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MEHECTEPCTBO NPOMBIIIEHHOCTH, HAYKH H TEXHOJOTHil
Poccuiickoii Pepepaunn

JlenapramMeHT NPOMBIL JIEHHOH W HHHOBALMOHHOMN MONMTHKH
B MEJIHIHHCKOH M GHOTEXHOJIOr HIECKOHN PO MBI IGHHOCTH

CTAHJAPT OTPACJIN

NPOAYKIUA MEJALUMHCKOMN MPOMBIIIJIEHHOCTH.
TEXHOJOTHYECKHE PETJIAMEHTBI ITPOU3BO/JCTBA.
Conepxanne, nopsaok paipadorgn,
COIJIACOBAHHUSA B YTBEPKACHHA.,

Mocksa 2002 r
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IMPENUCIIIOBHE

1. PAJPABOTAH Tocymapcreennbm yHurapHwiM npeanpustiem " Beepoccuit
ckuit HayuHbii HeHTp no OGesoracHocTu GHOJIOTMYECKHM AKTHMBHBLIX Beil ecTs”
(T'YI1" BHI]5AB") u1 OGi ecTBOM ¢ OrpaHude HHOM oTBeTcTBeHHOCThIO " JIDHC!
(TOO" JIBHC").

2. VTBEPK JIEH M BBEJIEH B JIEMCTBHE Pacriops »e uue M M uHACTEPCT-
Ba [POMBLI JICHROCTH, HAYKH U TexHosnorui Poccuiickost ® enepaiwn or
«15» ampens 2003 r Ne R10

3. COI'JTACOBAH Locroprexsansopom Pocenn, [Tucsmo ot 07.02.2002 . Ne 02-35/78

4. B3AMEH OCT 42-505-96

Hactosu wit cTaHgapT He MO #ET ObITh MONHOCTHO WK YaCTHYHO BOCIPOM3BE-
NEH THUPAMIPOBAH K PacTPOCTPAHEH B KauecTBe Oduumannuoro wsganus Ges pas-
pern eHist MuHICTepCTBa POMBEI JIEHHOCTH, HAYKH M TexHoJor nit RD.

I
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CTAHJAPT OTPACJIN

MPOAYKUHUSA MEAHLMHCKOMR POMBIILJIEHHOCTH.
TEXHOJOTHYECKHE PEFJIAMEHTBI IPOU3BOJCTBA.
Copepaxanse, NopsaoK pa3paboTkH,
COorJjiacoBaHus H yTBep)l(JleHHﬂ.

B3amen OCT 42-505-96
Jlata seepenns 2003-04-15

1. OGaacTs npHMeHeHHd

Hactosuuuit oTpacieBoii ctaHaapT yctaHaBnusaeT obuue TpeGoBaHUA K HOpsA-
Ky pa3paboTKkH, CONEpPIKAHMIO, COTNIACOBAHUIO M YTBEPHICHUIO TEXHOJOIMYECKHX
PErfaMeHToB MPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB M MX NMOJNYNPOXYKTOB , NPOU3-
BOAHMBIX CIIELMANH3UPOBAHHBIMM UPEANIPUATHAMU B COOTBETCTBUM C TPEOOBaHHAMH
OCT 42-510-98 "IlpaBuna OpraHu3aLku NPOH3BO/ICTRA M KOHTPOIA KaYecTsa JieKap-
c1BeuHbIX cpencTs (GMP)".'

[TonoxeHuss HACTOSILErO CTAHAAPTa ABAAIOTCA O0s3aTe/NBHBIMU MIA NpeAnpH-
AUl U opranu3aumii Poccniickoit Meaepaunu, paspabaTeiBalOMMX U BhITYCKAIOUX
JIEKPCTBEHHbIE CPEJICTBA, HE3ABHCHMO OT BEJOMCTBEHHOH MPHHAIUIEKHOCTH, OpH-
ZIH4ecKoro craryca u (popM cOOCTBEHHOCTH.

OrpaciieBoil cTaHIapT He pacrpocTpaHAeTCs Ha NPOAYKLMIO, HA KOTOPYIO HMe-
€1Cs KOHC1PYKTOPCKas JOKYMEHTAlMS, MENLMHCKOE CTEKAO U U3ACHIUS U3 HETO.

* Jlanee no texcry "Jlekapcraerubie cpencrea”

"' npukazom Munsnpasa u Munskonomukd Poceun ot 03.12.99 r. Ne 432/512 "O sseneuusu s aelicrsue
cranpapta orpacau OCT 42-510-98" ycramosien Cpok BsefeHus Crakaapta B nojiHom ofnéme a0
31.03.2005 r., a ana npeanpusTuif, upoussoaguwx apmanestueckue cyGeranumuun — no 31.12,2008 r,
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2. HopMaTHBHBIE CCHUIKH

B HACTOSIl €M CTAHAAPTE MCII0/1b30BaAHbI CACYIO I e HOPMATHBHBE NOKY MEHT bl

I'OCT 2 105-95.
T'OCT 2 301-68
T'OCT 12 1 004-91.
I'OCT 12 1. 005-88.
I'OCT 12 1 007-76,

I'OCT 12 1 010-76
TOCT 12 1 011-78

T'OCT 12 1. 016-79.

I'OCT 12. 1. 019-79.

10.TOCT 12 1 041-83.

11.TOCT 12 1. 044-89.

12TOCT 12 1. 052-97

13.TOCT 12 2 003-91.

14TOCT 12 2 016-81

15.TOCT 12 2 020-76.

16 TOCT 12 2 085-82

17.T0CT 123 002-75.

ECKJ] Ofu ue 1pefoBaHimst K TCKCTOBbIM J1OKY MEHTAM
ECKJ{ ®opmathi

CCBT Ibxapuas Gesomacuoctn Qi ve TpebopaHus

CCBT. Ofuyne caHWTapHO-rurueHHYeckie tpefoBanna K
BO3HYXy paboueii 30HbI

CCBT Bpenuse pemectBa Knaccudmkaums u o me Tpe-
6oBauus Ge30MacHOCTH

CCBT Bspemo6esomacrocth Ofnwue tpeGobanus.

CCBT Cwmecu B3pemoomacHee, Knaccudexalms U MeTOMb)
HCTIbITaHU

CCBT. Boanmyx paGoueit 3oHbl TpeboBatms x METOMHKAM
M3 MEPEHHS KOHUEHTPaLMH BPEAHBIX Beil eCTR

CCBT  OnekrpoGesoracsocts, OCuive TpeGoBaiMs H HO-
MEHKNATYpa BIIOB 3aUl HT bl

CCBT Tbxaposspesobesonacocts ropo uux nemeit (6
1y ve TpeGoBanus

CCBT.  Ib»apoB3psBOONACHOCTh B E€CTB H MATEPHAJIOR
HomemioiaTypa nokasaresieif 1 METOIIBI HX ONpeesieHHsL,
CCBT. Thcnopr GesonacHocTu sewecrsa { Matepuana). (c-
HOBHBE TIOJIO %€ HHSL,

CCBT (bopynosanne npomssoncrsenHoe. Qb ve Tpebo-
BaHUs Ge30MmacHOCTH

CCBT (Bopynosanve komrpeccopuoe. Qbur ue Tpebosanus
6e3onacHocTH

CCBT OnexrpooGopynoBaHiie B3pbBO3aut HI elHoe Kiac-
cuduxargn Mapxuposka

CCBT Cocynsy paboraiourke noxg nasienuem Kianasb
npenoxpaHuTe)ibHee. TpeboBanus Oe3onacHOCTH

CCBT TIpoueccs npomssoacTBeHHbse. Obut ve Tpebopatns
GesomacHOCTH

I8TOCT P 123 047-98 CCBT Ibuapras 6e30mMacHOCTb TEXHONOr HYECKUX [IPO-

19.TOCT 12 4 021-75.
20.TOCT 15.005-86

2LTOCT 17.23 02-78

neccoB. MeToz st KOHTPOist

CCBT. Cucremsr Benrvnsumonuse, Cbuy se Tpebosatims.
Cucrema pa3spaboTku U MOCTAHOBKH NPOMYKLMH HA TPOH3-
poacteo CospaHue m3AeNUH e QMHANYHOrO Y MEJIKOCEePHIiHO-
ro NPOM3BOACTBA, COOHPAeMbIX HA MECTE IKCIUIyaTalMH
Oxpana npuponst Armocdepa, Ipasuna ycranosnenus no-
HNYyCTHMBX BLOPOCOB BPEIHBX BELYECTB MPO MBI JIEHH bIMH
TpeANPUATHS MU



22.170CT 21. 404-85.

23.I'OCT 27 002- 89

24 TOCT 27 003-90

25.10CT 27.410-87

26.'OCT 17768 90

27.TOCT P 51330.9-99.
(M3K 60079-10-95)
28.TOCT P M3K 61241-

3-99.
29 OCT 42-510-98

30.OCT 64-038-87
3L OCT 64-057-88,
32.OCT 64-058-88
33.0CT 64-070-89,
34 OCT 64-3-416-80

35.0CT 64-7-472-83.

36.0OCT 64-803-01

OCT 64-02-003-2002

CIIIC AsTomaTusaums TEXHONOr H4ecKux npoueccos (6o
3HAYECHHS] YCJIOBHLE NPUOOPOB M CPEACTB aBTOMATU3ALMH B
cxemax

Hanessocts B rexnrke. (OCHOBHBE NMOHATHAL TepMMHEL M
onpeaesie HysL

Hanexsocts B Texuuke. CocTaB 1 O 1E MpaBivia 3aJaHus
TpeOoBaHU 10 HAjle HHOCTH

Hanexsiocts B texuuke Meroast koHTpOs noxazarenei
Halie AHOCTH M TUIAHB!I KOHTPOJNbHBIX MCTIBITAHKIA Ha HaME e
HOCTD.

CpenctBa NekapcTBEHHBE. YIaKOBKa, MAPDKHPOBKE, TPRHC-
MOPTHPOBAHUE I XPAHEHHE,

Onexrpoobopynosanne B3pbBosaumuyennoe. 1 10 Knac-
cuduxaLms B3pHBOOMACHBIX 30H

OnexTpooGopynoBaHHE, NPUMEHAEMOE B 30HAX, OMACHBIX 1O
BOCIUIAMEHEHO ropto uefi ey 4 3 Kiaccudwxaums 30H
[IpaBuna opraHU3auMy NPOM3BOACTBA M KOHrPOJsi Ka4eCTBa
nexapctsennbi cpeacrs (GMP).

CCBT Knaccudmkauust iexapcTBEHHBX NPenapaToB Juis
BBOOPA CPenCTB HHAMBHIY AT HOM 3aLL UT b

CCBT (bopynosanue ansg TaGIeTUPOBAHHBX JICKAPCTBEH
HbX cpencte TpeGosaHus Ge30maCHOCTH

CCBT (SopynoBanue Uil NPOU3BOACTBA NEPEBA3OYHBIX
cpencta TpeCoBamus Ge30MaCHOCTH

CCBT IPpoueccsl mepepaborkH NEXKAPCTBEHHOrO pacTH
TenbHOro cbpbsi IpeGosanun OesonacHOCTH

CCBT [Ipoueccul dacosxu awrubuotukos TpeGosanms
6uomor nueckoii 6e30Mac HOCTH

CCBT TexHonorHueckye HpoOLECChl APOH3BOUCTBA I'OTOB bIX
NeKapcTBeHHBX cpencTe  IPoM3BOACTBO MHBEKLHMOHHBX
pacTBopoB B amiysiax TpeGosanms GezonacHocT

Tapa TpaHCTOpTHAS, IPYNNOBast ¥ NOTPeOHTENLCKAS IS JIe-
KapCTBEHHBIX CPefcTB TepMHHBI M OFpefeiie I,

37 CaulluH 2.1.4.544-96. Tpe Gopanms K kauecTsy BOZbI HE LIGHTPAIH3OBAHHOIO BOMIO-

‘cHabxenus. (AnMTapHas oXpasa KCTOYHHUKOR

38.CanlluH 2.1.4.559-96 [Tyrpepas sopa I'mruennueckue TpeGOBaHMA K KaduecTBy

39.MVY L 1726-98

LEHTPANM3OBAHHBLX CHCTEM IHTBEBOr0 BOAOCHAGMEHHSL
Kownrposb xavectpa

I'ur veHHyeckoe HOPMHPOBAHME JIEKAPCTBEHHBIX CPEICTB B
Bo3ayxe paboueit 30Hb] aTMOC JePHOM BO3AYXE HACENEHHBX
MeCT ¥ BOZE BOAHBX OOBEKTOR

40 MY 42-51-1...26-93 Metopnueckue ykasaums (Prasmsauus ¥ KOHTPOJs NPOM3-

BOJCTBA JIEKAPCTBEHLBK CpencTB CrepunbHBE JieKapcT-
BEHHBE CPEACTBa



OCT 64-02-003-2002

41.MY 64-801-00.

42.MYV 64-802-00.

43.MY 9467-015-

05749470-98.

44.P 2.2.755-99.

45.PJTU 64-28-85.

46.PIIMY 64-100-90.

47.11B 09-170-97.

48.PJ 09-251-98.

49.P[1 64-800-01.

[TpuMeuanue.

Opranu3auus npouecca ynakoBKH AEKapCTBEHHBIX CPE/CTR.
OcHoBHBIE NIONI0XKEHUS U TpebGoBatus.

Cuctema xpnaccHhMKaUMM ¥ KOIMPOBAHWA  XMMMKO-
¢dapmanesTHaeckoi nposykuud. Obiiue npaBuna MmTpUXO-
BOI0 KOAMPOBAHHMSA NEKAPCTBCHHBIX CPEJICTB.

MeTtoanyeckue ykaszanusa. ['padudeckoe odopmienue yna-
KOBK# JIEKapcTBEHHBIX cpeicTB. O8mue Tpebosanus.

PykoBogcTBO. ['MI'MEHHUECKHE KPUTEPHH OLEHKH M KJIACCH-
(dMKauMa YCIIOBUH TpyAa MO [MOKAa3aTciAM BPEAHOCTH H
ONAacHOCTH (aKTopOB NPOU3BOACTBEHHON CPEABI, TAKECTH U
HanpsHKEHHOCTH TPYJOBOTO Npoleccea.

PocT npon3BOACTBEHHBIX MOMIHOCTEH ACHCTBYIOWMUX npen-
NPHATHH, MPOU3BOACTBEHHBIX O0BEAHHEHHH MEAHLIMHCKOH
MPOMBIUUIEHHOCTH.

TexHonorydeckne npouecchl B NPOU3BOACTBE FOTOBBIX jic-
KapCTBEHHBIX CpeucTB. (PUTOXHMUYECKOE NPOHU3BOJACTBO.
Tpebosanud GeszonacHoCTH.

O6wue npasuna B3pHIBOGE30NACKOCTH AN B3PHIBONOKAPO-
OMAaCHBIX XUMHYECKHX, Hedrexumuyeckux M Hedrenepepa-
6aTHIBAIOIUX IPOM3BOACTR,

[Tonoxeuue o nopsaxe paspaboTKH W coaepKaHHH pasjena
"be3onacuas sKCmlyataitMs IPOU3BOACTBA" TEXHOMOrM4e-
CKOrO pefjlaMeHTa.

Tapa notpeburennckas MNOJMMEPHAs IS IE€KApCTBEHHbIX
cpencTs. O01Me TEXHUYECKHE YCIOBUA.

OTpaciieBble JOKYMEHTH! YTBEPIKACHBI CIIEYIOIUMU
MyHUCTEPCTBAMU U BEIOMCTBAMM!
NeNe 29, 37-40, 43-44 — Munsapasom Poccuy;

30-35, 45, 46 — Munmeanpomom, Murmeabronpo-

MoM  (c 1986 );
47-48 — I'ocroprexuaasopom Poccu;
36,41,42,49 — Muunpomnayxu Poccuiickoii depe-

pauuH.
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3. Tepmuusl, onpene/ienss, COKpaieHHs

NeNe TepMHUHbI, COKPALICHHS Onpegenenns
n/n
1 2 3
[, Banuaauus HokyMeHTHpOBaHHOE MOATBEMKACHNE CO-

OTBETCTBHA 000PYAOBaHHUS, YCIIOBHIA NPO-
W3BOJICTBA, TEXHONOMHUECKOTO Npouecea,
KadecTpa MojaynpoayKTa H FOTOBOIO Mpo-
JyKTa JeHCTBYIOLIHM periaMeHTam u/uim
TpeGOBAHMAM HOPMATHBHOM HOKYMEHTALIUH,

2.  [lpousBoactBo (NpoH3BOACTBEH- Bce onepauun no npou3BOACTBY KOHEUHOMR
Hbtif pouece) {IPORYKLUHH, HAYHHAsA OT [IPUOGPETEHHA Chl-

pbA, BCIOMOFATENBHBIX, YIIAKOBOYHBIX U
MapKMpOBOYHBIX MaTEPHANOB, MOAYHEHHA
HOJLyNPOAYKTOB, AO H3TOTOBJICHHA H yna-
KOBKH, BKJIIOYas BANMAALHIO H obecneyeHue
Ka4ecTBa rOTOBOTO NPOAYKTa, BblAavy pas-
peleHUs Ha peanH3anuio, a TaKkKe XpaHe-
Hue, cOOCTBEHHO peaH3alikIo M TPaHCHop-
TUpPOBaHUE TOTOBOW [IPOAYKIAHH

3. | exHostornueckHii npouece Komruteke pelictBuit, HEOOXOAMMBIX ISt
nosiyyeHiis roroporo npoiykra. Texuosno-
THUYECKHH MPOLIECC ABNSETCH YACTHIO NMPOU3-

BOACTBEHHOIO.

4 [exuonoruueckas cranus 3BeHO TEXHOJIO1 HYECKOI 0 Mpouecca, Homy-
YEHHC MPOMEXYTOYHOIO (KOHEYHOro) mpo-
Aykia.

5. TexHosoruueckas onepayus OjeMeHTapHas  4YacTb  TEXHOJOrM4ecKoi

CTaZiiy, BbINOJNHACMAs 3a OJHH NMPHEM OT-
ACJBHAIM OIEPATOPOM HITH pa6OTHHKOM

6.  Texnonoruueckwuit 610k Arnapat WiM TPyMna aniaparos, KOTOpPbIE
MOryT Obitb B 3aJaHHOE BPEMS OTIJIIOYEHBI
(M30NMpOBaHbI) OT TEXHOJOIHYECKOH CHC-
1eMbt 6e3 onacHbIX HM3MEHEHHI pexuma,
NPUBOAALMX K PA3BUTHIO aBapHH B CMEX-
HOit anmapatype “Ad CHCTEME.
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3

10.

I1.

12,

13.

Marepuansiisiit 6anaHc

Bapsisoonacatii TeXHONOTHYE-
ckuit mpouecc

TlapameTp TEXHONOTHUYECKOFO
npouecca

PersiaMeHTHPOBaHHEIC 3HAYEHNUS
[apameTpoB TEXHONOTHHECKOH
cpensl

IpenynpeaurensHoe 3HaUEHUE
napamerpa

OnacHoe 3HayeHue napameTrpa

IIpenenbHO AOMYCTHMOE 3HAME-
HME NlapaMeTpa

CpaBHEHHE TEOPETHYECKM BO3MOXKHOTO H
NPaKTHYECKH MOJIyYEHHOrO BbIXOAA FOTOBO-
ro NpOAYKTa.

Texnonoruyeckuid npouecc, NPOBOANUMBIMH
NpY HAAWUMKM B TEXHOJNOTHYECKOH arnapa-
TYype MaTEpUaNbHbLIX Cpell, cnocobHbIX BbI-
3BaTb B3PDLIB MPH OTKJIOHEHHH OT 3aJaHHbIX
MapamMeTpoB NPOLECCa WM COCTOSHUS 060-
pyAaoBanus.

Ousuyeckdli WA XHMHYECKUA napaMeTp,
HMC!OULHﬁ KOHH‘ICCTBCHHyIO HIX KayecT-
BEHHYIO LKAy HM3MCPEHHs, JUI KOTOPOro
OINpEeiENEHBl TIPaHULBL  TEXHOJIOFHUCCKOH
HOPMBI W/Wiii D€30NIaCHOCTH U BBIXOA KOTO-
pOro 3a rpaHHuYHble 3HAYEHUS APHUBOAMT K
CHIDKCHHIO KONMYECTBA MM  KavecTsa
NIOJIY4AEMOr0 NPOAYKTAa W/HIIM BO3HHKHOBE-
HUIO aBapURHLIX CUTyaLluH,

COBOKYMHOCTh YCTAHOBJIEHHLIX 3HAYEHHUI
napaMeTpoB TEXHONOTHYECKOH Cpejibl, Xa-
PaKTEPU3YIOLIHX €¢ COCTOSHHUE, MpH KOTO-
PbIX TEXKOJMOIHYCCKHH TPOLIECC MOMKCT
6e3014CHO TIPOTEKATh B 38JIaHHOM HUIIpaB-
JICHHH.

3Hauenue napaMerpa Ha rpaHdile peria-
MEHTUPOBAHHBIX (NOMYCTHUMBIX) 3HA4YeHHH
rapaMeTpa TEXHOJOTHYECKOro MPoLIecca.

3HaueHHe NMapaMeTpa, BblIIEALIEE 34 npejie-
Abl PErJiaMEHTHPOBAHHOIO U mpubinkaio-
nieecas K fpPEACbHO JOMYCTUMOMY 3Haue-
HUIO,

Hoxputuueckoe 3HaueHHe napamerpa ro-
TEHHMANLHO B3PHIBO- U [10)KAPOONACHON
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3

14,

15.

16.

17.

18.

Kpuruueckoe 3Hagenne
napaMerpa

TexHonoruueckas cepus

TopapHas cepus

PernamenTHoe Bpems

Hopmupyemoe spems

cpefibl, OTIMYaIOIECCH OT KPHTHYECKOrO
3HAYEHUA NapaMeTpa Ha BETHYUHY, PaB-
HYIO CyMMe OLHOKH ero SKcrneprMet-
TaNLHOTO WIH PacueTHOTO ONPEC/IEHHS H
NOI PELIHOCTH CPE/ICTB U3MEPEHUS, KOH-
TpoJIst, PETYJIMPOBaHHA NaPaMETPOB B TEX-
HONOrHuecKoM npouecce u ITA3,

3Ha4eHHA ONHOTO WilH HECKOJIbKUX B3aH-
MOCBSI3aHHBIX NapaMeTpoB ([0 COCTaBy
MaTepUabHbIX CPell, AaBJICHHIO, TEMNepa-
Type, CKOPOCTH ASHKEHHSA, BPEMEHH Iipe-
6biBaHUA B 30HE C 3aJ@HHBIM PEXUMOM,
COOTHOMIEHHIO CMELIMBAEMBIX KOMIOHEH-~
TOB, Pa3jic/ICHNIO CMECH 11 T.4.), IPH KOTO-
pbIX BO3MOXKHO BO3HHKHOBEHHE B3pbIBA B
TeXHONOTHYeCKOH cHCTEME uaM pasrepme-
rU3alHs TEXHONOTHYCCKOH anmapatyphl u
BHIGpoCHL roprounx cpejl B armocdepy.

OunpeaeneHioe KONHYECTBO OZHOPOJHOTO
rOTOBOr0 MpOAYKTa, W3TOTOBIEHHOTO 34
OJMH TNPOW3BOACIBEHHHIN LMK TpU HO-
CTOSIHHBIX YCJIOBHSX.

KonuuecTBo 0HOpOAHOH NPOJNYKLMH, YIO-
JIy4eHHOEe H3 OJHOH MIIM HECKOJBKMX TeX-
HOJIOTHYECKHX CEpHH.

Bpewms, 3aTpaunBaemMoe Ha MOATOTOBKY U
npoBejieHde onepauuu (NEMEHTa onepa-
MH), HanpuMmep, ocMoTp obopyropaHud,
3arpy3ka, BHIFPY3Ka, perynuposaHde pe-
LV IERTE

Bpems ("uuctoe"), 3arpauuBaeMoe Ha
NpOBEJCHHE TEXHONOTHHECKOH onepauun
(anemenTa onepauuu). ITO BpeMs Onpese-
JRET NPOJOKUTENBHOCTh  (PUILTpalLWH,
Harpepa peakUMOHHOH Macchl, TabneTnpo-
BaHHsA, HACOBKM U T.JL.
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1 2 3

19. BCB Bpemenno cornacosanHblii BetOpoc

20. TIIVY [azonsineynaBnyBaoOLIas yCTaHOBKa

21. OBYB OpuenTupoBouHbIH Ge3onactiblii ypoBeHb
BO3JEHCTBHSA.

2. oy OpHEHTHPOBOUHBIH  AOMYCTUMBII  YpO-
BEHb.

23. [JIA3 [IporusoaBapuiinas 3awmura

24. T1AB Ipenenbho ponycrumsiit Buibpoc.

25. IJK TpeaensHO AOoNMycTHMAs KOHLEHTPALHS.
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4. O0uHe MoJ10%eHHs

4 | TexHONOrHYECKHH pPeriaMeHT MPOU3BOJACTBA — HOPMATHBHBIH JOKYMEHT,
yCTaHABIHBAIOINUA METOAB! IPOHIBO/ACTBA, TEXHOJIOMHYECKHE HOPMATHBEI, TEXHHYE-
CKHE CpejCTBA, YC/IIOBUA M TOPAJOK MPOBEAEHUS TEXHOJNOrHYECKOro npouecca B
npou3sojcTee dapMalueBTUMeCKOd NPOAYKUMHM, ofecneunBatominid MonyyeHue Je-
KAPCTBEHHOrO CPEACTBA ¢ MOKA3aTCHSAMM KauecTBa, OTBEYAlOLUMHM TpeGoBaBusM
dapmakoneitHoi crTaTbi NpeanpuATHs (TEXHUYECKMM YCIIOBUAM), 8 TAKKE yCTAHaB-
avBaonuil OelonacHocTs BeaeHus paboT M JOCTHKEHUE ONMMTHMANbHBIX 1EXHUKO-
IKOHOMHUYECKHX [10KA3aTeNNei KOHKPETHOIO NPOU3BOACTBA

4.2, PernaMenT npoy3BOACTBA JICKAPCTBEHHOIO CPEACTBA UCIIONB3YIOT B Kaye-
CTBE OCHOBHOFO TEXHONOIHYECKOTO JOKYMEHTA NIPH!

* otpabo1Ke TEXHOJIOrMH B Apolecce pa3pabOTKH H TOCTAHOBKM HORBIX
JIEKAPC [BEHHLIX CPEJIC B Ha TIPON3BULICTSO;

* [POBE/ICHMU TEXHONOMMYCCKHUX NIPOLECCOB B CEPHAHOM NPOM3BOJCTBE;

+ pa3paboTke TCXHONOIHYCCKUX WHCTPYKIMHA,

* COCTaBAeHHH HPOM3BOACTBEHHLIX MHCTPYKiMH 1o TexHuxa GesonacHo-
C1H, NPOMBIULICHHOH CAHUTAPUU M MPOTUBONIOKAPHBIM MEPONPHATHAM;

*+ pa3pabo1Ke M OCYIMECTBJIEHUH MCPOMPUATHI [0 YTHIM3aLHM OTXOAOB
IPOU3BOAC I BA, 0OC3BPCIKUBAHMIO H OHUCTKE IPOMBIIUICHHBIX CTOKOB ¥ BLIOpOCOB B
arvocepy:

*+ YCTaHOBJICHHM TEXHUKO-IKOHOMHYECKHMX HOPMATUBOB, B TOM WYMC/E
HOPM pacxo,1a ChIpba i MaTCPHAIOB;

* COC18BJEHHAM UCXOMHBIX J@HHBIX AN NPOCKTHPOBAHMSA TIPOMBILIICHHO-
10 IPOH3BOACTBA.

4 3 TexHONOrH4ecKHe PEraMeHThl MIOAPa3AesIAIO ICA Ha ClelYIOUIHe KaTero-
pHH:
1) .1a6opatopusie pernamentol (JIP);
2) onpITHO-IpoMBILILIEHHsIe pelnameHTs (OI1P);
3) nyckossie (BpeMeHHbIe) pernamen1bl ([TYP);
4) npomsiLucHHbIe pergameHTs ([TP);
JlabopaTopHblii periaMeHT - FeXHOJIOTMYECKHl JOKYMEHT, KOTOPHIM 3aBep-
A0 ICA HAYUYHDIE UCCeJOBaHHA B NaBOPAaTOPHBIX YCIOBUSX NPK pa3paboTke MeToaa
POM3BOJICTBA HOBBIX JieKapcIBeHHBIX cpencts. JlaGoparopuslil pernaMent uCloib-
3yercsa IpH NPOEKIMPOBaHUM U SKCIVTya1aliHH ONBITHO-NPOMBIIIEHHOR YCTAHOBKH,
co3sapaeMoil Jsis oTpaCorkud HOBOM TEXHONOTWH TIPOU3IBOACTBA JIEKAPCTBEHHOTO
cpeicrsa H HapaboTKH HOBOrO BEIECTBA IS KITMHUYECKMX UCIBITAHMIA.
OnBITHO-MPOMBHUIEHHBIH PErNMAMEHT - TEXHOJOTHYECKUI IOKYMEHT, KOTOPHIM
3aBepliaeTcs oTpaboTKa HOBOW TEXHOJOIMHM MIPOU3BO/CTBE NEKAPCTREHHOIO CPeHCT-
Ba Ha ONBITHO-NIPOMBILLACHNOH yeTaHoBke. OITP Henoib3yeTcs s H3rOTOBIEHHS K
MCIIBITAHHA OMbITHBIX 00pa3iios (Nap1uif) HOBBIX JIEKAPCTBEHHBIX CPEACTB B NOMY-
1IPOH3BOACTBEHHBIX YC/IOBHAX, 0TpabOTKM KaueCTBEHHBIX NOKa3atTesnei mosoro me-
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KapCIBEHHOI O CPEJCrBa, BBOAMMBIX B HOPMATHBHYIO gokyMenTauuto (PCI1, TY) a
NpH COCTABJICHHH JAaHHBIX JUIs NPOEKTUPOBAHHA IMPOMBILIIEHHOTO IPOM3BOACTBA
1osoit npoayxunun Ilpu Bourycke 1e6Gonsluia napTHi HOBOI O JIEKAPC TBEHHOIO CPE-
c18a (0T HECKROJBAHX COT 1PAMMOB 0 | KI B rO/) ¥ COAPRHCIIHH OTO1O ROJIHUYEL18a B
1EYCHHE UM TENLIIOTO NEPHOJiA A0fyChdeT1ust padota Ha octose OITI ¢ nepecvorpos
AOKyMeHTa kaxcabie 3 roja.

[TycxoBoit (BpeMeHHBIH) perjaMeHr - TEXHOJIOI H4ECKHI JOKYMEHT, Hd OCHO-
BAHHUH KOTOPOI O OLYLIEC IBAAIOT BBOJ B 9KCIUYaTaIUIO ¥ OCBOEHUE BHOBB CO 3,1aHHO-
10 NPOMBILIEHHOTO NPOH3BOACTBA JieKkapcTBEeHHOro cpeacrsa. [1yckoBoi pernavent
COCTaBJISIIOT HAa OCHOBE OIIBITHO-NPOMBILUIEHHOIO PErfaMEeHTa H MPOEKTHO#H A0KY-
MEHTalUM¥ HA TIPOU3IBOJACTBO ATOH OPOAYKUWH, a TAKKE HA OCHOBE JIEHCTBYIONIMX
MPOM3BOJCTB, B TEXHOJOIMIO KOTOPBIX BHOCSICH NPHHLMNUANBHLIE H3MEHEHHS
Cpox Ne#CTBHS NYCKOBOTO PErnaMeHTa B IIPOH 3BOACTBE — A0 3-A JeT.

[pumeyanve. B cayyae npou3BofcTBa HOBOrO JNEKAPCTBEHHOIO CPEeACTBA HA
HAMEIOUIEHCS HA TIPEANPUATHN TEXHONIOTHUECKOH CXxeme, paspa-
60Tka MYCKOBOPO periaMeHTa MOXCT ObI1b OCYMIECTBACHA 11a
OCHOBaHMH J1ab0pa1opHOTO pernaMerna

TIpoMBIINIEHHBIH perfiaMeH1 - TEeXHOJIOPHYECKHH JOKYMEHT ACHCTBYOULIEro
CEpHifHOro NMpPOU3BOJCTBA JIEKAPCTBEHHOIO cpeicTBa [IpoMblulEHHBIR perjiaMeHr
COCTaBJIFOT HA OCHOBE IYCKOBOT'O PErIaMEHTa, NOCIIE BHECEHHS B HETO H3MEHEHHNH U
JIOTOJIHEHHH, NIPUHATBIX IPH OCBOEHUH MPOU3BOACTBA

4.4. Cepuiinblii BBINYCK TOBapHOA NPOAYKUMH OCYLIECTBASEICA HA OCHOBE
MYCKOBOTO (C OTPaHHYEHHBIM CPOKOM JEHCTBHUSA) M MPOMBIIIEHHOTO PErjlaMEHTOB.
IMponyxuus, HapabatbiBaemas B npouecce OoTPaGOTKH OMLITHO-NPOMBLLIEHHOIO U
MYCKOBOrO PErNIaMEHTOB, MOMKET ObITh peaH30BaHa B YCTAHOBJEHHOM HOPSA/IKE NpH
COOTBETCTBHH €€ TPEOOBAHUAM YTBEPXACHHOH HOPMATHBHOM JOKYMEHTALHH Ha OTY
NPORYKIMIO.

4.5. Ha nipoMexyTouHsl€ NpPOAYKTHI, SBASIOUUECS B [iaHHOM TPOM3BOJICTBE
(uexe) KOHeUHO# NPOMYKUMEH, a rakiKe B CyHae MPUMCHEHHS OJIHOIO MPOMEXKYTOY-
HOTO MpOJIYKTa Il HECKONbKHX MPOM3BOACTB (HanpuMep. UMaHYKCYCHBIH dhup B
NpOH3BOACTAE BUTAMMHOB, IPOM3BOJCTBO BOABI Il MHBEKIMH, YHCTOTO BO3AYXA H
T.[ ) COCTABNAIOICH, 10 YCMOTPEHHIO N3rOTOBUTENA, CAMOCTOATENBHbIE (011€/IbHbIC)
NPOMBILICHHBIE PETIAMEHTHI.

4 6 Bo uibexaHne BOIMOMHBIX OMKOOK B NPOLECCE NMPOMBILIIEHHOIO NIPOU3-
BOJICTBA JIEKADCTBEHHLIX CPEACTB HE AOIYCKAETCH COCTABJIEHWE U YTBEPKACHHE
IPYHITOBLIX PErilaMEHTOB JaXXe B NPOU3BOJACIBE C IMPOCTHIMH TEXHOJOTHUCCKHMH
nponeccamy ¥ OAHOTUNHBIM 0BopynoBanueM (1a0NETHPOBAHME, aMIYNUpPOBAHME,
H3rOTOB/IEHHE Ma3eH, Kancys, HaCTOEK M T.I1.).

Hcxnrouenne cocTapisiioT PeryIaMEHTh!, pa3paboTaHHbIe Ha [IPOM3BOJICTBO Jie-
KapCIBEHHBIX CPEACTB OJHOIO HAWMEHOBAHWA PasHbIX A03MpoBOK (He Bo 1ee 3-x),
BLINYCKAEMBIX MO OHO¥ dapmaxoneiHol craTbe Ha OAHOTHNHOM 06OpYNOBaHMH, a
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14K)XK€ PErNaMeHTs Ha YNAKOBKY MOTOBBIX IEKaPCTBEHHBIX CPEICTB U MPOU3BOACTBO
($hacoBaHHOTO JIEKAPCTBEHHOTO PACTUTENLHOIO CHIPbs (Tpasa, UBCTKH, KOPHH H T.1.)
(1e 6onee 3-x). Honyckaercs cocTaBlaeHUe MPOMBILIIEHHOrO perjlaMeHTa ¢ BKJOYe-
HHEM HECKOJIbKMX TEXHOIOIMYECKMX JIMHME OMHOTHIHOrO 00opyAOBaHusA NMPH TIPO-
CTBIX TEXHOJOIHUYECKUX NPOLECCaX MPOU3BOACTBA OJHOTO BUAA MPONYKLUH, BBITYC-
KaeMoro [0 OJHOH TexHonoruyeckoil cxeme. B 3toM ciyuae Ha kaxabili npernapar
JIOJDKHBY pa3pabaTeiBaTLCA OTAC/BHEIE TEXHONOTHYECKHE MHCTPYKLIHH.

4.7. Tpe6oBaHHs1 TEXHOJOrHYECKOTO perjiamMeHTa NOJDKHBLI o0ecreyHBaTh 3a-
J@HHOE KaueCTBO BBIIYCKAGMOH NPOXYKUHH, ONTHUMANBHBIA TEXHONMOTHYECKHH pe-
UM, PAUMOHAIBLHOE HCIOAb30BAaHHE MATEPHANBHEIX, TOIUTHBHO-3HEPreTHYECKHX U
TPYIOBbIX PECYPCOB, NPaBAIBHYIO SKCIUTYaTALMIO W COXPAaHHOCTb 000OpynOBaHus,
HCKJIOYEHNe BO3MOXCHOCTH BO3HHKHOBEHHWS aBapuii ¥ 3arpa3HeHMst OKpyXXarouiei
cpensl, 6e3011aCHOCTh BEIEHUA NPOM3BOACTBEHHOTO npoLecca.

4.8. HopMel v tpeboBanus, BKIOYAEMbIE B TEXHOJIOTHUECKHE DETIAMEHTh
JOJIKHBI COOTBETCTBOBATHL 3aKoHoAatebLeTBy PD ("O HapkoTHyeckux cpeacrsax M
neuxotpounslx sewecrsax” or 08.01.98 N3-®3, "O nekapcrBeHHBIX cpeacTBax” oT
22.06.98 N86-®3, "O npombluiieHHOH 0€301IaCHOCTH OIACHBIX MPOMU3BOACTBEHHBIX
o6bextoB"” 0120.06.97 1. Ne 116-03), HopMam U TpeboBaHHAM AEHCTBYIOLIMX MEX-
OlpacieBbIX JOKYMEHTOB: CTaHAapToB, GapmakoneiHbix craTedl NpemnpuATHa
(OCII), rexunyeckux ycnosuit (TY), ctpourensusix HopM # nipasun (CHwulI), npa-
BuJI yc1poficTBa aaekTpoycTanoBok ([1Y3), upasun u Hopm I'ocynapcTeenHoit cuc-
1embs obecnedenna eauncrna usmepennii ([CH), Focroprexuausopa Poccuu s apy-
THX HOPMATUBHBIX JOKYMEHTOB, JeHCTBHE KOTOPBIX PacTpOCTPaHAETCH Ha NPOM3-
BOJCTBO JIEKAPCTBEHHBIX CPCACTB, B TOM YHCJIE B COOTBETCTBHH ¢ TPeOOBaHHUIMH Op-
ranos MBJT 1 peXXUMHBIX IPOU3BOJICTB.

4.9. [TpoeKTh! TEXHONOIMYECKHX DPerjiaMeHTOB NOJDKHLI NPOXOAWTH HAyHHO-
1EXHHYECKYIO IKCHCPTH3Y Ha COOTBETCTBUE TpeOOBaHMIM NEHCTBYIOMUX MEXOTpac-
JEBbIX HOPMATHBHLIX AOKYMEHTOB, NMpaBHA ¥ HOPM MO TeXHuke 6e30MacHOCTH M
{IPOMBIUIIEHHON CaHWTApHH, & TAKOKE HA COOTBETCTBHE OPraHM3alHU MPOH3BOACTRA
M KOHTPOJIS Ka4ecTBa JEKapCTBEHHBIX cpeacTs Tpebosanuam GMP no OCT 42-510-
98. DKcrepTHia N0JKHA OCYHIECTBAATHCH BEAYUIMMHM OpraHU3aLaMH 1O 3aKper-
aeutsim vanpasnciuav gesreassocta (punosxetue A).

4.10. Cobnoneune seex Tpebonanmii TEXHONIOrMYECKOIO PErIaMeHTa SIBJSeTCs
o0s3areabHbIM.

Jlnua, BUHOBHBIE B HAPYIIEHHH AEHCTBYIOIETO TEXHONIOIHYECKOTO pernameH-
14, NPUBJEKAIOTCA K AMCUMIUIMHAPHOR OTBETCTBEHHOCTH, €C/IM MOCAENCTBHS 3TOr0
HapyuieHus He TpeOyloT NPUMEHEHHA K 3THM JIMLAM HHOTO HAKAa3aHUS B COOTBETCT-
BHM C IeHCTBYIOUIHM 3aKOHOAATeNLCTBOM Poccuiickoit Qenepaumu.

Il
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5. Coprepixanue pernamenra

5.1. IIpomeiuinenHsi pernaMeHt.

[NpombiniieHHbI perNaMeHT AOJDKEH COCTOATS U3 CAEAYIOIHX Pa3jesioB:
* XapaKTepUCTHKA FOTOBOTO MPOAYKTa;

* XuMuyeckas cxema TIpOXU3BOACTBA,

TEXHOJIOTMYECKAs CXeMa [POU3BOJICTBA;

annaparypHas cxema IpoH3BOACTBA U cnielrpuKalus 000pyA0BaHHUS;
XapaKTEPHCTHKA ChIPES, BCTIOMOraTe/IbBHbIX MATEPHA/IOB U NOJIYIPOAYKTOB;
H3NOKCHHUE TEXHOJIOTMYECKOT0 npouecca;

MaTepuanbHelii banaHc;

nepepabotka 1 06e3BpeKUBAHNE OTXOAOB NPOU3BOICTEA;

KOHTPOJIb PO1I3BOACTRA;

GesonacHas HKCIUTyaTaLMs IPOM3BOJICTBA;

OXpaHa OKPYXAaIOILEH Cpeibl;

nepedYeHb NPOU3BOACTBEHHBIX UHCTPYKLHA;

TEXHHKO-)KOHOMHYECKHE HOPMATUBLE;

nHGOPMaLIHOHHBIE MAaTEPUabL,

L 2 NN N I N 2 N 2 N 2 A

6. XapaKTepUuCTHKA roTOBOH HPOLYKUHH NPOUIBOACTBA,

XapakrepucTika roToBoii NPoAYKUAM 11POU3BOJCTBA JOKHA COUCPIKATE:
* HauMCHOBAHWE NPOAYKLHMY;
* Kareropuro d HOMEP AeCTRYIOWErO HOPMATUBHOFO IOKYMEHTA U perucrpa-
UMOHHbIH HOMeED;
* OCHOBHO€ Ha3Ha4Y€HHE MPOLYKLHH;
* KpaTKOE O{IMCAHHE BHCLIHErO BUJA U NOTPEBUTE/ILCKHX CBORCTB MPOAYKLUMH;
* HopMmaTUBHBIC TPEOOBAHMS K YIAKOBKE, MAPKUPOBKE. TPAHCTIOPTUPOBAHUIO,
YCIOBHSIM XpaHCHUS;
* CPOK FOAHOCTH.
HaumeHoBaHHEe NPOMYKLHMH JODKHO COOTBETCTBOBATH YKa3aHHOMY B HOPMa-
THBHOM NOKYMEHTE.
OCHOBHOE Ha3zHAYEHHE MPOAYKIIHH JODKHO COAEPIATD:
* KaTeropHIO NpoAYKUMH: cyOCTaHLMs, rotoBas JeKapcTBeHHas ¢opma, ro-
AYNpOAYKT, roCyAapcTBeHblif cTanaapTHbtil obpasey 1 T.1L.;
*+ hapMakKonoOTHUECKHE CBOMCTBA (KPaTKO);
* [I0Ka3aHWsl K TPUMEHEHHIO (KPaTKO);
* OCHOBHOE Ha3HAYEHHME NPONYKUHUH, KOTOpas HE ABJIACTCH JEKAPCTBEHHBIM
cpencTBoM (KpaTko).
Jins TOTOBBIX NEKAapCTBEHHbIX POPM ClEAYET NPUBECTH COCTAB: AAA OAHOAO-
3o0B0# NekdopMbl — Ha 1 Tabnerky, kancyny u T.N., A MHOrog030BO# nekdopmbl —
CHPOIIBI, Kary, Ma3H B Ty0ax d T. 1. — Ha OAHY YMAKOBKY.
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IIpumeuanye. He peckomeHgyeTcs B ONMCaHHK NPUBOANTL MOKA3ATENAN TEXHU-
YECKHX XapaKTEPHMCTHK, €C/IH OTCYTCTBYIOT HOPMATHBHBIE JOKY-
MEHTHI Ha OMpe/ieNIeHHE ITUX foKasaTeaeH.

Tpebosanks K yrnakoBKe, MapKUPOBKE. TPAHCIIOPTHPOBAHHIO, YCIOBHAM Xpa-
HCHMSL M CPOKAM FOMHOCTH Npernaparta [4OHKHB! COOTBETCTBOBATL HOPMATHBHOM HO-
KyMEHTAUMH H, B YacTHOCTH, MY 9467-015-05749470-98 "MeToandeckue yka3auus.
I'paduueckoe odopmienue nekapcrrentbix cpescrs. Obwwe 1peGosanus.” 1 MY
64-801-00 "Opraunzauus npolecca yNaKOBKH JeKapCTBEHHBIX cpeactB. OCHOBHbIE
nosioxeHus ¥ tpebopanus”,

7. XuMHuyeckas cxeMa NPoU3BOACTBA.

D101 pa3nesn cOCTABNAKOT i MPOU3BOACTB, BKIIOYAIOUIHX XUMHUUECKHE Mpe-
BPAWIEHHMS, M H3NA1AIOT €r0 B BHAE CXEMBI OCHOBHBIX XHMMUYECKMX MpeBpalleHuH
CTPYKTY PULIMH XUMHHECKUMY GOPMYSIAMH [OCJIEAOBATENBHO 110 XOAY TEXHOIOTHYE-
cKoTo fpouecca. Xumuueckue GopMyJbl BeLECTB, KOTOPbIE HE BBIACNAIOTCA B MpO-
Lecce NPOM3BOACTBRE, LIPUBOJIAT B KBajpaTHbIX ckoOkax. IMocnenoBarensHocts npe-
BpalleHHl pekoMeHayeTcss H300paKkalb BEPTHKAILHHIMM M TOPH30OHTAJBHBIMH
cTpelikaMid Meway ¢dopMynamH (B 3aBHCHMOCTH OT pacrionoxeHus cxemsi). Han
crpenkoil (WK c/leBa OT Hee) YKa3bIBalOTCA XUMudeckue hopMynsl BBOJUMBIX B pe-
4KUHIO BELIECTB, & MOoJl CTPEJKOiH (MM CIpaBa OT Hee) yKa3blBatOT YCIOBHEIM 000-
3HaueHueM 0c0o00 BaKHBIC YCJIOBHSA [TPOBEJEHUS XUMHUEcKOH peakunu (obosHaue-
HUe Ka1aau3aTopa B KBaJpaTHLIX cKoOKax, Temmeparypel, nasieuus, pH cpensi u
Ap.) H BBIXOJl BELUECTB B MpolLeHTax or Teopernteckoro. [lox cTpykrypHoit xuMnye-
cxoil GopMynoit yKa3slBAIOT HA3BAHME POAYKTA M €r0 OTHOCHTENBHYIO MONEKYNsp-
HY1O Maccy.

[Tpumep H300paxeH!s XMMHUECKON CXeMBI NPOU3BOACIBA NPHBEACH B NPUJIO-
xeuuu b

8. Texnoornueckast cxeMa NPoOH3BOACTBA.

Texuonoruyeckas cxeMa [POW3BOACTBA JODKHA HAMSAAHO (rpadUuecKy B BU~
Ae Gnok-cxeMsl) oroGpaxars NOCHEN0BAaTENBHOCTh BBINONHEHHUT PaboT B JaHHOM
POM3IBOJCTBE C (OAPA3JCIEHHEM HX 110 CTAAMSM ¥ OMEPAlHiM TeXHONOTHYECKOro
1poiiecca, YKazaHHeM OCHOBHbIX MaTEpHANbHBIX KOMMYHUKalHH (rocTymiedne chbl-
Phbsi, XHMHKATOB, 11QJIYMEHHUE [IPOMEXYIOUHBIX MPOAYKTOB) W MecT 00pa3oBaHus OT-
XOUOB, CTO4HBIX BOA, BBIOpocOB B arMocdepy, CHCTEM OMHCTKH H yTHAn3aund. Tex-
HO.I0I HYEeCKaA onepauml H?OGPH)KHQTCX OraeabHO € yKa3aHPlCM npuuannemriocrn K
OllpﬁlleJleHHOﬁ CTaauu,

Kaxaas cragus u onepauys A0JDKHA XapaKTepH30BaTbCs HaHMEHOBAHHEM H
0003HAYAIONIUM UX HHICKCOM, COCTOAMMM U3 YCNOBHOrO 0003HAYEHHS U NOPSIKO-
soro HoMepa. Hymepauus ctapuif ocyluecTBnseTcs B NOpsifike MX BHIMIOJIHEHUA MO
X0/1y TeXHOJNIOIHYECKOro Npouecca, HaYNHAS ¢ NOCTYIUIEHUS U MOATOTOBKU CHIPEA H
KOHYas 01Tpy3KOH 10TOBOH NPOAYKLUH.

lipumep. Cranus 2 , onepauun: 2.1.,2.2.,.....2.6.
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B rexHonoruyeckoil cxeme NOHKHBI MCIONB30BATHCA CleAyoUHe 0603HaYe-
HHs cTaauif:

1) “BP” — cTamuu scriomoraTensHeix pabor;

2) “TT1” — cTaauM OCHOBHOTO TEXHOJIOMMUYECKOTO IpoLecca

3) “I10” — crapuu nepepabOTKH OTXOLOB;

4) “ObO” - craguy 06e3BpeKUBaHHA OTXOJOB;

5) “ObB” - ctaguu o6e3BpexXHBAHUI TEXHOJNOIUUECKHX W BEHTHIIA LHOHHBIX

BeIOpOCOB B atMocdepy;
6) “YMO” - craguu ynakoBLIBaHHUS, MapKUPOBAHHA U OTTPY3KH COTOBOro
NpoxyKra.

Ecau acnomoratesibHble paboThl (pacTBOPEHHE H CYMIKA CHIPbS. MPUIOTOBIIEC-
HHE PACTBOPOB 3a4aHHOH KOHUEHTPALMM H T.N.) OCYLIECTRIAIOT B OTAEIbHOM 060-
PYJAOBaHWK AN OFHOH CTafMHM OCHOBHOTO TEXHOJIOTHYECKOro MpOLEcca, TO TaKHE
BCTIOMOTATENbHbIE paboThi BKAOYAOT B ITY CTAAMIO OCHOBHOTO TEXHONOTHYECKOrO
npoiiecca. Beniomoratensuere paboTs!, ocyllecTBAAEMBbIC B OTAENIbHOM obopynosa-
HUH JUIST HCCKOJILKHX CTaiMid 0/1HOr0 LIPOM3BOJICTBA MIIH HECCKOALKHX NPOH3BOACTS,
BBIACIIAOT B CAMOCTOSATEIBHBLIC CTAAHH BCMOMOMaTC/bHLIX padoT (HanpuMmep, pUro-
TOBJICHHE 00ECCONECHHOR BOABI, pACTBOPOB KHUCAOT MITK 1eNioHel ¢ 3a/jaHHOH KOH-
ueHTpanueit A Bcero Uexa M T.IL.).

Ecnn nepepaboTia OTXOMOB WIH UX 06e3BPEKMBAHKHE OCYLIECTBIASIOTCH Kak
CAMOCTOSTENIbHBIE pabOTHl, OHH MOTYT HE BIJNHOYATHCH B TEXHOJOTHYECKYIO CXEMY
npou3BOACTBA. B jauuom ciyuae Ha TEXHOJOFMYECKOH CxeMe yKa3biBaercs Crpei-
KO#, Ky/1a NOCTYnaioT OTX0sl Ha nepepaborky (obe3Bpexxusanue).

®opma ¢ yci0BHbIE H30OPAKEHHS, UCMOH30BAHHDIE IIPH OPOPMIICHHH TEXHO-
JIOTHYECKOHN CXEMBI, IIPUBEXEHB! B NIPUIOKEHUY B,

Ipumeyanue. [To ananoruu ¢ APUBEAECHHOHA CXeMOil TAGIECTUPOBAHUA JOMKHBL

BLITTOJIHATECH TEXHONOIHYECKHE CXEMBI U LIl XUMHUYECKUX NpO-~
H3BOJICTB.

9. AnnapatypHas cXxeMa NPOH3BOACTBA U cneuudukauuna oGopy/ioBanis.

9.1. OroT pazaen JOMKEH COCTOATE U3 YepTe)ka annapaTypHOH CXeMbl MPOH3-
BOACTBA M crnieuuUKALHY 0B60pyn0BaHHs, 3aKPETUICHHOrO 32 JaHHbIM NPOH3BOACT-
BoM. Yeprex anmapaTypHOMl CXeMBl JO/DKEH YETKO NOKA3blBATh BCE TEXHOMOTHME-
ckoe oDopypoBaHHe, BKIIOYAs BCHOMOraTe/NbHOE (XpaHWIMINA-COOPHHKH, MEPHUKH,
TennooOMeHHbIEe 1 YIABIABAIOILME aNNapaThl, aBapHiiHbie €MKOCTH, HAacOChl, KOM-
IpeccopBl, CrIELMUaNbHbIE TPAHCTIOPTHBIE NPUCTIOCOONCHUS U T.1.).

O6opymoBaHHE, HCIIONB3YEMOE B HECKONBKHX IIPOM3BOACTBAX NMPEANPUATHS, B
annapaTtypHo# cxeme He npusoaurcs. (IlpuMep: cknaackue eMKOCTH LIEXa MITH 3aBO-
A2, IEHTPAIU30BaHHbIC CTAIHM ANA [ONYYEHHA HHEPTHOIO rasa, BOAOPOAA, KMCIIO-
pona u T.4.). B oTOM crydae Ha YepTeXkEe HAHOCHT CTPEIKY ¢ HAAMMCHIO, OTKyAa no-
CTY[ACT CLIPbE, CKATLI BO3AYX, A30T H T.IL.

9.2. B 1¢XHOJIOIHYECKUX NIpoLieccaXx ¢ GONBIUMM YHCIOM NPHMEHSEMOro 060-
PyAoBaHHs K CPE/ICTB W3MEPEHHH annaparypHBIE CXeMbl AOIYCKAeTCs BHIUCPUHBATH
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1T KKROH Craun OTACNbHO, He pa3phlBas HHASKCALHUIO.

9.3. O6opynoBaHHe u cpeCcTBa U3MepeHU H306pa}aAIOT U HYMEPYIOT Ha Yep-
LeXKe B 110C/Ne0BATE IbHOCTH, oToOpaxaloniei Xoi TEXHOJOrH4YecKoro npouecca. B
cllyyae UCIob30BaHHA COBMEIECHHBIX CXEM paspeluaeTca o60CHOBaHHEIH pa3peis B
Hymepauun. YciaosHeie 0603HaueHHA 000py0BaHUA H CPEJCTB U3MEPEHUH KOJIKHBI
COOTBETCTBOBATh cTanzaptam EauHO#M cHcTeMBl KOHCTPYKTOPCKOH JOKyMEHTALMH
(ECK/I). B cny4ae OTCYTCTBHS CTAaHAAPTHOTO YCIOBHOFO rpaduueckoro obosHaye-
Hus Kakoro-subo oGopyaoBaHHA HCMOJB3YETCA TIPOM3BONILHOE 0003HAYEHHE 10 BO3-
MOXKHOCTH € 0TOOpakeHHEM KOHCTPYKTHBHBIX OCOOEHHOCTENH M3/IeNNst B KOHTYPHOM
u3006paskeHNH BEPTHKANBHON MIOCKOCTH.

9.4, Ha yeprexxe arnnaparypHoii cXxemsl NMPOM3BOACTBA AOJDKHBI ObITE M306pa-
eubl MaTepualiblibie TPyGOpoBosl, a Takke Apyrue BUAsl Tpy6onpoBonos, anma-
palypa u (IpCIOXpaiuTesibHble YCTPOHCTBA, KOTOPHIE HMEIOT CYLIECTBEHHOE 3Haue-
HME JUIs NMPABHIILHOTO M 6e3011acHOI0 BEAEHHS TEXHONOTHYECKOro npouecca, BHOCH-
Mbi€ M3MEHCHMS 110 KOTODPBIM JIOJDKHBI OQOPMIIATECA KaK M3MEHSHHS PEriaMeHTa.
Mecra nogaud B annapar napa, C)Katoro BO3fyXa M T.N. 0003HauyaloT YCIOBHBIMH
INAYKAMH.

9.5. Ha anpapatax u TpyOonpoBoJiax MOKa3pIBAIOT BCE KOHTPOIBLHO-
u3MepurennHsle pubopst u cuctemy asromatusaumu (KUICA). [Ipu HeoOxonu-
MOCTH YKa3blBAlOT Taloke MecTa otOopa npof Juis aHaiM30B ¢ LEnblo obecneueHns
Ha/IeXXHOTO KOHTPOJIS M ynpaBjleHHst TEXHONOTHYECKHM npoueccoM. Ha anmapatyp-
HBIX CXEMaX HA MMNYJMBCHBIX JNMHHAX K rpaduyeckum wusobpaxeuuam mpubopos
ciesyet ykasbiBaTb paboude 3HadeHHs u3MepsieMbIX HapaMeTpos. YcnosHbie 06o-
3Ha4eHHs ¥ pasmep rpapuueckux u300paxueHuii MPHOOPOs MOMKHEI COOTBETCTBO-
Barb 1pebosaunsam [OCT 21.404-85.

9.6. Ha ueprexe HajJ OCHOBHOH HaJICBIO JONYCKAETCA NPUBOAUTE NEPEUYEHD
obopyaosanus v npubopos, H300pakeHHBIX Ha JAHHOM yepTexe, no gopme Tadu. 1.

Tabanoa 1
00o3HaueHue HaumeHnoBauue Konuyectso [pumeyanue
I 2 3 4

9.7. Benomocts cnenrdukauuit obopynoranus, KUITMCA ¢ ux TexHHYECKHMH
XapaKTepHCTHKAMHU HpUBOASTCS no $popme Tabir.2,

Tabnuua 2
0O60- Hanm | Konn- | Marepuan Texunue- Perucrpaumonnbiit Homep
3Haye- | eHOBa- | yecTBO | paboueif 30- | ckas xapak-
HHe HHE eaMHuL, | Hel, cnoco® | TepHCTHKA
3aULUTBI
1 2 3 4 5 6
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B rpade | ykaspiBaeTcs nosuuus oGopyaoBaHus win npubopa ro annapatyp-
HoH cxeme.

B rpade 2 npusomaT HanmesoBanue oGopynosanus, KUIMHCA, coorsercr-
BYIOIICC JICHCTBYIOWIEMY HOPMATHBHOMY ZOKYMEHTY.

KoMIUIeKTHBIE YCTAHOBKH, HaNpUMep, AN pekTHHKALMH, MONeKyaspHoH
RHCTHIINAUMH, BAKYyM-BBITIAapKH, ODECCONHMBAHHS BOJbI, CYWKM TPAHyIASTa ¥ T.[.
MPUBOXATCA B OJHOH MO3HLUMM C MOCHACAYIOUIMM NEPCYMCICHHEM HAUMCHOBAIIMWi
KOMIUIEKTYIONIMX. U3JENUH, BXOAALINAX B 3Ty YCTAHOBKY.

B rpade 4 ofo3uauator marepuan paboueit 30Hb 000pYNOBAHUA H CpeicTBa
H3MepeHus (AaT4uKa), T.€. TeX JacTed 0OOpPYAOBaHUA U CPENCTBA M3MEPEHHs, KOTO-
phi€ UMEIOT HCHOCpC)J,CTBeHHblﬁ KOHTAKT C BELIECTBaAMH, PEAKUOHHBIMM MaCCaMH
WY NPOAYKTaMH, BBUACTSIIOUUMHUCS B POLIECCE NIPOH3BOACTBA.

Ecnm B paboucif 30He HCHONB3YETCA AaHTHKOPPO3UOHHAS 3aHIHTA, NPUBOISAT
KPATKYIO XapaKTepUCTHKY ITOMN 3aIWTHI.

B rpade 5 ykassiBaror: Jyisi CTaHAAPTHOrO 0BOPYAOBaHMS H CPEACTB H3Mepe-
Hui - 0603HauUCHHE HOPMAaTHUBHON NOKYMEHTALMH, THM, MapKy MM mudp; /s He-
CTAHAAPTHOTIO - HOMEP HepTexa, HAUMEHOBaAHHE OpraHn3alKK, paspaboTaBiuei 0 u3-
roToBUBLIEH 060pYyAOBaHHE; UMIIOPTHOTrO - MapKy, WKbp, HaHMeHoBaHHEe HUPMB! U
CTpaHbl NOCTaBLIMKA. 3aTEM MPUBOLAT KPATKYIO TEXHHUYECKYIO XapaKTEPUCTUKY 000-
PYAOBaHHA M CPEeJCTBA H3MEPEHUA C YKA3aHHEM HaJU4Hs CEPTHPUKATOB HAa HUX H C
yKa3aHUEM UCTIONHEHHUS 3IEKTPOABHIATENEH MO YPOBHIO B3PBIBO3ALLUTEL.

Jns oTaensHelx rpynn ofopynoBaHHS M CPEACTB U3MEPEHHi peKOMEHAyeTCs
TNPABOJAUTE CIEAYIOLIHE NAHHEIE:

1) nag XpaHUIHIL-COOPHUKOB 1 MEPHHKOB - BUI (OCOOEHHOCTH KOHCTPYKIHH),
BMECTHMOCTD, Criocod mpueMa NpoAykTa (3ajdB, 3af0JHEHHE IO BaKyyMOM, 3aKa-
u¥BaHHUE HACOCOM H T.IL.), CnOcob nepenayd NPOAYyKTa B Apyro# annapar (cmyck ca-
MOTEKOM, TepeaBIMBaHUE CIKATHIM FA30M M T.I.); €CIIM COCYAB! pabOTAIOT MO AaBs-
NeHHeM, yKa3blBaioT pabouee JaBlCHUE; BUI CMOTPOBOIO MM MEPHOTO NPUCMOCO0-
nenus. Ecii puis n3aMepeHus: NocTyNaiowwKX B aniapaT #i/(KocTed BMECTO MEPHHKA
HCIOJIL3YIOT 8BTOMATHYECKOE YCTPOHCTBO, CMOHTHPOBaHHOE HEIIOCPEACTBEHHO Ha
TpyGONpPOBOAE, TO B XapAKTEPHUCTHKE TAKUIO YCTPOUCTBA NPUBOAAT MPOU3BOJIUTEND-
HOCTH U rabapuTHBIE pa3Mepsl;

2) pns aBTOKJIABOB, PeaKTOpPOB, BEIMApHBIX anMapartoB — BUA peaktopa (oco-
6eHHOCTh KOHCTPYKLMH), pabouee HaBieHHE, BMECTUMOCTH (/IS anmapaToB Herpe-
PBIBHOTO JEHCTBUSA - POU3BOAUTENLHOCTS), CMIOCOO HarpeBa WM OXTaXNICHHS C yKa-
3aHMEM TUIOUIA/IY MOBEPXHOCTH TEMIOOOMEHA UMM crocoba U3MEPEHHS TeMIiepaTy-
Pl, BUI ¥ 4aCTOTA RPAILEHHS MELIAJIKY;

3) ans rennoobMeHHMKOB (Harpesarenell U XOJIOJMIIBHUKOB) — BHJ KOHCTPYK-
My (3MEEeBUKOBBIH, TpyOuarhiif, “Tpy6a B Tpy6e”, nnacTHHYATHIA M T.M.), NOBEpX-
HOCTh Teruoo6MeHa;

4) nna GuabTpoBaNbHON annapaTypsl — KOHCTPYKUWIO QHabTpa, duistpyro-
wyii MaTepuan, miowans QUasTpyoluei MOBEPXHOCTH, MaKCHManbHas Macca (00b-
eM) OTQUILTPOBAHHOrO NpPOAYKTa (Ocajka), MPOU3BOAUTENSHOCTDE A (QuibTPOB
HETPEPBIBHOIO ICHCTBHS;
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5) Ana pexTHPUKALMOHHBIX KOJOHH — BUJL KOHCTPYKNUM (TapenbyaThie, Haca-
JOYHbIE, POTALMOHBHbBIC U T.A., IEPHOJHYECKOTO HIN HENPEPHIBHOTO AEHCTBUS), BbI-
cOTa, IHAMETP, YHCAO i GOPMa T2PENOK A TAPEAbYaThIX KOMOHH; AHAMETP, BbICO-
Ta, cliocob oOpa3oBaHus MICHKH JUIA MACHOUHBIX KONOHH, Crlocod Harpesa M OXnax-
[IEHUA € yKa3aHHeM MOBEPXHOCTH TeryiooOMena, paboyero AaBlieHus;

6) AN CYWIMIOK - BWA KOHCTPYKUMM (KaMepHas, BajKoBas, BaKyymHas,
LCEeBAOKUITALGMM CJIOEM, PaclbUIMTENbHas U T.IL.), criocob Harpesa W IVIOWafb [O-
BCPXHOCTH Harpesa, C110co0 3arpy3KkH U BeIrpy3KH, rabapuTHsie pa3Mephl;

7) st pa3MoiibHOro 000pYNOBaHMS - KOHCTPYKLIHS, NPOH3BOLUTENBHOCTD,
¢110c06 3arpy3ku W BbIpy3KH, rabapurHbie pa3sMepsl; npucriocoblienne 1Mo npeaoT-
BPALLEHHIO NbLIEBBIICIEHHS;

8) Ans BCIOMOraTejbHONO CTaHAApTHOTO OGOPYNOBaHMS — KOMIIPECCOPOB,
BOYLYXOLyBOK, HaCOCOB /Ul TPAaHCIIOPTUPOBAHVA NPOJYKTA, BAKYYMHBIX HacOCOB,
060pYROBAHHA XOJO/IRTIBHBIX YCTAHOBOK — TUI {(0COGEHHOCTH KOHCTPYKLHR), HANOP;

9) ana obopyAoBaHHs, 1IPUMEHSEMOrO HA YYacTKaX H3rOTOBJICHHUS TOTOBBIX
(opM NeKapcTBEHHOro CPEICTBa - TabNETOK, APAXKE, aMMyN U T.M., a TaKKe [t da-
COBKH W YNaKOBKH MPOAYKLMM — THII, MapKa, NPOH3BOJUTENILHOCTD;

10) IR KOHTPONBHO-H3MEPHTEABHBIX U PErYAUpYrOiuX Npubopos - THA (BUA
peryJiMpoBaHus), AHANA30H U3MEPEHUH, KJIACC TOYHOCTH, OCOOEHHOCTH HCIOIHEHHMA
npubopa u ero paboTsi;

[lpumeuanue. JonyckaeTcst Jji1 MHOrOKPATHO MCHONIB3YEMBbIX B AaHHOM NPOM3BOJ-
CTBE CEpHHHBIX KOHTPOALHO-HIMEPUTENBHBIX NMPUOOPOB NMPHBOAKTH
OTAENBHYIO clielPHKALHIO TaKHX NPUOOPOB C yKAa3aHMEM MX YCIIOB-
HBIX 0003HaueHu# Oe3 HymepaiuH 3TUX npubopos Ha cxeMax.

11} ans TpaHCHOPTHBIX NPHCNIOCOONEHHH — KOHCTPYKUHA, MPOH3BOLHTEb-
HOCTB;

12) aas 31eKTPUYECKMX U 3EKTPHPHIIMPOBAHHEIX alnapaTos U npHOGOpoB, yo-
1aHABAMBAEMBIX B OMOKaX BCEX KATEropui B3pHIBOOMACHOCTH, B rpade 5 HeoOxonu-
MO JIONIONHUTENBLHO YKA3biBATh MCIIOJIHEHHE M3AE/UA TIO B3PHIBO3ALIUTE;

13) nns nabopaToOpHBIX CPENCTB M3MEPEHUH, MPUMEHAEMBIX B XO/I€ TEXHONO-
rMYECKOTOo MPOLECca — THIT, AMANa30H M3MEPEHHUi, OrpelnHoCTh n3MepeHuil (Kacc
TOYHOCTH), 0COOEHHOCTH KCILTYaTaUUH,

10. Xapaxkrepucruka cpipoesi, BCHOMOraTeALHbIX MATEPHANOB,
HOJIyRPOAYKTOB.

DTOT pasjien J0IDKCH COAEPXKaTh JaHHbIE, periaMeHTHpYoiHe TpeSoBanmsa K
KayecTBy Chipbsl, MAaTEPHajOB W TONYNPOJYKTOB, NIPHMEHSEMbIX B JIAHHOM NPOM3-
BojictBe. Collepxkanne pasneia npuBogMtes o gpopme tadn. 3.

Tabnuua 3
Haunmeno- | Obo3nauenne | Copr mun | [lokazatenu, obs3atens- | [Ipumedanue
BaHHE HA APTHKYJ | HBIE [ MPOBEPKH
1 2 3 4 5 B
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HaumeHoBaHye Cblpbs TNPUBOAAT B alihaBUTHOM NOPAAKE C MOAPA3AENCHHEM
Ha cnepytouue rpynmnsl: "A" — OCHOBHOE Chiphe W "B" — BcromorarensHoe Chipbe. B
pynny "A" BKIO4aIOT BCE BHABI CBIPbA M [10JIYNPOAYKTOB, NONyYaeMble U3BHE jUls
J2HHOTO TIPOM3BOACTRA, B T.4. U3 APYTHX UEXOB MPEAUPHATHS, H BORY U TEXHONO-
rHYecKuX Hyxa. B rpynmy "B" BxkmiodaroT CeIpse, MaTepualbl H KOMIUIEKTYIOUIHE
M3/IC/IUA, TPUMEHsAEMblE B TEXHOJIOMMYECKOM [IPOLECCE KAK BCAOMOTATENbHbIE
(punbTpel, yNakoBka, a TAKKE MOIOIHE U AE3UHGHUMPYIOUHE PACTBOPBI, HCHOb-
3yeMmbie Npu caruTapHoit 06paboTke noMemeHnH, obopy/0Banus U NepcoHana).

B rpady 4 BxmoualoT 0CHOBHbIE MOKA3aTeNH Ka4ecTBa, KOTOPhIE HE38BUCHMO
OT HAJIMYKA [aclopTa NOCTABIIMKA, NOANEHKAT NPOBEPKE NEpell UCMOJb30BAHUEM B
npoussoacTee. Bece noxasarenu, Bkmowaemble B Tabaudiy, NpUBOAATCS C AOMYCTH-
MBIMH OTKJIOHEeHHAMH. J{na cyOcTaHUMA ¥ BCIOMOraTENbHbIX BEWECTB, BXOAALINX B
COCTAB JIEKAPCTBEHHBIX (OPM, rIoKasaTeNAMH, 00S3aTEIbHBIMK JJIS TPOBEPKH, ABJIA-
F0TCA MHKPOOMOJIOTHYECKAs HHCTOTA, CTEPHILHOCTh, COAEPIKaHME MEXAHHYECKHX
BKJHOYEHHH, anuporeHHoCTs (JUig cyOcTaHiMid, HC110)Ib3YEMBIX B IPOH3BOACTBE HHB-
eKLIMOHHKIX PacTBOPOB).

HopMbt MUKpOOHONOTHUECKOH WHCTOTL Ul PasiblX KAaTCrOpHH NexapCTBeH-
HBIX CPEJCTB, CyOCTaHUMIA W BCIOMOrATENIbHbLIX MaTepHanoB ycTaHosaeHs: HMamene-
Huem Ne 2 ot 29.10.01 r. x ct. 187 I'® XI Buin. 2 "MeToabl MUKPOOUONOrHYECKOTO
KOHTPOJIS JIEKAPCTBEHHBIX CPpeACTB". B aTOM JOKYMEHTE IS KXot u3 8 kareropuit
OTPaHHYEHO COACpKAHME adpoOHBIX BaKkTepHil, APOMOKEBBIX If MIECHEBBIX rpuOOB, a
TAKIKE NATOrCHHLIX U ApP. KUleuHbiX Oaxrepuil.

B rpade 5 pexomenyercs yka3biBaTh, Uit IPOM3BOACTBA KAKHX [1OIYNPOAYK-
TOB MCHOJIB3YETCS AuHHBIH BHJ CBIPBA.

KauecTBO nonyuaeMsix MOJYNPOAYKTOB, MEpelaBacMblX M3 ueXa B LiEX WIH
HapabaTbLIBaEMBIX B 1E/AX HAKOIUIEHUA I MPOBEJCHMs ChelyioneH TeXHonornye-
CKOH CTafiMH, JOHKHO PETIAMEHTHPOBATLCA cTan/iapramu npeanpustus (CTIT).

[lepederb NMPOMEXYTOUHBIX MPOAYKTOB, MOJNYYACMKIX B NPOM3BOACTEE, MpH-
soauTCs Mo dopme tabnnust 4.

Tabnuua 4
Haumenosanue npome- | O6o3nayenune| HopmaTtususie Craaus, onepaius
XYTOYHOIO NPOAYKTa CTi1 TpeboBaHus TJE MPOU3- | I/IC HCIOJb-
BOAMTCA 3yeTcs
1 2 3 4 5
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11. H3i10%eHIe TeXHOJIOrHSeCKOro npouecca.

11.1. TexHOJIOrMUYECKHI 1TPOLIECC M3IATAIOT MOCJIEAOBATENLIO NO CTAAUNM C
YUYETOM MPOBEICHHs Onepaluii, B TOYHOM COOTBETCTBHM C TEXHOJIOTHYECKOH U an-
11apaTypHOi cXeMaMH pOU3BOJCTBA.

Texct nomkeH coaepxaTsh Bee HeoOXoauMple JaHHble Ui obecriedeHus Boc-
1IPOM3BOZIMMOCTH f1poliecca U 6e30MacHOCTH paboThl, H3JIOXKEHHE JOJDKHO ObITh npe-
JIENBHO CKATHIM H YETKHMM.

IIpu onucaHUH TEXHOJOIHYECKOro Npolecca H3naraeTcs CyLIHOCTh MpoLuecca
C yKasaHHEM OCHOBHBIX U MOGOYHBIX peakiMii, TenNOBBIX 3((EKTOB, TeMIepaTyp,
NaBieHys, 06BHEMHBIX CKOPOCTEH, THIIOB KATAallM3aTOPOB, PeLenTyp H NPYTrHX mnapa-
Me1poB. JIsi napaMeTpoB, ONMPeAestOnHX B3PHBOONACHOCTh MPOLIECCA, OMPERes-
IOTCS KPUTHYECKHE 3HAYEHMS, 8 HA OCHOBAHMY AAHHBEIX O KPUTHYECKHX 3HaUEHHAX -
ONACHBIE W NPEACNBHO NONYCTHMblE 3HAYEHHS NapaMeTpoB B COOTBETCTBHH C OMpe-
ACACHHAMM TEPMUHOB, TPUBEACHHBIMM B pasaesne 2.

Jlns Npou3BOACTB C XHMHYECKHMMH NPEBPALLCHUSIMH 110 KOKIOH CTagnu npu-
BOJAT ypaBHEHHA BCEX XHMHMUYECKHUX peakiinii (OCHOBHEBIX ¥ NOBOYHEIX), C YKa3aHHEM
OTHOCHTENbHBIX MOJIEKY/IAPHEIX MAcc BEUIECTB, pearupyroiux U 00pasyromuxcs.

11.2. JIns Bcex MPOU3BOACTB B HAUAJE UINOKEHUS TEXHOIOTHMYECKOro Mpolec-
ca KaXxxaoi cragvu (B ToM uncie 1 A BP) npusoaart ceeieHHs 0 BUAAX U KOJHYECT-
Be (Macce, o0beMe, INTYKaX) HCMOJIBL3YyEMBIX H NIONYYaeMbIX B IPOM3BOJACTBE CHIPBS,
Oony(ipOAYKTOB, MATEPUaNos, OTXOROB, MOTEPs U [OTOBOIO MPoAyKTa no dopme
Tabnuub 5. Tabnanua HymepyeTcst B 3aBHCHMOCTH OT HOMepa ctajuu: 5.1, 5.2, 5.3 u
T.0. CTaguH 10 XOLy TEXHONOrHYECKOro MpOLEcca HMEIOT CKBO3HYIO HYMEpPAIUIO,
He3aBHCHMO OT UX WHAexca: BP, TII, YMO u T.4.

Tabnuua 5
I - m3pacxofoBaHo Ha cTagHH (CyMMapHo):
Haumenosauue Copepxanue H3pacxonoBaHo
noJNypoAyKTOB OCHOBHOTO Macca 0o6beM, | kontryecTBO,
H CbiphA peulecTBa, % | Kr Kr Kr/MONB| 71 LUTYK
OCHOBHOTO
BELIECTBA
1 2 3 4 5 6 7
A) Tlonynponyxrst:
_b) Ceipse:
Hroro:
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Il — nonyyero na crajgud (CyMmapHo):

HaumMmeronanue Conepwatiue L IMonyueno
HUAYHPOIYKTOR OCHOBHOTO Macea I 06 bem, | KOMHuECTBO,
OTXO/I0B, [HOTEPh seiiecTes, %o | Kr KT 1cr/mo.m a uITyK
OCHOBHOTO
BeLecTsa
1 2 3 4 5 6 7
A) [Tonynponyxre::

(Ha KOHEeYHOH cTa-

JHH — TOTOBBI

AIPOAYKT MPOU3BOM-

CTBA)

B) Orxonwl,

B TOM YHCNE:

B) lMorepy,

B TOM 4YHUCHE;
Hroro:

TTpumeuanus:

I. CyMMUpOBaTh KOAHYECTBO 3arpyXaeMslX fIONYPOIYKTOB, Chipbi ¥ NO-
NYy4aeMbIX BELEECTB HA CTAJAKMH MOMKHO JIMIUL B TOM City4ae, KOrla OHH HAEHTHUHBI
[10 COCTaBY M Ka4eCTBEHHbLIM TIOKA3aTE/ISM U HMEIOT OfMHAKOBbIE EAWHHIBI H3MEpE-
HUSL.

2. Hmxe HauMMEHOBaHHS OTXOAA YKAa3blBAIOT HAMMEHOBAHHE OCHOBHBIX
(ueHHBIX) BelHeCTB, cojepxaluxcs B otxofe ("B ToM uucne:"). [Tpu Hanuuuu B 0T-
X04ax M noTepsx GONbLUIOro YUC/IAa MHIPEAUEHTOB JONYCKACTCS HE NEPEHUCAATh UX,
a HPHBECTH TOJIBKO BX CYMMapHOE KOJIM4eCTBO.

3, I'paha 5 zanonHaercs Ansg NPOU3IBOACTB C XUMHUSCKMMU TIPEBPAIIEHH-
Mu, a rpada 7 - A IPOM3BOACTB FOTOBHIX JIEKAPCTBEHHBIX CPEJICTB.

4 Yxazaude obbema wuakocrel 8 rpade 6 ne ucKmouaeT yKazaHus WX mac-
chl B rpadax 3-5.

5. B pasgene "B" rpader 1 npupomar HauMeHoBaiic Haubonee KpymHbIX
BUJOB YHUTBIBAEMbIX MOTEPh: YHOC Bilard NPH BLICYILMBAIMH, BblIEIEHHE ra3000-
pas’HHIX NPOAYKTOB peaKLMu H T.A. B xoHue pasjena "B" yKa3plBalOT Tak Ha3blBae-
Mble "MEXaHHUECKIE HEYMTEHHBIE NOTEPH", KAK PAasHHILY MCX,(Y HTOTOBBIMH AaHHBI-
MU (B TEXHUYECKOH Macce W no obnemy) pasjena I (Muspacxonosano") u paszaeaa i
("rmosyeno:™)

11.3. Coaepxanue TeXHOAOrHYECKHX pabOT H3NAraloT focel0oBaTE1bHO MO
KaK21011 onepauru, Oraenas MocneAHre Apyr OT Apyra B ab3alibl WK NOA3AroJioBKH
B CIEAYIONEH [IOCIEAOBATEIbHOCTH:!

1) canuTapuas nogroroska obopysoBaHNs, NOMelLeH:, repcoHana;

2) NOAroTOBKA ChIpbS;

3) ocMOTp v NOAroTORKa 00OPYHOBAHUS TICPEA 3aIPYIKOK;

4) 3arpy3Kka Chipbsi H ONYIPORYKTOB;
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5) Bellenne TEXHONOTHYECKUX paboT 1 METOABI KOHTPOJIS;
6) Bblpy3Ka W nepegaua Ha AagbHeluyo 00paboTKy NIPOAYKTOB (HONYHpO-
JIYKTOB, OTXOAOB),

7) ynakoBka, MapKMpOBKa M OT1rpy3Ka rOTOBOMH MPOLYKLUHH.

11.3.1. IIpy u3nOoXeHHH NOPAAKA NOATOTOBKMU CHIPbSl YKa3biBaeTCs NOPSAOK
LEXOBOI0 KOHTPOJS HA COOTBETCTBME NMPHUHATOTO ChIphst HEeHCTByrouieii HopMmaTHB-
HOll IOKyMEHTAUMH M OPYrHe HeoOXOAMUMElE TeXHONOrndeckue paGoTsl (npoceusa-
HUE. CYLIKa, QUIbTPALHA U T.A.), @ FAKXKE BUAB! LEXOBO# Tapbt # Criocobbl HOCTABKH
ChIPHA K OCHOBHOMY 000PYA0BaHHIO.

11.3.2. [Tpu u3noAceHHH nopsaaKa 0cMOTpa U [OAroToBKH 000pyA0BAHKA Nepes
a1 py3Koit BeigenstoT naubosee BakHbie TpeGopaHuA: caHWTapHas MOArOTOBKa 060-
pyAOBaHHA, CYXOCThb anmapara, OTCYTCTBUE B aniffapaTrype OCTaTKOB OT NMPeablAyILei
orepauyH, IPOAYBKA aAPATa HHEPIHKIM ra3oM, IIOPAJOK CHATHA BaKyyMa C arra-
paros, cogepxanne JIBXK, nonaua asora (eciu 9TO HMeeT 3HaueHHE), COCTOSHME
CaNbHKKOBOTO YIUIOTHEHUS (Clocol nposepKu), I'€PMETHYHOCTH anmapaTos (MeToa
nposepku) # T.11. Ecid B npouecce nogroroBku obopynosanus HEOOX0AHMO oCyLie-
CTBHTH CreUHasbHbic paboThl B COOTBETCTBHM © IUIAHOM MpedyNpeJuTeNIbHOIO pe-
MOH1a, TakKe paborsl AOMKHB GBITL 0roBOopeHs! 0c000 (MPoBepKa COCTOAHUA AHTH~
KOPPO3UIHOFO MOKPLITHS Nepesl KO 3arpy3Koil WM depe3 onpeAeIeHHOe YHCIIO
onepauymii, 3aMeHa NPOKa0K, 3aMeHa OTAebHBIX AeTaAcH 000pYNOBaHHUA U T.IL.).

11.3.3. [Tpy u3noxeHHU NOpsaKa 3arpy3kH chipes (TIOTYNPOLYKTOB) yKa3biBa-
I0T KOMUHCCTBO 3arpyXacMbIX Bewec1B, cnocofbl M ycIIoBUsS HX 3arpy3kH (13 Mep-
HHKA, Yepe3 JIOK anmapara, B KaKOe BpeMs, B MHTEpBAJle KAKUX TCMIIEpaTyp, NpH
pasMCLIMBaHMY WM BBIKJIKOYEHHOW Memasike ¥ 1.1.). OOopyRoBaHue ykasblBaeTcs
0603Ha4YCHHEM €ro HoMepa 0 annapatypHoi cxeme.

B Tex cnyyasx, Korga 3arpyska O1/eNbHBIX BHUIOB ChIpLS (MOJNYNIPOAYKTA)
OCY!IECTBIAETCSA HE Cpa3y, a NOPHHOHHO B IPOLECCE BLITOMHEHHA TEXHOIOTHYECKO
OlIEPALIMH, TO U3NOKEHHE JIOMKHO TOUHO BOCTIPOM3BOANTL HOPSIOK BHITIONHEHVS pa-
607THI.

B cnyuae vcnonp30BaHvs pereHepupoBaHHOIO CHIPHS MOMKHO OBITH yKazaHo
pa3iesbHO KOJIMYECTBO 3arpy)KaeMoro seuiecrBa (HepereHepHpoBaHHOIO, TOBapHO-
10) H pereHEPHPOBaHHOTO.

11.3.4. IIp#t u3noxeHuu Mopsaxa U yCloBUil BeAeHHS TeXHOJOrH4eckux pabor
OMUCHIBAIOT X0/ WX NMPOBEACHHA OT HAYANBHOTO A0 KOHEYHOIO MOMEHTA BBIFIOJIHE-
HHS KQXKIOTO ICMEHTa, NOCNER0BATENBHOCTE Nepexo/ia U cai3b Mexay HHMH. [lpu
J10M yKa3blBaKOT OCHOBHBIE MapaMeTpsl (BEJIMYHHY TeMIIEpATyphl HarpeBa WM OX-
AXKACHHA, MHTEPBA TEMIIEPATYP BBIACPXKKH, BOJOPOAHKI 110Ka3aTe/b CPENbl H pe-
ryJIMpoBaHHe 7TOrO [I0KA3ATES, ONTHMANBHOE U MpeAenbHO aonycTHMmoe palouee
JIABJICHUE U T.1L.).

OKOoHYaHHE 3J1eMEHTA ONEPaLMH JIOJDKHO PUKCUPOBATECS OFfIPEICNEHHBIM 10~
Ka3aTe,ieM: TeMIepalypo, MIOTHOCTHIO YapeHOH XHUAKOCTH, YUHCTOTOR paccous-
HIHXCS KUAKOCTEH, COnepIKaHUEM OIIPe/Ie/eHHOrO BELECTBA B MATOWHOM PACTBOpE
Wiy nacte ¥ T.. B OoTACNbHBIX ClyYasx IPH HEBO3MOXHOCTH YCTAHOBHTH ITOKA3a-
1€Jib OKOHY3HH XUMHYECKOH peaKiyH, OTC/AaWBaHUs OCANKOB H JPYyTHX TEXHOJIOTH-
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4ecKuA pabor, yKaiblBAIOT NPONOINKHTENLHOCb MPOBCUCHHS 1aK010 3JIEMEHTa B 3a-
JAHHBIX YCNIOBUSX.

Onucanne KOH1POMS 32 BHITNIOJIHEHHEM TEXHOJIOrHYCCKHX pabol1, B 10M 4uCie
32 OKOHYAHHUEM TEXHOJIOPMMECKOH OIEPalMH, W3NaraloT COBMECTHO C OIMCAHHEM
BBIMOJIHAEMBIX paboT, yKa3nlBas NPH TOM MPUMEHAEMBIC TEXHHUYECKUE CPCACIBA,
ONTUMANBHBIE M NPeAeaLHO AonycTumble nokasateny. Hanpuvep, ".. 8 annapare P-
8 peakuHoHHyl0 Maccy Harpesaior o 90+=2 =C (KT TIT 1.2-1), nepeMeunsaror jio
pactBopenus ocagka (KT TI1 1.2-2)...". Ecau nis xourpoas tpebyercs or6op npod,
AOMKHO GRITH TOYHO YKa3aHO MECTO, BPEMS M MOPSAOK 0TG0pa Hpobbl. Eciu TexHo-
JIOTMYECKUH MPOLECC PEryAUPYETCs aBTOMaTHUYECKH IPU NOMOILH 11PUOOPO8B, yKabi-
BAIOT MapaMeTPEl, 32 KOTOPHIMH JODKEH HabIIOAaTb OnepaTop.

11.3.5. Tlpy u3n0oXEeHNH NMOPAAKA BEICPY3KH NMPOJYKTOB (MONYNPOAYKTOB, OT-
XOJ(0B) U Nepejavu HX Ha JanbHeHnryio obpaborky, nogpoOHO OMHMCHIBAIOT COCOBHI
BBII PY3KH MPOJAYKTOB ([IOJIYTIPOAYKTOR, OTXOOB) € YKa3aHHEM OCBODOXKAAEMOTO all-
napaia W annapara, B KOTOPHIA 3TH POAYKTH flepeaalores, oGbem (Maccy) U Kkpat-
KYIO XapaK1epHUCTHKy CBOHCTB nepeAaBacMblX NPOAYKTOR (BOROPOAHBIHA Nokasarenb
CPEAbl, 1BET, MOJBMNHOCTH, MAaCcCOBYIO JOJIO BOABI MM pacTBopureneii B nacrax,
ocobble CBOHCTBA, KOTOPLIC NOJDKHBI OBITH YYTEHBI B NPOIECCE BBHITPY3KH U TPaHC-
IIOPTHPOBKH, B TOM 4HCJIE HANHYHE HENPHUATHOIO 3aflaxa MM BEIIECTB C BPEIHBIM
BO3/EACTBUEM Ha OOCIIY)HBAIOIMH HIEPCOHAN U 1./1.), @ TAKXKE YKa3bIBAOT PEKOMEH-
Jlauuy N0 MaTepuasly IPOMEXY TO4HOM Tapbl (€C/IM MPOJAYKT Nepeliaeics He B anna-
paT, a B IPOMEKYTOUYHYIO Tapy), YCIOBHUA U CPOKM XPaHEHHUA B Tape.

11.4. B Tex cnyuasn, Korja BbIIOMHEHUE TEXHOJIOIHUECKUX paboT ocyulecTs-
nstercs ¢ cobutosetiiemM 0COOBIX YCNOBHE B OpPraHH3aliMi NPOU3BOLCTBA, 3TU YCIO-
BHs1, CIIOCOOBI M TEXIMHECKHE CPeACTBA MX obecrneueHus JOMKHbI ObITh TIATENBHO
M3TOMEHDB MIPU ONHCAHUK 1CXHOJOTHUYECKOTO NPOIecca Ha CTafiuM; HanpHMep, AO-
ITyCTHMBIE MPEAENBI OTHOCHTENBHON BIAXHOCIH BO3/lyXa NPOU3BOACTBEHHBIX 1OMe-
IueHH# pH paboTe ¢ 0cob0 rurpoCKONMHYECKMME BELIEC [BaMH; AONYC TUMBIH Mpeae:
TeMIMepaTyphl BO3AyXa IPOH3BOACTBEHHBIX MOMeWEHUH 1ipyu pabote ¢ 0cobo rurpo-
CKOMWYECKHUMH BEMIECTBAMM; JOMYCTUMBIA Mpejesl TeMnepatypsl BO3AyXa NpPOM3-
BOJCTBEHHBIX IOMEMEHUI npu paboTe ¢ TEpMONAOUNBLHLIMU BELECTBaMH, 0cobbie
rpeboBaHus k OBeCnIeUeHHIO B3pbIBONOXKapoDe30NacHOCTH. 1 B TOM 4MCiIe TpeGoBa-
HUs TMONHOHK acenTUHHOCTH NpU 0TPabOTKE U BBIMYCKE CTEPUNLHBIX Npenapalor, He
BHIAEPHUBAIOIUMX TEIJIOBOH CTEPHIIM3ALMK; TPeOOBaHH K MUKPOOHOH oOCeMEHEH-
HOCIH ¥ T.M. BrinonueHue BceX TexHosnoruveckux pabor ocymecraasercs ¢ cobmo-
AenveM Tpebosanuil GMP.

11.5. TexHolOrUs YNaKOBKH, MapKMPOBKM M OTrpy3KH [OTOBOH NPOAYKUMH
ABJISAETCS 3aBepLIAIONIEH CTajHel TEXHONOrUYEeCKOro npolecca.

B nanHOM pa3sjiene ONKMCBIBAIOT TEXHOJIOTHIO YNAKOBKH ¥ Mapkuposku Cro-
CoBbl yMakoBKHM H MaPKHPOBKH, YITAKOBOYHBIE MATEPHAJIbI H PUMEHACMBIE NIPH 310M
BCIIOMOTraTeNIbHBIE YNAKOBOUMIbLIE CPEJICTBA JOKHEI COOTBETCTROBATh YTBEPHACHHOH
HOPMATUBHOMN HOKYMEHTALIUM.

TexHOMOrHs yNakOBKH M MapKMPOBKHM, KaK NPAaBHNO, JO/KHA COCTOATH M3
ABYX Ofiepauuil: ynakosKa roToBo#i NpoJyKuMM B NOTPEOU1EILCRYIO TAPY U €€ Map-
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KHPOBKA ¥ YMAKOBKA B IPYNIOBYIO ¥ TPAHCHIOPTHYIO Tapy.

Ilpy onucaHHu OTTPY3KM TOTOBOro DPOJYKTa Ha CKaJd, YKA3pIBAETCA BHI
BHYTPH3aBOJCKOIO TPAHCNOPTA, YCIOBKS NOIPY3KH U BBITPY3KH, YCIIOBHS BPEMEHHO-
10 XpaHEHUA HPOAYKUUH [0 OTIPY3KH NorpebuTesso.

11.6. B KOHUE W3NOMEHHs TEXHOJOMHYECKOro npolecca Ha KaXKIOH cTaguu
(IPHBOAATCA HOPMbI TEXHOJOTHYECKOrO pekuMa M riapaMmeTphl 0€301acHOCTH 110
dopme Taba. 6.

[lpu s3anonnennu 1abiauupr 6 B Hee 3aHOCHT Bce TC MapaMeTphl KaiJoro M3
3MEMEHTOB OflepaLMii B KaX(IOM M3 anfapaToB, OTKJIOHEHHE KOTOPBIX OT 3a8JAaHHBIX
3qauenuii NpUBOAMT K YMEHBUIEHHIO BBIXOJA, yXyAUIeHHio kadectsa (6paky) rnpo-
JQYKUMH WIH K Pa3BHTHIO aBapHitHBIX CHTyauMit,

[Mapamerpnl pexxuma 1 6€30MacCHOCTH
TEXHOMOTUYECKOTO TipoLecca

Tabnvua 6
Hanm-ume | Haum-nue | Haum-nue ITapaMeTphl TEXHOJIOTHYECKOTO Npoliecca
crajuM, | M nozuuus | viemenra | Haume- 3HayeHue
oriepaidl | anmnapara | onepalMy | HOBa- TEXHOJO- |omac- | Npeleib- | KpH-
Ha cxeme | (paBorsr) | Hue ryyeckas |Hoe |HO Jo- THYE-
HOpMa AyCTH- CKOE
MHH.|MaKC, MOC
1 2 3 4 5 6 7 8 9

11.7. Taoke B KOHLE HBI0KEHHS TEXHONOTMYECKOro IIPOLECca Ha Kax Ao
CTAANY YKa3biBAKOT BO3MOXKHbIE Hemonaaku B paore (OTKIOHEHHA OT HOPMabHOro
Xolla TEXHOJOFHHECKOro npolecca, NpUBosiLue K Opaky NpoAyKUMH H (WiIK) BO3-
HHKHOBEHMIO aBapHHHBIX CHTyauui), Mephl NPSAYNPEXAEHUST 3THX OTKIOHEHMH.
Bozmoxtete Henonaaky, npUMHHLL # CNOCOOB! KX YCTPaHEHHA CeflyeT H3Aarath Ho
topme 1abn.7.

Henonaaxu s pabore 0Gopyaosanua 1 npubopos
W JIeiCTBUS 1IepcoHana fpyu UX BO3HUKHOBEHHH.
Tabauua 7
Bo3MokHBIE HPHUUHBI JeitcTBus nepconana u crocotsl
,l BO3HMKHOBEHHS HENOJIAJ0K YCTpaHEeHHUS_HeroJIafoK
1 2 3

[ Henonanku

]

B Tabauuy BKOYAIOTCA OCHOBHBIE BO3MOXKHBIE HEMOAAJKH B TE€XHOJOIHYe-
CKOM TPOLECCEe NPOM3BOACTBA, TAKHME KaK: OTKJIOHEHHS OT HOPMBI TEXHONIOTHYECKOro
pexuMa 1Mo AaBJCHHIO, TEMIIEPATYpPe, CKOPOCTH MOAa4YH PEareHToB Y BhIXOJA Ipo-
AYKLUHUH, €e Ka4ecTBy; MECTHBIE NEPErpeBnl, OTKAOHEHHS IPHOOPOB KOHTPONA ¥ T.IL..
lIpuBONATCS OCHOBHBIE BO3MOXKHBIE HPUYHHBI HETIONAAOK U YKa3blBAIOTCA AcHCTBAA
[IEPCOKANA 110 HX YCTPaHEHHMIO,

11.8. Vznoxenne TeXHONOTHYECKOrO hpolecca 3aKaHYHBAIOT YKa3aHHEM KO-
JIMYECTB NOJIYYEHHOrO OCHOBHOMO BellecTsa, B T.4. B 100% ucuncnesny u ero BRIXOA
0T TeopHH (MOCTaAUIHO).
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12. Marepnannubiii 6ananc,

Marepuansiniit Gananc cocras/serca Ha 6AMHHLLY BHIMYCKAEMOR NMPOLYKUHHK,
Ha OJIMH MPOW3BO/CTBEHHBIN [I0TOK WJIK MOILHOCTh NPOX3BOACIBA B LeioM, Jonyc-
KaeTCq KPOMeE TOro nocTaAuiitbii MarepuanbHelit 6anac.

Marepuansuplif 6anaHc JUTs HOBSHIX TPOH3BOACTB COCTABJIACICS 110 JNAHHBIM
HPOEKTOR, AN NefC1ByIOIHX - 110 JAHHBIM perfaameHia. [lepecmaTpuBaeTcs Mare-
puabHbii GanaHe TONLKO B Cliyvae BKIIOYEHHA (MCKNIOHCHHA) B TEXHOJOTHUYECKHH
IIpoliece onepauHi Wi CTaAHH, 3HAYMTCNBHO BIMAIOLLMX 1Hd PacXOJl ChIPbst HITK KO-
JTUYECTBO OTXOMOB.

Marepuasibhbii bananc coctaBnsercs no dopme Taba. 8 119 XHMHUECKMX
Npox3BOACTB ¥ Tabi1. 8a st IPOU3BOJCTR JIEKAPCTBEHHBIX QOpPM.

Ipu cocrasneduy Tabiuipl BO3MONHE BAPHAHThI [0 MCNIONB3OBAHUIO CHCTEM
u3MepeHuUit, BeeieHuUe JOTIOTHHUTENLHBIX rpad H T.1L.

[Tocie HauMEUOBAHUA LIENEROIO OPOAYKTA, YKA3LIBAOT HAUMEHOBAHHE O1XO-
JOB, 3aTeM HAMMEHOBAHMS OCHOBHBIX (LIEHHBIX) BEUIECTB, COAEPMHAIIHXCH B OTXOAE
(“B TOM uKcsie”), IPUBOIAT HAUMEHOBAHUE HaubOJEee KPYMHBIX YHH1bIBAEMbIX [10-
Tepb: YHOC BAru Ipu BRICYLIMBAHUM, BbIGACHUE raz000pasHbix NPORYKroB peax-
UMM U T.I. B KOHIE NPUBOAAT TAaK HA3BIBAEMBIE “MEXaHHUYCCKUE HEYUTEHHBIC 0TeE-
pH”, KaK pasHHULY MEMLYy MTOrOBBEIMH JaHHBIMH JBYX YacTeii Oanauca.

Martepuansuplii 6anauc

Tabauna 8
HspacxonosaHo [losyueno
HaumMenoBaHue Cbipba 3uayenue | HaumeHoBaHWe KOHEYHOTO 3HayeHune
M MIOJY[IPOJYKTOB NIPOAYKTa, OTXO/I0B H NOTEPD
1 2 3 4
Hroro: Hroro:
Marepuansupiii 6ananc
Tabauua 8a
Haumeno- | 3amaunas mac- | Paccumtannmii | Paccuuran- Tonyuewo
BAHHE CHI- | ca eAMHMIIBI 06BEM cepun Has Macca | KON-BO €Il |Macca,
pust ¥ NoJTy- | JiekaperBeHdoi | (KoimyecTso Chipb, nekdopmst, KT
NPOAYKTOB | GOpPMEL, I ENHHHUL, JieK- Kr LITYK
F $opMBl, WITYK)
1 2 3 4 5 6
A. Coips€
b. ITony-
HPOJLYKTHE
I. Otxoan!
2. [Torepu B
Hroro: Hroro:

Jins HenpepLiBHLIX POM3IBOACIB Malcpyanbblii Ganauc Moxel Ouirb coctan-
NEH B BHJE CXEMBI C yKa3aHHEM BCEX BXOIALUMX M BBHIXOAALIMX MOTOKOB, C HaHece-
HUEeM Ha HEe cTajuif, MEHMOMUX KAYECTBEHHBIC U KOAMUCCTBEHHBIE MoKalarend
TexHoJoryueckux rnorokos. Ha cxemy Hanocutcs Tabnuua ¢ XapakTepUCTHKOM Kave-
CTBEHHEIX H KOJNMYECTBEHHBIX I0Ka3aTeNedl BCeX [0TOKOoB.
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13. TepepaboTka H o0e3BpPexRHBAHHE OTXOAOB NPOK3BO/ICTBA.

B sTom pa3jene onMcHIBAIOT TEXHONOTHYECKUE Mpoleccs nepepabotTkn 0TXo-
aos (“T10™), obe3spexxuBanus orxogoB (“OB0”) U TEeXHONOrHYECKUX (BEHTHUIIALM-
onneix) Bridpocon B armochepy (“OBB”). Hymepauuio cranuit ¥ onepauii ocyine-
CTBJIAIOT COLJIACHO pa3jeny 8.

B rex ciyuasx, koraa o6paGorka 0OTX00B MK BHGPOCOB (8 LENAX UX UCIIOJIE-
30BaHUA WK 00e3BpeXHBaHUA) OCYLICCTBASETCH HA 060pYNOBAaHUN H 110 XOAy OcC-
HOBHOTO TEXHOJIOI MYECKOTO [polecca, ONUcaHUe TaKkoi 06paboTky COBMEILAIOT C
n3ioxkeneM paboT HAa COOTBETCTBYIOWIEH CTaJMH OCHOBHOIO TEXHOJOTHYECKOro
npouecca. Hanpumep, npomeiska oTpaGoTaHHONO aKTUBMPOBAHHOIO YIJIA Ha QUABT-
pe; NOBTOpHAsA YKCTPaKLUHA HENEBOTO APOAYKTAa M3 MaTOYHHKa; OTTOH PacTBOPHTEA
HEMOCPE/ICTBEHHO H3 PEAKLMOHHOIO alnapara MM M3 MaTO4YHHKa Ha 060pyROBaHHM
¢1ajIMH OCHOBHOLO TEXHOIIOPMHECKOro Ipouecca; rnepepaborka HeKOHIMLHMOHHEIX
1a65eToK.

MeTtoast 06paborku otxonos na craquu “IO”, “Ob0O” u “OBB” n3naraot B
TOUHOM COOTBETCIBAM C TPeOOBAHMAMH, YKA3aHHLIMH i M3INOWKEHHS OCHOBHBIX
TEXHOJIOTHYECKUX [IPOLECCOB, K B TOYHOM COOTBE FCTBHH C anmaparypHoit cxemoi.

13.1. ITepen wanoxeHuem npoteccoB nepepaborky orxofos craguu “ITO”
NPUBOUAT MEpedeHs K KPATKYIO XapaK1ePUCT UKy F1HX 0TX0108 10 dopme 1abi9.

B 1a6auuy 9 BKJIFOYAIOT TOJIBKO TE OTXOABI, KOTOPHIC NEpepabaThIBAIOTCS HA
Ot LENbHBIX CTa[HAX NPOH3BOJCTBA, HA KOTOpOe COCTABACH HaHHbIH pernaMenT.

B 1a61. 9 BilouaioT Taioke 1a3000pa3Hble 0TXO/bI, NOJBEPIaeMBbIE peKynepa-
LHH B JaHHOM Npon3BojcTae. B rpadax 3 M 4 npuBOAST KOJIMYECTBO 0TX0Aa, 00pa-
3yJOUIEIOCS OT OJHOH TEXHOJOrMYECKOH onepauny B ciiyyae NEPUOAHYECKOro Mpo-
liecca WIKM B eJIUHHMLY BpeMeHH (B 4ac, B CYTK#) MPH HempephiBHOM mnpouecce. B
tpade 5 ykaiplBalOT KOAMUECTBO 0TX0A2 (Maccy, o6bem), 00pa3yowerocs B JaHHOH
TOYKE [EXHOJIOFMYECKOro Mpouecca, B MepecueTe Ha €AMHHUY MacChl KOHEYHOro
IpoykTa npousBozacTa. B rpade 6 yka3pIBaloT srperaTHoe COCTOSHHE, MIOTHOCTh
JUISL XKMAKHX TPOJLYKTOB Y yICNbHBIH O0BEM ANs TOpPOIIKOB U NacT (CMOJHCTBIX
ocauxoB). B rpade 7 npuBoasT HaMMeHOBaHUE TOJBKO TE€X BELUECTB, KOTOpHIE BhIeC-
JISIOT [IpH mepepaboTke 0TX0/a, a B rpadax 8 #u 9 yKa3plBalOT CoAepimaHne STHX Be-
1ECTB B OTXO/I€ COOTBE [CTBEHHO 10 U nociie rnepepaboTku.

13.2. Tlepen v3snoxerineM npoueccos o0e3Bpexusans oTxonos (ctamnu "OBO")
1IPHBO/IAT NEPEYEHD M KPATKYIO XapaKTePHCTUKY 3THX OTX0J0B 110 dopme Tabia.10.

B tabi. 10 noMemaoT ToALKO Te 0TX0Ab! (KAK OT OCHOBHAIX TEXHOJIOIHMYECKHX
c1aauil, Tak U nocie oOpaboTKM OTXOJOB), 00e3BpeKUBaHLE KOTOPHIX OCYLIECTBIS-
€TCR Ha OT/JEJbHEIX CXeMaX NPOM3BOACTBA, HA KOTOPOE COCTaBlEeH NaHHBIH peria-
seHT. B rpadax 3 u 4 taba. 10 npuBoasT KoNUUeCTBO 0TX0A3, 0Opa3yrOIErocs oT
OJIHOIl TeXHOJIOTHHECKON| Onepaluy TPH NEPUOJHIECKOM MpPOLECCE HIIM B EAMHHULY
BpeMEHH (B 4ac, B CYTKH), IPH HelpepsiBHOM npouecce. B rpady 7 BKIOUYaiOT Ha-
UMEHOBAHHE TEX BPEUHBLIX BCIUECTB, COAEPMALIMXCA B OTXOAAX, 00e3BpeHUBaAHHE
KO10OPBIX OCYHIECTBISICTCA B JaHHOM Npouecce.

13.3. ilepen uznoxeuvemM rmpoiieccos 00E3BPEHKMBAHHUL TEXHONOTHYECKHX M
BCHIMASUHOHHBIX BblOpocos (cragum "OBB") npuBoasT MX nepeyeHp ¥ KPaTKyio Xa-
pakTepucTHKy 110 Gopmam 1a0a. 11a u 116. B Tabauukl nomewaior BHOPOCH!, KOTO-
psic 00e3BpexxuBatoTCs (OUULIAIOTCA) B MPOU3BOACTBE C HCTIONB30BAHUEM ClIELHANb-
HLIX YCTAHOBOK W 0O0pyaoBaHHS.

13.4. lepeueHs OTXOA0B, KOTOpHIE (iEpeAAOTCS AN nepepalboTku win 06e3-
BPEXKHUBAHNA B Ipyrue uexa (IlpOl/BBO}(CTBa) Ha UCHTpPAJMN30BaHHLIC YCTAHOBKU OaH-
HOTO MPEANPUATHS WK Ha IPYTUe NPEUIPUATHS, NPUBOAMTCA No dopme Tabmuunt 12.
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Hepevens H XxapaKTepHCTHKA 0TX00B, NepepadaTbiBaeMbIX
HA OTAEIbHLIX CTAANEX NPOH3IBOACTBA

Tabnmua 9.
HammveHoBanue | Haumenosamue KomvuecTso orxoza XapakTepHCTHKa 0TX0a HaumeHosa-
OTXOJa H MECTO | K HOMEP 110 OT ONHOM TeX- |B Nepecde- |arperaTHoe | HamMe- | CONEPMNEHME LIEHHHIX | HUE H HOMED
ero obpa3oBa- | cxeme of60py- | HOnOrMGeckod |Te Ha 1 Kr | COCTOsHME; | HOBaHWe |BemECTB B OTXOAE CTaINH, Ha
HUS (HOMEp JOBaHMA, B KO- | OIlepalluy WIH | KOHETHOrO | IUIOTHOCTH | BewlecTB, | (% Io Macce WM no | KOTOpoH me-
cramuu, o6opy- | TOpoM cobupa- | B emHULY npoayKTa |Kr/M’ WiH |mopme- | o6emy) pepabaThiBa-
JIOBaHUSA N0 €TCS OTXOA4 0 | BpeMeHH Tpou3BOI- | yA. 00BbeM, |JKalux €Tcs OTX0H
cxeme) nepepaboTKu | kr M~ |cTBa, M/Kr nepepa- |xo of- |mocne obpa-
xr/eyr [Meyr | xr (M%) 6oTke | paboTkH | GoTKH
1 2 3 4 5 6 7 8 9 10
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Hepeqenb H XaPAKTEPHCTHRK2 oﬁeznpemnnaemux O0TX0A0B HA 0TAEJAbHBIX
CTaJHAX NPOH3BOACTBA, HA KOTOPOE COCTABJICH PErIaMeNT

Tabnuua 10.
Haumenosanue | Haumenopanue Konuuecrso 01083 XapakrepycTHKa 0TX04a Haumenona-
0TXO0J1a H MECTO | ¥ HOMEP 110 OT OJHOM Tex- |B mepecye- |arperal- |HauMe- | % COAEpIKaHue HHE H HOMED
ero ofpa3osa- |cxeme ofOpY- | HONOTHMUECKOH |Te Ha 1l K& | HOE Co- | HOBAHWE |BpENHBIX BELIECTB | CTAAMH, HA
| Hus (HOMep JI0BaHHUS, B KO- | Orepaly WIH | KOHEUHOTO | CTOSHWE; |BEMIECTB, | B OTXOXE KOTOpOH
cranuii, o6opy- | TOpoM codupa- | B eHHMILY [poAYKTa | IIOT- foe- oGe3BpexH-
JOBAaHMA 110 €TCcs 0TX04, BPEMEHH MPOU3BOJ- | HOCTE, Kalux Baercs
cxeme) noyiexamui | xr M~ |cTBa, ki’ obes- 10 06- |mocne 06- |OTXO0X
obe3ppexuBa- |kr/cyr |M/cyT | Kr (M) |wmys |Bpexu- |paGorin |paGoTku
HHIO ob6peM, BaHHUIO
M/KT
1 2 3 4 5 6 7 8 9 10
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Hepeuens ¥ xapaKTepHCTHKA 06Ge3BPeRHMBAEMbBIX
TEXHOJ0rHYeCKAX B BEHTHIANHORHLIX BHIOPOCOB,

Tabswmua 11a

HaumeHosanue | Haumenosa- Konuyectso BriOpoca XapakTepuCTHKa BbiOpoca ITAK (OBYB) Haunmeno-
Bpi0poca 1 Me- | Hue BRIOpOCA: | OT OHOM TeX- | Bnepe- | HAWMEHO-! COZiEP)KAHNE BPCAHBIX | 3arpASHAC- | BAHUE U
Cto ero obpa- | mepuoamye- | HOJOrM4ecKo# | cyere Ha || Banue BELIECTR B BuIGpoce, | (IHX BELIECTB; HOMEP
30BaHHA (HO- | CKHMH (CKOJBKO | ONEpaliMM WIH | KT KOHEY- | BEIECTB, MM i B aTMOcdep- | cTaauu, Ha
MEp CTagMit ¥ | 4acoB B Cy- B eMBULLY HOTO TIpo- | Mozje- | HOM BO31yX€ | KOTOpOit
obopyaoBaHUs | TKH), Hempe- | BpeMeHH JyKTa Katux | HaceaeHHRX | 06e3Bpe-
WIY BEHTWI%- | PbIBHBIN, B ke oM npou3Bok-| 0be3Bpe- | Mo 0be3- | nocne 1 MECT, XKUBaeTCA
IMOHHOH CHC- | CTydae aBapHH [xz/cym i M*/cym | cTBa, HKHUBAHUIO | BpeXxu- | obe3spe- | M2/’ BRIOpOC
TEMBI) ! Kz (m’) BaHuUs KUBAIUA_ |

1 2 3 1 4 5 6 7 8 9 10
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Hepeqeub H X2paKTePRCTHKA OYRINAEMEIX TEXHOTOTHIECKHX H
BECHTHASAUMOHHBIX BblﬁpOCOB C yJaB/IABARKEM BPEIHBIX BeIIECTB

Tabnuua 116

62

Hanvenosa- | Haumenosa- | Konwuectso suibpoca XapakrepycTika Bribpoca naK Haumernosa-
HMe BRIOpOCa | HMe BLIOpOCa: | OT OAHOM Tex- | B mepe- HaHMEHO- | cofiepxanue Bpeansix | (OBYB) 3a- | une 1 HoMep
¥ MECTO €r0 | NEpHOAWYe- | HONOTMYECKOH | cYeTe Ha || Banue | BewiecTs B BHIGPOCE, | TPASHAIO- | BEHTHNSLMOH-
o6pa3oBanus | CKHl (CKOMNBKO | ONEpALMHE WIK | KT KOHEY- | BEH(ECTB, | me/n MUX Be- HOM CHCTEMBI,
(HoMep cTa- | BacoB B CY- | B AMHHIY HOTO npo- | noIe- { IECTB B aT- | ofopyaoBanus
Auit ¥ oBopy- | TKH), Hepe- | BpEMEHH AyKTa waumx ! mocdepuom | TTIVV), rae
JOBAHMS WIH | PHIBHBIH, B K2 » | poMsBoj-| yAaBa®- | 10 nocne BO3IYXE Ha- | yIaRIMBaeTCs
BEHTWIALHOH- | CTydae aBapuH kz/cym | m’/cym | cTBa, BANMIO | yNaBiy- | yJTaBlHMBa- | CENEHHBIX | BRIOpOC, 3¢-
HOH CHCTEMEI) k2 (m>) BaHWA By MecT, (deKTHBHOCTD
w2/’ OYHCTKH
1 2 3 1 4 5 6 7 8 9 10
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Ilepeuens H XapaKTEPHCTHKA 0TXC10B, KOTOpble NePeAAIOTCS 1M nepepaboTKH MR 06e3BpeKHBAHMS
Ha NeHTPaIH30BaHHbIE YCTAHOBKH (IPyTHE HeXa) MM Ha XPYTHe NpeXnpHATHS

Tabnuua 12.
Haumenosa- | Haumenosa- KonmgecTBo orxoaa Krnacc XapaKTepucTHKa 0TXOAa Kyna na-
HHC OTXOJa H| HHE ¥ HOMED | oT ofHOM Tex~- | Brmepe- |TOk- |arperar- |sHauwme- | % codepikaHme IpaBnser-
MECTO ero 10 CXeMe HOJIOTHYECKOH | cdeTe Ha | CHYHO-| HOE CO- | HOBAaHHE | LICHHBIX BEIIECTB | CS OTXOZ,
obpasosanus | 0GOpynOBa- | onepauMp WM | €Xl. H3Me- | CTH OT{ CTOSHHEE; | HEHHBIX BIb] Tapsl
(HoMmep CTa- | HWA, B KOTO- | B EIHHMLLY peHus ro-| Xo4a | IIoT- BEIIIECTB, U TpaHc-
uu, obopy- | pom cobupa- | BpemeHH TOBOTO HOCTB, nogne- | NOpTHPO-
JOBAHWA IO | €TCA OTXOA | Kr M TIPOZYKTa Kr/M’ Kaumx | 1o nepe- | nocne | BaHUA
cxeme) \ Kr/cyt m*/cyT | npous- WK yA. | pereHe- | paboTku | nepepa-
BOJCTBA obbem, pauuy (06es3- 6otxH
M’/KD BpexHuBa- | (0be3-
HUA) BpeXH-
BaHUA)
} 2 3 4 5 6 7 8 9 10 [ 1

Hpumeyanys. 1. I'pada 6 Tabnuubl 3aN0NHAETCA TONLKO A5t POMBILIEHHOTO PErAMEHTa.

2. Ipu orcyTcTBUM NepepabaThisaeMbix 0TX0A0B B Tabmuus! 9, 10, 11(a 1 6), 12 BHOCATCA

COOTBETCTBYIOWIHE 3aMNHUCH,

T007-€00-70-¥9 1D0O
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14. Kontpoas mpon3BoacTsa.

B nacrosmiem pazgene npueoast no dopme 1abn. 13 nepeueHs BamHeHmnx
KOHTPOALHBIX TOuek npomsroacta (KT, oGecnieunsatomiux coGMONCHNE YCTAHOB-
JIEHHOI'O TEXHOOTHUECKOTO PEXHUMA.

B nepeueHs KOHTPOJILHBIX TOYEK BKHOYAIOT TOJILKO T€, KOTOPbIE HEOOXORMMBI

25 obecrieyeHns NPaBUABHOIO 1 6€3011aCHOro BeieHus npouecca, 1 H3IMEHEHHE KO-
TOPBIX AOJBKHO OGOPMIATLCSA KAK H3MEHEHHE PeraaMesTa NPOH3BOACTBA, HAIPUMED:

1) koHTpOL BhINONHEHHS OcOOBIX TpeboBaHuil kK 0OOPYNOBAHHUIO TIDH NOATO-
TORKE €0 K 3arpy3Ke: [10JJHOE OTCYTCTBHME BJIATH (NPH 3arpy3Ke METalnaNuecKoro na-
TpHUsl), MCIIPABHOCTbL U HajEXHOCTh PabOThI MEUIafKH MNpU JUIMTENLHOM fipoliecce
(npyu PepMenTanui B NPOUBOACTRE AHTHOUOTUKOB), FEPMETHYHOCTL ANIAPATA , UC-
(PABHOCTS AHTUKOPPO3IUIAHOR 3aLMTEL U T./1.;

2) pononHUTENBHAS LIPOBEPKA KAYECTBA NTOATOTOBJICHHOTO K 3arPy3Ke ChIPbS U
jlonynpojykros (coiepkasye BIATH, NMPOUEHTHOE COJEpXKaHHE BEIIECTBA U T.JL).
Auanornuto TpeboBaHue K NPOMEXYTOUHALIM TIPOAYKTAM U pErcHEPUPOBAHHEBIM OT-
XO/IaM [aHHOIO MPOU3BOJICTBA, OCOBEHHO B TEX CydasiX, KOrka DT NPOLYKTH H OT-
XOJIbl MOTYT AJIHTEJILHO XPaHWTHLCH {Hanpumep, B NEPHOJ| OCTAHOBKN MPOU3BOACTBA
2 KanuTaneLHeii pemont). B coorsercrann ¢ OCT 42-510-98 neoOxopumo yxasei-
BaTh: (IPEJIEABHOE KONUYECTBO OCTATOHHOTO NPOAYKTA, A00ABIAEMOr0 K CepH, ero
KOHIPOJIb ¥ CPOKHM HCIIONAB30BAHHA,

3) KOHTPOAL OCHOBHBIX NAPAMETPOB U TpeOoBaHuii Npy 3arpysxe ceipbs (Ipe-
JJIBHO JIOITyCTHMas TeMIICpaTypa, MOPLHOHHOCTD NIPH 3arpy3Ke M T.11.), MPOBEACHHH
XHMHYECKNX peaKlHit ¥ OTACIbHbIX TEXHOJIOTHYECKHX DTIepaliHii;

4) onpenesieHye BpEMEHH OKOHYaHHM XMMHYECKHX npespameHuit (npoba kon-
11a peaxlMH) ¥ OTJE/ABHEIX TEXHONOIHYECKUX onepauunii: oTCTOH, OTMBIBKA MPHMECH
RO ONPEAICAEHHOrO COACPHKAHUA K T 1L}

5) onpeaensHue Ka4eCTBA MOMYYEHHBIX B JAHHOM [MPOU3BOJCTBE (IPOMENKY-
TOMUBIX TPOAYKTOB H PErEREPUPOBAHHBIX OTXOAOB;

6) onpenesicHe COACPXKaHUS BPEJHBIX pUMecedl B NpoMcToKax M BhIOpocax
HIH HpOBEpKa APYIMX [I0Ka3aTeleH, periaMeHTupyoumx copoc IpoMCTOKOB U BbI-
OpoCOB B IAHHOM IPOU3BOACTBE.

He crneayeT BislO4aTh KOHTPOJIGHBIE TOYKH, KOTOPEIE HEMOCPEACTBEHHO He
OTPAXAOT X0/13 TEXHOJIOFHMECKOTO NPOLIECCa, KaK HANpHMEP: NOKa3aHus MaHOMETPa
114 QIHIAPATE 1IPY BLIJIABIIMBANMY U3 HEI'O PEAKLMOHHOMA Macchl B Jipyroif cocyn ¢ uo-
MOLLLIO CIKATOIO BO3AyXd, MM MOKazaHus Bakyymmerpa Ha cOophuke (MepHHKe)
LIpH 3acachIBAaHHU XUAKOro mpoaykra. Taxue noxazarenu periaMeHTHPYIOTCS Tpe-
GoBanugmy Texnuxy Ge3onacHoCT Wi ynobersoM paboT U JOJKHBL PUKCHPOBATD-
Cst B 1IPOM3BOACTBEHHBIX HHCTPYKUHMAX, OJHAKO B TEX CIIydasX, KOTrJa BeJH4YMHa JaB-
JIEHUS WJIH BaKyyMa HMEET CYIIECTBEHHOE 3HAUE€HHE A1 HOPMAJbHONO BEACHHS TeX-
HOSIOFHYECKOro fpoliecca, TOYKH 3aMepa NOKa3aHWM MaHOMETpa WJIM BaKyyMMmerTpa
JOJKHBI OBITH BK/IIOUYEHB! B MEPeueHbh KOHTPONBHBIX TOUCK (IIPOBEJCHHE XHUMMUE-
CKHX peaklii pi 2aaHHOM JaBICHUH, OTIOH (ppakuuii POAYKTA NPH ONpeeeH-
HOM RaKyyMe M TeMrepaType, BaKyyM-CYUIKa ¥ T.I1.).
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epedens BakBeHMUX KOHTPOJLBLIX TOYEK TPOUIBOACTBA

Tabmura 13.
HammeHoBanue | Haumeno- | Hanmenosarue | Pernamentu- | Meronsru | Ko npoussoauT koHTposs
cTajmil, MecTa | BaHHE KOHTPONUPYE- | POBAHHBIH cpencrsa U B KaKOM JOKyMeHTe
H3MepeHus Ja- | 00BbeKTa | MOTO IapaMeT- | HOpMATHB KOHTPONIS PErHCTPHPYIOTCA PE3YNETATH
PaMETpPOB HIM | KOHTPONA | pa, € IHHHLE! (3HaveHne
otr60pa npof u3Mepenui napameTpa)
1 12 3 4 3 6

Npumeyanne. KT, npusefensbie B Tabrulle, A0IKHEL TAKKE YKA3HIBATECS B pa3fenaX periaMeHTa
"AnmapaTypHas cxeMa [IPOM3BOACTBA M crielndHKauas o60pyn0BaHus” 1

"HanoxeHne TEXHOI0rHYECKOro nporecca”
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O6bexrom koHTpons (rpada 2) sBasercst 060pyHOBaHHE, ChIPBE, NOMYHPOLYK-
Ibl, PErEHEPUPOBAHHBIE [IPOAYKTHI, 1E€XHONOIMYECKHE ONCPAatMHU M HX OTACHIBHBIC
INCMEHThI, PEAKLIHOHHBIC MACChl, OTAOABL K T.J.

B rpade 3 npuBOAAT HAHMEHOBAHHA KOHTPORUPYEMOro napameTpa. Ecan koH-
rpo/ib OCYUWIECTBIMIOT B NMOIHOM 00bEME YTBEPKIACHHOH HOPMATHBHOH JIOKyMEHTa-
UMY, TO YKa3blBalOT JIMLIb HAMMEHOBAHWE M HOMEP HOPMATMBHOIO NOKYMEHTa, B
3ToM ciyyae B rpadie 4 Take AeAacTes CCbiKa Ha 3TOT JOKYMEHT 0€3 H3NoMeHUs
(HOPMATHBOB; €CJIH BELUECTBO NOABEPIaETCH KOHTPOJIO MO OTAC/IEHBIM MOKA3ATENAM
HOPMATHBHOIO JOKYMEHTa, B rpade 3 Hapsally cO CChUIKOH Ha HOPMAaruBHBIH JOKY-
MEHI NPUBOIAT HAUMEHOBAHHUE ITHX [OKA3aTeieH, a B rpade 4 HOpPMHL C RONYCTH-
MBIMH O [KJIOHEHUAMM.

B rpade 5 npuBOAAT METOJ KOHTPOJA: BU3YRNBLHO, COFIACHO HOPMATHBHOH
JAOKYMEHTalMH, M0 cneyuansHoil Metojguke. B nociesremM ciyuae ee NpuBoAsT B
paszeiie — “repedcHp MPOR3BOACTBEHHBIX MHCTPYKUMH”. Ecau xonTpons ceipbs, no-
JAYNPORYKTOB, peakilHOHHBIX Macc, OTXOAOB H APYTaX BELIECTB OCYHICCTRAACTCR NPH
NOMOIHK XHUMUYECKUX, PUIMKO-XNMHUECKHX MM GHONOTHUYECKHX METOJOB allalu3a
npo6 D1xx Bellecrs, 10 YKa3LBAIOT “XUMHYecKHit ((hH3HKo-XxuMHuueckuld, Guonory-
Heckuil) anamus nnpoder” B rpade 5. B 570l rpade npuBOAAT TaKOke HAUMCHOBAHKS
TEXHHYECKMX CPEJICTB KOHTPOS B COOTBETCTBHH © pa3nenoM — “AnnaparypHas cxe-
Ma pou3BoAcTBa M cneuydukaius obopyaosanns”. YkaswBaioT nopsaok orbopa
11po0BI BEIUECTB: OT KAXIOH TEXHOJOrMYECKOH onepanuH Wid OT HECKONBKUX Ie-
PHOJIMHECKMX NPOLIECCOB, YEPE3 Kaxoil MPOMEXYTOK BPEMEHN - MPH HENPEPHIBHRIX
npoueccax.

B rpajde 6 npuBoisT HOKYMCHTHl, B KOTOPHIX PErHCTPUPYIOTCH PE3YNLTATHI
KOHTPOJIsi: ONEPALMOHHBIA HCT, 32MOAHACMBINA ONEpaTopom (anmapaTyHKoM); aua-
IPaMMbl C 32IHCAMH KOHTPOJNBHBIX PEerHCTpHpYOiHX npubopos; pabounit »xypuan
uexosoit nabopatopuu (naboparopuu OKK), mapmpyTrHas kapra u ap.

15. Besonacuast 3KcIiyaiaiiiis BpoU3B0/IcTRA,
15.1. Obmue nosoxenns

15.1.1. Pa3pen pazpabaibiBaeTcs AJis IPOEKTHPYSMEIX, NEHCTBYIOINX, paciou-
PHCMBIX M PEXOHCTPYHPYEMbIX [POM3BOJACTB NPOJAYKUMH MEJHLIMHCKOTO HasHaue-
fiusl, CBA3aHHBIX C OOpalleHHeM MK XpaHeHNeM B HHX XUMHYECKH OMACHBIX ¥ TOK-
CHYHBIX BELIECTB, a TAKOKE BELIECTR, KO TOPLIE MOrYT 06pa30BHIBATE NEUICBO3AYIIHBIC
WK NapOraloBhie B3PhiBOONACHHIE CMECH.

15.1.2. TpeGopauus 6e30MacHOCTH, UINOKEHHBIE B TEXHOMOMHYECKHX peria-
MCHIAX, He NOJuKHBI ObITH HiXe TpeGoBaHui ACHCTBYIOLIMX HOPMATUBHBEIX JOKY-
mentoe (HIT) no npovsiuuiennoi 6esonachocty.

15.1.3. B pa3nene npuBOAATCH TEXHOJIOTMYECKHE JAHHBIE, HCOOXOIUMBIE Juist
pa3paboiku U OCYILECTRICHUS Mep No obecneuento 6e30nacHOCTH ¥ ONTUMANBHBIX
CanM1apHO-THFHEHHMECKUX YCaoBUil Tpyla paBoTatoWMX, B TOM YHCITe:

®  X4apaKlepHCTHKA OnacHocTeH NpoU3BOACTBA;
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®  BO3MOXHBIC HCTIONANKK H aBapPHHHBIE CUTYAUMM, CAOCOObI UX Mpeynpesk-
JEHHs ¥ YCTpaHEHHS;

®  3al[{Ta TEXHONOTMYECKUX MPOUECCOB H 06OpPYNOBAKKS OT aBapuil U 3allu-
Ta paboTalOUIMX OT TPaBMHPOBAHUS;

e Mephl 0Er0MacHOCTH, KOTOPHIE CleAyeT COOMOMaTh NpPH IKCILTyaTaiHu
MPOU3BOJICTBEHHEIX OO BEKTOB.

15.1.4. TpeboBaHus 6e30MacHOCTH NPOU3BOJCTB MPOAYKUHH MEAHLUMHCKOrO
Ha3HAa4YeHUs u3naralorcsd Ha ocHose “llonoxenus o nopsjixe pa3paboTku U copepna-
HUst pasfiena “BesoniacHas 3KCIUTyaTalMs (IPOM3BOJICTB” TEXHOJOFHMYECKOrO pernia-
menra” PJ1 09-251-98, yreeprxaeHnoro nocraHosnenuem I'ocroprexnaasopa Poccuu
or 18.12.98, Ne 77.

Ilns Gonee nonHo# XapaKTepUCTHKH TOTEHIMANBHO ONACHOCTH MPOU3BOACI B
u obecncueHHs NPOESKTHBIX OPraHW3alMi UCXOAHLIMU HAHHbIMH Ul paipaboTku
CHCTEM B3phIBO3AIUMTH B pasjiene npuBoautcs Oosee unpoxas (1o cpapieruto ¢ PJ[
09-251-98) HoMmeHknaTypa nokasareneil MoXapos3phBOONACHOCTH OOpataomuXcs
B MPOM3BOJACTBE MPOAYKTOB. B pasjene rawke pacuiMpen nepeyeHh XapaKTEpHCTHK,
ofecnevnBaoLUX OTUMANbLHBIE CAHUTAPHO-THIMEHUMECKHE YCHOBUS Tpyua pado-
TAIOUMX B MPOM3BOACTEE JIEKAPCTBEHHBIX NperiapaTos.

Jast MpoAyKuuy, MOCTaBAAEMOfi HAa PHIHOK, MPOM3BOAUTENL pa3padaTbipaet
nacnopt 6e30NMacHoCTH, PErNaMEHTHPYIOLUMIT YCIOBHS $€30MacHOCTH MPH NPUMEHE-
HHM, XPAHEHHH, TPAHCIIOPTUPOBAHHH, YTHAM3AIMH, YAANCHHH (JIMKBUIALMM) Be-
ulects (MAaTEPHAIIOB).

[Tacriopr 6e3onacHocTH pa3palaTsiBaoT Ha:

e dapmaluesTHYCCKHE CYGCTaHLIUN,

®  [IPOMEXYTOYHBIE TMPOJAYKYThl (FOJYNPOAYKTHI), SBIAIOLIHECS B JAHHOM
MPOW3BOJICTBE KOHEYHOH NPORYKLHEH,

®  OTXOAbI JIPOU3BO/ICTBA, MOCTABASEMbIE HAa PBIHOK WM Ha APYrye 1peanpi-
ATus 104 nepepaboTkH.

[Macropt 6e3onacHocTH paspabarpiBaercsi Ha ocuose TpeGosaunii TOCT P
12.1.052-97. Nocne peructpauun B N'occranaapre Poccuu B pasaen 15 npombiinuien-
HOI'O PEraMeHTa BHOCATCA PEKBH3UTBl perucTpauuu (HoMep, J1aTa perucTpaunu, ja-
Ta OrpaHNYEHHUs JeHCTBHA).

15.1.5. OcroBonosaraioiMMH1 NpaBuIaMy W HOpMamu ist pa3paboTky pasje-
na seamores: “O6uue npasuna B3PEIBOGE30NACHOCTH AMIST B3PLIBOTIOKAPOONACHLIX
XAMHYECKHX, HeQTEXuMHUECKHX U HedrenepepabaTeisaiowux poussoacts” [T 09-
170-97; “Ipabuna 6e30MacHOCTH IPYU NPOM3BOACTBE, XPAHCHUY H TPAHCNOPTHPOBA-
uun xnopa”; “[Tpasuna ycrpoiicTsa 1 Gesonacoit 3Kkcrnyataunyt cocylos, pabo-
Talowux noj aassenuem”; “Ilpasuna yerpoiictsa n 6e3onacHoi sKCmIyaTauym Tpy-
60npoBOIOB JUT FOPIOYHX, TOKCHYHBIX M CXHIKEHHBIX ra3os”; Apyrue AeicTBylouiue
HOPMATHBHBEIC JOKYMEHTBl 1O NpoMulilieHuoR 6e3onacuocth. [lepeyesn LOKymMeH-
TOB HpHBEACH B HipHiIoKeHHH K.

15.1.6. 1la Bnosb cosnaBaembie M PeKOHCTPYHPYEMbIE NPOU3BOACTBA pa3iel
JomxeH ObITh coritacosaH ¢ OpraHu3alMeii-pa3paboTaHKoM [IPOEKTA COrNACHO Tpe-
6osanusam 1B 09-170-97.
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15.2. XapakrepucTrka onacHoOCTe# POU3BOACTBA.

3ra yacTh pazjena O/DKHA COAEPIKATH CAeAYIOlIHe TpeGoBaHus

15.2.1. OcnoBHbIE CBEHEHMS TO XapAKTEPHUCTHKE HOXKAPOBIPHBOONACHBIX
CBOWCTR Chiphf, MORYAPOAYKTOB, rOTOBOH# NPOAYKUHH M OTXOMOB HPOU3BOACTBA
apusoaATcs no popme Tadauy 14a n 146. Ilpy sanonueHnn tabaui cchliika Ha capa-
BOYHBIE B HOPMATUBHBIE JOKYMEHTB! 0OA3aTeNbHA.

15.2.2, CrelleHHs O TOKCHYECKUX CBOACTBAX M CAHUTAPHO-THIMEHMYECKUX Xa-
PAKIEPUCTHKAX CBIPbS, MMOJYNPOAYKTOB, TOTOBOM NpPOJAYKIMHA, BCIOMOTATeNbHBIX
BElECTB M OTXOA0B TIPOU3BOJCTBA mNpusoasTcs N0 dopme Tabnuupt 5. Hpu 3anon-
ticnun TaOAALEl CCHIAKA A [HTEPATYPHBIC H CIPABOYHBIC AAHHBIC, HOPMATHBHEIC
HM MHblE AOKYMEHTHI 00s3aTeabHA,

B coorserctauu ¢ 'OCT 12.1.007-76 (n.n. 3.2 u 3.4), a taroxe ['H 1.1.701-98
n MY 1.1.726-98 Ha upeanpusTHsx NO NPOMU3BOACTBY JIEKAPCTBEHHBIX 1IPENapaToB
JUIs BCexX OBpal@lOUMXCs BEUIECTB JIOJDKHBI pa3pabaTeiBaTecs rUrBeHHHecKUe Hop-
smatnew (11K, ObYB) ¢ meronamMy KOHTPOSIS MX COAepKauus B BO3ayXxe paboueit
10us ¥ rurdeiinueckue nopMatussl (TJIK, OBYB, OI1V) B obbekrax okpyxatowei
epejibl (aTMochepiblil BO3NYX, BOAA BOAHBIX O0BEKTOB).

TIpu npou3poACTBE TOTOBBIX JeKapCTBEHHBIX GOPM, B TOM YHCae KOMOUHHPO-
BAHHBIX, THTHEHUUECKOMY HOPMUPOBAHMIO IOANIEKAT CyOCTaHIMU BCEX JIEKAPCTBEH-
HBIX NpenapaToB, BXOAAIMX B KOMOMHAIMIO, ¥ BCE BCMOMOraTe/bHbIC BELIECTBA
(HAIIOJIHHWTEH, HOACTACTUTENM, PA3PBIKINTEIIH, IMYIILIATOPS! H 1p.).

ObYB B Boigyxe paboucH 30HbI — BpeMEHHbIH OPHEHTHPOBOUHbIA CHIMEHHYE-
ckuit nopmarus. B coorsercreuu ¢ 'OCT 12.1.007-76 u MV 1.1.726-98 OBVB yr1-
sepxiaercs [locranosnennem I['masHoro I'ocypapcTBeHHOro caHHTapHOrO Bpaua
Poccuiickolt Penepalidi CPoKOM Ha 2 roja, rociie Yyero J0mKeH GhITh 3aMEHEeH No-
cTosHHo AeHcTByrommm rurueHnueckum nopmatmeom (ITAK) wim mepeyrsepacicH
Ha HOBBIN CPOK.

ObYB ycranapnupaeTca Ha 11epHoOJ], TIPEIECTBYIOWHKA NPOSKTHPOBAHUIO
(15 yCHOBUI ONHITHBIX ¥ 1I0/1Y3aBOJICKUX yCTaHOoBOK), [Ipu npoexTupoBanmu mnpo-
H3BO/ICTBA, 110 COTJIACOBAHUIO C OPraHaMM roCyIlapCTBEHHOIO CAHUTAPHOIO HAJI30pa,
AOIyCKaeTCs HCIMONB30BaHKe pacyeTHoro ypoBHa OBYB senuuunoil He menee |
MI/M’ B BO3fyXe paBouei 30HB (YMEPEHHO ¥ MANOONACKHHIE BelecTsa — 3 u 4 KnaccHt
onacnocty no TOCT 12.1.007-76).

Pacuerustit OBYB 000cHOBBIBAETCS C YY4ETOM NapaMeTPOB TOKCHKOMETPHH H
TepaneBTHYECKHX JI03 ¢ MCMOJIb30BAHWEM KOPPENAUHOHHEIX 3aBHCUMOCTEH M my-
TeM HHTEPNOALMIA WIH SKCTPanonaluil 8 psajiax coenuueHnii, GNU3KHX 110 XHMHUYE-
ckoil cTpyKType, (H3HKO-XHMMYECKHM cBOJCTBAM M XapakTepy OHOJOTHHECKOTO
HAeHCTBHA.

Henonpzosanue pacdetdslx Beiiuduit ObYB B Bo3ayxe paboueii 30HH nmpous-
BOACTBENHAIX IOMEIEHHH BO3MOXKHO Ha cTafnd pa3paboTku naGopaTopHoro perna-
metira uiw TOO npoussoactsa. B panpHeliem (Ha cTajdu NMPOSKTHPOBAHMA M 10-
CHEAYIOUIEI0 BHEAPCHHS B NPOH3BOICTBO) HeoOXOAMMO ApoBeljeHHe JOIT0RHUTENb-
HBIX DKCIIEPUMEHTASILHBIX UcceloBanuit ¢ pazpaboTkoit MeTo/1oB KOHTpONs cCoaep-
XalHg BCIIECTB B BO3AYXe paboucii 101bt ¥ NPeJCTaBAC HHE MATEPHANOB B OpraHbl
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To%apo-B3pAIBOONIACHEIE CBOACTBA CHIPBH, NIONYNPONYKTOB, TOTOBOrO IPOXYKTA K OTXOAOB NPOH3BOACTBA.
T"a3si ¥ XHMAKOCTH.

o

Tabnuua 14a.
Mo |Hammeno- | Arperarsioe |[Inor-  |Pactso- |Bosmoxso nm Boc- VHenpHas TEIIOTA | Temnepartypa., Munivans-
1/n [BagMe Be- | cocrosHAe |HOCTh  |PHMOCTh |[UIAMEHEHHe WIIH cropanus, KID/kr °C Hasl 3HEPrHA
10eCTBa, Co- | HPH HOP- napoR B BOIC, |B3phIB BEHIECTBA IPH | wUIKOH | Hapora- [KuIle |CaMOBO BOC- BCIbl- [Hayana |3a’KWTaHuA,
nepkanMe | MaLHNX  |(ra3oB) |% mMacc. [BO3NEHCTBMM Ha HETO | (a3sl | 30BOH |HEA |c- Mnamed |xu  [axso-  [mIbk
OCHOBHOIO | YCJIOBMZX. |NpH HOp- basul TIAMEH |CHIA TepMB-
BEIECTRA, MaUTBHERIX BOIBL KHCIopopa CHHA gecKoro
% macc. YCTIOBd- (una, HeT) |BO3myXa pazo-
ax, (na, HET) KeHHsT*
3
KT/M R
] 2 3 4 5 16 7 8 9 10 | 11 12 | 13 4 15 ]
3 Tpeneasl pacnpocTpaHeHUs LIaMeHu (MaxcHManbHoe 4aB- | CKOpOCTh HapACTAHHA JABJIEHHS |MHHUMATLHOE B3pHIBO- TIpHvedanns*™

KOHUEHTPAMOHHmE, TeMNEepaTypRLie,  IeHue BIpeIBa, klla Tipk B3phibe, klla/c OTACHOE COfepkKaue |
Y 00. °C kuciopona, % o0.
| ——y N Ry A o i T
| HRRHM | BepxHu# HIDKHUHA | BEPXHMH | MaKCHMa bRas cpenHas
[C16 | 18 19 ] 20 21 ! 22 23 | 24

* B rpage 14 npupoaaTcs 3HaYEHUS TEMNEPATYPh HaYala SK30TEPMHUYECKOTO Pa3ioKeHns 1T NPOAYKTOB H OTXO-
DOB, [I0BEPTaeMBIX JTMTETBHOMY TETIIOBOMY BO3ICHCTBHID.
** B rpade 24 npuBOIMTCS KpaTKas XapaKTEPUCTHKa ONACHOCTH NPOLYKTOB, OTMEYAKYICS UX 0COBO OTaCHbE CBOf-
CTBa (CNOCOOHOCTL K CAMONPOUBONBHOM CNOHTAHHOM NOAMMCPU3ALMK, CAMOPA3OrPERY H T.4.).
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[Toxapo-B3pRIBOONACHBIE CBOFCTBA ChIPbA. MONYNPOIYKTOB, IOTOBOTO NPOIYKTA i OTXO10B IPOM2BOICTBA.
Teeparie roproune NPOAYKThi.

Tabnuna 146.

Ne | Haymenosanuwe | [LrotHocTs, {PacTBOpuMocTs |Bo3moro v Boc~ |[YaenbHas Temnota | Temnepatypa,

n/n{ Beuecrtsa (marte- B BogeE, Y% Mace. {1aMEHEHHE HiH cropauus, kKJHx/xr °oC
puana), coaepxa- B3DbiB BELIECTBA ILTAB/IEHYA| CAMOBOC- | BOCIUIa- | Tyie- |Hadana
H{E OCHOBHOTO UpPY BO3CHCTBAY HA {TLTAMEHEHUA| MEHEHMS | HMS [IK30Tep-
BEILIECTBa, HEro MUYECKOro
% macc. BOIB |KHCTIOpOZA pasioxe-

(12, Het) (Bo3ayxa HaA*
B {na, ReT)

] 2 ! 4 5 6 ! 7 8 : 9 10 1 12
Hroxanii koHUeHTpauronssnt | MuBuMansHas oHeprus [ MakcAManbHOe naBnenye |CxopocTs HapacTaHHs | MMHEMansHOE [pameuasus** |
Ipenes pacIpoCTpaHeH s saararms, MIhi B3pbiBa, Kila DARIEHHA [TPY BIPHIBE, | B3PHIBOOTIRCHOE
TUIAMEHY I10 a3POB3BECH, xila/c cofepKanue

/M MaKCH- | cpemuas | Kuciopona, % 06,
OBCNEPCHOCTH, MKM MaIEHAS
13 14 15 16 17 18 19

* B rpae 12 npHBOAATCA 3HAYEHHUA TEMAEPATYPSI HAYalla K30 TCPMHUIECKOrO PaslioNEHAA U POXYKTOB H OTXO0-

J0B, NOABEPraeMbIX ATHTEILHOMY TEIUIOBOMY BO3ACHCTBHIO.
** B rpage 19 NpHBOAMTCA KpaTKas XapaKTEPHUCTHKA ONACHOCTH IPOXYKTOB, OTMEYAIOTCA MX 0CO0O0 ONlacHbie CBOH-

¢TBa {COOCOGHOCT K CaMOPa30TPEBAHUIO, MHPOGOPHOCTE H T.4.)-

T00T-£60-20-9 LOO
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Toxcudeckue cBOHCTBA H CAHHTAPRO-THIHEHHIECKHE XAPAKTEPHCTHKH ChIPbS, HOJYNPOIYKTOB,
roTeBOV NPOAYKIMHE, BCIOMOTaTeALABIX BEMECTB H 6TX0X0R NPOH3BOACTRA

Tabmuma 15
Ne |Hawmenopanue ArperarHoe |Xapakrep IAK (OBYB)8  |Kmacc Konrpoas 3arpssHenss Bo3ayxa
n/m |BemlecTBa cocrosume B |(ocobenuocTn){Bo3xyxe pafodeii 30HLIONACBOCTE | NPOM3BOACTBEHUBIX NOMeMENHY
BO3AYXE JeHCTBAS Ha |IPOH3BOACTBEHALIX |BOTOCT  [Meron xorTpons |[lepmonnanoctsn
paGoueii 30- |opraHE3M** |moMemeuHi, 12.1.007-76 im0 T'OCT 12.1.016-79 [KORTPO.I%
oL melnt’ xTOCT 850584 |mo FOCT 12.1.005-88
1 2 3 4 5 6 7 l 8

Opnameuanne. YciaoBHble 0603Hauerms o nepegnro [IJK I'H 2.2.5.686-98 u nepeumo OBYB I'H 2.2.5.687-98:
* — x rpage 3 — B BO3XyXe MOXKET NIPUCYTCTBOBATH B BHAEL: & - a3p030Ji4, 11 - [JapOB, 1+a - CMECH NApOB

H 23p030Ji%;

** _ k rpade 4 — A - BewiecTsa, CNOcOGHBIC BLI3LIBATE aIepriyeckie 3a60NeBaHus B IPOH3BO/ICT-
BEHHEIX ycnoruax; @ - adpo3ons upeuMmyllecTBeHHO (GulOporensoro gedcrsus; O - BelecTsa ¢
OCTPOHAIIPaBACHHEIM MEXAHM3MOM JeHCTBHA, TpeOYIOLHe aBTOMATHYECKOTO KOHTPOJs 328 MX CO-
JepxkaHueM B Bo3ayxe; K - kaHIIEpOTeHH; + - TpeOYeTes cneluaNbHas 3alIHTa KOXH M ria3; ++ -
BEUIECTRA, MPH paboTe ¢ KOTOPBIMY JOMKEH ObITH MCKIIOYEH KOHTAKT C OpradaMu JbIXaHUS H KO-

*KeH npH obf3aTeNLHOM KOHTpPOJIE BO3
qyBcTBUTENLHOCTH He MeHee 0,001 Mr/m™,

ayxa paboucil 30HBI YTBEPXKIAECHHLIM METONOM Ha YPOBHE
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BapsiBonoxapHas i TIoXapHas ONacROCTb 3aHuil 1 NoMelueHRH

TabGsnuua 16a

Haumenosanue
NPOK3BOACTBEHHbIX 3MAHNUH,
[oMelleHHH

Kateropus

B3PBIBOJIOKAPHOH M ITOXKAPHOH
ONacHOCTH NOMEILEHUH 1 35aHnH
(HITb 105-95)

[lepeueHs roprovyuX BELIECTB
{npoRyKTOB) A1 KiIacCH(UKALKMHK
B3PBIBOONACHBIX 30H IO

'OCT P 51330.9-99

F'OCT P MD3K 61241-3-99

Cpencraa
TIOXKapOTYIICHHA

3

T002-£00-70-¥9 LDO
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BapersonoskapHas H IOXapHas OMaCHOCTH 3MaHMI U TOMeleHuH

7007-£00-20-¥9 LOO

Tabnuua 166

Haumenosanue Kareropus Knaccuukauus B3pbIBOONACHBIX 30H BHYTPH Cpencrsa
TIPOU3BOACTBEHHBIX | B3PHIBONIOXAPHOH ¥ | 1 BHE NIOMeELIeHHH JUIst BhIGOpa ¥ yCTAHOBKYU [OXapOoTyIeHus
30aHUH, IOMELeHHH | nOKapHOH anekrpooSopynosanus no Iy
ONacHOCTH
NOMELIEHHUH U
3RaHPH7l (I—Il'_[B 105- Kjacc KaTeropus u HauMCHOBAHUE
95) B3PHIBOONACHO | rpymnmna BEILECTB,
¥ 30HbBI B3PLIBOONACH | ONPEACNTIONIMX
BIX CMecei KAaTEeropHIO ¥ rPyIy
B3PLIBOOIIACHBIX
cMeceH
1 2 3 4 S 6
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TloccanyrmnHaazopa M3 PO i sKCrepTH3b! H 3aKOHOAATENIBHOIO YTBEPKAEHHUSA I~
FMEHU4ECKHX HOPMATHBOB,

[TIK B Bo3ztyxe pabodeit 30HBI — NOCTOSHHBIH FHrHEHHMYECKHIT HOpMATHB, NPH
coba0aeHHH KOTOPOoro exennesHas (KpoMe BeIxonHsix qHei) paborta no 8 yaco u
He Gonee 40 4acoB B HexesO B TeYeHHE Beero pabouero ctaxa He Bbi3biBaeT 3abone-
BalHil MM OTKIOHEHUIA B COCTOAHMM 3H0pOBbA, OCHAPYKHBASMBIX COBPEMEHHBIMH
METONaMH HCCIe0BaHuii B rpouecce paboThl WM B OTHAJEHHBIE CPOKH JKH3HU Ha-
CTOSILIEr0 WM NOCAEAYHOLIMX MOKOJIeHHH. BosgelicrBue BpenHOro BeimecTsa Ha
yposHe [TJIK He uckmoyaeT HapyWEHUs COCTOSHHS 3A0POBbA ¥ JIHLL C MCBBILIEHHON
YYBCTBUTENBLHOCTLIO.

Knacc onacsgoctd onpenenserca B coorsercteud ¢ I'OCT 12.1.007-76 no cre-
IMEeHH BOBlIeI\:lCTBHH BpenHOro BelmecTsa Ha OPraHH3M B8 3aBHCHMOCTH OT BEJIMUYHHBI
[K wim HEKOTOpPhIX NapamMeTpoB TOKCHKOMETPHH (CpeliHe-CMePTENbHAIE 10351 IIPH
BBEJIEHUN BHYTPS H 1p.). Paznuuaior 4 kiacca onacHocTH: 1 — Bemecraa upe3Bbiyai-
HO OIIaCHbie; 2 — BRICOKOOMNACHBIE, 3 ~ YMEPEHHO OMAacHbIe, 4 — MaJloonackHbie,

15.2.3. Ceenerus 0 B3pHIBONOXKAPHON H MOXApPHOM ONACHOCTH IPOU3BOACT-
BEHHbBIX 3AaHuit, noMeweHui ~ no dopme tabnuu 16a, 166,

B ciiyuae, ecnu npuHATas KaTEropHs IMOMEICHHA HIDKE, YEM 3TO CIEAyeT H3
XapaKkTepucTHkY obpawarinxcs sewects 1 Marepuaos (tabmuua 1 HIIB 105-95),
K periamMeHTy HeoOXORHMMO MIPHNOKHTE PACYET, MOATBEPKIAAIOUIMA, Yo NpH Haubo-
nee HeOIaronpUATHOM BapuaHTe aBapuy M30BITOUHOE NAaBJEHHE B3pLIBA NMApO-Ia3o-
WK nbuieBo3nyiunoil cMecu He npessimaer 5 klla. PacyeroMm cnenyer yTOUHUTE Ka-
Teropuio B (B1-B4).

B rabmuue 16a npuBoauTCs TAKMKE MEPEUEHb FOPIOUMX BEUIECTB AJIA KITACCH-
tuKauMM B3PLIBOONACHBIX 30H BHYTPH M BHE nomemeHnmit cornacie I'OCT P
51330.9-99 (uns razo-naposospymnsix cmeceit), TOCT P MOK 61241-3-99 (uns
NBUIEBOMYIIHBIX CMeceH)C yuerom oOacTH NPUMEHEH!s YKa3aHHBIX CTaHAapTOB.

Knaccuduxauus u onpeneneHue pasMepoB 30H, OMACHBIX N0 BOCTUIAMEHEHHIO
ra3’o-ImapoBO3JYLIHBIX CMECEH, IIPHBONATCSA B MPOEKTE HA OCHOBE XapaKTEPHCTHK Io-
PIOUYHX BELIECTB, UCTOYHHKOB MX BBIJENIEHHA M CTENeHH YTedKH, YPOBHS BEHTWIN-
LK.

Knaccudukanuus u onpenenende pasmMepos 30H, OMIACHLIX N0 BOCIUIAMEHEHHIO
roproyeil Mbliy, NPUBOASTCH B NMPOEKTE B 3aBHCHMOCTH OT 4YaCTOTHI M NPONOIKH-
TEJILHOCTH MPHCYTCTBHA B3PHIBOOMACHBIX MBIUIEBO3AYUIHBIX CMECe H HANUYHS [bI-
JIEBBIX OTJIONKEHHIA,

3oubl, Ha KoTOpbie He pacnpoctpansercs T'OCT P M3K 61241-3-99, a nMen-
HO!

®  30HbI, B KOTOPBIX CYLIECTBYET PHCK BOCIUIAMEHEHHN W3-3a MPHCYTCTBHSA
KOMOIHHPOBAHHLIX cMecei],

®  30HbI, B KOTOPBIX MOT'YT ObITh HCTOUHKKH BOCITLIAMEHEHHS, HE CBA3AHHBIE C
anexTpoobopynoBaHnem,
cieayer kiaccudrupposars cornacko [TV (rabnuua 166).

15.2.4. Canurtapuas xapakTepHCTHKA NPOH3BOACTBEHHLIX NPOLECCOB B COOT-
setctuu co CHull 2.09.04-87 npusoautcs no dopme Tabnuuet 17.
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CanurapHas XapaKTepUCTHKA IPOHIBOACTBEHHBIX ITPOLIECCOB

Tabmnuua 17

Hanmenosanue CaunTapHast XapakTepHCTHKa | ['pynna npou3BoACTBEHHOro
NPOM3BOACTBEHHBIX [IPOM3BOAC TBERHBIX NpoLecca VIS ONpeieNie s
IIPOLIECCOB H MPOIECCOB COCTaBa CIeLUAIbHbIX
NOMeeHu GLITOBBIX MOMELIEHHH

M YCTPOHCTB B COOTBETCTBHH

co CHuIT 2.09.04-87

1 2 3

15.2.5. Crenenns 06 OCHOBHBIX ONACHOCTAX IPOM3BOLCTBA, O0YCIOBIEHHBIX:

¢  0cOOEHHOCTAMHM TEXHONOCHYECKOr0 NpPOLECCa WIH BbIIOIHEHHS OTHENb-
HBIX NPOH3BOXCTBEHHBIX OMEPALIHIA;

¢  0coGEHHOCTAMHM HCIIONB3YeMOro OOOpYAOBaHMS H YCIOBHSMH €ro 3KC-
TLIyaTaLuH;

*  HapymeHUsMH npasii 6€30MacHOCTH paboTAIOMKUMH.

15.3. Bo3moxHble Heronankyd M aBapHifHele cATyaumH, criocobbl Mx npemy-
NPEeXASHUS ¥ YCTpaHeHUs

B Tabmune 18 npusoanTcs nabopMawma 0 Xapakrepe BO3MOXKHBIX HENONAHOK
M aBapuiHBIX CUTyalMii, BO3HHKAIOUIMX [PH HecoOmioneHuH TpeGoBanmii BepeHus
TeXHOJIOTHYECKOTO NMPOLECCa, BLIMONHEHHH MPOH3BOACTBEHHBIX ONepaLii, IKCIUTya-
Tanuyd 060pyNOBaHHA M KOMMYHMKALHH, KOTOpPEIE MOTYT CTaTh NMPHYHHON MOXapa,
B3pbIBA, TPABMHPOBAHHSA WM OTPABJeHUS paboTaloMX, 3arpa3HeHHS OKpykaoled
cpenst. KpoMme toro, B Tabnmvity nospkHbl ObiTh BKIOYEHS! JaHHbIe 0 TPHOOpAX KOH-
TPOJIA, PEryJIMPOBAHNS, 3AUIHTEI, PU OTKA3e PaboTsl KOTOPHIX HeoOxoaHMa aBapHii-
Has OCTaHOBKA WIH IePeBOX HA APYTOi pexxuM (LUPKYJISLHIO, PyYHOEe YIIpaBleHHe U
Ap.).

BesonacHslit pexxuM TEXHONOTHYECKOTO MPOLECCa NONKEH ObITh M3JIOKEH B
TEXHOJIOTHYECKOI 4ACTH PerjlaMeHTa.

15.4. 3ammMTa TEXHONOrHYECKHX NPOUECCOB M OOOPYAOBaHMA OT aBapwii H
NpeaynpexAeHue TPaBMHPOBAHHA paGoTarouux

B tabnnue 19 nprBOOMTCS X8PAKTEPHCTHKA B3PHIBOOIACHOCTH TEXHONOrHYe-
CKHMX IPOLECCOB: IIPHHATHIE TPAHMIBI TEXHOJIOTHUECKHX 6JI0KOB, 3Ha4YeHHs IHepre-
THYECKMX TOKasaTesieH U KATeropuy B3PLIBOONACHOCTH GIIOKOB, rpaHHiibl BO3IMOX-~
HBIX Pa3pyLISHHE! IPH B3PHIBAX, MPeAyCMOTPEHHbIE MEPhl Ge30NacHOCTH | IIPOTUBO-
aBapHHHOMA 3aMTHI.

OueHKy B3pbIBOONACHOCTH TEXHONOrHYECKHMX G0KOB CAeayeT NPOU3BOAMTS B
COOTBETCTBHH ¢ TpeboauuaMu “OB6mMX npasHT B3pbIBOOE30NIACHOCTH 1S B3PHLIBO-
TIOXKAPOOMACHBIX XHUMHYECKHX, Hedrexumndyeckux u HedTenepepaGaTbIBaIOWMX
npoussoacts” II6 09-170-97.
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Bo3MoXkHbIE HEMONANKY, aBapHITHbIE CUTYaLH, CIIOCO0BI MX IPEAYIPEXICHUS U YCTPAHEHUT

Tabnuua 18
Bosmoxiaisie Ilpenensuo ponycrumele | [Ipuauss HedicTBus
IIPOM3BOACTBEHHbIE 3Ha4YEHHs 1apaMeTPOB, BO3HHKHOBEHHS 1epcoHana
HETIONANKHY, NIpeBBIIEHHE ITPOU3BOACTBEHHBIX no
apapuiiHble CUTYalHK | (CHIKEHHE) KOTOPBIX HEIOJIAZ0K, aBapUUHBIX | NIPENYNPEXKIECHHIO

MOXET HpHBCCTH K
aBapuu

CUTyarmi

M YCTpaHEHHIO

2

A
4

2007-€00-20-¥9 LOO
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3auIMTa TEXHONOTHYECKHX IIPOLECCOB H 000PYIOBAHHUS OT aBapHit

T00Z-€00-20-+¥9 1LDO

Ta6mmua 19.
Hanmenosa- | KonwyecTBenHas XapakTepHCTHKa Kontponupyemsiit | fonycTamsiit IlpenycmotpenHas 3amura
HME CTaJu#| B3PHBOONACHOCTH niapaMeTp HIH{Openen obopynoBaHus, CTAIHH
TEXHOJIOTH- HaHMEHOBaHHUe KOHTPOJIHpYe-
YeCcKoro 3aIMHIAEMOT0 MOTO napameTpa
npouecca, |Hammenosa- |OrHocuTensHsld |Kateropus |Papuyc y4acTka  (MECTa)|HIH ONACHOCTH| TEXHONOrHYECKOTO
HOMEP HHE H COCTaB 3Hepre'm!1ecxmi B3pLIBOOIAC- [30HRBI oﬁopynosa,ﬂm 3aigamaeMoro jIrpouecca
TEXHOMOrH- |TEXHONOTH-  [MOTeHumMal HOCTH BO3MOXHOTO y4acTka (MecTa)
YecKOro geckoro 610Ka{B3phiBOOIACHOCTH pa3pymieHus obopynoBauus | Meper  ([Ipumensemas
610K > Os IIpH B3pbIBE, NpenoTBp [cHCTEMA
M amedus |NpOTHBOABApHH-
B3phiBa, [|HOW 3aLUMTHI.
moxapa |Bpemsa
cpabaThiBaHHA
cuctembl [1A3, ¢
i 2 3 4 5 6 7 8 9
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B rabnuue 19 npuBoasTes Taioke NaHHLIE O (PUMEHAEMBIX CPEICTBAX (1pOTH-
BOaBapHAHOH 3aLUMTLI, B TOM YHCIE: OJOKHPOBKAX, CPEICTBAX PeryaHpOBAHHUS, CHI-
HanU3aUMK, YCTPOHCTBaX AJs IKCTpeHHOH (aBapuiiHoi) octaHoBKH 060pyOBaHuS,
NpeAOXPAHUTENBHBIX, CﬁpOCHblx, OTCCKAIOUIMX KianmaHax, € oDOs3aTe NbHBIM yKasaHH-
eM UX DYHKIHOHANLHOTO HA3HAYCHUS U [TPOU3BOUMBIX [eHCTBUA,

B 71o#t yacTy paspena ykassiBaIOTCH MEpLI, IPUHATHIE

® 10 UCKIIOHEHHIO 00pa3’oBaHHs B TEXHOJOIHYECKMX CHCTEMaX B3pBIBO-
OnacHeIX CMecei;

® 110 MCKMNO4EHHIO CaMOIIPOH3BOJILHOID TEPMMUYECKOTO pacnafa HMi# IoJHd-
MeEpH3alliHK peaKUHMOHHBIX MacC d TCXHOJIOUHYECKHX CPEA, YTO MOXKET CTaTh NPHYH-
HOH aBapuy;

L4 No HHOAABICHMAIO B3NBIBOB H HCYNPABISICMbBIX XHMUYECKHUX pcaxuuﬁ B TCX-
Honoru4eckoM 06opyoBaHHH;

* {10 1Y(IEHHIO [I0)KAPOB;

® 110 OrPALHYEHMIO 30H DA3BHTHS aBAPHITHBIX CHTYaIlWH.

15.5. Mepbi 6€3011acHOCTH 11PH 3KCMNYATALMY TPOH3BOACTBEHHHIX 0OBEKTOB

Jlauuas wacTb paszesna JOJKHa COAEpXKaTh CleRytowue TpeGoBanms.

15.5.1. TpeboBauus 6e30NaCHOCTH NPU MYCKE U OCTAHOBKE TEXHONIOTHYECKUX
CHCTEM H OTAENBHBIX BUAOB 000PYHOBAaHMS, BEIBOJAE HX B PE3ePB, HAXOAUICHUH B pe-
3epBe M TIpH BBOJIE U3 pe3epsa B pabory.

15.5.2. Mepnl De30MacHOCTH 1IPH BEAEHHH TEXHOJIOTHYECKOro NpoLecca, BEI-
[OJIHEHNH PETHAMERTHAIX NPOU3BOACTREHHKX onepalui.

15.5.3. BO3MOXKHOCTS HAKOIUICHHS 3apAI0B CTATHYECKOTO EKTPHUECTBA, UX
OIacHOCTS H crocoOsr HelTpanu3aLuny u3naratores o gopme tabuuusr 20.

14.5.4. OcHOBHbIE MOTEHIHAHHBIE OMACHOCTH TPUMCHSIEMOTO 0B0pyaOBaHAs
¥ TpyOONpoBOXOB, UX OTBETCTBEHHBIX Y3108 U MEPH! 10 NPEAYNPEXNACHWIO aBapyii-
HOH pasiepMEeTH3aUHU TEXHOJOTHUCCKHX CHCTEM.

15.5.5. CejicHuA 0 CPEACTBAX MHAMBUAYAIBHOM 3aUMTH paboTatomux paspa-
GaTpiatores B cootBetctBuu ¢ PJT 00001910-5-92 «Knaccuduxaums semecrs Ha
rpyIitibl NI0 CTEMEHH OMNACHOCTH AJA BbiSOpa CPeCTB WHAMBMAYASLHOW 3aIUTH B
HPOM3BOACTBE JIEKAPCTBEHHBIX NPENapaToB M NMapoMepHO-KOCMETHYECKHX H3ie-
JUA» ¥ IPUBOIATCS 110 GopMe Tabnuue: 21,

15.5.6. Ha Bce raso-, B3phiBO-, NOXAPOONACHEIE ¥ APYrHe XHMHUIECKUE MPOM3-
BOJICTHA, HA KOTOPHIX BO3MOXHbI ABApUiiHBIE CUTYALWH, CTIOCOOHEIE MPUBECTH K pa3-
PYWEHHIO 3/1aHHI W COOpYXKeHHil, TEXHONOrMYECKOTo 060pyA0BaHUs, MpYNNOBOMY
1I0paXKeHHIO JTIOJIEH, OTPHLIATEIBHOMY BO3ACHCTBUIO HA OKPYXAIOWYIO CPCAY, HOMK-
Hbl Pa3pabaThIBATHCA [LTAHLI JIOKAJH3ALHH aBAPHIHBIX CHTYalIlUH B COOTBETCTBUH C
“BpcMEHHBIMH PEKOMCHAALMAMHU N0 pazpabOTKE IUIAHOB JIOKANM3ALKH aBapUiHbIX
cutyanuii Ha XHMHKO~TEXHONOrHdeckx obberax”, yreepxueHunlx ['ocnpomarom-
HajzopoM CCCP 05.07.90 r.. O Hannumy [1nana noxanusaiyu aBapuiiHeIX CUTYALU R
Ha TpEeATIPUATHH CIEAYET COOBLIMTS B pasaehe.
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Bo3MOXHOCTE 271eKTpH3alHH ¢ 06pa30BaHHEM ONACHBIX OTEHIMATIOB, CIOCOOK 3aIHTHI

Tabnma 20

HaumeHOBaHUE CTAINH, TEXHOIOIAYE-
CKo#t onepauuy, 060pyROBaHUA U TPaHC-
MOPTHRIX YCTPOHCTB, HA KOTOPHIX BEAET-
cq 06paboTka WK nepeMemieHue Be-
WecTs (POAYKTOB)-AUIIEKTPHKOB, CIIO-

Tlepegens BemecTB (MpoAyKTOB)-
JIUOJIEKTPHKOB, CIIOCOOHBIX B JaHHOM 06opy-
JIOBaHWH WJIM TPaHCIOPTHOM YCTpOHCTBE
TOABEPraThCs HIEKTPH3ALMM C 00pa3oBaHK-
€M ONacHBIX IIOTEHIIHAIOB

OCHOBHBIE TEXHHYECKHE MEPO-
OpHATHA IO 3aLIMTE OT CTATH-
4ECKOro EKTPHYECTBA H BTO-
PHHYHBIX MPOSBICHAH MOJIHMHA

COOHBIX TIONBEPIraThC 3MeKTPH3ALMH C HaUMECHOBaHHE yIZenbHOe 06beMHOE
06pa30BaHHeEM OACHEIX [IOTEHIIHANOB 3NEKTPHYECKOE COMpOo-
THBRICHNE, OMXM
1 2 3 4
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CpeacrBa HAIWBHAYAIbHOH 3aUIHTHLE paboTarouiHx

Tabnuua 21
Haamenopanue [pyaga Hammenosaude |Cpeacrea Haumenoranre |Cpoks | Pexomeupauuu | [lepronmusocts
TEXHOJOTHIECKOr0 | OMaCHOCTH DpodeccHi B AHAHBHAYANbHOH | M Homep H]L HOCKH | DO cnocobam CTAPKH,
upouecca BEIIECTR B HoJLKHOCTEH IAMWHYBI B MeCsi- Xera3auuH B XAMYBCTKH
COOTBETCTBHH C uax CTHPKH 3AUIHTHBIX
PJI 00001910-5-92 cpencTs
1 2 3 4 5 6 7 8

2002-€00-20-v9 100
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16. Oxpana oxpy>kaioiueii cpeasl.

B pasgene NpUBOAMTCS NEPEYCHBb BCEX BHIOPOCOB B OKPYXAIOWLYIO Cpeny: Mbl-
nerazoo0pas’HeIX, KHAKHUX, TBEpAbIX. [IpHBOAATCA HMX HAMMEHOBAHUA, HUCTOYHMKH
cbopa (anrapar, cragus), XapaKTepUCTHKH, BKIIOYAIOLHE KOJINYECTBA BRHIOPOCOB C
JONYCTUMBIMH OTKJIOHEHHAMH, TIEPHOANYHOCTD, MPOJOIMKHTENILHOCTb, XMMHYECKHE
cocTaBbl ¥ PUIHIECKUE MTOKA3ATENH.

B pa3zgene HeoOXOAUMO OTpakaTh Mepbl, 00€CNEeYHBAIOLIHE HAAEKHOCTD OX-
paMbl BOAHBIX PECypcoB u BO3AYymoro Gacceiina B cnyyae aBapuilHbIX cHTyauud U
OCTAaHOBOK MPOM3BOACTBA HAa PEMOHT. YKA3BIBACTCH HajlMUME aBAPHIHHBIX W ApEHAX-
HBIX eMKOCTEH, MOAA0HOB, (JaKeoB, cBeyei, aIcCOPGeHTOB H T.I1., NPeyCMOTPEHHBIX
JUIS NIpeJOTBPAILCHNUS 3aJIMTOBRIX BEIOPOCOB B OKPYXKAOILYIO Cpe/ly B JAHHOM NpOU3-
BozcTee. IIpy BO3MOXXHOCTH nepepaloTKy aBAPUIAHBIX U JAPEHAKHBIX CTOKOB yKa3bl-
BACTCA, Ky/Ia OHH HAaNpaBNAfOTCs (OYMCTKA, YTUAM3ALMS, CKIA/AUPORAHHME).

Hannste mo Beibpocam B atMocdepy, CTOYHBIM BOKAM W TBEPABIM OTXO/AaM
CHCTEMATH3UPYIOTCA M NIPUBOAATCS 110 popmam 1abn. 22, 23, 24.

16.1. B 1ab.1. 22 BKIOYAIOTCS BCE NOCTOAHHbBIE H NEPUOJHYECKHE TEXHONOTH-
4eckue, BEHTUISUMOHHBIE H HEOPraHW3OBaHHAIE BRIGPOCH! B aTMOCdepy uepes Tpy-
6b1, aspauuoHuble QOHAPH M BEHTHJIAUMOHHBIE IIAXTHI, & TAKXKE 3AIMI0BHIE W BO3-
MOXHbIE aBapHiiHbIE BBIOPOCH!.

B rpade 2 tabmuust 22 Heo€X0N¥MO yKa3biBaTh HaJIMYME ra3onbLICYNaBIM-
parouux yctanosok (ITIVY), noacoeamHeHHBIX X HCTOYHMKY BHIOpOCa.

16.2. B Tabx. 23 BKO4aI0TCH BCe TEXHOJIOMHYECKHE CTOKH, CTOKY OT BaKyyM-
HACOCOB, JIOBYILEK, OT IIPOMBIBKM 000pYJOBAHHS, CMBIBBI TIOJIOB, BIJTOUAIOTCS TAKXKE
3aJII0Bble ¥ BO3ZMO)KHBIE aBapHitibie COPOCHE CTOYHBIX BOJ.

XapakTepUCTHKA CTOKA MPHUBOAMTCA IO CIEAYIOIIAM 1OKA3aTeNsAM: B3BEILEH-
unie Bewectea, pH, XITK 6uxp., BIIK noaH., cyxo#i octaTok, NpoKaaeHHEIH OCTATOK,
xJ10puel, cynsdarsl, coenupayecKie HHIpeJHEeHTH.

16.3. B Tabn. 24 BINOYAIOTCA TBEPABIC U XKMIKHE HEYTHIHIUPYEMbIE OTXOMbI,
HarnpasjfeMble HA TEPMHUECKOE 06E3BPCIKHBAHHE HIIH CIIEU3aX0POHEHHE, a TaKKe HA
CBajKy, OCajKO-LIaKoHaKomuTenu. CrernuansHble HHCTPYKLUMM, ONpPEAEstOlLIHe
TOPSIOK BHIBO3@ M YHHYTOXEHHA (3aXOPOHEHHMS) BpelHBIX (SAOBWTHIX) BELIECTB
JIOJDKHEI OBITH BKNIOYEHB! B NIEPEYCHb MHCTPYKUUH pErjlaMenTa.

XapaKTepUCTHKA OTXOAA MPUBOAMTCA MO cieayloumm nokasaresam: pH (ans
xuakux orxomos), XTIK 6uxp., cyxoit ocTaToK, npoxa.ieHHbli 0cTaToK, ¢neuHpHye-
CKHe MHIPEAUMEeHTH B FpaMMax Ha ACUMMETp KyOHHeckuit (rpaMMax Ha KuOrpaMm).
Kpome Toro, HeoOXOAHMO yKa3aTh COCTAB OTXOHA MO COMAM, KHCIOTaM, UICROYaM,
pacTBOPUTEIIAM, OPraHUYECKHM coelMHeHuaM (creLu( HIeCKUe 3arpsa3HUTENIN), BOAE
B NPOUEHTHOM BBIPaXEHHH.

B rpade “¢um3nueckue nokasarenn” cie[yeT NMPUBOAKTE M APYrue JOTIOJNHH-
TeJIbHbIE JAHHbIE 110 XaPAKTEPHUCTHKE OTXOM0B.

16.4. Hopmoii c6poca A5 BHOBB ITyCKaeMBIX NPOU3BOACTB SABJIETCS TPOEKT-
HOE KOJIHMECTBO BHIOPOCOB NPH MX MPOSKTHOM COCTaBE.
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BbIBPOCHI B ATMOC®EPY

Tabnuua 22.

Homep | Homep cramum, XapaKkTepHCTHKa HCTOURMKA HH.PIMCHO:SHMIM&HOBaHHE Kommgeerso|[1IK (OBYB)[ Hopma- Qaxtyue-
HCTOY- | HAMMEHOBAHHE H HO- | BEIOPOCA H DapaMeTphl BaHHUE Bhl~[ BEIECTBA, BhIGpoOCa, | 3arpssz- ! THBHLEIH CKHif BB~
HHKA Mep 060pyHOBaHAs, | ras’oBo3 off cmMecH 6poca: 3arps3Ha- KT maoumx | seibpoc, Opoc
BRIGPO- | MOZKINOYESHHAOIO K KOJ-BO BbI-| 5ua- {00b-|TE€M- | DEPHOAN- |  IOMIETo Ha enuHuWy Beinects B | 1B, BCB
ca(mo  MCTOYRHKY BEIGpOCS, | MOAKDO- | co-| merp,| em, |me- ! geckmd, |aTmocepHsi; KOHEUHOro, armochep-
0B) | amuyme I'TIYY HeHHOIO K| Ta, pa- | u(cym), BO3IYX npoxykra | HOM BO3y- | ric | v/ronx T/CTT/T‘OII

HCTO'THH- M | »° |Ty- | mempe- | macenemmmix | mpowssop- | xe Hace- [

Ky o6opy-| M pa, | phIBHBIA, MecT CTBa JIEHHBIX ‘

IOBaHHA °C | B cmyuae MecT, M2/’

! ABAPRY L—J._h.,
1 2 3 14735 T6 7 g | 9 10 1] 12713 (14| 15

T00T-€00-20-$9 1DO
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CTOYHBIE BOIbI

Tabnuua 23.
Haumesiosanue| HoMep cramun, KonwuecTBo crokos, m° | [lepuo- | DHU3HKO- IMOK (OY) | Kyna na-
CTOKOB HalIMEHOBaHUE U | HAa eAMHHLY KO- JUIHOCTE | XMMHYECKas Xa- | 3arpa3Hsio- | IPaBjfger-

HOMep 060pyI0Ba- | HEYHOTO MPOAYKTA | B CYTKHM | COpoca | paKkTepHCTHKA, CO- | INHX Be- ¢4 CTOK
HUA, rae ofpasyer~ | IPOU3BOACTBA Yy (cym) | CTaB CTOKOB H [IECTB B BO~
¢4 CTOK (W) HaUMEHOBa- | Ie BOJHBIX

HHe APYTHX MOKa- | 00beKTOB,

3aTeneit, Mr/am mr/am°

1 2 3 4 5 6 7 8
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TBEPIbBIE 1 XKUJIKHE OTXOAbI

Tabnuua 24.
Hammenora- | Homep cramun, Comocob | Kyaa Ko:1M4eCTBO OTXOROB, K2 XapakTepHCTHKA OTXOHOB
Hue HAMMEHOBAHME H | CKJIadM- | BRIBO3HTCA | HA eIMHMLY | B CYTKH | XHMHYe- | PHU3HKO- Krace
OTX0J0B HOMep ODOpYRO- | pOBaHHS | M KAKHM KOHEYHOro CKMif | XMMMY. NoKa3sa- | TOKCHY-
BaHu4, rae obpa- TPaHCIOp- | IPOAYKTa cocTas, | TeJH, (IWIOT- HOCTH OT-
3yeTcs OTXOA TOM TIPOM3BOACTBA % HOCTb K2/, xozna
BJI&XKHOCTh, %)
1 2 3 4 i 5 6 7 8 9

[Ipumeqanue. I'paca 9 3an0MHAETCA TONLKO IS MPOMBIULIEHHOTO PETIaMEHTA,

7002-£00-20-¥9 LOO
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Jina AeHcTBYIONIMX POM3BOACTE 38 OCHOBY HOPM NPHHUMAIOTCH JaHHbE per-
NaMEHTOB, pa3paCoTaHHBIC Ha OCHOBAHHH HAYYHO-HCCIENOBATENBCKHX pabor (xa-
PAKTEPHCTHKH CTOKOB), 8 PacHeT HOPM NPOU3BOAMTCA MO MaTepHaibHOMY GanaHcy.
KoHTposb cOCTaBa H KOJMYECTBA NPOMBILUIEHHBIX CTOKOB, NbLIEra3so000pasHbIX Bbl-
6poCoB M OTXOJI0B POU3BOACTBA CIEAYET NPEAYCMATPHBATH JJIS BCEX NMPOLECCOB.

17. Tlepeuyenb NPOH3BOACTBEHHBIX HHCTPYKIHAH.

B pasnene npuBogMTCS NepeycHs WHCTPYKIMiA, Haiuuye KOTOPBIX M PYKOBO-
JCTBO KOTOPBIMH 0053aTE/IbHO JJIA BEACHUS JAHHOTO TEXHOJOIMM4ECKOro npouecca, B
TOM YHCE!

1) moppoOHEIE MHCTPYKLUUHM BEJEHHA TEXHOJIOHYECKOTO MPOUECcCa [0 BCEM
pabouum MecTam B COOTBETCTBMM CO IUTATHHIM DacNHCaHHeM, BIUuOYas paGoumue
MecTa CKBO3HEIX npodeccnii;

2) MHCIPYKLMH MO TeXHMKE 6e30macHOCTH, NMPOM3BOACTBEHHOM CaHUTapHu,
noxapHo# 6e30mAcHOCTH IpoM3BOJCTBA (L€XA) MM APYTMX IPOU3BOJCTBEHHBIX
niopasiesieHui, €C/IM OHH MMEIOT CYIIECTBEHHBIC OTINHUHMS OT o0Leil XapakTepucTi-
KM TIpOH3BOJCTBA (1eXa);

3) 1ycKoBBIE HHCTPYKLMH (NPH MYCKE HOBBIX MPOU3BOACTB);

4) nnaH AMKBUAALUMM aBapuHHBIX CHUTYauuil U asapuil (€CIM (POM3BOACTBO
BKJIIOYEHO B llepedYeHb MPOU3BOACTB, IS KOTOPhiIX oOsi3aTesibHa pa3paborka Takux
M/12HOB);

5) MHCTPYKIMA O NIOAFOTOBKE 060pYAOBaHKs K PEMOHTY H mpHemy obopyno-
BaHHS H3 PEMOHTA, KPYITHOTOHHAXHbIX, TOCTOSHHO ACHCTBYIOUMX POH3BO/ICTB;

6) MHCTpYKUUS 1O 3KCcryaraudu OOOpYHOBaHHS, CPEACTB H3MEpPEHUH U
CPE/ICTBE aBTOMATH3aLKHY;

7) no3TaXKHbIH 1IaH NPOM3BOACTBCHHOIO 3AAHNS,;

8) MHCTPYKiMs MO MpeAyNpeIeHUI0 MUKPOOGHOH 00CeMEHEHHOCTH ChIpbsi H
rOTOBOM NPOAYKUHHK OPH XPAHEHUH H B IPOH3BOJCTBE.

17.1. [lpouaBoACTBEHHbIE HHCTPYKLMH pa3pabaThiBatoTCs Ha Kaxaoe pabouee
MeCTO (OTHELHYIO YCTRHOBKY, YYaCTOK MPOM3BOAcTRa). [lepeueHns Takux paboyux
MECT M COOTBETCTBEHHO TEXHONOMHYECKMX WHCTPYKLUH BKIIOYAETCA B PErJIAMEHT
npou3BoAcTBa. TexHonoruyeckue HHCTPYKLHHM AOIDKHE COAEPKATh:

1) Ob1wue noaoxeHus.

2) INocneposarensHocts U noApoOHOE H3noxkedHe scex pabor wa pabouem
MEeCTe B CTPOIOM COOTBETCTBHM € PEIJIAMEHTOM, B TOM YHUCHE, NOPAAOK ¥ OCHOBHBIC
TpeGoBaHus M0 OATOTOBKE 000py10BaHus K pabote, 3arpy3Ke CHIPbS U MATEPUAIIOB,
BEJECHHUIO TEXHOJIOFMYECKOTO NPOLECcCa, KOHTPOJIIO 38 NpaBuIbHEIM BEACHHEM NPO-
1ecca, ONTHMAJIBHBIM M IIPEAEBHO ROTYCTHMBIM [OKA3aHHAM CPEACTB H3MEpEeHHH,
BBIPY3KE NMPOJYKTOB H T.J.

3) Haunbonee onacHsle MecTa B NpoLecce NPOHU3EOUCTBA B OCHOBHBIE TpeGoBa-
Hus 6e3011aCHOCTH, noXkapHoi 6e30nacHOCTH M NPOU3BOJCTBEHHOH CaHHTapHH, KO-
TOpble AOKHE! CTPOrO BBINONHATLCS Ha paboyeM mecTe.

4) INog4MHEHHOCTE U B3aUMOCBSA3b CO CMEXHBIMH pabo4UMH MECTaAMH.

N
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5) Ykasanu# o nopsike 3aN0MHEHUS NEPBUYHON TEXHONOTHYECKOH AoKyMen-
TalMH B LHOPAJKE BBIIOJNHCHUA paboT Ha paboueM mecTe.

6) [MopsyOK npreMa 1 ciauH CMEHbL.

7) O643anuoc i, npasa ¥ OTBETCTBEHHOCTb.

17.2, Hicrpyxkusy no TexiiMke 6e30naciiocTy, NPOM3BOACTBEHHOH CaHUTAPUY
H NOXKapHoi 6¢301acHOCT H JIOJDKHBI OTPAXATh:

1) npasuna dezonacHo# 3KCrinyaTauuu oCOpyAOBAHYA U YCTAHOBOK;

2) naubosiee onacHue MECTa TEXHONOrHUYECKOro NMPoLecea, Ha KOTOPEIX MOXKET
Obirh BIPLIB, NOXKAP, OCTPLIE OTPaBieHHs WAM Npod3aboieBans, H OCHOBHBIE MEPBI
UPSAYNPEKACHHs aBapuiiHbIX CUTYallMid, a B Cly4yae BO3HHKHOBEHUA aBupUAHOIrO
(1I0JI0)KEHHUS — NPABHIIA NOBEACHHUA PaboTaIOMNX B aBAPHHHBIX YCIOBUAX;

3) npasuna u npucMsl GesonacHo# paGorer npu noarotoske obopynosanus K
3arpy3Ke, MpoBeAeHHH TEXHONOIMYECKOI0 ApoUecca, TPH IIAHOBEIX H HEIUIAHOBBLIX
OCTaHOBKax 00OpYAOBaHMA HA PEMOHT, MIPH HOJOTOBKE 0OOPYNOBAHKS K PEMOHTY, &
TakKKe TPH NPHEME €ro YISl IKCINyaTallii NOC/e KalHTaabHOro (TEKyIero) peMoH-
ra;

4) npaBusia 10JIL30BAHUA HHIHBHUAYANbIILIMH CPEACTBAMU 3ALUMTEI H OKa3aHUs
11€pBOH MOMOILK MOCTPaAaBLIUM.

HHcTpykuum no texHuke Ge30onacHOCTH, NoxapHOW 6e30MacHOCTA U NPOH3-
BOJICTBEHHO#W CaHUTAPUH COCTABJIAIOT, KaK PAaBHUIO, AJiA BCETO LIEXA, OTACNEHUd, B
KOTOPBLIX pa3sMel(eHO HECKOJIBKO CTaiuii NMPOM3BOJACTBA U Jame HECKOJIBKO OTAEIB-
HBIX npou3soacTB. UHCTpyKuuH no texxuke Ge3onacHoCcTH, noxapHo# Ge3onacHo-
CTH W NPOU3BOACTBEHHON CaHMTapUM Ui B3PHIBOONACHBIX MPOM3BOJICTB MOANEXKAT
NICPECMOTPY ¥ TIOBTOPHOMY YTBEPMKIAEHHIO HE pexe | pasa B Tpu roja, a ans Bcex
ocTalbHBIX Tipoussoncts | pas B 5 ner. Bee u3sMeHeHMs AOJDKHBI BIOCHTHCA B
MHCTPYKLHH OAHOBPEMEHHO C BHECEHHEM U3MEHEHHWH B TEXHOJIOMUYECKHi
pernament. MHCTpYKUMU 10 3kcnnyatanuyu obopynoBaHus, CPEACTB W3MEpeHHit #
CPEACTB aBTOMAaTH3alUH JOMKHbI IPEAYCMATPHBATD MEphI, obecneynBaronye HxX Ha-
exuyio paboTy, 4 TakKe CBOEBPEMEHHBIH H Ka4ECTBEHHBIA aHAMU3 NONYYAEMBIX pe-
3yNLTATOB.

17.4. HucTpykuMuy 1o npenynpesxaeHmo MHAKPOOHOMH 3arps3HEHHOCTH JOJDK-
Hbl COAEPIKATD!

1) TpeboBakrus K NIMYHOM MHrHEHE NTepconana, MopsaJoK MPOBeACHUS KOHTPOISA
MHKpob1o# 0bceMEHEHHOCTH PYK MEPCOHANA U TEXHOJNIOTHYECKOM ONeMKIEL;

2) nopsanoK NOArOTOBKH BO3AYXa, orbopa npob H koHTpoas MukpobHOH obce-
MEHEHIIOCTH BO3YXa, annapaTypbl, KOMMYHUKAaLM# U NOMEIIEHHH IPOU3BONCTRA;

3) vpeGopanus, HanpaBACHHHE HA NPeAYNpPeXXACHUE MuUKpOOHOW 3arpA3HeH-
HOCTH NPOAYKLMH B NPOLECCE €€ NPOI3BOACTBA;

4) rpeSuBatins 10 NPEYNPEeRUCHNIO MUKPOOHOIT 3arpa3HeHHOCTH TIPH XpaHe-
HITH I TPAHCTIOPTHPORKE NPOAYKUMH, BCTIOMOTATENLHAIX BEIECTB, CHIPBA ¢ Tapoyna-
KOBOYHBIX MATEPHAJIOR.

17.5. TIpoH3BOJICTREHNBIC HHCTPYKIMH Pa3pabaThiBAIOTCA U MEPECMATPHUBAIOT-
cs upempusTiem (OpraHusauHel) B TEYEHNE YCTAHOBICHHOIO MPHUKA30M TEXHHYE-
CKOro pyKOBOJHTENA CPOKa BBOJA B JCHCTBHE YTBEPXKACHHOrO pEriaMeHTa, KOTOPhif
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HC J0JDKEH npesblnaTh 6 mecsaues. M3MeHeHHS, BHOCHMBIC B TEXHONOrHYECKHE per-
JIaMEHTBI, AOJHKHBL TAKKE BHOCHTHECS B NPOM3BOACTBEHHEBIE HHCTPYKUMY,

17.6. B nepeyeHb MHCTPYKUMI HOKHBI TAKXKE BKMOYATLCS HHCTPYKUMH,
ofecrnieunBaloOMS TIPOLIECC TIPOU3BOACTBA M KOHTPOSIL KAUECTBA MPOLYKUHH HOKY-
menramy, TpeGyembiMu OCTom 42-510-98 u He ynomsanyThie B HacTOSLIEM pa3zere.

18. Texunxo0-5KOHOMHYECKHe HOPMETHBLL

B pasnene pomkuel ObITh NpMBEAEHEI HOPMATHUBEI, XapaKTePH3YIOLIKE TEXHH-
4eckuit ypoBeHb U 3)PEKTHBHOCTD NPOH3IBOACTBA, TAPAHTHPYEMEBIE PEr1aMENTOM, B
TOM YHCJIE!

1) xo3hdHUIMEHTH MONE3HOrO MCMONB30BAHMS CHIPLS M MATEpUaNioB (ONTH-
MajibHble BBIXOJIbI LIENEBLIX TIPOAYKTOB);

2) exerofiHeie HOPMBI PacXoja OCHOBHBIX BUIOB ChIPbsI H MaTEPHAIOB,

3) exeronHLe HOPMB! PARCXONA TEXHONOIMYECKUX JHepro3aTpar (1apa, BO.L,
3NEKTPOIHEPTMH, CKATOTO BO3/1YXa, MHEPTHOTO Ta3a H Ap.);

4) TeXHUYECKME NOKA3ATENH, ONPEAESHAIOUINE MOLIHOCTb IIPOU3BOACTBA H 3¢~
(eKTHBHOCTB MCTIOJNIB30BAHUA OCHOBHEIX HOHIOB;

5) TpyRo3aTpaThl Ha €AHHHIY KOHEYHOTO IIPOAYKTa;

18.1. KoodipurmeHTsl NOME3HOr0 HCMONBL30BAHMS CHIPbS H MaTepuanos Ipu-
BOAST NOCTanMitHO o Gopme Tabi. 25.

Koadduupenrs! none3Horo HCnoib3oBaHUA ChHIPbS M MaTEPHANIOB

TaGnnua 25.
Cragus | Haumenosa- | HanMeHnoBanue 3arpyxeno | [Joay- | Kt | Kp | Kucn.
HHE ChIphA, | MOAYYaEMOro 4YEHO
MaTepuajIoBs | NpoIyKTa
1 2 3 4 5 6 17 8

Teopetuueckuii pacxoausiit kosdhdunment (K1) ans npouwsBoncTs ¢ npumesie-
HMEM XHMHYECKHX NPEBPAILCHHUI MOJy4aeTcs MyTeM TEOPEeTHYECKOro pacyera no
bopmyne:
OTHOCHTENBHAN MOJI. MACCA ¥CX. BELUECTB

OHOCHTCIIBHZ.K MOJI. MacCa TOTOBOIO MM HPOMC)KyTO‘{HOFO BCHICCTBA

Jjia MpoU3BOACTE, HE MMEIOLMX XUMUUYECKHX npespaiieHuii, KT 6epercs uz
YTBEPKASHHOM! PEeUenTypsl.

Pacuer pernamentHoro pacxogHoro kosdduuuenra (Kp) npouzsonutcs no
(haKTHYECKUM JaHHBLIM HEOOXOJMMOro CTATHCTHYECKOro HaGopa 3KCIEPUMEHTOB, ©
YYETOM MCIO0JE3yeMOro 060pyA0BaHUA, HEU3OEXKHBIX ITPOU3BOJACTBEHHEIX OTXOMOB H
noTeps NPU CTPOroM COOMIOACHMM MPOBEACHHA TEXHONOTHYECKOro Mpouecca, no
cnepyromeii popmyne:

_Kon - Bo 3arpy:xaemoro peuiecrsa
" Kos-Bo mony4aeMoro BemIECTBA
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Ecnu pernamMeHToM npefyCMOTPEH BO3BPAT CEIPLA M NPOJYKTOB, BblACIEHHBIX
u3 MaToyHuKoB (perenepauus) Kp paccunrsiBaercs ciieaylomumM o6pasom:

Ko = (Kon - o 3arp.eeuy) — (Kost - B0 BO3BpALIEHHOr0 HCX.BEIL, B NPOLIECC)
P (Kon - 8o nony4.seut.) + (Kon- 8o pereHepHpoBaHHOTO NOMYY. Beuy - Ba)

BozupaT BCUICCTRA M3 LPOLCCCA WK U3 pErcHepany Y4UThIBAIOT TOJILKO B
TOM CJIy4ae, KOraa 3TO BELIECTBO MONYHACTCH YNOBICTBOPHTENLHOIO Ka4yecTna 110
HI, 1 periaMentoM 1pEeayCMOTPEHO €ro MCNoJbL30BaliHe B TEXHOJNOTHUECKOM Mpo-
Heceee,

Koahduuuenr nonestioro ucrionszosanust (Kucn.) celpbs 4 MaTepHaos pac-
CUHHTBIBAIOT 11O dopMmyIte:

KHCH.=—]~<—T—>(100
Kp

Qacrniucckuii koagpuuuent (K¢) 1osesHoro Henonb3oBaHUs CHIPES H MaTe-

pHaloB HPOU3BOACTBA (hUKCUPYETCS B pabouem XypHaie.

18.2. Hopmsr pacxoAa OCHOBHBIX BHAOB Cbipbi H M&TCPHANOB NPHBOAATCA MO
dopme Tabn. 26.

Hopma pacxopa ChIpbsi M MATEPHAIIOB HA KOHEYHLIN NPOAYKT.

Tabmuua 26
HaumerosaHue f Hopwmer pacxona [
ChIpbsl M MATEPHAJIOB, | TEOPETHUYCCKUE npaKTHYeCKHe
o6o3nayenue HI{
1 2 3

B periiaMeHTe RONYCKAETCA MPHBOAMTH HOPMBI pacxofa Ha B3aUMO3aMeHse-
MOE ChIpbe.

HopMbl pacxoaa chipsst U MaTepMasOB MPUBOASTCSH MO BCEM PE3EPBHEIM pe-
LENTYpaM, MpeiyCMOTPEHHBIM PeriamMeHTOM.

JUis yro6Gcera BeIgHUA KORTPONA 3a PAUMOHAIIBHBIM HCTIONB30BAHHEM CLIPhA K
MaTepUasioB 10 yHacTKaM, ofiepalHaM (CTaqHaIM) JUIS XUMMYECKHUX TIPOHU3BOJCTB Le-
necooBpa3no B persiamente NPHBOAMTHL HAPsIAY C PACXONHBHIMY HOPMAMM HA KOHE-
HbiH [IPOAYKT, PACXOJIHbIE HOPMBL CHIPbs K MATEPUAIOB Ha NPOMEKYTOYHEIE NPOXYK-
Tbl, 1100MEPALIUOHIbIE (TTOCTAJHIHHBIE) HOPMBL.

18.3. Hopmut pacxona napa, BoJbl, CXKAaTOr0 BO3JyXa, HHCPTIOrO rasa, dNeK-
TPOIHEPUHH U APYIHX BUAOB SHEPrETHYECKUX 3ATPUT NPUBOAAT B 1abn.27.
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Hopms! pacxoza napa, Bofsl, CKATOro BO3/yXd, HHEPTHOIO rasa,
INEKTPOIHEPTHHU U IPYTHX BHAOB SHEPreTHHECKNX 3aTPAT

Ta6nnua 27

HaumenosaHue Kparkas PernamenTHble (MpOeKTHBIE)
JHeprosarpar XapaKTePUCTHKA HOPMBI pacxoia
1

B rpage 2 npuBoaAT KpaTKylO XapaKTEpHCTHKY BHAa SHEPreTHHECKMX 3aTpart,
Hanpumep: Juid napa - gasieHue (ao 1 MIla); mna Boxst - apre3naHckas (¢ TeMnepa-
typoii ot 8 5o 10 °C) u 1.4.

Ecnu B mpoM3BOACTBE MCMOJB3YIOT SHEPro3aTpaTsl (HaNpuMep, fnap) ¢ pasHbl-
MU apaMEeTPAMHK, 3aIIUCh NIPOU3BOJAT Pa3HBIMH CTPOUKAMH.

PernamentHyio Hopmy pacxona (rpada 3) paccuMTriBaroT Ha KOHE4HBIH IpO-
JAYKT Ha OCHOBAHMK aKTHUECKNX AAHHEIX TI0 3aMepaM B NepHOL ocroeHus. [Ipu ot-
CYTCTBUM TAKMX JAHHBIX MPHMEHSIOT BEJHIMHBI PAcX0/ia MO NPOEKTY.

Hpn Hanuuny 60NBLIOrc aCCOPTUMEHTA BHIMYCKAEMON NPOAYKUMK U fIPH OT-
CYTCTBMH y4eTa Ha KOHKPETHbIH BUA NPOAYKLMH 3TH NOKA3aTelsid 3aHocATcs B Tal-
AMLY, HCXOAR #3 OOLIMX noKasaTesneli SHEPropecypeoB Ha UeX.

18.4. TexHudyeckHe Moxa3aTesid, ONPEACHAIOLIHE MOLUIHOCTL MPOU3BOACTRA,
npusoast B Tabn. 28.

B rpadax 3 u 4 npuBORAT HOPMHPYEMOE M PErNIaMEHTHOE BPEMs NPOBENEHUSA
oriepaliH (IeMeHTa onepatum).

B rpade 5 yKa3spIBaroT IpoR0DKUTENIBHOCTD LHMKIIA B Hacax, Mo KaXJiol cTaguu H
CYMMAapHO TIO TEXHOJOTMYECKOMY Mpoueccy (3anoSHAOT TONBLKO s MepHOANYECKHX
NPOLECCOB, HMEIOUIMX HHKJIMYHOCTE). B LHKUT BK/IIOYAIOT BCE NPOLIECCHI, HAYHHAA C OC-
MoTpa 00OpyAOBaHUs Tepe]] 3arpy3Kol M KOH4as NMOATOTOBKOH ero K pabore B cie-
ayiouieM uukute. O61uas poaoJuKUTEIbHOCTS Tpouecca (LMkiia) MPUHRMAETCA Ha OCHO-
BE YCTOWYHBO AOCTHIHYTHIX ONMTHMAaNbHBIX NI0Ka3aTeeH,

Hudopmauus, HeoGXxoaumas [t pac¥eTa MOLIHOCTH, NpuBoAHTCA B rpadax 7-10.

18.5. [okasatenu TPyAOBHIX 3aTpPaT B YeNOBeKO-4acaX (4es0BEKO-IHAX) IPHBOAST B
LeNOM N0 MPOH3BOJACTBY KOHEYHOro MPOAYKTA RAHHOIO PeriaMeHTa C MopasjeeHneM Ha
OCHOBHEIC U BCIIOMOTaTe/bHEIE paBoThl B COOTBETCTBHH C NPOEKTHBIMH NAaHHBIMH U Ha OC-
HOBE JOCTUTHYTHIX MOKa3aTenel.

Tpynosatpars! B yenoBeko-yacax Ha | Kr KOHEYHOro NPOAYKTa BBIMMCIIAIOTCA 10
¢opmyne:

Pxt
= NS Yen.y/Kr,
rae t - Bpems oTpaGoTky OQHUM PabovHM
ripu BeIpaboTKe KON-Ba npoaykuuy - I, yen. - 4;
IT - BeIpaboOTKa NPOAYKUKH, KT
P - KOJi-BO OCHOBHBIX pabouux, Yenosex.
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Texaudeckue 10Ka3aTeNn, OMNpeAe/FOIHE MOIHOCTD IPON3BOACTBA

Tabmua 28
Haumeno- | Ne no anna- | Bpems, 4, MEHYTHI BripaboTkal IMoka3zaremu, onpeaeNaromue
BaHMe cTa-| parypHoi | HopMu- | pernadmpo- | mpox MOIIHOCTE TPOU3IBOACTBA
DMK CXeMe, Ha- | PyeMOe | MEHT- | IOJDKH- | C CAMHHIIb! | POM3BONUTEMb- | PEKUM | KONMYe- | KOMH- | MOM-
¥ nony- VIMEHOBaHHKE Hoe |Tems- |obopyno- | HocTs 0bopymo- | pabort | ctBO 9ecT- | HOCTh
Yaemoro | obopyznosa- HOCTp | BaHMA 38 | BaHMJ B Iepecye-| o6Opyno- | eMHMY | BO pa- | (BBIpa-
TPOAYKTa | HUA U Ofle- IMKI2 | OJ¥H UMK | Te HAa FOTOBLIM | BaHus, wucnons- | 6ogux | Gorxa) B
paums (ane- pabotsi | mpomyxT, krfuac gac/CyT | 3yeMoro : nHell B | CyTKu (B
MEHTa Ofle- (Tric. ynak/g9ac) obopy- | Mecan | mecsix)
pauu#) rp.6:rp.3 JOBaHHA rp.7xrp.
8xrp.9
(rp7xrp.
8xrp.9x
rp.10)
1 2 3 4 5 6 7 8 9 10 11
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18.6. B pernameHTe MOTyT GBITb NpUBEACHBI TAIOKE JAPYrAe NOKA3aTeNH U
HOPMATHBE], ONPEAENAIOLINEe TEXHHYECKHH ypoBeHb W 2PeKTUBHOCTD NPOH3BOACT-
Ba, KaK, HafpHMep, CbeM NPOLYKLUHHM C €IUHHIB! IPOU3BOACTBEHHOMN MIOIALA UM C
€MHULIBI CTOHMOCTH OCHOBHEIX (DOHJIOB U PYTHe MOKA3aTeNH.

19. HudopManHoHHbIe MATEPHAJIBL.

Hacrosmuit pasnen nomieH COAEPXaTh CNPaBOYHEBIH MaTepHaN, XapaKTepH-
3yroiii 060CHOBAHHOCTH FIOKAa3aTeNel perjiaMeHTa, 1 BHPOPMALIOHHbIE NaHHbIe,
HeobXoAuMBle OpPraHH3aLUAM, HCIOJB3YIOIWMUM PErJIAMEHT KaK OCHOBHON TEXHOJIO-
FHYECKUHA JOKYMEHT.

B Hacrositem paszgene [o/KHBI OBITh NPUBEACHSL:

1) ceenenns o paspaboTunKax pernaMeHTa ¢ yKazaHUeM BpeMeHu pa3paboTky;

2) cBejenus O NOKA3ATENAX KauecTBa 3apyDexubIX cuHOMUMOB (AHIiHsa,
CHIA, Slnonus, @patuus 1 Ap.), €CAN 3TH AaHHBIE UMEIOTCH;

3) cBepenusa 06 M3BECTHBIX METOAAX MOJYHUEHMS UPOUYKUHK € M3NOKEHUEM
XMMHUECKHUX CXEM M MATEPHAIIOB, XaPaKTEPU3YIOIIHX TEXHHKO-3KOHOMHUYECKHE NO-
KAa3aTeNd METO/ia, a Taxoke 0B60CHOBaHKE Lelleco00pasHOCTH XUMHYECKOH 1 TeXHOono-
THYECKO’ CXeM NPOU3BOICTBRE, [IPHHATHIX B PErIAMEHTE;

4) pU3MKO-XMMHUYECKHE CBOICTBA NPUMEHAEMBIX W 00pa3yIOMUXCSA B IPOM3-
BO/ICTBE BEIIECTB, @ TAKXKE TOKCHKOJIOMHYECKYIO XapaKTEepPUCTUKY HX;

5) caeAeHus O NATEHTHON YHCTOTE MPOJYKLIMU K OPHHATOro metoaa (mpouec-
ca) ee noJiyueHns (naTeHTHoli GopMynap);

6) nepedeHb NUTEPATYPHl M OTHETOB HAYWHO-MCCIIENOBATENILCKUX, OMBITHO-
KOHCTPYKTOPCKHX M IIPOEKTHBIX paboT, Ha KOTODBIX J€/at0TCs CChUIKH B TEKCTE per-
naMeHTa, a JI5is pyKonuceit ¢ ykasaHHeM MecTa MX XPaHeHUs.

20. JIaGopaTopHbIil periamMeHT.

JIaGopaTopHhlil periaMenT JOJDKER COAEPXaTb, KaK MPaBUIIO, TE XKC pa3iensl,
YTO ¥ NPOMBILUICHHbIH PErIaMEHT W YCTaHaB/IMBAaTh ONTHMAJIbHBIE METOHBI M3rO-
TOBJIEHHA NPOAYKUMH (ONTHMANBHYIO XHMHMHYECKYIO CXeMy), ychoBus, obecrneym-
BAIOLKE BOCHPOM3BOAMMOCTE TEXHONOTHYECKHK MPOUeccoB B JAOOPATOPHBIX YCNO-
BUAX CO cTaOMNIBHBIMY BBIXOJaMY, TIpaBHia TexHHKM GesomacHocTu. B3amen pasnena
“TeXHMKO-DKOHOMUYECKHE HOPMAaTHBLI” PEersIaMeHT MOXET BKJO4YaTs Tabnuuy akc-
AEPUMEHTAIIBHBIX JIAHHBIX, [IOATBEPHIAIOLIHX TEXHHKO-IKOHOMHYECKUE TOKA3ATENH.

B naGoparopHoM periamMeHTe NOIMYCKAeTCS MCII0Nb30BaHWE BEIECTB, HE
HUMEIOHIMX 3aKOHOJATENBHO YTBEPHJACHHBIX IMIHEBMYECKUX HOPMATHBOB, HO U3Y-
YeHHBIX B OOBEME NEPBMYHON TOKCHKONOrMYECKOH OHEHKHM (TOKCHKOJIOrHHECKHMit
NAacropT), NO3BOAAIOLIEH OUEHUTE CTENEHR €00 TOKCHYHOCTH M ONACHOCTH.
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21. OABITHO-NPOMBIUILJIEHHDIH PET1AMENT.

QUBITHO-NPOMBILUIEHIBIH DELIAMEHT JIOJINEH COAEPHKATE BCE Te KE PAsALILL,
yrto ¥ npomelusennuil pernamedt. Cogepxanue pasgenos Qopmupyerca Ha Gase
nabopaTopHoro pPeriaMenTa B MATEPUANOB HAYUHLIX HCCABJOBANMH U DKCIEpHMEH-
TajbHbx pabor. J{onyckaerca n3amen pasgena “TexXHIHKO-3KOHOMMUECKHE MMOKa3aTe-
J” BKIIOHATH Tabnuily JKCIEPUMCHTAALULIX JAHHBIX, OATBEPXKAAIOMUX TeXHBUKO-
IKOHOMHUYECKHE NMOKA3ATEIIM.

[naBuodi 3apaqeit Ha 3TOM 37ane ABisercd paspaboTka OITHMANLHOrO TEXHO-
JOTUYECKOTO MPOHECCa 1POMIBOLCTBA NPOAYKUMY, OTpaboTKA BCEX TEXHUKO-
JKOHOMHYECKHX JNAHHBLLX, HEODOXOAUMBIX AN LIPOEKTHPOBAHMS IPOUIBOACTBA OPO-
JUYKLHH HA 30A21HHYIO MOIILIOCTS.

B ortcrax 0 npoBeaenMH JKCNIEPUMENTA JOMKHO OBITH OCBELIEHO OMNpeaeie-
HUC OLLEAMANBHBIX NAPAMETPOB IPOLECCa ¢ UCTIONB30BAHKEM (NPU HEOOXOMMOCTY )
MATEMAaTHYECKHX METOAOB 1INIAHUPOBAHHUSA SKCTIEPUMERTA M JONYCTHMBIE OTKJIOHE-
HHS OT apaMeTpoB.

B koHue xaxcaoro pasena gomiuHb! GHITH NPeRyCMOTPEHEI PEKOMEHAALHHM LT
CO3/1aHHA {IPOCKTA NPOMBIIUIEHHOr0 pernaMeHTa Ipou3BOACTRA.

Ha cragun onpiTHO-NPOMBIKUIEHHOTO PEeIiaMEeHTa JONYCKAGTCA MCNOAL30Ba-
HHE BELIECTB, A KOTOPEIX onpeaelicsl pacueTHsie OBYB B Bosnyxe pabouyeii 30HR
B TOM CJlyuae, €C/M BX BEJIMYHHA NpessimaeT | Mr/M® (3~4 Knacc! ONAcHOCTH), npu
YCJIOBUH NPOBEJNEHHS TOKCUKOMOTO-FHIMEHUYECKUX HCCNIeioBaHuil Ui paspaboTKu
O80CHOBARNS U 38KOHONRTEABHOTO YTBEPIKAEHAS TUTHEHHYECKUX HOPMATHBOR,

22. IlyexoBoii periaamenr.

[Myckosok pernament pa3pabaThIBAETCs NPEANPHATHEM, HA KOTOPOM CO3MaeT-
Cfl HOBOE TPOMBIMACHHOE TIPOH3BOACTBO NPOAYKUMH, HA OCHOBE OMBITHO-
TIPOMBILLIEHHOTO PErJIaMEHTa ¥ NPOEKTHOH JOKYMEHTAUMH Ha 3TO POU3BOACTBO.

IlyckoBo# pernament go/bkeH ObITH COCTABIEH B NOJIHOM o0beMe TpeGoBaHui,
APENbABIAEMbIX K IPOMBILLICHHOMY PETIAMEHTY.

1o Mepe ocsoCHMs HIPOHIBOACTBA B TYCKOBOH PErMaMEHT JOJKHLI BHOCHTLCH
UIMCHCHMS ¥ AoNosHcHAA. OCBOCHNE NPOM3BOJACTBA CUMTACTCSA 3AKOHYEHHEIM, KOIAa
JNOCTHrIYTO cTabHNLIOE BuiONHEHHE TpeGoBaHMi HOPMATUBHON NOKYMEHTAUHH Ha
HPOAYKUHIO, & TAKXKE JIOCTHIHY LI [IPOCKTHLIC AaHItble KaK N0 MOUIHOCTH, TaK U IO
OCHOBHbLIM TCXHHKO-DKOHOMUHMECKIM [OKA38TE/AAM IPOU3BOJCTBA, NOCNE Yero B3a-
MEH 1LYCKOROTO pernaMenta oOpMIAIOT NPOMBIIICHHbL PSTRAMEHT MPOM3BOACTBA.
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23. Odopmaenne pernamenTta.

23.1. Pernament medaraior ¢ ofHoM ctopoust nucra (Popmatr A4 no 'OCT
2.301-68) ¢ MCHONB30BAHHEM KOMIBIOTEPHOM ‘MK APYroil TeXHUKH. CxeMbi odopM-
ns10T Ha Jincrax (popmat A4-Al),

23.2. TurynbHbIH THCT ABASETCS NEPBHIM JIMCTOM perjaMenta u odopmasercs
B cooTBcTCTBUM C [IpHnoxenuem I'.

Ipumeyanue. TloanMcH Ha THTYNBHBIX JTUCTAX PECIAMEHTOB AUPEKTOPOB NPO-
eKTHBIX OpraHU3aiiii ClIe/lyeT yKa3piBaTh TONBKO IIPH YUYACTHH NPOEKTHOH OpraHu-
3aunM B pa3paboTKe AAHHOTO NMPOM3BOACTBA (NPH CO3/J@HHM HOBOIO WM PEKOHCT-
PYKUHH CYLIECTBYIOUIETO [IPOU3BOACTBA).

3a THTYJNBHBIM JIMCTOM JIOJDKEH CIEAOBath JIMCT ¢ 3arnasueM “Copepxanue
pernamenTa’”’, KOTOPHIH COCTaBIIsIETCA 0 crenyowei dopme:

Copepxanue: Crp.
1.

(HaMMeHOBaHKe pa3zielia perlaMeHTa (HoMep cTpaHuUBL)
2.

TlocnenHuii JUCT ONBITHO-NPOMBILICHHOrO, MPOMBIIIICHHOFO M MYCKOBOIO
periaMeHTa HOAMHCBIBAIOT:

TIaBHBIH HHOKEHED NpPEANPUATHS;

HaYaJhHUK TEXHHYECKOro (IPOM3BOACTBEHHO-TEXHHUYECKOTO)

OTAENA NPEANPHATHS;

HEII0CPe/ICTBEHHBIH pa3pabOTHHK pernameHTa;

HavalbHHUK LieXa;

PYKOBOAMTENB OTAENa KoHTpons kauecTsa (OKK);

HayalbHUK OTAENa KOHTPOJIEHO-H3MEPHTENbHBIX MPHOOPOB U

CHCTEM aBTOMaTH3aLMH;

HavalbHUK OT/eNIa TEXHHKH Oe30TaCHOCTH, NPOMBIULIEHHOH

CaHMTapUH U OXPaHbl OKPYXAIOLIEH cpensl;

PYKOBOIHTEINb CIIyxKOBI MUKPOOHONIOrHH;

r1aBHBIA METPOJIOT NPEANPUATHS}

Ha4aJIbHUK LEHTPaNBHOMN 3aBoJCKOM nabopaTopyu.

Tlocneaunit nucT nabopaTopHOrO perJaMeHTa NOANHCHIBAIOT:

HavyanbHUK otAena (naboparopum), pa3spaGoTaBIIErO PEriaMeHT;

HENoCPeACTBEHHBIE Pa3paboTUHKY perjiaMenTa,

TNaBHELA METPOJIOT.
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24. lopanok pa3paboTKH H yTBePKACHUS PEraMeHToB

24.1. JlaboparopHple M OLBITHO-MPOMBILINIEHHBIE PErNIAMEHTEl HA HOBYIO IUIA
NpeAnpHATUA NPOAYKIMIO pa3palaThiBaroTCs opraHusalieil - aBTOpOM JieKapcTBEH-
HOTO CpE/ICTBa OLHOBPEMEHHO C (apmakoneiiHoi cTaTbel ¥ NOMKHBI ABIATHCS He-
OTBEMJIEMOH HaCTBIO KOMILIEKTR TEXHUYECKOH JOKYMEHTAUUM HAYYHO-TEXHUYECKOH
pa3paboTki.

24.2. JlabopaTopHblit PETNaMEHT YTBEPKAAETCS PYKOBOAMTENIEM OPraHU3aLun
- pa3paboTUHKa TEXHOJIOIHHECKOrO UPOUECEa MPOU3BOJACTRA HOBOIO BHAA NPOAYK-
LMK T0CJIE PACCMOTPCHHS HA TEXHONIOIMYECKOH KOMKHCCHH.

24.3. OnbITHO-NPOMBILINCIHHBIH PENIAMEHT YTBEPX/AAeTCs PYKOBOXMTENEM Op-
TaHU3aUKH - Pa3pado14MKa HOBOrO BHMA MPOAYKI(HK (fEXHONOIHYECKOro MpoLecca).
Ecau orpaborka TCXHOMOIHUCCKOIO NDOUECC OCYNIECTBASIACh HA  ONBITHO-
NPOMBIILICHHOR YCIaHOBKC [IPOMMIIIICHHOIO NPEANPMsITHA, HA KOTOPOM Npeay-
CMOTPEHO cepuiiHoe MPOH3BOACTBO HOBGH MPOMYKLHMH, OIbITHO-IPOMBIHLICHHBIN
persaMent AOJDKeH HMmeTL ABOHHOE yTBEpKACHHE Opranulanuu-paspaboTurka W
AIPEANPHS THA-H3rOTOBUTENS. ONBITHO-NPOMBILIEHHBL PEMNAMEHT COrNACOBHIBAETCH
C MIPOEKTHOH opraHu3auueil TONILKO B TOM CIly4yae, €CJIM NPOEKTHAs OpraHu3aLus
MPHHUMAET OMBITHO-ITPOMbIUIACHHbLIA PErNaMEHT B KQUECTBE HCXOJHLIX JAHHBIX ANs
NPOCKTHUPOBALIK.

24.4. HlyckoBoH H NPOMBILLICHHbIH PErNaMEHThl YTBEPIKIAAIOTCA PYKOBOJHTE-
AEM NPOMBILICHHOTO NIPENIPHATHA, HA KOTOPOM BBOAUTCS B ACHCTBUE NPOM3BOACT-
BEHHAS MOLINOCTh, LIOCNE COINACOBAHUA €70 C NPOSKTHO opranusanuelt u sexyuleit
OpraHM3aLMeH M0 HANPABNCHHIO JICATENBHOCTH (NpHAOKEHHE A).

[TpombllneHHbIE perlaMEHTbl N0 OTAENBHBIM TPOH3BOACTBAM (HApKOTHYE-
CKHE cpeacTsa, 0cobu B3PLIBOOIHACHBIE NPOMIBOACTRA, ANOBHTHIE BEHIECTBA M T.IL)
HapAly ¢ AUPEKTOPOM NpCANPUITHA YTBEPXNAIOTCA JlenapraMenTOM NpOMbINUICH-
HOH ¥ MHHOBRUMOLUOH NORUTUKM B MEpULMHCKOR u Ouorexuonoruueckoit mnpo-
MBILIEHHOCTH MuHnpomuaykn Poccu .

[lepeuens Takux pernaMeHToOB ycTaHaBINBaeTCa JlenapTaMeHTOM.

24.5. Ulpy epecMoTPe HPOMBIICHHBIA PErNMAMEHT YTBEPHIRETCA PYKOBOAU-
TEJIEM OpPIraHM3aAIMH, YTBEPAMBUIEH pErfNaMEHT, [I0CHE 3KCIEPTH3El, [IPOBEJEHHOMH
BEAYLICH OPraHU3alMCH N0 HANIPABNICHHIO JIEATEMBHOCTH.

24.6. Beayuias opranmsaijs OCYIHECTBAAET HAYIHO-TEXHAYECKYIO SKCASPTHIY
pernaMeHTos (OMBITHO-MPOMBIUIIEHHBIX, MYCKOBBIX Y TIpOMEINUIEHHBIX). Hayuno-
TeXHUUYECKas DKCNePTH3a PeriaMeHTOB OCYIUECTBIACTCS Ha JOrOBOPHOH OCHOBE H
BbIAAETCH B BHAC MUCHMEHHOIO 3aKIIOYMEHUA, HIHA INOAIHUCEEO PYKOBOAHTENAE BECAY-

* Nlanee uo rexcry "Jenaprament”.
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mei OpraHU3alWd HA THTYNBHOM JHcTe pernamenra. Cpox dKCMEepTH3bi He JOMMKEH
NpEeBHIIATH OJTHOTO MecANa.

TIpoMBIlIfEHHBIE DPErNMaMEHTHl Il B3PHIBOOTACHBIX TNPOHM3BOACTB, AOJKHBI
65ITH IONONHHUTENBHO coryacoBaHbl ¢ Beepoccufickium Hay4HBIM HEHTPOM No Ge3o-
pacHOCTH Guonoruueckn aktvBHbix BeujecTB (I'YIT “BHL] BAB”) B uactu npomsim-
JIEHHOH M 3KOJAOrHYeCKO# 6e30NacHOCTH ¥ COOMOACHHS CAHHTAPHO-THIHEHHUUECKMX
HOPM.

24.7. K mipoeKTy NpOMBIIIEHHOTO PErjaMeHTa Ha BIEpBhie OCBaHMBAEMYIO
NPEANPUATHEM POAYKLMIO, HATIPaBISEMOMY Ha COracoBaHue, MpUaraeTcs npoTo-
KOJI MPHEMOYHBIX HCIIBITAHKI NMPOMBILUIEHHOIO NMPOU3BOACTBA (YCTaHOBRKH, 0Gopy-
MOBAHHA),4 TAKIKE BATHAAUHOHHEIX HCTIBITaHui B cooTBeTcTBHH ¢ OCT 42-510-98.

24.8. YTeepxaeHHsle pernamenTtsl (xpome nabopatopHoro) peructpupyet He-
naptament ‘(nu6o opraHxzanys, noiyyusiuas odHuUMalbLiOE Nopyuenue [lenapra-
MEHTA) C MPUCBOEHUEM COOTBETCTBYHOIIEro 0003Hauerns. ODo3Hauenme peraamMeHTa
AOKHO COCTOATH M3 THNA perjlaMeHTa, KoJa YTBepAWBLIEl OpraHu3aLuu, [OPSIKO-
BOT'O PErHCTPAIIHOHHOIO HOMEpPA M rojia yTBEPXKACHUS,

IIpumep: OITP 00002315-52-95

rae: OI1P - Tun pernamMeHTa;

000023135 - xox npeanpustus no OKIIO;
52 - perucrpaunoHHEI HOMEp;
95 - roj| yTBEpPXACHHUSL.

Jns perucrpaimu NpeANpUsTHA Hanpasasior JlenapraMenTy TUTYNLHEIE HC-
TBI YTBEPIKAECHHOIO periaMeHTa.

Perucrpauns periaMeHTOB NPOM3BOJUTCA B CHEUMANBHAEIX PErHCTPAUMOHHBIX
KypHanax. PeructpauroHHbIe XKypHanbl AOJKHBI UMETh GOpMY B COOTBETCTBHH C
npunoxenuem J.

24.9. TurynbHBIE JIMCTH PETTIAMEHTOB XPAHAT OTACNBHO OT APYTO# TeXuuue-
CKOif JOKYMEHTAIIHH Ha NIpaBax CIY)XeOHBIX JOKYMEHTOB, ¥ paboTa ¢ HUMM AOIDKHE
OCYIIECTBIATECS B COOTBETCTBUMH € ACHCTBYIOWMM TIONOXEHHEM O MOPAIKE yYeTa,
Pa3MHOXKCHMSA, XPAHEHUS U KUCIIOB30BAHUA JOKYMEHTOB H H3aennii ¢ rpugom “Jina
ciyneGHOro monb3osanusa”, eciiy HeT TpeGoBaHud MO 0cOOOMY O(OPMIIEHMIO 3THX
JOKYMENTOB.

24.10. VisMeHeHMst pernaMeHTa, BOBHMKAIOIIME B PE3ynbTATE NPOBEACHHBIX
Hay4HO-HCCNENI0BATENBCKHX M SKCIIEPHMEHTANIBHEIX paboT MO COBEPUICHCTBOBAHHIO
TEXHOJIOMHH MJIA ONLITHBIX J2HHBIX NPOM3BOACTREHHON paboTh!, a TaKKe npu nony-
YEHHUM CBEACHHUIH 00 N3MEHEHUM PUBENEHHBIX B PETJIAMECHTE HOPMATHBHBIX MOKa3a-
Tened, YIBEPXACHHLIX COOTBETCTBYMOUMMM HOPMATHBILIMKM aKTamu (fipasuna u
HOPMBI 1I0)KapHOI 6e30nacHoCTH, TeXHHKK 6e30nacHOCTH, NPOMBIILLIEHHOH canuTa-
PHH, TEXHUYCCKHE YCNOBHS, TEXHHKO-3KOHOMMYECKHE HOPMATHBLL ¥ T.11.), Opranu3a-
HHMs-pa3paboTYMK PErnaMeHTa JOMKHA BHECTH B YCTAHOBJICHHOM MOPsIKe.
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24.10.1. Himenenus k pernamenty odopmasiores 8 suje “Benomoctu uszme-
sednit” (mpunosenue E) ¢ npunoxeiem ob0bicuUMTENSHUA 3aANUCKH ¢ TEXHHKO-
IKOUOMHHECKHM oDocnoBatHeM HCOBXOAMMOCTH BHECCIIHSA H3MEHEHHA 1 JOKyMEH-
TOB, NOAIBEPKAAIOUMX dulecooBpa3nocts H3MeHCHUI (vanpuMep, aKTbl HCHbIFa-
HUH, (IPOTOKONBI K Ap.).

24.10.2. CornacosaHde 4 y1BepXKAeHUE USMEHCHHH 1€XHOROTMUECKUX PETIa-
MCH10B IPOH3IBOAMICH 8 LOM XK€ HOPALKE, 410 M T CAMUX PEIJIAMEHTOB.

24.10.3. B ueusx ONepaTHBHOIO BHEAPEHUS TEXHONO! HYECKUX MEPONPUATAR
JOITYCKAEICA 110 AEHCTBYIOLMM PEFIAMEHTAM BECTH HAKONMUTEIILHBIC BEOMOCTH H3-
MCHEHMIH, €C/IM 3TH M3MEHCHHA HE CBA3aHBI C BONPOCAMM TEXHHKH O€30mMacHOCTH.
GopMa HAKONMIEALHON BEJOMOCIN H3MEHCHHUHM Ta XKe, YTO H ANA BEIOMOCTH U3Me-
HEHUH,

HaxonurensHas BeJIOMOCTh U3MEHEHUI YTBEPKAAETCH TEXHHYECKUM JHPEK-
TOPOM (IJIaBHBIM HHIXKEHCPOM) NPEAIPHA CHSL.

Kpyr nui, nognuchisalomtdx HaKOMUTENBHYIO BEAOMOCTH HIMEHEHUM, onpe-
NENRCTCH NPUKAZOM [10 NPEANPUATHIO.

Cpok fe#icTBHA HAKOMMTENLHOH BEJOMOCTH H3MEHEHUH OJMH roJi, NOCJIE Yero
B YCTaHOBAEHHOM nopsjke oQopMIAeTCA REAOMOCTH HIMEHEHHIH K PEraMenTy, W1
MPUKA30M 10 NPEATIPHUATHIO OHA JTHKBUAHPYETCH.

HaxonurensHag BEAOMOCTh H3MEHEHNIA PErHCTPHPYETCA B CNIELMANBHOM Kyp-
Hase. JypHan A0mKeH XPaHUTLCH B APOU3BOJACTBEHHO-TEXHHYECKOM (TEXHUUYECKOM)
OT/IeJic NPEANPUATUS C KOHTPOJILHBIM IK3EMIUTAPOM pernaMeHTa.

24 11. Cpok peficTBus NPOMBILUICHHOTO perjflaMeHTa HE OrpaHUYHBACTCS, HO
IpoBoAKTCH 0683aTEABHOE MOATBEPHKACHUE €ro AeHCTBHA Hepe3 Kakasie 5 ner.

tloarBepkpeHue aedctsus pernamenta 0QOPMNAETCA 3AKOYCHUEM BesyIei
OpI dHH3ALIMH T10 3aKPEVICHHOMY HanpapJe o AESTCAbHOCTH.

Texnonormyecknii periaaMeHr nepecMaTpMBaeTcs JOCPOHHO B cllydae:

* ppefenns B aciicTaue deacpanbHBHIMU OpraHaMu MCHONHATENLHOM BiacTH
Poccuiickoit denepanun, @enepanbHbIMA opraHamMu Hajgzopa Poccunt HOBLIX Nono-
MCHHI 1 orpaHuueini, KO10pLIC NPO1HBOPEYal NYHKIAM HAM pa3fenaM perjaMenTa;

* apapHil LIpH 1IPOU3BOACTBE [(POAYKIHH, NPOH30MIEMINX O IPHYMHE HEAOC~
TA1OUHOIO OTPAXKEHHS B TEXHONOMMYECKOM pernaMeHIe (e30MacHbIX YCAGRuit sKe-
njyatatiu;

¢ HANHMHA  NPHULABMAALIGIX  H3MEHEHHR B TCXHONOrUM, annapaTypHOM
OQOPMAEHHH, BHCCCHHE B TEXHOJOTHHECKUH PElAaMEH1 KOTrOpbIX morpedyet name-
HEIHA 3HAHMICHLHOTO KOAUYECT B4 PA3ACIOB U NYHKTOB PCrNaMEHTa.

24.12. ins 1a60paTOPHRIX, ONBITHO-NPOMEILLICHHbIX, IlyCKOBLIX PErfaMed1oB
CPOKH JeHCTRUS YC FaHasiMBaloTCs ¢ yUeTOM BpeMeHH, HeoOXoAUMOro s nposeje-
tHA 110CNEAYIOLIL] O 3TANa OCBOESHHA MPON3BOJCTBA ¥ YTBEPKACH A perlAMEHTa CO-
01BCTCTBYIOWIEH KaTerOpHH.

[Tpy oTcyTCTBUM MAANOBBIX HOPM OCBOCHHS [TPOW3BOACTBA CPOK AeHCTBHA
persaMeHTa ONpeNese 1A JIHIOM, €0 YTBEpIKAABLIHM,
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Ecnu k KOHUy cpoka AeHCTBHS JNabOpaTOPHOro, OMBITHO-TIPOMEILJIEHHOTO |,
NyCKOBOTO perjiamMeHra B pabote HE MJOCTHTHYTBHI DErjlaMeHTHBIE TEXHHKO-
DKOHOMHUYCCKHC TTOKIINTEAH W B TOXTKJIOUMO NPOHINONC TR HPOOKTIILIMIT §1 Hny -
HO-MCCJIEA0BATENIECKMMH OPraHNU3aLMAMH GBI BHECEHH! B YCTAHOBIEHHOM T0psIKe
IONONHUTENBHBIE NPEIJIOKEHHA, CBA3RHHBIE C MOBHIUCHUCM MOIXHOCTH {IPOH3BOA-
CTBA, YMEHBIHCHUEM PACXOJa CHIPHA, YNYYUIEHHEM KauecTBa NMPOMYKLHH, MOBEILIE-
HueM Ge30nacHOCTH BEACHMs Mponecca H T.JA. - CPOK ACHCTBUR 3THX pPerJamMeHTOB
MOXET BbITH H3MEHEH.

24.13. OTBETCTBEHHOCTD 33 COCpIKAHME, CBOCBPECMEHHOE BHCCEHHME H3MEHE-

HUA ¥ NEPECMOTP PETIAMEHTOB HECET PYKOBOAMTENH NpPEANPHUATHSA, YTBEPAUBLIMI
PperylaMeHT.
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Ipunoxenne A
(obs3aTensHoE)

epeyein BeayMX Oprauu3anui, OCyECTBAMOUMX DKCIEPTU3Y
MPOEKTOB HOPMATHBHON H TEXHOJIOMHYECKOH JIOKYMEHTALMH

NeNe | Opranusaunu Hanpasiienns nedrenbHoCTH
n/n
1 2 3

1. | Uenrp o xumuu nekapcrsen- | [IpOM3SBOACTBO CHHTETHYECKHX JIEKAPCTBEH-
HBIX CpeacTs — BeepoccHii- HbIX CpefcTB — cybcTaHuMA U NONnynpoayK-
CKWil HayUYHO-HCCHICIOBATCAB- | TOB MX CHHTE3a, OJHO- H MHOTOKOMIIOHEHT-
CKHI XUMUKO-PapMaLCBTHUCC: | HBIX TOTOBBIX JekapeTBeRHBIX dopm (IJID).
KUA HUCTUHTYT
Y11 "LUXTIC-BIIMXDN™)

2. | Beepoccuiickuit HayuHblit Texnosorus npoU3BoOACTBA NEKAPCTBEHHBIX
UeHTp no 6e3onacHocTH 610~ cpeacts ¥ ux I'JID. TlpoMeltiieHHas u 3Kko-
JIOTHUCCKH AKTHBHBIX BEUIECTB | JIOPHUecKast Oe30TacHOCTh MPOU3BOACTRA fie-
(I"'YI1 "BHL BAB") KapcTBEHHHIXK cpeacTs. CaHUTapHO-I'MIMEHH-

4ECKOe HOPMUPOBAHHUE.

3. | TocynapcrsenHslit HayaHbIH TexHONOrHs MPOU3BOACTBA AHTHOMOTHKOB U
HEHTP 10 aHTHOUOTHKAM nx I'J10.

(OI'YIE"THUA™)

4. | TocynapcTBeHHbIA HAYYHO- TexHomorust MPOH3BOJACTBA BUTAMHHOB, KO-
HCCIEN0BATENLCKUI HHCTHTYT | (PepMEHToB, MX NPOM3BOMHBIX, GJM3KUX K
BUTAMHHOB H1M BHOJIOrHYECKH aKTHBHBIX COSJIMHEHHH M
(U'YIT"TTHUU suramutior") 1D Ha ux ocHoge.

5. locynapcTBetnblii HHCTHTYT TexHonorust NPOU3BOACTBA KPOBE3aMEHUTE-
KpOBE3AMEHHTCIICH U MEAHLHN- | neif n OpraHOTEPANIEBTHYECKUX NIPENapaTos,
CKHUX mpenapatos
('Y "THK u MIT")

6. | ®I'YI1 "Mockonckuit 3HAOK- AMNy/THPOBaHHbIE JIEKapPCTBEHHBIE (OPMBI
pHHIibIHA 3aBoa” HapKOTHYECKHX, NICUXOTPONHAIX, CHIIbHO-

ACHCTBYIOWIMX W AROBUTHIX JIEKAPCTBEHHBIX
Cpe/CTB
7. | Hosoxyaneliikuit Hay4Ho- ‘Texuonorus npoussozacTea cyGcranipai, no-

HCCHEA0BATENBCKUIL XUMUKO-
(hapMallcBTHUCCKHIT HIICTHTYT
(IT1 "HK HUX®H")

nynpoaykros ux curresa u [JI®, seinyc-
KaeMBIX NPEANPUATUIMH perionos Cubupu
H Jlanvhero Bocroka.
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10.

L

[pogomkenue npunoxeHus A

2

3

Hay4Ho-npou3BoACTBEHHAsA HHp-
Ma "[Iporpecc-Lentp"
(3A0 "HIT® Iporpecc-Lientp")

locynapcTBEHHBIH HAY4HO-
HCCNIEI0BATENbCKHI HHCTHTYT Op-
raHUMECKOi XUMHU M TEXHONOTUH
(OLYTH "TocHUHAOXT")

I'Y Bcepoccuiickuii Hay4HO-
KCCNEA0BATEIbCKUNH HHCTHTYT
JIGKaPCTBEHHBIX ¥ apOMAaTHYECKHX
pactenuii BUJIAP

TV "BUJIAP")

I'HY Bceepoccuniickuii Hay4Ho-
UCCNEA0BATENbCKUIH HHCTUTYT
MSICHOH IIPOMEIIIIICHROCTH

M. B.M. I'opbatosa (BHUMMIT)
PACXH

Tapa u ynaxkoBka roToBsIX NEKapCTBEHHBIX
CPEACTB; PErHCTpaLMs BHOBB pa3pabari-
BAEMBIX H MEPECMATPHUBAEMbIX HOPMATHB-
HBIX JOKYMEHTOB.

XUMHS M TEXHOJIOTHA HAapKOTUYCCKHUX,
HDCHXOTPOTIHBIX, CH]IBHO}leﬁCTBleHmX U
ANOBUTHIX JICKAPCTBEHHBIX CPEACTB.

TexXHONOrHA TPOM3BOJCTBA JIEKAPCTBEH-
HBIX CPE/ICTB M3 JIEKAPCTBEHHOTO DPacTH-
TENBHOrO ChIpbs M MX I'JID.

TexHonordsi MPOM3BOACTBA JIEKAPCTBEH-
HBIX MPENapaToB M3 OPraHOB M TKaHeii
JKMBOTHBIX (KpPYNHOTO poOratoro Cckora,
CBUHEH, oBel).
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[punoxenune b
(Cnpagsouisoe)
Tpumep n306paxceHHs XMMHUYECKOH CXeMBI IPOH3BOACTBA (KAl OpOTaTa)

MAaNCHHOBbIA AHTHAPHA, opom
A i Br
o o 0 LiCl Il2
1
RUOPOMAHTAPHBILH Br Br
AHTHIAPHA 2_1 §5.600C
MOYEBHHA
H;N—(r*NHz
6 28-650C
KaJli eJIKoe
28% p-p
K
JHKQIHCBAs COMb N
0poTOBOH# KHCIOTH )\
o I?f COOK
KHCNOTA COJIAHAA pH=5-6
HCl 20-250C
KalHa OpoTaT HN 26.3% im |
s 70
v 0 T;I COOK
H
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TTprmep u30OparkeHHs TEXHOMOTHYECKOIH

INipunoxenne B

cXeMbi pou3BoAcTBa (TabneTupoBanme)

[ToaroToska BO3nyxa

BP.1,

Hozarotoska ne3ungu-

.| LMPYIOHIHMX PACTBOPOB

ns canurapsol o6paborku

QArOTORKA
BOABI

IToarorosxa nioMeenuit
K 060py IOBAHHA

BP.2.[Canmraprax

=1

b

Ionrorosxa nepcouana

o6paborka
NMPOH3BO/ACTRA

FEETC R =T

»

[MoaroToBKa TEXHOAOTH-
yecKoM oiex bt

| lc BP.1.

P.3.[Toaroronka

s

p——

B
sty
Ha COKMranue

(CnpaBousoe)

lua TI1.4.

K1, KX — cOOTBETCTBEHHO TEXHONOTHYECKUH H XMMHYECKHH KOHTPOIL

P. | Cymika cuipes
31, coipsA 8 armocdep
: B
BP. [1lpoceupatue cripba KAHATMIALHIO
3.2.
P. | [lpuroronneune
3.3.| yBnaxuurens
ITL.| Cvewense u 2 STocRepy
4.1) yenaxseuue
Y T14. | Honyvense maccss Orxogsr | M3 CKHIaBHe
TIl. | Braxnoe N T, Kx| ana ra6remuposasna
4.2.] rpaHynupoBanie | orepn B aTMOCQE
B KaHANMU3aLUIO
TTl. | Cyuika rpanyasva u
4.3.] cyxoe rpasypOBaHHe '__‘
TIL| Onynpusanne P
44.] rpanynsra I Orxonst l Ha CKUraiue
1. | Tabneruporauue .5. | Tafnetuposanue n
51 po E;l, Kx| obecnbinupasme E B aTMocgep
. B KAHAJTHIALHIO
Tl | Obecipupanue l
5.2. ] raGnerox Hexonauumonunie | 12 110.6.
TabIeTKu
IVMO. | Pacosxa -
6.1. { rabnerox | 0.6] ®acoska rabnerox B a'moctbepy
T, Kx | ¥ ynakoska
MO.| Ynakoska
62. l Hexon
JIHIHHOHHBIC
Ha cknhajly yIaKonkH Ha CKHIaHUEe
lc TILS.
10, | Pasmon HEKOHAHIMONHbIX gmemmme f 10+ - | PAIMOI HEKOHAM-
7.1 tabrerok T, Kx| umonneix rabnerox |

& Kawanwo
B KAHAMIHA3ALHIO
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Hpo,uomlceﬂue npuyioxeHus B

npoussoactea craguu TI1-2 nofyueHHa TpeTUIHOTO
anetunetororo kapbusiona (TAK)

[ Avwar it >
HKenezo avoro- >

]
KHCHOE

Ancimiett H
Kaibuni mMeran-
AHHCCKHA

MOTHABHHIHKETOH

co cranuy TI1.1.

l Kepocus [ —

P-p x:10p. kaasuus
co crajun BP9,

1. NONYYEHUE
KAJIBI[HMEBOH
COJIU TAK

Ha CKUIalne

—[Kepocuu otpaﬁo'r}

133 CXHIAHHE

Orpabor. p-pxa

0=
PHCT. XANUHHA '

‘—{ TTapst aMmuaka

D

|

LAmmonuﬁ xuopucrb@>
LB())m UHTBCBAN >

2. PA3JIOXKEHHE
KAJIbIIHEBOIR
COJIU TAK

.__.(Aanak OTl‘OHHBIH’

-—l TTapsl amMuaxa

P

I

3.rUAPOAUCTHA-
JBSHUA TAK

!

P-p eaxoro xanu
co cramnu TIL3,
P-p cepro#t kucioTh
co crauuu TIL3.

4. BBIEJIEHHE
TAK

Bytsokcuronyon >

.__@pu aMMuaxa

I}

—-—{?ommx hpakuux }———-—-

B OTBan

l Ky6osuit ocapok &

Ha COKUTAHUC
Ha C)XKHTaHHe

BonHo-conesoit
cnolt

Ha CXKHrasHue

“—’ Ortpabor. p-p KOIT’

1N
(FPETHYLLI AQE THHAEHOBLIN KAPBHTION )

' Boua nurvesan -
Bona Gapomerp.

co cranuu TULS 2/
P-p ceproif xucnorni

co cranun T11.3., BP.9,
()npa(m-r;uuaﬂ cepras
K-Ta co craiun T11.6.2

Ha craauio T11.3.

5. YJIABJIUBAHHE
AMMHAKA

A—l AMMIAK yIOBACHH biii l >“‘—’—h‘“

B armocdiepy

S v

ta craguio TI1.3,

——f Pacrsop ammuaxa

P-p cynudara Ha CKUTAING
aMMOHN

B OTBAX
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[Tponomxexue npunoxenus B

VenosHete 0603HaueHUS Ha TEXHOMOTHYECKHMX CXeMaXx

1

J

(
\

v

TeXHONOrHYeckui npoyecc (onepauus)

NOJY4aeMbiil Ha CTaMH MPOMEXYTOYHBIN
TPORYKT WM FOTOBAs MPOAYKLUMA

CBIPBE, HCTIOJIBE3YEMOC B IPOLICCCE

oTxoAs! razoobpazisie (BoIGpPOCH B
aTmocdepy)

OTXOJ(B! TBEPABIE

OTXObI KHAKHE

MPOMEXNYTOYHBIN MPOAYKT, 3arpyKaeMbii
B TEXHOJIOrHYeCcKui npouecc
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Ipunoxenue I'
(Ob6ssarenbHoE)

Odopmackue THTY TbHBIX TUCTOB TEXHOMOMHYECKUX PEFTAMENTOB
Dopma 1
Jlnst ciyxeGHOro rnonb3osanus. k3. Ne

YTBEPXXAIO
Hupexrop

(HaHMeHOBaHHe OpraHu3alvH-

paspaboTuiKa)

(noanuces) (mumumansi, Gpamunus)

(nara)

JTABOPATOPHB MW PEMrMTAMEHT

Ha NMpoH3BOACTBO

(tHaMeHOBAHHE NPOLYKLHH)

(oBo3HaucHHe pernameHTa)

Cpox aeticrsus pernamenra jo ”___» 20__r
(uara)
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Ipoaomxenue npunoxenus I

®opma 2

KonduaenunanbsHocts rapantupyercs
nony4aresncm HHpopMaLuH

Jlnst ciryxeGHoro nons3osanus. Jk3. Ne

YTBEPWIAIO
HAupexrop

(HauMEHOBaHHE OPTAHH3ALHMH-

pazpaborddka)

(nognuce) (unuuwans, hamunus)

(nara)

OMNBITHO-IIPOMBIIUINIEHHBA PECJIAMEHT

Ha NpOU3BOJACTBO

(HaHMEeHOBaHHE NPORYKLUH)

(0603HaueHue peraamMenTa)

Cpok pse#icTBus pernamenTa 1o > > 20 r.
(nara)

COI'JTACOBAHO COI'mACOBAHO
Hupekrop Inpeirop

(nanmeHoBaHKe (Benyteit opraHu3auuu
MPOEKTHOM Opranu3auum) IO HANPABJIEHAIO NEATENHHOCTH)
(noanwcs) (MHMLHANBI, HaMHIuA) (nmoanucs) (vuuumansl, GamManys)
(nara) (nara)
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[MTpogomkenne npunoxerns I

MDopma 3
KouduenuuansHocTh rapaHtnpyercs
nosyuarenem nidopMauuu
Jna cayxe6uoro noas3osanus. Ok3. Ne

YTBEPXIAAIO
Jvpexrop

(HauMeHOBaHue TIPERIPHATHA

(opraHu3awuK), 11a KOTOPOM BBOJKTCA
NIPOU3IBOCTBEHHAS MOUIHOCTD)

(nosnmnce) (vHUUKAND], paMunas)

(nara)

NYCKOBOMH PEMTAMEHT

HA MPOU3BOACTBO

(HanMEHOBAaHWE NPOLYKLIHH)

(06o3HayeHHe pernaMeHTa)

Cpox aeficTus periiamenra g0 °___ " 20 T
(mara)
COTI'JIACOBAHO COI'TACOBAHO
JlupekTop Jupexrop
(HauMenoBaHue (enyuieii oprannsauUu
MPOEKTHON OpTranM3aru) 110 HAIIPABJNEHRIO JCATENLHOCTH)
(roanuce) (MHHUMANBI, PaMHTUA) (moanuch) (MHnMans, hamuus)
(nata) (nara)
PEKOMEHJIOBAHO

K YTBEPHCUEHHIO

1Tpencenarens TeXHONOrHYeCKoH
KOMUCCHH

(nopaucsy) (nunuuans, GamMunds)

(xata)
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IMpoxnosoxenne npunoxenus I’

®opma 4
KondunenunansHocTs rapanTupyercst
nonyyaresnieM uHpopMauHu
Jns cayxebHoro noar3osaHns. Jk3. Ne

YTBEPXIAIO
Hupexrop (Pykosoautesns)

(HaUMEHOBAHHMC NPEANPHATHS

OpraHH3aLMH, HMEIOMIEH NIPABO HA YTBEP)KIEHHUE PErlaMeHTa)

(noanscs) (anunwmans, GaMiwius)

(nata)

MPOMBIWJIAEHHBA PEFTAMEHT

Ha [MPOU3BOACTBO

(HaRMEHOBAHHE MPOAYKLIUH)

(06o3HaueHe pernamMenTa)

COI'TIACOBAHO COI'TIACOBAHO
Jupexrop Hupexrop
(#anmeHoBaHUe (Bemyuet opraHu3aumu
TIPOEKTHOM OpraHm3aumm) 10 HANpaBJICHHIO AEATENLHOCTH)
(noanwck) (WHUUMaNsI, GaMmTHs) (noanuce) (MHdumanst, haMunus)
(nata) (nara)
PEKOMEHJOBAHO

K YTBEPKACHHUIO

Npencenaress rexyonorugeckolt
KOMHCCHH

(nonnvce, nHuLMas, hamwins)

(nara)
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[punoxenue J{
(ObssatensHOE)

(DOPMB AKypHana perHcTpaiinid TEXHONTOMH4ECKHUX perylaMeHTORB

Hanmenosanue Perucipa- | Opraun- | HamvicoBaHue JlomkHoCTb 1
TEXHOJIOI HHECKOTO | ITHOHHBIH 3a1UA- yTBEpAUBILICTH thamuust pern-
periiaMera unu Homep pa3pabor- | OpraHu3aLHy 1 CIPHPYIOLICTO
BC/IOMOCTH per1aMeHra | YuK Jata yTBCPIKIAEHHS
“3MEHEHUA

{ 2 3 4 3
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Hpunoxenue E
(OGs3arensHoe)
Jlns cnyxe6Horo nosis3oBaHus. Jk3. Ne

Odopmnesne THTYNEHOTO IHCTA BEAOMOCTH H3MEHEHUH
K TEXHOJIOTHYECKHM pPerjaMeHTam

KonduaeHuuansHoOCTs rapaHTUpyeTCa
nonyuarenem uupopmauu

VTBEPXKIAIO "

(ROIKHOCTB, HHHIHASEL, (haMuus,
TIOANECD JIHUA, YTBEePAYBLIETrO
JIOKYMEHT, H J8T3 YTBEPXKACHUA)

BEJOMOCTbH USMEHEHUNK N

K perjaMeHTy NpOU3BOACTBA
(0603HaueHKe peraMeHTa)

(HauMeHOBaHMeE TIPOXYKIIUH)

COTJIACOBAHO ”

{ROJDKHOCTH, HHUUMANGL, HamMuHus,
TIOATUHKCH JHIIA, COrNIaCOBABIUErO
JAOKYMEHT, U [IaTa COIJIAaCOBAHUA

2 [Mopsaok cornacoBaHMs M yTBEPKICHHUA BEAOMOCTH M3MEHEHHH JOIDKEH COOTBET-
CTBOB&TH COTNIACOBAHHIO U YTBEPIKAECHHIO COOTBETCTBYIOLUCH KATErOpPHH TEXHONOTH-
4YECKOro perjlaMeHTa.
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Ipononxenue npunoxenus E

OdopmieHHe NOCHEAHHX TUCTOB BEAOMOCTH H3MEHEHUM

( Ne nynxra [ Crapas penaxii}f;? Hogan pepaxuus | Kparxoe o6ocnoranue
periamenTa BHOCHMbIX H3MCHEHUN |
| 2 3 4
TEKCT
Moanucu: ™

- Ha nocnenunem nucre BEJIOMOCTH H3MEHEHHI RODKHK OBITH T ¢ NMOAMUCH, YTO U
Ha CaMOM periameHTe.
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[Tpunoxenne X
(Cnpasoutoe)

A. Iepeyens ocoBHON HOpMATUBHON AOKYMEHTALMHU /U1 paspaboTKK pa3nenos
APOMBIUICHHOR K JKONOrHYeCKOH 6E30MacHOCTH TEXHOAOIKUECKOrg persa-
MEHTa Ha NMPOU3BOACTBO NPOAYKLAN MEAULMHCKOR TPOMBILITIEHHOCTH .

1. BpeMeHHbIE METOAHYECKHE YKA3aHus M0 PACCMOTPEHHIO NPOEKTHOH JO-
KYMEHTalHH XMMHKO-TEXHONOTHYECKHX OOBEKTOB HAa COOTBETCTBHE COBPEMEHHBIM
TpeboBaHuam GezonacHocTu. YreepxaeHa I'ocnpomaromuansopom CCCP 20 uions
1990 r.

2. BpemenHsie peKoMeHZAUMM RO pa3paboTKe MAaHOB JOKAJIH3aliHH aBa-
pHIHBIX CHTYaLHii HA XMMHKO-TEXHONOTMHeCKHX oObexrax. Yreepwaeust [ocrpo-
matomuaazopom CCCP 5 niona 1990 r.

3. Bpemennas TMROBas WHCTPYKHMSA IO TEXHHKe 0€30MaCHOCTH 1NPOLECCOB
HUTpoBaHus. YTBepxeHa I'ocroprexnaazopom CCCP 23 asrycra 1983 r.

4. BpemeHHbIH K1acCHPHKATOP TOKCHUHBIX IPOMBIUINEHHBIX OTXO/I0B H M€~
TOAMHECKHE PEKOMEHAALMH N0 ONPE/ENIECHHIO KIacCa TOKCHYHOCTH IPOMBIUJIEHHBIX
orxopos. M3 CCCP, 'K CCCP 1o Hayke u texuuxe. M., 1987 r.

5. BCH 64-064-88. HucTpykuus nO CTPOMTENbLHOMY MPOEKTHPOBAHHUIO
PEeAnpPUATAR METUUUHCKOR ¥ MHUKPOOHUONOrHIECKOH NPOMBUILUICHHOCTH. VYTBEp-
xneHa Muamenbuonpomom CCCP, 1988 .

6. Hudopmanmontoe nucemo I'ocroprexunansopa CCCP Ne 04-1-40/265 ot 9
asryctra 1989 r.

7. MexoTpacnessle Mpasuia 1o oXpaHe Tpy/Aa NpH HCHOJIH30BaHHH XUMHYC-
ckux Bewects. MOT P M-004-97.

8. Meroauka pacuera KOHLEHTpauuii B aTMOC(epHOM BO3LyXe BpPEAHBIX
BelnecTs, cojepkamuxcs B Bpl6pocax npennpustud. OHJI-86. I'ockoMruupomer.
I'uppomereonsnar, JI., 1987 r.

9. Hopmsl rocynapcTBeHHOM npoTueonoxaphoit cinyx6et MBJL Poccun.
Onpejenedse KaTeropHi noMenIeHnH U 3AaHKi N0 B3pHIBONOXKAPHOH H NOXKapHOH
onacnocti. HIIB 105-95. M., 1995 r.

10. O6mecoiosztoe nonoxenue o [P 3panmit u coopyxenuit. Tocctpoit
CCCP.

11. O6wmue npaBuna B3peIBOGE30MACHOCTH AJIS B3PHIBOMOXKAPOONACHBIX XH-
MHYECKUX, HedpTexmmuyeckux M HedrenepepabatsiBarouiux rnpoussoacts. I16 09-
170-97. YrBepxaenn [ocroprexnaasopom Poccuu 22 pexabps 1997 r.

12. Ofwue canutapHele mnpasiia NpH paboTe ¢ METAHOIOM. YTBEpXKACHbI
Munzapasom CCCP 18 uronis 1986 r.

13. Ilepeuyens B3pbIBYATHIX XapaKTEPHCTHK M llapamerpoB TEPMHYECKOH yc-
TOHUMBOCTH HATPOMACC M HHUTPOMPOAYKTOB, AOMIekKAMX 00sA3aTeNIbBHOMY M3yde-
HHIO NP OLEHKE B3PHIBOONACHOCTH NMPOLECCa HUTPOBAHUA B NIPOU3BOJICTRAX CHHTE-
THYECKUX JIEKAPCTBEHHBIX CpeacTB. YTBepxaeH Munmenbuonpomom CCCP, 1985 r.

14. TlepeueHs BMAOB NPOM3BOJACTB, MPH TPOEKTHPOBAHUM KOTOPHIX MOJNKHEI
pa3pabaThlBaTHCS CELHaIbHBIE MEPBI MO MPEAYPEXKACHHIO BOIMOXKHBIX aBAPUHHBIX
CHTyalHil H TIMKBHAAUMH MX BO3AEHCTBUS HA OKPYXAIOLIYIO Cpedy B COOTBETCTBHH C

" Focynapctenssie crauaaptsl (TOCThI) ykasaust B pasgene 2.
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[Tpunoxenne X
(nponomxenne)

1pebosanuamu ITocraosienus Cosera Munucrpos CCCP or 26 mas 1987 r. u Pe-
KOMEIJIAIMH TI0 OHPEAENEHUIO YPOBHA B3PHIBOOMACHOCTH XHUMHKO-TEXHONOTHUECKHUX
00BEKIOB H HX IPOTHBOABAPHITHOH JaniTe.

15. Tlepeuens 3nanui, coopyxenui, oMemeHuil n obopynosauusd, foAne-
AKX 3alHTE 2BTOMA THYECKHMI YCTAHOBKAMH TYLIEHHS M 0OHapyXEHHS Moxapa.
HITB 110-99.

16. Ilepevens ObYB T'H 2.2.5.687-98. OpnentupoBoynble Gesonactbie
yposuu Bosaciic rus (OBY13) speuubix Bewects 8 Bosayxe pabouei somer: I'urue-
HUYECKHME HOPMATUBEI (C HOTIONHEHUAMH).

17. lepeuens OBYB ['H 2.1.6.696-98. OpuentupoBounsie Oesomachbie
yposiin gozneictBus (OBY B) 3arpsasusoiux BewecTs B aTMOCHEPHOM BO3XYXE Ha-
Ce.IEHHBIX MECT. [ MrMeHHYeCKUe HOPMATHBELI (C IOMONHEHHAMH).

18. llepeuens OJIY I't 2.1.5.690-98. OpuenTUPOBOUHDBIE AOTYCTHMBIE YPOB-
i (OJTY) XMMHUECKHX BEINECTB B BOAE BOAHBIX OOBEKTOB X03sHCTBE HHO-NHTLEBOTO
H KyJNbTYPHO-ObITOBOIO BOJ(O110/1b30BaHHA. I MPrHEHHUECKHE HOPMATHUBEI (C JONOJIHE-
HUSMH),

19. Iepeuens MK ' 2.1.5.689-98. TpenenbHo fOMyCTHMBIE KOHLEHTpa-
twu(ITIK) xumudeckux BewiecTB B BOAC BOMHBIX OOBEKTOB XO3stCTBEHHO-
MHIBLEBOTO U KYNbTYpPHO-OBITOBOTO BOHONOMB30BaHMA. ['HrHeHHUECKHE HOPMATHBBI
(¢ nonoaHenUAMY).

20. Nepeuens TJIK I'H 2.1.6.695-98. lIpencipHo fonycTUMbe KOHUEHTpa-
nuu (1K) 3arpasnsionx BelecTs B aTMOCHEPHOM BO3JIYXE HACENCHIBIX MECT.
I'ruennueckue HOpMaTHBE! (C ZONOJIHEHUAMM).

21. [lepeuens IMJIK I'H 2.1.6.711-98. [IJK Mukpooprain3MoB-npoayUIEHTOB,
OaxTepuanLibiX MPEAPaToOB W HX KOMIOHEHTOB B aTMOC(EPHOM BO3YXE HaceleH-
HbIX MECT.

22. Tlepeuens TIIAK TH 2.2.5.686-98. IlpenensHo AOMyCTHUMBIC KOHLEHTPA-
IIMK BPEJHBIX BEHIECTB B BO3Jyxe pabouyci 3oHbl. ['drueHuyeckue HopMaTussl (¢ 10-
NOJIHEHHAMM).

23. Tlepeuens IMNAK T'H 2.2.6.709-98. IJIK MUKpoOpraHM3MOB-1IpOAYUEHTOB,
GakTepHabHEIX NPENapaToB U HX KOMNOHCHTOB B BO3XYXe pabouei 30HI.

24. Tlepeuwens UAY TH 2.2.5.563-96. [lpesensHo nonycTuMble ypoBHH
(11)1Y) 3arpssHeHMs KOXKHBIX TOKPOBOB BPEHBIMH BEILECTBAMH.

25. Tlonoxenue o eAMHON cHCTEME OpraHM3auHu paboThl MO OXpaHe TPYAa U
rexHHke G€30MacHOCTH B MEUIMHCKON NPOMBILIIEHHOCTH. YTBepxkneHo Munmen-
npomom CCCP, 1984 ;.

26. llonoxecuue o nopsaxe paspaborku u colepxanunu pasgena “Besonacnas
IKCNIYATALHA NPOHIBOACTR” TEXHONurHUECKOTO pernamerita, PJ] 09-251-98.

27. Tonoxeuue o encrenme 1P npoussoacTseNbIX 35aKuit ¥ coopyxeHnit
TIPEANPHATHE MEUII(MUCKOW NpOMBILIICHHOCTH. YTBepxacHo Muunmenbuonpomom
CCCP, 1990 r.

28. [Mononcenne 0 TEXHONOrUIECKHX PErIAMEHTAX NPOH3BOACTBA NIPOAYKLMH
HA [PCANPHATHAX XHMHMCCKOrO KOMUAEKca. Yisemkueno 3aM. Muuuctpa DxoHo-
muku PO ILI. Hampaeseim 6 aas 2000 1,
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Tlpuno xenue K
(npopos e Hue)

29 Tlocobue mo oueHke BO3nEeHcTBMA HA OKpy xaromyo cpeay ( OBOO mnpu
paspaborke TOO (pacyeToB) MHBECTHLMI H [POEKTOB CTPOMTENLCTBA HAPORHOXO-
3siCTBEHHBIX OOBEKTOB H KOMIUIEKCOR

30 Tlpasura GesomacHOCTH B razoBom xossiictee. I 12-245-98

31 TlpaBuna Ge3onacHOCTH JUIS HA3eMHbX CKJIAA0OB xmjxoro ammuaka I1b
03-182-98

32 IlpaBuna 6e30omacHOCTH A MPOU3BOACTE, HCMONMB3YIOUL MX HEOPraHu4e-
ckue xucnorsl nmenoun I 09-224-98

33. Ipasuna Ge30MACHOCTH A NPOM3BOACTB UTOXHMHUYECKUX NPENAPATOR
HHBEKLMOHHLIX PAacTBOPOB B aMIyJsiaX, TaGNeTHPOBAHHBIX JIEKAPCTBEHHBKX (OpM
MAI'KUX JIEKAPCTBEHHBIX CPEICTB M NEPEeBA30YHbX MATEPHANIOR

34 Ilpaswia Ge30MacHOCTH JUIA CKJIANOB COGIKEHHBX YrJEBOIOPOAHBLK TI'ad-
30B M JIErKOBOCIUIAMEHSO II MXCA MiAkocTei noa masneuvem IB 03-110-96

35 Tlpaeuna 6e30MACHOCTH MpH MepeBO3Ke OIMACHBKX I'PY30B HEJIE3HOLOPO i
HbIM TPAHCIIOPTOM

36 TlpaBuna GesonacHOCTH NpH NPOM3BOACTBE BOLOPOLA METOAOM JJIEKTPO-
msa Bonbl YreepxueHb! Locroprexuamopom CCCP 9 oxrabps 1973 r.

37 IlpaBuna 6e30MaCHOCTH IPH MPOU3BOACTBE M MOTPEOIEHHH NMPOIYKTOB
paznensenus sosnyxa (6 [IPB- 88 Vrsepamenst {ocroprexuamopom CCCP 12 are
pens 1988 .

38 TlpaBuna Ge3ormacHOCTH NpM TPOU3BONCTBE, XPaHEHHWH TPAHCMOPTUPOBA-
HHH H IPYMEHEHHH XJ10pa

39 TlpaBuia 3am UTH OT CTATHYECKOTO AJIEKTPHYECTBA B NMPOM3BOACTBAX XH-
mideckol He drexumuyeckoit u HedrenepepabaTbBaOIL i NPOMBIN IEHHOCTH Y-
sepoxae st M uaxamapomoM CCCP 31 assaps 1972

40, Tlpasmna noxapHoii Gesonmacnoctn B Poccniickoit deneparmn THIB 01-
93. Vreepxuensl [NaBHBIM yrpaBieHHeM TOCYAAPCTBEHHOM MOXAPHOH ciry 30 b1
MBI Poccun 16 oxtsabps 1993 .

41. Ilpasuna o xapHOit 6e630MaACHOCTH MPHU MPOBEAE HIMH CBAPOYHBIX U APYTHX
orseBbK pabot Ha ob6wvekrax HapomHoro xossiicrea Cornacosansl [ocroprexusaso-
pom CCCP 24 nosbps 1971 1., Ne 12-3/1070.

42 TIlpaswia pa3spaGoTKy, MBrOTOBJIEHHS ¥ NPUMEHEHHS MeMOPAHHBIX NMpeno-
xpanuressHBK ycrpoiicte I 03-221-98 VYreepxuens! nocraHoenennemM locrop-
TexHapsopa Poccuu or 27 cenrsibps 1997 r

43, Ilpasuna TeXHHYECKOH IKCIUIYaTAUHH dJEKTPOYCTAHOBOK norpeburesneii
Y NpaBuna TeXHHKHU Ge30NacHOCTH NPH IKCIUIYaTALMH 3JIEKTPOYCTaHOBOK noTpebu-
Tenel 1989

44 TlpaBuna ycrpolicTBa 1 6e30macHOH IKCIUTyaTalMH KOMIIPECCOPHBX yC-
TAHOBOK C [OpIU HEBBHIMH KOMIIpecCopamy, paboTaOLIuMH HA B3PHBOOMACHBK MU
epenubx rasax 1B 09-297-99 VrBepiueHsl nocTaHosneHneM Iocroprexnansopa
Poccnu or 6 noma 1999 1.

4S5, TlpaBuna ycTpoiicTBa 1 6€30racHOM IKCIUTyaTauuy NapoBbX U BOAOT peit
HBX KOTJI0B (¢ u3meneHmamu Ne 1). Vreepagmienni ocroprexuamopom CCCP 20 ok-
Ts0ps 1988 r.
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[ uno xeune X
(npononxeHne)

46, Tlpasmna ycrpoiictsa 1 Ge30macHoil 3xCruTyaTauyu cocynos paborao-
mix non sasnenuem Jb 10-115-96 (C ismeuensiMH ¥ AONOMHEHHA MY, yTBEp-
wnennbivi [ocroprexunanzopom Poceun 02 cerrsbps 1997r.).

47 Tlpasuna yctpoiicTBa ¥ 0e30MacHOil IKCIUlyaTalMU CTAUHOHAPHBX KOM
NpPECCOPHEX  YCTAHOBOK, BO3AYXONMPOBOMOB M  ras’ONpOBOMOB  YTBEp uaeHsbl
Tocroprexnanzopom CCCP 7 nexabps 1971 r.

48 Tlpasuna ycrtpoicTsa M Ge30MACHOM 3KCIUIyaTAUMH TEXHOJIOIHYECKHX
tpybonposonos Ib 03-108-96 VYrsepagens: nocraHoBnenwem I'ocroprexHanzopa
Poccun or 02 mapra 1995 .

49, Ilpasuna ycrpofictBa U 6e3omacHoit sxcuyaranuy Tpybonposonos napa
u ropsueit soasl PJJ03-94 (Cusmenenusimu Ne |, yrBepagentbsiu I'ocroprexHar:
3opom Poccuu 13 sHsapst 1997r).

50 Tlpasmna ycrpoiicrsa, mMonTaxa 1 0e30nacHOH 3KCIUTyaTALH B3pbBO3a-
urnuensex  Beurisropos IIYMB DBB-85  VYreepixmenst I'ocroprexHaasopom
CCCP 11 anpens 1985

51 Tlpasuna ycrpoiictsa anexrpoycranosok (ITVD), 1985 .

52 Tlpubopul U crcTeMbl KOHTPONA TOKCHYHBIX M NOB3PHBOONMACHLK KOH-
ueHTpaunit XuMHyeCKHX Beur ecTs B Bo3nyxe Karasor. (Bsepogonenr, 1984 r.

53. PJI 64-071-89 (bopyuoBaHHe TEXHONOrHUECKOE N CYHI KH XUMHKO-
dapmauesTrucckux tperapator TpeGosanus Ge3onacHocTH

54 Pl 00001910-5-92 Knaccnduxauys Beuyecrs HA CPyNIibi MO CTENSHU
ONacHOCTH At BHOOpa CPEACTB MHAMBKAYAIBHON 3aill MT b B NPOUBBOACTBE JieKap-
CTBEHHbLIX MPENaparos u rap Qo MSPHO- KOCMETHYECKHX H3AC)IHiH

55 Pexomennanmu 1o pa3paboTke METOAUK OMpEeNieHHs pecypca OCTaToy-
HOfi paborocrniocobHocTH HelCTBYIOUIEro TEXHONOr MYECKOro 000pYIOBaHHS XUMM-
yeckux, uedrexumuuecknx, HedrenepepabarbBAOLHX M ra3onepepadaT bBaio L ux
npoussoacte Yreepxnenst Focnpomatomuanzopom CCCP 27 sosbps 1991 ¢

56 CaumrapHse npasBWia YIS NPEANPUATHH [0 NPOM3BOACTBY JIEKAPCTBEH
Hbx nperaparos Ne 4079-86 -M.~M3 CCCP. - 1986 r.

57. CaHurapHbE npaBia OPraHIBaLHH TEXHONO MMECKHX MPOLECCOB U Ik
ruenyueckue TpeboBarmsi K NMPOH3BOACTBEHHOMY OGopynosanmo. Musapas CCCP,
1972 t.

58 CandrapHbE nNpaBWiIA MO OXpaHe aTMOC(EpPHOro BO3HYXA HACEJNEHHBIX
mect Can I[Tu H M3 CCCP, M, 1989 r.

59 CHuIT 1 06 0585 Ibaoxesnue 06 aBTOPCKOM HAaA3Ope IPOEKTHLX OPra-
HH3AUMH 33 CTPOHTENHLCTBOM NPSANPUATHE, 3paunid W COopy e HHit

60, CHuII2 0l 02-85 TporuBonoiaptue HOPMbI

61. CHuII2 04 02-84 BopocuaGxenue. Hipy»ube cetd v COOpY e HHS

62 CHull2 04 03-85 Kananmmsauus Hapyi#ebE CeTH v COOPY H€E HUSL

63. CHuII2 04 09-84 IbyapHas aBTOMATHKA 30AHHH U COOPY %€ HUH

64 CImIT2 09 02-85 *Ihou3BOACTBEHHDBE 3HAHMSL

65 CHuIl2 09 04-87 * AXMHHHCTPATHBHLE U OLIOBHE 3JAHYS

66, CHuII2 11 01-85 Cknanckue 3paHus

67. CHull 3. 05 05-84 Texuosnoruyeckoe 060pyROBaHHE U TEXHOJIOr HHOCKHE
Tpy6OIPOBOA LI
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68. CHull 3.05.07-85. CucteMbl aBTOMATH3ALMH.

69. CHull21-01-97. IoxapHas 6€3011aCHOCTD 3/1aHNH 1 COOPYKEHUIA.

70. Tunosas MHCTPYKUMSI 10 OpraHu3ailud 06€30MacHoOro MpPOBEJEHHS ra3o-
onacHbIx pabot. Yreepxaena ocroprexuamsopom CCCP 20 deppans 1985 r.

71. Tunosas MHCTPYKUHS O OXpaHe Tpyna upu pabote ¢ METHIIOBHLIM CniMp-
oM. YTBepxaeHa MunmenGuonpomom CCCP, 1988 r.

72. TpeboBanus K yCTaHOBKE CUrHaNH3aTOpPOB M rasoaHanuszatopos (TY 'A3-
8). Yreepxnena Munnedrexumnpomom CCCP 30 susaps 1986 r.

B. Hepeqem, CHpaBOYHBIX U3JAHUH HO M0XXKapOB3pLIBOONIACHBIM cBoiicTBaM Be-
LIEeCTB U MAaTCPHAJIOB.

73. TloxapoB3pEiBOONACHOCTE BEIIECTB M MaTepHaloB M CPEACTBA WX Tyllle-
Husa. Cnpas. u3n. B 2-x kHurax; nog pea. A.H.Baparosa, A.Sl.Koponsuesko. M.,
"Xumua", 1990,

74. Tloxapo- M B3pBIBOOMACHOCTD NIEKAPCTBEHHEIX NPENAPATOB, MX TIONYNPO-
AYKTOB, ChIpbA H CMECEH, MPHMEHAEMBIX B MEAULUHCKOH NPOMBILLIEHHOCTH, Hop-
MaTHBHO-TeXHHueckuil maTepuan. Y. 1, 2, 3, 4, KynaBua, 1984-1992.

75. Ilpasuna Ge30macHOCTH M NOPAAOK JHKBHAALIUH aBAPUMHBIX CHTYauuii ¢
ONacHbIMM IPy3aMH TIPH TIEPEBO3KE MX MO Kese3HbIM goporam. M., "Tpaucnopr”,
1984.

76. CnpaBO4YHHK IMOXXapOOMACHBIX M BPEIHBIX BELUECTB, NPUMEHAEMBIX B
NpoM3BOJACTBE BUTAMHHHBIX npenapartos, Benropoa, 1985,

77. DU3NKO-XMMHYECKHE BENMUHHB! A OCHOBHBIX NMpPOAYKTOB, obpaliato-
IHXCA B MEAUIHHCKOH M MUKpoGuonornueckoi npomeiuinenHoctd. Kynassa, 1989,
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Jluct perucrpaunn uaMedenwit OCT 64-02-003-2002

MM,

Homepa nuctos (cTpanuiy) Howmepa| Iogmuce| fara | Cpok
H3MC- | 3aMe- | HOBBIX | aHHyju- | AOKY- BBC/ICHHA
HEH- HeH- poBati- MCHTOB H3MEHEC-
1BIX HBIX HBIX HU#
[ 2 3 4 5 6 8 9
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