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@oH/I OLEHOYHBIX CPEICTB JUCHUIUIMHBI «Hamnexamas mnpou3BOJACTBEHHAs W
nabopaTopHasi TPAKTHUKW» COCTABICH B COOTBETCTBUM C TpeOOBaHMIMHU (deaepalbHOTO
rOCY/IapCTBEHHOTO 00pPa30BaTEIhbHOIO CTAaHIApTa BBHICIIErO OOpa30BaHUs IO CHEIHATBLHOCTU
33.04.01 IIpombinuienHas dapmaius (ypoBEHb MarucTpaTypbl), YTBEP)KICHHOT'O MPUKA30M
MunucrepcTBa oOpa3zoBanus U Hayku Poccuiickoit @eneparun ot 26 utons 2017 1. Ne705 u ¢
yueToM TpeboBaHui PO eCcCHOHATBHBIX CTaHIaPTOB:

- 02.016 «Croemuamuct 1O NTPOMBIIUICHHOH (apmanuun B 00jacTu IpOU3BOJCTBA
JICKaPCTBEHHBIX CPEJCTB», YTBEPXKIEHHOTO MpHKa3oM MUHHUCTEpCTBAa Tpyla U COLMATIBHOU
3amuThl Poccuiickoii penepanuu ot 22 mas 2017 roga Ne430w;

- 02.011 «Cnemuanuct no Bammanuu (KBaaudukauu) GapMareBTHIECKOro MPOU3BOJICTBAY,
YTBEPKICHHBIM IIpUKa30M MwuHucTepcrBa Tpylda M COLMAIBHOM 3amuThl  Poccuiickoit
®enepanun ot 22 mas 2017 r. N 434H;

- 02.013 «Cneumanuct MO NPOMBIIUICHHON ¢apManuy B 00JAaCTH KOHTPOJIL KadecTBa
JICKapCTBEHHBIX CPENICTBY», YTBEP)KICHHBIA NpHKazoM MUHUCTEpCTBAa TpyAa U COLUAIbHOU
3amuTthl Poccuiickoit @enepanuu ot 22 masg 2017 r. N 431H;

- 02.010 «CroeumamucT IO MPOMBINIICHHOW ¢apmanud B 00JacTH  HCCICAOBAHHUI
JIEKAPCTBEHHBIX CPEJICTB», YTBEPXKIAEHHBIN MNpuUka3zoM MUHHCTEPCTBA TpyJda U COLMAIBHON
3amuThl Poccuiickoit @eaepanuu ot 22.05.2017 Ne 432H.

Pazpabotunku (oH/Ia OIICHOYHBIX CPEJICTB

No OUO JomKHOCTh Yuenas Yuenoe
CTCTICHb 3BaHHE

1 | AampuanoBa [Ipodeccop kadenps! hapmarmm n.papm.H. | ipodeccop
l'anuna
Hukonaesna

2 | ITerpoB [Ipodeccop xadenpsr papmaruu n.bapm.H. | mpodeccop
AJtekcanip
IOpbeBny

3 | MenbHHKOBA npodeccop kadeaps! hapmanuu n.bapm.H. JOIICHT
Omnbra
AJIEeKCaHIPOBHA

@DoH/ OIEHOYHBIX CPEJCTB peleH3upoBaH: .hapMm.H., mpodeccop, Ctpycockas O.I.,
3aBenyromas kadenpoi ¢dapmaneBTHUecKod TexHoimorun M OuorexHosorun PI'BOY BO
Boal MY Munsapasa Poccun

®DoH/T OLIEHOYHBIX CPEACTB OOCYKJIEH M 0JI00peH Ha 3acenanuu kadenpsl ¢papmanuu oT «29»
mast 2025 r. npotokomn Ne 5.

@DOHJT OIIEHOYHBIX CPEICTB 00cykeH u oao0peH Ha 3aceqanuu MKC MHCTHUTYTa KIMHUYECKON
dapmakosnoruu u papmanuu ot «06» urons 2025 r. mpoTokon Ne 7.

®DoH/T OIICHOYHBIX CPEJCTB OOCYXJIEH W 0700peH MeToandecKoi KOMUCCUEH CIeMaIbHOCTe!
MarucTparypsl «4» ntonst 2025 r., mporokos Ne 5..




1. Koaudukartop
CTpyKTypHpOBaHHBINH TIepeueHb OOBEKTOB OIICHWBAHUS — 3HAHWW, YMEHMH, HaBBIKOB, yuuThiBaromuii tpeboBanuss ®I'OC, npencrasieH B
TadJme.
Kareropus | Konu Koz u Hunexe Tpynosoit | Ty makTHUeCKas Konrpoaupyembie 3YH, nanpasiiennnie Ha popmuposanue YK u IIK
(rpymnmna) HalMEHOBaHHE HalMEHOBaHHE dyHKIHH
KOMITETEHI] | KOMITCTCHITHI HWHAMKAaTOpa CAVUHHUIIA (YK, HK)
um JIOCTHXKEHUS
KOMIICTCHIINU
3HATDL YmMmeTh Baagerns
Cucre | [K-2 Cnocoben x| MJ-1IK- 02.016 HE 1 | Ilepconain. Iepconai. OOecneynBaTh HaBbikaMu opraHusariu
YIPaBIECHUIO 2.0pranmsyer, Cl02.7
MHO€ H | paGoramu Komrpomnpyer | C/03.7 IlonroroBka | OGsa3aHHOCTH COONIOIEHNE  TPaBUII | OOYYEHUS U aTTECTALMU
KPUTHY (vbapMauequecxo U OLIEHUBAET (];30011173 nepcoHaia. nepcoHana, HpOMLII.HJ'ICHHOfI nepcoHana,
u CHCTEMBbI IIPOLECCHI .
CCKOC KauecTBa tapmanestuuec | B/02.7 Pabora B JOJIZKHOCTHBIC TMTUCHBEL, OXpaHbI OIpCaACIICHUA
MBILIJIE | MPou3BoiCTBA KOH CHCTEMBI B/03.7 YUCTBIX OKDVIKAIOIIIEH chelbl
JIEKapCTBEHHBIX KayecTBa 02.011 WHCTPYKIHH. Hp asa Py m peael, HCO6XOIII/IMOCTI/I
HUEC CpenCTB; nekapcTBeHHpIX | B /01.7 IIOMCIICHUAX | IE€pCOHAJIA. TpyAaa, TCXHHUKHU | IPOBCACHUA
ITK-4 Crocoben K | cpencts. 02.010 II 0 .
OAroToBKa €30I1aCHOCTH, MCIOCMOTpa M JOITyCKa
YIPaBICHUIO N-2I1K- 2. D/02.7
mpoLeccamMmu [poextupyer nepcoHala. COCTaBJIATH InepcoHajila B  YHUCTBIC
rexaporsemmx | mpoueec Opramusaius OpraHH3ALMOHHO- MOMCIIEHHA,  KOHTPOIIS
CPEICTB; (bagmauesmqec o6yquH;1. ATTecTanus pacuopAauTCIbHYIO IMOBEACHU IICPCOHAIA B
KOH CHCTEMBI rnepcoHana. I[Qnch B | AOKYMCHTAIUIO B YUCTBIX MOMCIICHUAX
KadyeCcTBa Ha
(hapmareBTHUEC YUCTHBIC nomMeuieHus, | COOTBETCTBUU C
ﬁgz‘moﬂme MEIOCMOTpPHI, KOHTPOJIb | TOCYAAPCTBECHHBIMU
WA-3I1K- 3a COCTOsIHMEM | CTaHAApTaMM,
iﬁiﬁﬁ“ﬁﬁix. 3I0POBBSL. IpaBuia | IPOBOJUTE ATTECTALIMIO
OpHEHTHPOBAHH BXOJa/BbIX0OJ[a, JU4YHas | pabo4MX MecT,
oro
HUHCT Tax II XpaH
enemeHTa THTHEHA W OJeXKda CTPYK 0 OXpaHe
IV aHATH3a nepcoHana. [loBenenue | TpyZla U TEXHUKE
coero IepcoHaNa B YHUCTHIX | OE€30MaCHOCTH
KauecTBa u ITOMCIICHUAX. q)apMaHeBTI/ILIeCKI/IX
BBIABIICHILA paboOTHUKOB U
PHCKOB I10
Ka4ecTBy. BCIIOMOT'aTCJIBHOI'O
2 Moreer nepcomana
TIPUMEHUTD
TEOpeTHYCCKHE JIE 2 | Cucrema CtpykTypa OcymiectBaare  BBIOOD | CTanmapTHEIMU




¢dhyHIaMeHTaNbH
bIC 3HAHUS B
obnactu
tapmareBTHUEC
KoM
TEXHOJIOTHH,
tapmareBTHUEC
KOM XUMHUH,
(hapmaxonorum,
MHKPOOHOIOTH
u s

s dexTuBHOrO
obecreueHnn
HPOLIECCOB
KayecTBa
HIPOM3BOJICTBA
JIGKapPCTBCHHBIX
CpEICTB.
W-5T1K-2.
Opranusyer u
OLICHHBAET
pe3ysIbTaThl
ayJIuTOB
KayecTBa
(caMOMHCIIEKITN
i)
(apmaneBTHUec
KOro
HIPOHM3BOJICTBA,
KOHTPaKTHBIX
HIPOU3BOTHTEINE
i,
MOCTABIMKOB
CBIPbS U
MaTepHaJIOB.
WJI-6TTK-2.
Ananusupyer u
OLICHUBACT
COOTBETCTBHE
OCHOBHBIX
MPOLIECCOB
MIPOM3BOJICTBA U
METO/IOB
KOHTPOJIS
JIEKapCTBEHHBIX
cpelncTB
YCTAQHOBJICHHBI
M TpeOOBaHHAM
u

JOKYMEHTAI!
U Ha
MIPEeANPUATHI

JOKYMEHTaIUH.
Hepapxuueckas
CTpYyKTypa
JOKYMEHTaluU
CHUCTEMBI Ka4ecTBa.
JIOKyMEHTBI ~ IIEPBOTO,
BTOPOIO M  TPETHEro
ypoBHeEW. PykoBoncTBo
0 KadecTtBy. Buasl
JOKYMEHTALUU:
TEXHOJIOIMYEeCKas,
IIPOEKTHAs,
JOKyMEHTalus
OpraHU3alMOHHO-
pacrnopsauTenpHas,
BHEIIIHSSI HOPMATUBHAS.
O6mue MPUHIIUIIBI
YIPABJICHUS
JOKyMEHTaluen Ha
MPENNPUATHH.
TpeboBaHus K BeleHUIO
3aInCen. Buner
3amnucen

OKK,

METOJ0B yue€Ta n
COCTaBJIATb JOKYMCHTHI
10 y‘IGTHOfI ITOJIMTHKE,

UCIIOJIb30BATh
HOPMATHUBHYIO,
CIPABOYHYIO u
HAay4YyHyI  JUTEparypy
TSt pelieHus
npodeccrnoHaIbHBIX
3aj1a4, YMETh

0pOpMIISITH JTOKYMEHTBI
pasNMYHBIX  ypOBHEH,
NPUMEHSTh Pa3JINYHbIC
HOPUHLUIBL  YIPABICHUS
JIOKYMEHTalHUen Ha
HpPEANpUATHH,
coOmoaTh TpeOOBaHHS
K BEJICHHUIO 3aIucei

OTIepPaMOHHBIMU
poLeaypaMH 1o
OIIPEIICIICHUIO  TIOPSIJIKa
" 0(pOPMIICHHIO
JOKYMEHTOB, B  TOM
qucIie s JeKIapauu o
COOTBETCTBHH TOTOBOTO
MpOJyKTa TpeOOBaHUSM
H. HaBpixkamu
pa3paboTku,
COTJIaCOBaHWUS,
YTBEPIKIACHUS,
pacChUIKU, XpaHEHHS U
aHHYJTHPOBAHUS
JIOKYMEHTOB

JIE 3

ITomemenus
Ha
MPEATPUITHI
K4IT

Kommnekc 9ncThIX
nomemieHuit (KYIT).
Haznauenwue,
pacIoaoXeHue.
Marepuainst
KOHCTpyKUui. [lonstue
0 KOHTaMMHAII1H.
HasnaueHnmne cucteMsl
BEHTHIISIINY U

Ymerp oneHuBaTh M
yCTaHaBIIUBAThH
KJIIMMAaTHYECKUE
mapametpsl B KYIL
IIpoBoauTh
MOHUTOPHMHT  BO3JyXa
YUCTBIX  IOMEIICHHH,

MEepenagoB JABICHUS M
OCYILIECTBJISATD

HaBblkamu u3mepeHwns,
OLICHKM W  KOHTpPOJIA
[apaMeTPOB Pa3JIUYHBIX
ITOMELICHU I
(bapMareBTUYECKIX
NpPEANPUIATHI,, B TOM
qucIIe YUCTBIX
noMemennii, HaBbIkamu
obecrieyeHus




COBPEMCHHOMY
YPOBHIO
pasBuTHS
tapmareBTHUEC
KHX HayK.
NA-7TK-
2.0pranusyer
npouenypy
paccrenoBaHuit
o
OTKJIOHCHHSIM,
HECOOTBETCTBUS
M,
peKIaMarusaM
10 Ka4eCTBY.
WJI-8TIK-2.
Opranusyer
MOHUTOPHHT
00BEKTOB U
MPOLIECCOB
(apmaneBTHUec
KOTO
MPOU3BO/ICTBA,
YCIIOBUI
MPOU3BOJICTBEH
HOU cpelpl 11t
OLICHKH
COCTOSTHUS
(hapmareBTHUEC
KO CHCTEMBI
KavecTBa.
WJI-9TIK-2.
Odopmister
petnrenne 0
BBIIIYCKE CEpPHUHU
NPOIYKIUH B
oOparieHue uin
TSt
HCTIOJIb30BaHHUS
B KIMHUYECKUX
HCCIIEIOBAHUSX.
WJI-1TIK-4.
Bnaneer
MOPSIKOM
YTBEpIKICHUS
MIPOU3BOJICTBEH
HOM
JIOKyMEHTaIuH
tapmaneBTHUEC

KOHJIMIUOHUPOBAHUS. MUKpPOOHOJIOTUYECKUN | IPEANPUATHUS BOJIOM
Kinumaruueckue KOHTPOJIb BO3/1yXa. OUHIIEHHOM.
napametpsl B KUII.
Kpamudpukarms KUII.
MoOHUTOpPUHT BO3yXa
YHUCTBIX TTOMEIIICHUM.
JE 4 | TpeGoBanust | [IponsBoacTBeHHass U | YMeTh cocTaBisTh | HaBbIKaMu
K TEXHOJIOTMYeCcKas [POM3BOJCTBECHHYIO M | IOCTaJMMHOIO0 KOHTPOJISA
MIPOU3BOJICTB | TOKYMEHTALU. TEXHOJIOTHYECKYIO KauecTBa pH
E€HHOMY [TpombIICHHBIH JIOKYMEHTalU. YMEThb | IPOU3BOJICTBE u
mmpoueccy pErilaMeHT. IIPOBOJHNTH H3rOTOBJICHUU
TexHonmornueckue BHYTPUIIPOU3BOJCTBEHH | JICKAPCTBCHHBIX
unctpykiuu,  COllbl, | b1# KOHTPOJIb, | CPEICTB. Hasbikamu
pabourie HMHCTPYKIIMH, | CAHKIIHOHUPOBATH OLICHKHU BBITIOJIHCHUSI
MapuIpyTHas KapTa. | BBITYCK TMPOAYKIIMU Ha | TEXHOJIOIMYCCKUX
Jlocbe  Ha  cepmio. | cnenyrommii  nepenen. | uHcTpykuuii, COIloB n
OcHoBHBIE OpranunzoBath pabounx  MHCTPYKIUH.
TEXHOJIOTHYECKHE nojydeHue, xpanenue u | HaBbikamu
OTIepaIllH. y4er pa3IMYHbIX | HAECHTU(PHUKAIIUN
BHyTpunpousBoACTBEH | MaTepuagoB B | IPOAYKIMH,
HBI KOHTpPOJIb. Mepsl, | IPOU3BOJICTBEHHBIN MapKUPOBKH
NPUHHUMACMBbIC opu | mpouecc. YMeTp | MOJIYNIPOAYKTa 2|
BBIXOJIC MMAapaMEeTPOB 3a | MPUMEHSTh MOPSIOK | TOTOBOM MPOAYKIIUU.
periiaMeHTHbIE YHUYTOXKEHUS
3HAYCHHS. HETIPUTOJTHBIX
WNnentudukarus 1 | MAPKUPOBOYHBIX
MIPOCIIEKUBAEMOCTb. MaTepHuaioB
WNnentudukanmuonnpie
U CTaTyCHBIE€ dTUKETKH,
MapKHpOBKa
MOJTYTTPOJTYKTa u
TOTOBOM  MPOJAYKILHH.




KOTo
MPOU3BOJICTBA U
MOXET
OpraHu30BaTh
ee BBIIIOJIHEHUE
B YCJIOBHSX
MPEATIPUATHS.
NJI-2ITK-4.
IInanupyer
MpOBEJICHHE
COOTBETCTBYHOL]
ux pabot mo
BaJIUIAL[H
TEXHOJIOTHYECK
HX TIPOLIECCOB U
OCYLIECTBISIET
ob1iee
PYKOBOJICTBO U
OLIEHKOH
00beMOB
HCIIBITAHUH 10
BaJIUIAI[MH HA
MPEANPUATHH.
NJI-3TIK-4.
Opranusyer
XpaHeHHe
TOTOBOM
MIPOYKLIMH C
coOJII0IeHIEM
TpeOoBaHUIH
KauecTBa.
NO-4T1K-4.
Moxer
MPOBOAUTD
KOMILJIEKCHBIHN
aHanm3
JIeATETILHOCTH
COOTBETCTBYIOII]
€ro
NoJpa3/ieNIeHusl.
NA-5TIK-4.
Ocymectnisier
PYKOBOJZICTBO
paboramu mo
MOJITOTOBKE
MIPOU3BOJICTBEH
HOTO
NoJpa3AeNeHus
K

OTBETCTBEHHOCTH 3a
HaHECEHHEe, yJaJeHue
ATUKETOK. [lepBuuHbBIC
IICYaTHBIC
MapKHPOBOYHBIC
MaTE€pHUaJIbL.

IE 5

OO6mmme
TpeOOBaHUS

u obmue
TTOHSITHSI
HaIeXxaen
nmabopaTopHO
W  NpaKTUKH
EBPA33C

OO6mue TpeboBaHUs U
MIOHATHUS HAJUICKAIICH
1ab0paToOpHOit
MPAKTHUKH.
TepmuHonorus,
UCTIOJIb3yeMasi B
cucteMe GLP; Cucrema
o0ecrieyeHns: KauecTBa.
O06s3aHHOCTH
NepcoHasa,
OTBETCTBEHHOTO 32
o0ecIreYeHne KauecTBa.
[Iepconan
UCIBITaTETbHON
nabopaTopuH.
TpeboBanus k
1a00paTOpPHBIM
TTOMETLIEHUSIM.
TpebGoBanust k
000pyI0BaHUIO,
peaKTUBaM, XpaHCHHIO
ApXUBHBIX 3aMucei u
00pasmos.
CranpapTHbie
OTepaIioHHbIC
MIPOLIEYPHIL.

YmMmets
TpeOOBaHUS
HaJyleKalen
nabopaTopHOH
npakTuku. OneHuBaTh
COOTBETCTBHUE
TpeOOBaHUSIM K
J1a00paTOPHBIM
MTOMETICHUSIM,
000py/I0BaHUIO u
aApXUBHBIM 3aITUCSIM.
BeinonusaTe
CTaH/IapTHBIC
OTIepaIlMOHHBIE
IPOLIEAYPHI B
COOTBETCTBUU c
OpraHu3aIlMOHHON
JIOKYMEHTALUEH.

BBIIIOJIHATD

HaBrikamu OILICHKH
COOTBETCTBHUSl CHCTEMBI
oOecreueHUsT KadyecTBa
Ha IIPOM3BO/ICTBE
TpeOOBaHUAM
Haexanien
naboparopHoOit
MPaKTUKKA.  MeTogamu
COCTaBJICHHS
CTaHJIaPTHBIX
OIEPAIMOHHBIX
poreyp B
COOTBETCTBUU c
TpeOOBaHUSAMU

HaJIJIe)KAIEH MPAKTUKHY.




JIMIEH3UPOBAHU
10,
HMHCIEKTHPOBaH
UI0
OTpeOUTENIMU
u
roCy/lapCTBEHH
BIMI
HaJ[30pPHBIMI
OpraHaMH.
W-6I1K-
4.0cymectisie
T KOHTpPOJIb 32
opraHuzanuei
MOHHTOPHHTA
BeJICHUS
HIPOU3BOJICTBEH
HBIX 3aIuceii,
opraHuzanuei
paccienoBaHuii
O0OHApYKEHHBIX
OTKJIOHEHHH U
HECOOTBETCTBH
i
YCTaHOBJICHHbI
M TpeOOBaHUSIM
IIPOU3BOJCTBA
JIEKapPCTBEHHBIX
CpelcTB
WJI-7TIK-4.
Moxer
OpraHHU30BaTh
pa3paboTKy u
BHE/IPHUTD
HOBBIE
TEXHOJIOTHIECK
Ue peleHus
JUIst
ONTHMHU3ALUH
TEXHOJIOTHIECK
oro mporecca
JIEKapCTBEHHBIX
cpencTB
W-8I1K-4.
VYuacTByer B
OpraHu3aIyu U
MPOBEACHUN
MEpPONPUATHIA
T10 YIy4IIEHHUIO
KauecTBa

IIE 6

IIpaBuna
odopmiteHUs
pe3yAbTaTOB
HCCIIEIOBAHUI

[IpaBuna opopmienus
pe3yNbTaToB
HCCIe0OBaHUSI.
TpebGoBanust K
OTYETHOM
JOKYMEHTAI1H.
[IpaBuna Hanucanus
HUTOTOBOTO OTYETA O
pa3paboTke win
TECTUPOBAHUHU.
HNucnektupoBaHue.
AyauT HCCIIeTOBAaHUN.
HcnbiTatenbHbie
nabopaTopu B cepe
oOpalIeHus JIeKapCTB,
TpeOOBaHMS,
CTPYKTYpa.
PykoBoaurens
HCCTIeI0BaHMUS,
TpeGoBaHusl.

YmMmets
pe3yNIbTaThl
WCCJICIOBAHMSI,
OTUYETHYIO
JIOKYMEHTAITHIO.
dopmMupoBaTh
WTOTOBBIM  OTYET O
pazpaboTke WU
TECTUPOBAHUU JIC.
OnenuBath
COOTBETCTBHUE
PYKOBOJUTENS
WCCJICIOBAHHUSI
YCTaHOBJICHHBIM
TpeOOBaHUSM.

opopMIIATH

BCCTH

Hapikamu odopmiieHus
OTYETHOH

JOKYMEHTaLUU 0
pe3ysbrarax

HUCCIICA0OBAHUA nu
UTOTOBOTO  OTYETa O
pa3paboTke W

ucnpiTanusax JIC.




BBIITyCKaeMOM
MPOYKLHUH U
CHIDKEHUS ee
ce0ecTOMMOCTH.
W-9T1K-4.
Bnaneer
NPUHIMIAMH U
opraHuzanuei
TpaHcdepa
NepenoBhIX
TEXHOJIOTH
IIPOU3BOJCTBA
JIEKapCTBEHHBIX
CpPeJCTB.

Texnomorun

onenuBanng 3YH

IIpoBepka ycBoeHus HaBbIKOB. [loaroroBka pedepara UM BHIIOIHEHUE
nnauBuayanbHol YUPC. CamocrosiTenbHble padoThl. PyOeskHble 1 HTOTOBBIN
KOHTPOJIM B TECTOBOM U MUCbMEHHOH (popme.

3ayer.




2. ATTecTAMOHHbIE MATEPHAJIbI
2.1 TecroBble 3a1aHusA
Buvibepume ooun npasunvhwiii omeem
JlaiiTe mpaBUIILHOE ONPEACICHUE TEPMUHY.
1. dakTHYeCcKOe MECTO MPOBEACHHUS KiIMHUYecKoro uccienoanus. (I1K-2)
a. (apmanieBTHUECKAs] OpraHU3aALNS
b. MeauHCKMH LIEHTP
* €. HCCJIeI0BATEIbCKUH IEHTP
d. KOHTpOJIb KaueCcTBA
2. JlekapcTBeHHas (hopMa aKTHBHOI'O BelIecTBa WJIM IUIanedo, u3ydaemas WIM UCIOIb3yemasi
JUIsL  KOHTpPOJII B KIMHUYECKOM HCCJIEIOBAaHMM, B TOM 4MCIE 3apErMCTPUPOBAHHBIN
JICKapCTBEHHBIN TMPOJIYKT B Ciy4ae, €cld CIoco0 ero MPUMEHEHUS OTIUYaeTCs OT
YTBEPAKACHHOI'O, a TAK)Ke IPU €ro UCIIOJIIb30BAHUM 110 HOBOMY IOKA3aHUIO WM JUIS MIOJIyYEHUs
JIONOJTHUTEIBHOM HHPOPMAIIMH 110 YTBEpKAeHHOMY moka3anuto. (ITK-4)
a. MEAULIUHCKUM IPOAYKT
b. bapmarieBTHYECKHIT TOBAp
C. KOHTPOJIb KayecTBa
*d. UccaexyeMblii IPOaAYKT
3. JIroboe wuccinenoBaHue, MPOBOJUMOE C Y4YacTHEM YEJIOBEKa B KadecTBe CyObBeKTa JUIs
BBISIBJICHUSI WU TOATBEPXKACHUS KIMHUYECKUX W/WiIM  (papMakoioruueckux 3p¢exToB
UCCIIEIYEMbIX TIPOJYKTOB W/WJHM BBISABICHHS HEXKEIATSNbHBIX PEAKIUH Ha HCCIEayeMble
NPOAYKTHI, W/UIU HU3y4YEHUS MX BCACBHIBAHUS, paclpelesieHus, MeTaboiiM3mMa U BBIBEICHHUS C
IeJIbIO OIICHUTD UX 0e30macHOCTh u/uin d3PpPekTuBHOCTD. (ITK-2)
a. MHOTOIIEHTPOBOE KIIMHUYECKOE UCCIIeIOBAaHHE
b. MOHUTOpPUHT
*c¢. KiilnHH4YecKkoe ucnbpITaHue/ucejie10oBanmne
d. KOHTpOJIb KavYecTBa
4. dusznyeckoe U0 WK OpraHu3anus (KOMMepueckas, HaydHO-MCCIeI0BaTeIbCKas UIN UHAs),
KOTOpasi B paMKax J0roBOpa CO CIIOHCOPOM BBIMIOJIHAET OHY WM Oosiee U3 ero o0s3aHHOCTEN U
(yHKLHIT, CBI3aHHBIX C MPOBEICHUEM KIIMHUYecKoro uccieponanus. (ITK-4)
a. KJIMHUYECKOE UCIIBITAHUE/UCCIIeI0BaHUE
*b. KOHTpPaKTHas HCCIeI0BATEILCKASA OPraHu3alusl
C. UCCJIEIOBATEIbCKHM LICHTP
d. He3zaBucumpblit 5THYECKUN KOMUTET
5. Metoasl 1 Mepsl, SBJISIOUINECS YacTbi0 CHCTEMBbI 00ECIEYEHMsI KauecTBa M HCIIOJIb3yeMble
JUIS TPOBEPKH COOTBETCTBUS BBINOJHAEMbIX IpU TPOBEJIECHUM HCCIEIOBaHUS MPOLENyp
HpeBSIBIIEMBIM TpeOOBaHUsM K uX KadecTBy.(ITK-2)
a. CTaHJIapTHBIE ONEPALMOHHBIE TPOLIETyPHI
b. pangomuzanms
c. coOmoieHne TpeboBaHUM
* d. KOHTPOJIb KauecTBa
6. KoMuTer, KOTOPBI MOXKET OBITh OpraHW30BaH CIIOHCOPOM JJISi KOOPJAMHALIMU TPOBEICHHUS
MHOTOIIEHTPOBOTO KJIMHUYECKOoro uccienoBanus. ([TK-4)
a. KOHTPAKTHas UCCIIEI0BATENIbCKask OpraHU3aIUs
*b. KOOPAMHAIMOHHBI KOMHTET
C. MHOTOLIEHTPOBOE KIIMHUYECKOE UCCIIEI0BAHNE
d. MOHUTOPHUHT
7. CoxpaHeHue B TailHe OT HEYNOJIHOMOYEHHBIX JIMII HH(OpMAIUH, PUHAJIEKAIIEH CIIOHCODY,
WK UHGOPMAITUH, TIO3BOJISIFONICH UAeHTU(UIIMPOBATh CyOBbekTa uccnenoBanus. (ITK-2)
a. DKCIIEPTHBIN COBET OpraHU3aINH
b. coHCOp-HCcce0BaTENh
*c. KOHQUIEHIIUATBHOCTH



d. cyOBeKT/CyOBEKT UCCIIeIOBaHUS

8. KnmHnueckoe wucciaenoBaHue, MPOBOAMMOE IO €AMHOMY IPOTOKOIY Oojiee 4eM B OJHOM
UCCIICIOBATEIBLCKOM IICHTPE U, 3HAUUT, Oosiee ueM oaHuM uccienosatenem. (I1K-2)

a. KOHTPOJIb KauecTBa

*b. MHOTOIIEHTPOBOE KJIMHUYECKOE HCCJIeJOBAHUE

C. JOKJIMHUYECKHE UCCIIEA0BAHUS

d. obecrneuenue kauecTna

9. JlesaTenbHOCTh, 3aKIIOYAIOIIAsCS B KOHTPOJE 3a XOJOM KIMHHYECKOTO HCCIICIOBAHMS,
obecreueHn: ero MpoBeeHUS, cOOpa JaHHBIX U MPEICTABICHHS PE3yIbTaTOB B COOTBETCTBUU C
MIPOTOKOJIOM, CTAHJIAPTHBIMH OIEPAIMOHHBIMH TPOIEAYypaMH, HaJIeKaAIIEH KIMHUYECKOU
npaktikoi (GCP) u HopmaruBHbiME TpeOoBanusmu. (ITK-2)

a. KIIMHUYECKOE UCIIBITaHNEe/HCClIeq0BaHIe

b. HajuIeKAIIas KIMHUYECKas TIPAKTHKA

*C. MOHUTOPHHT

d. KOHTpOJIb KaUYecTBa

10. Cranpapr IUIaHUPOBaHHUSA, OpraHU3allMd, [POBEIEHUS, MOHUTOPHHIrA, ay[IuTa,
JOKYMEHTUPOBAHUS KIMHHYECKUX HCCIICOBAHHMMA, a TaKKE aHalM3a W TPEICTABJICHUS WX
pe3yNbTaTOB, CIY)KAIlUi TrapaHTUEd JOCTOBEPHOCTH W TOYHOCTH MOJNYYEHHBIX NaHHBIX U
MPEJICTABICHHBIX PE3yJIbTaTOB, a TaKKe OOCCICUMBAIOIINK 3allUTy TIpaB, 370POBbS U
KOH(HUACHIIMATBHOCTH CyObekTOB HccienoBanus. (ITK-4)

* a. HaJlJIesKAIAs KIMHUYECKasi MPaKTHKA

b. MOHUTOPUHT

C. UCCJIEIOBATEIbCKHUM LICHTP

d. uccrnenoBaTeNb/opraHu3amnms

11. OTHOCUTENBHO  MPEAPETUCTPAIMOHHOTO  KJIWHAYECKOTO  MPUMEHEHHS  HOBOTO
JICKaPCTBEHHOTO TMPOAYKTAa WJIM €ro MPUMEHEHHUS IO HOBBIM IOKa3aHHSIM, OCOOCHHO €clid
TEpareBTHYECKUE J03bl TOYHO HE YCTAHOBIICHBI, - BCEC HETAaTHBHBIC DPEAKIUH, CBSI3aHHBIC C
MpUMEHEHHEM JIt000# J103bl JIEKApCTBEHHOTO MpoAyKTa. TepMuH "CBSi3aHHBIE C MPUMEHEHUEM
JICKapCTBEHHOTO TPOAYKTA" O3HAYaeT, YTO CYIICCTBYET XOTS Obl MUHHUMAabHAs BO3MOXHOCTH
HAIUYUS ~ TPUYUHHO-CICJICTBEHHOW  CBSI3M  MEXIY  JIEKapCTBEHHBIM  MPOAYKTOM U
HE)KEJIaTeIbHBIM SBJICHHUEM, T.€. B3aUMOCBsI3b He uckimoueHa.(I1K-4)

* a. HexKeJlaTeIbHAS PeaKkius

b. HexkenaTeIbHOE SABJICHHUE

¢. T0OOYHOE JIeHCTBUE

d. HempenBHUICHHAS HEXKENAaTeIbHAS PEaAKIIHS

12. Jlroboe BBIIBIEHHOE Yy TMallME€HTa WM CyObeKTa KIMHUYECKOTO HCCIIEOBAHMS TOCTE
MPUMEHCHUS JICKAPCTBEHHOT'O IPOJYKTa HEOIAronmpusITHOE C MEAWIIMHCKOW TOYKH 3pEHUS
coOBITHE, KOTOPOE MOKET W HE HMMETh MPUYMHHO-CIEJACTBEHHON CBS3H C €ro MPUMEHEHHEM.
Takum  oOpaszom, MOXXET  TPEJCTaBIsATH  co0oi 000
HEONMaronpusATHBIA CUMITOM (BKJIIOUasi OTKJIOHEHHE JabOpaTOpHOTO TMOKa3aTelss OT HOPMBI),
k)ao0y wiau 3a0o0JieBaHWE, BpEMs BO3HHKHOBCHHSI KOTOPOTO HE HCKIIOYaeT MPHYUHHO-
CIIEICTBEHHOW CBS3M C TIPUMEHEHHEM JIEKAPCTBEHHOro (UCCIIEyeMOro) TMpPOIyKTa BHE
3aBUCUMOCTH OT HAJIMYMSI WM OTCYTCTBUSA Takou cBsi3u (cMm. pykoBojactBo ICH "Ormenka
JAHHBIX 10 KIMHUYECKOW 0€30MacHOCTH: TEPMUHOJOTHS U CTaHAAPTHI IKCIPECcC-0TYeTHOCTH").
(TIK-4)

* a. HexKeJIaTeJIbHOE sIBJICHHE

b. HexenarenbHasi peakuus

c. T0OOYHOE JIeHCTBUE

d. HenpenBHUICHHAS HEXKeNaTeIbHAs PeaKIIHs

13. He3aBucHMBINf KOMHUTET, KOTOPBII MOXET ObITh 00pa3oBaH MO WHHUIIMATHUBE CIIOHCOpA IS
MIEPHOMYECKOTO PACCMOTPEHHUS X0/ KIIMHUYSCKOTO HCCIISIOBAHUS, JAHHBIX TT0 0€30MacHOCTH
W/WIA OCHOBHBIX MapamMeTpoB 3(PQPEKTUBHOCTH, a TaKkKe JJs BBIPAOOTKH PEKOMEHJIAIUi




CIIOHCOPY O 1eIeco00pa3HOCTH MPOJIOJDKEHUS, MPEKPAIICHUS UCCIICOBAHUS WM BHECEHUS B
Hero m3menenuii. (ITK-2)

* a. He3aBHCHMBIH KOMHUTET 110 MOHUTOPUHTY TaHHBIX

b. He3aBUCUMBII STUYECKHI KOMUTET

C. HaJyIeKaIIasi KIIMHUYECKasi IPAKTHKa

d. HopmaTuBHBIE TPEOOBAHUS

14. HeszaBucumblii opraH (SKCHEPTHBIA COBET WJIM KOMMTET, JCUCTBYIOIIMA Ha YpPOBHE
OpraHu3aly, PErHOHAJIbLHOM, HALIMOHAIBHOM WM MEXIYHAPOIHOM YPOBHE), COCTOSILIUN W3
MEIWIIMHCKUX PAOOTHUKOB, a TaKXKE JUI, HE MMCIOIIUX OTHONICHHUS K MEIWIIMHE, KOTOPBII
ofOecrieunBaeT 3alIUTy IMpaB, Oe30MacHOCTH M OJaronoiayuduss CyObEKTOB HCCIEAOBaHUS U
BBICTYNAeT Il OOIeCTBa TapaHTOM TAaKOW 3allWThl, B YaCTHOCTH IIyTEM pPacCMOTPEHHUS,
YTBEPKACHUS/OMOOpPEHHsI ~ MPOTOKOJIA  HCCIENOBaHMs,  KaHAWOATYp  MCCIelIOoBaTeNel,
UCCIICIOBATEIILCKUX IICHTPOB, a TaK)Ke MaTepUAIOB W METOJOB, KOTOpBIC MPEAIoIaraeTcs
MCIIOJIb30BATh JJIS MOJIyUYEHUSI U JOKYMEHTHPOBAHUS MH(GOPMUPOBAHHOTO COTIacus CyOBbEKTOB
uccnenoBanus- 310 (I[1K-2)

* a. He3aBUCHMBIi 3 THYECKHIT KOMUTET

b. He3aBucHMBIii KOMUTET 110 MOHUTOPUHTY JTAHHBIX

C. HaJyIeXKaIlasi KIIMHUYEeCcKas MPaKTHKa

d. yrmosHOMO4YEHHBIE OpraHbl

15. dusnueckoe M0, HEMPUYACTHOE K MPOBEICHUIO0 KIMHUYECKOTO MCCIEA0BaHUSA, HA KOTOPOE
HE MOT'YT OKa3aTh JaBJCHUE YYaCTHUKU KIIMHUYECKOTO MCCIIEIOBAHUS U KOTOPOE B Cydae, eciu
CyOBEKT MCCIIEJOBaHMS HIIM €r0 3aKOHHBIM MpeACTaBUTEIh HE YMEET HIIM HE MOXKET YWTaTh,
MPHUCYTCTBYET BO BpeMs IMOJIydeHUsT WH()OPMUPOBAHHOTO COIJIACHS, a TAK)KE 3aYUTHIBACT TCKCT
WH(OPMUPOBAHHOTO COTJIacUsl W JIOOBIE ApPyrue MpefocTaBisieMble CyOBEKTY HCCIETIOBaHUS
nrcbMeHHbie Matepuanbl. ([1K-4)

a. He3aMHTEPECOBAHHBIN CBUIETENb

b. couccnenoBarenn

C. CIIOHCOP-HCCIIeI0BATENb

d. cioncop

2.2 Temsl pedepaTHBHBIX H HAYYHO-MCCIEI0BATEIbCKHX PadoT

[To xemaHuio 00y4yaromIerocsi MOKET ObITh MOJATOTOBJIEH MPOEKT, OPOPMIICHHBII B BUE
pedepaTuBHOM YacTu M MPAKTUYECKON (aHATUTUYECKO) 4acTH, HalpuMep:
1. OcHoBHbIe npuHIMIEl U TpeboBanus GCP. (ITK-2)
2. bruodapmaneBTrueckas cucteMa kinaccudukaimu padorarorux Berects. (ITK-2)
3. TepmuH «BHO’KBUBAIIEHTHOCTHY, €T0 ornpenenenne. GakTopsl, 00yCIaBIMBAIOIINE
HE00XO0/IMMOCTh MPOBEICHHS H3yueHNEe OMOIKBUBATIEHTHOCTH BOCIPOU3BOIUMBIX
npenaparos.([1K-2)
4. MeTo/ipl YCTAaHOBIICHHUS SKBUBAJICHTHOCTH T'€HEPUYECKHX JieKapCcTBeHHbIX cpeacTs.(I1K-2)
5. JlexapcTBEHHBIE CPENICTBA, U1 KOTOPBIX HEOOXOIMMO IPOBOIUTH UCCIICTOBAHIE
ounoskBuBasieHTHOCTH. ([TK-4)
6. OcHOBHBIE TpeOOBaHMS K CpaBHUTEIBHBIM HccienoBanusiM in (ITK-4)itro.(ITK-4)(ITK-2)
7. Tunbl 3asBICHUI O perucTpanyn JekapcTBeHHbIX cpeacts.(I1K-2)
8. CTpykTypa perucrpannonaoro gocee.(I1K-4)
9. OcHoBHBIE TpeOOBaHUS K PETUCTPALIMOHHBIM MaTepHaliaM. (TIK-2)
10. TpeboBanusi kK MapKUpOBKe JekapcTBeHHbIX cpencts (ITK-4)

2.3 KoHTpoabHbIe BONPOCHI I CAMOCTOSTEILHON MOAT0TOBKH
1. DTamnbl )KM3HEHHOTO IMKJIa JeKapcTBeHHBIX cpencts. (ITK-2)
2. Kiaccugukariys JTeKapCTBEHHBIX CPEJCTB 10 npupoje npoucxoxaeHus.(ITK-2)
3. ®U3HKO-XMMUYECKHUE TapaMeTPhl JIEKAPCTBEHHOT'O BEILECTBA, BIMAIONINE Ha OMOIOCTYITHOCTh



JeKapcTBEHHOTO BemecTBa cpenctaa.(I1K-4)

4. PacTBOpUMOCTH JCHCTBYIOIIETO BEIIECTBA, KiIacCHU(UKAIUSA BEIIECTB MO PACTBOPUMOCTH
coryacHo ['®.(ITK-4)

5. Jluno¢punbHOCTh AEHCTBYIOIIETO BEILECTBA, KiIacCU(UKALUSA JEHCTBYIOIMX BEIIECTB I10
munodmibHocTH.(ITK-4)

6. Pasmep uacTuil AeHCTBYIOLIETO BEIIECTBA, UX BIMSHHME HAa OMOJOCTYIHOCTh JIEKAPCTBEHHOIO
cpencraa.(I1K-2)

7. X¥panbHOCTh BEILECTB, BIUSHUAE HAa OMOJOCTYITHOCTD JiekapcTBeHHOTO cpeacTaa. (ITK-4)

8. OOmume TpeOoBaHUS K BBIOOPY BCIIOMOTaTeNnbHBIX  BemiecTB. Kitaccudukamus
BCIIOMOTaTeNIbHBIX BEIIECTB 10 (HYHKIMOHAIBHBIM NpeaHazHadeHus M. (I1K-2)

9. [IlepedyeHb BCIIOMOTATENbHBIX BEIIECTB, KOTOpbIE CIEAyeT YyKa3aTh Ha YINaKOBKE
aekapcTBeHHOT0 cpeactra.(I1K-2)

10. M30bITOK  JACWCTBYIOLIETO  BEIIECTBA, OINpENeleHHWE TEpMHUHA;  Kiaccuukanums
n3aumkoB. (ITK-2)

11. O6mmue TpeboBanus ['® k KOHTEHHEpaM M PE3MHOBBIM YKYIOpouHbIM cpenactBam. (ITK-4)

12. OcHOBHBIE NPUHIMIIBI BBEJCHHUS AHTHUMHUKPOOHBIX KOHCEPBAHTOB B JKUIKUE U MATKUE
JIeKapCcTBEHHBIC (POPMBI BO BpeMsi (papmanieBTHYecKoil pa3padorku (ITK-2)

13. daxTopsl, BIAUSIOIINE HA IPOTHBOMUKPOOHYIO aKTUBHOCTH KOHCcepBaHTOB. (ITK-4)

14. Knaccudukarus koncepantos.(I1K-2)

15. Knaccudukarys aHTHOKCHAAHTOB 110 npuHuuiy aesHus. (ITK-2)

16. Ocobennoctu (hapManeBTHUECKOW pa3padOTKH PEAKHX JIEKApCTBEHHBIX CPEICTB IS
opanbHoro npuMeneaus. (ITK-4)

17. OcobeHHocTH (hapManeBTHUECKOW pa3padOTKU KUIKUX JIEKAPCTBEHHBIX CPEICTB JUIS
napenTepanbHoro npumenenus. (ITK-4)

18. OcobeHHOCTH (hapMarleBTHYECKOH pPa3pabOTKU JICKAPCTBEHHBIX CPEICTB JUIS IUANH3a U
remoauanuza.(I1K-4)

19. O6mmue ocobeHHOCTH (hapMareBTHUECKOU pa3padboTku TadseTok.(I1K-2)

20. O6mwme ocobeHHoCTH hapManeBTHYeCKO# paspadboTku kancyi (ITK-4)

21. Ha3nauenue tecta "pacTBopeHue" B ¢apmaiieBTHUUYeCcKOil pa3paboTke. [Ipubopsl, KOTOpHIE
UCIIOJIB3YIOT B TecTe «pacTBoperuey.(I1K-2)

22. OcobenHoctu Tecta «PacTBopeHue» Mg JO3MPOBAaHHBIX JIEKAPCTBEHHBIX (oOpM C
TPaJUIIMOHHBIM, OTCPOYCHHBIM U MTPOJIOHTUPOBAHHBIM BbICBOOOXK IeHUEM. (TTK-4)

23. Krnaccudukanus u (GYHKIMM BCTIOMOTAaTENbHBIX BemiecTB coracHo ['®D, koropsie
UCIIOJIB3YIOTCSI B ipon3BoicTBe Tabetok. (ITK-2)

24. OcobeHHOCTH (hapMalleBTHYECKOM pa3pabOTKu TpaHcAepMabHbIX tuiacTeipeit. (ITK-4)

25. Knaccugukanus J1eKapcTBEHHBIX CPEACTB A MHTaIIMA. OO1ecTBeHHas YepTa MOPOIIKOB
nuist uarassinuii. ([K-2)

26. TpebGoBaHus HaJUIekalleil MPOU3BOACTBEHHON NPAaKTUKKM K OINEpalusM I0 YIAKOBKE,
yIaKOBOYHBIM MaTepHaliaM, IIe4aTHOro ynakoBouHoro marepuana. (ITK-2)

27. TpeboBaHMs HaAJeKalled MPOU3BOACTBEHHON MPaKTHKU K MepepaboTke OTOpakoBaHHOU
NPOIYKIIUH U Bo3BpamieHHon npoaykiun.(ITK-2)

28. Obume TpeboBaHMs K MPOU3BOJACTBY CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUHU
¢ npaBwiamu GMP.(TTK-4)

29. O6ue TpeOoBaHMS K MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB U3 PACTUTEIHHOIO CHIPhS B
cootBeTcTBUH ¢ npaBuaaMuGMP. (ITK-4)

30. O6mue TpeOoBaHMS K IMPOU3BOJACTBY KHUJIKOCTEH M MSATKHMX JIEKAPCTBEHHBIX CPEJCTB B
cootBeTcTBUH ¢ npaBuiaamMu GMP.(ITK-4)

31. Pa3nmensl nocke npousBoacTBeHHOTO yuacTka.([1K-4)

32.  Bumel TOpoOW3BOJACTBEHHBIX  JOKyMeHTOB. OOmme  TpeOoBaHUS  HaJyIeKaIen
IPOM3BOJICTBEHHOM MPAKTUKH K COCTABJICHUIO JOKYMEHTAIMH TeXHosoruueckoro npouecca(I1K-
4)

33. Buasl cnenudukanmii. Conepxanue crenupuKanui Ha HWCXOAHOE ChIPbE, YHNaKOBOYHBIE



MaTepualibl, IPOMEKYTOYHOE U Hepac(haCOBaHHYIO MPOAYKIIHIO, TOTOBYIO MpoayKiuio,(I1K-4)
34. Copeprkanue nmpousBoacTBeHHOM perentypsl (ITK-4)

35. ConeprkaHue TEXHOJIOTUUECKUX HHCTPYKIUH, MHCTPYKIUH 110 yriakoBke, (ITK-4)

36. TpeGoBaHusi K COCTaBJICHHIO MPOTOKOJOB IPOU3BOJICTBA CEPUU U IMPOTOKOIY YHAKOBKU
cepuu. (ITK-4)

37. IIpoTOKOJIBI TUCTPUOYLIHNHU, X CoAep:KaHue u npeanasHaycuue. (I11K-4)

38. Buabl AeATENbHOCTH, KOTOPBIE MOTYT MPOU3BOAUTHCS MO KOHTPAaKTy. OCHOBHON MPHHLIUI
npoBeaeHus padbot mo koutpakry. (ITK-4)

39. O6s3anHOCTH 3aKa3zunka u VicromHuTeNs 110 MPOU3BOJICTBY B pamKkax KoHTpakTa. (I[1K-4)

40. TpeboBanus Kk a0OpaTOpPUsM, BBINOJHSIOMIKUM pPabOTHl MO KOHTPOJIIO KauecTBa
JekapcTBeHHbIX cpeacTs. (ITK-4)

2.4. llpumepsbl OWIIETOB 1JISI UTOTOBOM aTTECTAIMU
1. DTanbl )KH3HEHHOI0 HUKJIA JieKapcTBeHHBIX cpeacTB. (ITK-2)
OrtBer:
JKvi3HEeHHBII LHKI JIEKapCTBEHHOTO CPEJCTBA BKIIIOYAET HECKOJBKO STaroB, KOTOPHIE
BEChbMa BaXXHBI 15 oOecrieueHus 6ezonacHocTy U 3G (ekTuBHOCTH npenapara. OCHOBHBIE TAIlbl
YKU3HEHHOTO IIMKJIA JIEKapCTBEHHOTO CPEACTBAa OOBIYHO BKIIIOUYAIOT B CeOs CIEAYIOIIHE:

1. HccnemoBanuss u pa3paboTKa: Ha 3TOM JTane MPOBOMATCS HUCCIEI0BaHUS,
HalpaBJICHHbIE Ha BBIABJIEHHWE U IPOBEPKY HOBBIX IpenaparoB. Bkimiouaer B ceds
NPEAKIMHUYECKUE U KIMHUYECKHE HCCIENOBAHUA, a TAKXKE DKCIEPUMEHTHl HAa JXUBOTHBIX U
W3Y4YEHUE UX BIMSHUSA HA YEJIOBEYECKUNA OPraHU3M.

2. Peructpanus 1 paspelieHre Ha MpoJaxy: MOcCJe YCIEIHOTIO 3aBEPUICHUS] KIMHUYECKUX
UCTIBITAHUN M TMOATBEpXkAeHUs 3(p(eKTUBHOCTH M 0G€30MacHOCTH Ipenapara, JIEKapCTBEHHOE
CPEICTBO MOXKET OBbITh 3aperuCTPUPOBAHO U TOJIYYUTh pa3pellieHue Ha NpOoAaxy OT
peryaupymomero opraHa (Hanpumep, PenepanbHoi ciaykObl 1O Haa3opy B cdepe
31paBooXpaHenus B Poccun).

3. Ilpon3BOACTBO M KOHTPOJIb KauecTBa: Ha ATOM JTale MPOU3BOAUTCS MAaCcCOBOE
MIPOU3BOJICTBO JIEKAPCTBEHHOI'O CPEACTBA CO CTPOTUM COOJIIOJIEHUEM TpeOOBaHMM KaudecTBa,
CTaHJApTOB M PEryJIsATOpHBIX HOpM. KOHTponb KauecTBa BBIMyCKaeMbIX MapTUH Iperapara
OCYIIIECTBIISIETCS 1151 00eCIeUYeHNs COOTBETCTBUS CHEIM(PUKALIUSIM.

4. MapKeTUHT M NPOJaKu: MOCJe MPOXOXKIAEHUS BCEX HEOOXOIMMBIX 3TAIoOB Ipernapar
FOTOB K BHEAPEHUI0 Ha pPBIHOK. MAapKETUHIOBBIE CTpaTeTuH, pEKJIaMHble KaMIaHUU U
JUCTpUOyLKs penapaTa CocoOCTBYIOT €ro YCIEeIHOW KOMMepIHaT3aIiH.

5. Wcnonp3oBanue U HaOJIOJIEHUE: MOCJE BHIIYCKA HAa PHIHOK JIEKAPCTBEHHOE CPEACTBO
OpUMEHseTCs NalMeHTaMu ToJ] KOHTpoJsieM Bpaueil. OTdyeTsl 00 3 PEeKTUBHOCTH U BO3MOKHBIX
1no00YHbIX 3P (eKTax MOTryT ObITh OTHPABICHBI MPOU3BOJUTENIO, PETYISTOPHOMY OpraHy WU
JPYTUM MEIUIMHCKUM YUYPEKICHUAM /sl HaOM0JeHHUs 32 0€30MacHOCThI0 U 3(h(hEeKTUBHOCTHIO
npernapara.

6. Omenka Oe3omacHOCTH U S()PEKTUBHOCTU: B XOJ€ NATHHEHUIIEro HCIIOIb30BAHUS
npernapara MpOBOJATCS OLIEHKH ero 0e30macHOoCTH M 3(P(EKTHBHOCTH B pEaNbHBIX YCIOBHUSX.
Ecnu oOHapyxuBaroTcsi HOBbIE TOOOYHBIE 3((HEKTHI UM MPOOIEMBI, MOTYT OBITH MPEIIPUHATHI
JTanbHEWIINEe Mephl, BKJIIOYAas W3MEHEHHE PEKOMEHJALMH MO MPUMEHEHUIO WIM JaXKe OT3bIB
npernapara ¢ pbIHKa.

Kaxx1p1i1 M3 3THX 3TaIoB SIBISETCS BAXKHOW YaCThIO KU3HEHHOIO IMKJIA JEKAPCTBEHHOIO
CpeAcTBa W HampaBlieH Ha oOecrieyeHHe O0e30MacHOCTH U A(PQPEKTUBHOCTH IMpernapara B
MHTEpecax MalrueHTOB U 00IECTBA B LIEJIOM.

2. Knaccudukanus JieKapcTBEHHBIX CPeACTB Mo npupoe npoucxoxienus.(I1K-2)
Ortser:



JlekapCTBEHHbIE CpEACTBA MOXKHO KJIACCU(HUIMPOBATh IO PA3IMYHBIM KpPUTEPHUSIM,
BKJIIOYas IPHUPOJY HX MPOUCXOXKJIEHHs. BOT OCHOBHBIE KilacCM(PMKALMU JIEKapCTBEHHBIX
CPEICTB IO IPUPOE IPOUCXOKACHHUS:

1. CuHreTHueckue JEKapCTBEHHbIE CpEACTBA: O3TH IIpenaparbl pa3padaThIBAIOTCS C
IIOMOUIbI0 XMMUYECKUX IIPOLIECCOB U CUHTE3a PaA3IMYHbIX coeluHeHuil. OHu co3jnarTcs Ha
OCHOBE MCKYCCTBEHHO CHHTE3MPOBAHHBIX BEILECTB U MOI'YT UMEThb Pa3juuHble (OPMBI, TaKue
KaK TaOJIeTKH, KaIlCyJbl, MHBEKIIUH U APYTHE.

2. PactuTenbHble JIEKAPCTBEHHBIE CPEICTBA: 3TO JIEKAPCTBEHHbIE MPOAYKTHI, MOTYYEHHbIE
U3 PACTUTEIBHBIX MAaTEPHAJIOB, TAKUX KaK JIMCThSl, KOPHH, CTEONM WM IIBETHl PACTECHUI.
PacTturenbHble JIeKapCTBEHHBIE CPEJCTBA MOT'YT OBITh KaK HAaTypalbHBIMM, TO €CTh HCIIOJIb3Ys
pacTeHusi B CBOEM IME€PBOHAYAIBHOM COCTOSIHUH, TaK M MOJTYYEHHBIMU M3 PACTUTEIBHOTO CHIPbS
IIyTeM BbIIETICHUS U 00paOOTKU aKTUBHBIX KOMIIOHEHTOB.

3. XXuBoTHBIE JIEKapCTBEHHBbIE CPEACTBA: 3TU INpenaparbl NOJYy4YalOT W3 TKAHEH WM
CEKPETOB KHMBOTHBIX. lIpuMepbl TakuxX JEKAPCTBEHHBIX CPEJICTB BKJIIOYAIOT IPENaparsl,
MOJIyYECHHBIE U3 )KETyeH *KBauHBIX )KUBOTHBIX MM U3 ONPEACICHHBIX BUIOB PHIO.

4. MukpoOHble JIeKapCTBEHHbIE CpEJICTBA: 3TO Ipernaparbl, IOJyYCHHbIE U3
MHUKpPOOPIraHU3MOB, TaKMX Kak OaKTepuu, IpuObl WM BUPYCHl. DTH IpenapaTbl MOT'YT OBITb
€CTeCTBEHHbIMH (HAaNpUMep, AaHTUOMOTHKH) WJIM CO3JaHHBIMM HAa OCHOBE HW3MEHEHHBIX
MHUKPOOPTraHU3MOB C UCIOIb30BaHUEM OMOTEXHOJOTUYECKMX METOJIOB.

5. buonoruueckue JEKapCTBEHHbIE CpEACTBA: 3TO Ipernaparbl, OCHOBAaHHbIC Ha
OMOJIOTUYECKUX MOJIEKYJaX, TAKUX Kak Oenku uin anTutenaa. OHU MOTYT OBITh TOTYYEHBI ITyTEM
OMOTEXHOJIOIMYECKUX MPOLIECCOB, BKIKOYAs TEHETUUECKYIO HHKEHEPHIO.

BaxxHO OTMETUTH, YTO HEKOTOPHIE JEKAPCTBEHHBIE CPEICTBA MOTYT COYETATh HECKOJBKO
BUJIOB IPOMCXOXAEHUS WM BKJIIOYATh KOMIIOHEHTHI M3 Pa3HbIX MCTOYHHMKOB. Kaxiplii TN
JICKApCTBEHHBIX CPEICTB MMEET CBOM OCOOCHHOCTH, MPEUMYIIECTBA U OTPAaHHUYCHHsSI, U BHIOOp
OIpEeIeIEHHOr0 MperapaTa 3aBUCUT OT KOHKPETHBIX MOTPEOHOCTEH MalMeHTa U peKOMEHIaluii
Bpaua. Bce nekapcTBeHHBIE CpeicTBa AOJDKHBI POXOJUTh CTPOTHE MCIIBITAaHHS U PETHUCTPALIUIO,
4TOOBI 00ECIIEYUTh UX 0€30MacHOCTh U A (PEKTUBHOCTS.

3.JIlunopujabHOCTH JeCTBYIOIIEr0 BellecTBa, Kiaccu(puKanus AeiicTBYIOIIMX BellecTB M0
aunopuasnoctu .(ITK-4)
Otsert:

JIMnopuIbHOCTh  JACWCTBYIOLIET0  BEIeCTBA O3HAYaeT €ro CHOCOOHOCTh  OBITh
PacTBOPUMBIM B JIMITH/IAX WM KHpax. JIMOGUIBHOCTD SABISETCS BaKHON XapaKTEPUCTUKOM TSt
OIICHKH aJIMUHUCTPATUBHON (HhapMaKOKUHETHKHU (TPOIECCOB, CBS3aHHBIX C TMOTJIOIIEHUEM,
pacripenenenneM, MeTaboIM3MOM | BBIBEICHHEM JICKAPCTBEHHBIX NIPEMapaToB) U MOXKET CHIIBHO
BIUATH Ha () (PEKTUBHOCTH U 6€30MaCHOCTh MPUMEHEHHUS JeHCTBYIONIETO BEIIECTBA.

JleiicTByIOIME BEIIECTBA MOKHO KJIacCU(ULMPOBATH MO JUNOPUILHOCTH HA OCHOBE MX
kodd¢uimenta pacnpenenenus oktanon/Boga (logP) wnmm xoaddunmenta pacmpeneneHus
okTaHoi/0ydep okonomnazMatudeckor kuakoctu (logD). Koapdunument pacnpenenenus
MOKa3bIBAET, HACKOJIBKO JIEHCTBYIOIIEE BEIIECTBO MPEANIOUUTAET NPeObIBaTh B JUIUIHON cpene
(OKTaHOJT) IO CPAaBHEHMIO C BOJIHOM CPEION MM OKOJIOTUIa3MaTHIECKOMN KHUIKOCTHIO.

B cootBercTBUM ¢ kimaccudukanuei TUNO(GUIBHOCTH, JEHCTBYIOIIME BEIIECTBA MOTYT
OBITH pa3eTICHBI Ha CIECAYIONIHE TPYIIITHL:

- T'unpodunpHeie: AEHCTBYIONIME BEIIECTBA C OTPUIIATEIHHBIMU 3HauUeHUsIMU logP nmm
logD. OHE OOBIYHO XOPOIIO PACTBOPHMBI B BOJE, HO IUIOXO TNPOHUKAIOT Yepe3 JIMMHUIHBIC
MeMOpaHbl. Takue BelmecTBa, Kak HU3KOMOJICKYIISIPHBIE MENTHABI U THAPO(HUIBLHBIE TTOIUMEPHI,
OTHOCSITCS K 3TOU TpyIIIIe.

- YMepeHHO NUMoQUIbHbIE: TEHCTBYIOIINE BEIIeCTBa ¢ HU3KUMH 3HaYeHusIMH logP nmmn
logD B nuamazone ot 0 1o 3. OHM 00s1a1aI0T CpeHEN CTOCOOHOCTHIO PACTBOPSITHCS B TUMUIAX U



MOTYT IIPOHUKATh Yepe3 JIMMUAHBIE Oaphephl, OTHAKO WX MPOHUKHOBEHHUE MOXKET OBITh HE TAKUM
3 pexTUBHBIM, KaK y Oosiee TUTTODUITBLHBIX BEIIECTB.

- JlunodunbHble: neHCTByIOIIME BellecTBa ¢ BBHICOKMMHU 3HaueHusiMH logP wmmm logD.
OHM OTJIIMYHO PACTBOPUMBI B JIMIIKAAX M MOTYT IPOHHMKATh 4epe3 JMIUAHBIE MEMOpaHBI C
JIETKOCTBHI0. BOJBIIMHCTBO JIEKAPCTBEHHBIX MpenapaToB MpUHAATIESKAT K 3TOU TpyIIIe.
Knaccudukamuss mo naunoduibHOCTH JEHCTBYIOIIMX BEIIECTB IOMOTaeT QapMaleBTaMm,
dapmakosoraM M JAPYrUM HCCIENOBATEISIM JIEKAPCTBEHHBIX IPEnapaToB IMPEICKa3bIBaTh WX
(apMaKOKMHETHYECKHE CBONCTBA, BKJIOYAst CKOPOCTh U CTEIECHB MOTJIOMICHHSI, PaclpeielicHHe B
OpraHu3Meé ¥ CKOPOCTb BBIBEACHHUS. OTO TIO3BOJISIET ONTUMHU3UPOBATh IPUMEHEHHE
JIEKapCTBEHHBIX MPENapaToB UL JOCTHKEHUS KeJIaeMOro TepareBTHYECKOro AP QeKra.

4. Knaccupukauus koucepsanTos.(ITK-2)

KoHcepBaHTbI B WrpalOT BaXHYIO pOJIb B MPEJOTBPALICHUHM POCTa MHUKPOOPTAaHU3MOB U
COXpaHEHHH CTaOMJIBHOCTH Mpernapara Ha MPOTSDKEHHHM BCEro Cpoka ero romHoctd. OHH
MIOMOTAIOT MPEIOTBPATHTD 3aPAKEHUE M COXPAHUTH €ro APPEKTUBHOCTH U 0€30IaCHOCTb.
KoHcepBaHTBI MOXHO ~KIacCH(HUUUPOBATH MO pPa3IUYHBIM KPHUTEPHUSAM, HAlpUMeEp, IO
XUMHYECKOMY COCTaBY, JICHCTBHIO MJIH CIIOCOOY puMeHeHus1. J[aBaiiTe pacCMOTPUM HEKOTOpHIE
o0IIMe Ki1acchl KOHCEPBAHTOB!

1. XioprekcMOgUH H €ro NpPOW3BOJHBIC: XJIOPIeKCHIWH SBISACTCS AHTUCENITUKOM H
AQHTUMHKPOOHBIM CpE/ICTBOM, KOTOPOE€ MOXKET HCIIOJNB30BAaThCS B KAauyeCTBE KOHCEPBAHTA B
HEKOTOPHIX  JIGKAPCTBEHHBIX  mpemapatax. OH  o0lagaeT  MHMPOKHM  CIEKTPOM
IPOTUBOMHUKPOOHOTO JICHCTBUSL.

2. benzankonmii xmopui: beH3ankoHUN XJOpHI TaK)Ke SBISETCS AHTHCENTUKOM H
AHTUMUKPOOHBIM CPEICTBOM, IIUPOKO UCIONB3YyeTCsl B MeAUIuHE. OH MOXET MCIOIb30BaATHCS B
KauecTBe KOHCEpBAaHTA B HEKOTOPBIX JIEKAPCTBEHHBIX Mperaparax i MpeIoTBpaIleHus] pocTa
MHUKPOOPTaHU3MOB.

3. IlpousBoaHble 3TUICHAUAMUHOB: HekoTopbie MPOU3BOIHBIE STHUICHIUAMHHOB, TaKHE Kak
sTUeHAMaMuHTeTpaykcycHas kucinota (3[ATA) u ee commu (Hampumep, ITUHATPUEBAsl COJb
OTA), MOTYT MCHOIB30BaThCS B KaueCTBE KOHCEPBAHTOB W aHTUMHUKPOOHBIX areHToB. OHU
00J1aal0T XEJATUPYIOIIUMU CBOMCTBAMU M CIOCOOHBI CBSI3BIBATH MOHBI METAJUIOB, KOTOpHIE
4acTo CIYKaT UCTOYHUKOM MUTAHUS JJI1 MUKPOOPTaHU3MOB.

Baxxno oTmeTuTh, YTO BBHIOOp KOHCEpBAaHTA Jisi KOHKPETHOTO JIEKApPCTBEHHOTO IIpemapara
3aBUCHUT OT MHOTHUX (aKTOpOB, TaKMX Kak TUN mpemnapara, pH, cOBMECTUMOCTb C JPYyTUMU
KOMITOHEHTaMH TIpernapara u TpedoBaHusi 6€30macHOCTH U 9(PPEKTUBHOCTH.

5. PykoBoacTBO (apManeBTHYeCKOro 3aBoaa mnpocut Bac BHeapuTh Ha 3aBoje
HAUIeKANIYI0 TPOM3BOJCTBEHHYI0 NPAKTHMKY M NpocuT Bac mepeyMcuTL OCHOBHBIE
TpeOOBaHUs HAJIeKalIeil MPOU3BOACTBEHHON MPAKTHKH.

Otser:
1) Bce MPOM3BOJCTBEHHBIE MPOIECCHl ONPENENAIOTCSA, CHCTEMaTHYeCKH IepecMaTpUBAIOTCS C
YY4E€TOM HAKOIJIEHHOTO ONbITa M MOATBEPXKAAIOT CIOCOOHOCTh IOCTOSHHO NPOU3BOAUTH
JIeKapCTBEHHbIE MpernapaThl TpeOyeMoro KayecTBa B COOTBETCTBHHU CO CHEM(PUKALIUAMUY;
11) KpUTUYECKUE CTaJIMU IPOU3BOJCTBEHHOIO MpOIEcca U CYIIECTBEHHbIE U3MEHEHHS IMpoliecca
JIOJDKHBI TPONTH BaIMIAIINIO;
111) JTOJKHBI OBITH OOecredYeHbl BCe HEOOXOIMMBbIE YCIOBUS JJIsl BBIIOJIHEHUS TpeOOBaHUMN
BKJII0Yasl HAJIMYKE:
HaJUIeKAIIM 00pa3oM 00y4eHHOTO MTePCOHAla, UMEIOIIET0 HEOOXOIMMYIO KBATH(UKAIIHIO;
COOTBETCTBYIOIMX MOMEUICHUH U TUIOLIAIEH;
COOTBETCTBYIOIIUX 000PYIOBaHUS U 00CITyKUBaHNUS;
COOTBETCTBYIOIIUX MAaTEPUAJIOB, KOHTEWHEPOB U ITHKETOK;



YTBEP)KJICHHBIX TPOLEAYP M HMHCTPYKIMI B COOTBETCTBUU C (hapMaleBTHUECKOW CHCTEMOM
Ka4yecTBa,;

COOTBETCTBYIOIMX yCIOBUN XPaHEHUS H TPAHCIOPTUPOBAHUS;

1V) MHCTPYKLIMU W TPOLENYpbl JOIKHBI OBITh H3JI0KEHbl B INHCBMEHHOH (opme sACHO Hu
HE/IBYCMBICIIEHHO, OHHM JIOJDKHBI OBITh KOHKPETHO MPUMEHHMBI K HMEIOIIMMCS B HAJUYUHU
CpeICTBaM;

V) MpOLEeayphl JODKHBI TOYHO COONIONATHCS, U TEPCOHAN JOJDKEH OBITh 00ydeH MpaBUIBHOMY
UX BBINOJIHEHHIO;

vii)* B mpoliecce MpOU3BOJICTBA CIEAYET COCTABIATh 3aNUCH (PYKOIMCHBIM CITIOCOOOM | (HUTH) C
IPUMEHEHUEM TEXHUYECKUX CpEACTB), IOKYMEHTAJIbHO MOJTBEpXkAarouMe (akTuyeckoe
NPOBE/ICHUE ITANOB, MPEIYCMOTPEHHBIX YCTAHOBJICHHBIMH METOJMKAMU U MHCTPYKLUSAMH, a
TaKXe TO, YTO KOJIMYECTBO U KAYECTBO MPOTYKIIMHA COOTBETCTBYIOT YCTAHOBJIEHHBIM HOpMaM;
viil) mI00BIe  CYIIECTBEHHbIE OTKJIOHEHHMS JOJDKHBI  OBITh  HOJHOCTBIO  O(OPMIICHBI
JOKYMEHTaJIbHO M pPAcCleJOBaHbl C I€JbI0 ONpEAETICHHUS [PUYMHBl OTKIOHEHUS U
OCYILIECTBIICHHS COOTBETCTBYIOIINX KOPPEKTUPYIOIMINX U MPEAYIPEKIAIONINX IeHCTBUIA;

1X) B MOHATHOM U JOCTYIHOM (popMe COXPaHSIOTCS 3alMCH, OTHOCSIIMECS K CepUH (Hanmpumep, B
JIOChE Ha CEpHI0), BKIIIOYAs JTOKYMEHTAIMIO 110 PEaTn3alni, KOTOPbIE MO3BOJISIOT MPOCIEAUTh
HOJIHYIO UCTOPUIO CEpUH;

X) TpU ONTOBOM peaNM3aluyd MPOIYKIUH HEOOXOTMMO CBECTH K MHHHMYMY PHCKH Ui €€
Ka4yecTBa M YYWUTHIBATh IpaBUJIa HaJJeKalled AUCTPUOBIOTOPCKON MPAKTHUKH, YTBEpXKAaeMble
EBpazniickoil 3KOHOMMYECKOW KOMHUCCHUEM;

xl) J0/KHA OBITh B HAIMYMM CHCTEMa OT3bIBA JIFOOOW CEepUM MPOAYKLUMHU W3 HPOAAXKH WIN
MIOCTaBKH;

Xil) JOJDKHBI paccMaTpUBaTbCs NPETEH3UMM Ha IOCTAaBJICHHYIO MPOJYKIIMIO, paccieloBaTbCs
OPUYMHBL  e(PEKTOB W TPUHUMATHCS COOTBETCTBYIONIME MEpPhl Kak B OTHOLICHUH
He100pOKayeCTBEHHON NPOIYKIMH, TaK U I NPEAOTBPAILCHUs OJOOHBIX CIIy4aes.

6.PyxkoBoauTe M NPOM3BOACTBA W TMOJApPa3IeJieHHs] KOHTPOJISI KayecTBa, a TaKikKe
PYKOBOAUTE/Ib OT/1ej1a o0ecreyeHusl KauecTBa UM PYKOBOAUTEb CJIY:KO0bI KauecTBa (MpH
HEO00X0AUMOCTH), HMEIT HEKOTOpPbIe 001I1e NI COBMECTHO BbINOJIHSIEMbIe 00SI3aHHOCTH,
OTHOCSIIIIHECH K 00ecneYeHUI0 KayecTBa NMPOAYKIIUM, BKJIIOYAasi, B YACTHOCTH, pa3padoTKy,
3} pekTHBHOE BHEAPEHHUE, TOJACPKAHNE U MOHUTOPUHT CHCTEMbI YIIPABJICHUS KAYeCTBOM.
Bama 3amaya co3aaTth B NpUKAa3 M0 OPraHU3aliM, I/ie YKa3aTb OCHOBHbIE MYHKTBI 3THX
00s13aHHOCTEI.

OrtBer:

O1r 0043aHHOCTH MOT'YT BKJIIOUYaTh B CEO0SI:

1) corjJacoBaHMe M YTBEpXKJI€HUE MUCbMEHHBIX MPOLEAYpP U IPYTUX JTOKYMEHTOB, B TOM YHCIIe
BHECCHUE B HUX U3MECHEHHUIA,

11) MOHUTOPUHT ¥ KOHTPOJIb IPOU3BOJICTBEHHON CpeIbl;

111) KOHTPOJIb 32 COOIOIEHNEM IMTMEHNYECKUX TpeOOBaHUI HA MPENNIPHUITHH;

1V) BaJIMIaILIUIO TIPOIIECCOB;

V) o0ydeHHe MepcoHaia;

Vi) yTBEpKJI€HHE 1 MOHUTOPUHT MOCTABIIMKOB UCXOJIHBIX U YIIAKOBOYHBIX MaTepPHAJIOB;

vil) yTBEp)KIEHHE W MOHUTOPUHI OpraHU3aluii, BBINOJHSIOUMX pabOThl MO KOHTPAKTy, U
MOCTaBIIMKOB  JIPYTMX  CBSI3aHHBIX C  HAQJJekKalled  MPOM3BOACTBEHHOM  MPAKTUKOMN
AyTCOPCHHTOBBIX YCIIYT;

viil) onpeneneHne ¥ MOHUTOPUHT COOJIOICHNS YCTIOBUN XpaHEHUsI MaTEPUAIOB U MPOIYKLIUY;
1X) XpaHEHUe 3amuceii;

X) MOHUTOPHHT cobmtoienus TpeboBanuiit GMP;

X1) MPOBEPKY, pacciiefoBaHue U 0TOOp mpod (00pa3iioB) B 1EIsIX KOHTPOJIsA (aKTOPOB, KOTOPHIE
MOTYT MOBJIMATH Ha KAY€CTBO MPOIYKIINU;



xil) ydacThe B aHaJM3€ CO CTOPOHBI PYKOBOJCTBA (PYHKLIIMOHMPOBAHUS IPOILIECCOB, KayecTBa
NPOTYKIUHU U CHCTEMBI YIIPABJICHUS KAYECTBOM H MOICPKKY IIOCTOSTHHOTO yIy4IIIeHNUS;

xiil) oOecreyeHne cBoeBpeMeHHOro u 3(pdexTuBHOr0 oOMeHa MHPOpPMALUEH U TOBEICHHE
poOJIEMHBIX BOIIPOCOB 110 KAYECTBY /10 PYKOBOASIIETO COCTaBa COOTBETCTBYIOIIETO YPOBHS.

7.B noapa3gejieHMH KOHTPOJISI Ka4decTBa [J0JKHA ObITh [JOCTYNHA CJeAyIOLIas
AOKYMEHTAIUSA:

i) cmeunuxkanum;

ii) mpoueaypsol, onucbiBawime 0TOOP NPod, NPOBeIeHHE UCTIBITAHU, 3alIUCH (B TOM 4YHCJIe
aHAJNTHYeCKHe padoyue JUCTHI U (MJaM) JabopaTopHble KYPHAJIbl), PErHCTPALMIO U
NMPOBEPKY;

iii) mpouenypsl M 3anMcH KAJIUMOPOBKM M KBAJIU(HKANMUA HU3MEPUTEJbHBLIX NPUOOPOB U
TEeXHHYECKOr0 00C/IY;KMBAHUSA 000PY/10BaAHMS;

iv) mopsiiok paccijieloBaHUsl Pe3yJbTATOB, HMEIONIUX OTKJIOHEHHSI OT cnemupuKanui u
BBIXOIAIIMX 32 MpeaeJbl TeHACHUHH (TPeH10B);

Bam Heo0Xx0aMMO0 NPOAHATU3UPOBATH KAKOH JOKYMEHTAIlUM He XBaTaeT.

Otser:

OTcyTCcTBYET TOKYMEHTAIUsI.

V) aHaNUTHYeCKUEe OTYeThl (WiM) cepTH(UKATHl aHaAM3a WM JPyrde JTOKYMEHTHI,
MOJTBEPKIAIOIINE Ka4eCTBO;

vi) JaHHBIE MOHHTOPHHIA ITPOM3BOJCTBEHHOM cpenbl (BO3AyX, BOJA, IPYrUe TEXHOJIOTHYECKUE
cpefpl), T1ie OHU TPeOYIOTCS;

Vii) 3aIKCH 10 BaIUAAMUHA METOIUK HCIIBITAHUH, TJI€ TPUMEHUMO.

8. Pa3gennl 10che MPOU3BOICTBEHHOT0 Y4ACTKA

Otsert:

Jlocbe TPOM3BOACTBEHHOTO YyYacTKa OOBIYHO COAEPKUT WHPOPMAIHIO, HEOOXOAUMYIO ISt
OTIMCAHMsI M YIIPABJICHUS MpolrieccaMy Ha ydacTke. OTHaKO KOHKPETHBIE pa3zelibl U MOJIpa3/Ieibl
MOTYT pa3/In4aThCsi B 3aBUCHUMOCTH OT OpraHu3alMd M CHEeHU(PHUKH MPOU3BOJCTBEHHBIX
nporieccoB. BOT HEKOTOpbIE THUMUYHBIE pa3/eibl, KOTOpPBIE MOTYT BKJIIOYaTh JIOCHE
IPOM3BOJICTBEHHOT'O Y4acTKa:

1. OGmras uadopmarus:

- HaumenoBanue yuyactka: C ykazaHHEM €ro MECTOIOJIOKEHUS U PO €SI TeIbHOCTH.

- Onucanue yuactka: OOmiass mHpoOpMalus O XapaKTEPUCTUKAX Y4YacTKa M €ro OCHOBHBIX
IPOM3BOJICTBEHHBIX IpOIIECcCcaX.

- OtBerctBeHHble Jna: CIHUCOK W KOHTAKTHBIE JAaHHBIE COTPYJHHKOB, OTBETCTBEHHBIX 32
Y4YacTOK.

2. OpraHu3zaioHHas CTPYKTypa:

- OyHKIMOHANbHAsA CTpyKTypa: OnucaHue JOKHOCTHBIX 00S3aHHOCTEH U posiel COTPYIHUKOB
Ha y4JacTKe.

- OtuerHble nuHUK: MH(bOpManus o nepapXu4ecKux OTHOIICHUSX U JI0JI0)KHOCTH.

3. IIpoueccsl n onepanuu:

- OnucaHue NPOU3BOJCTBEHHBIX MpoueccoB: [logpobHoe omMcaHHe OCHOBHBIX IPOLECCOB,
KOTOPBIE BBITIOHSIOTCS Ha YUaCTKe.

- Texnonornyeckue cxembl: I'paduueckoe mpeacTaBieHHe MOCIEAOBATENILHOCTH ONepauuil u
B3aUMO/ICHCTBHS 000PYJOBaHUS HA yUaCTKe.

- Cranpmaptel kayecTBa M Oe3omacHocTH: MH(popmamuss o HOPMATUBHBIX TpeOOBaHUAX U
CTaHJapTaX, KOTOPHIM JOJDKHBI COOTBETCTBOBATH MPOIIECCH HA YUACTKE.

4. OGopynoBaHue:

- [lepeuenp obopymoBanus: Crrcok 000pyIOBaHUs, UCIIONB3YEMOTO Ha yJ4acTKe, C YKa3aHHuEeM
€r0 OCHOBHBIX XapaKTEPUCTUK M TEXHUYECKHUX ITapaMeTpOB.



- [Inan oOcnyxuBanus u pemoHTa: HpopManus o peryaspHbIX OOCIYKMBAaHUSIX U IUIAHAX I10
PEMOHTY 000PyIOBaHUS.

5. Ilepconair:

- Criucok coTpyqHUKOB: VIMEHa 1 TOJKHOCTH COTPYAHHUKOB, paOOTAIOIUX Ha y4acTKe.

- KBanmupukanus n obyuenue: Mudopmanus o xBamudukanuu U TpeOOBaHUAX K OOYyUEHUIO
COTPYIHUKOB.

- PykoBomsmmii mepconan: Hudopmauus o0 pPyKOBOAMTEISX M OTBETCTBEHHBIX JHUIAX Ha
y4acTKe.

6. IlnannpoBanue U NPOU3BOJUTEIBLHOCTD:

- [Inanel npousBoactBa: MHdopmaius o miaHax v rpadukax Mpou3BOACTBA HA yYacTKe.

- KiroueBble mokasaTenu  IPOM3BOJUTENBHOCTH:  IIOKa3aTedd  MPOU3BOAMTEIBHOCTH,
UCTIOJIb3yeMble /ISl OLICHKH 3()(h)EKTUBHOCTH Y4acTKa.

9. Conep:xkaHue TEXHOJOTHYECKHX HHCTPYKIMIA, MHCTPYKIMii mo ynakoske, (ITK-4)
Ortger:

1. TexHonornyeckre HHCTPYKLHUU:

- MaCTpyKIIMK 110 IPOU3BOJACTBY MIIM 00pabOTKE MPOTYKIIHH.

- TpeboBanus k pabouemy 000pyIOBaHUIO U HHCTPYMEHTAM.

- Pexomenganim mo 6€30MacHOCTH U COOJTIOJICHUIO CTAaHJAPTOB KayecTBa.

- [locnenoBaTenbHOCTH ONepalnuii 1 BpeMEHHbIE TapaMeTphl.

2. MHCTpyKIMHU 1O YIIAKOBKE:

- TpeboBaHUs K BUly U pa3Mepy YIaKOBOYHBIX MAaTEpHAJIOB.

- Uudopmanust o cnoco0e u nociae10BaTeIbHOCTH YIIaKOBKH.

- UHCTpYyKIIMK IO MapKUPOBKE YIIaKOBOK.

- Pexomenganmm 1o yrakoBKe /ISl TOCTaBKU WJIM XPaHEHUSI.

3. IHCTpYKIIMH 110 MapKUPOBKE:

- [IpaBuna u TpebGoBaHMs K MAPKHPOBKE MPOTYKIINH.

- YKazaHus Mo pa3MelieHuio Ko1oB, QR-ko10B wiu 1pyrux uaeHTU(HUKAMOHHBIX MapKEPOB.
- Madopmarus o cogep>kUMOM MapKUPOBKH - TakKas KaK HaUMEHOBAHHE NPOJYKTa, JaHHBIC O
POU3BOIUTENE, CPOK TOAHOCTH U JIp.

4. THCTPYKIIMU TIO UCTIONB30BAHUIO PO TYKIIHH:

- PexomeHjaniuu o npaBUiIbHOMY UCIIOJIb30BAHUIO MPOTYKIIHH.

- Undopmanms 0 BOBMOKHBIX PUCKaX WIIM OTPaHUYEHUSIX UCTIONb30BaHUS.

- UHCTpYyKIIMK 110 OOCITY’)KUBAHUIO U YXOy 32 IPOAYKIHEH.

- CoBeTbl 110 6€3011aCHOCTH MPU UCIIOJIb30BAHUU.

10. TpeOoBaHusi K COCTABJEHHMIO IPOTOKOJOB NPOM3BOJACTBA CEePUH M NPOTOKOJY
ynakoBku cepun. (ITK-4)

Orger:

TpeboBaHMs K COCTaBJIEHUIO MPOTOKOJIOB MPOU3BOJICTBA CEPUU U MPOTOKOJIOB YIIAKOBKHU CEpUU
MOTYT pa3Iny4aThCsi B 3aBUCUMOCTH OT OTPAciM M XapakTtepa npoaykuuu. OgHako, B 0OIIMX
YyepTax, HEKOTOPbIe 00IIMe PEKOMEHIAI[K MOTYT BKJIIOYATh B CeO0sI:

IIpoTOKOI IPON3BOACTBA CEPUH:

1. Unentuduxarus:

- YHUKaNbHBIA UACHTUPUKATOP CEPUU MPOAYKLIUH.

- Jlata 1 Bpems Hauana U OKOHYaHUs IIpoLecca IPOU3BOJICTBA CEPUH.

2. CpIpbe 1 MaTepHaIbL:

- [IepeueHsb CoIpps U MaTEpUANIOB, UCIOIb3YEMBIX IIPH IPOU3BOACTBE CEPUM.

- CBesieHUs O MOCTaBUIMKAX ChIPbsS U MaTepUasOB.

3. TexHoNOrNYECKNE NAHHBIE:

- [TocnenoBaTenbHOCTH OlEepanuii IPOU3BOICTBA.



- TpeGoBaHMS K BpEMEHHBIM MapaMeTpaM U TEMIIEPATyPHBIM PEKUMaM.

- ITapameTpbl 1 peryiaMeHTsl Npolecca, HaupuMep, CKOPOCTh CMEIIMBAHMS, CHIIA KOMIIPECCHUH,
Temreparypa o0pabOTKU U pOYHe.

4. KOoHTpOJIb KauecTBa:

- Onrcanue NpoBEAECHHBIX UCIIBITAHUN U U3MEPEHUH.

- Pe3ynbTaThl KOHTPOJIA Ka4yeCTBa U COOTBETCTBUE TPEOOBAHUSIM.

- Metoauku u 000pyA0BaHNE, UCTIONb30BaHHBIC IPH KOHTPOJIE KA4eCTBa.
[IpoTOKON yIIakKOBKH CEpUU:

1. Unertudukarus:

- YHUKaNbHBIH UACHTU(PUKATOP CEPUU MPOAYKLIUH.

- Jlata 1 Bpems yIIakOBKH CEpHH.

2. Y1akoBOYHbIE MaTEPHAJIbIL:

- [lepeueHb ynmakoBOYHBIX MAaTEPHAIIOB, UCIIOJIb3YEMBIX TP YIIAKOBKE CEPUH.

- CBeJieHNs 0 IOCTABIIMKAX YITAKOBOYHBIX MATEPUAJIOB.

3. TexHu4eckue JaHHBIC:

- UHCTpyKIMM O yIaKOBKE, BKIIIOYAs ITOCJIEI0BATEIbHOCTh ONEPALlUid.

- TpeGoBanus K pazmepy, Becy, GopMe WIH APYTUM XapaKTEPUCTUKAM YITaKOBKH.
- [Ipumensiemast ynakoBo4Has TEXHUKa U 000pyAOBaHUE.

4. MapkupoBka:

- Nudopmanus, xkotopas nomkHa OBITH YKa3aHa Ha YIMakoBKe (HampuMep, HaMMEHOBaHUE
IPOAYKTa, KO CEPUH, CPOK F'OJTHOCTH).

- TpeGoBaHUs K pa3MEILIEHNUIO MAPKUPOBKHU HA YITAKOBKE.

11. TIpoTOKOJIbI TUCTPUOYIUH, UX cOlepKaHue U mpeaHasHauyenue. (ITK-4)

[TpoTOoKOIIBI TUCTPUOYLIMU - 3TO JTOKYMEHTBI, KOTOpPbIE MpeJIHa3HAuEHb! Ui yyeTa U KOHTPOJIA
nporecca IMepeJadyd TOBapOB WIIM YCIYT OT IOCTaBIIMKa K moTtpeduremo. OHM copepikar
UHPOPMALIMIO O MPOAYKLUH, €€ KOJINYECTBE, KaueCTBE, BPEMEHHU JOCTaBKU U JIPYTUX Ba)KHBIX
JeTalsx.

OcHOBHas 1e/ib MPOTOKOJIOB JUCTPUOYLMU - OOECHeuuTh MPO3PadHOCTh M 3(PPEKTHUBHOCTH
IIOCTaBOK, a TakKe CO3[aTh OCHOBY JJsi pEryispHoro obmeHa wuHpopManuend Mexay
NOCTaBIIMKAMHU, AUCTPUOBIOTOPAMU U MOTPeOUTENIMH. BakHOCTH MPOTOKOJIOB AUCTPUOYLUU
3aKJII0YaeTcss B TOM, YTO OHHM IO3BOJISIIOT KOHTPOJUPOBATH M OTCIIEKHUBATh IEepeMEIlIeHUe
TOBApOB U YCIIYT Ha MPOTSKEHUH BCETO LIETIOYKH MTOCTABKH.

CopepxaHue MPOTOKOJIOB IUCTPUOYIIMM MOKET BapbUpPOBAThCSI B 3aBUCUMOCTH OT KOHKPETHOM
OTpaciy U THIAa TOBAPOB WJIN YCIIYT, HO OOBIYHO BKJIFOYAET CIEIYIONIYI0 HH(OPMAIIHIO:

1. Undopmaniys o mocTaBIIMKE:

- HanmeHoBaHNe 1 KOHTaKTHBIE JAHHBIE IOCTABUINKA.

- CBenieHus O JIMLEH3UAX, CepTUPUKATAX WIN JAPYTUX PAa3pELIUTENbHBIX TOKYMEHTAX, €CIM OHU
HEOOXO/IUMBI.

2. Undopmanus o nomydarese:

- HauMeHoBaHMe 1 KOHTaKTHBIE JaHHBIE MOIy4aTells TOBApOB WU yCIIYT.

3. Onucanuie TOBAPOB WM YCIYT:

- HanmeHnoBaHue TOBapOB WM YCIIYT.

- KonnuecTBo enuuui ToBapa i o0bEM YCIYTH.

- XapaKkTepUCTUKH, KAUECTBO U APYTUE BaXKHbBIE TApaMETPhI TOBapa WU YCIYTH.

4. J1aTbl ¥ BpeMsl TIOCTaBKU:

- [Inanupyemsle 1aThl U BpeMs JOCTaBKUA TOBapOB WJIH yCIYT.

- @akTUYeCKHUE 1aThl U BPEMsl IOCTaBKH, €CITU MPUMEHUMO.

5. adopmarus 06 ymakoBKe U MapKUPOBKE:

- Oncanue crnocoba yrmaKkoBKH TOBApPOB.

- Jleranu MapKUpPOBKH, BKITIOYAs IITPUX-KOJbI WK APYrHe YHUKAIbHbIE HIEHTU()UKATOPHI.



6. adopmarus 06 oruiate:

- YcnoBus omiaTel 1 CTOMMOCTD ITOCTABKH TOBAPOB WJIH YCITYT.

- COOTBETCTBYIOIIME JIOKYMEHTHI, TAKME KaK CUETA UJIM HAKJIATHBIE.

7. Iloanmucy B cOracoBaHU:

- @amMuwiIuM W TOANUCH YIOJHOMOYEHHBIX NPEICTaBUTENICd TMOCTABIIMKA W MOJy4yaTens,
MOATBEPIKIAOIINE COTIIACHE C YCIOBUSMHM ITOCTABKH.

[TpoTOKOIIBI AUCTPUOYITUN UTPAIOT BAXKHYIO POJIb B OPTaHU3AIUH [TOCTABOK TOBAPOB WIIH YCIIYT.
OHHM TIOMOTalOT YCTaHABIWBATH IPO3PAYHbIE KOMMYHHKAIIMHM, OOECIeYnBaTh KOHTPOJIb Hal
MPOIIECCOM JIOCTABKH M CHUKATh PUCKU OITMOOK MJIM HECOOTBETCTBUI B IIOCTABKAX.

12. Buabl JaeATEJbHOCTH, KOTOpPble MOIYT HNPOU3BOAMTHCH MO KOHTpPakTy. OCHOBHOI
NPHHIHUII IPOBeJCHUA Pa0OT 0 KOHTPAKTY

1. IlocraBka TOBapoB: 3aKiIIOYEHHE KOHTpPAKTa Ha IIOCTaBKY TOBapOB O3HAuYaeT, 4TO OJHA
CTOpOHA 00s13yeTCsl IOCTaBUTh OIIPEEIIEHHOE KOJUYECTBO TOBAPOB APYrOol CTOPOHE. DTO MOXKET
OBITH IOCTABKAa ChIPbsI, KOMIUIEKTYIOLUX JI€TaJIel, TOTOBOM NPOAYKLIUU WIH JPYTUX TOBAPOB.

2. IlpenocraBienue ycayr: KOHTpakT Ha OKa3zaHUE YCIIYI 3aK/IHOYaeTcs, KOTrJa OJHAa CTOpOHa
00s13yeTcsi BBIIIONHUTH OIpENeIIeHHbIE pabOThl WM MPEJOCTaBUTh OIPEIEICHHBIC YCIyTU
Jpyroil cTopoHe. DTO MOXKET OBITh ycIyra TEXHHYECKOro OOCIyXHBaHMs, KOHCAITHHIOBbIE
yCIIyTH, MApPKETUHIOBBIE YCIYTH U T. 1.

3. PemoHT u crpoutenbHble paboThl: KOHTpPAaKTbl Ha PEMOHT WIM CTPOMUTENHCTBO
NpeIyCMaTPUBAIOT BBIIOJHEHWE PAa0OT MO BOCCTAHOBICHHIO WM CO3JAHHIO OOBEKTOB. DJTO
MOJKET BKJIIOUaThb CTPOMTEIBCTBO 3JaHHI, JOPOT, MOCTOB, IIPOBEICHHE PEMOHTAa BHYTPEHHMX
MMOMEILICHUH U T. 1.

4. UccnenoBanus u pa3paboTku: KOHTpakT Ha NpoBeJeHHME HAYYHBIX HCCIEIOBaHMNA WU
pa3paboTKe HOBBIX MPOAYKTOB MJIM TEXHOJIOTUH 3aKJIKOYaeTcs, KOrja OJHa CTOPOHA HaHMMAaeT
JPYTYI0 CTOPOHY JUIsl BBIIIOJIHEHUS UCCIIEJ0BATENIbCKOM UM pa3paboTOYHOM pabOTHI.

5. Ilpokar u nu3uHr: KOHTpakThl Ha MPOKAT WM JU3UHI IPEIyCMAaTPUBAIOT MPEAOCTaBICHUE
OJITHOW CTOPOHOM OIpeNeIEHHOI0 MMYILIECTBA MM OOOpYIOBaHUS JPYroil CTOpOHE B3aMeH
OTIpe/IeNIEHHOM IJIaThl U Ha ONpeeIEHHBINH CPOK.

6. ®panmmsza u auueH3upoBaHue: KoOHTpakThl Ha (paHIIM3y WIM JUIEH3UPOBAHUE
UCIIOJIB3YIOTCS JIsl TIepe/jaud IpaB Ha MCIOJIb30BaHUE TOBAPHIO 3HAaKa, HOY-Xay WM JIpYyrou
UHTEJUIEKTYaJ IbHONH COOCTBEHHOCTH.

7. Yupasnenue npoektoM: KoHTpakThl Ha yrnpaBlieHUE MPOEKTAMU 3aKIIOYAIOTCs, KOIrja oJHa
CTOPOHA HAHUMAET JPYTY0 CTOPOHY JUIsl KOOPAMHALIMM M YIPABIEHUS OIpPEAEICHHBIM
IIPOEKTOM WJIA ITPOTrpaMMOi.

8. Jloructuka wu TpaHcnopTupoBka: KOHTpakTel Ha JIOTUCTHYECKHE YCIYyTM WIH
TPAHCIIOPTUPOBKY 3aKIIOYAIOTCS JUIsl 0OecreyeHus: NepeBO3KH U JOCTaBKH IPY30B U3 OJHOTO
MeECTa B Ipyroe.

13. Conep:xanue npousBoacTBeHHOi penentypsbl (ITK-4)

[Tpou3BOJACTBEHHAS peIeNTypa MpeacTaBiseT Cco0OW  JOKYMEHT, KOTOPBIH  COJCPKHT
UHPOPMAIIHIO O COCTABE M MOCIIEAOBATSILHOCTH ONEPAINil IPH MPOU3BOJICTBE OMPEICICHHOTO
npoaykra. B penentype yka3pIBaroTCsi BCe€ HEOOXOIUMBIE WHIPEIUEHTHI, MX KOJMYECTBa, a
TaKXe crnocod ux 00padOTKHU /IS MOTyUEHHS] KOHEYHOTO MPOAYKTA.

ConepkaHie TPOHM3BOJACTBEHHOW pPEHENTYPbl MOXET pPa3nvarThCsi B 3aBUCHMOCTH OT
NPOM3BOJIMMOIO MPOAYKTa, HO B OOIIEM Cllydae OHO OOBIYHO BKJIFOYACT CJICAYIOIINE
KOMITOHCHTHI:

1. Ha3Banue mpoaykra: B Hauasie penentypbl yKa3blBacTCs Ha3BaHHE MPOAYKTA, Ui KOTOPOTO
COCTaBJieHa pelentypa. ITO TMOMOTaeT HJIEHTU(UIMPOBATh KOHKPETHBIA MPOAYKT IMPU €ro
TIPOM3BOJICTBE.

2. CocrtaB mpoaykTa: 3aTeM YKa3bIBaeTCSl TOJHBINH CIUCOK WHTPEIUEHTOB, HEOOXOIUMBIX JIJIst
MIPOM3BOJICTBA MPOIYKTA. J[JIs KK J0T0 HHTPEIMEHTa YKa3bIBaETCsl €r0 Ha3BaHUE, KOJIMYECTBO H,



pu HEOOXOIMMOCTH, CHICIIU(PUKAIIMU KayecTBa (HapuMep, MapKa, COpT, pa3Mep U T.1I.).

3. IlocnepoBaTenbHOCTH oOmnepauuii: Jlamee npPUBOAUTCA TOCIEAOBATEIBHOCTh ONEpalnid,
KOTOPBIC HEOOXOMMO BBIITOJIHUTE JIJISl TIOTYYCHHSI KOHEYHOTO MPOAYKTA. DTO BKIFOYACT B CeOs
OIKMCAHKE BCEX ITAIOB MPOU3BOJICTBA, HAUMHAS C IPUTOTOBJICHHUS M 00PaOOTKU UHIPEIUCHTOB U
3aKaHYMBAsl YITAKOBKOW W XPAaHEHHWEM TOTOBOTO MpoaykTa. Kaxmas omeparus T0KHA OBITh
OIMKCaHa MOAPOOHO, C YKa3aHUEM HEOOXOIMMOro BPEMEHH, TEMIICPATyphbl, CKOPOCTH U JIPYIHX
napaMeTpoB, €CIIM OHU UMEIOT 3HAUCHUE JIJIS TIPoIiecca MPOU3BOICTRA.

4. Koutponp kadecTBa: B pemenrtype 4acrto ykasbIBaeTCs IpoIEaypa KOHTPOJIS KadecTBa
OpOAyKTa. OTO MOXET BKJIIOYaTh TpeOoBaHUS K  (PU3MUYECKUM, XUMHUYECKHUM MU
OPTraHOJICIITHYSCKUM XapaKTePUCTHKAM MPOJIYKTa, a TAaKXKE METOAbl U KPUTCPUH JIJIS TIPOBEPKHU
COOTBETCTBUS MPOAYKTA YCTAHOBJIICHHBIM CTaHIapTaM KadecTBa.

5. YmakoBka u MapkupoBka: HakoHel, perentypa MOXeT COJIeP:KaTh HHCTPYKIIMH TI0 YIIAKOBKE
U MapKUpPOBKE TOTOBOTO MPOJAYKTAa. DTO BKJIIOYAET B ce0sl yKa3aHWE TUIA YIIaKOBKH, pa3Mepa,
XapaKTEPUCTUK YITAKOBOYHOIO0 MaTepHalia U MPEANHUCaHHbIe TPEOOBAaHUS K MapKHPOBKE, TaKHE
KaK IITPHUX-KOJBI, IaThl TPOU3BOJICTBA M CPOKH T'OTHOCTH.

14. Conep:kaHue TEXHOJIOTMYeCKUX HHCTPYKIHUIA, MHCTPYKIMii mo ynakoske, (ITK-4)

Texnonornueckue MHCTpyKuuMu (TM) W MHCTPYKIMHM 1O YMAaKOBKE SBISIIOTCS Ba)KHBIMHU
JOKYMEHTaMH B TPOHM3BOJICTBEHHOM Iporiecce. OHM copaepkaT MOIPOOHbIE yKa3aHHS IO
BBITIOJIHEHUIO ONI€palvi U IPOLEAYD, CBSI3aHHBIX C IPOU3BOACTBOM U YIAKOBKOM IIpoAyKTa. BoT
YTO OOBIYHO BKJIFOUACTCS B COJICPIKAHUE I3TUX TOKYMEHTOB:

Copneprxanue TexHosornueckux nHcrpykuuit (TH):

1. HasBanue nponykra: B Hawame TU yka3piBaeTcsi Ha3zBaHME NPOAYKTa, JUIsI KOTOPOTO
COCTaBJIEHAa MHCTPYKIMSA. DTO MOMOraeT MACHTU(OULIUPOBATh KOHKPETHBIN MPOAYKT U CBS3aTh
€r0 C COOTBETCTBYIOUIMMHU ONEPALUIMH.

2. Anmapatypa u oOopynoBaHue: B nokymeHTe ykas3biBaeTcs HeOOXoquMmas ammaparypa u
o0opy/soBaHuE [UIsl BBINOJHEHHsS omepanuil. OTOo MOXEeT BKJIIOYaTh B ce0sl MallMHBI,
UHCTPYMEHTBHI, IPUOOPHI U Ipyroe o00opynoBaHKne, HEOOXOIUMOE JUIsl TPOU3BO/ICTBA MPOIYKTA.
3. Omnepanuu U OpoUEAYpbl: 3aTeM ONUCHIBAIOTCS BCE OINEpali U MPOLEAYpbl, KOTOpHIE
HE00XO0/IMMO BBINOJIHUTG Ul MOJYYeHUs TOTOBOro npojaykra. Kaxkaas omepanus onuchiBaeTcs
nopoOHO, BKJIIOYas HEOOXOIMMBbIE MaTepuaibl, IIaru, mnapamMeTpbl (Temieparypa, Bpems,
JIaBJIEHUE U T.[I.) U 0COObIE YKa3aHUS.

4. Kontponp kauectBa: B TU mokeT ObITh yka3zaHa IpoleAypa KOHTPOJS KayecTBa MPOAYKTa,
BKJIIOUYAsl METOABI AaHATIN3a, KPUTEPUH NIPUEMKHU U AOIYCTUMBIE OTKIOHEHUS OT YCTAaHOBJIEHHBIX
CTaH/IapTOB KauecTBa.

5. Cneuudukanuu H cTaHaapTbl: B J10KyMeHTe 4YacTo YyKa3bIBAaIOTCS cHenudukanud u
CTaH/apThl, KOTOPHIM JOJKEH COOTBETCTBOBATh MPOAYKT. JTO MOXKET BKJIKOYATh (PU3UUYECKUE,
XUMHUYECKHE U OPraHOJEeNTUYECKHE XAPaKTEPUCTUKU MPOAYKTa, TPEOOBAaHUS K €ro YIaKOBKeE,
MapKUPOBKE U T.JI.

6. besomacHocTh M 3KoOJOrMuUeckue TpeOoBaHus: BaxueimMu acnekramu B TU  sBistoTcs
yKa3aHUsi MO OOECTeYeHHIO0 O€30MacHOCTH W COOJIOEHUI0 JKOJOTHYECKHX TpeOoBaHmil. B
JIOKYMEHTE MOTYT COJIEPKaThCsl HHCTPYKIIUH IO 6e301MacHOMY 00pallleHuIo ¢ 000pyI0BaHUEM U
MaTepuaiamMHi, Mepbl MPEIOCTOPOKHOCTH, CBSI3aHHBIE C MPOAYKTOM, a Takke TpeOoBaHUS K
0OpAIIeHNIO C OTXO0AaMHU M COOIIOIEHUIO KOJIOTMYECKHX CTaHIapTOB.

ConaeprxaHre MHCTPYKLIHUM 110 YIIAKOBKE:

1. Ha3Banue mpoaykra: Kak m B mpenplaymieM ciaydyae, B Hadajle MHCTPYKIMM yKa3blBacTCs
Ha3BaHME MPOJYKTA, AJI1 KOTOPOro NMpeAHa3HaueHa MHCTPYKIIUS MO yIIaKOBKE.

2. VYnakoBouHbI MaTepuan: B JokymeHTe mepedncisiorcs TpeOyemble yIaKOBOYHBIE
MaTepuaibl U UX XapaKTePUCTUKU. JTO MOXKET ObITh MHPOpPMAIUS O TUIAX YIIaKOBKHU (KOpOOKH,
HaKeTsl, OyTHUIKU H T.J.), pa3Mepax U IpYTuxX criequpHUKalMIX MaTepUaoB.



3. Meroapl ymakoBkH: OTNHUCHIBAETCS TOCIIEIOBATEIBLHOCTh OIEpaIuid, HEOOXOIUMBIX IS
MPAaBUJILHOM YIIAaKOBKH MPOyKTa. Britoyaercs nHopmanms o criocodax yKIaaKu, 3aroIHEHUH,
3aKpPBITUM W ITUIOMOMPOBAaHWUW YIAKOBKH, a TaK)K€ O HEOOXOIUMBIX HWHCTPYMEHTAaX U
00py/IOBaHUH.

4. MapkupoBKa U 3THKETUPOBaHUE: B MHCTPYKIIMK yKa3bIBaIOTCS TPEOOBAHMS K MapKUPOBKE M
ATUKETUPOBAHUIO YIIAKOBAHHOTO MPOAYKTa. IJTO MOXET BKJIIOYAaTh HWHMOpPMALUIO O
HEOOXOJMMBIX HAJIUCAX, CUMBOJAX, ITPUX-KOJAX, JaTe IMPOU3BOJICTBA, CPOKE TOJHOCTH W
Jpyrux 00s3aTeNbHBIX 3JIEMEHTAaX.

5. IlpoBepka ymakoBku: B HHCTPYKIIMM MOKET OBITh BKJIIOUEHA MPOIETypa IPOBEPKH KayecTBa
YHaKOBKI/I, I-ITO6I:I YGCI[I/ITBCSI B HpaBI/IJIbHOM BBIIIOJIHCHUHN OHepaI_[I/Iﬁ U COOTBCTCTBHUH
YIaKOBAaHHBIX IPOYKTOB YCTAHOBJICHHBIM CTaHIApTaM.

15. TpeOoBaHusi K COCTaBJEHHMIO IIPOTOKOJIOB IIPOM3BOJACTBA CEPUM M IPOTOKOJIY
ynakoBku cepun. (ITK-4)

TpeboBaHMs K COCTABJICHUIO MPOTOKOJIOB IMPOM3BOJICTBA CEPUU U MPOTOKOIIY YIAKOBKH CEpUU
BKJIIOYAIOT CJIEAYIOLINE JIEMEHTBHI:

1. UnenTudukanus npoaykra: B mporokosne npons3BoACcTBa CEpUH U MTPOTOKOJIE YITAaKOBKU CEPUU
JIOJDKHO OBITh yKa3aHO TOYHOE Ha3BaHUE U KOJ MPOJIYKTa, YTOOBI CBS3aTh IMPOTOKOJBI C
KOHKPETHOHU CepUeN NPOLYKIUH.

2. Hara u Bpems: IIpoTOKoJIBI JOJDKHBI COAEpKaTh JaTy M BpPEMsS BBINOJHEHHS KaKIOH
orepanuy MMPOU3BOJCTBA U YIAKOBKU. DTO IMO3BOJSET OTCIEKHUBATh XPOHOJOTHUIO Mpolecca U
CBSI3bIBATh KaX/IbIM LIar ¢ COOTBETCTBYIOLIEH CepHUeH.

3. Omnucanue omnepanuii: B mporokosie Mpou3BOJACTBA CEpUU CIEAYET MHOAPOOHO OmUcaTh
KaX/1ylI0 OIEpalLMIO, BBINOJIHAEMYIO B IPOLIECCe MPOM3BOJCTBA, BKIIIOYAas KOHKPETHBIC ILIATH,
IpoUeaypbl U HCIOJIb30BaHHBIE MaTepuaibl. B IMpoTOKoJie YNaKOBKM CEpUU HEOOXOAUMO
onucaTb ONEpalUM [0 YHNAKOBKE MPOJAYKTa, BKJIKOYas CHENMAJIbHbIE WMHCTPYKLIUH 110
CKJIaJIMPOBAHHIO, MAPKUPOBKE U JIPYT'MM aCIIEKTaM YIIaKOBKHU.

4. TTapameTpbl pou3BoJCTBa: [IpOTOKOIIBI TOIDKHBI COIEPKaTh BCE HEOOXOIUMBIE MapaMeTphl
IPOU3BOJICTBA, TaKUE€ KaK TeMIlepaTypa, HaBl€HHE, CKOPOCTb M JUIMTEIbHOCTb KaXKIOU
ornepauuu. OTO MO3BOJSET OO0ECeUYUTh IOCIEA0BATENIbHOCTh Mpolecca M MOBTOPSEMOCTh
pe3yNbTaToB.

5. Kontponp kauectBa: I[IpOTOKONBI MOMKHBI COAEp)KaTh HH(POPMALUIO O MPOBEAECHHBIX
npoueaypax KOHTPOJISI KauecTBa, BKJIKOYAs TpPUMEHSEMble METOJbl aHaiu3a, o0paslibl,
MU3MEpPEHUS M KPUTEPUM INPUEMKU. JTO IOMOTaeT TapaHTUPOBAaTh COOTBETCTBHUE IPOAYKIMH
YCTaHOBJIEHHBIM CTaHJIapTaM KauecTBa.

6. Iloanucu u upeHTUUKanUsg oneparopoB: IIpOTOKONBI JOKHBI OBITH MOAIUCAHBI BCEMHU
YYaCTBYIOIIMMH B IIPOLIECCE OlepaTopamu, MOATBEPKAAIOIIMMU BBIIIOJIHEHUE ONEpaluil B
COOTBETCTBUM C NMPOTOKOIAMHU. J[OMOIHUTENBHO, HEOOXOAUMO YKa3aTh UX UIACHTU(UKALIIOHHBIE
JaHHbIE, YTOOBI MOXKHO OBIJIO YCTAHOBUTH OTBETCTBEHHOCTD 3a KK/l II1ar MPOU3BOICTBA.

7. CoxpaHeHue mpoTokosoB: IIpoTokosbl Mpou3BOACTBAa CEPUM M IPOTOKOJBI YIIAKOBKHA CEpUU
JIOJDKHBI OBITh HaJJIeKANTUM 00pa3oM COXpPaHEHBI M apXHBHUPOBAHBI, YTOOBI OOECTIEUUTHh HX
JOCTYITHOCTB JIJIs IPOBEPOK, ayJAUTOB M TPEOOBAHUH PETryTUPYIOIIUX OPTaHOB.

3. TexHoJI0TMH OLICHUBAHUS

[lo oxoHuanuu wu3ydyeHuss aucuuiuiuHbl «Hannmexamas TpOU3BOACTBEHHAs U
nabopaTopHasi TMPAKTUKI» TMPEAyCMOTPEH 3a4eT BO 2 CEMECTpe. 3adeT MpOBOAUTCS B (popme
TECTUPOBAHUSI.

[lenrs TPOMEXKYTOUHOH aTTeCTallM — OIEHUTh CTENEHb OCBOCHHUS MAarnuCTpaHTaMU
TUCIUILINHBL «Hanmexaias mpou3BOACTBEHHAs U JlabopaTopHasi MPAKTUKI» B COOTBETCTBHUH C



TpeOOBaHUSAMH (PellepaIbHOI0 TOCYIapCTBEHHOrO0 00pa30BaTENILHOTO CTaHAApTa BBICIIETO

obpazoBanust (®I'OC BO) wmaructparypa 10 HampaBiaeHuto moarotoBku 33.04.01
[Tpombltennas papmarusi.

Pesynbrarom  OcBOeHUS ~ JUCHMIUIMHBL  sBISeTCs  (OpPMHpOBAHHE  CIEAYIOLIUX
KOMIIETEHLIH:

IIK-2. Crnocoben k ympaBiieHHIO paboTamu (HapMaleBTHUYECKOW CHCTEMBl KadecTBa
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEICTB
[1IK-4. CnocobeH Kk yrnpaBlIeHUIO IPOLECCAMU ITPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB

4. Kputepuu oueHKHn

Kpumepuu oyenxu smana mecmuposeanus:

Pe3ynbrar olieHHMBaeTCs KaK «3a4T€HO» WJIM «HE 3a4TE€HO», 3HAHUS M0 JUCLUUIUIMHE
3aCUUTBIBAIOTCS, €CIIM €CTh TOJIOKUTENbHBIA OTBET Ha 70% u Ooyiee TECTOBBIX 3aJaHUN TIO

MAHHOHN JUCUMILINHE.

1. [MonmoxurensHbI 0TBET Ha MeHee ueM 70% TECTOBBIX 3aaHUIl CBUAETEIILCTBYET
Y

O HC C(i)OpMI/IpOBaHHOCTI/I KOMHCTGHHI/Iﬁ IO AMCLHHUIIIINHE.

2. [Tonoxutensubiii oTBeT Ha 70— 79% TECTOBBIX 3aJaHHI CBHJAETEIHCTBYET O

HU3KOM YPOBHC CCI)OpMI/IpOBaHHOCTI/I KOMIIETEHIIUH 110 JUCUMILIMHE.

3. [TonoxxurensHblli oTBeT Ha 80— 89% TECTOBBIX 3aJaHUl CBUIETEILCTBYET O

CpCaAHEM YPOBHC C(bOpMPIpOBaHHOCTI/I KOMH@TCHL{I/Iﬁ 110 AMCHUIIIINHE.

4. [Tonoxutensubii oTBeT Ha 90-100% TECTOBBIX 3alaHUN CBHIETEIHCTBYET O

BBICOKOM YPOBHC C(bOpMI/IpOBaHHOCTI/I KOMIIETCHILIUH 10 JUCHMILIMHE.

71-79% npaBUIBHBIX OTBETOB — yJIOBIETBOPUTEIBHO.

80-89% mpaBUIBHBIX OTBETOB — XOPOIIIO.
90% u BBIIIE — OTJIMYHO.

Kpumepuu OYeHKU pedepamuenoli/  yueOHO-UCCIE008AMENbCKOLL (hayuno-

uccned08amenbCKoll) pabomol:

3 6anna 4 6anna 5 6annos

Conepxanue Coneprxanne pedepaTuBHOM/ Coneprxanue pedepaTuBHOMN/

pedepaTtuBHOIL/ yueOHO-HCCIIeI0BATENIbCKON yueOHO-UCCIIeI0BATENIbCKON

y4eOHO- (HayYHO-HCCIIeTOBATEIHCKOMN ) (HayYHO-HCCIIeIOBATEIBCKOMN )

HCCIIeIOBATENLCKOM paboThI OTPaXKEHO HE paboThl OTPAKEHO TOTHOCTHIO.

(Hay4yHO- MOJIHOCTHI0. Marepuan Marepuan coobieHus

HCCIIEIOBATETIHCKOI) COOOIIIEHH S 3aYUTHIBAETCS C 3a4uTHIBaeTCS O€3

paboTHI OTpaKEeHO HE HCIIOJTb30BaHUEM JIOT. WCIIOJIb30BaHUS

MOJTHOCTHIO, HMCTOYHUKOB WU C JOTIOTHUTEIBbHBIX HCTOYHUKOB

JTOKJTaTIAK HCIIOJIb30BAHUEM TE3UCOB, WIH PEJIKOE UCTIOIh30BAHUE

OpPUCHTUPYETCS B
Marepuae ¢
3aTpPYAHCHUSIMH,
OTBCTBI Ha BOITPOCHI
00ydJarmuxcs u
npernoaaBaTess He
TIOJTHBIC.

paborta c aynuTopuei (Borpoc-
OTBET) — aKTUBHA, OTBETHI HA
BOIIPOCHI IIPETIOAABATENS HE
MIOJIHBIE, B MaTepraje TEMbI
OpPUEHTHPYETCS C HEOOIBIIUMHU
3aTPyJHEHUSIMH.

TE3HUCOB, paboTa ¢ ayJUTOpHEH
(BOTIpOC-OTBET) — aKTHUBHA,
OTBETHI Ha BOIIPOCHI
IperoaBaresis MOJHbIC, B
MaTepuasne TeMbI
OPUEHTHUPYETCS XOPOIIIO,
OBICTPO.




