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@DOoHJ OLEHOYHBIX CpPEeACTB Mo aucuuruimHe «OpraHuzanus (apMaleBTUYECKUX TEXHOJOTHYECKHX
IIPOIIECCOBY» pPa3paboTaH B COOTBETCTBUU C TpeOOBaHMSAMU (DeepalbHOTO TOCyJapCTBEHHOTO
00pa3oBaTeNbHOr0 CTaHJapTa BbICIIETO oOpa3zoBaHus 1o crenuanbHOcTH 33.08.02 YmpaieHnue u
SKOHOMHKA (apmaruu (YpOBEHb IMOATOTOBKU KaJpPOB BbBICIICH KBaJTHU(PHKAIMK), YTBEPKICHHOTO
npukazoM MmunHoOpHayku Poccum ot 27.08.2014 1. No 1143, U C yd4eroM TpeOOBaHMIA
npodeccuoHambHOr0 crapaapra «CrnenuanucT B 00NacTH  ympaBieHus —(papManeBTUYeCKOH
JIEATEIIbHOCTBIO», YTBEPKIACHHOT0 TprukazoM Muntpyna Poccun ot 22 mast 20171 Ne 428H.

WNudopmanus o pazpaborunkax GoHAA OIIEHOYHBIX CPE/ICTB:

dUO JOJKHOCTD Vu. cTeneHp Vu. 3Banue
AHjpuaHnoBa lanuna | 3aBenyromias kadenpoii | a.papm.H. npodeccop
HukonaesHa yIpaBJICHUS ¥  SKOHOMHUKHU
¢dapmarn, hapMakOrHO3UH
MenbHUKOBa Omnsra | mpodeccop kadeapsl | a.bapm.H. JOIICHT
AJekcaHApOBHA VIPaBICHUS W  DKOHOMHUKH
(dhapmanuu, hapMaKorHO3UH
[TerpoB Anekcannap FOpreBuu | 3aBemyromimii kadenpoit | a.papm.H. npodeccop
dbapMaru u XuMum

@DOHJ OIEHOYHBIX CPEACTB OMOOpPEH NPEACTABUTEISAMU MPO(PECCHOHALHOTO U aKaIeMHYEeCKOTrO
coobmecTBa. Periensent:

- 3aBeayromas kadenpoit papmanesrudeckux qucruumma @IBOY BO Tromenckuit MY Mun3npasa
Poccun, n.¢papm.H., npodeccop Kusim O.U.

@DOH[ OLIEHOYHBIX CPEJCTB O0CYKIEH U 0A00peH

- Ha 3acefaHuM Kadeapbl yrnpaBiIeHUs U SKOHOMUKH (papmaruu, ¢papmMakorHosuu (mporokon Ne/ ot
«15» ampens 2023 r.)

- METOJIMYECKON KOMHCCHEH CeHaIbHOCTEH opauHaTyphI (mpoTokon NeS ot «10» mas 2023 1.)




1. Koguduxarop
CTpyKTypHpOBaHHBIH TepeueHb OOBEKTOB OIICHWBAHHWS — 3HAHWKA, YMEHHH, HaBBIKOB,
yuutsiBatomuid TpeboBanus ®I'OC u I1C, npencrasieH B Tabauie:
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K KHX (M3roTOBJIEHU pecypcHOro
COCTaBJICHH | IIPOLIECCOB B | 5) U UX obecrniedeHus
10 YCIOBUAX COBEpILEHCTBO dapmarieBTuye
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IPOAYKIMH | U TEOPUIO CUTYallUOHHOT TeKyLIeH
Ha OpraHu3any | MapKeTUHTa 0 aHaIM3a JIESITEIIbHOCTH
dapManeBTa | 1 1 JUISt pEeruoHaNbHOT dapmareBTuye
YECKOM IUTAaHUPOBaH | GOPMHUPOBAHU | O CKOit
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3HaHUSA XpaHeHus , TEXHOJIOIMYEC
LEJIEBBIX pa3MelIeHNs] | KUX pelleHuil;
TpyIII 110 JC; -pa3paboTKoi
HOBBIM -TIOPSII0K IJIaHOB
JIEKapCTBEHH | lIeHO00pa30Ba | MOBBILICHUS
BIM HUS Ha s¢dexTuBHOCT
npenaparaM; | TOTOBBIN U
- MIPOJIYKT; (apmaneBTHY
UCCJIEIOBaH | -METOJbI U €CKOro
M€ pbIHKA | MPUEMBI MIPOU3BO/JICTBA,
TOBapOB; YPEryJIupoBaH | yCTpaHEHUS
- 3HaTh us mpeTeH3uil | Opaka;
dbopmupoBa | MOTpeOUTENEH | -BIaICHUS
HUE ; TEXHOJIOTHEN
KOHKYPCHOM | - NIPOMBIIUICHH
JIOKYMEHTaI[ | 0OOCHOBBIBAT | O JIOTUCTHKH;
UU Ha b -IIPOEKTHOTO
3akynky JIC; | npon3BoAcTBa | MEHEKMEHTA.
- MPOIYKIIMH 110
IIPOTHO3HMPO | MpOrpamMme
BaTh PUCKH | UMIIOPTO3aMe




npu ICHUS;
OpraHu3anu
u
pECYPCHOIO
obecrieueHu
1;
Nsmepenune, | -KoHTpoJib -pYKOBOJICTBO YK-2; TIK-4; | YopaBnenue
aHalii3 H MPOU3BOJACT | pa3paboOTKOH -BJIAJETh [K-7; Ka4eCTBOM
yIIydllleHuEe | Ba TOTOBBIX | MPOMBIILIEHH | BHIOOPOM pe3yNIbTaTOB
(dapManeBTH | JEKapCTBEHH | OTO TUIIOB U pOopM TEKyIIEeH
YeCKUX bIX (DOpPM Ha | periaMeHTa; JIOKYMEHTOB JIeSITEIIbHOCTH
TEXHOJIOTUY | MIPOU3BOACT | -pa3pabOTKOM | Uil ONMCAHUS dapmareBTuye
€CKUX BE. - CTaHJApPTHBIX | TEXHOJIOTHYEC CKOIt
IIPOLIECCOB TpeboBaHus | OmEepanMOHHBI | KUX OpraHu3aINH
K X MPOLEYP MIPOIIECCOB Kon A/04.7
NOCTaIUHHO | JUIs npu Opranuzanus
My MOJATOTOBUTEN | IPOU3BOJICTBE PECYPCHOTO
KOHTPOJTIO BHBIX JIC; obecrniedeHus
MPOU3BOJCT | omepauui -pa3paboTka dapmaneBTuye
Ba TOTOBBIX | (IIpOBEpKa TEXHOJIOTHYEC CKOH
JICKapCTBEHH | MAaTEpUANIOB, | KUX OpraHu3aluu
BIX CPEJCTB. | peABapUTENb | UHCTPYKLIMM, Kox A/02.7
Has -UHCTPYKIIUI [TnanupoBanu
o0paboTKa, 10 YIIaKOBKE e
MOPAIOK IPOU3BOJICTBA JIeSITEIIbHOCTH
3arpy3Ku JIC; dapmareBTHue
CBIPbS, - CKOM
OIICHKA opraHusaruen OpraHu3aIIH
KPUTHYECKHUX | 3allOJIHEHUS, Kon A/01.7
apaMeTpoB COXpPaHHOCTH
npoiiecca) U XpaHEHHs
MIPOM3BOJICTBA | TEXHOJIOTHYEC
JIC; KOI
-pa3paboTka JIOKyMEHTAI!
CTaHJapPTHBIX | U;
OTIePAIOHHEI
X MpoLuexyp
JUISt
MOJrOTOBKH
MIPOU3BOJICTBE
HHOT'O
obopynoBaHu
K
TEXHOJIOTHYEC
KO onepanuu
(ouncTKa,
MOHTaX,
KaauOpOBKa,
CTEepPHITN3AIUS
);
-pa3paboTka
COII nna
KOHTPOJIS
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MIPOIIECCOB
MIPOU3BOJICTBA

2. ATTecTauMOHHbIE MATEPHUAJIbI

Jis mpoBelCHUS TMPOMEKYTOYHOW aTTECTAlMH CO3J1aHbl (POHJBI OIEHOYHBIX CPEJNCTB,
BKJIFOYAIOIME THUIIOBBIC 3aJaHUs, TECThl M BOIMPOCHI JUIsI COOECETOBAaHMS, IMO3BOJISIOININE OIECHUTH
3HaHUS, YMEHUS U YPOBEHb MPHOOPETEHHBIX KOMIIETCHIIUH.

2.1. TecTroBbIe 3aJaHUA

IIpumepul 60npocoe mecmoso2o KOHMpPOs:
1.HecooTBeTCcTBYIOIIAs MPOAYKIUS Ha (GapMaIleBTHYECKOM MPEIIPUITHH MOXKET OBITh
BEISIBJICHA HA CTAJIUU:
* BXOJIHOTO KOHTPOJISI CHIPbS U MaTEPHAJIOB;
* KOHTPOJISI Ka4ecTBa MOJTYIPOIYKTOB;
* KOHTPOJISI TOTOBOH MPOJIYKIINY;
Peanuzamuu nmotpeburento;

2. Madopmanuio o rapaHTHH CTAOMIBHOTO YPOBHS KAa4yeCTBa IMOCTABISIEMOTO CHIPbS MEHEIKep
110 CHaOXEHUIO MOJTyYaeT:

1. mo pe3ynpraTaM OYHOT'O WJIM 320YHOT'O ay/UTa MOCTABIIUKOB;

2. 1o pe3ynbTaTaM MUCbMEHHBIX M YCTHBIX OIIPOCOB IOCTABILUKA;

3. 10 IpeACTaBICHHBIM MOCTABIIMKAMHU KOMHAM cepTH(HKaToB cooTBeTcTBH Ha CMK,

4. no pe3ynbTaTaM aHaJIM3a PbIHKA MPOIYKLUY;

5. Mo pe3ynbTaraM aHajgu3a JOTOBOPHON JOKYMEHTaluu (JAOroBOpbI, 3asBKH, IMPOTOKOJIbI
pa3HOIJIaCHH ),

6. 10 pe3ysbTaTaM BXOJHOTO KOHTPOJIS ChIPbsl U MAaTEPUAJIOB;

7. IO HAaHHBIM O KayeCTBE M TEXHOJIOTMYHOCTH CBIpbS M MAaTE€pHaNIOB, IMOCTYNAKOIIUM W3
IIPOU3BOJICTBEHHBIX 1E€XOB.

*8. Bcé yka3zaHHOE BepHO;

3. IlpeayioroBopHas paboTa BKJIIOYAET B CceOsi:

*1.BbIOOD MOCTABIIKKOB,

*2.hpopMHpOBaHUE 3asBKM IOCTABIIMKY Ha 3aKyNKy W TOCTaBKY CBHIpbS M MaTepUAJIOB INpHU
HaJIMYUU PETUCTPALMOHHOIO HOMEpa B PpEECTpe JIEKapCTBEHHBIX CPEACTB, pa3pelIeHHBIX K
IIPUMEHEHHUIO Ha Tepputopun PO,

*3. nomyuenue 3axmodeHust OTrena KOHTPOJIS KadecTBa O KadyeCTBE IOCTABISIEMOTO CHIPHs
WINM MaTepHana, o pe3ysabTaraM BXOJHOTO KOHTPOJIs 00pa3ia, MPUCIaHHOTO MOCTaBIIUKOM.

4. BelOOp KOHKpPETHOTO IMOKYyMaTessl.

4. IlmannpoBaHne MPOU3BOACTBA IPOAYKIINH BKIKOYAET:

1.BxonHble faHHBIE: IUIAH  OTIPY3KM  NPOAYKLHUH, IPOU3BOJACTBEHHBIE  MOIIHOCTH,
00ECHEUCHHOCTh  IIEPCOHATIOM, OOECIIEYEHHOCTh JHEPropecypcamu, OLEHKAa BO3MOXKHOCTEH
TeXIpollecca ¢ LEIbI0 U3MEHEHUS! WM pa3pabOTKU TEXHOJOTUH, YCTAHOBJIEHUS! HOBBIX TpeOOBaHMUIA,
pa3pabOTKM  JOKYMEHTAllMH, OLEHKAa COCTOSIHHA OOOpyIOBaHMS C IEJIbI0  ONpEAeieHUs
HE0OXO0IMMOCTH PEMOHTA, 3aMEHbI, TPUOOPETEHUS UM MOJEPHU3ALNN 000pyI0BaHUSI.

2.BbIxosHbIE JaHHBIE: IUIaH MPOM3BOJACTBA (HAa TOJ, KBapTall, MECAl), KOPPEKTHPOBOYHBIE
MECSYHbIE WJIM KBapTaJbHbIE 3asBKH HAa IPHUOOPETEHNE MATEPHAIIOB.

*3. Bce BapuaHTBl OTBETOB BEpHBIE.

5. HpOI/IBBOHCTBO MNpOoAYKIHU CTPOIr0 pCrilaMCHTHUPYCTCA IrOCYAapCTBCHHBIMU ITPABOBLIMU
aKTaMH.
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1. ®3 «O6 obparnieHNH JICKAPCTBEHHBIX CPEICTBY,

2. @3 «O TeXHUYECKOM PEryInpOBaHUIY,

3.3 «O nureH3upPOBaAHUM

4. @3 «O caHUTaPHO-IIUIEMHOIOTMYECKOM OJIaromoIydny HaCeIeHUs»,

5. T'OCT P 52240-2009 «IIpon3BoaACTBO U KOHTPOJIb KA4e€CTBA JIEKAPCTBEHHBIX CPEJICTBY
6. Bce oTBETHI BEpHBIE.

2.2. Bonpocsl /11 MIPOBeIeHHs 3a4eTa
1.Uto nomkHa rapaHTUpPOBaTh CUCTEMa MEHEIKMEHTa KauecTBa MPHU MPOU3BOJACTBE JIEKAPCTBEHHBIX
cpeacTn?
2.ANTOPHUTM TOJIYy4CHHUS JIMIICH3WH Ha MPaBO MPOU3BOJICTBA JIEKAPCTBEHHBIX IMpermapaToB?
3.Kakue TpeOoBaHUS [OJKHBI NPEABSIBIATbCA K OPraHU3allMd IPOU3BOJCTBA JICKAPCTBEHHBIX
cpencT?
4.Yt0 B cebst BKIIIOYAET KOHTPOJIb (papMaIleBTUUECKUX TEXHOJOTHYECKHX IPOLIECCOB?
5.Kakue ocHOBHBIC TPeOOBAHHUS IPEABSBISIOTCS K OPTaHU3AI[UU TEXHOJIOTHISCKUX TPOIECCOB?
6.IIpuHIMIIBI OpraHU3aluy TPyAa CIIEHUATUCTOB (apMalleBTUYECKOTO IPETPUITHS.
7. Opranu3zanusi OXpaHsl Tpya.

Ilpumepot 6unemos 013 npoeedenus codecedosanusn

Buaer Nel
1.Opranu3zanoHHas CTPYKTYpa MOapa3IesIeHUuil Ha IPEANPHUSITAN OTBEYAONINX 32 00ecreueHne
KayuecTBa;
2.Banupanus meroauku aHanuza. [lopsaok, TpeboBaHus.

Buaer Ne2
1. Dransl TMIEH3UpOBaHUs (apMaIleBTUYECKOTO IPOU3BOJICTBA.
2. OCHOBHBIE TEXHOJIOTUYECKHE MPOIecChl Ha (hapMalleBTUYECKOM IPOU3BOJICTBE.

3. TexHoy10rMN U KPUTEPHH OLICHUBAHUSA

Jnsa Tekymen arrecTanuu M0 JUCLHMIUIMHE HCHOJB3YIOTCS TECTHI, CUTYallMOHHBIE 3a/1a4H,
TEOpEeTUYECKHE BOMPOCHI I codeceloBaHus ¢ opauHaTopoM. M3yuenune aucuuiuinHel B 1 cemectpe
3aKaHYMBAETCS 3a4€TOM, KOTOpBIM MpOBOAMTCA B (OpME HTOrOBOTO TECTOBOIO KOHTPOJIS H
cobecezioBaHUS 10 OnseTaM, BKIIIOYAIOIIUM JIBa TEOPETUUYECKUX BOIPOCA.

OTueTHON JOKyMEHTalMell opAuHaTopa SBISIETCS JHEBHUK, B KOTOPOM OH (QHUKCUPYET
XapakTep U 00bEeM BBIIIOJHEHHOM PalOOThlI, TEMbl 3aYETHBIX 3aHATUI U OTMETKM O Cllauye 3a4eTOB U
KOHTposie. B 1HeBHUKe yKa3bIBalOTCA MPOYUTaHHbIE U 3apedepupoBaHHbIE MOHOTpaduH,
KYpHAJIbHBIC CTaTbd, METOJMYECKHE YKa3aHUSA W PEKOMEHJALUU, IPUKa3bl, HOPMATUBHBIE U
3aKOHOJATENbHbIE JTOKYMEHTbl. OCHOBHBIE JTOCTUTHYTHIE OPJMHATOPOM pE3YNbTAaThl OTPAXKAIOTCS B
nopToaM0, KOTOPBIH BeIeTcs B  AJIEKTPOHHOM/IIEYaTHOM BHUJAE M IpPEJCTaBIsAeTCS Ha
TrOCYJAapCTBEHHYIO UTOTOBYIO aTTECTALIHIO.

Kpumepuu oyenxu pe3ynomamos mecmogozco KOHMpOJisL:

«OTIUYHO» - OPAMHATOPOM JIaH MOJIOKUTENbHBIA OTBET Ha 91-100% TecToBBIX 3aaHUM,
YTO CBUETEIHCTBYET O BBICOKOM YpPOBHE COPMUPOBAHHOCTH KOMIIETEHIIUH MO AUCLUILIIMHE.

«Xopouio» - OpAUHATOPOM JIaH MOJIOXKUTENbHbIN 0TBET HA §1-90% TeCcTOBBIX 3aJaHul, YTO
CBUJETEIBCTBYET O CPEAHEM YPOBHE CPOPMUPOBAHHOCTH KOMITETEHIUH 10 AUCLIUILIINHE.

«Y 1OBJIETBOPUTEIBHOY» - OPAMHATOPOM JAAH IOJIOKUTENbHBIA oTBET Ha 70—-80% TecTOBBIX
3aJlaHuH, YTO CBUJIETENILCTBYET O HU3KOM YPOBHE C(HOPMHPOBAHHOCTH KOMIETEHLUN IO JUCIUILIUHE.

«HeynoBneTBOpUTENBHO» — OPAMHATOPOM [aH IMOJOXHUTENBHBIN OTBET MeHee ueM Ha 70%
TECTOBBIX 33JJaHUM, UTO CBUIETEILCTBYET O HECOPMHUPOBAHHOCTH KOMITETEHIIUI 1O AUCHUILIINHE.

Oyenka cooepoacanusi pegepamusHol/ Y4eOHO-UCCiIe008amenbCckol  pabomsl/ yuebH020
npoexkma
- ompeneNeHre MpooIeMbl M TOCTaHOBKA IIEJTH U 337134,
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- IpeABapUTENBHBII aHAIN3 HMeronIelcss HHGOopMaIMu U GOPMYITUPOBKY UCXOIHBIX THIIOTE3;
- TEOPETUYECKUI aHaJIM3 THIIOTE3;

- IUTAHHPOBAHUE, OPTaHHU3AIMN U IIPOBEICHNE IKCIIEPUMEHTA,;
- aHanu3 1 0000IIeHNE TOyYEeHHBIX PE3yIbTaTOB;

- IIPOBEPKY UCXOOHBIX I'MIIOTE3 HA OCHOBEC IMOJTYYCHHBIX (baKTOB;

- OKOHYATEJIbHYIO (DOPMYITUPOBKY HOBBIX (DAKTOB;
- TosrydeHue oObSICHEHUH MM HAaYYHBIX MPEICKAa3aHUMH.

Kpumepuu oyenxu pegpepamusroii/yuebno-ucciedosamenbckou pabomol/ yueono2o npoexma.

Kon-so 3 banna
oannoe
Coneprkanue
pedeparuBHOiA
paboThI OTPAXKEHO
£ He NOJHOCTBIO,
5 JOKJIQTYUK
z OpPUEHTHUPYETCS B
= Marepuae ¢
$  sarpyaHeHusAMHU,
= OTBETHI HA
§' BOTIPOCHI

CTYACHTOB U
npenoaaBarTejsd HE
IIOJIHBIC.

4 6anna

Coneprxanne peepaTHBHOU
paboThI OTpakeHO HE
MOJIHOCTBIO Martepuai
COOOIICHHUS 3aYUTHIBACTCS C
WCIIOJIb30BaHUEM JIOI.
HMCTOYHUKOB WJIH C
HCIOJIb30BAHUEM TE3UCOB,
pabora ¢ aynuropuei (Bompoc-
OTBET) — aKTUBHA, OTBETHI HA
BOIIPOCHI MTPETIOaBaTelis He
TMIOJIHBIE, B MaTepUaje TeMbI
OPUEHTUPYETCS C HEOOIBIITUMHU
3aTpyIHEHUSMHU.

Kpumepuu oyenxu pezynomamos cobecedosanus no buiemam:

«OTIHYHOY» - OPIUHATOP JEMOHCTPHPYET YMEHHE aHAIM3UPOBATh HH(OPMAIIHIO, TPAMOTHO
UCIOJIb3YET NMPOPECCUOHANTBHYIO TEPMUHOJIOTHIO, YCTAHABIMBACT IPUUUHHO-CIICICTBEHHBIE CBSI3U U
YBEPEHHO apryMEHTUPYET COOCTBEHHYIO TOUKY 3pEHUs, OJKPEIIAs €€ KaK TEOPETUUECKUMHU, TaK U

MPUKIIAAHBIMU 3HAHUAMMU.

5 oannoe

Coneprxanne pedepaTuBHON
paboThI OTPAKEHO MOTHOCTHIO.
Matepuan cooOuieHus
3aynThIBaeTCs O€3
UCIOJIb30BaHUS
JIOTIOJTHUTEIHHBIX HCTOYHHUKOB
WM PEAKOE UCIIOJIb30BaHUE
TE3HUCOB, paboTa C ayAUTOpHUEH
(BOTpOC-OTBET) — aKTHUBHA,
OTBETHI Ha BOIIPOCHI
npernojaBaTess MOJIHbIE, B

MaTepHrajIC TCMbl OPUCHTHUPYCTCA

XOpOIII0, OBICTPO.

((XOpOIHO» — TO K€ CaMO€, HO ITPU HAJIMYNHU HE3HAUYNTCIIbHBIX OIINOOK IIpU OTBCTC HA OAUH

HJIN JIBA BOIIPpOCa ouera.

«Y IOBIIETBOPUTEIIBHOY — OPJAMHATOP JOMYCKAET OMMOKHU MPU UCTIOIH30BAHUN
npodeccnoHanbHON TEPMUHOJIOTHH, COOCTBEHHYIO TOUKY 3PEHUS HE apTyMEHTHUPYET, HO Ha
HaBO/ISIME BOMPOCHI MPETOaBaTes JaeT KOPPEKTHBINA OTBET.

«HeynoBneTBOpUTENbHO» — OPJIMHATOP HEKOPPEKTHO UCIIONb3YET TEPMUHOJIOTHIO, TAET
HEBEpHBIE OTBETHI HA TTOCTABJICHHBIE BOIPOCHI, HA HABOSIIINE BOMPOCHI MPEToAaBaTes 1aeT
HEKOPPEKTHBIE OTBETHI, HE BUJIUT COOCTBEHHBIX OIIHOOK.

«toroBas OIIEHKa» SBIISETCS HpOPI3BO,[[HOI>i N3 HCCKOJBKHX OIICHOK,

MOJIYYCHHBIX

OpAMHATOPOM 3a Pa3HbIE BUJBI AEATEIBHOCTU. 10 MTOraM MoJ0KHUTEIBHON aTTeCTallud OPAMHATOPY

BBICTABIIIETCS 3a4ET.

13



