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1. HEJIb ITPOBEJAEHUSA ITPAKTUKHU

Henbto mpoBenenuss «IIpoM3BOACTBEHHON NPAKTHKH MO0 KOHTPOJIK KadyecTBa
JIEKAPCTBEHHBIX CPEACTBY» SABIIACTCA 3aKpeIVIeHHE U YIIyOJeHHe TEOPETUUECKON MOArOTOBKU
oOyuyaromierocsi, IpuoOpeTeHue UM MPAKTUYECKHX HABBIKOB M KOMIIETEHIIMHA, a TaKKe OINbITa
CaMOCTOSITENIbHON TPO(ECCHOHATILHON JEATEIbHOCTH.

2. TPEBOBAHUSA K PE3YJIbTATAM OBYYEHHUSA 110 UTOI'AM
IPOXOXIAEHUSA IPAKTUKH

[IpoBenenne «IIpOM3BOACTBEHHOM TPAKTHKM 10 KOHTPOJK KadyecTBa
JIEKAPCTBEHHBIX CPEJACTBY» HAIPaBJICHO Ha (OPMUPOBAHUE y OOYYAIOIIUXCS CICTYIOIMINUX
KOMIETESHITNH (JaCTH KOMITETCHITHN ):

ITIKO 4-1; IIKO-4.2; TIKO-4.3; IIKO-4.5; IIKO-4.6.

Tabnuya 2.1. Ilepeuenv romnemenyutl, Gopmupyemvix y o00yuaOwWuxcsa npu
NPOXOAHCOCHUU NPAKMUKYU (Pe3YTbmamos 00y4eHus no umo2am NpaKmuKu,)

NHauKaTopbl JO0CTHKEHUSI KOMITETEHIHA
HIndp Komnerenuus
(B paMKax TaHHOMW JMCIUILITUHBI)

[IKO-4.1. TIpoBoauT ¢apmarieBTUIECKUNA aHATTN3
(dapManeBTUYECKUX CyOCTaHIIUN, BCIOMOTaTEeIbHBIX
BEIIIECTB U JICKAPCTBEHHBIX MIPETapaTOB IS
MEAUIIMHCKOTO MPUMEHEHUS 3aBOJICKOTO ITPOU3BOICTBA
B COOTBETCTBHUU CO CTaHIapTaMH KauecTBa

[TKO-4.2. Ocy1iecTBasieT KOHTPOJIb 3a
[PUTOTOBJICHUEM PEaKTHUBOB U TUTPOBAHHBIX
pacTBOpoB

Cnoco0eH yuacTBOBATH B
MOHUTOPHUHIE KAYeCTBa,
3¢ PeKTHBHOCTH U

[IKO-4.3. CrangapTusyer IpuroToBjacHHbIE
TUTPOBAHHBIE PACTBOPHI

ITKO-4 0e3onacHoCcTH [TKO-4.5. Uudopmupyer B MOpsIKE, YCTAHOBICHHOM
JEKAPCTBCHHBIX CPEACTB U |3aKOHOAATCIILCTBOM, O HECOOTBETCTBUU
JIEKapCTBEHHOT' 0 JIEKapCTBEHHOTO Mpenapara Jjisi MEIUI[MHCKOTO
PACTHTEIBHOIO CHIPbS IPUMEHEHHsI YCTAHOBJICHHBIM TPEOOBAHUSIM HIIH O

HECOOTBETCTBUU JaHHBIX 00 3P PEeKTUBHOCTH U O
0€30IaCHOCTH JICKAPCTBEHHOTO TIpernapaTa JaHHBIM O
JICKApCTBEHHOM IIperapare, COACPKaIINMCS B
WHCTPYKIIUH TI0 €T0 MPHUMEHEHHIO

[TKO-4.6. OcymiecTBisieT perucTpanuo, o0padoTky u
UHTEPIPETAINIO PE3YIIbTATOB MPOBEACHHBIX
UCTIBITAHUH JICKAPCTBEHHBIX CPEIICTB, HCXOTHOTO CHIPhS
¥ YIIaKOBOYHBIX MaTepPHajIOB

3. MECTO ITPAKTHUKH B CTPYKTYPE OII BO



«[Ipon3BOACTBEHHAS] MPAKTHKA 1O KOHTPOJIK KAaYeCTBA JIeKAPCTBEHHBIX
CpeacTB» OTHOCUTCS K 0053aTeNbHOM YacTH y4eOHOr0 IIaHa.

B pamkax OIl BO oOyuarommuecs TakKe OCBAaWBAIOT TUCIUIUIHHBI W/WIIH APYTHE
MPAKTUKH, CIIOCOOCTBYIOIIME JOCTIKEHUIO 3aIUIAHUPOBAHHBIX PE3YyJIbTAaTOB OOYUYEHUS IO
utoraM TnpoxoxacHus «I[Ipou3BOACTBEHHONH NPAKTHKH MO KOHTPOJIO KayecTBa
JIEKAPCTBEHHBIX CPEACTBY.

Tabnuya 3.1. Ilepeuenv xomnounenmos OIl BO, cnocobcmeyiowux 00CmMudicenuio
3anIaGHUPOBAHHBIX PEe3YIbMamos 00yueHUs no Umo2am nPOXoHCOeHUs NPAKmuKu

HanveHoBaHMe IIpexmecTByomme IMocaenyromue
udgp AUCHMIIIMHbI/MOYJIH, AUCHMIIIMHBI/ MOYJIH,
KOMIIEeTeHIIHH . *
NPAKTHKH NPAKTHKH
Cnocoben dapmMaKorHo3usi;
Y4acTBOBATH B JlexapcTBeHHBIE CPEICTBA
MOHHMTOPHHIE U3 MPUPOJIHOTO CHIPbS;
KavyecTBa, Metonpl
3¢} PpexTHBHOCTH U (bapmakoneiHoro
IIKO-4 0e30macHOCTH ananmuza; Oomas -—-
JIEKAPCTBEHHBIX dapMareBTHUECKAS
CpeacTB U xumus; CrnenuanbHas
JIEKAPCTBEHHOT' 0 dapMmareBTHUECKAS
PacTUTEIHLHOIO xumust; OCHOBBI
ChIPbA OMOTEXHOJIOTHH

* - 3aI0JIHSETCS B COOTBETCTBHHU ¢ MaTpuueii komnerenimid u CYII OIT BO
4. OFBEM IIPAKTUKHA

O6mas TpyaoeMkocTh «IIpou3BOACTBEHHOH NMPAKTHKHU MO KOHTPOJIK KadecTBa
JIEKAPCTBEHHBIX CPEACTBY» COCTaBIAET 6 3aUeTHHIX eauHHIT (216 ak.4.).

S. COAEP’ KAHUE INPAKTUKH

Tabnuya 5. 1. Codepoicanue npaxmuxu*

HaumeHoBaHue pa3aeJia Conep:xanue pasjaesa (TeMbl, BUAbI TpynoeMKoCTb,
NMPAKTUKHU NMPAKTHYECKOH 1eATeJIbHOCTH) aK.y.
Tema 1.1. MHCTpyKTaX 10 ipaBUiIaM Oe30MacHOM
Pazpen 1. paboTHI B TabopaTopun KOHTPOJIS KayecTBa 6

IToaroToBUTENLHBIHN 3TaIl JIEKapCTBEHHBIX cpenicTB. [lonydyeHue myTeBoK Ha

MIPAaKTUKY

Paznen 2. N3yuenune
HOPMAaTHBHOM JJOKyMEHTAIIUH
MO KOHTPOJIIO KayecTBa
JIEKapCTBEHHBIX CPEJICTB,

Tema 2.1. O3HaKOMIIEHHE C TIPUKA3aMH,
perIaMEHTHPYIOUMHU AE€ATENBHOCTH TPOBU30P- 18
aHAJIUTHUKA B allTCUHON OpraHU3aLuu




HaumeHoBaHue pa3aeJia Conep:xanue pasjaesa (TeMbl, BUAbI TpynoeMKoCTb,
NMPAKTUKHU NMPAKTHYECKOH 1eATeJILHOCTH) aK.y.
KOTOpPOH PYKOBOJICTBYETCS B
cBOEii paboTe MPOBU30P- Tewma 2.2. M3ydeHune JOKyMEHTAINH, KOTOPYIO BEAET 18
AQHAJINTUK alTEeKH MIPOBU30P-aHAINTHK B alTeKe
Tewma 3.1. Mi3ydeHure MeTOA0B OTYICHHSI U aHAIIA3a
Pasnen 3. Bona ounineHHas . 12
BOJIBI OYHIIIEHHON
Paznen 4. Usyuenue Tema 4.1. BuyTpuanTedHas 3aroToBKa 18
pelenTyphl H METO/IOB Tena 429K o
AHATH3A JIEKAPCTBEHHBIX ema 4.2. XKuakue nexkapcTBeHHBIC (POPMBI
CpecTB (110 BrAaM Tema 4.3. TBepable JeKapcTBEHHBIE (HOPMBI 24
JICKapCTBEHHBIX (hOpM),
U3rOTABIMBAEMBIX B anTeke  |Tema 4.4. Msrkue jgekapCcTBEHHBIE (OPMBI 24
Pasnen 5. JIekapcTBeHHBIE Tema 5.1. [lerckue nekapcTBEHHBIE (YOPMEI 12
cpencTBa, TpeOyromnme
0COOBIX YCITOBHI Tema 5.2. JlekapcTBEeHHBIE CPEACTBA, U3TOTOBRISICMBIC 12
H3TOTOBJICHMS M aHAJIU3a B aCCITUICCKUX YCIOBUAX
Tema 6.1. MexdapmakorieliHbII aHATNA3 |
crienuuKaIys Ha CyOCTaHITHIO UITH JIEKAPCTBEHHOE 15
Paszen 6. Muuuayanshoe  |CPEACTBO HEOPTaHW9IEeCKON PUPOIBI
safanme. Crennurarus. Tema 6.21. MexdapmakoneiiHbIi aHATU3 1
crienuuKaIys Ha CyOCTaHITHIO UITH JIEKAPCTBEHHOE 15
CPEJICTBO OPTaHUUYECKON MTPUPO/TBI
OdopmiteHne oTdeTa 1o MPaKTUKE 9
[ToaroToBka K 3alIMTE U 3al[UTa OTYETA MO MPAKTHUKE 9
BCETI'O: 216

* - conlep KaHKe NMPAKTUKY MO paszenaM U BuaaM npakrtuueckoit noaroroBku [IOJJHOCTBIO otpaxkaercs B
oryere 00y4aroLIerocst no MpaKTHKE.

6. MATEPUAJIBHO-TEXHUYECKOE OBECIIEYEHUE INTPOBEJIEHU A

INTPAKTHUKH

KaGunets! 1 1abopatopu Mo KOHTPOJIIO KaYeCTBA JIEKAPCTBEHHBIX CPENICTB:

a) BCChI aHAJIMTHUYCCKHUEC, TCXHUYCCKUC, alITCUHBIC,

0) MepHas ocy[a;

B) mpuOOPHI 11 GU3UIECKUX B (PU3UKO-XMMUICCKUX METOIOB aHAJIN3a;

I') pEaKTUBBI

JlaGopaTopus IO KOHTPOJIIO KayecTBa JIEKAPCTBEHHBIX CPEACTB Kadeapsl (apMareBTHUECKOW U
TOKCHKOJIOTMUECKONW XMMHUU OCHAILIEHA CIIEAYIOIIM 000py10BaHUEM:

2 AxBamuctunsaropa J19-10; 2 poroxonopumerpa KOK-3; 2 cnexkrpodoromerpa; 4 pH-merpa BC
NOPTAaTUBHBIX, 4 pedpakTomerpa UPD-454b52M, 4 nonsipumerpa Kpyroeix CM-3, OMHOKYIIAPHBIA
4



mukpockonn MBC-10, 4 wmarautHeie Memanku MS-3000; wmemOpannbiii Hacoc MBHK;
Mukpono3zaropsl; 4 tutparopa ATII-02; Becsl anexTponHsie GR 200 (SAnonwus), Becel BJIKT-160r,
Becbl BJIMK-220, Beckl TexHWYeCKHE TOP3UOHHBIC; 2 OaHM BojasHbIe jaboparopubie. MK-
cnektpometp Cary 630 IR; cnekrpodoTometp Cary 60. PeakTussl 1 mabopaTopHas nocyna.

7. CIIOCOBbI ITPOBEJAEHUA IPAKTHKHN

«IIpou3BoaCTBEHHAs MNPAKTHKA 10 KOHTPOJII KAa4yecTBAa JIEKAPCTBEHHbIX
CPeACTB» MOXET IPOBOAMTCS Kak B CTPYKTYpHbIX noapasaenenusx PYJ/IH wim B
opranu3anusax r. MockBbl (CTallMOHAapHAas), Tak U Ha 0a3zax, HaXOAALIMXCS 3a IPEJesIaMu T.
MockBbI (BbI€3/THAS).

[IpoBenenue npakTuku Ha 0a3e BHelIHel opranuzanuu (BHe PY [IH) ocymectBisercs
Ha OCHOBAHHMM COOTBETCTBYIOILLIEIO JI0rOBOPa, B KOTOPOM YKAa3bIBaIOTCA CPOKHU, MECTO U
YCJIOBUS TPOBEACHUS TPAKTUKU B 0230BOM OpraHU3alINH.

Cpoku npoBeJeHUS IPAKTUKHA COOTBETCTBYIOT MEPUOY, YKa3aHHOMY B KaJIEHAAPHOM
yuebHoM Tpaduke OIl BO. Cpoku npoBeneHus: NpakTUKH MOTYT ObITh CKOPPEKTUPOBAaHbBI
P COIVIACOBAaHMU C YIpaBiIeHUEM OO0pa30BaTEIbHOM NOJUTUKM M JlemapTameHT
OpraHu3aIuy MPaKkTUK U TPYJA0ycTpoiicTBa oOydaromuxcs B PY /IH.

8. YYEBHO-METOAUYECKOE n NHPOPMALIMOHHOE
OBECIIEYEHME ITPAKTUKHA

a) ocHo8HAs TUMepamypa.

1. Meroapl (hapMakoIieHOTO aHaIN3a. yueOHUK [ DnekTpoHHbINH pecypc] / Ceipoenikun A. B. [u ap.]. -
M. : I'S0OTAP-Menua, 2024. 272 C. ISBN 978-5-9704-8333-6 URL:
https://mega.rudn.ru/MegaPro/UserEntry? Action=Link FindDoc&id=518336&idb=0
2. IlnerenéBa T. B., Ycnenckas E. B. KoHTponp kauecTBa JIEKApCTBEHHBIX CPEICTB. Y4EOHHUK
[OnexTponnsiit pecype]. - M. : TOOTAP-Menna, 2022. 544 c. ISBN 978-5-9704-6731-2 URL.:
https://mega.rudn.ru/MegaPro/UserEntry? Action=Link FindDoc&id=518440&1db=0

0) OononHuUmMenbHAs TUMmepamypa.

1. KoHTpOb KauecTBa U CTaHAapPTU3ALUS JIEKAPCTBEHHBIX CPEACTB : y4eOHO-METOANYECKOE IOCOOHe IO
MPOU3BOCTBEHHON TpakTuke / oA pen. Pamenckoit I'.B., Opnabaesoit C.K. - Mocksa : [DOTAP-
Mennua, 2020. - 352 c. URL:
https://lib.rudn.ru/MegaPro/UserEntry? Action=Link FindDoc&id=503749&idb=0

2. ®apmarieBTHYECKas XUMHUS : ydeOHOe MocoOme Ui CTYJeHTOB 3 Kypca MEIUIIMHCKOTO MHCTUTYTA,
oOydaromuxcs o crenranbHocTH "®Papmammsa”. Yacts 1 / A.B. Ceipoemkun, T.B. IlnereneBa, M.A.
Mopo3osa [u 1p.] ; mox peaakuuei A.B. Ceipoenikuna. - 3-e u3f., uctp. u aoim. - Mocksa : PYJIH, 2020.
- 116 c. : mn. URL: https://lib.rudn.ru/MegaPro/UserEntry? Action=Link FindDoc&id=494143&idb=0

3. ®apmakonewn pasHbIxX CTPaH:

- FocypapctBeHHaa ®apmakones PO. — XV u XIV U3gaHue.

- British Pharmacopoeia. — London, 2008.

- European Pharmocopeia. — 2005 version 5.2. — 3333 p.

- The International Pharmacopoeia. — WHO Geneva. — V. 1—4.

- The Japaneze Pharmacopeia. — Tokyo, 2006. — Fifteen Edition. — 1788 p.
- USA Pharmacopoeia (USP-30, NF 19).

Pecprbl MH(}bOpM(Zlzﬂ/lOHHO-meﬂeKOMMyHuKauMOHHOZZ cemu «HHmepHem»:



1. 9bC PY IH u ctoporHue 3bC, K KOTOpbIM CTYAEHTHI YHUBEPCUTETA UMEIOT JIOCTYII
Ha OCHOBAHUU 3aKJIFOUEHHBIX JJOTOBOPOB:

- DNEeKTPOHHO-OMOINOTEeUHAS cucrema PYJIH — 9BbC PYJIH
http://lib.rudn.ru/MegaPro/Web

- OBC «YHuBepcuteTcKast OnbimoTeka oHnaiH» http:/www.biblioclub.ru

- ObC IOpaiit http://www.biblio-online.ru

- OBC «Koncynbrant ctyaeHTay www.studentlibrary.ru

- OBC «Jlamby http://e.lanbook.com/

- OBC «Tpounkuit MOCT»
2. ba3pl JaHHBIX U TOMCKOBBIE CUCTEMBI:

- OJICKTPOHHBIA (DOHJ TPABOBOM W HOPMATUBHO-TEXHUYECKOW JIOKYMEHTAI[UH
http://docs.cntd.ru/

- morckoBag cucrema JAunekc https://www.yandex.ru/

- mouckoBas cucrema Google https://www.google.ru/

- pedepaTuBHas 0aza JTAaHHBIX SCOPUS
http://www.elsevierscience.ru/products/scopus/

- http://www.ncbi.nlm.nih.gov/pubmed/ - cucrema nmoucka HaygHou ureparypsl Pubmed

- http://toxnet.nlm.nih.gov/ - Tokcukomornueckas 0a3a JaHHBIX

- http://clinicaltrials.gov/ - 6a3a JaHHBIX KIMHUYECKUX UCCIENOBAHNNA

- http://www.abc.chemistry.bsu.by/2/7-ms.htm - cnektpanpHas 6a3a JaHHBIX

Yuebno-memoouueckue mamepuanvl 01 NPOXONCOEHUS NPAKMUKYU, 3ANOTHEHUs
OHeBHUKA U 0hOpMIIeHUss omuema no npakmuke *:

1. IlpaBuna TtexHuku Oe3onacHocTH npu npoxoxacHun «IIpou3BoaCTBEeHHOM
NPAKTHKH 10 KOHTPOJII0 Ka4eCTBA JIEKAPCTBEHHbIX CPeACTBY (MIEPBUYHBIA HHCTPYKTAXK).

2. O0miee yCTpOMCTBO M MPUHIMIT PAOOTHl TEXHOJIOTHYECKOTO MPOU3BOACTBEHHOTO
000pyZOBaHMSI, MCHOJIB3YEMOTO  OOYYAIOIIMMMCS HpPU  MNPOXOKIAECHUM  IPAKTHKY;
TEXHOJIOTUYECKUE KapThl U PErJIaMeHTHI U T.J. (P HEOOXOAUMOCTH).

3. Meroauueckne yKazaHUS I[I0 3alOJIHCHUIO OOYYaOIIMMHCS JHEBHUKA U
O0(OPMIICHHIO OTYETA 11O TIPAKTHUKE.

* - Bce y4eOHO-METOMMYECKHE MaTepuaibl s TPOXOXKIACHHS TPAKTUKKA pPa3MemaloTcs B
COOTBETCTBHH C JICHCTBYIONTUM TOPSIKOM Ha cTpanuiie nmpaktuku B TYUC!


http://lib.rudn.ru/MegaPro/Web
http://www.biblioclub.ru/
http://www.biblio-online.ru/
http://www.studentlibrary.ru/
http://e.lanbook.com/
http://docs.cntd.ru/
https://www.yandex.ru/
https://www.google.ru/
http://www.elsevierscience.ru/products/scopus/
http://www.ncbi.nlm.nih.gov/pubmed/
http://toxnet.nlm.nih.gov/
http://clinicaltrials.gov/
http://www.abc.chemistry.bsu.by/2/7-ms.htm

9. OIEHOYHBIE MATEPUAJIbI M BAJJIBHO-PEUTUHI OBAS
CUCTEMA OIEHUBAHMUA YPOBHA COPOPMUPOBAHHOCTHU
KOMIIETEHIIUM IO UTOI'AM MPOXOKJIEHUS IPAKTUKA

OneHouHble MaTepHalibl U OATIbHO-PEUTUHIOBasl CUCTEMA™ OLIEHWBAHMS YPOBHS
c(OPMHUPOBAHHOCTH KOMIIETCHIIMH (YacTH KOMIETEHIMH) MO0 WTOraM MPOXOXKICHHUS
«IIpon3BOACTBEHHON NMPAKTHKHU MO KOHTPOJIIO KayecTBA JIEKAPCTBEHHBIX CPeICTB»
npencrasneHsl B [Ipunoxxenun k Hactosmeil [IporpaMMe npakTuku (Moyis).

* - OM u BPC dpopmupyroTcst Ha OCHOBaHWHU TPEOOBAHHIA COOTBETCTBYIOIIETO JIOKATLHOTO HOPMATHBHOTO
akta PYJIH (mososxeHust/mopsiika).

PAZPABOTYUKMU:

JlotieHT Kadeapbl
(hapmareBTHIeCKOu u T.B. MakcumoBa

TOKCHUKOJIOTHYSCKOU XUMUH

Homxuocts, BYII TTonnuce dammmsa N.0.

JlotieHT Kadeapbl
(bapmaleBTHIECKON A M. Konnouua

TOKCUKOJIOTUYECKOU XNMHUH

Jomxuocts, BYII TTonnuce dammmsa N.0.

AccucteHt kadeapsl
(bapMareBTHUECKON U A.B. MapyxiieHko

TOKCHUKOJIOTHYSCKOU XUMUH

Homxnocts, BYTL IToamnucs ®ammus 1.0.

PYKOBOJUTEJIb BYII:
3aBeayronuii kadenpoit
(bapMareBTHUECKON U A .B. Cpipoenikun

TOKCUKOJIOTUYECKOU XUMHUH

Haumenosanue BVYII Tloamuce damvunua U.0.

PYKOBOJIMUTEJIb OII BO:

3aMecTuTeNnb TUPEKTOpa
MEAMIMHCKOTO MHCTUTYTA 10

M.M. KypamoB
crienuanbHoCcTh «Dapmanusy

Homxnocts, BYTL IToanucs ®ammus 1.0.
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