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JICKapCTBEHHbIE TIpenaparbl, MPUTOTOBJICHHbIE B COOTBETCTBUU C I3TUMHU crocodamu. CriocoOsl
MOTYT BKJIIOYaTh BBeleHHE OObeMa (apMalleBTHYeCKOW CyOCTaHIMU B BHUJIE JIEKAPCTBEHHOW (HOPMEI
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KOMIIOHEHTa MEPBUYHON YIAKOBKUA. B HEKOTOPBIX Cllydasx KOMIIOHEHT MEPBUYHOU YIMAKOBKH MOXET
MPECTaBIATh COOOM MPENBAPUTEIILHO 3aMOTHICMBIN IIITPHIL.
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OIIMCAHHUE U30BPETEHHUSA
2420-560544EA/032
YCTPOMCTBA B CHOCOBBI JIUISI NEPENOJHEHUA KOHTEHHEPOB C
JIJEKAPCTBEHHBIM CPEACTBOM

OBJIACTb TEXHUKU

[001] Pasnuueble BapuaHThl peayu3aldd  JaHHOTO H300peTeHHsT OTHOCATCS K
ycTpoiicTBaM M cnoco0aM I TePeroHEHUs] KOMIIOHEHTOB IePBUYHOH ymakoBku. bosee
KOHKPETHO, KOHKPETHbIE BapHAHThI peaJH3allMd JAHHOTO H300pPETeHUs OTHOCSTCS K
YCTPOWCTBAM H  crmoco0aM JUJIsl  TEpEernoHEeHUs IIMPHUIEB, BKJIOYas —TMPEIBAPUTEIBHO
3aII0JIHEHHBIE LITIPHULIBI.

BBEJIEHUE

[002] KommoHeHTbl MNEepBHYHON YMAKOBKM, TaKHe Kak MINPUIbI, KOHTEHHEphl C
JKUJIKOCTBIO JUUIS BHYTPUBEHHOT'O BBEICHHS, AMITYJIbI U APYTHe KOHTEHHEPHI C JIEKAPCTBEHHBIMH
CpeACTBaMH, TPEAHA3HAYEHBI ISl XPAHEHUSI MAKCUMAIIBHOTO 00beMa JIEKapCTBEHHOTO CPEICTBA
B BHUJE JIGKAPCTBEHHOW (OPMBI WM JAPYrod >KuakocTu. Hampumep, mmpui MOXeT ObITH
W3TOTOBJIEH U TMPOJAaH C HOMHHAJIBHBIM OOBEMOM MM MaKCHUMAJbHBIM OOBEMOM, C KOTOPBIM
mnpun ObUT TIPOBEPEH HAa MPEIMEeT BMECTHMOCTH, B TO JK€ BpeMsi oOecrieunBasi HajJexkariee
($yHKIMOHMPOBaHUE MPOOKY IITPULIA, TIOPLIHS U APYTHX YacTei, 6e3 ymepoa aisi cConep >KuMOoro
WY LIEJIOCTHOCTH YKYTIOPEHHOTO LINpHUIa. B 4acTHOCTH, HOMHHAJIBHBIN 00BEM MPEIBAPUTENBHO
3aIIOJIHEHHOT'O IIIPULIA MOXKET OBITh YKa3aH TaKUM 00pa3oM, 4TOOBI TapaHTUPOBATh, YTO LITPHUIL]
1I0CJIE€ 3AIOJIHEHUS] COXPAHSET CBOIO LIEJIOCTHOCTh NP HCIOJNb30BAHUH PA3JIMUHBIX MPOLIECCOB
IIOCJIE 3aIOJIHEHHUS], TAKUX KaK YIIAaKOBKA U NepeBo3Ka. TeM He MeHee, B HEKOTOPBIX CHTYaLUsAX
HOMHHAJIbHBIH 00b€M KOMIIOHEHTA MEPBUYHON YIAKOBKU MOXKET OBITh MEHbIIE, YeM TpeOyeMblid
o0beM (papmaLeBTHYECKOH CyOCTaHLMM B BHIE JIEKAPCTBEHHOH (OPMBI ISl BKIIOYEHUS B
KOMIIOHEHT TMEepPBUYHON YNAKOBKH, HalpUMep, B CBSI3M C HECOOTBETCTBHEM MeEXIY
HOMHUHAJIbHBIM O0OBEMOM YIAKOBKH U TPeOyeMbIM OOBEMOM IO3MPOBAHUS MM OTCYTCTBHEM
MOIXOISIIIEH YITaKOBKH OOJIbIEro pa3mMepa.

CYHIHOCTD U3OBPETEHMA

[003] JlanHOEe mM300peTeHne OTHOCUTCS K JIEKAPCTBEHHBIM IpernaparaM U crnocodam ux
NPUTOTOBJIEHHsI. B 4acTHOCTH, JaHHOE M300PETEHNE OTHOCHUTCS K MEPETIOIHEHHIO KOMITOHEHTOB
NEePBUYHON YMAaKOBKH C HCIOJB30BaHMEM (hapMaleBTHUECKMX CyOCTaHUMH B  BUAE
JIEKApCTBEHHOH (hOPMBL

[004] B acmekte pgaHHOrO U300peTeHHs TNPEIJIONKEH CHocod MPHUTOTOBJICHHS
JIEKApCTBEHHOTO Iperapara, BKIIOYAINN BBeAeHHE oObeMa (papManeBTHIeCcKoi cyOCcTaHIINK B
BUAE JIEKAPCTBEHHOH (OpPMBI B KOMIIOHEHT NEPBUYHOH YIAKOBKH, IPH 3TOM O00BEM
dapmaneBTHUECKOH CYOCTaHIIMM B BUZAE JIEKAPCTBEHHOH (OpMBI sBIsieTCS OOJBIIUM, YeM
HOMUHAJIbHBIA 00BEM KOMIIOHEHTA MEPBUYHON YIIAKOBKH, U pa3MeIleHue MPOOKH B KOMITOHEHTE
NEePBUYHON YIAKOBKH, MPHUYEM pa3MelleHHe MPOOKH BKIIOYAET CO3/aHHE BAaKyyMa OKOJIO

POOKH.



[005] B BapuanTe peanusaniuu JaHHOTO W300PETEHUS] KOMIIOHEHT NMEPBUYHON YIIaKOBKH
npeacTasisier coboi mmpul. B 1OMONMHUTENPHOM BapuaHTe pealn3aliuy JAHHOTO U300peTeHus
KOMITOHEHT MEePBHUYHON YIaKOBKH NMPEACTABISIET COOOH MpeaBapuUTENbHO 3aNIOJHEHHBIN IITPHULI,
B nononHuTenbHOM BapuaHTE peaNM3alMMu JAHHOTO H300pETEeHUs] KOMIIOHEHT IEePBHYHON
YIIaKOBKM TpPEACTaBiseT COOOH TMpenBapuUTEIbHO  3alOJHEHHBIH LINPHL, HMEFOINUi
HOMUHAJIbHBIA 00BEeM, KOTOPBIH COCTaBIsieT MO MeHblueil Mepe 1 M. B emre ogHOM BapuaHTe
peanu3aly JAaHHOTO HM300peTeHHss KOMIIOHEHT IEePBHUYHON YIAKOBKH MPENCTAaBIsIET COOOH
NPEABAPUTENLHO 3aMOJIHEHHBIN IINPUL, HOMUHAJIBHBIA 00BEM KOTOPOro coctamBisieT 1 mu, a
pa3MmereHre MpoOKH BHYTPU KOMITIOHEHTA MEPBHUYHON YNMAKOBKU BKJIOYAeT B ceOsl BBEICHUE
npoOKH B KOPIYC IIMpPHIA TAKUM 00pa3oM, 4TOOBI KOHEL MPOOKH, PacToJIOKEHHBIH HanOoee
Onu3ko K (praHIy MIMpPUIA, HAXOIWUICS HAa PACCTOSHUU OT OKOJIO 2,5 MM 110 okoJio 5,0 MM OT
¢nanua mnpuna. B apyrom BapuaHTte peanusaniy JaHHOTO H300peTeHus] NIPUMEHEHNE BaKyyMa
K YaCTH KOMIIOHEHTa IEPBUYHOH YIAKOBKH BKJIIOYAaeT B ce0s BO3JEHCTBHE HA 4YacTb
KOMITOHEHTa NEPBUYHON ynakoBku aasieHuem ot 70 mbap no 75 mbap.

[006] B omHOM BapuaHTe peamu3alid NAHHOTO H300peTeHHs O0BEeM JIEKapCTBEHHOTO
BewecTsa cocrasiasger oT 1,05 mum mo 1,30 mMia. B 1ONMONHUTENBHOM BapUaHTE peanu3aluu
TaHHOTO M300peTeHust 00beM (apMaleBTHUECKOH CyOCTaHIIMM B BHUJIE JIEKAPCTBEHHOH (POPMBI
coctaisieT ot okoso 110% no okosno 140% oT HOMHUHANBHOTO 0ObeMa KOMIIOHEHTA NIEPBUYHOM
yIakoBKH. B 1pyrom BapuaHTe peanu3alMd MaHHOTO H300peTeHus (apmaneBTHUECKas
cyOCTaHIIsT B BHUJAE JIEKAPCTBEHHOW (opMbl mo MeHblieid mepe Ha 0,05 mu mpeBblmaer
HOMUHAJIBHBIE OO0BEM KOMIIOHEHTAa MEePBUYHON YMakOBKHM. B OMONHUTENPHOM BapHaHTe
peanuzanuy JAHHOTO H300peTeHus (apmareBTHUecKas CyOCTaHLMsI B BHAE JIEKApPCTBEHHOMN
(OpMBI BKIIFOUAET OIHO M3 CIEAYIOWEero: OeNoK, HYKJIEHMHOBYIO KHCJIOTY WJIM JIEKapPCTBEHHOE
CPEeNCTBO AJIsl TeHHOH Tepanuu. B eme ogHOM BapHaHTe peaju3aluyl JaHHOTO H300peTeHus
¢dapmaneBTHYeckas CyOCTaHLUS B BHIE JIEKAPCTBEHHOH (POPMBI COAEPKUT AHTUTENO U, IO
MeHbIIIeH Mepe, OIHO BCIIOMOTraTesIbHOE BellecTBO. B apyrom BapuaHTe peanu3aluy JaHHOTO
u3o0pereHust (QapmarieBTHYeCKass CyOCTaHIMsI B BUAE JIEKAPCTBEHHOW (DOPMBI CONEPIKUT
pacTBOp aHTUTENA, B KOTOPOM aHTUTEJIO HAXOAUTCS B PACTBOPE B KOHLEHTPALMU 10 MeHbIIeH
mepe 100 wmr/mia. B JOMONHUTENTPHOM BapHaHTe peajH3allid JaHHOTO H300peTeHHs
apmaneBTHUECKHE CYOCTAaHIIMM B BHIE JIEKAPCTBEHHON (DOPMBI COEPIKAT AHTUTENIO U UMEIOT
BSI3KOCTB IO MeHbIei mepe S cll.

[007] B omHOM BapuwaHTe peaju3aliu JaHHOTO H300pEeTeHUs] CrIoco0 BKIIOYAET
pa3MelleHne KOMIIOHEHTa MepBUYHON YIIaKOBKY BHYTPH AOIMOJHUTENBHON yIakoBKU. B npyrom
BapHUAHTE peajM3alli AAHHOTO H300pPETeHHs] CIocoO MOKET MOBTOPATHCA M KaXKIOTO U3
MHO’KECTBA KOMIIOHEHTOB MEepPBUYHON YMakoBKU B maptuu. Hampumep, mapTusi KOMIIOHEHTOB
NEPBUYHON yIIAaKOBKU MOKET coziepkaTh 80 npeaBapuUTENbHO 3allOJHEHHBIX IINPHULIEB.

[008] B nomosHHUTENBHOM acCHeKTe NaHHOTO H300pETEeHUs JIEKapCTBEHHBIN Ipermapar
MOJIY4aK0T OJJHUM U3 BBIIIEONHMCAHHBIX CIIOCOOOB.

[009] B nmpyroMm acmekTe MaHHOTO H300pETeHHs MPEeNJIOKEeH CIoco0 MPUTOTOBJICHUS

JIEKapCTBEHHOTO Iperapara, BKIIOYAIIUN BBeieHne oobeMa (papmanieBTH4IecKoi cyOCcTaHIUY B



BUZE JIEKAPCTBEHHOH (OpPMBbI BHYTPb MPEABAPUTENBHO 3alOJHEHHOrO INMPHLA, HPU 3TOM
dapmaneBTHUECKast CYOCTaHLMS B BUAE JIGKAPCTBEHHOH (POPMBI CONEPIKUT AHTHUTENO, MPUUYEM
00BeM (papmaLieBTHUECKON CyOCTaHLIMU B BUAE JIEKAPCTBEHHOH (POPMBI sIBIIsIeTCS OONBIINM, YeM
HOMUHAJIBHBI 00BEM MPEABAPUTENBHO 3aINOJIHEHHOTO LINPHUI, & 3aKPBITHE NPEIBAPUTEIBHO
3aMOJTHEHHOTO IINPULA MPOU3BOAUTCS C HCIOJIb30BAHHEM OIHOIO U3 CIENYIOLIMX CIIOCOOOB:
BAKYYMHBIH YKYIIOPOUYHBII MPOLIECC UIH YKYTIOPOUHBINA MIPOLECC C MOMOLIBIO BAKYyMa.

[010] B npyrom acmekre HW300peTeHUS MPEIJIOKEH JIEKapCTBEHHBIH IIperapar,
COAEp AL KOMIIOHEHT TEPBUYHON YMAaKOBKHM, HMMEIOIIMH HOMHHAJBHBIH 00beM, 00BeM
(dapmaneBTHYECKONW CyOCTAaHIIMM B BHUZIE JIEKAPCTBEHHOH (OpMbI B COCTaBE KOMIIOHEHTA
NEPBUYHON YIAKOBKH, MPH 3TOM 00beM (papMaLieBTHUECKOH CyOCTaHLIMY B BUIE JIEKAPCTBEHHOM
¢dopmbl siBisieTcst OONBINMM, YeM HOMHHAJIbHBIA 00BeM, W mpoOka. B BapuaHTe peanusanuu
JAHHOTO acleKkTa HW300peTeHHsl KOMIIOHEHT TIEePBHYHOW YIAKOBKH MPEACTABISET COOOH
NPEABAPUTENLHO 3aNOJHEHHBIA WINPHUL. B MOMONHUTENPHOM BapUaHTE pean3alidd TaHHOTO
n300peTeHNs] PEABAPUTENILHO 3aNOJHEHHBIA INMPHULl HMEET KOPIyC U (hJIaHel, OKpPY KaroLIHii
OTBEPCTHE B KOPIYyCE, 1 MUHUMAJbHOE PACCTOSHUE MEXAY (puaHIeM u mpoOKOH COCTaBIISAET IO
MeHblIeH Mepe 2,5 MM. B eme OmHOM BapHaHTe peanu3allHd JaHHOTO H300peTeHHs
HOMUHAJIbHBIA 00beM cocTaBisier 1 M, a oObeM (apmaneBTU4YeCKONH CyOCTAaHIIMU B BHUJE
JIEKapCTBEHHOM (hOpMBI cocTaBisieT o MeHbel mepe 1,05 mu. B npyrom BapuanTte peanuzanuu
OaHHOTO m300peTeHust (apmaueBTHdeckass cyOCTaHIMS B BHAE JIEKAPCTBEHHOH (POpPMBI
COIEPKUT OENOK, HYKJIEWHOBYIO KHCJIOTY, KOMIIOHEHT KPOBH, BaKLMHY, AHTHAJUIEPTEHHOE
CPEACTBO, JIEKAPCTBEHHOE CPEACTBO JUIsI T'€HHOM Tepamuy, AaHTUOMOTHK, JIEKapCTBEHHOE
cpeacTtBo Uil 00e300JMBaHMSA, AHECTETMK W/WIM TOPMOH. B nomonmHWTENbHOM BapHaHTe
peanu3any JaHHOTO H300peTeHust (apmaneBTHYEeCKas CyOCTaHLUS B BUJAE JIEKAPCTBEHHOM
(OpMBI COIEPIKUT AHTUTEIIO.

KPATKOE OITMCAHUE 'PA@UYECKHUX MATEPHUAJIOB

[011] ITpunaraemblie rpaduyueckue MaTepUabl, KOTOPbIe BKIOYEHbI U COCTABIISIFOT YacTh
STOTO OMHCAHUS, WUTOCTPUPYIOT pPA3JIMYHbIC MPUBOAMMBIE B KAa4eCTBE NpPUMEpPa BapPHAHTHI
peanm3anuu M300pETEeHHsT U BMECTe C OIMUCAHMEM CIYXaT MaJisi OOBSCHEHHs NPUHIIUIIOB
PACKPBITBIX BApUAHTOB peanu3zauuu u3odpereHus. [ 'paduyeckre marepuaibl TMOKA3BIBAIOT
pa3JIMYHbIE aCIEKThl JAHHOTO M300PETEeHHUs M, IZIe 3TO LeNeco00pa3HO, CChUIOYHBIE MO3HIIHH,
WUTFOCTPUPYIOIIUE OIWHAKOBBIE KOHCTPYKLIMH, KOMIIOHEHTBI, MaT€pHaJbl M/ MM 3JIEMEHTbI Ha
pa3HbIx (urypax, oOO3Ha4YeHbl ONMHAKOBO. [IOHSTHO, 4YTO pas3W4YHbIE KOMOWHAIUH
KOHCTPYKLMH, KOMIIOHEHTOB W/WJIM 3JIEMEHTOB, KPOME TeX, KOTOPbIE KOHKPETHO ITOKa3aHBI,
paccMaTpPUBAIOTCS U HAXOIATCS B Ipeaenax o0beMa JaHHOTO U300PETEeHNs.

[012] CymecTByOT MHOr0O H300pETEHHi, ONMHMCAHHBIX M TNPOUJUIIOCTPUPOBAHHBIX B
naHHOM JoKyMeHTe. OmnucaHHble H300pETeHHs HE OrPaHMYEHbl KaKUM-JUOO OTHENbHBIM
aCIIEeKTOM WJIM BApHAHTOM peasu3allii U300pETEeHNs, a TAK)Ke HUKAKUMU KOMOWHALMSIMHA W/ UITH
KOMOMHAIIMAMU TaKWX AacCHeKTOB W/MIM BapHAHTOB peanuzauuu nszodpereHus. Kpome Ttoro,
KaX/IbI U3 aCIEKTOB ONMMCAHHBIX M300pETEeHUH W/UIN UX BAPUAHTOB pean3alii N300peTeHui

MOKET OBITh HCIIOJIb30BaH OTACJIBHO WUJIK B COUCTAHUU C OAHUM HJIHN Oouee APYIrUMH aClICKTaMU



OMUCAHHBIX M300peTeHHH /WM WX BapHaHTAMM peaju3auuu u3oOpereHwid. s kpaTkocTH
HEKOTOpbIE TEePECTAHOBKM M KOMOHMHALMM HE OOCYXKOAIOTCS W/WIM HE WUIOCTPUPYIOTCA
OTAENbHO B JIaHHOM JOKyMeHTe. B 4acTHOCTH, BapuaHThI peanu3aliil JaHHOTO HW300peTeHus
WIM BOIUIOLIEHHUs], OMMCAHHBbIE B JAHHOM JOKYMEHTE KaK «IIPUBOAMMBIE B Ka4eCTBE MIPUMEpay,
He JIOJKHBI pAaCCMaTPUBATLCS KaK MPEANOUYTUTENbHbBIE UITH NIPEUMYIIECTBEHHbIE, HAIPUMeEp, IO
CPaBHEHHIO C JPYTUMH BapUaHTAMM peau3aluy JaHHOTO W300PETeHUs] WM BOIUIOLICHUSM,
CKOpee, OHM NpeIHA3HA4YeHbl JUI1 OTPAKEHMS WM YKAa3aHWs TOrO, YTO BAPHAHT (BapHAHTHI)
peanuzanuu  W300peTeHHst SBISIETCS  (SBISIFOTCS) «IIPUMEPOM» BapHwaHTa (BapUAHTOB)
peanu3anu u300peTeHus.

[013] Ha @ur. 1A u 1B mnpeacraBnensl rpaduky, MOKA3bIBAIOIINE BSI3KOCTH
NPUBOJUMBIX B KadecTBe IpHMepa PacTBOPOB AHTUTEN B 3aBUCHUMOCTH OT KOHLEHTpaLUy,
COCTaBa U TeMIlepaTypbl aHTUTENA.

[014] Ha ®wur. 2A u 2B mnpencraBieHbl CXeMaTH4YHble TpadUyecKue MaTepHalibl
KOMIIOHEHTOB TNPUBOAMMOIO B KayecTBe IpHUMepa KOMIIOHEHTa TMePBUYHON YIMaKOBKH,
NPUTOAHOTO JUTSI IEPETIOTHEHHSI, B COOTBETCTBHHU C JAHHBIM H300pETECHUEM.

[015] Ha ®wur. 3A mpencraBieHsl CXxeMaTHYHbIE TpapruecKre MaTepHalibl IPHUBOANMOTO
B Ka4ecTBe NpUMepa MEePENOJHEHHOIO U 3aKyNOPEHHOT0 KOMIIOHEHTA MEPBUYHOI yNaKOBKHU B
COOTBETCTBHUH C TAHHBIM U300pETEHUEM.

[016] Ha ®ur. 3B mnpexacraBieHbl Apyrue cxeMaTW4dHble Tpaduyeckue MaTepHalibl
IPUBOJMMOrO B Ka4eCTBE NPUMepa MEePENONHEHHOIO U 3aKyIOPEHHOIO KOMIIOHEHTA NEPBUYHOM
YIIaKOBKH B COOTBETCTBUH C JAHHBIM H300pETEHUEM.

[017] Ha @®ur. 3C u 3D mnpexacraBiieHbl YaCTHYHbIE CXeMaTH4YHbIe TpadudecKue
MaTepuasbl IPUBOJUMOrO B KaUeCTBE IPUMEPA MEPENOTHEHHOTO U 3aKyIIOPEHHOIO KOMIIOHEHTA
NEepPBUYHON YIIAKOBKH B COOTBETCTBUH C JAHHBIM H300pETEHUEM.

[018] Ha ®ur. 4 mnpencraBieHa OJNOK-CXeMa TOC/IEIOBATENIbHOCTH — OIEpaLUii
NPUBOIUMOTO B Ka4eCTBE MpHUMepa Crocoda MepernoHeHus] KOMIIOHEHTA EPBUYHON YITaKOBKU
B COOTBETCTBHH C JAHHBIM H300pETCHHEM.

[019] Ha ®@ur. SA-5D npencrasieHsl cxeMaTu4ecKie rpauaeckue MaTepHasbl 3TAlOB B
IPUBOJUMOM B KadecTBe IIpUMepa IMpoLecce 3aKyMOpKH IMEepPeroJHEHHOr0 KOMIIOHEHTa
NEePBUYHON YIIAKOBKHU.

[020] Ha @ur. 6A-6E npencraBieHbl cxeMaTHUECKHe TpaguecKue MaTepuabl 3TANOB B
APyroM MPUBOAMMOM B KadyecTBe MpHMepa Mpoliecce 3aKyNOpKU MEepernoIHEeHHOIO KOMIIOHEHTa
NEePBUYHON YIIAKOBKH.

[021] Hcnonb3yeMble B AAaHHOM JOKYMEHTE TEPMHUHBI «COIEPKUT», «COAEPKaLIUil»,
«BKJIFOYAETY», «BKIIOYAOIINIY WK JIFOOOH Ipyro MX BapUaHT NpPEAHA3HAYEHBbI JJIT OXBaTa
HEHNCKIIFOYUTEIBHOTO BKJIFOYEHHS, B pE3yJbTaTe uYero Mpolecc, Crnocod, H3nenne WiH
YCTPOWCTBO, KOTOpBIE COAEPIKAT CIIMCOK JJIEMEHTOB, HE BKJIOYAIOT B Ce0sl TONBKO 3TH
3JIEMEHTBI, HO MOTYT BKJIIOUATh B C€0sl IPyTrHe 3JIEMEHThI, KOTOPBIE SIBHO HE MEPEUNCIICHBI M
HE MPHUCYINN TaKOMY IPOLECCY, CIOco0y, U3MENNUI0 UM YCTPOHCTBY. T€pMUH «IIPUBOAMMBIE B

KauecTBe MPUMepa» UCIONb3YETCsl B CMbICHIE KIIPUMEP», & HE «HUleajbHbl». B gononHeHue k



5TOMY, TEPMHUHBI «IIEPBBIHY», «BTOPOI» M YTO-TMOO MOAOOHOE, B NAHHOM JOKYMEHTE HE
0003HAYaOT KaKOH-THOO0 MOPAIOK, KOJUYECTBO MM BaKHOCTb, HO CKOPEE HUCIOJB3YIOTCS IS
TOr0, 4YTOOBI OTJIIMYUTH 3JEMEHT, KOHCTPYKLHUIO, 3Tan Wi nporecc ot apyroro. Kpome Toro,
TEPMUHBI «a» U «any» B JAHHOM JIOKyMEHTe He 0003HAa4al0T OrpaHNYEHHE KOJHUYECTBa, a CKOpee
0003HAYAIOT HAJIMYNE OTHOTO HJIH OOJiee YKa3aHHBIX HJIEMEHTOB.

ITOAPOBHOE OITMCAHME CYIIIHOCTHU U30BPETEHU A

[022] BapuaHThl peaau3anuy JaHHOTO H300PETEHHsI OTHOCSTCS K CUCTEMaM M Criocodam
NIePENOHEeHUsT KOMIIOHEHTOB MEPBUYHON yakoBKU. Hanpumep, BapuaHThbI peau3aiy JAHHOTO
n300peTeHns] MOTYT OTHOCUTBCS K CHCTEMaM M Crocodam Ui MEeperoHeHUs KOHTEHHEPOB ¢
JIEKAPCTBEHHBIMH CPEICTBAMHM, TAKMX KaK INMPULBL boiee KOHKPETHO, BAPUAHTHI peau3alun
JAHHOTO W300pPETeHUs] MOTYT OTHOCUTBCS, HampuMmep, K CHCTeMaM U crocodam st
NePENOTHeHUST TIPEABAPUTENbHO 3amnoiHseMblx wmmnpuues («prefillable syringes - PFS») mns
YIaKOBKH, MPOJAXKA M KOMMEPUECKOT0 HCTONB30BaHUs. TepMUH «IIEPETOoIHEHNEe» B KOHTEKCTE
TaHHOTO HM300pETeHHsI OTHOCHTCS K 3allOJIHEHHIO KOHTeHepa OOoNbIINM OOBEMOM BELIECTBA,
4eM HOMHUHAJIbHBIH OOBEM KOHTEHHepa, B TO K€ BPEeMsI MPU 3TOM COXPAHSETCS JKeJaeMblil
YPOBEHb OE30MAaCHOCTH W/WJIH LIEIOCTHOCTH B OTHOIIEHUH KOHTEHHEPA U €r0 COAEPIKIMOTO.

[023] TepmuH «HOMHHATBHBIH 00beM» (TaKKe Ha3bIBAEMbIN KaK «3aJaHHBIH 00beM» HITH
«yKa3aHHas BMECTUMOCTB») KOHTEHHEpa O3HAa4aeT MAaKCHMAJIbHYI0 BMECTUMOCTh KOHTEHHEpA,
YKa3aHHYK M3TOTOBUTENIEM KOHTEHHepa WM OpraHu3alued Mo CTaHgapTaM Oe30MacHOCTH.
H3roroButens WM OpraHU3aLus MO CTaHAApTaM Oe30MacHOCTH MOTYT 3a7aBaTh HOMHHAJBHBIHI
o0BeM KOHTelHepa AJisi TOro, 4ToOBl yKa3aTh, UYTO KOHTEHHEP MOXET ObITh 3alOJHEH 3THM
00BEMOM KHIKOCTH (INOO acCenTHYEeCKH, WIN K€ HET) M MOXKET OBITh 3aKphIT, 3aKyIOpEH,
NPOCTEPUJIN30BaH, YIAKOBAaH, TPAHCIOPTHUPOBAH W/WIM HCIIONB30BaH IPU COXPAHHOCTH
LIEJIOCTHOCTH TepPMETH3alMl KOHTeHHepa, a Takke IpU COXpPaHEeHHH Oe30MacHOCTH,
CTePUJIBHOCTH W/WIM aCEeNTUYeCKUX CBOWCTB CoOAepXKallelcst BHYTPH KuAKOCTH. Ilpum
ONpeneeHn HOMHHAJIBHOTO o0beMa KOHTEHHepa NpPOM3BOAMTENb WM OpraHU3alUs 10
CTaHAapTaM OE30MaCHOCTH TaK)K€ MOTYT YVYUTHIBATb W3MEHYHMBOCTb, KOTOpAas BO3HHKAET BO
BpeMsi OOBIYHBIX MPOLEAYP 3aMOJHEHHs, 3aKPBITHS, YKYTOPKH, YIIAKOBKH, TPAHCIIOPTUPOBKU H
npuMeHeHus. Hampumep, mpenBapUTENbHO 3arOJHEHHBIN INMPHULl MOXKET OBITh 3amOJHEH 0
CBOETO HOMHHAJIBHOTO O0BEMa JKUAKOCTH JIMOO BPYYHYIO, WM JK€ C HCIOJb30BAHUEM
MEXaHU3MOB, a 3aT€M MOKET ObITh JIMOO 3aKyNOPEH C HMCIOJb30BAHHEM BBIITYCKHOW TPYOKH,
a100 C WCIOJIb30BAaHUEM BaKyyMa, IPU 5TOM MEXaHM3MBlI U MHCTPYMEHTHI JJISI HATIOJHEHUS U
YKYTIOPKH He OyIyT COMPHKACATHCS C COAEPKUMBIM LITMPHULA U TOTEHIIHAIBHO €T0 3arPsi3HSITh.

[024] IlepenonHeHne KOHTEWHEpPA MOXET COCTOSITh W3 3alOJHEHUS] KOHTEHHepa
OOJNBIINM KOJWYECTBOM JKHIKOCTH, Y€M €ro HOMHUHAIbHBIH oObeM skuzpkoctH. Hampumep,
MEPEnoSHEHNE MpEeABapUTENbHO 3anonHsaeMoro wmmpuna PFS, xoTopelit uMeeT HOMUHATBHBIHN
o0peM 1 MIJI JKMIKOCTH MOXKET BKIIKOYATh B CeOsl 3alONHEHHE IWIMHAPA TMPEeNBaAPUTEIBHO
3anonHsemoro mmpuua PFS Oonee wem 1 M JKMIKOCTM W YKYNOPKY NPEABAPUTEIHHO

3anojHsiemoro mmnpuua PFS ¢ takum ycinoBuem, 4toObl Oblia Majiasi BEPOSITHOCTh TOTO, YTO



npobka Oyner mepemelneHa, CMeleHa Wi HHBIM 00pa3oM MOBPEKIAeHa BO BpEeMsl CTaHIAPTHOM
YIaKOBKH, TPAHCTIOPTUPOBKU MJIM IIPUMEHEHUs, Kak OyaeT Oosiee mogpoOHO OMICAHO HUXKE.

[025] TepmuH «dapmarneBTHUECKass CyOCTAHIUsI B BHAE JIEKAPCTBEHHOH (OpPMBI»
OTHOCUTCSI K BEINECTBY, KOTOPOE COAEPKUT TEparneBTUYEeCKU WHIpequeHT (Hampumep,
aKTUBHBIN (papMalleBTUUECKUN HMHIPEAMEHT, TaKOoW Kak OMONOTMYEeCKUN WM TPagULIMOHHBIH
(dapmanieBTHYECKUH TPOAYKT) U OAHO MM OOJiee BCIIOMOTATEeNbHBIX BEIIECTB U pa30aBUTENeH.
Hcnonb3yeMblil B JaHHOM JOKYMEHTE TEPMUH «JIEKAPCTBEHHBIN Mpenapar» MOXKET OTHOCUTBHCS
K 00beMy (apMarieBTUYECKON CyOCTAHLMK B BHIE JIEKAPCTBEHHOW (POPMBI, pacTpeieIeHHON B
KOMITOHEHTE TIEPBUYHOM YITAKOBKHU JJISl YIIAKOBKH, TPAHCTIOPTHPOBKH, JOCTABKU H/HJTH BBEIEHHSI
MaLUeHTy.

[026] TepMUH «KOMITIOHEHT MEPBUYHON YIaKOBKU» OTHOCUTCS K KOMIIOHEHTY YIaKOBKH
IUIs1 IEKapCTBEHHOTO CPENICTBA, TAKOMY KaK KOHTEWHep JJIsl JIeKapCTBEHHOTO CPEACTBA, KOTOPBIi
CKOHCTPYMPOBAH M HM3TOTOBJICH IJII HEMOCPEICTBEHHOTO (PU3HUECKOTO CONMPUKOCHOBEHUS C
dapmaneBTHUeCcKOl cyOcTaHIMeld B Buae JiekapcTBeHHOH (opmbl. (Cm., Hanpumep, Guidance
for Industry on Container Closure Systems for Packaging Human Drugs and Biologics, U.S.
Department of Health and Human Services, Food and Drug Administration, Center for Drug
Evaluation and Research, and Center for Biologics Evaluation and Research (mait 1999 r.),
KOTOpO€ BKJIOYEHO B JaHHOE OINUCAHUE IIOCPEACTBOM CCbUIKH.) lIpuMeprl KOMIOHEHTOB
NEePBUYHOIN YMAKOBKU BKIFOYAIOT B CeOsl MPEIBAPUTENbHO 3aIIOJHEHHbIE IIMPHLbI, IIITPHLBI
JIro3pa, KapTPUIKU U aMITyJIbL, H3TOTOBIIEHHBIE U3 CTEKJIA, IUNIACTUKA /WU IPYTUX MAaTEPUATIOB.

[027] Kak mpaBuiio, sIBJISETCS JKeNaTeNbHbIM, YTOObI KOMIIOHEHT NEPBUYHON YIIAaKOBKH, B
KOTOpBII ymakoBaHa (papmaneBTudeckass CyOCTaHIMsI B BHUIE JIEKAPCTBEHHOW (POpMBbI
(Harpumep, B IpOLECCE€ ACENTHUYECKOr0 HAMOJHEHHEe WM B IPOLECCe HEeacenTHUeCKOro
HAIOJHEeHUs1), OBbUT MPOCTEPUIIU30BAH, TPOJAH M/UIM UCIIOIb30BAH, COAEPIKA MOAXOASIIEe UITH
TpeOyeMoe KOJUYECTBO TOTOBOM (papMalleBTUYeCKONH CyOCTaHLMU B BHIE JIEKAPCTBEHHOMN
dbopMBbl ANl MCTIONB30BaHMs (TaKOW Kak, HANpUMep, ONHOKpaTHas 103a (hapMaleBTHYECKOM
CyOCTaHIIMM B BHIE JICKAPCTBEHHOW (OPMBI), a TAK)KE MPH 3TOM B TO K€ BPEMs COXPAHSLI
CIOCOOHOCTh  BBIIEPIKUBATh IPOLIECCH  YIIAKOBKH, TPAHCIIOPTUPOBKA M HCIOJb30OBAHUS,
OCTaBasiCh OE30MACHBIM U 3aKPBITHIM, MTOANEPKUBAS CTPYKTYPHYIO LETOCTHOCTb U CTEPUIIBHOCTb
(HampuMep, B  aCENTUYECKUX YCIOBHUSIX), OCTaBasChb O€30MacHbIM JUIsi  OOpalleHHs
MEIUIUHCKIMH  paOOTHMKAaMH{, TAlMEeHTaMH ©  JPYIHMMH  JIUIAMH, W 3alIumas
(bapManeBTHUECKYIO0 CyOCTaHIMIO B BUAE JIEKAPCTBEHHOH (POPMBI OT PUCKA MOBPEKIACHUS HIIH
HE)KeNaTeJIbHOTO U3MeHeHUs. Bo MHOrux ciydasx, cTaHIapTHbIE WM CEPUITHO BBINyCKaeMble
KOMITOHEHTBI YITAKOBKH MOTYT MMETh CTAHAAPTHBIE MM OOBIYHO HCIOJIb3yE€Mble HOMUHAJIBHBIE
obbembl, Takre kKak 0,5 v, 1 mm, 1,5 mom, 2 mon, 2,25 mon, 2,5 ma, 3 v, S vt u T. 0. Tem He
MeHee, TpeOyemblil WM MOAXOAALINi o0beM (apMaleBTHUECKOW CyOCTaHIMU B BUAE
JIEKapCTBEHHON (DOPMBI, MOXKET BapbUpPOBATHCS 3a MpelNelaMd 3THX KOJUYECTB (Hampumep,
oowvembr ot 0,5 Myt 1o 1 mur, oT 1 Mt 1o 2 Mut Uk OT 2 MJI 10 3 MJI) B 3aBUCHMOCTH OT TaKUX
(bakTOpPOB, KaK KOJMYECTBO MPEIANHCAHHON AO3bI, PACTBOPUMOCTb AKTUBHOI'O HHIPENUEHTA B

JKUJIKOHN JIeKapCTBEHHOM (opme, u apyrux (axropos. Hampumep, yBenudeHne KOHLEHTpALUU



AKTUBHOTO MHTPEIUEHTA B )KUIAKON JIEKAPCTBEHHOHN (pOpME MOKET BIIUSATH HA KPATKOBPEMEHHYIO
U JOJTOCPOYHYIO CTaOWMJIBHOCTb, @ TAKXK€ Ha PAcCTBOPHUMOCTb AKTHBHOIO HHIPEIUEHTA B
pacTBope. VYBeNWYeHHE KOHLEHTPALMUH HEKOTOPbIX AaKTHBHBIX WHIPENUEHTOB (HAmpuMmep,
AHTUTEI) MOXKET TaKXKE YBEJINYUTD BA3KOCTD KUAKOCTH 10 HEXKENATEIbHOIO YPOBHS, TAKOTO KaK
YPOBEHb, KOTOPbIH HEBO3MOXKHO JIETKO BBECTH U3 YCTPOWCTBA (HampuMep, B BUE€ HMHBEKLUHN U3
IINPHLIA), UK KOTOPBIH SIBIIIETCS HEMTPUTOAHBIM AJIs1 Oprann3Ma nanuenta. Hanpumep, Ha @ur.
1A u 1B npencrasneHs! rpaguku BSI3KOCTH ABYX NPHBOANMBIX B KAaueCTBE NMPHMEPA JKUIKUX
COCTaBOB aHTHTe]. B wactHocTH, Ha ®ur. 1A NpOWLTIOCTPUPOBAH TpapuK 3aBUCUMOCTH
BSI3KOCTH YEThIPEX PA3JIMUHBIX JICKAPCTBEHHBIX (POPM aHTHTEIA A OT KOHLEHTPALUU aHTUTEIA.
Ha ®wur. 1B mpowumrocTpupoBad rpaduk 3aBUCUMOCTH BSI3KOCTH JIEKAPCTBEHHOW (HOPMBI
aHTUTeNa B OT KOHIIEHTpaLMu aHTUTENA MPU JBYX pasiauuHbIX Temneparypax (20 °C u 25 °C).
Kax mnpommmoctpupoBano Ha @Pur. 1A-1B, BA3KOCTb KaXIOW JIeKapCTBEHHOH (HOPMBI
yBEJIMYNBAETCS SKCIOHEHLMANbHO MO OTHOLIEHHWIO K YBEJIMYEHHUIO KOHLIEHTpalLMu aHTUTelNa.
Takum oOpa3zom, Kak JEMOHCTPUPYIOT 3TH NMPUBOAMMBIE B KaueCTBE NMpPUMeEpa JIEKAPCTBEHHBIC
dopmbl, naxke HEOONBIIOE YBENMYEHHE KOHIIGHTPALMH AHTHUTENAa B KOMIIO3HLIUH MOJXKET
OKa3bIBaTh TMPOIMOPLHUOHAIBHO Oonbuil 3¢ ¢exT (Hampumep, SKCIOHEHIHMAJIBHO OOJBIINN
3¢ deKT) Ha BA3KOCTh KOMITO3ULIUH U €€ IPUTOAHOCTD IS 3arpPy3KH B YCTPOWUCTBO ISl JOCTaBKU
WM BBEJIEHUS B OPraHU3M IallUeHTa.

[028] B HekoTOpBIX ciydasx il TOro, 4YTOOBI JOCTaBUTH TpeOyemyro o3y 00BeM
dapmaneBTHUECKOH CyOCTaHIIMM B BHIAE JIEKAPCTBEHHOW (OPMBI Ui BKIFOYEHUS B
JIEKapCTBEHHBbIM Tpenapar MOXeT ObITb HEMHOro OoJsblile, 4YeéM HOMHUHAJIbHBIH 00BbeM
KOMITOHEHTa MePBUYHOI YIIaKOBKH JIEKAPCTBEHHOIO Ipenapara (Hanpumep, TpeOyeMblii 00bem
(dapmaneBTHUECKOIT CyOCTAaHIIMU B BUAE JIEKAPCTBEHHON (HOPMBI MOXKET COCTaBNIATh 1,1 Mit miH
1,2 M1, a HOMHUHAJIbHBIH 00bEM KOMITOHEHTA MEPBUYHON YITaKOBKH JIEKAPCTBEHHOTO Mpernapara
MOXET COCTABJISITh TOJNBKO | MiI). DTO MOXKET MPOUCXOIUTD IO Pa3HbIM npuurHaM. Hampumep,
UCCJIEZIOBAHNE AKTUBHOTO WHIPEAMEHTAa MOXET BBbIIBUTb, YTO KOHKpPETHAas 11032 aKTHBHOIO
UHTpEeIUeHTa MOXeT ObITh 3(P(EKTUBHONW MM TOJNE3HOH Ui JIEYEHUS MaTOJIOTHYECKOrO
COCTOSIHUSI, HO KOHKPETHasl 7032 MOXKET He OBIThb JOCTABJIIEMOH C HCIOJB30BAHUEM TOJBKO
HOMUHAJIBHOTO O00BEMa KOMIIOHEHTa MEePBUYHON YIAKOBKH, ITOCKOJBKY BKIIFOYEHHE 3STOM
KOHKPETHOH J103bI aKTUBHOTO HHTPEIUEHTA B 0O0OBEM JKUAKOCTH, PABHBIII HOMHHAJIBHOMY 00bEMY
KOMIIOHEHTA MEePBUYHON YIaKOBKU, MOXET YBEJINYUTh BA3KOCTb JIEKAPCTBEHHOTIO Ipenapara 10
HE’KEJaTeIbHOTrO YPOBHS (Kak OMUCAHO BhIlIE). B kadecTBe Apyroro mpumepa, KOHLIEHTPALIHS
TpeOyeMoil 03bl aKTUBHOTO HMHIPEAHEHTA B HOMHHAJIBHOM O0OBEME KHIKOCTH MOXET ObITh
CJINIIKOM BBICOKOH, YTOOBI OBITh Oe3omacHoi win 3()(eKTHBHON NpU JIeUeHUH MaueHTta (To
ecTb SBJIIeTCS HeoOXxoauMoill Oonee HHM3Kas KOHLEHTpAauUMs AJsl CTAHAAPTOB O€30MacHOCTH,
s¢dexTuBHOCTH WM HOpMAaTHBOB). Takum 0Opa3oM, MOKET OKa3aThCs LEIeCOOOPa3HBIM,
NPEATIOYTUTENbHBIM WM HEOOXOIUMBIM JOOABHUTD B JIEKAPCTBEHHBIN Npenapar Oonbimii 00beM
dapmaneBTHUECKOW CYOCTaHLIMM B BUAE JIEKAPCTBEHHOH (DOPMBI, KOTOPBIH IPEBBIIAET
HOMUHAJIbHBI 00bE€M KOMIIOHEHTA MEPBHUYHON YIAaKOBKH JIEKAPCTBEHHOIO Ipenapara, BMECTO

YBCIIMYUCHUA KOHLUCHTPAIUN aKTUBHOI'O UHI'PCANCHTA B (I)apMaHeBTquCKOfI CY6CTaHLII/II/I B BHUIAC



JeKapcTBeHHON (popmbl m monpmepskaHusi odmero odbema (apManeBTHUECKON CyOCTaHIIUU B
BUZIE JIEKAPCTBEHHOW (POPMBI B JIEKAPCTBEHHOM IIperapare Ha HU3KOM YpOBHE (T. €. Ha ypOBHE
HOMUHAJIBHOTO 00BbE€Ma MJIH HH)KE HOMHHAJIBHOTO 00beMa KOMIIOHEHTA NEPBUYHON YITAKOBKH).

[029] Kpome Toro, MoxeT ObITh MPENNOYTUTEIbHBIM OMECTUTh OOJIbIIee KOJIUYECTBO
(dapmaueBTHUECKOl CyOCTaHIIMM B BHIE JISKAPCTBEHHOH (OPMBI BHYTPb KOMIIOHEHTA
NEePBUYHON YNAKOBKM C HOMHHAJIBHBIM OOBEMOM, KOTOPBIH SIBJISETCS OJM3KHM, HO HEMHOTO
MEHbIINM, 4eM TpeOyemblii o0beM (apmaneBTHYECKOH CyOCTaHIMH B BHAE JIEKAPCTBEHHON
(bopMBI, BMECTO HCIOJB30BAHMS JHOO OIHOTO KOHTEHHEpa C JIEKAPCTBEHHBIM CpPEACTBOM,
UMEIOIEero OONbIIMHA HOMHHAJIBHBI O0BEM, WIM K€ HCIOJb30BAHUS JBYX MEHBLINX
KOHTEHHEPOB C JIEKAPCTBEHHBIM CPEICTBOM, KOTOPbIE MMEIOT MEHbLINE HOMHHAJIBHBIE OOBEMBI.
Hanpumep, ™moxer ObITb NPEANOYTUTENIBHBIM yHakoBaTh 1,2 Mi  ¢apmareBTU4ecKon
CyOCTaHIIH B BUJIE JICKAPCTBEHHOH (POPMBI B OIMH KOMIIOHEHT MEPBUYHON YIIAaKOBKH, KOTOPBIH
UMeeT HOMUHAIbHBIN 00beM 1,0 MJI, BMECTO TOrO, 4TOOBI YIIaKOBATh B KOMIIOHEHT MEPBUYHOM
YIaKOBKH, KOTOPBIA UMeeT HOMUHAJBHBIN 00beM 1,5 mit win 2,0 MJI, WK BMECTO TOTO, YTOOBI
pazmenuth 1,2 Mi ¢apmaueBTHUECKOH CyOCTaHIMM B BHUIE JIEKAPCTBEHHOW (POpMBI Mexay
IBYMSI KOMIIOHEHTAMH MEPBUYHON YNAKOBKHU, KAXKIbIH M3 KOTOPbIX HUMEET HOMHHAJBHBIN 00beM
1,0 M. 310 MOKeT OBITH IO psAny npuunH. Harmprumep.

KOMNOHEHT nepBUYHOI YIIaKOBKH ¢ HOMHHAJIBHBIM 00BEMOM, KOTOPBIHA SIBJISIETCS] TOUYHO
TAKUM K€ WJIH SIBJIAETCSI OOJbINNM, YeM TpeOyeMblil oObeM (apMarieBTHUECKOH cyOCTaHLIMU B
BUZE JIEKApPCTBEHHOH (OPMBI U BKIJIOYEHHS B JIEKAPCTBEHHBIH Npemapar, MOXET ObITh
HenocTyneH. Hanpumep, wWnpuil ONpPeAeIeHHOro TUma, TAKOW Kak IOIPHUL, T[OTOBBIM K
3aII0JIHEHHIO, UJIH LITIPHUL] C HECHEMHOM UIJIOH, MOKET OBITh HENOCTYIIEH B Pa3Mepax, MMEIOLINX
HOMHHAJIbHBIE OOBEMBI, pPaBHBIE WJIM MpeBblmaromye TpedyeMeiii 00beM (apMarieBTHUECKON
cyOCTaHLIMM B BHIE JICKAPCTBEHHOH (hOpMBL. B HaCTHOCTH, HEKOTOpBIE THUIBI KOMIIOHEHTOB
NEePBUYHON YIAKOBKM HCTOPHYECKU TMPOU3BOAWINCH C OrPAHUYEHHBIMH  HEOOJIBbIINMHU
HOMHUHAJIbHBIMU OOBbeMaMu. Hampumep, HEKOTOpPbIE TUIIBI IIMPULIEB UCTOPUYECKH BBIMTYCKATUCH
C HOMUHAJIBHBIM 00beMOM | Mul mim MeHee. [IpOM3BONCTBEHHBIN HHCTPYMEHTApPUH, YIIaKOBKA,
00OpyaIOBaHUE U MPOLECCHI I CTEPIITU3ALNH, a TAKXKe YCTPOHCTBA ISl AOCTABKH (HAampumep,
ABTOWH)KEKTOPBI) JJISl 3TUX INNPULEB TAKKE MOTYT ObITh PACCUMTAHbI HAa OrPAHUYEHHBIN
JVana3oH pa3MepoB LINPULIEB.

B HEKOTOPBIX Cy4asx OpraHbl PEryJIHPOBaHUs (Takue Kak YIpaBlieHHE IO KOHTPOJIO 32
nponykramu u nekapcrsamu CIIIA) MoXeT pa3pemuTb TOCTaBKY JEKApCTBEHHOTO CPEICTBA B
KOMIIOHEHTE NEePBUYHOI YNAaKOBKM OIPENeJIeHHOrO pa3Mepa, HO He C JIPYrMMH pa3Mepamu
KOMIIOHEHTA NIEPBUYHON YITaKOBKH.

Hcnonp3oBaHWE KOMIIOHEHTAa NEPBUYHOH YIMAKOBKM C HOMHHAIBHBIM OOBEMOM,
NPEBBIIAOINNM TpeOyeMblii 00beM (apMarieBTUIeCKOH CyOCTaHIMM B BHIE JIEKAPCTBEHHOM
(dopMBI, MOXKET NMPUBECTH K CIUIIKOM OOJBIIOMY «MEPTBOMY» HIJIM IYCTOMY BO3IyIIHOMY
IIPOCTPAHCTBY BHYTPU YNAKOBKH, YTO, B CBOIO O4Y€pEeIb, MOXKET MPUBECTH K HEXKENATEIbHOMY

BO3ACHCTBUIO BO3AyXa Ha (papMaleBTUYECKYIO0 CYOCTaHLMIO B BUAE JIEKAPCTBEHHOW (POpMBI,



HE)KEJaTeIbHOMY B30aNTHIBAHUIO M OOpPA30BaHMIO IY3bIPPKOB B YIAKOBKE W/WIM JPYTUM
3aTPyAHEHUSIM,

Hcnonp3oBaHne KOMIIOHEHTA NEPBUYHON YIAKOBKM C HOMHHAIBHBIM OOBEMOM,
NPEBBIIAIOINNUM TpeOyeMblii 00beM (apMalieBTUHeCkol CyOCTaHIMU B BUIE JIEKAPCTBEHHOM
(dopMmbl, MOXKET pUBECTH K O0Jiee BLICOKOH CTOMMOCTH YIAKOBKU U TPAHCIIOPTHPOBKHY,

JlexapCTBEHHBIN IpenapaT, NpeIHA3HAYEHHBbIH AJI1 TEePEeHOCKH, MOXKET CTaTb MEHee
NePEeHOCHMBIM, €CJIM OH HaXOAMUTCSI B KOMIIOHEHTE YIIaKOBKH, KOTOpasi uMeeT OONbIINHI pa3Mmep,
4yeM HEOOXOIMMO;

[TarueHThl, KOTOpPbIE CAMOCTOSITEJIbHO BBOAST ceOe MapeHTepabHbIN JIeKapCTBEHHBIH
npenapar, MOryT ObITh OoJiee CKJIOHHBI K HHBEKIUH COOCTBEHHBIMH cuUJaMu cebe ¢
UCTIOJIB30BAHUEM LIMPHIIA OONBLIETO pa3Mepa, YeM MEHBILETO,

JlekapCTBEHHbIE MpenapaThl, KOTOPbIC MPEAHa3HAYEHBI I MHOTOKPATHOTO BBEACHUS B
TedeHue nHs (Hampumep, mo rpaduKy aBa pa3a B J€Hb), MOTYT MPHBECTH K CHUKEHHUIO
NPUBEP’KEHHOCTH TMAIIEHTOB IO CPAaBHEHUIO C JICKAPCTBEHHBIMH IperapaTamMy, KOTOpbIE
NpeaHa3HAYeHbI TSI BBEICHHUS MEHbILEe KOJMYECTBO pa3, HAIPUMEp, OJUH pa3 B JIEHb;

KOMNOHeHT nepBUYHON YNAaKOBKM, MNPEeNHA3HAUYEHHBbIH Ui (YHKIMOHMPOBAHUS C
APYTUMH YCTPOWCTBAMHU (HANpUMEpP, € KOMIIOHEHTOM BTOPHYHOW YIAKOBKHM, TAaKUM Kak
AaBTOMATHYECKHH MEAMIMHCKUN INNPUL, I[MIOPUL-PyYKa, KOJIAUOK WIJIBI WM 3aIMUTHOE
YCTPOHCTBO), MOXKET ObITH MEHEEe COBMECTUM C 3TUMH yCTPOHCTBAMH, €CIIM OH U3MEHSETCS B
pa3mepe; u/uinm

KoMnoHeHTsl MepBUYHON YIAaKOBKH C HOMHHAJIBHBIMH OOBEMAaMHU, KOTOPBIE SIBISTFOTCS
HEMHOTO MEHBIIUMH, dYeM TpeOyeMblli o0beM (apMaleBTHUECKOW CyOCTAaHIIMM B BUAE
JIEKapCTBEHHOHW (POPMBI, MOTYT OBITH MEHEE NOPOrMMH MJH Oojiee NOCTYMHBIMU B TO BpeMs,
KOTIZIa TPOUCXOMUT 3aII0IHEHHE.

[030] Ilo moOOH M3 5TUX NPUYUH, WM IO BCEM W3 3TUX NPHYUH, MOXKET OBITH
NPEANOYTUTENIbHBIM JOCTABIISITh YBEINYCHHbIH 00beM (papMarieBTH4ecKol CyOCTaHIIMK B BHIE
JIEKapCTBEHHOH ()OPMBbI B KOMIIOHEHT MEPBUYHON YMAaKOBKH (TaKOH Kak INMPHI) ¢ MEHBIIUM
HOMUHAJIBHBIM O0BEMOM, Hampumep, 4YTOOBI 00ECHeunTh BO3MOMKHOCTH YBEJIHUYEHHS J1O3bI
AKTUBHOTO MHTPEIHUEHTA MPU COXPAHEHUHU JOMYCTUMBIX YPOBHEH BA3KOCTH 0€3 HEOOXOIUMOCTH
UCTIOJIb30BAHUST HOBBIX MPOLECCOB W/MJIM YCTPOHCTB MPOU3BOACTBA, HHCTPYMEHTOB, YIIAKOBKH,
CTEPHIIN3ALINH W/UJIH JOCTaBKHU (MJTH TaKe HOBBIX Pa3pELICHUH M COrJIACOBAaHHUH PETYIHPYIOLINX
OpraHoB).

[031] Tem He MeHee, HEKOTOpbIE MOCIEACTBYsl MEPETIONTHEHNUs] KOMIIOHEHTOB NEPBUYHOM
YIIaKOBKH MOTYT MOBJIUATh HAa OE30MacHOCTh, CIMOCOOHOCTD JIEKAPCTBA MPOU3BOIUTH 3 (eKT,
3¢ (eKTUBHOCTD, CTEPHIIBHOCTD U PYTrHe€ aCNeKThl KOMIIOHEHTOB NMEPBHUYHON YIIAKOBKH W/WIN
COIepALINXCS B HHUX JIEKApPCTBEHHbIX BemlecTB. Hampumep, nobOaeneHHbII 00beM
dapmaneBTHUECKONH CyOCTaHLIMU B BHJE JIEKAPCTBEHHOW (OPMBI B KOMIIOHEHTE MNEPBUYHOM
YyIaKOBKH (HAaNpuMep, B INMpPHLIE) MOXKET BIUSATh HA CTENEHb, A0 KOTOPOW KOMIIOHEHT
NEPBUYHON YMAaKOBKU MOXET ObITh HaIeXHO 3aKynopeH M oOpaboTaH BO BpeMsl YIIAaKOBKH,

NEPEBO3KHU, NJOCTABKU U BBCACHUS.
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[032] Cuctembl 1 criocoObl, ONMMCAHHBIE B JAHHOM JIOKYMEHTE, MOTYT IIPEUMYLIECTBEHHO
UCIIONIB30BATbCA JJIs1  YCIIEIIHOIO MEPENOJIHEHUs KOMIIOHEHTOB IEPBUYHON YIAaKOBKH, B
pe3yabpTaTeé uero KOMIIOHEHTHl YIIAKOBKM 3aIONHSIOTCS 00BEMOM  (papMarieBTUIeCKON
CyOCTaHIIMM B BHJE JIEKAPCTBEHHON (DOPMBI, KOTOPBIH IMPEBBINAET UX HOMHHAJIBHBII 00BEM,
IpU COXPAHEHUH B TO K€ BpeMsl TpeOyeMOH TI'epMETUYHOCTH U LEJNOCTHOCTH KOMIIOHEHTOB
NEepPBUYHON YNAKOBKH M HUX COAEPKUMOro. B wacTHOCTH, cuCTeMBI M CIOCOOBI, ONHCAHHBIE B
JAHHOM JTOKYMEHTE, MOTYT NPEUMYIIECTBEHHO UCIIOIb30BaThCs [UIsl YCIELUIHOTO MEPENONIHEHUS
npenBapuTeNbHO 3anonHsemoro mmmpuia PFS. Hanpumep, cuctembl 1 criocoObl, ONMUCaHHBIE B
JAHHOM  JIOKyMEHTE, MOIyT ObITb HWCHOJB30BAHBl JJISI  YCIEUIHOTO MEepPEnOJTHEHHUs
npenBapuTenbHo 3anojHsemoro mmnpuna PFS  pasnuyHbIMEH kMOKMMM  BelleCTBaMM WM
KUIKAMH ~ (PapMaLeBTUUECKUMH CYOCTAaHLMSIMH B BHJIE JIEKAPCTBEHHOW (opmbl  aust
NApEHTEPAIbHOTO BBEACHHS, BKIIFOUAs (hapMaleBTHUECKHE CyOCTaHIIMM B BUAE JIEKAPCTBEHHOM
(bopMBI, comeprKalie AaKTUBHBICE WHIPEIUEHTBI, TaKW€ KakK, HAaNpHMep, aHTHTENA, BAaKLUHBL
aHTHUOMOTHUKY, JIeKapcTBa Ui KYNUPOBaHUS OOJHM, AQHECTETHKH, TOPMOHBI, Ok,
HU3KOMOJICKYJIIPHBIE JIEKAPCTBEHHbIE CPEACTBA W JIIOObIE IPyrHe JKUIKHE BEIIeCTBA WIIH
xunkne (papmaneBTudyeckue CyOCTaHLMHM B BUAE JieKapcTBEHHOW (opmbl. XOTS acCmeKThl
TaHHOTO M300PETeHNsI OMUCAHBI C TOUYKH 3PEHUS TEPETIOTHEHUS IPEABAPUTEIBHO 3aMOIHIEMOTO
mmnpuna PFS skuakocTeo, CieayeTr MOHUMAaTh, YTO CUCTEMBI U CIIOCOOBI, ONMMCAHHBIE B JAHHOM
JOKYMEHTE, MOTIYT NPUMEHSATHCS UIsl MEPENOIHEHUsT MHOXKECTBA KOMIIOHEHTOB IE€PBUYHOU
YIAaKOBKH PA3UYHbIMU THUINAMH Skupkoctedl. Kpome Toro, xorss B JaHHOM H300peTeHHH
JieNaeTcss CCbUIKa Ha IEepeloJIHeHHEe MpeaBapuTeNbHO 3anonHseMoro mmpuna PFS
dapmaneBTHUECKOW CyOCTaHLMEll B BHAE JIEKAPCTBEHHOH (OPMBI, KOTOpas CONEPKUT
Ouonornyeckoe BEIeCTBO (HAIPUMEp, AHTUTENO, TAKOe KaK 4eJOBEUYEeCKOe MOHOKJIOHAJIBHOE
AHTUTENIO, TJMKO3WJIMPOBAHHBIN OeNOK WM Jpyroil Oenok, HYKJIEHHOBYIO KHCIOTY,
JIEKApCTBEHHOE CPEICTBO [l TE€HHOW Tepanmuu WM TOCTTPAHCISILMOHHYIO MOJIEKYJY),
CTHELUAMCTHI B JAHHON OOJIACTH TEXHUKH JIETKO MOHMYT, YTO aCMEeKThl JAHHOTO M300peTeHus
NPEATOAraloT MEPernoIHeHHe MpeaBapuTeNbHO  3amosHsemMoro mmpuua PFS  moboit
(dapmaneBTHYECKONW CyOCTaHIMel B BUAE JIEKAPCTBEHHOH (DOPMBI, KOTOpasi CONEPXKHUT JHOO0I
KOMITIOHEHT KpPOBH, BAaKIHHY, MPOTHBOAJUIEPTUYECKOE CPEACTBO, AHTUOMOTHK, JIEKAPCTBA IS
KyTHPOBAHUs OOJIH, aHECTETUK, TOPMOH W/HJIH HU3KOMOJIEKYJISIPHOE JIEKAPCTBEHHOE CPENICTBO.

[033] Ha ®ur. 2A npomUTIOCTPHPOBAH B CXEMATHYECKOW (opMe NPUBOAMMBIA B
kadecTBe mnpumepa mmpul 100 ¢ HECheMHOH HIJION, KOTOPBIH MOXKET OBITh TEPETONHEH B
COOTBETCTBUHM C AaHHbIM m3o0pereHneM. Yactu mmpuua 100 m3o0paskeHbl B MONEPEYHOM
ceuennn. Llmpun 100 moxer conmepkark kopryc 102, kotopseiii Moxer uMeTh (uanern 104,
OKpY>KarolUil OTBEPCTHE HA MPOKCUMaiIbHOM KOHUE mmnpuua 100, u kanan 106, Benymui K
urne 110, Ha mqucranpHOM KoHIE mmpuna 100. Mraoa 110 moxxer ObiTh 3akpbiTa QyTisipom 108
urnbl. [npun 100 moxker Takxke comep:xkark Koanadok 120, KOTOPBINA MOXKET 3aKpbIBATh ULITY
110. Konmauoxk 120 moxeTt coaep:xaTh 3axsaT 122 1 yCUICHHBIM HAKOHEYHUK 124,

[034] HImpu 100 MoxeT mpencTaBisiTh COOOWM IIMPHUI] JOOOro THIA, WMEFOLIHIA

HOMHHAJIbHBIA 00BEM ISl MAPEHTEePATBHOTrO BBEASHHs (papMalieBTUYeCKON CyOCTaHLIMK B BUIE
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JIEKapCTBEHHON (POPMBI, TaKOH KakK CTAHAAPTHBIA INNPULl WIM JUIMHHBIA mmpun. Hanpuwmep,
mnpur 100 MoXeT mnpencTaBiATh COOOW NpeABapUTENbHO 3amonHseMblil mmpury PFS,
NPUTOAHBIM AJIsI CTEPUWIM3ALUU, MPEABAPUTEIBHOTO 3aIllOJHEHUs], YMAKOBKHM, AOCTABKH U
oxgHopaszoBoro npumeneHus. Ilnpuiy 100 Moker OBITH M3TOTOBJIEH U3 JIIOOOTO MOAXOASIIETO
Marepuana Wid KOMOMHALMM MAaTepualioB, TAaKUX KakK, HAMpUMep, CTEKJO, IUIACTUK W/WIN
metajut. [Inpur 100 MmoxkeT uMeTh J1I000i HOMUHAIIBHBINA 00beM, TaKoM Kak, Hampumep, 0,3 mu,
0,5 mu, 1 mu, 1,5 mur, 2 mot, 2,25 mu, 2,5 mot, 3 M1, 5 ma win Jir000# Apyroli HOMHHAJIbHBIHN
oobvem. Hampumep, mmpury 100 moxer mpencraiatb coboit mmpun Ompi EZ-fill®, LIMPULL B
¢dopmare "roToBblii k 3anonHeHu0" kommanuu Gerresheimer, mmpurny BD Hypak SCF™, wnu
JIPYrov CEpUMHO MPOU3BOAMMBIN T'OTOBBIM K 3aMOJIHEHUIO WJIU MPEIBAPUTENBHO HAINOJTHEHHbIN
mnpun. Tem He meHee mmpur 100 MoxxeT UMeTh (PU3NYECKYI0 BMECTUMOCTD JJISI JKUIKOCTH
Oosble, YeM ero HOMHUHAJbHBI 00beM. B HEKOTOpBIX BapuaHTaX peaju3aluy H300peTeHUs
mnpur 100 MOXKeT MpencTaBissTh COOOH MHOrOpas3oBbI MMpUIl. B HEKOTOpBIX BapuaHTax
peamm3anyu u3o0pereHus mnpun 100 MoxeT ObITh IPUTOACH IS 3arpy3KU B aBTOMATHUECKUH
MEIULIMHCKUI HIITPULL

[035] Kopryc 102 mmpuna 100 MokeT ObITh BBITIOJHEH C BO3MOKHOCTBIO YASP>KUBAHUS
N0 MEHbIIeH Mepe HOMHHaIbHOro obwvema skuakoctu mmpuna 100. Kopryc 102 moker ObITh
LIUIMHAPHYECKUM HJIH MOXKET HMMETh JIOOYI0 APYryH NOAXOmAmyr (opMy, Takyr Kak,
HaNpUMep, SJUTMNTUYECKUN [IWIHHAP WM npsMoyronbHas npusma. Kopmyc 102 moxer ObITh
U3rOTOBJIEH W3 JHOOOr0 MPUrOAHOrO MaTepuana jisl CconmepkaHus (papmManeBTHYECKOM
CyOCTaHIIMM B BHJE JIEKAPCTBEHHOH (OPMBI, TAKOTO KaK CTEKJIO, IUIACTHK, METal W/WUJH
cunukoH. Kopnyc 102 Takke MOXET UMETh TOJIUUHY CTEHKH, MOAXOASINYIO AJIsl MOAACPIKAHUS
LIEJIOCTHOCTU C MCIIOJb30BAHUEM DPA3JIMYHBIX MPOLEAyp oOpabOTKH, TaKMX KakK CTEpUIM3aLus,
HATOJIHEHHE, YKYIMOpPKa, YMAaKOBKa, TPAHCIOPTUPOBKA W/mMiM wucnoib3oBanue. Kopmyc 102
MOXeT uMeTh oTBepcTre 101 Ha CBOEM MPOKCUMAIbHOM KOHIIE, YepPe3 KOTOPOE KUAKOCTD U y3€el
npoOku (Hampumep, y3en 150 mpoOku, mokasaHHbii Ha @ur. 2B) mMoryT ObITh BBEIEHBI BO
BHYTpeHHIOK0 4acTh 107 kopmyca 102. BuyTtpennss vacte 107 MOXeT MMETh IO CYyIIECTBY
NIOCTOSIHHBIE pa3Mep U GopMy MOMEPEYHOro CeYeHUs Mo BceMy Kopmycy 102, B pe3yJbTare yero,
Hampumep, NPoOKa MOMKET OCTaBaTbCS B KOHTAKTE C BHYTPEHHEH TIOBEPXHOCTBIO CTEHOK
kopnyca 102 npu nepemelneHnu 4Yepe3 BHYTPeHHee mpocTpaHCTBO 107. B HEKOTOpBIX
BapHUaHTaxX peajn3anuu n3odpereHus: kopmyc 102 Moxer ObITh MPO3pPauHBIM, B PE3YJIBTATE YETO
moboe comep:KuMoe, MOMeLIeHHOe BHYTph kopmyca 102, MoxeT ObITh BUIUMBIM Yepe3 CTEHKH
xkopmyca 102.

[036] Dnanew; 104 moxet okpy:xaTh oTBepcTHe 101 Ha MpOKCHMaIbHOM KOHIIE KOpITyca
102. ®nanen 104 mMoxxeT MMeTh NPOKCUMANIBHYIO CTOpPOHY 103 m nucraneHyro ctopony 105. B
HEKOTOpBIX BapUaHTax peajnm3anuu n3o0perenus: ¢iaanen 104 Moker OBITH BBITOJHEH C
BO3MOKHOCTBIO OOECIeueHHUsl 3axBaTa BOKPYT OUCTAIbHON cTOpoHbI 105 (Hampumep, 3axBara
IUIS TIAJTbLIEB MJIM MEXaHWYECKOro 3axBara) u/mnu s (iaanua nopiuss (Harnpumep, guanoa 154
nopiuHs, nzodpaxeHHoro Ha dwur. 2B) mia ynmopa B mpokcuMaibHy0 cropony 103, korma

MOPLIEHb MOJHOCTBIO BABUHYT B kopmyc 102. B 3aBUCMMOCTH OT JJIMHBI INTOKA MOPIIHA 152,
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¢dnaner; 104 MOXeT CIy>XUTh IJIsI OTPAHUYEHUS] PACCTOSHUS BBelNeHHs nopwmHs 150 B kopmyc
107. ®nanen 104 MOXeT MMETh OBAJIbHBIM NPO(UIb, KPYIJIblH NPOQHIb MM MOXET OBbITH
o0Ope3aHHBIM (IIaHLEM.

[037] Kanan 106 mosxer coenunsth kopnyc 102 ¢ urnoii 110. B HeKOTOpBIX BapuaHTax
peanuzanuu u3oOpererus kaHan 106 MoxxeT ObITb CYILIECTBEHHO YK€, YeM BHYTPEHHsISI 4acThb
107 nna Toro, 4toOBl YMEHBIIUTh OOBEM WJIM IOTOK JKMAKOCTH, KOTOpask MOXET ObITh
BBITOJIKHYTA MO HanpasieHuro K uryie 110. Mraa 110 MoskeT ObITh BBITIOJIHEHA C BO3MOXKHOCTBIO
cooOLIeHus 1o TeKy4el cpene ¢ kaHaioM 100, B pe3ysbTaTe 4ero KUIKOCTb MOXKET MPOXOIUTh
u3 kopnyca 102 yepes kanan 106 u yepes urny 110. Coenunenne mexay urnoit 110 u npoxogom
106 MoskeT mpencTaBisiTh cOOOM JI000e MPUTOTHOE COEAMHEHHE, KOTOPOE SIBJIIETCS] U3BECTHBIM
B gJaHHOW oOmactu TexHuku. Mrma 110 mosker umerh oTBepcTHe (HEe H300pakeHO) Ha
OUCTAJbHOM KOHIE, MM BOJIM3U €ro, uepe3 KOTOPOE MOKET BBITAJIKHBATHCS JKUAKOCTb. Mrma
110 MoskeT OBITh HW3rOTOBJIEHA W3 JIFOOOTO MPUTOIHOTO OHOCOBMECTHMOIO Marepuayia JJis
BBINTOJIHEHHSI HHBEKI[UN B TKaHM, TAKOTO KaK HEpIKaBEIOLIasi CTajb, TUTAH WM JIFOOOH Apyro
metaiul. @ytisip 108 urier MoskeT 3akpbiBaTh Uity 110 mist Toro, 4To0Obl, HapUMep, 3aUTUTb
KOHYUK Urisl 110 w/umm npenoTBpaTuTh yTEUKY SKUAKOCTH U3 Uriibl 110.

[038] Kommauok 120 moxker ObIThb mogoOpaH Mo pa3Mepy M CKOH(PHUIYPHPOBAH TaKUM
oOpaszoM, uroObl mokpbiBaTh uriy 110 u mpukpersitbes k koprycy 102 w/umm ¢ytmsipy 108
uribl. Konnmauok 120 MoskeT ObITh M3TOTOBJIEH U3 JFOOOr0 MaTepHaia, MPUroJHOTO IJIs 3alUThI
urael 110, Takoro kak, Hanmpumep, Pe3uHa, CTEKJIO, IUIACTHK, TEPMOIUIACTUYHBIN 3JaCTOMED,
Opyrod mojuMep, MeTaJll Wid KoMOuHauuu Takux marepuayioB. Kommadok 120 moxker ObITh
npukperuieH k kopmycy 102 moObIM H3BECTHBIM CBEMHBIM CIIOCOOOM, TaKUM Kak pe3nOoBOe
COeNMHEeHne wWiu apyroe Onokupyromee coenuHeHue. Kommawox 120 MokeT copmepikarts,
Harpumep, 3axBaT 122, yroObl 00aer4uTh cHsiTHe Koamnauka 120.

[039] dur. 2B n3zobpaxkaeT B CX€MaTHYECKOM BHJ€ NMPHUBOAMMBINA B KaueCTBE IpUMeEpa
y3en 150 mpoGku. V3en 150 mpoOku MokeT comeparb IITOK 152 mopmHs u ¢uanern 154
nopurHst. Y3en 150 mpoOku Takike MOKeT coiep:xkarh npoOky 156 (uzobpakeHa B (opme
MOTEPEYHOro paspesa), KoTopas MOKET ObITh COEIUHEHA CO INTOKOM 152 mopiHs depes
coenuauTenb 158, TIpoOka 156 Takke MOKeT comepkarb KojbleBble pebpa 160, oguH uau
OoJee BBICTYIIOB 162 1 BEpXHIOK 4acTh 164.

[040] VYzen 150 mpoOku MoxeT ObITb COBMECTUM (HAmpUMeEp, COOTBETCTBYIOLINM
obpa3om monobpaH mo pasmepy) co mmpuiem 100, B pesyibTare 4ero mToK 152 mopurHs u
npodka 156 mnorHO nmpuieratoT k kopnycy 102 mmpuna 100. Tok 152 mopuHs u npodka 156
TaK)Ke MOTYT OBITb COBMECTUMBI APYT C APYrOM, B pe3ysbTare 4ero npodka 156 moxer ObITh
HAJEXHO COEUHEHA CO WITOKOM 152 nmopiuHs, HaIpuMep, ¢ UCMOJIb30BaHUEM coenuHuTeNs 158.
B HekoTOpBIX BapuaHTax peanu3zauuu u3o0pereHus mTok 152 mopurHs U mpodka 156 moryt
OBITh M3TOTOBJIEHBI CIEIMAIBHO JJII COBMECTHMOCTH APYT ¢ npyroMm. Hampumep, ecnu mmpun
100 mpencraBnsier coOoit mmpur Ha 1 mu (HarmpuMep, CTaHJAPTHBIA WIIM JJIMHHBIA IINPHI),
TOrAa ITOK 152 MOpPIIHSA MOKET MPEACTaBIATH COOOM COOTBETCTBYIOIIMI INTOK MOPLIHS Ha |

M1, a mpoOka 156 MOKeT mpeacTaBisATh COOOH COOTBETCTBYIOIIYIO MPOOKY Ha 1 MJI, Takyro Kak
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npodka ¢ (GTOPHOIMMEPHBIM MOKPHITHEM. B HEKOTOPBIX BapHaHTax pealn3aliyi H300pEeTEeHHs
MOJKeT OBITh M3TOTOBJIEHA NMpoOKa 156 1yt BBeAeHHsI BO BHYTPeHHIOK dacTh 107 kopmyca 102
nepes ero COeqUHEHNEM CO MTOKOM 152 mopiuHs, nmocie 4ero mrok 152 nmopirHs MoXeT ObITh
COEANHEH C BCTaBJeHHOW mnpoOkoi 156 ¢ mnomompro coenuHurenss 158. B BapumanTtax
peanuzanuu u300peTeHus, rae coenuHuTens 158 mpencrasisier coOoi, HarmpuMep, BUHTOBOH
COeMHUTEINb, IPoOKa 156 MOXKET UMEeTh MOJIOCTh C pe3b00il, AONOIHAOINYI0 (OPMY BUHTOBOIO
coenuHuTeNs 158, B KOTOPYIO MOXKET OBITh BBUHUEH COSAMHUTEND 158.

[041] IITok 152 mopiuHsS MOXET UMETh pa3Mepbl W KOH(PUIYpaLHUiO, MO3BOJISIOIIUE
TSHYTb M TPOTAJKUBaTh MPOOKy 156 uepe3 BHyTpeHHIOIO 4Yacth 107 kopmyca 102 mocie
npucoenuHeHus K mpodke 156 ¢ ucnonpzoBanuem coemuuutens 158. [1o 3Tol mpuyMHE ITOK
152 mopiHs MokeT ObITh U3TOTOBJIEH M3 JFOOOr0 MaTepuaa, MPUroJHOTO JJIsl BbIAEPKUBAHHS
YCHJIHSI, KOTOpOe HEOOXOOMMO Ui mepeMerneHus: nmpobku 156 uepes BHyTpeHHIOIO 4yactb 107
kopriyca 102. Hanmpumep, mrok 152 mopumHs MoXeT ObITh W3rOTOBJIEH M3 METaUla, CTEKIa,
IUTACTHKA, IPYroro rnojuMmepa win ux komOnHauuu. [Ipodka 156 Takke MOXKET UMETh pa3Mephl
U KOHpUrypamuwo sl TUIOTHOTO TpuieraHuss K BHyTpeHHeH wactu 107. Hampumep, ecnm
BHYTpPEHHsS 4acTh 107 UMeeT Mo CyImecTBy NOCTOSTHHOE KPYTJIOe IMONepevHOe CeueHue (TO eCTh,
ecnu kopnyc 102 umeer nunmuHApUUecKyro Gopmy), mpobka 156 Takke MOXKET UMETh KPYIJIoe
MONEPEYHOE CEUEHHUE C IUAaMETPOM, PACCUMTAHHBIM JJIs1 IUIOTHOTO MNPUJIETaHUsl K ITHAMETPY
BHyTpeHHell uwactu 107. IIpobka 156 moxer ObITh HM3rOTOBJIEHA W3 JIFOOOrO MPUTOAHOTO
MarepHala, U3BECTHOTO B IAHHOW O0JIACTH TEXHMKH, TAKOTO KaK, HaIpUMeEp, Pe3UHA, IUIACTHK,
CUJIMKOH WJIH TEPMOIUIACTUYHBIM 3JacToMep. B  HEKOTOpBIX BapuaHTax peanu3aluu
n3o0pereHust mpobka 156 MoxeT OBbITh TMOKPBIT MaTEpUaoOM, KOTOPBIM yMEHBbINAET
B3aUMOJICHCTBHE MEXIy MaTepuajioM npoOku 156 u dapmaneBTHyeckoil cyOcTaHIel B Buie
JIEKapCTBEHHOM (opMbl, Haxopsmeiics BHyTpu kopryca 102, Hampumep, mpoOka 156 mosker
OBITb MOKPBITA Te(IOHOBON WIN (HTOPIIOIUMEPHOH IUICHKOH, MIIM MOKET OBITh C CHJIIMKOHOBBIM
HaronHuTeNneM. B nomnonHeHue k 3Tomy, npodka 156 MoxkeT nMeTh KonbLeBbie pedpa 160 u/umu
onuH wiu Oonee BBICTYMOB 162, KOTOpPbIE MOTYT OBITh BBINOJHEHBI C BO3MOXHOCTBIO
YBEJIMYCHHUS] YIUIOTHEHHUs Mexay mnpoOkor 156 m xopmycom 102 6e3 BOCHpensTCTBOBAHUS
NOABM)KHOCTU TIpoOKHu 156 B xopmyce 102.

[042] Ha ®ur. 3A cxeMaTH4YHO MNPOUJUIIOCTPUPOBAH HAIOJHEHHBIN U 3aKyIOPEHHBIH
mnpun B cOope 200, xoropelit comepkut y3en 150 mpoOku, BcTaBneHsiil B mmpun 100, B
pe3yabraTe dyero npodka 156 u yacTe mroka 152 nmopiHs HaxonaTest BHyTpH koprnyca 102 Tam,
rne BepxHsis 4acTh 164 mpoOku 156 BcTaBieHa 3a aucrajapHy ctopony 105 ¢uanua 104 nHa
paccrosiuue A. Ilnpury B cbope 200 3anonHeH QapmaneBTHUecKold cyOcTaHIMEH B BHIE
JeKapCTBEHHOH (hopmel 202.

[043] Papmanerrudeckass CyOCTaHLUS B BHAE JIeKapCTBEHHOH Qopmbl 202 MOXeET
MPEICTaBISITh COOO0H MOOYIO (hapMalleBTHUECKYO CYOCTaHLIMIO B BHUIE YKUAKOU JIEKapCTBEHHOM
(dbopMBI, KOTOpast SIBJISIETCS] IPUTOJHOMN Uil YIIAKOBKH BHYTpb Hmpuna B coope 200. Hanpumep,
bapmaneBTHUECKast CyOCTaHIMA B BUAE JEKAPCTBEHHOM (POpMbI 202 MOKET NMPENCTABIATh COOOH

MIOOYI0  KUIKOCTb, TPUTOAHYIO JUIA TApPEeHTEepPaJbHOrO BBedeHuss dYepes wuriy 110,
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dapmaneBTuyeckas cyOCTaHIMA B BUAE JieKapcTBEHHOW (opmbl 202 MOXKET MpPENCTaBISThH
co0OM, HampuMep, >KUAKOCTb, I'elib WM CYCHEeH3Ur0. B HEKOTOpBIX BapHaHTaxX peaNn3aluu
uzobpeTeHus: apmaneBTHyueckass CyOCTaHIUs B BHIE JIeKapCTBEHHOH ¢opmbl 202 MOXeT
cozepaTh akTUBHBIN (papmanesTudeckuii uHrpenuent (API, active pharmaceutical ingredient)
B JKMJKOM WJIH Te€JIeBOM pacTBope. Takoil akTuBHbIN (apmaueBTuueckuil uHrpenueHt API
MOXET TMPEACTaBJIATh COOOH JFOOOH MOAXOMSIINI aKTUBHBIN (papMaleBTUYECKUIT MHIPEAUEHT
API nns TepaneBTHYECKOrO NMPUMEHEHHs, TaKOH Kak Oeslok (Hampumep, aHTUTENO, TaKoe Kak
YeJIOBEYECKOEe MOHOKJIOHAJBHOE aHTHUTEJO, TIMKO3WJIMPOBAHHBIA OENOK MM Apyroi Oesok),
HYKJICMHOBAsl KUCJIOTA, JIEKAPCTBEHHOE CPEICTBO Ui T€HHOW TEepariy, aHTHOUOTHK, CPEACTBO
IJiE  KyNUpPOBaHUs OOJM, aHECTETUK, TOPMOH WJIHM JPYroil BBICOKOMOJIEKYJIIPHBIA TN
HU3KOMOJICKYJIIPHBIN aKTUBHBIN (hapmareBTHIeCKuil uHrpeaueHT APL

[044] B HekOTOpBIX BapHaHTaX peaju3auud H300peTeHuss oObeM (papMaleBTHUECKOM
cyOCTaHIIMM B BHIE JIEKapCTBeHHOH ¢opmbl 202, BBOmMMOH BHYTph wmimpuina 100, moker
NpeBbIIaTh HOMHUHANBHBIA 00beM mmpuua 100. Hampumep, B HEKOTOPBIX BapUaHTaX
peanu3zauuu H300peTeHuss o0beM (papMaleBTUYECKOW CyOCTaHLIMM B BUAE JIEKApCTBEHHOM
¢dbopmbr 202 MoskeT OBITH IO MEHbIIEH Mepe okoyio Ha 3% OoJbIe, YeM HOMUHAIBbHBIN 00BbeM
mmpuna 100. B HEKOTOpPhIX BapuaHTaxX peaNn3aluu n300peTeHus o0beM (papmaneBTHUECKO
cyOcTaHmmu B BUAe JekapcTBeHHOU (opmbr 202 MoxkeT ObIThb OT OKkoyio 3% nmo okono 40%
Oonpme HOMHMHaJIbHOrO oObemMa mmpuna 100. B HekoTopeIx BapmaHTax 00bBEM
bapmaneBTHUECKON CyOCTAaHIMU B BUAE JIEKApCTBEHHOW (popmbl 202 MOXKET HAXOAUTHCS OT
okos1o 3% 1o okoio 30%, ot okoyio 12% no okono 25%, umu ot okoio 14% mo okojno 25%
Oonple, yeM HOMUHaNbHBIH oObeM mmpuua 100. B HEKOTOphIX BapHaHTax peaNnu3aLuu
n300peTeHust 00beM papMaLeBTHYECKOH CyOCTaHIIMK B BUIE JIEKapCTBEHHOM (opmbl 202 MOXKeT
COCTaBJISITh OKOJIO 3%, 4%, 5%, 6%, 7%, 8%, 9%, 10%, 11%, 12%, 13%, 14%, 15%, 16%, 17%,
18%, 19%, 20%, 21%, 22%, 23%, 24%, 25%, 26%, 27%, 28%, 29% wmu 30% Oomnbiue, yem
HOMUHANBHBIA 00beM mmpuua 100. B nmpyrux Bapuantax peanuzanuu u300peTeHus: o0bem
(dapmaneBTHUECKONW CyOCTaHIIMM B BUAE JIEKAPCTBEHHOW (opmbl 202 MOXKET COCTABISITH OT
okoJio 0,1 M 1o 0,3 M Oosbine, ueM HOMUHAIBHBIN 00beM mmnpuna 100. Hampumep, B mmnpuie,
UMEIIEM HOMHHAJIbHBIE 00beM 1 M, o0beM (hapMaleBTHUECKOH CyOCTaHLMU B BHIE
nekapcTBeHHOH (opmbl 202 MokeT cocTaBisiTe OT okosio 1,09 mi go 1,30 mu, Hampumep, OT
okoJio 1,10 ma no 1,27 mn, ot 1,10 ma go 1,25 my v ot 1,10 mnt go 1,15 mn, manpumep, 1,09
v, 1,10 mum, 1,11 mom, 1,12 mon, 1,13 M, 1,14 v, 1,15 Mo, 1,16 mo, 1,17 mm, 1,18 M, 1,19 mo,
1,20 mn, 1,21 mn, 1,22 M, 1,23 Mo, 1,24 mo, 1,25 mo, 1,26 v wnm 1,27 mi. B kadectBe apyroro
npuMepa, B LITNPHUIE, MMEIOIIeM HOMMHAJIBHBIA 00beM 2 Mi, o0BbeM (papmaneBTHUECKOI
cyOcTanmmu B BHIE JiekapcTBeHHOU (hopmbl 202 Moxer coctaBysatk ot 2,09 mu mo 2,30 mi,
Hanpumep, oT okoio 2,10 mn no 2,25 ma, ot 2,10 mi go 2,20 mut, uium ot 2,10 M go 2,15 mu,
Hanpumep, 2,09 ma, 2,10 mu, 2,11 v, 2,12 ma, 2,13 ma, 2,14 v, 2,15 mo, 2,16 ma, 2,17 wma,
2,18 vy, 2,19 v wim 2,20 mu. B HEKOTOpPBIX BapHaHTaX pealn3alud HU300peTeHHst 00beM

bapmaneBTHUECKON CyOCTaHIIMU B BUAE JIeKapcTBEHHON (popmbl 202 MoxkeT ObITh OOJbIIEe, YeM
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HOMUHAJIbHBINA 00beM mmpuna 100, Ho meHbine, yem 140%, 130% wmu 120% OT HOMHHAIIBHOTO
obwema mmpuna 100.

[045] B HekoTOpBIX BapuaHTax peanu3auuud U300peTeHuss obdbeM (papmaleBTHUECKOI
cyOCTaHIIMM B BUZE JIEKapCTBEHHOM (opmbl 202, BBoguMON BHYTpb mmmnpuna 100, Moxer ObITh
HeMHOro Ooubine, yeM 00beM (papMaLeBTUYECKOH CyOCTaHIIMU B BHIE JIEKAPCTBEHHOH (HOPMBI
202, xoTopblii MOXeT ObITh BbITeCHeH u3 mmpuna 100 uepe3 uriy 110, u3-3a «MepTBOroO
o0beMay», HampuMep OCTaBIIErocss oObema, 3a0I0KupoBaHHOrO B KaHane 106 (u/wnum urne 110)
1ocJjie Toro, Kak y3ein 150 mpoOku ObLT MOJHOCTHIO MPOTONKHYT Yepe3 kopnyc 102. Hanpumep, B
LITIPULE, UMEIOIIEeM HOMUHAJbHBIH 00beM 1 My, 00BbeM HamonHeHUs (apMaleBTHYECKOM
cyOcTaHIIMM B BHIE JieKapcTBeHHOU (opmbl 202 B opme mpenapara MOKeT cocTaBisth 1,19
MJI, HO TIOTEHLHUAJIbHBIH OOBEM BBITAJIKMBAHUS WM BBENEHHBIH 00BEM (hapMaleBTHUECKOM
cyOcTaHIIMH B BUZE JIeKapcTBeHHOU popmbl 202 uepes uriny 110 moxer coctaBnsate okouo 1,14
L. B npyrux BapmaHTax peanuzanuu u300peTeHHs oObeM (apMaleBTHUECKOW CyOCTaHLIUU B
BUZE JieKapcTBeHHOH ¢Gopmbl 202, BBoguMO# BHyTpb wmpuia 100, Moxer ObITh Oonblie, Yyem
KOMOMHaIMs 1ejaeBoro oorema (papmManeBTHIeCKoil CyOCTaHIIMHN B BUZE JIEKAPCTBEHHON (DOPMBI
202 nekapCTBEHHOTO CpencTBa U MepTBOro odwema mmpuna 100. B momonHeHne k 3TOMYy, B
HEKOTOPBIX BapHAaHTaX peajH3aluu U300peTeHHst LeneBoil o0veM  (apManeBTHUECKOM
cyOCTaHIINM B BUAE JIEKapCTBEHHOM (opmbl 202, BBOOuUMON BHYTpb mmmpuna 100, Moxer ObITh
HEMHOTO0 OoJIbIIe, ueM LeneBoil 00beM (papManeBTHIecKol CyOCTaHLIMU B BHIE JIEKAPCTBEHHOM
dopmer 202, mpenHa3HAYEHHBbIN A BBITAIKWBaHUS depe3 uriny 110 ams toro, 4roObl y4yecTb
W3MEHYMBOCTb IPOLIECCOB HAIMOJHEHUS M TapaHTUPOBaTb, YTO AOCTaBJICHO MHHHMAJIBHOE
KOJINYECTBO (papMalieBTHUECKON CYOCTaHLIMU B BUJE JieKapCTBEHHOH popmbl 202.

[046] B HEkOTOpBIX BapuaHTaxX peau3aluy U300PETeHHs BO3AYLIHOE MPOCTPAHCTBO BO
BHyTpeHHell wactu 107 kopmyca 102 He cymecTByeT Iociae TOro, Kak pno0aBieHa
¢dapmaneBTHUeCcKas cyOCcTaHLIUS B BUAE JeKapcTBeHHOH (popmbl 202, u npodka 156 ycraHoBieHa
BHyTpu kopmyca 102. B napyrux BapuaHTax peanu3alyuil H300pETeHHs MOXKET CYIIeCTBOBATb
HEKOTOpPOE TaKOe BO3AYIIHOE MpOCcTpaHCTBO. Hampumep, B wnpuie, MMEOIIEM HOMUHAJIbHbBIN
o0bpeM 1 M, Takoe BO3AYLIHOE MPOCTPAHCTBO, U3MEPEHHOE OT JIFOOOW TOYKU HA HIKHEH 4acTh
npoOku 156 no mo0o TOYKM HA JIMHUU JO3UPOBaHUS (papMalleBTUYECKOW CyOCTaHIIMU B BUE
nekapcTBeHHOH Gopmbr 202, MokeT cocTaBsATh 0T 0koJio 0,01 MM 110 okosio 1 MM. B HEKOTOpBIX
BApPHUAHTAX peaM3ali W300pPETEeHHs CYIECTBYIOLIEEe BO3IYIIHOE MPOCTPAHCTBO MOXKET OBITH
OTHOCHTEJIbHO HEOOJIBIIUM, B PE3YJIbTaTE Yero BO3AYLIHBIN MTy3bIpb MOXKET OBbITh BHIEH, TOJBKO
ecnu kopnyc 102 moBepHYT Ha €ro CTOpPOHE, KaK NMPOWUJUIFOCTPUPOBAHO BO3AYLIHBIM Iy3BbIPEM
170 wa @ur. 3B. B HEKOTOpBIX BapHaHTAX peau3aliu H300pETeHHs] CYIIECTBYIOIIEe
BO3YILITHOE MPOCTPAHCTBO MOKET COCTABJISITH OT OKOJIO 5 MKJ 10 250 MK oObeMa SKHIKOCTH,
Harpumep, 150 Mk oGBeMa JKUAKOCTH.

[047] PaccrosiHe A MOKET MPEACTaBIATb COOON PacCTOSHUE OT AMCTAJIbHOM CTOPOHBI
105 ¢nanna 104 no BepxHeit yactu 164 npodbku 156 unm ot orBepcrus 101 Ha MpOKCHMATBHOM
koHUe kopnyca 102 no BepxHeilt yactu 164 npoOku 156. B HEKOTOPBIX BapUaHTaX pean3aluu

n300peTeHust paccrosiHue A MoxeT ObiTb Oombiie O, B pe3yibrare 4ero Bcs mpoOka 156
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pa3Mmernaercss BHyTpu kopmyca 102. DTo MOKeT rapaHTHpPOBaTh, 4YTO (hapMarieBTHYeCKast
cyOCTaHIIUsI B BHJIE JiIeKapCTBEHHOW (opmbl 202 sBISIETCS MOJHOCTBIO T€PMETHU3UPOBAHHOM
BHyTpU Kopmyca 102. B apyrux BapuaHTax peaju3aldd H300pEeTEeHHs] pacCTOSTHUE A MOXKeT
ObITh OOJblIE, YeM 3KCHEPUMEHTAJbHO OIpeNeNeHHOe IMOoporosoe 3HadeHue. Hampumep, B
HEKOTOPBIX MINPHILAX, UMEIOLUINX HOMHUHAJbHBIN 00beM 1 MJI, paccTosiHHEe A MOXET COCTABIISTh
10 MeHbLIeH Mepe OkoJo | MM. B HEKOTOPBIX BapHaHTaX peaan3aluy U300peTeHHs] PacCTOsTHUE
A MOXeT COCTaBJIATh MO MeHbINeH Mepe okoJio 1,5 MM, 2 MM, 2,5 MM, IO MEHbIIEH Mepe OKOJIO
2,56 MM, IO MeHbLIEH Mepe OKOJIO 2,57 MM, 10 MEHbIIEH Mepe OKOJIO 3 MM, 10 MEHbLIEH Mepe
OKOJIO 3,5 MM, MO MEHbIIEH Mepe OKOJO 4 MM, MO MEeHbLIeH Mepe OKoyio 4,5 MM, MO MEeHbLIEH
Mepe 0KoJIo 5,0 MM, WU 1O MEHbLIEH Mepe OKOJIO 5,5 MM.

[048] B HekOTOpBIX BapHaHTAX peajH3ali M300PETEeHUs PACCTOSIHHE A MOXKeT ObITb
S3KCHNEPUMEHTAIBHO ONPENEIeHO YACTUYHO HA OCHOBE CTEMNEHH, Ha KOTOPYHO WITOK 152 mopuiHs
MOJKET OTKJIOHATBCS OTHOCHTENILHO TIPOAOJIbHON ocu kopmyca 102 B mmpuie B coope 200. DTo
MOJKET OBbITh PEATM30BAHO JAJISI MPENOTBPAIIEHHS YPE3MEPHOTO HAKJIOHA MTOKa 152 mopmHs ot
cMmemeHnss npoOku 156, Hapymmas, TakuM OOpa3oM, CTEPHIIBHYIO T€PMETHYHOCTb MEXKIY
npodkoii 156 u xoprmycom 102, mnam WHBIM 00pa3oM Hapymas LEJIOCTHOCTb MPOOKU 156,
kopriyca 102 w/wnm mmpuna B coope 200 (Hampumep, BO BpeMs YIIAKOBKH, TPAHCTIOPTHPOBKH,
pacIakoOBKH WJIM MCIOJNb30BaHMs mmpuna B coope 200). B HEKOTOPBIX BapHaHTaxX pean3alun
n300peTeHst pacCTossHUE A MOXeT OBITh JOCTAaTOYHO OONBLINM, B PE3yJbTaTe 4ero JroOoi
HAKJIOH WITOKAa 152 mopuHsA OrpaHu4eH KOHTAKTOM CO CTEHKOW kopmyca 102 no 3HaveHwus,
MEHBIIErO 3aJaHHOr0 YIJIa OTHOCUTENIBHO ITPOAOJIBHON OCH Koprmyca 102.

[049] Ha @wur. 3C u 3D npowyuntoCcTpupOBaHbl albTEPHATUBHBIE Pa3MELIEHHs] MPOOKH
156 Bo BHyTpeHHel yactu 107 xopmyca 102. Kak npounmtoctpuposano Ha ®@ur. 3C, paccTossHUE
A sBi€TCSA CIUIIKOM MasbIM, IOTOMY 4YTO IITOK 152 MOpPIIHA MOMKET HAKIOHATBCS A0 TaKOU
cTeneHu (Hampumep, MoJ yIJIoM a), 4To npodka 156 MoKeT OTphIBATLCS OT CTEHKH Kopryca 102
WIA MOXKET OBITh CMEIEH OT INMPHLA, TAaKUM 00pa3oM Hapyluas LeJOCTHOCTh MpoOku 156 u
CTepWIbHOCTh mnpoOku 156, mmpuna 102 u  (¢apmaneBTHUECKOW CyOCTaHIMM B BHIE
aekapcTBeHHOH dopmbl 202. Kak mpowmmoctpupoBano Ha ®@ur. 3D, paccrosiHue A sIBISETCS
NOCTaTOYHBIM, B PE3YyJIbTaT€ YEro HAKJIOH IITOKA 152 mOpIIHSA OrpaHU4YeH CTEHKAMH KOopIyca
102 (mampumep, yrioMm b) U sBISETCS HENOCTATOYHBIM IUJIsl TOTO, 4TOOBI mpodka 156 moria
OTOpPBaTbCS OT CTeHKHM Kopmyca 102 M CMECTHTBbCA WJIM HHBIM O0Opa3oM HapymuThcs. B
HEKOTOPBIX BaApHAHTAX PeaM3aliy U300pEeTEeHHs, HAPUMEpP, B HEKOTOPBIX IIMPHLIAX, UMEFOIHUX
HOMUHAJIbHBIA 00BeM 1 M1, yroi b MokeT cocTaBisTh He Oonee, Hanpumep, 20°, 15°, 12° um
10°.

[050] IlepenonHeHHBIH U 3aKyMOPEHHBIH KOMIIOHEHT MEPBUYHOI YNAaKOBKH, TAKOM Kak
NePENIOTHEHHBIA U 3aKYTTOPEHHBIH MIMPHIL, MOKET OBITh JOCTHTHYT PAa3JIMYHBIME criocobamu. B
ZOTIOIHEHHE K 3TOMY MOTYT OBITh HCIIOJIb30BaHbl PA3JIMYHBIE CIIOCOOBI Ui YIAKOBKH
NEPENOJHEHHOIO U 3aKyIOPEHHOIO KOHTEHHEPaA C JIEKAPCTBEHHBIM CPEACTBOM.

[051] Ha ®ur.4 usobpaxena Onok-cxema dTamoB B crocode 300 mis mepenosHeHus

KOMIIOHEHTa IEPBUYHOM YIIAKOBKH, TAaKOIO Kak, HalpuMep, KOHTEHHEp C JIEKapCTBEHHBIM
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cpeactBoM. B coorsercTBum ¢ sTtanoM 302 MoxeT ObITH MPUrOTOBIEHA (apMalleBTHUECKas
cyOcTaHIMsl B BUAE JieKapcTBeHHOH ¢opmbl. B coorBerctBum ¢ stanmom 304 Moker ObITh
IIPUTOTOBJIEH KOHTEMHEpP C JIEKApCTBEHHBIM CPEACTBOM, MMEIOIUN XapaKTepUCTUKU IS
yAepKUBaHUs HOMHHAJIBHOTO oObeMa. B coorBercTBum ¢ stamom 306 KOHTelHep st
JIEKaPCTBEHHOT'O CPEACTBA MOKET OBITh 3aMojHeH 00beMOM (hapMareBTHUECKOH CyOCTaHIU B
BUJIE JIEKAPCTBEHHOH (POPMBI, MPH 3TOM OObEM HAIMOJIHEHUS MPEBbIIIAET HOMUHAIBHBIH 00BEM.
B coorBerctBum ¢ 3Tanom 308 KOHTEHHEp C JIEKAPCTBEHHBIM CPEACTBOM MOJXKET ObITh YKYTIOpPEH.
B cootBerctBUU ¢ 3Tanom 310 KOHTEIHEp ¢ JEKaPCTBEHHBIM CPEACTBOM MOXKET ObITh YIIAKOBAH.
[052] B coorBerctBuu ¢ 3TtanoM 302 MoxkeT ObITh MPUTOTOBJIEHA (apMalleBTUYECKas
cyOCTaHIIMsI B BUAE JIGKAPCTBEHHOW (opmMbl. B 3aBHCHUMOCTH OT  HCHOJB3yeMOMH
dapmaneBTHueckol  cyOcTaHIIMM B BHIAE  JieKapCcTBeHHOW  Qopmbl  (Hampumep,
(dapmaneBTHUECKON CyOCTaHLMU B BUIE JieKapCcTBeHHOH (opmbr 202, m3o0pakeHHOH Ha Dwur.
3A u 3B), moryr OBbITh NPUTOAHBIMU pa3INYHbIE TNpenaparsl. Hampumep, axkTHBHBINI
¢dapmaneBTrueckuii uHrpeneHT APl MOKeT ObITh IPUTOTOBIIEH B JKUAKOM (HAMIPHMED, KUIKOM
WIN reneo0pasHoM) pacTBOpe, MPUTOJHOM JUIS BBENEHHs MalMEHTY. B HEKOTOPBIX BapHaHTaX
peanm3anuu M300peTeHHs], TaKUM 00pa3oM, aKTHBHBIN (apmaueBTHUecKuil nHrpenueHt API
MOJKET OBITh MPHUTOTOBJIEH TaK, YTOOBI M30EKATh OCAXKIEHUS aKTHBHOTO (hapMaleBTHUECKOTO
unrpenuenta APl u3 pactBopa. B kadecTBe AOMONHUTENBHOIO NpUMEpa, INPEIBAPUTENBHO
NPUTOTOBJICHHAS, 3aMOpPOXKEHHass W XpaHuMas ¢apMaleBTHYecKass CyOCTaHLUS B BHUAE
JEeKapCTBEHHON (opMbl MokeT ObITh H3BJIEUEHA W3 XPAHWIMINA W Pa3MOpPOXKEHA UL
HaTOJIHEHMsI A0 MOAXOASIIEN TeMIepaTypbl, TAKOH Kak, HaIpuUMep, KOMHaTHas TemnepaTtypa. B
Ka4ecTBe JPyroro mnpumepa JeKapCTBEHHOE BELIECTBO MOXKET ObITh pa30aBJIEHO Pa3IMYHBIMU
BCIIOMOTATENbHBIMI  BellecTBaMH W/mnu  Oydepamu 111 mojydeHus (papmaneBTHUECKOM
cyOCTaHIIMM B BHAE JIEKapCTBeHHOW (¢opmbl. B  kauecTBe eme OAHOrO mnpumepa
¢dapmaneBTHUeckas cyOCTaHLUS B BHUJIE JIEKAPCTBEHHOH (HOPMBI MOXKET OBITh OT(PUIBTPOBAHA
yepe3 CUCTeMY (PUIIbTPALIMHU, HATIPUMED, IJIsl 00eCTeueHus] CTEPUIIBHOCTH, TIepe 3aroJHEHUEM
KOHTeHHepa C JIeKapCTBEHHBIM cpenctBoM. Puubrpanust (apmauneBTUYecKoOil CyOCTaHIMH B
BUJIE JIEKAPCTBEHHOHN (HOPMBI uepe3 cucteMy (PUIBTPALlMU MOXKET BKIIFOYATh OHO WK Oojiee U3
CJIEAYIOLIETO: OTTaWBaHUE, OOBEAMHEHHE, CMEIINBAHUE, YPAaBHOBEIIMBAHHE TEMIEPATyphl,
GUIBTPALNIO W/ WK TEpeHOC (papMaleBTHYEeCKO CyOCTaHIIUU B BUJIE JIEKApCTBEHHOMN (OPMBL
[053] B cootBerctBum ¢ 3tamoM 304 MokeT OBITh NPUTOTOBJIEH KOHTEHHEp C
JIEKApCTBEHHBIM CPEACTBOM, UMEIOIINI HOMUHANBHBIA 00beM. Hanpumep, mmpun 200 B cOope,
n3o0pakeHHblii Ha @ur. 3A u 3B, mMoxer ObITh pazoOpan TakuMm oOpaszom, yro mmpun 100
Oynmer otmeneH ot y3ma 150 mpoOku. B HEKOTOpBIX BapuaHTaX pealn3aluu H300pPETEHHUs
KOHTEHHEp C JIEKApPCTBEHHBIM CPEACTBOM MOXKET ObITh COOpaH, U3BJIEUYEH U3 YIIAKOBKH, OYHILIEH
WIA CTEePWIN30BaH. B HEKOTOPBIX BapuaHTax peajn3alud H300pETeHHsT KOHTEHHEp C
JIEKApCTBEHHBIM CPEICTBOM MOKET OBbITh 3arpy’kK€H B Pa3jIMBOYHYIO MALINHY, MPUTOAHYIO AJIS
aBTOMAaTHYECKOTO  3alOJHEHUsT KOHTEHHepa C JIEKapCTBEHHBIM CPENCTBOM  OOBEMOM
¢dapmaneBTrueckoil cyOcraHuu B BuAe JekapcTBeHHON (opmbl. Kak Obuto panee ommcaHo B

oTtHomeHuu mmnpuua 100, npousrocTpupoBaHHOrO Ha @ur. 2A, KOHTEHHep C JIEKapCTBEHHBIM
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CPEACTBOM MOXET MMEThb JII0O0H HOMHHAJBHBI 00beM. B HEKOTOPBIX BapHaHTaxX peayn3aluu
N300peTeHNs] MHOKECTBO KOHTEHHEPOB C JIEKAPCTBEHHBIMH CPECTBAMU MOTYT OBITH COOpaHBI U
CTEPHIIN30BaHbl CEPUITHO, HanpuMmep, naptusmu 1o 80, 100, 160, 200 unu Gonee KOHTEHHEPOB €
JIEKaPCTBEHHBIMU CPEACTBAMH.

[054] B coorBercTBUu ¢ 3TanoM 306 KOHTEHHEp C JEKAPCTBEHHBIM CPEICTBOM MOXKET
OBITh 3amONHEH 00BEMOM (hapMaLeBTHUYECKOH CyOCTAaHIIMM B BHIE JIEKAPCTBEHHOH (OPMBI, B
COCTaB KOTOPOrO BXOAMT OOBEM, MNPEBBIMIAIONINA HOMHHAIbHBIH 00BEM KOHTeWHepa C
JIEKAPCTBEHHBIM CPENCTBOM. JTa CTaAMs HAIMOJHEHUS MOXKET OBbIThb BBINOJIHEHA, HAIpUMep,
MOCPEACTBOM MPOLIECCa MALTMHHOTO HAIMOJHEHHs], UCIIONb3Ysl aBTOMATUYECKYIO Pa3JIMBOYHYIO
MAIIUHY, WCIOJb3ysl TOJyaBTOMATHYECKYK) pPA3JIMBOYHYK) MAIIWHY, WJIA MOXeET ObITh
BBITOJIHEHA BPYYHYIO. B HEKOTOPBIX BapUaHTaX pealu3alud H300peTeHUsT KOHTEWHep C
JIEKAPCTBEHHBIM CPEICTBOM MOXKET OBbITh 3aIIOJIHEH B BaKyyMe JUISl TOTO, YTOOBI MPEIOTBPATUTD
3axBaT 00be€Ma BHYTPHU KOHTEIHEpa € JIEKAPCTBEHHBIM CPEACTBOM BO3IYLTHBIMH KapMaHAMU T
ny3bIpbKaMi. B HEKOTOPBIX BapuaHTax peanu3aliy U300pEeTEeHHs] MHOXKECTBO KOHTEHHEPOB C
JIEKApCTBEHHbIMH CPEICTBAMH MOTYT OBITh 3allOJIHEHBl CEPUHHO, HCHONb3Ys, Hampumep,
aBTOMAaTU3UPOBAHHBIN MPOLIECC 3aBeplIeHus 3anonaHeHus. Hanpumep, naptuu u3 80, 100, 160,
200 m MHOKECTBO KOHTEHHEPOB C JIGKAPCTBEHHBIMU CPEICTBAMU MOTYT OBITh 3aMIOJHEHBI KaK
4acTb aBTOMAaTHU3MPOBAHHOIO IIpOLiECCAa 3aIONHEHUs. B HEKOTOpBIX BapuaHTax pealu3aluu
n300peTeHNs! KOHTEHHep AU JIEKAPCTBEHHOT'O CPENICTBA MOXKET OBITh 3aIIOJIHEH B ACENTUYECKUX
ycnoBusix. OO0beM (papManeBTHYECKON CyOCTaHIMM B BHIE JIEKAPCTBEHHOH (POPMBI MOXKET
NPEACTaBIATh COO0ON J000€ KOJNMYECTBO, KOTOPOE TIPEBBIIIAET HOMHUHAJIBHBIA OO0BEM.
Hamnpumep, o0vem papmaneBrruueckoii CyOCTaHLIMK B BUIE JIEKAPCTBEHHON (POPMBI MOKET OBITh
10 MeHblueil Mepe Ha okoso 10% OGounblie, YyeM HOMUHAJBHBIA 00BEM, UJIIH MOXKET MPECTABIIATh
coboii r0boe Ipyroe KOJHUYECTBO, KOTOPOE TMPEBBIIAeT HOMHHAIBHBI 00BEM, Kak ObLIO
OITMCAHO IO OTHOIIEHHIO K (papMaleBTH4eCKON CyOCTaHIIMM B BUAE JIEKAPCTBEHHOH hopmbl 202
B mmnpuue 200 B cOope.

[055] B coorBerctBum ¢ 3tanom 308 KOHTeNHEp C JIEKaPCTBEHHBIM CPEICTBOM MOXKET
OBITh 3aKyNOpeH. YKyNOpHBaHUE BKJIIOYAET B cedsi obecredeHne HaIiexkKalero pasMereHus
3JIEMEHTa Il YKYTIOPUBAHUS 10 OTHOIIEHHUIO K OCTaJIbHOMN YacTH KOHTEWHEpa ¢ JIeKapCTBEHHbBIM
cpeacrBoM. Hampumep, uro kacaercs mmpuua 200 B cOope, YKyNOPHUBAaHHE MOXKET BKJIIOYATh
obecriedeHne TOro, 4ro0bl BepXHssA 4acTh 164 nmpoOku 156 Mo MeHbInel Mepe MpoXoaAmia uepes
aucTanpHyto cropony 105 dnanmna 104 kopmyca 102, B pesynbrate yero npodka 156 moiHOCTHIO
HaxXOAWUTCs1 BHYTpU BHyTpeHHel dyactu 107 xopnyca 102. B HEKOTOpBIX BapuaHTax peanu3aluu
u300peTeHNs] YKYMOPUBAHUE MOXKET BKJIIOUATh OOECIeueHue TOro, YTOOBI BEPXHsA 4acThb 164
npoOku 156 Oputa BCTaBiE€HA MO MEHbLIEH Mepe Ha TpeOyemMoe pacCTOSHHE OT JUCTAJIbHOM
cropons! 105 ¢nanna 104, kak OpUIO paHee OMMCAHO MO OTHOMIEHHIO K mmpuiy 200 B cOope.

[056] VYkymopuBaHue B COOTBETCTBUM C 3TanmoM 308 MOKET BKJIIOYATh IMPOLECC
BAKYYMHOIO YKYIOpHBaHHUs, Kak MpoWuIocTpupoBaHo Ha Pur. S5A-5D, unu mnporecchl
YKYTIOPUBAHUSI C TMOMOINBIO BaKyyMa, Kak IpOWLIIOCTpUpoBaHO Ha Pur. 6A-6E. B Takux

BapUAHTaX pean3alui H300peTeHHs BAKyYM MOKET NPUMEHSATHCS BO BpeMsl YKYTIOPUBAHUS AJIs
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TOr0, 4TOOBI TPENOTBPATHUTh HJIM YMEHBLIMTh 3aXBaT BO3[yXa BO BHyTpeHHeH wactu 107
kopriyca 102, m cnocoOCTBOBaTh BBENEHUIO IMPOOKH HACTOJNBKO TIIIyOOKO, HACKOJBKO 3TO
BO3MOXKHO, BO BHYTpeHHIOO 4YacTb 107 kopmyca 102. BakyymHOE yKynmopUBaHUE WIH
YKYTIOPUBAaHUE C TIOMOLIBI0 BaKyyMa MOTYT CIIOCOOCTBOBaTh mnepenonHeHuto mmpuna 100,
IOTOMY YTO BaKyyM MOXKET OOJerduTh 3aMEHy BO31yXa, KOTOpBIH OOBIMHO 3aXBady€H BO
BHyTpeHHel uactu 107 xopmyca 102, nononHUTENbHbBIM 00BEMOM  (hapMareBTUYECKON
cyOctaHumy B Buae JekapcTBeHHOW ¢Gopmbl 202, Ilpomecc BaKyyMHOTrO YKyIOPHUBaHHS
MIO3BOJISIFOT MPHUTATHBATH MPOOKY B HEMOCPEACTBEHHOM OJIM30CTH K JKUAKOCTH B KOHTEHHEpe ¢
JICKAPCTBEHHBIM CPEICTBOM 32 MpenejaMd MEXaHUYeCKHX dYacTed MpoOKH, BCTYMAKOIIUX B
KOHTaKT C JKUAKOCTBIO, U 0e3 HexenareabHOH nedopmanuu (Hampumep, B BUAE CKJIAAOK MU
pa3pbiBoB) npoOku. [1o 3THM NMpUYMHAM MOXKET OBITh MPEANOYTUTENbHEE MPOLECC BAKYYMHOTO
YKYIIOpPUBAHUsl WIM IPOLECC YKYNMOPUBAHUA C MOMOULIBK) BaKyyMa 4eM, Halpumep, MpoLecc
MEXaHUYECKOTO0 YKYIOPUBAHMSA, KOTOPBIH MOXKET He O0ecrnevynBaTh STHUX NpeumylnecTs. B
APYTUX BapUaHTaX pean3alid M300peTeHHs] YKYNOpPHBAHHWE B COOTBETCTBUHU C 3TamoMm 308
MOJKET OBITh BBIOJIHEHO JIFOOBIM JIPYTUM CIIOCOOOM, H3BECTHBIM B JAHHOW 00JIACTH TEXHUKH.

[057] Ha @ur. 5A-5D npowJuIIOCTpUPOBAaH OJUH NPHUBOIMMBIN B KadyecTBe NpUMepa
MpOLIECC BaKyyMHOIO YKyNOpHBaHUsA. B 5TOM mpouecce BaKyyMHOIO yYKyNOPHUBAHHUSI BaKyyM
CO37aeTCsl Ha JUCTAJIBbHONW CTOPOHE KOHTEHHepa C JIEKapCTBEHHBIM CPENCTBOM, a MpoOka
BTATMBAETCS B KOHTEWHep C MoMoInbio BakyyMa. Kak mpommmocTtpupoBaHo Ha Dur. SA-5D,
BaKyyMHbII koprnyc 502 comepxkuT mpoknanky 504, xOTOpas MOXKET OKpPY»XKaTb BaKyyMHBIN
kopnyc 502, u BakyymHbIM kaHan 500. Bakyymaelii koprnyc 502 MOXET UMETb pasMepbl IJIs
yIep>kuBaHus NpoOku 156 1 MOXKET UMETh TUaMeTpP, CONOCTABUMBIH ¢ 1uameTpoM Kopmyca 102
mnpuna. PapmaneBTuueckas CyOCTaHLUSI B BHIE JIEKapCTBEHHOH (opmbl 202 MoxeT ObITh
BBEeleHa BHYTpb Kopmyca 202 mmpuna. Kak npousmmoctpuposano Ha ®ur. SA, npobka 156
MOXeT ObITh BBEIEHA B BAaKYyMHBIN Kopmyc 502 ¢ MOMOIIBIO BCTABHOTO CTep kHs 508, KOTOpBIH
MOKeT ObITh MocakeH B moyiocth 157 mpobku 156. Kak mpoummoctpupoBaHo Ha ®ur. 5B,
BaKyyMHbIN kopryc 502, yaep:kuBarouinii npooky 156, MokeT ObITh pacHoJIOKeH Hall KOPITyCOM
102 mmpwura, B pe3ynbraTe yero npokianka 504 maxoaurcs B KoHTakTe ¢ guannem 104 kopmyca
102 mmnpuna. ITpoknanka 504 MoxeT co3naBaTh YIUIOTHEHHE MEXIY BaKYyMHBIM Kopiycom 502
u ¢nanuem 104 kopmyca 102. Bakyym mMoxer ObITh MPUJIOKEH K FePMETHYHOW OOJACTH TMMOA
npodkoii 156 (t.e. k BHyrpeHHel wactu 107 xopmyca 102) uepe3 BakyyMmHbId kaHan S506.
Bakyym ¢ momompro BCTaBHOTO crepkHs 508 mo3BONse€T BBHITATHBATH MPOOKy 156 wu3
BakyyMHoro kopnyca 502 B kopnyc 102, xak npousnnoctpuposado Ha @ur. 5C. Bakyym moxer
noMoub oOecneuuTh pasMerneHue npodkm 156 kak MoxkHO Ommke K (papmaneBTHYECKOi
cyOcTaHIIMM B BHUE JieKapcTBeHHOH (Gopmbl 202. B KOHEUHOM HTOTe, KaK MPOMJLTIOCTPUPOBAHO
Ha @ur. 5D, BakyyMHbI# kopryc 502 MOkeT OBbITh yIalieH.

[058] Ha ®ur. 6A-6E mponnarocTpupoBaH OAMH IPHUBOAUMBIN B KadyecTBe IpUMepa
IpoLIeCC YKYNOPUBAHUS C MOMOLIBK BakyyMa. B 3TOM mpouecce yKyNnOpHUBaHUs C MOMOLIBIO
BAaKyyMa BakyyM IpPUKIAIbIBAETCS K KOHTEHHEPY € JIEKAPCTBEHHBIM CPEICTBOM, a TpyOka aus

BBEJIEHUsI TPOOKU MCIIONB3YeTCS ISl CHKATUSl MPOOKH M BBEACHHS MTPOOKH BHYTPb KOHTEHHEpA C
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JIEKapCTBEHHBIM CPEACTBOM MPH IOMOIIM BCACBIBaHMs, CO34aBaeMoro BakyyMoMm. Kak
npomLTIoCTprpoBaHo Ha Pur. 6A-6E, TpyOka 602 nist BBeneHUs MPOOKU CONEPKUT MPOKIIAIKY
604, koTopast MOXeT OKpy»kaTb TpyOky 602 nnst BBeneHMs MPOOKH, W BaKyyMHBbIN KaHai 606.
Pasmep Bceit unm yactu TpyOku 602 ayis BBeAEHHUS TPOOKU MOXET OBITh PACCUUTAH TaK, YTOOBI
yaepkuBaTh IpoOKy 156 B cierka c:xkaTtoil KOH(PUrypaLuH, 1 MOXKET MOMeInaTbes B kopryc 102
IINPULIA, B KOTOPBII BBOAUTCS (papMalieBTUUYeCKash CyOCTaHIMs B BHJE JIEKAPCTBEHHOH (HOpMBbI
202. Kak npommmoctpupoBano Ha @ur. 6A, npodka 156 moxer ObITh BBenieHa B TpyOKy 602 s
BBEICHUS IPOOKH C TIOMOIIBIO BCTABHOTO CTep:KHs 608, KOTOPBIIl MOJKET BCTABJISITHCS B TIOJIOCTh
157 nmpobku 156. Kak mpommmroctpupoBano Ha @ur. 6B, TpyOka 602 nyst BBeneHus: nmpoOKw,
ynepkuBaromasi mpooky 156, moxer ObITh BBeIeHa BO BHYTpeHHIOW 4acTh 107 kopmyca 102
mmnpuna. [Tpoknagka 604 MokeT co3AaTh repMETHYHOE YILUIOTHEHHE MeXny TpyOkoit 602 mis
BBeneHuss U (Quanuem 104 kopmyca 102. Bakyym MoxkeT ObITh NPHIIOKEH K T'€PMETHYHOM
obnactu mox nmpoOkoii 156 yepes BakyymHbIi kaHan 606. Kak mpowsutroctpupoBaHo Ha @ur. 6C,
BCTaBHOU cTepskeHb 608 MOXKeT UCTONb30BATHCS IS MepeMereHust mpooku 156 depe3 TpyOky
602 nns BBemeHUs. Bakyym MOKeT CocOOCTBOBATH JajbHEHIIEMY BTATHBAHUIO MPOOKH 156 B
kopanyc 102, B pesynbrare dYero OH HAaxXOOUTCS B HEMOCPENCTBEHHOW ONM30CTH K
dapmaneBTHUECKON CyOCTAaHIMU B BHIE JeKapcTBeHHOH Gopmbl 202. Kak mpomuIrocTpupoBaHO
Ha Qur. 6D, TpyOka s BBeneHus 602 moxer ObITh yaaneHa. BeraBHoi crepskeHb 608 MokeT
OMOYb yAepKHBaTh NMpoOKy 156 Ha mecre, B pesynbraTe dero mpobka 156 ocraercs u
pacwupsiercst s nocaaku B kopnyce 102, Kak npousmmroctpuposano Ha @ur. 6E, BcraBHOU
crepkeHb 608 MoxkeT ObITh ymaneH. B HEKOTOpBIX BapuaHTaX peanu3alud U300peTeHus
BCTaBHOH crepskeHb 008 MoskeT ObITh yhasieH mnepes yaajaeHueM TpyOku it BBeneHust 602, u
MOJKET TNPOAOJDKATBCS CO3[JaHHE BakyyMa depe3 TpyOky Ui BBeneHHs 602 1 BTATMBAHMA
npoOku 156 B koprnyc 102 nocne ynaneHust BCTAaBHOTO CTepskHs 608.

[059] Hcnonp3oBaHue BaKyyMHOrO YKYMOPUBAHHSI WJIHM IpoLecca YKYIOPUBAHUS C
MOMOIIBIO BaKyyMa JUIsl BTSTUBAHHs MPOOKU B KOHTEHHEP MOXET CHU3UTH BEPOSITHOCTH TOTO,
YTO MEXaHUYECKHE OSJIEMEHThl Ui YKYNOPUBAHUS COINPHUKACAIOTCS C (papMarieBTUIeCKON
cyOcTaHIMel B BHIE JICKAPCTBEHHOH (OPMBI BHYTPU KOHTEHHEpA, TAKMM OOpa3oM COXpaHss
CTEPIIIBHOCTD (papMarieBTUYECKOl CyOCTaHLIUY B BUJIE JIEKAPCTBEHHON (POPMBIL.

[060] B HekoTOpBIX BapHaHTaX peanu3aluu U300pETEHUs, MPOUUTIOCTPUPOBAHHBIX Ha
@ur. SA-5D u 6A-6E, snemeHT ans ykynopuaHus (Hampumep, npodka 156 ) moxker ObITh
BBEJICH WUJIM BTSHYT BO BHYTPEHHIOIO 4acTh 107 xopnyca 102, ¢ ucnonb3oBaHueM BakyyMa WIH
nporecca YKYNOPHBAHUS C TIOMOIIBIO BakyyMmMa, 03 MPHUKPEIUIEHHOrO INTOKA TTOPLIHS
(mampumep, mrToka mopwHs 152). ITok mOpmwHSA MOXET OBITP MPHCOCAWMHEH K MpoOKe
(HampumMmep, yepes moyiocTh 157) mociie 3aBeplieHns YKy TOPUBAHUSI.

[061] B coorserctBum ¢ 3TanoMm 310 kOHTelHEp C JIEKapCTBEHHBIM CPEACTBOM MOXKET
OBITh yNMakOBaH. YTAKOBKAa MOXET BKJIIOUATh, HAPUMEpP, 3aKJIIOYEHHE BCEro YKYIOPEHHOTO
KOHTeliHepa C JIeKapCTBEHHBIM CPEACTBOM B KOMIIOHEHT BTOPHYHON YIAakKOBKH (TO €CThb
YyIaKOBKY, HE HaXOMSIIYIOCS B HEMOCPEACTBEHHOM KOHTakTe C (papMareBTHYeCKOn

cyOcTaHIHel B BUE JIEKAPCTBEHHON (POPMBI), TAKYIO KaK IUIACTUKOBAs YIAKOBKA, MOIXOASINIAS
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IJIsl TIEPEBO3KU KOHTEWHEpa C JIEKApCTBEHHBIM cpeAcTBOM. Jtam 310 MOXeT Takke, WIH B
Ka4eCcTBE aJbTEPHATUBBI, BKJFOYATh HAHECEHHE ONHOTO WM Oojiee repMEeTHUECKHX MOKPBITHI
W/WIM 3TUKETOK Ha YKYIOPEHHBIH KOHTEHHEP C JIEKApCTBEHHBIMHM CPEACTBOM HJIM Ha €ro
ynakoBky. B HEKOTOpBIX BapMaHTax peajlu3alud H300peTeHHs MOXKET MOoTpeOoBaThCs
HeOoJIblIIasl yIakoBKa MJIM OTCYTCTBHE YIIAKOBKH (3a MpezenamMu KOHTeliHepa ¢ JIeKapCTBEHHbIM
CPEICTBOM).

[062] VkynopeHHble M YyNaKOBaHHbIE KOHTEHHEpHI C JIEKAPCTBEHHBIMU CpENCTBAMU
MOTYT XPaHUTBCS, MEPEBO3UTHCS W/WIJIM HUCIONb30BaThCs MO HEOOXOAMMOCTH. B HEKOTOpBIX
BapHUAHTAX peaT3aliy H300peTeHUsT KOHTEHHEPHI C JIEKAPCTBEHHBIMU CPECTBAMH MOTYT OBITh
NPEABAPUTENLHO MPOCTEPIIIM30BAHBI, a TAaKXKe 3alOJHEHbI M YKYIOPEHBI IOCPEICTBOM
mporecca acenTHYEeCKOr0 HAMOJHEHUs. B JOMONHUTENBHBIX BAapHAHTAX  pPeATU3aALUH
n300peTeHNs YIIaKOBAHHBIA KOHTEHHED IS JIEKAPCTBEHHOT'O CPENICTBA MOJKET OBbITh MOJBEPTHYT
¢uHMIIHON creprnu3anyy. OUHUIIHAS CTEPUIIH3ALMS MOXKET BBIIOJIHATHCS JIEOOBIM CIIOCOOOM,
U3BECTHBIM B JAHHOW OOJIACTH TEXHUKH, KOTOPBII HE OKa3bIBAECT OTPHLATENILHOIO BO3IEHCTBUS
HAa YKYIIOPEHHBIH KOHTEHHEP C JIEKAPCTBEHHBIM CPENCTBOM, HANpHUMEp, NepemMernas MpoOKy
KOHTEeHHepa C JIEKApCTBEHHBIM CPEACTBOM (Hampumep, nmpodky 156 B mmpune 200 B cbope),
9To0Bl OOHAXUTH (hapMALEBTHUYECKYIO CYOCTaHLMIO B BUIE JIEKAPCTBEHHOH (HOpPMBbI BHYTPH
KOHTEeHHepa C JIEKAPCTBEHHBIM CPEICTBOM (HarpuMep, papManeBTHIeCKy0 CyOCTaHIIUIO B BUAE
nexkapcTBeHHOH Qopmbl 202 B mmpuue 200 B cOope) B HECTEPHIBHYIO CPENy WM BBI3bIBAS
yTeuky (apmManeBTudeckold CyOCTaHIIMM B BHAE JieKapcTBeHHOH (opmel. B nmomonnenme x
5TOMY, (PMHUINHAS CTEPIIIN3ALIIS MOXKET MPOBOIUTHCS JIFOOBIM CIIOCOOOM, H3BECTHBIM B TAHHOMN
00JacT! TEXHUKH, KOTOpbIH (1) HE MOABEpraeT YKYNOPEHHBbIH KOHTEHHEP C JIEKapCTBEHHBIM
CPEACTBOM U €ro COAEP>KUMOE BO3JIEHCTBHIO TEMIIEpaTyp W/WMIM AaBIE€HHH, KOTOpPblE MOTYT
OTPULIATENbHO TOBJIMATH HA KOHTEHHep WM (apMaleBTHYECKYI0 CyOCTaHILMIO B BHUJE
JekapcTBeHHOW (opmbl  BHyTpu, wiau (ii) HE TNPUBOAUT K BBIMBIBAHHIO OCTATKOB
CTePHIIM3YIOIIEro BemecTsa u3 npodku 156. Hanpumep, puHHUILIHAS CTEPUIH3ALHS MOXKET OBITh
OCYIIECTBJIEHA C TOMOLIBI) MPOLECCOB CTEPUIIU3ALMH MAapaMU MEPEeKHCH BOIOPONA, TAK Kak
onucaHo B nateHTHOH 3asiBke CIIIA Ne 62/477,030, monannoti 27 mapta 2017 r. u 62/472,067,
nopanHou 17 mapra 2017 r., KOTOpBIE BKJIIOYEHB! B JaHHOE ONMCAHHE MOCPENCTBOM CCBUIKH.
QDUHUIIHAS CTEPHIIU3ALMS MOXKET TAaKXKe OCYIIECTBIISATHCS, HANpPUMEP, OPYTUMHU Crocodamu,
UCTIONB3YIOIIMMH TIaphl MEPEKUCH BOJAOPOAA, CTEPHIIM3aLUI0 3TUIeHoKcHIoM (ethylene oxide -
EO), obnyuenmnem, mapbl wiu auokcupa asora (NOp), CTepuwinMzaluio raMMa-H3JyudeHHUEM,
CTEPHIIN3ALIUIO SJIEKTPOHHBIM MTyYKOM WJIM APYTHE MPOLIECCH, N3BECTHBIE B TAaHHOH 00JIacTH.

[063] B HekoTOpBIX BapuUaHTaX pealu3aluud H300peTeHuss JHOOOH WM BCe
BBILIEOMUCAHHBIE 3Tambl M (Pasbl MOryT ObITh BBINOJHEHB BPYYHYIO, ABTOMATHUYECKH C
MIOMOIIBIO PA3JIMYHBIX MALIMH M CIIOCOOOB IMOATOTOBKH, HAIIOJHEHNUS M YKYIIOPKH, H3BECTHBIX B
TaHHOM 00JIACTH TEXHUKH, WJIU C TIOMOIIBI0 KOMOMHALINH PYYHBIX U ABTOMATHUECKUX EHCTBUH.
B HekoTOpbIX BapHaHTax peasn3aluil U300peTeHHs JT0ObIe WM BCE BBIIIEONNUCAHHBIE 3TAIbI U
(a3bl MOTYT BBINOJHATBHCA B OJHOW HIJIM MHOJKECTBE NMApTUil KOHTEHHEPOB C JIEKAPCTBEHHBIM

CpE€ACTBOM. HapTI/ISI MOXKET COACPKAaTb, HAIIPUMEDP, MHOXKECTBO OJHWHAKOBBIX KOHTeﬁHepOB C



22

JIEKapCTBEHHBIMU CPEACTBAMH, KOTOPbIE MOTYT OBITh IPUTOTOBJIEHBI, EPENOIHEHBI, YKYTOPEHbI
U T. A. Bced rpynnoi. Hampumep, mapTusi mpenBapUTENbHO 3alOJHEHHBIX IINPULIEB MOXKET
coxepxatb 10, 50, 80, 150, 160, 200, 1 000, 10 000, 20 000, 50 000, 100 000 mnu Gonee
NpeABAPUTENPHO HAMOJHEHHBIX InpuueB. Kpome Toro, mo0oi U3 BHINEYIOMSHYTBHIX 3TaroB
ciocoba 300 mMoxkeT ObITh MpomylieH WiM OOBbEAMHEH ¢ ApyruMm stanoM. Kpome Toro, xors
HEKOTOpbIE U3 BBIIIEOMUCAHHBIX 3TANOB U (ha3 MOTYT ObITh OMUCAHBI B OTHOLIEHUN KOHTEHHEPOB
C JIEKapPCTBEHHbIMU CPEICTBAMH WIH, Oojiee KOHKPETHO, LINPHLEB, CIEAYyeT IMOHMMATb, YTO
STarbl, OMUCAHHbIE B JTAHHOM JOKYMEHTE, MOTYT ObITh IPUMEHEHbI K MHOKECTBY KOMIIOHEHTOB
NepBUYHON ynakoBku. Kpome Toro, onuH uiu 0osee U3 BhILEYNOMSHYTBIX 3TaroB MOTYT ObITh
BBINOJIHEHBI BHE MOPSAKA, TPOMLTIOCTPUPOBAHHOTO Ha Pwur. 4.

I[MPUMEPHI

ITpumep 1

[064] TeopeTudeckasi BO3MOXHOCTD MEPEMOJHEHHSI LITIPULA ONIPEAEIISIIACH CIEIYHO UM
obpazom. Impunr BD Hypak Physiolys SCF™ emkocTbio 1 MJI C HH3KUM COAEp KaHHEM
Bonbgpama (ot kommanuu Beckton Dickinson Medical) npoaHanu3upoBanu Ajisi TOTO, YTOOBI
OMpEeNeNUTh, BO3MOXKHO JIM €ro 3alOJIHUTh BBENEHHBIM oO0bemoM 1,15 mu wim 1,10 mi
JIEKAPCTBEHHOT'O CPEICTBAa MPU codeTaHuu ¢ nopinHeBol npobkoit BD Hypak PS Flurotec st
oovema 1 M u mrokom mopmHs BD Hypak 21510 PR C ans oosema 1 mut (OT KOMmaHuu
Beckton Dickinson Medical).

[065] Cravana ObutH OmpeAeNieHbl TeOpeTUYECKHe O0BEeMbl HATIOJNHEHUS, HEOOXOTUMbIe
I JOCTYDKEHUS] BBOJUMBIX OOBEMOB JieKapcTBeHHOro cpexncrsa B 1,15 mu m 1,10 wmu
Teoperuueckue norepssHHbIE 0ObEMBI (HAPUMEP, MEPTBbIE 0ObEMBI I O0OBEMBI, OCTAIOLIHECS
B INNpULE T[OCHEe YJaJeHUs MAaKCHUMAJIbHO BO3MOXHOrO o00beMa, U IOTEHLHUAJbHBIE
OTpULIATENbHBIE OTKJIOHEHHs OT TpeOyeMbIX OOBEMOB, OCHOBAHHBIE HA M3MEHUHUBOCTH B
IpoLeccax HAINOJHEHUsI), ONpeNeNisuld Ha OCHOBE HM3MEPEeHHil Ha OCHOBe 3a0opa INNpHIa,
PacCUYMTAHHBIX BBICOT 3AIMOJHEHHUS JKENaeMoro oObeMa BBOAMMOIO JIEKApPCTBEHHOTO CPENCTBA U
BO3MOXKHOCTEH KOHTPOJb B Xone TexHosnorndeckoro mpouecca (IPC, in-process control). 3tu

TEeOpEeTUYECKHE MOTEPSTHHbIE 00beMbI ObLUTH PACCYUTAHBI CIEAYIOIIUM 00Pa3oM:

Tabnuua 1.
IHapamertp PacueTHble ycioBust Haunxynmmui cay4dai
IMorepst oObeMa U3-3a KaIIH UIJTbI 0,003 mn 0,005 mun
OObeM, OTepsIHHBIN U3-32 MEPTBOTO 0,006 mn 0,010 mn

o0Bema mmnpuna

BosmoxnaocTu IPC (In-process control) 0,008 mn 0,012-0,014 mn

Bo3moskHOCTH mpoLiecca HaOJIHEHUs 0,006 mn 0,008 mn

[066] Ilytem mobaBiieHHMst STUX TEOPETUYECKUX 3HAUEHUH K TEOPETHUYECKUM OObeMam

BBOAMMOTO JIEKAPCTBEHHOTO CpeacTna, paBHbM 1,15 mut u 1,10 mut, Obuto ompezneneHo, 4To npu
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PaCYETHBIX YCIOBHAX TEOPETUYECKUH OOBEM HAMONHEHUS, HEOOXOMUMBIH I TOCTHIKEHHUS
BBOAMMOIO O0OBEMa JIEKAPCTBEHHOT'O CpenacTBa, pasHoro 1,15 mu, cocraBmsn 1,173 wmui, a
TEOPETUYECKHH OOBEM HAIOJHEHHs, HEOOXOAMMBIM IJIsI OCTHXKEHUS BBEIEHHOTO oObeMa
npenapata 1,10 mn cocrasman 1,123 mn. B Haumxymmem ciydae Teoperuueckuii o0bem
HAIOJTHEHUsI, HEOOXOAMMBIN Ui IOCTIDKEHHs oObeMa BBOAMMOro JjekapctBa 1,15 mu, Obun
ompeneneH paBHbiM 1,187 wmu, a Teoperuueckuil 00BEM HAMOJHEHHUS, HEOOXOOUMBIN IS
IDOCTHXXEHUs] 00beéMa BBOAMMOTO JIeKapCTBEHHOro cpencrsa 1,10 mu, Obul ompeneneH paBHbIM
1,137 ma.

[067] 3arem 5T o0OBeMbl ObUTM NPeOOpPa3OBaHbl B «BBICHIYK) TOYKY YPOBHS
JIEKAPCTBEHHOTO CPEICTBA» B TEOPETUYECKH HAMOJHEHHBIX LINPUIAX C HCIOIb30BAHUEM
pa3MepoB MINPHLEB. BBICIIYIO TOYKY YPOBHS JIEKAPCTBEHHOT'O CPEACTBA 3aT€M OOBEIMHSIN C
pa3Mepamu IINPULEB U y3Ja MPOOKHU JJIsl ONpPeNeeHUs] TEOPETHYECKUX TMOJIOKEHHH MPOOKU B
IIMPHULAX, HAMOJHEHHBIX JKEJIAeMbIMH TEOPETHYECKMMU oObeMaMmH HamonHeHus. «IlomokeHne
POOKI» OTHOCUTCSI K PACCTOSTHHIO MEKAY BEPXHEH HacThiO MPOOKH B HAIIOJIHEHHOM LITIPUIIE U
IUCTAJbHON CTOpOHOH (yaHIa mmnpuua (Hampumep, pacctosiaue A, ykasaHHoe Ha @ur. 3A-3D
DaHHOTO wH300peTeHus). BpicoTa my3plppka B KaKAOM INNPHIE TAaKKe NPUHUMANACh BO
BHUMaHHE. TepMHH «BBICOTA My3bIPbKA» OTHOCUTCS K PACCTOSTHUIO MEXy JIMHUEH HaIOJHEHHS
bapmaneBTHUeCKOH CyOCTAaHIMM B BHUJE JIEKAPCTBEHHOH (POPMBI B HAMOJHEHHOM LINPULE U
HIDKHEW JacThio npoOku. CHavana ObUIO OmMpeneseHo, 4To 0e3 MepernoTHeHHs BBICOTa MPOOKH
Oyner paBHa 7,65 +/- 0,4 MM, a BbICOTa Iy3BIPHKOB OyzAeT paBHa 4 MM +/-1 MM. DTH 3HaUYeHUs
YKa3bIBAIOT HA TO, YTO HE OyJeT HEeXKENATENbHOr0 CKaTHs MPOOKH, KOTOPOE MOXKET MPUBECTH K
00pa30BaHMUIO CKJIAJOK, PACTPECKUBAHUIO H/MJIM HEBO3MOXKHOCTU NPONTH BHU3YAJbHBIH OCMOTD
BO BpeMsi BBeIEHHs NPOOKH BHYTpPh Lmpuua. BricoTel mpobku st TpeOyembIx 00BEeMOB
BBEICHHOTO JiekapcTBeHHOro cpeactsa (ADV, administered drug volumes) ¢ nmepenosHeHueMm,
cocrasisiromue 1,15 v u 1,10 mu, npu ycnoBun (pUKCUPOBAHHOM BBICOTHI My3bIpbka 4,0 MM,
3aTe€M PaCCUUTBIBAIU, HCXO/S M3 PACUETHOTO M HAMXY/IIEro CLIEHAPHUEB, a TAKXKE OMPENETCHHbIX

BBILIE TEOPETUYECKIX OOBEMOB HATIOJHEHUS CIEAYIOIINUM 00pa3oM:

Tabmuia 2
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Pacuernbie Pacuernsbie | Hanxyammu
IlepBoHauyanbH ycaosusi [Hamxyammumii ciydyan| ycjaoBuss | H ciay4an
IHapamerp
bl 1,15 ma 1,15 ma ADV (mm) 1,10 ma 1,10 ma
ADYV (mm) ADV (mm) | ADV (Mmm)
JnuHa
BHyTpeHHel | 3a0op mmpuna 54,00 53,50 54,00 53,50
4acTH KOpIyca
Briciias Touka
YPOBHsI
BrruuciaeHHoe 37,04 38,69 35,46 37,06
JIEKapCTBEHHOIO
cpencrsa
Bricora mpoOku | Beraucnennoe 7.85 8.25 7,85 8.25
Tonmuna
3abop mmpuna 1,90 1,90 1,90 1,90
¢ranma Kopmyca
Bricora DuKCUpOBaHHA
4,0 4,0 4,0 4,0
My3bIpbKa S
Ilonoxxenue
Brruuciaennoe 5,11 2,56 6,69 4,19
npoOKH

[068] 3arem ObuIO OmMpeneseHo, YTO B HUCHBITYEMOM HAIOJIHEHHOM U YKYIIOPEHHOM
mnpuie npodka JOJKHA HAXOAUTHCS HA ONPEIeIeHHOM PacCTOSHUM HIDKE (pJlaHIa Mmnpura ais
TOT0, YTOOBI OTPAHUYHTH IITOK MOPIIHS y3i1a MPOOKU OT AOCTATOYHO CHIIBHOTO HAKJIOHA, YTOOBI
neopMHpOBaTh y3ea MPOOKM B TaKOW CTENEHH, KOTOpas MOTEHIMAJIbHO MOXET HapyIIUTb
LIEJIOCTHOCTh TePMETHYHOIO YIIOTHEHHs, 00pa30BaHHOTO MPOOKOH. BBUIO yCTaHOBJIEHO, YTO
npobka He Oynmer nedopMHpPOBATHCS OO TAKOW CTEMEeHH, €CJAH IITOK TMOpIIHS He Oyaer
HAKJIOHATBCS TOZ yrjoM Oosee 12° OTHOCHUTENBHO MPOMOJBHON OCH Kopmyca mmpuia. Ha
OCHOBAHUHU TMPEIOCTABJIEHHBIX pa3MEpOB MINPHIA, MpOOKM M TMOPLIHS S5Ta JAJUHA Oblia
ompeneneHa kak 3,0 mm ¢ pomyckom +/- 0,5 mm. Takum oOpa3om, ObLIO OmpeneneHo, 4To
pPacCTOSTHUE MEXy BEepXHEH 4acThiO MPOOKU B HATIOJHEHHOM IINTPHIIE U JUCTAIBHONH CTOPOHOMU
(dbnaHIa MNpHUIa JODKHO COCTaBJSITH MO MEHbINEeH Mepe 2,5 MM, a TOYHEe - MUHHMAJIbHOE
paccrosinue 3,0 mm +/- 0,5 MM (Hampumep, paccTosiHue A, Kak NPOMUIFOCTPUPOBAHO Ha Pwur.
3A-3D).

[069] B koHEUHOM HTOTE OBUIO OMPEIENEHO, YTO, TOCKOJBKY TpeOyeMble TEOPETHUECKUE
BBICIINE€ TOYKH YPOBHSI JIEKAPCTBEHHOT'O CPEACTBA M IOJIOKEHUs] MPOOKH HE M3MEHSUIHChH IS
TOr0, YTOOBI MOJYYHUTH IEPETIONHEHHBIN IMNpPULl 0e3 MOTepU LEeJOCTHOCTU MPOOKH BHYTPHU
KOpIlyca LImpuIa, BeicoTa My3bipbka 4,00 MM Teoperndecku OyneT yMmeHblIeHa. Mcmomp3ys

HAMXYAIINN CIIEHApHH BBICIINX TOUYEK YPOBHS JIEKAPCTBEHHOI'O CPEACTBA U MOJIOKEHHS MPOOKH,
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BBICOTY My3bIpbKOB 1Jist TpeOyembix 1,15 ma ADV u 1,10 mn ADV paccuutbBaiu CIeqyOLIM

obpaszom:
Tabnuna 3
IHapamertp Haunxyammi ciayyain | Hanxyammui ciayvyan
1,15 ma ADV (mm) 1,10 ma ADV (mm)
JlnuHa BHYTpEeHHEH 4yacTu KopIyca 53,50 53,50
OO0beM HanoOJHEeHHUs JIEKAPCTBEHHOTO 1,173 mn 1,123 mn
CpeacTaa
Briciiast Touka ypOBHs JI€KapCTBEHHOTO 38,69 37,06
cpeacrTaa
Bricora mpobku 8,25 8,25
Tonmuza ¢anna kopmyca 1,90 1,90
[Tonoxenne mpodbKu 3,00 +/- 0,5 3,00 +/- 0,5
BricoTa nmy3sipbka 1,66 +/- 0.5 3,29 +/- 0,5
ITpumep 2

[070] MuOxecTBO mpeaBapuTeNbHO HamonHseMmblx mmpuines PFS Obpuim nmepenonaHeHs!
MAaIIuHOHN cienyrouum oopazom. st cyOcTannmii B Buae nekapcTBeHHOH (opmel (87,7 mr/mi
anturena A, 131,6 mr/mn anturena A, 175 mr/mn anturena A, pacTBop Iutanedo W BOIA JUIS
unbekuuii (WFI, water for injection) Oputn npuroTosneHs! U 3amopoxensl pu -80 °C kaxnas.
CyOcTaHuuio B BUIE JIEKaPCTBEHHOH (JOPMBI U3BJIEKAIN M3 HU3KOTEMIIEPATYPHOIO XPAHEHUsS U
orTauBau B TeueHue 16 uacoB. CyOcranumu B Bue JiekapcTBeHHOH ¢opmbl (kpome WEFI)

cMelnBai, GUIbTPOBAIN U IepeHOCHIH B cpeny npu 2-8°C cienyromum o0pa3om:

Tabnuna 4.
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Oo0mee Bpemsi
BBIIEPKKH NPH
CyOcranuus B Buge
Bpemsa Bpems Breixoa KOMHATHOH
JIeKAPCTBEHHOH pH
CMemIMBAHUS puabTpoBanus| punbTpanun | Temneparype
(popmbI
nocJje
OTTAMBAHUS
ITnanedo 15 Mun 6,10 9 MUH 96% 30 MuH
87,7 MI/MI1 aHTUTEJIO
A 12 mun 6,10 7 MUH 94 % 50 MuH
131,6 Mr/mj aHTUTENO
A 11 mun 6,07 9 muH 91% 71 mMuH
175 mr/mi antureno A 11 mun 6,01 34 mun 81% 106 mun

[071] dybnupyromue TuHUN (GUIBTPALUN COCTOSTH U3 ABYX yctaHoBok Millipak 20 u
CHJINKOHOBOW TPYyOKH Ha TUIATHHOBOM KaTtajuszatope pasMepoMm 1/4 mrotima x 3/8 mroiima (6,35
MM X 9,53 MM) nns DpOXOKAEHUs MpoAyKTa. B wacTh, Kacaromelcss aHTHTEna A C
KOHIIeHTpanuei 175 mMr/mi, nepBoHa4aIbHO UCHOJIB30BaHCh ABe yecTanoBkH Millipak 20, u onn
ObUIM BBIKJIFOYEHBI HA YacTU MyTH C HUcnojb3oBaHueM ycraHoBok Millipak 40. B kauectse
ABYDKYIIEH CHIIbI A1t QUIIbTpALiiy UCTIONB30BAJICA NIEPUCTATBTUYECKHH Hacoc. Bee mepBudHbIe
¢unbTpsel OB MPOTECTUPOBAHBI U MPOLLIM IPOBEPKY LENOCTHOCTH (puiabTpa COTNIAaCHO
crannapty EP-024.

[072] IIpensapurenpHO HamosHsieMble Wnpuubl PFS, HanonHeHHbIE B 3TON mpouenype,
BKIIOYay mmnpuisl eMkocteio | M BD Hypak Physiolys SCF™ ¢ Huskum copepskaHHeM
Bonb(pama (ot kommanum Beckton Dickinson Medical), HOMHHanbHBIH 00BEM KOTOPBIX
cocTaBysi1 1 MJI. DTH INPULIBI COSTUHSUTN ¢ TopinHeBbIMU npobkamu Ha 1 M BD Hypak PS
Flurotec u mrrokamu nopuast Ha 1 M BD Hypak 21510 PR C (ot komnaauu Beckton Dickinson
Medical). TpeOyemoe pacroyiokeHue BEpXHEW 4acTu MpoOKH ObLJIO MO MeHbIel mepe Ha 2,57
MM HIJK€ TUCTAJBHON CTOPOHBI (DJIaHIA WINPUIAa U MPEANOYTUTENLHO Ha OT 5,0 MM 10 2,56 MM
HIDKE JNCTAJIbHOM CTOPOHBI (iaHna Inmpuua. B KkauecTBe ajnbTepHATUBBL, Tpedyemoe
pacnosioxkeHue pedpa mpoOku, OmKaiimero Kk BepxHed yactu npoOku, ObLIO O MEHbINEH Mepe
Ha 4,9 MM HIKe THCTaJbHON CTOpOHBI (haHa mmnpuna. HamojgHeHue B 3TO# mpouenype ObUIO
3aBEPIICHO C MCIIOJIb30BAaHUEM IITPULIEBOTO HAMOJHUTENS MPOMBIIIIEHHOro Macimrada INOVA
H3-5V. YkynopuBanue ObUIO 3aBEPIIEHO C UCIOJIB30BAHHEM YKYIIOPOYHOH YCTaHOBKH Becton
Dickson Hypak. Bricota ykynopuBanus (Harmpumep, pacCTOSHHE MEXIy BEPXHEH YacThiO
npoOKH M TUCTAJBHON CTOPOHOH (hiiaHIa MITPHLA) U3MEPSUIACh C TOMOIIBIO ITAHTCHIIUPKYJIS C
HOHHUYCOM.

[073] Hanonaurens mmpua ObUT H3HAYATIHHO HACTPOEH Ha 1eJIeBOH 00BEM HATIOJTHEHHSI
B pasmepe 1,28 mu. Mcnonp3oBanue Boabl assd nabekiui (WFI) mo3Bonmino nony4uts cpenHuit

00BeM Ui JOCTaBKHU B pazMmepe 1,27 mi1 st AecaTH OTMEpeHHBIX mmnpuies. [lepBoHadanbHO Ha
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YCTaHOBKE JJIsl YKYNIOPUBAHUS UCIOJIb30BAJIOCh 3HAUEHNE BaKyyMa €MKOCTH JJIsl YKYTIOPUBAHMUS
70 mbap u BbImepkka BpeMeHHU s ykynopuBaHust 750 mc. Ilpu 3ToM 00BeMe HamoOJHEHUS U
HACTPOIKE BBIAEPKKU BPEMEHH I YKYIIOPUBAHMS YKYIOpKa MHOTZA ObUIa HETONHOH, U BoAa
st unbekuuit (WFI) BraruBanach B BAKYyMHYIO KamMepy.

[074] 3aTem HamoiHUTEND IIMPULIA ObLT HACTPOEH Ha LENEeBOI 00beM HamonHeHus 1,19
MJI. DTO OBUIO HAleNIeHO Ha MOAMEpP’KaHHEe MUHUMAJIBHOTO NOCTaBjsieMoro oobema B 1,14 mi
npu obecrieueHnu Oombliero padodero Oydepa mis HACTPONWKH BaKyyMHOTO YKYIIOPUBAHUS U
TpeOOBaHUH K pasMelneHuto npooku. HacTpoliku BaKyyMHOTO YKYMOPUBAHHSI TOAIEPKUBAIUCH
B nuana3one 70-75 mbap, a Bpemst BBIIEPIKKH YKYyMOpHBaHHs ObUIO M3MeHeHO Ha 250 mc. [Ipu
TECTUPOBAHUU C UCMOJb30BaHUEM BOAbl st uHbekuii (WFI) 310 ycrpanuno mnpobiemy
BCAChIBaHMsI MPOAYKTA B BAKYYMHYIO kamepy. TeM He MeHee Ha YKYMOPEHHBIX MINpPUIax ObLIO
BBINTOJIHEHO TPpeOOBaHUE pa3MeIleHus TPoOKH (BEPXHsSA 4acTh MPOOKH MO MEHbLIeH Mepe Ha 3,0
MM HWXX€ JIHUCTAJIbHOW CTOpOHBI (yaHma mmpuia). beuia mocturHyta Oojiee HHU3Kas, 4eM
JKellaemast, KOHCHUCTEHLUSI NMPH YKYNOPHBAHMH, HO OBLJIO OMpPEHENeHO, YTO 3TO CBSI3aHO C
oOpe3anHpiMU (praHmaMu mmpuneB. UToObl yAOCTOBEPHUTHCSA B TOM, UYTO OOpe3aHHbIe (praHIbI
SIBJISUTMCH IPUYMHON M3MEHEHUsI KOHCHUCTEHLMH MPU YKYIIOPUBAHUM, HA HAINOJHUTENE MINpULA
UCTIONB30BAIM [1B€ eMKOCTH mo 80 mmpuiueB B Kaxkaoil (Bcero 160 mmpuueB) ¢ AIMHHBIMH
mnpuunaMu 00beMoM | Ml ¢ KpyribIM (QuiaHieM. DTO MPHUBENO K 3aMETHOMY YMEHBIIEHHIO
KonudyecTBa Opaka TpU YKYNOPHBAHUM [0 CPABHEHUIO C TIOKa3aTesIMM Opaka IpH
YKYTIOPpUBAHUH, HAOJI0JaeMBIMU TTPHU padoTe CO MINMPHUIIaMU ¢ 0Ope3aHHBIMU (IIaHLIAMHU.

[075] 3arem panst HamoNHEHWs IUMPULIEB HCIIONB30BAIN HAMOJHUTENb LIMpHUIA C
3aaHHBIM 00BbeMOM HamosHeHust 1,19 mi, ucnonesys Boxy miast uabekuuit (WFI), mnane6o u
CyOCTaHIIMIO B BHUIE JIeKapCTBEHHOW (opMbl aHTHTena A. 160 mmpuueB ObUTH 3aMOJHEHBI
KOKAOW M3 MATU PA3JUYHBIX SKMIKOCTEH U NMpPH KWKAOW M3 TPEX Pa3HbIX CKOPOCTEH MAIIMHBI
(40%, 65% u 90%) (3a UCKJIFOUEHUEM aHTUTENA A ¢ KOHLEHTpauyen 87,7 Mr/mi npu CKOPOCTH
40%, I KOTOPOTO TOJBKO 35 WImpuIeB ObLIM 3aNOJHEHbI, U aHTHTENa A C KOHLEHTpauuen
87,7 mr/mn mpu ckopoctu 65%, I KOTOPOro He ObLIO 3alOIHEHO H3-332 HEJOCTAaTOYHOTO
KOJINYECTBA JOCTYITHOTO MPOAYKTa). Bce Immpumbl 3aKynmopUBaIM C MOMOINBI0 YKYHOPOYHOH
mamuHbl Hypak. 3atem usmepsiin nocrasisiemble 00beMbl y 20 3aMOJHEHHBIX W 3aKYTTOPEHHBIX
IIMPHULEB U3 KaXI0H maptuu. JlocrapisieMble 00BEMbI U3MEPSIIH IyTEM BBITECHEHHUS] 00beMa U3
Kaxnoro u3 20 MINPUIEB, B3BEIINBAHMS BBITECHEHHOrO 00beMa M MpeoOpa3OBaHUS MAcChl B

00BEM C UCITOJIBE30BAHUEM CIEAYHOINX IUIOTHOCTEH:

Tabnuua S.
CyOcTaHuus B BHJe JIeKapcTBeHHOH (opmbl ILnoTHOCTB
ITnane6o 1,023 r/mn
87,7 mr/mn anTuTeNO A 1,047 r/mn
131,6 mr/mn anTuteno A 1,059 r/mn
175 mr/mn aatuTeno A 1,072 r/mn

[076] Hdocrapnsiemble 00beMbI OBLUTH PACCUUTAHBI CIEAYIOLTUM 00pa3oM:
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Tabauma 6.
Cpeanee MaxkcumanabHoe | MUHHUMAJIBHO
Ycaosus 3HAYEHHE 3HAYEHHE e  3HaYeHHe
o0bema (M) | o0bema (mJ1) o0bema (M)
Boma npnma umweximit (WFI) - 40%
1,18 1,19 1,16
CKOpPOCTH
Bona nns wabekimit  (WFI) - 65%
1,17 1,18 1,17
CKOPOCTH
Bona nns webekimii  (WFI) - 90%
1,18 1,20 1,15
CKOpPOCTH
IMnane6o - 40% ckopoctu 1,18 1,19 1,18
IMnanebo - 65% ckopoctu 1,18 1,19 1,18
IMnane6o - 90% ckopoctu 1,19 1,22 1,18
87,7 mr/mn antureno A - 40% ckopoctu | 1,17 1,19 1,15

87,7 mr/mn antureno A - 65% ckopoctu

HET NaHHbIX*

HET NaHHbIX*

HET NaHHBIX *

87,7 mr/mn antureno A - 90% ckopoctu | 1,19 1,20 1,17
131,6 wmr/mn  antureno A - 40%

1,16 1,19 1,14
CKOPOCTH
131,6 wmr/mn  antutenio A - 65%

1,18 1,20 1,16
CKOpPOCTH
131,6 wmr/mn  antureso A - 90%

1,17 1,19 1,15
CKOPOCTH
175 mr/mna antuteno A - 40% ckopocTu 1,19 1,20 1,17
175 mr/mn antuTeno A - 65% ckopoctu 1,18 211,1 1,17
175 mr/mn antuteno A - 90% ckopoctu 1,18 1,20 1,15

* HemocTaTO4HO NMPOAYKTA IS 3aIyCKa 3TOTO TECTA.

[077] BbicoTa yKymopHBaHUSI U3MEpPsUIaCh OT BEPXHEHW 4acTU MPOOKH O JUCTAJIBHOM

CTOPOHBI (hJIAHIIA MITPULA U U3MEPSIIACh U PACCUUTHIBAIIACH CIENYIOLINM 00pa3oM:

Tabauma 7.
YcnoBus Cpeanee MaxkcumajbHoe | MuHHMaNIbH
3HAYEHHE 3HAYEHHE oe 3HAYEHHE
BricoTa BreicoTa BricoTa
YKYNOPHBAHH | YKYNOPHBAHUSI | YKYNOPHUBaH
a1 (MM) (Mmm) usi (Mm)
Bona nns uasexauii (WFI) - 40% 5,7 6,0 54
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CKOpPOCTH
Bona nns uasexnuit (WFI) - 65% 5.4 5.5 5.4
CKOpPOCTH
Bona nns uasexuit (WFI) - 90% 5,5 5,7 5,3
CKOpPOCTH
[Tnauebo - 40% cxopoctu 5.4 5,5 5.4
ITnanebo - 65% ckopoctu 5,5 5,7 5,5
ITnane6o - 90% ckopoctu 5,8 6,0 5.5
87,7 mr/mit autureno A - 40% 5,5 5.8 5.4

CKOpOCTH

87,7 mr/mn anTuTe0 A - 65%

HET JaHHBIX*

HET JaHHBIX*

HET JaHHBIX *

CKOpPOCTH

87,7 mr/mi autureno A - 90% 5,5 6,0 54
CKOpPOCTH

131,6 mr/mn autureno A - 40% 5,5 6,2 5,3
CKOpPOCTH

131,6 mr/mi antureno A - 65% 5,5 5,6 5.4
CKOpPOCTH

131,6 mr/mn antureno A - 90% 5,5 5,5 54
CKOpPOCTH

175 mr/mu aatureno A - 40% 5.4 5.5 52
CKOpPOCTH

175 mr/mi agtureno A - 65% 5,5 5,7 5.4
CKOpPOCTH

175 mr/min agtureno A - 90% 5,5 6,0 5.4

CKOPOCTH

* HemocTaTO4HO MPOAYKTA IS 3aIyCKa 3TOTO TECTA.

ITpumep 3

[078] MHOXecTBO mpeaBapuUTeNbHO HamonHseMblx mmpuies PFS Obuim mepenonaHeHs!

oOpazom

Tabanma 8.

BPYYHYIO clienyrouum oopasom. Tpu cyOcTaHIINKN B BUAE JIEKAPCTBEHHOH (POPMBI (AHTUTENIO A ¢
KoHUeHTpauued 87,7 mr/mn, antuteno A ¢ koHueHTtpauued 131,6 mr/mu, antureno A ¢
KOHIeHTparueir 175 wmr/mm) Obutn mpurotoBieHsl W 3amopokeHbl mpu -80 °C. Kaknmoe
BEIIECTBO OBLIO M3BJICUCHO W3 HU3KOTEMIIEPATYPHOrO XPaHEHHs] M OTTAaWBajio B TeueHue 16

yacoB. Bemectsa cmemuBainy, GUIbTPOBAIN U EPEHOCUITN NPpH 3HaYeHnU 2-8 °C creayrommm
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Oo0mee
Bpemsi
CyOcTaHuus B BBIACPKKH
BHIE Bpems H Bpems Brixon npH
p
JIEKAPCTBEHHOH | CMeIIHBAHHA ¢puabTpoBanusa | puabTpaMH | KOMHATHOMN
(dhopmbI TeMmeparype
nocJje
OTTAUBAHMUSA
87,7 mr/mn
12 mun 6,04 7 MUH 94 % 100 muH
aHTHUTENOo A
131,6 mr/mna
12 mun 6,11 11 mun 93% 85 muH
aHTUTENo A
175 mr/mn
11 mun 6,02 21 MuH 91% 60 MuH
aHTUTENo A

[079] Aybnupyrommue muHuN QUIBTPALIUU JJI aHTUTENa A ¢ KOHUEHTpauueit 87,7 mr/mi
U aHThTena A ¢ KoHueHTpanmed 131,6 mr/mn cocrosmu m3 nByx ycraHoBok Millipak 20 u
CHJINKOHOBOW TPYyOKM Ha IUIATHHOBOM Kartanuszarope pasmepoMm 1/4 mrotima x 3/8 mroiima (6,35
MM X 9,53 MM) i1 mpoXOoKkAeHus npoaykra. Jyonupyromue TMHIN QUIbTPAlMU Ui aHTUTeNa
A ¢ xoHuentpamueit 175 mr/min cocrosimm u3 aByx ycraHoBok Millipak 40 u cunmkoHOBOM
TPyOKH Ha IUIATHHOBOM KaTaiu3aTope pasmepoM 1/4 mroiima x 3/8 mroiima (6,35 MM x 9,53 Mm)
IUIA TIPOXO’KAECHUS NPONAyKTa. B kadecTBe NBIXKyINEH CHIIBI [ (UIBTPALMU HMCIIONB30BAJICS
NEePUCTATBTUYECKUIN HACOC.

[080] TlpenBapurensHo HamosHsieMble wnpuubl PFS, HanmomHeHHBIE B 3TO# mporuenype,
BKJIFOUay mnpunbl eMkocThio 1 mu BD Hypak Physiolys SCF™ ¢ HuskuM copepikaHuem
Bosb(pama (ot kommanuu Beckton Dickinson Medical), coenuHsin ¢ mOPIIHEBBIMU MPOOKAMH
Ha 1 mu BD Hypak PS Flurotec u mrokamu nmopmns Ha 1 munm BD Hypak 21510 PR C (ot
kommanuu Beckton Dickinson Medical). TpeOyemoe pacnojio’keHHe BepXHEH 4YacTh MPOOKH
OBUIO 1O MeHblIeH Mepe Ha 3,0 MM HIKe JUCTaJIbHON CTOpOoHbI (puaHna mmnpuna. Hanmonxnenune B
3TON mpouenaype OBUIO BBIMOJHEHO BPYYHYKO C TIOMOIIBIO Hacoca Watson-Marlow.
VYkynopuBaHue ObUIO BBIMOJHEHO C HCIOJb30BAHMEM BAaKyYMHOW YKYIOPOYHOH YCTaHOBKH
Becton Dickson Hypak.

[081] nst sToit mpouenyps! neiaeBold 0ObeM HANOJHEHUs ObLT YCTAHOBJIEH HA YPOBHE
1,19 M. 160 mmpunes (B 1ByX eMKOCTAX 10 80 IIMpHLIEB B KAXKAO0H) ObUIN 3aIOIHEHBI KaXKI0MH
U3 TpeX pa3NUuUHBIX CyOCTaHIMI B BHAE JIEKAPCTBEHHOW (opmbl. 3areM U3MepsH
noctasisieMble 00beMbl y 10 3aMOIHEHHBIX W 3aKYNOPEHHBIX INMPULEB W3 KAXKIOW MapTHH.
JocTaBnsiemple 00beMbl ObUTM M3MEPEHBI IyTEM BBITECHEHUS] OObeMa M3 KaXIOro MINPHIA,

B3BELIMBaHUA OOBEMa BBITECHEHUS M NPeoOpa3oBaHUs MacChl B O0BEM C HCHOJIB30BAHHUEM
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IUIOTHOCTEH, YKa3aHHBIX B Ta0Oiuue 5. JlocraisiemMble 00BeMbl OBITH PACCUUTAHBI CIEAYIOIIIM

obpaszom:
Tabnuua 9.
Cpeanee MaxkcumajbHoe | MUHHMAJBHO
Ycaosus 3HAYEHHe 3HAYEHHe e 3HAYeHHe
o0bema (mur) o0bema (M) odbema (M)
87,7 mr/mut antuteno A (eMKocTb 1
1,19 1,23 1,15
u3 2)
87,7 mr/mun antuteno A (eMKOCTb 2
1,18 1,22 1,17
u3 2)
131,6 mr/mn aatuteno A (eMKOCTb
1,18 1,21 1,16
1 u3 2)
131,6 mr/mn aaTuTeno A (eMKOCTb
1,18 1,18 1,15
2u32)
175 mr/mn anTuTeno A (emkocts 1
1,17 1,20 1,15
u3 2)
175 mr/mn aaTuTeno A (eMkocTb 2
1,16 1,17 1,15
u3 2)

[082] Kak BUIHO U3 CpaBHEHHsSI 3THX O0BEMOB C JaHHBIMU B TaOnuie 6, 1oCTaBlisieMble
00BeMBI MIMPHULIEB, HATIOJHEHHBIX BPYUYHYIO, OB COMOCTaBUMBI C IOCTABJIIEMBIMU O0ObEMaMU
IITIPULEB, HATIOJHEHHBIX MAIIMHOM.

[083] BbicoTa ykynopuBaHus Obuta n3MepeHa y 15 3amoHeHHBIX BPYYHYO 0OpasLoB C

MOMOIIbIO MMTAHICHUUPKYJIA € HOHUYCOM H Obula B3ATO OT BerHeﬁ qacTHu l'IpO6KI/I a0

AUCTAJIbHOM CTOPOHBI (hJIaHIa mnpuia. Pe3ynpTaTsl H3MepeHHid ObUTH CIIENYIOIIUMU:

Tabnuua 10.
YcaoBusi Cpeanee MakcumajbHoe | MUHUMAJIbHOE
3HAYEHHe 3HAYEHHe 3HAYeHHe
BbicoTa BbicoTa BricoTa
YKYNOPUBAHMSA | YKYNOPUBAHUS | YKYNOPHBAHUS
(Mmm) (Mmm) (Mm)
87,7 mr/mu antuteno A (eMkocThb 1 5,7 6,0 5.4
u3 2)
87,7 mr/mu antuTeno A (eMKOCTb 2 5,6 6,2 5.4
u3 2)
131,6 mr/mn aatureno A (emkocTsb 1 6,2 6,6 6,0
u3 2)
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131,6 mr/mn aatuTeno A (eMkocTb 2 6,0 6,2 5,8
u3 2)

175 mr/mn aatureno A (emMkocTsb 1 6,2 6.8 6,0
u3 2)

175 mr/mi antuteno A (eMKOCTb 2 6.3 6,7 6,2
u3 2)

[084] Kak BHOHO M3 CpaBHEHHS STUX 3HaYEHUH BBICOTHI YKYIIOPUBAHUS CO 3HAYEHUSIMH,
ykazaHHbIMU B TaOmuue 7, 3HA4Y€HUs BBICOTHI YKYIOPWUBAHUS IIMPUIIEB, HAMOJHEHHbBIX
BPYYHYIO, ObUIH COTMIOCTABUMBI C BBICOTOM YKYITOPUBAHUS LITPULIEB, HATIOJTHEHHBIX MAIIIHMHOM.

[085] IIpuBeneHHOE BBIIIE OMHCAHUE U MPUMEPHI SIBJISIOTCS WIIFOCTPATUBHBIMH U HE
npeaHa3HadeHbl Uit orpannyeHns. CrenuanicT B AaHHOW 00JAaCTH TEXHHKH MOXKET CHENaTh
MHOTOYHCJICHHbIE MOJU(UKAIIMHM W/WIM W3MEHEHMs, He BBIXOHAS 3a Mpenesbl odmero odbema
n3o0perenusi. Hanmpumep, um kak OBUIO ONMUCAHO, BBIIEONHMCAHHBIE BAPUAHTHI PEATU3ALIH
n300peTeHust (WM ero acreKTbl) MOTYT HCIIONb30BaThCA B KOMOWHAIMM APYTr ¢ ApyroM. B
ZOTIOJIHEHHE K 3TOMY, YaCTH BBIIIECONHUCAHHBIX BAPHAHTOB peANU3all H300pPETeHUsT MOTYT
ObITh ynasneHbl 0e3 OTKJIOHEHUs OT o0beMa m3o0pereHus. Kpome Toro, Moryt ObITh CIEaHBI
MomU(pUKAIMKA ISl aJanTaldd KOHKPETHOW CUTYallMM WJIM MaTepHuaja K HAesSM pPa3InIHbIX
BapPUAHTOB peaM3aluy n300peTeHus 0e3 OTKJIOHEHHUS OT ux o0bemMa. MHOrue apyriue BapuaHThI
peanmzanuyu U300peTeHHs] Takke OyAyT OUeBHMIHBI IJsl CIELHAJNICTOB B IaHHOM 0OJacTu
TEXHUKU NIOCJI€ O3HAKOMJIEHHUS C IIPUBEIEHHBIM BbIIIE OITUCAHUEM.

[086] HMcnonb3yemblii B JaHHOM JOKYMEHTE TEPMHUH «OKOJO» B OTHOLIEHUM 3HAYECHMUSI
MOJKET OTHOCUTBCS K OTKJIOHEHUIO Ha 10% BbIlIe WM HUXKE YCTaHOBJIEHHOro 3HaueHus. Kpome
TOrO, XOTSI ONHUCAH Psi Leled W MPEeUMYyINeCTB BAPHAHTOB pealH3alud  H300peTeHus,
PAaCKpBITBIX B JAHHOM JOKYMeHTe (M WX Bapualuii), He 00s3aTeJbHO BCE TaKHe LENU MU
NPEUMYLIeCTBA MOTYT OBbITh JOCTHTHYTBHI B COOTBETCTBHM C JIFOOBIM KOHKPETHBIM BapHAHTOM
peammzanuu u3o0perenus. Takum oOpa3oMm, Hampumep, CIELHANIUCThl B JAaHHOH 00JacTu
TEXHUKH JTOJDKHBI IOHUMATb, YTO CUCTEMbI M TEXHOJIOTHH MPOU3BOACTBA, OMMMCAHHBIC B TAHHOM
JIOKYMEHTE, MOTYT OBITh BOILIOIICHBI HJIH PEATM30BaHbI TAKUM 00pa3oM, 4TOObI JOCTHIaTh WIN
ONTUMH3UPOBATh OJHO MPEUMYIIECTBO MJIHM TPYIMIY MNPEHMYINECTB, KaK OMHCAHO B IAHHOM
IOKyMeHTe, 0e3 HeOOXOIMMOCTH JOCTH)KEHHUS IPYTHUX HeJIed WM MPEUMYIIECTB, KOTOPbIE MOTYT

OBITb U3JIO;KEHHBIMA WJIH NPEAJIONKEHHBIMU B JAHHOM JOKYMEHTE.
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®OPMYVYJIA H30BPETEHUA

1. Coco0 mpuUroToBJIeHUS JIEKAPCTBEHHOTO Tperapara, BKIIOYAFO LIHI

BBeIeHHE OOBbemMa (apMaleBTHUECKOW CyOCTaHIMM B BHJE JIEKAPCTBEHHOH (OpMBI B
KOMITOHEHT NMEePBUYHOH YIAaKOBKH, NPH 3TOM 00BeM (hapMaleBTUUECKOH CyOCTaHLMU B BUAE
JIEKapCTBEHHOM (POPMBI ITPEBBIIIAET HOMUHAJIBHBIH 00BEM KOMIIOHEHTA NEPBUYHON YIIAKOBKU; U

NO3ULIMOHUPOBAHUE TPOOKH BHYTPH KOMIIOHEHTAa MNEPBUYHOW YIAKOBKH, IPU 3TOM
HO3ULIMOHUPOBAHKE MPOOKH BKIFOUAET MPHUKIAAbIBAHNE BAKyyMa K POOKe.

2. Cnocob mo m. 1, OTIMYAKOUIMICA TeM, YTO KOMIIOHEHTOM MEPBUYHON YNAKOBKH
SIBJISIETCS IITIPULL.

3. Cnoco6 mo m. 1, OTNIMYAKOLIMICA TEM, YTO KOMIIOHEHT IEePBUYHON YIAaKOBKU

>
NpEeACTaBIsIeT COOOH MpeBAPUTEIBHO 3ATIOTHIEMbIN IITTPHILI.

4. Cnocob® mo m. 1, OTNMYAIOLIMICA TEM, YTO KOMITIOHEHTOM IMEPBUYHOH YIAaKOBKU
SIBJIIETCS TIPEBAPUTENLHO 3AIIOTHIEMbIH IITIPHUL, UMEIOIIUHA HOMUHAJIBHBIA 00BEM MO MEHBIIEH
Mmepe 1 M.

5. Crocob mo 1. 1, ornuyaromuiicst Tem, 9To 00beM (apMaLeBTHUECKOH CyOCTaHLIUH B
BUJIE JIEKAPCTBEHHOW (OpMBI sIBJIIeTCS TO MeHbineid Mepe Ha 0,05 ™M OonbplimM, dYem
HOMUHAJIbHBIA 00bEM KOMITOHEHTA MEPBUYHON YITAKOBKH.

6. Criocob mo m. 1, ornuuaromuics TeM, 4To (apMareBTudeckass CyOCTaHLUs B BHE
JEKapCTBEHHON (HOPMBI COAEPIKUT OAHO M3 CIEAYIOIIEro. OEJNIOK, HYKJIEHHOBYIO KHCIIOTY WIIH
JIEKaPCTBEHHOE CPENICTBO /JIsl TeHHOH Tepanuu.

7. Crocob® mo m. 1, ornuuaromuiics TeM, 4To (apmMaleBTHUecKass cyOCTaHIMs B BUAE
JIEKApCTBEHHON (OPMBI COMEP)KUT AHTUTENO M 1O MeHbIIeH Mepe OIHO BCIOMOraTelbHOe
BELIECTBO.

8. Cnocob mo m. 1, orymyaromuiicst TeM, uTo (papmaneBTHdeckasi CyOCTaHLMsI B BHIE
JIEKapCTBEHHOW (POPMBI COINEPXKUT PACTBOP AHTUTENA, MPU STOM AHTUTEIO HAXOAUTCS B
pacTBOpe B KOHIEHTpALMHU 1O MeHbLIei Mepe 100 mr/mit.

9. Cnocob mo m. 1, oTnuyaromuiicss TeM, 4To (papmareBTuyeckne cyOCTaHIIMH B BHUJIE
JIEKapCTBEHHOH (POPMBI COIEpIKaT aHTUTENIO U UMEIOT BSI3KOCTD 10 MeHblIiel mepe 5 cIl.

10. Cnioco0 mo 1. 1, JOMONHUTENPHO BKIIOYAOLTHI MOMELIeHHe KOMIIOHEHTA MePBUYHON
YIIaKOBKH B JOTIOJHUTEBHYIO YIIAKOBKY.

11. Croco® mpHUroTOBJIEHUs] MHOXECTBA JICKAPCTBEHHBIX MPENApaTOB, BKIIFOYAROIINN
MOBTOPEHHE 3TAIOB MO M. 1 JJIs1 K&YKAOTO U3 MHOKECTBA KOMIIOHEHTOB TMEPBHYHON YIIAKOBKH B
MApTHHL.

12. Crmoco6 mo m. 11, OTNMYAKOLIMICA TEM, YTO MapTUST KOMIIOHEHTOB IEPBHYHON
YIaKOBKH cOAep>KUT 80 MpeaBapUTEIbHO 3aNOJHEHHBIX IITPULIEB.

13. JlexapcTBEHHBIH Mpenapar, MPUTOTOBJIEHHBIH criocodoM o 1. 1.

14. Cnoco6 mo m. 1, OTHMUAIOIIMHCA TE€M, YTO KOMIIOHEHT IEPBUYHON YIIAKOBKH
npeAcTaBisieT coOOH MpenBapUTEIbHO 3AMONHAEMbIH IIIPUL, HOMHHAJIBHBIH 00BEM KOTOPOTO
coctaByisieT | Mi, a MO3UIMOHUPOBAHHWE NMPOOKHM BHYTPH KOMIIOHEHTA INMEPBHUYHON YIAaKOBKU

JOTIONIHUTEIBHO BKJIIOYAET BBEAECHHE MPOOKU BHYTPb KOpIyca INMPULIA TAKUM 00pa3oM, YTOObI
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KOHeI[ TPOOKH, PacIoOKEeHHbIH Haubojiee OMU3KOo K (IaHIy LINMPHULA, HAXOOWICS OT (JiaHIa
LINPULA HA PACCTOSHUU OT OKOJIO 2,5 MM A0 OK0JIO 5,0 MM.

15. Cnocob mo 1. 1, oTiauyaroImuiicss Tem, 4To 00beM (papmaneBTHUECKOl CyOCTaHLIMU B
BUJIE JIEKapCTBEHHOMN (opmbl cocTtasnsieT oT 1,05 mi 1o 1,30 mu.

16. Croco6 no 1. 1, OTIMYAIOLIMIACS TeM, YTO 00beM (hapManeBTHYECKOH CyOCTaHLIMU B
BUZE JIEKAPCTBEHHOM (opMbl cocTaisier oT okoio 110% no okosno 140% OT HOMHMHAJIBHOTO
o0beMa KOMIIOHEHTA IEPBUYHON YIIAKOBKH.

17. Cnoco®6 mo m. 1, OTAMYAKOIIMICS TEM, YTO NPHUKJIAIbIBAHUE BaKyyMa K 4YacTH
KOMIIOHEHTa MEePBUYHON YIMAKOBKH BKJIIOUAET BO3AEWCTBHE HAa YacThb KOMIIOHEHTa MEPBUYHOM
ynakosku aasiaenueM ot 70 mbap no 75 mbap.

18. Criocod mpuroToBJIEHUS JIEKAPCTBEHHOTO MpernapaTa, BKIFOYatO N

BBeICHHE O0BeMa (hapMaLeBTHUECKOW CyOCTaHLMH B BUAE JIEKAPCTBEHHOH (HOPMBI
BHYTpPb MPEIBAPUTEIBHO 3aMOJHIEMOro LINPHIA, MPH 3TOM (papMareBTuieckas cyOCTaHLIUs B
BUJIE JICKAPCTBEHHOUN (DOPMBI COMEPIKUT AHTUTENO, MPHU BCEM 3TOM 00BEeM (hapMalleBTUYECKOM
CyOCTaHIIMH B BUZE JIEKAPCTBEHHON (POPMBI IPEBBILITAET HOMHHAIBHBIH 00bEM MPEaBAPUTENBHO
3aM0JHEHHOTO LIMNPULA; U

YKYIIOpPUBAHUE MPEABAPUTENBHO 3AIMOJIHIEMOr0 LIMNPHULA C HUCIONb30BAaHUEM MpOLEcca
BaKyyMHOI'O YKYIIOPUBaHMsI UM MPOLIECCa YKYIIOPUBAHMSI C TOMOLIBIO BAKyyMa.

19. JlekapcTBEHHBIN Mpenapar, COAep KaLIHil:

KOMITOHEHT NIEPBUYHON YITAKOBKH, MMEIOLINI HOMHHAJIBHBIH 00BEM;

o0bpeM (papmarieBTUHECKONH CyOCTaHLIMM B BUAE JIEKAPCTBEHHOW (POPMBI B KOMIIOHEHTE
NEePBUYHON YIAKOBKH, ITPH 3TOM 00BbeM (papMalieBTHUECKOH CyOCTaHLIMU B BUAIE JIEKAPCTBEHHOM
(bOopMBI IpeBbILIIAET HOMUHAIBHBII 00BEM; U

npoOka.

20. JlexapcTBeHHBIM mnpenapar mo m. 19, oTIMYaOIIMHCA TEM, YTO KOMIIOHEHT
NEPBUYHON YITAKOBKH MPEICTABISIET COOON MPEABAPUTENIbHO 3aMOJTHSIEMbIH LITPHULL.

21. JlekapCTBEeHHbIH mpenapar no m. 19, oTIn4arouuiicss TeM, YT0 HOMHHAJIBHBIH 00beM
coctaBysieT | mu, a oObeM (apManeBTHUECKOH CyOCTaHLIMH B BHIE JICKAPCTBEHHOH (POPMBI
COCTaBJIsIET O MeHbluel Mepe 1,05 mi.

22. JlekapcTBeHHBIH mpenapar mo mn. 19, oriauuaromuiics TeM, YTO KOMIIOHEHT
NEPBUYHON YIMaKOBKH MPENCTABISIET COOOH MPEeABAPUTENLHO 3aMOJIHAEMbIN IIITPHL, UMEFOLIHI
Kopryc ¥ (pIaHeL, OKPYKAIMUI OTBEPCTHE B KOPIyCe, W OTIWYAIIUICST TEeM, YTO
MUHUMAaJIbHOE PACCTOSIHUE MEXY (briaHIeM U MpoOKOH COCTaBJISIET 1O MeHbINEH Mepe 2,5 MM.

23. JlekapcTBeHHBIN mpemnapar no 1. 19, oTnmuaromuiicss TeM, 4To (hapmareBTHIECKast
CyOCTaHIIMsI B BHUAE JIEKAPCTBEHHOW (OPMBI COAEPKUT OENOK, HYKJIEHHOBYIO KHCJIOTY,
KOMITOHEHT KPOBH, BaKLIMHY, aHTUAJUIEPrEHHOE CPENCTBO, JIEKAPCTBEHHOE CPEACTBO ISl FEHHOU
TepaIny, aHTHONOTHK, JIEKAPCTBEHHOE CPENICTBO il 00e300IMBaHNs, AHECTETHUK W/WJIM TOPMOH.

JlekapcTBeHHbIN mpenapar mo . 19, orTiauuaromuiicss Tem, 4to (apmareBTHUeCKast
CyOCTaHIMSI B BUZE JIEKAPCTBEHHOH (DOPMBI COEPIKUT AHTHUTEINO.

ITo noeepennocTn
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