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HOPMATUBHBIE NPABOBBbBIE AKTbI

. PazpaboTaHbl: denaprameHTom roccaHanuaHaaszopa MuusapaBa Poccuu (k. M. H. . D, Jla-
3UKOBa , K. M. H. H. A. Kouikuxa), PeaepanbHbiM LEHTPOM roccaHINUaAHaa3opa Muusapasa Poc-

cun (A. A. Scunckuit, B. H. Caposuukosa, JI. H. KoctuHa), LleHTpoM roccadHsanuaHaasopa B
r. Mockae (k. M. H. 1. A. XpanyHoBa).

2. YTBepxaeHobl 4 anpens 2002 r. u BBeAEHb B AENCTBHUE NOCTAHOBIEHHEM | TaBHOrO rocyaapcr-

BEHHOro caHuTtapHoro Bpaua Poccuiickon @eaepauuu I. I'. OnueHko ot 10 anpens 2002 r. Ne 15
c | aBrycra 2002 r.

3. 3apeructpupoBaHbl B MuHucTepcTBe 10cTHUMH Poccuiickon @eaepauun 8 mas 2002 r. Peru-
CTPaLUMOHHBIK HOMED 3419,

4. BBeAeHbI BMEPBLIE.

DenepaiabHbii 3aK0H Poccuiickon Denepanum

«() CaHUTAPHO-3NMAEMHUOJIOrHYECKOM 0J1IaronoJIy4YMy HaceJJeHU»
Ne 52-®3 ot 30 mapta 1999 r.

«l ocygapCTBEHHbIE CAHUTAPHO-3IMUAEMHUOJIOTMYECKHE NMPABHUJIa U HOPMATUBBI (1a-
Jee — CAHUTAPHbIC TMpaBuJia) — HOPMATUBHLIE MPABOBbLIE AKTbl, YCTAHABIUBAIOLLIUE CAHU-
TapHO-3MUAEMHOJIOTHUECKHE TpeOOBaHUS (B T. Y. KPUTEPUU O€30MACHOCTU U (MIIH) O€3-
BpeAHOCTHU (PAKTOPOB Cpe/ibl OOUTAHUSA AJIA YEJIOBEKA, TUTMEHUUYECKHUE U UHBIE HOPMATH-
Bbl), HECOOJIIOACHUE KOTOPbIX CO3A4€T YIrpo3y XKU3HU WJIM 3J40POBbLIO UETOBEKA, & TAKXKE
YyIrpo3y BO3HUKHOBEHHUS U PACTIPOCTPAHEHUA 3a00eBaHUN» (CTaThd 1).

«COOMIOAEHUE CAHUTAPHbIX MPaBUl ABIAETCH 0043aTE/IbHbIM [JIs1 TPaXAaH, UHIU-
BUAYAJIbHbIX MPECANPUHUMATENEN U IOPUAUYECKUX JIMLY (CTaThs 39).

«3a HapyLI€HHWE CAHUTAPHOI 0 3aKOHOAATE/ILCTBA YCTaAHAB/IMBAETCA AUCLIUITJIMHAD-
Hasi, aAIMUHUCTPATUBHAA U YTOJIOBHAsl OTBETCTBEHHOCTb» (CTAThA JJ).

PDenepaibHbiM 3aKk0H Poccunckon Peaepauun

«O0 uMMyHONpopUIAKTHKE HHPEKIIMOHHBIX 00JIe3Hen»
Ne 157-®3 ot 17 centsaops 1998 r.

«OTnyck rpaxaaHaM MEIULHWHCKUX HMMMYHOOUOJIOTMUYECKUX MpenaparoB, HC-
MNOJIb3yEMbIX AJIS1 UMMYHU3ALUH, MPOBOAUTCA MO pPELENTAM Bpauer anTeuHbIMU OpraHu-
3alMAIMKH U OpraHMu3aLusaIMy 30paBOOXPAHEHUS B MOPAAKE, YCTAHOBJIEHHOM (eaepasib-
HbIM OPraHoOM UCMOJIHUTEIbHOMN BaCTH B 00J1aCTH 3paBOOXpaHEeHUs» (cTaThs 12).
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Munncrepcrso 3apasooxpanenus Poccuiickor Denepanmm

ITABHBIW TOCYJAPCTBEHHBLIM CAHUTAPHBIN BPAY
POCCHUICKOM ®EJEPALIVU

[IOCTAHOBIIEHME

10.04.02 MockBa Nois

O BBE€EHUH B ACHCTBHUE CAHUTAPHO-
IMUAEMHUOJIOTUYECKHUX MTPABUIT

CIT3.3.2.1120—02

Ha ocHoBaHuu PDeacpaibHOro 3akoHa «0O CaHHUTAPHO-3MUAECMUHOJIOTUYECKOM
Onarononyuuu HaceneHus» oT 30 maprta 1999 r. Ne 52-@3 u IlonoxeHus o rocyaapcr-
BEHHOM CaHUTAPHO-3MUASMHUOJIOTHYECKOM HOPMHUPOBAHUHU, YTBEPKACHHOIO MOCTAHOB-
nenueM Ilpasurtenscrea Poccuiickoi @eaepaunu ot 24 vrois 2000 r. Ne 554

[TOCTAHOBIJIALO:

BBecTH B JAEWCTBUE CAHHUTAPHO-IMHUAEMHUOJIOTHYECKUE rMnpaBusia «CaHUTAPHO-
INMUAEMHOJIOTHUYECKUE TPEOOBAHNUA K YCIIOBUAM TPAHCIOPTHPOBAHUA, XPAHEHHUIO U OT-
MycKy rpa)JjaHaM MEOULMHCKUX UMMYHOOHOIOrMYECKUX MPEnapaToB, UCMOJb3yEMbIX
U1 UMMYHONPOGUIAKTHKH, anTEUHbIMH YUPEXKIACHUAMUA U YUPEKACHUIMHU 3APaBOOXpa-
Henusa. CIT 3.3.2.1120—02», yTtBepKacHHbiI€¢ [ TaBHbIM TOCYyAapCTBEHHbLIM CAHUTAPHBIM
BpauomM Poccuiickoit @eaepaunu 4 anpens 2002 r., ¢ 1 aBrycra 2002 r.

[". I'. OuuilueHko
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HOPMATUBHbBIE INPABOBbIE AKTbl

YTBEPX/AKO
[ naBHbIK TOCYAapPCTBEHHLIH CAHUTAPHbIK
Bpauy Poccurickon Menepauum — [lepsbiii
3aMECTUTENb MUHUCTPA 3APAaBOOXPAHECHUSA
Poccuiickon Penepaliuu
[.I". Onuiuenko
4 anpens 2002 r.

JlaTa BBeaeHus: 1 aBrycra 2002 r.

3.3.2. MEANILIMUHCKHNE UMMYHODBHOJIOI TYECKHUE IT1PEITAPATDI

CanuTapHo-3n1AeMHOJIOTHYECKHE TPeDOBaHUS
K YCJIOBUSIM TPAHCIIOPTUPOBAHMSA, XPAHEHHMIO M OTIYCKY I'paxKaaHaM
MEAMLMHCKHUX UMMYHOOHMOJIOTHYECKHX NMpenapaToB, UCMOJIb3YeMbIX
JAJI UMMYHOINIPOPHUIAKTUKH, ANTESYHBIMH YUpPeKACHUAMHU U
yupeKaAeHUIMHU 31paABOOXPaHEeHUS

CaHuTapHO-3NIHAEMHOJIONHYECKHE NTpaBIJIa
CI13.3.2.1120—02

1. O0nacTb npuMeHeHNs

1.1. Hacrosmuye caHuTapHO-3NMAEMUOJIOTMUECKHE NpaBuiia (aaJjiee — caHumapHsle
npasuia) yCTAaHABIMUBAIOT OCHOBHbLIE TPeOOBaHMUA K TPAHCMOPTHUPOBAHHIO, XPAHEHMUIO,
OTIMYCKY anTe4YHbIMH YUPCKACHUAMU H YUPEKACHUAMMU 3APABOOXPAHEHUA MEAULIMHCKUX
HMMYHOOHONIOrHUECKUX npenapatoB (gainee — MMUDII), ucnosb3yeMblX AJit UMMYHO-
npopuIakTUKH HUHEPEKUHMOHHLIX Oone3Hei; nmpumeHeHuiro MUDBII B neueOHo-npodu-
NAKTHYECKUX YUYPCKACHUAX, OpraHu3zauuu yHUuToXeHus MHUDbII B cnydyae HEBO3ZMOXK-
HOCTH UX UCMOJIb30BaHUA.

1.2. CaHUTApHO-3NHAEMUOJIOTHUECKUE NMpaBuiia NMpeAHA3HAUYEHbl AJiS Tpax/aH,
UHAWBUAYAJIbHbIX MPECATIPUHUMATENEH, OPUIUYECKHUX JIULL.

1.3. KOHTPOJIb 32 BBLIMOJHEHUEM HACTOALMX MPABUJT OCYLUECTBISAIOT OPraHbl M

YUPEXKACHUA IOCYAAPCTBEHHONW CAHUTAPHO-3MUAEMHUOTIOTUYECKON CyKObl Poccuickoit
deaecpaun.

2. O0uIHe MoJI0KeHHus

2.1. IMocrynnenue, xpaneHne MHUDBII B anTeuHbIX yUPEeXKAECHUAX U YUPEKICHUSX
3JpaBOOXPAHEHH, OTMYCK MX rpaxAaHaMm JOJXKHbl OCYLUECTBJATHCA C COOIIOAECHUEM
«X0JIOAOBOMW Lenu», obecneynBarollieil COXpaHHOCTb UCXOAHOTO KayecTBa MpernaparTos,
3aILUMLLAIOILEH OT BO3ACHCTBUS M3MEHAIOLLECHCS TEMIEpATYypHOM Cpelbl, MOBPEKACHUSA
YyIaKOBOK, pa3JjiiBa rnpenaparos U T. A.

2.2. Yepes anTeuHbIC YUPEKICHUS U YUPEXKAECHUS 3APABOOXPAHEHHS PEATU3YIOTCH
TOJIbKO 3apErHCTPUPOBAHHLIE B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoil de-
Acpaliii OTEYeCTBEHHbIEC K 3apybexHbie MUDII.

2.3. Omeuecmeennvie MUBII, nocrynamoiuye B anTeyHbie OpraHu3aluy U opra-
HU3aLMH 34PaBOOXPAHEHHSA, JODKHBI COMPOBOXAATLCA CAEAYIOLIMMHU JOKYMEHTAMMU:

e KONMMUA JNHULIEH3UHK HA NMpaBO Npou3BojacTBa U peanuzauuu MHUDBII unu au-
LIEH3UH Ha papMaLEBTUYECKYIO ACATENbHOCTD;

e Konusi cepTudHKaTa NPOU3BOACTBA HA peajiu3yeMbid npernapar, yCTaHOB-
JIeHHOTr 0 00pa3ua (3a UCKJIIOUYEHUEM CTaAHL UM NepesIMBaHus KPOBH);

® pacnopT OTAcHeHUA OMOJOrHYECKOr0 M TEXHOJIOTHUYECKOTO KOHTPOA
(OBTK) opraHu3auum-u3roTOBUTENS HA pEaIM3yEMYIO CEPUIO Mpenapara.
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2.4. 3apybeacnvie MUBII, noctyrnalolme B anTeUHbl€ OpraHu3aliii U opraHusa-
LIUU 3APpaBOOXPAHEHHA, JOJXKHbBI COMPOBOXAATLCA CIECAYIOLIMMH JOKYMEHTAMMU:

® KOMNHUSA JIMLEH3UU HA PapMaLICBTHYECKYIO ACITEIbHOCTD;

® KOMUA PErUCTPALMOHHOIO YAOCTOBEPEHUS YCTAHOBJIEHHOTO O0pa3ua Ha
npenapar;

e KOmNus cepTUudPuUKaTa COOTBETCTBHUS HA PEATIU3YEMYIO CEPHUIO MpenaparTa.

2.5. AnmeyunbiM Kuockam u anmeyrsvim mazazunam omnyck 2paxcoanam MHUDBII ne
paspeuiaemcs (B COOTBETCTBUM ¢ DeepalibHbIM 3aKOHOM OT 22 UioHsa 1998 r. Ne 86-P3
«O J1eKapCTBEHHBIX CPEACTBAX» 3TH YUPECXKACHHUA HE UMEIOT MpaBa PELENTYPHOTrO OTNYC-
Ka JICKAPCTBEHHbIX CPEJCTB).

2.6. PykoBOAVTENb ANTEYHOTO YUPEKIACHUS H YUYPEXKICHHUA 3ApPaBOOXPAHEHUA
00€eCrneynBacT BbIMOJMHEHUE HACTOSLUIMX MpaBuJ, B T. 4. TpcOOBAaHUH MO COOIIOAECHHUIO
«XOJIOAOBOM LIENH» MPHU TPpAHCIOPTHPOBAHUU U XxpaHeHUHM MHUDBII, a Takxe npu Ux yTu-
JTU3ALHH.

3. Ycaosua rpancnopruposanns MHUDBII B anreynbie yupexaeHHa U
yupeKAeHHS 3IpaBOOXPaHEHHA

3.1. TpaucnoptupoBanre MHUDBII B anrteuHbie yupexxaeHUs U yUpPEXKIACHUS 3apa-
BOOXPAHEHHNA OCYLUECTBJISETCA aBTOMOOUIIbHBIM UJIU APYTHM JOCTYMHBIM TPAHCIOPTOM
C COOJIIOIEHUEM «XOJIOAOBOU LIEMK» B TEPMOKOHTEUHEPAX € XJ1AJ03JIECMEHTAMH NMPHU TEM-
neparype 0—38 °C.

3.2. Kaxnas naptust MUBII nomxHa uMeTh TEPMOUHIAUKATOP.

3.3. Pa3srpy3ska MUDbII npoBoauTcd B MaKCUMaNbHO CXKaTbl€ CPOKH (5—10 MuH).

3.4. Ilpn pasrpyske MHUDBII OoTBETCTBEHHOE AOJKHOCTHOE JIMLO (PUKCHUPYET B
XypHajie ydeta noctyrieHus M pacxoga MHUDbII (npunox. 1) aaty nocryruieHUs, Ha-
HMEHOBAHUE Mnpenapara, €ro KOJHUYECTBO, CEPHIO, CPOK T'OAHOCTH, (PUPMY-MTPOHU3BO-
AATENSA, YCIIOBUS TPaAHCMOPTUPOBAHMSA, NMOKa3aHUA TEpMOMHAMKaTOpa. KpoMme TOro, oH
MPOBOAUT BbIOOPOUYHLIN BU3YaJIbHbIM OCMOTP MOCTYMNUBLUEH NapTHHU Mpenapara.

3.5. IIpn oOHapyxeHUHU (PaKTOB HAPYUICHUSA «XOJIOAOBOI LENHW», LIEJIOCTH yra-
KOBKH, OTCYTCTBHSI COMPOBOXIAIOILIHX AOKYMEHTOB M T. . MOJydYaTejlb MUMEET MPaBo
OTKa3aThCs OT MPHUEMA NapTHH NMpenapaToB.

4. Ycaosusa xpanennss MUBII B anTeyHbIX yupe:xaeHHAX H
YYpexKACHUAX 31paBOOXpaHeHust

4.1. Insa xpaHeHus MUDBII mMoryTt ucnonb3oBaTbCs nomeiweHUs, npeaHa3HayeH-
Hbi€ AJI1 TEPMO.1aOMIIBbHBIX JIEKAPCTBEHHbIX CpeAacTB. Ilnoumaab nomeweHus onpeaens-
€TCA B COOTBETCTBHHU € rabapuraMu UCIoJib3yeMOro o0opyaoBaHus.

4.2. B noMmewieHu npeaycMaTpuBaeTcs OTOIUIEHUE (TeMnepaTypa BO3Ayxa —
18 °C), BeHTUIAUUA (KPaTHOCTh BO3AYX000OMEHA MPU MEXAHUUYECKOM BEHTHJISILIMU: MPH-
TOK — 2, BbITSXKKA — 3, MPU €CTECTBEHHOM BO34yxoo0OMmeHe — 1), BoagocHabxeHue (noj-
BOJAKA BOAbI C yCTAHOBKOW PAKOBHHDI).

4.3. [lonycTmas OCBELIEHHOCTh padbouux noBepxHocTer He meHee 150 JIK. Uc-
TOYHUK CBETA — JIIOMUHECLIEHTHbIC JIAMIbl UM JAMITbl HAKAJIUBAHUS.

4.4. CTeHbl M NOJ AOMKHbI ObITb MOKPLITHI MAaTEepUalaMH, BblAECPXKHBAIOLIUMU
BJIAXHYI0 YOOPKY M JAE3HHPEKLMIO.

4.5. IlomeleHne oGOpyayeTcs XOJN0AUIbHMKAMU C MOPO3HJIbHLIMU OTCEKAMH, pa-
OOYMM CTOJIOM, TEPMOKOHTEHHEPAMH HOCTATOYHOM €MKOCTH, XJ1AJ03JIEMEHTAMMH, KOH-
TEHHEPOM ISl MyCOpa, EMKOCTbIO AJjif MPUTOTOBJIEHUS AC3UHPULUHMPYIOLLIETO PACTBOPA.
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4.6. B opraHuzauusax 3ApaBOOXpAHEHWs, B YACTHOCTH B aMOyJaTOPHO-MOJIH-
KJIMHUYECKUX YUpexXaeHUsaX, a8 xpaHeHus MHUDbI1 MoxeT ucnoib30oBaTbCsi MOMELLIEHUE
MPUBUBOYHOIO KaOUHETA, a TAKXE U APYrUe MOMEWIEHUA NpU COOJIIOJICHUHU YCIIOBUH,
U310KEHHbIX B NyHKkTax 4.1—4.35.

4.7. XpaHenne MUDBII ocyuuectBasercs B X0J0AHIbHUKAX, O00OPYAOBAHHbIX TEP-
mMomeTpamu, npu temneparype 0—8 °C. MHUDBII xpanatcd B npOMbILIJIEHHOW YNaKOBKe

M pacnojiaraioTcsd TakuM odpasom, 4yToObl K KaXA0h ynakoBKe Obljl 00ecneyeH A0CTyr
OXJIaXACHHOIO BO3/JyXa, a npenaparbl OJHOTO HAUMEHOBAHUA XPAHATCS MO CEPUIAM, C
YUYETOM CPOKa FOJHOCTH.

4.8. I'lpu OGoabinx oObemMax NocraBok aad kaxaoro suaa MHUDBII Bbiaensercs
OT/AC/IbHBIN XOJIOAWIbHUK. B cilyyae HeOONbILIOro 00beMa NOCTYIIIEHUH BO3MOXHO XPa-

HEHUE BAKLIMH B OJHOM XOJIOJWJIbHUKE Ha Pa3HbIX MAPKUPOBAHHbLIX MoOJikax. PacTBopu-
Te/b AJIst BAKLMHbI XPAHUTCS TAKXKE B XOJNOAUIbHUKAX.

4.9. B MOpO3UIbHOM KaMEPE XOJIOAUJIbHUKA XPAHUTCHI HEOOXOAMMbIN 3anac XJia-
N03JIEMEHTOB.

4.10. He nonyckaerca xpaHeuve MHUbI1 Ha aBepHOH naHenu Xono0auabHUKA.

4.11. KoHTpOJIb 32 TEMIIEPATYPHbIM PEXKUMOM XpaHEHUA BAKUHWH OCYIUECTBIISET-
ca 2 pa3a B jAceHb. Iloka3zaHus TepMoMeTpa 3aHOCATCA AOHKHOCTHLIM JIHLIOM B XKYpHAa
PECUCTPALMH TEMIIEPATYPHOI'O PEXKUMA XOJMOAUTbHUKA (MTPUITOK. 2).

4.12. MeaMUMHCKHE MMMYHOOMOJIOTUUYECKUME TMpenaparbl CAEAYET B IMpoLecce
XpaHEHHWS NOABEPraTh BbIOOPOYHOMY BHU3YaJIbHOMY KOHTPOJIIO HE PEXKE UEM OJVH pa3 B
MECSL.

4.13. Ilpy aBapMHHOM WJIM TUJIAHOBOM (Ha MOMKY) OTK/IHOUYEHUU XOJIOAMUJIbHUKA
BAKLIMHbI XPAHATCS B TEPMOKOHTENHEPAX C XJIAJO3JIEMEHTAMU.

4.14. PakTbl aBApUHAHOIO WM MJIAHOBOTO OTKIIOYEHUA XOJIOAUJIbHHUKA (PUKCH-
DYIOTCS B )KYPHAJIe pErucTpaLiMi TEMIEPATYPHOI O PeXXUMaA XOJOAUJIbHHKA.

4.15. MHUDbII, xpaHuBWIHECSH B YCIAOBUAX HAPYLIEHUS «XOJIOAOBOH LIETIHU», HE MO-
YT ObITb MCMOJIb30BAHbI U MOAJICKAT YHUUTOXKEHUIO B COOTBETCTBUM C pas3aeyioM 7 Ha-
CTOSALLMX CAHUTAPHbIX MPaBUJl.

4.16. XpaHeHHEe B XOJIOAMJIbHUKE HUHbIX MPEAMETOB WJIM JIEKAPCTBEHHbIX Mpena-
paTOB HE JAOMYCKAETCA.

5. Yuer MU BII B anTeuHbiX yupeRaeHUAX H YUPEKICHUAX 3APABOOXPAHEHUA

5.1. AnTeuHsble yupexaeHus, ocyuiectpiasatomue otnyck MUDBII rpaxaanam, Be-
AYT y4yeT noctyruieHud U pacxoga MHUDbIIL. 1ndg 3Toro aojkHbsl ObiTb B HAJIMYHUHKU Clle-
AYIOILHUE JOKYMEHTHI:

XKypHaJ yyera noctyrnieHus u pacxoga MUDbII;
HakJagaHbie Ha npuobpereHne MUDBII;

MHCTPYKUHUU No npumeHeHuo MUDbII Ha pycckom a3bike;
akTbl 00 yHu4TOXeHUUW MUDBII;

® AaKTbl MPOBEPKM YCJIOBUIM XpaHeHHUs, yyeTta U pacxogoBaHus MUDBII cne-
LHUaIMCTaMM LEHTPOB FOCCAaHINUAHAA30PA.

6. Opranu3anus ornycka rpa:xkaanaMm MHUDBII B anTeynbIX yupexaeHusX
yuperRIeHUAX 3/ipAaBOOXPaHEHU M IPUMEHEHHUS UX
B JIe4eOHO-NNPOPHUIAKTHYCCKUX YUPeKTCHUAX

6.1. MUDBII ornyckarorcs rpaxigaHaMm Mo peuenty Bpaya JedeOHO-NMpOodUIIaK-

TUYECKOT O yUPEXACHHUS (HE3aBUCUMO OT (POPM COOCTBEHHOCTH M BEAOMCTBEHHOMN MpU-
HaaJI€XKHOCTH).
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6.2. Ornyck MUBII rpaxagaHam BO3MOXEH NMpH yCJAOBUU JOCTABKHU Tpenapara
10 MECTa HEMOCPEACTBEHHOrO MCMOJIb30BAHHUA C COOIIOACHHEM «XOJIOAOBOH LECMH» B
TEPMOKOHTEHHEPE UJIU TEPMOCE.

6.3. I'paxaaHaM BbIJacTCd HEOOXOAUMOE KOJIMYECTBO 103 BaKLIMHbI B COOTBETCT-

BUH C PELENTOM, BaKLIHHA CHA0XAETCA MHCTPYKLIMEN MO MPHUMEHEHHUIO HA PYCCKOM S3bl-
ke. Ha ynakoBKe npocTaBJisi€TCs JaTa U BpeMa OTIIyCcKa nperapara.

6.4. PaOOTHUK anTekh OOBACHAET NOKYNaTeN0 HEOOXOAUMOCTDL JOCTABKH Mperna-
paTa B JICYHEOHO-NMPOPHIIAKTHUECKOE YUPEXKAEHUE B MUHUMAJIbHbIE CPOKH (HE DoJiee 48 y)

rocjie MpUoOpETEHUs NMpenapaTa B YCIOBUAX XPAaHEHUS MOCAEAHETO B TEPMOKOHTEHHEpE
UJIM XOJIOAUNbHUKE.

6.5. IIpuoOpereHHas B anTeYHOM YUYPEXKOACHHUHM BaKLIMHA UCMOJIb3YETCA B MPUBH-
BOYHbIX KaOuHeTax JIITY, AeTCKUX AOLIKOJbHBIX 00pa30BaTENbHbIX YYPEKIACHUAX, MEIU-

LIMHCKUX KaOHWHETax 001leo0pa3zoBaTe/bHbIX YUEOHBIX YUPEKACHHUHN (CrieLanbHbIX o0Opa-
30BATEIbHBLIX YUPEKIACHHUAX), 3APABMNYHKTAX MU APYTMX MEAULIMHCKUX YUPEXKIACHUSAX, HE3a-
BUCUMO OT GOPM COOCTBEHHOCTH, UMEIOLLMX JIMLICH3UIO HA MPOBEACHHUE UMMYHONPOPHU-
JTAKTUKH MPHU CTPOTrOM COOIIOACHHUH YCIOBUW XPAHEHUA U TPAHCITIOPTUPOBAHMUS.

7. Yanutoxenune MUBI1

7.1. MHADII nognexat yHUUTOXEHHIO:
¢ C MCTEKLIUM CPOKOM I'OJHOCTH,
® XpPaHUBLUKUECH C HAPYLIEHUEM «XOJOJOBOH LEMUY;

® C UBMEHUBIIMMHUCSA BHELLHUMH CBOUCTBAMU, HE 0003HAYEHHBIMH B HHCTPYK-
UMW (HAJIMYMUE XJIONbEB, UHOPOAHBLIX MPEAMETOB, U3MEHEHHUE LIBETHOCTH U MpoO3pay-
HOCTHU U AP.).

1.2. YHuutoxeHue MU DbII1 npoBOaAUTCA B TOM KE MOMELUCHUH, TJIE OHU XPaHATCA.

7.3. Amnyisbl U ¢JlakOHbl C HHAKTUBUPOBAHHBIMU U PEKOMOMHAHTHBIMU BaKL|H-
HaMHW, UMMYHOTTIO0YJIMHAMHU, TETEPOJIOTMYECKUMHU CBIBOPOTKAMH, XHUBOM KOPEBOH, MNa-
POTUTHOW U KPACHYLUHOW BaKLiMHAMH BCKPbIBAKTCA, COAECPKMMOE BbIJIMBACTCS B paKo-
BUHY, CTEKJIO BbIOPACLIBAETCA B EMKOCThH [JIf Mycopa 0€3 JOMOJIHUTEILHOIO 00e33apa-
KUBAHMUA.

7.4. AMnyibl U GJIaKOHbI C APYTUMU KUBbIMHU BaKLIHHAMUH MOCJIE BCKPbITHS MO-
MelarT B 3 %-HblH pacTBOp XjopaMuHa Ha | 4 (BakuuHbl BLIDK v bLIJK-M — B 5 %-Hbli
pacTBOp WM 3 %-HblA pacTBOP MEPEKMCH BOAOPOAA), 3aTEM BbLIIUBAIOT B PAKOBUHY,
CTEKJIO BbIOPACBLIBAIOT B €EMKOCTb AJI1 MyCOpa.

7.5. Jlnsa obe33apakMBaHUs XUBbIX BAKLIUH W 3arpsa3HCHHbIX UMU MOBEPXHOCTEH

UCTIOJIb3YIOTC AC3UH(PEKLIMOHHDbIE CPEACTBA B COOTBETCTBUM C MHCTPYKLIMEN MO MpHUMeE-
HEHMUIO.

8. Yciaosus co001eHUA TeXHUKH 0e30MMacHOCTH

3.1. B ciyuae noBpexacHUs €EMKOCTH, COAECPKallCH BaKLMHHBIM npenapart (CTeK-
JSIHHbIC (pJIAKOHBbI, aMMYJIbl U MP.), €€ YHUUYTOXKAKOT B COOTBETCTBHUU C NYHKTAMHU 7.3—7.5
HACTOSLUMX MPaBUIJI.

8.2. IIpy nonagaHyKM BaAaKUMHHOTO MaTepHalia Ha CIM3UCTbIE O0O0JIOUKH TIJia3 MX
MPOMBIBAIOT OOJIbILIUM KOJIMYECTBOM BOJBI.

8.3. B ciiyuae noBpexacHHs KOXHbIX MTOKPOBOB paHy 00padaTbIBalOT HACTOMKOM HOA.
8.4. Mebenb WM y4acTKH MoJia, 3arpsa3HEHHbIC BaKLMHHbIM NpenapaToM, oopa-

OaTbiBalOTCsA 3 %-HbIM PAaCTBOPOM XJIOPAMHHA WU APYTUMH AEC3UHEPEKTAHTAMH B COOT-
BETCTBUU C UHCTPYKLIMEU MO NMPUMEHEHHUIO.

8.5. ITpu yOopke OCKOMKOB CTEKJIa HEOOXOAHMO MONB30BaTLCS 1IETKAMH, MUHLE-
TOM H COBKOM.
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Tepmunbl B onpeaeieHns

. Anamokcunvt — 00€3BpEXKEHHbIE DAKTEPUHHDBIE 3K30TOKCHHbI, COPOUPOBAHHbIE
Ha pa3/IMYHbIX MUHEPAJbHbIX aACOpOEHTaX, NMpeAHAa3HAYCHHbIX MJid UMMYHONpodHNak-
TUKHW UHQEKUHMOHHBbIX 3a00JicBaHW. BbinyckalTCs B BUJAC MOHO- U aCCOLIMUPOBAHHbIX
npenapaTosB.

2. Anmeunsle yupesicoeHus — OpraHu3aldH, OCYLUECTBIAIOLINE PO3ZHHUYHYIO TOP-
FOBJIO JIEKAPCTBEHHbIMH CPEACTBAMU, U3TOTOBJICHUE U OTIYCK JIEKAPCTBEHHbIX CPEACTB
B COOTBETCTBUU C TpeOOBaHUAMU DeaepalibHOro 3akoHa «O JIEKapCTBEHHbIX CPEACT-
Bax». K anTEYHbLIM YyUPEKIACHUAM OTHOCATCA ANTEKH, aANTEKHU YUPEXKIACHUN 3ApaBOOXpa-
HEHUS, ANTEYHbIC MYHKTbI, aMITEYHbIE MAara3uHbl, arTEUYHbIE KHOCKH.

3. Bakyunbt — npenapatbl, nojgyyaeMble U3 OAKTEPUNA, BUPYCOB U MPOAYKTOB HX
XUBHEACATEIbHOCTH, MpeAHa3HAaYE€HHbIE I8 UMMYHONPOMMIAKTHKHY HMHGPEKLIMOHHbIX
3a00J1eBaHMi. BakLyHbl, coaepxalime oauH KOMMOHEHT, Ha3bIBAIOTCSI MOHOBaKLIMHaAMMU,
B OTJIMUME OT ACCOLUMMPOBAHHbIX BaKLIMH, COAEPXKALLUMX HECKOJILKO KOMIMOHEHTOB. Kpo-
M€ TOr0, BaKLMHbI pa3AcsfiOT HA ABE€ OCHOBHbLIEC I'PYIIIbl: XKUBbIE (HAMPUMEDP: BaKLIMHA
NPOTUB KOPH, KPaCHYXH, 3MUAEMHUYECKOrO [apoOTHUTA) U MHAKTUBUPOBAHHbLIC (HAMPU-
MEp: BaklLMHA MPOTUB AUPTEpUH, KOoKIoLa, cToIOHsAKa [AK/IC]). B nocineaHue roawl

MOSIBUJIMCb BAKLUMWHBI, MOJIYUEHHbIE C MOMOUIBK TEXHOJOTHHM pekoMOMHaHTHOM JIHK
(BaKLiMHA MPOTHUB rernarvura B).

4. Meouyunckue ummyrnobuono2uueckue npenapamsl ( MUBII) — nekapCTBEHHbIE
CPEACTBA, MpeAHA3HAUYEHHbIE 118 UMMYHONPOPUIAKTUKH, UMMYHOTEpPANUU U AHATHO-
CTUKH HHMEKUMOHHbIX U HEUMHPEKLMOHHBLIX OOJIE3HEHW U AIEPrUYECKUX COCTOAHUH.
[Ipenapatbl, HCNOJIL3YEMbIE AJI1 UMMYHOMPOMUIIAKTUKH, — BAKLIMHb!, aHATOKCHUHbI, UM-
MYHOTJIOOYJIUHBI.

5. Pecucmpayuonnsiii Homep — KOAOBOE 0003HAUYECHHUE, MPUCBOCHHOE JIEKAPCTBEH-
HOMY CPEACTBY MPU TOCYJAPCTBEHHOHW PErUCTPALIUU.

6. Tepmounouxamop UK KOHTPOJbHAA KAPTOUKA-UHIAUKATOP — 3TO CPEACTBO AJIS
BbIABJICHHSA U PETUCTPALIMA HAPYLUEHUH TEMMEPATYPHOrO peXKUMaA MPU TPAHCITIOPTUPO-
BAHWU U XPAHECHUU BAKLUHWH B CUCTEME «XOJIOJOBOU LIETTNUY.

7. Tepmoxkonmeiinep — EMKOCTb U3 TEPMOU3OJIMPYIOLLErO MaTepHaa (MoJucTUposia
WKW TIOJIMYPETAHA) pa3IMYHbIX Pa3sMEPOB C MIOTHO 3aKPbIBAIOLIECHCS KPbILIKOW U3 TOTO

Xe Marepualsia. TeMmrnieparypa B TEPMOKOHTEWHEpax, KOTopas AocTturaercs Onaroaaps
MOMELLCHUIO B €TO MOJIOCTb XJIAA03JIEMEHTOB, J0JIXKHA COXPAHATLCSH B TEUEHUE MUHUMYM

48 4 B npeacnax ot 0 o 8 °C npu Temneparype BHelHen cpeabt 43 °C.

8. Xaaoosremenm — NniaacTMaccoBasi EMKOCTb MTPAMOYTOJIbHOH (POPMbI C FEPMETHU-
YECKHU 3aKpbIBAIOLICHCA MPOOKOM, 3aMOJIHAIAACS BOAOW MJIM CrieLHUaNbHON KHUAKO-
CTbIO M 3aMOPAXUBAIOILAACA B TEUCHHUE CYTOK. XJAA03JIEMEHT, MOMELUCHHbIH B TEPMO-
KOHTEHMHED, CO3AA€ET B HEM OMPEACACHHYIO TEMNEPATYPY. X1aQ0IEMEHThI ObIBAIOT 00Db-
eMmom oT 0,3 no 0,6 .

9. «Xonooosasn yenv» — OecrepeOOMHO PYHKLIMOHUPYIOLIAA CUCTEMA, OOECCYMU-
Barolllasi ONTUMANIbHbIM TEMIIEPATYPHbIN PEXUM XpPAHEHUSA U TPAHCMTOPTUPOBAHUS BAKLUH
Ha BCeX 3Tarnax nyTH UX CI€AOBAHHS OT NMPEANPHUATUA-U3TOTOBUTENA 10 NOTpeOUTENS.

buoauorpaguYecKni CNUCOK

1. ®epepanbHbli 3aKOH OT 30.03.99 Neo 52-®3 «O caHUTAPHO-3NMUAEMUOJIOTU-
yecKoM O1arornoylydyuu HaceJIeHUs».

2. OepepanbHbii 3aKOH OT 17.10.98 Ne 157-P3 «O060 MMMYyHONPOPUIAKTUKE HH-
pEeKLIMOHHBIX OOJIEZHENN.

3. ®eaepanbHbiv 3aKOH OT 22.07.98 Ne 86-P3 «O nekapCTBEHHbIX CPEACTBAXY.
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4. [lonoxeHue O rocyaapCTBEHHONW CAHUTAPHO-3MUAEMUONIOTUUECKON CJTY»KOE
Poccuiickor @eaecpaumn v llosoxeHue 0 rocyiapCTBEHHOM CAHUTAPHO-3MUAEMHOJI0-
rMYECKOM HOPMHUPOBAHWH, YTBEPXKIACHHbIE MOCTAHOBJIEHUEM llpaBuTenbcTBa Poccuii-
ckoit Peaepaumnu ot 24.07.00 Ne 554.

5. IIpou3BOACTBO U KOHTPOJIb MEAULMHCKUX MMMYHOOHOJIOTMUYECKHUX npenapa-
TOB AJisg o0ecneuenus ux xkauectea: CI13.3.2.015—94.

6. YCnoBUS TPAHCMOPTUPOBAHUSA U XPAHEHUA MEOAUUMHCKUX UMMYHOOUONOTHYe-
ckux npenapartos: CI1 3.3.2.028—95.

7. Ilpukaz MuHucTepcTBa 34paBooxpaHeHUa Poccurckon Deaepalmu Ot
21.10.97 No 309 «O0 yTBEpXIACHUHU UHCTPYKLUMHU MO CAHUTAPHOMY PEXUMY alTEUHbIX
OpraHu3aLnu (anTtekK)».

8. Ilpuka3z MuHucTepcTBa 3ApaBooxpaHeHus Poccunckon @eaepauuu ot
13.11.96 Ne 377 «O0 yTBEpPXXACHUU UHCTPYKLIMK MO OPraHm3aiiMy XpaHeH!sa B anTeuHbiX
YUPESKACHUAX PA3JIMUHLIX TPYII NEKAPCTBEHHbIX CPEACTB U U3AECAUN MEAUUMHCKOIO Ha-
3HAUYECHUSA).

9. CepTuduxkaums MEAULIMHCKHUX UMMYHOOHOJIOTUYECKUX npenaparTos:
MYV 3.3.2.684—98.

10. ITuceMo JlenmaptaMeHTa rocyjapCTBEHHOro KOHTPOJIA kauyecTBa, 3¢ ¢eKTHB-
HOCTH, 0€30MacHOCTH JIEKAPCTBEHHbIX CPEACTB MU MEAULIMHCKOW TEXHUKU MUH3apaBa
Poccnn o1 02.03.99 No 293—22/8.

11. ITucbmo [enapramenTa roccansnuaHaaszopa Muusapasa Poccuu ot 24.02.00
Ne 1100/474—0—113 u ot 28.03.00 1100/799—0—113 «O cepTudpukaumum MeauLUHCKUX
UMMYHOOHOJIOTUYECKHUX NPENnapaToBy.
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[TPUXOJ ' PACXO/I

Komy

Jlara Haspanue | Komu- Cepus, Cpok Crpanau | YcioBud IlaTta
MOJIy4eHUsi| BaKLMHbl | YECTBO |KOHTPOJb-| FOAHOCTH | (PUPMa- | TPAHCNOPTH-| BblAA4M
HbIA MPOU3BO- pPOBaHuA,
HOMED JUTEJIb [MOKa3aHUS l

TEPMOUHAU- |

KaTopa

ZKypHaJa y4yeTa NnocTyIJICEHHUS K pacxXoaa BAKIHHbI

BblAHO

[lpnnoxexune 1

Konunuect-
BO BblJAaH- | KOHTPOJIb-
HOM BaK- A
LIUHDI

1910V 319909VdL IGHIULYIWIOH
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[TpunoxeHue 2
ZKypHaJj perucTpauuH TeMNnepaTypHoro pexumMa XoJa0aAHIbHHKA
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