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Hcx. Ne 83 [Ipeacenarento CoBeta o npodeccuoHaTbLHBIM

«02» anpens 2018 T KBAIM(PUKALUIM B HAHOUTYCTPUU

A.T". CBuHapeHKo

YBakaembiit Annpeit ['ennaapeBuy!

B coorBerctBun ¢ nucemMoM ®onpa HMHOPACTPYKTYpHBIX U 00pa3oBaTeNIbHBIX
nporpamm ot 27.03.2018 Ne0327/®01-AI'C CoBer 1m0 mnpodecCuoHaAIbHBIM
KBAIM(pUKALMIM B 00JIacTh (apMald paccMOTpesl MPOEKThl MPOPECCUOHATBHBIX
CTaHAapTOB:

1. Crneumanucr-uccienoBareip 1Mo pa3paboTKe pelenTypbl HAaHOCTPYKTYPUPOBAHHOM
(apmManeBTUYECKON TPOIYKINU;

2. Cneupanuct 1O TEXHOJOTHM  TPOM3BOJACTBA  HAHOCTPYKTYPUPOBAHHOMH
(apmaneBTUYECKON TPOIYKINU;

3. CneumManuct MO  KOHTPOJIO M MPOBEACHUIO  MCIBITAHUM  KadecTBa
HaHOCTPYKTYPUPOBAHHOMN (hapMalleBTUUECKON MPOIYKIINH;

4. CrneuuanucT MO NOJATOTOBKE M AKCIUTyaTalM O0OpYJIOBaHMS IJs HPOU3BOJCTBA
HAaHOCTPYKTYPUPOBAHHON (DapMaIieBTUUECKOUN MPOTYKIIHH

1 COOOIIaeT cleayromee:

TepMmuHONOTUST U COAEp’KAHUE TMPOEKTOB TNPO(HECCHOHATBHBIX CTaHIAPTOB
MOJIeKaT MPUBEJICHUIO B COOTBETCTBUM ¢ DeniepanbHbiM 3akoHOM OT 12 anpens 2010
r. Ne 61-®3 «O6 obOpareHnn JIEKApCTBEHHBIX CPEJCTB» U MPUKA30M MHHIpOMTOpra
Poccum ot 14 wmrons 2013 1. «OO6 yrBepxaeHun I[lpaBun Hajiexamiein
MIPOU3BOJICTBEHHON MTPAKTUKW.

VYka3zaHHbIE HOPMATHBHBIC IPABOBBIE AKTHl HE COACPKAT TAKUX TMOHATUUA U
TEPMUHOB Kak «(apMalleBTHYECKasT TMPOIYKIHUSA», «ONTUMabHAs peLenTypay,
«YKPYITHEHHBIE CEpUN», «TOKIMHUYECKUE UCCIETOBAHUSY, «I1OTyPadpUKaTh».

B cdepe oOpamenuss IeKapCTBEHHBIX CPEICTB HAHOCTPYKTYPHUPOBAHHBIC
MaTepualibl (HAHOYACTHIIBI) SIBJSIOTCS CITOCOOOM JTOCTABKH JIEKAPCTBEHHBIX BEIIECTB B
OpraH-MUILIEHb, T.€. — 3TO COBOKYIIHOCTb METOAOB U IIPUEMOB MHCCIEAOBAHUS,
IIPOM3BOJACTBA U HCIIOJIb30BaHUsl, OCHOBHBIMM JTallaMUd KOTOPBIX CIIEAYyeT CUMUTaTh



JEUCTBUSA, MPUBOJAIIUE K YIYUIICHUIO JTUOO TOSIBJICHUIO JTOMOJHUTEIBHBIX CBOMCTB
MOJly4aeMbIX  JIEKAPCTBEHHBIX  TpemapaToB  (moBbimieHUE  3((HEKTUBHOCTH,
OMOIOCTYITHOCTH, YMEHBIIICHHE TOKCUIHOCTH U TOO0YHBIX 3 (PekToB). B cooTBeTCTBHU
¢ npukazoM MHUHHUCTEPCTBA TpyJa U colManbHoM 3amuThl PO ot 12 anpens 2013 r. Ne
1485 «OO0 yTBepKIE€HMH YPOBHEH KBaTM(UKAIMKU B LEIAX pa3pabOTKU MPOEKTOB
npoeccHOHaNbHBIX ~ CTaHAAPTOB» K 4 ypOBHIO KBAIM(PUKALMA  OTHOCATCS:
«O0pa3oBarenbHble MPOrPaMMbl  CpPEIHETO0 MPO(EeCCUOHATBHOTO O0pa3oBaHUS -
IpOrpaMmbl TIOJIFOTOBKU KBaJU(UIHUPOBAHHBIX pabouux (ciyxkanmx); OCHOBHbIE
nporpaMMbl  TPOGECCHOHATBHOTO OO0Y4YeHHs] - TpOTrpaMMbl  MPOQEeCcCHOHANTBHON
MOJATOTOBKA MO TpodeccusiM  pabounx, OJDKHOCTAM CIYXKalluX, MPOTPAMMBbI
MEPETOArOTOBKH  paboumx, CHyXKaIluX, NPOTpaMMbl TIOBBIIICHUS KBaJIU(DUKAINH
pabounx, ciayxammx». CuuTaem HelenecooOpa3HbIM ydyacTUE CIIELUAINCTOB C 4
ypOBHEM  KBaJM(UKAIMK B UCCJICIOBAaHUM M KOHTpOJE  KayecTBa
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB.

CneunanbHocts «®Dapmanus» (cpennee mpodeccuoHalbHOE 00pa30BaHUE)
OTHOCUTCA K 5 ypoBHIO KBainukanuu, a He K 4 (OOpa3oBaTelbHbIE MPOTPAMMBI
cpenHero  nmpodecCHOHANBHOrO  00pa3oBaHUSt -  MOPOTPaMMbl  TOJTOTOBKHU
KBTI (DUIIMPOBAHHBIX Pab0OUMX (CITYIKAIIKX)).

TpebGoBanust k 00pa3oBaHUIO0 U OO0YYEHHIO, MPECTABICHHBIE B TIPOEKTax ais 4
ypoBHs kBanmmndukanun: «CpeaHee mpodeccuoHalbHOE 00pa3oBaHHWE — MPOrPAMMBbI
MOJITOTOBKH CIIEIIUAIMCTOB CPEIHEro 3BEHa», OJHAKO B COOTBETCTBUU C MPHUKA30M
MunucrtepcTBa Tpyna U counanbHOW 3amuTel PO ot 12 ampems 2013 r. Ne 148H,
TpeboBanus Ay 4 ypoBHsi: « OCHOBHBIE MTPOrpamMMbl MPO(EeCCUOHATBLHOTO 00YYEHUS -
mporpaMmbl TPOGECCHOHAIBHOW MOJATOTOBKH IO TpodeccusiM pabounx, JTOTKHOCTIM
CIIy’)KallluX, MpOrpamMMbl IEPENOArOTOBKM  pabouMx, CilyXKalluX, HporpaMMbl
MOBBINICHU KBaTM(UKAIMKM pabouux, Ciyxamux». TpeboBaHus K OOpa30BaHUIO U
oOy4eHno HeoOXoIuMO TpuBeCTH B cooTBeTcTBUE ¢ [Ipmkazom ot 12.04. 2013 1t Ne
148H.

1. IpoexT npodeccnoHaTbHOTO cTaHaapTa «CHenuaanucT-ucciae10Bare/b 1Mo
pa3paboTke pelenTypsbl HAHOCTPYKTYPHPOBAHHOI (papmaneBTHYECKOIT
MPOLYKITHN

Omnucanue MpPeasoKEHHBIX TPYAOBBIX AEUCTBHUI COCTOSALIMX U3: «0OpabOTKU B
CTaTHUCTUYECKUX MPOrPAMMAaxX», «OLEHKH MOTPEIIHOCTH HKCIEPUMEHTa U 00paboTka
pe3yJbTaTOB HM3MEPEHUI CBOMCTB C pacyeToM CpPEIHEro 3Ha4YeHHs W
JOBEPUTEIILHOTO HWHTEPBAlla»,  «COCTaBICHHE  CBOJHBIX TaONHIl M TOCTPOSHHE
AHATUTUYECKUX IPapUKOB MO pe3yJbTaTaM o00padOTKH 3KCIMEPUMEHTATBHBIX JAHHBIX
0 CBOMCTBax», «odopmiieHne paboueld  JOKYMEHTAlMM [0 MaTeMaTHUYeCKOW U
CTaTUCTUYECKON  00paboTke pe3yiabTaToB UCCJIeIOBAHUM CBOICTB



HAHOCTPYKTYPHUPOBAHHOW (papMarieBTUYECKON MPOAYKLUUY, «pabdoTa ¢ MpOrpaMMHBIM
oOecrieueHreM JTaOOPaTOPHOTO AHATUTHYECKOTO O0OpYIOBaHHUS Uil KOHTPOJIA
KauecTBa» HEBO3MOXKHO CHEIHMATUCTOM C 4 YpOBHEM KBalu(ukaiuu (mporpaMMel

MOATOTOBKU Pab0OYMX, CITYKAIUX ).

B tpynosoit dynkuuu A/02.4 «M3rotoBiieHHE SKCHEPUMEHTAJILHBIX COCTAaBOB
MOJIYIPOJAYKTOB W TOTOBBIX JIEKAPCTBEHHBIX (OPM  HAHOCTPYKTYPUPOBAHHOM
(dapmaneBTHYECKON MPOIYKIUU MO 33JaHHBIM pELENTypam» MPUCYTCTBYET CMEIICHUE
NoHATHH U npotuBopeure Ha3BaHuio [1C «Crnenuanucr-ucciaeaoBaTenb Mo pa3padoTke
pelenTypbl HAHOCTPYKTYPHUPOBAHHOM (hapMalleBTUYECKOMN MPOTYKITUN.

B tpynoBoit pyukimu A/03.4 «HapaboTka B 1a00paTOPHBIX YCIOBUSIX HA OCHOBE
BBIOpAHHOW PEIEenTyphl U TEXHOJOTHH YKPYIMHEHHBIX CEPHH  JIEKapCTBEHHOW (OPMBI
HAHOCTPYKTYPHPOBAHHOW (hapMalleBTUYECKON MPOIYKIIUN» MPHUCYTCTBYET CMEIICHHE
MOHATUN U JedcTBUA. O KaKMX «YKPYIMHEHHBIX CEpHSIX» HAET pedb, €CIM HapaOdoTKa
OCYIIECTBIISIETCSI «Ha JIa0OpaTOPHOM OOOPYTOBAaHMH B COOTBETCTBUU C TPOECKTOM
71a00pPaTOPHOTO PETJIAMEHTA.

B  TpymoBoit ¢ynkmum A/04.4  «McnbiTaHus ~ yKpYHHEHHBIX  CEepHid
HaHOCTPYKTYpPUPOBAaHHOM  (papManeBTUUECKOW MPOIYKUUMU B  JIADOpaTOpUM IO
CTaHAAPTHBIM METOAMKaM» IPUBOAMTCS HE HCIOJb3yEMbId B IPOU3BOJCTBE
JIEKapCTBEHHBIX CPEJCTB TEPMHUH «yKpyHHEHHble cepum». B coorBerctBuu ¢ 61-03
«O0 oOpallleHuu JIEKApCTBEHHBIX CPEACTB»: «CEepUs JIEKapCTBEHHOIO CpEJCTBa -
KOJIMYECTBO JIEKAPCTBEHHOI'O CPEACTBAa, IPOU3BEIEHHOE B pE3yJbTaTe€ OJIHOTO
TE€XHOJIOTUYECKOTO LIMKJIA €r0 MPOU3BOJUTEIEM).

Bce nepeuncnennsie TpynoBbie paedctBusi (A/01.4 — A/05.4) coasarcsa K
OTMMCAHUIO OJHOTUITHBIX, MTOBTOPSIOIMIMXCS JTEUCTBUI: MOJATOTOBKA CHIPhs, PEAreHTOB,
000pynOBaHus; TOATOTOBKA, HACTPOMKA, OYUCTKA, OTKIIOUEHHE, HKCIUTyaTaluus |
pasrpy3ka 000pyAOBaHUs;, KOHTPOJIb pabOThl 000PYI0BaHUS; yOOpKa pabouero Mecra;
BeJieHHEe J1abopaTOpHOTO KypHana. HeoOXomuMo yMEHBIIUTh KOJUYECTBO TpymOBBIX
GYHKIIUN 1 ONTUMU3UPOBATH OMIMCAHUE TPYIOBBIX ICUCTBHIA.

[Ipu onvicaHnu TPYAOBBIX AeHCTBUIA:

- HEJOMYCTUMO HCIIOJIB30BaTh TPYNOBOE nercTBrUE «IIpOBOINTH yueT HAPKOTHYECKHX,
NICUXOTPOIHBIX BEUIECTB U UX MPEKYPCOPOB» ISl paboyero 4 ypoBHs KBadu(UKaIIK;

- HEJONYCTUMO MCIIOJIb30BaTh OLICHOYHBIE KATETOPUU: «Iupokuii MOUCK
uHpopMallMi O HAHOCTPYKTYPUPOBAHHOW  (apMaleBTUYECKOW MNPOAYKIUU C
HCIIOJB30BAaHUEM COBPEMEHHBIX O(QIIailH W OHJaiiH 0a3 JaHHBIX M KaTajloroB

oubmuotex»;  «lcmomp3oBaHWe — HAWACHHBIX  CCBUIOK ©  HWHPOpMANUU O
HAaHOCTPYKTYPHUPOBAHHOW (papMarieBTUIECKON MPOTYKIIUU JIJI1 YTOUHEHUS BHIOPAHHOTO



HaIlpaBJICHUA B COBPCMCHHLIX OTCUYUCCTBCHHBIX H 3ap}76€}KHI>IX KypHallaxX U APYTHUX

neyaTHelx — m3gaHusax»; «llomck  gerasbHOM  HMHpOpMaMM O  KOHKPETHBIX
HAHOCTPYKTYPHUPOBAHHBIX (hapMalleBTHUECKUX MPOJAYKTaX B HAYYHO-TEXHHUECKOMN
JUTEPATypEY;

- HE HCIOJb30BaTh pa3Hble (POPMYIHPOBKHU OJHOTO TEPMHUHA: «BECTH MapUIPYTHYIO,
ONCPALIMOHHYI0 W TEXHOJOTHYECKYI) KapTbl 71a00paTOPHOTO  IPOU3BOJCTBA
YKPYITHEHHBIX CepUil JieKapcTBEHHOM (hopmbl». B mabopatopHoM maciiTabe 3T0 OHO U

TOXKE;

- UCIIOJIB3YIOTCA HC ITpaBUJIbHAs CBA3b: «KOHTDOJ'IB 3a OIPCACIICHUCM), ((KOHTDOJ'IB 3a

HN3TOTOBJICHHUCM). Hpe;[nar aCTCsd 3aMCHUTL Ha: <«KOHTPOJIHUPOBATH OIIPCACIICHUC),
«KOHTPOJHUPOBATDb U3I'OTOBJICHUC) .

[Ipu onucaHny HEOOXOAUMBIX YMEHHI
- HE UCIOJIb30BATh TEPMHH «IIPUTOTABIIMBATHY;

- yHUQUUUPOBaTh TEPMHUHBl  «CTAHJAPTHBIE  JAOOpPATOpPHBIE  MPOLIEAYPHI»,
«CTaHJAPTHBIE METOAUKI;

- YTOUYHHUTh O KaKOil HAyYHO-TEXHUYECKOW JOKYMEHTAlMu UAET peyb MPH OMHCAHHUU
HEOOXOAMMBIX yMEHUN y cnemuanucra 4 ypoBHS kKBanupukauuu: («OpopmisiTh
HEO0OXOAMMYIO HAYYHO-TEXHUYECKYIO TOKYMEHTALUIO));

- YTOUHHUTB, YTO ABJIACTCA KOMIIOHCHTOM IIpHU IMOJYYCHHH JICKAPCTBCHHBLIX CPCACTB

(«Meroapl MOATOTOBKM KOMIIOHEHTOB [UIsl CO3[aHUSA HAHOCTPYKTYPHUPOBAHHOM
(hapManeBTUYECKON TPOLYKIIUNY);

- He0OX0aMMO TpuBecTH B cooTBeTcTBUE co Cratheit 58.1. 61-d3 «OO6 obpamenun
JICKaQpCTBEHHBIX CPEACTB (POpMyIHUpoOBKY: «DUKCHPOBATH 00OPOT HAPKOTUYCCKHX,
MICUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOBY.

[Ipu onrcaHuy HEOOXOAUMBIX 3HAHMMA:

- HE WHCIOJb30BaTh HEKOPPEKTHbIC (HOPMYJIUPOBKU: «JIEHCTBYIOIIME OTpacaeBbie
CTaHJApPThl, TEXHUYECKUE YCIOBUSI M HOPMATHUBBI Ha OMpeleSIeHUE IoKa3aTenen

KauecTBa», «MuHuManpHble TpeboBanus ['ocyaapcTBenHol dapmakonen Poccuiickoit

Oenepaniun u  BeAymux 3apyOexkHbIX  dapmakonei», «OOmmue TpeOdoBaHUS
HQJJICKAIIeH  MPOU3BOJACTBEHHOW  MPAaKTUKM»  (HEIOMyCTHMO  HCIIOJIb30BaTh
«HENICUCTBYIOINE» CTAaHIAPTHI, KAaK OMPEAEIUTh JOCTATOYHOCTh «MHUHUMAIBHBIX)
TpeOOoBaHUi);



- mpaBuia HaAJexamed JabopaTOpHON MPAKTHUKU YCTAHABIMBAIOT TpPeOOBAHMUI,
HalpaBJ€HHblE Ha  OOeCleYeHHWE  KayecTBa  JOKIMHUYECKUX  HCCIEHOBaHUMN
JIEKapCTBEHHBIX CPEACTB JUIsl MEIULMHCKOrO MpuMeHeHus (nmpuka3 Mun3apasa Poccun
ot 1 anpens 2016 r. Ne 199H), a He npaBuiIa UCTIBITAHUS B JTA0OPATOPHBIX YCIOBUSX;

- YTOYHHUTh KaKOH «IPOEKT pEerjaMeHTa IPOU3BOJACTBA HAHOCTPYKTYPUPOBAHHOM
(apMaleBTUYECKON MPOTYKIIUU» JOJDKEH 3HATh pabouuii 4 ypoBHS KBaJlW(UKAIUU
BMeCTe C «/[eHiCTBYIOIMMH OTpaciIieBbIMU CTAHIAPTAMU, TEXHUYECKUMHU YCIOBHIMU U
HOpMAaTUBAMM HA COCTaBbl M METOJbl MOJYYEHUS HAHOCTPYKTYPUPOBAHHOMU
(apmalLieBTUYECKOMN MPOTyKIIUN»?

B OKIIATP u OKCO mnpomnyieHbl BO3MOXHBIE Tpodeccuu, MTOKHOCTH U
CHEIUAIBLHOCTH MO OOpa30BaHUIO, MUMEIOIIME MPABO 3aHUMAThCS YKa3aHHBIM BUJIOM
NeSITeIbHOCTH, HATpUMEDP: OUOJIOTH, XUMUKH.

HeoOxoaumo yeTko pacnpeneiuTb cepy BO3MOMKHOTO BBIIOJHEHUS JAEUCTBUN
(ucxona W3 ypoBHeW KBain(puKanuu) U chepy OTBETCTBEHHOCTH IO BCEMY TEKCTY
npoekTta  npodeccuoHalnbHOro  craHjgapra. Hampumep, cmeumanuer ¢ 5
KBAIM(PUKALIMOHHBIM YPOBHEM (CpeaHee MpoecCHOHAIbHOE 00Opa30BaHUE) HE MOXKET
BecTu: «OdopmieHne 0000IIAIOMIEr0o OTYETa MO BHIOJHEHHBIM MCCIICIOBaHUSM B
COOTBETCTBUM C TpeOOBaHUSAMHM perucTpaunoHHoro nocke B Qopmare CTD» u
«IToaAroToBKY MpOEKTa 3aKIF0YEHHUSI O TEXHUYECKON BOZMOXHOCTH U 11€51€CO00Pa3HOCTH
BBINTYCKA OIBITHOM TApTUM HOBOW HAHOCTPYKTYPUPOBAHHOW (hapMarieBTUIECKON
OPOIYKLUN.

2. IlpoekT mpodeccuoHaabHOro cranaapra «CnenuajaucT mo KOHTPOJIIO U
NMPOBEACHUIO UCIIBITAHUM Ka4ecTBa HAHOCTPYKTYPHUPOBAHHOM
(apmaneBTHYECKON POIY KU

Heobxoanmo yHUGMUIMPOBATH TEPMUHBI NP OMUCAHUU OJIHOTUIIHBIX JEHCTBUM:
«(pU3UKO-XUMUYECKUI KOHTPOJIb CHIPBS», «(PUZNKO-XUMUUYECKUN aHAJIN3 ChIPbSD)

TpynoBass ¢ynkuus A/02.4 «Otbéop 1npod M mpoOOMOArOTOBKA OOBEKTOB
MIPOU3BOJCTBEHHONW cpeabl JUIsi MUKPOOHMOJOTHYECKOTO MOHHUTOPUHIA MPOU3BOACTBA
HAHOCTPYKTYPUPOBAaHHOW (hapMalleBTUUECKONH NPOAYKIHMHU» MO MEPEUHI0 TPYIOBBIX
JEUCTBUN, 3HAHWW W YMEHHMM TMPAKTUYECKH TMOJHOCThIO TmoBTOpsieT Td A/04.4
«IIpoBenenne aHaMM30B OTOOpPAHHBIX TPOO  CHIPHS, MaTEPHAIOB, OOBEKTOB
IIPOU3BOACTBEHHOW W  TEXHOJIOTUYECKOM  CpEXbI, HaHOCTPYKTYPUPOBAHHOMN
(dapmManeBTUYECKON MTPOAYKIMU COTJIACHO HMHCTPYKLIHSAM». BO3MOXKHO, HUX cClexyeT
00BEUHUTH B OJIHY TPYAOBYIO (PYHKIIUIO.



Cnenyer yTOYHUTb, O YE€M HJAET peyb INPU ONHCAHUU TPYAOBOTO JAECUCTBHUS:
«Cocrapnenue 1abOpaToOpHBIX MPUOOPOB AJI CMEIICHUS, PACTBOPEHHMSI, IEPETOHKU H
APYTUX MPOLEIYP aHaJIN3a UCXOTHOTO CBHIPBS, MPOU3BOJICTBEHHBIX U TEXHOJIOTUYECKUX
Cpell HaHOCTPYKTYpUPOBaHHOM (apmaiieBTUYecKoil mpoaykiuu» B TO A/04.4.

Heobxoaumo mpomucaTe paboThl CBsi3aHHBIE ¢ odopmiieHHEM pabodeit
JTOKyMEHTAIMu s Kaxaou tpynoBod ¢yukmuu (Td) B kaxaom o0000mEeHHOM
tpynoBom neiictBuu (OT/I), a HE pacnmucChIBaTh OTAEIBLHON TPYIOBOW (DyHKIHEH, T.K.
o0s3aTeNIbHOE 3allOIHEHHE U O(OopMIIEHHE HEOOXOIUMOM JTOKYMEHTAllMd BXOIUT B
KOKIYI0 TpyJdoByro GyHKIMIO. OTAENBHOTO CIENUaTUCTa TOJBKO Ha BBIOJTHEHHUE
TpyaoBoi GhyHKIMH 10 «OPOPMIIEHUIO TOKYMEHTAIIMU JTA0OPATOPHOIO aHAIM3a ChIPhA,
MaTepuanioB, OOBCKTOB MPOW3BOACTBEHHOW CpEIHI, HAaHOCTPYKTYPHPOBAHHOMN
(dapmareBTHIECKON TPOIYKITUN BBIICIATH HEITb3sI.

He crnenyer Beimenarte TpyaoByio ¢yHkmuio B/02.5 «Yder peakTHBOB,
KOHTPOJIBHBIX ~ 00pasloB  CHIPbS, MaTEepUajIOB W  HAHOCTPYKTYPHPOBAHHOM
dapmareBTHIECKON MPOAYKIMH TSl U3YUEHUsT CTAOMIBHOCTH W apXWBHOTO XpaHEHUS
MpU KOHTPOJEC MO (U3UKO-XUMHYCCKUM TIOKA3aTelssM» B CaMOCTOSITCIIBHYIO, T.K.
IPOBEJICHUE OIepaluid, CBSI3aHHBIX C KOHTPOJIEM KauecTBa YXKe€ MpEeaoiaract
00s13aTeIbHBIN YUYET PEAaKTUBOB, KOHTPOJIBHBIX M apXUBHBIX 00pa3IloOB.

OT® D «VYmpaBieHue MNEPCOHAIOM IO BBINOJHEHHIO 3a7ady U (QYyHKUUA B
o0nacTh  (U3MKO-XMUMHUYECKOTO  KOHTPOJIsSl  KayecTBa  HAHOCTPYKTYPHPOBAHHOM
(apMalieBTUYECKON MNPOAYKLUHH» HE COOTBETCTBYET CBOEMY HAa3HAu€HUIO, T.K. B
nepeyeHb TPYAOBbIX (YHKUMH MpEeArnonaraeT CcaMOCTOSTEIbHOE BBIITOJTHEHUE
TPYIOBBIX OIl€palvil, cBA3aHHBIX C: «llmaHnpoBaHHWeEM, OpraHu3alMed U KOHTPOJIEM
0oTOOpa M TPAaHCHOPTHUPOBKHU Npod», «IlnaHupoBaHuem, opraHuzanveldl U KOHTPOJIEM
MPOBEACHUS (PUBHKO-XMMUYECKUX aHAIM30B ChIpbs, MarepuanoBy», «llimaHupoBaHuem,
OpraHu3alMe M KOHTPOJEM NPOBENCHHS BaIUJALMH AHAIUTUYECKUX (PU3UKO-
XUMUYECKUX METOAMK KOHTPOJS KadecTBa», [lnaHupoBaHuem, opraHusanueil u
KOHTPOJIEM Yy4Y€Ta W XpaHEHUs PEAKTUBOB, CHIPbS, MaTepUagoB» MU JAp., a HE C
YIIPABICHUEM IIEPCOHAIOM.

Heobxoaumo yOpaTh wu30bITOUHBIC aAeiicTBUs B ogHoit OT®: ympasieHue
TJIAHUPOBAHKE, OPTaHU3aIUs U KOHTPOJIb.

3. IIpoekT mnpodeccnoHabHOro craHaapra «CneuuajucT MO TEXHOJIOTHU
MPOU3BOACTBA HAHOCTPYKTYPUPOBAHHOU (papMaLieBTHYECKOU MPOTY KLU



HeoOxomumo  uckmounts B OK3:  «PykoBogutenu  mofapasaeiacHUi
(ympasnsromue) B 00pabaThIBaOmIel MPOMBIIIICHHOCTHY, «Mactepa (Opuraaupsi) B
oOpalaTeIBaroIeld MPOMBILIUIEHHOCTH», «Omnepatopsl YCTAaHOBOK IO MepepadoTKe
XUMHUYECKOTO  CBIPbsl», Kak HE HMEIOIIME OTHOLIEHUS K  IPOU3BOJICTBY
dapManieBTHUECKMX CyOCTaHIMI M JIEKAapCTBEHHBIX MpernaparoB. Bmecto 3Toro
n06aBuTh: «[IpoBu3ope», «Crneunaauctsl B 00JaCTU TEXHUKHU, HE BXOSIINE B JPyTUe
TPYIIIIBI».

BoimonHenust pabotr cnenuanuctaMm 4  ypoBHA KBaNM(UKAUMU  JOJKHO
npearnoiarath NpocThie TpyAoBbie GyHKIMHU, a He: «[loAroToBKa MHXEHEPHBIX CUCTEM,
NOMEUIEHU, CPEACTB  HM3MEPEHHI, TEXHOJOTMYECKOTO U  HUCIBITATEIbHOTO
o0opynoBaHus», «OCylIECTBIEHUE BHYTPUIIPOU3BOACTBEHHOIO KOHTPOJS Ipolecca
MIPOU3BOJCTBAY, «BeneHne 3TanoB TEXHOJIOTMYECKOTO Ipoliecca o (GacoBKeE, YIAKOBKE
1 MapKUPOBKEY.

OT® D «Opranuzanus TEXHOJOTUUECKOTO TIpoliecca MPOMBIIIIIEHHOTO
MIPOU3BOJICTBA HAHOCTPYKTYpUPOBaHHOU (hapmarieBTUueckoil npoaykuuu» u OTO E
«BHegpenne W mOAAEpKAHHE ~ MPOLECCa  MPOMBIINUIEHHOIO  MPOM3BOJICTBA
HAHOCTPYKTYPUPOBAHHOM (hapMarleBTUYECKON MPOAYKIIMU» MPEIO0IaraloT OJIUH U TOT
e BUJ pabOT HAa MPOMBINUICHHBIX Mpeanpuatusx. Heo0xoauMo oObeIMHUTH B OJIHY
O06001IeHHYO TPYIOBYIO (PYHKIIHIO.

4. TlpoekT npodeccuoHaJIbHOro cranaapra «Crnenuajuct no moAroroBKe u
IKCILUIyaTAMH OO0OpPYAOBaHUA /Jisi TMPOM3BOJACTBA HAHOCTPYKTYPMPOBAHHOM
(apmaneBTHYECKON POIYKIUI)

Heobxomumo  uckmounts B OK3:  «Mexanuku ¥ pPEMOHTHUKH
CEJIbCKOXO3SIUCTBEHHOTO ¥ TMPOU3BOACTBEHHOTO O00OpyAOBaHMSI», T.K. HX cdepa
JESITeTbHOCTY HE OTHOCUTCS K TIPOW3BOJCTBY (hapMaleBTUYECKUX CYOCTaHIIUA |
JIEKapCTBEHHBIX MIpenapaToB.

Oouue 3aMeYaHus

HeoOxoaumMo  ONTUMHU3UPOBATH  COACpXKAHHE TMPOEKTOB  IPEICTaBICHHBIX
npo(ecCHOHANBHBIX CTaHAApTOB. B TpynoBbIX (QyHKIMAX Kak B paMKax OIHOIO
CTaHIapTa, TaK M B CMEXHBIX CTaHAApTax HUAET MOBTOP TPYIOBBIX JEHCTBUI U
HEOOXOUMBIX YMEHUH.

Hanpuwmep, tpymoBas ¢ynkius A/01.4 «[loarotoBka HHKEHEPHBIX CHCTEM,
MOMEILEHUM, CPEACTB  M3MEPEHUH, TEXHOJOTMYECKOTO U  HUCIBITATEIbHOIO
0o00OpyZI0OBaHUSI B COOTBETCTBUM C TPEOOBAHUSIMU MpaBWJ HAAJEKAIIMX MPAKTUK K



KaXJI0MY Kiaccy 4HMCThIX Tnometnenuit» (mpoekTt IIC «Crnenupanuct mno TEXHOJIOTUU
MIPOU3BOICTBA HAHOCTPYKTYPUPOBAHHON (hapMaIieBTUYECKON MPOTYKIIHH» ) TTOJTHOCTHIO
nyomupyer OT® A «lIpoBeleHHE TEXHUYECKOTO OOCTYKMBAaHUSI U PEMOHTA
TEXHOJIOTHYECKOTO o0opy1oBaHUs MIPOU3BOJICTBA HaHOCTPYKTYPUPOBAHHON
dapmaneBtuueckoit npoaykiuu» (rnpoekt I[IC «CnermuaaucT 1o MOJATOTOBKE U
JKCIUTyaTallui  0OOpYyJOBaHUS Il MPOU3BOJACTBA  HAHOCTPYKTYPUPOBAHHOM
dhapMaleBTUUECKOU MPOAYKITUN).

Cnegyer mpuBeCTH B COOTBETCTBME  HEOOXOJMMbBbIE 3HAHUS C TPYAOBBIMU
JNEUCTBUAMH (B TPEJCTABICHHBIX MPOEKTaX HEOOXOJUMbIE 3HAHUS TMPAKTHUYECKU
UJCHTUYHBI JJI PA3HBIX TPYIOBBIX JIEUCTBUI).

YHupuuupoBath  HUCMIONb3YyEMbIE TEPMHHBI:  «CO3/IaHUE»,  IIOJYYECHUEN,
«IPUTOTOBJICHUE», «U3TOTOBJICHUE» MPU ONUCAHUM JEHCTBHUM, CBSI3aHHBIX C
UCCJIEIOBAHUEM, KOHTPOJIEM KadecTBa M IOJYYEHUEM JIEKaPCTBEHHBIX CPEJICTB
(«HaHOCTPYKTYPUPOBAHHOW (PApMaLIEBTUUECKOU MPOTYKIIHH).

YHubuuupoBarthb HCTIOJIb3yEMBIEC TEPMUHBI: «HayYHO-TEXHHUYECKas
JOKYMEHTAIUS», «TEXHOJIOTHYECKAasl JOKyMEHTaIus», «padodas JOKyMEHTAIus»,
«COTPOBOJUTENbHAS TOKYMEHTAIU», «KHEOOXOIUMBIC U J0CTAaTOYHbIE (POPMBI HAYUYHO-
TEXHUYECKOM JTOKYMEHTALIUN, «IIPOU3BOJICTBEHHAA JOKYMEHTALIUS,
«BHYTPUIIPOU3BOJICTBEHHASI JOKYMEHTAIUsD», «(OpPMaIN30BaHHBIC ITOKYMEHTBI» MpH
OINKUCAaHUU OJHOTHUITHBIX YMEHUN U 3HAHUM.

TpeboBanus k oOpa3oBaHUIO M OOYYEHHUIO I 7 YpOBHSI JOJDKHBI BKJIHOYAThH
MTOMHMO MarucTpaTyphl €1le U CIEeIUATUTET.

[lepecmoTpeTh TpeOOBaHUS K OMBITY MPAKTUYECKOW paOOThI, T.K. MHOTHE U3 HHUX
u30bITOuHbIe, HanmpuMmep, BbIMyckHUK CIIO cmocoben ¢ 1 mHA paGoThl BBIMIOJIHSTH
«HccnenoBanne (pU3MKO-XUMHUYECKUX TOKAa3aTeNeH ChIPbs, MPOU3BOJICTBEHHON CPEIbI,
a Tak)Ke HAHOCTPYKTYpHUPOBAHHOW (hapMareBTUUECKOW MPOAYKIIUU» U JJISI ATOTO HE
TpebyeTrcsi ctax padotrel «He MeHee OgHOTO roma MO CHCIUAIBHOCTH B 00JACTH
(U3UKO-XUMHUYECKOTO  KOHTPOJS  KadecTBa  (hapMaleBTUUECKHX  COCTaBOBY.
YcraHoBIeHHBIC TPEOOBAHMS OTPAHMYMUBAIOT JOMYCK K padote BoITycKHHKOB CITO.

[lepecmotpers mnpemioxeHHsie B mpoektax [IC «HaumeHnoBanus ©6a30Boit
rpynimsl, 1omkHocTy (mpodeccun) unu cneunansHoct» (EKC, OKIIATP, OKCO), T.x.
OTCYTCTBYIOT BO3MOXHBI€ HAaMMEHOBaHHUs, Hampumep: (apMaleBT, POBHU30P,
JnabopaHT-UccieaoBaTeNb (B 00J1aCTH XUMUU U OMOJIOTUH ), OMOJIOT, XUMHUK, OMOXUMUK,
MHUKPOOHOJIOT, OMOTEXHOJIOT U JIp.



Ko Bcem IIPOCKTaM HpO(I)eCCI/IOHaJ'IBHLIX CTaHIapTOB HMCIOTCA OAMHAKOBBIC
3aMCUYaHusd.

[Tpu omucaHuM TPyAOBBIX AEHCTBUII HEOOXOAMMO PYKOBOACTBOBATHCS BUAAMMU
paboT u TpeboBaHUSAMH, ycTaHOBIEHHBIMU [Ipukazom Munmnpomropra ot 14.06.2013
«O0 yrtBepxaenun [IpaBuin Hajjexaieil MpOM3BOACTBEHHON MPAKTHKU», T.K. cdepa
JESITEIbHOCTH HAHOCTPYKTYPUPOBAHHOH (hapMarieBTHUECKON MPOIYKIIMH OTHOCHUTCS K
IIPOU3BOJICTBY M KOHTPOJIIO Ka4€CTBA JICKAPCTBEHHBIX CPECTB.

Taxxe TPOEKTH MPOPECCHOHANBHBIX CTAaHAAPTOB MOJJICKAT COTJIACOBAHHUIO C
Munnpomroprom Poccun, koTopsiil B cootBeTcTBUM ¢ [lonokenneM o MuHuCTEpPCTBE
OPOMBIIUIEHHOCTH U ToproBiau  Poccuiickori  denepanuu,  yTBEPKICHHBIM
noctaHoBieHueM lIpaBurenbctBa Poccuiickoit @enepanuu ot 5 nroHs 2008 1. Ne 438,
OCYLIECTBJISIET  JIMIEH3UPOBAHUE IPOMU3BOJACTBA  JIEKAPCTBEHHBIX CPEICTB  JUIS
MEJMIMHCKOIO MPUMEHEHUS M OpPraHu3aluio U (WIKM) NPOBEACHUE WHCIEKTUPOBAHUS
CyOBEKTOB OOpallleHUs JIEKAPCTBEHHBIX CPEICTB JJIsi MEIUUMHCKOTO MPUMEHEHUS Ha
COOTBETCTBHE TPEOOBAHUSAM HaJUIEKaIEH TPOU3BOICTBEHHOM MPAKTHUKHU.

C yBaxeHueM,
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