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1. Ctpykrypa u 061mas Tpya10eMKOCTb JHCHUILIAHLI

Bcero CemecTpsbl
. yacos/
Bun yue6Hoii padoThl 329ETHLIX 8
e TMHHIY
AynuTopHbIe 3aHATHS (BCEro), 102 102
B TOM YHCIIC:
Jlexruu (JI) 34 34
Jlaboparopusie 3ansarus (JI3), 68 68
CamocrosTenbHas padota cryaenta (CPC), B Tom uncie: 6 6
DK3aMeH, ) 6]
Kypc.pa0oTa,
Buja npoMexyTOYHOM aTTecTALUU 3a4er
Jac. 36 36
yac. 144 144
HNUTOI'O: Ob0mast TpyaA0eMKOCTh
3ET 4 4

He.]'ll/l OCBOCHHUSA NUCHUILINHBI

Heab wu3ydeHusi AUCHUILUIMHBI: pacIIUpPeHHEe M CHUCTEMaTH3allMs 3HaHW B o01acTu
OnodapMareBTUICCKUX HCCIACAOBAaHUM, MPOBOJUMBIX TpH pa3paboTKe, COBEPIICHCTBOBAHUM COCTaBa,
TEXHOJIOTHH ¥ KOHTPOJIS Ka4eCTBa JICKAPCTBEHHBIX MPEIapaToB.

3agauu QM CHUILIMHBI.

- U3y4eHHUE COBPEMEHHOI OnodapmManeBTHIecKoil KOHICIIIHHN;

- W3YYCHHE METOJIOB M MPUOOPOB IS OmperesieHus (apMaleBTUYECKON W OMOJIOTHYeCKON
JOCTYITHOCTH JIEKAPCTBEHHBIX MPEnapaTos;

- W3yYE€HHE OCHOBHBIX TEHJEHIMH pa3BUTHUS (PapMaIleBTUUECKON TEXHOJOTHUH, HOBBIX
HaIMpaBIIEHUH B CO3/IaHUU COBPEMEHHBIX JIEKAPCTBEHHBIX ()OPM U TEPATIEBTUUECKUX CUCTEM;

- aHaJN3 HAyYHOU TUTEPATyphl U O(QULIUATBHBIX CTATUCTUYECKUX 0030pPOB, yUacTUE B IPOBEICHUHN
CTaTUCTUYECKOTO aHaJIN3a U MyOIUYHOE PECTaBICHNUE ONYYEHHBIX Pe3yIbTaTOB;

- y4acTHE€ B PEUICHUU OTACNIbHBIX HAyYHO-UCCIIEJOBATEIbCKUX M HAYyYHO-NPHUKJIAJHBIX 33]1a4 B
cdepe oOpaleHus JIeKapCTBEHHBIX CPEICTB.

B pe3ynbpTaTe 0cBO€HMS IUCHUILUIMHBI CTYJIEHT JOJIKEH:
3HaTh:

TOCTHKEHHUS (papMaleBTUYECKOW HAyKHM W TPAKTHKH, KOHLEMIUU pa3BUTUA (apMmanuu u
MEJHUIIMHBI HA COBPEMEHHOM JTare;

OonodapmMarieBTHUECKYI0 KOHLICMIUI0 TEXHOJOTHH JIEKAPCTBEHHBIX IpENapaTroB, BIHSHUE
(dapmarieBTHUECKUX (PAKTOPOB (BHJ JIEKAPCTBEHHOU (DOPMBI, pa3Mep 4YacTHUIl JIEKAPCTBEHHBIX BEIIECTB,
(U3UKO-XMMHYECKHE CBONCTBA M KOHIIGHTPAIMIO JIEKAPCTBEHHBIX M BCIIOMOTATENBHBIX BEIIECTB,
TEXHOJIOTHYECKUH MPOIIECC W UCTIOJIb3yEeMbI€ CPEICTBA MEXaHU3AIIMN TEXHOJIOTHUYECKUX MPOIECCOB U JIp.)
Ha OMOJIOTHYECKYIO JOCTYIMHOCTh JIEKAPCTBEHHBIX BEIIECTB;

WH(pOpPMAIMOHHBIE UICTOYHUKU CIIPABOYHOTO, HAYYHOTO, HOPMATHBHOT'O XapaKTepa;

OCHOBHBIE HOpPMATHBHBIE JIOKYMEHTBI, KAacaroUIMecsi TMPOU3BOJCTBA, KOHTPOJS KaudecTsa,
pacmpocTpaHeHHUs, XpaHCHHWS ¥ TPUMEHEHHs JIEKApCTBEHHBIX CPENCTB, TMpEnaparoB W U3ACITUH
MEJIUIIMHCKOTO Ha3HAUEeHHs: OTEUECTBEHHbIE M MexayHapoansle crannaptel (GMP, GLP, GCP, GPP),
(dapmakorien; npukassl M3 PO, MmeToanueckue yka3anusi © MHCTPYKIIUHU, yTBEpKaeHHbIE M3 PD;



IpaBUiIa U HOPMBbl CAaHUTApPHO-TUTMEHHUYECKOTO PEXHMMa, MpaBHiia 00ECHEYeHUs] aCeNTHUYECKUX
YCIIOBHI HM3TOTOBJICHUS JICKAPCTBEHHBIX MpenapaToB, (papManeBTUYECKUN MOPSIOK B COOTBETCTBHU C
JEUCTBYIOIMMH HOPMaTUBHBIMH JOKYMEHTaMU;

o0mye MpPUHLUMIBI BHIOOpAa M OIEHKM KauecTBa M PabOThl TEXHOJIOTHYECKOTO O00OpYyIOBAaHUS
(ycraHoBKM A GWIBTPOBAHMSI, M3MENbUYAIOIIME allapaTbhl U MAllWHBIL, YCTAaHOBKM [yl MPOCEHBAHMUA,
YCTQHOBKH U amMaparhl JUIsl CTePUIIM3ALNU U Jp.);

OCHOBBI 3KOJIOTMUECKON O€30I1aCHOCTH ITPOU3BOICTBA U IPUMEHEHUS JIEKapCTBEHHBIX IIPENapaToB.,
TEXHUKY 0€301acHOCTH, MPaBHJIa OXPaHbl TPY/a.

YMmern:

HOJy4aTh BCE BMJIbI JIEKAPCTBEHHBIX (OPM U MOAOMpaTh MX ONTUMAJIBHBIA COCTaB HAa OCHOBE
JENCTBYIOLIEH JOKYMEHTALUU;

oLleHUBaTh OMO(apMaleBTUUECKUE M TEXHOJOTMYECKHEe I0Ka3aTelud IOJIYHPOAYKTOB U
JIEKapCTBEHHBIX (HOpM.

Baagern:

HaBBIKAMU Pa3pabOTKU ONTUMAIBHBIX TEXHOJIOTMYECKUX MapaMeTPOB JIGKAPCTBEHHBIX IPEnapaToB
Ha OCHOBaHUM 0MOo(dapMaleBTHUECKON KOHIIETIUY;

HaBBIKAMU OLIEHUBAHMS OMO(apMaleBTHUECKUX U TEXHOJOTHUECKUX MOKa3aTese MOIyIpOIyKTOB
U JIEKapCTBEHHBIX (OpM.

2. Mecto aucunmiinibl B ctpykrype OITIOII no cnenuanbuoctu 33.05.01 dapmanus

Huctunnuna b1.B.12 «buodapmanus» oTHOCUTCS K yacTH AucUUIUIMH bioka 1, dopmupyembix
yYacTHUKAMH 00pa30BaTeIbHBIX OTHOIICHHUN ydeOHOTO iana no crenuanbHocTu 33.05.01 «Dapmarusy,
BBICIIIETO TPO(EeCCHOHALHOTO (hapMaleBTUYECKOro 00pa3oBaHusl, H3y4yaeTcsl B BOCbMOM CEMECTpE.

Jlis  w3ydeHus OUCHMIUIMHBI «buodapmanmsy HEOOXOIWMBI 3HAaHUWS, yYMCHHS W HAaBBIKH,
dbopMupyeMble CIAEAYIOUUMH IACIUTUTMHAMU:

Huocmpannwtii A361k

3namp:

Memoobl U npuembl TUHSBUCIMUYECKO20 U NePeBoovecK020 aHaNU3a CNeYUaIu3upO8aHHO20 MeKCma;

NPUHYUNBL €OCHUsL OUCKYCCULL 8 YCIOBUAX NAIOPATUSMA MHEHU U OCHOBHbIE CROCOObl paspeuleHus KOHMIUKMOS Ha

U3YHaeMOM si3biKe,

v nexcuueckuii munumym (5000 yuebmblx nexcuueckux eounuy), 6 obveme, HeobX0OUMOM ONsL B03MONCHOCHIU
npogeccuoHaIbHO-0PUSHMUPOBAHHOU KOMMYHUKAYUU U NOTYYEHUsL UHDOPMAYUL U3 3aPYOEHCHBIX UCOYHUKOS,

V' 6a306y10 2pamMmMamuKxy u OCHOBHbIE ZPDAMMAMUYECKUE AGLEHUA, XAPAKMEPHbLe O NPOYeCcCUOHANbHOTL peyll;

v\ 0bwue 0CHO6bI  ClO600OPAZ06AHUA  MENCOYHAPOOHBIX HENAMEHMOBAHHbIX U  MPUSUATbHBIX — HAUMEHOBAHUIL
JIEKAPCMBEHHbIX CPedCcms.
Ymems:

v ucnonvzosame ne menee 900 mepmMuHONOZUUECKUX eOUHUY U TNEPMUHOIIEMEHMOE 6 PAMKAX YCMHOU U NUCLMEHHOU
KOMMYHUKAYUU,

v\ obmenueamocs ungpopmayueli u npophecCUOHANbHbIMU SHAHUAMU YCIHO U RUCOMEHHO, 001a0amb CnocoOHOCMbIO K
nepe208opam Ha uzyiaemom A3viKe.
Bnaoemos:

v\ UHOCMPANHbIM A3LIKOM 8 00beMe, HEOOXOOUMOM Ol BO3MONCHOCU KOMMYHUKAYUY U NOJYHEHUs UHGOPMAYUU U3
3apyOedCHbIX UCIOYHUKOS.

AN

Jamunckuit a3vik
3namo:

v\ OCHOBHYIO MEOUYUHCKYIO U PapMaAyesmuuecKyo mepMuHoIo2Ui0 Ha JIAMUHCKOM A3bIKe;

v’ obwue o0cHo6bl C106000pPA306AHUA  MENCOYHAPOOHBIX HENAMEHMOEAHHbIX U  MPUCUATbHBIX — HAUMEHOGAHUL
NEKAPCMBEHHBIX CPEOCM8;
Ymemn:

v' ucnonvzosame ne menee 900 mepMUHOIOUHECKUX €OUHUY U MEPMUHOINEMEHMOE € PAMKAX YCMHOU U NUCLMEHHOL
KOMMYHUKQYUU,

V' HaGbIKGMU YMEHUs U NUCOMA HA JAMUHCKOM S3bIKE (hapMayesmu4eckux mepmMuHos u peyenimos.
Bnaoemes:

v\ HaBbIKGMU YMEHUA U NUCbMA HA TAMUHCKOM A3bIKE (YapMayeemudeckux mepMuHos U peyenmos;

v

HABLIKOM ObICIMPOU OpUEHMAYUU 8 HOMEHKIAMYPE AeKAPCMEEHHBIX CPEOCmSs,
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Mamemamuxka

3name:

O0CHOBHble npasuia ouppepenyuposanus;

OCHOBbI MeOPUlU 8ePOSMHOCIU U MAMEMAMUYECKOt CIAMUCTIUKU

Ymemy:

oughgepenyuposams ¢ ROMOUBIO POPMYI U NPOCMEUUUX NPUEMO8;

OCHOBHbIE XAPAKMEPUCIUKU U OYEHKU pacnpedenenus OUCKPEMHOUL CLYHAUHOU 8eNUYUHbL,
BbIUUCTSAMb AOCONIOMHbIE U OMHOCUMENbHbIE NOSPEUWHOCU PE3YIbMAMO8 UsMePeHUl;
Bnaoembs:

MemoOamu blYUCIeHUsE AOCOTIOMHBIX U OMHOCUNENbHBIX BEUUUH.

QDusuka

3namo:

OCHOBHbLE 3aKOHbL PUUKY, PuUULecKUe AGNEHUS U 3AKOHOMEPHOCMU,

meopemuuecKue 0CHOBbL PU3UUECKUX MEMOO08 AHANU3A BEUjeCmEd;

Xapakxmepucmuky Gusuueckux Qakmopos, okasvi8aouWux 6030elCmeue Ha HCUGOU OPaAHUIM,

Memponozuieckue mpebosanusa npu pabome ¢ uzuueckol annapamypou,

npasuna mexuuky 6e30nacHoCmuy pabomul 8 XUMU4eckoll 1adopamopuu u ¢ Qu3uvecKol annapamypoui;

Yumems: onpedenamo ghusuueckue ceoticmea 1eKapCHBEHHbIX 6eUeCTns;

8bI0UpAML  ONMUMATLHBIL  MEMOO  KAYeCmEeHHO20 U  KOIUYECMBEHHO20 —aHANu3a — 6eujecmsd, UCNONb3Ys
coomeemcmeyiowue uzuieckue npuboOpsl U aNNAPaml;

paccuumvlgams mepmMoOUHAMUIecKue QYHKYUY COCMOAHUA CUCTNEMbL, EeNIo8ble dPPeKmbl XUMULECKUX NPOYECCo8.
Bnaoembs:

MemOOUKAMU USMEPEHUS SHAUEHUT PUUYECKUX BENUUUH,

HABLIKAMU NPAKMUYECKO20 UCNONb30BAHUS NPUOOPOE U annapamypul npu Qu3ULecKoManaiu3e 6eujecms,;
MemOOUKOU OYeHKU NOZPeUHOCmel U3MepeHUll,

MemoOam Koaropumempuy, ROIAPUMEMpPUY, CHEKMPOPOmMomempuu u pepakmomempuu;

HABbIKamMUu pabomol ¢ OUONO2UHECKUMU U NOTAPUIAYUOHHBIMU MUKPOCKONAMU,

Hugopmamuxa

3namo:

cocmas u HasHaueHue OCHOBHbIX I1eMEHIMO08 NePCOHANLHO20 KOMNbIOMEPA, UX XapaKmepucmuxis,
NOHAMUA U KNACCUDUKAYUIO NPOSPAMMHO20 06eCheyenusl,

Ymemos:

BbIUUCTSIMb OCHOGHBIE XAPAKMEPUCTIUKU U OYEHKU pacnpeoenieHuss OUCKPEeMHOU CYHAHOU 6eIUNUHDbL,
BbLIUUCTAMb ADCONIOMHbBIE U OMHOCUMENbHbIE NOZPEUHOCIU PE3YIbMAmO8 USMePeHUl,

BbIUUCTAMb OCHOBHbBLE XAPAKMEPUCTNUKY 8DEMEHHBIX PAO0G U NPOZHOZUPOBAMb NOGEOEHUEe CUCTNEMDL.
Bnaoemw:

Memooamu 06pabomKu mexcmogou u epaguyeckoil unpopmayuu,

MemoOuKol 06pabomxuy pe3yibmamos CImamucmu4eckux HabIo0eHUll ¢ NOMOUbIO KOMNbIOmepa,
Memooamu Cmamucmu4eckoll oopabomxy IKCHEPUMEHINATLHBIX PEe3VAbINAMO8 XUMUYECKUX U OUOIOSUYECKUX
ucciedo08aHuii;

0a308bIMU MEXHONOSUAMU NPEOOPA308AHUA UHPOPMAYUY: MEKCMO8ble, MADIUUHbIE PeOaKmOopbl;
mexHuxou pabomvi 8 cemu HUnmepnem 07151 RpoheccuonanibHoll 0essmeibHOCmL;

Obwias u HeopzanuuecKas Xumus

3nameo:

npaguna pabomel U MEXHUKU OEe30NACHOCMU 8 XUMUYEeCKUX J1abopamopusix, COBPEMEHHYIO MOoOelb amomd,
nepuoouyeckuti 3akon u cucmemy /[. M. Menoeneesa,

XUMUYECKVIO C853b, HOMEHKAAMYPY HEOP2aAHUYeCKUX COeOUHeHUl, CMpOeHUue KOMNIEKCHbIX COeOUHeHUU U Ux
ceoticmea, cmpoenue u OUOXUMUYECKUe C80UCMBA OCHOBHBIX KIACCO8 OUOIOSUYECKU BANCHBIX COCOUHEHULL,

OCHOBHblE HAYANA MEPMOOUHAMUKU, MEPMOXUMUU, XUMUYECKOe PABHOBeCUe, OCHOBHbIE NOLONCEHUS MeopUU UOHHBIX
pasHogecull.

Ymemp:

paccuumoléams mepmoouHamuieckue QyHKyuu, menjiosvie 3¢hgexmuol, pagHO8eCHbIE KOHYEHMPAYUU,

coCagnams eKMpoHHble KoHpuaypayuu u 31eKmponHocpaguyeckue (Gopmyiasl, onpeoeiims mun Xumuieckou
ceasil;

NPOCHO3UPOBANb PEAKYUOHHYIO CROCOOHOCIb XUMUYECKUX COCOUHEHUL, Meopemuyecku 0O0CHO8bI8AMb XUMUYECKUE
OCHO8bl (PapMaKoIocuuecKo20 IPHekma u MOKCUYHOCMU.

Bnaoembs:

HABbIKAMU — paAcyuema MmMepMOOUHAMUYECKUX —(QYHKYUL, MEXHUKOU XUMUYECKUX 9KCHEPUMEHMO8, HNpO6edeHuUs
npoOOUPOUHBIX pearkyull, Ha8bIKAMU PAOOMbL C XUMUYECKOU NOCY OO,

0a308bLMU MEXHOLOUAMU NPEOOPAZ0BAHUS UHPOPMAYUU.
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Du3uueckas u KOn1ouOHaAA XUmMus

3namep:

npasuIa mexHuKu 6e30nacHocmu pabomsl 8 XUMU4eCcKou 1a60pamopuu u ¢ Gu3uLecKol annapamypotl,

3HAYEeHUs: MepMOOUHAMUYeCKUX nomenyuanos (snepeuu I'uboca u I'envmeonvya);

credcmeus uz 3akona I'ecca, npasuna pacuema memnepamypHozo Ko3gguyuenma,

Xumuyeckoe pasHogecue, cnocoowl paciema KOHCMAHM PABHOBECUs,

KOANU2amugHble C80UCMBA pacmeopos;

OCHOGHbLE NOHAMUSL, MEXAHU3M, BUObL KAMAU3A, POJIb NPOMOMOPOE, UHSUOUMOPOE;

C80UCMBA U 0CODEHHOCU NOBEPXHOCIMHO-AKMUBHBIX 8eUJeCE;

603MOJCHOCIU UCHOIb306AHUSL NOBEPXHOCTIHBIX SGACHUIL O/l NPUSOMOBILeHUS IeKAPCMBEHHBIX PopM;

OCHO6bl (Da306bIX U PUUUECKUX COCMOAHUL NOIUMEPOS, BOIMONCHOCMU UX UMEHEHUL C Yelblo UCHOJIb306AHUSL 6
MeouyuHe, papmayuis;

OCHOBHblE CBOUCMBA  8bICOKOMONIEKVIAPHBIX 8ewecms, Qakmopel, eiudiowjue HA 3acmyoHe8aHue, HAOyXaHue,
MUKCOMPONUio, CUHepe3Uc, Koayepeayuro, HNIAACMUYECKYI0 6A3KOCMb, Nepuoouyeckue peaxkyuu 6 Mexanusme
NpU2OMOGIeHUs. PA3TUYHBIX JIEeKAPCMBEHHBIX OPM.

Ymemsn:

paccuumoléams mepmoouHamuieckue QyHKYuu COCMoaHus Cucmembl, meniogvle QP pexmol XUMU4ECKUX RPOYeccos;
paccuumléames KOHCIMAHMY PAGHOBECUsl, PAGHOBECHblEe KOHYEHMPAYUul npoOyKmMos peakyull U UCXOOHBIX GeUjeCmE;
20mMoGumMb UCMuHHbLE, Oy hepHble U KOITOUOHbIE PACMBOPDI,

mabyiuposames  IKCNEPUMEHMANIbHble — OaHHble,  2pauuecKu  NPeocmasisimv — UX,  UHMEPROIUPOSAmb,
IKCMPANOIUPOBAMd Ol HAXOHNCOCHUS UCKOMbBIX GETUYUH,

usmMepsams QUUKO-XUMUUECKUe Napamempsl pAcmeopos.

Bnaoemeo:

HAaBbIKAMU — UHMEPNPemayuy  pPAacCYUMaHHbIX — 3HAYEHUUl  MepMOOUHAMUYECKUX (DYHKYull U HA UX OCHo8e
NPOCHO3UPOBATNb BO3MOICHOCHL OCYUEeCMEIeHUS U HANPAGIeHUe NPOMEKAHUS XUMUYEeCKUX NPOYecco8;
QusuUKO-XUMUYECKUMU MEMOOUKAMU AHATU3A BeujeCms, 00pA3YIWUX UCMUHHbIE U OUCHePCHbLE CUCTHEMbL,

HAaBbIKAMU NPUSOMOBIIeHUS, OYEHKOU Kauecmed, CHocobamu nosvbluleHUs CmaduibHOCIU OUCHEPCHBIX CUCTEeM,
HAaBbIKAMU NPOBEOCHUS HAVUHBIX UCCIe008aHULl Ol YCMAHOBLEHUS B3AUMOCBA3U (DUSUKO-XUMULECKUX CBOUCMS U
gapmaxonocuyeckou akmugHOCmu.

Ananumuyeckana Xumus

3namp:

cospemenHoe coOCmosHue U meHOeHyuu pazeumus anarumuyeckot xumuu. OcHOGHble meopemuiecKue NON0NHCeHUs.
ananumuveckou xumuu. Teopuio pacmeopog CUNbHbIX U CAAOBIX IAEKMPOIUMO8, NPUMEHEHUE 3aKOHA OeUCmEYIOuux
MAcc K RPOMOIUMUYEecKOMY KUCIOMHO - OCHOBHOMY, 2eMePOSeHHOMY U KOMNIEKCOOOPA308amenbHOMY PAGHOBECUIO 8
PACmeopax u pasHo8ecUsmM 8 pacmeopax OKUCIUMENIbHO - 80CCMAHO8UMENbHbIX cucmeMm. Hcnonv3oeanue npunyuna
CMeweHUsi PABHOBECUs] 8 AHATUMUYECKOU XUMUU,

OCHOBHbIE AHATUMUYECKUE CEOUCMBA HAUbOIee BANCHLIX Ol MeOuyuHsvl U papmayuu KAmMuoHos8, AHUOHOS,
Hetimpanvublx moaekyn. OcHO8bl meopu Memooo8 IKCMPAKYUY, NPUMEHAEMbIX 0I5l pa30eieHus U KOHYESHMPUPOBAHUSL
AHATUBUPYEMBIX BeLeCmE,;

NPUHYUNBL KOTUHECIMBEHHO20 ONPEOeeHUsl Beujecms, meopemuyeckiue OCHOBbL 2PAGUMEMPUYECKO20 MEMOOd AHANU3A
u Haubonee 6adcHvle ONsi MEOUYUHbL U hapmayuu mumpumempuyeckue Memoovl aHAIU3a (RPOMOIUMOMEempus.,
pedoxcumempus, ceoumempus, KOMNAEKCUMEMPUsL).

meopemu4eckue  OCHO8bI  HAUOONEe  BAJICHLIX — UHCMPYMEHMAIbHLIX — MemOo008  QHAIU3A:  ONMUYECKUX
((homosnexmpoxonopumempus, chekmpoghomomempusi, Qrroopumempus, pedpakmomempusi), XpomamozpaghuiecKux
(2azosas, OyMadxscHas, MOHKOCIOUHAS, UOHOOOMEHHAS) U DNeKMPOXUMUYECKUX (nomeHyuomempus, noasapozpagus,
INEKMPOKOHOYKMOMEMPUsL) U NPUHYUNBL YCMPOUICMEA coomsemcmsylouux npubopos. Cnocobsl pacuemos 6 npsamuix
U KOCBEHHBIX (PUIUKO - XUMUYECKUX Memooax, obujue npasuia u nopsooK pabomuvl 8 XUMUYECKOU 1a0opamopuu.
Ilpasuna 6ezonacnocmu u okazauue nepeou NOMOWU NPU HECUACHIHBIX CLYUAsIX.

Ymems:

camocmosmenvHo pabomams ¢ y4eOHOU U CHPABOYHOU TUMEPAMYPOIL: COOUPAMb UHPOPMAYUIO, 8bLOEISAMb OCHOBHBLE
NONOJICENUs], CLeOCMBUsL U3 HUX, Npespawyas NPOYUMAaHHoe 6 Cpedcmeo Olisi peueHusi KOHKPEmHOUAHAIUMUYEeCcKol
3a0auu;

8b10Upams U 000CHOBLIBAMb HAUbOONIee ONMUMALLHBINL MeMmo0 aHaAIu3a oopasyda, cocmasums cxemy U ONUCAHUE
MEMOOUKU ee GbINOJHEHUs. U NPosecmu npocmeluiue y4eOHo - UCCIe008AMENbCKUE XUMUKO - AHANUMUYECKUE
IKCHEPUMEHMbL;

COCTABNAMb CXeMbl AHANU3A, 8bIOUPAMb CROCOOBL U ONMUMATbHbIE NPUEMbl MUMPOBAHUSL

BbINOIHAMb pAcyenvl, HeoOX00UMble NpuU HPOBeOeHUlU aHAAU3a (pacuem MAcCbl HABECKU meepdoco u obvemda
JHCUOKO020 00pa3zya OJisk AHANU3A, PACYen KOHYESHMPAyuu CMAaHOApmHbLX pAcmeopos, paciem COOeplICaHus 8euecmsd
8

aHanusupyemou npobe);

0000uams  IKCNEPUMEHMATbHBIL  Mamepuan, oQopmisms pe3yibmamsl 6 ude NPOMOKOd, NpPOGOOUMb
CMamucmuyecKkyo 06pabomxy pe3yibmamos.

6
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Bnaoemeo:

HABLIKAMU MbIMbSL U HOJIb308AHUSL MEPHOU U OPY201l NOCYOOl;

HABbIKAMU NPOBOOUMb HAZPeBaHUe, BbINAPUBAHUE DPACMEOPO8, 0CadcOeHue, (uibmposanue, 030jeHue QUIbmpos,
BICYUIUBAHIUEC, NPOKAIUBAHUE, IKCMPALUPOBAHUE 8CUICCNE,

Hagblkamu pabomanmuvl ¢ KOHYSHMPUPOBAHHbMU KUCIOMAMU U WELOYAMU, C OPeAHUYECKUMU PACMEOPUMENIMU U
A008UMBIMU 8eUeCMB8AMU C NOJHBIM COOT00eHUeM MPedOBanULl TNeXHUKU De30NACHOCMU;

HABbIKAM NPUSOMOBIEHUSL CMAHOAPMHBIX PACMBOPO8;

Hasvikamu pabomvl ¢ HaA2pesamenbHbIMU NPUOOPaAmMuU,

HAasblKamu o6pawamscsi ¢ MUKPOCKONOM, pabomams HA AHATUMUYECKUX BeCdX, HA (OMOINeKmpoKoiopumempe,
@dmoopumempe, pegppakmomempe, nomenyuomempe) u Opy2ux npubopax,

Hasvikamu omoupams cpeoHiow npody, no020masiueams oopasey K anaiusy;

Hasvikamu pabomvl NPU aHAIU3e MEePObIX U HCUOKUX 00pA3YO08.

Opzanuueckan xumus

3namep:

npasuia mexHuku 6e30nacHocmu pabomsl 8 XUMU4ECKoU 1a00pamopuul,; XUMU4ecKkyro céasb;

Meopuio CMpoeHusi OP2aHUYecKUx COeOUHeHUll, HAYYHble OCHO8bl KAACCUDUKAYUU, HOMEHKIAMYPbl OpP2AHUYEeCKUX
COCOUHECHUIL,

OCHOBbI CEPEeOXUMUU,

0CObEeHHOCMU PEaKyUOHHOU CNOCOOHOCMU OP2AHUYECKUX COCOUHEHULL,

OCHOB8bl KAYECMEEHHO20 AHANIU3A OP2AHUYECKUX COCOUHEHUIL,

Qusuueckue ceolCmMea IeKapCmMEEeHHbIX 6eUWeCms;

Ymemsn:

cobupames npocmetiuiue YCmMaHo8Ku Oiisi NPo8edeHUs. 1abOPaAMOPHBIX UCCACO08AHUL, NOIb308AMbCS PUIUYECKUM,
XUumuyeckum o00pyo0osanuem, KOMNbIOMePUUPOBAHHBIMU NPUOOPAMIL,

Kaaccuguyuposams  Xumuyeckue COeOUHeHUs, UCXo0s U3 CMPYKMYPHLIX 0coOeHHoCcmell, 000CHO8bI8AmMb U
npeonazamev Ka4ecmeeHHblll aHANU3 KOHKPEMHbIX OP2aHUYecKUX COeOUHeHutl, npogooums 1ad0pamopHvie Onbimbl
00BACHAMb CYyMb, KOHKPEMHbIX peakyuli U ux aHarumuyeckue s¢pgexmol, 0Qopmaams omuemnyio OOKyMeHmMAayuo no
IKCHEPUMEHMATbHOIM — OAHHBIM, UOEHMUDUYUPOBATL NPEONONCeHHble COEOUHEHUsI HA OCHO8e pe3yIbmamos
KauecmeeHHbIX peakyutl, a maxoice 0anuvix Y- u UK-cnexmpockonuu,

Bnaoemes:

MEXHUKOU XUMUYECKUX IKCHEePUMEHMO8 NPOGeOeHUss NPOOUPOUHBIX peaKyuil, HABLIKAMU pabomvl ¢ XUMUUECKOU
nocyoou u npocmeuuumu npubopam;

BAJNCHEUUUMU HABLIKAMU NO NOCMAHOBKE U NPOBCOCHUIO KAYEeCMBEEHHbIX PeaKyull ¢ OP2aAHUYECKUMU COCOUHEHUSMU,
MemooOuKamu noo2omosKu J1abopamopHozo 060py006anuss K HPOBEOCHUIO AHAAU3A U CUHME3d OPeAHUYECKUX
COOUHEHUTL; HABBIKAMU 1O NPOBEOCHUIO CUCTNEMAMUYECKO20 AHAU3A HEU3BECTHO20 COCOUHEHUSL.

Muxkpoouonozun

3namo:

MemoObl MUKPOOUONIOZUHECKOU OUACHOCMUKY, CYWHOCHb OUOMEXHOI02UU,

YCMPOoUcmeo MuKpoobuonocuueckoi rabopamopuu. [lpunyunsl kiaccupurayuu MUKpOOP2aHu3Mos, OCHO8bL YUeHUs 00

unghexkyuu, Kraccuurayuu aHmubuomukos, nowamue oo ummynumeme. Taxconomuio Mukpo608, memoovl OyeHKu
kauecmea JIC 6 coomeemcmeuu ¢ mpeOOSAHUAMU HOPMAMUSHBIX OOKYMEHMO8. Brusnue ¢axmopos oxpyxcarowei
Cpeodbl Ha MUKPOOP2AHUIMYL, Yeau U Memoobl ACenmuKl, aHMUCenmuKy, KOHcepeayuu, Cmepuiu3ayul, oesuH@exyuu.
Annapamypa u xowmponv kauwecmea cmepunusayuu. Pumonamocennas muxpogropa u eé poav ¢ nopue JIC.
Cywnocmo OuOmexHon02UYU, NOHAMUA U NPUHYUNbL 2EHEMUYECKOl UHJICEHepUU, npenapamvl, NOJYYeHHble 2eHHO-
UHDICEHEPHBIMU ~ MEmOoOamu, OUAHOCMUYECKUe UMMYHONPENnapamol, UMMYHOOUONIO2UYECKUe npenapamel 07
npogunakmuxy u nevenus UHQeKYuoHHbIX 3a001e6anUll (AKYUHBL, CHIBOPOMKU, UMMYHOTI00YIUHbL)

Ymemns:

pabomamv ¢ MUKPOCKONOM U  OUHOKYIAPOM, 2OMOBUMb  6DEMEHHble  MUKDONpenapamol;,  OKpAuueamo
MUKPONpenapamoi, MUKPOCKONUPOBAMb,

oe3uH@uyuposams u CMepuIU306ams ANMeyHyIo HOCyoy, UHCIMPYMEHmbL, paboiee Mecmo;

8bI0€NAMb YUCMYIO KYALIYPY MUKPOOP2AHUSMO8; ONpeOeiums 4yeCmeumenrsbHocms Oakmepuii K aumubuomuxam;
OYeHUmMsb pe3yabmamyl HeKOMOPbIX PeaKyui UMMYHUMema,

ananusuposamsv JIII, JIC, cmwigvl ¢ pyk u nocyovt no mMuxpoduonocuveckum noxazamensm. Hoemmugpuyuposamo
YUCmyIo Kyiomypy, 0aéamo NOACHEHUs NO NPUMEHEHUIO UMMYHOOUOIOSUYECKUX NPenapamos

Bnaoemo:

MEMoOamMu  UMMEPCUOHHOU MUKDPOCKONUU MUKPONPENnapamos, yMeHuem aHAIu3uposams MUKpOOUOLOSULECKYIO
uyucmomy.

CROCOOHOCBIO 0A8AMb NOACHEHUS NO NPUMEHEHUIO UMMYHOOUOL02ULECKUX NPENAPAMO8.

HABLIKAMU CAHUMAPHO-NPOCEEMUMENbCKOU pabomul.

Buonozuueckas xumus
3namep:
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OCHOGHblE nymu 00MeHa 0enKo8, Y2ie60008, JUNUO0S8, HYKIEUHOGbIX KUCIOM 6 OpP2aHUsMe Yelo8eKd, NPUHYUNbL
OUOXUMUYECKO20 AHANU3A,

meopemuieckue 0OCHO8bl nymet (hepmMenmamusHo20 NPespaweHus 1eKapcme 8 op2anusme.

Ymemsn:

onpedenams codepicanie HeKOMOPLIX KOMNOHEHMO8 0elK08020, TUNUOHO20, Y2le800H020 00MEH08 8 Kposu U
OUONI02UYECKUX HCUOKOCTISIX,

NpUMeHsAmMb Memoobl OUOXUMUU 8 NPOU3BOOCMEE U AHATU3E TeKAPCNS.

Bnaoemeo:

HAasbIKaMu OUOXUMUYECKO20 aHAU3A U UHMepnpemayuell pe3yibmamos aHaiusd.

Dapmayesmuyeckas mexuHonozus

3namo:

docmudicenus papmayesmuyeckoli HayKu U npakmuKu

KOHYenyuu pazeumus apmayuu u MeOuyuHsl Ha COBPEMEHHOM dmane

buogapmayesmuueckyio KOHYERYuo MexHoI02UU JIeKAPCMEEHHbIX NPENnapamos

slUAHUE apmayesmuyeckux Qaxmopos (8uo 1eKapcmeenHoll opmel, pasmep 4acmuy J1eKapcmeeHHblX euecms,
QusuKO-XUMUYECKUE CBOUCMBA NEKAPCMEEHHBIX U BCNOMO2AMENbHbIX BeUecs, UCNONb3YeMble MEeXHOI0SUUecKue
onepayuu u m.o0.) Ha 6UOI02UHECKYI0 OOCMYNHOCHb JIeKAPCMEEHHBIX GeUWecms

UHGDOPMAYUOHHBIE UCMOYHUKY CHPABOUHO20, HAYYHO20, HOPMAMUBHO20 XaApAKmMepd, OCHOBHble HOPMAMUSHbIE
OOKYMenmbl, KACAwuecs npou3soocmsd, KOHMPOIs KAuyecmed, pAcHpOCMpAaHeHus, XpaHeHus U npumeHeHus
JIeKAPCMEEHHBIX CPeOC8, NPEenapamos u u30enull MeOUYUHCKO20 Ha3HaAYeHUs

omeuecmeenHvle U MedxcoyHapoouvie cmanoapmer (GMP, GLP, GCP, GPP), ¢gapmakoneu, npuxazvt M3 P®,
MemoouuecKkue yKasauua u uHcmpykyuu, ymeepocoennvie M3 PD, npasuna u HOpMbl canumapHo-2ueueHuyeckozo
pedicuma

npasuia obecneyenus acenmuyeckux YCI06UAX U3COMOGNEeHUs. NeKaApCMEEHHbIX NPenapamos, Gapmayesmuieckull
nopsi0ok 6 coomeemcmauu ¢ oeticmayrowumu HJ[

obwue npuHyunvl 6vI00paA, OYEHKU Kayecmed u padomvl MexHOI02UYecKo2o 000pyoosanus (VCMAHOBKU OJis
Qurbmpayuu, usmenrvyarOwue annapamsl U MAwiunbl, YCMaHo8KU 015 NPOCeU8AnUs, YCMAHOSKU U annapamol Ol
cmepunuzayuu u op.)

OCHOBbL  9KOJIO2UYECKOU 0e30nacHoCmu  Npou3eo0cmea U NPUMEHEHUsl JIeKAPCMBEHHbIX NPenapamos, MexHUuKy
bezonacrHocmu, npasuIa oXpansl mpyod.

Ymemos:

camocmoamenbHo pabomamy ¢ Hay4HO-MexHU4ecKol Iumepamypoil, peuams npogeccuonanvisvie 3a0a4u;

HA OCHOBAHUU U3YYEHUs Meopemuieckux 3aKOoHO08 yMemb Npeodpazoeams JeKapcmeeHHvie U 8CHOMO2aAmenbHble
seujecmaa 6 neKkapcmeenvie Gopmul;

U320MABIUBAMY JIEKAPCMBEHHbIE OPMbL, OYEHUBAMb KAYECMBO CbIPbs, NOIYAPOOYKIMOE U 20MOGbIX NEeKAPCMBEHHbIX
cpedcma;

sblOUpame Haubonee dPpexmusnvle U payuoHaIbHLIE JTEeKAPCMEEHHbIE POPMbL U Mepanesmuieckue cUucmemsl Hd
0CHOBe coBpemMeHHOU buopapmayesmuveckoll KOHYenyuu, NPUHAMOU 8 MUPOBOU NPAKMUKe;

Bnaoemw:

HAaBbIKAMU paA3padoOmKu mexHoI02Ul, HABbIKAMU pa3pabomKu Hauboiee payuoOHAIbHOU MeXHOL02UU JeKapCMEeHHOU
opmul u HopmupyrOwetl doxymenmayuu sl Hee,

Ha OCHOBAHUU OOWUX BUO008 0eaMEeNbHOCIU NPOBU3OPA-MEXHON02d CAMOCMOAMENbHO GbINOJHAMb YACMHbIE UL
OdesamenvbHOCMU,

npogeccuoHaAnbHLIMU HABLIKAMU NPOBU30PA NO cheyuanrbHocmu « Dapmayesmuieckds MmexHoI0UsAN.
Dapmaxoznosus

3nameo:

Mopgonoeo-anamomuneckue OouacHocmuveckue npusvaku JIPC, paspeuwennHozo K NpUMEHEeHUro 8 MeOUYyuHCKOU
npaKmuke, 8603MONCHbLE NPUMECH,

ocHogHble epynnvl  BABnpupoonoco npoucxodcOewus u ux —eadcheliwiue (QuU3UKO-XUMUYECKUe — CBOLCMEd,
nymubuocunmesa ocHosHwix epynn bBAB;

Memoovl gvloenenus u ouucmku BAB 6 JIPC, buonocuuecxyio cmanoapmuzayuio JIPC;

mpeboganus K ynaxoske, mapxupoexe u xpauenuto JIPC ¢ coomeemcmeuu ¢ HJ[; ocnosnvie nymu u popmol
ucnonvsosanus JIPC 6 apmayesmuueckoli npaxmuke u HPOMbIULIEHHOM RPOU3BOOCHEe, OCHOBHbIE CBEOeHUsl O
npuMeHeHuY 8 MeOUYUHCKOU NPpaKmMuKe 1eKapCmeEeHHbIX Cpe0Ccms pacmumenbHO20 U HCUBOMHO20 NPOUCXOHCOCHUSL,
Xapaxkmepucmuxy cblpbegoli 6a3vl 1eKaApPCMBEHHbIX pacmenuti;, obwue npuHyunsl payuorarbhol 3azomoexu JIPC u
MepOnpusmull no OXpame ecimecmeeHHblX OSKCHAyamupyemvix 3apocieti JIP; cucmemy xraccugurayuu JIPC
(xumuueckas, papmarxonrocuieckas, OOMaHu4ecKas, MoppoIocuiecKas);

Homenkaamypy JIPC u nexapcmeeHHbIX cpe0Cme pacmumenbHO20 U HCUBOMHO20 NPOUCXONCOEHUS,, PA3PEULEHHBIX OIS

NpUMeHeHUs. 8 MeOUYUHCKOU NPAKMUKe, OCHOGHble C8e0eHUs 0 PACNPOCMPAHeHUU U apeanax pacnpocmparenus JIP,
NPUMEHAEMBIX 8 MEOUYUHCKOU NPAKMUKe, Memoobl MAKPOCKONUYECKO20 U MUKPOCKONUYECKO20 AHANU308 YelbHO20 U
uzmenvyennozo JIPC;

Ymemo:
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pacnosuasame JIP no @HewlHuM NPUBHAKAM 6 NPUpooe;, UCNONb3068AMb MAKPOCKONUHECKUll U MUKPOCKORUYECKUT
Memoovl ananusa 0nst onpedenenus nooaunnocmu JIPC;

onpedensimv JIPC 6 yenvHoM U U3MENbYEHHOM 8U0e C HOMOWbIO COOMEENCMBYIOWUX onpedenumenell, pacno3Haeams
npUMecu NOCMOPOHHUX PACMEHUN NPU AHATU3E CbIPbS,

nPO6OOUMb KAYECNEEHHbIE U MUKPOXUMUYECKUE peakyuu Ha ocHosHble BAB, codepacawuecs ¢ JIPC (noaucaxapuoul,
JICUpHble U I(puUpHble  MAcCHa,  GUMAMUHbL,  CepOeyHble  2AUKO3UObLL,  CANOHUHBL,  AHMPAYEHNPOU3BOOHDIE,
Genunnponanoudvl, Kymapurvl, (GragoHOUObI, 0YOUTbHbIE Belecm8d, ANIKAIOUObL); AHATUZUPOBAMb O MemOoOUKAM
KOIUYECMBEHHO20 Onpedenenus, npedycmompennvim coomsemcemeyrowumu HJ, JIPC na codepoicanue dcuphvix u
IPUPHLIX Macel, cepoeyHbiX 2AUKO3UO008, CANOHUHOS, AIKANOUO08, AHMPAYEHNPOU3BOOHBIX, OVOUNLHBIX BeUjecms,
Genunnponanoudos, GragoHoud08, KyMApUHO8, SUMAMUHOE U Op.; NPOGOOUMb ONPEOeNeHUe OCHOBHLIX YUCTIOBbIX
nokazameneti (61AACHOCMY, 301A, IKCMPAKMUBHbIE BEUECMBA) MEMOOAMU, CO2NACHO OeUCMEYIOuUM Mpedo8aHUIM,
nposodums  npuemxy JIPC, ombupamv e2o npobvl, HeobXooumvle Ol AHAAU3A, CO2NACHO OCUCMBYIOUWUM
mpebo8aHUSM, NPOBOOUNb CIMAMUCMUYECKYIO 06pabomKy U oQopmieHue pe3yibmamos GapmaKocHOCMU4ecKo2o
ananuza, Oeiamv 3akmioueHue o Odobpokauecmeennocmu JIPC 6 coomgemcmeuu Co2nacHo  Oeucmeyouum
mpebosanuam;

Bnaoemw:

Hagvikamu uoenmugpuxayuu JIP no eHewnum npusHaKam 8 Hcueom u 2epoapusupo8anHom Udax,

MEXHUKOU NPULOMOGIEHUSL MUKDONPENAPAmMos paziuinslx mopgonocuveckux epynn JIPC;

MEXHUKOU NPOBEOCHUs. KAYECMBEHHbIX U MUKPOXUMUYECKUX peakyuiina ocnoenvle BAB, coodepocawuecs ¢ JIPC
(noaucaxapuowvi, s¢pupuvie MAcia, GUMAMUHDBL, cepOeUHble 2IUKO3UObL, CANOHUNbI, AHMPAYEHNPOU3BOOHbIE, KYMAPUHD,
@nasonoudst, OybunbHbIE BEUECMEA, ANKAIOUObL);

HABLIKAMU NPOBEOEHUsI PECYPCOBEOYECKUX UCCICO008AHUI, HABLIKAMU UHMEPRPEMAyuu pe3yibmamos aHaiu3d
JIEKAPCMBEHHBIX CPeOCms OJisl OYEHKU UX Kayecmed,

MEXHUKOU UCTIONb30BAHU PUBUKO-XUMUYECKUX, MUMPUMEMPULECKUX, ZPAGUMENPUYECKUX U XPOMAMOSPADUUECKUX
Mmemooos ananusa JIPC.

Dapmayesmuueckan xumus

3namo:

OCHOBHbIE HANPAGIEHUs U NEePCNeKmuesbl CO30aHUsL JIeKAPCMBEHHbIX Beuecms, NoAYyHeHue U UCcie008anue
JIeKAPCMBEHHBIX CPEeOCH8 OCHOBHbIE NONOICEHUS U OOKYMEHMbl, peiamMeHmupylowue Qapmayesmuyeckuti aHaius 6
cmpane; 8uUObl  HaApMAayesmuiecKkoeo aHAIU3A, COBPEMEHHble Memoobl QapmMayesmuyeckozo anaiusa, oodwjue
NPUHYUNBL OYeHKU KAYecmea JeKapCMEeHHbIX cpeocms (HopmamusHvle mpeDo8anus K Kauecmsy NeKapCmeeHHbIX
seujecms u J1eKapCcmeeHHblX Gopm);

CMpYKmMypy, c60UCcmea, Memoobl AHAIU3A HEOPLAHUYECKUX NeKAPCMBEHHBIX CPEOCE, co0epHcauyux dnemenmsl 1-oil u
8-01i epynn nepuoduueckoii cucmemol snemenmos [.U. Menoeneesa:

noKazamenu Kaiecmeda Ol HeOP2AHUHECKUX IeKAPCMBEHHbIX CPeOCME (GHeW Ul U0, PACMBOPUMOCb, XUMUYECKUE
peakyuu Ha KAMUOHbL U AHUOHBL U Op.), Mumpumempuveckue Memoobl KOIUYECMBEHHO20 OnpeoeieHus
(ocadumenvhule, KUCIOMHO-OCHOBHbIE, OKUCAUMENbHO-60CCMAHOBUMENbHYIE, KOMNIEKCOHOMEMpUs), onpeoeieHue
000pOKaAUeCmMB8EHHOCMU HEOP2AHUYECKUX JIeKAPCMBEHHbIX CPeOCms, CMpPYKMypy, CBOUCMEd, Memoobl aAHANU3A
Op2anU4ecKux JleKapcmeenvlx cpeocms, 6 mom yucie BAB: nokaszamenu xavecmea OpeaHuyecKux JeKapCmeeHHbIX
cpedcme, 015 onpeodeneHuss NOOIUHHOCHU U 00OPOKAYecCmeeHHOCmU (memMnepamypa NniasleHus, memnepamypa
Kunenus, NiOMHOCMb, GIANCHOCMb U Op., DYHKYUOHANLHLIN AHATU3), Mumpumempuyeckue u Qu3uKo-xumuiecKue
Memoobl  KOIUYECMBEHHO20 — ONpeOeleHUs opeaHudeckux Jaexkapcmeenuvix cpeocms (DOOK, CD-mempus,
pedpaxmomempus, NOIAPUMEMPUSL, XPOMATNOZPAGUSA, NPUHYUNBL YCTNPOLICMEA COOMEEMCMBYIOWUX NPUOOPOS);
Gapmaxoneiinvili aHAIU3 NEKAPCBEHHLIX 6eujecms, e20 O0CODEHHOCMU NPOBeOeHUs 6 YCIAOBUAX KOHMPOILHO-
ananumu4eckol 1abopamopuu; IKCNpecc-ananu3 1eKapCmeeHHbix Gopm, e20 0COOEHHOCTNU NPOBEOeHUs 8 YCIOBUAX
anmexu, obwue npasuna u NOPAOoK padomsl 6 Xumuieckou rabopamopuu. Ilpasuia mexuuxu 6e30nACHOCMU OXPAHA
mpyoa u oxasanue nepeol NOMowU Npu HeCUACMHBIX CLYHASX.

Ymems:

CamMoOCmoamensHo pabomams ¢ y4eOHOU U CHPABOYHOU TUMEPAMYPOU: COOUPAMb HYIHCHYIO UHDOPpMAYUIO, BbLOEIAMb
OCHOBHbIE NONOAHCCHUS U NPUMEHAMb UX OJif peUleHUss KOHKPEMHOU 3a0a4u papmayesmu4eckoi Xumuu,

Ha 0CHOBE MeopemuiecKux NPeonoCbloK U 603MONCHOCU YUIUYECKUX, DUIUKO-XUMUYECKUX U XUMUYECKUX MeMO008
KA4eCcmeeHH020 U KONUYeCMBEHHO20 AHAU3A YMemb 0eldms 6b100p ONMUMATLHBIX MEMO0008 05l OYeHKU Kauecmed
JIeKAPCMBEHHBIX  CPeOCm8, COCMABNAMY, NIAHUPO8AMb, 000CHO8bI8aMb Memoouku 1D u sxcnpecc-ananuzos
JIeKAPCMEEHHbIX CPeOCmE 6 COOMGEMCMEUU C HOPMAMUGHLIMU MPeOOSaHUAMU Ol ODecneyenus mMOoYHOCMU
Pe3VIbmamos aHaIu3d, 6bINOIHAMYb AHATU3 IKCNEPUMEHMANLHO, 0DO0CHO8bIBAMb MeMOOUKU NPOBeOeHUs peaKyuu
NOOTUHHOCIU U KOAUYECMEEHHO20 ONPeOeNeHUs, CONPOBOHCAAn MO HANUCAHUEM YPABHEHUU XUMUYECKUX pearyull,
8bINOIHAMb NPEOGAPUMENbHBIE PACUENbL U PACYEmbl PE3YIbMAamos aHalusa,

npo6ooUMb  MAMEMAMUKO-CINATMUCIMUYECKYIO  00pabOmKy pe3yIbMmAamos aHAIu3d, OYeHU8Amb U CPAGHUBAMb
pe3yibmamul, NOJY4eHHbIE PASTUYHBIMU MEMOOaMU,

0000uams  IKCNEPUMEHMATbHBIL Y4eOHblll Mamepuan, OQOopMIasms pe3yibmamsl 8 6uoe NPOMOKOI08, Oelamb
cooOWeHuss 0 npooeianHol pabome, YHACMBOBAMb 6 OUCKYCCUAX, 2OMOBUMb MUMPOBAHHBIE CMAHOAPMHbIE
pacmeopwl, CMandapmu306amy MUMPAHMbL, NPOBOOUMb MUMposanue, pabomams ¢ KOHYEHMPUPOBAHHLIMU
KUCTOMAMU U Wel04aMU, ¢ OP2AHUYECKUMU PACMBOPUMENAMU U SO0BUMBIMU BEUECEAMU C NOTHbIM COOM00eHUEM
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mexnuku 6e30nacHocmu, pabomams ¢ HA2pesameIbHbiMU NPUOOPaAMU (INEKMPONIUMOLL, B00AHOU OaHel, CYUUTLHbIM
wxagom) u co cnupmoskou, pabomamsv ¢ amaiumueckumu u pyunvimu eecamu, na DPIK-mempe u CD-mempe,
pedpaxmomempe, nonspumempe u Ha Opyeux npubopax, oodpawyamvcsi ¢ MUKPOCKONOM, MblMb U NOIb308AMbCS
MEPHOU U OpYeoll XUMUYECKOU MNOCYOOl: HpOBOOUMb pPACMEOPEHUe, HAZpesanue, BbINAPUBAHUE, O0CAdICOeHUe,
Qurbmposanue, svlcyuiuganue, NPOKAIUBAHUE, IKCMPALUPOBAHIUE 6eUWeCmE U Opyeue onepayuu 20mosums pabodee
MeCmo NpoeU30PA-AHAIUMUKA, OCYWEeCMEIsMb 8blO0p HE0OX0OUMOU XUMUYECKOU NOCYObl, PeaKxmugos, npubopos,
CheyuanbHoU Iumepamypbl 0isk BPOSeOeHUs. PapMayesmuyecko20 aHaiu3d.
Bnaoemy:

v\ Hasvikamu nposedenus ecex 6ud08 gapmayesmuueckozo anamza JIC npu ucneimanuu ux HA NOOAUHHOCHIb,
000pOKaA1eCmMEeHHOCMb, KOIUYECMEEHHOE COOepIICaHUe.

Ynpaenenue u sxonomuxa papmayuu
3namo:

v’ cmpyxkmypy cospemennoi cucmemvl 30pasooxpanenus P®;

v’ ocHogwl 3axonodamenscmea P® no oxpane 300posvs zpadxcoan u obecneuenus caHumapHo-3nudeMuoI02udecko2o
Oaa20noyYUs 6 cmpamne; 0CHOGHbIE HOPMAMUBHbIE U NPABOGLIE OOKYMEHMbL,

v’ jopuduueckue, 3aKoHOOamMenvHbIC U AOMUHUCTIPAMUGHBIE NPOYEIYPbl U CIMPAME2ulo, KACAIouuecs 8Cex acneKmos
Gapmayeemuueckou OeamenrbHOCmU,;

v 0CHOBbI 0eNONPOU3E0ACMEd 6 PAPMAYEEMUUECKUX OP2AHUSAYUSX,
Ymemos:

v obecneuusamo HeoOX0OUMbIE YCIOBUSL XPAHEHUS. JIEKAPCIMBEHHBIX CPEOCME U OPYeUX (HapMayesmuyueckux mosapos 6
npoyecce MpancnopmuposKy U 6 yupedcOeHusx moeaponpogoosiuels cemu;

v\ cobmodams smuveckue u OOHMONOSUMECKUE NPUHYUNDBL B3AUMOOTMHOUWEHUI 8 NPOPECCUOHATLHOU OesMeNbHOCTU ¢
KOJIe2amu, MeOUYUHCKUMU PAOOMHUKAMU U HACeNeHUeM,

v cobnrodams npasuna oxpansl mpyoa u mexHuxu 6e3onacHocmiu;
Bnaoemns:

v HaBbIKaMU COCMABNECHUS PASIUYHOL OOKYMEHMAYUYU apMAye6muyecKux opeaHu3ayuil.

I[IpodeccnonanbHble CTAHAAPTHI M TPYAOBbIE PYHKIMHU, KOTOPbIE MOJHOCTHIO HJIH YACTUYHO
o0yyalouuiicss MOKeT MPOAEMOHCTPUPOBATH B Mpolecce M3YUeHHUs TUCIUNIHHBI:

Unpekc HaumenoBauue
02 31PABOOXPAHEHUME
02.006 ITPOBU30P

Kanudunupoannas papmarieBTrdeckasi TOMOIIb HACETIEHUIO, MAIIMEHTaM MEIUIIMHCKUX
OpraHuzaiuii, paboTsl, YCIYTH M0 JOBEICHHIO JIEKAPCTBEHHBIX MPENapaToB, MEAUIIMHCKIX

A o
W3JIEeHH, IPYTUX TOBAPOB, Pa3pelIeHHBIX K OTIYCKY B allTEYHBIX OpraHU3alusiX, 10
KOHEYHOT'0 MOTpeOuTeNs
AJOL7 OnToBast, pO3HUYHAs! TOPTOBJIS, OTIYCK JIEKAPCTBEHHBIX MPENapaToB U IPYTUX TOBAPOB
' alTEYHOr0 aCCOPTUMEHTA
3.8 TexHosorus JeKapcTBEHHbIX MpenapaToB U OCHOBBI OModapMaliuu

AJ05.7 | W3roroBneHHE JIEKapCTBEHHBIX MPEMAPaTOB B YCIOBHUAX alITE€YHBIX OpraHU3aIHid

HO)IFOTOBKa K U3IrOTOBJICHHIO JICKAPCTBCHHBIX ITPEIIApPaTOB MO PELCIITAM U Tpe6OBaHI/I$IMZ
BBIIIOJIHCHHUC HGOGXOI[I/IMLIX pacyeToB; MOATOTOBKA paﬁoqero MECTa, O60py,[[OBaHI/I}I n
JICKApCTBCHHBIX CPCICTB, BI)I60p 1 IOAT0TOBKA BCIIOMOI'aTCIIbHBIX BECHIICCTB, paHHOHaHBHOfI
YIIAaKOBKH

TI.1
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Br160op onTUMaIbHOTO TEXHOJIOTHYECKOTO MPOIIecca U MOATOTOBKA HEOOXOIUMOTO

TH.2
A TEXHOJOTHYECKOT0 000pyIOBaHUS Il U3TOTOBJICHHS JIGKAPCTBEHHBIX MPENapaToB
W3roroBneHue JeKapCTBEHHBIX MPENapaToB B COOTBETCTBHUH C MPABUIIAMHU H3TOTOBJICHUS U C
T.3 YYETOM BCEX CTaUil TEXHOJIOTUYECKOTO MPOIIecca, KOHTPOJIh KAUueCTBa Ha CTAIUAX
TEXHOJIOTUYECKOTO IpoIecca
T4 OcyIecTBICHHE YITAKOBKH U MAPKHUPOBKU/O(OPMIICHHSI H3TOTOBIICHHBIX JIGKAPCTBEHHBIX
' MpernaparoB
Benenue perucrpanuu 1aHHBIX 00 U3TOTOBJICHUH JIEKAPCTBEHHBIX MPEMApaToB (3ar0IHEHHE
TILS MacropTa MUCbMEHHOTO KOHTPOJIS; B CIIy4ae MCIOJIb30BAHMSI TPH U3TOTOBICHUH
' JICKapCTBEHHBIX CPEACTB, HAXOIAIINXCS HA TPEAMETHO-KOJIMYECTBEHHOM y4eTe, 0(OopMIICHH
00paTHO# CTOPOHBI PEIenTa)
TIL6 Benenune npeaMeTHO-KOJIMYECTBEHHOTO YUeTa ONPEIeIICHHBIX TPYIII JICKAPCTBEHHBIX CPEICT
' U IPYTHUX BEIIECTB, NOICKAIIUX TAKOMY YUETy
V.2 ['oTOBUTE BCE BUIBI JIEKAPCTBEHHBIX POPM
v.3 PeructpupoBath 1aHHBIE 00 U3TOTOBJICHHBIX JCKAPCTBEHHBIX MpernapaTax
V.4 YnakoBeIBaTh U 0YOPMIISITH MAPKUPOBKY M3TOTOBJICHHBIX JIEKAPCTBEHHBIX MPETIapaToB
v g OcCymiecTBIATh IPEAMETHO-KOITMYECTBEHHBIN YUET JIEKapCTBEHHBIX CPEICTB U IPYTUX
' BEIIECTB B COOTBETCTBHHU C 3aKOHOAATENbCTBOM Poccuiickoit denepanuun
VY.10 [Tonmp30BaThCs TAOOPATOPHBIM U TEXHOJIOTHYECKHM 000y I0BaHUEM
310 MeTo bl aHaK3a, UCTIOJIb3YEMbIE TPH KOHTPOJIC KaYeCTBa JICKAPCTBEHHBIX CPEICTB U
) onucannble B ['ocynapcTBenHoi papmakonee
TpeboBaHusI K KaUeCTBY JIEKAPCTBEHHBIX CPEICTB, K MAPKHUPOBKE JIEKAPCTBEHHBIX CPEJICTB U
3u.3 JTOKYMEHTaM, MTOITBEPKIAIONINM KaueCTBO JIEKAPCTBEHHBIX CPEJICTB M JJPYTUX TOBAPOB
anTeyHOr0 aCCOPTUMEHTA
3u.7 TpeGoBanust K BEACHUIO TPEIMETHO-KOJIMUECTBEHHOTO YUeTa JIEKapCTBEHHbIX CPECTB
315 [TpaBwiia U3roTOBICHUS TBEPIBIX, KUIKUX, MATKAX, CTEPHILHBIX M aCEITHICCKUX
' JIEKapCTBEHHBIX (POpM
3116 OU3NKO-XUMUYECKUE U OPTaHOJENTHYECKHUE CBOMCTBA IEKAPCTBEHHBIX CPEACTB, UX
' ¢busnveckas, XuMmuIeckas u (papmMakoIormyeckasi CoBMECTUMOCTh
3u.18 | OcHoBbI Onodapmalun
02.010 CIIEHQUAJIUCT I10 ITPOMBIIIJIEHHOU ®APMAIIMU B OBJIACTU
' NCCIENJOBAHNU JIEKAPCTBEHHbBIX CPEJACTB
A IIpoBenenue paboT 1Mo UCCIIEIOBAHUSAM JIEKAPCTBEHHBIX CPE/ICTB
A/01.6 | TlIpoBeaenue paboT 1Mo GapMarieBTUIECKON pa3paboTKe
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TH.1 Pa3zpaboTka nporeayp mo npoeAcHUIO (papMareBTHIECKON pa3paboTKu
/1.2 PazpaboTka 1miaHoB ¥ POTpaMM IPOBEACHUS OTACIBHBIX AJIEMEHTOB (papMarieBTUIECKOM
' pa3paboTKu
I3 [IpoBenenue nccnen0BaHni, UCIBITAHUM U SKCIIEPUMEHTAIBHBIX padoOT O
' (dhapmaleBTHUECKOl pa3paboTKe B COOTBETCTBUU C YTBEPKICHHBIMHU TUIAHAMU
T4 [IpoBenenue HaOMIOACHUI U U3MEPEHUI, COCTABIICHUE UX ONMUCAHUN U POPMYITHPOBKa
) BBIBOJIOB
I Cratuctnueckas 00paboTKa MOJIyYeHHBIX PEe3yIbTaTOB UCCIEIOBAHUM, UCIIBITAHUN U
' IKCIIEPUMEHTOB 10 (papMarieBTHYECKOH pa3padoTKe
TH.6 Pa3paboTka nmpoeKkToB HOPMATUBHOM JTOKYMEHTAIIUH HA JIEKAPCTBEHHBIE CPEJICTBA
/.7 Pa3paboTka MpoeKTOB TEXHOJIOIMUYECKOHN TOKYMEHTALUU Ha JIEKAPCTBEHHBIE CPEJICTBA,
' BKJTIOYAst HEOOXOAUMYIO TOKYMEHTAIUIO JIJISl PETUCTPAIIHIOHHOTO JI0ChE
TH.8 Benenue noxkymenranuu no papmareBTH4eCKON pa3paboTke
V1 PazpabaTbiBaTh 1 aHATM3UPOBATH TEXHOJIOTUYECKYIO H OTUYETHYIO JIOKYMEHTAIIMHU 110
' (hapmarieBTHUECKOM pa3padboTKe (B Impeeaax JTOJDKHOCTHBIX 00s3aHHOCTEH)
Hcnonb30Bath cpeicTBa M3MEPEHHUSI, TEXHOJIOTHUECKOE U UCIIBITaTeIbHOE 000pyA0BaHNE,
V.2 IpUMEHsIEMbIE TTPH (papManeBTUIECKOH pa3padoTke (B OTHOMICHUH pa3padaThIBaeMbIX
JIEKaPCTBEHHBIX CPEJICTB)
V3 BbInoNHATE UCIBITAHUS JIEKAPCTBEHHBIX CPEACTB (KaHIUAATOB B JIEKAPCTBEHHBIE CPE/ICTBA)
v 4 Onpenensts TPYAO0EMKOCTh TEXHOJIOTHYECKOTO Mpoliecca, MaTepuanbHbIi OanaHC U
' TEXHOJIOTUYECKYIO C€0ECTOMMOCTb NPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB
Pa3pabarbiBaTh JOKYMEHTHI U1 XUMHUUECKUX, (papMalieBTUYECKUX U OMOIOTMYECKUX
V.6 Pa3aesoB PErUCTPALMOHHOIO JOChE€ U HOPMATUBHYIO JJOKYMEHTAIUIO HA JIEKAPCTBEHHBIE
CPEJCTBA, MPOU3BOJIUTh UX IKCIIEPTU3Y
v 7 OcCyIecTBIATh MOMCK U aHAJIU3 PETYJIATOPHOM, HAYyYHOU U HAyYHO-TEXHUYECKON
' nH(popManuu i pereHus NpopecCUoHaIbHbIX 3a/1a4 10 (apMalleBTUUECKOH pa3paboTke
343 OU3NKO-XUMUYECKUE, OMOIOTHYECKUE U MUKPOOHOJIOrMUECKHE CBOMCTBA H3y4aeMOro
] JIEKapCTBEHHOI'O CPEJCTBA
3u.4 CoBpeMeHHBIN aCCOPTUMEHT BCIIOMOTaTeIbHBIX BEIIECTB U UX (DYHKIIMOHAJIbHbBIE CBOMCTBA
3n.5 Bubl 1 XapakTepUCTHKHU YIIAKOBOYHBIX U YKYITOPOYHBIX CUCTEM
3H.6 MeTtopl IpenynpexaeHs] KOHTAMUHAIUHU U NIEPEMYThIBAHUS TPOTYKIIUH
MeTo1bl CTaTUCTHUYECKOTO YIIPAaBJIEHUS KaueCTBOM, METO/Ibl MATEMaTUYECKON CTaTUCTHKH,
3n.7 IIPUMEHSIEMbIE TPU OLIEHKE MOJIYYEHHBIX PE3YJIbTAaTOB UCIIBITAHUN U SKCIIEPUMEHTAILHON
paboThI
TexHonoruu noiaydeHus: papMalieBTUIECKUX CyOCTaHIIM, BCIOMOTraTeIbHbBIX BEIIECTB U
31.9 JIEKapCTBEHHBIX (POPM, omeparuii Mo yrnakoBKe 1 MapKUPOBKE B OTHOIICHUU

pa3pa6aTBIBaCMBIX JICKAPCTBCHHBIX CPCIACTB
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[TpuHIMIBI pa3paOOTKHU U TOCTAHOBKY Ha MPOU3BOICTBO HOBBIX JIEKAPCTBEHHBIX CPE/ICTB

3u1.10 (papmakonorudeckue, hapMareBTHUECKUE ACTIEKTHI U TEXHOJIOTHYECKHUE ACTICKThI) U
KOHTPOJISI BHECEHUSI U3BMEHEHUI B IPOU3BOANMBIE JIEKAPCTBEHHBIE CPENICTBA
3u.11 dapmaxosiorust u ornodapmanys, KITMHIYECKas: (hapMaKoJIOTHs
3H.13 ®dapmareBTUYECKasi TOKCUKOJIOT S
MeToap! IIaHUPOBAHUS UCCIEIOBAHNMN, UCIIBITAHUH U SKCIIEPUMEHTAIIBHBIX padoT,
3u.14 | npuMmeHsieMbIX Ipu (hapMalleBTHUECKOI pa3paboTKe (B OTHOIIEHUHU pa3pabaThIBaeMbIX
JIEKAPCTBEHHBIX CPEJICTB)
02.011 CIIEHUAJIUCT I10 BAJIMAALINN (KBAJINMOUKALINN) PAPMALEBTUYECKOI'O
' [NPON3BO/ICTBA
A [TpoBenenue padbot no Banuaanuu (KBaaupukanum) GapMareBTHIeCKOro Mpon3BOICTBA
AJ02.6 Opranu3zaiiis MOHUTOPUHTA 0OBEKTOB U MPOIECCOB, MPOLIEANINX BaTUAALNIO
' (xBasnpuKanuio) papmManeBTHIECKOro MPON3BOACTBA
v WHuTepnpeTpoBaTh NOKa3aHUs aBTOMAaTHUYECKUX JATYMKOB KOHTPOJISE IPOU3BOJCTBEHHON
' cpelbl, paboThl 000PYI0BaHUS, HHKEHEPHBIX CUCTEM
[TpuMeHSTh CTAaTHCTUYECKHE METO/IbI aHAIIN3A JJISl OLICHKH 3HAYUMOCTH (PAaKTOPOB,
V.5 BIUSIIOLIUX HA YCTOMYUBOCTD U HAJIC)KHOCTH MPOIIECCOB, 000PYIOBAHHS U HHKEHEPHBIX
CUCTEM
315 dapmalieBTUYECKas TEXHOJIOTHS B YACTH TEXHOJIOTMYECKUX MPOLECCOB, IPOXOISIINX
' BAJIMAALUIO
3.6 Metoapl CTaTUCTUYECKOTO YIPABICHUS KAYECTBOM, METO/Ibl MATEMATUUECKON CTAaTUCTUKH,
' MIpUMEHsIEMbIE TPU OLIEHKE PE3yJIbTaTOB UCTIBITAHUM U BaIUAaLUN
3n.7 [Tpunnumne! papmaneBTUIECKOH MUKPOOUOJIOTHH, ACETITUKU U TOKCUKOJIOTUH
3.8 [IpuHIMIBI CTaHIAPTU3ALMH U KOHTPOJIS KaUueCTBa JIEKAPCTBEHHBIX CPECTB
31.9 ®dapMakoneiiHble METO/Ibl aHAIM3a B YaCTH METOJMK UCIIBITAHUH JIEKAPCTBEHHBIX CPECTB
31,10 [Tpununs! obecredeHns: GPU3NKO-XUMHUECKON, CTPYKTYPHO-MEXaHUUECKOM, aHTUMUKPOOHO
' CTaOUJILHOCTH JIEKAPCTBEHHBIX ()OPM IIPU UX MPOU3BOJICTBE
02.012 CIIEHUAJIMCT B OBJIACTU VIIPABJIEHUA ®APMAIHEBTUYECKOU
' JEATEJIBHOCTBIO
A Opranmsanus 1 pyKoBOJICTBO (hapMaIieBTHUECKOM IeATeTbHOCTHIO (PapMarieBTHIECKOM
OpraHu3alu
A/01.7 | TlnanupoBaHue AEATEILHOCTH (hapMaleBTHUCCKOI OpraHu3aiuu
315 Oco6eHHOCTH XpaHEHUs JIEKAPCTBEHHBIX CPEJICTB, B TOM YHCIIE TOUIEKALUX MTPEIMETHO-

KOJINYECTBEHHOMY YUETY
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CHELUAJIMCT IO IIPOMBIIIJIEHHOM ®APMALIMU B OBJIACTU

02.013
KOHTPOJIIKAUECTBA JIEKAPCTBEHHbBIX CPEJICTB
A [TpoBenenue paboT 1Mo KOHTPOIIIO KadecTBa papMaIleBTUYECKOTO IPOU3BOJICTBA
[TpoBenenue pabot 1mo oTOOPyY U yueTy 00pa3IoB JEKApCTBEHHBIX CPEACTB, HCXOIHOTO CHIPh
A/01.6 | u ymakOBOYHBIX MAaTEPUAIIOB, IPOMEIKYTOUHOM MPOAYKIIUH K 00BEKTOB IIPOM3BOICTBCHHOM
cpeabl
ITonroroBka 000py10BaHUs U Tapbl A 0TOOpa 0OPa3LIOB JIEKAPCTBEHHBIX CPEJCTB,
TH.1 HCXOJHOTO ChIPbs U YIIAaKOBOYHBIX MAaTEPUAIIOB, IPOMEKYTOUYHON MPOIYKIIMH U OOBEKTOB
IIPOU3BOICTBEHHOH CpeJibl
TI.2 Brinonnenue TpedyemMbIx onepanuil (MaHUMYJISIUI) 10 0TOOPY 00pa3oB U UX MAPKUPOBKU
' B COOTBETCTBHUH C YCTAHOBJICHHBIMU IPOIIETypaMU
TH.3 Paznenenue oToOpanHOro oopasna Ha yactu (Ipu He0OXOTUMOCTH)
Benenue Konm4ecTBEHHOTO yueTa OTOOpaHHBIX 00pa310B JIEKAPCTBEHHBIX CPEICTB,
T/1.4 MCXOJ/IHOTO CHIPBS M YITAKOBOYHBIX MAaTEPUAIIOB, POMEKYTOYHOH MPOIYKIUN U OOBEKTOB
IIPOU3BOJICTBEHHOH Cpeibl
KoHTposb yclioBHii U CPOKOB XpaHEHHs OTOOpPaHHBIX 00Pa3LIOB JIEKAPCTBEHHBIX CPEJICTB,
TH.5 MCXOJ/IHOTO CHIPBS M YITAKOBOYHBIX MAaTEPUAIIOB, POMEKYTOYHOH MPOIYKIUN U OOBEKTOB
IIPOU3BOJICTBEHHOH Cpeibl
[Tonp30BaThbcss MHCTPYMEHTAMU M TPUOOpaMH, HEOOXOTUMBIMH I 0TOOpa 00pas3IoB
V.1 JIEKapCTBEHHBIX CPECTB, UICXOIHOIO ChIPbs U YIAKOBOYHBIX MaTEpHAaIOB, IPOMEXKYTOUHOM
MPOAYKIIMH U 00BEKTOB IPOU3BOJICTBEHHOM CPEIbl M KOHTPOJISL YCIOBUHM MX XPaHEHUS
V.2 ITpon3BoANTh MAHUNYJISILIMY C 00pa3LaMH B aCEITUYECKUX YCIOBHSIX
ObecneunBaTh XpaHEeHHE KOHTPOJIBHBIX 00PA3I0B JIEKAPCTBEHHBIX CPEICTB, HCXOIHOTO
V.4 CBIPbsI U YIIAKOBOYHBIX MaTEpUAIIOB, IPOMEKYTOUHOM MPOAYKIUU U O0BEKTOB
IIPOU3BOJICTBEHHOM CPEJIbI
v.5 OcymecTBiATh COOp AAHHBIX 00 YCIOBHSIX XpaHEHHUS 00pa3LoB
BecTn ygeT oToOpaHHBIX 00pa3I0B JIEKAPCTBEHHBIX CPEICTB, HCXOJHOTO CHIPhS U
V.6 YIIaKOBOYHBIX MaTEPUAJIOB, TPOMEXYTOUHOM MPOAYKIIUU U 0OBEKTOB ITPOU3BOICTBEHHOMN
cpenapl
Bectu MOHUTOpPHHT pabOTOCIOCOOHOCTU 0O0PYIOBaHUSI U CPECTB U3MEPEHNH,
V3 WCTIOJIB3YEMBIX IPH KOHTPOJIE Ka4eCTBa JICKAPCTBEHHBIX CPEJICTB, UCXOIHOTO CHIPHS U
' YIIaKOBOYHBIX MaTEPUAJIOB, TPOMEXYTOUHOM MPOAYKIIUU U 00BEKTOB NMPOU3BOACTBEHHOMN
cpenapl
OU3NKO-XUMUYECKHE, XUMHUECKUE, TEXHOJIOTHIECKNE U MUKPOOHOIOTUIECKHE
3u.2 XapaKTePUCTUKH OTOMPAEMBIX JIEKApPCTBEHHBIX CPEACTB, ChIPbs U MaTEPUAIIOB,
MIPOMEKYTOUYHON MPOAYKITUH U 00HEKTOB MPOU3BOJCTBEHHON CPEIb
313 Crnioco0s1 0TOOpa 00pa3LOB JIEKAPCTBEHHBIX CPEJCTB, UCXOIHOTO ChIPhSI U YITAKOBOYHBIX
' MaTEepHAJIOB, TPOMEKYTOUHOW MPOAYKITUN U 00BEKTOB IIPOU3BOJICTBEHHOU CPEIbI
34 [TpuHMnIB papManieBTUYECKON MUKPOOUOIOTHH U aCENTHKH, (papMalieBTHYECKON
) TOKCUKOJIOTUH
[TpuHIMTIBL OOECTIeYeHNsT KaueCTBa UCITBITAHHUH JICKAPCTBEHHBIX CPEICTB, CHIPhS U
3u.5 MaTepHaioB, IPOMEKYTOUHOM MPOAYKIIUN U 0OOBEKTOB MPOU3BOJICTBEHHON Cpe/ibl Ha

(hapMareBTUIeCKOM MPOU3BOJICTBE
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3H.7

XapakTepuCTUKN 000PYAOBAaHUS U CPEICTB U3MEPEHUS, HCIIOJB3YIOIIUXCS TPH 0TOOpE U
XpaHEeHUHU 00pa3IoB, MPABHIIA €T0 IKCILTyaTalluH, TOPSAIOK MPOBEACHUS KaTMOPOBKH,
MIPOBEPKH PAaObOTOCTIOCOOHOCTH

3u.9

[TpaBuia MapKHPOBKH 00pa3IOB U KOHTEHHEPOB C JIEKAPCTBEHHBIMU CPEICTBAMH, CBIPHEM U
MaTepuajlaMH, IPOMEKYTOUHON MPOAYKIIUH

A/02.6

[IpoBenenune ucnpiTaHUi 00PA3IOB JIEKAPCTBEHHBIX CPEJICTB, HCXOTHOTO CHIPhS U
YIIAKOBOYHBIX MAaTEPUAIIOB, IPOMEKYTOYHOHN MPOTYKIIUU H OOBEKTOB IMPOU3BOICTBEHHOM
cpenbl

T]I.1

HOI[FOTOBKa HCIIBITYEMBIX o6pa3u0B JICKApCTBCHHEBIX CPCACTB, HICXOJHOI'O ChIPbS U
YIIAaKOBOYHBIX MaTCpHUaIoB, HpOMG)KyTO‘IHOfI MPOAYKIMHU K ITPOBCACHUTIO UCIILITAHUS B
COOTBETCTBHUH C YCTAHOBJICHHBIMH IIpOLCAYpaAMU

T2

IToaroroska 1abopaTOpHOro 00OPYAOBAHUS, MATEPUAIOB U OOBEKTOB, IIPUTOTOBJICHUE
PacTBOPOB JUIsl UCTIBITAHUM JIEKAPCTBEHHBIX CPENCTB, HCXOAHOIO CHIPbS U YIIAKOBOYHBIX
MaTepHaioB, IPOMEKYTOUHOU MPOAYKIIUH U OOBEKTOB IIPOU3BOICTBEHHOM Cpe/Ibl B
COOTBETCTBUM C YCTAHOBJICHHBIMU NPOLICAYPAMU

TI.3

Brinmonnenue TpedyeMbIxX onepaluii B COOTBETCTBUHU ¢ apMaKoneHHbIMU TPeOOBAaHUSIMU U
pPErucTpalMOHHBIM JOChE Ha JIEKAPCTBEHHOE CPEICTBO

v.7

OcCy1ecTBIATh OMCK U aHAJIU3 PETYJIATOPHOM, HAyYHOU U Hay4YHO-TEXHUYECKON
uH(bOpMaluu AJs pelieHus Npo(ecCHOHAIBHBIX 3a]1a4 10 KOHTPOJIK0 KauecTBa

3u.3

TexHuka 1a00paToOpHBIX PabOT MPU UCTIBITAHUSX JEKAPCTBEHHBIX CPEJICTB, HICXOJAHOIO ChIPbS
U YIAaKOBOYHBIX MaT€pHaJIOB, IPOMEKYTOUHON MPOAYKIIMHU U OOBEKTOB IPOU3BOJICTBEHHON
cpesl

3H.5

dapMakonenHbple METO/Ibl aHAIN3a, UCIIOJIb3YEMBIE JUIsl UCTIBITAHUM JIEKAPCTBEHHBIX CPENICTH
HCXOJIHOTO ChIPbsl M YITAKOBOUYHBIX MATEPUAJIOB, IPOMEKYTOYHOU MPOAYKIIMU

3.8

[TpuHIUIBI OOEcTIeYeHnsl KauecTBa UCIIBITAHUH JIEKapCTBEHHBIX CPEACTB, HCXOHOT'O ChIPbS
YIaKOBOYHBIX MaTepUaoB, IPOMEKYTOUHON MPOTYKIIUN U 0OBEKTOB ITPOU3BOJICTBEHHON
Cpelbl

31.9

[TpunHnmnb! papManeBTUYECKON MUKPOOHOIOTHH U aCENTHKH, (papMarieBTUIECKON
TOKCHKOJIOTHH

31.10

XapaKkTepUCTUKH JIAOOPATOPHOTO 000PYIOBAHUS, UCIIOIB3YIOMIETOCS B TPOBOJIUMBIX
HCIBITaHUSAX, IPaBUJIA €r0 IKCIUTyaTallH, TOPSJIOK MPOBEACHUS KAIMOPOBKH, TPOBEPKU
paboTocrnocoOHOCTH

3u.11

KoHTposb yclioBHiA MPOU3BOICTBEHHOHN CPEJIbl B JTA0OPATOPHBIX MOMEIIIECHHSIX,
HCIIOJIB3YIOMIUXCA IMTPHU KOHTPOJIC KAYECTBA JICKAPCTBECHHBIX CPCACTB, HCXOJHOT'O ChIPbA U
YIaKOBOYHBIX MAaTEPUAIIOB, MPOMEKYTOYHOM MPOAYKIIUU H 00BEKTOB MPOU3BOICTBCHHOM
cpeibl

02.014

CHELIMAJIUCT IO ITPOMBIIIJIEHHOM ®APMAIN B OBJIACTU OBECITEUEHIS
KAYECTBA JIEKAPCTBEHHBIX CPEZICTB

Benenue pa60T, CBA3aHHBIX C q)apMaHeBTquCKOﬁ CHCTEMOM Ka4yecTBa MMPOU3BOJACTBA
JICKApCTBCHHEBIX CPCACTB

A/02.6

Ay,I[I/IT KadycCTBa (CaMOI/IHCHeKHI/Iﬂ) (papMaueBTqucxoro MMPOU3BOJACTBA, KOHTPAKTHBIX
HpOHSBOJII/ITeHeﬁ, ITOCTABIHIMKOB UCXOAHOI'O ChIPbA U YITAKOBOYHBIX MAaTCPUAJIOB

3H.9

MCTOI[LI CTATUCTUYCCKOI'0 YIIPABJICHUA KaUCCTBOM, IPUMCHACMBIC IIPHU OLCHKC PC3YJIbTATOB
BBITIOJIHCHHBIX HCITBITAHUI 1 BaJIngalinn

3H.12

CDapMaL[eBTI/I‘-ICCKaSI MI/IKp06I/IOHOPI/I}I
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3u.13

cDa.pMaI_[eBTI/I‘-IeCKa.SI TCXHOJIOTHA B HaCTHU NPOBCPACMBIX TCXHOJIOTMUCCKUX MTPOILIECCOB

3H.15 | OueHka puCKOB [JI KayecTBa P KOHTAMHUHALIUU U IIEPEyThIBAHUY IIPOLYKLIUU
3H.5 [IpuHIMIBI CTaHJAPTU3ALMH U KOHTPOJISI KAUECTBA JIEKAPCTBEHHBIX CPEJCTB
02.015 [NPOBU30P-AHAJIMTUK
A KoHTpob KauecTBa JIEKapCTBEHHBIX CPEICTB
AJ02.7 | OOecrieueHne HATMYKsI 3a11aCOB PEAKTUBOB B allTEYHON OpraHu3aIiu
TI1 OreHka 3a1acoB peakTHBOB B (papMalleBTUUECKON OpraHu3aluy AJs NPOBEICHHS aHaIK3a Il
' KOJIMYECTBY U KA4ECTBY
T2 Onenka noTpeOHOCTH B JOMOJHUTEIBHOM 3aKa3ze U 0(opMIICHHUE 3aKa3a pEakKTUBOB AJIS HYX|
) OpraHu3aluu
T3 [IpoBenenue ananusa hapManeBTHUECKUX CyOCTaHIIMH U JIEKapCTBEHHBIX MPENapaToB B
) COOTBETCTBHUH C YCTAaHOBJIEHHBIMU TPEOOBAaHUSIMHU
v 3 OdopMIIATh TOKYMEHTALIMIO YCTAHOBJICHHOTO 00pasia 1o y4eTy ABIKEHHs (3aKasy,
' MIOJIyYEHHIO) PEaKTUBOB
v 4 OdopMIIATh TOKYMEHTALUIO YCTAaHOBICHHOTO 00pa31ia 110 KOHTPOJII0 U3TOTOBIECHHBIX
' JIEKApCTBEHHBIX IIPENapaToB
301 HopmatusHo-nipaBoBsie akThl Poccuiickoit denepanuy 1o U3roTOBICHUIO JIEKAPCTBEHHBIX
' ¢opM U BUJaM BHYTPHUAIITEYHOTO KOHTPOJIS
3u.2 Bubl BHyTpHanT€4HOr0 KOHTPOJIS
313 Heo6xoanMble peakTUBBI, UCTIOJIb3YEMbIE TIPH MPOBEACHUN KOHTPOJISI KauecTBa
) JIEKapCTBEHHBIX NPENapaToB B alITEYHBIX OPTaHU3aLUAX, U UX PACXO
3u.10 | Meroabl aHanM3a, UCHOIb3YyEMbIE IIPU KOHTPOJIE KaueCTBA JIEKAPCTBEHHBIX CPEJICTB
AJ03.7 [IpoBeneHue BHYTpHANTEYHOTO KOHTPOJISl KaUeCTBA JIEKAPCTBEHHBIX MTPENapaTos,
] M3TOTOBJICHHBIX B alITEYHBIX OPraHU3aLMX, M (papMalleBTHUECKUX CyOCTaHIUI
[IpoBenenue pa3nu4HbIX BUJIOB BHYTPHANITEYHOTO KOHTPOJIS (hapMalleBTUUECKUX
TIL1 CyOCTaHIM, BOJIbI OUMIIIEHHON/ 11 MHBEKLMH, KOHIIEHTPATOB, M0Ty(haOpuKaToB,
' JIEKapCTBEHHBIX NPENapaToB, U3TOTOBIEHHBIX B alIT€YHON OpraHU3aIlH, B COOTBETCTBUU C
YCTAHOBJICHHBIMH TPEOOBAHUSMHU
TH.2 Perucrpaliius HCTIBITaHUI B COOTBETCTBUU C YCTAHOBJICHHBIMH TPEOOBAHUAMU
TI.7 KoHTpob npaBUiIbHOCTH BEIEHNS OTUETHOW JOKYMEHTAIMH 110 U3TrOTOBJIEHHUIO, BKIIIOYast
' IIPEIMETHO-KOJIMYECTBEHHBIN YUET, M1 KOHTPOJIb KAYE€CTBA JIEKAPCTBEHHBIX ITPENAPATOB
V.1 PeructpupoBarh qaHHble 00 H3rOTOBIEHHBIX JEKapPCTBEHHBIX IpenapaTax
OdopmItATh pe3yabTaThl UCIIBITAHUH (DapMalleBTHUECKUX CyOCTaHIUI, BO/IbI OUMIIIEHHOW/ 1]
V.2 MHBEKIUH, KOHIIEHTPATOB, M0Iy(}hadpuKaTOB, J€KapCTBEHHBIX MPENapaToB, U3TOTOBICHHBIX
anTeYHOH OpraHu3allli, B COOTBETCTBUU C YCTAHOBJICHHBIMH TPeOOBaHUIMU
V6 OdopMIATh JOKYMEHTALIMIO YCTAHOBJIEHHOTO 00pa3iia Mo KOHTPOJIIO N3rOTOBIEHHBIX

JICKAPpCTBCHHBIX MPCIApaTOB
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3u.3 Bupl BHyTpHanTeYHOro KOHTPOJIS

BcnomorarenbHble MaTepualibl, HHCTPYMEHTBI, IPUCIIOCOOJIEHNUS, UCTIOIb3YyEMbIE IPU

3u.4
M3TOTOBJICHUH JIEKAPCTBEHHBIX IIPENapaToB B allTE€YHbIX OPraHU3aLUAX

316 Heo6xoanMble peakTUBBL, UCIIOJIb3YEMbIE IIPU IPOBEACHUN KOHTPOJIS KauecTBa

) JICKAPCTBCHHBIX MPCIAPATOB B AlITCYHBIX OPraHrU3alniax
3.8 Teopernueckue 3HaHUS 10 OHOpapMaITIK, MUKPOOHOIOTUU
3u.9 ITopsinok BeneHuUs NpeAMETHO-KOJIMYECTBEHHOI'O YUeTa JIEKapCTBEHHBIX ITPENapaToB
30.10 HpaBI/IJIa HU3TOTOBJICHUSA TBEPABIX, )KUIKUX, MATKHUX, CTCPHUJIBHBIX 1 ACCITUYCCKUX

) JIEKapCTBEHHBIX (OopM
311 [IpaBuna ynakoBkH U 0(hOpMIIEHUS JIEKAPCTBEHHBIX (POPM, B TOM UHUCIIe

npeaynpCauTCIbHbIMA HAAIIUCAMU

3u.14 | TexHonorus U3roToBIECHUS JEKAPCTBEHHBIX [IPENApaTOB

3u.19 | JlabGopatopnas nocyna, 060opyoBaHue, IPUMEHIEMbIE B alITEYHBIX OPTaHU3aIHIX

CIELMAJIMCT IO [TPOMBIIIJIEHHOM ®APMAIIMM B OBJIACTH

02.016 ITPOM3BOJCTBAJIEKAPCTBEHHBIX CPEJICTB

A Brimonaenue pa60T IO BHECAPCHUIO TEXHOJOTHYCCKUX IMPOLUCCCOB ITPU MMPOMBINIJICHHOM
IIPpOU3BOJACTBC JICKAPCTBCHHBIX CPCACTB

AJ02.6 Benenue TeXHOIOTHYECKOTO MPOIIecca MPH MPOMBIIIIICHHOM ITPOU3BOJICTBE JIEKAPCTBEHHBIX
) CPEJICTB

TH.1 [ToaroroBka pabouero Mecta K IpOU3BOJICTBY BbIITYCKAEMOM CEpUU MPOAYKLIUN

HonyquI/Ie HCXOAHOTI'O ChIPpbs U YIIAKOBOYHBIX MAaTCPHUAJIOB CO CKJIaJla U BEACHHUC

TH.2
A MaTepHaIbHOrO OanaHca AJsl IPOU3BOACTBA CEPUU FOTOBOIO MPOIYKTA

[IpoBenenue uneHTU(UKALNN UCTIOIB3YEMBIX B X0/1€ TEXHOJIOIHUECKOT0 IpoIecca
TH.3 MOMENIEHUH, 000pyI0BaHMsI, IPOMEKYTOUHBIX U TOTOBBIX IPOAYKTOB C LIETIbIO
MIpeyNPEeXIECHNS IEPENyThIBAHUS

HOI[FOTOBKa HOMemeHHﬁ, 060py)103aHI/1$[ " IepCoOHAJIa K NPOBCACHUIO TEXHOJIOTHUYCCKUX

TA4 pabot

3KCHJ’IyaTaHI/I$[ MMPOU3BOJACTBCHHBIX HOMGHIGHH?I, TEXHOJIOTUYCCKOTO U USMCPUTCIIBLHOT'O

TH.5 o
'21 O60py,[[OBaHI/I$I, CpCACTB UBMCPCHUU ITPU ITPOU3BOACTBC JICKAPCTBCHHBIX CPCACTB

TZ[6 BrinonHeHne TEXHOTOTHYECKUX OHepaHI/Iﬁ IIpU MPONU3BOJACTBE JICKAPCTBCHHBIX CPCACTB

Ocy1ecTBieHre onepanuii 1 KOHTPOJIs, CBSI3aHHBIX C IPUEMKOM MaTepHaos,
TH.7 TEXHOJIOTMYECKUM ITPOLIECCOM, YIIAKOBKOM, NIEPEYIIAKOBKOM, MaPKUPOBKOH,
IIepeMapKUPOBKON

TH.8 Perucrpanus Bcex BBIOMHAEMBIX ONEpaldi TPU MPOU3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB

Perucrpanus ycnoBuii Mpon3BOJACTBEHHOMN CPEJIbI PH MMPOU3BOICTBE JIEKAPCTBEHHBIX

A9 CpPEACTB

PCFI/ICTpaHI/ISI BCEX HOBpe)KJIeHI/Iﬁ YIIAaKOBKH UCXOJHOT'O ChIPhA U YITAKOBOYHBIX MAaTCPUAJIOB,

TJ.10
NnepcaaBacMbIX B IIPOU3BOJCTBO
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HOL[TBep)K,I[eHI/Ie COOTBETCTBHA KOJINYECTBA U HaHMeHOBaHHﬁ, IIOJIYYCHHBIX CBIPbS,

TH.11 | maTepuanoB U IPOMEXKYTOUHOM MPOIYKIIMH, UCIIOJIB3YEMBIX B TEXHOJIOIMUECKOM IPOLIECCE
ITPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB
V1 Onpenenars BEpOSITHOCTH U IPUYUHBI BOSHUKHOBEHMSI OTKJIOHEHUH OT TEXHOJIOTMYECKOT O
) MPOIIecca, BO3MOXHOCTH UX OOHAPYKEHUS
v BecTr MOHUTOPUHT PabOTOCIIOCOOHOCTH TEXHOJIOIMUECKOro 000pYyI0BAHUS U IOMELCHUH,
' HCIIOJIB3YEMBIX B TEXHOJIOTMYECKOM IIPOLECCE
v 3 WHTepnpeTupoBaTh NOKa3aHUs aBTOMAaTHUECKUX AATYMKOB COCTOSIHUSL 000PYAOBaHUS,
' IIPOU3BOJICTBEHHON CPEJIbl, PE3YJIbTAThl BBINIOJIHEHHBIX UCIIBITAHUN B aHAJIMTUYECKUX JIMCTAN
v 4 OrneHnBaTh 3HAUUMOCTh OOHAPYKEHHBIX OTKJIOHEHUH U HECOOTBETCTBUI TEXHOJIOTUYECKOTO
' Iporecca
Vs OcCyIecTBIATh NPOBEPKY UIAEHTUYHOCTH, KOJIMYECTBA U KA4ECTBA NCXOJHBIX MaTEPHAJIOB,
) HCIIOJIB3YEMBIX B TEXHOJIOTMYECKOM IPOLECCE
VY.6 IIpuMEHATh AHAIUTUYECKUE METOJUKH U BU3YAJIbHBIA KOHTPOJIb TEXHOJIOTHYECKOTr0 IMPOLEC(
v 7 ObecnieunBaTh 3alUTY NPOIYKIIMHU, CHIPbS U MaT€pPHAIOB OT NEPEKPECTHON KOHTAMUHAIINY ]
' TEXHOJIOTMYECKOM IPOLIECCE
V3 Bectu u mpoBepATh PETUCTPUPYIOIIYIO JOKYMEHTALUIO IIPU ITPOU3BOCTBE JIEKAPCTBEHHBIX
) CpEACTB
3.2 @apmareBTUYECKast TEXHOJIOTUS B YACTH BBIIOJIHAEMBIX TEXHOJIOIMYECKUX IPOLECCOB
313 XapaKTepUCTUKU TEXHOIOTUYECKOTO 000OPYAOBAaHUS U BCIIOMOTATEIIbHBIX CUCTEM,
) HCIIOJIB3YIOLIUXCS B BBIIIOJHAEMOM TEXHOJIOTHYECKOM IIPOLIECCE
315 XapaKTEepUCTUKH ITPOU3BOJCTBEHHBIX IOMEIIEHNUH, UCTIOIb3YIOIIHUXCS B BBIIIOIHIEMOM
' TEXHOJIOTMYECKOM IPOLIECCE
316 TpeboBaHust K KaUECTBY UCXOAHBIX MAaTEPUAIIOB, UCIOJIb3YEMBIX B TEXHOJIOTUYECKOM
' rpolrecce
3.8 TpeboBaHus kK KauecTBY MOTy4aeMON POMEKYTOUYHON U TOTOBOM MPOTYKIIMU
319 AHanuTHYeCKne METOJUKH, UCTIONb3yEMBIE IPH BHYTPUIIPOU3BOJCTBEHHOM KOHTPOJIE
) TEXHOJOTHYECKOTO MPOIECCA
31,10 OCOoOEHHOCTH BBIMOJHAEMbIX TEXHOJOTHUECKUX MPOIECCOB, TUITMYHBIE IPUUNHBI
) BO3HUKHOBEHHMSI OTKJIOHEHUI, BO3MOXXHOCTH MX YCTPAHEHMS
38.12 | IlonoxeHus, MHCTPYKIIMH I10 3alI0JHEHHUIO PErMCTPUPYIOLIEH TOKyMEHTaluN

3. TpeﬁoBaHnﬂ K pe3yJibTartaM 0CBOCHUA TUCHUIIJINHBI (KOMl'[eTeHIII/II/I oﬁyqammerocsn,

(¢opmupyembie B pe3ysibTaTe 0CBOCHHUS JUCHUIIIMHBI(MOLYJI51)

W3ydenne OUCHMIUIMHBI HampaBieHO Ha (OPMHpPOBaHHE Yy OOYYArOIIUXCS CIETYIOLINX

xommerermmit: [TK-1 .6; TIK-22.1; TTK-22.2; TIK-22.3; TIK-22.4; TTK-25.1

Ne HNupexce Conep:xanue B pesyabTaTre H3yueHus y4eOHOH JMCHHILIMHBI 00y4Yalonyecs J0JKHbI:
n/n KOMIIETeH | KOMIeTeHIH OueHnoyHbIe
3HaTh YMmern Baaners
IHH " cpeacTBa
1 [K-1.6 [TpoBoaut OCHOBHBIE I'PYIIIBI ComnocTaBiaTh Hagsikamu moabopa YO
noadop BCIIOMOTaTEJIbHBIX 6rodapmarieBTHIECKUE ONTHMAaIbHBIX C3
BCIIOMOTaTelb BEIECTB, CTETIEHb MX KPHUTEPHH Pa3IHIHBIX BCIIOMOTATEIIbHBIX TK
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HBIX BEILECTB BJIMAHUSA HA JI® co ceoiicTBamu BEILECTB U UX JIP
JIEKapCTBEHH O6uodapmarieBTHIeCKue BCIIOMOTaTENbHBIX KOMIO3ULMH 1151 111
bIX (opM C xapakrepuctuxu JIO, BEILIECTB MIOJTY4EHHS CP
ydeToM OCHOBHBIE PaLHOHANIBHOTO COCTaBa IT
BIIHSTHUS OnotapmareBTHIECKIE JI® B 3aBHCHMOCTH OT
6unodapmares nokazarenu JIO KOHEYHOTO Ha3HAuYCHUS
THUYECKUX mpernapaTa
¢axTopoB
TIK - 22.1 | UsroraBnuBae | OCHOBHbBIC TEPMHHBI H Wsrorasnusats OCHOBHBIMH METOJIaMHU YO
T BCE BUJBI MOHATHS JIeKapCTBEHHBIC nony4yenus JIC B C3
JIEKapCTBEHH (hapmaneBTHUECKON cpeacTBa 71a00paTOPHBIX YCIOBUAX TK
BIX (hOpM JUTs TEXHOJIOTHY; TIPOMBIIIIEHHOTO TIPOMBIIIIEHHOTO JIP
Ppa3IHYHBIX Texnomnoruto JIO, NIPOU3BOJCTBA B IIPOU3BOJCTBA: TOPOLLIKH, I1I1
BO3PaCTHBIX MOJyYESHHBIX B 11a00paTOPHBIX cOOpBI, TPaHyIIH, CP
TpymII YCIIOBHSIX YCIIOBHSIX: TIOPOIIKH, KaICyJIbl, MUKPOTPaHYJIBI, I
MalEeHTOB (hapMarieBTHIECKOT0 cOOpBI, TPaHYIIH, MHKPOKAICYJIbI, Ipaxe,
MPOU3BOJICTBA: KarcyJbl, TabNeTKy, BOJHbIE
MOPOIIKOB, Karcyil, MHKPOTPaHyJIbL, pacTBOpBI AMIs

TabJEeTOK, PACTBOPOB H
CyCIIeH3UH AJIst
WHBEKIUH 1 HHDY3HH,
Masei, rejien, KpeMoB,
a’po30Jiel,
CYNIIO3UTOPHEB,
HACTOEK U SKCTPAKTOB;
OCHOBHBIE TPYIIITBI
BAB pacturensHoro u
JKUBOTHOTO
HPOUCXOXKICHUS, HX
(hU3MKO-XUMHYECKHE
CBOWCTBA U ITyTU
OnocHHTE3a;
Metoabl BEIAETCHUS 1
ounctku bAB u3 JIPC
CBIPbS KUBOTHOTO
MIPOUCXOKICHUS,
OCHOBHEIE ITyTH €r0
HCTIOJIb30BaHMS B
(hapMarieBTHUCCKOM
TIPOMBIIUIEHHOCTH;
COBpEMEHHEIE
OMOTEXHOJIOTHYECKHE
METO/IbI TOTYICHHS
JIeKapCTBEHHBIX
CpPEICTB:
TeHEeTHYeCKast
HUH)XeHepHsl, OenKoBast
HHKCHEepHS,
WH)XEHEepHas
9H3UMOJIOTHS,
XPOMOCOMHas
HH)XEHEPHs,
KJIETOYHAsI
HHXXEHEPHs;
Ba)KHEHIIME
TEXHOJIOTHYECKHe
TIPOIIECCHI
nepepadoTKH

MHKPOKAICYJbI, Ipaxe,
TabJIeTKH, BOJHEIE
pacTBOPHI LIS
BHYTPEHHETO H
Hapy>KHOTO
NPUMEHEHHsI, PACTBOPHI
B BSI3KHX U JIETY4nX
PacTBOPUTEIISIX, CHPOIIBI,
apoMaTHbIE BOAEL,
HACTOMKH, 3KCTPAKTHI,
MaKCHMaJbHO
OYHIICHHEIE
IKCTPAKIMOHHBIE
npenapatsl u3 JIPC,
TJIa3HBIE JIEKApPCTBEHHBIE
(hopMBI, pacTBOPHI IS
WHBEKUUI U HHPY3HH,
CYCTICH3MH ISt
SHTEPAJIBHOTO U
MapeHTePaIbHOTO
HNPUMEHEHHS, SMYJILCUI
IUTSL SHTEPAITBHOTO U
MapeHTePaIbHOTO
MIPUMEHEHHs, Ma3H,
CYIIIO3UTOPHUH,
TUTACTBIPH, KapaHAaIlH,
IUICHKH, a3PO30JIH;
OLICHUBATh KQUeCTBO
JIEKapCTBEHHBIX
TpenapaToB Mo
TEXHOJIOTHIECKHM ITOKa-
3aTelsIM: Ha CTaJHsAX
W3TOTOBJIEHHS, TOTOBOTO
MIPOAYKTA U TIPH
OTIIyCKE; OIICHHBATh
TEeXHUYECKHE
XapaKkTepUCTUKH dap-
MaleBTHYECKOTO
00opynoBaHUS U
MaIlIMH; OICHNBATh

BHYTPEHHETO U
Hapy>KHOTO IPUMEHEHHUSI,
PacTBOPHI B BA3KUX H
JIETYy4NX PacTBOPUTEIIIX,
CHPOIIBI, apOMAaTHEIE
BOJIbI, HACTOWKH,
9KCTPAKTBHI, TJIa3HbIE
JIeKapCTBEHHBIE (HOPMBI,
PacTBOPBI UIS HHBEKINIT
¥ nHQY3HH, CyCTICH3HH
JUISL SHTEPAIIbHOTO H
MapeHTEePATEHOTO
NIPUMEHEHHS, SMYJILCUI
JUISL SHTEPAIIbHOTO U
MIapeHTEPATBEHOTO
MIPUMEHEHHs, Ma3H,
CYIIIO3UTOPHUH,
IACTHIPH, KapaHIAIlH,
IIJIGHKY, a3p030JI;
HaBBIKaMH IO BEIOOpPY
ONTUMAJIBHOM
TEXHOJIOTUU
npousBoactea JIC u
HEO0OXOIMMOTO JUISt 3TOTO
00opynoBaHusI.
TEXHOJIOTHel
W3rOTOBJICHHS
JIEKapCTBEHHBIX CPEJICTB
B YCIIOBHSX QNTEKH:
MOPOIIKH, BOTHBIC
PacTBOPBI IS
BHYTPEHHETO U
HapY>KHOTO MPUMEHEHHS,
PacTBOPHI B BA3KUX H
JIETY4NX PaCTBOPUTEIX,
TJIa3HBIE JIEKAPCTBEHHBIE
(hopMBI, pacTBOPHI IS
WHBEKIUHA 1 HHDY3HH,
CYCTICH3HH ISt
SHTEPATBHOTO U

PaCTHTENBHOTO K Ka4ecTBO MapeHTepPaIbHOTO
JKHBOTHOTO CHIPBSI U JIeKapCTBEHHBIX MPUMEHEHHS, SMYIIbCUH,
MIPOU3BOJICTBA [pernapaTos Mo BOJHBIE U3BJICYEHHUS U3
(bapMaL[eBTPI'—leCKI/IX TEXHOJOTNYCCKUM HeKapCTBeHHOFO
NPOJYKTOB; MoKas3aTelsiM: Ha PacTUTEIBHOTO CHIPhS,
TCXHOJIOT'UHU CTaauAaX U3roTOBJICHUA, CJIOJKHBIC
HpOVISBO)ICTBa roTOBOI'O npoayKTa u KOMGHHPIpOBaHHbIe
JIEKapCTBEHHBIX IPHU OTITYCKE; MpernapaThl ¢ XKHUIKOM
CpPEJICTB, OCHOBAHHBIE MOJTy4aTh TOTOBBIE IICIIEPCHOHHON CPeIoi,
HAa KU3HEJEeSTETbHOCTH | JIEKAPCTBEHHBIE (POPMBI MasH,
MHKPOOPTaHHU3MOB; Ha 1a6opaTopHO- CYIITO3UTOPUH; YMEHHEM
[Tpasuna GMP, GLP, POMBIIIIEHHOM COCTaBJISATh
GCP u op. HJI, 000pyJOBaHUH; MaTepHaJIbHbIH OaJlaHC
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periaMeHTHpYyoIue
npousBozacTso JIC;
MIPUHIIMIIBL ¥ CLOCOOBI
TIOJTy4eHUS
JIEKapCTBEHHBIX (HOpM,
CITI0OCOOOB JOCTaBKH;
BaKHeHII1e
TEXHOJIOTHIECKHE
MIPOIIECCHI TEPEPaOOTKH
PaCTUTENBHOTO U
JKMBOTHOT'O CHIPbS U
IIPOU3BOJICTBA
(hapMareBTHIECKIX
HPOIYKTOB;
HOMEHKIIATypy TIpemna-
PaToB IPOMBIIUIEHHOTO
HPOM3BOJCTBA,;
HOPMAaTHBHYIO JIOKY-
MEHTaLHIO,
PEriIaMeHTHPYIOLILYI0
TIPOHU3BOJICTBO U
Ka4ecTBO
JIEKapCTBEHHBIX
HpernapaToB B anTekax
U Ha
(hapManeBTHYECKUX
HPEINPUITHAX;
OCHOBHBIE TpeOOBaHUS
K JIEKapCTBEHHBIM
(dhopmaM 1 ToKa3aTeIn
HX Ka4yeCTBa; OCHOBHBIE
ITyTH ¥ (GOPMBI
HCIHOJIb30BAaHUS
JIEKapCTBEHHOTO
PacTUTENBHOTO CHIPbS B
(hapmaneBTHUECKOH
HPaKTHKE U
TIPOMBIIIIIEHHOM
MPOU3BO/ICTBE;
OCHOBHEIE CBE/ICHHUS O
NIPUMEHEHHUHN B
MEIUIHMHCKOM MpaKTHKe
JIeKapCTBEHHBIX
CpPEJCTB PACTHTENBHOTO
1 KUBOTHOTO
TIPOUCXOXKICHHS
HPUHA/IE)KHOCTh
JIEKapCTBEHHBIX
HpenapaToB K
OIIpeIeICHHBIM
(hapMaKoIOTHIECKUM
rpyInmam, 103UpOBaHHE
HpernapaToB € y4eToM
XapakTepa
3a00JIeBaHMUs,
XPOHOOHOJIOTHH U
XpoHO(DapMaKOJIOTUH;
HOMEHKIIATypy COBpe-
MEHHBIX
BCIIOMOTATeIbHBIX
BEIIECTB, MX CBOWCTBA,
Ha3HA4YCHUEC, IPUHIIUIIBI
U CII0COOBI MOTY4EHUS
JIEKapCTBEHHBIX HOpM,
CII0CO00B JIOCTABKH;
TEOPETHYECKUE OCHOBBI

MaTepHaIbHbIN OanaHc

COCTaBJIATH

Ha OTAENbHbIE
KOMIIOHEHTBI
TEXHOJIOTHIECKOTO
mporecca;
paccuuTHIBaTH
KOJIMYECTBO CBHIPBS H
SKCTpareHTa, Ajs
MPOU3BOJICTBA
SKCTPAKI[HOHHBIX
MpenapaTos;
MPOBOJIUTE PACUETHI
KOJIYECTBA
JIEKapCTBEHHBIX U
BCIIOMOTATEIILHBIX
BEIECTB AJIS
MIPOU3BOJICTBA:
MOPOLIKOB, cOOPOB,
TpaHy, Kamcyi,
MHKpPOTPaHyII,
MHKPOKAIICYI, Ipaxe,
TabJIeTOK, BOIHBIX
pacTBOPOB JUIS
BHYTPEHHETO H
Hapy>KHOTO
MIPUMEHEHHUS,
pPacTBOpPOB B BA3KHX U
JIeTy4nX
pacTBOPUTEIIX,
CHPOIIOB, apOMAaTHBIX
BOJI, TJIa3HBIX
JIEKapCTBEHHBIX POPM,
pacTBOpPOB IS
WHBEKUUI U HHQY3HH,
CycCIIeH3ul A
SHTEPATBHOTO U
MapeHTePaIbLHOTO
HNPUMEHEHHs, SMYIIbCUIT
JuIs oOecrieynBaTh
YCIIOBHS
ACENTHIECKOTO
MPOBEACHUS
TEXHOJIOTHIECKOTO
Tporecca U ero
COOTBETCTBHUE
COBPEMEHHBIM
TpeOOBaHHAM K
OpraHn3aluH
TIPOM3BO/ICTBA;
obecrieunBaTh
COOITIOICHUE TIPABHUIT
MIPOMBIIIUIEHHON
THTHEeHBI, OXPaHBI
OKpYKaIoIlel cpebl,
Tpy/a, TEXHUKU
0€301MacHOCTH;
TIPaBHIAMH
MOCTaMHHOTO
KOHTPOJISI KauecTBa PN
npoussojctae JIII;
HCIIOJIb30BaTh METObI
TCX, kauecTBEHHBIE U
TUCTOXHUMHYCCKHEC
peakiuu B ananuze JIB
U MHTEPIPETUPOBATH MX

U [IPOBEACHUEM
pacdeToB ¢ yueToM
PacxoJHBIX HOPM BCEX

BHUIOB TEXHOJOTUYECKOI'O

nporecca Ipu
MIPOU3BOJICTBE
Ppa3INYHbIX
JICKapCTBEHHBIX
[pernapaTos;

ouodapmaryy, PpE3yJbTaThL BBISBIIATS,
(bapmarieBTHYECKHE npeIoTBpaniaTh (1o
(hakTopsl, BO3MOHOCTH)
OKa3bIBAIOLIE BIUSIHIE (hapManeBTHIECKYIO
Ha TepaneBTHYCCKHU HECOBMECTHMOCTB;
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addekr npu MIPOBOJIUTH pacueT
3KCTEMIIOPATIBHOM U o0rmeit Macchl (111
MIPOMBIIIEHHOM o0bema)
IIPOU3BOJICTBE JIeKapCTBEHHBIX
JIEKapCTBEHHBIX (hOPM; IIpernapaTos,
YCTPOWCTBO U MPUHIH- KOJIYECTBA
IIBI pabOTHI JICKapCTBEHHBIX U
COBPEMEHHOTO BCIIOMOTaTEIILHBIX
11ab0PaTOPHOTO U BEIIECTB, OTJCIBHBIX
HPOM3BOJICTBEHHOT'O Pa3oBhIX /103 (B
obopynosa- MOPOIIKAX, MUIIONSX,
HHS1;0CHOBHbIC CYNIO3UTOPUSIX),
TEHJCHIINYU Pa3BUTHUS COCTaBIISITH ITACTIOPTa
MICEMEHHOTO

(apmareBTHIECKON
TEXHOJIOTHH, HOBBIC
HamnpaBJICHUS B
CO3/1aHUH COBPEMEHHBIX
JIeKapCTBEHHBIX HOPM U
TepaneBTUYECKUX
CHCTEM; ITOHSTHE
BaJIHIALUH
HNPUMEHHUTENBHO K
TEXHOJIOTHIECKOMY
npoueccy, ananusy JIC,
OpraHu3aluy
npousBozctsa JIC;
IpaBUiIa IIPOBEICHUS
(hapmaneBTHUECKOH
9KCIIEPTU3BI PELIENITOB U
TpeboBaHUH OT
neyeOHo-
npodMIIaKTHIECKUX
YUPEKICHUH;
OpraHU3aluIo
W3TOTOBJICHHUS B BUJIC
BHYTpUANTEUHOU
3arOTOBKH U IO
TpeOOBaHMAM JIe4eOHO-
npodMIIaKTHIECKNX
YUpexIeHUN
JIEKapCTBEHHBIX
CPEJICTB B aNTeYHBIX
NPEINPUITHAX;
TEXHOJIOTUIO
W3TOTOBJICHHUS
JIEKApCTBEHHBIX CPEACTB
B YCIIOBUSIX AITEKH:
MOPOIIKH, BOJJHBIC
pacTBOpBI TS
BHYTPCHHETO
Hapy»XHOTO
MPUMEHEHHSI, PACTBOPHI
B BA3KHX U JICTYy4HX
pacTBOpUTEISIX,
TJIa3HbIE
JIeKapCTBEHHBIE (POPMBI
pacTBOpBI TS
WHBEKINHA U HHPY3HH,
CYCIICH3HH IS
9HTEPAILHOTO U
MapeHTepatbHOro
IPUMCHCHNA,
OMYJIbCUH, BOAHBIE
HU3BJICYCHUA U3
JIEKapCTBEHHOTO

CJIOKHBIC
KOM6I/IHI/Ip0BaHHLI€

JUCTIEPCUOHHON

>

PaCTUTEIIBHOTO ChIPbA,

HpeTapaTsl ¢ KUAKOH

KOHTPOJISL; I03UPOBATH
10 Macce TBepIbIe,
BSI3KHE U KUJIKHE
JIeKapCTBEHHbBIE
BEIIECTBA C IIOMOIIBIO
aNTEeYHBIX BECOB;
JIO3UPOBATH 110 00BEMY
JKUJIKHUE ITpenaparhl ¢
MOMOUIBIO AN TEYHBIX
OIOPETOK M MHIETOK,
TaKxKe
KaIUIIMH;BBIOUPATh
ONTUMAJIbHbBIN BapUaHT
TEXHOJIOTHH U
H3rOTaBIIBATh
JIeKapCTBEHHBIE
(bopMBI; 0OpMIIITE
JTIOKyMEHTAIHIO
YCTaHOBJIEHHOTO 00-
pasiia 1o
H3TOTOBJICHHUIO,
XpaHEHHIO,
oopMIIEHHIO U
OTIYCKY
JIEKapCTBEHHBIX
CPEJICTB U3 allTeKH;

cpeJoii, Masu,
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CYIIO3UTOPUH;
TEOPETHYECKHUE OCHOBBI
ouodapmarum,
(apmarneBTHYECKHE
(axropsl,
OKa3bIBAIOIIHE BIIMSIHIE
Ha TepareBTHYeCKUit
ekt npu
9KCTEMIIOPAILHOMH3IOT
OBJICHUH
JIEKapCTBEHHBIX (HOPM;
YCTPOMCTBO U MIPUHLIU-
IIBI pabOTHI
COBPEMEHHOTO
71a60paTOPHOTO
000pyIOBaHHS;
OCHOBHbIE TCHICHIIN
pa3BUTHSA
(hapmanieBTHUECKON
TEXHOJIOTHH, HOBBIE
HamnpaBJICHUS B
CO3JIaHHH JIEKAPCTBEH-
HBIX (pOopM, CITOKHEIE

KOMOWHHMPOBaHHbIE
Ipenaparsl ¢ KUAKOH
JUCTIEPCUOHHON
cpenoii, Masu,
CYIIIO3UTOPHUHL.
MK -22.2 | Ocymectisie Texnonoruto JID, Y4uuThIBaTH HaBbikamu nomydeHust
T BBIOOp MOJY4YEHHBIX B 6rodapmaneBTHIECKUE JIC B nabopaTopHBIX
ONTHMAaJILHON YCIIOBUSX XapaKTEepPUCTUKU YCIIOBUSIX
JIEKAPCTBEHHO (hapmareBTHIECKOro pa3nuunbix JI® npu TIPOMBIIIIEHHOTO
i GOopMBI U MIPOU3BOJICTBA: BeIOOpe JID; yUuTHIBaTE | MPOM3BOJCTBA: MOPOLIKH,
BCIIOMOTaTelb MOPOIIKOB, Karcyl, 0COOEHHOCTH cOOpBI, TPaHyIIHI,
HBIX BEIIECTB | TaOIETOK, PACTBOPOB M | KOHEYHOTO Ha3HAUCHUs | KalCyJbl, MUKPOTPaHYIIbI,
ISt CYCIIEH3UH AJIs JI® npwu Be1bope JID MUKpPOKAICYJIbL, Jpaxe,
JIEKapCTBEHHO | WHBEKIHUN U HHPY3HUH, TaOJIeTKN, BOJHEIE
ro npenapara Maseil, renei, KpeMoB, pacTBOpPHI I
C y4ETOM a’po3oJei, BHYTPEHHETO U
BO3pAacTHOM CYIIIO3UTOPHEB, HapyKHOTO NPUMEHEHHUSI,
TPYIIIBI HACTOEK U SKCTPAKTOB H PacTBOPHI B BA3KUX H
TIAIUEHTOB Ip.; JETY4NX PaCTBOPUTEISX,
OcHOBHBIE CHPOTIBI, apOMATHBIE
onodapmareBTHIeCKHe BOJIBI, HACTOHKH,
aCIIeKThI IOTyYeHHUS 9KCTPAKTBI, ITIa3HbIE
pa3nuuHbIX JIO JIeKapCTBEHHBIE (YOPMBEL,
pacTBOPBI LISl HHBEKINIT
u nHdy3ui, cycreH3nu
JUISL SHTEPAIBHOTO H
TIapeHTEPATHEHOTO
MIPUMEHEHHS, SMYIIbCUI
JUISL SHTEPAIBHOTO H
MapeHTEPaLHOTO
MPUMEHEHHsI, Ma3H,
CYIIIO3UTOPHH,
IUIACTBIPH, KapaH/AalllH,
TUICHKH, a3PO30JIH;
K -22.3 | Ocymectisie | [IpuHIUIBI U CTTIOCOOBI Y4uTHIBaTH CBOHCTBA Hagsrsikamu BeIOOpa YO
T BBIOOD MOTYYEHHS Pa3TMIHBIX CHHTETHYECKUAX ONTUMAJBHOTO BapHaHTa C3
OINTHMAaJILHOT JI®, B TOM umCIIE, Bemects, BAB TEXHOJIOTHHU U TK
o CrMoco0OB IOCTaBKU U PacTUTENLHOIO U obopyoBaHue st JIP
TEXHOJOoruuec | cuctem gocraBku JIB k JKHBOTHOTO IIPOU3BOACTBA PA3JINYHBIX I1I1
KOT0 OpraHaM MULIEHAM; IIPOUCXOXKIEHUS IIPU JID. CP
npoiecca ¢ YCTPOMCTBO U BbIOOpE TEXHOJIOTHH I1
ydeToM HPUHIHUITE pabOTHI TIPOMU3BOJICTBA, YCIOBUH
BO3pacTHOM COBPEMEHHOTO U PEXHUMOB pabOTHI
TPYIITBI TIPOHU3BOJICTBEHHOTO Pa3IHIHOTO
TIAIUEHTOB 0060opyI0BaHUSL. 000pyI0BaHUS IS
npoussozctaa JIII.
[IK-22.4 | Ocymectsise OCHOBHBIE BUJIBI Boi6upats HaBblkaMn YMakoBKH U YO
T BBIOOD COBPEMEHHOI U YIIaKOBOYHBIN MapKHpPOBKU  Pa3IMUYHBIX C3
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ONTUMAJIBHOHN | KIITACCUUYECKOW yIIaKOBKU Marepuai u JI® B 3aBucuMocTH OT TK
YHAKOBKH JUIst JI®, ocobennocTH OCYIIECTBIIATh BUJA JIEKapCTBEHHOM JIP
JIEKapCTBEHHO XpaHEeHUs U MapKHPOBKY B (bopMbl, ITyTH BBEIECHHS U II1
ro npemnapara TPaHCHOPTHPOBAHUS 3aBHCUMOCTH OT BUZIa | OCOOEHHOCTEH BO3pacTa CP
C y4eTOM JI®, BiusiHME yCIIOBUH | JIEKapCTBEHHOM ()OPMBI, | ManUeHTa II
ocoOeHHOCTeH XpaHEHUs U IIyTH BBEJCHUS U
€ero TPaHCHIOPTHPOBAHUS HA | OCOOEHHOCTEH Bo3pacra
IpuMeHeHus1 | OmogapMarieBTHIECKHUe ManueHTa
U BO3pacTa MOKAa3aTeNIN PA3IUIHBIX
nalnyeHra JId
TIK-25.1 | Hcnons3yer OCHOBHBIE CTIOCOOBI OcHoBHbIC TapameTpsl | HaBeikamMu  cocraBiieHHA YO
COBpPEMEHHBIE | IOJIY4YCHUs U aHaIu3a BaJTUIAIIAN OTYETOB BaJTHJIALIIH C3
METOBI UL paznuysblx JID. AHAJIMTUYECKUX AQHAJIMTUYECKUX METOAUK TK
pa3paboTKH METOIUK;IIpeIaraThb paznuusbIx JID. JIP
OHoIOTHIeCcK CIIOCOOBI 11
ux COBEPILICHCTBOBAHHUS CP
JIEKapCTBEHH TIOTY4YEHUs] U HOBBIE II

BIX CPEICTB

COBPEMEHHBIE METO/IBI
aHaJIM3a Pa3IMYHbIX
JId

YO — ycrreit omnpoc, C3 — curyaumonnsie 3amadn, TK — TecToBbif KOHTpOJIH, JIP —1aboparopnas paborta, II1-

MOATOTOBKA IMPOCKTOB, CP-CI/IMYJ'I?[LII/IOHHEI?[ pa60Ta (TCXHOJ'IOFI/UI n aHaJ’II/IS), H'HPCSCHT&HI/UI
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4, Coz[epmalme H y‘leﬁHO-MeTOJII/I‘le(!Kaﬂ KapTra JTHCHUIIINHBI

Tabnuya 4.1
Cemecmp 8
Ne HanmeHoBaHue TeM M3y4aeMbIX 110 JAHHOHM JUCIUILINHE CamocrosiTebHast padoTa KoauuectBo
LI GaJLTOB Ilepeuyensn Jutepar
KOMIIeTeH
NaGopatoprbie samsTis Conepxanue Yacobl ®opma Mun. Makec. i ypa
Jlexunn Yacer (rema) Yacer KOHTPOJIs Kou. KOJI.
O6annosB | 0ajiioB
1 buogapmanus, xak buodapmanestuyeckue 1. Buodapmanus -
TeopeTHYecKas OCHOBa aCIeKThI pa3paboTKu TEOpeTHYecKas YO
COBpPEMEHHOM MOPOILIKOB, COOPOB, NIpaxe OCHOBa DPa3pabOTKH %3
TEXHOJIOTHH JIEKAPCTB. Y TpaHyJI. U CTaH/JapTH3aLUH P ML IK2L | g
INonsarue o 2 2 PAalMOHAIBHBIX I 0 3 2, 22
OHMOIOCTYITHOCTH, JIEKapCTBEHHBIX CP IIK-25.1
TepaneBTUUECKON thopm. HUcropus I
9KBUBAJICHTHOCTH U BO3HUKHOBCHHS W
crocobax ux MIEPCTIEKTHBbI
2 OTIpeIeeHHS. Bruodapmanesruyeckne PasBUTHSL. YO KT 6 K221
aCIeKTHI pa3paboTKU 2. OCHOBHBIE C3 TK-22.4 TIK—
TabJIETOK. HaIpaBJICHUs 6 TK 25.1
2 2 OouodapmMarieBTHUEC rJ[Tg 0 2 n. 9
KUX UCCIIC0BaHUI. CP
3. H
Tepaneptu
3 BuodapmanepTndecku BuodapmanepTnaeckue qeckast YO LS et
€ aCreKTbl CPABHEHUS ACTIEKTHI Pa3padOTKU SKBUBAJICHTHOCTD C3 [K-224 TIK -
U OLICHKU JIEICHLIOB U MTaCTUJIOK. JICKapCTBEHHBIX TK 2
MOTPEOUTETHCKUX 2 2 Npernaparos. 1%?[ 0 3 M. 9
Ka4ecTB 4. Cp
opuruHaibHbIX JIII 1 ®dapmare I
JUKEHEPHUKOB. TH4IECKHC,




BnusiHue koMIuiekca
BCIIOMOTATEIbHBIX
BEIIECTB ¥ TEXHOJIOTHH
H3TOTOBJICHHS/TIPON3B
OJICTBA Ha
OomodapMaIieBTHIeCKH
e xapakrepuctuku JIIT.
Brusiaue ycnosus
XpaHeHHs U
TPaHCIIOPTUPOBAHUS
Ha
O6rodapMaIieBTUICCKH
x xapaxrepucrtuku JIII.

BuodapmarneBriueckue
ACTIEKTHI Pa3pabOTKU
KarcyJl.

OcHOBBI OHodapmaryu
B oOxacTu
NPOU3BOJICTBA
TBEPJBIX
JIEKapCTBEHHBIX (GOpM.

buodapmanestuyeckue
acTIeKTHI pa3paboTKu
Maszen.

Bruodapmanepruueckne
aCTIEKTHI pa3paboTKU
CYIIIO3UTOPUEB, IUIIIOIb,
KapaHaamen
JIEKapCTBEHHBIX.

OcHoBbI OHOdapmaiu
B 00acTu
MPOU3BOJICTBA
TBEP/BIX
JIEKapCTBEHHBIX (hOPM.

Bruodapmanepriuueckne
aCTIEKTHI pa3paboTKU
pPacTBOPOB HE CTEPHIIBHBIX,
Kares.

buodapmarneBtrueckue
ACTIEKTHI pa3pabOTKH
HACTOEB W OTBAPOB,
KOHILIEHTPATOB, JIUKCHPOB.

Ouonoruyeckue U
(huznomornUecKue
(hakTOpHL.

5.
Brodapmanesruaec
Kne ACTIEKTHI
CpaBHEHUS u
OLICHKH
MOTPEOUTETBCKUX
KauecTB
opuruHanpHeix JIII
U JDKEHEPHUKOB.

YO
C3
TK
JIP
11T
CP

TIK-1 .6; I1IK-22.1;
TIK-22.2; TIK-22.3;

TIK-22.4 TIK —
251

II.m. 9

YO
C3
TK
JIP
111
CP

IK-1 .6; 11K-22.1;
TIK-22.2; TIK-22.3;

TIK-22.4 TIK —
251

II.m. 9

YO
C3
TK
JIP
11T
CP

TIK-1.6; 11IK-22.1;
T1K-22.2; TIK-22.3;

TIK-22.4 TIK —
25.1

II.m. 9

YO
C3
TK
JIP
II1
CP

TIK-1.6; 11IK-22.1;
T1K-22.2; TIK-22.3;

TIK-22.4 TIK —
251

IL.n. 9

YO
C3
TK
JIP
II1
CP

TIK-1.6; 1IK-22.1;
TMK-22.2; TIK-22.3;

TIK-22.4 TIK —
25.1

IL.n. 9
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9 OcHOBBI OHOhapMaIm BuodapmariepTnueckue
B oOacTu ACTIEKTHI Pa3pabOTKU
MPOU3BOJICTBA HAaCTOEK, 9KCTPAKTOB,
JIEKapCTBEHHBIX (OpM COKOB.
JUTS TIApEHTEPATBHOTO
MPUMEHCHHS.
10 | OcuoBsl 6uodapmarn Brodapmanesriueckue
B oO;acTu ACTIEKTHI pa3pabdOoTKH
MPOU3BOJICTBA MATKUX CHPOIIOB, CYCIICH3HH U
JIEKapCTBEHHBIX (hOPM. 9MYJIBCHH.
11 | OcHoBsl 6uodapmarmn BuodapmarnepTuaeckue
B oOxacTu ACTIEKTHI Pa3padOTKU
MPOU3BOJICTBA IUIACTBIPEH MEIUIIUHCKHUX,
WHHOBALIMOHHBIX IUTACTHIpEN
JIEKapCTBEHHBIX (hOPM. TpaHCIepMaJIbHBIX.
12 Bruodapmanesriueckn Bruodapmanesruyeckne
€ OCHOBBI ITOJTYUCHHUS acIIeKThl pa3paboTKu
nerckux JID. IUIEHOK.
13 Bruodapmanesriueckn Bruodapmanesruyeckne
€ aCIeKThbI acteKThl pa3padotku ['J1D.
panmoHaIbHOTO
npuema JIII.
ITpobaembl
B3anMmoaercTeus JII1
MPU OJIHOBPEMEHHOM
14 Ha3HAYCHUH 1 BuodapmarieBTrueckue

COYETaHUM C MULIEH.
buodapmanesruuecku
€ OCHOBBI
palnyoHaIBLHOTO
npumenenus JIIT B
repuaTpuuecKon
MpPaKTHUKE.

acriexTsl paspadorku JID
JUISl TApEHTEPATIbHOTO
HMPUMEHEHUS.

TIK-1 .6, TIK-22.0;
TIK-22.2; TIK-22.3; M. 9
TK-22.4 TIK —
251
TK o5
TIK-1 .6, TIK-22.0,
o T1K-22.2; TIK-22.3; o 9
3 TIK-22.4 TIK -
TK 251
JIP 4
TIIT
CP
I1
TIK1 .6, TIK-22.0,
& T1K-22.2; TTK- .o 9
¢3 22.3; TIK-22.4 TIK
TK _251
JIP 4
TIIT
CP
I1
TIK-1.6; TTK-22.1;
o TIK-22.2; TIK- II.n. 9
¢3 22.3; TIK-22.4 TIK
TK _251
JIP 4
TIIT
CP
I1
TIK-1 .6; TIK-22.1;
Yo T1K-22.2; TIK- M. 9
22.3; TIK-22.4 TIK
" _251
TK
JIP 3
T1IT
CP
I1
TIK-1 .6, TIK-22.0,
I1K-22.2; TIK- I.n. 9
Yo 22.3; TIK-22.4 TIK
c3 _251
TK
JIP 4
TIIT
CP
11
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15 | BuodapmanerTHuecku BuogapmareBTHUECKHE e ket | Mmm9
€ acreKThl B 0611acTH aCIEeKTHI pa3paboTKH YO 223 1IK-22.4 TIK
Buodapmarnetnaeckn a’po3oinei, cupees, JIO c3 Sl
€ aCIEKTHI 2 IS MHTATISIAMN, Ta30B 9 ?II; 3
PALMOHATIEHOTO MEIUITMHCKHUX. an
npuema GMP u CP
JPYTUX HAJJIEKANINX I
IPAKTHK.
16 JIOKyMeHTaIbHOE BuogapmareBTHUECKHE Mmoo | T 9
opopmenue acmeKThl paspabotku JID: vO 23 K-224 IIK
OrohapMareBTHIECKH ryOKH JIEKapCTBEHHBIE, 3 '
X UCCJIeIOBaHUI Ha PE3MHKU JKEBATEIbHBIE TK
NIPOMBILLITICHHBIX 2 JIEKapCTBEHHBIE, COKH, 2 JIP 3
OPENPHUATHSX. TAMIIOHBI JIEKAPCTBEHHBIE, 1T
IamIyHu (1 ApyrHe Cp
napadapMaIeBTHYECKUE II
TIPOIYKTHI).
17 BuogapmarepTHyecKue M| M9
aCTeKTHI paspaboTKu 22.3; 1IK-22.4 1K
2 HAMIUIAHTOB U JPYTUX 2 TK 25 el
MHHOBAIMOHHBIX
JIEKAPCTBEHHBIX (DOPM.
Uroro 34 68 100

YO — ycruwii onpoc, C3 — curyanuonusle 3amgaun, TK — TectoBblii koHTpOsib, JIP —maboparopnas pabota, IIII-moaroroBka mpoexroB, CP-
CUMYJISIIIMOHHASA paboTa (TexHOoJIorHs U aHanus), [1-mpe3erramnust
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5. Pacnpenesienne Tpya10eMKOCTH JUCHMILINHBI.

Paznen 5.1. Pacnipenenenue Tpy10eMKOCTH JUCUUIUIMHBL U BUJIOB Y4€OHOM pabOTHI IO CeMecTpam:

Bcero CemecTpnl
. qacoB/
Bun yue6Hoii padoThl 32UETHLIX 8
eTMHMIL
AyauTopHbie 3aHATHS (BCero), 102 102
B TOM YHCJIE:
Jlexuum (JI) 34 34
Jlaboparopusie 3ausatus (J13), 68 68
CamocrosTeanHas padota cryaenta (CPC), B Tom 6 6
1 (1 G
DK3aMeH, 9 6]
Kypc.paboTa,
Bua npoMexyTO4YHOM aTTecTaluu 3a4er
yac. 36 36
gac. 144 144
HUTOI'O: Obmas Tpy10eMKOCTh
3ET 4 4

Paznen 5.2. Paznensl AMCUUILIMHBL, BUABI Yy4eOHOM paboThl U (HOPMBI TEKYIIIET0 KOHTPOJIS:

Ne Ne HaumenoBanue Bunsl yueOHOM paboTs (B OneHouHbIE CpEICTBA
n/m | cemecTpa | paszzena JUCLMITIIMHbI AY)
JI J3 CPC | Bcero
1 8 buodapmanmsi, kak 16 2 18 VO — ycrHbiit onpoc, C3
TEOpEeTUYeCKast OCHOBA — CUTYyallHOHHBIC 33a/1a4H,
COBpPEMEHHOI TK — TecTOBBII1 KOHTPOIB,
TEXHOJIOTHHU JICKAPCTB. IT-npesenrauys, TTII-
MOJrOTOBKA MTPOEKTOB
2 8 YacTtHbie 18 68 4 90 VYO - ycrHsiii onpoc, C3
OuodapmarieBTHIECKUE — CUTYaIlMOHHBIC 33/1a4H,
MOAXOBI IPU TK — TecTOBBII1 KOHTPOIB,
U3YUEHHUH U CO3JIaHHH JIP —rabopatopras
JleKapCTBEHHBIX GOpM pabora, CP-
CHMYISIHOHHAs paboTa
(TEeXHOJIOTHS U aHAIIN3),
[T-npesenTanus, I111-
I0JIrOTOBKA MTPOCKTOB
Hroro: 34 68 6 108
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Pasnen 5.3. Pacnpenenenue neknuii no cemectpam:

Nen/n HaumenoBanue tem JieKIuii O6bem B AY
8 Cemectp

1 | buodapmanus, Kak TeopeTHYecKas OCHOBAa COBPEMEHHOMN 2
TEXHOJIIOTUH  JekapcTB. lloHsitue o0  OMOAOCTYIHOCTH,
TEpaleBTUUECKOW  SKBUBWIEHTHOCTM M cmoco0ax  uX

2 OIlpeleNIeHusl. 2

3 buodapmaneBTrueckue acmeKThl CPaBHEHUS U OIEHKHU 2
NOTPeOUTENBCKUX KadecTB opuruHanbHbIX JIII 1 JokeHepuKoB.

4 | BnousHue ~ KOMIUIEKCA  BCIOMOTATENbHBIX  BELIECTB U 2
TEXHOJIOTUU M3TOTOBJICHUSI/TIPOU3BOICTBA Ha
ouodapmanesruyeckne  xapakrepuctuku JIII.  Bausaue
YCIIOBHS XpaHEeHHUs u TPaHCIOPTUPOBAHUS Ha
ouodapmaneBTuueckux xapakrepuctuku JIII.

5 | OcHoBel Omoapmanuu B 0ONACTH TPOU3BOJCTBA TBEPIBIX 2

6 | JIEeKapCTBEHHBIX (POPM. 2

7 OcHoBbl OuWodapmanm B 00JACTH IPOU3BOJICTBA HKHIKHX 2

8 | mekapcTBEHHBIX (OPM. 2

9 OcHoBbl ~ Ouodapmanmu B 00JAacCTM  MPOU3BOJCTBA 2
JIEKapCTBEHHBIX (YOPM /ISl TAPEHTEPATBHOTO IPUMEHEHHMS.

10 | OcHoBbl Ouodapmanuu B 00JacCTH MPOU3BOJCTBA MSITKHX 2
JIeKapCTBEHHBIX (HOpM.

11 | OcHoBel  Oumodapmaruu B OOJIACTH  TIPOM3BOJCTBA 2
WHHOBAIIMOHHBIX JIEKAPCTBEHHBIX (HOPM.

12 | buopapmareBTHUECKHE OCHOBBI OTy4eHHs AeTCKuX JID. 2

13 | buodapmaneBTHUECKHE aCMEKTHI pannoHaabHOTO puema JII1. 2

14 | IIpoGnemsbr B3ammopeiictBuss JIII mpu  oaHOBpEeMEHHOM 2
Ha3HAYeHUW U coueTaHuu c nuuieil. buodapmanesruueckue
OCHOBBI paroHanbHoro npumenenus JII1 B repuatpudeckoit
MIPAKTHKE.

15 | buogapmaneBTHueckue ACIIEKTBI B obusacTu 2
bruodapmanieBTnyeckue  acmekThl PaAMOHAIBLHOTO IpHEMa
GMP u apyrux Ha/uIeKamux MpaKkThK.

16 | lokymeHTanbHOe odopmieHue O6uodapMalieBTUIECKIX 2

17 | uccnenoBaHuil Ha IPOMBIIIJICHHBIX MPEATNPHATHSX. 2
HNTOTI'O (Bcero - AY) 36

Paznen 5.4. Pacnipenenenue 1ab0paTOpHBIX 3aHATUN IO CEMECTpaM:
Neri/mm HanmeHnoBanue TeM 3aHATHN O6wem B AY
8 Cemectp
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1 buodapmaneBTuyeckue acmekThl  pa3pabOTKH  TOPOIIKOB, 4
cOOpOB, paxe U rpaHyl.

2 | buodapmaneBTHUYeCKHE acTIeKThl pa3padOTKU TabIEeTOK. 4

3 buodapmaneBTuyeckue acmekThl pa3pabOTKH JICACHIIOB | 4
MACTHIIOK.

4 buodapmaneBTrueckne acieKThl pa3paboTKH Karcyll. 4

5 buodapmaneBTudyeckrne acieKTsl pa3padoTKu Masei. 4

6 | buodapmaneBTuueckue aceKThl pa3pabOTKU CYMIO3UTOPUEB, 4
MIUITIONb, KapaH/IaIlIeH JIEKapCTBEHHBIX.

7 buodapmaneBTuyeckne acrekThl pa3pabOTKH PacTBOPOB HE 4
CTEpUJIbHBIX, Karelb.

8 buodapmanieBTHYecKne acmeKkThl pa3pabOTKU HACTOECB | 4
OTBapOB, KOHILIEHTPATOB, STUKCHUPOB.

9 buogapmaneBruueckue  acmekThl  pa3padOTKU  HACTOEK, 4
9KCTPAKTOB, COKOB.

10 | buodapmaneBTHUECKHE  ACMEKTHl  pa3padOTKU  CHPOIIOB, 4
CYCIIEH3UH U OMYJIbCHM.

11 | buodapmaneBTHUecKre acleKThl pPa3pabOTKH  ILIACThIpE 4
MEAUIMHCKHUX, TUIACThIPEN TpaHCAEPMATbHbIX.

12 | buodapmaieBTHYECKHE aCeKThl Pa3pabOTKH IICHOK. 4

13 | buodapmaneBTrueckue acnekTsl pa3padboTku [ JID. 4

14 | buodpapmaneBTuueckre acmekTel paspabotku JID s 4
MapeHTEePAIIbHOTO TPUMEHEHMS.

15 | buodapmaiieBTUUeCKHe acHeKThl pa3paboTKU  a’dpo307eid, 4
crpees, JIO 11 MHransauui, ra3oB MEIUIUHCKUX.

16 | buodapmaneBTrueckne acnekThl paszpaborkm JID: TyOkm 4
JIeKapCTBEHHbIE, PE3UHKH JKE€BaTEIIbHbIE JIEKApCTBEHHBIE, COKH,
TaMIIOHBI JIeKapCTBEHHEIE, [IaMITyHU (m Ipyrue
napagapMareBTHIECKUE POTYKTHI).

17 | buodapmaiieBTUYeCKHE acHeKThl pPa3padOTKM HMIUIAHTOB U 4
JIPYTUX WHHOBAIIMOHHBIX JIEKAPCTBEHHBIX (OPM.
HNTOTI'O (Bcero - AY) 68
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6. O6pa3oBaTe/ibHbIE TEXHOJIOTHHU

B mpouecce u3ydyenus mucumiuinHbl «buodapmarnysy UCHONB3YyIOTCA Cleayrounme (popMbl
AKTUBHBIX U MHTEPAKTUBHBIX 3aHATHN:

No/m. TemaTuka Bun 3ansitus | KonuvecrBo | AxkTHBHBIE (POPMBI HNHTepakTHBHBIE
yacoB (l)Oprl
1 YacTHble JIabopaTopHOE 34 CuMynsuoHHas
OorodapMarieBTUICCKIe pabora (TeXHOJOoTHus 1
ITOJTXO/IbI TIPH U3YUCHUH U aHaJIN3)
2 CO3J1aHUH JIEKAPCTBECHHBIX 10 IloaroroBka npoeKkToB
3 bopm 10 [Ipe3enTarus

7. Y4eOHO-MeToAnYecKoe o0ecneyeHue caMoCTOATEIbHOIH padoThl

Pacripenenenne camocrositenpbHol padotel cryaenta (CPC) mo BumaM u cemectpam:
Ne Haumenosanue Buna CPC O0bem B
n/m AU/cemectp
1 | Pabora c 35eKTpOHHBIMH pecypcamu, pa3MEIICHHBIMU Ha 2/8
JTUCTaHIIMOHHOM 00pa30BaTeIbHOM MOpTae Y HUBEPCUTETA
2 | IloaroToBka K y4acTHIO B 3aHSTHIX B aKTHBHOM M MHTEPAKTHBHOH (Gopme 418
HNTOTI'O (Bcero - AY) 6

8. OueHouHBIE cpeICTBA /ISl TEKYIIEro KOHTPOJIA YCIIeBAaeMOCTH, Py0e:KHOM aTTecTaluu U
NPOMEKYTOUYHOM ATTeCTALMH 10 MTOraM OCBOEHHS TUCHUILIUHBI.
8.1. @opmbl TeKymiero KOHTPOJIS H

NPOMEKYTOUYHON  aTTeCTALNH
«buodapmanus», BUIbl OLIEHOYHBIX CPEJACTB:

o AUCHHUIIJINHE

Ne No HaumenoBanue O1eHOYHBIC CPEICTBA
n/ | cemectp DopMBI KOHTPOJIS paznena Bt
1 a JUCIUIINHBI
1 2 3 4 5
1 8 Texymmii KOHTPOJIb buodapmarus, | YO —ycTHbli onpoc, C3 — cHTyallHOHHbIE
(konmpoaw KaK 3anauu, TK — TecToBBIi KOHTPOIIB, I1-
ca Mocmoﬂmeﬂi,HO,j TeopeTHYECKas npesenTanus, I1I1-noagroroska npoekToB
ayoumopHoll u OCHOBA
6HeayoumopHou .
pabomwl cmyoeHma) COBPEMCHHOM
TEXHOJIOTHUHI
JIEKapCTB.
2 8 Texymuit u YacrHble YO - ycrHbi onpoc, C3 — CUTyalHOHHBIE
IIPOMEKYTOYHBIN 6uoapmanesrny | 33131H, TK — TecToBBIi KOHTPOJIB, JIP —
KOHTPOJIb (KOHMpPOb ECKIE TIOMXOII J'Ia60pagOpH(aH padora, CP-CI/IMyJ'ISI)LII/II_([)HHaﬂ
oot | o | e e o
ayoumoproii u pe3eHTaIus, OZITOTOBKA IIPOEKTO
6HeayOUmopHou CO3MaHMH
pabomwl cmyoeHma) JICKapCTBCHHBIX
bopm
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8.2. Ilpumepsbl OLEHOYHBIX CPEICTB:
8.2.1. TecToBble 3agaHus:

1. Kakue TexHOnOruyeckue mpueMsbl MO3BOJISIOT M0JIyYyaTh HOBBIE JIEKAPCTBEHHBIE (POPMBI M3BECTHBIX
MPEnapaToB ¢ MEHbIIECH JJO3UPOBKON, HO C COXPAaHEHHEM TaKOTO e TePaneBTHUECKOTo A eKTa:
BeiGepute oauH OTBET.

a. TpaHyJIMpOBaHUE

b. MUKpoHHU3aIKsI CyOCTaHITUN

C. IpaXxOKUPOBAHHE

d. HaHeceHune 000I0YKU

€. IpOCcenBaHue

2. ®apmarneBTHYeCKUE (PAKTOPbI, BIUAIOLIME HAa OMOJOIMUYECKYIO JOCTYIHOCTh U TEparneBTUYECKYIO
aKTUBHOCTb JICKAPCTBEHHBIX IIPENapaToB:

BeiGepute oauH OTBET.

a. Xumuueckas Moau(uKanus JeKapCTBEHHOTO BEIIECTBA

b. [Ipupoaa 1 KOIMYECTBO BCIIOMOIaTENIbHBIX BEILECTB

c. OU3UKO-XMMHUYECKHE CBOMCTBA JIEKAPCTBEHHBIX BEIECTB

d. ®apmaneBTHUECKAs TEXHOIOTHS

e. Bce mepeunciienHbie OTBETH TPABUIIBHEI

3. YUro uzyyaer 6uodapmaius Kak HayKa:

Br16epute oauH OTBET.

a. buonoruyeckyro 10CTyIHOCTb JIEKAPCTBEHHBIX BEILECTB U3 JIEKAPCTBEHHON (POPMBI

b. MexaHu3aIiio TEXHOJIOTHIECKUX ITPOILIECCOB

c. KonTponb kauecTBa Ha BCeX CTAAMSIX U3TOTOBJIECHUS JIEKAPCTBEHHOIO IIpenapaTa

d. MexaHu3M JeCTBHUS JIEKAPCTBEHHBIX BEIIECTB B OPraHU3Me

e. Bce oTBeTHI paBUIIbHEI

4. Obs3arenpHOE TpeOOBAHKE K JIEKAPCTBEHHBIM (hOpMaM I HOBOPOXKICHHBIX JeTei
BriGepure ofuH OTBeT.

a. HAINYHE KOHCEPBAHTOB

b. cTepuIIbHOCTH

C. U3OTUJPUIHOCTD

d. Hamu4Me KOPPUTEeHTOB

8.2.2. CutyauMoOHHbIE 3a]a4u:

1. Bo BpeMsi BapKu caxapHbIii CHPOIl MPHOOpEN KOPUYHEBBIH OTTEHOK. YKAKUTE TEXHOJOTMYECKYIO OIMUOKY H
MOSICHUTE XUMUYECKHE MPOIECCHI, JIEKAIUE B OCHOBE MPOUCXOIALINX N3MEHEHHIA.

2. Tabnerku, mOIydeHHBIE CIIOCOOOM CyXOro TpaHYJIHPOBAaHWA, OONaJaiy HEIOCTATOYHOM MEXaHWYeCKOH
MPOYHOCTBIO, paclajaiich MPH HAJAaBIMBAHUM MalblAMH. YKQKHUTE BO3MOXKHBIE TEXHOJIOTHYECKUE OMIMOKH M
IIyTH UX yCTPaHEHUSI.

3. B nporiecce npeccoBaHus TaOIETKH MPUIUITAIN K TyaHCOHAM. Y KQ)KHTE TEXHOJIOTHYECKHE OMIMOKA M ITyTH MX
YCTpaHEHWS.

4. Usroroenennsie TabaeTku mMaccoit 0,27T ¢ SHTEPOCOTIOOMIBHBIM TUIEHOYHBIM MMOKPHITUEM HMEIH Maccy TUICHKH
0,03r. Ilpu ocMOTpe MOBEPXHOCTH TAaONETOK HAa TUIEHKE OOHAPYKWJINCH Pa3pbhIBBL. YKKUTE TEXHOJOTHYECKHE
OIITOKHU.

5. Mexanudeckass MPOYHOCTh TaOJETOK Ha CXXaTHe W HCTHUPAHHE COOTBETCTBOBaia TpeOoanmsm HJI, a
pacnanaemocts 6bu1a 601ee 30 MUH. YKa)XUTE HAPYIIEHHUS B TEXHOJIOTHH U IIyTH UX YCTPaHEHHSI.

6. TabneTouHble MOKPBHITHS, MOJYYEHHBIE MYyTEM IPECCOBAHUS, MUMENH Maccy, PaBHYIO Macce TalIeTKH-iapa.
[Tocne cxxuranvs u MPOKATUBAHUS Ta0JIETKA HECTOPAEMBIN OCTaTOK cocTaBmi 16%. OTBEYAIOT M TaKue TaOIEeTKH
TpeboBanusm H/I?

7. Ceimydects rpanynara coctasuia 0,5 1/c. Kak 370 moBimseT Ha TOYHOCTH qo3upoBanus? Kakue eme GaxTops
BJIMSAIOT HA MOJIHOTY HAMOJIHEHUS] MAaTPUYHOTO OTBEPCTHS?
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8. IIpu monroToBke MaTeprana K TabJIeTHPOBAHHIO M3MEIbUCHHE KOMIIOHEHTOB IIPOBOJIMIIM B IIAPOBOW MEIILHUIIC
¢ auamerpoM 0,5 M u ckopocThio BpaiieHus 60 o0/MuH. B mporecce mpeccoBaHus TaOJIETKH pacClianBalIKCh.
YKaXuUTe TEXHOJIOTHYCCKUE OIIUOKHY U IyTH UX YCTPAHCHHS.

9. PacnamaeMocTh TOMY4YeHHBIX TaOJIETOK oTBeyaeT TpeOoBanusM ['D — He Oonee 15 MuH, a MexaHWYecKas
MIPOYHOCTH Ha UCTHpaHue coctapisieT 70%. YKaxuTe HapymIeHUs] B TEXHOJIOTHH U IyTH UX YCTPaHEHUSI.

10. Pa3zmep gacTuil MHTpeIUEHTOB IIMHKOBOM macThl coctaBui OT 50 1o 150 MxM. COOTBETCTBYET JIM TUCTIEPCHOCTH
YacTHUI[ TPeOOBAHUSM HOPMATHBHON JOKYMEHTAIMU? YKaXKUTEC IyTH TMOBBIIICHUS KAayeCTBa CYCIICH3HMOHHBIX
Maseil.

8.2.3. YcrHblii onpoc (onmpoc/Ik3amMeH)
8.2.3.1 Bonpocs! k dk3aMeHy no douopapmanuu (4 Kypce):

1. Buodapmanusi, kak TeopeTHdeckas OCHOBA COBPEMEHHON TEXHOJOTHH JiekapcTB. [loHsTHe o
OMOOCTYITHOCTH, TEPANEBTUUECKOI 3KBUBAJICHTHOCTH U CIIOCO0AaX UX ONPECIICHUS.

2. buodapmainieBTuueckre acrekThl CPABHEHUS U OLIEHKH MOTPEOUTENbCKIX KaueCTB OPUTHHAIBHBIX
JIIT 1 I5KeHEepUKOB.

3. BnusiHue xomIiekca BCIOMOTaTeIbHBIX BEIIECTB M TEXHOJOTUU M3TOTOBICHUS/TIPOU3BOICTBA HA
ouodapmanesruyeckre xapakrepuctuku JIII. BrnusHue yciioBUs XpaHEHUS W TPAHCIOPTUPOBAaHUS Ha
ouodapmaneBTuyecknx xapakrepuctuku JII1.

4. buodapmaneBrniyeckre 0CHOBBI MOIydeHus neTckux JID.

S. buodapmanepruueckue acmnekTsl pannoHaibHOTO mpuema JIIT. ITpoGnemsr B3anmonaetictus JIIT
Ipy OJHOBPEMEHHOM Ha3Haue€HUM U codeTaHuun c¢ numed. buodapmareBTHueckue OCHOBBI
pauuoHanbHoro npuMmenenus JII1 B repuaTpuueckoil mpakTHK

6. buodapmanesruueckue acnekTsl B obnactu buodapmaneBTrueckue AacmeKkThl paluoOHaILHOTO
npuema GMP u npyrux Haanexaimx mpakTUK.

1. JlokymeHTanbHOEe odopmiieHHEe OMO(apMaleBTHUECKUX HWCCIEAOBAaHUH Ha IMPOMBIIUICHHBIX
MPEIIPUATHSIX.

8. bruodapmarneBruueckre aclieKThl pa3paboTKH OPOIITKOB, COOPOB, JIpake U TpaHyIl.

9. buodapmaneBruueckre aciekTsl pa3paboTKu TabIETOK.

10.  buodapmaneBTHUeCKHE acleKThl pa3pabOTKH JIEACHIIOB U NaCTUIIOK.

11.  buodapmaneBTHUECKHE acTIEKThl pa3pabOTKU KamCyIl.

12. buodapmaneBTuueckre acrekThl pa3paboTKu Ma3ei.

13.  buodapmaneBTuueckue acmekThl  pa3paOOTKM  CYNIO3UTOPUEB, MWL,  KapaHiaen
JIEKapCTBEHHBIX.

14. buodapmanesTuueckne acieKThl pa3pabOTKH pacTBOPOB HE CTEPHIIbHBIX, Kalleb.

15. buogapmaneBTuueckre acieKThl pa3pabOTKH HACTOEB U OTBAPOB, KOHIIEHTPATOB, SJTMKCUPOB.

16. buodapmaiieBTnueckue acrekTsl pa3padOTKH HACTOEK, IKCTPAKTOB, COKOB.

17. buogapmaneBTrueckre aciekThl pa3paboTKU CUPOIOB, CYCIIEH3UHM U AMYIbCUH.

18.  buodapmaneBTuueckue  acmeKkThl  pa3paOOTKM  IJIacThlpedl  MEOUIIMHCKHMX, IJIacThIpeit
TpaHCAEpMaJIbHBIX.

19.  buodapmaneBTuueckre acreKkTbl pa3padOTKU IIEHOK.

20.  buodapmaneBruyeckue acnektsl pazpadorku ['JID.

21. buodapmanesruueckre aciekTsl pazpadoTku JID ais napeHTepaabHOro MPUMEHEHHUS.

22, buodapmanesTuueckue acnekTbl pa3paboTKH a’posoneil, crpees, JI® mis WHramsuuii, razon
MEIUINHCKUX.
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23. buodapmaneptuueckue acmekTsl pazpadorku JID: ry0ku geKkapCTBEHHBIE, PE3UHKH JKEBATEIbHbBIC
JICKapCTBEHHbIE, COKH, TaMIIOHBI JICKApCTBEHHbIC, MIAMIyHH (M Jpyrue mnapadapmareBTHUECKUE
IIPOJYKTBHI).

24.  buodapmaneBTHYECKHE AacleKThl pa3pabOTKH HMIUIAHTOB UM JIPYrUX HHHOBAI[MOHHBIX
JIEKapCTBEHHBIX (HOpM.

8.2.3.2. Bonpocel AJisl YCTHOTO onpoca (mpuMmep):

Temamuka: buogapmayus. bBuonoeuueckas odocmynHocms npenapamos. buogapmayeemuueckue
MemoObl OYeHKU Kauecmed 1eKapCmeeHHbIX (opM.

1. buodapmanms - TeopeTHueckas OCHOBa pPa3paOdOTKM M CTaHAAPTHU3ALUU  PAIMOHAIBHBIX
nekapcTBeHHBIX (popm. McToprst BOSHUKHOBEHUS U TIEPCIICKTUBEI PA3BUTHS.

2. OcHOBHBIE HalpaBJIeHUs1 OM0(apMaIIEBTHUECKIX HCCIICIOBAHHA.

3. TepaneBTHYeCKas SKBUBAJICHTHOCTb JICKAPCTBEHHBIX IPENapaTOB.

4, ®dapmarieBTHYECKUE, ONOIOTHYECKUE B (PU3HNO0IOTHYECKHE (PaKTOPHI.

5. buonornyeckoe 3HaueHHWE (HAPMAICBTHUSCKUX TPOIECCOB, MPOTCKAIONUX MPU TOTYUCHHUH
TOTOBBIX JICKAPCTBEHHBIX CPEJICTB.

6. ®dapmarieBTHICCKUE (AKTOPBI: XHUMHYECKash MOAM(HKAIWS TPErnaparoB; (PU3NKO-XUMHIESCKOE

COCTOSIHUE JICKApPCTBEHHBIX BEILIECTB; BCIIOMOTraTEIbHBIE BEIIECTBA, TEXHOJOIMYECKHUE IMPOLIECCHI, BUJ
JIEKapCTBEHHOM (DOPMBEI, ITyTH BBEJICHUS U CIIOCOO MTPUMEHEHUSI.

7. Ponp Ononorundecknx u GpU3HOJOTHIECKUX (PaKTOPOB.

8. buonornueckas JIOCTYITHOCTB (BH). XapakTepucTHKA. Mertob1 OIpPENICIICHNUS:
(bapMaKOKMHETHUECKUN U (papMaKOJUHAMUYECKUH.

9. AOcomoTHasT ¥ OTHOCHTENbHAs OWOJIOTHYECKas AOCTYHHOCTh. CTaHAAapTHBIC JICKapCTBEHHBIC
(hopMmBI.

10.  JIxeHepuku ¢ 6rodapMareBTHICCKON TOUKH 3PCHHUS.

11. buodapmanepruueckue tecthl. Tect "PactBopenue". Ilpubopbl u ammapathl: "Bpaniaromiascs
Kop3uHKa'", "Bpaiaroniascs JonacTs".

12. Tect "BbicBoOOXkneHue" s TPYJHOPACTBOPUMBIX, IPOJOHIMPOBAHHBIX IpErnaparoB MU
TpaHCAEpMAIIbHBIX TEPANEBTUUECKUX cucTeM. [Ipubops! 1 annapaTsl.

13. ABTOMaTH3MpOBaHHBIE CHCTEMBI W TPUOOpPHI JISI OMNPEACTCHUS CKOPOCTH pACTBOPEHHS W
BBICBOOOYK/ICHHUSI JIEKAPCTBEHHBIX BEILIECTB U3 JIEKAPCTBEHHBIX (POPM.

14. [TpuOopsel, UMUTHPYIOLIKE MPOLIECCHl BHICBOOOXKIEHHUSI U BCAChIBAaHUS JIEKApPCTBEHHBIX BELIECTB:
"Sortorius"”, "Rezomat", Rezotest Kocha.

15.  Meronbl uccienoBaHusi BHICBOOOXKIEHHS JIEKAPCTBEHHBIX BEILECTB M3 MATKUX JIEKAPCTBEHHBIX
bopm.

16. Oranbl OMogapMaleBTHYECKON OIIEHKH KadecTBa: BbIOOp MpUOOpa M yCIOBHUH JJsl ONpeAeNeHHs

KUHETHKU BBICBOOOXKICHHS JIEKAPCTBEHHOTO BEILECTBA U3 JICKAPCTBEHHOH (OpPMBI B OmbITax in Vitro,
U3y4eHrne OMOOCTYITHOCTH B OIBITaX iN VIVO, pacueT mapameTpoB KOPPEISIIHH.
17.  Ilytu v nepcHneKTHBBI pa3BUTUS OHOpapMalHH.

8.2.4. JlaGopaTopHble paGoThl M CUMYJSAIHOHHAsE padora (cM. MeTonuyeckue — ykazaHUs Ui
71a00PAaTOPHBIX U CAMOCTOSITENIbHBIX PA0OT CTY/IEHTOB).

8.2.5. [loaroroBKka NpoeKToOB

Temamuxa 015 n0O20MOBKU NPOEKMO8 (NPUMEPHASL):
1. buodapmarieBTHYecKue acreKkThl HaHO(apMaIuy U MOIy4eHUsT MHHOBAIIMOHHBIX JID.
2. BcioMorarenbHBIE BEeNIECTBa B IMPOU3BOJICTBE TA0JIETOK M KaK OHU BJIHMSIOT Ha OModapMarieBTHIeCKHE
MOKa3aTeIH TaOJIeTOK.
3. lHHOBaIMK B MOJTYYCHUH TAaOJIETOK ¢ KOHTPOJIMPYEMBIM BBICBOOOKICHHEM.
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4. Oopmnenue 6uodapMaleBTHUECKUX HUCCIEAOBAaHUN B COOTBETCTBUU ¢ npaBuiamu GMP.
5. CoBpeMeHHBIE KOHCEPBAHTHI U CTA0OWIIN3AaTOPBI B IIPOU3BOJICTBE MTApEHTEPATbHBIX JID, X BiIHMsHUE Ha
OorodapmarieBTHUECKHUE TTOKA3ATEIH.

8.2.6. Ilpe3enTanus

Temamuka 015 n0020MOBKU NPe3eHMAayuil (NPUMEPHASL):

1. buodapmanms - TeopeTHueckas OCHOBa pPa3pabdOTKM M CTaHAAPTU3ALUU  PAIMOHATBHBIX
neKapcTBeHHBIX (popm. McToprs BOSHUKHOBEHUS U TICPCIIEKTUBBI Pa3BUTHSL.

2. OcHOBHBIE HarnpaBiieHUs: Ono(apMaleBTUICCKUX UCCIICIOBAHUI.

3. TepamneBTudeckasi 3KBUBAJICHTHOCTD JICKAPCTBEHHBIX MPEIIapaToB.

4, dapmareBTHYECKHE, ONOJIOTHYEeCKUE U (PU3HOJIOTHYECKHE (PAKTOPBHI.

5. buonornueckoe 3HadeHue GapMaleBTUYECKUX TMPOIECCOB, MPOTEKAMOIMIUX TMPU TOTYyICHHUH

I'OTOBBIX JICKAPCTBEHHBIX CPCACTB.

8.2.7. OueHoYHbIe CPeACTBA, PEKOMEHAyeMble IS BKJIWYEHUsI B (DOHJ OLEHOYHBIX CPEICTB IJIsl
NMPOBeIeHHsI HTOTOBOM TOCYapCTBEHHOI aTTecTanuu (MpuMep):

CuryanuonHas 3axa4a Ne 1
[TpuBennuTe OCHOBBI MOJTYYEHHUS TaOJIETOK ¢ TOUYkH 3peHHs Omodapmarnuu. Kakue mokazarenn
HE0OXOIMMO OmpenenuTh s OuodapmaneBTuueckoil oueHku Tadnerok? Kakoe obopynoBaHue s
3TOTr0 HUCIOJIB3YIOT?

CuryanuonHas 3aga4a Ne 2
[lpuBenuTe OCHOBBI TOJNYYCHHS CYIMIIO3UTOPHEB C TOYKW 3peHus Ouodapmanuu. Kakue
MOKa3aTeJiM HEoOXOJUMO ONpeNenuTh I OuodapmarieBTUYECKON oleHkHu cymnmno3utopueB? Kakoe
000pyI0BaHUE IS TOTO UCIIOJIB3YIOT?

8.3 llIkaJjibl OLlEHUBAHMSL.

Ixana oneHUBAHUSA YCTHOIO onpoca (codeceq0BaHUs) HA 3AHATHAX

«l Gamm» - chopmynupoBaH MOJHBIH OTBET HAa OCHOBE COBPEMEHHBIX KIIacCH(DUKAIIHIA,
HOPMATHBHBIX JIOKYMEHTOB U JOCTIKEHHUI HAYKH U TIPAKTUKH, OTBET MIPHUBEJICH MOJHO, CHCTEMHO U
MOCJIe/I0BATENbHO.

«0,8 OamnoB»- OTBET CHPOPMYIMPOBAH YACTUYHO, OTBET MPOBEJEH HE IOJHOCTHIO, WIIU
MOJTHOCTBIO, HO HE MOCJIe0BATENBHO.

«0,5 GannoBy - OTBET MPUBEAEH IJI0X0, CHOPMYIHUPOBAH 0€3 NPUMEHEHUs KiIacCU(PUKALIUHI,
OTBET JIaH Xa0TUYHO, OECCUCTEMHO.

«0 6anmoB» - OTBET HE CHOPMYITUPOBAH.

IIxaja oueHUBAHUA YCTHOTO onpoca (codece0BaHMs) Ha 3a4ueTe, IK3aMeHe

«50 GanoB» - chopMyIMPOBAH MOJHBIN OTBET HA OCHOBE COBPEMEHHBIX KJlacCH(UKalui,
HOPMATUBHBIX TOKYMCHTOB U )IOCTI/I}KGHI/Iﬁ HAYKHU ¥ IIPAKTHUKHU, OTBET IIPUBCACH ITOJIHO, CUCTEMHO U
IIOCJIEI0BATENBHO.

«40 6amnoB»- oTBeT CHOPMYJIUPOBAH UYACTUYHO, OTBET NPOBEJEH HE MOJIHOCTHIO, WIIU
IIOJIHOCTBIO, HO HE MOCIIEJOBATEIBHO.

«30 GamioB» - OTBET MPHUBEICH IUI0OX0, CHOPMYITHUPOBAH 0€3 MPUMEHEHUS KIacCU(DUKaIN,
OTBET JIaH Xa0TUYHO, OECCUCTEMHO.

«0 6amnoBy» - OTBET HE CHOPMYIUPOBAH.

IkaJia oneHUBAHHUA TECTOBBIX 3aJaHUH
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TecroBble 3a1aHus /151 IPOBeIeHUs PYOeKHOIN aTTeCTALMHU
«25 6amnoB» - 100% npaBUIBHBIX OTBETOB, U T.JI.

HIkana oneHMBaHNUs POEKTA/TIPe3eHTALMHU

«1-2» - chopMynupoBaH TONHBIM TUIAaH PEHICHUS TPOEKTa/IPE3CHTAlMd Ha OCHOBE
COBPEMEHHBIX KJacCH(UKAlMK, HOPMATUBHBIX JOKYMEHTOB W JOCTH)KCHUH HAYKW WM TIPAKTHKH,
OTBET TPHUBEICH IIOJHO, NPEAJIOKCHHBI BapuaHT pEIICHHS ONpPEICICH CHCTEMHO U
MOCJIeIOBATEIBHO.

«05-1 Oaan- J1aH perieHus a ornpeeneH YaCTUYHO, pelieHue
Kelica/TpoeKTa/IPe3eHTAIIUI/ IETIOBO UTPBl  CPOPMYIMPOBAHO YACTHYHO, OTBET MPOBEACH HE
MOJHOCTBIO, WJIM TIIOJHOCTBIO, HO HE WCIOJIb30BaHbl BCE METOJbl WM OTalbl pPEIICHHS
Kelca/mpoeKTa/mpe3eHTallun/ 1eTI0BON UTPHI.

«0,3-0,5 Gannma» - TuiaH pemeHus OMpeAeseH IUI0X0, CPOPMYIHUpOBaH 0e3 MPUMEHEHUS
Kiaccu(uKanuii, HOpMaTUBHBIX JIOKYMEHTOB U JOCTHIKEHUH HAYKH W TPAKTUKH, OTBET NPOBENICH
IUIOXO, OTBET Ha MOCTABJICHHYIO 33/1a4y JIJaH Xa0TUYHO, OECCUCTEMHO.

«0 GayoB» - IUIaH PEUICHUs HE OIpPEJENIeH, OTBET HEe CHOPMYIHPOBAH, aHAIN3 CUTYAIHUH
Keiica/poeKTa/Ipe3eHTAIlMU/ICIIOBO WIPhl HE IMPOBENEH, OTBET HA IOCTABJICHHYIO 3a/lady HE
OIIpEJIeIICH.

Ikana oueHUBaHUS CUTYAaLMOHHOM (pPac4eTHOI) 3a1a4n

«0,5-1 6amm» - chopMyTHpOBaH TOJTHBIN IJIAH PEIICHUS CUTYallMd Ha OCHOBE COBPEMEHHBIX
Kiaccu(UKanuil, HOPMaTUBHBIX IOKYMEHTOB W JOCTH)KCHHH HAayKH M MPAKTHKH, OTBET MPHUBEICH
MIOJTHO, TIPE/JIOKCHHBIM BapHaHT PEIICHUS CHTYallud OIpPEIeNIeH CHCTEMHO M IOCIIEI0BATEIbHO,
pacueTsl B 3a/1a4€ MPOBEICHBI TPABUIBHO M TOYHO.

«0,4-0,8 Oanma»- mmaH pemeHUs CHTyallMd OMNpEeJesieH YacTUYHO, PEUICHHE CUTyaluu
cOpPMYJIUPOBAHO YACTUYHO, OTBET TMPOBEJCH HE TMOJHOCThIO, WJM IOJIHOCTBIO, HO HE
WCIOJIb30BaHbI BCE METOJBI WJIM JTallbl PEIICHUs CUTYyalldd, B pacderax ecTh HeOOobIme
HETOYHOCTH.

«0,3-0,6 OGamma» - TUIAH pEIICHWS] CHUTYaIlMH OIpPEAeNeH IUIOXO, ChOpMyIUpoBaH 0e3
NPUMEHEHHS KJIacCH(HKAIUK, HOPMATUBHBIX JIOKYMEHTOB W JOCTH)KCHUH HAyKH W TPAKTHKH,
OTBET IMPOBECH TIOX0, OTBET Ha MOCTABJICHHYIO 3aj[ady JIaH XaOTHYHO, OECCUCTEMHO, B pacyeTax
€CTh CYIIIECTBEHHBIE HEJJOUETHI.

«0 GamoBy» - TJaH PEIICHHS CUTYallMd HE ONpeNelieH, OTBET He CPOpMYyIMpPOBaH, aHATU3
CUTYaIluu He MPOBEJICH, OTBET Ha MOCTABJICHHYIO 33]]a4y HE OTPEe/IEeNICH.

IIIxaja oneHNBaHUA JIA00PATOPHONH/CUMYJISIHHOHHON PadoThI

«l OGamm» - paboTa BBHINOJIHEHA ITOJHOCTBIO B COOTBETCTBHE C METOJMKOW, MPOTOKOI
HaMKCcaH MOJIHO, CHCTEMHO U TIOCJIEJ0BATEIbHO, BEIBOABI ONPE/IENICHBI BEPHO.

«0,8 OGanma»- paboTa BBIOJIHEHA MOJHOCTHIO B COOTBETCTBHE C METOAMKOM, MPOTOKOJ
HaImKcaH MOJIHO, HO €CTh HEOOIbIIINEe HETOYHOCTH, BBIBO/IbI ONPEAEICHBI YACTHYHO.

«0,5 Gammay - paboTa BBHITIOJHEHA MOJHOCTHIO B COOTBETCTBHE C METOIAMKOMW, MPOTOKOJ
HamnucaH He MOJHO, €CTh HETOYHOCTH, BBIBO/BI ONPEAETICHbI YACTUYHO

«0 6annoBy - paboTa HE BHIMOJHEHA WU BHITIOJHEHA C OIIMOKaMH.

8.4 B coorBercTBHH ¢ daliibHO-peiiTuHIroBoii COI'Y cucTreMa mopsiaka ocymecTBIeHUs py0e:KHOTo
KOHTPOJISI ¥ TI0/ICYeTa HTOrOBOIi OLIEeHKH CJIeYIOIIast:

1 —a pyOexHas aTTectaius - MakcUMaibHO 50 6ayIoB; U3 HUX:

Ot 0 o 25 6annos (P1) — aTrectanmonHas (pyOexkHast) KOHTpOJIbHAs paboTa;

Ot 0 o 25 6amnoB (T1)— Texymast paboTa CTyAeHTa B Te€UeHUE pyOexa

2 -5 pyOexxHas arTectanus — MakcumanbHO 50 0aioB; U3 HUX:
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Ot 0 mo 25 6anmnoB (P2) — arrecranmonnas (py0exHast) KOHTpOJIbHasE paboTa

Ot 0 o 25 6annos (T2) — Tekymas paboTta CTyieHTa B TeUeHUE pyOexka

Ok3ameH (J) — makcumaiibHO 50 0asuioB.
3auer (3) — makcumanbHO 50 6aTOB.

9. VYueOHO-MeTOAUYeCKOe U MHPOPMAITHOHHOE o0ecTiedeHHne TN CIUTITIHHbI

a) OCHOBHAs JTUTepaTypa:

Ne
n/a

HaumenoBanue cornacHo 6ubnuorpaduyeckum TpeGoBaHUSM

1

dapMmarieBTHYECKasi TEXHOJOTHsA. M3roToBieHHE JIEKApCTBEHHBIX —IPEMapaToB
yueOnuk / A.C. I'aBpunos. — M. : TDOTAP-Menaua, 2016. — 760 c. : wi.

2

dapMareBTH4YEeCKas TEXHOJIOTHA. TeXHOIOTHS JeKapCTBEHHBIX (Gopm : PykoBoICTBO K
npaktuueckum 3anatuam / .U, Kpachiok, ['.B. Muxaiinoa. — M. : [D0OTAP-Menua,
2016. — 544 c. : un.

dapmareBTHIECKass TEXHOJOTUs. TEeXHOIOT S JIEKapCTBEHHBIX (opM : yueonuk / N.U.
Kpachiok, I'.B. Muxaiinosa. — M. : [DOTAP-Meaua, 2016. — 560 c. : ui.

VHHOBaIIMOHHBIC TEXHOJIOTHH U 000pYAOBaHUE (apMaleBTUYECKOTO MPOU3BOJICTBA. —
T.2.: Yuebnuk / mox pen. mpod. H.B. Menbmryrunoii. — M.: U3parensctBo BMHOM,
2013. - 408 c., um.

HMHHOBAIIMOHHBIC TEXHOJOTHH B 000pyIoBaHHE (hapMaIieBTHIECKOTO MPOU3BOJICTBA. —
T.1.: Yuebnuk / mox pen. nmpod. H.B. Menbmyrunoit. — M.: U3parensctBo BMUHOM,
2012. - 328 c., un.

dapmMareBTHUYECKasT TEXHOJIOTUsl. PYyKOBOJICTBO K MPAKTHUECKUM 3aHATHUSM : yuyeOHOe
nmocodue (10  HANpPABIEHUIO  TOATOTOBKKM  «PapMaius» 10  JUCHUIUIHHE
«®DapmaneBTrueckas Texnonorus») / B.A. beikos, H.b. Jlemuna, M.H. AnypoBa — M.:
I'OOTAP — Menua, 2018. — 368 c.

Kpacniok N.U., ®apmaneBTuueckas TeXHONOTHs. TeXHONOTUs JEKapCTBEHHBIX (HOpM
[OnexTponnbiit pecypc] : yueonuk / U. U. Kpachwoxk, I'. B. Muxaiinosa, T. B.
Henncosa, B. U. Cxmapenko; Ilox pen. Y. U. Kpachroka, I'. B. Muxainosoii. - M. :
I'D0TAP-Menna, 2015. - 656 c.

Pexxum moctyna: http://www.studmedlib.ru/book/ISBN9785970435274.html

Kpacuiok N.U., ®apmaneBTrueckas Te€XHOIOTHsA. TEXHONOTHs JIEKapCTBEHHBIX (opM.
PykoBOJCTBO K MPaKTHYECKUM 3aHATHIM [ DJIEKTPOHHBIN pecypc] : yueOHoe mocodue /
Kpacuiok U.1., Muxaiinosa I'.B. - M. : [DOTAP-Menua, 2013. - 544 c.

Pexxum noctyna: http:// www.studmedlib.ru/book/ISBN9785970425299.html

0) TOTIOJTHUTEIBHAS JTUTEPATYpA:

Ne Haumenosanue cornacHo 6ubanorpadguueckum TpeOoBaHUSIM

1 | HayuHo-npakTuueckuii xypHan «Dapmanus»

2 | [Ipuka3z Munnpomropra P® Ne 916 «lIpaBuina Hamiexameil mpaKTHKA TPOU3BOICTBA
Y KOHTPOJI KaUECTBA JIEKAPCTBEHHBIX cpeAcTB» oT 14.06.2013.

3 | Xummuko-hapManeBTHUECKUI KypHAI

4 l'azera «DapmanieBTHUECKHI BECTHUK)

5 | T'ocynapctBennas dapmakonest 14 uznanus / [dnekrponHHslid pecypc] femb.ru/
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[Tpuka3z Munznpasa Poccun ot 26 okTs10pst 2015 1. Ne7511H «O0 yTBEpKICHUH TIPABUIT
HU3roTOBJICHHUA U OTIIyCKa JICKAPCTBCHHBLIX  IIPCIIApaTOB JJIA MCEOUIITUMHCKOT'O
MPUMEHEHHSI alTeYHbIMU OPraHU3aLUAMU, UHIUBUAYAIbHBIMU MPEANPUHUMATEISIMH,
UMCIOIIIMMU JIMIICH3HUIO Ha q)apMaueBaneCKon ACATCIIBHOCTBY.

[Ipuka3z MunsnpaBa Poccuu Ne 183H «OO0 yTBep)KICHHMH TEpEYHS JIEKapCTBEHHBIX
CpeIcTB g  MEAUIMHCKOrO  NPUMEHEHMs,  MOJIeKAUUX  MPEeIMETHO-
KOJINYECTBEHHOMY y4eTy» oT 22.04.2014 rona.

[TocranoBnenne IlpaButenbctBa PO N 681 «OO0 yTBepKICHHHM TEpPEUHS
HAapKOTUYECKUX CPEJICTB, MCUXOTPOMHBIX BEUIECTB U MX MPEKYPCOPOB, MOJISKAIINX
koHTpomto B Poccuiickori ®enepammm» ot 30.06.1998 1. (C H3MEHEHHSAMHU U
JOTIOJTHEHUSIMH ).

[Ipuka3z Munznpasa Poccuu Ne 646 u «lIpaBuna Hapnexaiie NpakTUKKA XPaHEHUS U
MEPEBO3KU JICKAPCTBEHHBIX MPEMApaToOB JUIsi MEIUIMHCKOTO MPUMEHEHUs» OT
31.09.2016 .

10

[Ipuxaz MunzapaBa Poccun Ne 647 H «llpaBuia Hajyiexaiieil anTeyHOMW MPAKTUKHU
JIGKapCTBEHHBIX MPEMapaToOB JI1 MEAUIIMHCKOTO puMeHeHus» oT 31.09.2016 r.

B) UHTEPHET-PECYPCHI

HanmeHoBaHME 3JIEKTPOHHO-

Ne Axpec caiita

ondmoreunoii cucremsl (IBC)
1 Hayunas snekmponnas dubruomexa eLibrary.ru http://elibrary.ru
2 OFC " Koncynomanm cmyoenma" http://www.studmedlib.ru/
3 DBEC "FOPAUT" https://biblio-online.ru/
4 | DOnexmponnas 6ubnuomexa ouccepmayuii PI'B(OB/[PI'B) https://dvs.rsl.ru
5 Inyuxnoneous nexapcme PJIC www.rlsnet.ru

r) METOANYCCKUC YKa3aHU, pa3pa60TaHHHe coctaBuTensaMu Paboueit nporpaMmal.

Ne HaunmenoBanue cornacHo 6ubimorpaduyeckuM TpeboBaHUSAM
/1
1 MeTtoauueckue ykazaHus JJil CaMOCTOSATEIbHON pabOThI CTYIEHTOB MO OHodapMaluy.
Mopo3sosa E.B., Mopo3os IO0.A.
2 Meroandeckue ykazaHUsi Il JTaOOpaTOPHBIX PabOT CTYACHTOB MO Ounodapmaiium.
Mopo3sosa E.B., Mopo3os IO0.A.
3 Metoanyeckie PEKOMEHJAIMU TI0 BBHIMOJHEHHIO W O(OPMIICHHIO MPE3CHTAMi U
poeKkToB 1o 6ropapmaruu. Mopososa E.B., Mopo3os 0.A.
2. IlporpamMmHoOe oGecnieyeHue:
Ne ni/nt HaumeHoBaHue Ne noroBopa(iuuensust)
1. Windows 10 Enterprise Ne 4100072800 Microsoft Products
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https://biblio-online.ru/
http://www.rlsnet.ru/

(MPSA) ot 04.2016r

Windows 10 Pro for Workstations

Ne 4100072800 Microsoft Products

2. (MPSA) ot 04.2016r
3 Windows 8.1 Enterprise Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
4 Windows 8.1 Professional Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
5 Windows 8 Enterprise Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
5 Windows 8 Professional Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
7 Windows 7 Enterprise Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
8 Windows 7 Professional Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
9 Office Standard 2016 Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
10 Office Standard 2013 Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
11 Office Standard 2010 Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
12 Cucrema tectupoBanus Sunrav WEB Class Ne468 ot 03.12.2013 UII CynrarynuH
' P.T.(6eccpouno)
[Iporpammuoe obecneuenue 1C:IIpeanpustue. Ne CZ1/108 ot 29.08.2017 (MakcuMyM-
13. Byxranrepckuit Yuer. Tunosas koHpuUryparus 8 codT) 6eccpouHO
cereBas BepcHs
14 Cucrema KoMIsroTepHO# BepcTkn MikTex JIunensus FSF/Debian (CBoboatoe
' nporpaMmmHoe obecneueHue) (0eccpodHo)
15 AHTHBUPYCHOE TIPOTPAMMHOE O0ecTieueHre Ne17E0-180222-130819-587-185 ot 26.02.
' Kasperksy Total Security 2018r. go 14.03.2019r.
16 Cuctema ynpasnenus 6azamu ganasix MySQL CBoboiHOE TIPOrpPaMMHOE
' FireBird obecneueHne(0ecCpovHO)
HuTerpupoBanHas cpeza pazpadorku Eclipse CB00OIHOE TIPOrpaMMHOE
17. obecrieueHne(6eccpoIHO)
[IporpamMmMHoe obecrieueHue sl pelaKTHPOBAHUS CBobo1HOE TIPOrpaMMHOE
18. xummudeckux dpopmy Isis Draw obecrieuenne(6eccpoIHO)
19 Cucrema MOMCKa TEKCTOBLIX 3aMMCTBOBAHMI No795 ot 26.12.2020 (neficTBUTENEH 10
) «Anrtumaruat.BY3» 30.12.2021r) ¢ 3AO «Antu-Ilnarnaty
20 [Iporpammuoe obecnieuenue 1C: [Ipeanpusitue 8.3 NeKIT /108 ot 29.08.2017 ¢ OOO
' YnpasieHue TOpropieit «Makcumym»(6eccpodHo)
[Iporpammuoe obecnieuenune 1C:3apriiata U Kaapsl NeCJT./ Ne126., 01.07.2020r.
21 roc.yupekaeHuss «MAKCHUMVYM-
CO®T» GeccpoyHO
22 [Iporpammuoe obecnieuenue 1C:0r0pxKerT. NeCJ1/76 01.03.2017r. «MakCUMyM-
' cobh» (6eccpodHo)
23 Odmucnas cucrema Libre Office Jnnensust GNU/GPL cBoGoaroE
' nporpaMMHoe obecrnieueHne (0eccpoyHo)
ABTOMAaTH3MpPOBaHHAs cUCTEMA «Y IIPaBIICHHE — CBHIETENBCTBO O TOCYAapCTBEHHON
24 Hexanatr BPC» perucrpannu nporpaMmsl st 9BM

Ne2015611830 ot
06.02.2015r.(6eccpodHo)

39




[Iporpamma nns 3BM «baHK BOIIpOCOB st Pazpabotka COI'Y CBuaeTenbcTBO 0
KOHTPOJISI 3HAHUW» roCyJIapCTBEHHON perucTpaiuu
25. nporpaMmsl 111 OBM Ne2015611829 ot
06.02.2015r. (6eccpouno)
Koncynprant+ Ne430-2017/614 ot11.01.2017r.
26. 000 "dact-UHPpopm" (beccpoyHo)
27. rapaHT 01.2020r. -12.2021r.
28 TUTaHbI No5581, oT 09.01.2019r. (09.01.2019r. no
' 08.01.2020r.) OO0 JIMMUC
VSDESK Ne 108205/01 ot 05.02.2018r. UIT
29.
N,A.Cepreesud
30 «["amaxTukar» Ne31907480031 ot
' 25.02.2018r.(6eccpodno)
31. BricsCAD Bricys NV, 30.09.2020r mo 30.09.2021r
OneKTpoHHast OUOIMOTEKA TUCCEPTALIUU U https://dvs.rsl.ru
32. aBTopedeparo PI'b(3B/] PI'b) TpeGyercst peructparus B OnOIHOTEKES
cory
OBbC"Yuuepcurerckas 6ubnmoreka ONLINE" https://biblioclub.ru
33 Tpebyercsi peructpanus B OHOIHMOTEKE
' cory
OBC «Hayynas asmexTpoHHass  OuOJMOTEKa http://elibrary.ru.
eLibrary.ru» TpeOyercsi peructpamust B OuOIHOTEKE
34. cory
VuusepcanbHas 6a3 qanubix East View https://dlib.eastview.com
35. Jlorun: Khetagurov; [1apons: Khetagurov
3BC «KoncynbranT cryaenTa» CryaeHueckas http://www.studentlibrary.ru
AJIEKTPOHHAS OMOIHOTEKA 110 METUITUHCKOMY H TpeOyercst peructparnuss B OuOIMOTEKE
36. (hapMarieBTHIeCKOMY 00pa30BaHMIO, @ TAKXKE 10 cory
€CTECTBEHHBIM U TOUYHBIM HAYKaM B II€JIOM.
OBC «IOpaiit» - o0Opa3zoBaTelibHAs cpena, www.biblio-online.ru
BKJIIOUAIONIasl BHUPTYaJbHBIA UYWTAJIBHBIM  3ai Tpebyercst peructpanuss B OuOIMOTEKE
37. y4eOHUKOB M y4eOHBIX MOCOOMII OT aBTOPOB M3 cory
BeAyIIUX By30B Poccun mo BceM HampaBieHUsIM U
CHEUATLHOCTSIM.
38 Cisco Webex - Cucrema npoBejieHHsi BEOHHAPOB. 000 Avictek porosop Ne [183-2020 ot
' 10.08.2020 - 10.08.2021r
DIRECTUM RX — Cucrema 3JI€KTPOHHOTO 00O lanaktuka UT porosop Ne
39. JIOKYMEHTO000pOTa 120320/A4/A ot 16.03.2020
40 Yenayru cBs3u (IOCTYI K CETH MHTEPHET) 000 Ankom Ne AL-0044 ot 31.01.2020r -
' 31.01.2021r
10. MaTepuanbHO-TeXHHYECKOe odecrievyeHne JUCHUILTUHBI (MOYJIsl)
10.1. Ilepeyenb mnOMelIeHWH, HEOOXOAMMBIX /IS INPOBEJACHHMS AaYAUTOPHBIX 3aHATHH IO

JUCHUILINHE
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https://dvs.rsl.ru/
https://biblioclub.ru/
http://elibrary.ru/
https://dlib.eastview.com/
http://www.studentlibrary.ru/
https://vk.com/away.php?to=http%3A%2F%2Fwww.biblio-online.ru&post=392944111_228&cc_key=

1.Aymutopun kadeaps! hapMaiuu.

2. Jlaboparopun HayuHO-TeXHOJIOTHYECKOTo IeHTpa «Dapmarus».

10.2. Tlepeuyenr 000pynOBaHUsI, HEOOXOAUMOIO /UIA INPOBeJeHUs] AYAUTOPHBIX 3aHATHH IO

AUCHHUILJINHE:

1.

© 0o N o g bk~ wDN

N N N S T el T e e T i o e
W N B O © © N O U W N BB O

24,

25.

26.

27.

28.

Tabnerounblii Ipecc (0HOMYaHCOHHBIHN, SKCIIEHTPUKOBBIH ).
KancynbHo-HanoaHUTEIbHAs MalllMHA.

AHanu3aTop NpOYHOCTH TAOJETOK Ha UCTUPAHHUE.
AHanu3aTop MPOYHOCTH TAOJIETOK HA Pa3JIOM.

AHanuzaTop pacnajgaeMoCTH TaOJIeTKH.

Amnmnapar Cokcrera.

PoropHO-BBIIApUTENIBHBIN annapar.

Hab6ops! cur.

JluckoBas mMamurHa Jyis u3menbueHust nopomko v JIPC.

. OnuBBI U1 OJTyYEHUSI MATKUX JKETAaTUHOBBIX KaIlCyJl.

. BakyymHas ycTaHOBKa /I HAIlOJHEHUS U 3allaliKy aMITyJL.
. Becol pyuHsble.

. Bucko3umeTp poTalimOHHBIN.

. BakyyMm-BbInapHoO# anmapar.

. 'omorenusarop ¢ poTOpHO-IIyJIbCAllMOHHBIM alapaToM.
. Tepmocrar.

. Pa3nosec.

. Becb1 Mopa.

. CTynku/necTuky.

. bropeTouHnas ycraHoBKa.

. UndyanupHsbIii anmapar.

. [InnronpHas MammHa.

. ]_II/IJ'[I/IHI[pI)I MCPHBIC, XHWMHWYCCKHUEC CTaKaHbl, MHUIICTKH CTCKISIHHBIC, MCPHBIC HpO6I/IpKI/I,

¢unbTpoBanbHas Oymara, KarcyJsbl alTeYHble, KalcyaaToOpKH, BaTa, Mapis MEAULIMHCKAS U T.I1.
Becsl anekTpoHHBIE.

MarsuTHas 10CKa, UHTEPAKTUBHAS IOCKA.

[lepconanbHblit KOMIBIOTEP, MynbTUMEANIHBIE TPOEKTOP, JIa3epHas yKaszka, ceTeBOil (QuibTp,
MHUKPO(DOH, KOJIOHKH.

Amnanmuzatop Tecta «PactBopenue» TBepapix JID (Bpamaromasicss KOp3MHKA, pacTBOPEHUE Hal
JTUCKOM).

Mebenb: CTOJbL, TapThl, CTYJIbS.
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29. KOMIUTEKT JIeKapCTBEHHBIX, BCIIOMOTATEIbHBIX BEIIECTB, PEAKTHBOB.
30. KoMmIuIeKT MynbTUMEIUHHBIX MTPE3CHTALNH.
10.3 Harasiaable MaTepuasbl, HCNOJIb3yeMble IPH NMPOBeIeHUH MPAKTHKH:

1. Bugeomarepuaisl, 1eMOHCTPAIIMOHHBINA MaTepual (cxembl, hoTorpadum.)
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11. JIuct 00HOBJIEHHMSI/AKTy A TU3A NN

Pabouass mporpamma paspabotana B coorBercTBuHM [Ipmkazom MuHoOpHaykn Poccum ot
08.02.2021 N 84 "O BHeceHHWH M3MEHEHHH B (efiepalibHbIe TOCYIapPCTBEHHBIE 00pa30BaTEIbHbIC
CTaHJapTHl BBICIIEIO OOpa30BaHUS - CHEHHAIUTET MO CIEeHUaIbHOCTAM" (3aperucTpUpOBaHO B
Mumntocte Poccmm  12.03.2021 N 62736) m oOHoBnenmem ydeOHoro mmana wu OIIOII
criennanbHOCcTH «Dapmarus»y Pemenne Ydenoro cosera ot 29.04.2021, mpotokom Ne 11.
[Iporpamma oOcyxaeHa u omoOpeHa 3acemanueM kadenpsl (apmarmu, npoTokon Ne 7 oOT
30.04.2021 u 3acegarnem CoBeTa MEAUIIMHCKOTO (akynpTeTa, mpoTokor Ne 9 ot 30.04.2021.

Pabouas mporpamMMa axkTyanm3mpoBaHa B COOTBETCTBUH ¢ lIpmkazom MwuHHCTepcTBa HayKu U
BhIcIero oOpazoBanus Poccuiickoit denepannu ot 26.11.2020 Ne 1456 «O BHECEHUU U3MEHEHUH
B (enepaibHble TOCYAapCTBEHHbIC 0Opa3oBaTelbHbIE CTaHAAPTHI BBICHIETO OOpPa30BAHUS.
(3apeructpupoBan 27.05.2021 Ne 63650). M3meHeHus, BHECEHHbIC B MPOrpaMMy OOCYKICHBI U
omo0peHs! 3acemanneM Kadenpsl dpapmanmn, mpotokos Ne 8 oT 01.06.2021 u 3acemannem CoBeTa
MeIUIMHCKOTO (hakynpTeta, mpoTokos Ne 11 ot 01.06.2021.
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