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1. O6mue cBeaeHus

Jles1e)bHOCTB TI0 06ECTICUCHHIO KAYECTRA ¥ BIYCKA B 0OPAmEHNE IPOMBIILICHHO
IIPON3BEEHHEIX JIEKAPCTBEHHBIX CPEJICTB (CHHTETHYECKHX, GHOIOrHYECKHX,
HMMyHOGHOIOTHYECKHX, GHOTEXHOIOTHICCKHX, TeHOTEPAIICBTHYECKIX, 02.014
panrodapManeRTHYECKEX, TOMEONATHIECKHX, IPHPOIHOIO MPOUCXOKACHAS 1 '
MEIUIIMHCKHX ra3oB)

(HauMeHOBaHME BUJIA NPOYECCHOHATBHOMN NeATEIbHOCTH) Kon

OcHoBHas Lens Bujia TPoheCcCHOHANBHOMH AeATCIBHOCTH:

| Opranmsanus, nposefeHHe paGoT U yIpaBiIeHre paGoTamu o GapMaLleBTHIECKOit CHCTeMe KadecTa,
| BJnovast 0oopMIleHHe PaspelieHns o BhillycKe B 0GpallieHye JIEKaPCTBEHHbIX CPE/ICTB

I'pynna 3aHsTuii:

1223 PykoBoawuTeN s TIOApa3eNeHHit o | 2113 XAMUKA ‘
. HAyYHBIM MCC/ICIOBAHMAM H pa3paGoTKaM S : ]
1 2131 bronoru, 60TaHHKH, 300JI0TH K 2141 | mxeHeph! B NPOMBIIUIEHHOCTH
CIIEIAATIUCTEL POACTBEHHBIX 3aHATHH | M Ha IPOM3BOJICTBE
2145 VHxeHephI-XUMHKH | 2262 | IIpoBu3ops

(xon OK3%) (HauUMeHOBaHHE) (xog OK3) (HauMeHOBaHuUE)

OTHeceHHe K BUIaM 3KOHOMHIECKON NeSTETbHOCTH:

211 IponsBoacTeo dhapManesTudeckux cyberapot |

21.2 [Tpou3BOACTRO NEKAPCTBEHHBIX NPENIAPATOB ¥ MATEPHAIOB, IPHUMEHSIEMBIX B

METUIUHCKHX IENIX _

46.46 | Toprosa ontoBas hapManeBTHIECKOH mpoayKITHeH .

52.10 | JlesATenbHOCTD 10 CKNAAHPOBAHMIO U XPaHEeHHI0 |

72.1 | Hayunste recreioBanns ¥ paspabOTKy B 00NACTH ECTECTBEHHBIX A TEXHUYSCKAX HAYK |

(xon OKBSJIZ) (HaMMEHOBAHKE BHIA SKOHOMUYECKON NeATENbBOCTH)
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npogeccHOHaILHOM AeATeNLHOCTH)

II. Onucanne TpyAoBHIX GyRKnHii, BXOASMAX B NpodecCHOHANBHDIHN cTAHAAPT (PpyHKIMONHANbHAS KapTa BUAA

O6o01imenHsIe TPYAOBEIE GYHKIHH Tpynossie byHKIHMK
YPOBEHb
YpOBEHB
KOx HaUMEHOBAHUE HAaNMEHOBaHHUE KOZ, (TorypoBeHE)
KBaTAGUKaTIN
KBaHGHUKAITUA
A Benenue paboT, CBI3aHHBIX 6 Vipasienre foKyMeHTanuel papmaneBTraeckoi A/01.6 6
¢ papmanesTHIeCcKOiM CHCTeMBI KauecTBa
CHCTEMOIt KavecTBa AyauT KauecTBa (CaMOMHCIEKIHS) (hapMaeBTHIECKOTO A/02.6 6
TIPOU3BOACTBA IPOU3BOJCTBA, KOHTPAKTHBIX IPOM3BOAUTENEH,
JIEKapPCTBEHHBIX CPEICTB HOCTABIIUKOB HCXOZHOTO CHIPBS 1 YIIAKOBOUHBIX
MarepuaioB
MonuTtopuHT hapManeBTHIECKOH CHCTEMBI KadecTBa AJ03.6 6
TIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB
B Yupasnenue paboramu 7 Oprasnsanys (yHKIHOHUPOBAHKSA OPOLIECCOB B/01.7 7
(apmanesTHIeCcKOM (apMaleBTHIECKOH CHCTEMBI Ka4eCTBa IIPOHU3BO/ICTBA
CHCTEMBI Ka4ecTBa JICKAPCTBEHHBIX CPE/ICTB
NIPOM3BOACTBA KonTpons cobmoaeHns ycTaHOBICHHBIX TpeCOBaHMM K B/02.7 7
JIeKapCTBEHHBIX CPEJCTB TIPOM3BOACTBY M KOHTPOJIO KaYeCTBa JNEKAPCTBEHHbBIX
cpezicTB Ha (papManeBTHYECKOM HPOH3BOJICTBE
Opranu3anus paboTh IEpcoHalla MOApPa3AeNeHHH 110 B/03.7 7
obecIeueHnIo KauecTBa IEKapCTBEHHBIX CpeicTB | ]
Opraanzanys, WIaHAPOBAHKUE ¥ COBEPUICHCTBOBAHKE B/04.7 7
(dapManeBTHYECKO# CHCTEMEBI KAa4€CTBAa IPOM3BOJCTBA
NIEKapCTBEHHBIX CPEJICTB
OneHKa J0Che Ha CEpUIO JISKAPCTBEHHOTO CPEACTBA C B/05.7 7

o(hopMIIEHHUEM pellieHHs] O BEITYCKe B obpaieHne




III. XapakTepucrrnka 06061MeHHBIX TPYAOBBIX GyHKNHIA

3.1. O606menHnas TpynoBas pyHKIHS

Benenue pabot, cBg3aHHEIX ¢
(apmarieBTHYecKol cHCTEMOIH

A YposeHb 6

HanmenoBanue Kon
KagecTBa MPOU3BOACTBA KBaJIH( KLU
JICKAPCTBCHHEIX CPEACTB
Iponcxoxcaerne l 3auMCTBOBAHO U3
0600meHHON TpynoBoif | Opurmman X po——
byHKuMHM P l
Kon PeructpauuoHHBIH HOMEp
OpMIHHaNTa  NPodeCcCHOHANTBHOTO CTAHAAPTA
Bo3moxHBIE CrenuamcT/HmKeHep 110 KauecTBY
HaHMEHOBaHHA MeHemxep 110 Ka4ecTBY

JOJDKHOCTEH, npodeccuit

CrienyasucT 1o YIpaBaeHHIO PHCKAMH TS KayecTBa

Tpebopanns k
0o0pa3oBaHuIO ¥ 00Y4IEHHIO

Beicmee o6pazoBanue — GaxanaBpHar
Briciiee 06pasoBaHue — CIENHATNTET, MATHCTPATypa

Tpe6oBaHus K OIBITY
TpakTHIecKol paboTs

Oco0BIe YCIIOBHS JOITYCKa
K paborte

IpoxoxaeHHe 0643aTe/IbHBIX IPEABAPUTEIHEIX (MIPH TOCTYIUICHHH Ha
paboTy) U IepHOANIYESCKHX MEAUITHHCKIX 0CMOTPOB (0b6cieroBaHHif), a
TaxKe BHEOUEPEHBIX MEIUIIHHCKHX OCMOTPOR (00GcnenoBanuit) B
TIOpsAKe, YCTAaHOBICHHOM 3aKoHoAaTenbcTBoM Poccuiickoit denep:

Jlpyrue XapakTepUCTHKH

Jlns npoteccHOHANEHOro pocTa TpebyeTcs BEIIOIHEHAE KPHTEPHEB,
COOTBETCTBYIOIIVX CHENHANBHOCTAM

OcHOBHBIE CITOCOOE! HOBHIICHHS KBATHGHKAIHH:

- HPOrpaMMBI [TOBBIIEHHUS KBATH(GUKAIIMH He PeXe OHOTO pa3a B IIATh
1eT;

- IporpaMMBI poecCHOHANBHON TIePeIOATOTOBKH;

- CTaXKHPOBKH;

- TPEHUHTH B CHMYJIAIMOHHbIX IIEHTPaX;

- HCTIOJIE30BaHHE COBPEMEHHEBIX JUCTAHIHOHHBIX 00pa30BaTeIbHBIX
TEXHONOTHi (06pa3oBaTeIbHBIN OPTAi ¥ BEOUHAPHL);

- y9acTHe B KOHTpeccax, KoH(epeHIHIX, MacTep-Kiaccax

JlonoJHUTENbHEIE XapaKTepHCTHKH

HamMenoBasHe 10KyMeHTa Kon HaumenoBanue 6a30B0i1 rpyIIbL, JOKHOCTH
(mpodeccun) WK CHENMATTEHOCTH
OK3 2113 Xumuxu
2131 Brosory, 60TaHUKH, 300JI0TH U CIEIHATHCTEL
POICTBEHHBIX 3aHATHIL
2145 UmKeHepsI-XUMAKH
2262 IIpoBu30pEI
EKC’ - Vimxenep mo kayecTBy
OKIIATP® 22583 HmxeHep 10 Ka4ecTBy
OKCO° 010801 Pagnodusuka u snexTpoHnKa
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010802 OyunamenTanbHas paguodusnKa u huzmUecKas
9NEKTPOHAKA

020101 Xumus

020201 Buonorns

020208 Buoxumus

020209 Muxpobronorus

020900 Xuamus, duznxa 1 MEXaHuKa MaTepralioB

060104 Menpko-npodunaxTayeckoe fea0

060108 ®Dapmaues

060112 Meauuusckas Gnoxuamus

111201 Betepunapus

| 140300 Speprsle GpU3AKA ¥ TEXHONOIHY

140307 Papnanmonnas 6e30nacHOCTD YeN0BEKa U
OKpYXaromeit cpesl

140308 Pamnamuontas 6€30acHOCTE

140401 Texnrka u pu3nKa HU3KAX TEMIEPATYP

140504 XonoaunsHas, KpHOTEHHAsS TEXHUKA H
KOHJIHIIHOHHPOBaHHE

210301 Pannodusnka # 3NEeKTPOHMKA

240301 Xumuueckas TEXHOJIOTHS HEOPraHAYECKHX
BEIHECTB

240307 TexHomorns cpeACTB XUMHICCKOH 3T

240401 XuMHYecKasd TEXHOJIOTHS OPraHHYECKUX BEMECTB

240402 Xumudeckas TEXHOJIOTHS CHHTETHYECKHX
610TOrHIeCKAHX aKTHBHBIX BEOIECTB

240501 XuMudecKas TEXHONOTHSA BRICOKOMONEKYIAPHBIX
COCIVHEHNH

240505 TexHONOTHA BEICOKOMOJICKYJIAPHBIX U
BEICOKO3((PeXTHBHBIX COSTMHEHMH H YCTPOUCTB

240603 XuMudecKasi TEXHONOTHS PEIKHX 3JIEMEHTOB U
MarepuajioB Ha UX OCHOBE

240801 Maninns! ¥ annapaTsl XAMHYECKHX IIPOU3BOACTB

240802 OCHOBHBIE IIPOIECCH XAMHYECKAX NPOU3BOACTB
XUMUYECKasl KuOepHeTHKa

240901 BHOTEXHOIOTHA

240903 BroxuMugeckoe NpoH3BOACTBO

3.1.1. TpynoBas dpyHknus

VupasieHue J0KyMeHTalueH

‘Yposern :

YCTaHOBJICHHOM MOPAIKE

. J
HamveroBatme (hapMalleBTHYECKON CHCTEMBI Ka9ecTBa Kon | A/01.6 (monyposerr) | 6
xBanuduKanyy | R
IlpoucxoxaeHue Opwrisan X 3auMCTBOBaHO U3
TPYAOBOH (yHKIHH OpHIHHAJIA
Kon PerncrpauuoHHslii HOMEp
opHrHHana TipodecCHOHANBHOrO CTaHAapTa
Tpynossie Pa3paborka  permamenTHApYIOIIEH H perucTpupyiomei JOKYMEHTAUUH
L(cﬁCTBI/lSI Q)apmauenm‘lecxoﬁ CHCTECMBl KaYeCTBa ¥ BHECCHHE H3MCHCHHH B Hee B

Benenne yuera permameHTHpYIOIEH W peTHCTpHpyIOmeH  NOKyMeHTAlUd
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(hapMaIeBTHUECKON CHCTEMBI Ka9eCTBA

ITpoBepka perucTpupyromell NOKYMEHTALHH HA COOTBETCTBHE YCTAHOBJICHHBIM
nponexypam

_ ZOKYMEHTOB (apMaleBTHYECKON CHCTEMBI KauecTpa

Opranmsanus mopsoka pa3paborkh, oGopMieHHs, BHIIAYM, M3BLATHI ¥ XPAHCHHS

Opraamsamuss  HOpsaka — HepecMOTpa W aKTyaiHM3alldd  JOKYMEHTOB
(hapManieBTHYECKOM CHCTEMBI KauecTBa

KoHTpons wu3MeHeHMI!, BHOCHMMBIX B JOKYMEHTH (papManeBTHYECKON CHCTEMBI
KauecTBa

Opranusaums BeleHHS 3anmucedl NO IPOH3BOICTBY, YNAKOBKE, B JOKYMEHTAX,
MOATBEPKAAIOMIMX IIPOU3BOACTBO CEPHIi JIEKapCTBEHHBIX CPEICTB, B COOTBETCTBHH C
YCTaHOBJICHHEIMH TpeOOBaHHIMH

PaspaboTka mpomenyp, yCTaHaBIHBAIOIIMX NOPSAOK BBIIYCKA ¥ 3a0paKOBKH
HCXOIHOTO CHIPBS, IPOMEXYTOUHOH M FOTOBOM IPOAYKIIMH

Benenne ydeTa JOKYMCHTOB B paMKax Q)apMaueBTuqecxoﬁ CHCTCMEI KQuCCTBa

Pa3paboTka KOHTPOJIBHEIX IPOLEIYP B OTHOICHHUH JIEKTPOHHLIX JOKYMEHTOB

Cocraprienne IUTAHOB KOPPEKTHPYIOIMX M INpPEIyIPEeXXJAIOIAX ACHCTBHI st
MIHHMH3AIMH WIH HCKIIOUSHHs PUCKOB JUIA Ka4eCTBa JIEKAPCTBECHHBIX CPEACTB

Benenue peectpa JIFOOBIX H3MEHEHNH, KOTOPBIe MOTYT IOBJIHAT Ha CTATYC MPOAYKTA |

Heo6xoaumMeie
YMCHUS

PazpaGatsiBaTh NporpamMMy yIpaB/ICHS JOKYMEHTaMH (apMaleBTHIECKOM CHCTEMEI
KadecTBa

Ornpenenatt HeoOXOMUMBIC JOKYMEHTHI /IS OIMMCAHUSA (PapMaLeBTHYECKOH CHCTEMEL
KauecTBa

JokymenTanbHO — opopMmATE  00630phI  KadecTBa  BCeX  NPOM3BENEHHBIX
JIeKapCTBEHHBIX TPEnapaToB

OcymecTBISTh aKTYaAIH3alMI0 M YHHYTOXEHHE AOKYMEHTOB (apMalreBTHIecKoi
CHCTEMBI KauecTBa

HpOI/ISBO,IIHTI: JKCHEPTU3y JOKYMEHTOB [JId PETHCTPAIMOHHOIO HOChE Ha
JICKapCTBECHHEIC CPCIICTBA

Opranu3oBEIBaTE XpPaHEHHE MOKYMEHTOB B COOTBETCTBHH C YCTaHOBJICHHBIMH
TpeboBaHuIMHU

OueHnBaTh BO3MOXKHOCTh OPraHH3al[MOHHBIX MPOLIECCOB, PEINEHAN U AeHCTBUll B
pe3yNbTATE YIPABICHUS JOKYMCHTAMHU

AHaJ'lI/ISI/IPOBaTI: IIPOLIECCHI pa60TI>I C TOUKH 3PCHUA YOPaBJICHHU JOKYMEHTaMHI

ITpuMeHATh MEXAUCUHIUIMHAPHBIA ITOAXOX IIPH aHAIW3€ PHCKOB JUIS KadecTBa
JIEKAPCTBECHHBIX CPEZCTB

Ilpom3BoMTh aHaNM3 MpPHYHH BHLIBICHHBIX OTKJIOHEHHMM H HECOOTBETCTBHH
YCTaHOBICHHBIM TPeOOBaHHSM, aHAIIN3 PUCKOB [T KauecTBa TOTOBOU IIPOJYKIIHH

OcymiecTBIATs TOMCK ¥ AHAIH3 PETYAATOPHOH, HayYHOH M HayIHO-TEXHHIECKOH
AH(OpMAaIHY [T paspabOTKH JOKYMEHTOB (apManeBTHIeCKOH CHCTEMEI KaueCTBa

Hcnons3oBath HHbOPMAHOHHEIE TEXHOJIOTHH, IpUMEHAEMEbIE Ha
(apMaleBTHYEeCKOM IPOM3BOICTBE

BecTu meperoBopsl, AeIerMpoBaTh MOXHOMOYHS, OCYIIECTBIATH B3aUMOIEHCTBHE C
IICPCOHAIOM NPYTHX OApa3IcIeHIH

Heobxonumeie
3HAHHS

Tpeboparns CoriameHns O eAMHBIX [pPHHOANAX W IpaBWiIax oOpalueHus
JIEKapCTBEHHBIX CPEACTB B paMkax EBpasmiickoro SKOHOMMYECKOTO CO03a’, IPaBMil
HajuIeXKalmed IpOH3BOJCTBEHHOM HpaKTI/IKI/IS, HOPMAaTHUBHBIX IPABOBBIX aKTOB W
CTaHIapTOB B 06J1aCTH CHCTEMBI KAUeCTBa JIEKapCTBEHHBIX CPEACTB

JInneH3noHHEIE '[pe6onamm IIpH IMTPOU3BOACTBE JICKAPDCTBCHHBIX CPEICTB

TpeboBanns K peruCTpaliiy JeKapCTBEHHBIX CPEJICTB

JenonponsBoacTso, BUALI # GOpMbI JOKYMEHTAIHH




6

—

TIpUHIAITE! CTAHAPTH3AMY X KOHTPOIIA Ka4eCTBA JICKAPCTBEHHBIX CPEACT |
PernamenTtupyonias U perucTpupyoast JOKyMEHTaIHs CHCTEMEL
(hapMaIeBTHIECKOTO KauecTBa

MeTomEl ¥ MHCTPYMEHTHI YIPaBICHHS DHCKAMH JUIS KAuecTBa JICKAPCTBEHHEBIX
CpeacTB

Mertonel moMcka NPHYMH HECOOTBEICTBHI YCTAHOBNEHHBIM TPEGOBAHHMAM NpH
HPOU3BOJICTBE JIEKAPCTBEHHbIX CPEJICTB

Qopmbl H MeToAB! paboOTHl ¢ NPHMEHEHHEM aBTOMATH3MPOBAHHBIX CPEACTB
yHpasJIeHHUs. i HHPOPMALHOHHBIX CHCTEM

TpeOoBaHHs CaHUTApHOTO pEXHMa, OXpaHBI Tpynaa, IMOXapHOM G6e30IacHOCTH,
SKOJIOTHH OKpYXKaloIe Cpeibl, NOPSAOK AeCTBHIA TP UPe3BhIMANHBIX CHTYAIHUSX

Apyrue
XapaKTEPUCTHKH

3.1.2. Tpynomas ¢pynxous

HanmenoBaHue

AynuT KauecTBa (CaMOHHCIICKIIHS) !
(bapMareBTHYECKOr0O IPOU3BOJICTBA,
KOHTPAKTHBIX IPOH3BOAUTEINEH, | Kox
MOCTaBIIHKOB HCXOZHOTO CHIPHS U '
YIAKOBOYHBLIX MAaTEPHAIOB

AJ02.6 Vposenn (;onypo:lem) 6

IIpoucxoxaenue
TPYHOBOH HyHKUUU

Opurunan X |

HMCTBOBAHO M3 ‘
| opurkHama i

Kon Péfﬁcmalmommﬁ Homeﬁ B
OpHTHHaNa TIpO)eCCHOHANLIIONO
CTangapTa

Tpynossie
JEACTBUS

|

! PaspaboTka MOKYMEHTOB IS INIPOBENEHHS ayAWTOB KauecTBa (CaMOMHCIIEKIHH)

(hapManeBTHIECKOr0 IPOU3BOACTBA, KOHTPAKTHBIX IIPOHU3BOJMTENCH, MOCTABIIMKOB
HCXOIHOTO CHIPhS M YNaKOBOTHHIX MATEPUATIOB HAa COOTBETCTBHE YCTAHOBJICHHBIM
TpeGOBaHUAM

, [IpoBenenne aHanu3a pernaMeHTHPYIOWEH H PETHCTPHPYIOIIEH JIOKYMEHTALUH 10

aymury (caMOMHCHIEKIMH) (apManeBTHYECKOTO HPOM3BOACTBA, KOHTPAKTHBIX
TIPOH3BOJHTEICH, IOCTABIIMKOB HCXOJHOTO CHIPhS M YIIAKOBOYHBIX MATCPHATIOB

IIpoBeneHne OImpOCOB IEpCOHANa MPOBEPSEMOTO MOAPa3Ne/ICHHS/OpraHA3aluy Ha
3HAHWE YCTAHOBJICHHEIX TpeOoBanmii

| COOTBETCTBHE YCTAHOBIEHHLIM TpeGOBAHUIM

AHamm3 JelicTBHH H TIPOLEAYp HPOBEPAEMOTO HOAPa3NeSICHHUs/OPraHu3allld HA

=Onpe11'eneHne 3HAYMMOCTH BBISBICHHBIX OTKIOHEHHHl ¥ HECOOTBETCTBHil B

(apManeBTHIECKOH CHCTEME KayecTBa ¢ YUETOM pPHCKA INPUYMHEHHA Bpena
3IOPOBBIO MAIHESHTA

Pa3paboTka IporpaMMB! KOPPEKTHPYIOIIMX H HPeAyNPEXTAOMNX AEUCTBHN IO
pe3yJbTaTaM ayauTa (CAMOVHCIIEKIIHH)

| Odopmrenne oT9eTa 0 NPOBEACHHY ayAHTA (CAMOMHCIEKINY) i COIJIACOBAHHE €r0 ¢

i PaspaboTka  pekoMeHmauuii 1m0  HEOOXONMMEIM  KOPPEKTHPYIOLIMM U
| IpenyTIpeXAAloIHM OeHCTBHAM Julsl GpapMaleBTHIECKOH CHCTEMBI KauecTBa

NPOBEpPAEMEIM [IOApa3/ieNeHHeM/OpranHu3aHelt

HeobOxomimMeie
yMeHus

. TIpOM3BOANTL aHANH3 COCTOSHMSA (GApPMANEBTHUCCKOH CHCTEMBI KA4eCTBA C MO3HIHIA

| Ompegemnars HeOOXOAMMOCTh ¥ YACTOTY [IPOBEJICHHUS Ay AUTOB (CAMOMHCIICKIIHIA)

| OnueHyBaTh IpeJUI0KEHHBIE KOPPEKTHPYIONINE M IPEAYIPEKAAIONIIe ASHCTBAS I
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ynyameHns ¢apMalleBTHICCKOH CHCTEMBI KayecTBa

DopMyTHPOBATH THIEI BONPOCOB B 3aBHCHMOCTH OT IPOBEPSAEMOro 00beKTa
IIpenynpexnars KOHGIMKTHBIC CHTYAIAH

BecTr meperoBopsL, /IeerapoBaTh MOMHOMOUHS

Pa3pabaThiBaTh Hpe/UIOKeHAS HO YIydYUICHHIO NEATENPHOCTH (hapMameBTHUecKOi
CHCTEMBI KadecTBa

Heo6xoaumeie
3HAHAA

TpeboBapms CornameHus O eAWHBIX NPHHUMIAX H IIpaBWIAX OOpalIeHHs
JIEKapCTBEHHEIX CPEACTB B pamKkax EBpazHBCKOro 3KOHOMHYECKOIO COI03a, ITPABHII
HaJUIeXalledl IPOW3BOJCTBEHHOH IPaKTHKM, HOPMATHBHBIX IIPaBOBBIX aKTOB H
CTaHapTOB B 00IACTH CHCTEMEI KauyeCTBa JIEKAPCTBEHHEIX CPECTB

JInuensnoHHbIe TpeGOBaHMSI IPH IPOU3BOICTBE JIEKAPCTBEHHAIX CPEJICTB,
TocnencTeus HecoOI0AEHNS JIHIICH3HOHHBIX TpeOOBaHMit

Tpe6GoBanus K pernCTpalyiy JeKapCTBEHHEBIX CPEICTB

TTpuHIHUIEL CTaHAAPTH3ANAH M KOHTPOJII Ka9€CTBa JIEKAPCTBEHHBIX CPE/ICTB
[MppHIANsl pa3zpaloTKH MOKYMEHTAWM ®W YIPABNCHUS pPEraMEHTHpyomel u
PErHCTpHpYIONIeil JOKyMeHTaluel I ayauTa (CaMOMHCIECKIIMH)
JlenonpousBoAcTBO, BUABI U (POPMBI JOKYMEHTAIIHH

Mertozs! ipoBeieHNS ayAUTOB (CAMOHHCIEKITHIA)

Metoapl CTaTHCTHYECKOTO YIPABICHHS KayeCTBOM, IIPHMCEHSEMBIC IIPH OLEHKe
PE3yJIbTaTOB BHIOTHEHHBIX HCIIBITAHNH M BIMAALNH

Meronsl ¥ HMHCTPDYMEHTBHI YNIpPaBIE€HHS DHCKaMM I KadecTBa JIEKAPCTBEHHBIX
CpencTs

Meronmbl TOMCKa NPHYMH HECOOTBETCTBHI yCTAHOBJIEHHBIM TpeGOBaHMAM IpH
HPOM3BOJCTBE JICKAPCTBEHHBIX CPEICTB

PapmaneBTHYeCKas MUKPOOHOJIOT S

QapmaneBTHYCCKass TEXHONOIMS B YACTH IIPOBEPACMBIX  TEXHOJOTHYECKHX
TIPOLIECCOB

Merons! dpapMakoneifHOro anaiH3a B OTHOIIEHAN rOTOBOY NPOAYKIHH

O1eHKa pACKOB IJI1 Ka9eCTBa NP KOHTAMHHAIINY U NepeNnyThIBaHHH TIPOIXYKIHA
TpeGoBanus CaHHTapHOTO peXHMa, OXpaHbl TPyHAa, IOXKApHOH Ge30macHOCTH,
SKOJIOTHH OKPYXarolllel Cpeibl, HOpAIoK AeHCTBUIl U Ype3BEIYANHBIX CHTYaIUIX

Hpyrue
XapaKTePHCTHKH

3.1.3. TpyaoBas

Pynxuns

Hanmenosauue

Moruropusr papManeBTUIeCKOH
CHCTEMBI KaueCTBa IPOU3BOACTBA
TIEKAPCTBEHHBIX CPe/iCTB

VYposeHb

Kon | A/03.6 (nomypoBEHS)
kBamuGuKaLuu

Ipoucxoxaenue
TpyAoBo# yHKIMH

X 3aMMCTBOBaHO H3

UTrAHAT
OP OpHTHHAJ1a

Kop opurunana PerucTpalmoHHbIH HOMEP
IpodEeCCHORANLHOTO CTaBapTa

Tpynossie neficteusa | [IpoBepka  BHINONHEHMS NepcOHAIOM  TpeGOBaHHN  perjaMEHTHpYIONIEeH

JOKYMEHTAlMH (apMaXeBTHYECKOH CHCTEMBI KauecTBa JIEKAPCTBEHHEIX CPEACTB
IlpoBepka (GYHKIMOHHPOBAHHS IHPOUECCOB (apMaLeBTHYECKOH CHCTEMEI
Ka4ecTBa JIEKAPCTBEHHBIX CPENICTB

Iposepka BeIMONHEHUA TpeOOBaHHN HaIekamielf NPOU3BOACTBEHHOMN NPAKTHKA
KOHTPAKTHBIMHA OpraHu3anysaMu (CyOnoapsaanKamu)
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VHeT KOppPeKTHPYIOIHX U MpeayNpPexAAIOMNX NeHCTBIM st MEHUMU3AUWH HIIH
HCKIIOYCHHS PHCKOB JUIS KaY€CTBA JICKAPCTBEHHBIX CPEICTB

MOHHTODHHT BHINONHEHAS IUIAHOB [0 BHECEHMIO H3MEHCHHH B IIPOLECCHI
(apMaueBTHIECKO CHCTEMEI KavuecTBa

MOHHTOPHHT BBUIOJIHEHMS ITAHOB IIO YIPABIEHUIO PHCKaMU JUIA KadecTBa
JIEKapCTBEHHBIX CPEJICTB

[lonroToBka NpeUIOKECHAN N0 YAYYNICHWIO NPOLECCOB (hapMalieBTHYECKOl
CHCTEMEI KauecTBa (hapMalleBTHIECKOTO IPOH3BOACTBA

Heobxoaumele
YMEHUS

PaspabateiBaTh W BeCTH AOKYMEHTAIHIO IO MOHHTOPHHIY (hapManeBTHIECKOMH
CHCTEMBI KaJecTBa

IIpousBomuTs aHaMW3 COCTOSHHS MOHHTOPHPYEMBIX IIPOLECCOB, YCHOBHH H
CHCTEMB! IOKYMEHTAlHH C IO3HIMI PHCKOB JUIi KadecTBa JIEKapCTBEHHBIX
CpenCTB

BoiGupaTe HHCTPYMEHTHI [l HW3MEPEHHs U aHAIM3a  [apameTpoB
MPOM3BOLCTBEHHOM Cpellbl, CBOMCTB JIEKAPCTBEHHBIX CPEICTB, HCXOTHOTO CHIPBA
H YIaKOBOUHBIX MaTepHaloB

le/IMCHXTB Me)KI[HCHHHJIPIHapHHﬁ NOOXON NPH aHaIN3€ PHUCKOB JIA KavdeCTBa

IlpousBomuTs aHamU3 COCTOAHHA (apMaleBTHICCKON CHCTEMBI KadecTBa Ha
(hapManeBTHIECKOM IIPOU3BOJICTBE

IIpou3BoauTs aHAIM3 HPUYMH OTKIOHEHHH M HECOOTBETCTBHH YCTAHOBICHHBIM
TpeGOBaHMAM, aHAIM3 PUCKOB U KA9ECTBA TOTOBOH MPOAYKIUH

PaspabaTeiBaTe  TPEMIOKEHHS 1O  YIYYNIEHHIO  JEATEJBHOCTH IO
(hapMalleBTHYECKOM cHCTEME KayecTBa

Heob6xoanmMeie
3HAHHUA

TpebGoBaruss CornmameHns O €QUHBIX [PUHIMIAX W NpaBHiIax oOparmenus
JICKapCTBEHHBIX CPEACTB B paMKax EBpasHHCKOrO 3KOHOMHYECKOIO COH03a,
MpaBW1 HamNeXamed NpOM3BOACTBCHHON NpPaKTHKH, HOPMATHBHBIX NPABOBBIX
aKTOB M CTAHIAPTOB B O0JIACTH CHCTeMBI KauecTBa JICKAPCTBEHHBIX CPEJICTB

DapmalleBTHICCKAass MHKPOOHOJIOTHS

dapmanieBTHICCKAs TEXHONOTHA B 9aCTH KOHTPOJIHPYEMBIX TEXHONOTHYECKHX
HPOIECCOB

XapakTepUCTHKH  NPOH3BOJCTBEHHBHIX  moMemeHudi H  obopydoBaHms,
HCTIONB3YIOIHUXCS B (papMalieBTHIECKOM NIPOH3BOICTBE

TpeboBaHHA K KageCTBY HCXOJHOTO CHIPbS W YNAKOBOYHBIX MaTepHaioB,
HCHOJNb3yEMBIX B (JapMalleBTHUECKOM NPOU3BOACTBE

HPHHIIPIHH CTaHJAPTHU3AIMH ¥ KOHTPOJLI KAa4€CTBA JICKAPCTBCHHEIX CPECICTB

MeToAR! CTAaTHCTHIECKOTO YOpaBJICHUA Ka4uCCTBOM, IPHUMEHACMEIC IIPHA OLICHKC
PEe3yJIbTaTOB BEINIOJIHEHHBIX HCIBITAaHHH | BATHAAIHN

Meroapt ¥ MHCTPYMEHTHI YIpaBieHHs PHCKaMH IS Ka4yecTBa JIEKAPCTBEHHBIX

MeTo/ibl OKCKA IPHYMH HECOOTBETCTBHH YCTAHOBIEHHBIM TPEGOBAHMAM npu
HPOH3BOACTBE JICKAPCTBEHHBIX CPEJICTB

OcobeHHOCTH POLECCOB ONpeeNieHHs] BEPOSITHOCTSH M MPHIUH BO3HAKHOBEHHS
OTKJIOHEHHH, BOSMOKHOCTH HX YCTPAHEHHS

Onenka PHUCKOB i1 Ka9€CTBa IIPpU KOHTAMHUHAIIUH U IIEPCIYThIBAHUHA NPOAYKIHH

TpeboBaHMA CaHMTAPHOTO PEXXHMa, OXpaHbl TPyAa, MOXKAPHOH 6Ge30MmacHOCTH,
SKOJIOTHH OKpyXarome# cpensl, HOPANOK JCHCTBHH IpH Ype3BBIYaMHBIX
CHTYallHIX

Hpyruae

XapaKTCPUCTHKH




3.2. O606mennas TpyaoBas GpyHKuHs

Vnpasnenne pabotamu v
S OBEHb

HamMeHoBaHHE K p

(bapManeBTHIECKOH CHCTEMBI KadecTBa on B - 7

TIPOM3BOACTBA JICKAPCTBEHHEIX CPEICTB
Tpoucxoxnenne i 3auMCTBOBAHO U3
obo6menHol Tpynosoit | Opuruan X

OpHruHaNa
byHxupn |
Kox PerucrpalioHHbI} HOMep
opuruHana  HpodecCHOHAIBHOTO CTaHIapTA

Bo3moxubIe Benymuit cienmamict
HanuMEHOBAaHHSA I'naBHBIY CIIENMATHCT IO KAYECTBY

JOJDKHOCTEH, mpodeccuit

Haganpuuk otaena o6ecedeHns KayecTa
PyxoBomurens ciryx6bi kagecTBa

PykoBomurens ympasieHus (IenapTaMeHTa) KauecTsa
YorHOMOYEHHOE THII0

I'1aBHOE YIIOTHOMOUYCHHOE JIUIIO0

TpeGoranns x
00pa3oBaHMIO ¥ 0OYUCHHIO

Bricmee o6pazopanune — GakanaBpuar
Briciree o6pa3oBanue — CHEIMAIMTET, MaTACTpaTypa

TpeboBanus K ONBITY
MPaKTHIECKOH paboThI

He menee natu aeT paboThl IO CHEIMATBHOCTH IPH HATHIAH BHICIIETO
o6pa3oBaHus N0 ITporpammaM GaxajaBprara

He MeHee nByx net paboTEI IO CIEHHANEHOCTH PH HATMYHH BBICIIETO
00pazoBaHmA 10 MPOrpaMMaM MarucCTparyphl, CelHaINTeTa

JU1s1 nH1, OTBETCTBEHHBIX 32 IPOU3BOACTBO, KAYECTBO M MapKHUPOBKY, H
YIOJTHOMOYEHHBIX JIHI — B COOTBETCTBUH € TpeOOBaHHAMH
3aKOHOJATENLCTBA © HOPMaTHUBHBIX IIPaBOBBIX akToB Poccuiickoit
Denepanmn

Oco0BIe yCIIOBHS HOITyCKa
x pabote

Ipoxoxpenue obs13aTeNbHBIX NPEABAPHTEIHHBIX (TIPH MOCTYILICHHH Ha
paboTy) U mEPHOANYECKAX METHIIMHCKAX OCMOTPOB (00cnenoBanuit), a
TakKe BHEOYEPETHEIX MEUIIMHCKHX OCMOTPOB (00cieqoBaHuil) B MOpAKe,
YCTaHOBJIEHHOM 3aKOHOJaTelIbeTBoM Poccriickoi Menepanun

JUnst JvIn, OTBETCTBEHHEBIX 32 IIPOU3BO/ICTBO, KAYeCTBO H MAPKHPOBKY —
JOKYMEHT O HOBBIIIEHHH KBATHOHKAIMA HE peKe OOHOTO Pa3a B IATH JIET
JIns ynoHOMOYEHHBIX JIHI[ — IOKYMEHT O IIOBHILICHAN KBATH(UKAIMA HE
peXe OTHOTO pasa B ISTH JIET, aTTECTAIAA B KAUECTBE YIIOJTHOMOTEHHOTO
JIMIIAa TPOU3BOTHTENS JIEKAPCTBEHHBIX CPEACTB JUISE MEHI{HHCKOTO
TPUMEHEHUA

Jlpyrue xapakTepHCTHKH

Jlna npodeccHoHaTBEHOTO pocTa TpeGyeTcs BHIIOMIHEHHE KPHTEPHUEB,
COOTBETCTBYIOIIMX CHCITHAJIBHOCTAM

OcHOBHEIE COCOO! HOBBIMICHNS KBaNHGUKAMA:

- IPOrpaMMBb! NIOBHIIICHHS KBATH(HKAIHH HEe PeKe OTHOTO pa3a B IATh
neT;

- IporpaMMbl TPodecCHOHANTBHOI IEPEHOrOTOBKH;

- CTRXXHPOBKH;

- TPEHUHTH B CHMYJIALHOHHBIX IIEHTPAX;

- HCTOJIb30BaHHE COBPEMEHHBIX JIMCTAHIMOHHBIX 00pa30BaTENbHBIX
TeXHoJIOrHi (06pa30BaTe/ILHEI IOPTAN M BEOUHAPEL);

- y9acTue B KOHrpeccax, KoH()epeHIHsX, MacTep-Kiaccax




JIOHOTHATEIBHEIE XapaKTEPUCTHKH
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HanmenoBanne 6a30Boii IpynIisl, JOJDKHOCTH

Haumenosanue noxymenTa Kon (TpodeccHH) W criemHaTEROCTH
OK3 1223 PyxoBomuTenu noapasAencHuil IO HAYIHBIM
HCCIIEOBAaHUAM U pa3paboTkam
2113 Xumukn
2131 Buonoru, 60TaHHKH, 300JI0TH H CIICIMAJIACTHI
POICTBEHHBIX 3aHATHH
2141 HimxeHephl B IPOMBIIUICHHOCTH H Ha
TIPOH3BOACTBE
2145 VmxeHepbl-XUMEKH
2262 TIpoBm3opH
EKC - WnsxeHep o kauecTBY
- Benynmit nmxenep
OKIIATP 20889 I'naBHBII cienmuanicT
22583 Hmxenep 0o kauecTBy
OKCO 010801 Pampodusnka u SNeKTpoHHKa
010802 OyHnamenTanbHas paguodusnka u pusHgecKas
9JEKTPOHHKA
020101 Xumus
020201 Buonorus
020208 broxumus
020209 Muxpobuonorus
020900 XuMus, pH3HKa H MEXaHAKA MaTCPHATIOB
060104 Memnxo-npodunakTuueckoe Aeao
060108 ®Papmanes
060112 MenunuHckas GHOXHMHA
111201 Betepunapus
140300 Snepubie pu3MKa U TEXHOJIOTHH
140307 PannannonHas 6e30macHOCTb YeNIOBEKa U
OKpy>KarommeH cpenbl
140308 Papnarmonnas 6e30macHOCTh
140401 TexHnka 1 QpU3MKa HU3KHUX TEMOEpaTyp
140504 XononumbHas, KPHOTEHHA TEXHHKA U
KOHIHITHOHHPOBaHUE
210301 Papnodusuka u 3JeKTpOHIKA
240301 Xumudeckast TEXHOJIOTHS HEOPraHUIECKHX
BEIECTB
240307 TexHOIOTHA CpefcTB XUMHUTECKOM 3aIlHThI
240401 XuMmgecKkas TEXHOJIOTHS OPraHudeCcKHX BEIIECTB
240402 XHUMHYIeCKas TEXHOIOTHSA CHHTETHIECKHX
OMONIOrMYEcKIX aKTHBHEIX BEIECTB
240501 XuMugecKasi TEXHOJIOTHSA BEICOKOMOJIEKYTIIPHBIX
COCIIMHEHHH
240505 TexHOIOTHS BHICOKOMOJEKYJISPHBIX U
BBICOKO3() heKTHBHBIX COSAUHEHUN U YCTPOHCTB
240603 XuMudecKas TEXHOJOTHS PEAKUX 3TIEMEHTOB H
MaTEePHAJIOB Ha X OCHOBE
240801 MamnHs! # annaparthl XUMHYECKHX HPOH3BOJICTB
240802 OCHOBHEI€ NPOLECCH XUMHYECKHX MMPOU3BOICTB H |
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XHUMHAYECKas KHOepHEeTHKa
Buorexromorns
Broxummgeckoe Npon3BOACTBO

240901
240903

3.2.1. TpynoBas ¢pynxnus

HaumeHoBaHMe

IIpoucxoxpneHne
TpyAoRo# GyHKImH

Oprann3anus GyHEKIEOHHPOBAHUS v
o POBEHb
I COB (hapMalteBTHYECKOM | !
poueccos apman Kon | B/01.7 (nomypoBeHb) 7
CHCTEMEI KagecTBa MPOH3BOICTBA | earnUam
JICKQPCTBEHHBIX CPENICTB

X 3aUMCTBOBaHO U3

HHAI
Opar, OpHIrHHAIA

Kon Pemcrpaﬁﬁbxﬁiﬁﬁ ‘Homep
OpuTHHaJa npodeCCHOHANLHOTO
CTaHAapTa

Tpynoesie
JEHCTBHS

Oprannsaiiiis ¥ KOHTPOJIb IPONECCOB (hapMaleBTAYECKON CHCTEMBI KadecTBa
JIEKapCTBEHHBIX CPEICTB

Opranmsanus OLEHKH 3(G(EKTHBHOCTH TPONECCOB B OTHOMIEHWM KadecTBa
JIEKAPCTBEHHBIX CPENICTB

OpraHmsais  IOpoLECCOB  MOKYMEHTOOOOpOTa  (papMalieBTHIECKOH  CHCTEMBI

Ka4eCTBa JICKAPCTBCHHBIX CPCACTB

Opranmamm IporeccoB paCCJICJIOBaH.Hﬁ M0 OTKIOHCHHSIM, HECOOTBCTCTBHAM,
PEKIaManysAM 1o Ka4eCTBY B COOTBETCTBHH C YCTAHOBJICHHBIMH IIpOLCAYPaMH

Opranmsanys TNpoBecHHS IPOIECCOB aHAIM3a PHCKOB I KavecTBA
JIEKapPCTBEHHBIX CPEJICTR

Opranuzanys MOHUTOPHETA BHUIONHEHNS KOPPEKTUPYIOMMX ¥ MPeAyIpeskIalonmx
JeficTBuil Ha (papMalleBTHIECKOM IIPOU3BOJICTBE

Opranmzamus  ayfUTOB  KadeCcTBa  (CAMOMHCHEKIWH)  (dapManeBTHYECKOTO
IPOH3BOJICTBA, KOHTPAKTHHIX IPOU3BOMTENEH, MOCTABIUKOB HCXOAHOTO CHIPbS H
YIAaKOBOYHBIX MaTEPHAJIOB

OrneHKa ¥ MOHUTOPHHT IOOBIX M3MEHEHHmi (apManeBTHYECKON CHCTEMEI KadecTBa
B COOTBETCTBHH C YCTAHOBJIECHHBIMHU TPEOOBAHHAMH

Vnpasnerue npoleccaMy OT3EIBA C PhIHKA HECOOTBETCTBYIOMCH NPOAYKIIHY

Ioaroroska npemnoXeHHil IS aHaIM3a M CHCTEMaTH3aUuu HHGOpMALMH B
o0:1acTa (apMaLeBTHIECKOT0 Ka9eCTBa U (apMaleBTHIeCKOro IPOU3BOCTBA

Heobxoawmeie
yMeHHS

TIpoBoauTs ayauT KadecTsa (CAaMOMHCIEKITHIO) (apMalleBTHIECKOTO IPOM3BOICTEA,
KOHTPAKTHEIX MPOH3BOAMTENEH, IIOCTABIIMKOR HCXOXHOTO CHIPBS M YIAKOBOYHBIX
MaTepuaioB

TlpousBouTh aHamM3 COCTOSHHS (apMareBTUIecKOM CHCTEMBI KadecTBa Ha
(hapManeBTHYeCKOM IIPOH3BOACTBE

| hapManeBTHYECKOTO IPOU3BOACTBA

PaspabarbBare  Gm3Hec-Iponecchl  (apMalleBTHYECKOM  CHCTEMBI  KadecTBa

TIpHMeHATH MEX/MCIUIUTHHAPHBIN NO/IXO0 IIPY aHAM3e PHCKOB II0 Ka4eCTBY

HPOI/BBOI[KTB aHanu3 NMPUIUH OTKJIOHEHHH M HECOOTBETCTBHI, aHaNn3 PHCKOB IS
KadecTBa TOTOBOH HOPOAYKITHHA

BecTH HeperoBophl, JeIerHpoBaTh IOJHOMOYHS, OCYIIECTBIATE B3aHMONEHCTBHE C
HEePCOHANIOM IPYTHX NOApa3eIeHHI

IMpon3BoAuTs aHAIH3 O0TIETOB (0030POB) IO KaueCTBY JIEKapPCTBEHHEBIX CPEICTB

PaspaGareiBaTh INpeIIOKEHHSA IO YIYUNICHHIO JAEATENBHOCTH IO KadecTBY,
COCTABJIATH IUTaHE! PaboT U OCYIIECTBIATE HX KOHTPOIIb
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Ananm3ppoBaTs M CHCTEMAaTHM3HpoBaTh  HWHpopMamuio B oOmacTH
(apManeBTHYECKOro KadecTsa i (apMaleBTHUeCKOro IPOH3BOJICTBA

Heo6xomuMeie
3HaHUS

TpeboBanus CornameHus O eIUHBIX IPHHIMMIAX H MNpaBHiax oOpameHus
JICKapCTBEHHBIX CPEZCTB B paMKax EBpasuiicKOro 3KOHOMHYECKOTO CO03a, IPaBHII
HajIeXKamed [POU3BONCTBEHHON IPAKTHKH, HOPMATHBHBIX IIPABOBBIX aKTOB H
CTaHJ3pTOB B 00IaCTH CHCTEMBI KA9eCTBA JIEKAPCTBEHHBIX CPEICTB

JInneH3uoHHBIE TpeOOBaHMs IIPH HPOH3BOICTBE JISKAPCTBEHHBIX CPEJICTB

TTocneacTBHs HECOOMIOICHHUA JIMIIEH3HOHHBIX 'I‘pC60BaHIfIﬁ

IprHINIE CTAHAApPTH3AIMH H KOHTPOJISI KAYECTBA JIEKAPCTBEHHBIX CPEJICTB

MeToAEl CTaTHCTHIECKOTO yupaBI€HUA KA4E€CTBOM, MaTEMaTHIECKOW CTAaTHCTHUKH,
TIPUMCHSACMBIC TPH OLICHKE PE3YJILTATOB BLITOJHCHHBIX HMCHBITAHHM U BAAIAIMA

PernaMeHTHpyOImas ®W perHCTpHpYIOmias JOKyMeHTamus (apManeBTHIECKOR
CHCTEMB] KaueCcTBa IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB

Meronsl M HMHCTPYMEHTHI yNpaBleHWs DPHCKaMH JUId KadecTBa JIEKapCTBCHHBIX
CpencTB

Meroapl nomcka NPHYAH HECOOTBETCTBUI YCTAHOBIICHHBIM TpeOOBAaHMAM IIpH
TIPOHM3BOACTBE JIEKAPCTBCHHBIX CPE/CTB

®opMBI M MeToasl pPabOTBl C MNPUMEHEHHEM ABTOMATH3MPOBAHHBIX CPEACTB
[paBrieHns H HHGOPMAIIHOHHEBIX CHCTEM

Jlenonpon3BoAcTRO, BUALL M HOPMBI IOKYMEHTALIHA

Oco6eHHOCTH HPOLECCOB ONPEAEICHHS BEPOSTHOCTEH M NPHYHMH BO3HHKHOBEHHS
OTKJIOHECHHH, BO3MOXXHOCTH MX YCTpaHEHHS

TpeboBanug caHHTapHOTO PEXHMa, OXpaHHI TpyJa, NoXapHOH Oe30macHOCTH,
9KOJIOTHH OKPYXAIOmiei Cpe/Ibl, HOPSIOK AeiCTBHUIA IPH YPE3BHIIaHBIX CHTYAIHAX

Hpyrue

XapaKTePHCTUKH

3.2.2. Tpynosas pyHxmmst

Kontpons cobmonenns ycTaHOBICHHBIX

TpeGoBaHHH K IPOU3BOACTBY H VpoBeHsb
HaumeHosarue KOHTPOJIIO Ka9€CTBA JICKAPCTBEHHBIX Kon | B/02.7 (nonypoBets)

CpecTB Ha (apMaleBTHYECKOM KBaNHQUKALAH

OPOU3BOACTBE
IMpoucxoxaenue CTB
'rpl;nono;(;ynxmm Opurunan X iggmﬁ:m ”

Kon PErHCTPALMOHHBIA HOMED
OpHruHajia npoq)eccuoaanbnoro
cTaHnfgapTa

Tpynossie Konrponp periaMeHTanum BceX MPOM3BOACTBEHHBIX TPOLECCOB, ONEHKA WX
nedcTBUA CTabWIBHOCTH 1 9 DEKTHBHOCTH

KonTpons mpoeeneHHs paboT mo BaqMAalMH TEXHOJIOTHIECKHX IIPOLECCOB H
aHAIUTHYCCKUX METOIWK, KBaldpMKau¥d MNOMeleHud, OOOpyNOBaHUA W
HHKXEHEPHBIX CHCTEM (apMaieBTHIeCKOro NpOn3BOJICTBA JICKAPCTBEHHBIX CPEACTB

Kontpoims o6ydenus mepconana $hapMalleBTHIECKOTO TPOU3BOACTBA U OLICHKA €ro
a¢pdexTHBHOCTH

KoHTpons BBIIONHEHHA YCTAaHOBICHHBIX TpeGOBaHW K NOMEIIEHWIM M
060pyn0BaHAIO (PapMaEBTHYECKOr0 IPON3BOCTBA ¥ HX 0OCIY)XHBaHHIO

KoHTponb  COOTBETCTBYIOIMX  YCJOBMM  XpadeHHWs W  TPaHCIOPTHPOBKH
JIEKapCTBEHHEIX CPEJCTB
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KoHTposs HCHbITaHWI JIEKapCTBEHHBIX CPEICTB, HCXOMHOIO CHIPBSA M YIHAKOBOYHEIX
MaTepaaIOB, IPOMEXYTOUHOH MPOAYKIMA B 00BEKTOB IPOU3BOACTBEHHOM Cpe/ibl

KoHTpoIb HpoBeieHAs MOHHTOPHHTA YCIIOBHI IPOH3BOJCTBEHHOM Cpepl

Kontposne Bemenus 3ammceif B mporiecce HPOM3BOACTBA W KOHTPOJisi KagecTBa
JIEKAPCTBEHHBIX CPE/ICTB

Heobxoaumeie
yMeHHS

Pa3pa6a1‘bma'rb TJIaHBI ¥ KOHTPOJUPOBATH BHINNOJIHCHUE IIJIAHOB 110 KAYSCTRY

OneHUBaTh NPOLIECCH NPOU3BO/ICTBA H KOHTPOJIS KA4eCTBa JICKAPCTBEHHBIX CPEACTB

OnennBatn addexTrBHOCTH tdapmaneBTHIECKO# CHCTEMBL KauecTBa
JIEKApPCTBEHHBIX CPEZICTB

Viopasnare IpynmoBbIM OOCYXKICHHEM NPH IPOBEACHHH pACCICHOBaHHI IO
OTKJIOHEHHSIM, HECOOTBETCTBHSAM, PEKIAMAITASIM IIPH aHANH3e PUCKOB Ui KayecTBa
JIEKApPCTBEHHBIX CPEZICTB

BecTu neperoBopsl, JEIErHPOBATh MOJTHOMOYHSI, OCYIIECTBISTh B3aUMOEHCTRHE C
NEPCOHATIOM APYIHX HOAPa3AcICHIN

HpOHSBOIﬂ/ITL AHAJIAN3 COCTOSHHS MPOBCPACMBIX NPOLECCCOB H NOJACHCTEM H CHCTEMBI
JOKYMEHTAUHHU C TIO3HIMIA COOTBETCTBHSA YCTaHOBJICHHBIM TpeﬁOBaHHﬂM

HeobxonuMmeie
3HAHHA

Tpebosanna Cornamenns © €IWHBIX I[PHHOMOAX H OpaBmiaxX obpameHHs
JIEKapCTBEHHBIX CpelCcTB B pamkax EBpasmiickoro 5KOHOMHYECKOTO COF03a, HpaBHI
HaJyieKanieli NpoU3BOJACTBEHHOH NPAaKTWKH, HOPMATMBHBIX NPABOBLIX aKTOB H
CTaHJapTOB B 00JIACTH CHCTEMBI Ka49eCTBa JIEKAPCTBEHHEIX CPeICTB

Jluuensnonusie TpeGOBaHUS IPH NPOA3BOACTBE JICKAPCTBEHHBIX CPEICTB

HPHHIIHHBI CTAaHAPTHU3ALHNH A KOHTPOJIA Ka9CCTBA JICKAPCTBCHHEIX CPCACTB

Tpe6GoBaHMS K pETHCTPANMH JICKAPCTBEHHBIX CPEACTR

Jenonpon3BoACTBO, BHIB B (JOPMEI JOKyMEHTAIMA

MCTOJIBI CTaTHCTHYIECKOIro YNPABICHHA KAa4E€CTBOM, MaTEMaTHIECKOH CTATHCTHKH,
LIPUMEHSACMEIC ITPH OLICHKE PE3YJIFTATOB BEIIOJTHCHHBIX HCIIBITAHANA ¥ BaJIHJAIANA

IlpuHnums! pa3paboTKH JOKyMEHTAllHH M YIIpaBleHHWs perlaMeHTHpYIomed Hu
PETHCTpHpYIOIIE  JOKyMEHTamHed B  COOTBETCTBUH C  YCTAHOBJICHHBIMH
TpeGOBaHUAMU

PapmaleBTHIECKAs] MHKPOOHOIOTHS

Merozsl IpeAynpexAeHAs KOHTAMUHAIIAA W IepeNyTHIBAHAS TPOAYKIHH

IIpuHIUNE! BATHIALNHE TEXHOJOTHYECKUX MPOLECCOB H AHAINTHIECKHX METOIHK,
KBaTU(pHKaIUY IOMEIEeHAH 1 000pyI0BaHUS, HEDKEHEPHBIX CHCTEM

Otansl NPOeKTHPOBAHUA, KBATH)HUKAINY W IKCIUIyaTallHd 3JaHHHA, TOMEICHANR H
HHXCHEPHBIX CHCTeM (hapMalleBTHIECKOrO IPOU3BOACTBA U TpeOOBaHHAS K HUM

Oprannaanuﬁ TEXHOJOTHYECKONH U I/IH)KCHC])HOﬁ OOoATrOTOBKH IPOH3BOACTBA,
BCIIOMOTaTCIBHBIX MIDKCHEPHBIX CHCTEM

IprHIUIE pa3paGoTKH ¥ MOCTAHOBKH HA IPOM3BOACTBO HOBBIX JIEKAPCTBEHHBIX
cpencTB

Ilpyanumsl  o0ecreueHHs KAuecTBa HCTBITAaHWH  JICKapCTBEHHBIX  CPENCTB,
HCXOJHOTO CBHIPBS M YNAKOBOYHBIX MATEpHAJIOB, IPOMEXYTOYHOH NPONYKIHH H
00BEKTOB IIPOU3BOJICTBEHHOM Cpe Bl

Tpebopanus caHHTapHOro peXHMMa, OXpaHBI TpyZJa, MoxapHO# OGe3zomacHOCTH,
9KOJIOTHH OKpYXKaIOLIEH Cpeibl, HOPSIIOK AeHCTBHI IIPH pe3BBHAMHBIX CHTYaluaAX |

Hpyrue
XapaKTePUCTUKU
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3.2.3. TpyaoBas ¢pyaxknus

Opraausamus paboTsl IepcoHana YposeHs
HauMeHoBanue mopa3sieleHui 1o 00eceYeHUIO Koa | B/03.7 (noxypoBeHs) 7
Ka4eCTBa JICKAPCTBEHHBIX CPEICTB Kkpamuukamy ||
rovaono o | 0P Sl e | |
Kon PerncTpaimonsslit Homep
OpUrHHANIa npodeccHOHANBHOTO
craHaapTa
Tpynoesie IInasupoBaHrve NOTPeOHOCTH B IIEPCOHANE MOAPA3ACHCHHIl M0 OOeCIeueHHIo
JeHCTBHS KagecTBa
Oprarmsanmus oOydYeHHss ¥ OLIEHKH 3HAaHMH INepcoHala HOApasAeicHHH II0
obecreyeHnIo KayecTBa
TlonGop M amamTanus mepcoHayia MOApasjeieHmil mo obecnedeHHIO KavecTBa (B
9aCTH CBOHX IIOJIHOMOYHH)
Pacnpenenenue 3afad ¥ paGoT MeXIy HEPCOHAIOM TIOAPA3ZEICHHSA, KOHTPOIb KX
BBIIOJHEHHS
Oprasu3aiys peryIapHbIX MEAUIHHCKHX NMPO(HIaKTHICCKHX OCMOTPOB IIEPCOHAIa
nofipas/eneHuii no obecneueHUIO KauyecTBa
OueHka yc1oBuii Tpya (B YaCTH CBOHMX ITOJTHOMOYHI)
Heo6xoanmele OuernBaTh NOTPeGHOCTH B IEPCOHANE MOApa3 ieNieH il MO 00ecIeueH o KauecTa
YMEHHS OnennBath  npodecCHOHATHHO-KBANHQUKAIIMOHHBIA  YPOBEeHb  IEpCOHAla
Io/ipas/ielieHui o obecreyeHUIO KauecTBa
PaspabaTsiBaTh MEpONPUTHA IO aIaNTAlMH NepcoHaNa
CornacoBsIBaTh  JODKHOCTHBIE MHCTPYKIMH TIepCcOHANA MNOAPA3fECNCHAN MO
o0ecIeYe IO KayecTBa
ITnasMpoBaTh 1 onpenensTs GopMsl u MeTOLBI 00ydeHHs IepCoHaa
PazpabaThiBaTh cucteMy 3(PEKTHBHON MOTHBALMYE HEPCOHANA MOAPA3AEIICHUN TIO
obecnegeHnIo KauecTBa
IIpeaynpexaaTs KOHQIUKTHEIE CHTYALHH
AHanu3upoBaTh M OLECHMBATH JEATCNBHOCTh IIEPCOHANa TOApAa3felieHHs Ha
KOHKPETHBIX y4acTKax paboThl
BecTH neperoBopsl, AeIErHpOBaTh HOJHOMOYHSA, OCYIIECTBIATH B3aUMOMEHCTBHE C
COTPYAHHKaMH APYTHX IIOApa3eieHui
OCyIIECTBIATE KOHTPONIb COONIONEHUST MEPCOHATIOM CAaHWTAPHBIX  IIPABHIL,
Tpe6GoBaHMil OXpaHH! TPy, IPABHI BHYTPEHHEr0 TPYAOBOTO Paclopsika
Heobxommmere Tpynooe 3akoHoznaTenseTBo Poceumiickoii deneparmn
3HaHHA JIOKaJIbHBIE aKTHI 10 HANPABJICHUSAM JESTEILHOCTH

Bubl cTIMYIHPOBaHUS IEpCOHAIA

KanpoBblii MeHe IKMEHT

Hopwms1 nenoBoro o0meHAs ¥ KyIbTYpHI, TPoheCCHOHATBHOM ICHXONOIHH, STHKH H
J€OHTOJIOTHH

CanuTapHO-THTHEHHYECKHE TPEOOBAaHNS K IOMEIIECHHIM H NEPCOHAILY

BHIlBI, IpaBijia i NEPHOJUIHOCTD NPOXOXKICHUSA MCIOCMOTPOB

TpeboBanusi X OTYETHOM HOKYMEHTAlWW, CIPYKTYpa H COCTaB OTYETHOHM
JOKYMEHTAIHH T10 KaJipaM

TpebGoranus Hajexameii NPOM3IBOACTBEHHOM PAKTHKH, HOPMATUBHEIX TPABOBEIX
aKTOB M CTaHJapTOB B OONACTH CHCTEMBI KA9eCTBA JIEKAPCTBEHHBIX CPENCTB B
OTHOIIIEHHH IIepCOHATA
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TpeGoBaHus CaHMTapHOrO pEXHAMA, OXPaHEI TPYJAA, IOXApHOH Ge3omacHocTH,
9KOJIOTHH OKPYXAIOIIEH Cpeibl, IOPAIOK JSHCTBHIA IPH Ype3BBIMAHBIX CHTYAIAIX

Jpyrae

XapaKTCPHCTHKH

3.2.4. Tpynosas dyHKnust

E Opranusauys, IIAHAPOBAHHE X Vooserns
HaumenoBanne | COBCPHICHCTEOBARNE | Kon | B/04.7 (nonl;poseﬂb)
(apMaleBTHYECKOH CHCTEMBI KavyecTBa | KBAMHUKAIH
| TPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB |
Moo, O oo
Kon PerucrpaumoHHbiii Homep
OpHTHHaJa npoheCCHOHANBHOTO
CTaHzapTa
Tpynossie OpraEmsanus M KOHTpoJbk paboThl no ofecneyeHH:0 (YHKIHOHHPOBAHUS
JeHCTBHA dapManeBTHYECKOM CHCTEMEI Ka4eCTBa EKAPCTBEHHBIX CPENCTB
YTBepX)AeHHe JOKYMEHTOB (apMalleBTHIECKOM CHCTEMEI KavuecTBa
Opranuzanus MOHMTOpHHTa OOBCKTOB ¥ HpOIIeccoB  (papManeBTHuecKoro
IPOM3BOJICTBA
Opranusaims DOATOTOBKH (apMalleBTHYECKOTO IPOM3BOACTBA K IIPOBEICHHIO
BHEIIHHX MHCIEKIMH ¥ ayIHTOB, B TOM HHCJIE IO COONIONEHMIO YCTAHOBICHHBIX
TpeboBanmit
Mosutopunr  3thdexTuBHOCTH  (apMANEBTHYECKOM  CHCTEMEI  KayecTBa
JIEKAPCTBEHHEIX CPE/ICTB
MoHuTOpHHT COOTBETCTBHS (hapMaleBTHUECKOTO IMPOH3BOACTBA YCTAHOBJICHHBIM
TpeGoBaHHsIM
Opranu3zanus ¥ IPOBeICHAE COBEMIAHAMN 10 KAYECTBY
MOHUTOpHHT ® YTBEP)KICHHE KOHTPAKTHHIX NPOM3BOAMTENEH, IOCTABIIUKOB
HCXOJIHOTO CHIPhS H YIIaKOBOYHBIX MaTepHaJIOB
Paspaborka mmanoB  moBbmieHHS — dbdexTHBHOCTH  (apMaLEBTHYECKOTO
IpOU3BOJCTBA, YCTpaHeHHs Opaka B Oprany3alyu
CorsacoBanue (YTBepX/ICHHE) JOKYMEHTOB (papManeBTHIECKOH CHCTEME] KadecTBa
HudopmuposanMe mnepcoHama o ¢apMaleBTHYECKOd CHCTeMe  Kayecrsa
JICKAPCTBEHHBIX CPEACTB
Pazpaborka W yTBEp)KACHHE IIPOIECCOB IO YIYWIEHHIO KadecTBa TOTOBOHM
TIPOJYKLIHH 1 CHIDKEHHIO €€ ce0eCTOMMOCTH
Opraamsanus pabor 1O M3YYCHHI0O H  BHEAPCHHIO HAYYHO-TEXHUIECKHX
JOCTHXKECHHH, TMEPEeIoBOr0  OTEYECTBEHHOrO0 M 3apyOeXHOro OmbiTa  IIO
TIPOH3BOACTBY JIEKAPCTBEHHBIX CPEACTB
Heob6xomaMeie PazpabarsiBate nponecchl papManeBTHISCKOW CUCTCMBI KaJecTBa
yMeHHS AHanu3ApOBaTh COCTOSHHE OPOLECCOB H MOACHCTEM (apManeBTHIECKOH CHCTEMBI

Ka9€CTBa HA COOTBECTCTBUC YCTAHOBJIICHHBIM TpeGOBaHI/ISIM

OuenuBathb 9 HeKTHBHOCTE (apmaneBTHIECKOH CHCTEMEI KadecTBa
JIEKapCTBCHHEIX CPE/ICTB

ITpon3BOANTS AHANH3 OTYETOB (0630POB) IO KAYESCTBY JIEKAPCTBEHHEBIX CPEJICTB

OuennBares 3()GEKTHBHOCTE MEPONPHATHII 10 OOECHEYEHHIO H  YIIyYHICHHIO
KayecTBa

TlpuAnMaTs pelicHHEe 0 NOBTOPHOH 006paGOTKE MM IOBTOPHOM HCIOJB30BAHAN
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CEpHH VITH JacTy CEPUH NPOAYKINH, HE COOTBETCTBYIONIEH 3aJaHHEIM TpeOOBaHUAM

ITpoBouTh ayIuT KadecTBa (CaMOHHCIEKIMIO) hapMalleBTHYECKOro IIPOM3BOICTBA

OC}’]IICCTBHHTB YHIPaBJICHUC KOMILICKCHBIMH HaYYHO-TEXHUYECKHUMH ITPOCKTAMHA

PaspabareiBarh MpPeUIOKEHHA O YIYUYMICHHIO JEATENFHOCTH (apMaleBTHYECKOrO
IIPOH3BOJICTBA, COCTABIIATH ILIAHEI paboT H OCYLIECTBIATH X KOHTPOJIb

BecTu meperoBopsl, ZeNErAPOBaTh OJHOMOYHS, OCYIIECTBIIATh B3aUMO/IEHCTBHE C
HEPCOHATOM APYIHX HOApasaeeHuil

Heobxogumeie
3HAHUA

TpeGoBanmsa CornameHus O eIHHLIX TPUHIMIAX H MNpaBHIax obpameHus
JIEKapCTBEHHBIX CPEICTB B paMkax EBpasuiickoro sSKOHOMHYECKOTO COK03a, NPABHII
HaJuIexanel IpOHM3BOACTBEHHON NpPaKkTHKH, HOPMATHBHBIX IPABOBHIX aKTOB H
CTaHJAPTOB B 00JaCTH CHCTEMBI KaueCTBa JIEKapCTBEHHEBIX CPEICTB

JInmieH3nOHHBIE Tpe60BaHKSI TP IPOU3BOACTBE JICKAPCTBCHHBIX CPCIACTB

HpPIHI.lPIIII:I CTaHJAPTH3AIlMH B KOHTPOJIA Ka4eCTBA JICKAPCTBCHHEIX CPEACTB

ITocnencTrus HecoOmoOIeHHAS JIALICH3WOHHBIX Tp€6OBaHI/II71

TpeboBanms K perucTpanyiy JIeKapCTBEHHbIX CPEJICTB

Jlenonpon3BoacTBo, BAMB! H HOPMEI JOKYMEHTaIHH

MeTtoapl CTaTHCTHYECKOTrO YHpaBJICHUS Ka4€CTBOM, MaTeMaTHIeCKOH CTaTHCTHUKH,
MIPHMEHSICMBIC ITPHA OLICHKE PE3YJIBTATOB BHIITOJIHCHHBIX WCIBITAHUHN U BATHIAITHA

IpuHIMOBL pa3paboOTKH JOKYMEHTAlWM H YIpaBlIeHHs pErJIAMCHTHpYIOEH H
peTHCTpHUpyIOIeil  NOKyMEHTallueli B  COOTBETCTBHHM C  YCTAHOBJICHHBIMH
TpeOOBaHMAMH

dapManeBTHYeCKas MEKPOGHOIOTHS

Merozs! peynpeskIeHus KOHTAMUHAIINH U IepPeNyThIBAHMS IPOAYKIAH

ITpyHIHUOBEL BATHIAMH TEXHOIOTHUECKHX NPOIECCOB H aHAIHTHYECKHX METOMHK,
KBATH(HKAMH MOMEIIEHHH B 060pyI0BaHHS, HEXKEHEPHBIX CHCTEM

J7ansl MPOSKTHPOBAHKSA, KBATH(HKAIMK M SKCILUTyaTallMd 3JaHHH, TOMEIIECHHH |
HHKEHEPHBIX CHCTEM (hapMarieBTHYecKOro IpOM3BOJICTBA M TPeOOBaHHS K HUM

Opralmaauna TEXHOJIOTHIECKOH H HH)I(CHCPHOﬁ IIOATOTOBKH HPOH3BOACTBA,
BCIIOMOTaTEJIbHBIX HHXXCHEPHBIX CHCTEM

TpuHUMIE pa3pabOTKH ¥ MOCTAHOBKY HA OPOU3BOACTBO HOBHIX JIEKAPCTBEHHBIX
CpeJICTB

Ilpuranumer  obecrmeueHAs KadecTBa HCIBITAHHWM  JIEKapCTBEHHBIX CPENCTB,
HCXOJHOTO CBHIPhS H YIAKOBOYHBIX MATCPHATOB, IIPOMEKYTOYHOM MPOAYKIMH H
06BEKTOB IIPOH3BOJICTBEHHOM CPEIBI

TpeboBaHUS CaHMTApHOIO PEXKKMA, OXPaHBl TPYAa, I[OXKApHOH Ge30macHOCTH,
9KOJIOTHH OKpYXKalOIeH Cpebl, IOpsAA0K AeHCTBHH Npy Ype3BRIHaliHbIX CHTYAIUIX

Hpyrue

XapaKTePUCTUKHA

3.2.5. Tpynosan QpyHKnus

HaumenoBanune

TIponcxoxnenne
TpyAoBo# (yHKIMH

OreHKa JOChE HA CEPUI0 j v
| 'OBCHb
JIEKAPCTBEHHOTO CPEACTBA C - P
P pel Kon | B/05.7 (noxyposeHs) 7
ohopMIIeHHEM peleHHS O BBITYCKE B | KBATHOWKALMH
obpaieHue i
e —— 3auMCTBOBAHO U3

opurmBara |

Kox PeruCTpalMOHHEIH HOMep
OpHIHHAIa 1po)eCCHOHANEHOrO CTaHapTa
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Tpynossie
eHcTBAS

KonTpons 3amonHeHHd TOKyMEHTAIMK HA CEPHIO JIEKAPCTBEHHOTO CPEACTBA (HOChe
Ha CEpHIO0)

OneHka COOTBETCTBHA CEPHH JICKAPCTBCHHOI'0O CpeACTB2 H IIporecca €€
TNIPOU3BOACTBA YCTAHOBJICHHBIM TpeGOBaHI/ISIM

HpOBepKa COCTOSIHUA BaAJIMAAIHA TEXHOJIOTHYCCKHUX HNPOMCCCOB M AaHATMTHYCCKHX
MCTOIOUK, HCIIOJIB30BAHHEIX ITPH ITPOM3BOACTBE CEPHH JICKAPCTBCHHOI'O CPEACTBA

IIpoBepka JIETHTUMHOCTH pPa3pelICHHBIX OTKIOHGHHH OT METOOHK KOHTPOJA HIH
HEe3aIllTaHHPOBAHHBIX N3MEHEHHH TEXHOJIOTHIECKOI0 nmponecca UX YCTaHOBJICHHBIM
TpeboBaHuIM

INonTeepxaeHWe mpoBeJEeHAS BCeX HEOOXONUMBIX IPONEAYP M HCIBITAHMHA
JIEKapCTBEHHBIX CPEICTB, HMCXONHOTO CHIPhS H YNAKOBOYHBIX MAaTepHAIOB,
IPOMEKYTOYHOM IpOAYKIHH H OOBEKTOB IPOM3BOICTBEHHOH Cpe/Ibl

IonTBep:KICHHE HPOBEACHHS BCEX ayJWTOB (CAaMOHHCHEKIMH) B COOTBETCTBHH C
(bapMaleBTHUECKON CHCTEMOM KA4eCTBa JIEKAPCTBEHHbBIX CPEACTB

OueHxka Beex (HakTOpoB, KOTOPbIE MOTYT BJIHATH HA KAa4eCTBO BEINTYIIECHHOH cepUM
JIGKapCTBEHHOTO CPEACTRA

OdopMrieHne pemeHus O BBITYCKE CepHH MPOAYKIHH B obpallieHHe WiH s
HCIIO/IB30BaHNUA B KIIMHIHYIECKAX HCCIICHAOBAHHUSX

IToaroToBka NOpPeIVIOKCHHMH IS aHAIH3a H CHCTEMATH3AUHH WHQOPMALHH 110
(apmareBTHIECKOI CHCTEME KAYECTBA

Heo6xoaumsie
YMEHUT

OneHuBaTh NOKYMEHTAOHIO IO IPOH3BOJCTBY CEPUH NPOAYKIHH B OTHOINECHAH
6e30macHOCTH, 3¢()eKTHBHOCTH H Ka9€CTBA TOTOBBIX JIEKAPCTBEHHEBIX IIPETIApaToB, B
TOM YHCIIE ¥ IS KITMHHYESCKHX HCCIENOBaHHH

OdopmisTs pellleHHs 0 BEIYCKE OPOAYKIHH B 0OpalieHAe

HpOI/ISBOZ[I/ITL aHAJHN3 [IPUYXH BHIABJICHHBIX OTKJIOHEHMH M HECOOTBETCTBHH, aHAIN3
PHCKOB UL Ka9eCTBA TOTOBOH OpOAYKITHA

ITpousBoauTh aHAIN3 0TIETOB (0030POB) MO KAYeCTBY JIEKAPCTBEHHBIX CPEJICTB

HpHMeHS[TI: Me)KJII/ICI.II/IHJ'II/IHapHBIﬁ IIOAXO4 HpH AaHAJIH3C PHCKOB I KavYecTBa
JICKapCTBEHHBIX CPEACTB

ITpon3BOAUTE aHAIN3 COCTOSHUS (PapMaleBTHIECKON CHCTEMBI Ka4€CTBa

OneHNBaTh CTEINEHb 3HAYMMOCTH BBIIBJICHHBIX H3MEHEHHH H OTKIOHEHMH Ha
COOTBCTCTBHEC YCTAHOBJICHHBIM TpesOBaHI/ISIM

BecTH meperoBopsl, JAeIerHpoBaTh MONTHOMOYMS, OCYILECTBIATh B3aNMOICHCTBHE C
[IEPCOHAIOM JPYTHX Mopa3ieNieHuit

Heobxonumeie
3HAHUA

TpeboBanus CornanmeHus O eIUHBIX NPUHONNAX U IpaBHIaxX 0OpalieHUs
JIEKapCTBEHHBIX CPE/ICTB B paMKax EBpasuiicKOro 3KOHOMHYECKOTO COF03a, IIPABHII
Ha[UIeXallell IPOM3BOJACTBEHHON IIPaKTHKH, HOPMAaTHBHBIX IPaBOBBIX aKTOB H
CTaHJapTOB B 00JIACTH CHCTEMBI KaueCTBa JIEKAPCTBEHHBIX CPEJICTB

JInueH3noHHbIe Tpe6013annz IIPH ITPOU3BOACTBE JICKAPCTBCHHBIX CPECICTB

IMocnencTBus HeCOOTIOACHIM THIICH3HOHHBIX TPEOOBAHMM

HpHHI.IHIILI CTaHJIAPTHU3AIMH U KOHTPOJIA Ka4E€CTBA JICKAPCTBCHHEIX CPEICTB

Mertons! cTaTHCTHYECKOTO YIIpaBJICHUSI Ka9€CTBOM, MaTreMaru4deckoi CTaTHCTHKH,
IIPUMEHAEMBIC IIPU OLCHKE PE3YJIbTaTOB BEIMTOJIHCHHBIX VCTIBITAHMH ¥ BTN aluN

Pernamenrupyromass ¥ perucTpapyiomas XOKyMeHTanus (apMmareBTHIecKoit
CHCTEMBI KauecTBa

Metombl ¥ HHCTPYMEHTHI YIpABIECHHS DPHCKAMM IS KAuecTBa JIEKapCTBEHHBIX
CpencTB

Meroasl MOMCKAa IPUYHH HECOOTBETCTBUH YCTaHOBIEHHBIM TpeOOBAaHMAM IIpH
TIPOM3BOJICTBE JIEKAPCTBEHHEIX CPEICTB

Meronsl ¥ HMHCTPYMEHTHL IPOBENEHHSA AayAHTOB KadecTBa (CaMOMHCHEKIIWH)
(hapMalleBTHIEeCKOT0 IPOM3BOJCTBA, KOHTPAKTHBIX NPOH3BOAHUTENCH, MOCTABIIAKOB
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HCXOJHOTO CBIPhA M YIIAKOBOYHBIX MaTEPHAJIOB

Ocobennocta IIpOIECCOB OIIPENCIICHUS BepOﬂTHOCTeﬁ W NPUYHH BO3HHKHOBCHHS
OTKJIOHEHHH, BO3MOXXHOCTH HX YCTpaHEHHSA

dapManepTHUCCKas MUKPOOHOJIOTHS

dapmanepTHdecKas TEXHOIOTHS B OTHONICHUN FOTOBOH MPOIYKIMA

MeTogs! hapMaKoneHHOr0 aHaJN3a B OTHOHIEHHH TOTOBOH ITPOTYKITHH

OlneHKa pUCKOB IIPH KOHTAMUHALH U [IEPEIly THIBAHUY IPOAYKIHA

Jenonpou3BoacTBo, BuAb! X GOpMBI JOKYMEHTALIMH

TIpHHIMIE] BaIHAAlHK TEXHOJOTHMYECKHX MPOIECCOB H aHATHTHYECKHX METOIVK,
KBaJIM(UKaIUU TIOMEIIeHHH 1 000pyAOBaHNS, HHXXEHEPHBIX CHCTEM

OTalnsl NPOeKTHPOBaHMA, KBATHGWKAIMK W SKCIUIyaTalliy 3[aHui, MoMeIeHult u
HMHXKCHEPHBIX CHCTEM (hapMalieBTHIECKOTO IPOM3BOACTBA ¥ TpeOOBAHMUS K HEM

Opraﬂnsaupm TEXHOJIOTHYECKOH | PIH)KCHCpHOﬁ NOATOTOBKHA IIPOU3BOJICTBA,
BCIIOMOT'aTC/IbHBIX HH)XXCHCPHBIX CHCTEM

ITpunmuner pa3spaboTkM M IOCTAHOBKH Ha IPOM3BOJICTBO HOBBIX JIEKapCTBEHHBIX
CpEIICTB

Ipusnuns: obecriedenns KauecTBa HCIBITAHMUI JIEKAPCTBEHHBIX CPEJICTB, HCXOMHOTO
CHIDBSl H YIAKOBOYHBIX MAaTEpPHAIOB, MPOMEKYTOUHOM HPOAYKIHH H OOBEKTOB
IIPOM3BOACTBEHHOM cpebl

OneMeHTHl [UIaHUPOBaHHS KJIMHAYECKHX HCCICHOBaHWMH, HCCNENOBAaHHA IO
H3YYECHHUIO CTaOHIIBHOCTH JIEKapCTBEHHBIX CPEJICTB

Topsinox rocyapcTBEHHOM pPerdcTpalMi JIEKapCTBEHHBIX IPENapaToB, BHIAYH
paspemieHuMi Ha NpoBelNeHHE KIMHHYECKHX HMCCICHAOBAHMH  JIEKapCTBEHHBIX
OpenapaToB X TPeGOBaHMA K PETHCTPAIlHOHHOMY JOChe Ha JICKApCTBCHHBII
npenapar

Topsinox Beo3a B Poccuiickyio ®enepauuro u BeiBo3a u3 Poccniickoit denepanmu
JIEKAPCTBEHHLIX TIPENapaToB IS IIPOBEACHUS KINHIHICCKHX HCCIIE/IOBAHMH

TpeGoBaHus CaHWTAPHOTO pEXUMa, OXpPAHBI TpPyZAa, NoxapHo#t Oe3omacHocTH,
9KOJIOTHH OKpPYXKaIOILeH Cpebl, MOPINOK AeficTBHI U Ype3BhYAHHBIX CHTYaluAX

Hpyrue

XapaKTEePUCTHKH
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IV. CBenenns 06 oprann3anaax — paspadoT4nKax NpoghecCHOHAIBLHOTO CTARAAPTA

4.1. OTBeTCTBEHHA OPraHM3ANMA-PAIPACOTIUNK

O6mepoccruiickas o6mecTBeHHas OpraHu3auas «PocCHICKMIl COI03 MPOMBIIUICHHAKOB H
npeAIpHHHAMaTeneii», ropoj Mocksa

Ynpapngromuii ZupeKTop
Yrpasienns pa3sBHTHA KBanudukammit Cmupnosa I0mns Banepbesna

4.2. HanMeHOBaHHA OPraHH3ALHI-PA3PA0OTIAKOR

Acconpanas MexIyHapoIHbIX ¢apManeBTAYECKUX MPOU3BOUTENEH, ropox Mocksa

N | =

Acconmanus npousBouTeNneii papManeBTHYECKOMH MPOAYKIHH H U3AEHA MEIHLIHHCKOTO
HasHadeHHg, ropoa Mocksa

Acconmanus poccuiicknx papMaLeBTHIECKHX IPOU3BONHTENEH, ropos Mocksa

Coto3 «HanmonaynpHas ®apmaneprudeckas [anaray», ropon Mocksa

Coto3 ITpodeccronansubix Papmanepradeckux Opraamsauuii, ropog Mocksa

AN AW

®I'BOY BO «llepsoiit MockoBckuit rocyiapcTBEHHBIH MEAULHHCKHM YHABEPCUTET HMEHH
H. M. CeuenoBa» Munsapasa Poccun, ropog Mocksa

! O6mepoccHiicKiti KIacCH(HKATOP 3AHATHIL.

2 O6mepoccuiickuit KTACCHPHUKATOP BUIOB SKOHOMHYECKOH AEATENbHOCTH.

® Nipukas Munsnpasconpassutas Poccum ot 12 ampenst 2011 r. Ne 302 «O6 yTBepkmeHUH NepeyHell BpeIHBIX H (HIIH)
OI4CHLIX OPOM3BOACTBEHHBIX (hakTOpOoB M paloT, IpH BHIIOJIHEHHU KOTOPBIX IIPOBOAATCA 00A3aTeAbHBIE NPEABAPHTEIBHEIE U
HepHoAUYECKHe MEIUUMHCKHE OCMOTpHI (obcnenopanus), u Ilopsanka NpoBefeHHA OGA3AaTENBHBIX HPEIBAPHTENBLHBIX M
NEPHOIMYECKUX MEIMLMHCKUX OCMOTpOB (0GcnemoBaHuit) paGOTHHKOB, 3aHATHIX HA TAXENBIX padoTax M Ha paborax c
BpedHBIMM M (WIH) ODacHBIMHM YCIOBHSAMH TpyAa» (3apeructpupoBaH MumoctoM Poccum 21 oxra6ps 2011 r,
peructpaunosHbi Ne 22111), ¢ H3MEHeHUAMH, BHECEHHBIMH TIpHKa3aMd MyH3gpaBa Poccum ot 15 mas 2013 r. Ne 296H
(3apeructpupoBad Musoctom Poccuu 3 monsa 2013 r., perrcrpauuonHsiét Ne 28970) u ot 5 nexabps 2014 r. Ne 801n
(3apeructpuposan MumoctoM Poccrn 3 despaini 2015 r., perucrpanmonnsiit Ne 35848).

* E b1t KBaMH(HUKANMOHHEI} CHPaBOYHUK AOKHOCTEH pyKOBOAUTeNEH, CTIELHATIHCTOB U CITyXallHX.

3 O6mepoccuitckuit KraccudukaTop TpodeccHii paGouHX, JOIDKHOCTEH CIy KA B TAPHHBIX PasPAIOB.

¢ OfmepoccHiickuit KIacCHPHUKATOP CIIEUHATBHOCTEH IO 00pa30oBaHuUIO.

7 ®enmepansHbii 3ak0H oT 31 smpaps 2016 T. Ne 5-®3 «O parnduxauuy COrNAIIeHHs O eMHBIX NPHHIMNAX H NpPaBHIIax
ofpameHus JIeKapCTBEHHBIX CPeICTB B paMkax Espasmiickoro >koHOMHYEcCKOro coio3a» (CobpaHHe 3aKOHOAATENbCTBA
Poccutickoit @enepaumm, 2016, Ne 5, ct. 557).

8 Pemenme Comera Espazuiickoll 3xoHOMuEIecKol komuccuu ot 3 Hoabps 2016 r. Ne 77 «O6 yreepxnermu [lpasun
HajieKalel MpON3BOACTBEHHOM NPaKTHKK EBpasHiicKoro SKOHOMHYECKOTO COI03a» (OMyGIMKoBaHO Ha OQUIHMATIEHOM calite
EBpasulickoro 5SKOHOMHYECKOro coo3a http://www.eaeunion.org 21 Hos6ps 2016 r.).


http://www.mosexp.ru#  
http://files.stroyinf.ru/Index2/1/4293743/4293743976.htm

