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2. BBOOAHAA YHACTb

2.1. Uenb 1 3agaymn ocBoeHnA gucumnnumHbl (moayns) 61.B.4B.04.02 MexayHapogHble
CTaH4apTbl NPOM3BOACTBA /IEKAPCTBEHHbIX CPeLCTB

Llenb ocBoeHus yuyebHo amcumnanHbl (mogynsa) B1.B.AB.04.02 MexayHapoaHble
CTaHfapTbl NPOU3BOACTBA NIEKAPCTBEHHbIX CPEACTB COCTOUT B OBJlIafleHUN 3HAHMUAMU OCHOBHbIX
(haKTOpOB, BAMAKOWMUX Ha 3PPEKTUBHOCTb [JeACTBUSA NEKAPCTBEHHbLIX MpenapaTtoB Mpu KX
NPOMbILL/IEHHOM W anTe4YHOM NPON3BOACTBE.

Mpwn 3aTOM 3aayamum AUCLUNNINHBI ABNAKOTCA:

- npuobpeTeHWe CTydeHTaMM 3HaHWA 0 cTpaTerMyM pasBuTus (apMaueBTUYECKOA |
MEeAMNLMHCKOM MPOMBbILLIEHHOCTW Ha nepuog Ao 2020 roga v ganbHerLwy0 NepcnekTMBy

- 00y4yeHue CTYAEeHTOB MPUMEHEHUID BaXKHEMLWIUX  MEeXAYHApOAHbIX CTaHA4apToB, Ha
KOTOpbIX 6asnpyeTca hapmaueBTUYeCKoe NPoM3BOACTBO

- 0BNafieTb 3HAHUAMW U YMEHUAMW B cdepe MPUMEHEHUS Haffexalnx npakTnkK
npounssofctea (GMP, GDP).

2.2. MecTo aucumnamHel (mogyns) 61.B.AB.04.02 MexAyHapoAHble CTaH4apThbl

NpPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB OTHOCUTCA K BapuaTUBHOM YacTu AMCUUMAUH N0 BbIGOPY
cneynanbHoctn  33.05.01 dapmauyms  (YpoBeHb  cneunanuTeTa), HanpabsieHHOCTU 02
3apaBooxpaHeHue (B chepe obpalleHMA NeKapCTBEHHbIX CPeACTB M APYrUX TOBapoOB anTeyHOoro
accopTMMEHTA)
2.2.1. [AumcuymnnumHa (moaynb) bB1.B.AB.04.02 MexgyHapoiHble CcTaH4apTbl MNpPOM3BOACTBA
NIeKapCTBEHHbIX CPeACTB OTHOCUTCA K 4acTu, (OpMUPYEMOR yyacTHMKamu 06pa3oBaTesibHbIX
OTHOLWUEHWA OCHOBHOWM 06pa3oBaTeNbHOM MPOrpaMmbl BbICLLIEF0 06pa3oBaHMs MO cleyuasnbHOCTU
33.05.01 dapmauyms (ypoBeHb crieymanuTeTa), HanpasneHHocTn 02 3apaBooxpaHeHue (B cepe
obpalleHNA NeKapCcTBEHHbIX CPEACTB U ApYrMX TOBapoB anTe4yHOro accopTUMEHTA)

2.2.2. Ana wnsydeHus gucumnamHbl (mogynsa) 61.B.[4B.04.02 MexayHapoAHble cTaHAapTbl
NPON3BOACTBA NIEKAPCTBEHHbIX CPefCTB Heob6XoLMMbI CcneaytoLine 3HaHUSA, YMEHUS W HaBbIKW,
thopmupyemMble MpesLlecTBYOWNMNA AUCLUNINHAMN:
dapmaLueBTMYeCKasa TeEXHONOINA
3HaHMA: TeopeTUYECKUEe OCHOBblI W3rOTOB/IEHWSA pPa3NIMUYHbIX JIEKAPCTBEHHbIX (opM. Tunbl ©
CTPYKTYPbl TEXHUYECKON JOKYMEHTaLNMW: 3aKOHbI, MPUKasbl, NHCTPYKLUNWN, PernamMmeHThbl.

YMeHUSA: M3rotTaBnMBaTb pas/iMuHble JleKapCTBEHHbIE (OPMbl, MNPOBOAUTL COOTBETCTBYHOLLME
pacyétbl. HaxoguMTb HeoOX0AMMYK MWHGOPMaLU0 MO0 M3rOTOBJIEHUIO JIEKAPCTBEHHLIX (GopM B
pa3NnyHbIX UCTOYHUKAX (Hay4yHas nutepatypa, TeXxHUYeckKas LOKYMeHTalunsa, UHTEPHET).

HaBbiku: BnageTb HaBblKaMy paboTbl C HOPMATUBHO-TEXHUYECKOW [OKYMEHTaLuen, CBSA3AHHON C
thapmaLeBTMYECKNM NPOU3BOACTBOM, COCTaBNATbL PerfaMeHTbl U UHCTPYKLUN.

dapmakosorus

3HaHWA: MexaHW3Mbl BcacblBaHUSA W BbIBEfEeHUS JIEKAPCTBEHHbIX BELLECTB. TpPaHCMNOpPT BeLLecTB
yepes K/eTOoUHble MeMbpaHbl. BuoTpaHcopmaumns. PapMaKoKNMHETUKA U hapMaKoANHaMUKa.
YMeHUA: aHann3MpoBaTb hapMakKoOKMHeTUYECKNE KPUBbIE, ONpPefensaTb PAaCTBOPUMOCTb BELLECTB,
paccunTbiBaTb OTHOCUTENIbHYIO GMONOrMYeCKYHO0 AOCTYMHOCTb.

HaBblkn: BnajeTb HaBblkamu Auanusa, onpejeneHns pacTBOPUMOCTU, AUGDHY3UU MPU OUEHKe
3(PHeKTMBHOCTU NEKAPCTBEHHbIX NpenapaToB.

2.3. Tpe6oBaHMA K pesynbTaTaMm 0CBOeHUSA agucuumniaumHbl (moaynsa) b1.B.AB.04.02
MexayHapoaHble cTaH4apTbl NPOU3BOACTBA /IEKAPCTBEHHbIX CPEACTB

OcBoeHne  gucumnnuHbl  (moaynsa) bB1.B.4B.04.02 MexayHapogHble  cTaHAapThbl
Npon3BOACTBA J/IEKAPCTBEHHbIX CPeACTB HanpaBfieHO Ha (opmMupoBaHMe y obydarLmxcs
CNeayoLmx KOMNeTeHLNIA



HNunukaTops! nocTrskeHus: mpodeCCHOHATBHBIX KOMIETSHIIHIA

IIpodeccronanbhbiii ctangapt [lpukas MuaHCTEpCTBa TpyAa U colanbHON 3amuTel PO ot 9 mapta 2016 r. Ne 911 "O6 yTBepKaeHnn
npogeccronanprOro cranaapra «IIposuzopy

OT® A7 Kanupunupoannas papMalieBTHUECKas TOMOLIb HACEJICHHIO, MALIMEeHTaM MEAUIIMHCKUX OPTaHu3alui, padoThl, YCIYTH MO AOBEACHUIO
JIEKaPCTBEHHBIX MPENapaTOB, MEAULIMHCKHUX U3JEIUH, IPYTUX TOBAPOB, PA3PELICHHBIX K OTIYCKY B alITEUHBIX OPraHU3aLUAX, 10 KOHEYHOTO

noTpeouTesns
Tun u BuA 3a1a4 NpodecCHOHANBHON NesITeTbHOCTH
DapMalleBTUUECKUI
Tpynosas ¢pyHkuus Kon n HaumeHnoBanme HNuauxkaropsl aocTuskeHsi NpogecCHOHAIBHON KOMIIETEHIUHN
npogdeccuoHaAILHOU

KOMIeTeHIHH

BBINYCKHHUKA
A/05.7 Usrorosnenue | I1IK-1. Cocoben N TIK-1; ITpoBOOUT MEPONPHUATHS 1O MTOATOTOBKE padOUero Mecra, pacyeTsl
JIEKapCTBEHHBIX MPENnaparoB B | U3rOTABIMBATH KOJIM4ECTBA JIEKAPCTBEHHBIX CPEACTB U BCIIOMOTaTEIbHBIX BEIIECTB JJIs1 H3TOTOBJICHUS
YCIIOBUSIX ANTEYHBIX | JIEKAPCTBEHHBIE JIEKapCTBEHHBIX IIpernaparhl B YCIOBUSIX allTEYHbIX OpraHu3aluil B COOTBETCTBUHU C
OpraHu3anun npenaparsl B yCIOBHSIX JEeNCTBYIOIMMH HOPMAaTUBHBIMU JOKYMEHTaMU

anTeuHbIX OpraHu3aluii B
COOTBETCTBUHU C
JOEHCTBYHOLIUMU
HOpPMaTUBHBIMU
JOKYMEHTaMu

HN/I1IK-12 M3rotaBnuBaet JeKapCTBEHHBIE IPENapaThl, YIIAKOBBIBAECT, MAPKUPYET U
oopMIIsieT K OTITyCKY, KOHTPOJIUPYS KAUECTBO HAa BCEX CTAAMSAX TEXHOJIOTHYECKOTO
npouecca




2.4. XapaKTepucTunka npoeccnoHanbHOM feATeNbHOCTU BbIMYCKHUKA

2.4.1. Mpn peanusauymn aucumnianHbl (mogynsa) b1.B.AB.04.02 MexayHapogHble
CTaHAapTbl MPOM3BOACTBA NIEKAPCTBEHHbLIX CPEACTB B CTPYKTYpe OCHOBHOW 06pa3oBaTesibHOW
nporpammMmbl BbICLIero o6pasoBaHMA no cneymanbHocTn 33.05.01 Papmaumsa (ypoBeHb
crneunannTeTa), HanpasseHHocTn 02 3gpaBooxpaHeHue (B chepe obpalleHMSA NeKapCTBEHHbIX
CpeAcTB W [APYrux TOBApOB anTeyHOro accopTUMeHTa) BbIMYCKHUKU  TOTOBATCA K
npodeccuoHanbHO  AeATENbHOCTU, HaMpaB/ieHHOW Ha OKasaHue KBanuduuMpoBaHHOWN
(hapmaLeBTUYECKOM MOMOLLW HaceNeHWo, NauuMeHTaM MeAWUMHCKWX OpraHusauuii, paboTbl,
ycnyru no AOBefeHWI0 NeKapCTBEHHbIX NMpenapaTtoB, MeAULMHCKUX W3L4eNnin, 4pyrMx TOBapos.,
paspeLleHHbIX K OTNYCKY B anTeYHbIX OpraHmn3aumnsax, 40 KOHEYHOro notpebutens.

2.4.2. O6beKTbI NpotheccuoHanbHOM AeATeTbHOCTU BbIMYCKHUKOB

3TO J/IeKapCTBEHHble CpeAcTBa A1 MEAULMHCKOTO W BETEPUHAPHOrO MPUMEHEHUS,
Apyrve ToBapbl anTe4YHOro acCOpTUMEHTA, SIeKapCTBEHHOE PacTUTE/IbHOE CbIpbe, 6UONOrMYeCcKM
aKTUBHbIE BellecTBa, PapMaLeBTUYecKasn AeATe/IbHOCTb, IOPUANYECKME NULa, Pusnyveckume nuua.

2.4.3 3agaun npodeccCUoHanbHOM AesATeNbHOCTU BbIMYCKHUKOB

Tun: dapmaueBTUYECKNIA
3agaun: opraHmsauns 1 oCyLLecTB/IeHMe NpoLecca N3roToBNEHNSA NIeKapPCTBEHHbIX MpPenapaTos;
2.4.4. Bnabl npodeccMoHanbHON AeATeNbHOCTU, HA OCHOBE (POPMUPYEMbBIX MPU
peanusaLun UCLUUNNHBI (MOAYNS) KOMNETeHLUMIA:
dapmaueBTUYECKNIA

3. OCHOBHAA YHACTb

3.1. O6bem gucumnnuHbl (mogyns) B1.B.AB.04.02 MexpyHapoAHble CcTaHAapThbl
Npou3BOACTBA NEKAPCTBEHHbLIX CPeACTB N BUAbI y4e6HOU paboThl

5 CemecTpbl
Bug y4yebHoli paboThl q;s;; 9
4yacos
1 2 3
AYLUTOpPHbIE 3aHATNSA (BCEro), B TOM YuC/E: 48 48
Nekuunn (1) 16 16
MpakTnyeckune 3aHATUA (M3), 32 32
CamocTodATeNnbHana paboTta ctygeHTa (CP),B TOM 24 24
yumcne:
MoaroToska K 3aHATUAM(I13) 12 12
MoaroToBKa K Tekylemy KoHTpono (MTK)) 6 6
MoAroToBKa K npoMe>kyTo4yHomy KoHTponto (MMK)) 6 6
Bua npomMeXxyTOUYHON aTTecTaumm 3a4et (3) 3a4éT
yac. 72
MTOIMO: O6wasa TpyaoeMKOCTb
3ET 2
3.2.1 Pasgenbl gucuymnnuHbl (Mogyns) B1.B.AB.04.02 MexayHapogHble cTaH4apThbl

NpPoOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB UM KOMMETEHLMMU, KOTOPble AO0/MKHbI GblTb OCBOEHbI



Mpu UX OCBOCHHU

Ne HaumeHoBaHue pa3aesa
N Coaep:kaHue pa3nesia B IHIAKTHIECKHX
Ne | kommere y4eOHOl JHCHHUIIHHBI
eIMHULAaX (TeMbI Pa3aesioB)
HUHH (Mmony.Jist)
1 2 3 4
Me:xayHapoanbie craHaapTbl | OCHOBHBIE 3Tallbl Pa3BUTHS
NMPOU3BOACTBA B3aMMOOTHOIIEHUIN MEXAY OT€UYECTBEHHOU
JIeKAPCTBEHHBIX CPeCTB (bapMareBTHUECKONH OTPACIBIO U
MeXXyHapOIHbIMU yupexaeHuamu GMP
buonorudeckue MeToNbI ONpeEIeHUs
OMONOCTYTHOCTH JIEKAPCTBEHHBIX (POPM.
OpuenTauus Ha notpeduTeneil B
(bapMareBTHUECKONH MPOMBIIILJICHHOCTH.
MapkeTuHroBast cTpaTerusi.
1. IIK-1 Ocnosuble yacTu CPK. OCHOBHbIE 3JIEMEHTbI

GMP, ISO 9001: 2008, criocobcTByrOLITHE
bakTopsL

Ponb 1 OCHOBHBIE NPUHLUIIEI MEHEPKMEHTA
KayecTBa

Ksanmudukamms u Banuaauus. [lonutuka
Bamaannu. OOmme XapakTepuCTUKU
KBaJH(PHUKALIUN.

YnpasieHue T0KyMEHTOOOOPOTOM B CUCTEME
(hapManeBTHYECKOro Ka4eCcTBa

3.2.2. Pasznmensl mucturuinbbl (Moayisi) b1.B.JB.04.02 Me:xkayHapoaHbie CTAHAAPTHI
NMPOU3BOACTBA JEKAPCTBEHHBIX CPEICTB, BUIbI Y4eOHOH NeATeTbHOCTU U (POPMBI KOHTPOJIS

Buasbi yueoHoit Dopmbl
AesITeJIbHOCTH, BKJIIOYAS TeKyl1ero
Ne CAMOCTOSITEJIBHYIO Pa00Ty | KOHTPOJIA
HaumeHnoBaHmue pasaesa
Ne | ceme . CTYAEHTOB ycneBaemo
y4eOHO#l AMCUMIJIMHBI (MOAY.JIs1)
cTpa (B yacax) cTH (no
HeoelAMm
J | JIP | I3 | CPC | Bcero
cemecmpa)
1 2 3 415 6 7 8 9
1 |9 MeKAYHAPOAHBIE Tectuposan
CTAHAAPTHI NPOH3BOACTBA ue,
JIEKAPCTBEHHDbIX CPEeACTB 16 32 24 72 | cuTyauuoH
HBIC
3a/1a4u;
nTOoro: 16 32 24 72

3.2.3. Ha3panue TeM JeKIUI U KOJUYECTBO YaCOB MO CEMECTPaM U3Yy4YEeHUs JUCLUTIINHBI
(monyns) B1.B.JIB.04.02 MexxayHapoIHbIe CTAaHAAPTHI MPOW3BOMICTBA JIEKAPCTBEHHBIX CPEIICTB

No

Hassanue Tem Jexuuii y4e0H0i AUCHHILUIHHBI (MOIYJIsT)

Yacel

2

3

9 cemecTp




Hcropust MexTyHAPOTHOTO OMbITA YIIPABIEHUS (hapMaIleBTHUECKUM Ka4yeCTBOM

BBeI[eHI/Ie B MCHCIPKMCHT Kade€CTBa

[Ipou3BOACTBO JEKAPCTBEHHBIX CPEACTB U €TI0 OKPYKEHUE

HHCTpyMEHTBI MEHEIKMEHTa KaueCcTBa

Cucrema dpapmanesrrueckoro kadectsa (CPK)

clu|s|w | =

HoBblit moaxon k Bauaanuy U KBaTU(UKALUN

D D D DN N NN

OddexTuBHOE yrpaBieHnEe TOKYMEHTOOOOPOTOM B CUCTEME
(hapMaleBTHYECKOTO Ka4ecTBa

8. | CoBpemenHoe cocrosinue BHenpenuss GMP B Poccuu 2

Hrtoro 4acoB B cemecTpe 16

3.2.4. Ha3BaHue TeM MPaKTUYECKUX 3aHATUA W KOJHUYECTBO 4YacCOB IO CEMeCTpaMm
u3yueHust aAucuuIumHel (Monyisi) ) b1.B.JIB.04.02 MexxayHaponHble CTaHAapThl TPOU3BOACTBA
JIEKAPCTBEHHBIX CPEJCTB

Ne Ha3Banue TeM NpakTH4YecKHX 3aHATHI y4eOHOH TUCHUIIUHBI (MOIYJIs1) Yacol
1 2 3
9 cemectp
1 OcHOBHBIE 3TaIlbl Pa3BUTHsI B3aUMOOTHOILIEHUHN MEXKAy OTe4eCTBEHHOMN 4
(bapmMareBTHUECKON OTPACIBI0 U MEXKIYHAPOAHBIMH yupekaeHusmMu GMP
2 | buonoruueckue METOIBI ONpeaeIeH!s] OMOJOCTYITHOCTH JIEKAPCTBEHHBIX (POPM. 4
3 OpuenTauus Ha notpeduteneil B papmManeBTHIECKON MPOMBILUICHHOCTH. 4
MapkeTuHroBas cTpaTerus.
4 Ocnosnble yacTu COK. OcHoBHble 3meMenTsl GMP, ISO 9001: 2008, 4
crocoOcTByrOIHE (PaKTOPHL.
5 | Ponp u OCHOBHBIE IPUHIIUIIBI MEHE)KMEHTA Ka4eCTBa 4
6 Ksanmudukanus n Bamunanms. Ilonurrka Bammganuu. O0mue XapakTeprucTUKU 4
KBaJH(PHUKANH.
7 | YnpasneHue 1OKyMEHTOOOOPOTOM B cHCTeME (apMaLeBTHUECKOTO Ka4eCTBa 4
3auerHoe 3ansaTue ([lenosas urpa - 4 yaca, KOMaHIHOE COPEBHOBAHUE I10 TEME
8 | «@apmaueBTHueckre GakTOPbI, BIUSIOMNE Ha 3PPEKTUBHOCTD JIEKAPCTBEHHBIX 4
CPEACTBY )
Hroro yacos B cemecTpe 32
3.2.5. JlabopaTOpHbIi MPAaKTUKYM — OTCYTCTBYET
3.3. CAMOCTOATEJIBHAA PABOTA OBYYAIOIIETOCA
3.3.1. Buget CP
Nl g GHoil B
aMMEHOBAHHE pa3aesia yuyeOHoH cero
n/ pasa y Buasl CPC
I AMCHHUIIMHBI (MOZYJIs1) 4acoB




1

9 cemectp

1

OcHOBHBIE 3TaIlbl pa3BUTHS
B3aUMOOTHOLIEHHUI MEXAY
OTE4YeCTBEHHOH (papMarieBTUIECKOH
OTPACIBIO M MEXKIYHAPOIHBIMHU
yupexxaenusmu GMP

IMoarotoska k 3ausTusim (I13)

buonoruueckue MeTonbl
ornpeneseHus: ONOIOCTYITHOCTH
JEKApCTBEHHBIX (POPM.

IMoarotoska k 3ausTusim (I13)

OpuenTauus Ha notpeduTeneii B
bapmaneBTHYECKON
MPOMBIIIJICHHOCTH. MapKeTI/IHFOBaﬂ
cTparerus.

IMoarotoska k 3ausTusim (113)

OcHosueie yactu COK. OcHOBHBIE
anementsl GMP, ISO 9001: 2008,
crocoOcTByrOIIHE (PaKTOPHL

IMoarotoska k 3ausTusim (I13)

Ponp u ocHOBHBIE NMPUHLUIIBI
MCHCIP)KMCHTA KaueCTBa

IMoarotoska k 3ausTusim (I13)

Kpanubukaiis v BaauIarus.
Tonutuka sanunauuun. O0LMe
XapaKTePUCTUKU KBATU(DUKAIIAH.

IMoarotoska k 3ausTusim (I13)

YnpasieHue 10KyMEeHTO000pOoTOM
B cucTeMe (hapMarieBTHIECKOrO
KauecTBa

IMoarotoska k 3ausTusim (I113)

«PapmareBTHUeCKUE (HAKTOPBI,
BIMSTIOINUE HA 3P PEKTHBHOCTD
JIEKAPCTBEHHBIX CPEICTB)

IMoarotoska k 3ausTusM (I113)

Hroro yacos B cemecTpe

24

3.3.2. KoHTpoJibHBIE BONPOCHI 3a4€TY.

e A e

—_ = = = = = \D
N W= O

KoHTpoabHbIe BONPOCHI K 3a4eTy

HcTopust MeXIyHApOAHOTO OIBITA YIPaBIeHUEM (PapMaieBTUYECKHM Ka4eCTBOM.

IIpennoceunku nosiiaenus npasuin GMP.
CtpykTypa 1 XapakTep MUPOBOTO NPOU3BOJICTBA.

Ponb perynaropHeIX OpraHos.
Konnenmus GMP.
ITepsbie mpasuna GMP.

GMP u oredecTBeHHas hapMaLeBTHYECKAs TPOMBIIUIEHHOCTb.
Oranel npusHanus GMP B CCCP u B Poccun.
JKu3HEHHBIN LUK JIEKaPCTBEHHOTO Mpernapara.

. OCHOBHBIE 3JIEMEHTHI MEHEIIXKMEHTA KaueCTBa.
. Crpykrypa GMP.

. O¢ddextor BHETpEeHUST GMP.

. Ucropus crangaptos ISO 9000/
. Hpunuuns! u ctpyktypa [SO 9001.2008

. Ponb 11 pyHKIIMH Y TIOJTHOMOYEHHOTO JIMIA.




16. Pomp  OOIECTBEHHBIX OpraHU3alUid B PEryJUPOBAHUU CPEACTB  MEIULIMHCKOTO
HA3HAYEHUs.

17. Kpammmdukamss u  Banmupauus. [lonutuka Bamumaumu. OOmue XapakTEepPUCTHKU
KBaJM(UKALIUH.

18. MeHemkKMEeHT pUCKOB B 00JIaCTH KAa4eCTBa.

19. IIpuHUMITEI paOOTHI OTAENAa KOHTPOJIS Ka4eCTBa.

20. CaMOMHCNIEKTUPOBAaHHUE U ayIUT Ka4eCTBa.

3.4. OHEHOYHBIE CPEACTBA /1 KOHTPOJISI YCIIEBAEMOCTH H
PE3YJBbBTATOB OCBOEHUA YYEBHOU JUCIHUIIVIMHBI (MOJYJIA)

3.4.1. Bugsl KOHTPOJIS U aTTECTalNH, POPMBI OLICHOUYHBIX CPENICTB

HaumenoBaHnue OueHouHBIE cpencTBa
Ne Ne pasaena Koun-Bo
Buabi . Koa-Bo
n/ | cemecTp yueOHoMH BOIIPOCO
KOHTPOJISA dopma HEe3ABHCHMBI
n a AUCHHUTIHHBI B B
X BADHAHTOB
(Monxyns) 3agaHHHU
2 3 4 5 6 7
9 Memyﬂaponﬂb] Tectuposanue | 10 2
Texymuit € CTAaHAAPTHI
KOHTPOIIb NPOM3BOACTBA YcrHsiit onpoc | 5
JIeKAPCTBEHHBIX
[pomexyTouHBI | cpeacTB Curyauuonusr | 3 3
H KOHTDPOJIb ¢ 3aJaun
3.4.2 Ilpumepbl OLICHOYHBIX CPENCTB:
AJIA TEKYIIETO KOHTPOJIA 01.IIpaBuna GMP 5t0:

TK
(TK) 1. Hannexaimasi npakTuka NpoOU3BOACTBA

2. Auctpudyuus
3. JlabopaTopHbIii aHAITN3
4. KnuHUYEeCKHUE UCTIBITAHUS

5. Cucrema Bagugalin

02.ITpasuna GDP sto:

1. Hannexaimasi npakTuka NpoOU3BOACTBA
2. Auctpudyuus

3. JlabopaTopHbIit aHaTu3

4. KnuHn4eckue UCrbITaHUs

5. Cucrema BaIUOALINN

03.I'ocynapcTBeHHas perjiaMeHTalusi IpOU3BOJACTBA
JIEKAPCTBEHHBIX MPENapaToOB U KOHTPOJIS UX KAYECTBA
MPOBOAUTCSA MO HANPABJICHUAM

1. ycraHoBjIeHUs MpaBa Ha (papMaleBTUIECKYIO NeATETbHOCTh

2. HOPMHMPOBAHMsI COCTaBa NPONKCEN JIEKapCTBEHHBIX




IpenapaTroB

3.yCTaHOBJIEHUs] HOPM Ka4yeCTBa JICKAPCTBEHHBIX U
BCIIOMOTaTEJIbHBIX BELIECTB

4. HOpMUPOBAHUS YCIOBHUM U3TOTOBJIEHUS U TEXHOJIOTUMYECKOTO
npouecca

5. BceM BBIIICTICPCINCICHHBIM

AJIA TCKYLIETO KOHTPOJIA
(TK)

1. buodapmarust — OHO U3 OCHOBHBIX TEOPETUYECKUX
HaTpaBJIeHUH (papMaLleBTUIECKON TEXHOJOTHH.

2 buodapmarieBTHUECKHE TEPMUHBL. JIEKAPCTBEHHOE BELIECTBO,
BbICBOOOKIICHHE, PACTBOPEHHE, TIOJTHOTA BCACBIBAHMUS,
MeTa0OJIN3M, BBIBEICHUE U APYTHE.

3.TepaneBTI/Iqec1<aﬂ HEAACKBATHOCTD JICKAPCTBCHHBIX BCIICCTB,
NPUYIUHBI €€ BO3HUKHOBCHUS. )(I/IMI/ILIGCKI/IGj OHOJIOrUYeCKUE U
TCPANCBTUUCCKNUE SKBUBAJICHTDI.

4. DapmareBTHUECKUE (PAKTOPBI, BIUAIOIIUE HA
TepareBTUIECKY0 3()(HEKTUBHOCTD JIEKAPCTB.

5. Xumudeckasi IpUpOa JIEKAPCTBEHHBIX BEIECTB U €€ BIUSHHE
Ha OMOJOCTYITHOCTD JIEKAPCTBEHHBIX (HOPM.

1. ®usnyeckoe COCTOSHUE JIEKAPCTBEHHBIX BELIECTB U €€
BJIMAHHUE Ha CKOPOCTH BbICBO60)KI[eHI/I$I 1 BCACbIBAHUA.

2 TlousTre o nonmuMopdusMe JIEKaPCTBEHHBIX BEIECTB U
BIIMSTHUE TIOJTMMOPGHBIX MOnU(pUKaLuii Ha OMOIOCTYITHOCTb.

3.Ponb BCnoMOTraTeNbHBIX BEUIECTB B (papMarieBTHIECKON
TEXHOJIOTMH. BiusHue npupoibl BCIOMOraTelbHbIX BEIECTB Ha
CKOPOCTb BcachBaHMs U 3(pPeKTHBHOCTD NeHCTBUS
JIEKapCTBEHHBIX (HOPM.

4.3HaueHue U POJIb JIEKAPCTBEHHOH (POPMBI IPH IPUMEHEHHUU.
Bnusinue nexapcTBeHHOH OPMBI HA CTAOMIIBHOCTD U
OMOIOCTYIMHOCTD.

5.3HaueHne TEXHOJIOTHYECKUX MTPOLIECCOB MPHU MPUrOTOBJICHUN
JeKapCTBEHHOHN (POPMBI M UX BIHMSIHHE HA TEPANIEBTUYECKYIO
AKTUBHOCTbD.

1.3na4eHue npouecca COMOOMIN3AINN B YBEIHUSHUN
OMOAOCTYMHOCTH U TEPANIeBTUYECKONH aKTHBHOCTH
JIEKApCTBEHHBIX BELIECTB.

2.MexaHu3M mporecca comodnm3zauni. OCHOBHBIE IPYIIITBI
COFOOUITI3ATOPOB.

3.0OnpeneneHue aOCOMOTHON M OTHOCUTENILHOMN
o6uonocrynaoct. CTaHmapTHas JiekapCcTBeHHast hopma.

4 MeTomp! «in Vitroy, UCTIONb3yeMbIe ISl ONPEACTICHHS
OMOMOCTYTHOCTH U BBICBOOOXKICHHS JIEKAPCTBEHHBIX BEILECTB.

5.Meronbl onpeaeneHnst OMOAOCTYITHOCTH MPH OJHOKPATHBIX U
MOBTOPHBIX Ha3HAUYEHUSIX MPENnapaTos.

111 IPOMEKYTOYHOTO
koHTpoJst (I1K)

3anaya 1. OnpenenuTh KOHCTaHTY CKOPOCTU pacTBopeHust Kp u
Bpemsi nojypacteopenus (t50) Tabnerok, conepskamux 0,5




JIEKapCTBEHHOT'O BEIECTBA, €CIIU B CPEly PACTBOPEHHs mpubopa
«Bpawmammascsa kop3uakay depes 10 munyt npowo 0,2r, a
gyepe3 30 munyT 0,40 r BemecTsa coaeprKamerocs B TabieTkax.

OranoH pemenus. Mcnons3ys Gopmyiy (4) onpenenum  u
COOTBETCTBYIOLINE BpeMeHU pacTBopeHus 10 u 30 MUHYT.

Kcp=(0,05108+0,05365):2=0,05236
T50=0,693:Kcp=0,693:0,05236=13,23

Otser: Koncranrta ckopoctu pacrBopenus pasHa 0,05236 mun-
1, a Bpemst nonypacteopenus 13,23 muH.

3anaua 2. [Ipu onpenenenun pacTBOpeHHs TaOJIETOK,
coaepxamux 0,5 JeKapCTBEHHOIO BELIECTBAB CPENe
pacTBOpeHus npudopa «BpawaoIascs KOp3uHKay yepes 10
MuHyT npouwto 0,2r, a yepes 30 munyt 0,40 r Bemecrsa
coxepxamierocs B Tabnerkax. Onpenennure KOHCTAHTY CKOPOCTH
pactBopenus Kp.

DTaJIOH PEIICHHUSI.

Hcnone3ys hopmyity onpenenum K; 51 K;l COOTBETCTBYIOILIUE
BpeMeHHU pacTBopeHus 10 u 30 MuHyT.
1 1
Kl =—xIn 0 1 in1,666 =0,05108 ™
10 0,5-0,2 10
1 0,5 1
K, =—xlh—=——=—xIn5=0,05365 mum "
30 0,5-0,4 30
Kcp=(0,05108+0,05365):2=0,05236

Otset: Kcp=0,05236

3anauda 3. KoncranTa ckopocTu pacTBOpeHHs TaOJIETOK,
coaepxamux 0,5 Mr Bewectsa, coctasiser 0,05 muH-1.
Onpenenautb CKOJbKO M JIEKAPCTBEHHOTO BEIECTBA
pacTBOpuUThCs 3a 30 MUHYT.

DTaJIOH PEIICHMUSI.

p

Ucnone3ys popmyny In S =K xt
Co =€,

Otxyna seipazum (Cy)

Co =™ um (CO—Ct)zﬁ
CO _Ct [§

Kt
nocjie mpeodpa3oBaHus

| | |
C,=Cyl 1——= |wm Cyy =05 1-—= |=0,5 1 - —— |=0,388
! 0[ eLJ 30 [ el’SJ ( 4,482j

OTKyZAa

Ortser: 3a 30 munyT BBICBOOOAMIIOCH 0,388 Mr BemecTsa.

3.5. YYEBHO-METOANYECKOE 1 HHOOPMAIIMOHHOE OBECIIEYEHHUE
YYEBHOU JUCHUIIVIMHBI (MOAYJIA) B1.B.03 OcHoBHble (u3n4ecKkue 3aKOHbBI
(bapMaeBTHYECKON TEXHOJOTHU

3.5.1. OcHoBHas nuTepaTypa




n/ HavmeHoBaHUe,
Ne TUN pecypca

1 2
1 dapmaueBTHUYHECKaSA
TeXHOI0rns.
M3rotoBneHne
JNIeKapCTBEHHbIX
npenaparos :
yuebHNK
(ONeKTPOHHbIN
pecypc)
2 BuoTexHonorma:
YUYeOHUK.

3  dapmaueBTUYeCKas
TEeXHO/0rns.
TexHonorus

IeKapCTBEHHbIX
thopm. PykoBoACTBO
K MPaKTUYeCcKNMm
3aHATUAM: y4eb.
nocobue
(ONeKTPOHHbIN

pecypc)

3.5.2. JononHNTeNnbHaa nutepaTtypa

n/ HanmeHoBaHMe,
No TUN pecypca
1 2

1 BuoTtexHonorunsa. B 2
4. Yactb 1 :y4yebHUK
N NpPaKTUKym / - 2-¢

n3g., ucnp. n gon.
(ONeKTPOHHLIN
pecypc)

ABTop(bI)
/pepakTop

3

["aBpunos, A.
C.

noa peg.

KonoasAsHoi
B. A,

CamoTpyeBoii
M. A.

KpacHoK
n.n.,
Mwuxalinoa
I.B.

ABTop(bl)
/pepakTop

noA oo6LLei
pegakuunen
H. B.

3arockuHoOM,

. B.

HasapeHkKo.

3.5.3 WIHTepHeT-pecypchbl.

WD

ONEKTPOHHbIE

KaTasiorn

TrMY http://lib.vgmu.ru/catalog/
5. MeauumHckasa nutepaTypa http://www.medbook.net.ru/

BbixogHble faHHbIe,
3N1IeKTPOHHbIN agpec

4
M. :IT'D0TAP-Meana,
2016. - 760 c. URL:
http://www.studentlibrary.ru

M. :IT'20TAP-Meana,
2020. - 382 c.

M. :IT'D0TAP-Meana,
2013. - 544 ¢. URL:
http://www.studentlibrary.ru

BbixoAHble flaHHbIeE,
3/IEKTPOHHbI agpecs

M. :HOpaiiT, 2019. - 170
c.- URL: https://urait.ru

3BbC «KoHcynbTaHT cTyfeHTa» http://studmedlib.ru
OBbC «YHusepcuTeTckas 6ubnuoteka online» http://www.biblioclub.ru/
3BC «HOpalit» http://www.biblio-online.ru;
6M6NNOTEKN

dreO0y BO TIMY MuH3gpaBa

Kon-Bo 3Ks.
(aocTtynoB)
BbBWL,

5
Heorp.a.

Heorp.g.

Kon-Bo 3Ks.
(aoctynos)
B BULY

5

Heorp.a.

3.6. MarTtepunanbHO-TeEXHMYECKOe 06eCneyeHne yuebHon gucyunnanHbel (Moayns)

Poccun


http://www.studentlibrary.ru
http://www.studentlibrary.ru
https://urait.ru
http://studmedlib.ru/
http://www.biblioclub.ru/
http://www.biblio-online.ru/
http://lib.vgmu.ru/catalog/
http://www.medbook.net.ru/

MomeLlleHNA NpeacTaBnsalOT co60M yyebHble ayguTopuMn ANs NPOBeAEeHMNS 3aHATUIN NEKLWOHHOT0
TMNa, MPaKTUYECKMX 3aHATUIA, a TakXke TMOMELWEHNa A8 CaMOCTOSATe/IbHOW  paboThl.
CneuuanbHble MOMELLEHNS YKOMMIEKTOBaHbI CMeLNasn3npoBaHHON Mebenbio U TEXHUYECKMMU
cpeacTBamMy 00y4YeHMS, CAYXalWMMKU AN NpeacTaB/eHUs y4yeO6HOM MHGopMaunum 60nbLUON
ayamtopuun.

[ns npoBefeHUs 3aHATUIA NEKLMOHHOIO TuUNa WMEKTCHA 3KpaHbl (TeneBu3opbl) K
HOYTOYKM.
MomelleHNa Ana  camOCTOATENbHOMW paboTbl 06y4aloWMXCA OCHaLeHbl KOMMbIOTEPHON
TEXHUKOMA C BO3MOXXHOCTbIO MOAKMIOUYEHUA K CeTU «MHTepHeT» M ob6ecneyeHuem jJocTyna B
3NEKTPOHHYI MH(OPMALMOHHO - 06pa3oBaTe/iIbHYI0 Cpeay opraHu3saLuu.

3.7 MepeyveHb UHPOPMALMOHHBLIX TEXHOMOIMUI, NCNO/b3YEMbIX A1A OCYLLECTBNEHNS
o6pasoBaTenbHOro npouecca no gucumnavHe (MoAynk), NPoOrpaMmMHOro obecneyeHus wu
WHPOPMAaLNOHHO-CNPABOYHbIX CUCTEM.

Polycom Telepresence M100 Desktop Conferencing Application (BKC)

SunRav Software tTester
7-PDF Split & Merge
ABBYY FineReader
Kaspersky Endpoint Security
CucTtema oHnanH-tectupoBaHus INDIGO
Microsoft Windows 7
Microsoft Office Pro Plus 2013
1C:YHuBepcuTeT
. MapaHT

© o Nk wDd
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o

3.8. Ob6pasoBaTe/sibHble TEXHONOTNK
Mcnonb3yemble 06pa3oBaTe/ibHblE TEXHOOTUM MPU U3YYEHUU AAHHOW AucumnnauHbl 10
% NHTEPAKTMBHbIX 3aHATUIA 0T 06beMa ayAUTOPHbIX 3aHATUN.

3.9. Pasgenbl  y4yebHOl AUCUUNAMHBI U MeXAUCUMNNAMHAPHbIE  CBSA3U
nocnefyrouwmnmMmm gUucumMnanHamm

Pasfenbl AaHHOW AMCUMNINHBI, HE06X0AMMble

No HanmeHoBaHue nocnegyroLmnx 4NSA N3yyeHUsa nocnefyowmx AUCUMnImnH
- ANCUUNVH 1
1 dapmaueBTUUECKAA TeEXHO/I0MUA +
[TocyfapcTBeHHasa UToroeas +
arrecraums
4 METOOVNUYECKWE PEKOMEHOALU NN no PEANN3ALNN

,LI,I/ICLl,I/iI'II'II/IHbI (MOLYA):

O6yueHMe CKNagblBaeTca M3 ayAUTOPHbIX 3aHATUI (484ac.), BK/IOYAKOLWKNX STEKLMOHHbIN
KYpC U MPaKTUYECKME 3aHATUSA, U CaAMOCTOATENbHOM paboTbl (244ac.). OCHOBHOE yuyebHOe Bpems
BbIZENIAETCA Ha MNpaKTM4ecKylo paboTy Mo acnekram MpUMeHeHUs (U3NYECKUX 3aKOHOB B
TEXHOI0rMN NIEKapCTB.

Mpy un3ydyeHUM y4ebHOW AUCLUNNHBI HeoBXOAMMO WCNOMb30BaTh JIEKLNOHHbIN
MaTepuan M nuTepaTypHble UCTOYHWKW M OCBOMTb MPaKTUYEeCKUE YMEHUS N0 NPUMEHEHUIO
(hU3NYECKUX 3aKOHOB B TEXHO/I0T MU N1IEKapCTB.



[IpakTHueckue 3aHATHA MPOBOAATCS B BHUAE OOCYKACHUS H3y4aeMOH TeMbl C
HUCITOJIB30BAHUEM HaArJIAAAHBIX HOCO6I/II>'I, pemi€HUA CUTYAIMOHHBIX 3aAa4, OTBETOB Ha TECTOBLIC
3ananus, pedeparos.

CamocrosTenpaas padora 0Oy4arOIUXCsl MOAPa3yMEBaeT MOATOTOBKY K MPAKTHUECKUM
3aHATUSAM, HW3YYEHHE HAYYHOW JIUTEPaTyphl, IO HTOraM KOTOPOTO CTYIEHTHl O(QOPMIISIOT

pedepar.
Pabora ¢ yueOHOU nuTepaTypoil paccMaTpuBaeTcss Kak BuUI y4eOHOH paboThI MO

AUCHUIINIMHE OCHOBHBIC (1)I/ISI/II'IGCKI/IG 3aKOHEI B q)apMaL[eBTquCKOfI TEXHOJIOTUU U BBIITOJIHACTCA
B IIPEJIeNIaX YacoB, OTBOIUMBIX Ha e€ m3ydeHue (B pasuene CP).

Kaxxnpiit oOyuaromuiicss odecneueH O0CTynoM Kk OubanoTeuHsiM GoHmaM Y HuBEpcUTeTa
U Kadenpsl.
I[lo «kaxgomy pasmeny y4eOHOH — AUCUMIDIMHBI  pa3paboTaHbl  METOAUYECKHE

PEKOMEHAAIINN OJIA o6yqa}0m1/1xcs1 K IPAKTUYCCKHUM 3aHATUAM U METOAUYCCKUC YKa3aHUA IJIA
MpenojaBaTesen.

Hamucanue pedepara crmocoOcTByer (HOPMHPOBAHHIO HABBIKOB pabOThI C HAYYHOM
JIUTEPaTypoi.

PabGora ofOywaromuxcs B rpymme  (QOpMHpPYeT UYBCTBO  KOJUIGKTHBH3MAa U
KOMMYHHKaOEIbHOCTD.

Ucxonublii ypoBeHb 3HAHWHA OOYYArOIIMXCSl OMPENENseTCs] TECTUPOBAHMEM, TEKYIIHH
KOHTPOJIb YCBOCHUS MIPEAMETA ONPEAENAETCS YCTHBIM ONPOCOM B XOJA€E 3aHATHMN, PU PELICHUU
TUNOBBIX CUTYALIHOHHBIX 33/1a4 U OTBETAX Ha TECTOBBIE 3aaHUs.

B koHue wnsydeHus: y4eOHOH AMUCLUILIMHBI MPOBOAMTCS MPOMEKYTOUYHBIH KOHTPOJIb
3HaHUH B POpME IETOBOI UTPHI-BUKTOPHUHBI U 3a4ETA.

5. BOCIIMTATEJIBHAA PABOTA IIPU PEAJIM3AIINU AUCIUIIJIMHBI

Bun @DopMBI U HANPABJICHUST BOCITUTATENBHON PadoThI Kpurepun
BOCITUTATEIbHON OLIEHKU
paboThl

ITomouk B pa3sutun | OTKpBITEIE — TUCITYTHI, MACTEP-KJIACCHI IopTdonuno
JUYHOCTU VYyacTue B MpeIMETHBIX U MEXIIPEIMETHbIX

OJIUMIINAJAX, MPAKTHUECKUX KOHKYPCax, HAy4HO-
MPAaKTUYECKUX KOH(PEPEHLUSIX

Becenp! u npobieMHBIE TUCTTYTHI IO BOIIPOCAM STHKU
U IEOHTOJIOTHH MTPH B3aMMOJIEHCTBHH C PA3HBIMU
KaTerOpUsIMH YYaCTHUKOB PO ECCHOHATBHON
JesITENbHOCTH (MIPeTroaaBaTeliu, O0yJaroIrecs,
bapmaneBTHUECKHE PAOOTHUKH)

CkpriThie — co3nanne atMochepsl, UHPPACTPYKTYPHI
dopMHUpOBaHHE MOTHBALIMHU K PO(ECCHOHATBHOM,
HAYYHO-HUCCIIEIOBATENbCKOMN, OpraHU3alluOHHO-
yIPaBICHYECKON U JPYTUM BUAaM NPOQeCcCHOHATBHON
AeSITeIbHOCTH

Cosznanne nobpoxenaTebHOW U YBAKUTEIBHOM
aTMocdephl ¢ BBICOKUM YPOBHEM
KOMMYHHUKAOEIHbHOCTH NPU PEATU3ALNN TUCIUTIIHHBI




I'paxxnaHckue OTKpBITBIE IMopTdommno
LIEHHOCTHU IIpoBenenne MepoONPUSITHIA, CIIOCOOCTBYIOIINX
BOCIIUTAHHIO FPAXKIAHCKO-TTPABOBOH KYJIBTYPHI
(Gecenpr)

AKTyanbHbIE KOPOTKHE TUCIYThI IPU HATUYUU
0COOEHHBIX COOBITHI

CkpbIThIE

Pa3zBuTne conmanbHO — 3HAYMMBIX Ka4€CTB JINYHOCTH
U CAMOCTOSITEIIBHOTO OIbITa OOIIECTBEHHOM

JesITeJbHOCTH
CounanbHble OTkphIThIE IopTdonmno
LEHHOCTU OcgerieHne BOMPOCOB, MOCBALIEHHbIX OPraHHU3aLnun

310pOBOTrO 00pasa KU3HU HA OCHOBE
310POBbECOEPETAFOIIIX TEX HOJOTHIA

CkpbIThIE

Oco3HaHue NPUHAIIEKHOCTH K MPOPECCHOHATEHOMY
(hapManeBTHUECKOMY COOOIIECTRY, MPU3HAHUE
0Cc0OEHHOCTEH KOPIIOPATUBHON 3TUKU U
(papMaLeBTHYECKOI JEOHTOJIOTHH

Unentudukanus B CONMAIBHON CTPYKTYpe IPU
NOJIy4eHHH 00pa30BaHUSI U OCYIIECTBICHUN
poheCCHOHANIBHOM NesITeIbHOCTH

6. OCOBEHHOCTH PEAIMBAIIMHU JTUCIUTIJINHBI JJIA OBYUYAIOLINXCA
C O'PAHUYEHHBIMH BO3MOXHOCTAMMU 3JOPOBbA U HHBAJIU/1OB

6.1.1. Hanuuue COOTBETCTBYIOIIUX YCAOBUN peau3alii JUCLUIIINHBI

I[J'Iﬂ O6yLIaI'OH.[I/IXC$I U3 YuCjia UHBAJIUAOB U JIMI] C OIPaHUYCHHBIMU BO3MOXHOCTAMU
3noposest (OB3) Ha OCHOBaHWHM NMHUCHMEHHOTO 3aSBJICHMS IUCLHILUIMHA PEATH3YETCS C yUETOM
0coOeHHOCTeH NCHXO()U3MUYECKOrO PA3BHUTHUS, WHAWBHAYAJIbHBIX BO3MOXKHOCTEH M COCTOSHUS
3I0pOBbs  (manee - WHAUBUAyaNbHBIX ocoOeHHocTel). OObecneuuBaeTrcss COOMOIEHUE
CIENyIOUMX OOUMX TpeOOBaHMIA: HCIONB30BAHUE CHELUANbHBIX TEXHHYECKHX CPEICTB
Oo0y4eHHs KOJUIEKTHBHOIO U HHAMBHUAYaJbHOrO TOJB30BAHUS, IPENOCTABICHHUE YCIyT
accucteHta  (TIOMOIIHHKA), OKa3bIBAIOLIEr0 TakOMy  OOy4aroIIeMycs  HEOOXOAMMYIO
TEXHUYCCKYHO ITOMOIIb, o6ecnequI/Ie AOCTyIa B 34aHUSA U MMOMEIICHUS, TAC IPOXOAAT 3aHATUS,
ApyTHe YCIOBUs, 0€3 KOTOPBIX HEBO3MOXKHO WU 3aTPYAHEHO U3yUE€HUE TUCLIUTLIMHBL.

6.1.2. Obecnieuenne cobmoaeHus: o0mmx TpedoBaHUN

IIpu peanuzanuyu IUCHUILUIMHBI HA OCHOBAHWHU MHCbMEHHOTO 3asBJICHHUs 00yUaroIerocs
obecnieunBaercs CcOONMOEHNE CeayOMMUX O0mMuX TpeOOBaHMI: MPOBENCHUE 3aHITHHA IS
oOyuaromuxcsa-uHBTUAOB 1 i ¢ OB3 B 0qHOH ayIUTOPUH COBMECTHO C OOYHArOIIUMUCS, HE
UMEIOIUMH  OTPAHUYEHHBIX BO3MOXKHOCTEH 3IO0POBBS, €CJIM 3TO HE CO3JAeT TPYIHOCTEH
o0y4aromumcsi, MPUCYTCTBHE B ayAUTOPHUH AaCCHCTEHTa (ACCUCTEHTOB), OKAa3bIBAIOIIETO(HX)
oOy4aromuMcsi HEOOXOOUMYI0 TEXHHYECKYI0 TIIOMOIIb C Yy4Y€TOM WX HWHIWBUAYAJIbHBIX
0COOEHHOCTEH; MOJB30BaHUE HEOOXOMUMBIMH OOYYAIOIINMCS TEXHUYECKMMH CPENCTBAMH C
YUETOM MX UHIUBUAYAIBHBIX OCOOCHHOCTEH.

6.1.3. JloBeneHne A0 CBeACHUS OOYYAIOIIMXCSI C OTPAHUYEHHBIMH BO3MOXKHOCTSIMH
3I0pOBBSI B AOCTYNMHOH Ayl HUX (popMe BCexX JIOKaJbHBIX HOpMaTHBHBIX akToB ®I'BOY BO
TI'MY Munsapasa Poccun.




Bce nokanpnpie HOpmatuBHble akThl ®I'BOY BO TI'MY Munsnpasa Poccuu mno
BOIPOCAM peajM3aliH AUCLUILTUHBI (MOAYJISI) TOBOAATCS 10 cBeneHus obydaromuxcs ¢ OB3 B
IOCTYITHOH 1J1st HUX (popme.

6.1.4. Peanusauus yBeIHYEHUs NPOAOJIKUTEIBHOCTH MNPOXOXKACHUS MPOMEKYTOYHOU
aTTeCTallMM IO OTHOIIEHHWIO K YCTAHOBJICHHOW MPONOJUKUTENBHOCTU Ui OOYyYaromerocs ¢
OrpaHUYEHHBIMU BO3MOXKHOCTSIMU 370POBbsI

dopmMa NPOBEACHUS TEKyLIEH W MOPOMEXKYTOUHOM aTTecTalud MO AUCLUIUIMHE JiA
o0y4armuxcss WHBAJIWAOB M JIML C OrPAaHUYEHHBIMH  BO3MOXKHOCTSIMH  3/I0POBBS
YCTAHABJIMBAETCSI C YYE€TOM HWHAMBHAYAJIbHBIX MCUXO(PHU3NUECKUX OCOOEHHOCTEH (YCTHO,
MUCBMEHHO Ha OyMare, THUCBbMEHHO Ha KOMIIbIOTEpe, B (OpMe TEeCTHpPOBAaHUS W T.IL).
IIponomKUTENbHOCTh  MPOXOXKIEHUS TPOMEXKYTOUYHOH aTTecTallud 10 OTHOUIEHMIO K
YCTaHOBJIEHHOW  MPOAOJDKUTENBHOCTH  YBEJIMYMBAETCSl IO  MHCbMEHHOMY  3asBJIEHUIO
oOy4aromerocst ¢ OrpaHUYeHHbIMH BO3MOXKHOCTSIMH  370pOBbs.  [IpOAOIKHUTENBHOCTD
MOATOTOBKU O0YYarOIIerocsi K OTBETY Ha 3a4eTe YBEJIMUNBAeTCsA He MeHee ueM Ha 0,5 Jaca.



KoHTponbHble BOMNPOCHI
CTaHAapTbl NPON3BOACTBA /IeKAPCTBEHHbIX CPEACTB
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LLIkana oLeH1BaHMsA

MpunoxeHue 1
3ayety no gucuunnuHe bB1.B.[1B.04.02 MexayHapoaHble

TeKCT KOMNeTeHUWUW [ Ha3BaHUA TPYAOBOW (pyHKLMK /
Ha3BaHWs TPYAOBOro AelcTBUA / TEKCT 3/1EMEHTA
CUTyaLMOHHOM 3agaun

dapmaunsa

CnocobeH n3roTaBMBaTh SlIeKapCTBEHHbIe npenapaThbl B
YCMOBUSAX anTeYHbIX OpraHu3alnii B COOTBETCTBUN C
0eiCTBYHOLMMM HOPMATUBHBLIMU AOKYMEHTaMM
M3roToBneHne JfleKapCTBEHHbIX MpenapaTtoB B YC/MOBUSX
anTeyHbIX opraHmMsauunii

,D,AI7ITE oTBeTbl HAa BOMpPOCbI

1 NcTopua MexAyHapoAHOro onbiTa YyrnpaBieHUEM
thapMaLeBTUYECKNM KaYeCTBOM.

2. Mpepnocbiniku noasneHus npasmn GMP.

3. CTpyKTypa v xapakTep MUpPOBOIro Npon3BOACTBA.

4, Ponb perynaTtopHbIX OpraHos.

5. KoHuyenuuna GMP.

6. lMepBble npaBuna GMP.

7. GMP 7 0TeYyeCcTBEHHas thapmaueBTNYecKas
NPOMBbILLNEHHOCTD.

8. OTanbl npusHaHna GMP B CCCP u B Poccun.

9. YKUW3HEHHbIN LUK TleKapCTBEHHOr0 npenapara.

10. OCHOBHbIE 3/1EMEHTbI MeHe>XKMeHTa KayecTsa.

11. CTtpykTtypa GMP.

12. OhhekTbl BHeagpeHns GMP.

13. NcTopusa ctaHgaptoB 1ISO 9000/

14. MpuHUnnbl 1 cTpykTypa 1ISO 9001.2008

15. Ponb 1 yHKUMM Y NONHOMOYEHHOIO NunLa.

16. Ponb 00LLLECTBEHHbIX opraHmsaymi B
perynupoBaHnu CpeLCcTB MeAULMHCKOr0 HasHavyeHus.

17. Keanupukayms 7 Banmjauuns. Monutnka
Banmgaunn. Obuine xapaKTePUCTUKN KBaN(UKaLnn.

18. MeHeIKMEHT PUCKOB B 06/1aCTK KayecTsa.

19. MpuHUMNbI paboTbl 0TAeNa KOHTPOIA KayecTBa.

20. CaMOMHCNEKTUPOBaHME N ayauT KadecTsa.

«OTNN4YHO» - 6osee 80% NpaBWIbHBIX OTBETOB

«X0opoLLo» - 70-79% npaBWIbHbLIX OTBETOB
«Y[I0B/IETBOPUTENIBHO» - 55-69%6 NMpaBu/bHbIX OTBETOB
«Heyn0BNeTBOPUTENBLHO» - MeHee 55% NpaBWIbHLIX OTBETOB



MpunoxeHue 2

TecToBble 3ajaHus no aucumnauHe (mogyniw) bB1.B.AB.04.02 MexayHapogHble
CTaHAapTbl MPON3BOACTBA JIEKAPCTBEHHbLIX CPEACTB

TeKCT KOMNeTeHUMN [ Ha3BaHUA TPYAOBOW yHKLUMK /

Kog o

HasBaHUA TPYLOBOro fencTBuUA / TEKCT

C 33.05.01 dapmaums
CnocobeH n3rotaenMBaTb NIEKapCTBEHHbIE MpenapaTtbl B

K NK-1 YCMOBUSAX anTeYHbIX OpraHu3aLnii B COOTBETCTBUU C
LeACTBYHOLWUMN HOPMATUBHBIMY JOKYMEHTaMM

® A/05.7 M3roToBrneHune J'IeKapETBeHHbIX npenapaTtoB B YC/I0BUAX
anTeyHbIX opraHusauunmn
OANTE OTBETbI HA BOMPOChHLI TECTOBbIX

N 3AJAHMI 1YPOBHA (OAVNH MPABU/IbHbIN

OTBET)

1. CucTtema TpeboBaHW NO opraHM3aLnum NPOMbILLIEHHOT0
NMPoOV3BOLCTBA JIEKAPCTBEHHbIX CPELCTB U3N0XKEeHA B

A. npasBunax GMP

b. npukasax MunH3gpasa P®

B. NpOMbILL/IEHHOM pernamMeHTe

I npasunax GPP

2.KOHTpO/Ib  KayecTBa KOHKPETHOr0  JIEKAPCTBEHHOIO
CpefAcTBa MU3M0XEHbI B:

A.  (apmaueBTMUeCKOM cTaTbe NpesnpuaTus

b. npukasax MuH3gpasa P®

B. npaBunax GMP

I npasunax GPP

3.Ycnosma Npou3BOACTBA KOHKPETHOr0 JIieKapCTBEHHOrO
CpeLCcTBa M3J/I0XKEHbI B:

A, NpPOMbIWI/IEHHOM pernamMmeHTe

b. npukasax MuH3gpasa PP

B. npaBunax GMP

. BO BCeX MepeyuncrieHHbIX JOKYMeHTax

4, TexXHONOrNYeCcKnii pernameHT nepecMaTpuBaeTcs
0OCPOYHO B C/yyae:
A Hannuua  NpUHUUNUANbHbLIX  WU3MEeHEeHUn B
TEXHOI0TUN;
B. BBefeHUs B fJeicTBue (pegepasibHbIMW OpraHamu
NCMONTHUTENbHOW BracTn Poccuiickoin degepaumn,
defepanbHbIMU OpraHamMyn Hajgsopa Poccuun HOBbIX

NOMOXeHWN n OrpaHNYeHunn, KOoTopble
NpoTMBOpeYaT NyHKTaM UAu pasgenam pernameHTa;
B. aBapwii npwu Nnpon3BOACTBE npoayKunu,

npousowWweaWwmnx Mo MNPUYNHE HeZoCTaTOYHOro
OTPaXeHMA B TEXHONIOFMYECKOM  perniaMeHTe
6e30MacHbIX YCNOBUIA 3KcnyaTaunm;

. Hanuuus MPVHUMNNANbHbIX N3MEHEHWIA



annapaTtypHoM oopM/IEHUN

5.Ha npons3BoANTENbHOCTbL NPOCEMBaHUA BAUAIOT:

A.  BIAXHOCTb, TO/IWNHA cnos, CKOpPOCTb

ABWXXeHNA 1 AIMHa NyTNU maTepunana

B. BNaXHOCTb, TO/ILMHA Cf0A, YNbTPaMarHUTHbIe
ABJEHNSA
pasmepbl YacTuL, TOJLLKUHA €0, TYPOY/TIEHTHOCTb
. pa3mepbl 4acTuy, CKOPOCTb [ABWXEHUSA U ANVHA

nyTn matepuana

w

6.CMeWwMBaHMe CbINy4yux MaTepuasioB TMPOU3BOAAT B
CMeCUTeNsx:

A LeHTPo6eXXHOM, C MCEBLOOXKMMXEHHbLIM C/I0eM, C
BpalLaoLWnMMCca KOpnycom
C CUrMo0obpasHbIMK SIONACTAMU, LLIHEKOBOM
C MarHUTOCTPUKTOPOM
. «[lepnnekc»

W om

7. BunogocTtynHocTb NeKapCTBEHHbIX npenaparos
onpefenseTca MeTo4oM:

A, (apMaKOKMHETUYECKUM

B. (doTomMeTpUYECKNM.

B. dapmaueBTMYECKMM

[ TUTpOMETPUYECKUM.

8.C60pHMKOM  06A3aTeNlbHbIX  00LLLErocyaapCcTBEHHbIX
CTaHJApPTOB W MOJIOXKEHUA, HOPMUPYIOLLUX Ka4vecTBO
NeKapCTBEHHbIX CPEACTB, ABMAAETCA:

A TO

B. npukasz M3 Mo KOHTPO/IIO KauyecTBa /IeKapCTBEHHbIX
cpeacTs

B. ITOCT

.  cnpaBo4YHUMK hapMaLeBTa

9.MeTponornyeckoe CBOWCTBO BECOB nokasbIBaTb
npaBW/IbHOE COOTHOLLEHME MEXAy B3BELLUMBAEMOWN Maccom
N Maccoli CTaHJapTHOro rpysa HasbiBalT:

A. BepHOCTbLIO

B. yCTOAUMBOCTbIO

B. 4yBCTBUTE/ILHOCTLIO

. TOYHOCTbLIO

10.Mog thapMaKOKNHETUYECKOA HecoBMECTUMOCTbIO
noHMMaKT

A. un3MeHeHue BCcacbiBaHMA, pacnpegeneHus,
MeTabonnima n BblBeAeHUSA OflHOTO
NeKapCcTBEHHOro BelwlecTBa NO4  BAUSHUEM
apyroro

b. oTcyTcTBUE TepaneBTMYECKOr0 alhekTa B
pesynbTaTe pasHoHanpaBfeHHOro fencTemsa

NeKapCTBEHHbIX BELLECTB Ha peLenTop



B. HeXenatesibHble W3MEHEHUS (PUINKO-XUMUYECKUNX
CBOICTB /IEKApPCTBEHHbIX BELECTB W rMpenapaTa B
LLIe/IOM B MPOLLECCe U3rOTOB/IEHMSA W XPaHeHUS

. M3MeHeHWe CKOpPOCTU BbICBOGOXAEHUS
NNEKapPCTBEHHbIX BELLECTB

LlIkana oueHnBaHUA
«OTANYHO» - 60nee 80% npaBUbHbIX OTBETOB Ha TECTOBbIE 3afjaHNSA KaXK40ro YPOBHS

«Xopowo» - 70-79% npaBu/ibHbIX OTBETOB Ha TECTOBbLIe 3aaHNA KaXXA40ro ypoBHs
«Y 0OB/IETBOPUTENLHO» - 55-69% npaBu/ibHbIX OTBETOB Ha TECTOBbIE 3ajaHNA KaXKA0ro YpPOBHSA
«Heyn0BNeTBOPUTE/IbHO» - MeHee 55% npaBu/ibHbIX 0TBETOB Ha TECTOBbIE 3a[aHUA KaXXA0ro

YPOBHSA



MpunoxeHue 3

TunoBble CcUTyaUMOHHblE 3agayn no AgucumnauHe B1.B.03 OCHOBHble (U3NYECKUe
3aKOHbI (hapMaLeBTMYECKON TEXHOMO0I NN

CuTyauunoHHas 3agaya no gucumnanHe (mogynto) Nel
TeKCT KOMNeTeHUUW [ Ha3BaHUA TPYAOBOW (pyHKLMK /

Kog Ha3BaHWs TPYAOBOro AelcTBUA / TEKCT 3/1eMeHTaA
CUTyauMOoHHOM 3agaun
C 33.05.01 dapmauus
CnocobeH n3rotaBMBaTh SlIeKapCTBeHHbIe npenapaTtbl B
K NK-1 YCMOBUSAX anTeYHbIX OpraHu3aLnii B COOTBETCTBUU C

AeACTBYHOLW MMM HOPMATUBHbIMU JOKYMEHTaMM
M3rotoBneHne neKapcTBEHHbIX MPenapaTtoB B YCNOBUSIX

) AJ05.7 o
anTeyHbIX opraHmsauuni
Y O3HAKOMbBTECbH C CUTYALMEWN N OANTE
PA3BEPHYTbLIE OTBETbI HA BOTMNPOCHI
Mpu onpegeneHnn pacTBOpeHMA Tabnetok, cogepxawmx 0,5
NIeKapCTBEHHOr0 BeLeCTBaB Cpefile pacTBOpeHWUsA npubopa
y «BpawjaroLanca KopsmHka» yepes 10 muHyT npowsio 0,2r, a
yepes 30 MuHyT 0,40 1 BelwecTBa cofepkaweroca B
TabneTkax.
Kakoil HOpMaTVBHbIA [LOKYMEHT perfameHTUpyeT TecT Ha
B 1 pacTBOpeHWe  TBepAbIX  [L03UPOBAHHbIX  JIEKAPCTBEHHbIX
thopm?
Ha kakuve rpynnbl nogpasfenstT TBepAble A03MPOBaHHbIE
B 2 NeKapcTBeHHblE  (OpMy B 3aBUCUMMOCTU  OTCKOPOCTU
BbICBOGOXEHNS AeliCTBYIOLNX BELLECTB?
CornacHo H/J Konn4yecTBO BbICBOGOAMBLUErOCA U3 TabneTok
B 3 NIeKapCTBEHHOI0 BeLLlecTBa MO TeCTy «PacTBOPEHUE» [O/HKHO
COCTaBNATL?
B 4 OnpegennTe KOHCTaAHTY CKOPOCTU pacTBopeHus Kp.
B 5 PaccuunTaiiTe Bpemsl nonypacTBopeHus (ts0) TabseTok.

OUeHOYHbI AncT
K CUTyauuoHHol 3agave Ne 1 no gaucumnnmHe B61.B.03 OCHOBHble ()M3MYECKME 3aKOHBbI
(hapmaLeBTUYECKOl TEXHOIOr MK

TeKCT KOMNeTeHUNN / Ha3BaHUA TPYAOBOWA yHKUUMK /

Bupg Kog Ha3BaHWUsA TPYLOBOro AeNCTBUSA / TEKCT 3NeMeHTa
CUTYaLNOHHOI 3agaun
C 33.05.01 dapmaums
CnocobeH n3roTaeMBaTh /IEKapCTBEHHbIe NpenapaTtbl B
(O] NK-1 YC/I0BUSIX anTeYHbIX OpraHu3alnii B COOTBETCTBUN C

0eiCTBYHOLLMMM HOPMATUBHBLIMWU AOKYMEHTaMu
(O] AJ/05.7 M3rotoBneHne JfeKapCTBEHHbIX MpenapaTtoB B YC/0BUAX



anTeyHbIX opraHusaumi

O3HAKOMbBTECbH C CUTYALMEWN N OANTE
PA3BEPHYTbLIE OTBETbI HA BOMNPOCHI

Mpu onpegeneHnn pacTBOpeHUN TabsieToK, CofepxKallmnx
0,5 NekapcTBEHHOrO BeLLLeCTBa B CPefie pacTBOPeHUs

Yy npubopa «BpaLLaLLanca Kop3nHka» dyepes 10 MUHYT
npowno 0,2 r, ayepe3 30 mnHyT 0,40 r BewecTBa
cogepxawierocs B TabneTkax.

Kakoi HopMaTUBHBbI JOKYMEHT perfaMeHTupyeT TeCT Ha
B 1 pacTBOpeHMe TBepAbIX A03UPOBAHHbLIX JIEKAPCTBEHHbIX
thopm?
MpaBWbHbIY OTBET Ha BOMNPOC:
TecT Ha pacTBOpeHMe TBEPAbIX J03MPOBaHHbIX
NIeKapCTBEHHbIX hopM pernameHTnpyet OPC
«PacTBopeHue 418 TBepLbIX LO3VPOBaHHbIX
NeKapCTBEHHbIX hopM» TocyaapCcTBEHHOW hapmaKorneun
X1V usgaHuda

P2 OT/NINYHO OTBET NOMHbIA, Ha AONONHUTENbHbIE BOMPOCbI OTBEYaeT

[ns oueHKN «xopowo»: OTBET NOJIHbINA, Ha
[LONOJSIHUTE/IbHbIE BOMPOCHI HE OTBeYaeT

[na oueHKN «yaoBNeTBOPUTENbHO»: OTBET HEMOMHbIN, Ha
[LONOJSIHUTE/IbHbIE BOMPOCHI HE OTBeYaeT

PO Hey[0BNeTBOPUTE/TIbHO OTBET HeNpaBU/IbHbIN UM OTCYTCTBYET

P1 Xopowo/yaoBneTBOpUTENbHO

Ha kakue rpynnbl nogpasfenstoT TBepAble A03UMPOBAHHbIE
B 2 NeKapCTBEHHbIe (hOPMY B 3aBUCUMOCTU OT CKOPOCTHU
BbICBOOOXEHNS AeACTBYHOLLNX BELLECTB?
MpaBWbHbLI/ OTBET Ha BOMNPOC:
B 3aBMCMMOCTU OT CKOPOCTU BbICBOBGOXAEHUS
[eCTBYIOLMX BeLLecTB BCe TBepAble J03MPOBaHHbIe
NeKapCTBeHHbIe (hOpPMbl NOAPa3fensaTCsa Ha rpynnbl:
1 rpynna: TabneTkun; TabneTKn, NOKPbITblE 060104KOW;
rpaHysnbl (Bpemsi pacTBOPeHUS KOTOPbIX NPeBbILLAeT 5
C] - MWH); TpaHynbl, NOKPbITbie 060/104KOI; Kancynbl;
2 rpynna: TabneTku, NOKpbITble KULLEYHOPACTBOPUMOIA
060/104KOI; KMLLEYHOPACTBOPMMbIE Kancysbl, rpaHynbl u
Apyrve KuleyHopacTBOpUMble TBEPAble 03MPOBaHHbIE
NeKapCTBeHHbIe (hOpMbl;
3 rpynna: TabneTku, Kancynbl U rpaHysbl c
NMPONOHIMPOBAHHbLIM BbICBOOOXEHWEM.
P2 OT/NINYHO OTBET NOMHbIA, HA AONONHUTENbHbIE BOMPOCLI OTBEYaeT
[ns oueHKN «xopowwo»: OTBeT NOJSIHbINA, Ha
JOMNOMHUTENbHbIE BONPOCHLI HE 0TBeYaeT
[N oueHKN «yAoBNeTBOPUTENbHO»: OTBET HEMO/HbINW, Ha
JOMNOMHUTENbHbIE BONPOCHLI HE 0TBeYaeT

PO Hey[0BNeTBOPUTE/TbHO OTBET HeNpaBU/IbHbIN UM OTCYTCTBYET

Pl xopolwo/yaoBneTBOPUTESIbHO

CornacHo H/] Konn4yecTBO BbICBO6OAMBLLErTOCA U3
B 3 Tabn1eToK /IeKapCTBEHHON0 BeLecTBa No TecTy
«PacTBOpeHme» AO/MKHO COCTaBMATL?

3 MpaBWbHbIN 0TBET Ha BONPOC:



P2

P1

PO
B

P2

Pl

PO

P2

P1

PO

OT/ZINYHO

XOpOLLO/y0BETBOPUTENBHO

Hey[0BNeTBOPUTE/IbHO
4

OT/INYHO

XOpOLLO/y0BETBOPUTENLHO

Hey0BNeTBOPUTE/TIbHO
5

OT/INYHO

X0pPOLUIO/yj0BNETBOPUTENBHO

Hey[0BNeTBOPUTENIbHO

75% 3a 45 MuHYT

OTBET MOMHbINA, HA JOMOMHUTE/IbHbIE BOMPOCHI 0TBEYaeT
[ns oueHKN «xopowo»: OTBET NOJSIHbINA, Ha
[LONOJSIHUTE/IbHbIE BOMPOCHI HE OTBeYaeT

[ns oueHKN «yfoBneTBOPUTENIbHO»: OTBET HEMOJIHbINA, Ha
[LONOJSIHUTE/IbHbIE BOMPOCHI HE OTBeYaeT

OTBET HeMpaBW/bHbIA AN OTCYTCTBYET

OnpefennTe KOHCTaHTY CKOPOCTU pacTeopeHuns Kp.
MpaBWbHbLIY OTBET Ha BOMNPOC:

Mcnonb3ysa gopmyny onpegennm Kp n Kpl
COOTBETCTBYHOLWNe BpeMeHU pacTBopeHns 10 n 30 MUHYT.

Kp- 1xIn 05 - 1xIn1,666- 0,05108 muH-1
p 10 05-0,2 10

Kpl- — xIn— 05— - — xIn5- 0,05365 MuH-1
p 30 05-0,4 30
Kcp=(0,05108+0,05365):2=0,05236

OTBET NOMHbIA, Ha AOMOJTHNTENBbHbIE BOMPOCbLI OTBEYAET

[Nsi OUeHKM «XopoLLo»: OTBET MOMHbIN, Ha
[OMONTHUTENbHbIE BOMPOCHI HE OTBEeYaeT

[Nsi OUEHKN «yA0B/IETBOPUTENbHO»: OTBET HEMOMHbIN, Ha
[OMONTHUTENbHbIE BOMPOCHI HE OTBEeYaeT

OTBET HenpaBU/IbHbIN UM OTCYTCTBYET

PaccunTaiiTe Bpemsi nosypacTBopeHus (t50) TabneTok.

MNpaBuWnbHbIA 0TBET Ha BOMpPOC:
T50=0,693:Kcp=0,693:0,05236=13,23 MUHYT

OTBET MOMIHbINA, HA AOMO/THUTENbHbIE BOMPOCHI 0TBEeYaeT
[ns oueHKN «xopowo»: OTBET NOJIHbINA, Ha
LOMONHUTENbHbIE BONPOCHLI HE 0TBeYaeT

[ns oueHKN «ya0BNeTBOPUTENbHO»: OTBET HEMOMHbIN, Ha
[LOMONHUTENbHbIE BONPOCHLI HE 0TBeYaeT



