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DenepaibHbIA 3aK0H
«0 caHNTAPHO-INHAECMHOJIOTHIECKOM 0J1aroNnoJTYYHH HACEIEH US>

ot 30 maprta 1999 r. Ne 52-P3

«l"'oCynapCTBEHHBIE CAHMTAPHO-3MUASMHUOJIOTHYECKHE TIpaBUiIa U HOP-
MaTuBEl (Jlajlee — CaHUTapHBIE IpaBWia) — HOPMATHUBHBIC IIPABOBLIE aKTHI,
YCTAHABJIMBAIOUIME CAHMTAPHO-3MUAEMUOJOrHYeckde TpeOoranus (B TOM
quciie KpUTepun 0e30MMacHOCTH U (W) 6e3BpedHOCTH (PaKTOPOB cpeabl O0H-
TaHUA /IS 9EIOBEKA, FHTMEHMYECKHE M WHBIC HOPMATHBEI), HECOOMOACHME
KOTOPBIX CO30&ET YIrpo3y XU3HM WIH 30POBBIO YENIOBEKA, a TAKKE Yrpo3y
BO3HMKHOBCHUA U pacnpocTpaHeHud 3a00yieBaHum» (CTAThA 1).

«CobmoaeHue CaHHTApHBIX NPaBUIl ABIACTCH 00SA3aTE/IbHLIM i IPax-
NaH, MHANBUIYATBHbLIX NPESIIPUHHMATENICH U IOPHANYCCKUX ALY (CTaThda 39).

«3a HapyuUICHHE CAaHMTAPHONO 3aKOHOAATENILCTBA YCTAHABIHBAETCA JUCIIH-
[UIMHAPpHAS, aIMUHUCTPATUBHAA K YTOJIOBHAsS OTBETCTBEHHOCTD» {CTaThd 55).
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['TABHbIA TOCYJJAPCTBEHHLIA CAHUTAPHBIN BPAY
POCCHUNCKON OEJIEPALIINA

NNOCTAHOBJEHHE

18.02.2008 MockBa Ne O

O6 yTBEpPXACHUH
CAHMTAPHO-3ITHIEMHOIIOTHYECKUX TTPaBHII
CI13.3.2.2329—08

B coorBetcTBuu ¢ GenepanbubiM 3akoHOM OT 30.03,.1999 Ne 52-®3 «O
CaHHTapHO-3MUAEMHUOIOTHYECKOM Onarononygun HaceneHus» (Cobpanue
3akoHoAaTenscTBa Poccmiickodt ®epepaimn, 1999, Ne 14, crt. 1650; 2002,
Nel (u.1), ct. 1; 2003, Ne 2, cT. 167; Ne 27 (a. 1), ct. 2700; 2004, Ne 35,
ct. 3607; 2005, Ne 19, cT. 1752; 2006, Ne 1, cr. 10; Ne 52 (4. 1), cT. 5498;
2007, Nel (4. 1), cr. 21, cr.29; Ne27, cr.3213; Ned46, cT. 5554; Ne 49,
cT. 6070) 1 nmocraHoBiaeHueM IlpaBurennctBa Poccuiickoll deaepamum OT
24.07.2000 Ne 554 «O6 yteepxaeHun [1onoxeHus 0 roCyZapCTBEHHON CaHH-
TAPHO-3MHAEMHUOI0rHYeCKol cnyx0e Poccuiickoit ®egepaiuiu u [Tonoxenus
O rOCYyJapCTBEHHOM CaHMTapHO-3IMUACMHOJIOrHIYeCKOM HOPpMHUPOBaHHW) (Co-
Opanue 3akoHonateabsCcTBa Poccuiickodt Denepanumn, 2000, Ne 31, cr. 3295;
2003, Ne 39, ct. 3953)

ITOCTAHOBJIARO:

1. Y1eepmurs caHuTapHO-3rmneMuonornueckve nparia CI 3.3.2.2329—08
— «M3sMeHeHud ¥ gonosiHeHus | Kk CaHHTapHO-IMHUAEMUOIOTHYECCKUM [TPaBH-
JaM «Y CIIOBHA TPAHCIIOPTHPOBAHMA M XPAaHCHHA MEIUIUHCKAX UMMYHOOHO-
jporuueckux npemnaparon. CIT 3.3.2.1248—03"» (npwroxxenue).

2. Beectu B geiicteue CII 3.3.2.2329—08 ¢ 1 mions 2008 r.

I'. I'. OHunieHko

L e ey —

" 3apeructpupoBann B MuRuctepctse 1octHUHE Poccuiickoit @eaepatpn 11 anpens 2003 r.,
peErvucTpaunoHHbiil Homep 44190,
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[punoxeHue

YTBEPX/EHbI
MOCTAHOBJAeHHEM | TABHOIO

rOCyaapCTBEHHONO CAHUTAPHOIO
Bpaua Poccuiickor Denepaumu
o1 18 derpans 2008 r. Ne 9

3.3.2. MEJMHUHCKHUE UHMMYHOBHOJIOI'HYECKUE ITPEITAPATDI

YcaoBHd TPAHCHOPTHPOBAHAA H XPAHEHUA MEAHIHHCKHX
AMMYHOOHOJIOTHYECKHMX NPENapaToB

N3menenns u xonosiHenans 1
k CII3.3.2.1248—03

CaHETApHO-3HHAEMHOJIOIHYECKHE NPABHJIA
CH 3.3.2.2329—08

1. ITynkt 1.5 B3J0XXATH B CNSAYIOLICH peAaKiluM:

«1.5. Konrpons 3a BBINOJHEHWEM HACTOAMMX CAHUTAPHLIX IpPaBHI M
METOAHMIECKOE PYKOBOJACTBO IO OCYHIECTBICHHIO KOMILICKCAa OpraHU3aliuOH-
HO-TEXHHMYECKHX MEpOoNnpuaTHi, 00eCTieYHBaOMUX ONTHMAJIBHLIE TEMIICpa-
TYPHEIE YCJIOBUA NP TPAHCIIOPTUPOBAHMH U XPAHCHHUH MEAUIIMHCKUX HMMY-
HOOHOJNIOTMYECKMX NpEenapaToB («X0JI0A0Bad LEIb») MPOBOAAT OPraHbl, OCY-
WECTBISIOMIME FOCYAAPCTBEHHBIN CAHHUTAPHO-3MHMAESMHOJOIMYECKHAN Hal-
30DP».

2. B nydkTe 3.1 HCKIIIOUMTH CIIOBA «HM CKJIAJ0B LIEHTPOB FOCYNapCTBEH-
HOI'0 CAaHUTAPHO-3MMJIEMHOJIOrH4YECKOro Haazopa (1anee — neHTpoB I'occan-
IMMUJHAA30pA)», B IyHKTax 3.2 ¥ 3.3 HCKIIOUNTH CJIOBA «¥ CKI4I0B LIEHTPOB
[‘occamdniuaHaa3opa.

3. IlynkT 4.2 H3J10KHTE B CACAYIOILSH peaaKUUM:

«4.2. TpaHCIIOPTMPOBAHHUE UM XpPaHEHUE MEAMLMHCKHMX WMMYHOOHOIIO-
FMYECKHX IPEnapaToB B CHCTEME «XOJOMJOBOM Lienu» OCYIIECTBIIAIOT IPH
CIENYIOUIHX TEMIICPATYPHEIX YCIOBHUAX:

® TPAHCMOPTHPOBAHHE H XpaHEHME MEAMLMHCKHX HMMYHOOHOIOrH4e-

CKHX Npenapartos — npa temneparype (5 + 3) °C (8 npenenax ot 2 10 8 °C);
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¢ XpaHeHM e XNBOH BAKIIUHBI NPOTHUB NOJIMOMUENTUTA — TIPA TeMOepaTy-
pe MuHyc 20 °C ¥ HMXKe, [IpH TPAHCIOPTHPOBAHUHK YKa3aHHOM BAKLMHE! B
TeMieparypHoM pexnMme (S £ 3) °C (B mpeaenax ot 2 no 8 °C), nonyckaercs
nocjeaAyioilee NOBTOPHOE €€ 3aMopakuBaHue 10 MuHyc 20 °C;

® XpaHEHHE BAKLMHBI XEJITOH JIMXOPaAKH — OpH TEMIIEpaType MHHYC
20 °C u Hwxe, TPAaHCTIOPTHPOBAHUE NPOU3BOJAT NpHU Temueparype (S £ 3) °C
(B npeienax ot 2 o 8 °C).

4, TIyHKT 4.3 U3JIOKUTH B CIENYIOMEH peaaKLHH:

«4.3. He porryckaerca 3amoOpakMBaHue aiCOpOMPOBAHHBIX IMPEIaparoB
(KOKIIOINHO-IUPTEPUINHO-CTONOHAYHON BaKUUHbl, AUPTEPHHHO-CTONOHAY-
HOI'0 aHATOKCHHA, BAKUHHBI IPOTHB renaTuta A, BaKUHHBI [IPOTHB I'ENATHTA
B, MHAaKTHBUPOBAHHON MOJIUMOMHEIIMTHON BaKL(MHLI ¥ [P.), 2 TAKXKE pPacTBO-
pHUTEIIeH BAKIUH ITPH TPAHCIOPTUPOBAHNY U XPaHCHHUM.

5. JHOnomMHUTE NYHKTOM 4.5 rnasy 4:

«4.5. Ha nepBoM YypOBHE «XONOAOBOM LENM» HNOIYCKAETCH XpaHECHHE
KOPEBOH, KpacCHYINHOH, NapOTUTHOM BAKUWHBI M COOTBETCTBYIOIIMX AaCCO-
IIMMPOBAHHBIX BAaKLMH, BBIITYCKAEMBIX OTHEBHO OT PacTBOpUTENs, [IPA TEM-
nepatype MUHYyC 20 °Cy.

6. JIIyHKT 5.8 U3J10:KUTH B CIEAYIONIEH pEeaaKIHH;

«5.8. MeaMuUHCKas CYMKa-XOJOAWIBHMK (MaJiblii TEPMOKOHTEHMHED)
JOMKHa obecrieyuBaTh TeMIuepaTypHsiil pexxuM (5 £+ 3) °C (B npegenax ot 2
no 8 °C) npu Temnieparype okpyxarowen cpeast 43 °C He Menee 24 4. BuyT-
PEHHHUE NMOBEPXHOCTH CYMKM AOJDKHBLI OBITH MOKPBLITHI CNEHHANBLHLIMH MaTe-
pUalaMU, fO3BOJIIOLMMHE IIPOBOAUTH AE3HH(DEKIHION.

7. HyHkTel 6.8.1 1 6.9.1 U3710XUTH B CreLyroniei peJaKLiK:

«6.8.1. Bce BHABI MEOUUMHCKMX HMMYHOOHOJOTHMYECKHX MpPENapaToB
Ha 3-M YpoBHe XpaHsaT npH Temleparype (5 + 3) °C (B npenenax ot 2 no
8 °C) B XOJIOMMIBHUKAX, XOJIOAUNBHBIX IHKadaX MIH XOJOAWIBHBIX KaMepax.
JIns 3aMOpakKMBaHHUA HEOOXOIHMOTO KOJMYECTBA XJIAJO03JIEMEHTOB, B TOM
YHUCHE UL YPE3BBIYAWHBIX CHTYaUMH, HCIIONB3YIOT MOPO3WIBHUKH. Ha 3-M
YPOBHE NOJIKHO OBITh HOCTATOYHOE KOJMUYECTBO PE3EPBHBLIX TEPMOKOHTEIHE-
POB 1A TPAHCMOPTHUPOBAHUA MEIMIIMHCKMX MMMYHOOMONIOTHMYECKHX Mpera-
PaTOB B YUPEKACHUAX, OCYLIECTBIAKOIINAX BAKIUHOMPOMUNAKTHKY .

«6.9.1. Bce BHABI MEOUUMHCKHX HMMYHOOHOJOIMYECKHX IPENaparToB
Ha 4-M YpOBHE XpaHAT B XOJOAWIbLHBEIX LiKadax UIX B OBITOBBIX XOJIOIMIIb-
HuKax npu temneparype (5 £ 3) °C (B npegenax ot 2 x50 8 °C), TepMOMETPSLI
pa3MeENIaoT Ha BEPXHENW U HIDKHEH [T0/IKaX XOJOAUNbHHKAY.

8. B mynkrax 7.2 ¥ 7.3 UCKJIIOUHUTH CJIOBA «M CKIANOB LeHTPOB I occan-
MUAHAAZ0PAY.
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