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1. OBIIME ITOJIOXKEHMUS, HEJIb ITIPOI'PAMMBI

Llenp JONONHHUTENBHON MPO(ECCHOHATBHOW MPOrpaMMBbl MOBBIICHHS KBATU(QHKAIIMN
«COBpeMeHHBIe MCTOABI KOHTPOJIA KauCCTBA JICKAPCTBCHHBLIX CPCACTB» (HO CIICHUAJIbHOCTHU
«®apmaneBTHyecKas XuMusi U (papMakorHO3Us»), HAIpaBicHA Ha YIiIyOJeHHE KOMIICTCHIHUI B
00JIaCTH COBPEMEHHBIX METOJIOB KOHTPOJIS Ka4eCTBa JICKAPCTBEHHBIX CPEACTB MPOMBIILICHHOTO
NPOU3BOJCTBA M ANTEYHOrO W3TOTOBJCHHS M JICKAPCTBCHHOTO PACTUTEIBHOIO  CBIPbS,
COBEPIICHCTBOBATh B PE3yJIbTaTe OCBOCHHUSI MPOrpaMMbI IPUOOPETEHHBIC paHee KOMIICTCHIHH
(3HaHMs W YMEHUs) MO BBIOOPY METOJOB aHAlM3a ONpPE/CICHHBIX JIEKAPCTBEHHBIX CPEACTB H
JIEKApCTBEHHOTO PACTUTENILHOTO CHIPbs, pa3paboTKe METOAMK MPOBEACHUS aHANIM3a U 00paboTke
HOJIYYCHHBIX PE3yJIbTaTOB aHAIK3a, YTO SBISCTCS HEOOXOIMMBIM YCIOBHEM JUIS MPUOOPETECHHS
HOBOH KBANU(UKALUH CTICIIUATTUCTA.

TpynoeMkocTh ocBoeHUs - 144 akajieMUYECKUX YaCOB.

OCHOBHBIMU KOMIIOHEHTaMH MPOTPaMMBbl SBIISIOTCS:

- 001IHe MOJIOKEHHS, BKIIOYAIOLIHE LEJIb TPOTPaMMBI;

- IJITAaHUpPYEMbIE pPe3yIbTaThl 00yUCHUS;

- Y4eOHBIH TUIaH,

- KaJIeHJapHbIi y4eOHbI rpaduk;

- OpraHM3alMOHHO-TIEAATOTHYECKUE YCIOBHS;

- (opmsbl aTTECTaINY;

- OIICHOYHBIC MaTEPHAIbI.

Ha ob0ydenue mo mporpamMme MOTryT OBITh 3a4HCIEHBI: AUPEKTOpPa LIEHTPOB KOHTPOIS
Ka4yecTBa JICKAPCTBEHHBIX CPEACTB, 3aMECTUTEIH IHPEKTOpa IEHTPOB KOHTPOJIS KadecTBa
JIEKaPCTBEHHBIX CPEJCTB, 3aBEAyI0NIne Ja00paTOpUsIMH O KOHTPOIKO KauecTBa JIEKapCTBEHHBIX
CPEACTB W WX 3aMECTHUTENH, MPOBH30PBI-aHAIUTHKH PELENTYPHO-TIPOU3BOJCTBEHHBIX OT/ETIOB
anTeK, MPOBU30PBI-aHATUTHKH KOHTPOJIBHO-aHATUTHYECKUX JTA00paTOpuil.

[IporpaMmma pa3paboTaHa Ha OCHOBAaHMHM KBaNU(UKAIMOHHBIX TpeOOBaHUU K
dapmaneBTHUecKUM paboTHHKaM TpodeccuonansHoro crapmapra 02.015 TIpodeccrnonanbHbIN
crangapT «lIpoBH30Op-aHANUTUKY», YTBEPXKAEHHBIH MpHKa3oM MMHHUCTEPCTBA Tpyda U
counanbHOM 3amuThl Poccuiickoit @enepanuu ot 22 mast 2017 r Ne 4271

VY4eOHbII TUIaH ompeAessieT COCTaB M3y4yaeMbIX TEM C YKa3aHUEM HUX TPYIAOEMKOCTH,
o0beMa, TIOCIIEOBAaTEIFHOCTH M CPOKOB M3Y4YCHHS, YCTaHABIUBAeT (OpPMBI OpraHM3aluu
y4eOHOro mporecca U UX COOTHOLICHHE (JIEKIMH, MPAKTUUYECKUE 3aHATHUS), KOHKPETH3HPYET
(dopMBI KOHTpOJIS 3HaHWUN W yMeHWil oOy4aromuxcs. [lmaHupyemble pe3ynbTaThl OOydeHUs
HarpaBJIeHbl Ha (OpPMHUPOBaHUE NMPO(PECCHOHATBHBIX KOMITETCHIIUIH

[lpu peanm3ammu TPOTPaMMBI MOTYT TPHMEHSTHCS pa3jIMyHbBIE 00pa3oBaTeIbHBIE
TEXHOJIOTUM, B TOM YHCJIE€ JUCTAHLMOHHBIE 00pa3oBaTEIbHbIE TEXHOJOTHMH M 3JIEKTPOHHOE
oOydeHwue.

IIpu peanu3anuu nporpamMmbl MPOBOAUTCS TEKYIIMH KOHTPOJb 3HAHUNW M UTOroOBas
aTrecTanus. ATTECTalusi OCYIIECTBISIETCS JUISI TPOBEPKH TPABMWIIBHOCTH — ITOATAITHOTO
(dopMHpOBaHUs 3HAHUNA M TMPAKTUUYECKUX YMEHUH y CIylmaTens U OLEHKH COOTBETCTBUS HX
TEOPETUYECKON W MPAKTUIECKOM MOJITOTOBKH IENISIM MporpamMmbl. [t poBeIeHHsI aTTeCTalluu
UCTIONB3YIOTCS (DOHJIBI OLIEHOYHBIX CPEACTB M MaTEpUANIOB, MO3BOJISIOIIME OIICHUTh CTENEHb
JOCTIDKEHUS CITYIIATENSIMA 3alUTaHUPOBAHHBIX Pe3ylbTaToB o0ydeHus mo [Iporpamme.

Caymarens JIOMycKaeTcs K HTOTOBOM aTTECTAllMM IIOCIE M3Y4YEHHUs IPOrpaMMbl B
o0beMe, MPEeTyCMOTPEHHOM y4YeOHBIM TUIAHOM. Y CIENIHO MPOUISIIINNA HTOTOBYIO aTTECTAITUIO
00yYaromuics MoJydyaeT JOKYMEHT O JOMOJHHUTEIbHOM INpodecCHOHAILHOM O0pa30BaHUM -
yIIOCTOBEPEHHE O MOBBIIICHUN KBATH()UKAIIMN YCTAHOBIEHHOTO 00pasiia.
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2. INTAHUPYEMBIE PE3YJIbTATBI OBYUEHU S, XAPAKTEPUCTHKA
KOMIIETEHIIUA, @OPMUPYIOIIUXCA B PE3YJIBTATE OCBOEHUS
IMPOI'PAMMBbI

OOydenne 10

JONOJIHUTEIbHON

npodeccHoHATEHOM

MPOrpaMMe  MOBBIIICHUS

KBaJ'II/I(l)I/IKaI_[I/II/I «COBpeMeHHHe METOJbl KOHTPOJII Kady€CTBa JICKAPCTBCHHBLIX CPCIACTBY» (HO

CIICHUaJIbHOCTHU

«DapmaneBTuyeckas XUMHUS

u  (apMakorHO3usi»)  MpennojaraeT

COBCPHICHCTBOBAHUEC CIICAYIOIINX HpO(beCCHOHaHBHBIX KOMHCTGHHHﬁZ

Kon

HaumenoBanue

Pe3yabTaTsl 00yyeHus

[IK 1

Crnocoben
BHYTPHUANTCYHbIN
JIEKapCTBEHHBIX

OCYULIECTBIISATh
KOHTPOJIb  KadecTBa,
CPEeICTB  aANTE4YHOIo
U3rOTOBJICHMUS, (apMareBTUYeCKIX
cyOcTaHImit u JIEKApCTBEHHOTO
pPacTUTENBHOTO  CBHIpbS B YCIIOBHUSX
anTeYHbIX OpraHU3aALNM

3HaTh. BUJbI U TCOPCTUYCCKHUEC OCHOBBLI
BHYTPHAIITCYHBIX MCTOAOB aHAJIN3a

3HaTh. CHOCOOBI pacyera pe3yIbTaToB

aHaJIi3a

VYMeTh: IIPpOBECTH KayeCTBCHHBIN u
KOJIMYECTBEHHBIA XMMHYECKUI OKCIIpECC-
aHaJInu3 B COOTBETCTBHH C Tpe6OBaHI/I$IMI/I

HOopMaTuBHOM nokymenTanuu (H/)

1K 2

CrocobeHn MPOBOJUTH OILICHKY
pe3yiabTaTOB  aHaiM3a JICKAPCTBEHHBIX
CpEACTB anTeYHOI O HW3TrOTOBJICHUS,
(hapmareB-THIeCKuX cyOcTaHImit u
JICKAPCTBEHHOTO PACTUTEIBHOIO CHIPhS B

YCIIOBUAX AIITCUHBIX OPraHu3 auuﬁ

3HaTh: CIIOCOOBI pacyeTa KOHLEHTPAIUH B
HKCIIpEeCC-aHaAIN3e JIEKapCTBEHHBIX

CpCIACTB

YMeTh. IIPOBECTU OLCHKY PpPE3YyJIbTaTOB
BHYTPHUAIITEYHOI'O KOHTPOJISI B COOTBET-

cTBUH ¢ TpeboBanusiMu HJJ

[IK 3

Crnocoben OCYILECTBIISATh
(hapmaKoneHbIi aHaIn3
(apMareBTHYECKUX CyOCTaHIIUMH, TOTOBBIX
JIEKapCTBEHHBIX CpEICTB u
JIEKapCTBEHHOI'O PACTUTEIBHOIO ChIpbs B
ycnoBusix McmbiTaTenbHOl J1abopaTopuu
IlenTpa KOHTPOJIS KauecTBa
nekapctBeHHbIX cpencts (MJI LIKKIIC)

HmeTth MMpeACTAaBICHUEC: O TCOPECTUUCCKUX

OCHOBax pa3lMYHBIX (hapMaKONeHHbIX

METO/I0B aHanu3a " cOOpHHKaxX

CTAHApPTOB HA JICKAPCTBCHHBIC CPCACTBA

YMeTs:
a”HaIn3

MPOBECTH
o0BeKTa B

(bapMakonenHbIi
COOTBETCTBUH  C
TpeboBanusimu HJ|

[1IK 4

CrocoGeH TpPOBOAWTH HMHTEPHPETAIUIO
pe3yIbTaTOB aHAIM3a (hapMaIeBTHYECKIX
CyOCTaHIIMf, TOTOBBIX JIEKAPCTBEHHBIX
CpeacTB " JICKapPCTBEHHOTO
pPacCTUTENBHOTO  CBHIPbS B YCJIOBHUAX
UcnprtatensHoit  nmabopatopun  Ilentpa
KOHTPOJS ~ KadyecTBa  JICKAPCTBEHHBIX
cpencts (MJI LIKKJIC)

3HaTh CIOCOOBI pacuera pe3ysbTaToB

aHaJm3a

YMeThb OLEHWUTHb PE3YJIbTAaThl aHaau3a B
COOTBETCTBUU ¢ TpeboBaHusimMu H/|

XapakTepucTUKA NPOPecCHOHATBHBIX KOMIIETEHUI, MO1JIeKAIIMX COBEPIICHCTBOBAHUIO

B pe3yJabTaTte ocBoenus Ilporpammpl

YpoBeHb KBaMM(UKAINU CHeNHaniucTa — 6, gocTuraercs myreM ocBoeHust [Iporpammel

«CoBpeMEHHBIE METOJBl KOHTPOJIS KadyecTBa JIEKAPCTBEHHBIX CPEICTB» (IO CHELMAIBHOCTU
«®DapmarieBTHUECKas XUMHUS U papMakorHosus»), 144 vaca.
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Obnacte mpodeccHOHATbHON AEATENbHOCTH CiymaTenei, ocBouBmmx [Iporpammy,
BKJIIOUYAET OOpalieHNe JeKapCTBEHHBIX CPE/ICTB.

CornacHo peectpy npodeCcCHOHATBHBIX CTaHJapTOB (mepeyHto BUJIOB
po)eCCHOHAIBHON  JIEATEILHOCTH, YTBEpPKJACHHOMY Ipukazom Muntpyna Poccum ot 29
cearsabps 2014 1. Ne 667H), oOnactu mnpodhecCHOHATBLHOW JEeATENbHOCTH U c(hepbl
npodeccuoHaNbHOM JIeATENbHOCTH, B KOTOPBIX oOyuaroiuecs, ocBousiue [Iporpammy, Moryr
OCYIIECTBIISATh MPO(PECCHOHANBHYIO IEATETbHOCTb:

— 02 3apaBooxpaHeHue

OOyuaromnmecs: TuIa MOTYT OCYLIECTBIATh MTPOPECCHOHATBHYIO IEATENLHOCTD B JPYTUX
00J1acTax MpoeCCHOHATBHON EeATEILHOCTH U (WiH) cdepax nmpodhecCuoHaATbHON A TEIIbHOCTH
OpU YCIOBHM COOTBETCTBUSI YpPOBHS HUX OOpa3oBaHHs M MOJYyYCHHBIX KOMIICTCHIUH
TpeOOBaHUAM K KBaTU(UKAIIMU paOOTHHUKA.

OO0bekramu  Mpo(PecCHOHABHON  NIEATENBHOCTH  CIEIUAINCTOB,  MOJICKAIIUX
COBEpIICHCTBOBAHUIO B pe3yJsibTaTe ocBoeHus [IporpaMmel, SBISIOTCS:

— JIeKapCTBEHHBIE CPEJICTBA,

— COBOKYIHOCTB CPEJICTB M TEXHOJIOTH, HAIIPaBJICHHBIX HAa CO3JJaHUE YCIOBHM IS
pa3paboTKH, TPOM3BOJCTBA, KOHTPOJS KauyecTBa, OOpALICHUs JEKapCTBEHHBIX
CpeICTB M KOHTpoisi B cdepe oOpalleHusi JIeKapCTBEHHBIX CPEACTB B
COOTBETCTBHHM C YCTAaHOBJICHHBIMH TpeOOBaHMSIMH M CTaHmapramu B cdepe
3/IpaBOOXpaHEHHUSI.

Crienmmanuct, ocsouBmuii [Iporpammy «CoBpeMEHHBIE METOIBI KOHTPOJIS Ka4eCcTBa
JIEKapCTBEHHBIX CPEACTBY (10 criennaibHoCcTh «DapmalieBTHUecKas XUMUS U (PapMaKOTHO3U),
TOTOB pelaTh CIeayonre MpodecCHOHATbHBIC 3a/1a4H:

— OCYILIECTBIISITh BHYTPUANTEYHBIA KOHTPOJIb KAUeCTBa, JIEKAPCTBEHHBIX CPECTB
anTEeYyHOTO U3TOTOBJICHUS, (hapMalleBTUYECKUX CYOCTaHIIMHN U JIEKAPCTBEHHOTO
PaCTUTEIIHLHOTO CHIPhS B YCIOBUSAX allTEYHBIX OpraHU3aIui;

— TMPOBOJUTH OLIEHKY pe3yJIbTaTOB aHAIN3a JIEKAPCTBEHHBIX CPEACTB allTEYHOTO
U3TOTOBJICHHUSI, (DapMalleB-TUUECKUX CYOCTaHLIUN U JIGKAPCTBEHHOTO PACTUTEIHLHOTO
CBIPBS B YCIIOBHSX alTEYHBIX OpraHU3aIuii;

— OCYIIECTBIIATH (papMaKOMeHHbli aHAMNU3 (apMaleBTUIECKUX CyOCTaHIINI, TOTOBBIX
JIEKaPCTBEHHBIX CPEJICTB U JIEKAPCTBEHHOTO PACTUTEIHHOTO CHIPHS B YCIOBUSAX
HcnwitaTenbHoit mabopatopuu LleHTpa KOHTpOIs KayecTBa JeKapcTBeHHBIX cpeacTs (MJI
LIKKJIC);

— TMPOBOJUTH UHTEPIPETAILIMIO PE3yAbTATOB aHAIH3a (apMalleBTUYECKUX CyOCTaHIINMI,
TOTOBBIX JIEKAPCTBEHHBIX CPEACTB U JIEKAPCTBEHHOT'O PACTUTENHHOTO CHIPBS B YCIOBHSIX
HcnwitaTenbHoit mabopatopuu LleHTpa KOHTpoIs KadecTBa JeKapcTBeHHbIX cpeacts (MJ1
LIKKJIC)
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Onncanue nepedHs Npo(hecCHOHAILHBIX KOMIIETEHIIHI B paMKaxX MMelleicsi KBajJaupuKamum, Ka4eCTBeHHOEe H3MEeHEeHHe KOTOPbIX
OCYLLEeCTBJISIETCS] B pe3yJibTaTe 00y4eHHust

Taoauua 2.1.

HaumenoBanwme Kox n HanmeHOBaHNE KOMIIETSHIINN HanmenoBanne BHIOpaHHOTO Yposens kBanudpukarmmu OTD u (wmn) TO
MPOTPaMMBbI IpodeCCHOHANBHOTO CTaHAapTa
(0THOTO MM HECKOJIBKHUX )
OO0001IEeHHbIE TPYIOBbIE Tpynossie pynkunu (TP) us
¢ynxumu (OTO) u3 npodcTaHaapToB
npo)cTaHIapTOB
1 2 3 4 5
JomomHuTepHAS IOK 1. Cmoocoben  ocymectsisath | 02.015 IIpodeccuonanpubrii cranmapt | A/7 Kontpoms kadectBa |A/01.7  MOHHTOpHHT  CHCTEM
npodeccronansHas BHYTPHANTEYHBI KOHTPOJb KadecTBa, | «[IpoBH30p-aHATUTHKY, YTBEPKAEHHBIN | JIEKApCTBEHHBIX CPEACTB | 0OeCHeYeHUs KadyecTBa
nporpamma JICKAPCTBEHHBIX ~ CPEJACTB  aNTEYHOIO | IPpHKa3oM MHUHHUCTEpCTBa Tpyaa H JIEKapCTBEHHBIX Cpe/CTB B
MOBBILICHHUS KBaJH(U- | H3TOTOBIICHHS, (hapMaLeBTHYECKUX | COLMANBHON  3aIlMTHI Poccwuiickoit anTeYyHbIX OPraHn3alMIX
Kallid IO CIelnab- | cyOcTaHIuit u nexapcTBeHHOTo | Penepannu ot 22 mas 2017 r Ne 4271
HOCTH «(apMaleBTU- | pACTUTEJILHOTO  CBIPbSi B YCJOBHSX
yeckass ~ XMMHS U | aITEYHBIX OpraHU3aluii
(hapMaKoTHO3US
IIK 2 CnocobeHn MpOBOAUTH OICHKY A/02.7 OGecnieueHne  HaTH4HS
pe3yJbTaTOB aHaliu3a JIEKapCTBEHHBIX 3aracoB PEakTHBOB B alTEYHOU
CPEACTB  anTeYHOro  W3TOTOBIICHMS, OpraHM3aIu
dapManeBTHYECKUX ~ CyOCTaHIUi, |
JIEKapCTBEHHOTO PACTUTEIHHOTO f:LIpLSI B AJ03.7 TIposeacuue BHYT-
YCTOBHAX QITCHHBIX Oprafu3atin pHANTEYHOr0 KOHTPOJISI KadecTBa
JIEKapCTBEHHBIX Npernaparos,
H3rOTOB-JICHHBIX B aNTEYHbIX
OpraHM3aIMsAX, u ¢bapmare-
BTHUYECKHX CyOCTaHIMI
1 2 3 4 5




JononuurenpHas
npodeccuoHanbHas
nporpamMMa

NOBBIIICHUSA KBaJ'II/I(l)I/I-

Kallui MO CIeluab-
HOCTH «(apMareBTu-

qecKas XUMHA

(hapMaKoOTHO3HSD

nu

MK 3. CnocobeH  ocyuecTBIATh
(dapmakoneiinplii  aHanu3  (apmanes-
THUYECKHUX CyOCTaHINH, TOTOBBIX JIEKAPCT-
BEHHBIX CpEICTB M JIEKapPCTBEHHOTO
pPacTUTENBHOTO  CHIPbS B YCIOBHUSX
HcneiTatenpHoil mabopatopuu  LEHTpa
KOHTPOJISI ~ KadecTBa
cpencts (MJI KKIIC)

JICKapCTBEHHBIX

MK 4
UHTEPIPETAlUI0 pe3yIbTaToB aHaIN3a

Cnocoben HPOBOJUTH
(apMareBTHICCKIX cyOcTaHIuii,
TOTOBBIX JICKAPCTBEHHBIX CPEACTB H
JIEKapCTBEHHOTO PACTUTEIBEHOTO CHIPBSI

02.013 TIIpodeccroHanbHbIi  cTaHAAPT
«Cnenuanuct 1o MIPOMBIIICHHOM
(apmanuu B 006J1aCTH KOHTPOJIS Ka4yecTBa
JIEKapCTBEHHBIX CPEICTBY,
YTBEpKIEHHBII MPUKa30M
MunucrepcTBa Tpyla U COLMAILHOM
samutel Poccmiickort @epepanuu ot 22
mast 2017 v Ne 4311

A/6 TIpoBenenue paboT Mo

KOHTPOJTIO KavyecTBa
(hapManeBTHYECKOr0
MIPOMU3BOJICTBA

A/01.6 IlpoBenenue paboT 1O
otobopy wu  yuéry  o0OpasioB
JIEKApCTBEHHBIX CpEJCTB,
HCXOJHOTO CBIPbSl M YIAKOBOYHBIX
IIPOMEXKYTOYHOI
00BEKTOB

MaTepHua-JoB,
MIPO-TyKIUH u
TIPOU3BOJICTBEHHOU Cpenbl

A/02.6 TlpoBeneHHWE WCIBITAHIHA

00pasioB JIEKapCTBEHHBIX
CPENCTB, WCXOJHOTO CBIPbSI H
YIIaKOBOYHBIX MaTtepualioB,

IIPOMEXYTOUHOM MNpO-AyKUUU U
00BEKTOB MIPOMU3BOICTBEHHOM

cpensl
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3. YYEBHBIN IUIAH

Kareropus ciaymarese:

JlupekTopa IIEHTPOB KOHTPOJISI KadecTBa JICKAPCTBEHHBIX CPEICTB, 3aMECTUTEIH JAHPEKTOpA
HEHTPOB KOHTPOJS KauecTBa JICKAPCTBEHHBIX CPEICTB, 3aBEIYIOIIHUE JIaOOpaTOPHUSIMHU II0
KOHTPOJIIO KayecTBa JICKAPCTBEHHBIX CPEACTB U HUX 3aMECTHTENH, MPOBU30pPbI-aHAIUTUKU
pELeNTYPHO-NIPOM3BOACTBEHHBIX ~ OTAENIOB  anTeK, MPOBU30PBI-AHAIUTUKH  KOHTPOJBHO-
AHAIUTUYECKUX JTa0OPaTOPUIA.

Cpoxk o0yuenus: 144 yueOHbBIX 4acoOB

®opma 00yueHHs: 3209HAs

Ne Haumenosanue By yueOHol nesTenbHOCTH KonTponb
/1 paznena, (KonmM4ecTBO y4eOHBIX YACOB) 3HaHUI
U CIATIINHEBI Jlekun I13 C3 CPC Bcero
[IpodeccuonanpHas 39 10 29 66 144
IMOJArOTOBKA
1. | ®apmaneBTHUECKas 27 10 9 29 75 Texymuit
XAMUS U KOHTPOJTb
(hapMakorHO3Us
2. | ®dapmaneBTHYECKAs 8 - 4 18 30 Texymmii
TEXHOIOTHS KOHTPOJIb
3. | dapmakosorus 2 - 3 13 18 Texymmi
4. | Yopasienue u 2 - 4 9 15 KOHTpPOJIb
SKOHOMHMKA
bapmarmn
Htorosas 6 6 OK3AMEH
aTTeCTalus
Bcero 39 10 29 66 144




4. KAJJEHJAPHBIN YYEBHBIN I'PA®UK

Pasnenbl mporpamMmbl [IponoKUTENBHOCTS OCBOCHHUS
[IporpaMmslI (KOJ-BO HEZEID)
1 2 3 4
HeAeIs Henels HeneIIs Heaes
1. dapmaneBTHYeCcKas XUMUSI U 36 36 3
(dbapmMaKorHo3us
2. <DapMaueBTquCKa;1 TEXHOJIOIUA 30
3. ®apmaxkosorus 3 15
4. VYmupaBieHue U YKOHOMHKA (papMaruu 15
Hrorosas aTrecTaius 6
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5. PABOYASA ITPOI'PAMMA YUYEBHOI'O KYPCA JUCTIIAIIJIMH

5.1. BBenenue

CoBpemenHast KoHLenus hapMalleBTUYECKO XUMUU U (papMaKOTHO3MHM OCHOBaHa Ha!

- €IUHCTBE HOPM OLIGHKHM KauecTBa JICKAPCTBEHHBIX CPENICTB, MX SKBUBAJICHTHOCTH M
0e30MacHOCTH AJIsl MOTPEOUTENS, HE3aBUCUMO OT XapakTepa ¢apMaleBTUYECKOro MPOr3BOJICTBA
U €r0 MPUHA/IICKHOCTH;

- eIMHCTBE (PU3MYECKHX, XMMHUYECKUX U OHMOJOrMYEeCKMX OCHOB KOHTPOJS KauecTBa
JICKapCTBEHHBIX CPEJICTB HE3aBUCHMO OT MECTa MPOBEACHHUS KOHTPOJIS 110 OLIEHKE COOTBETCTBUS
roCy/IapCTBEHHBIM CTaHIapTaM;

- eIMHCTBE 3aKOHOMEPHOCTEH, KOTOPHIM MMOJYMHEHBI (hapMaleBTHUECKUI aHAIU3 U
KOHTPOJIb KauecTBa JIEKAPCTBEHHBIX CPEJCTB, ONMPEACISIONIUE MPOLIECCHl U annapaThl, MalIUHbI
¥ 000pyIOBaHKE IJIs1 KOHTPOJIS (PapMaleBTHUECKUX TPOU3BOJICTB.

PabGouass mnporpamma ydeOHOro Kypca oOecneyuBaeT yriiyOJIeHHOE H3ydeHHUE
COBPEMEHHO JOKYMEHTAI[MH, HOPMUPYIOIIEH MOKa3aTeIn KadecTBa JICKAPCTBEHHBIX CPEACTB B
COOTBETCTBUHM C HAIMOHAJIHHBIMU M MEXIYHApOJIHBIMH CTaHJApPTaMH, BKIIIOYAET JETabHOE
U3y4eHHE COBPEMEHHBIX METOIOB KOHTPOJS JICKAPCTBEHHBIX CPEICTB B COOTBETCTBHU C
HAI[MOHAJLHBIMU TOCYIapCTBEHHBbIMU (apmakonesmu, Bkmodas (apmakonen CIIA wu
BenukoOpurannn, MeXAyHapogHOW ¢apMakomeeld, a TakkKe IpeaycMaTpuBaeT H3yUCHHE
COBPEMEHHBIX MEXIYHAPOJHBIX CTAHAAPTOB OpraHu3aluu (hapMaleBTHUECKON AeITeTbHOCTH Ha
ocHoBe Tpebosanmii GLP, GMP, GDP, GCP, GPP.

B pamkax kypca B COOTBETCTBUU CO CTaHIIAPTOM MPOBU3OPHI-AaHAUTHKU OyIyT U3ydaTh
COBPEMEHHBIE MOJIXObI K METOAAM CHHTE3a OCHOBHBIX, HAN0O0JIee BAXKHBIX (hapMaKOIOTHIECKUX
TpyNN JEKapCTBEHHBIX BEIIECTB, B3AUMOCBSI3b MEXKIY XUMUYECKUM CTPOCHHUEM MOJIEKYT U HUX
(dapMaKoIOTHYECKON  aKTHBHOCTBIO.  JIpyrMM  acmekToM  SBISIOTCS  TOAXOABI K
I[eJICHAIIPaBICHHOMY MOMCKY HOBBIX JICKAPCTBEHHBIX BEIIECTB B Ipeenax (papMakoIoruuecKux
TPyNIl ¥ MPUHLIUIB METOJIOB JOCTaBKM JIEKAPCTBEHHBIX BEIIECTB B ONPEACICHHBIC OPTaHbl U
TKaHH.

JononuutenbHas NpodecCHOHaNbHAas  MporpaMMa  MOBBIIMICHUS  KBAIM(UKAIIUH
«CoBpeMeHHbIE METOJbI KOHTPOJIA KauyecTBa JIEKAPCTBEHHBIX CPEICTBY» IO CHEHHATIbHOCTU
«DapmManeBTHUECKasT XUMHUS M (apMaKOTHO3Hs» paccUWTaHa Ha IPOBH30POB, 3aHMMAOIIUX
CJIEAYIOIIME JIOJDKHOCTH: IMPEKTOpP LEHTpa KOHTPOJIA KadyecTBa JIEKapCTBEHHBIX CpEICTB,
3aMEeCTHTENb UPEKTOpa IEHTpa KOHTPOJISA KadecTBa JICKAPCTBEHHBIX CPEACTB, 3aBEAYIOIIHE
7a0opaTopusMU IO KOHTPOJIO KayecTBa JIEKApPCTBEHHBIX CPEACTB M MX 3aMECTHTEINH,
NPOBU30PBI-AaHATUTHKA  PELENTYPHO-TIPOU3BOJCTBEHHBIX ~ OT/EJIOB  aNTeK, MPOBU30PHI-
AQHAIUTHUKHA KOHTPOJIHHO-aHAIUTUYECKON Tab0paToOpuu.
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5.2. Y4eOHO-TeMAaTHYECKUH IJIaH*

Koanr

HaumenoBanue paznena

Bup yueGHOH nesTenbHOCTH
(KOJIMUeCTBO y4E€OHBIX YaCOB)

Jlexuun

I13

C3

CPC Bceer

dapmaneBTHUeCKast XUMUS U (papMaKorHO3Us

l'ocynapcrBeHHbIH KOHTPOJIb
KauecTBa JIEKAPCTBEHHBIX CPEJICTB.
Perynupyromue ero NPUHLMIBI H
nojoxkeHusa. OOmme Meroapl H
IpUEeMbl  HCCIIEJIOBaHUs KayecTBa
JIEKapCTBEHHBIX cpencts. Hopmartu-
BHas JIOKyMeHTauusa. [ocymapcr-
BEHHAsI dapmakories,
dapmakorneiinas CTaThsl.
®apmakonenHas CTaThsA
npeanpustus. [Ipodnema danbcudu-
IUPOBaHHBIX JIEKapCTBEHHBIX
CpeICTB. 3aKOH O JIEKapCTBEHHBIX
cpeacrtBax. IlepcrnekTuBBl pa3BUTHS
dapma-1ieBTUYECKOW ~ XUMUU U
(dhapmMakorHo3uu

1

AHamuTHYeCcKOe oOecrieueHne
KaueCTBa JICKAPCTBCHHLIX CPCIACTB B
COOTBETCTBUHU C Tpe6OBaHI/I}IMI/I
MEXKIYHApOTHBIX CTaHJapTOB (
IpaBuia 1a00paTOPHOU,
KJIMHUYECKOW, MPOU3BOJICTBEHHOW M
(dapManeBTUYECKOH  MPAaKTHKH -
Good laboratory practice /GLP/, good
clinical  practice /GCP/, good
manufacturing practice /GMP/ and
good pharmacy practice
/GPP/).Banuanus METOJUK aHaIU3a.
IlepcnexTuBBl pa3BUTH (apMmalieB-
TUYECKOM XUMUM U (PapMaKOTHO3UU

Cozmanue HOBBIX JIEKapCTBEHHBIX
BemiecTB. COBpeMEHHBIE TMOAXOIbI U
METOJIbI  CHUHTE3a JIEKapCTBEHHBIX
BEIIECTB  OCHOBHBIX  (hapmarieB-
Thyeckux Tpymnm. CpaBHUTEIbHas
XapaKTepUCTHKA TOKa3aTesiel, HOpM
M METOJOB IO OTEUYECTBECHHOH U
3apyOeKHON JOKYMEHTAIUU

CoBpemeHHbIE TpeGoBaHuUs K
KaueCTBY JICKAPCTBCHHBIX CPCICTB.
Kommiiek-cHbIII  XapakTep OLIEHKH
Ka4ecTBa. OTHOCUTENBHOCTh
TpeOOBaHUN, HOPM M  METOJIOB
WCCIICIOBAHHS JIEKapCTBEHHBIX
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CPEJICTB, IIYTH COBEPILICHCTBOBAHUS

BrisiBneHrEe HOBBIX JIEKaPCTBEHHBIX
pacTeHui u HOBBIX BUJIOB
JIEKapCTBEHHOTO PaCTHTEIHLHOTO
CBIPBS (unoreneTnyeckuin
TIPUHIIHII, METO/T MacCCOBBIX
aHaJIM30B, HCIOJb30BAaHUE OIBITA
HapOJIHOW METUIIUHBI U JIP.)

Turpumerpuueckue METOJIBI
KOJIMYECTBEHHOT' O olpeeIeHus
JeKapCTBEHHbIX  cpencTB.  OOmias
XapaKTEPUCTHKA. TurpoBanHbIe
pactBopbl. CrocoObl  BBIpaXKEHMS
KOHIICHTPALlU{ U pacyeThl

dusndyeckue u (1)I/I3I/IKO'XI/IMI/ILIGCKI/IC
MCTOAbBI  aHalin3da JICKAPCTBCHHBIX
CpCAacCTB.

7.1

Pedpakromerpus, OCHOBHbIE
MOJI0)KEHHSI, PaCUeThl KOHIIEHTPaUi

7.2

doToMeTpuYecKre METOIbl aHAIN3a
JIeKapCTBEHHBIX cpeacTB. DoTokoo-
puMeTpus W CreKkTpodoToMepHs.
Oo6mas XapaKTepUCTHKA.
IIpumeHeHue B aHanuse
MHOTOKOMIIOHEHTHBIX
nekapcTBeHHbIX — Gopm.  CpaBHu-
TEJIbHAsI XapaKTEPUCTHKA METO/I0B

7.3

XpoMarorpaguieckue METOIbI B
aHaIM3e MHOT'OKOMIIOHEHTHBIX
JeKapcTBeHHbIX  (opMm. Xpomaro-
rpadus B ToHkoMm cioe(TCX). I'azo-
xuakoctHas xpomartorpadus (IKX).
BricokoadexTuBHas  KUAKOCTHAS
xpomatorpadus (BOKX)

AHanu3 JEKapCTBEHHBIX CPEJICTB IO
(GYHKINOHATIBHBIM rpymmnam.
[IpousBoaHEbIE albIAErU0B.
Knaccudukanus. XuMuyeckue
cBoiicTBa. AnHanmu3. TpeOoBaHus K
KAuecTBY JIEKAPCTBEHHBIX CPEICTB,
COJIepIKaIINX TIIIOKO3Y
(MHBEKIIMOHHBIE PAcTBOPHI, TJIa3HbIE
Karuim)

JlexapcTBEHHBIE BEILIECTBA,
MPOU3BOJHBIE KapOOHOBBIX KHCIIOT,
coJiu KapOOHOBBIX KHCIIOT.
OKCHKHUCTIOTHI, AMHUHOKHCIIOTHI.
AmvuHocniupThl. CloXHBIE  3PUPHI
aMUHOCIIUPTOB. Ob6mas
xapakTepucTuka. AHanu3. OeHoybl U
WX  TPOU3BOJHBIE.  XHWMHYECKHE
cBOoKcTBa. Peakuuu nNOMIMHHOCTH,
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KOJIMYCCTBCHHOC OIPEACTICHUC

10. | ApomaTuueckue aAMUHBI. 1 - - 1 2
Knaccudukamms. XUMHYECKHE
CBOWCTBA, 00YCIIOBJIEHHBIC HAINYHEM
apoOMaTU4eCKOil aMHHOTPYIIIBL.

OObmme u cneuuuyeckue peaxiu.
Anamu3. Crneunduyeckue peakiuu

MIPOU3BOIHBIX aMHJIOB
Cynb()aHUIIOBOH KUCIIOTHI
11. | JlexapcTBEHHBbIE Ipenaparsl, - - 2 - 2

coJiepaKallie MPUPOJHbIE OHOJIOTrH-
YCCKH AaKTHMBHBIC COCAHMHCHUA, HX
cUHTeTHuYecKue aHajioru. Ilpenapats
aJIKaJIOuJ0B, BHUTAaMHWHOB, aHTHOU-
oTUKOB. OOLIas XapakTepUCTHKA IO
rpynmaM.  Meroasl  aHanuza B
MHOT'OKOMIIOHEHTHBIX
JIEKapCTBEHHBIX (hopMax

12. | O0mue METOBI Hu IPUEMBI
HACCIIEIOBAHUS

12.1 | AHanmu3 KadecTBa JICKapCTBEHHBIX - 1 - 1 2
CpPEICTB TIO BHEIIHEMY BHUAYy Ha
OCHOBAaHUU TpPeOOBAHUW YACTHBIX
(«Omnucanmey) n obmux crareii ['D
P®. Ilpuuunbl, mnpuBoOAslIHE K
M3MEHEHUI0 KadecTBa. lIpremMouHbIi

KOHTPOJIb o HOPMAaTHBHOM
JOKYMEHTAIIH

12.2 | TurpumeTpuvecKue METO/IbI - 2 - 3 5
KOJIMYECTBEHHOTO OTIpeIeIIeHUS
JICKapCTBEHHBIX CPEJICTB

12.3 | Pedpaxromerpus B aHaJn3e - 1 - 2 3
JICKapCTBEHHBIX CPEJICTB

12. | ®OTORIEKTPOKOIOPUMETPHUS " - 1 - 1 2

ciekTpooToMepuss B aHaJIU3e
JIEKaPCTBEHHBIX CPEACTB

12.5 | Xpomarorpadusi B Ka4eCTBEHHOM H - 1 2 1 4
KOJINYECTBEHHOM aHaIn3e
JICKApCTBEHHBIX CPEJICTB

13 | DOkcmpecc-aHanu3  JIEKapCTBEHHBIX
¢dopM. [Tpuémbl U METOIBI KCIIpECC-
aHaJM3a JIEKapCTBEHHBIX CPENCTB
BHYTPUANTEYHOT'O IPOU3BOJCTBA

13.1 | JIekapcTBEeHHBIE Ipenaparsl - - 1 1 2
HEOPraHW4YEeCKOW MPUPOJIbl. AHAIN3

13.2 | JlekapcTBEeHHBIE BEIIleCTBa, - 1 - 2 3
COJIepIKAIINe aJbJACTHIHBIC TPYIIIHI.
JlekapcTBEHHBIE BEIIIECTBA,

pasararonmecs B poLecce peaKiuii
C BBIACIECHUEM albJETUI0B. AHaIU3
JIEKapCTBEHHBIX POpM

13.3 | IIpou3BosHbIe KapOOHOBBIX KHCIIOT, - 1 - 1 2
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con.OKCUKUCIOTEI. AMHUHOKHCIIOTEL.
AMUHOCIIUPTBI,  CIOXHBIE  AUPHI
aMUHOCIIUPTOB. AHAIIN3

13.4

Apomarnueckue amMuHbl. ['pynmnoBbie
u crienuduyecKre peakuum
MOJJMHHOCTU.  AHalW3  JIeKapCT-
BEHHBIX dopm, cozIeprKaIuxX
IIPOU3BOJHBIC ApOMATHYCCKUX
aMHHOB

13.5

I'erepounkiinyeckue JeKapCTBEHHBIE
BEILIECTBA CUHTETUYECKOIO
MPOUCXOXKICHHUS. ['pymnimoBsie
peakuuun MOJAJINHHOCTH Ha
reTepoLMKINYECKUN  a30T. AHanu3
MHOT'OKOMIIOHEHTHBIX
JICKapCTBEHHBIX (OPM, COJEpIKAIIUX
Mpou3BoJHbIe ¢ypaHa, MUpPa3oia,
MUPUMMJIMHA, UMHJ1a30J1a

13.6

JlexapcTBEHHBIE CpEeICTBa,
cojepkaliue MPUPOJHbIE OHOJIOTH-
YeCKU aKTHBHBIC COCJAMHEHUS M UX
CUHTETUYECKUE aHAJIOTH. DKCIpecc-
aHallM3  JIGKaQpCTBEHHBIX  (opwm,
COJICpIKaIINX aJTKaJIOU/Ibl, BATAMUHEI,
AHTUOMOTHKHU

13.7

AHanu3  JIGKapCTBEHHBIX  (hopMm
BHYTPHAIITEYHOTO TIPOM3BOJICTBA —
KOHIICHTPATBI, nosrypabpukarsi,
pacTBOpHI ISt WHBCKIIHH,
JIeKapCTBeHHBIC (DOPMBI IS JETeH U

Ap.

14

JlexapcTBEHHBIE cpeacTaa
PaCTUTENBHOIO IIPOUCXOKICHUS

141

CoBpemeHHbIE po0IeMbI
MIPUMEHEHHUS JI€KapCTBEHHBIX
CpEnCTB PacTUTENBHOTO
IPOUCXOXKACHUS

14.2

Ponp u Mmecto ¢uronpenaparoB B
o0iieM apceHalle  JIeKapCTBEHHBIX
CpEeACTB

14.3

[Ipunemka LIEJIBHOTO u
U3MENBYEHHOTO JIEKapCTBEHHOI'O
CBIPBS.

14.4

Homenknarypa ¢duTonpenaparos,
MOJIyYa€MbIX Ha IPOMBIIUICHHBIX
MPEANPUATHIX U UX aHAIN3 C YUYETOM
AHTPONOTEHHBIX (PAKTOPOB.

145

Buonornyecku akTUBHBIE TOOABKU K
THIILE, oIpe/ieIieHuE,
3aKOHOJIATEIIBbHBIN CTaTyC, KOHTPOJIb
3a IPOM3BOJICTBOM.

14.6

BausHue TEXHOJOTMH H3TOTOBIICHUS

1 3
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JIEKapCTBEHHBIX (OPM Ha KauecTBO

JIEKapCTB pacTUTENBHOTO
HPOUCXOXKICHUSL.
14.7 | IIpuroroBneHue u aHam3 - - 1 2 3

JIEKAPCTBEHHBIX CPEICTB B YCIOBHSX
anTeKu C Y4eTOM MOP(OIOrHYECKHX
IPYII JJEKAPCTBEHHOT'O CHIPbSI.

Htoro 27 10 9 29 75
dapmaneBTHYECKast TEXHOJIOTHS
1 CoBpeMeHHOE COCTOSIHHE u 1 - - - 1
TEH/ICHITUH pa3BUTHS

(dbapMaleBTHUECKON  TEXHO-JIOTHUH.
l'ocypapcTBeHHOE ~ HOpMHpPO-BaHUE

MIPOU3BOJICTBA JIEKapCTBEHHBIX
penaparos

2 buodapmanusa. Bausaue dapmanes- 1 - - 1 2
TUYECKUX (akTopoB Ha
OMOJIOTHYECKYI0O  JTOCTYHOCTh U
CTaOMIIBHOCTh JIE€KapCTBEHHBIX
penaparos

3 | IlepcriekTUBBI pa3BUTHs TEXHOJIOTUU 1 - - 2 3

nekapcTBeHHbIX  (opM.  Jlekaper-
BEHHBIC IIpEnaparbl C 3aJaHHBIMHU
(bapMaKOKMUHETUYECKUMHU

cBorictBaMu. HoBble JIeKapCTBEHHBIE

hopmbI

4 | buorexHonorus KaK HayKa. 1 - - 1 2
XapakTepucTuka M 0COOEHHOCTH
JIeKapCTBEHHBIX npenapaTos,
MOJTy4aeMbIX OMOTEXHOJOTMYECKUMHU
METOIAMHU.

5 | OcoOeHHOCTH  W3TOTOBIEHUS U - - 2 4 6
KOHTPOJITb KadecTBa KHUJIKAX
JIeKapCTBEHHBIX bopm IS
BHYTPEHHETO 17§ Hapy>KHOTO
IPUMEHEHHMSI

6. | I'ma3Hble JIeKkapcTBEHHBIE MTPETIapaThl, 1 - 2 5) 8
TEXHOJIOTHYECKHE 0COOEHHOCTH
W3TOTOBIICHUSI B COBPEMEHHBIX
YCIOBHSAX

7 Bunel ¢apmaneBTuueckoii HecoBme- 1 - - 1 2
CTMMOCTH U CITIOCOOBI UX YCTPaHEHUs

8 | Ocobennoctu W3TOTOBIICHHSI 1 - - 1 2

JIEKAPCTBEHHBIX  IIpENapaToB Ul
WHBEKIUH, HOBOPOXKICHHBIX U JETEH

10 1 roja, cojiepxKaInine
AHTUOMOTHKY U APYTHE

9 | OcoOeHHOCTH U3TOTOBJIEHUS Ma3eH C - - - 2 2
WCTIOJIb30BaHUEM COBPEMEHHBIX
TEXHOJIOTHI

10 | I'omeonaTtuyeckue  JIeKapCTBEHHBIE 1 - - 1 2
TperapaTsl
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| Miroro I | 4 | 18 | 30

dapmaxoJIorus
1 I[Ilytu  BBemeHUsS  JICKapCTBEHHBIX 2 - - 5 7
cpeactB. BcacwkiBanue, pacnpene-
JICHHEe, JEeTOHUpPOBaHHE, OMOTpPaHC-
dbopMmarus, MeTaboIM3M JICKapCTB B
opraHusme
2 | JlekapcTBeHHBIE CpezcTBa, - - - 4 4
JCUCTBYIOIIHNE Ha CepAeyHO-
COCYJTUCTYIO CUCTEMY
3 JlexapcTBEHHBIC CpelCTBa, - - 3 4 7
BIUSIONME Ha (QYHKIMIO OpPraHOB
MUIIIEBAPCHUS
Hroro 2 3 13 18
YrpaiieHue ¥ SKOHOMHKA GapMaliiu
1. dapmareBTUYECKUI MECHEDKMEHT 1 - - 2 3
2. dapMaleBTUYECKUN MapKETUHT 1 - - 2 3
3. Cucrema rocyaapcTBEHHOTO - - 4 5 9
KOHTPOJIAA Ka4€CTBa JICKaPCTBCHHBIX
Cp€ACTB B alITCYHBIX YUPCIKACHUSIX.
Hroro 2 - 4 9 15
TecToBBIM KOHTPOJIb 3HAHUN 3 3
HroroBas arrecrarus 6 6
Bcero 39 10 29 66 144

*B0o3MOXHBI H3MEHEHUS B y‘Ie6HO-TCMaTI/I‘-IeCKOM IINTaHE B 3aBUCHMOCTH OT IIOXCJIaHUA
cayuiaTenein

5.3. Onucanue pa3iesoB Kypca

P®apmaneBTHYecKas XUMHUA U (papMaKOTrHO3UA

1. TocynapcTBeHHBIii KOHTPOJIb KavyecTBa JIEKapCTBEHHBIX Cpe/ICTB.
Peryaupyiomue ero npuHUMIbI ¥ MoJioxkeHus. O01me MeToaAbl U NPHeMbl HCCJIe0BAHUS
KayecTBa JeKapcTBeHHbIX cpeacTB. HopmaruBnasi aoxkymentanms. I'ocynapcrBeHHas
(papmaxonesi, papmakoneiiHas crarbs. PapmakoneiiHas crarbsa npeanpusaTus. [Ipodaema
(panbcuGUIUPOBAHHBIX J1eKAPCTBEHHBIX CPeACTB. 3aKOH 0O JIEKAPCTBEHHBIX CpeICTBaXx.
IlepcnexkTuBbI pa3BuTus GapManeBTHYECKONH XUMUHN U (PAPMAKOTHO3HH.

@®enepalibHbIl 3aKOH O JIEKApPCTBEHHBIX CpeACcTBaX. MeXAyHapoAHble CTaHJapThl,
obecrieunBarolie KauecTBo JiekapcTBeHHbIX cpeacts (GLP, GMP, GDP, GCP, GPP).

Cranpaptuzanus JI€KapCTBEHHBIX CpEACTB, HopMaTuBHas jaokymeHTauus (HJ):
['ocynapctBennas (apmaxornes, obue ¢apmakoneiinsie craten (ODC), dapmaxomneiiHbe
cratbu  (®C), dapmakoneitasie crtathu npennpustus (DOCII). [eiicTByromme MOpUKasbl,
UHCTPYKLIMK, MX 3aKOHOJATENIbHBIM  XapakTep. MexayHapoaHas ¢dapmakones BO3,
EBporneiickas ¢Qapmakones u JApyrue peruoHaJbHblE M HalMOHAJNbHbIE (hapMaKOIIeH.
CpaBHuTenbHas XapakTepuctuka. (OcCHOBHas HOpMaTHBHas JokyMmeHTaiuss M3 PO,
perjJamMeHTUpyollas KOHTPOJb KadecTBa JIEKapCTBEHHBIX cpeacTB. I[loHsTne kauecTBa
JIEKapCTBEHHBIX CPEACTB U COBPEMEHHbIE TPEOOBAHUS K KaUECTBY JIEKApPCTBEHHBIX CPEJICTB.

JlenapTamMeHT roCyIapCTBEHHOTO KOHTpPOJIs KadecTBa, 3((HEKTUBHOCTH, 0€30MacCHOCTH
JIEKapCTBEHHBIX CPEACTB M MEIUIMHCKON TEeXHUKH. ['apMOHM3alMs NpaBWI HaAJexarien
MIPOU3BOJCTBEHHOW  MPAKTHKU:  OTpaciieBOM  CTaHHapT 1O  OO0ecleyeHUr0  KayecTBa
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JIEKapCTBEHHBIX CpEACTB. LIEHTpbl KOHTPOJS KadyecTBa JIEKAPCTBEHHBIX CPENCTB U ILIEHTPBI
cepTudUKaIK JEKapCTBEHHBIX CPEJICTB.

2. AHajquTHYecKoe o0ecreyeHHe KayecTBa  JIEKAPCTBEHHBIX CPEACTB B
COOTBETCTBMH € TPeOOBAHUSIMHU MEAYHAPOAHBIX CTAHAAPTOB (MpaBHJa Ja0OPATOPHON,
KJIMHUYECKO#i, MPOU3BOACTBEHHOIi U (apmaneBTHYeckoid mpakTuku — Good laboratory
practice (GLP), good clinical practice (GCP), good manufacturing practice (GMP) and
good pharmacy practice (GPP). Baaunamusi MeToaquk aHajau3a. [lepcneKTuBbI pa3BHTHS
papmaneBTHUYeCKO XMMUMN U (PAPMAKOTHO3HH.

[TpaBuiia opraHu3anuy KOHTPOJIS Ka4eCTBA JIEKAPCTBEHHBIX CPEACTB, IPENYCMOTPEHHBIE
GLP, GMP, GCP, GPP — eaunas cuctema TpeOOBaHUI IO OpraHU3alMM KOHTPOJIS KadyecTBa
JICKapCTBEHHBIX CPEJCTB OT Hadaja MepepabOTKH CHIPbS 10 MOJYYEHHS] TOTOBBIX HPOJYKTOB
(TepmuHOJIOTHS, OOECIeUeHUE KAdyecTBa, MEPCOHAN, 3[aHUS U IOMEIIeHUs, 00OpyIOoBaHUE,
nporecc MpPOM3BOJACTBA, OTAEN TEXHUYECKOTO KOHTPOJS, Baluaauus, crenupuuecKkue
TpeOOBaHUS K KOHTPOJIIO CTEPHIIbHBIX JIE€KaPCTBEHHBIX CPE/ICTB).

Cranpgaptuzanus JIeKapcTBEHHBIX cpencTB. COBpEMEHHOE COCTOSIHME M IIyTH
COBEpIICHCTBOBAHUS CTaHAPTU3ALMHU JIEKAPCTBEHHBIX cpelcTB. [lonsTue o Banmuaanuu. Ooume
METOJMYECKHE INPUEMBl B OLEHKE KayecTBa JIEKAPCTBEHHBIX BEIIECTB U UX JIEKAPCTBEHHBIX
dbopm.

CoBpeMEHHOE COCTOSIHUE W 3a/Jayd  KOHTPOJIsSl KadecTBa NpU BHYTPHUANTEYHOM
MIPOU3BOJICTBE JIEKAPCTBEHHBIX CPE/CTB.

3. Co3naHue HOBBIX JieKapCTBeHHbIX BemlecTB. CoBpeMeHHbIe MOAX0/Abl U METO/IbI
CHHTE3a JIEKAPCTBEHHBIX BelleCTB OCHOBHBIX (hapManeBTHYeCKHUX rpyni. CpaBHUTeIbHAS
XapaKTepPUCTHKA MOKa3aTejieil, HOPM M MeTOJAOB II0 OTe4YeCTBEHHOH M 3apy0esKHOMH
AOKYMEHTAIUH.

TepMuHOJIOTHSI U HOMEHKIIATypa JIEKapCTBEHHBIX cpelcTB. Toproseie Ha3BaHus. Pycckue
W JIaTUHCKME Ha3BaHUS. BocmpousBeneHHbIE JIE€KapCTBEHHBIE CpPElICTBA  (IKEHEPUKH).
MexnyHapoaHble HenaTeHToBaHHble HaumMeHoBaHusi (MHH) nexkapcTBeHHBIX —BelIECTB.
I'ocynapcTBeHHBIN peecTp JieKapCTBEHHBIX CpeacTB. COBPEMEHHOE COCTOSIHUE U NEPCHEKTUBbI
pa3BUTHs HanOOoJIee BaKHBIX TEPAIIEBTUYECKUX IPYII JIEKAPCTBEHHBIX CPECTB.

3amaun ¢apManeBTUYECKON XHMUU B pa3pabOTKe METOJOB HCCIIEJOBAHUS U OICHKE
KayecTBa JIEKApPCTBEHHBIX CPEJICTB, MOBBIEHUU APGEKTUBHOCTH KOHTPOJII KauecTsa,
YCTpaHEHUI0 NpUYMH Opaka U TMOSIBIEHUS HeI00pOKayeCTBEHHOM (apMaleBTHYECKON
OPOAYKIMH, a TaKkke Qalbcu(UINPOBAHHBIX JEKAPCTBEHHBIX CPEICTB. JTa 3ajjauya peraeTcs C
MOMOIIBIO YTJIYOJIEHUs] TEOPETUYECKUX M TNPAKTUUECKUX 3HAaHMUH B 00jacTu (pu3MUecKuX,
XUMHUYECKHUX, OMOJIOTUYECKUX, MUKPOOHOIOITMUECKUX U 0COOEHHO MHCTPYMEHTAJIbHBIX METO/I0B
KOHTPOJISI JIEKAPCTBEHHBIX CPEJICTB HA BCEX ATAalax €ro Npou3BOACTBA.

[TpyunHbl, [OpUBOJALNIME K W3MEHEHMIO KauyecTBa JIEKaPCTBEHHOI'O  BEIIECTBA
(Bo3melicTBUE CBeTa, BIAru, TEMIEPATypbl W JpYrux (akTopoB, mNpeaycMaTpUBAEMbIX
YCIOBUSIMU U CpoKaMu xpaHeHus). [lpupona u xapakrtep npumecen (cnenuduyeckue u oodmue
npuMmecr). OOecriedeHne KayecTBa Ha CTausaX pa3paOOTKHU, W3TOTOBJIEHUS, XpaHEHUs,
TPaHCIIOPTUPOBKU U TOTPEOJIEHUs JIEKAPCTBEHHBIX CPEACTB. MeTO/bl COBPEMEHHBIX CHCTEM
(GLP, GMP, GCP, GPP). TlpueMbl W METOMABI OSKCIpPECC-aHATM3a JICKAPCTBEHHBIX (HOPM.
Merognueckue  moaxoasl K BeIOOpy  Meroma.  OTHocuTenbHas — CEHU(UIHOCTD,
qyBCTBUTEIBHOCTD, IPABUIBHOCTD (TOYHOCTH) U BOCIIPOU3BOIUMOCTH METO/IA.

4. CoBpeMeHHbIe TPeOOBAHHMA K Ka4eCTBY JIeKapCTBeHHBIX cpeacTB. KommiecHbli
XapakTep OHEHKH KavecTBa. OTHOCHTEJBHOCTH TpPeOOBaHWMH, HOPM M MeETOI0B
ucc/ieI0BAHMSA JIeKAPCTBEHHBIX CPe/ICTB, IyTH COBEPILIEHCTBOBAHHUS.

JlonmycTuMble TpUMECH U TMPUMECH, KOTOPBIX HE JOJDKHO OBITh B JIEKAPCTBEHHBIX
cpenctBax. [Ipupona u xapakrep npumecel (cnenuduyueckue U oomme). Bausaue npumecein Ha
KaueCTBEHHBIH M KOJMYECTBEHHBIM COCTaB, (apMaKOIOTUYECKYIH) aKTUBHOCTh. KOMILIEKCHBIH
XapakTep OIEHKM KauecTBa JIEKapCTBEHHBIX CpeACTB. [IpHunHBbI, NMpUBOASIINE K U3MEHEHUIO
CTPYKTYpBI JIeKapCcTBeHHOro BemiecTBa. [Ipupona u xapaxkTtep mpumeceil (IpOM3BOACTBEHHbBIE
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IPUMECH, NOJYNPOLYKThl, HCXOJHOE ChIpbe). BimsHuMe mpuMeceldl Ha KayeCTBEHHBIH U
KOJIMYECTBEHHBIN COCTaB JICKaPCTBEHHOT'O CPEZCTBA.

5. BplIsiBJIeHHE HOBBIX JIEKAPCTBEHHBIX PACTEHHMII H HOBBIX BU/0B JIEKAPCTBEHHOI0
PACTHTEJIbHOIO ChIPbS.

@WIOreHeTUYEeCKUl NPUHLMUI, METOJ MAacCOBBIX AaHAJIW30B, HUCIOJIb30BAHUE OIIbITA
HapOJHOW MEAULIMHBI U JP.

6. TurpumerpuyecKHe MeTO/bl KOJUYECTBEHHOr0 OINpeleeHUs] JeKapCTBEHHbIX
cpeacrB. O0masi xapakrepuctuka. TurpoBaHHble pacTBOpbl. CnocoObl BbIpakKeHHsI
KOHIEHTPALUi U pacyeTshl.

KHCII0THO-OCHOBHOE TUTPOBAaHUE B HEBOJIHBIX M BOJIHBIX PACTBOPAX, OKHCIUTEIBHO-
BOCCTaHOBUTEJIbHbBIE METO/IbI (Mogometpus, IIEpMaHraHaTOMETPHS, LEpUMETpHUS,
OpomMaromMeTpusi), METO/IbI OCaXKJICHHS (aprenTomeTpus, MEPKYPUMETPHS),
KOMIUIEKCOHOMETPUS, HATPUTOMETPHUSL.

7. ®usnyeckne U GU3NKO-XHUMHYECKHE METOAbl AHAIN3A JIeKAPCTBEHHBIX CPEACTB.

PedpakromeTpusi, OCHOBHBIC MTOJIOKECHHUS, PACUETHI KOHIICHTPAIUH.

DOTOMETPUYECKUE METOABl aHAJIN3a JIEKAPCTBEHHBIX CpeAcTB. DOTOKONIOPUMETPUS U
cnektpodoromeTpusi. O0mas xapakrepuctuka. [IpuMeHeHrne B aHann3e MHOTOKOMITOHEHTHBIX
JekapcTBeHHbIX (popM. CpaBHUTEIbHAS XapaKTEPUCTUKA METO/IOB.

XpomarorpaduuecKkiue METOIbl B aHAIN3€ MHOTOKOMITOHEHTHBIX JIEKAPCTBEHHBIX (OpM.
Xpomarorpapuss B ToHkoMm cnoe (TCX). TI'azo-xuakoctHas xpomatorpadus (IKX).
BricokoaddexruBnas sxuakoctHas xpomarorpadus (BOXKX).

8. AHaIM3  JIeKapCTBEHHBIX  CPeACTB MO0  (PYHKHHOHAJIBHBIM  TI'pPyHIaM.
IIpousBoanbie anabaernaoB. Kiaccupuxkanusa. Xumuyeckue CBOHMCTBA.  AHAJIM3.
TpeGoBanns Kk Ka4ecTBY JEKAPCTBEHHBIX CPEICTB, COAEPKAIMX IVIIOK03Y (MHbEKIIHOHHBIEC
PacTBOPBI, IVIa3HbIEe KaIJIN).

JlekapcTBEHHBIE BEILECTBA, COACpXKAIUME B CTPYKType albJErMJHbIE TIPYyNNbl U
BBIJIETISIIOLINE B IIPOLIECCE PEAKIIMH aJIbJIET U Ibl. XUMUYECKUE CBOICTBA, IPUYMHBI HECTOMKOCTH.
XapakTepuCTUKa OTIENbHBIX MpeacTaBuTeneid. OOLMe MeTo[bl aHaIW3a Kak ajbJerujoB.
YacTHble peakMM B 3aBUCUMOCTU OT CTPYKTypbl. Peakuuu MOMJIMHHOCTH U METOIbI
KOJIMYECTBEHHOTO OIIPEIEJICHUS [NIFOKO3bI, HUTPaJs, FTEKCAMETUICHTETPAMUHA, XJIOPAITUAPATa U
IpyruX B JIeKapcTBEHHbIX ¢opMax. TpeboBaHMS K KadecTBY JIEKapCTBEHHBIX (hopwm,
CoJIep KalUX TIIOKO3Y (MHBEKIIMOHHBIE PACTBOPBI, IJIa3HbIE Kaljil). XMMUYECKHE MTPeBpaIleHus
r0K03bl. CTabmin3anus pacTBOPOB IIFOKO3BI.

9. JlekapcTBeHHbIEe BellecTBa, MNPOM3BOAHbIe KapOOHOBBIX KHCJIOT, COJIH
KapOOHOBBIX KHUCJIOT. OKCUKHCI0THI, AMUHOKUCJIOTBI. AMUHOCTIHPTHI. Ci10KHbIe (U pPbI
amMuHocnupToB. OOmasi xapakrepucruka. AHaau3. DeHoJbI M HX MPOU3BOJHBIC.
XuMnyeckue cBOMcTBA. Peakuuu NoJJIMHHOCTH, KOJTHYECTBEHHOE OIpeiesIeHHe.

JlekapcTBeHHbIE BEIECTBA, MPOM3BOJHBIE KapOOHOBBIX KHCIOT. CoiaM KapOOHOBBIX
KUCH0T. OKCHKUCIOTHL. [Ipou3Bo/HBIE aMHHOKHMCIOT, AMHHOCHHUPTOB, CIIOXKHBIX 3(QHUPOB
aMHHOCTIMPTOB. AHalU3 JIEKAPCTBEHHBIX (OPM, COJAEpKAIUX CAIULMIOBYI0O U OEH30MHHBIE
KHUCJIOTBI, UX ITPOU3BOHbBIE, TTIIOTAMUHOBYIO, aMUHOKAIIPOHOBBIE KUCIIOTHI, 3QenpuH. DeHonbl u
ux mnpousBoAHble. OOmIas XapakTepUCTHKA, CBOICTBA, MPUYUHBI HECTOMKOCTH. Peakiuu
UACHTU(DUKAIIMY OTIENbHBIX MpeJcTaBUTeNIel. XapaKkTepUCTUKA OTIENbHBIX MHpeICTaBUTENEH.
Metoapl ~ KoIMYeCTBEHHOTo  ompeaeneHus.  OcoOeHHOCTH — HOAOMETpUYECKOro U
HOIXJIOPMETPUUECKOTO ompeneieHus: (eHoIoB. AHalIu3 JIEKAapCTBEHHBIX (OPM, coAepKallnux
PE30pIMH, aJpeHaIMH, Me3aToOH, (EeTaHoJ, NHUPHIOKCHHA TUIAPOXJIOPU[, (HHU30CTUTMHHA
callMuuiIaT, Mop(puHa THIPOXIOPUL U JIp.

10. Apomatnyeckue  amunbl. Krnaccuduxanusi.  XuMuyeckue  cBOICTBa,
00yCJIOBJICHHBbIC HAJMYMEM apoMaTH4ecKOi amMuHOrpymnmnsl. O0mme u cneuuduyeckue
peakuuu. AHaam3. CnenuuyecKkue peaknuu HNPOU3BOAHBIX aMHAOB CyJb(paHUJI0BOI
KHCJIOTHI.
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Apomaruyeckne amuHbl. Krnaccupukanus. XuUMHUECKHE CBOWCTBA apOMAaTHUECKUX
aMHHOB, 00YCIIOBJICHHbIE HAJIMYMEM apoMaTHYecKod amuHorpymnmnsl. OOmue u cnenudpuyeckue
peakuuu 1OIMHHOCTH. (OCOOEHHOCTH aHaimM3a MPOU3BOAHBIX aMHAOB CYJIb(paHHUIOBOM
KUCJIOTBl. AHalM3 IVIa3HBIX Karelb, COJepXKallluX CyibadanupuiazuH-HaTpUl, cyibdanui-
HaTpuii, HOpCYNb(]a3on-HATPUN U JP.

11. JlekapcTBeHHble Ipenaparbl, cojep:KaliMe MPHPOAHbIEe OHOJOTHYECKH
aKTHBHbIEe COCJUHEHUsl, HMX CHHTeTHYeckue aHajoru. IIpemaparbl aakanouI0B,
BUTAMMHOB, aHTHOMOTUKOB. O0mIas XapakTepucTHKa mo rpynmnamM. Meroabl aHaju3a B
MHOTOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX (hopMax.

[Tpenapatsl QJIKAJIOUIOB. ITponsBonHbIE TpomaHa, OEH3MIM30XHHOJINHA,
(eHaHTPEHN30XWHOJIMHA, UHJ0JIa, UMHIa30i1a, mypuHa. OOmas XxapakTepuCTHKa MO TPYIIIaM.
XUMHUYECKHE CBOMCTBA, METOJbl aHAIM3a Ha IPUMEPE OTAEIbHBIX IpeAcTaBuUTeNci. AHamu3
JIEKapCTBEHHBIX (HOPM, COZIEprKAIIUX MPerapaThl ATKAIOUIOB (aTpONHHA Cylb(at, CKOMOJIaMHHA
rUIpOOpOMHU], MamaBepuHa TUAPOXJIOPUI, MopduHA TUIPOXJIOpHUI, KoJeuHa docdar,
symuH, TeoQUIUTHH, TeOOPOMUH | Jp.). KHCIOTHO-OCHOBHOE TUTPOBAHUE COJIEH a30THUCTHIX
ocHOBaHUHU. [IpnunHbI OIMOOK NPU TUTPOBAHUH.

Buramunasl u kodpepmentsl. OOmias xapakrepuctuka. Knaccupukamus. XuMudeckue
CBOWCTBA OTIENbHBIX MpeAcCTaBUTENeH. AHanM3 JEKapCTBEHHBIX (OpPM, COAEpIKaIIMX
IIPOU3BOJHBIE MUPUANHA (KUCIOTAa HUKOTUHOBAsA, aMMJl HUKOTHUHOBOW KHCIIOTBI, MPOU3BOJHbIE
OUPUMHUIMH-THA30J1a (BUTaMUHBI Tpynnsl Bi), Npou3BoJHbIE M30aIOKCa3MHA (BUTAMUHBI
rpynmsl By), mpou3BoaHbIE TAKTOHOB HEHACBHIIICHHBIX MOJMOKCHKAPOOHOBBIX KHCIOT (KHCIIOTA
acKopOMHOBas).

[TpenapaTsl aHTUOMOTUKOB. MeTO/ b aHAIM3a JIEBOMUIIETHHA B JIEKAPCTBEHHBIX opMax,
UX CPaBHUTEINIbHAs OLICHKA. AHAIU3 JIEKAPCTBEHHBIX (OPM C SPUTPOMHULITHOM.

12. O6uue MeTo/IbI U MPHEMBbI HCCIeJOBAHHUS.

AHanu3 KauecTBa JICKApPCTBEHHBIX CPEJICTB II0 BHEIIHEMY BHJY Ha OCHOBaHHH
TpeOoBaHuil yacTHbIX («Omnucanue») u odbumux crateil ['®. IlpuuunHel, npuBogsAmIMEe K
U3MEHEHMIO KayecTBa. [IpueMouHbIi KOHTPOJIb 10 HOPMAaTUBHON JTOKYMEHTALIUH.

TutpruMeTpuuecKkre MeTO bl KOJIMUECTBEHHOTO ONPEIEICHUS JIEKAPCTBEHHBIX CPEJICTB.

Pedpakromerpust B aHaJIN3€ JIEKAPCTBEHHBIX CPEJICTB.

DOTOKOJIOPUMETPHS U CIIEKTPOPOTOMETPUS B aHAJIN3E JIEKAPCTBEHHBIX CPEJICTB.

Xpomarorpadus B KaueCTBEHHOM U KOJMYECTBEHHOM aHAJIN3€ JIEKapCTBEHHBIX CPE/ICTB.

13. Dxkcnpecc-anaau3 JekapcTBeHHbIX (popM. [IpueMbl 1 MeTOABI IKCIIpecc-aHATN3A
JICKApPCTBEHHBIX CPEJCTB BHYTPHANITEYHOI0 NPOU3BOACTBA.

AHanu3  JeKapcTBEHHbIX (OpM  BHYTPHANTEYHOTO IPOM3BOJACTBA —  aHAIM3
KOHIIEHTPATOB, M0JIy(hadpruKaToB, pacTBOPOB JJIs1 HHBEKLUH, IEKapCTBEHHBIX (POpM Ui neTelt u
Ap.

AHanu3 JeKapcTBEHHBIX (OpPM  BHYTPHANTEYHOTO IMPOM3BOJCTBA, COJEpPIKAIUX
JIEKapCTBEHHBIE BEILIECTBA U3 PA3HBIX TPYIIT XUMHUUYECKUMHU U PU3NKO-XUMHUECKUMHU METOIaMHU.

OKclpecc-aHaiu3  JIEKapCTBEHHBIX (OpPM, COAEp)KAIlMX — AJIKAJOWUIbl, BUTAMHHBI,
AHTUOMOTHKHU.

14. JlekapcTBeHHbIE NPenapaThbl HEOPraHMYecKOoil MPUPOIbl. AHAIU3.

XVMHYECKHE CBOMCTBA TajJOr€HOBOJOPOJHBIX KUCIOT, pacTBOpa BOJOPOJA NEPOKCHIA,
KHUCJIOTHl OOpHOM, HaTpusi THUApoKapOOHaTa, MarHus cyiabdara, cepeOpa HHUTpata u Ap.
OcoOeHHOCTH aHallM3a HEOPraHMYECKUX JIEKapCTBEHHBIX IpernapaToB. OOmue W 4YacTHbBIE
peakuuy MOAIMHHOCTU. METObl KOJMYECTBEHHOTO ONPEEIICHUS: OCAXKIECHNUE, OKUCIUTEIbHO-
BOCCTAHOBUTENIbHBIE, KOMIUJIEKCOHOMETPHS. AHAIU3 MHOTOKOMIIOHEHTHBIX JIEKApPCTBEHHBIX
dopm, coaepxKalux HEOPraHNUECKUe JIEKapCTBEHHBIE BEIIECTBA.

15. AHaau3  opraHM4YecKHX BelleCTB B  JIeKAPCTBEHHbIX  ¢opMax 1o
(PyHKIHMOHAJIBHBIM IPyNIaM.
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JlekapcTBeHHbIE BEIECTBA, COACpXKAlUe aibAeTHAHbIe TIpymnmbl. JlekapcTBeHHbIE
BEIIECTBa, pasjlaraloliydecs B TPOIECCe pEeaKIUil C BbIIEICHHEM allbJeTuI0B. AHaIN3
JICKapCTBEHHBIX (hOpM.

[IpousBogubie  KapOOHOBBIX  KHUCIOT, cOMH.  OKCHUKHUCIOTBL.  AMHHOKHCIIOTHI.
AMUHOCIHUPTHI, CIIOKHBIE 3(pUPBl aMUHOCTIUPTOB. AHAIN3.

Apomarudeckue aMuHbl. ['pynmnoBbie u crienuduyeckue peakuu MoAITNHHOCTH. AHAIN3
JIEKapCTBEHHBIX (OPM, COJIEPIKAIIUX TPOU3BOIHBIC APOMATHIECKUX AMUHOB.

['eTepolMKIINYECKUE JICKAPCTBEHHBIE BELIECTBA CHUHTETHYECKOIO IMPOUCXOKICHUS.
['pynmnoBble peakiuy MOATMHHOCTY Ha TeTEePOLUKINYECKU a30T. AHAJIN3 MHOTOKOMITOHEHTHBIX
JIEKapCTBEHHBIX (GOpM, COJEpXKalluX NPOU3BOAHBIE (ypaHa, mnHpazona, MNUPUMHUAMHA,
UMUa3071a.

JlekapcTBeHHbIE CpPEJCTBA, COJAEpXKAllME MPUPOAHbIC OHUOJOTUYECKH AKTHBHbBIC
COCIMHEHUS M UX CHHTETUYECKUE aHAJIOTH.

16. JlekapcTBeHHbIE CPEACTBA PACTUTEIbHOI0 MPOUCXOKIEHHSI.

XapaKkTepUCTUKA PhIHKA CPEICTB PACTUTEIHLHOTO POUCXOKICHUS.

[lepcriekTHBBI pa3BUTHUS aHAIN3a PACTUTENBHBIX JIEKAPCTBEHHBIX CpeAcTB. MeToabl uX
UACHTUQUKAIIMA W CcTaHaapTu3auud. HopmaTwBHas JOKyMEHTAlMs Ha JICKapCTBEHHOE
pacTUTEIbHOE ChIPbE, €€ aHauu3. XapaKTEepUCTUKAa OOIIMX METOJIOB OIICHKH KauecTBa
JIEKapCTBEHHOI'O PACTUTEIBHOTO ChIPbsi M IOJy4YaeMbIX W3 Hero mnpemnaparoB. OcobeHHocTH
UCCJICIOBAHMSI, TIEPCIEKTUBBI Pa3BUTUSI METOJIOB KOHTpPOJs KadecTBa. OCHOBHBIE MPUHLHUIBI U
METOABI ~ KOHTPOJII ~ COCTOSHUSI ~ OKPY)KAaIOIIeH  Cpeapl, OKOJOTHYECKUH  MOHHTOPHUHT.
CoBpemeHHble  MpoOJEMbl  MPUMEHEHUS  JIEKAPCTBEHHBIX  CPEJICTB  PACTUTEILHOTO
POMCXOXKACHUS. BIMsSHUE TEXHOJOTUU W3TOTOBJICHUS JIGKAPCTBEHHBIX (OPM Ha KavyecTBa
JICKAPCTBEHHBIX CPEJICTB PACTUTENBHOIO NpoucxoxkaeHus. COBpeMEHHbIE MPEACTAaBICHUS O
nyTsX OoOpa3oBaHWs W JUHAMUKE HAKOIUICHUS OHMOJOTMYECKH aKTHBHBIX COCAMHEHHH B
JIEKaPCTBEHHBIX PACTEHUSX. BUOTEXHOIOTUs IEKaPCTBEHHBIX CPEJICTB U OCOOEHHOCTH KOHTPOJIIS
Ka4yecTBa MpenapaToB, MOITYIEHHBIX METOIAMH OMOTEXHOJIOTHH.

dapmaneBTHYECKAs! TEXHOJIOTUSA

1. CoBpeMeHHOe COCTOSIHMEe M TeHJACHUUMH Pa3BUTHA ¢(apManeBTHYECKOI
TexHooruu. l'ocynapcTBeHHOe  HOpPMHMpPOBAHHME  NPOM3BOACTBA  JIEKAPCTBEHHBIX
npenaparos.

OcHOBHbBIE HaIpaBJIEHUS B CO3JaHUM JIEKAPCTBEHHBIX cpelcTB. OCHOBHbBIE MOHSTUS U
TEPMUHBl TEXHOJIOTMM JIEKAPCTBEHHBIX IpenapaTroB. ['ocyaapCTBEHHOE HOPMHUPOBaHUE
IIPOM3BOJCTBA JIEKAPCTBEHHBIX IpernapaToB B Hamed crpade. [IpaBwia opraHusanuu
IIPOU3BOJCTBA U KOHTPOJIS KAa4eCTBA JIEKAPCTB.

2. buodapmanus. Bausinue ¢papmaneBTHUeckMX (AKTOPOB Ha OHOJIOTHYECKYIO
AOCTYITHOCTb M CTA0MJIbHOCTH JICKAPCTBEHHBIX NIPENAapaToB.

OcHoBHBIE 1€MW M 3aJadyd JAHHOTO HayyHoro HampasieHusd. Ilonstue o
(bapMaKOKUHETHKE, O OMOJIOTMYECKON JOCTYMHOCTH JIEKApCTBEHHBIX CPEACTB, O XMMHUYECKOH,
OMOJOTrNYECKON U TepaneBTUUYECKON SKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX INpenapaToB. [lonsTue o
JOUKEHEPUKOBBIX JIEKAPCTBEHHBIX Ipelaparax.

3. IlepcneKTUBBI Pa3BUTHS TEXHOJOTHH JIEKAPCTBEHHBIX (popM. JlekapcTBeHHbIE
npenaparsl ¢ 3aJaHHBIMH (P)apMAKOKMHETHYeCKMMH cBolicTBaMu. HoBble 1ekapCcTBEHHbIE
¢popmbI.

[Togxon K M3Y4YEHHUIO MEPCHEKTUB Pa3BUTUS (hapMalEBTHUECKOW TEXHOJOTUU C TOUKH
3peHusi COBpeMEHHOMU (hapMaKoTepanuH.

OcoOeHHOCTH  JIeKapCTBEHHBIX (OpPM  HAMpPaBICHHOTO JEHCTBUS C  3aJaHHBIMU
(bapMaKOKMHETHUECKUMHU CBOMCTBAMM, XapaKTEPU3YIOIIHMECS: MPOJOHTUPOBAHHBIM JIEHCTBUEM,
KOHTPOJIMPYEMBIM BBICBOOOKICHUEM JAECUCTBYIOIIUX BEILIECTB, MX IEJIEBBIM TPAHCHOPTOM K
muieHu. TepaneBtuyeckue JekapcTBeHHbie cucteMbl (TJIC) kak gexapcTBa HOBOTO MOKOJIEHUS.
Oco0eHHOCTH IPOU3BOJICTBA U OLIEHKU KauecTBa.
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4. DBHOTEeXHOJIOrusl KaK HaykKa. XapaKTepHCTHKAa U 0COOCHHOCTH JIEKAPCTBEHHbIX
NpenaparoB, MOJYy4YaeMbIX O0MOTEXHOJIOTHYeCKUMH MEeTOIAMMU.

3HayeHne OWMOTEXHOJOTMHM Juid (PapMaleBTUYECKOM HAayKM ¢ TPAKTHKH  Kak
COBOKYIIHOCTh TE€XHOJIOTMYECKHUX METOJO0B, B TOM YHCJI€ T€HHOW WMHYKEHEPHUH, UCIOJIb3YIOIINX
JKUBbIE OpPraHU3Mbl U OMOJOTMYECKUE MPOLIECCHI JUIsl MPOU3BOACTBA JIEKAPCTBEHHBIX CPENICTB.
[TonsiTie 0 BO3MOXHOCTH CO3/IaHUSl JIEKAPCTBEHHBIX IpPENaparoB OHOTEXHOJIOTHYECKUMU
METOAaMHU: MUKPOOHOJIOTHYECKOTO CHHTE3a, TeHETUYECKON 1 KIETOUYHOW MH)KEHEPUH U JP.

Otpacau ouotexHonorud. OCoOOEHHOCTH MPOU3BOACTBA. XapaKTepUCTUKA IIPErapaToB.

5. Oco0eHHOCTH H3rOTOBJICHHSI H KOHTPOJb Ka4ecTBA KUJAKHX JIEKAPCTBEHHBIX
(opm 17151 BHYyTPEHHEr0 U HAPYKHOI'0 IPMMEHEHUSI.

Ou3nKo-XxMMUYEeCKHe U OHopapMaleBTHUECKHE CBOWCTBA HMCTUHHBIX PAaCTBOPOB.
buodapmaneBruueckue u  (QU3UKO-XMMHUYECKHE  aCMEKThl CYCIIEH3UH U SMYJIbCUU.
OKCTpaKIIMOHHBIE JIEKAPCTBEHHBIE CPENICTBA U3 PACTUTEIBHOTO ChIpbsl. PUTOINpEnapaThl.

6. I'1a3Hble JeKapcTBeHHbIE NMpenapaThl.

TexHoIOrHYECKHEe 0COOCHHOCTH U3TOTOBJICHUS B COBPEMEHHBIX YCIOBHSX.

7. Buabl papManeBTHYeCKOH HECOBMECTHUMOCTH M CIIOCOOBI MX YCTPAHEHHSI.

Ousnueckas ¥ PU3NKO-XMMUYECKass HECOBMECTHMOCTh, XMMHUYECKass HECOBMECTUMOCTD,
dapmakonoruyeckasi HECOBMECTUMOCTb.

8. buodapmaneBTHYECKHEe AaCMEKTbl W3rOTOBJIEHUS] JIEKAPCTBEHHBIX (opMm,
TPeOyIMX acenTHYEeCKUX YCI0BUH U3TOTOBJICHHS.

OcoOeHHOCTH  HW3TOTOBJEHMSI  JIEKAPCTBEHHBIX  IpenapaTroB s  UHBEKIU,
HOBOPOKICHHBIX U JIeTel 10 1 roja, JeKapCTBEHHBIX MPENapaToB, COACPIKAIIMX aHTUOUOTHKU U
Ap.

9. Oco0eHHOCTH WM3roTOBJIEHMS Ma3eili ¢ MCNOJAb30BAHHEM COBPEMEHHBIX
TEeXHOJIOTHid.

Ma3u kak nekapcTBeHHas aucriepcHas cucrtema. Kiaccudukanus. TexHomormueckue
ocobeHHocTH. OlleHKa KauecTBa.

10. 'omeonaTn4yecKue JJeKapCTBEHHbIE CPeACTBA.

Mexanm3m nelictBus. besonacHocts. KoHTpoIs KauecTBa. 3HaUEHUE B (hapMaKOTEPAITHH.

dapMmakoJiorust

1. Ilyru BBeleHHsI JIeKAPpCTBEHHBIX cpeldcTB. BcachiBanue, pacnpeaeseHue,
JAeNOHUPOBaHMe, OnoTpaHchopmanus, MeTad0/IU3M JIEKAPCTB B OpraHusme.

Buael orpunmarensHoro naedcTBus JekapcTB. [IpeaynpeskaeHue  OTpULATENBHOTO
JEHCTBUS JIEKAPCTB HA OPraHU3M U €r0 KOPPEKIUS.

2. JlexkapcTBeHHBbIE CPEACTBA, 1elCTBYIOIIME HA CEPAEYHOCOCYANCTYIO CHCTEMY.

JlexapcTBeHHbIE CPEICTBA, IPUMEHSEMbIE JJIs JICYEHUs HIIeMUYeckoi OoJie3HH cepila
(UBC). JlekapcTBeHHBIE CpeACTBa, NMPUMEHSEMbIE AJIS JICUEHUS CEP/IeYHON HEIOCTaTOYHOCTH.
JlexapcTBeHHbIE CPENCTBA, MPUMEHSEMbIE NPHU HAPYIICHUSX PUTMHU CEPACYHBIX COKpAIICHUMN
(MTPOTUBOAPUTMUYECKHE CPE/ICTBA).

3. JlexkapcTBeHHBbIE CPeACTBA, BAUSIONIME HA (PYHKIMIO OPraHOB MU IEBAPEHHSA.

OcnoBuble ¢yHkiuu JKKT. OcHoBHBIE cBoiicTBa mpenapaToB. MexaHU3M AEHCTBUSL.
[ToGounsbie a¢pdexTrl. [Tokazanus. [IpoTruBonokazanus. Homenkmnarypa.

YnpasieHue U 3KOHOMHUKA (papManuu

1. ®apmaueBTHYECKHMIi MEHEIKMEHT

CymHocThs U cofepxaHue MeHemkMeHTa. CucreMHas opranuzanus cgepbl oOpalieHus
JIEKapCTBEHHBIX cpeAcTB. llcuxosorust ympaBieHHs TNEPCOHAJIOM AaNTEYHOW OpraHU3alUu.
ConunanbHO-TICUXO0JIOTHYECKUE aCTIEKThl MEHEIKMEHTA.

@akTophl, BIUAKOIIME HA COLHUAJIBHO-TICUXOJOTMYECKUN KIMMAaT OpraHu3aluud |
UHAMBUAYyallbHOE ToBeneHue. [Ipupona, mpuuuHbl U TUNBI KOHGIMKTOB. (DYyHKIHMOHAJIbHBIE
MOCJEACTBHSI KOH(IUKTOB.
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2. MapMaueBTHYeCKH MapKeTHHT

MapKkeTHHT U ero poJib B SKOHOMHKE (papMalleBTUYECKUX NpeAnpusiTuil. OCHOBBI U BUIBI
MapKETUHIOBOM JeSATENIbHOCTH. PaciipocTpaHeHne cucTeMbl MApKETHHTA.

3. Cucrema rocyiapcTBeHHOr0 KOHTPOJISI KadyecTBa JIeKAPCTBEHHBIX CPeICTB B
anTeYHbIX yUpeKIeHUsIX.

['ocynapcTBeHHass cucremMa KOHTPOJISL —HPOU3BOACTBA, H3TOTOBJICHUS, KayecTBa,
3pPEKTUBHOCTH M OE€30MAaCHOCTH JIGKAPCTBEHHBIX CPEACTB W U3JCTUN  MEIUIIMHCKOTrO
HazHayeHus. CucreMa cepTuuKaly JeKapCTBEHHBIX CPEJICTB.

Cucrema ceprudpukanun ['OCToB Poccuiickoit @enepanuu. Bunsl HOpMaTHBHO-
TEXHUYECKON JOKYMEHTAIMHU 10 cTaHAapTu3anuu. 3akoH PO «O ceprudukanuu npoayKIud 1
yeiayry. Ilpaktuka mnpumeneHust 3akoHa Poccuiickoit @epepauun «O 3ammTe IMpaB
notpedurens». ['ocyapcTBEHHBI KOHTPOJb MPOU3BOJACTBA M M3TOTOBJICHUS JIEKAPCTBEHHBIX
CpeacTB. Buapl KOHTpOJSA: TOCYIapCTBEHHbIM, BEAOMCTBEHHBIM, apOUTpakHbI. MeTroabl
KOHTPOJIS: JIOKYMEHTAJIbHBIN, TOBAapOBeNYECKUH aHanu3, (apMmaleBTUUECKU aHalu3 |
BHYTPHUANTEYHbIA KOHTPOJIb.

Kontponp ¢apmaneBrrueckoir aestenpbHocTH. 3akoH Poccuiickoit ®enepamun  «O
JIEKapCTBEHHBIX  CPEJCTBaX» W TOCYAApCTBEHHBbIE TapaHTUM OOECIEYeHUs KauecTBa
¢ dexTuBHOCTH U 0€30MaCHOCTH JICKAPCTBEHHBIX CPEACTB M U3JCIUNA MEIUIUHCKOTO
HazHaueHus. IlpaBoBoe obOecrneueHue opraHuzauuu KOHTpojsl. DOpMbI U METOMBL
®dapMarieBTUYECKUI MOPSAA0K B alTeYHbIX ((hapMalleBTHUECKUX ) OpraHu3alusiX.
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6. OPTAHU3ALIMOHHO-IIEJATOI'MYECKUE YCJIOBUSA

6.1. TpeboBaHus K KBAJIM(PUKAIUYN NeJATOTHYECKHX KAJPOB, NpeacTaABUTe el
NpeINnpUATHH ¥ OPraHu3anuii, 00ecneynBaAOIINX PeaTu3aluio 00pa3oBaTeJbLHOI0
npouecca.

Peanuzanmuss ~ pononmHUTENbHOM — mpodeccHOoHaNbHOM ~ MpOrpaMMbl  MOBBIIICHUS
kBauukanuu «COBPEMEHHBIE METOJbl KOHTPOJS KadyecTBa JIEKAPCTBEHHBIX CPEACTB» IO
cnennanbHocTH  «@DapmaneBTHUecKas ~ XUMUS M (apMaKOrHO3Ms»  oOecreyrBaeTcs
IpernoiaBaTesiMi, MMEIOIMMH BhICIIEe 00pa3oBaHHME MO NMPO(WII0 mporpammbl. Bo3moxkHO
NPUBJICUYEHHUE K YYaCTHIO B IPOrpaMMe pabOTHHUKOB OpraHU3aluid, OCYIIECTBISIONINX TPYIOBYIO
NEeSATENIbHOCTh B MpodeccHoHANbHOH  cdepe, COOTBETCTBYyWOIIEH  MNpodeccCHoHaTbHON
NESTENIbHOCTH Pealii3yeMO MPOrpaMMbl MOBBIIICHUS KBAIU(DUKAIIMH.

6.2. MaTepuajibHO-TeXHUYECKHUE YCIOBHSA pPean3aluuu

6.2.1 OdopynoBanue 001er0 HA3HAYEHHS
Tabmuua 6.1

No HaumenoBanue Ha3nauenune

1 |lIpe3enraunonHoe obopynoBanue (MynbTUMenna-|/1s MPOBEICHUS JIEKIMOHHBIX u
[IPOEKTOP, IKPaH, KOMIBIOTEP ISl YIIPABICHUS) [CEMUHAPCKUX 3aHSATHM

2 |KommbroTepHsIii kiace (¢ Berxonom B Internet)  |Jlns OpraHu3anuu CaMOCTOSITEIIBHOU
paboTbl M CEMUHApCKUX  3aHATHH

CiIylaTesneu
6.2.2 Cnenuaan3upoBaHHoe 000pyA0BaHuUe
Tab6muna 6.2
MarepuaibHO-TEXHUYECKHE YCIIOBUSI O6ecne4eHHOCTh peanuzanuu
peanu3aum mporpamMmbl IPOTPaMMBI COOCTBEHHBIMHU
MaTepUaIbHO TEXHUUYECKUMHU YCIOBUSIMHU
Hanuune kabuHeToB ( yKazaTh KakuXx): Nwmeetcs KadepanbHbIi
JlekiMOHHOTO KabuHeTa JEKIMOHHBIA  KaOWHET, OCHAIICHHBIN
MYJIbTUMEIUNHON TEeXHUKOU IS
IIPE3EeHTalNN
Hanuuue nmaGoparopuii (yka3aTh Kakux): NmeroTcst  ocHaiieHHbIE HEOOXO0IUMBIM
JlaGopaTopun METONIOB aHalu3a JIEKAPCTBEHHBIX | 000OpPYAOBaHHEM XUMHYECKHE 151
CpeZCTB (bapMakorHocTuuyeckue J1aboparopun B
JlaGopatopun METOAOB aHajiu3a JEKAPCTBEHHOTO | MOMEUICHUAX kadenp
PaCTUTENBHOTO CHIPhs (bapmaineBTUYECKOM XUMHUHI u
(apMaKkorHO3UH
Hann4ne noauroHoB, TEXHUYECKHX YCTAaHOBOK He tpebyercs

HNmerorcss B JIGKIMOHHOM — KaOWHETe
Hanuuue TexHu4eckux cpescTB o0yueHus kadenps! hapMalleBTUUECKON XUMUU:
Kommetorepsr AMD Athlon II (3 mT) (c
BbIX0Z0M B IHTEpHET);

Crpanwura 23 u3 44




[IpoexTop 2500 Acer X1161

Hannune o0opyoBaHuUs
1a60paTOPUIA/TIOTUTOHOB

KaOuHETOB/

NmeroTcs B HaNM4uu:

["a3oBe1ii xpomatorpad «Kpucrammokc-
4000M»;

BricokoadexTuBHbIi KUJIKOCTHBII
xpomarorpad «Opranty;

Oo6opynoBanue s nposenenus TCX u
BOTCX;

pH MeTpsl pa3nu4HbIX Mapok;
Crnekrpodoromerpsr CD 56 u CD 2000
PEruCTpUPYIOIINE

MuKpoCcKoIIbI TUIS MIPOBECHUS
MUKpOCKONUYeckux  a”anuzoB  JIPC
«Muxkpomen-1, Bap. 1-20»

Hikap cymmnenbii  LOIPLF-25\350-
VS2, TennoBas o0paboTka W MPOCYIIKA
JIPC

Becrl AJICKTPOHHBIC BMK-303,
(UTOXUMUYECKUM TOBapOBEIYECKUI
ananus JIPC

Y®-ob6myuarens, mozens 833, 1969 r.
JUTSI IPOBEJICHUS aHAJIM3a XPOMATOrPaMM
Becet Shinko HTR - 220 CE
BBICOKOKAUECTBEHHOE orpezeneHue
ToBapoBeaueckoro ananusa JIPC
CnektpodoromeTp UV-mini-1240
Shimadzu TUTSI KOJIMYECTBEHHOTO
onpeneneHus bAB ux uaeHTHOUKAISA

Nnoe (yxa3ath)

6.2.3 OdopynoBanue, odbecrneynBaoiee aIANTAIUIO JJIEKTPOHHBIX U MEYATHBIX
00pa3oBaTeIbHBIX PECYPCOB /1J1s1 00y4AaIOLIUecs W3 YHCJIA JIMI] ¢ OTPAHMYEHHBIMH

BO3MOKHOCTSIMU 310POBbS

Tabmuma 6.3
HaunmeHnoBanue
Ne Hasnayenue MecTo pasmelieHus
o0opynoBanust
1 | YerpoiictBo [IpenHasnaueHo s .
Y4eOHO-MeToInYeCKUi
MIOPTAaTUBHOE IS o0yyaromuxcst ¢ HapylueHueM
OTJIeJ1, yCTaHABIUBAETCS 110
yBenmuenus DION 3pEHHUSI C LIEJIBIO YBEJINYEHUS .
MECTY MPOBEJICHUS 3aHATUI
OPTIC VISION TEKCTa U MOoJ00pa KOHTPACTHBIX

CXEM H300paKeHUs

(pu HEOOXOMMOCTH)

2 | DOnexrponnslii pyunoii | [Ipennaznaueno s

Y4yeOHO-METOANYECKUI

BUJICOYBEITNYUTEIb o0yyaromuxcs ¢ HapylueHueM OT/IeJl, yCTaHABJIMBAETCS 110
Bigger D2.5-43 TV 3peHus AJi yBEIWYEHUs U YTEHUS | MECTY NPOBEACHHUS 3aHITHH
MJIOCKONIEYaTHOT'O TEKCTa (pu HEOOXOMMOCTH)
3 | Pagmoxmacc [TopraTuBHas 3BykoBas FM- Y4eOHo-MeToAnYEeCKU
(pamnomMukpodoH) cucTeMa it 00yJaroImuxcs ¢ OTJIeJl, yCTaHABIIUBACTCS B
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«Conetr-PCM» PM-6- | HapymieHuem ciryxa, MYJIbTUMEAUNHON ayAUTOPUH

1 (3aymHbIit yJlydlIaroniasi BOCIpUITHE 110 MECTY ITPOBEICHUS
UHUKTOP) roJI0coBOi HH(MOpMaIH 3aHATHH (TIpU
HEOOXOIMMOCTH )

6.3 UudopmanuoHHoe odecnieyeHue 00pa3oBaTebHOI0 NMpolecca.

6.3.1 Jluteparypa
a) OCHOBHasl JIMTeparypa

1. 'ocynapctBennas @apmakones PO - 14 uzzn. B 4 tomax. - M.: M3 PO, 2018. - OenepanbHas
ANIEKTPOHHAsI MeIUIMHCKas onbnmoreka http://www.femb.ru/femb/pharmacopea.php

2. lN'ocynapcrBennas @apmakones PO - 13 uzn. B 3 tomax. - M.: M3 PO, 2015. - @enepanbHas
ANIEKTPOHHAsI MeIUIMHCKas onbnuoreka http://www.femb.ru/femb/pharmacopea.php

3. benukos, B.I'. ®apmanieBTryeckas xumus. B 2-x yactsx: yue6. 11 Gpapm. By3oB u dak. / B.I'.
benukoB — 3-e u3a., nepepad. u nom. — [laturopck, 2003. — 720 c.

benukos, B.I'. ®apmanestuueckas xumus: yuaed. nocobue / B.I'. benukos. - 3-e uza. - Mockaa :
MEInpecc-ungopm, 2009. - 615 c.

4, Bapmasckuii, B.W. [Ipakrudeckas romeonarus / B.M. Bapmasckuii. — M.: Menuuuna, 1989.
- 176 c.

5. TeoprueBckuii, B.Il. ®usuko-xuMudeckue METOAbl aHaIM3a OHOJOTMYECKH AaKTHUBHBIX
BemecTB pacrutensHoro mnpoucxoxaenus. / B.IL. I'eopruesckmii, H.A. Kazapunos, M.O.
KappsieB // — Amxabana: blneim, 1976. — 239 c.

6. I'eopruenckuii, B.I1. bruonornvyeckn akTHBHBIC BEIIECTBA JICKApCTBEHHBIX pactenuid / B.I1.
['eopruesckuii, H.®. Komuccapenko, C.E. dmutpyk; Cu6. Pocc. ora. akan. Hayk. —
Hosocubupck: Hayka, 1990. — 250 c.

7. sanoBa K.A., UnbunoBa KO.I'. Meronuueckue pekoMeHIAIMN IO OOYYCHHIO UHBAIHIOB U
JUI ¢ OTPAHMYECHHBIMU BO3MOKHOCTSIMU 3JI0POBbS B 00pa30BaTEIIbHONW OPTaHMU3aIlMU BBICIIETO
o0Opa3oBaHus, [DIEKTPOHHBIA pecypc]: ANEeKTPOHHBINH yueOHO-MeToauyeckuit komreke / KA.
WBanosa, 10.I'. UnbunoBa; Cn6. roc. xuM. — ¢papm. yH-T. Munzapasa Poccun — Cn6., [2019]. -
Pexxum moctyma: http://edu.spcpu.ru/course/view.php?id=287. - 3aru. ¢ skpaHa.

8. KoHTponp KkadecTBa M CTaHIAPTHU3AIMs JIEKAPCTBEHHBIX CPEJICTB : Y4eOHO-METOANYECKOE
nocoOue Mo MpOU3BOACTBEHHOM MpakTuke [DneKTpoHHBIN pecype] / moa pexa. I'.B. Pamenckoi,
C.K. OpnabaeBoit - DnekTpoH. TekcToBble naHHbie. - M.: [DOTAP-Menua, 2018. — Pexum
nocryma: http://www.studentlibrary.ru/book/ISBN9785970439791.html. — 3ari. ¢ sxpaHa.

9. KoHTposh KavecTBa JICKAPCTBEHHBIX CPEJICTB B MPOM3BOACTBCHHON amnTeke [DIeKTPOHHBIN
pecypc]: METOOUYECKHE PEKOMEHIALMH ISl TPOBU30POB-aHATUTUKOB alTEUHbIX OpraHU3aIMi,
OpJMHATOPOB M CTYAeHTOB (hapmarieBTrueckoro ¢akyastera / C.B. Ctpenkos, B.A. Ctpeskosa,
B.IO. Ilonymkun, H.U. Kotoa; ®I'BOY BO CIIX®Y MunzapaBa Poccun. — IIeKTpoH.
TekcToBble naHHble. — CankT-IletepOypr: U3a-so CIIXDY, 2018. — 96 c. — Pexum pocryna:
http://lib.pharminnotech.com/cgibin/irbis64r_15/cgiirbis_64.exe?&121DBN=UCH&P21DBN=U
CH&C21COM=S&S21ALL=RMARCID=00001757-SPHFU — 3arux. ¢ skpaHa.

10. KoHTpons KadecTBa JIEKAPCTBEHHBIX CPEACTB  MPOMBIIUIEHHOTO  MPOU3BOACTBA
[DnexTponHbIit pecypc]: yuebnoe mocoodue / U.I'. Burenbepr, E.W. Cakansn [u ap.]; PTBOY
BO CIIX®Y Munsapasa Poccun. - DnektpoH. TekcToBble naH. - Cankrt-IlerepOypr: M3a-Bo
CIIX®YVY, 2019. - 108 ¢. — Pexxum gocryna:
http://lib.pharminnotech.com/cgibin/irbis64r_15/cgiirbis_64.exe?&I121DBN=UCH&P21DBN=U
CH&C21COM=S&S21ALL=RMARCID=00024564-SPHFU. - 3arm. ¢ sxpaHa.
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11. Jlecuosckas, E. E. ®apmakoTepanust ¢ ocHoBaMu ¢uTOoTepanuu: Y4eO. mocodue 1ist By30B :
Hns ctynentoB ¢apmarieBT. dak. u papmaneBt. By30B / E.E. Jlecnosckas, JI.B. [Tactymenkos. -
2-e u31. - M.: T'DOTAP-ME/], 2003. - 591 c.

12. Mamxkosckuii, M. [I. JlekapctBennsie cpenctBa: Ilocobue mns Bpaueii: [B 2 1.] / M.
MaiukoBckuit. - 14-e u3z., mepepad., uctp. u gom. - M.: Hosas Bonna: C.b. luBos, 2003.
T.1.-2003.-539 c.

T.2.—-2003. - 608 c.

13. Muxaitnos, U.B. CnpaBounuk mo romeonatuu: CrnpaBounoe nocodue / U.B. Muxaiinos. —
M.: U3a. Jom MCII, 2000. — 272 c.

14. HacToliku, 3KCTPaKThI, MUKCUPBI U uX crannaptusamus: [lox pen. B.JI. baruporoit u B.A
Cesepriena. — CII6.: CrerJIut, 2001. — 223 c.

15. PykoBoacTBO K J1a0OpaTOPHBIM 3aHATHAM IO (apMareBTUYECKOW XUMHH [DIEKTPOHHBIN
pecypc] / Pamenckas I'.B. — DnekTpoH. TekcToBbie aaHHbie. - M.: BUHOM, 2016. — Pexum
nocryna: http://www.studentlibrary.ru/book/ISBN9785001014331.html. — 3ar. ¢ akpana.

16. PykoBoACTBO K 1a0OpaTOPHBIM 3aHATHAM 1O (apMaleBTHUECKOW XUMHHU: ydel. mocodue /
O.H. AxcenoBa [u ap.]; mox pea. A.Il. ApzamacueBa. — 3-¢ u3n., nepepad. u gom. — Mocksa:
Memumuaa, 2004. — 384 c.. wr — (Cepus «YueOHas nmrepaTypa Ui CTYACHTOB
dbapmaleBTUYECKUX BY30B U (haKyJIbTETOBY).

17. PyKoBOACTBO 10 HMHCTPYMEHTAJIbHBIM METOAAM HCCIICJOBAaHUN TpU pa3paboTKe H
JKCIIEPTH3E KayecTBa JIEKAPCTBEHHBIX IPENapaToB: HAyYHO-TPAKTHUECKOE PYKOBOJCTBO ISt
dapmaneBTuueckoit orpaciu / mox pen. C.H. beikockoro [u ap.]. — Mocksa: Ilepo, 2014. - 656
C.: M.

18. Caymkwmna, A.C. Hcnonb3oBanme WK-cnexktpomerpun B (GapManeBTUYCCKOM aHAIIN3e
[DnekTpoHHBI pecypc]: ydueOHOe mocoOue nansi MPOBU3OPOB-UHTEPHOB, OOYUAOIIUXCS IO
cnenuanbHOCTH "(apmaneBtuueckas xumus U (apmakornosus” / A.C. Caymxuna, H.U.
KoroBa, b.A. Yakuup; ['bOY BIIO CIIX®A MunznpaBa Poccun. — DIEKTPOH. TEKCTOBBIE
nannsle. — Cankr-llerepOypr: U3a-so CIIXDA, 2015. — 224 c¢. — Pexum pocryna:
http://lib.pharminnotech.com/cgi-
bin/irbis64r_15/cgiirbis_64.exe?&121DBN=UCH&P21DBN=UCH&C21COM=S&S21ALL=R
MARCID=00001351-SPHFU. — 3arx. ¢ ’kpana.

19. Cunres, CBOMCTBAa M KOHTPOJbh KayecTBa BUTAMUHHBIX NPEMApaTOB U BHTAMUHOIOIOOHBIX
BellecTB [ DNeKTpoHHBIN pecypce]: yueOHo-MeToauyeckoe mocobue / A.3. Aobimes, C.H. Tpycos
[u ap.]; TBOY BIIO CITX®A Munszapascorpa3Butusi PO. — DeKTpoH. TEKCTOBBIE JaHHbIE. —
Cankrt-Ilerepoypr: Usm-Bo  CIIX®DA, 2010. - 136 c¢. — Pexum gocryna:
http://lib.pharminnotech.com/cgibin/irbis64r_15/cgiirbis_64.exe?&121DBN=UCH&P21DBN=U
CH&C21COM=S&S21ALL=RMARCID= 00024545-SPHFU. — 3arn. ¢ skpaHa.

20. CnextpanbHbie mMeTonsl B (apmaneBtuueckord xumun (Ilpumenenne Y@-, UK- u SAMP-
CHEKTPOCKOIIMM B aHAIM3€ JIEKapCTBEHHBIX BEIECTB) [DJNEKTPOHHBIA pecypc]: ydeOHO-
metoauyeckoe mocodbue / [A.3. Aosimes, C.H. Tpyco]; T'OY BIIO CIIXDA
Munzapascorpa3Butusi PO. - DnektpoH. TekcTroBbie AaH. - Cankt-IletepOypr: U3a-o CIIXDA,
2011. - 288 ¢. — Pexknm noctymna:
http://lib.pharminnotech.com/cgibin/irbis64r_15/cgiirbis_64.exe?&I121DBN=UCH&P21DBN=U
CH&C21COM=S&S21ALL=RMARCID=00024553-SPHFU. - 3arx. ¢ sxpaHa.

21. ®apmareBTHUecKas XuMHsl [ DJIEKTPOHHBINA pecypc]: yueOHuk / nmoxa pen. I'.B. Pamenckoii.-
On. u31. - DNeKTpoH. TekcToBbie naH.- M.: BUHOM. Jlaboparopust 3Hanui, 2015. — 467 c. —
Pexum nocrtyma: http://www.studentlibrary.ru/book/ISBN9785996329151.html — 3arn. c
JKpaHa.

XUMHUUECKUHN aHaJN3 JIEKAPCTBEHHBIX pacTeHHi: [Yuebd. mocobue s dapmail. By30B U ¢ak. /
E.A. Jlagpiruna, JI.LH. Cadponnu, B.D. Otpsimenkoa u np.]; [lox pen. H.W. I'punkesuy, JI.H.
Ca¢ponnu. - M.: Beicur. mkosna, 1983. - 176 c.

0) 10MOJTHUTEJIbHAS JIUTEepaTypa
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1. Ananutuyeckas xumusa. AHaautuka 1. OOume TEOpeTHYECKHE OCHOBBI. KadecTBEHHBIH
aHanu3 [Onextponnbiii pecype] / FO.A. XapuToHOB. — DIIEKTpOH. TEKCTOBBIC NaHHBIC. - M.:
I'SOTAP-Menua, 2014. — Pexum JIoCTyna:
http://www.studentlibrary.ru/book/ISBN9785970429341.html. — 3aru. ¢ skpaHa.

2. Ananmuthueckas xumusa. AHaiuthka 2. KoaudecTBeHHBIH aHanmu3. DPU3HKO-XMMHUYCCKHE
(MHCTpyMEHTaJIbHBIC) METOIBI aHANKM3a [ DekTpoHHbIN pecypc]| / 0.5, XapuToHoB — DIEKTPOH.
TekcToBble  gaHHele. - M.: ['DOTAP-Memmna, 2014. — Pexum  gocryma:
http://www.studentlibrary.ru/book/ISBN9785970429419.html. — 3aru. ¢ skpana.

Ap3amacueB Al u ap. Dxcmpecc-aHanu3 € LENbIO BBIABICHUS (hambcuuupoBaHHBIX
JieKapCTBEHHBIX cpeacTB. [IpakTuueckoe pykoBoacTBo. M., 2003 - 132 c.

3. ApzamacueB A.Il, IlesennukoB B.M., Ponuonosa I'.M., lopodeer B.JI., Axcenora D.H.
Ananu3 nekapctBeHHbIX cmeced. - M: Kommanums Cnytauk+, 2000, c. 75,
http://medobook.ru/load/medicina/farmakologija/analiz_lekarstvennykh_smesej arzamascev_a_

p_pechennikov_v_m_2000 g/37-1-0-2281)

4. béxkep, FO. Cnekrpockonus [nekTpoHHBINH pecypc]: yueOnuk / FO. békkep. — DnexTpoH.
TeKcToBble JaHHble. — M.: Texnochepa, 2009. — 528 c.— Pexum nocryma:
http://www.iprbookshop.ru/12735.html. — 3ar:. ¢ skpana.

5. bynatoB M.U., Kanunkun W.IL. [Ipaktudyeckoe pyKoBOJICTBO MO (HOTOMETPHUECKOMY METOTY
aganusa. — JI.: Xumus, 1986. — 432 c.

6. Kynemoa M.U., T'ycesa JL.H., CuBuukas O.K. Ananmu3 mexapcTBEHHBIX ¢opM,
U3TOTOBJISIEMBIX B anrtekax - [locobue. 2-e uzn. - M.: Meaununa, 1989. - 288 c.  (C. 68, 59).
http://en.bookfi.net/book/479646.

7. ®enepanbHBId 3aKOH 00 OOpamieHWuu JeKapcTBEHHBIX cpeactB Ne 61 — ®3 12.04.2010.
[DnexkTponHbIit pecypce] // CnpaBouHo-nipaBoBas cuctema «KoncynprantlLtocy.

8. Xenke, X. XXuakoctHas xpomatorpadus [DnIeKTpoHHBIH pecypc]: ydueOHOoe mocodue / X.
XeHke. — DIJEKTpOH. TekcToBble naHHble. — M.: Texnocdepa, 2009. — 264 c.— Pexum
noctyna: http://www.iprbookshop.ru/12724.html. — 3aru. ¢ skpana.

9. The Aldrich Library of Infrared Spectra. — 2" ed. — Charles J. Pouchert, 1995. — p. 913 (B).

10. British Pharmacopoeia CD 2004 (Addendum 2005). Version 9.0. © Crown Copyright, 2005.

European Pharmacopoeia. Third Edition. Supplement 2005. — Strasbourg: Council of Europe,
2005.

Evans, W.Ch. Trease and Evans' Pharmacognosy / W.Ch. Evans. — 14" ed. — London —
Philadelphia - ...: Saunders, 1996. — 612 p.

11. General Guidelines for the establishment, maintenance and distribution of chemical reference
substances / WHO Expert Committee on Specifications for Pharmaceutical Preparations (WHO
Technical Report Series, No. 885) — 34™ report. Annex 3. — Geneva: World Health Organization,
1999.

12. The International Pharmacopoeia, 3™ edition, Geneva, World Health Organization, 1979-
2003:

- Vol. 1. General methods of analysis;

- Vol. 2 Quality specifications;

- Vol. 3. Quality specifications;

- Vol. 4. Tests, methods, and general requirements. Quality specifications for pharmaceutical
substances, excipients, and dosage forms;

- Vol. 5 Tests and general requirements for dosage forms. Quality specifications for
pharmaceutical substances and tablets.

13. The Japanese Pharmacopoeia. Fourteenth edition (official from April, 1. 2001). — Tokio,
2001.

The Merck Index: An Encyclopedia of Chemicals, Drugs and Biologicals. 12" Edition. — New
York: Merck & CO., Inc., 1996.

14. The Pharmacopoeia of the United States of America, XXIX Rev. The National Formulary,
XVIV Rev., N.-Y., 2006.
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15. Pharmaceutical Substances. Syntheses, Patents, Applications. Vol. 1-2. — 4™ Edition. —
Stuttgart. New York: Thieme, 2001.

16. ®enepanbubie 3akonbl, Ilpukassl, MHcTpykunu, MeTtoauueckue ykasaHus, MeTtonuueckue
pEKOMEHJalluM, YTBEpKIeHHbIe M3 PO.

6.3.2 Ilepevyenb pecypcoB HHGPOPMALMOHHO-TEJIEKOMMYHUKANMOHHOM ceTH «AHTEepHeT»
Tabmuna 6.4

Ne Kparkoe onucanne Ha3Ha4ECHUS
HaumenoBanue MHTEpHET-pECypca

/1 Hurepuer-pecypca

1 | Onextponnas  Oubnmoreka:  Qenepanbhas | ['ocymapcrBennsie  ®dapmakonen PO,
JJICKTPOHHAS MEIUIIMHCKas OubInoTeka (oOmme wm dacTtHble (hapMaKoOICHHbBIC
[caliT] / MuUHHCTEPCTBO 3APAaBOOXPAHCHUS | CTAThU o (bapManeBTUYECKUM

Poccuiickoit denepartuu. — Mocksa, 2011. -
URL : http://www.femb.ru/ (nara oGpamienus

cyOCTaHIMAM, JIEKapCTBEHHBIM (dopMawm,
JIEKaPCTBEHHOMY PaCTUTEIILHOMY CHIPbIO
¥ METOJIaM UX aHalln3a)

20.05.2019). - Pexum InIT:

AOCTYIIa:

3aperucTpup.  nosb3oBareneil. - Tekcr.
N306paxkeHne: 3eKTPOHHBIE

6.3.3 IlepeyeHb MCNOJIBL3yeMbIX HHPOPMAIIMOHHBIX TEXHOJIOTH, HCIOJIb3yeMbIX NPH
OCYyLIeCTBJIEHUH 00pa30BaTe/ILHOIO NpoLecca, BKIWYAs IPOrpaMMHoe o0ecriedyeHue,
HH(POPMAIIMOHHBbIE CTIPABOYHbIE CHCTEMbI

Tabauua 6.5
http://cpks-do.ru/kursy/povyshenie-kvalifikacii-po-specialnosti-farmacevticheskaya-
himiya-i-farmakognoziya/

Koncynpruposanue Vitaly.podushkin@pharminnotech.com
http://cpks-do.ru/kursy/povyshenie-kvalifikacii-po-specialnosti-farmacevticheskaya-

NudopmupoBanue

KonTpoib himiya-i-farmakognoziya/

PasMernenne thpE//cp_ks—do.ru/kursy_/povvshenle—kval ifikacii-po-specialnosti-farmacevticheskaya-
himiya-i-farmakognoziya/

yaeOHBIX

MaTepUaioB

AJipec SIIEKTPOHHOU MOYTHI MPEMOAaBaTelisi COOOIIACTCS CIYIIATENSAM TIPH 3a4UCIICHHN
Ha [IPOTPaMMYy MOBBIIICHHSI KBATH(DUKAIHMH.

Jlnst obecrieveHust pealn3aliyi JUCIUIUIAHBI UCTIONb3YEeTCS CTaHIAPTHBIA KOMIUIEKT
nporpammuoro obecriedenus (I10), BKIOYAONIHIA pEryIsipHO 00HOBIsIeMoe uiieH3nonHoe 10
Windows u MS Office.

ITporpammHOe 0GeCIIeYeH e JIJIs JIHIL ¢ OTPaHHYCHHBIMH BO3MOYKHOCTSIMH 3I0POBBS

Tabmnuma 6.6
Ne [ HammenoBanue I10 | Haznauenue Mecro
pa3MeleHnst
1 | IIporpamma IIporpaMmMa skpaHHOro 10CcTyna K cucTeMHbIM |  KommbroTepHbIit
HKPAHHOTO JOCTyNa | M O(GUCHBIM MPHUIOKEHUSM, BKIOYas web- KJIacC JUIs
Nvda Opay3epbl, MOYTOBBIE KIUEHTHI, MHTEpHET- | caMOCTOSTENbHOMN
MeCCEeH/IKePhI U O(DUCHBIE MaKETHI. paboThI Ha
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Bcerpoennas moaiepikka peueBoro BeIBOJa Ha | Kadenpe BhICIICH
6onee uem 80 s3pikax. [lognepkka 60mbIIOrO MaTEMaTUKHU
yrcna OpaleBCKMX JHCIIEEB, BKIOYAs
BO3MOXKHOCTh ~ aBTOMAaTH4YeCKOro  oOHapy-
KEHUSI MHOTHX M3 HHUX, a TaKXe IMOJAJEp)KKa
OpailieBckoro BBOJA JJsl  JUCIJIEEB C
OpaiiJIeBCKOM KIaBUATYpPOH.

UreHue 3JIeMEHTOB YIPAaBIIEHUS U TEKCTa MPU

HCII0JIb30BAHHUH KECTOB CCHCOPHOI'O OKpaHa

WudopmanroHHble ClipaBOYHbIE CHCTEMBI HE TPEOYIOTCH.

6.4 O6uue TpeOOBAHMSI K OPraHU3alui 00pPa30BaTeIbLHOIO NMpoiecca

B memsx »s¢dexktuBHOrO ycBoeHHMS Kypca JIEKIMOHHBIM MaTepuaj M3JIaraeTcs
MOCJIEIOBATEILHO IO pas3fenaM, KOTOpble OTpaKeHbl B ydeOHO-TemaTudyeckoMm 1uiane. [lo
OKOHYaHUM TEOPETUYECKOTO H3YUYEHHUS pas3zelia PEeKOMEHIYETCs IMPOBOAUTH MPAKTUUYECKUE
3aHATUSL.

Marepuansl JEKIMOHHOTO Kypca TIPEJICTaBI€Hbl B METOAMYECKUX MaTepualiax,
CONPOBOXKAAOUIMX JaHHbIA Kypc. Ilpy M3n0XkeHuu JIEKUMOHHOIO Marepuana Kypca Cileayer
MOJIb30BATHCS IPE3CHTAIIMOHHONW BEpCUEH Kypca B MyJIbTHMETUHHOM (hopmare.

Bomonnenne I13, C3 u CPC B COOTBETCTBUM C METOAMYECKUMHU YKa3aHUSAMHU

peacTaBJICHHLIMU 1o agpecy http://cpks-do.ru/kursy/povyshenie-kvalifikacii-po-specialnosti-
farmacevticheskaya-himiya-i-farmakognoziya/
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7. DOPMbI ATTECTAIIUU

Texymuii KOHTPOJb 3HAHHWK OCYIIECTBIISICTCSI TYTEM MPOBEIACHUS COOECEIOBaHUM,
00CyX/1eHus] TPOOJIEMHBIX BOIPOCOB, TECTOBOIO KOHTPOJIS MOJYYCHHBIX 3HAHUN M YMEHHH Ha
OTACJIbHBIX MPAKTUYCCKUX 3aHATHAX.

HtoroBast arrectanusi OCYLIECTBIISIETCS IOCPEACTBOM INPOBEACHHS SK3aMeHa U
BBISBIISICT TEOPETHUECKYIO M TPAKTHYECKYIO IOATOTOBKY OOYYalOUIerocs B COOTBETCTBHUU C
uesiMu M coniepkanueM [IporpamMmebl, TpeGoBaHUSAMHU KBAIU(DUKAIIMOHHBIX XapaKTEPUCTHK U
npodeCCHOHATIBHBIX CTAHAPTOB.

CrnymaTenp IOMYCKaeTcss K HWTOTOBOM aTTECTAllMM IOCJEe W3Y4YeHHsI BCEX pa3JIesioB
porpaMMbl B 00beMe, IPEAYCMOTPEHHOM y4EOHBIM TLIAHOM.

Crnymatenu, ocBouBiire [IporpamMmmy U ycremHo npomieiie HTOropyo aTTecTaluio,
MOJYYaloT JTOKYMEHT O JIOTIOJIHUTENILHOM NMPO(eCCHOHAIEHOM 00pa30BaHUU — YIOCTOBEPEHHE O
MOBBIIICHUH KBATHU(PHUKAIUH.
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8. OHEHOYHBIE MATEPHAJIbBI

8.1 Onucanue OEHOYHBIX MATEPHAJIOB
Ilepeyens pa3aesioB MPpOrpaMmbl VISl IOKJIA/10B (COOOIIEHUIT) 1 TeCTUPOBAHUS

1. CoBpeMEHHOE COCTOSIHME, OCHOBHBIE HAIpPaBJIEHUS M IEPCIEKTHBBI PA3BUTHS KOHTPOJISA
KAaueCTBA JIEKAPCTBEHHBIX CPEJICTB.

2. TocynmapcTBeHHass cHUCT€Ma KOHTPOJS KauecTBa JIEKAPCTBEHHBIX CPEACTB. 3aJadu
dapmaleBTUYECKON XUMHHM 1O pPa3pabOoTKe METOJOB HCCIIEIOBaHUS U OLIEHKE KayecTBa
JIeKapCTBEHHBIX cpeAcTB. [Ipobnemsl danpcudukanmm 1ekapcTBEHHBIX CPEICTB.

3. Pa3pabotka u yTBepkJieHHE JOKYMEHTAIH, periaMeHTHPYIOIIeH KauecTBO JIeKapCTBEHHBIX
CPEJICTB.

4. CpaBHuTenbHAs XapaKTEPUCTHKA OTCYECTBEHHOM W  3apyOe)KHOH  HOPMAaTHBHOMN
JIOKYMEHTal1H.

5. O01ue MeTo bl U IPUEMbI UCCIIeI0BaHUs KauecTBa JIEKAPCTBEHHBIX CPE/ICTB.

5.1. TuTpuMeTHYECKUI aHAIU3 B KOHTPOJIE KaueCTBa JIEKAPCTBEHHBIX CPEJCTB.

5.2. @uszuyeckne U (PUMKO-XUMUYECKHE METOJbl, NPUMEHSEMblE B KOHTpOJE KayecTBa
JIEKapCTBEHHBIX CPEJICTB.

5.3. Dkchopecc-aHanu3 JekapcTBeHHbIX (opm. [lpuembl U METOABl AKCIIpecc-aHaIu3a
JIEKapCTBEHHBIX CPEJICTB BHYTPUANTEYHOIO MPOU3BOJCTBA. AHANIN3 JIEKAPCTBEHHBIX CPEJCTB 110
dbyHKMOHaNBHBIM TpymmnaM. [lpousBogHbie anpaerunoB. AHanu3. TpeOoBaHHsS K KauecTBY
JIEKapCTBEHHBIX CPEJICTB, COJAEPKAIIMX TIOKO3Y (MHBEKIIMOHHBIE PACTBOPBI, IJIa3HbIE KAIUIN).
5.4. JlexkapCTBEHHbIE BEIIECTBA, MPOM3BOAHBIE KAapOOHOBBIX KHCIOT. (OKCHUKHCIOTHI,
AMHHOKHUCIOTHI. AMHHOCTIHPTHL. CIOXHBIE 3(PHUPHl aMHHOCTIUPTOB. AHanu3. DeHOJBl U HX
npousBoaHble. Peakiuu noanuaHocTy. KosinuecTBeHHOE onpeeneHue.

5.5. Apomarndeckne amMHHBI. XUMHUYECKHE cBoiicTBa. OOmme M crenu@uuecKkue peakiuu.
AHanu3 TpOU3BOJHBIX AMUJIOB CYJIb(AHUIOBOM KHCIOTHI.

5.6. JlekapcTBeHHBIE TMpemnapaThbl, COJAEpXKAIIUEe MPUPOJHbIE OHOJOTUYECKH AKTHUBHBIC
COCIMHEHUS M UX CUHTeTHYecKue aHajioru. llpemaparbl ankajaougoB, BHUTAMUHOB,
AHTUOMOTHKOB. MeTOo/Ibl MX aHallM3a B MHOTOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX (opMax.

5.7. AHanu3 KadyecTBa JEKAPCTBEHHBIX CPEJICTB IO BHEWIHEMY Buay. IIpuunHbl, npuBoasmue K
M3MEHEHHUIO KauecTBa.

6. Ilpmembl u MeTOABI OAKCIIpecC-aHANIM3a JIEKAPCTBEHHBIX (OPM  BHYTPHANTEYHOTO
M3TOTOBJIEHHSI HA OCHOBAHUN CIELMAIbHOM HOPMAaTUBHOM TOKYMEHTALIUH.

7. IlpuemouHbIil KOHTPOJIb. OpraHu3anus XpaHeH!s pa3InYHbIX TPYII JIEKAPCTBEHHBIX CPEJCTB.
@akTOpBI, BAUSAIOLIUE HA YCIOBUSA U CPOKU XPaHEHHUS.

8. OO1re peakiuu Ha MOAJTMHHOCTh. Peakiuu, moaTBep K Aaroire MO NIMHHOCT OPTaHUYECKUX
U HEOpraHW4ecKux coeAuHeHUH. OCHOBHBIE METOJBl KOJIMYECTBEHHOTO OINpEAEICHUS
JIEKapCTBEHHBIX BEIIECTB.

9. AHanu3 1eKapCTBEHHBIX CPEACTB PACTUTEIBLHOTO IPOUCXOKIACHHUS.

IIpumep BapuaHTa TECTOBOIO 3aJaHMA JJIs1 HTOTOBOM aTTeCTAllNH

Bapuant

®apmaneBTHYECKAS XUMMA
Bri6epure Hanbosee mpaBUIIBHBIA OTBET

1. HpI/I JACKIapUPOBaHUN COOTBETCTBUS MMOATBEPIKIACHUE COOTBETCTBUSA (KaK BU I OLICHKH COOTBCTCTBI/IH)

OCYIIECTBIISIETCS:
a) OpraHoM 110 cepTH(UKaAINY;
0) VYupasnenueM JmneH3uposanus Pocsapasaanzopa;
B) [IpousBoanTEIEM MM MOCTABIINKOM;
r) YnpapineHneM rocy1apcTBEHHOTO KOHTPOJIS B cepe 0OpalieHus JIeKapCTBEHHBIX CPEJICTB. ..
Poc3napaBuanzopa;
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M)HCTHTYTOM 110 CTaHIAPTU3AINH JEKAPCTBEHHBIX CPEICTB.

2. Ykaxure, KaKas U3 HIKE IPUBEICHHBIX (GOPM ASATENBHOCTH PEeLIaeT OCHOBHBIE 3a1auHl (hapMarieBTHIECKOI
XUMHAN?

a) OpraHU3ays yIpaBleHU (HapMaleBTHUECKON CITyK00it

0) cHHTE3 ¥ KOHTPOJIb KaU4eCTBa JICKAPCTBCHHBIX CPE/ICTB

B) M3TOTOBJICHHE JIEKAPCTBEHHBIX ()OPM anTeyHOTO U 3aBOJICKOTO IPOU3BO/ICTBA

) cepTudUKanus JEeKapCTBEHHBIX CPEACTB

) perucTpanus JeKapCTBEHHBIX CPEACTB

3. YKa)KI/ITe, Kakom u3 MPpUBCACHHBIX p€arcHTOB HauOoJIee YacTo HCHOJIB3YCTCA JId ONPEACTICHUSA
JICKApCTBCHHBIX CPEACTB, COACPKAIUX NEPBUIHYIO apOMATHUICCKYIO aMI/IHOprHHy?

a) coumn xene3a (110)

0) HATpUs HATPHUT B KUCIION cpeze
B) HUHTUAPUH

) OpoMHas BoJa

) cepHas KHCIIoTa

4, BI)I6epI/ITe JICKapCTBEHHOC CPEACTBO, KOTOPOC MOXKHO OINPCACIIUTL HOAOMETPUICCKUM METOJOM B KHCIION

cpene.
a) Hatpus Tuocyibdar
6) TIII0KO032
B) XJOpaITHApaT
r) aHaJIbIIH

) Pe30pIHH

5. Vxaxwnre, cyMMa KaKuX IpUMecel IpoBepseTCs €KESTHEBHO B BOJIC OUHMIICHHOH 1m0 mpukasy N 2147
a) XJIOPHIBI, CyIb(ATHI , COMN AMMOHUS
0) cynbdatsl, conu aMMOHWS, AUOKCH] YTIIEpoia
B) COJIM aMMOHHUSI, AMOKCHUIA YTTIEPOAA , COJTU KaJIbIHs
') AMOKCHU/IA YIIIeposa , COJIM aMMOHUSL, CYJIb(haThl
) XJIOPHUIBL, CYIb(ATHI, COMH KaJbIIUS

6. Ilon BiusiHMEM NPEMMYLIECTBEHHO KaKOro (pakTopa BHELIHEH CpeJibl MOKET U3MEHSTh BHEIIHUN BHT
(M3MeHeHue KauecTBa ) HaTPHs TUAPOKapOoHaT?

a) KHUCIIOPOJ

0) yrmekuciora

B) a3oT

r) Blara

II) TeMIlepaTypa

7. VYxaxuTe, IpU KAKOM 3HAYEHUH ONTHYECKOH IJIOTHOCTH UCIBITYEMOTO PacTBOpa OIMOKa
CHEKTPO(POTOMETPHUUECKOTO METOAA OyAEeT MUHUMAJIbHA?

a) 0,10

6) 0,20

B) 0,30

r) 0,43

o) 0,50

8. Kucnornsle cBoicTBa COeAMHEHUSM NPUIAET GYHKIIMOHAIBHAS TPYIITIa
a) aJbAeTUIHAS
0) keToHOBas
B) KapOOKCHIIbHAs
r) mpocras 3¢upHas
JI) aMHHOTpYIIa

9. CooTHecHTe IPyMITy JIEKAPCTBEHHBIX BEIIECTB C € PACTBOPUMOCTBIO C YUETOM OOIIIX 3aKOHOMEPHOCTEH

Connt KapOOHOBBIX KHUCIIOT a) Bozia
0) opraHuYeCcKHii pacTBOPHUTEIh

10. dnst iucpdepennmanny cyab(GaHuIaMuI0B IPUMEHSIETCS PEaKiys
a) c cepeOpa HUTpATOM
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0) IMa30TUPOBAHMS U A30COUETAHS
B) ¢ memu (1) cymshatom
r) OpoMHUpOBaHUS

11. K a3oTCconepskamiuM OpraHM4e€CKUM OCHOBAHUSAM OTHOCHUTCSL:

a) KodewnH

0) OapOuTan

B) Kamdapa

T) mapaneramon
Jl) JI€BOMHIIETUH

12.Tpe0- 1 SPUTPO-CTEPCON3OMEpHU3AlIUA CBA3aHa C HAIUYMEM B CTPYKTYPE MOJICKYJIbI:

a) XHpaJbHOTO aToMa yriiepoaa

0) IMKJIOTEKCAHOBOTO pajuKaia

B) BTOPHUYHOIO CITUPTOBOIO THUIPOKCHIIA

I') HECKOJBKHX XHPAJIbHBIX ATOMOB YIiepoja

JI) JIByX COCEJIHUX XHPAIbHBIX aTOMOB yIIIepo/ia

13. JleBOMUILIETHH B CIIUPTOBOM pAaCTBOPE Bpallla€T IJIOCKOCTL MOJIApHU3alUn CBETA:

a) BJIEBO
6) BIpaBo
B) HE BpaIlaeT

14. (DaKTOpLI BHEITHEH Cpeabl, BIMAIOIIHNC HA KAYECTBO JICKAPCTBCHHOI'O BEIICCTBA

a) TemIeparypa

0) cBeT

B) BIQXKHOCTB BO3IyXa

T') KHCJIOPOJ BO3/IyXa

) YIJICKUCIIBIN ra3 BO3IyXa
€) BCE BBIIIE NIEPEUHCICHHOE

15. JInga onpeneneHus IOCTOPOHHUX MPUMeECE! B IpenapaTe KOPTU30HA alleTaT NPUMEHSIOT METO

a) Y®-cnekrpodoTomMeTprn

6) rpaBUMETPUU

B) hoTokonOpUMeTpUH

T') TOHKOCIIOWHOW XpoMaTorpapun

16. B KHCII0THO-OCHOBHOM TUTPOBAHUC HE MCIOJIB3YIOT UHAUKATOP

a) peHondranewn

0) MCTHJIOBBII OpaHKEBBIN

B) Kpaxmai

I') KPUCTAITHYECKUH (hHOTIETOBBIN
1) TUMOJI(TaeHH

17.Yxaxure popMyity pacyéra KOHIEHTPALMH BEIECTBA B IPOLIEHTAX IPH HUCIIOJIb30BaHHE METO/Ia

cniekTpodoToMeTprn
2 C= a- 3000
[a]D -
D
EX -6
Ny

n_
c="1o
B) F

6) C =

18. Kaxue cBOWCTBa MIMIEPUHA YUUTHIBAIOT IPU €T0 XPAHEHHUHU:

a) B3PBIBOOMACHBIC
0) Jerkoroproune
B) JIETKOBOCIIAMCHSFOILHECST

19. Ipumecs, oOHapyKMBaeMylo B TaHHOW KOHIIEHTPAIMH IIpenapara, CpaBHUBAIOT C:

a) STAJIOHOM MYTHOCTH
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0) PTAJIOHOM IIBETHOCTH

B) PacTBOPHUTEIEM

') 9TAJIOHOM Ha JIaHHYIO [IPUMECH

) CTaHIAPTHBIM PACTBOPOM IIpenapara

20.CyurHocTh MeTofa XpoMarorpaduu:
a) pasJeJIeHue CMECH BEIIECTB OCHOBAHO HA MX HENIPEPHIBHOM PACHPENEIICHUN MEX/Y TTOJIBH)KHOM 1
HETOIBIKHOH (pazamu
0) U3MEHEeHUE BEIMYMHBI HHANKATOPHOTO 3JIEKTPO/Ia HJICKTPOHHOM Mapbl B 3aBUCHMOCTH OT KOHICHTPALMN
MOHOB
B) IOTJIOLIEHHNE CBETA aHAJM3HPYEMbIM BEILIECTBOM
T') OTKJIOHEHHE TJIOCKOCTH NOJISIPU3ALMH TTOJIIPU30BAHHOTO JTyda CBETa ONTHYECKN aKTUBHBIMH BELECTBAMHU
1) IIPEJIOMIICHHE JTy4da CBETa aHATU3HPYEMBIM BEIIECTBOM

21. Ha ucnionb30BaHUM CIIEKTPOB MOTJIOLIEHUS] OCHOBaH METOJ aHAIM3a!
a) momsporpadus

0) dhoToKOIOpPHMETpHS

B) pedpakToMeTpus

T') HOTEHILIMOMETPHS

1) UK-cnextpockomnus

22.YKaxuTe, KaKUM 00pa3oM MOKHO OTJIIMYUTH KUCJIOTY OOpHYIO OT HaTpus TeTpadbopara:
a) 1O 1IBETY IJIaMeHH OOPHOATUIIOBOTO d(upa
0) o peakIuy ¢ KypKyMOBOH OyMa)kKOH
B) 110 pEaKIMH CPEAbl BOJHOTO pacTBOpa
T) IO PEaKIUH CPeNbl TITUIEPUHOBOTO PacTBOpa
1) TI0 PaCTBOPUMOCTH B BOJIE

23. Anprerunpl 00pa3yroT aypUHOBBIA KPaCUTENb TIPU B3aUMOJICHCTBHUH C:
a) henomamu
6) kKapOOHOBBIMH KHCIIOTAMHU
B) aMUHAMH
T') IPOCTHIMH 3upamu
JT) CIIOXHBIMU d(Upamu

24. BeibepuTe peakTUB KOTOPHIM MOXKHO OOHAPYKHUTh HATPHUSI OCH30aT B IPUCYTCTBUH HATPHUS CATHIMIIATA B
JIeKapCTBEHHOU opme:

a) OpomHas BoJa

0) XJIOPHCTOBOAOPOIHAS KUCIIOTA

B) pacTBOp €AKOT0 HATpa

r) HUTpat kobanbTa (II)

1) cyabdat meau (II)

25. K xako# ki1acCu(pUKalHOHHOM| IPyIIe OTHOCUTCS UHAMKATOP NU(EeHUIaMHUH:
a) KUCJIIOTHO-OCHOBHBIE
6) agcopOIMOHHBIE
B) KOMIIJIEGKCOHOMETPHUYECKHE
T') OKHCIIUTEIBHO - BOCCTAHOBUTEIIbHBIE

26. AnANMETPUIECKUM METO/IOM B BOAHBIX PACTBOPAX OMPEACIISIOT:
a) HaTpus OeH30aT
0) KUCIIOTY aCKOPOHMHOBYIO
B) (eHMIICATUITIIIAT
T) KoenH
1) KUCJIOTY CaJIMIIUIIOBYIO

27. B KaKOM CTEXHOMETPUIECKOM COOTHOIIIEHUH PEearupyroT TPUJIOH b ¢ HOHAaMU MeTaJIoB:
a)1:2
0) 2:1
B) 1:1
r) 1:3
n) 1:4
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28. YCTaHOBUTE THIT PEAKITUH OPOMATOMETPUIECKOTO OTIPEIEIICHNsT HOBOKAMHA:
a) OKHCIICHUE
0) 3amemeHue
B) IIPHCOEINHECHHE
T') BOCCTaHOBJICHHE
) coneo0pazoBaHUs

29. O0BsiCHUTE, TOYEMY NP MPSIMOM IIEPMaHIOHATOMETPUYECKOM TUTPOBAHUHU HE MCIIOIb3YIOT HHIUKATOP:
a) UHJUKATOP HHrUOUPYET OKUCIICHUE
0) TUTPaHT SIBISETCS CUIILHBIM OKHCIIUTENIEM
B) MHJMKATOP OKHUCIISIETCS KaJIKs IIepMaHraHaTOM
T') TATPOBAHHBIN PaCTBOP OKpaIlIeH
1) THOUKATOP HE N3MEHSAETCS IIPH TUTPOBAHUH

30.0Ompenenute 00beM HATPHUS THAPOKCHIA, TTOMISANIET0 Ha THTPOBAHNE KUCIOTHI OOPHOM B CMECH C ME3aTOHOM
(MeTox aHaNM3a — aKATAMETPHUSI © OPOMAaTOMETPHS; HABECKH M KOHIICHTPALINH OJHHAKOBEIC):
a)X=A-b

0) X=A-b2
B) X=A-b/6
r)X=A-6b
m) X=A-4b
31.Vkaxure, Kakoii (hakTOp BHEIIHEH CPEIbl U3 HUKE MPUBEIACHHBIX, HE BIUSICT HA KAYECTBO JICKAPCTBEHHOT'O
cpencrsa ?
a) CBET
0) TeMIeparypa
B) BIIQYKHOCTh
T) KHCJIOPOJI BO3/IyXa
) a30T BO3AyXa

32. YkaxuTe CylHOCTh METO0/1a TOTEHIIMOMETPHSI:
a) pasJeJIicHHe CMECH BEIIECTB, OCHOBAaHHOE HA MX HENPEPHIBHOM paclpe/ieieHHH MEXy MOJBHKHON U
HETOJIBIKHOM (hazamu
0) M3MEHEHHUE BEIMUMHBI MOTEHIINAIA WHAUKATOPHOTO AJIEKTPO/a JISKTPOAHON Iaphl B 3aBUCUMOCTH OT
KOHLEHTPAI[MA HOHOB
B) MOTJIOIICHHE CBETA aHAM3UPYEMbIM BEIIECTBOM
') OTKJIOHEHHE TIOCKOCTH MOJISIPU3AIMHU TTOJIIPU30BAHHOTO CBETA ONTUYECKH aKTHBHBIMU BEIECTBAMU
JT) IPEJIOMJICHHE CBETa aHAIM3UPYEMbIM BEIIECTBOM

33. VkaxuTe, Kakoe U3 HIKE IPUBEACHHBIX TPeOOBaHNH K METOIMKAM aHAJIN3a He SIBJISICTCS TPUHIMITHATIBHBIM JUIS
MOJTy4eHHs pe3yiprara’?

a) BOCIIPOU3BOJIUMOCTD

0) MpaBUIBHOCTH

B) YYBCTBUTEJIHHOCTh

T) cienn(pUIHOCTh

JI) BpeMsI aHaJIn3a

34. Ykaxwure, MO BIUSHHAEM IIPEUMYIIIECTBEHHO KaKOTO (pakTOpa BHEUTHEW Cpeabl MOKET H3MEHSTh BHEITHUNA BUJT
(M3MeHEeHHe KauecTBa) apeHaInHa THAPOTAPTPaT?

a) KHCIIOPOJ

0) yriiekucioTa

B) a30T

T) BJara

) TeMIieparypa

35. K xaxoif K1acCu(pUKAIMOHHOM IpyIIIie OTHOCUTCS WHANKATOP TUMOJI(TATICHH:
a) KUCJIIOTHO-OCHOBHBIE
0) ancopOIMOHHBIC
B) KOMIIJIEKCOHOMETPHUYECKHE
T') OKHCIIUTEIHEHO — BOCCTAHOBUTEIbHBIE

36.Kakoii u3 HIKe NEPEeYHCICHHBIX METOI0B OCHOBAH HA U3MEPEHHUHU NOTJIOLEHHUS DJIEKTPOMArHUTHOTO
U3ITy4eHus?
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a) pedpakToMeTpus
0) moyIApUMETPHUS
B) momsiporpadus
) hoTomeTpus

1) hayopuMeTpus

37.Ykaxute 001y GOpMYITy COSANHEHUSI, COAEPKAIIETO KAPOOKCHIbHYIO TPYIIITY
a) R-COOH
6) R-CO-NH-R,
8) Ar-OH
r) R-CO-NH-NH-R;
H) R'CO'Rl

38. CymHocTs MeTona Pedpakromerpus:
a) pa3/ieNieHIe CMECH BEIIECTB OCHOBAHO Ha MX HENPEPBIBHOM PacIpeieNICHIH MEXY MOABHKHOM U
HETIOABIDKHOHN (a3amu
0) M3MEHEHUE BeJIMYMHBl HHIMKATOPHOTO JIEKTPOA JICKTPOHHOM Maphl B 3aBUCHMOCTH OT KOHLCHTPALUH
HOHOB
B) IOTJIOLIEHHE CBETA aHAJM3UPYEMbIM BEILIECTBOM
T') OTKJIOHEHHE TIOCKOCTH MOJISIPU3AIMH TTOJIIPU30BAHHOTO Jy4a CBETa ONTHYECKU aKTUBHBIMH BEIECTBAMU
) IPEIOMIICHHE JTy4ya CBETa aHAIU3UPYEMBIM BEIIECTBOM

39.Br10epuTte GakTopsl, KOTOPHIEC HANO YUUTHIBATH ISl IPOBEPKH MPABMIILHOCTH BBIIMCHIBAHUS PEIIETITOB
a) COBMECTUMOCTH NPOTHCAHHBIX JIEKAPCTBEHHBIX CPE/ICTB; COOTBETCTBUE MPOITMCAHHBIX /103 BO3PACTY
60JIbHOTO
6) COBMECTHMOCTH MPONMCAHHBIX JICKAPCTBEHHBIX CPEJCTB, COOTBETCTBUE 7103 BO3PACTY OOJIBHOTO , HATMYIHE
yKkazaHuil o npumenenuu JIC
B) COBMECTUMOCTD IIPONHCAaHHBIX JIEKAPCTBECHHBIX CPEACTB, HAJIMYKE YKa3aHUH O IPUMEHEHNUH, CPOYHOCTH
H3TOTOBJICHUS
T') COBMECTUMOCTb IIPOIMCAHHBIX JEKAPCTBEHHBIX CPE/ICTB; IBIOTHBIM peLenT
JI) COOTBETCTBHE /103 BO3PACTY OOJNILHOTO, HAJIMYKME YKa3aHUH O IPHUMEHEHHUH JIEKapCTBEHHOTO CPEJICTBa

40. TpeGoBaHus1, IPEIbABIAEMbIE K HOBBIM TIpenapaTam:
a) BBICOKasi aKTUBHOCTb M M30MPATEIbHOCTD JISHCTBHS IO CPABHEHHMIO C y)KE HMEIOLIMMUCS aHaIoram
0) OTCYTCTBHE HEXKETATENbHBIX MIOO0YHBIX 3(h(HEKTOB U TOKCHIHOCTH
B) CTAaOHIBHOCTP MIPH XPAaHCHUHU
T') JOCTaTOYHO HHU3Kasi ce0ECTOMMOCTh M IPHOBIIBHOCTD Ha (PapMalleBTHIECKOM PBIHKE
1) BCE BBILIENIEpEUHCIICHHBIE TPEOOBaHUS

DapMaKOrHo3usi
Bri6epure oauH Hanbosee MpaBUIbHBIN OTBET

41. CrangapTu3anys JEKapCTBEHHOTO PACTUTEIBHOTO CHIPBS — ITO:

a) [IpuBeneHue CoIpbs B CTAaHJAPTHOE COCTOSIHUE

6) Onpenenenne coorBercTBusa JIPC TpeGoBanusM HopMaTuUBHOTO fokymeHTa (H/I) Ha maHHBIN BU ChIpBs
B) [IpoBepka Onosorndeckoi akTHBHOCTH JIEKAPCTBEHHOTO CHIPbS

r) Cucrema HopM kaudectBa JIPC, ycTaHOBIEHHAs! B OOIIErOCYAapCTBEHHOM TTOPS/IKE

1) COBOKYITHOCTh HOPMaTHBHBIX JIOKYMEHTOB Ha JICKAPCTBEHHOE CHIPHE

42. ®akropsl, BIustouue Ha ycioBus cymku JIPC:

a) Mopdomnormdaeckast rpymia Celpbs (JIMCTHS, TPABBI, IIBETKH U T.1.)
6) XMMHYIECKHIA COCTaB CHIPhS

B) McxoiHast BIIQXKHOCTD CHIPbSI

r) Bee nepeunciiennsle BIme hakTopb

43. Hanwuaue 3pupHOTO M )KUPHOTO Maciia MOKHO OOHAPYKUTH:

a) [Ipu MuUKpoCKONMH 1OCIIe HarpeBaHus mopomika ¢ pactsopom Cynas 111

6) Ha cyxoM ceIpbe ¢ peaktrBoM Mounina (o-Ha(TOoMI ¥ KOHII. CepHAs KUCIIOTA)
B) B constHOKMCIIOM M3BIICUeHHH ¢ peakTHBOM Jlparennopda

r) B BoHOM M3BIIEUCHNH ¢ PACTBOPOM JKEJIE30aMMOHHEBBIX KBAaCIIOB

1) C pacTBOpOM XHHUHA THAPOXIIOPHAA
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44. YCcTaHOBHUTE COOTBETCTBHE: ‘“IeKapCmeeHHoe Chipbe — npasuia xpanenus’ no oeticmsyoweu I @

1. Chelidonii herba
2. Foeniculi fructus

a) Kak simoBuTOE CHIpHE

6) Kakx cumpHOICHCTBYIOIEE

B) O0muUi CIIUCOK

r) OOUiA CIICOK, OTAEIBHO OT IPYTHUX BUAOB
1) Kak rurpockonudHoe ceIpbe

45. Jlns xakoit Mmopdonoruyeckoii rpynmsl JIPC xapakTepHbl Takie aHATOMHYECKHE PU3HAKY:
CrpoeHue druiepMuUca, TUII YCTHHI, XapaKTep BOJIOCKOB M XKeJIe30K, HATHUUe U popMa KpUCTAIITHYECKUX

BKITIOYCHUH, BMECTHIIHIL, MJICYHUKOB U JIp.
a) JIuctbs

0) [lBeTku

B) [Tmoamt

r) Kopa

1) [omzemHBIe OpraHb!

46. OcHOBHas TpyIa OHOJIOTHYECKH AKTUBHBIX BEIIECTB KOPHEBHII] JIAITIATKH:

a) JlyOunbHbIe BelecTBa
6) CanoHuHBI

B) Butamuns!

r) Kymapuss

1) DdupHbie Macia

47. CrrabuTenbHBIM IeHCTBHEM 00JIagar0T:
a) [lmoxpl MOMOKEBEITLHUKA

0) [Lroer GOspHIITHIKA

B) IliToap1 MaJITHHBI

r) [Imoxe1 kopuangpa

n) [lmonet xxoctepa

48. V13 mucTheB HANEPCTAHKHU IIEPCTUCTO MOTydaroT:
a) Henanuyg

6) Kopaurur

B) CrpodanTH

r) ITopomok nmucTeeB

1) TabneTku U3 MOpOIIKa

49. B xagecTBe pacTBOpUTEII AJId NPUTOTOBJICHNS NHBCKIIMOHHBIX JICKAPCTBECHHBIX (bOpM HCHOJIb3YCTCA:

a) JIbHsAHOE Macyo

0) Kykypy3Hoe macio

B) OnMBKOBOE Macio

r) KactopoBoe macio

1) IToaconHeunoe macio

50. U3 xopHeil COMOIKHU MOTyYaroT:
a) KonBadnasun

0) Koprmukon

B) dylaMuH

r) JINKBUPUTOH

1) Kopmurur

TexHosorus JICKAPCTBEHHbIX (l)OpM. Buoq)apmaueBanecmle ACIMEKTHI TEXHOJIOTHHN

Bribepurte oquH NpaBUIBHBIA OTBET:

51. Cpok roTHOCTH JIEKApCTBEHHOTO CPEICTBA — 3TO:

a) MepuoJl BPEMEHH, B TeUEHHE KOTOPOTO FapaHTUPYETCS COOTBETCTBHE KaueCTBA TOTOBOTO JIEKAPCTBEHHOTO

cpencTBa TpeOOBAHMSIM HOPMATUBHOMN JTOKYMEHTAIIWH;

0) e HnOoJ BPpEMECHH, B TCUCHUEC KOTOPOI'0O COXPaHACTCA 95% KOJIMYECTBEHHOTO COACpKaHUA HCﬁCTB TOIINX
>

BCIHICCTB,

B) nepuoa BpeMEHU, B TCHCHUE KOTOPOT'O HE U3BMCHACTCA BHEIITHHMI BUJ JICKAPCTBCHHOT'O CPEJ/ICTBA,
F) nepuoa BpeMEHHU, B TCHECHUEC KOTOPOT'O COXPAHACTCA 99% KOJIMYECTBEHHOTO COZACPIKaHUA ﬂeﬁCTByIOIHPIX

BCHICCTB.
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) TIEpUOJT BPEMEHH, B TeUEHHUE KOTOPOTO TapaHTUPYETCS OTCYTCTBHE MTOOOYHBIX 3P (EKTOB.

52. MexayHapoaHOe HEMAaTeHTOBAaHHOE HAa3BaHHUE — JTO ...
a) Hazpanme akTuBHOW CyOCTaHINHK IpenapaTa (OTIHIHOE OT XUMHYECKOT0) Ha KOTOPOE OPUEHTHPYIOTCS
MPOU3BOIUTENHN (PapMaleBTHUECKOMN MPOLYKINH, U3AATEIH JIEKaPCTBEHHBIX CIIPABOYHHUKOB H T.I.
6) HazBaHue BnepBble CHHTE3NPOBAHHOTO MPETapaTa, IMPOIIEAIETO ITOJHBIH UK BCEX AKCIIEPUMEHTAIBHBIX U
KJIMHUYECKHUX UCCIIEJOBAaHUH; CIIOCO0 CHHTE3a, @ YacTO U XMMHUYecKast (popMyJia aKTUBHOTO UHIPEIUEHTA
KOTOPOT'O 3alHUIIEHBI TATCHTOM;
B) XMMHUYECKOE Ha3BaHHE aKTHBHOM CyOCTaHIIMH JIEKAPCTBEHHOTO TIPEnapaTa;
r) Ha3Banue ekapcTBEHHOTO CPEACTBa, IPHHATOE B OOJIBIINHCTBE CTPaH;
1) Camoe pacnpocTpaHEeHHOE Ha3BaHUE aKTHBHOW CyOCTaHIIUH JIEKapCTBEHHOTO IIpenapara.

53. s nonydenus Boas! ouniienHol HE npuroaen meron:
a) yIeTpadUIbTPaLs;
0) peKkTuuKaIs;
B) OOpaTHEIA 0CMOC;
T) TACTHILISIIHS;
IT) SIEKTPOIHAIH3.

54. buodapmariys, KaKk HayKa, U3y4acT:
a) MEXaHU3M JIeHCTBHS JIEKapCTBEHHBIX BELIECTB;
0) BusiHUE (papMaleBTHYECKHUX (PaKTOPOB Ha TepareBTHYECKYI0 3()(EKTHBHOCTD JEKaPCTB;
B) TEpareBTHYECKYIO 3P PEKTUBHOCTD JIEKAPCTB Ha KUBOTHBIX ¥ JOOPOBOJIBLIAX;
T) 3¢ PEKTHBHOCTD IKEHEPUKOBBIX MIPEMapaToB;
1) (hapMaKOKHHETHKY (papMareBTHICCKUX CyOCTaHIINH.

55. Tloka3zarenp, M0 KOTOPOMY OLICHUBAIOT OMOJIOTUYECKYIO JOCTYITHOCTh UCCIIEAYEMOro TpenapaTa:
a) pacTBOPUMOCTh (papMaIeBTUUECKO# CyOCTaHIIUH,
0) xapakTep MeTaboIM3Ma;
B) IUIOIIA/h MO (hapMaKOKUHETUICCKOI KPUBOIA;
') MexaHu3M (hapMaKoJIOTUUECKOTO JISHCTBHS JIEKAPCTBEHHOTO BEIIECTBA;
JI) CKOPOCTb JIMMHHAIMY JISKAPCTBEHHOTO BEILIECTBA.

56. [Ipupoja u CBOHCTBAa OCHOBBI Ha BRICBOOOXKICHHE (hapMaI[CBTUICCKUX CYOCTaHIIUHN U3 Ma3ei:
a) BIUSIOT
0) HE BIMSIOT
B) BIHSIOT Y relieii, THHUMEHTOB
T) BIUSIOT y Ma3ell pe30pOTHBHOTO JIeHCTBUS
JT) BIUSIIOT TOJIBKO Y Ma3ei alTeYHOr0 U3rOTOBICHUSI

57. ®axropsl, kotopeie HE oTHOCATCS K (hapMarieBTHIECKIIM
a) [lucriepcHOCTh (papMareBTUIECKO# CyOCTaHIIUU
6) [Ipupoga BcmoMoraTeNIbHBIX BEIECTB
B) XapakTep yIakOBOYHOTO MaTepHaja
r) Buz nexapcrBeHHON hopMBI
J) XapakTep TeXHOJIOTMYECKOro Iporecca

58. Iyt BBenieHns hapMarieBTHUECKOH cyOCTaHIINK, KOTOPHIi oOecrieunBaet mosHyto (100%) 6nomocTynHOCTh
a) BHyTpUMBIIIeUHbIC HHBEKIHN
0) BHyTpuBeHHBIC HHBEKIIHU
B) BHyTpHKOXHBIE HHBEKLINH
r) [lepopanbHoe IpruMeHeHHE
1) [ToakoxHbIE HHBEKIMN

59. UTo mo3BOJISET ONPeAeTUTh TeCT «PacTBOpeHne»

a) CkopocCTh pacTBOpeHUs hapMareBTUIECKON CyOCTaHIINN

6) KonmuectBo dapMarieBTHIecKoi CyOCTaHIINHN, KOTOPOE B CTAHIAPTHBIX YCIOBHX 32 OTPEJICIEHHOE BpeMs
JIOJDKHO TIEPEHTH B pacTBOP M3 TBEPIOH JO3MPOBAHHO JIEKapCTBEHHOH (HOPMBI

B) Bpewms, 3a koTopoe BemiecTBo U3 TBEpIOH 103UPOBaHHOH JIEKAPCTBEHHOM (POPMBI OJTHOCTHIO IEPEXONT B
pacTtBop

r) PactBOopuMocTs (hapmaneBTHYECKOW CYyOCTaHIIMN B BOJIE

1) buogocrynHocTs (hapmaneBTHUeckol cydcTaHMN
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60. Kakoe noHsATHE OTHOCUTCA K (hapMarieBTHIeCKOMY (PakTopy «(pU3NIecKoe COCTOSIHUE (hapMaeBTHIECKON
cyOCTaHITN:

a) X1MuuecKas CTPYKTYpa BCIIOMOTaTeIbHbIX BEIIECTB

0) TexHONOTHYECKHE OTIEPAITUI

B) [Tormmmopdusm

r) Bun nexapcTBerHO# hopMBEI

1) Tun BcrmoMoraTebHBIX BEIICCTB

61. Bo3MO>kHBIC TPUYHHBI TEPATICBTUYCCKOI HEaICKBATHOCTH B OTHOIICHUH OJTHOTO M TOTO e OOJIBHOTO TabJIETOK
AICTUICAJMIIMIOBOW KUCIIOTHI, BBIMYIICHHBIX PA3HBIMH 3aBOIaAMU:

a) CTeNeHb NUCIIEPCHOCTH;

6) BcroMoraTesbHbIE BELIECTBA,;

B) HCHOJB30BaHUE IPAHYIIINA U CYIIKH;

T) ammaparypa,

1) HECOBEPIIICHCTBO METO[a KOHTPOJIS KauyecTBa TabIETOK.

62. [TonsTHE, KOTOPOMY COOTBETCTBYET Clemyrolee onpeaeneane: «CpeacTso, MpeTyMBIIIIEHHO MapKUPOBaHHOE
TakuM 00pa3oM, 4TOOBI BBECTH B 3a0ITy>KACHHE B OTHOIICHHH COCTaBa W/MIIA U3TOTOBHUTEIISD»

a) GanbcuuIUpoOBaHHOE JICKAPCTBEHHOE CPEIICTBO

6) JlxeHepHuk

B) MexIyHapoIHOE HEATCHTOBAHHOEC Ha3BaHHE

r) CHHOHUMBI

1) OpuruHaiIbHBIHN Mpenapat

63. TepaneBTHYEeCKast HEaIEKBAaTHOCTH JICKAPCTBEHHBIX MPENapaToB — KIMHHYECKOE HECOOTBETCTBUE
JICKapCTBEHHBIX MPEMapaToB APYT OPYTY, N3TOTOBICHHBIX B BHIE!
a) pa3HbBIX JIGKAPCTBEHHBIX (POpM, CoAeprKaIuX pasHble 1036l (hapMaleBTHICCKON CyOCTaHIINN
0) oHOI IeKapCTBEHHOH POPMEIL, CollepKaIel paBHYIO 103y (papManeBTHUECKOH CyOCTaHINH, HO
W3TOTOBJICHHOW Pa3HBIMH CIIOCO0AMI;
B) Pa3HBIX JCKAPCTBCHHBIX (POPM, COCPKAIIMX PABHYIO 103y (papMarleBTUUCCKOM CyOCTaHIUH;
T') OJTHOM JICKaPCTBEHHOM (POPMBI, COZIepIKallleii paBHYIO 103y (apMarieBTHUECKO# CyOCTaHIINH, HO
W3TOTOBJICHHOM pa3HbIMU (hapMaleBTHUCCKUMHU 3aBoaaMu (hupmamn).

64. Bpau mpornwcan 601bHOMY Ma3b CEPHYIO MPOCTYIO IS JICUCHUS YeCOTKU. BRIOEpUTE OCHOBY, 00ECIICUHBAIOIIYIO
TpeOyeMbIil TepaneBTHUeCcKHid 3 deKT:

a) Ba3elvH;

6) smynbcroHHAs KoHcucTeHTHas ocHoBa E.H. KyTyMoBoit «Boia—Basennny;

B) JIAHOJIHH;

T') CBUHOM XXUp;

J1) OEHTOHHUTOBAs OCHOBA.

65. broJ0CTyTHOCTD JIEKAPCTBEHHBIX MPENapaToB ONPEIENIIeTCsS METOIOM:
a) papMaKOKHHETUYECKUM;
0) hoTOMETpPHYCCKIM;
B) 00BEMHBIM;
') TATPUMETPUIECKHUM;
I) hapMaKOTCHHBIM.

66. ITonsiTHE, KOTOPOMY COOTBETCTBYET CIIeyIOIIee onpeelieHne: «iekapcTBeHHoe cpenctso (JIC), conepxariee
TaKylo ke (papMareBTHIECKyI0 CyOCTaHINIO MM KOMOMHAIIMIO TAaKNX )K€ (papMarieBTUUECKUX CyOCTaHINi, B TaKOH
JKe JIeKapCTBeHHOH (hopme, uTo u opuruHansHoe JIC, 1 nocTynuBiiee B 00palieHne 1mocie NoCTyIJICHHUS B
oOpamerne opuruHaabHOTO JIC)

a) OpUTHHAIBHBIN JIEKAPCTBEHHBIH Ipemapar

0) BOCIIPOM3BEIEHHOE JIEKAPCTBEHHOE CPEACTBO

B) cuHoHuM JIC

r) kormst JIC

1) habCcuUITMPOBAHHBIN TPOTYKT

67. TpeboBaHMs K KaueCTBY T'€HEPUKOB
a) apdexTBHOCTH
0) 6e3omacHOCTh
B) KayeCTBO
I') TepaneBTHYECKast SKBUBAJICHTHOCTh
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1) BCE BBIMICTICPEYHCICHHBIC

68. YCTaHOBUTH COOTBETCTBHE (IS KAKJOTO KUIAKOTO HHTPEIUCHTA):

Memoo dosuposanus JKuokuil unepeouenm
A ITo o6vemy 1 xmopogopm
b ITo macce 2 9TaHO

3 a¢up

4 TIINTIEPUH

5 ITMMEKCHT

69. YCTaHOBUTH COOTBETCTBUE(UIS KAXKIOTO IPEACTABUTENS):

Knaccughuxayus scuoxocmeii Ilpeocmasumenu

A Bsi3kue 1 CIHPT STHIOBBIN

b Jleryume 2 xsopogopm
3 3¢hup METUITMHCKAN
4 MacIo 3pupHOe
5 MAacJI0 Ba3eJIMHOBOE

70. OTcyTCTBHE MEANATPUICCKUX JIEKAPCTBEHHBIX MPENapaToB BEIHYKAAET PAOOTHUKOB 3[PaBOOXPAHEHHS BCEX
CTpaH npuberaTh K CICIYIOIINM MEpam:

a) PasnambIBaTh TaOJIETKH, TIPEAHA3HAYCHHBIC ISl JICUCHHS B3POCTIBIX, HA YaCTH

0) M3amenpyath TaOICTKH

B) M3roTaBiauBaTh MUKCTYPBI TyTEM «PACTBOPCHHUS» TAOJICTOK, HE MPEIHA3HAYCHHBIX

JUIS OTUX HETeH
r) M3roTaBnuBaTh MOPOIIKU U3 COACPKUMOTO KarCyt
1) BepHo Bce

YnpasieHnue 1 3KOHOMUKA (papMaluu

71. IlepBoe ynomuHanue 00 anTeke (apotheca) kak 0 MecTe XpaHEeHHS JISKapCTB, MBI BCTPEYaeM y:
a) ['ummokpara.
6) lNanena
B) ABUIICHHBI

72. Bunpl anTeYHbIX OpTaHU3aIUH ONpeIeIEHBI:
a) [Ipuxazom M3 u CP P® Ne 8051 ot 15.09.2010 .
6) [Ipukazom M3 u CP P® Ne 12221 o1 28.12.2010 1.
B) [Ipukazom M3 u CP P® Ne 5531 o1 27.07.2010 1.
r) [Ipukazom M3 PD Ne 395 o1 03.11.99 1.

73. JInmen3us Ha BUJ JESITEIBHOCTH, CBSI3aHHBIH ¢ 000POTOM HAPKOTUIECKUX CPEJCTB M IMCHXOTPOITHBIX BEIIECTB,
MOJKET OBITh BBIIaHA FOPUAHICCKOMY JIHIY, B COCTaB PYKOBOJIUTEIICH KOTOPOTO BXOIUT CIICIIHAIHCT, HMEIOIIAN
npodeccnoHambHYI0 MOATOTOBKY, COOTBETCTBYIOIIYIO KOHKPETHOMY BUY €ATEIHHOCTH:

a) Jla.
6) Her.

74. IIpueMouHBIi KOHTPOJIb IO TIOKa3zaTemo «OnncaHuey» BKIIOYAeT IPOBEPKY:
a) Bremnero Buna.

0) [{Bera.

B) 3amaxa.

r) Bece nepeunciennoe.

75. Iopsinok nosry4eHus KBaTu(UKaIMOHHBIX KaTeropuil perjiaMeHTHPYETCs:

a) [Tpukasom Munzapasconpassurust Poccuu Ne 808-1 ot 25 uronst 2011 r.

0) [Ipukazom Munzapasa Poccun ot 29.11.2012 1. Ne 982H

B) [Ipuka3zom MuHHCTEpPCTBA 31paBOOXPAaHEHHS U COIMAIBHOTO pa3BuTHsi Poccuiickoit @eneparu ot 19 mapra
2012 r. N 2391

76. IlnaTexecnocoOHOCTb — 3TO:

a) JINKBUTHOCTH OCHOBHBIX M O0OPOTHBIX CPEJCTB.

6) CrtocoOHOCTD CBOEBPEMEHHO YacCTSAMH OIIATUTH KPEAUTOPCKYIO 33JJ0JKEHHOCTb.

B) Cr1iocOOHOCTH CBOEBPEMEHHO B IIOJIHOM 00bEME IMPOBOJUTH PacyYEThl C KPEIUTOPaMHU.
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77. llepeueHb HAPKOTUYECKUX CPEICTB, ICUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB, MOUICKAIINX KOHTPOJIO B PO,
YTIBEPXKICH:

a) [locranosnennem [IpaBurensctBa PO ot 31.07.98 Ne 864.

0) [TocranoBnenuem [IpaBurensctBa PO ot 30.06.98 Ne 681.

B) [Tocranosnennem IlpaButensctBa PO ot 06.08.98 Ne §892.

78. 3a 30 gueit npogano 120 ymakoBok Occeniuane H Ne 30. Paccuuraiite pazmep cTpaxoBoro 3amaca:
a) 4 ym.
0) 6 ym.
B) 8 yI

79. JIna oxa3aHUs SKCTPEHHON MEANIMHCKON TIOMOIIH B BeYepHEE M HOYHOE BPEeMs 110 )KU3HEHHBIM TTOKa3aHIsIM
paspemraercsi co34aBaTh B MIPHUEMHBIX OTACICHUSIX CTAIIHOHAPOB:

a) [IaTnnHeBHBIH pe3epB HAPKOTHUECKUX JIEKAPCTBEHHBIX CPEJICTB.

0) TpexTHEeBHBIHN pe3epB HAPKOTHICCKHUX JIEKAPCTBEHHBIX CPEICTB.

80. He momryckaroTest k paboTe ¢ HApKOTHYECKIMH U IICHXOTPOITHBIMU BEIIECTBAMU JINIIA:

a) KoTtopbIM npenbsiBieH0 OOBHHEHHE B COBEPLICHUH NPECTYIUICHHUH, CBI3aHHBIM C HE3aKOHHBIM 000pOTOM
HapKOTHYCCKUX CPEACTB U MCUXOTPOIHBIX BEIIECTB.

6) bonpHBIEC HapKOMaHUEH, TOKCHKOMAHUEH U XPOHHUECKUM AJIKOTOJIH3MOM.

B) IMerolye HeMOTAIIEHHYIO UM HECHATYIO CYyJUMOCTb.

r) Bee BhlmIe nepeuncieHHoe.

81. Mopor penradensrOCcTH anTekn Nel- 2300 TrIc., a y antexu Ne2 - 4500 Tric. Kakas u3 antek padoraet
s exTuBHEE:

a) AnrekaNel.

0) Antexa Ne2.

82. IHCTpyKLMs 1O OLIEHKE KauecTBa JICKAPCTBEHHBIX CPE/ICTB, U3TOTOBIISIEMBIX B allTEKe, yTBEPIKICHA!
a) [Ipuxazom M3 P® ot 23.11.96 Ne 375.
6) ITpuxazom M3 P® ot 16.10.97 Ne 305.
B) [Ipukazom M3 P® ot 04.11.97 Ne 318.

83. OcHOBHBIE JTHLIEH3HOHHBIE TPEOOBAHHUS U YCIOBHS K PYKOBOJHUTEIIO allTEYHOI OpraHu3aliy Py
JIMIEH3UPOBAHUH (apMaleBTUYSCKOH NeSTEIBHOCTH:

a) Bricuiee hapm. 0Opa3zoBaHue, cTaxk pabOTHI IO CIICLMATBLHOCTH HE  MeHee 2-X JIET, CepTHMHUKAT CIIeHHAaNINCTa;
0) Bricmee hapm. oOpazoBanme, cTaxk pabOTHI IO CIEIHANEHOCTH HE  MEHee 3-X JIET, CepTU(HUKAT CIICIHAJIICTa,
cpentee apm. 00pazoBaHue, CTaxK PabOTHI 110 CIICLHATBHOCTH HE MEHee SIeT, CepTU(HKAT CIIeHHaTiCcTa

B) Bricmiee papm. oOpasoBanue, cepTH(HUKAT CTIEIHANNCTA.

84. JIunen3us Ha GpapMaleBTUIECKYIO IeATEIHHOCTh BBIIAETCSI CPOKOM Ha:

a) 1 rox;

6) 3 rona;

B) 5 ner;

r) CpoK JIUIIEH3UH 3aBUCUT OT KBATU(HUKAIMK [IEPCOHANA, B YaCTHOCTH, PYKOBOTUTEIIS.
1) Beccpouno.

85. Cpoku xpaHeHus peuenTos, coaepxauue JIC ciucKoB CHIIBHOAEHCTBYIOLIUE U SIIOBUTHIE BELIECTB:
a) 5 ner.

0) 3 rona.

B) 1 rom.

86. brank penenta popmer Ne 148-1/Y-88 npennazHaueH U1t MPOIMCHIBAHUS M OTITYCKA JICKAPCTBEHHBIX CPE/ICTB!
a) Bxomsmux B crimcok |1 @enepansroro 3akoHa «O HAPKOTHYECKUX CPEACTBAX U ICHXOTPOIHBIX BEIIECTBAX.
6) Bxomsmux B crincoxk 11 @enepanproro 3akoHa «O HAPKOTUYECKHUX CPEJCTBAX M MICHXOTPOIHBIX BEIIECTBAXY.

87. XKypHan perrcTpary orepariviii, CBS3aHHBIX C 000POTOM HAPKOTUHECKHX CPEJICTB M TICKIXOTPOITHBIX BEITIECTB JIOJDKEH OBITh:
) cOpOLTIOPOBAH
6) npoHyMepoBaH
B) CKPEIUIEH MOMIIVCHIO PYKOBOIUTEIIS FOPHIAUECKOr 0 JINLA
T) CKpEIUICH IeYaThiO FOPHIMHECKOT 0 JIULIR
JT) CKpEIUIeH TIOATIHCHIO PYKOBOJMTENS OpraHa YHpas/ieHHs aITTeHbIMU OpraHn3al MK cyObekra PD
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€) CKpeTUIeH TIOMIHCHEO PYKOBOIATENIS JIMTICH3UPYIOIIIETO OpraHa 1o CyobekTy PO

88. Hopma oTmycka 1mo oHOMY perenTy OMHOIIOHA B aMITyJIax:
a) 10 amr.
6) 20 am.
B) 30 am.
r) 50 amm.

89. IlprneMOoYHBIi KOHTPOJIb C LEJIbIO MPEIYNPEKACHUS MOCTYIUIEHUS B alITEKy JIEKapCTBEHHBIX CPEJICTB C
nedexramu, 3aKII0YAECTCS B IPOBEPKE:

a) IlommuHHOCTH (KaueCTBEHHBIN aHATIU3).

6) OO1weii Macchl Ui 00beMa JIEKapCTBEHHOH (hOPMBI.

B) BHemHero Buaa, yKynopku, MapKApOBKH.

90. [TacnopT MICEMEHHOTO KOHTPOJIS 3aTIOTHSIETCS:

a) B mporecce M3roToBneHNs IEKapCTBEHHBIX (OPM.

0) o m3roTOBIECHHS JIEKAPCTBEHHBIX ()OPM B COOTBETCTBHH C IPOIHCHIO B PEIICTITE.
B) [To mamsTH IMOCTIe N3TOTOBICHHS JIEKAPCTBECHHON (DOPMBL.

dapmakosiorus, KInHu4eckasi GpapMaKoJorusi
Bribepure Hanbosee npaBUIIbHBIN OTBET

91. BUOAOCTYITHOCTD JIEKAPCTBEHHBIX CPENICTB ITO:

a) KOJIMYECTBO Iperapara, BCOCABIIETOCS B )KETYIOYHO-KUIIEYHOM TPAKTE,

0) KOIMYECTBO IpenapaTa, He CBSI3aHHOTO ¢ OeKaMU TIa3MBI,

B) KOJIMYECTBO IIperapara, MOCTYIAONIET0 B CHCTEMHBIH KPOBOTOK, IT0 OTHOIIICHHIO K BBEJICHHOH J03¢€,
T) BpeMsi, 32 KOTOpOe KOHIICHTPAIIHs BEIIeCTBA B IDTa3Me CHIbKaeTes Ha 50 %,

) CKOPOCTh yIalIeHHS BEIIeCTBA U3 OPTaHU3Ma.

92. MexaHu3M JIeiicTBHS aHTHaPUTMHUECKUX JIEKAPCTBEHHBIX CPEACTB | kIacca (XMHUAWH, IPOKAaUHAMHUN):
a) OJIOKUPYIOT P-aapeHOPELETOPEI,

0) OJIOKHPYIOT KaJUEBbIC TPAHCMEMOpPaHHbBIC KaHAJIbI,

B) OJIOKHpYeET KaJblIUeBble KaHAJIBI,

r) OJIOKHPYIOT HATPHEBbIC KAHAIIBI,

1) uHru6upyiot If kaHasbL.

93. B ocHOBe aHTHaHTHHAJIBHOTO 3 dekra B-anpeH0OTOKaATOPOB JEKUT UX CLIOCOOHOCTH:
a) CHI)KaTh YaCTOTY M CHIIY CEPJICUHBIX COKPAIIECHHH,

0) yBeIMYUBaTh CEPJCUHBIN BHIOPOC,

B) 3aMeUIATH NTPOBEJICHNE BO30YKACHHS B aTPHOBEHTPHUKYIISIPHOM Y3II€,

T') YBEJINYNBaTh KOPOHAPHBIH KPOBOTOK,

1) uarn6uposats AIlO.

94. Ipenapats! BbIOOpa [UIsl TEpANUU THEIOHEQpUTA:
a) aM()EHHUKOJIbI,

0) TeTpalUKIVHBI,

B) ()TOPXHUHOJIOHEI,

T') KO-TPUMaKCO30JIBI,

) yPOQHTHUCENTHKH.

95. Ilpu neyeHnn OpPOHXMATBLHOM aCTMBI TIIIOKOKOPTUKONUAAMH TIPENIOYTEHHE OTAAIOT UX:
a) MHTaJSIIIHOHHBIM (hopMam,

0) MHBEKIIMOHHBIM (hopMaMm,

B) IEpOpaTbHBIM (hopMam,

T) HApY>XHBIM (opMam,

) HE HCIIONB3YIOT B TEPAIHH.

96. T'acTponpoTeKTOp, KOTOPHIH siBisieTcst anasiorom I1TE;:
a) BUCMyTa CyOHHTpAT,

0) cykpansdar,

B) BUCMYTa cyOcalunuiar,

T') MU30IIPOCTO,

1) KapOEHOKCOJIOH.
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97. IlpenapaTsl MHCYJIMHA JJIATEIBHOTO ICHCTBHS:

a) HOBOpAIHI,
0) uacynun Jluzmnpo,

B) [IMHK - CYCIIEH3Ms KPUCTAJUIMYECKOTO HHCYJIMHA YelloBeKa - yipTparapa HM,
T) cycrieH3us n30(aHa 4eI0BEUeCKOro HHCYIuHa — nmpoTtadan HM,
JI) PAaCTBOP YEJIOBEYECKOT'0 MHCYJIMHA — XYMYJIUH PEryJsip.

98. st nevenust xene301eUIMTHON aHEeMHS y IeTel paHHEr0 BO3pacTa IPeIIouTeHUE OTAAIOT!
a) TBEP/bIM JieKapcTBEHHBIM (opmam (JID),

6) xuakum JIO,

B) UMILIAHTAIIUOHHBIM JID,
T') HHTUTAIAOHHBIM JID

1) MsrkaM JID.

99. IIpu ncHONBE30BaHNH AHTHICTIPECCAHTOB — HHTHONTOPOB MAO Ha (oHE IHUEeTH, H300MIYIOMEe! IPOIyKTaMH,

COJIeprKaIlIMU THPAaMHH HaOI0AaeTCs:

a) CTUMYJIALUS CUMIIATO-aJpSHAIIOBON CHCTEMBI H MOBHIIIeHNEe AJl,
0) yrHeTeHUEe CUMIIaTO-aIPEHAIOBON CUCTEMBI,

B) aHTUXOJUHEPIHYECKUI P PeKT,
T') BarOTOHHUS,
1) XOJTMHOMUMETHYCCKHUIA 3P PEKT.

100. I'pynira aHTHOMOTHKOB, IEHCTBYIOMIHUX TOJBKO HA TPaMOTPHLIATEIBHYIO (IIOpY:

a) OHOCHHTETHYCCKHUE ITCHUIIMIUTHHBI
0) TeTpaKKIIIHEI

B) MaKpOJHIBI

I') aMUHOTJIUKO3HIBI

) TOJTMMHKCHHBIL.

8.2 KoHTpoJib U OLleHKa pe3y/ibTaTOB 0CBOeHHS NPOo(ecCHOHATbHBIX KOMIETEHIIUI

OCHOBHBIE TI0KA3aTENN OLEHKH

@opMBI U METOABI KOHTPOJIS
OLICHKHU

Pesynbrarel
(ocBOCHHBIE
npogeccuoHaIbHbIE
KOMITETEHITUHN )

I[IK 1. Cnocoben ocymect-
BIISITh BHYTpHUANTEYHBII

KOHTPOJIb Ka4yecTBa, JIEKapCT-
BEHHBIX CpEACTB AaNTEYHOI'O
M3TOTOBJICHMUS, ¢dapmaries-
TUYECKUX  cyOcTaHiuii U
JIEKAPCTBEHHOTO  PaCTUTENb-
HOTO CBIpbSl B  YCIIOBHSX
arTeYHbIX OpPraHu3alnil

- BBIOOp METO/1a aHAIIN3a;

- [IPOBEICHHE peaxkuui
IIOAJIMH-HOCTH,

- IIPOBEJCHUE KOJIIMYECTBEHHO-
T'O OIPEACIICHAS

[IK 2. CnocoGeH mpoBOAMTH
OIIEHKY pEe3yJbTaTOB aHAIIN3a
JIeKapCTBEHHBIX CpeZCTB
anTeYHOTO W3TOTOBIICHUS,
dbapmalneBTUYECKUX CyOCTaH-
LIU{A ¥ JIEKApCTBEHHOI'O PACTH-
TEJILHOTO CBIPbS B YCJIOBUSX
arTeYHbIX OpPraHU3alMil

- TpOBENEeHHE HEOOXOAMMBIX
pacyeToB;

- TIpEeACTaBJICHUE PE3YJIbTATOB
aHaJM3a B BUJIE 3aMOJIHEHUS
COOTBGTCTBYIOI]_[I/IX )KypHaJ'IOB
10 BHYTPUANITEYHOMY aHAIIU3yY

IIK 3. CnocoGen ocymiect-

- BLI60p METOJa aHaJIn3a,

Texywuti konmpons: HOKIaAbI
(Tpe3eHTaIum ), TeCTUPOBaHUE,

coOeceqoBaHUE o
OTIEIbHBIM paznenam
MIPOTPaMMBI

Hmoecosas ammecmayus.
TECTOBBIN KOHTPOJTb,
ompesieliecHue  TPAKTHYSCKUX
HABBIKOB CricquajanucTra 158
3aKJIFOYUTEILHOE
cobeceoBanue.
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BIISITh (bapmakonelHbIN
aHamu3  (apMareBTHYECKUX
cyOcCTaH-1IHiA, TOTOBBIX
JICKapCTBEHHBIX CPEACTB U
JIEKapCTBEHHOTO
pacTUTEIbHOTO  CHIPbSl B
YCIIOBHSIX UcnbiTaTensHon
naboparopun LleHTpa KOHT-
pois Ka4yecTBa
nekapcTBeHHbIX cpenactB (MJI
LIKKIJIC)

- MPOBEACHHE peaKkimit
IIOAJIMH-HOCTH,

- TIPOBEJICHHE KOJIMYECTBEHHO-
r'O ONpeACTCHUS

[IK 4. CnocobeH MmpoBOIUTH
WHTEPIPETALMIO PE3YJIbTaTOB
aHanuza (apMaleBTUYECKUX
cyOcTaHIHi, TOTOBBIX
JIEKAPCT-BEHHBIX CPEACTB U
JIEKapCT-BEHHOT O
pacTUTENBHOIO  CHIPbS B
YCIIOBUSAX HcneiTaTensHon
nabopatopun lleHTpa KOHT-
pouis KauecTBa
JexkapcTBeHHBIX cpencts (MJI
LIKKJIC)

- TPOBEACHUE HEOOXOAUMBIX
pacyeros;

- OIICHKA IMOJYYCHHBIX PE3yIib-
TaTOB aHAJIM3a:

- TMPEICTABICHUE PE3YJIbTaTOB
aHaJM3a B BUJIC 3allOJHCHHS
COOTBETCTBYIOILIEH  AHAJIMUTH-
YEeCKOM JOKyMEHTAIHU
(paboumii KypHaji, aHAJIWUTH-
YECKUH MMacIopr)
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