EBPA3UNCKASI SKOHOMUYECKAS KOMUCCHS
COBET

PEIMEHUE

«04» urong 2023 r. Ne 76 r. MockBa

O BHecennu uzmenenuii B [IpaBuiia Hapiexanne MPOHU3BOACTBEHHOM
npakTuki EBpa3uiickoro ’KOHOMHYECKOI0 COKH03a

B coorBerctBun co crareamu 30 u 56 [loroBopa o Epasmiickom
OKOHOMHYECKOM cor3e ot 29 wmas 2014 ropga, nyskrom 14
[Iporokosa © [pUMEHEHWHM CaHUTApHBIX, BETEPHMHAPHO-CAHUTAPHBIX
¥ KapaHTUHHBIX (UTOCAHUTApHBIX Mep (mpuiioxkeHue No 12 K ykasaHHOMY
Horosopy), crareeit 9 CornameHus O €IUHBIX NPUHIUNAX M IIPaBUIIAX
OOpallleHMsl  JIEKapCTBEHHBIX  CPeICTB B pamkax  EBpasuiickoro
9KOHOMHMYECKOro coro3a oT 23 jexadbps 2014 rona, nmyHkramu 57 u 82
npuioxenus Ne | k Permamenty paborel EBpasuiickoi 5KOHOMHYECKOH
KOMHCCHM,  yTBepikIeHHomy  Pemenuem  Bricmiero — EBpazwuiickoro
OKOHOMUYECKOro cosera oT 23 nekadpst 2014 r. Ne 98, Coer EBpazwuiickoii
HYKOHOMHUYECKONW KOMHUCCHH P € Il U JI:

l.Buectn B IlpaBuna Hajsiexaiied HTPOU3BOACTBEHHON MPAKTHKU
EBpa3suiickoro 3KOHOMHYECKOro coro3a, yrBep:kiacHHble Pemrennem Cosera
EBpasuiickoli 9KOHOMHYECKOH Komuccuu ot 3 Hosibps 2016 r. Ne 77,

M3MCHCHHS COIJIACHO IMPHIIOXKCHHALO.



Z
2.Hacrosimmee  Pemienuwe  BeTymaeT B CHIYy 10 HMCTEUYEHUH

30 xayseHAApHBIX JIHEH ¢ JaThl ero OpUIHAIILHOTO OMYOJIMKOBAHMSL.

Huaensl Cosera EBpa3uiickoii 'KOHOMHYECKOH KOMHCCHH:




ITPUJIOKEHUE

Kk Pemenuro Cogera
EBpasuiickoit 5KOHOMUYECKOH KOMUCCHH
ot 4 urons 2023 r. No 76

U3MEHEHMUWA,
BHocuMbIe B [IpaBuna Hapnexkameil Npou3Bo/ICTBEHHOH NMPAKTHKH
EBpa3uiickoro 3K0HOMHYECKOr0 coI03a

1. B mpennoxeHuy 4eTBepTOM IMOJNYHKTa «X1v» MyHKTa 1.4 rimasel |
yacTH | c7ioBO «(MJIH)» UCKITIOYHTh.

2.B ab3aue cegpbmoM nojpaznena 1.5 momomHeHust No 1 Kk ykazaHHBIM
[IpaBuiam CJIOBO «MEPOTPUSITHI 3aMEHUTh CJIOBaMH
«H IPEenyHPEKIA0LINX JEUCTBUIN.

3.B a0zaue BropoMm mynkTta 1.7 momonmHenwss Noe 2 K yKa3zaHHBIM
IIpaBuiam ciioBo «creLupHUKaLMs) 3aMEHUTh CIOBOM «CIEl(UKaIAsIM,
CIIOBO  «MEPONPHUATHHY» 3aMEHUTh CIIOBAMU «H  [PELyNpPExHAarOIHX
IeCTBUI.

4.B abzaune nepom mnogpazmena 3.2.3 riasel III uactu III cioBa
«(KOppeKTHpYIOIIHe U MpeaypexIaiomnme aeicTus, corrective action and
preventive action, CAPA koppekTupyolie u JIeHCTBUSA)» 3aMEHUTD
clioBaMHM  «(TJIaH KOPPEKTUPYIOUIMX W IPEAYNPEKIAFONIMX  JIeHCTBUA,
corrective action and preventive action, CAPA)».

5.B nmomomnenuun Ne 4 k ykazanueiM llpaBunmam cioBa «Cucrema
KOppeKkTupyromux (npegynpexjaaronmx) ngedcreuit (KAITA)» * 3ameHuTDH
ciioBamMu  «IInaH KOppeKTHPYIOIIMX M NOPeIyNpexAAOMX AeHCTBHH

(CAPA)».
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6.B npunoxenun Ne 2 x ykazanueiM [lpaBuiam cioBa «MOXKeT
IPUMEHSTECS PYKOBOJCTBO I10 IIpaBUJIAM HaUIEXKAILEr0 BBIPAIMBAHUS U
cbopa HMCXOIHOTO CBIPbS PACTUTEILHOIO IPOMCXOXKJIECHHUS.» 3aMEHHUTh
clioBaMu «IIpuMenstoTest [lpaBuiia Hajuiexkaiieid MpakTHKH BBIPAIMBAHUS,
cbopa, 00paOOTKM M XpaHEHHsI HCXOIHOIO CBIPbS PACTUTEIBHOIO
OPOUCXOXKIEeHHs,  yTBepxKaeHuble Pemenuem  CoBeta  EBpaswuiickoit
SKOHOMHUYECKON KOMHUCCHH OT 26 stuBapst 2018 r. Ne 15.».

7. B npunoxennn Ne 3 k ykazanHeiM [ IpaBunam:

a) IO TEKCTy CJIOBa «PaJMOAKTHBHBIE IPEIIECTBEHHUKH» B
COOTBETCTBYIOUIEM IIaJI€)KE 3aMEHUTH CJIOBAMM «pajnodapMaleBTHYECKUe
IIPEKYPCOPEI» B COOTBETCTBYIOIIEM I1aJ1eKe;

0) B IpeIoKeHUH BTOPOM TIyHKTA 45 CIIOBO «MEpPONPHUITHS»
3aMEHHUTE CIIOBOM «IeHCTBUS;

B)B  abszame  derBepToM  pasmena  «OmpeneicHus»  ClioBa
«paguoaKTUBHBIN PEe/IIIECTBEHHUK 3aMEHUTh CIIOBaMU
«panuodapMaIeBTUIECKUN IIpeKypcop (mpexypcop
panuo(apManeBTHIeCKOro JISKAPCTBEHHOTO TIpernapara)y.

8. IIpeioxkenns naroe U mecroe ab3ana BToporo paszzeia «IIpuaimm»
npuiioxkenus Ne 7 Kk ykazaHHbIM llpaBuiaMm 3aMeHUTH TpeIOKEHHEM
CIIEYIOLIEro COAepKaHusd: «YKa3aHus 110 cucTeMe oOecrieueHus KayecTBa
O IpaBHJIaM HaJUIeXKAaIlero BhIpallliBaHUsl U cOOpa pacTeHMH NPUBEACHE B
ITpaBuiax Hajjmexaniei NpakTUKXA BbIpalliuBaHus, cOopa, oO6paboTku u
XPaHEHUs]  HCXOJHOIO CBIPbS  PACTUTEJIBHOIO IPOUCXOXKICHHUS,
yrBepxkaeHHbIxX PemenneM Cosera EBpasuiickoil 53KOHOMHUYECKOH KOMUCCHH
oT 26 stuBapst 2018 1. No 15.».

9. Ilpunoxkenne Ne 15 x ykazanueIM [IpaBuiam H3JI0XKHTH B

cneﬂy}omefz’l PEOAKLINI:



«[MTPUJIOXXKEHME No 15

K IIpaBuiiam Hamiexaniei
IIPOU3BOJICTBEHHON MIPAKTUKH
EBpasuiickoro s5KOHOMHYECKOro coro3a

TPEBOBAHUWA
K KBaJH(PUKANUN U BaJUAAIUN

[ Tpunur

Hacrosmume TpeboBanust cojiepxar OIMcaHue HPUHIIUIIOR
KBAM(UKALMKY U BaIMAALUH, TPEMEHUMBIX K TOMEIIEHUSIM, 000PYI0BAHUIO
M HMHXKEHEPHBIM  CHCTE€MaM,  HCIOJb3YyeMbIM  JUIST  IIPOHM3BOJCTBA
JEKapCTBEHHBIX IIperaparoB, a TakkKe K IpolleccaM IPOH3BOJICTBA
JeKapCTBEHHBIX IpenaparosB. Kpome Ttoro, Hacrosimue TpebGoBaHusi MOTryT
OBITH MCIIOIB30BaHBl KaK HOIOJIHUTEILHOE PYKOBOJICTBO TPH MPOU3BOJICTBE
aKTUBHBIX (papMaleBTUYECCKUX CYyOCTaHIMMi Oe3 BBEIEHHs JOIIOJHUTENBHBIX
TpeOOBaHMi K  yKa3aHHBIM B uwactd Il IlpaBun  majmiexaei
IPOU3BOJICTBEHHON IPAaKTUKU EBpazuiickoro 3KOHOMHYECKOI'0 COMO3a,
yTIBepkaeHubx Pemennem Cosera EBpa3zuiickoil SKOHOMHYECKONH KOMUCCHH
oT 3 nost6pst 2016 r. Ne 77 (nanee — [1paBuia).

B nmemsax peanmsanuu  TpeOoBanuit  I[lpaBun  mpowmsBommTesn
OCYIIECTBIISIET KOHTPOIb KPUTHYECKHX AacleKTOB CBOEH JIeATelLHOCTH
IOCPEACTBOM KBaIM(UKALMA W BalMIAIlMH  IIPOLIECCOB IPOU3BOJICTBA
1 000pyZ0OBaHUsl HAa BCEX CTAAMSIX JKU3HEHHOTO LMKJIA (GapMaleBTHIeCKON
NPOAYKIMM (Jlanee — MPOAYKIHs) U Ipoliecca ee Tpou3BojacTsa. JIroOble
3aIIaHAPOBAaHHEIE H3MEHEHHUS B YCTPOMCTBE MOMEIIeHUH, B 000py/I0BAHNH,
HIDKEHEPHEIX CHUCTEMax M IIpoleccax INPOM3BOJCTBA, KOTOPBIE MOIYT

MOBIMATH ~ Ha  KauyecTBO  NPOAYKLUMH,  HEoOXoauMo  ohOpMIISLTH
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JOKYMEHTaNnbHO. Taxke HeoOX0IMMO OlIeHWBATh BIMSHHE TaKUX M3MEHEHUH
Ha COOTBETCTBYIOIIHMH BAIUAALMOHHBIN CTATYC MM HA CTPATETUI0 KOHTPOJIS.
KoMIproTepr3HpoBaHHbIE  CUCTEMBI, HCIOJB3YeMbIe JJIsi [IPOM3BOJCTBA
TOTOBOM  HPOAYKLHWH, I[OJJIeXaT BaJWJallMd B COOTBETCTBHH  C
TpeOOBaHMAMH, NPUBEIEHHBIMU B npuioxeHun Ne 11 x IIpasunam. Kpome
TOr0, HEOOXOUMO YUUTHIBATE YKA3aHUs, peycMoTpernbie riasamu 11 u 111

yactu III [IpaBui.

OO0I111HE TTOIOKEHUS

Ha mnporsbKeHMHM KM3HEHHOTO MHKIA MPOIYKIHH HEOOXOIUMO
IIPUMEHSTH [OAXO0J YIPABIEHUS PUCKAMH [JIS KAayecTBa, B TOM YHCJIC sl
KBaIMDUKALMU ¥ Baluaaluy. PermeHus o rpaHuiiax W oObeMe IpOBEICHUs
BAIMAALIMH U KBATU(GUKAITHH, KOTOPEIE SBJISIOTCS KOMIIOHEHTAMM CHCTEMbI
YIpaBJIEHUS pUCKAMH IS KadecTBa, JOJDKHBI OCHOBBIBATHCS — HA
0DOCHOBaHHOW ¥ JTOKYMEHTHPOBAHHOW OIEHKE PHCKOB B OTHOIIEHWH
IIOMELICHUH, 000pylOBaHUS, HHKEHEPHBIX CHCTEM, HCIOIB3YEMBIX JIsl
IIPOU3BOJCTBA JIEKAPCTBEHHBIX IPEMapaToB, a TAK)Ke PHUCKOB, CBI3aHHbIX
C IIpolleccaMu IPOM3BOJICTBA. PeTpocrekTHBHAS BaluIallMsl He sBIISETCS
IpUEMIIEMBIM TTOAX010M. JlaHHbBIe, TOATBEPIKAAIONINE KBATH(PUKALIMOHHBIE 1
(MmM) BaNMOAIIMOHHBIE MCCIEIOBAHUS W IMOAYUYEHHBIE M3 MCTOYHUKOB,
HaxO[sIMXCd 3a IpejenaMu COOCTBEHHOM BaJIMJAIIMOHHOW IPOrpaMMEI
IPOM3BOAMTENS, HCIOIB3YIOTCS IIPH  YCIOBHM HAIH4Ms IIMCHMEHHOTO
000CHOBaHMSI, KOTOPOE MOATBEPIKAAET BO3ZMOMKHOCTL UCIIOAB30BAHUS TAKOTO
HOAX0Ja, 4 TakKe TapaHTHUPYeT  BBIIOJHEHHWE  COOTBETCTBYIOLIMX
KOHTPOJIBHBIX MEpPONPUSATHH Ha MPOTSIKEHUH Mpollecca cbopa Takux
nanHbiX. Takoe 0oOOCHOBaHHE BKIIIOYAETCS! B BAIMTAMOHHBIA MacTep-IUiaH
WM WHBIE JOKYMEHTHI [0 BAJHJIAIMH. TakKe ero JomycKaercss BKIIOYATh B

COCTaB pErucTpaluoOHHOIO JOCHE JICKAPCTBECHHOI'O npernapara.
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1. Opranusanus 1 IIaHUPOBaHUE KBATH(GUKAIIMN U BAJIH ALK

1.1. HeoOxoaumMo mnIaHMpOBaTh MpOBeACHUE KBATU(GUKAIIMOHHBIX U
BaIMJALMOHHLIX MEPONPHUATHH, a Tak)Ke [PUHUMATL BO BHHMAaHHe
KM3HEHHBIM IHKI [TOMEILEHHH, 00O0py/TOBaHMS, HMHXEHEPHBIX CHCTEM,
IIPOLIECCOB IIPOMU3BOICTBA U POy KITHH.

1.2. Kpaymukanusd ¥ Balufanusl [AOJDKHBL IPOBOJUTHCS  TOJIBKO
OOYYEHHBIM IIEPCOHAJIOM B COOTBETCTBUHU C IPOIEYPAMHU, YTBEPIKICHHBIMU
IPOU3BOAUTENIEM JIEKAPCTBEHHBIX IIPEIIapaToB.

1.3. Topsinok MIOAYUHEHHOCTH nepcoHana, 3aHUMAIOLLEerocs
KBIMDUKaLMe W  Bamujammeil, ompejpensieTcss B COOTBETCTBUM €
(papmaneBTuyeckoil  cuctemMod  kaudectBa. JlomycKaeTcs  BBIIOJHEHHUE
KBAIM(DUKAIMU U BaIUJAMU CIIykOamMu oOecriedeHrs KauecTBa U KOHTPOJIS
KauecTBa. Heobxomumo obecneunTs NpUEMIIEMBIH KOHTPOIb CO CTOPOHEI
ciry k0 obecrieueHus] KauecTBa M KOHTPOJISI Ka4ecTBA Ha IPOTSHKCHUU BCETO
BAJIMIAIIMOHHOTO LIHKJIA.

1.4. KiiroyeBple 3J1eMEHTHI IIPOTrpaMMBl BAMOAIMU M KBANIH(DUKALIMKA
IPEAIPUATUS JODKHBL OBITH YeTKO OIpeleleHbl u OhOpMIIEHLEI B BHUJE
BATMIAIMOHHOI0 MacTep-IUIaHa WiId DKBUBAJIEHTHOIO JOKYMEHTA.

1.5. BamumannonHelii mMacrep-IjaH WM SKBUBAJICHTHBIH JIOKYMEHT
JOOJDKEH OIPEAEIIATh CUCTEMY KBaTM(DUKAIMK U BalIUAIWU WA CONEPIKAThH
CCBIJIKM Ha cliefytonue UHOOPMaIHo U JIOKYMEHTHI:

a) MOJIUTHKA KBATUDUKAIIMY W BAJTHIAITHH;

b) opranuzalMoHHas CTPYKTypa, IPeIyCMaTPUBAIOIIAS PACIIPEIElICHUE
poJIeH M OTBETCTBEHHOCTH IIPU IIPOBEICHUN KBATM(DUKAIIMY U BaJIMIAIHK;

C) KpaTKME XapaKTePUCTHKH IIOMEIIEeHUHN, CUCTeM, O0OpYIOBaHUS W
IIPOIIECCOB Ha IIPEIIIPHSATUN U JJaHHBIE O TEKYILIEM cTaTyce KBauDUKAITUH 1

BaJIWJIAITUMH;



6

d)undopmanms 00  ynpaBleHMM M3MEHEHHSMH (KOHTpoJe 3a
M3MEHEHHWSIMU) M YIPABICHUU OTKIOHEHWSMH B Ipolecce KBanu(pUKaLUK
Y BaJIUAAINH;

€) PyKOBOJCTBO I10 pazpadOTKe KPUTEPUEB IIPUEMIIEMOCTH;

f) cepuiky Ha TOKYMEHTHI B 001aCTH KBATH(UKAIIMY U BAJIMAAIAH;

g)CTpaTerusl JAEATe]IbHOCTH 1O  KBATH(GHUKALIMKM W BadHIaLl|H,
BKJTIOYatomias B ceds uHbOpManmo o IOBTOPHON KBanudukaiuu (eciu
IPUMEHHMO).

1.6.IIpu  peanuzanmum  MaclITaOHBIX W CJIOKHBEIX  [IPOEKTOB
uejecoobpasHa  pa3paboTKa HECKOJbKUX OTAEHBHBIX — BaJMIALMOHHBIX
MacTep-ILIaHOB.

1.7. TloBropHas OlleHKa PHCKOB AJIsI KauecTBa MPOBOMUTCS C YUETOM
3HAHUK W WHGOPMALMH, ITOJyYEHHBIX BO BpeMs MPOEKTHPOBAIHMs IpoLecca
POU3BOJICTBA JIEKAPCTBEHHOTO IIperapara W B IPOIECCe NPOU3BOCTBA
JIEKapCTBEHHOIO Tpernapara.

1.8. IIpoece npuMeHeHHs OLIEHKH PUCKOB JIJIsI KA4eCTBA HEOOXOIMMO
o(OpMUTH B KAa4ECTBE paz/iesia BATMIAIHOHHOIO MAaCTep-TIIaHa.

1.9. HeoOxoaumMo BHEPUTE KOHTPOJIb KBATH(GHUKAIME W BalUAALNH,

I103BOJISIFOLLIH M 00ecneynuTs EJIOCTHOCTE BCEX MOJYUYCHHBIX JaHHBIX.

2. JlokymeHTaLus

2.1. IlpaBuyia HaAJIekKALIErO JJOKYMEHTATEHOTO 0()OPMITEHHMS SIBIISFOTCS
BOKHBIMK JUIsL IIOJJEPXKAHKUST BBICOKOTO YPOBHSI YIPaBICHHS 3HAHUAIMU
Ha MPOTAKEHUH BCErO )KU3HEHHOTO UKIIA ITPOIYKIIHH.

2.2. Bce JOKyMEHTHI, (opMHUpyeMble B TIpoliecce KBaU(GHUKAIUH
M BaTWIAlMM,  JO/DKHEL  OBITH  COTJIACOBaHBI M YTBEPIKIEHLI
COOTBETCTBYIOIIMM MEPCOHAIIOM, KAK 3TO OINpeAesieHO B (papMaueBTHUecKOi

CHCTEME KayeCcTBa B COOTBETCTBHH ¢ Ii1aBoii 1 gactu I [IpaBui.



7

2.3. BzaumocBsi3b MEXKITY JIOKYMEHTaMH B KOMIIJICKCHBIX
BaJIMJIALIMOHHBIX IIPOEKTAX JODKHA OBITH YeTKO ONpeJiesieHa.

2.4. Kputnyeckre CHCTEMBI, II0Ka3aTeld W TMapamMeTphbl, a TakkKe
COOTBETCTBYIOIIME KPUTEPUH IIPUEMIIEMOCTH JIOJDKHBI OBITH OIIpe/iesieHbl B
pazpadaThiBaeMbIX IIPOU3BOUTENIEM JIEKapCTBEHHBIX [IperapaToB
IIPOTOKOJIAX BAIUIAIUH.

2.5. JlIokyMeHTBl 10 KBaJIU(PHUKAIUH MOTYT OBITH OOBEIMHEHBI, €CIH
5TO NpPUEMIIEMO (HapUMep, JOKYMEHTHl 0 KBaiudukanuu Moutaxa (1Q) u
kBasukanuu pyuxuuonuposanus (0Q)).

2.6. B cnyyae eciM IPOTOKOIBI BaMIAIIMH M JIpyras JOKYyMEHTALHS
MPETOCTABIISIFIOTCS ITOCTABIIMKAMHU YCIIyT M0 BATUAALMU, COOTBETCTBYIONIHMIA
IEPCOHAI IPOU3BOACTBEHHON IIIOLAAKU JODKEH TOATBEPAUT PUTOTHOCTE
IPOTOKOJIOB BalHJallMd W HX COOTBETCTBHME BHYTPEHHHM IIPOIEIypaM
IIPOU3BOJUTEINS JIEKADCTBEHHBIX IPENaparoB Iepel YTBEepP)KJIeHWEeM TaKhX
IPOTOKOJIOB. IIpOTOKOJIBI BanuJayuy, IMOIYYSHHbIE OT TOCTABIITHKOB YCIIyT
MO BaJUJALMK, MOTYT OBITH HOIIOJIHEHBI JIOKYMEHTAIMeHd U MPOTOKOIAMHU
UCIIBITAHUH 10 UX HCIIOJIE30BAHUSL.

2.7. JlioOple 3HaYMTENIbHbIE M3MEHEHHS B YTBEPIKICHHOM IPOTOKOIE
BaJlMJalid B IIpolLlecce €ero MCIOJMHEeHWs (Hampumep, Kacaroljuecs
KPATEPUEB IPUEMIIEMOCTH, IapaMeTpoB (YHKIMOHUPOBAHUS © T. II.)
JIOJDKHBI OBITH IOKYMEHTUPOBAHBI KAK OTKIIOHEHHS ¥ HAYYHO 0OOCHOBAHBI.

2.3. PesysibTarhl, He YAOBJIETBOPSAIOLIME YCTAHOBICHHBIM KPHTEPHSIM
[IPUEMJIEMOCTH, HEOOXONMMO  pErucTpUpOBaTh KAk  OTKJIOHEHUS U
MOJIBEPraTh ITOJIHOMY pPacCjIelOBAHMIO B COOTBETCTBUM C BHYTPEHHEH
mpouenypoi. JlroOble BO3MOXKHBIE TOCIEACTBUS IS BaJIWIAIANA JTOIKHBI
OBITH OTPAXKEHBI B OTUETE 110 BAJTHIAIIHH.

2.9. 0630p mpolecca BaTuJalldd M BLIBOALI [0 €0  WUTOram

HEeOOX0IMMO  JOKyMeHTupoBaTh. IlomyueHnwle pesysbrarbl — ciemyer



COMOCTABIIATE C KPUTEpUsMU npuemsieMocT. JlioOble mocnenyromme
U3MEHEHMs] KPUTEPUEB IIPUEMIIEMOCTH HEOOXOJHMMO HAy4dHO OOOCHOBATH.
Ilo mToram BamuIanuu NPEALIECTBYIONIETO dTalla JOJHKHBI OBITH CICIAHbI
OKOHYATEJIbHBIC PEKOMEH/AMU 110 IIepexojly K TOCHeAyIoNeMy dTalry
KBTI UKAITAH ¥ BaJTHIAIIH.

2.10. Ilepexon k mocaemyromemMy 3Tarny KBaIM(OUKALMHA W BaldIaluu
JOJUKEH  OBITH  IOJATBEPXKAEH CO CTOPOHBI OTBETCTBEHHOI'O IEepCcoHAasa
(nbo Ha oTame yTBEPXKJIEHMs OT4eTa 10 BalMaanuw, Jmubo B (hopMme
OTIENIbHOTO 0boOmaromero gokymenta). I[loaTBepikaenue nepexona Ha
CIEAYIOLIMI 3Tall ¢ YCTAHOBJIEHUEM JIOTIOJHUTENBHBIX YCITOBHH BO3MOXHO B
clydae, ecid He OblIM TOJHOCTBIO YYTEHBl KOHKPETHbIE KpPHTEPHH
IIPUEMIIEMOCTH WJIM OTKJIOHEHHS JIJsl BHIIIOJHEHHOTO 3Tala KBaATM(pUKAIIMH 1
BaJMIalMK, a TakkKe HMEEeTCs JOKYMEHTAIBbHO O(QOpMIIEHHAs OIleHKa
OTCYTCTBHSI CYIIECTBEHHOI'O BJIMSHUS HE MOJHOCTHIO YYTEHHBIX KPHUTEPHEB
NPUEMIIEMOCTH WM OTKJIOHEHMH Ha TIOCIEAYIOIINe MEPOMpPUITHS 110

KBATM(UKALIMKI ¥ BaJIAIAIMH.

3. Crajuy kBamupuKauuy moMeriesui, o6opygoBanms,
WHXXEHEPHBIX CUCTEM U IIPOIIECCOB, UCIIOIB3YEMBIX
JUISL IIPOM3BO/CTBA JIEKapCTBEHHBIX MPENapaTon
3.1. Ilpu nmposeneHnU MepompUsATH 110 KBATM(DUKAIMKA HEOOXOAMMO
MPelyCMOTPETh BCE CTAAMM KBaIM(PUKAIMUA: OT pazpabOTKu Creru(pUKaLum
TpeOOBaHUH I0JIB30BATENSl JI0 3aBEpIICHHs HCIIOJIL30BAHUS IIOMELICHH,
000pYZOBaHUsl M MHIKEHEPHBIX CHCTEM, HCIOJIL3YEMBIX JIS IIPOM3BOCTRA
JIEKapCTBCHHBIX IIPENApaToB, M IIPOLIECCOB IMPOU3BOACTBA JIEKAPCTBEHHBIX
npernaparoB. OCHOBHBIE CTa[Md, a TakK)Ke OTAENLHEBIC KpUTepuu (HECMOTpS

Ha TO, 9TO OHHM 3aBUCAT OT KOHKPETHBIX ocoOeHHOCTEH IIPOEKTa U MOI'yT
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pasiuyarbes), KOTOpble MOTYT OBIThL BKIIIOYCHBI B KKIYIO M3 CTaluii,

OIINCaHbl HHUXKE.

Crnenndukanus tpedoBannii monszoparenst (URS)

3.2. TpeboBanuss Kk NOMeNIEHHsIM, OOOPYJOBAHUIO M HHKEHEPHBIM
CHCTEMaM, MCIOJIb3yEeMBIM JUIsl IIPOM3BOJICTBA JIEKAPCTBEHHBIX MPEapaTos,
U K IpolieccaM IIPOM3BOACTBA JICKAPCTBEHHBIX IIPENapaToB HeoOXO0IUMO
onpeneNaTh B crnenupukanuy TpeOoBaHWE  ToNB30Baresns W (W)
QyHKIMOHATBHOM  crenuduKauu.  IIEMEHTH  KAdyecTBa, MMeEIOIue
CYLIECTBEHHOE 3HAaueHUe, HeoOXOJMMO TMpeayCMaTpHBaThL Ha JAHHON
CTajuM, a JI00BIE PUCKHM JJIsl KayecTBa CHIDKATH JIO MPHUEMJIEMOrO YPOBHS.
Crenudukanuio TpebOBaHHH I10JIb30BaTENs] HEOOXOAUMO pPACCMaTpPHBATDL

KaKk peepeHTHyIO (3TAIIOHHYI0) TOUKY XM3HEHHOTIO HUKIIA KBAIU(QUKALIHY.

KBamudukarus nmpoekra (DQ)

3.3. CnenylomM  2JIEMEHTOM  KBaTM(HKAUK  00OpyJIOBaHUS,
TMOMEIIEHHM, UHKEHCPHBIX WM JPYTUX CHUCTEM SIBIISCTCS KBANTM(DHUKALUSA
POEKTa, II0 pe3ynbTraraM KOTOPOH MOATBEpPKIAeTCs W JIOKYMEHTAJILHO
odopmiIseTcss COOTBETCTBUE IIpoekTa (uu3aiiHa) TpeGoBamusM [Ipasui.
Tpeboanus, conepxaiyecs B crieldGUKALMK TTOIB30BATENS, HEOOXOIMMO

BepU(pUIIMPOBATH B X0J1€ KBAIM(DHUKALIUN IIPOEKTA.

IIpuemo-caarounsle ucnbiTaHust Ha 3aBojie-u3roroputeiie (FAT)
1 (M) IPHEMO-CIAaTOYHbIE UCTIBITaHus y 3aKkazguka (SAT)
3.4. Ilpurognocts 0boOpynoBaHus (0COOCHHO B cilydyae BHEIpEHMs
HOBBIX MJIM KOMIUIEKCHBIX TEXHOJIOTHH) MOYKET OIIEHMBATLCS Ha IUIOLIAIKE

I[MOCTABIIMKA ITEPEN €TI0 MMOCTaBKOM.
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3.5. Jlo MOMeHTa yCTaHOBKM (MOHTa)ka) HEOOXOIHUMO IOJTBEPIUTE
COOTBETCTBHE 000pymoBaHus creuudukaun TpeOOBAHUN 110JIb30BATEIS
M (W) (yHKIMOHAIBHOH crenu(UKAUK Ha IDIOMIAJKE I10CTABIIMKA
(mpou3BOAMTENIS) (€CIIH IPUMEHHMO).

3.6. I[IpoBepka JMOKYMEHTAllHH M OT/ICJIbHBIE WCIBITAHHS MOTYT OBITH
NpPOBEJIEHBl B XOJ€ MPHEMO-CAATOUHBIX MCIBITAHUM Ha peAnpUsSTHH-
MPOM3BOIUTENE WIIM Ha JAPYIMX CTaJMsIX IPOU3BOJCTBA 00OpyIOBaHHS O3
HEOOXOAMMOCTH MX IIOBTOPHOTO MPOBEACHMS HA IUIOIAJKE 3aKa3zyuKa
B IIpolecce KBaIM(PUKAMK MOHTaXKa U KBaTUpUKAIUK (QYHKITHOHUPOBAHMSI,
€CiM 5T0 000CHOBAHO 3aKAa3YMKOM U MOKET OBITH IIPUMEHEHO Ha IpaKTHKE,
NP YCIOBHMM IOATBEPKIEHUS 3aKa3yMKOM B XOJle MPHEMO-CAATOYHBIX
HCIBITAHUN OTCYTCTBUS BIMSIHUSI TaKUX UCIBITAHUNW HA (YHKIIHOHAILHOCTh
000pyOBaHHUs [IOCIIE er0 TPAHCTIOPTUPOBKH K YCTAHOBKHU.

3.7. IlpoBesieHHEe TIPUEMO-CIATOYHLIX MCHLITAHUA Ha NPEIIIPUSTHH-
IIPOU3BOJIATENIE MOXKET OBITH JOIOJIHEHO MPOBEJIEHUEM IMPHEMO-CIATOUHBIX
UCTIBITAHUK  IIOCJIE€  IIOJydyeHUs OOOpyHOBaHUMSI M €ro  yCTaHOBKHU

Ha HpOHSBOI{CTBGHHOﬁ IJIOIIaAKe 3aKa3drKa.

Kpanudukanus montaxa (1Q)

3.8. Kpamudukanuio  MOHTaXka  HEOOXOJMMO  MPOBOAMTL I
000pyTOBaHMs, IOMELICHUA, MHKEHEPHBIX WIH IPYIUX CHCTEM.

3.9. Cramust xBanM(UKALKH MOHTA)Xa MOMXET BKJIIOYAThL B celds
CIIEYIOIIME 3TaIbl (HO He OIpaHUYMBATHCS MMH):

a) Bepu(DUKaMs I[PaBUILHOCTH MOHT&XKa KOMIIOHEHTOB, IIPHOOPOB,
obopynoBaHus, OOBS3KM M BCIIOMOTATEIBHLIX CHCTEM I10 OTHOLICHHIO
K MH)KEHEPHBIM UepTexaM U CIelUPUKALUSIM;

b)Bepuuxanus  MPaBHIIBHOCTH  MOHTa)XXa [0 OTHOLICHHIO

K KpUTCPHAM, IPEABAPUTEIIBHO YCTAHOBIICHHBIM 3aKa34YHUKOM;
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c)cbop M TpoBepKa KOMIUIEKTHOCTH OIEpPAlMOHHBIX U paboumx
MHCTPYKIMH TOCTABIIIMKOB ¥ TPEOOBAHMIA 110 OOCITYKUBAHHIO,
d) xanuOpoBKa HHCTPYMEHTOB;

€) BepuuKaIus MarepuagioB KOHCTPYKIHH.

Kpanudukanus Gynkunonuposanus (OQ)

3.10. Crapusa xBanuduxanuu QyHKIHOHUPOBAHHS IIPOBOJUTCS IIOCIIE
CTaduu KBaIM(pUKAIMK MOHTaXa, OJHAKO B B3aBUCHMOCTH OT CTEIEHH
CJIOKHOCTH 000pyYJIOBaHUS 3Ta CTaIUsl MOXKET IMPOBOJUTHCS B KOMOHHAIMH
¢ kBasmdukauueit monraxa (10Q).

3.11. Cragust xkBayMpukanuu (QYHKIHOHHPOBAHHS MOXKET BKIIIOYAThH
B ce0sl cile/lyrollye 3Tanbl (HO He OrpaHHIHBATHCS HMH )

a) UCTIBITAHMS, TIPOBOJUMBIE Ha OCHOBE 3HAHHM O IIporecce
MPOU3BOJICTBA,  CUCTeMax M obopyluoBaHuu, sl oOecledyeHus
(YHKITMOHUPOBAHUSI CUCTEMEI COTJIACHO ITPOEKTY;

b) ucnbITaHus, HANlpaBIeHHbBIE HA TOATBEPXKICHHE BEPXHUX M HIKHUX
pabo4ux npeaesnos u (WIK) yCIOBUN «HAUXYIIErO CIIydas».

3.12. Ycnemnoe 3aBeplieHue CTaJUU KBaJIU(PUKAITHH
(YHKIIMOHUPOBAHUS TO3BOJISIET IPUHSITh:

OKOHYATEJIbHYIO PEJAKIIMIO CTAHIAPTHBIX ONEPAIIMOHHLIX IIPOTIEYD;

TpeOOBaHMS K MPOLEypaM OUHCTKH;

TpeOoBaHuUs K 00YUYSHHUIO OTIEPATOPOB;

TpeOOBAHMS K TEXHUUYECKOMY 00CITYKHBAHHIO 000PYI0BaHUSI.

KBamudukanus sxcruryaranuu (PQ)

3.13. KBanudukanust  sKcrutyataliud  CIeAyeT 33  YCIELIHBIM
3aBEPIICHUEM KBaJTH(pUKALTUN MOHTaXAa 5 KBaIM(PUKATIH

(yHKIHOHHpOBaHMSI. B HEKOTOPBIX cloydyasX BO3MOXKHO IIPOBEINCHHE
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KBaIM(PUKALMK ~ OKCIULyaTallkd  OJHOBPEMEHHO ¢  KBalu(UKaluei
(YHKIMOHUPOBAHUS UJIM BaJIMIAIUeH rpolecca Npou3BO/ICTRA.

3.14. Cragus xkBamuUKaLMKU 3KCIIyaTallMd MOKET BKJIIOYAThb B ceOs
B TOM YHCIIE:

a) UCIBITAHUs C MCHOJB30BAHHEM IIPOU3BOJICTBEHHBIX MAaTEPUAIIOB,
NpOUIEAIMX KBATH(DUKAIMIO 3aMEHUTENeH (9KBUBAJCHTHBIX MaTE€PUAIIOB)
WIM  MOJENbHOHW  TPOAYKIUU €  JIOKA3aHHBIMH  DKBUBAJIEHTHBIMH
XapaKTePUCTHKaMU B OOBIYHBIX YCIOBUSIX IIPOM3BOJCTBA H IIPH pasMepe
CEpUH NPOJYKLHH, COOTBETCTBYIOIIEM CIIEHAPHIO «HAUXY/IIIEr0 CIydas.
Yacrora orbopa npoO, ycTaHOBIEHHAs JUISI MOATBEPIKICHUS KOHTPOJIS
mpolecca MpoOU3BOJICTBA, JOJDKHA OBITE 000CHOBAHA 3aKAa3YMKOM HA OCHOBE
COOTBETCTBYIOIIETO CTATUCTHUECKOTO aHaIM3a PUCKOB;

b)ucnbITaHus JJOJDKHBI  OXBaTHIBATH pabouwil JMAIa3oH Ipolecca
IIPOM3BOJICTBA, 33 UCKIIFOUEHHEM CIIydaeB, KOrja JIOCTYIIHO JOKYMEHTAILHOE

NOJTBEpPXKAEHUE pabodyero auamna3zona co cTaJiuui pa3padboTKH.

4. ITosTopHas kBanudUKaLIUS

4.1. 3aka3uuky ((papManeBTUYECKOMY ITPOHM3BOUTETIO) HEOOXOIMUMO
C YCTaHOBJIEHHOM MM MEPUOIUYHOCTBHIO IPOBOAUTH OIEHKY 000pYI0BaHM,
TIOMEIIEHNH, MIDKEHEPHBIX M JPYI'MX CHUCTEM C OTPaKEHHEM pe3yJIbTATOB
TaKOH OLIGHKM B Macrep-(aiiie MNpoW3BOJACTBCHHOM IUIOIIANKHA IS
NOATBEPKIEHUs] TOI'O, YTO OHM OCTAIOTCS B KOHTPOIHPYEMOM 3aKa3YHMKOM
(bapManeBTHYECKUM MTPOU3BOUTENEM ) COCTOSHHUH.

4.2.Eca mnoBTOpHas KBaliuuUKaluss HEOOXoJUMa H  IIPOBOAUTCS
C YCTaHOBJIEHHOM IEPUOJUYHOCTHIO, HEOOXOAUMO OOOCHOBAaTH TaKYIO
NEPUOIUYHOCTE U OLPELEIIUTh KPUTEPHH OlleHKH. KpoMe Toro, HeoOXo Mo

OIIEHUBATh BO3MOXKHOCTh HE3HAYHUTECIbHBIX U3MCHEHHUH C TEUEeHHEM BPCMCHH.
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5. Banmanust mporiecca mpou3BoIcTBA
O6mas nadopmarnms

5.1. TpeGoBanus M NPUHIMIIBL, ONUCAHHBIE B HACTOSAIIEM pasJelle,
NPUMEHSIIOTCST K IPOU3BOJICTBY BCEX JIEKAPCTBEHHBIX (DOPM JIEKAPCTBEHHBIX
IIPeraparoB M pacnpoCTPaHsIIOTCS Ha [EPBOHAYAIBHYIO BalIMIAIMIO HOBBIX
IPONECCOB IIPOU3BOICTBRA, TOCIEAYIOIIYIO BAIUIAIMIO MOIUMUIIUPOBAHHEIX
IPOLIECCOB,  TPaHC(EPHl  MENKJAY  POW3BOACTBEHHLIMU  IIIOIIAIKAMH
W TPOJOJDKAIOINYIOCS ~ BEPU(QUKAIMIO  IIPOIECCOB. IIpu  srom
NOJIpasyMeBaCTCs, YTO BBHIIOIHEH ITOJHOLEHHBIA Ipolecc pa3paboTKu
NPOJYKIIMH, TTO3BOJISIIOIIKUN [POBECTH YCIENIHYIO BaJIMIAI[UI0 IIpolecca
IIPOU3BO/ICTRA.

5.2. TpeOoBaHUS W TPUHIIMIIBI, HM3I0KEHHBIE B HACTOSIIEM pasjene,
HEOOXOJMMO IIPUMEHSTh HApsly C IOJOXKEHUSIMH PYKOBOJCTBA  TIO
BaJIMJAIIMK  IIpoliecca IPOM3BOJACTBA JIEKAPCTBEHHBIX IIPEIapaToB s
MEIUIUHCKOrO INpuMeHeHus (npuioxenne kK Pexomenmarum Kosuteruu
EBpasniickoil sKoHOMHYECKOH KoMuccun ot 26 centsiopst 2017 r. Ne 19).

5.2.1. PyKOBOJCTBO, yKa3aHHOE B IIyHKTe 5.2 HacTosmux Tpebopanmuii,
IpeIHa3HAYCHO TOJBKO JUIS OIIMCaHUsl CBEACHUH, KOTOpBEIE HEOOXO0IMMO
OJaBaTh B PErysiTOpHBIE Opranbl. TpeOoBaHMs K BalMIAl[UK TpoIecca
MPOU3BOJICTBA, ycTaHOBIeHHBIe IIpaBunamm, pacmpocTpaHsIOTCS Ha BeECh
JKA3HEHHBIN LIMKJT ITpoIecca MpOrU3BO/ICTRA.

5.2.2. Tlonpxon K BanuJaluy Ipoliecca MIPOU3BOACTBA, ONUCAHHBIN
B HACTOSIIEM pasferne, HEOOXOAMMO MPUMEHSTL JUIsi TOrO, YTOOBI
oDecrednTh B3aMMOCBA3b MEXTy pa3paboTKo# mpolecca IIPOU3BOICTBA
IPOJNYKIMK M PpealbHO BBEIILYCKAEMLIMU B OOpallieHue ITPOMBIILIEHHBIMA
CepusiMK TPOAYKIHK. TakoW IOAXOJM K BaIMUALMUA [TPOMBIIIIEHHOTO

IIPOU3BOACTBCHHOI'O IIpOIECCa IO3BOJISACT obecreuuTs KOHTPOJIb ITPOLIECCOB
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IIPOM3BOJICTBA JIEKAPCTBCHHOI'O CPECTBA BO BPEMsl CEPHIHOTO (PYTHHHOIO)
IIPOMBIIIIIEHHOT'0 IIPOU3BOJICTRA.

5.3. IIpou3BoACTBEHHEIE IIPOLIECCHI MOT'yT pazpadaTeIBaTLCS
C HCIOJIb30BAHUEM TPAJMIIHOHHOTO HOAX0JAa HIH IOJXO0J/Ia HEMPEePhIBHOIM
Bepupurarmu. ONHAKO BHE 3aBHCHMOCTH OT MCIIONB3YEMOTO TI0IX0/a
HEOOXOMMMO  IIOATBEPANTH  YCTOMUYMBOCTL — mpoliecca POU3BO/JICTBA
¥ 00ecHeynTh IOCTOSHHOE KAayeCTBO MPOLYKIUHM JI0 TOrO, KAk TrOTOBAas
MpoAyKuus OyJer BeIIylleHa B oOpamenue na poinke Coroza. JIms
[IPOLIECCOB MIPOM3BOJICTRA, pazpaboTaHHBIX & VICIIOJIb30BaHHEM
TPaJUIMOHHOTO  MOJIXO[d, HEOOXOAMMO IIPOBOJAMUTH  MEPCIEKTUBHYIO
BaJIMJALIMIO, MO  BO3MOXHOCTH — Iepes] cepTH(UKANMed  [poLyKIun
(BBITyCKOM TPOJYKIHK B obpartenue Ha poinke Corosza). PerpocriektrBmas
BaJIMJalMs He CYNTAETCS [IPUEMIIEMBIM MTOIXO0I0M.

54.1lpy  Banmupauuu mporecca  MPOU3BOJACTBA  HOBBIX  BHIOB
OPOMYKIMKM  HEOOXOJMMO  BKJIIOYATL B MPOIECC BaIMJAlUHA  BCe
[pearnojaraemMbele K  peajM3alud  JO3UPOBKHM U IPOH3BOLCTBEHHEIE
mnomanaky.  Ilpumenenwe  noxaxoma  BeiOOpa  KpallHUX — BapUaHTOB
(OpexeTtnnra) MoXkeT OBITH 0OOCHOBAHO /IS HOBBIX BHIOB IPOAYKIHMH Ha
OCHOBE CIICIIHAJIbHBIX 3HAHUH O IIpoLlecce TPOU3BOICTBA, €CIIH TAKUE 3HAHUS
OBLIH 110JIyYeHBl B XOJie (hapMaLeBTHYECKONH paspaboTKM JeKapCTBEHHOTO
Ipenapara W €ro IIPOM3BOJACTBA, B COBOKYIIHOCTH C IIPUEMIIEMON
IIPOrpaMMOM IIPOJOJDKAIOIIEHCS BeprDUKAIIUH,

5.5. Jlyist Banuanyu mporecca Iporu3BOICTBA POIYKIUH, TIepeJaHHOH
C OJIHOH NPOM3BOJACTBEHHOW IIOIIAJKH Ha JAPYTYIO WM BHYTPH OJHON
TUIOTIAIKK, KOJMYECTBO BaIMJALMOHHBIX CEPUH MPOAYKIHH MOXET OBIThH
COKpALeHO IIyTeM MPUMEHEHHS II0AX0Ja BBIOOpa KpallHWX BapHAHTOB
(Opexerunra). CBemeHHss O NPOAYKUHMH, BKIIOYAIONIME JIAHHBIE O

MPEBITYIIEeH BAUIAINH, JIOJUKHEL OBITh A0CTynHEL. K pasHbIM J103MpoBKaMm,
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pasMepaMm cepuil IPOLYKLHUU U pa3mepaM (THUIIaM) YIIAKOBKH MOYKET TaKKe
MPUMEHSITBCSL  TTOJXOJ BBIOOpA KpaHHUX BapuaHTOB (OpekeTwHr), eciu
MPOM3BOJIUTE]Ib IPELACTABIISAET IMHUCbMEHHOE OOOCHOBAaHME BO3MOXKHOCTH
TAKOTO TOAXOJIa B JOKYMEHTaX IO BalWJalMd U PErMCTPALlMOHHOM IOChE
JIEKapCTBEHHOTO IIperapara.

Taxod momxo[ MOXKeT OBITh IPUMEHEH I AMala3oHa JI03MPOBOK
JICKapCTBEHHOI'0 CpEJCTBA B CiIydae, €CJIHM JO3MPOBKH WAECHTHUHBI WM
BechbMa OJIM3KU JIpYT APYTY 1O cOCTaBy (Harnpumep, ISl JIMHENHKH TabIeTok ¢
Pa3IIMYHON MAaCCOH, ONPENENIAEMOM YCHIIMEM IIPECCOBAHHUS, ITOIYYCHHBIX
C HCIIOJIb30BAHUEM CXOXEro MCXOHHOTO TPaHyJisiTa, WIM JUHEHKH Karicyll,
IOJIy4YCHHBIX METOJIOM HAlOJIHEHUsT 000JI0UeK KallCyll pasHOro pasmepa
pasii4HbIM 00beMOM OHOTO cocTara). [logxon BeIOOpa KpaitHUX BapuaHTORB
(OpexeruHr) Takke MOXET OBITH NPUMEHEH U PA3NMYHBIX PAa3sMEPOB
YIAKOBKM WM pPa3jIMYHBIX OOBEMOB HAIlOJHEHHS OJHOTO M TOro e
KOHTeNHepa.

5.6. B ciryvae ecnu Ha IIPOU3BOJICTBEHHYIO IUTOMIAAKY OCYIIECTBIISCTCS
[IEpEHOC ~ TMPOMU3BOACTBA YK€  IPOM3BOAMMOH  paHee  TPOAYKIUH
(«HaceyeMOl IPOMYKLUM»), TIPOLECCHl IIPOM3BOJACTBA M KOHTPOJS
JIOTDKHBI ~ TIPOBOJUTHLCA B COOTBETCTBUM  CO  CBENEHHAMU U3
PETHUCTPALMOHHOIO  JIOChE  TaKOro  JIEKapCTBEHHOIO  Impenapara H
HACUCTBYIOIIMMK  TPeOOBaHUAMM K  PErHCTpPalld¥l  JAHHOW  IPYIIIIb
JIEKapCTBEHHBIX IIpenapaToB. 1Ipu TakoM nepeHoce IMpOU3BOJACTBA B CIIydae
HEOOXOJMMOCTH  BHOCSATCS ~ HM3MCHEHHWs B  PETHCTPALMOHHOE  JIOCHE
JIEKapCTBEHHOIO Ipemnapara.

5.7.1lpu  BajmmjanMuM mpoliecca  MPOU3BOJCTBA  IIPOU3BOJUTENIO
HEOOXOAUMO KOHTPOJIMPOBATH BO3MOXHOCTB IIOCJIEJOBATENILHOTO
COOJIIO/IEHHUS. B IIPOLIECCE TTPOU3BOJICTBA [IPOMBIIUIEHHBIX CEPUi TTPOIYKIIN

BCEX IIOKa3aTellel KadecTBa W [HapaMeTpoB Iponecca IIPOHU3BOJICTBA,



16

KOTOPBIC OIpPE/IEIEHBI UM KaK Ba)KHBIC AJISI TOJJIEP/KaHUsT BAJIMIUPOBAHHOIO
cocTtosiHusl M ofecriedyenus — [PUEMIEMOr0  KadecTBa  MPOIYKIHH.
ObocHoBanue TOro, Kakue MapaMeTphl IIpollecca IPOU3BOACTBA U
MoKa3aTelnd KadecrBa ObUIM  ONpeNeNeHbl KaK — KPUTHYECKHE WM
HCKPUTHYECKHE, HEOOXOJMMO YEeTKO JIOKYMEHTHPOBATH C  y4eToM
pe3ynbTaTOB MEPOIIPHUITHH 10 OLEHKE PUCKOB ISl KAYeCTBA.

>.8. BamumanuonHele cepuu JIOJDKHBL UMETh TOT e pasMep, 4To H
NIaHHPYEMBIE CEPUU IPOAYKLIHMH [UII KOMMEPYECKOI'0 HKCIIONb30BaAHUSL.
HMcrnosnb3oBanue  Jpyrux pasMepoB BATWIAIMOHHOW CEpHHM  NMPOIYKIHH
HeoOXxoauMO OOOCHOBaTh B JOKYMEHTax I10 BalMJAl[Md HUCXO/S W3
KPUTHYECKHX (AKTOPOB, BIMSIONIMX HA [POLECC BalUJALMH, I
OIIPE/ICIUTh C yKa3aHUEM CCHIIOK Ha COOTBETCTBYIOIIUE pa3ielisl [Ipasuir.

5.9. Ilomenienus, CACTEMBI, HHKCHEPHBIE CHCTEMBI W 00OpY/10BaHHE,
MCIIOJIb30BAHHLIE JUUIS BalUIAllMU IpolLecca MPOU3BOICTBA, MOJDKHBI OBLITH
KBAIM(QUIMPOBaHbl. METOIUKN WMCHBITAHUN JOJDKHLI IIPOMTH BalIUAALMIO
B COOTBETCTBHHU C UX IIPENOIaracéMbIM HCIIOJIb30BaAHUEM.

5.10.B  oTHOIIEHMM BCeX BHJIOB MPOAYKIMH HE3aBUCHMO OT
HCIIOJIB3YEMOTO  MOJX0Na UL KaXJOH MNPOU3BOJCTBCHHON IIOIIALKU
JOJDKHBI OBITH TOCTYIHEI 3HaHHS O MPOIECCe MPOU3BOACTBA, MOJyYEHHEIE B
pesynpTaTe MCCIeA0BaHUI Ha dTare pa3paboTKU UITH U3 JIPYTHX HCTOYHUKOB
(Ipx  OTCYTCTBMM HHOTO OOOCHOBaHHs), KOTOPBIE JIODKHBI  CIIYXKUTh
OCHOBAHHUEM I BAITUAAIIMOHHBIX MEPOIIPHUSITHIA.

5.11.Ilpu 510M K IpPOM3BOJACTBY BaIWITAIMOHHBIX CEPHI POAYKIIMH
MOJKET IIPUBJICKATHCS IIPOM3BOACTBEHHBIN NepcoHan (UIsI ITOHUMAHKS ITUM
[EPCOHAIOM OCOOEHHOCTEH IIPOM3BOCTBA MIPOAYKIIMU) M TEPCOHAIT CIIYKObI
pa3paboTku MM TpaHchepa. Banmpanuonisie cepun NPOAYKIHH JOJIKHBI
MPOU3BOJIUTECST 00YYEHHBIM IIEPCOHANIOM COIIacHO TpeboBanusM [IpaBun ¢

HCITOJIB30BaAHHUEM YTBep}I{,D;eHHOfI IMPOU3BOJUTCIIEM JOKYMCHTAIIUH.
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5.12. KBasiu(ukaiusi  mocTaBIIUKOB KPUTHYECKHUX HCXOJHBIX U
YHAaKOBOYHBIX — MarepualioB  MPOBOJUTCA [0  HaAdala  [POM3BOJCTBA
BANIMJAIIMOHHBIX CepUH TPOAYKUMM. B HPOTHBHOM ciydyae HeoOXOIMMO
JMOKYMEHTaIbHO 0(OpMIIEHHOE 000CHOBAHHE WX MPHIOAHOCTH, OCHOBAHHOE
Ha IPUMEHEHUHU [IPUHLIMIIOB YIIPABJIEHUS PHCKAMHM JIJIs KA4eCTBa.

5.13. Jist  obocHOBaHMs  BRIOPAHHOrO  MPOCTPAHCTBA  IIPOCKTHBIX
MapaMeTpoB (eCllM Takoe MHPOCTPAHCTBO HCIHONIB3YeTCs), a TaKKe Juls
pa3paboTKM ~ MaTeMaTH4YeCKMX  MOjesied,  NpeiHa3HAueHHBIX  JUIs
HOATBEPKICHUSI CTPATETHH KOHTPOJIS IIpolecca MPOU3BOACTBA, HEOOXOMIMO
HaJIM4He ClIeNUalIbHBIX 3HAHWH, JIEKAIIMX B OCHOBE IIPOLIecca IIPOM3BO/ICTRA.

5.14. B cayuae ecim mociie BaluIAIHH IIPEATIONIAraeTcsl BBIMYCK
BaJIMJIAIIMOHHON Cepuu MPOAYKLHMHU B oOpamnieHue Ha peinke Corosa, 06 STom
JIOJDKHO OBITB H3BECTHO JIO Hayajla BalHJAlMd. YCIOBHsA, B KOTOPBIX
NIPOU3BOMIATCS ~ TakWe CEpHH, JOMKHBI IIOJHOCTBIO COOTBETCTBOBATH
TpeboBanusam  IlpaBun, BaIMJAIHOHHEIM  KPUTEPHAM IPHEMIIEMOCTH,
KPUTEPHAM HEIPEePLIBHON Bepr(pHUKalMy NpoIecca HIPOU3BoICTBa (B clydae
MX TIPUMEHEHHs), a TaKkke CBEJICHUSIM, YKa3aHHBIM B PETHCTPAIMOHHOM
JIOChE HIIH Pa3pelleHrH Ha IPOBEICHUE KITHHUYECKUX UCCITeI0BAHMIA.

5.15.1lpn  Bammpanuu rporecca INPOM3BOACTBA  JIEKAPCTBEHHBIX
[IperaparoB JUIST KIIMHUYECKHUX UCCIIEIOBAHUI HEOOX0TUMO

pykoBojicTBOBaThCA npunioxenneM Ne 13 k [papuiam.

ConyTcTByrolas BaJmamus

5.16.B  MCKIIOYMTENBHBIX  Clydasx  NpH IIOJIOXKUTEIIbHOM
COOTHOILIEHUH «I0JTh3a — PHCK» IS IALMEHTa JOMYCKAIOTCS IUIAHOBOE
IPOU3BOJACTBO IPOMBILIJICHHBIX CEpUH JIEKAPCTBEHHOTO TMperapara o
3aBEPIICHHs BaIMIAIIMOHHON MPOTpaMMbl U IIPOBEAEHUE COIMYTCTBYIOIIEH

BaTMIAlMK. Penrenre o NMpoBeJGHUH COIMYTCTBYIOINEH BaTUMAIMH HOJDKHO
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ObITh  ODOCHOBAHO MCXOMSI M3 IOJOKEHWH IyHKTa 5.17 HACTOSIIHX
Tpebosanuii, BKIOYEHO B BaIMJAIMOHHBIA MACTEpP-IUIAH W yTBEPHKICHO
YIIOJTHOMOYEHHBIM MEePCOHATIOM.

5.17.Tlpu  NpuHSTHM pElIeHUs O IPOBEIEHUH COIIYTCTBYHOIIEH
BAIMAAIMU  JJOJDKHBL  OBITH  TIOJy4eHbI J0Ka3aTelbCTBA  OJHOPOJHOCTH
paccMarpuBaeMOM BaJIMJALIMOHHONW CEpUH TPOLYKIHMH M €€ COOTBETCTBHS
OIPEeACIIEHHBIM KPUTEPHAM IIPUEMIIEMOCTH. Pe3yIbTaThl M BEIBOJIBI JOJIKHEI
OBITH JJOKyMEHTANEHO OGOPMIICHBI U OCTYNHBI YISl YIIOJIHOMOUEHHOTO
lnna,  YAOCTOBEPSIOIIEIO  COOTBETCTBUE TakoW cepud TpeOOoBaHUsM,
YCTaHOBJICHHbIM Tpuinoxkenuem Ne 16 k IlpaBunam, g0 cepruduxanuu

CepUH.

TpaauIMOHHBIN OAX0/ K BAJIMIALINK

0.18. Ilpu TpajMIIMOHHOM IOJAXOJI€ ONpPEeNeJCHHOE YHCIO Cepuii
TOTOBOH  NPOJYKLIWH  IIPOM3BOUUTCS B  PYTHHHBIX  VCIOBHSIX  JUIS
MOJITBEPXKICHHSI BOCIIPOU3BOAMMOCTH IIpOLecca MPOH3BOCTBA.

5.19. Beibop ~ konmuecTBa  NPOU3BOMMMEBIX — CEPUM  HPOMYKIMH
M KOJIMYeCTBA OTOMPAEMBIX IPOO MOMKEH OCHOBBIBATHLCS Ha IPHHIMIIAX
YIPaBICHUS! PUCKAMU MJIT KayecTBa M IIO3BOJATH YCTAaHOBHTH paboumii
JMalla30oH Bapualui U TeHACHIMH K u3MeneHuto. [IpousBomurernto ciemyer
IPEACTaBUTh IIOJIyYCHHBIE MaHHLIE 110 pabdoyeMy [Hara30Hy BapHalluii
M TCHACHIMW K H3MEHEHMIO IJIsl €ro OUeHKH. Tpedyercs yCTaHOBUTEH
KOJTMYECTBO CEePHH MPOJAYKIUH, HEOOXOAMMBIX /IS TIOATBEPIKIEHUST TOIO,
4TO B MpOLEcce IMPOM3BOACTBA MOXKET OBITh oOOeciedeHo CcTaduIbHOe
IOJIy4eHUE KaYeCTBEHHON IIPOIYKIMHU, ¥ NIPEACTaBUTL 0O0OCHOBAHUE BLIGOpa
JAaHHOI'O KOJIMYECTBA CEPUH B PETUCTPALIMOHHOM JIOChE HIIH B JIOKYMEHTAaX

110 BaJIMOAanuH.
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5.20. IlpuemneMbIM It BaJlMJIAIIUA Imporecca  IPOU3BOJICTBA
CYMTACTCS TPOHM3BOJACTBO KaK MHHUMYM 3 IIOCIE[OBATEIBLHBIX CEpHit
NPOAYKIMHM  LIPU  PYTHHHBIX  YCJIOBHSIX, €CIIM 3TO HE  BCTYIAeT
B IIPOTHBOPEYME C IOJOXKCHUAMU IyHKTa 5.19 Hacrosmux TpebGoBaHuii.
Moxer ObITh 0DOCHOBAHO MHOE KOJHYECTBO CepHil MPOAyKIMH, TPUHIMAs
BO BHMMAHHE HCIIOIB30BAHHE CTaHJAPTHBIX METOJIOB TIPOM3BOJCTBA U
HaTMYUe YK€ IMPUMEHSEMBIX Ha INPEINPHATUH aHAJIOTHYHBIX TIPOIECCOB
IIPOM3BOJCTBA  WJIM  aHAJIOTMYHOM  TPOAYKIUH.  JIOMOTHUTEIBLHO
K II€PBOHAYAbHOM BAMAALUMKM C HCIOJB30BAHUEM 3 CEepuil MpOIyKIHHU
MOIYyT — IOTPeOOBAThCS — [NaHHBIC,  IONYYCHHBIE [PH  HPOM3BOJCTBE
MOCIENYIOUMX  CepUH M SBJSIONIMECS]  YacThIO  IIPOOIDKAIOIICHCS
BepUpUKAIHH MpoIiecca.

5.21. JlomxeH OBITHL MOJATCOTOBJIEH [IPOTOKOJ BaJUAalMy Ipolecca
IPOU3BOJICTBA, ONPEHENISIONINI KpUTHYeckue mapamerpsl mporecca (CPP),
KpuTHieckue nokaszarenu kadectsa (CQA) m cBA3aHHBIE C HUMU KPUTEPHH
MPUEMJIEMOCTH, KOTOPBIE JOJDKHBI OCHOBBIBATBCS Ha TAHHLIX, MONyUYEHHbIX B
mpouecce  pa3spabOTKH  JIEKAPCTBEHHOTO —Mpenapara, WIH — CBEISHUSX
O IIpouecce ero Npou3BOACTBA, KOTOPLIE OBIIN paHee 338 [0KyMeHTHPOBAHE.

5.22. IIpOTOKOJIBEI  BaTMOAIMK  MpPOIECCA IIPOM3BOJACTBA  JIOJDKHEI
BKJTIOUATH B CeOsl CIIEYIONTYI0 HHPOPMAITHIO (HO He OTpaHMYUBATECS eif):

a) KpaTKkoe OIMCaHHe Ipolecca MPOU3BOJICTBA M CCHUIKA HA 3aIlUCH,
KacaroIuecst POM3BOICTBA M YIIAKOBKH CEPUU PO Y KIHH;

b) ynkuuu u obs3aHHOCTH NIEepcoHaIa;

C) KpaTKui 0030p KPHTHYECKHX IIOKasareneidl KadecTBa, TPeOYIOIMX
UCCIIEIOBAHMUS;

d) kpaTkuil 0630p KPETHYECKHX TAPAMETPOB IIPOIecca IPOU3BO/ICTBA U

CBA3aHHLIX C HUMH IIPEOAECTIOB,
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€) Kparkuil  0030p  Apyrux  (HEKpMTMUECKHX) IIOKasaresieil U
apamMeTpoB, KOTOPBIC OyIyT HCCIIENOBATHCS MIH MOHHUTOPHPOBATHCS B
IIpouecce MpoBEICHUS BAlMJAINKI, U YKa3aHUe PHUNH UX BKIIIOYCHHS

f) mepeuens ucnonkzyemoro oGopymoBanus u cucteM 0oGOpYIOBAHHS
(BKJIIOYAs WM3MEPMTENLHOE, 3alKChIBaiollee 000pYyIOBAHHE) BMECTE ¢
JAHHBIMHU O €ro KaauOpoBKe;

g)TIepPEeUeHb UCIIOIb3YEeMBIX AHAIMTHYECKUX METOJHK W CBENEHHS 00
UX BaTUJaLUH (eCIu TPUMEHIMO);

h) cBenenust 0 npearaeMbrx MEPOTIPUSITHSIX
BHYTPUIIPOU3BOACTBEHHOI'O  KOHTPOIISL €  KPUTEPUSIMH  IIPHEMIIEMOCTH,
a TakKe 000CHOBaHWE IPUYHH BEIOOPA KAXKIOIO TAKOTO MEPOIPHSITHS,

1) cBeJleHMst O  MPOBOJIMMOM  JOIOJHUTENEHOM — TECTHPOBAHWH
(C KPHUTEPUSMH TPUEMIIEMOCTH );

J) 1mnan orbopa mpob u ero o6ocHOBaHME;

k) ucrionp3yemMble  METOJBI  perucTpandy  [ApaMeTpoB  Ipolecca
IPOM3BOJCTBA U OLEHKH €r0 PEe3yJIbTaTOB;

1) nponecc BrImycka cepun npoayKuuu B obpamenre Ha priake Corosa
M BBIJAYM CEPTHU(HKATA Ha CEPUI0 MPOAYKIMH YIOJHOMOYEHHBIM JIHIOM

I[IPOU3BOJIUTEIIA.

HenpepriBHas Bepudukanus mporecca mpon3BoACTBa

5.23. na  npoaykimM, pa3paboTaHHOH ¢ TTOMOIIBIO Moaxona
«KauecTBO 4epe3 JIM3aiH» (B cilydae eciid BO BpeMs pa3pabOoTKH HA OCHOBE
Hay4HbIX  JIAHHBIX ~ OBUIO  yCTaHOBJICHO, UTO pPYTMHHBIE  IIporecc
IIPOU3BOJICTBA O0ECIIECUMBAET BEICOKYIO CTENEHb YBEPEHHOCTH B KAYECTBE
MPOJYKIMHK), B KayeCTBE AalbTCPHATHBE  TPAJUIHOHHOMY OJIXOTY
BalUJAllMM  IpoOIecca  MPOM3BOACTBA  MCIOJIL3YETCS  HENpPEephIBHAS

BepH(UKaIFS IIpoIecca.
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5.24. Heo0OX0aMMO ONpPENeNMTh METOJ[ HENpephIBHONM BepHdHKaI[HH
nporecca. Taike JomkHa OBITH ONpenesieHa M HaydHo OOOCHOBaHA
CTpaTerust  KOHTPOJST it TpeOyeMBIX —IIOKazarenei  I0CTYIAIoIuX
MaTepUalloB, KPUTUYECKUX IIOKasaTeled KadecTBA W KPUTUUYECKUX
apaMeTpoB IpoLecca IPOU3BOACTBA JJId IIOATBEPXKJICHUS peann3aun
IPOAYKLUH, BKIIIOYAS OLEHKY CTPATETHH KOHTPOJS YIOJHOMOYEHHBIMH
opraHamu  (opraHuzaiusmu). B KkadecTBe  MHCTPYMEHTOB — MOTYT
HCIIOJIb30BAThCA  NPOLIeCCHO-aHAIUTHYecKkas  TexHosnorust (PAT) n
MHOTOMEPHBIH  CTATHCTHYECKHUH  KOHTPONL — Tpoliecca  IPOM3BOCTERA.
IIponsBoaurento HeOOXOAUMO ONPENENHTE W B IMHCHMEHHOH (opme
000CHOBATh BBIOOP KOJMYECTBA CEPHH NPOAYKIHH, HEOOXOMUMBIX JUIS
HOATBEPXKJICHUS. BBICOKOW CTEICHH YBEPEHHOCTH B TOM, 9YTO MPOLECC
NpOU3BOJICTBA  IIO3BOJIIET  CTAaOMIILHO  oOeclieuWBaTh  I[OJyYEHHE
KaueCTBEHHOU IIPOIYKITHH.

5.25. IlpuHuMnel, OmUCAaHHBIE B MyHKTax 5.1 — 5.14 HacTOsmmx
Tpebosanui, TPUMEHSIOTCS TIPH NIPOBEJECHUN HEIPEPLIBHOI BepUPUKAIAN

nporiecca Mpou3BOICTBA.

I'nOpuHbI TOgXOT

5.26. 'mOpumHEI  nOAXOA,  IIpeLycMaTpUBAIOIMK  HpPHMEHCHHe
TPaJIMIIHOHHOIO IIOAX0/1a B KOMOMHALMK C HENpephIBHOM BepuduKanueit
pouecca MPOM3BOJACTBA, MOMKET OBITh WCHOJB30BAH [PH  HAIWYUU
3HAUMTEJBHOTO 00beMa 3HaHWM O MNPOAYKIMH, 3HAHUH M TOHUMAHUS
mpoiiecca  IPOM3BOJCTBA  HTOM IPOAYKIUH, OCHOBAaHHBLIX  Ha
NPEIIECTBYIOUIEM OMBITE IIPOU3BOJICTBA U JAHHbIX O MPOHU3BEACHHBIX paHee
CepUsIX MPOTYKIIHH.

5.277. 'uOpUAHBIN MOIXOJ MOXKET TaKKe HCIIOIB30BATBCS TS JIHOOLIX

AEHCTBHI 110 BAIMIALUH 110CIIe U3MEHEHUH WK BO BPeMs IIPO/I0IDKAIOIICHCsE
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Bequ)I/IKaLIHH nporecca  IIPOU3BOJICTBA, JaKe €C/IM  M3HaA4YaJlhbHO OBl

[IPUMEHEH TPaJUITHOHHBINA I10/IX0/I.

[Ipomomkaromasics: BeprduKarus nporecca Iporu3BOCTRA
B X0/JI€ XKU3HEHHOTO ITHUKJIa

5.28. Ilonoxenus myHkToB 528 — 5.32 Hacrtosmuux TpebGopanuii
IIPUMEHUMBI KO BCeM 3 MOAXOJaM K BallMJAlMK IpoIiecca MPOM3BOICTBA
(TPaIUIHOHHOMY TIOJIXOY, HENPEePhIBHON BepHGUKALMM W THOPHIHOMY
MOJIXOY).

5.29. llpousgojurensaM HEOOXOAWMO  OCYIIECTBISTH  MOHHUTOPHHT
KauecTBa IPOJYKIMHK W OIIEHUBATH PpENIeBAHTHBIC TEHJCHIMU IIpolecca
MPOM3BOACTBA B ILEMsIX  oOecleueHusl  TrapaHTHd  [OJIEPIKAHMS
KOHTPOJIMPYEMOT0 COCTOSHHUSA IPOJIYKIMU Ha IPOTSIKEHUH €€ SKU3HEHHOTO
[HKJIA.

5.30.006beM ¥ TEPUOJUYHOCTH IIPOJLOJKAIOIIEHCS BepUbUKaITUH
pouecca MPOMU3BOJICTBA IIOAJIEKAT PEryJSIpHOH OLIEHKE MPOM3BOAUTENEM
JIEKapCTBEHHOI'O Ipernapara, Tak Kak B JO00H MOMEHT JXKM3HEHHOI'O [MKJIA
IPOAYKIHK MOXET IOTPeOOBaThCS UX H3MEHEHUE, UCXOMS M3 M3MEHEHHS
NOHMMaHMsI IIpoIlecca IPOW3BOJCTBA, a4 TaKXkKe IPUTOAHOCTH TIPOIECcca
MPOU3BOJICTBA IIPY €0 IPOAOIDKAIOLICHCS BepuhUKAIIHH.

5.31. HeoOX0MMO OCYIIECTBISITE POIOIIKAIOIILYIOCS BePHPHKALIHIO
polecca MPOU3BOJICTBA B COOTBETCTBUH C YTBEPKIEHHBIM IIPOTOKOJIOM HIIN
9KBHUBAJICHTHLIM JIOKYMEHTOM, a Takke paszpaborars (Gopmy oruera s
AOKYMEHTHPOBAHHS  ITOJYYEHHBIX pe3yJbTaroB. Ilpu HeoOxoaumocTu
JIOJDKHBI ~ OBITH ~ MCHOJB30BAaHBI  CTATUCTUYECKME MHCTPYMEHTHI UL
MOATBEPIKICHHS BBIBOJIOB, KACAIOIIUXCs BapuabedbHOCTH UM BO3MOKHOCTEH
YKa3aHHOTO Ipolecca MPOM3BOACTBA, & TakxkKe IS 00ecleyeHus rapanTuu

COXPaHEHHUS KOHTPOIHUPYEMOI'O COCTOSIHUA.
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5.32. Tlpomomxkaronytocsi  Bepu(GUKAIMIO  TIpoliecca POM3BOACTBA
HEOOXO/IMMO HMCTIOJB30BAThL HA MPOTSDKEHHHM BCErO HKM3HEHHOTO ILIHKIIA
NPOAYKIIMK I TOJAEpIKaHus €€ BalWJIMPOBAHHOIO CTATyca, KOTOPLIM
JO/DKeH OBITh ykazaH B o030ope mo kadectBy. Kpome Toro, HeoOX0IMMO
paccMaTpuBaTh BOIPOCEI O BHEAPEHUM B JaJbHEHIIEM JIOMOJIHHTEILHBIX
U3MEHEHHH B IIPOLECC IIPOAOJDKAIOIIEHCS BepuPUKALIUKU, a TAKKe 00 OLIEHKE
HEOOXOIMMOCTH OCYILIECTBIEHHUS JOTOIHUTENIbHBIX JeHCTBUM (Hampumep,

pacimupeHHoro orbopa nmpoo).

6. Bepuduxanus rnpoiecca TpaHCIIOPTHPOBKH

6.1. T'oToBas jexapcTBeHHas HPOMYKIUS, JTEKAPCTBEHHBIE IIPENapaThl
JUISL KITAHUYECKMX MCCIe0BaHKi, HepachacoBaHHAs TPOIYKIUS U 0Opasiibl
JIEKAPCTBEHHBIX ~ IIPENapaToB  JOJDKHBI  TPAHCIOPTHPOBATHCS — OT
[POU3BOJICTBEHHBIX IUIOWIAJOK COIVIACHO YCJIOBHSIM TPAHCIIOPTHPOBKH,
YKa3aHHBIM B PErHCTPALIMOHHOM JIOChE JIEKapCTBEHHOI'O Tpermapara u
CrielM(UKAL|K, COTJIACHO YTBEPKACHHOW MapKUPOBKE HJIM MHBLIM yCIOBHIM
TPAHCIIOPTUPOBKH, ITAPAMETPHI KOTOPLIX 000CHOBAHEI IIPOU3BOIUTENIEM.

6.2. Bepudukanus TpaHCIOPTUPOBKA MOXKET OBITH MPOOIEeMaTHYHOM
U3-3a2 OOJBIIOrO KOJIMYECTBA pA3NUYHBIX (AKTOPOB, TeM He MeHee
MapIIpyTEl TPAHCIIOPTUPOBKM MOJDKHBI OBITh 4YeTKO omucaHbl. Ce30HHBIE
MU3MEHEHHUs] W Jpyrue H3MeHstompecss (akTophl JODKHBI ObITh TaKkKe
paccMOTPEHEI B X0/1€ BepU(UKAIIUK TPAHCIIOPTUPOBKH.

6.3. Jlnsi  paccMOTpEHHSI BIUSIHMSI Ha TIPOIECC TPAHCHOPTUPOBKU
M3MEHSFOIMXCA (PAKTOPOB, OTIMYHBIX OT TeX, KOTOPbIe KOHTPOIMPYIOTCS
WM TIO/IBEPraiOTCs ~ MOHMTOPMHIY  (HampuMmep,  3aJepKKH  [pu
TPaHCIOPTUPOBKE, COOEB B YCTPOMCTBAX pErdHCTpalli¥ MaHHBIX, J0JIMBA
KUJIKOI'O a30Ta, YyBCTBUTEILHOCTH NPOAYKLUHN U JPYTHX COOTBETCTBYIOIINX

(pakTOPOB), HEOOXOAMMO TPOBOUTE OLIEHKY PUCKOB JIJIsl KAUECTBA.
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6.4. IlockonbKy B XOJle TPAHCTIOPTHPOBKM BO3MOKHBI M3MEHECHUS
YCIIOBHH BHCIIHEH CpPeIbl, HEOOXOIAMMO OCYIIECTBISITE HENpPepbIBHEIA
MOHUTOPUHI' M PErHCTpalfio JIOOBIX KPUTHYECKHX YCJIOBHI BHENIHeH
CPe/bl, BO3JICHCTBHUIO KOTOPHIX MOXET IIOJIBEPraThCs MPOAYKLHUS, ecIi

TOJIBKO IIPOU3BOJUTEIIEM HE 000OCHOBAH OTKa3 OT TAKOI0 MOHHUTOpPHHTIA.

7. Banuanus npoiiecca yrnakoBKH

7.1. VI3MeHeHHe ~ TEXHOJIOIMYECKHMX  IapamMeTpoB  06OpyTOBaHUS,
B OCOOCHHOCTU I1apamMeTpoB 00OPYTOBAHMUS, UCIONB3YEMOIO B IIPOLECCE
MEPBUYHOM  YIIAKOBKHM, MOXET OKa3aTh CYIIECTBEHHOE BIIMSHHE Ha
LEJOCTHOCTE M HaUIeKalee (QyHKIMOHUPOBAHHE YNAKOBKH (HampuMep,
OmucTepsl, caile M CTepPUIBHBIC KOMIIOHEHTEHI), MO3TOMY 0GOpYIOBAHUE,
MCTIONIB3YyeMOE B paMKaxX IIPOLECCOB NMEPBHYHOW M BTOPHYHOM yIAKOBKH
FOTOBOM ¥ Hepac(hacoBaHHOM ITPOYKITUH, JOIKHO OBITH KBATU(HITIPOBAHO.

7.2. Kpanudukaiuss o00pyoBaHMs, 3a/1€i{CTBOBAHHOTO B nporuecce
IEePBUYHON YIAKOBKM, JOJDKHA OBITH IIPOBEAEHA IPH MHHHMAIBHBIX
M MaKCUMalbHBIX  3HAYCHUHX, YCTAHOBICHHBIX JUIS  KPUTHYECKUX
MapaMeTpoB Ipolecca, TakuX KakK TeMIlepaTypa, CKOPOCTh paboThl
00OpyHOBaHMs, yCHIHE CKIeHKH (3amaiiku), WM Juis JIIOOBIX  JPYyrHX

(hakTOpOB, BIHAIOLIMX Ha MPOTIECC IEPBUUHOMN YIIAKOBKH.

8. KBanmdukamust nHXKeHepHEIX cHCcTeM

8.1. KauecTBo napa, BOIbI, BO3/yXa, APYIUX ['A30B U T. II. JOJYKHO OBITE
MOATBEPHKCACHO  IIPOM3BOLUTENIEM  JIEKAPCTBEHHBIX — IIPElaparoB  IIyTeM
BBIIIOJIHCHUS COOTBETCTBYIOIMX HCCIICAOBAHMH IIOCIIC MOHTaXa C y4eToM
TpeOOBaHUH K KBaIM(QUKAIMH, YKa3aHHBIX B pasjiefe 3 HACTOSIIHX

TpeboBanmii.
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8.2. JInnuTenbHOCTE M 00BbEM KBATH(DUKALIAY JOJDKHBI OTpaXarh JIHOOkIE
CE30HHbLIE W3MEHEHHMs (B ciydae, €ClIH TaKhue W3MEHEHUS OKA3BIBAIOT
BIIUsIHAE HA OOBEKT KBaIM(QUKALNK), a TAKXKE YYUTHIBATH IIpejoaraeMoe
Ha3HAYEHME MHXKEHEPHOU CUCTEMBI.

8.3. Jlist TipeloTBpaleHtsi BOSHUKHOBEHHMS HEIOJIaI0K 000y 10BAHMS
B clly4ae MOTEHIMABbHOrO MPSIMOro KOHTAaKTa ¢ HPOAYKIHeH (Hampumep,
CUCTEMBl OTOIUICHHS], BEHTHJISIUH W KOHJIMIIMOHWPOBAHUSI BO3JyXa) HIIMU
KOCBEHHOI'O KOHTaKTa C TNPOAYKIHMEH (Hanpumep, TeII00OMEHHHKOB )

HGO6XO,IIHMO HIPOBOJUTE OIICHKY PHCKOB IJISI KA4eCcTBaA.

9. Banupanus aHaIuTHYECKUX METOIUK

9.1. Bee AHATUTAYECKHE METO/IUKH, HCIIOJIBb3YEMBIE JUTSI
KBaIMDUKALMK, BaMWJANWK WIK BAIMJALMA OYHCTKH, JOJDKHBI OBITH
BaJTMAUPOBAHBl B OTHOIIEHHH IPEJEIOB OOHAPYKCHHS U KOJTHYECTBEHHOIO
onpezenenus (Mpx He0OXOUUMOCTH) COTJIACHO YKa3aHWsAM IVIaBbl 6 wacTu |
IpaBui.

9.2. Tlpu npoBefieHMM MHUKPOOMONOTHYECKHUX HCIBITAHUN [IPOYKIIHH
METO/IMKA TECTUPOBAHUS JIOJDKHA OBITH BaIUAMPOBAHA JUTS MOATBEPKIEHHUS
OTCYTCTBUSA aHTUMHKPOOHOTO JIeUCTBUS IIPO LY KIHH.

9.3. Ecit IpoBoAMTCSl MEKPOOHOJIOrMYECKHH KOHTPOJIb MOBEPXHOCTEH
YUCTHIX TIOMCILECHUH, METOIUKA YKA3aHHOTO KOHTPOJIS HOIJIEXHKHUT BaUIAIUN
JJI IOATBEPKACHUS. OTCYTCTBHSI aHTHMUKPOOHOTO NEHCTBHSI CO CTOPOHBI

MOIOITHX U AC3MHPUIHUPYIOIIUAX CPECTB.

10. Banumanus o4yucTKmn

10.1. Banmupanus  OUMCTKM  [JOJKHA — HPOBOMUTBLCS € IEJIBIO
TOATBEPXKAEHUS  O(PPEKTUBHOCTH  NPOLCAYPHl  OYMCTKH  JJISI  BCEro

00Opy/I0BaHKs, KOHTaKTHPYIOIIEro ¢  npojayknmed. Ilpw  Hammumm
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COOTBETCTBYIOLIEI0 HAYYHOIO OOOCHOBAHHS IOIYCKACTCS HCIIOIB30BaHUE
MOJCIIUPYIOIIUX  BEIIECTR. IIpp  wWcnonap30BaHUM OJTHOTHITHOT'O
00OpyloBaHUsl CYLIECTBYET BO3MOXKHOCTH BBIOOpA CHENMOUUHEIX €IUHHI]
00Opy/Jl0BaHust Ul TIPOBEJEHUs BaUAALWU OYHUCTKH IIPU HAJIUYUU
COOTBETCTBYIOLIEIO0 0OOCHOBAHMSI.

10.2. BusyaiibHasi npoBepKa YHCTOTHI SIBJISCTCS BKHBIM KPUTEPHUEM
MPUEMIIEMOCTH TIPY BaJIMJallMM OYHCTKU, TEM HEe MEHee 3TOT KPUTepUil He
JIOJDKEH —TIPUMEHSATBCS B KadecTBe eAMHCTBEeHHOro. [IpuemiembiMu
CUMTAOTCS MOAXO/EL, HE UCIIONL3YIOUIME TIOBTOPHYIO OUUCTKY U MOBTOPHOE
TECTUPOBAHWE JIO MOMEHTa JIOCTHJKEHMs COOTBETCTBHS  KPHUTEPHSIM
IPUEMJIEMOCTH.

10.3. B cBs3u ¢ T€M, YTO BBIIIOJHEHHE MPOTPAMMEI BAIHAAIMA OYHUCTKH
TpeOyeT OIpeleNleHHOr0 BpEeMeHH, Ui HEeKOTOPBIX BHIOB IPOAYKIHH,
HaIpUMED [IPemapaToB JUis KIMHUYECKUX UCIBITAHUH, MOXXET MOTPebOBATLCS
BaldAanus ¢ BepuUKalUed OYMCTKU IOCHE KKAOH CepHH IIPOAYKIMH.
B pesynerare Bepu(puKanuu MPOU3BOJCTBEHHOTO IIPOIECca JOJIKEH OBITH
MojlydeH  OOBEM  JIaHHBIX, IO3BOJISTIOINMI  MOATBEPAMTH  UHCTOTY
000pyI0BaHMs ¥ BO3MOXKHOCTB €ro JalbHEHIIEr0 UCIIOIb30BaHuUsI.

10.4. Ilpu BaJIUIAIAN HEO0OXO MO YUYUTHIBAThH YPOBEHb
aBTOMATH3aIMK TIpoIiecca OUYUCTKU. [IpU UCIMOMBE30BAHHH aBTOMATHYECKOTO
mporecca  OYHCTKH JO/DKEH OBITh BAJMAMPOBAH padOYWil  juana3oH
[apaMeTpoB MHXKEHEPHBIX CUCTEM U 000PYAOBAHUS JJISI OUHUCTKH.

10.5. Jlnst BceX ImpoIeccoB OYUCTKH HEOOXOHMMO MPOBOAKTE OLIEHKY B
[E/IX BBIABICHHS M3MECHSIOMMXCS (AKTOPOB, KOTOPHIE MOI'YT BJIMSTH Ha
poBeAcHUE U DPPEKTUBHOCTh OUUCTKHU (IIEPCOHAI, YPOBEHD IETaIU3al[M1 B
npoueypax (HampuMep, KpaTHOCTh OIOJACKMBaHUK) ® T. 11.). I[locie
BBISIBJIEHMSI TakMX (PAKTOPOB JUIS BAIMOAIMHA OYUCTKM HeOoOXOIUMO

HUCIIOJIB30BATh YCJIIOBUS «HAUXYILIETO CJIydas»).
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10.6. IlpenienbHble 3HaYCHUS MTEPEHOCA OCTATKOB IPOAYKIMH JOJIKHBI
OCHOBBLIBATBCSI HA TOKCHKOJIOTHYECKON OLIEHKE TPOJYKIIMH, IIPOBEIEHUE
KOTOPOU MPeyCMOTPEHO PyKOBOACTBOM IO YCTAHOBJICHWIO JIOIYCTUMBIX
IPE/IENIOB BO3ACHCTBUSL HAa 3/I0POBBE B LENSIX HACHTU(GUKAIMHA PUCKOB MPH
IIPOU3BOJACTBE JICKAPCTBEHHLIX CPEINCTB HAa OOIMUX I[POU3BOICTBEHHBIX
(TEXHONIOIMYECKUX)  JIMHHSX, YTBEPKIEHHBIM Pemennem  Kouernu
EBpasuiickoii osKoHOMUYecKOH kommcenu oT 14 smeaps 2020 r. No 1.
OOocHOBaHUE BBLIOPAHHBIX MPEIENBHBIX 3HAYEHUN JIOJDKHO TOKYMEHTATIBHO
OpopMIATECS B paMKaX OLEHKM pPHUCKOB C yKa3aHHeM CCHUIOK Ha
MCTIOJIL3Y€eMble UCTOYHUKH JIAaHHBIX. JIOJKHBEI OBITH yCTAHOBIIEHBI TIpe/iebl
A TIOATBEPXKACHUS — ylaleHuss JIHOOBIX  HCIIONB3YEeMBIX  JIET€PreHTOB.
Kputepun npuemMieMOCTH [JOIDKHBI —TAK)K€ YYHUTHIBATH  BO3MOIKHDIM
KYMYJISATUBHBIH  5(Q(MEKT INpH  WCIOJIb30BAHUM  HECKOJIBKUX  eHHUII
000pyJOBaHKs B TEXHOIOIMYECKON CXEMeE Mpolecca.

10.6.1. Teparnesrudeckue MaKpOMOJIEKYJIbI M IEHTHILI MOJBEPKEHbI
Aerpajalui W JeHaTypaluuu IOJ  BO3JUEHCTBHEM  3KCTpPEMaJIbHBIX
sHadeHui pH u (unn) HarpeBaHust 1 cIOCOOHBI TePsIThH (HapMaKOIOTHIECKYO
aKTHUBHOCTh.  [lo3TOMy  TOKCHKOIOTHYeCKas  ONEHKA MOXET  ObITh
HEIIPUMEHUMA [IPU YKa3aHHBIX 00CTOSTEILCTBAX.

10.6.2. Ecitu HEBO3MOXKHO IPOU3BECTH Crielu(pUUECKOe TECTHPOBAHNE
OCTaTKOB ~ IPOAYKIMH, JIONMYCKAETCs IIPOBEIEHUE KOHTPOJS IPYTHX
[OKa3aTeNbHBIX [1apaMeTpoB, HarpuMep COJIepKAHMS o011ero
OPraHUYeCKOro yriepoaa UK JIEKTPOTIPOBOIHOCTH.

10.7. Ilpu pa3zpaboTke MPOTOKOJIOB BaJIMAALUKM OYHCTKH HEOOXOIHUMO
YYUTBIBATE PUCKH MHKPOOMOJOTHYECKOIO 3arpsi3HEHUS W 3arpSI3HEHUS
OHJIOTOKCHHAMU.

10.8. Bisinue BpeMeHM XpaHeHUs] 000PYy/[OBAHKSI MOCIE 3aBepIIeHHs!

[IPOM3BOJICTBA TI€PE] OYUCTKOM M BPEMEHH MEXAy OYHCTKOH U
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HCIIOJIb30BAHMEM 000PYNOBAHUS JOJKHO IPUHUMATHCS BO BHUMAHUE IS
OIpPEJeJICHNs]  BPEMEHH  XpaHeHus 00OpyJIOBaHHS B  3arps3HEHHOM
1 OYUIIEHHOM COCTOSIHHSIX.

10.9. Ecin ocyiecTBaseTcs IpOU3BOJICTBO O MPUHIUITY KaMITAHWIA,
HEOOXOAMMO OIEHUBATh BO3MOXKHOCTH OYHCTKH B KOHIIE Kammanuu. [lpwu
9TOM MaKcHMasbHas AJTUTSIBHOCTE KaMIIaHKHU (B JUHULIAX BpeMEHH U (1K)
KOJIMYECTBE CEPUH IPOJYKIMH) HOJDKHA YUHTBIBATHCS IPU [IPOBE/ICHUH
BAIAIAIIUN OYUCTKH.

10.10. Ecnmu s BanmWganuu  OYHMCTKH [IPUMEHSIETCS  MOJIXO0I C
WCIIOJIb30BAHUEM  TIPOJIYKIMMA B YCIOBMSAX — «HAUXY/ILEro  CIIydasy,
HeOOXOMMO  JiaTh HaydHoe oO0ocHOBaHME BHIOOpa BHIA IPOJYKIHH,
MCIIOJIb3yeMOI'0 B YCIIOBHSX «HAWXyJIIEro cllydas», a TaKKe MPOBOIUTH
OLEHKY BJIMSIHUSL HOBOH IPOAYKIMH Ha BBIOOP YCIOBHH «HAUXyIIIErO
ciydast». IIpu ocyIecTBIeHHN yKa3aHHOTO BBIOOpa MOI'YT IIPUHUMATHCS BO
BHUMaHMe TaKHe KpPUTEPHH, KaK pacTBOPUMOCTB, JIEIKOCTh OUYMCTKH,
TOKCUYHOCTE U aKTUBHOCTE.

10.11. IIpoTokomsl BamWAallMd OYUCTKU JOJDKHBI OIIMCBIBATE TOYKH
orbopa 1pod WM COEepkKaTh CCBUIKH Ha HHUX, OOOCHOBBIBATH IIPHYHHbI
BBIOOpA JIAHHBIX TOYEK, & TAKXKE ONPEACISITh KPUTEPUH IIPUEMIIEMOCTH JJTsl
KaK/TOM BRIOPAHHOW TOYKH.

10.12. IIpoObl  HEOOXOOMMO OTOMPATE METOJOM B3STHUS CMBIBOB C
MOBEPXHOCTEH M (MAM) IHPo0 JKUJAKOCTH IIOCIE OIOJIACKUBAHUS JIHOO
JAPYTrMMH METOJaMM B 3aBHCHMOCTH OT THIIA 000pyAOBaHMs. Marepuansl u
METOIbl 0TOOpa Mpod He HOJUKHBI OKas3bIBaTh BIMSHHUS HA IOJNydaeMble
pesynbTarhl. HeoOXoauMo NpoieMOHCTPHPOBATE BO3ZMOMKHOCTD M3BJICUEHMS
BCILIECTB CO BCEX MarepuagoB oO0OpPyHOBaHUS, KOHTAKTHPYIOIIEIO C
IPOAYKIIHEH, IIPU UCIIOJIB30BAHUK BCEX IPEYCMOTPEHHBIX METOJIOB 0TOOPa

poo.
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10.13. Yrobp! moKa3arh, 4TO METOJ OYUCTKH BATMANPOBAH, MPOIENypa
OYMCTKH JIOJDKHA OBITH BBINIOJHEHA COOTBETCTBYIOIIEE KOJIMYECTBO pa3,
ONpe/ielleHHOe Ha OCHOBE OLEHKHM PHCKOB, U COOTBETCTBOBATH KPHTEPHUSIM
IPUEMIIEMOCTH, YCTAHOBIIEHHBIM [TPOU3BOJIUTEIEM IS OYUCTKH.

10.14. Ecimn mpouecc ounctku Hed(hHEKTUBEH MIAM HE TOJXOMUT JUIS
KaKoro-mubo o0opynoBaHHs, HEOOXOJUMO HCIIOIB30BATH  CIIEHHABHO
BBIJICNICHHOE ISl TIPOM3BOJICTBA JIEKAPCTBEHHOTO TIpernapara 00opy10BaHKe
HIH IPUMCHSITE COOTBETCTBYIOIIME MEPBI JUIA KayKIOTO BHIA IPOJLYKIUH
COrjacHoO ykasaHusM rias 3 u 5 dactu | Ipasui.

10.15. B ciyyae MCIONb30BaHMS PYYHOH OYKMCTKH 00OPYIOBAHHS
HEOOXOAMMO  TMOJATBepKIATh  S(P(MEKTUBHOCTH  TAKOH  OYMCTKH ¢
HIEPUOIMYHOCTEIO, yCTaHOBJIEHHOM Ha OCHOBE IIOJTy YeHHBIX

OKCIICPHUMEHTAJIBPHBIX JAaHHBIX.

11. KonTpoJie ©3MEHEHUH Iporecca mpor3BOACTBA

11.1. Ilpoecc pab®oTbl ¢ M3MEHEHWsIMH IIpolecca IIPOU3BOJICTBA
SBJISIETCSI BAXKHBIM KOMIIOHEHTOM IIPOILecca YIIPABICHUS 3HAHUSIMU U TOJDKEeH
OCYIIECTBIIATLECS B paMKax (hapMaIieBTUYCCKON CHCTEMBL KA4eCTRA.

11.2. JTo/okael OBITH JJOKYMEHTHPOBAHBI TPOIELYPhI, OMUCHIBAIOIINE
XapakTep JACUCTBHMH, COBEPIIAEMBIX B CIydae MPEJIOKEHHS I1IAHOBOTO
U3MECHEHHUS ~ MCXOMHBIX  MaTepHaloB,  KOMIIOHEHTOB  IIPOJYKIIHH,
obopynoBaHus, TOMENEHUH, IePeUHs BBITYCKAeMOM IPOJIyKIMH, Ipolecca
[POU3BOACTBA HJIK METOJUKH TECTUPOBAHH, pa3Mepa CepUH MPOIYKIIHH,
MPOCTPAHCTBA IPOCKTHBLIX IapAMETPOB HMIJIM HMHOTO HM3MEHEHHsI B TEUEHUE
KU3HEHHOI'0 LHMKJIA IPOJYKIMH, KOTOPOe MOXKET O0Ka3aTrh BIHUSHUE HA
Ka4eCTBO MPOJYKIIMU HIIH BOCIPOU3BOAUMOCTB IIpOIIecca IPOU3BOLCTBA.

11.3. Tlpu  uCmonp30BaHMU  KOHIEMINK [IPOCTPAHCTBA IPOEKTHBIX

1apaMeTpoOB IPOU3BOUTENIO HEOOX0[UMO:
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OLICHMBATL M3MEHEHMs IPOCTPAHCTBA MPOEKTHBIX [1apaMeTpOB IIyTeEM
CPaBHEHUS C JAHHBIMU PErHMCTPAITMOHHOTO JIOCKHE;

OIIEHUBATD HEOOXO0IMMOCTh TIPUHSITHS COOTBETCTBYIOIINX
PEryJISITOPHBIX JEHCTBUM.

11.4. Jlnst OLeHKH 3allJIAHUPOBAHHBIX H3MEHEHHH, B YaCTHOCTH JUIS
OIpeNeIeH sl  [MOTEHIMAABHOIO  BIMSHHMS HAa  KAuyecTBO  TIPOMYKLIMH,
(papmaneBTHUECKHE CHUCTEMBI KadyecTBa, JOKYMEHTAIMIO, BaJUAALMUIO,
PETYJISATOPHBIA CTAaTyC, KalIMOPOBKY, OOCIY)XHBaHHE, a TaKKe Ha Jro0bIe
JIpyTHe CUCTEMEL, ¢ LEJIBIO IIPEIOTBPALCHUs] HEPEIBHACHHBIX TOCIIECTBHIA
U TUTAHUPOBAHMUSI HEOOXOAUMBIX N€HCTBUI MO BATH/IAINK, BEpU(PUKALIANA UK
IIOBTOPHOM KBaJTH(DUKAITHH nporecca MIPOU3BO/ICTBA JIOJDKEH
HCIIOJIE30BATHCS IIPOLECC YIIPABIICHHSI PUCKAMU JIJIs1 KaUeCcTBa.

11.5. IsmeHenust JO/DKHBI  OBITH  COTJIACOBAaHBI U YTBEPIKIEHEI
OTBETCTBEHHBIMHU JIMIIAMK WJIM BBIIOJHSIOIIMM COOTBETCTBYIONIME (HYHKIIUK
IIEPCOHAJIOM COTIJIACHO (hapMalleBTHUECKOM CHCTeEME KayecTBa.

11.6. Heobxonumo IPOBOJIUTH OIIEHKY IO ATBEPIK IatOIIEeH
MH(pOpPMAIIUU B JOKYMEHTOB B LIEJISIX BLISBIIEHHUS BIMSHUS U3MEHEHUS 10 ero
BBeJICHHS B JICHCTBUE.

11.7. Tlocne BHE/IPEHUS H3MeHeH U JIOJDKHA TIPOBOIUTHCS
OKCIICpUMEHTA/IbHASL OIEHKA €0 Pe3yJIbTATUBHOCTH JUISL ITOJITBEPIK/ICHUS

YCIEWHOTO BHEIPEHUSI U3MEHEHHUs (E€CIIi IPUMEHHMO).

OnpepneneHust

s neneit nacrosuux TpeOoBaHui MCIIONB3YIOTCS TTOHSTHSI, KOTOPEIE
03HAYaAIOT CIEAYIOLIEE:

«BaTMAAITHUSI OUMCTKH» — JOKYMEHTAJIBHO oopmiteHHOE
JOKa3aTeJIbCTBO TOr0, YTO YTBEP)KIACHHAs IIPOLEIypa OYHUCTKHM Oymer ¢

BOCITPOU3BOJAMBIM pPE3YILTATOM obecneynBaTh TAKYIO OYUCTKY
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00OpyZOBaHuUs, [PH KOTOPOM  KOJMYECTBO  OCTATKOB IpeAbLTYIIEeH
NPOAYKLHH, MPOU3BE/IEHHOW Ha 000pYNTOBAHHM, WIIM MOIOIIEr0 CpPesCTBa,
MCTIOJIB3YyEeMOI'0  IIPU  OYHCTKE 000pymoBaHHs, OyAeT HIDKe HaydHO
0D0CHOBAHHOI'0 MaKCHMAIILHO JOTYCTHMOIO YPOBHS repeHoca;

«BepuUKaLMsl OUUCTKH» — cOOp JI0Ka3aTellbCTB, MOJTYYEHHBIX MMYTEM
XUMHYECKOr0 TECTUPOBAHUSI IIOCIIE TIPOU3BOJACTBA KAX/IONH CePHU MPOAYKIIMN
WK MTPOBENCHMS KaMIIaHUU U ITOJATBEPXKIAIOIINX, YTO KOJIUYECTBO OCTATKOB
OpeABIYIIEH TPONAYKUMM HIM MOIOIIUX CPEJICTB, OCTABIIUXCS I10CIIE
NPOBEACHUS OYHMCTKH, HWXKE HaydyHO OOOCHOBAHHOI'O MAaKCHMAILHO
JOIYCTUMOI'O YPOBHS IIEPEHOCA;

«BBIOOD KpalHKMX BapUAHTOB (OPEKETHHT)» — MOAXOJ JUISl BaJHALIH,
OCHOBaHHBIM HA HAyYHBIX 3HAHUSAX M 3HAHUSIX O PUCKAX JUI1 KauecTsa,
pe3ysbTaTax BaJUAANMOHHBIX MCCACAOBAHMM IIpU KpaWHHX 3HAYECHHUSIX
(GakTOpOB, OIpe/eNIeHHBIX U 000CHOBAHHBIX 3apaHee (HampuMep, JO3UPOBKH
JIEKapCTBCHHOIO TIperiapara, pasmepa cepud W (M) pa3Mepa yrakoBKH),
TAKMM 00pa3oM, YTO BaJIMJIAIMS BCEX MTPOMEXYTOUYHBIX 3HAUCHUI pakTopon
NOATBEPIKIACTCS BaUJAlKER TOJIILKO X KpaHUX 3HAUYEHUI;

«Ka4yecTBO yepes JIU3aMHY - CUCTEMHEBIN IMOJIXO/,
NPpEeyCMaTPUBAIOIINN OIpE/C/ieHre IieJied IIepe; HadaloM paspaboTku
HNPOAYKIMH, TOYHYIO OLCHKY MPOLYKIMH M Ipollecca ee TMPOH3BOJCTBA,
a TaKXXe KOHTPOJIb Ipolecca IMPOU3BOJACTBA HA OCHOBE HAYYHBIX JAHHBIX U
IPUHITMIIOB yIIPaBIeHUs PUCKAMU JIJIsSI KAYECTBA,

«KOHTPOJb U3MEHEHHI» — (OpMalIM30BaHHAS CHCTEMA, TOCPECTBOM
KOTOPOH COOTBETCTBYIOIME DKCIIEPTHI MPOBOMASAT MPOBEPKY IIPEJIAraeMBIX
Wik (aKkTHYEeCKMX  M3MEHCHWH, KOTOpble  MOIYyT  [OBIHSTH  HA
BaJIMJAIMOHHEIA  CTATyC  [OMEINEeHHM, CHCTEM, 00OpYZIOBAHHS WK

IPOIECCOB  TakMM  00pasoM, UYToObl  ONpENEeNIUTh  HEOOXOIUMOCTh
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BBITIOJTHEHUSL JICHCTBHM JUIsl 00€CIICUeHHs] B TOKYMECHTAIBHOTO O(pOPMIIEHHs
IIOJIIEPXKAHKS CUCTEMBI B BaJIMJAMPOBAHHOM COCTOSHUM;

«xpurnueckuil mapamerp npouecca (CPP)» — mapamerp mnpomecca
[POM3BOJICTBA, BapUabEILHOCTh  KOTOPOIO — OKa3blBAE€T  BIHSHHE  HA
KPUTUYECKHE  [IOKazaTeJI¥  KadyecTBa W KOTOPBIH  HEOOXOIHUMO
MOHMTOPHPOBATE ¥  KOHTPOJIMPOBAaTH Uil OOecredyeHus: TpedyeMoro
KauecTBa MPOTyKIIHH;

«KpUTHYECKUil mokazaTenb KadectBa (CQA)» —  ¢usmueckoe,
XMMHYECKOE, OMOJIOTUYECKOE WM MHKPOOHOJOTHYECKOE CBOWCTBO JIHGO
XapaKkTepUCTHKA, YCTAHOBJIEHHbIE B 3aJaHHOM IIpejesie, JIMaNa3oHe WU
3a/IaHHOM pacIIpe/Ie/ICHUH 3HaUeH s Ul obecreueHus TpedyeMoro KayecTra
IPOYKITHH;

«MOJleJIbHasl NMPOAYKIHS» — MaTepHalbl, KOTOphlE OIM3KH K
BaIHANPYEMOH TPOAYKIMH 1O (DU3MYECKHM M (IIPU  HEOOXOJMMOCTH)
XUMHUYECKUM XapaKTePUCTUKaM (BA3KOCTH, pazmepy dacTuil, pH u 1. 11.);

«HAUXy[IUMA Ciydaid» — ycjoBMe HIH HAOOp YCIOBHH, KOTOpEIE
BKJIIOYAIOT B CeOsl BEPXHUE M HMKHUE IMpPEIeNbHBIC 3HAYEHHS [1apaMeTpOB
npouecca IMPOM3BOJICTBA, M CBA3aHHBIX C HUMH (aKTOpOB (B pamkax
CTaHJAPTHBIX  ONEPalMOHHBIX IPOLEAYpP), KOTOpBIE ¢ HauboIbluei
BEPOSITHOCTBIO MOTYT IPUBECTH K HECOOTBETCTBHIO MPOAYKIUH MM cOOIO B
npolecce IO CPABHEHHIO C HJEaJbHBIMU YCIOBUSMH. TaKde yCIOBHS
HeoO0s3aTebHO IPUBOAAT K HECOOTBETCTBUIO MPOAYKIHMH WIH COOI0 B
nporiecce;

«HeTpepbIBHAs BepU(pHUKALIUs [TpoIeccay — allbTePHATUBHEIN MOXO/ K
Ba/lMJlallMK TIpOIecca MPOU3BO/ICTBA, NIPH KOTOPOM TIPOTEKaHHE Ipoliecca
IPOM3BO/ICTRBA HEIPEPLIBHO OLIEHUBACTCS 1 MOHUTOPHUPYETCS;

«MePCIIEKTUBHAS BajMJallksy — BaJlUJAlds, NMPOBOJMMAs [0 Hadaja

CGprIHOI“O IPpOMU3BOACTBA IPOAYKIIHUH, Hpe,[[HaBHa‘{eHHOITI JULL peaJin3aliii,
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«IPOJIOIDKAIOLIASCS BepHpUKaIIUs npoiecca IIPOU3BOICTBA
(mocnemyromas BepudUKanus mporecca MpOM3BOJICTBA)» — JOKYMEHTATLHO
O(pOpPMIIEHHOE JI0KA3aTeIbCTBO TOIO, YTO IPOIECC IMPOU3BOACTBA OCTASTCS
I0JT KOHTPOJIEM IIPH NIPOU3BOICTBE IIPOMBIIIUIEHHBIX CEPHIA IPOIYKIIUY;

«COTYTCTBYIOIAs  BalUMAALMA» — BIMAJAIHUS, [IPOBOJAMMAS B
MCKITFOUUTENIbHBIX CIIyYasX IPH 00OCHOBAHUM MOJNB3BI OT TAKOW MPOIYKIHU
IUIsL TIalMeHTa, IPU KOTOPOH BalWJAIMOHHBIA I[IPOTOKOJ WCIIONHSIETCS
OJIHOBPEMEHHO C BBIIIYCKOM B oOpanieHue Ha peinke Coro3a BaaIugallMoOHHON
CepUU MPOIYKIIHH;

«crenudukanus rpedosanuit mombzosatesst (URS)» — coBOKymHOCTE
TpeOOBaHMH Brajenbla, MOIL30BATENs, & TAKKe TEXHHYECKUX TpeOOBaHMIA,
HEOOXOJIMMBIX M JIOCTATOYHBIX JIISl CO3JaHHs [IPUEMIIEMOTO IIPOEKTa
B COOTBETCTBHH C IIPEyCMOTPEHHBIM Ha3HAYEHHEM CHCTEMBI;

«TPaIMIMOHHBIA MOAXOM» — IOAXOJ K pa3paboTKe MPOLYKIMH, TIPH
KOTOPOM JJIsi 00eCcIeYeHus] BOCIPOU3BOJMMOCTH KAdecTBa BhINYCKAaeMOil
NPOAYKIIMKA HCIOJIB3YIOTCS 3aJaHHbIE 3HAUEHHsT W pabouyde [ManazoHbI

napameTpoB.

Hnrie IIOHATHS,  HWCIIOJB3YEMEBIC B ;}_jIHQtQTOﬁIHHX Tp€6OBaHHHX,
,—__:-\

IIPUMCHAXOTCS B 3HAUYCHUAX, OIIPEACTICHHBI




