00 yTBep>XaeHuu CaHMTapHo-aNuaeMumonornieckux npasun CI
3.3.2.2329-08

MocTaHoBneHne - Ne 9 - 07 18.02.2008 - naBHbIN FOCY[apCTBEHHbIM CAHWTaPHbIA BpaY - YTpaTua cuiy

MOCTAHOBJIEHUE

NaBHOrO roCcygapCTBEHHOIO CaHUTapHOro Bpada Poccminckon ®epepaumm

oT 18 heBpana 2008 r. N 9

06 yTBEPXXAEHUN CAHUTAPHO-3NMUAEMNONOTNYECKNX NPaBU

Cn 3.3.2.2329-08

3aperuncTpuposaHo MuHiocTom Poccuun 11 mapTta 2008 r.

PernctpauunoHHbii N 11309

B cooTBeTCcTBUM C DefepalibHbIM 3akoHOM 0T 30.03.1999 N 52-®3 "O caHUTapHO-3NNAEMUONOr NHECKOM
6narononyyun HaceneHuns" (CobpaHue 3akoHogaTenbCTBa Poccuinckon ®enepauun, 1999, N 14, cT. 1650;
2002, N1 (4.1), cT.1; 2003, N 2, cT. 167; N 27 (4. 1), cT. 2700; 2004, N 35, cT. 3607; 2005, N 19, cT. 1752;
2006, N 1, cT. 10; N 52 (4. 1), cT. 5498; 2007, N 1 (4. 1), cT. 21, 29; N 27, cT. 3213; N 46, cT. 5554; N 49, cT.
6070) n nocTaHoBneHUeM lMNpaBuTenscTBa Poccuinckon ®epepaumm ot 24.07.2000 N 554 "O6 yTBepXAeHUN
Mono)xeHns o rocyfapCTBEHHOW CaHUTapHO-3NMAEMNONOrnyeckon cnyxxbe Poccuinckon depepauum u
MonoXxeHns 0 rocynapCTBEHHOM CaHUTAPHO-3NNAEMMNONOrMYEeCKOM HopMupoBaHumn" (CobpaHue
3aKoHogaTenbcTBa Poccuinckonm ®epepaunn, 2000, N 31, cT. 3295; 2005, N 39, cT. 3953) nocTaHoOBAAI0:

1. YTBEpAUTb CaHUTapHO-3NMaemMuonormyeckue npasuna Crl 3.3.2.2329-08 "UszmeHeHus n gonoaHeHua N 1
K CAQHWTapPHO-3MMAEMUONIOrMY4ECKUM NpaBuiam "YCnoBus TPaHCNOPTUPOBAHMSA U XPaHEHUS MEAULNHCKNX
nMmyHoburonormnyeckux npenapatos. Cl 3.3.2.1248-03" (npunoxeHue).

2. Beectun B pgencteue CIM 3.3.2.2329-08 ¢ 1 nioHa 2008 r.

.I'.OHUNLLEHKO

3aperncTpmpoBaHbl B MMHUCTEPCTBE ocTrumn Poccninckon ®degepaumm 11 anpend 2003 r.,
pernctpaumoHHbin N 4410. (OnybnnkoBaHbl B blonneTeHe HOPMaTMBHbLIX aKTOB (hefepasibHbiX OpraHoB
ncnonHuTenbHom Bnactu, 2003, N 30. - Mpum. peg.)

MpunoxxeHne YcoBua TPaHCNOPTUPOBAHNSA N XPaHEHNA

MeONLUHCKUX UMMYHOBMOM0rnyecknx npenapaTos

N3meHeHna n gornonHeHmns N 1

K CI 3.3.2.1248-03 CaHMTapHO-3NNAEMNONIOrNYecKme npasuia

CM 3.3.2.2329-08

1. MyHKT 1.5 M310XNTb B CNefyioLlen pedakunm:

"1.5. KOHTpOJIb 3@ BbINOJIHEHNEM HACTOALWMNX CaHUTaPHbIX MPaBW U METOANYECKOe PYKOBOACTBO MO
OCYLLECTBJIEHNIO KOMIMJIEKCA OPraHN3aLMOHHO-TEXHUYECKUX MeponpusaTHiA, obecneymBatoLLnx
ONTMMaJibHbIE TEMMEPATYPHbLIE YCI0BMA NPU TPAHCMOPTUPOBAHUN U XPAaHEHNU MEANLMNHCKINX
nMMyHoburonornyeckux npenapaTos ("xonomosas uenb"), MPOBOAAT OpraHbl, OCyLeCcTBAAILWME
roCYy[apCTBEHHbIN CAHUTAPHO-3MUAEMMONOr MYeCKUn Haa3op.".

2. B nyHKTe 3.1 UCKN0YMUTb CJ1I0Ba "1 CKIAL0B LLEHTPOB rocy4apCTBEHHOr0 CaHUTapHO-
3MNMOEMUNONIOrMYECKOro Hag3opa (Janee - ueHTpbl FoccaHanmaHag3opa)”, B NyHKTax 3.2 1 3.3 UCK/0YNTb
cfioBa "v CkNagoB LeHTpoB ToccaHannaHansopa'.

3. MyHKT 4.2 N310XUTb B CleOyoLWen pegakumm:

"4.2. TpaHCNOPTMPOBAHUE 1N XPaHEHNE MEANLIMHCKUX MMMYHOBUONOrNYeCKMX NpenapaToB B CUCTEME
"X01104,0B0M Lenn" oCyLLeCTBASIOT NpK CeYoWnNX TeMnepaTypPHbIX YCI0BUAX:

TPaAHCMOPTUPOBAHME U XPaHEHNE MEANLIMHCKMX MUMMYHOBMONOrMYECKMX MPenapaToB - Npu TeMnepaType 5
+- 3°C (B npenenax ot 2 go 8°C);
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XPaHeHWEe XXNBOW BaKLMHbI MPOTWB NMOJIMOMUENNTA - MPX TeMnepaType MUHyC 20°C n HMXe, Npn
TPaHCNOPTUPOBAHMM YKa3aHHOW BaKLUMHbI B TeMnepaTypHOM pexume 5 +- 3°C (B npegenax ot 2 fo 8°C)
LornycKaeTcs nocsiefylolee NoBTOpHOE ee 3amopaxknusaHue fo muHyc 20°C;

XPaHeHne BaKLUMHbI XXeNTOoN IMxopaskm - npu TemnepaTtype MUHYC 20°C 1 HUXe, TpaHCNopTUpOBaHue
npon3BoAAT npu TemnepaType 5 +- 3°C (B npepenax ot 2 po 8°C).".

4. TyHKT 4.3 U310XX1Tb B Cledyowen pegakumm:

"4.3. He ponyckaeTcs 3aMopa)kuBaHue agcopbrnpoBaHHbIX NpenapaToB (KOKALWHO-AUDTEPUIAHO-
CTONBHSAYHON BaKUMHBI, AN TEPUAHO-CTONOHAYHOr0 aHaTOKCMHA, BaKLMHbI MPOTKB renaTuTa A, BakLMHbI
NpoTMB renaTtuTa B, MTHAKTUBMPOBAHHOW NOJMOMUENINTHOW BaKLMHbI U [P.), @ TaKxe pacTBopuTesnen
BaKLWH MPpY TPAHCNOPTUPOBAHUM U XPaHeHUN.".

5. lononHuTe nyHkTOoM 4.5 rnasy IV:

"4.5. Ha nepBoM ypoBHe "X0JI040BOW Lenn" foNyCKaeTCa XpaHeHNe KOPeBOW, KPaCHYLLHOW, MapoTUTHON
BaKLUMHbI 1 COOTBETCTBYIOLNX aCCOLUNPOBAHHBIX BaKLMH, BbIMyCKAaeMbIX OTAE/IbHO OT PacTBOPUTENA, Npu
TemnepaTtype mMuHyc 20°C".

6. MyHKT 5.8 N310XXUTb B Cnefytowen pegakumm:

"5.8. MeonUMHCKasa CYMKa-X0JIOAUNbHUK (Manbii TEPMOKOHTENHEP) A0/KHa obecneymnBaTb
TemnepaTypHbIn pexum 5 +- 3°C (B npegenax ot 2 Ao 8°C) npu TemnepaType okpyxatowwen cpebl 43°C
He MeHee 24 4. BHyTpeHHMe MOBEPXHOCTM CYMKU AOJKHbI ObITb MOKPLITHI CMeUuanbHbIMN MaTepranamu,
No3BONSAOLWMMY NPOBOAUTL Ae3uHMbeKLMIo.".

7. NyHKTbI 6.8.1 1 6.9.1 N310XXUTb B CleOyOLWEN peaakumnm:

"6.8.1. Bce BMAbI MEAULMHCKUX UMMYHOBNONOrMYEeCKMX NPenapaToB Ha 3-M YPOBHE XPaHAT Npw
TemnepaTtype 5 +- 3°C (B npegenax oT 2 4o 8°C) B X0N04WIbHNKAX, XON0AUAbHbIX WKadax nau
XONOAWIbHbIX KaMepax. [ 3aMopaXKMBaHNS He0BX04MMOro KOJIMYeCTBa X1aLl03/1EMEHTOB, B TOM Yuce
ANS Ype3BblYalHbIX CUTYaLNUA, MCNOJIb3YIOT MOPO3UIbHUKK. Ha 3-M ypoBHE [OKHO BbITh 4OCTAaTOYHOE
KONNYECTBO pe3epBHbIX TEPMOKOHTENHEPOB A1 TPAHCMOPTMPOBAHNS MEeAULMHCKNX
NMMYHOBMONOrMYECKUX NPENApPaToOB B YYPEXAEHNAX, OCYLLECTBASIOWMNX BaKLMHONPOGNNAKTUKY.";
"6.9.1. Bce BnAbl MEQULMHCKUX UMMYHOBMONOrMYECKMX MpenapaToB Ha 4-M ypOBHE XPaHAT B X004 WUJIbHbIX
WwKaax nam B BbITOBLIX XONOAUABHUKAX Npu TemnepaType 5 +- 3°C (B npenenax ot 2 o 8°C),
TepMOMETpPbI pa3MeLLaloT Ha BEPXHEN 1 HUXKHEN NOSKax X0N04ubHMKA.".

8. B nyHKTax 7.2 1 7.3 NCKNIOYNTL CJI0Ba "M CKNagoB LeHTpoB [ToccaHanngHag3sopa”.
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