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O TpeboBaamsax K BoAe i HapMalleBTHIECCKOTO MPHMEHEHHA, HCIIOIb3YEMOM I
IIPOM3BOZCTBA JIEKAPCTBEHHBIX CPEACTB

Pexomennanust Komerun EBpazuiickoit skoHoMuueckoit komuccuu ot 13 nexabps 2017 roga
Ne 31

Konnerusa EBpa3uiickoil 5KOHOMUYECKOM KOMHUCCHUM B COOTBETCTBUU CO cTaThe 30
JloroBopa o EBpa3niickoM 3KOHOMHUYECKOM cOr03€ oT 29 mas 2014 rona u myHKTOM 3 CTaTbu
3 CornameHus O €IUHBIX MPUHIUIIAX U MpaBUIIAaX OOpalleHus JIEKapCTBEHHBIX CPENICTB B
paMkax EBpasuiickoro sxkoHOMHUuYecKOro coro3a ot 23 nekabps 2014 roma, B uensax
FapMOHM3AalMHA 3aKOHOJATENbCTBA T'OCYIAPCTB — WIEHOB EBPAa3HIICKOTO 3KOHOMHUYECKOIO
COI03a B YaCTH YCTpaHEHWs pa3IMuuil B TPEOOBAHUAX, MPEIbIBISIEMBIX K BOJE IS
(hapMaIneBTUYECKOTO TPUMEHEHUS, HWCIOIB3YeMOW JJIsi TIPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEACTB,

PEKOMEHAYET rocyaapcTBaM — wieHaM EBpasmiiCKOro S3KOHOMHUYECKOI'O COI03a II0
UCTEUYCHUH 6 MECSIEB C IaThl ONMyOIUKOBaHMs HacTosIIel PekoMennanuy Ha ouiraibHOM
caiite EBpa3uiickoro 5KOHOMHAYECKOTO COK03a MPU MPOU3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB
JUIST MEIUIMHCKOTO TPUMEHEHUsS PYKOBOJCTBOBAThCA TpeOOBaHUSMH K BOJAE s
(hapManeBTUYECKOTO TPUMEHEHUSI, WCIOJb3yeMOW ISl MPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEACTB, COTJIACHO MPUJIOKEHUIO.

Ipencenarens Kownernu

Lo 9 T. CapkucsaH
EBpasntickoii 5KOHOMHIECKOH KOMHCCHH

TTPUJIOXXEHUE
Kk Pexomennmanmnu Komnernu
EBpa3zuiickoii 3KOHOMUYECKOW KOMUCCUU
ot 13 mexabpst 2017 r. Ne 31

TPEBOBAHUNS
K Boze i1 (hapManeBTHIECKOr0 MPUMEHEHHA, HCIIOJIE3YEeMOM )1 MPOU3BOICTBA
JIKapCTBEHHBIX CPEZICTB

I. OOmue mosyoXxeHus

1. Hacrosimue TpeboBaHus pa3paOOTaHbl C 1EJIbI0 TapMOHM3ALMU 3aKOHOAATEIbCTBA
roCyapCcTB — WICHOB EBpazHiicKoro 5KOHOMHUYECKOr'0 CO03a (Jajlee — roCyAapCTBa-4JICHbI) B
cdepe oOpaleHus JeKapCTBEHHBIX CPEACTB ¢ paBoM EBporeiickoro corosa B 3Toi cdepe ¢
yueToM TpeOoBaHuii BceMupHON opraHu3anuy 31paBOOXpaHEHUS.



2. Hacrosimue TpeOGoBaHus TPUMEHSIOTCS TPEANPUATHSIMU (DapmaieBTUYECKOM
MPOMBIIIJIEHHOCTH TIPU:

a) UCTOJIb30BAHUU BOJIBI PA3IMYHBIX KATETOPUH MPHU MPOU3BOJICTBE (hapMaIleBTUUESCKUX
CyOCTaHIIMH, a TakXe JEKapCTBEHHBIX MPENnapaTtoB ISl MEIUIIMHCKOTO MPUMEHECHUS U
BETEPUHAPHBIX JICKAPCTBEHHBIX MPENApPaToB (Janee — JIeKapCTBEHHbIN Mpemnapar);

0) npumenenuu [IpaBun Hajmexkamnel MPoOU3BOJACTBEHHON NpakTUkU EBpasuiickoro
AKOHOMHYECKOTr0 COI03a, yTBEpkAeHHbIX Pemennem CoBera EBpa3niiCkoil 3KOHOMUYECKOMN
komuccuu oT 3 HosAOpst 2016 r. Ne 77 (nanee — [IpaBuina), mpu npoektupoBanuu (pa3zpadboTke,
MOHTa)X€) U IKCIUTyaTalluM CHUCTEM TMOJYUYCHUsS, XpAaHEHUs] U PaCIpellesICHUsT BOIbI s
(bapmaneBTUYECKOro MpUMEHEHHUs B BUJIe HepachacoOBaHHOM MPOIYKITUH.

3. OObeKTOM peryJupoBaHHUS HACTOSIUX TpeOboBaHUM SABIAETCS BojAa s
(bapmareBTUIECKOro MPUMEHEHHS.

4. Bona gBisieTcsl OJHUM U3 OCHOBHBIX MPOJIYKTOB, UCIIOJIb3yEMbIX B (hapMalleBTUUECKOU
MPOMBIIIIJIEHHOCTH, U MOYKET MPUCYTCTBOBATh B KAYECTBE BCIIOMOTaTEIbHOTO BEIIECTBA WJIU
UCIIOJIB30BaThCA ISl MOATOTOBKHU JIEKAPCTBEHHBIX MPENapaToB K MPUMEHEHUIO, B MPOLIECCE
CHUHTE3a, B XOJI€ MPOU3BOJICTBA TOTOBOM MPOAYKIIMU WA B KAYECTBE OUHUILIAIOIIETO CPEJICTBA
JUTSL OYMCTKU (MOMKH) eMKOCcTel, 000pyI0BaHUs, IEPBUYHBIX YITAKOBOUYHBIX MATEPUAJIOB U T.
n. B 3aBUCHUMOCTH OT pa3iuyHOro (apMaleBTUUYECKOTO MPUMEHEHUsS TpeOyeTcs Boja
Pa3IMYHBIX KaTETOPUU.

II. TpeboBaHHU: K BOJIE MUTHEBOH

5. TpeOoBaHusi K BOJie MUTheBOW He mpuBelaeHbl B Papmakonee EBpasuiickoro
PKOHOMMYECKOTO COI03a, YTBEepK1aeMoil EBpa3uiickoit SKOHOMUYECKOM KOMUCCUEH (Janiee —
®apmaxones Cor3a). Boaga mnuTbeBas [MOJKHA COOTBETCTBOBATh TPEOOBAHUIM
YTBEPKIAAEMBIX YINOJHOMOYEHHBIMU OpraHaMH TOCYJAapCTB-WIEHOB HOPMAaTUBHBIX
JOKYMEHTOB B 4YacTH, Kacarollelcs mnokas3aTesiedl ee kadecTBa. Bonma muTheBass MOXET
UCIIOJB30BaThCS B IPOIECCAX XMMHYECKOIO CHHTE3a M Ha PAaHHUX CTaIUAX OYHUCTKHU
o0opyoBaHus (papMalleBTUYECKUX MPOU3BOACTB, €CIIM OTCYTCTBYIOT OCOOBbIE TEXHUYECKHE
TpeOoBaHus WK TPeOOBaHUS B OTHOLICHUH NMPUMEHEHUsS BOJABI 00Jiee BHICOKUX KaTeropui
KauecTBa. s monydeHust BoAbl papMakonelHOro KayecTBa JOMYCKAETCsS MCIOJb30BaHUE
BOJBI IIUTHEBOM.

6. Boma nuTheBas MCMHOJIB3YyETCS HEM3MEHEHHOU, 3a HMCKIIOUYEHHUEM CIIy4yaeB
OrpaHUYeHHON 00pabOTKH BOJBI, OJYYEHHOW U3 MPUPOJHOTO PE3EPBYapPHOr0 MCTOYHHUKA (
HaIllpuMep, U3 CKBAXKHUHBI, BOJOEMA, PEKHU, 03epa U Mops). COCTOSIHME TAKOTO MCTOYHHKA
MpeayCMaTPUBAET MPOBEAECHUE 00pabOTKU, HEOOXOAUMOM Jisi oOecrieueHus] 0e30IacHOCTH
BOJIBI TIPU €€ MoTpebsieHnn oapMu (muThe). OObryHas 00paboTKa BOJABI BKIIOYAET B ceOs
o0eccoliMBaHue, YMSTYeHHE, yJaJeHUE CHEeUU(PUUYECKHX HOHOB, YACTUYHYIO OUYHUCTKY H
AaHTUMUKPOOHYIO 00pabOTKYy.



7. Bona nutbeBas, nojaydaeMas U3 OOIIECTBEHHBIX HCTOYHUKOB BOJIOCHAOKEHUS, KaK
MpaBujIo, MPEACTaBISET COO0K KOMOMHALIMIO U3 00Jiee YeM OJHOrO MPUPOJAHOTO UCTOYHHUKA.
Taxast BoJja MOKET MOCTABJISTHCS U3 BHEIIHETO0 UCTOYHMKA (HampuMep, TOPOACKOT0) WU €€
HEOOXOMMOE Ka4eCTBO MOXKET OBITh IOCTUTHYTO COOTBETCTBYIOIIEH 00pabOTKOM Ha MecTe.
Bona nutheBas MOMKHA MOJABAaThCsl MPU HENPEPHIBHOM MOJOKUTEIBHOM JaBICHUU B
cUCTeME TPyOOIIPOBOJIOB, HE UMEIOIIMX 1€(PEKTOB, KOTOPHIE MOTYT NPUBECTH K 3arPsA3HEHUIO
(hapMaieBTUYECKOTO MPOIYKTA.

8. Opranusaiuu 001eCTBEHHOT0 BOJOCHA0KEHUS TPOBOAST UCIIBITAHUS U TAPAaHTUPYIOT,
YTO MOCTaBjsieMasl BOJa UMEET KaueCTBO BOJbI MUTheBOU. Takue UCIBITaHus, KaK MPaBUJIO,
OPOBOJASTCA B OTHOLIEHMM BOJABI, IMOJYy4aeMOM M3 MCTOYHHMKA 3TOM OpraHu3aluu
OOIIIECTBEHHOTO BOJIOCHAOKCHHSI.

9. IIpousBoAUTENH JTEKAPCTBEHHBIX CPEJICTB HECET OTBETCTBEHHOCTH 3a 00OecreyeHHe
COOTBETCTBHUSI UCTOYHUKA BOJBI, CHAOMkKAIOLIETO CUCTEMY IIPOM3BOJCTBA BOJBI OUYHUIIEHHOM,
TpeOOBaHUAM, IPEABABIAEMBIM K KQ4€CTBY BOJIBI MUTHEBOIA.

B cnyuae ecnu 111 TOCTHKEHMsI KauecTBa BOJIbI MUTHEBOM U, COOTBETCTBEHHO, BOJbI
OUMILEHHON BHAuajie HUCIOIb3yeTCA cucTeMa 0OpaOOTKU BOJIbI, TAKOM y4acTOK 0OpabOTKU
BOJbl HUJCHTUPUIUPYETCS M MpPOBEPSAETCS B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
rOCy1apCTB-YJICHOB.

10. B cnyyae ecnu Boja NMHUThEBas MCIHOJIB3YETCS Ha ONPENEICHHBIX CTaAUsIX
(apMaLeBTUYECKOT0 IIPOU3BOCTBA WU SIBISETCS UCTOYHUKOM JUIsl IPOU3BOACTBA BOJBI JUIS
(dbapmaleBTUUECKOT0 MpUMEHEHHUs 00Jiee BBICOKOTO KayecTBa, TO MePUOANYECKU TPOBOASTCS
UCIBITAHUSI MCTOYHUKA BOAOINOTPEOJCHUS ISl MOATBEPKIACHUS OTAEIOM OOEeCHeUEeHHUs
KayecTBa MPOU3BOAMUTENS JIGKAPCTBEHHBIX CPEJCTB COOTBETCTBHUS KA4eCTBA BOABI MUTHEBOU
YCTaHOBJIEHHBIM TPEOOBAHUSM.

II. Kareropum Bogs! A1 ¢papMalieBTHIECKOrO IPAMEHEHAA

11. Bona nst hapmarieBTHUeCKOro MpuMEHEHHS JOJDKHA COOTBETCTBOBATh TPEOOBAHMSIM,
npenycMoTpeHHbiM Dapmakornieeit Coro3a, a Takxke (apMakonesiMu TocCyIapCTB-YJICHOB.
dapmakories: Coro3a CoACPKUT TPeOOBAHMS K BOJIC CASAYIONTUX KaTeTOPHI:

a) BOJa OYHUII[CHHA;

0) BoJa BHICOKOOUYHMIIICHHAS;

B) BOJIa JUTSl MHBEKITUH.

1. Boga ounmennas

12. Bona ouwnimieHHas B Buje Hepac(pacOBaHHOM MPOMYKIIMH HMCIIOJIb3YyeTCs IS
MIPOM3BOJICTBA JIEKAPCTBEHHBIX MpPENapaTtoB, MPU KOTOPOM K BOJIE HE MNPEABSBISIOTCS
TpeOOBaHUS B OTHOIICHUH CTEPHIIBHOCTH | (MJIH) alTUPOTCHHOCTH.

13. Boga ouunieHHasi B BUje HepachacoBaHHON MPOIYKIIMH MPOU3BOIUTCS U3 BOJBI,
MMEIOIIe KaK MUHUMYM KayeCTBO BOJIbl NMUTHEBOW, YCTAHOBICHHOE YMOJHOMOYECHHBIM



OpraHOM TOCY/IapCTBa-WICHA, U JIOJKHA COOTBETCTBOBATH (hapMaKONEHHBIM TPeOOBAHUAM 10
XUMUYECKON U MUKPOOMOJIOTMYECKON YUCTOTE C COOTBETCTBYIOIIMMH YPOBHSIMU TPEBOTU U
nevictBus. Takas Boja MOMKHA OBITH 3alIMINEHAa OT TOBTOPHON KOHTAMUHAIIUU,
Pa3MHOXEHHUS M pPaCIpOCTpaHEHUs MHUKpoopranu3moB. OOnacTu ee NpUMEHEHUs
ONPENENAIOTCS HA OCHOBAaHUU OLIEHKH PUCKOB MCXOJs U3 CBEICHUU O CUCTEME IMOIYUYEHHUS
BOJbl. YPOBHU TPEBOTHU JJISI CUCTEMBI MOJYUYECHHS, OUUCTKH, XPAHCHUS U PACHPEACIECHUS
BOJBI JUIsl (papMalEBTUUYECKOIO NMPUMEHEHHS OINpPENEsSIOTCS Ha OCHOBE M3YUYEHHUs 3TOU
CUCTEMBI MPOU3BOUTENEM (PapMaIleBTHUECKOM MPOTYKIIHH.

14. Bona ounnieHHas B BHI€ Hepac()acOBaHHOW MPOAYKIIUU MPOU3BOAUTCS METOIAMHU
MOHHOTO O0OMEeHa, 00paTHOTO OCMOCa, YAbTpadUIbTpaIuu U (WIU) SJIEKTPOJACHOHU3AINH, &
TaKkKe JUCTWUISIUUU U3 BOJBI, KOTOpask COOTBETCTBYET TPEOOBAHUAM K KAaueCTBY BOJbI
MUTHEBOM, YCTAHOBJIEHHBIM 3aKOHOAATEIbCTBOM I'OCYAapCTB-YJIEHOB.

2. Boaa BBICOKOOUYHILICHHAS

15. Boaa BeICOKOOUHILIEHHAs B BUJI€ HEpac(hacoBaHHOW MPOAYKIMHU NpeaHA3HAYEHa IS
IPOM3BOJICTBA JIEKAPCTBEHHBIX MIPEMapaToB ¢ MPUMEHEHHUEM BOJIbI 00Jiee BHICOKOTO KauecTBa,
YeM BOJla OUMILEHHAs, 32 UCKIIOUEHHEM CIydaeB, Korja TpeOyeTcsl UCIOIb30BAHUE TOJIBKO
BOJBI JJIS1 UHBEKIIUH.

16. Bona BbIcOKOOUMIIIEHHAs B BUAE HepacPpacoBaHHON MPOIYKIHMH MPOU3BOIUTCS U3
BOJbI, HMEIONIEH Kak MHUHHUMYM KauyeCTBO BOJbl MNHUTHEBOW, YCTAHOBIEHHOE
YIOJTHOMOYEHHBIM OpPraHOM TroCyAapcTBa-ujieHa. Takas BOJa OJHA COOTBETCTBOBATH
TpeOOBaHUSM, MPEABSIBIAEMbIM K Kau€CTBY BOJABI JIJII UHBEKIMUN (BKIIOYasl MpeaesibHbIN
YPOBEHb COJIepKaHUs OaKTepHaNIbHBIX YHJAOTOKCHHOB), HO HCIOJIb3YEMbI MpOLECC
MPUTOTOBJIEHUS BOJIBI BHICOKOOUMILIEHHONW MOKET OTJIMYaThCs. BoJga BBICOKOOUMILIEHHAS B
BHUJIe HepachacoBaHHOW MPOAYKIIUM TaKkKE€ JOJDKHA OBITh 3allUIeHa OT MOBTOPHOM
KOHTAaMHMHALlMM, PAa3MHOXEHUS M pacnpocTpaHeHuss MuKpoopranusmoB. K Boxe
BBICOKOOYHINICHHOW B BHJIe Hepac(hacoOBaHHOUW MPOAYKIIMU M BOJE JJISI UHBEKIUN B BUJE
HepacpacoBaHHOW MPOAYKIUU TPEABSABISIOTCS OJWHAKOBbIE MHKPOOMOJIOTHYECKUE
(hapMakoneiHbIe TpeOOBAHUS.

17. CoBpeMeHHbIE METO/Ibl MPOU3BOJICTBA BOJbI BHICOKOOUMILIEHHON BKIIIOUAIOT B ce0s
JIBYXCTYNEHYATbIi OOpaTHbII OCMOC HapaBHE C JPYTMMHU MOAXOJSIIMMHU METOodaMH (
HanpuMep, ylIbTpaduiabTpalueil u 1enoHu3aiue).

3. Bona ni1st uHBEKIINN

18. Boza 11 MHBEKIUMI UCIIONB3YETCA B KAUECTBE PACTBOPUTENS IPU MTPOU3BOJICTBE
JIEKapCTBEHHBIX MPENapaToB JJsl MapEeHTEePaAIbHOr0 MPUMEHEHUS (KaK BOJA JJIsl MHBEKIIUI B
BHjJe Hepac(hacOBaHHOW MPOAYKIMU JUOO Kak BOJa IS WHBEKIUNA CTepUIIbHAsi,
UCIIOJIb3yeMasl JUIsi pacTBOPEHMsI WM pa3BelieHHs (papMaleBTUUECKUX CYOCTaHUMM WU
JIEKApCTBEHHBIX MPENapaTroB Jis MApEHTEPaIbHOrO BBEACHHS NEpen NpuMeHeHueMm). Boxa
JUIs UHBEKLIMM B BUJE HepachaCOBAHHOW MPOAYKIMU HE SIBISETCS CTEPUIIBHOW BOJON U
KOHEYHOM JieKkapCTBEHHON (GopmMoil, mpenacraBisier coOOMl  MPOMEKYTOUHBIN



Hepac(acoBaHHBIA TPOAYKT U TMPUTOJHA [IJIi MPUMEHEHHS B KauyeCTBE HHTPEIUCHTA B
COCTaBE JIEKapCTBEHHBIX NpenaparoB. Takas BoJa ABJISETCS BOAOU s papMalieBTUYECKOTO
MPUMEHEHUST HanboJiee BEICOKOTO Ka4eCTRa.

19. Meroa nMCTWIISIMY MTOABEPTaeTCs BaIUAAIMM KaK OTAeNbHas onepauus. Bona nis
WHBEKIMHA B BUJE HEpachacOBaHHOW MPOAYKITUU IPOU3BOIUTCS U3 BOABI, COOTBETCTBYIOIICH
[0 Ka4€CTBY BOJI€ MUTHEBOM, UJIU U3 BOJbI, OUUILIEHHON MyTEM AUCTUIUISIUU C IPUMEHEHUEM
000pyI0BaHUsA, JAETadd KOTOPOTO, KOHTAKTHUPYIOLIME C BOJOW, HU3TOTOBJIEHBI W3
HEUTPAIILHOTO CTEKJIA, KBAPIIEBOTO CTEKJIA WM MOIXO0AIIEero Metaiia. Takoe o6opyaoBaHue
JIOJKHO BKJTIOUATh B ce0s 3PheKTUBHOE YCTPONCTBO 7Sl yIaBIUBaHUS Kamnenb. Jlomyckaercs
TaK)Ke MCIOJIb30BaTh METOJI IBYXCTYIIEHYATOr0 00OpaTHOTr0 ocMoca. O0s3aTeIbHBIM SBIISICTCS
HaJyIeKalee TEXHUYECKoe 00CIyKUBaHUe 000pyA0BAHMS.

20. KoHTpoJb 9MCTOTHI BOJIBI JUIsl UHBEKITUH HAMPABJICH HA o0ecreuyeHrne CTabmIbHOTO
MUKPOOHOJOTUUECKOT0 KadyecTBa BOABI B 4YacTH, Kacawollehcs yaaleHuss OakTepuil u
OaKkTepUaIbHBIX SHAOTOKCUHOB. llpuM mosiyueHMH M XpaHEHUHM BOJBI IS UHBEKIUU
IPOU3BOJUTENIO (papMarieBTUUECKON MPOIYKIUH HEOOXOJUMO OO0ECIeYUTh KOHTPOJIb U
MOHUTOPHUHT OOIIETO KOJUYECTBA KU3HECITOCOOHBIX a3pOOHBIX MUKPOOpPraHnu3MoB. Bona ais
WHBEKIUN TOJKHA BBIAEPKUBATh UCIIBITAHUS, TPOBOJAUMBIE B OTHOIIIEHUHU BOJIbI OUMILIEHHOM,
a TaK)kK€ COOTBETCTBOBATH JIOMOJHUTEIBLHBIM TPEOOBAHUSIM, MIPEABSIBISIEMBIM K COJICPIKaHUIO
OakTepuanbHBIX dHAOTOKCUHOB (MeHee 0,25 ME/Mi), yaenbHON 3JIeKTPONPOBOAUMOCTH U
coJiep KaHI0 O0IIEro OPraHuYeCKOro yriaeposa.

4. Jlpyrue KaTeropuu BOAbI

21. B cimywae ecnu st crienngpuyeckoro mpoiiecca Tpedyercst Bojia CrenraibHON
KaTEeropuy KadecTBa, OTIMYHOM OT mpeaycmMoTpeHHbIXx Papmakoreent Coro3za, a Takke
(dbapMakoressMu TOCyJapCTB-WICHOB, B OTHOIIIEHUU 3TOW BOJIbI JOJKHA OBITH pa3zpaboTaHa
cnenu@uKanus B COOTBETCTBUU C CUCTEMOM oOeclieueHus: KauecTBa Mpou3BoAuTes. Takas
BOJIa JOJDKHA COOTBETCTBOBAaTH Kak MHUHUMYM (apMaKomeWHBIM TpeOOBaHUIM,
MIPEBSABISIEMBIM K KaTErOpUU BOJABI JJis (hapMalleBTUYECKOTO MPUMEHEHUS, HE0OXO0IUMOMN
JUTSI TIPUMEHSIEMOU JO3UPOBAaHHON (DOPMBI JIEKAPCTBEHHOTO Tperapara WM KOHKPETHOU
CTaJuU TEXHOJIOTMYECKOTrO MpoLecca.

IV. IIpuMeHeHEe BOABI PAa3IMIHBIX KATETOPUH JIsI MPOU3BOCTBA JIEKAPCTBEHHBIX
IpenapaToB

22. Banunanus v KBaU(pUKALKS CUCTEM TOTYUYEHUS, XPAHSHUS U pacIpeIesIeHUs BOJIbI
JUISl TIPOU3BO/ICTBA JIEGKAPCTBEHHBIX IMPEINapaToB MPEACTaBISIIOT cO00M (PyHIaMEHTATbHYIO
yacTh [IpaBWJI U COCTABIAIOT HEOTHEMIIEMYK) YacThb WHCIIEKTUPOBAaHUS HAa COOTBETCTBHUE
TpeboBanuam [lpaBui. Kareropuum BOJbI, HCHONB3YEeMOW Ha pa3IUYHBIX CTagUAX
MPOU3BOJICTBA (hapMaleBTUUCCKUX CYOCTAaHIIMNA M JIEKAPCTBEHHBIX MPEMAPATOB, ITOKHBI
OBITH OMUCAHBI B (apMaleBTUUECKON YacTH PErHCTPALIMOHHOTO JOChE B COOTBETCTBUU C



npuinoxenueM Ne 1 k [IpaBuiiam perucTpanuy U 3KCHEPTU3BI JEKAPCTBEHHBIX CPEICTB IS
MEIULIMHCKOTO NPUMEHEHUs, YyTBepxkaAcHHbIM Pemenuem CoBera EBpasuniickoi
SKOHOMHYECKOH KoMHUCCHH OT 3 HOsIOps 2016 1. Ne 78.

23. Ilpu ucnonb30BaHUU BOJABI OMPENCIICHHOW KaTEeropuu HEOOXOJUMO YyUHUTHIBATh
XapaKTEPUCTHUKU U MPEAIIOIAracMoe IPUMEHEHHE IPOMEKYTOYHOTO MM TOTOBOTO IIPOYKTA
Y CTaJIMIO NPOU3BOJICTBEHHOIO ITpoliecca.

1. Bona, mpucyTCTBYIOIIasi B KA4€CTBE BCIIOMOTATEIBLHOTO BEIIECTBA B KOHEYHOU
peuenrype

24. MuHHAMaNbHO MPHUEMIIEMOE KadyeCTBO BOJBI JJIsI IPOM3BOJCTBA CTEPHUIBHBIX
JIEKapCTBEHHBIX MpernapaToB NMpuBeaeHO B Tabnuue 1. Bona mis unbekumii Tpedyercs ans
IIPUTOTOBJIEHUS IIPENAPATOB, MIPEAHA3HAYEHHBIX JIJI TAPEHTEPAIbHOIO BBEIICHHUS, BKIIFOYAs
pacTBOpPHl Il TEeMO(PUIBTpAIMA W TEMOIUAIM3HON (UIbTpamuu, a TakkKe s

INCPUTOHCAJIBHOI'O JHUAJIM3a.
Tabmuma 1

MunuMansHO IpHeMIIEMOE Ka4eCTBO BOABI
IUIS IPOU3BOJICTBA CTEPUIHHBIX JICKaPCTBEHHBIX IIPEapaToB

MuHuMaIbHO IIPpUEMIIEMOE KAa4€CTBO

CrepuiibHbIE JIEKAPCTBEHHBIE TIPETIapaThl
BOJIbI

[MapeHTepanbHEIC BOJA UISI HHBEKIIHA

PacTBops! Anst reMoUIBTPanMU M PAcTBOPHI Ui T'€MOJUAIN3HON N
BOJIa JUISl HHBEKLIUH

¢bunbTpanuu

PacTBOpHI 7151 IEPUTOHEATFHOTO THATH3a BOJIa JUISl HHBEKLIUH

PacTBOpEI 1 OpoLIeHHs (MppUTaLiin) BOJA I MHBEKIHI
OdranbMororniyeckue BOJIa JUISl HHBEKLMH (BOAa OUHIIIEHHAs)
Hazanpable (yuraeie) npenapaTs BO/Ia OYHIIICHHAS

[Ipenapatsl A5t HAPYKHOTO NPUMEHEHHUS BOJIa OYUILICHHAS

25. B ¢apmaneBTHUUECKOW IPOMBIIUIEHHOCTH BOJAA JUISl MHBEKIUI YacTO UCIIOIb3YyEeTCs

11 IPOU3BOICTBA O(PTATBMOJIOTUYECKUX, CTEPUIIBHBIX Ha3aIbHBIX WIN YUIHBIX IIPETapaToB

U MpenaparoB ISl HapyXKHOro npumeHeHus. llpu Gonbmnx o0ObeMax MPOMBIILIEHHOTO
noTpedIeHUs] BO3MOKHO HUCIIOJIb30BAHUE BOJIBI BBICOKOOUYHIIIEHHOM.

26. MuHMManbHO MPUEMIIEMOE KA4YECTBO BOJBI I MPOU3BOACTBA HECTEPHUIIBHBIX

JEKapCTBEHHBIX MpENnapaToB NpUBEAEHO B Tabnuue 2. 3a HCKIIOYEHUEM HEKOTOPBIX

MHTAISAIMOHHBIX MPENapaToB, UCMOJIb3YEMbIX ¢ HeOylai3epaMu, JAOMYCTUMON KaTeropuei

BOJBbI IJIsI BCEX HeCTepI/IJ'II)HBIX HeKapCTBeHHBIX HpenapaTOB ABIICTCS BOAA OUYUIILICHHAS.
Tabiuma 2

MuHuMansHO IPHEMIIEMOE Ka9€CTBO BOAEI
IUIs OPOX3BOACTBA HECTEPWIHHBIX JICKAPCTBEHHEIX MPENapaToB



HecrepunbHble JekapcTBEHHBIE TIPETIapaThl
[pemapatsl 11 npreMa BHYTPb

PacTBopbI U1 MHT QSN

[Ipenapatsl At HAPYKHOTO NPUMEHEHHUS
Haszanpnele (ymnsie) npenaparst

PexTanbHbIe (BarnHAIBHBIE) MTPETapaThl

MuHnuMansHO MpUEMJIEMOC Ka4CCTBO BOAbI

BOJIa OYMILIEHHAS

*
BOJa OYHMILCHHAA

3k
BOJia OUYHIIICHHAasA

BOJJa OUYMIICHHAaA

BOJa OYHIIICHHAA

" K JIEKapCTBEHHBIM IpernapaTamM, UCTIO0JIb3yEMbIM ISl JICUSHUS] HEKOTOPBIX 3a00JIeBaHUN
(mampumep, KucTO3HOTO (hubpo3a), a TakkKe K >KUIAKAM JIEKAapCTBEHHBIM Mpermaparam B
OJIHOJIO30BBIX ¥ MHOT'0JIO30BBIX KOHTEHHEPAX, KOTOPhIE BBOJATCS MOCPEACTBOM MHTANISINH,
NPENbIBISIIOTCS TPEeOOBAHUS CTEPUIIBHOCTH M AaNUPOreHHOCTH. B Takux ciyuasx

H€O6XO,Z[I/IMO HCIIOJIB30BATh BOAY JIA I/IH’LGKHI/Iﬁ HJIX BOAY BBICOKOOYHNIIICHHYTO.

sk
JI71s1 HEKOTOPBIX MpenapaToB (HapUMEpP, BETEPUHAPHBIX JIEKAPCTBEHHBIX MPENnapaToB

JUTSI TPOMBIBAHHSI COCKOB) MOYKET OBITh MPUEMJIEMBIM HUCIIOJIh30BAHHUE BOJIBI MUTHEBOW B TEX
ClIydasix, Korjja 3T0 0OOCHOBAHO M Pa3pelieHO C y4eTOM HM3MEHYHMBOCTH €€ XUMHUYECKOTO
COCTaBa M MHKPOOHOJIOTHYECKOTO Ka4eCTRa.

2. Bona, ucnonb3yemas B mpoliecce npou3BOACTBa (hapMalleBTUIECKUX CYOCTaHIIMM U
JEKapCTBEHHBIX TIpernapaToB, WCKIOYas BOAY, NPHUCYTCTBYIONIYIO B KaudyeCTBE
BCIIOMOTATEILHOTO BEIIECTBA B KOHEYHOU peIenType

27. Tlpuemnemasi KaTeropusi BOJAbI B 3HAYUTEIHLHON CTEIICHU 3aBHUCHUT OT CTaJWH, Ha
KOTOPOW OHAa MCTOJB3YETCs] B MPOIECCE MPOU3BOACTBA, MOCIEAYIONINX TEXHOJIOTHIECKUX
orepanuii, a TakKe OT MPHUPOABI TOTOBOU MPOAYKIMU. CBEICHHUS O MIPHEMIIEMOM Ka4eCTBE
BOJBI ISl TIPOM3BOJICTBA (PapMarieBTHUECKUX CYOCTaHIMMA, a TaKXkKe ISl CTePUIIbHBIX U
HECTEPIIIBHBIX JICKAPCTBEHHBIX ITPermapaToB 0000IIeHbI B Tabmax 3 u 4.

Tabmuua 3
MuHUMaNbHO MpPUEMIIEMOE KadeCTBO BOJBI, MCIOJIB3YEMOU sl TMPOU3BOJCTBA
(hapMaiieBTHYECKUX CyOCTaHIINI

MuHUMaNTbHO HOPUEMIIEMOE

Tun IMpOU3BOACTBA
Ka4d€CTBO BOJIbI

TpeOoBaHMS K TPOIYKIHH

CuHHTEe3 BCEX MPOMEXKYTOYHBIX OTCYTCTBYET TpeOOBAaHHE OTHOCHTEIBHO
MPOAYKTOB s
(hapmareBTHUECKON CyOCTaHIINH  (papMaIleBTHIECKONH CYOCTaHIHWH  FUIH BOJIA HUTLEBAS
JI0 3aKJIOYUTENBHBIX CTaAMH JIEKAPCTBEHHOTO IperapaTra, B KOTOPOM OHa

CTCPUJIBHOCTU MWJIN ANUPOTCHHOCTHU JIA

BBIACJICHUSA U OYHUCTKH 6y}1€T HCII0JIb30BaHa

OTCYTCTBYeT TpeOOBaHHE OTHOCHTEIHHO
CTCPHJIBHOCTH HJIH alupOTeHHOCTH JUIA
(hapManeBTHYECKOW CyOCTaHIMHM  WIH

%k
BOJIA TUTHEBASI
JIEKapCTBEHHOTO Mpernapara, B KOTOPOM OHa

Cpenp! 11 pepMeHTALNH

OyJieT ucmonbp30BaHa

OTCYTCTBYeT TpeOOBaHHE OTHOCHTEIHHO
CTEpUIBHOCTH WIH AalHpPOTECHHOCTH IJIf



OKCTpakIys U3 pacTeHUM dapmanesTHdeckol  CyOCTaHIMM WM pona muThEBAS

JIEKapCTBEHHOI0 Mpernapara, B KOTOPOM OHa
OyZeT UcIob30BaHa

OTCYTCTBYET TPeOOBaHHE OTHOCUTEIHHO
CTEpUIIBHOCTH WM aAlUPOTEHHOCTU ISt
3aKIIFOYUTEIIFHOE BBIJICICHUE U . "
(apmaneBTHYECKOW CyOCTaHIMHM WM  BOja NUThEBAas
JIEKapCTBEHHOTO TIpenapara, B KOTOPOM OHa

OyZeT UcTob30BaHa

OYHCTKa

(hapmarieBTHUECKAsT CYOCTAHITUS HE SABJISCTCS
3aKII0YUTENbHOE BBICICHHE U CTEPUJIBHOW, HO MNpeAHa3HaueHa JJist
BOJIa OYHIIICHHAS
OYHUCTKA HCIOJIb30BaHUSI B COCTAaBE CTEPHIHLHOTO

npenapara i1 HEIMapE€HTEPAJIbHOIO BBEACHUA

(dbapmarieBTHUECKass CyOCTaHIUS SIBJISCTCS
CTepUNILHOW, HO HE IMpeJHa3HayeHa JJisi  BOJA OUMIICHHAs
MapeHTePaIbHOrO BBEICHUS

3aKIIIOYUTEIBEHOE BBIICIICHUEC U
OYHCTKa

BOJda OYHNINCHHAA C
(I)apMaHeBTI/ILICCKaH Cy6CTaHIII/IH HEC ABJISACTCA

3aKIIIOYUTEIBEHOE BBIICIICHUE H CTGpPIJIbHOfI, HO TIpE€aHasHad€Ha I
OYHCTKa HCIIOJB30BaHUSA B COCTAaB€ CTECPUIBHOTO

IpeneabHBIM COACPIKAHUEM
sugoTokcunoB 0,25 ME/mi,
KOHTPOJIb  CHEIUPUICCKUX

mpermapara Jijisl TapeHTEPaTbHOTO BBEACHUS
MHKpPOOPraHU3MOB

3aKIIOYUTENFHOE BBIZICNICHHE U (apMaleBTUUYEeCKasi CyOCTaHLUS SIBISETCS

. N BOJA JUISI HHBEKIIHI
OYHCTKA CTEPUIILHOM 1 alTUPOTEHHOMN

*
Cnenyer mcnonp30BaTh BOAY OYMILEHHYIO, €CIHA MPEABSIBISIOTCS TEXHUYECKUE
TpeOOBaHUS B OTHOIICHUH OOJIbIIEH XUMUUECKON YUCTOTHI.

** 3agBuTens JOJDKEH J0Ka3aTh, YTO BO3MOXKHBIC M3MEHCHHUS B KauecTBE BOJBI (B
YaCTHOCTH B OTHOIIIEHWY MUHEPATHHOTO COCTaBa) HE OYyT BIUATH Ha COCTaB IKCTPAKTA.
Tab6muma 4
MUHUMAIBHO MPHEMJIEMOE KadeCTBO BOJBI, MCIOJB3YEMOU ISl TPOM3BOJCTBA
JIEKapCTBEHHBIX IIPEIapaToB, HO OTCYTCTBYIOIICH B KOHEYHOM COCTaBE JIEKapPCTBEHHOTO

Inperapara

Craaus mpou3BOICTBA MuHHIMaTBHO IPHEMIIEMOE KaueCTBO BOIBI
I'panynupoBanue BOJIa OUMILIEHHAS

Hanecenune mokpeITrii Ha TabIeTKH BOJIa OUMIICHHAS

Jlo HecTepuIbHOMN THODUITH3ALUN BO/JIa OUMILICHHAS

Jlo cTepunbHON THOQIITH3AIHH BOJa JUIsl MHbEKLIUH

3. Bona, ucnonszyemast Jjisi OYMCTKH (MOMKH) 000pyI0BaHHUSA, IEPBUYHON YIAKOBKHU H
YKYTIOPOUYHBIX JJIEMEHTOB

28. Ilpu 3akIOYUTEILHON OYUCTKE (MOMKE) 000pYyIOBaHUS U MEPBUYHON yHMAKOBKH (
KOHTEHHEPOB, YKYIIOPOUYHBIX 3JIEMEHTOB) CJIEIYET, KaK IPABUIIO, UCIIOJIB30BATh BOY TaKOTO
K€ KauecTBa, KaK UCHoJb3yeMas Ha 3aKJIIOUYUTEIbHOM CTaJiuu MPOU3BOJICTBA
(bapmaneBTUYECKON CyOCTaHIIMU WM IPUMEHsIeMasi B COCTaBE JIEKaPCTBEHHOTO Mpernapara B
Ka4yeCcTBE BCIIOMOTATEIBLHOTO BelleCTBAa. MHUHUMANIbHO NPUEMIIEMOE Kaue€CTBO BOJIHI,
MCITOJIB3yEeMOM ISl OYUCTKU (MOMKHU), TPUBEACHO B TaOIHIIE 5.



Tabaua 5

MuHUMaTbHO MPUEMIIEMOE KaueCTBO BO/JIbI, UCIIOJIB3YEMOM ISl OUUCTKHU (MOMKH)

Tun npoaykuuu

Ouncrtka (Moifka) oOOpyIOBaHHS,

MEPBUIHON YIaKOBKHU (KOHTEHHEPOB MUHHMAIBLHO MPUEMIIEMOE Ka4€CTBO BOJIBI

, YKYTIOPOUHBIX 3JIEMEHTOB)

IIpomexxyTounbIE
NpOAYKTEl U "
nepBOHavYajbHas MOMKaA BOJIa MUTHEBAs
(hapmarieBTHIECKHIE
cyOCTaHIUH
®dapmarneBTUYECKHE . BOJIa TAaKOI'0 K€ KayeCTBa, KaK HCIOJb3yeMasl IpH
3aKJIIOYNTENbHAS MOMKA .
cyOcTaHIuH MIPOM3BO/ICTBE (hapMaleBTHIECKUX CyOCTaHINNA
[IepBOHAYAJIbHAs MOMKa, BKJIIOYas
HecrtepunbsHsie .
OYHCTKY Ha MECTE€ KOHTEHHEPOB U
JICKapCTBCHHBIC BOJIa TUTHEBAs
YKYTIOPOYHBIX 3JIEMEHTOB (IIpH
npenaparsl
HEOOXOJIUMOCTH)
H 3aKJIIOYUTENIbHAS MOIKa, BKIIOYas BOJA OYMIICHHAS WM BOJA TAKOIO )K€ Ka4eCTBa, KaKk
€CTCPpHIIbHBIE N
P OYHCTKY Ha MECTE€ KOHTEHMHEPOB M HCIIOJb3yeMas IPU MPOU3BOACTBE JIEKAPCTBEHHOIO
JICKapCTBCHHBIC
P YKYIOPOYHBIX 3JIEMEHTOB (IIpH  Ipernapara, WK Boja 0ojiee BEICOKOIO KayecTBa, YeM
npenaparbl
perap HEOOXOANMOCTH) BOJIa OYHILICHHAs
o B3
NepBOHaYalIbHass MOMKA , BKIIOYas
OUYUCTKY Ha MECT€ KOHTEHHEPOB U
CrepunsHsble
npenaparhi YKYIMOPOYHBIX JJIEMEHTOB (mpW  BOJA OYMINCHHAA
HEO0OX0IMMOCTH)
CrepunbHble
npemnaparsl, L Ex
- e 3aKJIIOYUTEIbHAsg MOUKaA , BKJIIOYas BOJla OYHMIICHHAA WJIK BOJA TaKOI'O XX€ Kau€CTBa, KakK
MpeHA3HAYCHHBIE OYHCTKY Ha MECTe KOHTCHHEepoB W HCIONb3yeMas IPH MPOU3BOACTBE JIEKAPCTBEHHOI'O
X8 YKYIIOPOYHBIX DJJICMECHTOB (HpI/I Inpernapara, Wil Boaa 0oJiee BBICOKOTO Ka4dyeCcTBa, 4YEM
HEOOXOIUMOCTH) BOJia OYMILECHHAsA
napeHTEPaIBLHOTO
BBEJICHUS
CrepuibHble
o k%
npernaparsl, 3aKJIIOUMTENIbHAS MOMKA , BKJIIOYas
IPEeIHA3HAYCHHBIC OYMCTKY Ha MECTe€ KOHTEHHEPOB U o ek
BOJA IS UHBEKIIUK
a4 YKYIOPOYHBIX 3JIEMEHTOB (IIpH
MApEHTEPAIBHOTO  HeOOXOIMMOCTH)
BBCJICHUS

* JI71s1 HEKOTOPBIX KOHTEHHEPOB (HapuUMep, MOJIMMEPHBIX KOHTEHHEPOB AJI I1a3HbIX
Karelib) He TpeOyeTcs NepBOHAaYaIbHasi MOMKA, YTO B JEUCTBUTEILHOCTH MOKET PUBECTH K
oOpaTHBIM pe3yJbTaTaM, IMOCKOJBKY BCJIEJICTBUE MOWKH MOXKET YBEJINYUTHCS KOJIUYECTBO
MEXaHWYECKUX BKIIIOUEHHI. B HEKOTOpBIX ciaydasx (Hampumep, B MpoOIeccax BbIIyBaHUE —
J03UPOBAHKE — TEPMETU3ALIMS) IPOBEACHUE MOMKHU HE JOITYyCKAETCH.

kk (9
Ecnu o6opynoBanue nmociie MOMku cymat 70-MpoIEeHTHBIM CIIUPTOM, CIIUPT CIEAYET
pPa3BOJUTHh BOJIOM TOTO K€ KAauecTBa, YTO W BOJA, UCIMOJb3yeMas JJis 3aKIIOUUTEIbHOU
MIPOMBIBKH.



doskok
Ecmu INPUMCHAIOT IHOCICAYIOINYI CTAJHUI0 ACIIMPOIrCHU3AlNH, JOITYCKACTCsA

MCITO0JIb30BAHUE BOJIbI BHICOKOOYHUIIICHHOM TIPHU YCIIOBUU COOTBETCTBYIOIIETO OOOCHOBAHUS U
HaJWYUs JAHHBIX O BAJIUJIAIINH.
V. Ocobennoctu (popMupoBaHus TpeOOBAHUHN K HCTIOJIb30BAHUIO BOIBI

29. Boja mMpPOKO UCIHOIB3YETCS B KAYECTBE CHIPhSl WJIM MCXOJHOTO BEILECTBA IS
MOJy4YeHUSs], MepepabOTKu U CO3/IaHUsSI PELENTYyp JIEKAPCTBEHHBIX NpenapatoB. OHa UMeEET
YHUKAJIbHbIE XUMHUYECKHE CBOMCTBA, OOYCIIOBIIEHHBIE €€ MOJIIPHOCTHIO U BOJOPOJHBIMU
CBS3SIMU. OJTO oO0ecnedyuBaeT CHOCOOHOCTh BOJABI PACTBOPATh, COPOMPOBATH WIIU
CYCIIEHIUPOBATh MHOXKECTBO PA3IMYHBIX COENMHEHUM. Takue coeTMHEHUs BKIIOYAIOT B ce0s
3arpsi3HUTENU (KOHTAMUHAHTBI), KOTOPbIE MOTYT IPEJICTABISATh ONACHOCTh CAMM MO ce0e WK
MOTYT B3aMMOJICMICTBOBATh C MCIOJIb3YEMBIMH B MPOU3BOJCTBE JIEKAPCTBEHHOTO Mpernapara
BEILECTBAMHU, 00YCIIOBIMBAS PUCKU JJIS 310POBbSI.

30. OcHOBHOM TIPOOIEMOIl ABJISIETCS KOHTPOJIb Ka4eCTBa BOJBI B TIPOIIECCE TTOIYUCHUS,
XpaHEHUs] U paclpeiesieHus, BKI0Yasi KOHTPOJIb MUKPOOUOIOTUYECKOTO U XUMUYECKOTO
KadyecTBa. B oTiMuMe OT JIpyruxX HMHIPEIMEHTOB NPOAYKTa WM IpoOIEecca, €cild BOoJa
MOCTYIMAeT U3 CUCTEMbI paclpejienieHus, papmaleBTUUeCKUi MPOU3BOJUTENb BIIPaBE HE
HCIIOJIB30BaTh €€ KaK OOBEKT ISl UCIIBITAHUS nepe] npuMeHeHueM. [Ipu 3ToM o0s13aTenbHbIM
ABJIsIETCS 00ECIeYeHre KaueCcTBa BOJIbl, COOTBETCTBYIOLIETO MPEANOIaraeMoMy pUMEHEHUIO

Kpome Toro, mis MHKpOOHMOJOTMYECKHMX HMCIHBITAHUA TPeOyIOTCS TEepHOabI
KyJbTUBUPOBAHUS, W, CJIEAOBATEIbHO, PE3yJbTAaThl MOTYT OBITh MOJYyYEHBI IMOCIe
MIPUMEHEHUS BOJIBI.

31. KoHTpoap MUKPOOHOIOTHYECKOTO KadecTBa BOJIBI M (hapMareBTUIECKOTO
NPUMEHEHHUsI OCYILECTBIIIETCS B MEPBYIO oyepeab. HekoTopsle MUKPOOPTaHU3MbI MOTYT
Pa3MHOXaThCS B CPEJICTBAX, IPUMEHAEMBIX /111 00paOOTKM BOJBI, U B CUCTEMAX XPAHEHUS U
pacripeniesieHus BoAbl. KpuTHuecKuMH It MUHUMH3ALUM MUKPOOHOW KOHTaMHHAIUU
ABJISIFOTCSL HAJUIEKaIee TPOEKTUPOBAHUE CUCTEMBI, IEPUOJUYECKasl CaHUTapHasi 00padoTKa 1
MPUHATHE COOTBETCTBYIOIIUX MEp IS MPEIOTBpPAlIEHUS MHUKPOOHOTO Pa3MHOMKEHUS |
pacnpocTpaHeHusl.

32. B 3aBUCHMOCTH OT CHOoc00a MPUMEHEHUS JIEKAPCTBEHHBIX MPenapaToB TPeOyrTCs
pa3nuyHble KATETOPUU KaueCcTBa BOJIbI.

33. Jlns oOecrieueHus HaJEKHOTO MOJYyYEHHs] BOJBI COOTBETCTBYIOIIETO KauecTBa
JOJKHBI OBITH CIPOCKTUPOBAHBI, YCTAHOBIICHBI, BBEJICHBI B IKCILTyaTaIlMI0, UCTIHITAHBI U
HaJUIeXalluM 00pa30oM 3KCIULYyaTUPOBATHCS CHUCTEMbl MOJYyYEHHS, OYMCTKH, XPAaHECHHS U
pacnpeneneHust BoAbl it papmaiieBTHUIeckoro npuMenenus. [Iporecc nomydeHus, XpaHeHUsI
U pacrpeneneHus BOoAbl HEOOXOAMMO BaUIWPOBATH JJIS MOATBEPKACHUS TOrO, YTO OH
o0OecreuynBaeT HEOOXOJUMYIO IMPOU3BOJUTEIHLHOCTh M KayeCTBO BOABI COOTBETCTBYET
TpeOOBAHMAM crieIU(PUKALIIH.



VI. OGmire npuHIUIIBI TPOSKTUPOBAHMS U SKCIUTyaTallMd CUCTEM TMOJIyYeHUS, OUUCTKH,

XpaHEHUs U pacripeiesieHus: BOJIbI 11 (papManeBTHYeCKOTo MIPUMEHEHUS
34. Cuctembl MONYyYEHHS, OYMUCTKU, XPAHEHHUS U paclpe]esieHUus BOIbI s

(hapMareBTUUECKOTO NMPUMEHEHHUS JIOJDKHBI OBITh CIIPOEKTUPOBAHBI TAKUM O00Pa30M, UYTOOBI
oOecreynBaTh CPENHIOID M NMUKOBYIO MOTPEOHOCTH B BOJE BO BpeMs MPOM3BOJACTBa. B
3aBUCUMOCTU OT TUIAHUPYEMBIX OyAyHIMX MOTPEOHOCTEH CHUCTEMbI MOIYYEHHUS, OYUCTKH,
XpaHEHUs W paclpenesieHus BOIbl JJsi (PapMaleBTUUECKOTO MPUMEHEHUS JOJIKHBI
MPOEKTUPOBATHCA C YYETOM BO3MOXKHOCTH YBEIUYEHUS MPOU3BOJUTEIBHOCTH WU
Moaudukanuu. CUCTEMBbI MOJYYEHUS, OUYUCTKU, XpaHEHUS U paclpepesieHUs] BOJbI JJIs
(hapMaleBTUYECKOTO TPUMEHEHUSI HE3aBUCUMO OT HMX pa3Mepa U MPOU3BOJAUTEIHHOCTH
JOJIKHBI UMETh COOTBETCTBYIOIIYIO PELIMPKYJISALNIO WK 000pauynBaeMOCTb JIJIsl 0OeCTIeUeHHUs]
HaJJIeKAIIEr0 XUMUYECKOT0 U MUKPOOHOIOTHUYECKOTO KOHTPOJISL.

35. BBoJ B 3KCILTyaTallUi0 CUCTEM TOJIyYEHUs, OUUCTKH, XPAHEHUS] U pacIpeeIeHUs
BOJIbI JIJ1s1 (DapMaIleBTUUECKOTO MIPUMEHEHUS TTOC/E MEPBUYHOMN Bamuganuu (KBaaudukamms
moHTaxa (1Q), kBanuduxanusa GyukimonrpoBanus (OQ) U KBanUpUKALMS IKCIUTyaTauu (
PQ)), a Takxe mociie JHOOBIX MJIAHOBBIX WJIM BHEIUIAHOBBIX pabOT MO OOCITY>KMBAHUIO WITU
Moaudukanuu J0JDKEH OBITh yTBEPXKJIEH OoTaenoM obecmeuenus kadecTBa (QA) ¢
oQopMIIEHHUEM JOKYMEHTALIUU 110 KOHTPOIIO U3MEHEHUIA.

36. B oTHOIIEHUH UCTOYHUKOB BOJBI MUTHEBOM s (hapMaIieBTUYECKOTO MTPOU3BOCTBA U
B OTHOILIEHUHU BOJIbl OYHUILIEHHON JOJIKEH PETYJISIPHO TPOBOJUTHCS MOHUTOPUHT XUMUYECKOM,
MHUKPOOMOJIOTHYECKON KOHTAaMHHAMM W (MpW HEOOXOAUMOCTH) KOHTAaMHUHAIIUH
HHAOTOKCHHAMU. TaKkxke OKEH MOJUIeKaTh MOHUTOPUHTY MPOIECC HKCILTyaTalliid CUCTEM
OYMCTKHU, XpaHEHWsI U pachpeaeneHus BoAbl. J[OJKHBI BECTHCh 3allUCU PE3YJbTaTOB
MOHUTOPHWHTA, aHAJIN3a TeHICHIIUN U JTIOOBIX IPEANPUHSATHIX JEHCTBUN.

37. Ecnu xuMuueckasi caHuTapHasi 00padoTKa SBISETCS YacThIO MPOrpaMMbl KOHTPOJIS
OMOKOHTaMUHAIIUU, TIOC]Ie HEEe JTOJDKHA OBITH MPOBEACHA BAMIALMS JUIS MOATBEPKICHUS
3 (HEKTUBHOCTH XUMHUYECKOW CAaHUTAPHON 00paOOTKU U yIaleHus BEIIECTBA, UCIIOJIb3yEMOTO
JUTSL XAMAYECKOW CaHUTapHOU 00pabOoTKH.

VII. Cuctembl noxyueHus BOAbI Il (papMalieBTUYECKOTO TPUMEHEHUS
1. O0uas xapakrepucTuka

38. B hapmakomneitHbIx cTaThsiX (MOHOTpadusiX) HE YCTAHOBJICHBI IOMYCTUMBIE METO/IbI
MOJy4YeHUs] BOJBI Mg (apMalleBTUUECKOrO MPUMEHEHUs, 32 UCKIIOUYEHUEM BOJbBI s
WHBEKIMN B BUJIe HepachacoBaHHOW MpOAYKIWU. [Ipu mpOeKTUPOBAHUU U IKCILTyaTaIluu
CHUCTEM IOJy4YEeHUS BOJBI 711 (hapMaIleBTUUECKOTO IPUMEHEHUST BHIOOP METO/1a TTOTYyUYCHHS
WJIM TIOCTIEIOBATENIBHOCTUA €r0 CTaIUN JTOIKHBI COOTBETCTBOBATh HA3HAYEHUIO BOJbI IS
(dapMaleBTUYECKOr0 MPUMEHEHHUS, MCIOJIb3yeMON B MPOM3BOJCTBEHHOM Tporecce. [Ipu
BBIOOpE METO/MA TOJYyYEHHUs BOMBI Ui (HapMareBTUUECKOTO MPUMEHEHUS HEOOXOIMMO
YUUTHIBATH:

a) cnenuduKalno KauecTBa BOJLI 17151 (papMarieBTUueCKOro MpUuMEHEHUS;



0) KOJMYeCcTBO BOJBI s (papMaleBTUUECKOTO MNPUMEHEHHUs, HUCHOJb3yeMOM
(bapManeBTUYECKUM MPOU3BOUTENIEM;

B) KaueCTBO JIOCTYNHOW BOJbI MUTHEBON M €ro U3MEHEHMsI CO BpeMEeHEM (CE30HHBIE
U3MEHEHHS);

') JOCTYITHOCTh BCIIOMOTATEIbHBIX CPEICTB (HApUMEpP, BOABI ISl pabOTHl CUCTEMBI,
AJIEKTPUUYECTBA, TPEIOLIETO Iapa, OXJaXJECHHOM BOJbl, CKAaTOrO BO3/AyXa, KaHAJIU3ALMM,
BEHTWISIIIMN), HEOOXOIUMBIX IS TOJAKIIOYEHUS CHCTEMBI TOJYy4YeHUS BOIBI s
(bapMaleBTUYECKOTO MPUMEHEHMUS;

1) CTpaTeruio CaHUTapHOU 00pabOTKU;

€) IOCTYITHOCTh Ha pbIHKE 000pYyI0BaHUS AJIsl OTyUYEHHUs BOJABI 1715 (apMalleBTUYECKOTO
MIPUMEHEHUS;

) HaJIS)KHOCTh U O€30MaCHOCTH DKCIUTyaTallui 000PYyA0BaHMS 11T 00paOOTKH BOBI TS
(bapMaLeBTUYECKOr0 IPUMEHEHMS;

3) TPOU3BOAUTENBHOCTh W 3P(HEKTUBHOCTH CHUCTEMBI OYHCTKH BOJBI IS

(bapMaleBTUYECKOrO IPUMEHEHMUS;

1) CIOCOOHOCTh Ha/JIEXKAIIMM 00pa30M IKCILUTyaTUPOBATh U OOCITYKHUBATh 000PYAOBAHUE
JUIS. OYMCTKU BOABI 17151 hapMalleBTUYECKOTO IPUMEHEHMS;

K) IPOJOJIKUTEIBHOCTh SKCIUTYaTallHOHHOTO MCIOJIb30BAaHUS CUCTEM MOJYUYEHHS BOJIbI
g (papManeBTUYECKOTO MPUMEHEHHUs B YacaX M JHAX (IHAX M rojiax) U UX INITAaHUPYeMOe
BpEMsI IPOCTOS;

7) oOmue pacxobl B TEUCHHE KHU3HEHHOTO IMKJIa 000pynoBaHMs (KalmUTalbHbIE U
HKCIUTyaTal[MOHHBIE, BKIIOUAs 3aTpaThl HA 00CITyKUBAaHUE).

39. Cneundukanuu o0OpynOBaHUS JJIA MOJTYYEHHS] BOJBI s (hapMaleBTUUECKOTO
OPUMEHEHUsI M CHCTEM XpaHEHUs M paclpejienieHuss BoAbl Uil (apMaleBTHUYECKOTO
MPUMEHEHHUS JOJDKHBI YUUTHIBATh!

a) pacIoJIOKEHUE POU3BOICTBEHHOIO IIOMELIEHUS;

0) nuama3oH TeMImepaTyp, B KOTOPOM OyIyT IKCIUTyaTHPOBAThCS OOOpYJAOBaHHE U

CHUCTEMBI;
B) PUCK KOHTAaMHHAIIMU OOOpPYIOBaHMs, CUCTEM M MPOAYKIMH OT MaTEpHUasoB,
KOHTaKTUPYIOIIKNX C BOAOM;
I') HeOJaronpUsATHOE BO3AEUCTBUE a1COPOUPYIOLIUX MAaTEPHUAJIOB;
1) THTUEHUYECKOE WM CAHUTAPHOE HCHOJHEHHUE OOOpYJOBaHHS M CUCTEM (IpU
HEOOXOIMMOCTH);
€) YCTOMYMBOCTh K KOPPO3UHU;
) MPEeIOTBPALLEHIE YTEUKH BOJIBL;

3) YCTPOWCTBO CHCTEM, MPEJOTBPALIAIOLIEE MPOLIECCH] MUKPOOHOIO pa3MHOKEHHUS U
pacnpocTpaHEeHUS;

M) YCTOWYMBOCTh K OYMILAIOIIKUM CPEJICTBAM U CPEACTBAM CaHUTApHON 00paboTKu (
TEPMUUYECKUM U (WUJTU) XUMUYECKHUM);



K) CTPATETHUI0 CAHUTAPHOU 00pabOTKY;
J1) MOKa3aTeJIM Harpy3Ku U MPOU3BOIUTEILHOCTU CUCTEM;

M) oOecrieueHrne CUCTEM HEOOXOAMMBIM U3MEPUTEIBLHBIM 000pYyJ0BAaHUEM, TOUYKAMU
KOHTPOJISL U 0TOOpa MpoO B HENSIX MPOBEACHUS MOHUTOPUHTA HEOOXOIUMBIX KPUTHUYECKUX
IIOKa3aTeel KaueCTBa BCEU CUCTEMBI.

40. IIpu nmpoeKTUPOBAHUM, U3TOTOBJICHUM U MOHTa)K€ 00OpYAOBaHUS ISl TIOJTyUYEHUS
BOJIBI JIsl (papMaleBTUYECKOr0 TPUMEHEHUS, CUCTEM XPAHEHUS U PACIPEACIICHUS] BOJbI JJIs
(bapmaneBTUYECKOro MPUMEHEHUsI HEOOXOAMMO YUUTHIBATD:

a) BO3MOXXHOCTb 0TOOpa Mpoo;
0) IPOCTPAHCTBO TEXHOJIOTUYECKOM 30HBI, MPUTOIHOE JIJISi YCTAHOBKU 00OPYIOBAHUS U
CUCTEM,;

B) KOHCTPYKIIMOHHBIE HATPY3KHU Ha 3aHUS;

r) obecrieueHre HeoOXOAMMOro I0CTyTa MepcoHana K 000pyJOBaHUIO U CUCTEMaM JUIsl KX
00CITyKUBaHUS;

1) BOBMOXHOCTh 0€301acHOM pabOThl C XUMUYECKUMHU BEIIECTBAMU MPU pEreHEpaIii U
caHUTapHOU 00paboTKe.

2. ITonyudeHue BOJIbl MUTHEBOU

41. Boay MUTHEBYIO TOJIYUYalOT U3 TaKUX MIPUPOHBIX CHIPHEBBIX UCTOUYHUKOB BOJIBI, KaK
CKB&)XHHBI, PEKH WJIU BOJOEMBI. He cyIiecTByeT mpeanucaHHbIX METOI0B 00pabOTKU BOJIBI,
UCIIOJIb3YEeMOM ISl TIOJTyYEeHHSI BOJIbI TUTHEBON M3 CHEM(PUYECKOTO MTPUPOTHOTO CHIPHEBOIO
HMCTOYHUKA BOJbI. THUNUYHBIE MPOLECCH MOJYUYEHUS BOAbI MUTHEBOW, HCIIOJIb3yEMbIC
(dbapmaneBTUYECKUMH MPOU3BOIUTEIISIMU UITM OPTaHU3AIMSIMU BOJOCHA0KEHUS, BKITIOYAIOT B
ceost:

a) o0eccoMBaHuE;

0) bunpTpOBaHUE;

B) YMSTYEHUE;

) 1€3MH(EKINI0 WK CaHUTapHYI 00pabOTKy (Hampumep, NOCPECTBOM BBEJICHUS B

BOJIy HaTpHs TUIOXJIOpUTA (XJI0pa));

1) yJnajaeHue xemnesa (00e3Kee3uBaHue);

€) OCaXKJCHUE;

’K) YMEHbIIIEHUE KOHIICHTPAIIMU CIIeNU(PUUEeCKUX HEOPTaHUUECKHUX U (MJIH) OPraHUYeCKUX
BEILECTB.

42. KauecTBO BOJIbI UTHEBOW JTOJKHO MOAJIEKATh MOHUTOPUHTY B LEISIX OLEHKH
BO3JICUCTBUSA HAa CHIPbEBOM MCTOYHUK BOJBI OKPYKAIOLIEH CPEAbl, CE30HHBIX U3MEHECHUN U
W3MEHEHUI B CHa0KEHUH, KOTOPhIE OKa3bIBAIOT HEOIATOMPUSATHOE BO3ICHCTBHE Ha KAY€CTBO
CBIPbEBOI'0 HUCTOYHHMKA BOJbI. [Ipu 11000M H3MEHEHUHM CBHIPHEBOI'O HCTOYHHMKA BOJIBI,
TEXHOJOruil 00pabOTKM WM YCTPOMCTBA CHUCTEMBbl JJ TOJYYEHHUS BOABI IS
(dbapMaleBTHUEeCKOr0 MPUMEHEHHS JOJDKHO OBITh MPOBEACHO JOMOIHUTEIHHOE UCIIBITAaHUE
Ka4yecTBa BOJABI MUTHEBOM. /(711 yCTAaHOBIEHHUSI U3MEHEHUN MOXET HMCIIOJIb30BATHCS AHAIN3



TeHACHUMN. B ciydae eciu KayecTBO BOJBI IMUTHEBOM U3MEHSAETCS 3HAUYUTEIBHO, HO €lIe
HaxXOAUTCA B TMpeJenax 3HAauYeHHM, 3aJaHHbIX B cHeuu(UKAIUU, HEMOCPEICTBEHHOE
NPUMEHEHHE 3TOM BOJbI B KaueCTBE BOJIbI i (hapMalleBTHUECKOrO MPUMEHEHUS WU BOJbI
JUTSL IOCJIEYIOIIUX CTaiuidi 00pabOTKH TEXHOJIOTMYECKOTO 000pyA0BaHUS MPOMBIIILIEHHOTO
y4acTKa MOMJIEKUT MPOBEPKE, a Pe3yJIbTAT MPOBEPKH OopMIIsieTcsl JOKyMeHTanbHO. Eciaun
BOJly MMUTHEBYIO MOJYYaAIOT C UCIIOJIb30BAHUEM JIOKAJILHOM CUCTEMBI OOPA0OTKH MPUPOJHON
BOJIbl, CTaauu OOpabOTKH BOABI M YCTPOHUCTBO CHUCTEMBbI IOJYYEHHUS BOJBl IS
(bapmareBTUYECKOTr0 NMPUMEHEHHUs, a TaKKe U3MEHEHMsI B CUCTEME IMOJY4YeHUs BOJBI IS
(apMaleBTHYECKOro NpPUMEHEHUs WM €€ padore Oo(OpPMIAIOTCS TOKYMEHTAJIBHO.
V3MeHeHus! TOJKHBI BHOCHUTBCS B CHUCTEMY MOJIyYEHHsS! BOJBI i (hapMaleBTUYECKOIro
NPUMEHEHUsI WKW ee paldoTy MOCJe 3aBEpIICHUs aHaliu3a TEHJCHIMH U yTBEPKICHUS
U3MEHEHUN OTaenoM oOecreueHusl KadecTBa (papMaleBTUYECKOrO MPOU3BOAUTENS B
COOTBETCTBHH C NPOLIEAyPaAMHU KOHTPOJISI U3MEHEHHUH.

43. B cnydae eciim BOJa MUTHEBAsI XPAHUTCS U PACIPEAEISIETCA 110 TEXHOJIOTHYECKUM
ydacTkaMm (IIpOM3BOACTBEHHBIM IUIOLIaAKaM) (apManeBTUUECKUMU TMPOU3BOJUTEISIMH,
CUCTEMBI €€ XpaHEHUs U pacIlpeAesieHHs TOJKHBI 00eCleYuBaTh YCTAHOBIECHHOE Pa3JieiioM
IIT mactossmux TpeGoBaHWii KadyecTBO TaKOW BOJBI Iepell €€ HCmoyib3oBaHueM. [locie
M000r0 XpaHeHUs HEOOXOJAUMO MPOBOJUTH UCTIBITAHUE KAYECTBA BOJBI B COOTBETCTBUU C
OTIpeIeTICHHBIM METOJIOM, €CJIH SKCIIEPUMEHTAIEHO HE 000CHOBAHO MHOE. DKCILTyaTHpyemast
(dapmaneBTUUYECKUM MPOU3BOJUTENIEM CUCTEMA XPAaHEHUS U pacHpeleieHus] BOAbI JODKHA
o0ecrneunBaTh JOCTATOYHBIM 000POT BOJBI 7Sl MPEAOTBPAIICHUS 3aCTOS HIIM PELUPKYIISIIHIO
XPaHSIEHUCS B HEW BOJIBI.

44. Cucrema nojgy4eHus: BOAbI IMTHEBOW, KAaK ITPABUIIO, PACCMATPHUBAETCA KaK ''cucrema
HEINpsIMOTO BO3JAEHCTBUA" U He TpeOyeT NpOBEJEHUS KOHTPOJIbHBIX HclbITaHu. [Ipu
TPAHCIIOPTUPOBKE (PapMaLEBTUUECKOMY MPOU3ZBOAMUTENO B LHUCTEPHE BOJABI MUTHEBOU
Hepac(]acoBaHHOM HEOOXOAUMO YUUTHIBATH TOTIOJIHUTEIbHBIE PUCKU, HE CBSA3aHHBIE C BOJIOM
MUTHEBOM, MTOCTaBIsieMOl o TpyOomnpoBoay. Ilo aHanoruu ¢ noaXoA0M, UCTIOIb3YEMBIM IS
APYTroro Culpbsi M MaTE€pHAIOB, HEOOXOJAMMO MPOBOAUTH OLEHKY IIOCTABIIMKA U
o0OecrneunBaTh COOTBETCTBHE MAapaMETPOB CHCTEMBI 00s3aTENbHBIM TpPeOOBaHUSM,
YCTAHOBJICHHBIM B TOCYJapCTBE-WJI€HE, K HCTOYHMKAM BOJbI, BKJIIOYAs BaIHAALUIO (
NOATBEPKACHUE IPUTOTHOCTH) CPEACTB JOCTABKHU.

45. O6opyaoBaHUE U CUCTEMBI, UCIIOJIb3yEMBIE JIJISl TOJYUEHHS BOJIbI TUTHEBOM, JOHKHBI
OBITh NMPUTOJHBI JJI yJajJeHUs BOJAbl U CaHUTApHOU o0paboTku. EMKOCTH i XpaHeHus
BOJIbl MUTHEBOM JOHKHBI HAJUJIEKAIIUM 00pa30M 3aKpbIBATHCS 3AIUIIEHHBIMU BO3TYIIIHBIMU
KJIallaHaMM, JIOJDKHBI OOecrneuMBaTh OCYIIECTBJICHHE BHU3YaJIbHOTO OCMOTpPAa €MKOCTH
CHapy’Xl U HU3HYTPU M JOJDKHBI OBITh IPUTOJHBI I yAQJIEHUS BOJbI, NPOMBIBKH U
CaHUTapHON 00pabOTKH.

46. Ocoboe BHUMaHUE HEOOXOAUMO YAENATh KOHTPOIK MUKPOOHOW KOHTaMHHAIUH
(GUIBTPOB MpEIBaPUTEIBHON OYMCTKH, YTOJIBHBIX CJIO€B W ymsryuteneid Boabl. [lpu



WH(DUITUPOBAHUN CUCTEMBbl XPaHEHHUS W paclpelelieHus BOIbI i (hapMareBTUYECKOTO
MIPUMEHEHUSI BO3MOXHBI 00pa30BaHUe OMOIIICHOK U PaCpOCTPaHEHUE MUKPOOPTaHU3MOB 110
Bceil cucteme. J[nsg MUHUMH3AIUMKU MHUKPOOHOW KOHTAMHUHAIIMA MOTYT MPHUMEHSTHCS
IPOMBIBKA B OOpaTHOM HaNpaBJICHUU, XUMHUYEcKas W (WJIM) TepMHUYECKas CaHUTapHas
00paboTKa 1 yacTasi pereHeparusi.

3. [loy4yeHue BO/IbI OUMIIIEHHOW B BUE HEpac(hacoBaHHON MPOTYKIUU

47. Jlns nonydeHHs] BOAbI OYMIIEHHON B BUAE Hepac(hacOBAHHON MPOIYKIIMH MOKET
HUCTIOJB30BaThCs  Jito0asi  mpuemiieMass KOHTpOJUpyeMass  TEXHOJOTUS WU
MOCJIEA0BATEIbHOCTh TEXHOJIOTUM OYUCTKU. [Ipy co3aHnM CUCTEMBI OUYMCTKHU BOJIbI WIIH TPU
onpeseieHn: TpeboBaHui crieruukaimii hapMareBTHIeCKOTo MPOU3BOAUTEINS HEOOXOAMMO
YYHUTHIBATH:

a) Ka4eCTBO MCXOJHOW BOJIBI JIJISl TIOJYYCHHSI BOJIBI OUMIIICHHOW B BUJE HEpac(hacOBaHHOM
NPOJIYKIIMU U CE30HHOE U3MEHEHHE ITOT0 Ka4eCTBa;

0) KOJIMYECTBO BOJIbI, HEOOXOAUMOM (hapMaIleBTUUECKOMY MPOU3BOAUTEINIO;
B) TpeOyemMoe KaueCTBO BOJIbI B COOTBETCTBUU CO CHCIIU(PUKAIINECH;

') HEOOXOAUMYIO MOCIEA0BATEIBLHOCTh CTAIUNA OYMCTKH BOJIBL;

1) S)HEpronoTpebdIIeHue;

€) CTeNeHb MPeBAPUTEIILHON 00pabOTKU BOJIbI, HEOOXOAMMOM /JIsI TapaHTUPOBAHHOTO
BBITIOJIHCHUSI KOHEUHBIX CTAJIUN OYNCTKH;

) MPOBEJEHUE ONTHUMU3AIMU C YYETOM MPOU3ZBOAUTEIBLHOCTU U A(PGHEKTUBHOCTH
OTIICTFHBIX CTAAMH mporiecca 00paboTKH BOIHI,

3) pacmojioKeHHbIE HaJUIeXaluM 00pa3oM TOYKH OTOOpa Mpod, CIPOCKTUPOBAHHBIE
TakuM 00pa3oM, 4TOOBI MPEAOTBPATUTH BOZMOKHYIO KOHTAMHUHAIIHUIO;

1) obecrieueHre OTACNIbHBIX CTAJIUN Mpoliecca MOJYYEHUs BOJAbI OYUIIECHHOW B BHUJE
HepachacoBaHHOM MPOAYKIIMU COOTBETCTBYIOIIUMU NMPUOOPAMU U METOJIAMHU JIJIsl U3MEPEHUS
TaKUX T[apaMeTpoB, KaK CKOpPOCTh TIOTOKa, JaBlIEHWE, TeMmIlepaTypa, yJAeiabHas
AIEKTPOIPOBOAUMOCTh, 3HaUueHue pH u o01uii opraHuyecKuit yriepo.

48. Takue 3aBUCHMBIE OT OKPYKAIOLIEH TEMIEPATYPhl CUCTEMBI, KAK CUCTEMa UOHHOTO
oOMeHa, cuctemMa OOpaTHOrO OCMOCa M CHCTEMa YIbTpauibTpaluu, IMMOJBEPraroTCs
MUKPOOHOW KOHTaMHUHAIIUM, OCOOCHHO B Cllyyae, eclii 000pyAoBaHuE HE PYHKIIMOHUPYET B
TEUEHHUE TIEPUOJIa BPEMEHH, KOrja MOTpeOJICHHE BOJBI OTCYTCTBYET WJIM HAXOJUTCS Ha
HU3KOM YypoBHe. HeoOxoauMo mnpegycMOTpeTb COOTBETCTBYIOIIHE  METOIbI
MUKPOOHMOJIOTHYECKOTO KOHTPOJS U CAaHUTApHOW O0OpabOTKM CHUCTEMBI MOJIy4YEeHUSs,
00pabOTKU, XpaHEHUs W paclpenesieHus Bojabl. Ha KaxXaod cTajiuy OYUCTKH CUCTEMBI
MOJIy4eHus, 00pabOTKU, XpaHEHHUS U PaCIpeIeICHUs BOBI JOHKEH OBITh OMPENIETICH METO/T
CaHUTapHOM 00pabOTKM, BKIIOYAIOIIUMNA B ceOs mpoBepky ¢akTa yaajJeHHs J00ro w3
UCIIONb3yEMBIX BellecTB. JlokazaTenbcTBa, moaTBepkaatonme 3p(PeKTUBHOCTD yAaleHUs
m000ro M3 BEIIECTB, HUCIOJB3YyEMbIX MPU CAHUTApPHON 00paboTKe, MOKYMEHTAJIbHO
opopmiisitorcsi. B cBsI3U ¢ 3TUM HEOOXOIUMO YUUTHIBATD:



a) IOCTOSIHHOE MOJJEPKaHUE CKOPOCTH MOTOKA B CHCTEME MOJTYYEHUS BOJbI HE HHMXKE
MUHUMAaJILHOTO YPOBHS;

0) obecniedyeHrne KOHTPOJIS TEMIEpaTypbl B CUCTEME TMOJIYUYCHHS BOJBI C MOMOIIBIO
TEMJI000MEHHUKA WM OXJIAXACHHS TTOMEILIEHUs BOJIOTIOJITOTOBKH (PEKOMEHIyeMO€e 3HAaUeHHE
temneparypsl — Hike + 25 °C) B LeIX MUHUMU3AIUU POCTa MUKPOOPTAHU3MOB;

B) HEOOXOIMMOCTb MPOBEJICHUS YIbTPAPUOJIETOBOM JIe3UH(DEKIINH;

T') BBIOOpP 2JIEMEHTOB CUCTEMBI MOJYYEHHS! BOJbI JJIsI POBEICHUS MEPUOIUYECKOM
TEPMUYECKON CaHUTapHON 00pabOTKH;

1) IPUMEHEHUE XUMUYECKON CaHUTapHOM 00pabOTKH (B TOM YHUCIE C UCIOJIb30BaHUEM
TaKuX BEUIECTB, KaK 030H, IEPOKCH]I BOJIOPO/Ia U (MJIM) IEPOKCUYKCYCHASI KUCIIOTA);

€) TEPMHUYECKYIO CAaHUTapHYI0 00paboTKy Ipu TemIiiepatype Bhiie + 65 °C.

4. TTomyueHnure BOIBI BRICOKOOUYHUITICHHOW B BUE HEpac(hacoBaHHON MPOTYKIIUN

49. TpeboBaHMs K MOJYUYEHUIO BOJbI OUMILIEHHON B BUE HepacPhacoBaHHOMN MPOIYKIIUH,
YCTAHOBJIEHHBIE MOJIPa3/Ie oM 3 HACTOSLIEro pasjiesia, B paBHOM CTENEHU MPUMEHUMBI K
MOJTYYEHHIO BOJIb BHICOKOOUYHIIIEHHOW B BHJI€ Hepac(hacoOBaHHOMN MPOIYKIUH.

5. [lony4yeHue BoAbI AJ1 MHBEKLMH B BUAE Hepac(hacoBaHHON MPOTYyKLIUU

50. Juctunnsuus sBISIETCS MPEANOYTUTEILHON U OoJjiee O€30MmacHON TEXHOJOTHEH,
OCHOBaHHOW Ha ()a30BOM MEPEX0JI€ U B HEKOTOPHIX Cly4asx Ha (QYHKIMOHUPOBAHUU TIPHU
BBICOKHX TeMIiepaTypax 000pyA0BaHus, 00ECIEeUHUBAIOIIETO MPOIECC.

51. Ilpu pa3zpaboTke (hapMaleBTUYECKUM MPOU3BOJIUTENEM CUCTEMbl OUUCTKHU BOJBI U
YCTaHOBJICHUH TpeOOBaHUI crielupUKAIIN K BOJIE JIJIsT MHBEKIMH B BUIEC HEpachacoBaHHOU
IPOIYKIIMU HEOOXOIUMO YUUTHIBATH:

a) Ka4eCTBO BOJIbI IUTHEBOM;

0) crienuUKaIAIO BOABI JJIs HHBEKIUH, UMEIOIIeH TpeOyeMoe KauecTBO;

B) KOJIMYECTBO BOJIbI 111 UHBEKIIUA;

I') ONTUMAJIBHBIN pasMep TUCTHILISATOpA (AUCTUIIIATOPOB) C PETYIUPOBKOM (B LEAX
MPEOTBPAIICHUS YACTHIX IIMKJIOB 3aMMycKa (OCTAaHOBKH));

1) HEOOXOUMOCTh MPOAYBKH CUCTEMBI TMOTYUYEHHUS BOBI 1 HEOOXOAMMOCTh COpOCa BOBL;

€) CUCTEeMY OXJIaXJIeHU (B LIEJSAX MPEeJOTBPAICHNUS KOHTAMUHALINH).

52. TpeOoBaHU K MOJIYYEHUIO BOJIbI OUMIIEHHOM B BUI€ HEpac(hacOBaHHOW MPOAYKIIUH,
YCTAHOBJICHHBIE TOAPA3JEIOM 3 HACTOSILIEr0 pas3feia, B PaBHOW CTENEHU NMPUMEHUMBI K
MOJTYYEHUIO BOJIBI JIJIs UHBEKIUN B BUJIE HEpac(hacoBaHHON MPOTYKIIUH.

VIIIL. Cuctemsbl XpaHEHUS U paclpeIeTICHUS BOJIbI

53. Hacrosimumii pa3aen onpenenser TpeOOBaHUS K CUCTEMaM XPaHEHUS U paciipeieieHus
BOJIbI OUMINICHHOW B BUJIe HepachacOBAaHHON MPOIYKIIMU, BOABI BEHICOKOOUYHUIIIEHHON B BUJIC
HepacpacoBaHHOW MPOAYKIIMU U BOABI JUIsl UHBEKIIMI B BUIE HEpac(hacOBaHHOW MPOAYKIIHMH.
XpaHeHHe U pacupeeseHue BOIbI TOJKHBI OCYIIECTBIIATHCS COBMECTHO C ITPOBEACHUEM €€
OUYHMCTKH B IENSIX 00ECreYeHHs JOCTABKU BOIbI IOCTOSTHHOTO KayeCTBa B TOYKU MOTPeOIEHUS
Y ONTUMAJIBHOTO (DYHKIIMOHUPOBAHUS O00PYI0BAHUS JUIsl OUMCTKU BOJIbl. CHUCTEMa XpaHEHUSI



U paclpelencHns BOJAbl JOJDKHA paccMaTpPUBATHCS KakK KIIOUEBas 4acThb BCEM CHUCTEMBI
MOJIyYEHUSI BOJbI U JIOJKHA OBITh MOJHOCThIO MHTEIPUPOBAHA B COCTAB CUCTEMBI OYUCTKH
BOJIBI.

54. Ilocne monydeHus BOJbI i (apMaleBTUYECKOTO MPUMEHEHUSI OHAa MOJXKET
HCIIOJIB30BAaThCSI HEMOCPEICTBEHHO WJIM HAMNPABIATHCS MO TPyOONPOBOLY B pe3epByap I
XpaHEHUs JJis TOCJIEAYIOIIEr0 pacIpeIeeHUs B TOUKU MOTPEOICHUs. Y CTPOHCTBO CUCTEMBI
XpaHEeHHsI ¥ paclpeieIeHUs] BOJbI TOHKHO 00ecrieunBaTh MPEA0TBPAICHUE PA3MHOKEHUS U
pacrnpoCcTpaHeHUss MHUKPOOPTraHM3MOB, a TakKXe€ IMOBTOPHYIO KOHTaMHUHALMIO II0CIIE
MOJyYEeHUs BOJbl OYHUILIEHHOW B BHUJE Hepac(hacoBaHHON MNPONYKLUHHU, BOIBI
BBICOKOOYMIIIEHHON B BUJE HepacpacOoBaHHOW MPOAYKIHMH U BOJBI IS UHBEKIHMH B BHUJE
HepachacoBaHHON MpoAyKUUU. DPEPEKTUBHOCTh TAKOM CHUCTEMBI JOJIKHA MOABEPraThCs
KOMOMHHPOBAaHHOMY MOHHUTOPHUHIY C UCIOJIb30BAHUEM BCTPOEHHOI'O B CUCTEMY XPAHEHUS U
pacnpezesneHus BoJibl 000pY10BaHMsI U BHELIHETO JJAOOPaTOPHOro 000py10BaHUS.

1. Marepuanbl, KOHTAKTUPYIOIIHE C CUCTEMaMU BOJIbI Uil (papMalleBTUYECKOIO
IPUMEHEHUS

55. HacTosimuumii pa3zaen ycTaHaBIMBAET TPeOOBaHUS K IPOU3BOACTBY 000OpYAOBaHUS IS
NOJy4YeHUus BOJBl OYUIIEHHONW B BHUJE HepachacoBaHHON NPOAYKIHUHU, BOJbI
BBICOKOOUYMILIEHHOW B BUJE Hepac(acoBaHHON MPOAYKIIMU U BOABI IJI1 UHBEKLIHMA B BUJE
Hepac(acoBaHHOW NPOAYKIMH, a TaKXe K IPOU3BOJCTBY CHCTEM €€ XpaHEHUs U
pacupeneneHusl.

56. IIpu BbIOOpE MaTepuanaoB, KOHTAKTUPYIOMINX C BOAOW IS (papMalieBTHUYECKOTO
NPUMEHEHUs, a TaKKe CUCTEMbI TpPyOOIPOBOIOB, KIAlAaHOB U COEAMHUTEIBHBIX YCTPONCTB,
BEHTUJIEH, JuapparM U H3MEPUTEIBHOrO OOOpPYAOBaHHS HEOOXOJAMMO YUHUTHIBATH
clenyromuee:

a) COBMECTUMOCTb U MPUTOJHOCTh MATEPUATIOB JOHKHBI OBITH TPUEMIIEMBIMU BO BCEM
Jana3oHe pabouyux TEMIEpaTyp U JUId BCEX BUJOB MOTEHIMAIbHBIX XUMUUYECKUX BEIIECTB,
KOTOpbIe OyIyT KOHTAKTUPOBATh C CHUCTEMOW MOJy4eHHs] BOJABI A (papMarieBTUYECKOro
NIPUMEHEHUsS BO BpeMs ee Oe3nelcTBUs, NpU €€ (PYHKIHMOHUPOBAHWHU U MPOBEAECHUU
CaHUTapHON 00pabOTKH;

0) Bce MaTrepuasbl, KOHTAKTUPYIOLIUE C BOAOU ISl (papMalleBTUYECKOTO IPUMEHEHUS, HE
JOJDKHBI pa3pylIaThesl IPU 3KCIUTyaTalluy B JUarna3oHe padoyux TeMIiepaTyp U TeMIeparyp
CaHUTapHON 00PaOOTKHU CUCTEMBI MTOIYUEHHUS BOABI AJi (papMalieBTHUECKOTO MPUMEHEHHUS,

B) BOJIa OYMILIEHHAs B BUJE HepachacoBaHHOW MPOAYKIIMH, BOJAA BHICOKOOUHILIEHHAS B
BHUJI€ HepacPacOBAHHON MPOAYKIMU M BOAA JJII MHBEKLIHMH B BHUJIE HepacPacOBAHHOU
MPOYKIIUU 00JIaJal0T BEICOKOM KOPPO3NOHHOM CIIOCOOHOCTHIO.

57. B nemax npeaoTBpaIEHUs IOBPEXKICHUS CUCTEMBI IOIYyYEHUs BOJIbI IS
(bapmareBTUYeCKOr0 MPUMEHEHHUS] W KOHTAMHHAIIMU BOJBI IPH U3TOTOBIIEHUU CHUCTEMBI
HOJIydeHUsT BOABI I (papMaleBTUYECKOr0 IMPUMEHEHMS JOJIKHBI HCIIOJIb30BaThCS
COOTBETCTBYIOIIME Marepuaibl. Crnocod coelrMHEHUs MarucTpajlied W TpyOOIpOBOJIOB



JOJDKEH TINATEJIbHO KOHTPOJIMPOBATHCS, a TAKXKE BCE COCIMHEHUS W KOMIUIEKTYIOIIHE
CUCTEMbI TMOJYyYEHUs] BOABI sl (PapMalleBTUUYECKOTO MNPUMEHEHUS JOJDKHBI OBITh
COBMECTUMBI C HCIOJIB3yeMOH ceTbio TpyOompoBoaoB. B kadecTBe MmaTepuana aiis
M3TOTOBJICHUS] CUCTEM MOJYYEHHs BOJBI I (papMaleBTUYECKOr0 MPUMEHEHHUs MPUTOAHbBI
MJJACTMACChI, COOTBETCTBYIOIIME CAHUTAPHBIM TPEOOBAaHUSIM, M HEPKABEIOLIAs CTallb.
JlomkHa HCIONb30BaThCA HEpKaBerwIas cTadb kKak MuUHUMYM Mapku AISI 316 (
cootBeTcTBYeT cTanu mapku 08X17H13M?2). Kak npaBuio, UCHOIb3yeTCsl HEpKaBeroIas
ctanb mMapku AISI 316L (coorBerctByer cranu Mapku 03X17H14M3) unu HepkaBeromas
cTasib 00Jiee BHICOKOTO KaueCTBa.

58. Cucrema noxyuyeHus: BOJbI s (papMaleBTUUECKOr0 MPUMEHEHHUS JIOJKHA ObITh
MacCUBHUPOBaHa (TO €CTh MOABEPTHYTA MPOLECCY MPUIAHUS METAJUTY WU APYTOMY BEUIECTBY
YCTOMYMBOCTH K peakUusAM NyTEM HM3MEHEHUS MOBEPXHOCTHOIO CJOS 3TOro meramia (
BEIIIECTBA) WJIM ITOBEPXHOCTh METajlIa (BEIIECTBA) AOJKHA OBITh OKPHITA TOHKUM UHEPTHBIM
CJI0€M) TOCJIE €€ NEePBHUYHOM YCTAaHOBKM WM CYUIECTBEHHOW Mojaudukauuu. Ilpu
YCKOPEHHOM TNaCCUBUPOBAHMM CHCTEMa IMOJY4YEHHUs BOJbI M (papMaleBTUYECKOTro
MPUMEHEHUS MIPEXKJIE BCETO JOJKHA OBITh MOJHOCTHIO OYMIIEHA, MTPOLIECC MaCCUBUPOBAHUS
JOJDKEH MPOBOJUTHCS B COOTBETCTBHM C YCTAaHOBJIEHHOM M TOKyMEHTAJIbHO O(POPMIIEHHOMN
MPOLIEAYPOH.

59. Bopaa sBisieTcsi 4yBCTBUTEIBHOM K MUKPOOHOW KOHTaMUHAIIMU, U B CUCTEME €€
HOJIydeHUs: 00pa3yroTcs OWOIUIEHKM B Clly4a€ HEBBICOKMX TEMIIEpaTyp XpaHEHHUs MU
pacnpeneneHus. BHyTpeHHUE TIOBEPXHOCTH CHUCTEMBI MOJYYEHHUS BOJABI IS
(dapMalieBTUYECKOr0 MPUMEHEHHUS JOJDKHBI OBITh MIaJKUMH. TpeuiuHsl U IIepoX0BaTOCTU
MOTYT SBJISATHCA MCTOYHUKOM KOHTAMHUHAIIMM H3-32 BO3MOXKHOTO Pa3MHOXKEHUS
MHUKpPOOPIaHU3MOB U 00pa30BaHusl OMOIICHOK. TpPELUHBl SBISIIOTCS MECTaMH, I'7I€ MOXKET
MPOUCXOAUTH MOBEPXHOCTHASI KOPpo3us. ['agkasi BHyTpEHHssI TOBEPXHOCTh CUCTEMBI IS
MOJIy4yeHUs BOJbI s (apMaleBTUYECKOTO NPUMEHEHHUs JOJDKHAa HMETh CPEIHION0
apuMeTHYECKYI0 BeJIMYMHY LiepoxoBaroctu He Oonee 0,8 mxm. Ilpu ucnonb3oBaHuH
HEp)KaBEIOIIEH CTalu s MPOU3BOJCTBA CHCTEM [JJs NOJIYy4YEeHHsS BOIBI JUIA
(apManeBTUYECKOr0 MPUMEHEHHUS MOTYT HPUMEHSATHCS TEXHOJIOTMM MEXaHWYECKOW U
ANEKTPUYECKONW TMOJHMPOBKHU. OJIEKTPUUYECKas IOJHPOBKA MOBBIIIAET YCTOMYHMBOCTH
HEPKAaBEIOLIETO MaTEpHalla K IIOBEPXHOCTHON KOPPO3HH.

60. CocTaBHbBIEC YACTH CUCTEMBI MTOIYUYEHUS BOJBI s papMalieBTUYECKOTO MPUMEHEHHUS
JOJDKHBI JIETKO COEIMHATHCS MYTEM CBAapKU B KOHTpPOIMpPYEMOM pexume. KoHTpousb
MpoIecca CBApKH BKIIOYAET B ce0S KaKk MUHUMYM KOHTpPOJIb aTTECTallMU OIepaTopa,
KOHTPOJIb JJOKYMEHTAIlMU Ha TOJATOTOBKY CBAPOUYHBIX paboT, paboyee MCIBITAHNUE OIMBITHBIX
0o0pa31oB, BEJCHUE )KYpPHAJIIOB CBAPOUYHBIX pa0dOT U BU3YaJIbHYIO IPOBEPKY OIPENEICHHON
4acTu cBapHbIX MBOB (HampuMmep, 100 % cBapHBIX IIBOB, BBIOJHEHHBIX Bpy4yHyto, 10 %
CBapHBIX LIBOB, BHIIIOJHEHHBIX ABTOMAaTUYECKH).



61. Mcnonb3yemble QuaHIbl, COCAUHEHUS W KJallaHbl BBIMOJHAIOTCA C YYETOM
BO3MOXXHOCTH TPOBEICHHUS TMTHMEHUYECKOM WM caHuTapHoil o6pabotku. IlpoBoasiTcs
IIPOBEPKH, IO3BOJISIIOIINE JOKYMEHTAIBHO IOATBEPANUTH HCIOJb30BAHHE HAJIEKAIIUX
3aTBOPOB U Auadparm, NpaBUIbHOCTh UX COEIUHEHUN U yIuioTHeHul. Heobxoaumo nzberatob
PE3bOOBBIX COCTUHEHHUIA.

62. CocTaBisONIME CUCTEMBI MOIYUYEHUS BOJBI IS (papMalieBTUUECKOTO MPUMEHEHHUS
0(QOpPMIISIOTCS TOKYMEHTAJIBHO C IPUJIOKEHUEM OPUTHHAIOB JOKYMEHTOB MJIM 3aBEPEHHBIX
(dapMaleBTUYECKUM IMPOU3BOAUTENIEM KOMUNA ITUX JOKYMEHTOB.

63. Marepuanbl, KOTOPbIE€ PACCMAaTPUBAIOTCS B KAUECTBE 3JIEMEHTOB, MOJIEKAIINX
CaHUTAapHOU 00paboTKe, BKIIOYAIOT B ceOs Hepxkaperomryio crtanb mapku AISI 316L (
HU3KOYTJIEPOAHYIO), TOTUIPONUIIEH, TOJTUBUHUINAECH(TOPU U TepHTOPATIKOKCHATKAHOBBIE
nonuMepbl. BpiOOop Marepwanza OCYHIECTBISIETCS C YYETOM YCTAHOBJIEHHOTO
3aKOHO/IATEJIbCTBOM T'OCYJIapCTB-UJICHOB METOJa CaHUTapHON o0pabotku. [pyrue
Matepuasibl (HampuMmep, HemnacTuguuupoBaHHbld noauBuHWiIXJIopua (IIBX)) moryt
UCIIOJIb30BaThCA I M3TOTOBJIEHUSI 00OpYyA0BaHUS, IPUMEHSIEMOI0 Ha MpeIBapUTEIbHbIX
CTaJMSIX OUMCTKHU BOJBI (HApUMeEp, AJIs yMSATUEHHUS ).

Matepuaiibl, KOHTAaKTHUPYIOLUE ¢ BOAOW AJisl (papMalieBTUUECKOTO MPUMEHEHHUs], He
JOJDKHBL COJIEp’KaTh XUMHUYECKHE BEIIECTBA, CIIOCOOHBIE 3KCTPAarupoBaThCS BOAOM.
[Inactmaccel JOJDKHBI OBITh HETOKCHYHBIMM, COBMECTUMBIMH C HCIOJIb3YEMBIMU
XUMUYECKHMH BEUIECTBAMH U IPOU3BEIAEHBI U3 MATEPUAIIOB, KOTOPHIE COOTBETCTBYIOT KakK
MUHUMYM TPeOOBaHUAM TEXHUYECKOTO periiaMmeHnTa EBpasuiickoro s5KoHOMU4YEeCKOro corosa "
O 6e30macHOCTH MaTepHalioB, KOHTAKTUPYIOIIUX C MUILIEBON MPOAYKIMEH", MPUHUMAeMOro
EBpazuiickoil 5JKOHOMHYECKON KOMUCCHENH. XUMUYECKUE U OMOJIOTMYECKUE XapaKTEPUCTUKU
yKa3aHHBIX MaTepuajoB JOJDKHBI OTBeuaTh (hapmakoneiiHeiM TpeboBanusm dapmakornen
Coro3a uiIM TpU OTCYTCTBUM TakuX TpeOOBaHUW — TpebOoBaHUIM (papMakonen
rocyAapCTB-4JI€HOB.

64. JlomxHBI OBITH TPUHATHI MEPHI IPEAOCTOPOKHOCTU MyTEM OMpeeNeHUus pabounx
IperesioB GYHKIIUOHUPOBAHUS s Yy4acTKOB,
B KOTOPBIX YMEHbILIEHA IUPKYJALMS BOJABl U HE MOXKET OBITh JOCTUTHYT TypOyJIEHTHBIN
noTOK. JlOJKHBI OBITH OIpENeSIeHbl MUHHMMAaJbHAas CKOPOCTh NMOTOKAa W JOMYCTHUMBIN
IUana3oH €€ U3MEHEHUS.

2. KoHTposb canuTapHOil 00paOOTKH U OMO3arpsA3HEHUS] CUCTEMBbI TTOJTYUYEHUs BOJIbI JJIsI
(bapMaleBTUYECKOTO IPUMEHEHHUS

65. CucreMbl OJIy4eHHs BOJbI OUMILIEHHON B BUJIe Hepac(hacOBaHHOM MPOIYKLUHU, BOJbI
BBICOKOOYMIIIEHHON B BUJE HepacpacOoBaHHOW MPOAYKIMH U BOJIBI JJISi UHBEKIHUH B BHUJE
Hepac(aCOBaHHOW NPOAYKLUHUHM MPOXOASIT KOHTPOJIb Ha MPEAMET paclpoCTpaHEHUs
MUKPOOPTaHU3MOB IIPU OOBIYHOM MCIOJIb30BAaHUH, & TAKKE KOMILIEKTYIOTCS yCTPOMCTBAMHU,
HEOOXOUMBIMHU JJIsl CAHUTAPHOU 0OpabOTKM CHCTEMBI MTOCIE BMEIIATEILCTBA B IIPOLIECC €€
JKCIUTyaTallui WJIM €€ MOJAu(UKAIUU. YKa3aHHbIE YCTPOIMCTBA NPOEKTUPYIOTCS IpHU



pa3pabOTKe CUCTEMBI C YY€TOM B3aUMOJICHCTBUS MEXy MaTepHalaMH U yCTPONUCTBAMHU TIPU
caHuTapHOU 00paboTKe.

66. Cuctembl TOJydyeHHS] BOJBI JUIsi (papMaiieBTUYECKOTO MPUMEHEHUs, KOTOPHIC
(GYHKIMOHUPYIOT U 00CTYKUBAIOTCS MPHU MOBBIIIEHHBIX Temneparypax (6osee 70 °C), MmeHee
YyBCTBUTEIBHBI K MUKPOOHOW KOHTaMHHAIIUHU, YEM CHUCTEMBI, KOTOPbIe (PYHKIIMOHUPYIOT U
oOcimy>XHBaloTCs Mpu OoJiee HU3KUX Temmeparypax. [Ipy HeoOXOaUMOCTH HUCTIOIB30BaHUS
0oJiee HUZKUX TeMmIepaTyp, 00yCIOBIECHHBIX MPUMEHSIEMBIMU TTpOIleccaMi 00paOOTKHU BOJIbI
WU TEeMIepaTypHbIMU TpPEOOBaHHUSMU ISl TOTPEOISIEMON BOJBI, MPEANPUHUMAIOTCS
CIieUAJIbHBIE MEPBI TPEAOCTOPOKHOCTH JJIs MPEOTBPAIEHNUS MUKPOOHOW KOHTAMUHAIUH B
COOTBETCTBHH C TPEOOBAHUSIMU K OCYIIECTBICHUIO KOHTPOJISI KOHTAMUHAIINHY, U3JI0KCHHBIMU
B Io/ipasjienie 3 HacTOSIIEro pa3zena.

3. TpeOoBaHus K pe3epByapam JJIisI XPAHSHHS BOJIbI
BMmectumocts

67. BMecTUMOCTb pe3epByapa Il XPaHEHUs BOJIbI OMPEIEIISIETCA C YUYETOM CIEAYIOMINX
TpeOOBaHUIA:

a) pe3epByap Uil XpaHEHUs BOJAbI MOJOUPAETCA ONTUMAIbHO MO 00BEMY MCXOJIS W3
MIPOU3BOUTEIIHLHOCTH CUCTEMBI TIOJIYYSHUSI BOJBI i (hapMaleBTUUECKOT0 MPUMEHEHUS U
YIAOBJETBOPEHUsT TpeOoBaHUs (HapMaEBTUUECKOTO MPOUZBOAUTENS B OTHOILLICHUU
MaKCHUMaJIbHOTO OJHOBPEMEHHOTO MOTPEOICHUS BOBL;

0) pe3epByap sl XpaHEHUs BOJbI JOJDKEH oOecrneduBaTh HENPEPHIBHOCTH
(GYHKITMOHUPOBAHUS OOOPYIOBAHUS ISl OYMCTKA BOJBI B TEUCHHE MPOJIOIKUTEIHHBIX
NEepUOJIOB MJIS TpeaoTBpamieHuss HeIOPEKTUBHOCTH M HANPSHKEHHOTO COCTOSHUS
000pyI0BaHUS MJIsI OUYUCTKH BOJbI, KOTOpPbIE BO3HMKAIOT, KOTJA I[MKJIbl BKJIIOYEHHS U
BBIKITIOUEHHUS 000PYI0BAaHUS JIJIsl OYUCTKU BOJIBI POUCXOIST CIUIIKOM YacTo;

B) BMECTUMOCTb pe3epByapa JJisl XpaHEHHs BOJIbI TOJDKHA 00ecreunBaTh JTOCTATOUHBIN
KPAaTKOCPOYHBIM pe3epB BOABI (pE3€pBHBIM 00BEM BOJABI) B Cllydyae HEUCIPABHOCTU
obopyaoBaHus 00pabOTKH BOJABI WM HEBO3MOXKHOCTH IMOJYYEHHUS BOJIbI, 00YCIOBICHHOM
CaHUTApHOU 00pabOTKOM WM IUKIOM pereHeparuu. [Ipu onpeaeneHnn Takoro pe3epBHOTO
oO0bemMa BOJbI HEOOXOIMMO YUYUTHIBATh BO3MOXHOCTh OO€CHEYEHHUS] JIOCTATOUYHBIM
KOJIMYECTBOM BOJBI IS 3aBEPLICHUS] TEXHOJOTMYECKOIo Ipolecca, paboyero LHKIA,
OPOMBIBKM €MKOCTH PEUUPKYJISIUUENH [ MUHUMH3alUWM 3aCTauBaHUS BOJbl HWIIH
YAOBJIETBOPEHUS APYTUX MPEANOJIaraéMbIX MOTpeOHOCTEN B BOJE A (PapMalieBTUUECKOTO
IIPOU3BOJICTBA.

KoHTpoibs KoHTaMUHAITUN

68. KOHTpoIb KOHTAMUHAILIUK pE3EpBYyapa IJisl XpaHEHHUS BOJbI OCYIIECTBISETCA C YYETOM
CJIEAYIOLIETO:

a) cBOOOTHOE MPOCTPAHCTBO B pe3epByape AJIsi XpaHEHUs BOJBI SBISETCS 30HON pPHCKa, B
KOTOPOM KaIljid BOJbI U BO3yX MOTYT KOHTaKTUPOBATh MPU TEMIEPATYPaxX, AOILYCKAIOIINX
Pa3MHOKEHHE MHUKPOOPraHU3MOB. B 1nensx u3zbexaHus 3TOro B pe3epByape sl XpaHEHHs



BOJIbI IIPElyCMaTpUBAETCsl YCTAHOBKA PACIbUINTENECH UM pAaCTIpeACTUTENbHBIX YCTPONCTB,
oOecreunBalOIINX CMauMBaHWE I[MOBEPXHOCTH pe3epByapa TMpU €ro HOPMaJIbHOM
(GyHKIIMOHUPOBAHUH, XUMUYECKON U (WJIM) TEPMHUUECKON CAaHUTApPHOU 00paboTKe;

0) B pe3epByape sl XpaHEHHUS BOJBI MPETyCMATPUBACTCS YCTAHOBKA COTEN ISt
MPEIOTBPALICHHS 3aCTOWHBIX 30H, B KOTOPBIX MOKET 00pa30BhIBATHCSI MUKPOOHOIOTHIECKOE
3arpsi3HEHUE;

B) B pe3epByape ISl XpaHEHUs BOABI MPEAyCMaTpPUBAETCS YCTAaHOBKA BO3MYILIHBIX
(GuIbTPOB Ha YCTPONCTBA MOCTYIUIEHUS BO3/lyXa B OTBET HAa U3MEHEHNE BHYTPEHHETO YPOBHSI
KUAKOCTH. YKa3aHHbIe (PUIBTPBI JODKHBI YACPKUBATH OAKTEPUH, SIBISATHCS TUAPOGOOHBIMU
U (5KeJaTeNbHO) MPUTOAHBIMU JJISl IPOBEACHUS UCTIBITAHUS 1IEIOCTHOCTH HETIOCPEICTBEHHO B
MECTe UX YCTaHOBKHU. Takke JOIMyCKaeTcs MPOBEJCHUE WCIBITAaHWKN (UIBTPOB BHE MeECTa
ycTaHoBKU. llpemycmaTpuBaeTcsi yCTaHOBKA HAarpeBaeMbIX BO3AYMIHBIX (UIBTPOB IS
HEMPEPHIBHOTO BBIIEPKUBAHUS (PUIBTPOB pe3epByapa M XpaHEHUs BOJAbBl B HArpeTOM
COCTOSTHUU WJIU CHCTEM, HCIIONB3YIOMINX MEPUOANYECKYI0 CAHHUTAPHYI0 00pabOTKy MmyTeM
HarpeBaHusl JJIS MPEJOTBpAICHUS KOHJEHCAIIUW TMapoB BHYTPU (PUIBTPOBAIBHOTO
MaTepuaa, 4TO MOXKET MPUBECTU K 3aKyHopke (uiIbTpa U MUKPOOHOMY POCTY, KOTOPBIA
MO’KET IPUBOAUTH K KOHTAMUHAIIUU PE3epBYapOB AJIsl XpaHEHHsI BOJBL;

') B pe3epByape Uil XpaHESHHs BOJbI YCTaHABIMBAIOTCS KIIallaHbl cOpoca JaBiICHUS U
IpeIoXpaHUTEIbHbIe MEMOPAHBI AJIS 3alIUTHI OT MOHM)KEHHOTO WJIM MOBBIILIEHHOTO J1aBJICHUS
, KOTOPBIE JIOJKHBI OBITh B UCTIOJIHEHUH, MTO3BOJISIONIEM OCYIIECTBIIATh THTUEHUYECKYIO UITU
CaHUTapHyI0 00paboTKy. Yka3zaHHble MeMOpaHbl CHaOKal0TCS BHEITHUMHU HHAMKATOPaAMU
pa3phiBa AJis KOHTPOJISL yTPAThI LIEIOCTHOCTH CUCTEMBI XPAaHEHUS U PACTIPEICTICHUS BOJIBI.

4. TpeGoBanus Kk cuctemMe TPyOONPOBOJAOB paclpeieNICHUs BOIbI

69. Pacnipenenenue BOJbI OUUIIEHHON B BUJle HepachaCOBAHHOW MPOMYKIIUHU, BOJIBI
BBICOKOOYMINICHHON B BUJE HepachacOBaHHOW MPOAYKIIMH U BOJIBI IJIS UHBEKIMHA B BHUJE
HepacpacoBaHHON MPOIYKIMU COMPOBOXKIACTCS MPUMEHEHHWEM MOCTOSHHON HUPKYJISIUU
BOJBI 1O 3aMKHYTOH cuctemMe TpyOompoBoaoB. KOHTpoib MHKpPOOHON KOHTaMHHAIHH
OCYILIECTBJISIETCSI B COOpPHHUKE XpaHEHHs W 3aMKHYTOH cHCTeMe TpyOOmpOBOIOB
pacripeienieHust BoAbl. [l mpuMeHeHuss OJHOHANpPaBJICHHON CHUCTEMbI TPYOONpPOBOAOB
pacmpeneneHuss BOABI 0€3 PEHUPKYJISIUH BOJBI (hapMaleBTUUECKHM IPOU3BOIUTEIEM
IpEeACTaBIAECTCS COOTBETCTBYIOIEe OOOCHOBAHHME B JIOKYMEHTaX MPOU3BOJICTBEHHOU
TUTOIIAIKH.

70. Cnenyert uzberatb Hanmu4usi GUIBTPOB B CUCTEME TPYOOTPOBOJOB paclpeieecHuUs
BOABI ISl (papMameBTUYECKOTO MPUMEHEHUs W B TOUKaxX MOTpeOieHus BO H30exkaHUE
MUKpOOHOM KoHTamuHauuu. Cucrema TpyOOIPOBOJOB paclpeneleHuss BOABI s
(dapMaleBTHUECKOr0 MPUMEHEHUSI TPOECKTUPYETCA TaKUM 00pa3oM, YTOObI KaueCTBO BOJbI
oOecreuynBanoch 0e3 HCMOoNb30BaHUS (GUIBTPOB. Ecaum 3TO HEBO3MOXXHO, HEOOXOAMMO
10JIpoOHO UCCIIEIOBATH IPUYUHBI, IO KOTOPHIM KaueCTBO BOJbI HE MOKET OBITh 00ECTICUEHO.

5. KoHTposb TeMmiepaTypbl U TEIJI000OMEHHUKH



71. Ecnu TermnooOMEHHUKH UCIIONB3YIOTCS ISl HarpeBa W OXJIKICHHUS BOJBI JJIS
(bapMaleBTUUECKOr0 MPUMEHEHHS B Mpeenax CUCTEMbl XpaHEHUsI U paclpeeeHUs] BOJbI,
MIPUHUMAIOTCSI MEPbI MPEAOCTOPOKHOCTHU Il IPEAOTBPAIllCHUs NONaJaHus HarpeBarouien
WK OXJaXJallied >KUAKOCTH B BoAy. Hcmonb3yroTcss Oosiee Oe30MacHBbIE THUIIbI
TEMJI000OMEHHUKOB: JIBYXTPYOHBIC, IMJIACTUHYATO-peOpUCThIE U KOXYyXOTpyOHble. Ecmu
yKa3aHHbIE THUIbI TEIUIOOOMEHHHKOB B CHCTEMax XpaHEHHUs W paclpe/iesieHUus BOJIbI HE
UCIIOJIb3YIOTCSA, MOJET OBITh MNPUMEHEH AJbTEPHATHUBHBIA MOAXOJA, MNPU KOTOPOM
WHXXEHEPHBIE CETH JKCIUTYaTUPYIOTCS W TOABEPTrarOTCs MOHUTOPUHTY MpU 0oJjiee HU3KOM
JABJICHUW, YeM JaBJIEHHWE B CHUCTEMax IMOJy4YeHHUs BOAbl [ (papMaleBTUUYECKOTrO
MPUMEHEHUS (3TOT MOAXO0J HE UCIOIB3YETCSl B CUCTEMAaX IMOJIYUYEHHS BOJBI 111 UHBEKIUN B
BUJe HepachacoBaHHOM MNPOAYKIMH). TemIooOMEHHHMKH BCTPAauMBAIOTCS B IMOCTOSHHO
HUPKYJHUPYIOIIHUE 3aMKHYThIE CHUCTEMbl TpPyOONMPOBOAOB MM BCHOMOTraTEIbHBIX
TpyOOIPOBOIOB JIJIsl TPEIOTBPAIICHHS 3aCTaUBAHUSI BOJIbI B HUX.

72. OxnaxJeHue BoJbl 11l (apMaleBTUYECKOr0 IPUMEHEHUS IS L€l MPOU3BOACTBA
JNOJKHO OCYIIECTBIATHCA B TEYEHHE MUHHMMAJIbHO BO3MOYKHOTO BpemeHH. KommuecTBo
LUKIJIOB OXJIAXKJEHUS U UX MPOJOJLKUTENIBHOCTh MOATBEPKAAIOTCS BO BpPEMsl IPOBEICHUS
KBATM(PUKAIIUA CUCTEMBI.

6. L{upKyJISIIIMOHHBIE HACOCHI

73. LlupKyJSIMMOHHBIE HACOCHI MCIOJB3YIOTCS B HCIOJHEHHUH, IO3BOJSIOLIEM
OCYILIECTBJISAITh TUTUEHUYECKYI0O WM CaHUTapHyr O0OpabOTKy € COOTBETCTBYIOLIUMHU
YIUIOTHEHUSIMH U1l TIPEAOTBPAILECHHUS] KOHTAMHUHAIIMM CUCTEMBI. [Ipy MOHTa)ke HacocChl
KOHCTPYUPYIOTCS U YCTAHABJIMBAIOTCSA TaKuM 00pa3oM, 4ToObl M30€xarh oOpa3oBaHUsA
3aCTOMHBIX 30H B CHCTEME XpAaHEHUS U paclpeaesieHus BoAbl. B ciydyae nmpumeHeHHs
[apaJUIEJIbHBIX ~HAacOCOB  IPEAYCMAaTPUBAKTCSA MEpPbl  NPEAOCTOPOKHOCTH IS
MpeA0TBpalIeHUS] KOHTAMHHAIIMM CUCTEMbI XpaHEHHUS U paclpeieeHusl BOJbI (B YaCTHOCTH,
IIPY HAIMYUU 3aCTOSBIIEHCS BOJBI B OJHOM M3 MCIOJIb3YEMBIX HACOCOB).

7. MeToibl KOHTPOJISI OMOKOHTAMUHAILIUU

74. CuctemMbl MOJIYy4€HUsI BOJBI TOJBEPTaIOTCS CaHUTApPHOW 0O0paboOTKe ¢
UCIIOJIb30BAHUEM TIPpU HEOOXOJUMOCTH XHUMHYECKUX WM TEPMUUYECKUX METOIOB.
Ncnonb3yembiili METOI U yCIOBUS 00paOOTKU CUCTEM MOTYy4YeHUS BOJIbI (IIEPUO/IbI BpEMEHHU U
TEeMIIepaTyphl) TOJKHBI MIO3BOJIATH KOHTPOJIUPOBATH OMOKOHTAMUHAIIMIO.

75. IlpuMeHsIoTCA CaeAyoIe Mephl KOHTPOJIE OMOKOHTAMUHAIIUU:

a) MOAIepKaHNE HEMPEPHIBHOTO MOTOKA IUPKYJSILUKA B CUCTEMAX PACHPEICIICHHS BOJIbI
YMEHbIIIAeT CIOCOOHOCTh 00pa30BaHMs OMOIICHOK;

0) IPOEKT CUCTEMBI TTOyUEHHUsSI BOABI oOecreunBaeT Hanboiee KOPOTKYI0 BO3MOKHYIO
JUTUHY CUCTEMBI TPyOOIPOBOIOB;

B) JUIS CHCTEM IIOJYyYE€HHUs BOJBI, 3aBUCUMBIX OT OKpYXKaloIlEell TeMIepaTypsl,
TpyOOIIPOBOIBI U30JIUPYIOTCS OT COCEHUX TOPSUUX TPYO;



I) TYNHUKOBbIE OTBETBJICHHS B CHCTEMax TpyOOIpPOBOJOB MHUHUMHUBUPYIOTCA U
HE3HAUUTEJIHHO MPEBBIIAIOT TPEXKPATHBIN pa3Mep AMaMeTpa OTBETBIICHUS, U3MEPEHHOTO OT
BHYTPEHHETO JMaMeTpa CTEHKU TPyOONpoBoAa JO OCEBOM JMHUU MECTa PacHOJIOKECHHS
KJIariaHa, B KOTOPOM MMEETCSl BO3MOXKHOCTh 3HAUUTENIbHOTO 3aCTAUBAHUS BOJbL;

1) MAHOMETPBI OTACIIAIOTCS OT CUCTEMBI MOJYyYEHHUS BOJbI MEMOpaHaMU;

€) UCIOJIBb3YIOTCSl MOOIIIKECS AMa(PparMEHHbIE KIIallaHbl;

) TpyOONpPOBOJIBI CUCTEM JJIS MapOBOM CAaHUTAPHOW OOpaOOTKH MMEIOT HAKJIOH U
BO3MOXHOCTb YAQJICHHS BJIary.

76. PocT MUKPOOPTaHU3MOB MOXKET HHTHOUPOBATHCS:

a) UCTOYHMKAMM YJIbTPa(HOIETOBOTO OOIYyUYEHHUS, PACIOJI0KEHHBIMU B CHCTEME
TpyOONPOBOIOB;

0) moaep)KaHUEM CHCTEMBI ITOJIyYEHHS BOABI B HATPETOM COCTOSIHUH (IIPU TEMIIEpaType
Boimie 70 °C);

B) MEPUOJUYECKON CAHUTApHOM OOpaOOTKOM CHUCTEMBI MOJYYEHHS BOJABI C
UCIOJIb30BaHUEM ropsiueil Bosl (pekoMenayeMas temnepatypa Boie 70 °C);

I) NEepUOJUYECKON CaHUTApHOM OOpabOTKONW CHUCTEMBbI MOJIYYEHHUS BOJBI C
WCITOJIb30BAaHUEM NIEPETPETON ropsueii BOABI MIM YUCTOTO Napa;

1) OOBIYHON XMMHYECKOW CAHUTAPHON 00pabOTKOM € UCIIOIB30BAHUEM 030HA WM IPYTUX
MOAXOIAIINX XUMHUYECKUX BEIIECTB C JOKA3aTEIbCTBOM YIAJEHHS 3THUX BEIIECTB 10
UCMOJIb30BaHuUs BOJIbl. O30H 3P PEKTUBHO yAaIAETCs YIAbTPA(PHOIETOBBIM 00IyYEHUEM.

IX. Bonpocs! KCILTyaTaI[ii CHCTEM ITOTy9CHUS, OIMCTKH, XpaHCHUSA ¥ paclpenelICHNs BOABI
Ui papMameBTHIECKOTO IPHMEHEHUS

1. 3amyck ¥ BBOJ B 3KCIUTyaTalMi0 CHUCTEM MOJYYEHUS, OYUCTKH, XPAaHEHUI U
pacnpezeneHus BoJibl JUsl papMaleBTUYECKOro MPUMEHEHUS

7°7. dud ycnenHon Banugaluu CUCTEM IIOIy4YEeHUsl, OUUCTKH, XPAaHEHUs U pacIIpelesIeHUs
BOJBI JUIs (papManieBTUUECKOT0 MPUMEHEHHUS CJIeyeT 00eCIeUnTh MIaHUPOBAHUE, YETKOE U
TIATEJIbHOE JTOKYMEHTHPOBAHUE BBOJAa B JKCIUIyaTallMI0 M KBAIM(UKALUH CHCTEM
MOJIyYEHHS BOJIBI.

78. Pabora mo BBOAY B JKCIUIyaTallMI0 CUCTEM IOJYyYEHHs, OUYUCTKHU, XPAaHEHUS U
pacnpeneneHus BOJbI Uil (papMalieBTUYECKOr0 MPUMEHEHNs BKIIOYAET B ce0s MOATOTOBKY
ATUX CHUCTEM K paboTe, yCTaHOBKY MapaMeTpoB 3(h(PEeKTUBHOCTU CUCTEM, a TAaKK€ KOHTPOJIb,
HACTPOWKY KOHTYpa U PErHCTpaLMIO BCEX YKa3aHHbIX MapaMeTpoB. KauecTBo mpoBoauMOl B
XO0JI€ BaJIUJAIMK paOOTHI 110 BBOAY B AKCIUTYaTaI[MI0 CUCTEM IMOIYYCHUS, OUUCTKU, XpPaHEHUS
U pacnpeaeneHus: Boabl A (papMaleBTHUYECKOro MPUMEHEHHs], COMyTCTBYIOIIUE JaHHbIE U
JOKYMEHTAlUs JOJKHBI COOTBETCTBOBATH TPEOOBAHUSAM, YCTAHOBJICHHBIM IUIAHOM
BaJIUAALMH.

2. Kpaymduxamusa cucTeM moIydeHns, OIUCTKH, XpaHEHUA ¥ PacIpeeIeH!s BOIbI
uid (papManeBTUIeCKOrO IPUMEHCHAS



79. Bce cuctembl MOTy4YeHUs, OYUCTKU, XPAHEHUS U PACTIPEICTICHUS BOJbI MUTHEBOH (
BOJIbI OYMINICHHOW B BUJIE HepachacOBAaHHON MPOIYKIIMH, BOABI BEHICOKOOUHIIIECHHON B BUJIC
HepachacoBaHHOM MPOAYKIIUU U BOJBI JJII UHBEKIINI B BUJE HEpacPhacOBAaHHOU MPOTYKIIHH )
OKa3bIBAIOT MPSMOE BO3JICHCTBUE HAa KAYECTBO IMOJYyYaeMOW BOJBI, IIOATOMY OHH JOJDKHBI
ObITh KBAH(pUITUPOBaHbl. KBamukaiys cucteM MpOBOIUTCS MOCIE MPOTIEAYP CTAHIapTHOM
BalUIaIuK MpoekTa win kBanmudukanuu npoekta (DQ), kBanmudukanuu montaxa (1Q),
kBanupukanuu pynkurnonuposanus (OQ) unu kBanudukanuu sxkcruryaramuu (PQ).

80. Hacrosimiue TpebGoBaHUsI HE coAepkaT CTAHAAPTHBIX TPEOOBaHHMI K OOBIYHBIM
cragusm kBanudukaruu npoekta (DQ), kBanudukamuu mMontaxa (1Q), kBamudukanuu
byukmuonupoBanus (OQ), HO TpeayCMATPUBAIOT OTAEIbHBIA MOIXO0M K KBAIH(PUKAIINU
skcruryaTtaruu (PQ), KOTOphIiA UCTIONIB3YeTCs JUIsl CUCTEM TIOJYyYeHHUsI, OUNCTKH, XpaHCHUS U
pacrpeiesieHus] BOJAbI I (papMarieBTUYECKOro MPUMEHEHUS C IIEJIbI0 JIEMOHCTPAIMH HUX
YCTOMYMBOU Y HAZAEKHOU IKCIUTyaTalluH.

81. McnpiTanust MCTOYHHUKA BOJBI TOJDKHBI OBITH BKJIIOYEHBI B TIPOTPAMMYy BaJTHIAIINN
POEKTa M JOJDKHBI MPOBOJUTHCS B paMKaX PYTHUHHOrO MoHuUTopuHra. Mcxomnas Bozaa
JO0JDKHA COOTBETCTBOBATH TPEOOBAaHMSIM K KA4eCTBY BOJABI MUTHEBOW M crenudukamimn
MIPOU3BOAMTEIS JIEKAPCTBEHHBIX MPENapaToB.

[ToaTBepxaeHNe HAZAC)KHOCTH U OE30TIaCHOCTH CUCTEM ITOTYUYCHUS, OUNCTKH, XPAHCHHS U
pacmipeneneHus BoJIbl A papMarieBTUYECKOTo MPUMEHEHUS BOBI JTsl (hapMaIieBTUIeCKOoro
MIPUMEHEHUS TP SKCIUTyaTalliy B TCUECHUE JIIUTEIHLHOTO TIEPHOJIa OCYIIIECCTBISACTCS B 3 3Tarna

3. ITogTBepKACHAE HAJIC)KHOCTH U 6€30IaCHOCTH CHCTEM IOyJeHHS, OTACTKH,
XpaHEHHA H pPaclpeneieHHsA BOIbI A papMameBTHICCKOr0 MPHMEHEHHUA
(3ram I)

82. B TeueHue 2 HeneNlb €XEIHEBHO | pa3 B CYTKHU WJIU HEMPEPBIBHO MPOBOIUTCS
KOHTPOJIb KauecTBa MOCTYMNAarollell BOJbl MUTHEBOW B CHUCTEME IMOJYYEHHS, OUHMCTKH,
XpaHEHUs] M pachpefesieHuss BoJAbl. B TedeHue H5TOro mnepuoja CUCTEMa JOJDKHA
(hyHKIITMOHUPOBATH HEMPEPHIBHO 0€3 OTKIIOUYEHUSI WIIH SKCILTyaTallMOHHOTO OTKJIoHEeHUs. Kak
MPaBUIIO, B ATOT MEPHUOJI MOJTydyaemMasi B CHCTEME BOJia HE UCIOJIb3YETCs AJIsSl POU3BOJCTBA
JEKapCTBEHHBIX MpenapatoB. VIcnbITaHUs BKIIOYAIOT B C€0s CIASAYIONTUE MEPOTIPUSITHUSA:

a) MPOBEJICHUE XUMUUYECKOTO ¥ MHUKPOOHOIOTUUECKOTO UCIBITAHUI B COOTBETCTBUU C
YCTaHOBJICHHBIM ILJIAHOM;
0) oTOOp MpOO WM HENPEPHIBHBIM KOHTPOJIb MOCTYNAIONIECH BOJbI MUTHEBOW B TEUEHUE
CYTOK JIJIsl IPOBEPKH €€ KauecTBa,
B) 0TOOp Mp0oO UM HENPEPHIBHBINA KOHTPOJIb MOCIIE KaXA0U CTaIUK MPOIIecca OUUCTKHY;
r) oTOOp POO UM HEMPEPHIBHBIN KOHTPOJIb B KAXJA0W TOYKE MOTPEOICHUS U B IPYTUX
YCTaHOBJICHHBIX TOUKaX 0TOOpa mpoo;



1) pa3paboTKa COOTBETCTBYIOIIUX MPE/IEIOB (PYyHKITMOHUPOBAHUS,
€) pa3paboTka U BHeApeHHE Npoueayp (GyHKIUMOHUPOBAHUS, OUMCTKHU, CAHUTAPHOU
00paboTKH 1 00CITYKUBAHUS CUCTEMBI;
) TIOATBEPKICHUE COOTBETCTBHUS KauecTBa W KOJMYECTBA MOJYUEHHOU H
pacnpeieIEHHOM BOJIbI COOTBETCTBYIOIIUM TPeOOBaHUSAM;
3) UCIOJIb30BAaHUE U COBEPILIEHCTBOBAHUE CTAHJAPTHBIX ONEPALMOHHBIX MIPOLEAYp (Janee
— COIl) nns GyHKIIMOHUPOBAHMS, OUYUCTKH, CAHUTAPHONM OOpaOOTKM CUCTEM IOIy4YEHUs, a
TaK)K€ OYMCTKH, XPAHEHHUS U pacIpe/ieIeHHsl BOAbl U padOThl B aBApUIHBIX CUTYAIHIX;
1) MPOBEpPKa YpPOBHEW TPEBOTH;
K) pa3paboTKa U COBEpPIIEHCTBOBAHUE MPOLIEYPHI OLIEHKH BO3MOXHBIX HEHMCIIPABHOCTEH
BO BpEMs UCITBITAHUH.

4. TonTBep)XKNCHNE HANCKHOCTH U OE30MACHOCTH CHCTEM TIOIy9€HHUA, OTHCTKH,
XpaHeHWs B pacIpeieleHns BOAE I (papManeBTHIeCKOro IPAMEHEeHAS

(3ram II)

83. Ilocnenyromuii AByXHEAEIbHBIN MEPUO]] UCIIBITAHUA UCTIOJIb3YETCS JUIsl JAIbHEHIIIETO
POBEJICHUST MHTEHCUBHOTO MOHHMTOPHWHTA CHUCTEMBI IMOJYyYEHUs, OYMCTKH, XpPaHCHHS U
pacmpeneyieHuss BOABI s (apMarieBTUYECKOTO TMPUMEHEHHS, B paMKax KOTOPOTO
npuMeHstoTcs ycopepuieHcTBoBanHble COII mocinie ycnemHoro 3aBepuieHus sramna [. Kak
MIpaBUJIO, MOPSAJOK O0TOOpa MpoO AOJKEH OBITh TaKOHl ke, Kak Ha 3tane . Mcnonbs3oBanue
BOJIBI JUTs hapMaIieBTUYECKOTO MPUMEHEHHUS JIJIsl TPOU3BOJICTBA JICKAPCTBEHHBIX MPENapaToB
Ha JIaHHOM 3Tale MOXET OCYUIECTBIATHCSA MPU YCIOBHM, YTO BBOJ B JKCIUTyaTallUIO U
JAHHBIE UCIIBITAHUM, MTOJTy4YEeHHbIE HA 3Tarne [, HoATBEPKAAat0T HaJjIeKallee KaueCTBO BOJIbI
st (papMalieBTUUECKOTO MPUMEHEHUSI W TMOJydYeHue ofoO0peHus oTAena obecredyeHus
kadyectBa (QA). JlaHHble, MONYYEHHBIE B XOJ€ HUCIBITAHUN, MPOBOAUMBIX Ha 3tane I,
JOJKHBI TOATBEPAUTH:

a) yCTOMYMBOCTh ()YHKIIMOHUPOBAHUS CUCTEMbI MOJYUYECHUS, OUUCTKHU, XpPAHEHUS U
pacnpeneneHust BOAbI Uil papMalieBTUYECKOTr0 MPUMEHEHHS B YCTAaHOBJIEHHBIX JUaNa30Hax;
0) yCTOMYMBOCTH TOJYYEHHS W pachpeaesieHus BOAbl s (HapMaleBTUYECKOTO
MPUMEHEHHUs HaJIJISKAIIeT0 KayecTBa U KOJIM4YecTBa NMpu (yHKIIMOHUPOBAHUM CHUCTEMBI B
coorBercTBuM ¢ COIL.

5. ITonTBepKIeHAE HANEKHOCTH U OE30IIaCHOCTH CHCTEM IOIYdEHHUA, OYUCTKH,
XpaHEeHHs ¥ pacrpeneeHus BOIbI Il papManeBTHIECKOro MpUMEHEHU

(3ram IIT)

84. Kak npasuio, stan III nnurcs B TedueHne 1 roga ¢ MOMEHTa yCIEMIHOTO 3aBEPILICHUS
ucnbiTanuii Ha stane II. Ha manHom sTtame Boja s ¢apMaleBTUYECKOrO0 MPUMEHEHUS



UCIIOJIb3YETCsl ISl MPOU3BOJACTBA JEKapCTBEHHBIX MpemnapaToB. LlensiMu naHHoro srama
SBIISFOTCS:
a) MOATBEPKICHNE YCTOMUNBOCTH KCIUTyaTalliy B TEUEHUE IITUTEIHLHOTO IEPUOIA;
0) oOecreyeHue OIEHKU KadecTBa BOJbI sl (apMalleBTUUECKOTO MPUMEHEHHUs B
3aBHCHUMOCTH OT CE30HHBIX U3MEHEHUH.
85. KonmdecTBO yCTaHOBJICHHBIX TOYEK M MEPHOIMYHOCTH OTOOpa mpod, a Takxke
KOJIMYECTBO TMPOBOJAMMBIX HWCIBITAHUN JOJDKHBI OBITH YMEHBIIEHBI JO ypPOBH,

YCTAHOBJICHHOT'O B COOTBCTCTBHUU C PC3yJIbTaTaMHU HCHLITaHHﬁ, IMOJIYYCHHBIMHU B XOJIC OTAIIOB
[ull

6. ITlocTOAHHBI MOHUTOPHHT CHCTEM MOJTy9EHUS, OYACTKH, XPAaHCHHU H
pacnpezeseEns BOAE! U1 (papManieBTHIECKOr0 IPUMEHEHUS

86. Ilocne 3aBepuienus srana Il mporpamMmbl KBamu(PUKAIMK CUCTEM IMOJTYUYEHHUS,
OYMCTKH, XPaHEHUsI WU pachpeieieHus BoAbl g (HapManeBTUYECKOrO MPUMEHEHHS
HEO0OXOMMO TPOBECTU 0030p MOJYUEHHBIX HAHHBIX, TOCJIE YEero COCTABIISIETCS IUIaH
TEKYLIEro MOHUTOPUHTa. MOHUTOPUHT OCYIIECTBIIAETCS IIyTEM MTPOBEACHMS UCIIBITAHUN MTPU
IIOMOIIM BCTPOCHHBIX B CUCTEMY IOJy4YEHHS, OUUCTKH, XPAHEHUS U PACIPEIECICHUS BOJBI
s (papMaleBTUUYECKOTO TNPUMEHEHHUs] NpUOOpOB  KOHTPOJS  (OCHAIIEHHBIX
COOTBETCTBYIOIIUM 00pa3oM KBaJTU(UIIUPOBAHHBIMU CHCTEMaMu MpenynpexaeHus). Jlanuple
npuOOpbl KOHTPOJS JOJKHBI MO3BOJSATH MPOBOAUTH KOHTPOJIb TAKUX MapamMeTpoB, Kak
CKOPOCTh TOTOKa, JaBJCHHE, TeMIlepaTypa, yJeibHas 3JIEKTPONPOBOAUMOCTb U OOLIUI
OpPTaHUYECKUU yIJIepo], a TaKke HUCHbITAaHUH (QU3NYECKUX, XHUMHUUYECKUX W
MUKPOOHOJIOTUYECKHUX XapAKTEPUCTHK OTOOpaHHBIX TPp0o0. OTOOP mpoO MPOBOAUTCS U3 TOYEK
notpebnenus. B ciaydae ecnu orbop mpoO U3 Touek MOTPeOJIeHHS HEBO3MOXKEH, OH
MPOBOJIUTCA U3 YCTAHOBIICHHBIX MPHU MOATBEPKACHUHN HAJEKHOCTH U 0€30MMACHOCTU CUCTEM
MOJIyYeHUs, OYHMCTKH, XpaHEHUsS W paclpeaesieHus BOAbl s (papManeBTHUECKOTO
NpUMEHEHUsI Touek oTOopa mpol. OTdop mpod ocylecTBIseTCs] B COOTBETCTBUM C
NpoLEeAypaMH, YCTAaHOBJICHHBIMU (papMalEeBTUUECKUM HpousBoauteneM. IIponenypsl
IPOJYBKHU M OCYUIECHUSI CUCTEM TOJyYEeHHsI, OUUCTKH, XPAHEHUSI U PACTIPECICHUS BOABI JIJIs
(hapManeBTUYECKOrO MPUMEHEHUS TAKKE JOJIKHBI ObITh YCTAaHOBJICHBI.

87. VcupITaHusl MPOBOJATCS C IENbIO MOATBEPKACHUS COOTBETCTBUSI BOJBI IS
(apMaLleBTUYECKOTO NPUMEHEHUsI TpeOoBaHUAM (papMakoneiHoON cTaThbu (MOHOIpadun)
dapmaxonen Coro3a WK yTBEPKISHHOM crienudukanuu npeanpustus. [Ipu neobxoaumoctu
OHM MOTYT BKJIOYaTh MHKPOOMOJIOTMYECKHE HWCHBITAaHUS KadecTBa BOJbl. JlaHHBIE,
MOJIy4YEeHHbIE B X0Ji€ TPOBEJCHUSI MOHUTOPUHTA, SIBIISIFOTCS OOBEKTOM aHajin3a TeHACHUUHN (
KaK MpaBUJIO, MOJYYECHHbIE 3HAYEHUS TEHACHUUHM W3MEHEHHH IOJDKHBI HAXOIMUTHhCS B
npeaenax OTKIOHEHUs B ABe cUTrMbI (2s)). Ha ocHOBaHMM paHee ONMUCAHHBIX CBEICHUU
yCTaHaBJIMBAIOTCS JOMYCTUMBIE 3HAUEHUSI YPOBHEW TPEBOTH U JiekcTBUs. JIrobas TeHaeHus



4acTOr0 OTKJIOHEHHS OT JOMYCTUMBIX 3HAUCHWU ypOBHEW TPEBOTH BJEYET 3a COOOM
YCTaHOBJICHHME OCHOBHOW MPUYHUHBI TAKOTO OTKJIOHEHHUS U MOCIEAYIOUINE KOPPEKTUPYIOIIUE
JNEUCTBUSL.

7. O6¢yXuBaHHE CHCTEM IOIy9eHUS, OIUCTKH, XPAaHEHHUA U pacIpeaeICHUs] BOIBI
i papMareBTHIeCKOT0 IPUMEHESHUA

88. CucrteMbl IOJYYEHHS, OYUCTKH, XPAHEHUS WM PACHPEAECICHUS BOIbI IS
(bapMaleBTHUECKOTr0 MPUMEHEHUS SKCILUTyaTUPYIOTCSl B COOTBETCTBUU C KOHTPOJIUPYEMOH U
JOKYMEHTAJIBHO O(POPMIIEHHOM MpOrpaMMoi 00CTyKUBaHUs, KOTOpasi BKIIIOYAET B CEOs:

a) OIpeNeIeHHYIO MEPUOINIHOCTh 00CTYKUBAHUS JIUIsl 3IEMEHTOB CUCTEMBI MIOJTyYEHUs,
OUYMCTKH, XPAHEHUS U pacIipeiesieHUs BOJBI sl (papMalieBTUYECKOTO TPUMEHEHUS;
0) mporpamMmy KaJIMOpPOBKH;
B) COII ass Kaka0ro OTAEIBHOTO BUIa pa0OT B CUCTEME MOJIYUYEHUs], OUMCTKH, XPAHEHUS
U pacnpeaeneHus Boabl 11 (papMalieBTHUECKOTO PUMEHEHHS,;
I') KOHTPOJIb YTBEPKICHHBIX 3allaCHBIX 4aCTEW;
1) pa3pabOTKy IJlaHa M MHCTPYKUUU MO OYUCTKE 3JIEMEHTOB CHCTEMBI MOJY4YEHHUS,
OYHUCTKH, XpaHEHUS U pacIipeie]IeHHs BOJbI Ui (hapMalieBTHUECKOr0 IPUMEHEHUS;
€) paCCMOTPEHHE U YTBEPKACHUE MEPONIPUATUI ISl HCIIOJIB30BAHUS CUCTEM MOJIYUECHHUS,
OYUCTKH, XPAHEHUs M paclpeiesieHns BOJbl A (apMaleBTUYECKOro MPUMEHEHUS MOCIe
3aBeplIeHUs pabOThI;
) PETHCTPALMIO U aHAJIW3 BO3MOKHBIX MPOOJEM M HETOCTATKOB IPHU IKCILTyaTalllH
CUCTEM IIOJyUYEHUs, OUUCTKH, XPAHEHUsI U paclpeaeseHus: BOAbl sl (papMaleBTHIECKOro
IIPUMEHEHUSL.

8. IIpoBepkH CHCTEM MOMyIEHHA, OYUCTKH, XpaHECHHUA U pacIpeIeICHHA BOIBI I
(hapManeBTHIECKOTO IPUMEHEHUA

89. CucrteMbl IOJYYEHHS, OUYUCTKH, XPAHEHUS WM pACHPEACICHUS BOIbI IS
(dbapmaleBTUUECKOr0o MpUMEHEHUs (BOIbI OUMILEHHOW B BHIe HEpAac(hacoBaHHOM MPOTYKIUH,
BOJIbI BBICOKOOYMILIEHHON B BHUJE€ Hepac(hacoBaHHON NMPOIAYKIUU U BOABI ISl UHBEKLIUN B
BUJ€ Hepac(hacOBAaHHOM NPOAYKIUHU) MOABEPralOTCsS MPOBEPKE UEPE3 COOTBETCTBYIOIIME
HEepUO/Ibl BPEMEHHU NPEICTaBUTENSIMU HHXXEHEPHOU CITykOBblI, CIy>KObI 00ecrieueHnsl KauyecTna,
MUKPOOHOJIOTaMH, CHEUUAIUCTAMU MO MOJYYEHHIO BOABI U OOCITYXKMBAHUIO CUCTEMBI
MOJIyYeHUs, OYMCTKHU, XpaHEHUs W pacupeaesieHus BOAbl s (papManeBTHUECKOTO
npuMeHeHus. B xozie mpoBepKr HEOOXOUMO pacCMOTPETh CIEAYIOIINE BOIPOCHI:

a) U3MEHEHUs, NMPOM3OLIEIAIINE B CHUCTEME IMOJYYEHHS, OUYUCTKU, XPAHEHUSA H
pacnpezeneHus Bobl A1 GpapMaleBTUYECKOro NPUMEHEHUs 0CI€ IPOBEACHUS MOCIEIHEN
IIPOBEPKHY;

0) ycI0BHSI U MHTEHCUBHOCTD HKCIUTyaTallud CUCTEMBIL;



B) HaJIE)KHOCTh AKCILTyaTallil CUCTEMBI;
I') TEHJEHUUH MU3MEHEHHUsI KauecTBa BOJbI Al (apMalleBTUYECKOTO NMPUMEHEHUS,
KOTOPBIE IIPOUCXOJIAT B CUCTEME;
1) Cly4ad HEUCTIPABHOCTU CUCTEMBI;

€) pacclieIOBaHUsl CIIy4aeB OTKJIIOHEHUH, KOTOPBIE MPOU3OILLIN B X0/€ IKCIUTyaTalluu

CUCTEMBI I10CJIE TPOBEJICHUS MOCIEIHEN IPOBEPKHY;
) TIOJIyYeHHbIE B XOJI€ MOHUTOPUHTA PaOOThl CUCTEMBI MOJTYUYEHHUS, OUUCTKU, XPAHEHUS
U pacrpezeneHust BoAbl Juisl (apMalleBTUYECKOTO MPUMEHEHHUS pe3yIbTaThl HECOOTBETCTBUM
MOJIy4aeMou BOJBI ISl (papMalieBTUYECKOTO TPUMEHEHUS TPeOOBAaHUAM ClIeHU(PUKALINN;
3) U3BMEHEHUSI MOHTAKa CUCTEMBI IIOJyYEHHUsI, OUYMCTKH, XPAHEHHUS U PaclpeieIeHUs BOAbI
it papMalieBTUHYECKOr0 MPUMEHEHUS TOCTIe TIPOBEICHUS MTOCIIEIHEN TPOBEPKHU;
W) HAIM4YUE OOHOBJIEHUM JOKYMEHTALMU IO MOHTA)XKY CUCTEMBI MOJyYEHUS, OUUCTKH,
XpaHEHUs U paclpeesIeHus: BOAbI 1715 (papMalleBTUYECKOT0 IPUMEHEHMS,;
K) PErUCTPAlMOHHbIE KYPHAJIbL;
1) craryc Tekyiero nepeuns COIL.
90. ITpu 3KcruTyaTaii HOBBIX CUCTEM WJIM CUCTEM, JJIsi KOTOPBIX ObLIM OOHApYKEHbI
HECTaOWJIBLHOCTh WJIM HEHA/IEKHOCTDh B paboTe, TakkKe CIeAYeT pacCMOTPETh:
a) HeOOXOJAMMOCTh MPOBEACHUS PACCIEJOBAHUI B LENAX YCTAHOBJIEHUSI MPUUYUH
BBISIBJICHHBIX WJIM BO3MOXKHBIX HEUCIIPABHOCTEW;
0) KOpPEKTUPYIOILUE U NTPEAYIPEKAAOIINE JENCTBYS;

B) JOKYMEHTAIMIO 1O BBIMOJTHEHUIO KBaTU(UKAIIMN CUCTEMbI MOJIYYESHHS, OUUCTKH,
XpaHEHUsT W pachpeeneHus BoOJbl i (papMalueBTHUYECKOrO0 INPHUMEHEHUsS B BHUJE
kBanupukanuu npoekta (DQ), 3aBoackux npueMounbix ucnbitanuii (FAT), kBanudukammm
moHTaxa (IQ), mpuemounsix ucHbITaHUN 1O MecTy MoHTaxa (SAT), kBamudukammu
¢ynkuronupoBanus (OQ), kBanupukauuu sKkcryatanuu (PQ)) wnu apyrue 10KyMEHTHI,
CBSI3aHHBIE C MPOBEACHUEM IIPOBEPKH, a TAKXKE dTAllAMU IIPOBEAECHUS MOHUTOPUHIA CUCTEMBI
MOJYYEeHUsI, OYUCTKH, XpaHEHUs M pacrpeeieHus BOAbl s (apMaleBTUUYECKOro
IIPUMEHEHUS.

9. HCTIEKTHPOBAaHHUE CHCTEM MOTY4YEHUS, OYUCTKH, XPAHCHUA U PACIIPEACIICHUS
BOABI U1 (papManieBTHIECKOTO IIPUMEHEHU

91. Cucrembl MoONy4YeHHs, OYMCTKH, XPAHEHHUS U PACHPENCICHUS BOIBI IS
(bapmMaleBTUUECKOT0 pUMEHEHUs (BOIbl OUMILEHHON B BHJIe HEpac(hacoBaHHOM MPOTyKIUH,
BOJIbl BHICOKOOUYHMIIEHHON B BUJE Hepac(hacoBaHHON MPOIYKLUMHU U BOJbI JJII MHBEKIHUHA B
BHUJe HepacpacOBaHHOW MPONYKIMU) SBIAIOTCS OO0BEKTOM  IEPUOJIUYECKOrO
MHCIIEKTUPOBAHUS YIIOJIHOMOYEHHBIMU OpPraHaMHu TOCyAapCTB-wICHOB. I[IpomsBoaurenu



JIEKApCTBEHHBIX IPENapaToB AOJKHBI NPEIyCMOTPETh MPOBEICHHUE TEKYILEro ayJIuTa U
CaMOMHCHEKIIMHA YCTAHOBJIEHHBIX CUCTEM IMOIYYEHUs, OUMCTKU, XPAaHEHUSI U paclpeereHus
BOJIBI 17151 hapMalleBTUYECKOTO IPUMEHEHHUSL.

92. UHCTIeKTUpOBaHUE CUCTEM TOJIyYEHUS, OUMCTKU, XPAaHEHUSI U PacpeIeTICHUs BOIbI
st (hapMaleBTHUYECKOTO TMPUMEHEHHUS MPOBOAUTCS B COOTBETCTBHU C HACTOSIIHUMHU
Tpebosanusmu u [IpaBmiamu. B xo1e MHCTIEKTUPOBaHMSI IPOBOUTCS OCMOTP IIPOM3BOJICTBA
10 MOJYYEHHUIO BOJIBI M BUAUMON CHCTEMBI TPYOOPOBOAOB (BKIIOYAs TOUKH MOTPEOIECHNA) B
LEJSIX YCTaHOBJIEHUS TOTO, YTO CHCTEMA MOJYUYEHUs, OUMCTKH, XPaHEHUSI U paclpeesieHus
BOJBI I (papMalleBTUUECKOr0 MPUMEHEHHUSI JOJDKHBIM 00pa3oM CHpPOEKTHPOBaHA,
CMOHTHPOBaHA M 00CTYy>KUBAeTCs (HalpUMEp, YTO OTCYTCTBYIOT NMPOTEKAHUS U YTO CHUCTEMA
MOJYYEeHUsl, OYUCTKHU, XpaHEHUs] U pacrpeeieHus BOIbl s (apMaleBTUUYECKOro
NPUMEHEHHUS COOTBETCTBYET CXEME WJIM 4YepTexy TpyOOmpoOBOJOB M H3MEPUTEIbHBIX
puoOpOB).

93. IIporpamma mpoBeIEHUSI MHCIEKIUA WM AyJAUTa CUCTEM IOJYYECHUS, OUHUCTKH,
XpaHEHUs U paclpeesIeHus: BOAbI 171 (papMalleBTUYECKOTO IPUMEHEHHSI BKIIFOUAET B CEOS:

a) TIPOBEPKY TEKYIIEro 4YepTeka CHUCTEMBI IMOJYyYEHUs, OUMCTKH, XpPaHEHHUS U
pacrpeneneHuss BOAbl sl (apManeBTHUYECKOro MPUMEHEHHS, COJIEepXkKaIIero BcCe
o0opyaoBaHMEe CHCTEMbl (OT MOJAa4Yd HMCXOAHOTO CBIPbS [JIsi TMOJYYEHHS BOJBI s
(dbapManeBTUUECKOTO MPUMEHEHHUS 10 TOYEK HCIOJIb30BaHUS TOJYYEHHOW BOJBI IS
(apMaLeBTUYECKOT0 MPUMEHEHUS, BKIIFOUast TOUKH 0TOOpa 00pa3LoB U UX 0003HAUEHU);

0) mpoBepKY YTBEPKIECHHBIX YepPTEKEH TPyOOIPOBOIOB (HAIpUMeEp, B OpTOrpaduiecKon
U (WJIH) ©30METPUUIECKON MPOESKITNH);

B) MPOBEPKY IIaHa 0TOOpa 00pa3l0OB U MOHUTOPUHTA PabOTHl CUCTEMBI MOJTYyUYECHHUS,
OUYMCTKHM, XPaHEHUs] M paclpeneseHus BoAbl il (apMaleBTUUECKOTO MPUMEHEHUs C
YepTEeKOM BCEX TOUEK 0TOOpa 00pa31oB;

T') MPOBEPKY MPOTPAMMBbI OOYUEHHUSI IO OTOOPY M UCTIBITAHUIO 00OPa3IIoB;

1) TMPOBEPKY YCTAHOBJICHUS JIOMYCTUMBIX KOHTPOJHMPYEMBIX YPOBHEH TpPEBOTU H
JIEHCTBUS;

€) IPOBEPKY pe3yJIbTATOB MOHUTOPUHIA PaOOTHI CUCTEMBI IOIYYEHUS, OUYUCTKH,
XpaHEHUs U paclpeeneHuss BoAbl JUisl (apMalueBTUYECKOrO0 MPUMEHEHHS, a TAKKE OLICHKY
BBISIBJICHHBIX TEHICHLUUN U3MEHEHUS KaueCcTBa BOABI AJIs (hapMalleBTUUECKOTO IPUMEHEHUS;

) IPOBEPKY IMOCJIEIHETO €XKEr0OAHOr0 0030pa CUCTEMBI OJTYUYEHHUSI, OUUCTKH, XPAHEHUS
U pacrpeeiaeHus BoAbl A1 (hapMaleBTHUECKOTr0 IPUMEHEHUS;

3) pacCMOTpEHUE BCEX M3MEHEHHMH B CHCTEME IMOJYy4YEHHUS, OUYUCTKU, XPAaHECHUS U
pacnpezeneHust BoAbl Uid papMaleBTUYECKOro MPUMEHEHHUSI C MOMEHTA MOCJIETHETO ayIuTa
ATON CUCTEMBI U NIPOBEPKY BBIMOIHEHNUS KOHTPOJISI U3MEHEHUN ITON CUCTEMBI;

1) pacCMOTPEHHE 3apPETUCTPUPOBAHHBIX OTKJIOHEHUI U UX UCCIIET0BAHMUS;



K) OLEHKY CHUCTEMBI IOJIyYEHHs, OUUCTKU, XPAHEHUS U PACIPEIEICHUS BOABI JUIS
(hapManeBTUYECKOr0 MPUMEHEHHUS C TOYKU 3PEHUSI €€ TEKYILEro KCIUTYyaTallhOHHOTO CTaTyca
1 OOIIIETO COCTOSHUS;

J1) MPOBEPKY JKYPHAIOB 00CITY>KMBaHUs, HEUCIIPABHOCTEH U PEMOHTA;
M) MPOBEPKY KaTHMOPOBKHU U MOBEPKHU Harbosiee HEOOXOAUMBIX TPHOOPOB.
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