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1. Heab ocBOeHUs TUCHMILINHBI

Lenbp ocBoeHMs] IUCHUIUIMHBI — (OPMHPOBAHHE Yy OOYyYarOIIMXCs KOMIIETEHIUH,
o0OecreunBaOIMX  TOTOBHOCTh K  peaju3alldd  CHCTeMbl  MEHEDKMEHTa  KadecTBa
OMOTEXHOJOTMYECKONH TPOAYKIMH B COOTBETCTBUU C TpPeOOBAaHUSIMH POCCUHMCKHX U
MEXIYHAPOJHBIX CTAHJAPTOB KadeCcTBA B COOTBETCTBUM C PErJaMEHTOM M HCIIOJIb30BaTh
TEXHUUYECKHE CpEeACTBa JMJIi M3MEPEHHUS OCHOBHBIX IapaMeTpoB OMOTEXHOJOTHYECKHX
MIPOLECCOB, CBOMCTB ChIPbS U MPOIYKLIHH.

[Iporpamma pazpaborana B coorBeTcTBUU ¢ ®I'OC BO mo HampaBJICHHIO MOJITOTOBKH

(ciermmanpHOCTH) 19.04.01 BrotexHonorus, yrBepkaeHHBIM MpukazoM MunoOpHayku Poccuun
10 aBrycra 2021 roga Ne 737.

2. Mecto nucuuimuiaiabl B ctpykrype OINOIT

Jucoumianaa «MeTonbl KOHTPOJSL M CepTU(UKAIMK OHMOTEXHOJIOTHYECKON MPOTYKIIUI
(b1.0.06) otHOCHTCS K 00s3aTenbHOM vacTh bioka 1 (Jucuumawmael) yaeonoro miana OIIOI,
ee n3ydeHue ocyuiectsisiercsa B 1 cemectpe.

Jlis ocBOEHMsI JAaHHOM JAUCHUIUIMHBI HEOOXOJUMBI 3HAHUS, YMEHUS U HaBbIKU,
dbopmupyeMbIe AUCHUTUIMHAMHE, U3y4aeMbIMH Ha TPEABLIYIIEM Tane 00ydeHus.

3HaHUS, YMEHUS M HaBBIKM, IIOJIyYCHHbIC€ MPHU U3YYCHUM JAHHOM JUCUUILIMHBI
HEOOXOIUMBI JUIs YCIIEIIHOTO OCBOCHHUSI MOCIIEIYIOIIMX AUCIUILINH U IPAKTHK.

3. IlepeyeHb MIAHUPYEMBIX Pe3yJIbTATOB 00y4eHHs 1O JUCUMUILINHE, COOTHECEHHBIX
¢ IJIAHMPYEeMbIMH pe3yJIbTaTaMH 0CBOEHUsI 00pa30BaTeIbHON NPorpaMmm

Pe3ynbTatel  OCBOGHHMS  JAUCUUILIMHBI
MpoEeCCHOHAIBHBIMU CTaHAPTAMMU:
[Tpodeccuonanpupiii crangapT «CHEUANUCT M0 MPOMBIIIICHHONH ¢dapmanuu B o0jacTu
WCCJICIOBAHMM JIEKAPCTBEHHBIX CPEJICTBY», YTBEPKICHHBIN MpHUKa3oM MHUHHUCTEpCTBa Tpylaa U
coranbHOM 3amuThl Poccutickoit denepanmu ot 22 mas 2017 r. N 430 H (3apeructpupoBaH
MunucrepctBoM toctuiiuu Poccuiickoit ®@enepanuu 6 urons 2017 1., perucrpanmonusii N
46966);
Koxn A, ypoBens kBanudukauuu 6.
Tpyoosas ¢pynxyus Kon A/01.6: [Iposenenue padot mo GapmMareBTuIeckoi pazpadoTke
[Tpodeccuonanpuplii cranaapT «CHenMamucT IO MPOMBIIITIEHHON (apManuu B 00JacTH
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTBY», YTBEPXKIEHHBINM MpuKka3oM MHUHHCTEPCTBA Tpyda U
conunanbHOi 3amuTsl Poccuiickoit enepannu ot 22 mas 2017 r. N 430H (3aperucTpupoBaH
MunncrepctBoMm toctuiiuu Poccuiickoit ®@eneparuu 6 utons 2017 r., perucrpanuonsbiii N
46966)
Kox A, ypoBens kBanudukanuu 6.
Tpyoosas @ynxyusa:. BeneHue TEXHOJIOTHYECKOTO TIpoliecca MpPH MPOMBIIUIEHHOM
MIPOU3BOJICTBE JIEKAPCTBEHHBIX CPEICTB

C(I)OpMy.]'IPIpOBaHLI B COOTBCTCTBHUU C

Ne | Kom wu  coxpepxaHue
/T | KOMIETeHIIHi [Inanupyemble pe3ynbTaThl 00y4eHUs (JECKPUITOPHI)
Bnaners
3HaTh YMeth g
HaBbIKaMU

Komnerenuus YK-4 CriocoGeH oCcyIecTBIATh A€I0BYI0 KOMMYHUKALIMIO B YCTHON M MUCHbMEHHOM
¢dbopMax Ha rocy/1lapcCTBEHHOM U HHOCTPAHHOM(BIX) sI3bIKe(aX)

1 Hyk-42 3HaeT HOPMBI CobmroiaeT npaBuia Nmeer HaBBIKK
Cocrasiser B PYCCKOTIO sI3bIKa COCTaBJICHUS B paboThI ¢
COOTBETCTBUHU C JIEJIOBYIO COOTBETCTBUH C JeJI0BOM
HOpMaMH PyCCKOTO JOKYMEHTAIUIO HOPMaMHU PYCCKOTO JOKYMEHTaIMEN
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A3bIKa ACJIOBYIO
JAOKYMCHTAIIUIO PA3HbIX

JKaHPOB

Pa3HbIX KaHPOB

SI3BIKA JIEJIOBOU
I[OKYMGHTaLII/II/I paSHBIX
YKaHPOB

Pa3HbIX KAHPOB

Komnerenuus YK-6 Crioco0eH ynpaBisTe CBOUM BpeMEHEM, BBICTPAUBATh M PEATN30BBIBATh
TPAEKTOPUIO CAMOPA3BUTHUsl HA OCHOBE NIPUHLMIIOB 00pa30BaHuUs B TEUEHUE BCEH XKU3HU
2 Hyxk 6.3 Onpenenser TpeboBanus TpeboBanus perHKa 1.BeicTpanBanust
YCIIOBHSI HHTETPALUU pBIHKA TpyJa U TPpyZa U NPEJUIOKEHUs | TPAeKTOPUHU
YYaCTHHUKOB MPEUIOKEHUS 00pa30BaTENbHBIX YCIYT | COOCTBEHHOTO
MEXKYJIBTYPHOTO 00pa30oBaTeNbHBIX | JUIs BBICTPAUBAaHUS npogeccuoHalbH
B3aUMOJICHCTBHSA JIs1 YCIYT JUIS TPAaeKTOPUU Oro pocra
JOCTH)KEHUS BBICTPAUBaHUS COOCTBEHHOTO
IIOCTABJIEHHOH LIEJH C TPAaeKTOPUU IpoQecCHOHATIBHOTO
Y4€TOM MCTOPUYECKOTO | COOCTBEHHOIO pocta
Hacleus U npoeCcCuOHATBEHO
COLMOKYJIBTYPHBIX ro pocra

TPaauLIMI Pa3IMYHbIX
COLIMAJIbHBIX TPy,

ATHOCOB M KOH(eccHid

Komnerenmust OIIK-1 — CiocobeH anaim3upoBath, 000011aTh U UCIIOJIB30BaTh
dyHIaMEHTAIBHBIC U TPUKJIAIHBIC 3HAHMSI B 00JIACTH OMOTEXHOJIOTHH JIJISL PEIICHUS
CYIIECTBYIOIIMX M HOBBIX 33J1a4 B MPpo(decCHOHAIBHOM 001acTH

3

Honk-1.1 — Ucnonbe3yer
OIIBIT OTEYECTBEHHBIX U
MEXIYHapOIHBIX
MIPOU3BOUTEIICH B
001aCTH TEXHOJIOTHU
MIPOM3BOJICTBA
aHaJOTUYHOM

NpoaAyKIuu

1.OcHOBHBIE
TEXHOJIOTUYECKUE
CIIOCOOBI
IIPUTOTOBIICHUS
JIEKapCTBEHHBIX
IIpernaparos,
UCIIOJIb3yEeMBbIC
OTE4YECTBECHHBIMU
u
MEXTyHapOAHBIMU
MIPOU3BOUTEISIMU
(bapMareBTHYECKO
1 IPOTYKLIUH

1. YMeeT npuMeHsITh
OCHOBHBIE
TEXHOJIOTHYECKHE
CHOCOObI
IPUTOTOBIICHUS
JIEKapCTBEHHBIX
pernaparos,
OCHOBBIBASICh Ha OTIbITE
OTEYECTBEHHBIX U
MEKyHAPOIHBIX
MIPOU3BOUTENEH
(hapmarieBTHUECKOM
MPOAYKITUT

1. Baageer
HaBBIKAMH
TEXHOJIOTHHI
MIPUTOTOBJICHUS
JIEKApCTBEHHBIX
Ipenaparos,
OCHOBBIBAsCh Ha
OIIBITE
OTEUYECTBEHHEIX U
MEXIYHAPOAHBIX
MPOU3BOAUTENEH
(dbapmaleBTUYECK
OM MPOAYKIINH

Komnerenuusa OIIK-8 Cnocoben pa3pabareiBaTh Hay4YHO-TEXHHYECKYH0O M HOPMaTHBHO-
TEXHOJIOTHYECKYIO JOKYMEHTAIMI0 Ha OMOTEXHOJOTMYECKYI0 MPOAYKIIHIO, TOTOBUTH MaTepHalbl
JUIs 321U Thl 00BEKTOB MHTEIUIEKTYaIbHON COOCTBEHHOCTH

4 Honk-s1 TotoBur « | 1.HopmarusHo- 1. Ucnonb3yer 3Hanus o | 1.Bmaneer
PacCMOTPEHUIO U | TEXHUYECKYIO TpeOOBaHUSIX HaBBbIKAMH
YTBEPKJICHHUIO JOKYMEHTAIMIO B | IEUCTBYIOIIUX pa3paboTKu
MPOU3BOJCTBEHHYIO OMOTEXHOJOTHYEC | CTAaHAApTOB, HOPM U | COCTABHBIX
JIOKYMEHTAITHIO KOM MPOMU3BOJICTBE | MPABWJI,  KAaCAIOIIUXCS | YacTe
(bapManeBTUYECKOro 2.ITpaBuna MPOU3BOJICTBA TEXHUYECKON
MIPOM3BOJICTBA U | BeICHUS JIEKapCTBEHHBIX JIOKyMEHTAINH,
OpraHU3aIIo €€ | JOKyMEHTaIluu 10 | CPENCTB, BCEX | CBSI3aHHOM c
BBITTOJTHEHHS perucTpanuu BBITTOJTHSIEMBIX po¢eCCHOHAIIbH

YCIIOBUM OIIepaLUii, BKJIOYAsl | Oi
MMPOU3BOJICTBEHHO | KOHTPOJb 32 KaYECTBOM | JIEATEILHOCTHIO
1 cpeibl, onepalui | ynakoOBKH HICXOJTHOTO




o
BHYTPHUIIPOU3BOJICT
BEHHOMY
KOHTPOJTIO
MIPOU3BOICTBE
JIEKapCTBEHHBIX
CPEIICTB, BCEX
BBIITOJIHSIEMBIX
onepanui.

IIpH

CBIpbSl U  YMAaKOBOYHBIX
MaTepHaoB,
nepeaBaeMbIX B
IIPOU3BO/ICTBO.

Kom

nerenuus [IK-1 Criocoben

YIpaBJIATb NPOUCCCaMi NPOU3BOJACTBA JICKAPCTBCHHLIX CPCACTB

5 Hnk-11 1. TpeboBanuss k| 1. IlpoBogur ananu3 | 1.Bmaneer
PykoBomuT Banmpmainuei | oOHaApYy)EHHUIO PUCKOB M YIpaBJCHHUE | HABBIKAMHU
TEXHOJIOTHYECKUX OTKJIOHEHMI U | pUCKAMM JJIs KadecTBa | KOHTPOJIA
MPOLECCOB U OPraHU3YET | HECOOTBETCTBUM BBIITYCKaeMOU MIPUEMKH
paccie10BaHus MIPOU3BOJICTBA IPOJYKLIUH MaTrepuasos,
00HapY>KEHHBIX JIEKapCTBEHHBIX YIAKOBKH,
OTKJIOHEHU I U | CpeACTB MEepPEYNaKOBKH,
HECOOTBETCTBUH YCTaHOBJICHHBIM MapKHPOBKH,
MIPOU3BOJICTBA TpeOoBaHUSIM MepEeMapKUPOBKH,
JIEKApCTBEHHBIX CPEICTB YCTaHOBJICHUS
YCTaHOBJICHHBIM COOTBETCTBUI
TpeOOBaHUSIM,  aHAIN3 MIPOU3BOJICTBA
PUCKOB M YIIpaBJICHUE JIEKApCTBEHHBIX
pYcKamMu JUIsl KayecTBa CPEICTB
BBIITYCKaeMOM YCTaHOBJICHHBIM
IPOAYKIMH TpeOOBaHUSM

6 Hnk-1.2. Ucnione3yer [punnun paboter | Mcnons3yer cpencrsa [Ipu pemenuun
Cpe/cTBa U3MEPEHUs, CpEICTB U3MEpPEHHS, MIPUKJIIATHBIX
TEXHOJIOTHYECKOT0 1 HU3MEpPEHMUS, TEXHOJIOTMYECKOT0 1 3a1a4
UCIIBITATEIBHOTO TEXHOJIOTHYECKOTO | MCTBITATEILHOTO WCIIOTH30BaHUS
o0opymoBaHus, Y UCTIBITATENIBHOTO | 000pYyIOBaHUS MpHU CpEICTB
MIPUMEHSEMOT0 MPH o0opynoBaHUs, pelIeHu TPUKIAAHBIX | U3MEPEHHUS,
dbapmalieBTUYECKOM MIPUMEHSEMOT0 3a1a4 TEXHOJIOTHYECKOT
pa3paboTke npu ou

(hapmaleBTUYECKO HCIIBITATEIBHOTO
1 pazpaboTke 000opyI0BaHUs

4. O0beM AUCHHUILIUHBI
aKageMH4YeCKHMX 4YacoB,

B 3a4YeTHBIX eIMHMIAX ¢ YKa3aHHeM KoJIMYecTBa
BBIJCJICHHBIX HAa KOHTAKTHYI0 palotry oOy4amomuxcs ¢

npenoaasarejeM (M0 BHJAM Y4YeOHbIX 3aHATHH) M HAa CaMOCTOSITEJIbHYI PpadoTy

00y4arIIHUXCs

KonTaktHas aynmutopHas

CaMmocTogrenpHas

paboTa 00yJaromuXxCs ¢
Cemectp pabota, B TOM 4HCIIE

mpernoaaBaTesieM B yacax,

KOHCYJbTaI[UN
B TOM YHCJIE
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5. ConepxxaHue JTUCHUIJIMHBI (MOIYJIfA), CTPYKTYPHPOBAaHHOE 1O TeMaM (pa3jaeiam)
€ YKa3aHHEeM OTBeJICHHOI0 HAa HMX KOJMYECTBA aKaJeMHYEeCKHX YaCOB M BHIOB Y4eOHBIX
3aHATHH

5.1. Conep:xanue pa3ies0B AU CHUIIMHBI

Kon kommne- HaumenoBanue
TEHLIUU pazzienoB Kpatkoe conepxanue pa3eioB U TEM
HAyk-42 Paznen 1. Oobecneuenne | OCHOBHBIE MONOXKEHUS cTaHaapTuzanuu. Mcropus
Hyke3 KauecTBa JIC Ha | pa3BUTHUSA CTaHapTH3AIIH. CraHoBnieHue
Honk-11 rOCYJapCTBEHHOM ypoBHE | cTaHmaptu3anuu B Poccuun. 3akonsl Poccuiickoi
Honk-8.1 denepanuu «O 3ammre npaB notpeduTeneity, «006
Hnk-1.2 obecrieueHnn €INHCTBA W3MEPEHUI, «O
Hnk-1.2 TEXHUYECKOM PETYIUPOBAHUN.
PerucrtpanmonHoe gocke Ha  JI€KapCTBEHHBIN
npemnapar. HopmaTtuBHo-nipaBoBas 0aza.
Pexomenparmmit o 0(OpMIICHUIO

PETUCTPALIMOHHOIO  JOChE Ha  JIEKAPCTBEHHBIN
npenapaT. O0mwmii TexHuueckuit JokymeHT (OT/)
l'ocynapcTBeHHBIE M OTpaciieBble  JTOKYMEHTHI
(T'OCT; OCT; TY; PL).

OcHoBHbIE TEPMHHBI CTaHapTHU3ALMH.
Knaccudukanus crangapros. Karteropuu u Bumbl

5




crangaptoB.  Ompenenenue,  Iend,  3ajayy,
MPUHIUIIBI CTaHAAPTH3ALMH.

l'ocynapcTtBenHasi cucrteMa cranaaptusanuu PO.
CranpmapTbl, TpaBWwiIa ¥ PEKOMEHJAUU IO
METpOJIOTUH, CTaHJIApTU3alUUM U cepTU]UKaLuy,
OOmepoccuiickue  KiIaccu(UKATOPbl  TEXHUKO-
sKOHOMHUecKoi nHpopMmanuu. Kareropuu u BBl
n craggaproB B Poccuiickonn =~ Pepepanuu.
CrpykTypa cranmapra. ACNeKThl CTaHIAapTU3ALUU.
[onoxenus crannapra. O0s3aTebHBIE TPEOOBAHUS
TEXHUYECKUX pEriIaMeHTOoB. PacmmgpoBka
OCHOBOIIOJIArAalONIMX  cTaHmaptoB. Jloruueckue
eIMHUIBl  TekcTa  craHgapra. OOs3arenbHble
TpeboBaHus. JlOCTUTHYTBIE IIENU CTAaHAAPTHU3ALINH.
[Ipumenenue, paszpaboTka W Hajg30op  3a
WCIIOJIb30BAHUEM CTAaH/IAPTOB.

Cucrema JTOKYyMEHTALUH IpEATIPUSATHS.
JlokymeHnTanus KOHTpPOJIA KayecTBa
O6unodapmaleBTHUECKON HPOIYKIUH

(TeXHOJOTHYECKNE M TEXHHUYECKHH pEerjaMeHTBI,
rocyaapcTBeHHas (apmaxormesi, (apmakoneiHble
CTaTbH). Hcnons3oBanue 71a00paTOPHBIX
nHpopManMoHHO-ynpasisiromux cucrem (JIMYC) B
(apManeBTHYECKOI MPOMBIIIEHHOCTH.

Nyk-a.2
Nyke3
Honk-1.1
Honk-s.1
HWnk-1.2
HWnk-1.2

Paznen 2. HopmatuBHO-
TEXHUYECKAsI
JIOKyMEHTalus B
OMOTEXHOJIOTMTYECKOM
MIPOU3BOJICTBE

l'ocymapcTBeHHbIE M OTpaciieBble  JTOKYMEHTHI
(I'OCT; OCT; TY; P1).

OcHoBHbIE TEPMHHBI CTaHapTHU3ALMH.
Knaccugpukauusa crangapros. Karteropuum u Buibl
cragpaproB.  Omnpenenenue,  Lend,  3a7auu,
MIPUHLIMIIBI CTAaHJAPTU3ALNH.

l'ocynapcrBennass cuctema cranpaptusanuu PO.
Crangaptel, mpaBWwia U PpEeKOMEHAAMHU IO
METpOJIOTUH, CTaHJIAPTU3aLUM U CcepTH]UKaLUH,
Obmepoccuiickue  kinaccu(UKaTopbl  TEXHUKO-
sKOHOMHUecKoi nHpopMmaruu. Kareropuu u BBl
u craggaproB B Poccuiickon =~ Pepepanuu.
Crpykrypa crangapra. ACHEKThl CTaHAAPTHU3ALUU.
[Tonoxenus crannapra. O0s3aTenbHbIe TPEOOBAHUS
TEXHUUYECKUX periaMeHToB. O06s13aTenbHbIE
TpeboBaHus. JIOCTUTHYTBIE LU CTAaHAAPTU3ALINY.
IIpumenenune, paszpaboTka W Hajg3op  3a
HCIIOJIb30BAaHUEM CTAHIapPTOB.

Cucrema JOKyMEHTaluu NPEAIPUATHSL.
JloKyMeHTaIus KOHTPOJIS KayecTBa
6unodapmareBTHUECKON MPOYKIIUU

(TEXHONOTHYECKHEe W TEXHUYECKUH pEerjlaMeHThl,
rocynapcTBeHHast (apmakomnes, (apmakoneiHbie
CTaThbH). Hcnonb3oBanue 71a00paTOPHBIX
nHpopmanroHHo-ynpasistonux cucreM (JIMYC) B
(apMareBTHUECKON MPOMBIIIJICHHOCTH.

Pexomennarmmit o 0(OpMIICHUIO
PETUCTPAIIMOHHOTO  JIOCh€ Ha  JIEKAPCTBEHHBIN

6




npenapat. O0uuit Texanaeckuit qokyment (OT]I).

Nyk-4.2
HNyxk 6.3
Honk-1.1
Honxk-s.1
Hnk-1.2
HNnk-1.2

Pazgen 3. CucreMsl
MEHEKMEHTa KauecTBa
OHMOTEXHOJIOTMYECKOTO
IIPOM3BOJICTBA

1. TpeGoBanus GMP K
MoMenieHusIM U ooopynoBanuto. TpedoBanus GMP
K TOMEIICHUSIM M O0O0OpYyJOBaHUIO. YTPAaBIICHUE
puckamu s kadectBa B GMP EC. Enunas
cucrema GLP-GCP u GMP nns mpousBoacTa u
KOHTPOJSI KadecTBa JIEKApPCTBEHHBIX  BELIECTB
(IpUMEHUTENBHO K mpemnaparaM, MOJy4YeHHBIM

OHOTEXHOJIOTMYECKUMHU METOJ/IaMH ).
Crangapruzanus U cepTH(UKAIHS
OMOTEXHOJIOTHYECKOTO  TPOIYKTA. .OcHoBHOE

coJiepKaHue YIPaBJICHUS PUCKOM JUIs KauecTBa
O0630p OCHOBHBIX HMHCTPYMEHTOB  YyIIpPaBJICHHUS
puckom. [Iumarpamma Mmumkassl. Ananus Ilapeto.
[Ipouenypa KOHTPOJIA MHUKPOOHOM
00CEeMEHEHHOCTH  BO3[yXa. Wnentudukanms
MHUKpPOOPTaHHU3MOB, OOHapy»XEHHBIX B BO3IyXe
MUKpoOHOIOrHuecKkoi madboparopun. OcoOeHHOCTH
MOCTAHOBKM TECTOB Ha JTane HJISHTU(PUKALINU.
KonTpons kauecTBa BOJbI O (PU3NKO-XUMHUECKUM

MOKa3aTessiM. Omnpenenenune  pH, 3amaxa,
colepKaHusi  XJOPUIOB. MeToIbl  KOHTPOJS
0aKTEPUOIOTHUECKUX MUTATEeNbHBIX cpen.

[IpoBeneHne KOHTPOISI KauecTBa IHUTATEIBHBIX
cpen.

Opranu3anyss BHYTPEHHETO KOHTPOJISI KayecTBa
CAaHUTAaPHO-MUKPOOUOJIOTHYECKIX  HCCIICAOBAHUIA
BO/JIBI, pUMEHSIEeMOI JUTs HYX]
OMOTEXHOJIOTHUECKUX MPOU3BOJACTB. OrmpenencHue
O0mMX ¥ TEPMOTOJEPAHTHBIX  KOJHU(DOPMHBIX
Oakrepuii B Bojme. KoHTponmb  mporecca
depmenTanuu. KOHTpOIh KadecTBa CTEPHIIU3AIUH
u gaesuHpexkunu. CMBIBBI € pyK IepcoHaia,
CTIeUATBHOM OJIEKTB, WHBEHTAPS "
obopynoBanus.  OpraHu3anuss  KOHTpoOJs  3a
coOJII0/ICHHEM IIPaBUJI XpaHeHHs npenaparoB. Llensb
KOHTPOJISl M €T0 OCHOBHBIE HanpasieHus. KoHTpob
yclIoBUH XpaHeHUs OuonpenapaToB. KoHTposbs 3a
MOJrOTOBKOM  MEOUIIMHCKHAX  TPernaparoB K
TPaHCHOPTUPOBAHUIO.

KonTpons TeMnepaTypHBIX PeXHMOB HHKYOAIUU H
xpaHeHus. Ilponenypa KOHTposs TemmepaTypbl B
TEPMOCTATaxX M XOJOMIbHUKAX.

Kontpons u obecnieueHue O€30MACHBIX YCIOBHMA
AKCILTyaTaIlH OMOTEXHOJIOTHYECKOTO
MIPOU3BOJICTBA

O6mme TpeboBaHusT K 00€33apakKMBAHUIO OTXOJIOB
OMOTEXHOJOTMYECKUX MPOU3BOACTB. OTXO0nbI, UX
kinaccudukanys. CnocoObl yTHITH3AIHNH.

Metoabl  KOHTpPOJS ~ HPUEMKH  MaTepuaos,
YITaKOBKH, MepeymaKkoBKH, MapKHPOBKH,
nepeMapkiUpoBku.  MneHtudukanuss B xoje
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TEXHOJOTHYECKOTO mporecca ITOMEILEHUH,
00Opy/lOBaHUsl, TPOMEXKYTOUYHBIX W  TOTOBBIX
MIPOIYKTOB c LETBI0 HEIOMYIICHUS
MePEIyThIBAHUS.

BHyTpunpou3BOACTBEHHBIH W MEKOIEPALIMOHHBII
KOHTPOJIb MPOU3BOACTBEHHBIX IPOLECCOB C LEJIBIO
MIPOBEPKHU COOTBETCTBUS MIPOMEXYTOUHON
MPOAYKIIMM ¥ TOTOBOM TMPOAYKIMH 3aJlaHHBIM
TpeOOBaHUSIM U PETUCTpAllUsl BCEX H3MEHEHUH U

OTKJIOHCHMH X0/a TEXHOJIOTHIECKOIO ponecca.

5.2. Jlekuuu

Ne

pasaciia

Haumenosanue
JIEKIIUN

Koi-
BO
JacoB

dopma
IIPOBEJCHUS

[IpakTrueckas
MOATOTOBKA
(TIT/TTHIT)

[Tepeuenn yueOHBIX
BOIIPOCOB

1.

I'ocynapcrBennas
cucremMa
CTaHJapTU3aLUU
P®

1. Omnpenencnue, Ounas III1
LIEJIH, 3aJ1a4H,
TIPUHITATIBI
CTaHJapTU3aIUU

2. OcHOBHEIE
TEPMHHBI
CTaHJapTH3AIUN

3. Kiaccuduxkamms
CTaHJapPTOB

4. Kareropuu u BUJIbI
CTaHJapPTOB

5. Usyuenue
CTPYKTYpBI
JIOKYMEHTOB Ha
MPOIYKTHI,
MOJTyYEHHBIC
OMOTEXHOJIOTHYCCKUM
myTeM

6. Ilpumenenue,
pa3paboTka W HaI30p
3a HCIIOJIb30BaHHEM
CTaHJapPTOB

[IpaBuna
IIPOU3BOJICTBA U
KOHTPOJIA
KadecTBa
JIEKApCTBEHHBIX
CPEICTB

2. Enunas cucreMma | Ounas III1

GLP-GCP u GMP s
MIPOU3BOJICTBA u
KOHTPOJIS KauecTBa
JIEKapCTBEHHBIX
BEILIECTB
(MpUMEHUTENHHO K
mperaparam,
MOJTy4YE€HHBIM
OMOTEXHOJIOTUYECKHUMU
METOJIaMH )

3. IIpaBuna GMP npu
MIPOU3BOJICTBE u
KOHTpOJIC KauecTBa




JICKApCTBCHHBIX
npemnapaTron u ux

cyOcTaHImiA
Bcero yacoB 6 6 6
5.3. CemunapsbI
JlaHHbli Bu paboThl HE IPEAYCMOTPEH Y4€OHBIM IJIAHOM
5.4. JIaGopaTopHbIe 3aHATHS
JlanHblii Bua paboThl HE MPEAYCMOTPEH YUeOHBIM TJIAHOM
5.5. IIpakTnyecKkue 3aHATUSA
Ne HaumenoBanue Koun- | IlepeueHn yaeOHBIX BOIPOCOB IIpaxTnu
pas3a | NpaKTHYECKUX 3aHATHUIH BO ®opma | eckas
ena 4acoB IIPOBEJ | MOATOTO
eHUS BKa
(1)
1 ObecnieueHne kauecTna 4 1. Cucrema obecrieueHus Ounas | IIIT
JIC nHa rocynapcTBeHHOM KadecTBa B cepe oOpalieHus
YpPOBHE: KpaTKHil 0030p JICKapCTBEHHBIX CPEJICTB
cranaapto GxP 2. Hopwmsbl Hajuiexamei
IIPOU3BO/ICTBEHHOM NMPAKTHKH
(GMP) B mupe u B EC
3. CocrosiHME BHEAPEHUS
crannaptroB GMP B cTpanax
CHI'
4. Tlepexon Ha cTaHAAPTHI
GMP
1 Perucrpanmonnoe nocee 2 1.HopmaruBHO-nipaBoBas 6a3a | Ounas | I1I1
Ha JIEKapCTBEHHBIN 2.PexomeHanui o
npenapar o OopMIICHUIO
PETUCTPALIMOHHOIO J0ChE Ha
JIEKapCTBEHHBIN ITpenapar
3.006uwmit TEeXHUYECKUH
nokymeHT (OT/)
1 TpeboBanuss GMP  k 2 1.IIpunnunsr GMP Ounasg | IIII
MTOMEIICHUSAM " 2.00mme  TpeboBaHHS K
000pyI0BaHUIO PacIoIOKEHUIO TOMEILEHU I
3.Kiaccudpukanus YUCTHIX
IIOMELICHU N
4.OkcrutyaTanus
YHUCTHIX TOMEIEHUN
2 Hocwe 1.HopmatuBHEIE TpeOOBaHUs
IIPOU3BOJCTBEHHOIO 2 2.CTpyKTypa 10oche
ydacTka MIPOM3BOJICTBEHHOTO y4acTKa

3.Cucrema yrnpaBieHUs
Ka4yeCTBOM ITPOU3BOAUTEIIS
4.Ilepconan
5.0060pynoBanue u
MOMEIICHUS
6./loxymenTanus




2 VYrpaneHue puckom s 2 1.YmpaBieHue puckamu 1Jis Ounas | I1IT
Ka4yecTBa kauectBa B GMP EC
2.0cHOBHOE co/iep)KaHue
YIPaBICHUS PUCKOM JIJIsI
KauecTBa
3.0030p OCHOBHBIX
WHCTPYMEHTOB yIPaBICHUS
PUCKOM
4. JInarpamma NmukaBsl
5.Ananm3 [lapeto
Bcero yacos 10 10 10
5.6. Kiilunnyeckue npakTHYeCKHue 3aHATUSA
JauHbIi BuA pabOThI HE MPEIYCMOTPEH YU4EOHBIM TUIAHOM
5.7. CamocTosiTeqibHAs1 paboTa 00y4yaromuxcs
HaumeHnoBanue Tembl Bun Ouenounoe Kon-Bo Kon
TUCHUIUTMHBI WM pa3fiesia | CaMOCTOSITENIbHON CPEICTBO 4acoB/ | KOMIIETEH-
BHEAYJUTOPHOMN KOJI-BO uuu(it)
paboThl Jyac Ha
00yyJaronmxcs I111
/KOHTPOJIb
CaMOCTOATEIIbHOMN
paboThl
Pasnen 1. ObGecrieuenne Brmmonnenue NunuBunyansHOE 8/8 Hyk-4.2
kauectBa JIC Ha WHJUBUAYAIBHBIX | 3aJlaHUE Hyke3
rOCyIapCTBEHHOM YPOBHE 3amanwmii (1111, Honk-11
ITHIT) Honk-8.1
CamocrostensHoe | Bompocs! muis 6/6 Hnk-1.2
H3y4YeHue U3y4YeHUs Hnk-12
JTUTEPATYPBI
(ITHIT, ITIT)
[ToaroroBka k TecToBbie 6/6
TECTHUPOBAHUIO 3aJlaHus
(ITHIT, ITIT)
Paznen 2. HopmaTtuBHO- Brimonnenue Komrrekt 8/8 Nyx-42
TEXHUUYECKasi JOKYMEHTAIUsl | pa3HOYPOBHEBBIX | Pa3HOYPOBHEBBIX HNyke3
B OMOTEXHOJIOTUYECKOM 3aJaHu 3aja4 Honk-11
MIPOU3BOJICTBE CamoctostensHoe | Bompocsr ms 6/6 Honk-s.1
U3y4eHue coOeceoBaHuUs Hnk-1.2
JIUTEPaTyphl Hnk-12
IMoaroroBka K TecroBbie 6/6
TECTUPOBAHUIO 3a/laHus
Paznen 3. CucreMsr CamocrostenpHoe | Bompoch! st 6/6 Nyk-12
MEHEKMEHTa KauecTBa U3yueHue cobece0BaHUS Hyke3
OMOTEXHOJIOTHIECKOTO JUTEPaTyPHI Honk-11
MIPOU3BOJICTBA [ToaroroBka k TectoBbIe 6/6 Honk-s.1
TECTUPOBAHUIO 3a/laHus Hnk-1.2
Hnk-1.2
[TonroroBka K 3aueTy CamoctositenpbHOe | Bompocsr s 4/4
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H3y4YeHue cobeceoBaHus

JIUTEPATYPBI

Bceero yacos 56/56

6. IlepeyeHb y4eOHO-METOAHYECKOr0 ol0ecnevyeHMsl s CAMOCTOATEIbHON PadoThl
00y4YAKOIIUXCS 10 TUCHHILINHE

1. MeTtoanueckue peKOMEHJAIMK 110 OPTaHU3AIMH CAMOCTOSITEIbHON PabOThI CTYICHTOB
OpU W3YYCHUH IUCHUIUIMHBL «MeTOJbl KOHTPONS M CepTUUKAINU OHOTEXHOJIOTHYECKOM
TPOTYKIIIH

2. Meronuyeckue yKa3aHHs K BBIIOJHEHUIO MPAKTUYECKUX 3aHATHH IO JUCIMIUINHE
«MeToabl KOHTPOJISL U CePTH(PHUKANN B OUOTEXHOIOTUI.

7. OueHoYHbIe MAaTepPUAJbI I NPOBeAeHUS
NMPOMEKYTOUYHOI aTTecTAlMU 00y4aroUXCs M0 JUCIUIITTHHE

7.1 IlepeyeHb KOMIETEHIUH C YKa3aHUEM 3TANoOB UX (popMupOBaHHA B mpouecce
0CBOeHUs1 00pa30BaTeJbHOI MPOrpaMMbl

TERKYLIETO0 KOHTPOJA H

Koa komnerenmu Wnaukatopsl Cewmectp Otan GopMupoBaHus
YK-4 Nyk-4.2 1 [IpomexyTouHbIN
YK-6 Myke3 1 ITpomeKyTOUHBIN
OI1K-1 Honk-11 1 [IpomexyTouHbIN
OIIK-8 " onk-s.1 1 ITpomexyTouHBIH
[K-1 Hnk-11 1 IIpomexxyToOUHBIN
Hnk-1.2

7.2 Onucanue nokasarteeil M KpUTepUueB MIKAJ OLEHUBAHUS KOMIIEeTeH UM

Komnerennus YK-4 CriocoGeH oCyImecTBIATh A€I0BYI0 KOMMYHHUKAILIUIO B YCTHOU U
NUCbMEHHON (hopMax Ha roCyJapCTBEHHOM M MHOCTPAaHHOM(BIX) s3bIKE(aX)

U vk 42 CocTaBisieT B COOTBETCTBUU C HOPMaMH PYCCKOTO SI3BIKA JICTOBYIO IOKYMEHTAIINIO
pa3HbIX KaHPOB

IIpouenypa onieHuBaHus
OuenuBaemblii Kpurepun Tekymmit ITIpomexxyToOuHbIN
pe3ynbTar OLICHUBAaHUS KOHTPOJIb KOHTPOJIb
(1lecKpUITOpHI)
§ 1. 3naer  Hopwmsl | 1. IIposBaser Beimonnenune Hrorosoe
& pYyccKoro A3bIKa | TPAMOTHOCTb IIPU VWHAVBUAYAJIbHBl | HHIUBUYaIbHOE
JIETIOBYIO BBINOJHEHUH JEJIOBOM | X 3alaHUM 3aJlaHue
JOKYMEHTALUIO JOKYMEHTaIu1
Pa3HbIX KaHPOB Pa3HbIX KaHPOB
1. Cobmonaer | 1. Cobmronaer Boinonnenue Hrorosoe
IIpaBWJIa COCTAaBJIECHMSI | HOPMBbI PYCCKOTO | MHIMBUYAIbHBI | MHAWBHUYAJIBHOE
B B COOTBETCTBUHU C | SI3BIKa NEJIOBOH | X 3aJaHui 3aJjaHue
S HOpPMaMH  PYCCKOIO | TOKyMEHTalluu
~ SI3bIKa JIEJIOBOM | pa3HBIX KaHPOB
JOKYMEHTAIU1
pa3HbIX KaHPOB
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Bna)leeT HAaBBIKOM

HNmeet HaBbIKK 1.JlemoHCTpUpyeET Brinonnenue Nrorosoe
paboThI ¢ 1eToBOM HAaBBIKU PaOOTHI C WHJIMBUYaJIbHBI | UHIMBUAYaIbHOE
JOKYMEHTaIeu NEJIOBOH X 3aJaHui 3aJlaHue

Pa3HbBIX )KAHPOB JIOKyMEHTaIuen

Komnerenuust YK-6 Croco0GeH ynpaBisiTb CBOUM BpeMEHEM, BEICTPaUBATh U PEATU30BBIBATH
TPACKTOPHUIO CAMOPA3BUTHS HA OCHOBE MPUHIIUIIOB 00pa30BaHUs B TEUECHUE BCEil )KU3HU
Myk-6.3 OrienuBaeT TpebOBaHUs PHIHKA TPYAA U MPEIIOKEHHUS 00pa30BaTeIbHBIX YCIYT IS
BBICTpAaUBaHUs TPAEKTOPUH COOCTBEHHOTO MPOGECCHOHATBHOIO POCTa

OueHuBaeMblii pe3ynbTaT [Ipouenypa
(IeCKpUIITOPHI) Kputepuu orieHnBaHus OLICHUBaHMS
Texymmit [TpomexyTo
KOHTPOJIb YHBIN
KOHTPOJITb
TpeGoBanust pbiHKa TpyAa U | XapakTepu3yeT yCIOBUS CoGecenoa | Cobecenona
MIPEUIOKEHUS poheCCHOHATHLHOTO HUE, HUE
00pa3oBaTeNbHBIX YCIYT JUIsl | pOCTa B COOTBETCTBHUHU C BBINOJIHEHU
5 BBICTPaMBaHUSl  TPACKTOPUU | TPEOOBAHUSIMH PHIHKA e
S COOCTBEHHOTO TpyZa 1 MpeIoKeHus UH/IMBU]ya
ot po¢heCCHOHATTLHOTO POCTa 00pa3oBaTEeNbHBIX YCIYT JTHHBIX
3aJjaHuH,
TECTHPOBAH
ue
BricTpauBaer Tpaekropuu [Tnanupyer nytu Cobecenona | CobOecenoBa
COOCTBEHHOTO JanbHeHIero HUE, HUe
s poheCCHOHATTLHOTO POCTa CaMOpPa3BHUTHUS BBITTOJIHEHH
g e
> WH/IMBUya
JIBHBIX
3aIaHUI
Brnaneet HaBbIKOM pabOThI Ontumusupyer CoGecenoBa | Cobecenona
HaJ cO00H 11 COOCTBEHHOTO | MpodeCcCHOHATBHBIE HUE, HUE
E § po¢eCCHOHATIBHOTO POCTa 3HaHUS U YMEHUS BBINOJIHEHU
- e
a = WH/IMBH]ya
JTHHBIX
3aJaHuN
Komnerenuuss OIIK-1 — CnocobGeH aHamu3upoBaTh, 0000IIaTh W HCHOJIB30BAThH

dbyHIaMeHTallbHble M TNPUKIAJHbIE 3HAaHUA B 00JAaCTH OMOTEXHOJIOTMM [UIsl pELIeHHS
CYIIECTBYIOIIMX U HOBBIX 3aj1a4 B MpodeccHoHaNbHOM 001acTu
Honk-11 — Mcronb3yeT ONBIT OTEYECTBEHHBIX M MEXKIYHAPOAHBIX MPOU3BOJUTEIEH B
00J1aCTH TEXHOJIOTUH MPOU3BOJICTBA AaHAJIOTHYHON MPOAYKIHH

OrneHnBaeMbIi

pe3yabTaT

(tleckpunTop)

Kpurepun onieHuBaHus

[Ipouenypa
OLCHUBAHUA
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Texkymmit | Texymyg
KOHTpOJIb | UH
KOHTPO
b
1. OcHoBHBIC sramnsl | llepeduncnsier OCHOBHBIE 3TAllbI Co0Oeceno | Cobece
OMOTEXHOJIOTHUECKUX OMOTEXHOJIOTMYECKIX BaHHE JIOBaHU
= IIPOM3BOJICTB u uX | IPOU3BOACTB U CIIOCOOBI NX e
S KOHTPOIIb. KOHTPOJIS KauecTBa
o 2. IlpaBuia mpousBojcTBa | IPOMEXKYTOYHON U HTOrOBOM
u KOHTPOJIS KayecTsa | [IPOAYKIUH
JIEKapCTBEHHBIX CPECTB
1. KonTponupoBaTh XapakrtepusyeT myTH KoHTpoJss | Bemonnen | Cobece
KOJIMYECTBEHHBIC U KOJIMYECTBEHHBIX U ue JIOBaHU
KayeCTBEHHbIE TIOKA3aTeNIM | KaYeCTBEHHbIX IOKa3aTeneit UHIUBUAY | €
M0JIy4aeMOM MPOYKLIUU I10JIy4aeMOM MpoAyKLIUU IBHOTO
B 2. [loaTBepxnath 3a/laHus
g COOTBETCTBHS KOJINYECTBA U
~ HAUMEHOBAHMIA,
MOJTYYCHHBIX CBIPBS,
MaTepuasioB U
IIPOMEKYTOUYHON
MPOYKIINH
Bnagers HaBbIKaMU | JIeMOHCTpUpYET HaBbIKU Bemonnen | Cobece
5 Z | KoHTpOIL u obecrnieyeHus | COOIIOICHUS TPABHII ue JOBaHU
& Z | OesomacHbIX YCJIOBHUH | IPOU3BOJCTBA U KOHTPOJIS WHJUBHUIY | €
S é JKCILTyaTaluu KauecTBa JIEKApCTBEHHBIX aJIbHOTO
A = | GHOTEXHOIOTHYECKOrO CpEICTB 3a/1aHus
MIPOU3BOJICTBA

Komnerennus OIIK-8 Criocoben pa3pabaTeiBaTh HAyYHO-TEXHUUYECKYIO U HOPMATHBHO-
TE€XHOJIOTHYECKYIO JOKYMEHTAIIUI0 HAa OMOTEXHOJIOIMUECKYIO MPOIYKIUIO, TOTOBUTh MaTepUabl
JUIS 31U Thl OOBEKTOB MHTEUIEKTYaIbHON COOCTBEHHOCTH

Honk-s1 [OTOBUT K pacCMOTPEHHIDO W  YTBEPKICHUIO MPOU3BOJACTBEHHYIO
JOKYMEHTAIUI0 (hapMalieBTUYECKOTr0 MPOU3BOJICTBA U OPraHU3AIMIO €€ BHIIOJHEHHUS
[Ipouenypa
OueHuBaeMblil pe3yibTaT Kpurepuu oniennBanus OIICHUBAHUS
(AeCKpHIITOPEN) Texymun IIpomexyrounas
KOHTPOJIb aTTecTauus
1 HopmaTtusHO- 1. XapakTepusyer CoGecenoBanue, | CobecenoBanue
TEXHUYECKYIO TpeOOBaHUs BBITIOJTHEHHE NunuBuayansHoe
JTOKYMEHTAIUIO B HOPMaTUBHO- WHJIUBUIyAJIbHBIX | 3aJJaHUE
OMOTEXHOJIOTHYECKOM TEXHUYECKON 3aaHui
IIPOU3BOJICTBE JOKYMEHTAIUU B
§ 2.IIpaBwiia BeneHus OMOTEXHOJIOTHYECKOM
& | JOKyMEHTaIuH 1o ITPOU3BOJICTBE
peructpannu ycinosui | 1. OmuceiBaer npasmia | CobeceoBanue, | CobecenoBanue
IIPOU3BOJCTBEHHON BEJICHUS BBITIOJIHEHHE NunuBuayansHOeE
Cpe[lbl, OTIepaluii o JIOKYMEHTAIUH T10 MHAUBUAYAJIbHBIX | 3aJJaHUE
BHYTPHUIIPOU3BOJACTBEHH | PETrHUCTPALIMM YCIOBUM | 33aJlaHU
OMY KOHTPOJTIO TIPU MIPOU3BOJICTBEHHOM
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MIPOU3BOJICTBE CpelIbl, OTepaIuii o
JIEKapCTBEHHBIX BHYTPUIIPOU3BOICTBECHH
CpeICTB, BCEX OMY KOHTPOJIIO TIPU
BBITIOJTHAEMBIX MIPOU3BO/ICTBE
orepanui. JIEKapCTBEHHBIX
CpeACTB, BCEX
BBITIOJTHSIEMBIX
onepauui.
1 .Ucnonw3yet 3nanus | 1. Xapakrepusyer CobGecenoBanue, | MaauBuayambsHOE
0 TpeOOBaHUSX TpeOOBaHUSX BBITIOJTHEHUE 3a/aHue
b1 (97 (5¥:3% 00111704 NEHCTBYIOIINX MHIUBUAYAIbHBIX
CTaHJapTOB, HOPM U CTaHJapTOB, HOPM U 3aIaHu I
IIPaBUJI, Kacarounxcs MIpaBmJI, KaCAIOLIUXCS Brictymnenue ¢
MIPOU3BOJICTBA IIPOU3BOJICTBA JIOKJIaJIOM
. | IeKapCTBEHHBIX JIEKapCTBEHHBIX
8 | cpencrs, Bcex CpEACTB, BCEX
§ BBITIOJTHSIEMBIX BBITIOJTHSEMBIX
OTepalvii, BKITIOYas oTepalnii, BKIOYas
KOHTPOJIb 32 KQUeCTBOM | KOHTPOJIb 32 KAU€CTBOM
YIAKOBKHU UCXOIHOTO YIaKOBKHU UCXOAHOTO
CBIPBS M YITAKOBOYHBIX CBIPBSI M YITAKOBOYHBIX
Marepuaros, MaTepHaoB,
riepeIaBacMbIX B Tiepe1aBacMbIX B
IPOU3BOJICTBO. IIPOU3BOJICTBO.
1. Pa3pabartbiBaeT 1. Onpenensietr kpyr Brimmonnenue NunuBuayansHoe
COCTaBHBIE YaCTH 3a/1a4 10 COCTABJICHUIO | MHAUBUAYAJIbHBIX | 3aJaHUE
TEXHUYECKOH TJIAHOB JIBUYKCHUS 3aaHui
JIOKYMEHTAIINH, MpEeAMETOB TpyAa B
CBSI3aHHOM C MIPOU3BOJICTBE
npodecCuOHATIbHON 2. PaszpabatsiBact Co0OecenoBanue NunuBunyansHOE
JIeATETbHOCTBIO TJIaH MPOEKTa Bremmonnenue 3a/laHue
TEXHUYECKOTO WHIMBUTYaTbHBIX
o0CITyKHUBaHU 3aaHui
OCHOBHOTO
MIPOU3BOJICTBA U
JIBUKCHHSI TIPEMETOB
Tpyaa

Komnerenuusa IIK-1 Cnocoben ympaBiaTe mpolreccaMu IPOU3BOJCTBA JIEKAPCTBEHHBIX

Cpe/CTB

Hnk-1.1. Ipu pemenun npukiIagHbIX 3aad IPOBOAUT HAOIIOAEHUS U U3MEPEHUs, COCTABIISIET UX
onucaHus U GOPMyJIUPYET BbIBOJIbI

OneHnBaemMblil pe3yinbTaT
(tleckpurnTopsl)

Kpurepun
OLICHUBAHUS

[Ipouenypa oueHuBaHuUs

Texymmi [IpomexxyTouHbIN
KOHTpPOJIb KOHTpPOJIb
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1. Tlopsimoxk pabGor mo | 1. Bmaneer | CobecenoBanu | CobecenoBanue
(bapmarieBTHYECKON COBpPEMEHHBIMU e IIpakTrkoopueHTHp
§ pazpaboTke MHCTPYMEHTAIbHBIMU | TecTupoBaHue | OBaHHOE 3aJaHUE
(E, METOJaMUu Brimmonnenne
HaOIIOACHUS U | MHIUBHUIYQJIbH
U3MEpEeHUs Oro 3aJaHus
[TpoBoaut HabmoneHust u | JleMoHCTpUpPYET Cobecenoanu | CobecenoBanue
W3MEPEHMS, COCTABIICT UX | YMEHHUE e [IpakTHKOOPUEHTHD
onucaHus U GOpPMYIHPYET | UCIIOIH30BATh Brmonnenue OBaHHOE 3aJ]aHUE
BBIBO/JIBI CIEIUATILHYIO WHIUBUTyaJIbH
- anmnaparypy JUISL | OTO 3aJIaHus
o HaOJIIOAEeHUS u
5 U3MEpEeHUs
OnuceiBaeT
PE3YIIbTATHI
HaOJIIOAEeHUS u
bopmynmpyer
BBIBOJIBI
1. [Tpu pemienuu | JleMoHCTpUpyeT Brimonnenue CobecenoBanue
TIPUKJIATHBIX 3a/1a4 | pe3yiabTaThl uHAUBUAYAIbH | [IpakTHKOOpHEHTHDP
é MPOBEACHUS HAOIIOJCHUS | HAOJIOICHUS U | Oro 3aJIaHus OBaHHOE 3aJJaHHE
§ Y U3MEPCHHUS M3MEpeHUs,
S MOJIyYeHHBIE B XOJ€
§ peuieHus
¢ MIPUKJIATHBIX
5 npobiem

Hnk-1.2. Ucnionb3yer cpeacTBa U3MEPEHUsI, TEXHOJIOTMUYECKOTO U UCTIBITATEIbHOTO
000py10BaHUs, MPUMEHAEMOT0 IpU (hapMaleBTHUECKON pa3paboTke

OrneHuBaeMblil pe3ynbTaT Kpurepun IIponenypa oneHMBaHus
(I1eCKpHUMITOPHI) OLICHUBAHUS
Texymmit IIpomekyTOUHBIN
KOHTPOITh KOHTPOITh
[Tpuniun paboTel cpeacTB | XapakTepusyeT CobecenoBanue | CobecenoBanue
W3MEpEHUs, MPUHIUT pabotsl | TectupoBanue | [IpakTHKOOpHEHTH
TEXHOJIOTHYECKOTO U | CpeicTB M3MepeHus, | Boimoanenue pPOBaHHOE 33/1aHUE
UCTIBITATEIIHHOTO TEXHOJIOTUYECKOTO U | MHIUBUAYAJIHHO
5 o0opyoBaHus, UCHBITATEILHOTO o 3aJaHus
S | NPUMEHAEMOTO npu | 000pya0BaHUs,
® | dbapmaneBTHUECKOM MPUMEHSEMOT0  TpU
paszpaboTke (hapmarieBTHUeCKOu
pa3paboTke
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Ucnonp3yer cpeactra | JleMoHcTpupyeT CobGecenoBanmne | CobecenoBanme
HU3MEpEHNs, YMEHHE Beinonnenue IIpakTuKOOpUEHTH
_ | TexHOJIOrHYECKOTO U | UCIIOJIb30BATh WHJUBUIYAJIbHO | POBaHHOE 3aJaHUE
8 | UCHIBITATEILHOTO TEXHOJIOTMYECKYIO ro 3aJjaHus
§ o0opynoBaHus IIpH | amnmapaTrypy
pelieHnn MPUKIIATHBIX
3a1a4
1. [Tpu pemienuu | JleMoHcTpUpyeT Brinonnenue CobecenoBanue
§ MIPUKJIAIHBIX 3a/1a4 | pe3ynbTaThl, uHauBHAyabHO | [IpakTukoopueHTn
Z | HCTIONb30BAHAS  CPEJICTB | MOJNYUCHHBIC B XOJIE | IO 33/[aHUS POBaHHOE 3aJ]aHuE
$ | H3MEPEHHS, peuIcHuA
& | TEXHOJIOTUYECKOro U | IPUKJIAIHBIX
& | McBITaTEIEHOTO podJeM
C%’ o0opyoBaHUs

Onucanue MKAJ OLeHUBAHUSA
YcneBaeMoOCTh CTYNEHTOB MO KaXKIOW ITUCIHUIUTMHE OIEHUBAETCS B XOJI€ TEKYIIEro
KOHTPOJISI M TPOMEKYTOYHOW arrectanuu. I[IpoBeneHWe 3adera OCYIIECTBISCTCS B (opme
cobeceIoBaHuUs.
IkaJja oneHUBAHUSA MO JUCHHUILIMHE NP MPOMEKYTOUHOM GopMe aTTecTAIUH MO
AMCHMILIMHE - 324eT

bain Onenka YpoBeHb c(hOpMUPOBAHHOCTH KOMIIETEHLIUU
ot 4,5 10 5,0 «3a4YTECHO Bricokmnit
ot 3,5 1o 4,4 «3a4YTEHO) Cpennuit
or 2,5 1o 3,4 «3a4TECHO» IToporosbiii
Menee 2,5 «HE 3a4YTECHO» MuHHUMaIbHBIN

7.3 TunoBble KOHTPOJIbHbIC 3aJaHUsl WJIHM HMHbIe MaTepHaJbl, HCOOXOAUMBbIEC IS
OLICHKHM 3HAHWI, YMEHHUH, HABBIKOB U (MJIM) ONBITA JEATEIbLHOCTH, XapPaKTEPH3YIOLIUX
3Tanbl (POPMHUPOBAHUS KOMIIETCHIIHI B Po1ecce OCBOCHHUS 00pa30BaTeIbHOI MPOrpaMMbl

IIpu oleHKe ycrieBaeMOCTH YUMTBHIBAIOTCSA Pe3ybTaThl pabOThI B CEMECTpE, cllaya BCex
KOHTPOJIbHBIX MEPOIPHUATHH, MPEIyCMOTPEHHBIX TEKYIUM KOHTPOJIEM YCIIEBAEMOCTH. 3aueT
BBICTABIISIETCS 10 UTOraM coOece0BaHusl.

Hepeqenb NPAKTUICCKHX HABBIKOB /IJIl TEKYIIEro KOHTPOJIA M0 TUCHUILJIMHE

1. CoortHocuT monoxeHuss MexayHaponHsle ctanpaptel ISO 9001:2008, HACCP, GLP,
GMP, kacarommuecst pa3paOOTKH CHCTEMBI MEHE/DKMEHTA Ka4yeCTBa OMOTEXHOIOTUUECKON
HOPOAYKIMH

2. 3maer IlpaBuma GMP u wmepsr Oe3omacHocTH mpH paboTe ¢ PEKOMOMHAHTHBIMH
ITaMMaMH-TIPOTYIICHTaMHU

3. Unpentudunupyer mnpaBuina GMP, kacaromuecs cucTeMbl MEHEIKMEHTa KadecTBa
OMOTEXHOJIOTHYECKON MPOAYKIIUN

4. OGecrieunBaer coOmonenue mnpaswil GMP mpu  BbIAENEHMM YHCTOM KYJIBTYpPbI
MHUKPOOPTaHU3MOB

5. Huterpupyer TpeOoBaHMS CHUCTEM MEHEDKMEHTa KauecTBa OHOTEXHOJOTHYECKOM
NPOAYKIIMK B COOTBETCTBUU C POCCHUHCKAMH M MEXKIYHApOIHBIMH HOPMATHBHBIMH
JIOKYMEHTaMH
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10.
11.
12.

13.
14.

JleMOHCTpHpyeT  HaBBIKM  pa3padOTKM  CHUCTEMbl ~ MEHEKMEHTa  KauecTBa
OMOTEXHOJIOIMYECKOW MNPOAYKIMH B COOTBETCTBHM C TPEOOBAHUSAMH POCCUHCKUX H
MEXIYHAPOAHBIX CTaHAAPTOB Ka4eCTBA

KommeHTHpyeT npaBuiia KOHTpOIIs U oOecrieueHre 0e30IacHbIX YCIOBHM 3KCILTyaTalluu
OMOTEXHOJIOIHYECKOIO IIPOU3BOJICTBA

OneHuBaeT  MOPANOK  Pa3pabOTKUM  HAyYHO-TEXHUYECKOM M HOPMaTHBHO-
TEXHOJIOTUYECKOHM TOKYMEHTAMU Ha OMOTEXHOJIOTMYECKYIO TIPOTYKIHIO

OuenuBaer ¢byHKIMN YIIOJTHOMOYEHHOT O nepcoHaa 1o OpraHu3aluu
IIPOU3BOCTBEHHBIX 3aIIUCEN I NIepeAady B OAPA3AEICHUE KOHTPOJIS Ka4yeCTBa
OnucelBaeT MOCIENOBAaTEIIBHOCTh BEACHUS HAyYHO-TEXHUYECKOM M HOPMATHBHO-
TEXHOJIOTUYECKOHM TOKYMEHTAMU Ha OMOTEXHOJIOTMYECKYIO TIPOTYKIHIO

3HaeT MOPANOK paccielloBaHHUs OOHApYKEHHBIX OTKJIOHEHMH M HECOOTBETCTBUIl
IIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB YCTAHOBIEHHBIM TPEOOBaHUIM

3HaeT NPUHLIMIIBI IPOBEACHNUS BaIUIALUU TEXHOJIOTHYECKUX ITPOLIECCOB

AHanu3upyeT pUCKU U yIIpaBICHUE PUCKAMHU JIJIsl KAUECTBA BBIITYCKAEMOM IPOAYKLIUN
Bnaneer anropurMom IpoOBENEHHUS BAIMIALUU TEXHOJOTMYECKHX IIPOLIECCOB C IIEIBIO
YCTaHOBJIEHUS OTCYTCTBHsI OTKJIOHEHUI IIpH Npou3BojicTee JIB

Bonpocs! 1J1s1 NpoBepKHU YPOBHSA TeOPeTHYECKOH MOATOTOBKH 00y4Yalouerocsi B xoje

TEKYIIEro KOHTPOJIsA

1. Beizenenue yucToil KyabTypbl U HapalluBaHUEe OMOMAcChl KYJIbTYpPbI

2. [Ipouecc pepmenTarius

3. Brigenenue u ounctka 6uoMacchl MpoaylenTa (MeTadonnTa)

4. [Iponienypa cranmapTusauu U cepTuuKauu MpoIyKTa

S. KoHTposb kauecTBa BO/bI 10 (PU3MKO-XMMUYECKUM IIOKA3aTesIM

6. MeTobl KOHTPOJISE OAKTEPHOIOTUIECKUX MUTATEIBHBIX CPEl

7. KoHntpoub npornecca dpepmeHTanuu

8. Omnpenenenne KoHUEHTpamuu Ouomaccel. OrpeneneHnue KOHIEHTPAUKW KOHEYHOTO
POAYKTa

9. MOHUTOPHHT MPOLIECCOB (hepMEHTAIINN

10.  Ilpouenypa KOHTpPOJSE MUKPOOHOH 00CEMEHEHHOCTH BO3TyXa

11.  Ompenenenue o61ero MUKpoOHOTO YKcia

12. BreigeneHue u nojjepkaHue YUCTOM KyJIbTyphl HITaMMa-IPOAYIIEHTa

13.  TloHsTHE O YUCTHIX ¥ HAKOTUTEIBHBIX KYJIbTYPaX MUKPOOPTAaHH3MOB

14.  CnocoObl KyIbTUBUPOBAHHS MUKPOOPTaHU3MOB

15. 3akoHOMEpHOCTH pPOCTa CTATUYECKOW U HEMPEPBIBHOMN KYIbTYpHI

16.  OOopynoBaHue Ui XMMHUKO-TEXHHUYECKOTO, OMOXMMUYECKOTO U MUKPOOHOIOTHYECKOTO
KOHTPOJIS

17. OpranHuzanusi BHYTPEHHETO KOHTPOJIS KadecTBa CAHUTAPHO-MHUKPOOMOIOTHYECKUX
UCCIICIOBAaHHIA BOJIBI B YCIIOBHUAX OMOTEXHOJIOTUIECKUX IMPOU3BOICTB

18.  Merobl Ky/IbTUBUPOBAHHS a3p0o0OB U aHAIPOOOB

19.  TloceB Ha IUIOTHBIE MTUTATEIbHBIE CPEIIBI

20.  KoHTpoib KauecTBa CTEpHIN3ALUH U JAe3UH(DEKINN

21.  CMBIBHI C pYK NIEpCOHANA, CIICIIHATBHOMN O/ICXK/IbI, ”HBEHTAPs 1 000pyI0BaHUS

22.  OpraHu3anus KOHTPOJIS 3a COONIOIEHUEM MTPAaBUII XpaHEHHs ITPETapaToB

23.  llemb KOHTPOJIS ¥ €T0 OCHOBHBIC HAIIPABIICHUS

24.  KoHTpoib ycIoBH XpaHeHUs1 OHONpenapaToB

25.  TexHOJOTHS MOTYyYSHHUS IENIEBBIX MPOTYKTOB

26.  VYmnpaBieHue OMOTEXHOJIOTMYECKUMU MpolieccaMu pu nomomuu IBM

27. CoBpeMeHHbIE cpeicTBa aBTOMATH3allMHU HCCIeA0BaHNN
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28. CucremMbl aBTOMAaTHYECKOTO  PEryJMPOBAaHUS  OMOTEXHOJOTMYECKHX  IPOLECCOB,
o0ecrieunBaronie Ka4eCTBO MPOYKITH

29.  IlpaBuia mpowu3BOJCTBA U KOHTPOJIA KAUueCTBA JIEKAPCTBEHHBIX CPEICTB

30.  Cucrembl MEHEIDKMEHTA KadecTBa OMOTEXHOJIOTUYECKON MPOIYKIIMH B COOTBETCTBUU C
TpeOOBAaHUSMU POCCHUICKUX U MEXKTYHAPOIHBIX CTAaHIaPTOB KauecTBa

31. Conepxxanne npaBuii GMP npuMeHHTENTbHO K OMOTEXHOJIOTHYECKOMY IPOHM3BOJICTBY,
00yCIIaBIUBAIONINX CUCTEMY MEHE/PKMEHTA Ka4eCTBa OMOTEXHOJIOTUIECKON TTPOYKIIHH

32.  KoHTpoib 3a MOATOTOBKOW MEIUIIMHCKHX MPEMApaToB K TPAHCIIOPTUPOBAHHIO

33.  KoHTpousb TeMIepaTypHbIX PEKUMOB HHKYOAIIUU ¥ XPAHCHUS

34.  Ilponemypa KOHTPOJIS TEMIIEPATYPHI B TEPMOCTATAX M XOJIOMILHUKAX.

35.  Kontposb u obecrieueHrne 0€30MACHBIX YCIOBHH SKCILTyaTallid OMOTEXHOJIOTHYECKOTO
IPOM3BOJICTBA

36.  OOmue TpeboBaHUS K 00€33apaKUBAHUIO OTXOJ0B OMOTEXHOJIOTHYECKUX TPOU3BOICTB
37. OTxo0/1b1, MX KJacCU(HUKAIU, CITOCOOBI YTUIN3AINH.

38.  T'ocymapctBennsie u orpacieBbie fokymeHTsl (TOCT; OCT; TY; PL).

39.  Cucrema JOKyMEHTAIIUH MIPEITPUITUS

40.  JloxymeHTamus KOHTPOJIS KauecTBa onodapmareBTHIECKON IPOIYKITHH

(TEeXHOJIOTUYECKHEe W TEXHUYECKUH  PErNIaMeHThl,  TrOCylapCcTBEHHas  Qapmaxories,
(dapmakoreiiHbIe CTaThH)

41.  Hcnonwp3zoBanue nabopaTtopHbiX HHGMOpMalKUOHHO-ynpaBistonmx cuctem (JIMYC) B
(dbapmaneBTUUECKON 1 MUIIEBOM MPOMBIIIIEHHOCTH.

42.  llpaBuna GMP npu npou3BOACTBE U KOHTPOJIE KauecTBa JIEGKAPCTBEHHBIX MpENapaToB U
UX CyOcTaHIUI

43. Copepxanue npasui GMP npuMeHUTETHHO K OMOTEXHOJIOTUYECKOMY MPOU3BOCTBY

44,  TlpaBuna GMP u mepbr Ge3omacHOCTH TpU pabOTe C PEKOMOMHAHTHBIMH IITAMMaMH-
MPOyLIEHTaMU

45. MexayHapoHasi OpraHu3anus o cepTuuKaluy 1 yA0CTOBEPEHUIO KauecTBa JIEKAPCTB
46.  Tlopsgok cepTudUKalMU JIEKApCTBEHHBIX IpenapaTtoB B Poccun

47. CepTudukanus COOTBETCTBUS

48. CepTudukaius Npou3BOACTBEHHOHN JEITeIbHOCTh

49.  Tlopsaok MOJTyYeHUs] PETHCTPAIMOHHOTO cepThU(hUKaTa

50.  Ceprudukar Ha JeKapCTBEHHbIH Mpenapar.

7.4 MetoauyecKkue MaTepHaJibl, ONpeae/sone Npouelypbl OCHMBAHUS 3HAHMIA,
YMeHHi, HaBBIKOB H (MJIM) ONBITAa [AeATEJbHOCTH, XapaKTEePU3YIOIUMX JTalbI
(popMupoBaHN KOMIETEHIMI

OIIGHI/IBaHI/Ie C(l)OpMPIpOBaHHOCTI/I KOMIIETCHIIUU OCYHICCTBIACTCA Ha IMPAKTUUCCKHUX
3aHATUAX B XOI€ TEKYyLIero KoHTpous. [lpu oleHBaHuN pe3ynbTaToB 00yUYeHHs 110 TUCIMITIIMHE
YYHATBIBACTCS:

- BBIIIOJTHEHUE UHIUBUIYAJIbHBIX 3aJaHUN;

- cobeceoBanue,

- TECTUPOBAHUE.

8. YueOHO-MeTOAMUECKOE 00ecIIeueHNe TUCIUILTHHBI
8.1. OcHoBHas JUTEpaTypa

ITeuaTHbIe U3AaHUA JJIeKTPOHHbIE U3IAHUS

1.Kpacuiok, 1. . ®@apmanieBTudeckass TEXHOIOTHSL.
[IpoMbIlIZIEHHOE  MPOU3BOJACTBO  JIEKAPCTBEHHBIX
cpenctB. B nByx Tomax. Tom 1: yueOnuk / U. W.
Kpachiok, H. b. Jlemuna, E. O. baxpymuna, M. H.
AnypoBa; mnox pexn. M. W. Kpachwoka, H. b.
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Hemmunoii. - MockBa: ' DOTAP-Meaua, 2020. - 352
c. - ISBN 978-5-9704-5535-7. -  Tekcrt:
anektponnbld // DBC "KoHcynbTaHT CTy,Z[eHTa"'
[caiiT]. - URL
https://www.studentlibrary. ru/book/ISBN978597045
5357.html (nata ob6pamenus: 21.09.2022). - Pexum
JIOCTYTIA: 110 TTOAIHCKE.

2.ITanun, A. H. ToBapoBeneHue, crangapTu3anus
KOHTPOJb KauecTBa BCTEPHHAPHBIX MPeraparos /
[Tanun A. H., Yma b. B., Ponun B. U., Spemuyk B.
IT. - Mocksa: KonocC, 2013. - 343 c. (YueOHuKH U
yueb. TmocoOus Juisi CTYASHTOB BBICHI.  y4eO.
3aBeaenuit) - ISBN 978-5-9532-0705-8. - Tekcr:
anektpoHHsli // OBC "KoucynpranT CTy)leHTa
[caiiT]. - URL
https://www.studentlibrary. ru/book/ISBN978595320
7058.html

(mata oOpamenus: 21.09.2022). - Pexxum nocryma:
I10 IOJIIHCKE.

3. Iaranos, [I. O. TexHoJOrHs TPOU3BOJACTBA W
obecricucHue KayecTBa AKTHBHBIX
(hapmareBTHUECKIX CyOCTaHIIMIA. Yactb 1.
[Iporiecchl MPOM3BOCTBA M IPUHITUITBI OOECTICYSHUS
kauectBa ADC: VYuyeOHO-METOAUYECKOE II0COOHE:
MUPDA - Poccuiickui TEXHOJIOTHICCKUI
yauBepeuteT, 2020. — 86 c. — U3n.: «Jlaup» - URL
‘https://e.Janbook.com/search?query=dapmanepruue
ck0€%201npon3BOACTBO

PexxnM nocryna: 1o noanucke

8.2. lonosiHMTEIBHAS JIUTEPATYPA

IleuaTHbIe M3TaHUS

3.]'IeKTp0HHbIe H3JaHUA

1.Jx.M. Jlxeir, M.JIx. Jleccuep, .A.
Tonpnen. — M.: BUHOM. JlaGoparopus
3HaHuH, 2011. — 886 c. (5 7k3.)
2.I'pagoBa H.b. buonoruueckas
0€3011acHOCTb OMOTEXHOIOTUYECKUX
npou3BoAcTB [Tekcr]: yueb.mocobue /
H.b. I'panosa., E.C. babycenko, B.W.
[Tandwunos. — M.: HeJlunpunr, 2010. —
136 c.

Opemwnn P, KynbTypa KMBOTHBIX
knetok [Tekcr]: mpakt. pyk. / P.SL
®pemny; nep. S-ro adr. wm3a. FO. H.
XomskoBa, T.M. XoMskoBoil. — M.:

BMHOM. Jlab6opatopus 3Hanwuii, 2011. —
691 c.

1.Yuebuuk mno OuorexHojoruu. IIpombinuieHHAas
OMOTEXHOJIOTHSA, KYJIbTYphl PACTHUTENBHBIX KIETOK,
KyIbTYpbl ~ JKMBOTHBIX  KJIETOK W  TKaHeH,
reHeTH4ecKass MHxeHepus. Miumoctpanuu, BUIEO —
Pexxum noctyma: biotechnolog.ru. — 3arn. ¢ skpana
(mara obpamenus: 2.04.2014).

2. TexHONOTUsI N3TOTOBJICHUS JEKApCTBEHHBIX (OpPM
[DnexTponHbIi pecypce] : yueoHuk / B. A. I'poccman
- M. : I'DOTAP-Menua, 2018. - 336 c. : mn. URL:
http://www.medcollegelib.ru/book/ISBN9785970452
523.html

Pexxnm nocryna: o noanucke

9. IIpodeccnonanbHbIe 02351 JAHHBIX 1 HH(POPMALIMOHHBIE CIIPABOYHbIe cucTeMbl, IBC

. HpOCKTHaH ACATCIBHOCTh M KOMIIIICKCHBIC IMTOCTaBKHU OMOTEXHOJIOTUYECKOTO O60py£{0BaHI/I}I /

Cailt opraHuzamuu. —

Pexxum moctyma: http://www.biotechno.ru. — 3arm. ¢ skpana (mata
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https://www.studentlibrary.ru/book/ISBN978597045
https://www.studentlibrary.ru/book/ISBN9785953207058.html
https://www.studentlibrary.ru/book/ISBN9785953207058.html
https://e.lanbook.com/book/163934
https://e.lanbook.com/book/163934
https://e.lanbook.com/book/163934
https://e.lanbook.com/book/163934
https://e.lanbook.com/book/163934
https://e.lanbook.com/book/163934
http://lbz.ru/authors/220/2066/
http://lbz.ru/authors/220/2354/
http://lbz.ru/authors/220/2354/
http://www.medcollegelib.ru/book/ISBN9785970452523.html
http://www.medcollegelib.ru/book/ISBN9785970452523.html
http://www.biotechno.ru/

NGO

obOpamenus: 12.04.2014).

O6mectBo OuotexHosmoroB Poccuu. Ilear oOmecTtBa — pa3BuTHE OWOTEXHOJOTHH U
OMOSKOHOMMKHM, OCHOBaHHOW Ha 3HaHUAX, B Poccuiickoii ®enepanuu. Kypnan «BecTHHK
ouoTexHogorum» — Pexxum mocryma: WWWw. biorosinfo.ru. — 3arn. ¢ skpana (mara oGpalieHus:
10.04.2014).

BHOTEXHONIOTHS — COCTOSIHUE M TEPCHeKTHBBI pa3BuTHs. COOBITHS M MEPONPHUITHS HA TEMY
OMOTEXHOJIOTHH: KOHIPECCHI, KOH(PEPECHIINH, BBHICTABKH, KOHKYPCHI — PeXHM qoCTyrma: WWW.
mosbiotechworld.ru. — 3aru. ¢ sxpana (nara obpamienus: 1.04.2014).

HHTepHeT-)KypHAT 0 KOMMEPYECKUX TEXHOJIOTUSIX. — PEXKUM JocTyna: http://cbio.ru/. — 3arm. ¢
sKkpaHna (nata oopamenus: 4.05.2014).

http://library.stgmu.ru — Hayunas oudsmoreka CTTMY

https://e.lanbook.com — OBC Jlans

http://www.knigafund.ru — 9bC Kuuradounn

http://www.studentlibrary.ru — 9bC KoncyabpTaHT CTymeHTa

9. JInneH3noHHOe M CBOOOIHO pacnpocTpaHsieMoe NPOrpaMMHoe odecredeHue
HaumenoBanue Jlorosop
CepBHC NMPOBEPKU YHUKATBHOCTH TEKCTa KonTpakt Nel170/3T o 11.08.2025
1C: Yuausepcuret [Ipod Horosop Ne 27 ot 30.04.2014
kaspersky endpoint security Konrpaxkt 189/9T ot 25.08.2025
Apxusarop 7-zip becruiaTHbIi
Adobe Acrobat Reader DC becriatHbli
Astra Linux Common Edition Jlorosop Ne 199/9T ot 12.09.2023
1C: DnextponHoe oOyuenue. KopriopaTuBHslii Horosop Ne 78/9T ot 06.06.2022
YHUBEPCUTET
1C: DnextponHoe oOyuenue. Be6-kabuner Horosop Ne 78/3T ot 06.06.2022
IIpenojaBaTesis U CTyACHTa
Koncynprant [lmoc Kontpaxkt 303/9T ot 16.12.2025

11. Onucanne MaTepuaIbHO-TeXHNYECKOH 0a3bl, HE0OX0AMMOM A1 OCyLeCTBJICHUS
00pa3oBaTeIbHOIO NMpoLecca MO0 AUCHUILIHHE.

11.1 IlomenieHus AJ1sl IPOBe/iIeHUsI Y4eOHBIX 3aHATHH

ITomemieHuss A NPOBEACHMs YUYEOHBIX 3aHSATHHA, COOTBETCTBYIOUIME JAEHCTBYIOIIUM
IIPOTUBOIIOXKAPHBIM IIPAaBUJIaM U HOPMaM

11.2 Texnuveckue cpeacTBa 00y4eHUst

JInst peanu3anyy IUCUMILIMHBI UCIIOJIB3YIOTCS CIIEYIOINE TEXHUYECKUE CPEICTBA:

- TEXHUYECKHE CpeACTBa TNepenayd ydyeOHOW wuHpopManuu — MPOSKIMOHHAS
arnmaparypa IMpOKOTO Ha3HAYEHUS;
- TEXHUYECKUE CpEeJACTBAa KOHTPOJS 3HAHUW — KOMIIBIOTEPHBIE MPOTPAMMBI,

NPUMEHSIOIINECS JUTS TPOBEACHUS TEKYIIETO KOHTPOJIS 3HAHUHN YJaIiXCs;
- TpeHaXXepsl U 000py10BaHUE:

1. Axsaguctmisrop snekrpudecknii PHS AQVA

2. boxc gns TP — Ananuza UVT — B - AR

3. Becsl ananmurnueckue BCJI —200/0,1 A

4. MWukyoarop Covatutto S4 Digitale Automatica na S4 siiiia

5. Memanka marautHast MM - SM

6. Muxkpockorn Mukpomen 2 Bapuant 2-20

7.  Muxkpockon crepeockonnueckuii mankparndeckuii MC-2 Zoom

8. Hacoc Bakyymnsrit 2 HBP — S[IM1

9. pH-metp cra HI 2210, pH/mB/C - metp

10. pH/oxcu — metp HI mopraTuBHBIi, 0€3 IpoBepKH
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http://library.stgmu.ru/
https://e.lanbook.com/
http://www.knigafund.ru/
http://www.studentlibrary.ru/

11.

Crepunmsatop mapoBoil aBTOMAT ¢ BO3MOXKHOCTBIO BbIOOpa pexxuMoB ctepuinzanuu 1'Ka-

25113

12,
13.
14,
15.
16.
17.
18.
T
19.
20.
21.
22.
23.

VYnbrpasBykoBas moiika EImasonik S10H (0,8:1) ¢ HarpeBom

Lenrpudyra meaunuHckas tadopatopHas «Armedy

HIkad cymmnsnasii HIC-80-01 CITY

Tepmocrar anekTpudeckuii cyxoo3aymiHsiii TC-1/80 CITY

Boxkc abakrepuanbHblii Bo3ayiHoi# cpensl BAB — «Jlamunap-c»-1,2

XO0JI0IMIEHUK KOMOMHUPOBaHHBIN 1abopaTopHbiid XJI-340 «POZIS»

Tepmocrtat nporpammupyemsblit 1uist ipoBeaenus [P — ananuza yerbipexkananbabiil T114-

P-01-«Tepuux»

JInodpunphas cymka Va Co2

Wcnaputens porarmonssiii HP-1JIT

[MepememmBatoiee ycrpoiicrso LOIP  LS-120 (JIAB — [1V-02)
brnennep BL 1500

Becrl dpacoBouHbIe

11.3 IlomenieHus1 A1l CAMOCTOSITEILHON PadoThI
ITomernieHus: OCHAIIEHbl KOMIBIOTEPHONH TEXHUKOW C BO3MOXKHOCTBIO MOAKIIOUEHHS K

cetu MHTEpHET M 00ecreYeHneM JIOCTyIa B AIIEKTPOHHYIO WH(POPMAIIMOHHO-00pa30BaTEeIbHYIO
Cpely YHHUBEpCUTETA
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Pabouas mporpamMma IUCHUIIMHBI «METOIbI KOHTPOJS U CePTUPHUKAIIME OMOTEXHOIOTHIECKOM
IPOIYKIIHH

Pa3zpaborana:

CT. TIp. KadeaApsl OMOTEXHOIOTHH, K.0.H. Bonnapesa H.1.
OOcyxeHa:

Ha 3ace/laHnu Kadeapbl OMOTEXHOJIOTHH,

1.0. 3aB.Kadenpoi Bonarunes A./l.

CornacoBaHa ¥ PeKOMEH IOBaHA K MCIIOIH30BAHHUIO B 00Pa30BaTEILHOM MPOIIECCE M
obOyyvarontuxcs o HanpasiieHuto moarotoBku 19.04.01 buorexnonorus 2026 roga Habopa
3a049HOU (hopmbl 00yuerHus 27.05.2026

PykoBonutens OIIOIT BO Tomunmit M.B.

Hekan daxynbpTeTa ryMaHUTAPHOTO
U MEIUKO-OHOJIOTHYeCKOro o0pa3oBaHus I'epacumenxo 1.H.
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