OEJIEPAJIBHOE I'OCYJAPCTBEHHOE BIO/UKETHOE OBPA30BATEJIBHOE
_YUYPEXKJEHHME BbICHIEI'O OBPA30OBAHMSA
«POCTOBCKHUM IT'OCYJIAPCTBEHHBIN MEI[I/II_[I/IHCKI/II/I YHUBEPCUTET»
MUWHHUCTEPCTBA 3IPABOOXPAHEHUA POCCUCKOMN ®ENEPAIIIN

¢papmaneBTHYecKU PpakyJabTET

ITPOI'PAMMA ITPAKTUKH
KOHTPOJIb KAYECTBA JIEKAPCTBEHHBIX CPEJACTB

CnenunansHocts 33.05.01 ®Papmanus

®dopma 00yueHus: OUHaASA

PocroB-Ha-/lony
2023



1. HEJb MIPAKTUKHU

3akperyieHre MOJMyYeHHBIX B YU€OHOM MPOIECCe TCOPETHUSCKUX 3HAHMMA, MPAKTUYECKUX
YMEHHI M HaBBIKOB ISl PEIICHHS] KOHKPETHBIX 3a/1a4 MPAKTHYECKOH JAeITeIbHOCTH MPOBU30pa B
YCIOBHSX amlTeK, AamnTeYHbIX CKIagoB u Jjabopatopuit HUM, KOHTpOJIbHO-aHATMTUYECKUX
n1abopaTopuii B COOTBETCTBHHU C TPEOOBAHUSME CTaHAAPTOB HAIJIC)KAIICH KITMHHYECKOW MTPAKTHKH
(GCP) u nammexamieir nabopatopuoit mpaktuku (GLP), a Takke pa3BuTHE M 3aKpeIUIeHUE
MPAKTUYECKMX YMEHUH W  HABBIKOB KAa4eCTBEHHOTO ¥  KOJMYECTBEHHOTO  aHaim3a

BHYTPUANITEUHOTO KOHTPOJIS JIEKAPCTBEHHBIX (hOpM.

2. 3AIAYA TIPAKTUKHA

»  u3yueHue 00s3aHHOCTEH MPOBU30pA-aHATUTHKA HA pabodeM MecTe;

»  3HaKOMCTBO C OpraHU3aIfel U TEXHUYCCKON OCHALIICHHOCThIO paboyero MecTa mpoBU30pa-
aHAIUTHKA;

> Y4aCTHUEC B KOHTPOJIC Ka4CCTBa JICKAPCTBCHHBIX CPCIACTB;

A\

BEJICHUE YYETHO-OTYETHOM JTOKYMEHTAIIUH B (DapMalieBTHUECKOM OpraHn3alluy;

»  ydyacTue B OpraHM3allMU U MPOBEICHUH MEPOIPUSATHI 110 XPAHECHUIO, TIEPEBO3KE, U3BATUIO U
YHHUYTOKCHUIO JICKAPCTBEHHBIX CPEJICTB;

»  TPOBEJCHHWE KOHTPOJIS KadecTBa JICKAPCTBCHHBIX CPEACTB B YCIOBHSAX JabOpaTopww,

COOTBETCTBYIOIICH TPEOOBAHUAM CTaHAAPTOB HaAJIekKamel KinHuaeckoi npaktuku (GCP)

U HaJuIeXKaeH saboparoproii npaktuxu (GLP).

> HCIIOJIb30BAHUEC METOAUK CTaHAAPTHU3AllUHN B obactu KOHTPOJII Ka4yeCTBa JIC.

3. MECTO ITPAKTUKHU B CTPYKTYPE OIl

[TpakTika oTHOCHUTCS K 00s13aTenbHOM yacTu OI1.

4. THUII IIPAKTUKH

[TpakTuka «KOHTpOJIb KauecTBa JIEKAPCTBEHHBIX CPEJCTBY SABISIETCS NPOUIBOOCTBEHHOLL.

5.  KOMIIETEHIIUHA, ®OPMHUPYEMBIE B PE3VYJIbTATE ITPOXOKIAEHUSA
IHPAKTUKH
IIpakTrka HampaBieHa Ha (GOPMHUPOBAHUE CIEAYIOIIMX KOMIIETEHIM B COOTBETCTBHUH C

®I'OC BO no cnenuansHocty 33.05.01 ®apmarnus:



a) oowgenpogeccuonanvnuix (OIIK):

Koo u naumenosanue obwenpogeccuonanvbrol KomnemeHyuu

OIIK-1. Crnoco0eH UCHONB30BaTh OCHOBHBIC OHOJOTHMYECKHE, (PU3UKO-XUMUYECKUE,
XUMHYECKHE, MAaTeMaTHYeCKH METOJIbl JUIS pa3pa0OTKH HUCCIICIOBAHMHA 3KCIEPTHU3bBI
JIEKapCTBCHHBIX CPEJICTB, U3TOTOBJICHHUS JIEKAPCTBCHHBIX MPETAPaTOB.

0) npogheccuonanvnuvix (I1K):

Koo u naumenosanue npOd)€CCMOHCUZbH012 Komnemernyuu

TIK-6. CriocobeH o0ecreynTh HAIM4YKe 3a11acoB PEaKTUBOB B alITEUHON OpPTraHU3aAINH.

IIK-7. CniocobeH npoBOIUTH BHYTPUANTEYHBIA KOHTPOJIb KaUueCTBA JIEKAPCTBEHHBIX
npemnapaToB U (papMareBTUIECKUX CYOCTAHIIHIA, T€KAPCTBEHHOTO PACTUTEILHOTO CHIPHSI.

6. CTPYKTYPA U COAEPXKXAHUE IPAKTUKU
OO6mias Tpy10€MKOCTh MPOU3BOICTBEHHOU MPAKTHUKU COCTABIISAET 4 3aueTHbIe equHuIbl, 144

yaca, mpakTuka nposoaurcs B 9-10 cemecTpax.

Omanvl npaxmuxu Tpyooem | Codepocanue  npakmuku:  HABLIKU,
Kocmb | mpyodogvle  Oelicmsus, Heobxooumbie
(uwac) | ymenus, HeoOXoOuMvle 3HAHUS — NO
KOMNemeHyusim

Dopmwi
mexyue2o
KOHMPOJIsL

IToaroTOBUTEIIBHEIN dTAN
(MHCTPYKTaX, BBOJHAS

(03HaKOMMTEIIbHAS) 4

JICKIIHS )

O3HakoMiieHHE ¢ 000py/IO0BaHUEM,
OCHAIIIEHUEM KOHTPOJIbHO-
aHAIMTUYECKOU Jaboparopuu (cToa),
TEXHUKOH 0€30MacCHOCTH.

Kontpouns

3a [1I1

LCO* 40 OIIK-1.
Tpyoosvie Oeticmaust.

v/ TPUrOTOBIICHHE TUTPOBAHHBIX
pacTBOpOB (YCTAHOBKA TUTPA U pacyeT
HOMNPAaBOYHOI0 KO PUIMEHTA);

v TIIpOBEJICHNE TUTPUMETPHYECKOTO
aHaJTM3a C OMOILBIO PA3TUYHBIX
METOJIOB: OCAIUTENBHBIX, KUCJIOTHO-

BOCCTAHOBUTEJbHBIX, IIpOBEpKa
KOMIUIEKCOHOMETPUYECKHX; HaBBIKOB,
MIPOBEJICHUE OLIEHKH (DU3UUECKUX NENCTBUH,
CBOICTB JIEKApCTBEHHBIX BELIECTB YMEHUU
(ToKa3aTeny «OM1CcaHue»,
«PacCTBOPUMOCTBY, «TEMIIEpaTypa
IUTABJICHUS, «pH», «110Ka3arennb
NPESIOMIIEHUS, «YAEIBHOE
BpaILIEHHE») U JIEKAPCTBEHHBIX (hopM
(opranonenTUYeCcKuii KOHTPOJIB).
V' UCIIOJIb30BaHKE HOPMATHBHOM,
CIPaBOYHOU ¥ HAYYHOM JIUTEPATYPbI

[IpousBoncTBeHH
BIM DTAaIll
JTa v

OTBCTCTBCHHOI'O

OCHOBHBIX, OKHUCIIUTCIIbHO- CO6€C€I[OBaHI/IC,




JUTS peeHust PO eCcCHOHATTBHBIX
3a/1ay.
Heobxooumvie ymenus u Hagviku:

v’ yCcTaHaB/IMBaTh KOJIMYECTBEHHOE
COJieprKaHHe JICKApCTBEHHBIX BEILIECTB B
CyOCTaHIMH U JISKAPCTBEHHBIX (hopMax
TUTPUMETPUYECKIMU U (DH3BHKO-
XUMUYECKUMHU METO/IaMH;

v’ NPOBOJUTH WCIIBITAHWS Ha YUCTOTY
JIeKapCTBEHHBIX BEIIECTB u
yCTaHaBIIMBaTh TPEICIbI COICPIKAHUSI
npuMeceld XUMUYECKUMU M (PU3HKO-
XUMHYECKUMH METOJIAMU.

Baza*
PaKT
HNKUAU

48

IIK-6; IIK-7.
Tpyoosvie Oeticmausi:

v/ OIlEHKa  KaueCTBa  JICKAPCTBEHHBIX
CpEIICTB B COOTBETCTBUH c
TpeOOBaHUAMU HOPMaTUBHOU
JIOKYMCHTAIIHH;

v/ MHTEpIpeTalys pPe3yJIbTATOB aHaIu3a
JIEKapCTBEHHBIX CPEJICTB,

v/ OCYIIECTBJICHHE BCEX BHIOB KOHTPOJIS
KauecTBa cyOcraHImi u
JIeKapCTBEHHBIX ()OPM B COOTBETCTBHH C
HOPMAaTHBHOW JIOKYMEHTAIIKEH;

v’ TpoBejicHUe aHAITI3a
MHOI'OKOMITOHEHTHBIX JIGKAPCTBEHHBIX
dopm (cmeceit);

v’ pacuér conepKaHMs JIEKapCTBEHHOTO
BEIlleCTBa B CYyOCTaHIIMSIX |
JIEKapCTBEHHBIX (hOpMaXx;

Heobxooumvle ymenus u Hasviku:

v/ IUIaHUPOBATh AHAIN3 JIEKAPCTBEHHOTO
CpeZICTBa B COOTBETCTBUHU C UX (OpMOi
[0 HOPMAaTUBHOM JOKyMEHTALMU U
OLEHMBATL  MX  KaueCcTBO 1o
MOJTyYEHHBIM Pe3YJIbTaTaM;

V' TIPOBOIUTH YCTaHOBJICHUE
MOJTMHHOCTH JIEKapCTBEHHBIX BEIIECTB
peaKIMsIMM HAa MX  CTPYKTYpHBIE
(parMeHTsI;

v/ BBIIONHATH AQHAIM3 W KOHTPOJb
KauecTBa  JIGKAPCTBEHHBIX  CPEJICTB
anTeyHoro W3TOTOBJICHUS B
COOTBETCTBMM ¢ Tnpukazamu M3
Poccuiickoii @eneparym.

cobecenoBaHue,
IpOBEpKa
HaBBIKOB,
JICHCTBHM,
yMEHUH

CamocrogrenpHas
paborta

48

[ToaroToBka K TEKyIeMy KOHTPOIIO,
odopMIieHHEe THEBHUKA MPAKTHKN

cobecenoBaHue




Py6exnbIit 2 CobecenoBaHue MO JHEBHHUKY MPAKTUKH
KOHTPOJTb

3auér 2 [To pe3yabraram TeKyLIEro U pyoe:KHOT0 KOHTPOJIS

BCETO (uac) 144/4

7.  ®OPMA MPOMEXYTOYHOM ATTECTAIIUMN.

@®opma OTYETHOCTH 10 UTOr'aM MPaKTUKU — 3auem (coriaacHo PVII).

8. JOKYMEHTAIUA TEKYIIEI'O KOHTPOJIA

JlokyMeHTanus, npeaocrapisiemMas CTyAEHTOM, 110 UTOraM IPOXO0KIEHUS PAKTUKHU:
» JIHEBHUK IPAKTUKU 00YYarOIIEToCs;
» XapaKTepHCTHKA.

B mepuonm mnpakTHKu OOy4YaroOmMiics BEAET JTHEBHUK, SBISIONIMICS O(UIIMATHHBIM
JOKYMEHTOM, KOTOPBIH OH MTPEJOCTaBISACT Ha Kadeapy BMECTE C XapaKTEPUCTUKOM, TOAITMCAHHOM
PYKOBOAMTENEM MPAKTUKU OT Oaszbl MpakTUKU. B JHEBHHKE yKa3blBaeTCs naTa, MOPSAKOBBIN
HOMEp JHS paboThl U COOCTBEHHO COJIEp)KaHUE MPOBENEHHOM paboThl. J[HeBHUK odopmisercs
eXeJIHEBHO, B KOHIIE pabodero JHS M MOJNHCHIBaeTCS KyparopoMm. Bce 3amucu BeayTcs 4eTKo,

KpaTKO 1 aKKypaTHO.

9. OHEHOYHOYHBIE MATEPHUAJIbI nns omnpeneneHuss yYpoBHS C(HOPMHUPOBAHHOCTHU
KOMIIETCHIIMM B PE3yJIbTaTe€ MPOXOXKIACHUS MPAKTUKH SBISIOTCS NPHIOKEHHEM K padboueit

Iporpamme IpaKkTUKH.

10. YYEBHO-METOANYECKOE W HWH®OPMALIMOHHOE OBECIHEYEHHUE
MPAKTUKHU
a)aureparypa:

1) bBenuko B.I'. dapmaneBTuueckas xumus: yued. mocodue/B.I'. bemukos: - u3n. 3-e. —
M.:MEnipecc-undopm, 2009. — 616 c.

2)  ®dapmareBTHYECKas XuMEs: yue0.mocooue/ moa. pea. A.Il. Apsamaciies: —M.: TDOTAP-
Menua, 2008. — 640 c.

3)  CranpapTH3aiys U KOHTPOJIb KauecTBa JEKapCTBEHHBIX CPECTB: yuel.1ocodue/ mo. pe.
H.A. TroxaBxkuaON. —M.: MUA, 2008 —384 c.

4)  Apsamacues, A. [1. ®apmarieBTuueckas XuMusi : yueOnoe nocoodue / [Tox pen. A. I1.
Ap3zamacreBa. - 2-e u3l. , uctp. - Mocksa : [DOTAP-Menua, 2008. - 640 c. - ISBN 978-
5-9704-0744-8. - Texcr : anextponHsiii / DBC "KoncynbranT cryaenra” : [caiit]. - URL :
https://www.studentlibrary.ru/book/ISBN9785970407448.html.




5) Ilnerenéna, T. B. KonTpois kauecTBa JeKapCTBEHHBIX CPeACTB : yueOHMK / T. B.
IInerenéna, E. B. Ycnenckas, JI. 1. Mypanosa; nox pen. T. B. IInerenépoii. - Mockaa :
I'D0TAP-Menua, 2015. - 560 c. - ISBN 978-5-9704-3277-8. - TekcT : 3NEKTPOHHBIH //
OBC "KoncynbranT cryaenta" : [cait]. - URL :
https://www.studentlibrary.ru/book/ISBN9785970432778.html.

6) Xammymwiun, @. A. UndppakpacHas CieKTpOCKOIus B (hapMalieBTHYECKOM aHau3e : yueo.
nocobue / @. A. XammymnuH, A. P. Banuesa, B. A. Karaes. - Mocksa : [DOTAP-Menua,
2017. - 160 c. - ISBN 978-5-9704-3657-8. - Tekct : anekrponnsiii // ObC "KoHcynbTanT
crynenrta" : [cait]. - URL:

https://www.studentlibrary.ru/book/ISBN9785970436578.html.

0)MHTepHeT-pecypchbl:

SJIEKTPOHHBIE Hoctyn
Ne n/mm OBPA3OBATEJIBHBIE PECYPCBbI K pecypcy
1. | DaekTponHas OndbIHoTEKA PoctI’'MY. — URL: Hoctyn
http://109.195.230.156:9080/opacg/ HEOTPaHHYCH
2. | KoncyapTanr CTYJAEHTAa [ KoMIIeKThI: «MenuimHa.
3npaBooxpaneHue. BO»; «MenuunHa. 31paBOOXpaHEHUE. Hoctyn
CIIO»;  «lIcuxonoruueckue  Haykm»| :  DJIEKTpOHHas HEOIPaHUYEH

oubmmoteynas cucrema. — Mocksa : OOO «[lomurexpecype». -
URL: https://www.studentlibrary.ru + Bo3MoOXHOCTH ISt
MHKJIIO3MBHOTO 00pa30BaHus

3. | KoncyabTanr Bpaua. DJIeKTPOHHAasA MeIUIUHCKAs
O0nbMoTeKa : DIeKTPOHHAs OMOIMoTeyHas cuctema. — Mockaa : Hoctyn
OO0 «Beicmias 1mKoNMa OpraHU3allMd U YIPaBJICHUSA HEOTpaHUYEH

3ApaBooXpaHeHrueM. KOMIUIEKCHBIN MEAUIIMHCKAN KOHCAJITUHI».
- URL: http://www.rosmedlib.ru + Bo3MOXHOCTH mJId
MHKJIIO3UBHOTO 00pa30BaHUs

4. | Hayynas »snaexktpoHHas OubOamorexka eLIBRARY. - URL: OTKpBITHI
http://elibrary.ru JOCTYII
5. | HanmonanbHasi  JjekTpoHHass  OuOimoreka. - URL: Hocrym ¢
http://H36.pd/ KOMITBIOTCPOB
OuOIMOTEKN
6. | Poccuiickoe o6pa3oBanme. EnuHoe okHo gocryma OTKpBITHII
¢denepanpubiii mopran. - URL: http://www.edu.ru/. — Hosas JOCTYII
oOpasoBarenbHas cpefa.
7. | ®demepanbHasi IEKTPOHHAsT MeIHIMHCKasi OHOIMOTEeKa OTKpBITHIN
Munsapasa Pocenn. - URL: https://femb.ru/femb/ JOCTYTI
8. | Med-Edu.ru : meaunuHckuii 00pa3oBaTeIbHbINA BUACOMOPTAI. - OTKpBITHII
URL: http://www.med-edu.ru/. Becriathas perucrparusi. JOCTYII
9. | MEABECTHMK : mopran poccHiicKoro Bpada [OmOIMOTEKa, OTKpPBITHIN
0aza 3uanwuii]. - URL: https://medvestnik.ru JOCTYT
10. | PubMed : onmekTpoHHas ~— TOWMCKOBas ~ cHcTeMa  [ITO OTKpBITHII
OMOMEIMIIMHCKAM HCCIIEOBaHUsAM HalnnmoHalbHOTO IIEHTpa JAOCTYII

onorexnonorunueckoit wHGopmarmu (NCBI, CIIA)]. - URL:
https://pubmed.ncbi.nim.nih.qgov/
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11. | IIpe3unenTckas OubdIAMOTEKA : caiiT. - URL: OTKpBITHIN
https://www.prlib.ru/collections JOCTYII

12. | Meauuunnckuii Becruuk FOra Poccuu : s1exTpoH. xypHai / OTKpBITHIH
PoctI’'MY. - URL.: http://www.medicalherald.ru/jour JOCTYII

13. | ®bVY3 «HMHdopManOHHO-METOANYECKH LHEHTP» OTKpBITHIH
Pocniotpebna3opa : odui. caiit. — URL: https://www.crc.ru JOCTYII

14. | MunucTepcTBO 3aApaBooxpaHenus Poccuiickoii ®exepanumn : OTKpBITHIH
o¢wu. caiit. - URL: https://minzdrav.gov.ru JTOCTYI

15. | ®enepanbHas ciay;xkba mo HaaA30py B chepe 3apaBOOXPAHCHUS : OTKpBITHIH
otwu. caiit. - URL.: https://roszdravnadzor.gov.ru/ JOCTYII

16. | BcemupHasi opranu3anusi 3ApaBooxXpaHeHusi : odui. caur. - OTKpBITHIH
URL: http://who.int/ru/ JOCTYI

17. | CioBapn w »HSHHukjJIonmenun Ha Axaaemmke. - URL: OTKpBITHIN
http://dic.academic.ru/ JTOCTYII

18. | O¢uumanbHbIi HHTEPHET-NIOPTAJ NPABOBOM MH(oOpManum. - OTKpBITHII

URL: http://pravo.gov.ru/

JOCTYT



https://www.prlib.ru/collections
https://www.prlib.ru/collections
http://www.medicalherald.ru/jour
https://www.crc.ru/
https://minzdrav.gov.ru/
https://roszdravnadzor.gov.ru/
http://who.int/ru/
http://dic.academic.ru/
http://pravo.gov.ru/

