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DexepaibHbIM 3AKO0H

«O CAaHHTAPHO-3MHAEMHOJIOIHYECKOM 0JIArONOJIYYHH HACEJTEHNS»
or 30 mapta 1999 r. Ne 52 — @3

«l'ocynapcreenHsle CAaHMTapHO-3IIUIEMHOJIOTHIECKUE ITpaBUia U HOP-
MaTUBbl (fajiee — CaHUTapHLIE [IpaBild) — HOPMATUBHLIE [PABOBLIC aKThI,
YCTAHABIIUBAIOIIUE CAHUTAPHO-IIUAEMHUOIOTHUECKHE TpeboBanua (B TOM
4HCIIe KpUTepuu 0e30MacHOCTH U (M) 0e3BpenHOCTH (PAKTOPOB Cpeabl g
4e¢J0BEKA, TMIHEHUYECKHAEC W HMHBIE HOPMATHBBI), HECOOIOAEHHE KOTOPBIX
CO3/1aeT Yrpo3y XH3HK WIH 3J0POBBI) YEJIOBEKa, 4 TAKXKE YIrPpo3y BO3ZHUKHO-
BEHHUA U pacupocTpaHeHus 3a00seBaHuity (cTaths 1).

«CoOmoneHne CaHUTapHBIX ITPaBWa SIBIAETCA 00A3ATENBHBIM I FPaX-
XaH, UHANBUAYAIBHBIX TIPEAIPHHMMATENICH U IOPpUAMYECKUX UL (cTaTha 39).

«3a HapylIEHHUE CAHUTAPHOI'C 3aKOHOJATENLCTBA YCTAHABIUBACTCA HMC-
HUIUIMHAPHAS, aIMUHUACTPATHBHAS W YIOJIOBHAA OTBETCTBEHHOCTEY (CTATHA 55).
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[TIABHBIM I'OCY JAPCTBEHHBIM CAHUTAPHBIY BPAY
POCCUHUCKOH OEJEPALINU

HOCTAHOBIJMEHMHUE

18.02.08 MockBa Ne 10

O06 yTBEpKICHMH CAHUTAPHO-
MUIEMHUOIOTMYESCKUX TIPABUIL

CI13.3.2.2330—08

B cootBerctBuM ¢ PenepanbHbiM 3aKkOHOM OT 30.03.1999 Ne 52-03 «O
CAaHHTAPHO-3NHAECMHONIOTHYSCKOM Onarononyuny HaceneHus» (CoOpaHue 3a-
KOHomatenbCTBa Poccuiickoit denepamun, 1999, No 14, c1. 1650; 2002, Ne ]
(4.1), c1. 1; 2003, Ne 2, ct. 167; Ne 27 (u. 1), ct. 2700; 2004, Ne 35, c1. 3607;
2005, Ne 19, cr. 1752; 2006, Ne 1, ct1. 10; Na 52 (4. 1), cT. 5498; 2007, Ne 1
(1. 1), cT. 21, c1. 29; Ne 27, ct1. 3213; Ne 46, ct. 5554; Ne 49, ¢1. 6070) u nocra-
HoBineHueM [IpaBurenscrBa Poccuiickoit @enepauun ot 24.07.2000 Ne 554
«O06 yrBepxKAcHUH [10JIOXKEHHUA O rocyJapCTBEHHOH CaHUTaPHRO-3IHIAEMHUOIIO-
ruueckor cinyx6e Poccuiickoil ®enepainy U HomoxeHus 0 rocyaapcTBEHHOM
CaHUTAPHO-ITHUIAEMHUOIOTHYECKOM HopMuposanyw» (CoOpaHue 3aKOHOIATENb-

ctBa Poccuiickoit deneparmm, 2000, No 31, c1. 3295; 2003, Ne 39, cr. 3953)

IHOCTAHOBJIAIO:

1. Y1Bepauts canmTapHO-3maeMuonornyeckue npaswia CI1 3.3.2.2330—08
— «3MeHEeHMA ¥ JONOTHEHMS | K CAHUTAPHO-3MMIEMUAOIIOTHYECKAM NTpaBUiIaM
« CaHATAPHO-3TTUAEMHUOJIOTUMECKUE TPEOOBAHMA K YCIOBHAM TPaHCIOPTHPO-
BaHHA, XPAHECHUIO U OTIYCKY IpaXAaHaM MEIUIIMHCKMX HMMYHOOWOJIOTHYE-
CKHMX IIpPenaparoB, WCIOJb3YEMbIX I HMMMYHOIIPO(UIIAKTHKY, arrT€4HbIMH
VUPEXKIACHUAMU M yupexacHHAMH 3apasooxpaHenusa. CIT 3.3.2.1120—02%»

(IIPHAJIOXKEHUE).
2. Beectu B aenicteue CI1 3.3.2.2330—08 ¢ 1 mrons 2008 r.

I'. I'. OpuInesko

" 3apeructpuporansl B MunuctepctBe roctHiMH  Poccmiickofi Dexpgpanun 8 mas 2002 r,
DErUCTPALIMOHHBINA HoMep 3419,
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[punoxenue

YTBEPXXJEHDI

IOCTAHOBJICHUEM

[ maBHOrO rocy1apCTBEHHOIO
CAHHTApHOIO Bpa4a
Poccuiickoit Denepaiuu

ot 18 ¢espansa 2008 r. Ne 10

3.3.2. MEJUIIMHCKUE KMMYHOBHOJIOI'MYECKUE ITPEITIAPATH]

CaHuTaApHO-3IIHAEMHOJOrHIECKHE TPEOOBAHUA
K YCJIOBHSM TPAHCHOPTHPOBAHHA, XPAHECHHIO
H OTIYCKY I'PAKAAHAM MEAHIIHHCKUX
HMMYHOOHOJIOTHYECKHX PENApPAaTOB, HCIIGJIL3YEMBIX
I HMMYHOUPOPUIAKTHKH, aNITEYHBIMH YYPEKICHUAMM
M YYpEeKICHHAMH 3APaBO0XPaHEeHHH

(n3menenns n gonosHenns 1 x CII 3.3.2.1120—02)

CaHuTapHo-InHAeMHA0JI0IrH9eCKHe IPABRJIA
CII 3.3.2.2330—08

1. HyHKT 1.3 M310XHUTE B CACAYOIIEH peaKIBM:

«1.3. KOHTpOab 3a BHEINOJHEHHEM HACTOAMIMUX MpaBHyl HPOBOLST Opra-
HBI, OCYIIECTBJAIONIUE TOCYAAPCTBCHHBIN CAHHATAPHO-3NHAEMHUOJOTHYECKHIA
HaI30p».

2. IIyHKT 3.1 U3M0XKHUTH B CICAYIONIEH pEAaKIUMN:

«3.1. TpaHCTIOPTUPOBAHHE MEAULMHCKHX UMMYHOOHOIOTIMUYECKUX Hpe-
IapaToB B ANTEUHbIE YUPEKICHUA U YUPEXKIACHHUS 3ApaBOOXPAHEHUS OCYHIE-
CTBJIA€TCS aBTOMOOMIBHBIM WM APYIUM JOCTYIHBIM TPAHCIIOPTOM € COOMIO-
JHCHUEM «XOJIOAOBOH HLEIH» B TEPMOKOHTEMHEpaxX C XJ1aJ03JIEMEHTAMU MPH
Temrieparype (5 + 3) °C (B npeaenax ot 2 10 8 °Chn.

3. IIyHKT 4.7 U310XKUTh B CHCAYIOUICH peaaKIIAK:

«4.7. XpaHeHUe UMMYHOOHOJIOTMYECKUX MNpPenapaToB OCYHIECTBIAETCA B
XOJMOAMNBHUKAX, 000pYIOBAHHBIX TEPMOMETPpaMH, IpH TeMIiepatype (S + 3) °C
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(B mpenenax ot 2 g0 8 °C), MemMIMHCKHE UMMYHOOHOIOIMISCKHE IIperapa-
Thl XPaHATCS B HPOMBILIJICHHON YIAKOBKE M PaCNOJiaraloTCad TaKuM 00pa3oM,
qTO0BI K KAXI0N yIIakoBKe Obl1 00ecneueH AOCTYI OXJIAXKICHHOIO BO31yXa,
a mpenaparbl OJHOI0 HAUMEHORAHHS XPAHATCA IO CEpUsiM, C YIETOM CPOKOB
TOTHOCTID.

4. lonosHUTs nNyHKTOM 4.17 riaey 4:

«4.17. TpaHCHOPTUPOBAHUE U XPAHCHHE PACTBOPHUMBIX BAKUHH MOXKET
OCYIIECTBJATHCA IIPH TeMmIeparype, npessimaromeit 8 °C B cixydae, ecili 3T0
NOITYCKaeTCsi COOTBETCTBYIOUIMMY HOPMATUBHBIMH NOKYMEHTaMH. Ecnu pac-
TBOPHUTENIH YIaKOBaHbl BMECTE C BaKIMHOH, MX TPAHCIIOPTUPOBAHME U Xpa-
HEHHUE OCYIUECTBILTIOT npu temmeparype (5+3)°C (B mpeaenax ot 2 1o
8 °Chn.
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