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3apernctpuposaHo B MuHiocte PO 11 anpensa 2003 r. N 4410

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUACKOW ®EOEPALINA

MABHbIA FOCYHAPSITBEI:IHI:IW CAHUTAPHbIW BPAY
POCCUNCKOU ®EONEPALINA

NMOCTAHOBIEHUE
oT 20 mapTta 2003 r. N 22

O BBEOQEHWUU B AENCTBUE
CAHUTAPHO-3MMOEMUONOIMNMYECKUX NMPABUI
C 3.3.2.1248-03

(B pea. NameHeHuin n gononHeHunin N 1, yTB. MNoctaHoBneHWemM
"MaBHOro rocygapCTBEHHOIO CaHUTapPHOroO
Bpaya P® ot 18.02.2008 N 9)

Ha ocHoBaHun ®epepansHoro 3akoHa oT 30 mapta 1999 r. N 52-03 "O caHuTapHO-3MMAEMMNOSIOrMYECKOM
6narononyynn HaceneHust" (CobGpaHune 3akoHogatenbcTtBa Poccuiickon ®Pepepauun, 1999, N 14, ct. 1650) n
"TonoxeHna O  rocygapCTBEHHOM  CaHUTaAPHO-3NMOEMUONONMYECKOM  HOPMUPOBaHUKW",  YTBEPXOEHHOro
MocTtaHoenenuem [lpaButensctBa Poccuiickon depepaumm ot 24 wmona 2000 r. N 554 (CoGpanwue
3akoHogaTtenbcTBa Poccunckon ®egepaumu, 2000, N 31, c1. 3295), noctaHOBNS!I0:

Beectu B penctBue ¢ 30 wuoHs 2003 roga caHMTapHO-anMaeMuornornyeckse npasuna "Ycnosus
TPaAHCMOPTUPOBAHMSA W  XPaHEHUs MeauUMHCKUX UMMyHoBuonormdeckmx npenapatos CI1 3.3.2.1248-03",
yTBEPXAEeHHbIE [MaBHbLIM rocyAapCTBEHHbLIM CaHUTapHbIM Bpadom Poccuiickon ®epepaumm 20 mapta 2003 r.

.r.OHNLWEHKO
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MwuHMCTpa 3apaBoOXpaHEeHNs]
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20.03.2003

[ata BBegeHus: 30 mtoHs 2003 r.
3.3.2. MEOQULUMHCKUE UMMYHOBUOJIOMTMYECKUE MNMPEMNAPATDI

ycnosus
TPAHCNOPTUPOBAHUA U XPAHEHUA MEOAULIMHCKUX
MMMYHOBUONOIMMYECKUX NMPEMAPATOB

CaHuTapHo-annaemMuornorvyeckve npasuna
Cn 3.3.2.1248-03

(B peq. NameHenun n gononHeHun N 1, yTB. MNoctaHoBneHneM
"MaBHOro rocygapCTBEHHOIO0 CaHUTapHOIO
Bpada P® ot 18.02.2008 N 9)

|. OBnacTb NpMMeHeHUs

1.1. HacTosilume caHnTapHO-anuaeMmnonornyeckne npaesuna (ganee - caHMTapHble npasunia) paspaboTtaHbl B
cootBetcTBUM ¢ PepepanbHbiM 3akoHOM oT 30 mapta 1999 r. N 52-®3 "O caHuTapHO-3MMAEMUNOIOrMHYECKOM
6narononyunn Hacenexusa" (CobpaHue 3akoHogatenbctBa Poccuiickon ®egepauun, 1999, N 14, ct. 1650),
"lonoxeHnem O TroCyAapCTBEHHOM  CAHUTAPHO-3NUAEMUONIONMYECKOM  HOPMUPOBaHUKU",  yTBEPXXAEHHbLIM
MocTtaHoeneHnem [lpaButensctBa Poccuiickon depepaumm ot 24 wmona 2000 r. N 554 (CoGpanwue
3akoHogaTenbcTBa Poccuickon depepaumm, 2000, N 31, cT. 3295).

1.2. CaHvTapHble npasuna ycrtaHaBnueawT obwme TpeboBaHWs K KOMMIMEKCY OpraHuW3aumOHHbIX |
TEXHUYECKMX MEPONPUATMIA, 0BecnedmBaloLLnMX COXPaHHOCTb KayecTBa MEOULMHCKUX MMMYHOBUONMOrm4eckmx
npenapaToB (NnekapCTBEHHble cpeacTBa, MNpeAHasHadeHHble AN UMMYHOMPOMUAKTUKK, UMMYyHOTepanuu wu
OMarHocTunkn 6onesHen 1 annepruyeckmx COCTOSHUMN).

1.3. CaHuTapHble npaBuna YyCTaHaBnMBaKT MOPSAOK TPaHCMOPTUPOBAHUA WU XPaHEHUs MeAULIMHCKUX
UMMYyHOBMOMOrMYeCckux npenapaTtoB OT MOMEHTa WX MW3rOTOBMEHMS [0 WCMOMb30BaHWS B OpraHv3aumsix
3[paBOOXpPaHEHUS.

1.4. CaHuTapHble NpaBuia nNpegHasHavyeHbl Ans PUONYECKUX MWL, U MHAMBMAYaNbHbBIX NpeanpvHumaTenen
He3aBMCMMO  OT  BEOOMCTBEHHOW  MpuHagnexHoctm un  Gopm  COBCTBEHHOCTH,  OCYLLECTBASAHLLMX
TPaHCNOPTUPOBaHME N XpaHeHe MeOULMHCKUX UMMYHOBUONOrMyeckux npenapaTos.

1.5. KOHTpOmnb 3a BbINOMHEHMEM HACTOSALMX CaHWTapPHbIX MpaBuil M METOAMYECKOe PYKOBOACTBO MO
OCYLLIECTBMNEHMIO KOMMIMEKCA OPraHn3aLMOHHO-TEXHUYECKNUX MEepOonpuaTUn, obecnevmBaloWmnx ONTUMAarbHbIEe
TemnepaTypHble YCNOBMS NPy TPAHCNOPTMPOBAHUM N XPaHEHUWN MEOULNHCKUX MMMYHOBMONOrM4Yecknx npenapaTos
("xonogoBas uenb") NPOBOOAT OpraHbl, OCYLLECTBMSIOWMNE FOCYAaPCTBEHHbIN CaHUTapPHO-3NMAEMUONOTMYECKII
Haa3op.

(n. 1.5 B pea. UsmeHeHun n gononHeHunn N 1, ytB. NoctaHoBneHvemM [MaBHOrO rocyaapCTBEHHOIO CAHUTAPHOIO
Bpaya P® ot 18.02.2008 N 9)

1. O6wme TpeboBaHns

2.1. Ona obecne4yeHns BbICOKOrO KayecTBa MeOMLMHCKUX MMMyHoOuonormyeckux npenapato (MUBI),
6e3onacHOCTN 1 3PPEKTUBHOCTU NX NMPUMEHEHWS CO3L4aOT CUCTEMY "XONOL4OBON Lenn".
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2.2. Ha Bcex ypoBHaX "xonogoBon uenu" AOMKHbl paboTaTb cneumanbHO OByyYeHHble crneuuanucTbl C
onpegeneHneM cnyxebHbix 0693aHHOCTEN B COOTBETCTBUN C 3aHUMAaEMOWN MU AOMKHOCTbIO U 06BbEMOM paboThl.

2.3. Hactosilme caHuTapHble npaBuna ycTaHaBnuBatT o6Lime TpeboBaHMs KO BCEM rpynnamM MeaULMHCKUX
nMMmyHobuonorndeckux  npenapatoB. OCOGEHHOCTM  TPAHCMOPTUPOBAHUST W XPaHEHUs  MEAMLMHCKUX
MMMYHOBNOMOrMYEeCKNX NpenapaToB ONpeaensTcs Takke B JOKYMEHTaxX Ha AaHHble npenaparbl.

lll. YpoBHu "xonogosown uenn”

Cuctema "xonogoBown Lenu" coCTonT M3 4-X yPOBHEMN:

3.1. 1-1 ypOBEeHb OpraHuM3yeTca OT OpraHuM3auun - MU3roToBUTENEN MELULMHCKMX MMMYHOONONOrM4eckmx
npenapaToB A0 anTeuvHblX CKNaaoB B cybbekTax Poccuiickon ®epepauuu;

(8 pea. NameHeHun n gononHennn N 1, yTB. [NocTtaHOBNEHMEM [MaBHOrO rocyaapCTBEHHOrO CaHUTapPHOro Bpaya
P® ot 18.02.2008 N 9)

3.2. 2-1 ypoBeHb OpraHM3yeTcs OT anTeYHbIX CKNnagoB B cybbekTax Poccuiickon ®enepaummn JO ropoacKux u
panoHHbIX (FOPOACKUX U CENbCKNX) anTeuYHbIX CKNaoB, a Takke CKNaaoB OpraHn3auni 34paBooXpaHeHNns;

(8 pea. NameHenun n gononHenun N 1, ytB. NocTaHoBNeHMem [MaBHOrO rocygapCTBEHHOIO CaHUTapHOro Bpaya
P® ot 18.02.2008 N 9)

3.3. 3-1 ypoBEHb OpPraHM3yeTcs OT FOPOACKUX U PaMOHHbIX (TOPOACKMX M CEMNbCKUX) anTeyHbIX CKNagoB OO
neyebHO-NpodMNakTNYECKMX OpraHm3auni (y4acTkoBbIX 60nbHNUL, amBynaTopuin, MONUKIMHUK, POOUSBHBLIX JOMOB,
dhenbaLepcKo-akyLLepCKMX NyHKTOB 1 Ap.);

(8 pea. NameHenunn n pononHernni N 1, ytB. MNocTaHoBneHMeM [MaBHOrO rocygapCTBEHHOrO CaHUTApPHOro Bpaya
P® ot 18.02.2008 N 9)

3.4. 4-n ypoBeHb opraHunsyeTcs nev4ebHo-NnpounakTU4eCcKUmMmn opraHnsaumamm (y4actkoBbiMm BonsHMLamu,

ambynaTopusamu, NOANKAMHUKaMK, POAUITbHBIMY AoMaMK, PenbALLEePCKO-aKyLLIePCKUMU NMyHKTaMu 1 ap.).

IV. TpeboBaHus k TemnepaTypHOMY
pexXumMy TpaHCNopPTUPOBAHUA N XPAHEHUS MEAULIMHCKMX
MMMYHOBMONOrMYeckMx NpenapaTos

4.1. lpn TpaHCNOPTUPOBAHMM U XPaHEHUWN MEAULIMHCKMX UMMYHOBMOMOrMYeckux npenapaToB cobniogatTcs
ycnoBusi, obecneymBalolMe COXPaHHOCTb WX WMCXOOHOro KayecTBa; obecneuvmBaeTcs 3awmTa npenapaTta oOT
BO30ENCTBMS TEMNepaTypbl OKPY>KatoLen cpeabl, OT NOBPEXOEHMS YyNakoBOK, pacnieckMBaHms u T.4.

4.2. TpaHcCnopTUpOBaHWe W XpaHeHue MeaMUMHCKUX WMMYHOBMOMOrMdyeckux npenapatoB B cUCTEME
"X0nogoBon Lenu" ocyLwecTBNSAT Npu CreayoLwwmnx TeMnepaTypHbIX YCoBUSX:

TPaHCMOPTUPOBAHME N XPaHEHUE MEeAMLIMHCKMX MMMYHOOMOMOrMyecknx npenapartoB - nNpu temnepartype 5
+/- 3 °C (B npegenax ot 2 go 8 °C);

XpaHeHVe >XUBOW BaKUMHbI MPOTUB nonuomMuenuta - npu Temnepatype MuHyc 20 °C u Huxe, npu
TPaHCNoOpTUPOBaAHUN YKa3aHHOW BaKLMHbI B TemnepaTypHoMm pexume 5 +/- 3 °C (B npegenax ot 2 go 8 °C),
JornyckaeTcs nocneayolee NoBTOPHOE ee 3aMmopaxusaHue o MuHyc 20 °C;

XpaHeHne BaKUMHbI XeNToW nuxopagku - npu Temnepatype MuHyc 20 °C M Huxe, TpaHCNoOpTUpOBaHWe
npoun3sogAT npu Temnepatype 5 +/- 3 °C (B npegenax ot 2 oo 8 °C).

(n. 4.2 B pen. NameHennn n gononHeHnn N 1, ytB. lNocTaHoBNeHnem [MaBHOro rocygapCTBEHHOIO CaHUTAPHOrO
Bpada P® ot 18.02.2008 N 9)

4.3. He ponyckaeTtcs 3amMopaxvBaHve agcopbupoBaHHbIX npenapaTtos
(KOKIIOLWHO-AN TEPUAHO-CTONOHAYHOM  BaKUWHbI, ANMOTEPUNHO-CTONOHSAYHOrO aHaTOKCUHA, BaKLMHbI MNPOTUB
renatuta A, BakuuHbl NpPoOTMB renatuta B, MHAKTMBMPOBAHHOW MNONIMOMUENUTHOW BaKUMHbI M Ap.), @ Takke
pacTBopuTENEn BakUMH NPU TPaHCNOPTMPOBAHUM U XPaHEHUN.

(n. 4.3 B pea. amenennit n gononHenun N 1, ytB. lNocTtaHoBneHWeM [MaBHOrO rocy4apCTBEHHOIO CAHUTAPHOIO
Bpaya P® ot 18.02.2008 N 9)

4.4. lNMpu onpegeneHun pexunma TPaHCMOPTUPOBAHUA U XPaHEHWUS Kaxdoro oTAeNbHOro MeauLMHCKOro
MMMYHOBMOMNOrMYECKOro npenapara pykoBOACTBYOTCA AOKYMEHTaMM Ha AaHHbIA Npenapar.

4.5. Ha nepBom ypoBHe "XOrnogoBoW Lenu" OonyckaeTcs XpaHeHue KOPEeBOW, KpacCHYLLHOW, MapoTUTHOWM
BakuWMHbl M COOTBETCTBYHLUMX ACCOLUMPOBAHHBLIX BaKLMH, BbIMyCKAeMbIX OTAENbHO OT pacTBOPUTENS, Npwu
Temnepatype muHyc 20 °C.

(n. 4.5 BBegeH WMameHennsmmn un pgononHeHusimu N 1, yTB. lMocTaHoBneHnem [MaBHOrO rocyaapCTBEHHOrO
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caHuTapHoro Bpada P® ot 18.02.2008 N 9)
V. TpeboBaHus k obopygoBaHuio ons "xonogoson uenum"

5.1. XonoguneHoe obopyaoBaHve, npegHa3HavyeHHoe ANsi TPAHCMOPTUPOBAHMS U XPaHEeHUst MEANLIMHCKUX
MMMyHOBKHONorM4Yeckux npenapaTos, OJPKHO obecneynBaTh:

YCTaHOBIEHHbIV TEMMNEPATYPHBIN PEXMUM B TEYEHNE BCErO BPEMEHM TPAHCMNOPTMPOBAHNS U XPAHEHUS;

[OCTaTovHbI 06beM ANd pasMeLleHVMs MakCMManbHOro 3anaca MeAUUMHCKMX MMMYHOBMONOornyeckmx
npenapaToB, KOTOPbIA MOXET NOCTYNUTb Ha JaHHbLIN YPOBEHb "X0nogoson Lenu";

3amMoOpaxuBaHMe [OCTATOMHOrO KONMMYecTBa  XMafdo3MIeMEHTOB, MWCMOMb3yEMbIX B KOMMMEKTE C
TEPMOKOHTENHEepaMu.

5.2. B cucteme "xonogoson Lenu" ncnonb3ytoT cnegytowiee obopynoBaHme:

XONoAWnbHbIE KOMHATbI (Kamepbl) UM BoNnbLUNE XONOAUITBHUKU-NPUITABKU (OTKPbIBAKOLLMECS CBEPXY);

MOPO3UIbHbIE Kamepbl U MOPO3UrbHbIE NpUnaBkn (chpusepsl);

MOPO3UITbHUKMY;

ObITOBbIE XONOOUITBHUKY;

TEPMOKOHTEWHEPSI;

MEOVLMNHCKME CYMKU-XONMOANITBHUKY;

XNago3NeMeHTbI;

TEPMONHANKATOPSI;

TepMoperncTpaTops;

Tepmorpadbl;

TEepMOMETpbI;

cneumanbeHble aBTopedpmkepaTopbl

n gpyroe.

5.3. XonoaunbHble KOMHaTbl (Kamepbl) UCMOMb3YIOT Ha BCEX YPOBHSAX "XONOAOBOMW Lenn" Ans XpaHeHus n
YMNakoBKM MEOULMHCKMX WUMMYHOOMOMNOrM4eckux npenapaTtoB. XOMoAuIbHblE KOMHaTbl (kamepbl) obopyayoT
cTennaxamu, MapkUpOBaHHbIMWU OIS KaXXO0ro BMaa MeOULMHCKUX MMMYHOOMONOrMYeckMx npenapartoB. 3arpyska
XOMNOAMIbHBIX Kamep [oimbkHa obecneuymBaTb CBOOOAHYK LIMPKYNSAUMIO BO3gyxa no Bcemy obbemy. KoHTporb
TeMnepaTypHOro pexuMa XOonoAWSbHbIX KOMHAaT (Kamep) OCyLeCTBAAKT C MOMOLb TepMorpadoB unm
TepMoperncTpaTopos.

5.4. Mopo3urnbHble KaMepbl UCMNOMNb3YT NS MEAUUMHCKMX MMMYHOBMONOrMYecknx npenapaToB, XpaHeHue
KOTOPbIX COMMacHO MHCTPYKUMM MO UX NMPUMEHEHWIO OOMMKHO ObiTb B 3aMOPOXEHHOM COCTOSHWW, a Takke And
3aMOpPaXMBaHNA U XpPaHEHUS XMado0dNEMEHTOB, UCMONb3YEMbIX B TEPMOKOHTENHepax. HenpepbiBHbIV KOHTPOIb
TEMMEPATYPHOrO  pexuma  MOPO3UNbHbIX  KaMep  OCYLWEeCTBAAKT € MOMOLWbK  TepmorpadoB  unum
TEpMOperncTpaTopos.

5.5. Mopo3unbHUKM UCMOMb3YIOT ANS 3aMOpaXMBaHUSA XNago3rNeMeHTOB B COOTBETCTBUM C MHCTPYKLMEN MO
NPUMEHEHNI0 TEPMOKOHTEMNHEPOB U XJ1a403N1EMEHTOB.

5.6. BbITOBbIE XONOOUNBHUKM UCMOMNb3YIOT AMs XPaHEHNST MEANLIMHCKMX UMMYHOBNOMNOrM4eckux npenaparTos
1 AN 3amopaxunBaHus XNago3rieMeHToB NpeuMyLLIEeCTBEHHO Ha 3-M 1 4-M YPOBHSX "XO0noaoBou Lenun”.

5.7. TepMOKOHTEWNHEPDI, ABNSALWNECH U3OENUAMU MEAMLMHCKOrO Ha3HayeHusl, paspeluaeTcs NpUMEHSTb
ONS XpaHeHUs M TPaHCNOPTUMPOBAHUS MEOMLUMHCKUX MMMYHOBMONOrMyecknx npenapatoB nocrne npoBeneHus
rocygapCTBEHHOMN perucTpauny B yCTaHOBNIEHHOM NoOpsiaKe.

TepMOKOHTENHEpPbl eMKOCTbIO cBbiwe 10 M3 JormkHbI ob6ecnednBaTb TEMNEPATYPHLIN PEXMM XPaHEHUS U
TpaHcnopTupoBaHua ot +2 rpag. C pgo +8 rpag. C He meHee 48 4yacoB npuv MNOCTOAHHOM BO3AENCTBUM
TemnepaTypbl okpyxatowen cpeabl +43 rpag. C n ot +8 rpag. C go +2 rpag. C He meHee 10 yacoB npu
NOCTOAHHOM BO34ENCTBUM TeMnepaTypbl okpyxatoLlen cpeabl -30 rpaa. C.

TepMOKOHTENHEPbI eMKOCTb0 MeHee 10 AM3 formkHbl obecrnevmBaTb TEMMNEPATYPHLIN PEXUM XPaHEHUS U
TpPaHCNOPTUPOBaHMSA MEOULMHCKUX UMMYHOBMONornyeckmx npenapatos oT +2 rpad. C go +8 rpag. C He meHee 24
YacoB nNpu NOCTOSHHOM BO34ENCTBUKU TemMnepaTypbl okpyxatoLlen cpeabl +43 rpag. C v ot +8 rpaa. C oo +2 rpag.
C He meHee 10 yacoB Npu NOCTOSTHHOM BO34EVNCTBUM TemnepaTypbl okpyxatowen cpegbl -20 rpag. C.

BHyTpeHHME NOBEPXHOCTM TEPMOKOHTEMHEPOB AOIMKHbI ObITb MOKPbITHI MaTepuanamu, MO3BOMSHOLMMU
nepen NOBTOPHbLIM MCMOMb30BaHNEM NMPOU3BOAUTE AE3UHMEKLMIO B COOTBETCTBMU C MACMNOPTOM M MHCTPYKUMEN NO
NPYMEHEHNIO TEPMOKOHTENHEPOB.

TepMOKOHTENHEPbl OOMKHbI  OblTb  YKOMMIIEKTOBAHbI MAaCNOPTOM, WHCTPYKUMEN MO MNPUMEHEHUIO WU
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Heo6Xxo4MMbIM KONTMYECTBOM XJ1a403/1EMEHTOB.

5.8. MegnumnHcKas CyMKa-xonoaumbHUK (Marblii TEPMOKOHTEVHEP) AOMKHa obecrneyrBaTtb TemMmnepaTypHbIi
pexum 5 +/- 3 °C (B npegenax oT 2 go 8 °C), npu Temnepartype okpyxatwowen cpeabl 43 °C He MeHee 24 u.
BHYTpeHHNE NOBEPXHOCTU CYMKM [AOMMKHbl ObiTb MOKPbLITHI CrleuManbHbIMU - MaTepuanamu, MNo3BONALWUMA
NpOBOANTb Ae3MHEKLNIO.

(n. 5.8 B peg. UameHenun n gononHeHun N 1, ytB. NocTaHoBNeHMeM [MaBHOMO rocyaapCTBEHHOIO CaHWUTAPHOMO
Bpada P® ot 18.02.2008 N 9)

5.9. Vicnonb3oBaHne xnagoaneMeHTOB OCYLLEeCTBASIT B COOTBETCTBMU C TPEOOBaHUAMUN, N3MOXKEHHBIMU B
npunaraemMom nacnopre.

5.10. TepmouHOUKaTOpPblI N TEPMOpPErMcTpaTopbl (TepMmorpadbl), SBNSIOWMECH U3OENUAMN MEONLMHCKOro
Ha3HayYeHus, paspeLlaeTcsa NPUMEHATb B MEOMLMHCKMX LEensax nocne npoBeAeHnst rocyaapCTBEHHOW perncrpauum
B YCTAHOBMEHHOM MOPSAKE.

TepmovHOUKaTOpPbl U TEPMOPErMCTPaTOpPbl AOMMKHBI 0b6ecneynBaTb KOHTPONb cOBnoaeHns TemnepaTypHOro
pexvMma OT MOMEHTa 3aknagkM MeOUUMHCKMX MMMYHOOMOMOrMyeckMx npenapatoB B YMNakoBOYHYKD Tapy [0
nony4YyeHnst MegULMHCKMX UMMYHOBMONOrMYecknx NpenapaToB Nosb3oBaTeENSAMU.

K TepmMouHgukaTopaMm OOHOPA30BOrO MCMOMBb30BaHUSA LOIDKHbI NpuUaraTbCs KOHTPOMbHbIE KapTOYKM
nuankatopa (KKW), 3anonHsemble ¢ MOMeHTa 3aknagkym MeauUMHCKUX MMMYHOOMOMOrMyeckMx npenapaTtoB B
YMaKOBOYHYIO Tapy 4O NOMyYeHUst MEOULNHCKMX UMMYHOBUOMNOrMYeckux npenapaToB Nofnb30oBaTeENsIMU.

5.11. CneuuanbHble aBTOpedpuXepaTopbl WUCMOMb3YT AN  TPAHCMOPTUPOBAHUA  MEAULIMHCKUX
MMMYHOBMONOrMYecknx npenapaTtoB Ha BCEX YPOBHAX "XONoAoBOM Lenu", a Takke OHW MOTyT MCMOMb30BaTbCS B
KayecTBe  XONOAWIMbHbIX  WAM  MOPO3WUMbHBIX  Kamep  AONd  BPEMEHHOIO  XPaHEeHWs  MEOMLUHCKMX
nMMyHobuonornyeckux npenapatoB. CneunansHble aBTopedpukepaTopbl 0bopyayoT npubopamm (Tepmorpadbl
W gp.), NO3BONALLMMN MONy4YaTb AOKYMEHTanbHOe NoaTBEpXAeHMe COBnioaeHus TeMnepaTypHOro pexuma Bo
BpeMms TpaHCNOpPTUPOBaHMS MEeLMLIMHCKMX UMMYHOBUNONOrMYECKMX npenaparos. CneumnanbHble
aBTopedpuKepaTopbl U KOHTPOSbHO-U3MEPUTESbHbIE  (PEMMCTPaLMOHHBLIE) MPUOOpPLI,  MUCMoNb3yeMble AnA
NU3MepeHns TemnepaTypHOro pexuma, noanexaT KOHTPOM B YCTaHOBMEHHOM nopsake. [de3avHGeKUNOHHYo
06paboTKy Ky30BOB cneumanbHbiX aBTopedpuKepaTopoB NPOBOAAT OpraHn3auumn B COOTBETCTBUN C UHCTPYKLUUNEN.

VI. O6Lwwme TpeboBaHus
K opraHu3auumn TpaHCNOPTMPOBAHUS U XPaHEHUIO
MEANLMHCKUX MMMYHOOMOMOrMyecknx npenapaTos
Ha Bcex YpOoBHSAX "xonogosoun uenn”

6.1. Ha Bcex ypoBHsX "xonogoBow uUenu" MpPOBOAAT peructpaumio MOCTYNNeHus u  OoTnpaBneHus
MEeLMLMHCKMX MMMYHOBWONOrM4eckMx npenapatoB B opraHM3auMm C ykasaHWMEM HaMMeHOBaHWA npenapara, ero
KonmyectBa U CepuM, KOHTPOSIbHOrO HOMepa, CpoKa FOAHOCTW, AaTbl MOCTYNMeHus (OTnpaBneHus), nokasaHus
TepmounHaukaTtopoB  (TepmopeructpatopoB), @®.MN.O. oTBeTCTBEHHOro  pabOTHUKA,  OCYLLECTBMSIOLEro
pernctpaumo. COTPYAHUK, OCYLLECTBASIOWMIA perucTpauuio, JOMMKEH NPOUTU COOTBETCTBYIOLLYIO MOArOTOBKY MO
BOnpocam COOMAEHNs] YCMOBUA XPaHEHUS W TPaHCMOPTUPOBAHUS MEAMUMHCKUX  MMMYHOOMONOrMYeCcKmx
npenapaToB 1 paboTte ¢ npubopamu, perucTpUpyLLUMN N3MEHEHNST TEMNEPATYPHOIo pexrmMa (TEpMOUHANKATOPbI
N TEPMOPErUCTPaTOphI).

Mpu pernctpaumm NOCTynneHns npenapara ykasblBatoT MOCTaBLUUKa U YCIOBUS TPAHCNOPTMPOBaHMS.

ExeoHeBHO 2 pasa B cneuuManbHOM >KypHane OTMevaloT [oKa3aHus TepMOMHAMKATOPOB WU
TEPMOpPErncTpaTopoB  XOMNOAWMbHbIX  (MOPO3WIbHBIX)  Kamep, B KOTOPbIX  XpaHAT  MeOUUUHCKMEe
nMMyHobuonornyeckue npenaparbl.

6.2. B opraHmnsaumsix 1-ro, 2-ro n 3-ro ypoBHeun "xonogosow uenu" onpeaensalT nopsiaok obecneyeHus
TEMMEPATYPHOrO peXMMa XpaHeHUs U TPaHCNOPTUPOBAHUS MEAULMHCKMX MMMYHOBUONOrM4yeckMx npenapaTos 1
00683aHHOCTW AOMKHOCTHBIX N, OTBETCTBEHHbIX 3a 06ecneyeHne "XonogoBon Lenu" Ha JaHHOM YPOBHE.

6.3. TpaHcnopTUpoBaHWEe MeAULIMHCKMX UMMYHOOMOMOrMyeckmx npenapaToB BCEMU BuAaMu TpaHCMNopTa,
Kpome aBTopedpuKepaTOpHOro, OCyLLEeCTBNSAT B MEAULUHCKMX TEPMOKOHTENHEpPaXxX, UMEOLLUX CBUaETENbCTBA O
rocygapCTBEHHON perncTpaummn ycTtaHoBneHHoro obpasua. Kaxayo napTMio MeanumMHCKUX MMMYHOOMOMOrMYEeCKmX
npenapaToB, OTNpaBnsieMbiX B oAunH agpec, obecnevmBaloT TEPMOUHANKATOPAMMN AONYCTUMbBIX BEPXHUX N HUXKHUX
rpaHuy TeMNepaTypHOro AvanasoHa Unm TeEpMOPErncTpaToOpOM.

6.4. MNpun TpaHCNOPTUPOBAHWMMN MEOULMHCKUX UMMYHOBHOMOrM4eckux npenapaToB aBTopedpuKepaTopHbIM
TPaHCMOPTOM JOMyCKaeTCA B Ka4eCTBe TPaHCMOPTHOW Tapbl UCMOfMb30BaTb KOPOOKU U3 daHepbl, roppoKapToHa,
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nonucTupona un gpyrux martepmano. Cnocob pasmelLeHms KOpoboB B Ky30Be creLmanbHOro astopedpuxeparopa
JorkeH obecneunBaTb CBOOOAHYIO LIMPKYNALUMIO BO3A4yXa M COXPaHHOCTb MELULMHCKMX MMMYHOOMONOrnyeckmx
npenapaToB. [na KOHTpoNa TemnepaTypHOro pexmma MCMOoMb3yrT MokasaHus YCTPOWCTBa AN HENpPepbIBHOMO
KOHTPOIS NapameTpoB TemMnepaTypHOro pexmma B U30TEPMUYECKOM Ky30Be CreLmanbHoro asTopedpuxeparopa.

6.5. lNpy JOKyMeHTanbHOM MOATBEPXAEHUM HapyLUEeHMs TemrnepaTypHOro pexuma npu TpaHCnopTUPOBaHUK
OTBETCTBEHHbIV PabOTHMK, OCYLLIECTBNSAIOLLNA MPUEM U perucTpaumo codnogenns TpebosaHmii "xonogoson Lenn"
Ha BCEX YPOBHSX, 0053aH AONOXMTb 00 3TOM PYKOBOAMUTEMO U COCTaBUTb COOTBETCTBYHOLIMIA akT. PeweHne o6
0TKase Nony4yeHns MeanuMHCKUX MMMYHOBMONOrMYECKMX NpenapaToB U HanpaBneHun UX Ha MOBTOPHYIO NPOBEPKY
KayecTBa NPUHMMAaET PyKOBOAMTENb OpraHM3aunm.

6.6. TpeboBaHMsi K OpraHmsauny TPaHCMOPTUPOBAHUSA U XPaHEHUST MEOULMHCKUX MMMYHOONOOrM4ecKmx
npenapaToB Ha 1-M ypoBHe "xonogosou Lenu".

6.6.1. Ha 1-m ypOBHe KOHTpPOMb KayecTBa MNPOU3BEAEHHbIX MEAULUMHCKUX UMMYHOBUONOrMYECKMX
npenapaTtoB  OCYLUECTBMsOT  oTdenbl  Ouonormyeckoro M TexHonormdeckoro  koHtponsa  (OBTK)
opraHv3aumi-us3rotToBuTenern n (UNM) HauMoHanbHbIA OpraH KoHTpons. MeguumHckue KMMMyHoOMonornyeckme
npenapaTbl Ha 1-M YPOBHE XPaHAT COrfacHO UHCTPYKUUKU MO UX MPUMEHEHUIO B XOMNOAUNbHBLIX UM MOPO3UITbHbIX
Kamepax. YNakoBKy MEeOULMHCKUX MMMYHOOMONOrMYECKMX MpenapaToB B TEPMOKOHTEMHEPbI OCYLLIECTBNSAT B
XOMNOAMIbHBIX KOMHaTax (kamepax).

6.6.2. [lepeg oTnpaBneHVeEM MEOULMHCKMX WMMYHOOMOMOrMYeckux mnpenapaToB MoTpedbutenam B
TEPMOKOHTEMHEPb! 3aKnagbiBaloT XMNagoafieMeHTbl, NacnopT Y MHCTPYKUMIO MO NPUMEHEHNI0 TEPMOKOHTENHEpPA.
Ona ob6ecneyeHns HeOGXOQMMOrO TemnepaTypHOro pexuMa KONMMYecTBO WM TuUM  3aKnagblBaeMbiX B
TEPMOKOHTENHEPbl XMaAo3fieMeHTOB AOMKHbl COOTBETCTBOBaTb TpeboBaHWAM [AOKYMEHTOB Ha WUCMNOMb3yemble
TEPMOKOHTENHEPBI U XMNag03NeMeHTbl. TEPMOKOHTENHEDP, B KOTOPOM HaxXogAaTCA CONPOBOAUTENbHbIE AOKYMEHTHI,
OTMevaloT.

6.6.3. B ogvH K13 TEpPMOKOHTEMHEPOB NapTUM MEeOULMHCKUX MMMYHOBMONOrnyeckMx mnpenapaTos,
TpaHcnopTUpyemMon B agpec nonyyaTens, MNOMeLLalnT B COOTBETCTBUM C TEXHUYECKOW [JOKYMeHTauuen
TEepMOpEerucTpaTop WM  TEPMOMHOMKATOpP, NO3BONSAOWME  00ecneyntb  KOHTPONb  COOMAeHUss U
NPOAOIMKUTENBHOCTb HAPYLLIEHUS TeMNePaTypHOro pexmmMa.

6.6.4. OpraHu3aumsi - U3roToBMTENb MEOULMHCKUX MMMYHOOMONOrMYecknx npenapaTtoB AOMKHA WMMETb
OOCTaTouYHbI 3anac TEPMOKOHTEMHEPOB, TEPMOUHAMKATOPOB (TEPMOPErMCTPATOPOB) M XITA4O3MEMEHTOB Ans
BbINOMHEHNST MEPOMPUATUI B YpE3BbIYaNHbIX CUTYaLMSX.

6.6.5. TpaHCcnopTMpOBaHWE MEOULUMHCKMX WMMMYHOOMONOrMYeckMx npenapaTtoB OO a3pornoptoB MU
XKene3HOOOPOXHbIX CTaHUMA OCYLLECTBASIOT crneuunanbHbIMU aBTopedpmkepaTopamMmm Unm B TEPMOKOHTENHEepax
KPbITbIM aBTOTPAHCMOPTOM.

6.6.6. MpoaomKUTENBHOCTD TpaHCNopTUPOBaHNA TEPMOKOHTENHEPOB c MeOULMHCKNMUN
UMMyHOBMONornyeckumMmn npenaparamMmm He AOSHKHA MNPEBbIWATb BPEMEHWU, B T€YEHME KOTOPOro MCMorib3yemble
TEPMOKOHTEMHEPLI TrapaHTUPYOT MopAepXaHve B HUX Tpebyemoro TemnepaTypHoro pexuma. [Ons 6onee
ONMTENBHOTO TPAHCMOPTUPOBAHUSA MEOULMHCKUX MMMYHOOMONOrMYecKnx npenapaToB UCMOMb3YOT crneunanbHble
aBTopedpuxepaTopbl.

6.6.7. TpaHcCnopTUpOBaHME OCYLLECTBASAT B COOTBETCTBMM C COMPOBOAMTENBHBIMU [LOKYMEHTaMMU,
TpeboBaHNSMM YNAKOBKU Y MapPKUPOBKM rpy30B.

6.7. TpeboBaHusA K opraHu3aumMm TPaHCMOPTUPOBAHUA U XPaHEHUS MEOULMHCKUX MMMYHOBMONOrm4eckmnx
npenapaToB Ha 2-M YPOBHe "X0nodoBon Lenun":

6.7.1. Npun nonyyeHNn MegULMHCKUX MMMYHOOMOMNOrMYecknx npenapaToB M3 asponopTa (Kene3Ho40pPOXKHOM
CTaHuMW) WIM Npu OOCTaBKe WX aBTopedpwKepaTopHbiM TPaHCMNOPTOM [Py3 HEMeANeHHO MNOMEeLLalT B
XOMNOAMnbHY KOMHaTy (kamepy). [Mpu 3TOM NpoBepsAT NokasaTeny TepMOMHANKATOPOB (TEPMOPErncTpaTopos) 1
pacnucbiBalTCs B NpyemMe MeauLUMHCKUX UMMYHOBUONOrMYeckmx npenapaTtos.

6.7.2. OcsobogmBLUMeCs TEPMOKOHTEMHEPbI MHOropasoBOro WCMOMb30BaHWUA MO  COrNacoBaHUo C
NMOCTaBLLMKOM MEOULMHCKMX MMMYHOBMONMOrm4yecknx npenapartoB BO3BpallaloT 0OpaTHO unu nocrne npoBeaeHust
caHuTapHon o06paboTkm B COOTBETCTBUM C NpUaraeMoll TEXHUYECKOW LOKYMEHTauMeh Ha TEPMOKOHTEMHEp
NUCNonb3ytoT Ha 2, 3, 4 yPOBHSX.

6.7.3. Ha 2-m ypoBHe "xonogoBon uenu" MeguUUHCKME WMMMyHOOMOMormdeckne npenapartbl XpaHAT B
XOMNOAMIbHBIX Kamepax Mpu TemnepaTtype, COOTBETCTBYKLEN TpeboBaHWAM HOPMaTUBHbIX AOKYMEHTOB Ha
npenapatbl. JOMKHOCTHOE NML0, OTBETCTBEHHOE 3a "XONOAO0BYIO LieNb" HA 3TOM YPOBHE, AOMKHO MMETb 3apaHee
COrNacoBaHHbIN  rpaduK MNOCTaBKM MEAUNLMHCKMX MMMYyHOBMONOrnyecknx npenapaToB Ha 3-M ypoBEHb WU
KOHTPONMpOBaTb CPOKU FOAHOCTM MNpenapatoB, He AOnyckas OTrPy3KM MEeOUUUHCKMX MMMYHOBMONOrnmyeckmx
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npenapaToB CO CPOKOM rogHOCTM MeHee 1 mecsua.

[nsa BbINOMHEHWsT NNaHa 3KCTPEHHbIX MEPONpUATUA MO obecrneyeHnto "XonogoBon Lenu" B Ype3BblibanHbIX
CUTYaUUsIX 2-11 YPOBEHb AO0IMKEH UMETb JOCTaTOUHbIN 3anac pe3epBHbIX TEPMOKOHTENHEPOB, TEPMOUHAMKATOPOB U
3aMOpPOXEHHbIX XNaA03N1eMEHTOB.

6.7.4. Yknagky MeOUUMHCKUX WMMYHODMOMOrM4yeckux npenapaTtoB B TEPMOKOHTEMHEPbl, KOTOpble
HanpaBnsalTCS Ha 3-M ypOBEHb, OCYLLECTBASAT B XONOAMITbHON KOMHaTe (Kamepe). B nckmountenbHbIX criyyasix
yKrnagka MeOMUUHCKMX MMMYHOOMOMOrMYecknx npenapaTtoB B TEPMOKOHTEMHEPbI MOXET MNpou3BOAUTBCA Mpu
KOMHaTHOM TemnepaTtype B Cpok 40 10 MUHYT.

6.7.5. Jlnyo, oTBeTCTBEHHOE 3a "XONOAOBYIO LIEMb" Ha 2-M YPOBHE, OCYLLIECTBMSIET KOHTPOIb 3@ YCITOBUSIMU
OTnycka Ans TPaHCNOpTMPOBAHUS MEOULUMHCKUX UMMYyHOBMoOMnormdeckux npenapaTtoB Ha 3-W, 4-W ypOBHU Mpu
cobnogeHnn TemnepaTypHOro pexvma.

6.8. TpeboBaHusA K opraHudaumMm XpaHeHWss U TPAHCMOPTUPOBAHUSA MEOULMHCKUX MMMYHOBMONOrm4ecknx
npenapaToB Ha 3-M ypoBHe "xonoaosou Lenun":

6.8.1. Bce B1abl MeOUUNHCKMX MIMMYHOBMONOIMYECKMX NpenapaToB Ha 3-M YPOBHE XpaHAT Npu TemnepaType
5 +/- 3 °C (B npegenax ot 2 go 8 °C), B xonoAunbHMKax, X0NoaurbHbIX LWKadax Unm xonoannbHbIX kamepax. [Ons
3aMopaxuBaHUs HeobOXOOUMOro KOMMYECTBa XJ1aJ4O3NIEMEHTOB, B TOM 4ucfe ANS 4YpesBblYalHbIX CUTyauun,
NCNoMb3yloT  MOPO3uIbHMKN. Ha 3-m  ypoBHe [JomkHO ObiTb  JOCTAaTOMHOE  KONMMYECTBO  PEe3epBHbIX
TEPMOKOHTEWHEPOB 41151 TPaHCNOPTMPOBAHUS MEANLMHCKMX MMMYHOOMOMOrMYECKNX MpenapaToB B y4YpEXOeHWsX,
OCYLLECTBMSIOLWNX BaKLUMHONPOUNAKTUKY.

(n. 6.8.1 B peq. UameHeHun n gononHennn N 1, ytB. MNocTaHoBneHnem MMaBHOro rocygapCTBEHHOIO CaHUTAPHOIO
Bpada P® ot 18.02.2008 N 9)

6.8.2. TpaHcnopTMpoBaHWe MEAULUUHCKUX WMMYHOBMONMOrM4yecknx npenapatoB Ha 3-N ypOBeHb
OCYLLIECTBNAOT B TEPMOKOHTEMHEPaX. BbIrpy3ky NOCTYNUBLUMX MEOULMHCKUX MMMYHOBMONMOrM4YeckMx npenapaToB
N X OTIPY3KY Ha 4-1 ypOBEHb OCYLLECTBIIAIOT B MakCUMaribHO KOPOTKME CPOKU.

[omkHOCTHOEe nuUUO, OTBETCTBEHHOEe 3a "xonogoBsykw LUenb" Ha 3-M ypoBHe, BedeT CTPoOrni ydyet
NOCTYMMEHUA W OTMPABMNEHUA MEOULMHCKMX WMMMYHOOMONOrMYEeCKNX npenapaToB, PEerynsipHoO KOHTponupyet
NnokasaHus TEepMOWHAMKATOPOB (TEPMOPErncTpaTopoB), OCYLLECTBNSAET KOHTPONb 3a YCMOBUSMU OTMNycka W
TPaHCNOPTUPOBAHMSA MEOULMHCKUX WMMMYHOOMOMNOrMYeckmx npenapaTtoB Ha 4-m ypoBeHb npu cobniogeHun
TemnepaTypHOro pexvma.

6.9. TpeboBaHusA K opraHu3aumMm XpaHeHWst U TPaHCMOPTUPOBaHUSA MEOULMHCKUX MMMYHOBMONOrm4eckmnx
npenapaToB Ha 4-M ypoBHe "xonogoson uenu':

6.9.1. Bce BMAbI MEONLMHCKNX NMMYHOBMONMOMMYECKNX npenapaTtoB Ha 4-M YPOBHE XPaHAT B XONOOUIbHbIX
Wwkadax unm B GbITOBbLIX XonoaunbHuKax npu Temnepatype 5 +/- 3 °C (B npegenax ot 2 go 8 °C), TepMOMeETpbI
pasmeLLaloT Ha BEPXHEN U HDKHEN NOMKax XonogurbHUKa.

(n. 6.9.1 B peq. MameHenni n gononHenni N 1, ytB. NoctaHoBneHvem MMaBHOro rocyaapCcTBEHHOrO CaHUTaApPHOMO
Bpaya P® ot 18.02.2008 N 9)

6.9.2. Ha 4-m ypoBHe co3faeTcd OOCTaTOuYHbIA pe3epB XOMOoAMUMbHbLIX CYMOK U XMNado3feMeHTOB Angd
OOCTaBKM MEeOULMHCKMX UMMYHOOMOMNOrMyeckux npenapaToB K MecTaM NpoBeAeHMs1 BakuuMHauun. 3arpysky unum
pasrpy3Ky TEPMOKOHTEWHEPOB (XOMNOAMIbHBIX CYMOK) OCYLLECTBASOT B CPOK 40 10 MUHYT.

6.9.3. JJomkHOCTHOE NNLI0, OTBETCTBEHHOE 3a "XOMNOAOBYIO Lienb" Ha 4-M ypoBHE, BeAET yYeT NoCTynneHnsa n
pacxofa MeOWUUHCKMX WUMMyHODMOMOrmyeckux mnpenapaTtoB, (UKCUPYET MOKasaHWss TEepPMOUHONKATOPOB
(TepmoperncTpatopoB), UCMOMb3YEMbIX 4S9 KOHTPOSIA TEMNEPAaTYPHOro pexnma.

VII. OpraHusaums TpaHCNOpPTUPOBaHNS
N XpaHeHna MeanLnHCKUX VIMMyHOﬁI/IOJ'IOFI/I‘-IeCKI/IX npenapartos

7.1. OpraHusauuio  KOMMMEKca  OPraHU3auMOHHO-TEXHUYECKUX  Meponpuatuin,  obecneuymBaroLmnx
onTUMarnbHble  TemnepaTypHble  yCroBus npu  TpaHCNOPTUPOBAHUK N XpaHeHuu MeOULIMHCKNX
UMMyHODMOMOrM4yeckux npenapaTtoB Ha 1-M  ypoBHe "xonmogoBon uUenu”, obecneyvvBalT pPyKkoBOAMTENU
opraHv3aumi - U3aroToBUTENEN MeSULMHCKUX UMMYHOBUOMNOrMYeckux npenapaTos.

7.2. OpraHusauuio KoOMMnekca MeponpusTvi, obecnevmBalomMx ONTUManbHble TeMNnepaTypHble YCoBUS
Npy TPaHCMOPTUPOBAHUM WU XPaHEHWUM MEOMUUMHCKUX WMMMYHOOMOMOrMYecknx npenapaTtoB Ha 2-M YpOBHe
"xonogoson uenu", obecnednBaloT PYKOBOAMTENWM anTeuHbIX cknagoB cybbektoB Poccuinickon ®Pepepauunu, a
TaKKe OpraHnsauun, OCYLLECTBIISIOWNX XPaHEHUE M TPaAHCMOPTUPOBAHME MEAMLMHCKMX MMMYHOONOIOrMYeCcKmx
npenapaTos.
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(8 pea. NameHeHun n gononHeHnn N 1, yTB. [NocTtaHOoBNEHMEM [MaBHOrO rocyaapCTBEHHOrO CaHUTApPHOro Bpaya
P® ot 18.02.2008 N 9)

7.3. OpraHusauuto Komnnekca MeponpusiTui, obecnevmBalomnx ONTUManbHble TeMNepaTypHbIE YCoBUSA
Npu TPaHCMOPTUPOBAHUM W XPaHEHWUM MEOMULMHCKUX WMMMYHOOMONMOrMYyecknx npenapaTtoB Ha 3-M YpOBHe
"xonogoson uenu”, obecneynBardT PYKOBOAMTENWN TFOPOACKMX M PaMOHHbIX (FOPOOCKMX U CENbCKMX) anTeYHbIX
CKNagoB, a Tawkke opraHusauui, OCYLUECTBISIOWMX TPAHCMOPTUPOBAHME U XPaHEHUE  MEOULIMHCKUX
MMMYHOBKHOMNOrM4Yeckux NpenapaTos.
(8 pea. NameHenunn n pononHenni N 1, yTB. MNocTaHoBneHMeM [MaBHOrO rocygapCTBEHHOrO CaHUTApPHOro Bpaya
P® ot 18.02.2008 N 9)

7.4. OpraHusauuio KOMMnekca MeponpusaTvin, obecnevmBalomnx ONTUManbHble TeMnepaTypHble YCroBuWSA
npy TPAHCMNOPTUPOBAHUN W XPAHEHUUM MEAUNLMHCKUX MMMYHOOMOMOrMyecknx npenapatoB Ha 4-M YpOBHe
"xonogoson uenn", obecneunBaoT pykoBoAUTENN NevebHO-NPOPUNaAKTUYECKUX OpraHn3aLni.




