIOHEHUS cOonepKaHUs IEHCTBYIOIIErO BEIECTBA BHIPAYKAIOTCS
B €IMHULAX Macchl (FpaMMbl, MUJUIMTPAMMBbl, MUKPOIPaMMbI), MAacCOBOHl H0iM (TPOLEHTHI) WU
aKTUBHOCTH (€IMHMILIbI AEHCTBHS) Ha €IUHMILY Macchl AEHCTBYIOLIEro BemecTBa. HopMbl OTKIIOHEHUS
PacCUMUTHIBAOTCS AJIS JO3UPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB HA MAcCy €UHUIIbI JIEKapCTBEHHOMN
(GopMBI U ISl pacCTBOPOB IapeHTEpalbHOro MpuMeHeHust Ha 1 mwimmnutp (1 auTp) wim exuHULy
(hacoBku.

Topsiook cocmasnenus, paspabomxu u opopmnenuss AH/ (BAH/)
Ha JIeKapCMBEHHOE PACMUMENbHOE CblPbe

Creuundukanusi KauecTBa JIEKapCTBEHHOTO PAaCTUTENILHOTO ChIphs OmpenesseTcs ee (husnko-
XUMUYECKUMH CBOMCTBAMU U IPUPOIOM.

Ha3Banne Ha JaTUHCKOM, TOCYJapCTBEHHOM M PYCCKOM SI3bIKax NPHUBOJMUTCS BO
MHO>KECTBEHHOM 4Hcie (JUCThs, KOPHU, KOpHEBUINA, cemeHa). Hanpumep: JIbHa MOCEBHOrO CEMEHa;
MSITBI IEPEYHOM JIUCTHSI.

B Ha3zBaHuMM (acOBaHHOTO JIEKAPCTBEHHOI'O PACTUTENILHOTO ChIpbS IEPBBIM  YyKa3blBaeTcCs
Ha3BaHME MPOU3BOJALIETO PACTEHUS B POAMUTEIBLHOM TMajeke, 3aTeM JieKapcTBeHHas ¢opma B
MMEHUTEJIBHOM Najiexe (Tpasa, coop, Opuket). Hanpumep: Pomaiiiku ante4Hoi IBETKOB OpUKET.

Crneuundukanuss KadyecTBa JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPbSl  OMpenessieTcss ee
(U3HYECKUMU, XUMUYECKUMU CBOMCTBAMH U TIPUPOJIOMN.

B pa3smene «BHemHue nOpU3HAKW» TNPUBOJUTCS KPATKOE ONUCAHUE XapaKTEPHBIX
MOP(OJIOTHYECKUX MPHU3HAKOB IEIFHOTO U M3MEIBbUYEHHOTO CBHIPhs: LIBET, 3amax, BKyc u apyroe. s
CBIPbS, COAEPIKALIETO AI0BUTHIE BEIIECTBA, BKYC HE ONPEIEIAETCS.

JlJis U3MENbYEHHOTO ChIPbS MPUBOAATCSA pa3Mephl YaCTHUIl CHIPbS W MPH HEOOXOAUMOCTH €T0
XapaKTepUCTHKA.

B paznene «Mukpockonus» yCTaHaBIMBAIOTCS JUATHOCTMUECKUE MPU3HAKK AaHATOMUYECKOTO
CTPOEHHUS ChIPbsI, UJUTFOCTPUPOBAHHOTO MUKPO(OTOrpadpusiMKU UITH pUCYHKAMHU.

B pazpene «neHtudukanus» NPUBOAATCS METOAWKH BBITIONHEHUS PEAKIUd, B TOM YHUCIE
MHUKPOXUMUYECKHUX, TUCTOXUMHUYECKUX peakiuii (He MeHee 2 peakmuil Wi mpol), a Takke Apyrue
METOJIMKH UCTIBITAHUN (XpoMaTorpapuieckue).

B paznenax, cBsI3aHHBIX C OIIPEIEIICHUEM YHCIOBBIX MOKa3aTeNlel yCTaHABIMBAIOTCS HOPMBI:

- cojlepkaHusi (apMakoJIOTHUYECKH AKTUBHBIX BEIIECTB M JKCTPAKTUBHBIX BEIECTB
MPOIICHTaX WU Ononornyeckor aktuBHOCTH B enuauIax aeicteus (JIEI, KEJl u apyroe);
- BJI&KHOCTH (TIOTEPsl B Macce MPU BHICYILIMBAHNH );

- 307161 0011IeH 1 HepacTBOpUMOU B 10 % KucI0TE XJIOPOBOIOPOAHOM;

- IOMyCTUMBIX IpUMecel (OpraHMYeCKuX U MUHEPATIbHBIX);

- YaCTHIl CBHIPbSl, YTPAaTUBLIMX €CTECTBEHHYI) OKpAacKy, a TaKXe€ YacTell pacTeHus, He
MOTIEXKAIUX COOPY;

- I3MEJTLYCHHOCTH (CUTOBOM aHAIH3).
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B paznene «PacagaeMoCTh» yKa3bIBaeTCsi BpeMsl MOJTHOTO paclaja pe3aHo - MPeCCOBAaHHON U
(acoBaHHO POAYKIIMH B OpHKETaxX B KUIKOU Cpejie.

B paznene «OHOPOIHOCTh MAaCChl» YKA3bIBAIOTCS MPEEIIbl OTKIIOHEHUH MacChl COAEP)KUMOTO
KaXJIOW YITaKOBKU M UCTIBITYEMOT'0 KOJMUECTBA YIAKOBOK.

B paznene «YmakoBka» yKa3bIBalOTCS BU/IbI YIIAKOBKH JJIS IIETBHOTO U M3MEJIBYEHHOTO ChIPBS,
(acoBaHHOW NPOAYKUIMH (LETBHOTO — MENIKH, TIOKH M TOMY IT0J00HOE, M3MEIbYEHHOTO — MayKHy,
KOpOOKH U TOMY 10100HO€; (pacOBaHHOM MPOAYKIMU — MAYKH, MAKEThl, OPUKETHI, (PUIBTP-TIAKETH U
TOMY MOJI00HOE).

Ilopsiook npedocmasnenus npoekmos AH/ (BAH/]) na skcnepmu3y u ymeepaicoerue

ITpoextr AH/] (BAH/I), noanucaHHbli 3aBUTENEM IPEACTABISETCA B PETUCTPALIMOHHOM JIOChE
B COOTBETCTBUHU C NPABUWJIAMU T'OCYJapCTBEHHON pPErucTpaluy, MEepeperucTpaluy JIeKapCTBEHHBIX
cpencts B PecyOnuke KazaxcraH, yTBep>kIeHHBIMH MUHUCTEPCTBOM 3][paBOOXpaHeHus Pecybmmku
Ka3zaxcran.

IIpoext AH/] (BAH/I) conpoBoxaeTcss NOsICHUTEIbHON 3anuckoil. [losicHuTenpHas 3anucka
JIOJKHA CO/IEPKaTh:

1) Ha3BaHWe MNPEONPUITUSA-TIPOU3BOIUTENS U pa3paborynka (IpU  HEOOXOAMMOCTH)
JIEKapCTBEHHOT'O CPE/ICTBA;

2) HaWMCHOBAHHWE U COCTAaB JICKAPCTBEHHOI'O CPEJICTBA;

3) CTPYKTYPHYIO M SMIHPUYECKYIO (hopMyny aeicTByromiero(nx) BemiectBa(B) U €ro (Mx)
OTHOCHUTEJIbHYIO MOJIEKYJIIPHYIO Maccy;

4) KpaTKoe OINHMCaHWE CHHTEe3a ¥ TEXHOJIOTHH MOJTYYCHHUS JIEKapCTBEHHOTO CPEICTBA, KOHTPOJIb
B IIPOLIECCE NTPOU3BOJICTBA;

5) mnoapoOHOEe 00OCHOBaHWE HPHUBEICHHBIX B NMPOCKTE METOIMK HCIBITAHUS, MMOKa3aTeel
KauecTBa U HOPM UX OTKJIOHEHHS,

6) cBemeHHS O KOMMYECTBE 00PA3IIOB U TEXHOJIOTHYECKON JOKYMEHTAIUH, HCIIOJIB3YEMBIX LIS
MIPOEKTA;

7) o0ocHOBaHME OTKIOHEHHH 0T 00X TpedoBanuii ['® PK (mpu Hannyun);

8) ykazaHWe O HOBH3HE WJIM OPUTHHAIBHOCTH pa3padaThiBAEMOr0 JIEKAPCTBEHHOTO CPEIICTBA;
B Cly4yae €ro OTCYTCTBHUS CPaBHEHHUS 10 KayeCTBY C aHAJIOraMU Ha OCHOBAaHUHM COOTBETCTBYIOIIMX
MOHOTpaduii Beaymux (papmaxornei;

9) obocHOBaHME CPOKA M YCIIOBHI XpaHSHHUS JISKAPCTBEHHOT'O CPEICTBA B JAHHOW YIIaKOBKE, C
MIPEJCTaBICHUEM OTYeTa 00 MCIIBITAHUSIX CTAOMIIBHOCTH;

10) pe3ynbTaThl BaJHIAIIMHA METOIMK UCTIBITAHHIA;

11) mepeyeHb HCIOIB30BAHHOM JIUTEPATYPHI.

[TosicHuTenpHas 3amucka MOJMUCHIBACTCS 3asBUTENIEM JIEKAPCTBEHHOTO CPEJICTBA U 3aBepsieTcs
Ie4aTbio.

Okcneptu3a mnpoekra AHJl (BAHJI) mnpoBogutcs OpraHu3alMed, OINpeeTCHHON
MunucrepcTBoM 37paBooxpaHeHusi PecrnyOnmku Kaszaxcran. Ilo pesynbratam mpoBeaeHHOU
skcrieptussl mpoekt AHJI (BAH/I) moeT ObITh BO3BpalleH Ha JOPaOOTKY.

ITpu skcneptuze mpoekra AHJ] (BAH/I) mnpoBoauTcs oOleHKa €ro Hay4yHO-TEXHHYECKOTO
YPOBHSI U COOTBETCTBHS COBPEMEHHBIM TPEOOBAHUAM, IPEIBSBIAEMBIM K KaUECTBY JICKAPCTBEHHOIO
CPEJCTBA, B TOM YHCIIE:

1) cooTBeTrcTBUS IOKa3aTeled KayecTBa M HOPM MX OTKIOHEHHS, a TakXKe YHNaKOBKH
tpeboBanusm I'® PK u npyrux HopMaTtuBHBIX 1oKyMeHTOB Pecryonuku Kazaxcran;

2) OAHO3HAYHOCTh YMOTPEOJIAEMBIX TEPMHUHOB U OMNpEAETICHUN, KOPPEKTHOCTH NPUMEHEHUS
XMUMHAYECKON HOMEHKJIATYphl BEIIECTB U €AMHUIL] U3MEPEHHS (PU3UMUECKUX BEINYHH.
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[Tocne npoeaenus axcneptussl mpoektT AHJI (BAH/I) nepenaercs na yreepxaenue B Komurer
¢dapmanun Munuctepcersa 3apaBooxpanenus Pecyonuku Kazaxcran.

AHJI (BAHJ) yrBepxkuaercs npukazoM Komwurera dapmamum  MuHucCTepcTBa
3npaBooxpaneHusi PecnyOnuku Kaszaxcran, peructpupyercs U BHOCUTCS B PeecTp HOpMaTHBHO-
TEXHUYECKOH JJOKYMEHTAIIUH B TIOPSIIKE OCIEI0BATEIbHON HyMepalry Ha JIEKTPOHHBIX (0yMaXKHBIX)
HOCHTETISIX.

O6o3nauenne AHJ[ (BAHJI) cocroutr u3 abGOpeBHAaTyphl HOPMAaTHBHO-TEXHHUYECKOTO
nokymenta (AHJ, BAHJI), nnnekca MwunHuctepcTBa 3apaBooxpaHeHuss PecnyOnmku Kasaxcras,
HOMeEpa, MPUCBOEHHOT'O IOKYMEHTY IPH €ro PErUCTPALMH U MOCTIeIHUX ABYX U (P roja yTBep KICHHS,
pasneneHHbIX MexX Iy coboit neducom. Hanmpumep: AHJL PK 42-0352-06, rae:

AH/I - aG6peBuarypa HOpMaTUBHO-TEXHUYECKOTO JOKYMEHTA;
PK 42 — uanexc MunucrepcTBa 31paBooxpanenus PecyOnuku
Kazaxcran;
0352 — peructpanmoHHbIi HOMep 10 Peectpy;
06 — nBe nmocneaaue UG PHI TOAA YTBEPKIACHHUSI HOPMATHBHO-
TEXHUYECKOTO TOKyMEHTA.

Hepxarenem noanuaaukoB AHJI (BAHJ) sBustorcs Komurer dapmanun MunucrepcTBa
3npaBooxpaHeHusi PecnyOnuku Kaszaxcrtan wiam opraHuzanusi, UM YIOJIHOMOYEHHas, a Takxke
peaNpUsSTHE-TIPON3BOIUTEND (Pa3padOTUHK).

Odunmanbaass uHbopManms o0 yrBepkaenun AHJ[ (BAHJ/I) w komust yTBEp>KIEHHOTO
9K3eMIUIsipa Hampamisgercss B KOMHUTET 1O TEXHHYECKOMY PpEryJIMpPOBaHUIO W  METPOJIOTUU
MunuctepcTBa uHAYCTpUU U ToproBiu PecnyOnuku KazaxcraH.

Ilepeuenv ocnoenvix pasoenoe AH/ (BAH/]) na nexapcmeennvie cpeocmaa

1. Jlexapcmeennas cyocmanyus

©

=
~
=

HanmenoBanue pasaciia

Omnmncanue

PacTtBOopuMOCTB

Wnentndukanus

Temnepatypa miaBaeHus™
TemnepaTypa KUTIEHUS] WJIM TEMIIEPATYPHBIC MTPEICIIbI IEPETOHKU *
TemnepaTypa 3aTBepIeBaHMs >
OTHOCHUTENbHAS IIIOTHOCTE™

VY nenpHOE ONTHYECKOE BpalleHHe™

YV 1enpHBINA ITOKa3aTeNb OTJIOMEHUSI ™
IToka3zaTenb npeaIoMICHHUS ™
BsaskocTp*

[Toka3zaTenu kauecTBa pacTBopa:

- IPO3PAaYHOCTh

- IIBETHOCTH*

- KHCIOTHOCTD, IIEI0YHOCTD

- pH*

13. | MexanuuecKkne BKIIOUYEHUS

14. | PoncTBeHHBIC IPUMECH:

© XN U W IN =

-
©

e D
N =
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- HICHTUPUITUPYEMbIC TPUMECH

- HEUICHTUPHUIHPYEMBbIC TIPUMECH

- CyMMa IpuUMecen

15. | OcraTouyHbIe KOTHYECTBA OPIrAHUYECKUX PACTBOPUTEICH™
16. | JlerkooOyrimBaroniiecs BeniecTea™

17. | MukpoOuosioruyeckas YucToTa WU CTEPUIHbHOCTh

18. | Heoprannyeckue aHUOHBI (XJIOPUIBI, CYJIb(aThl, HUTPAThl U TaK Jajnee)™
19. | Heopranuuecknue KaTHOHBI (3kene30 u apyrue)™*

20. | IToTteps B Macce npu BHICYIIMBAHUHW WM Boja™

21. | IluporeHsl wiu OaKTepUATBHBIC YHIOTOKCHHBI ™

22. | AHOMaNbHAsE TOKCUYHOCTB™®

23. | MbIbsk™®

24. | Tsbxenble METAJUTBI™

25. | ConeprkaHue BENIECTB THCTAMUHOIIOO0OHOTO JeHCTBUS ™
26. | OOGmrast 301a wiu cyabgaTtHas 30ma*

27. | KoanvecTBEeHHOE ONPEACIICHHUE

28. | YmakoBka

29. | MapkupoBka

30. | TpancoptupoBaHue

31. | Xpanenue

32. | Cpoxk xpanenus/[leprnoa mepeKOHTPOIIS

33. | OcHoBHOE (hapMaKOJIOTHUECKOE JICHCTBUE

34. | Mepsl pe1ocTOPOKHOCTH™

[Mpumeduanue. Pa3gensl, oTMedeHHBIC «*» BKIIOYAIOT B 3aBHCHMOCTH OT TPUPOJLI U Ha3HAYCHHS
cyOctanimu. JlomyckaeTcsi BBECHHE IPYTHX Pa3/ieioB

2. >KI/II[KI/IC JICKApCTBCHHBIC (I)OpMBI JJId TIApCHTCPAJIbHOT'O BBCICHUA

=

HanmenoBanue pas3aciia

Onucaunue

Nnentudukaius (B TOM 4MCiie aHTUMUKPOOHBIX KOCEPBAHTOB)

[Ipo3paynocTh

I[BeTHOCTR™

Bpewmst pacTBopeHus

KI/ICJ'IOTHOCTB, MICJIOYHOCTh UJIN pH

MexaHn4JecKne BKIIOUEHHS

OTHOCHUTENBHAS [UIOTHOCTH™

© @O INo g Wi

Bsskocte*

-
©

PoxcrBennbie npumecu:

- UACHTHPUIHPYEMbIe IPUMECH

- HeUJCHTH(DHUIIUPYEMBIE TIPUMECH
- CyMMa IIpUMeECei

11. | H3Baexaemblil 00bEM

12. | TluporeHs! unu OaKTepUAIbHBIC YHIOTOKCHHBI™

13. | AHOMasBpHAasA TOKCUYHOCTE*
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14. | ConeprxkaHue BEIIECTB TUCTAMHHONOIO0HOTO IeHCTBUS ™

15. | CtepunbHOCTh

16. | AHTUMUKPOOHBIE KOHCEPBAHTHI

17. | Koau4yecTBEHHOE ONPECIICHHE

18. | YmakoBka

19. | MapkupoBka

20. | TpancnopTtupoBaHue

21. | XpaHeHue

22. | Cpok xpaHeHus

23. | OcHOBHOE (hapMaKOJIOTHIECKOE JACHCTBHE

24. | Mepsl mpe1ocTOPOKHOCTH ™

[Tpumeuanue. Pa3nensl, oTMeUeHHBIE «*» BKIIIOYAIOT B 3aBUCHMOCTH OT IPHUPOJBI JICKAPCTBEHHOTO
BeniectBa.Bximouenue 13 u 14 paszgenoB oOs3aTenbHO Ui MH(Y3HOHHBIX pacTBOpoB.Jlomyckaercs
BBEJ/ICHHE JPYTHX Pa3JIElIOB.

3. Cyxue hopmbl A HapeHTEPaTLHOTO IPUMEHEHUS

1/ HaumenoBanue pasaciia

Omnucanue
Wnentudukanus
OIHOPOAHOCTH MACChI

Bpewmst pactBopeHus

[Tokasarenu kauecTBa pacTBopa:

- IPO3paYHOCTh

- I[BETHOCTh

- KHCJIOTHOCTb, MIEJIOYHOCTh Wi pH
MexaHn4eCcKHe BKIFOUEHHUS

6. PopictBeHHbIe TpUMeECH:

- HJICHTUPUITUPYEMBIC TTPUMECH

- HeUJCHTUPHUIHPYEMbIE TIPUMECH

- CyMMa IpuMecen

7 IToTepst B Macce Ipy BBICYIITUBAHUH WJIU BOJA
8. | IluporeHsl Wi OaKTEpUAITBHBIC YHIOTOKCHHBI
9 AHOMabHass TOKCUYHOCTE*

10. | ConeprxkaHue BEIIECTB THCTAMHHOIIOAO0HOTO ACHCTBUSA™
11. | CtepunbHOCTh

12. | OgHOPOAHOCTH COACPIKAHUS *

13. | KonnvecTBeHHOE OIpeICIICHIE

14. | YmakoBka

15. | MapkupoBka

16. | TpancopTupoBaHHE

17. | Xpanenue

18. | Cpok xpaHeHust

19. | OcHOBHOE (hapMaKOJIOTHUCCKOE JICHCTBUE

Eal Rl Il I Ll I
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| 20. ‘ MepsI TpeI0CTOPOKHOCTH ™ ‘
[Ipumeuanue. Pa3nenbl, OTMEUEHHBIE «*» BKJIIOYAIOT B 3aBUCHUMOCTH OT MPHUPOJbI JEKApPCTBEHHOT'O
BemecTBa. JlomyckaeTcs BBeIeHHE APYTHUX PA3/IEIIOB

4. I'ma3Hble KatuIA

S

HaunmenoBanue pasaciia

Onucanue

Nnentudukanus (B TOM 4HCiie aHTHMUKPOOHBIX KOHCEPBAHTOB)
[Ipo3paynocTs

IIBeTHOCTH

KucnorHocts, menouynocts uin pH

MexaHnuecKue BKIIOUCHUS

Bsi3kocTh (B ciiydae MPUCYTCTBUS BENIECTB 00YCIOBIMBAIOIINX BI3KOCTD)
OcMoIsIpHOCTH (OCMOJISTTBHOCTD)

PonctBenHble npumecH:

- UACHTHPUIIPYEMbIE TIPUMECH

- HeUJCHTU(PUIIUPYEMbIE IPUMECU

- CyMMa IpuMecen

10.| O6bemM 3anoJIHEHHsI YITAKOBKH

11.| CtepunbHOCTH

12.| KonndecTBeHHOE Onpeie/ieHNe

13.| YmakoBka

14.| MapkupoBka

15.| TpancniopTupoBaHue

16.| Xpanenue

17.| Cpok XxpaHeHHUs

18.| OcHoBHOE (hapMaKOJIOTHIECKOE JICHCTBHE

[Ipumeuanue. Pa3nensl, oTMeueHHBIE «*)» BKIIOYAIOT B 3aBUCUMOCTH OT MPUPOJIBI JTEKAPCTBEHHOTO
BemiecTsa. [lomyckaercsi BBEICHUE IPYTHX Pa3lIesioB

© 0N 0w N = E

5. Kunkue nekapcTBeHHbIE (HOPMBI
JUIsl BHYTPEHHETO U Hapy>KHOT'O IPUMEHEHUS

n/n | HaumeHnoBanwme pasnena

Onuncanue

Wnentudukanys (B TOM YHCIIe aHTUMUKPOOHBIX KOHCEPBAHTOB)
KHCJIOTHOCTb, IEJTOYHOCTh Witk pH™

OTHOCUTENIbHAS IIJIOTHOCTh

Bsi3kocTh

PoncrBenHbie pumMecu:

- UICHTUPUITPYEMbIE TIPUMECH

- HEWJICHTH(UITUPYEMbIC TPUMECH

DM IN =
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- CyMMa IpUMecen

O06beM 3anoNHeHNs YIaKOBKU

MuxkpoOuosioruyeckas YucToTa

KonnuectBennoe OIpCACIICHUC

VYnakoBka

MapkupoBka

TpancnoptupoBanue

XpaHeHue

R0l ~l

Cpoxk xpaHeHust

1 OcnHoBHOE (hapMaKOJIOTHUECKOE IEHCTBHE

HpI/IMeanI/IC. PaBHeHH, OTMEUEHHBIE «*» BKIIIOYAIOT B 3aBUCHMOCTH OT npupoabl JICKAPCTBCHHOI'O
BE€IICCTBA. Z[J'IH TOMCOIMMaTHYCCKUX MPEIIapaToB, a TAKXKE JICKAPCTBCHHBIX IMPEIIapaToB, N3IrOTOBJICHHBIX

W3 JICKaPCTBEHHOTO CHIPbSl MPUPOAHOTO MPOUCXOXKJIEHUS U BUTAMUHOB
MpUMecH» He BBOJIUTCS. JlomyckaeTcs BBeIeHUE IPYTUX pa3/eioB.

6. Aspo3onu

pasaen «PoacTBeHHbIE

n/n | HaumeHnoBanue pasnena

Omnucaune

Wnentndukanys

[IpoBepka gaBieHUs

ITpoBepka repMeTHYHOCTH OAJIIIOHA

HcnpiTaHne BEHTUIBHOTO YCTPOMCTBA

Macca no3er*

KonnuecTBo /103 B ynakoBKe (JUIs TO3UPOBAHHBIX a3p030Jiei)™

BpIxoa coaep:KUMOro yrakoBKH

Pa3mep wactuir adpo3ons (cycneHzun)*

Bonma

RP|IER|IOONIOMIDIIN [

PoxncteenHble npumecu:

- UIECHTUPUIPYEMble TPUMECH

- HeWICHTUPHUIIUPYEMBbIE TIPUMECH
- CyMMa IpuMecen

MuxkpoOuosiornyeckas YucToTa

OIHOPOAHOCTH COACPKAHMS B 103€™

KosmuecTBeHHOE OnpeaeneHme

YnakoBka

MapkupoBka

TpancnoptupoBaHue

XpaHeHue

Cpok xpaHeHus

N [ e e e [ [ [

OcHoBHOE (hapMaKOJIOTHYECKOE JeHCTBHE

HpI/IMe‘IaHI/Ie. PaS,Z[eJ'IBI, OTMEYEHHBIE «*» BKIOYAIOT B 3aBUCHMOCTH OT IIPUPOAbL

JICKAPCTBCHHOT'O BCIICCTBA. ,Z[OHYCKaGTCﬂ BBCACHHUC JPYTHUX PA3aCI0B
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7. TabneTku

Ne | HaumeHnoBanue paszzaena
/11

Omnucanue

Wnentudukaims (B TOM YUCIE KPACUTENECH)
Cpennsis Macca 1 OTHOPOJHOCTh MacChl
[ToTepst B Macce Mpu BBICYIIMBAHUH ™
Tanbk, adpocuin™

Pacnamaemocts

PacTBOopeHnue

PoncrBennbie npumecu:

- UICHTUPUITIPYEMbIEe TPUMECH

- HeUICHTH(PUITUPYEMbIE TTPUMECH

- CyMMa [IpUMecen

Hctupaemoctrp™

Teepnoctp™

Crenenp aucreprupoBanus™
MuxkpoOuoJioruyeckas Y4ucToTa
OAHOPOJTHOCTH COJIepKaHuUs
KonnuecTBeHHOE OonpeiesieHne
YmakoBka

MapkupoBka

TpancnoprupoBaHue

XpaHeHue

Cpok xpaHeHus

4 OcHoBHOe (hapMakoIOTHUeCcKOe JICHCTBUE
[Ipumeuanue. Paznensl, oTMEUEHHBIE «*)» BKIIOYAIOT B 3aBUCHMOCTH OT MPHUPOJIBI JICKAPCTBEHHOTO
BellecTBa. [lonmyckaeTcsi BBeIeHHE IPYTUX pa3/ielioB

O~ OIN) [

Ry JEEY RN FEEY FEEy) JEEY) JEEY FEEY PN IS I %o

8. Kancyuel

n/ | HaumenoBsanue pasaciia

Ornucanvuie Karcyibl U COIASPIKUMOTO
Wnentudukanuys (B TOM 4KClIe KpacuTeen)
CpenHsisi Macca ¥ OJTHOPOJTHOCTh MACCHI
Pacnamaemocts*

PacTBOpeHue

PoncrBenHble npumecu:

- UIeHTUPUIIPYEMbIE TPUMECH

- HeUJCHTUPHUIHPYEMbIE TIPUMECH

- CyMMa NpuMecen
MukpoOuosioruyeckasi YucToTa
OAHOPOTHOCTH COJIEpKaHuUs
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KosinuecTBEeHHOE OmpeeneHue
YnakoBka

MapkupoBka

TpancnoptupoBaHue

XpaHeHue

Cpok xpaHeHus

OcHOBHOE (hapMaKOJOTHIECKOE JEHCTBHE

[Ipumeuanue. Pa3zmensl, OTMEUYEHHbIE «*» BKIIOYAIOT B 3aBUCUMOCTH OT MPUPOJIBI
JIeKapCTBEHHOTI'0 BellecTBa. JlomyckaeTcst BBEACHUE APYTUX Pa3/IeoB.

9. Cynmosutopun

No HaumenoBanue paznena
/i

Onucanue

Wnentudukanuys

Cpeansisi Macca U OJJHOPOJIHOCTh MaCChI

Temnepatypa IUIaBJIeHUs] WM BpeMsl IOJTHOU AeopMaIiy U pacragaeMOCTH
PonctBennble npumecu:*

- HACHTHPUIHPYEMbIE TIPUMECH

- HeUJeHTU(PHUIIUPYEMbIE IPUMECU

- CyMMa IpuMecen

6.| PactBopeHue™

7.| MukpoOuosiornyeckasi YucToTa

8.| OJTHOPOIHOCTH CoJIep KaHuUs ™

9.| KonnuecTBeHHOE OnpesiesieHue

10 VYmakoBka

11} MapkupoBka

12 TpancnopTHpOBaHHE

13| Xpanenue

14 Cpok xpaHeHus

15 OcHoBHOE hapMaKOJIOTHIECKOE ACHCTBHE

[Ipumeuanue. Pa3gensl, oTMeueHHBIE «*)» BKIIOYAIOT B 3aBUCUMOCTH OT MPUPOJIBI JEKAPCTBEHHOTO
BelecTBa. Jlomyckaercst BBEAEHUE IPYTUX Pa3IeiioB,

g wN e

10. Msirkue nexapcTBEeHHBIE (POPMBI

Ne HaumenoBanue pasnena
/11

Ornucanue

Wnentudukanus

Macca coiepKUMOro ynakoBKH
pH*

Pa3mep vactuir®

PoxcrBennsle npumecu: *

SHEAE AN o
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- UACHTHPUIHPYEMbIE TIPUMECH

- HeUJCHTU(PUIIUPYEMbIE IPUMECU

- CyMMa IpuMecen

7.| MukpoOuosornyeckasi YuCTOTa WM CTEPUIbHOCTD
8.| KonmuecTBeHHOE OnpesiesieHue

9.| YnakoBka

10 MapkupoBka

11| TpancnopTupoBaHue

12| Xpanenue

13 Cpok xpaHeHHS

14 OcHoBHOE (hapMaKOJOTHYECKOE NEHCTBUE
[Ipumedanue. Pa3gensi, oTMedeHHBIC «*» BKIIIOYAIOT B 3aBHCHMOCTH OT MPHUPOABI U HAa3HAYCHUS
cyOctaniuu. JlomyckaeTcsi BBECHHE IPYTHX Pa3/ieioB

11. Hacroiiku

o

HanmenoBaHue pasaciia

=
=
=

Omnucanue

Wnentndukanys

Copep:xaHue 3TaHOJIa WJIM OTHOCUTEJIbHAS INIOTHOCTh
Cyxoif ocTaTok

Tspkenple MeTaIbI

O0BeM 3amoHeHNs YIaKOBKH
KonnuecTBeHHOE omnpe/iesieHre
YmakoBka

MapkupoBka

TpancnopTupoBaHue

XpaHeHue

Cpok xpaHeHus

OcHoBHOE (hapMaKOJIOTHYECKOE JICHCTBHE

XN Os W N

[EY
o

o L
N =

12. DKCTpaKTHI

Ne
/1 HaumenoBanwue pa3aena

Ornucanue

TTogmuHHOCTE

OTHOCHTENBHAS ITIOTHOCTh MJTU COJCPXKAHUE dTaHOJIa (SKUKHE IKCTPAKTHI)
Cyxoit ocTaToK (KUAKUE SKCTPAKTHI)

[ToTepsi B Macce Mpu BBICYIIMBAHUU (TYCThIE M CYXHE SKCTPAKTHI)

Tsxesnple METaJLIIb

O0beM 3aroTHEHHS YITAKOBKH (FKUIKHUE SKCTPAKTHI)

Cpennsist Macca (JI03UpOBaHHbIE 3KCTPAKTHI) ™

['panynomeTpudecKkuii cocTaB (CyXHe IKCTPAKThI)

XN O~ wWINE
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10

MuxkpoOuoJiornyeckas Y4ucToTa

11

KonuuectBennoe OIIpCACIICHUC

12

YnakoBka

13

MapkupoBka

14

TpancnoptupoBanue

15

XpaHeHue

16

Cpok xpaHeHus

17

OcHoBHOE (hapMaKOJOTUYECKOE JICHCTBUE

13. JIekapCTBEHHOE PaCTUTEIHLHOE CHIPHE

HaumenoBanue paznena

Mukpockonus

HI[GHTI/I(bI/IKaHI/ISI, B TOM YHCJIC KQYCCTBECHHBIC pCaKIIN1

YucnoBble NOKa3aTENN Il LENBHOIO U U3MEIBUEHHOT'O ChIPbSI

1) mporuieHTHOE cozep)aHue (apMaKOJIOTHUECKH AKTUBHBIX BEHICCTB MM HMX
Ouosiornueckas akTUBHOCTb;

2) BIQXHOCTb (TIOTEPsI B Macce MPH BHICYIIMBAHIH);

3) 30ma obmias;

4) 3oma HepactBopuMas B 10% KHCIOTE XJIOPOBOIOPOIHOM;

5) nmomyctumMble npuMecH (OpraHHYeCKHe 1 MUHEPaJIbHbIC);

6) M3MeNbYCHHOCTh (CHUTOBOM aHAJIH3)

KonnuecrBennoe OIIPCACIICHUC

MuxkpoOuosiornyeckas 4ucToTa

PacnagaemocTs (OpHKETHI U pe3aHO-TIpecCOBAaHHAS MPOTYKIIHS)

OpHopoaHOCTh Macchl (OpUKETHI U pe3aHO-TIPecCOBaHHAs MPOTYKLIS)

VYnakoBka

MapkupoBka

XpaHeHue

Cpok xpaHeHHUsI

TpancnoprtupoBanue

OcHOBHOE (hapMaKOJIOTUIECKOE ACHCTBUE

NinocTpaTuBHBIA MaTepHuaJ:
- mpesenTaiyst Microsoft Power Point.

Jlureparypa
OCHOBHaASI:
Ha PYCCKOM S3BIKE:
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1. ApsicranoBa T.A. ®apmaneBrtuueckas xumus: ydeOHUK, ToM l. (2-oe u3manme). «Sky
Systems», 2021. -640 c.

2. ApeicranoBa T.A. ®apmaneBtuueckas xumus: ydeOnuk, Tom II. (2-oe m3nmanme). «Sky
Systems», 2021. -572 c.

3. ApeicranoBa T.A. @apmaneBTuyeckas Xxumusi: yueOHuk, ToMm I: - Anmatel: «9Bepo», 2015.-
640 c.

4. ApwictanoBa T.A. @apmanieBTHUeCcKast XUMUS: yueOHUK, ToM I1:- Anmater: «9Bepo», 2015.-
572 c.

5. T'ocynapctBennas ¢apmaxomness Pecyonuku Kazaxcran.-Anmatsr:«Kubek xonbn», 2008.-
Towm 1.- 592c.

6. I'ocynapctBennas apmaxones: Peciyonuku Kazaxcran.- Anmatsr:«Kubek xomsn», 2009.-
Towm 2.- 804c.

7. TocynapctBennas ¢apmaxomnesi Pecyonuku Kazaxcran.-Anmatsr:«Kubek xonbi», 2014.-
Towm 3.-729c.

8. Kontpons kauectBa u crangaprusanus JIC: meroandeckoe nocobue / mox pen. Pamenckoii I
B., Opna6aeoii C. K.-M: I MI'MY; - llleimkent: FOKT'®A, 2015. - 248 c.

9. Opnabaesa C.K. Ananu3 JeKapCTBEHHBIX IpeNapaToB, IPOU3BOJHBIX apPOMaTUYECKUX
coeMHEeHM: yueOHoe mocooue.-IlIbMkenT: «Onem», 2015.-249 c.

10. Pamenckas I'.B. ®apmaneBruueckas xumusi: yaeouuk.-M.: BUHOM. Jlaboparopus 3HaHUH,
2015.-467 c.

11. PykoBOACTBO K JIaOOpaTOPHBIM 3aHATHSM IO (papManeBTU4YeCKON XUMHH O] peAaKIn-ei
I'.B. Pamenckoii.-M.: IIunort, 2016.-352 c.

12. ®apmakoness EADC. — Mocksa, 2021.- 566 c.

13. Xamuynnmus, @. A. UHpakpacHas crieKTpockomnus B (papMarieBTHIECKOM aHAIIU3e: yueOHOe
mocobue / - M.: I'90TAP-Menuna, 2017. - 160 ¢

14. Maxosa E.I'. «Ilonydyenue u cranaapTu3anus TpOU3BOIHBIX TNIMIIUPPUZUHOBON KUCIIO-THI C
TyOepKyIoCTaTn4ecKoil akTuBHOCThIO», LIpMKeHT, FOKI'®A,20.06.2013

15. HamupoBa C.H. «®apmarieBTHUeCKHil aHAIM3 JIEKAPCTBEHHBIX (HOPM METPOHM]IA30J1a),
IIemvrent, KOKIT'®A,17.06.2015

16. Cabpipxan A.A. «Pa3paboTka crmenudukanvii KauyecTBa W CTaHIAPTHU3ALUS TIUIUPPHU-
3MHOBOM KUCIOTED, IlIsiMkenT, KOKMA, 18.06.2020

17. AnuxomxkaeBa b. b. Ananutudeckas xumus : yaeoHoe nmocoobue / b. b. Anuxomxkaesa, P. A.
PycrambexoBa. - Anmatsl : OCIIU, 2023. - 220c

Ha Ka3aXCKOM SI3bIKE:

1. ApeictanoBa T.A. ®apmaneBtukansik xumus: OkynsiK. Tom 1. (2-mi 6aceutbim). «Sky
Systems», 2021. -604 c.

2. ApsicranoBa T.A. ®apmaneBtukanblk xuMus: Okynabik. Tom II. (2-mmi GacbutbiM). «Sky
Systemsy, 2021. -544 c.

3. ApeictanoBa T.O. @apmarnieBTUKaIBIK XuMusi: OKymbIK. T.1-Anmatsl: «9Bepo», 2015.-592 6.

4. ApbicranoBa T.9O. ®apmaneBTUKaNIbIK XUMUs: OKYJIBIK. T.2-AIMaThl: «OBepoy», 2015.-6026.

5. Kazakcran PecnyOnukaceiHbiH MemiiekeTTik ¢apmakoneschl.-AnMartel: «KiOGek KOoJbiy,
2008.-1 T.-5926.

6. Kazakcran PecnyOmukaceiHbiH MemitekeTTik ¢apmakomneschl.-AnMarel: «KiOGeK KOoJbIy,
2009.-2 T.-80406.

7. Kazakcran PecnyOmukaceiHbiH MemitekeTTik ¢apmakomneschl.-AnMarel: «KiOGeKk Kby,
2014.-3 T.-7096.
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8. OpnabaeBa C.K., Kapakynosa A.Ill. dapmarieBTHKAIBIK XUMHS: aPOMATTBIK KOCBUIBI-CTap.-
OkynsIK, Feur.keHec Oexit. (mpot Nell, 27.04.2016).-302 6.

9. KpacHos, E. A. ®apManusuiblKk XUMHsI CYpaKTap MEH jKayanTap TYPIHAE : OKy Kypaibl =
dapmarneBTHUYECKasi XMMUS B BOIIPOCaxX M OTBeTaX: yueOHoe mocodue. - M.: [DOTAP-Menua, 2016. -
704 ¢

10. OpnabaeBa C.K. I'muiuppu3uH KbIIIKBUIBI TYHIBUIAPBIHBIH JOPUIIK IpenapaTTapblHbIH
OipbIHFaiiJIaHFaH canachlH OaKpUIay 9MICTEMENIEpiH jKacay: FhUIBIMH-dJiCTeMeNiK HycKay.-lIIbIMKeHT:
«Onem».- 2013.-92 c.

11. Kapakynosa A.Il. «[ MUIMppU3HH KBIITKBUTBI TYBIHIBUIAPBIH TANIAY JKOHE CTaHAAPT-Tayda
(hbU3MKa-XUMUSIIBIK oAicTepal kemenai konaany», emvkent, FOKI'®A, 20.06.2013.

12. JloypenbexoB K. H. Anamutukaneik xumus : oKy Kypansl / K. H. JloypenOekos, JI. A.
Hunpnabexona, XK. K. PeiceimOeToBa. - Anmartel : DCIIH, 2023. - 268 6eT. ¢

JIOTIOJIHUTENIBHO:

1. ApsicranoBa T.A., ApeicranoB XX.M. MlHHOBalMOHHbIE TEXHOJOTHH B (hapMalleBTUYE-CKOM
o0pa3zoBaHuM: OOYYCHHE U KOHTPOJIb. YueOHO-MeToandeckoe mocooue. — llsmvkent, 2012.- 175¢.

2. KpacHos, E. A. ®apmanieBTHyeckasi XMUMUsl B BOIIPOCax M OTBETax: yueOHoe mocodue. - M.:
"JIutTeppa", 2016. - 352 c.

3. Opnabaesa C.K., HagupoBa C.H. YHu}pUIEpOBaHHBIE METOAMKH XPOMATOTpPaPUUCEKOro
aHaJIM3a JIEKapCTBEHHBIX (OPM METPOHHUAA30J1a: HAYYHO-METOAUYECKUue pexoMmeHaanuu.-1IIbIMKkeHT:
«Oiem», 2015. — 84 c.

4. TypcybekoBa, b. . beliopraHukaiblk IopidiK 3aTTapbl Taay: OKy Kypajbl.- AJIMaThI:
«9Bepor, 2016. - 120 6et. C

5. KonTponp kadecTBa M CTaHAApTH3alMs JICKAPCTBEHHBIX CpeACTB moja penakiuen [.B.
Pamenckoit u C.K. OpnabaeBoii.-YueOHO-MeTOIMUECKOEe 1MOCOONe Ha aHTIUICKOM S3bIKe.-YTB. Y.
coBetoM (mpot Ne 11 ot 29.03.2018). -336¢

6. OpnabaeBa C.K. dapmaneBTuueckass XuMusi. ApoMaTHUECKUE COEIMHEHUS.-y4eOHoe I10-
cobue Ha aHTJTMICKOM si3bIKe.-YTB. Y4 coBeToMm (mpoT Nel4 ot 27.06.2018).-320c.

7. Hanununa A.S. «Pa3paboTka METOAMK CTaHJApTU3ALMK JIEKApPCTBEHHBIX IIperapaTroB
MakKJItopbl opaHxeBoi», [lIsiMkent, FOKI'®A, 20.06.2017

8. KapabaeBa A.H. «AHanu3 HOBOTO OMOJIOTMYECKH aKTUBHOTO MPOM3BOJAHOTO MMHIA30JIa),
IIemvkent, FOKT'®A, 20.06.2017

9. AtsipxanoBa K.K. «/lopinmik mnpenapartapably OipblHFaiIaHFaH Tanjgay oicTeMeNepiH
xkacay», llIsimkent, FOKMA, 19.06.2018

10. bunaiibex P.H. «Kana Ouonorusiiblk OelceHAl MypuH TYBIHABICHIH Tannay», LlIbIMKeHT,
IOKMA, 21.06.2019

11. Tneyka0oin /. «Kana nopinik cyocranuus perinae 2,4,5-ymopoMUMUIa30Ibl 3€pTTEY»,
IIemvkent, FOKMA, 19.06.2021

12. English for the pharmaceutical industry: textbook / M. Bucheler [and etc.]. - New York:
Oxford University Press, 2014. - 96 p. +31. onT. auck (CD-ROM).

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

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

15. Method validation in pharmaceutical analisis: a guide to best practice / editors dr. Joachim
Ermer. - 2nd ed. - Germany: Wiley-VCH, 2015. - 418 p.
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16. Watson, David G. Pharmaceutical analysis: a textboor for pharmacy students and pharma-

ceutical chemists / David G. Watson. - 4th ed. - Philadelphia: Elsevier, 2017. - 459 p.

NG~ WONE

KoHTposbHbIE BONPOCHI

[opsinok cocraBnenus, pazpadorku u opopmienus AH/L (BAH);

Ha JIEKAPCTBEHHYIO CYOCTaHIIUIO;

[opsinok cocraBnenus, pazpadorku u opopmienus AH/L (BAH);

Ha JIEKApCTBEHHBIN IIpernapar;

[opsinok cocraBnenus, pazpadorku u opopmienus AH/L (BAH);

Ha JIEKAPCTBEHHOE PACTUTEIHHOE CBIPBE;

[Mopsinok npencrasnenus npoexktoB AH/] (BAH/I) Ha sxcriepTU3y U yTBEpKICHUE;

[Tepeuens ocHoBHBIX pa3aenoB AHJI (BAHJI) Ha yiekapcTBEeHHBIE CpelCTBa: CyOCTaHITUA,
KHUJIKAE JIeKapCTBEHHBbIE (POPMBI Il TMapeHTEpajbHOTO BBEICHHS, CyXxue (GOpPMBI IS
HapeHTePaTbHOTO MPUMEHEHUS T. 1.

Jlekuus 3
AHaJm3 nmoka3zarese KauecTBa Ta0J1eTOK, KancyJ B coorBercTBum ¢ HJ{

Heab: chopMupoBaTh y CTyICHTOB 3HAHHSI O aHAIM3E MOKA3aTelieil KadecTBa TabJIeToK,

KallCyJ B COOTBCTCTBHU C HZ[ 10 KOHTPOJIIO 3a KaY€CTBOM U 0€3011aCHOCTEIO JICKApCTBCHHLIX CPCIACTB

Te3ucel Jekunu
Iiaan:
- Tabremxu
- Bcnomozamenvuvle gewecmea
- Ucmupanue
- Pacmeopenue
- Pacnaoaemocmo
- cpeouss macca mabaemok

K TBepapIM ekapcTBEHHBIM (hOpMaM OTHOCSTCS TabJIETKH, Apake, TPAHyJIbI, HOPOIIKH,
cOOpBI, KarcCyJbl, KapaH/Jalll JeKapCTBEHHBIE.

Ta6aerku (Tabulettae) - to3upoBanHas JiekapcTBeHHas: popmMa, TOTydaeMas PECCOBaHHEM
(um popMoBaHMEM) JIEKAPCTBEHHBIX CPEJCTB MM UX CMECH U BCIIOMOTATEIbHBIX BELIECTB.
Jpa:ke (Dragee) - no3upoBaHHas JiekapcTBeHHas popma oKpyrinoil popmel, momyyaemas
IyTeM MHOTOKPAaTHOI'O HacJauBaHMs (pa’kKupOBaHMsI) JIEKAPCTBEHHBIX CPEJICTB U
BCIIOMOTaTEJIbHBIX BELIECTB HA IPaHYJIbI.

I'panyasl (Granulae) - oqHOpOIHBIE YaCTHIIBI (KPYTHUHKH, 3€PHBIIIKHI ) JICKAPCTBEHHBIX
CPEICTB OKPYTJION, IMIMHAPUYECKON U HelpaBUiIbHOU (opmbl pazmepom 0,2—0,3 Mm.
IMopomku (Pulveres) - nekapctBeHHast popma, 061agaromas celmydectbio. Paznuuaior
MIOPOUIKH MPOCTHIE (OTHOKOMITOHEHTHBIE), CIIOKHBIC (M3 IBYX M 00Jiee KOMIIOHEHTOR),
pa3JeIICeHHbIE HA OTJENbHBIE 103bI U HEPA3CICHHBIE.

Coopnl (Species) - cMech HECKOJIBKUX BUI0B U3PE3aHHOTO MM UCTOTUYEHHOTO B KPYITHBIN
MOPOLIOK MJIM LEJILHOTO JIEKAPCTBEHHOT'O ChIPhsI, UHOT/AA C 100aBICHUEM JIPYTHX
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JIEKaPCTBEHHBIX CPEJICTB.

Kamncy.bl - 103UpOBaHHbIC TOPOIIKOOOpa3HbIC, TPAHYIMPOBAHHBIC, PEIKE JKUIAKHC
JIEKapCTBEHHBIE CPEJICTBA, 3aKIIOYCHHBIE B 000JI0UKY U3 )KEJIaTHHA — KAarlCyJIbl XKeJIaTHHOBBIC,
KpaxmMaja - KarcyJbsl KpaxmaiibHble o0naTku (Capsulae amylaceae, s. Oblatae niau uHOTO
ouononmumMepa. CaHcynbl - Karcylia, B K-poi COACPKUMBIM SIBIISICTCS OTIPENICIICHHOE
KOJINYECTBO IPaHyJl HJIM MUKPOKAIICYJI.

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

K TBepapIM JeKapcTBEHHBIM (hOpMaM OTHOCSTCS MJIEHKH JIEKAPCTBEHHbIE -
JeKapCTBEHHbIE (DOPMBI B BUJIE ITOJUMEPHON IUIEHKH, MJICHKH IJ1a3HbIE, 3aMEHSIOILUE IT1a3HbIe
KaruIy.

IIpenmyuiecTBa Ta0J1e€TOK KaK JeKapCTBEeHHOI GopMbl:

-[IOPTaTUBHOCTb TaOJIETOK. DTO BJIeUET 3a COOOM YyJ00CTBO /7S OTIYCKa, XpaHEHUsS U
TPAHCHOPTUPOBKH

-JUIUTENbHAs. COXPAHHOCTh TabJIETOK B CIIPECCOBAHHOM BUJIE

-BO3MO)KHOCTh HAHECEHUSI 3aIIUTHBIX 000JI0YEK ISl HEAOCTATOUYHO YCTOMUMBBIX BEIIECTB
-BO3MOKHOCTb MaCKMPOBKH HEIIPUATHBIX: BKYCa, 3alaxa, 4YTo JJOCTUTAETCs IIyTeM HaHECEHUs
MTOKPBITHH

-coueTaHMe B Ta0JIeTKaxX JEKapCTBEHHBIX BEIIECTB, HECOBMECTUMBIX B JIPYTUX JEKapCTBEHHBIX
dopmax

-JIOKAJIN3a1Msl JeMCTBUS JIEKAPCTBEHHOTO BEIIECTBA B ONPEEICHHOM OT/AENE KeIlyI04UHO-
KHIIEYHOT'O TPAKTa, YTO JIOCTUTAETCS ITyTEeM HaHECEHUsI 000JI0YEK, PACTBOPUMBIX B KHCIION
WY IIEJI0YHOH cpere

-IIPOJIOHTUPOBAHUE JIEHCTBUS JIEKAPCTBEHHBIX BEIIECTB B TA0JIETKAX, YTO JIOCTUTAETCS ITyTEM
HaHECEHUs MOKPBITHH, a TaKXKe UCIOJIb30BAHUEM CIIELMAIbHBIX TEXHOJIOTUI U COCTaBa
Ta0IETOK-sIep

-peryaupoBaHHe MOCIEI0BATEIBHOTO BCAChIBAHUS HECKOIBKHX JIEKAPCTBEHHBIX BEILIECTB U3
TaOJIETKH B OPraHU3M B OIpeJIeIeHHbIE IPOMEXYTKH BpeMEHH (MHOTOCIIONHBIE TaOIETKH)
-IIpeyTPEKICHIE OMTHOOK TPH OTITYCKE M ITPHEME JIEKapCTB, YTO JJOCTUTAETCS HAHECEHUEM
Ha MOBEPXHOCTh TaOJETOK COOTBETCTBYIOIIUX HA/MUCEH.

OnHako Ta0J1eTKH MMEIOT U HEKOTOPbIe HEJOCTATKH:

-ICHCTBUE JIGKAPCTBEHHBIX BEIIECTB B TAOJIETKAX PAa3BUBACTCSI OTHOCUTEIIBHO MEJICHHO,
MO3TOMY TaOJIETKU HE MOTYT CIIYKHTh CPEICTBOM DKCTPEHHOU MOMOIIU
-Ta0JIETK! HEBO3MOIKHO BBECTH B OpTraHu3M IIpH PBOTE U 0ecCcOo3HAaTEIFHOM COCTOSHUHN

-B COCTaB Ta0JETOK MOTYT BXOJUTH BCIIOMOTAaTENIbHBIE BEIIECTBA, HE NMEIOIIUE
TepaHeBTquCKOﬁ IOEHHOCTH, @ MHOT A BBIZBIBAIOIIUEC HEKOTOPHIC HOOOYHEBIE SABJICHUA
(Hampumep, TaJbK pa3pa’kaeT CIU3UCTYI0 00OJIOUKY KelyIKa)
-TIpy XpaHEHUH TAOJIETKU MOTYT LIEMEHTUPOBATHCA, IPU STOM YBEIIMYUBACTCS BPEMS
pacmaszaeMocTH

-OTJIeTbHBIC JIEKAPCTBEHHBIC TTpenapaThl (HapuMep, HaTPHUs WM Kaaus OpoMuI) 00pa3yroT B
30HC PaCTBOPCHUA BLICOKOKOHIICHTPUPOBAHHBIC PACTBOPLI, KOTOPBIC MOT'YT BbI3bIBATh CUJILHOC
pa3apa)keHue CIU3UCTHIX 000JI04€K. DTOT HEJIOCTATOK yCTPaHSIETCs IIyTEM PacTBOPEHUS
TaGHeTOK B OIIPCIACIICHHOM KOJIMYCCTBC BOJbI
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-HE Bce 0OJIbHBIC, 0OCOOCHHO JIETH, MOTYT CBOOOIHO MPOTIAThIBATH TAOJIETKH.
Buanl Tadaerok

e cOOCTBEHHO Ta0JIeTKH (IIPECCOBAHHBIC)

e TabJIETKH TPUTYpALIMOHHBIE (()OPMOBAHHBIE; MUKPOTAOJICTKH )
e  HENOKPBITHIE, TOKPBITHIE 000TOUKON

e IKITy4YHE

e JKEIYJOYHO-PE3UCTEHTHbIE (KUIIEYHOPACTBOPUMBIE)

e C MOAU(UIMPOBAHHBIM BHICBOOOXKICHUEM

e JUIA UCTIOJB30BAHUS B IOJIOCTH PTa

e ISl MPUTOTOBJICHUS PACTBOPA UJIU CYCIICH3UU U JIp.

TabneTku - 1o3upoBaHHas JeKapCcTBEHHas (hopmMa, ojyyaemMasi IpecCOBaHUEM JIEKAPCTBEHHBIX
WIA CMECHU JIEKapCTBEHHBIX M BCIIOMOIaTElbHbIX BEILECTB, NpPEJHA3HAYCHHAs MAJs BHYTPEHHETO,
Hapy»XHOTro, CyOJIMHIBaJIbHOIO, UMIUIAHTAIIMOHHOTO WJIM MapeHTepaIbHOro NpuUMeHeHus. Tabierku,
MOKPBITbIE 00O0JIOYKOM, MONy4aloT HapallMBaHHEM WK mnpeccoBaHueM. OILIEHKY BHELIHEro BHUA
TabJIETOK MPOU3BOJAT HAa OCHOBAHMU OCMOTpa HEBOOpPYXKEHHbIM TIyazoM 20 Ttabnerok. TabmeTku
JIOJDKHBl UIMETh KPYTIIYI0 MM UHYI0 (OpMY, € IUIOCKUMHU WM JIBOSIKOBBIMYKJIBIMU TOBEPXHOCTSIMH,
LEIBHBIMA KPAsIMH.

Ecnu B yacTHBIX CTaThIX HET IPYTUX YKa3aHU, TOBEPXHOCTh TAOJETKH JOJDKHA OBITh TIaJIKOM,
OJIHOPO/IHOM, Ha MOBEPXHOCTHU MOTYT OBITh HAJIUCU U 0003HAYEHUS, TAOJETKU TUaMETpoM 9 MM u
Oosee NOKHBI MMETh PUCKY (Haceuky). Breicota Tabmetok nomikHa ObITh B mpeaenax 30-40% ot
nuameTpa. TabnmeTku A MapeHTepaJbHOrO MPUMEHEHUs JOJDKHBI MOJHOCTBIO PACTBOPSTHCS U
OoTBeYaTh TpeOOBaHMAM CTEPHIBHOCTH. B  3aBHcHMMOCTH OT ()U3MKO-XUMHYECKHUX CBOWCTB
JIEKapCTBEHHBIX BEIECTB, UX JO3MPOBKH M METOJa MOJIYYEHHs MPUMEHSIOT CBA3YIOIIME BELIECTBA,
pa3baBUTENN, Pa3pPHIXJIUTENH, CKOJIB3SIIME M CMAa3bIBAIOLINE BEIIECTBA, KPACUTEIH, KOPPUTECHTHl U
JpyTHUE TPYIIBI BCIIOMOTATEIbHBIX BEIIECTB, pa3pelIeHHbIE K MEAUIIMHCKOMY PUMEHEHHUIO.

BcenomorartenbsHble BemecTBa. CBsidylolue BelmlecTBa NPUMEHSIOT I TPaHYJIALUU H
oOecrnieueHns He0OX0IMMOI MPOYHOCTH TaOJIETOK MpH npeccoBaHuu. 1 obecrieueHus: He0OXOAMMON
Macchl TabJIEeTOK, €CIIM B UX COCTaB BXOAT Majible KOJIMYECTBA JEKApPCTBEHHBIX BEIECTB, IPUMEHSIOT
pazbaBuTeNH.

C uenpto ynydiieHus OMOJOCTYITHOCTH TPYIHOPACTBOPUMBIX U THAPO(POOHBIX JTEKapCTBEHHBIX
BEIIECTB IPUMEHSIOT B OCHOBHOM BOJI0PAcTBOPUMBIe pa3daBuTeau. PaspbIxuinresn npuMeHsIOT IS
o0ecrieyeHnss He0OX0IMMON PacalaeMOCTH TabJIETOK WIIM PACTBOPEHHS JIEKAPCTBEHHBIX BEIIECTB.

Cxoab3silliie W CcMa3bIBalOlMe BellecTBA TMPUMEHSIOT Ui YJIy4II€HUsS TEeKyuecTH
TabJIeTUPYEMBIX CMECEei U YMEHbIIEHUs 74 MPUIUIIaHUS Ta0JIETOK K IIPECCYIOIUM MTOBEPXHOCTSIM.

B 4acTHBIX CTaThsX MOJDKHBI OBITH TPUBEACHBI NMEPEUCHb NMPUMEHSEMBIX BCIIOMOTATEIbHBIX
BEIIECTB U CpefHss Mmacca TabneTku. OOlee KOJMUECTBO BCIIOMOTATENIbHBIX BEIIECTB HE JIOJKHO
npeBbiiaTh 20 % OT Macchl JIEKapCTBEHHBIX BeLIECTB. VICK/IIOUEHHS OT HOPMBI YyKa3aHbl B
COOTBETCTBYIOIMX YACTHBIX CTAThAX.

KomnuectBo TBHHA - 80, cT€apMHOBOM KHCIIOTHI, KaJIbLIUsS WM MAarHus cTeapara He JOJHKHO
npeBbimath 1 %, Tanbka - 3 %, adspocuna - 10 % oT macchl TabNETKH, 32 HCKIIOUEHUEM OT/EIbHBIX
Clly4yaeB, YKa3aHHBIX B YacTHBIX cTaThsiX. OmpeaeneHue Tallbka M a’3pocuiia MPOBOJAT COTJIACHO
MPWIOKEHHUIO 1.

Ilonyyenne. Tabnetku, moKpeITEIe oOomoukamu (Tabulettac obductae), momyuaroT
HapallMBaHUEM WU TpeccoBaHHEM. J[Is MOKpPHITHA TabJeTOK O00OJOYKaMHU NPUMEHSIOT: caxap,
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MOJIOYHBIN caxap, IEKCTPUH, KpaxMall, MyKy MIIEHUYHYI0, KapOOHAT MarHusi, Macja pacTUTEJIbHbIE,
Kakao, BOCK, KpacKM U JIaKl [HUIIeBbIe, AaleTUIEIUII0N03Y, KapOOKCUMETHILEII0N03Y,
aneTWI(PTATHIIEIUTIONO03Y, JTUILEIUIION03Y, METHIEIUTION03y, CTeapaT KalbLus, CTEapuHOBYIO
KHCIIOTY.

Pa3HOBHIHOCTBIO TA0JIETOK, MOKPBHITHIX OOOJIOYKOW, SIBISIOTCS TaK HA3bIBAEMbIC KHIIECYHO-
pacTBOpUMBIE TaOIETKH, MOKPHITHIE CIIEIUAIBHON 000JI0UKO U MpeJHa3HAYCHHbIE JI BCAChIBAHUS B
MOJIOCTH KHIIEYHUKA. Macca TabJeTKH, MOKPBITOW 00O0J0YKOM, HE JOJDKHA MPEBBINIATH YABOCHHON
Macchl TabneTku 0e3 oOosiouku. Macca TabneTku 0e3 000J0YKHM yKazaHa B OTACIBHBIX CTaThIX
(mpoBepsieTcs TONBKO 3aBOJIOM-U3TOTOBUTEIIEM).

Hcrupanne. TabneTku MOMKHBI 00JagaTh JAOCTATOYHOW MPOYHOCTHIO MPHU MEXaHUYECKUX
BO3JICUCTBUSIX B NPOLIECCE YMAKOBKMU, TPAHCIOPTHUPOBKM U XpaHeHUs. [IpoyHOCTh HaA HCTUpaHUE
JoJkHA ObITh He MeHee 97 % MNpu HMCIBITAHUM COTJIACHO MpWIOXKeHHIo. s TableToK, MOKPBITHIX
000JI0YKOM, IPOYHOCTH HA UCTUPAHUE HE TIPOBEPSCTCH.

TabneTku, npenHa3HAaYeHHbIE AJII BHYTPEHHErO MPUMEHEHMsI, JTOJDKHBI pacmlaiaThCs WIH
PaCTBOPATHCS B KEITYJAOYHO-KHUIIEYHOM TpakTe. OOmue TpeboBaHus K kauecTBy Tadnetok mo ['d PK
BKJIIOYAIOT OMpE/IeNICHNE paclalaeMoCTy, IpoBeaeHue Tecta «PacTBopeHuey, onpenenenue cpeanen
Macchl TaOJETOK, YCTAaHOBIIEHWE IMOJIMHHOCTA M KOJMYECTBEHHOTO COJICPXKAHUS JCHCTBYIOIINX
BEIIECTB B Ta0JIETKAaX.

Pacnagaemocts. Bpems pacnagaeMocTy JOJDKHO OBITh B YaCTHBIX CTaThsiX. Ilpu oTcyTcTBUM
9TUX yKa3aHHM TaOJeTKU JOJDKHBI pacmaiaThCsi B TeueHue He Oosee 15 MuH., TaOIETKH, MOKPHITHIC
o6omoukoii — He 6onee 30 MuH. KuieuHno-pacTBOpuMbIe TaOJIETKH HE JOJDKHBI PACHaiaThCs B TEUCHUE
1 gaca B pacTBOpe KHUCIOTHI XJIopoBoaopoaHoi (0,1 Monb/1) U mocie mpoMbIBaHUS BOJOM JOKHBI
pacmnanathcs B pacTBope HaTpus rujgpokapoonara (pH ot 7,5 no 8,0) B Teuenue He O6onee 1 yaca, ecnu
HET JIPYTuX yKa3aHWi B YACTHOM CTaThe.

PacrBopenune. KonnuecTBo pacTBOpeHHOro 3a 45 MHUH B BOJ€ JIEKaPCTBEHHOI'O BEIIECTBA
JOJKHO OBITh He MeHee 75%, eclii HeT IPYruX yKa3aHUui B YaCTHBIX CTAThSIX.

Cpeansis macca Tadjerok. Onpenensitor B3BennBanueM 20 tadbietok ¢ Tounoctsio 70 0,001 r.
Maccy oTaiebHBIX TaOJIETOK ONPEICIISIOT B3BEIIUBaHKEM TTOPO3Hb 20 TabneTok ¢ TouHocTho 10 0,001
r. OTKJIIOHEHHEe B Macce OTICNIbHBIX Ta0JIETOK (3a MCKIIOYCHHEM TaOJIEeTOK, MOKPHITHIX 00O0JIOYKOU
METOJIOM HapalluBaHHs) TOMYCKAeTCs B CISAYIOUIUX Mpeaenax: o Ay Tabnerok Maccoii 0,1 r u meHee
+ 10 %; o maccoit 6onee 0,1 T u menee 0,3 r + 7,5 %; o maccoit 0,3 r u 6onee = 5 % OT cpeaHeit Macchl
TabJIETOK.

HNiunocTpaTuBHBIN MaTepHaJl:

- mpe3enTaist Microsoft Power Point.

Jlutepatypa

OCHOBHaSI:

Ha PYCCKOM SI3BIKE:

1. ApsicranoBa T.A. dapmaneBThueckass xumusi: yuyeOHHMK, ToM . (2-oe u3nmanme). «Sky
Systems», 2021. -640 c.

2. ApeicranoBa T.A. dapmaneBtuueckas xumus: yueOHuk, Tom II. (2-oe m3nanme). «Sky
Systemsy, 2021. -572 c.

3. ApsictanoBa T.A. @apmarieBTHUeCKast XUMUs: y9eOHHK, ToM I: - Anmatsl: «9Bepoy, 2015.-
640 c.

4. AprictanoBa T.A. @apmanieBTHUYeCKast XUMUS: yueOHUK, ToM I1:- Anmater: «9Bepo», 2015.-
572 c.
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5. T'ocynapctBennas ¢apmaxomness Pecyonuku Kazaxcran.-Anmatsr:«Kubek xonbn», 2008.-
Towm 1.- 592c.

6. I'ocynapctBennas apmaxones: Pecyonuku Kazaxcran.- Anmatsr:«XKubek xomsn», 2009.-
Towm 2.- 804c.

7. TocynapctBennas ¢apmaxomnesi Pecyonuku Kazaxcran.-Anmatsr:«Kubek xonbn», 2014.-
Towm 3.-729c.
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2015.-467 c.

11. PykoBOACTBO K J1aOOpaTOPHBIM 3aHATHIM IO (papManeBTUYECKON XUMHU MOJ peAaKIn-ei
I'.B. Pamenckoii.-M.: IIunort, 2016.-352 c.

12. ®apmakones EADC. — Mocksa, 2021.- 566 c.

13. Xamuymmus, @. A. UHdpakpacHas crieKTpockomnus B (papMarieBTHIECKOM aHAJIU3e: YueOHOe
mocobue / - M.: I'90TAP-Menua, 2017. - 160 ¢

14. Maxosa E.I'. «Ilonydyenue u crangapTu3anus TpOU3BOIHBIX TNIMIIUPPUIUHOBON KUCIIO-THI C
TyOepKyJIOCTaTH4ecKoi akTuBHOCThIO», LIpiMkeHT, FOKI'®A,20.06.2013

15. HamupoBa C.H. «®apmaneBTUUECKH aHAIM3 JIEKAPCTBEHHBIX (OPM METPOHHUIA30J1aY,
IIemvkent, KOKI'®A,17.06.2015
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1. ApeictanoBa T.A. ®dapmaneBTukanblk Xumus: OKynaslK. Tom . (2-mi Gaceutbim). «Sky
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Systemsy, 2021. -544 c.
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5. Kazakcran PecnyOmukaceiHbiH MemitekeTTik ¢apmakomneschl.-AnMartel: «KiOGek KOoIbIy,
2008.-1 T.-5926.

6. Kazakcran PecnyOmukaceiHbiH MemitekeTTik ¢apmakomneschl.-AnMatel: «KiOGek KOoIbIy,
2009.-2 T.-8046.

7. Kazakcran PecmyOmukaceiHbiH MemitekeTTik ¢apmakomneschl.-AnMartel: «KiOGek KOoIbiy,
2014.-3 T.-7096.

8. OpmabaeBa C.K., Kapakymnosa A.IlLl. ®apmarieBTUKAIBIK XUMUS: apOMATTHIK KOCBUIBI-CTap.-
Oxkynbik, Frut.kenec 6exit. (mpot Nell, 27.04.2016).-302 6.

9. Kpacuos, E. A. ®apmanusiblk XUMUAS CYpaKTap MEH »ayanTap TYPIHIE : OKy Kypaibl =
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- Pacnaoaemocmyo
- cpeouss macca mabaemox

Jexuusa 4
AHaJIU3 NMOKa3aTe/iell KauecTBA JIEKAPCTBEHHBIX CPEICTB /sl NapeHTePaAIbHOI0
npuMeHeHus1 B cooTBeTcTBUHU M ¢ H/| (mHbeknuonnbie JIC, mOpomoK /Jisi NPUTrOTOBJIEHUS
HHbeKINOHHBIX JIC)

Heab: chopmMupoBaTh y CTYJIECHTOB 3HAHUS O aHAJIM3 TOKa3aTelield KauyecTBa JICKAPCTBEHHBIX
CPEICTB AJIsl MapeHTepabHOTO NMpuMeHeHus: B cooTBeTcTBUM U ¢ HJI (mubekimonnsie JIC, mopoiiok
JUISE TIPUTOTOBIICHUST HWHBEKIUMOHHBIX JIC) MO KOHTPONO 3a Ka4eCcTBOM U O€30MaCHOCTHIO
JIEKapCTBEHHBIX CPEJICTB

Te3ucel Jekunu

Iian:
- unvekyuonnwvle JIC, nopowok ons npuecomosnenus unvekyuonHoix JIC
- npeumyujecmea u HedoCmamKu NApeHmepaiIbHO20 NYmu 66e0eHUs
- Ilokazamenu kavecmesa
- Hcnvimanue Ha u3gnexkaemvlii 06vem napenmepalbHulX npenapamos
- O0HOpoOHOCMb CcOOepiicanus

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

JlexapCTBEHHBIE CPEICTBA IS NMAPEHTEPAIBHOIO NPUMEHEHHS - CTEPUIILHEIE JIEKAPCTBEHHEIE
CpeICTBa, IpeIHa3HAUCHHBIE JIJIs BBEICHUS IyTEM HHBEKIMMI, MHPY3U WK UMIUIAHTAIMN B OpraHu3M
4eJI0BEeKa WIH KUBOTHOTO.

JI7si M3rOTOBIEHUS JIEKAPCTBEHHBIX CPEICTB MAPEHTEPATIBHOrO NPUMEHEHHS HCIOJIb3YIOT
BCIIOMOTaTEIbHBIE BEILIECTBA:

*  00ecrneYnBaroIIne H30TOHMYHOCTH MIPENapaToB OTHOCUTENLHO KPOBH, peryupyronue pH,
*  yIyYIIAIOUIUE PACTBOPUMOCTH JAEHCTBYIONINX BELIECTB, IPEJOTBPALIAOIINE UX PA3IIOKEHHE,
¢ 00ecreYnBaroIIue COOTBETCTBYIONIME aHTUMUKPOOHBIE CBOMCTBA IIperapara.
JlexapCTBEHHBIE CPEACTBA A/ HAPEHTEPATLHOIO IPUMEHEHHUS KIaCCU(DUIIUPYIOT:
v IHBEKIMOHHBIE JIEKAPCTBEHHBIE CPEICTBA
v KOHIEHTpaThl I UHLEKIIMOHHBIX WM BHYTPUBEHHBIX HH(Y3HOHHBIX JIEKAPCTBEHHBIX
CpeacTB
v' BuyrtpuBeHHble UH(Y3HOHHBIE JIEKAPCTBEHHBIE CPENCTBA
v' Tlopowmku jjiss WHBEKIHOHHBIX WM BHYTPHBEHHBIX HH(Y3HOH-HBIX JEKaPCTBEHHBIX
CpeICTB
v VIMIUTaHTaTHI

IIpenmymiecTBa U HEIOCTATKH NAPEHTEPATBHOI0 MyTH BBeICHUS
* OpicTpoe aeiicTBue n 100% Ouosoruueckast JOCTYITHOCTH JICKAPCTBEHHOTO BEIECTBA;
* TOYHOCTh U yI0OCTBO JO3UPOBAHMUS;
*BO3MOXHOCTh BBEJICHHUS JICKAPCTBEHHOT'O BEIECTBA OOJILHOMY HaXOJAIIEMYyCs B O€CCO3HATEIHLHOM
COCTOsIHUHU, U1K KOTaa JIeKapCTBO HCJIb351 BBOOAUTH qepe3 pOT;
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*OTCYTCTBHC BOSHeﬁCTBHH MUIICBAPUTCIIBHBIX q)epMeHTOB, 4YTO UMECT MCCTO IIPpU MEPOpPAILHOM IMTPHUEMEC
JIEKapCTB;

* BO3MOXXHOCTbh CO3/JaHUSI OOJIBIIMX 3allaCOB CTEPUJIBHBIX PAaCTBOPOB, YTO OOJIErYaeT U YCKOPSET UX
OTITYCK U3 alTekK;

*OTCYTCTBHE HEOOXOAMMOCTH KOPPEKILIMH BKyCa, 3a1axa, [iBeTa JeKapCTBEHHOM (opMBbI.

OpU BBEJCHUH JKHIKOCTEH uepe3 MOBPEKICHHBIA IIOKPOB KOXH B KPOBb JIETKO MOTYT IOIACTh
MMaTOIrCHHBIC MUKPOOPIraHU3MBbI;

* BMECTE C PACTBOPOM JIJIsl UHBECKLIUI B OPraHU3M MOXKET OBITh BBEJICH BO3/1yX, BHI3BIBAFOLIHI AIMOOIIUIO
COCY/IOB WJIH PaCCTPOHNCTBO CEPACUHOMN NEeATEILHOCTH;

* AK€ HE3HAYUTENbHBIC KOJIMYECTBa IMOCTOPOHHHX HNPHMECed MOTYT OKa3aTh BPEIHOC BIMSHUC Ha
Opranu3sM OO0JIBHOTO;

* [ICHX09MOIMOHAIIbHBIN aCHEKT, CBA3aHHBIN ¢ 00JIE3HEHHOCTHIO HHBEKI[HOHHOTO ITyTH BBE/ICHHUS;

* UHBCKIUU JICKAPCTB MOT'YT OCYHICCTBIIATHCS TOJIBKO KBaJ'II/I(bI/H_[I/IpOBaHHbIMI/I crnenuajanucraMu.

HNubeknmoHHbIE JIeKAPCTBEHHbIE CPEACTBA

CTepriibHbBIC PACTBOPBI, SMYJIbCHU WU CYCIEH3UH. PacTBOPBI JJIsl HHBEKIHUI JOIDKHBI OBITh
MPO3payHbIMU M TPAKTHYECKH CBOOOJHBIMH OT YaCTUIl. OMYJbCHUH Ui HHBEKIUN HE JIOJDKHBI
00OHapy)KMBaTh NMPU3HAKOB paccioeHHs. B CYCHEH3MAX IS MHBEKIUH MOKET HaOJII0IaThCsl 0CAIOK,
KOTOPBI  JIOJDKEH  OBICTPO AMCIIEPTHPOBATHCSA NPU  B30aiThIBAaHMM, 00pasys  CYCIICH3HIO.
OO0pa3oBaBiasicss CyCIEH3Us JOJDKHA OBbITh JOCTATOYHO CTAOMIIBHOM /ISl TOTrO, 4TOOBI OOECIEYHUTh
HEO0OXOIUMYIO JI03Y IPH BBEICHUH.

Pacmeopumenu,  ucxoonvle  u ecnomozamenvHvle — 8eujecmeéd, — TUPUMEHSEMbIC IS
MIPUTOTOBIICHUSI JICKAPCTBEHHBIX (POPM ISt UHBEKIIUH TOJIKHBI OBITh pa3peIICHHBIMU K METUIIMHCKOMY
MPUMEHEHHIO U COOTBETCTBOBATh TPEOOBAHUSAM HOPMATHBHOM JJOKYMEHTAIIHH.

Kuakue 1ekapcTBeHHbIE CPEACTBA JIsl IAPEHTEPAIbHOIO
NpPUMEHEeHHUs] KOHTPOJIUPYIOT MO CJIeyIoIuM
MOKAa3aTeJsIM Ka4ecTBa:

OIHCAHUE;

UICHTHU(QUKALNS;

MIPO3PaYHOCTH;

LBETHOCTb;

pH;

POJICTBEHHBIE TPUMECH;

U3BIIEKaeMbIil 00beM;

OJIHOPOJHOCTH COZEPKAHMUS;

CTEPUIIbHOCTB;

MUPOTreHbl WIN OaKTEepHUaIbHbIE YHAOTOKCHHBI;
QHOMAJIbHAsl TOKCUYHOCTD;

MEeXaHUYeCKHEe BKIIIOUEHUS;

KOJIMYECTBEHHOE ONPEIEICHHUE.

OCHOBHBIM JTOKyMEHTOM, HOPMMPYIOIIMM KayeCTBO BBIIYCKAEMBIX B HAIlEd CTpaHE JIEKapCTB,
apnsieTcs ['ocynapcrBennas @apmakones. B Pecnybnuke Kasaxcran cobmomaercss mpUOPUTETHOCTD
(hapmakoreii:

| ypoBens — I'® PK

Il ypoBens — EBponetickas ®apmakomnes

Il ypoBens — bpuranckas gpapmakones

SN N N N O N N VNN
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IV yposens — @apmakonest CHIA.

Onucanue. [Ipo3paunas OecuBeTHass WM Clerka >KelToBaras >XUIKOCTb. Jlyist ompeneneHus
BHEIIHET0 BHJIa, CHauaj1a oOpaTuiia BHUMaHUE Ha IIeJIOCTHOCTh YIIAKOBKH, 3aT€M aMITyJly paccMOTpelia
BH3YaJbHO, TIPU JHEBHOM OCBeEIIeHWU Ha Oeiiom Qone. IIpo3padnHas ®KUAKOCTh, YTO COOTBETCTBYET
tpeboBanusim ['d PK.

IIpo3paunocrts. (2.2.1). Jlna uccinenoBanus ucnois3oBasia ' PK 1.1, 2.2.1 «Onpenenenue
MIPO3PAaYHOCTH U CTENEHU ONAJIECLEHIIMH KUIKOCTEN».

[IpemapaT noymKeH OBITH MPO3PAYHBIM [0 CPABHEHUIO C 80001 015 UHbeKyutl P.

Jlnst mpoBeieHust UCTIBITAHUI CHavyana roToBSIT pacTBOp S.

bepyT oamHakoBble MPOOUPKH W3 OCCIIBETHOTO MPO3PAYHOrO HEUTPAIBLHOTO CTEKJIA C IIOCKHM
JTHOM, UMEIOlIe BHYTpeHHUI nuameTp 15MM. M3 MepHOro crakana pactBop S BiWiIa B MPOOUPKY €
TONIIMHON ciioss 40MM, BO BTOPYIO IPOOUPKY BJIMJIA TOM K€ TOJIIMHOW CJIOSI BOAY AJI UHBEKIUU P.
CpaBHeHHE >KUAKOCTEW NpoBeja B PACCESIHHOM JIHEBHOM CBETe, IpocMmaTpuBas oOpaslbl BIOJb
BEPTUKATBHON OCH TPOOUPOK Ha YePHOM (hOHE.

HcnpiTyemMyro )KUAKOCTh CUMTAIOT MTPO3PAYHOM, €CIIM OHA BBIIECPKUBAET CPABHEHHE C BOJOW IS
WHBEKLIMH P.

2.2.2. ONPEJEJEHUE CTENEHU OKPACKH XKUJIKOCTEM

[{BeTHOCTB pacTBOpa. /{151 BU3yaapbHON OLIEHKH OKPACKH KUIKOCTEH B 3aBUCUMOCTH OT
MHTEHCUBHOCTH B 00JIaCTH KOPUYHEBBIX, JKEJITHIX U KPACHBIX [[BETOB UCIIOJIB3YIOT OJIUH U3 JABYX
METOJIOB, OITMCAHHBIX B CTATHE.
becuBeTHOI cunTaeTcs )KUIKOCTD, €CIIN €€ OKpacka He OTJINYAeTCs OT BOJBI (B Cllydae pacTBOPOB — OT
COOTBETCTBYIOILIETO PACTBOPHUTEIS) UJIM OHA OKpallieHa He 0oJjiee HHTEHCHUBHO, YeM 3TajioH Bo.

CpaBHeHHe cTeleHn oKpacku )uakoctu ¢ dtanonamu (B, BY, Y, GY, R)1-3 00BIYHO IPOBOAAT 110
MeToay 1; B ciiydae UCTONb30BaHusl 3TaIoHOB Ba-g, (BY, Y, GY, R)4-7 mpumensitotr merox 2.

Meton 1

HcnplTanus NpoBOJSAT B OAMHAKOBBIX MPOOMpKax U3 OECIBETHOTO, MPO3PAYHOr0, HEUTPAILHOTO
CTEKJIa C BHYTPEHHHM JHAMETPOM OKOJIO 12 MM, MCIOb3ysl paBHble 00beMbI — 2,0 MJT UCTIBITYeMOM
KUJKOCTU U BOJIbl, WJIM PACTBOPHUTENIS, WIN ITAJIOHA CPAaBHEHUSI, OMCAHHOTO B cTaThe. CpaBHUBAIOT
OKpacKy IpU paccesHHOM JIHEBHOM CBETE€, TOPU30HTAJIBHO (IEPHEHAMKYJSIPHO OCH MPOOMPOK) Ha
MaToBO-0eJIoM (oHe.
Meton 2
HcnbiTanus NpoBOJAT B OAMHAKOBBIX POOHUPKaAX U3 OECLIBETHOTO, TPO3PAYHOT0, HEUTPAIHHOTO CTEKIIA
C BHYTPEHHUM JIHaMETpoM OT 15 1o 25 mm, ucnonb3ys paBHbBIE CIOM BBICOTOM 40 MM HCHBITYEMOM
KHUJKOCTU M BOJIbl, WJIM PACTBOPUTENS, WM ITAJIOHA CPAaBHEHMSI, OIMCAHHOIO B cTaTbe. CpaBHUBAIOT
OKpPacKy IpHU PACCESHHOM JIHEBHOM CBETE CBEPXY BJOJb BEPTHUKAJIbLHOW OCH MPOOMPOK Ha MAaTOBO-
oemom omue.

MexaHnyecKue BKJIIOYEHHMS: HEBHAMMbIE YaCTUIbI
(2.9.19).

JIaHHOMY HCIBITaHUIO JOJDKHBI IOJBEpraTbcs pacTBOpbl Uil  HMHQY3UH MM
MHBEKIMOHHBIE PACTBOPHI B KOHTEHHEpPaX ¢ HOMMHAIBHBIM 00beMoM Oostee 100 mi. MicnipiTaHuIO Takoke
MIOJIBEPratoTCsl JICKapCTBEHHBIE CPE/ICTBA, IPUMEHSIEMbIE B BETEpUHAPHON NPAKTUKE U BBIITYCKaeMbIE B
KOHTEHHEpax ¢ HOMHUHAJIBHBIM o00beMoM Oomee 100 M, W Korga coaepKMMOEe KOHTEHHepa
9KBUBAJIEHTHO 03¢ Oonee 1.4 Mi Ha Kr Maccel Tena, a TaKKe pPacTBOPbl AMsA MH(Y3UH HiIu
WHBEKIIMOHHBIE PACTBOPHI.
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Mexanuyeckue Briaodenus. (2.9.20).

VY 1ansioT HaKJIECHHBIC STUKETKU C aMITyJIbl, MOFOT aMITyJIbl CHAPYKH U IPOCYINUBAIOT. [11aBHO
NIEPEBOPAYMBAIOT aMITyJTy, U30eras 00pa30BaHus BO3AYIIHBIX ITy3bIPHKOB, U IPOCMATPUBAIOT B TCUCHHUE
OKO0JI0 5 ¢ mepes 6enbiM (DOHOM B JTHEBHOM OCBCIECHHH. [IOBTOPSIOT 3Ty MPOLEAYPY MEPE] YSPHBIM
(dboHOM. BUIMMBIX YacTHII TPU IPOCMOTPE HE 0OHAPYIKEHO.

I'® PK, 2.9.17. «cnpITaHne HA N3BJIeKaeMblii 00beM NMapeHTePAJBHBIX NIPenapaToB»
*  OTOuparT 0JIMH KOHTEHHEP, €CJIM HOMUHAJIBHBIN 00BbeM coctaBisieT 10 Mt u Gostee,
* 3 KOHTEWHEepa, €CIM HOMUHAJIbHBIN 00beM Ooiiee, yem 3 M u MmeHee, ueM 10 mut,
* 5 KOHTEWHEPOB, €CIM HOMUHAIBHBIM 00BEM COCTABIISIET 3 MJI MJIM MEHEE.

[lepeHocAT MHAMBUYAIBHO OOIEE CONEPKUMOE Ka)JI0ro BbIOPAaHHOI'O KOHTEHWHEpa B CyXoi
MOJIKO’KHBIA INIPULl BMECTUMOCTBIO, HE TMpPEBBIMIAIONICH 3-X KpaTHbIM H3MEpseMbli 00beM, U
Haca)XuBaloT Uity 21 pazMmepa u HE MeHee, YeM 2.5 CM JJTMHOM.

VY aansioT mo0ble My3bIphKU BO3/1yXa U3 IIIPULA U UTIIBL, 3aTEM,

U3BJICKAIOT COJEPXKUMOE IIIpULa 0e3 ONMOPOKHEHMs HIJIBl B CyXOH CTaHAAPTH30BAHHBIA LMJIMHAP
(rpaayupOBaHHBIN MPEAIOUTUTEIbHEE IIMIIMHAPA ¢ 0003HAYCHHON METKOI).

MN36biTOUHBLIR 06Bbem (mn)

HomuHanbHbiA Ons noaBuK-~ Ans BA3KMX
obbem (mn) HbIX XXNAKOCTEN MUAKOCTEN

0.5 0.10 0.12
1.0 0.10 0.15
2.0 0.15 0.25
5.0 0.30 0.50
100 0.50 0.70
20.0 0.60 0.90
30.0 0.80 1.20
50.0 v 6Gonee 2 % 3 %

I'® PK (2.9.19). MexanuvecKkue BKIKYEHUS: HEBUAUMbIE YACTUIIbI

JlaHHOMY MCIBITAaHUIO JOJDKHBI IOJBEPraTbCs pPACTBOPBI A MHQY3MH WIN MHBEKIMOHHBIE
pacTBOpbI B KOHTEHHEPaX ¢ HOMHUHAIBHBIM 00beMoM Oosiee 100 mir. MicnbiTaHHIO TaKKe MOIBEPraroTCs
JIEKapCTBEHHBIE CPEJCTBA, IPUMEHSIEMbIE B BETEPUHAPHOM MPAKTHKE U BbIITyCKaeMble B KOHTEHHEpax ¢
HOMHUHAJIBHBIM 00beMoM Ooitee 100 M1, U Korzia coiep’)KuMoe KOHTeHHepa SKBUBAJICHTHO J103€ Ooiiee
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1.4 M1 Ha KT Macchl Tena, a TaK)Ke pacTBOPBI sl HH(Y3Ui WM HHBEKIIMOHHBIE pacTBOPHI. [IpoayKThI
C YKa3aHHEM Ha spJblKe, 4YTO MPOAYKT JOJDKEH HCIIOJIb30BaThCsS C 3aKIIOYMUTENbHBIM (DUIBTPOM,
0CBOOOXKJICHBI OT 3TUX TPEOOBAHUIA.

MexaHnueckue BKJIIOUEHHUS UHBbEKLIMOHHBIX U BHYTPUBEHHBIX MH()Y3UOHHBIX paCTBOPOB - 3TO
MIOCTOPOHHUE TO/BHYKHBIE HEPACTBOPUMBIC YACTHUIIBI, 32 MCKIIOYEHHUEM ITy3bIPHKOB rasa, CIy4yailHO
IIPUCYTCTBYIOIUX B PACTBOpAX.

Ob6opynoBanue. Jlnsi KOHTPOJNS HCIONB3YIOT TNPUOOpP, OCHOBAHHBIM Ha MPHUHIUIE
CBETOOJIOKMPOBKH, KOTOPBIH aBTOMAaTUYECKH U3MEPSIET KOJIMYECTBO U pa3Mep YacTull.

[Tpubop kanmubpyroT, Ucnonb3ys aucnepcuonusie B3Becu CO I'®P PK cepepuueckux uacmuy
pa3MepoM OT 5 MKM 10 25 MKM.

[TepememnBaioT coaepKuUMoe 00paslia, MEUICHHO U HENPEPHIBHO MEPEeBOpaYMBast KOHTEHHEP
ATk pa3. [Ipu HEOOXOAMMOCTH OCTOPOYKHO YIANIAIOT 3TUKETKU M KOJMayku. BHeumHue noBepxHocTH
BCKPBIBAEMOT0 KOHTEHHEpa OUHIIAIOT CTPYEH 60061, c60O00HOI OM wacmuy W BCKPHIBAIOT KOHTEWHED,
n3berasi BHECEHHsI KaKoro-au0o 3arps3HeHus. s ynaneHus my3sIpbKOB BO3/yXa JAlOT OTCTOATHCS
pacTBOpyY B TeUEHHUE 2 MUH.

OtOupator yeTbipe NpoObl, HE MEHee 5 MII KaxkJas, M ONpPeessIoT KOJUYECTBO YaCTHIL C
pa3Mepamu, YKa3aHHbIE B COOTBETCTBYIOIIEM HOPMAaTHBHOM JOKyMeHTe. VICKIIIO4aloT pe3yinbTar,
MOJIyYEHHBIM Ui IEepBOM IpPOObI, U PAaCCUMTHIBAIOT CpeHEEe KOJIMYECTBO YACTHUIl B HCIBITYEMOM
oOpasire.

I'® PK Oanopoanocth coaep:kanus (2.9.6)

2.9.6. OJHOPOJHOCTHh COJEPXAHWS JEMCTBYIOHIETO BEIIECTBA B
EJUHULE JO3UPOBAHHOI'O JIEKAPCTBEHHOI'O CPEACTBA

/Jlannoe wucnelmanue He pACHNPOCMPAHAEMCA HA NOJAUGUMAMUHHbIE RpPEnapamovl u
npenapamul, cooepiyicaujue MUKp0IJieMeHnbl.

VcnplTanne Ha OJHOPOJHOCTH COJIEP)KAHHS JEHCTBYIOIIEro BEIIECTBA B  E€AWHUIIE
JI03UPOBAHHOIO JIEKAPCTBEHHOI'O CPEJICTBA OCHOBBIBAETCS HAa KOJIMYECTBEHHOM OIpPE/IEIeHUU
COJepKaHMs B WHAMBHUIYAJIbHBIX OIHOMO30BBIX EIMHHUIAX JIEKAPCTBEHHOI'O CPEACTBA C IIETIBIO
BBISICHEHMsI, HAaXOAUTCS JIM 3TO COJEpXKAaHWE BHYTPH IPEJEJIOB, YCTAHOBJIEHHBIX 1O OTHOILIEHHIO K
CpeIHEeMY COJIep>KaHHIO B UCIIBITYEMOM 00OpasIie.

Hcnoab3yss NOAXOASLIYI0 AHAJMTHYECKYI0 METOQUKY, OINpEeNessioT  COAep)KaHue
JIeMCTBYIOIIEro BemiecTBa B Kaxaoil u3 10 103MpOBaHHBIX €IUHMII JICKAPCTBEHHOTO CpPEICTBA,
OTOOpaHHBIX TO CTATUCTHYECKH OOOCHOBAHHOW cxeme. JlekapcTBEHHOE CPENCTBO BBLICPKHUBACT
UCTBITAHKE, €CIIH COJIepKaHUE B KAXJI0M €ro 01H0/I030BOM eAMHUIE HAXOAUTCS B ipeaenax 85 - 115 %
OT CpeHero colepkaHus. JIekapcTBeHHOE CPENICTBO HE BBIICPKUBACT UCIIBITAHHE, €CITH COJCPKAHNE
OoJiee 4eM B OJIHOM €JMHUIIE BBIXOJUT 3a BHIIICyKa3aHHBIE TPEAeIIbl WIIM €CIIU COJepKaHue XOTs Obl B
OJTHOM eJIMHUIIE BBIXOJUT 3a Tipeaeinl 75 - 125 % ot cpennero coaep kanusl.

CrepunbHocTb (2.6.1). Jlekapcmeennvie cpedcmeéa 0714 TAPEHTEPATBLHOTO INPUMEHEHHUS
JIOJDKHBI BBIJIEP)KUBATh UCTIBITAHUE HAa CTEPUITBHOCTb.

CTepuIIbHOCTD - 3TO OTCYTCTBHE KUBBIX MHUKPOOPTraHU3MOB. [l CTepUIIbHBIX JIEKapCTBEHHBIX
dbopM HaIMYHEe MHUKPOOPTAaHU3MOB, JIa)KE€ B MaJIOM KOJIMYECTBE, MOKET CTaTh JIETAIbHBIM, YUYUTHIBAs
OecIpernsTCTBEHHOE MoNalaHie MUKPOOPTraHU3MOB B KPOBb MJIM Ha CIU3UCTHIE 00OJOYKH OpraHu3Ma,
IIPU yCIIOBUHU OCIA0JIEHHOTO UMMYHHUTETA YEIOBEK.

OmnpeneneHrue CTEPUIBHOCTH PAaCTBOPOB MPOBOJUTCS MyTEM IIOCEBa M HWHKyOaruu Ha
CHELMANbHBIX TecT-cpefax oOpa3loB Kaxaoil cepun npoxaykuuu. Ilpm oOHapykeHun pocra
MHUKPOOPIaHU3MOB XOTsSI Obl B OAHON MPOOMpPKE MCIBITAHHE MOBTOPSIIOT HAa TAaKOM JK€ KOJINYECTBE
cocy10B. M TONBKO IpU OTCYTCTBUM POCTA IIPU NOBTOPHOM IIOCEBE CEPHsI CUMTACTCS CTEPUIIBHOIM.
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Onpenenenunto CTEPUIIBHOCTHU MOJIBEPTarOT aMITYJIbI I (DJTAKOHBI KaXI0H cepuu,
OJIHOBPEMEHHO MOJBEPraBUINeCs CTEPIIN3AMU B OJHOM CTEPUIIM3YIOIIEM arnapare.

CrepuabHocTh roToBbIX JIC mpoBepsieTcsi CJEIyOIIMMH MHKPOOHOJIOTHYeCKUMU
MeTOJaMH:

METO]T IPSIMOTO TIOCEBA;

- METOJl MEeMOpaHHOU (PHIIbTPALIUH.

UCTIOJIB3YIOT MTUTATEILHBIC CPEJIbL:

- JKUJKAsl muo2auKoiesds cpeoa i BbISIBJICHUS aHadPOOHBIX U a3pOOHBIX OaKTepHii;

- JKHJKasg cpela Ha OCHOBE TUAPOJIM3aTa Ka3eWHa U COEBBIX 0000B (cpeda Cabypo) s
BBISIBJICHUS TPUOOB U a3POOHBIX OaKTEPHIA.

[TutaTenbHbIC Cpellbl TOTOBSTCS M3 OTACIBHBIX MHTPEIUEHTOB B COOTBETCTBHH ¢ ['D, a
TaKkKE€ U3 KOMMEpPYECKOW JerHIpaTUpOBAaHHOW Cpelbl B COOTBETCTBUM C MPHJIaraeMbIMU
WHCTPYKIUSMHU.

CrepuabHoctb (2.6.1). Jlekapcmeennvie cpedocmea 07 NapEHTEPATBHOTO NPUMEHEHHUS
JIOJKHBI BBIJICPIKUBATH UCIIBITAHNUE HA CTEPUIBHOCTD.

Kunkas TuornmukoneBas cpega NIpeJHa3HAYeHa B MEPBYIO OYEpeab JUIS BBIPAIIMBAHUS
aHa’pOOHBIX OakTepuii, OJHAKO MOXKET OBITh TaK)Ke HCIIOJIb30BAHA JUISl BBIJACIICHUS adpPOOHBIX
OakTepuil.

CoeBo-Kka3eMHOBasl cpefa MpeAHa3HaYeHa B MEPBYIO OYepelb JIS BBIPAIIMBAHUS a’pPOOHBIX
OaxkTepuid, 0OJHAKO MOXKET OBITh TAK)KE MCIOIb30BaHa JIJIsl BBIACICHUS IPUOOB.

HUCIIBITAHUE JIEKAPCTBEHHOI'O CPEJCTBA HA CTEPUWIBHOCTD

HcnpiTanne MeTo10M MEMOPAHHOHN (DUITBTpAITHH.

Hcnonb3ytoT MeMOpaHHble (DUIBTPEI ¢ HOMUHAIBHBIM pa3MepoM mop He Oonee 0.45 MKM,
criocoOHbIe 3((HEKTUBHO 33A€PKUBATh MUKPOOPTaHU3MbI. DUIBTPBI CTEPHIIN3YIOT IIPH TEMIIEpAType
121+1°C 20 muH.

HcnpiTyemblii mpenapar pacTBOPSIOT B BOJE JII HHBEKIHUNA, (QUIBTPYIOT Yepe3 CTEPUITHHYIO
MeMOpaHy, KOTOPYIO NPOMBIBAIOT OT pacTBopa 3-5 mopumsmMu pactBopurens no 100 mui, paspesaror
CTEpUJIbHBIMU HOKHULIAMHU Ha 2 4acTH, OJIHY M3 HUX IOMEIIAIOT B KOJOY C THOTJIMKOJIEBOM CpEoH,
BTOpYIO — B cpey Cabypo, 7 THel HHKYOHpYIOT pH XXeJHEBHOM IpocMoTpe. Bee onepannu npoBoasr
B aCENITUYECKUX YCIIOBUSIX.

[Tpu oTcyTCTBUM APYTUX yKa3aHUN B YACTHOM CTaThe MOCEBBI MHKYOUPYIOT HE MeHee 14 cyT npu
temneparype oT 30 0C no 35 OC (muTarenbHble Cpefbl, IpeIHa3HAUCHHbIE MTPEUMYIIECTBEHHO IS
BEIBNIEHNUS GakTepuit) u npu Temneparype ot 20°C 1o 25°C (muratensHsle cpesbl, MpeTHA3HAYECHHBIE
MPEUMYIIECTBEHHO JJIsl BBISABICHHS IPUOOB).

HcnipiTaHne METOIOM MPSIMOTO MOCEBA

Hccnemyemoe JeKapCTBEHHOE CPEACTBO BHOCSAT HETOCPEICTBEHHO B MUTATENBHYIO CPEIy B
KoJnuecTBe, ykazaHHoMm B TaOm. 2.6.1.-2. Ilpu oTCyTCTBMM ApYyrHX yKa3aHUW B YacCTHOM CTaThe
KOJIMYECTBO JICKAPCTBEHHOTO CPEJICTBA JIOJDKHO COCTaBiATh He Oomnee 10 % oT oObeMa muratenbHOM
Cpeapl.

B TOM, citydae, ecnm JiekapcTBEHHOE CPEICTBO OOJIaacT aHTUMHUKPOOHOH aKTUBHOCTBHIO B
YCIOBUSAX MHCIBITAHUS, €€ HEHUTPANIM3YIOT MyTeM J00aBICHHS MOIXOISAIIMX HEHTpanIu3aTopoB WIH
yBEIMYCHUSI 00beMa MMUTATEILHON CPEeIbl.

.HeKapCTBeHHOC CpCACTBO BBIACPIKUBACT UCHBITAHUC HA CTCPUJIIBHOCTDL, €CJIM MIPHU BU3YaJIbHOM
ydeTe He O0OHAPYKUBACTCSI POCT MUKPOOPTaHU3MOB.
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2.6.14. BAKTEPUAJIBHBIE OHJIOTOKCHHbI

[Tpu mpoBeneHUM HCIBITAaHHWS Ha OakTepHaibHble 3HIOTOKCHHBI (JIAJI-TecTa) MCHONB3YIOT
au3at amebonuToB MeuexBocta Limulus polyphemus. [lpubasnenue pacmeopa, copepxariero
SHJIOTOKCUHBI, K pacTBOPY JM3aTa NPUBOAUT K TIOSBJICHUIO MYTHOCTH, OCQXKICHHUIO WU
rejaeoOpa3oBannio cMmecu. CKOpOCTh PEaKIUMU 3aBHCUT OT KOHILEHTPALUH SHIOTOKCHHOB, pH u
TEMIIePATYyPHI.

DHJIOTOKCHUHBI + JTU3aT KIETOK (aMeOOIUTOB) KPOBU MEUEXBOCTOB

{ B pesynbrare

I'enp («resb-TpoMO TECT»)

«+» Tenb-TpoMO TecT «-» TeIb-TPOMO TecT

oOpa3zyeTcsl Tejib, HE BBITEKAIOIIMN W3 JIYHKM | Te€lb He oOpa3yercs, T.K. OSHAOTOKCHUHBI
IUIaHILeTa MpU IepeBOpaunBaHUN UHTUOUPYIOT IPOLECC rereo0pa3oBaHus

IIpeumymecrna:

BBICOKAsl UyBCTBUTEIBHOCTD K uporeHam (B 100 pa3);

onieHka JIB, KoTopsle HEBO3MOKHO IIPOBEPUTH HA KUBOTHBIX;
OBICTPOTA BBIIIOJIIHEHUSI T MiN okouio 1,5 4 (151 OTHOTO MCIIBITAHHS);
UCIBITaHUS IPOBOAUT OJIMH YEJIOBEK.

AN NN

2.6.8. IMPOI'EHbI

buonoruueckuii meron. lcmbiTaHHe Ha MUPOTeHBI COCTOUT B HM3MEPEHHM TOBBIIICHUS
TEMIIepaTyphbl TeJa, BBI3BIBAEMOTO Yy KPOJWUKOB BHYTPUBEHHBIM BBEJIECHHUEM CTEPHUIILHOTO pacTBOpa
HCIBITYEMOTO JIEKAPCTBEHHOT'O CPEICTBA.

Kaxnoro kponuka cojepkar B OTIEIbHOM KIIETKE Ha TMOJIHOIEHHOM MHIIEBOM pallioHE,
orpakaasi OT pa3Apaxkarollux BO3ACHCTBUN (aKyCTHMUECKUX, ONTHUECKUX U JIPYrux). B momenieHusx,
r7ie HaXOJATCS >KUBOTHBIE W TPOBOJATCS HMCHBITAHUS, TOJJIEPKUBAIOT IMOCTOSHHYIO TEMIIEpaTypy
Bo3nyxa 20 £ 3 °C. Ilepen uctpITaHHEM MPOBOASAT OCMOTP KUBOTHBIX M OTOMPAIOT 37J0POBBIX KPOJIMKOB
OJIHOTO T0J1a, HE allbOMHOCOB, C Maccolt Tena ot 2,0 10 3,5 Kr, KOTOpbIe HE TePsUIU B MAacCe B TEUCHHUE
npenpiaymiei Hexenu. 3a 18 yacoB A0 MCMIBITAaHUS KPOJIUKOB JUIIAIOT KOpMa 06€3 OrpaHHUuEHHUs BOJIBI.
Bo BpeMst ombITa )KMBOTHBIE HE TIOJIYYatOT HU KOpMa, HA BOJIBI.

HcnpiTyemMoe 1exkapcTBEHHOE CPEACTBO BBOAST B YIIHYIO BeHY Kposinka. OO0beM HHBEIHPYEeMOro
pacTBOpa OJDKEH cocTaBisiTh He MeHee 0,2 mi u He Oosee 10 mut Ha 1,0 KT Macchl Tena KHUBOTHOTO.
[Tepen BBeneHrEM pacTBOp NoAOrpeBaroT 10 Temmeparypsl 37,0 £ 2°C.

N3mepenus: temriepaTypbl MOCJI€ BHYTPUBEHHOTO BBEIIEHUS HCIBITYEMOIO JIEKAPCTBEHHOTO
CpeIICTBa MPOBOJAT C HHTEPBAIOM He Oosiee 30 MUHYT Ha MPOTSHKEHUH TpexX yacoB. [Ipu mpyrux myTsx
MapeHTEPAILHOTO BBEACHUS - HAa MPOTSKEHUH TISITH 4acOB.

PacTBOp j€KapCTBEHHOTO BEIIECTBA CYUTAIOTCS HEMHPOTEHHBIMH, €CJIH IMOCJIE€ BBEJICHUS HU Y
OJIHOTO W3 TPEX IMOJOMBITHBIX KPOJIMKOB HU TMPU OJHOM W3 TPeX H3MEPECHH He HaOI0/Ianoch
TOBBIIIEHNE TeMIepaTyphl 6oiee, uem Ha 0,6° C 110 cpaBHEHMIO ¢ HCXOMHOM TeMIepaTypoi, 1 B CyMMe
TIOBBIIIGHHE TEMIIEPATYPHI Y 3 Kpoukos He npepsimano 1,4 ° C.

Ecnu 1a cymma npessimaet 2,20 C, uceneayeMblii pacTBOp J€KapCTBEHHOTO CPEICTBA CUUTAIOT
MMUPOTECHHBIM.

Korna cymma moBsIlieHHI TeMIepaTyphl Tella y TpeX KPOJIUKOB HAXOAUTCS B mpeaenax ot 1,5
10 2,2° C, ucrbITaHne MOBTOPSIOT JOTIONHATENBHO HA MATH KPOINKAX.

2.6.9. AHOMAJIBHASA TOKCUYHOCTb
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KonuuecTBo HCHBITYEMOro JIEKAPCTBEHHOI'O CpPEJCTBA, YKa3aHHOE B YacTHOM CTaThe,
pactBopeHHoe B 0.5 M1 800bl 012 unvekyuii P unu 6 cmepuivnom pacmeope 9 T/ HATpUS XJIOPHIA,
BBOJISIT BHYTPUBEHHO KaX/10M U3 MATU 30POBBIX MbIlIeld Maccoi oT 17 r 1o 22 r. PacTBop BBOAAT B
TE€UEHHE MHTepBaJIa BpeMeHu OT 15 ¢ 10 30 ¢ npu OTCYTCTBUU APYTUX YKa3aHUM B YACTHOM CTaThe.

O0pa3zer] BBIICPKUBAET UCIIBITAHKUE, €CITM HA OJJHA M3 MBIILIEH HE Torubaet B npezenax 24 4 uiu
B T€UEHHE BPEMEHH, YKA3aHHOTO B YACTHOW CTaThe.

Ecnu Oonee yem 01HO )KUBOTHOE TIOrHOaeT, 00pasel He MPOXOAHUT UCTIBITAHUE.

B cnyuae ruGenu o1HOTO U3 JKUBOTHBIX HCIIBITAHHE ITOBTOPSIOT.

OOpa3zer MpoXOJUT UCIIBITAHKUE, €CJIM HU OJJHO U3 KHBOTHBIX BO BTOPOU IpyIIe HE MOrH0aeT B
npeenax yKa3aHHOTO MHTEpBaia BpEMEHH.

st nexapCTBEHHBIX CpPEJICTB NapEeHTEPAIBHOIO IMPUMEHEHMS, B COCTaB KOTOPBIX BXOIST
AHTUMHUKPOOHBIE KOHCEPBAHTHI, YIOJIHOMOYEHHOMY OpraHy JOJDKHBI OBITH IMPEACTaBICHBI JTaHHBIE,
noaTBepxaaone 3((HEeKTUBHOCTh BBIOPAHHBIX KOHCEPBAHTOB. METOJ ONpeneieHuss U KPUTEPUU
OLICHKH 3()PEKTUBHOCTH KOHCEPBAaHTOB JOJDKHBI COOTBETCTBOBATh TpPEOOBAaHUAM  paszfelia
«OPPEeKTUBHOCTh AHTUMUKPOOHBIX KOHCEPBAHTOBY (5.1.3).

(JIekapcTBeHHBIE CpPEICTBA JJIS MAPEHTEPATHHOTO MPUMEHEHHS H3rOTABIMBAIOT C HCIOJIb30-
BaHUEM MAaTEpHUaIOB U METOJIOB, 00ECIICUNBAIOIINX CTEPHIBHOCTh U MPEJOTBPAIIAIOIINX 3aTrPsI3HEHHE
JIEKapCTBEHHBIX CPEACTB M POCT MUKPOOPTraHM3MOB B COOTBETCTBUHU € TpeOOBaHUAMU pazzeia « MeTo bl
MIPUTOTOBJIEHUS CTEPUIIbHBIX TPOIYKTOB» (5.1.1).

Bona, ucnonbszyemasi B pOU3BOJICTBE JIEKAPCTBEHHBIX CPEICTB ISl MAPEHTEPAILHOTO MPUMEHEHHS,
JI0JDKHA COOTBETCTBOBAThH TPeOOBAHUSAM, YKa3aHHBIM B MoHOTpadun «Boxa i mHbeKIuii.

IMopoumku AJisi NPUTOTOBJICHUS HHBEKIMOHHbBIX WM BHYTPUBEHHBIX HHQY3HOHHBIX
JIEKAPCTBEHHBIX CPEACTB

[Topomkn yisi  TPUTOTOBJICHUST HMHBEKIMOHHBIX WJIM BHYTPUBEHHBIX HWH(Y3HMOHHBIX
JIEKapCTBEHHBIX CPEJCTB IMPEACTaBISAIOT COOOW TBEpIble CTEpUIIbHBIC BEIECTBA, IOMEIICHHbIE B
KkoHTeitHep. [Ipu BCTpSAXUBAHUY C YKa3aHHBIM 00BEMOM COOTBETCTBYIOIICH CTEPUITBHOMN KUKOCTH OHH
OBICTPO 00Pa3yIOT WU MPO3payvHbIil, CBOOOTHBINA OT YACTHI] PACTBOP, WIH OJHOPOIHYIO CYCIEH3HUIO.
[Tocne pacTBopeHUs WIM CYCICHIAUPOBAHUS OHU JIOJDKHBI COOTBETCTBOBATH TPEOOBAHUSIM,
MPeIbSABISEMBbIM K BHYTPUBEHHBIM HH(Y3UOHHBIM WM UHBEKIIMOHHBIM JIEKAPCTBEHHBIM CPEJICTBOM.
JInounuzoBaHHBIC TIpENIapaThl AJs MApEHTEPaTLHOTO MPUMEHEHUS PACCMATPUBAIOT KaK MOPOIIKH IS
MIPUTOTOBJICHUSI MHBEKIIMOHHBIX WM BHYTPUBEHHBIX HH(Y3UOHHBIX JICKAPCTBEHHBIX CPECTB.

OnHopoaHoCTh coaep:xkanus (2.9.6, A).

[Topomiky A7is TPUTOTOBIEHUS WHBEKIMOHHBIX WJIM BHYTPUBEHHBIX HWH(Y3UOHHBIX
JIEKapCTBEHHBIX CPENICTB C COJCpKAHMEM JEHCTBYIOIIEro BeliecTBa MeHee 2 Mr Wi MeHee 2 % ot
o0mieil Maccel, WA C MacCol JO3MPOBAHHOW €MUHUIBI, poBHOW 40 Mr WIM MEHee, OJIKHBI
BBIICPKUBATE HMCHBITAHUEC OJHOPOJHOCTH COJACPIKAHHUA }IeﬁCTBYIOIHeFO BCIIIECTBA B CAUHHUIIC
JI03UPOBAHHOTO JIEKAPCTBEHHOT'O CPEJCTBA, IPU OTCYTCTBUU JPYTUX YKa3aHUU B 4acTHOU craTbe. [is
MpernapaTroB, B COCTaB KOTOPBIX BXOTUT OoJiee OJHOTO JEHCTBYIOIIETO BEMIeCTBa, TPEeOOBaHUS
pacIpoCTpaHsIOTCS Ha BEIIECTBA, COJIEPKaHNE KOTOPBIX COOTBETCTBYIOT BHIIIE YKa3aHHBIM YCIOBHUSIM.

OnHopoaHocTh Maccnl (2.9.5).

[Topomiku A TPHUTOTOBICHUS WHBEKIMOHHBIX WM BHYTPUBEHHBIX HWH()Y3HOHHBIX
JICKAPCTBCHHBIX CPCACTB MOJIKHBI BBIACPKHUBATH MCIBLITAHUC OAHOPOAHOCTU MACCHI IJid CAWMHHUIIbI
JI03UPOBAHHOTO JICKAPCTBEHHOTO CpejcTBa. VcmbITaHWe OIHOPOIAHOCTH MAacChl He TpeOyeTcs, eciin
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WCIIBITAHUE OJHOPOJHOCTU COJEPKAHMS JIEHCTBYIOUIETO BEIIECTBA MPEAYCMOTPEHO Uil BCEX
JEHCTBYIOITUX BEIIECCTB.

20 eauHUIl JO3WPOBAHHOTO JIEKAPCTBEHHOIO CPEACTBA WM COACpX)UMOE Kaxiaoro u3 20
KOHTEHHEPOB, B CJydae OJIHOIO30BBIX JIEKAPCTBEHHBIX CPEACTB B HHAMBHUIYaJIbHBIX KOHTEHHEpaX,
OTOMpAIOT TIO0 CTAaTHCTUYCCKH OOOCHOBAHHOHM CXEMe, B3BCIIUBAIOT KAKIYI0 6 OMOeIbHOCmU U
PacCUYMTHIBAIOT CPEIHIO Maccy. JIeKapCTBEHHOE CPEICTBO CUYMTAIOT BBIICPIKABIITUM HCIIBITAHUE, €CIIN
He OoJiee IByX HHIMBUYaTbHBIX MACC OTKJIOHSIOTCS OT CPEIHEH MacChl Ha BETUYHHY, IPEBBIIIAOIIYIO
3HaueHue, ykazaHHoe B TaOm. 2.9.5.-1. Ilpum 3TOM HHM OJgHA WHIWMBHAyaJdbHAs Macca HE JOJDKHA
OTKJIOHSITHCS OT CPETHEH MacChl Ha BEJIMYHHY, B JIBa pa3a MPEBHIIIAIOILYI0 3HAYCHHE, YKa3aHHOE B Taour.
2.9.5.-1.

MapkupoBka
Ha smukemxe 00onoinumenbHo yKasulearom:
Ha3BaHME M KOHLEHTPALUIO Ka)KI0T0 aHTUMHKPOOHOTO KOHCEPBAHTAa,
- IpU HEOOXOIUMOCTH HH(OPMAIHIO O TOM, YTO PACTBOP MPOIIET (PUIBTP TOHKOW OYUCTKH;
- Ipu HEOOXOJMMOCTH, WH(POPMAIMIO O TOM, YTO JIEKAPCTBEHHOE CPEACTBO CBOOOAHO OT
OaKTepHaIbHBIX YHIOTOKCUHOB WJIN alIUPOT€HHO.

Ynakoexa

> JlexapcTBeHHBIE (POPMBI TSI TAPEHTEPATBHOTO IPUMEHEHUS BBITYCKAIOT 80 (hjlaKOHAX,
AMRYNax, WRPUUAX, KADMPUONHCAX UL ROJTUMEPHOI YRAKOEKe. Y TAaKOBKU JOJDKHBI ObITh
U3TOTOBJICHBI U3 IOCTATOYHO MPO3PAYHBIX MATEPHAIOB, MTO3BOJISIONIMX TPOBOAUTH
BU3YaIbHBINA KOHTPOIIb COJIEPIKUMOTO, 32 HCKIIFOUEHHUEM YITAKOBKH JIJISl IMIUIAHTATOB U APYTUX
CIIy4aeB, OMMCAHHBIX B (DapMaKOMEHHBIX CTAThX.

XpaHeHue
» B cTepuibHBIX BO3AYXOHETIPOHUIIAEMBIX KOHTEHHEPaX ¢ KOHTPOJIEM MEPBOTO BCKPHITHSI.

HNinrocTpaTuBHBIM MaTepHaJL:
- mpe3enrars Microsoft Power Point.

Jluteparypa

OCHOBHaSI:

Ha PYCCKOM SI3BIKE:

1. ApsicranoBa T.A. ®apmaneBTuueckas XuMmus: y4eOHHK, ToM [. (2-oe m3manme). «Sky
Systems», 2021. -640 c.

2. ApsicranoBa T.A. ®apmaneBtuueckas xumus: ydeOHuk, Tom II. (2-oe m3nmanme). «Sky
Systemsy», 2021. -572 c.

3. ApeictanoBa T.A. @apmanieBTryeckas XumMusi: yaueOHuk, ToMm I: - Anmatel: «9Bepoy, 2015.-
640 c.

4. ApbicranoBa T.A. @apmaneBTuueckas xumusi: yueOHuk, Tom II:- Anmater: «3Bepoy, 2015.-
572 c.

5. T'ocymapctBenHas ¢apmaxomnesi Pecryonuku Kazaxcran.-Anmatsr:«Kubek sxonbr», 2008.-
Tom 1.- 592c.
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6. I'ocynapctBennas apmaxones: Peciyonuku Kazaxcran.- Anmatsr:«Kubek xomsn», 2009.-
Towm 2.- 804c.

7. TocynapctBennas ¢apmaxomnesi Pecyonuku Kazaxcran.-Anmatsr:«Kubek xonbr», 2014.-
Towm 3.-729c.

8. Kontpons kauectBa u crangaprusanus JIC: metoauaeckoe nocodbue / mox pen. Pamenckoii I
B., Opna6aeoii C. K.-M: I MI'MY; - llleimkent: FOKT'®A, 2015. - 248 c.

9. Opnabaesa C.K. Ananu3 JieKapCTBEHHBIX IpeNapaToB, IPOU3BOJHBIX apPOMATUYECKUX
coeMHEeHM: yueOHoe mocooue.-IlIbiMkenT: «Onem», 2015.-249 c.

10. Pamenckas I'.B. ®apmaneBruueckas xumusi: yaeouuk.-M.: BUHOM. Jlaboparopus 3HaHUH,
2015.-467 c.

11. PykoBOACTBO K J1aOOpaTOPHBIM 3aHATHIM IO (papManeBTUYEeCKON XUMHU MOJ peAaKI-ei
I'.B. Pamenckoii.-M.: IIunot, 2016.-352 c.

12. ®apmakones EADC. — Mockaa, 2021.- 566 c.

13. Xammymmun, @. A. MHadpakpacHas CrieKTpOCKoIus B (hapMalieBTHUECKOM aHau3e: yueOHoe
mocobue / - M.: I'90TAP-Menua, 2017. - 160 ¢

14. Maxosa E.I'. «Ilonydyenue u crangapTu3anus TpOU3BOIHBIX TNIMIIUPPUZUHOBON KUCIIO-ThI C
TyOepKyIOCTaTH4eCKOi akTUBHOCTBIO», LlIpiMkenT, FOKI'®A,20.06.2013

15. HamupoBa C.H. «®apmaneBTHUECKHil aHAIM3 JIEKAPCTBEHHBIX (HOPM METPOHM]IA30J1a,
IIemvrent, KOKI'®A,17.06.2015

16. Cabpipxan A.A. «Pa3paboTka crnenudukanvii KadyecTBa W CTaHIAPTH3ALUS TIUIUPPHU-
3UHOBOM KUCIOTED, IlIsiMkenT, KOKMA, 18.06.2020

17. AnuxomxkaeBa b. b. Ananutudeckas xumus : yaeoHoe mocooue / b. b. Anuxomxkaesa, P. A.
PycrambexoBa. - Anmatsl : OCIIU, 2023. - 220c

Ha Ka3aXCKOM SI3bIKE:

1. ApeictanoBa T.A. ®dapmaneBTukanblk Xxumus: OKynasiK. Tom . (2-mi Gaceutbim). «Sky
Systemsy, 2021. -604 c.

2. ApsicranoBa T.A. ®apmaneBTukanblk xuMus: Okynbik. Tom II. (2-mi GacbutbiM). «Sky
Systemsy, 2021. -544 c.

3. ApeictanoBa T.O. @apmarnieBTUKaNBIK XuMusi: OKybIK. T.1-Anmatsl: «OBepo», 2015.-592 6.

4. ApbicranoBa T.O. ®apmaneBTUKaNIBIK XUMUs: OKYJIBIK. T.2-AIMaThl: «OBepoy», 2015.-6026.

5. Kazakcran PecnyOmukaceiHbiH MemitekeTTik ¢apmakomneschl.-AnMatel: «KiOGek KOoJbiy,
2008.-1 T.-5926.

6. Kazakcran PecnyOmukaceiHbiH MemitekeTTik ¢apmakomneschl.-AnMatel: «KiOGek KOoIbiy,
2009.-2 T.-80406.

7. Kazakcran PecmyOmukaceiHbiH MemitekeTTik ¢apmakomneschl.-AnMartel: «KibGek Kobiy,
2014.-3 T.-7096.

8. OpmabaeBa C.K., Kapakymnosa A.ILl. ®apmanieBTUKAIBIK XUMUS: apOMATTHIK KOCBUIBI-CTap.-
Oxkynbik, Frut.kenec 6exit. (mpot Nell, 27.04.2016).-302 6.

9. Kpacnos, E. A. ®apManusanslKk XUMUsI CypakTap MeH »ayarrtap TYPIHIE : OKy Kypajbl =
dapmarieBTHYECKass XUMUS B BOIPOcax M oTBeTax: yueoHoe nocodue. - M.: [DOTAP-Menua, 2016. -
704 ¢

10. OppabaeBa C.K. I'MUuuppu3uH KbIIIKBUIBI TYHIBUIAPBIHBIH JQPUIIK TpernapaTTapbiHbIH
OlpbIHFalTaHFAaH cammachlH OaKplIay 9ICTEMENEPIH Kacay: FhUIBIMU-oAICTEMENK HycKay.-lIIpIMKeHT:
«Onem».- 2013.-92 c.

11. Kapakynosa A.ILL. «I'muuuppu3uH KbIIIKBUIBI TYBIHABUIAPBIH TAJIJIAy )KOHE CTaHIApT-Tayaa
(bu3MKa-XUMUSIIBIK 91IicTepAl kemeH i Kongany», Lsmvkent, FOKI'®DA, 20.06.2013.
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12. JloypenbexoB K. H. Anamutukaneik xumus : oKy Kypaisl / K. H. JloypenOekos, JI. A.
Hunpnabexona, XK. K. PeiceimOeToBa. - Anmartel : DCIIH, 2023. - 268 6eT. ¢

JIOTIOJIHUTENIBHO:

1. ApsicranoBa T.A., ApeicranoB XX.M. MIlHHOBallMOHHBIE TEXHOJOTHH B (hapMalieBTUYE-CKOM
o0pa3zoBaHuM: OOYYEHHE U KOHTPOJIb. YueOHO-MeToandeckoe mocooue. — llsmvkent, 2012.- 175¢.

2. KpacHos, E. A. ®apmanieBTHyeckast XMMHUsl B BOIIPOCax M OTBETax: yueOHoe mocodue. - M.:
"Jlurteppa", 2016. - 352 c.

3. Opnabaesa C.K., HagupoBa C.H. YHu}pUIHpOBAaHHBIE METOAMKH XPOMATOTpaPUUCEKOro
aHaJIM3a JIEKapCTBEHHBIX (OPM METPOHUAA30J1a: HAYYHO-METOAUYECKHuEe pexoMmeHaanuu.-1lIbIMKkeHT:
«O1em», 2015. — 84 c.

4. TypcybekoBa, b. . beliopraHukaiblk Iopiaik 3aTTaplbl Talay: OKy Kypajbl.- AJIMaThI:
«9Bepor, 2016. - 120 6et. C

5. KonTponp kadyecTBa M CTaHAAPTHU3aLMS JICKAPCTBEHHBIX CpeAcTB mnoja penakuuen [.B.
Pamenckoit n C.K. OpnabaeBoii.-YueOHO-METOIMUECKOE 1MOCOONE Ha aHTIUICKOM S3bIKe.-YTB. Y.
coBetoM (mpot Ne 11 ot 29.03.2018). -336¢

6. OpnabaeBa C.K. ®@apmarneBrudeckass XUMUs. APOMaTHUECKUE COEAMHEHHS.-yuyeOHOe TIO-
cobue Ha aHTJTMICKOM si3bIKe.-YTB. Y4 coBeToMm (mpoT Nel4 ot 27.06.2018).-320c.

7. Hanununa A.S. «Pa3paboTka METOAMK CTaHJApTU3ALMK JIEKApPCTBEHHBIX IIperapaTroB
MakKJtopbl opanxeBoi», [lIsiMkent, FOKI'®A, 20.06.2017

8. KapabaeBa A.H. «AHamu3 HOBOTO OMOJOTMYECKH aKTUBHOTO MPOM3BOIHOTO MMHJIA30JIa»,
IIemvkent, FOKI'®A, 20.06.2017

9. AteipxanoBa K.K. «/lopinmik mpemnapartapaply OipblHFaiIaHFaH Tanjgay oIicTeMeNepiH
xacayy, llIpimkent, FOKMA, 19.06.2018

10. bumaiibex P.H. «XKana Omonorusislk OenceHai MypHH TYBIHABICHIH Tangay», LIIBIMKeHT,
IOKMA, 21.06.2019

11. Tneykaboin /. «Kana nopinik cyocranius perinae 2,4,5-ymOpoMIUMUIA30IIbI 3€PTTEY»,
IIemmkent, FOKMA, 19.06.2021

12. English for the pharmaceutical industry: textbook / M. Bucheler [and etc.]. - New York:
Oxford University Press, 2014. - 96 p. +a1. ont. auck (CD-ROM).

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

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

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

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

KoHTpoJibHBIE BONIPOCHI
- unvekyuounwvie JIC, nopowok ons npueomosnenus unvekyuouHvix JIC
- npeumywecmea u HeOOCMamKy NApPeHmepaIbHO20 NYMu 66€0eHUs.
- Tlokazamenu xauecmea
- Ucnvimanue Ha u3zgnexaemvlii 00vbeM NApeHmepaibHbiX NPenapamos
- O0HOpoOHOCMb coOdepiicanus
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Jleknusa 5
AHaJn3 nokaszarejeil Ka4ecTBa MATKNX JIEKAPCTBEHHBIX CPEACTB /115l MECTHOT0
npuMeHeHus B coorBercTBuU ¢ H/I
Hean: chopmupoBaTh y CTYJACHTOB 3HAaHMsS O aHAJM3€ TIOKa3aTeled KadyecTBa MSITKUX
JIEKapCTBEHHBIX CPEACTB JJIsI MECTHOI'O PUMEHEHHUS B COOTBETCTBUU ¢ H/[ 1O KOHTPOJIIO 32 KaUeCTBOM
1 0€30MaCHOCTBIO JICKAPCTBEHHBIX CPEJICTB

Te3ucel Jekunu
Ilian:
- MACKUX JIEKAPCMBEHHBIX CPeOCme OJisl MECIMHO20 NPUMEHEHUs.
- npeumyujecmea u HedoCmamiKu
- Iloxazamenu xauecmea
- Hcnvimanue Ha eepmMemuyHOCmb
- O0HOpoOHOCMb CcoOepiicanus

O®C I'® PK. MAT'KHUE JJEKAPCTBEHHBIE CPE/ICTBA AJIA MECTHOI'O
IMPUMEHEHUA
Preparations molles ad usum dermicum

Msrkas nekapcTBeHHas (hopMma i Hapy>KHOTO IPUMEHEHHUs, 00J1a/1at0111asl BA3KOIIACTUYHBIMHU
CBOMCTBaMM U IIpEJICTaBIIAIONIAs COOOM coueTaHHe OJHOTO WM HECKOJIbKO JIB 1 OCHOBBI.

Masu cocTosT U3 0HO(pa3HOW OCHOBBI, B KOTOPOIl MOTYT OBITh AUCHIEPTHPOBAHBI TBEP/bIE UIIH
KHUIOKHUEC BCUIICCTBA.

1o gpuzuxo-xumuueckoii Knaccugukayuu
MA3U - 510 cBOOOAHBIC, BCECTOPOHHE AUCTIEPCHBIE OechopMeHHBbIE (OCCCTPYKTYPHBIC) WU
CTPYKTYPUPOBAHHBIE CUCTEMBI C IUIACTUYHO-YIPYTO-BA3KON AUCIIEPCHON CPEAOH.

Kaaccnpuxanus:
Masu;

Kpewmer;

T'emm;

MenuuurHCKUE TIACTBIPH;
[Ipunapxku;

[TacTsl.

Msrkue ekapCTBEHHBIE CPECTBA ISl MECTHOTO MTPUMEHEHUS MPeTHA3HAYCHBI JJIS TOTyYeHUS
MECTHOTO WJIM TPaHCIEPMAIbHOTO JEHCTBUS AaKTUBHOTO BEIECTBA, WM HMX CMSTYAIOMIETO WU
3alIUTHOTO JICUCTBUA.

OHM 10JKHBI OBITH OJTHOPOHBIMHU.

Msrkue neKapCTBEHHBIC CPEACTBA JJII MECTHOTO TNMPUMEHEHHsI COCTOSIT M3 TMPOCTOM WIIH
CJIO)KHOW OCHOBBI, B KOTOPOIl OOBIYHO PACTBOPEHBI WM JAUCIIEPTUPOBAHBI OHO WK O0Jiee aKTUBHBIX
BEIECTB.

OCHOBBI MOTYT COCTOSITh W3 TPUPOTHBIX WM CHUHTETUYECKHX BEIIECTB M MOTYT OBITh
0THO(Aa3HBIMH WJIM MHOTO(a3HBIMHU.

B cooTBercTBMM C MPUPOIOW OCHOBBI, MpemapaT MOXET 00JagaTh TUAPOPUILHBIMH H
ruapo@oOHBIMU  CBOMCTBAMHU; MOXET COAEpXKaThb TMOAXOMASIINE SKCUMIHUEHTHhl, TaKHe Kak
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aHTI/I6aKT€pI/IaJIBHBIC KOHCCPBAHTBI, aHTUOKCHUIAHTHI, CTa6I/IJII/I3aTOpBI, OMYJbraTopbl, CTYCTUTCIN U
BEIIECTBA, YCUJIIMBAOIIUC IPOHUKHOBCHHUC.

IpenmymecTBa masei:
- BO3MOXXHOCTb BBEJICHUs pa3ianyHbIX JIB;
- JIOCTHMIKEHHE BBICOKOM KOHIIeHTpauuu JIB B Koxe;
- MPOCTOTa, 6€30MaCHOCTH IPUMEHEHHS,
- 3KOHOMHUYHOCTb, TEXHOJOTUYHOCTb.

HenocraTku ma3seii:
- HEKOTOpbIE Ma3W OKa3bIBAIOT paspaXkarolee ICHCTBHE Ha KOXKY;
- Masu Ha Tuapo(OOHBIX OCHOBaX 00YCIIaBIMBAET IAPHUKOBBIN d(PdeKT;
- OTPaHMYCHHBIN CHEKTP (PapMaKOIOTHIECKON aKTHUBHOCTH.

I'mapogobHble Ma3M MOIYT COJEp)KaTh TOJBKO HE3HAYUTEIBHOE KOJMYECTBO BOJBI.
TunnyebiMM OcHOBaMM A1 UX (OPMUPOBAHMS SBISIIOTCA TBEPAbIC, KUJIKUE U JIETKHE >KUIKUE
napaduHbl, PaCTUTEIbHBIC Macia, XHUPbl KUBOTHOTO MPOUCXOXKICHUS, CHHTETHUECKUE TIHIIECPHIIBI,
BOCKH U JKUJKHE JIOTHAIKUICUIOKCAHBI.

Bo103My/ibCHOHHBIE Ma3H MOTYT COZEPKAT OOJBIIOE BOJABI U B CBSI3U C 3THM IPEICTABIATH
co0OM 3MyJIbCUU TUIIA BOJA-B-Maciie UM Macjl0-B-BOIE€ B 3aBUCHUMOCTH OT IPUPOABI SMYJIBIATOPOB.

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

Kpembl npecTaBistor MHOTO(a3HbIE MPenapaThl, COCTOSIINE U3 JIUTTOPUITBHOHN (Da3bl U BOTHOM
(ha3zwl.

JlunoguiabHble KpeMbl B Ka4eCTBE MMOCTOSIHHON (HENpPephIBHOMW) (ha3bl UMEIOT TUTO(DUIBHYIO
¢azy. OHu cofepKat HMyJIbraToOpbl THIA BO/Aa-B-Macie, TaKUe Kak CIIUPTHI LIEPCTIHOTO XKUpa, 3(upbl
copOHMTaHa U MOHOTJIULEPUIBL.

I'mapodunbHbie KPpeMbl

B KauecTBE IIOCTOSHHON (HempepbiBHOW) (a3l mMeroT BoaHylo ¢(asy. OHm comepkaT
OMyJIBraTopsl THIIA MAaclIO-B-BOJAE, TAKHWE KAK HATPUEBBIE WM  TPOJAMHHOEBIE  Mblia,
CyJb(aTupOBaHHbIE KUPHBIE CIIUPTHI, MOJIUCOPOATHI U KOMOMHALIMU MOTUOKCUIMIIKUP HBIX KUCIOT U
3(UPOB KUPHBIX KUCIIOT, IPU HEOOXOIUMOCTH, C SMYJIbraTOpaMH THUIIa BOAA-B-MacJe.

I'ean npencTaBisgtoT co60il KUAKOCTH, KETUPOBAHHBIE MOIXOASIIIUMHE refie00pa3oBaTeNsIMU.

JIunopuibHble renu (oeoreian) ABISIOTCS MpernaparaMyu, OCHOBBI KOTOPBIX OOBIYHO COCTOSIT
U3 KUAKOTO napaduHa ¢ MOJUAITUICHOM HIIM KUPHBIX MAacel, JKEJIUPOBAHHBIX KPEMHHUS JHOKCHUAOM
KOJUIOMIHBIM WJIM QJIFOMUHHEBBIM WJIM IUHKOBBIM MBUIAMH.

I'uapoduibHble renau (THAPOreNn) ABISAI0TCS NpenapaTaMy, OCHOBBI KOTOPBIX OOBIYHO COCTOST
W3 BOJBI, TVIMLEPUHA WU TPONWICHIVIMKOJS, JKeTUPOBAHHBIX MOJIXOAIIMMH TreieoOpa3oBaTesiMH,
TaKUMH KaK Kpaxmajl, IPOU3BOIHBIE LEJLTI0JIO3b], KapOOMephl U MarHUH-aTFOMUHHEBBIE CUITMKATBI.
ODCTI'® PK
Ilokazamenu Kauecmea MAZKUX J1eKapCMEEHHbIX CPeOCme

* OIHUCaHHE,

*  uacHTUUKAIMS,

*  OJIHOPOJHOCTB,

* Macca COJIEpKUMOro KOHTEHHepa,
*  MHKpOOMOJIOTHYECKAs YHCTOTA,
*  KOJIMYECTBEHHOE OIPE/IEIICHNUE.
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*  pa3Mep YacTHuIL,
+ pH,
*  KHUCIOTHOE U MEPEKHCHOE YHUCIIO,
*  XapakTepHbIC CBOICTBA OCHOBBHI,
*  CONYTCTBYIOIIHE IPUMECH,
*  TepPMETHYHOCTh KOHTEHHepa.
*  CrepuiibHbIC MATKHE JICKAPCTBCHHBIE CPE/ICTBA JIOJKHBI
*  BBIJICPKUBATH TECT HA CTEPUIILHOCTH (2.6.1).
Onucanme. KOHTpONMPYIOT BHEIIHWHA BUA W XapaKTEpHBIE OPraHOJENTHYECKHE CBOWCTBA.

Msrkue JeKapCTBEHHBIE CPEACTBA HE JOJDKHBI MMETh IPOTOPKIIOrO 3amaxa, a TaKXKe IPU3HAKOB
(bu3nuecKoi HeCTaOUIBHOCTH (arperanus YacTull, KOaJIeCLEHIUs, KOAryJILus, PacCIOCHHUE), €CIIU HET
JIPYIUX YKa3aHUW B YaCTHOM CTaThe.

HUnentupukamusa. IlpoBoast uAeHTUOHUKAIMIO BCeX JACHCTBYIOIIMX  BEMIECTB U
AHTUMUKPOOHBIX KOHCEPBAaHTOB, BXOJSAIIMX B COCTaB JIEKapCTBEHHOro cpezcTsa. Ecnu Heobxoaumo,
UACHTUGUIHMPYIOT BCIIOMOTaTeIbHbIE BEIIECTBA.

OaHoponHocTh. Msrkue JEKapCTBEHHbIE CPEICTBAa JIOJKHBI  ObITh  OJHOPOIHBIMHU.
OaHOPOJHOCT OIPENENAIOT 110 BHELIIHEMY By U 110 METOJUKE, NpuBeAcHHON B [Ipunoxenun 1 I'd
PK.

Ecnmu  HeoO6Xoaumo, OJHOPOAHOCTb OMNPEACSAIOT 10  KOJMYECTBEHHOMY  COJEPKaHMIO
KOMITOHEHTOB TpHU CIIENHUAIbHOM 0TOOpe MpoO, MO3BOJISIONIEM KOHTPOJIMPOBATH PAaBHOMEPHOCTh UX
pacnpenesneHusl.

Ipunoxenne 1 OO®C I'® PK

MeTtoauka onpeneaeHus1 OAHOPOAHOCTH

bepyt 4 npo6s! nekapcTBeHHOr0 cpeacTta no 20-30 r kaxjaas, MOMEIAoT Mo JIBe MpoObl Ha
IIPEIMETHOE CTEKJIO, HAKPHIBAIOT BTOPBIM IIPEIMETHBIM CTEKJIOM M IJIOTHO MPH)KUMAIOT 10
o0pa3oBaHUs MATEH JUAMETPOM OKOJIO 2 CM.

[Tpu paccMOTpeHHMH MOTyYEHHBIX TPOO HEBOOPYKEHHBIM TJ1a30M (Ha paccTossHUM 0koiio 30 cm
OT TJa3) BO BCEX YeThIpeX Mpobax He JOJKHO OOHApYKUBAThCSl BUIUMBIX YAaCTHIl, TOCTOPOHHHUX
BKJIFOYEHHUH U, €CJIM HET JIPYTUX yKa3aHW B 4aCTHOM CTaThe, NPU3HAKOB (pr3nyeckoi HeCTaOMIBHOCTH:
arperanuy u KoaJeCUEHIINH YaCTHII, KOATryJIsIHH.

Ecnu ogHa u3 npo0 He BbIIEP)KUBAET UCTIBITAHNE, ONPEACIICHUE IPOBOIAT JOMOTHUTEIBHO eIle
Ha BocbMH npobax. [Ipu 3ToM BoceMb AOMOIHUTENBHBIX TPOO JOKHBI BHIAEPKUBATH UCIIBITAHHE.

Pasmep yactun. B MATKHMX JI€KapCTBEHHBIX CPEACTBAX, COAEPXKALUX KOMIIOHEHTBHI B BUJE
TBEPAOH MU KUIKOM nucnepcHoil (as3bl, KOHTPOIUPYIOT pa3Mep 4YacTUll, €CIM OT HEro 3aBHUCAT
OMO/IOCTYIHOCTh, TepaneBTHUecKass A(PQPEKTUBHOCTb M O€3BPEIHOCTh WM JaHHBIA IOKa3aTelb
peraaMeHTHpYyeTCsl Ha3HAYE€HUEM JIEKAPCTBEHHOTO CPEICTBA.

TpeboBaHus1, peIbABIIEMbIE K pa3Mepy YacTHII, METOAUKH ONpPEeNeHUsI U KPUTEPUH OLICHKH
MIPUBOJIAT B YACTHOM cTaThe. Pa3mep yacTull B MATKUX JIEKAPCTBEHHBIX CPEACTBA ONPEACIISIOT METOJOM
MHUKPOCKOIIHH.

O®C I'® PK UsBiekaemast Mmacca win oobem (2.9.28).

Msrkue neKkapcTBEHHbBIE CPENCTBA /Il MECTHOIO IPUMEHEHHUs B OJHOAO030BBIX KOHTEHHEpax
JIOJKHBI COOTBETCTBOBATH TPEOOBAHUSAM UCIIBITAHMHSL.

OtOupator 10 3amONTHEHHBIX YNAKOBOK M YNANAIOT 3TUKETKU. TIIATETBHO MPOMBIBAIOT H
BBICYIIMBAIOT BHELIHIOK TOBEPXHOCTD KaXJI0M YIIAKOBKH U B3BEIIMBAOT YIIAKOBKH 10 OTACIBHOCTH.
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Konn4ecTBEHHO yAalAIOT COACPKUMOE M3 KaXKJOM YIAKOBKM M IIPOMBIBAIOT BCE YaCTHU
YIIAaKOBKH PACTBOPUTENIEM, YKa3aHHBIM B (papMaKoNeHHON CTaThe MM HOPMAaTHUBHOM JOKYMEHTALUH.
BricymmMBaoT U CHOBA B3BEIIMBAIOT KAXKAYI0 YIIAKOBKY BMECTE C COOTBETCTBYIOIUMH JETAJISIMU.

ITo pa3zHOCTH Macc BBIUUCISIOT Maccy COLEPKUMOIO YIIAaKOBKH.

I'epMeTHYHOCTh KOHTeiiHepa. [l CTEPMIIBHBIX M, €CIM HEOOXOAWMO, JIJISl HECTEPHIIBHBIX

MATKHMX JIEKAPCTBEHHBIX CPEJICTB IIPOBOJAAT OIIPEACIICHHE FEPMETUYHOCTY KOHTEHHEpPa B COOTBETCTBUU
C METOJIMKOM, N3J10KeHHOM B IIpritoxkenun 2.

ODC I'® PK Ilpnioxenune 2 I'epMeTHYHOCTH KOHTeiiHepa

MeToaunka onpeaesieHust

Ot6uparor 10 TYyO JNE€KapCTBEHHOTO CpEACTBA W TIIATEIBHO BBITUPAIOT HX HAPYKHbBIC
MIOBEPXHOCTU (PUIIBTPOBaIbHOM Oymaroi. TyObl OMEIIaOT B FOPU30HTAIILHOM I10JIOKEHUH Ha JIMCT
(GuIbTPOBANBHOM OyMaru u BBLACP)KUBAIOT B TepMocTate npu Temreparype (60 + 3)°C B Teuenue § u.

Ha ¢unbrpoBanbHoil Oymare He JOJIKHO ObITh HOATEKOB HU M3 OAHOHM TyObl. Ecim moarexu
HAOJIIOAAI0TCS TOIBKO M3 OJHOM TYOBI, HCIIBITAHUE TPOBOISAT JOMONHUTENBHO emie ¢ 20 Ty6amu. Ecin
nojaTeku HabOmojarorcss Oojee 4YeM M3 OJHOM  TyObl, pe3yJbTaTbl MCHBITAHUS CUYUTAIOT
HEYJIOBJICTBOPUTEIbHBIMH.

Pe3ynbTaThl CIIBITAHUS CUMTAIOT YAOBIETBOPUTEIBHBIMY, €CIIM HE HAOII01aeTCs IOATEKOB U3
nepBbix 10 Ty mnm HaOIrI0AMMCh TOATEKH TOJIBKO I o1HOM U3 30 TyO.

pH. B 3aBucuMocTH OT THIIa OCHOBBI M COCTaBa JEKapCTBEHHOTO CPEACTBa ompenenstor pH
BOJIHOW BBITSKKH, BOJHOTO PAacTBOPA WJIM CAMOTO JICKAPCTBEHHOTO CPE/ICTBA.

TpeOoBaHwMs1, IpeAbsBIsieMbie K pH, 1 METOIUKY OTIPEICIICHHS TPUBOJISAT B YACTHOM CTaTheE.

Kucaornoe yuciao (2.5.1) u Ilepekuncnoe uuciio (2.5.5). Ecnu HeoO6XxoaumMo, KOHTPOJIHPYIOT B
MSTKHX JIEKAPCTBEHHBIX CPEJICTBAX, B COCTaB KOTOPBIX BXOJST BELIECTBA, CIIOCOOHBIE K THAPOIIU3Y U
OKHCIICHHIO. PernmaMeHTupyeMbie TpeOOBaHUS M METOIUKHU ONIPEIICIICHHSI TPUBOIST B YACTHOW CTAThE.

Crepunsnoctsb (2.6.1).

Ecnu Ha »THKETKe yKa3aHo, UTO MpernapaT CTepHIIeH, OH JOJDKEH BBIIEP)KUBATh MCIIBITAHUE HA
CTEpPUIIBHOCTb.

CTepuIIBHOCTD — 3TO OTCYTCTBHE KHBBIX MUKPOOPTAaHU3MOB. J[JIs1 CTEPHIIBHBIX JIEKAPCTBEHHBIX
dbopM HaTUYHEe MUKPOOPTAHU3MOB, Ja)KE B MAJIOM KOJMYECTBE, MOXKET CTaTh JICTATBHBIM, YIUTHIBAS
OecCIpersATCTBEHHOE TOMNalaHue MUKPOOPTaHMU3MOB B KPOBb HJIM Ha CIU3UCTHIE 00OJOYKH OpraHU3Ma,
MIPU yCIIOBUHU OCTA0JIEHHOTO UMMYHHUTETA YEIOBEK.

OmnpeneneHne CTEPUIBHOCTH PACTBOPOB MPOBOJUTCS TYyTEM IIOCeBa M WHKyOarmu Ha
CHEeIMANBHBIX TeCT-Cpefax oOpa3loB Kaxaoi cepun mnponaykuuu. llpm oOHapyxkeHHH pocTa
MUKPOOPTaHU3MOB XOTsI Obl B OJHON MPOOUpPKE HCIBITAHHE MOBTOPSIOT HA TAKOM JK€ KOJINYECTBE
cocytoB. Y TONBKO TpU OTCYTCTBHH POCTA MPHU OBTOPHOM MOCEBE CEPHS CYUTACTCS CTEPUITBHOM.

OmnpeneneHuto CTEpUIILHOCTH MOJIBEPTAIOT aMITYJIbI WIIN ()JIAKOHBI KaXKI0M cepuu,
OJTHOBPEMEHHO IOJIBEPTaBIINECS CTEPHIN3AIMH B OJTHOM CTEPHIIN3YIOIIEM armapare.

CrepuabHocTh roToBhix JIC mpoBepsiercsi cJAeAyOIIMMH MHKPOOHOJIOTrH4eCKHUMHU
MeTOJaMH:

Meron npsiMoro nocesa;

- Meton meMOpanHOH (puIbTpaIuy.

UCTIOJIBb3YIOT ITUTATENIbHBIE CPEbI:

- JKUJIKAs] MUO2IUKONe8Asl cCpedd JIJIS BBISBIICHUS aHA3POOHBIX M a3pOOHBIX OAKTEPHIA;
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- JKHJKas cpela Ha OCHOBE TUApPOJIM3aTa Ka3eWHa U COEBBIX 0000B (cpeda Cabypo) s
BBISIBJICHUS TPUOOB U a3pOOHBIX OaKTEPHIA.
[MuTaTenbHbIE cpeabl TOTOBITCS U3 OTICIBHBIX HHIPEIUCHTOB B COOTBETCTBUU ¢ I'D, a Takxke
13 KOMMEPYECKOH IETUApaTHPOBAHHOM CPE/Ibl B COOTBETCTBHH C TIPUIIAraeMbIMH HHCTPYKIIASMHU.

HUCIIBITAHUE JIEKAPCTBEHHOI'O CPEJICTBA HA CTEPUWIBHOCTD

HcnbiTanue MeToA0M MeMOpaHHOH GUIbTPALIMN.

Hcnonb3ytoT MemOpaHHble (QHIBTPHl C HOMHHAIBHBIM pa3MepoM mop He Ooinee 0.45 MKwm,
criocoOHbIe 3((HEKTUBHO 33AE€PKUBATh MUKPOOPTraHU3Mbl. DUIBTPBI CTEPUIIN3YIOT IIPH TEMIIEpPAType
121+1°C 20 muH.

HcnpiTyeMblli TIpenapaT pacTBOPSIOT, (PHIBTPYIOT 4Yepe3 CTEPHIIbHYI0O MeMOpaHy, KOTOPYIO
MPOMBIBAIOT OT pacTBopa 3-5 mnopuusimu pactBoputess nmo 100 My, paspe3aroT CTEpPUIbHBIMU
HOKHUIIAMU Ha 2 4aCTH, OJIHY U3 HUX IMOMEMIAIOT B KOJIOY ¢ THOTJIMKOJIEBOU CPENioil, BTOPYIO — B CPEIy
Calypo, 7 nHel HHKYOMPYIOT IpU €XKETHEBHOM MpocMoTpe. Bee onepaliy npoBoIsT B aCENTHUECKUX
YCIIOBUSIX.

[Tpu oTCyTCTBHM APYTUX YKA3aHUN B YACTHOM CTaThe MOCEBBI MHKYOUPYIOT HE MeHee 14 cyT npu
temriepatype ot 30 0C go 35 O0C (nutarenbHble Cpelibl, MPeAHA3HAUYCHHBIE MPEUMYIIIECTBEHHO IS
BBIABIICHUS OakTepuii) u mpu Temmeparype oT 20°C no 25°C (nuTaTensHble cpespl, MpeHA3HAYEHHBIE
MIPEUMYIICCTBCHHO JIJIsl BBISIBJICHUS TPUOOB).

HcnbiTaHue MeTOI0M MPSIMOI0 MoceBa

Hccnenyemoe €KapcTBEHHOE CPEACTBO BHOCAT HEMOCPEICTBEHHO B IMUTATENIbHYIO CpPEAy B
KOJIMYEeCTBE, yKa3zaHHOM B TabOim. 2.6.1.-2. Ilpum OoTCyTCTBHM NpyTrHX yKa3aHWH B YaCTHOW CTaThe
KOJIMYECTBO JIEKAPCTBEHHOTO CPEJICTBA JOJHKHO COCTaBIATH He Oonee 10 % ot oObema muTareabHOU
CpEIIbL.

B ToMm, ciydae, eciu JIEKApCTBEHHOE CPEJICTBO 00J1aAaeT aHTUMHKPOOHOW aKTUBHOCTHIO B
YCIIOBUSIX HCIIBITAHUSA, €€ HEUTpaIM3yI0T MyTeM JOOaBJICHHs MOAXOMAAIIUX HEHUTPaTu3aToOpoB HIIU
yBEIMYEHUSI 00beMa MUTATELHON CpeIbl.

JlexapcTBeHHOE CpPEJICTBO BBIIEPKUBAET UCIBITAHWE Ha CTEPHIIBHOCTD, €CJIH MPH BU3yalbHOM
ydere He 00HapyKUBAETCA POCT MUKPOOPTaHU3MOB.

5.1.4. MUKPOBUOJIOT'NYECKAS YACTOTA JIEKAPCTBEHHBIX CPEJICTB

KATEI'OPUA 2

['oToBBIE JIEKapCTBEHHBIE CPEICTBA AJII MECTHOTO TPUMEHEHUS

U TIPUMEHEHUS B PECIUPATOPHOM TPAKTE, 32 MCKIIIOUEHHUEM TeX, K KOTOPBIM MPEAbSBIISIOTCS
TpeOOBaHUS MO CTEPUIBLHOCTH, U TPAHCIEPMAIbHBIE MJIACTBIPH.

- O6111ee YUCIIO KU3HECTIOCOOHBIX a3POOHBIX MUKPOOPTaHU3MOB

(2.6.12): He 6onee 102 MUKpOOPraHU3MOB (239pOOHBIX OaKTepHil U TPUOOB CyMMapHO) B rpamMme,
B MUJUIMJIUTPE WM HA OJIUH IUIACTBIPH (BKIIIOYAs KIEHKUN CIION U OCHOBY).

OtcyrctBue Pseudomonas aeruginosa B 1 r, 1 M1 miin Ha OJTHOM IUTACTBIpE (BKITIOYAs KICHKUI CIION U
ocHOBY) (2.6.13).
OtcyrcrBue Staphylococcus aureus B 1 r, 1M1 wiIn Ha OAHOM IUIACTHIpe (BKJIFOYAs KICHKHMA CIOW U
ocHOBY) (2.6.13).

KonuuecTtBennoe ompenejieHue. [IpoBoasST  KOJMYECTBEHHOE  ONpENEICHHE  BCeX
NEeHCTByIOMUX BeulecTB. J(omycTUMOe OTKIIOHEHHME COJAEP)KaHUS [EHCTBYIOIIMX BELIECTB IIPU HX
no3upoBke Menee 10 % nommxubl coctaBnath (+ 10 %), mpu noszupoBke 10 % u 6omnee - (+ 5 %) ot
COJIepKaHusl, yKazaHHOTO B pazzene «CocTaBy, €clii HeT IPYTUX yKa3aHWUH B YaCTHOM CTaThe.
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KonuuecTBeHHOE coziepkaHNEe ONPEENIIEMbIX BELECTB BBIPAXKAIOT B FpaMMax, MIJLIIUTpaMMax
nmu equaunax aeiicteus (EJ]) B 1 T aekapcTBEeHHOTO CpecTBa, €CIIM HET IPYTUX yKa3aHUH B YaCTHON
CTaThbe.

Jns KOHCEpBaHTOB pErIAMEHTUPYIOT MU KOHTPOJIUPYIOT BEPXHMM M HUKHUW IIPEAEIIbl
cojgepxkanus. s APYruX BCIIOMOTATENIBHBIX BEIECTB, CIIOCOOHBIX OTPHUIATENBHO BIMATH Ha
¢dusnonoruueckue QyHKIMHU, KOHTPOJIUPYIOT U PErJaMeHTHPYIOT BEpXHUH mpenen coaepkanus. Ecnu
BCIIOMOTATEJIbHOE BEIIECTBO BIMAET HA OMOJOCTYIHOCTH JIEHCTBYIOILIETO BEIIECTBA, PETIIAMEHTHPYIOT
BEPXHUI U HIXKHHM NPEJENbl COACPKAHUS U ITPOBOJAT €ro KOJMYECTBEHHOE ONPEIECTICHUE.

YnakoBka i MSTKHX JIGKAPCTBEHHBIX CPEACTB JODKHA OBITh WHANPHEPESHTHOW IO
OTHOLIEHUIO K JIEKAPCTBEHHOMY CPEACTBY; IUIOTHO YKYIIOPHBATBHCS IS MPEJOTBPAILECHUS KOHTAKTA
COJICP)KUMOTO C OKpY)KAIOIIeH Cpeloi; eciu HeoOXOIWMO, OHA JOJDKHA OBITh TEePMETUYHOU U
CBETOHEITPOHUIIAEMOM.

[TpeanoYTUTENIFHO ~ HCIIOJIb30BAaHHE METAUTMYECKUX HEoOpaTuMO CHKUMaeMbIX TyO C
BHYTPEHHUM JIAKOBBIM MOKPBITHEM, 3aLIUTHOH MEMOPAHOM U JTATEKCHBIM KOJIBLIOM.

MoryTt OBITb HCHOJB30BaHbl [JPYIHM€ BHJbl IEPBUYHOM YIAKOBKH, COOTBETCTBYIOLIHE
BBIILICTICPEUNCIICHHBIM TpeOoBaHusIM. KoHTeilHep €O CTepHIbHBIMH MSATKUMHU JIEKapCTBEHHBIMU
CpeACTBaMU JIOJDKEH OBITh TEPMETHYHBIM M UMETh MPHUCIIOCOOJICHHE IJIsi KOHTPOJISI IEPBOTO BCKPBITHSA,
HampuMep, 3alIUTHYI0 MEMOpaHy.

Konrelinep nnsi Ha3aldbHBIX, YIIHBIX, TIJIa3HBIX, PEKTAIbHBIX M BardHAJIBHBIX MSITKUX
JIEKapCTBEHHBIX CPEJICTB JOHKEH OBITh CHA0KEH COOTBETCTBYIOIIMMU alIUIMKATOPAMH.

Xpanenune. [Tpu remneparype He Boile + 25 C, eciiu HET APYTUX YKa3aHUM B YACTHOM CTaThE;
HE JIOIYCKaeTCs 3aMOpakBaHUE.

MapxkupoBka. Ha 3THKeTKe yKa3bpIBaIOT:

- Ha3BaHHE U KOJIMYECTBEHHOE COJIepP:KaHNEe BCEX aHTUMUKPOOHBIX KOHCEPBAHTOB;

- Ha3BaHHUE BCEX BCIIOMOIaTEIbHBIX BEILIECTB;

- «J1J1s1 MECTHOTO IPUMEHEHHUS;
- €CJIM HE00X0/IMMO, CPOK XpaHEHHUs [TOCJI€ IEPBOIO BCKPBITHS;
- ISl CTEPUJIBHBIX JIEKAPCTBEHHBIX CPEICTB YKa3aHUE O CTEPUIIBHOCTH.

NinocTpaTuBHBIA MaTepHuad:
- mpe3enrarust Microsoft Power Point.

JIuteparypa
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AHaJIU3 NOKa3aTe/ieil KauecTBa JIEKAPCTBEHHBIX CPEICTB VISl PEKTAJBLHOI0 IPUMEHEHHUs B
coorBercTtBuu ¢ H/I

Leab: chopMupoBaTh y CTYyJIECHTOB 3HAHMUS O aHAJIHU3E MMOKa3aTeslell KauecTBa JIEKapCTBEHHBIX
CPEICTB MJisi PEKTAJbHOTO NpPUMEHEHHs B cooTBeTcTBUU ¢ HJ[ MO KOHTpOIIO 3a KayecTBOM U
0€30MaCHOCTbHIO JIGKAPCTBEHHBIX CPEICTB

Te3ucsl Jekunu
ITnan:
- JIeKapCmeeHHbIX cpedCcms OJisk peKMAIbHO20 NPUMEHEHUs.
- npeumywjecmea u He0OCmMamKu
- Ilokazamenu kavecmea
- Usenexaemasn macca unu obvem
- OoHopoOoHOCmb coOeparcanus

OPC I'® PK JlekapcTBeHHbIE CPEICTBA /ISl PEKTAJIBHOI0 IPMMEHEHHUS
Rectalia

JlexapcTBeHHbIE CpeACTBa [UIsl PEKTaIbHOIO MNPUMEHEHHS (PEKTaJbHBIE JIEKapCTBEHHBIE
CpeCTBa) MpeIHA3HAYEHBI I BBEACHUS B MPSAMYIO KHMIIKY C I€JbI0 MOJXYYEHUS CHCTEMHOIO MU
MECTHOTI'O )IeflCTBPISI, HJIK OHU MOT'YT OBLITH UCIOIL30BAHbI JUIA JUAarHOCTHYECCKHUX ueneﬁ.

Bunosoe cBoiCTBO:

TBepaocTh - mpeososieHNe CONPOTUBIEHUS CPUHKTEPOB U TKAHEH;

MsrkocTh - paBHOMEpHOE pactnpeaenenue JIB no cimusucton.

Knaccupurkauus:

- CYNIO3UTOPHH;

- PCKTAJIbHBIC KAIICYJIbI;

- peKTaibHbIE PACTBOPHI, SMYJIbCUU U CYCIICH3UU;

- IIOPOIIKH U TaOJIETKHA JJI IPUTOTOBJICHUSA PCKTAJIbHBIX
PacTBOPOB U CYyCIEH3UH;

- MATKHUC JICKAPCTBCHHBIC CPCACTBA IJIA PCKTAJIbHOI'O IPUMCHCHUSA
- peKTaibHbIE TICHBI;

- PCKTAJIbHBIC TaAMIIOHBI.

Cynmo3uropum - TBEpAbIE OJHOJO30BbIE JIEKApCTBEHHBbIE cpencTtBa. dopma, 00beM u
KOHCHCTEHIIHS CYNITO3UTOPUEB JOJDKHBI COOTBETCTBOBATh PEKTAIIBHOMY IIPHUMEHEHHIO.

Cyrmmno3utopuu coaepxaT OJHO UK 0oJiee NEUCTBYIOMIMX BEIIECTB, JUCIEPTUPOBAHHBIX WIIU
PacTBOPEHHBIX B TOJXOJISIIIECH OCHOBE, KOTOPask MOXKET PAaCTBOPSITHCS WM JHUCIIEPTHUPOBATHCS B BOJIC
WJTU TUTABUTHCS TIPU TEMIIEpAType Tea.

B cocraB cynmno3utropueB npu HEOOXOIUMOCTH MOTYT BXOJWUTH BCIIOMOTATENIbHBIC BEIIECTBA,
TakhMe Kak pa30aBUTENIH, aJICOPOCHTHI, MOBEPXHOCTHO-aKTUBHBIE U CMa3bIBAIOIINE BEIIECTBA,
AHTUMHUKPOOHBIE KOHCEPBAHTHI U KPACUTEIHU, pa3pelICHHbIE K MEAUIIMHCKOMY PUMEHEHHIO.

Cynrmo3utopuu MOTYyT UIMETh MAaKCUMAJIbHBIN AuameTp He Oonee 1,5 cum.

Macca oHOTO Cynmo3uTOpHs OOBIYHO HAXOAUTCS B mpeaenax oT 1 r ao 4 r, ans aerei - ot 0,5
rmo 1,5r.

IIpeumymiecTBa Cynmno3uTopuen
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=

HosupoBannas JI®, yto mno3Boiser Ha3zHadaTth B cynno3utopusx JIB couckoB A, b,
HapKOTUYECKHUE;

B cocras cynno3uropues MokHO BBecTH JIB pa3HbBIX arperaTHbix COCTOSHUM U KOHCUCTECHIIUHY;
BELIECTBA, HECOBMECTUMBIE B IIOPOLIKAX, MUKCTYPAX;

B cynmosuropun MoxHO BBOAUTH JIB paznuuHbix (hapMaKkoIOruyecKux rpym, o0ecrednBaThb
HOJATrOTOBKY BO3AeHCTBUS onHoro JIB gapyrum; B BHJE CYNIO3UTOPUEB APHEKTHUBHO
IIPUMEHEHHUE CHOTBOPHBIX BEUIECTB, AUYPETUKOB, CEPACUHBIX ITIMKO3UI0B U Ip.
Cynno3utopuu y100HBI AJ1s1 IPUMEHEHUS B IEUATPUU U TepUATPUU.

I[IpenmyiecTBa peKTAJIbLHOIO MyTH BBeAeHus1 JIB no cpaBHeHuio:

C nepopajbHbIM IYTeM BBe/ICHHS

beicTpoTa HacTyIIeHUs TepaneBTUYecKoro 3 dexra

B03MOXXHOCTh IPUMEHEHUS CYNIIO3UTOPHEB TSKETOOOIHHBIM MAllUEHTaM B O0€CCO3HATEILHOM
COCTOSIHUM, TIPU CEPJEUHO-COCYIUCThIX 3aloseBanusx, 3aboneBaHusax JKKT, nedenn u
YKEJTYEBBIBOAINX IIyTEH, IPY HAPYIIEHUH aKTa IJIOTaHUS, PBOTE, TOKCUKO3aX;
[IpenorBpamenue wHakTuBanuu JIB mnumeBaputensabiMu depmentamu JXKKT u meuenu
(aHTHOMOTHKH, BUTAMHUHBI, (epMeHThI); OTCyTCTBHE TOOOYHOTO JCHCTBUS B BHJIE TOLIHOTHI,
PBOTBI, TOPEYH, U3KOT'H;

Bo3moxxHOCTh Ha3HaueHus JIB, HENpHUATHBIX HAa BKYC M arpeCCUBHBIX 10 OTHOLIEHHUIO K
ciansucToit ooonouxe JKKT;

OTtcyTcTBHE aIepru4eckuX peakiuili Ha BBeieHHOe JIB, yMeHbllleHne win nojHOE OTCYTCTBUE
0OOYHOTO 1eHCTBUS;

VYcunenue npouecca BcacblBaHUsl HEKOTOpbIX JIB (Hanpumep, BuTamuna B12, koTopslil 110X0
BCAaChIBACTCS MIPU IIPUEME per 0s)

C MHBEKIMOHHBIM IYTEM BBE/ICHUSA:

Bricokast ckopocTs BcackiBanus JIB, ObicTpast noctaBka JIB, B cinydasx, yrpoaromux KU3HU
(cHATHE THUMNEPTOHMYECKUX KpPHU30B, CHa3M KOPOHAPHBIX COCYIOB, OpOHXOB, OBICTpOE
BOCCTAaHOBJICHUE HAPYIIEHHOTO CEPJIEYHOTO PUTMA U PACCTPOMCTBA JIBIXAHUS);

[Ipu conocraBumoit ObicTpoTe AeiicTBus JIIT He TpeOyeTcs:

CHEIHAbHBIX HHCTPYMEHTOB U 00yUYE€HHOTO METUIIMHCKOTO IepCoHamna

BBEJICHUE CYNIIO3UTOPUEB 0€300I€3HEHHO

HCKJTFOYE€HA OTTACHOCTh WH(UIIMPOBAHUS

JlekapcTBeHHBIE CPeCTBA /ISl PEKTAJIbHOI0 IPMMEHEHHSI KOHTPOJHMPYIOT 110 CJICAYIOLIUM

nmoKasarTtejsiM KadecrBa:

OITMCAHHE;

UIECHTU(DUKAITNS,

CpeIHsIsl Macca U OJTHOPOJHOCTh MacChl (IJIsI CYIIIIO3UTOPHUEB

Y PEKTaIbHBIX KamCyJ, Ta0JIeTOK JJIsl MPUTOTOBJICHUS PEKTABHBIX PAaCTBOPOB M CYCIICH3UH, a
TaKKe JIJIS1 PEKTAIBHBIX PACTBOPOB U CYCIICH3UN);

pacnagaeMocTh (7151 CyNIMO3UTOPUEB M PEKTAIBHBIX KarlCys, TaOJIETOK i MPUTOTOBJICHUS
PEKTaNbHBIX PACTBOPOB U CYCIICH3HH);

OJTHOPOJIHOCTB COJICPKAHUS;

TeMIIepaTypa IJIaBJICHUS WM BpeMs MOJTHOW JedopMalinu;

pacTBOpEHHE;

POJICTBEHHBIC IPUMECH;
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*  MHKpOOHOJIOrMYecKas YUCTOTa;
*  KOJMYECTBEHHOE OIPE/EIICHNUE.

B nekapcTBEHHBIX CpeACTBaX Uil PEKTAJbHOTO MPUMEHEHUS TMpU HEOOXOIUMOCTH
JIOTIOJIHUTEIBHO KOHTPOJIIMPYIOT KUCJIIOTHOE U MIEPOKCUAHOE YNCIa, a TAKKE pa3Mep 4acTUll.

Onucanue. BuzyanbHo npuBoJsaT onucaHue (Gopmbl, LBeTa Cynno3utopuen. Cymnmo3utopuu
JOJKHBI UMETh OJTHOPOJIHYIO MacCy, OJJUMHAKOBYIO (opMy M 00J1aJ1aTh TBEPIOCTHIO, 00ECIICUNBAOIIICH
y100CTBO MPUMEHEHUS.

OaHOPOIHOCTH OIPEAECIAIOT BU3YaJIbHO Ha IIPOJ0JIBHOM CPE3E 10 OTCYTCTBHIO BKparuieHuil. Ha
cpese IOMyCKaeTCs HAIMYUE BO3AYIIHOTO CTEPXKHS MIIM BOPOHKOOOPA3HOTO YTy OIeHHUS.

B oTaenpHBIX cilydasx JOMYCKaeTCsi HAJIWYUE BKPAIUIEHUH, YTO JOJDKHO OBITh YKa3aHO B
(hapmakoneiHol craTbe WK HOPMAaTUBHOM TOKyMEHTALIUU.

Nnentudukanus. /s ycTaHOBICHHUS TOUITMHHOCTH KaIlCyJl UCIIOJIB3YIOT cOYeTaHne (PU3UKO-
XUMHUYECKHX U XuMudeckux meronos: MK-cnexkrpockonuu, Y d-criekrpodoromerpun, xpomarorapuu
(TCX, BOXX) 1 kauecTBEHHBIX XUMUYECKUX pEAKLU.

Cpennsisi macca (2.9.5). Onpenesienne cpeaHeit Maccbl. [IpOBOAST IS CYMITO3UTOPHEB M
pPEKTaNbHBIX KaICyJl, TA0JIETOK /JIsl IPUTOTOBJIEHUSI PEKTAIbHBIX PACTBOPOB U CYCIIEH3UM.

OTKIIOHEHUE OT CpeIHEN MacChl, yKa3aHHOU B pazzene «CocTaBy», He JOKHO MpeBbIath + 5 %
IIpY OTCYTCTBUM JPYIMX YKa3aHHMI B 4acTHOM cTtarbe. OmpenesneHne cpeaHel Macchl IPOBOAST Kak
yKazaHo B pazzene « OOHOpoOHOCMb MACChbl 015 eOUHUYbL 003UPOBAHHO20 NeKAPCMBEHHO20 CPEOCMBO .

20 eaMHHL JO3MPOBAHHOIO JIEKAPCTBEHHOIO CPEACTBA WIM COAEpPXKHMOE Kaxzaoro usz 20
KOHTEIHEpOB, B Cllydyae OIHOJO030BbIX JIEKAPCTBEHHBIX CPEACTB B WHIUBUAYaJIbHBIX KOHTEIHepax,
OTOMPAIOT MO CTATUCTUYECKH 0OOCHOBAHHOM CXeMe, B3BELIMBAIOT KAX/IyIO B OT/AEIBHOCTH U PACCUUTHI-
BaIOT CPEIHIOI0 Maccy.

JIekapCTBEHHOE CpPEJICTBO CUMTAIOT BBLACP)KABIIMM HCIBITAaHHE, €CIM He Oojee IBYX
WHAMBUAYATbHBIX MAcC OTKJIOHSIIOTCS OT CpelHel Macchl Ha BEJIMYMHY, MPEBBIIIAIONIYI0 3HAaYEHHE,
ykazaHHoe B Ta6m. 2.9.5.-1.

[Ipu >TOM HUM O/JHa MHAMBHyallbHAs Macca HE JOJKHA OTKJIOHSTHCS OT CpelHEl Macchl Ha
BEJIMYHMHY, B /IBA pa3a MPEBBIIIAIOINIYI0 3HaUeHHe, YKa3aHHoe B Tabum. 2.9.5.-1.

Temneparypa nmuiaBJjieHusi. [[jsi cynmno3utropres, U3TOTOBIEHHBIX Ha JIMMIOPUIBHON OCHOBE,
OnpeeNAI0T TeMIepaTypy MiapieHus o Merody (2.2.15), koTopas He J0JKHa TpeBbimaTh 37°C mpu
OTCYTCTBHMHM JIPYTUX YKa3aHWM B YaACTHOU CTaThe.

2.9.2. PacnagaeMoCTh CyIIIO3UTOPUEB U NIECCAPUEB

Ecnu pexkranpHble KancyJsibl He MpeIHa3HaueHbl 1715 MOAU(PHUIIMPOBAHHOTO BEICBOOOKACHUS MITH
MECTHOTO IPOJIOHIMPOBAaHHOTO JAEUCTBHS, OHU JIOJIKHBI BBIIEPKUBATh UCIBITAHUE PAaCalaeMOCTH
CYTIO3UTOPUEB

u neccapueB. COCTOSIHME KaICyJl UCCIeqyroT yepe3 30 MUH IIPH OTCYTCTBUU IPYTUX YKa3aHUH B
YaCTHOM CTaThbe.

OOpa3s1bl CUNTAIOT PACTIaBLIIMMUCS, €CIIH:

a) HaOJr01aeTCs MOJTHOE PACTBOPEHHUE;

b) KOMIOHEHTHI CYNIO3UTOPUS PA3/IEIUINCh: PACIUIaBICHHbIE KHUPOBHIE BELIECTBA COOPAIHChH
Ha TMOBEPXHOCTHU >KUIKOCTH, HEPACTBOPUMBIE IMOPOUIKOOOpa3HbIE BEIIECTBA OCEIM Ha JHO, a
pacTBOpUMBIE KOMIIOHEHTHI pACTBOPUIIKCS;

B 3a8UCUMOCMU OT COCTaBa U CII0C00a MPUTOTOBJICHUS KOMIIOHEHTHI MOTYT OBbITh paclpeiesieHbI
10 OJTHOMY HMJIA HECKOJIbKMM U3 BBIIICYKA3aHHBIX MyTEH;

B) pa3MmsirdeHue oOpasiia COMPOBOXKAACTCS 3aMETHBIM HM3MEHEHHEeM (OpMBI O€3 MOJHOTO
pa3aeseHrs KOMIIOHEHTOB;



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 56 crp. u3 48
«OO011Me MEeTO bl UCCIICOBAHMS U aHAJIM3 JICKAPCTBECHHBIX CPEICTBY

pa3MAr4eHUEM CUMTAETCS TAK)KE€ OTCYTCTBHE y CYNIIO3UTOPHUS TBEPIOTO fJ]Ipa, OKa3bIBAIOIIETO
COTPOTHUBIICHUE JIaBJICHUIO CTEKJISTHHOM MaJIOUKH;

d) wHabmomaercs pa3pbiB KEIATHHOBOW OOOJIOYKH PEKTAIbHOM MM BarMHAIBHOM KalCyIibl,
MO3BOJISIFOIINIA BEICBOOOXKIATHCS €€ COACPKUMOMY;

€) Ha nephOopUPOBAHHOM JIUCKE HE OCTAIOCH OCAJIKa MIIM OCTABIIUICS OCAI0K COCTOUT TOJIBKO
Y3 MATKOM MU MeHOooOpa3HOM Macchl, HE UMEIOIEH TBEPIOro AIpa, OKA3bIBAIOLIETO COMPOTUBIICHHE
JIABJICHUIO CTEKJISTHHOM MajovKy (BarMHAIbHbIE TaOJICTKH).

HcnpiTanus mpOBOAST, WCIHONB3YS TPU TaKUX MpUOOpa, KaKIbI U3 KOTOPBIX COAEPIKHUT
oTAenbHbI oOpasen. Kaxaplii npuOop momema-1oT B CTakaH ¢ TEPMOCTATHPYIOUIUM yCTPOHCTBOM,
BMECTUMOCTbBIO HE MEeHee 4 J1, 3all0THEHHbIN Bo0M ¢ TemnepaTypoid ot 36 0C o 37 °C, npu OTCyTCTBUU
JIPYIUuX YKa3aHUW B YaCTHOM CTaThe.

Tpu npubopa MOryT ObITH TaK)KE MOMEILIEHBI BMECTE B OJJUH COCYJl BMECTUMOCTBIO HE MeHee 12
1.

MeTtoauka. VICOBITBIBAIOT TPU CYNIIO3UTOPHUS WM [IECCAPHUSL.

[IpenapaT BbIIEp/KMBAET UCIIBITAHUE, €CIIU BCE TAOJIETKU WU KAICYJIbl PACIIAJIUCh.

Bpemsi mosHoii aedopmamun. ([Ipunoxenuel.) Jlomyckaercs HMCHOJB30BaAaHUE JPYTUX
pubOpOB.

Bpewmst moHo#M nedopmaruu 10KHO OBITE He Oosiee 15 MUH NPU OTCYTCTBUHU APYTHX YKa3aHUH
B YaCTHOM CTaThbe.

OxaHopoaHocth coxep:kanusi (2.9.6). IIpu oTCyTCTBUH APYrUX yKa3aHWH B YaCTHOM CTaThe,
TBEP/IbIE JO3UPOBAHHbBIE JIEKAPCTBEHHBIE CPEJCTBA C COJIEPKaHNUEM JICHCTBYIOIIErO BEIIECTBA MEHEE 2
MI Ui MeHee 2 % oT o0Iel Macchl TOJKHBI BBIIEPKUBATh UCIIBITAHWE OJHOPOIHOCTH COJIEPKaHUs
JIEUCTBYIOIIETO BEIIECTBA B €IUHUIIE IOZUPOBAHHOTO JIEKAPCTBEHHOTO CPEICTBA TECT A (TaOJIETKU) UK
TecT B (cynmo3uropuu, pekTaibHbIe Karcybl).

Ecnu nexapcTBEHHOE CPEICTBO COEPIKUT O0JIee OHOTO ACHCTBYIONIETO BENIECTBA, TPEOOBAHUS
pacIpoCTpaHsIOTCA TOJBKO HAa T€ BEIIECTBA, COIEP)KaHHWE KOTOPHIX COOTBETCTBYET BBIIIEYKa3aHHBIM
YCIIOBUSIM.

TECT B

Kancynpl, mopomiku He s MapeHTEPATbHOTO MPUMEHEHHUS, TPaHyJbl, CYNIO3UTOPHH,
MeCCapuu.

JlekapCTBEHHOE CPE/ICTBO BBIACP)KUBAET UCTBITAHUE, €CITU COZIep KaHue He OoJiee 4eM B OJHOM
€IMHUIIC BBIXOIMT 3a mpeaeiisl 85 - 115 % u HU B OJTHOM eIMHUIIE HE BBIXOIUT 3a Tpeaesl 75 - 125 %
OT CPEJIHETO COJIEPKaHNUs B JIEKAPCTBEHHOM CPEICTBE.

JlexapcTBEHHOE CPEJCTBO HE BBIIEPKUBAET MCIIBITAHUE, €CIIM COJAepkKaHHE OoJjiee 4eM B TpeX
€IMHUIIAX BBIXOAMT 3a mpeneisl 85 - 115 % oT cpemHero coaepkaHusi WIH €Cld XOTs Obl B OAHOMN
€IMHUIIE BBIXOIUT 3a Tipeaennl 75 - 125 % ot cpenHero coaepskanus.

H3Baexaemass macca wim odbem /2.9.28). XKunkue i MsIrkue peKTalbHbIE JeKapCTBEHHbIC
CPEJICTBA B OJJTHOJIO30BBIX KOHTEHHEpaX JOKHBI COOTBETCTBOBATH TPEOOBAHMSIM.

PactBopenne (2.9.3). Jlng moOATBEpXkKAEHHS  COOTBETCTBYIOIIETO  BBICBOOOKICHHUSI
JEICTBYIONIETO BEIIECTBA WM BEHIECTB M3 TBEPAbIX JIO3UPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
WCIIBITAHUE MOXET OBITh MPOBEACHO, OJTHUM M3 CIIOCOOOB, OMMCAHHBIX JJISl CYNIO3UTOPUEB U MATKUX
Karcyt.

Ecau npoBoasT ucneiTanue no nokazarento «PactBopenuey, ucnsitanue «PacnagaemMocTsy He
Tpedyercs.

JIaHHBIN TECT UCTIONB3YIOT ISl OMPEIETICHUsI CKOPOCTH PACTBOPEHUS! AKTUBHBIX MHTPEAUEHTOB
TBEPJBIX JO3UPOBAHHBIX (HOPM (Hampumep, TabJICTKH, KaICyJIbl U CYTIIIO3UTOPHUH ).
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HNiunrocTpaTuBHBIN MaTepUaJl:
- mpe3enrarust Microsoft Power Point.

Jluteparypa

OCHOBHASI:

Ha PYCCKOM SI3BIKE:

1. ApsictranoBa T.A. ®apmaneBTuueckas Xumus: y4eOHHK, ToM [. (2-oe um3manme). «Sky
Systems», 2021. -640 c.

2. ApsicranoBa T.A. dapmaneBtudeckass xumus: ydeOHuk, Tom Il. (2-oe m3manue). «Sky
Systems», 2021. -572 c.

3. ApeicranoBa T.A. @apmaneBTuyeckas Xumusi: yueOHuk, ToMm I: - Anmatel: «9Bepo», 2015.-
640 c.

4. ApwictanoBa T.A. @apmanieBTHuecKast XUMuUs: yueOHUK, ToM I1:- Anmater: «9Bepo», 2015.-
572 c.

5. T'ocynapctBennas ¢apmaxomness Pecyonukn Kazaxcran.-Anmatsr:«Kubek xonbn», 2008.-
Towm 1.- 592c.

6. I'ocynapctBennas apmaxones: Peciyonuku Kazaxcran.- Anmatsr:«XKubek xomsn», 2009.-
Towm 2.- 804c.

7. TocynapctBennas ¢apmaxomnesi Pecyonuku Kazaxcran.-Anmatsr:«Kubek xonbr», 2014.-
Towm 3.-729c.

8. Kontpons kavectBa u crangaprusanus JIC: metoaudeckoe mocobue / mox pen. Pamenckoii I
B., Opna6aeoii C. K.-M: I MI'MYVY; - llleimkenT: FOKT'®A, 2015. - 248 c.

9. Opnabaesa C.K. AHanmu3 JeKapCTBEHHBIX IpeNapaToB, MPOU3BOJHBIX apPOMAaTUYECKUX
coeMHEeHM: yueOHoe mocooue.-IlIbiMkenT: «Onem», 2015.-249 c.

10. Pamenckas I'.B. ®apmanesruueckas xumusi: yaeoOunuk.-M.: BUHOM. JlaGoparopus 3HaHUH,
2015.-467 c.

11. PykoBOACTBO K JIaOOpPaTOPHBIM 3aHATHIM IO (papManeBTUUEeCKON XUMHH O] peAaKIn-ei
I'.B. Pamenckoii.-M.: IIunort, 2016.-352 c.

12. ®apmakones EADC. — Mocksa, 2021.- 566 c.

13. Xamuymnmus, @. A. UHdpakpacHas crieKTpockomnus B (papMarieBTHIECKOM aHAIIU3e: Yu4eOHOe
mocobue / - M.: I'90TAP-Menua, 2017. - 160 ¢

14. MaxoBa E.I". «IlonydeHne n craHgapTH3anys NPpOU3BOJHBIX NIMIIMPPU3UHOBON KUCIIO-THI C
TyOepKynocTaTnueckoil akTuBHOCThIO», IIpiMkeHT, FOKI'®A,20.06.2013

15. Hamupora C.H. «®apmarieBTHUecKuil aHAIN3 JIEKAPCTBEHHBIX (HOPM METPOHM]IA30J1a,
IIemvrent, FOKT'®A,17.06.2015

16. Cabwipxan A.A. «Pa3paborka crnenudukanuii KauecTBa M CTaHIAPTU3ALMS TIHLHUPPU-
3MHOBOM KuCIOTED, IlIsmMkenT, KOKMA, 18.06.2020

17. AnuxomxkaeBa b. b. Ananutudeckas xumus : yaeoHoe mocooue / b. b. Anuxomxkaesa, P. A.
PycrambexoBa. - Anmatsl : OCIIU, 2023. - 220c

Ha Ka3aXCKOM SI3bIKE:

1. ApeictanoBa T.A. ®dapmaneBTukanslk Xxumus: OkynsiK. Tom . (2-mi 6aceutbim). «Sky
Systemsy, 2021. -604 c.

2. ApsicranoBa T.A. ®apmaneBtukanblk xumMus: Okynbik. Tom II. (2-mi GacbutbiM). «Sky
Systemsy, 2021. -544 c.

3. ApeictanoBa T.O. @apmarnieBTUKaIBIK XuMusi: OKyIbIK. T.1-Anmatsl: «OBepo», 2015.-592 6.

4. ApbicranoBa T.O. ®apmaneBTUKaNIBIK XUMuUs: OKYJIBIK. T.2-AIMaThl: «OBepoy», 2015.-6026.
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5. Kazakcran PecnyOnukaceinbiH MemiekeTTik (apmakonesichl.-Anmatbl: «KiGek >KobD»,
2008.-1 T.-5926.

6. Kazakcran PecnyOiukaceinbiH MemiekeTTik (apmakonesicol.-Aamatbl: «KiGek >KobD»,
2009.-2 T.-8046.

7. Kazakcran PecnyOnukaceinbiH MemiekeTTik (apmakomnesicol.-Anmartbl: «KiGek >KobD»,
2014.-3 T.-7096.

8. OpnabaeBa C.K., Kapakynosa A.Ill. dapmarieBTHKAIBIK XUMHS: aPOMATTBIK KOCBUIBI-CTap.-
OkynsIK, Feur.keHec Oexit. (mpot Nell, 27.04.2016).-302 6.

9. KpacHos, E. A. ®apManusuiblKk XUMHS CYpaKTap MEH >KayanTap TYPIHAE : OKy Kypaibl =
dapmarneBTHYECKass XMMUS B BOIIPOCaX M OTBeTaX: yueOHoe mocodue. - M.: [DOTAP-Menua, 2016. -
704 ¢

10. OpnabaeBa C.K. I'mumuppu3uH KbIIIKBUIBI TYHIABUIAPBIHBIH JOPUIK IpenapaTTapbiHbIH
OipbIHFaiiJIaHFaH canachklH OaKpUIay 9IICTEMENIEpiH jKacay: FhUIBIMHU-dJiCTeMeNiK HycKay.-lIIbIMKeHT:
«Onem».- 2013.-92 c.

11. KapakynoBa A.ILl. «[ mUuppu3HH KBIIKBUIBI TYBIHABUIAPHIH TaJ/Iay JKOHE CTaHAapT-Tayaa
(hbU3MKa-XUMUSIIBIK oAicTepal kemenai konaany», emvkent, FOKI'®A, 20.06.2013.

12. JloypenOexoB K. H. Anamutukaneik xumus : oKy Kypansl / K. H. JloypenOexos, JI. A.
Hunpnabexona, XK. K. PeiceimOeToBa. - AnMmartel : DCIIH, 2023. - 268 6eT. ¢

JONOJTHUTENBHO:

1. ApsictanoBa T.A., ApeicranoB XX.M. MlHHOBallMOHHBIE TEXHOJIOTHH B (hapMaIieBTUYE-CKOM
o0pa3zoBaHuM: OOYYCHHE M KOHTPOJIb. YUeOHO-MeToandeckoe mocooue. — [lsmvkent, 2012.- 175¢.

2. KpacHos, E. A. ®apmaneBTryeckast XMMHUsl B BOIIPOCaxX M OTBETax: yueOHoe mocodue. - M.:
"Jlutrreppa", 2016. - 352 c.

3. Opnabaesa C.K., HagupoBa C.H. YHu}pUImpoBaHHBIE METOIMKH XPOMATOTPaPUUCEKOTrO
aHalu3a JIEKApCTBEHHBIX (OPM METPOHMJIA30J1a: HAyYHO-METOJIMYecKue pekoMeHIanuu.-11IbIMKeHT:
«OIem», 2015. — 84 c.

4. TypcybekoBa, b. . beliopraHukaiplk Iopidik 3aTTapbl Talgay: OKy Kypajbl.- AJMaThI:
«9Bepor, 2016. - 120 6er. C

5. KoHTponp kadyecTBa M CTaHAApTH3alMS JICKAPCTBEHHBIX CpPEACTB moja penakuueit [.B.
Pamenckoit n C.K. OpnabaeBoil.-YueOHO-MeTOIMUECKOe 1M0COOMe Ha aHTIUICKOM S3bIKe.-YTB. Y.
cosetoM (mpot Ne 11 ot 29.03.2018). -336¢

6. OpnabaeBa C.K. ®apmarneBrudeckass XUMUs. ApOMaTHUYECKUE COEAMHEHHs.-yuyeOHOe To-
cobue Ha aHTIHICKOM si3bIKe.-YTB. Y4 coBeToMm (mpoT Nel4 ot 27.06.2018).-320c.

7. Janununa A.Sl. «Pa3paboTka METOIMK CTaHAAPTH3AalMK JIEKAPCTBEHHBIX MPENapaToB
MakJItopsl opanxkeBoit», [lIsiMkent, KOKI'®A, 20.06.2017

8. KapabaeBa A.H. «AHamu3 HOBOr0 OMOJOrMYECKH aKTUBHOTO MPOM3BOJHOTO MMHJIA30J1a,
IIemvkent, FOKT'®A, 20.06.2017

9. AtsipxanoBa K.K. «/lopinmik mnpenapartapably OipblHFaiIaHFaH Tanjgay oicTeMeNepiH
xkacay», llIsimkent, FOKMA, 19.06.2018

10. bunaiibex P.H. «Kana Guonorusisik OenceHai MypHH TYBIHABICHIH Tangay», LIIbIMKeHT,
IOKMA, 21.06.2019

11. Tneyka0oin /. «XKana nopinik cyocranius perinae 2,4,5-ymoOpoMUMUIa30Iabl 3€PTTEY»,
IIemmkent, FOKMA, 19.06.2021

12. English for the pharmaceutical industry: textbook / M. Bucheler [and etc.]. - New York:
Oxford University Press, 2014. - 96 p. +a11. ont. auck (CD-ROM).
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13. Cairns, D. Essentials of pharmaceutical chemistry: textbook / D. Cairns. - 4th ed. - Lon-don:
[s.n.], 2013. - 308 p
14. Georgiyants V.A., Bezugly P.O., Burian G.O., Abu Sharkh A.l., Taran K.A. Pharmaceuti-cal
chemistry. Lectures for Endlish-speaking students:Ph24 the study guide for students of higher schools —
Kharkiv: NUPh; Original, 2013. — 527 p.
15. Method validation in pharmaceutical analisis: a guide to best practice / editors dr. Joachim
Ermer. - 2nd ed. - Germany: Wiley-VCH, 2015. - 418 p.
16. Watson, David G. Pharmaceutical analysis: a textboor for pharmacy students and pharma-
ceutical chemists / David G. Watson. - 4th ed. - Philadelphia: Elsevier, 2017. - 459 p.
KoHTposbHbIE BONPOCHI
- JIeKapCneeHHbLX cpedcme onsa PEKMANIbHOCO NPUMEHEHUA
- npeumywecmea u Heoocmamku
- Iloxazamenu xauecmaea
- Mzenexaemas macca unu obvem
- O0oHopoOHOCmb coOepIicanisl

Jexnus 7
AHanu3 rmokaszareseil KayecTBa HaCTOCK, YKCTPAKTOB B cooTBeTCTBHM ¢ H/|
Heab: chopmMupoBaTh y CTYJASHTOB 3HAHUS O aHAJIM3E ITOKa3aTelied KadecTBa HACTOCK,
9KCTPAKTOB B COOTBETCTBHMU ¢ HJ[ MO KOHTpOJIO 32 KA4eCTBOM M OE30MACHOCTBIO JIEKAPCTBEHHBIX
CpENCTB

Te3uchl JeKIUH

ILxan:

- HICHTUPUKAITUS;

- CoZiepyKaHKE 3TaHOJa I OTHOCHUTEINIbHAS IUTIOTHOCTb;
- CyXOH OCTaToK;

- TSDKEJIbIE METAJIBI;

- 00BEM COZIEPKUMOTO KOHTEHHEDA;

- KOJIMYECTBEHHOE OMpeIeTIeHNE.

O®PCTI®PK Hacroiiku Tincturae

Hacroliku - ’xujkue JIeKapCTBEHHbIE CpPEICTBA, OOBIYHO IMOJlydaeMble M3 OJHOM 4YacTH
PacCTUTEIBLHOTO UJIU JKUBOTHOTO ChIpbs U 10 yacTeil SKkcTpareHTa Win 0JHOM YaCTH paCTUTEIBLHOTO WU
JKUBOTHOTO CBIPbS U ITATH YaCTEH DKCTPAreHTa.

IHonyyenne. HacTOMKM M3rOTOBIMBAIOT METOAOM MAaLEPALMKU WK NEPKOIALUU, UCIOJb3Ys
JUISL DKCTPAKLIUU PACTUTENBHOIO MJIM JKMBOTHOTO CBIPbSI TOJIBKO CIIMPT 3THUJIOBBIA COOTBETCTBYIOILEH
KOHLICHTPAallUH WJIM PAaCTBOPEHUEM TIYCTBIX WIM CYXUX OKCTPakTOB B CHUPTE 3TUIOBOM
COOTBETCTBYIOIEH KOHLICHTPALUH.

Tincturae npencraBisitoT coOOH OKpAIICHHBIC JKUJIKUAE CIIMPTOBBIC WM BOJHOCIIHPTOBBHIC
W3BJICUYEHUS] U3 JIEKAPCTBEHHOIO PACTUTEIBHOTO CBIPbs, MOJydyaeMble 0€3 HAarpeBaHUS U yJaJICHUS
JKCTparcHTa.
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HacToiiku KOHTPOJHMPYIOT MO CJIEYIOIHM MM0KA3aTeJIIM Ka4ecTBa:
- HICHTH(UKALINS;

- coZiepKaHKE ATaHOJIa UJIM OTHOCUTEJIbHAS INIOTHOCTH;

- CyXOH OCTaToK;

- TSDKEJIbIE METaJLIbI;

- 00beM COJIEP’)KUMOT0 KOHTEHHEpa;

- KOJIMYECTBEHHOE OIPEJIEIICHHUE.

OTHoCHTeIbHAS INIOTHOCTH (2.2.5).

OTHOCUTENBHYIO IJIOTHOCTD U3MEPSIOT C TIOMOIIIBIO:

* MHUKHOMeETpa (TBEp/bIC BEIIECTBA U KUIKOCTH),

* TUAPOCTATUYECKUX BECOB (TBEp/ble BEUIECTBA),

* apeoMmerpa (KUIKOCTH),

*  1udpoBOro AEHCUTOMETPA C OCHMILIOrPaGUIECKUM TaTYMKOM (KHJIKOCTH U Ta3bl) C TOUHOCTHIO
JI0 TPETHETO JECATUYHOTO 3HAKa B COOTBETCTBUH C YKa3aHUSIMU B YACTHOM CTaThbe.
ITorpentHoCTh H3MEpPEHNH Ha IEHCUTOMETpE JIeXKHT B npezenax oT 1 x 103cm 0 1 x 10°1/em, a

nosTopsemMocth - oT 1 x 107 r/em 1o 1 x 10 r/ewm.
Metoa 1 OnpeaesieHne NJIOTHOCTH ¢ MOMOIIbIO MMKHOMETpPA
[IpUMeHSIOT B CiTyuae onpejieieHus MIOTHOCTH (T, cM°) JKHAKOCTel ¢ TouHoCThIo 10 108,

I:.rH‘ - m) - 0¥9703
o ™ e e i —— F aoore

Y, — m

Mertona 2. Onpeaenenue NJIOTHOCTH € IOMOLIBIO apeoMeTpa
[IpEMeHSIOT B CITydae ompejieNieHus IIOTHOCTH (T, cM°) sKHaKocTel ¢ TogHOCTHIo 710 0.01.

Oranoa (2.9.10). ConepkaHue 3TaHOJA JODKHO COOTBETCTBOBATH IMpE/eiiaM, YKa3aHHBIM B
YacTHOU CTAThE.

Metoa A Metoa JUCTHILIAIINU
Metoa B Meton mapodasnoii razoBoit xpomarorpadun
Mertoa C Mertoz razoBoii xpomartorpaduu (2.2.28)

Metanou u 2-nponanoa (2.9.11). Jlonyckaercs ne 6onee 0.05 % meranona u He 6onee 0.05
% 2-npomaHoa.

Metona A. VcnbiTaHue MPOBOIAT METOIOM MapodazHoii ra3oBoit xpomaTorpaduu (2.2.28).
Meton B. VcnbiTanue npoBosT METOJI0OM ra3oBoit xpomarorpaduu (2.2.28).
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Bpemsi ynepxuBaHus NuKa 3TaHONA COCTaBiseT OKoyo 5.3 MuH. OTHOCUTENIbHBIE BpEMEHaA
yAep KUBaHUs MUKOB JOJKHBI ObITh: MeTaHo1 — okoJio 0.8, 2-mponaHon — okosio 1.2, 1-nponaHon —
okoJio 1.6.

Cyxoii ocTratok (2.8.19). 5,0 My HACTONWKM [TOMEIIAIOT B MIPEABAPUTEIILHO BBICYIIEHHYIO IIPU
temneparype 100 - 105°C mo mocTOSHHOH Macchl M TOYHO B3BEHICHHYIO (GapdopoByro dHamky
IUamMeTpoM 5 cM uiu OroKC, B3BeUIeHHbIN ¢ TouHOCTHIO 10 0,0001 r, BeImapuBarOT Ha BOASIHOM OaHe
JI0CyXa, CyIIaT B CyIIMJIbHOM mikady B TeueHue 2 4 npu temrepatrype (102,5 £+ 2,5) °C, oxnaxaarwT B
9KCUKaTOpe (HaJ 0€3BOAHBIM CHIIMKAreseM, KaJablHs XJIOPUIOM O€3BOIHBIM WU IPYTUM MOAXOIAIINM
ocymuTeneM) B TeueHue 30 MUH M B3BeLIMBAIOT. Pe3ynbrar BhlpaxaroT B mporeHrtax. CoziepikaHue
CYXOro ocTaTKa JIOJDKHO COOTBETCTBOBATh IMpejeiaM, yKa3aHHbBIM B (apMakoNneHHOW CTaTbe WU
HOPMAaTUBHOM IOKyMEHTALINU.

Taxenbie MeTawibl (2.4.8, A). He 6onee 102 % (10 man-1) mpu oTCyTCTBUM APYTUX yKa3aHuii
B YaCTHOM CTaThbe.

5.0 M3 HAcTOMKHM BBIAPUBAIOT JOCYXa, MPHOABISIOT 1 MJI KHMCIOTBI CEPHOM, OCTOPOXKHO
CKMraroT U npokanuBatoT. K momydeHHOMYy ocTaTKy NmpuOaBisilOT IPU HarpeBaHUU 5 MJ pacTBOpa
aMMOHUS anerata, GUIBTPYIOT yepe3 0e330JbHbINH (PUILTP, IPOMBIBAIOT 5 MJI BOABI U JJIOBOAAT 00BEM
¢unbTpaTa Bo1oi 10 50 mi.

12 MJ1 IOJTy4eHHOTO PAacTBOpA JIOJKHBI BBIIEP)KUBAThH UCIIBITAHUE HA TSHKEJIbIE METaJUIbI.

PacTBOp cpaBHEHHS TOTOBAT C HCHOJIB30BAHNEM CTaHAAPTHOTO pacTBopa ceuama (1 Mma! Ph*?).

JKCTPAKTHI - KOHIICHTPUPOBAHHBIE MTPENapaThl )KUAKON, TBEPJON MM I'yCTOW KOHCUCTEHIIUH,
0OBIUHO MOJTy4aeMbl€ U3 BBICYILIEHHOT'O PACTUTEIBHOTO W KUBOTHOTO ChIPbSI.

[Tonydenue:

Marepanus,
MEPKOJIALUS
WINA APYTUM MOJIXOISIIUM BaJHIMPOBAHHBIM METOJIOM, MCIIOJIB3YS 3TAHOJI WIHM APYTOoW MOAXOIAIINN
PacTBOPUTEND.
[Tocne skcTparupoBaHusi HEHY>KHbIE MaTepHalibl IPU HEOOXOTUMOCTH YAAJISIOT.

XKunkue sKCTpakThl 3TO MpenapaTbl, B KOTOPBIX, OJHA 4YacThb MO Macce WU MO 00BbeMy

HKBHBAJIEHTHA OJHOM YacTH MO Macce UCXOTHOTO BBICYIIEHHOT'O JIEKapCTBEHHOTO ChIpbs (1:1).
Kunkue 3KCTpaKkThl CTAaHAAPTU3UPYIOT TaKUM 00pa3oM, 4TOObI OHU COOTBETCTBOBAIIU
TpeOOBaHUAM T10 COAECPIKAHUIO PACTBOPUTEINSL, AEUCTBYIONIUX BEIIECTB HIIM CYXOT0 OCTATKA.
[Tonyuenmue:
*  Malepanus,
*  TMEpKOJIALHS,
* WIM JPYI'MM TMOAXOJAIIMM BaJHIUPOBAHHBIM METOAOM, HCIIONB3YSl 3TaHOJI WM JApPYron
MOAXOISAIINN paCTBOPUTEND:
*  JTaHOJI ONPEAEIEHHON KOHIEHTPALUU BOJIbI
* TIOCPEICTBOM PACTBOPEHHS T'yCTOTO WJIM CYXOro IKCTPAKTOB B KaKOM-JTHOO M3 yKa3aHHBIX
pacTBOpuUTEIIe U TPU HEOOXOAUMOCTH C MOCTETYIOIUM (PHIBTPOBAHUEM.

[Ipu xpaHeHun BO3MOXKHO 0Opa3zoBaHUE HEOOJBLIOTO OCAAKa, YTO JIOMYCKAaeTCs MPHU YCIOBUU
OTCYTCTBHUSI CYIIIECTBEHHOI'O U3MEHEHUS COCTaBa.

B xuakue 3KCTpakThl MOTYT ObITh BBEJCHBI OJIXOSAIINE aHTUMUKPOOHBIE KOHCEPBAHTHI.

OTtHocuTeNbHAs MIOTHOCTD (2.2.5). 3HaueHue omuocumenbHou TIIOTHOCTH KUAKOTO SKCTPAKTa
JOJKHO COOTBETCTBOBATH IpeieiaM, YKa3aHHbIM B HaCTHOM cTaThe.
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Conepxxkanne stanona (2.9.10). [na cnupmcodepocawux MKUJKUX HKCTPAKTOB MPOBOMST
ompezeneHue cojaepkanusi sTanona. CoaepikaHue 3TaHONA JIOJDKHO COOTBETCTBOBATH IpeleiaM,
yYKa3aHHBIM B YaCTHOU CTaThe.

Meranon u 2-npomanon (2.9.11). B cnupmcooepocaniuX XKUAKAX SKCTPAaKTaxX JOIMYyCKACTCs
conepxkanue He 6omnee 0.05 % memanona u ne 6onee 0.05 % 2-nponanona npu omcymemeuu opyeux
yKa3aHUM B YaCTHOM CTaThe.

Cyxoii ocraTtok. ConepxaHue CyXOro OCTaTKa >KMJIKOIO 3KCTPaKTa JOHKHO COOTBETCTBOBATH
npeesaM, yKa3aHHbIM B UaCTHOM CTaThe.

2.00  wm 2.00 MII 3KCTpaKTa MOMENIAOT B TUIOCKOOHHYIO YAIlIKY HIIH OIOKC JTUAMETPOM OKOJIO
50 MM u BeICOTO# 0K0J10 30 MM. BhImapuBaroT 10cyXxa Ha BOASHOM OaHe W CyIIaT B CYIIUILHOM IIKO(Y
npu temneparype ot 100°C 1o 105°C B Teuenue 3 4. OXTakaaI0T B 3KCHKATOpPE HAZl hocopa okcudom
U 836eUUBAION.

I'ycThIMH 3KCTPAKTaMHM SIBIISIIOTCS TIpenapaThl MPOMEKYTOYHOM KOHCUCTEHIIMH MEXKIY
KUJKUMHU U CyXUMHU IKCTPAKTAMH.

[Tonyyenne. OHU IPOU3BOJATCS IyTEM YACTUUHOI'O YIIapUBAHUS UCIIOJIB3YEMOTO PACTBOPUTEIISL.
[IpUMEHSIOT TOIBKO 3TaHOJ COOTBETCTBYIOINIEH KOHIICHTPAIIUU WK BOY.

['ycThble 3KCTpaKThl 0OBIYHO UMEIOT CyX0i ocTaTok He MeHee 70 % (1o macce).

B HuxX MOryT ObITh BBEJCHBI OIXOSIINE AaHTUMUKPOOHBIE KOHCEPBAHTHI

Cyxoii octaTok. I'ycTOl 3KCTPAKT N0 COAEP/KAHMIO CYyXOI'0 OCTaTKa JOJKEH COOTBETCTBOBATH
rpeesaaM, yKa3aHHbIM B COOTBETCTBYIOLIECH YaCTHOW CTaThe.

2.00 r 3KCTpaKTa MOMEIAIT B IUIOCKOJAOHHYIO YalIKy WK OIOKC AMaMETpOM 0Kosio 50 MM H
BBICOTON O0KOJIO 30 MM.

BrimapuBaroT ocyxa Ha BOJASHOW 0aHe M CymiaT B CYHIMJIBHOM IIKady MpH TeMIepaType OT
100°C n0 105°C B Teuenue 3 u.

OxJaxxnarT B 9KCUKATOpe HAT pocghopa/V/ oxcudom P u e36ewusaiom.

Pe3zynvmam BbIpaxaroT B BECOBBIX MPOILIEHTAX.

Ha sTukerke yka3bIBaroT:

- KaKoe ChIPb€ HCIOJIb30BAHO - PACTUTEIHHOE UIIH KUBOTHOE;

- I71e He0OXOIMMO, YTO UCTIOIB30BAJIOCh CBEKEE PACTUTEIILHOE WIIH )KUBOTHOE CHIPBE;

- Ha3BaHMWE M KOHIEHTPAIMIO 3TAaHOJIA B MPOLIEHTAX 8 pacmeopumenu, UCNOIb308AHHO20 O/d
npu2omosaeHusl IKCTPAKTa;

- cojiepKaHME JEHCTBYIOIIMX BEIIECTB W/WIM COOTHOILIEHHWE MCXOJHOTO Marepuaia K
MOJIyYEHHOMY T'YCTOMY 3KCTPaKTY;

- Ha3BaHHUE U KOHUEHTPALUIO Ka)KJ0r0 aHTUMUKPOOHOTO KOHCEpBaHTA.

Cyxme JIKCTPaKThl - I[Ipenaparhl, IOJy4yaeMble YJIAJIEHHUEM HCIOJb3Ye-MOro Uil HX
MIPUTOTOBJICHUS PACTBOPUTEISL.

Cyxue 3KCTpaKThl 00BIYHO coziepkaT He MeHee 95 % cyxoro ocraTka 1o Macce.

B HuX MOryT 100aBISITHCS MOAXOASAIINE BCIOMOTaTeIbHbIE BEIIECTBA.

IToTepsi B Macce NpU BbICYIIUBAHUH.

3HaueHue NMOTEepH B Macce MpU BHICYLIIMBAHUM CYXOr0 3KCTpakTa JOHKHO COOTBETCTBOBATH
npejenam, yKa3aHHbIM B YaCTHOM cTaThe.

0.50 r U3METBPYEHHOTO B TOHKUH MOPOIIOK YKCTPAKTA MOMEIIAIOT B TUIOCKOJOHHYIO YaIlIKy WJIH
O0roKC nuameTpoM okojo 50 MM U BbICOTOH Okono 30 MM M cymaT B CYyMIMJIBHOM IIKady mpu
temnepatype ot 100°C 1o 105°C B Teuenue 3 u.

OxnaxaarT B 3KCHKaTope Hal GpochopoM OKCHIOM U B3BEIIMBAIOT. Pe3ynbTaT BHIpaXKaroT B
BECOBBIX MPOICHTAX.

XpaHeHue. B BO31yXOHEIPOHUIIAEMBIX KOHTEMHEPAX, B 3aLULIEHHOM OT CBETAa MECTE.
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Ha sTukerke yka3bIBaroT:

*  Ha3BaHME U KOJUYECTBO KaXIOT0 BCIIOMOIaTEIbHOTO

*  BEIIECTBA;

*  KaKoe ChIPhE UCIOJIB30BAHO - PACTUTEIBHOE WU JKUBOTHOE;

* TJe HEoOXOIMMO, YKa3bIBAalOT, YTO MCIIOJIb30BAIOCH CBEXKEEC PACTUTEIBHOE WM JKUBOTHOE
CBIPbE;

* Ha3BaHHUE U KOHLIEHTPALMIO 3TaHOJA B IPOLIEHTaX (06/00) 6 pacmeopumene, UCNOAb3YEMOM 05
npUeomogneHus: SIKCTPaKTa;

* copep)kaHME JEHCTBYIOIIUX BEINECTB MW/WINM COOTHOLIEHHE MCXOAHOIO MaTepuana K
HOJYYEHHOMY CyXOMY SKCTPaKTYy.

NirocTpaTuBHBIM MaTepHuaJ:
- pesenTaius Microsoft Power Point.

Jluteparypa

OCHOBHaSI:

Ha PYCCKOM SI3BIKE:

1. ApsicranoBa T.A. dapmarneBTHdeckas XuMHs: ydeOHMK, ToM [. (2-oe wm3manme). «Sky
Systemsy, 2021. -640 c.

2. ApsictanoBa T.A. dapmarneBtudeckas xumus: ydeOHuk, Tom II. (2-oe m3manme). «Sky
Systemsy, 2021. -572 c.

3. ApsictanoBa T.A. ®apmarieBTHYeCKas XUMUs: Y4eOHUK, TOM [: - AnmMater: «9Bepoy, 2015.-
640 c.

4. ApsicranoBa T.A. ®@apmarneBTuyeckas Xumusi: yueOHuk, ToM I1:- Anmatsr: «9Bepoy», 2015.-
572 c.

5. TocynapcrBenHnast (apmakomnes: Pecriyonuku Kazaxcran.-Anmater:«OKubek xombi», 2008.-
Towm 1.- 592c.

6. I'ocynapctBenHas ¢apmakories Pecriyonuku Kazaxcran.- Anmatsl:«Kubek sxomsny, 2009.-
Towm 2.- 804c.

7. TocynapctBennas (apmakomnes Pecryonmuku Kazaxcran.-Anmater:«OKubek xombi», 2014.-
Towm 3.-729c.

8. KonTponas kauecTBa u cranaaprusamus JIC: metonuueckoe nmocodue / mox pen. Pamenckoii I
B., Opna6aesoii C. K.-M: I MI'MYVY; - llleimkent: FOKT'®A, 2015. - 248 c.

9. Opnmabaesa C.K. AHanm3 J€KapCTBEHHBIX MPEMAPATOB, MPOU3BOJHBIX aAPOMATHUECKHX
coeMHeHMi: yueOHoe nmocooue.-1lIpiMkenT: «Onemy», 2015.-249 c.

10. Pamenckas I'.B. @apmaneBruueckas xumus: yueonuk.-M.: BUHOM. JlabopaTopus 3HaHHIA,
2015.-467 c.

11. PykoBOACTBO K a0OPaTOPHBIM 3aHATUSAM MO (papMareBTUUECKOW XUMHH MO PeAaKIU-ei
I'.B. Pamenckoii.-M.: ITunort, 2016.-352 c.

12. ®apmaxkoness EADC. — Mocksa, 2021.- 566 c.

13. Xammymmus, @. A. UnppakpacHast CHEKTPOCKOIHS B (hapMaleBTHUECKOM aHaIN3€e: yaeOHOoe
nocobue / - M.: I'90TAP-Menua, 2017. - 160 ¢

14. Maxosa E.I'. «Ilonyuenue u crangapTuzanus Npou3BOIHBIX TIUIUPPU3NHOBON KHCIIO-THI C
TyOepKynocTaTnueckoil akTuBHOCThIO», IIpIMKeHT, FOKI'®A,20.06.2013

15. HamgupoBa C.H. «®apmanieBTUUECKU aHAIM3 JIEKAPCTBEHHBIX (HOPM METPOHM]IA30J1a,
IIemMkent, FOKT'®A,17.06.2015
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16. Cabwpipxan A.A. «Pa3zpaboTka crenudukanuii KadecTBa M CTaHAAPTU3ALUS TIULUPPHU-
3UHOBOM KUCHIOTE», IlIsMkenT, FOKMA, 18.06.2020

17. AnuxomxkaeBa b. b. Ananurudeckas xumus : yueOHoe nmocodue / b. b. Anuxomxkaesa, P. A.
Pycram6ekoBa. - Anmatsr : DCIIH, 2023. - 220c¢

Ha Ka3aXCKOM SI3bIKE:

1. ApsictanoBa T.A. ®@apmaneBtukanblk xumus: OxkynsiK. Tom I. (2-mmi 6ackuteiM). «Sky
Systemsy, 2021. -604 c.

2. ApsictanoBa T.A. ®@apmaneBTukanblk xumust: Oxyinsik. Tom II. (2-mi GaceuibiM). «SKy
Systems», 2021. -544 c.

3. Apsicranosa T.9. ®apmaneBTUKANBIK XuMusi: OKybIK. T.1-AnMatsr: «9Bepo», 2015.-592 6.

4. AprictanoBa T.O. @apMmaneBTHKAIBIK XUMHS: OKYJIBIK. T.2-AnMaTsl: «OBepo», 2015.-60206.

5. Kazakcran PecnyOnukaceinbiH MemiekeTTik (apmakonesicol.-Anmartbl: «KiGek >Kob»,
2008.-1 T.-5926.

6. Kazakcran PecnyOnmkaceinbiH MemiekeTTik (apmakonesicol.-Anmatbl: «Kibek >KobD»,
2009.-2 T.-8046.

7. Kazakcran PecnyOnukaceinbiH MemiekerTTik (apmaxonesicl.-Anmatbl: «Kibek >KoIbD»,
2014.-3 T.-7096.

8. OpnabaeBa C.K., Kapakynosa A.Ill. dapmarieBTHKAIBIK XUMHS: aPOMATTBIK KOCBUTBI-CTap.-
OkynsIK, Feur.keHec Oexit. (mpot Nell, 27.04.2016).-302 6.

9. KpacHoB, E. A. ®apManusuiblKk XUMHS CYpaKTap MEH jKayanTap TYpPIiHAE : OKy Kypaibl =
dapmarneBTHYECKass XMMUS B BOIIPOCaX M OTBeTaX: yueOHoe mocodue. - M.: [DOTAP-Menua, 2016. -
704 ¢

10. OpnabaeBa C.K. I'mumuppu3uH KbIIIKBUIBI TYHIABUIAPBIHBIH JOPUTIK TMpenapaTTapbiHbIH
OipbIHFaiiJIaHFaH canachklH OaKpUIay SMiCTEMENIepiH jKacay: FhUIBIMHU-dJicTeMeNiK HycKay.-lIIbIMKeHT:
«Onem».- 2013.-92 c.

11. KapakynoBa A.IL. «[ MUIUppHU3HH KBIIKBUIBI TYBIHABUIAPHIH TaJ/Iay JKOHE CTaHAapT-Tayaa
(hM3MKa-XUMUSIIBIK oAicTepai kemenai konaany», Iemvkent, FOKI'®A, 20.06.2013.

12. JloypenbexoB K. H. Anamutukaneik xumus : oKy Kypansl / K. H. JloypenOexos, JI. A.
Hunsnabexona, XK. K. PeiceimOeToBa. - Anmartel : DCIIH, 2023. - 268 OeT. ¢

JIOTIOJIHUTENBHO:

1. ApsicranoBa T.A., ApeicranoB XX.M. MIlHHOBallMOHHbBIE TEXHOJOTHH B (papMalieBTUYE-CKOM
oOpa3zoBaHuM: 0Oy4YEHHE B KOHTPOJIb. YueOHO-MeToandeckoe mocooue. — llsmvkent, 2012.- 175c¢.

2. KpacHos, E. A. ®apmarneBTHyeckast XMMuUsl B BOIIpOcax M OTBeTax: yueOHoe mocobdue. - M.:
"Jlutreppa", 2016. - 352 c.

3. Opnabaea C.K., Hagupoa C.H. YHu¢unupoBanusle METOAUKH XpOMaTOrpapuucexoro
aHaJIM3a JIEKApCTBEHHBIX (OPM METPOHHUAA30JIa: HAYYHO-METOANYECKHue pexkoMeHaanuu.-1lIbIMKkenT:
«91em», 2015. — 84 c.

4. TypcyOekoBa, b. . beilopranukanblk A9puUTK 3aTTapAbl Taujay: OKy Kypajibl.- AJIMaThl:
«9Bepoy, 2016. - 120 6et. C

5. KoHTponp kadyecTBa M CTaHAAPTH3ALMS JIEKAPCTBEHHBIX CpEACTB oA penakuuei [.B.
Pamenckoit u C.K. OpnabaeBoii.-YueOHO-MeTOIMUECKOEe 1MOCOOME Ha aHTIUICKOM S3bIKe.-YTB. Y.
coetoMm (mpoT Ne 11 ot 29.03.2018). -336¢

6. OpnabaeBa C.K. ®@apmarneBrudeckass XUMUs. ApOMaTHUYECKUE COEAMHEHH.-yuyeOHOe TIO-
cobue Ha aHTJIHICKOM si3bIKe.-YTB. Y4 coBeToMm (mpoT Nel4 ot 27.06.2018).-320c.



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 65 cTp. u3 48
«OO011Me MEeTO bl UCCIICOBAHMS U aHAJIM3 JICKAPCTBECHHBIX CPEICTBY

7. Hanununa A.Sl. «Pa3paboTka METOAMK CTaHJApTU3ALMK JIEKAPCTBEHHBIX IIperapaTroB
MakKJopbl opaHxeBoi», llIsiMkent, FOKI'®A, 20.06.2017

8. KapabaeBa A.H. «AHamu3 HOBOTO OMOJOrMYECKH aKTUBHOTO MPOM3BOIHOTO MMHJIA30JI1a,
IIemvkent, FOKT'®A, 20.06.2017

9. AteipxanoBa K.K. «/lopinmik mnpemnapartapaply OipblHFalIaHFaH Tanjgay oicTeMeNepiH
xacay», llIsimkent, FOKMA, 19.06.2018

10. bunaiibex P.H. «XKana Gmonorusislk OenceHai MypHH TYBIHABICHIH Tangay», LIIIMKeHT,
IOKMA, 21.06.2019

11. Tneykaboin /. «Kana nopinik cyocranius perinae 2,4,5-ymoOpoMUMUIa30IIbl 3€PTTEY»,
IIemmkent, FOKMA, 19.06.2021

12. English for the pharmaceutical industry: textbook / M. Bucheler [and etc.]. - New York:
Oxford University Press, 2014. - 96 p. +a11. ont. auck (CD-ROM).

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

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

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

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

KonTposbHbIe BONPOCHI

- HICHTUPUKAIUS;

- COACPIKAHHUC 3TAHOJIa NI OTHOCUTCIIbHAA IIJIOTHOCTD,

- CyXOH OCTaToK;

- TSOKCJIBIC MCTaJlJIbI,

- 00BEM COZIEPKUMOTO KOHTEHHEDA;

- KOJIMYCCTBCHHOC OIIPCACICHUC.

Jexuusa 8

Konnenmus namnexamux (apmaneBtuueckux npaktuk (GXP) m ux ponp B oOecriedeHUH
KayecTBa Ha Bcex 3Tanax »kxu3HeHHoro nukia JIC. HopmatuBHO-nipaBoBas 0aza o0ecrieueHus KauecTBa
JIC B Kazaxcrane u EBponelickom Coroze. Perucrpanus JIC no ennnbiv npasunam EADC

Heawb: chopmupoBarh y cTyneHToB 3HaHMs 0 KoHuenuum Hajuiexammx QgapMaleBTHYeCKUuX
npaktuk (GXP) m ux ponp B oOecrieueHMM KauecTBa Ha BCeX JTamax >kuzHeHHoro mukna JIC.
HopmartuBHo-npaBoBas 0a3za obecneuenus kadectBa JIC B Kazaxcrane u EBponeiickom. Perucrpanus
JIC no egunsiM npasuiiam EASC.

Te3uchbl JeKIUH

ILxan:

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

- [IpaBmna GLP (Good Laboratory Practice, Hannexaras aGoparopHasi IpakTHKa);

- GCP (Good Clinical Practice, Hagexariast KTMHUYeCKasi IPAKTHKA);

- GMP (Good Manufacturing Practice, Hamexamas mpou3BOACTBEHHAs IpaKTUKa) -
MEKIYHAPOIHBIN CTaHIAPT;
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- Beirosibl T BHEpEHUS U CEPTUDUKALIHH.

- Peructpanus nexapcTBeHHBIX CPE/ICTB IO €AWHBIM ITPABUIIAM

- 3aKIII0YeHnEe AUCTPUOBIOTOPCKHX JIOTOBOPOB B HOBBIX PEATHAX

- [IpaBuiia KOHKYpEeHIIMH Ha O0IIEM PBIHKE JICKAPCTBEHHBIX CPE/ICTB

GxP (Good ... Practice, Hamnexamiast ... mpakTuka) - MpU3HaHHAs BO BCEM MHPE CHCTEMa

obecrieueHHs KadecTBa JeKapcTBeHHBIX cpeacTB. Cucrema GxXP oXBaThIBaeT BCE 3TaIlbl )KU3HCHHOTO
LUKJIa JIEKAPCTBEHHOT'O CPEACTBa, OT (hapMalleBTUYECKON pa3paOOTKH, UCHBITAHUMN, W3TOTOBJICHMS,
XPaHEHHUS 10 UCIIOJIb30BAHUS KOHEUHBIM MOTPEOUTENIEM, 2 UMEHHO:

Joxnunnyeckue (1a00paTopHbIE) HCCIEIOBAaHUSA, KOTOpbIEe peryiupytorcs npaBuwiamu GLP
(Good Laboratory Practice, Haanexamiast rabopaTopHasi IpakTuka);

Knuanueckue uicnbiTanusi, kotopsie perynupytores npaBuiamMu GCP (Good Clinical Practice,
Hapuexamas kiinHu4eckas IpakTHKa);

[IpousBoacTBo, koTopoe perymupyercs mnpaBuigamu GMP (Good Manufacturing Practice,
Hannexatast npou3Bo/ICTBEHHAS PAKTUKA);

Xpanenue, kotopoe perynupyercs npabmwiamu GSP (Good Service Practice, Hamiexamas
MPAKTUKa OOCTYKUBAHUS, XPAHCHHUS );

OnroBast Toprosisi, koropas perynupyetrcs npaBuiamu GDP (Good Distribution Practice,
Hapnexanas nmpakTuka oToBOM MPOJaXH);

Po3zauunast Toprosis, kotopas perynupyercs npaBmwiamu GPP (Good Participatory Practice,
Hannexarast mpakTrka po3HUYHOM MPOIAXKHU).

GLP. Hagaexkamas 1adopaTopHasi IpaKTHKa

GLP (Good Laboratory Practice, Hamnexarmias mabopaTopHas IMpakTHKa) — CHCTEMa KayecTBa,
OXBATHIBAIONIAsl OPraHU3AIMOHHBIN POIECC U YCIOBUS, TIPU KOTOPHIX BBHIMOIHIIOTCS HEKIMHUYECKHE
WCCIICZIOBAHUS JICKAPCTBEHHBIX CPEJICTB, CBA3aHHBIE CO 3J0POBBEM H IKOJIOTHYECKOI 0€301MacHOCTHIO.

IIpaBuiaa GLP Bkawoualor B cedsi:

TpeOOBaHUS K OpraHU3alMM UCIIBITAHUN;

TpeOOBaHMS K TUYHOMY COCTaBYy MCCIIEIOBATENCH;

Tpe6OBaHI/IH K IOMCHICHUAM, B KOTOPBIX MPOBOAATCA UCIIBITAHHUA U COACPIKATCA ) KUBOTHBIC,
Tpe6OBaHI/15{ K Ka4€CTBY KMBOTHBIX, K YCIIOBUAM HUX COACPIKAHUA U KOPMIICHUS,
TpeboBaHMs K JaOOpaTOpHOMY 00OPYAOBAHHIO U K €0 KATHOPOBKE;

TpeOOBaHUS K UCTIBITYEMOMY U KOHTPOJIHHOMY BEILIECTBY;

TpeOOBaHUS K COCTaBJICHUIO U TMPOBEACHUIO TOAPOOHOW CTaHAAPTHOM METOIUKHU
9KCIIEPUMEHTAIIBLHBIX pa0dOT U K NOPAJKY MPOBEACHUS UCIIBITAHUI;

TpeOOBaHUS K PErHCTPALIMH JTAaHHBIX U O()OPMIICHHUIO OTYETA;

TpeOOBaHUS K CITy)k0€ KOHTPOJIS 32 KAa4eCTBOM HCITBITAHHIA,

CTaHAAPTHBIC METOJUKH SKCIICPUMECHTAJIbHBIX pa60T.

Hanumonaneneim anasiorom GLP B P® ssnsierca crannapt I'OCT 33044-2014 MexrocynapcTBEHHBIH
crangapt «[IpuHIUTIEI HaAIeKaIIeH 1Tab0paTOPHON MTPAKTUKNY, TEKCT KOTOporo uaeHTndeH GLP.

GCP. Hapnexkanass KIMHUYECKasi NPAKTHKA
GCP (Good Clinical Practice, Hamnexxamas KiIMHHYecKas MpPaKTUKA) - MEXIyHapOIHbIH

ATUYECKUNA M HAYYHBIN CTaHAAPT IJIAHUPOBAHUS U MPOBEACHUS UCCIEIOBAaHUN C yIaCTHEM YeJIOBEKa B
KayecTBe CyObEKTa, a TAaKKe JOKYMEHTAJbHOr0 O()OPMIICHUS M NPEACTABICHUS PE3yJbTAaTOB TAKHX
HUCCIIEOBAHUH.
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[TpaBuna GCP npu3Banbl 00eCTIEYUTh TOCTOBEPHOCTh PE3YIbTATOB KIMHUYECKUX UCTIBITAHUH, a
TaKke O€30MacCHOCTh W OXpaHy MpaB U 3[J0pPOBbs JIIOJEH, NMPUHUMAIOIIMX Yy4acThe B JaHHBIX
UCTIBITAHUSAX B KAYECTBE CyOHEKTOB.

Hammonansueim ananorom GCP B P® sBnsercs cranaapt ['OCT P 52379-2005 «Hagnexanias
KJIMHUYECKas PAaKTHKa», TEKCT KoToporo uaentude GCP.

GMP. Haguesxkamasi npon3BOACTBEHHAS] IPAKTHKA

GMP (Good Manufacturing Practice, Hanmnexkarmas mnpou3BOACTBEHHAss IPaKTHKa) -
MEXIYHAPOIAHBIA CTaHIAPT, KOTOPHIM YCTaHABIMBAET TPEOOBAHHMS K TPOU3BOICTBY U KOHTPOIIO
KauecTBa JICKAPCTBEHHBIX CPEJCTB JJIsl YENIOBEKa M JKUBOTHBIX, a TAaK)Ke CIelHalibHble TpeOOBaHUS K
MIPOU3BOJICTBY AKTUBHBIX (DapMaIeBTUYECKUX CYOCTaHIIMA W OTACIBHBIX BHJIOB JICKAPCTBEHHBIX
cpenctB. Cranmapr GMP perynupyer u oneHUBaeT MapaMmeTpbl MPOU3BOJICTBA U JIabopaTOpHOU
MIPOBEPKHU.

Hammonansueim anaiorom GMP B P® sBasiercst ctangapt 'OCT P 52249-2009 «IIpaBuna
MIPOU3BOJICTBA U KOHTPOJISI KaueCTBa JIEKAPCTBEHHBIX CPEJICTB», TEKCT KoTOporo uaentuueH GMP.

BoIroan! ot BHeIpeHus: U cepTUPUKAIIUH

¢ TIOBBIIIICHUE KAUeCTBA U JJOKA3aTEIbHOCTH JOKIMHUYECKUX U KIMHUYECKUX HCCIeIOBAaHUN TIpU
pa3paboTKe HOBBIX AKTHBHBIX (hapMarneBTHUecKuX cyOctaniuii (ADPC) W eKapCTBEHHBIX
cpenacts (JIC);

e o0ecrieueHne KadecTBa, Oe3omacHOCTH W 3(hdexkTuBHOCTH NekapcTBeHHBIX cpeacts (JIC) u
aKTHBHBIX (hapMarieBTHUeckux cyoctaniui (ADPC) nmpu ux Mpou3BOACTBE;

® TIOBBIIICHUE HWMH/DKA OpPTraHU3alUH, JICMOHCTPHPYIOIIEH MPHUBEPKEHHOCTh TPeOOBaHUSIM
MEXIYHAPOIHBIX CTAaHIAPTOB, JYUYIIMM TPAKTHKAaM W KAadeCTBY MPOIYKIIUH, a TakKkKe
coOI0ICHHE TPUMEHUMBIX 3aKOHOJATENBHBIX U PErYIUPYIOIINX TPeOOBaHMIA;

e oOecrieueHHEe SKOHOMHYECKOH YCTOWYMBOCTH OpraHM3allMd Ha CYIIECTBYIOUIEM pBIHKE
MIPOU3BOIUTEIICH MEAWIIMHCKIX U3/ICITHIA U BO3MOXKHOCTh BBIXOJIa HA HOBBIC PHIHKH COBITA;

® TIOBBIIIEHUE KOMMEPYECKOH NMEHHOCTH MPOMYKIIMH C TOYKH 3pEHUS OOJIBIIETO JOBEPHS CO
CTOPOHBI MOTPEOUTENEH U KaK CIeJICTBUE yBEIUYEHUE 00beMa MPOJIaK;

® CIOCOOCTBYET YCHEIIHOMY YYacTHIO B TEHAEpaX, KOHKypcaxX Ha IIOCTaBKy MPOAYKIUU
OpraHu3aIuiy,

® YEeTKOE BBICTpPAaWBaHHE OW3HEC-TIPOIIECCOB OpraHu3auu, >PQPEKTHBHOE pacrpeieicHue
BHYTPEHHUX PECYPCOB, OTBETCTBEHHOCTH U TIOJTHOMOYHH MEPCOHAA B paMKaX CYIIeCTBYIOIIEH
CHCTEMBI MEHEIKMEHTA,;

® BO3MOYKHOCTh 9KCIIOPTAa MHOTHX BUJIOB JIEKapCTBEHHBIX cpeAcTB B cTpanbl EADC u EBpocoro3sa.

B Kazaxcrane ¢ 1 suBaps 2016 roga ¢yHKIMOHUPYET OOMIMK PBIHOK JIEKAPCTBEHHBIX CPEJICTB,
COOTBETCTBYIOIIUX CTaHAApTaM Ha/Jiexamux ¢apmaneBTuueckux npaktuk (GMP), uto onpeneneno
JloroBopoMm o EBpa3uiickoM 3KOHOMHUYECKOM COI03€, KOTOpBIi ObUT moanucad ['1aBaMmu rocyiapcTs B
Mmae 2014 roga.

K »ToMy mepuony AOMKHBI OBITH CO3/IaHBI €AMHBIC YCIOBUS U €AMHbIE TPeOOBaHUS OOpaIeHUS
JIEKapCTBEHHBIX cpelacTB Ha Tepputopun EADC, myreM pa3paOOTKM U NPUHATHS HOPMATHUBHBIX
MIPABOBBIX aKTOB, B T. 4. [IpaBun Hamnexammx (apmMaleBTHUeCKUX MPAaKTHK, TAPMOHU3UPOBAHHBIX C
€BPONECHCKUMHU TPEOOBAHHSIMH.

C momenra pacnaga CCCP nauancs mepuoJ caMOCTOATEIHHOTO Pa3BUTHS OBIBIIUX COO3HBIX
pecnyOnuk. Bmecte ¢ TeM, COBpEeMEHHBbIE TEHIEHIMH B MEXKIYHAPOJHBIX OTHOIICHUAX U
B3aMMO33aBHCHUMOCTh  TMOCTCOBETCKMX JKOHOMHUK, OBIBIIMX TPEXKIE YacTbl0 EAMHOTO U
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LEHTPAIIM30BAaHHOTO HAPOJHOXO35HCTBEHHOTO KOMIUIEKCa, TpeOOBallM MOUCKA IyTEW JalbHEHIIero
COTPYJIHUYECTBA U UHTETPALIMHU 10 PACHIMPEHUIO0 IKOHOMUYECKOTO COTPYAHUYECTBA.

Cepbe3Hble MHTETPALIMOHHBIE IPOLIECCHl IO PACHIMPEHUI0 SKOHOMHUYECKOTO COTPYJIHUYECTBA
Havyanu ocymecTBiATeess ¢ 2009 roma, korma ObUIO MOJMUCAHO COTJIAIICHUE MO CO3JaHHUI0 Ha
teppuropuu benopyccuu, Kasaxcrana u Poccun ennaoro TaMO>XEHHOT'O IIPOCTPAHCTBA.
JIorOoBOpEeHHOCTH O Co37aHuU TaMOKEHHOT0 COr03a BCTYNWiIM B cuiy B utosie 2010 roga, a B nexkadpe
Toro ke roga Ha cammute EBpA3DC ObUIO JOCTUTHYTO corjamieHue o co3gaHuu EBpaszuiickoro
sKOHOMHUYEecKoro coro3a (mamee - «EAIC» wmmm «Comw3») Ha 06aze EnuHOTO »KOHOMHUYECKOTO
npoctpancTBa benopyceun, Kasaxcrana u Poccun. Criyctst mapy JieT BbllI€yKa3aHHOE COTIVIAILLEHHE
OBLIO peaM30BaHO U TPEXCTOPOHHUI 10r0BOp 0 EBpazuiickoM SKOHOMHYECKOM CO03€ ObLT MOAMHUCAH
29 mas 2014 rona Ha cammute B Actane (nanee - «Jdorosopy). JloroBop Bctynui B cuity 1 staBapst 2015
roja.

OpHUM U3 NIEPBHIX OOLIMX PHIHKOB B paMKax Coro3a CTaHeT 00N PHIHOK JIEKaPCTBEHHBIX CPEJICTB,
KOTOPBIH JTOJDKEH 3apaborath yxe ¢ 1 saBaps 2016 roma. Crares 30 JloroBopa TOBOPUT O TOM, YTO
rocy/apcTBa-ujieHsl co3galoT B pamkax Coro3a oOWIMII PBIHOK JIEKAPCTBEHHBIX CPEICTB,
COOTBETCTBYIOIIMN CTaHAApTaM HaAJeXalux (GpapManeBTHYECKUX MPAKTUK U OCHOBAHHBIN Ha €TUHBIX
npuHnunax. [[pyauMast BO BHUMaHHE, YTO JaHHBIN PBIHOK JOJDKCH Ha4aTh (PYHKIIMOHUPOBATH B CAMOE
Onuxaiiiiee BpeMsi, OTHUM U3 NIEPBBIX MOIMMCAHHBIX COTIallIeHul B paMmKkax JloroBopa COOTBETCTBEHHO
6but0 Coranienue o eMHbIX MPUHLIUIAX U MpaBWIaX OOpalIeHUs JIEKapCTBEHHBIX CPEICTB B PaAMKax
EBpaswmiickoro sxoHOMHYeCKOTO cor3a ot 23 aekabps 2014 roma (manee - «CorJiameHuey).
Cornamenue ObuIO paTUUIMPOBAHO B COOTBETCTBHE C 3akoHoM PecnyOnuku Kazaxcran ot 12
okTs0ps 2015 rona.

CornanieHue ycTaHaBIMBAaeT €AMHbBIE IPUHIMIIBI U MpaBUiIa 0OpalleHUs JIEKApCTBEHHBIX CPEICTB
B paMKax co3JaBaeMoro oémiero peiHka. OJHAaKO Kak 3TO BCe OYJET OCYIIECTBISTHCS Ha MPaKTUKE,
BBI3bIBAET MHOI'O BOINpPOCOB. bojee Toro, y4urtbiBas, 4YTO MHOTHME (apMalleBTUYECKHE KOMIIAHWUU
paboTaroT Ha TEPPUTOPUU TOCYIAPCTB-UWICHOB Uepe3 NUCTPUOBIOTOPOB, B ’TOM CEKTOpPE TAKKe MOTYT
BO3HUKATh BOIPOCHI, B YAaCTHOCTU CBSI3aHHBIE C KOOpPJAMHAIMEN HKOHOMUYECKON MAESITEIbHOCTH
XO3SICTBYIONINX CYOBEKTOB.

OT/IENEHO XOTENOCh OB OTMETHTB, 4TO B CBA3H C BCTymIeHneM Kasaxcrama 8 BTOM Kasaxcran
MIPUHSIT Ha ceOst 0053aTeNbCTBA, COTIACHO KOTOPHIM MPHU BBO3€ OMpEeNIeHHBIX TOBAapoB (mopsiaka 1/3
TOBApPHBIX MO3UIMH, BKITIOYAs JIEKApCTBEHHBIE CPEACTBA) HA TeppuTopuio Kazaxcrana ans odpamieHus
Ha BHYTPEHHEM pbIHKE OyAyT MpPUMEHAThCSA OoJee HU3KUE TaMOXKEHHbIE Tapu(bl 10 CPaBHEHHUIO C
tapudamu, ycraHoBieHHbBIME B pamkax EADC. [lnanumpyercs, 4To Ui ypEeryJIHpOBaHHs TaHHOTO
Bompoca OyIyT BBEAEHBI COOTBETCTBYIOIIHME aIMUHUCTPATUBHbIE MEXaHU3MbI, KOTOPBIE IO3BOJIST
MIPUMEHSITh TaMOXkeHHbIe Tapubsl EADC npu nepeMenieHuH TaHHbIX TOBAPOB Ha TEPPUTOPUIO IPYTHX
rocynapcts - wieHoB EADC (¢ tepputopuu Kazaxcrana).

Hacrosimast crathsi paccMaTpuBaeT BONPOCH! JIOCTYNA W peaiu3allii JEKAPCTBEHHBIX CPEJCTB B
yCIoBUSX (DYHKIIMOHUPOBAHUS OOIIETO pBhIHKA JIEKapCTBEHHBIX cpenacTB Coro3a, a Takke oOmue
KOHKYPEHTHBIE IpaBUiIa, KOTOpble OyJIeT HeoOXOAMMO cOOM0AaTh CyObEeKTOM (apMareBTHYeCKOro
pBIHKA.

JocTtyn Ha 00LIUIT PHIHOK JIEKAPCTBEHHBIX cpeacTB B pamkax Coro3a
Pecynuposanue obujezo pvinka rekapcmeeHHbix cpeocms

Kaxk 6b110 oT™MeueHo Boimie, ¢ Havana 2016 roga peryaupoBaHue OOIIErO pPhIHKA JIEKAPCTBEHHBIX
cpenctB B pamkax Coro3a OyJeT OCyIIECTBIATHCS B COOTBETCTBUE ¢ JloroBopom u Cornamenuem. B
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uensix  peanusanuu - CornjamieHus, B KOTOPOM 3aJIOKEHbl OCHOBHBIE IIpaBuUja oOpallleHus
JIeKapCTBEHHBIX CpelICTB B paMkax Coro3a, Takxke MpearnoiaracTcs IpuHsaTHE psaa akToB EBpasuiickoii
SKOHOMUYECKOM KOMHUCCHUEH, «UTO MPUBENIET K CYHIECTBEHHON rapMOHHU3ALIUUA CUCTEM PErYyJIUPOBAHUS
JIEKapCTBEHHBIX CPEACTB». B 4acCTHOCTH, MPeayCMOTPEHO NPUHATUE EAUHBIX MPaBUI PETUCTPALUU U
9KCIIEPTH3BI JICKAPCTBEHHBIX CPEJICTB, EAMHBIX TPEOOBAHUI K MAPKUPOBKE JICKAPCTBEHHBIX CPEJICTB U K
WHCTPYKILIUHU [0 MEIULIUHCKOMY MPUMEHEHUIO JIEKapCTBEHHBIX CPEJICTB, & TAKXKE APYTUX JOKYMEHTOB.
[TocpencTBoM MPUHATHS MOAOOHBIX JOKYMEHTOB OyneT 00ecnedmBaThCs €IUHCTBO OOsI3aTEIBHBIX
TpeOoBaHMil K 0€30MIaCHOCTH U Ka4eCTBY JIEKAPCTBEHHBIX CPECTB Ha Teppuropun Coroza.

C ToYKkM 3peHHs] MPAKTUUYECKON peanu3aluu mnojiokeHui CoraiieHns, BaXKHO OTMETHTh, YTO
CornameHueM MpeaycMOTPEH MEepeXoaHbId nepuos - 10 31 mekadbps 2025 roma, B TedeHUE KOTOPOTO
JIeKapCTBEHHbIE CPEACTBA, KOTOPHIE ObUIM 3apeructpupoBansbl 10 1 ssaBaps 2016 roga Ha TeppUTOPUU
rocyaapcTs - wieHoB Co103a, TOJKHBI ObITh IPUBEACHBI B COOTBETCTBUE C TPEOOBAHUSIMHU U MTPaBUIIAMHU
Coroza. Kpome Ttoro, CornamieHue npeaycMaTpuBaeT, 4YTO JO HCTEYEHMs] PErHCTPalMOHHBIX
YIOCTOBEPEHUI Takue JIEKapCTBEHHBIE CPEICTBA MOTYT pEaliu30BbIBATHCS HAa TEPPUTOPUU TeX
rocygapctB - wieHoB Coro3a, rae ObUIM  BbIIAHBI COOTBETCTBYIOIIME PETUCTPALIMOHHBIE
yaocToBepeHus. B 3To# cBsA3H, MpeacTaBisieTcs, 4To ¢ HayauioM (yHKIIMOHUPOBAHMS OOILEro phIHKA
JeKapCcTBEHHBIX cpeacTB Coro3a HAllMOHAJIBHBIE PBIHKU JIEKAPCTBEHHBIX CPEJCTB FOCYIApPCTB - YJIECHOB
Coro3a nmpogomxat (pyHKIHOHUPOBAHUE /10 HCTEUEHHS MEPEXOAHOI0 EPUOA.

Takum 00pa3oM, HECMOTpsI Ha MPAKTHYECKYIO CIIOKHOCTh PealM3alldy 337ady IMOCTABJICHHBIX B
pamkax JloroBopa, npearnonaraercs, 4to ¢ Hayana 2016 roga peanusaius JeKapCTBEHHBIX CPEACTB Ha
TEPPUTOPUH TOCyAapCTB - WieHOB Coro3a OyIeT MPOUCXOIUTH CIETYIOIUM 00pa3oM:

1) Peanuzayus nekapcmeeHHvix cpedcmes Ha obujem poinke gekapcemeennvlx cpeocmes Corosza

JlexapCTBEHHBIE CPE/ICTBA, 3aPETUCTPUPOBAHHBIE B COOTBETCTBUE C MPOLIEYPOH, YCTaHOBIEHHOMN
EBpaswmiickoii skoHOMHueckoi komuccuen (mamee - «EIK»), m BHECEHHbIE B €IMHBIA pPEECTp
3apEeTUCTPUPOBAHHBIX JIEKapCTBEHHBIX cpenacTtB Coroza (nanee - «EauHbId peecTp»), MOTYT
peann30BbIBaTHCS CBOOOAHO Ha TEPPUTOPUHN BCEX roCcyAapcTB - wieHoB Coro3a.

2) Peanuzayus 1ekapcmeeHHblx cpedcms Ha HAYUOHANbHBIX PbIHKAX 2ocyoapcms - unenos Corsa

Cornamienue He TMpeaycMaTpUBaeT aBTOMAaTHYECKOro BKIOYeHHs B EauHblil  peectp
JIEKapCTBEHHBIX CPEJACTB, 3apErMCTPUPOBAHHBIX HAa TEPPUTOPUM TocylapcTs - wieHoB Coroza a0 1
suBapsg 2016 ronma. IlosTomy Takue JeKapCTBEHHBIE CPEICTBA MOTYT PEalM30BBIBATHCS JIMIIL Ha
COOTBETCTBYIOIIMX HAIIMOHAJIBHBIX PBIHKAX JIEKAPCTBEHHBIX CPEJICTB, BIUIOTH O HCTEUYCHUS
MEePEXOIHOTO Meproa.

Bwmecte ¢ Tem, OTKpPBITBIM OCTaeTCs BOIPOC O TEX JIEKAPCTBEHHBIX CPEACTBAX, KOTOPbIE HUKOTJA
panee (t.e. 1o 1 stHBaps 2016 roma) He OBUIM 3aperUCTPUPOBAHBI HA TEPPUTOPUU KAKOTO-THOO
rocynapcTsa - wieHa Coro3a. CornanieHue 4eTKo He YKa3bIBAET, UTO TaKUe JICKAPCTBEHHBIE CPEICTBA
JOJDKHBI OyAYT TPOXOJHWTHh PErHCTpaluio 1Mo eauHbiM mpaBmwiaMm Coro3a. B To ke Bpems, Kak
O0TMeYaJioch BhIlie, CoriamieHue nperycMaTpuBaeT NepPEeXOoAHbINA EPUO/I, B TEUEHUE KOTOPOTo HAPAY
C OOImMMM PBIHKOM MPOJOJDKAT (PYHKIIMOHUPOBATH HAIMOHAIBHBIC PHIHKU JIEKAPCTBEHHBIX CPEJICTB.
CymectByeT MHEHHE O ToM, 4TO ¢ 1 ssHBapst 2016 roga mogo0HbBIe «HOBBIE JIEKAPCTBa» AOKHBI OYAyT
MIPOXOJUTh PETUCTPALIMIO B COOTBETCTBUE C €IUHBIMU MpaBuwiaMu. OIHAaKO Kak OyJeT pellieH BOIpoc
Ha MPaKTUKE, MIOKAa OCTAETCS HE SCHBIM.

3a pamMkKamMu OOILEro pPEryJupOBaHUS OCTAIOTCS, CPEIU MPOUYEro, BOMPOCHI JIMLEH3UPOBAHUS
CyOBeKTOB (hapManeBTUUECKOW NEATENbHOCTH, PEKJIAMbl JIEKAPCTBEHHBIX CpPEICTB, a TakKke
NEeSATeNIbHOCTH anTeK. YKa3aHHbIE BONPOCHL, a TaKKe HUHbIE BOMPOCHl, HE YpPEryJupOBaHHBIC
CornamienueM, OyIyT TOAYUHATHCS HANMOHAILHOMY PETYJIHPOBAaHHIO B COOTBETCTBHE C
3aKOHOAATEIHCTBOM KaXKJI0TO OTAEIBLHOr0 rocyaapcTsa - wiena Corosa.
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Pezucmpayun nekapcmeennvlx cpeocme no eOUHbIM RPAGUIAM

Cornamnienue He MpelycMaTpUBaeT CO3/AaHUS KaKOro-ITuOO0 HaJHAIIMOHAIBHOIO OpraHa, KOTOPBIH
OBl OCYIIECTBIIST PETUCTPALINIO JIEKAPCTBEHHBIX CPEJICTB, IPEIHA3HAYCHHBIX JIJIsl 0OpalleHus Ha 001IeM
PBIHKE JIEKapCTBEHHBIX cpelicTB. [Ipenmnonaraercs, 4To 3asBUTENb CMOXKET O0OPATUTHCS 3a perucTpanueit
JIEKapCTBEHHBIX CPEJCTB Ha TEPPUTOPUU OJHOTO U3 rocynapcts - uieHoB Coroza (T.e. pedepeHTHOe
TrOCYJIapCTBO).

Peructpariusi JeKapcTBEHHBIX CPEACTB OYAET OCYIIECTBIATHCS B COOTBETCTBHUE C IMPaBUIAMHU
PErHCTpaliM ¥ JKCHEpPTH3bl JIEKAPCTBEHHBIX CPeJACTB, yTBepkaaembiMu pemenneM EDK.I8 Ha
HACTOSIIIMKA MOMEHT pa3paboTaH NpoeKT [Ipasun pesucmpayuu u 3KCHEPMU3bl 1EKAPCMEEHHbIX
cpedcma 01 meouyunckoeo npumernenus (nanee - «Ipoext IlpaBui perucTpamum JeKapcTBEHHBIX
CpelICcTBY») U 3aBEPIICHO €0 00CYXKICHUE.

Kaxk ciiemyet u3 [Ipoekra [IpaBun perucrpanuu iekapctBeHHBIX cpencts (Pasmen I1I), peructparus
JIEKapCTBEHHBIX CPEACTB OyAeT OCYLIECTBISATHCS MO MOCIENOBATEIbHON Mpoleaype (mpoueaypa
B3aMMHOIO [PU3HAHUS) WJIM OJHOBPEMEHHON mpoleaype (IeleHTpalu30BaHHAs Mpoleaypa
peructpanuu). Hrbke MBI TPHUBOAMM KpaTKWii 0030p BBIMICYKA3aHHBIX MPOLEAYP PETHCTPAINH
JIeKapCTBEHHBIX CPeJCTB B cooTBeTcTBUE € [IpoekTom [IpaBui, AOCTYNHBIM Ha JIEKTPOHHOM NPAaBOBOM
nopraine EADC.

Ilpoyedypa é3aumuoco npuzHanus MPEANOaraeT PerucTpalnio JIEKApCTBEHHOTO CPeJCTBa B JBa
JTana:

1) HamuoHanmpHas MpOLEAypa perucTpanuu - pedepeHTHOe TOCyAapCTBO OCYIIECTBISET
perucTparnmio Ajs 1ejiell HaX0XKJIeHUs JIEKapCTBEHHOI'0 CPECTBA Ha PHIHKE JJaHHOI'O I'OCY/1apCTBa;

2) mporueaypa B3auMHOTO MPU3HAHUS - 10 JKEJIaHHUIO 3asSBUTENS JIEKAPCTBEHHOE CPEJICTBO MOXKET
OBITH MMPU3HAHO B JIPYTUX rocynapcTBax - wieHax Coro3a (rocygapcTBax MpU3HAHUS).

Ha mepBoM sTame ymnonHOMOUYEHHBIH OpraH pedepeHTHOro rocyJapcTBa MPOBOIUT KCIEPTU3Y
JIEKapCTBEHHOI'O CPEJICTBA U B CIIydae MOJIOKUTEIBHOIO PELIEHMSI 10 pe3yJIbTaTaM 3KCIEPTU3bI BBIAET
3asiBUTEINI0 PErHCTPAIlMOHHOE CBHUAETEIbCTBO, a TAKXKE pPa3MeEIIaeT CBEACHHUS O JIeKapCTBEHHOM
cpencTtse B EnnHoMm peectpe.

Ha Bropom sTane, nocie peructpaiim JIeKapcTBEHHOTO CPeJCTBA B peepeHTHOM I'OCy1apcTBe (T.€.
B cllydae, KOTJa yKe MUMEeTCsl PerucTpanus B KakoM-1u0o rocyaapctse - uwieHe Corose), 3asBUTENb
BIpaBe 00paTUTHCSA B YIIOJTHOMOUYEHHBIE OPTaHbl WM SKCIIEPTHBIC OPraHU3AIMH JPYTHUX TOCYAAPCTB -
yieHoB Coro3a C 3agBJICHHEM Ha PETUCTPALMIO JIEKAPCTBEHHOTO CPEJICTBA MO MPOLEAYPE B3aUMHOTO
MPU3HAHMS. DKCIEPTH3a JIEKAPCTBEHHBIX CPEJICTB B TOCYAApPCTBAX MPU3HAHUS OCYIIECTBISIETCS ITyTEM
pPacCMOTpPEHHUsI 3asBJICHUS W JOKYMEHTOB 3asBUTENS, @ TaKXKE HKCIEPTHOTO OTYETa IO OLICHKE
pedepeHTHoro rocyaapctsa. B ciyuyae npusHaHUsS rocyAapCTBOM MPHU3HAHUS SKCIIEPTHOIO OTYETa IO
OlICHKE pe(depeHTHOro TOCyAapCcTBAa M BBIHECEHHUS IMOJIOKUTEIBLHOTO PEIICHUS O PETUCTpaluu
JIEKapCTBEHHOI'O CPEJCTBA, TOCYJapCTBO TMPU3HAHMUSA BBLAAECT 3asBUTENI0 PETUCTPALIMOHHOE
CBUJICTENLCTBO, HA OCHOBAHMM KOTOPOTO JICKAPCTBEHHOE CPEJCTBO JIOMYyCKAaeTcs K OOpalleHUIO0 Ha
TEPPUTOPUU COOTBETCTBYIOIIETO TOCYIapCTBa MPU3HAHUSI.

B ciyyae Henpu3HAHMS YKCIEPTHOTO OTYETA IO OIEHKE pe)epeHTHOTO rocyaapCTBa, TOKYMEHTHI
NepearTcd B ODKCHEPTHBIM KOMHUTET IO JIeKapCTBEHHBIM cpeactBam mpu Komternn EDK s
yperynupoBanusi pasHornacuii. Ilo pesynbraram mpomenypbl yperyaupoBaHUs pa3HOTIACHH,
YIOJIHOMOYEHHBII OpraH rocy1apcTBa MpU3HaHUs IPUHUMAET PelIeHHe O PerUCTpaluy Wik 00 oTKaze
B PErUCTPALIMH JIEKAPCTBEHHOTO CPEJICTBA.
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Takum o0Opa3oM, MO pe3ysbTaTaM HpPOIEIyphl B3aUMHOTO MPU3HAHUS JIEKAPCTBEHHOE CPEICTBO
MOXeET OBITh JOMYIICHO K OOpaIleHHI0 Ha TEPPUTOPHM Pe(EepeHTHOTO TocynapcTBa, a TaKXkKe TeX
TOCYy/IapCTB TMpPHU3HAHUS, TJIe OBUIO TMPHUHATO TOJOXKHUTEIBHOE pEIICHUE O peructpanuu (T.e. B
pedepeHTHOM rocyaapcTBe U B OHOM MM 00JIee TOCy1apCTBax MPU3HAHMS).

Heyenmpanuzosannas npoyedypa pecucmpayuu IPeIIoNaraeT, YT0 perucTparys JeKapcTBEHHOTO
cpencTBa OyaeT OCYIIECTBIATHCS HECKOJIBKUMH rocynapctBamMu - wieHamu Coroza. [lpu stom
3asfBUTEIb CAMOCTOSATENBHO BBIOMpaeT pedepeHTHOE TrocylapcTBO MpU IoJaye 3asBICHHUS Ha
pETHCTpalfIo JIEKApCTBEHHOTO cpeicTBa (T.e. B Ciydae, KOTAAa HET DPErucTpalvd HA B OJHOM
rocyaapctse - wiene Corose).

Perucrtpanusi  JIeKapCTBEHHOTO  CpPEACTBA IO JCHEHTPAIM30BAaHHOM  MPOIEAype  TaKke
OCYILIECTBIISIETCS B /IBA 3TaMa, IPOBOJUMBIX OJTHOBPEMEHHO:

1) peructparust B pe)epeHTHOM TOCY1apCTBE;

2) npu3HaHUE SKCIEPTHOTO OTYETA MO OLIEHKE B TOCYAAPCTBAX MPU3HAHMUA.

B mensix mpoBeneHHs BBINICYKAa3aHHOM MPOIEAYPbl PETHCTPAIMY, YIOJHOMOYEHHBIC OpIaHbI
pedepeHTHOro rocyaapcTBa U rocy1apcTB MPU3HAHUS IPOBOAAT COBMECTHYIO PabOTy IO 3KCHEPTHU3E
JIEKapCTBEHHOT'O CPEACTBAa. B pesynbrare IMOJOKHUTENBPHOIO pEIICHHS YIOJIHOMOYCHHBIX OPraHOB
pedepeHTHOr0 TrocyIapcTBa M TOCYAApCTB IMPHU3HAHUS, 3asBUTENIO BBINAIOTCS COOTBETCTBYIOIIHE
PETHCTPALIIOHHBIEC yIOCTOBEPEHHS.

B ciydae npunATHS pemieHust 00 0TKa3e B PETUCTPALlK YIIOJIHOMOYEHHBIH OpraH peepeHTHOro
TOCYAapCTBO U3BEILACT 3asBUTENS O IPUHITOM PEIICHHH.

Takum obOpa3zom, wucxons wu3 [Ipoekra [IpaBun permcrpanuu JIEKapCTBEHHBIX CPEICTB, 10
pe3ynbTaTaM JACLEHTPATU30BaHHONW MPOIEAYPbl PETUCTPALIMH JISKAPCTBEHHOE CPEICTBO MOXET OBITH
3apEeTUCTPUPOBAHO B pe(EepPEeHTHOM TOCYNapCTBE U COOTBETCTBYIOIIMX TOCYJapCTBaX NPHU3HAHMUSA.
BwMmecre ¢ Tem, HE cOBCeM SICHO Kakoe pelieHne OyIeT MPUHATO 10 3asBKe Ha MPAKTUKE, B CIIydae eciu
COXpaHATCS Pa3HOTJIACUS MEXIY TOCylapCTBaMH, paCCMaTPHUBAIOIIMMHU 3asBKYy (K MpPUMeEpyY, IBa/TpU
rOCyAapcTBa J1alyT MOJIOKUTEIbHBINA OTBET, a OJTHO WIIH JIBa OTPULIATEIbHBIN).

B cBete BBIIICU3JIOKCHHOTI'O, TIPOU3BOAUTCIIN JICKAPCTBCHHBIX CPCACTB 6YI[yT HUMECTHh BO3MOXKHOCTb
BBIOOpa pepepeHTHOTO TOCYNapCTBa ISl TIOAAa4H 3asiBKH Ha PETUCTPALIUIO JIEKaPCTBEHHBIX CPEICTB, a
TaK)Ke BBIOOpPA MPOIEAYPhl PETUCTPAIINH JIEKAPCTBEHHBIX CPEJCTB, MPEAHA3HAYECHHBIX ISl OOpaIIeHUs
Ha 00IIeM pBIHKE JeKapcTBEeHHbIX cpeacTB Coroza. [Ipu aToM, HECMOTps Ha CO37aHue OOIIETO PhIHKA
JIEKapCTBEHHBIX CPEJICTB, COXPaHSAETCS HMHIMBUAYAIbHBIA TIOAXO0J K BOMPOCY O PErucTpalnuu
JIEKapCTBEHHBIX CPEJCTB KaXKJOT0 rocyaapcTaa - €wieHa Coro3sa.

B nononnenue, obpamaeM BHUMaHHe Ha TO, uTo B CornamieHny npeaycMaTpuBaroTCs KaTeropuu
JIEKapCTBEHHBIX CPEJCTB, KOTOPHIE HE MOJUIEXKAT perucTpanuu B pamkax Coro3a.

IIpaBuiia KOHKYpeHIMH HA 0011eM PbIHKE JIEKAPCTBEHHBIX CPEACTB

Kaxk 6put0 oT™MedeHo Bhimie, HaunHas ¢ 2016 roga, MpoU3BOAUTENN JIEKAPCTBEHHBIX CPEACTB, HE
JOKUJASACh OKOHYAHMS JEUCTBUS HALMOHAJIBHBIX PETMCTPALIMOHHBIX YJIOCTOBEPEHUM, MOTYT IIPONTH
perucrpaiuio no ooumm npasuiaam B oHoi u3 crpad EADC u nomy4yuTh A0CTyM Ha oOuuii peiHOK. C
9TOT0O MOMEHTa TMPOU3BOJUTENN JOJKHBI OyAyT YYHUTHIBATH BO3MOXKHOCTH BO3HHUKHOBEHUS
TPAHCTPAHUYHOTO PHIHKA, ECJIN JIEKAPCTBEHHBIE CPe/ICTBA Oy Iy T peaIlu30BbIBATHCS HA TEPPUTOPUHU JIBYX
u Oosee rocymapctB - wieHoB Coro3a, a 3HAYUT MPUMEHUMOCTh OOINMUX MPHUHIMIIOB M TPAaBHII
koHKypeHunun Coro3a.

Obwue npasuna KOHKypeHyuu
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B cooTBeTcTBHY ¢ O0IIMMHU TTPaBUIIAMU KOHKYPEHIIMH, PEAYCMOTpEeHHBIME B JloroBope:

1) 3anpemnratorcst aeicTBus (0e3AeHCTBHE) 3aHUMAIOIIETO JTOMUHHPYIOIIEE TONIOKEHHE (T.€. MpH
WHIMBUyaJlbHOM JIOMUHUpPOBAaHMM HE MeHee 35%, mnpu KOJUIGKTUBHOM He MeHee S50% wim
70%) Xx03sIHCTBYIOIIEr0 CyOBbeKTa (CyObEKTa pPBIHKA), PE3YJITATOM KOTOPBIX SIBJISIFOTCS WM MOTYT
SIBJIATHCA HEJIOMYIICHHE, OrpaHUYCHUEe, YCTpAaHEHUEe KOHKYPEeHUWHU W (WIH) yIIeMJIEHHE HHTEPECOB
apyrux ;L

2) He nomycKaeTcs HeJJOOPOCOBECTHASI KOHKYPEHIIUS,

3) 3ampemaroTcsl COTJIAIICHUS MEXAY XO3IWCTBYIOIIUMH CyObeKTaMu (CyOBEKTaMu pBIHKA)
rOCy/apCTB-UJICHOB, SIBISIOIIUMUCS KOHKYPEHTaMH, JEUCTBYIOIIMMHM Ha OJHOM TOBAapHOM pBIHKE,
KOTOPBIE MPUBOJAT WIM MOTYT IPUBECTH K ONPEIEICHHBIM MOCIEICTBHIM;

4) 3ampemarTcs «BEPTUKAJIbHBIE» COTJIAIICHHUS MEXIY XO3AUCTBYIOHNIMMH CYOBEKTaMu
(cyObexkTamMH pbIHKA), 332 MCKIIOYEHHEM «BEPTHKAJIBHBIX» COTJAIICHUNA, KOTOPBIE MPU3HAIOTCS
JOTTYCTUMBIMU B COOTBETCTBUH C KPUTEPUSIMHU JIOMYCTUMOCTH;

5) 3ampeniaroTcs WHbIE COTJIALICHUS MEXKTY XO3SHCTBYIOIIMMHU CyOBbeKTaMu (CyObEKTaMu PhIHKA),
3a UCKJIIOYEHHEM «BEPTUKAJIBHBIX)» COTJIALICHHUM, KOTOPbIE MPU3HAIOTCS I0IYCTUMBIMHU B COOTBETCTBUH
C KPUTEPHUSIMH JONYCTUMOCTH, B CIIy4ae €CJIM YCTAaHOBJICHO, YTO TaKHE COTJIAIICHUS MPHUBOIAT WU
MOTYT MPUBECTH K OTPAHUYECHUIO KOHKYPEHIIUY;

6) ®PusnyeckuM JIMIAM, KOMMEPUYECKMM OpraHM3alUsSM U HEKOMMEPYECKHM OpraHU3aIsIM
3ampemniaeTcs OCYHIECTBIATh KOOPAMHALMIO SKOHOMHUYECKOW JIEATEIbHOCTH  XO3SMCTBYIOLINX
CyOBEKTOB (CyOBEKTOB PBIHKA) TOCYAapPCTB-WICHOB, €CIIM TaKasi KOOPAMHAIUS TPUBOIUT MM MOXKET
MIPUBECTH K JIFOOOMY M3 yKa3aHHBIX B IMyHKTaX «iii» M «1v» MOCIEACTBUH, KOTOPbIE HE MOTYT OBITh
MPU3HAHBI JIOMTYCTUMBIMU B COOTBETCTBHHU C KPUTEPUSMHU JIOIYCTUMOCTH;

3axnouenue oucmpubbIOMOPCKUX 002080PO8 8 HOBLLX PEANUSX

Kak cnenyer w3 mnpakTuky, MHOruMe (papManeBTUUYECKHME KOMIIAHMM Ha CETOJHSAIIHUIN JEHb
paboTaroT yepe3 AUCTPUOBIOTOPOB U 3aKIIOYAIOT OT/AEIbHbIE TUCTPUOBIOTOPCKHE JOTOBOPBI, Pa3IeIsis
00b14HO prIHOK EADC Ha TeppuTOopuu rocyjapcTs-4ieHoB. Bo3MOXHO, y IpOM3BOAUTENEH €CTh Ha 3TO
ONpEeZICIICHHBIE KOMMEpUYeCKHe MNpuunHbl. OJHAKO € IOPUAMYECKON TOYKH 3pEHHs, JTO TaKkKe
OOBSICHAETCS] TEM, YTO J0 CETOTHSIIHETO JHS B KaXJIOM rocyaapctse - uieHe Coro3a CyliecTBOBaIU
pasznuuHble TpeOOBaHUS M TMpaBWia OOpalleHHs JEKapCTBEHHBIX CpPEICTB, a TaKXe IpaBuia
KOHKYPEHIIMH Ha HAIlMOHAJIbHOM YPOBHE.

Hauunas ¢ 2016 roma, gapmareBTHIECKUE KOMIAHUU W TUCTPUOBIOTOPHI JOJKHBI OYIyT TakxKe
coOuroaTh OOIIME MpaBUia KOHKYPEHIUH MPH pealu3aliy JeKapCTBEHHBIX CPEJCTB IMOJYyYUBIINX
noctyn Ha obmui peiHOK Coro3a. Tak, eciau JIeKapCTBEHHOE CPEeACTBO BHeCeHO B EnuHBIN peecTp u
TaKuM 00pa3oM JIOMyIIEHO K OOpalleHHI0 Ha OOILIeM pBIHKE JeKapCTBEHHbIX cpencTB Corosa, TO
3aKJII0YEHHE JUCTPUOBIOTOPCKOTO JOrOBOpa, MPEeAyCMaTPHUBAIOIIETO TEPPUTOPUATILHOE OrpaHUYECHUE
peanu3alMi TaKoOro JIEKapCTBEHHOTO CpeACTBa (K NpUMEpy, Ha TEPPUTOPHUH TOJIBKO OHOTO
rocygapctBa - uieHa Coro3a), MOXKET NPOTHUBOPEUYMUTH OOIIMM MpaBHJIaM KOHKYPEHIIUH,
npeaycMoTpeHHbIM JloroBopom. Takue HOpMBI TUCTPUOBIOTOPCKUX JIOTOBOPOB, B YACTHOCTH, MOTYT
ObITh KBAIM(DULUUPOBAHBl KaK «KOOPOUHAYUS KOMMEPUECKUMU OPSAHUZAYUAM IKOHOMUUECKOTU
OesmenbHOCmU XO3AUCMEYIOUUX CYObeKmos (Cyo6beKmos pulHKa) 20cy0apcme-uieHosy I KaK uHble
«BEPMUKATbHBIEY CONAWEHUs, KOMOpble He NPUSHAIOMCSA OORYCMUMbBIMU 6 COOMBEmCMEUU ¢
Kpumepusamu 0OnyCmumMoCmu, U NPUEOOAM Ul MO2YM NPUEECMU K 02PAHUYEHUIO KOHKYPEHYUU.

bonee toro, 3ampemaercss nHas KOOpAMHALMS 3KOHOMUYECKOW IEATENBHOCTH XO3AMCTBYIOLINX
CyOBEKTOB (CyOBEKTOB PBIHKA) TOCYJapCTB-WICHOB (BKJIIOYAsl Yepe3 AUCTPUOBIOTOPCKHE JIOTOBOPA),
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C€CJIU TaKas KOOpAUHALUs ITPUBOAUT UJIN MOKET IPUBECTU K JIIO6OMy 13 HUXKCYKAa3aHHBIX HOCHCHCTBHﬁ,
KOTOPBIE HE MOT'YT OBITh IMPU3HAHBI JOITYCTUMBIMH B COOTBECTCTBHU C KPUTCPUAMU JOITYyCTUMOCTH:

co2nauenuss mMedicoy Xo3aUCmeyoumumu cyovekmamu (Cyovekmamu pulHKa) 20cyoapcme-yuileHos,
ABIAIOUWUMUCS KOHKYPEHMAMU, 0eUcmeyIouumMu Ha 0OHOM MOBAPHOM PbIHKe, KOMOpble NPUBOOAM UIU
MO2ym npueecmu K:

* YCMAHOBAEHUIO UL NOOOEPACAHUIO YeH (mapudos), CKUOOK, HA0OABoK (0oniam), HaAYyeHoK;

" NOBBIUUEHUTO, CHUNCEHUIO UTU NOOOEPICAHUIO YeH HA MOoP2ax,

© pazoeny moeapHO20 PbIHKA NO MEPPUMOPUATLHOMY NPUHYUNY, 00beMy npooaxicu Uiy NOKYnKu
moeapos, ACCOPMUMEHM)Y Peanu3yemblX mosapos aubo cocmasy npoodasyos uiu NoKynameieu
(3axazuuKos),

* COKpAWeHUI0 Uiy NPeKpaujeruro npou3e00Cmsea mosapos; uiu

© OMKA3y OM 3aKIOYEHUsL C ONPedeNeHHbIMU NPOOABYAMU TUOO NOKYNAMENAMU (3AKAZUUKAMU).

«BEPMUKANbHBIEY CONAUECHUSL MENCOY XO3AUCMBYIOWUMU CYObeKMamu (CYObeKmamu pulHKa), 3a
UCKTIFOUEHUEM «BEPMUKATIbHBIXY CO2NAUEHUL, KOMOPble NPUSHAIOMCS OONYCMUMbBIMU, 8 CLyYae e

© makue coenaueHuss NpueoOAm Ul MO2Ym NpUGecmu K YCMAHOBIEHUIO YeHbl Nepenpooadcu
moeapa, 3a UCKIIOYeHueM CIyuas, Ko20a npooasey yCmauaeiueaem O0Jis NOKYnamess MakCUMAaibHyHO
yeny nepenpooaxcu mogapa,

* MAKUMU CO2NAWEHUSAMU NPe0yCMOMPEHO 0053amenbCmeo NOKYRamessi He npoodeams mosap
xozancmeyroue2o cyovekma (cyovexma pbiHKa), KOmopbwlli s6/51emcsi KOHKypermom npooasya. Takotl
3anpem He pacnpoCmMpaHsiencs Ha Co2lauleHus 06 Opeanu3ayuy NOKynameiem npooajicu moapos noo
MOBAPHBIM 3HAKOM U0 UHBIM CPEOCBOM UHOUBUOYANUZAYUU NPOOABYA UTU NPOU3BOOUNEIAL.

dapmarneBTHYeCKHe KOMITAHUU W/ UM UX TUCTPHOBIOTOPHI MOTYT TaK)Ke HAPYIIUTh U MHBIE 00IIHe
MIpaBUJIa KOHKYPEHIIMH IPEIyCMOTPEHHBIE BBILIE.

Bmecte ¢ Tem, ecnm (apmaneBTHUECKHE KOMITAHUU JKEJIAl0T COXPAHUTh HAIMOHAJIbHbIE
perucTpayy, To Ha epro AeHCTBH IEpEX0IHOro neproaa (T.e. 10 koHua 2025 roaa) sekapcTBEHHbIE
Cpe/CTBa MOTYT CBOOOJHO OOpaIaThCsi Ha TEPPUTOPUU TeX CTPaH, I7ie ObLJIO BBIIAHO HAIMOHAIBHOE
perucTpainoHHoe ynocropepenue. [Ipu Takom noaxone, Ha nepuo]] AEHCTBHUS EPEXOIHOrO MEePHOAa,
(bapMareBTHUECKHE KOMITAHHH, CKOPEe BCEro, CMOTYT 3aKJ04aTh AUCTPUOBIOTOPCKHE JIOTOBOPHI,
paznensist o6muit pprHok EADC (Hanpumep, Ha TEPPUTOPUU TOCYAAPCTB-UICHOB).

CripaBeUIMBOCTH pajid HaJI0 OTMETHUTH, UTO CYOBEKTHI (papMalieBTHUeCKOTo PhIHKA B JII0OOM ciiyyae
JIOJKHBI COOUII0/IaTh TPEOOBAHNUS HALIMOHAIBLHOIO 3aKOHOAATENIbCTBA rocyAapcTB-1wieHoB Coro3a.

Hanomuum, uro neperoBopsl o BeTymiieHnu Kasaxcrana B BTO Obuu 3aBepiuens! B cepenune 2015
roga. B nauane oxtsaOps 2015 roma Cenar Ilapnamenta Kasaxcrana parudummposain [IpoTokos o
npucoennHeHnn Kazaxcrana k Mappakenickomy coriamennio o0 yupexaennn BecemupHoi ToproBoi
opraamzanuu ot 15 anpens 1994 rona. Ilocne 3aBepiieHus Bcex HEoOXoAUMBIX mpoueayp Kazaxcran
cranet 162-m wienom BTO.

B coorBerctBue c¢ CornamieHusi, NOPEANONaraerTcs, 4YTo TMPU OCYUIECTBICHUU MPOLETYpPbI
perucTpalyy M 3KCHEepTU3bl JEKapCTBEHHBIX CPENICTB rocynapcTna - uieHsl Coroza OyAyT B3aWMHO
MPU3HABATh PE3YNbTAThl JOKIMHUYECKUX (HEKIMHUYECKUX), KIMHUYECKUX M MHBIX HCCIEHOBaHUI
(McTbITaHMiT) JIEKapCTBEHHBIX CPECTB, PE3YyJIbTaThl MHCIEKTUPOBAHUS MPOU3BOICTBA, JOKITMHUYECKIX
(HEeKTMHUYECKUX), KIMHUYECKHX MCCIEeOBAaHUN (MCIBITAHUM) JIEKapCTBEHHBIX CPEJICTB, CHUCTEM
(apmakoHa30pa Ha COOTBETCTBHE IpaBHJIaM HaJUIeKalMX (apMaleBTUUECKUX IMPAKTUK, a TaKXKe
TpeboBaHuUAM, yTBepKkaIaeMbiM EQK
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B coorBercTBun ¢ nyHkrom Pemenus Briciiero EBpa3uiickoro s5KOHOMHYECKOTO coBeTa OT 19
nekabpst 2012 1. Ne 29: «... ppinok omHOocumcs K mpancepanHuyHoMy, eciu ceocpaguieckue spaHuybl
MOBAPHO20 PHIHKA OX6AMBIEAIOM MEPPUMOPUU 08YX U bOJlee CIMOPOHY.

B cootBerctBuM ¢ [Ipunoxennem Ne 19 k JloroBopy, coriameHuss MOTYT OBITh IPU3HAHBI
JOMYCTUMBIMHU, €CIM OHHM HE HAKJIQJbIBAIOT HA XO3AWUCTBYIOIINE CYOBEKTHI (CYOBEKTHI PBIHKA)
OTpaHUYECHUS, HE SIBISIOLIMECS HEOOXOAUMBIMH JUIsl TOCTIKEHHUS IeNiel 3THUX COTJIAlIeHUN, U He
CO3/1al0T BO3MOYKHOCTD JUIsl YCTPAHEHUSI KOHKYPEHLIMN HAa COOTBETCTBYIOIIEM TOBAPHOM PHIHKE U €CIIU
XO3SICTBYIOIINE CYOBEKTHI (CYOBEKThl PhIHKA) IOKAXYT, YTO TAaKHE COTJIALICHHUS UMEIOT WJIH MOTYT
HUMETh CBOMM PE3YJIbTaTOM:

1) coBepilieHCTBOBaHUE ITPOU3BOICTBA (Peau3alii) TOBApOB UM CTUMYJIMPOBAHNE TEXHUUYECKOTO
(9KOHOMHYECKOro) mporpecca Ju0O0 MOBBIIIEHHE KOHKYPEHTOCIIOCOOHOCTH TOBAapOB IMPOM3BOCTBA
roCy/1apCTB-4JICHOB HA MUPOBOM TOBAPHOM PBIHKE;

2) TmoNlydeHHWE TOTPEOUTENSIMH COpPa3MEPHOM YacTH TPEUMYIIECTB (BBITOM), KOTOPHIC
MPUOOPETAIOTCS COOTBETCTBYIOIIMMHU JIMIIAaMU OT COBEpIICHHS Takux JeHcTBuil. B cBoio ouepenb
JIONYCKAlOTCA «BEPTUKAJIBHBIE» COIJIALIEHMSI, €C/IM:l) Takue COrjalleHus SBISIOTCSA J0rOBOPAMHU
KOMMEpPUYECKOW KOHIIECCHHU; 2) IO KaKIOrO XO3SHCTBYIOIIETO CyOBbekTa (CyOBEKTa pBHIHKA),
SIBJIAIOIIErOCS YYaCTHUKOM TaKOI'O COIVIAIEHWs, Ha TOBAPHOM PBIHKE TOBApa, SBIISIFOIIETOCS
MIPEeIMETOM «BEPTUKAIBHOI0» COTJIAIIeHUs, HE MpeBbIiaeT 20 MpoIeHTOB.

HNiuniocTpaTuBHBIN MaTepUaJl:
- mpe3enrars Microsoft Power Point.

Jluteparypa

OCHOBHaSI:

Ha PYCCKOM SI3BIKE:

1. ApsicranoBa T.A. ®apmaneBTuueckas XuUMHsi: y4eOHHK, ToM [. (2-oe m3manme). «Sky
Systems», 2021. -640 c.

2. ApsicranoBa T.A. @apmaneBrudeckas xumus: ydeOHuk, Tom II. (2-oe m3manme). «Sky
Systemsy, 2021. -572 c.

3. ApeicranoBa T.A. @apmaneBTuyeckas XumMusi: yueOHuk, ToMm I: - Anmatel: «9Bepo», 2015.-
640 c.

4. ApbictanoBa T.A. @apmanieBTHUYeCKast XUMUS: yueOHUK, ToM I1:- Anmatel: «9Bepo», 2015.-
572 c.

5. T'ocynapctBennas Qapmaxomness Pecyonuku Kazaxcran.-Anmatsr:«Kubek xonby, 2008.-
Tom 1.- 592c.

6. I'ocynapctBennas ¢apmaxones: Peciyonuku Kazaxcran.- Anmatsr:«Kubek xombn», 2009.-
Tom 2.- 804c.

7. T'ocynapctBenHas ¢apmaxomness Peciyonuku Kazaxcran.-Anmatsr:«Kubek xonb», 2014.-
Tom 3.-729c.

8. KonTposns kauecTBa u crapaapruszanus JIC: meroandeckoe nocobue / mox pea. Pamenckoii I'.
B., Opna6aesoii C. K.-M: I MI'MYV; - llIsiMkent: FOKI'®A, 2015. - 248 c.

9. OpnabaeBa C.K. AHanu3 JeKapCTBEHHBIX IIpENapaTroB, MPOU3BOJHBIX apPOMATHUYECKUX
coeHEeHMI: yueOHoe mocoowue.-IlIbMkenT: «Onem», 2015.-249 c.

10. Pamenckas I'.B. ®apmaneBruueckas xumus: yaeouuk.-M.: BUHOM. Jlaboparopus 3HaHUH,
2015.-467 c.

11. PykoBOACTBO K J1aOOpaTOPHBIM 3aHATHIM IO (papManeBTUYECKON XUMHU MOJ peAaKi-ei
I'.B. Pamenckoii.-M.: IIunort, 2016.-352 c.

12. ®apmakones EADC. — Mocksa, 2021.- 566 c.
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13. Xamuymmun, @. A. UnppakpacHast CHEKTPOCKOIHUS B (hapMaleBTHUECKOM aHaIN3€e: yaeOHOoe
nocodue / - M.: I'90TAP-Menua, 2017. - 160 ¢

14. MaxoBa E.I'. «Ilonyuenue u crangapTuzanys Nporu3BOIHBIX TIULUPPU3NHOBONU KHCIIO-THI C
TyOepKyJIOCTaTHIeCKON akTUBHOCThIO», [lIbiMkeHT, FOKI'®A,20.06.2013

15. Hagupoa C.H. «®apmManeBTHYECKHI aHANIN3 JIEKApCTBEHHBIX ()OPM METPOHHUAA30Ia»,
IIemvkent, FOKI'®A,17.06.2015

16. Cabwpipxan A.A. «Pa3zpaboTka crenuduranuii kadecTBa M CTaHAAPTU3ALUS TIUIHUPPU-
3UHOBOM KUCIIOTE», IlIsMkenT, FOKMA, 18.06.2020

17. AnuxomxkaeBa b. b. Ananurudeckas xumus : yueOHoe nmocodue / b. b. Anuxomxkaesa, P. A.
Pycram6GekoBa. - Anmatsr : DCIIH, 2023. - 220c¢

Ha Ka3aXCKOM SI3bIKe:

1. ApsictanoBa T.A. ®@apmaneBtukanslk xumus: Oxkynbik. Tom I. (2-mmi Gackutbim). «Sky
Systems», 2021. -604 c.

2. ApsictanoBa T.A. ®@apmaneBTukanblk xumus: Oxyisik. Tom II. (2-mi Gaceuibim). «SKy
Systems», 2021. -544 c.

3. Apsicranosa T.9. ®apmaneBTHKANBIK XuMusi: OKybIK. T.1-AnMatsr: «OBepo», 2015.-592 6.

4. AprictanoBa T.O. @apmaneBTHKAIBIK XUMHS: OKYJIBIK. T.2-AnMaTsl: «OBepo», 2015.-6020.

5. Kazakcran PecnyOnukaceinbiH MemiekerTTik (apmakonesicol.-Anmatbl: «Kibek >KoIbD»,
2008.-1 T.-5926.

6. Kazakcran PecnyOnmkaceinbiH MemiekeTTik (apmakomnesichl.-Anmatbl: «Kibek >Kob»,
2009.-2 T.-8046.

7. Kazakcran PecnyOnmkaceiHbiH MemiekeTTik (apmakomnesichl.-Anmartbl: «Kibek >KoIb»,
2014.-3 T.-7096.

8. OpnabaeBa C.K., Kapakynosa A.ILl. ®apmanieBTUKAIBIK XUMUS: apOMATTHIK KOCBUIBI-CTap.-
OkynsIK, Feur.keHec OexiT. (mpot Nell, 27.04.2016).-302 6.

9. KpacHoB, E. A. ®apManusuiblKk XUMHsI CYpaKTap MEH jKayanTap TYPIHZAE : OKy Kypaibl =
dapmareBTHYECKass XMMUS B BOIIPOCaX M OTBeTaX: yueOHoe mocodue. - M.: [DOTAP-Menua, 2016. -
704 ¢

10. OpnabaeBa C.K. I'mumuppu3uH KbIIIKBUIBI TYHIABUIAPBIHBIH JOPUTIK TpenapaTTapbiHbIH
OipbIHFaiiIaHFaH canachklH OaKbUIay 9IICTEMENIepiH )Kacay: FhUIBIMH-dJicTeMeNiK HycKay.-IIIbIMKeHT:
«Onem».- 2013.-92 c.

11. KapakynoBa A.Ill. «[ MUIUppyU3HH KBIIKBUIBI TYBIHABUIAPHIH TaJ/1ay JKOHE CTaHAapT-Tayaa
(bu3HKa-XUMUSIIBIK 9TiCTep i KemeH i Koimany», [Isivkent, FOKT'®A, 20.06.2013.

12. JloypenbexoB K. H. Ananutukansik xumus : oKy kypaisl / K. H. JloypenGekos, JI. A.
Junsnabexona, XK. K. PeiceimOeToBa. - Anvarter : OCIIH, 2023. - 268 GeT. ¢

JIOTIOJIHUTENBHO:

1. ApsicranoBa T.A., ApeicranoB XX.M. MlHHOBallMOHHbBIE TEXHOJOTHH B (papMalieBTUYE-CKOM
o0pa3zoBaHuM: 0Oy4YEHHE B KOHTPOJIb. YueOHO-MeToandeckoe mocooue. — llsmvkent, 2012.- 175c¢.

2. KpacHos, E. A. ®apmarneBTHyeckast XMMuUsl B BOIIpOcax M OTBeTax: yueOHoe mocobdue. - M.:
"Jlutrreppa", 2016. - 352 c.

3. Oppabaea C.K., HagupoBa C.H. YHudunupoBanHele METOAUKH XpOMAaTOrpaduuceroro
aHaln3a JIEKApCTBEHHBIX (JOPM METPOHMJA30J1a: HAyYHO-METOJMYECKHe pekoMeHIanuu.-I1IbIMKeHT:
«O1em», 2015. — 84 c.

4. TypcyOekoBa, b. . beltopranukanblk Iopiaik 3aTTapbl Talgay: OKy Kypajbl.- AJIMaThI:
«9Bepoy, 2016. - 120 6et. C
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5. KoHTposb KauecTBa M CTaHAApTU3aLUs JIEKAPCTBEHHBIX CPEACTB MOX penakuuen ['.B.
Pamenckoit u C.K. OpnabaeBoii.-Y4ueOHO-METOIUUECKOE MOCOOME HAa aHTJIIMHCKOM SI3BbIKE.-YTB. YU.
cosetoM (mpot Ne 11 ot 29.03.2018). -336¢

6. OpnabaeBa C.K. dapmaneBTrdeckas XuMus. ApOMaTHUYECKUE COCIUHEHH.-yIeOHOE TI0-
co0ue Ha aHTJIMICKOM si3bIKe.- Y TB. Y4 coBeToM (mpoT Nel4 ot 27.06.2018).-320c.

7. HanmmuHa A.Sl. «Pa3paboTka METOJIMK CTaHIAPTU3AIMH JICKAPCTBEHHBIX IIPEMapaToB
MakJItopel opanxkeBoib», [IsiMkent, FOKI'®@A, 20.06.2017

8. KapabaeBa A.H. «AHaiu3 HOBOro OMOJIOTMYECKHM AKTUBHOTO MPOHU3BOJAHOIO MMHAA30J1a),
IIemvkent, KOKI'®A, 20.06.2017

9. AtweipxanoBa K.K. «Jlopinmik mpemapartapibplH OipbIHFaiJIaHFaH Tajjay oJiCTeMENepiH
xacay», llsimkent, OKMA, 19.06.2018

10. bunaiioex P.H. «Kana Ouonorusibik OeJICeH Il MypUH TYBIHABICHIH Tanaay», IIIbIMKeHT,
IOKMA, 21.06.2019

11. Tneykabobun [I. «OKana mopinik cyOcranuus petinae 2,4,5-ymoOpoMUMUAa30JIIbI 3€PTTEY,
IIsmvrent, KOKMA, 19.06.2021

12. English for the pharmaceutical industry: textbook / M. Bucheler [and etc.]. - New York:
Oxford University Press, 2014. - 96 p. +a1. ont. auck (CD-ROM).

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

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

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

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

KouTtpoJibHbIe BOpoChI

- Cucrema GxP (Good ... Practice, Hagnexxamas ... mpakTuka);

- [IpaBuna GLP (Good Laboratory Practice, Hannesxammas maboparopHasi mpakTHKa);

- GCP (Good Clinical Practice, Hagnexxamas KIMHHYECKast TPaKTHKA);

- GMP (Good Manufacturing Practice, Haanexxarast mpou3Bo/ICTBEHHAs IPAKTUKA);

- Beiroas! oT BHEAPEHUS U cepTUDHUKATINN.

- Perucrpanus nekapCTBEHHBIX CPEJICTB 110 €AMHBIM MTPaBUIIaM

- 3aKIIr0YeHre JUCTPUOBIOTOPCKUX JT0TOBOPOB B HOBBIX peaMsIX

- [IpaBuia KOHKypeHIIMK Ha OOIIEM PBIHKE JIEKAPCTBEHHBIX CPE/ICTB

Jlekuus 9
Konnenmus rapmMonu3anuu papmakonei TocyaapcTs - 4ieHOB EBpa3uiickoro 53KOHOMHYECKOTO
CO03a.
Heab: chopmupoBath y CTyIEeHTOB 3HaHUS 0 KoHIENmy Haaiexamux (apMaeBTHIECKUX
npaktuk (GXP) u ux ponp B oOecnedyeHHWH KadecTBa Ha BCeX JTamax >kusHeHHoro mukia JIC.
HopmaruBHOo-ipaBoBas 6a3a ooecnieuenus kadectsa JIC B Kasaxcrane u EBporeiickom.
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Te3ucol ek un

ILnan:

- O EBpa3uiickoM 3KOHOMHUYECKOM COO3€;

- EBpasuiickas sxoHomuueckas komuccus (EDK);

- Llenu u 3amaun EBpa3uiickoro 3k0OHOMHAYECKOTO CO03a;

- Konuenmus rapmonnsanuu hapmakorneit rocyaapcTs - wieHoB EBpasuiickoro
SKOHOMHUYECKOI0 COI03a.

O EBpa3niickoM 3JKOHOMHUYECKOM COI03e

B coorBerctBuu ¢ JloroBopom ot 29 mas 2014 roma PecmyOmuka benmapyce, PecrmybOnuka
Kazaxcran u Poccuiickas ®@enepauusi co3gainu EBpasuiickuii skoHoMHYeckuil coro3. 1 suBaps 2015
roga Jlorosop o co3mannu EADC BCTYIIMII B CUITY.

2 ssaBaps 2015 roma Apmenust opunmanbao Betynuia B EADC.

12 aprycra 2015 roma Berynuin B cuiny JloroBop o mpucoenunenuu Keipreizckoit PecnyOnuku k
Jorosopy o EBpazutickom sxoHomuueckoMm corosze (EADC).

Crateu 30 u 31 [loroBopa MOCBsIIEHBl MpUHIUNAM (opMUpoBaHus o0mero peinka EADC
JIEKapCTBEHHBIX CPEJICTB, U3/ICIUN MEIUIMHCKOTO HA3HAYEHUS U MEJULUHCKON TEXHUKH.
OYHKIIMOHUPOBAHUE OOIIEr0 PhIHKA JCKAPCTBEHHBIX CPEACTB, U3ICIIUNA MEIUIIMHCKOTO HA3HAYCHUS U
MEJIUIIMHCKON TEXHUKH Oy/IeT OCYIIECTBISATHCS B COOTBETCTBUH C MEXAYHAPOAHBIMU JT0TOBOPAMU:
CornamieHueM O €IWHBIX MPHUHIMIIAX W TPaBUIaX OOpalIeHUs JEKApCTBEHHBIX CPEACTB B paMKax
EBpa3uiickoro 5KOHOMHUYECKOTO COHO3A.

CorunaiieHueM 0 €IMHBIX IPUHIUIIAX U MTpaBUjIaX 00paleHuss MEUIIMHCKUX U3IeTui (U31eHid
MEJUIIMHCKOTO Ha3HAuYeHUs M MEIUIMHCKON TEeXHUKH) B paMkax EBpasuiickoro 3KOHOMHUYECKOTO
COH03a.

23 nexabps 2014 roma moanucansl Cornamenus 1o JIC u mo M. DTo nepBbie MOANMMCaHHBIC
Cornamenus B pamkax /Jorosopa o EBpaszuiickom axoHomuueckoM Coro3se.
st peanmmszanuu CornamieHuit npeactout paspadorats 25 HITA mo JIC u 15 HITA mo MU. Beero 40
HIIA, 370 He ucuepnbIBarOLUil IepevyeHb, TaK KaK BO3SHUKAIOT HOBBIE BOIPOCHI, KOTOPbIE HEOOXOAMMO
pelaTh 3aKOHOAATEIBHO IS co3aHus oo1ero peinka Corosa.

EBpa3suiickas y3xoHomnueckas komuccusi (E9K)

EBpasuiickas skoHOoMuueckas komuccus (EDK) - mocTossHHO AeHWCTBYIOIUI peryaupyromui
opran EBpa3niickoro 3KOHOMHYECKOTO COr03a, GyHKIHoHUpyeT ¢ 2 deBpanst 2012 roxa.

EOK wumeer craTyc HagHAIlMOHAJIBHOIO OpraHa YIpaBI€HHS U B CBOEH JESATEIBHOCTH
PYKOBOJCTBYETCS UHTEPECAMH CTPaH-yYaCTHUI] IPOEKTa €BPa3HiCKON 3KOHOMUYECKONH UHTErpalliy B
LIEJIOM, HE MOTHBUPYS CBOM PEIICHHS MHTEPECOM KaKOro-TMO0O M3 HAIMOHAIBHBIX MPaBUTEIbCTB.
Pemenust Komuccun o0s3aTenbHBI 7151 MICTIOJHEHUS HA TeppUTOpUH cTpad-ydacTHUl EADC.
Baxwneiimas ocoberHocTh Komuccnn 3akitoyaercst B TOM, YTO BCe IPUHUMAEMble PEIICHUsS] OCHOBAHbBI
Ha KoJuternajibHOM ocHoBe. Komnerust EBpa3niickoii SKOHOMHUYECKOW KOMUCCHHU COCTOMT U3 15 4iIeHOB
(mo 3 Unena Komnermn Komuccuu OT Kaxao0il CTpaHbI-y4aCTHHUIIBI), OJUH U3 KOTOPBIX SIBJISETCS
[Ipencenarenem Komnernn Komuccuu.

IIpencenarens Komnernn n Ynens! Kosutermm Ha3HayaroTcs CpPOKOM Ha 4 rojaa peuieHHEM
Briciiero EBpa3uiickoro 3KOHOMHYECKOTO COBETAa Ha YPOBHE TJlaB TOCYAapCTB C BO3MOKHBIM
IIpOJUIEHHEM NoJHOMOYMM. Kosuterus npuHuMaeT pemeHus myTeM rojJ0COBaHusl.

Ha nmannbrit moment B ctpykrype EOK dynkumonupyror 23 nenapramenta. [lpu Hux co3pmanbr 18
KoHCynbTaTUBHBIX KOMUTETOB C LENbI0 BBIpaOOTKU npeioxkennit s Komnernun EDK u nmpoBeaenus


http://www.eurasiancommission.org/
https://www.ndda.kz/upload/images/tomojenii/dogovor_eaes.zip
https://www.ndda.kz/upload/images/tomojenii/dogovor_eaes.zip
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KOHCYJbTAaIlM ¢  TPEACTABUTENSIMA  HANMOHAIBHBIX  OPraHOB  TOCYJapCTBEHHOW  BIACTH.
[Ipencenarenssmu KOMUTETOB siBIsIFOTCSL YiteHbl Koieruu corinacHo HaNpaBICHUSM UX JICATEIBHOCTH.
OcHoBHBIMU TIPO(ECCHOHANIBHBIME TPUHIMIAMEU AesTenbHoCcTH EDK SBISIOTCS HEMOJUTH3AINSA,
Oaylanc UHTEPECcOB, 3G (HEKTUBHOCTH U IPO3PAYHOCTD.

esan u 3agaun EBpa3niickoro 3k0OHOMUYECKOro Co3a

Lens EADC - obecniedenne ycnoBHid UIsi CTAOMIIBHOTO Pa3BUTHS SKOHOMHK I'OCYIapCTB-UJICHOB
B HWHTEpecax IOBBIINICHUS >KU3HEHHOTO YPOBHS WX HACEJICHUS, BCECTOPOHHSS MOJCPHH3AIINS,
KOooTiepalusi W TOBBIIICHHE KOHKYPEHTOCIIOCOOHOCTH HAIIMOHATBHBIX OSKOHOMHUK B YCIOBHSX
r7100aTbHOM SKOHOMUKH.

OcHoBubiMu 3amauamu EADC  sBusitorcs: GopmupoBanue oO0mero (UHAHCOBOTO PBIHKA,
YCTaHOBJICHHE OOIIUX MPABHII TOPTOBJIHM TOBApPaMHU U YCIyraMH M UX JIOCTYIa Ha BHYTPEHHHE PHIHKH,
COJICHCTBUE 0OCCIICUeHUIO TTOTPEOHOCTH YKOHOMHUKH B pabdoueii cuite ctpan EADC, co3nanue ooOmein
YHU(DUIIUPOBAHHON CHCTEMBI TaMOXXCHHOTO PETYJIMPOBAHMS, CO3JAaHUE pAaBHBIX YCIOBHU IS
MIPOU3BOJICTBEHHOW W TMPEANPUHUMATEIBCKON JEATEIBHOCTH, (OpMUpOBaHHE OOIIETO pPHIHKA
TPAaHCHOPTHBIX YCIYT, CO3JaHUE OOIIEr0 YHEPreTUYECKOrO MPOCTPAHCTBA, (POPMHUPOBAHUE CHCTEMBI
KOJUICKTHBHON  0€30MacHOCTH, MOJICPHU3AIlMK, HWHHOBAI[MOHHOM pA3BUTHM W  IOBBIIICHUU
KOHKYPEHTOCTIOCOOHOCTH €€ OTpaciieii, o0ecriedeHne CBOOOHOTO MEPEABIKEHUS IPaXKIaH TOCy1apCTB
EADC BayTpu CoobmiecTBa u 1ip.

Pemenne Komerun EBpasuiickoii sxoHOMU4eCKO# koMuccuu ot 22 centsiops 2015 roma Ne 119
KOHLEMUMA rapmoHunsaumm dpapmarkonein rocysapcTs — YaeHoB EBPasMincKoro SkKOHOMMUYECKOTro COto3a

I. BBenenune

["apmonu3anus TpeOOBaHUI K JIEKAPCTBEHHBIM CPECTBAM SIBIISIETCS HEOOXOUMBIM MTPOIIECCOM B
yCIOBUSIX (DYHKIIMOHUPOBAHUS 0OIIEro PhIHKA JIGKAPCTBEHHBIX CPEICTB B paMkax EBpasuiickoro
SKOHOMHUYECKOTo coto3a (nanee - Coro3). Ha coBpeMeHHOM 3Tarne peryiupoBaHus 0OLIEro pbIHKa
rapMOHHU3AIMS SBISETCA OJHUM M3 CIOCOOOB Pa3BUTHA (papMaKONEeHHBIX CTAaHAAPTOB TOCYAAPCTB —
yneHoB Coro3a (ganee - rocyjapcTBa-ujieHbl).

Hacrosimas Konneniust pazpadorana B coorBeTcTBUM co cTatheit 30 loroBopa o EBpasuiickom
3KOHOMHYECKOM coto3e oT 29 mas 2014 roga, crtatbeit 5 CorsameHus 0 €IUHbIX TPUHIUIAX U
IpaBUIax 0OpalleHus JIEKapCTBEHHBIX CPEJICTB B paMKax EBpa3uiickoro 3KOHOMHYECKOI0 CO103a OT
23 nexaOps 2014 rona u Pemennem Briciiero EBpasuiickoro s5koHOMHUYECKOro coBeTa oT 23
nekaopst 2014 r. Ne 108 «O peanuzanuu CoriamnieHus 0 eIUHBIX TPUHITMIIAX U MMPaBHIIaX 00paIIeHUs
JIEKapCTBEHHBIX CPEJCTB B paMKax EBpa3niickoro 3KOHOMHYECKOIO COI03ay.

Hacrosmas Konnenmus onpenensieT Moieiab U NpUHIMIBI pazpaboTku dapmakomnen
EBpasuiickoro sxkoHOMHUEcKoro coro3a (nanee - @apmakones Coro3a) Ha OCHOBE (papmakorneit
roCcyJapCcTB-4JICHOB U OCHOBHBIX (papMakornei, oqooperust @apMakoneitHbIM KOMHTETOM
EBpa3uiickoro s5KOHOMHYECKOTO coto3a (nanee - @apmakonerinpiii kKomuTeT Cor03a)
rapMOHU3UPOBAHHBIX (papMaKomNeiHbIX cTaTeil (MoHorpaduii) @apmakoneu Coro3a,
MIPENICTaBISIIOMNX cO00H (hapmakomneiHble cTaThi (MOHOTPa(HH), TOATOTOBICHHBIE COBMECTHO
CHEIUATUCTaMU TOCYIapCTB-YICHOB U OJOOPEHHBIE B YCTAHOBICHHOM nopsiake PapMakoneitHbIM
komuteToM Coro3a, u yreepxkaenus @apmakonen Coro3a Komnerneir EBpazuiickoit 53KOHOMUYECKOM
KOMHCCHH C LIETBI0 YCTAHOBJICHHS TPO3PAYHOCTH BCEX MPOIEAYP B 3TOU chepe, a Takxke
oOecreueHus: HEMPEPBHIBHOCTHU Mpoliecca pa3padoTKH HOBBIX TapMOHU3UPOBAHHBIX (hapMaKOMeHHbIX
crarei (MoHOTpaduii).


https://adilet.zan.kz/rus/docs/Z1400000240#z117
https://adilet.zan.kz/rus/docs/Z1500000355#z5
https://adilet.zan.kz/rus/docs/H14B0000108#z0
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Konnenuus oxBaTbIBaeT BOIPOCH TapMOHU3AIUMH (papMaKomneil rocyapCcTB-4ICHOB KaK B YaCTH
JIEKapCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO IPUMEHEHUS, TAK U B YaCTH BETEPUHAPHBIX
JIEKapCTBEHHBIX IIPEnapaToB.

B nemsix ocymiecTBieHus HaIexkame pa3paboTKu, BHECEHUS N3MEHEHUH, OOHOBIICHUS
0/100peHHs TapMOHHU3UPOBAHHBIX (hapMaKoNeHHbIX cTaTel (MoHorpaduii) Hactosas Konneny s
oInpenenseT NPUHLIMIBLI B3aumoaencTeus @apmakoneiiHoro komurera Coro3a U yIOJHOMOUYEHHBIX
OpraHOB I'OCY/IapCTB-YIEHOB B cepe 0OpalleHus JEKapCTBEHHBIX CPEJCTB B YACTU CO3AaHUS
enunoit @apmaxoneun Corosa.

Hacrosmas Konnenuus HanpaBiieHa Ha peain3alyio CIEAYOMMX 3a/1a4:

dbopMHpoBaHKE MOJIENIM FAPMOHHU3AINH (apMaKonel ToCyAapCTB-UJICHOB;

BbIOOP OCHOBHBIX (hapMaKoIeH, C y4eToM TpeOOBaHUN KOTOPBIX JTOJIKHA OCYLIECTBIATHCS
rapMoHH3aIMs GpapMakonei rocyapCcTB-4ICHOB, ONPeIeJICHIE YPOBHS UX PHOPUTETHOCTH;

oOecrieyeHne MPUMEHEHUS €JMHOTO MOPSIKa MPOBEACHHS TapMOHU3aluu papMakorneit
rocyJapcTB-4J€HOB;

oOecrieyeHue eAMHCTBA IPUHIIMIIOB pa3paboTKu papMakonenHbIX cTaTel (MOHOrpaduil)
®apmaxkoneu Corosa.

I1. CoBpemeHHbIE MOAXOABI K TapMOHHU3AINH (papMakoreil rocy1apCcTB-4JIeHOB

Hauano rapmonn3anuu MexayHapOoHbIX Gapmakorneit Ob110 nmosoxeHo B 1948 rony, koraa
CexperapuaroM BecemupHoli opranuzamnuu 3apaBooxpanenus (BO3) Ob11 momyueH
COOTBETCTBYIOIINI MaHaT. [lepBbIif ToM mepBoro u3ganus MexayHapoaHO# Gapmakonen ObuT
omy6iukoBaH B 1951 roay c nenbro rapMoHHU3auu TpeOOBaHUN K KaueCcTBY (papMaleBTHUYECKUX
cyOcTaHIMii BO BCEM MHpE.

Hauunas ¢ 2012 rona juist OCyIIecTBICHHS TAPMOHHU3AIMY Ha TJI00ATEHOM YPOBHE TTOJT STHI0U
DxcneptHoro komurera BO3 o cnenudukanmsam JeKapcTBEHHBIX CPEACTB OCYIIECTBIISIETCS
akTuBHas pa3paborka crannapta BO3 «Hamnexamas papmakoneitnas npaktuka» (GPhP).

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

obecrieueHne KauecTBa JIEKaPCTBEHHBIX CPEJICTB Ha II100aIbHOM YPOBHE ITyTEeM MPHHATHUS
(hapMakoneHHBIX CTAaHAPTOB;

CO/IeHCTBUE MPU3HAHUIO INI00ANBHON (DapMaKOMEeHHON AeSTENbHOCTH;

MOBBIIICHHUE JIOBEPUS PETYIATOPHBIX OPTaHOB K (hapMaKOIMEHHBIM CTaHAapTaM KauecTBa
JIEKapCTBEHHBIX CPEACTB Ha T100aTbHOM YPOBHE;

YKPEIUIEHHE COTPYIHUYECTBA MEXKAY BCEMH 3aMHTEPECOBAHHBIMU JINLIAMH (HALlMOHAJIBHBIMU U
pEeruoHaNbHBIMU (hapMaKONEeHHBIMU KOMUTETAMHU U UHBIMU OpPTraHU3alUsIMU, PETYISTOPHBIMU
opraHamu, IpeJICTaBUTENIMU (papMalleBTHUECKON MPOMBIIIIIEHHOCTH) U COKPAIllEHHE PAacXO/I0B,
CBSI3aHHBIX C Pa3pabOTKOM (papMaKOIEHHBIX CTAHJAPTOB Ka4eCTBa JIEKAPCTBEHHBIX CPE/ICTB;

YOpOLIEHUE TPOLEAYpbl TapMOHHU3ALMN U TPU3HAHUA (papMaKONEeHHbIX CTaH/1apTOB KayecTBa
JI€KapCTBEHHBIX CPEJCTB Ha II100aIbHOM YPOBHE;

OKa3zaHue (papMaKoNneHbIM KOMUTETAM roCcyJapCTB-WICHOB MOAIEPKKU B UX paboTe Mo
CO3JaHUI0 TAPMOHU3UPOBAHHBIX (hapMaKOMEHHBIX CTAHAAPTOB KaueCTBA JIEKAPCTBEHHBIX CPECTB.

Crangapt BO3 «Hannexamas papmakomneitnast mpaktuka» (GPhP) momken crats
PYKOBOJICTBOM JIJIs1 HAIMOHAJIBHBIX U PETHOHAIBHBIX (DApMaKOMEHHBIX KOMUTETOB U UHBIX
opraHu3zaluii Mo pazpaboTke, MyOIUKAIMN U PACIPOCTPAHEHHIO (hapMaKONMeHHbIX TPeOOBAHMIA.
W3noxeHHble B HEM MPUHLUIIBI U OAX0/bI K pa3paboTke hapMaKonelHbIX cratei (MoHOrpaduii)
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pacIpocTpaHsOTCs Ha:

(dapmaneBTUYECKHE CYyOCTaHIUY;

JIEKapCTBEHHOE ChIPbE MPUPOJIHOTO MPOUCXOKICHHS (PAaCTUTEIbHOE, )KUBOTHOE);

JIEKapCTBEHHbIE IIPENapaThl;

OHOJOTHYECKHE MTpenapaThl;

AKCTEMIIOpaJIbHBIE JIEKAPCTBEHHBIE MpenapaThl;

CTaHJapTHbIE 00pa3Libl, UCIIOJIb3YEMBbIE JJI UCIIBITAHUHN JIEKAPCTBEHHBIX CPENICTB.

[Tpumepamu 3 HEKTUBHBIX YCUITUHN 110 TapMOHU3AIMHU (hapMakonei sapistorcs PapmakorneiHas
nuckyccuonHas rpynna (PDG), I'pynma no rapmonuzanuu KOxHO-AMEpPHKaHCKOTO 00IIIEero phIHKa
(MEPKOCYP) u np. ®apmaxoneitnas auckyccuonnas rpynmna (PDG) HenocpencTBeHHO
OCYIIECTBISIET TapMOHU3annio TpeboBanuii EBpomneiickoit papmakonen, @apmakomnen CIIA u
Snonckoit ¢papmakornen. B pamkax I'pymnmel no rapmonunzanuu KOxHO-AMEpUKaHCKOTO 00IIETo
peiaka (MEPKOCYP) ocymiectBisieTcss rapMoHu3aius (papMakoneHbIX CTaHIapTOB
JATUHOAMEPUKAHCKUX CTpaH — ApreHTuHsbl, bpasunuu, [laparsas u Ypyrsas.

Takum 006pa3om, OonbIT rapMoHHU3aLuu hapMakoneil Ha ri1o0aibHOM U PErMOHAJIBHOM YPOBHSX
1enecoo0pa3Ho UCIOJIB30BaTh B paMKax Ipoliecca rapMOHHU3au GpapMakoneil rocy1apcTB-4jIeHOB.

III. dapmakorien rocy1apCTB-4JI€HOB

B Poccuiickoit umnepun, a 3ateM B CCCP rocygapCTBeHHBIN KOHTPOJIb Ka4eCTBA
JIEKapCTBEHHBIX CPEACTB MPOBOJUIICS MO CTAHJAPTaM U MOJ0KEeHUsIM ['oCy1apcTBEHHOM pyCCKOM
dapmakorien (6 u3ganmii), a ¢ 1925 roxa - mo crangapTaM u moyioxkeHussM ['ocyrapcTBeHHON
dhapmakonen CCCP. Ilocnenuue n3nanus I'ocygapctBennoit gpapmakornen CCCP - X uznanwne (1969
ron) u XI m3ganue (1987 rox - 1-it Beimyck, 1990 rox - 2-if BBIMTYCK) - COXpaHWIA CBOU
HOPMAaTHUBHBIN XapakTep /10 HACTOSILET0 BPEMEHH, XOTsI U B OTPAHUYEHHON CTEIICHH.

Jlns mpuobpereHus onbiTa B pa3paboTke hapMaKkonelHbIX CTAHJAPTOB YIIOJIHOMOUYEHHbIE
OpraHbl TOCYJJapCTB-WICHOB B cepe oOpalieHus JeKapCTBEHHBIX CPECTB CTaTH O(QUIIHATHHBIMU
HabOmonarensmu EBponelickoit apmakoneitnoit komuccuu Cosera EBpornbl. @apmakormneitHbie
KOMHUTETHI CO3aHbl U QyHKIHOHUPYIOT B Pecniybnuke benapycs, Pecnybnuke Kazaxcran u
Poccuiickoin ®enepanuu.

dapmakomnen Pecryonuku benapycek n Pecnyonuku Kazaxcran mpakTHUeCcKu MOJTHOCTHIO
rapMOHU3UpOBaHbI ¢ EBpornelickoii papmakomneeit. CTpykTypa O0NbIIMHCTBA UX (hapMaKOMEeHHBIX
crareil (MoHOTpaduii) BKIOUAET B ce0s1 001y 4acTh, OCHOBAaHHYIO Ha TpeOOBaHUIX EBpomneiickoit
(apmakorier, ¥ HalMOHAJIbHYIO YacTh, OCHOBaHHYIO Ha TpeboBaHuUsAX ['ocynapcTBEeHHOI
¢dapmaxornen CCCP u 3akoHOIaTeNbCTBA COOTBETCTBEHHO PecnyOnmku benapycrs n Pecniy6mmku
Kazaxcran.

O6mmas yacTh (hapMakonelHbIX cTaTtel (MOHOTpaduil) TOCy1apCTB-UIECHOB CONIEPKHUT
TpeOOBaHMSI K KaUECTBY JIEKAPCTBEHHBIX CPEJICTB, IPOU3BECHHBIX B COOTBETCTBUU C [IpaBuiamu
HaJyIeKalel Tporu3BOICTBEHHON MPAKTUKH.

HanmonanpHas 9acth papMakoneiHpix cTaTeit (MoHorpaduii) hapmakornel rocyaapCcTB-4JIeHOB
OTpa)kaeT 0COOEHHOCTH MOAXOA0B K KaUeCTBY JIEKAPCTBEHHBIX CPEJICTB B TOCYIapCTBaX -uJeHaxX.
Ona BKIJIIOYAET aTbTEPHATHUBHBIE METOIUKHU, JOTIOTHUTEIbHBIE HH()OPMAIIMOHHBIE MAaTEPHAIIBI.
3adacTyro TpeObOBaHUS HAIIMOHAIBHOHN YacTH GapMaKoneHHbIX cTaTeit (MoHOTpadmii)
MPECTABIISIIOTCS 00JIee KECTKUMHU, YeM TPEeOOBaHMs €BPONEHCKUX (hapMaKOTIEHHBIX CcTaTel
(MoHoOTrpadwuii).
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Pecriy6nuka Kazaxcran

Heo6xonumocts co3nanust ['ocynapcTBennoi papmakornen Pecriyonuku Kazaxcran Obuia
onpeneneHa YkazoMm [Ipesunenta Pecmyonuku Kazaxcran ot 23 Hos106ps 1995 r. Ne 2655 «O
JIEKapCTBEHHBIX CPEJCTBAX», UMEIOIIUM CUITy 3aKoHa. JlanbHeliee pa3BUTHE BOIIpOca
onpeaessuiochk 3akoHoMm Pecybnuku Kazaxcran ot 13 ssaBaps 2004 r. Ne 522-11 «O nexapcTBeHHBIX
cpencTBax». B ycloBUSX OTCYTCTBHSI HAIIMOHATBHBIX (hapMaKONEHHBIX TPeOOBaHUI BaKHBIM IIArOM
B Pa3BUTHH I'OCY/IapCTBEHHOI'0 KOHTPOJIS KaueCTBa JIEKAPCTBEHHBIX cpelcTB B PecyOunke
Kazaxcran sBuiiock npusHanue Beaymux papmakorneit (EBponeiickoii hapmakomnen, @apmakonen
CILIA, bputanckoii ¢papmaxornen u Hemenxoii romeonarudeckoit papmakorien) npukazom Komurera
(dhapmarmu MunuctepcTBa 3apaBooxpanenus Pecryonmku Kazaxcran ot 11 despamns 2004 1. Ne 21.

['ocynapctBennas dapmakones: Peciyonuku Kazaxcran Obiia co3gana 6marogaps
rocyaapcrseHHoM nogaepxke B 2005 — 2008 ronax, yrBepxaeHa U BBeJeHa B aeiictsue B 2008
rony. [lonoxenus, 3akpersitoniue craryc ['ocynapcreennoit hapmakorneu Pecyonuku Kazaxcran,
B Hactosilee Bpems ycranoBneHbl B Konekce PeciyOnuku Kazaxctan ot 18 centsadps 2009 r. Ne
193-1V «O 310poBBE HAPOJIA U CUCTEME 3IPABOOXPAHCHUS.

[Ipumenenue crannapToB neicTByomux B Pecnyonuke Kazaxcran gapmakomneit
OCYILIECTBISICTCS B COOTBETCTBUU C IPUHATHIM YPOBHEM MPUOPUTETHOCTH. [1epBbIil ypoBEeHB
MIPUOPUTETHOCTH O0TBOAUTCS ['ocynapcTBenHoi papmaxonee Pecyonuku Kazaxcran, npu
OTCYTCTBHHM B HE COOTBETCTBYIOLIUX (papMakomeiHbIx MOHOTpaduil mpumensiercs EBpomnelickas
(dapmakornes (BTopoii ypoBeHb npuoputetHocTH). @apmakones CIIA u bpurtanckas gpapmakornes
UMEIOT TPETUi ypPOBEHb MPUOPUTETHOCTH.

I'ocynapctBennas dapmakones: Pecriyonuku Kazaxcran | uznanus Osiia onyonukoBana B 2008 —
2009 romax B 2 TOMax Ha Ka3aXxCKOM M pyCCKOM si3blKaXx. B mepBom Tome cozneprkarcs oouiue
(hapmakonelinple MOHOTpadur, BO BTopoi ToMm BKirodeHbl 300 hapMakonelHbpIXx MoHOTpaduii Ha
(dapmarneBTHUECKHE cyOcTaHIH, 26 (hapMaKoNeHHBIX MOHOTpad Uil Ha JIeKapCTBEHHOE
pacTuTenbHOE ChIpbe, 77 GapMakoneiiHbIX MOHOTpa(uil Ha JieKapcTBEHHbIE ITpenaparsl, 15
(dhapmakoneiHbIX MOHOTpad Ui Ha BaKIIUHBI JIJIS1 IPUMEHEHUS Y YEIOBEKa U YeIOBEYECKUE
MMMYHOTJI00y/IMHBI. B 10om0IHEHNEe K rapMOHU3UPOBaHHBIM TEKCTaM B ['0Ccy1apCTBEHHYIO
dhapmaxomnero Pecriyonmmku Kazaxcran Bxmouensl 100 HalMOHANBHBIX (hapMaKONEHHBIX MOHOTpaduit
Ha JIEKapCTBEHHOE PACTUTENIBHOE ChIPhE, JIEKAPCTBEHHBIE MTPENapaThl.

OdununansHOe pa3peleHne Ha 3aMMCTBOBaHNE TeKCTOB EBponeiickoil papmakonen Obl1o
MPEOCTABICHO €€ MaTeHToobIanaTeneM - EBponeickiuM TUPEeKTOpaToOM 10 KOHTPOJIIO KauecTBa
JIEKapCTBEHHBIX CPEACTB U 3paBooxpanHenuto Coseta EBponsl (EDQM).

B nensix rapmonuzauuu ['ocynapcrsenHnoit papmaxonen Pecny6nuku Kazaxcran ¢
tpeboBanusimu @apmaxonen CIIA B urone 2009 r. Pecniyonuka Kazaxcran crana opuimaibHbIM
HaOmonaTeneM, a B Hosiope 2010 r. - wienom Papmaxoneiinoit konBenmu CIIA (USP) ¢ mpaBom
pematomiero royioca. B oktsa6pe 2010 r. moanucaHo coriameHue 0 TapMOHHU3AIHH
INocynapcrBennoit hapmakonen Peciyonuku Kazaxcran co crannapramu @apmakomnen CIIA,
MO3BOJISOIEE TPOBOIUTH 3aMMCTBOBAHUE €€ TEKCTOB JJI UX BKIIIOUEHHSI B HAI[MOHAJIbHbIE
(apmakorneliHble MOHOTpaduH MO MOJHOMY U CeJIeKTUBHOMY MexaHu3MaM. C 3Toil ke LeTbIo B
anpesie 2014 r. 6110 MOANKMCAHO cOTJIallleHue ¢ BpUTaHCKUM areHTCTBOM IO PEryJupOBaHUI0
obOpamenus exkapcTBeHHBIX cpencts (MHRA), nmpenycMmarpuBatoiiee BO3MOKHOCTb TapMOHHU3AIUN
TlNocynapcrBenHoii papmakornen Pecyonmuku Kazaxcran co crannapramu bputanckoit hapmakorien.

HaneHeitmee pa3suthe ['ocynapcTBenHol dapmakornen PecnyOnmku Kazaxcran onpezneneHo
INocynapcTBeHHOM porpamMmoil pa3BuTus 3npaBooxpaneHus Pecryonuku Kazaxcran «CanamaTTsl
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Kazaxcran» na 2011 - 2015 roxel, yrBepxaennoit Ykazom Ilpesunenta Peciyonuku Kazaxcran ot
29 Hos6ps1 2010 1. Ne 1113.

B HacTosee BpeMs ocyliecTBieHa MyOauKanus TpeTbero Toma ['ocynapcTBeHHON dapMakomnen
PecnyOnuku Kazaxcran, rapMOHH3UpOBaHHOTO ¢ TpeboBanusimMu EBpomneiickoii papmaxomneun (EP 8.0
- 8.2), ®apmakomneun CILIA (USP 37) u bpuranckoii papmakornien (BP 2014). 3nanue coaepxut 304
HOBBIE O01IME U YacTHbIE (papmakoneiiHble MOHOrpaduu Ha (apMaleBTUYECKUEe CyOCTaHIINH,
JIEKapCTBEHHOE PACTUTEIBLHOE ChIPhE, JIEKAPCTBEHHBIC MPeTapaThl, paguodapmaleBTHIeCKue
IpenapaTsl ¥ KICXOJIHbIe MaTepUabl 1) painopapMaleBTHYECKUX [IPENnapaToB, FTOMEONaTHYECKUX
MpernapaToB, MEAUIMHCKUX U3ICIU.

WcnbiTanus, npexycmaTpuBaeMsble Npu pazpaboTke papMakoneHbIXx MOHOTpaduii,
BBITIOJIHAIOTCS B JabopaTopusx, akkpenuroBanHbix Ha coorBeTcTBUe CT PK MCO/MOBK 17025-2007
«O06mmme TpeOoBaHMs K KOMIIETEHTHOCTH UCIIBITATENIbHBIX U KaTMOPOBOYHBIX Jaboparopuii». B
HacTosIIee BpeMsl aKTUBHO MPOBOJATCS pabOThI 110 BCTYIIEHUIO 3TUX Jaboparopuii B CeThb
ouIMaTBHBIX MEIUIIMHCKUX KOHTPOJIbHBIX Jabopatopuii CoBera EBponsl (OMCL GEON).

HNiumrocTpaTuBHBIN MaTepuaJl:
- mpe3enranust Microsoft Power Point.

JIuteparypa

OCHOBHaSI:

Ha PYCCKOM SI3BIKE:

1. ApsicranoBa T.A. dapmarneBTudeckas Xumus: y4deOHWK, ToM [. (2-oe wm3manme). «Sky
Systemsy, 2021. -640 c.

2. ApwicranoBa T.A. ®dapmaneBtudeckas xumusi: ydeOHuk, Tom II. (2-oe m3manme). «Sky
Systemsy, 2021. -572 c.
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640 c.
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5. TocynapctBenHas (apmakomnes: Pecyonuku Kazaxcran.-Anmatel:«OKubek xomsp»y, 2008.-
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8. KonTpons kauecTBa u cragaaprusamus JIC: metonuueckoe nmocodue / mox pen. Pamenckoii I
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2015.-467 c.

11. PykoBoacTBO K 7a00OpPAaTOPHBIM 3aHIATHAM 1O (apMaIleBTUYECKOW XUMUHU O/ PeAaKIIn-Ci
I'.B. Pamenckoii.-M.: Ilunort, 2016.-352 c.

12. ®apmaxkones EADC. — Mocksa, 2021.- 566 c.
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9. KpacHoB, E. A. ®apManusuiblKk XUMHsI CYpakTap MEH jKayanTap TYPIHAE : OKy Kypaibl =
dapmareBTHUYECKasi XMMUS B BOIIPOCAaX M OTBeTaX: yueOHoe mocodue. - M.: [DOTAP-Menua, 2016. -
704 ¢

10. OpnabaeBa C.K. I'mumuppu3uH KbIIIKBUIBI TYHIBUIAPBIHBIH JOPUTIK TpenapaTTapbiHbIH
OipbIHFaiiJIaHFaH canachlH OaKpUIay 9MICTEMEJIepiH jKacay: FhUIBIMH-dJiCTeMeNiK HycKay.-lIIbIMKeHT:
«Onem».- 2013.-92 c.
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12. JloypenbexoB K. H. Ananutukansik xumus : oKy kypaisl / K. H. JloypenGekos, JI. A.
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Pamenckoit n C.K. OpnabaeBoii.-YueOHO-MeTOIMUECKOEe 1MOCOOMe Ha aHTIUICKOM S3bIKe.-YTB. Y.
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6. OpnabaeBa C.K. ®@apmarneBrudeckass XUMUs. APOMaTHUYECKUE COEAWHEHHS.-yuyeOHOe TIO-
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9. AteipxanoBa K.K. «/lopinmik mnpemnapartapaply OipblHFaiIaHFaH Tanjgay oicTeMeNepiH
xacay», llIsimkent, FOKMA, 19.06.2018

10. bunaiibex P.H. «’Kana Gmonorusisik OenceHai MypHH TYBIHABICHIH Tangay», LIIbIMKeHT,
IOKMA, 21.06.2019

11. Tneykaboin /. «XKana nopinik cyocranius perinae 2,4,5-ymoOpoMUMUIa30IIbl 3€PTTEY»,
IIemvkent, FOKMA, 19.06.2021

12. English for the pharmaceutical industry: textbook / M. Bucheler [and etc.]. - New York:
Oxford University Press, 2014. - 96 p. +a11. ont. auck (CD-ROM).

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

14. Georgiyants V.A., Bezugly P.O., Burian G.O., Abu Sharkh A.l., Taran K.A. Pharmaceuti-cal
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15. Method validation in pharmaceutical analisis: a guide to best practice / editors dr. Joachim
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KoHTposbHbIe BONPOCHI

- O EBpa3uiickoM 3KOHOMHUYECKOM COO3€;

- EBpasuiickas sxoHomuueckas komuccus (EDK);

- [lenu u 3amaun EBpa3uiickoro 3k0OHOMHAYECKOTO CO03a;

- Konnenuus rapmonusanuu ¢papMakoneil rocyjapcTs - wieHoB EBpazuiickoro

HKOHOMHYECKOTO CO03a.

Jlexnus 10
TpeboBanus nokymentoB |ICH cepun «Q» k xauectBy JIC
Heab: chopmMupoBath y CTYyIEHTOB 3HaHUA O (papMareBTHUECKON pa3pabOTKU JTEKapCTBEHHBIX
npenapatoB B pamkax Tpedoanuii [CH QS.

Te3ucol Jekuumn

ILnan:

- MexxyHapOHBINM COBET 110 TAPMOHU3ALINH;

- XeJIbCUHKCKAS JeKIapalus,

- dapmaneBTrueckas chepa EBpomneiickoit komuccuu;
- Paznensl pykoBonctsa ICH

MesxxayHapoaHblii coBeT mo rapmonusanuu (aunri. International Council on
Harmonisation) - MexxyHapogHast OpraHu3aIns, 3aHUMAIOIIAsICs BEIPaOOTKONW PEKOMEH/IAIUH 10
CO3JIaHHUIO M TECTUPOBAHUIO JIEKAPCTBEHHBIX MTPenapatoB. VICTOpHs opraHu3ainuy Hayauach ¢
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npoBoaumoii ¢ 1990 roma Kondepenmun no rapmonunsanud, a ¢ 2015 roga CoBeT 3aperucTpupoBaH B
[IIBeliiapun KaK accolUaIus.

B CoBet BXOJAT NpeACTaBUTENN PETYJIUPYIOLIUX OpraHU3alui U acCoLaluu
IIPOU3BOIUTENIEH METUKAMEHTOB, COBMECTHO BbIpabaThIBaoLye TpeOOBAHUS TUIIA Ha/UleKallen
KJIMHUYECKOW NPAKTUKU, UHTETPUPOBAHHBIE B 3aKOHOAATEILCTBO MHOTUX CTPaH.

ICH — nHunmaTrBa, 00bEIUHIONIA

v/ PaBHOIIPABHBIX TIAPTHEPOB,
v’ peryisTOpHbIEC OPTaHbl,
v’ (apManeBTUYECKYIO IPOMBIILIEHHOCTb,

B HAay4yHOW M TEXHUYECKOM AMCKYCCHHM O MpOLEAypax TECTUPOBAHMs, HEOOXOTUMBIX s
JOCTHXKEHHs 0€30I1aCHOCTH, KauecTBa U 3(P(HEKTUBHOCTH JIEKAPCTBEHHBIX NPENapaToB.

ICH KOHIEHTpHpYyeTCS Ha TEXHMYECKHUX TpeOOBaHMIX K pa3pabOTKe JIeKapCTBEHHBIX
Ipenaparos.

[Tpennoceinkamu K co3panuto CoBera ObUIM MECTHbBIE 3aKOHBI, PEryJIMPYIOLIME COCTaB U
0€30MMacCHOCTh JIEKAPCTBEHHBIX CPEACTB, a TAKXK€ MEXKIyHapOJHbIE MHHMIIMATUBBI IO OXpaHE IpaB
JIOCH, 3aJeHCTBOBAHHBIX B MEAUIIMHCKUX dKcriepuMmentax B 1949 ronmy mosiBuics HropaOeprckwii
KOJIEKC, 3alpellaBIInii MEIUIIMHCKUE SKCIIEPUMEHTHl 0€3 COrjlacusi y4aCTHUKOB U IIPOBEACHUE
HKCHEPUMEHTOB JIIOJIbMU, HE HMEIOIIMMHU HYXXKHOM KBaJU(HUKAIMM, a Takke 0e3 MeIULUHCKON
HeoOxoaumocTH; B 1964 romy mpuHsATa XeIbCHHKCKAs JICKIapalys, 3aKpernuBinas TpeOOBaHUS K
HCCIIEI0BATENIbCKON 3TUKE U DKCIIEpUMEHTaxX Ha roaax. B 1980-X B KpynHbIX IIEHTpax MpOU3BOACTBA
MeaukamenTos - EC, CIA, SlnoHuu U Apyrux - y>ke UMEeIUCh COOCTBEHHbIE CUCTEMbI (PAPMKOHTPOJIS,
Y Ha3peBajia He0OX0IMMOCTh CHHXPOHU3ALIUHU 3TUX TPeOOBaHUI.

Wnest 0 cokpaleHny MOBTOPHOIO TECTUPOBAHUS JIEKAPCTB JUIsl BBIBOJIA HA PBIHKU HOBBIX CTPaH
MOSIBUJIACH HE TOJIKO KaK OTBET Ha OecuesloBeUHbIe IKCIIEPUMEHTHI Ha/l He MOHUMAIOLIMMU
MIPOUCXOSAIETO JIFOAbMU, €€ TAKKE aKTUBHO MPOJIBUTAIN KOMMEPUYECKHUE POU3BOIUTENH JIEKApCTB,
JKEJIaBILIME YBEJIMYUTH OXBAT PbIHKA CBOEH MPOIyKIUEN.

B 1990 rony B bproccene mponuta mepBast MexyHapoiHast KOHQEPEHIHS 110 TapMOHHU3AIUN
TEXHUYECKUX TPEOOBAHUH K PErHCTPALIUH JIEKAPCTBEHHBIX MIPENapaToB Il MIPUMEHEHUs Ha
monsx (anra. International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human Use), B kotopoii npunsuin yuactue aenaeranuu u3z EC, CIIA u
SAnonuun. Criycrs 6 neT Bbllen nepBblil JokyMmeHT, E6 (R1) «PykoBoacTBo no Hajuiexaniei
KJIMHUYECKOW MPAKTUKE, OCTAIOIIEECs 30J0ThIM CTaHIapTOM IUIAHUPOBAHMSL, IPOBEIEHUs, cOopa u
MyOJIMKAITMY JAaHHBIX TT0 KIMHUYECKUM rccaenoBanusm u B 2022 roay. B 2011 rogy MexayHapoaHas
OpraHu3alys 10 CTaHIAPTU3ALNY IPUHSJIA aHATOTHYHBIA CTAHJAAPT JJISl MEAUIUHCKUX YCTPONCTB
(ISO 14155), ocHoBanHbI# Ha pykoBoAcTBe E6.

B 2015 roay opranuzaropsl Kondepenuu 3aperucrpuposanu e€ B LlIBeimapuu xak
«aCCOLMALMIO» U MIEPEUMEHOBAIIN B « MeXAyHAapOIHBIN COBET IO TAPMOHU3ALNN», a TAKKE IPUHSIINA
IIpeICTaBUTENEN PETyIATOpoB U npousBoauteneil Llseinapun n Kanaas! B NOCTOSIHHBIE YJIEHBI.

Y4aCTHUKY - PETYIUPYIOIIHAE OPTraHbl U MPOMBIIIICHHOCTD:

EBpomneticknii Coro3
CIIA

SAnonus

BO3 (nabnronaTens)

Ilens ICH - Pa3paboTka eauHbIX TpeOOBaHUM K CTaHJapTU3alMM, KOHTPOJIO KayecTsa,
3¢ GEKTUBHOCTH, OE30MTACHOCTH, IPOU3BOJICTBY U PETUCTPAIIUH JICKAPCTBEHHBIX CPEJICTB.
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ICH coctout u3:

1. lects BoBeuennsix cropon — (ICH Parties).

2. Habmronarenetii - (Observers).

3. IFPMA - MexnynapoaHoit ¢henepanuu (hapManeBTHUYECKUX TPOU3BOIUTENCH U aCCOIMAIIHI.

EBpornelickas koMmuccus npeacrasiser 25 uieHoB EBpomnelickoro corosa.

European Medicines Agency (EMEA) EBporelickoe areHTCTBO JICKAPCTBEHHBIX IPENapaToB
6bu10 ocHOBaHO EBpomneiickoii komuccueil. TexHrnueckyo 1 HayqHyro MoIAep KKy nestensHocti [CH
ocymectsisier Committee for Medicinal Products for Human Use (CHMP) - noapaznenenune EMEA.
EMEA pacnonosxeno B Jlonnone.

EMEA

EBponeiickas komuccus

dapmarneBTuyeckas cepa EBponelickoii KoMuccHH

EFPIA (EBponeiickas ®enepanusi papmManeBTHYECKOI NPOMBIIIJIEHHOCTH H ACCOIAAIUIA)
COCTOUT W3 29 HaIMOHAJIBHBIX accolMa-iui u 45 Beaynmx (apMareBTUYSCKUX KOMIAHUH,
BOBJICYEHHBIX B MPOIECCHI UCCIIEIOBAHUMN, pa3pab0TKU U MPOU3BO/ICTBA JIEKAPCTBEHHBIX MIPENapaToB B
EBpomne. Pabora EFPIA cBsi3ana ¢ nesrensHocThio EBponetickoii komuccuu 1 EMEA. Pacnionoxxena B
Bbproccere.

[upokast ceThb IKCHNEPTOB U HALMOHAIBHBIX KOOPAWHATOPOB, ACUCTBYS uepe3 Accoyuayuro
yuacmuuxos (Member Associations) odecnieunBaet B3risiibl EFPIA BHyTpu ICH, BhIpaskas uHTEpech
EBporneiickoi mpOMBIIIIIEHHOCTH.

EFPIA

MHLW (MuHuCcTEPCTBO 310POBbS, TPY/AA H COHAILHOI0 o0ecnedyeHusi. SImoHus1) oTBeUaeT
3a OIEHKY U 0/100peHue K mpuMeHeHuto JII1, MeTuIIMHCKOTro 000pYI0BaHMS B KOCMETHKH.

TexHuueckast U Hay4dHast noanep:kka nesrenbHoc-Ti ICH obecnieunBaeTtcs:

* Pharmaceutical and Medical Devices Agency (PMDA) -ArenTctBoM (apMalieBTUKU |

MEAUIIMHCKOTO 000PYI0BaHMUS;

« National Institute of Health Sciences (NIHS) - HannoHaibHBIM HHCTHUTYTOM MEIMIIMHCKUX

HayK; ¥ IPYTUMU DKCIIEPTaMU aKaJIeMHH.

Bce padorsl ICH peasitest Ha 4 kaTreropuu:

*  ®opmansHble npoueaypsl ICH no pazpaboTke HOBBIX PYKOBOJCTB

* Ilpouenypsl o cozgaHuio nepeuHss «BompocoB M OTBETOB» il 0OJErdyeHusl UCIOIb30BaHMUS
JEHCTBYIONINX PYKOBOJICTB

e IIpouenyps! nepecmMoTpa WM BHECEHUS U3MEHEHUH B JEHUCTBYIOLIUE PYKOBOJICTBA

* IlIpouenyps! akTyanusamuu, T.e. 100aBIECHUS CTAHJAPTOB B CYIIECTBYIOIINE PYKOBOACTBA W/WIIH
PEKOMEHAALINH.

Pa3nensl pykoBojacTsa ICH

Quality - «KadecTBO» - TEMBI, HMEIOIIME OTHOIIEHUE K XUMUYECKUM U (apMarieBTHUCCKUM
METOJIaM TapaHTHH KauecTBa (TeCT Ha CTAOMIBHOCTh, TECTHI HA IPUMECH )

Safety - «be3omacHocTh' - TeMbI, UMEIOIIME OTHOINEHHE K JOKIMHUYECKMM HCCIIE0Ba-
HUSIM(TECTHI Ha KaHIIEPOTEHHOCTh M TeaTOKCHYHOCTD)
Efficiency - «9ddekTuBHOCTE» - TEMbl, HMCIONIME OTHOIICHHE K KIUHUYCCKAM

WCCIIeIOBAaHUSAM Ha YeloBeKe (MccienoBaHus 3aBucumoctu no3a-addekrt, Good Clinical Practices, etc.)
The multidisciplinary - «Mynstuauciummuaapasie» (MedDRA, CTD).

Q - Quality: kauecTBO
Q1 - UccnenoBanne CTaOMILHOCTH JICKAPCTBEHHBIX CPEIICTB
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Q2 - Banunanus ¢hapMakomeHbIX METOIUK

Q3 - [Ipumecu B 1E€KapCTBEHHBIX CPEICTBAX (CyOCTAHIIUU U TIpenapaThl)

Q4 - ®apmakomneiiHas TapMOHH3AIH

Q5 - KadecTBO OMOTEXHOIOTHYECKUX TPOTYKTOB

Q6 - Cnenmdukanyuu Ha JIeKapCTBEHHBIE CPEICTBA (CyOCTaHIIMU U MTPETIapaThl)

Q7 - Hagnexxamas npaktuka nmpousBoacTsa (GMP)

Q8 - PazpaboTka neKapCTBEHHBIX CPEICTB

Q9 - YmpaBnenue puckamu

Q10 - Cucrema papMarieBTUIECKOTO Ka4ecTBa

ICH Ha ¢doHEe MHPOBOTO pa3BUTHS JIEKAPCTBEHHBIX CPEICTB CTPEMHTCS K MEXTYHAPOIHOM
rapMOHHM3allMM Ha OJlaro yJIydylIeHUS 370POBbS YEIIOBEUECTBA, KOHTPOJIUPYS H3TOTOBJICHHE
0e3omnacHbIX, 3 (PEKTUBHBIX M BEICOKOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB.

NimrocTpaTuBHBIM MaTepHuaJt:
- pesenraiust Microsoft Power Point.

Jlureparypa

OCHOBHaSI:

Ha PYCCKOM SI3BIKE:

1. ApsicranoBa T.A. dapmareBTHdeckas XuMHS: y4eOHMK, ToM [. (2-oe wm3manme). «Sky
Systemsy, 2021. -640 c.

2. ApsictanoBa T.A. dapmarneBtudeckas xumus: ydeOHuk, Tom II. (2-oe m3manme). «Sky
Systemsy, 2021. -572 c.

3. ApsictanoBa T.A. ®apmarieBTHYeCKas XUMUs: Y4eOHUK, ToM [: - AnMater: «9Bepoy, 2015.-
640 c.

4. ApsicranoBa T.A. @apmarneBTuueckas Xumus: yueOHuk, ToM I1:- Anmatsr: «9Bepoy», 2015.-
572 c.

5. TocynapcrBenHnast (apmakornes: Pecriyonuku Kazaxcran.-Anmater:«OKubek xombi», 2008.-
Towm 1.- 592c.

6. I'ocynapctBenHas dapmakories Pecriyonuku Kazaxcran.- Anmatsl:«Kubek sxomsny, 2009.-
Tom 2.- 804c.

7. T'ocynapcrBennast papmakonesi Pecnyonuku Kazaxcran.-Anmartsr«OKubek xomnbp»y, 2014.-
Tom 3.-729c.

8. KonTpons kauecTBa u cragaaprusamus JIC: metonuueckoe nmocodue / mox pen. Pamenckoii I
B., Opna6aesoii C. K.-M: I MI'MY; - llIsimkent: FOKI'®A, 2015. - 248 c.

9. Opnabaesa C.K. Ananu3 JeKapCTBEHHBIX IpENapaToB, MPOU3BOJHBIX apPOMATUYECKUX
coenuHeHUi: yueObHoe mocobue.-IlIspiMkeHT: «Onem», 2015.-249 c.

10. Pamenckas I'.B. ®apmanetuueckas xumus: yaueOHuk.-M.: BUHOM. JIaGopaTopus 3HaHMi,
2015.-467 c.

11. PykoBOACTBO K J1JaOOpaTOPHBIM 3aHATUSAM MO (papMalleBTUYECKOW XUMHH IO peAaKu-ei
I'".B. Pamenckoii.-M.: IIunort, 2016.-352 c.

12. ®apmaxkones EADC. — Mocksa, 2021.- 566 c.

13. Xamuymnus, @. A. UnppakpacHast CHEKTPOCKOMHUS B (hapMalleBTHUECKOM aHaIN3e: yueOHOoe
nocodue / - M.: I'90TAP-Menua, 2017. - 160 ¢

14. Maxosa E.I'. «Ilonyuenue u crangapTuzanys Ipou3BOIHBIX TIIUIUPPU3NHOBON KHCIIO-THI C
TyOepKyJIOCTaTHIeCKON akTUBHOCTHIO», [IbiMkeHT, FOKT'®A,20.06.2013
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4. AprictanoBa T.O. @apmaneBTHKAIBIK XUMHS: OKYJIBIK. T.2-AnMaTel: «OBepo», 2015.-60206.

5. Kazakcran PecnyOnukaceinbiH MemiekeTTik (apmakonesicol.-Anmatbl: «KiGek >KoIbD»,
2008.-1 T.-5926.

6. Kazakcran PecnyOiukaceinbiH MemiekeTTik (apmakonesichl.-Anmarbl: «KiGek >KobD»,
2009.-2 T.-8046.

7. Kazakcran PecnyOnukaceinbiH MemiekeTTik (apmakomnesicol.-Anmatbl: «Kibek >KobD»,
2014.-3 T.-7096.

8. OpnabaeBa C.K., Kapakynosa A.ILl. ®apmanieBTUKaIBIK XUMUS: apOMATTHIK KOCBUIBI-CTap.-
OkynsIK, Frur.keHec Oexit. (mpot Nell, 27.04.2016).-302 6.

9. KpacHoB, E. A. ®apManusuiblKk XUMHsI CYpakTap MEH jKayanTap TYPIHAE : OKy Kypaibl =
dapmareBTHUYECKasi XMMUS B BOIIPOCAaX M OTBeTaX: yueOHoe mocodue. - M.: [DOTAP-Menua, 2016. -
704 ¢

10. OpnabaeBa C.K. I'mumuppu3uH KbIIIKBUIBI TYHIBUIAPBIHBIH JTOPUTIK TMpenapaTTapbiHbIH
OipbIHFaiiJIaHFaH canachlH OaKpUIay 9MICTEMEJIepiH jKacay: FhUIBIMH-dJiCTeMeNiK HycKay.-lIIbIMKeHT:
«Onem».- 2013.-92 c.

11. KapakynoBa A.I. «I'muuuppr3uH KpIIIKbUIBI TYBIHIBUIAPBIH TAJJAy JKOHE CTaHAAPT-Tayda
(hU3MKa-XUMUSIIBIK oAicTepai kemenai konaany», emvkent, FOKI'®A, 20.06.2013.
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