EBPA3UIMCKASI DPKOHOMUYECKA I KOMUCCHU A
KOJUIET A

PEKOMEHJIAITUS

«13» nexabps 2017 r. VY3l r. MockBa

O TpebGoBanusx K Boje A1l papMareBTHIECKOTO
IPUMEHEHUS, HCITOJIb3YEMOU JISI TPOU3BOJICTBA
JIEKAPCTBEHHBIX CPEICTB

Kosuternst EBpa3niickoil 5JKOHOMUYECKOM KOMUCCHUH B COOTBETCTBUM CO
crarben 30 JoroBopa o EBpazuiickoM 5KOHOMHAYECKOM cOro3e oT 29 mast 2014
rojsa v nyHKToM 3 ctatbi 3 CorjlallieHHs O €ANHBIX TPUHIUIIAX U MpaBUiIax
oOpamieHusi  JIEKapCTBEHHBIX  CpeACTB B  pamkax  EBpasmiickoro
AKOHOMHUYECKOro coro3a oT 23 nekalps 2014 roxa, B uenisax rapMOHU3ALMNU
3aKOHOJATENbCTBA TOCYAApPCTB YJIECHOB EBpasMiCKOro 3KOHOMHYECKOTO
COI03a B YaCTH YCTPAHCHHUSI Pa3IudMil B TP€OOBAHMSIX, IPEIBABISIEMBIX K BOJIE
U1 (papManeBTUYECKOr0 MPUMEHEHUs, MCIOJIb3YyeMOW JJisi MPOU3BOJICTBA

JIEKapCTBEHHBIX CPEJICTB,

PEKOMEHIYET rocyaapcream yjeHaM EBpa3uiickoro

AKOHOMHUYECKOI'0 COI03a 0 MCTEUYCHUH 6 MECSIEB C JIaThl OMyOJUKOBAHUS
Hactosmiern Pexkomenmanuu Ha odunmansHOM calTte EBpasuiickoro

AKOHOMUYECKOTO COI03a MPHU TMPOU3BOJCTBE JICKAPCTBEHHBIX CPEICTB IS
MEJIUIIMHCKOTO MPUMEHEHUsI PyKOBOJICTBOBAThCsI TpeOoBaHUSMH K BOJIE IS

(hapMareBTHUECKOTO MPUMEHEHHUS, HCTIOJIB3YEMOM JIJIsl IPOU3BOJICTBA



JICKAPCTBCHHLBIX CPCACTB, COTTIACHO

[Ipencenarens Konnerun

EBpaszuitickon DKOHOMHUYECKOU
[MTPUJIOXXEHUE

Capxkucsia

K Pexomennarmmu Komieruu

EBpa3uiickoil 5KOHOMHUYECKOW KOMUCCUU
ot 13 nexabps 2017 r. N2 31

TPEBOBAHU S K BOJIE TS
(dbapMareBTUIECKOr0 IMPUMEHEHHUS, HCIIOIb3YyeMON IS
IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB

1. OO01me moIoXeHu

1. Hacrosmue TpeGoBanusi pa3paboTaHbl C LETBI0 TAPMOHU3ALUU
3aKOHOJATENIbCTBA TOCYAapCTB ieHOB EBpazuiickoro 3KOHOMHYECKOTO COH03a
(mayee rocyaapcTBa-ujieHbl) B cepe oOpallieHus: JIEKAPCTBEHHBIX CPEICTB C
npaBoM EBpomnelickoro corosa B 3Toil cpepe ¢ yuetom TpedboBanuii Bcemupnoit
OpraHu3aluu 3pPaBOOXPAHEHUSI.

2. Hacrosmume  TpebGoBaHusi  NPUMEHSAIOTCS  NPEANPUITHIMU
(apmareBTHUECKON MPOMBIIITIEHHOCTH TPU:

a) MCIOJB30BAaHUU BOJBI PA3IUYHBIX KATETOpUH MPU TMPOU3BOACTBE
(dapmalieBTHUECKUX CYOCTaHIIMI, a TaKKe JIEKapCTBEHHBIX MPenapaToB s
MEIUIIMHCKOTO MPUMEHEHHUS U BETEPUHAPHBIX JICKAPCTBEHHBIX MPENapaToB
(majee — JEKapCTBEHHBIN Mpemnapar);

0) npumenenun IlpaBun Haexameil MPOWU3BOIACTBEHHOW MPAKTUKU

EBpa3niickoro 3kOHOMHYECKOTO COK03a, YTBEpKIACHHbIX Pemennem CoBera
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EBpasmuiickoit 3koHOMUYECKOM Komuccuu oT 3 Hosiopst 2016 1. N2 77 (nanee —

[IpaBuna), mpu OpOEKTUPOBaHHM (pa3pabOTKEe, MOHTAXKE) W SKCILTyaTallHH
CUCTEM  TIOJNy4YeHHUs, XpaHEHUS U  PACHPEACIICHHUS  BOJBI IS
¢dapmareBTHUeCKOro MpUMEHEHUS B BHI€ Hepac(hacoBaHHOM MPOAYKITUH.

3. OOBEKTOM peryaupoBaHusi HACTOAIMUX TpeOoBaHUM ABISIETCS BOJA
It (hapMareBTUYECKOro IPUMECHEHHS.

4. Bopa sBIseTCS OMHUM W3 OCHOBHBIX MPOIAYKTOB, UCTIOJIL3YEMBIX B
(hapmaIreBTHUeCKOM MPOMBIIIJICHHOCTH, U MOYKET IMTPUCYTCTBOBATH B KAUECTBE
BCIIOMOTATEJIbHOTO BEIECTBA WM HCIOJb30BAThCSA JIJISi  MOJTOTOBKHU
JICKapCTBEHHBIX IpEnapaToB K NMPUMEHCHHIO, B MPOIECCE CHHTE3a, B XOJe
IIPOU3BOACTBA TOTOBOK MPOIYKIIMK WA B Ka4eCTBE OYMINAIOIIETO CPEICTBA
JUTsl OYUCTKHU (MOMKH) €MKOCTEH, 000pyI0BaHMs, MIEPBUYHBIX YITAKOBOYHBIX
MaTepuaioB U T. . B 3aBUCUMOCTH OT pa3iauyHOrO ¢apMalreBTHUIECKOro

OpUMEHEHUs TpeOyeTcsl BOJIa pa3IMUHbIX KaTerOpuil.

II. TpeboBaHus K BOJIe MUTHEBOU

5. TpebGoBanusi Kk BoAe TNUTheBOW He mpuBenaeHbl B dapmaxomnee
EBpazuiickoro 3KOHOMMYECKOTO COK03a, YyTBepKaaemon EBpasuiickon
SKOHOMHYECKOU KoMuccuen (nanee — Papmakones Coro3a). Boga nurbeBas
JOJKHA COOTBETCTBOBATh TPEOOBAHUSAM YTBEPKAAEMBIX YIIOJIHOMOYEHHBIMU
OpraHamMu TOCyJapCTB-WICHOB HOPMATHUBHBIX JOKYMEHTOB B 4YacCTH,
Kacalolleicss Mokasareyneil ee kadecTBa. Bojga mnuTheBas  MOXET
UCIIOJIb30BaThCsSl B MPOLIECCaX XMMHUYECKOIO CHHTE3a U Ha PAHHUX CTAAMIX
OYNCTKM  OOOpydoBaHUsA  (hapMalleBTUYECKUX  TMPOU3BOJCTB,  €CIHU
OTCYTCTBYIOT OCOObIE TEXHWYECKHue TpeOOBaHMUS WM TpeOOBaHUS B

OTHOIICHHHU IIPUMCHCHHA BOJbI 0o0JIee BBICOKHX KaTel“OpI/Iﬁ KadeCTBa. I[J'DI



NOJTy4€HHUsI BOJbI (papMaKOINEHHOTO KayecTBa JOIYCKAETCS MCIOJIb30BAHUE
BOJIBI ITUTHEBOM.

6. Boma nuTheBas HCMONB3yeTCS HEU3MEHEHHOW, 32 HCKIIOUYECHUEM
CllydaeB OIpaHMYEHHOW OOpaOOTKM BOJbI, MOJYYEHHOH W3 MPUPOIHOTO

pEe3epBYapHOTO UCTOYHMKA (HAIPUMED, U3 CKBAXKUHBI, BOJOEMA, PEKH, 03epa
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u mops). CocTosHuE TaKOrO HWCTOYHHMKA IPEAyCMATPUBACT MPOBEIACHUE
00paboTKH, HEOOXOTUMOU 1Jig oOecredeHuss 0e30MacHOCTH BOJBI IPU €e
noTpedsieHuu moabMu (muThe). OObIuHAsE 00pabOTKa BOJbI BKIOYAET B ce0s
oOecconMBaHue, YMsTUYEHUE, YIaJeHUEe CTeIUPUISCKIX MOHOB, YACTUIHYIO
OUYHCTKY U aHTUMHKPOOHYIO0 00paboTKY.

7. Bopma mnuTheBas, moiydaemass M3 OOIIECTBEHHBIX HMCTOYHUKOB
BOJIOCHA0XEHUSI, KaK MPaBUJIO0, MPEJCTaBISIET COO0M KOMOMHAIIUIO U3 OoJiee
YeM OJHOTO MPUPOJHOTO MCTOYHMKA. Takas BOJa MOXET MOCTABISATHCS U3
BHEIITHETO HCTOYHWKA (HAmpUMeEp, TOPOACKOTO) WM €€ HeoOXOoauMoe
Ka4ueCTBO MOXKET OBITh JIOCTUTHYTO COOTBETCTBYIOIIEH 00pabOTKOM Ha MeCTe.
Bona nmutheBas MODKHA TOJABAThCS IMPH HEMPEPHIBHOM IOJIOKHUTEIHHOM
JaBJIEHUN B CUCTEME TPYyOOIpPOBOJOB, HE MMEIONMUX ACPEKTOB, KOTOPHIC
MOTYT IIPUBECTH K 3arps3HEHUIO (apMaIieBTHUSCKOTO MPOYKTa.

8. Opranuzauuu  OOUIECTBEHHOIO  BOJOCHAOXEHUS  MPOBOIST
WCIIBITAHUS U TAPAHTUPYIOT, YTO TOCTABJIsIEMasi BOJla UMEET Ka4eCTBO BOJIbI
MUTHEBOU. TaKue UCTIBITAHMS, KaK MPABHIIO, IPOBOJISATCS B OTHOIIICHUH BOJIBI,
MoJlydaeMOM W3  HWCTOYHHMKA JTOM  OpraHm3alid  OOIIEeCTBEHHOTO
BOJOCHA0KEHHUS.

9. Ilpoms3BoauTenb JEKApPCTBEHHBIX CPEICTB HECET OTBETCTBEHHOCTH

3a oOecleueHre COOTBETCTBUSI HCTOYHHKA BOJBbI, CHa6>1<a}0mer0 CUCTCMY
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MIPOM3BOICTBA BOBI OUHIIICHHON, TPEOOBAHMSIM, MIPEIBABIIEMBIM K KAUECTBY
BOJIBI ITUTHEBOM.

B cnydae ecnum ang JOCTM)KEHUSI KadecTBa BOJIbI MHUTHEBOM W,
COOTBETCTBEHHO, BOJBl OYMIICHHOW BHAuaje WCIIONB3YyEeTCS CHCTEeMa
00pabOTKK BOJBI, TAKOW y4acTOK OOpaOOTKH BOJBI MACHTU(DHUIIUPYETCS U
IPOBEPSIETCS] B COOTBETCTBUU C 3aKOHOJIATEIILCTBOM T'OCYapCTB-YICHOB.

10. B cnydae ecnm BoAa MUThEBas WCIIOIB3YETCS HA OMPEIEICHHBIX
cTaausax (papMareBTUYECKOTO MTPOU3BOACTBA WIIH SBIISICTCS HCTOYHUKOM IS
IPOU3BOACTBA BOJBI 1Jis1 (hapMalleBTHUECKOTO MPUMEHEHHS 00Jiee BBICOKOTO
KauyecTBa, TO TEPUOAUYCCKA TMPOBOMATCS  WCIBITAHWS  HCTOYHUKA
BOJOIMOTPEOICHUST I TOATBEPXKICHUS OTIEIOM OOeCIeueHUsT KadecTBa
POU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB COOTBETCTBUSA KauecTBa BOJIbI

MUTHEBON YCTAHOBJICHHBIM TPEOOBAHUSIM.
II1. Kareropuu Boab! A papmarieBTU4ECKOro MpUuMEeHEHUS

1 1. Boma nmma QapmaneBTHYECKOr0 TPUMEHEHHUS  JOJDKHA
COOTBETCTBOBATh TpeOOBaHUAM, TpeaycMoTpeHHbIM DapMmakoneeit Coro3a, a
TaKke (hapMakoresMu rocyaapcTB-wieHoB. Dapmakomnes: Coro3a COACPKHT
TpeOOBAaHMS K BOJIC CICIYIOMMNX KaTETOPHI:

a) BOJla OYHIIICHHAS,

0) BOJIa BLICOKOOYHIIICHHAS,

B) BOJIa JIJISl UHBEKIIU.

1 . Boxa ounniennas

12. Bopa ouwmienHas B BuAe HepachaCOBaHHOW IMPOIYKIMH

HCITIOJIB3YCTCA JIA TPOU3BOACTBA JICKAPCTBCHHBIX IIPCIIApaTOB, ITPU KOTOPOM K


https://pharmawater.ru/voda-ochischennaya/

BOJIE HE TIPEIBSBISIOTCS TPEOOBAHMS B OTHOIICHUW CTEPWIHHOCTH M (WIJIH)
alpPOTreHHOCTH.

13. Boma ouwmmeHHas B Buae HepachacOBaHHOM  MPOAYKIIHMH
MPOU3BOJIUTCS U3 BOJbI, UMEIOIIECH KAK MUHUMYM Ka4e€CTBO BOJbI NTUTHEBOM,
YCTAHOBJICHHOE YMOJHOMOYEHHBIM OPraHOM TOCyAapCTBa-uj€Ha, W JOJDKHA
COOTBETCTBOBaTh (papMakomelHbIM TpPEOOBAaHUSIM 1O XHUMHUYECKOU U
MUKPOOHOJIOTUYECKON YUCTOTE C COOTBETCTBYIOUIMMH YPOBHSIMU TPEBOTH U

nericTBus. Takas Bojia TOJKHA OBITH 3alllMINEHA OT IIOBTOPHOM
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KOHTAMUHAI[MH, PAa3MHOKEHUS M PACIPOCTPAHEHHS MHUKPOOPIaHU3MOB.
OOnacTi ee NPUMCHEHHS ONPEACIAIOTCS Ha OCHOBAHUH OICHKH PHCKOB
UCXOIS M3 CBEJACHUH O CHCTEME IIOJydYeHHs BOJbL. YPOBHHU TPEBOTH IS
CHCTEMbI ITOJNyYEHHUsS, OYMCTKHM, XPAHEHHS W pacCOpelelIcHHS BOIBI IS
(bapMarieBTHYE€CKOr0 IPUMEHEHHUS OINPEACISIOTCS Ha OCHOBE U3YyYEHHUS HTOM
CHCTEMBI IPOU3BOJUTEIEM (PapMalEBTHUECKOM IPOTYKI[HH.

14. Boga ouwmiieHHas B Bujae Hepac(haCOBaHHON MPOIYKIUH
MPOU3BOJMUTCS  METOJJaMH  HMOHHOrOo  OOMeHa, O0OpaTHOroO  ocMoca,

y.HBTpa(bI/IJIBTpaHI/II/I u (I/I.TII/I) DJICKTPOACHOHM3AIIMHK, a TAKKE JUCTUIJIALUN U3

BOJbI, KOTOpasd COOTBCTCTBYCT Tp€6OBaHI/IHM K Ka4CCTBY BOJbI HHTBCBOﬁ,

YCTAaHOBJICHHBIM 3dKOHOJATCILCTBOM I'OCYAapPCTB-YJICHOB.

2. Boza BeICOKOOYHIIIEHHAS

15. Boga BbICOKOOUYMILICHHAs B BHIE Hepac(pacOBAHHOM MPOIYKIUH
NpelHa3HaYeHa JJisi NOPOU3BOACTBA  JIEKAPCTBEHHBIX MPEMNAPATOB  C
NPUMEHEHUEM BOJIbI 0o0Jiee BBICOKOTO KauecTBa, YeM BOJla OUMUILCHHAs, 3a
WCKIIFOUCHHEM CIydaeB, KOraa TpeOyeTcsi UCTIOIb30BaHUE TOJBKO BOJBI JJIS
UHBEKIIUN.

16. Bopma BeICOKOOUHINEHHAs B BHAE HepacPacOBAHHON MPOTYKIIMN
MIPOM3BOJUTCS W3 BOJbI, UMEIOIIEH KAK MUHUMYM Kad€CTBO BOJIbI IUTHEBOM,
YCTaHOBJICHHOE YIIOJJHOMOYEHHBIM OPTaHOM TOCYAapCTBa-wieHa. Takas BoJa
JIOJDKHA COOTBETCTBOBATH TPEOOBAHUSIM, MPEABSIBISIEMBIM K Kaue€CTBY BOJIbI
JUIS. ”HBEKIIUH (BKJTIOUasl TIPeeIbHBIA YPOBEHB COJEPKaHUS OaKTepHaTbHBIX
SHJOTOKCUHOB), HO HCIOJB3yEMbI MPOLECC MPUTOTOBICHUS  BOJbI
BBICOKOOYHMIIICHHON MOXET OoTin4aTbcs. Bojga BbICOKOOUMIIEHHAss B BHUE
Hepac(acoBaHHOM MPOTYKIIMHU TaKXKE JI0/HKHA OBITh 3alllUIIeHa OT IIOBTOPHOM

KOHTaMHWHAIIUKW, PASMHOXCHHA W PACIHPOCTPAHCHHA MHKPOOPIaHHU3MOB. K


https://pharmawater.ru/elektrodeionizatsiya/
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BOJIC BBICOKOOYMINICHHON B BHJI€ HepachaCOBAaHHOW MPOAYKIIUU U BOJAE JJIS
WHBEKIHH B BUIe HepachaCOBAaHHOW MPOAYKITUH MTPEABSIBISIOTCS OJTMHAKOBBIC
MUKpoOHoiorudeckne hapMakoneiHpie TpeOOBaHMS.

17. CoBpeMeHHBIC METOBI MPOU3BOACTBA BOJBI BBHICOKOOUHIIICHHOM
BKJIFOYAIOT B ce0s ABYXCTYIIEHUYATHI OOpaTHBI OCMOC HAapaBHE C JAPYTHMH

MOAXOIAIIMMHI METOIaMU (HampuMep, yiabTpaduiIbTpaliue U ACHOHN3AIICH ).
3. Boxa m1s uHbeKIUH

18. Boja jis MHBEKINI UCIIONB3YETCSA B KAYECTBE PACTBOPUTENS TIPH

MPOU3BOJICTBE  JICKAPCTBEHHBIX  MpENaparoB Uil  MapEeHTEPAIbHOTO
npuMeHeHus (Kak BoJia JIJisi HHbEKIUN B BUAEC Hepac(hacoBaHHOW MPOIyKIIHH
00 Kak BOJA I MHBEKIIUN CTEpUIIbHAS, UCTIOJIb3yeMasl I paCTBOPEHUS
Wi pas3BeleHus (GapMalleBTUUECKUX CYOCTaHIIMA WM  JIEKAPCTBEHHBIX
MpEnapaToB JJIsl TapeHTEPaIbHOrO BBECHUS NIEpe] MpuMeHeHnem). Boaa s
WHBEKIUI B BUAEC HepachaCOBAHHOW MPOMYKIIMU HE SBISIETCS CTEPUIHHOM
BOJIOM W KOHEYHOM JIEKapCTBEHHOW (opmoi, mpeaAcTaBiseT coOou
MIPOMEXKYTOUHBINA Hepac(hacoOBaHHBIN MPOAYKT U MIPUTOIHA I IPUMEHEHHSI B
KaueCTBE MHIPEAMEHTA B COCTaBE JICKAPCTBEHHBIX IpernaparoB. Takas Boja
SBJISIETCS BOJOM JJIsi (papMalleBTUYECKOTO NMPUMEHEHUs] HanuboJjiee BHICOKOTO
KauecTBa.

19. Meroa AMCTHILISIMK ITOABEPraeTcs BalMAllMM KaK OTAeIbHas

omepanusi. Boma nmns wHBEKIMA B BHUAEC HepachacOBAHHOW MPOTYKIIHH
MIPOM3BOJIUTCS U3 BOJAbI, COOTBETCTBYIOIIEH MO KAYECTBY BOJI€ MUTHEBOM, WIIU
U3 BOJIBI, OUHINCHHON IMMyTeM NUCTWIISAIUN ¢ IPUMEHEHUEM 000pyA0BaHUS,

JETAIN KOTOPOT0, KOHTAKTUPYIOLIME C BOJAOU, U3TOTOBIIEHBI U3 HEUTPAIIBHOTO
CTEKJIa, KBapIEBOI'O CTEKJIA WJIM MOAXOASIIEro MeTajiia. Takoe 000pylIoBaHNe

JOJDKHO BKJIIOYaTh B ce0s d(PeKTUBHOE YCTPOWUCTBO [JIsl yJIaBIMBaHMUS


https://pharmawater.ru/voda-dlya-inektsiy/
https://pharmawater.ru/metod-distillyatsii/

8

Kanenab. JlomyckaeTcss TakKe MCHOJb30BaTh METOJ JBYXCTYNEHYATOTO
oOpatHoro ocmoca. OOsi3aTENbHBIM SIBJISIETCA HAJJICXkKAIEe TEXHUYECKOE
o0OcITyKMBaHHUE 000PYIOBAHMUS.

20. KoHTpojb YHCTOTHI BOABI JUIS HHBEKIMH HalpaBleH Ha
obecrieyeHre CTabUILHOIO MUKPOOMOJIOTHYECKOTO KayecTBa BOJIbI B YACTH,
Kacaroulencss yJajneHusi OakTepuil U OakTepUaldbHBIX 3HIOTOKCHUHOB. llpu
MOJIYyYEHUM W  XPAaHEHMM BOJBI  JJI1  WHBEKIUHA  MPOU3BOIUTEIIO
dbapMarleBTUUECKON TPOAYKIIMA HEOOXOAUMO OO0€CHe4YuTh KOHTPOIb U
MOHHUTOPUHT 00111eT0 KOJIMUECTBA YKU3HECIIOCOOHBIX a’pOOHBIX
MUKpPOOPraHu3MoB. Boja /st MHBEKIMA T0KHA BBIIEPKUBATH HUCIIBITAHMS,
MPOBOJIUMBIC B OTHOIICHUH BOJBI OYMIICHHOW, & TaKKE€ COOTBETCTBOBATH
JTOTIOJIHUTEILHBIM ~ TpeOOBaHUAM, MPEIBABISIEMBIM K  COJIEPKAHUIO
OakTepuandbHBIX  JIHAOTOKCHMHOB (Menee 0,25 ME/Mn), yaenbHOI

QJICKTPOIIPOBOAMMOCTH U COLACPKAHUIO O6HICFO OpraHu4CCKOIo yricpoia.

4. JIpyrue KaTeropuu BOJbl

21. B cnyuae ecam s cnenuduyueckoro mpoiecca tpedyercs Boma
CHELUAJbHON KaTerOpuu KadecTBa, OTJIMYHOM OT MPEeayCMOTPEHHBIX
®dapmakoneeit Coroza, a Takxke (apMakonesMd TOCYIapCTB-YICHOB, B
OTHOILIEHWM JTOM BOJBI JOKHA OBbITH pa3paboTaHa crnenupuUkanus B
COOTBETCTBUU C CUCTEMOW oOecreueHus KadecTBa mpousBoauTens. Takas
BOJIa JJOJIKHA COOTBETCTBOBATh KAK MUHUMYM (hapMaKOTEHHBIM TPEOOBaHUSIM,
IPEABbSBISIEMbIM K KaTErOpUU BOJABI AJs1 (hapMaleBTUUECKOrO MPUMEHEHHS,
HEOOXOAMMOM ISl TMPUMEHSIEMOW JTO3WPOBAaHHON (POPMBI JIEKapCTBEHHOTO
npenapara Wiv KOHKPETHOW CTauy TEXHOJOTHYECKOro MpoLecca.

IV. IlpumeHeHne BOJIbI PA3JIMYHBIX KATETOPUM JJIs1 IPOU3BOJICTBA
JIEKapCTBEHHBIX MPENAPATOB
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22. Bammmarmus u KBamu(UKAIMSA CUCTEM IOIYYEHUS, XpPaHCHUS H
pacnpeAeneHnus BOAbI Ui MOPOU3BOACTBA JIEKAPCTBEHHBIX IPENAPATOB
MPEACTABISAIOT €000 (PyHIaMEHTAbHYIO 4acTh [IpaBui U COCTaBISIIOT
HEOTHEMJIEMYIO YacCTh HWHCIEKTHUPOBAHMS Ha COOTBETCTBUE TpPEeOOBaHUAM
[IpaBun. Kareropun BOABI, MCHOIB3YEMOW HA PA3NUYHBIX CTAIHUAX
IpOU3BOACTBA  (papmalleBTUYECKUX  CYOCTaHUMA H  JICKAPCTBEHHBIX
npenaparoB, JOJDKHBI OBITh OMUCAaHBl B (DapMalleBTUYECKON 4YacTH
PETUCTPAIMOHHOTO JIOChE B COOTBETCTBUU C mpuioxkenneM N2 1 k [IpaBuinam
PETUCTPAlMA U DSKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JJII MEIUIUHCKOTO
npuMeHeHus,  yrBepxkaeHHbIM  Pemennem — CoBeta  EBpaszumiickoi
IKOHOMHUYECKON Komuccuu ot 3 Hostopst 2016 1. -N2 78.

23. Ilpu ucnosib30BaHUU BOJIbI ONIPEIEIEHHON KaTErOpUU HEOOX0JUMO
YUHUTBIBATH XapAaKTEPUCTUKHU U MPEIOIaraeMoe NpuMeHEeHNE

MNPOMECKYTOUYHOTO HIIM I'OTOBOI'o IPOAYKTA M CTAAHUIO IPOHU3BOACTBCHHOI'O

nporecca.

1. Boaa, nmpucyTCTBYyIOIIas B KAYE€CTBE BCIIOMOTaTEIbHOIO
BEIIIECTBA B KOHEYHOU pELENType
24. MuHHUMaIBLHO MNpPUEMJIEMOE KaueCTBO BOJBI ISl MPOU3BOJCTBA
CTEPUJIBHBIX JICKApPCTBEHHBIX IIPENapaToB MPUBEICHO B Tabiuie . Boga mis
UHBEKIIUNA TPeOyeTCs sl IPUTrOTOBJICHUS ITPENapaToB, MPeITHA3HAUYCHHBIX JJIs
MapeHTEepaIbHOTO BBEJCHUSI, BKJIIOYAs PacTBOPHI Il reMOopuiIbTpaluu u
TreMOIUATN3HON (PUIBTPAIINH, a TAKXKE JUIS IEPUTOHEATLHOTO THAIIHA3A.

Tao0muna 1

MuHuMaJIBHO NpUEMIICMOC Ka4€CTBO BOAbI IJIA
IMPON3BOACTBA CTCPHUIIbHBIX JICKAPCTBCHHBIX IIPCIIAPAaTOB

CTCpI/IJ'ILHBIe JICKApPCTBCHHLIC NIPCIIapaThI MuHuMaIbHO MpUEMIIEMOC KaY€CTBO BOABI

[TapenTepanbHbIe BOJIa U1 UHBEKIUH
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PacTBOpBI 151 reMOGUIBTPALIMY U PACTBOPHI IS TEMOIUATM3HOMBOAA Il HHBEKLIUH
¢bunbTpanuu

PacTBOpbI 17151 MEpUTOHEATHHOTO JUAIHA3A BOJA JUIS UHBEKUUN
PacTtBopbI 17151 OpoLIeHUs (MpPUTALIIH) BOJIA JIUISL UHBEKITHI
Odranbmonoruueckue BOJIa JUISl UHBEKLUHN (BOJIa OUUIIICHHAS)
Hazanbhbie (yiiHbie) npenaparsl BOJIa OUMILICHHASA
[IpenapaTsl A HAPYKHOTO TPUMEHEHUS BOJIa OUUIIICHHAS

25. B dapmarieBTHUECKOW MPOMBINIIEHHOCTH BOAA [JII MHBEKIIHMA
4aCTO HCMOJIB3YETCs IS MPOU3BOJACTBA O(PTATBMOIOTHUECKUX, CTEPUIbHBIX
Ha3aJdbHBIX WJIM YIIHBIX [PENapaToB M MPEnapaTroB [Js HAPYKHOIO
npumeHeHusd. Ilpu OonbmMX 00beMax MPOMBIILIEHHOTO MOTPEOJICHUS
BO3MOYKHO MCITOJIb30BAHUE BOJIbI BEICOKOOUYHUILIEHHOM.

26. MuHHMaTbHO TMPHUEMIIEMOE Ka4eCTBO BOJBI JUIsI MPOU3BOJICTBA
HECTEpPWIbHBIX JICKAPCTBEHHBIX IIpenapaToB IpUBEACHO B Tabmuue 2. 3a
UCKJIFOYEHUEM HEKOTOPBIX HWHTASIIMOHHBIX MPENapaToB, HCIOJIb3YEMbIX C
HeOynaizepamMu, JOMyCTAMOW KaTeropueld BOABI ISl BCEX HECTEPHIIBHBIX

JICKAPCTBCHHBLIX IIPCIIApaTOB ABJIACTCA BOJAA OYUIICHHA.

Ta0muna 2

MuHuMaIbHO IMPUCMIICMOC Ka4CCTBO BOAbI IJIA IIPOU3BOACTBA
HCCTCPHUIIBHBIX JICKAPCTBCHHLIX ITPCIIApPATOB

HecrepunbHbie nekapcTBEHHBIC MTpENapaThl MuHUMaIIbHO TIPUEMIIEMOE Kaue€CTBO BO/IBI
[Ipenapats! 11t npueMa BHYTPb BOJIa OYMIIEHHAs
PactBops! nmst uHTANSIIIN BO/JIa OYHUIIICHHAS
[Ipenapatsl 1uist HAPYKHOTO MIPUMEHEHUS BO/JIa OYUIIEHHAs
Hazanbablie (yirHelie) npenapaTs BOJIa OYMIIIEHHAS
PexTanpHbIe (BarnHaIbHBIC) IPENAPATHI BOJIa OUMIIICHHAS

K nexkapcTBEeHHBIM mpenapaTaM, HUCIOJb3YEMBIM Il JIEYCHHS HEKOTOPhIX 3a0oJeBaHUN
(Hammpumep, KUCTO3HOro (uOpo3a), a Takke K >KUIKUM JIEKApCTBEHHBIM IIpernaparaM B
OJIHO/IO30BBIX M MHOTO/I030BbIX KOHTEHHEpax, KOTOPbIE BBOASTCS MOCPEICTBOM HHTAJSINH,
MPENbABISAIOTCA TpeOOBaHMS CTEPUJIBHOCTH M alUPOTreHHOCTU. B Takux ciydasx HEoOX0auMo
MCIOJIb30BaTh BOAY /AJIsl MHBEKIINM U BOJY BHICOKOOUHILIEHHYIO.
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Jl1s HEKOTOpbIX INpenapaToB (HANIpPUMEP, BETEPUHAPHBIX JIEKAPCTBEHHBIX IpPENapaToB MAJs
IIPOMBIBAHUS COCKOB) MOKET OBITh PUEMJIEMBIM HCII0JI30BAaHUE BO/IbI IUTHEBOM B TEX Cllydasx,
KOrja 3T0 OOOCHOBAaHO M pa3pelieHO C y4eTOM H3MEHYMBOCTH €€ XMMHUYECKOro COCTaBa U
MHUKPOOHOJIOINYECKOI0 KauecTBa.

2. Bona,

UCIIOJIb3yeMasi B IPOIECCE IPOU3BOJCTBA
(papManeBTHUECKUX CYOCTaHUMA M JIEKAPCTBEHHBIX IPENaparos,
WCKJII0Yas BOAY, IPUCYTCTBYIOUIYIO B KAYECTBE BCIIOMOTraTEIbHOIO
BEILIECTBA B KOHEYHOU PELENTYPE

27. llpuemnemMasi KaTeropus BOAbl B 3HAUMTEILHON CTENIEHU 3aBUCUT OT

CTaJuu,

Ha KOTOpPOH OHAa WUCHOJB3YyeTCsS B MPOIECCe MPOM3BOJICTRA,

MOCIIENYOIIMX TEXHOJOTUYECKUX ONEPALNM, a TAKXKE OT IMPUPOIBI TOTOBOMN

IpOAYKIIUH. CBGI[CHI/UI O IMPUCMJICMOM Ka4dCCTBC BOAbI AJIA IIPOU3BOACTBA

dbapMalleBTUUECKUX CyOCTaHIMM, a TaK¥Ke ISl CTEPUIbHBIX U HECTEPUIIbHBIX

JIEKapCTBEHHBIX IIpenapaToB 0000111eHbI B TabMIax 3 U 4.

Tabmauma 3

MuHUMAaJIBHO PUEMIIEMOE Ka4ECTBO BOIbI, HCTIONB3YEMOM JIJIs
MIPOM3BOJICTBA (PapMaIeBTUICCKUX CYOCTaHIIHI

Twun npousBoacTBa

TpeboBanus K NPOAYKLIUN

MunumanasHO
MPUEMIIEMOE KaYECTBO
BOJIbI

CuHTe3 BCex

IIPOMEKYTOYHBIX POLYKTOB

i hapmarieBTHIeCKOH
cyOcTaHIM 10

3aKJIFOUYNTEIbHBIX CTAIUI
BBIJICJICHUS] 1 OYUCTKU
Cpensr 1151 hepMeHTaITIN

OTCYTCTBYCT Tpe6OBaHI/Ie OTHOCHUTCIIBHO BOJ4d IIMTbECBAsA

CTEPHJIBHOCTHU WJIM allUPOTe€HHOCTH JIJIst
(bapmaleBTUUECKOI CyOCTaHIIUN WU
JIEKapCTBEHHOI'O IIpernapaTa, B KOTOpOM

OHa 6YI[CT HCIIOJIB30BaHa

OTCYTCTBYET TpeboBaHME
OTHOCHUTCIIBHO CTCPHUIIBHOCTHU 1501058
AIIMPOr€HHOCTH JJISA

(dbapmareBTUUeCKO CyOCTaHIIMN WITH
JIEKApCTBEHHOTO TIperapara, B KOTOPOM
OHa OyJIeT UCTOIb30BaHa

BOJa IUTHEBAs1

Tun MMpOnU3BOACTBA

TpeboBaHus K MPOIYKLIUU

MunumaiarsHO
MIPUEMIIEMOE KauyeCTBO
BOJIbBI




OKCTpakuys U3 pacTeHUH

3aKIIFOYATETBHOE
BBIIEJIEHUE U OUYUCTKA

3aKIIFOUYNTEIIFHOE
BBIACIICHUC U OYMCTKA

3aKIIYHATEIBHOE

BBIACIICHUEC U OYUCTKA

3aKIIFOYUTETBHOE
BBIIEJIEHUE U OUYUCTKA

3aKIIFOYUTENBHOE
BBIACJIICHUEC U OUYUCTKA

CJ'IC,Z[yeT HCIIOJIb30BAaTh BOAY OYHUINCHHYIO, €CJIN MPEABABIIANOTCIA TCXHUYCCKUC Tpe60BaHI/I$I B
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OTCYTCTBYET TpeboBaHUE
OTHOCUTEIILHO  CTEPWJIBHOCTH  WIIU
aIMPOTCHHOCTH TUTS

(dapmaieBTHUECKON CyOCTaHIIUK WIIN
JIEKapCTBEHHOTO IpernapaTa, B KOTOPOM
oHa OyJeT UCIOJIb30BaHa

OTCYTCTBYET TPEOOBAHHE OTHOCUTEIHHO

CTCPUIBHOCTH WM alUPOTCHHOCTH
Uit (hapMareBTUUECKOW CyOCTaHIIUU
WIK JIGKApCTBEHHOrO Ipernapara, B
KOTOpPOM OHa Oy/IeT UCIIOJIb30BaHa
dbapmarneBTHUECKas CyOCTaHIIMS HE
SIBJISIETCS CTEPUIILHOM, HO
MpeIHa3HaueHa JIJIs MCIIOJIb30BaHHS
B COCTaBe CTEPHJIBLHOIO IIperapara
JUISL HETIAPEHTEPAIbHOIO BBEJCHHS
dapmanieBTUYECKas CyOCTaHIIUS
SIBJISICTCSI CTCPUIILHOM, HO HE
MpeTHa3HaueHa JIJIS TTApEHTEPATHLHOTO
BBEJICHHS

dbapmarneBTHUECKast CyOCTaHIIMS HE

SABJIICTCA CT@pHJ’ILHOfI, HO
npceaHasHadycHa JJIs1 UCII0JIb30BaHUs B

COCTaBC CTCPHUIIBHOTO Iperiapara I

MapeHTEPAIIbHOTO BBEJCHUS

dapmarneBTHUECKas CyOCTaHIIH
SIBJISIETCS] CTEPUIIBHOM Y allUPOTEHHOMN

OTHOIIICHUU OOJIBIICH XUMUYECKON YHCTOTHL.

3asgBUTEND JOJIDKCH OJO0Ka3aThb, YTO BO3MOXHBIC M3MCHCHHA B Ka4E€CTBE BO/bI (B YaCTHOCTH B

BOJa IINThCBAaA

BOJa IIMThEBaA

BOJa OYHIICHHAS

BOJa OUYHMIIICHHAasA

BOJa OYHMIIICHHAA C
MMpCaACIbHBIM
COACPIKAHUEM

OHAOTOKCHHOB

0,25 ME/mn,
KOHTPOJIb
crienupuIecKux
MHUKPOOPTaHU3MOB
BOJIa 11 MHBEKITHI

OTHOIIIEHWH MUHEPAIBLHOTO COCTaBa) HEe OyMyT BIUATH HA COCTAB DKCTPAKTA.

TabOnuna 4

MuHHUMaIbHO IMPUCMJICMOC Ka4CCTBO BO/bI, HCHOJ’IB?;y@MOﬁ JJI
MMPON3BOACTBA JICKAPCTBCHHBIX ITPCIIaApaTOB, HO OTCYTCTByIOH_Ieﬁ B
KOHCYHOM COCTAaBC JICKAPCTBCHHOTO IIPCIIapara

CTaI[I/IH IMPpOU3BOACTBA

MuHUManbHO MMPUCMIIEMOC KauCCTBO BOABI

I'panynupoBanue

Hanecenue nokpbITHii Ha TaOJIETKH

BOJIa OYHIIIEHHAs
BOJIa OYHUIIICHHAS
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Jlo HecTepuIbHOM THo(UIH3anun BOJIa OYUIIECHHAs
Jlo cTepuiibHON MO UITU3AIIH BOJIA U1l UHBEKIUI
3. Bona, ucnonb3yemasi isi OUMCTKH (MOMKH) 000pyAOBaHUS,
MEPBUYHON YIIAKOBKH U YKYTIOPOYHBIX SJIEMEHTOB

28. Ilpu 3akimouuTeNbHONM OYUCTKE (MOMKe) o00OpyJoBaHUS U
MEPBUYHON YIIaKOBKH (KOHTEUHEPOB, YKYOPOUYHBIX SJIEMEHTOB) CIIEIyET, KaK
MPaBUJIO, UCIIOJIb30BaTh BOAY TAaKOrO K€ KayecTBa, KaK HMCIOJb3yemas Ha
3aKJIFOUUTENIHLHOM CTaAuu TPOU3BOJICTBA (hapMalleBTUUECKON CyOCTaHIIUU UITH
MpUMEHAEMasi B COCTaBE JICKAPCTBEHHOTO TIpemapara B  KAadeCTBE

BCIIOMOT'aTCJIBHOI'O BECIICCTBA. MuHuMaIbHO INpUEMIICMOC Ka4CCTBO BOJHI,

UCIIOJIB3YEMOM I OUUCTKU (MOMKH ), TPUBEIEHO B TabiuIie 5.

Tabmuua 5
MuHUMAaIbHO IMPUCMIICMOC Ka4CCTBO BOJHbI,
UCIIOJIBb3YEMOM ISl OUUCTKU (MOMKH)
Tun nponykuun Ouncrka (Molika) 000py1OBaHHSA,
TIEPBUYHON YIIaKOBKH MuHMMaJIBHO TPUEMIIEMOE
(KOHTEITHEPOB, YKYITOPOYHBIX KAaueCTBO BOJIbI
AJIEMEHTOB)
ITpomesxyTouHbIE NepBOHAaYaJIbHAs MOMKa BOJIa MTUThEBAs
MPOAYKTHI U
(bapmarieBTUYECKHE
cyOcTaHIIMH
dapmareBTHUYECKHE 3aKIIIOYMTEIbHAs MOUKA BOJIa TAKOT'O )K€ Ka4ecTBa, KaK
cyOcTaHIum UCTOJIb3yeMast IPH ITPOU3BOICTBE
(hapMmarieBTHUECKMX CyOCTaHIIUH
Hecrepunbabie NepBOHAYAIbHAS MOIKA, BKJIIOYasi  BOJA MUThEBas
JIEKapCTBEHHBIC OYHCTKY Ha MECTE KOHTEHHEPOB H
TpernapaTsl YKYTIOPOYHBIX 3JIEMEHTOB (TIPH
HEOOXOIMMOCTH )
Hecrepunpabie 3aKIIIOYNTEIbHAS MOWKA, BKJIFOYAs BOJa OYMIIICHHAS WK BOJA
JIeKapCTBEHHbIE OYHUCTKY Ha MECTE€ KOHTEHHEPOB M  TaKOTr'o e KayecTBa, KaK
npernapaTsl YKYTIOPOUYHBIX 3JIEMEHTOB (TIpU UCTOJIb3yeMasi PH MPOU3BOJICTBE
HE00XO/IMMOCTH) JIEKapCTBEHHOT O Mpernapara, uiu

BOAa 0oJlee BBICOKOTO KadeCTBa,
4EM BOJa OYHUIIICHHAs
CTepI/IHBHLIC HepBOHAYAIIbHAS MOMKA » BOJa OYHMIIICHHAsA



npenapaTsl
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BKIIIOYasi OYHMCTKY Ha MeCTe
KOHTEHHEPOB U  YKYHNOPOUYHBIX
AJIEMEHTOB (IIPH HEOOXOTUMOCTH)

Tun npoxyxuuu

Ouncrka (Molika) 000py10BaHMs,
IIEPBUYHOH YIIAKOBKH
(KOHTEITHEpOB, YKYIOPOUYHBIX

AJIEMEHTOB)

MuHUMaIBHO IPHEMIIEMOE
Ka4eCTBO BOJBI

CrepuibHble
npenaparsl,

HE MpeHa3HaueHHbIe
IUIs1 TApEHTEPaTbHOTO
BBEJICHUS

CrepuibHbie
Iperaparel,

npcaAHa3HAYCHHBIC

I IapCHTCPAJIBbHOTO
BBCICHUA

3aKIIFOUUTEbHASA MOMKA

BKJIFOYAsi OYMCTKY Ha MECTE
KOHTEHHEPOB M YKYIOPOUHBIX
AJIEMEHTOB (IPU HEOOXOAUMOCTH )

3aKJIFOUUTENbHAs MOMKa

BKJIIO4Yas1 OYUCTKY Ha MCCTC
KOHTCﬁHepOB H YKYIIOPOYHBIX

AJIEMEHTOB (MPH HEOOXOAMMOCTH)

BOJIa OYHUIIICHHAS WJIM BOJa
TaKOI0 K€ Ka4ecTBa, KaKk
KCIIOJIb3yEMas MPU MMPOU3BOACTBE
JIEKapCTBEHHOIO IIpernapara, uiu
BOJIa 00JIee BLICOKOI'O KAueCcTBa,
yeM BOJIa OUMIICHHAS

BOJIa JUI1 UHBCKIUHU

J1J1s1 HEKOTOPBIX KOHTEHHEPOB (HAIpUMED, MOJIMMEPHBIX KOHTEHMHEPOB /7S TJIa3HBIX Kallellb) He
TpeOyercsi nepBOHayalbHas MOMKa, 4TO B JEHCTBUTEIBHOCTH MOKET HMPHUBECTH K OOpaTHBIM
pe3yabpTaTaM, IOCKOJIBKY BCJICACTBUE MOWKU MOXET YBEIMUYUTHCS KOJIMYECTBO MEXAHUYECKUX

BKJIIOUEHUH. B HEKOTOpBIX ciyyasx (Hampumep, B IMpolieccax BBIAYBAaHUE — JO3UPOBAHUE —
repMeTH3alus) NpoBeJeHNe MOMKU He JOITyCKaeTcsl.

Ecnu o6opynoBanue nocie Moiku cymar 70-poLeHTHBIM CIUPTOM, CIUPT CIIEAYET pa3BOIUTh
BOJIOM TOTO € Ka4eCTBa, YTO U BOJA, UCIIOJIb3yeMasi JJIsl 3aKJIIOUUTEIbHON IIPOMBIBKH.

Ecny npuMeHSIOT MoClenyoulyo CTaauo ASMUPOreHU3alNH, JOMYCKAeTCsl UCIOJIb30BAaHUE
BOJIbI BBICOKOOYHIIIEHHOM MPH YCIIOBUU COOTBETCTBYIOIIETO OOOCHOBAHMS M HATUYMS JAHHBIX O
BaJIAJALUU.

VY. Ocobennoctu GpopMupoBaHus TpeOOBaHUIN
K HUCITOJIb30BAaHHUIO BOJIBI

29. Bomaa muMpoKo MCHONB3YETCS B KA4ECTBE CHIPhSI WA HMCXOIHOTO

BCIICCTBA JJIAA MMOJIYYCHU, nepepa60TKI/I 151 CO34aHMUsA

perentyp
JIEKapCTBEHHBIX TpernaparoB. OHa UMEET YHUKAJIbHbIC XUMUYECKUE CBONCTBA,

O6YCJ’IOBJ’I€HHI)IG €C IIOJLIPHOCTBKO KW BOJOPOAHBIMH  CBA3SAMMU. 910

o0OecreurnBaeT CIOCOOHOCTh  BOJABI  PAacTBOPSAThH, COpPOMpPOBATH WM

CyCliICHAUPOBATL MHOKCCTBO PA3JIMYHBIX COC,[[I/IHGHI/Iﬁ. Takue COCAMHCHUA

BKJIIOYAIOT B ce0sl 3arpsa3HUTeNd (KOHTAMUHAHTHI), KOTOpPHIE MOTYT
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npcaACTaBJIsATh OIIACHOCTH CaMH 110 cebe umm MOI'YyT BSaHMOI[efICTBOBaTB C
HCIIOJIb3YCMBIMH B IIPOU3BOACTBC JICKAPCTBCHHOI'O IIpCliapaTa BCIICCTBAMU,

0OyCJIOBJIMBAsI PUCKHU JIJIS1 3/T0POBDSI.



30. OcHoBHOI mpoOJIEMON SIBISIETCS KOHTPOJIh KadyecTBa BOJbI B
IpoLecce TMOJYyYEHUs, XPaHECHUS W pacCIpelesICHUsl, BKIIOYas KOHTPOJIb
MUKPOOHOJIOTHYECKOTO M XMMHUYECKOrOo KaydecTBa. B oTnmume oT Apyrux
VMHIPEIMEHTOB MPOAYKTa WM IIpolecca, €CIM BOJA IMOCTYIAET U3 CUCTEMBI
pacrmipenenenusi,  (papMalleBTUYECKUM  MPOU3BOJUTENL  BIOpaBe  HE
UCIIOJIb30BAaTh €€ KaK OOBEKT ISl UCIIBITAHMS nepe]l npuMeHeHueM. [1pu atom
00s3aTeNbHBIM SIBJIIETCS O0ECIIEUEHUE KAayeCTBa BOJIbI, COOTBETCTBYIOLIETO
npennosaraeMoMy npumeHeHuto. Kpome Toro, 1jisi MUKpOOHOIOTMYECKHX
UCIIBITAHUN TpeOYIOTCS MEpUOAbl KYyJIbTUBUPOBAHUSA, U, CIEIO0BATEIBHO,

pE3yJabTaTbl MOT'YT OBITH ITOJIYYCHBI ITOCJIC IIPUMCHCHUS BOABI.

31. KoHTpoap  MHKpPOOMOJIOTHYECKOTO  KauecTBa  BOJBI A
(dbapMaIrieBTUUECKOr0 MPUMEHEHHUS OCYIISCTBIACTCS B TEPBYIO OYEPEb.
Hexotopble MHMKpOOpraHu3Mbl MOTYT pPa3MHOXaTbCs B  CPEACTBax,
NpUMEHSIEMbIX JIsi 00pabOTKM BOJBI, U B CHUCTEMax XpaHEHUs U
pacripenienenus BoAbl. KpuTuyeckumu it MHUHUMHU3ALUU  MUKPOOHOMU
KOHTAMHWHALIMK  SIBJIAIOTCS ~ HaJJIekaliee IMPOCKTUPOBAHUE  CHUCTEMBI,
nepruoaudecKas CaHuTapHas o0pabOTKa W MPHUHSATHE COOTBETCTBYIOIIUX MEp
JUISL IPEIOTBPAIIEHUSI MUKPOOHOTO Pa3MHOXKEHUS M pACIIPOCTPAHEHUS.

32. B 3aBucMMOCTH OT crHoco0a TPUMEHEHHUS JIEKapCTBEHHBIX
IpernapaToB TPeOYIOTCS Pa3IuYHbIC KATETOPHUH KauyeCTBA BOJIBI.

33. nsa oOecrieueHus HaJIE)KHOTO MOTYYCHUS BOJIBI
COOTBETCTBYIOIIETO KAYECTBA JIOJHKHBI OBITh CIIPOEKTUPOBAHBI, YCTAHOBJICHBI,
BBEJCHBI B OKCIUTyaTalldi0, HWCIBITAHBI H  HAWISKAIUM  00pa3om
AKCIUTYaTUPOBAThCA  CHUCTEMBbI  TOJYyYEeHHUS, OUYHUCTKH, XpaHEHUs U
pacripeniesieHusi BOJbl Ui (papmarieBTHUYecKoro rmnpumMeHeHus. IIporecc

IIOJYUYCHHA, XPAaHCHUA M PACHPCACIICHUA BOAbI HGO6XOI[I/IMO BaJIMIHUPOBATb



17

sl IOATBCPKIACHHUA  TOIO, YTO OH 00€eCIIeYrBaeT HGO6XOI[I/IMYIO
MNPpON3BOAUTCIBHOCTE MW KAa4YCCTBO BOJbI COOTBCTCTBYCT Tp€6OBaHI/I5{M

crenupuKanuu.

VI. O0uue npuHIHUIBI TPOSKTUPOBAHUS U HKCILTyaTalluN

CUCTEM IOIYUYEHUS], OUMCTKHU, XPAaHEHUS U paclpeIeJICHUs BOIbI

Uit (papMalieBTUYECKOrO IPUMEHEHHUS

34. Cuctembl NOMYUYEHUs, OUUCTKU, XPAHEHUS U PACTIPEICTICHUS BOIbI
11t hapMaleBTUYECKOTO MPUMEHEHUS JOJIKHBI ObITh CIIPOEKTUPOBAHBI TAKUM
o0pa3oM, 4YToObI 00ECIeUnBaTh CPEIHIOK U MUKOBYIO NOTPEOHOCTH B BOJIE BO
BpeMs MPOM3BOJCTBA. B 3aBUCHUMOCTH OT IUIAHMPYEMBIX Oyaylux
NOTpEeOHOCTEN CUCTEMBI MOJIYUYEHMs, OUMCTKH, XPAaHEHUs] U pacIpeneacHus
BOABI A1 (papMaleBTUYECKOTO MPUMEHEHUS JOJKHBI MPOEKTUPOBATHCS C
YyeToM BO3MOXKHOCTH YBEJIMUYEHHUS POU3BOIUTEILHOCTH WM
monudukaruu. CUCTEMBI MOTYUYEHUS, OYUCTKH, XPAaHEHHUS M pacIpeIesieHus
BOJABI AJisi (apMaleBTUUYECKOr0 MPUMEHEHUSI HE3aBUCHMO OT MX pa3Mepa u
IPOU3BOJUTENBHOCTU JOJKHBI MMETh COOTBETCTBYIOILIYIO PELHUPKYISILHUIO
WM 000pauMBaeMOCTh JJisi OOECIeUYeHHUs HaHJIekKAUIEro XHUMHYECKOro u
MUKPOOHOIOTrM4YE€CKOr0 KOHTPOJISL.

35. BBoj B 3kcmTyaTaluio CUCTEM MOIYYEHUS, OUUCTKH, XPAaHEHUS U
pacnpeneneHuss BoAbl A (apMalEBTHUUYECKOTO TMPUMEHEHHS IOCIe
nepBuyHOM Banmupanuu (kBanmuduxanus wmoHTaxa (IQ), xBanudukanms
dbynkmuonnpoBanus (0Q) u kBamudukaus skcruryatanun (PQ)), a Takke
nocJie JO0BIX TIAHOBBIX WJIM BHEIUIAHOBBIX PAa0OT MO OOCITYKMBAHUIO WIH
MoAU(UKAIIUU JOJDKEH OBbITh YTBEPXKIEH OTIEIOM OOECIEeUeHUs KayecTBa

(QA) c opopmieHreM JOKyMEHTAIIAN TT0 KOHTPOJIIO N3MECHECHHM.

36. B OTHOLIECHUHU HCTOYHUKOB BOJIbI IUTHEBON  JIJIA
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(papManieBTUYECKOTO MPOU3BOACTBA M B OTHOLIEHWU BOJbl OYMILEHHOM
JOJIKEH PETYIISIPHO IPOBOAUTHCS MOHUTOPHUHT XUMHUYECKOM,
MUKPOOHOJIOTMYECKON KOHTAMUHALUU U (npu HEOOXOIMMOCTH)

KOHTaMHHAIMU SHJIOTOKCMHAMHU. Takxe OJKEH MOAJIeKaTb MOHUTOPUHLY
IPOLIECC IKCIUTyaTal[M CUCTEM OYMCTKU, XPAHEHUS U PacHpeIeICHHs BOJBL.
JIOJIKHBI BECTUCH 3alIUCH PE3yJIbTATOB MOHUTOPUHIA, aHAJIM3a TEHACHLINN U

JTHOOBIX MPEAIPUHATHIX JEHCTBHIA.

37. Ecnum xuMuueckas caHUTapHas oOpabOTKa SBJISETCA YacThiO
porpaMMbl  KOHTPOJISI OHMOKOHTAMWHAIIMM, TIOCJIE HEe [OJDKHA OBITh
MpOBeJCHA BalWJAIMs IJIs MOATBEPKACHUS >PHEKTUBHOCTH XUMUUYECKOU
CaHUTApHOM O0OpabOTKM ¥ yAAJICHHsS BEIIECTBA, WCIOIb3YEMOI0o JJis

XUMUYECKON CAHUTAPHOU 00PabOTKHU.

VII. CucteMbl MOJyYEHUS BOJIBI JJIs
(dhapMareBTUUECKOTO MPUMEHEHUS

1. OO1ast xapakTepucTUKa

38. B dapmakomnelHbix cTarthsix (MoOHOTpadusix) HE YCTAHOBJICHBI
JIOTMYCTUMbICE  METOABl  TOJMYYEeHHS BOJABI 17 (hapMaleBTUUECKOTO
MPUMEHEHUS, 32 UICKIIOUEHUEM BOJIbI 111 MHBEKIIMH B BUIE Hepac(hacoBaHHOM
npoaykiuu. [Ipu npoeKTUPOBAHUM U SKCILTyaTallMU CUCTEM MOJTYyYEHUS BOJIbI
1 (hapMarieBTUYECKOT0 TMPUMEHEHUs] BBIOOp MeETOJa TIOJYyYECHHUS WU
MOCJIEAOBATEIbHOCTA €r0 CTaJauid JIOJKHBI COOTBETCTBOBATH HA3HAYEHUIO
BOJAbI Uil (papManEeBTUYECKOTO  MPUMEHEHHUS,  HCIOJIb3yeMOW B
MIPOU3BOJICTBEHHOM Tiporiecce. [Ipu BeiOOpe MeToja MoJydeHus: BOIBI IS
dbapMaIeBTHIEeCKOTO MPUMEHEHHUS HEOOX0IUMO YUNTHIBATH:

a) crnenuduUKaAIMI0 KadecTBa BOABI A (DapMameBTUYECKOTO

IMMPUMCHCHUS



19

0) KOJIWYeCTBO BOJBI A  (apMaleBTUYECKOr0 IPUMEHEHUS,
HCIIOJIb3yeMO# (hapMarieBTUUECKHUM MPOU3BOIUTEIIEM;

B) KaueCTBO JOCTYITHON BOJbI MUTHEBOW M €T0 M3MEHEHHS CO BpEeMEHEM
(ce30HHBIC U3MEHEHUA);

I') JOCTYHMHOCTh BCIIOMOTAaTEIbHBIX CPEJCTB (HANPUMEp, BOJABI JJIS
pabOThl CHCTEMBI, JJICKTPUYECTBA, TPEIOIIETO Iapa, OXJIAKICHHOW BOJBI,
C)KaTOr0  BO3MyXa, KaHAIW3alWHd, BEHTWIALHNH), HEOOXOAUMBIX IS
MOAKIIOYEHUSI CHUCTEMBbI TOJy4YeHHUS BOIBI I (papMarieBTUYECKOTO
IPUMEHEHUS;

1) CTpaTEruio CaHUTApHON 00paOOTKHU;

€) JOCTYITHOCTh Ha PBIHKE OOOPYIOBaHUA JIs MOJYyYECHHs] BOIBI JJIs
dbapMaleBTHUEeCKOT0 MPUMEHEHUS;

) HaACKHOCTh M O€30MaCHOCTh SKCIUTyaTallu OOOpYOBaHUS JIJIs
00paboTKHU BOABI Tl (hapMaIieBTUYECKOro MPUMEHEHHUS;

3) MPOU3BOAUTEIBHOCTh M 3(DPEKTUBHOCTh CUCTEMBI OYMCTKH BOJIBI IS
(dhapMaIeBTUUECKOTO MPUMEHEHUS;

M) CHOCOOHOCTh HAUICKAIIUM 00pa3oM  JKCILTyaTHPOBAaTh W
oOcirykuBaTh 000OpYyAOBaHWE JUISI OYUCTKHA BOJBI I (hapMameBTHUECKOTO
IPUMEHEHHSI;

K) MPOJODKUTEIBHOCTh 3KCIUIYaTallMOHHOTO HCIIOJIB30BaHUS CHCTEM
MOJTYYEHUS BOJBI JIJ1s1 (hapMalieBTUIECKOTO TPUMEHEHHUS B Yacax U JHIX
(IHSIX ¥ TOJIax) M MX IJIaHUPYEMOE BpeMsl IIPOCTOS;

J) ob0mmMe pacxoAbl B TEUEHHE >KU3HEHHOTO IUKJIa O0O0pYI0BaHMS
(KarmuTagbHBIE ¥ SKCIUTyaTallMOHHBIS, BKIIFOYAs 3aTpaThl HA 0OCITYKUBAaHHE).

39. Chnemudukanuu o000pyJI0BaHUS IS TOJYYEHHS BOJBI IS
dhapMaIeBTHIEeCKOTO MPUMEHEHHSI M CHCTEM XPaHCHHS U pacipeIesICHUs BOIBI

PRI | q)apMaI_ICBTI/IIIeCKOPO IMPUMCHCHUS NOJIKHBI YUUTBIBATD:
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a) pacroJIoKEeHNE TTPOU3BOJICTBEHHOTO TIOMEIICHUS;

0) Iuama3oH TemmepaTryp, B KOTOPOM OYAYT OKCIUIyaTHPOBATHCS
000pyI0BaHUE U CUCTEMBI;

B) PHCK KOHTAMUHAIIMK OOOpPYAOBAaHHS, CHUCTEM M MPOAYKIIUU OT
MaTEpHUAaJIOB, KOHTAKTHPYIOIINX C BOJIOK;

') HEOJIArOMPUATHOE BO3JICUCTBUE aJICOPOUPYIONITUX MATEPUAJIOB;

1) TUTMEHWYECKOE WJIM CaHUTapHOE HCIIOJIHEHHWE OO0OpYyNOBaHUS U
cucteM (TIpu HEOOXOIUMOCTH);

€) YCTOWYHUBOCTh K KOPPO3HH;

) MPEIOTBpAICHUE YTEUKH BOJIbI;

3) YCTPOMCTBO CHCTEM, MpeHOTBpaIlaoNIee MPOLecChl MHUKPOOHOTO
Pa3MHOXKEHHUS M paCTIPOCTPAHCHHUS;

M) YCTOMYMBOCTh K OUYMINAIOIIMM CPEJICTBAM U CPEJACTBAM CaHUTAPHOM
00pabOTKH (TEPMUYECKUM U (MJIH) XUMUYECKHUM);

K) CTpaTEruio CaHUTapHOU 00pabOTKH;

) TOKa3aTesid Harpy3Kyu U MIPOU3BOIUTEIHHOCTH CUCTEM;

M) oOecrieueHue CUCTEM HEOOXOAUMBIM U3MEPUTEIIbHBIM
0o00OpyI0BaHWEM, TOYKAMHU KOHTPOJISI U OTOOpa mMpod B ILENAX MPOBEACHUS
MOHUTOPUHTa HEOOXOAMMBIX KPUTHYECKUX T[IOKa3aTeleldl KadecTBa BCe
CUCTEMBI.

40. Tlpu mpoeKTUPOBAHWH, U3TOTOBICHUH W MOHTa)X€ 000PYIOBaHHUS
JUISL  TIOMy4YeHUs BOABI i (apMaleBTHUYECKOTO TNPUMEHEHHS, CHCTEM
XpaHCHUS W pachpeeicHuss BOABI I (apMaleBTUUECKOr0 MPUMEHCHHSI
HEOOXOIMMO YUUTHIBATH:

a) BO3MOKHOCTh 0TOOpa Mpoo;
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0) IPOCTPAHCTBO TEXHOJIOTMUECKON 30HBI, MPUTOJHOE Il YCTAHOBKU
000pyI0BaHUS B CUCTEM;

B) KOHCTPYKIIMOHHBIC HATPY3KH Ha 3/IaHUS;

r) obecrieyeHue HeoOXOAMMOro JOCTyIa IEPCOHANIa K 000pYyI0BaHUIO U
cucTeMam Jyisi uX o0CIy KUBAHUS;

1) BO3MOYKHOCTb 0€3011acHOM pabOThl ¢ XUMUYECKUMHU BEIIECTBAMU MIPU

pereHepanuy 1 CAaHUTapHOM 00paboTKe.

2. [Tonydyenue BOAbI MUTHEBOU

41. Boay NIUTHEBYIO IOJY4YalOT W3 TaKHX IHPHPOJHBIX CHIPHEBBIX
WCTOYHMKOB BOJIBI, KaK CKBaXWHBI, PEKH WM BojoeMmbl. He cymiecTtByer
MPEANMUCAaHHBIX METOJIOB O00paOOTKH BOJIbI, MUCIIOJIB3YEMOUN ISl TOTYUYEHUS
BOJIbI TMUTHEBOM M3 CIENU(GUUESCKOTO IPUPOJHOTO CBHIPHEBOTO HCTOYHHKA
BOJIbl. THIUYHBIE TPOIECCH TOJYYEHHUS] BOABI NMHUTHLEBOM, HCMOJIB3yEMBIE
dbapMaIeBTHIeCKUMHU IPOU3BOIUTEISIMU WJIN OpraHu3aIusIMU
BOJIOCHA0KEHHS, BKJIIIOYAIOT B ce04:

a) oOeccolMBaHue;

0) punbpTpoBanue;

B) YMATYECHUE;
T) 1e3uH(EKIUI0 UM CAHUTAPHYI0 00pabOTKy (Hampumep,

MOCPEACTBOM BBEJICHHUS B BOJly HATPHUS TMIIOXJIOPUTA (XJI0Pa));

1) yoajaeHue xenesa (00e3Kene3nBaHme);

€) OCaXKJICHHUE;

) YMEHBIIICHUE KOHIIEHTPAlUM CHEHU(PUUESCKUX HEOPTaHUYECKUX H
(W1K) OpraHUYECKUX BEUIECTB.

42. KauecTBO BOJBI MHUTHEBON OJDKHO IMOJJICKAaTh MOHUTOPUHTY B

OeirsixX OLOCHKH BOSJIGI\/'ICTBI/ISI Ha CBIpBeBOﬁ HUCTOYHHUK BOJbI OKPY)KaIOHleﬁ



22

Cpelbl, CE30HHBIX H3MEHEHMM U W3MEHEHMH B CHA0XXEHUH, KOTOpPHIC
OKa3bIBAIOT HEOJAarompusiTHOE BO3JCUCTBHE Ha KAadeCTBO CHIPHEBOIO
UCTOYHUKA BOABL. [lpu 11000M H3MEHEHHH CBHIPHEBOTO HCTOYHUKA BOJbI,
TEXHOJOTUM 00pabOTKU WM YCTPOMCTBA CUCTEMBI JIsl TOJTYUYEHHUS BOJBI JJIs

(hapMareBTHIECKOTO MIPUMEHEHUS JTOJDKHO OBITH IPOBEJICHO
JIOTIOJTHUTEIbHOE UCTIBITAHUE KAayeCTBa BOJbBI MUTHEBOW. ISl yCTaHOBIECHUA
W3MEHECHUI MOXET MCHOJIb30BAThCS aHAIM3 TEHACHUUU. B ciydae eciu
Ka4eCTBO BOJBI NMUTHEBOW M3MEHSIETCS 3HAYUTENBHO, HO €ILI€ HAaXOAUTCS B
npejenax 3HA4YeHUW, 3aJlaHHBIX B cHenudUKalui, HEMoCPeICTBEHHOE
NpUMEHEHHUE OTOM BOJLI B KauecTBE BOJbI i (apMaleBTUYECKOTO
OPUMEHEHUS WM  BOJABI JUIsl  MOCIACAYIOIIMX CTagull  o0paboTKH
TEXHOJOTUYECKOTO OOOPY/JOBaHUS IPOMBIIUICHHOTO YYacTKa IOJJICHKUT
MPOBEPKE, a pe3yJIbTaT NpOBEpPKU OopMIsieTcsl ToKyMeHTalbHO. Eciu Boxy
MUTHEBYIO TIOJYYAlOT C HWCIIOJIh30BAHUEM JIOKAIBHOW CHCTEMBI 00paOOTKU
OPUPOTHON BOJBI, CTaguu OOpabOTKH BOJABI W YCTPOMCTBO CHUCTEMBI
MOJTYUEHHUS BOJIBI JIsl (papMalieBTUYECKOTO MPUMEHEHHS, a TAK)KE U3MEHECHUS
B CHUCTEME MOJY4YeHHUs BOJIBI JIs (apMaIeBTUUECKOr0 MPUMEHEHHUS WIH €€
pabore ohopMISIIOTCS TOKYMEHTanbHO. VI3MEHEeHMs NOJKHBI BHOCUTHCS B
CUCTEMY TMOJIy4eHHUs BOAbLI sl (hapMarleBTUUECKOTO MPUMEHEHUs WIH €€
paboTy MocJie 3aBeplICHUs aHaIu3a TEHACHIMN U YTBEPXKICHUS W3MEHEHUN
otnenoM obecmedeHusl KadecTBa (hapMalleBTHUECKOTO IPOU3BOIUTENS B
COOTBETCTBUU C MPOLIEAYPAMU KOHTPOJISI U3MEHEHU.

43. B caydae ecnau BoJa MUThEBask XPaHUTCS U paclpenessieTcs o
TEXHOJIOTUYECKAM y4acTKam (IpOU3BOICTBEHHBIM MJIOIIA/IKAM )
dbapMaleBTUYECKUMH ~ TPOU3BOAUTEIISIMU, CHUCTEMBl €€ XpaHCHHS U
pacripefiefieHusl JI0JDKHBI  o0ecreurBaTh yCTaHOBJIeHHOe pazzaenom 11

HacToAmMX TpeOdoBaHUI KAYEeCTBO TAaKOW BOJIBI MEPE] €€ MCIOJIb30BAHUEM.
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[Tocne m000r0 XpaHeHuss He0OXOUMO MPOBOAUTH UCTIBITAHUE KAUe€CTBA BOIbI
B COOTBETCTBUHM C ONPEIEICHHBIM METOJOM, €CJIH JIKCIEPUMEHTAILHO HE
000CHOBaHO MHOE. DJKCIUTyaTupyeMas (papMaleBTHUYECKUM MPOU3BOJIUTEIIEM
CUCTEMa XpaHEHHUS U pacOpeleseHuss BOAbl JOJDKHA 00ecrneyuBaTh
JIOCTaTOYHBIN 000OPOT BOJIBI JIJIsl MPEAOTBPAILEHUS 3aCTOS WJIH PELUPKYJIISILIUIO
XPaHSAILIENCs B HEM BOJBI.

44, Cucrema TOJNy4eHHS BOJbl  NUTHEBOM, KaK  MPaBUIIO,
paccmaTpuBaeTcs Kak <<CHCTeMa HENpsSMOro BO3JACUCTBUS» M HE TpeOyer
IPOBEACHUS  KOHTPOJIBHBIX  HchnblTaHuid.  [lpum  TpancnmopTupoBke
(dapMaleBTUYECKOMY  TMPOU3BOJUTENI0 B I[UCTEPHE BOJABI MUTHEBOU
HepacpacOBaHHOM HEOOXOAMMO YUUTHIBATh JIONOJHUTENbHBIE PUCKH, HE
CBSI3aHHBIE C BOJIOW MUTHEBOM, TOCTaBIIsIEMOH 10 TpyOompoBoy. [1o ananoruu
C MOJIX0JIOM, UCITIOJIb3YEMBIM JIJIs1 PYTOro ChIPbS U MATEpUaIoB, HEOOXOAUMO
IPOBOJIUTH OLIEHKY IMMOCTaBIIMKa U 00ecleunBaTh COOTBETCTBUE MapaMeTPOB
CUCTEMBbl 00s3aTeNIbHBIM TPEOOBAHUAM, YCTAHOBJIEHHBIM B TOCYAapCTBE-
YjieHe, K MCTOYHUKAM BOJbl, BKJIIOYas BaJluaauuio (MOATBEPKICHUE
IPUTOJHOCTH) CPEJCTB JOCTABKH.

45. OO6opynoBaHUE U CUCTEMBI, UCTIOJIb3YEMbIC ISl TOTYUYEHUS BOIBI
NUTHEBOM, MOJKHBI OBITh MPUTOAHBI JJISl YJAJICHHUSI BOJbl U CAHUTAPHOMU
o0paboTku. EMKOCTH i1 XpaHEHUs BOJbI MUTHEBOM JOJIKHBI HaJICKAIUM
00pa3oM 3aKpbIBaThCS 3AUIUIIEHHBIMU BO3AYIIHBIMH KJIallaHaMH, IOJHKHbI
o0ecreyrBaTh OCYIIECTBICHHE BHU3YaJIbHOI'O OCMOTpPAa €MKOCTH CHApyXH U
U3HYTPU U JOJDKHBI ObITh MPUTOAHBI JJIsi YJAJI€HUS BOJIbI, IPOMBIBKU H
CaHUTapHOU 0OPaOOTKHU.

46. Ocoboe BHUMaHHE HEOOXOIUMO YIEIATH KOHTPOIIO MUKPOOHOM
KOHTaMHHAIMU (UIBTPOB MPEIBAPUTEILHON OUYMCTKH, YTOJIbHBIX CJIOEB U

ymsiruutened  Bonbl. Ilpu MHQUIIUpPOBAHUM CUCTEMBl XpaHEHUS U
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pacripefiesieHusi BOABL JUIsl  (papMaleBTUUECKOTO MPUMEHEHUS BO3MOKHBI
oOpa3oBaHHe OHOIJIEHOK M PACIPOCTPAHCHUE MHUKPOOPTaHW3MOB IO BCe
cucreme. /[ MUHMMU3aIMU MUKPOOHOM KOHTAMUHAIIMKA MOTYT PUMEHSThCS
IPOMBIBKa B OOpaTHOM HamNpaBJCHUH, XUMHUYECKas U (WJIM) TepMHUYeCKas
caHuTapHas o0padOTKa M YacTasi pereHeparus.
3. [lonydeHue BOJIbl OUMIIEHHOM B BUJIE
Hepac(acoBaHHOM MPOTYyKITUU

47. Jlns TodydeHWs BOJBI OYMIICHHOMW B BHUIE HepachacoBaHHOM
IPOIYKIIMK MOKET HCIOJIb30BaThCS JII00ask mpuemiemMas KOHTpOJIHUpyeMas
TEXHOJIOTHUSI WM TOCIE0BATEIbHOCTh TEXHOJOTU OYUCTKU. [Ipu co3manuu
CUCTEMBI OYMCTKH BOJIBI WJIM MPU OMpPENeSIeHUH TpeOoBaHUi crienudukanui
dbapMareBTHUeCKOTO TPOU3BOAUTEINSI HEOOXOIUMO YUUTHIBATD:

a) KQueCTBO MCXOJHOM BOJBI JJIs MOJIyYEHHUS! BOJbl OUMIIIEHHOUN B BHUJIE

HepacpacoBaHHON NPOAYKIMU U CE30HHOE U3MEHEHUE 3TOr0 KaueCTBa;

0)  KOJNMYECTBO  BOJBI, HEOOXoauMoW  (hapMalEeBTHUYECKOMY
IIPOU3BOIUTEIIO;

B) TpeOyeMOe Ka4eCTBO BObI B COOTBETCTBUH CO CHCIIU(PUKAIUCH;

') HEOOXOUMYIO MOCJIEIOBATEILHOCTD CTAJIUM OUYHUCTKHU BOJIbI;

1) PHEPTONOTPEOICHUE;

€) CTEeNeHb MpeaBapUTEIbHON O00paOOTKU BOJABI, HEOOXOAUMOU IS
TapaHTHUPOBAHHOTO BBHIITOJTHEHUSI KOHCUHBIX CTAIUNA OYHCTKY;

) TPOBEICHHUE ONTHUMHU3AINK C YYEeTOM NPOU3BOAMTEIBHOCTH U
3¢ (PEeKTUBHOCTH OTACIBHBIX CTaHH Mpoliecca 00pabOTKH BOIHI,

3) PpacmoJIOKEHHBIC HaJJIekKaluM o0pa3oM TOYKH oOTOOpa mpoo,
CIIPOCKTUPOBAHHBIC TaKWUM O0Opa3oM, 4YTOOBI MPEAOTBPATUTH BO3MOXKHYIO

KOHTaMHHAaIUIo,
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1) oOecreyeHue OTACNIbHBIX CTaguil Tpolecca TMOJYyYeHHUS BObI
OUHMIIEHHON B BHUJE HepacPacoBaHHON MPOMYKIHH COOTBETCTBYIOUIUMU
npudopaMy U METOJIaMH JJIsl M3MEPEHUS TaKUX MapamMeTpoB, KaK CKOPOCTH
MOTOKA, AaBJICHHUE, TEMIIEPATYPA, yIeTIbHAas JIEKTPONPOBOIUMOCTh, 3HAUCHUE
PH u o0miunii opraHuyecKkuii yriiepo.

48. Takue 3aBUCUMBIE OT OKPYKAIOLIEH TEeMIEpaTypbl CUCTEMBI, KaK
cUCTeMa HWOHHOTO OOMEeHa, CHUCTeMa OOpaTHOTO OcMoca M CHUCTEMa
yIbTPaQUIbTPALINU, TTOJABEPTAIOTCS MUKPOOHOM KOHTaMHUHAIIUU, OCOOEHHO B
ciiy4ae, eciiu 000pynoBaHue He PYHKIIMOHUPYET B TEUEHHUE TEPUOa BPEMEHH,
KOrJia moTpebJieHue BOJbI OTCYTCTBYET WJIM HaXOAMUTCS HA HU3KOM YPOBHE.
HeoOxonumo IPETyCMOTPETh COOTBETCTBYIOIIHE METO/IbI
MUKpPOOHOJIOTUYECKOTO KOHTPOJISI M CAHUTApHOM OOpabOTKHM CHUCTEMBI
MOJTydeHus, 0OpaOOTKH, XpaHEHHWs] W pacmpeneieHuss Boabl. Ha kaxmoi
CTQAMM OYHUCTKH CHCTEMBl IIOJydeHHUs, OOpaOOTKH, XpaHCHUS U
pacrpefieieHusi BOJABI JOJDKEH OBITh OMNPEACTICH METOJ] CaHWUTapHOU
00paloTKH, BKJIIOYAIOMMK B ce0si MpOBEPKY (akTa yJajeHus J0O0ro us
UCTIOJIb3YEMBIX BEIIECTB. Jloka3aTenbCcTBa, TIOJITBEPKTAFOIIINE
3 PEKTUBHOCTh yAQJICHUS JIFOOOTO W3 BEIISCTB, HCIOIB3YEMBIX IIPH
CaHUTapHOW 00paboTKe, AOKYMEHTaIbHO Oo(opMisitoTcs. B cBsi3um ¢ 3TuM
HEO0OXOJIUMO YUYUTHIBATH:

a) MOCTOSIHHOE TMOAJIEPKAHUE CKOPOCTH MOTOKA B CUCTEME IMOJYUYCHHUS
BOJIbI HE HIDKE MUHIUMAJIHBHOTO YPOBHS;

0) oOecrieueHre KOHTPOJISE TEMIEPATYPhl B CUCTEME TMOTYUYEHHUSI BOJbI C
MOMOIIBIO TEMI000OMEHHUKA WM OXJIKICHUS TIOMEIICHHS BOJIOTIOATOTOBKH

(o)

(pexoMeHlyeMOe 3HAauY€HuEe TemIepaTtypbl Huxke + 25 C) B LEIX
MHHUMM3AIMHA POCTAa MUKPOOPTAaHU3MOB;

B) HEOOXOIMMOCTh MTPOBEJICHHUS YIbTPAPUOIETOBON Ne3UH(DEKIINH;
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I') BBIOOP DJIEMEHTOB CHCTEMBI IOJYUYCHHS BOJBI JJIA IPOBEICHUS
MEePUOIUYECKON TEPMUICCKON CaHUTAPHON 00pabOTKH;

1) IPUMEHEHHE XUMUYECKOW CaHUTAapHOU 0O0pabOTKU (B TOM YHUCIE C
UCIOJb30BAHUEM TaKUX BEIIECTB, KaK O30H, MEPOKCHUJ BojopoAa U (WUJIH)
MEPOKCUYKCYCHAs KUCIIOTA);

€) TEPMUUYECKYIO0 CAHUTAPHYI0 00pabOTKY MpU TeMIiepaType Boiie + 65
ocC.

4. Ilony4yeHue BOJbI BHICOKOOYMIIIEHHON B BUE
Hepac(hacoOBaHHOU MPOTYKIIMH

49. TpeOoBaHHMs K TIOJYyYEHUIO BOJbI OYMIICHHONW B BHJE
Hepac(hacoOBaHHOW MPOIYKIIMH, YCTAHOBJICHHBIC MOAPA3EIOM 3 HACTOAIIETO
pa3zena, B PaBHOM CTENEHUM TMPUMEHMMBI K  TOJYYEHHUIO  BOJIbI
BBICOKOOYHIIIEHHOW B BU/JIE HepacPacOBaHHOUN MPOTYKIIUH.

5. IlomyyeHnue BOAbI 11 HHBEKIIMK B BUJE
HepachacoBaHHOU MTPOTYKIIMH

50. Juctunnsiuus sBIsieTCS MPEANOYTUTENbHON U Oosee Oe30macHoM
TEXHOJIOTHEH, OCHOBAaHHOU Ha ()a30BOM IEpPexX0e U B HEKOTOPBIX CIydasx Ha
(GYHKIIMOHUPOBAHMM  TMPH  BBICOKUX  TeMmIepaTypax  o00OpyJdoBaHHS,
o0ecTieYrBaroIIEro MpoIecc.

51. Tlpu pazpaboTke (hapmaleBTUYECKUM MPOU3BOIUTEIEM CHUCTEMBI
OUYMCTKH BOABI M YCTAHOBIICHWHM TpeOOBaHWU crenuduKaIuii K BOAE s
WHBEKINI B BUJIe Hepac(haCOBaHHOW MPOAYKIIMN HEOOXOIUMO YUUTHIBATH:

a) KaueCTBO BOJbI MU THEBOM;

0) cnenudukanmuoo BOABI I HHBEKIHH, HMEKIICH Tpedyemoe
Ka4yeCTBO;

B) KOJIMYECTBO BOJIbI VISl UHBEKIIUIH;
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I) ONTUMaJbHBIA pasmep AucTwuisTopa (auctwuiatopoB) C
PEryJIMPOBKOH (B LIENISAX MPEIOTBPAIICHHS YaCThIX IIUKIIOB 3aITyCKa
(ocTaHOBKM));

) HEOOXOJUMOCTh MPOJYBKM CHUCTEMBI TIOJYYEHHUS] BOJABI W
HE00X0AMMOCTh cOpoca BOJIBI;

€) CUCTEMY OXJIAKJICHUS (B LIENIAX MPEIOTBPALICHUS KOHTAMUHALINHN ).

52. TpeboBanus K TIOIYYEHHUIO BOABI OYHUINCHHOW B BHJE
Hepac(acoOBaHHOM MPOIYKIIMH, YCTAHOBJICHHBIC TIOAPA3ACIOM 3 HACTOSIIETO
paszena, B paBHOM CTEIICHN IPUMEHHUMBI K TTOJTYUYCHHIO BOJIBI ISl HHBEKITUHN B

BUJIe Hepac()acOBAHHOW MPOAYKIIUU.

VIII. CucteMbl XpaHEHUs U PACIIPEICIICHHS BOBI

53. Hacrossmmii  pa3gen ompenenseT TpeOOBaHUS K CHUCTEMaMm
XpaHEHHUS W pachpeie]iCHUs BOJbI OYHUIICHHOW B BHJE HepachacoBaHHOU
MIPOIYKIIMH, BOABI BEHICOKOOUHUIIIEHHOHN B BHI€ Hepac(hacOBaHHOU MPOYKIIUU
1 BOJBI JJIs MHBEKIMH B BHJIC HepachacOBaHHOW MPOAYKIHH. XPaHCHUE U
pacmpeiesieHre BOABI IOJKHBI OCYIICCTBIATHCS COBMECTHO C IMPOBEIICHUEM €€
OYHCTKH B IIEIAX OOECIEUYeHUsI IOCTAaBKH BOJIBI TIOCTOSHHOTO KadecTBa B
TOYKH MOTPEOJICHHSI U ONITUMAIIBHOTO ()yHKIIMOHUPOBAHUS 000PYIOBAHUS JJIS
ouncTku Boabl. CucTemMa XpaHEHHS W paclpenereHus BOJbI JOJDKHA
paccMaTpuBaThCs KaK KIIFOYEBas 4acTh BCEW CHUCTEMBI ITOJTYYSHHS BOIBI U
J0JDKHA OBITH MIOJTHOCTHIO HHTETPUPOBAHA B COCTAB CHCTEMBI OYMCTKH BOIBI.

54. Tlocne momydenusi BOABI JUisl (PapMameBTUIECKOTO TMPUMEHEHUS
OHa MOXET WCIIOIb30BAThCS HEMOCPEACTBEHHO WJIM HAMPABISTHCS I10
TpyOONIpOBOly B  pe3epByap I  XpaHEHUS IS ITOCJICAYIOIIETO
pacrmpeiesieHrsl B TOYKU MOTPEOJIeHHs. Y CTPOUCTBO CHUCTEMBI XPaHEHUS H

pacupeacICHUA BOAbI JOJIZKHO oOecrieunBaTh npcaoTBpaCHuC
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Pa3MHOXEHHSI U PACIPOCTPAHEHUS MHUKPOOPTaHU3MOB, a TAKKE MOBTOPHYIO
KOHTAMUHALIMIO  TOCJIE  MOJYy4YEHUs  BOAbl  OYMIIEHHOW B  BHUJIE
HepacacoBaHHOM  MPOJYKIIMU, BOJbI  BBICOKOOYMIIIEHHOW B  BHUJE
HepacacoOBaHHOM MPOJYKIIMM W BOJABl JJII HUHBEKIUHA B  BUJIE
Hepac(hacoBaHHOW MNPOAYKIUMU. DPPEKTUBHOCTh TAKOW CHUCTEMBI JOJKHA
NOJBEpPraThCsi KOMOMHHUPOBAHHOMY MOHHMTOPUHTY C  HCHOJIb30BAaHUEM
BCTPOCHHOT'O B CUCTEMY XPAHEHUSI U paclpeieiieHUus BOAbl 000pyI0BaHUS U
BHEIIIHETO JIA00paTOPHOTO 000PYI0BAHUS.
1. MaTrepuaibl, KOHTAKTUPYIOIME C CUCTEMAaMH BOJbI
U1t (hapMareBTUYECKOT0 MPUMEHEHUS

55. Hactostmumii pa3gen ycTaHaBiIMBaeT TPEOOBAHUS K MPOU3BOJCTBY
0o0OpyI0BaHUS [JIsl TIOTYUYEHHUs BOJBI OUMIICHHOW B BUJE HepachacoBaHHOMU
MPOAYKIIUU, BOJBI BRICOKOOUUIIIEHHOW B BUAE HepachacOBaHHON MPOTYyKIIUU
U BOJABI JUIsi UHBEKIIMH B BUJE Hepac(hacoBaHHOM MPOAYKIIUM, a TAKKE K
MIPOU3BOJICTBY CUCTEM €€ XPAHECHUS U PACIIPEICICHUS.

56. Ilpu BbIOOpEe MaTepuaaoB, KOHTAKTUPYIOIIUX C BOJOM IS
(dbapMarieBTUUECKOTO0 TMPUMEHEHHUS, a TaKXKe CHUCTEMbl TpPyOOIPOBOJIOB,
KJIAllaHOB M  COCAMHUTENBHBIX YCTPOWCTB, BEHTWICH, 1uadparMm u
U3MEPUTEIHHOTO 000pyA0BaHUS HEOOXOAMMO YUUTHIBATh CIIECIYIOIIEe:

a) COBMECTUMOCTb M TMPUTOJHOCTH MaTEpPUAJIOB JIOJKHBI OBITh
PUEMJIEMBIMU BO BCEM JAMamnia3oHe pabouyux TemmepaTyp U JUIsl BCEX BHJIOB
MOTEHITUAIBHBIX XUMHUYECKUX BEIIECTB, KOTOPhIC OyayT KOHTAaKTHPOBATH C
CHUCTEMOM TMOJy4eHUS BOJBI 1151 (hapMalieBTUUECKOTO TPUMEHEHHUS BO BpeMsI
ee OeszaeiicTBus, Tpu €€ (YHKIIMOHUPOBAHUM U TPOBEICHUU CaHUTAPHOM

00paboTKH;

0) Bce maTepuaibl, KoHTaKTUpYyromue C Boo# 1715 papMarieBTUIecKoro

NPpUMCHCHUA, HEC HOJIKHBI PA3pyHIATLCA IIPpU I3KCILUIyaTalluh B AHWAIIA30HC
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pabouux Temmeparyp M TeMmreparyp CaHUTapHOM OOpaOOTKH CHUCTEMBI
MOJIy4EHUS BOJBI JJ1s1 (hapMalleBTHUECKOTO IPUMEHEHUS;

B) BOJAa OYHWIICHHAs B BHJAE Hepac(hacoBaHHOW MPOAYKIMH, BOAA
BBICOKOOUYHMINIEHHAsT B BHAC Hepac(hacOBaHHOW MPOAYKIIMM W BoAa IS
WHBEKIIMA B BHUJE Hepac(acoBaHHOW MPOIYKIUMU 00Jagal0T BBICOKOM
KOPPO3UOHHOU CIIOCOOHOCTHIO.

57. B mensx mpeaoTBpaIleHUs TOBPEKICHUS CUCTEMBI IMOTYYCHUS
BOABI NIl (papMarieBTUYECKOTO0 MPUMEHEHUS W KOHTAMUHAIMKA BOJBI TIPH
U3TOTOBJICHUM CHUCTEMbl TMOJY4YEHHUS BOABI I (papMarieBTUYECKOTO
NPUMEHEHUS JOJDKHBI HCIIOJB30BAaThCS COOTBETCTBYIOIIME MAaTEpPUAIBI.
Crocob coenmuHEHHs MarucTpajied W TpyOONpOBOJOB AOKEH TIIATEIHHO
KOHTPOJIUPOBATHCA, & TaKXKE BCE COCTUHEHUS U KOMIUICKTYIOIIHNE CHUCTEMBI
MOJIydeHUsT BOJBI I (hapMalleBTHUYECKOTO MPUMEHEHHUS JOJDKHBI OBITh
COBMECTHMBI C UCIIOJIb3YEeMOM CeThI0 TPyOOTpOBOI0B. B kKauecTBe MaTepuaa
JUIST W3TOTOBIICHHUSI CHCTEM TIOJNYyYEeHHS BOABI Uil  (papMarieBTUUECKOTro
NPUMEHEHHUS TPHUTOAHBI TUIACTMACCHI, COOTBETCTBYIOIIME CaHUTAPHBIM
TpeOOBaHUSAM, W  HEpXKaBeroImlas crajgb. JlobKHA  MCIIOIB30BaTHCS
HepxaBerolas crtainb kak MUHUMYM mapku AISI 316 (cooTrBeTcTByeT cTanu
Mapku 08X17H13M2). Kak mnpaBuio, MCHOJB3YETCS HEPKABEIOIIAS CTajlb
mapku AISI 3 16L (coorBerctByeT ctamu Mapku 03X1 7H14M3) wunwm
HEeprKaBeIoIas CTajib 00Jiee BHICOKOTO Ka4eCTRa.

58. Cucrema momydeHwus BOABI s papMarieBTUIECKOr0 IPUMEHEHUS
J0JDKHA OBITH TACCHBHPOBaHA (TO €CTh IMOABEPTHYTa MPOIECCY MPHIAHHS
METaUTly WJIH JAPYrOMY BEIIECTBY YCTOMYMBOCTH K PEaKIHAM ITyTeM
W3MEHEHHUSI TMOBEPXHOCTHOTO CJIOS JTOr0 MeTaia (BEIeCTBA) WIH
MOBEPXHOCTh MeTaJljIa (BEIIECTBA) JOHKHA OBITh MMOKPHITA TOHKUM HHEPTHBIM

CJIOEM) TOCJI€ €€ MEPBUYHON YCTAHOBKH WJIM CYLIECTBEHHOW MOJIU(DUKAINU.
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[Ipy yCKOPEHHOM TIACCUBUPOBAHUM CHUCTEMA IIOJIYYEHHUS BOABI IS
(dbapMaleBTUUECKOTO MPUMEHEHUS MPEXIE BCETO JIOKHA OBITh MOJHOCTHIO
OUMIIIeHA, TPOIIECC MACCUBUPOBAHUS IOJKEH MPOBOJIUTHCS B COOTBETCTBUU C
YCTaHOBJIEHHOU U IOKYMEHTAJIbHO O(POPMIIEHHOM MTPOLIETYPOH.

59. Boga saBnsiercs 4yBCTBUTEIBHOM K MUKPOOHON KOHTaMHUHAIIMH, U
B CHUCTEME €€ TMOJIydyeHHUs] O0pa3yroTcsi OMOIJICHKHM B CiIydae HEBBICOKHUX
TeMIepaTyp XpaHeHus U pacnpeiesieHus. BHyTpeHHUE TOBEPXHOCTH CUCTEMBbI
MOJIydeHUs BOABI Il (hapMalleBTHUYECKOTO TPUMEHEHHUS JOJDKHBI OBITh
rNaAKUMHA. TpelmuHbl U IMEPOXOBATOCTH MOTYT SIBISATHCS HCTOYHUKOM
KOHTAMUHAIIMM H3-32 BO3MOXXHOI'O Pa3MHOXKEHUS MHUKPOOPTaHU3MOB U
oOpa3oBaHHUsl OHWOIUICHOK. TpenuHBl SBJISIOTCS MECTaMH, TAE MOXET
MPOUCXOJIUTh MTOBEPXHOCTHASI KOppo3us. [ agkas BHyTPEHHSII OBEPXHOCTh
CUCTEMBI JIJISI TTOJTYUEHHMS BOJIBI JIJIs1 (hapMalleBTUYECKOTO MPUMEHEHHUS JJOJDKHA
UMETh CPEJHIO apu(PMETUUYECKYIO BEJIMYHMHY LIepoxoBaTtocTu He Oonee 0,8
MKM. [Ipy Mcnonb30BaHUM HEPHKABEIOLIEH CTalu JJIsi MPOU3BOJICTBA CUCTEM
JUISL  TIOY4YeHHUs. BOJBI Ui (hapMaleBTUUECKOTO TMPUMEHEHUS MOTYT
MPUMEHSTHCS TEXHOJOTHMM MEXaHWYECKOM U DJIEKTPUYECKOU IMOJUPOBKHU.
ONeKTpUYecKasi MOJHUPOBKA TMOBBIIAET YCTOMYHMBOCTH HEPIKABEIOIIETO
Marepuayia K TOBEPXHOCTHOM KOPPO3HUH.

60. CocraBHble  YacTM  CHUCTEMBbI  TOJYYEHHS  BOJABI A
dhapMaIeBTHIEeCKOTO MPUMEHEHUS TOJDKHBI JIETKO COSAUHATHCS ITyTEM CBAPKHU
B KOHTpoJIMpyeMoM pexume. KoHTposib mpoliecca CBapKu BKJIIOYAET B ceOst
KaK MUHUMYM KOHTPOJIb aTTECTAIlMU OINlepaTopa, KOHTPOJIb JOKYMEHTAIIMU Ha
MOJATOTOBKY CBapOUYHBIX palOT, pabodee HMCHBITAHUE OMBITHBIX OOPa3IloOB,
BEJICHUE OKypPHAJIIOB CBAapOYHBIX padOT © BU3YAIBHYIO TIPOBEPKY

OTpeJIe]IeHHON 4YacTu cBapHbIX MBOB (Hampumep, 100 % cBapHBIX IIBOB,
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BBITIOJTHEHHBIX ~ BpyuHyro, 10 % cCBapHBIX IIBOB, BBIIIOJHEHHBIX
ABTOMATUYECKH ).

61. Hcnonb3yemblie ¢aHIbl, COSTUHEHUS U KIaraHbl BHITIOIHSIIOTCS C
Y4€TOM BO3MOXHOCTH HIPOBEJCHHUS THMIHMEHHYECKOM WM CaHUTapHOU
obpabotku. I[IpoBomATcsS MPOBEPKH, TO3BOJAIONIME JOKYMEHTAIHHO
NOATBEPAUTh HCIOJB30BAHUE HAJICKAIIUMX 3aTBOPOB M aAuadparm,
NPaBUJIBHOCTh HMX COEAUMHEHUH U YymioTHeHud. Heobxoammo wu30erarsb

PE3b0OBBIX COCTMHEHUM.

62. CocraBagroime CUCTEMBI MOJTy4YECHUS BOJIBI VIS
dbapMaIeBTUIECKOTO  NMPUMEHEHHS  OQOPMIISIIOTCS  JIOKYMEHTAJIBHO €
MPIIOKEHUEM OpWUTHHAJIOB JIOKyMEHTOB WITH 3aBEPEHHBIX
dbapMaleBTHUECKUM MTPOU3BOIUTEIEM KOMUM ATUX IOKYMEHTOB.

63. Marepualnbl, KOTOPbIE PACCMATPUBAIOTCS B KAUECTBE DJIEMEHTOB,
MoJUIeXKAIIMX CaHUTaApHOM 00paboTKe, BKIIOYAIOT B CEO0sl HEPIKABEIOIIYIO
cranb Mapku AISI 3  16L (HM3KOyrJepoJHy0), MOJHUIPOIHIIEH,
NOJIMBUHUINACHPTOPpUT U TepHTOPATKOKCUATKAHOBBIE MOJIUMEPBL. BbIOOp
MaTepuasia OCYIECTBISETCS C YYETOM YCTAHOBJIICHHOTO 3aKOHOJIATEIbCTBOM
roCyJapCTB-WICHOB METOJla CaHUTApHOW 00paboTKu. [Ipyrume marepuansl
(manpumep, HernactudunupoBanubii nonuBuHWIXIOpuA (I[1BX)) moryr
WCITOTB30BaThCSl IS M3TOTOBJICHHWs] OOOpYyJOBaHHS, TMPHUMEHIEMOTO Ha
IIPEABAPUTEIIBHBIX CTAAMSIX OYUCTKH BOJIBI (HAPUMED, IS YMATYCHUS).

Marepuanbl, KOHTAaKTUPYIOUIME C BOAOW s (apMareBTUUECKOTO
NpPUMEHEHHUs, HEe JOJDKHBI COJIepKaTh XUMHUYECKHE BEIIECTBA, CIIOCOOHBIC
IKCTparupoBaThCcsi BoOAoW. IlmacTmacchl JOJDKHBI OBITh HETOKCHYHBIMH,
COBMECTUMBIMUA C  HCIOJB3yEMBIMH XUMHUYECKHMMH BEIIECTBAMU U
MPOM3BEICHBl W3 MAaTEPUAIOB, KOTOPHIE COOTBETCTBYIOT KaK MHUHHUMYM

Tpe6OBaHI/IHM TCXHHUYCCKOI'0O pPCrilaMCHTA EBpa3HﬁCKOPO 3KOHOMHYCCKOI'O
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coro3a 0€30MacHOCTM  MaTepuaioB, KOHTAKTHPYIOIIMX C  MHILEBOU
MPOAYKIHUEW», TPUHUMAEMOTO EBpa3uMiCKOW SKOHOMHUYECKOW KOMHCCHUEH.
XUMHUUYECKME U OHOJOTMYECKHE XapaKTEPUCTHKU YKAa3aHHBIX MaTepHasoB
JOJKHBI OTBe4aTh (papMakorneiHsiM TpedoBanusiM dapmakonen Coroza miu
IIpU OTCYTCTBHM TaKUX TpeOOBaHHI TpeOOBaHUAM (hapMaKoIle rocyaapcTB-
YJICHOB.

64. JlomkHbl OBITb MPUHATHI MEPbl MPEAOCTOPOKHOCTH IMyTEM
onpejieieHuss padounx TMpeAesioB (PYyHKIIMOHUPOBAHUS [JIi YYacTKOB, B
KOTOPBIX yMEHBIIIEHA MHUPKYJAIHUS BOJAbI U HE MOXKET OBbITh JTOCTUTHYT
TypOyJeHTHBIM NOTOK. JlOMKHBI OBITH ONpeeIeHbl MUHUMAJIbHASI CKOPOCTh

IIOTOKAa U ﬂOHYCTHMBIﬁ AUaIia3oH €€ N3MCHCHMAI.
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2. KoHTpoJib caHuTapHON 00pabOTKH UM OMO3arpsi3HEHUS] CUCTEMBbI

MOJTY4YEHUS BOJIBI )il (hapMaiieBTUUECKOTO MPUMEHEHUS

65. Cucrtembl MOTyYeHHS BOJIBI OYMIIICHHOM B BH/IE Hepac(hacoBaHHON
MPOAYKIMU, BOABI BEICOKOOUYHUIIIEHHON B BUJIE HepachacOBAHHOMN MPOIYKIIUU
U BOJABI JUIsl UHBEKIMI B BHUAE HepachacOBAaHHOW MNPOIYKIIMU MPOXOIST
KOHTPOJIb Ha MPEAMET PACHPOCTPaHEHUSI MUKPOOPTaHU3MOB MPHU OOBIYHOM
UCIIOJIb30BaHUM, & TaK)XE€ KOMIUIEKTYIOTCSl YCTPOMCTBAMHU, HEOOXOJIUMBIMU
JUIsl CAHUTapHOM OOpabOTKU CHCTEMBbI MOCJIE BMEIIATENIbCTBA B IMPOLIECC €€
JKCIUTyaTalluu Wik ee  Moaudukanuu.  YKa3aHHbIE  yCTPOMCTBa
MPOCKTUPYIOTCS TIPHU pa3pabOTKE CUCTEMBI C YIYETOM B3aUMOJICUCTBUS MEXKIY
MaTepuajiamMu U YCTPONUCTBaMHU MPU CAHUTApPHOI 00paboTKe.

66. Cucrembl  moOdy4eHHS  BOABI I (hapMaIeBTHYECKOIO
NPUMEHEHHUS, KOTOpble (YHKIMOHUPYIOT U  OOCHY>XHBAIOTCS  TpHU
MOBBIIMICHHBIX Temmeparypax (6omee 70 °c), MeHee UYYyBCTBUTEIBHBI K
MUKPOOHOM KOHTAaMHMHAIMU, YE€M CHUCTEMBI, KOTOpble (DYHKIMOHUPYIOT M
oOcmykuBaroTcsl mpu Oosiee HU3KUX Temmeparypax. [Ipu HeoOXxomumMocTu
UCIIOJIH30BaHUs 00JIe€ HU3KUX TEMIIepaTyp, 00YCIOBICHHBIX TPUMEHIEMbIMU
npoieccamMu 00paOOTKU BOABI WM TEMIEPATYPHBIMU TPEOOBaHUSMU IS
noTpeOasieMoil  BOJBI, npeANTPUHUMAIOTCS CIIelIUAIIbHBIC MephbI
MPEIOCTOPOKHOCTH [IJIsl MPEIOTBPAIICHUS MHUKPOOHOW KOHTAMUHAIIMHM B
COOTBETCTBUU C TPEOOBAHUSIMU K OCYIIECTBICHUIO KOHTPOJISI KOHTAMUHALIUH,

H3JIOKCHHBIMU B MOAPA3ACIIC 3 HACTOsAIICTO pa3aciia.

3. TpeboBanus K pe3epByapaM JJisi XpaHECHHS BOJIbI

BMmectumMocTh



6/. BmecTMMOCThH pe3epByapa ISl XpaHEHHUS BOJbI OMPEICIIAETCS C
Y4EeTOM CIEAYIOIINX TPeOOBaHUI:

a) pe3epByap [l XpaHEHUs BOJIbI MOJIOMPAETCS ONTUMAIBHO 110 00bEMY
UCXONI W3 TPOUZBOAUTECIBHOCTH CHCTEMBI TOJMYYEHUS BOJBI IS
dbapMaleBTUUECKOTO  MPUMEHEHUST W YJIOBJICTBOPEHHS  TpeOoBaHUsA
(dbapMaIeBTUUYECKOTO  MPOU3BOJAUTENS B  OTHOIICHHH MaKCHMaJbHOTO
OJTHOBPEMEHHOTO IMTOTPEOJICHUSI BOJIBI;

0) pes3epByap I XpaHEHHS BOJLI JIOJDKEH OO0ecledYnBaTh
HETMPEPHIBHOCTh (DYHKITMOHUPOBAHUS OOOPYJOBaHUS JIsI OYUCTKUA BOIBI B
TE€YEHHUE MPOIOJDKUTEIIBHBIX TICPUOIOB IS MMPEA0TBPAIICHUS
HeA(DPEKTUBHOCTH U HANIPSHKEHHOTO COCTOSTHUSL 000PYI0BaHUS ISl OUUCTKU
BOJbI, KOTOPHIC BO3HHUKAIOT, KOTJA ITUKIbI BKIIOUECHHS M BBIKIIOYCHUS
000PYIOBaHUS JIJI1 OYUCTKHU BOABI MMPOUCXOAT CIIMIIIKOM YacTo;

B) BMECTUMOCTD pe3epByapa i XpaHESHHS BOJIbI JOJDKHA 00ECIIeUnBaTh
JIOCTaTOYHBIN KPAaTKOCPOYHBIA pe3epB BOJBI (pe3epBHBIM O00BEM BOIBI) B
ClIy4ae HEMCTIPaBHOCTH 000py10BaHMsI 00paOOTKH BOJIBI I HEBO3MOKHOCTH
MOJIYYEHUST BOJIbI, OOYCIIOBJIICHHOW CAaHWTApHOW OOpaOOTKOW WU ITUKJIOM
perenepanuu. Ilpu ompeneneHUH TaKOro pPe3EepPBHOTO OOBEMa BOJIBI
HEOOXOAMMO  YYHMTHIBAaTh BO3MOXKHOCTH  OOECIICUEHHUS  JIOCTATOYHBIM
KOJTMYECTBOM BOJIBI JIJIS1 3aBEPIIICHHS TEXHOJOTHUUYECKOTO TIpoIiecca, pabodero
IIUKJIA, IPOMBIBKH €MKOCTH PEIUPKYIISAIUCH IJI1 MUHUMU3AINHN 3aCTanBaHUS
BOJIbI WJIM yJAOBJIETBOPEHUS JIPYTUX MPEAToNaraeMbIX MOTPEOHOCTEH B BOJIEC

pIRIb | (I)apMaI_ICBTI/ILICCKOTO MMpONU3BOJCTBA.

KOHTpOJ'H) KOHTaMHHAaIlnuu
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68. KOHTpOonp KOHTaMWHAIIMK pe3epByapa JJIsI XPAaHECHHUS BOJbI

OCYIIECTBIISIETCS C YYETOM CIIEIYIOIIETO:
a) CBOOOJIHOE MPOCTPAHCTBO B PE3€pPBYapE ISl XPAHESHUS BOBI SIBISETCS
30HOHM pHCKa, B KOTOPOW Karulk BOJIBI U BO3AYX MOTYT KOHTaKTUPOBATh MpPHU
TeMIlepaTypax, JOMyCKaIOIUX pa3MHOKEHUE 32 MUKPOOPTaHU3MOB. B 1iemsix
n30eKaHusl 3TOTO B pe3epByape isl XpaHEHHUs BOJIbI IPEyCMaTPUBACTCSA

YCTaHOBKA PACHBUIMTENIEM WM PACIPENCIIUTENbHBIX  YCTPOMCTB,

o0ecreunBaroInx CMayuBaHHE MOBEPXHOCTU pe3epByapa MpH €ro
HOPMAJIBHOM (YHKIMOHWPOBAHUU, XUMUYECKOW U (WIHM) TEPMUUYECKOU
CaHUTAPHOU 00paboOTKE;

0) B pe3epByape i XpaHECHHsS BOJbI MPEyCMAaTPUBAETCS YCTAaHOBKA
comea g NOpeAOTBPAIllCHUsT 3aCTOMHBIX 30H, B KOTOPBIX MOXKET
00pa30BBIBATHCS MUKPOOHOJIOTHUECKOE 3arpA3HEHNUE;

B) B pe3epByape ISl XpaHEHHUs BOJbI MPETyCMaTPUBAETCA yCTAHOBKA
BO3JIYIIHBIX (UIBTPOB HA YCTPOMCTBA MOCTYIUICHHUS BO3AyXa B OTBET Ha
W3MEHEHUE BHYTPEHHETO YPOBHS JKHIKOCTH. YKa3aHHBIC (QUIBTPHI TOHKHBI
yAEpKUBaTh OaKTepuu, SBISAThCA TUAPOPOOHBIMM U  (KEJIATEIbHO)
IPUTOJHBIMU VISl POBEJAEHUS UCTIBITAHUS LIETOCTHOCTH HEMOCPEICTBEHHO B
MECTEe UX YCTaHOBKH. Takke TOMmyCcKaeTcs MPOBEACHUE UCTIBITAHUHN (PUIHTPOB
BHE MecTa YcTaHoBKM. lIpemycmaTpuBaercs YyCTaHOBKAa HarpeBaeMbIX
BO3AYIIHBIX (PUIBTPOB 11 HEMPEPHIBHOTO BBIJACPKUBAHUS (PUIBTPOB
pe3epByapa i XpaHEHUS BOAbI B HArpeTOM COCTOSIHUM WM CHCTEM,
UCIOJIb3YIOIINX MEPUOANUYECKYIO0 CAHUTAPHYIO0 00pabOTKy IMyTeM HarpeBaHuUs
JUIsL TPENOTBpAIleHUs] KOHJEHCALMW TMapoB BHYTPU (PUIBTPOBAIBLHOIO
MaTepuana, YT0 MOXKET MPUBECTHU K 3aKyTOpPKe (PUIIbTpa U MUKPOOHOMY POCTY,
KOTOPBII MOXET MPUBOAUTH K KOHTAMUHAIIMU PE3EPBYapoOB ISl XpaHEHUS

BOJBI;



T') B pe3epByape /sl XpaHEHUs BOJIbl yCTaHABIMBAIOTCS KJIalaHbl cOpoca
JABIICHUS U MPEIOXPaHUTENIbHbIE MEMOpaHbI JJI 3alIUThl OT MOHUKEHHOTO
WU TIOBBIIIEHHOTO JIaBJICHUS, KOTOpPbIE JOJDKHBI OBITh B HCIOJHEHUH,
MO3BOJISIONIEM OCYIIECTBIIATh TUTHEHUYECKYIO I CAHUTAPHYIO0 00paboTKy.
YkazaHHble MeMOpaHbl CHA0KalOTCSl BHEIIHUMH UHANKATOPAMH pa3phiBa IJIs

KOHTPOJIA YTpaThl HEJIOCTHOCTH CUCTCMbI XPAHCHUSA U PACIIPCACIICHUA BOABI.

4. TpeboBaHus K cucteme TpyOOIIPOBOAOB pacipeeeHUs BOIbI

69. Pacnpenenenne BOABI OYHMIIEHHONW B BHAC HepachacoBaHHOU
POYKITUH, BOJIBI BHICOKOOYHIIIEHHON B BUE HEpacPacOBaHHOM MPOTYKIIUU
¥ BOJIBI JIJISl UHBEKIIMH B BUE HepacPacOBaHHOM MPOTYKIIUU COMPOBOXKIACTCS
NPUMEHEHUEM TIOCTOSHHOW LMPKYJSALIUA BOJABI IO 3aMKHYTOM CHCTEME
Tpy6onpoBo10B. KOHTPOIHr MUKPOOHON KOHTAMWHAIIMU OCYIIECTBIISIETCS B
COOpHHKE XpaHEHHUs U 3aMKHYTOW cucTeMe TPyOOIpPOBOAOB pacipe/IeICHHsI
BOAbL. Jlns mpuMeHeHWs OJHOHAMPABICHHOW CHCTEMBI TPYyOOMpPOBOIOB
pacrmipefieieHusi BOJBI  0€3 PEIUPKYJSIUU  BOJBI  (papMareBTUUECKUM
IPOU3BOJIUTENIEM TPEJCTABISETCS COOTBETCTBYIOIIeE OOOCHOBaHHE B
JIOKyMEHTaX MPOW3BOICTBEHHOM MIIOIIAIKH.

70. Cnenyer nzberatb HaIU4uus QUIHTPOB B CUCTEME TPYOOIIPOBOIOB
pacnpeneneHuss BOIbl A (apMaleBTHUECKOTO NMPUMEHEHUS M B TOYKaX
norpebyieHuss BO u30exaHWe MHUKPOOHOW KoHTamuHanuu. Cucrema
TpyOONPOBOIOB pacmpeesieHns BOJAbI Tl (papMalleBTHUECKOT0 MPUMEHEHUS
MPOEKTUPYETCS] TAKUM 00pa3oM, YTOOBI Ka4eCTBO BOJbI 00€CTIeUnBaIoCh 0e3
UCTOJIb30BaHus (punbTpoB. Eciii 3TO0 HEBO3MOXKHO, HEOOXOIUMO MOAPOOHO
WCCJIEIOBaTh NPHUYMHBI, TIO KOTOPHIM Ka4yeCTBO BOABI HE MOXET OBITh

00ecIieueHo.
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5. KoHTpomab TemiiepaTypsbl U TEIJI000OMEHHUKHU

/1. Ecnum TEmOOOMEHHUKHM HCHOJB3YIOTCS Ui HarpeBa WU
OXJAXACHUS BOABI 1Jis (H)apMalleBTUUYECKOTO NPUMEHEHUsS B Ipeiesax
CUCTEMBl XpAaHEHUS U paclpeiesieHuss BOAbl, IPUHUMAIOTCS MEpHI
IPEIOCTOPOKHOCTH JJIi MPEJOTBPALICHUs IMOMNaJaHus HarpeBarolled WIu
OXJIQXKJAIONICH KUJKOCTU B Boay. Mcnonb3yroTcst 0ojiee 0€30MacHbIEe THUIIBI
TEII00OMEHHUKOB: IBYXTpYOHBIC, MJIACTUHYATO-PEOPUCTHIE u
KOXKYyXoTpyOHble. Ecnu yka3aHHblE THUIIBI TEMJIOOOMEHHUKOB B CHCTEMax
XpaHEHUs U paclpeeeHusl BOAbI HE UCIIOIb3YIOTCS, MOXKET OBITh PUMEHEH
aJIbTepHATUBHBIN NOJAX0A, HpU  KOTOPOM  HHYKEHEpHBIE CETH
OKCIUTyaTUPYIOTCSI U MOABEPraloTCS MOHHUTOPUHTY Tpu 0Oojiee HHU3KOM
JABJIEHWH, YeM [JaBJICHWE B CUCTEMax IOJYy4YeHUS BOABI A
(dapmaleBTUYECKOro IPUMEHEHHUSI (3TOT MOAXO0/ HE UCIIONIb3YETCS B CUCTEMAaxX
MOJIy4€HUs BOJbI JJII MHBEKIHMM B BHJEe Hepac(hacOBAaHHOW MPOAYKIIMH).
TennooOMEeHHUKHN BCTPauBalOTCA B MOCTOSIHHO LIUPKYJIUPYIOUIUE 3aMKHYThIE
CUCTEMBI TPYOOIIPOBOAOB WIIU
BCIIOMOTATENbHBIX TPYOOIPOBOIOB I MPEJOTBPALICHUS 3aCTaUBAHMSI BOJIbI
B HUX.

72. OxnaxzaeHue BoAbl s (HapMalleBTUYECKOTO MPUMEHEHHMsS i
Hejaell MPOM3BOJACTBA JOJKHO OCYILIECTBISATHCS B TEYEHUE MHHHMAJIbHO
BO3MOKHOTO  BpemMeHU. Konu4yecTBO UHMKIOB  OXJ&XICHUS U HX
MPOJIOJKUTENIHOCTD MOJITBEPAKAAIOTCS BO BpeMsl TPOBEACHUS KBaTU(DUKALIUN

CHCTCMBEI.

6. L{IupKyJISIIUOHHBIE HACOCHI



73. LlupKyJIAIMOHHBIE HACOCHI HCIOJNB3YIOTCS B  HCIIOJHECHHH,
TIO3BOJISTFOIIIEM OCYIIECTBIISITh THTHEHUYECKYIO IIH CAHUTAPHYI0 00pabOTKY €
COOTBETCTBYIOIUMHU YIUIOTHEHUSIMHU JJIsi TIPEAOTBPAICHNUS KOHTaMUHAIIAN
cuctembl. [Ipu MOHTa)ke HACOCHI KOHCTPYUPYIOTCS M YCTAaHABIMBAIOTCS TAKUM
o0pa3om, 4ToObI N30eKaTh 0OPa30BaHUS 3aCTOMHBIX 30H B CUCTEME XPaHEHUS
U pacrpejeneHus BoJbl. B ciydae mpuMeHEHUs NapayieIbHBIX HACOCOB
MPEIYyCMAaTPUBAIOTCS MEpPhl MPEAOCTOPOKHOCTH JUIsl  TIPEIOTBPAIICHUS
KOHTaMHUHAIIMU CUCTEMbI XpaHEHUS U pacpeieNIeHNs BOIbI (B YaCTHOCTH, MPU

HaJIMYUU 3aCTOSIBIICICS BOJIBI B OJHOM U3 UCIIOJIb3YEMbIX HACOCOB).

7. MeToibl KOHTPOJISi OMOKOHTaAaMUHAIIUHT

/4. CucTteMsbl TOTYYEHUs BOJIbI TOABEPTAIOTCS CAHUTAPHOM 00pabOTKe
C HWCIOJB30BaHUEM TIPU HEOOXOJWMOCTH XHMHYECKHUX WM TEPMUUYCCKHUX
MeToa0B. Mcnonp3yeMblit METOMT M YCIOBHUSI OOpabOTKH CUCTEM MOIYUYEHUS
BOAbl  (MepuoABl BPEMEHHM H  TeMIEepaTypbl) JIOJDKHBI  TTO3BOJISATH
KOHTPOJINPOBATH OMOKOHTAMUHAIIHIO.

75. TlpumeHstoTcst CleAyronIfue Mepbl KOHTPOJS OMOKOHTaMHUHAIUU:
a) TOoIIepKaHHE HEMPEPHIBHOIO TMMOTOKA [HUPKYJIAINMH B CHUCTEMax
pacripe/iesieHus BOAbl YMEHBIIIAET CIIOCOOHOCTh 00pa30BaHUs OMOTUICHOK;

0) MPOEKT CHCTEMBbI TOJYYEHHUS BOABI OOecleunBaeT HauOoIee
KOPOTKYIO BO3MOKHYIO JIJTHHY CHCTEMBI TPyOOIIPOBOIOB;

B) JUISI CHCTEM TIOJIYYCHHUS BOJbI, 3aBUCHMBIX OT OKpY KaroIleh
TEMITepaTypbl, TPYOOTIPOBOIBI H3OJUPYIOTCS OT COCETHUX TOPSIUX TPYyO;

I) TYINHKOBBIE OTBETBJICHUS B  CHCTEMaxX  TPyOOIPOBOIOB
MUHUMH3UPYIOTCS W HE3HAYUTEIHHO TIPEBBIMIAIOT TPEXKPATHBIA pa3Mep

AUaMCTpa OTBCTBJIICHUA, HN3MCPCHHOI'O OT BHYTPCHHCI'O JHMAaMCTPa CTCHKH
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TpyOONpOBOJIA 10 OCEBOM JIMHUU MECTA PACIOJIOKEHU KJlallaHa, B KOTOPOM

HNMECTCA BO3MOKHOCTD 3HAYUTCIIBHOI'O 3aCTaBaHUA BOJBI,

,Z[) MaHOMCTPHBI OTACIIAOTCA OT CUCTCMBI I1OJTYYCHUA BO/JIbI M€M6DaHaMI/I;

€) MCHOJIb3YIOTCSl MOIOLLIMECS Tha(parMeHHbIE KIIallaHbl;
) TpyOOIIPOBOABI CUCTEM JJI TAPOBOM CAHUTAPHON 00PAOOTKH UMEIOT
HAKJIOH ¥ BO3MOYKHOCTbD y/IaJICHUs BJIary.

76. PoCT MUKpOOpPraHU3MOB MOKET UHTUOUPOBATHCSL:


https://pharmawater.ru/membranniy-metod/
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a) UCTOYHUKAMH YIbTPAPUOIETOBOTO OOTyUCHHsI, PACIIOIOKECHHBIMU B
cucTteMe TpyOOoIpoBOIOB;

6) noaaCpKaHuCM CUCTCMBI ITOJIYUYCHUS BOAbI B HAIPETOM COCTOSHUU

(mpu Temmepatype Boitie 70 °c);

B) MEPUONYECKON CAaHUTAPHON 00PaOOTKOM CUCTEMBI MOTYyUYCHHUS BOJIBI
C HMCHOJIb30BaHUEM TOpsiueil BOJbI (pEKOMEHIyeMas TemiiepaTypa Bbiiie 70
°c);

I') IEPUOANYECKON CaHUTAPHOU 0OPaOOTKONM CUCTEMBI MOTYUYEHHUS BOJIbI
C MCIOJIb30BAaHUEM IIEPETPETOU TOPAYEH BOJBI UIIM YACTOTO Iapa;

1) OOBIYHOM XMMHUYECKON CaHUTapHOW 00pabOTKOM C MCHOJIb30BaHUEM
030Ha WM APYTUMX MOAXOJALIMX XMUMHUYECKUX BELIECTB C J0KA3aTEIbCTBOM
yAAJIEHUs] 3THX BEIIECTB JO0 HCMOJIb30BaHMUS BOAbL. O30H 3(P(HEKTUBHO

yAaIseTcs yabTpapuoIeTOBbIM 00JIyYEHUEM.

IX. Bonipocs! KkcrutyaTaliM CUCTEM
IIOJIy4YE€HUsI, OUUCTKU, XPAHEHHUS U
pacnpeneneHust BoJsl Uil papMaleBTHUECKOro
IIPUMECHEHUS

1. 3amyck ¥ BBOJI B 9KCIUTyaTallUIO CUCTEM
MOJTYYCHUS, OYUCTKH, XPAaHESHUS W PacCIpeaeIICHHS
BOJIBI JIJ1s1 (hapMalleBTHYECKOTO IPUMEHEHUS

77. Jlns ycmemrHOW BaNMMOAMM CUCTEM TIOJNYYCHUS, OYHCTKH,
XpaHCHUS W paclpeieieHus BOIbI IS (apMalleBTHUYECKOTO MPUMCHCHHS
ciemyer — oOecreuuTh  IUTAaHUPOBAHHWE,  YETKOE W TIIATEIhHOE
JOKyMEHTHPOBaHUE BBOJAa B OKCIUTyaTallul0 M KBATM(PUKANUH CHUCTEM
TIOJTYICHUS BOJIBI.

78. Pabota 1o BBOJAY B AKCILTyaTallUI0 CUCTEM MOJIyYEHHUs, OUYUCTKH,

XpaHCHUA M PacCHpCACICHUA BOIAbI IJIA (I)apMaI_IeBTI/I‘-IeCKOFO IIPUMCHCHU S
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BKJIIOYAET B €05 MOJITOTOBKY 3THX CUCTEM K pabOTe, YCTAaHOBKY MapaMeTpOB
3¢ (PEeKTUBHOCTH CHUCTEM, a TakXe KOHTPOJb, HACTPOMKY KOHTypa H
PETUCTPAIMIO BCEX YKa3aHHBIX MapaMeTpoB. KaduecTBO mMpoBOAMMON B XOHE
BaJIUJIAIIMU PA0OTHI IO BBOAY B IKCILTyaTallUI0 CUCTEM MOJyUYEHUS, OUUCTKH,
XpaHEHUs] M pacnpeneraeHuss BOAbl JUisl (apMaleBTUUECKOr0 MpPUMEHEHUS,
COIIyTCTBYIOIIIME JAHHbIE M JOKYMEHTAlMs JOJDKHBI COOTBETCTBOBATH

Tpe6OBaHI/I${M, YCTAaHOBJICHHBIM IIJIAHOM BaJIMAAIIHUH.

2. Kpanudukanus cCUCTEM MOTy4YCHUS,
OUYMCTKH, XPAHEHHUS U PACIIPEACIICHUS BOIbI
i (papManeBTUYECKOTO NPUMEHEHUS
79. Bce cuctembl MOIy4YeHHsI, OYUCTKH, XPAHEHUSI U pacIpeleieHUs
BOJbI NMUTHEBOM (BOJBI OUMILEHHOW B BUAE Hepac(hacOBaHHOW MPOAYKIIMH,
BOJbI BEICOKOOUHMILEHHON B BUE Hepac(hacoBaHHOM MPOAYKIIMU U BOJBI JIJIS
UHBEKUMHA B BuAe Hepac(hacoOBAaHHOM MPOIYKIMH) OKa3bIBAIOT MPSMOE
BO3/ICHCTBUE HA KAyeCTBO IMOJy4aeMOW BOJbI, TOATOMY OHHU JIOJKHBI OBITH
kBanuduiupoBanbl. KBamudukamuss cUCTEM MNPOBOJIUTCS TOCJE TPOLEAYP
CTaHIAPTHOM Banmuianuy TMpoekta win kBammpukamuun npoekra (DQ),
kBanudukamu MonTaxa (1Q), kBamudukanuu Gynkiuonuposanus (0Q) umu
kBanupukamnmu 3Kkcrryatanuu (PQ).
80. Hactosimuue TpeOGoBaHuUs HE COAECPKAT CTAHAAPTHBIX TPEOOBAHUIA
K OOBIYHBIM cTausIM KBanupukaiuu npoekta (DQ), kBanudukauuy MOHTaxa
(IQ), xBamudukamuu ¢ynkunonupoBanus (OQ), HO mnpexycMaTPUBAIOT
OTHENbHBIM ToAX0A K KkBanmudpukanuu skciutyatauuu (PQ), koTopwiit
UCIIOJB3YETCS JIJISl CUCTEM MOJyUYEHHMs], OUUCTKHU, XPAHEHHS U PACIIPEACIICHHUS
BOABI Uil (apMalleBTUYECKOTO MPUMEHEHHUS C IENbI0 JEMOHCTpPAIUU HUX

YCTOMYMBOM U HAJIC)KHOM IKCIUTyaTalMH.
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81. WcnobiTanuss WCTOYHWKA BOABI JIODKHBI OBITh BKIIOYCHBI B
[IPOrpaMMy BaJIUIALMU IPOEKTA U TOJDKHBI IPOBOJAUTHCS B PAMKAX PYTUHHOIO
MoHuTOpuHra. McxonHas Boja JOJDKHA COOTBETCTBOBATH TPEOOBAHUSIM K
Ka4eCTBY BOJIbl MUTHEBOM U crielU(DUKAIIMN TTPOU3BOIUTENIS JIEKAPCTBEHHBIX
IIpernapaTos.

[loaTBepkeHNEe HAAEKHOCTH U O€30MACHOCTU CHCTEM IOJIy4YEeHHUS,
OYKMCTKHM, XPAHEHUSI W pachpeicsieHus BOAbl g (HapMaleBTUUECKOTO
IPUMEHEHUS BOJIbI 17151 (hapMaleBTUYECKOTO IPUMEHEHUS TTPU

OKCIIyaTallkuy B TCUCHUC AJINTCIBHOI'O IICPpHUOJa OCYIICCTBILACTCA B 3 srama.

3. [loaTBepxAeHNE HAIEKHOCTU U OE€30MTACHOCTU CUCTEM
MOJIyYEHUS, OUUCTKH, XPAHEHHUS U PaCIPEACIICHUS BOJIbI 1JIs
dbapmanieBTueckoro npumenenus (dtam T)

82. B Tedenue 2 Henenb €XEIHEBHO | pa3 B CyTKU WJIM HETPEPHIBHO
MPOBOJAUTCA KOHTPOJIb KAYeCTBa MOCTYMAIOIIEH BOJBI MUTHEBOM B CHUCTEME
MOJIyYeHHMs, OUUCTKH, XpPAHEHUs U paclpejiesienusl BoAbl. B TeueHue »Toro
nepuoja cucTeMa JIo/bkHa (YHKIIMOHUPOBATh HEMPEPHIBHO 0€3 OTKIIOUCHUS
WM SKCIUTyaTallMOHHOTO OTKJIOHEeHHsl. Kak mnpaBuino, B 3TOT MOEPHOJ
nojiyyaemMasi B CHUCTEME BOJla HE UCIOJb3yeTCs JUIsl TPOU3BOJICTBA
JIEKapCTBEHHBIX MpernapaToB. VchbITaHWs BKIIOYAIOT B ce0s CIEayIOIINe
MEpOIPUSATHSL:

a) TMPOBEJCHUE XUMHUYECKOT0 U MUKPOOHOJOTHYECKOTO HCIBITAHUN B
COOTBETCTBUU C YCTAHOBJICHHBIM TIJIAHOM;

0) orOop MpoO WM HENPEPBIBHBIA KOHTPOJb MOCTYMAOUIEH BOJIbI
MUTHEBOM B TEUEHUE CYTOK JJIsl TPOBEPKU €€ KAUeCTBa;

B) oTOOp MpoO WM HENPEPBIBHBIA KOHTPOJIH IMOCTE KaXKIOW CTaauu

Iponecca OYUCTKH,
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r) orbop MNpoO WM HENPEPHIBHBIA KOHTPOJb B KaXIOM TOUYKE
NOTPEOJICHUS 1 B IPYTMX YCTAHOBJICHHBIX TOUKaX 0TOOpa mpoo;

1) pa3pabOTKa COOTBETCTBYIOIIMX MPEIEIOB (PYHKITMOHUPOBAHUSI;

¢) pa3paboTka U BHEApPEHHE Tpoleayp GyHKIIMOHUPOBAHUS, OYUCTKH,
CaHUTAPHOU 00pPaOOTKU U OOCTYKHUBAHUS CUCTEMBI,
) TIOATBEPKJICHUE COOTBETCTBHS KaueCTBa U KOJWYECTBA MMOTYyUYCHHON

U pacrpeieICHHON BOIbl COOTBETCTBYIOIIUM TPEOOBAHUSIM;

3) UCIIOJIb30BAHUE U COBEPIIEHCTBOBAHUE CTAHIAPTHBIX OMEPALIMOHHBIX
nporeayp (manee COII) mnsg QyHKIMOHUPOBAHUS, OYUCTKH, CAHUTAPHOMN
00pabOTKU CUCTEM NOJyUYEHHUS, a TAK)KE OUNCTKHU, XPAHEHUS U pacpeIeICHUS
BOJIbI U pa0OOTHI B aBApUUHBIX CUTYALIUSIX;

1) IPOBEpPKa YPOBHEN TPEBOTH;

K) pa3paboTKa U COBEPIIEHCTBOBAHUE MPOLEAYPhl OLIEHKH BO3ZMOMXHBIX

HEUCIIPABHOCTEN BO BPEMS UCITBITAHUM.

4. IloaTBepxkaeHNE HAIC)KHOCTH U O€30MTaCHOCTH CUCTEM
MOJYYEHHUs], OUUCTKH, XPAHEHUS U PACTIPEACICHUS BOIbI IJIs
dapmanieBTrueckoro npumeHenus (dtam 1)

83. Tlocnenyromnuit JBYXHEIECIbHBIN IEPUOL VCTIBITAaHUN
HCTOJIB3YETCS I JAIbHEUMIIEro MPOBEICHUS WHTEHCHBHOIO MOHHMTOPHWHIA
CHUCTEMBI TMOJYYEHHUS], OUYMCTKH, XPAHCHUS W pPaCHpelesICHUs BOABI IS
(dbapMalieBTUUECKOTO TMPUMEHEHHS, B paMKax KOTOPOro MPUMEHSIOTCS
ycoBepmieHcTBoBaHHbIe COII mocne ycnemnoro 3aBepiienus srana 1. Kak
paBujIo, MOPSIAOK 0TOOpa MpoO AOJKEH ObITh TAaKOW e, Kak Ha drtamne 1.
Ucnonb3oBanue Boabl il (apMaleBTUYECKOro MPUMEHEHUS s
MPOW3BOJICTBA JICKAPCTBEHHBIX MPENAapaToOB Ha JIAHHOM JTale MOKET

OCYHCCTBJLATLCA IIPpH YCIOBHH, YTO BBOJA B OKCIUIyaTallMKO WM JaHHBIC
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WCTIBITAHWM, TTIOJIYyYCHHBIC Ha ATane 1, MOATBEPKIAIOT HAJIEKAIIEE KAaYECTBO
BOJIBI 11 (hapMalleBTUYECKOTO IPUMEHEHUS U MOJTyUYeHUE 0I00peHUs OTaesa
obecnieuenust kadectBa (QA). JlaHHbIE, MOJYyYEHHBIE B XOJI€ HCIBITAHUM,
NPOBOAMMBIX Ha dTare I, 1oJKHBI MOATBEPAUTD:

a) YCTOMYMBOCTh (DYHKITMOHUPOBAHUSI CUCTEMBI IOJYUYEHHUSI, OUUCTKH,
XpaHEHUsI U pacrpeeseHus] BOAbl Uil (papMaleBTUYECKOT0 MPUMEHEHUS B
YCTAaHOBJICHHBIX JUAIla30HAX;

0) YCTOMYMBOCTH TIOIYUYCHHS W  paCHpENCNCHHs] BOILI  JUIA
(hapManeBTUUECKOTO MPUMEHEHUS HAJIS)KAIIETO Ka4eCTBa U KOJIMYECTBA MPH

(yHKIMOHUpOBaHUU cucTeMbl B cooTBeTcTBUU ¢ COIL.

5. [TonTBepkieHNEe HAZEHKHOCTH U O€30MaCHOCTH
CHUCTEM IOJIyYEHHUS, OUUCTKH, XPAHCHUS U
pacrpeeneHust BOAbI 715 (papMarieBTUIECKOTro
npuMenenus (sta I1I)

84. Kaxk npaBuno, stan Il anurcs B Tedenue 1 roga ¢ MomeHTa
YCIEUIHOTO 3aBEpIICHUs UCTIbITaHWK Ha dTane [I. Ha nanHoMm sTamne Boaa s
(hapManeBTUUECKOTO  MPUMEHEHHUSI  HMCIIOJIB3YEeTCS JUIsl  IPOM3BOJICTBA
JIEKapCTBEHHBIX MpernapartoB. [lenssMu TaHHOTO 3Tana sBIsSIOTCS:

a) TOATBEPXKICHUE YCTOMYMBOCTH DKCIUTyaTallUd B  TEUCHHE
JUTUTEIIbHOTO MIEPUOA;

0) oOecrieueHHE OIIGHKM KadyecTBa BOJbBI I (papMaieBTHYECKOTro
MIPUMEHEHUS B 3aBUCUMOCTH OT CE30HHBIX U3MECHEHUM.

85. KomanuecTBO yCTAHOBICHHBIX TOYECK M TICPHOJAMYHOCTH OTOOpA
npo0, a TakXe KOJUYECTBO IPOBOJUMBIX HWCHBITAHUM JIOJKHBI OBITh
YMEHBIIICHBI 10 YPOBHS, YCTAHOBJIICHHOTO B COOTBETCTBUU C pe3yJibTaTaMu

WCHBITAaHUM, TOJYYEHHBIMHU B Xoz¢€ dTanos [ u II.



45

6. [ToCTOSTHHBIN MOHUTOPUHT CHCTEM TOJTyYCHUSI,
OYWCTKH, XpaHEHUS U PACIIPEACIICHHS BOIBI JJIS
dbapMareBTHUECKOTO TPUMEHEHHUS

86. TIlocne 3aBepmienus 3tana Il mporpammbl KBaMpUKaAIIUA CHCTEM
MOJYYEHHUsI, OYHWCTKH, XPaHCHWs] W  paclpenesieHuss  BOABI IS
(hapMaLeBTHUECKOr0 MPUMEHEHHS] HEOOXO0JMMO MPOBECTU 0030p MOTYUYEHHBIX
JAHHBIX, TIOCJI€ YEero COCTaBJseTCA IUIaH TEKYIIero MOHUTOPHUHTA.
MOHUTOPUHT OCYHIECTBISAETCA MyTEM MPOBEICHUS HUCIBITAHUN TIPU TTIOMOIIH
BCTPOCHHBIX B CHCTEMY TOJYYCHHs, OUYUCTKH, XPaHEHUS U PaCIPEACICHISI
BOABl I (apMaleBTUUECKOTO TNPUMEHEHUS MPUOOPOB  KOHTPOJIS
(OCHAIlIEHHBIX  COOTBETCTBYIOIIMM  00pa3oM  KBaTU(DUIIMPOBAHHBIMU
CUCTEeMaMH TIpeaymnpexacHus). JlaHHpie TPUOOPHI KOHTPOJIS JOJIKHBI
M03BOJISITH TIPOBOJUTH KOHTPOJb TAKHUX MMAPAMETPOB, KaK CKOPOCTh IMOTOKA,
JaBJIeHUE, TeMIeparypa, yHAelbHas JJIEKTPONPOBOAUMOCTh U  OOIIMIA
OpTaHWYECKUM YTJEPOJ, a TaKKe UCHBITAaHUN (DU3NYECKUX, XUMUYECKUX U
MUKPOOHOJIOTUYECKUX XapPaKTEPUCTUK OTOOpaHHBIX mpoO. Otbdop npod
MPOBOJAUTCS M3 TOYEK MOTpeOsneHus. B cimydae ecimu oTOOp mMpod M3 TOYEK
noTpeONeHnsT HEBO3MOXKEH, OH TIPOBOJUTCS W3 YCTAHOBICHHBIX MPHU
MOATBEPKICHUN HAJS)KHOCTH W 0€30TIaCHOCTH CHCTEM ITOTYyUYEHHUs, OUYHUCTKH,
XpaHEHUS W PpaclpeieieHus BOIbI IS (apMalleBTHUYECKOTO MPHUMCHCHHS
Todek otbOopa mpod. OTOOp MpoO OCYIIECTBISICTCS B COOTBETCTBHU C
IpoIlelypaMH, YCTaHOBJIEHHBIMH (DapMaleBTUYCCKUM ITPOU3BOIUTEIICM.
[TporienypsI IPOTyBKH U OCYIIECHUS CUCTEM TIOJYICHHS, OUMCTKH, XPaHESHUS U
pacrpeaesieHusi BOIbI sl papMarieBTUIeCKOro MPUMEHEHHS TaKKE TOJDKHBI

OBITH YCTAHOBJICHHBI.

87. WcmplTaHUS TIPOBOISATCS C IEIBIO TMOATBEPKIACHNUS COOTBETCTBHS

BOJABI IJis (papMaleBTUYECKOTO MPUMEHEHUs TpeOoBaHMUSIM (hapMaKkomneitHOM
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cratbi  (MoHorpadumn) Dapmakonen Coro3a WM YTBEPKICHHOU
cnenupurkanuu npeanpudatus. [Ipu HEOOXOAMMOCTH OHM MOTYT BKJIIOYAThH
MUKPOOHMOJIOTHYECKUE UCTIBITAaHUS KaduecTBa BOJIbl. /[aHHbBIE, TTOJyUYCHHBIE B
X0JIe€ TPOBEJCHUSI MOHUTOPHUHIA, SIBJISIOTCS OOBEKTOM aHaliv3a TEHACHIUN
(kaK TpaBWIO, MOJYYEHHBIE 3HAYEHUS TEHACHUUM W3MEHEHHU JOJIKHBI
HaXOJUThCS B Mpeesiax OTKIOHeHUs B ABe curMel (20)). Ha ocHoBaHuu panee
OMMUCAHHBIX CBEJCHUM YCTAHABJIMBAIOTCS JOMYCTUMBIE 3HAYCHUS YPOBHEU
TPEBOTHU U JeHCTBUS. JIF00ast TEHIEHIIMS YacTOr0 OTKJIIOHEHUS OT JI0ITYCTUMBIX
3HAYCHUN YpOBHEW TPEBOTH BIEYET 3a COOOM YCTAHOBJIICHHE OCHOBHOM

MPUYUHBI TAKOTO OTKJIOHEHHUS U TTOCIEYIONINE KOPPEKTUPYIOIINE TCHCTBUA.

7. O0cayKUBaHUE CUCTEM IOTYUYEHUS,
OYMCTKH, XPAaHCHUS U PACTIPEACTICHUS BOIbI
U1t hapMareBTUUEeCKOT0 MPUMEHEHUS

88. CucreMbl OTy4YeHUS, OUUCTKH, XPAHCHUS U PACIIPEICICHUS BOIbI
it (hapMaleBTUIECKOTO MPUMEHEHHS IKCIUTYaTUPYIOTCS B COOTBETCTBUH C
KOHTPOJMUPYEMOM U JOKYMEHTaJbHO  O(OPMIICHHOW  IporpaMMoi
o0cmy>)KMBaHUs, KOTOPasi BKIIIOYAET B CeOsI:

a) OMNpPENCTCHHYIO NEPUOJUYHOCTh OOCTYKMBAHHUS [JIsI DJIEMEHTOB
CHUCTEMBI TMOJYYEHHUS], OUYMCTKH, XPAHCHUS W PaCHpECICHUsS BOABI IS
dbapMaieBTUUECKOTO MPUMEHEHNS;

0) mporpamMmy KaauOpOBKHU;

B) COII g KaXaoro oTAEIBHOIO BHja padOT B CUCTEME MOJYYCHUS,
OYMCTKH, XPAaHCHHWs] M pACHpPENeNCHUsS BOIBI I  (apMareBTUUECKOro
MPUMEHEHMUS;

') KOHTPOJIb YTBEPKICHHBIX 3aMaCHBIX YaCTEH;
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1) pa3pabOTKy IJlaHa ¥ MHCTPYKIUN MO OYUCTKE JIEMEHTOB CHUCTEMBbI
MOJIYYCHHUSI, OYMCTKH, XpaHEHHS H  paCHpeleiICHUS  BOABI U
(dbapMaleBTUUECKOTO MPUMEHEHNS,

€) PacCMOTPEHHE M YTBEPIKJICHHEC MEPONPHITHI ISl HUCITOJH30BaHHS
CHUCTEM TIOJyYEHHUS, OYMCTKH, XPAHCHHWsI W PACIPEACICHHUS BOABI IS

(dbapMalleBTUUECKOTro MPUMEHEHHUSI TIOCJIE€ 3aBEPILICHUS] PAOOTHI;
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) PErHCTPALMIO M aHAJU3 BO3MOXKHBIX MPOOJEM M HEJOCTAaTKOB IPU
AKCIUTyaTallud CUCTEM MOJYYECHHUS, OUYUCTKH, XPAHEHUS U PACIPEACIICHUS

BOJIbI 1J1s1 (hapMalleBTUYECKOTO MPUMEHEHUS.

8. [IpoBepku cucTeM MOTyYEHUs, OUUCTKH,
XpaHEHUS U pacTpeieICHUS BOIBI IS
(dbapMalieBTUUECKOTO MPUMEHEHUS

89. CucreMbl MOTYyYECHUSI, OUYUCTKH, XPAHEHUS U PACIPEICIICHUS BOJIbI
st (hapManeBTUIECKOTO MPUMEHEHHS (BOJAbI OUYWIEHHOH B  BHIE
HepachaCOBaHHOW  TPOAYKIMHM, BOJBI  BBICOKOOYMIIIEHHOW B  BHJE
HepachaCOBaHHOW TPOAYKIMM W  BOJBI s HWHBEKIUHA B  BUIE
HepachaCOBaHHOW  MPOAYKIIMK)  TOABEPrarOTCS  TMPOBEpKE  depe3
COOTBETCTBYIOIIME TIEPUOJBI BPEMEHH TMPEACTABUTEISIMA WHKCHEPHON
CITyKOBI, CITY>KOBbI 0OecTieueHUsT KaueCcTBa, MUKPOOHOJIOraMH, CIIeIIHAIHCTaMU
MO0 TOJYYEHHUIO BOJBI M OOCTYKMBAaHUIO CHCTEMBI TOJTYyYCHHUs, OYUCTKH,
XpaHEHUS U pacTpee/eHUs BOJbI s (hapMaleBTHIECKOTO MpuMeHeHus. B
X0/J1€ TIPOBEPKU HEOOXOAMMO PACCMOTPETH CIIEAYIOIINE BOIIPOCHI:

a) W3MEHEHHUs, NPOU3OIICIANINE B CHCTEME IOJYyYCHHs, OYHCTKH,
XpaHEHUS W paclpeAesieHus] BOABI I (papMaleBTUYECKOr0 MPUMEHEHUS
TI0CJIC TIPOBECHUS TTOCIICTHECH MPOBEPKH;

0) yCIIOBHSI 1 MHTEHCUBHOCTD IKCIUTYaTallUA CUCTEMBI;

B) HAJIC)KHOCTh IKCIUTyaTallMA CUCTEMBI;

I') TCHACHIIMM W3MEHEHWs KadecTBa BOJABI JIs (papMarieBTHUYECKOTrO
IPUMEHEHHUS, KOTOPBIC MMPOUCXOIAT B CHCTEME;

1) Cay4au HEUCIIPABHOCTU CUCTEMBI;



e) paccliICa0BaHuA CII1ydacB OTKHOHGHHﬁ, KOTOPBIC IIPOU3OIIIIN B XOJC

DKCIUTyaTalluy CUCTEMBI I10CJIE TPOBEICHUS MOCIEAHEN IPOBEPKHU;
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) MOJIy4YEHHBIE B XOJI€ MOHUTOPUHTA PaOOThl CUCTEMBI MOJYyYECHUS,
OUMCTKH, XPAaHEHUS U paclpeesieHus BOAbl s (hapMaleBTUIECKOTO
NPUMEHEHUS  pe3yJIbTaThl HECOOTBETCTBUM  IMOJYy4YaeMOW  BOABI IS
(dhapMaIeBTUUECKOTro MPUMEHEHUS TpeOOBaHUAM CliEUPUKAIUY;

3) MU3MEHEHUS MOHTa)Xa CHCTEMBbI MOJIYYEHUS, OYUCTKH, XPAHCHUS U
pacripefieieHdsi  BOJBI Ui (papMarieBTUYECKOTO MPUMEHEHUsS I0CIie
IIPOBEJICHUS TTOCIIEIHEN TPOBEPKH;

M) Hajauyue OOHOBJIICHUN JOKYMEHTAIlMM TI0 MOHTaXy CHUCTEMBI
MOJYYEHHS], OYUCTKH, XpaHEHUS M  paclpeleseHuss  BOAbl  JUIs
(dhapMalieBTUUECKOTO MPUMEHEHUS;

K) PErUCTPAIlUOHHBIC KYPHAJIBI;

1) cratyc Tekyuero nepeuyns COIL

90. IIpm 3KcIUTyaTaliiyl HOBBIX CHCTEM WJIA CHCTEM, JIJISI KOTOPBIX OBLIH
OOHapy>KeHbl HECTAOWIHLHOCTh WJIM HEHAJCKHOCTh B padOTe, TAKXKe CICAYET
paccMOTpETh:

a) He0OXOAMMOCTh MPOBEICHUS PACCIICIOBAHUN B IEJISX YCTAHOBIICHUS
MIPUYUH BBISIBJICHHBIX WM BO3MOXKHBIX HEUCTIPABHOCTEH;

0) KOpPEKTUPYIOIITHE U TIPEAYPEKIAIONINEC JCHCTBHS;

B) JIOKYMCHTAIIMIO 110 BBIMOJHEHUIO KBaTU(UKAIIUA CUCTEMBI
MOJIy4YCeHHsS, OYMCTKM, XPaHCHUS W  paclpelnesieHuss  BOJbI  JUIs
dapMalieBTUUECKOTO TpUMEHEHUsT B Buje kBainudukamuu npoekta (DQ),
3aBojackux mpueMouHbix ucnbiTanuid (FAT), kBammdukammm monTtaxa (1Q),

OPUEMOYHBIX HCTBITAHUA 10 Mecty MoHTaxa (SAT), xBanuduxauuu



dbyukimonupoBanus (OQ), kBanmudukaiuu skcruryararuu (PQ)) wim npyrue
JOKYMEHTBI, CBS3aHHBIC C TIPOBEJCHHUEM IIPOBEPKH, a TakKKe JSTaraMu
MPOBEACHUS MOHUTOPHWHTA CHCTEMBl IOJIYUCHHUS, OYMCTKH, XPAaHCHUS W

pacrpezesieHus BOJbl AJis papMalieBTUueCKOro NpuMeHEeHHUSI.
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9. IlHCTIeKTUPOBAHKUE CUCTEM MOJTYyUECHUS,
OYMCTKH, XPAHCHUS U PacIpeieiICHUs BOIbI
U1t hapMareBTUUEeCKOro MPUMEHEHUS

91. Cuctembl ONy4YeHUs, OYMCTKU, XPAHEHUS U PACIPEICIICHUS BOIbI
st apMalleBTUUECKOTO TPUMEHEHUsT (BOABI OYMIICHHONW B  BUJIC
HepacacoOBaHHOM  MPOJYKIIMU, BOJbI  BBICOKOOYMIIIEHHOW B  BHUJE
Hepac(acOBaHHOW TPOAYKIMM ¥  BOJIBI i1 HWHBEKIUHA B  BHJE
Hepac(acOBaHHOW TPOAYKIHUH) SBISIOTCS OOBEKTOM TMEPHOIAYECKOTO
WHCIICKTUPOBAHUSL  YIIOJHOMOYEHHBIMH  OpraHaMu TrOCYyJAapCTB-UYJICHOB.
[IpousBoauTENM JIEKAPCTBEHHBIX MPENapaToB JOJDKHBI MPETyCMOTPETH
MPOBEJICHUE TEKYIIErOo ayAuTa U CAMOMHCIIEKIIMH YCTAHOBJIICHHBIX CHUCTEM
MOJYYCHHS], OYUCTKHM, XpaHEHUS M  paclpeieseHuss  BOJbI  JUIs
(dhapMaIreBTUUE€CKOTr0 MPUMEHEHUS.

92. NHcmekTupoBaHWE CHUCTEM TMOJYYCHUs, OYUCTKH, XpaHEHUS U
pacripesiesieHust BOAbl JjIsi (papMarieBTUUECKOr0 MPUMEHEHHUSI MPOBOJIUTCS B
COOTBETCTBUU ¢ HactosimuMu TpeboBanusmu u IlpaBunamu. B xoxe
WHCIEKTUPOBAHUS MMPOBOJUTCS OCMOTP MPOU3BOJCTBA 0 MOJTYUYECHUIO BOJIBI U
BUJIMMOW CHCTEMBI TPYOOIIPOBOIOB (BKJIIOYAsT TOYKH MOTPEOJIEHNUS) B MEIISIX
YCTAHOBJICHUSI TOTO, 4YTO CHUCTEMa IIOJYYCHHS, OYUCTKH, XpaHEHUS U
pacripefesnieHrsi BOAbI i (hapMaleBTUYECKOTO TPUMEHEHHUS JOJIKHBIM

o0pa3oM CIpOEKTUPOBaHA, CMOHTHPOBAaHA M 00CITyKUBaeTCs (HAIIPUMED, 9TO



OTCYTCTBYIOT MPOTEKAHUS U YTO CUCTEMA MOJYyYEHHUs], OUUCTKH, XPaHEHUS U
pacripeiesieHusi BOJbI i (apMalleBTHUECKOTO MPUMEHEHHSI COOTBETCTBYET
CXEME WM YEPTEXKY TPYOOIIPOBOIOB U UBMEPUTEIBLHBIX MPUOOPOB).

93. IlporpaMma mipoBeJeHUs] HWHCICKIMH WM ayJauTa CHCTEM
MOJIy4EHUsI, OYMCTKH, XpaHEHHs M  paclpelesieHus  BOJbI A
(dapmareBTHYECKOro MPUMEHEHUS BKITIOUAET B CEOS:

a) TPOBEPKY TEKYIIEro Yeprexa CHCTEMbl IOJYy4YEeHUS, OUUCTKH,
XpaHEHHUs] U pachpenereHuss BoJbl Uil (HapMaleBTUYECKOTO MPUMEHEHUS,
CoJIeprKallero Bce 000py10BaHNE CHCTEMBI (OT TI0JIaYM HCXOAHOTO ChIPhS IS
MOJy4YeHUsT BOABI A  (papManeBTUYECKOTO TPUMEHEHUS 0 TOYeK
UCIIOJIb30BAaHUS TIOJTYYEHHOW BOJIBI ISl (hapMalleBTHUECKOTO MPUMEHEHUS,
BKJIFOYAsi TOUKH 0TOOpa 00pas3IoB U MX 0003HAUCHUS);

0) IpOBEPKY YTBEPKIECHHBIX YEPTEKEW TPyOONpPOBOJOB (HAIpUMEp, B
oprorpadudeckoit u (UIu) H30METPUIECKON TTPOCKITUH);

B) MIPOBEPKY IJIaHa 0TOOpa 00pa3IOB 1 MOHUTOPHUHTA PaOOThl CHCTEMBI
MOJTyYEHHUS, OUUCTKH, XPAaHEHUS U paCTIpeCIICHUs BOABI AJIs
(hapmareBTHUeCKOro MpUMEHEHUS C YEPTEKOM BCEX TOUEK 0TOOpa 00pasIloB;

T') IPOBEPKY MPOrpaMMbl 00yUEHUS IO OTOOPY U UCIIBITAHUIO 00PA3IIOB;

1) TIPOBEPKY YCTAHOBJICHHUS JOMYCTUMBIX KOHTPOJMPYEMBIX YPOBHEM
TPEBOTY U ICUCTBUS;

€) MPOBEPKY PE3YJIHTATOB MOHUTOPUHIA PabOThl CUCTEMBI MOTYUYECHUS,
OUMCTKH, XPaHEHUS W paclpeesieHus BOIbl Ui (papMaleBTHUECKOTO
NIPUMEHEHHSI, a TAK)KE OIEHKY BBISIBICHHBIX TEHACHIIMA M3MEHEHUS KauecTBa

BOJIBI 1T (hapMaIleBTHISCKOTO MTPUMCHEHUS,



) MPOBEPKY IMOCIEAHETO €KETrOJHOr0 0030pa CUCTEMBI MOTYUYEHUS,
OUHCTKH, XpaHEHUS U paclpeiesieHus BOAbl JUisl  (dapMaleBTHUYECKOro
NIPUMEHEHMUS,

3) paCCMOTPEHUE BCEX W3MEHEHUN B CHUCTEME IOJYyYECHUS, OUMCTKH,
XpaHEHUs] U pacIpeiesieHus] BOJbI [l (apMaleBTUYECKOTO MPUMEHEHUS C
MOMEHTa IIOCHEAHETO ayAuTa OTOW CUCTEMBI M MPOBEPKY BBINOIHEHUSA
KOHTPOJII U3MEHEHUH 3TOU CUCTEMBI;

1) paCCMOTPEHUE  3apPETUCTPUPOBAHHBIX  OTKJIOHEHHMH M HX
VICCJICIOBAHNUS;
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K) OIICHKY CUCTEMBbI MOJYyYEHUsI, OUUCTKH, XPAHCHUSI U paclpeeicHus
BOJIBI [J1s1 (hapMalleBTUUECKOTO MPUMEHEHUS C TOUKH 3PEHUS €€ TEKYIIEro
AKCIUTyaTallMOHHOT'O CTaTyca U OOILEro COCTOSHUS;

J1) IPOBEPKY KYPHAIOB OOCITYyKUBAHUS, HEUCTIPABHOCTEH U PEMOHTA;

M) TPOBEPKY KalMOpPOBKM U TMOBEPKHM Hambojgee HEOOXOIUMbIX

puoOpOB.



