PekomeHpauusa Konnerum EBpasnmckon akoHoMm4yeckom kommccum ot 29 sHeaps 2019 roga Ne 3
O PykoBoacTBe Mo NpouM3BOACTBY FOTOBbIX JIEKapCTBEHHbIX POPM JleKapCTBEHHbIX NpenapaTtoB
(r. MockBa)

Konnerns EBpasniickon 3KOHOMWYECKOW KOMUCCUM B COOTBETCTBUM cO cTaTben 30 [loroBopa o EBpasuiickom
3KOHOMUYeckom coto3e oT 29 masa 2014 roga, nyHkTom 3 cTtatbu 3 CornaweHus 0 eQuHbiX NpuHUMNax 1 npaeunax
obpalleHnsa nekapCcTBEHHbIX CPeaCcTB B pamkax EBpasummnckoro akoHommnyeckoro cotosa ot 23 aekabps 2014 roaa,

B LENnax rapMoHusaumu 3akoHodaTenbCTBa rocyaapcTB - 4YneHoB EBpasnickoro 3KOHOMUMYECKOro cok3a B
chepe obpalleHns nekapCTBEHHbIX CPEACTB AfNst YCTpaHeHus pas3nuunii B TpeboBaHusiX, NpenbsBnsembiX K
npoueccam Npon3BoACTBa roTOBbIX JIEKAPCTBEHHbIX (POPM NekapCTBEHHbIX NpenapaTos,

pekomeHAyeT rocygapctsam - YrieHaMm EBpa3vinckoro 3KoOHOMMUYECKOro co3a no ncteveHnmn 6 mecsiues c aarhbl
onybnvkoBaHusa HacTosiwen PekomeHpoaumm Ha odwuumanbHOM cavite EBpasuickoro akOHOMWYECKOro cotosa npwu
aetanusaumm nHdOpmMauuuM, copepXxallen onucaHuwe npouecca MpoU3BOACTBA FOTOBLIX NEKAPCTBEHHbIX opm
neKapcTBEHHbIX NpenapaToB B LENsX UX pernctpauum B COOTBETCTBUM C [lpaBunamu peructpaumm n sKCnepTusbl
neKapcTBEHHbIX CPEeACTB ANA MEeAMLMHCKOro npuMmeHeHus, yteepxaeHHbiMu PelweHnem CoseTta EBpa3swuiickon
3KOHOMUYeckon kommuccum ot 3 HosIbpa 2016 r. Ne 78, a Tawke Npu BHECEHNUN U3MEHEHUI B PErMCTPaLMOHHbIE JOCbe
neKapCTBEHHbIX NPenapaToB 1 NPUBEAEHNM PErMCTPaALMOHHBIX JOChbE NEeKapCTBEHHbIX MPENapaToB B COOTBETCTBUE C
ykaszaHHbiMn  [paBunamu nNpuMeHAaTb PyKOBOACTBO NO  MPOM3BOACTBY TOTOBbIX JI€KAPCTBEHHBIX  HOPM
neKkapCTBEHHbIX NMpenapaToB COrMacHoO NpUIoXeHuto. Npu aTom McxoouTb U3 TOro, YTO B Cryyae, ecnv peanvsaums
NMOMOXEHUIN yKkasaHHOro PykoBoACTBa OCYLLECTBMNSAETCA B COOTBETCTBMM C akTamu EBpasuiicko aKoHOMMYeECKOW
KOMMUCCUU, NPYMEHEHNE TakUX MONOXEHWI OCYLLECTBRAETCSA C AaThbl HAYana NPUMEHEHNS COOTBETCTBYIOLLMX aKTOB.

Mpeanceparens Konnerun
EBpa3nnckomn aKOHOMUUYECKON KOMUCCUU T. CapkucsiH
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MPUNOXXEHUE

Kk PekomeHnpgauum Konnerun
EBpasnimnckomn 3KOHOMUYECKOM KOMUCCUN
oT 29 aHBaps 2019 . Ne 3

PYKOBOACTBO
no NPon3BOACTBY FOTOBLIX JIekapCTBEHHbLIX (hOpM NeKapCTBEHHLIX NpenapaTos

|. O6LKre nonoxeHus

1. Hactoswee PykoBoacTtBo paspaboTaHO B LENsAX YCTAHOBMEHWS e€AuHbIX TpeboBaHWi K npeacTaBneHuto
WHGpOpMauuM O npouecce nNPoM3BOACTBA TOTOBbIX feKapcTBeHHbIX ¢opm B pasgene 3.2.P.3 mogyns 3
perncTpaLuoHHOro Aocbe fekapCcTBEHHOro npenapaTa (4anee - mMoaynb 3 perncTpaumMoHHOro Aockbe), CTPYKTypa
KOTOpOro perrnameHTupoBaHa [1pasunamun peructpauum n aKCnepTusbl NeKkapcTBEHHbIX CPpeacTB ANA MeaMLMHCKOro
npuMeHeHus, yTeepxxaeHHsiMn Peluennem CoseTta EBpasuiickont akoHOMUYecKon kommncenm ot 3 Hosbps 2016 r. Ne
78 (nanee - Mpasuna).

2. OcHOBHble NONoOXeHus HacTodAwero PykoBoacTBa rapMOHM3WPOBaHbl C MOPSAKOM MpeacTaBreHust
WHOPMaLuM O MPOM3BOACTBE TOTOBbIX I€KapCTBEHHbIX (DOPM B PErncTpauMoHHOM [OCbe JeKapCTBEHHOro
npenaparta B ¢opmarte obLiero TEXHWYECKOro AOKYMEHTa C YYEeTOM COBPEMEHHBLIX TEXHOIOrMIN NpPOM3BOACTBA U
pasnuyHbIX MOAXO0O0B K NPOM3BOACTBY.

3. Hactosiiee PykoBoacTtBo paspaboTaHo ¢ yyeToM TpeGoBaHui [1paBun Hagnexaiien npov3BOACTBEHHOM
npakTukM EBpasmMinckoro 3KOHOMMYECKOro coko3a, yTeepxaeHHbIx Pewernnem Coseta EBpasvMmnckon aKOHOMUYECKOW
kommccumn oT 3 Hosbpst 2016 r. Ne 77 (ganee - lNpaBuna Hagnexawewn NpoVM3BOACTBEHHON MPAKTUKK), Y4UTbIBAET
TpeboBaHuss pykoBoacTBa NO apMaueBTUYECKOW pa3paboTke IeKapCTBEHHbIX CpeacTB, YTBEPXOAEMOro
EBpasuiickoii akoHOMUYECKOW KOoMUccueln (ganee - Komwuccns), v NpuMHUMNGI yNpaBreHus puckamun Ans KayecTsa,
npenycMoTpeHHble MpaBunamy Hagnexatlewn NponM3BoACTBEHHON NPaKTUKK.

4. Lenb HacToswero PykoBoAcTBa - OTMETUTbL BCE acnekThbl NpoLlecca Npou3BoACTBa, KOTOPbIE MMEKT BaXkHOe
3HayeHne pOnd 3asBuTens W YNONHOMOYEHHbIX OpraHoB (JKCMEPTHbIX oOpraHusauuin) B cdepe obpalieHus
neKapCTBEHHbIX CPeACTB rocyaapcTB - YneHoB EBpasminckoro 3kOHOMMYECKOro cosa, pa3bACHUTb BUA U CTENeHb
Aetanusaumm nHpopmaumm, Kotopas COAEPXKMT OnMcaHvne npouecca NPoM3BOACTBA rOTOBbIX NeKapCTBEHHbIX hopm
NeKapcTBEHHbIX MpenapaTtoB W KOTOPYK HeobxoAMMO BKMOYWTL B MOAYMb 3  PerMcTpauuoHHOro  Aocke,
npunaraemoro K 3asiBNeHNo O permcTpaLmmn.

5. B HacTosilwweM PykoBoacTBe Takke paccmaTpuBaeTcs nNpuvMeHeHue TpeboBaHnwi [NpaBun Hagnexaiien
NPOU3BOACTBEHHOW MPAaKTUKU C TOYKU 3pEHUSA MPOU3BOACTBA M CUCTEMbI MOCTABOK NEKapCTBEHHbIX MpenapaToB C
YYETOM HECKOIbKMX (B TOM YMCIie MEeXAYHapOOHbIX) NPOU3BOACTBEHHbIX NMOLLAA0K.

6. Hactosiwee PykoBoacTBO He ycTaHaBnvBaeT HOBble TPeOOBaHWUSI K 3apermcTpupoBaHHbIM NeKapCTBEHHbIM
npenapartam. [locne pernctpaummn aepxaTenb perncTpaLyoHHOro yAOCTOBEPEHMSA B COOTBETCTBUM C NyHKTOM 147
[MpaBun B OTHOLIEHMM METOAOB MPOM3BOACTBA M KOHTPOMSA KavecTBa 00s3aH yuuTbiBaTb COBPEMEHHbIE Hay4Hble
AaHHble, JOCTWKEHMA B 06nacTu TeXHMYEeCKOro nporpecca u CBOEBPEMEHHO BHOCUTb M3MEHEHUH, KOTOpble MOryT
notpeboBaTbCca Ans obecnevyeHns COOTBETCTBUS Mpouecca NPOM3BOACTBA M KOHTPOMS KavyecTBa JeKapCTBEHHbIX
npenapaToB 3TUM AaHHbIM U JOCTUXKEHUSIM.

7. MonoxeHuns HacTosero PykoBoAcTBa pacnpoCTpaHSTCA HAa U3MEHEHUS, BHOCUMbIE B PermcTpaumoHHoe
[OCbEe 3aperncTpupoBaHHbIX FEKapCTBEHHbIX MpenapaTtoB B Crydae, €cnvM TakMe W3MEHEeHUs B npolecce
NpOu3BOACTBA NEKapCTBEHHbIX NPenapaToB BMUSIOT Ha COAepKaHNe PerMcTpaLnuoHHOro 4OChe.

8. B cootBeTCcTBMM C TpeboBaHmamMu npunoxeHusa Ne 1 k MpaBunam B perMcTpaumoHHOM LOChE FIeKapCTBEHHOIO
npenapata [JOMKHO OblTb NpeAcTaBneHo onucaHve cnocoba npousBoacTBa (TEXHONMOMMYECKOro npolecca).
TpeboBaHusa, npegbsaBnsemMble K OonucaHuio cnocoba Mpov3BOACTBA (TEXHOMOrMYECcKoro npouecca) B mogyne 3
PErncTpaLmoHHOro Aocbe, NoapoOHO M3MOXEHbl B HAcTosleM PykoBoactBe M JononHAT npunoxeHne Ne 1 k
[paBunam.

9. B HacTtosiwem PykoBoacTBe Takke pacCcMaTpuBalTCA BOMPOCHI, CBA3AHHbIE C ayTCOPCUHIOM W TaKMMu
HOBbIMWU NPOM3BOACTBEHHBIMW MPAKTUKAMMK, KaK CIOXHble MNPOM3BOACTBEHHbIE LEMOYKW, a TakkKe BOMPOCHI,
Kacawolimecss AnuTEmNbHbIX MNepepbiBOB MEXAY TEeXHOMOMMYECKUMW CTaausMW U YCIOBUSIMU TPaHCMOPTUPOBKU.
MoppobHasa nHdopmaums o TpeboBaHUAX K NpoLieccam CTepunm3aumnm NPUBOAMTCS B PYKOBOACTBE MO aCeNTUYECKUM
npoLieccam B NPOM3BOACTBE, yTBepxaaemom Komuccuen.

10. Hacrtoswee PykoBOACTBO NPMMEHSIETCS B OTHOLUEHWM MPOWM3BOACTBA FOTOBbIX fEKAPCTBEHHBLIX hOpPM
neKkapCTBEHHbIX NpenapaToB XMMWUYECKOro 1 PacTUTENbHOIO NPOUCXOXAEHUS ANA UX NOCMNeayoLLen perncrTpaumu.

11. MpuBeaeHHble B HacTosiLeM PykoBoacTBe NpUHLMMBLI onncaHus cnocoba Nnpou3BoacTBa (TEXHONOMMYECKoro
npouecca) roTOBbIX FEeKapCTBEHHbIX (QOPM FEKApCTBEHHbIX MpenapaToB npu QopMupoBaHun moaynst 3
perucTpaLnoHHOro 40Che TakkKe B LIENOM NPUMEHUMbI K BUONOrMYeckUM NnekapcTBEHHbLIM NpenapaTam.

12. B COOTBETCTBYWLWMX Crydasx MOMOXEHUs HacTosiwero PykoBoacTBa MOrMYT MPUMEHSATbLCS K
pagvodapmaueBTUYeckMM  npenapatam M UCCnedyeMblM  NEeKapCTBEHHbIM  npenapaTaM  XMMWUYeCKOro
NPOUCXOXAEHWS.

Il. Onpepenexnsa

13. [Ina uenen HacTosLero PyKOBO,D,CTBa MCNONb3YKTCA NOHATUA, KOTOPblE O3HAYaloT crieayrulee:
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«BPEMSI XpaHeHUsi (nepepbiBa) Mexay onepauusiMmy - YCTaHOBIEHHbIA Nepuos BPEMEHU, B TEYEHME KOTOPOrO
matepuanbl (MCXOQHOE Cbipb€, MPOMEXYTOYHble MPOAYKTbI U HepacdacoBaHHas NpPOAyKUWS nepen ee
3aKIMIOYUTENBHOW YNakoBKOW) MOMYT XpPaHWTbCS NPW 3afaHHbIX YCIOBUSX XPaHEHWs B OXWAAHUM O4YepenHoWn
TEXHOMOrMYEeCcKon cTaaunn, Npu 3TOM Ka4ecTBO yKa3aHHbIX MaTepuanoB OCTaeTCcsa B Npeaenax cneumdukaumy;

UCMbITAHVSA B pEXUME pearbHOro BpPEeMEHW» - TeCTbl, CMOCOOHble OLeHMBaTb M obecneuymBaTb KavyecTBO
npoaykuMmM B Mnpouecce npousBoacTBa U (MnM) rotoBOW MNPOAYKLMM HA OCHOBAHUU AaHHbIX TEXHOMOrM4eckoro
npowecca, KOTopble, Kak nNpaBuMo, BKIOYAT B cebA [OCTAaTOYHO HaAeXHoe CcouveTaHue onpeaeneHHbIX
XapaKkTepucTUK MaTepuanoB U MeTOA0B BHYTPUMPOU3BOLACTBEHHOIO KOHTPONS.

VHble noHATWS, ncnonb3yemble B HacTosileM PykoBoacTBe, MPUMEHSAOTCA B 3HAYEHWUSAX, YCTAHOBIEHHbIX
Pekomengaumern Konnernm EBpasuniickoin skoHOMUYeckon kommccnm oT 26 ceHTabpsa 2017 r. Ne 19 «O PykoBoacTtee
no Banuaaumm npowecca Npon3BOACTBA NEKAPCTBEHHbIX MPenapaToB AN MeOULMHCKOTO NPUMEHEHUSI».

lll. MpounsBoacTso

14. B onucanunm npouecca nNPOM3BOACTBA [OMMKHbI OTpaXaTbCAd [AaHHblIe O KPUTUYECKUX CTagusax W
NPOMEXYTOYHOW MPOAYKLUUW M MPOCINEXMBATLCA CBA3b Mexay dapMaueBTUYeckon pa3paboTkon, NpeanoXeHHOn
cTpaTernein KOHTpPOnsA W Banupgaumen npouecca. Pasgensl Hactoswero PykoBoAacTBa COOTBETCTBYIOT CTPYKType
pasgena 3.2.P.3 moayns 3 permctpaumMoHHOro JoChe:

a) «3.2.P.3.1. Npoussogntenny;

6) «3.2.P.3.2. CocTaB Ha ceputo (MPOM3BOACTBEHHAA peLenTypa)y;

B) «3.2.P.3.3. OnncaHve npon3BOACTBEHHOIO NPoLecca U ero KOHTPONsa»;

r) «3.2.P.3.4. KOHTpOMb KpUTUYECKMUX CTaANN N NPOMEXYTOYHON NPOAYKLUNY;

n) «3.2.P.3.5. Banngauna npon3BoaCcTBEHHOMO npouecca 1 (Mnn) ero oLUeHka.

15. B permctpauuoHHOM [OCbe perncTpupyemMoro nekapCTBEHHOro npenapaTa AOMKHbl ObiTb nNpeacTaBneHsbl
CBeAeHus O JdeTansx MPOM3BOACTBA 3asBMEHHOTO Ha perncTpaumio fekapcTBeHHOro npenapata. He cnepyet
ykasbiBaTb 06LLYI0 MHOPMaLMIO, OTHOCALLYOCA K [1paBunam Hagnexaiien NpoM3BOACTBEHHON NPaKTUKW.

1. NMNpoussogurtenu

16. Mo «kaxgow cTagmMM npouecca NPOM3BOACTBA (BKMOYAA YMakoBbIBaHWE) HeobXoaMMo npeacTaBuTb
CBEEeHUss O BCEX Y4acTBYHWOLMX MPOM3BOACTBEHHbLIX Nnowaakax (B TOM 4ucre MpuHagnexawmux opHoOMy
Npou3BOAUTEN) U UCMbITATENbHbLIX rabopaTopusix, BKMOYasi KOHTPOSIbHO-aHanuTUYeckue rnabopaTtopun
(nabopaTtopum No KOHTPOSto kavecTBa). Heob6xoamMmo ykasaTtb CrnegyroLlyo MHopMauumio:

a) HaMMeHoBaHwWe ¥ agpec LPUANYECKOro NULA;

6) HaumMeHoBaHWe 1 hakTUYEeCKUin aapec NPOU3BOACTBEHHOW NIOLAAKY;

B) chepa OTBETCTBEHHOCTM KaXKAoro NPOM3BOAUTENS, BKMHOYAs KOHTPAKTHbIE NPON3BOACTBA;

r) nHcbopmaums o npousBoanUTese, OTBETCTBEHHOM 3a BbIMYCK NMPOAYKLMUN HA PbIHOK;

) vHdopmaums TONbKo O Mrolagkax, y4acTBYHOLWMX B NMPOU3BOACTBE M KOHTpOSie FOTOBOW MPOAyKUUM A0
BbIMycKa,

2. CocTaB Ha cepuio (NpoM3BOACTBEHHAA peLenTypa)

17. Heobxoamnmo yka3aTb COCTaB Cepun NekapCTBEHHOrO npenapaTa, COOTBETCTBYIOLLUIA pasmepy 3TOW cepuu.
Mpn Hanuunn HeCKONbKMX CEpUl pasHOro pasmepa YKasbiBaeTCs MO MeHblLUe Mepe cocTaB Haubonbluen u
HavMeHbLLEW cepuii NnaHnpyemoro pasmepa (obbema). Ecnvn nnaHnpyeTcsi npomM3BoACTBO CEPUI pasHOro pasmepa,
YKas3bIBaOTCA MO MEHbLUEN Mepe COCTaBbl HAMBONbLUNX U HAMMEHBLLLIMX CEPUIA.

18. Ncnonb3oBaHne HECKOMbKMX pasMepoB Cepuii HeOOX04MMO B AOCTAaTOYHOM CTeneHu 060CHOBAaTb C TOYKU
3pPEHNST OTCYTCTBUS HEXENaTeribHOro BIIUSIHWMS Ha KPUTMYECKME MoKasaTenu KayecTBa rOTOBOrO fieKapCTBEHHOIro
npenaparta B cooTBeTCTBUM ¢ PekomeHaaumven Konnermn EBpasuinckon 3KOHOMUYECKOW KOMMUCCUMM OT 26 ceHTa0ps
2017 r. Ne 19 «O PykoBoacTtBe no Banupauuu npoLecca NPOU3BOACTBA NIEKAPCTBEHHbLIX MNpenapaTtoB AN
MEeLMLIMHCKOrO NPUMEHEHNSI».

19. Ecnu HepacdacoBaHHasi NPOAYKLMSI KOMMOHYeTCS B pasHblix hopMax BbIMyCKa UMW yrMakoBKax, pa3mep
cepun NpoayKUMU JOIMKEH ONPeAensTbCs MO NepBoHaYanbHOMy HepacdacoBaHHOMY KONMYECTBY MPOAYKUUM OO ee
pasgeneHus. Ecnv npogormkuTenbHOCTb MOCMNEAyLWUX MPOLECCOB M YNAKOBbIBAHUS CUYMTAETCA KPUTMYECKON
(Hanpumep, ecnnm peyb uaeT o6 acenTMYECKOM pO3NvMBE NPOW3BEAEHHOW npoAdyKuun), HeobxoaMmo ykasaTb
HauXyALUMIA CLuEeHapWin CxeMbl pasgeneHns npoayKuumn (Hanpumep, no OTHOLLEHMWIO K 0BLweMy BpeMeHN HaMoHEHNS).

20. Paamep cepuun npoaykumu, noanexailen BbinycKy Ha PbIHOK, JOJDKEH COM3MEPATLCS C NPON3BOACTBEHHBIMM
MoLLHocTamMKu obopynoBaHus. OBopynooBaHMs [OMKHO ObiTb JOCTATOMHO A4S NPOU3BOACTBA HeobxoguMmoro
KOnu4yecTBa NpoayKUMM B COOTBETCTBUM C TEXHOMOMMYECKMMU BO3MOXHOCTAMU. Hanpumep, pasMmep NpoMbILLIEHHON
cepun TBEPAbIX 4O3MPOBAHHbLIX NIEKapCTBEHHbLIX hOpPM LOMKeH cocTaBnATb He meHee 100 000 egmHuu, ecnu He
npenctaBneHo o6OCHOBaHME WHOro pasmepa (Hanpumep, npu  MpPoM3BOACTBE OPCaHHBLIX JNEKAPCTBEHHbIX
npenapartos).

21. MNpw Hanuuuu nogcepuii, ChOPMMUPOBAHHBIX U 00BEANHEHHBIX ANA nocreayolen obpabdoTkm, HeobxoaMMo
noaTBepanTb cobntogeHve TpeboBaHUA OOHOPOAHOCTU CEpPUN, yKasaTb WX COCTaB M HOMEp Kaxaon cepumn
COOTBETCTBYHOLLIErO pasmepa, YMCIIO NMOoACEepUii Ha Ceputo MraHupyemoro pasmepa (obbema). Kpome Toro, ecnu
cepusi Obina pasgeneHa B KOHLE Mpouecca Mpov3BOACTBA C LEMbl ydeTa MPOM3BOACTBEHHOW MOLLHOCTH
06opyaoBaHusi, 3TO AOIMKHO ObITb YETKO yKasaHo (Hanpumep, AN TBEPAbIX NEKAPCTBEHHbLIX (hOPM, NPOM3BEAEHHbIX
M3 MNoacepuii B CBSI3M C BO3MOXHOCTSIMM TEXHOIOrMdeckoro obopyaoBaHus). Yvcno noacepun Kaxaowm cepuu
COOTBETCTBYIOLLEr0 pa3mepa A0MMKHO ObiTb 060CHOBAHO.


http://online.zakon.kz/Document/?link_id=1005919180
http://online.zakon.kz/Document/?link_id=1005446409
http://online.zakon.kz/Document/?link_id=1005919180

22. Mpu HenpepbIBHOM MNPOM3BOACTBE CBEAEHUSI O pa3Mepe Cepuu B TPagULUMOHHOM MOHWMaHWU MOryT
oKkasaTbCsl HEeMpyMEHUMbIMW, OAHAaKoO criegyeT onpedenuTb, YTO NoApasymeBaeTcs MNOA cepuen (Hanpumep,
NPOAOIIKUTENBHOCTb BPEMEHWN UMW KOMMYECTBO MPOU3BEAEHHON NPOAYKLMM (AOMNYyCKaeTCs yKasaHne 3Ha4YeHUn aTnx
napamMeTpoB B B/Ae AnanasoHa 3Ha4YeHun)).

23. Kpome TOro, cnegyet ykasaTb HauMeHOBaHWS, COOEepXaHWe BCEeX WHIPeOWEHTOB, UCMONb3yeMblX B XOAe
Npou3BOACTBA, a Takke NPMMEHsieMble K HUM CTaHdapTbl kadecTBa. MIHrpeaneHTbl, KOoTopble yaansTcs U3 NPoayKTa
BO Bpems npouecca nNpousBoAcTBa (Hanpumep, rpaHynypyloLwmne XuaKkocTn, pacTBOPUTENN U rasbl), Takke AOMMKHbI
ObITb yKa3aHbl, HO X cofepXaHne MoxXeT BbiTb yka3aHo B BUAE Anana3oHa 3HaYeHun.

24. CnepyeT Takke ykasaTb WHIPEAMEHTbI, KOTOPble MCNOMb3YKTCA MO Mepe HeobxogumocTu (Hanpumep,
KWUCNOTbI U LLENoYn AN KOPPEKTUPOBKKN BennunHbl pH). N36bITok 3aknagbiBaeMbiX MHIPEAUEHTOB HEOGXOANMO HETKO
yKasaTb B KONMY4ECTBEHHOM BblpaxeHun n obocHosaTk B pasgene 3.2.P.2 mogyns 3 peructpaunoHHoro gocee. lNpu
Hanuynm cooTBETCTBYIOLLEro 060CHOBaHWA MOTYT YKa3blBaTbCA BEPXHUI U HWKHUIA JOMYCTUMbIE Npeaensl (Kputepun
npuemMnemMocTn) akTUYeckoro KonmuyectTsa TOTO WM WMHOTO WHrpeaueHTa (Kak akTVBHbIX dhapMaueBTUHeCcKunx
cybcTaHUMIn, Tak M BCnomoraTenbHbIX BewecTB). Ecnn ncnonb3yemoe KonvyecTBO akTMBHOW hbapmaLleBTUYECKOon
cybcTtaHUuMM  paccumTblBaeTcs M3 [OEeWCTBUTENBHOrO  KOMMYECTBEHHOTO  COAEpXaHus  OaHHOMW  aKTMBHOW
hapmMaueBTuyeckon cybcTtaHumMm B napTum (haktopusaums), TO Takme [daHHble [AOMKHbl ObiTb yKasaHbl K
obocHoBaHbl. Ecnn ans Toro 4ytobbl obLias macca cepun 6bina paBHa mMacce, NPeAyCMOTPEHHON B COCTaBe Cepum,
MCMonb3yeTcs APYro MHIPEANEHT, TO 3TO Takke AOIMKHO BblTb yKasaHo.

3. OnucaHue npouecca NPou3BOACTBA U KOHTPOJIbL KayecTBa JieKapCTBeHHOro npenaparta

O6uwme nonoxeHus

25. HeobxoamMmMo gaTb MonHoe onucaHwe npouecca Npov3BoACTBa NeKapCTBEHHOro npenapaTa u nNpunoXuTb K
HeMy Cxemy, Ha KoTopowh OyaeT npuBedeHa Kaxgas CTagua  npouecca C  COOTBETCTBYHOLLMM
BHYTPUNPON3BOACTBEHHBIM KOHTpONeM (Mpy HeobXxoAMMOCTH), a Takxke ykadaHa (0bo3HayeHa) kaxpas crtagusl, Ha
KOTOpPON MaTepuarnbl BBOAATCA B MPOM3BOACTBO. Ecnn npegnaraetcs wvcnonb3oBaTb B MpoLecce KOHTPOMs
Npon3BoACTBa MPOEKTHOE Morie, TO 3TO Heobx0AMMO OAHO3HAYHO yKasaTb B ONMMCAHUW NpoLecca Npov3BoACTBa.

26. OnucaHne Npov3BOACTBEHHOrO npouecca A0MMKHO ObiTe Hagnexawmm obpa3oMm obocHOBaHO B pasgene
3.2.P.2 mogyns 3 pernctpauMoHHOro Aocbe AaHHbIMKW NO pa3paboTke (B YACTHOCTW, B OTHOLLEHUM BCex paboumx
yCnoBui npouecca Npou3BOACTBa WM AMana3oHOB 3HAYEHW NapameTpoB AN 3TOro npouecca Npovn3BOACTBA).
OnuncaHne npouecca Npou3BoACTBa C LUMPOKUMW Auana3oHamy (wmpe, Yyem OObl4HO MpUHUMMaeTCA B KadvecTBe
HOpManbHbIX paboynx AnanasoHOB) UMM YCNOBUSAMM, 3aA4aHHBIMU TOMBKO BEPXHUM NMGO HWXKHUM Mpeaenom, Kak
npasuno, TpebyeT Gornee getanbHOro onucaHws M (UnNu) HayvHoro obocHoBaHusi B pasgene 3.2.P.2 moagynsa 3
pernctpaumoHHoro pgocbe. Banugauusi nonHomacwTabHOro mnpouecca nNpou3BOACTBa ONpeAeneHHbIX BuaoB
neKapCcTBeHHbIX MpenapatoB Ha MOMEHT Tfojayn 3assBneHnss He TpebyeTtcs. Ecnm  pesynbtathl  Takoro
nonHomacLTabHoro nccnegoBaHust OTCYTCTBYIOT B MOMEHT NOAAYM PErMCTPaLMOHHOIO 4OCbe, B ONMCaHMK npoLiecca
nponsBoAcTBa HeobxoAMMO ykasaTb 3HaYyeHWs napameTpoB Npouecca MPOW3BOACTBA, YCTAaHOBMEHHbIE BO Bpemsi
paspaboTkm npouecca npousBoAcTBa. B cnyyae BO3HWKHOBEHUST HEOOXOOAMMOCTU BHECEHWS W3MEHEHUN B
yTBEPXOEHHbIE MNapameTpbl npouecca NpoM3BOACTBA NO pe3ynbTaTtam MpPOBEAEHHbIX B paMkax Banugauuu
uccreaoBaHui nonHomacwTabHOro Npov3BoOACTBa 3TM U3MEHEHUss HeoOGXoAMMO MpeacTaBnsaTb B COOTBETCTBUM C
npunoxexnem Ne 19 k MNpasunam.

27. HeobxoamMmo onpeaenuTe NPOM3BOACTBEHHbIE CTaAUN U KPUTUYECKME TOYKW, Ha KOTOPbIX NMPOBOAATCS:

a) KOHTPOJb NPOV3BOACTBA;

6) NPOMEXYTOYHbIE UCTIBITAHUS;

B) KOHTPOIb rOTOBOW NMPOAYKLIMMN.

28. B pasgene 3.2.P.2 mogyns 3 peructpauMoHHOro AOoCbe HeobGXxoAMMO MPUBECTU CBEAEHMWS, KOTopble
NMO3BOMSAIOT YCTAHOBUTb, B Kakon cTeneHn obecnevyeHne kayecTBa roTOBOro NiekapCTBEHHOIO npenaparta BHEOPEHO B
npouecc npousBoacTea. [lpouecc npov3BOACTBa KaXAoOro rotoBOro feKapCTBEHHOro npenapaTta AOIKeH MMETb
CBSA3aHHYI0 C HMM OOLLyl0 CTpaTermio KOHTPOMs, COOTBETCTBYIOLLYIO €ro LeneBOMy HasHayeHuto. Mcxoas us
pe3ynbTaToB WUCCegoBaHUA Mo paspaboTke neKkapCTBEHHOro npenapaTta HeobxoAMMO onmucatb W KPUTUYECKW
OLIEHWNTb NPOWN3BOACTBEHHbIE MPOLIECCHl M KOHTPOMb 3TMX MPOLLECCOB C TOYKM 3peHus OOLLel cTpaTermm KOHTpons
npotecca npounssofcTsa. [pu aTom criegyeT NPeAnoXnTb pasHble CTpaTeryn KOHTPOSSA B CyYasx:

a) BbIMyCKaloLLMX UCMbITAHUIA B PEXNME PearibHOro BpeMeHu;

0) ncnonb3oBaHNsi NPOEKTHOrO MONs;

B) OCYLLECTBNEHNSA HEMPEPBLIBHOIO NPOM3BOACTBA;

r) cTaHgapTHOro npotecca Npon3BOACTBA.

29. Heobxogmmo ykasaTb B pasgene 3.2.P.2 moaynsa 3 perncrpauuoHHOro [OCbe, HAaCKOIbKO CTeneHb
obecneyeHnss kayecTBa JleKapCTBEHHOro npenapata obecneuynBaeTcs CaMUM MPOW3BOACTBEHHLIM MPOLECCOM.
Heobxogumo onucatb M KPUTUYECKM OLEHWTb KOHTPOSb MpoLecca MPOU3BOACTBA fleKapCTBEHHOro npenaparta B
pamkax obLien cTpaTerm KOHTPOMs npouecca npousBodcTBa. [onyckaeTcs WCNonb3oBaTb pasHble cTparteruu
KOHTpPOnS B cryvasx:

npoBeaeHNs UCNbITaHUI TOTOBOM NPOAYKLUN B PEXNME pearbHOro BpeMeHu;

NPUMEHEHNs cTpaTernm UCNonbL30BaHNsA NPOEKTHOrO Nons;

NCMONb30BaHWsA CTaHA4apTHOroO npoLecca NpoM3BoACTBa.

OnncaHne anemeHTOB npuBeeHo B Yactu | lNpaBun Hagnexaiwien npov3BOACTBEHHOW NPaKTMKM U B
pykoBoAcTBe no dapmaueBTMyeckon pa3paboTke nekapcTBEHHbIX CPeAcTB, yTBepxaaemom Komuccumen.

Oxnpgaemas cTeneHb geTanusaumu Npyu onucaHuMm npowecca npouM3BoacTea



http://online.zakon.kz/Document/?link_id=1005418603
http://online.zakon.kz/Document/?link_id=1005640375

30. Mpouecc npousBoacTBa HEOOXOOUMO OMMCaTb OOCTATOMHO AEeTanbHO, MOCKOMbKY MOCTOAHCTBO KavecTsa
neKkapCTBEHHOrO npenapata HEBO3MOXHO 06ecneynTb TOMNbKO C MOMOLLbIO UCTIBITaHUIA KOHEYHOTO NPOAYKTA.

31. HecMoTpsa Ha To 4TO onucaHue npouecca NPOU3BOACTBA BKIIOYAETCA B CTPATErMO KOHTPOMS, OHO OOIMKHO
ObITb NpeAcTaBneHo B BuAae NOAPOOHOro onucaHus, MOCKOMbKY MCMOMb30BaHWE B CTpaTerv KOHTPONSA TONbKO
UCNbITaHNS rOTOBOW MPOOYKLUMM HE MOXET rapaHTMpoBaTb YCTONYMBOE KA4eCTBO 3TOW NPOAYKLMN.

32. Heobxoammo, 4TOGbLI oOnMMCaHMe npouecca nNpou3BoAcTBa OblO  BCECTOPOHHUM,  BKNOYas
nocrnegoBaTenbHOE yka3aHue CTaguii npouecca NPpou3BOACTBA, C YKa3aHMeM pasmMepa cepuu, npuHuuna paboTtsbl u
Bnaa obopyaoBaHUS ONS KaXO0W eOUHWYHOW onepauun (MpoCTOro ykasaHus «COOTBETCTBYOLee 0bopyaoBaHMe»
He[oCTaToOYHO; 1, HA0bOPOT, Takne CBEAEHNS, Kak CEPUIHBIN HOMEP U MoAenb, He TpebytoTcs). Mpu HeobxogumocTn
cnepyeT ykasaTb paboume BO3MOXHOCTM obopyaoBaHuda. YUToGbl obecneunTb NOMHOE MOHUMMaHWE npoLlecca
Npou3BOACTBa M NMO3BONUTbL NPOBECTU OLIEHKY MPUrOAHOCTU npouecca, CTaaun npouecca AOMKHbl ObiTb JOCTAaTOYHO
[EeTann3npoBaHHbIMU C TOYKU 3PEHMS COOTBETCTBYHOLLMX TEXHOMOIMYECKUX NapaMeTpoB BMECTE C UX LieneBbiMy
3HaYeHNsIMM UM Amana3oHamu (Hernpuemnemo npocToe YyKaszaHue «TUMUYHbIe 3afaHHble 3HayeHus»). [pu
NPUCBOEHNN TEXHOMOTMYECKMM MapameTpaM KPUTUYHOCTM KX OMMCaHue HeaonycTMMO OrpaHuMYMBaTh TOMbKO
KPUTUYECKUM TEXHOMOrMYecKMM MpoLeccoM, HeobXoauMO Takke yKasaTb napameTpbl, BaXHble AN MOCTOSHCTBA
npouecca npom3BoacTBa. HeobxogumMo geTanbHO onucaTb HEKPUTUYECKME TEXHONOrmyeckue napameTpbl, a Takke
napameTpbl, BIUSHXE KOTOPbIX HA NoKasaTenb KayecTBa MCKITHYMTb HEBO3MOXHO M KOTOPbIE paccMaTpuBarOTCS Kak
BaXHble ANA OCYLIeCTBMEeHUss un (Mnu) ctabunbHol paboTbl Kak OTAENbHOW TEXHOMNOrMYEecKon cTtaguu npouecca
npou3BOACTBa, Tak MU BMOCMNeACTBUM BCero npouecca npoussoactea. OnvcaHve npouecca Npov3BoacTBa [AOIIKHO
no3BonuTb caenaTb BbIBO4 O TOM, Kakve cBedeHus (napameTtpbl) SBMASKOTCA KpUTUYECKUMW Ans npouecca
Npou3BOACTBa, @ Kakve MMEelT BCromoraTenbHbln xapaktep. Bce cBegeHus (napameTpbl), pacueHvWBaemble Kak
BCroMoraTesnbHble, He06X0aAMMO 060CHOBAaTb M YETKO 0603HAUYNTL MPU UX OMMUCaHUN.

33. BaxHbIMU KpUTEpUSIMU ONMUCaHWS MPOLECCOB MPOM3BOACTBA SIBNAKTCA MOMHOTA, yKa3aHue Heobxoaumbix
aetanen u nocrnegoBaTenbHas xapakTepucTuka cTagui npouecca Npou3BoACcTBa, BKMYasi pasmep cepyuu u Tun
(pa3mep) obopynoBaHus (npu HeobxoammocTun). OnucaHue npolecca HenpepbIBHOrO NPOU3BOACTBA AOMKHO ObiTh
npeacTaBneHo aHanorndHbiM  obpasom. Ocoboe BHUMaHWE crnegyeTr yaoenuTb YacToTe  MpoBedeHUst
BHYTPMNPOU3BOACTBEHHOIO KOHTPONSs, a Takke criefyeT 0603HauYuMTb CPOKM NMPOBEOEHUSA BbiMyCKaLWMX UCMbITAHWUNA
roTOBOW NPOAYKLUUN.

34. HeszaBucmnmo oT nogxoaa kK paspaboTke (TO ecTb ecnv npenapaT pas3paboTaH C MOMOLLb MUHMMAarbHOIo
(TpagmumoHHOro) mnnu yrnybneHHoro noaxoga) K CTeneHn getanu3auum npu onvcaHun npouecca npousBOACTBa
npeabABRSIOTCA OAMHAKOBbIE TpeboBaHMS.

35. B cnyyae HenpepbIBHOrO MPOU3BOACTBA OMMcaHMe Mpolecca NpousBoacTBa HEOOXOAMMO NpeacTaBuUTb B
Takom xe copme.

36. OnucaHune npoliecca NPOU3BOACTBA fIEKapCTBEHHOrO NpenapaTta NpMBEAEHO B Ka4ecTBe npvmepa cornacHo
NPUINOXEHNIO.

TexHonorn4yeckme moaucdukaLmmm, BHOCUMbIE B NpoLecc NnpousBoacTea

37. HesaBncMmo OT umucna nNpPOM3BOACTBEHHBLIX MMIOWAA0K, YYacTBYHLWMX B Mpouecce Npov3BOACTBaA
NeKapCTBEHHOro npenapara, Ansi NPOM3BOACTBA 3TOro NIEKAapCTBEHHOro npenapara cnegyeTt UCnonb30BaTh €OUHbIN
npouecc npomssBoacTBa. Bmecte ¢ Tem, ecnu npegycmaTtpuBaeTca yyacTMe B MpoLecce NpOM3BOACTBA
fiekapCTBEHHOro npenaparta HeCcKoNbKuxX npoussoguTenen Unm npousBoACTBEHHbIX MOWAA0K, MOXET BO3HUKHYTb
NnoTpebHOCTb BBEAEHUSI HEKOTOPLIX TEXHUYEeCKUX MoamdumkauuMi B eduHbIi npouecc npoussoactea. [Mpu atom
O[MHAKOBO MPUEMIIEMbIMU MPU HaANU4YMM O0BOCHOBAHUS SBMAIOTCS TEXHOMorm4yeckme Moaudukauun, BbINOSIHEHHbIE
Kak Ha ypoBHe 0OHOro nNpousBoauTens, Tak U Ha YpOBHe OTAeNbHOW NPOM3BOACTBEHHON Nrowaaku. B 3aBncumocTn
OT OOCTYMHOCTM 06opyaoBaHWS Ha OAMHAKOBOW CTaauy npouecca Npous3BoACTBa MOTYT UCMONb30BAaTbCA pa3Hble
BMAbI 060pYyAOBaHMS.

38. Ecnu npepgnarawoTcs TexHomorumveckue moamdukauum npouecca MNpoM3BOACTBA, MX Heobxoammo
MONHOCTLI0 OOOCHOBAaTb M COMPOBOAWUTL AAHHBbIMK, MOATBEPXOAMOLLMMMK, YTO BCE Npeanaraemble Moavdukauum
npowecca Npov3BOACTBa NO3BOSIAT HA MOCTOSIHHOW OCHOBE MOMyyaTb NPOMEXYTOYHbLIA MNPOAYKT U feKapCTBEHHbIN
npenapart, COOTBETCTBYIOLLUN KpUTEpUSM MNPUEMIEMOCTU MoKasaTernen BHYTPUNPOU3BOACTBEHHOIO KOHTPONsA W
cneumuKkaunin nekapcTBeHHOro npenaparta. HesaBncMo oT MobbIX pasnuuniA B NpoLecce Npou3BoACTBa FOTOBhIN
nekapCcTBEHHbIN nNpenapaT AOMMKeH COOTBETCTBOBATbL OAHUM U TEM Xe crneundurkaunsm Ha BbiMyCK U CPOK FOAHOCTH.

39. O60CHOBaHHbIE TEXHOMOTMYeCcKne MoaMUKALUN PasnUYHbIX CTaaui npolecca NponsBoAcTBa OOHOMO UMu
bonee npousBogMTENEN W COOTBETCTBYIOLMA WM BHYTPUMNPOU3BOACTBEHHBIN KOHTPONb HeobXoaMmo Takke
noaTBepANTb C MOMOLLBID OTAENbHbIX cxeM. [Mpu npeacTaBneHMn OTAENbHbIX CXeM B PErnmcTpauMoHHOM LOCbe
JNIEeKapCTBEHHOrO MpenapaTta 3asiBuTenb 005s3aH ykasaTb pasHble MNPOU3BOACTBEHHbIE CTaaMM U CPaBHUTb
TexHonornyeckme moaudukaumm gpyr ¢ apyroM. 3assutenb 06s3aH 060CHOBaTb, OCHOBbLIBAsICb HA MCMOMb30BaHUK
pasHbiX BUOOB 000OpYyLOBaHWSA, YTO TexXHosormveckass Moamdukaumsi He OKasblBaeT CYLLUECTBEHHOrO BMMSIHUS Ha
KayecTBO roToBOM (POPMbI, 4YTO HEOOXOAMMO MNOATBEPAWUTb COOTBETCTBYOLMMU AaHHbIMW. Ecnu  BnusiHne
BHYTPUNPOU3BOACTBEHHOIO KOHTPONSA (KOHTpPONew) M COOTBETCTBYIOLLMX KpUTEpPUMEB NpMEeMIIeMOCTU SBRsieTcH
3HaAYMMbIM A51si KA4YeCcTBa NIeKapCTBEHHOrO NpenapaTta, ux cneayeT Takke onvcatb. Ecnu npegnaratotcsa kakue-nnbo
TEXHoNornyeckne moandmrkaumm Ha pasHbiX NPOM3BOACTBEHHBIX NITOLWaAKaX, CBeAeHNs NPeaCTaBNATCS B OOHOM U
TOM e pasgene moayns 3 perMcTpauMoHHOro AoCbe, HO nMpu HeobxoammocTn ¢ AvdpdpepeHumaumen no Kaxmoon
NPOW3BOACTBEHHOM NoLaake.

40. B otnnumMe OT TeXHONOrnyecknx mogudurkaumi, ykasaHHbix B nyHktax 37 - 39 HacTtosiwero PykoBoacTsa,
HeNpueMreMbIM SBNSIETCA MCMOMb30BaHNE anbTepPHaTMBHbLIX NPOLECCOB NPON3BOACTBA, OCHOBAHHLIX Ha PasnnyHbIX
npuHLMNax, He3aBMCMMO OT TOro, COMPOBOXAAKTCH NN OHU U3MEHEHUSMWU MeP BHYTPUNPON3BOACTBEHHOIO KOHTPOIS
1 (Mnun) kadecTBa nekapcTBeHHoro npenaparta. K Takum ansTepHaTUBHBIM NpoLieccam OTHOCATCS B TOM Yucrne:



a) NpMMeHeHne pasnuuHbIX npouedyp cTepunu3auun (TEPMUHaNbHOM CTepunM3auuMm roToBOW NPOAYKUMM 1
acenTM4ecKoro NPOU3BOACTBA C WUCMOMb30BaHNEM CTEpPUIbHOW hunbTpaummn) Npy UCNonb30BaHNM KOHTENHEPOB C
pasHbiM YPOBHEM TEPMOCTOMKOCTW Ha pasHbIX MPOM3BOACTBEHHbIX MNowaaKkax;

6) BNaxHas rpaHynsauma u cyxasi rpaHynsauns Ha pasHbiX MPOM3BOACTBEHHbIX NMoLaaKax.

41. Tpvmepbl BO3MOXHOIO WCMOMb30BAHUA TEXHUYECKMX MOAMPMKALMI PasHbIX TEXHOMOTMYECKUX CTaaun
nNpou3BoACTBa NpeAcTaBneHbl B NyHkTax 42 n 43 HacToswero PykosoacTea.

42. B oTHoweHnM TBepAblX nekapcTBeHHbIX hOpM Ans npuema BHYTPb MOXET MCNOMb30BaTbCA PasnuyHoe
obopygoBaHue ans:

a) BnaxHoOW rpaHynaumm (BbICOKOCKOPOCTHOM CMecuTenb - rpaHynsatop, rPaHynatop ¢ marnbiM CABWUIOBbIM
YCUNUEM UMK FPaHYNSTOP C NCEBAOOXKMKEHHBIM CIIOEM);

6) BbICyLLIMBaAHWA rpaHyn (Hanpumep, rpaHynaTop C NCeBOOOXKMKEHHbIM CMOEM, CyLUMMbHAs Kamepa, cuctema
0HOPEaKTOPHOro cuHTe3a (rpaHynsTop (ocywmTens) ¢ 60NbLWNMM COBUIOBBIM YCUITUEM));

B) CyXOW rpaHynsaumu (BanbLeBaHns nnm 6pMkeTMpoBaHus);

r) nsmenbyeHus (npocemsaHns) (BMbpaumoHHas, Wwaposas UnNn MonoTkoBas MenbHMULA);

) NoKpbITUA 06OoNOYKoN (Hanpumep, ANS HaHECEeHWs MOKPbITUS C MOMOLLbI0 0B6BOMaKMBaKOLWMX YCTaHOBOK
6apabaHHOro TMna nnu B NCEBOOOXKUKEHHOM CIloe);

€) Cyxoro cmelleHus (Hanpumep, cmecutens ¢ 60MbWNM CABUIOBBLIM YCUITMEM, CMECUTENb UHIPEAUEHTOB B
©MKOCTHOM annapaTe, KOHUYECKUIA LUHEKOBbIN cMecuTenb, V-06pasHblin cMecuTensb);

X) TabnetupoBaHMs C NMOMOLLbI0 TabneToyHoro npecca, 06opyAOBaHHOIO U3MepUTENbHBIMU Npubopamu nnu
ynpaBnsieMoro BPY4HYo.

43. B OTHOWEHUM XWAKWUX NEeKapCTBEHHbIX (POPM NPUrOTOBMEHWE PAaCcTBOPOB MOXET OCYLeCTBMAATLCA B
KOHTENHepax 13 HenermpoBaHHOW HepXaBetoLLen ctany, 060pyAOoBaHHbLIX MELLAnNKon 1 (MnNn) roMmoreHM3aTopomM nnu
CMeLLMBaKLLMM (TOMOreHM3npyoLwmum) o0opyLoBaHMEM, KOTOPOe MOXET paboTaTb B YCNOBMSAX BaKyyMa.

KoHTponb KpMTUYECKNUX CTagun U MPOMEXYTOYHON NPOoAYKLMU

44. B pasgene 3.2.P.3.4 moaynsi 3 permcTpaumoHHOro 4ocke HeobXoaUMO yKasaTb BCe KpUTUYECKUE CTaauu U
NPOMEXYTOYHbIE NPOAYKTLI, paccCMaTpUBaeMble B Ka4eCTBe TakoBbIX BO BPEMsI MPOM3BOACTBA rOTOBOrO npenapara,
BKIOYasi BCe BMObl BHYTPUMPOWU3BOLACTBEHHOIO KOHTPOIS, WCMONb3yeEMblE aHaNUTUYECKMe METOAUKM U KpUTepum
npvemneMocTu. B cnyvae crnoxHbix cTpaTernii KOHTpons (Hanpumep, UCNoMNb30BaHUS Moaenen NPoM3BoOACTBEHHOMO
KOHTPONS, HENPEPbLIBHOMO NPOM3BOACTBA) BHUMaHWE cneayeTt yaenuTb BuaamM BHYTPUNPOU3BOACTBEHHOIO KOHTPONS,
npy STOM HEoOXOOAMMO 4YEeTKO yKasaTb MOPSOOK MPUHATUS PELUEHUA O BbIMYCKAKOWMX WCMbITAHUAX U BbIMyCKe
npenaparta. Heobxogumo npeactaBuTb CBEAEHUA O MOPSAKe BbisiBNEHWs U paboTbl € HenpeaBuAEHHbIMU
OTKIMOHEHUSIMM OT MPOMBILLIIEHHOTO MpoLlecca NpouM3BOACTBA Anst obecrneyeHusi COXpaHHOCTU LeNeBoro kavyecTsa
nekapcTBEHHOro npenaparta. ToT akT, 4YTO TEXHONOrMYecku’ napamMeTp MPOM3BOACTBEHHON CTaavu
KOHTPONUpyeTCH 1 BepndunLMpyeTcs Kak HaxXo4sALWMNCs B Npefenax Avana3oHa, KOTOpbI He BIIUSET Ha KpUTUYECKUI
nokasaTernb KayecTBa, He [JenaeT ero HeKPUTMYECKMM MO YyMOmnYaHumio. HecMoTpsi Ha CHWXeHWe pucka, C Lenbio
obecneyeHnss [OCTATOMHOrO perynsTOpHOro Haasopa B OnNucaHMe HeobXxoAMMO  BKMOYWATb  MOHUTOPWUHT  C
YCTaAHOBMNEHHLIMU KpUTEPUSIMU MNpueMnemocTu. HeobxogmMmo npeactaBuTb OOOCHOBaHME OTHECEHWUst CTagun K
KPUTUYECKUM U HEKPUTUYECKUM, BKMYAs CCbIKY Ha SKCMEpUMMEHTanbHble [OaHHble B pasgerne no
(apmaveBTUYECKOM pa3paboTke (Hanpumep, Tabnuuy OLEHKN PUCKOB), ECIIU MPUMEHNMO.

XpaHeHue Hepacd)acoBaHHOro NpoAayKTa

45. TIpomexyTOuYHbI MPOAYKT NpeAcTaBnseT coboi MpOAYKUMIO, NPOLUEALY0 psg  NPOU3BOACTBEHHbIX
onepauuin, kotTopas AoSMKHa NPONTN nocreayLmne ctagun Npexae, Yem oHa ctaHeT HepacdacoBaHHbLIM NPOAYKTOM
(Hanpumep, rpaHynaTel, Tabnetkn 6e3 obonoykm n T. 4.).

46. HepacdacoBaHHbIN NPOAYKT npeacTtaBnseT cobon nNpoAykT, Mpoweawnid Bce CTaguu npouecca
Npou3BOACTBA, 3a UCKIMIOYEHNEM OKOHYATENbHOW YNaKoBKU.

47. Tpouecc nNpou3BOACTBa, Kak MpaBurio, npegycMaTpuBaeT CEpuIo €AQMHWYHBIX OMepauuil, Ha KOTOpbIX
NPOMEXYTOYHBIV NPoAyKT obpabaTbiBaeTcs 40 HepacdacoBaHHOTO NPoAyKTa.

48. Takum o06pasom, Kaxdbli BblOENEHHbI MaTepuan MOXeT CUYATATbCA MNPOMEXYTOYHbIM UMK
HepacdacoBaHHbIM MPOAYKTOM. B HeKOoTopbIX crnydasx MPOMEXYTOYHbIN MPOAYKT AOMYyCKaeTCs XPaHuTb U Mnpu
Heobx0AMMOCTM TPaHCMOPTUPOBAaTb B COOTBETCTBYIOLEM KOHTENHepe nepen ero ganbHenwen obpabotkon. OH
Takke MOXeT noaBepraTbCA WUCMbITAHWAM nepen npoaorkeHneMm o6paboTkn Ans MNOATBEPXKAEHWS TOro, 4TO
rnokasaTenu KayectBa He M3MEHUIUCb, NO3TOMYy HeobXOAMMO NpencTaBWUTb BCE AOMOSNHUTENbHbIE AaHHble 00
ucnblTaHnsx. Banmpauma BpemeHn xpaHeHus (nepepbiBa) Mexay onepauvsamu Ans MPOMEXYTOYHOro npoaykTa
BbIMOMHAETCA B pamMkax cobmogeHus [NpaBun Hagnexawien npou3BOACTBEHHOW MpaKTWKM W, Kak MpaBurio, He
TpebyeT npencTaBneHuss B PYTWHHOM TOPsiAKe B 3asiBNEHMM O perucTpaumn. Bmecte ¢ TeM HekoTopble
cneundmuyecke BuAbl MpenapatoB (Hanmpumep, CTepunbHble npenapatbl, OuonorMdeckue npenapartbl) MOryT
notpeboBaTb npeAcTaBneHUs AaHHbIX, 3HAYUMbIX ONS BuAa JfleKapCTBEHHOro npenapaTta, KOTopbi crieayet
y4Y/TbIBaTb B 3aBUCMMOCTU OT XapakTepUCTUK Takoro npenapara.

49. XpaHeHue MpPOMEXYTOYHOrO WNN HepaccacoBaHHOro npoaykta - 3to mwbas cragua npouecca
npoussBoAacTBa mnobor apmMaueBTUYECKOW MNpOoAYKUMM, Ha KOTOPOW MNPOMEXYyTO4YHas Wnv HepacdacoBaHHast
NpoayKUMS XpaHUTCH B COOTBETCTBYHOLLEN 30HE XpaHeHus nepepn [AdanbHenwen obpaboTtkon (Hanpumep,
HepacacoBaHHbIA pacTBOP NEpPe PO3NMBOM, rPaHYNsATLI, TabneTkn 6e3 00oNoYkn U T. 4.).

50. CnepyeTt ykasaTb, TpebyeTcs nv BbleneHNe BpeMeHW XpaHeHus (nepepbiBa) Mexay onepaumsmu Ans
neKapcTBEHHOro npenapaTa nepes 3akmovnMTeNnbLHON YNakoBKOW (ecnu Aa, TO Npu Kakon TemnepaType, BNaxXHOCTN U
APYrMX OKpyxatowmx ycnosusx). NMogpobHocTb cBeAeHWI, NpeAcTaBnseMbiX B JOKYMEHTaLu1, 3aBncuT OT Npupogel
HepacdacoBaHHOro npenapara.



51. B peneBaHTHbIX criydasx B pasgene 3.2.P.8 pernctpaunoHHOro gocke nekapCcTBEHHOro npenapaTa cnegyeT
yKasaTb, COOTBETCTBYyKOLIMM ObBpa3om obBocHOBaTb M MNOATBEPAUTL AaHHLIMWM MaKCMMarnbHOE BpeMsi XpaHeHWs
(nepepbiBa) Mexagy onepauusaMy AN HepacdacoBaHHOIO FEKApCTBEHHOroO npenapata unNM B KayecTse
anbTepHaTMBbl MaKkCMManbHOe BpeMsi MPOM3BOACTBa CepuM OT Havana Npou3BOACTBA NpenapaTa 4O 3aBepLueHust
YNakoBKN B 3aKMOYUTENbHbLIA NEPBUYHBIA KOHTEMHep [Afs BbiNycka B obpalleHne Ha pblHKe (Hanpumep,
npeacTaBnsas pesynbTaTbl M3yYEeHWS MakCUMMarnbHOrO BPEMEHW nepepbiBa B UCCReAoBaHUsSX MO Banvpauuv
npouecca nNpOU3BOACTBA WM  pesynbTaTthl CneuuanbHbIX UCCrefoBaHun  CTabunbHOCTM  NpU  XpaHeHuu
HepacdacoBaHHOIO NPOAYKTa).

52. Heobxogumo npeAcTtaBuTb MPUYMHBLI YBENUYEHUS BPEMEHW XpaHeHWs (nepepbiBa) mexay onepauusiMu,
KOTOpble [AOMKHbI CcOoOTBeTCTBOBaTb [lpaBunam Hagnexallen npou3BOACTBEHHON MpakTuki. Heobxogmmo
MWHUMUW3NPOBATL NpeaenbHY0 NPOACIIKMTENBHOCTL 06paboTkm ¢ 06oCcCHOBaHNEM Npeaenos, KOTOpble AOMKHbI ObiTb
AocTaTodHbl Ans obecneveHns kavecTBa NekapCTBEHHOro npenapata. Mo obwemy npasufiy nod MpOANeHHbIM
XpaHeHuneM noHumaetcsa xpaHeHue 6onee 30 gHen AnNs TBepAblX NekapcTBEHHbIX OPM AN npuvema BHYTPb U
bonee 24 vyacoB ONA CTepunbHbIX NEKapCTBEHHbIX npenapaTtoB. Ecnu 3Hauumo, Ana obocHoBaHWA BpeMeHu
XpaHeHusi (nepepbiBa) Mexagy onepauusMm HeobxoAMMO NPeAcTaBUTb AaHHble CTabubHOCTN NO MeHbLUen Mepe 2
ONbITHO-NPOMBILINEHHbLIX Cepuid. MccrnegoBaHus CTabuMnbHOCTM HEOOXOAMMO MPOBOAMTL NPW  perneBaHTHOMW
Temnepatype 1 BNaXxHOCTU B OTHOLUEHWM OXMOAEMbIX YCMOBWUWA XpaHeHWs HepacdacoBaHHOW MpoayKuun (ecnu
pernesBaHTHas TemnepaTtypa W BMaXHOCTb BO BPEMS XPaHEHWUs He COOTBETCTBYIOT TpeboBaHWAM K McCrnegoBaHuio
CTAbUNBbHOCTM NeKapCTBEHHbIX MpenapaToB W dapmaueBTU4eCcKMX CybCcTaHuMi, YTBEpXAeHHbIM PelueHnem
EBpasuiickoi akoHoMu4eckon kommuccum ot 10 mas 2018 r. Ne 69).

53. B COOTBETCTBYIOLMX Crny4yasX HeobXOAUMMO MNpPeAcTaBuTb [AaHHble CTabunbHOCTM ANs 060CHOBaHWA
BPEeMEHMN XpaHeHUs (Kak MUHUMYM A4S

2 OMbITHO-NPOMBIWMEHHBIX cepuit). NcnbiTaHna cTabunbHOCTM AOIMKHLI NPOBOAUTBLCA MPW COOTBETCTBYIOLLEN
Temnepatype M OTHOCUTENbHON BMaXHOCTU C y4eTOM MpeanonaraemMbiX YCroBui 6ecTtapHOro xpaHeHus (ecru
COOTBETCTBYIOLLAs TemnepaTypa W BraXHOCTb BO BPEMS XpPaHEHWS He COOTBETCTBYIOT YCIOBUSAM, YKa3aHHbIM B
COOTBETCTBYIOLLEM PYKOBOACTBE, TO AOIMKHbI MPUMEHATLCA ApYrMe YCroBus).

54. Tlpun GecTapHOM XpaHeHWU CPOK FOAHOCTM MPOAYKUMW [OSDKEH PaccyMTbiBaTbCA B COOTBETCTBUMM C
npuHUMNaMnM Hayana oTcyeTa Cpoka FOAHOCTM TOTOBbIX feKapcTBeHHbIX dopM.. Ecnu npepgnaratotca Apyrve
NOAXOAbl K pacyeTy cpoka roAHOCTU, OHWU JOSMKHbBI OblTb ONMCaHbl M MOATBEPXKAEHbI NYTEM YKasaHUs cepuii, KoTopble
OoTpaxaloT NpeanoXeHHble nepuoAbl XpaHeHus HepacdacoBaHHOM (NPOMEXYTOYHOW) NpoJyKuMu B nporpamme
UCMbITaHN Ha CTabNbHOCTbL FOTOBOW NPOAYKLNW.

55. MNpouenypa TpaHCNOPTUPOBKM NOMYNPOAYyKTa U HepacacoBaHHOrO NPOAyKTa Mexay Npou3BOACTBEHHbIMU
nnowagkamMmym AorkHa ObiTb onmcaHa M obocHoBaHa. [JomkHbl y4nTbIBATbCA MpuHUMMBLIL [1paBun Hagnexawien
ANCTPUOBIOTOPCKOM NPaKTUKN B pamMkax EBpasuicKoro skOHOMMYECKOro cotosa, yTeepxaeHHbix PeweHnem CoseTta
EBpa3sniickon akoHoMm4eckon komuccum oT 3 Hosbpsa 2016 r. Ne 80, n nonoxeHust npunoxenusa Ne 15 k MNpasunam
Hagnexaien npov3BOACTBEHHON MpaKTUKM. PesynbTaT KpaTKOCPOYHbIX WAWM MPOAOIHKMTENbHBIX OTKNOHEHUW OT
MCXOAHbIX YCMOBWUIA XpaHeHUs [ormkeH obcyxaaTtbCs M nNpu HeobXoAMMOCTM MOATBepXAaTbCs AaHHbIMKU 06
YCKOPEHHBIX UCTbITAaHNSAX CTabUNbHOCTK.

56. JomxHa 6blITb 0OOCHOBaHa NPUro4HOCTL MpeanaraemMon CUCTEMbI YNakoBKM (YKYNOpKM) HepacdacoBaHHON
npoaykumn. Bug v obbem Heobxogmmown mHgOpmMauMu 3aBUCAT OT NpUMpoAbl HepacdacoBaHHOW MNPOAYKLUN.
MaTepranbl cucTembl ynakoBku (YKYnopku) HepacthacoBaHHOW MpOAYKLUUW  OOMKHbl  ObiTb  OMMCaHbl B
perncTpaLuoHHOM [0Cbe MeKapCTBEHHOro npenaparta. [ns KOHTpOmns maTtepuanoB CUCTEMbl YNakoBKU (YKYMOPKW)
HepacdacoBaHHON NPOAYKLNM AOMKHbI ObITe MPeAcTaBneHbl cneumdukaumm.

Banugaumsa npouecca npou3BoAcTBa U (MNK) ero oueHka

57. B paspene 3.2.P.3.5 mogynsa 3 pernmcrpauMOHHOro [OCbe [AOMMKHbI ObiTb MPeACTaBMEHbl OMNMcaHue,
pes3ynbTaThl Banuaauum n (Unn) OLEHOYHbIX UCCNEeaOoBaHUA U COOTBETCTBYOLLAA AOKyMeHTauus. bonee nogpobHaa
uHopMauus npveefeHa B PekomeHaaunv Konnermn EBpasuinckon 9KOHOMMUYECKOW KOMUCCUM OT 26 ceHTAbpsa 2017
r. Ne 19 «O PykoBoacTtee no Banugauum npowecca NponsBoAcTBa NeKapCTBEHHbIX NpenapaToB A1 MeANLMHCKOrO
NPUMEHEHUS».

MNPUNOXEHUE

k PykoBozcTBy No npov3BoacTasy
rOTOBbIX NTEKAPCTBEHHbIX (POPM
neKapCTBEHHbIX MpenapaToB

OMNMUCAHUE
npouecca Npou3BOACTBA FOTOBbLIX JIeKapCTBEHHbIX (hOPM fleKapCTBEHHbIX NpenapaTos (npumep)

|. O6LwwKre nonoxeHus

HacTtoawmin OOKYMEHT COAEpXUT MpuMmep OeTanu3auMu OMMCaHus YCIOBHOIO MpoLecca MpPOU3BOACTBA B
3aBMCUMOCTU OT BbIGpaHHOrO mMoaxoda K paspaboTke NeKapCTBEHHOro npenapara. YKasaHHble TeXHONOorM4yeckue
napameTpbl B [OaHHOM npuMepe SBNAAOTCA YCroBHbiMM. OnucaHue pearnibHOro npouecca MpousBOACTBa
neKkapcTBEHHOro npenapaTta HeobxoOAWMO MPEeACTaBnATb B COOTBETCTBMM C KOHKPETHbIM pa3paboTaHHbIM 1
BanuaMpoBaHHbIM MNPOLIECCOM MPOU3BOACTBA.
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B npvBeneHHOM onucaHWM NpeacTaBneHbl OTAENbHbIE 3neMeHThbl pa3paboTky npouecca NpPOUM3BOACTBA,
KOTOpble BKMKYaKTCA And  OObsICHEHUS CBeOeHWW, npeAacTaBneHHbix B pasgene 3.P.3.3 wmopyns 3
permcTpaLuoHHOro 4oCke NeKapCTBEHHOrO npenapara.

B npeacraBneHHOM cTeneHn AeTanu3auuu C TOYKM 3pEeHWs CTaaui M napamMeTpoB npolecca Npov3BOACTBA,
ykasaHHbiX B pasgene 3.2.P.3.3 mogynst 3 permctpaumoHHOrO J0Cbe NeKapCTBEHHOro npenapara, NPUMEHSIIoTCS
ofvHakoBble ©a3oBble TpeboBaHMS, HE3aBMCUMO OT MOAXoAa K dpapmavueBTuyeckon paspaboTke (MUHUMMarbHOro
(TpagmumoHHoro) wnu yrnybneHHoro). Bmecte ¢ Tem B 3aBMCMMOCTM OT rfybuHbI MOHWMMaHWs npouecca
Npon3BOACTBA, NONYy4YEHHOW BO Bpems pa3paboTku, a Takke cTpaTerMm KOHTpons cnocob npeacTaBneHns CBeAeHui
MOXET HECKOIbKO OTNU4aTbCs OT NPeACTaBleHHOro BapMaHTa OnucaHusi, a npoLecc NpomM3BoAcTBa OyaeT oTpaxaTb
BCO ODOCHOBaHHYI M apryMeHTMPOBAaHHYIO TMOKOCTb, €CnM UCMonb3oBarncs yrinybneHHbIi noaxon K paspaboTtke
(Hanpumep, LWMPOKME AnanasoHbl, yCTaHOBIIEHHbIE HA MHOTOBapaHTHOW OCHOBE).

B npuBegeHHOM onvcaHum Takke NpUMBOAATCA CneaylolmMe CBeaeHUs:

MPWHLMN NpoLiecca Npou3BOACTBa;

BMA Mcnonb3yemoro obopyaoBaHus;

TEeXHoNnornyeckne napameTpbl (BMECTe C LeneBbiMA 3HAYeHWsMU WnyM guana3oHamu), obecneuumBaroLLve
ucyepnbiBaloLLee onMcaHue eaMHUYHON onepaumu.

B cnyyae Hannuus gaHHbIX, NO3BOMSIOWNX NPUCBOUTL CTATyC KPUTUHHOCTU TEXHOMOMMYECKUM napameTpam, B
onncaHne HeobXxoaMMO BKIOYATL Kak KpUTUYECKME, TakK U HEKPUTUYECKME NapameTpsbl.

B npeacrtaBneHHOM onucaHUM COKpalleH MepeyYeHb TEXHOMOMMYECKMX MapameTpoB, MO CPaBHEHWIO C
«MnepeyHeM paHHeln pa3paboTku», MOCKONbKY MPW €ro COCTaBIEHWMU WCXOAMIN M3 YCITOBHOrO Mpumepa npoiecca
Npou3BOACTBA, B KOTOPOM YYTEHbI CNeayoLLNe KpUTEPUN:

npvpoga AeNCTByoLWEero BewecTsa (Hanpumep, OeNCTBYOLLEE BELLECTBO XMMUYECKM CTabUIbHO, 1 TEM CambIM
HeT Heo6XoQUMOCTU ONUChLIBaTb OKPYXKaKOLLYIO TeMnepaTypy v TeMmnepartypy npenapaTta);

CTeneHb CrOXHOCTU NEKapCTBEHHOW hopMbI (HanpuMep, 4oNA OENCTBYHOLLEroO BellecTsa B TabneTke BbICOKa, U
TEM caMbIiM OTCYTCTBYET HEOHXOANMMOCTb NOAPOOHO ONMCHIBaTb CTaAMIO NPEABAPUTENBHOIO CMELLUMBAHKUSA);

CTeneHb CMOXHOCTU npoLecca Npou3BOACTBa (HanpuMep, nNpocenBaHve Cbipbs nepern obpaboTkon sBnsieTcs
dakynbTaTMBHOW CTaguen, Mno3aToMy HeT HeobxoAMMOCTU oOnucbiBaTb pa3Mep cuTa AN NpoCcevBaHUs;
NPUroTOBMEHNE CBS3YIOLWEro pacTBopa SBMSETCA MNPOCTOM oOnepauueit, KOHTPOmNb KOTOPOW OCYLLEeCTBNSETCs
NpoCTbiM BU3yarnbHbIM OCMOTPOM TOTOBOrO pacTBOpa, MO3TOMY HET HeobGXOoAMMOCTU OMuCbiBaTb MNapameTpbl
cMmelLnBaHus; aobaBneHne rpaHynupyloLwero pacrtBopa HaxoouT AOMKHOE OTPaXeHWe B BbIXOLHOW CKOPOCTM
noToka, NO3TOMY HET He0HBXOAUMOCTU yKa3biBaTb JABMNEHUE XNOKOCTU U CKOPOCTb paboTkl Hacoca).

Il. Mpumep onucaHma npouecca NnpousBoacTBa
1. JeTanusaums npouecca NpoM3BoACTBa B Buae nepeyHs

loToBbI Nnpenapat: 200 Mr TabneTku.

TexHonornyeckasa ctagusi: rpaHynsaums.

MpuHuMn paboTbl: BNaxHas rpaHynaums ¢ 60nbWrM CABUMOBLIM YCUMMEM.

Bua o6opynoBaHns: BepTUKanbHbIN (OOPMOBOYHbBIV TPaHyNATop.

MepeyeHb TEXHOMOrMYECKNX napameTpoB, MOTEHUMANbHO YYMTbIBAOWMIA BO BpeMs pa3paboTkm (nepeyeHb
paHHel pa3paboTku):

pa3mep syeek cuTa;

BpPeMS pasMeLLVBaHus A NPUroTOBMEHNS rpaHyMpyoLLEero pacTeopa;

CKOPOCTb pa3MeLLnBaHnsa Ans NPUroToBIEHNS rpaHynMpyoLLero pacTBopa;

06beM HamnonHeHUs;

BPEMS NPUIroTOBEHWS NpeaBapUTENbLHON CMecH;

CKOPOCTb NepeMeLLMBaHNs NpeaBapuTensHON CMecH;

CKOPOCTb U3MenbYeHNsi NpeaBapuTeNbHON CMECH;

AaBneHve rpaHynupyloLLero pacTeopa;

CKOPOCTb HarHeTaHus rpaHynupyHoLLero pacTeopa;

CKOPOCTb MOTOKa rpaHynupyloLLero pactTeopa;

KONMYECTBO rpaHynvpyoLLLero pacTBopa;

CKOPOCTb BpaLleHWsa MeLuanki B pasHble hasbl rpaHynauum;

CKOPOCTb BpaLLeHWs U3MENbYUTENS B pasHble hasbl rpaHynsaumm;

BpeMsi hOPMMPOBaHUSA BITAXKHOW MaccChbl;

Temnepartypa npoAayKuuu;

pa3mep OTBEPCTUI B CETKEe AN NPOTUPaHNS BNaXXHOW Macchbl.

JdaHHbln  nepeyeHb paHHel paspaboTkn He TpebyeTca npeacTaBnsATb B PerncTpauMoOHHOM  [OCbe
nekapcTBEeHHOro rnpenapaTta, ecrnv TOMbKO ANsi npouecca Npou3BoACTBa He 3asiBneHa hopManv3oBaHHasi OLEeHKa
pUCKOB, BMECTE C TEM BO BpeMSs pa3paboTku yuMTbIBAETCSH MHOXECTBO APYrMX NapameTpoB, YeM NpeacTaBnsieMble B
cnepyoLem nepeyHe, KOTOPbIN BKIOYAETCHA B ONm1caHue npolecca npon3BoAcTBa.

lMepeyeHb nNapameTpoB, B OTHOLLEHWU KOTOPbIX BO Bpems pa3paboTku Obina onpepeneHa HeobxoouMoCTb
OCYLLECTBMNEHNST KOHTPOMNS wnu HabnogeHus BO BpeMs €AVHWYHON onepaumn (nepedveHb  3akniuuTerbHOW
pa3paboTku):

006beM HanomHeHus;

BpPEMS NPUroTOBIEHWS NpeaBapuUTeNbHON CMecy;

CKOPOCTb MOTOKa rpaHynupyloLLero pacteopa;

KONMYEeCTBO rpaHynvpyoLLLero pacTBopa;



CKOPOCTb BpaLLeHUs MeLarnky B pasHble dasbl;

CKOPOCTb BPaLLEHNS U3MENBYMTENS B pasHble dasbl;

BpeMsi (DOPMUPOBAHUS BIAXXHOW Macchl;

pa3Mep OTBEPCTUIi B CeTKe AN NPOTUPaHUS BNaXHOM Macchl.

2. Onucaxue (o6Lwee Anst MUHUManNbLHOro (TPaAULMOHHOIO) U YrIy6reHHOro NnoAxXoA0B K pa3paboTke)
npouecca npoussoacTBa

B3BecuTb 1 npoceaTb TpebyemMoe KONMYecTBO AENCTBYHOLLENO BELLECTBA U BHYTPU3EPEHHbIX BCNOMOraTebHbIX
BELLLECTB.

B3Becutb Tpebyemoe KOMMYECTBO CBSA3YHOLLEro BCMOMOraTenbHOro BeLlecTBa WM OYMLLEHHOW BOAbI, 3anuTb
OYMLLEHHYIO BOAYy B CMecWUTENb W PacTBOPUTb CBA3YOLLEe BCrMOMOraTenibHoe BeLLEeCTBO, NepemelunBatb [0
06pas3oBaHMsa NPO3pPaYHOro pacTeopa.

3arpysuTb nekapcTBEHHOEe BeLLEeCTBO, BHYTPMU3EpPEHHOEe BcrnoMoraTeribHoe BelecTBO 1, BHyTpu3epeHHoe
BCroMoraTenbHoe BELIeCTBO 2 U BHYTpM3epeHHOe BcrnoMmoraTenbHoe BelectBo 3 B OGapabaH cmecutens-
rpaHynstopa ¢ 60bWUM COABUIOBLIM YCUITUEM.

MepemelumBaTb Cyxown maTepuan.

YBNaXHWUTb CyXyt cMecb (M3 cTaguu 4) rpaHynmpyloLwuM pacTBopoM (M3 cTaamm 2) MyTeM MENKOro pacrnbiiieHns
Yyepes ABOVHY OOPCYHKY.

MepemelumBaTh BraXHyl Maccy npu NOMOLLM MeLLarnku B Te4eHne 5 MUHyT (Tpebyemas cKopoCTb MeLarnku -
170 06/mMuH, ckopocTb namenbuutens - 2 000 06/mMuH).

MpoTepeTb BNaxHy Maccy Yepes U3MerbYatoLLyo CETKY, HaxoAsLyoCs B NIMHAW, U MOMECTUTL €e B CYLUUIKY
C NCEBAOCKMKEHHBIM CIIOEM.

3. XapakTepucTuKa TEXHONOTMYECKUX NapameTpoB (Mpu MMHMManbLHOM noaxope K hapMaueBTUYECKON
pa3paboTke)

Homep 1 HaMmeHoBaHWe
TEXHONOMM4YEeCKOM CTagun

MapameTp LleneBoe 3HayeHWe unu gnanasoH

3. Barpy3ska 06beM HanonHeHus 30 06. %
4. MNpegBapuTensHoe cmelunBaHue Bpems 2 muH (1 - 3 MuH)
5. [lo6aBneHwe rpaHynupytoLLero CKOPOCTb MOTOKa 9 Kr/MWH

pacTBopa KONMYECTBO rpaHynmpyoLLero 15 % no maccoBoW gorne
pacTBopa*
CKOPOCTb MeLuarku 90 06/MUH
CKOPOCTb U3MerbyuTens 0
Bpems 3 MUH (2 - 4 MuH)
6. dopmupoBaHMe BNaxHON Macchbl CKOPOCTb MeLuasiku 170 o6/mMuH
CKOPOCTb U3MenbynTens 2 000 o6/muH
Bpems 5 MUH
7. MNpoTupaHmne BnaxHoM mMmacchbl pa3mep OTBEPCTUN B CETKE 1 Mm

*KonnyecTBo Mcnonb3yemon BOAbl paccyMTLIBAETCA B KayecTBe AOnu OT OOLei Macchbl CyXuX KOMMOHEHTOB
BHYTPEHHeN hasbl (BHYTPM3EPEHHBLIX KOMNOHEHTOB). Boaa yaanseTtcsa Bo Bpems 06paboTtku.

4. XapaKTep1CTMKa TEXHOJIOMMYE€CKNX NapameTpoB (npu yrnyéneHHom noaxoae K papmaueBTnyeckon
pa3paboTke)

Homep v HanmeHoBaHWe MapameTp KputnyHocTb LieneBoe 3HauyeHue nnu

TEXHOMOIrMYeCcKon cTaguv AnanasoH*
3. Barpy3ka 06beM HanonHeHus HEKPUTUYHO 30 -5006. %
4. MNMpepBapuTensHoe Bpemsi HEKPUTUYHO 1-3mMuH
CcMeluvBaHune
5. lo6aBneHne CKOpPOCTb NOTOKa HEKPUTUYHO 5 - 15 Kkr/MyH
rpaHynupytoLLero pacTeopa KOnM4ecTBO KPUTUYHO 12 - 18 % no maccoBoW gone
rpaHynupytoLLero
pacTtBopa**
CKOpPOCTb MeLlarnku HEKPUTUYHO 80 - 110 o6/mMmnH
CKOPOCTb U3MenbunTens OaHHble kpuTuyHocTn 0
OTCYTCTBYIOT
Bpemsi HEKPUTUYHO 2 -4 MyH
6. dopmmnpoBaHme BriaxxHOM CKOpPOCTb MeLuanku KPUTUYHO 150 - 190 06/MUH
Maccsbl
CKOpPOCTb M3MenbynTens KPUTUYHO 1 800 - 2 500 06/MuH
Bpems KPUTUYHO 3-7MuH
7. MNpoTupaHune BNaxHomn pa3vep OoTBEpPCTUN B HEKPUTUYHO 0,595 - 1,41 mm

Macchbl

ceTke



*[lnanasoHbl yCTaHOBMEHbl HA OCHOBaHWUN MHOTOBapnaHTHOWM OLIEHKM.

**KonunuyecTBo MCnonb3yemon BoAbl PacCyUMTbIBAETCS B KavecTBe A0MM OT 06Ler MacChl CyXuX KOMMNOHEHTOB
BHYTPEHHeN asbl (BHYTPU3EPEHHbIX KOMMOHEHTOB). AG6CONIOTHLIN 06beM UCMonb3yeMon BOAbl  MOXeET
BapbupoBaTtbCA B npegdenax 12 - 18 npoueHTOB MO MaccoBOW Aofle, YTO nNoapasymeBaeT BapuabernbHyto
KOHLIEHTPpaLWMIO CBA3YIOLLEro BeLLecTBa B rpaHynMpyoLLem pacTBope B Npefenax a1oro gnanasona. Boga ygansetca
BO Bpems obpaboTku.



