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1. O6nacte npumenenus

Hacrosmas cranpaprras ONIEPaLIMOHHAs TpOLEAYypa onpelenseT mpasuia
OpraHu3aliH paboTs MeIHLHUHCKHX OpraHu3aumi (CTPYKTYpHBIX
NONpa3feNeHui), MEAMLMHCKHX pPaGOTHHKOB, OCYIIECTBIIAIOILMX MPOBEIEHUE
BakiHaunu npotuB COVID-19 y s3pocneix; onucanue npoLecca NpoBeeHuUs
BaKLIMHALIHK.

Conepxur onucamme mnpouecca [IPHEMKH, XDaHEHHA U [PUMEHEHHUS
PIMMyHOGHOJ'{OFH‘-IeCKOFO JIEKADCTBEHHOIO npenapara = BaKLIHHBbI AJIA
NPOMHIAKTUKH HOBOM KopoHaBupycHo#i uHpekuuun COVID-19 ¢ TeMIepaTypoi

XpaHeHHA OT -18°C (B COOTBeTCTBUM UHCTPYKUHEH 110 MEIHLMHCKOMY
NIPUMEHEHHUIO).

2. HopMaTHBHBIe CCbINKH

Hactosimas cranpapruas onepaumonnas npouenypa paspaboTaHa ¢ yyeTom
MONOXKEHHH CIeAYIOWNX HOPMATHBHBIX IPABOBEIX AKTOB:

Y Qepepanskblit  3akoH or  17.07.1998 Ne 157-03  «06
MMMYHOIPOQHIAKTHKE HHDEKLUHOHHBIX GOle3Hel;

Y DenepansHsiii 3akok ot 21.11.2011 Ne 323-3 «O6 ocHOBax oxpab!
310pOBbs rpaxkaaH B Poccuiickoii Denepauumy;

v Qenepanbubiii 3akon or 12.04.2010 Ne 61-®3 «O6 obpaiiexun
IEKapPCTBEHHBIX CPEACTBY;

v [locranosnenue Ilpasutensctea Poccuiickoit Qesepauuu ot
16.04.2012 Ne 291 «O TULEH3UPOBAHHY MEIAHLMHCKON HesTenbHocTH (3a
HCKITIOYCHUEM  yKa3saHHOH JIeATeNbHOCTH, OCYILIECTBAsSeMOM MEIULIHHCKUMH
OPraHH3alMAMH M APYrHMH OpraHM3alMAMH, BXONAIIMMU B YacTHYIO CHCTeMy
3ApaBOOXpaHEHHs, Ha TEPPUTOPHH HHHOBALIMOHHOTO ueHTpa «CKoIKOBO» )»;

Y npukas Munsapascoupassutus Poccun or 15.05.2012 No 543 «06
yreepxaenun Ilonoxenus o6 opraHuzauuu okasaHus MIEPBUYHON MeaHKO-
CaHHTapHOﬁ [MOMOILLH B3poc/ioMy HacCeJICHHIO®;

v [OCTaHOBIEHHE [Tpasurenscrea PO ot 31 mapra 2020 r. Ne 373 «O6
YTBEPXNEHUH BpeMeHHbIX npapun yueta HHGOPMALUH B Liensx NpeIoTBpalLeH s
pacrpoCTpaHeHN A HOBOH KopoHaBupycHoi HHdekuun (COVID-19)»;

v moctaHosnense [naBHOro rOCyapCTBEHHOrO CaHMTApHOrO Bpaya
Poccuiickoit ®emepanmu ot 03.12.2020 Ne 4l «O6 YTBEPKAEHHH CaHUTapHO-
snuaemuosornueckx npasua CIT 3.1.3671-20 «Ycnosus TPaHCIIOPTHPOBAHHUS U
XPaHCHUs BAaKUMHBI [UIs TPOQHIAKTHKM HOBOH KOPOHaBHPYCHOM HHpeKLuuu
(COVID-19) I'am-Kosua-Baxy;

v nocraHosnenue [nasHoro FOCYJApCTBEHHOrO CaHUTAPHOTO Bpaya
Poccuiickoli ®enepauun or 03.03.2008 Ne 15 «O6 YTBEDXKACHHH CaHUTApPHO-
snnaemuonornyeckux npasun CIT 3.3.2342-08» (Bmecte ¢ «CIT 3.3.2342-08.
OGecneyenue GesomacHocT HMMyHH3aLHH. CaHHTapHO-3MHAEMHONOTHYECKHE
paBuIan);

v [Ipuxas PocszapaBaagsopa ot 15.02.2017 Ne 1071 «O6 YTBEP)KAECHHN
[Topsazaka ocywecTeaeHus (bapmakonanzopay;



v ((MQTO,[XH‘-ICCKHG PEKOMEHOalUHH MO BBIABJICHHIO, pacClI€iOBaHHIO H

NpopunakTuke MOGOYHBIX NpPOABICHMH Mocie MMMYHM3aLKH", yTBEpPXACHHBIE
MunsapaBom Poccuu 12.04.2019.

3. Tepmuubl  u ONpPENEC/ICHHS, COKPALIEHHA H  YCJIOBHBIe
0003HaYeHusn

3.1. B Hacrosmei CTaHZApPTHOH ONepaluKoHHO Npouenype MNpPUMEHSAIOTCS
CIEAYIOUIHEe TEPMHHBI U OTIpeaeNeHHU

T T T - = T ” TR

_ Onpenenenne | _ Paciungposka onpenenenns ;
«@KTHBHBIH» TCPMOKOHTEHHED  pedpukepaTopHOro  THma BCTPOEHHOM
TEPMOKOHTEHHEep XOJIOAH/IBHOH YCTaHOBKOM

JICKapCTBCHHEBIE MpenaparThl, NpeAHa3zHauYeHHble g dopmuposanus
AKTHBHOTO MJ/IH ITACCHBHOTO HMMYHHTETA IHOO MArHOCTHKH HaTH4HA
HMMYHOGHOTOrHyeckue TMMYHHTETA WM [HATHOCTHKH CcHeuHbHYecKoro npHoOpeTeHHOrO
NeXapCTBeHHNe H3MEHEHHA HMMYHOJIOrHYECKOTO OTBeTa Ha alLIePrusHpYIoLIHe
Npenaparsi BewecTsa. K uMMyHOOHOMOrHYECKHM IEKAPCTBEHHBIM TMpenapaTtam

OTHOCATCA BAaKUMHBL, B TOM YHC/IE BAKLUMHA [UId NPODUNAKTHKH HOBO#
KOpOHaBHPYCHOH uHpexuun COVID-19, AHATOKCHHBI, TOKCHHBI,
CBIBOPOTKH, HMMYHOIIOOYIHHBIL H a/lepreHsl

«TIACCHBHBIH » TCPMOKOHTCHHED  H30TEPMMYECKOrO THNA, Trae B Kayecrse
TEPMOKOHTEHHED XJIAArCHTOB HCIIOJIB3YIOTCS X/IaN03/IEMEHTBI
CTaHaapTHas AOKYMEHT, COoAepxkalluuii onucanue o6s3aTeNbHBIX MU BHINOMHEHHS
OnepanHoHHas CTAHIAPTHBIX ~ NEHCTBHH W/WIM  omepauui, BHINOJHAEMbIX B
[pouenypa OpraHM3aUMuH

EMKOCTe 1A XpaHEHHWS K MEPEBO3KM  TepMONAGHIBHBIX
TEPMOKOHTEHHED AICKAPCTBEHHBIX CPEACTB, MpefHa3HA4YeHHas MU HX 3alMThl OT

BO3JEHCTBUSA BBICOKMX HJIH HH3KKMX TEMNEPATYP OKpYKaromeH cpefbt

CPEACTBO  M3MEPEHHS  TEMIEpPaTypel, MpeNHA3HAYECHHOE IS
UIMEPCHHA, aBTOMATHYECKOH 3aITMCH, XPaHEHHS W BOCMPOH3BEAEHMS
TEpMOpErucTpaTop Ha 3N1EKTPOHHOM H/HIK ByMakHOM HOCHTENe 3HaYeHuil TeMIEpaTypbi
(B npenenax ycraHOBiEHHON MOIPEIIHOCTH) ¢ MPHBA3KOM K peabHOM
LIKaJIe BPEMEHH

CPEACTBO U1 BBIABNEHHMA HApYLUEHMH TEMIEPaTypHOro pexHMa,
npeaHasHaYeHHble 114 OOHO3HAYHOIO YCTAaHOBJIEHHS H orﬁpamennﬂ
TEPMOHH/IHKATOP (akra HapyuieHHs KOHKpETHOro TEMMEPaTypHOro HHTEpBala B
TCHEHHC OMpPENC/CHHOrO BPEMEHH WM (aKkTa OTCYTCTBHS TAKOTroO
HapyleHus

7HLUO, OTBETCTBEHHOE 3a BHEAPEHHE H OOECHEYCHHE CHCTEMBI
OTBETCTBCHHOE JIMUO | KAYECTBA, OCYLIECTBIIAIONIEE MOHHTOPHHT 3QPEKTHBHOCTH CHCTEMBI
KaueCTBa 1 aKTyanH3alHIO CTAHAAPTHEIX OMEPaLHOHHBIX MPOLERYp

BakuuHa  «[am-KOBM/I-Bak», KomGunuposannas BEKTOpHAA

BakiuHa [am-Kosua-

Bag BAKUMHA ~ ANs  NpOQMIAKTHKM  KOPOHABHpYCHOH  MH(EKUHH,
BhI3bIBaeMOH Bupycom SARS-CoV-2»

YETBEPTHIH JTall XpaHenue  pakuwHbl  «l'am-Kosun-Bak» B noppaspenenusx

(YpoBeHB) XOMNOHOBOH| MEAHLIMHCKHX OpraHH3alyi, B KOTOPHIX MPOBOAHTCS MMMYHH3ALUS

HemnH BakuuHOH «I'am-Kosua-Bak»




3.2. B Hactosme#t CcTaHaapTHOI ONEPAUHOHHON Mpoleaype HCMOAb3YIOTCH
CIEAYIOLHE COKPAIEHHUS:

Coxpamenune | Pacmudposka coxpamenns - {3

20181 HMMYHOBHOIOrHYECK e IeKAPCTBEHHbIE NPeNapaThl, BAKIMHA

JHE JIEKAPCTBCHHBIE CPEACTBA VISl MEAMLIMHCKOTO NPHMEHEHHUS

COIT CTaHAApTHas ONEepauMOHHAas NpoLeaypa

MO MEAHLHMHCKAsA OpraHu3aLus

TMIL TOBapHO-MaTepHaIbHbIE LUEHHOCTH

ATC aBTOTPAHCIIOPTHOE CPEACTBO

MK MOPO3HUJIbHAs KaMepa

4CC 4acTOTa CepJICYHbIX COKpaILEeHut

All ApTEPHAIBHOE JIaBlIeHHE

[P nonuMepasHas LelHas peakLus

LIHC LEHTpa/lbHas HepBHAs CHCTeMA

XOBJ1 XPpOHHYeCKas OOCTPYKTHBHAS BONE3Hb Nerkux

ETUC3 €AMHasd  rocyiapcTBeHHas  WHOOPMAlMOHHAS  CHCTeMa
3PaBOOXPAHEHH

[T no6oUHbIE NPOABICHHS NOCTE HMMYHH3ALHH

[1CC MPUYHHHO-C/ICAACTBEHHASA CBA3b

4. OcHOBHbIE NOHATHA 0 BAKIHHe

Baxuuna «['am-KOBU/I-Bak» nonyueHa GHOTEXHOMOMHYECKHM nyTeMm, npu
KOTOpOM HE HCIOJIb3yeTCs MNATOreHHbIH ans 4enoseka BHpyc SARS-CoV-2,
MPEACTaBAAET COOOH pacTBOp [/ BHYTPHMBILIEYHOrO BBEJECHHS. [Npenapar
COCTOMT M3 NBYX KOMIIOHEHTOB: KOMIOHEHT | u kommnonent II. B cocTas
KOMMNOHEHTa | BXOAMT pekOMOMHAHTHBIA aJeHOBHPYCHBI BEKTOP Ha OCHOBE
4/ICHOBHpYCa 4YeoBeKa 26 cepoTuia, Hecyluii ren Genka S- Bupyca SARS-CoV-
2, B cocTaB KoMnoHeHTa Il Bxonut BEeKTOp Ha OCHOBE aJeHOBHpyca uelioBeka 5
cepoTuna, HecymuH rex Oenka S Bupyca SARS-CoV-2. XpaHeHHe BakiMHbl
OCYILECTBIACTCA B BHAC 3aMOPOKEHHOrO pacTBOpa MpH TeMNEPaType HIKE MHHYC
18°C. O6Ga KOMIOHeHTa MNpeACTABIAIOT CcOGOH TUIOTHYIO  3aTBEpIEBLIYIO
Gesiosaroro usera Maccy. [Tocie pasmMopakiBaHus: OJIHOPOHbIH GeCUBETHBIN UK
C OKEITOBATBIM OTTEHKOM CJerka OnajecUMpylomMi pacTBop. BakuuHa
HHAYUMPYeT (OPMHPOBAHHE TyMODAibHOTO M KJIETOYHOrO HMMYHHMTETa B
OTHOLIEHHH KOPOHABUPYCHON MH(EKUMH, BEI3biBaeMOl Bupycom SARS-CoV-2.

Cpok roarocTH: 6 Mecsiues. He IpHMEHATh [0 HCTEYEHHH CpOKa rOJHOCTH. *

5. Iopsinok nprema, pasrpy3ku H XpaHeHHS BaKIHHD] «Fam-KOBU -
Bak» B MeAHUMHCKOI oprann3auuu

K npuemke Bakuuusl «am-KOBU/I-Bak» NOTYCKAlOTC  COTPYIHHUKH
MEJUUMHCKOH OpraHu3alyy, BXOASUIHE B COCTAB KOMHMCCHH MO MpHeMKe
JEKapCTBEHHBIX npernapartoB And MeNHUHHCKOIO NpUMCHECHHA, Ha3Ha4YeHHBIe
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PYKOBOLHTENEM IOPHAMYECKOro JMUA H H3YYHBIUME [JaHHYIO CTaHOAPTHYIO
ONepaLHOHHYIO MPOUEaypY.

OTBeTcTBEHHOE NHIO, HA3HAYEHHOE PYKOBOAMTENIEM KOPHAHYECKOrO NHUA,
NPOBEPAET HAKWYHE COMPOBOJUTENBHBIX JOKYMEHTOB,

Oco6oe BHMMAHME OTBETCTBEHHOE JIHIO yHENseT CBEpKe NOKyMEHTOB Ha
COOTBETICTBME HOMEpa CEpHM, HAHMEHOBAHHMS JIEKApCTBEHHOTO Ipenapata,
NIPHEMJIEMOCTH CPOKa FOXHOCTH.

[pr npuemke BakuMHBI B MEIMUMHCKYID OpPraHH3ALMIO paboTHHK,
OCylIecTBNAIOWMH npuem Bakuuubl «['amM-KOBUJ[-Bak», B mnepsyio o4depenb
POBEPSET CODMOAEHHE TEMNEPATYPHOTO PEXUMA IIPH TPAHCTIOPTHPOBKE.

[Tpu noctynnennu Bakumuus! «amM-KOBU/I-Bak» B aBTOpedpHIKEepaTopax
BOAHTENb-OKCMEANTOP  MpPENOCTAaBNs€T  pacreyaTky  TepMOpPEerHCTpaTtopa,
MOATBEPXAAIOLIYIO COOIIO/IEHHE TEMITepPaTypHOTO peXMMa Ha BCeM [yTH
cnesoBanus. Pacneyarka NpuKIIaabIBaeTCs K IPHEMOYHOR NOKYMEHTALHH.

Ecnu HapyweHus pexuMa He 3aQMKCHPOBAHBI M BH3YallbHO LENOCTHOCTb
yNaKOBKH He HapylueHa, To BakuuHa «["aM-KOBUI-Bak» rnpunumaercs.

[locne npoBepkH COMPOBOAWTENBHBIX HOKYMEHTOB OTBETCTBEHHOE JIHIIO
AAeT paspellleHHe Ha BeIrPy3Ky npoaykimu u3z ATC.

B cmysae ecnmu  Bakuuna «[am-KOBM/I-Bak» nocrynaer B
TEPMOKOHTEHHEepaX, UX BCKPBIBAIOT H NPOBEPAIOT MOKa3aHUs MpHGOpPOB KOHTPONS,
[Ipy wucnone3oBaHMM TEPMOPErMCTPATOPOB B TEPMOKOHTeMHEpax daHHbIE
pacrneyaTbIBalOTC U [PUKJIABIBAIOTCS K TPHEMOYHOM JOKYMEHTALYH.

Ilepen BCKprITHEM TEPMOKOHTEHHEPOB HEOOXOAUMO MOATOTOBUTD:

- KAHLeNAPCKUH HOX (711 BCKPBITHA CKOTYA HA TEPMOKOHTeHHepe);

- nep4yaTtkh (A1 M3BJIEYEHHS BEPXHEro ClMof XJIaJ03EMEHTOB M
TEMIIEPATyPHLIX PErHCTPATOPOB);

- Goto-, Bumeokamepy (ans QuUKcAUMH CTENeHW OKpAMUBAHHA
KOHTPOJIBHOIO 3JIEMEHTa TEPMOHHIUKATOPOB).

Pasrpyska TepMokoHTeliHEepa NMPOU3BOAUTCA B HENOCPEICTBEHHOH GIH30CTH
¢ MOpPO3HIIBHUKOM, BaKlLMHa «l"am-Kosua-Bak» nocie BCKPbLITHSA
TEPMOKOHTEHHEPa J10JKHA OBITh HEMENTIEHHO MOMelIeHa B MOPO3UIIbHUK.

B nomemenuu, rae npon3BoauTCs Buirpyska BakikHel «I aM-Kosua-Bak» u3
TEPMOKOHTEHHEPOB, COACPXKALUMX CYyXOH Jiel, B MOPO3M/IbHHK, NO/KHO ObITH
obecrieyeHo eCTeCTBEHHOE MPOBETPUBAHUE, MPEXIE BCETO B MOMEHT BHIFPY3KH,
nubo HCrONB30BAaTHCA MPHHYAMTENbHAS [IPUTOYHO-BBITSIKHAS BEHTHISALIMA,
ofecneunBaronas KpaTHOCTb BO3AyX000MeHa He MeHee 4,

TepMOKOHTEHHEPBI ¢ CYXHM JIBJIOM [0C/e WX pasrpy3Kd 3aKpbIBAKOTCH H
yAANAOTCA U3 MEAULIHHCKOW OpraHu3auuy o6paTHO B aBTOpedpHxKepaTop.

[lpu pasrpyske U npuemxe HeoOxomumo cobmonare obume TpeboBaHus
6e30MacHOCTH MPH BBHIMONHEHHH MOrPY304HO-Pa3rpy304HbIX paGoT, akKypaTHO
oOpaljaThCd C TepMOKOHTeHHEepamH, He IOIMyCKaTb KX MafeHus U
repeBOpavuHBaHHUS.

He npuroneH Kk npuMeHeHHIO npenapaT BO (IakoHAX MW aMmmyjiax c
HapyMIeHHON LENOCTHOCTBI) MW MApKHPOBKOH, IpPH W3MEHEHUH (H3HYECKHX
CBOWCTB  (MyTHOCTB, OKpallMBaHwe), [IpH HCTEKUIEM CPOKE TOJHOCTH,
HENpaBUJIbHOM XPaHEHUH.



B cmydae ecnin npu npremke BakuuHbl «['aM-KoBua-Bak» BeisBieHo
HapylmeHue TBMI'IEIDaTypHOFO PeXHMa, HapyuweHHe LENOCTHOCTH YTIAKOBKH, TO
paboTHHK ocywecTBNMIOMHIT [IPHEM BaKIHMHEI cOO6IIaeT 06 3TOM pyKOBOAHTETIO
H COCTaBJISET aKT.

Ha yerBeprom yposue XOJIONOBOH LENH sl XpaHeHWS BaKLMHBI «[aM-
KoBun-Bak» ucrionesyrorcs MOPO3HJILHHKH.

[lpe pasmemenun Bakumug «I"'am-Kosua-Bax» BHYTPH XOJOAWIBHOIO
000pYOBaHHA NOMKHBI yYHTBIBATHCS AQHHBIE TE€PMOKApTBI, MNPeAOCTABIAEMbIe
MPOU3BONUTENIEM MPH MOCTAaBKE MOPO3MIBLHOrO o0opynoBaHud, WM aaHHBIe
OTH4€Ta O TEpPMOKAPTHPOBAHMH, BBINOAHEHHOM B npouecce 3KCryaTaLuu
obopynosanus. Bce CPEACTBA TEMIIEPAaTYPHOrO KOHTPO.S, HCIIOJIb3yEMble B
MOpPOSHNIBEHBIX KaMmepax (MOpO3W/IbHEKAX) 1A XpaHeHust BakuuHbl «["am-Kosus-
Bak», nomkHer uMeTs Bo3MONKHOCTE ¢uKcHpoBaTh Hu3KkHe (MHHYC 18 °C HIDKE)
TeMIIepaTyphbl.

B memuumHCcKo# oprammzaimm ONpeaensercs Mopagok obecrneyeHus
TEMIIEPATYPHOro pexuMa XpaHeHHs BaKLHHBI «|” am-Kosun-Bak» u obs3ansocty
PabOTHHKOB, OTBETCTBEHHBIX 3a obecriedeHre «xo1040BOH wenH» Ha JlAaHHOM
YPOBHE, yTBEPXAAEMbIE PACTIOPAAUTENbHBIM AOKyMEHTOM OpraHU3aLMuH, a TaKkxKe
Ho/keH ObITh paspabortan u YTBEPKIACH DYKOBOAHTENEM OPraHM3alUMM IUIan
MEPOMpPHATHH MO obecrieueHnIo «Xono0BONi Lenm) B Ype3BbIYaHHBIX CHTYALHAX.

Tpe6osanus npu OpraHM3aUMH 3KCTPEHHBIX MEpONpHATHH B 4pe3BbIYaHbIX
CUTyauUusax yctaHosneHs! B CIT 3.3.2.3332-16.

6. OGwme TpeGoBaHKA BAKUHHA LMK

Bakuunaunio nporur COVID-19 NpoBOAAT BakuuHOH «['amM-KOBW/I-
Bak» (manee - BaKUMHOW) rpaxgaHaMm, He HMEIOWHM MENAHUHHCKHX
MPOTHBONOKa3aHUH, ¢ AOGPOBONBHOIO COrMACHS rpaxigad B MEeIULHHCKHX
OpraHH3alusX cornacHo AJropuTMy aeicTBUi MEAUUUHCKUX pabOTHUKOB,
OCYWECTBIAOIMX NpOBeJieHHe BaKUMHAUMK npoThs COVID-19 Y B3pOCIHBIX
(Ipunoxenue Ne 1). Bakumnaims MPOBOAMTCA B MENMUMHCKOW OpraHM3ali,
UMEIOLIEH THUEH3HIO Ha OCYIIECTBICHHE MeAHUHHCKON A€ATENBHOCTH Mo pabore
(ycmyre) «BakumHaLms».

[lokaszauuss Kk npumenenmio: [Ipodunaktuka HoBo#H KOPOHaBUPYCHO
nHpekunn (COVID-19) y B3pocsix 18-60 ner.

[IpoTuBONOKa3aHUsIMH K NPHMEHEHHIO SIBJISIIOTCA:
- THTCPUYBCTBHTENIBHOCTD K KAKOMY-HGO KOMMOHEHTY BAKLMHBI HIIH BAKLMHBI,
Colepxallel aHATOrHYHbIE KOMITOHEHTHI;
- TDKEIIBIC aJTEPrHYeCKHe peakUiH B aHaMHese,
- OCTpele HHQPEKUHOHHBIE H HEHHQEKLHOHHbIE  3a00oneBaHms, obocTpenue
XPOHUYECKMX 3a00/IeBaHull - BaKUMHALMIO MPOBOAAT 4epe3 2- 4 Hepenu nocie
BBISNOPOBICHUA UK pemuccnu. IMpu Hetskensix OPBU, OCTPBIX HHPEKIMOHHBIX
3abonesanuax KT Bakunnauuo MPOBOAT MOC/Ie HOPMAIM3ALUUH TEMIIEpaTyphl;
- BepemeHHOCTE U nepUOA rpyAHOrO BCKapMJIMBAHNS;
- BO3pacT 10 18 mer (B cBA3M C OTCYTCTBHMEM HAHHBIX 06 3QDEeKTUBHOCTH U
GesomacHocTn).



L FHHCP'—IYBCTBHTCJILHOCTB K KakomMy-nu6o KOMITOHEHTY BaKUMHBI WK BaKIUHBEI,
CoaepxalueH asaaor HYHbIC KOMITOHEHTBI;

- TSKEJIBIE aJlIepru4ecKue peakLyn B aHaMmHese;

= OCTpbl€ MH(EKLHOHHBIE K HEeHHDEKLHOHHBIE 3aboneBanus, 06ocTpenue
XPOHMICCKUX 3a00/eBaHUI - BaKuMHALMIO IPOBOAAT 4epe3 2- 4 Helmenu mocie
BBISAOPOBNCHHS WU pemuccnn. [TpH HeTsykenbix OPBH, ocTpbix uH(peKumoHHsIX
3abonesanusx KT Bakumnanmio MPOBOAAT 1OC/Ie HOPMAIU3ALMK TeMIIEPATY PhI;
- bepeMeHHOCTS U neprog FPYAHOr0 BCKapMITHBaHHS,

= BO3paCT n0 18 ner (B ces3u ¢ OTCYTCTBMEM HaHHBIX 00 3ddEeKTHBHOCTH M
6e3onacHocTH);

[lpoTusonokasanns aas BBenenus KomMnoHenra II:

- TAXKEIBIC [OCTBAKUMHATIBHEIE OC/I0KHEHUS (aHauNaKTHYECKUH WOK, TshKenble
FCHEPAIM3HPOBAHHBIE  Allepruyeckie PCaKUHH,  CyNOPOXKHBIA  CHHApPOM,
Temnepartyp Beiwe 40°C u T.1.) Ha BBegeHuUe KOMITIOHEHTA | BaKIMHBI.

[Ipamensiercs ¢ OCTOPOXKHOCTLIO NpH:

[Tpu xponnyeckux 3aGonepanmsax meueny 1 MOYEK, BbIPAXKEHHBIX QYHKUHH
SHIOKPHHHOH CHCTeMBI (caxapHaiif anaber), TaKensbx 3a6oNeBaHHUAX CHCTEMB!
KPOBETBOPEHHsA, IMUsIEncuH, HHCYNbTaX W Jpyrux 3abojeBaHHsIX ILTHC,
3aboneBanusx CEPACUHO-COCYIUCTON  CHCTEMBI (nHdapxrax Mwuokapga
aHaMHe3e, MUOKapauTaX, SHAOKApAUTaXx, NEepUKapaAUTaX, HIIeMHUYecKol Goseznu
Cepala), NEepPBHYHLIX K BTOPHYHLIX ~ MMMYHOZEDMLMTAX, ayTOMMMYHHBIX
3aboneBanusx, 3a60neBaHuUsIX Ierkux, actme u XOBJI, y mauuenTos ¢ auabetom
METabOIHYECKHM CHHIPOMOM, ¢ AUIEPrUYeCKUMH peaKUHsAMH, aTONHeH, SK3eMOii.

Mecra, rae nposogutes BaKLUMHALKA, NOKHBI OBITH OCHAILIEHB! CPECTBAMH
POTHBOLIOKOBOH TEpanWH B COOTBETCTBHH c [Tpykasom Munucrepersa
3IpaBooxpaHeHus P® ot 20 Aexabps 2012 r. N 10793 «O6 YTBEPXKAEHHH
CTaHLapTa CKOpOH MeMUUHCKOH oMoy TIpH AHAQHUIAKTHYECKOM LIOKe ).

B nenb npoBesenus Bakunsauun nauvent AOMKeH ObITh OCMOTPEH BpavoM:
00sA3aTeNbHBIM ABISETCS OBLIHIA OCMOTp M H3MEpeHHe TeMIepaTypsl Tena, B
ClyHae ecu TeMneparypa npessimaet 37 °C, BaKLMHALHIO HE MPOBOAST.

Honoauurensuoe yKazaHWe: BaXHO OOpDaTMTb BHHMaHHe, YTO npu
HeOOXOMMMOCTH, oueHKa HaMPAXCHHOCTH TIOCTBAKLUMHAIBHOIO TPOEKTHBHOIO
HMMMYHHTETA JO/XKHA MPOBOAUTECS METONOM UMMYHO(EpMeHTHOrO aHanu3a IgM
u IgG ¢ ucnons3osanuem TECT-CHCTEM, CrelUPHUUHBIX K HATUYHE K S-6enky unu
RBD nomeny S-6enka Bupyca SARS-CoV-2) He panee, yem Ha 42 nens nocie [
3Tarna BaKUMHALMH.

7. Yeaosus nposenenns BakunHauuy
3anonnenue ankern naumenTa (Tlpunoxenue No2) [Manmenty seinaercs
HHOOPMaLHOHHBIH maTepuan (IIpunoxenue No3 ). Ilpn Hanuuuu nonoxurensHoro

SMHA aHaMHe3a (KOHTaKT ¢ OGOJBHBIMH ¢ HHQEKUHOHHBIMU 3a601eBaHUAMU B
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TCYCHHE nocneauux 14 pgued) u y nepeGoneBmmx COVID-19 Gonee IIECTH
MECALIEB MMPOBOAMTCA TECTHUPOBAHME: HCCIENOBAHUE Ouomatepuana u3 Hoco-
potoriorkn Metoaom ITLIP (unu skcnpecc-TecToM) Ha Hanmuyue KOpOHaBUpyca
SARS-CoV-2 unu kposu ¢ nposenenuem HCCIIEOBaHHA Ha HATMYHE aHTUTeN IgM
u IgG k Bupycy SARS-CoV-2. [NepeGonenwne COVID-19 B Teyenue NOCIeHHUX
LIECTH MECSLIEB HEe IPHBUBAOTCS.

K Bakuunuporanuio AONMYCKAWTCA JIMUA, 3aNONHUBIIHE AHKETY
MalMeHTa ¥ HE HMEMLHe MPOTHBOIOKA3AHMH K BaKUHHHPOBaHUIO B aensb
nposejenusi I srana Bakumnaunn nepen nposenenuem BaKLMHALMH MTPOBOANTCS
00a3arenbHbIl OCMOTp Bpada [MpH HAIH4YHH pe3YJbTATOB nabopaTopHbIxX
HCCIIeIOBaHUH C H3MepeHUeM TeMNEpaTypel, COOPOM 3MUIAEMHOJOrHYECKOrO
aHaMHe3a, usMepeHueMm catypauun, YCC, AJl, ayckynbraumedt AbIXaTenbHOH M
CEPACUHO-COCYNUCTOH CHCTEMBI, OCMOTPOM 3€Ba M  3allOHEHHEM Dopms!
MHQOPMHUPOBAHHOTO JOOPOBONBLHOTO COrIACHS (Ilpunoxenne Ne 5).

Bpau npenynmpexnaer naupenta 0 BO3MOKHBIX MOCTBAKLIMHAIBHBIX

OC/IOKHEHHAX ¥ BBIUIAGT MALMEHTY MaMATKY ¢ HH(OPMALHUOHHHIM MaTepHaniom
(Ipunoxenue Ne 6).

MecTo npoBesenus Bakunnanum.

BaKuuHaLUKA MPOBOANTCA B NPUBUBOYHOM KabuHeTe, KOTOpBIH MOMMKeH
ObITh YKOMIIEKTOBAH CPeACTBAMH MPOTHBOWIOKOBOH Tepanuu (B COOTBETCTBHH C
[Tpukasom Muuncrepersa 3ApaBooxpaneHus PO ot 20 nekabps 2012 r. N 1079x

«06  yrBepxmenuu CTaHaapra CKOpOW  MEJHLMHCKOM  MmOMOIIM npu
aHADUIAKTHYECKOM 1IOKeY ).

OcHawerue npusueoynozo kabunema

1. ABTOMAaTH3HPOBaHHOE pabodee MecTO |

2. TepmomeTp MeaHUKHCKHI 1

3. ToHomeTp st u3mepenus L
apTEPHANIBHOTO JAB/IEHHS ¢ MaHXEeTaMu

4, [lIxad ans xpaHeHus nekapeTBeHHbIX 1
fpernapaTos

T Ukad ang XpaHeHHs MeTHUIHHCKOrO 1

HHCTPYMEHTapHs, CTEPUIBHBIX
PacXOoIHBIX MaTepHAIOB

6. Kymerka Meauuusckas 1

Ve MenuuuHekuii CTON ¢ MapkHpOBKO# Mo l
BHIaM MPHBHBOK

8. Baxrepuuuassii o6:1yuatens Bo3ayxa 1
PEUMPKYJIATOPHOTO THIIA

9. UlInatens ontopasossiit He MeHee | (KOMHYecTBO Onpenensercs

HCX0ad U3 06BEMOB MEIHIMHCKO#H
[IOMOLLEH)
10. | XonomuneHuk (MOPO3HABHHK HHXe 3




munyc 18 °C)

1. | Tepmokouteiinep wm CyMKka- 1
XONOAMIIBHUK ¢ HabopoM
X1ado3JIEMEHTOB

12, | EMKOCTB - HenpokamsiBaeMbIii KOHTeHHep 1

C KpBIIKOHA g aesuHbekuyu
OTpaGOTaHHBIX IINPHLER, TAMIIOHOB,
HCIIONIb30BAHHBIX BAKIHH

13. | llinpyusl onHOPa30BbIe eMKOCTBIO 1,2, | HewmeHee | (konuuecTno onpexensercs
5, 10 ma ¢ Habopom ura HCXOIs H3 00BEMOB MEAMLIMHCKOM

Baryuna e600umes wnpuyomu 2 wn NOMOLIH)

14. IMunuer 1

15. |HoxuHus I

16. | PesuHOBBLA XryT 1

17. | [Moukoobpa3suslii TOTOK 1

18.  |Emkocts ¢ Aesunduumpyromum 1
pacTBopom

19.  lefixornacteips, MOJIOTEHLIA, NEIEHKH, ]
MPOCTBIHK, OAHOPA30BbIE NEPYATKH

20.  |EmxocTb fns cHopa GBITOBBIX K 1
MEAMUMHCKHX OTXO0B

21. | Yknanka sKCTpeHHOH MpodunakTvky 1
NapeHTepaNbHBIX HHOEKUKH Ay
OKas’aHWs NEPBHYHOM MEIHKO-
CaHHTapHOM MOMOIUH, CKOPO
MEAHLUHHCKOH MMOMOLLH,
CHELHANH3HPOBAHHON MeIHIIMHCKOl
NOMOIUH H NAJITHATUBHOH MEIUIIHHCKOH
MOMOLLH

22.  |TlpoTHBOLIOKOBas YKNaaKa 1

Cnoco6 npuMeHeHHs: BAKLHHBI H J0351

[Npenapat BeinmyckaeTcss B AByX BapHAHTaX — OQHOMO30BOM (0,5 mn/po3a B
ammynax) ¥ MHoromoszosom (3,0 mn Bo ¢rakonax). [Jlomyckaercs xpameHwue
PasMOPOXEHHOH OAHOZO30BOH ammyisl He Gonee 30 MHHYT. DnakoH,
copepxalni 3,0 M BaKUMHBI, MPeJHA3HAYEH /IS BAKLMHALIMK [ISTH MaLKeHTOB,
ComepXkMT 5 103 no 0,5 mi. JlomyckaeTcs xpaHeHue BCKPHITOrO (pakoHa 1o 3,0 Mn
He Oonee 2 uacoB mnpu KOMHATHOH Temmeparype. [Ipn ucnons3oBanuu
MHOTOA030BBIX (JIAKOHOB HEOOXOAMMO CTPOTrO CEAUTH 34 orbopom HeobXouMOii

no3el 0,5 M1 1 u3berarhb Mepeso3uPOBKH npernapara.
--—""'—____"_:._..‘-——
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[Tepen BakuuHHpOBaHHeM hbnakon ¢ kommouentom I wm II JAOCTAKT K3
MOPO3UIBHOH KaMEpPB! U BbIAEPKUBAIOT [IpH KOMHATHOH TeMmepaType A0 MoJIHOro
PasMopaxusanus. He nomyckaercs: HHTCHCHBHOE BCTPSIXHBaHHe ¢prakona,
HAJTH'IHe 0CTATKOB JibAa BO paakone, IOBTOPHOE 3amMopaknBaHue daakona ¢
pacreopom!

MMocne  pasmopasxupanus pacTBopa, (nakoH mpoTUparoT CHapyxu
canderkoil cnHpTOBOH ms YAANeHus Bnard. BCKpBIBAOT aNOMHHHEBEI
KOMMNAa4Y0K  HMJIM  CHUMAKOT SANTHYI0O  MUIACTHKOBYK  HakmagKy ¢
4MOMONIACTHKOBOrO KOMMaYka W oGpabaTeiBaloT PE3HHOBYIO NPO6Ky canberkoi
CMUpTOBOH. Ilocne pasmopaxkusaus pacTBoOpa, QakoH MpOTHpaIOT CHapyXu
cangerkoit cniuproBoi g YAaneHus Binard. CHEMAIOT 3alWUTHYIO MJIaCTHKOBYIO
HaKnanky ¢ grakona u o6pabarsiBaror PE3HHOBYIO NPo6Ky candeTko# cnupToBoii,
Hcnonesys wmpuy OAHOPa30BOTO MpuMeHeHus 2.0 Ma ¢ IO, OTGHpaOT 103y
0,5 Mn nns BBeneHus NalHCHTY, YAANAIOT U3 WIpHULA U36EITOK Bo3ayxa. Criuprom
(cnupToBO# canderkoit) MPOTHPAIOT KOXKY B MECTe BBEACHHS HHBEKLIHH.

Bakuuna npeanasnauena Tonsko AN BHYTPUMBILIEYHOrO BBeneHus. CTporo
3aNpeLICHO  BHYTPHBSHHOE  BBE/SHHE Npenapata. Bakuuny BBogar B
ACIBTOBHIAHYIO MBILILYY (BEpXHIOIO TPETb HapyXHOH MNMOBEPXHOCTH Mieya). [Tpu
HEBO3MOXXHOCTH BBEIEHUS B ACTETOBHAHYIO MBILILY - [penapaT BBOAAT B
flaTepanbHylo WHpPOKyo MeiLiy Geapa.

Bakuunaumio nposoasat B asa stana: BHawyazne KomnoHeHtom | B goze 0,5
MJ1, 3aTeM Ha 2| neHb koMnoHeHToM Il B nose 0,5 mn.

ocne BAKUWHALMH NAUHeHT A0JKeH HAXOAHTLCS NOA HabJaKOaeHHeM
MEAHUHHCKOrO nepcoHana B Teqenue 30 MHHYT!

[locne Bakummauuu B [ICPBBIC-BTOPbIE CYTKH MOTYT pasBHBAaTLCH M
Pa3pelUAIOTCA B TEYEHHE TpPeX MNOCNEAYIOWMX AHEid KpaTKOBpeMeHHble 00Iyue
(HenposomKUTE B HEI FPUIINONONOOHBIA  CHHApOM, XapakTepu3yromuics
03HOOGOM, MOBbILIEHHEM TeMNepaTypsl Tena, apTpairue, MHaJITHeH, acTeHueH,
OOIMM HeZOMOraHHEM, roIOBHO 0osbto) 1 MecTHble (60ME3HEHHOCT B MecTe
MHBEKLHH, TUNEPEMHs, OTEYHOCTB) peakuud. Pese OTMEYAKTCA TOLIHOTA,

AHCTNICNICHS, CHWXXEHHWE amnmneTWTa, MWHOraa — YBEIIHYEHHE PEerHoHapHbIX
numboy3nos.

BO3M0}KHO pasBuTHE AJIJIEPrHYECKUX peakum‘fl, KpaTKOBpeMEHHOE
[TOBBILLIEHHE YPOBHA NeYEHOYHBIX TpaHCaMKHa3s, KpeaTHHHHa H

KpeaTHH}OCHOKHHA3E] B CBIBOPOTKE KPOBH.

Il 5ran Bakuunaunu (Ha 21 genp nocse I aTana), nepea nposeaeHHeM [I
JTalld  BaKIMHAUMM MPOBOAMTCA MOBTOPHBIA OCMOTD BpayoM C H3MEpeHHeM
TeMNepaTypsl, cOOPOM 3MMAEMHONIOrHYeCKOro aHAIIM3a, H3MEPEHHEM CaTypaluH,
YCC, AL, ayckymbraumeil apIxaTensHol u CEpPIeYHO-COCYIUCTOH CHCTEMBI,
OCMOTPOM 3€Ba.

Bpau onpenensier OTCYTCTBHE MJM HaJlMYuMe MPOTHBONOKA3aHUH K
BaKLUMHALUU KOMIIOHEHTOM 1.

[IporuBonokaszanusmyu k BakuMHALHK kKoMroHeHTOM Il sBnAOTCA TsHRENBIE
MOCTBaKLMHA/IHBIC OC/IOXKHEHHS Ha BBEJIeHHE KOMIMOHeHTa | BaKLUHBI.
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[ocre Bakumuaumn naumenr pomsken HAXOAHTbLCA MOA HabJloaeHHem
MEAHUHHCKOrO NepcoHana B Tevenne 30 MHHYT!

QaKT NpHMEHeHHs BaKUMHB! Ha | 1 I] dTanax MoATBEPXKIAETCS BHECEHHEM
HH(OpMaLMH 110 hopme PErucTpa BakUMHKpOBaHHbIX o1 COVID-19 8 ETUC3.

8. ®apmakonagzop

Bakunna «I"am-Kosuz-Baky 3aperucTpHpoBaHa nmo o0coboi mpouenype
PETUCTPALIAH, B CBA3H, C YeM HEOGXOAMMO YBEIOMIIATE DenepanbHyto cnyx6y mo
Hali3opy B cdepe 31paBoOXpaHeHHs o0  KaKIOM dakre npuMeHeHHS
ICKapCTBEHHOrO Mnpenapara MyTeM BHECEHUS WHQOPMALMH B COOTBETCTBYIOLIHI]
pasaen uH(popmannorHoit cuctemsl ETHC3. Makt NPUMEHEHHUs BaKUMHBI Ha [ 1 1]
dTanax MOATBEPKAAETCS BHECEHHEM uHpopmMauun no  dopme perucTpa
BaKLMHHPOBaHHBIX 0T COVID-19 8 ETUC3.

B cooTBercTBUM ¢ npuKazom Pocagpasransopa ot 15.02.2017 Ne 1071 «O6
YTBCPXACHUH TMOPSAKA OCYLIECTBIEHHS (apmakonagzopa» B MeaMUHHCKOI
OPraHu3alHK [0/keH OBITe OpraHuzoBaH (papMakoHan30p NeKapCTBEHHbIX
npernapaTos

[lpu paGote ¢ noGoyxsMu [POABJICHUAMH TMOC/E€ MMMYHH3ALMK BaKLMH
CICLYeT YYHTBIBATE NMONOKEHHA «MeTomHueckue PEKOMEHJJaUMH O BBISBICHHIO,
PacCieNOBaHHIO U NPOPUNEKTHKE MOBGOYHBIX MPOABMACHUH NMOCTEe UMMYHH3ALUKW»
(yrBepxnensl Muusapasom Poccun 12.04.20 19)

Ilpu ycranosnenuu ¢axra passurus mo6oro IIITH B Npolecce aKTHBHOIO
HaO/MIOICHHS 32 NIPUBUTBIMH B [OCTBAKIMHATLHOM NEpHOZE WIH NpU obpallieHnu
338 MEIHLMHCKON NMOMOLIBIO CBeleHHs 000 Beex clyyasx noboYHBIX MPOsSBACHUI
rocie ummyHusauuu (TTMTH) spavom (densawepom) BHocATCS B MEIHLHHCKYIO
AOKYMEHTALHIO: KapTy aMmOynaTtopHoro GONBHOro (¢. 025-87), ceprudpukar
MPOQHUIAKTHYECKMX MPUBHBOK (. 156/y-93), xypHan yuera MpodUIaKTHYECKUX
mpuBUBOK (. 064y).

[lpu paseutuu cepnesusix IMIIIH, MOJIeXKALINX PACCNeOBaHHIO, KpoMe
BBILICYKA3aHHBIX ~ JOKYMEHTOB  CBEJIEHHS BHOCSTCS B KypHain  ydera
HHQEKUHOHHBIX 3a6onesanuit (¢. 060y), npu rocnuranusanni 60abHOrO - B KapTy
BbI30Ba ckopod momoww (¢. 110/y) u MEIULIHHCKYI0 KapTy CTaLMOHApPHOTro
GonbHoro (. 003-1/y).

Clydae  pasBuTHs  cepbesusix [IOIOIA  (IBO), mnomnexamux
paccrieoBanuio, HenpeasuaeHusix [MITTH, mu6o Knacrepa ciayvaes [TITITH Bpay
(bensawep) obs3an:

- OKasaTh OONBHOMY MEIHUMHCKYIO [IOMOLIb, IpH HEOOXOAMMOCTH
obecriednTs CBOEBpEMEHHYIO FOCIIUTANTM3AIMIO B CTALMOHAD, I€ MOXET OBIThH
OkasaHa CeUnanM3upoOBaHHas MeANLIHHCKAS [IOMOLI,
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- HC3AMEAMNTENbHO  HHpOPMUPOBATE  PYKOBOIHTENS MeIULIUHCKOH
OpraHM3allMi O BO3HUKHOBEHUH (mono3pennn) cepwesupix ITITU (I'BO),
HenpensuneHubX [MITH, nu6o knacrepa [T,

PykoBomurens  mexmumuckoit OpraHM3alMi¥  NpYd  BO3HHKHOBEHUHU
(mogo3penun) cepresnnix MU (IIBO), nomnexarmx pacciieoBaHtIo, a TaKkKe
cnyqaes IIIIH, norpe6osasmmy ToCrMTaNN3aluy, HenpeasuaeHtsx [TIITIH,
6o knacrepa [TTITH:

- B TEYEHHE 2 YacOB C MOMEHTA MX BbIAB/IEHUS HHQOPMHUpPYeT (YCTHO, 1o
TeNedOHy)  TeppUTOPHANBHBIH Opras  ynpaBia€HHsA 3JpaBOOXpaHeHHEM U
TCPPATOPHANILHBIH OpraH (yupexneHue) Pocniotpe6Guansopa, ynonsomouenusrii
OCYLIECTBIATE (enepanbHblii FOCYNapCTBEHHBIH CAHHTAPHO-3THAEMHOIOTHYeCKUi
HaZI30p MO MECTy WX BBISBNEHHS; OPraHH3yeT NEPBHYHOE pacciieJOBaHHEe MPUYHH
I (TIBO) ¢ yuacTuem HMMYHONOTHYECKOH KOMHCCHHM MeIMLMHCKOI
OpraHu3aLMu;

-~ BPEMEHHO MNPHOCTAHABIUBAET UCIIONb30BAHMHE PEK/IaMaLMOHHOH cepuu
WJIIT B Meguumuckoii OpraHU3alMH;

- B TeYeHHE |2 4acoB C MOMEHTA HX BBIBICHHS - obecneyupaer
TIPCACTABNICHHE B MHCbMEHHON (opme (MM MO KaHanam 3NIEKTPOHHON CBS3K)
OKCTPEHHOTO H3BELUCHUA O perucTpaLumu cimydast cepwbesHoro [N (ITBO),
Henpeasuaennsx [N, nubo knacrepa ITITITH:

- B TCPPHTODHATBHBIH  opraH  (yupenzeHue) Pocriotpe6uansopa,
YMOJIHOMOYEHHBIH OCYILECTBIATS denepanpublii FOCYNapCTBeHHBIA CaHHTapHO-
IMUACMHONIOTHYECKHI HAN30p MO MECTy WX BHIABJIECHHUS (B cooTBeTcTBHU ¢
[Tocranosnennem [Mnasroro FOCYNApCTBEHHOrO CaHHTAPHOTO Bpaya Poccuiickoi
Qeznepaunu ot 04.02.2016 No 11 «O NPpEeACTaBACHUHN BHEOUYEPEAHBIX JOHECEHHH O
IpPE3BBIMAHHBIX CHTYALHMAX CAHUTAPHO-3THAEMUOTOMHYECKOro Xapakrepay;

- B noacucremy «®@apmakoHan30p» ABTOMaTH3HPOBAHHO
HHOOPMALHOHHOMN CHCTEMBI Pocsapasuansopa (AUC Poc3apagnaasopa).

Kaxnoe mo6ounoe nposenenwe mnoce HMMYHH3ALIMK, OTHOCUMOE
MGTOL[H‘-IECKHMH PEKOMEHOaluaAMHU [1o BBIABIIEHHU KO, paccieOBaH U0 H
npopunakTike MOGOYHBIX NpPOSBNEHUH Moce HMMYHH3aUMKH K KaTeropuu
CCPLESHBIX  MOMIEKHMT  pPACcCNENOBAHHID  MMMYHONOTHYECKOH  KOMHCCHE:
MEJMUHHCKOH OpraHu3aLuei, ocyecTBsoWm e HMMYHH3aLHIO.

Ansi BakumH, K MOGOYHBIM MPOABACHHUSIM MOCHE UMMYHH3aLUWH OTHOCSTCS
BC€, NOTpeboBaBIIME FOCTHTANN3ALMH, TH60 3aKOHYHBLIHECS JIeTaIbHO, a TaKKe
C/IEAYIOLHE OCIOKHEHHS:

® AGcuecc B MecTe BBeICHHUS

* AHadunakTHYeCKHH MIOK, aHabUNaKTOHIHAS PeaKHs, KONIane

* ['eHepanusoBanHas Cblmb, MONMMOPQHAs 3KCCYNATHBHAA 3pHTEMa,
orek KBunke, cungpom Jlaiienna, Ap.  GOpMBI  TAXENBIX
AUICPrUYeCKUX peakiLui

® CHHAPOM CBIBOPOTOYHO# Gose3HH
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® DJuuedanut, sHUedAnONaTHs, JHUCDANIOMHEIIHT, MHENUT, HEBDHT,
[IOTMPa/ MKy IOHEBPHUT, CHHAPOM I HiteHa-Bappe

® Cepo3Hblil MEHHHTUT
AdebGpunbHble cynoporu

® OcTpeiii  Muokapaur, OCTpbIH HedpUT, TpoMBoOLHUTONEHHYECKaS
HYPIypa, arpaHynonMTO3, TMIONIACTHYECKAS AHEMHS, CHCTEMHLIE
3ab0eBaHMs COeMHUTENBHOMN TKaHH, XpOHUYECKHUH apTpuT

* BHesanHas cMepts, Apyrue CITy4aH JICTATbHBIX UCXON0B, HMEIOLIHE
BPEMEHHYIO CBA3b C IPUBHBKAMHU

l'lop;morc paccrnenoBaHus [TPUBEACH B YKa3aHHbLIX BHIIIE PECKOMEHIauuAX.

Paccienosanne kaxaporo cnywas ITINU (ITIBO) (umu  mogospenus),
MOTPeGOBABINErO rOCHUTANM3ALMK, a TakKe 3aBEPLUIMBIIErOCH JIETAIbHBIM
HCXOIOM MOJKHO OBIThH NPOBEAEHO KOMMCCHOHHO ¢ YYaCTHEM KOMIETEHTHBIX
CNCLHANUCTOB  (MEAMAaTpPOB,  TepanerTos, UMMYHOJIOIOB,  ()TH3HATPOB,
SMUAEMHONOTOB H /Ip.), Ha3HAYaeMBIX PYKOBOAMTENEM OpraHa HMCMONHHTENbHOMN
BracTu cybwekra Poccuiickoit ®Denepauun s cepe oxpaHbl 310pOBbS,
CHELHMANHCTOB OPraHOB, OCYINECTBIAIOLIMX HAA30D B chepe 3aWMTHI npaB
notpebutenedt u Gnaromonyuus yemosexa (Pocnotpebranzopa) u B coepe
3/PaBOOXpaHEHHA H 00palUeHHS JIEKapCTBEHHBIX CPECTB (Poc3npaBHansopa).

B cybpexrax Poccuiickoii QeziepalliH  MPEANOYTHTENBHO CO3JaTh M
YTBEPAHTL DErHOHAbHBIC HMMYHONOrMYECKHE KOMMCCHM (nanee - Komuccus),
KOTOpBIE MOTYT GBITH OMEpPaTUBHO MPHBIEYEHD! IS MpOBEeHUsS KOMUCCHOHHOrO
paccnenosauus [N (ITBO).

Ilpu paccnenoBanmu u cocrasnenun axra HCTIONB3YIOT (OpMY akTa
paccnenosanus (npwioxenue | Metoauueckum "MeToaudeckue PEKOMEHAALIHH
MO BBIABJICHHIO, pacC/eIoBaHHIO M NPOQHUIAKTHKE MOGOUHBIX TPOSBIEHHH MOC/e
MMMYHH3alKH, yTBEPXKAECHHBIX YTB. Mun3apasom Poccun 12.04.2019)), a Taxxke
PYKOBOACTBYIOTCS CPOKaMH pasBUTHA pa3fiH4HbIX (OPM MOCTBAKLMHAILHOMN
naTosoriy (Tabauua 6 ykasaHHbIX METOLHYECKUX pPeKOMEHAaLUH ).

Ilpu Bo3nHKHOBeHMH 3aTpynHeHMEt rpu YCTAHOBJIEHHH OKOHYATEILHOIQ
AHarHosa H BO3MOXHOW [MPHYMHHO-CIIEJICTBEHHON CBA3M C BaKUMHALMeld Ha
ypoBHe cyObekTa Poccuiickoil ®enepauuu pekomMeHnoBaHO oOpaiuatecs 3a
METONHYECKOH MOAJIEPKKOH K INIABHBIM BHEIUTATHLIM CIELIHATHCTAM Munsnpasa
Poccuu (MH}eKkuHOHUCTY, 3MHUIEMHUOJIOTY, MMMYHOJIOry-a/eproory,
CHEUHANHCTY 1O MNPOPHUIAKTHYECKOH MEOHUMHE H APYTHX HeOOXOAUMBIX
3KCIEPTOB) A GOPMHPOBAHKA OKOHYATEIBHOIO 3aK/TIOYEHHMS.

AKT pacCleNIoBaHHs KaXIOro ciyyas cepeesHoro [IIIIM (ITBO) nocne
npumenenus WIIII, kax notpeGosaBuiero, Tak u He notpeGoBasLIero
POCMMTANHU3AUMKH (B MOCHENHEM ClTyyae ¢ KOUUeH MCTOPHH 6onesun) Komuccueit
HalpasldeTcs B Hampab/sloTcs B lleHTpanbHblil annapar PocsapaBuansopa
(MPEANOYTUTENBHO B 3J1€KTPOHHON hopMe B KauecTse NIPUJIOXKEHHUSA K U3BEILICHHUIO
0 HEeXenaTeNbHOH peakuMH Ha JIeKapcTBEHHBIA npenapat HH(OPMALHOHHOTO
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pecypca «®apmakonanzopa 2.0» ABTOMaTH3HpOBaHHOH WHbopMauMOHHOM
Cucrems! Pocsapasuamsopa), Ynpasnenue PocnorpeGHamzopa mo cybpexTy
Poccuiickolt @enepauuu u PETHOHANBHYI0O HMMYHOJIOTHYECKYIO KOMHCCHIO
cybwekra Poccuiickoii denepauuu.

Undopmaums o paccremosanun ¢ cobioneHneM 3aKOHOZATENbCTRA
Poccutickot ®enepaunu o MeanunHCKOH TailHe U NIEPCOHAIBHBIX JAHHBIX TaKXke
HampapifeTcs npoussoaurensro W/ B wmemsx obecneyenus peau3auuu
ACPKATEIAMH  PETHCTPALMOHHBIX yAOCTOBEPEHHUI JIeKAPCTBEHHBIX npenaparos
3aKOHOATeJbHbIX  TpeOOBaHUH O (hapMakoHan30py,  yCTAHOBAEHHBIX
QenepanbHbiM 3akoHOM 0T 12.04.2010 N 61-03 "06 oOpalleHHH IeKapCTBEHHBIX
cpencts".
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