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Hacrosiiee packpsiTre otHOCHTCS K cucteMe (10) mocTaBky JIeKapCTBEHHOTO TperapaTa, BKITIoYaroIei
ycrpoictBo (12) mns BBeOeHHsS JIEKapCTBEHHOTO TIperapara, caM JIeKapCTBEHHBIM Mpernapar,
Ppa3MeIeHHbIH B YKa3aHHOM ycTpoiicTie (12) st BBeIeHHS JIekapcTBa, KoHTeHep (14), ompenensronuii
nonocte (32), B KOTOpOH pa3MemeHO yKa3aHHOe YCTpodcTBO (12) aist BBeAEHHS JIEKapCTBEHHOTO
mpenaparta, ¥ Koimadok (16), TMPHUKpEIsICHHBIM K yKa3aHHOMY KoHTeiHepy (14) um repMeTHdHO
3aKpBIBAIONINN yKa3aHHOE ycTpoiicTBo (12) 1y BBeAECHHWS JEKapCTBEHHOTO Mperapara B YKa3aHHOU
nojocty (32). VYkazanHoe yctpoiictBo (12) mms BBemeHHs JCKapCTBEHHOIO Ipernapara BKJIHOYAcT
B ce0d HCHONHUTENBHBIH MexaHm3M (26), mpoxomsmmid w3 kopmyca (18) m obGecmeunBarormmii
BO3MOXXKHOCTH BBIOpOCA JIGKAPCTBEHHOTO IIpernapara ImyTeM BJABIUBAaHUS YKA3aHHOTO HCIIOIHUTEIHHOTO
Mexanm3ma (26) B kopmyc (18). Kommawox (16) BirouaeT B ceOs MPIOKUMHBIC SJIEMEHTHI (44),
pacronoXeHHBIE ¢ BO3MOXKHOCTBIO ynupanus B kopmyc (18) yxaszanHoro ycrpoiicTsa (12) 11 BBeISCHHS
JIEKApCTBEHHOTO IIperapara, YTOOBl MPEHOTBPATHTH IEpeMeIleHe YKa3aHHOTO ycrpoiictBa (12) mis
BBEJICHUS JICKAPCTBEHHOTO Iperapara I0 HampaBieHHI0O K konmadky (16) 3a mpenensl 3aaHHOTO
paccrosHus. TakuMm 00pa3oM, KpoMe BCEro INpOYEro, MPenoTBpalleHa IpekAeBpeMEHHas BBIIa4a
JIEKApCTBEHHOTO TIperapara u3 ycTpoicTsa (12) mis BBeIEHUS JEKapCTBEHHOIO Iperapara BO BpeMs
XpaHEHHs U TPAHCIIOPTHPOBKH.
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OobsacTh TEXHUKH

H300peTeHne OTHOCUTCS K CHCTEMaM JIOCTABKH JICKAPCTBEHHBIX IPENapaToB, KOTOPHIC O0CCIICYMBAIOT
MoJyIep’KaHue yCTPOCTBa ISl BBEACHHUS JICKAPCTBEHHBIX MPETMAPaToOB U COACPIKAT JEKapCTBCHHBIN Tpenapar B
JKU3HECTIOCOOHOM COCTOSHHH. PacKphITHE TakKe OTHOCHUTCS K METUIIMHCKAM CHCTEMaM JOCTaBKH, B KOTOPBIX
YCTPOHCTBO ISl BBEACHHUS JICKAPCTBEHHOTO IIperapaTa MOKET OBITh OBICTPO M JIETKO yJAIEHO M3 y371a KOHTEH-
Hepa sl ICTIOTIB30BAHNUS.

YpoBeHb TeXHUKH

CucTeMBI JIEKapCTBEHHBIX MPETapaToB, BKIIOYas YCTPOUCTBA AJIS BBEACHUS JIGKAPCTBEHHBIX IIPETIapaToB C
COJICPKANUMHUCS B HUX JICKAPCTBCHHBIMU IIpErapaTtaMu, HeOOXO0AUMO MOANCPIKUBATE B HA/IICKAIIUX YCIOBUIX
C MOMCHTA 3aIIOJTHCHHUS YCTPOMCTBA IS BBEICHUS JICKAPCTBECHHBIX MPENapaToB JCKAPCTBCHHBIM MIPEMapaToM J0
BO3MOJKHOTO HCIIOJIb30BaHUs HanueHToM. CymiecTByeT 0COOCHHAs MOTPEOHOCTh B TAKMX CHCTEMaX JOCTaBKH,
KOTOPBIC TOBBIIIAIOT KU3HECIIOCOOHOCTD MPEIBAPUTEIILHO 3AII0JIHCHHBIX YCTPOUCTB IS BBEACHUS JCKAPCTBCH-
HBIX MPETAapaToB BO BPEMs XPAHEHUS W TPAHCIIOPTUPOBKHU. Y CTPOMCTBA M BBEICHUS JICKAPCTBCHHBIX Ipera-
pPAaTOB ATOTO THIA MOJBEPKEHBI ACHCTBHIO MHOXKECTBA MPOOJIEM, CBI3aHHBIX ¢ KadecTBOM. Hampumep, Ympas-
JICHUE 10 CAaHWUTAPHOMY HaJ30py 3a KauyeCTBOM MHIIEBLIX MPoaykToB u MeaukameHnTtoB CIIIA (FDA) memaBHO
BBIIYCTWIO TMPOEKT pPYKOBOJACTBA IO KA4eCTBY CHCTEM JOCTaBKH adpO30NBHBIX JiekapcTB. Cw.
www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/UC M070573.pdf (Am-
penb 2018 1.). B maHHOM pyKOBOJCTBE MPEACTABICHBI PEKOMEHIAIINY 110 pa3pab0TKe W MPOU3BOACTBY a’p030-
nei. B maHHOM pPyKOBOICTBE pacCMaTPHBAIOTCS MPOMUIN Ka4eCcTBa, KOTOPhIE BKIOYAIOT TaKWE 3JIEMEHTHI, KakK
CTaOMIBHOCTB, AO3UpOBaHHAS (popmMa, a3pOJMHAMHYECKHE XapaKTePHCTUKHA W CHCTeMa IOCTaBKH. Bce 3tm ac-
TICKTHI BIMSIOT HA MOJIC3HOCTh BBIIABAEMOTO JICKAPCTBA.

B KOHKpPETHOM acmeKTe pacKphITas CHCTeMa JOCTABKH JICKApCTBCHHOTO TperapaTa UCIONb3YeTCs B CBA3H
C JocTaBKoil rimokaroHa. OOBIYHO TITFOKArOH BEIPAOATHIBACTCS B IOJKEITYJOYHOMN JKelie3e U BMECTE C WHCYIIH-
HOM PETYJIHPYET YPOBEHb TIIOKO3BI B KPOBH B OpraHu3Me. [ JTFOKaroH BEICBOOOXKIACTCS B OpPTraHU3ME IPU HU3-
KOM YPOBHE TJIFOKO3bI B KPOBH, CUTHAITU3UPYSI TICUCHH O BBIICICHUH TIFOKO3bI B KPOBb. Y ITIOCH, CTPAJAIOIIIX
nradeToM, MO0 OOJIbIIIe He BhIpadaThIBa€TCs MHCYIWH (THII 1), THOO MX OpraHU3M Xy)Ke pearupyeT Ha HHCYITHMH
(Tvm 2).

Kak ycTpoiicTBO a7 BBEIEHHS JEKapCTBEHHBIX INPENapaToB, TaK M JICKAPCTBEHHBIH IMperapaTr TOJDKHEI
OBITH OOECTICUYCHBI TAKHM 00pa3oM, YTOOBI CYIIECTBEHHO MOBBICUTH 0€30TIACHOCTh M 3(h()EKTHBHOCTH BhIaBae-
MOTO JICKapCTBEHHOTO TpemnapaTa. JIekapCTBeHHBIN MpemapaT MOKET OBITh oOecreueH CTaOMIBHONW OKpY)Karo-
mel cpemoi A MOJAep)KaHUs HaAJIeKaIlero COIEpKaHWs BIIATH, paclpeleleHus pasMepoB a’poIUHAMUYE-
CKUX YaCTHI] H/UJIM aKTUBHOCTH. Y CTPOWCTBO IS BBEACHUS JICKAPCTBEHHBIX MPEIAPATOB MOXKHO MMOIICPKUBATH
B HaJJISKAIUX yCIOBUAX. [lepen UCIOIh30BaHUEM YCTPOCTBA JUIS BBEICHIS JICKAPCTB MOXKHO XPAHUTh B Iep-
METHYHO 3aKpHITO 000709Ke. Takoi MoIX0a MOXKET MPEISITCTBOBATh KOHTAKTY C BIATOH, YaCTHIIAMH WHOPOJ-
HOTO BEIIECTBA, MPUMECIMH, MPOAYKTAMH Pa3lIOXKCHUS W IPYTHMMHU BPEIHBIMU MaTepHallaMH, KOTOPBIE MOTYT
HAPYIIUTH MPaBHIbHOE (PYHKIIMOHUPOBAHKUE YCTPONCTBA IS BBEICHUS JICKAPCTBCHHBIX MPENapaToB. Y CTPOHCT-
Ba JUIS BBEJICHUS JICKAPCTBCHHBIX MPEMAPaTOB TAKKE JOJDKHBI OBITH 3alIUIIEHBI OT (PU3UUECKOTO TOBPEIKIACHUSI
1 TIPEKICBPEMEHHOTO CpadaThHIBaHMUS.

B To BpeMs kak MHCYNHMH W WHCYJIMHOBBIE ITOMITBI ITPEBPATHIINCH B BRICOKOTEXHOJIOTHYHBIE M A (EKTHB-
HBIE MHCTPYMEHTHI IS JICYeHUs nruadera, METOIbl SKCTPEHHOW JAOCTABKH TIIIOKATOHA JJIS CIIACCHHUS >KU3HEH
mofel ¢ AuabeToM, CTpajaroIluX THIOTIMKeMHeH, He TOCTUTIIH JKelTaeMoro mporpecca. PecycneHmmupoBath
MOPOIIKO0OPa3HBIH TTIOKArOH U CAeNIaTh HHBEKIHIO MOKET OKa3aThCs CIO0XKHOM 3a/1a4eil, M 3a4acTyIO YeIOBEKY
¢ nmuabetoM Tpedyercs oMok, [IpocToit Ha3aNbHBIA CHpel MO3BOJSET OBICTPO U JISTKO BBOIUTH TIIFOKArOH B
ype3BbIYAHON CUTyaLUuu.

s mroneit ¢ nuaberom 1 tuma (T1D) cnumikom G0NBIIOE KOTHYECTBO HHCYJIMHA MOXKET OTPAHUYUTH CIIO-
COOHOCTh OpraHM3Ma BHICBOOOXKIATh TIIFOKATOH MO MEpEe MaJCHUs YPOBHS TIIFOKO3BI B KPOBHU; TAKHM 00pa3oM,
ecin yenoBek ¢ T1D He MOXeT MPUHUMATh caXap B CyXOM FJIM PaCTBOPEHHOM BHJE, HCOOXOIUMO TPUMCHUTH
JICUCHHE TIIFOKArOHOM JIJIsl BOCCTAHOBJICHUS OaraHca YPOBHS TITIOKO3bI B KPOBU. TshKeNasi THITOTIIMKEMUS MOXKET
MPUBECTH K TOCHHUTAIM3ANNN WIH Ja)Ke CMEPTH B KpaWHUX ciaydasx. [loaToMy cumTaercs, 4To IMOAAepKaHUe
IIEJIOCTHOCTH KaK TIIIOKaroHa, Tak U YCTPOMCTBA €Tro JOCTABKU UMEET OOJBIIOE 3HAUCHHE.

PackpsbiTHe cymiHOCTH N300peTeHUs

B cooTBeTcTBHM C OJHUM acIeKTOM HACTOSIIETO M300peTeHHs oOeclieueHa CHCTeMa JOCTAaBKH JIEKapCT-
BEHHOTO TIpernapara, KOTopasi COICpP)KUT YCTPOMCTBO I BBEICHHUS JIEKapCTBEHHOTO TIpernapaTa, JeKapCTBEHHBIN
mperapar, pa3MelIeHHbI B YCTPONUCTBE ISl BBEIEHUS JICKAPCTBEHHOTO Tpernapara, KOHTeHHep, 00pa3yromuit
MOJIOCTh JJIsl IPUEMa YCTPOMCTBa [T BBEICHIS JICKAPCTBEHHOTO IIpenapara, ¥ KOJIIMaYoK JUIsl YITIOTHEHUS YCT-
po¥icTBa ISl BBEICHUS JICKAPCTBCHHOTO Mpenapara BHYTPH YKa3aHHOTO KOHTEHHEpa. Y CTPONCTBO A BBEICHUS
JICKApCTBCHHOTO IpEeTapara OTHOCUTCS K THITY, B KOTOPOM UCIIOJTHUTEIBHBIN MEXaHU3M BEIIBUHYT U3 KOPITyca U
BBIMOJTHEH ¢ BO3MOXKHOCTBIO TIEPEMEIICHHS U3 BBIJIBHHYTOTO TIOJIOKCHUS BO BIABJICHHOE MOJIOXKCHUE IS BBI-
TaJIKMBAHUS JICKAPCTBEHHOTO TpenapaTa. KoHTeliHep onpenenser OTBEpCTHE I JOCTYIIA B IIOJIOCTh, B KOTOPOM
pa3MeIIeHO YCTPONCTBO ISl BBEICHHS JICKAPCTBCHHOTO Mpenapara. Koimayok MpUKpericH K KOHTCHHEPY B
3aKpBITOM HOJIOKEHUH I 00pa30BaHMs TePMETHYHOTO YIUIOTHEHHS yCTPOMCTBA ISl BBEACHUS JICKApCTBEHHO-
TO TIpenapara B yka3zaHHOH noxoct. Konmadok BKIIO9aeT B ce0st OWH WK 0oJiee MPIKUMHBIX 3JIEMEHTOB, KO-
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TOpBIC MPETHA3HAYCHBI IS TIPEAOTBPAIICHUS TICPEMEIIICHHS YCTPONUCTBA IS BBEICHUSI JICKAPCTBEHHOTO TIpera-
paTa K KOJIMayKy.

B mpyrom acmexTe oOydwaromiasi cucTeMa BKIIOYaeT B ceOst 00ydaromuii MOXyb, KOTOPBIA BBIOJIHEH C
BO3MOYKHOCTBIO MMHTAIIMH YCTPOICTBA [UIS JOCTAaBKH JICKAPCTBEHHOTO MperapaTta, HO HE COACPKUT JIEKapCT-
BEHHOTO MPOAYKTA, W/MIM O0YyJaromuil KOHTEHHEpP, BHITOJHEHHBIH C BO3MOXKHOCTBIO MMUTAWK PabOTHI KOH-
TeiHepa MpOAyKTa.

3aaga HACTOSIIETO N300PETEHUS COCTOUT B O0ECIIEUeHUH y371a KoJIlavyka U KOHTeHHepa, KOTOPhIi obec-
TIEYNBACT HAACKHBIA M TEPMETHUHBIN KOPIYC UL YCTPOWCTBA U BBEIACHMS JEKAPCTBEHHOTO Iperapara, a
TaKXKe BKJIFOYACT B ce0sI KOMITOHEHTEHI, IIPEIOTBPAINAIONINE MPEKICBPEMEHHBIN BBITYCK JICKAPCTBEHHOTO Tpera-
pata.

Jlpyras 3aga4a HacTOSIIEro N300pETCHUSI COCTOUT B CO3JAHUM CHCTEMBI JJOCTaBKH JIEKapCTBEHHOTO IIpe-
napata, KOTOpasi COJICPKHUT YCTPONUCTBO JJIs BBEACHUS JICKAPCTBEHHOTO TpenapaTa TakuM 00pa3oM, UTO YCTPOW-
CTBO JUIS BBEICHHUS JICKAPCTBEHHOTO MperapaTa MOXET OBITh JISTKO M OBICTPO W3BJICUCHO W3 KOHTEHHepa s
UCIIOJIE30BaHUSL.

Takxe pacKpBITEI CHOCOOBI yICPKUBAHUSA YCTPOMCTB AJIS BBEACHHS JICKQpPCTBEHHOTO IIperapara TaKhM
o6pa3om, 9T0OBI TIOJIEPKUBATH PaOOTOCTIOCOOHOCTh YCTPOWCTBA TS BBEACHHSI JIEKAPCTBEHHOTO IMpemnapara u
JKU3HECTIOCOOHOCTD COAEPIKAIIETOCS B HEM JIEKApCTBCHHOTO ITperapara.

Jpyrue 3amaun 1 MperMyIIecTBa pacKpBITONH CHCTEMBI TOCTABKH JIEKAPCTBEHHOTO TpemnapaTa OyayT ode-
BUIHBI CIICIIHAJIIICTAM B JAHHOM 0071aCTH TEXHUKH.

Kpartkoe onucanue yepre:xeit

[Ipu3Haku W MPEUMYIIECTBAa HACTOSINETO U300PETEHHS CTAaHYT OOJiee OYCBUIHBIMU IJISI CICIUAIKNCTOB B
JTAaHHOW 00JIACTH TEXHUKH IPU PACCMOTPEHUH CIIEIYIONIEro MOJPOOHOTO OMMCAHMS B COYETAaHUHU C COIIPOBOAH-
TENBHBIMU YE€PTEKAMH.

@wr. 1 mpenacraBiseT coOOW BUI B IMEPCIEKTUBE KOMIIOHEHTOB, HCIIONB3YEMbIX B COUYCTAHHU C CHCTEMOM
JIOCTaBKH JICKAPCTBCHHBIX MPEMAPaTOB, H300pakaloNIHid YCTPOWCTBO s BBEACHUS JICKApCTBCHHOTO IpenapaTa
1 KOHTEHHEp, PACIOIOKECHHBIC PSIIOM APYT C APYTOM,

¢wur. 2 - BUA B EPCIEKTUBE OJHOTO BapHaHTa PEATM3aIlMH CHCTEMBI JOCTABKH JIEKaPCTBEHHOTO Tpemnapa-
Ta, N300pakaloMNK yKa3aHHOE YCTPOHCTBO, BCTABICHHOE B KOHTEHHED C KOJIMAYKOM B OTKPBITOM ITOJIOKEHHH,

¢wur. 3 - Bug cOOKy B pa3pe3e KOHTEHHepa CHCTEMBI TOCTaBKH JIEKAPCTBEHHOTO IpenapaTa, OKa3aHHOTO
Ha ¢QuT. 2, CO BCTaBICHHBIM YKa3aHHBIM YCTPOHUCTBOM,

¢ur. 4 - Bug cOOKy CUCTEMBI JOCTaBKH JICKAPCTBEHHOTO TMpernapara mo (ur. 2, MoKa3pIBaIONUN MapHUP-
HOE COEJJMHEHHE KOJIITauKa ¢ KOHTEHHEPOM,

¢wur. 5 - Bug cOOKY KOHTEHHEpA C KOJIMAYKOM B 3aKPBITOM ITOJIOKCHHH, TTOKA3BIBAIOIIMNA JTOTTOTHUTEIBHEIC
JIeTaIi THOKOTO MIapHUpa,

¢wur. 6 - YaCTUYHBIA BUI B IMIEPCIICKTUBE CHCTEMBI TOCTABKH JICKAPCTBEHHOTO Mpernapara, MoKa3aHHOU Ha
¢ur. 2, TOKa3bIBAFOIIUI IETATM MEXaHU3Ma 3aIlEIKH KOHTeHHEepa 1 KOJIavKa,

¢ur. 7 - 4acTUYHBIA BHJ COOKY B pa3pe3c KOHTCHHepa CHCTEMBI JIOCTABKU JICKAPCTBCHHOTO Tpenapara,
TOKA3BIBAIOIMINK KOJNIMAYOK B 3aKPHITOM MOJOXKCHUH, YIUIOTHAIOUINI KOHTEHHEp CO BCTaBICHHBIM B HETO yCT-
poMCTBOM,

¢wur. 8 - YacCTUYHBIN BUI B pa3pe3e KOHTeHHepa, MOKa3bIBAIOIINN BHYTPEHHIOI YacTh KOHTEHHepa C Bila-
TOTIOTJIONIAONICH BTYJIKOM,

¢ur. 8a - moAPOOHBI BHI yAEPKUBAIOIIET0 MEXaHHW3Ma BIIATONOTIIONIAIONIEH BTYJIKH, IIOKA3aHHOTO Ha
¢uwr. 8,

¢wur. 9 - Bu B IepCrieKTHBE 00yYaromero KOHTeHHepa ¢ ero KOJIMayKoM B OTKPBITOM HOJIOKCHUH,

¢wur. 10 - Bug cOoky B pa3pe3e o0ydaroniero KOHTEHHepa, MOKa3aHHOTo Ha (ur. 9, ¢ 3aKPBITHIM KOJIIad-
KOM.

OcymecTBiieHHe H300peTeHus

B nensx copeiicTBUS MOHUMAHHIO TPUHIIMIIOB JAHHOTO U300peTeHNs OYAYT CAETaHbl CChUIKH HAa BapHaH-
THI peau3aliy H300peTeHNs, IPOMLTIOCTPUPOBAHHbIC HA TpaUIecKUX MaTepraiax, a il UX OIMHUCaHus OymIyT
TPUMEHSTHCS KOHKpETHBIE (OpMYyIHPOBKH. TeM He MeHee, CIeAyeT MOHUMAaTh, 9TO TaKUM 00pa3oM He Mpeny-
CMOTPEHO OTpPaHWYCHHE 00BEMa OXPaHbI HACTOSIIETO H300pETeHNS.

B omHOM acrmiekTe pacKpBITHI CHCTEMBI WHTpaHA3aJbHON JOCTABKH, COJEpIKAIlUe YCTPOWCTBO UL BBEIe-
HUS JISKapCTBEHHOTO TpemnapaTa Uil BBIIAYM JICKAPCTBEHHOTO Ipemapara. Takwe ycTpoiicTBa Al BBEACHHUS
JICKApCTBEHHOTO IpernapaTa 0ObIYHO BKIIIOYAIOT B ceOs KOPIYC, CONEpIKAIIUil pe3epByap I JIeKapcTBa, CO00-
HIAFOIIUICS MO TEKyYeH Cpeie ¢ BBITYCKHBIM MOPTOM, M UCTIOJHUTEIILHBIA MEXaHU3M JIJISI BRITCCHEHUS JIEKAPCT-
Ba Yepe3 yKa3aHHBIN BBITYCKHOHN mopT. OTBEpCTHE ISl BEITYCKA 3aKPBITO JIO UCIIONIBb30BaHus. VICTIONHUTEIEHBIN
MEXaHU3M BBITIOJHEH C BO3MOXHOCTBIO (DYHKIIMOHHPOBAHUS JUIS PA3YIUIOTHECHUS BEITYCKHOI'O TIOPTa M BHI30Ba
JIOCTaBKH JICKAPCTBEHHOTO mpemnapara. OObdHass KOHGUTYpAIUS TAKOTO YCTPOHCTBA JUIS BBEJICHHS JICKAPCTBCH-
HOTO TpernapaTta BKIIOYACT B ce0sl MCIIONHUTEIbHBIN MEXaHU3M, KOTOPBIH BRICTYIIACT U3 KOPITyca Mepe] JOCTaB-
KO¥1 JIeKapCTBEHHOTO Ipemnapara. [lepemMenieHre NCIOTHUTEIFHOTO MEXaHU3Ma U3 BBIABHHYTOTO MOJIOXKCHHUS BO
BIABJICHHOE TTOJIO’KEHNE OTKPHIBAET BBHIITYCKHOM KaHAJI U BEICBOOOKIAET JIEKapCTBEHHBIH ITpernapar.

B omHOM BapmaHTe peann3aliil PacKphITa CHCTEMa JOCTAaBKH JIEKaPCTBEHHOTO IIperapara, CoAepiKarias
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YCTPONCTBO AJIs1 BBEACHUS JIEKAPCTBEHHOI 0 IpemnapaTa, JIEKapCTBEHHBIN IpenapaT, IPUHATHINA B YyCTPOUCTBO [UIs
BBEJICHHUS JIEKAPCTBEHHOI'O IpenapaTa, KOHTEHHep, B KOTOPOM pa3MelleHa CHCcTeMa JOCTaBKU JIEKapCTBEHHOTO
npernapara, U KOJMA4OK, 3aKPBIBAIOIIMH CHCTEMY JIOCTABKH JEKapCTBEHHOTO Ipemapara BHYTPH yKa3aHHOTO
KOHTeHHepa. B elne onHOM BapHaHTe peann3aluy 00ECHEeUeH CHOCO0 COIepKaHHs YCTPOMCTBA Ul BBEACHHA
JIEKapCTBEHHOTO IIpernapara B yIUIOTHEHHOM COCTOSIHHM, 3aIMINAIOIIEM COAEPKALIUNCS B HEM JIEKapCTBEHHBIIN
npermapat. B emie ogHOM BapuaHTe peanu3aiiy o0ecredeH KOHTCHHEPHBIA y3el s YCTPOUCTBA IS BBEICHUS
JIEKapCTBEHHOTO Mperapara, BKIIOYAIOMUN B ce0sl KOHTEHHEp, NMEIOMINH BHYTPEHHIOIO MOJIOCTh Ul IpHEMa
YCTPOMCTBA [UIsl BBEACHU JIEKAPCTBEHHOTO IIPENapara, U KOJNMadoK, MPUKPEIUICHHBIH K yKa3aHHOMY KOHTEiHe-
Py Y YIUIOTHAIOIUH yKa3aHHYIO BHYTPEHHIOIO MOIOCTh B 3aKPBITOM MOJ0XKEHUU.

Ha ¢ur. 1 nokasana npuBeneHHas A npuMmepa cucrema 10 HocTaBKH JIEKapCTBEHHOTO Iperiapara, co-
Jepxalias ycTpocTBo 12 md BBeJeHMs JIEKapCTBEHHOTO Mpemapara, coAepiKallee JeKapCTBEHHbIM mpemnapar
(1e moxa3zaH), koHTeliHep 14 s mpuema ycTpoiicTBa 12 i BBeCHUS JEKapCTBEHHOTO MpenapaTa U KONNadok
16 nuis ynnotHeHus KoHTelHepa 14. YcrpoiicTBo 12 171 BB€AEHUS JEKAPCTBEHHOTO MpemnapaTa COAEPKUT KOp-
nyc 18, 0OBIYHO PACHONIOKEHHBIN MPOAOJILHO BIOJL ocu DA yctpoiicTBa, nMmeromuii BEITYyCKHOM KoHen 20 u
MPOTHUBOMOIOXKHBII KOHELl 22 NCHOJIHUTEIBHOTO MEXaHU3Ma. Y CTPOMCTBO AJIsI BBEACHUS JIEKAPCTBA BKIIIOYAET B
ce0s1 pe3epByap Uil JIEKapCTBEHHOTO Mpemnapara, 00pa3oBaHHBIN KOpycoM 18 u comeprkamuii TekapCTBEHHBIN
Ipenapar, KOTOPbIA JOJKEH BBIAABATHCS M3 YKAa3aHHOTO yCTPOWCTBA AJIsl BBEJCHNUS JICKAPCTBEHHOTO IIpenapara.
JlekapcTBO BbIIAETCS 4epe3 MOPT 24 Iyl BBITYCKa JIEKapCTBEHHOTO Mperapara, KOTOPBIH COAEPKUT OTBEPCTHE,
cooOImaromeecs 1Mo TeKy4ei cpeqe ¢ pe3epByapoM I JIEKapCTBEHHOTO Ipemnapara.

VYerpoiictBo 12 Ui BBEAEHUS JIEKApPCTBEHHOTO IpenapaTa JOMOJHUTEIBHO BKIIOYAET B CEOsl MCIIOIHU-
TENBHBIA MeXaHu3M 26 aisi BIOpoca JIEKapCTBEHHOTO IIpenapara W3 pe3epByapa depe3 BBITYCKHOH mopt 24.
HcnonHuTtenbHBIA MeXaHU3M 26 BBICTYNMAaeT M3 KOHLA HCHOJHUTEIBLHOTO MexaHu3Ma kopmyca 18. Mcmonnu-
TEJBbHBIA MEXaHU3M 26 JONOIHUTENBHO BHIIOIHEH C BO3MOXKHOCTBIO IMHEHHOTO MEPEMEILEHHs] U3 BBIIBUHYTOTO
TMIOJIO’KEHHS, TIOKa3aHHOTO Ha ¢ur. 1, BO BAaBIeHHOE ITOJIOKEHUE (He mokaszaHo). OtBepctue 24 1l BBITYCKa
JIEKapCTBEHHOTO IIpenapaTa H30JIMPOBAHO OT COOOIICHUS 0 TEKyUel cpezie ¢ pe3epByapoM JUIs JIEKapCTBEHHOTO
npenapara, KOor/ia UCHOIHUTEIbHBINH MeXaHU3M 26 HaxXOJWTCS B BBIABHHYTOM IIOJIOXKECHHUH, YTOOBI yIEpKHUBATh
coJieprKalieecss B HEM JICKApCTBO B T'€PMETHYHOM COCTOSHHUH. MCTIOMHHUTENBHBIM MeXaHM3M 26 NpeaHa3HauCH
JUISL BBIITCKa JIEKAPCTBEHHOTO IIpEnapara U3 pe3epByapa IIpH OCEBOM MEPEMELICHUH U3 BBIIBHHYTOTO IOJI0XeE-
HUS BO BJIABJICHHOE NOJIOXKEHHE. Bo Bpemst Takoro nepeMerneHns: 00ecreunBaeTCsi COOOIMIEHUE 10 TeKydeH cpe-
Jie MEKY BBIITYCKHBIM OTBEPCTHEM H PE3EPBYapOM, MO3BOJISIOIIEE BBIJABATh JIEKAPCTBO.

Taxke Ha ¢ur. 1 mokazansl koHTelHep 14 m xoymadok 16. Konretinep 14 mMeer TpyO4aryio OOKOBYIO
CTEHKY 28, pacloyioKEeHHYIO MpoaoyibHO BAoidb ocu CA koHTelHepa. bokoBas crenka 28 3akpblTa HIDKHEH
creHkoit 30 ¢ ogHOTrO KOHIIA, 00pasyst monocts 32 BHYTpU KoHTeiHepa 14. [IpoTnBoOIONOXKHBINH KOHEl obecrie-
yhBaeT OTBepcTHe 34 I JOCTyIa, OTPaHMYEHHOE YacTbio 36 TopueBoil creHku. IlonocTs 32 uMeeT COOTBETCT-
BYIOIIUI pa3Mep U BBIIOJIHEHA C BO3MOXKHOCTBIO pa3MeEIIeHUs B Hell ycTpoiicTBa 12 as BBeJeHUS JIEKAPCTBEH-
HOTO TperiapaTta TakuM 00pa3oM, BhITycKHOH koHen 20 mpumbikaeT K HiokHel crenke 30. Bokosast crenka 28
OOBIYHO MOKET UMETh IMIINHAPHIECKYIO (GOpMY.

Konmadgok 16 mMeeT COOTBETCTBYIOIINN pa3Mep U BBITIONHEH ¢ BOZMOXKHOCTBIO COTIPSIKEHUS ¢ KOHTEHHe-
poM 14 B 3aKpBITOM TTOJIOKEHUH JJIs1 00eCIIeYeHHs TEPMETHIHOTO YIUIOTHEHHUS, 3aKPBIBAIOIIETO MOJIOCTh 32 JJIs
ycTpoiicTBa 12 Ayt BBeJSHUS JIEKApCTBEHHOTO Mpenapara, Korja oHO pa3MenieHo B HeM. Konmadok 16 Brmoda-
eT B ce0s oJIvH Wik 0oJiee MPYKUMHBIX JIEMEHTOB (OMMMCAaHHBIX HUXKE CO CCHUTKOHN Ha (QUT. 2), pacrosoKEHHBIX
Y BBINIOJHEHHBIX C BO3MOXHOCTBIO OIOPHI HA 9acTh KOpITyca 18, He SBISIOLIYIOCS UCTIOJHUTEIbHBIM MEXaHU3-
MOM yCTpoWcTBa 12 11 BBelIeHHs JeKapcTBeHHOro mpemnapara. OnuH wiau Oojiee TPIKHMMHBIX 3JIEMEHTOB
yIEpKUBAIOT YCTPOMCTBO /I BBEACHHS JIEKAPCTBEHHOTO IIpenapaTa B oJIoCcTH 32 0e3 IpHIoXKEHUs JaBJICHUS K
UCTIOJIHUTENIbHOMY MEXaHHU3MYy 26, KOrAa KOIMadoK 16 HaXoauTcs B 3aKpHITOM MOJIOXKEHUU. B yacTHOCTH, Kax-
JBIIA U3 MPUKUMHBIX JIEMEHTOB COAEPXKUT BHICTYI, MPOXOISAINMI OT Konmnauka 16 k HikHel ctenke 30. B oxn-
HOM IIpUMepe KaXKAbI U3 NPUKUMHBIX 2JIEMEHTOB BBITIOIHEH 3a OJHO LIEJI0€ U3 TOro e MaTepuala, 4To U KO-
Na4yoK, C UCIIOJIL30BaHUEM IIpoliecca JUThs B popMy. B npyrux npumepax nprKUMHBIE 3JIEMEHTBI MOTYT OBITH
BBITIOJTHEHBI OT/IENIBHO U TIPUCOEMHEHBI I HHBIM 00pa30M HaJeKHO MPHUKPEIUICHBI K Kommnauky. [IpmxumHble
3JIEMEHTBI MOT'YT OBITh U3TOTOBIICHBI 3 MaTepHala, KOTOPHIH 00ecIIednBacT KECTKYIO KOHCTPYKIHIO. B oHOM
HpUMEpE JKECTKUE yNEP)KUBAIOLINE 3JIEMEHTHI BBINOIHEHBI C BO3MOXHOCTBIO COXPAHCHMS MX OTHOCHTEIHHOU
OPHMEHTAINH U TIOJIOXKEHHUSI OTHOCUTENIFHO KOJIMAadKa (M APYT APYra, eclid UX KOJIUYECTBO COCTABIISET ABA U 0oO-
Jiee) W 4acTH Kopiryca 18, He SBISIOIMENHCs UCIIOHUTEIPHBIM MEXaHH3MOM, YCTpOicTBa 12 aiis BBemeHUs Jie-
KapCTBEHHOTO IIpernapara, YTo0bl H30€XaTh NepeMEIleHNs] KOHIIOB YAEPKUBAIOIMINX 3JIEMEHTOB B HE)KEIaTelb-
HOM TIOJIOKEHHH, KOTOPOE MOJKET BBHI3BATh MPEXIECBPEMEHHOE CpadaThiBaHHE yCTpoHcTBa. JKecTKHid ynepxu-
BAIOIIUN AJIEMEHT MOXKET COXPAHATh CBOE OTHOCHUTEIBHOE OCEBOE MOJOXKEHUE M PafUalIbHOE MOJOKEHUE KOH-
L[OB YKa3aHHBIX 3JIEMEHTOB OTHOCUTEIBHO KOJMAa4YKa U yCTPOUCTBA.

Ha ¢wur. 2-3 nokazano yctpoiictBo 12 U1 BBeieHHS JEKapCTBEHHOTO ITpenapaTa, pa3MemeHHOe BHYTPH
KoHTeiiHepa 14. McnomHUTENbHBIM MeXaHu3M 26 MOKa3aH BBICTYMAIOIIUM B OCEBOM HaNpaBJICHUH U3 KOpILyca
18 ycrpoiictBa 12 muid BBeIeHUs JIeKapCTBEHHOro npemnapaTa. [lo MeHblIel Mepe, KOHIeBas 4yacTb 38 UCHOIHU-
TEJIHHOTO MEXaHW3Ma 26 BBIXOIHMT 3a TUIOCKOCTh 9acTh 36 TopieBoi creHku. Kommauok 16 MokeT BKITIOYATh B
ce0s xoprryc 39 vameBuaHOH (HOpMBI, IMEIOINK OOKOBYIO cTeHKY 41 kommauka, oOpa3yromnyio BeieMKy 40, B
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KOTOpOI pa3MelieHa KOHIIeBask YacTh 38 HCMOJHUTENLHOTO Mexanu3Ma 26. YameBuaHbid kopiyc 39 konmnayka
16 MO>KeT BKIIIOYATh paJuaIbHyI0 HApYKHYIO 000JHYIO YacTh 66.

Kak nokazano Ha ¢wur. 2, kopryc 18 ycTpoiicTBa 12 mist BBeIeHUS JIEKApCTBEHHOTO Mpemnapara BKIOYaeT B
ce0s1 epudepruitHyIo MOBEPXHOCTH 42, OKPYKAIONTYI0 UCIIOJIHUTENBHBIA MexaHu3M 26 BOKpyr ocu DA u cooc-
HYIO C HUM, OOpaIeHHy0 B HallpaBJIeHU! OT HIbkHeH creHku 30. [IprkuMHbBIE 21eMeHTHI 44 TToKa3aHbl Ha (UT.
2-3 IpOXOSIIMMH B OCEBOM HarpaBiIeHUH BA0Ib ocl CA KOHTeHHepa, KOT/ia KOJIMad0K HaXOIUTCS B 3aKPHITOM
MOJIOKECHNU. B 07JHOM BapmaHTe peanm3anuy OT Koimadka 16 oTXOOIT ABa NPYKUMHBIX dmeMeHTa 44. YkazaH-
HBIE MPKUMHBIC 3JIEMEHTHI BBITIOJTHEHBI TaK, YTO MMEIOT KOHIIEBBIC KOHTAKTHBIE IMOBEPXHOCTH 46, pacroiio-
JKCHHBIC TaKUM 00pa30M, YTO OHU ONHMPAIOTCS HA MEPUPECPUITHYIO TIOBEPXHOCTD 42, PEACTABIISIIONIYO YacTh, HE
SIBIISTIOIIYIOCS] HCTIOJTHUTEIBHBIM MEXaHU3MOM, KOTOpas HaXOAHUTCS PaJHANBHO CHAPYXKHU 3a MpelesiaMu HCION-
HUTEIHHOTO MEXaHHU3Ma, B clIydae, KOTrJa yCTpoicTBO 12 1 BBEACHUS JIEKaPCTBCHHOTO Tperapara MpuHYKIe-
HO K MEPEMEIICHUI0 B OCEBOM HalpaBlicHHH OT HWKHEH creHku 30. brnaromaps skeCTKOMY yIepKHBAIOLICMY
JJIEMEHTY TOpIICBAasl KOHTAKTHAsI MOBEPXHOCTh 46 COXPAHSET CBOE OTHOCHUTEIBHOEC OCCBOC TOJIOKECHUE H PAJTH-
ANBHOE TOJIOKCHUE OTHOCHUTENFHO KOJIMAvka W mepudepuitHoil moBepxHocTH 42 ycrpoiictBa. [lepememnicHue
KOHIIEBOI KOHTAKTHOM MOBEPXHOCTH 46 KOHCTPYKLINH, UMEIOIIEH MPYKUHHYI0 KOHQUTYPAIHIO, MOXKET MO3BO-
JUTH KOHIIEBBIM KOHTAKTHBIM IOBEPXHOCTSIM HETPETHAMEPEHHO BBI3BIBATH MPEXKIEBpPEMEHHOE cpabaThIBaHHE
yCTpoiicTBa. B olHOM BapwaHTe peaM3ainy, MOKa3aHHOM Ha (Gur. 7, BHYTPEHHSS MOBEPXHOCTh 41a OOKOBOM
CTeHKH 41 KoJymadyka ¥ BHYTPEHHSS MOBEPXHOCTh 44a MPKUMHBIX 2JIEMEHTOB 44 00pa3yroT HENPEPBIBHYIO T0-
BEPXHOCTh, & B HEKOTOPBIX CIIydasx HENPEPHIBHO TJAAKYIO0 HMOBEPXHOCTH. [IprmkumHbBIE 31eMeHTH 44 MOTyT
BKITIIOYATh B ceOs omopHOe pedpo BAOJB paguaibHO HapyKHOW MOBEPXHOCTH MPIKUMHOTO 3yIeMeHTa. Jpyrue
YaCcTH YKa3aHHOT'O YCTPOWMCTBAa MOTYT HCIIOJIb30BaThCS B KAUECTBE YAaCTH, HE SBIIOMICHCS HMCIOTHHUTEIBHBIM
MEXaHU3MOM, C KOTOPOH KOHTAKTHPYIOT YKa3aHHBIC TPHUKUMHBIC JICMCHTHI.

OTHOCHUTEIBHOE PACTIOJIOKCHUEC YKa3aHHBIX KOMIIOHCHTOB SIBJISICTCS OUEBUAHBIM 13 ¢ur. 3. OquH wiu 60-
Jiee TMPIKAMHBIX 3JICMEHTOB MPEIyCMOTPEHBI IS MPEAOTBPALICHUS MEPEMEIICHIS YCTPOMCTBA Il BBEICHHUS
JICKApCTBCHHOTO TpernapaTa B HAMPABICHUU OT HIDKHEH cTeHKH 30 Ha paccTOSHUE, KOTOPOS MOXKET IPUHYIUTh
KOHIIEBYIO YacTh 38 WCHOJHUTEIHLHOTO MeXaHH3Ma 26 yIMHUpaThCsl BO BHYTPEHHIOI OCEBYIO MOBEPXHOCTH 48
kommadka 16. I[Ipu TakoM KOHTakTe yYKa3aHHOE YCTPOWCTBO U BBEIEHHS JIGKAPCTBEHHOTO IIperapara MOXET
OBITH TOBPEXKICHO MITH MOXKET MPESKICBPEMEHHO BBIITYCTHTD JIEKAPCTBEHHBIN Tpenapar.

OmuH ninn 6otee TPWKIMHBIX JIEMEHTOB PACIIONIOKEHBI U BBITIOTHEHBI TAKUM 00pa3oM, 4TO MpPEISTCTBY-
0T MIEPEMEIICHUIO YCTPOICTBA IS BBEICHHS JIEKAPCTBEHHOTO IperapaTta, ooecredrnBas MakKCUMaIbHYIO 3a1aH-
HYIO BEeJMYHHY TIEPEMEIICHUsT yCTPOHCTBA A BBEACHHUS JIEKAPCTBEHHOTO TpenapaTa B HAIPaBICHUH OT HUXK-
Hell crenkn 30 x konmauky 16. He TpeOyercst, 4ToObI KOHIIEBbIE KOHTAKTHBIE MTOBEPXHOCTH 46 BCeraa HaXou-
JIMCHh BO B3aUMO/ieiicTBIM ¢ iepudepuitHoi noBepxHocThio 42. Ckopee, HeOOIBIIOHN 3a30p MOXET OBITH 0Oecte-
YeH MEX/y KOHIIEBBIMH KOHTAaKTHBIMU ITOBEPXHOCTSMH 46 1 nepudeprifHoN MOBEpXHOCTHIO 42, KOTrJa KOMIIO-
HCHTHI CHCTEMEBI JIOCTaBKH JICKAPCTBA HAXOISTCS B COCTOSIHHU TIOKOs. ECiy MpuiioykeHa BHEIIHSS CUIIa, KOTOpas
MPUHYXKAACT YCTPOWCTBO 12 ais BBEIEHHS JCKAPCTBCHHOTO Iperapara K MEPEeMENICHUI0 B HAMPABICHHH OT
HUKHEH cTeHku 30, ykazaHHble KOHTAaKTHBIE MOBEPXHOCTH 46 MPIKUMHBIX AJIEMEHTOB 44 ciyaT B KauecTBE
KOHEYHOTO YIIopa JUIs TAKOTO ePEMETICHHS.

B »TOM OTHOIIEHNH, KaK MMOKa3aHO Ha QUT. 3, MEXITy KOHTAKTHBIMH MMOBEPXHOCTAMH 46 U TIOBEPXHOCTHIO
42 xopmyca 18 nmpemxycMoTpeH HeOOobIIOH 3a30p. Takke uMeeTcst OOJBITUH 3a30p MEXKIY TOPIIEBOI IMOBEPXHO-
cThI0 47 KOHIIEBOH YacTh 38 W BHyTpEeHHEH TOBEPXHOCTHIO 48 KoJmadka 16. DTOT OTHOCHUTENBHBIN pa3Mep ABYX
3a30pOB MPEIOTBpAIIAcT KOHTAKT BHYTPEHHEH MOBEPXHOCTH 48 ¢ MCTIONHUTELHBIM MEXaHU3MOM 26. MeHb I
3a30p MOXKET HaXOAUTHCA B Auana3one, Hanpumep, ot 0,1 1o 1,865 mm.

Kaxk nmokazano Ha ¢ur. 4-5, konmayok 16 MOXKeT ObITH COEMHEH C KOHTEHHEpOM 14 ¢ IOMOIIBIO MIapHUP-
Horo coeauHenust 50. Coequnenne 50 MoxeT UMeTh GopMmy "THOKOTO mapHHpa", colep KaIEero MepeMbIuKy 52
U3 CIUIONIHOTO MaTepHaia, COCAUHSIONIYIO B OIHO IeJioe Koimadok 16 u kouteiHep 14. Ha ¢ur. 5 nokazax
BHEIITHUH BUJ YKa3aHHOTO IAPHUPHOTO COCAMHCHUS. YBEIMYCHHAS, IPOXO/SIIAs B OCCBOM HAIPABICHUH YacTh
54 60K0BOI1 CTEHKH 28 MPOXOJMT /10 YacTH 36 TOPLIEBOH CTEHKH, 00pa3ysl KMBO mapHUp 52. YyacTok 54 sBis-
eTcs TUIOCKUM, a HE COOTBETCTBYET panuycy cTeHku 28. Ecnu mapHup He ABISeTCS HMPSIMBIM, 3TO MOXKET IIpH-
BECTH K OOJIBIION Harpy3Ke Ha KOHIIBI IapHHUpa. Takas KOHCTPYKIMS [IapHHUpa IMpeAHa3HAYCHA I MUHIMATb-
HOTO M3MEHEHHUs (OPMBI HapYKHOI YacTH KOHTEHHepa I yIydIIeHus] BHEITHero Buaa. IIpu ucmoias30oBaHnn
JIPYTUX OOBIYHBIX IAPHUPOB YaCTh IMApHUpPa MOXKET BBICTYHATh W3 CTEHKH 28. B 3TOM BapmaHTe peanm3aiyn
KOJIITAYOK ¥ KOHTEWHEP BBIITOJHEHBI 32 OJHO LIEJI0e, HallpUMep, IIyTEeM JINThS TI0JT aBJICHHEM.

W3BecTHBI pa3imyHBIe BApHAHTHI MOIXOSIINX MIapHUPOB. HampuMep, B albTepHATHBHOM BapHaHTE pea-
JU3AIMY MIAPHUP COJCPKHUT OCCBOM IIEMEHT, IPOXOISAIINN TOPU30HTATIBHO BIOIb HAPYKHON CTOPOHBI KOHTEH-
Hepa. Och yaepKUBaeTCs B TIOJOKCHUU Ha PACCTOSHUH OT HapyKHOW CTOPOHBI CTCHKH KOHTEITHEpa, HalpuMmep,
mapoi BHICTYMAIONINX HApyxKy (IaHIeB. B 3ToM BapuaHTe peamu3alii KOJIAYOK BKIIOYACT B ce0S YaCTHIHO
UTHHAPUYCCKUH DIIEMEHT, KOTOPBIN YCTaHOBIICH MOBEPX OCH U IMOBOPAYMBACTCS BOKPYT Hee. B kadecTBe anb-
TEPHATHUBBI 3TH KOHCTPYKIUU MOTYT OBITH MEPEBEPHYTHI, T.C. KOJIMAYOK BKIIOYACT B ceOsl YKa3aHHYIO MIAPHUP-
HYI0 OCh, a KOHTCHHEp BKIIIOYACT B ceOs YKa3aHHBIA IMIMHIPUICCKUNA KOMIIOHEHT. B 3THX allbTepHATHBHBIX
BapHaHTaX pean3aIliy KONMAY0K U KOHTEHHEP MOTYT OBITh BHIITOJIHEHBI OTACIHHO U COOPaHBI BMECTE.

JIBa MIPIKUMHBIX 3JIEMEHTA PACIOI0KEHBI IO OKPYKHOCTH HA PACCTOSHHUH APYT OT ApYyTa, a IMIapHUPHOE
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coenrHeHue 50 pacnoioKEeHO MO OKPYNKHOCTU MEXIY IBYMs MPW>KMMHBIMH BBICTYNaMd. B mpuBeaeHHOM aist
mpUMepa BapHaHTe pealu3alliy KOJIMavyoK 16 BKIIOYAeT B ceOs [Ba MPHKUMHBIX 3JIeMEHTa 44, pacioIoKeHHBIX
B IPOTHBOTIOJNIOKHBIX OPTOTOHAJBHBIX MOJOXKECHHUAX, T.€. Pa3HECEHHI IPYT OT Apyra nmpuMmepHo Ha 90° oTHOCH-
TENBHO IMAapHUPHOTO coeauHeHus 50. D10 obecneunBaeT ABE TOUKH KOHTAKTa MEXIY NMPIKUMHBIME JIeMEHTa-
MU 44 u kopirycom 18. IIpmKuMHBIE 3IEMEHTHI MOTYT BBIXOIUTH M3 YAIIEBHAHOTO TeJa KOJIMadKa Ha pagraabHO
MIPOTHBOTIOIOKHBIX CTOPOHAX KoJMadka. B HEKOTOPHIX MpUMeEpax 3TO MOXKET OBITh JMAMETPaJIbHO MIPOTHBOIO-
JIOXHBIM. B 1pyrux mpumMepax 3To He 00S3aTENBHO MOIDKHO OBITH NPSMO NMPOTHBOIIOIOXKHBIM PagualibHO, HO
MOXKET OBITh CMEIIeHo, HampuMep, Ha 150°. OTHOCHTEIHHOE PACIONOXKEHHE MPHUKUMHBIX JJIEMEHTOB TakKkKe
oOnerdaeT "OYHCTKY" yICPKUBAOIIUMHE 3JIEMEHTaAMUA OOKOBOW CTEHKH 28 M MCIOJIHHUTEIFHOIO MeXaHu3Ma 206,
KOrJia KoJmnayok 16 nepemMeniaercss MeXay OTKPBITHIM MOJIOKEHHUEM U 3aKPBITHIM MoJ0KeHueM. OTHAKO ClleyeT
MOHUMATB, YTO MOKHO HCITOJB30BATh JIFOOBIC KOJIUYECTBO M PACIIONIOKEHUE IPHKUMHBIX dJIeMeHTOB 44. Taroke
MOHSATHO, YTO KOJIMAYOK 16 He 00s3aTeIbHO OKEH OBITh IAPHUPHO COSAWHEH ¢ KOHTEHHEpOM 14, M OH caM 1o
cebe MoXeT moTpeOOBaTh WU JIOMYyCTUTh MCIOJIh30BAHUE PA3IMYHBIX KOH(QUTYpaluid OJHOTO WU OoJiee MpH-
SKUMHBIX 2JIEMEHTOB.

B npyrom mpuBeneHHOM I TpUMEpa BapHaHTe pean3alliil KOJIMavyoK BKIIOYACT B Ce0s MIapHUP, COeTH-
HSIOINN KOJIMAYOK C KOHTEfHepOM. B 0THOM acmekTe KOJIMadoK BKIFOYAeT B c€0s TOJIBKO ONWH MPIKUMHON
3JIEMEHT, KOTOPBIH MOXKET OBITh PACIIONOKEH BAOJb JIFOOOTO TONIOKEHHSI M3 BHYTPEHHEH JacTH Kojmadyka. B
OJTHOM BapHaHTE peayu3aliii eAMHCTBCHHBIN MPIKUMHOM 3JIEMEHT PACHOJIOKECH BHYTPH IAapHUPA U pagraIbHO
BBIPOBHEH C HUM, OOECIIeUHBas XOpolllee yACepKUBAaHNE yCTPOHCTBA JIsl JOCTaBKH JIEKAPCTBEHHOTO IIperapara
BHYTpHU KOHTelHepa. B eme oJHOM BapuaHTe peanu3aliii eIUHCTBCHHBIH MPKUMHBIA 3JIEMEHT MOXKET OBITh
PACTIOJIOKEH B JIFOOOM MECTE PACIOJIOKCHHUS JIFOOOTO M3 MPHKUMHBIX 3JIEMCHTOB, MTOKAa3aHHBIX, HAIIPUMEp, Ha
¢wur. 2, wu, HanpuMep, PacIoIOKEH Ha MECTE TPMYKUMHOTO 3JIEMEHTAa, TOKa3aHHOTO Ha ¢ur. 9.

B kavecTBe anbTepHATHBBI KOJIMAYOK 16 MOMKET OBITH MOJHOCTHIO CHEMHBIM ¢ KOHTelHepa 14. OmHako
MPEUMYIIECTBO MAPHUPHOTO COSTMHEHUS COCTOUT B TOM, YTO OHO OOJIEr4aeT yCTAaHOBKY M CHATHE KoJmavka 16.
OHO Tak)xe OpUEHTUPYET MPUKUMHBIE DJIEMEHTHI B KEJIAEMOM TI0JI0KEHUH OTHOCUTENIbHO KOHTelHepa 14.

HezaBucumo ot crmocoba kperuieHus: Koimadka 16 K KoHTelHepy 14 B 3aKpBITOM TOJIOKEHUH, HAITHIUE
MPKAMHBIX 3JIEMEHTOB B KadeCTBE YAaCTH KoJMadka oOecredmBacT SBHBIC NMpeuMyInecTsa. [IpmKkuMHbIe 3i1e-
MEHTHI 44 TOCTYNHBI TS YACP )KUBAHHUS YCTPOMCTBA AJIs BBEICHUS JIGKAPCTBEHHOTO Iperapara, KOrjia OHH MpH-
KPEIICHBI K KOJIAa4yKy, KOTOPHI CHUMaeTcs, KOTAa HEOOXOIUMO HCTIONB30BaTh YCTPOHCTBO ISl BBEACHHS JIe-
kapcTBa. CreoBaTenbHO, CHATHE KOJMayka 16 Takke MPUBOAWT K yIAICHUIO MPKAMHBIX 3JIEMEHTOB, HE Tpe-
Oysl OTIENbHOTO ACHCTBHS MM Pa3OIOKMPOBKH YCTPOMCTBA UL BBEIEHHS JIGKAPCTBEHHOTO IIperapara Imepen
W3BJICUYCHUEM M3 KOHTEHHEepa. DTO MO3BOJSACT OBICTPO W JICTKO M3BJICYh YCTPOWCTBO JIsl BBEACHUS JICKAPCTBCH-
HOTO TIpernapara U3 KoHTeiHepa. XOTsS 3TO U He TpeOyeTcs, MPUKUMHBIC 3JICMCHTHI TAK)KE MOTYT OBITh MPEIy-
CMOTpPEHBI B Ka4eCTBE HCOTHEMJICMOTO KOMIIOHEHTa KOoJMadka 16, 94To o01erdacT U3roTOBJICHUC MPUKHUMHBIX
JJIEMEHTOB H MO3BOJISICT M30CKaTh JOMOTHUTEIBHBIX ITAlOB U3TOTOBICHUS U 3aTPAT, CCIIM YKA3aHHBIC AJICMECH-
ThI IPEAYCMOTPEHBI B BUJIE OTJEIBHOTO KOMIIOHEHTA.

Ha ¢wur. 6 mokazaHo, 4TO cucTeMa JOCTaBKH JICKAPCTBEHHOTO TIperapara MOXKET BKJIIOYaTh B ce0s 3armop-
HBIA MEXaHU3M 56 I yaep KuBaHHs Kojimadka 16 B 3aKpBITOM IOJIOKEHUH C KOHTeHepoM 14 6e3 mpeamosa-
TaeMOT0 pa3JIelIeHHs JABYX KOMIOHEHTOB. MOJKET OBITh MCIIOJIb30BaH JIFO0O0H TaKOW 3aNOPHBIA MEXaHU3M, KOTO-
pHIii 00ecTeynBaeT JOCTaTOUHYIO MPOYHOCTh YACP)KUBAHUS KOMIIOHEHTOB B OJIOKMPOBAaHHOM COCTOSIHWH, a TaK-
JKe TI03BOJISIET MPH KEJaHHUHU I1esleco00pa3Ho 0cBOOOKAATh YKa3aHHBIA 3aIlOPHBIN MEXaHU3M. B oHOM BapuaHTe
peanu3anyy 3amopHBIH MEXaHU3M 56 CONEPKHUT OTBETHBIE (PUKCHUPYIOIINE HIIEMEHTH TN (PUKCHPYIOUTII Mexa-
Hu3M. 3aienka 58 mpHKperieHa K Koumayky 16 u mpoXoAuT B OCEBOM HampaBlCHUH BIOJb OCH KOHTEiHepa,
KOrJla KOJIMa4oK 16 HaxXxoIUTCS B 3aKPHITOM TOJOKEHUHU. B 3TOM MOJOXKEeHUH 3aienka 58 pacrosioxkeHa amst
IpueMa PsIOM ¢ HapyXXHOM mmoBepxXHOCThIO 60 60koBO# crenku 28. 3amenka 58 nmeer mapy orsepcruii 62. [1a-
pa IOTOJHUTENBHBIX BBHICTYNOB 64 BBINOJIHEHA Ha HAPYKHOU MOBepXHOCTH 60 U pacmojioKeHa TakK, YTO BXOJUT
B OTBEpCTHs 62, KOT/Ia KOJIMAa4yoK 16 mpuBeZieH B €ro 3aKphIToe MooxeHne. KoMIOHEHTHI 3aIIeNIKi U OTIOpHbIE
JJIEMEHTEHI SBJISIFOTCS JOCTATOYHO TUOKMMH U YIPYTUMH, YTOOBI 3aIIEJIKy MOKHO OBLIO OTKPHIBATH M 3aKPHIBAThH
o Mepe HeOOXOAMMOCTH.

Takxe MOXHO HCHOJIB30BAaTh ANBTEPHATHBHBIN MEXaHW3M OJIOKMPOBKH W yIUIOTHeHUs. Hampuwmep, B on-
HOM BapHWaHTE pealu3alliy KOJIadoK 3allelIKuBaeTcsl Ha KOHTeHHepe. B eme ogHOM BapuaHTe peam3amuu
KOJITTAaYOK MPUKPEIUIEH K KOHTEHHEPY MPEeCcCOBON MOCAIKOM.

3amrenka 58 MOXeT ObITh MPHUKpPEIICHA K HIDKHEH MOBEPXHOCTH 000HON JacT 66 kommadka 16 u Moxker
OTXOJIUTH OT Hee, KaK MoKa3aHo Ha Gur. 2. DTO MO3BOJISIET Pa3MECTUTH 3aIeNIKy 58 psAIOM ¢ HapYKHOM IMOBEPX-
HocTblo 60 OOKOBOI crenku 28. PammanbHas NpOTSHKEHHOCTh 00OHOW HacTH 66 OT HapyKHOH HOBEPXHOCTH
YaIIEeBUIHOTO KOPITyca KOJIayKa MOXET ObITh TOCTOSHHON. B oHOM mpuMepe yka3zaHHasl paguaibHasi MpoTsi-
JKEHHOCTh 000THOH YacTH 66 MOXKET U3MEHATHCS, HAIPUMED, TaM, IJIe Y9acTOK 67 000/1HOI yacTi 66, KOTOPBIH
MPUMBIKAET K 3alleike 58, MOXeT OBITh paaualibHO MPOJODKCHA NANibIIe, YeM yKa3aHHBIH Y4acTOK 000THOMN
yacTu 66, 3a Mpeeibl 3alleiKi. PacIIupeHHBIH yIacTOK 67 TaKKe MOMKET CIIY)KUTh S3BIYKOM ISl OOJBIIOTO
najblia, YTOObl 00JIEerYyuTh CHATHE Konmauka 16 ¢ orBepcTus 34 i noctyna B KoHTewHep 14. HywkHsst moBepx-
HOCTh PACIIUPEHHOTO y4JacTKa 67 MOXET 0Opa3oBBIBATh SI3BIUOK JJIsI KOHTAKTa ¢ OOJBIIMM MabIeM, YTOOBI
00eCTIeunTh BRIXOAIIYIO HAPY)Ky IMOBEPXHOCTh, KOTOPYIO MOKHO OT)KMMAaTh BBEpX OT KOHTeiftHepa 14 mns 06-
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JICTYCHUS CHATHUS KOJIAavyKka ¢ KOHTeitHepa. [1oap30BaTelb MPUKIaIBIBACT OCEBOE YCIIIUE K y4acTKy 67, 4TOOBI
BBI3BaTh IMIOBOPOT yYacTKa 67 3a cueT THOKOCTH ero MaTepHalia, TEM CaMbIM MepeMelas 3alenky 58 Takum 00-
pa3oM, 4TO OTBEPCTHS 62 3aIENKHN YIAISIOTCS OT BBICTYIIOB 64, a 3ameinka 58 ocBoO0KIAETCS OT BBICTYIIOB 64,
MIO3BOJISIST KOJIITAYKy IEPEMECTUTHCS B OTKPBITOE TIOJI0KEHUE.

CucTtema JOCTaBKH JICKAPCTBEHHOTO IIpETapara BEIIIOJIHEHA ¢ BO3SMOXXHOCTBIO MTOIAECP)KUBATh IIEJIOCTHOCTD
YCTPONCTBA JJIs1 BBEJCHHS JIEKAPCTBEHHOTO IperapaTa M caMoro JIEKApCTBEHHOTO IIpernapara ¢ MOMEHTa UX 3a-
TIeYaTHIBAHMS B y3JI€ KOJIMadKa U KOHTeHHepa A0 TeX IMOop, MOKa YKa3aHHOE YCTPOWCTBO LIS BBEICHHS JIEKapCT-
BEHHOTO TIpernapaTa He OyIeT U3BICYCHO U NCIOIh30BAaHO IS BBIIa4X JIEKaPCTBEHHOTO Mpemnapara. Kormadok u
KOHTEHHEp CHAOXXCHBI JOMOJHHUTEIEHBIMUA YIUIOTHUTCIBHBIMHU 3JICMCHTAMH JIIs OOCCIICYCHUST TePMETHIYHOTO
YIDIOTHEHHs Mexay HUMU. Kak rmokazaHo Ha ¢ur. 6 un 7, koHTeiHep 14 BKimo4aeT B ce0s TOPIEBYIO CTCHOYHYIO
yacTh 36, onpenenstonryto otsepctiue 34 i nocryna. Konmadok 16 BrintodaeT B ce0si OKpYKHOHW YIUIOTHH-
TENBHBIA JIEMEHT, COJep KaIlnil MPOXOSIIMIA 110 nepudeprr B OCEBOM HampaBieHHH Quaner] 68, KOTOpBIH
UMEET COOTBETCTBYIOIIHIA pa3Mep U BBIMOJIHEH C BO3MOXKHOCTBHIO TPOXOXKACHUS BIOJIb BHYTPEHHEH MOBEPXHO-
CTH TOPIICBOM CTCHOYHOI YacTh 36 W IUIOTHOTO MPWJICTAHUS K HEH I 00ECIeYeHUs] TePMETHYHOTO YIUIOTHE-
HUS TIPH 3aKPBITHH yCTPOMCTBA Uil BBEACHHUS JIGKAPCTBEHHOTO IpemnapaTta B y3Je Kojimadka 16 u KoHTelHepa
14. YrunotHuTeNnbHBEIH (raHer 68 xoimavka MPOXOIUT B OCEBOM HampaBieHHH BAOJIL ocl CA KOHTeWHepa u
pAacIioyio’KeH Ha PAacCTOSHUM paJlalbHO BHYTPH OT 3aIleNKH 58, o0pasys 3a30p I pa3MeIleHus pagnalbHON
TOJIITUHBI TOPIIEBOK cTeHOUHOH dacTu 36. KoyblieBoi yIUIOTHUTENBHBINH (uraHel] 68 MOXKET OTXOJUTh B OCEBOM
HaIpaBJICHUW OT HWKHEW MOBEPXHOCTH 000HON dacTu 66. [IprwkuMHbIe d7eMeHTHl 44 pacionoXeHbl Ha pac-
CTOSIHMM PaTUabHO BHYTPh OTHOCHUTENbHO (raHIa 68, kak mokazaHo Ha ¢wur. 7. [IpmwkuMHbIe diIeMeHTh 44
UMCIOT pa3Mep, MO3BOJIFOIIUI UM BBICTYIATh B OCEBOM HAIPABICHHUH 3a OOpAICHHYIO K HUKHEW CTEHKE TOp-
IIEBYIO ITOBEPXHOCTH (pyaHa 68.

®drnanern; 68 moka3aH BBRICTYNAIOIINM B OCEBOM HAIIPABJICHUU 3a 3aIICIKy 58 (UKCHPYIOIIET0 MEXaHU3Ma.
Bonee xopoTkas 3amienka OTHOCUTEIBHO CTCHKHU (DJIAHI[A MO3BOJSCT YMEHBIIUTH CHUJIBI OTKPBHIBAHHS KOJIIAYKA.
3amenka 58 mokazaHa pacro0KEHHOU M0 OKPYKHOCTH MEXAY ABYMs MPHKUMHBIMU dJeMeHTaMu 44, HO Torie-
PEK yKa3aHHOW BBIEMKH U paflajbHO HAMIPOTHB mapHUpHOTO coenuHenus 50. [Ipmwkumubie 31eMeHTH 44 MOTYT
OBITH pa3HECEHBI APYT OT JPyTa Ha YTIOBOE PACCTOSHHE, COCTaBIIsIoOmee mpuMepHo 180°, mpudem 3amenka 58 u
mapHupHOe coequHeHne 50 Takke MOTYT OBITh pa3HeCeHBI IpuMepHO Ha 180°.

Martepwuaisl, UCIIONB3yeMble B KOJMAadKke W KOHTEHHepe, XOPOIIo M3BECTHH B JAHHOW OOJACTH TEXHHUKH.
YkazaHHBIE MaTepualibl JAOJDKHBI 00eCleunBaTh JKeMaeMyIo YIUIOTHSIOMYI0 (QyHKuuio. Ecim mcmons3yrores
rHOKye MapHUp, 3alleNika WM APYTHE AJIEMEHTHI, YKa3aHHBIE MaTephaibl IOJDKHBI 00NafaTh JOCTATOYHOM
MPOYHOCTHIO, JACTHIHOCTHIO M YIPYTOCTHIO UIS BBHIMIONHCHHS (PYHKIIMOHAIBHBIX TpeOOoBaHWA. B maHHOM 00-
JIACTH TEXHUKHU H3BECTHO HMIUPOKOE PasHOOOpa3re MaTepHaioB, OIXOIAIIMX IS HCIIONB30BaHUS B KOHTCHHEPE
14 u xonmauke 16, 1 0OBIYHO TH MATEPHABI BKIOYAIOT B CeOs IUIACTHKH, B YACTHOCTU TEPMOILIACTHI, TAKHE
KaK MOJIUIPOITMICH U MOTUITHIICH.

MHOX€eCTBO JICKaPCTBEHHBIX IPENapaToB MOIBEPKCHBI OTPHUIIATEIIFHOMY BIHSHUIO KOHTAKTa C BPCIHBIMH
YPOBHSIMH BJIQXHOCTH. B OJIHOM BapwaHTe peaiu3allii CUCTEMa JIOCTAaBKU JICKAPCTBEHHOTO IMpernapaTta coaep-
JKUT JIEKapCTBEHHBIN TIperapar, TyBCTBUTEIBHBIN K BiIare, a KOHTeHep 14 w/wimm xoiamadok 16 comepkar Bia-
romornotutensb. Ha ¢ur. 8 mokasana Bmaromormomatomas Brysika 70, pa3MenieHHas B KoHTeliHepe 14. Bnaro-
MIOTJIOIIAIOIIAS BTYJKA BBITIOJIHEHA C BO3MOXKHOCTBIO pa3MeIleHHus B KOHTeWHepe 14 pspoMm ¢ HKHEH CTEHKON
30 1 UMeeT KOPITyC KOJBIIEBOH (OPMBI, CHA0KEHHBIH IIEHTPAIBHOM TOJI0CTHI0 71 7S pa3MelIeHus: B Hell BBIMY-
CKHOTO OTBepCTHs 24 ycTpoiicTBa 12 1y BBEACHMS JIEKAPCTBEHHOTO Mperapara.

Bnaromornomniaromasi BTyJKa MOXET OBITh BBIIIOJIHEHA, HAIIPUMED, B BHJIC BTYJIKH THIIA MOJICKYIIIPHOTO
CUTa, U3TOTOBJICHHOW JHUTHEM TOJ NABJICHHUEM C WCIOJB30BAHHEM H3BECTHBIX MATCPHANIOB JUIS MOTJIOMICHUS
BJIaT¥, KOTOpasi B MPOTUBHOM CIy4ae MOXKET HCIOPTHTh YKa3aHHBIN JICKAPCTBEHHBIN mpemapar. Brmaromorio-
HIaromasi BTyJIKa MMEET pa3Mep, OOYCIABIMBAIONIMNA JOCTATOYHOE KOJIHMYSCTBO MaTepHaia Uil IOTJIONICHUS
COOTBETCTBYIONIETO KojmyecTBa Biard. C 3TOW IENbI0 yKa3aHHAs BJIATOIMOTIIONIAIOIIAS BTYIKAa MOXET OBITh
BBIMOJTHEHA C BO3MOXKHOCTBIO (DAKTHYCCKOTO 3aIMOJHCHHS MOJIOCTH 32 MEXIy YCTpOWCTBOM 12 aisl BBeACHUS
JIEKapCTBEHHOTO MIperapaTa U BHyTpEeHHEH 4acThio OOKOBOH CTEHKH 28 KOoHTelHepa 14.

Biaromornomaroriast BTyaka 70 MOXKeT OBITh 3aKpeIuieHa BHYTPH TOJOCTH 32 pas3IHUYHBIMH CIIOCOOaMH,
TaKUMH Kak mpeccoBast mocanka. KonTeitHep 14 Takke MOXKET BKIIOYATh B ceOsl GUKCHPYIOMIMIA dJIEMEHT C 3a-
IIETIKOH, B KOTOPOM BBICTYTAIOIIEE B PaIHabHOM HAIIPAaBICHUH BHYTPh HEIPEPHIBHOE KOJBIIO WM HETIPEPHIB-
HBI BHYTPEHHUH BBICTYN 72, IPOXOJISAIINKA U3 BHYTPEHHEH MMOBEPXHOCTH OOKOBOM CTCHKH KOHTEHHEpa, BXOIUT
B 3aIleIUICHUE C OCEBOI TOPIIEBOM MOBEPXHOCTHIO BiIarormoriomaronieii BTyaku 70 mocie ee rnmepeMenieHus Ha
JIOCTAaTOYHOE PAacCTOSHUE B MOJIOCTh 32. Braromoriormatomas Bryika 70 MOXKET BKIIOYATh B CeOS KOJIBICBYIO
BBIEMKY 73, 00pa30BaHHYIO BJOJIb PajHajibHO HAPYKHOH MOBEPXHOCTH 75 Teia BIArOMOTIIOTHTENS, KOTOpas
MOKa3aHa BBIMOJHCHHOW B MEPECEUCHUU OOPAICHHON K KOJIMAYKy OCEBOM IJIOCKOM MOBEPXHOCTH 77 Tela Bia-
TOTMOTJIOTHTENS W PaJMANTbHO HAPYKHOH MOBEPXHOCTH Tela Biaromoryiotutelis. KonblieBas BeieMKa 73 mMeeT
COOTBETCTBYIOIIUI pa3Mep U BBHITIOJTHEHA ¢ BO3MOXXHOCTBIO pa3MEIICHHUS B HEll BBICTYMA 72, KOTJa BIArOMOTIIO-
TUTEIh PACIIONOKCH BHYTPH KOHTCIHHEpa, KaK MoKa3aHo Ha ¢ur. 8a. B kadecTBe anbTepHATUBHI BHICTYI 72 MO-
JKET yIep)KUBATh BIATOMOTIOTHTENb, NMEIONIHHA KOJBIEBYI0 (hOpMy, 3a CUET B3aMMOICHCTBHS C KOJITAYKOM,
oOpalIeHHbIM K OCEBOU IMIOCKON MOBEPXHOCTH 77 Teja BIAromoTIOTUTENS, IPH dTOM yYKa3aHHBIA BIIArOIOTO-
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TUTENb HE UMEET BBIEMKH 73.

PackpeIThle cHCTEMBI JOCTaBKHU JICKAPCTBEHHBIX MPENAapaToB UMEIOT NPUMEHEHHE, CPEAN MPOYero, B ycT-
POWCTBAxX AJIS BBEACHUS JIEKAPCTBEHHBIX IIPEMapaToB, KOTOPHIC MPEABAPUTEIHHO 3aNIOTHEHBI U 00SCTICYUBAIOT
JIEKapCTBEHHBIN TMpemnapar B M03UpOBaHHOW (opMe. B wacTHOCTH, yCTpOMCTBa AJIs BBEJACHUSI JICKAPCTBEHHBIX
MperapaToB MOTYT CONEPXKAaTh TUCIIEPTUPYIOIINE YCTPOMCTBA, KOTOPHIE B KOHTEKCTE HACTOSIIETO OMUCAHUS
CUHTAIOTCS yCTPOMCTBAMH, AOCTABIIOMIMMH JICKAPCTBEHHBIH Ipernapar B JUCIIEPTUPOBAHHOHN (opme, HarpH-
Mep, B JO3UPOBAHHBIX a3PO30JIbHBIX WM PACHBUIMTEIBHBIX YCTPOUCTBAX. DTH YCTPOWCTBA IS BBEICHUS JIeKap-
CTBEHHBIX TperapaToB NpeABAPUTEIHHO 3aT0THEHBI JEKAPCTBCHHBIMU IpenapaTaMyd B TOTOBOHM JO3MPOBAaHHON
¢opme. BapnaHThl peannzanuy BKIIIOYAIOT B ce0sl yCTPOWCTBA, TakMe KaK ykaszaHHbIE B T. 68 denepanbHoro
peectpa, ctp. 36675, 36676 n 36680 (18 urons 2003 r.). [IpuMeps! BapuaHTOB pealn3aluy BKIIOYAIOT HHTPAHA-
3aJIbHBINA a9P030JIb U YCTPOUCTBA AJISl PACIIBUICHHS.

CucteMbl JOCTaBKU JIEKAPCTBEHHBIX IIPENapaToB MOTYT COAEPXKaTh HMIMPOKUH AWAIa3oH YCTPOWCTB I
BBE/ICHHS JIEKaPCTBEHHBIX NPEMNapaToB U CaMHX JICKAPCTBEHHBIX IpernaparoB. CHcTeMa JOCTaBKU JICKapCTBEH-
HBIX MPENapaToB 0COOEHHO XOPOIIO MOIXOJHUT ISl HCIOIB30BaHUs C YCTPOMCTBAMU AJIsl BBECHUS JIEKapCTBEH-
HBIX TIPEnapaToB, KOTOPHIE UCIIONB3YIOTCS AJISI BBEICHHS ITOPOIIKOBBIX JIGKAPCTBEHHBIX IPENapaToB, TAKUX Kak
MOPOIIKH JIJIsI MHTPaHA3aJIbHOHM IocTaBKU. JlekapcTBEHHBIE MpenapaThl MOTYT OBITH JIFOOBIMH, KOTOPBIE MOTYT
OBITH TOCTABJICHBI C MTOMOIIBIO JUCIIEPTUPYIOIINX YCTPOUCTB. JIekapCTBEHHBIE MTpemapaThl MOTYT OBITH CBSI3aHBI
C OJTHUM WJIK OoJIee IPYTMMH HHTPEeIUSHTaMH, KaK yka3aHo, HanpuMmep, B 21 CFR §314.3.

B mpuBeneHHOM U1 mpUMepa BapHaHTE PeaIM3aIliH JIGKAPCTBEHHBIM IIPETapaToOM SIBIISIETCS TIFOKATOH.
Pa3paboTano ycTpoiicTBO A BBEACHUSA JIEKAPCTBEHHBIX IPEMAapaToB, KOTOPOE 00ECTIEYNBAET JOCTABKY TIFOKA-
TOHa B BHJE MPOCTOTO OJHOPA30BOI0 HA3aIbHOTO IOPOMIKA. JTO YCTPOMCTBO OOecreuMBaeT 3HAYUTEIIBHBIE
NPEUMYIIECTBA 110 CPABHEHUIO CO CIIOKHBIMU CHCTEMaMHM, KOTOPBIE BKIIOYAIOT CMEIIMBAHUE XHIKOCTH U TO-
poIIKa BMECTE C MOCIEAYIOIINM BIIPEICKOM PacTBOPA. BBIIO yCTaHOBJIEHO, YTO HUCIIOJIB30BAHHUE 3TOTO YCTPOUCT-
Ba JUIA BBEACHHS JICKAPCTBEHHBIX ITPENapaToB MO3BOJISIET MPUOIM3UTH YPOBEHB caxapa B KpOBU K HOpME B Tede-
Hue 30 MUH TOCIIe IpreMa OPOIIKO0OPa3HOTO IIIIOKAroHa.

B oxgrOM M3 BapHaHTOB pean3aliy JEKapCTBEHHBIM PENapaToM SBISIETCS MPOAYKT JJIS MHTPaHa3aIbHO-
ro BBeneHnss AMGS504-1 (Locemia Solutions), coaeprkammmii 2 MT TIIIoKaroHa B 20 MT cyXoro OpOIIKa Wik 3 MT'
rimokarosa B 30 Mr cyxoro mopoInka, B 3aBUCHMOCTH OT J03bl. Ha3ampHBIN MOPOIIOK BBOAMTCS C ITOMOIIBIO
OJTHOPA30BOTO TO3UPYIOMIET0 yCTpOoHCcTBa. HakOHEYHNK yCTpPONCTBA BCTABISICTCS B OJHY HO3JPIO, U /1032 JI0C-
TaBJISIETCS] IPOCTHIM Ha)KaTHEM HA WCIOJHUTENBHBIA MEXaHNU3M, COCTUHEHHBIN C MOPITHEM, KOTOPHII BBITyCKa-
€T TIOPOIIOK B HO3/Apt0. OT MarueHTa He TpeOyeTcsl HUKaKUX KOJIJICKTUBHBIX JCHCTBHM, Tak Kak aOcopOIus mpo-
MCXOJMT Yepe3 CIM3HUCTYI0 00010uKy Hoca. JlekapcTBeHHas (hopma TirokaroHa obecrieuyeHa B CHCTEME JIOCTaBKH
JIEKapCTBEHHOTO Ipernapara, Kak pacKpbITO B JAaHHOM JOKYMEHTE, YTO IPUBOAUT K BBICOKO3()(heKTHBHOM 3aImu-
TE KM3HECTIOCOOHOCTH KaK IIIOKAaroHa, Tak ¥ yCTPOWCTBA AJISI €ro JOCTaBKH.

Wuorna xenarenbHO 00ecednTh 00yJarolee yCTpoiCTBO, KOTOPOE AaeT MOTECHIMAIbHBIM TI0JIb30BATEISIM
BO3MOKHOCTb 03HAKOMHTBCS CO CIIOCOOOM HCIIOIb30BaHUSI KOMMEPYECKOH (POPMBI CUCTEMBI JIOCTaBKH JIEKApCT-
BEHHBIX ITPENaparosB.

B oxgHOM acriexte obecriedeHa MOIU(PUITNPOBAHHAS BEPCHS OMMCAHHON CHCTEMBI JOCTABKH JICKapCTBEHHO-
TO Ipemapara, KOTopasi UMeeT Te K€ OCHOBHBIC KOHCTPYKLUHH M (YHKIHH, YTO U KOMMEPUYECKOE YCTPOWCTBO.
OpnHako Taxke Ba)KHO, 4TOOBI 00ydaroliee YCTPOHCTBO HENb3sl ObLIO CIyTaTh C KOMMEPUYECKUM YCTPOMCTBOM,
MOCKOJIBKY OOydJaromiee yCTpOHCTBO He 00S3aTeNbHO JOJDKHO MMETh TaKOW Ke ypOoBeHB mpopaboTku. Hampu-
Mep, KOMMEPYECKOe YCTPOHCTBO MpPEIHA3HAYCHO IS 00ecleYeHUs] TepPMETHYHOTO YIUIOTHEHHsS KOHTECHHEepa,
KOT/1a KOJIMTA4OK 33aKPBIT, 4TO He TpeOyeTcs Ayt 00y4aroniero ycTpoicTaa.

CoOTBETCTBEHHO, 00yYaroiee YCTPOMCTBO CIPOEKTHPOBAHO TAKMM 00pa3oM, UTO HCKIIIOYAETCS B3aUMO-
3aMEHAEMOCTb JIeTallell ¢ KOMMEpYeCKUM ycTpoiicTBoM. Hampumep, oOy4arormiee ycTpoHCTBO AJIsl JOCTaBKH Jie-
KapCTBEHHOT'O Mpernapara BBIIIOJIHEHO ¢ BO3MOXKHOCTBIO IPEJIOTBPAIIECHHS €T0 pa3MEelleHHs BHYTPH KOMMepye-
CKOTO KOHTEifHepa n/wii Koimadyka. Hanportus, oOyuaromue KOHTEHHEp W/MIM KOJIA4YOK BBHIITOJHEHBI C BO3-
MOXXHOCTBIO BOCIPETIATCTBOBAHHUS Pa3MEILCHNIO B HUX KOMMEPUYECKOTO YCTPOHCTBA ISl JOCTABKH JIEKapCTBEH-
HBIX IIPETIapaToB.

B oxgrom npumepe oOydaromiee yCTpOHCTBO MOXKET UMETh TaKHe pa3Mephl, UYTO €ro KOHTSHHEep M/HITH KOJI-
MAY0K OTPAaHUYMBAIOT TOJOCTH, KOTOPAS SIBIISETCS CIUIIKOM KOPOTKOM /WM CIIMIIKOM Y3KOH AJIS pa3MEIICHUS
B HAX KOMMEPUYECKOTO YCTPOWCTBA ISl JOCTABKH JEKAPCTBEHHBIX IpernapaToB. TOYHO Tak ke oOydaromee ycT-
POWCTBO JAJISl TOCTAaBKHU JIEKAPCTBEHHOT'O IpenapaTa MOXKET OBITh CIIPOSKTUPOBAHO TaK, YTO MUMEET pa3Mmep, Ko-
TOPBIA HE MOKET OBITH BMEIIEH B IOJIOCTh, OTPAHNYCHHYIO KOMMEPYECKIMU KOHTEHHEPOM H/IITH KOJITaYKOM.
Crenyer moHMMaTh, YTO KOHTEHHEpP, KOJIMAYOK W/MIM YCTPOMCTBO JUIS JIOCTaBKH JICKAPCTBEHHOTO ITIperapaTa
JUIst 00YYaIoIIero yCTpolcTBa 1 KOMMEPUYECKOTO YCTPOHCTBA MOTYT OBITh HECOBMECTHUMBI B Pa3IUYHBIX JPYTHX
OTHOIIICHUSX.

Ha ¢ur. 9 u 10 nokaszan npuBeaeHHBII U TpUMepa 00ydaloIui y3esl KoHTelHepa U Koinadka. KoHnTei-
Hep 74 colep UT WWIMHAPUIECKUI KOPITyC, BKIIOYAIOMIUH B ce0s pemmeTKy 76, IMUTHPYIOLIYIO IPOCTPAHCTBO,
3aHMMAaeMOoe BJIaronoriomaromei BTynkoi 70 U3 npeaslayiero BapuaHTa peanusanuy. J[Ba mieda 78 npoxoast
HapyXy W3 BEpXHEH 4acTH KOHTeWHepa 74 W momnepkuBaroT mapHUpHbIA mtudTt 80. Kommadok 82 BkimouaeT B
ce0s1 JaleBHIHYIO 9acTh 84, ONpeAeaIonIyio KaHajl, B KOTOPBIM BXOAUT MapHUpHBIH mTUT 80. YameBumHas
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yacTh 84 BEHINOJIHEHA U3 MaTepualia, KOTOPBIH SBISCTCS TOCTATOYHO THOKUM, YTOOBI €ro MOKHO OBLIO MPHXKATh
K mwapHupHOMY mTudTy 80.

CoueTaHne YalIeBUIHON YacTh 84 ¢ pa3MemeHHBIM B HEeW mapHUpHBIM mTUGTOM 80 0o0pa3yeT mapHUpP
86, COeTMHSIIONINIA KOJIIMavoK 82 1 KoHTelHep 74.

KonTeitHep 74 NOTONHUTENBHO BKIIIOYAET BHICTYN 88 BIIOJb BEPXHETO Kpas KOHTeHHepa 74 B MECTOTO0-
JKEHUH, TIPOTHBOIIOJIOKHOM IapHUpy 86. BBICTYN 88 mpoXoauT momnepek KoHTeWHepa 74 W UMEET ClieTKa BbI-
MyKITyIo GopMy, eciii CMOTpeTh Ha BU B pazpese. CM. ¢ur. 10. Konmmadok 82 Brimodaet B ceds duranern 90, pac-
MIOJIOXKCHHBINA TaK, 9TO BXOJIUT B 3aIlCIICHHUE C BBICTYTIOM &8, KOTJa KOJMAaY0K 82 HaXOAUTCS B 3aKPBITOM ITOJIO-
JKCHHU.

Konmadok 82 HOMOJHHUTENEHO BKIIOYACT B Ce0sl €IUHCTBEHHBIN MPHKUMHON JIEMEHT 92, BRIDOBHEHHEBIH C
mapaupoM 86. IprxumHoii anemeHT 92 BrimovaeT T-00pa3Hyro TOPLEBYIO MOBEPXHOCTH 94, PacIoyIoKEHHYIO C
BO3MOKHOCTBIO MPEIOTBPAICHHS CMEIICHUS BBEPX YICOHOTO YCTPOMCTBA AJIsl BBEACHUS, Pa3MEIICHHOTO B KOH-
Teltnepe 74.

Takum o6pa3om, KoHTelHep 74 M Konmadok 82 00pa3yroT MpUEMHOE THE3/10, MMEIOIee OTINYUS OT KOH-
CTPYKIIMH paHee ONMMCAHHOTO BaphaHTa peanm3annu. Kommawgox 82, Hampumep, MMeeT KOHCTPYKIHIO C OTHUM
MIPKAMHBIM DJIEMEHTOM, a He ABYMS NPKAMHBIME dyieMeHTamMu 44. [apaup 86 u ¢uaner; 90 mpencTaBisiioT
€000 KOHCTPYKITHIO, aTbTEPHATUBHYIO THOKOMY IIAPHUPY U 3alleke B 0ojiee paHHEM BapHaHTE pean3alii.

B oxHOM acmexTe obecriedueHa cHCTeMa JOCTaBKHM JIGKAPCTBEHHOTO MpernapaTa, colepiKaias ABa pa3sHbIX
y3J1a KOHTeIfHepa M KOJavKa, COCTABIAIONINE CHCTEMY MPOAYyKTa U oOydaronIyto cucteMy. CucTeMa IpoIyKTa
WCTIONB3YETCS ISl COAEp KaHUs YCTPONCTBA ISl BBEACHHUS JIEKAPCTBEHHOTO TIpETapara, CoIepKamero JeKapeT-
BEHHBIN Ipemnapar, KOTOpoe JOJDKEH OBITh JOCTaBJIeH marueHty. OOyJaromas cucTeMa UCIONb3YeTCs s mpe-
JIOCTABJICHUS TAIIUEHTY BO3MOXKHOCTH O3HAKOMHUTBCS CO CTPYKTYpaMH M QYHKIIUSIMH CHCTEMBI MPOAyKTa. BMme-
CTE C TEM OHA CITY>KUT TOJIBKO IEIH, TIO3BOJISTIONICH MAIUCHTY MaHUITYJIHPOBATh 00YYArOIIAM MOJYJIEM OTHOCH-
TEJEHO y3JIa KOHTEHHepa u KOJIMadka 00yJarolieil CHCTEMBI, YTOOBI Y3HATh, KaK padoTacT y3el MPOIyKTa.

BapuaHTs! peanu3saryu, moka3aHHbIC Ha (QUT. 2 U 9, SBIAIOTCS PENpe3eHTATUBHBIMHU UIS 3TOW 0OIICH cuc-
TEMBI TOCTAaBKH JIEKapPCTBEHHBIX IpenapaToB. B kadecTBe mpuMepa BapHaHT, OKAa3aHHBIA Ha (QUTr. 2, MOXET
CIIY’)KUTh B Ka4E€CTBE CHCTEMBI NMPOAYKTA, a BAPHAHT, MOKa3aHHbIN Ha (ur. 9, MOXKET CIyKHUTh B KauecTBe 00y-
JaroIIeld CHCTEMBI.

JIst mocTmKeHNsT MaKCUMaTBHOTO 3 deKkTa odydaromnas cucTeMa BKIIIOYaeT B ceOsi 00yJarommii MOIYIIb,
KOTOPBIIl IMHTHUPYET YCTPOMCTBO JJISl JOCTABKH JICKAPCTBEHHBIX MPENapaToB, HO HE COACPKHUT MPOIYKT JIeKap-
CTBEHHOTO TipemnapaTta. OZHAKO yKa3aHHBIH 00yYalOUIiii MOTYJIb BEITIOTHEH C BO3MOXHOCTBIO PabOTHI C y3JIOM
KOHTEHHepa M KOJayka 00yJaroleil CHCTEMBI, TI0 CYIIECTBY, TAKAM K€ 00pa3oM, 4TO U YCTPOHCTBO ISl BBE-
JICHHS JICKAPCTBCHHOTO Iperapara, BHIMOJHEHHOE ¢ BO3MOXXHOCTBIO pabOTHI ¢ Y3JIOM KOHTCHHEpa W KOJIMavKa
CUCTEMBI IPOIYKTA.

Takum 00pa3oM, oOyUaromuii MOAYIIb MOXKET COAEPIKATh KOPITYC, UMCIOLIUI BBITYCKHON KOHEII, OIpe/ie-
JSFOINMN Y4eOHBIN BBITYCKHOW TOPT IS BBIYCKAa JICKAPCTBEHHOTO ITIperapara, W MPOTHBOIOIOKHBIA KOHEIl
UCIIOJIHUTEIIFHOTO MEXaHHM3Ma, BKJIIOUYAIOIIUN B ceOs yYCOHBIH MCIIONHUTEIBHBIN MEXaHU3M. YKa3aHHBIH HC-
TIOJTHUTENBbHBIA MEXaHMU3M BBIXOJUT U3 KOHIIA KOPIyca ¢ MCTIOMHUTEIFHBIM MEXaHU3MOM, TIPH 3TOM YKa3aHHBIN
WCTIOJTHUTENFHBI MEXaHN3M BBIIIOJTHEH C BO3MOXKHOCTBIO JIMHEHHOTO MEPEMEIICHUS U3 BBIIBUHYTOTO TOJIOXKE-
HUS BO BJaBJICHHOE ToyiokeHue. O0ydaromuii MOIy b BRIITOJHEH TOAOOHO YCTPONCTBY ISl JOCTaBKHU JEKAPCT-
BEHHBIX IIPEMapaToB, XOTS OH HEe 0053aTeIHHO JODKEH OBITh IMTOTHOCTHIO (DYHKIIHOHAIBHBIM, HAIPAMEp, OH MO-
JKET He BKIIOYATh B ce0s pabOYWil MCIIOJHUTENbHBIH MexaHu3M. OOyJaromuid y3esl KOHTeHHepa W KOJImayka
AHAJIOTUYHBIM 00Pa30M BBIMIOJIHEH C BO3MOXKHOCTBIO IMUTAIIMH y3JIa KOHTCHHEpa U KOJIIAa4Ka CUCTEMBI MPOIYK-
Ta, HO OH HE 0053aTeNBHO JOJDKEH OBITh MOJHOCTBIO ()YHKIIMOHAIHHBIM, HAIPUMEP, COJCPKAThH BIArOIOTIIOTH-
TEJb.

Kak yka3aHO BEIIIe, KOMIIOHEHTBI CUCTEMBI MPOAYKTa M OOYYAIOIIed CUCTEMBI BHITIONIHEHBI TAKUM 00pa-
30M, YTO YCTPOMCTBO UIS BBEJCHHUS JICKAPCTBEHHOTO TperapaTa sBISCTCS HECOBMECTUMBIM C OOYYAIOIINM Y3-
JIOM KOHTEHHepa U KOJMadka, a 00yJIaromuil MOIYJIb HECOBMECTHM C Y3JIOM KOHTEHHepa U KOJITayKa MpOayKTa.
OTO0 MOXHO OCYIIECTBUTH pa3HBIMU crocoOamu. Hampumep, oOydaromuii MOZYIb MOXKET MMETh Hapy>KHBIN
JMaMeTp, KOTOPHI HE BMEMIAETCS B KOHTEHHEP CHCTEMBI MPOAYKTA. AJBTepHATHBHO, KOHTEHHEp 00ydJaromen
CHCTEMBI MOKET OBITH BBIMTOJIHEH CIHIIIKOM KOPOTKUM JUISI YCTPOHUCTBA [T BBEACHHS JICKAPCTBEHHOTO TIpeTapa-
Ta, TaK YTO KOJITAYOK HE MOXET OBITh 3aKPBIT HAJ[ YCTPOWCTBOM JJIsi BBEJICHHS JICKApCTBEHHOTO IpenapaTa. B
[IEJIOM, JOCTaTOYHO, €CIIM KaKOW-THOO pa3Mep yCTpO¥cTBa I BBEACHUS JIEKAPCTBEHHOT'O MpemapaTa HEco-
BMECTHM C YCTPOWCTBOM, KOTOPOE BMEIIaeTCsI B 00yJaromuii KOHTEHHEP ¢ 3aKPBITHIM KOJTIAYKOM.

Xots HacTosee n300peTeHre ObUIO MPOMILTIOCTPUPOBAHO W TIOAPOOHO OMMCAHO CO CCHUIKOW Ha COIPOBO-
JUTEIIHHBIC YePTEXKH B MPUBEIACHHOM BBIIIC ONMCAHUM, €TI0 CICIyeT pacCMaTPUBATh KaK WLTIOCTPATHBHOE, a HE
OTPaHUYUBAIONICE TI0 CBOEMY XapaKTepy, MPH 3TOM CIEAyeT MOHMMAaTh, YTO OBLI MOKAa3aH U OMHCAH TOJBKO
TPEIIOYTUTEIIFHBIN BApUAHT pealnu3alliil, i BCe M3MCHCHISI, SKBHBAJICHTHI 1 MOAU(UKAIIUH, KOTOPBIC COOTBET-
CTBYIOT JyXy W300pETCHUH, OTPEACICHHBIX MPUIOKECHHON (POPMYIOi U300pETeHNUS, TOKHEI OBITh 3aIUIICHBI.
Bce myOnukanuu, maTeHTH M 3asSBKH HA TATCHTHI, IPOLUTHPOBAHHBIC B HACTOSIIEM JOKYMCHTE, BKIIOUCHBI B
HETO TOCPENICTBOM CCBUIKHM, KaK €CII OBl KaXkJasl OTAeNbHas MyONruKamus, MaTeHT WIK 3asBKa Ha MaTEeHT ObUIH
CHENHANbHO W MHIWBUAYAIBFHO yKa3aHBI IS BKIFOYCHHS MOCPEICTBOM CCBUIKM M HM3JIOKEHBI 37IeCh BO BCei
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MOJTHOTE.

B 3TOM pacKkpbITHH ONHCAHBI Pa3IMYHBIC ACTIEKTHI, KOTOPEIC 0€3 OrpaHHYCHHS BKIIFOYAIOT CICAYIOIINE ac-
TICKTHI.

1. Cucrema OCTaBKH JIEKapCTBEHHBIX IIPENapaToB, BKIFOYAIOMAs B ceOS YCTPOWCTBO I BBEACHHS Jie-
KapCTBEHHBIX IpENnapaToB, COAeprKaliee KOpIyC, UMEIOIIMM BBIITYCKHOM KOHEL, OMPEACNSIONIUN BBIITYCKHON
TIOPT /71 BRIITyCKA JIGKAPCTBEHHOTO IMIperapaTta, ¥ IPOTUBOIIOIOKHBIA KOHEI] C UCTIONHUTEIFHBIM MEXaHU3MOM,
MpUYeM yKa3aHHOE YCTPOHCTBO LIS BBEICHHS JIEKAPCTBEHHOTO IIperapara BKIIIOYaeT B ceOs pe3epByap s Jie-
KapCTBEHHOTO TpemapaTa, IpHW 3TOM YCTPOWCTBO Ul BBEICHHUS JIGKAPCTBEHHOI'O MpenapaTta JOMOTHUTEIHHO
BKITIOYAET B ceOsl MCIOTHUTEIBHBI MEXaHU3M IS BEIOPOCA JICKAPCTBCHHOTO MperapaTta U3 YKa3aHHOT'O pe3ep-
Byapa 4epe3 YKa3aHHBIU BBITYCKHON MOPT, MPHYEM YKa3aHHBIA UCTIOTHUTEIFHBIH MEXaHH3M BBICTYIACT U3 KOH-
I[a KOpITyca ¢ MCIIOJHUTEIHHBIM MEXaHU3MOM, TIPH 3TOM YKa3aHHBIA UCIIOJHUTEIHHBIN MEXaHU3M BBIOIHECH C
BO3MOXKHOCTBIO JIHHECHHOTO MEPEMEIICHUS W3 BBIIBUHYTOTO TOJOKECHUS BO BIABJICHHOEC ITOJIOKCHUE, TPUYEM
YKa3aHHBIN BBITYCKHOM MOPT 3aKPHIT, KOT/Ia YKa3aHHBIH UCTIOTHUTEIILHBIA MEXaHU3M HAXOJUTCS B BBIIBUHYTOM
TIOJIOXKCHUH, ¥ BBIITYCKHOM MOPT OTKPBIT, KOT/Ia YKa3aHHBIN HCIIONHUTEIBHBIN MEXaHH3M HaXOJWTCS BO BJaB-
JICHHOM TIOJIOKCHHH, IIPUYEM HCIIOTHUTEIBHBI MEXaHN3M BBIIIOJHEH C 00ecreueHneM BO3MOXHOCTH BBITYCKa
JIEKApCTBEHHOTO TperapaTa W3 pe3epByapa IPH OCEBOM IE€PEMEIICHUH HCIIONHUTEIFHOTO0 MEXaHW3Ma M3 BEI-
JBUHYTOTO TIOJOXEHHUS BO BIABJICHHOE IIOJIOKCHHE; JEKAPCTBCHHBIM IpemnapaT, Pa3MEIICHHBI B pe3epByape
YCTPOHCTBA /71l BBEACHHUS JICKAPCTBEHHOTO TpenapaTa; KOHTeIHep, MMEIOIHK MPOXOAIIIYI0 B OCEBOM HAIIPaB-
JeHnH OOKOBYIO CTEHKY M 3aKpBITYIO HIDKHIOIO CTE€HKY, OTPENENSIONINe MOJOCTh, UMEIONIYI0 OTBEPCTHE IS
JOCTyTIa, 00pa30BaHHOE TOPLIEBOW CTEHOYHOW YaCThIO, IPU 3TOM yKa3aHHOE YCTPOHCTBO ISl BBEJCHHUS JIEKap-
CTBCHHOTO MperapaTa pa3MelleHO B YKAa3aHHOW MOJOCTH C BBIMTYCKHBIM KOHIIOM, NMPHMBIKAIOIIAM K HIDKHEH
CTCHKE KOHTCHHEpa; W KOJIAa4OK, COSIMHCHHBIA ¢ KOHTCHHEPOM W BEHITIOIHEHHBIH C BO3MOXHOCTBIO IEepeMelIie-
HUS OTHOCUTEIBHO KOHTEITHEpa MEKAY OTKPBITHIM TIOJIOKEHUEM U 3aKPBITHIM MOJOXKCHHUEM, PHYEM YKa3aHHBIN
KOJIMAYOK B 3aKPHITOM MOJOXCHUU TePMETHYHO B3aUMOJCHCTBYET ¢ KOHTCHHEPOM C TEM, YTOOBI 3aKIFOYHTh
YKa3aHHOE YCTPOWCTBO JUIS BBEJCHUS JICKAPCTBEHHOI'O MperapaTa B YKa3aHHYIO MOJOCTh, MPHU 3TOM KOJIITaYOK
o0pasyeT onuH mWin 0oJiee MPKIMHBIX OCEBBIX BBICTYIIOB, IIPH ATOM, KOTJa KOJIMA4OK HaXOAHUTCS B 3aKPHITOM
TIOJIOKCHUH, OTUH FIIN 00JIee IPIKUMHBIX OCEBBIX BBICTYIIOB IPOXOJSIT B OCEBOM HAINPaBJICHUH OT KOJIAvKa K
HIDKHEH CTeHKe, IpHYeM OHHM MMEIOT pa3Mep, 00ecreunBaoNi MaKCHMAIBHYIO 3aJaHHYIO BEJTHYUHY OCEBOTO
MepeMeIeHns] YKa3aHHOTO YCTPOHCTBA MU BBEICHHS JICKAPCTBEHHOTO IpenapaTa B HAINPAaBICHUN OT HIDKHEH
CTCHKH, TIPU ATOM YKa3aHHBIC OJIUH WJIH 0oJiee MPIDKUMHBIX OCEBBIX BBICTYIIOB BBIITOJHEHBI C BO3MOXKHOCTHIO
KOHTAaKTHPOBAHH C YaCTHIO, HE SABJIIONISHCS HCIIOMTHUTEIHHBIM MEXaHU3MOM YKa3aHHOTO YCTPOMCTBA AJIS BBE-
JICHHS JICKAPCTBEHHOTO Tperapara.

2. Cucrema JOCTaBKH JICKAPCTBEHHOTO TIpenapaTa 1mo acheKkTy 1, B KOTOpoi OWH WK 0oJiee PIKAMHBIX
OCEBBIX BBICTYIOB MPEJCTABISIOT COOOM KECTKYIO KOHCTPYKITHIO.

3. CucteMa JTOCTaBKH JICKAPCTBEHHOT'O IpemnapaTa mo Jr00My U3 aclekToB 1, 2, B KOTOPOW KOPIYC YCT-
po¥icTBa ISl BBEICHUS JICKAPCTBCHHOTO Mpemapara BKIFYACT B ce0sl MPOXOISIIY0 B PaIdaIbHOM HAIPaBICHUN
nepuepruiHyI0 TOBEPXHOCTh, OKPYKAFOIIYI0 UCIIOJIHUTCIBHBIN MEXaHU3M U OOpAIlCHHYIO OT HIDKHEH CTCHKH,
TIPY 3TOM KOT'/Ia KOJIMTAaYOK HAXOANUTCS B 3aKPHITOM ITOJIOKEHHUH, OJUH WX 00Jiee IPIKUMHBIX OCEBBIX BRICTYIIOB
PAacIIONIOKEHBI PaJHaIbHO CHAPYKU YKAa3aHHOTO HCIIONHUTEIHHOTO MEXaHM3Ma JUIs 0OecreueHHs KOHTaKTa C
nepudepruitHON MOBEPXHOCTHIO.

4. Cuctema IOCTaBKH JIEKApCTBEHHOTO Tpernapara 1o JitodoMy U3 acrekToB 1-3, B KOTOPOU KOJITav40K UMe-
€T YaIlIeBUIHBIN KOPIYC, COAEp KaINi OOKOBYIO CTEHKY KOJIITayKa M ONPEICIIIONIIA BEIEMKY, BBIITOJIHEHHYIO C
BO3MOXKHOCTBIO Pa3MCIICHHS B HEW YaCTH UCIIONHUTEIHFHOTO MEXaHHW3Ma, MPH 3TOM OIMH WU 00Jee MPUKUM-
HBIX OCEBBIX BBICTYIIOB IMPOXOJIAT HAPYKY 32 MPECIIbI YKa3aHHOMN BEICMKH.

5. Cuctema TOCTaBKU JICKAPCTBCHHOTO Mperapara Mo achekTy 4, B KOTOPOi BHYTPEHHSISI TIOBEPXHOCTH 00-
KOBOW CTEHKHM KOJIIaYKa M BHYTPEHHSS MMOBEPXHOCTH OJTHOTO WM 0OJee MPUKUMHBIX OCEBBIX BBICTYIIOB 00pa-
3YIOT HETIPEPHIBHYO MOBEPXHOCTb.

6. CucremMa JOCTAaBKH JICKAPCTBEHHOTO Tperapara 1o Jr00My U3 acleKToB 1-5, B KOTOpoW oauH win 00-
Jiee TIPIDKUMHBIX OCEBBIX BEICTYIIOB COJEPIKAT Mapy MPYKUMHBIX OCEBBIX BBICTYIIOB, IIPOXOISIINX OT YaIIeBUA-
HOTO KOpITyca KOJIIayka Ha paJdalbHO MPOTHBOIOIOKHBIX CTOPOHAX KOJIIavyKa.

7. CuctemMa MOCTaBKH JICKAPCTBEHHOTO TIperapara Io JII0OOMYy M3 acleKToB 1-6, B KOTOPOH KOJIavyoK
BKITIOUaET B ceOsl HAPYKHBIN 000/1, pacIioIOKEHHBIM BOKPYT YaIlleBHUIHOTO KOpITyca, MepueprifHbIN (IiaHerr,
OTXOJSIIIUIT B OCEBOM HAIPaBJICHUN OT OOpaIIeHHON K HIKHEH CTCHKE TOBEPXHOCTH HAPYKHOTO 00012, IprueM
yKa3aHHBIE OAWH MK OoJiee NMPIKUMHBIX OCEBBIX BBICTYIIOB PACIIONOKEHBI Ha PACCTOSHUM PagualbHO BHYTPb
OTHOCHUTEIILHO YKa3aHHOTO (pJIaHIIa ¥ MPOXOAAT B OCEBOM HATIPABJICHUH 33 YKa3aHHEIH (hIaHel.

8. Cucrema JOCTaBKH JEKapCTBEHHOTO IpemnapaTa Mo JI00MY U3 acleKTOB 1-7, B KOTOPOI KOJIMAYOK CO-
¢IMHEH C KOHTCHHEPOM IIAPHUPHBIM COCTUHCHHEM.

9. Cuctema JOCTaBKH JICKAPCTBECHHOTO TIperapaTa 1Mo aclekTy 8, B KOTOPOH YKa3aHHOE MIapHUPHOE CO-
CIMHCHUE SBJIICTCSA THOKUM IAPHUPOM.

10. Cucrema AOCTaBKH JIGKAPCTBEHHOIO IpErapara 1mo achekTy 8, B KOTOPOH KOJIAadoK BKIFOYAET B ceOs
JIBa TPYKAMHBIX OCEBBIX BBICTYIIA, PACIIONOKEHHBIX IO OKPYXHOCTH Ha PACCTOSHHUU APYT OT IpyTra, MpHIeM
yKa3aHHOE IIaPHHPHOE COSAWHEHHE PACIIONOXKEHO MO OKPY)KHOCTH MEXKAY YKAa3aHHBIMH OBYMS MPHKHAMHBIMH
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BBICTYIIAMHU.

11. Cucrema AOCTaBKH JIGKAPCTBEHHOIO TpEMapara 1mo achekTy 8, B KOTOPOH KOJAadoK BKIFOYAET B ceOs
€IMHCTBEHHBIN MPUKUMHON OCEBOM BBICTYII.

12. CucreMa nOCTaBKH JIEKAPCTBEHHOTO Tperapara 1o JroooMy u3 actekToB 1-11, B KOTOpo# Komadok
BKITIOYAET B ce0s HApY)KHBIM 000, TPOXOAAIINNA B paJAdaIbHOM HAIIPABICHUH OT YAIIEBUAHOTO KOPITyca, IIEepH-
(dhepuitaplii (hmaHen, OTXOMSMIINUNA B OCEBOM HaNpaBlIEHUH OT OOpalleHHON K HIDKHEH CTEHKE MOBEPXHOCTH Ha-
pyXxHOTO 00012, IPHYEM YyKa3aHHBIE KOHTEHHEp M KOJIMAuOK COAEPIKAT AIIEMEHT 3aIleNK{ IS MPUKPETUICHHS
KOJIITa9Ka K KOHTEHHEepy B 3aKPBITOM IIOJIOKCHHH, IIPH 3TOM YKa3aHHBIH AJIEMEHT 3allleNIKH BKIIIOYAeT B ceOs
3aIlEeNIKY, BBICTYMAIONIYIO B OCCBOM HAIPABICHUU OT HAPY)KHOTO Kpas KOJITa4yKa, IIPU ITOM yKa3aHHBIH (IaHell
MPOXOJUT B OCCBOM HAIPABIICHUH 32 YKa3aHHYIO 3aIICIKY.

13. Cucrema 0CTaBKH JISKApCTBEHHOTO TIperapaTa 1o aclekTy 12, B KOTOpOoi oJuH WM 0oJiee MpHKUM-
HBIX OCCBBIX BBICTYIIOB KOJITaYKa COJCPIKAT JBa MPIKAMHBIX OCEBBIX BBICTYIIA, MPUYCM YKa3aHHbBIC JBA IMPH-
JKUMHBIX BBICTYTIa PACIIONIOKECHBI TI0 OKPY>KHOCTH Ha PAaCCTOSIHHUU JPYT OT JPYyra, MPH 3TOM YKa3aHHOE IIaPHUP-
HOE COCAMHEHHE PACIOJIOKCHO 10 OKPYKHOCTH MEKIY YKAa3aHHBIMU JIBYMS MPYKUMHBIMH BBICTYIIAMH, 2 yKa-
3aHHAs 3allleIka PacHoJI0XKEeHa M0 OKPYXHOCTH MEXIY YKa3aHHBIMH ABYMS MPWKUMHBIMH BBICTYIAMH, Pai-
AJIBHO TIPOTHBOIOJIOKHBIMH YKa3aHHOMY IIAPHUPHOMY COCIHHEHHIO.

14. CucteMa IOCTaBKH JIEKapCTB, BKIIOYAIOMIAst B ce0s1 YCTPONCTBO IJIsl BBENIEHHUS JICKAPCTBEHHBIX TIpeTia-
paToB, coaeprkailee KOpIyc, MMEIOIINNA BBIITYCKHON KOHEII, ONpeeIOMNN BEIITYCKHON MOPT JIJISl BBIITYCKa Jie-
KapCTBEHHOTO IIperapara, U MPOTHBOMOJIOXKHEIN KOHEIl ¢ MCIOJHUTEIHHBIM MEXaHH3MOM, pe3epByap AJs Je-
KapCTBEHHOT'O IIpernapaTa, CoJepKamluil IeKapCTBEHHBIH Mpenapar, ¥ HCIOJHUTEIBHBIA MEeXaHU3M /IS BBIOpoca
JICKApCTBCHHOTO Mperapara U3 yKa3aHHOTO pe3epByapa 4yepe3 BBITYCKHOM MOPT, MPUYEeM YKa3aHHBIA HCIIOHU-
TENBHBIA MEXaHHU3M BBICTYIIACT U3 KOHIA KOPITyCca ¢ UCIIOJTHUTESIFHBIM MEXaHU3MOM, TIPH ITOM YKa3aHHBIH UC-
MOJTHUTEIBHBIA MEXaHU3M BBITIOTHEH C BO3MOXKHOCTBIO THHEWHOTO IMEPEMEIICHUS U3 BBIIBHHYTOTO MOJO0XKCHUS
BO BIABIICHHOC TIOJIOXKCHHUE, IIPUYEM YKa3aHHBIN BBIMTYCKHON MOPT 3aKPHIT, KOT/Ia YKA3aHHBIN UCIIOTHUTEIBHBIN
MEXaHU3M HaXOJUTCS B BEIIBUHYTOM ITOJIOKCHHH, ¥ BBIITYCKHOM MOPT OTKPBIT, KOT/Ia YKa3aHHBIH HCIIOTHUTEb-
HBII MEXaHW3M HaXOOUTCS BO BIABICHHOM ITOJIOKCHHH, IPH ATOM HCIOJTHHUTEIBHBIH MEXaHW3M BBIIIOJIHEH C
obecrieyeHreM BO3MOXKHOCTH BBIITyCKa JIGKAPCTBEHHOTO Tpemapara M3 pe3epByapa MPH OCEBOM IEpEMENICHUN
WCIIOJIHUTENIFHOTO MeXaHU3Ma M3 BBIABHHYTOT'O TMOJIOXKEHHS BO BAABICHHOE IMOJIOKEHHE, MPUIEM KOPITyC YCT-
POWCTBa [T BBEICHHUS JICKAPCTBEHHOTO IIperapaTa BKIIOYAET B ce0s MPOXOIAIIYIO B PaJHaIbHOM HAIIPABICHUH
nepugepruitHyIo MOBEPXHOCTD, OKPY’KAIOIIYI0 YKa3aHHBIM HCIIOMTHUTEIBHBIA MEXaHU3M H OOpaIleHHYIO OT HHX-
HEH CTEHKH; M KOHTEHHEp, COMEpKAIIUi MPOXOISIIyI0 B OCEBOM HAIpaBICHUN OOKOBYIO CTEHKY M 3aKpPBHITYIO
HIDKHIOIO CTEHKY, OTpEeIISIOIINE MOJI0CTh, HMEIOUIYI0 OTBEPCTHE ISl JOCTYIa, 00pa3oBaHHOE TOPIIEBOH CTe-
HOYHOH YacThIO, IIPH ATOM YKa3aHHOE YCTPOHCTBO JJIs BBEJACHUS JICKAPCTBEHHOTO IpenapaTa pa3MeneHo B yKa-
3aHHOW IMOJIOCTH C BBIMYCKHBIM KOHIIOM, IPUMBIKAIOIIAM K HU)KHEH CTEHKE KOHTEHHEpa, a KOJIMAY0K MIapHUPHO
COEJIMHEH C KOHTEHHEPOM, MPUUYEM YKa3aHHBIM KOJMA4yOK BBIMIOJHEH C BO3MOKHOCTBIO MEpEMELICHHs] OTHOCH-
TEJNIEHO KOHTECHHEPa MEKIY OTKPBITHIM ITOJIOKEHUEM U 3aKPBITHIM ITOJIOKCHUEM, TIPU 3TOM YKa3aHHBIH KOJIIMAY0K
B 3aKPBITOM MOJOXCHUU TePMETUYHO B3aUMOJICHCTBYET ¢ KOHTCHHEPOM C TEM, YTOOBI 3aKIIOYHTH YKa3aHHOE
YCTPOHCTBO IS BBEIEHUS JIGKAPCTBEHHOTO Mpenapara B yKa3aHHYIO IOJIOCTh, U MIPH 3TOM B YKa3aHHOM ITOJIOC-
TH PAcCIIONIOKEH BJIArOMOTIIOTHTENb, IPHYEM yYKa3aHHBIM KOJMAadoK 00pa3yeT mapy NPMKUMHBIX OCEBBIX BBICTY-
OB, TIPH STOM KOT/Ia yKa3aHHBIA KOJIMAYOK HAXOAWTCS B 3aKPHITOM ITOJIOKEHHUH, YKa3aHHBIC NPIKUMHBIE OCe-
BBI€ BBICTYIIBI ITPOXOAST B OCEBOM HANPABICHUH OT KOJNIMAa4yKa K HIDKHEH CTEHKE M MMEIOT pa3Mep, MO3BOJIIIO-
muii o0ecreynBaTh MaKCHUMAIBHYIO 3aIaHHYIO BEJIMYHHY OCEBOTO IEPEeMEUICHUS yKa3aHHOTO YCTPOMCTBA IS
BBCJICHUS JICKAPCTBECHHOTO Ipelapara B HANPABJICHUM OT HIKHEH CTEHKHU, MPHU 3TOM KaXIbId M3 yKa3aHHBIX
MPWKUMHBIX OCEBBIX BBICTYIIOB UMEET KOHTAKTHYIO TOPIIEBYIO MOBEPXHOCTb, BBHIMOJHCHHYIO C BO3MOKHOCTBIO
KOHTAKTUPOBAHUS C MEepU(DEPUIHON MOBEPXHOCTHIO YKAa3aHHOTO YCTPONCTBA paJlalbHO CHAPYXKH YKA3aHHOTO
UCIIOJTHUTEIIFHOTO MEXaHU3Ma YKa3aHHOTO YCTPOWCTBA JJIsl BBEICHUS JICKAPCTBEHHOTO TpernapaTa, MprudeM yKa-
3aHHBIC TPHKAMHBIC OCEBBIC BBICTYIIBI BEITIOJHEHBI ¢ 00ECTICYCHHEM BO3MOXKHOCTH UIS KaXKIIOW U3 YKa3aHHBIX
KOHTaKTHBIX TOPLIEBBIX MOBEPXHOCTEH COXpaHATh CBOE OTHOCHTEIBHOE OCEBOE IMOJIOKEHHE U PagUalbHOE MO-
JIO’)KEHUE OTHOCUTENILHO YKAa3aHHOTO KOJIadKa U YKa3aHHOU nepudepritHoi MOBEPXHOCTH YKa3aHHOTO YCTPOM-
CTBa

15. CucreMa MOCTaBKH JIGKAPCTBEHHOTO TIperapara Mo achekTy 14, B KOTOpPOW yKa3aHHBIH KOHTEWHEp
BKITIOYAET B ceOsl HENPEPHIBHOEC BHYTPEHHEE KOJBIIO, PACIIONIOKEHHOE PaauaibHO BHYTPH OT BHYTPEHHEH MO-
BEPXHOCTH OOKOBOW CTEHKH KOHTCHHEpa, IPHUYEM yKa3aHHOE BHYTPEHHEE KOJBIIO PACIOJIOXKEHO B OCEBOM Ha-
MPaBJICHUN Ha PACCTOSHUM OT HIDKHEH CTEHKH, 4TOOBI HAJEKHO YACP)KMBAaTh YKa3aHHBIH BIIATOMNOTJIOTHUTEINH
MEXKIy YKa3aHHBIM BHYTPCHHUM KOJIBIIOM M HH)KHEH CTCHKOM.

16. Cucrema 10CTaBKH JIEKAPCTBEHHOTO MpenapaTa Mo acnekry 15, B KOTOpoi BIaronorioTUTeNb BKIIIOYa-
€T B ceOs KOJIBIIEBYIO BEICMKY, 00Pa30BaHHYIO BIIOJIb €r0 PaIUalibHO HAPYKHOHM MOBEPXHOCTH, MPHYCM YKa3aH-
Hasl KOJIbIICBasi BBICMKA BBITIOJHEHA C BO3MOXXHOCTBIO Pa3MCIICHHS B HEW YKa3aHHOTO BHYTPCHHETO KOJBIIA,
KOTJIa BIIArOTOTIIOTUTEIh PACIIONIOKEH B KOHTCHHEPE.

17. Cucrema m0CTaBKH JIEKApCTBEHHOTO IIperapaTa 1o JroO0oMy M3 acnekToB 1-16, B KOTOpoil ykazaHHOE
YCTPONCTBO IS BBEICHHS JIEKAPCTBEHHOTO MpernapaTa MpeACTaBIsIeT cOO0H YCTPONHCTBO IS TUCTIEPTUPOBAHHS
B BO3JIyXeE.
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18. CucTtema 10CcTaBKH JEKapCTBEHHOTO TIperapaTa 1o Jro0oMy 13 actekToB 1-17, B KOTOpoi IeKapCTBEH-
HBIN TIpenapar npecTaBsieT COO0H MOPOIIOK ISl HHTPaHA3AIbHON JTOCTAaBKH.

19. Cuctema JTOCTaBKH JIKAPCTBEHHOTO TIperapaTa 1o acmhekTy 18, B KOTOpol yKa3aHHBIM ITOPOIIKOM SIB-
JSIETCS TIFOKATOH.

20. Croco6 obecriedeHUs] CHCTEMBI JOCTaBKH JICKAPCTBEHHOTO Tperapara, CoAepiKalied KOMIO3UITHIO
TIIIOKAaroHa, BKIIIOYAIOIINI pa3MEIIeHNne YCTPOWCTBA IS BBEICHHS JICKApCTBEHHOTO IIperapara B KOHTEHHepe,
MIPY 3TOM yKa3zaHHOE YCTPOMCTBO IUII BBEACHHSA JICKAPCTBEHHOTO MperapaTa BKIIOYAaeT B ceds KOpITyc, NMMEIo-
IIUH BBIMTYCKHOM KOHEII, ONPEESIOMNM BBITYCKHON TIOPT /JIsl BBINTyCKa JIGKAPCTBEHHOTO Tpernapara, u MpoTH-
BOIIOJIOKHBIN KOHEI] C UCTIOJIHUTEIbHBIM MEXaHH3MOM, ITPUYEM yKa3aHHOE YCTPOWUCTBO IJIsl BBEJICHUS JIEKAPCT-
BEHHOTO IIperapaTa BKIII0YaeT B ce0sl pe3epByap /sl JIEKapCTBEHHOTO TIpernapaTa, CoAepKaliii JIeKapCTBEHHbIH
mpernapaT TITFKaroH, Mpyu 3TOM YCTPOWCTBO JUTS BBEJICHHS JICKAPCTBECHHOTO TMperapara JOMOIHUTEIFHO BKITFOYa-
eT B ce0sl MCHOJIHUTENBHBIH MEXaHHW3M JUIs BBIOpOCa JISKapCTBEHHOT'O TIperapaTa M3 yKa3aHHOTO pe3epByapa
yepe3 yKa3aHHBIH BBITYCKHOW MOPT, MPUYEM YKa3aHHBIA UCTIOTHUTEIHLHBIA MEXaHU3M BBICTYIIACT U3 KOHI[A KOP-
myca C WCIOJHUTEIBHBEIM MEXaHU3MOM, IPH 3TOM YKa3aHHBIA HCIIOJHUTEIBHBI MEXaHU3M BBIOJIIHEH C BO3-
MOJKHOCTBIO JIMHEHHOTO TIEpEMENICHNS U3 BBIABHHYTOTO ITOJIOKEHHS BO BIIABICHHOE TOJIOKEHUE, IPUIEM yKa-
3aHHBIA BBIITYCKHOM MOPT 3aKPHIT, KOTJa yKa3aHHBIM HCIIONHUTEIHHBIH MEXaHW3M HAaXOIWTCS B BBIIBUHYTOM
TIOJIOXKCHUH, M BBIITYCKHOM TOPT OTKPHIT, KOT/Ia YKa3aHHBIN MCIIONHUTEIBHBIN MEXaHH3M HaXOAWTCS BO BJaB-
JICHHOM ITOJIOKEHHH, IIPH STOM HCIIOTHUTEIHHBIN MEXaHN3M BBITIOJIHEH ¢ 00ECTIEYCHIEM BO3MOYKHOCTH BBITyCKa
JICKApCTBEHHOTO TperapaTa W3 pe3epByapa IPH OCEBOM IE€PEMEIICHUH HCIIOIHUTEIFHOTO MEXaHW3Ma W3 BEI-
JBUHYTOTO TIOJOKEHHUS BO BIABJICHHOE ITOJIOKEHHE; MIPUIEM YKa3aHHBIM KOHTEHHEp MMeeT OOKOBYIO CTEHKY H
3aKPBITYIO HIDKHIOIO CTEHKY, ONPEACISIONINE TI0JIOCTh, MMEIOIIYI0 OTBEPCTHE Ul TOCTYNa, 00pa30BaHHOE TOP-
IIEBOI CTEHOYHOH YacThIO, TIPH 3TOM B yKa3aHHOI ITOJIOCTH pa3MELIEHO YCTPOWCTBO ISl BBEJICHHUS JIEKAPCTBEH-
HOTO TperapaTa ¢ €ro BBITYCKHBIM KOHIIOM, MPUMBIKAIONIUM K HIDKHEH CTCHKE KOHTCHHEPA; W YIUIOTHSIIOIICE
B3aUMO/ICHCTBUE KOJITIAuKa ¢ KOHTEHHEpOM Uit o0ecrieueHns: TepMETHYHOTO YIUIOTHEHUS, 3aKPBIBAIOIIETO YKa-
3aHHOE YCTPOMCTBO sl BBEACHHS JIEKapCTBEHHOT'O TIpenapaTa B yKa3aHHOW MOJIOCTH, IPH 3TOM KOJINA4oK o0pa-
3yeT OAMH WK 0oJiee MPWKIMHBIX OCEBBIX BBICTYIIOB, PACIIONIOKEHHBIX W BBITIOJIHEHHBIX ¢ BO3MOXKHOCTBIO TIpe-
MSATCTBOBAHMA IMIEPEMEIICHUIO YKa3aHHOTO YCTPONCTBA I BBEACHHS JCKApCTBEHHOTO TIperapara ¢ odecrede-
HHEM MaKCHMaJbHON 3aJaHHOW BEIMYHHEI IEPEMEIICHUS YKa3aHHOTO YCTPONCTBA ISl BBEICHUS JIEKAPCTBEHHO-
ro TIpernapara B HalpaBICHWH OT HIDKHEW CTEHKH 0e3 KOHTaKTa yKa3aHHOTO HCIOJHUTEIFHOIO MEXaHH3Ma C
0CEBOM TOPLIEBOM MOBEPXHOCTHIO KOJITIAYKA.

21. Y3en xKoHTeWHepa U KOJIMAadKa I JIEKapCTBEHHOTO IpenapaTa sl pa3MeIIeHUs] yCTPONUCTBA s BBE-
JICHUS! JICKapCTBEHHOTO TIperapara, IpuueM YKa3aHHOE YCTPOMCTBO ISl BBEJCHUS JIEKAPCTBEHHOTO Mpernapara
BKJIIOYAET B ce0sI KOPITYC, MMEIOIIHH BBIITYCKHON KOHEII, ONPEAEIISIONINI BBIITYCKHOM MOPT [UIst BBIIIYCKa JieKap-
CTBEHHOTO TIperiapara, ¥ MPOTHBOIOJIOXKHBIA KOHEL| MCIOJIHUTEIBHOTO MEXaHW3Ma, IPH 3TOM YKa3aHHOE yCT-
POWCTBO /U1 BBEJCHUS JIEKAPCTBEHHOTO TIperapaTa BKJIIOYAET B ce0sl pe3epByap Ul JIEKapCTBEHHOTO Ipernapa-
Ta, COJCP AL JICKAPCTBEHHBIN Mpenapar MIFKAroH, MPUYeM YKa3aHHOC YCTPOWCTBO IUIS BBEACHUS JICKApPCT-
BEHHOTO TIpernapara JOMOJHUTEIFHO BKIIFOYAET B ceOsl UCTIONHUTEIBHBIN MEXaHU3M I BBIOpOCa JIEKapCTBCH-
HOTO TIpernapara TII0KaroHa u3 pe3epByapa 4epe3 yKa3aHHBIH BBIITYCKHOW MOPT, IPH STOM YKa3aHHBIH HCIIOITHH-
TENBHBIA MEXaHU3M BBICTYIIAeT U3 KOHIA KOPITyca C UCIIOJHUTEIHFHBIM MEXaHU3MOM, IIPH ATOM YKa3aHHBIH HC-
MOJTHUTENbHBIA MEXaHNU3M BBITIOJTHEH C BO3MOKHOCTBIO JTMHEHHOTO MEePEMEIIeHUS U3 BEIABHHYTOTO TOJ0XKECHHUS
BO BIABIICHHOE TIOJOXXEHHUE, IPUYEM YKa3aHHBIN BRITYCKHOM MOPT 3aKPHIT, KOT/Ia YKA3aHHBIN MCIIOTHUTEIBHBIN
MeXaHU3M HaXOJIUTCS B BEIIBUHYTOM ITOJIOKEHHH, ¥ BBIITYCKHOM IOPT OTKPHIT, KOT/Ia YKa3aHHBIN MCIIOTHUTEb-
HBIA MEXaHW3M HAaXOIWTCS BO BJIABJICHHOM ITOJIOKCHHU, MPUYEM yKa3aHHBIA MCTIOJHHUTEIEHBIA MEXaHU3M BBI-
MOJIHEH ¢ o0ecleyeHneM BO3MOKHOCTH BBINTyCKa JICKAPCTBEHHOT'O IIperapaTa TIIOKaroHa M3 pe3epByapa IpH
OCEBOM IEPEMEIICHIH YKa3aHHOTO MCIOJIHUTEIFHOTO MEXaHW3Ma U3 BBIIIBUHYTOTO IIOJIOKEHUS BO BJIABJICHHOE
TIOJIO’KEHHKE, TIPH 3TOM yKa3aHHBIM y3el BKJIIOYAeT B ce0sl KOHTEHHep, MMEIOIINiT GOKOBYIO CTEHKY M 3aKPBITYIO
HIDKHIOIO CTE€HKY, OTpEeIISIOIINE MOJI0CTh, HMEIOUIYI0 OTBEPCTHE ISl JOCTYIa, 00pa3oBaHHOE TOPILIEBOH CTe-
HOYHOW 4acThi0, MPUYEM yKa3aHHas MOJIOCTh UIMEET COOTBETCTBYIOIIMI pa3Mep M BBIIIOJIHEHA C BO3MOXKHOCTBIO
pa3MeIeHns B Hell yKa3aHHOTO yCTPOICTBA IS BBEACHHUS JICKAPCTBEHHOTO Tpemnapara, IMPH 3TOM YKa3aHHOE
YCTPOHCTBO IUIS BBEACHHA JICKAPCTBEHHOTO IIpeTiapaTa BEITIONHEHO ¢ BO3MOXKHOCTBIO €Tr0 pa3MEIICHUs B yKa-
3aHHOMW IOJIOCTH C €T0 BHIITYCKHBIM KOHIIOM, IPUMBIKAIONINM K HIDKHEHW CTEHKE YKa3aHHOTO KOHTEHHepa; M KOJ-
MAY0K, COCOMHEHHBIN C yKa3aHHBIM KOHTEHHEPOM IIapHUPHBIM COCAMHCHHEM M BBHIIIOJHEHHBIH C BO3MOXKHO-
CTBIO CONPSKCHHA C YKa3aHHBIM KOHTEHHEPOM B 3aKPHITOM MOJIOKEHUHU C 00ECTIEYCHHEM TePMETHIHOTO YIUIOT-
HEHHS [IPU 3aKPBITUHN YKa3aHHOTO YCTPOHCTBA IS BBEJCHHUS JIEKAPCTBEHHOTO IIpETapara, pa3MeIeHHOro B yKa-
3aHHOW TOJIOCTH, TPUYEM YKa3aHHBIA KOJIMa4OK 00pa3yeT Mmapy MPKUMHBIX 3JICMEHTOB, PACHOJOXKCHHBIX H
BBITIOJTHEHHBIX C BO3MOXHOCTBIO TPEIISITCTBOBAHMS MEPEMELICHHIO YKa3aHHOTO YCTPOWCTBA AJISI BBEICHUS Jie-
KapCTBEHHOT'O IpernapaTa ¢ odecreyeHneM MaKCUMaJIbHOH 3a/laHHOW BEJIMYMHBI TIEPEMENICHHUS YKa3aHHOTO yCT-
po¥icTBa IS BBEACHUS JICKAPCTBEHHOTO IMpeEIapara B HANPABICHUHM OT HIDKHEH CTCHKH, MPH 3TOM YKa3aHHEBIC
NPYOKUMHBIE 3JIEMEHTHI PACIIONIOKEHBI [0 OKPY>KHOCTH Ha PacCTOSHUM APYT OT Jpyra, a yKa3aHHOe IapHUPHOE
COEIMHEHUE PACIIOJIOKEHO M0 OKPYKHOCTH MEXKAY IBYMSI YKa3aHHBIMH IPM>KUMHBIMH 3JIEMEHTaMH.

22. Y3en mo actiekTy 21, B KOTOpOM OOKOBasi CTEHKa KOHTEHHEpa MMeeT pa3Mep, 00eCTIeUnBarOIIHNA BO3-
MOJKHOCTb ISl KOHIIEBOH YacTH MCHOJHHUTEIBHOTO MEXaHH3Ma BBICTYTNIAaTh 32 OOKOBYIO CTEHKY KOHTEifHepa de-
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pe3 OTKPBITHIN KOHEIl KOHTEHHepa, MPUIeM KOJIauYOoK UMEET YalIeBHIHBIN KOPITYC, 00pa3yIOIIUil BEICMKY, BBI-
MOJIHEHHYIO C BO3MOXKHOCTBIO pa3MEILIEHHs] B HEH KOHLIEBOW YaCTH HCIOJHUTENBHOTO MEXaHHU3Ma, IMpPU 3TOM
BHYTPEHHSS TOBEPXHOCTh YKA3aHHOTO YAIIEBHUIHOTO KOpPITyca, oOpamieHHas K YKa3aHHOW BBIEMKE, H BHYTPCH-
HSIS1 TIOBEPXHOCTB KaXKIOTO U3 MPIKUMHBIX JIEMEHTOB, T/l YKa3aHHbIC PIKUMHBIE JJIEMEHTHI BBIXOIAT M3 Ha-
IIEBUHOTO KOPITyca, 00pa3yIoT HEIIPEPHIBHYIO MOBEPXHOCTE.

23. V3en mo acrnekTy 22, B KOTOPOM BJIArONOTIIOTUTENh BBITIOJHEH ¢ BO3MOYKHOCTHIO pa3MEIeHUsT B KOH-
TelHepe PAIOM C HYDKHEH CTEHKOW, MpUUeM yKa3aHHBIA BIIATONIOTIOTUTENh BKITFOYAET B C€0sI KOPITYC KOJIBIICBOM
(hOpMBI C IIEHTPATBEHON ITOJIOCTHIO, BEITIOTHEHHON ¢ BO3MOKHOCTBIO Pa3MEIICHHS B HEW BBIITYCKHOTO ITOpTa IS
BBIITyCKa JICKAPCTBEHHOTO TpernapaTa YKa3aHHOT'O YCTPOMCTBA UIS BBEICHHS JICKQPCTBCHHOTO Tperapara, npu
9TOM YKa3aHHBIH KOHTCHHEP BKJIIOYACT B ceOs BHYTPCHHEE KOJBIIO, MPOXOJAIICe PaJUalbHO OT BHYTPEHHEH
MOBEPXHOCTU OOKOBOM CTEHKH KOHTEWHEpa, ¥ MPUYEM YKa3aHHBIH BIArOMOTIOTUTEIb BKIFOUACT B CE0s KOJBIIC-
BYIO BBIEMKY, 00pa30BaHHYIO BIIOJb PaJHaIbHO HAPYKHOTO KOHIIA KOJBIICBOTO KOPITyca, OOPAIIEHHOTO OT HUX-
HEell CTeHKH, MPU ITOM yKa3aHHas KOJbIeBas BbIEMKa BBINOJIHEHA C BOZMOXHOCTBHIO pa3MeELIeHHs B HEMl BHYT-
PEHHETO KOJIblIa, KOTJa BJIAaromnorjoTUTENh PACIONOKEH B KOHTEHHEpeE.

24, OOydaromuii MOJYJb JUIsl UCTIOJB30BaHUs B CHCTEME JIOCTABKH JICKAPCTBEHHBIX MpPEMapaToB, BKIIIO-
YJaronIuii B ceOsi 00yJaromuidl MOJTyJb, BKIIOYAIOIIANA B ce0s KOPITYC, UMEIONINI BBITYCKHOW KOHEII, Ompeje-
JISTIONTUH YIeOHBIN BBITYCKHOM MOPT JUIS BBITyCKa JISKAPCTBEHHOTO TMpemnapara, ¥ MPOTUBOIOJIOKHBIN KOHEII ¢
WCTIOJTHUTEIFHBIM MEXaHW3MOM, BKJIIOYAIOMINNA YICOHBIN HCIIOMHUTEIBHBI MEXaHU3M, IPUYEeM YKa3aHHBINH HC-
TIOJTHUTENbHBIA MEXaHMU3M BBIXOAWT W3 KOHIIA KOPITyCa C UCTIOJIHUTEIHFHBIM MEXaHU3MOM, 00yJaromuii KOHTEH-
Hep, UMEIOIINiT OOKOBYIO CTEHKY M 3aKpBITYIO HIDKHIOIO CTEHKY, ONPENEIIAIONINE TOJIOCTh, NMEIOIIYI0 OTBEp-
CTHE IS JOCTyIa, 00pa30BaHHOE TOPIIEBOI CTCHOYHOW YaCThIO, MPU ATOM YKa3aHHAS IOJIOCTh MMEET COOTBET-
CTBYIOIIHIA pa3Mep U BBHITIOJHEHA C BO3MOXKHOCTBIO Pa3MEIICHUS B HEH YKa3aHHOTO OOYYAIOIIEero MOAYJIS, MPH-
YeM YKa3aHHBIA 0OYYaIOUIMiA MOIYIb pa3MeEIleH B YKa3aHHOW MOJIOCTHU C BHITYCKHBIM KOHIIOM, TIPUMBIKAOIIIM
K HIHOKHEH CTEHKE YKa3aHHOTO KOHTEHHepa; M OOYYaIONIMi KONIMAY0K, MIAPHUPHO MPUKPEIUICHHBIA K 00yYaro-
[IeMy KOHTCHHEPY, IPU ATOM YKa3aHHBIA 00YUYAIONIMKA KOJIMAY0K COTPSHKEH C YKa3aHHBIM O0YYaIOUINM KOHTCH-
HEPOM W 3aKpbIBaeT yYKa3aHHBIM OOYJarOMIMKA MOAYJIh B YKa3aHHOW ITOJIOCTH, MPUYEM YKa3aHHBIH 0Oydaromui
KOJIITA90K 00pa3yeT OIWH WK OoJiee MPKIMHBIX 3JIEMEHTOB, PACIIONIOKEHHBIX M BBITIOJTHEHHBIX C BO3MOXKHO-
CTBIO TIPEIATCTBOBAHIS NIEPEMEIIEHUIO 00yJarOIIero MOoIyJisl ¢ 00ecTIeYeHneM MaKCUMAabHOM 3aJaHHOM BelH-
YHHBI IEPEMEIICHU] YKa3aHHOTO 00YJalomero Moyl B HAIPABICHWH OT HIDKHEH CTEHKH, MPU 3TOM KaXXIbIi
W3 OHOTO WK OoJiee MPIKUMHBIX 3JEMEHTOB BKIIIOYAET B ce0sl BBICTYII, MPOXOIIINN OT 00ydaromero Koi-
Mavka B HAIIPABJICHUH K HIDKHEH CTEHKE.

25. CucrteMa JOCTaBKH JICKApCTB, BKIIIOYAIOIIAS B ceOs YCTPONCTBO JJIs BBEACHUS JICKAPCTBEHHOTO Mpera-
para, BKJIIOUalolee KOpNnyc, MMEIOIUN BBIMTYCKHOM KOHEl, ONpEeeaIOMUNA BBIMTYCKHOM MOPT 1S BHIMTyCKa Jie-
KapCTBEHHOT'O Mpernapara, U MPOTUBOIMOIOKHBIA KOHELl ¢ MUCIOJTHUTEIbHBIM MEXaHU3MOM, MPHUUYEM YKa3aHHOE
YCTPOWCTBO JJIsi BBEACHUS JICKAPCTBEHHOTO Iperapara BKIIOYAeT B ce0s pe3epByap s JICKAPCTBEHHOTO TIpe-
maparta, Py 3TOM YCTPOWCTBO JJIsl BBEACHUS JIEKAPCTBCHHOTO Tpemapara JOMOTHUTEIBHO BKIIFOYACT B CeOsl HC-
TIOJTHUTEIBHBIA MEXaHHU3M JUIS BRIOpOCa JIEKapCTBCHHOTO IpernapaTa U3 yKa3aHHOTO pe3epByapa 4yepe3 yKas3aH-
HBIH BBIITYCKHOH ITOPT, IPUYEM yKa3aHHBIA NCTIOJTHUTEIFHBIA MEXaHIU3M BBICTYIIAET U3 KOHI[A KOPITyCa C UCTIOJ-
HUTETHHBIM MEXaHW3MOM, TIPH 3TOM yKa3aHHBIA MCIOJHUTENHFHBIA MEXaHU3M BBIIIOIIHEH C BO3MOXHOCTBIO JIH-
HEHHOTO TIepeMeIeHHs M3 BBIIBUHYTOTO TOJO0KEHUS BO BIABJICHHOE ITOJIOKCHHE, TPUYEM yKa3aHHBIA BBITYCK-
HOW TIOPT 3aKPHIT, KOTJa YKa3aHHBIA UCTIOHUTEIBHBIN MEXaHU3M HAaXOIHUTCS B BBIIBUHYTOM IIOJIOKEHHUH, U BBI-
MTyCKHOM MOPT OTKPHIT, KOT/Ia YKa3aHHBIN MCIIOITHUTEIbHBIN MEXaHU3M HAXOTUTCS BO BIABICHHOM ITOJIOKCHHH,
MPUYEM HCIIOJTHUTEIBHBIA MEXaHU3M BBITIOJTHEH ¢ 00eCIeUueHHEM BO3MOKHOCTH BBIITyCKa JICKAPCTBEHHOTO Mpe-
napara u3 pe3epByapa IpU OCEBOM MEPEMEIEHUH UCTIOIHUTEIFHOTO MEXaHU3Ma U3 BBIABUHYTOTO MOJOXKEHUS
BO BJIaBJICHHOE IOJIOKEHHE; JIEKAPCTBEHHBIN Mpenapar, pa3MelIeHHbIN B pe3epByape YCTPOUCTBA sl BBEACHUS
JICKApCTBCHHOTO MpernapaTta; KOHTeHHEep MPOIyKTa, MMEIONINH OOKOBYIO CTCHKY M 3aKPBITYIO HIDKHIOIO CTCHKY,
OTIPENICIIAIONINE MTOJIOCTh, IMEIONIYI0 OTBEPCTHE JJIS IOCTYIa, 00pa30BaHHOE TOPLIEBOW CTEHOYHOH YacThIo, IPU
9TOM yKa3aHHas MOJIOCTh UMEET COOTBETCTBYIOIIMI pa3Mep U BBIMOIHEHA C BO3MOXKHOCTBIO pa3MelIeHHs B Hel
YKa3aHHOTO YCTPOWCTBA VIS BBEACHUS JICKAPCTBEHHOTO MperapaTa, Ipu STOM YKa3aHHOE yCTPOMCTBO Ui BBe-
JICHHS JIEKapCTBEHHOTO TIpeTapaTa BBIIOIHEHO ¢ BO3MOXKHOCTBIO €TO Pa3MEIICHUS B YKa3aHHOM IMOJIOCTH C €To
BBIITYCKHBIM KOHIIOM, IMPHUMBIKAIONINM K HIDKHEHW CTEHKE YKa3aHHOTO KOHTEWHepa; KOJIMavOK MPOIyKTa, MPH-
KPEIICHHBIA K YKa3aHHOMY KOHTCHHEpY, IPHYeM yKa3aHHBIH KOJMAdOK MPOTYKTa COMPSDKEH C YKa3aHHBIM KOH-
TeifHepOM M obOecreunBaeT TrepMETHIHOE YIUIOTHEHHE, 3aKpBIBAIOIIEee yKa3aHHOE YCTPOHCTBO Ui BBEIACHHS
JIEKApCTBEHHOTO TIperapara B yKa3aHHOH MOJOCTH, IIPH 3TOM YKa3aHHBIM KOJMAa4YOK MPOAYKTa 00pa3yeT OIWH
win 0oJiee MPYKUMHBIX DIIEMEHTOB, PACIOJIOKCHHBIX U BBITIOJTHEHHBIX C BO3MOXHOCTBIO MPEISATCTBOBAHHUS TIC-
PEMCIICHHUIO YKA3aHHOTO YCTPOMCTBA I BBEICHUS JICKAPCTBCHHOTO Iperapara ¢ 00eCIeYeHHeM MaKCUMAallb-
HOM 33JaHHON BEJTMYMHBI NEpEeMEILIEHHs] YKa3aHHOTO YCTPOWCTBA sl BBEACHUS JICKAPCTBEHHOTO MpenapaTa B
HAIPaBJICHUH OT HIKHEW CTCHKH, IPU ATOM KaXKIbIH U3 OJJHOTO WK O0Jiee MPUKAMHBIX 3JICMEHTOB BKIIFOYACT B
ceOs BBICTYII, IPOXOIAIINN U3 KOJIayKa B HAPABIICHUH K HIDKHEW CTCHKE, 00yJaroIuil MOAYIIb, BKIFOYAOIIHN
B ce0sl KOPITyC, UMCIOIIUI BHITYCKHON KOHEII, ONPEACIIIOIININ YIeOHBIH BRITYCKHOM TOPT TS BBITYyCKa JIEKap-
CTBEHHOTO IIperiapaTta, W MPOTHUBOIIOJIOKHBIH KOHEI] ¢ MCIIOJHUTEIHFHBIM MEXaHW3MOM, BKIIIOYAIONIHA B ceOs
y4eOHBIH UCTIOTHUTEIBHBI MEXaHU3M, TPU dTOM YKa3aHHBIA Y4eOHBIN UCTIOJTHUTEIbHBI MEXaHU3M BBICTYTIACT
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U3 KOHIIA KOPITyca ¢ UCIOJHUTEIFHBIM MEXaHU3MOM OOYYAarOIIer0 MOIYJIS, OOYyYaIONIHid KOHTCHHEDP, IMEIOIHN
OOKOBYIO CTCHKY U 3aKpPBITYI0 HHKHIOIO CTCHKY, ONPEACIISIONIUC MOIOCTh, UMCIONIYI0 OTBEPCTUE IS TOCTYTIA,
00pa3oBaHHOE TOPILEBOW CTEHOYHOM YacThIO, IPUYEM yKa3aHHAS MOJOCTh UMEET COOTBETCTBYIOIIWII pa3Mep U
BBITTOJTHEHA C BO3MOXKHOCTBIO pa3MeIIeHHUs B Helf 00ydaroImero MoAyis, IpUYeM yKa3aHHBIH 0OydJarommi Mo-
Iy7b pa3MelleH B YKa3aHHOW IMOJIOCTH C BBITYCKHBIM KOHIIOM, ITPUMBIKAIOIINM K HIDKHEH CTEHKE YKa3aHHOTO
KOHTeiHepa; W 00ydJaromui KOJIMAavYoK, MPUKPEIUIECHHBIH K 00ydJaroneMy KOHTCHHepy, MPH 3TOM YKa3aHHBIH
00y4JaroImuil KOJIMAY0K COSMHEH C 00YJarOIMKUM KOHTEHHEPOM M 3aKphIBACT YKa3aHHBIA 00yUYaIONIUil MOIYJIb B
yKa3aHHOH TOJIOCTH, IPUYEM YKa3aHHBIN 0OydJaloniii KoImayok oOpa3yeT OIuH Win 0ojee MPHKUMHBIX dJie-
MEHTOB, PACIIOJIOKCHHBIX U BBIMOJHEHHBIX C BO3MOXKHOCTBIO MPEISTCTBOBAHUS TEPEMEUICHUIO 00YyYaroIero
MOJIyJsl ¢ 0OCCIIeYCHHEM MaKCUMAIIbHOU 3aJaHHOM BEJIMYHMHBI IIEPEMEIICHUS YKA3aHHOTO 00YYAIOIIero MOy
B HATIPABJICHUH OT HIKHEH CTCHKH, IPU ITOM KaXKIBIH U3 OJTHOTO MK O0Jiee IPHKUMHBIX 3JIEMEHTOB BKITFOYAET
B ce0s BBICTYII, MPOXOMASIIUI OT 00YYAIONIero KOJIMayka B HAMPABICHUH K HWKHEH CTCHKE, IPUYEM YKa3aHHOE
YCTPOMCTBO AJISl IOCTaBKU JIEKAPCTBEHHBIX MpENapaToB UMEET pa3Mep, KOTOPbI HECOBMECTUM C €0 pa3Melie-
HUEM B 00yYaroIeM KOHTEHHEPE ¢ 3aKPBITHIM 00YYAIOIIHM KOJMAYKOM.

26. CucrteMa OCTaBKH JICKQPCTBEHHOTO TIperapaTa 1o aclekTy 25, B KOTOpoil 00ydaronuii MOIyJIb HMEeT
pa3mep, HECOBMECTHMEIH € ero pa3MeIleHreM B KOHTEHHepe MPOAYKTa ¢ 3aKPBITHIM KOJIadKOM MPOAYKTA.

DOOPMYVYIJIA N30BPETEHUA

1. CucreMa JoCTaBKH JIEKAPCTBEHHOT'O Mpenapara, coaepkaiias

YCTPOMCTBO ISl BBEJECHHUSI JIEKAPCTBEHHOTO Mpernapara, coJiepkaliee Koprnyc, UMEIOIUN BRITYCKHOM KO-
Hell, OTPeJeNAIOIUNA MOPT Ui BBIYCKa JIEKAPCTBEHHOTO IMpernapaTa, U MPOTUBOIOJIOKHBIN KOHEL MCIIOJIHU-
TEJIHHOIO0 MEXaHU3Ma, MPUYEM YKa3aHHOE YCTPOICTBO IIJIsl BBEIIEHUS JIEKAPCTBEHHOIO IMpernapara BKIIOYAET B
cebs pesepByap IS JISKAPCTBEHHOTO Iperapara, MpH 3TOM YKa3aHHOE YCTPOWCTBO JJISI BBEICHHS JEKAPCTBEH-
HOTO TIpernapaTa AOMOJHHUTEIBEHO BKIIOYAET B ce0sI MCTIONHUTENFHBIH MEXaHU3M JJIS BEIOpOCA JIEKapCTBEHHOTO
mpemnapaTa U3 pe3epByapa depe3 BBITyCKHOI IopT,

IpUYeM yKa3aHHBIH UCTIONHUTEIHHBIN MEXaHU3M BBICTYIIAET M3 KOHIIA KOPIyca C UCTIONHUTEIHHBIM MeXa-
HU3MOM,

IIPH ATOM yKa3aHHBIA HCTIOTHUTEIBHBI MEXaHW3M BBIIIOJIHEH C BOZMOKHOCTBIO JJMHEHHOTO NepeMeneHHS
Y3 BBIIBUHYTOTO IOJIOKEHUS BO BJIABJIEHHOE IMOJIOKEHUE, MPUYEM yKa3aHHBIM BBIMYCKHOW MOPT 3aKpPBIT, KOTa
YKa3aHHbBIN HCIOJHUTENbHBII MEXaHU3M HAXOJUTCS B BBIIBUHYTOM IMOJOXEHHH, Y BBITYCKHOW MOPT OTKPHIT,
KOrJla YKa3aHHBIA UCTIOJHUTENbHBIM MEXaHU3M HAaXOJUTCS BO BAABIEHHOM IOJIO)KEHUH, IPUUYEM UCIOTHUTEIb-
HBI MEXaHH3M BBITIOJIHEH ¢ 00CCIICYCHHEM BO3MOXKHOCTH BEIITyCKa JICKAPCTBCHHOTO MpernapaTta U3 pe3epByapa
MIPU OCEBOM MEPEMEIECHUH HCIOIHUTEILHOTO MEXaHU3Ma M3 BBIJIBUHYTOIO MOJOXEHHUS BO BIABJICHHOE IOJIO-
JKEHHUE;

YKa3aHHBIN JIEKApCTBEHHBIN Ipemnapar, pa3MeUIeHHBI B pe3epByape YCTpOMCTBa JUisl BBEACHUS JIEKAPCT-
BEHHOTO TIpernapara;

KOHTEHHep, MMEIONINI MPOXOIIIIYI0 B OCEBOM HAIPAaBICHUH OOKOBYIO CTEHKY M 3aKPBITYIO HIDKHIOIO
CTCHKY, OTIPEIeIIIONINe T0JI0CTh, IMEIOIIYI0 OTBEPCTHE JJIS JOCTyIa, 00pa30BaHHOE TOPIIEBOH CTEHOYHOH da-
CTBIO, TIPU 3TOM YyKa3aHHOE YCTPOICTBO IS BBEACHHUS JIEKAPCTBEHHOTO Iperapara pa3MeIIeHO B yKa3aHHOU
TIOJIOCTH C BBITYCKHBIM KOHIIOM, IPUMBIKAIOMIMM K 3aKpPBITOW HIDKHEW CTEHKEe KOHTEHHepa, M BIaronorIOTH-
TeJb, PACTIOJIOKCHHBIA B YKa3aHHOW MOJIOCTH, TIPH 3TOM YKa3aHHBIN BJIATOMOTIIOTHTENb UMEET KOJIBLEBYIO (Op-
My, OIpPENeSIONIYI0 OTBEPCTHE AJIsl pa3MEIIeHHs B HEM BBIITYCKHOTO MOPTa JIJIs BBIMYCKA JIEKAPCTBEHHOTO TIpe-
napara yKa3aHHOTO yCTPOWCTBa Uil BBEACHHS JICKAPCTBEHHOIO Mpernapara, B KOTOPOM YKa3aHHBIA KOHTeHHep
BKITIOYAET B ccOs1 HEPEPHIBHBIN BHYTPCHHHUN BBICTYII, IPOXOIAIINN PaJiaabHO BHYTPh OT BHYTPEHHEW MOBEPX-
HOCTH TPOXOJISIICH B 0CEBOM HAINPaBICHUH OOKOBOW CTCHKH, MPH 3TOM YKa3aHHBIN HENPEPHIBHBIA BHYTPCHHUN
BBICTYII PACIIONIOKEH B OCEBOM HAINPABIICHWH HAa PACCTOSHWM OT 3aKPBITOW HIDKHEH CTEHKH U HAJEKHOTO
yAEpKUBaHUS YKa3aHHOTO BIIArOMOTIIOTHTENS MEXAY HETIPEPHIBHBIM BHYTPEHHUM BBICTYTIOM M 3aKPBITOW HHXK-
HEH CTEHKOW, MpHYeM YKa3aHHBIH BIIATONOTIIOTHUTENH BKIIOYAET B Ce0sI KONBLEBYIO BBHIEMKY, OOpa30BaHHYIO
pazuaNbHO BIONH HAPYXKHOW MOBEPXHOCTH YKAa3aHHOTO BIIATOMOTJIIOTHUTENS, NMPH 3TOM yKazaHHas KOJbIIEBAs
BBIEMKa BBITIOJTHEHA C BO3MOXXHOCTBIO pa3MeEIICHHUs B HEW yKa3aHHOTO HEIPEPHIBHOTO BHYTPEHHETO BBHICTYTIA,
KOTJ]a YKa3aHHBIH BIAroTOTIIOTUTENh PACTION0KEH B YKa3aHHOM KOHTEHHepe; U

KOJIMAauy0K, COETUHEHHBIN ¢ KOHTEHHEPOM U BBITTOJIHEHHBIN ¢ BO3MOXHOCTBIO MEPEMEILEHUsI OTHOCUTEIBHO
KOHTeIHepa MEXIy OTKPBITHIM MOJOXEHHUEM U 3aKPBITHIM MMOJIOKEHUEM, NPUYEM YyKa3aHHBIA KOJIMIA4OK B 3a-
KPBITOM TIOJIOCHUU TEPMETHYHO B3aUMOJICHCTBYET C KOHTEHHEPOM C TEM, YTOOBI 3aKIIOYHUTh YKa3aHHOE YCT-
POMCTBO U1 BBEJIEHUS JIEKAPCTBEHHOTO Mpernapara B yKa3aHHYIO TOJIOCTb,

MpUYEeM YKa3aHHBIN KOJIMAY0K 00pa3yeT OUH Win 00Jee IPUKIUMHBIX 3JICMEHTOB,

IIPH 3TOM, KOTJa KOJITAY0K HAXOJUTCS B 3aKPBITOM TOJIOXKCHUH, OJIMH HIH 00Jice MPHUKUMHBIX 3JICMCHTOB
MPOXOJAT B OCEBOM HAIPABICHUU OT KOJIMAYKa B HANPABICHUH K 3aKPBITOW HIDKHEH CTCHKE M MMEIOT pa3Mmep,
obecrieunBarOMUii MaKCHUMAIIBHYIO 33JaHHYIO BEJIMYHHY OCEBOTO ITEPEMEIICHHS YKa3aHHOTO yCTPOMCTBa IS
BBEJICHHS JICKAPCTBEHHOTO IIperapaTa B HAlIPaBICHUX OT 3aKPBITOW HIDKHEH CTEHKH, IPH 3TOM yKa3aHHbIC OJHWH
nin 60J1ee IPMKUMHBIX 3JIEMEHTOB BEITIOTHEHBI C BO3MOXXHOCTBIO KOHTAKTHPOBAHUS C YacTbIO, HE SIBIISIOMICHCS
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UCIIOJTHUTEIIFHBIM MEXaHH3MOM YKa3aHHOTO YCTPOMCTBA ISl BBEICHHS JICKAPCTBCHHOTO Mperapara.

2. CucteMa JOCTaBKH JICKApPCTBEHHOTO Mperapara Mo m.1, B KOTOpoW OJUH WM 0oJiee MPIKHUMHBIX 3Jic-
MEHTOB HMEIOT JKECTKYIO KOHCTPYKIIHIO.

3. CuctemMa JOCTaBKHM JIGKAPCTBEHHOTO Iperapara Io 1.2, B KOTOPOil KOPIyC yCTpOMCTBa Ui BBEIACHHUS
JICKApCTBEHHOTO TIperapara BKIIOYAaeT B ceOs MPOXOAAIIYI0 B paJAnaIbHOM HAIPaBICHUH NMepupepruitHyIo Io-
BEPXHOCTh, OKPYXKAIOUTYI0 HCIIONHUTEIbHBIM MEXaHW3M M OOpaIIeHHYI0 OT 3aKPHITOH HIDKHEH CTEHKH, IpH
9TOM, KOTJa KOJIMAad0K HAXOIUTCSA B 3aKPHITOM ITOJIOKEHHUH, OWH WK OoJjiee MPIKUMHBIX 3JI€MEHTOB PacIiolio-
JKeHBI pafiajJbHO CHAPYXKH YKA3aHHOTO MCIIONHHUTEIHHOTO MEXaHU3Ma [T 00ecrieueHNs] KOHTaKTa C YKa3aHHOM
neprdepruitHoil OBEPXHOCTBIO.

4. CucteMa JOCTaBKH JICKAPCTBCHHOTO MpernapaTa Mo 1.3, B KOTOPOH KOJNMAY0K NMEST YalleBUIHBIA KOP-
Myc, COACpIKAIMiA OOKOBYIO CTECHKY KOJITayKa M OMPEICISIONIAN BBIEMKY, BBITIOJHEHHYIO C BO3MOXKHOCTBHIO
pa3MeIlIeHus B HeW YacTH UCIIONHUTEIHFHOTO MEXaHU3Ma, MIPH 3TOM OJUH WK 00Jiee MPKUMHBIX OCEBBIX JIie-
MEHTOB MPOXOIAT 32 MPEACIIbl YKa3aHHOW BHICMKH.

5. CucreMa JOCTaBKH JICKAPCTBEHHOTO Mpernapata mo .4, B KOTOPOW BHYTPCHHSS MOBEPXHOCTh OOKOBOWM
CTCHKH KOJIauyka M BHYTPEHHSAS IMOBEPXHOCTH OJHOTO WM Oojiee MPIKUMHBIX 3JIEMEHTOB 00pa3yloT Hempe-
PBIBHYIO ITOBEPXHOCTE.

6. CucrteMa JOCTaBKH JIEKAPCTBEHHOTO TMpemnapara 1o .4, B KOTOPOH OJIWH WIH 0oJiee TPKUMHBIX dJie-
MEHTOB COAEPKaT Mapy MPIKUMHBIX OCEBBIX BBICTYIIOB, MPOXOISAIINX OT YAIIEBHIHOTO KOPIIyca KOJIMadyKka Ha
pannuaibHO MPOTHBOIOIOKHBIX CTOPOHAX KOJITAadKa.

7. CuctemMa JOCTaBKHM JIGKAPCTBEHHOTO IMperapara mo .4, B KOTOPOH yKa3aHHBIA KONIMA4YOK BKIIIOYAET B
ce0st HapyKHBIH 0001, PACTIONOKECHHBIA BOKPYT YAIIEBUIHOTO KOpIyca, U epu)epuiHbIN (IIaHel], OTXO AN
B OCCBOM HAIIPaBIICHUH OT OOpAIICHHON K HM)KHEH CTEHKE MOBEPXHOCTH HAPYKHOTO 000/, MPHYEM YKa3aHHBIC
OJIMH WK 0OJIee MPIKUMHBIX 3JICMEHTOB PACIIONI0KEHBI Ha PACCTOSHUU PalUallbHO BHYTPh OTHOCHTEIBHO yKa-
3aHHOTO (hJTaHIIA ¥ IPOXOIAT B OCEBOM HAIPABIICHUH 33 YKa3aHHKIH (hIaHel.

8. Cucrema TOCTaBKH JICKAPCTBEHHOTO TMperapaTa 1o .2, B KOTOPOH KOJMaYOK COSAMHEH ¢ KOHTEHHEPOM
[IAPHUPHBIM COCTHHCHUEM.

9. Cucrema JOCTaBKH JIEKApCTBEHHOTO MpemnapaTa Mo 1.8, B KOTOPOH yKa3aHHOE IapHUPHOE COSIMHEHHE
SBIISICTCS THOKUM IApHUPOM.

10. Cuctema 10CTaBKH JICKAPCTBEHHOTO Mpemnapara 1o 1.8, B KOTOPOi OJWH UK 0oJiee MPHKUMHBIX dJIe-
MEHTOB BKJIIOUYAIOT B c€0s1 1Ba MPMKUMHBIX 3JICMEHTA, PACIIONOKEHHBIX IO OKPY>KHOCTH Ha PACCTOSHUH JPYT OT
IpyTa, IpuyYeM yKa3zaHHOE MapHUPHOE COSAMHEHHE PACIOJIOKEHO IO OKPY)KHOCTH MEXKAY YKa3aHHBIMHU JBYMS
MPWKUMHBIMH 3JIEMCHTAMHU.

11. Cuctema TOCTaBKH JICKAPCTBEHHOI'O Mperapara 1o 1.8, B KOTOPO# OJUH WK 0oJiee MPHKUMHBIX dJIe-
MEHTOB BKJIFOYAIOT B C€0sI CAMHCTBCHHBIH MPKUMHOM AJICMEHT.

12. Cucrema IOCTaBKH JIEKAPCTBEHHOTO IMpemnapara 1o 1.3, B KOTOpOH YKa3aHHBIN KOJIMAYOK BKJIIOYAET B
ce0st HapyKHBIA 00071, MPOXO AU B paldalbHOM HANIPABICHUU OT YAIICBUIHOTO KOpITyca, U nepudepuidHbINA
(haHen, OTXOASAIINI B OCCBOM HANPABJICHUHU OT OOpAICHHON K HIDKHEH CTEHKE MOBEPXHOCTU HAPYKHOTO 000-
Jla, TpUYeM yKa3aHHbIE KOHTCHHEpP M KOJMAYOK COAEepIKaT DJEMEHT 3alleNIKd IS MPUKPEIDICHNS KOJmayka K
KOHTEHHepy B 3aKPBITOM ITOJIOKEHUH, [P 3TOM yKa3aHHBIM 3JIEMEHT 3allleNIKH BKIIOUAeT B Ce0s 3aIleliKy, BbI-
CTYIAIOIIYIO B OCEBOM HAIPaBICHUU OT HAPYXKHOTO Kpas KOJIadKa, IIPH 3TOM yKa3aHHBIA (IraHen MPOXOIUT B
0CEBOM HAIPaBJICHNH 32 YKAa3aHHYIO 3aIICIKYy.

13. Cuctema 10CTaBKH JICKApPCTBEHHOTO Tpemnapara 1o I1.12, B KOTOpo# yka3aHHbIe OJHWH WM OoJiee TpH-
JKUMHBIX JJIEMEHTOB KOJIMAYKa COJACPXKAT JBa MPIDKUMHEBIX JJIEMCHTA, MPWYEM YKa3aHHBIC JBa MPIKAMHBIX
JJIEMEHTA PACHOJIOKCHEI [0 OKPYKHOCTH Ha PACCTOSHUM JPYT OT IPYTa, MPU STOM YKa3aHHOE IIAPHHUPHOE CO-
CJIMHCHHE PACIIOJIOKEHO MO0 OKPYKHOCTH MEXKIY YKa3aHHBIMHU BYMs NPWKUMHBIMHU 3JICMCHTAMH, a YKa3aHHAsS
3aIeNlka PacIoNioKEeHa MO0 OKPYKHOCTH MEXKIY YKa3aHHBIMH JBYMs TPHKAMHBIMHU 3JICMCHTaMH, PaIualibHO
MPOTHBOTIOIOXHEIMH YKa3aHHOMY IIAPHUPHOMY COCAHHCHUIO.

14. Cuctema JOCTaBKH JIEKapCTBEHHOT'O Mpemnapara 1o 1.1, B KOTOpoil ykazaHHOE yCTPOMCTBO ISl BBEe-
HUS JISKAPCTBEHHOTO IIpeTiapaTa MpeACTaBIsgeT co00i yCTPOHCTBO ISl TUCTIEPTUPOBAHIS B BO3AYXE.

15. Cucrema HOCTaBKH JIEKAPCTBEHHOTO MMpemapara 1o 1.14, B KOTOpPOH JeKapCTBEHHBIN Mpemnapar mpej-
CTaBJIsIeT COOOH TIOPOIIOK JIJIsT MHTPaHa3aIbHON JOCTaBKH.

16. Cucrema JOCTaBKH JISKapCTBEHHOTO Iperapara 1o II.15, B KOTOpo# yKa3aHHBIM ITOPOIIKOM SBIISCTCS
TITFOKAroH.

17. Cucrema TOCTaBKH JICKQPCTBEHHOTO TIpernapara, CoaepKariast

YCTPOUCTBO JUIs BBEACHUS JICKAPCTBEHHOIO TMpernapara, coJepiKaiiee KOpIyc, UMCIOIINN BBITYCKHON KO-
HEII, OTIPEICIIAIONINI BBITYCKHON TOPT JJIs BBITyCKA JICKAPCTBCHHOTO IIpEerapara, U MPOTHBOIIOIOKHBIA KOHEII C
UCITIOJTHUTCIIFHBIM MEXaHU3MOM, pe3epByap s JICKAPCTBEHHOI'O MperapaTta, COACPIKAIIUi JEeKapCTBEHHBIN
mpernapar, ¥ HCIIOTHUTEIBHBI MEXaHU3M JUIS BEIOpOCA JIGKAPCTBEHHOIO MIperapara U3 pe3epByapa uepes BBIMY-
CKHOW TOPT, MPH 3TOM yKa3aHHBIA UCIIOJHUTEIHHBIN MEXaHU3M BBICTYIACT M3 KOHIIA KOPIYca C UCIOTHHUTEb-
HBIM MEXaHH3MOM, TIPH 3TOM YKa3aHHBIH MCIOJIHHUTEILHBIA MEXaHU3M BBIMIOJHCH C BO3MOXKHOCTBIO JIMHEHHOTO
TIepeMEIeHHs U3 BBIABUHYTOTO TIOJIOKEHHUS BO BIABJICHHOE MOJIOXKCHHUE, MIPUYEM yKa3aHHBIN BBITYCKHON IOPT
3aKpHIT, KOTAa YKa3aHHBIN HCIIONHUTEIHHBII MEXaHU3M HAXOAWTCS B BBIABUHYTOM IOJIOKCHHH, M BBIITYCKHOM
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MOPT OTKPHIT, KOTJa YKa3aHHBIH UCIIONHUTEIBHBIN MEXaHU3M HAXOJUTCS BO BJABJICHHOM TOJO0XXCHUH, TIPH STOM
YKa3aHHBIN HCTIOJIHUTEIFHBIA MEXaHU3M BBIITOJHEH ¢ O0CCIICUYCHHEM BO3MOXKHOCTH BBITYCKa YKa3aHHOTO Jic-
KapCTBEHHOTO IpenapaTa U3 pe3epByapa IPH OCEBOM NEepeMENIeHHH HCIOIHUTEIFHOTO MEXaHN3Ma W3 BBIIBH-
HYTOTO TOJIOKEHHUS BO BIABIICHHOE ITOJIOKEHHE; U

KOHTEHHep, CoAepKalni MPOXOIIIIYI0 B OCEBOM HAIPaBICHUN OOKOBYIO CTEHKY W 3aKPBITYIO HIDKHIOIO
CTCHKY, OTIPEIEeIISIONINE T0JI0CTh, MIMEIOIIYI0 OTBEPCTHE JJIS JOCTYIa, 00pa30BaHHOE TOPIIEBOH CTEHOYHOH dYa-
CTBIO, TIPU 3TOM yKa3aHHOE YCTPOMCTBO IS BBEACHHUS JIEKAPCTBEHHOTO Iperapara pa3MeIieHO B yKa3aHHOU
TIOJIOCTH C BBITYCKHBIM KOHIIOM, MIPUMBIKAIONINM K HIDKHEH CTCHKE KOHTEHHepa, KOJMAa4oK, IMapHUPHO COSIH-
HCHHBIA C YKa3aHHBIM KOHTCHHEPOM W BBHITIOJIHEHHBIH ¢ BO3MOXKHOCTBIO TMEPEMEIICHUS OTHOCUTEIBHO yKa3aH-
HOTO KOHTEHHEpa MKy OTKPBITBIM TOJ0KEHUEM U 3aKPBITHIM MOJIOKCHUEM, MMPHYEM YKa3aHHBIH KOJMAY0K B
3aKpPBITOM TIOJIOKCHHH TEPMETUYHO B3aUMOJICHUCTBYET C YKa3aHHBIM KOHTCHHEPOM C TEM, YTOOBI 3aKIIOYHUTH
YKa3aHHOE YCTPOMCTBO JUIS BBEICHHUS JICKAPCTBEHHOTO Mperapara B YKa3aHHYIO MOJIOCTh, U BIArOMOTIOTHTEb,
PACTIOJIOKEHHBIH B yYKa3aHHOHW TOJOCTH, MPH 3TOM YKa3aHHBIN BIArOMOTJIOTHTEIh UMEET KOJBIEBYIO (Gopmy,
OTIPENICIIAONIYI0 OTBEPCTHE AJISl pa3MEIICHUS B HEM BBITYCKHOTO TIOPTa JJIS BBITYCKA JICKAPCTBCHHOTO TMpernapa-
Ta YKa3aHHOTO yCTPOICTBa IS BBEIEHU JIEKAPCTBEHHOTO Tperapara, Ipy 3TOM YKa3aHHBIH KOPITYC YCTPOUCT-
Ba JUISI BBEJICHUS JIEKAPCTBEHHOTO TIperapaTa BKIIOYaeT B ceOs MPOXOIAIIYIO B pagiaJbHOM HAlpaBICHUH TIe-
pUQEpHIHYIO TOBEPXHOCTH, OKPYKAIOIIYI0 YKa3aHHBIN MCIIOJHUTEIHHBIN MEXaHU3M M OOPAaIICHHYIO B CTOPOHY
OT 3aKpbITOM HIKHEHN CTEHKH,

B KOTOpOH KOHTEWHEp BKIOYAeT B ceOs HENMPEpBHIBHBIA BHYTPEHHUH BBICTYI, MPOXOISANIUN paguabHO
BHYTPb OT BHYTPEHHEH IMOBEPXHOCTH MPOXOIAIIEH B OCEBOM HAIPaBJIICHUH OOKOBOW CTEHKH KOHTEWHEpa, IpH
9TOM yKa3aHHBIA HEMPEPBIBHBIA BHYTPCHHUH BBICTYIT PACIIONOKECH B OCEBOM HANPABICHUU HAa PACCTOSIHHU OT
3aKpPBHITON HUXKHEW CTCHKH JUTsl HAJIGKHOTO YACPKUBAHHS YKA3aHHOTO BIATOMOTIOTHTENS MEXTYy HEIIPEPHIBHBIM
BHYTPCHHUM BBICTYIIOM W 3aKPBITOW HHU)KHEH CTEHKOW, MPUYEM YKA3aHHBIN BJIArOMOTIOTHTENb BKITIOYAET B ceOs
KOJIBIICBYIO BEICMKY, OOpa30BaHHYIO PaJHAaTbHO BIOJb HAPYKHON MOBEPXHOCTH YKAa3aHHOTO BJIATOMOTIIOTUTEIIS,
MPY 3TOM yKa3aHHAas KOJBICBas BEICMKA BBIMOJIHECHA C BOBMOYKHOCTBIO pa3MEIICHUS B HEH YKa3aHHOTO Herpe-
PBIBHOTO BHYTPEHHETO BBICTYIA, KOTJa YKa3aHHBII BIAromoTJIOTUTENh PACIIONIOKEH B YKa3aHHOM KOHTEIHepe,

IIpUYeM yKa3aHHBIA KOJIa4OK 00pa3yeT mapy MPIKUMHBIX AJIEMEHTOB, IIPH 3TOM, KOTJa YKa3aHHBIA KOJI-
MAY0K HAXOIWUTCS B 3aKPHITOM IOJIOKEHUH, MPYKUMHBIE 3JIEMEHTHI MIPOXOAAT B OCEBOM HAIIPABICHUH OT KOJ-
Mayka K 3aKpBITOW HIDKHEH CTEHKE W MMEIOT pa3Mep, MO3BOJLIOMNI 00eclieunBaTh MaKCHMANBHYIO 3aJaHHYIO
BEJIMYMHY OCEBOTO IEPEMEIICHUS YKa3aHHOTO YCTPOMCTBA ISl BBEACHHUS JEKAPCTBEHHOTO TIperapara B HalpaB-
JICHUU OT 3aKPBITOI HIDKHEH CTEHKH, TIPH 3TOM KaXKIIBIA U3 MPIKAMHBIX 3JIEMEHTOB HMEET KOHTAaKTHYIO TOpIIe-
BYIO TIOBEPXHOCTb, BHIIIOJHCHHYIO C BO3MOXXHOCTBIO KOHTAKTHPOBAHUS C YKa3aHHOHN nepugepuitHON MOBEPXHO-
CTBIO YKa3aHHOTO YCTpPOWCTBA JJIsl BBEJICHHS JICKAPCTBEHHOTO MpernapaTa paJualbHO CHAPYKU YKA3aHHOTO HC-
MOJTHHUTEIEHOTO MEXaHW3Ma YKa3aHHOT'O YCTPOWCTBA JJIS BBEJCHHUS JICKAPCTBCHHOTO Tpenapara, MpHYeM yKa-
3aHHBIC MPIDKUMHBIC 3JIEMCHTHI BBIIOJHEHBI C 00CCIICYCHUEM BO3MOXHOCTH IS KAXKJIOW M3 YKAa3aHHBIX KOH-
TaKTHBIX TOPIIEBBIX MOBEPXHOCTEH COXPAHATH CBOC OTHOCHUTEILHOE OCCBOC MOJIOKEHUE M PATUaIbHOE MTOJIOKE-
HHUE OTHOCHUTEIIEHO YKa3aHHOTO KOJIITayKa W YKa3aHHOH nepudepuiiHON MOBEPXHOCTH YKa3aHHOTO YCTPOMCTRA.

18. CucreMa mocTaBKH JISKAPCTBEHHOTO TIpernapara 1o 1.17, B KOTOpOoH yKa3aHHOE yCTPOMCTBO IJIsT BBEJIC-
HUS JISKAPCTBEHHOTO IIpeTiapaTa MpeICTaBIsgeT co00i yCTPOHCTBO IS TUCTIEPTUPOBAHIS B BO3AYXE.

19. Cucrema JDOCTaBKH JIEKAPCTBEHHOTO IMpemapara 1mo 1.18, B KOTOpoi JeKapCTBEHHBIN Mpemnapar mpe-
CTaBJsIeT cOOOH TIOPOIIOK JIJIst MHTPaHa3aJIbHOU JOCTaBKH.

20. Cucrema TOCTaBKH JIEKQpCTBEHHOTO Tpernapara 1o 1.19, B KoTopoil yKa3aHHBIM MOPOIIKOM SIBIISIETCS
TJIFOKAroH.

21. Crocob oOecreyeHHsT CHCTEMBI TOCTaBKU JICKAPCTBCHHOTO MperapaTta, COACPIKAIICH KOMITO3HIIHIO
TIIOKAaroHa, BKITFOYAOIINAN

pa3MelIeHre yCTPOHCTBA Il BBEICHUS JICKAPCTBEHHOTO Mperapara B KOHTCHHepe,

IIPH 3TOM YKa3aHHOE YCTPOUCTBO JIsl BBEACHUS JICKAPCTBEHHOTO MperapaTa COACPIKUT KOPITYC, HMMEIOTIIHIA
BBIITYCKHOH KOHEII, OMPEICIIAIONINIA BBITYCKHOM MOPT IS BBIMYCKA JICKAPCTBCHHOTO Iperapara, U MPOTHBOIO-
JIOXKHBIH KOHEI[ ¢ UCTIOTHUTEEHBIM MEXaHI3MOM, IIPHYEM YKa3aHHOE YCTPOICTBO IS BBEICHHS JICKApCTBEHHO-
TO TIperapara BKIIIOYaeT B ceOs pe3epByap Ui JICKapCTBEHHOTO MpemnapaTa, CoAepsKallnii JeKapCTBCHHBIN Tpe-
mapaT TIIOKaroH, P 3TOM YCTPOUCTBO JUIS BBEACHH JICKAPCTBEHHOTO TIperapaTa JOMOIHUTEIHHO BKIIIOYAET B
ce0s NCTIOTHUTENBHBIA MEXaHU3M U BBIOpOCa yKa3aHHOTO JICKAPCTBCHHOTO MperapaTa IITIOKaroHa u3 yKas3aH-
HOTO pe3epByapa uepe3 yKa3aHHBIH BBITYCKHOHM MOPT, IpHUYEM yKa3aHHBIH HCHIOTHUTEIBHBIA MEXaHU3M BBICTY-
MaeT U3 KOHIa KOPITyca C MCIOJHHUTEIbHBIM MEXaHH3MOM, IIPH 3TOM YKa3aHHBIM MCIOIHUTEIbHBIH MEXaHU3M
BBIMOJTHEH ¢ BO3MOXKHOCTBIO JIMHEHHOTO TIEPEMEIICHUS W3 BBIIBUHYTOTO TOJIOKCHUS BO BIABIICHHOE TOJIOXKE-
HUE, IPUYCM YKa3aHHBIN BBITYCKHOMN MOPT 3aKPHIT, KOTAa YKAa3aHHBIN HUCIIONHUTEIBHBIN MEXaHH3M HAXOJUTCS B
BBIIBUHYTOM TOJIOKCHHH, W BEITYCKHOW OPT OTKPHIT, KOTAa YKa3aHHBIH HCIOTHUTEIBHBIA MEXaHU3M HAXOUT-
Csl BO BJIABIICHHOM ITOJIOKCHHH, MTPH 3TOM HCIIOTHUTEIBHBIN MEXaHH3M BBIMOIHEH ¢ 00CCIICYCHHEM BO3MOKHO-
CTH BBIITyCKa JICKAPCTBCHHOTO Tperapara IIFOKaroHa M3 yKa3aHHOTO pe3epByapa IPU OCCBOM IEPEMCIICHUU
YKa3aHHOTO MCITOJHUTEIBHOTO MEXaHU3Ma M3 BBIIBHHYTOTO ITOJIOKEHUS BO BIABICHHOE MOJIOXKCHUE;

KOHTEHHep nMeeT OOKOBYIO CTEHKY W 3aKpBITYIO HIKHIOIO CTEHKY, OTPEIEISIONINE IT0JIOCTh, UMEIOITYIO
OTBEpCTHE JUIA JOCTyIa, 00pa3oBaHHOE TOPIIEBOW CTEHOYHOW YaCTHIO, PU 3TOM B YKAa3aHHOW MOJIOCTH pa3Me-
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IIEHO YKa3aHHOE€ YCTPONCTBO AJIs BBEACHHS JIEKAPCTBEHHOTO IMpemnapara ¢ €ro BBHIITYCKHBIM KOHIIOM, MPUMBI-
KaIOIIUM K 3aKpBITOM HW)KHEW CTeHKEe KOHTEeHHepa, U B YKa3aHHOMW IOJIOCTH PACIOJNIOKEH BIAronorioTUTENb,
MIPY 3TOM YKa3aHHBIA BJIATOMOTJIOTUTENE HMEET KONBLEBYIO (hOpMy, ONMPEICIAIONIYI0 OTBEPCTHE IS pa3Merie-
HUS B HEM BBIITyCKHOTO TOPTa [UISA BBIITYCKa JICKAPCTBEHHOTO IpenapaTa yKa3aHHOTO YCTPOWCTBA JIJIsl BBEACHUS
JIEKapCTBEHHOTO Tperapara, MpudeM yKa3aHHBI KOHTEHHep BKIIOYAeT B Ce0s HEMPEPHIBHBIN BHYTPEHHUN BbI-
CTYII, MIPOXOAAIINHA PaguaIbHO BHYTPh OT BHYTPEHHEH MOBEPXHOCTH MPOXOMISIMICH B OCEBOM HalpaBICHUU 00-
KOBOM CTEHKH, MPU 3TOM YKa3aHHBIA HEMPEPHIBHBIM BHYTPEHHUN BBICTYI PACIIOJIOKEH B OCEBOM HAIPAaBICHUU
Ha PAcCTOSIHHM OT 3aKPBITOW HIDKHEH CTEHKH ISl HAJC)KHOTO YICPKHBAHMSA YKA3aHHOTO BIIATOTOTIIOTHUTEIS
MEX1y HEMPEPbIBHBIM BHYTPEHHUM BBICTYIIOM U 3aKPBITON HMXKHEH CTEHKOM, MpUYeM yKa3aHHBIN BJIAroInorjio-
TUTEIh BKJIIOYACT B ceOsl KOJBICBYIO BBIEMKY, 00pa30BaHHYIO PaIUalibHO BIOJb HAPYKHOU TIOBEPXHOCTH YKa-
3aHHOTO BJIArOMOTJIOTUTENS, [IPH 3TOM yKa3aHHas KOJblieBasl BbIeMKa BBINOJIHEHA C BO3MOXHOCTBIO pa3Mellie-
HUSl B HE YKa3aHHOT'O HENPEPBHIBHOTO BHYTPEHHETO BHICTYIA, KOT/la YKa3aHHBIN BIAromnorjioTHUTENb Paciojo-
>KEH B YKa3aHHOM KOHTeiHepe; u

VILUTOTHSIOIIEE B3aUMOJCUCTBUE KOJMAYKa C YKa3aHHBIM KOHTCHHEPOM Ui 00ECICUCHUS TePMETUYHOTO
VIUTOTHEHHS, 3aKPHIBAIOIIET0 yKa3aHHOE YCTPOWCTBO ISl BBEACHHUS JICKAPCTBEHHOTO Iperapara B yKa3aHHOW
MIOJIOCTH, TIPH 3TOM YKa3aHHBIA KOJIITA4OK 0Opa3yeT OIWH WK 0oJee MPIKUMHBIX 3JIEMEHTOB, PACIIONOKEHHBIX
W BBITOJTHEHHBIX C BO3MOXKHOCTBIO IIPEMSATCTBOBAHUS IEPEMEIICHHIO0 YKa3aHHOTO YCTpPOICTBA AJISI BBEACHUS
JICKApCTBEHHOTO TpernapaTa ¢ obecredyeHrneM MaKCHUMAaIbHOW 3aJaHHOW BEMYMHBI MEPEMENICHUS YKa3aHHOTO
YCTpPONCTBA [T BBEICHHUS JIEKAPCTBEHHOTO IpenapaTa B HAIPABICHUHU OT 3aKPhITOM HIKHEH CTEHKH 0e3 KOH-
TaKTa YKa3aHHOTO MCIIOJHUTEIHFHOTO MEXaHN3Ma C OCEBOI TOPIIEBOH MOBEPXHOCTHIO KOJITAYKA.

22. Y3en KOHTeHHeEpa U KOJMayka AJs JEKapCTBEHHOIO Mpemnapara JJisl pa3MeIIeHds B HEM YCTPONCTBa
JUTsL BBEJICHUSI JIEKApCTBEHHOTO IpernapaTa, IpuyeM yKazaHHOE YCTPONCTBO JJIsl BBEJIEHUS JIEKAPCTBEHHOTO IIpe-
napara COACPXKUT KOPITYC, UMEIOIINIA BBIMYCKHON KOHEI, ONpeAe IOl BbITYCKHON MOPT JUIsl BBIMYCKa Jie-
KapCTBEHHOTO Ipernapara, ¥ MPOTUBOMOIOKHBIA KOHEI C UCIIOJHUTENIbHBIM MEXaHU3MOM, IPU 3TOM YKa3aHHOE
YCTPOWCTBO JJIsl BBEACHUS JICKAPCTBEHHOTO Iperapara BKIIOYAET B ce0s pe3epByap s JICKAPCTBEHHOTO TIpe-
mapaTa, CoAepKaInii JIeKapCTBEHHBIH Tpernapar, IpruieM yKa3aHHOE yCTPOHCTBO IS BBEIEHHS JIEKapCTBEHHO-
ro TpemnapaTa JOMOTHHUTEIBHO BKIIOYAeT B CeOs MCIIONHUTEIHHBIN MEXaHHW3M IS BBIOpOCA JIEKapCTBEHHOTO
rpernapara 13 pe3epByapa depe3 yKa3aHHBIM BBIITYCKHOW MOPT, MPU 3TOM yKa3aHHBIM MCIIOJHUTENIbHBIA MeXa-
HHU3M BBICTYIAeT U3 KOHIIA KOPITyca C MCIIOJHUTEIHHBIM MEXaHU3MOM, IPH 3TOM YKa3aHHBIN HCTIOTHUTEIBHBIN
MEXaHHU3M BBIIIOIHEH C BO3MOYKHOCTBIO JJMHEHHOTO MIepEeMEIIECHIs U3 BEIBUHYTOTO TOJO0XKEHHUS BO BIABICHHOE
MIOJIOXKCHNE, TPUYeM YKa3aHHBIN BBIITYCKHOW MOPT 3aKPHIT, KOT/IAa YKa3aHHBIA MCIIONHUTEIHHBIN MEXaHU3M Ha-
XOJIUTCSl B BBIIBUHYTOM TIOJIO’KEHUH, U BBITYCKHOW MOPT OTKPBIT, KOTJA YKa3aHHbIH HCIOJHUTENbHBIN Mexa-
HU3M HaXOAMUTCS BO BAABJICHHOM IOJOXEHUH, MPUYEM YKa3aHHBIH MCIOJHUTENbHBIM MEXaHH3M BBINOJHEH C
o0ecrieyeHrEM BO3MOXKHOCTH BBIITYCKa JICKAPCTBEHHOI'O IMpemapara U3 pe3epByapa MPH OCCBOM IEpPEMEIICHUN
YKa3aHHOTO HCIIOJHUTEILHOI0 MEXaHU3Ma U3 BBIIBUHYTOTO IOJIOXKEHUS BO BJIABJICHHOE MOJIOXKEHUE, MIPU ITOM
YKa3aHHBIN y3€J COAEPIKUT

KOHTEWHEp, MMCIONIHIA OOKOBYIO CTEHKY M 3aKPBITYIO HIDKHIOIO CTCHKY, ONPEICISIONIUC MTOJIOCTh, UMEIO-
IIyI0 OTBEPCTHE IUISA IOCTYyIa, 00pa30BaHHOE TOPIICBOM CTEHOYHOH 4acThIO, MPUYEM yKa3aHHAas MOJOCTh UMEET
COOTBETCTBYIOITHH pa3Mep W BBHINOJIHEHA C BO3MOYKHOCTBIO Pa3MEHICHUS B HEH YKa3aHHOTO yCTPOMCTBa IS
BBEJICHHUS JICKAPCTBCHHOTO TIpeTapara, Ipy 3TOM yKa3aHHOE YCTPOMCTBO JJIsl BBEACHUS JIEKapCTBEHHOTO IpeTia-
parta BBITIOTHEHO C BO3MOYKHOCTBIO €T0 pa3MEIIeHHsI B YKa3aHHOM MOJOCTH C €ro BBITYCKHBIM KOHIIOM, TIPHMBI-
KaroUIMM K 3aKpBITOM HM)KHEHW CTEHKE YKa3aHHOT'O KOHTEHHEepa, M B YKa3aHHOW MOJIOCTH PacIoIOKeH BIArornor-
JIOTUTENb, TIPU STOM YKa3aHHBIN BIATOMOTIIOTHTEIh UMEET KOJNBLEBYIO (hOpMY, OTPEACTSIIONIYI0 OTBEPCTUS IS
pa3MelleHusl B HeM BBIITYCKHOTO MOPTa Ui BBIYCKa JIEKAPCTBEHHOTO IMpenapaTa YKa3aHHOIO yCTpOMcTBa Jist
BBCJICHUS JICKAPCTBCHHOTO Iperapara, IpUIeM yKa3aHHBIH KOHTCHHEP BKJIIOYACT B ce0sl HENIPEPBIBHBIA BHYT-
PEHHUH BBICTYI, IPOXOISAIINNA paAUaIbHO BHYTPh OT BHYTPEHHEN MOBEPXHOCTH MPOXOAAIIECH B OCEBOM HaIpaB-
JIeHUH OOKOBOW CTEHKH, IIPU 3TOM YKa3aHHBIN HEMPEPHIBHBIA BHYTPEHHUH BBICTYI PACIIOJIOKEH B OCEBOM Ha-
MIPaBJICHUU HA PACCTOSIHUM OT 3aKPbITOM HMXKHEH CTEHKH JJI HaJIe)KHOTO yIEp KUBAHMS YKa3aHHOTO BIIAromnor-
JIOTUTENS MEXIy YKa3aHHBIM HEMPEPHIBHBIM BHYTPEHHHM BBICTYIIOM M 3aKPBITOH HIDKHEW CTEHKOH, MpHYeM
yKa3aHHBIN BIAroMOTJIOTHTENb BKIIIOYAET B ce0s KOJBIIEBYIO BEIEMKY, 00pa30BaHHYIO PaJHalbHO BIOJIH HAPYXK-
HOW TIOBEPXHOCTH YKa3aHHOTO BIIATOTIOTJIOTHUTENS, IPH STOM yKa3aHHAas KOJbIIEBas BHIEMKA BBIITOJIHEHA C BO3-
MOJKHOCTBIO Pa3MEIICHMS B HEH YKa3aHHOTO HENPEPHIBHOTO BHYTPEHHETO BBICTYIIA, KOTJa YKa3aHHBIH BIaro-
MIOTJIOTHUTEIh PACIOJI0KEH B YKa3aHHOM KOHTEWHepe; 1

KOJIMTA40K, COeANHEHHBIN ¢ KOHTCHHEPOM IIApHUPHBIM COCIWHEHHEM U BBITIOJHEHHBIA C BO3MOXXHOCTBIO
COTIPSDKEHUS C YKa3aHHBIM KOHTECHHEPOM B 3aKPBITOM ITOJIOKEHHUH ¢ 00CCIICYCHUEM TePMETUYHOTO YIUIOTHCHUS
MIPH 3aKPBITUN YKAa3aHHOTO YCTPOICTBa AJisl BBEICHUS JIEKAPCTBEHHOIO Mpenapara, pa3MeIeHHOr0 B YKa3aHHON
MOJIOCTH, TIPUYEM YKa3aHHBIA KOJIIAYOK 00pa3yeT mapy MPHKUMHBIX 3JIEMEHTOB, PACIIONIOKEHHBIX U BHIIOJ-
HEHHBIX C BO3MOXKHOCTBIO MPEMATCTBOBAHUS MEPEMEIICHUIO YKA3aHHOTO YCTPOWCTBA JJIsl BBEACHHS JIEKApCT-
BEHHOT'O TIpernapaTa ¢ 00ecIieYeHHeM MaKCHMaIbHOM 3aJaHHON BETMYHUHBI MIEPEMEIICHIS YKa3aHHOTO YCTPOICT-
Ba JJIsl BBEJCHUS JIEKAPCTBEHHOTO Npernapara B HanpaBICHUH OT 3aKPBITOW HIXKHEW CTEHKH, MPU 3TOM yKa3zaH-
HBIE TIPYOKUMHBIE 3JIEMEHTHI PACIIONIOKEHBI TT0 OKPYKHOCTH Ha PAcCTOSHHUU APYT OT Ipyra, a yKazaHHOE Imap-
HUPHOE COSAMHEHHE PACIIONOKEHO 110 OKPYKHOCTH MEXIY ABYMS YKa3aHHBIMH IPIKUMHBIMHU 3JIECMEHTaMH.
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23. V3en no 1m.22, B KOTOPOM OOKOBasi CTeHKa YKa3aHHOTO KOHTEHHEpa MMeeT pa3Mep, 00ecIeUnBaroIUi
BO3MOJKHOCTB JUIsl KOHIIEBOW YacTH MCIIOJHHUTEIHLHOTO MEXaHM3Ma BBICTYIIATh 3a OOKOBYIO CTEHKY KOHTEHHepa,
IPU 3TOM YKa3aHHBIN KOJIAYOK MMEET YalleBUAHBIN KOPITyC, 00pa3yIOIii BEIEMKY, BBINTOJHEHHYIO C BO3MOX-
HOCTBIO pa3MEIlEHUs B HEll yKa3aHHOM KOHLEBOM YaCTH HCIOIHUTENBHOIO MEXaHW3Ma, NPUYEM Ka)KIblid U3
YKa3aHHBIX MPKUMHBIX 3JIEMEHTOB BBIXOJWT M3 YAIICBHIHOTO KOPITyca, IIPU 3TOM BHYTPEHHSSI HOBEPXHOCTb
YaIIeBUAHOTO KOpITyca, OOpaleHHast K yKa3aHHOW BBIEMKE, M BHYTPEHHSI TOBEPXHOCTh YKA3aHHBIX MPHKHIM-
HBIX 3JIEMEHTOB 00Pa3yroT HEMPEPHIBHO ITIA/IKY0 TOBEPXHOCTb.

Dur. 2
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